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«ayaut» (audit) — cucTeMaTu4eCcKuil, ynopsiioueHHbIN, HE3aBUCUMBIN U
JOKYyMEHTUPOBAHHBIA TPOILIECC TMOMY4YeHUS U OOBEKTUBHOW  OIICHKU
ayIUTOPCKUX (haKTOB, XapaAKTEPUIYIONINX pabOTy cucTemMbl (hapMaKoHa130pa,
C 1IEJIbIO OTNPEJETICHUS CTENICHU BBIMIOJHEHUSI KPUTEPUEB ay/IUTa;

«BaXHas  OTCyTCTBylowas uH@opMauus»  (important  missing
information) — 3HauMMmble TpoOETBl B  HUMEIOMMXCA 3HAHUAX 00
OTIPEJICTICHHBIX aCMeKTaX O0e30MacHOCTH JIEKAapCTBEHHOIO IMperapara Wiu
rpyIax MaiueHToB, KOTOPHIM Ha3HAYAETCs JIEKApPCTBEHHBIN Mpenapar;

«BaXHBIH UIACHTUPUIIUPOBAHHBIN PUCK», «BAKHBIN MOTCHIMAIBLHBIN
puck»  (important  identified risk and  important  potential
risk) — uAeHTU(UIMPOBAHHBIN PUCK WM MOTCHIMATbHBIM PUCK, KOTOPBIU
MOXKET OKa3aTh BIMSHHUE HA COOTHOIIEHUE «I0JIb3a — PUCK) JIEKAPCTBEHHOTO
npenapara WM MMETh TMOCJEACTBUS Uil  OOILIECTBEHHOTO 310POBbBSI.
OnpeneneHue pucKka KaK Ba)XXHOTO 3aBUCUT OT HECKOJIBKHX (PaKkTOpOB,
BKJIIOYAsl CTETNICHb BJIIMSIHUS HA YEJIOBEKA, CEPhE3HOCTh PUCKA U BIUSHHE Ha
oOmmecTBeHHOe  310poBhe. Kak mpaBwio, J000OH  PHCK, KOTOPBIN
MPEANOIOKUTEIHFHO HEOOXOAMMO BKJIIOYUTH B pasfiesl MPOTUBOIMOKA3AHUSA U
MephI TPEIOCTOPOKHOCTH JOJKEH ObITh OTHECEH K YHCITY Ba)KHBIX PUCKOB;

«Banuaanus curaaina» (signal validation) — nmporiecc OleHKHU JTaHHBIX O
BBISIBJICHHOM CUTHAJIC C 11€JIbI0 BepU(DUKAIIUU U TIOATBEPKICHUS TOTO (akTa,
YTO JOCTymHas WHGOPMAIMS COACPKHUT OCTATOYHBIE JOKA3aTeIhCTBA IS
MOATBEPKACHUS  BBISIBJICHUS ~ HOBOM  MOTEHUHUAIBHOM  MPUYUHHO-
CJICICTBEHHOW CBSI3M WM HOBOTO acCMEKTa W3BECTHOM B3aMMOCBS3U U,
CJICIOBATENIbHO, SIBISIETCS O00OOCHOBAaHMEM HEOOXOJWMOCTH  KOMILIEKca
JAIBHEUIINX IEMCTBUM 110 aHAIIN3Y CUTHAJIA;

«BanmaupoBaHHbIi curHam» (validated signal) — curnan, ams koToporo
B IIPOIIECCE BBIMNOJHEHUS BalUJAlUN U OLUEHKU MOATBEPKAAIOLIUX JTaHHBIX

YCTAHOBJICHO, qTo NMCIOIIAasACA JOKYMCHTAaL M AJ0ocTarodyHa JJIA
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MPEANOIOKEHUS HATUYUSI HOBOM MOTEHIMAIBHOW MPUYUHHO-CIIEICTBEHHOU
CBSI3M WJIM HOBOTO AacleKTa HW3BECTHOM B3aMMOCBSI3U MEX]Yy MPUEMOM
10JI03PEBAEMOI0 JI€KapCTBEHHOIO npenapara " pa3BUTHEM
HEOJIaronpusATHOIO  TOCJIEACTBHS M,  CJEIOBaTelbHO,  OMpeleseHa
HEOOXOJIUMOCTh OCYIIECTBICHUSA KOMIUIEKCA JajJbHEUIINX JEUCTBUU TIO
OILICHKE CUTHAJIA;

«BO3JICUCTBUE, CBSI3aHHOE C poOJIOM  3aHsATUW»  (occupational
exposure) — BO3ACHCTBUE JIEKAPCTBEHHOTO Ipenapara, KOTopoMy HOJIBEpIcs
YEJIOBEK B PE3YyJbTaTe BBIMOJHEHUS JIESITEIBHOCTA KaK Mpo(eccHuoHaNIbHOM,
TaK U HE CBSI3aHHOU C MPOQeCCUOHAIBHOM JEATENbHOCTHIO;

«BBISIBJICHHE curHama» (signal detection) — mporiecc moucka u (WJin)
UJCHTU(UKAIIMN CUTHAJIOB C MCIOJb30BAaHUEM BCEX MCTOYHHKOB JIaHHBIX O
CUTHAJIAX;

«J1ara okoH4aHus coopa nanHbix» (data lock point) — nara 3aBepiieHus
cOopa JaHHBIX ISl BKIIOYCHHUS B MEPUOIUYSCKUN OOHOBISIEMBIH OTYET IO
0€30MacHOCTH; OCHOBaHHAs Ha MEXKAYHApOIHOW Jare pEerucTpaluu.
B pamkax ordyera mo 6e30macHOCTH pa3pabaThIBAEMOro JIEKapCTBEHHOTO
CpencTBa — JaTra 3aBeplieHUs cOopa MaHHBIX IS BKIIOUCHHUS B OTYET,
OCHOBaHHasi Ha MEXIYHApOAHOW Jgare oao0peHus pa3zpadbaTbiBaeMOro
JIEKapCTBEHHOTO cpescTBa. Jlara okoHUaHust cOOpa JaHHBIX BKJIIOYAET JICHb U
MeCsI1I.

«JIeATeIbHOCTh 10 MHHHMHU3AIMK PHUCKA (MEPBHl MO MUHUMH3AIUN
pucka)» (risk minimization activity (risk minimization measure)) — KOMIUIEKC
MEPOTIPUSITHI, HAMpaBJIEHHBIX Ha TMPEJOTBPAIICHHE WM yMCEHBIICHUE
BEPOSITHOCTH BO3HUKHOBEHHS HEKEJIATCIbHOW PpPEaKIUH, CBSA3aHHOW C
BO3JICHCTBHEM JICKAPCTBEHHOTO Tpemapara, Ju00 Ha yMEHBIIIEHUE CTEMEHU

TSYKECTH HEXKEIATEIbHOU PEAKIIUH B CITyYae €€ pa3BUTHSI;
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«3aBEpIIICHHOE KJIWHUYEeCKoe wuccieaoBanue» (completed clinical
trial) — uccnenoBanue, MO KOTOPOMY MOJATOTOBJICH 3aKITIOYUTEIbHBINA OTUET O
KJIMHUYECKOM UCCIICIOBAHHH;

«3akphIThId curHam» (closed signal) — curnan, oueHka KOTOpPOro Obuia
3aBeplIeHa B  OTYETHBIM  TEPHOJ  COCTABJICHHS  MEPUOAMYCCKOTO
OOHOBJIIEMOTO OTYETA 10 O€30IIaCHOCTH;

«3JI0yTIOTpEOJICHHE JICKapCTBEHHBIM Mpemaparom» (abuse of a
medicinal products) — TOCTOSSHHOE WM Pa3oBOE MPeTHAMEPEHHOE
Yype3MepHOe  yImoTpeOlieHWe  JIGKApCTBEHHOTO  Mpemapara,  KOTOpOe
COIIPOBOXKIAETCS HEeOJIaronpUsTHBIMU (U3MOTOTUYECKUMU WJIN
MICUXOJIOTHYECKUMHU (P eKTamu;

«unentuduiupoBanHeii puck» (identified risk) — HexxenarenbHOE
nociencTeue  (papMakoTepanuy, B OTHOIIEHWH KOTOPOTO  TOJYYCHBI
JOCTaTOYHBbIC JIOKA3aTEeNIbCTBA HANUYHMS B3aUMOCBSI3U C TI0J03PEBAEMBIM
JICKapCTBEHHBIM ITpErapaToM.

[IpuMepsI BKITIOUAIOT HEXKENATEIbHBIC peaKiu, JOCTOBEPHO
MOATBEPKJICHHBIE B JNOKIMHUYECKUX HCCIEAOBAHUSAX M TOITBEPKICHHBIC
JTAHHBIMU KIIMHAYECKUX UCCIICOBAHUI; HeXKeIaTeIbHbIC peaxiuu,
BBISIBICHHBIE B XOPOIIO  CIUIAHUPOBAHHBIX  KIMHUYECKUX  WJIU
AMUAECMHUOJIOTHICCKUX HCCICAOBAHUAX, B KOTOPBIX CTCNCHb OTIWYHUS I10
OIICHMBAEMOMY TapaMeTpy MeXAy TpynnamMud TMpeanoyiaraeT Haludue
MPUYUHHO-CIICACTBEHHOMN CBS3U; HEXEIaTeIbHBIC PEAKIINH, MPE/ToIaracMpie
Ha OCHOBaHUH JaHHBIX HECKOJBKUX CIIOHTAHHBIX COOOIICHHH C HaIJIeKAIIM
YPOBHEM JOKYMEHTHPOBAHHUS, B KOTOPBIX MPUYHMHHO-CIICACTBEHHASI CBS3b
JIOCTOBEPHO MOJTBEPKIAETCS BPEMEHHON B3aMMOCBS3bI0 U OMOJOTUYECKUM
i (papMaKoOIOTHIECKUM MEXAaHU3MOM Pa3BHUTHS.

HexenarenbHble peakiu, BKJIOYEHHbIE B pazgen 4.8  oOmiei

XapaKTEPUCTUKU  JICKAPCTBEHHOI'O  Mpernapara,  TakkKe  SBISIIOTCSA
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UJACHTU(OUIIMPOBAHHBIMUA PUCKAMH, 32 HCKJIIOYEHUEM CJydaeB, KOTJla OHHU
ABJSIIOTCS d(PdhekTaMu, CBOMCTBEHHBIMHU TS (DapMaKOJOTHYECKOT0 Kilacca, 1
yKa3aHbl B OOIIEH XapakTEpPUCTUKE JEKApCTBEHHOIO IIperapara, HO He
OMHCaHbl HETOCPEICTBEHHO IJsi JaHHOTO JIEKApCTBEHHOIo mpemapaTta (B
JTAaHHOM CJTy4ae TaKOM PUCK ABIIAETCSA MOTCHIIMATLHBIM PUCKOM).

«MHIUBUAYAIbHOE COOOIIEHHE O HEXeNaTeJIbHOM peakiuu (OT4eT O
HEeXKeJaTeIbHON peakinu (Ha JIeKapCTBEHHBIM mperapar))» (individual case
safety report (ICSR) (adverse (drug) reaction report)) — wunHdbopmanus,
nepeaaBaeMasi B COOTBETCTBUU C YCTAHOBIEHHBIMH (POPMOI U COZEpKaHUEM,
00 OIHOUN WM HECKOJbKUX IO03PEBACMBIX HEXKENATEeIIbHBIX PEaKIUIX Ha
JICKapCTBEHHBIM TMpenapar, BO3HUKAIOIIMX Yy OTIACIHHOTO MalMeHTa B
OTpe/IeNICHHbI MOMEHT BPEMEHU;

«MHIMACHT M0 JIEKapCTBEHHOMY IpemnapaTy» (incident) — curyanus,
Ipu KOTOPOM MPOUCXOIUT COOBITUE WIIM TOCTYyMaeT HOBas WHGOpMAIHS
OTHOCUTEIIbHO  3aperMCTPUPOBAHHOTO  JIEKAPCTBEHHOTO  Mperapara,
HE3aBUCUMO OT TOTO, SIBJIAETCSA JM OHA WJIM HE SIBISETCS OOLIEAOCTYIHOMH,
KOTOpasi MOKET UMETh CEPbE3HOE BIUSHUE Ha 3JJ0POBLE HACEJICHUSI.

WHuuaeHT mo JeKapcTBEHHOMY MIpermapaTy MOXET OBITh CBSI3aH C
KauecTBOM, 3(PPEeKTUBHOCTHIO WM MpodJieMaMu 1O O€30MacHOCTH, HO,
HauOoJsiee BEpPOATHO, ¢ MpoljieMamMu Oe30macHOCTH W (WiK) KadecTBa (M,
BO3MOXXHO, C TMOCIeayromuM aeduiuroM moctaBok). Heobxommmo
OpUHUMATh BO BHUMAHHUE, YTO CHUTYyallMM, KOTOpPHIE W3HAYAIBLHO HE
OLICHUBAIOTCS KaK CEepbe3HbIC IS 3J0POBbSI HACEIICHUS, HO CTAHOBSITCS
OOIIEIOCTYIHBIMU TIOCTIE OCBEIIIEHUSI B CPEJICTBaX MAacCCOBOW WMH(MOpMAIu
WIM WHBIX WH(OPMAIMOHHBIX pecypcax, U MOTYT NPUBECTH K CEPHhE3HOU
00ECIIOKOCHHOCTH HAacelieHWs B OTHOIIEHUHM JIEKApCTBEHHOIO Mpernapara,
Tak)ke, BO3MOXXHO, JOJDKHBI PACICHUBATHCS KaK YPE3BbIYAMHBIC CHUTYAIIWU.

AHaOTMYHBIM 00pa3oM, JpYyrue CHUTyalud, KOTOpPhIE MOTYT OKa3aTh
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OTpULIATENILHOE BIIMSIHUE Ha HaJJIexKallee MNPUMEHEHHE JIEKapCTBEHHBIX
CpeICTB (HampuMmep, CUTyalluu, MPUBOIAIIME K TMPEKPAIICHUIO IpUeMa
JEKapCTBEHHOTO  CPEJCTBA), MOTYT OTHOCUTBCA K  OMNpPEIETICHHUIO
Ype3BbIYAaHOW CUTYaALIUHU.

WuuuaeHT 1o JIeKapCTBEHHOMY — Mpenapary  OTHOCUTCS K
3apeructpupoBaHHoMy B Coro3e JeKapCTBEHHOMY Mpenapary, He3aBUCUMO
OT crioco0a perucTpaluu.

«ACTOYHHKHU MOJTY9ICHUS WHIUBUTYTBHBIX co001IeHU
O HEXeJaTeIbHBIX pEaKIMsIX JIEKapCTBEHHOTO TIperapara Mo 3arpocy»
(solicited sources of individual case safety reports) — opraHmzoBaHHbIE
CUCTEMBI TIO COOpY JaHHBIX, KOTOpPBHIE BKJIIOYAIOT B CeOSl KIMHUYECKHUE
UCTIBITAaHUsL (UCCIIEOBAHUS), PEECTPhI, MOCTPETUCTPALIUOHHBIE MTPOTPAMMBbI
MEPCOHATM3UPOBAHHOTO MCIOJIb30BaHUs JIEKAPCTBEHHOTO Tpenapara, Apyrue
nporpaMMbl TIO TOAJEPKKE TAIMEHTOB W MOHHUTOPUHTY 3a00JIeBaHUM,
ONpOCYy MAaIlMEHTOB WM JieHallux Bpadyel unum coop wuHbopmanuu o0
3G (HEKTUBHOCTU T€pANUu U MPUBEPKEHHOCTH MAIIIEHTOB K JICUYEHUIO;

«KauecTBO cuCTeMbI papmakoHaazopa» (quality of a pharmacovigilance
system) — Bce XapaKTepUCTUKU CHUCTEMBI (hapMakoHaI30pa, KOTOpHIC B
COOTBETCTBUU C OIIGHKOM BEPOSATHOCTH TPHUBOIAT K pe3ysbTaram,
COOTBETCTBYIOIIMM IIEJISIM CUCTEMBI (hapMaKOHA30pa;

«kauHAYecKoe uccienoBanue» (clinical trial (study)) — knmmHMYECKOE
U3y4Y€HUE, YIOBIETBOPSIOLIEE XOTsl Obl OTHOMY U3 CIEIYIOIINX YCIOBUM:

Ha3HAY€HHE CYObEKTY  KIMHUYECKOTO  W3YyYCHUS  KOHKPETHOU
TEPaNeBTUYECKON CTpaTernu (BMEIIATEeNLCTBA) MPOUCXOIUT 3apaHee U He
SBIIICTCSI PYTUHHOW KJIMHUYECKOM TIPAKTUKOM (TO €CTh IIa0JOHHBIMH
(OMHOTUIIHBIMHU)  MEAUIIMHCKUMHU  JTUATHOCTHYECKUMU H  JICUeOHBIMU
POIIeIypamMu, TEXHOJIOTHAMHU WA MEPONPUATUSIMHU, KOTOPHIC BHITIOTHSIIOTCS

JUId  JAHHOW TPYNIbl MNAWMEHTOB WM JAHHOTO CTaHJapTa OKa3aHWs
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MEIUIIMHCKOM TIOMOIM) B TocygapcTBe — wieHe EBpasuiickoro
HPKOHOMUYECKOTO COI03a, UCCIIEA0BATEIBCKUE IIEHTPhl KOTOPOTO MPUHUMAIOT
y9acTHE B TAHHOM KIIMHHYECKOM U3Y4YEHUU;

pelIeHre O Ha3HAYCHHWH WCCIIEIyeMOro JICKQpCTBEHHOTO Tpermapara
NPUHUMAETCS COBMECTHO C pEIICHHEM O BKIIOYEHWH CYObEKTa B
KJIIMHUYECKOE N3YUYCHUE;

CyObEeKTaM KIMHHYECKOTO H3Y4Y€HHS, MOMHUMO MPOLENyp PyTHUHHOM
KIMHAYECKOW TPAKTHKH, BBIMOJIHSIIOTCS JOTOJHUTEIBHBIC IPOICTYPHI
TUArHOCTUKH WJTH MOHUTOPHWHTA,;

«KOHTPOJIb U OOECIEUCHHE KadecTBa CHUCTEMbI (hapMaKOHA30pa»
(quality control and assurance) — MOHHUTOPHHI, OIICHKAa, OOCCIICUYCHHE
3(G(HEKTUBHOCTH U COOTBETCTBHS CTPYKTYPHBIX SJIEMEHTOB W MPOIECCOB
CUCTEMBI (papMaKOHA130pa yCTAaHOBJICHHBIM TPEOOBAHUSM;

«KpU3HUCHAasg CUTyarus» (Crisis) — CHUTyalusi, IpU KOTOPOM TMocie
IIPOBEICHUS OIEHKH COMPSDKEHHBIX PUCKOB TPeOyeTCs MPUHATHE OBICTPHIX U
KOOPJIMHUPOBAHHBIX JIEUCTBUI B paMKax 3aKoHoAaTenbcTBa Coro3a ¢ 1ebio
YIPABJICHUS U KOHTPOJIS CJIOKUBIICHCS CUTYAIINH;

«1ekapcTBeHHoe cpeacTtBo» (medicinal product)» — cpenctso,
npeAcTaBisonee codboi MO0 coaeprkaillee BEIIeCTBO WM KOMOWHAIUIO
BEIECTB, MpEAHA3HAYCHHBIC MJIs JICUYCHHs, NPO(UIAKTHKH 3a00JIeBaHUI
YeJOBeKa  WJIM  BOCCTAHOBJICHHS,  KOPPEKIMH  WIA  W3MEHEHUs
(bU3HOIOTUYECKIX byHKIINN MOCPECTBOM (dhapmMaKoIOTUUECKOTO,
UMMYHOJIOTHYECKOTO JIMOO METa0OJIMUYEeCKOTO BO3JCUCTBUSI WM IS
JTUArHOCTUKH 3a00JI€BaHUI U COCTOSIHUS YEJIOBEKa,

«IekapcTBeHHbIM mpenapar» (drug, remedy) — JeKapCTBEHHOE
CpPEICTBO B BHUJE JIEKAPCTBEHHOW (HOPMBI, BCTyMHaromee B KOHTAKT C

OpraHu3MOM YCJIOBCKA,



«mactep-haitn CHUCTEMBI dbapmakoHa30pa, MOCDy
(pharmacovigilance system master file (PSMF)) — monpo6Hoe omnucanue
cucteMbl (papMakoHa30pa, IPUMEHSIEMOW JAepiKarejeM PerucTPariOHHOTO
YAOCTOBEPEHHs] B OTHOIIEHWW JIAHHBIX OO0 OJHOM WJIH HECKOJIbKUX
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax;

«MEXIyHApOHAs JjaTa 0I00peHMs pa3pabaTbIBAEMOro JEKapCTBEHHOTO
npenapara, MJOPJIC»  (development international  birth  date
(DIBD)) — pnara mnepBoro oj00peHusi (WM aBTOpU3AIlMK) MPOBEACHUS
WHTEPBEHIIMOHHOTO KIIMHUYECKOTO MCCIIEIOBAaHUs B JII000M U3 CTpaH MUPA;

«MexayHaponaHas nara perucrpauuu, MJIP» (international birth date
(IBD)) — nmata mepBoi peructpanuu (0g00peHUsi K MPUMEHEHHUIO) B JII000H
CTpaHe MHpa JIEKapCTBEHHOIO IIpenapara, COJAEPKALIEro OMpEeAeSIEHHOE
JIEUCTBYIOILIEE BEIIECTBO.

Eciu nepxarenb perucTpallioHHOTO yIAOCTOBEPEHHS HE HMEeT
uHpopManui O  (aKTHUECKOW MEXKIYHApOJHOM Jare perucTpanuu
JIEKapCTBEHHOTO  Mperapara, HeoOXoguMO  OOpaTUThCA K  CIHCKaM
OITyOJIMKOBAaHHBIX MEXKIIYHAPOIHBIX JaT perucTparuu. Eciu gexapcTBEHHBIN
npenapar He BKIIOYEH B KaKOW-TMOO CIHCOK, JAEPKATENI0 PETUCTPALIMOHHOTO
YAOCTOBEPEHHsI  CJIElyeT COIIacoBaTh C YIOJHOMOYEHHBIM OPTraHOM
BO3MOXXHOCTh ~ HCIIOJIb30BaHHUS B KA4eCTBE  MEXKIYHApOJHOW  JaThl
perucTpanyy TEepBYI0 HW3BECTHYIO Jary IMOJY4YEHUs PErucTparmoOHHOTO
YAOCTOBEPEHHUSI Ha IEUCTBYIOILIEE BEILIECTBO;

«Mepbl MHUHUMU3anuu pucka» (risk minimization measure; risk
minimisation activity) — KOMIUIEKC MEPONPUATUNA, HaMpaBICHHBIX Ha
NpEeNOTBpAIllCcHUE WM  YMCHBIIICHWE  BEPOATHOCTH  BO3HUKHOBCHHS
HEXEJIATeTbHBIX PEAKIIMN, CBSI3aHHBIX C BO3JICUCTBUEM JICKAPCTBEHHOTO
npenapara, JuOO HAa yMEHBIICHUE CTENCHU THKECTH WM  BIWSHUS

HEXCEIIAaTCIbHbBIX peaKHI/Iﬁ Ha IIaluCHTA B CJIy4aC UX Pa3BUTHA;
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«MUHUMAaJbHbIE TpeOoBaHUS K HWHPOpMaMU B COOOIIEHUH O
HEeXeJIaTeIbHOM peakiuuy» (minimum criteria for reporting) — MUHUMAaJIbHBIE
JAHHbIC TIPU TPEACTABICHUM CIIy4aeB IOJ03PEBACMBIX HEXKEJIaTEIbHbBIX
peakuii BKJIIOYAIOT UACHTUDUIIMPYEMOTO penoprepa, UaeHTUGUIUpyeMoro
MalMeHTa, HEXKEJATEeNIbHYI0 PEaKIUI0 M TOJI03PEBAEMbIN JIEKAPCTBEHHBIM
npenapar;

«Haanexanias npaktuka dapmakonanzopa» (Good Pharmacovigilance
practices (GVP)) — pyKoBOACTBO IO OCYIIECTBICHHIO (PapMakoHaJ30pa B
rocyjapcrBax — ujieHax EBpa3uiicKoro 3KOHOMHYECKOTO COI03a, TpeOOBaHUS
KOTOPOTO  pPAacHpOCTPaHSAIOTCA  Ha  JepxkKaTesiedl  perucTpariioOHHbIX
YAOCTOBEPEHUM U YIIOJITHOMOUEHHBIE OPTaHbl TOCYIapCTB-UJICHOB,;

«HEBAIMIUPOBAHHBIN curHaim» (non-validated signal) — curnan, ns
KOTOPOTO MO  pe3yJibTaTaM  BBINOJHEHHUS  BaduJalldd W OILICHKH
MOATBEPKAAIOIIMX JAHHBIX YCTAHOBJIEHO, UTO HWMEIOIIMECs JIaHHbIC
SBIIAFOTCS. HEIOCTATOYHBIMHU JUISI TIPEANONOKCHUS O HaIWYUUd HOBOH
MOTCHIIMATHHON MPUYMHHO-CJICICTBEHHOM CBSI3M WJIM HOBOTO  aCIEKTa
W3BECTHOM B3aMMOCBS3U U, CICA0BATCIbHO, JaJbHECHIIIMM aHAJIU3 CUTHAJIa HE
SIBJISICTCSI 000CHOBAHHEBIM;

«HexenaTenbHas peakuus» (adverse reaction) — HemnmpegHaMepeHHas
HeOMarompusTHasT peakius OpraHu3Ma, CBs3aHHas C MPUMEHEHUEM
JIEKapCTBEHHOTO TMperapara W MPeAnoJiararonias HaJIudue B3aMMOCBS3U C
MpUMEHEHHWEM TI0JJ03PEBAEMOr0 JIEKApCTBEHHOTO Tmpemapara. B ciydae
MOJTYYEHHUsI CTIOHTAHHOTO COOOIIEHUSI O Pa3BUTUU HEXKEIATEIHHOTO SIBJICHUS,
B KOTOPOM NPUYMHHO-CJIEJACTBEHHAs CBS3b HEW3BECTHA WJIM HE YyKa3aHa
PaOOTHUKOM CHCTEMbI 3PABOOXPAHEHUS] WJIM MOTPEOUTENEeM, SBIISIFOIIUMCS
MEPBOMCTOYHUKOM, JTAHHOE HEXKEJaTeIhbHOE SBJICHWE PAacCMaTpPUBACTCS Kak
HEeXemaTenbHas peakuus. TakuM o0pa3oMm, BCe MOCTYIMAIOIIUE CIIOHTAHHBIC

COOOIICHUS, IPEICTABISIEMbIE PA0OTHUKAMH CUCTEMBI 3[PABOOXPAHCHHUS WITH
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NOTPEeOUTENSIMU, PACCMATPUBAIOTCS KaK I0I03pEBAEMble HEKeNIaTelIbHbIC
pEeaKIMu UCXOS U3 TOrO, YTO UX MPEJICTABICHUE COMEPKUT MPEATONOKEHNE
MEPBOMCTOYHUKA COOONIEHUS O HAJIWYUM B3auMOCBs3U. VICKitoueHue
COCTaBJISIOT COOOIIEHNS, B KOTOPBIX IEPBOMCTOYHUKOM CEIIAHO YKa3aHUE Ha
OTCYTCTBHE B3aMMOCBSI3U MEXKJY HEXKEJIATeIbHbIM SIBJICHUEM W MPUEMOM
MOJI03PEBAEMOr0 JIEKAPCTBEHHOTO Tpenapara. HekenarenbHble peakiuu
MOTYT BO3HHMKaTh TpU NPUMEHEHUWU JICKAPCTBEHHOIO IIpenapara B
COOTBETCTBUHU C OJOOPEHHBIMH YCIOBHUSIMU TPUMEHEHUS JIEKAPCTBEHHOTO
npenapara WiM ¢ WX HapylieHueMm, Ju00 B pe3yibrare BO3JCHCTBUS,
CBA3aHHOTO C poaoM 3aHAThi. Ciydyan TPUMEHEHUS C HapylIeHUEM
0JI0OpEHHBIX YCIOBUN MPUMEHEHUS JIEKAPCTBEHHOTO MIpenapara BKIIOYaIOT B
ce0si mMpUMEHEHHWE HE B COOTBETCTBMM C OOIICH XapaKTepUCTUKON
JIEKApCTBEHHOIO  Mpenapara WIM HUHCTPYKIUEH MO  MEIUIIMHCKOMY
MIPUMEHEHHUIO, nepe03upoBKY, 3710ynoTpeOIeHue, HEIMpPaBUIbHOE
pUMEHEHNE OITMOKN TPUMEHCHHSI;

«HEeXenaTenbHoe siBIeHue» (adverse event) — 1r0060e HEOIATONPUATHOE
W3MEHEHHE B COCTOSIHMH 370POBbS MAIlMEHTA WM CYObEKTa KIMHUYECKOTO
UCCIICIOBAHUS,  KOTOPOMY  Ha3Ha4ajlCs  JICKApCTBEHHBINM  mpenapar,
HE3aBHUCUMO OT MPUYUHHO-CJICJACTBEHHOW CBS3W C €ro IPUMEHEHUEM.
HexenarenpbHoe  sBICHUE  MOXKET  IPEACTaBIATH  coboil  Joboe
HEONaronpuaTHOe U HENpPEeIHAMEPEHHOE U3MEHEHHE (B TOM YHCIe
OTKJIOHGHHE JIaDOpaTOPHOTO TMOKa3aTesiss OT HOPMBI), CHUMIITOM WJIH
3a00J1eBaHKiE, BPEMsSI BO3HUKHOBEHHSI KOTOPBIX HE HCKJIIOYAET MPUUYUHHO-
CJICICTBEHHOW CBS3M C IIPUMEHEHHEM JICKAPCTBEHHOTO IIperapara, BHE
3aBUCUMOCTH OT HAJWYHUsl WJIM OTCYTCTBHS B3aMMOCBS3U C MPUMEHEHUEM
JIEKapCTBEHHOI'O IIpenapara;

«HEMHTEPBEHIIMOHHOE HCCceaoBanne» (non-interventional studies) —

HCCICA0BAHUC, KOTOPOC COOTBCTCTBYCT CIACAYIOIIHUM YCIIOBHUAM:
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JIEKapCTBEHHBIN Tpernapar Ha3HayaeTcs B COOTBETCTBUM C OOIIei
XapaKTePUCTUKOMN JIEKaPCTBEHHOTO Mpenapara;

pelieHre O Ha3HAUYCHWM TMalMeHTY OIpPEACICHHOTO JICUCHHUS He
NPUHUMAETCA 3apaHee COIIaCHO MPOTOKOIY HCCIEAOBaHUS, HO PYTUHHOM
KIIMHAYECKOW TpaKTUKe, U Ha3HAUYCHHWE JIEKAPCTBEHHOTO Iperapara 4YeTKO
OTJIEJICHO OT PEILICHUS O BKJIIOUCHUHU MAIIMEHTa B UCCIICIOBAHMUE;

K TMalMeHTaM He MPUMEHSIOTCS Kakue-TM0O JIOMOJHUTENbHbIE
JUArHOCTUYECKUE WM KOHTPOJIBHBIC TPOLEAYphl, a Ui aHaiIm3a
MOJTYYCHHBIX JAHHBIX UCIIONB3YIOTCS SMUIEMHUOIOTHISCKIE METOIBI.

HenHTepBEeHIIMOHHBIE HCCICAOBAHUS OIPEACIAIOTCS MPHUMEHICMBIM
METOJI0JIOTTYE€CKUM MIOJTXO/IOM, a HE HAYYHBIMU HESIMU.
HewnHTepBeHIIMOHHBIE WCCIEAOBAHUS BKIIOYAIOT B ce€0sl MCCIEAOBaHUS Oa3bl
JAHHBIX WM MEPECMOTP MEAMIMHCKUX KapT, B KOTOPBIX YXKE OIMHCAHBI BCE
paccMarpuBaeMble SIBI€HUS (B YACTHOCTH MCCIICIOBAHUSI «Cilydyad —
KOHTPOJIbY, NepEKPECTHHIC u KOTOPTHBIE WCCJICIOBAHMS ).
HenHTepBeHIIMOHHBIE  HWCCIEAOBaHMS  TakKKe  BKIOYAlOT B ce0s
WCCJIEIOBAaHUsI, TIOJIPAa3yMEBAIOIINE COOp MEPBUYHBIX JAHHBIX (B YACTHOCTHU
MIPOCTICKTHBHBIC HEMHTEPBEHIIMOHHBIE MCCIICIOBAHUS U PEECTPHI, B KOTOPBIX
(UKCUPYIOTCA MOJIyYEHHBbIE JAaHHbIE PYTUHHOTO JiedeOHOro mpolecca), mpu
BBITIOJITHCHUH BBIIICHU3JIOKCHHBIX YCIIOBHM.

B nmaHHOM KOHTEKCT€ MOTYT MPOBOIAUTHCS HMHTEPBBIO, OMPOCHI H
oTOMparhCsi MPOOBI KPOBU B PaMKax OOBIYHON KIIMHUYECKOU MPAKTUKY;

«HEMpaBWJIbHOE  MpUMEHEHHEe»  (misuse) —  HaMEepeHHOe U
HEHaJIJIe)Kallee NPUMEHEHHE JIEKapCTBEHHOIO TIpernapara, KOTOpOoe He
COOTBETCTBYET JEHCTBYIONICH OOIIeH XapaKTepUCTHKE JIEKApCTBEHHOTO
npenapara uid HHCTPYKIIUU 110 MEAUITTHCKOMY TTPUMEHEHHUIO;

HETPAaBWIBHOE TMPUMEHEHHE C HE3aKOHHOW Ienbio» (misuse of a

medicinal product for illegal purposes) — HempaBuIbHOE NPUMEHEHHE C
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JOTIOJIHUTENBHBIM CKPBITBIM HAMEPEHUWEM HEHAUIEKAIIET0 MNPUMEHEHUS
JIEKAPCTBEHHOr0 Mpenapara € LEJNbl0 OKa3aHWs BO3IACHCTBUS HA JIPYroe
muno. HenmpaBuiibHOE NMPUMEHEHHE C HE3aKOHHOM IIENBIO BKIIOYAET, B TOM
qucie, MNpOoJaxy JpyroMy JIMIy JIEKQPCTBEHHBIX IIPENapaTroB I
PEKPEALMOHHBIX LEJed M HMCIOJIb30BAHUE JIEKAPCTBEHHOTO IIpernapara Juis
COBEPUICHUS MPECTYMIHBIX JICUCTBUM;

HETIPpEJIBUJICHHAs] HEeXeJarelbHas peakius» (unexpected adverse
reaction) — HeXKeareJlbHasl Peakiys, XapakTep, CTENEHb TSKECTU WA UCXOJ
KOTOPOM HE COOTBETCTBYET MH(OpMAIMU, COACpKAIICHCS B JCHCTBYIOIICH
oOlIel XapaKTepUCTUKE JIEKapCTBEHHOIO IMpernapara Jubo B Opourope
UCCIeqoBaTeNsl Il HE3apEeTrMCTPUPOBAHHOTO JIEKAPCTBEHHOIO Ipenapara.
K 4wmciny HenpeaBUIICHHBIX  HEXKENATENbHBIX  PEAKIUA  OTHOCSTCS
CBOMCTBEHHbIE Il (PapMaKoIOTMYEcKOoro kinacca 3((eKThl, yKa3aHHbIE B
oOLIel XapaKTepUCTHUKE JIEKAPCTBEHHOTO Mpenapara, HO KOTOpbIE HE ObLIU
OMMCaHbl KAk  CBSI3aHHbIE C  HEMOCPEACTBEHHBIM  IPUMEHEHUEM
JIEKAPCTBEHHOIO  Mpemnapara. Jns  neKkapCTBEHHBIX  MPENaparos,
3apErUCTPUPOBAHHBIX HA HAIMOHAJIHHOM YPOBHE, NPHUMEHSETCS oOIas
XapaKTepUCTHUKA JIEKaPCTBEHHOTO Mpenapara, 0A00peHHask YIIOJIHOMOUYEHHBIM
OpraHoM TOCYIapCTBa-4yj€Ha, KOTOPOMY HAIpPaBJI€HO COOOIIEHHE O
HE)KEJIaTEeIIbHOM PEaKLINU;

«HOBBIM  uaeHTU(uIMpoBaHHBIM  curHam»  (newly  identified
signal) — curHas, BHEpBble UACHTHU(UIMPOBAHHBIA B TEUEHHUE OTYETHOTO
nepuoja MNEePUOJUYECKOTO OOHOBJISIEMOr0 OT4YeTa MO 0Ee30MacHOCTH,
ABJISIOLIMICS OCHOBAHUEM JJIS TAJbHEUIINX JEUCTBUN WU €r0 OLICHKHU;

«OCHOBHBIE JIaHHBIE II0 JIEKAPCTBEHHOMY CpEICTBY JE€piKaTems
PETUCTPAIIMOHHOTO YAOCTOBEpeHus» (company core data sheet) — mokymeHr,
pa3paboTaHHBIM  Jep)KaTelieM PETUCTPAMOHHOTO  YIOCTOBEPEHHUS W

cojiepKamui HHOOPMAIHIO MO0 0€30MacHOCTH, MOKa3aHUAM K IIPUMEHECHHIO,
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pexuUMy  03UpOBaHUA, (HapMaKOJIOTHUYECKUM CBOMCTBaM U  JIPYTYIO
uH(}OpMaIIKIO, KAaCAIOILyIOCs JIEKapCTBEHHOTO MIpenapara;

«OCHOBHas uHpopMaIus o 0e301acHOCTH AeprKaTens
peructpauronHoro yaocroepenus, OWBK» (company core safety
information (CCSI)) — undopmanus, uMeronias OTHOIIEHUE K 0e30MacHOCTH
JIEKapCTBEHHOTO Tperapara, CoAepsKailascs B epeyHe OCHOBHBIX JTaHHBIX O
JIEKapCTBEHHOM TIpernapare JAepsKareisi PerucTpalioOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tperapara, pa3padOTaHHas UM U TMPEACTaBiIsgeMas IO €ro
3asBJICHUIO B YIIOJHOMOYEHHBIE OpTaHbl TOCYIapCTB — WIEHOB EBpasuiickoro
PKOHOMHYECKOTO COI03a, Ha pBIHKAX KOTOPBIX peaNU3yeTcsl JIaHHBIHI
JIEKapCTBEHHBIN Ipemnapar, 3a UCKJIIOUYEHUEM CITy4aeB, Korjaa B HH(OpMAIUIO
BHOCSTCS M3MEHEHUS MO0 TPEOOBAHHIO JTHUX YIOJIHOMOUYCHHBIX OPraHOB.
OcHoBHast uH(poOpMalusg MO O€30MaCHOCTH JIEPKATENsI PETUCTPAIMOHHOTO
YAOCTOBEPEHHUSI MIPEICTaBISET cO00M MHPOPMAIUIO CIIPABOYHOTO XapaKTepa,
KOTOpasi  ONpEeNeNsieT CTaryC TEePEYHCICHHBIX W  HENepPEUrCICHHBIX
HEXEJATEeIbHbIX PEaKIuil ¢ 1eJIbI0  COCTaBJICHUS IEPUOIUYECKOTO
OOHOBJISIEMOTO OTUYETa MO OE30MACHOCTU JIEKAPCTBEHHOIO IMpenapara, HO He
OTIpe/IEeTIsICT OXKUAAeMble W HEOKUJAHHBIC HEXKeNaTelbHbIe PEaKUUd ISl
BBITIOJTHEHUSI  TpeOOBaHWMN 1O  HE3aMENJIUTEIIbHOMY  MPEJCTaBICHUIO
COOOIIIEHUI O HEKENIATEIbHBIX PEAKIIHSIX;

«OoTKJIOHEHHBIN curHam» (refuted signal) — BaMaUpOBaHHBIN CUTHAI,
KOTOPBIA MO pe3ylbTaTaM TMOCIEAYIONIe OIeHKU ObLI OmpeneneH Kak
JIOKHBIN B CBSI3U C HEBO3MOXXHOCTBIO TIOJITBEPIKIACHUS HAIWYUS MPUIMHHO-
CJICZICTBEHHOM B3aUMOCBSI3M Ha TEKYIIHUHA MEPHOJ] BPEMEHH;

«oTcyTcTByMOIIas uHbopmaius» (missing information) — HemOCTaToK
CBEICHUN 10 0O€30MmacHOCTH WM 00 OCOOCHHOCTAX MPUMEHCHHUS
JIEKapCTBEHHOTO Tpemnapara y OMNPEAeICHHBIX TPyNI MAIMeHTOB, KOTOPHIC

MOTI'YT ABJIATBCA KIIMHUYCCKHW 3HAYUMBIMU,
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«oT4eT 1O 0Oe30MacHOCTH  pa3padaTbIBA€MOro  JIEKapCTBEHHOIO
npenapara» (development safety update report (DSUR)) —nepuonnueckuii
OOHOBJISIEMBI OTYET 1O ©O€30MacHOCTH JIEKAPCTBEHHOTO IIpemnapara,
HaxOJSIIErocs: B pa3paboTKe;

«ommOKa TPUMEHEHUs JIEKapCTBEHHOro mnpenapara» (medication
error)» — HeNpeaHaMepeHHas oOImMuOKka B  TMpollecce TMPUMEHEHHS
JIEKapCTBEHHOTO Mperapara, KoTopas MpHBeia WM IMOTEHIHMaIbHO MOIJa
MPUBECTHU K MPUUYUHEHUIO Bpe/ia MaIlUCHTY.

«OlleHKa curHanay (signal assessment) — mpoiiecc JanbHEHIIEH OleHKH
BaJIMAMPOBAHHOTO CUTHAJIa C UCIOJIb30BAHUEM BCEX MMEIOIIUXCS JAHHBIX C
LEIbI0 H3YUYEHHS JI0KA3aTeIbCTB MPUYUHHO-CIIECTBEHHOM CBSI3M HOBOIO
pHUCKa ¢ EWCTBYIOIIUM BEIIECTBOM MM JIEGKAPCTBEHHBIM MpErapaToM, JTU00
OTNpEJEICHUS] U3BMEHEHUS XapaKTEPUCTUKU U3BECTHOTO PUCKA.

JlaHHBI TpolLleCC MOXKET BKJIIOYAaTh OIEHKY JOKIMHUYECKUX U
KJIMHUYECKUX JaHHBIX U JIOJDKEH OBITh MCUEPIIBIBAIOIIUM IO OTHOIICHUIO K
BO3MO)XHBIM UCTOYHHKAM TIOIy4SHUSI HH(OpMAITUH.

B pamkax mpoiecca ympaBieHHS CHUTHajJaMH, OIlEHKa CHUTHAJIa
YIOJHOMOYEHHBIM ~ OpPTaHOM  TIOCYAAapCTBa-yjeHa IMOcle TMPOBEIACHUs
UCXOJIHOTO aHaliM3a M NPUOPUTHU3ALMU CUTHAJA, NPEICTaBIAET CcO0O0M
IpOLIECC OLEHKH BCEX MMEIOLIMXCS JaHHBIX [0 CUTHAJdy C IENblo
oTnpeeeHus] HEOOXOMUMOCTH MPUHSITHS PETYISATOPHBIX MED.

«repeno3upoBka»  (overdose) — TOPUMEHEHHE JIEKAPCTBEHHOTO
npenapara 3a | npueM J1uOO0 KyMyJATHUBHO B KOJMYECTBE, KOTOpPOE
IPEBBIIIAET PEKOMEHIYEMYI0 MaKCHUMalbHYI0 03y B COOTBETCTBUHU C
JEUCTBYIOIIECH 00IIIel XapaKTEePUCTUKOMN JIEKapCTBEHHOTO TIperapara;

«MEePEeYeHb OCHOBHBIX JJAHHBIX O JIEKAPCTBEHHOM IIpernapare JepKarens
peructparuonroro ygoctoepenus, [1IOJJIC» (company core data sheet

(CCDS)) — nokymeHT, pa3pa0OTaHHBIA JepKarelieM PEruCTPalliOHHOTO
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yIAOCTOBEPEHUsI JIEKAPCTBEHHOTO TIpemapara, CoAepKallluid Hapsgy C
uHpopmanerr 1o 0€30MacHOCTH MaTepuall, HUMEIONIMA OTHOIICHUE K
yKa3aHUsAM 110 MPUMEHEHUIO, T03UPOBKE, (apMaKOJIOTHUECKUM CBOMCTBAM, U
Ipyryro HHGOPMAINIO, KaCAIOUIYIOCs JIEKapCTBEHHOIO IIpenapara;

«MEepUOANYECKUN OOHOBIsIEMBI oT4eT mno Oe3zonacHoctH, [TIOOb»
(periodic safety update report (PSUR)) — oTder 115t mpecTaBieHus OLIEHKU
COOTHOIICHHS «II0JIb3a — PHUCK» JICKAPCTBEHHOTO Ipemnapara Jep:kareiemM
PETUCTPAIIMOHHOTO  yAOCTOBEPEHMsI  JICKQpCTBEHHOTO  Ipemapara B
OTIpe/IeTICHHBIN MePUOJ] BpEMEHH B TEUCHHE MOCTPETUCTPAIMOHHOTO TaIa;

«mnan  ayauara»  (audit plan) — onmcaHWe 3amIaHUPOBAHHOU
JEATEILHOCTH M OPTaHU3allUuK OTACIBHOTO ayINTa;

«IJIaH ympaBieHus puckamm» (risk management plan) — mompoOHoe
OTMICAaHUE CUCTEMBI YIIPaBIICHUS PUCKAMU;

«IJIaHupoBaHue KadecTBa» (quality planning) — co3ganue CTpyKTypbl
CHUCTEMBI M TNIAHUPOBAHNE HHTETPUPOBAHHBIX M COITIACOBAHHBIX MPOIIECCOB;

«MOCTBAaKIMHAIIBHOE  ociokHeHue»  (adverse event following
immunization) — g000€ HEXeNaTeIbHOE SBJICHHUE, Pa3BHUBIICECS TIOCIE
UMMYHHU3AIMH, BHE 3aBUCUMOCTH OT HAJUYHS WJIH OTCYTCTBHUS B3aUMOCBS3HU
C TpWMEHEHHWEM BakKIWHBI, [lOCTBaKIMHAILHOE OCJIOKHEHHE MOXKET
NPEJCTaBIATh COOOM JIr000€ HEOJAarompusaTHOE U  HENpeIHAMEPEHHOE
u3MeHeHue (B TOM 4YHCJIE€ OTKJIOHEHHE JadOpaTOPHOTO TMoKa3arens OT
HOPMBI), CAMIITOM WJIH 3200JIEBaHNE;

«MOCTPETUCTPALIMOHHOE  MCcleloBaHue  Oe3zomacHocTtu»  (post-
authorisation safety study (PASS)) — uccienoBanue, umeroriee OTHOIIIEHUE K
3apETUCTPUPOBAHHOMY JICKAPCTBEHHOMY Ipemnapary, MpOBEACHHOE C IIEJIbIO
OTIPENICICHNS, XAPAKTEPUCTUKU WU KOJIWYECTBEHHOW OIICHKH YTPO3BI
0€30macHOCTH, MOATBEPXKACHUS TPOPMIsi OE30MaCHOCTU JIEKAPCTBEHHOTO

npenapara Wid OIEHKH 3(P(EKTHBHOCTH MEp MO YIPABICHHUIO PHUCKAMHU.
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[TocTperucTpalliOHHOE  UCClIEIOBaHME  OE30MaCHOCTH  MOXKET  OBbITh
WHTEPBEHIIUOHHBIM KJIMHUYECKUM HCCJIEAOBAHUEM HIJIM MOXET MPOBOAUTHCS
KaK HCCIeIoBaHue HaOII0NaTeIbHOTO HEMHTEPBEHIIMOHHOTO TU3aiiHa;

«MOTEHUUANBbHBIA  puck»  (potential risk) —  HexenarenbHOE
nocJyeACcTBUE papMaKoTeparuu, B OTHOIIEHUH KOTOPOTO UMEIOTCSI OCHOBAHMUSI
JUTSl TIOO3PEHUI HAa HAJW4He B3aUMOCBSI3M C JICKAPCTBEHHBIM MPEMapaTOM,
OJTHAKO JIaHHAasI B3aUMOCBA3b HaJJIeKaIlluM 00pa3oM He Oblila MOATBEPK/ICHA.
[IpuMepsI MOTEHITUATIEHBIX PUCKOB BKJIIOYAIOT:

PUCKH,  YCTAHOBIIEHHbIE MO  pe3yibrataM  JTOKIMHHUYECKUX
TOKCHKOJIOTHYECKUX HCCIENOBAHUM, KOTOpBhIE HE HAOIIONATUCh WIH OBLIU
OTKJIOHEHBI IO pe3yJibTaTaM KIMHUYECKUX UCCIIEI0BaHUT;

HEeXKellaTeJIbHbIC SBJICHUSA, HaOMIOMaeMble B KIMHUYECKUX WU
AMHUAEMHUOJIOTHYECKUX HCCIEAOBAHUAX, B KOTOPBIX CTENEHb OTIWYHS II0
napaMmeTpy, XapakTepus3ykoleMy PUCK, M0 CPABHEHHUIO C TPYIION CpaBHEHUS
(rpynmo¥ mianebo wWiM JEWCTBYIONIErO BEIIECTBA, WM TPYNIOH, HE
NOJBEPTHYTOM BO3ACHMCTBHUIO), MpEANoiaraeT, HO HEAOCTAaToYHAa IS
MOJITBEPKACHUS HATTUIHS TPUYUHHO-CIICICTBEHHOM CBSI3H;

CUTHAJI, TIOJYYEHHBIH U3 CHCTEMBI COOpa CIOHTAHHBIX COOOIIEHUHN O
HEKEJaTeNbHBIX PEaKIIUsiX;

SBJICHUE, B OTHOIICHUH KOTOPOTO U3BECTHA CBSI3b C JPYTHMH
JEUCTBYIONIIUMHU BEIIECTBAMHM B TIpelesiaX OIHOTO Kjacca, WIW pPa3BUTHE
KOTOpOTO  MpeanojiaraeTcss Ha OCHOBAHMM CBOMCTB  JIEKAPCTBEHHOTO
npernapara;

«moTpeduTeNnby (consumer) — JHIO, HE SBISFOIICECS PaOOTHUKOM
CUCTEMBl 3[PaBOOXPAHCHMsSI, HaNpUMep, TMAlHMeHT, aJBOKaT, Apyr WIH
POICTBEHHHUK (POAUTEND), pEOCHOK MAlMEHTA;

«TPUBEPKEHHOCTH KadecTBY» (quality adherence) — BeImosnHeHne 3a1a4

1 00s13aHHOCTEHN B COOTBETCTBUHU C TPEOOBAHUSIMU K KA4ECTBY;
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«puUMeHeHHe «BHe HHCTpykuum» (off-label) — HamepenHoe
NpUMEHEHHE JIEKApCTBEHHOIO TMperapara ¢ MEAUIMHCKON I1elIbl0 HE B
COOTBETCTBUU C OOIIEH XapaKTepUCTUKOM JIEKapCTBEHHOIO Iperapara Wiu
UHCTPYKITUEN 110 METUIIMHCKOMY MPUMEHEHHUIO.

[Ipumepbl  BKJIIOYAIOT HAMEPEHHOE IMPUMEHEHUE 0 JIPyromy
MOKa3aHUI0 K IPUMEHEHUI0, APYTON TPYIION MalMEeHTOB (HaIpuMep, APyrou
BO3pPACTHOM TPYMIIOii), APYTUM CIIOCOOOM UM METOJOM MPUMEHEHHUS], U B
apyro  po3upoBke. [l omnpeneneHus  COOTBETCTBUS — IPUMEHEHMUS
JIEKAPCTBEHHOIO CPEJICTBA KPUTEPUSIM TIPUMEHEHHUS «BHE HWHCTPYKIIUK
UCIIOJIb3YETCsl 00IIasi XapakTepUCTUKA JIEKapCTBEHHOIO IIpernapara Wiu
WHCTPYKIUSL 1O MEAUIMHCKOMY IPUMEHEHUIO, OJOOpEHHAass B CTpaHe, B
KOTOPOM MMEET MECTO JAHHOE MCIIOJIb30BaHUE JIEKAPCTBEHHOIO Mpenapara.

«TPUMEHEHHE JIEKapCTBEHHOTO npenapara B CBSI3U C
UCKJIIOUUTEIBHBIMU  OOCTOATENLCTBAMM W3 COOOpPaXEHUH COCTpaJaHus»
(compassionate use of a medicinal product) — mnpemocraBieHue
JIEKapCTBEHHOTO CPEACTBA U3 COOOpAKEHUHN COCTpaaHus TPYIIE MalUeHTOB
C XPOHUYECKHMMH, WHBATUIUZUPYIOINIUMUA WM YTPOXKAIOMIHUMHU  KU3HH
3a00JIeBaHUSIMU, a Takke 3a00JIeBaHUSIMU, KOTOpPbIE HE MOTYT ObITh
BBUJICUCHBl ~ 3apETMCTPUPOBAHHBIMU  JIEKAPCTBEHHBIMM  IIpenaparaMu
(COOTBETCTBYIOLIMI JIEKAPCTBEHHBIN Mpenapar A0HKEH HAXOAUThCS Ha dTane
perucTpamnuu JM00 KIMHUIECKUX UCCIEIOBaHM);

«mpuopuTH3anMs ~ curHaima»  (signal proritisation) —  mporecc,
BBITIOJTHSIEMbII HEMIPEPHIBHO HAa BCEX ATalax YIPaBJICHUS CUTHAJIOM, IIEJIbIO
KOTOPOTO SIBJISICTCS UJICHTU(UKAIIUSI CUTHAJIOB O MPEANOoJaraéMbIX PUCKaxX ¢
MOTEHIIUAIIBHBIM ~ Ba)XHBIM ~ BJIMUSIHUEM Ha 3J0pOBbE MAIMEHTOB  WIIH
HACEJICHUS], WM CUTHAJIOB, KOTOPbIE MOTYT OKa3aTh CYLIECTBEHHOE BIUSHHUE

Ha COOTHOIICHHUC «I10JIb3a-PHUCK» JICKAPCTBCHHOI'O Ipciapara, U,
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COOTBETCTBEHHO, HE3aMEJIUTENbHO TpPEOYIOT CPOYHBIX JACUCTBHM WU
IPUHSTHS MEp YNIPABIEHUS PUCKOM;

«mpobnema 1o Oe3zomacHocTu» (safety concern) —  BaKHBIU
UACHTU(DULMPYEMBI PUCK, BaXXKHBbIA NOTCHLHAIbHBIA PUCK WIH Ba)KHas
OTCYTCTBYIOLIasl MH(pOpMaus;

«mporpamma ayauta» (audit programme) — TOCIEAOBATENbHOCTD,
cocTosiliasgs M3 OJHOTO Wid Oojiee ayauTOB, 3alVIAHUPOBAHHBIX Ha
OIPEJEIICHHBIN NEPUO/I BPEMEHHU U UMEIOINX KOHKPETHYIO 1IEJIb;

«TpOJIOJIKAIOIIeeCs KIMHUYECKOe wHcciieqoBanue» (ongoing clinical
trail) — uccienoBanre, B KOTOPOE HAYaJOCh BKJIIOYEHHE MAlMEHTOB, JUOO
KOTOpOE€ NPOBOJUTCA Ha TEKYIIMH MOMEHT BpeMEHH, JHOO MO KOTOPOMY
3aBEPIICH aHaJIU3, HO UTOTOBOTO OTYETa O KIMHUYECKOM HCCJIEIOBAaHUM HE
uMeeTcs;

«IpsAMOE UH(OpPMUPOBAHUE CHELUATMCTOB CUCTEMBI
3napaBooxpaneHus» (direct healthcare professional communication) -—
CPEACTBO HH(OPMALIMOHHOTO B3aUMOJEHCTBUS, TMOCPEACTBOM KOTOPOIO
BakHasi MH(OpMalMs  MPEIOCTaBIsETCS  HANpsSMYyIO0  ONpEeAeSICHHBIM
CHEIMATUCTAM CHCTEMBI 3[IpaBOOXPAHEHUSI CO CTOPOHBI JepKaress
PErUCTPALIMOHHOTO YIOCTOBEPEHUS WM YIIOJTHOMOYEHHOTO OpraHa C IeJbIo
X UHOOPMUPOBAHMS O HEOOXOAMMOCTH MPUHSATHSA ONPEACICHHBIX MEp WU
U3MEHEHUs] PyTUHHOMN MPaKTUKU B CBSI3U C MOJIYYEHHBIMU HOBBIMU Ba>KHBIMU
JAHHBIMU 110 JIEKAPCTBEHHOMY IIpenapary,

«paccMatpuBaeMblii curHaim» (ongoing signal) — CUTHaJbI, KOTOpbIE
IPOXOAST MPOLEYPY OLEHKH IO COCTOSHUIO Ha JIaTy OKOHYaHus coOopa
JAHHBIX MEPUOIUYECKOr0 OOHOBIISIEMOI0 OTUETA 10 OE30MaCHOCTH;

«peakuusi, 00ycIOBICHHas OECIIOKONCTBOM IO MOBOAY UMMYHHU3ALIMH

(immunisation anxiety-related reaction) — HexemarenpHOE SBICHHUE IOCTE
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MMMYHU3AIMH, Pa3BUBAIOIIEECS BCIEICTBHE OECIMOKOMCTBA IO IOBOAY
UMMYHU3AIIH;

«pe3yaprarel ayauta» (audit findings) — pe3yabTaThl OLICHKHU
COOTBETCTBUS MOJIYYCHHBIX ayAUTOPCKHUX (DAKTOB KPUTEPHUSIM ayANTA;

«peructp» (registry) — OpraHM3oOBaHHas CHUCTE€Ma, B KOTOPOU
HCIIOJIb3YIOTCSl METO/Ibl HAOIOIEHUS JIJIsl COOpa CTaHIApTU30BAHHBIX JAHHBIX
M0 aHAJIM3UPYEMbIM HCXOJlaM B MOMYJSIMUA MAIMEHTOB C OIpPEAeICHHBIMU
3a00JICBaHUSIMU, COCTOSIHUSIMM WJIM  TIOJIBEPTaIONINXCS  OMpPEeICHHOMY
BO3/ICHCTBHIO;

«pekomeHanuu ayauta» (audit recommendation) — omnucaHue
HaIpaBJICHUsl JEHUCTBUM, KOTOPHIE PYKOBOJCTBO MOXKET MPEANPUHATH IS
UCIIPaBJICHUSI  BBISBICHHBIX IO pe3yJbTaTaM ayAuTa HEIO0CTaTKOB,
HECOOTBETCTBUN U MUHUMH3AIMU CJIA0BIX CTOPOH CHCTEM YMPaBIECHYECKOTO
KOHTPOJIS;

«PUCKHU, CBSA3aHHBICE C MPUMEHEHHEM JIEKApPCTBEHHOTO IIperaparay
(risks related to use of a medicinal product) — pucku, cBsI3aHHBIE C
Ka4eCTBOM, O€30MacCHOCThI0 WIH A(PPEKTUBHOCTHIO  JIEKAPCTBEHHOTO
npernapara Mo OTHOIIGHWIO K 30pPOBBIO TAIIMEHTOB WJIM HACEJICHUS WM
BEAYIINE K HEXXETAaTeIbHOMY BO3JCHCTBUIO HA OKPYIKAIOIILYIO CPELY;

«CTHenuanucT cuctemsl 3apaBooxpanenus» (healthcare professional) —
B paMKax MpeJCTaBlIeHUs WH(DOpMAIUU O MOAO3PEBAEMBIX HEXKEIATEIbHBIX
peakuii 3TO JIMIA, UMEIOIINE MEIUIMHCKYIO0 KBaMH(pUKAIUO (Hampumep,
BpadyM, CTOMAaTOJIOTH, IMPOBU30PHI, (hapMaleBThl, MEAUIIMHCKHE CECTPhI U
CyIeOHO-MEIUITMTHCKUE IKCIIEPTHI);

«cepbe3Has HeKelarelibHas peakius» (serious adverse reaction) —
HEeXeJaTeabHass PeaKius, KOTopasi IPUBOANUT K CMEPTH, MPEICTABIISACT YIPO3y
JUISL OKW3HW TIAlMeHTa, TpeOyeT TOCHUTAIN3alud TalueHTa Wi e

MPOJIJICHHUSI, IPUBOJUT K CTOMKOM JIMOO BBIPAXKEHHOW HETPYAOCIOCOOHOCTH
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VI WHBAIMJHOCTH, K BPOXIEHHBIM AHOMAJIMSM WJIM MOPOKaM pa3BUTHS,
TpeOyeT MEIUIIMHCKOTO BMEIIATEeNbCTBA [JISi MPEIOTBPAIICHUS] Pa3BUTHUS
MEPEUUCIICHHBIX COCTOsAHMI. JIoOasi HempegHaMepeHHasi Moj03peBacMas
nepefadya MHQPEKIIMOHHOTO areHTa 4Yepe3 JICKApCTBEHHBIN Ipenapar Takke
CUUTAETCS CEPHE3HON HEXKEIATEIIbHONU pEaKIUeH;

«cur"Han» (signal) — wuHGOpMaIMs, TMOCTyIMaIIas OT OJHOTO WU
HECKOJIbKUX MCTOYHHKOB, BKJIIOYAsi HAOMIONECHUSI U DKCIEPUMEHTHI, KOTOpas
MPEANOaracT HaJW4YUe HOBOW MOTEHLUAIBHOW NPUYUHHO-CIEACTBEHHOM
CBSI3M WJIM HOBOTO aCMEKTa MU3BECTHOW B3aMMOCBSI3U MEXIY BO3CHCTBUEM
JIEKApCTBEHHOIO  TIpernapata W SIBICHUEM  WJIH  COBOKYIHOCTBIO
B3aMMOCBS3aHHBIX  SIBICHUM, HEXENATEeNbHbIX WU  OJarompusiTHBIX,
OIICHMBaeMas KakK JIOCTaTOYHas JJIs TaJIbHEHIITNX JESHCTBUH 110 BepupUKaIIn
curHaina. HoBble acnekThl HM3BECTHOW B3aMMOCBSI3M MOTYT BKIIHOUATh
WU3MEHEHHUsI 4acTOThl, PacCIHpOCTpaHEeHUs (HampuMmep, MO MOy, BO3pACTy U
CTpaHe), MPOJOJDKUTEIIBHOCTH,  CTENEHW  TSHDKECTH WM HUCXOAY
HEXEJNaTeIIbHOW PEaKIUH.

«CUCTEMa KadecTBa CHUCTEMBI (papmakoHanzopa» (quality system of
a pharmacovigilance system) — opraHu3aiMoHHasi CTpPYKTypa, 00SI3aHHOCTH,
POIEAYPHI, MPOIECChl U PECYpPChl CUCTEMbI (papMaKOHA30pa, BKIIFOUAs
HaJJIeXKaIee YNpaBlIeHUE pecypcamMu, JOKYMEHTallMell W COOTBETCTBUE
HOpPMaM PEryJIHpPOBAHUS;

«cucreMa YIpaBICHUS pUCKaMu» (risk management
system) — KOMIUIEKC JACUCTBMH W MepomnpusTHil 1o (papMakoHaI30DY,
HaIlPaBJICHHBIX Ha BBISBICHUE, XapPaKTEPUCTUKY, MPEIOTBPAIEHUE WIH
MUHUMU3AIMIO PHUCKOB, CBSI3aHHBIX C JICKAPCTBEHHBIMHU IIperaparamu,
BKJTFOUAs OIEHKY 2()(PEKTUBHOCTH TAHHBIX MEPOTIPUATUN U JEATEITHHOCTH;

«cuctema (apmakoHagzopa» (pharmacovigilance system) — cucrema,

Oopra"nusyemasi IepKaTeIAMU pEruCTPaOHHBIX YIIOCTOBEPEHHMN
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JIEKapCTBEHHBIX npenaparoB u YHOJTHOMOYEHHBIMU opraHaMu
rocygapcTB — 4JIE€HOB EBpa3uiicKOro SKOHOMHYECKOTO COI03a st
BBITIOJTHCHUSI 3371ad U 00S3aHHOCTEH Mo (papMakoHaa30py, MpeaHA3HAYCHHAS
JUTsT KOHTPOJIST O€301aCHOCTH JIGKAPCTBEHHBIX MPEMapaToB, CBOCBPEMEHHOTO
BBISIBJICHUS BCEX WM3MEHEHHWW B OIICHKE COOTHOIICHHS «IOJb3a — PHUCK»
JIEKapCTBEHHBIX MPEMapaToB, pa3pabOTKU U BHEAPECHUS MEP MO 0OECIICUCHUIO
NPUMEHEHHUS JICKAPCTBEHHBIX MPEMapaToB MpPHU MPEBBIIICHUU MOJb3bI HaJ
PHUCKOM;

«CTIOHTAHHOE COO00IIeHre (CIIOHTaHHOE W3BEIICHHE)» (spontaneous
report (spontaneous notification)) — m00poBoOJbHAS Tiepeaadya PabOTHUKOM
chepsl 3ApaBOOXPAHECHUS] WIM TMOTPEOUTENIEM YIOIHOMOYEHHOMY OpraHy
rocyaapcTBa — wieHa EBpa3suiicKOro SKOHOMHYECKOTO COI03a, JEP>KaTesio
PETHCTPAIIMOHHOTO YIOCTOBEPEHHMS JIEKAPCTBEHHOTO Iperapara Wid Jpyrou
YIOJIHOMOYEHHOW opraHuzanuu (B ToM uucie BcemupHoil opranuzainuu
3PaBOOXPAHCHHS, PETHOHAILHBIM IIEeHTpaM dbapmakoHaa30pa,
TOKCUKOJIOTHUYECKUM IIEHTPAM) TaHHBIX, KOTOPHIEC COAECPKAT OTTMCAHNE OHOU
WIM HECKOJBKMX HEXENAaTeNbHBIX PEaKIUid y TMalueHTa, MPUHUMABIIEro
OMH WJIM HECKOJbKO JICKAPCTBEHHBIX IperaparoB, W KOTOphIe HE ObLIH
MOJIyYeHBI B  XOJE TMPOBEACHUS KIMHUYCCKOTO HCCJICHOBAHMS WU
MPUMEHEHNS HHOTO METO/1a OPTaHU30BaHHOTO cOOpa TaHHBIX;

«cmpaBoyHasi uwHGpopMarMs 1O  O€30MacHOCTU  JICKAPCTBEHHOTO
npenapara» (reference safety information) — uadopmanms mo 6e30MacHOCTU
JICKapCTBEHHOTO TIpemnapara, BKJIOYCHHAs B OCHOBHYIO HH(POPMAIUIO TIO
0€30MacHOCTH TepKaTens PETHCTPAIIMOHHOTO yAOCTOBEPEHUS
JICKapCTBEHHOTO TMperapara (HalpuMep, IepeYeHb OCHOBHBIX JaHHBIX O
JICKapCTBEHHOM TIperapare JAepKaTesisi PEruCTPAMOHHOTO yIOCTOBEPEHHS),
U KOTOPYIO JeprKaTelb PErUCTPAIMOHHOTO yAOCTOBEPEHHUS TOJDKEH yKa3aTh

BO BCEX CTpaHaX, B KOTOPBIX pEANM3yeTCs JICKAPCTBEHHBIN IMpenapar, 3a
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UCKJIIOUEHHUEM CIIy4aeB, KOIJa YIOJHOMOUYEHHBII OpraH rocynapcTBa-djeHa
TpeOyeT BHECEHHE U3MEHEHHUM B CITPAaBOYHYIO HH(POPMAITHIO;

«CYUIECTBEHHBbIE  M3MEHEHUs  NOKa3aHUMl K  MEAUIMHCKOMY
npumeHeHuo» (significant change in indication) — u3MeHeHUs MOKa3aHUN K
NPUMEHEHNIO, KOTOpbIE BKJIIOYAIOT B C€€0s U3MEHEHUE PpPA3pEIICHHBIX
NOKa3aHUM K NPUMEHEHUIO JIEKAPCTBEHHOTO Ipenapara, Mpu KOTOPOM HOBast
HesneBasl MOMYJsALUs CYIIECTBEHHO OTJIMYAETCsl OT TOW, JUIsl KOTOpOid
NEepPBOHAYAJIBHO OBUIO pa3penieHo MPUMEHEHUE JIEKAPCTBEHHOTO Ipenapara,
BKJIIOUEHHE HOBOTO HO30JOTMUYECKOTO MOKAa3aHHWS K NPUMEHEHHUIO0, HOBOU
BO3pPACTHOM TpyMIbl (HAIpUMeEp, MeauaTpUuYecKue MOKa3aHus), U3MEHEHUE
CTETIEHU TSKECTH TIOKa3aHUs OT Oojiee TSIKEIOr0 COCTOSIHUSI K MEHee
TSDKEJIOMY, IMepexXoi] OT BTOPOM JIMHMM Tepaluu K MEepPBOM JUHUU U HHbBIE
U3MEHEHMS, CYLIECTBEHHO BIMSIONIME HA COOTHOILIEHHUE «I0JIb3a — PHUCK»
JIEKapCTBEHHOIO MIpenapara;

«TpeboBaHus K KauecTBy» (quality requirements) — XapaKT€pUCTHUKH
CUCTEMBI KayeCTBa, KOTOPBIE C OINPEAECICHHOW BEPOSTHOCTBIO IMPUBOAIT K
JOCTHKEHUIO TPeOyeMbIX pe3yJbTaToB WM LIEJei CUCTEMbI KaueCTBa;

«ynmyuuieHue — kadectBa»  (quality improvement) —  BHECEHUE
HEOOXOAMMBIX M3MEHEHUN B CTPYKTYPbhl M MPOLECCHl C LEIbI0 YIyUIICHUS
CUCTEMBbI KaueCTBay;

«ympaBlieHHe curHaiom»  (signal ~management) —  KOMIUIEKC
MEPOIPUSATHI, TPOBOAUMBIX C LIETBIO ONPEAEICHUS HAIMYUSI HOBBIX PUCKOB,
CBSI3aHHBIX C JICWCTBYIOILIMM BEILIECTBOM WJIM JIEKAPCTBEHHBIM IpENapaTroM,
WIM  WU3MEHEHUS U3BECTHBIX PHUCKOB IO  pe3ylibTaTaM  U3y4YEeHHS
WHJUBUIYQJIbHBIX COOOIIEHHN O HEXKEeNaTeNbHbIX PEaKIMSIX, COBOKYITHBIX
JAHHBIX, MOJYYEHHBIX M3 JACHCTBYIOIIMX CHUCTEM AKTMBHOTO MOHHUTOPHHIA

Ui HCCHGHOB&HHﬁ, Hﬂy‘-IHOﬁ JIMTCPATypPbl WK MHBIX HCTOYHHUKOB JdHHBIX, 4
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TaK)Xe ONpeNeJeHUuss HEOoOXOAMMBIX pEeKOMEHJAIui, peleHuid, oOMeHa
uHdopmaIuen u TpoCiIeKUBAHUS;

«papmakonagzop»  (pharmacovigilance) — Buxg  HayyHOH U
MPAKTUYECKON JEATEIHbHOCTH, HANpPABICHHBIM HA BBISIBICHHUE, OIICHKY,
MOHUMaHWEe W TPEIOTBPAIICHUE HEXKEIIaTeIbHBIX MOCICACTBUA MPUMEHEHUS
JIeKapCTBEHHBIX mpemnapatoB. Llensmu dhapmakoHan3opa SBISIOTCS:

NpeloTBpaIleHUEe HEONaronpUsATHBIX TMOCIEICTBUM HEXeNlaTeIbHbIX
peakuuMid y  UeJOBEKa,  pa3BHBAIONIMXCS  TOCJIE  MPUMEHEHUS
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENaparoB B COOTBETCTBUH WJIU HE B
COOTBETCTBHU C YCIOBHSIMH PETHUCTPAIMOHHOTO YIAOCTOBEPEHUS WU B
pe3ysbTaTe BO3ACHCTBUSA, CBSI3aHHOTO C TPO(eCcCHOHANTBHOM IeITebHOCTHIO;

obecrieuenne  OeszomacHoro ¥ 3(GGEKTUBHOTO  NPUMEHEHUS
JICKapCTBEHHBIX MPENaparoB, B YACTHOCTH, MOCPEICTBOM IMPEIO0CTABICHUS
CBOEBpeMeHHOM HHpOpMaAlMU O OE30MacHOCTU JIEKAPCTBEHHBIX CPEICTB
nalueHTam, paboTHUKaM c(hepbl 3APABOOXPAHEHUS U HACEIICHHUIO.

Takum  oOpaszom, (dapmakoHag30p TMPEACTABIsET CcOO0OM  BHI
NEATEIbHOCTH, HAMpaBICHHBIM Ha 3allUTy 3I0pPOBbS TMAIMEHTOB U
HACEJICHHUS,

«eneBas momyaanus» (target population (treatment) (treatment
population target)) — TaNMEHTBI, KOTOPHIM MOXET Ha3HAYaThCS
JIEKapCTBEHHBIN MpenapaT B COOTBETCTBUU C MOKA3aHUSIMH K TPUMEHEHUIO U
MPOTUBOIOKA3aHUSAMH,  MPETyCMOTPEHHBIMUA  JEUCTBYIOIIEH  OOImIeH
XapaKTEePUCTUKOM JIEKAPCTBEHHOTO Mpemnaparas;

«OKCTpeHHas mpobiieMa mo Oe3omacHOCTU» (emerging safety issue) —
npobysieMa 1o OE30MacHOCTH, OIICHEHHAsl JEep)KaTeJeM PEeTrUCTPAIlMOHHOTO
YIOCTOBEPEHUs KaK TpeOyrolas CpPOYHOTO BHUMAHHUS YIIOJHOMOYEHHOTO
opraHa MO TPUYMHE TOTCHIMAIBHOTO 3HAYUTEIBHOTO BIMSHUS Ha

COOTHOIIIEHUE TOJIb3a-PUCK JIEKAPCTBEHHOTO Mpenapara U (W) Ha 3J10POBbE
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NAlMeHTOB  WJIM  HaceJleHUs M  MOTEHUHUATbHOM  HEOOXOJIUMOCTHU
HE3aMeJIUTELHOTO IPUHSATHUSA PEryIsTOPHBIX NeNCTBUM u
MH(OPMUPOBaHUS MALUEHTOB U CIIEHUAIMCTOB CUCTEMBI 3/IPABOOXPAHEHHUS.

[IpuMepsl 3KCTPEHHBIX MPOOJIEM MO 0€30MaCHOCTH BKIKOYAIOT, HO HE
OTrpaHUYMBAIOTCS, CIIEYIOLIHUE:

Cepbe3HbIe MPOOJEMBbl TI0 OE30MaCHOCTH, BBISIBJICHHBIE B XOJI€
MPOJIOJDKAIOMINXCS WM 3aBEPIICHHBIX  MCCIEAOBAaHUN,  HampuUMep,
HEIMPEABUICHHOE MOBBIIIECHUE YPOBHS JIETAIBHBIX WIN YTPOXKAIOLIIUX KU3HU
HEXKEJIATCIJIbHBIX SIBJICHUM;

cepbhe3HbIe MPOOJEMbl 1O OE30MAaCHOCTH, BBHISBJICHHBIE HA OCHOBaHUU
CHOHTAaHHBIX COOOILIEHUN WM JaHHBIX, OMYOJIMKOBAaHHBIX B MEIUIIMHCKOMN
HAy4YHOU JIMTEpaType, KOTOPbIE MOTYT SIBISAITbCSI OCHOBAHUEM PACIIMPECHUS
IPOTUBONOKA3aHUM, OTPAHUYEHUI TPUMEHEHUs JIEKapCTBEHHOI'O Mpernapara
WM HEOOXOMMOCTHU €r0 OT3bIBA C PHIHKA;

pPEryJsiTOPHBbIE MEpbl B OTHOIIEHUM CEPbE3HBIX MpoOIeM IO
0€30MacCHOCTH B TPEThUX CTpaHaX, HAIPUMEP, OTPAHUUYECHHUE HCIIOJIb30BAHMUS
JIEKapCTBEHHOI'0 Ipernapara WIM BPEMEHHOE IPUOCTAHOBJIEHUE ACUCTBUSA
PErHCTPALIMOHHOTO YA0CTOBEPEHUSI.

[loHsiTHE «COOTHOILIEHHME «IOJIb3a — PHUCK», MCIOJb3yEMOE B
Hactosimmx  [lpaBunax, mnpuUMeHsieTcss B 3HAYEHUU, ONPEIEIECHHOM
[IpaBunamu perucTpalvd W 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOrO  INPUMEHEHHMs,  yTBepxkAeHHbIXx  Pemenuem  CoBera

EBpa3zuiickoit 3xoHOMU4ecKoi koMuccuu oT 3 HoA0pst 2016 r. Ne 78.

2. TpeOoBaHUA K CUCTEME KaueCcTBa

2.1. Cucrema KauecrTBa
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2.1.1. CucremMa KadecTBa SBJISIETCS HEOTHEMJIEMOW COCTABIISIONIEH
cucteMbl ¢apmakoHan3opa. I[IpUMEHUTENbHO K HaJUIeKalled MPaKTHKE
(dbapMakoHa130pa, OMpEACAIoNIe TpeOOBaHUS K CTPYKType M Mpolieccam
CUCTEMBbI (hapMaKOHAA30pa, CHUCTEMA KayecTBa IPEACTABISIET COOOH
COBOKYITHOCTh XapaKTEPUCTUK CUCTEMBbI (hapMaKoHa/130pa, MO3BOJISIONIUX B
COOTBETCTBUU C IMPEANOJIaraéMoil BEPOATHOCTBIO JOCTUTaTh pE3yJIbTATOB
paboThl  CHCTEMBI, COIJIACYIOIIMXCSA ¢  HedsiMud  (papmakoHag3opa.
Heo0XxoIuMOCTh OLIEHKH CTETNIEHU JIOCTHXKEHUSI TPeOyeMOro YPOBHS KaueCTBa
CUCTEMBbl  ONpeAeNsieT  HEOOXOAMMOCTb  HAJMYUs  MPEIBAPUTEIIBHO
omnpenensseMbiX TpeOOBaHMM K KadyecTBY. TpeOoBaHUS K Ka4eCTBY
NPENCTABISAIOT COOOM  yCTaHaBIMBAaEMbIE  XapaKTEPUCTUKH  CHCTEMBI,
BBITIOJTHEHNE KOTOPBIX C OMPEAEIEHHON BEPOSITHOCTHIO MO3BOJISIET JIOCTUTATh
IJIAHUPYEMBIX PE3YJIBTAaTOB WM ILieJie cuctembl kadecTBa. OOIuMe 1enu
CUCTEMBbI KaueCcTBa CUCTEMbI (hapMaKoHAa130pa ONpeaAeIsitoTes B myHkTe 2.1.3
Hacrosiux [lpaBun. Crnenuduueckue eI U TpeOOBaHUS MO KauyeCTBY JJIS
OTHAENBHBIX  CTPYKTYp M  TPOILECCOB  CHCTEMBI  (papMakoHaa3opa
OTIPEIEIISIIOTCS B COOTBETCTBYIOMIMX TiaBax [IpaBwu.

CucreMa KauecTBa JOJKHA OXBAThIBATh OPraHU3AIMOHHYIO CTPYKTYPY,
00J1aCTH OTBETCTBEHHOCTHU, MPOIIEAYPhI, MPOIECCHl U PECYPChl CUCTEMBbI
dbapmakoHa3opa. CucrteMa KayecTBa JOJDKHA BKJIIOYATh B CE0sl HaJJIeKaIlee
yOpaBJICHHE  pecypcaMu,  KOHTPOJIb  COOTBETCTBUS  TPEOOBaHUSIM
3aKOHOJATENbCTBA TOCYIAPCTB — WIEHOB EBpa3HilcKOro 3KOHOMHYECKOTO
coro3a  (mamee  COOTBETCTBEHHO  —  rocyaapcTBa-wieHbl,  Coro3)
MEXIyHApPOJIHBIX JIOTOBOPOB M AaKTOB, COCTaBiisitomux mpaBo Corosza, H
yIpaBJieHUE TOKYMEHTAIIUCH.

2.1.2. Cucrema KauecTBa MpeyCMaTpUBAET:

CO3/IaHUE CTPYKTYPHI CUCTEMbl M TJIAHUPOBAHUE MHTETPUPOBAHHBIX H

COMIACOBAHHBIX MPOLIECCOB (IIJIAHUPOBAHUE KAYECTBA);
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BBITIOJIHEHWE 3a7ad W  OO0sI3aHHOCTEW CHUCTEMBbI KayecTBa B
COOTBETCTBHUU C TPEOOBAHUSIMHU MO Ka4eCTBY (PUBEPKEHHOCTh KauY€CTRBY);

MOHUTOPUHI M OLIEHKY 3()(PEKTUBHOCTH OpraHu3aluud U padOThI
CTPYKTYp M TIPOLECCOB CHUCTEMbI KadecTBa (KOHTPOJIb M oOOecredeHue
KauyecTBa);

KOPPEKTUPOBKY U YIYYIIEHHE CTPYKTYpPbl M TMPOILIECCOB CHUCTEMBI
KadyecTBa (YIy4llIeHUuE KaueCTBa).

2.1.3. O0mmmu HeIIMU CUCTEMEI KadyecTBa B CHUCTEME
(dhapMakoHa130pa SIBISIOTCSL:

BBINIOJIHEHHE TpeOOBaHUN  3aKOHOJATENbCTBA TOCYAApCTBA-UJICHA,
MEKIyHApPOJIHBIX JIOTOBOPOB M AaKTOB, cocTaBisitomux mpaBo Coro3a, H
00si3aHHOCTEH TI0 PapMaKOHAI30PY;

OpEeIOTBpAIlEeHUE  HEKENATeNbHBIX  MOCIEACTBUA  MPUMEHEHHUS
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB;

o0ecrieyeHUe NPUMEHEHUS  JIEKAPCTBEHHBIX  MPEnaparoB  MIpH
MPEBBIIEHUH MOJIb3bI HaJl PUCKOM;

COI[GﬁCTBHG 3alUTC 3A0POBLA ITAIMCHTOB 1 O6HIGCTB€HHOFO 300POBbAI.

2.2. llpuniunel HajuIeXKaIIel mpakTuku papmakoHag3opa

2.2.1. JIns BbIMOMHEHUS OOIIUX LieJield KauyecTBa, YKa3aHHBIX B IYHKTE
2.1.3 Hacrosmux IlpaBun, cienyeT NOPUAEPKUBATHCS  CIEIYIOIIMX
INPUHIIMIIOB MPU Pa3pabOTKe CUCTEM U MPOIIECCOB, a TAKXKE MPHU BHITOIHEHUH
BCEX 3aJa4 U 003aHHOCTEI:

oOecrieueHre yIoBIETBOPEHHs TPeOOBaHUI MAI[MEHTOB, MEIUIIMHCKUX
pabOTHUKOB M O0OIIecCTBAa B 1€JIOM B OTHOIICHHH O€30MaCHOCTH
JIEKapCTBEHHBIX MPENapaToB;

obecrnieueHne A((PEKTUBHOTO PYKOBOACTBA 110 BHEIPECHHIO CHCTEMBI

KaueCTBa 1 MOTHBALIMU IICPCOHAJIA B OTHOIICHNHA ueneﬁ CHUCTCMBI Ka4CCTBaA,
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BOBJICUCHHUE BCEX COTPYAHUKOB OpraHu3anuu (Mpearnpusitus) B
POIIeCC MOIIEPKKU CUCTEMbI (PapMaKoHa30pa Ha YPOBHE BO3JIOKEHHBIX Ha
HHUX 00S3aHHOCTEH;

BOBJICUCHUE BCE€X COTPYAHUKOB oOpraHuzanuu (IpeanpusiTus) B
MOCTOSIHHBIN MPOIECC MOBBIIICHHS KaU€CTBA CUCTEMBI (hapMaKOHA130pPa;

OpraHu3alus pPeCcypcHOM 0a3bl M IOCTaBJICHHBIX IIepel CUCTEMOMU
dbapmakoHa3opa 3aaad B (popMe CTPYKTYpP M MPOILIECCOB TaKuM 00Opas3om,
4TOOBl OOecleYnBaTh AaKTUBHYIO, COOTBETCTBYIOLIYID YPOBHIO PHCKa,
HETMPEPHIBHYIO paboTy Mo papmMakoHaI30pPy;

y4eT U OILICHKa BCE€X HMEIOLMECS [O0Ka3aTelbHbIX JaHHBIX O
COOTHOIIEHUM «IIOJIb3a — PUCK». I NpUHATUSA NAIBHEUIIMX PEUICHUN
JOJDKHBl pacCMaTpUBaTbCAd M OLIEHUBATHCS BCE JAHHBIE, KOTOPHIE MOTYT
OKa3aTh BJIMSHUE HA JAHHOE COOTHOLIEHUE U NMPUMEHEHHUE JIEKAPCTBEHHOTO
npenapara;

COACHCTBUE pa3BUTUIO APPEKTUBHOTO COTPYAHUYECTBA MEXKAY
pa3paboTuukamMu,  JEepXKaTelsIMH  PETUCTPAIMOHHBIX  yAOCTOBEpPEHUU
JIEKAPCTBEHHBIX IMPENapaToB, YINOJIHOMOYEHHBIMH OpraHaMH TOCYIapCTB-
YJICHOB, YUYPEKJICHUSIMHU 3IpaBOOXPAHEHUS, MalUCHTaMH, MEAUIMHCKUMU
pabOTHUKAMU, HAYyYHBIMU OpPraHU3AIMAMHU U JPYTUMH 3aWHTEPECOBAHHBIMU

CTOpOHaMHM B COOTBETCTBUHU C 3aKOHOAATCIILCTBOM IOCYAapCTB-YJICHOB.

2.3. OTBETCTBEHHBIE 32 CUCTEMY Ka4eCcTBa

2.3.1.3a oOecredeHue paboOThl CHUCTEMBI (papMakoHag30pa B
COOTBETCTBUU C TPCOOBAHUSMHU K CHCTEME KaueCTBa HECYT OTBETCTBCHHOCTD
BCC CIICHMAJUCTBI, BBIMOJHAIOIMIMEG padOTy IO OpraHW3alid CHCTEMBI
KadecTBa. HeoOXoauMo 00ECHeUUTh CHCTEMHBIM MOAXOJA K BHEAPCHUIO H
MOJICPYKAHUIO CHCTEMbBl KadecTBa Ha HajIexkaiieM ypoBHe. OpraHuzarus

JOJIDKHA 00eCIICUnTh J0CTAaTOYHOC KOJINMYCCTBO KOMIICTCHTHBIX U O6yquHBIX
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CHEIMATUCTOB,  MMEIOIIMX  COOTBETCTBYIOIIYI0  MPO(ECCHOHAIBHYIO
MOATOTOBKY, JUIS  BBINIOJHEHUA  TpeOyemoro oObema  paboT 10
(dhapMakoHa130py Ha HAJJICKAIEM YPOBHE.

2.3.2. PykoBomMTENsIMA ~ OpraHM3allii  JIOJDKEH OBbITh  obOecredueH
CUCTEMHBIN MOJIX0J] K 00ECTeUeHUIO KauecTBa. PykoBouTen opranu3aiuii B
paMKax BBIMOJTHEHUSI PYHKIUHN 110 00ECIIEUEHUIO CUCTEMHOTO TI0JIX0/1a HECYT
OTBETCTBEHHOCTH 3a 00ECIeYEHUE:

JTOKYMEHTHUPOBAHUSI  CHCTEMbl  KayeCcTBa B  COOTBETCTBHUM  C
TpeboBaHusIMU HacTosmux [IpaBu;

HAJJICKAIET0 KOHTPOJS M JOKYMEHTHPOBAHHUS BCEX H3MEHEHHUH B
cucteme (hapMakoHaA30pa U CUCTEME KauecTBa (hapMaKoHa130pa;

TpeOyeMBIMU peCypCaMH JIJIsl HAJISKAIEro 00yUeHUS;

TpeOyeMbIMH pecypcaMu (B TOM YUCIIE HEOOXOIUMBIMU MOMEIICHUSIMU,
00OpYyIOBaHUEM U T. [1.);

HaJIJICKAIETO YIIPaBICHUSI COOTBETCTBUEM;

HAJJICKAIIErO YIIPABICHUS 3aMUCSIMU;

BBITIOJIHEHUSI PETYIISIPHON OILIEHKU PabOThI CHCTEMBbI (papMaKOHAI30pa,
BKJIIOYAsi WMHTETPUPOBAHHYIO CHUCTEMY KadyecTBa, C TOJTBEPKICHUEM €€
s¢ppextuBnoctu. Ilpu  HEOOXOAUMOCTHM  JOJDKHBI  PEalii30BBIBATHCS
KOPPEKTUPOBOUHBIC U MPEAYPEAUTEIHHBIE MEPOTIPUSITHUSI;

Hanuusi 3()PEKTUBHOTO MEXaHW3Ma pean3aliid COOTBETCTBYIONIUX
MEp B Cllydae BBIIBICHHS HM3MEHEHHH mpoduiss  0e30macHOCTH
pa3pabaTbIBa€MbIX U BBIITYCKAEMbIX JIEKAPCTBEHHBIX MTPENapaToB;

CBOCBPEMEHHOTO BBISBJICHUS W TMPUHATHA NPU  HEOOXOIUMOCTH
KOPPEKTUPOBOUHBIX U TPEAYyNPEAUTEIBHBIX MEP B cliydae HECOOIOACHUs
TpeOOBaHMI K KAYECTBY CHCTEMBI (papMaKoHAI30Pa;

MIPOBEICHUS PETYIISIPHBIX ayIUTOB CHCTEMBL.
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2.4. O0y4deHue epcoHasa

2.4.1. BO3MOXXHOCTh oOecreueHus TpeOyeMOoro Ka4ecTBa BBIMOJTHECHHS
MIPOIIECCOB, CBSI3aHHBIX C (hapMaKOHAA30POM, M TIOTYyYaeMbIX pPE3yIbTaTOB
HEMOCPEACTBEHHO CBs3aHAa C HAJWYUEM JOCTATOYHOTO  KOJMYECTBA
KOMIIETEHTHOTO, KBATU(UIIUPOBAHHOTO ¥ O0YYEHHOTO TIEPCOHAIA.

2.42.B opraHuzanuu JOJDKEH OBITh pa3paboTaH MW JIOJKCH
BBITIOJIHATHCS TJIaH OOYyYEHHS CHEIMAIUCTOB MO (apMaKkoHAA30py, a TaKKe
o0OecreynBaTbCsi BEICHHE 3amuceld MO0 JOKYMEHTUPOBAHHUIO OOy4eHUS,
MOJIEP)KAHUIO W Pa3BUTHUIO YPOBHA KOMIIETCHIIMHM TiepcoHana. [lman
oOy4eHUsl JTOJDKEH OCHOBBIBATHCS HA OLIEHKE HEOOXOIUMOCTH OOyYEeHUS.
Pa3paboTka 1 BBITIOIHEHHE TIJIaHA TTO/JIEkKAT KOHTPOJIIO U MOHUTOPHUHTY.

OOydeHne AOHKHO BKJIIOYaTh BBOJHOE OOYYEHHE W TOCIEAYIOIIEe
oOyuyeHHe Ha TPOTHKEHUU BCEro mepuoaa pabOThl B COOTBETCTBUM C
BBITIOJIHAEMBIMA ~ (DYHKIIUSIMA ¥ TIOCTaBJICHHBIMH 3afadamu. OOyueHue
JOJDKHO  OBITh ~ HANpaBlIE€HO HA  MOBBIIMICHHE  COOTBETCTBYIOIIMX
podeCcCHoHaTbHBIX HABBIKOB, BHEAPEHNUE HAYUHBIX JOCTHKCHUN B TIPAKTUKY
W BBINIOJNIHSIEMBIE  TPOLEAYphl, oOOecrmeueHrne COOTBETCTBHS  BCEX
CIICIMATIUCTOB  TPeOOBaHUSIM K KBaIUUKAIMH, TPOPeCcCUOHATHEHBIM
HaBBIKaM, 3HAHUSIM W MOHUMAHHUIO BBHITIOJHAEMBIX IPOIECIYpP, CBA3AHHBIX C
dapmakoHaa30poM. Bee crienuanucThl JOKHBI OBITh 00Y4YeHBI BBITIOJTHEHUTO
mpoIenyp, MNPEAYCMOTPEHHBIX TMPH BBISABICHUU W3MEHEHUW MNpodus
0€30MacHOCTH JICKaPCTBEHHBIX MPENaparos.

2.4.3. JleucTByronMe B OpraHA3alWu NPOUECChl MO IMPOBEACHUIO
oOydeHHs JOJKHBI IPETyCMaTPUBaTh 3JEMEHTHI KOHTPOJS Ppe3yJIbTaToOB
00OydYeHHUs 1O TOCTHIKEHUIO TpeOyeMOoro MOHUMAaHUsI M BBITIOJTHEHUS (PYHKITUH

no (apMakoHaI30py, a TaKkKe OMpenesTh HEOOXOAUMOCTh MOCIEAYIOLIETO
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oOy4eHHs] B COOTBETCTBUHM C IIaHAMH TPO(HEeCCHOHATHHOTO Pa3BUTHSI
OpraHMU3aIliH U CIICIIUATUCTOB.

2.4.4.B opranuzanud TpeOyeTcsl MPOBEACHUE COOTBETCTBYIOLIETO
0Oy4YeHUs OMPEICIICHHBIM acleKkTaM (papMaKoHaA30pa CIEUATUCTOB APYTUX
NOJpa3AeNeHUH, NeATeIbHOCTh KOTOPHIX MOXKET MOBIMATH HA IMOKa3aTelH
cucteMbl (papmakoHaA30pa W BBIMOJHEHHE (PYHKIHMH 10 (hapMaKOHAI30pYy.
VYKkazaHHasi JEATEILHOCTh BKJIIOYAeT B CeOSI B TOM YHCJE TPOBEICHUE
KIMHUYECKUX  HCCIeoBaHUM, paboTy ¢ kajo0aMu, TOATOTOBKY
MEIUIIMHCKOM  MH(OpMaluu, TpPOoAaXy W  MAPKETUHI, TMOATOTOBKY

pPErucTpaliiOHHbIX JOKYMCHTOB, IIPABOBLIC BOIIPOCHI U AyJIUT.

2.5. CpenctBa u o0opynoBanue i papMakoHaA30pa

2.5.1. Joctuxenue TpeOyeMOro ypoBHS KauecTBa OCYIIECTBICHUS
npoueccoB (apMakoHaA30pa U TOJYYAEMBIX PE3YJIBTATOB CBA3aHO TAKKE C
00€ecCleyeHneM CHCTEMbl HEOOXOJMMBIMU CPEACTBAMU U OOOpPYIOBaHUEM,
UCTIOJIb3YEMBIMHU B ATHX IPOIIECCaX.

2.5.2.CpenctBa u 00OpydOBaHHE [OJDKHBI pacrlojiararbCsi, OBITh
CKOHCTPYUPOBAHHBIMH, aJalITUPOBAHHBIMU U OOCIY)KHBAaEMBIMU TaKUM
o0pa3oM, 4YTOOBI COOTBETCTBOBATH IOCTABJICHHOW LIETU COMIACHO IIEJISIM
kadyectBa B (apmakonagzope. CpenctBa, oOopydoBaHME U HUX
(YHKIIMOHALHBIE CBOMCTBA, BAKHBIE JIJIS1 OCYIIECTBIECHUS (papMakoHa130pa,
MOJIJIEKAaT COOTBETCTBYIOIIEH MPOBEPKE, KBaIU(PUKAIMUA U (UITK) BaTuAaIluu
Ui TIOATBEPKIACHUS  COOTBETCTBUSA  MpeAHazHaueHHOW umemu.  Jis
ornpeaeneHusl MaciTada MpoOBEpPKHU, KBaTU(PUKALMN WIH BaJUAAMK CIETyeT
UCTIOJIb30BaTh JOKYMEHTHPOBAHHYIO OIEHKY PUCKA. DTOT METO/ YIPABICHHUSI
pUCKaMu HEO0OXOIMMO TPHMEHSTh B TEUYEHHE BCETrO0 CpPOKa ASKCILTyaTalliH
CpeACTB M OOOpPYIOBAHMSI C YYETOM Takux (DaKTOpOB, KaK BIMUSHHE Ha

0e30ITaCHOCTh [MalMfu€HTa MW Kad4€CTBO JaHHBIX, a TaKXE CIOXKHOCTb
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COOTBETCTBYIOLINX CPENCTB 17} 000pyI0OBaHUA. Opranuzanus
(GYHKIIMOHUPOBaHUST MH(OPMAIMOHHBIX CHUCTEM JOJDKHA IMPEAyCMaTpUBaTh
HaJU4he€  MPOLIECCOB  OOECHNEYEHHUs]  COOTBETCTBUSA  HMCIOJb3yEeMOM
TEPMUHOJIOTUM JIEUCTBYIOIIUM OOHOBJIECHHBIM BEpPCUSIM COOTBETCTBYIOIICH
HCIIOJIb3YEMOU MEXKIYHAPOIHON TEPMUHOJIOTUU v BHEJIPECHUEM

CBOEBPEMEHHBIX U3MEHEHUM B UCTIOJIb3yeMble HH(OPMAIIMOHHBIE CHUCTEMBI.

2.6. O0ecnieueHUe Aep>KATEIISIMU PETUCTPAIIMOHHBIX YI0CTOBEPECHUIMA
JIEKApCTBEHHBIX IIPENapaToB COOTBETCTBUS TPEOOBAHUSIM 3aKOHOATEIHCTBA
roCy/1IapCTB-WICHOB, MEXIYHAPOHBIX JIOTOBOPOB U AKTOB,
cocraBisionux npaso Corosa

2.6.1.B HEIAX o0ecrieueHus COOTBETCTBHUA TpeOOBaHUSIM
3aKOHO/IATEILCTBA TOCYAapPCTB-WICHOB, MEXTYHAPOAHBIX JOITOBOPOB U aKTOB,
cocrapsitonux — mpaBo  Coro3a,  AepkKareasMd  PErMCTPAlMOHHBIX
YIOCTOBEPEHUM  JIEKQPCTBEHHBIX  MpenapaToB  JIOJKHBI  BBIOJHSATHCS
MPOIIECCHI TT0 00ECIICYEHUIO KAU€CTBA CUCTEMBI, IIEISIMU KOTOPBIX SIBJISIFOTCS:

BBITIOJTHEHHE TTOCTOSIHHOTO MOHUTOPUHTA IAHHBIX M0 (hapMaKOHA130DY,
pa3paboTka W BHEAPEHHE MEpP MHUHUMH3AIMHM PHUCKA TMPU OMPEICTCHUH WX
HEOOXOIMMOCTH, HaJJIeKaIlast OICHKA JaHHBIX I10 OE30IIaCHOCTH BHE
3aBUCUMOCTH OT HCTOYHMKA HMX TIOJy4YeHHMs (CO CTOPOHBI MaIllUEHTOB,
MEIUIMHCKUX U (papMaleBTUUEeCKUX pPaOOTHUKOB, OIMYOJIMKOBAHHBIX B
MEIUIIMHCKON JIUTEparype, BBISIBICHHBIX B XOJE€ IMOCTPETUCTPAITMOHHBIX
UCCIIEOBAHUI );

BBITIOJTHEHWE HAyYHOM OIIGHKH BCed wuHQoOpMamwu 10 Mpoduo
0€30macHOCTH JIEKApCTBEHHOTO TIpemapara, BKIOYas HWH(QOpMaIuo o
HEXKeJaTeIbHBIX PEaKIUsIX, Pa3BUBIIUXCS B TOM YHCJIEC NMPU NMPUMEHEHUU B
COOTBETCTBMM W HE B COOTBETCTBHUM C YTBEPXKICHHOW  oOIei

XapaKTEPUCTUKOM JIEKAPCTBEHHOTO Ipenapara WA HHCTPYKIUEH 10
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MEAUIMHCKOMY TPUMEHEHUIO (JINCTKOM-BKJIAJIBIIIEM) (ajiee — HHCTPYKIMEH
0 MEIUIIMHCKOMY TPUMEHEHUIO);

BBINIOJIHEHHE TpeOOBaHUN 3aKOHOJATENbCTBA TOCYAAPCTBA-UJICHA,
MEXAYHAPOIHBIX JOrOBOPOB M aKTOB, COCTaBisomMX MpaBo Coro3a 1o
NPEACTABICHUIO B YIHOJHOMOYEHHBI OpraH TOCyJapCTBa-ujieHa MOJHOM,
TOYHOM M JOCTOBEPHOM HMH(OpPMAIIUU O HEKEJATEJIbHBIX PEaKIUAX U MHOM
uH(dopMaIuu 1Mo 0e30MacCHOCTH JIEKAPCTBEHHBIX MPENapaTroB B COOTBETCTBUU
C YCTaHOBJICHHBIMHM 3aKOHOJATEIBCTBOM TOCYJapCTBa-ujeHa TPeOOBAHUSMHU
110 CPOKaM PEropPTUPOBAHUS;

o0OecrieyeHne KayecTBa, LEJIOCTHOCTH MW TMOJHOTHI MPEACTaBISIEMOM
uH(pOpMAIMU TI0 PUCKaM JIEKAapCTBEHHBIX MPENaparoB, BKIIOYAsl MPOILECCHI
UCKIIIOUEHUs JyOnupyromed uHopManuu W HaAJeXKaled Baaugaluu
CUTHAJIOB;

obecnieueHue 3GPEKTUBHON B3aUMOCBS3U C  YIOJIHOMOUYECHHBIMU
OpraHaMu TOCYJIapCTB-WICHOB, BKJIIOYasi MHPOPMUPOBAHUE 00 WM3MEHEHHUSIX
npoduisi 6e30MacHOCTH JICKAPCTBEHHBIX MPEMapaToB M HOBBIX PHCKaX,
Mactep-daiie cucteMbl (hapMakOHaA30pa, CUCTEMBI YNPABICHUS PUCKAMHU,
MEp MHUHUMHU3AIMU PHUCKA, NEPUOJUYECKOTO OOHOBIISIEMOrO OTYETa IIO
0€30MacHOCTH, KOPPEKTHUPOBOYHBIX U  MPEIYNPEAUTEIbHBIX  Mepax,
MOCTPETUCTPAIIMOHHBIX UCCIICIOBAHUIX TI0 0€30MaCHOCTH;

oOecrieyeHUe  COOTBETCTBUS  HMH(POPMAIMM O  JIEKAPCTBEHHBIX
npenaparax (0OmIe  XapaKTepUCTUKOW JIEKQpCTBEHHOTO  Mpemapara,
UHCTPYKIIMEH 10 MEAMIIMHCKOMY MPUMEHEHHUIO0) COBPEMEHHOMY YPOBHIO
HAyYHBIX 3HAHUH;

obOecrieueHuEe MEIUIIMHCKUX PaOOTHUKOB M MAIlMEHTOB HH(pOpMaIUeH

Mo 0€30IMaCHOCTH.
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2.7. ObecnieueHne ynoIHOMOYEHHBIMH OpraHaMu TOCYIapCTB-UJICHOB
COOTBETCTBHS TPEOOBAHMIM 3aKOHO/IATEIHCTBA T'OCYIaPCTB-YJICHOB,
MEXIYHAPOIHBIX IOTOBOPOB U aKTOB, COCTABIIIONIMX MpaBo Coro3a

2.7.1. YIIONTHOMOYEHHBIE OPraHbl TOCYAAPCTB-YIEHOB JOJIKHBI HUMEThH
COOTBETCTBYIOIILYIO CUCTEMY 00€CTIedYeHHs KaueCTBa MPOIIECCOB B LIETAX:

OLICHKH KayeCTBa MPECTABISIEMbIX JaHHBIX MO (hapMaKoHAA30pY;

OIICHKM W O0OpabOTKMU AaHHBIX 10 (papMaKOHAI30py B COOTBETCTBHUU C
TpEeOOBaHUSIMU 3aKOHOJIATEIbCTBA TOCYHapCTB-WICHOB, MEXIYHAPOIHBIX
JIOTOBOPOB U aKTOB, COCTaBISIOMUX MpaBo Coro3a;

oOecrieueHrss TapaHTUPOBAHHOW HE3aBUCUMOCTH B  BBINOJHEHHUH
NEATEIbHOCTH 110 (hapMaKOHAa130pY;

3bdekTuBHOrO  MHPOPMHUPOBAHWSA  TAIMEHTOB,  MEIUIIMHCKUX

pPabOTHMKOB, JEpKaTeliel PEerUCTPAllMOHHBIX YIOCTOBEpEHUN U 00IlecTBa B

1ICJIOM;

MPOBEICHUS WHCIICKITNH, BKJIIOYAs JOPETUCTPATMOHHOE
WHCTIEKTUPOBAHMUE.

2.7.2. He3aBucUMOCTBD B BBITIOJIHEHUU JICSITEIbHOCTHU o

dbapmakoHaI30py OMpPENENsAeTCs] MPUHATUEM BCEX PETYISTOPHBIX PEIICHUI

TOJIBKO B HHTCpPECax 310pOBbs MMAalIUCHTA U O6H16CTBCHHOFO 310POBLAL.

2.8. YrpaBiieHUE JOKyMEHTALMEN

2.8.1. Cucrema ymnpaBieHHSI JIOKYMEHTAllUEH  SBJISIETCA  YACThIO
CHUCTEMBI Ka4eCTBa, pACIPOCTPAHSIETCI HA BCE JOKYMEHTHI CHCTEMBI
dbapMakoHam30pa W OOCCIIEYMBAECT BO3MOXKHOCTH IIOMCKA JaHHBIX U
MIPOCJICKUBAEMOCTh BBITIOJHAEMBIX MPOIEAYP, BKIIOUAsI MPOIEAYPHI OIICHKU
HOBBIX JAaHHBIX MW  pacCielOBaHHMS MpoOJeM T0  Oe30MacHOCTH
NPUMEHUTEILHO K IPABWJIBHOCTH BBINIOJHEHUS TPOIECCOB, ¥ BpPEMEHU

BBITOJIHECHUS PACCIEAOBAHUMN U PUHATHS PEIICHUM.
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2.8.2. Cuctema ympaBieHUs TOKyMEHTAIUEH 0 KHA 00€CIIeunBaTh:

yIpaBJIeHUE KaueCTBOM JIaHHBIX IO (papMakoHaA30py, BKJIIOYAs HX
MOJIHOTY, TOYHOCTD U 11€JIOCTHOCTB;

CBOEBPEMEHHBIN JJOCTYM KO BCEM 3aIUCSIM;

3¢ (PEeKTUBHYIO0 BHYTPEHHIOIO U BHEITHIOIO MEepeady JaHHbIX;

XpaHCHUE JOKYMEHTOB, MMEIOIIUX OTHOLICHHME K CHCTEMam
dbapMakoHa30pa W OCYIIECTBICHHUIO (DapMaKOHaA30pa 10 KaXAOMY U3
JIEKApCTBEHHBIX MIPENapaToB, COMIACHO MPUMEHUMbBIM CPOKAM XPAHECHUS.

2.8.3. [lepxkarenb perucTpalluOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapara (Jajiee — AepKaresib perucTpallMOHHOTO YI0CTOBEPEHHUS) JIOJKEH
o0ecreuuTh HaAJIekalee JOKYMEHTUPOBaHUe, OOpallieHle U XpaHeHHE BCei
uHdopmaiuu no hapMakoHaA30py C UEIbI0 BBIOIHEHUS MPOIEAYP TOUHOTO
pENOPTUPOBAHUS, MHTEpIIPETAllMM U BepuuKauu AaHHbIX. Jlepxarenem
PErUCTPAlIMOHHOTO YIOCTOBEPEHMSI JOJKHA OBITh oOecredueHa cucrema
MPOCJICKUBAEMOCTH U MOCIEIYIONMIEH OIEHKU COOOIIEHUN O HEeXeIaTeIbHbIX
peaKIHUsIX.

B pamkax Hactosmux [IpaBun «penopTupoBaHue» O3HAYAET MPOLIECC
nepegayd B YCTAHOBJICHHOW (opme wuHOpMaMM O HEKeJaTeIbHbIX
peakiusaXx B  YINOJHOMOUYEHHBIE  OpraHbl  TOCyJapCTBa-ujiecHa  WJIU
MOJYUHEHHBIE UM IKCIIEPTHBIC OpraHu3aIuu B chepy KOMIETEHIIMN KOTOPBIX
BKJIFOUEH (DapMaKoHAA30p.

2.8.4. CuctemMa ynpaBieHHUs JOKyMEHTAIMEH JTO/KHA BKIIIOUATh B CeOs
KOMIUIEKC Mep MO o0OecneueHHut0o O0e30MacHOCTH M KOH(PUIECHUIHATbHOCTU
JAHHBIX B IEJSIX BBIMOJHEHUS TPEOOBAaHUMN IO 3alUTE TEPCOHATBHBIX
JAHHBIX TIAIIMEHTOB B COOTBETCTBUM C TPEOOBAHUSIMU 3aKOHOJIATEIbLCTBA
rocynapctBa-wieHa. (Cucrema ymopaBiI€HHUs JOKYMEHTAIlMEeW  JOJDKHA
npeaycMarpuBaTh CHEUUATIBHBIE MEpbl Ha KaXJAOM JTale XpaHEHHs,

o0paboOTKM W TMepeaadrd JaHHBIX 10 (apMaKoHAI30py C OOECIEYCHHEM
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0€30MacHOCTH ¥ KOH(UICHIMAIBHOCTH JTaHHBIX. YKa3aHHBIE MEPhI JIOJKHbI
BKJIFOYAaTh B Ce€0sl CTPOroe OTpaHWYEHHE JOCTyna K JaHHBIM, COTJIACHO
KOTOPOMY JIOCTYNl K JIOKYMEHTalluh MW 0a3aM JaHHBIX JIOJDKEH OBbITh
OTPaHUYECH YIOTHOMOUYCHHBIMU JIUIIAMH.

2.8.5. CucrtemMa ynpaBieHus: JOKyMEHTAIMEHN JT0JKHA BKJIIOUATh B ceOst
IpoIecChl  OOecreueHusl 3amuThl UHGOpMAIUU 1o (apMaKOHAI30py OT
NOTEPU U pa3pyIICHHUS.

2.8.6. Cucrtema ympaBieHUs JIOKYMEHTAIUEH N0 KHA OBITh OMUCaHA B

IMOJIMTUKC YIIPABJICHUA I[OKYMGHTaI_[I/IeI;'I.

2.9. JlokymeHTanus CUCTEMbI Ka4eCTBa

2.9.1. Bce nsnemeHTHl, TpEOOBaHUS U TOJIOKEHUSI CHUCTEMBI KauecTBa
JOJIKHBI OBITH TOKYMEHTUPOBAHBI M CUCTEMATHU3UPOBAHBI COOTBETCTBYIOIIUM
o0pa3oM B BHUJE TaKMX PYKOBOJCTB U MPOIEAYpP B MUCbMEHHON (popme, Kak
TJIaH 10 Ka4€CTBY, PYKOBOJACTBO IO Ka4€CTBY M OTUETHI 110 KAYECTBY.

2.9.2.1lnan Mo Ka4vyeCTBY OMNPEACNISECT OCHOBHBIE II€JIM CHUCTEMBI
Ka4eCTBa M IMPOIIECChI, KOTOPHIE OJDKHBI ObITh BHEIPEHBI ISl JOCTHKCHHS
nocTaBlieHHbIX 1ieieil. [Ipomeaypsl 1o KadecTBY MPEACTABISIOT COOOM
OMMCAaHKWE YCTAHOBJIEHHOTO MOPSIAKA BHIIOJHEHUS MPOLIECCOB U MOTYT UMETH
dbopMy CTaHIAPTHBIX ONMEPANMOHHBIX MPOIEAYP U PAOOUUX UHCTPYKLIMU WU
pykoBoacTB.  PykoBOICTBO 1O  KayecTBy  oOmpeaenser  00yacThb
pacrnpoCTpaHEHUs CHUCTEMbI KaueCTBa, MPOLECCHhl CUCTEMbl Kaue€CTBa U HUX
B3aMMOCBs3b. OTYETHI 1O Ka4eCTBY BKJIIOYAIOT B Ce€O0s TMOJy4YEHHBIS
pe3yabTarbl  pabOTBI  CHUCTEMBI JHUOO TOATBEPXKIACHUS  BBITIOTHICMOU
JESITEILHOCTH.

Jlns obecrieueHuns CUCTEMHOIO TOAX0/a MPH IJIAHUPOBAHUU CUCTEMBI

KaucCTBa OpraHu3anus J0JKHA OIIPCACINTD:
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1eIM B 00JIaCTH KauecTBa JJIs OPTaHU3allud B COOTBETCTBUU C OOIIMMU
LEISIMU CUCTEMBbI KayecTBa B CHCTEME (papMaKOHaJ30pa COMIACHO IMYHKTY
2.1.3 nHacrosimux [lpaBun u cnenupuyecKuMu JJisl OTAEIbHBIX CTPYKTYp U
MpOIECCOB IEIsIM B O0JIAaCTH KauyecTBa COMIACHO COOTBETCTBYIOIIUM
paszenam Hacroswux Ilpasui,

METO/Ibl MOHUTOPUHTA 3()PEKTUBHOCTH CUCTEMBI (DapMaKoHaA30pa.

2.9.3. Cuctema KadyecTBa JOJDKHA OBITh OTPaKE€HA B CIEAYIOIIUX
JIOKYMEHTAaX:

JOKYMEHTAIUsl 10 OpPraHU3allMOHHOW CTPYKType U OOS3aHHOCTSIM
NEePCOHAIA;

TIaHbl OOYYEHUS U OTUETHI IO MPOBEACHHOMY OOY4YECHHIO;

WHCTPYKIIUU [0 COOTBETCTBUIO MPOLIECCOB YIIPABIECHUS;

WHCTPYKIIUU MO KPUTHUUECKUM MpolieccaM (apMaKoHa130pa, BKIIFOUAs
oOecrieueHrue HENPEePHIBHOCTU TIPOIECCa; HHCTPYKIIMU TI0 IIpoIleccam,
peanu3yeMbIM B YCJIOBHUSAX UYPE3BbIYAHON CUTyalluM, BKJIIOUYas MPOIIEIYPHI
oOecreueHus: HePEPHIBHOCTHU ACATEIHHOCTH;

WHUKATOPHl BBITIOJHEHUS MPOIECCOB, KOTOPHIC HCIOIB3YIOTCS IS
MOCTOSTHHOTO MOHUTOPUPOBAHMS HAJIJICKAIIETO BBIMOJHEHUS (DYHKIUNA 1O
dhapMakoHa130py;

OTYETHl MO ayAuTy W TOCJIEAYIOUIEMY ayJauTy CHUCTEMbl KadyecTBa,
BKJIFOUAs MOJTYYEHHBIE TaHHBIC U PE3YJIbTaTHI.

2.9.4. JlokymeHTaIus o CUCTEME KauyeCcTBa JOJDKHA TaK)Ke BKJIIOYATh B
ceost:

METOJIbI MOHUTOPUPOBAHUSA JPPEKTUBHOCTH  (PYHKIIMOHUPOBAHHMSI
CUCTEeMbl KayeCTBa W, B YAaCTHOCTH, €€ CIIOCOOHOCTH BBINMOJHEHMS 3ajad
CUCTEMbI KaueCTBa;

MOJIMTHUKY YIPABICHUS JOKYMEHTAIUEH;
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OTYETHI TI0 pe3yJIbTaTaM BBIMOIHEHHBIX MPOLEAYP MO (hapMaKkoHAA30DY,
MOATBEPKAAIOIINE BBIMOJHEHUE IPENYCMOTPEHHBIX 3TAIIOB U JIEVUCTBU;

JOKYMEHTBl W OTYEThl IO CpPEICTBAaM W OOOpYJOBaHMIO, BKIIHOYAS
NpOBepPKY (YHKIIMOHAIBHBIX CBOMCTB, JEATEIBHOCTh MO KBaIU(UKAIUUA U
BAIMIAIMHA, KOTOPbIE  TMOATBEPKAAIOT  BBINOJHEHUE BCEX  CTAJui,
MPEIyCMOTPEHHBIX COOTBETCTBYIOIIMMU TPEOOBAHUSIMHU, MPOTOKOJIIAMHU U
POLE/LYPaMH;

OTYEThI, TOATBEPKIAOIIME KOHTPOJIb HEJOCTATKOB M OTKJIOHEHUH OT
YCTAHOBJIEHHOM CHCTEMBI Kauye€CTBAa, NPUHIATUE TMPEAYNPEAUTEIbHBIX U

KOPPEKTUPYIOUIUX MEPOIPUATUINA, OLIEHKY 3P(PEKTUBHOCTU IPUHATHIX MEP.

2.10. JlononHuTeNbHAs JOKYMEHTALMS 110 CUCTEME KaueCcTBa
JepKaTelisi pEruCTPAMOHHOTO YI0CTOBEPEHUS

B nomomHeHnune k TpeOyeMol IJOKyMEHTAIlMHd II0 CHCTEME KadecTBa
JIepKATEIIb PETUCTPALMOHHOTO YI0CTOBEPEHHUS JOJHKEH JOKYMEHTUPOBATD:

YIIPABIICHUE YEJIOBEUECKUMHU PECYPCaAMU;

00s13aHHOCTH M (PYHKI[MHU MIEPCOHAJIa CUCTEMbI (DapMaKOHAA30Pa;

OPraHHU3alUOHHYIO CTPYKTYpPY, OIPEICTSAIONIYI0 HEePAPXUUYECKYIO
B3aMMOCBSI3b YIPABJISIONIETO M KOHTPOJHUPYIOLIETO IMEPCOHANA; a TaKxKe,
CUCTEMY yIPaBIICHUS PECYPCaMHU;

UHCTPYKITUH TI0 KPUTUUECKUM TTPOIIECCaM;

CUCTEMY yIPAaBJICHUS IOKYMEHTAIMEH.

2.11. JlononHuTENbHASA TOKYMEHTALMS IO CUCTEME
KaueCTBA YIIOJHOMOYEHHBIX OPTraHOB I'OCYIAPCTB-YJICHOB
B nomonmnenume x TpeOyemol MOKYMEHTAIMU IO CHCTEME KadecTBa
YIIOJTHOMOYEHHBIM OpraH TOCyJapcTBa-wieHa JOJKEH JOKYMEHTHUPOBATH

OpPraHU3ALMOHHYIO CTPYKTYpY, pachpeiesieHue 3aJad U OTBETCTBEHHOCTH
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BCEr0 IMEpCOHajla CUCTEMBbI (apMAKOHAA30pa, a TAaKXKe OIPEeNeIUTh
KOHTAKTHBbIE  JIMA@  JJs1  OOeCleYeHHs]  B3aUMOJCHCTBUS  MEXIY
YIIOJIHOMOYEHHBIMH OpraHamu rOCyIapCTB-4JIEHOB, NepKaTeIsIMU
PErUCTPAllMOHHBIX  YIOCTOBEPEHUMM W JIMIAMH, IPEACTABIIOIIMMHU
UH(}OpMAILMIO O pPUCKAaX JIEKAPCTBEHHBIX MPENAapaToOB HNPUMEHUTEIBHO K HX

BJIMSIHUIO Ha 37I0pPOBhE MAIlUEHTOB M 0OIIIECTBRA.

2.12. Kputrudeckue mporiecchl B (papmMakoHaa3ope

2.12.1. Kputuueckue mpoieccsl B (papMakoHa130pe BKIIOUAIOT B CEOS:

HETMPEPHIBHBIA MOHUTOPUHT TPOQuisi 0E30MacHOCTA U COOTHOILICHUS
«T10JIb3a — PUCK» 3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPENAPATOB;

BHEJIPEHHE, PEAIHM3ALMI0 U OLEHKY CHUCTEMbI YIIPABICHHUS PUCKAMHU C
orieHKOH 2(h(PEKTUBHOCTH MEp MUHUMM3AIIUH PUCKA;

npouenypsl  paboThl €  UHAUBUIYAIbHBIMH  COOOILIEHUSMH O
HEXEJaTebHBIX peakuusx: coop, 00pabOTKy, ymOpaBjieHUE, KOHTPOJIb
KayecTBa, TMOJyYEHHE HENOCTAIOIIMX JaHHBIX, TPUCBOCHUE HOMEDA,
KJacCU(PUKAIMIO, BBISBICHHE TOBTOPHBIX  COOOIICHHM, OIEHKY |
CBOEBPEMEHHOE MPE/ICTABICHUE;

yIPaBJICHUE CUTHAJIAMH;

pa3palbOTKy, MOATOTOBKY (BKJIFOUAsl OIIEHKY JIaHHBIX U KOHTPOJb
Ka4ecTBa), MPEACTABICHUE U OIICHKY MEPUOIUUYECCKUX OOHOBIISIEMBIX OTUETOB
110 0€30ITacHOCTH;

BBITIOJTHEHHE O0053aTeNIbCTB M NPEACTABICHUE OTBETOB HA 3allpOCHI
YIOJIHOMOYEHHBIX OPraHOB TOCYIApCTB-WICHOB, BKIJIIOYAsl MPEICTABICHUE B
YIOJIHOMOYEHHBIE OpPTaHbl TOCYIapCTB-YJICHOB TMPABUJIBHOW U MOJHOM
uHdopmaIuy;

oOecreueHne B3aMMOACHCTBUA MEXIY (papMakOHAI30pOM M CHCTEMOM

KOHTPOJIA Ka4CCTBA JICKAPCTBCHHLIX IIPCIIAPATOB;
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WH(POPMHUPOBAHUE YIOJIHOMOYEHHBIX OpPraHOB TOCYHapCTB-UJIECHOB O
Bcex mpoOiemMax 1o Oe30macHOCTH, BKJIIOYas MW3MEHEHUsS B  OICHKE
COOTHOIICHHS «IOJIb3a — PHCK» 3apEeTHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIpernaparos;

UH()OPMUPOBAHUE MEAUUMHCKUX U (hapMaleBTUYECKUX PAOOTHUKOB,
MAIMEHTOB O BCEX M3MEHEHHUSX B OICGHKE COOTHOIICHHUS «I0JIb3a — PHCK»
C 1enplo oOecrieueHuss Oe3omacHOTO H 3G(EKTUBHOTO MPUMEHEHUS
JICKapCTBEHHBIX MPEIapaToB;

oOecrieyeHUE  COOTBETCTBHsSI ~ MHGOPMAIIMM O  JICKAPCTBEHHOM
npemnapare, BKJIHOYash OOIIYH0 XapaKTEPUCTUKY JIEKQpCTBEHHOTO Mpenapara
JUIST  MEAWIIMHCKOTO TPUMEHEHHUS, COBPEMEHHOMY YPOBHIO HAy4YHBIX
MEIUIIMHCKUX 3HAHWM, BKJIOYAs CHENaHHbIE 3aKIIOueHHs 00 OIeHKE U
PEKOMEH/IAIMH YITOJITHOMOUYCHHBIX OPTaHOB TOCY/IapCTB-YJICHOB,;

BBITIOJIHGHHE BCEX TpeOyeMbIX JEUCTBUH B Cilydae W3MEHCHHUS
PETHCTPAIIMOHHOTO  CTaryca 10 TNPUYMHE  TepecMoTpa  Mmpoduis
0€30macHOCTH.

2.12.2. Ilman  oOecreueHns HEMPEPHIBHOCTH MpoIlecca JIOKCH
BKJIIOYATh B CEOs:

oTmpejieNieHre COOBITHH, KOTOpBhIE MOTYT CYIICCTBEHHO IIOBIHUSATH Ha
NEPCOHAJI OpraHWU3allMi B IIEJIOM JIMOO Ha CTPYKTYphl W TPOIECCHI
dbapmakoHa30pa B 4aCTHOCTH;

pe3epBHBIC CUCTEMBI Ha CIy4all HEOOXOIUMOCTH SKCTPEHHOTO OOMEeHa
uHopmarmeri BHYTpPH OpraHM3allid, ¢ JPYTUMH  OpraHU3alHsIMHU,
BBITIOJIHAIOIMMH ~ (QyHKIMM 10  (apMakoHan3opy, C  JAPYrUMH
pa3paboTYMKaMH, JepXKaTelIIMH PETUCTPAIMOHHBIX yIAOCTOBEPCHHU U

YIIOJIJHOMOYCHHBIMHA OpPraHaMi roCcyaapCTB-4JICHOB.
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2.13. KonTposb GyHKIIMOHUPOBAHUS U YPPEKTUBHOCTH
CUCTEMBI (papMaKOHa/[30pa U €€ CUCTEMBI KaueCcTBa

2.13.1. MeToapl KOHTPOJIS AEATEIbHOCTH U A((PEKTUBHOCTH CHCTEMBI
(dapmakoHa130pa JOJIKHBI BKIIIOYAaTh B CEOSI:

0030p W aHaJIW3 CUCTEMbI JIMIIAMU, OTBETCTBEHHBIMU 3a YINPABJICHUE
CHCTEMO;

ayJIUTHI,

KOHTPOJIb COOTBETCTBUS TPEOOBAHUSIM;

WHCIICKITUH;

ONICHKY 3(P(PEKTHBHOCTH MPUHATHIX MEpP MO MHHHUMHU3AINH PHCKa U
oOecrieueHus 6e30macHOro u 3¢PQGEKTUBHOTO MPUMEHEHHUS JIEKapCTBEHHBIX
penaparos.

2.13.2. B nensix BBIIIOJIHEHUS MOHUTOPUHTA B OpPraHU3alUM JOJIKHBI
ObITh 3apaHee ONpEACICHbl HWHIUKATOPBbI, IO KOTOPHIM BBIMOJHSICTCS
HEempepblBHAs OLEHKa A(PQPEKTUBHOCTH (PYHKIIMOHUPOBAHUS  CHUCTEMBI
(dapmakoHa30pa ¢ TOUKH 3peHUs] TPEOOBAHUM KauecTBa.

OddexTuBHOCTS (GYHKIIMOHUPOBAHUS CHUCTEMBI KadecTBa JOJDKHA
pPEryJISIPHO  OIICHUBAThCA  PYKOBOAWTENIEM,  BBIIOJHSIONUM 0030
JOKYMEHTAIlUM CHUCTEMbl KayeCTBa, 4YacTOTa M CTENEHb HWHTEHCHUBHOCTH
KOTOPOTO onpenensiercs npeaBapUTEIbHBIM PUCK-000CHOBAaHHBIM
IJJAHUPOBAaHUEM U pa3padaTbIBa€MbIMU IpOrpaMMaMu 0030pa CHUCTEMBI.
O0630p cuCcTeMBbl Ka4decTBa [OJDKEH BKIIIOYATh OICHKY CTaHIAPTHBIX
ONEPAIMOHHBIX  MPOUEAYp M  pabouux  HMHCTPYKUHM, OTKIOHEHUU
(GYHKIIMOHUPOBAHUS CUCTEMBI OT YCTAHOBJICHHBIX MOKAa3aTesie, OTYETHI MO
aymuTy W WHCIEKTHPOBAHUIO, a TakKe WHIUKATOPhI 3(PQPEKTUBHOCTH
MPOLIECCOB.

2.13.3. AynuT cuCTeMBl KauyeCTBa, OCHOBAHHBIM Ha OIICHKE PHCKA,

AOJDKCH BBIIIOJIHATBHCA PCryJIAApHO 4CPC3 OIPCACICHHBIC HHTCPBAJIbl BPCMCHHU
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C LEJbI0 TOATBEPKACHUS COOTBETCTBHS YCTAHOBJIEHHBIM TPEOOBAHUSAM K
Ka4eCTBY U ornpeaesieHus 3PPeKTUBHOCTU. AYJIUT CUCTEMbI Ka9eCTBa JOJIKEH
BKJIIOYATh ayqUT CUCTEMbl (hapMaKOHa/130pa, MMEIOLIECH WHTETPUPOBAHHYIO
CUCTEMY KayecTBa. PeKOMEHmamuum 10 MEeTOoJaM M MpOoLeccaM ayauTa
BKJIFOUEHBI B pasnen S5 HacroAmux [Ipasui. 1o pesynbsraram kaxaoro ayaura
CUCTEMBbI Kaue€CTBA M MOCIEAYIOWIET0 ay[IuTa JOJDKEH COCTABISITBCA OTYET,
NOJICKAIUA  OLEHKE JMUAMH, OTBETCTBEHHBIMHM 32  OpraHU3alHIo
COOTBETCTBYIOIIMX ayJUPYEMbIX IMpoueccoB. OTYET JOMKEH BKIIOYATh
pe3yabTaTbl ayauTa OpTraHu3aldil WIH JUI, KOTOPBIM JepikKareaem
PErUCTPALIMOHHOTO YIOCTOBEPEHUSI OBUIM JIeJIETUPOBaHbl  (YHKIIMU TI0
dbapmakoHa30py, TMOCKOJIBKY  OHH  SIBIAIOTCS  YacThIO  CHUCTEMBI
dbapmakoHan30pa aepkaremns perucTPallMOHHOTO YA0CTOBEPEHUSI.

ITo pe3yabTaram BBITIOJTHEHUS MOHUTOPHUHTA CUCTEMBI
(dapmMakoHa/30pa U CHUCTEMBI KaueCTBa CUCTEMBI (hapMaKOHaA30pa, BKIKOYAs
pe3yJIbTaThl ayJUTOB, B ClIydyae HEOOXOJIMMOCTH pa3padarhiBaTh U BHEIPATH
KOPPEKTUPYIOLIUE U NPEAYTPEAUTENBHBIE MEPHI.

2.13.4. YNOIHOMOYEHHBIE ~ OpraHbl  TFOCYJapCTB-YJIECHOB  JOJDKHBI
00ecreunTh MOHUTOPHUHT BBIMOJHEHUS JIEPXKATEISIMU PETUCTPAIIMOHHBIX
YAOCTOBEPEHHUI YCTAHOBJIIEHHBIX 3aKOHOJIATEIBCTBOM TOCYAApCTB-YJICHOB
byHkuuit u  obOs3aHHOCTE 1O (apmakoHaazopy. B umcio wmep mo
00ECIEYeHNI0 MOHHUTOPHUHTA BXOAWT BBIMOJHEHWE WHCICKTUPOBAHUS
JiepKareeu PETUCTPALUOHHBIX YIIOCTOBEPEHU I co CTOPOHBI

YHOOJIHOMOUYCHHBIX OPIraHOB roCcyaapCTB-4JICHOB.

2.14. Ob6s13aHHOCTH JepKaTeseil perucTpalioOHHbIX
YAOCTOBEPEHUH 110 (hapMaKOHAA30py

I[ep)KaTe.HI/I PETUCTPATUOHHBIX a0 CTOBCpeHI/Iﬁ SABIIAROTCA

OTBCTCTBCHHBIMU 3a BBIITOJIHCHUC 3aJa4d u 00s13aHHOCTEHN 110
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dbapmakoHa3opy, onpeaensemMbix Hactosummu [IpapunamMu u TpeOOBaHUSIMU
3aKOHOJIaTEIbCTBA  TOCYJApPCTB-WICHOB, C IEJIbI0 TapaHTHUPOBAHHOIO
BBITIOJTHEHHSI 0053aTENIbCTB U MIPUHATHUS IPU HEOOXOIUMOCTH TPeOyeMbIX Mep
no ¢apMakoHaA30py B OTHOIICHHM 3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB. C 93TOil 1ENbI0 JEp)KaTeNd PETUCTPAIMOHHBIX YIOCTOBEPEHHI
JTOJDKHBI oOecneunTh (YyHKIIMOHUPOBAHUWE CHCTEeMBbI (apMakoHaa30pa Ha
TEPPUTOPUU TOCYAApCTB-UJICHOB, BKIIOYas BHEIPEHUE HAJJIeKalle u
3¢ (HEKTUBHON CUCTEMBI Kau€CTBA CUCTEMBI (hapMaKOHA130pa.

[Tpu OTIpeIeTICHHBIX 00CTOATENHCTBAX JepKaTesIMu
PETUCTPAIIMOHHBIX YIOCTOBEPEHUI MOXKET ObITh OPraHU30BAaHO 0oJiee OIHOM
CUCTEMBI (hapMaKOHAI30pa, HAIIPUMEP, B ciaydae (popMUpOBaHUS OTIEIBLHOMN
CUCTEMBI (papMakoHang30pa MJisg OMNPEAEICHHBIX TPYMNN JIEKAPCTBEHHBIX
npernaparoB  (Hampumep, BaKUMH, O€3pelenTypHBIX  JIEKAPCTBEHHBIX
npernaparon).

Onucanue cucteMbl (apmakoHaazopa GopMUPYETCs JepraTeaeM
PErUCTPAllMOHHOTO YIOCTOBEepeHUs: B (opmare mactep-¢aiiiaa CUCTEMBI
dbapmakoHam30opa W TOAAEPKUBACTCS Ha TNPOTSHKEHUU BCEro TEpHoja
JNEHCTBUSL  PETHCTPAIMOHHBIX  YIOCTOBEPEHHH B  OTHOIIEHWH  BCEX
3apErUCTPUPOBAHHBIX JIEKapCTBEHHBIX pernapaTos. Jlepxarenn
PETUCTPAIIMOHHOTO YIOCTOBEPEHHSI TaKKe HECET OTBETCTBEHHOCTh 3a
pa3paboTKy, BBIMOJHEHHWE W TOAJCPKAaHUE CHCTEM YIPABJICHHUS PUCKAMH,
aIaTUPOBAHHBIX MJI1 KaXKIOTO U3 3apEeTHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaTos.

TpeboBanus K CTpyKTypaM M TpolleccaM CUCTEMBbI (apMaKoHAIA30pa
Jep)KaTellss  PETUCTPAIMOHHOTO  YIOCTOBEPEHHUS  OMPEACNAIOTCS B

COOTBETCTBYIOIIUX pa3zzaeiiax Hactosmmx [IpaBu.

2.15. YrmonmHOMOYEHHOE JIUIIO 110 (hapMaKOHA130Py
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2.15.1. lepxarenb ~ perucTpallMOHHOTO  yAOCTOBEPEHHUS  JOJKEH
HA3HAYUThH U UMETh B MOCTOSIHHOM PACHOPSHKEHUN YIOTHOMOYEHHOE JIMIIO 110
dbapMakoHaI30py B rocyaapcTBax-ujieHaX, oOjajaromiee TpeOyemoit
kBaMpukanuenl. Jlep:xkarenb perucTpalOHHBIX YIOCTOBEPEHHI cooOIaeT
GaMUIIMI0 UM KOHTAKTHYH HMHGOpPMALMI OO0 YINOTHOMOYEHHOM JHIE IO
dbapmakoHa30py B YIOJHOMOYEHHBIE OpraHbl TOCyAapcTB-ujieHOB. [lpu
U3MEHEHUM  JIJaHHOW  uH(oOpManuu  Jep)kareilb  PEerucTpPalMOHHBIX
YIOCTOBEPEHU JIOJDKEH He3aMeIMTENbHO, B Cpok He Oonee 30
KaJleHTapHBIX JHEH, MpouH(DOPMUPOBATH  YIOJHOMOYEHHBIE  OpTraHbl
rocyaapCTB-4JICHOB.

2.15.2. O0s13aHHOCTH YIOJIHOMOYEHHOTO JHIla 10 (hapMaKoHAI30py
JIOJDKHBL ~ ONPENCIATHCA  JIOJDKHOCTHOM  MHCTpyKuuen. Hepapxuueckoe
pacmoyiO)KEHUE W B3aUMOJECHCTBUE  YIOJHOMOYEHHOTO  JMIA MO
(dapmMakoHa130py JOJKHO ONPENEHAThCA B OPraHU3alMOHHOM CTPYKType Ha
YPOBHE  YIPABIECHYECKOTO TIEpPCOHANA JEpKaTelsl PErucTPallMOHHOIO
YAOCTOBEPEHHSL.

2.15.3. Uadopmanmst 00 ynmoJHOMOYEHHOM JIMIIE 1O (hapMaKOHAI30py
JOJDKHA OBITh BKJIIOUEHA B MacTep-¢ailn  cuctembl  (papmakoHaazopa
JeprKaTessl peruCTPalluOHHOTO YI0CTOBEPEHUSI.

2.15.4. B kaxno#t cucreme (papMakoHa30pa MOKET OBITh TOJIBKO OAHO
YHIOJHOMOYEHHOE JIMIO MO (apMaKkoOHAA30py. YCIYTd YIOTHOMOYEHHOTO
auna mo (apMakoHAA30Py MOXKET HCIOJIb30BaTh OOJEe OIHOTO JepiKarels
PETHCTPAIIMOHHBIX YIOCTOBEPEHUH B OOMWX WM OTAEIBHBIX CHCTEMax
(dhapMakoHa130pa, WU JIMIIO MOXKET BBIMOJHITH (DYHKIIMH YIIOJTHOMOUYEHHOTO
auna no gapMakoHaa3opy OoJiee 4em Jig OJHOM CHUCTEeMbI (hapMaKoHa130pa
OJTHOTO JEpiKaTessl PEruCTPAIMOHHBIX YIOCTOBEPEHHM IPH YCIOBHH, YTO
YIOJHOMOYEHHOE JUI0 0 (hapMaKOHAA30Py B COCTOSTHUH BBHITIOJNHSATH BCE

CBOM 00s13aHHOCTH. B AOITIOJIHCHHUC K HA3HAYCHHIO YIIOJIHOMOYCHHOIO JIMIIA
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no (apMakoHaI30py YIOJIHOMOUYEHHbIE OPTraHbl rOCYIApCTB-UJICHOB BIIPABE
TpeOOBaTh  Ha3HAUYCHUS  KOHTAKTHOTO JuIla 10  ¢dapMaKoHaI30pY,
MOJYUHEHHOTO YIIOJIHOMOYEHHOMY JHIly 1o (papmakoHan3opy. KoHTakTHOE
JUI0 MOXET  BBIMONHATH  (PYHKIMM  YHNOJTHOMOYEHHOTO JIMIIA IO
dapmakonaazopy. Opranuzaiusi CUCTeMbl (hapMaKoHaI30pa JepKaTes
PErUCTPAIIMOHHOTO YAOCTOBEPEHUS] HA TEPPUTOPUU TOCYIApPCTBA-UICHA
JOJKHA ~ oOecrieunBaTh  BBIMOJHEHHWE TpPeOOBaHUN  3aKOHOAATENbCTBA
rOCYIapCTB-WICHOB MO (hapMaKOHAA30py U MEXIyHApOAHBIX JOTOBOPOB U
aKkToB, cocrapisomux npaBo Coro3a, >(PPEeKTUBHOE B3aUMOJICUCTBUE C
YIOJIHOMOUYEHHBIM OpPTaHOM TOCYJapCTBa-WwieHAa M OTCYTCTBUE MPEMSTCTBUIN
B cOOpe W TIPEACTaBICHUM CBEICHUI O BBIABICHHBIX HEXKEIaTeIbHBIX
peaKIusixX Ha TEPPUTOPUU TOCYIaPCTBA-UICHA.

2.15.5. Jlepkaresp perucTpaMOHHOIO YIOCTOBEPEHUS MPEIOCTABISAET
YIOJIHOMOUYEHHOMY JIUITy TI0 (hapMaKOHaA30py AOCTATOYHBIC MOTHOMOUUS 110
YOPaBIEHUIO JEATENBHOCTHIO MO (PapMaKkoHaI30py M CHUCTEMOM KayecTBa.
Hepxatenb PErUCTPALMOHHOTO YAOCTOBEPEHHUS MPEeI0CTaBISET
YHIOJHOMOYEHHOMY JHUIly MO (apMakoHAA30py JMAOCTyNl K MacTep-danimy
cucteMmbl (hapMaKoHAA30pa, a TaKKE COOTBETCTBYIOIIME MOJHOMOYHS |
o0OecreynBaeT MoJy4eHue MHPOPMALMKU O JIIOOBIX M3MEHEHUSX B MacTep-
daiinie cuctembl ¢dapmakoHaa3opa. IlomHoMOuUMSs, KacarolUecss CUCTEMBI
dbapmakonam3opa u Mmactep-(aitia cucteMbl (papMakoHaI30pa, TOJHKHBI
MO3BOJISATh  YINOJHOMOYEHHOMY JIMIy TI0 (apMakoHaI30py BHOCHUTH
U3MEHEHUsS B CUCTEMY, TUTAHBI YNPABJICHUS PUCKAMHU, 4 TAKXKE B IMOATOTOBKY
pPETYIUPYIONUX JCHCTBUH B OTBET HAa YPE3BBIYAWHBIE CHTYAIlMH II0
U3MEHEHUIO PO st 6€30MaCHOCTH.

2.15.6. [lepxarenib pPErucTPaliMOHHOIO YAOCTOBEPEHHUsI 00eCreyruBacT
HAJIMYUE BCEX CHUCTEM U MPOLIECCOB, MO3BOJISIIONINX YITOJTHOMOYCHHOMY JIUILY

1o hapMaKoHa130py BHITIOIHATH BO3JIOKEHHBIC HAa HETO 00s13aHHOCTH. C 3TOU
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HEeNbI0  JIepXKaTeslb PErUCTPAMOHHOTO  YIOCTOBEpPEHUs pa3pabdarbIBacT
MEXaHU3MbI, TPU TMOMOIIM KOTOPBIX  YIOJHOMOYEHHOE JIMII0 MO
dapmMakoHaA30py HMMEET JOCTYyN KO BCEM JaHHBIM, KOTOPbIE €MY MOTYT
noTpeOOBaTHCS U MOJTYYaeT BCIO HEOOXOAUMYIO HH(POPMAIIUIO, HAIIPUMED:

O YPE3BBIYANHBIX CUTYAlMSIX [0 U3MEHEHUsM Mpoduiiss 0€30MacHOCTH
u Apyras nHGopMaIis B OTHOIIEHUH OLIEHKU COOTHOIICHUS «I0JIb3a — PUCK»
JICKapCTBEHHBIX TMPEMapaToB, HA KOTOPHIE PACHPOCTPAHAETCS CHUCTEMa
dbapMakoHa130pa;

O TPOJIOJKAIOIINXCS U 3aKOHYUBIIUXCA KIMHUYECKUX HCCIIETOBAHUAX
U TIPOYMX MCCIENOBAHUAX, O KOTOPBIX 3HAET JIep)KaTelb PErUCTPAIIIOHHOTO
YAOCTOBEPEHHUSI M KOTOpPblE MOTYT HMMETh OTHOILIEHHWE K O€30MacCHOCTH
JIEKapCTBEHHBIX MPENapaToB;

U3  HMHBIX  HCTOYHUKOB,  KPOME€  HCTOYHHKOB  JIepiKaress
PETUCTPAIIMOHHOTO YIAOCTOBEPEHHMsI, HANpUMEp, MCTOYHUKOB, C KOTOPHIMHU
JepKaTellb  PETUCTPAIIMOHHOTO  YIOCTOBEPEHUS HMEET KOHTPAKTHBIE
JIOTOBOPEHHOCTH;

0 mpoueaypax ¢papMakoHaa30pa, KOTOpbIE pa3padarhiBaeT JeprKareib
PETUCTPAIIMOHHOTO  YIOCTOBEPEHUS Ha KaXKIOM YPOBHE C  IENbIO
oOecrieyeHus COMIaCOBAaHHOCTU M COOJIOACHUS TpeOOBaHUM B IMpejaesiax
OpraHu3aIiy.

2.15.7. YmonHOMOUE€HHOE M0 1O (apMakoHAA30py MOTydaeT
UH(GOPMALIMIO OT PYKOBOSIIETO IEpPCOHANa O pEe3yJlbTaTax MOCTOSHHBIX
0030pOB CHCTEMBbI KauecTBa W TMPEANPHUHATHIX Mepax, JMHaHHbIE O
COOTBETCTBUU  TPEOOBaHUSAM,  IUIAHUPYEMBIM  ayJuTaM  CHCTEMBI
dapmakoHaa30pa. YIOIHOMOYEHHOE JIMIIO 10 (QapMakoHAI30py HUMEET
MOJTHOMOYHSI MHULIMUPOBATh aydUT B Cly4yae He0OXomuMocTu. PykoBonsmuit
NEpPCOHAN MPEJOCTABISIET YMOIHOMOUYEHHOMY JHUIy 10 (apMakoHAA30py

KOIUID IUIAHA KOPPEKTHUPYIOIMX W NPEAYNPEAUTEIbHBIX MEPOIPUITUN
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MoCJe KaXJA0ro aylauTa, 4ToObl YIOJIHOMOYEHHOE JHIO0 10 (hapMaKkoHAA30py
MOIJIO YOEIWUThCS B TMPUHSITHH COOTBETCTBYIOIIMX KOPPEKTUPYIOIIMX
MEPONPUATHM.

2.15.8. Jlepkarenb perucTpaliiOHHOTO YAOCTOBEPEHUs O0eCreurnBacT
BO3MOXXHOCTh TIOJIy4eHHS HWH(OpMAIMK  YIIOJIHOMOYCHHOMY JIMITYy IIO
dbapmakoHan30py U3 0a3bl TaHHBIX HEXKENATEIbHBIX PEaKIUid, UMEIOIICHCS B
€ro pacrnopsbkeHHM, B JIF000€ BpeMs B CiIydyae HEOOXOAUMOCTH
HE3aMEUINTEILHOTO OTBETAa HAa SKCTPEHHBIA 3allpoC  YIOJIHOMOYEHHOTO
oprana. Jlep»areieM pErUCTPAIMIOHHOTO YIOCTOBEPEHUS JIOJDKHBI OBITH
NPEANPUHATEl  COOTBETCTBYIOIIME  OPTaHHW3AIMOHHBIE  MEPOIPHUSATHS,
MO3BOJISIONIME YIIOTHOMOYEHHOE JIUIO 1O (hapMaKOHAA30py UMETh JAOCTYI K
0a3e JaHHBIX HEXKENaTeNbHBIX PEeaKIuii, B TOM YHclie, B Hepabodee Bpemsi.

2.15.9. Jlepkarenb perucTpaliiOHHOTO YAOCTOBEPEHHUSI O0ECeUUBAET
UHQOPMUPOBAHME  YIOJHOMOYEHHOTO  JUIa 1o  (apMakoHaI30py
OTHOCHUTEJIbHO HaMEpPEeHWH TI0 BKIIOYEHHUIO B HMCIONIUHCA TepeYeHb
JOTIOTHUTEIBHBIX JICKAPCTBEHHBIX MPEMAPATOB MyTEM MPUOOPETEHUS IPYTOM
KOMIIaHUU JTUO0 OTAEIbHBIX JICKAPCTBEHHBIX MPEMAapaToB APYTOTO JAepiKaTess
PETUCTPAIIMOHHBIX  YIOCTOBEPEHHH.  YIOJIHOMOYEHHOE  JIUI0 IO
(dapMaKkoHAI30py BBITIONHSAET OIEHKY BO3MOXKHOTO BIIMSHUS BKJIIOYCHUS
HOBBIX  JICKAPCTBEHHBIX  IIpemaparoB Ha  JICUCTBYIOIIYIO  CHCTEMY
dbapmakoHam3opa, o0OeCreurBacT HEOOXOAMMYIO aJanTalldi0 CHUCTEMBI
dbapmakoHan3opa, a TaKXkKe OmIpenenseT mAaHHbIe M0 (papMakoHAI30DY,
KOTOpPBbIC  JOJKHBI ~ OBITh  MPEIOCTaBICHBI  MPEKHUM  JepiKareiaem
PETUCTPAIIMOHHOTO YIOCTOBEPEHHUSI M CPOKH MpemocTapieHus. Jlepxarenn
PETUCTPAIIMOHHOTO  YIOCTOBEpeHUs:  obecriednBaeT  MHPOPMUPOBAHUE
YIOJHOMOYEHHOTO JHIa M0 (papMakoHAI30py OTHOCHUTEIBHO KOHTPAKTHBIX
00513aTeNTbCTB CTOPOH B YaCTH JESITEIBHOCTH MO (hapMaKOHAA30py U 0OMEHy

JaHHBIMHU 110 6e3OHaCHOCTI/I, a4 TaKKC HaACIACT Cro IIpaBOM BHCCCHHA
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W3MEHEHHS! B JJAHHOW YacTU KOHTPAKTHBIX 00s3aTeNbCTB. YIOJIHOMOUYEHHOE
oo no  (papMakoHaA3zopy HHGOPMHUPYET JAepKaTeis PEerucTparmoHHOTO
YAOCTOBEPEHHsI B Clydae HEOOXOIMMOCTH peah3aluu JTONOJIHUTEIbHBIX
YCIIOBHM C LENbI0 00ECIIEUeHUs HaJIEKAILEr0 BBIIOJHEHUS 0053aTeIbCTB 110
(dbapMakoHa/30py B OTHOIICHWM JaHHBIX JICKAPCTBEHHBIX Mpenaparos,
BO3MO)XHOCTh BBITIOJTHEHUSI JaHHBIX 00S3aTeNbCTB MO (hapMaKkOHAA30PY
JOJKHA IPUHUMATHCSI BO BHUMAHUE MIPU IPUHATHHU PELIEHUS U ONPEICTICHUN
KOHTPAKTHBIX 00s13aTE€ILCTB CTOPOH.

2.15.10. [lep>karenp perucTpalluOHHOTO YIOCTOBEPEHUSI 00ECIIeUnBaEeT
UH)OPMUPOBAHUE  YNMOJHOMOYEHHOro  JiMa 1o  (papMakoHaA30py
OTHOCUTEIBbHO WMEIOUIErOCsi HAMEPEHHSI YCTAHOBJICHHS COTPYIHHYECTBA C
JIPYTUM JIEPHKATEIEM PETHUCTPALMOHHOIO YIOCTOBEPEHHMS, OpraHu3aluen
00 (PU3MYECKUM JIUIIOM, KOTOPOE MOMKET MPSIMO WJIM KOCBEHHO OKa3aTh
BIUSHUE Ha CHUCTeMYy (apMaKoHaJ30pa, 10 3aKIIOYEHUS KOHTPAKTHBIX
JIOTOBOPEHHOCTEH B CPOK JIOCTATOUYHBIN JJIS BHIMOJHEHUS YTIOJTHOMOYEHHBIM
JUIOM  TI0  (papMakoHAJ30py OICHKA BO3MOXKHOTO BIHSHHUS JTaHHOTO
COTPY/IHHYECTBA Ha CUCTEMY dbapmakonaazopa. Hepxarenb
PETUCTPALMOHHOTO YAOCTOBEPEHUSI HANEIAET YIOJIHOMOYEHHOE JIMIO 10
(dhapMakoHa130py MOJTHOMOYHUSMH HAa BHECEHHE MTPEIJIOKEHUN U U3MEHEHUH B
YaCTH KOHTPAKTHBIX O00S3aTeNIbCTB, HUMEIOIIMX OTHOIICHUE K CHUCTEME

dbapmakonaazopa.

2.16. KBanuduxkarus, ynoJTHOMOYEHHOTO JIUIA
1o (hapMaKoHa130py
2.16.1. YrionHOMOUYEHHOE JIMLO MO (PapMaKoHAI30py AOHKHO HMETh
COOTBETCTBYIOILIUE  TEOPETUYECKHME W  MPAKTUYECKHE  3HAHMUS IO
OCYLIECTBJICHUIO JEATEIbHOCTH MO (dapMakoHAA30py. YIOJIHOMOUYEHHOE

JUI0 TI0 (papMaKOHAI30Py JOJKHO WMETh HaBBIKH YIIPABJICHUS CHUCTEMaMU



48

dbapmakoHai30pa, a TaKKe MPOBENCHMS SKCIEPTU3bl WIM UMETh JOCTYI K
IMPOBEICHUIO  DKCIEPTU3bl B TaKUX  OONacTAX, KaKk  MEIUIMHA,
¢apmalieBTUYECKHE HAyKH, a TAKXKE SMHUIEMUOJIOTHS U OMOCTaTUCTHUKA.
2.16.2. Jlepxkarenbp  PETMCTPAMOHHOIO  yAOCTOBEPEHUS IMPOBOAUT
oOydeHHEe YMNOJHOMOYEHHOTO JiMIla Mo (apmMakoHAA30py B OOJacTH CBOEH
CUCTEMBI (papMaKoHaJ30pa Mepel TeM, KaK YIOJIHOMOYEHHOE JHI0 IO
dbapmakoHa130py 3aiiMET JOJKHOCTH YIMOJIHOMOYEHHOTO Jynia. OOydeHue u

€ro PE3yJIbTaThl JOJIKHBI HaJIeKaIIUM 00pa3oM JOKYMEHTUPOBATHCS.

2.17. @yHKIMY IU1A, YIOJIHOMOYEHHOTO
no gapmakoHaazopy B Coroze

2.17.1. YrionHOMOUYEHHbIE JUI0 TI0  (apMaKOHAA30py  SABISETCS
(bU3UYECKUM JIULIOM.

2.17.2. YrionHOMOUYEHHbIE JUI0 TO0 (apMaKOHAA30Py, Ha3HAYCHHOE
JEp>KaTeJeM  PErCTPALMOHHBIX  YAOCTOBEPEHUW,  JOJDKHO  UMETh
KBAIM(UKALIUIO B COOTBETCTBUU € IMMyHKTOM 2.16 HacTosamux [IpaBun u ObITh
B MOCTOSIHHOM pacnopsHKeHUH JepKarens PETUCTPALIMOHHBIX
YAOCTOBEPEHHUM. YMOIHOMOUYEHHOE JHIO M0 (HapMaKoHAA30py JOJKHO
OpoXKUBaTb M paboTaTh B OAHOM U3 TOCYIapCTB-wieHOB. Jlepxarenem
PErUCTPALIMOHHOTO YAOCTOBEPEHMS] JOKHO OBITh 00ECHEYeHO Halnuue
pPE3epBHOTO  COMIAIIEHUsT  HAa  cllydail ~ BPEMEHHOIO  OTCYTCTBUS
YHOJHOMOYEHHOTO JHIla Mo (apMakoHaA30py C ONpeeieHUuEM JIMLa,
BBITMIOJIHSIOUIETO OO0S3aHHOCTH YHOJHOMOUYEHHOTO JIMIA 10 (hapMaKkoHaI30py
OpU €ro OTCYTCTBUHU. JlepxaTeiieM perucTpalluoOHHOIO YIOCTOBEPEHHUS
JOJIKHA OBITH 0OecTieueHa BO3MOKHOCTD BBIMIOJHEHHUS JIUIIOM, 3aMeNIatoluM
YIOJHOMOYEHHbIE  JIMIIO 1o  (apMakoHaA30py, oOOs3aHHOCTEH MO
dbapmakoHaI30py, a TakKe JOCTYIMHOCTb JAHHOTO JIMIA MPU UCIIOJIb30BAaHUU

KOHTaKTHBIX JJAHHBIX YIIOJITHOMOYEHHOTO JIUIIA 10 (hapMaKOHA130DYy.
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VYoIHOMOYEHHOE JIUIIO TO (apMaKOHAA30py OTBEYAET 3a CO3JAaHUE U
(GyHKIIMOHUPOBAHUE CHUCTEMBI dhapmakoHa30pa nepIKaTens
PErUCTPALIMOHHBIX YAOCTOBEPEHUN U, CJIENOBATEIIbHO, MMEET J10CTaTOYHO
MOJIHOMOYUHM JJIsl OKa3aHUs BJIMSHUSI HA OCYIIECTBICHUE JCSATEILHOCTH IO
dbapMakoHaI30py M CHUCTEMY KauecTBa CHUCTEeMbl (hapMakoHaa30pa,
COJICHCTBHE, COOMIONICHUE U TIOBBIIICHUE YPOBHS COOJIOACHUS TPeOOBaHUMN
3aKOHOJIaTeIhCTBA FOCYAPCTB-WICHOB, MEXIYHAPOIHBIX IOTOBOPOB U aKTOB,
cocTapistomux npaBo Coro3a. YHNOJTHOMOYEHHOE JIUIO MO (papMakoHaA30py
JOJDKHO 007a71aTh TOJHOMOYHSMH M OTBETCTBEHHOCTHIO B OTHOIICHUU
Mactep-(aitna cucrembl (apMakoHaa3opa ¢ TeM, 4TOObl oOecrneuuBaTh U
MOBBIIIATH YPOBEHb COOMIOICHUS TPEOOBAaHUM 3aKOHOAATEIHCTBA TOCYIAPCTB-
YJICHOB, MEKyHApOAHBIX JOTOBOPOB M aKTOB, COCTaBIst0MUX mpaBo Coro3a.

2.17.3.B OTHOWIEHHHM JEKAPCTBEHHBIX IIPENApaToB, HAa KOTOPBIE
pacrpocTpansieTcsa cucteMa (papmakoHaa3zopa JAepiKarelisi perucTpalioOHHbIX
yAOCTOBEPEHHUM, YMNOJHOMOYEHHOE JIMIO 1O (papMakoHAA30py HMEET
clenyroIme 00s13aHHOCTH:

BBITIOJIHATh ~ 0030p  mpoduieii  0e30MacHOCTH  JIEKaPCTBEHHBIX
MpernapaToB U BBIABIISIEMBIX MPOOJIEM MO OE30M1aCHOCTH;

BJIAJIETh TMOJHOW HWH(poOpMaIued 00 YCIOBUSX U OO0S3aHHOCTSX,
YCTAHOBJICHHBIX TIPH BBIJIaY€ PETHUCTPAIIMOHHBIX YIOCTOBEPEHUN, U JPYTHX
00s13aTeNbCTBAX, UMEIONINX OTHOIIECHUE K 0€30MacHOCTH WM 0e30macHOMY
MPUMEHEHUIO JICKAPCTBEHHBIX MPENaparos;

BJIAJICTh MOJTHOM MH(OpMaIMel 0 Mepax MUHUMU3AIUU PUCKOB;

IpUHUMATh y9acTHE B OICHKE © YTBEPKICHHH IIPOTOKOJIOB
MOCTPETUCTPAIIMOHHBIX UCCIIEIOBAHUI O€30MTaCHOCTH;

BJIQJCTh  MOJHOM  wWHPOpPMAIMEH O  MOCTPETHCTPAIMOHHBIX

HCCJICAOBaHUAX 11O 0e30ImacHo CTH, IPOBCACHHC KOTOPbLIX HA3HAYCHO
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YIOJHOMOYEHHBIM OPTraHOM TOCYJapCTB-WICHOB, BKIIIOUAsl Pe3yJIbTaThl TAKUX
HCCIIEI0OBaHUM;

JIOTIOJIHSITH TIJIAHbI YIIPABICHUS PUCKAMU;

o0OecrieuynuBaTh  BBINOJIHEHHE (PYHKIUMH 10 (apMakoHaI30py H
NPEACTABIATh BCE JIOKYMEHTBI, UMEIOIIME OTHOIICHUE K (hapMaKOHA30pYy,
COTJIaCHO TpeOOBaHUSIM 3aKOHO/IaTEhCTBA roCyJapCTB-YJICHOB,
MEXIYHAPOAHBIX JIOTOBOPOB U aKTOB, COCTaBJIsIoMUX paBo Coro3a;

obOecrnieurBaTh HEOOXOIMMOE Ka4eCTBO, BKIIFOUAsi TOYHOCTh U TMOJIHOTY,
JAHHBIX TI0 (hapMaKOHA/130PY, MPEACTABISAEMbIX B YIIOJHOMOUYEHHBIE OpraHbl
roCy/1apCTB-4JICHOB;

NPEACTABIATh IIOJHBIE KM CBOEBPEMEHHBIE OTBETHI Ha 3alpPOCHI
YIOJIHOMOYEHHBIX  OPraHOB  TOCYIApCTB-WICHOB O  MPEACTABICHUH
JOTIOJIHUTEILHON MH(POpMAIUU, HEOOXOIUMOM /JIsl OLICHKH TOJIb3bl U PUCKA
JIEKapCTBEHHBIX MIPENapaToB;

MPEACTABIATH JIIOOYI0 MHPOPMAIUIO, UMEIOIIYI0 OTHOIIEHUE K OI[CHKE
COOTHOILIEHHS «I0JIb3a — PUCK», B YINOJHOMOUYEHHBIE OPraHbl rOCYJapCTB-
YJICHOB;

OKa3bIBaTh MOMOIIb B TIOJITOTOBKE PETYJISITOPHBIX MEP MPHU BHISIBICHUU
npoOieM mo Oe30MmacHOCTH (HalmpuMep, U3MEHEHHUS B PEKOMEHAALMSIX IO
MEIUIIMHCKOMY TPUMEHEHHIO, CPOYHbIC OTPAHUYCHUSI U  JIOBEJCHUE
uH(dOpMAaIUH 0 MAIUEHTOB U METUIIMHCKUX PAa0OOTHUKOB);

(GYHKIIMOHUPOBATh B KAue€CTBE €IWHOTO KOHTAKTHOTO JIMIA TIO
dbapMakoHa30py Uil YIOJHOMOYEHHBIX OPraHOB TOCYJapCTB-UJICHOB, a
TaKXe B Ka4€CTBE KOHTAKTHOTO JIMIIA JUIsl MHCIIEKIIUNA 110 (hapMaKOHa130py C
obecrnieueHueM 24-4acoBoro JA0CTyTIa.

2.17.4. YNOIHOMOYEHHOE JIUIO0 MO0 (apMaKOHAJ30py OCYIIECTBISET
KOHTPOJIb (DYHKIIMOHUPOBAHUS BCEX AaCIEKTOB CHCTEMBI (hapMaKOHAA30pa,

BKJIIOYAsi €€ CHCTEMYy KauecTBa (HampuMep, CTaHJapTHBIE OlepallOHHbIE
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IPOLIETypbl, KOHTPAKTHBIE JIOTOBOPEHHOCTH, OIEpaluu Mo 0a3e JaHHBIX,
BBITIOJTHEHHE TPeOOBaHUN CHCTEMBbI KadecTBa, COOIOACHHUE TPEeOOBaHHM K
OPEICTAaBICHUIO JIaHHBIX B 4YacTH IIOJIHOTBI U  CBOEBPEMEHHOCTH,
IPEICTABICHUIO TIEPUOANYECKIX OOHOBISIEMBIX OTYETOB MO OE30MACHOCTH,
OTYETOB 00 ayauTax W IO OOy4YeHUIO MepcoHajia no QapmakoHaA30pYy).
YrolHOMOYEGHHOE JIMII0O 10  (apMakoHaA30py JOJDKHO — paclosiararh
uHdopmalmen 0 BaTMJAIMOHHOM CTaTyce 0a3bl JaHHBIX HEKEIaTeIbHBIX
peakiuii Ha JIEKapCTBEHHBIE MpenapaThl, BKIIOYAsi BCE BBISBICHHBIE B XOJIE
BaJUAAIIMU HEIOYEThl M MPEANPHHATHIC KOPPEKTHPYIONINE JICHCTBUA.
VYomHOMOYEHHOE JIUIIO TI0 (hapMakoHAI30py TaKXKE JIOJDKHO pacrojiararh
uHdopmalmen O BCeX CYIIECTBEHHBIX M3MEHEHUAX, BHECEHHBIX B 0azy
JAHHBIX (HAMpUMEp, W3MEHEHUs, KOTOphle MOTYT OKa3aTh BIHMSHUE Ha
JEATEIbHOCTD 10 (hapMaKOHA130PY).

VYoMTHOMOYEHHOE JHUI0 MO (PapMakoOHAI30py MOXKET JIeJIeTUpOoBaTh
BBITIOJIHEHHUE CTieU(PUUEeCKUX 3alaHuil MO/ CBOMM HAOIONCHHUEM JIUIaM C
COOTBETCTBYIOIIEH KBTI (PUKAIINEH u oOydeHuem, HarpuMmep,
OCYIIECTBJIICHUE JI€ATEIbHOCTH B KayeCTBE SKCIEPTOB MO O€30MacHOCTH
ONpENENEHHBIX  JIGKAPCTBEHHBIX  MpENaparoB, TMPU  YCIOBHM,  YTO
YIOJIHOMOUYEHHOE JIUIO M0 (papMakoHaI30py OyIET OCYyIIEeCTBISATh KOHTPOIb
(YHKUMOHUPOBaHUSI BCeW cuUCTeMbl W mpoduiieid 06e30macHOCTH  BCEX
JIEKapCTBEHHBIX MpenaparoB. Takoe AeIernpoBaHUE BBIMOTHAEMbIX (QYHKITAN

JOJDKHO OBITh HaJIJIEkKAITAM 00pa3oM JOKYMEHTHPOBAHO.

2.18. Cnenuduyeckue mporecchbl CUCTEMbI KaueCTBa
y JeprKaresied perucTpaliMoOHHbIX YI0CTOBEPEHUIN

2.18.1. lepkarenb perucTpallMiOHHBIX YIOCTOBEPEHHUI pa3paldaThiBacT

AOITIOJIHUTCIIBHBIC CIICHUAJIbHBIC IIPOUCCCHI CUCTCMbI KQYCCTBA C LICJIbIO:
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MPEICTABICHUS JAHHBIX O HEXENaTeIbHBIX PEAKIUAX B 0a3bl JaHHBIX
rocyapcTB-wieHoB U Coro3a B CpPOKH, YCTAHOBIIEHHBIE 3aKOHO/IATEIbCTBOM
roCcyJapCcTB-4wICHOB,  MEXKIyHapOAHbIMM  JOTOBOpaMHU M aKTaMH,
cocrapisromumu rpaso Corosa;

MOHUTOpPUHIA HCIOJb3yEMOW TEPMUHOJIOTUHU, BBIIIOJHIEMOTIO Ha
CHUCTEMAaTUYECKOM JTMOO peryasipHOi OCHOBE;

COXpaHEHUs! TOKYMEHTOB MacTep-daiiia cuctemsl hapMakoHaaA30pa 10
T€X MOp, MOKa CYIIECTBYET CUCTEMA, ONKCAHHAs B MacTep-(Qaiiie CUCTEMbI
(dapmakoHan30pa, U B TEUEHHE HE MEHEe 5 JeT MOoCie MNpeKpalleHus ee
CYILECTBOBAHMUS;

COXpaHEHHUsI JaHHBIX O (HapMaKOHAA30Py U JTOKYMEHTOB, MUMEIOIIUX
OTHOILIEHUE K 3apErUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpENapaTaM B TEUEHUE
He MeHee 10 ner mnocne mnpekpamieHus ACUCTBUS YIOCTOBEPEHUU O
rOCy1apCTBEHHOW PETUCTPALIUH;

OOHOBJNIEHUsI MH(OpPMALMK O JIEKAPCTBEHHBIX IMpernaparax COMIACHO
MOCJICIHUM HAay4YHBIM 3HAHUAM, BKJFOYasi OIEHKY Tpoduisi 6€30macHOCTH U
COOTHOILIEHHE «I10JIb3a — PUCK», & TAK)KE PEKOMEHIAIUSAM, Pa3MEILIEHHbIM Ha
caliTax YNOJHOMOYEHHBIX OPraHOB TOCYIapCTB-YJIECHOB B MH(OPMAIMOHHO-
TEJICKOMMYHUKAIMOHHOU ceTu «MuTepHer». C 3TOM LENBIO JepiKaTEellb
PETHCTPALIMOHHBIX  yAOCTOBEPEHUU  TMOCTOSHHO  TPOBEPSIET  CaiThl
YIOJIHOMOYEHHBIX OpraHoB rOCy/1apCTB-4JICHOB Ha HaJlnyue
COOTBETCTBYIOIIMX W3MEHEHHH B OILIEHKE MpoQuis Oe30MacHOCTH WU
COOTHOIIIEHUS «II0JIb3a — PUCK», BKJIIOYAsi U3BMEHEHUS! B PEKOMEHJALUAX T10
MEAUIMHCKOMY MPUMEHEHHIO U MHBIE MEPhI PETYIATOPHOIO XapaKTepa.

2.18.2. B Teyenue mnepuoma XpaHEHUs JOKYMEHTAIMU Jep>KaTeiau
PErUCTPALIMOHHBIX YIOCTOBEPEHUN OOECIIEYMBAOT BOCCTAaHABIMBAEMOCTD

JOKYMCHTOB.
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2.18.3. JIokyMEHTbl MOXXHO XpaHWUTh B JJICKTPOHHOM (dopmare Tpu
YCIIOBUM HaJJIeKAalllel BaMJallMU AJIEKTPOHHONU CUCTEMBI U CYII€CTBOBAHUS
JIOTOBOPEHHOCTEH MO  3alllUTe€ CHUCTEMbl, JOCTYy H© PE3EPBHOMY
KONIMPOBAaHUIO JaHHBIX. B ciydae mepeBojia JOKYMEHTOB W3 OyMa)KHOTO
dopmara B DIIEKTPOHHBIM NPOLIECC IMEPEBOAA JOJKEH TapaHTUPOBATh
COXpaHEHHE BceW mMH(OpManuu B OpUTrMHAIBHOM dopmare U oOecriedeHue
COXpPaHEHUS YWUTAEMOCTH Ha TMPOTSHKEHHM BCEr0 BPEMEHU XPaHEHHUS
CpeICTBAaMHU, UCTIOIb3YEMbIMU JIJISI XPAHCHUSI.

2.18.4.B cnydae momIomieHUs JpYrol opraHuzainueir OusHeca
JepKaTeNsi PEruCTPAlMOHHBIX YIOCTOBEPEHUM BCE JIOKYMEHTBI JIOJKHBI

OBITh MEepeIaHbl U COXPAHEHBI B TIOJTHOM O0OBhEME.

2.19. TpeGoBaHus K cucTeMe Ka4ecTBa MPHU JEICTUPOBAHUHN
JepKaTeseM PeruCTPAMOHHBIX YI0CTOBEPEHUH BBITIOTHIEMBIX
byHkuui no papmMakoHaa30py

2.19.1. [lepxarenb  pEerMCTPAlIMOHHOIO  YIOCTOBEPEHHUS  MOXKET
JIeNIeTUPOBaTh BCE WJIM YacTh CBOMX 3ajad 10 (papMakoHAI30py, BKIIIOYAs
GYyHKOMK ~ YIOJHOMOYEHHOTO Jima 1o  (apMakoHaA3o0py, JAPYrou
OpraHU3alMH WIH JUIY (€CITU K TAKOMY JIMIY MOTYT ObITh IPUMEHEHBI TaKUE
ke TpeOoBaHMs, Kak K opraHusamuu). [Ipr 3TOM OTBETCTBEHHOCTH 3a
BBITIOJTHEHHE 3a7ad W OOSI3aHHOCTEH MO (apMakoHAI30py, OOecredeHue
Ka4ecTBa M IIEJIOCTHOCTh CHCTEMBI (hapMakoHaA30pa HECET IepiKareib
PErUCTPAIIMIOHHOTO yIO0CTOBEPEHHUSI.

2.19.2.B ciydae pAenerupoBaHUs  ONPEACICHHBIX  3aJad IO
dbapmMakoHaI30py JeprKaTrelieM PETHCTPAIMOHHOTO YIOCTOBEPEHUS APYToi
OpraHW3alMKM  Jep)Karelb  PETUCTPAIMOHHOTO  yIAOCTOBEPECHHSI  HECET
OTBETCTBEHHOCTh 3a TIpUMeHeHHe JS(PPEKTUBHOW CHCTEMBbI KauecTBa

WCIIOJIHCHMSI JIAaHHBIX 3amad. TpeOoBaHus K cucteMe (hapmMakoHAA30pa,
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onpeeNsieMble  HaJUIeKalled  MNpakTUKoM  (apMakoHaa30pa,  TakxkKe
MPUMEHSIOTCS K IPYrOil OpraHu3alny, KOTOPOU JI€IErMPOBAHbI 33/1a4H.
2.19.3. [Ipu nenerupoBaHuU 3a4ad APYrol OpPraHU3alMU JIEP>KaTelb
PETHCTPALIMOHHOTO YAOCTOBEPEHHUsI OOECIeYrBaeT NOAPOOHOE, YETKOE U
NOCTOSIHHO OOHOBJISIEMOE JOKYMEHTaJbHOE O(OpPMIICHHE KOHTPAKTHBIX
JIOTOBOPEHHOCTEN MEXAY JIEPHKATEIEM PETHUCTPALUOHHOIO YIOCTOBEPEHUS U
JIPYrOov OpraHU3aIMEN C ONMMCAHUEM JOTOBOPEHHOCTEM IO JICJIErUPOBAHHBIM
3aJla4aM ¥ OTBETCTBEHHOCTH KaxXJ0W U3 CTOpOH. OnrcaHue JelerupoBaHHON
NEATeIbHOCTH U (WJIM) YCIYr JOJDKHO OBITh BKJIIOUEHO B MacTep-(Qaii
CUCTEMBI  (papMakoOHa/I30pa C  BKJIIOYEHUEM  CIIHCKAa  KOHTPAKTHBIX
OpraHu3aluii B MpUIoKeHUE MacTep-¢aina. Jlpyras opraHuzamusi MOMXKET
NOJIBEprarbCsi ~ MHCIIEKTUPOBAHMID HAa  COOTBETCTBHE  BBINOJIHAEMOMN
NEeATEIbHOCTH MO (papMaKOHAI30py COIVIACHO TPEeOOBAHMUSIM HACTOSIINX
[IpaBuia o yCMOTPEHUIO YIIOJHOMOYEHHOTO OpraHa rocyaapcTBa-ujieHa.
2.19.4. KoHTpakTHBIE AOTOBOPEHHOCTH IO ACIETHPOBAHUIO 3a4ad IO
dapMakoHaa30py  JAOKHBI  0OecrneyuBaTh  BBINOJHEHHE  CTOPOHAMHU
TpeOOBaHUI 3aKOHOJATENHCTBA MO apMakoHaa30py. Co CTOPOHBI AepKaTens
PErMCTPALIMOHHOTO YA0CTOBEPEHHUS JOJKHO ObITh 00€CIeUeHO BKIIOYEHUE B
JOTOBOp  MOAPOOHOrO  OMMCaHUs  JCJNETUPYEeMbIX  3ajad, crocoda
B3aUMOJICUCTBUSI U  OOMEHa JIaHHBIMH, BpPEMEHHBIX  O0S3aTEIbCTB,
UCIOJIB3YEMO TEPMHUHOJIOTHH, MOJJEp>KaHUsl 0a3 NaHHBIX, MOHUTOPHHIA
BBITIOJHSAEMON  JIEATENBbHOCTH M MHBIX aClEKTOB, HEOOXOAMMBIX IS
HAJUISKAILErO BBIMOJHEHUS JenerupyeMbix (GyHKUuMd. B mensax KoHTposs
BBINIOJIHEHUSI ~ KOHTPAKTHBIX  JOTOBOPEHHOCTEW 1O  (papMakoHaA30py
pPEKOMEHIyeTCs BBITIOJIHEHUE JepKareaemM PErucTpalMOHHOTO
YAOCTOBEPEHMsI PETyISpHBIX ayJUTOB OpraHU3alui, KOTOPHIM OBLIN

JIeNIeTUPOBAHbI (PYHKITUU IO (hapMaKOHAI30DY.
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2.20. O0mue 00s3aHHOCTH 10 (papMaKOHAA30PY B paMKax

MEXIYHAPOIHBIX IOTOBOPOB M aKTOB, COCTABIISIIONIMX MpaBo Coro3a

2.20.1. YNOIHOMOYEHHBIE ~ OpraHbl  TOCYAapCTB-YIEHOB  HECYT
OTBETCTBEHHOCTbH 3a BBIMOJHEHHUE 33J]]a4 M0 (papMaKOHA30py, BO3JIAraeMbIX
Ha HUX 3aKOHOJATEIhCTBOM  TOCY/IapCTBa-wi€Ha, MEXKIyHAPOIHBIMU
JIOTOBOpaMU M aKTaMH, cocTaBsironuMu 1paBo Coroza. C 3TO#l 11€JbIO
KOKIBIM  YIOJHOMOYEHHBIM OpraH ToOCyJapcTBa-wieHa oOecreyruBaeT
(GYHKIIMOHUPOBAaHUE CHUCTEMBI (hapMakoHAA30pa, CO3MaeT U MPUMEHSET
HajuIekKalylo  3(Q(EKTUBHYIO  CHCTEMY  KayecTBa  OCYIIECTBISIEMOM
NEATEIbHOCTH 10 (hapMaKOHA130DYy.

2.20.2. 'ocymapcTBa-4jieHbl COTPYOHUYAIOT C LEJIbI0 MOCTOSHHOTO
COBEPILICHCTBOBAHUS CHCTEM (papMaKOHAI30pa MO JOCTHUKEHHIO BBICOKHX
CTaHJapTOB 3aIUTHI 370POBbsI OOIIECTBEHHOCTH, BKJIIOYAsl MCIOJIb30BAaHUE
OOBEIMHEHHBIX PECYpCOB B  IENSAX  ONTUMHU3AIMKM  HUCIOJIb30BAHUS
UMelolIIeics pecypcHoil 6a3bl B pamkax Coro3a.

2.20.3. T'ocynapcTBa-ui€Hbl ONPEICTAOT KOHTAKTHBIE TOYKUA C IEIbIO
YOPOILECHUSI B3aUMOJCHCTBHS  YIIOJTHOMOYEHHBIX OpPraHOB TOCYIAapCTB-
YJIEHOB, JEp)KarTeliel  pPEerucTpallMOHHBIX  YIOCTOBEPEHHH W JIHII,

peACTaBIAIONUX HH)OpMaLHIO 10 (hapMaKoHA130DYy.

2.21. ®yHKIMY YIOITHOMOYEHHBIX OPraHOB rOCYIapCTB-YJICHOB

2.21.1. Kaxnoe roCyaapCTBO-4JICH JTOJKHO HA3HAYUTH
YIIOJITHOMOYEHHBIN Opras, OTBETCTBECHHBIN 3a OCYIIIECTBIICHUE
dbapmakonaazopa.

2.21.2. Kaxapiii ynoJIHOMOUYEHHBIM OpTraH rocylapCcTBa-yjeHa JOJKEH
BHEIpUTh U oOecneunuTh IPGEeKTUBHOE (PYHKIMOHUPOBAHUE CHUCTEMBI
(dbapmakoHa130pa MPHU BBHIMOJHEHUU CBOUX 3a7a4 M YYacCTUU B JCSITEIbHOCTH

mo ¢apmakoHagzopy B pamkax Coro3a. B 1JaHHOM  KOHTEKCTE
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YIOJHOMOYEHHBI OpraH ToOCyJapCTBa-4JieHa OTBEYaeT 3a KOHTPOJIb
0€30MacHOCTH KaXKJIOTO 3apeTMCTPUPOBAHHOTO JIEKAPCTBEHHOTO Ipernapara,
BHE 3aBHCHMOCTHU OT MPOIIETyphl pErUCTPALUU JEKApPCTBEHHOTO Ipernapara.

2.21.3. 3apaun 1 00S3aHHOCTH YNOJIHOMOYEHHBIX OPIaHOB T'OCYAapCTB-
YICHOB M0 (hapMakoHAI30py BKIIOYAIOT B Ce€0s COTPYAHHYECTBO IpHU
OOHapy’>KEHWH CHUTHAJIOB W MPUMEHEHHUE MEp MHUHUMHU3AIMU pUCKa MpHU
MPUHSATUN COOTBETCTBYIOIIMX perieHuil. B ciydae He0OX0AMMOCTH IPUHATHUSA
CPOYHBIX Mep nJsi 00OecredeHusl 3alluThl OOIECTBEHHOTO 310POBbS B
OTHOIIICHUU  JIEKAPCTBEHHOTO  TMpemapara, 3aperucTPUPOBAHHOTO IO
npoleAype B3aMMHOTO TPU3HAHMS, YIOJTHOMOYEHHBIM OpPraH TOCyIapcTBa
MPU3HAHMS TPUHUMAET HEOOXOAUMBIE MEPbI, BKIIIOYasi OT3BIB C PHIHKA WU
OCTaHOBKY ITPUMEHEHUS Ha CBOEH TEPPUTOPUH.

2.20.4. YNOJIHOMOYEHHBIE OpraHbl TOCYJApPCTB-WIEHOB OTBEYAIOT 3a
KOHTPOJIb BBITMIOJTHEHUS JIEPIKATEIISIMU  PETUCTPAIIMOHHBIX  YIOCTOBEPEHHIMA
o0s3aTebCTB MO  (hapMaKOHAJ30py B  OTHOIIEHWHU  JICKAPCTBEHHBIX
IpernapaToB Ha CBOEH TEPPUTOPHUM, BKIIOYAsl BBIOJHEHUE MHCIEKIIHUMA
cucteM (apMakoHaJ30pa Aepriaresiell perucTpaluoOHHBIX YIOCTOBEPEHHI,
BHE 3aBUCHUMOCTH OT MPOIETypPbl PETUCTPAIMH JICKAPCTBEHHBIX MPENaparoB
HAa TEPPUTOPUU TOCYIAPCTB-WICHOB. YIOIHOMOYCHHBIH OpraH KaXJIoro
rocygapcrBa-ujieHa  oOecrneyuMBaeT  MPEACTAaBICHHE  JIaHHBIX 110
(dapMakoHaA30py B YIOJIHOMOYEHHBIE OpraHbl IPYrMX rocyJapCcTB-4JI€HOB B
COOTBETCTBUU C 3aKOHOJATEILCTBOM TOCYIapCTBa-ujieHa, MEXIyHAPOIHBIMU

A0roBOpaMu U aKTaMH, COCTABJIAIOIMIUMU IIPaBO Coro3a.

2.22. IInaHupoBaHUE TOTOBHOCTH K (hapMaKOHA130Py
MIPY BO3HUKHOBEHHUM YKCTPEHHBIX CUTYalUI
B 00I1IECTBEHHOM 3/IpaBOOXPaHEHUU
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2.22.2. Cuctemsl ¢apMakoHa30pa JepxkKaTeiaei PEerucTpariOHHBIX
YAOCTOBEPEHUM W YIOJIHOMOYEHHBIX OPTaHOB TOCYIApPCTB-WICHOB JOJIKHBI
ObITh AJAaNTUPOBAHBl K OKCTPEHHBIM CHUTyalldssM B  OOIIECTBEHHOM
3/IpaBOOXPAHEHUH, BKJII0Yasi pa3pabOTKy IJIaHA TOTOBHOCTU K IKCTPEHHBIM
CUTYAIUSIM.

OKCTpeHHasi  cuUTyauuss B OOIECTBEHHOM  3[PaBOOXPAHECHHUU
IpencTaBisieT co0OM yrpo3y OOILIECTBEHHOMY 3I0POBBIO, MPU3HAHHYIO
Bcemupnoii opraHuzanuein 3paBOOXPAHEHUS (BO3) oo
YIOJIHOMOYEHHBIMU OpraHaMU roCyaapCTB-YJICHOB.

TpeOoBanusi Kk cucrteme (apMakoHaaA30pa B Clydyae BO3HUKHOBEHMS
OKCTPEHHBIX CUTyalluii B OOIIECTBEHHOM 3PaBOOXPAHCHUH B KAXKIOM U3
CJIy4aeB OMPEAEISAIOTCS YIIOJTHOMOYEHHBIMU OPraHaMH rOCYIapCTB-YICHOB U
JNOBOJATCS 0  JIEpKarejiel  pPEruCTPAlMOHHBIX  YIOCTOBEPEHUN U
OOLIECTBEHHOCTH. VYnoaHoOMOUYEHHbIE OpraHbl rOCy/1apCTB-4JICHOB
NyOJUKYIOT  yBEAOMJICHUSI 00 OKCTPEHHBIX CHUTyallMIX Ha CBOMX

o(pUIIHATBHBIX CalTaX.

3. Macrep-daiin cuctemsl GpapmMakoHaa3opa
3.1. CTpyKkTypHI 1 mporiecchl MmacTep-daiina cuctemsl papMakoHaazopa

3.1.1. Mactep-daiin cucrtemsl (apMakoHaa30pa MpeaHA3ZHAUYCH JJIs
ONMMCAaHMA  CHCTeMbl  (papMakoHag30pa W JOKYMEHTHPOBAHHOIO
MOJATBEPXKJCHUS €€  COOTBETCTBHS  TPEeOOBAHMSAM  3aKOHOAATEIbCTBA
TOCY/IapCTB-YICHOB, MEXIYHAPOIHBIX JOTOBOPOB M AKTOB, COCTABIISIOIINX
npaBo Coro3a. Macrep-daiin cuctempl  (papMakoHaa30pa  MMO3BOJSET
Ha/JIeXKAIUM 00pa3oM OCYIIECTBUThH TUTAHUPOBAHUE U MPOBEICHUE ayIUTOB
cucTeMbl (hapMaKoHa30pa JIEpPIKaTeIeM PErucTPallMOHHOTO YIOCTOBEPECHUS,

a TaK¥XKe I/IHCHGKTI/IpOBaHI/Iﬁ YIIOJIHOMOYCHHBIMH OpraHaMu TrocCyaapCTB-
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yiieHoB. Macrtep-daiin cucremsl dapMakoHa 30pa BKIOYAET B ceOs 0030p
CUCTEMBI (papMaKoHaJ30pa JAep>KaTessi PEerucTPallMOHHOTO YIOCTOBEpPEHUS,
YTO MO3BOJISIET CHAENIaTh €€ OOMIYI0 OIICHKY YIOJTHOMOYEHHBIMH OpraHaMH
rOCY/IapCTB-YJICHOB Ha PErUCTPALIMOHHOM U OCTPETUCTPAIIMOHHOM STamnax.

3.1.2. CocraBnenue Macrtep-(aitia cucteMbl (apMakoHag3opa H
aKTyanuzainusi UHQOpMaluu, CofepKalieics B HEM, MO3BOJISIOT JAEPIKATEIIO
PErUCTPAIIMOHHOTO  YIOCTOBEPEHUSI U YIOJIHOMOYEHHOMY JIMI[y IO
dbapMakoHa30py:

yOenuThCsl B TOM, YTO CUCTeMa (papMakoHaJ30pa BHEApPEHa COIIaCHO
TpeOOBaHUSIM 3aKOHO/AATENbCTBA TOCYIAPCTB-WICHOB, MEXIYHAPOIHBIX
JIOTOBOPOB U aKTOB, COCTaBIsAOMNX MpaBo Coro3a;

HNOJATBEPIUTH COOTBETCTBUE CUCTEMBI ACHCTBYIOLIUM TPeOOBaAHUM;

NONyYUTh HH(OpPMALIMIO O HEIOCTAaTKaX CHCTEMbl WM BBISIBUTH
HecoOMoIeHue TPEeOOBAHUI;

NOJIyYUTh UH(OPMAIIUIO O PUCKAX WM HEIP(PEKTUBHOCTHU BHITTOJIHEHHUS
OTIpe/IeNICHHBIX HAPaBICHUH 1EeATEIbHOCTH 1O (hapMaKOHAI30DYy.

3.1.3. Ucnonp3oBanue wmactep-daiiina cucrembl  (apMakoHaa30pa
CIOCOOCTBYET  ONTHUMH3AIMK  MpoIlecca  HAJIekKAIIEro  YIpaBICHHS
CUCTEMOW, a TaKXe COBEPIICHCTBOBAHUS CHUCTEMBI (papMakoHaI30pa.
TpeGoBanuss K  TpENCTAaBIECHUIO  KPAaTKOTO  OMHUCAHUS  CHUCTEMBI
¢dapmakoHaa3opa AeprKarens PErUCTPAIMOHHOTO YAOCTOBEPEHHS,
NpEeICTaBICHUIO MacTep-Qailia cuctembl (apMakoHaA30pa, a TaKKe
XpOHOJIOTUS ~ BHECEHUS W3MEHEHMH  OOJIeT4alT  IUIAHUPOBAHHE |
3¢ PEeKTHBHOE TIPOBEACHHE YIOJHOMOUYEHHBIMH OpraHaMu TOCYIapCTB-

YJIICHOB I/IHCHGKHI/Iﬁ Ha OCHOBAHHWH MCTO/Ja OLICHKH PHUCKOB.

3.2. Perucrtpanus v noajaepxaHue
MacTtep-(aitna cucreMsl papmakoHag3zopa
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3.2.1. Kparkast xapakTepucTuka CUCTeMBbI (papMaKkoHa30pa AepKareis
PETUCTPALIMOHHOTO YI0CTOBEPEHUSI.

B cootBercTBUU ¢ TpeboBaHusAMH [IpaBuUil perucTpanuu M 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB I MEIUUMHCKOIO NMPUMEHEHUS, YTBEPKICHHBIX
Pemenuem CoBera EBpa3uiickoli SKOHOMHUYECKOM KOMHMCCHHM OT 3 HOS0Ops
2016 . Ne 78, kparkas XapaKTepUCTHKa CHCTEMbI (apMaKoHaI30pa
JepKaTeNsl PErTMCTPAMOHHOIO YIOCTOBEPEHHSI MPEACTABIAETCA B pa3leie
1.10 momynmsa 1 perucTpalMOHHOTO JOChE JIEKAPCTBEHHOIO IIpenapara B
ciyyae, eCiu npu IpeeCTBYIOMIEN nojaye JepkareneM
PErHCTPALIMOHHOTO YIOCTOBEPEHUsI OBbLI MPEACTABIECH B YIOJIHOMOYEHHBIN
opraH rocymapcTBa-ujieHa Mactep-(daitn cucteMbl  ¢apmMakoHaa30pa
JepKaTeNsl PErucTPallMOHHOrO ynocrtoBepeHus. Kparkas XxapakTepucTuka
CUCTEMBI (papMaKOHa130pa AOKHA BKIIIOYATh CJIETYIOUIUE DIEMEHTHI:

MMCbMEHHOE  MOATBEPXKICHHE  JIepXkKaTelieM  PErucTparioHHOro
yAOCTOBEpEHHs (pakTa HaJIM4Msl B €ro PaclopsHKEHUH YIOJTHOMOYEHHOTO
ouna nmo  ¢apmakoHamzopy. Ecim  gepkarenh  perucTpardoHHOTO
YIOCTOBEPEHHSI HE HAXOAUTCS HA TEPPUTOPUU TOCYAAPCTBA-UIEHA, TAKKE
HEOOXOAMMO TMOATBEP)KIEHHWE O HAJIWYMKM KOHTAKTHOTO JIMIAa 10
(dbapMakoHa130py Ha TEPPUTOPUM TOCYTAPCTBA-UJIEHA (€CIIU MPUMEHUMO);

yKa3aHUe TOCyAapcTBa, B KOTOPOM IMPOKMUBAET M BBIMOJHSAET CBOU
(GYHKIMH YIOJTHOMOYEHHOE JTUI0 TI0 (hapMaKOHa 130y ;

KOHTAKTHBIE JaHHBIE YIOJHOMOYEHHOTO JUIA U KOHTAKTHOTO JIMIA IO
dbapmakoHa130py (€Cau MPUMEHUMO );

3asiBIICHUE (mexnapanusi), MOJIMUCAHHOE AeprKareaemM
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS, O TOM, UYTO OH OOSI3yeTCsl BBINOIHSTH
3a/1a4u U 00SI3aHHOCTH, omnpeeisieMble HacTosiuMu [IpaBunamu;

yKa3aHWE MECTOHAXOXIeHUs (ampec) wmactep-(aitia CUCTEMBI

dbapmakonaazopa.
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3.2.2. MecroHaxoxJieHne Mactep-(daiisia cucreMsl (hapMakoHaA30pA.

Macrep-daiin cuctempl (apMakoHaa30pa JOHKEH HAXOAWTHCA Ha
TEPPUTOPHUSAX TOCYIAPCTB-YJICHOB, JUOO B MECTE BBIMOJHEHUS OCHOBHOU
NeATeIbHOCTH 1o  (apMakoHaa3opy, JuOO B MecTe, B KOTOPOM
YIOJHOMOYEHHOE JUI0 M0 (apMakoHaA30py, HE3aBHCHUMO OT ¢dopmara
(OyMa)XHBIH WM DJIEKTPOHHBIN). YMOJTHOMOYEHHBIM OpraH TroCyIapcTBa-
YJIeHa JOJIKEH ObITh MPOMH(POPMUPOBAH O MECTE PACIOJIOKEHUSI MacTep-
daiina cucteMbl (apMakoHAA30pa, a TaKXKe JOHKCH HE3aMeIJIUTEIbHO, B
cpok He Oosiee 30 nHEN, UHPOPMUPOBATHCS O JIFOOBIX UBMEHEHUSIX MECTa €ro
pacnionioxxeHus. Tpebyemass nH@popmalus Mo pacrojoKeHUI0 MacTep-Qaiiina
BKJIIOYaeT B ce0s yKa3aHME€ Ha MECTOHAXOXKJeHuEe (aapec) aepikarens
PErUCTPAIIMOHHOTO YIOCTOBEPEHUSI WM TPEThE CTOPOHBI MO COTIIAIIECHUIO.
OTOT aapec MOXET OTIMYAThCS OT ajpeca 3asBUTEIS WU JepKaTess
PETHCTPAIIMOHHOTO YAOCTOBEPEHHMS, HAPUMEp, B ClIydae yKazaHHs ajpeca
apyroro oduca aepykareiis perucTPaliOHHOTO YAOCTOBEPECHUSI UIH B CITydae
BBITOJIHEHUSI OCHOBHOM JIESATEIIBHOCTH TPETHEU CTOPOHOU MO COMIAIIECHUIO.
[Ipu ompeneneHWM OCHOBHOTO MECTa OCYIIECTBICHUS ACSATEIHHOCTH TIO
dbapmMakoHaI30py JepKarellb PETHCTPAIMOHHOTO YAOCTOBEPEHHUS TOJDKEH
YYHUTHIBaTh HAWJTydIlIee MECTOHAXOXKACHUE I CHCTEMBI (papMaKoHaI30pa B
neiaoM. Jlepkarenb PpEruCTPAIMOHHBIX YAOCTOBEPEHUM JOJKEH WMETh
COOTBETCTBYIOIIIEE OOOCHOBaHUE /JIs MPUHATUS PEHICHUS O PACIIOIOKCHUU
Mactep-daiina. B cutyaruu, Korja OCHOBHAS IESITEIIBHOCTh OCYIIECTBIISCTCS
3a  mnpenenamu  Coro3a WM HEBO3MOXKHO  OMNPEACIHTH  OCHOBHOE
MECTOHAXOXKJICHHE, I10 YMOJYaHUIO MECTOHAXOXKIECHHEM MacTtep-(daiiia
SIBIIIETCSI MECTO OCYIIECTBJICHUS JEATCILHOCTH YITOJHOMOYCHHOTO JIUIIA TI0
dhapMakoHaI30pYy.

3.2.3. [lepenaua  oOsi3aHHOCTEW 1O  Mactep-(aily  cHCTEMBI

dbapmakonaazopa.
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3.2.3.1. [lepenauy unu aenaerupoBaHue 00sI3aHHOCTEH U JEATEIHOCTH
no mactep-ganay cucTeMbl (papMakoHaI30pa HEOOXOAUMO O(QOPMIIATH
JOKYMEHTAJIbHO M KOHTPOJHMPOBATH C IEIBI0 MOATBEPKICHUS BBHITIOTHEHUS
JepKaTeJieM PErUCTPAllMOHHBIX YIOCTOBEPEHUN CBOMX OOS3aHHOCTEH.
YnonHomMoueHHoe — JMIO0 10 (apMakoHaA30py  JOJKHO  OBITh
npouH()OPMUPOBAHO 00 M3MEHEHHUAX, BHOCHMBIX B MacTep-(ailil cucTeMbl
dbapmakoHa30pa B IENAX BBIMOJIHEHUS MM IOJTHOMOYHMM MO BHECEHHUIO
W3MEHCHHUH C IICJIbI0 COBEPIICHCTBOBAHUS CUCTEMBI. THIIBI M3MEHEHHH, O
KOTOPBIX CJIETYET HE3aMEITTUTEIbHO HHPOPMUPOBATH YIIOJTHOMOUYEHHOE JIUIIO
o hapMaKkoHa130py:

W3MEHEHHUS, BHOCUMBIE B MacTep-(ailn cuCTeMbl (papMaKoHa130pa, UIH
U3MEHEHHE €ro MECTOHAXOKICHHS, CBEACHUS O KOTOPBIX JIOJDKHBI
COOOIIAThCS B YIOJTHOMOYEHHBIE OpraHbl TOCY/1apCTB-UJICHOB;

n00aBiIeHUE  KOPPEKTUpPYIOMMX ¢ (WIM)  OpeaynpeauTeSbHbIX
MeponpusaThii B mactep-(daili cuctembl (papmakoHaj3opa (Hampumep, Mo
pe3yiabTaraM TMPOBEACHUS aydUTOB W  HHCHEKIWW) ¢  yIpPaBICHUE
OTKJIOHCHUSIMH OT TIPOIIECCOB, BBISIBICHHBIX B CHCTEME YIPABICHUS
Ka4yeCTBOM CUCTEMBbI (papMaKoHaA30pa;

W3MEHEHUs, BHOCUMBIE B  COJEpJKalllylocsi B  Mactep-daiine
MH(pOpPMAIINIO, KOTOPBIE YAOBJIETBOPSIIOT KPUTEPUSIM HAIJICIKAILIETO KOHTPOJIS
cucTeMbl  (apmakoHam3opa (B paMKaX  BO3MOXKHOCTEH  CHUCTEMBI,
(GYHKIIMOHUPOBAHUS U COOTIONCHHS TPeOOBaHUA);

W3MEHEHUSI YCTAHOBJICHHOW JOTOBOPEHHOCTH O TPEACTaBICHUU
Mactep-(aitna cuctembl (papmakoHaa3opa B YHOJHOMOYEHHBIE OpraHbI
roCy/1IapCTB-4JICHOB;

nepenaya BBITIOJHEHHWS] 3HAaYUMON (QyHKIUU 10  (apMakoHAA30Py

TpeThel CTOpOHE (Hampumep, pazpaboTKy JOKyMEHTOB MO (papMaKkoHAA30PY);
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BKJIIOUEHHUE JIEKAPCTBEHHBIX NPenaparoB B cUCTeMYy (papMakoHa30pa,
32 KOTOPYIO OTBEYAET YIOJTHOMOYEHHOE JIUIIO B (papMakoHAI30DY;

U3MEHEHHUs B OTHOIICHUHM BKIIIOYEHHBIX B CHUCTEMY (apMakoHaa30pa
JICKapCTBEHHBIX IMPEMapaToB, KOTOpPbIE MOTYT MOTpPeOOBaTh yBEIUUYCHUS
BBITIOJTHSIEMOT0 00beMa padboT no (papmMakoHaA30py, HAPUMEDP, PACIIUPEHUE
MOKa3aHWI, BBIMOJHEHUE HCCICAOBAHUM, BKIIOYEHUE JOTOJHUTEIBHBIX
CTpaH.

3.2.3.2. YNIONTHOMOYEHHOE JUI0 1O (papMakoHAA30py [OJDKHO B
MUCHhMEHHOM BUJIE TTOJTBEPIUTH €TO YBEJOMJICHUE B OTHOIICHUN U3MEHEHHI
1o mepenave 00sI3aHHOCTEH 1Mo cucTeMe papMakoHa130pa YIIOJIHOMOYECHHOMY

Iy 1o (hapMakoHaI30pYy.

3.3. Onucanue cucteMm papMakoHa30pa

B wmactep-gaitne cucremsl (papmakoHagzopa A0HKHA OBITH ONMUCaHA
cuctemMa (apmakoHaazopa 1 wunm OoJjee JEKApCTBEHHBIX MPENapaToB
JepKaTellss PErucTpallMoOHHBIX yaocToBepeHuit. K pa3HbIM Kareropusim
JICKapCTBEHHBIX TPEMapaToB Aep:KaTelb PETHCTPAIMOHHBIX YIO0CTOBEPEHUMN
MOXKET TPUMEHSATh pa3Hble CHCTEMBI (¢apmakoHam3opa. Kaxkmas Takas
cUCTeMa JOJDKHA OBITh OmHcaHa B OTIACIBHOM MacTep-(daiiiie cucTeMbl
dbapmakoHazopa. Macrep-daiis cuctemsl papmMakoHa 30pa TOHKEH B 11E€JI0M
OXBaThIBaTh BCE JICKAPCTBEHHBIC IMpENaparhbl JAepikKareis PEerucTPariOHHBIX
YAOCTOBEPEHHM, Ha KOTOpbIE BBIAAHO YIOCTOBEPEHHE O TIOCYJapCTBEHHOMN
perucTpanuu.

B cnywae ecnu y pepkarenss PErucTpallMOHHBIX YIOCTOBEPEHUM
dbyHkuuonupyer Oosee uyem | cucrema ¢apmakoHaa30pa, HaNpUMep,
cnenupuIecKue CUCTEMBI (apMakoHaI30pa I ONPEICICHHBIX BHUIOB
JCKapCTBEHHBIX  TIpenaparoB  (BaKUHWHBI,  CAHUTAPHO-TUTHEHUYECKAS

OPOAYKIMA W T [J.) Wi cucreMa (apMakoHag30pa OXBaThIBaeT
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JIeKapCTBEHHbIE Mpemaparel Oonee 1  gepkareiss PperucTpaliOHHBIX
yIOCTOBEpEHU, TipesicTaBngercs 1 Mactep-daiin cuctemsl hapmMakoHaaA30pa,
OIUCHIBAIOIININ KAXKIYIO CUCTEMY.

JlepkareneM pEerucTpalMoOHHOTO  YIOCTOBEPEHUS JIOJDKHO  OBITh
HA3HAYEHO YIMOJIHOMOYEHHOE JIMLO MO (papMaKOHA30py, OTBETCTBEHHOE 3a
CO3/IaHHE U BEJEHUE CUCTEeMbI (papMaKkoHa30pa, ONMUCAHHOUM B MacTep-aiine
CUCTEMBI (papMaKoHa30pa.

Ecim 1 cucrema ¢dapmakoHagzopa HCHOJIB3YETCS HECKOJIbKUMU
JEpKATENIMUA  PETUCTPALIMOHHBIX  YIOCTOBEPEHUM, KaXIblil JiepKareiib
PErHCTPALIMOHHBIX YAOCTOBEPEHU HECET OTBETCTBEHHOCTh 32 HAIMYUe
macTep-(aiina cuctemMbl (papMakoHa/I30pa, B KOTOPOM OIMCaHa CHUCTEMa
dbapmakoHaazopa BBIITY CKAEMOM UM MIPOAYKLHH. Jlepxareinb
PErHCTPALIMOHHOTO YIOCTOBEPEHUSI MOXKET JIEJIErUPOBATh Yepe3 MUCbMEHHOE
comiauieHue (HarpuMmep, NapTHepPy M0 JULEH3UH WIH CyONoApsAIIUKYy) 4acThb
JESATEIbHOCTU WM BCIO JEATEIBbHOCTD MO (hapMaKoHaA30py, 3a HaJIexKalee
BBIIIOJIHEHUE KOTOPOU HEeCceT OTBETCTBEHHOCTH JepKaTesb
PETUCTPALMOHHOTO YIOCTOBepeHUs. B 3ToM ciiyyae macrtep-Qaill cuctemsl
dapmakoHan3opa JiepKaresis PErucTPAMOHHOTO YAOCTOBEPEHHUS MOMKET
UMETh MEPEKPECTHYIO CChUIKY Ha MacTep-(ailn uiau Ha yacth Mactep-(daiina
CUCTEMBI (papMakoHaJ30pa, YIPaBISIEMOI0 CHUCTEMOM CTOPOHBI, KOTOpPOH
ObLTa JIeJerupoBaHa JIeATeIbHOCTh HA OCHOBAaHUU COMJIAIICHUS O JOCTYIE K
naHHOW  WH(GOpPMAlMU CO CTOPOHBI  JIEpXKaTessl  PEruCTPAlMOHHOIO
YAOCTOBEPEHHUS] UM  YINOJIHOMOYEHHBIX  OpPraHOB  TOCYJapCTB-UJICHOB.
Jlepkarenb  pEerucTpalMOHHOTO  YIOCTOBEPEHHUS JIOJKEH O00eCleyuTh
COOTBETCTBHUE COJEpKaHUsl CChUIOYHBIX (ailioB cucteme ¢dapmakoHan30pa,
IPUMEHUMOM K JIEKAPCTBEHHOMY IIpenapary.

B cooTBeTCTBYIOIMX CiIy4yasix B MPUJIOKEHUN YKa3bIBA€TCs MEPEUYCHb

Mactep-paiiaoB cucTeMbl (apMaKOHAA30pa, TOIJACPKUBACMBIX OJHUM
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JepKaTeeM  pPerucTpalMoOHHBIX  yaoCTOBepeHWil. B mpuiaraemyio
uH(OPMAIMIO BKJIIOYAIOTCSA JaHHBIE O MECTOHAXOXKJICHUH MacTep-(]ailios,
uHpopmansi 00  yNOJHOMOYEHHOM JiMile 10 (apMakoHAJI30py H
COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX Mpernaparax.

B kparkoit uHopmaimu, npeacTaBisieMon B YIIOJTHOMOUYEHHbIE OpPraHbl
roCyIapCTB-4JICHOB, HE MOXET OBITh YKa3aHO HECKOJIbKO MECT HAaXOXICHUS
OJTHOTO MacTep-(daiiaa cucteMsl papMakoHaI30pa.

JlaHHbBIE 110 YHOJTHOMOUYEHHOMY JIMITYy TI0 (hapMaKOHaA30py MOTYT OBITh
JaHHBIMU  JIMIA, YIOJHOMOYEHHOTO JepiKaTrelieM PEerucTparmoHHOrO
YAOCTOBEPEHMsI Ha BBIMOJIHEHHE (YHKIMM IO YIOPaBICHUIO CHCTEMOMN
dbapmakoHan30pa Ha  KOHTPAaKTHOM OCHOBE U  HE  SIBJISIONIETOCS
HENOCPEACTBEHHBIM pabOTHUKOM JepKarens PEruCTPaIMOHHOTO
YAOCTOBEPEHUSI.

[Tpu nenerupoBaHuy NEATEIBLHOCTH IO cUCTEME (apMaKkoHaI30pa U ee
macTep-(haiiay JepikaTeslb PErHCTPAMOHHOTO  yAOCTOBEPEHUS HECET
OTBETCTBEHHOCTh  3a  cucTeMy  (apmakoHana3opa,  MpeAcTaBICHUE
uH(OpMAIUU O PACMONOKEHUH MacTep-daiiaa cucteMbl (apMaKoHAA30pa,
BeJIeCHUM MacTep-daiisia cucteMmbl (hapMakoHaA30pa U €ro MpeACTaBICHUH B
YIOJHOMOUYEHHBIE OpraHbl TOCYJapCTB-YJICHOB IO 3ampocy. B Hamuuum
JOJDKHBI OBITh THCBMEHHBIC COIVIANIEHUS C ONHUCaHWeM QYHKIUHA U
oOsi3aHHOCTEN 1O  Macrtep-dainy cuctembl  (apMakoHAA30pa, €ro
NPENCTABICHUI0 W TOJJACPKAaHWI0, a  TakkKe  OCYIIECCTBICHHIO
dbapMakoHa30pa B COOTBETCTBMU C TPEOOBAHUSMHM 3aKOHOIATEIHCTBA
rocyfapcTBa-ujeHa.

[Ipy wcmonb30BaHWM CHCTEMBI (hapMaKOHAI30pa  HECKOJIBKUMU
JepKaTesIMA PETUCTPAIIMOHHBIX yIOCTOBEPEHUM PEKOMEHIYETCS, YTOOBI
napTHEPHI COMIACOBAJIM COBMECTHOE BEJEHHE COOTBETCTBYIOUIMX PA3/IEiioOB B

paMKax cBomx Mactep-¢aniaoB B cucteme. O HOCTYymHOCTH MacTep-daiina
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cucteMbl  (apmMakoHaa30pa N8 Jep)Karened  perucTparmoHHBIX
YIOCTOBEPEHH W €ro TMPEACTABICHUU B YIOJIHOMOYEHHBIE OpraHbl
roCyJapcTB-4ICHOB JIOJDKHO OBITh YKa3aHO B NUCBMEHHBIX COIVIAIICHUSX.
BaxxHO, 4TOOBI JAepxaTellb PErMCTPALMOHHBIX YIOCTOBEPEHUIN yOenusics B
TOM, YTO CUCTE€Ma (papMaKOHAJ130pa, pacCIpOoCTpaHseMas Ha UX MPOAYKIHIO,

COOTBETCTBYET HEOOXOUMBIM TPEOOBAHUSIM.

3.4. Obs3arenbHas nHGOPMALIHS
B MacTep-daiiie cuctemMbl (hapMaKoHa130pa

Macrep-daiin cucremsl dapMakoHa30pa JOJKEH BKJIIOUaTh B ceOs
JOKYMEHTHI C ONKCaHueM cucTteMbl dapmakoHaazopa. CopepkaHue MacTep-
daiima cuctemMbl (¢apMakoHaa30pa JOMKHO OTpaxarb JIOCTYIMHOCTh
uHdopmanuu 1o 0€30MacHOCTH JIEKAPCTBEHHBIX MpErnaparos,
3apEruCTPUPOBAHHBIX B TOCYAApCTBAX-WieHaX. MacTtep-Qaiin J0oKeH UMETh
OTJIaBJICHWE C IIeJbI0 O00ECTIeUYCHMs] BO3MOXXHOCTH OPHUEHTHPOBAHHUS B
nokymeHTe. OCHOBHBIM MPUHIAIIOM (OPMUPOBAHUS CTPYKTYPHI COICPKaHUS
MacTep-daiina sBISETCS BKIOYCHHE B OCHOBHBIC pasleiibl WH(OpMaIuy,
KOTOpasi MMEET OCHOBOIIOJAralpIlee 3HAYCHUE [JIsi OMUCAHUSI CHUCTEMBI
dbapmakonaazopa Jepikaress PETUCTPAIIMOHHOTO YAOCTOBEPEHHSI.
[TonpobOnast muboOpMaIus, HeoOXoauMasl Il MOJTHOTO OIMCAHHUS CHCTEMBI,
MOXKET OBITh BKIIOYEHA B TMPUIOKEHUS K MacTep-Gaiialy CHCTEMBI
dapmakoHaa30pa, TOCKOIBKY OHA MOABEPKEHA YaCTHIM H3MEHEHUSIM.

3.4.1. Pazmen  macrtep-¢daitta 00  yIMOJHOMOYEHHOM  JIMIIE IO
dhapMakoHaI30pYy.

Nudopmanus 00 yHnoJIHOMOYEHHOM JIMIE MO (papMakoHaI30py B
macTep-haiiie cucteMbl papMakoHaA30pa JOHKHA BKIIFOUATh B CEOS:

OINHUCaHUE 00s13aHHOCTEH, rapaHTHPYIOMINX HaJIU9He y

YIOOJIHOMOYEHHOTO  Jilla 10  (papMaKkoOHAJ30py  COOTBETCTBYIOIIUX
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NOJIHOMOYMK 1O cucremMe (¢dapMakoHaaA30pa C Iedblo  oOecredeHus,
COJICHCTBHUSI U TOBBILIIEHUS YPOBHS COOTBETCTBUS TPEOOBAHUSIM;

KpaTKOe pe3oMe C OCHOBHOW MH(OpMAIIUE 0 poJid yIOJIHOMOYEHHOTO
aura no ¢papMakoHaA30py, OMUCAHUE er0 KBATH(PUKAIIUU U OTBITa, UMEIOIINX
OTHOUIEHUE K JEATEIbHOCTHU 0 (hapMaKoOHAI30pY;

KOHTaKTHYI0  WHpoOpMamuioo 00  YMOJHOMOYCHHOM  JIMIE IO
(dbapMakoHa30py, KOTOpas JIO/DKHA BKIIOUaTh B ce0s (aMuIvio, uMs,
OTYECTBO (MpHU HAJUYMM), MOYTOBBIM aJapec MecTra MNpeObIBaHUS, HOMEpa
teneoHoB, ¢akca, agpec AICKTPOHHOW IMOYTHI W TMOUYTOBBIA aJpec MecTa
paboTHhI;

uH(OpMAIIMI0O O TNPUMEHEHUU PE3EPBHBIX COIVIAIIEHWM B Clydae
OTCYTCTBHSI YNMOJHOMOYEHHOTO JMIla 1o QapmakoHaa3opy. B ciyuae
JEJETUPOBAHUSL  ONPENEICHHBIX 3aJad  yNOJHOMOYEHHOTO JiMUa IO
(dapMakoHa/130py MHOMY HCIOJHUTENIO TNEPEYEHb JEJIETMPOBAHHBIX 3a7ay
JOJDKEH OBITh BKIIOYEH B TPWIOKECHHS C yKa3aHUEM OMHMCAHUS
JIEJIETUPOBAHHOM JACSITEIHHOCTH | JIMII, KOTOPHIM OHA ObllIa JEeTHPOBaHa,;

omricaHue OOJacCTM  OTBETCTBEHHOCTM KOHTAKTHOTO JIMIA  TIO
(dapmakoHa130py B Cily4yae HaJIW4YMs JAaHHOTO JIMIA HA YPOBHE rOCyIapCTBa-
YJIeHa.

3.4.2. Paznen  macrtep-(paiina  cuctembl  (apmakoHaazopa 00
OpraHU3aIMOHHON CTPYKTypE aepskarens PETUCTPAIIIOHHOTO
YIAOCTOBEPEHHS.

3.4.2.1. HeoOxonumo  mpeACTaBUTh  OINKCAHUE  OPTaHU3AIMOHHOMN
CTPYKTYpbl COOTBETCTBYIOLIEH cHUCTeMbl (papMakoHag3opa JAeprKarens
PErUCTPALIMOHHOTO yaocToBepeHus. OmnucaHue AOHKHO JaBaTb YETKOE
MIPEICTABIICHUE O 3a/IeHCTBOBAHHBIX OPTaHU3AIUAX, OCHOBHBIX CTPYKTYPHBIX
MOJIpa3IeICHUSIX, 3aHUMAIOIUXCS (papMaKOHA30pOM, M B3aUMOOTHOIIICHUSX

MCXKAY OpraHu3alusiMy M CTPYKTYPHBIMHU IIOAPA3ACICHUAMH, HMCIOIIHMMU
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OTHOUIEHUE K BBIMOJHEHUIO JEATEILHOCTU Mo (hapMakoHaa3opy. B macrep-
daiinie cuctemsbl (hapMakoHaA30pa JOJDKHA OBITH MPEACTaBIeHA CICAYOIIas
uH(popmanusi:

OpraHW3allMOHHAs  CTPYKTypa  JepKarels  PerucTParioOHHOTO
yIAOCTOBEPEHHMsI, BKIIIOYAsl YKa3aHUE TOJIOKCHHS YTIOJTHOMOYEHHOTO JIMIA TI0
dbapmakoHa130py B OpraHU3aIlNY;

agpec  MECTOHaXOXKJCHHsS, IO  KOTOPOMY  OCYLIECTBISAETCS
NEATeNIbHOCT, 10  (papmakoHaA30py, BKI4Yass CcOOp U OLEHKY
WHIUBHUIYAIbHBIX  COOOIICHUH O  HEXENAaTeIbHBIX PEaKIUAX, BBOJI
cooOuieHuil B 0a3y NaHHBIX MO O€30MaCHOCTH, MOATOTOBKY MEPUOIUYECKOTO
OOHOBJISIEMOTO OTYETa MO OE30MaCHOCTH, BBISBICHHUE M aHAM3 CHUTHAJIOB,
BEJICHUE TIUUIAHOB YMPABICHUS pUCKAMH, YIPaBICHUE MPOBEACHUEM
MPEAPErUCTPAIMOHHBIX W TOCTPETHCTPAIIMOHHBIX ~ HMCCICIOBAHUNA U
yOpaBJICHHE W3MEHEHUSMH, BHOCUMBIMU B WH(OpMaIio Mo 0e30MacHOCTH
JIEKapCTBEHHOTO Mpernapara.

3.4.2.2. Paznen  mactep-aitma  cucremsl  (papMakoHagzopa O
JeNeTUPYyEeMOU JeATeTLHOCTH 10 (hapMaKoHAI30pYy .

3.4.2.2.1. Macrep-(aiin cucrembl hapMakoHaa30pa JOJDKEH COJEPKaTh
OMHUCAHUE JICJIETUPYEMOM JepiKaTeieM PETrUCTPAIMOHHOTO YIOCTOBEPEHUS
NEATeIbHOCTH W (WJIM) YCAYyr TO BBIMOJHEHUIO 00S3aTeIbCTB IO
dbapmakoHaa30pYy.

3.4.2.2.2. Uudopmanus B pasaeie T0HKHA COAepkKaTh TMOITBEPKICHUE
B3aMMOCBSI3U C JAPYTMMH OPTaHU3AIMOHHBIMH CTPYKTypamH (Hampumep,
CODJIAIICHUE O COBMECTHOM MapKETHHIe JIEKApCTBEHHOIO Ipernapara,
COINIAllIEHWe O  BBIMOJHEHUW  JIEATCIILHOCTH 1O  (apMaKOHAA30py
MOJIPSATINKAMA, a TaKKe WHBIE KOMMepueckue cornamenus). Heobxommmo
yKa3aTb MECTOHAXOXKJICHHE M OMHUCATh CUCTEMY MMEIOIIUXCS COTIAIICHUH O

JENeTUPYyeMOn JeATeNbHOCTH 10  (apmakoHaa30py. OmNUCaHWE CHUCTEMBI
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COIVIAIIICHU MOXKET OBITh COCTABJICHO B BHJE NepedHs uiau Tadmuubl. [Ipu
OMHMCAHUM CHUCTEMBI COTJIANICHUH B BUJE TAOIHIIBI IPUBOISATCS CBEACHHS 00
YYacTBYIOIIUX CTOPOHAX, NPHUHATHIX 00s3aTeNbCTBAaX, JIEKAPCTBEHHBIX
mpernaparax Mo KOTOPBIM OCYMIECTBISIETCS (hapMaKOHAA30p M TEPPUTOPHSIX
roCyJapCTB-WICHOB, Ha KOTOPBIX ocymiecTBiusercs (apmakonanzop. [lpu
ONMCAHUU CHCTEMBI COIVIAIIEHUN B BHUJE TMEPEUYHS €r0 CTPYKTYPHUPYIOT IO
BUJAM HCIIOJB3YEMBIX YyCIyr (HampuMmep, MPeNCTaBICHUE MEIUIIMHCKON
uH(OpMAaIK, ayIUTOPCKUE YCIYTH, OOECIeYeHUE MpOorpaMM MOMICPKKA
NalKueHToB, 00pabOTKa JaHHBIX 00 MCCIIEIOBAHMIX), BUJAM KOMMEPUYECKUX
coramieHnid (COoTTaleHne O JUCTPUOBIONHMH JIEKAPCTBEHHBIX IIPENaparos,
COTJIAIIIEHWE O COBMECTHOM MapKEeTHHTE, COIIAllIEHue O COBMECTHBIX IMpaBax
HA PETUCTPAIMOHHOE YIOCTOBEpPEHHE, W T. J.) U BUIAM TEXHHUUYECKOTO
o0OecrieueHusi  JeArenpHOCTH 1o (dapmakoHan3opy  (pa3menieHue
KOMIIBIOTEPU3HPOBAHHBIX CHCTEM Ha CepBepax MpoBaijepa, apXUBHPOBAHUE
U XpaHEHUE JaHHBIX M0 (apMakoHaA30py W T. A.). Kommm oOTaenpHBIX
COTJIAIIIEHUW TPEACTABISIOTCA M0 3ampocy YIMOJTHOMOYEHHBIX OpPraHOB
roCyJapCTB-4WICHOB WJIM B XOJA€ MPOBEACHHUS WHCHEKIUH W ayauTa, HX
TIepeUeHb MPUBOAUTCS B IPUIIOKCHUIX.

3.4.3. Paznen Mmacrtep-daiina o0 MCTOYHMKAX MOJYyYCHUS JAHHBIX 10
0€30MacHOCTH.

3.4.3.1. Onucanne  OCHOBHBIX  OTJACNIOB, Kacaromuxcs  cbOopa
WHIUBUIYAIbHBIX COOOIIEHUN O HEXKENaTeNbHbIX PEeaKIusiX, IOJDKHO
BKJIIOUaTh B ce0si BCE CTOPOHBI, OTBETCTBEHHbIE 3a COOp COOOUIECHUH,
MOJTy9aeMbIX II0 3allpoCy, W CIOHTAHHBIX COOOIICHUH O HEXKeIaTeIbHBIX
peakmusaX Ha JIGKQpCTBEHHBIE IIpemaparbl, 3aperucTpUpOBaHHBIC Ha
TEPPUTOPUSIX TOCYIAPCTB-WICHOB. B omucaHne MOKHBI OBITH BKITIOYCHBI
MeCTa HaXOXXICHHS METUIIMHCKOW MH(POPMAINH, a TaKKe JouepHUE O(UCHI

opraHuzanuu. JT1a HHPOpMaIUsI MOKET OBITh COCTaBJIeHA B (JopMe CIIHUCKA C
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yKa3aHHEM TOCyJapCcTBa, XapakTepa JEATEIIbHOCTH W JIEKapCTBEHHBIX
npenaparoB (€CiM JaHHas ACATEIbHOCTh 3aBUCUT OT BHJA JIEKAPCTBEHHOIO
npenapara). Madopmanus o TpeTbUX CTOpOHAx (MapTHepax IO JIUICH3UH,
MECTHBIM JUCTPUOBIOTOPCKUM HWJIM MApPKETHUHTOBBIM COIJIALICHUSIM) TaKXKe
BKJIIOYAETCS B  paszjiell, B KOTOPOM ONHUCaHbl comnameHus. s
IPENCTABICHNUS, OCHOBHBIX JTanmoB cOopa U TEpeAayd JaHHBIX O
HEXKEJATENbHBIX PEAKUHIX, BPEMEHHBIX PAMKAaX M YYacCTBYIOIIUX CTOPOHAaX
MOTYT HUCIOJb30BaThCsl cxeMbl. OmucaHue Mpolecca Mo MHIAWBUAYAIbHBIM
COOOIIEHUSIM O HEXEJATeIbHBIX PEeaKIusX OT cOopa 10 MpE/CTaBICHUS B
YIOJIHOMOYEHHBIH OpraH JOJKHO BKJIIOYATh YKa3aHUE YYacCTBYIOIIUX B
poUEeAYype NOAPA3AECICHUN U (UIIN) TPETBUX CTOPOH.

3.4.3.2. Uctounuku wuHOpManuu 1o OE30MacCHOCTH TaKXKe JOJHKHBI
BKJIIOYAaTh B CE0Sl CIUCOK TEKYIIUX MCCIIEIOBAaHUMN, PErHMCTPOB, MPOTrpaMm
MOJIJICPIKKHU Wu HaOJIIOICHUH, CIIOHCHUPYEMBIX nepKaresemM
PErUCTPALIMOHHOTO YJIOCTOBEPEHUSI, B X0JI€ KOTOPHIX MOTYT MPECTABIATHCS
WHIUBUIyaIbHBIC COOOIIECHUSI O HEXKeNaTeIbHBIX peaknusax. Jlepxarenu
PETUCTPALIMOHHBIX ~ YIOCTOBEPEHHN  JOJMKHBI  UMETh  BO3MOXKHOCTb
NpEAOCTaBIATh  JIAHHBIE CIUCKKM 1O  3alpocy MpU  NPOBEICHUU
WHCIIEKTUPOBAaHUS CUCTEMBI (hapMaKoHa130pa, ayJauTa, JUOO BBIMOIHIEMOM
VJI® omenku cuctembl. B crucke Ao0MKeH OBITh ONMUCAaH (HA MHUPOBOM
YPOBHE) CTaTyC Ka)KJI0r0 UCCIEAOBAHUSA WUJIM MPOTrPaMMbl, COOTBETCTBYIOIIIEE
roCyJlapCTBO,  JIEKAPCTBEHHbIE  MpenapaTrbl U  OCHOBHBIE  IICJIH.
NHTEepBEHIIMOHHBIE W HEUHTEPBEHIIMOHHBIC HCCIIECIOBAHUS JOJKHBI OBIThH
yKa3aHbl IO  OTIEIBHOCTH  COMJIACHO  JICUCTBYIOIIEMY  BEIIECTBY
JIEKapCTBEHHBIX mpenaparoB. CIIUCOK JTOJDKEH COAEp)KaTh BCE UCCISIOBAHUS
(mporpammsbl), TeKyIIue UCCIeA0BaHUS (ITPOrpaMMBbl), a TAK)KE UCCIICIOBaHUS

(mporpaMMbl), 3aBEPIICHHBIC B TEYCHHE MOCICAHUX 2 JIET, © MOXET OBITh
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BKJIIOUEH B MPUJIOKEHUE K MacTep-Qailny cuctemMbl hapMakoHaA3opa, J1u00
MPEACTABIATHCS IO 3aMPOCy.

3.4.4. Paznen macrtep-¢aiia 0 KOMIBIOTEPU3HPOBAHHBIX CHCTEMAaX WU
0a3ax JaHHBIX.

3.4.4.1. B mactep-daiine cucrtembl (apMakoHaa30pa JIOKHO OBITh
OMHUCAaHO PacCIIOJIOKEHNUE, (YHKIIMOHAIBHBIE BO3MOYKHOCTH 151
HKCIUTyaTallMOHHAS] OTBETCTBEHHOCTh 32 KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI U
0a3bl  JaHHBIX,  UCIHOJb3yE€MbIE ISl  TOJY4YeHHs,  BepudUKALUM,
npeAcTaBieHuss “HGOpMaIUU 10 0€30MaCHOCTH U OIIEHKU €€ COOTBETCTBUS
MOCTABJICHHBIM 33/1a4aM.

3442.B ciaydae VCTIOJIb30BaHUSA HECKOJIBKHX
KOMIIBIOTEPU3UPOBAHHBIX CUCTEM WM 0a3 JaHHBIX JIOJDKHA OBITH OMMCAaHA MX
MPUMEHUMOCTD K JICSITEILHOCTU MO (hapMaKOHA130py TaKUM 00pa3oM, YTOOBI
ObT  TOHATEH OOBEM  KOMIIBIOTEpU3AIlMM B  paMKaXx  CHCTEMbI
dbapmakoHazopa. Kpome TOro, JoMKHBI OBITH OMKMCAHBI CTaTyC BaJWAalluu
OCHOBHBIX aCIEKTOB (GYHKIIMOHATBHBIX BO3MO>KHOCTEHN
KOMIIBIOTEPU3UPOBAHHOW CHCTEMBI, a TaKXE€ KOHTPOJIb HW3MCHEHUH,
CTPYKTypa HCIBITAaHUM, PE3EpBHBIC MPOIEAYPHl U aAPXUBBHI DJIEKTPOHHBIX
JAHHBIX, HEOOXOAUMBIE IIJisi cOOMoAeHusT TpeOoBaHUM (apmMakoHaI30pa, U
UMEIOIAsAC JOKyMeHTalus. YTo KacaeTcsi CUCTEM Ha OyMa)KHBIX HOCHUTEIISIX
(korma SIEKTPOHHAasi CHUCTEMAa HCIOJB3YETCSl TOJNBKO JJIi CPOYHOTO
MPEICTABICHNS UHIUBUIYAIBHBIX COOOIIEHNN O HEXKEIATeIbHBIX PEaKIINsIX),
HEOOXOJIMMO OIMHCATh YIPABICHUE JAHHBIMH, MEXAHU3MBbI, HCIIOJIb3yEeMbIC
JUIsl 0OecCIieueHusl 1IeJIOCTHOCTH, ¥ JOCTyNa K JaHHBIM, a TakKe BKIIFOUCHHS
nH(pOpMaIIU 0 HEXKEJIATeIIbHBIX PEAKIUAX B MPOLIEYPY BBISIBJICHUS CUTHAJA.

3.4.5 Paznen mactep-(daiina o mporeccax.

3.4.5.1. BaxHbIM KOMIIOHEHTOM CHUCTEMBI (hapMaKOHa/30pa SIBISETCS

HaJIMYKMC Ha MCCTC OCYHICCTBJICHUA ACATCIbHOCTH CTAHAAPTHLIX IIPOLCAYP B
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nucbMeHHoOU popme. B monpaznenax pasaene 2 Hacrosmux [IpaBui onucan
TpeOyeMblii MUHUMAJIbHBIM Ha0Op MUCBMEHHBIX Tpoleayp (papmakoHaazopa.
B wmacrep-gaiine cucrembl (apMakoHaa30pa JIOJKHA ObITh ONKMCaHa
UMEIOIIAsICS  TpoIeaypHas TOKyMeHTanus (CChIIKM Ha KOHKPETHBIE
CTaHJApTHBIC OTEPAIMOHHBIE MPOIEAYPhl, PYKOBOJACTBA W T. M.), THUIIBI
JAHHBIX (HampuMmep, THUI JAHHBIX 00 WHIUBHUIYAIbHBIX  CIydasx
HEXKeJIaTeIbHBIX PEeakIuii) U CIoco0 BeaeHMs 3amuceid (Hampumep, Oasza
JAHHBIX TI0 0€30MaCHOCTH, OyMaxHbIe (DaiJIbl B MECTE MOTYUCHHUS).

3.4.5.2. B mactep-daiin cucrtembl (apMakoHaa30pa JOHKHO OBITh
BKJIIOYEHO OIMHUCAHUE TMPOIIECCOB, MPOLEAYp OO0pabOTKM W perucTpanuu
JAHHBIX TIPU BBHITIOJHEHUU JESITEIBHOCTH MO (hapMaKoOHAA30py, KOTOpPbHIE
JOJIKHBI BKJTFOYATh B CE0SI CIIEAYIONINE aCIEKThI:

MOCTOSIHHBIA ~ MOHHTOPUHT  COOTHOIIICHHSI  «IOJb3a —  PHUCK»
JICKapCTBEHHOTO TIpermapara, pe3yJbTaT OICHKH | MPOIECC MPHHSTHS
pEIICHUSI O COOTBETCTBYIOIIMX MEpax, IMPOIECC BBIABICHUS, BAIHIANNN U
OIICHKW CHUTHAJIOB, TIOJYYE€HHUE BBIXOJHBIX JAHHBIX MO O€30MacHOCTH, 0OMEH
JTAHHBIMU C KJIMHUYECKUMU OTIEIaMu U T. 1I.;

CUCTEMa YIIpaBJICHUS PUCKAMH U MOHUTOPUHT PE3YJIETaTOB BHEAPCHUS
Mep MHHUMU3AINKN PUCKOB. B ciydae eciii B 3TOM MpoIiecce 3a1eliCTBOBaHO
HECKOJIBKO TOAPA3JICJIIEHUM, TOPSIAOK HUX B3aUMOACUCTBUSA ONPEACIACTCS
IIMCbMEHHBIMU NPOLEAYPAMU UIIH COMIAIIEHUAMM;

cOop, BepudHUKaIKs, MOJyIeHUE MMOCIECYIoONer nHpopMamu, oreHKa
W TpeacraBieHHe  WHPOpPMANMM 00  WHIWBHAYAIBHBIX  CIydasx
HEeXeJIaTeIbHBIX peakiuii. B mponemypax 1mo JaHHOMY pa3ieny J0JKHO OBITh
YETKOE pasrpaHUUICHUE JIOKATBHBIX M MEXTYHAPOIHBIX BUIOB JICSITCIIBHOCTH,

IUTAHUPOBAHKUE, COCTABICHHE W TPEICTABICHHUE MEPUOIMUCCKUX

OOHOBJISIEMBIX OTYETOB IO OC30IIACHOCTH;
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IpEICTaBICHHE NOTpeOUTEISIM, CrenuanucTam CUCTEMBI
3PaBOOXPAHEHUS W B YINOJHOMOYEHHBIE OpraHbl TOCYIapCTB-UJICHOB
uH(popmaiu o npodiemax no 0€30MacHOCTH;

BHECEHHME HW3MEHEHMI, Kacalolmuxcsa O€30MacHOCTH, B  OONIYyIO
XapaKTePUCTUKY  JICKAPCTBEHHOTO  TMpemapata ¢  HWHCTPYKIHUIO IO
MEAUIMHCKOMY MpUMeHeHut0. [Iporenypbl JOTKHBI OXBaThIBaTh BHYTPEHHUMN
Y BHEIIHUW OOMEH JTaHHBIMH.

3.453.1l0 KaxaoMy HaNpaBICHHUIO JESATEIBbHOCTH  JAEPKaTelb
PErUCTPALIMOHHOTO YJOCTOBEPEHUSI JIOJDKEH OBITh CIOCOOEH MPE/ICTaBUTh
MOJATBEPXKACHNE (PYHKITMOHUPOBAHUS y HErO CHCTEMBI CBOEBPEMEHHOTO
MPUHATHS HAJJICKAIIUX PEIIEHUNA U IEHCTBUN.

3.4.5.4. Jlo;kHBI OBITH MPECTABIEHBI TaHHBIC O APYTHX HAMPABICHUSAX
JEATEeIIbHOCTH,  MOATBEPXKIAIOIIME  HalMuue  HaJJIeKallell  CUCTEMBI
obOecrieueHUs KauecTBa B cucTeMe (¢apMakoHaa3opa. K Takum JaHHBIM,
B YaCTHOCTH, OTHOCATCS JIaHHBIE O (YHKIUAX ¥  OOS3aHHOCTSIX
YIOJHOMOYEHHOTO JIMIa MO (papMakoHA30py, PearupoOBaHUM HA 3amPOCHI
YHIOJHOMOYEHHBIX ~ OPraHOB  TOCYAApCTB-YJIEHOB O  TPEACTaBICHUU
uH(dOpMaIUH, TUTEPATYPHOM TIOWCKE, KOHTPOJIE M3MEHEHUH B 0a3ax JTaHHBIX
10 0OEe30IMacHOCTH, coIIalleHusSX o0 OOMEHEe JaHHBIMH 110 OE30ITaCHOCTH,
apXMBUPOBAHUM JAHHBIX MO OE30MacHOCTH, ayauTe ¢dapMaKoHaa30pa,
KOHTPOJIE CHCTeMbl KadecTBa M 0OydeHuu. llepeueHp mporemyp, KOTOPHIHA
MOXXKET ObITb BKIIOYeH B [IpuiokeHus, MOMHKEH COAEpKaTh HOMEP
MPOIETyPHOTO JOKYMEHTA, Ha3BaHHWE, JaTy BCTYIUICHHS B CHJy W THII
TOKyMeHTa ([Jis BCEX CTaHIApPTHBIX pabouux Mpoueayp, padouux
WHCTPYKIIMHA, PYKOBOJACTB H T. 1.). lIpomemypbl, BBIIOJHEHHWE KOTOPBIX
JIETIETUPOBAHO TPETHUM CTOPOHAM, JOJDKHBI HWMETh COOTBETCTBYIOIILYIO
uaeHTU(UKAIUIO. JJOKyMEHTBI, OTHOCAIINECS K CIEIU(UIESCKUM JTIOKATHLHBIM

mporeaypaM, MOTYT HE BKJIIOYAThCS B OOIMMIA TEPEUYCHb MPOIEAYPHBIX
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JIOKYMEHTOB, HO JIOJKHBI MPEAOCTABIATHCA MO 3aPOCY COOTBETCTBYIOIIETO
YIOJHOMOYEHHOTO OpraHa Ha CTPaHOBOM YPOBHE C yKa3aHHEM CTpaH, Ha
TEPPUTOPUH KOTOPHIX JAHHBIC MTPOIEAYPHI UCIIOIb3YIOTCSI.

3.4.6. Paznen  mactep-daiiia o  (YyHKIMOHUPOBAHUU  CUCTEMBI
dhapmakoHa30pa.

Macrep-daiin cucremsl dhapMakoHaa30pa JOMKEH BKJIIOUaTh B ceOs
MOJITBEPKICHUE HEIPEPHIBHOTO IPOBEICHMUS MOHUTOPUHTA
(YHKIMOHUPOBaHUSL CUCTEMBI  (hapMakoHaA30pa, BKJIOYas KOHTPOJb
OCHOBHBIX PE3yJbTAaTOB, a TAKXKE OMUCAHHE METOJOB MOHUTOPUHTA M Kak
MUHUMYM COJICPAKATh:

OMMCAaHWE MPOLEAYPbl OUEHKM TMPABUIBHOCTH  IPEACTABICHUS
WHIUBUIYAIbHBIX COOOIICHUN O HEXelIaTeNbHbIX peakuusixX. J(omKHbI ObITh
NpeACTaBICHbl PUCYHKHU (TpaduKu), MOATBEPKAAIOIINE CBOEBPEMEHHOCTH
npeAcTaBieHUs  HMH(pOpMAIlMM B COOTBETCTBUM €  TpeOOBaHUSMHU
3aKOHOJIaTeIbCTBA TOCYAapCTB-WICHOB;

OMMCAaHHE KOHTPOJBHBIX IMOKa3aTeJeh, UCIMONb3YEMBIX [JII KOHTPOJIS
KayecTBa  MPEACTAaBIEHHOW  WHPOpMAUU W JCATEIBHOCTH  TIO
dbapmakonamzopy. K Takum mokazarensiMm  OTHOCSATCS  uUHGpOpMaIus,
MOJIyd€HHas: OT  YINOJHOMOYEHHBIX OpPraHoB TOCYJapCTB-YJIEHOB, B
OTHOIIICHUM KadyeCcTBa TMPEJCTABJICHUS COOOIICHUNH O HEXKeNIaTeIbHbIX
peakuusix, [IOOb wnu npyrue npeacrapisieMble TaHHbIE,

aHanu3 cBoeBpeMeHHOCTH mpeacTtasienuss [IOOb B ynonHoMoueHHbIE
OpraHbl TOCYJApPCTB-UJICHOB (B MPUJIOXKEHUHU JOJKHBI OBITh OTPaKCHBI
NOCJEeIHUE JIaHHbIE, MCIOJIb3yEeMbIE€ JEp)KaTejeM PEerucTPaliMOHHOIO
yII0OCTOBEPEHMUSI JIJIsI OLICHKH COOI0OACHUS TPeOOBaHMI);

aHaJu3 METOJIOB, HCHOJb3YEeMbIX Il OIEHKM CBOEBPEMEHHOCTH
BHECEHUSI  M3MCHEHWH MO  Oe30mMacHOCTM MO  CPaBHEHUIO  C

yCTaHaBJIMBACMbIMH YIIOJJHOMOYCHHBIMK OpraHaMM KOHCYHBIMH CPOKaMM,
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BKJIIOYas OMHCaHUE HEOOXOAWMBIX M3MEHEHHH M0 Oe30MacCHOCTH, KOTOpPbIE
OBLITM BBISIBJICHBI, HO €I1Ie He ObUTH MOAAaHbI B YIIOJIHOMOUYEHHBINA OpraH;

B COOTBETCTBYIOILIMX CIy4asX — aHaJW3 BBIINOJHEHUS O00S3aTebCTB
COMIACHO IUIaHYy YTPABICHUS PUCKaMU, JUOO APYyrux oO0sA3aTeNbCTB WIIH
TpeOOBaHMM, YCTAHOBJICHHBIX MPU PETUCTPALMM U UMEIOIIUX OTHOIIECHHE K
dhapMakoHa30py.

Heobxomumo  ommcarh W TOSCHUTH — Hend 3G (PEKTUBHOTO
(YHKIMOHUPOBaHUS cUCTeMbl (papMakoHajg3opa. B cooTBeTcTBYIOLIMX
cllyyasix ~ HEOOXOAUMO  MPUJIOKUTh K  MacTep-paiialy  CHUCTEMBI
dbapMakoHa130pa CINHUCOK TOKazaresnel 3(P(HEeKTUBHOCTU ACATEIBHOCTH IO
dbapmakoHaa30py.

3.4.7. Paznen macrep-daiina no gapMakoHaa30py O CUCTEME Ka4eCTBa.

B pa3nene npeacraBisieTcs ONMCAaHUE CUCTEMBI YIIPABIECHUS Kau€CTBOM
B paMKaX CTPYKTYpbl OpraHM3allud W TPUMEHEHHUS CUCTEMbl KayecTBa B
dhapMakoHa130pe.

3.4.7.1. KoHTposb JOKYMEHTALIUH U 3aIIUCEN.

B uyacth KOHTpOJS MJOKYMEHTAIlMM MW 3aluCed JIOJDKHO OBIThH
MPEACTABICHO ONMKUCAaHNE MEXAaHU3MOB apXUBUPOBAHUS DJICKTPOHHBIX U (UIIH)
NeYaTHbIX BepcHil mMactep-(aityia cucteMbl (hapMaKkoHa130pa, a TakkKe 0030p
nponeayp, MPUMEHSEMbIX K JPYrHUM 3allUCsM U JIOKYMEHTaM CHCTEMBbI
Ka4eCTBa U CUCTEMBI hapMaKoOHa130pa.

3.4.7.2. IIpouenypHbie JOKYMEHTHI.

Onucanue npoueaypHOl JOKYMEHTALMH JI0JKHO BKIIFOUATh:

oOlllee OMMCaHUE THUIOB JIOKYMEHTOB, HCIOIb3yEMBIX B CHCTEME
dbapmakoHa30pa (CTaHAapThl, pabodyure Mpoleayphl, padboune UHCTPYKIIUU U
T.J.), YKa3aHWE€ MPUMEHUMOCTH Pa3JIWYHBIX JOKYMEHTOB Ha TIOOAIBHOM,
PErHOHAIBHOM WJIM JIOKAJbHOM YPOBHSX (DYHKIITMOHHUPOBAHUSI CHUCTEMBI

dbapmakoHam30pa B OpraHM3aliid, a TakKe DJIIEMEHTHl  KOHTPOJISI
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JOKYMEHTAIlMW, KOTOphbIE TPUMEHSIOTCS B OTHOIICHMHM JIOCTyma K
POLIEAYPHOU JOKYMEHTAIIMU, BHEAPEHUS U TIOICPKAHUS;

uHpopmarus O CcHUCTeMax JAOKYMEHTAlMH, TMPUMEHSIEMBIX K
COOTBETCTBYIOIIUM  TPOLEAYPHBIM  JTOKYMEHTaM, HaXOMAIMUMCS  TIOJ
KOHTPOJIEM TPETHUX CTOPOH.

3.4.7.2. Oby4denue nepcoHana.

[IpencraBnsieTcss omucaHWe  YOpPABICHUS pecypcaMH B XOJe
OCYIIECTBJICHUSA JIEATEIHHOCTHU O (papMaKOHAA30PY:

OpraHU3aIMOHHAS CTPYKTYpa ¢ KOJIMYECTBOM JIFOICH, YIACTBYIOIIUX B
OCYIIECTBICHUU JICSITEIIBHOCTH TI0 (hapMaKoHa130py (B SKBUBAJICHTE MOTHBIX
IITaTHBIX EAWHHI]), KOTOpas MOXKET OBbITh TIpPEACTaBICHAa B pasiele,
OTMKCBHIBAIOIIEM OPTaHU3AIMOHHYIO CTPYKTYPY;

uH(pOpMalld O MECTOHAXOXKICHUH TMEepCcoHaa, OCYIIECTBIISIONIETO
OpTaHU3AlMI0 ¥ BBIMOJHEHUE OMPEACICHHBIX BHUIOB JEATCIBHOCTH IIO
dbapMakoHa130py, IPUBOJUTCS B MacTep-daiisie cuctembl papmMakoHaa3zopa u
B TNPWIOKECHUSIX K HEMY, MEPEYCHb MECTOHAXOXKICHUS KOHTAKTHBIX JIWII,
NPEACTABIAIONIMX  JaHHbIE MmO  Oe3omacHocTH.  MHpopmamus 1o
MECTOHAXOXKICHUIO TIEpCOHANa JIOJDKHA  COMPOBOXKIATHCS  OMUCAHUEM
NepcoHaia W COOTBETCTBYIOIIMX MECT OCYIIECTBICHHS IEATEIBHOCTU C
11e1bI0 000CHOBAHUS CHCTEMBI OpraHU3aIMi 00yUeHHS,

KpaTKoe€ OMHCaHWE KOHTEKCcTa OOydYeHHWs], BKIIOYas CCHUIKY Ha MECTO
XpaHEeHUs! JOKYMEHTOB 00 00yUYeHUHU.

[lepconan pomkeH ObITb COOTBETCTBYIOIIMM 00pa3oM 0OydeH
OCYIICCTBJIICHUIO JICSITEILHOCTH MO (apMakoHAA30py. DTO Kacaercs He
TOJILKO TEPCOHAJIA B MOApa3AeieHUsIX (papMakoHaA30pa, HO U JIMI, KOTOPhIE
MOTYT TOJIy4aTh COOOIIEHUSI 0 OE30MaCHOCTH.

3.4.7.3. Aynur.
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Nudopmanusa o6 aynure cucTeMbl O0OECIEUeHHUs] KauyecTBa B CHUCTEME
dbapMakoHa30pa JOJDKHA OBITh BKIIOUEHA B MacTep-(ailll CHCTEMBI
dbapmakoHa3opa. B npunoxxeHne HEOOXOUMO BKJIIOUUTH OMUCAHUE METOJA
IJIAHUPOBAHMS  ayJIUTOB CHUCTEMbl (hapMaKoHa/30pa, # MEXaHU3MOB
OTUETHOCTH, a TAKXKE TEKYIIUI MepeyeHb 3allJIaHUPOBAHHBIX U 3aBEPIICHHBIX
ayJIUTOB CUCTEMBI (hapMaKOHa/130pa, BKIIOUaeMbIi B MPUJIOKEHUE K MaCTep-
daiiny. JlaHHBIN TIepeueHb JTOHKEH COMEpPIKaTh JIaThl IPOBEJCHUS ayJIUTOB M
NpEACTABICHUSI OTYETOB IO pe3yJbraramM ayauToB, OOJacTh OIEHKH W
COCTOSIHUE BBITIOJHEHUSI ayJUTOB IpOBaljiepaMHu YCIyT, CHeuupuyecKue
BUJIBI JICATEIILHOCTHU 10 (hapMaKOHAJ130py WJIM MECTa BBITTOJHEHUS (PYHKIIUMA
no QapMakoHaa30py, a TaKXKe OINEpallMOHHBIE O0JIaCTH B3aUMOJCUCTBUS,
UMEIOINE OTHOIIECHHE K BBIMOJHEHUIO 00s3aTenbcTB. l[lepedenn noimkeH
BKJIIOUATh JaHHBIE 3@ IEPUO NPOAOHKUTEIBHOCTBIO S JIET.

Macrep-daiin cucteMbl (apMakoHaA30pa JIOJKEH COAEPKATh TaKXKe
KOMMEHTapUM IO ayJuTaM, B XOJ€ KOTOPHIX ObLIM MOJYy4YEHBI 3HAUUMbIC
pe3ynbTarbl. DTO O3HAYAET, YTO B MEPEYHE MPOBEACHHBIX AYAUTOB HOJKHBI
OBITH YKa3aHbI PE3yIbTaThl, KOTOPHIC OBIITN OIICHEHBI KaK CYIIECTBEHHBIC UIIH
KPUTUYECKUE HECOOTBETCTBUS, a TaKXKe KpaTKoe OIKCaHue IUIaHa
KOPPEKTUPYIOIIUX WU NPEAyNPEAUTEIbHBIX MEp B OTHOIICHUM JaHHBIX
HECOOTBETCTBUM C KOHEYHBIMU CPOKaMH UCTIONHEHUs. JlomkHa ObITh yKa3aHa
CChUIKA Ha IMOJHBIA OTYET O MPOBEACHHOM AayJUuTe, JOKYMEHTHI C ILJIAHOM
KOPPEKTUPYIOIIMX H MNpeaynpeauTeNbHbIX Mep. B chmydae, ecnu 1iaH
KOPPEKTUPYIOIIUX U TPEAYNPEIUTEIbHBIX MEp IO ONPEICICHHOMY ayauTy
WJIM HECOOTBETCTBHUIO MO COCTOSIHHMIO Ha JaTy MOATOTOBKU IMEPEUYHS HE ObUIH
COTJIACOBAHBI, JIOJDKEH OBITh BKIIFOUEH COOTBETCTBYIOIIUN KOMMEHTAPUM, YTO
«mIaH (-bl) KOPPEKTUPYIOIIUX WU MPEAYNPEAUTEIbHBIX MEP MOTKHBI ObITh
COINIACOBaHbI». B MpUIIOKEHUHU, B CIHUCKE MPOBEACHHBIX ayAUTOB JIOJKHBI

OBITh yKa3aHbl ayIWTHl C HE3aBEPIICHHONW paboTOM MO COTIaCOBAHMUIO.
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KommenTapuu; W CBSI3aHHBIE C  HUMHU  KOPPEKTUpYIOUIUME U
npenynpeauTesbHble MEphl, JOKHBI OBITh BKIIOYEHBI B MacTep-(daiin
cucteMmbl (hapMakoHa30pa 0 TE€X MOp, MoKa He OyayT B TOJHON Mepe
OCYIIECTBJICHBI KOPPEKTUPYIOLIUE U (UIU) TpeaynpeauTeSbHble AeHCTBUS,
TO €CTh KOMMEHTApUHU VYIAISIOTCS TOJBKO TIOCIE TOTo, Kak OymyT
MPOJEMOHCTPUPOBAHBI  PE3YJAbTaThl  OCYIIECTBICHUS  KOPPEKTHUPYIOLIUX
nedcTBUM ¥ (WJIM) TPEACTaBICHO MOATBEpKACHHE (B TOM YHCIE
HE3aBHCUMOW CTOPOHBI) 3HAYMTEIHHOTO YIIy4IlIEHUsI cucTeMbl. JlobaBneHue,
U3MEHEHUE WIH YJaJeHHEe KOMMEHTApHEB JIOJDKHO OBITh 3a(pUKCHpPOBAHO B
COOTBETCTBYIOILIEM KYpPHAJIE PETUCTPAIUH.

B kadecTBe cpenctBa ympaBieHHS CHCTeMOW (apMakoHag3opa W
oOecrieueHus: OCHOBAHUS JJIsl IPOBEACHUS ayAuTa WU UHCICKIIUU, MACcTep-
daitn cuctembl ¢dapMakoHaA30pa JOIDKEH CONEPKaTh TaKkKe OIMHMCAHHE
MPOIECCOB PETUCTPALHU, OOPAOOTKH U YCTPAHEHUS BBISABICHHBIX B CUCTEME
YIOPABJICHHUS] Kaue€CTBOM OTKJIOHEHWH. B mactep-dailn Takke BKIIOYAOTCS
JAHHBIE O BBISBIEHHBIX OTKJIOHEHUSX BBIMOJHSAEMBIX MPOIEIYp IO
dbapmakoHaA30py, pe3yybTaTax OIECHKH BIUSHUS OTKJIOHCHUN W YIIPaBICHHS
OTKJIOHEHUSIMU JI0 TOJHOTO YycTpaHeHus. HWMudopmarus mno pabore ¢
OTKJIOHCHHSIMH MOXKET OBITh BKJIIOYEHa B (opMme IepedHs ¢ HoMepamu
OTYETOB TI0 OTKJIOHEHUSIM, JlaTaM H ONHCAHUI0 COOTBETCTBYIOIINUX
BBITIOJIHCHHBIX TIPOLIECIYDP.

3.4.8. [Ipunoxenue k Mactep-¢ainy cucTemMsl (papMakoHaa3opa.

[Ipunoxenne k Macrep-aiiiny cucteMbl ¢hapMaKoHaI30pa JOJKHO
COZEPKATh CIAEAYIOIIHNE IOKYMEHTHI:

nepedeHb JICKaPCTBEHHBIX IPENaparoB, KOTOPHIE 3apervucTPUPOBAHBI
JeprKaTelieM PETUCTPALMOHHOTO YIOCTOBEPEHHS B TOCyJapCTBaX-JIeHAX U B
TPEThUX TOCYIApCTBAaX, Ha KOTOPBIE PACIPOCTpPaAHSACTCS MacTep-Qaiin

CHUCTCMBI (bapMaKOHa/:Bopa, BKJIIKO4asd HAUMMCHOBAHHA  JICKAPCTBCHHBIX
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penaparos, MEXIYHapOIHbIE HENaTeHTOBAHHbBIE HAaMMEHOBaHUS
JEHUCTBYIOIIUX BEIIECTB U HAMMEHOBAHKE TOCY/IapCTBA, B KOTOPOM JIEHCTBYET
PETHCTPAIIMOHHOE YI0CTOBEPCHHE.

[lepedueHp pasperieHHBIX B TOCYJapCTBax-ujeHaX JIEKapCTBEHHBIX
penaparoB JOHKEH BKII0YaTh HOMEP PETHCTPAMOHHOTO YIOCTOBEPEHUS, a
TaKKe M0 KaKJIOMY YIOCTOBEPEHUIO CIEAYIONIYI0 HHPOPMALIUIO:

THII MPOIIEAYPHI PErUCTpAIU (HapUMep, pErUCTpallus IpenaparoB Ha
HAI[MOHAJIBLHOM YPOBHE, IyTEM TPOIEAYyphl B3aMMHOTO NPHW3HAHUS WU
JEIEHTPATN30BaHHON TIPOIIETYPHI);

pedepeHTHOE TOCy1apCTBO-UJICH;

HaJIMYKE Ha PhIHKE TOCYapCTB-YICHOB;

TPEThU CTpaHbl, B KOTOPBIX TIpemapar 3aperucCTPUpPOBAH WIIU
MIPUCYTCTBYET Ha PHIHKE.

[lepedenp MOMKEH OBITH CTPYKTYPHPOBAH COTIIACHO JEHCTBYIONTUM
BEII[ECTBAM, M B COOTBETCTBYIOIINX CIyJasX JOJDKEH ColeprKaTh yKa3aHUe Ha
CYIIIECTBOBAHHE CIEIU(PUICCKHX TPeOOBaHM K KOHTPOIK O€30MacHOCTH
JICKapCTBEHHOTO TIpemapara (HampuMep, BBEIACHUE MEp MUHUMM3AIUU
PHUCKOB, ONMCAHHBIX B IUTAHE YIPaBICHUS PUCKAMH WM YCTAHOBJICHHBIX B
Ka4eCTBE YCJIOBHS PErHCTpAIlMU JICKAapCTBEHHOTO IIperapara; HW3MEHCHHUE
NEPUOTUIHOCTH MPEACTABICHUS TEPHOINICCKOTO OOHOBIIIEMOTO OTYETa I10
0€30MacHOCTH;  BKJIOYEHHE B  CIOUCOK  MpenaparoB,  MOICKAIIAX
JOTIOTHUTEIILHOMY MOHUTOPUHTY ).

B oTHOIIEHNN perucTpalioOHHbIX YI0CTOBEPEHU, KOTOPHIC BKITIOYCHBI
B JApYTyI0 cHucTeMy (apMakoHag3opa B cCiydae HaJIWYMs Y JepiKaress
PETHCTPAIIMOHHOTO  YIOCTOBEPEHHMS  Oojlee 4YeM  OJHOW  CHCTEMBI
dapMakoHaa30pa WM HAIMYHMSA COTJIAIICHUS C TPEThed CTOPOHOM O
JENeTUPOBAaHUU  00s3aTeNbcTB 1O  (papMakoHAA30py ISl JTAHHOTO

PETUCTPALIUOHHOTO YIIOCTOBEPEHHUS, B mMacTep-Qain CHUCTEMBI



79

(apmakoHa130pa JAOHKHA BKIIIOYATHCS CChUIKA HA JOTOJHUTEIBHBIN MacTep-
daiim  cucteMbl (¢apmMakoHaI30pa B BHUAE OTACIBHOIO TEPEYHS B
MPWIOKEHUSAX C ILENbI0 MPEACTaBICHHS MOJHOM WH(GOpPMAalUU MO MacTep-
¢aitlaMm B OTHOIIEHWH BCEX JIEKAPCTBEHHBIX NIPEMapaTroB Jep KaTelis
PErUCTPALIMOHHOTO YAOCTOBEPEHHS.

B ciyyae coBmecTHBIX cucTeM (papMakoHaa30pa BCE JIEKApPCTBEHHBIC
npernaparbl Ha KOTOpPbIE paclpocTpaHseTcs cucteMa ¢dapMakoHaaA30pa,
onucaHHas B MmacTep-Qailie cucTemMbl (papMaKOHaA30pa, JOJKHBI OBITh
BKJIFOYCHBI B TEPEYCHb JIEKAPCTBEHHBIX MpemapaTtoB. [[ns mpencTaBieHus
JaHHOW WH(GOpPMAILMM MOXKHO HCIIOJIb30BaTh OAMH IEPEUCHb C YKa3aHUEM
HaMMEHOBAHUSI iepxKarens (IepkaTesieil) perucTpaliuoOHHOTO yA0CTOBEPEHMUS
U KaKJOTo JIEKAapCTBEHHOIO Ipernapara, Wi, B Ka4yeCTBE ajlbTepPHATUBBI,
OTJCJIbHBIE TIEPEYHU C OMHCAHHEM JICKAPCTBEHHBIX MPENaparoB KaXKIOTo W3
JeprKaTesiell peruCTPAIMOHHBIX Y0CTOBEPCHHI;

nepeyeHb MUCHbMEHHBIX CTaHIApTOB M TMPOIEAYP CHCTEMBbl KauecTBa
cucTeMbl (hapMaKoHAA30pa;

nepeyeHb KOHTPAKTHBIX JIOTOBOPEHHOCTEH, Kacaroluxcs
NENETUPOBAHHON  JIeATENIbHOCTH MO  (apMakoHaJ30py,  BKIIIOYas
COOTBETCTBYIOIIIME JICKAPCTBEHHBIE MPENaparbl ¥ TEPPUTOPUH;

nepedeHb 3aaad, JCJIETUPOBAHHBIX YIOJIHOMOYEHHBIM JIMIIOM TIO
dbapmakonanzopy;

CIHMCOK BCEX 3aBEPIUIEHHBIX 3a S5-JIETHUN MEpUOJ ayIUTOB U CIIHCOK
3alJIaHUPOBAHHBIX AyJAUTOB;

NepeueHb IOKa3aTelel OLICHKU JeATeNbHOCTU MO (papMakoHAA30py
(Koraa 9To MPUMEHUMO);

nepeyeHb HAaXOASIIMXCS B BEACHUM JIEpPXKaTeNsl PErucTPallMOHHBIX
YAOCTOBEPEHUM Ipyrux macrep-(haiaoB cucrteMbl (papmakoHan3opa (Korma

3TO MPUMEHUMO);
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nepedeHb HHBIX MacTep-(aiaoB Jepikaresss PerucTpalioHHOTO
yAOCTOBEpeHHs (ecau npuMeHuMo). llepedeHp TOMMKEH BKIOYATh HOMEP
mactep-(aitna  cuctembl  (dapmakoHaazopa u  uHbopMmanui 00
YIOJIHOMOUYEHHOM JiHIle 10 (apMaKOHAA30py, OTBETCTBEHHOMY 3a JIaHHYIO
cucremy (apmakonagzopa. B ciywae, ecnim  gaHHas ~ cucTema
dbapMakoHa 30pa YIPaBISIETCS JPYrod CTOPOHOHM, KOTOpas HE SIBISCTCS
JepKaTelieM PErHCTPAIMOHHOTO YIOCTOBEPCHMSI, YKAa3bIBACTCSI HHPOPMAITUS
M0 JAaHHOMY MOCTaBIIMKY yCIIYT MO (papMaKOHAA30pY;

KypHaJl PETHUCTpallid BCEX HM3MCHCHHM, BHECEHHBIX B COJACpP)KaHUC
macTep-(aiiia cucteMbl (papMakoHaa30pa 3a TMOCIEAHHE S5 JeT, 3a
UCKJIIOUeHnEeM uH(OopMaIuu B 4acTu TpeboBaHui abd3anes 3-6 myHkra 3.4.1.
Hactosimux [IpaBun u uHpOpManuu, BKIOYAEMON B MPUITIOKEHUS K MacTep-
daiiny cucteMbl (papmakoHanzopa. Mudopmanus no M3MEHEHUIO JOJDKHA
BKJIFOUATh yKa3aHUE JaThl U3MEHEHUS, JINIAa, OTBETCTBEHHOTO 3a M3MEHEHUE
W ONHCaHWe BHECEHHOTO W3MEHEHUs B  MmacTep-paili  cucTeMsl

dbapmakonaazopa.

3.5. KoHTpOJIb UBMEHEHUN, BEPCUU U APXUBUPOBAHUE

3.5.1. depxkarenmn  pPEruCTPALMOHHBIX  YIOCTOBEPEHUM  JIOJIKHBI
o0ecreynTh MPUMEHEHUE CHUCTEMBI YIPABICHUS M3MCHEHHSAMH B MacTep-
daiisie cuctembl ¢apMakoHaI30pa U KCIOJb30BaTh HAJICKHbBIC MPOIECCHI
CBOEBPEMEHHOTO MOTy4eHUsI HHPOpPMAITMA OTHOCUTEIHHO COOTBETCTBYIOIINX
W3MCHEHHH C TIOCIEAYIOMEeH HajyIeKaIleld akTyalm3anueii Mactep-gaiiia.
VYIOIHOMOUGHHBIE ~ OpPTaHbl  TOCYAApCTB-YJIEHOB  MOTYT  3allpPOCHUTH
uH(OPMAITUIO 0 BAXKHBIX M3MCHEHHSAX B CHCTeME (papMaKOHa130pa, KOTOPHIE
MOTYT BKJIFOUaTh B C€0s1 B TOM YHCJIE CIICTYIONINE N3MCHEHUS:

a) m3MeHeHUs B 0Oa3e (0a3ax) JaHHBIX IO OE30MAaCHOCTH CHCTEMBI

dbapmakoHa130pa, KOTOPHIE MOTYT BKIIFOUATh B ce0s MI3MEHEHHUSI B caMOi 0ase
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JAHHBIX WJIM BO B3aUMOCBA3aHHBIX 0a3ax JIaHHBIX, U3MEHEHHUS B CTaryce
BamuAanuu 0a3pl JaHHBIX, a TaKXke HW3MEHeHUus B uUHOOpMAIUU O
nepe1aBaeMbIX WU NEPEHOCUMBIX JAHHBIX;

0) UI3MEHEHUS B OKAa3aHUU 3HAUUMBIX YCIyTr 1o (apMaKoHAI30pYy,
OCOOEHHO €CJIM Peub UIET O BaKHBIX KOHTPAKTHBIX JIOTOBOPEHHOCTSX IIO
MPEICTABICHUIO JAaHHBIX 10 0€30MaCHOCTH;

B) TAKME OPraHW3allMOHHbIE W3MEHEHUs, KaK MOMIOIMIEHUE OIHOMN
KOMIIAaHUU  JpYrod, CIWSHHE, U3MEHEHHWE MeCTa  OCYIIECTBICHUS
NEATEeIbHOCTH 10  (apMakoHaA30py WM JieJieTMpoBaHue (mepenaya)
yIpaBJICHUS MacTep-(paiiioM cucteMbl (hapMakoHaA30pa.

[TomuMoO MOKyMEHTHpOBaHUS M3MEHEHUN B MacTep-(aiine (B xKypHaie
perucTpamnum), AEp:KaTeIeM PpPErUCTPAlUOHHOTO YIOCTOBEPEHUS JIOJKHO
ObITh  OOecrieyeHO  HMH(POPMHUPOBAHME  YMOJIHOMOYEHHOTO  JHUIA IO
(dhapMakoHa130py O JAHHBIX U3MEHEHUSX.

3.5.2. I3meHeHus B Mactep-(daiisie cuctemMbl papMakoHa130pa JOJIKHBI
JOKYMEHTHUPOBATHCS C OTPAXKEHUEM HCTOPUHU W3MEHEHUH (C YKa3aHHEM JaThl
Y ONKMCAaHUEM W3MEHEHMS) B JKypHAJ€ PErucTpaluu U3MeHeHuu. B xypHan
pEerucTpalvy U3MEHEHHN BKIIIOYaeTCsd MH(POpPMAlLMsS MO BCEM W3MEHEHUSIM,
BHECEHHBIM B COJIepKaHUe MacTep-¢aiiyia cuctemMbl (apMakoHaI30pa, 3a
UCKJIIOUeHHnEeM uH(dopManuu B yactu TpedoBaHuil ad3aies 3-6 nynkra 3.4.1.
Hactosimux [IpaBun u wHpOpMaNMK, BKIOYAEMON B MPUTIOKEHUS MacTep-
daiina cuctemsl papMakoHaa30pa.

Uctopus uzmeHenuii nHGopManum, coaepramiencsi B MpuIoKEeHUsIX K
MacTtep-Qaiiiny cucteMbl (apMakoHaI30pa, MOXKET MPEIOCTABIATHCS 10
3alpoCy, ¥ B 3TOM CIIydyae B JKypHaJ PErMCTPAllMM W3MEHEHUH BKJIOYAETCS
nara u3MeHeHuss W (W) OOHOBIICHUS NPUIIOKEHHS C aKTyaldu3anuein
UCTOpUM  W3MEHEHWW  coaepkaHus mnpwiokeHuid. HMadopmamms B

NPUJIOKEHUSIX, KOTOpasi PEryasipHO OOHOBIISIETCS, Takasi KakK IIEPEUHH
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JIEKapCTBEHHBIX IMpEenaparoB, CTaHAAPTHBIX pabouyux mpouenayp, WId
MoKaszareiel COOTBETCTBUSA, MOXKET BKIIOYaTh B ce0s pe3ysbTaThl,
MOJIyYEHHbIE OT KOHTPOJUPYEMBIX CHUCTEM (TaKUX KAaK CHUCTEMBI
AJIIEKTPOHHOTO JOKYMEHTOOOOpOTa WM 0a3bl JAaHHBIX YIIOJIHOMOYEHHBIX
opraHoB). [lpeamectByromue BepcuU JaHHOW WHQPOpPMAIIMU TPUIOKECHUM
MOTYT YIPaBIATHCS BHE CaMOro macrep-daiia mpu yclIOBUM, YTO HCTOPHUS
U3MEHEHUI COXpaHseTcs M JOCTYIHAa [Jisi YIOJHOMOUYEHHBIX OpPraHOB
roCy/lapCTB-WICHOB Mo 3anpocy. Ecnu Mactrep-daiin He Obul 3ampolieH
YIOJITHOMOYEHHBIM OPTraHOM WJIM B HETO HE BHOCUJIMCh U3MEHEHUS B TCUCHUE
OMPENICICHHOTO TMEpPUoJla BpEeMEHU (HampuMep, €CIM U3MEHEHUs B
COJICP)KAHUM TIPWIOKEHUM YNPaBIAIOTCS 3a paMKaMu Mactep-(daiina),
PEKOMEHJIyeTCs ~ NEPUOJMYECKH  NPOBOIUTH  0030p  COOTBETCTBUSIL.
JlepxaTensiM perucTpaliMoOHHOTO YAOCTOBEPEHUs] HEOOXOIUMO OOECIeUUTh
BBITIOJTHEHHE 0053aTEILCTB OTHOCUTEILHO CBOEBPEMEHHOIO MPEI0CTaBICHUS
MacTep-Qaiina cucremsl papmMakoHa30pa. Takke YIOIHOMOYEHHOE JIMIIO MO
dbapmakoHan30py JAOHKHO HMMETh JOCTYNl K aKTyallu3UPOBAaHHOW U
IOCTOBepHOUW wuHPOpMaMK O cucreMe ¢apMakoHAA30pa, IMOITOMY
JepKaTeieM PEruCTPAllMOHHOTO YIOCTOBEPEHUS JIOJDKEH ObITh OOecreueH
MOCTOSIHHBIM JOCTYIl K Macrep-¢aiiay cucrteMbl (papMakoHa130pa, BKIIOUYas
UH(pOpMAIINIO, CONEPIKAIIYIOCS B MPUIIOKEHUSAX (JIUOO C MOMOIIBIO CaMOro
Mactep-(aitna cucremsl (hapMakoHaaA30pa, TUOO0 Yepe3 JTOCTYIl K CHCTEMaM,
UCIIOIb3YEMBIM [IJI51 CO3/IaHUS COJIEPIKAHUS TTPUIIOKEHHIN ).

3.5.4. [lepkareqn  PErUCTPALIMOHHBIX  YIOCTOBEPEHUW  JTOJIKHBI
000CHOBaTh BBIOpAHHBIM METOA W pa3padoTarh MPOLEAYPHl KOHTPOJIS
JOKYMEHTallui C  LEeJIbl0  HaaJeXallero  ympaBieHUs  MpOLEeccOM
nojaaepkanuss  macrep-(daitna  cuctembl  (papmakoHagzopa.  OCHOBHOU
NPUHLMI 3aKJIIYAETCSd B TOM, 4YTO, NPEACTaBisis COOOH OCHOBaHHE s

ayIUTOB W WHCIICKIUH, MacTep-paiia cucteMbl ¢apMaKkoHAA30pa COACPIKUT
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ONHCAHUE CUCTEMBI (DapMaKOHaJ30pa B TEKYIIM MOMEHT BPEMEHHU, HO IS
IPABWJIBHOTO TOHHUMAHUSL MOXET IMOTPeOOBaThCsl JOMOIHUTENbHAS OLICHKA
(YHKUIMOHUPOBAaHUS M HAMNpPABICHHOCTH CHUCTEMbI (apMakoHaA30pa Ha
IPENIIECTBYIONINX dTanax.

3.5.5.1lpu BHeceHMM U3MEHEHMH B MacTep-(aill  cucTembl
(apMakoHa/A30pa TaK)KE€ HEOOXOIMMO YUWUTHIBATb COBMECTHBIE CHUCTEMBI
(dapMakoHaa30pa U JACJIETMPOBAHHYIO JEATENbHOCTh IO (hapMaKOHAI30pYy.
Hamexxamui KOHTpOIb U3MEHEHUN IIPEAYyCMAaTPUBAET PErUCTPALMIO AaThl U
KOHTEKCTa YBEIOMJIEHUM O BHOCHUMBIX H3MEHEHUSAX YINOJIHOMOYEHHBIX
OpraHOB IOCYJapCTB-WICHOB, YIIOJTHOMOYEHHBIX JIMI MO (papMaKOHAI30py U
TPETBUX CTOPOH.

3.5.6. Macrep-daiin cucteMbl (apMakoHaaA30pa CIEAYyEeT XPaHUTb

TakuM 00pa3zoM, 4TOObI 00ECIIEUUTh €r0 YI000UYUTAEMOCTh U IOCTYIHOCTD.

3.6. IIpeacrapnenue macrep-(daitna cuctemsl papmakoHaazopa

VYnomHoMO4YeHHOE JHIO 1O (GapMaKOHAA30py JODKHO  HMMETh
MOCTOSIHHBIM ~ JOCTYIl K  Macrtep-daiimy cuctembl (dapMaKkoHaAA30pa.
VYIOJIHOMOUEHHBIM OpTaHaM TOCYHapCTB-WICHOB JIOJDKEH OBITh ObOecreueH
MOCTOSIHHBIM  JTOCTYNm K MacTep-Qainy cucrteMmsbl (apMakoHaaA30pa 1o
3anpocy. Uadopmanust B macrep-(daitne cucremsl hapMakoHaa3zopa J0JKHA
OBITh HMCUEPIBIBAIOIICH, MPABUIBHOW W OTPaXKaTh JEUCTBYIOIIYID CUCTEMY
dbapmakoHa 30pa B TEKYIIUA MOMEHT BPEMEHH, YTO O3HA4YaeT 00sS3aTeIbHOe
oOHOBNeHWE wWHpoOpMaMu  Mactep-aitla w  mOpu  HEOOXOAUMOCTH
BBITIOJIHEHUE TIEPECMOTPA C YUETOM TOJYYCHHOTO OIbITA, TEXHUYECKOTO
HAy4YHOTO Mporpecca, U3MEHEHUH B HOpMax peryimmpoBaHus. Jlepkareiaem
PETHCTPAIIMOHHBIX  YIOCTOBEPEHUN JOJDKEH OBITh OOCCIeYeH JIOCTYIl
YIOJHOMOYEHHBIX OPTaHOB TOCYAApCTB-4JIEHOB K MacTep-(ailly CHCTeMbI

dapmakoHam3opa B TedeHHME 7 pabodyMxX AHEWM TOCIe TONyYCHHS
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COOTBETCTBYIOILIETO 3armpoca. Hepxarensimu PErUCTPalMOHHBIX
yIAOCTOBEPEHUM JIOJDKEH OBITh OOEeCleyeH HEeNOCPEACTBEHHBIN JOCTYII
YIOJHOMOYEHHBIX OPraHOB TOCYAApCTB-UJIEHOB K MacTep-(ailly CHCTeMbl
(apmMakoHa/30pa B yKa3aHHOM MECTOHAXOXKJIEHUHM MacTep-(Qaiiia CUCTEMBbI
(dapmakoHan30pa WIM 1O  MECTY  OCYIIECTBICHUS  AESATEIbHOCTH

YHOJIHOMOYEHHOTO JIUIIA 10 (hapMaKoHaA30DYy.

3.6.1. ®opmMmar u cTpyKTypa Mactep-(aitia cucTeMbl hapMaKoHa30pa

Macrep-daiin cucteMbl ¢papMakoHaI30pa MOXKET OBITh B AJEKTPOHHOU
dbopMe TpU YCIOBUU COXPAHEHHS] BO3MOXKHOCTH TMPEACTABICHUSI YETKO
CTPYKTYPHUPOBAaHHOW TI€YaTHONW KOMHHM 1O 3ampocy YIIOJTHOMOYECHHBIX
OpraHoB TOCyHdapcTB-wieHOB. B moOom ¢dopmare mactep-(aiin cucTteMbl
dbapmakoHai30pa AOHKEH OBITh B YUTAEMOM, MOJTHOM M JOCTYIHOUN Qopme,
o0OecreurBaoIIe  BO3MOXKHOCTh  OLIGHKM  BCEX  JOKYMEHTOB U
IPOCIICKUBAEMOCTh M3MEHEHUH. MokeT mnoTpedOoBaTbCcsl OrpaHuYEHUE
noctyna K - macrtep-daiiny  cuctembl  (apMakoHaa3opa € IEJbIO
OCYIIECTBIICHUS HAJIJICKAIIETO KOHTPOJISL €r0 COJAEPKAHUS U PACTIPEICICHUS
00s13aHHOCTEH MO YMpaBIEHUIO MacTep-GpaiaoM cucTembl (papMakoHaI30pa
(B KOHTEKCTE KOHTpOJIA W3MEHEHUW U apxuBupoBaHus). Cruemyer
UCTIONB30BaTh  AJNEKTPOHHYI0 MapKUPOBKY JOKyMEHTa U TEKCT C
BO3MO)XHOCTBIO TIOMCKA. JIOKYMEHTBI, Takhe KaK KOIHWH IOAMHCAHHBIX
3asiBJICHUN WM COTJIAIICHWM, JOJKHBI OBITh BKIIOYCHBI B TMPHUIIOKEHUS U
OMHCaHbl B yKazarene. JJokyMeHThI U JaHHBIE MacTep-Qaiiia T0KHBI ObITh
MPENCTABICHBl B CIEAYIOMMX pyOpHMKax W, B CIydae €CIM OHU HMEIOT
NIeYaTHBIN (hOpMaT, JOJKHBI OBITH IIPEICTABIICHBI B YKa3aHHOM ITOPSIKE:

Ha TUTYJIBHOM CTpaHUIIE JOKHBI OBITh YKa3aHbl HOMEpa MacTep-daiina
CUCTEMBI (hapMaKOHAA30pa, HAUMEHOBAHWE JEPXKATENsl PETHCTPAIIMOHHOTO

yAOCTOBEPEHHUSI, YIIOTHOMOYEHHOE JIUIIO TI0 (hapMaKOHA30PY, OTBETCTBEHHOE
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3a OMNHCAaHHYI0 CHCTeMy (apMakoHaJ30pa, HAUMEHOBAaHUE APYIHX
JepKareneil perucTpalMoOHHBIX YAOCTOBEPEHUN (MPUMEHSIOMUX JTaHHYIO
cucteMy (apMakoHaa3opa), IepedeHb Mactep-(ailioB s Aepkareseit
PErUCTPALIMOHHBIX YAOCTOBEPEHUM (JJIsI JICKAPCTBEHHBIX MpenaparoB C
Ipyrod cucremMou (¢apmMakoHan30pa), Jara MOATOTOBKH WM IOCIEIHErO
OoOHOBJICHUSI MacTep-(daiiiaa cucteMsl (papmMakoHaI30pa.

3aroyioBKH, UCIONb3yeMbIE B pasneine 3.4 Hactosmux [IpaBun, cnengyer
UCIIOJIb30BaTh NI 0003HAUEHUsI OCHOBHBIX Pa3/elIOB COAEPKAHUS MacTep-
¢aiina. MuHumanbHOoe TpedyeMoe coAep:KaHhe MPUIOKEHUH K MacTep-
baiiny uznoxkeHo B mnyHkre 3.4.8 Hacrosimux IlpaBuwii, nomoNHUTEILHAS
uH(dopMaIus MOXKET ObITh BKJIIOUEHA B MPWIOKEHUsS] K MacTep-daiiny mnpu
YCIIOBUM BBITIOJHEHUS TPEeOOBAaHUN K COACPIKAHUIO OCHOBHBIX Pa3JeioB.
B npuioxkeHus BKIItOUaeTcs ciaeayromnias nHpopmaus:

CBEJICHUS 00  YINOJHOMOYEHHOM JHIe 1o  (apMakoHAA30py
(mpunoxenue A);

MepeyYeHb 3a/a4y, JICJIETUPOBAHHBIX YIMOJHOMOYEHHOMY JHIy MO
dbapmakoHaA30py, UM COOTBETCTBYIOIINI MPOLIETYPHBINA JOKYMEHT;

ouorpaduyeckue JAHHBIE YIOJITHOMOYEHHOTO Iuua o
dbapMakoHaI30py U CBSA3aHHBIE C HUMH JIOKYMEHTHI; JOTOJHUTEIIbHBIC
KOHTAKTHBIE JTaHHBIE, €CJIU HEOOXOIUMO.

OpraHU3allMOHHAs  CTPyKTypa  JepKaTeisi  PerucTparmoHHOTO
yaocroBepenus (npunoxenue b):

MEPEYHH JOTOBOPOB U COTIAIICHUH;

MCTOYHMKHU JIAaHHBIX O€301MacHOCTH (TIpuiioxkenue B):

MEePEYHH C OMMCAHUEM MCTOYHMKOB JaHHBIX O€30MacHOCTH, HAIpUMeEp,
¢dbunuanel 1 KOHTAKTHBIE TPETHUX CTOPOH;

KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI M 0a3bl TaHHBIX (TIpuiiokeHue [');

MUCBMEHHBIE MPOLIECCHl U Mporeaypsl (npuitoxenue Jl):
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NepeUYEeHb MPOUEAYPHBIX JOKYMEHTOB;

s pexTUBHOCTH cUCTEMBI (hapMakoHaa3opa (npmioxeHue E):

NEPEYHU UHJUKATOPOB 3(PPEKTUBHOCTH;

TEKYIIIUE PE3YJIbTaThl OLEHKU A(PPEKTUBHOCTH MO HCIOIb3YEMbBIM
WHJIUKATOpaM;

cuctema kadectna (mpuioxenue JK):

IJIaH ay/IUTOB;

NepevYeHb MPOBEJCHHBIX U 3aBEPIICHHBIX ayJIUTOB;

JIEKapCTBEHHbIE ITpenaparsl (MpuiiokeHue 3):

MepeUeHb JIEKAPCTBEHHBIX MPENapaToB, HA KOTOPHIE PacpOCTPaHSIETCS
cuctema hapMaKkoHaA30pa;

KOMMEHTapHUM B  OTHOIICHWM  JIEp)KATeNed  PErucTPaliiOHHBIX
YAOCTOBEPEHU JIEKAPCTBEHHBIX MIPENapaToB;

KOHTPOJIb 3aIIUCEN U JOoKyMeHTauu (puioxenue M):

KYpHaJI pETUCTPAIIMU U3MEHCHHUI;

NOKYMEHTAlUsl MUCTOPUHA MW3MEHCHUM COJCPKAHUA IPUIIOKECHUM,
WHJIEKCUPOBaHHAssT B COOTBETCTBUUM C MpwiokeHusMu A-I u ux
COJEP)KAHUEM, €CJIM ATO HE MPEIyCMOTPEHO B CaMOM COOTBETCTBYIOIIEM
MPUIIOKEHUH.

K nokymeHty B ciydyae HEOOXOIMMOCTH MPUIIAraeTCs JOKyMEHTaLUs
TSl TIOATBEPIKICHHS YBEIOMJICHUH W TOJANUCEH, Kacarommxces MacTep-daiiia
cuctembl (hapmakoHaazopa. B coyudae orcyrerBus comepxanus [IpunoxeHus
HET HEOOXOIMMOCTH TPEAOCTABIATh CTPAHUIIBI C MYCTHIM COJICPKUMBIM,
onHako [lpunokeHus, KOTOpbIE MPEIOCTABISIOTCS, BCE PABHO JIOJKHBI OBITh
Ha3BaHbl B COOTBETCTBUM C BBINIEyKa3aHHbIM ¢dopmatoMm. Hampumep,
npuioxenue J[ He creayer NepeMMEHOBBIBaTH B MpuioxeHue [ B Tex
clyyasX, KOrJa HE  UCHOJb3yeTCsl  MPWIOKEHUE,  Kacarolleecs

KOMIIBIOTCPHU3HUPOBAHHBIX CHUCTCM M 0a3 JaHHBbIX, IIPHIIOKCHHUC I[ cJiIeaycCcr
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IMpOCTO HAa3BaThb «HCHUCIIOJIB3YCMbBIM)» B COACPKAHHUHN JIA 0003HaUEHHUST

OTCYTCTBHS COAEPIKAHUSL.

3.7. O0s13aHHOCTH YYACTHUKOB CUCTEMBI (papMakoHag30pa

3.7.1. leparenn perucTpauruoOHHbIX yI0CTOBEPEHUN.

3.7.1.1. llepxarenu  perucTPallMOHHBIX  YIOCTOBEPEHUN  JIOJIKHBI
pa3zpaboTtarh U BHEAPUTH CUCTEMY (hapMaKOHaA30pa C IIeJIbI0 MOHUTOPHUHTA U
KOHTPOJISI 3a OJHUM WU OoJsiee JEeKapCTBEHHbIM mpemapatoM. OHU Takke
OTBEUAIOT 3a CO3/JaHME U TMOJAJEpXKaHWE MmacTep-Qaiiia CHUCTEMBI
(dapmakoHa30pa, B KOTOPOM OCYUIECTBISIETCS PETUCTpalUs ACSTEIbHOCTH
no (gapMakoHaa30py B OTHOILLIEHHWU OJHOTO WM 0o0Jiee 3aperucCTPUPOBAHHBIX
JIEKapCTBEHHBIX pernaparos. Jeprxarento PETUCTPALIMOHHOTO
yIAOCTOBEPEHUS] HEOOXOJUMO HA3HAYUTh OJHO YIIOJIHOMOUYEHHOE JIUIIO IO
dbapmakoHaa30py, OTBEUAOIIEE 3a CO3MaHNE U (DYHKIIMOHHUPOBAHUE CHUCTEMBbI
dhapMakoHa130pa, ONMCAaHHON B MacTep-daiiyie CUCTEMBbI (hapMaKOHa30pa.

3.7.1.2. llpu mnomadye 3asBICHHUS HA PETUCTPALMIO JIEKAPCTBEHHOTO
mpenapara 3asBUTEIb JIOJDKEH UMETh B CBOEM PACTIOPSHKEHUU OIMHMCaHUE
cucteMbl  (apMakoHag3opa, KoTtopas Oymer (YyHKIMOHUPOBATh Ha
tepputopuu Coro3a Wiu TEPPUTOPUU OTIEIBHBIX TOCYIapCTB-YICHOB. B xo1€
OIICHKM 3asBJICHUS HAa PETUCTPALMIO OT 3asABUTEINS MOXET MOTPEOOBAThCS
NPENCTABICHUE C ILENbI0 O3HAKOMIICHHMS] KOMUU MacTep-Qaiiia CHUCTeMbl
dbapmakonaazopa.

3.7.1.3. lepxkareiib  peruCcTPAIMOHHOIO YIOCTOBEPEHUS OTBEYACT 3a
co3maHue Mmactep-daiia cucteMbl (apMakoHaA30pa, KOTOpas BKIIOYAET
TEPPUTOPHUIO TOCYJAPCTB-UJIEHOB, M PETUCTPALMI0 MECTOHAXOXKICHUS
Mactep-(aitia B yIIOJHOMOUYEHHBIX OpraHaxX TOCyIapCTB-WICHOB MPH Moja4e
3asBJICHUS] HAa PETUCTPALMIO JIEKAPCTBEHHOTO Tpemapara. B macrtep-daiine

CUCTEMBI (papMaKOHAa30pa HEOOXOAMMO OMUCATh JEHCTBYIOINIYIO B TEKYIITUI
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MOMEHT BpeMeHHM cuctemy ¢dapmakoHaa3opa. MOXHO  BKIIOYUTH
UHOOpPMAIIMI0O O KOMIIOHEHTaX CHCTEMBI, KOTOpbIE€ OyayT BHEAPSITHCS B
OyIayIieM W KOTOpbIe JOKHBI OBITh yKa3aHbl KaK 3alUIaHUPOBAaHHBIC, a HE
BHEJPECHHBIC WU JCUCTBYIOLINE.

3.7.1.4. Pabota 1O CO3AaHUIO, NOAJEPKAHUIO U MPEICTABICHUIO
MacTtep-daina cucteMbl (apMakoHaA30pa B YIOJIHOMOUYEHHBIE OpPraHbl
rocyIapcTB-4JICEHOB MOXKET OBbITh MepeaHa TPEThel CTOPOHE, HO JepKaTelb
PETHCTPALIMOHHOTO  YIOCTOBEPEHUSI  COXpaHseT 3a coOOl  MOJHYIO
OTBETCTBEHHOCTb  3a  COOJNIOJIeHHE  TPEOOBAHUM  3aKOHOJATEIHCTBA
rOCy/IapCTB-WICHOB, MEXJIYHAPOAHBIX JOTOBOPOB U AKTOB, COCTaBJISIOIIMX
npaBo Coroza. [lognep:kanue mactep-daitna cuctembl (papMakoHaa30pa B
JIEHUCTBYIOIIEM M JIOCTYITHOM COCTOSTHUU (TIOCTOSIHHBIN JOCTYI JJIA ayiuTa U
WHCIICKIIMM) MOXHO JIeJIETUPOBaTh, HO JIep)KaTeiab PEruCTPaAllMOHHOTO
YAOCTOBEPEHHsSI Ha IMIOCTOSIHHOM OCHOBE HECET OTBETCTBEHHOCTh 32
oOecrieueHue BBITIOJTHEHUS TaHHON (DYHKIIMK HA YPOBHE, COOTBETCTBYIOIIEM
TpeOOBaHUSM  3aKOHOJATEIhCTBA TOCYIAPCTB-UJICHOB, MEXIYHAPOIHBIX
JIOTOBOPOB U aKTOB, COCTaBIsIFONIMX npaBo Coro3a.

3.7.1.5. B cny4ae cMeHBI YITOJITHOMOYEHHOTO JIUIA 1Mo (hapMaKoHa130py
WM KOHTAKTHOW MH(OpMAIMd O HEM, a TaKKe MECTOHAXOXKICHHUS MacTep-
daiiia  cucteMbl  (papmakoHaz30pa  JepkKaTedb  PETUCTPALMOHHOTO
YIAOCTOBEPEHMSI TIPEACTABISIET B YIOJIHOMOYEHHBIC OPraHbl TOCYIapCTB-
YJICHOB 3asBJICHUE O BHECEHHWU COOTBETCTBYIOIIMX M3MEHEHHH. [lepkarenun
PErUCTPALIMOHHBIX YIOCTOBEPEHUN HECYT OTBETCTBEHHOCTh 3a OOHOBJICHHE
uHdopmanuu 00 YNOJHOMOYEHHOM JIMIle 1O (apMakoHAA30py M ajpece
HaxOXJeHUs MacTep-(aiisia cucTeMbl (hapMaKoHa130pa.

3.7.2. YIOTHOMOYEHHBIE OPTaHbl TOCYAPCTB-YJICHOB.

3.7.2.1. YIIOTHOMOYEHHBIE OpraHbl TOCYIAPCTB-WICHOB OTBEYAKOT 3a

KOHTpOJIb  cuUcTeM (papmMakoHaa30pa  JepxkaTelell  perucTpaliMOHHBIX
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yaocToBepeHuii. B pamkax pgaHHOTO o00s3arenbCcTBa YNMOJTHOMOYEHHBIE
OpraHbl  BBIMIOJIHSIOT  OLIEHKY KpaTkoil  HMHpOpMalMM O  CHCTEME
¢dapmakoHaa30pa, BKIIOYEHHONW B PETUCTPAIMOHHOE JOChE MpH IOojaade
3adBJICHUS Ha TIOJIYYEHHE PETUCTPAIIMOHHOTO yaocToBepeHus. [lomHbli
MacTtep-(paia cucreMbl (papMakoHaI30pa MOXKET ObITh 3allpoIleH B J000e
BpeMs  (Hampumep, TMpU BO3HUKHOBEHHUH BOMPOCOB MO  CHUCTEME
dhapmakoHa130pa, WK Mpoduito 0€30MaCHOCTH JIEKAPCTBEHHOTO IMpenapara,
WIM TpU TOATOTOBKE K uHcnekuuu). Mudopmamuio 00 H3MEHEHUAX B
KpaTKon uH(bOopMaIuu 1o CUCTEME dapmakoHaa30pa WIH
B cofiepKaHuM MacTep-(daiiya cucteMbl (hapMakoHaI30pa TaKKe UCTIOIB3YIOT
B XOJI€ TUIAHUPOBAHUS U MPOBEICHUS HHCIEKIINH.

3.7.2.2. YOTHOMOYEHHbIE OpraHbl rOCyJapCTB-YJIE€HOB OOMEHUBAIOTCS
uHpopMalmen o cuctemax papMakoHaaA30pa, B TOM YHCIIE B LENSIX MMepeaadu
JaHHBIX B HAlMOHAIbHBIE MPOTPAMMbl MHCIEKIIMM, pa3paOOTaHHbIE Ha
OCHOBE aHalu3a pPUCKOB. HHCIEKTOpHI  yMOJTHOMOYEHHBIX OpPraHOB
TOCY/IapCTB-WICHOB COOOIIAIOT O HECOOIIOICHNHN 00s13aTeIIbHBIX TPEOOBaHMI,
BKJIIOUass TpeOoBaHUS MO MacTep-(ainy cucrembl (QapmakoHaa3opa U

cucreme apMakoHa30pa.

3.8. loctynHoCTh MacTep-daiisa cuctemMbl hapMaKkoHa130pa

3.8.1. Mactep-daitn  cucteMbl  (apMakoHaaA30pa  MOAJIEPKUBAIOT
B JCHCTBYIOIIEM M JOCTYIIHOM COCTOSIHUM ISl YIIOJIHOMOYEHHOTO JIMIA I10
dapmakonaazopy. OH Takke [IOIDKEH OBITh MOCTOSHHO JOCTYHEH IS
WHCIEKLIMA HE3aBUCMMO OT TOro, OBUIO JHM  CAENaHO  3apaHee
COOTBETCTBYIOILIEE YBEIOMIICHUE WUJTU HET.

3.8.2. Jlepkarenp perucTpallMOHHBIX YIOCTOBEPEHUN MOANECPKUBAET U
IPENCTABIISIET MO 3alpocy YMNOJIHOMOYEHHOIO OpraHa TroCylapCTBa-udjeHa

KOIIUIO Mmacrtep-(paiina CHUCTEMBI dbapmakonaazopa. Jepxareinb
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PErUCTPAIIMOHHOTO YAOCTOBEPEHHUS MPEACTABISIET KOIMUIO Mactep-(daitia
B TeueHue 7 pabouyux JHEW IMOociie MOTYyYeHUs] COOTBETCTBYIOIIETO 3ampoca.
Macrep-aitn cucremsl papmakoHag3opa NpeICTABISAIOT B YUTAEMOM BHJIE B
ANEKTPOHHOM (hopmaTe Wik Ha OyMa)KHOM HOCHUTEIE.

3.8.3. Eciiu oiuH ¥ TOT ke Mactep-(aia cucTeMbl (papMakoHaI30pa
UCIIOJIB3YIOT 00JIee OMHOIO JAep>KaTeisl PEerucTPalmOHHOTO YI0CTOBEPEHUS
(B cioydae  UCIONB30BaHUsA  oOmied  cucteMbl  (papmakoHaa3opa),
COOTBETCTBYIOIIMN MacTep-Gaitn cuctembl GapMakoHaA30pa JODKEH OBITH
JOCTYTIEH JUIsI KaKIOTO W3 HHUX TakKuM O0Opa3oM, YTOOBl KaXAbld U3
Jep/KaTeyed  PErMCTPALlMOHHBIX  yOOCTOBEPEHUMM UMEN  BO3MOKHOCTH
MPEeNCTaBUTh MacTep-Gaia B yHNOJHOMOYEHHBIH OpraH ToCyJapcTBa-dJieHA
B T€UeHHE 7 paboUYuX JHEH Mocie MoJyYeHUs] COOTBETCTBYIOIIETO 3ampoca.

3.8.4. Mactep-daiin cuctembl (papMakoHaI30pa, Kak MPaBWIO, HE
3aIpaIIuBaeTCs B XO/I€ MPOBEACHUS OIEHKHM HOBBIX 3asBICHUIN Ha MOyICHUE
pEeTHCTpalKM  JISKAPCTBEHHOTO TIpemapara (To €CTh J0 pPEeruCTpaluu
JIEKapCTBEHHOTO TIpemnapara), HO MOKET OBITh 3aImpOIlEH B 0COOBIX CITydasX,
B YACTHOCTH B CJIy4ae BHEJIPEHUS HOBOW CHCTEMbI (papMaKOHA130pa WU TIPU
BBISIBJICHUU MPOOJieM 10 Oe30MacHOCTH JICKapCTBEHHOTO IMpernapara Jnoo
BOMPOCOB O COOTBETCTBHIO TPEOOBAaHUSM 3aKOHOJATENILCTBA TOCYIapCTBa-
YJieHa U MEXTYHAPOAHBIX JTOTOBOPOB U aKTOB, COCTaBISIOMUX NpaBo Coro3a,

o (papMaKoHaI30py.
4. HCTIeKTUpOBaHUE CUCTEMBI (papMaKOHa30pa

4.1. Beenenne

4.1.1.B  nensix  NOATBEPKICHUS  BBINOJIHEHUS  JAEPKATEIAMU
pPETUCTPALIMOHHBIX  YIOCTOBEPEHUM 00s3aTeNbcTB MO (hapMaKoHAA30py

YIIOJIHOMOYCHHBIC OpraHbl rocyaapCrB-4JICHOB 00s3aHbI IIpOBOAUTH
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UHCIIEKIIMU 1o  ¢apMakoHan30py  JeplKareled  perucTpardoOHHBIX
YAOCTOBEPEHUM WM WHBIX OpTaHW3allli, TPUBJICUYEHHBIX JepiKaTeIsIMU
PErUCTPALIMOHHBIX YAOCTOBEPEHUN I BBIMIOJIHEHUS O0053aTelIbCTB 110
dbapmakonanzopy. MHcnekuuu mo (hapMakoHaA30py TOJBKHBI MPOBOAUTHCS
MHCIIEKTOPaMH, Ha3HA4YaeMbIMU opraHamu rOCY/IapCTB-4JICHOB,
YIOJHOMOYEHHBIMU MPOBOJUTH OCMOTP TIOMEIICHUM, 3HAKOMUTHCA C
MaTepualiaMH, TOKYMEHTaMH U MacTep-(dailiiom cuctemsl papMakoHaa3opa y
JepKaTeNsl PETUCTPAIIMOHHOTO YAOCTOBEPEHUS WM HHBIX OpraHu3alui,
NPUBJICYCHHBIX  JEpXKaTelieM PErucCTPAllMOHHOTO  YJAOCTOBEPEHHUS IS
BBITIOJTHEHUSI 00s13aTEIHLCTB 1o dbapmakoHa130py. Jlepxarenb
PETUCTPALIUOHHOTO y0CTOBEPEHUS 00s13aH o TpeOOBaHHIO
YIOJHOMOYEHHOTO OpraHa TocCyAapcTBa-ujieHa MPEACTaBISITh MacTep-Qaiin
cUCTeMbl  (papMakoOHAJ30pa, KOTOpbIA  OydeT  HCMOJB30BaThCsA IS
MH(POPMHUPOBAHUS O IPOBEACHUN MHCTICKIIUH.

4.1.2. llensamMu MHCTIEKIIUM MO papMaKOHAA30PY SIBISIOTCS:

a) IOJATBEPXKJICHUE HAIUYMS y  JIepXkKareiss PEerucTpaldoOHHOIO
YIOCTOBEPEHHUs] TMEpPCOHaNa, CHUCTEM, a TaKXe IOMEIIECHUs, CPEIACTB H
o0OpynOBaHUs, HEOOXOJUMBIX JJIi  BBIMOJHEHHUS  00S3aTe€NIbCTB IO
dhapMakoHa130py;

0) BBISIBJICHUE, OLIEHKA W PErucTpanusi HECOOTBETCTBUM, KOTOPHIC
MOTYT  MOpPEACTaBIsATh  OMACHOCTh  JJi1  3J0pOBbSl  HACEJIEHUA, W
nH()OpMUPOBaHUE 00 ITOM MHCIIEKTUPYEMOI CTOPOHBI;

B) UCIIOJIb30BaHUE PE3YyJIbTAaTOB WHCIEKIIMI B Ka4eCTBE OCHOBBI JIJIs
00s13aTeIBHBIX JIJISL AP KaTesl peTUCTPAIIMOHHOTO YIOCTOBEPEHUS JEeUCTBUM
(mpu HEOOXOAUMOCTH ).

4.1.3. YOJIHOMOYEHHBIN OpraH rocyJapcTBa-4ji€Ha BIIPABE MPOBOJIUTH
WHCIIEKIIMU 110 (apMaKoOHAA30py Teped perucTpainueld JeKapCTBEHHBIX

NpenaparoB JJisg IPOBEPKHM COOTBETCTBUSA  JACHUCTBYIOIIEHM  CHCTEMBI
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(dapmakoHaa30pa neprKarens PErucTparMOHHOrO YIAOCTOBEPEHHUS
TpeOOBaHUSAM 3aKOHOAATEIbCTBA rOCylapcTBa-uieHa W Hactosmux lIpasui.
VYOIHOMOYEHHBIE Oprassl roCyJapCTB-YJICHOB OCYILECTBIISIOT
B3aUMOJICHCTBHE 10 O00OMEHY MH(pOpManuerd B 4aCTH HHCHEKUUW, KOTOpPbIE
IUIAHUPYIOTCS, M PE3yJIbTaTOB MHCHEKLHM, KOTOpbIE YK€ MNpOBeAcHbL. B
OTHOULIEHUU JIepXKaTeJIed PETUCTPALMOHHBIX Y0CTOBEPEHUH JIEKAPCTBEHHBIX
IIPEenaparoB, 3apETUCTPUPOBAHHBIX B COOTBETCTBUM B JELEHTPATU30BAHHON
OpOLIEIYpPOd PpPETrUCTpalid WIM MPOLEAypod B3aUMHOIO IpU3HAHUS,
YIOJHOMOYEHHBI ~ Opran  pedepeHTHOr0  TOoCyJapcTBa  SIBISETCA
OTBETCTBEHHBIM 33 OLIEHKY COOTBETCTBUSI CHCTEMBI (papMaKoHaJ30pa
JepKaTelis PEruCTPAlMOHHOIO YIOCTOBEPEHUS TpPeOOBaHUSAM HACTOSIIHUX
[IpaBun Ha 3Tane perucTpauuu JIEKAPCTBEHHOIO IIpenapara, B TOM YHCIIE
OyTeM  MPOBEACHUS  JOPETUCTPALMOHHON  HHCIEKUUU  CHCTEMBI
(dapmakoHan30pa JiepKaresis pEerucTPalMOHHOTO YAOCTOBEPEHHUS COIIACHO
KPUTEPHUEB 1IEI€CO00PA3HOCTHU POBEICHUS JOPETUCTPALMOHHON MHCIIEKIIUU
B COOTBETCTBUU C MMyHKTOM 4.2.1.3 Hactosmux [IpaBun.

4.1.4. TlporpaMmbl MHCTIEKIIUHA 1O (papMaKOHAI30py BKIIOYAIOT B ceOs
MJIAaHOBBIE MHCIIEKIIMU B COOTBETCTBUU C OCHOBAaHHBIM Ha PHUCKaX IMOAXOAE, a
TaK)XK€ BHEIJIAHOBBIE HWHCIEKIMU, OCYUIECTBISIEMbIE C ILENbI0 OLEHKHU
IpeanoiaaraeMblXx HECOOTBETCTBUM WJIM MOTEHLMAIBHBIX PHUCKOB, KOTOPbHIE
MOTYT OKa3aTh BJIMSHUE Ha BbINOJHEHUWE (QYHKIUN 1Mo (apMakoHAA30py
OIPEJEIIEHHOTO JIEKAPCTBEHHOTO MIpernapara.

4.1.5. YIOMTHOMOYEHHBIE OpraHbl TOCYJAapCTB-YJIEHOB OPraHU3YIOT
paboTy MO  HWHCHOEKTUPOBAHMIO  JepKarelied  perucTpaluoHHBIX
yIAOCTOBEPEHHM ¢ 0OecreueHneM B3aUMOJICHCTBYSI Ha ATare MJIaHUPOBAHUS U
OPOBEICHHUSI  WHCIEKUUMHA C  LEIb0 MUHUMH3ALUUMU  JyOJMpOBaHUS

BBITIOJIHACMBIX pa60T U OITUMH3allMK  HCIIOJIB30BaHUA  HMMCIOIIUXCA

pecypcoB.
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4.1.6. Pesynprarbl MHCHEKIMH  JOJKHBI ~ OBITh  MPEAOCTaBJICHBI
UHCIIEKTUPYEMOMY CYOBEKTY, KOTOPBIM MOJy4aeT BO3MOXKHOCTH BBICKA3aTh
CBOM KOMMEHTapUMU B CJIy4dae BBISBICHUS HECOOTBETCTBUSI TPEOOBAHUSIM
3aKOHOJATENILCTBA TOCyJapcTBa-ujleHa W Hacrogmmx llpaBun. Jlepxkarens
PErUCTPALIMOHHOTO  YIOCTOBEPEHHUSI O005i3aH CBOEBPEMEHHO YCTPAHUTh
BBISIBJICHHOE HECOOTBETCTBUE,  pa3paboTas 17} BHEIPUB IJ1aH
KOPPEKTUPYIOLIUX U MPEAYIPEAUTEIBHBIX MEPOIIPUATHUM.

4.1.7. B ciyuyae BBISBJICHUSI B pe3yibTare MHCIECKIUU HECOONIONCHUS
JEpKaTeIeM  PErucTpPallMOHHOTO  YIOCTOBEpPEHUs  00S3aTelabCTB MO
(dapmMakoHaI30py YNOJIHOMOYEHHBIM OpraH rocyaapcrBa-ujieHa o0s3aH
UH()OPMUPOBATH YMOJHOMOYEHHBIE OpPraHbl JIPYTUX TOCYAAapCTB-YJIECHOB O
BBISIBICHHOM HapylleHud. B ciydae HEOOXOOUMOCTH YIOJIHOMOYEHHBIN
OpraH TroCylapcTBa-uieHa [JOJKEH OO0eclneyuTh, 4YTOOBbl K JAEpKaTelro
pPErucTpaloOHHOTO YIOCTOBEPEHHUS MIPUMEHSIIUCH s dexTuBHEIE,
COpa3MEpHbIe M ClIep)KUBAlOIUe Mepbl Bo3nencTBUA. MHdopmanus o
MIPOBEICHUH U Pe3yJIbTarax MHCIEKINH B paMKax (hapMakoHaA30pa, a TaKkKe
O MOCHEAYIOIIEM KOHTPOJE MW OLEHKE IIOCIEICTBUM  pa3MeEIaeTcs
rocyJlapcTBaMu-4wieHaMU Ha OQPUIHAIBHBIX CalTax COOTBETCTBYIOIINX
YIOJIHOMOYEHHBIX ~ OpPraHoOB  TOCYJAapCTB-UJIEHOB B  HUH(POPMAIMOHHO-

TEJIEKOMMYHUKAIIMOHHOM ceTn « HTepHeT».

4.2. CTpyKTypHhI U IIPOLIECCHI

4.2.1. Tunbel THCIEKINH.

4.2.1.1. Uacniekimuu ~ cUCTeMBbl  (papMakoHaz3opa B IEJIOM H IO
OTJICJIbHBIM JIEKAPCTBEHHBIM Mpenaparam.

4.2.1.1.1. Uucnekiiun B~ paMKax  CcHCTEeMbl  (hapMaKoHaI30pa
HAalpaBJI€Hbl HA OLEHKY W AaHAJIM3 MWMCIOIKUXCS TMPOLEAYp, CHUCTEM,

NepcoHasa, IOMEIICHUH U OO0OpydOBaHUSA, a TaKXKe ONPEACICHUs HX
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COOTBETCTBHSI  00s3aTeibcTBaM 10  (papMakoHaA30py, YCTaHOBJIECHHBIM
3aKOHO/ATEILCTBOM TOCYJIapCTB-YJIECHOB U HacTosmumu [IpaBunamu. B xome
BBINIOJIHEHUSA JAHHOTO AaHajduM3a MOTYT HCHOJIb30BAThCA KOHKPETHBIC
MPUMEPHI JIEKAPCTBEHHBIX MPENAparoB Uil JEMOHCTPALMM W IPOBEPKHU
paboThI cUCTEMBI (hapMaKOHA30pa.

4.2.1.1.2. Uucniekuuy, HampaBJIeHHbIE Ha OILIEHKY BBINOJHEHUS
byaknuit 1o  QapmakoHaA30py B OTHOIIEHWHU  OMPEASIECHHOTO
JIEKQpCTBEHHOIO TMpErnapara, BKJIOYAIOT B TOM YHCJE OLCHKY M aHalu3
MEpPONPUATHIA U JOKYMEHTAIIMU, CBA3aHHOW C YKA3aHHBIM JIEKAPCTBEHHBIM
npenaparoM. OrnpeseieHHble acneKThl o0IIed cuctembl (papmakoHaa3opa,
WCIIOJIb3YEMBIC TIPH BBITIOTHEHUH (PYHKIIMA B OTHOIIICHHH MHCIIEKTHPYEMOTO
JIEKapCTBEHHOIO IIpemnapara, TAaKKe€ MOTYT MOMJIEKAaTh OILIEHKE B paMKax
MHCIICKIIMU 10 (hapMaKOHa[30pY, CBI3aHHOM C JIEKapCTBEHHBIM IPEIapaToM.

4.2.1.2. IInanoBrle u BHEIIAHOBBIC WHCIIEKIIUU CHUCTEMBI
dhapMakoHa130pa.

4.2.1.2.1. [lnanoBsie VHCIIEKIUH CHUCTEMBI dbapmakoHam3opa
MPOBOJATCS B COOTBETCTBHM C NPEABAPUTEIIBHO COCTABJICHHBIM ILIAHOM
VMHCIIEKIIMKA. B mensx onruMu3zauuv IUIAHUPOBAHUS MEPONPHUITHM 10
KOHTPOIIO (YHKIMOHUPOBAHUSI CUCTEMBI (papMaKOHA30pa PEKOMEH]IYeTCs
MPUMEHATh TMOJXOJl, OCHOBAHHBIM HA OIEHKE MOTCHIHAIbHBIX PHCKOB
HEBBIMIOJIHEHUSI COOTBETCTBYIOIIMX 00s13aTesIbCTB. [l1aHOBBIE WHCHIEKITUU
MPEACTABIIAIOT COO0M CHCTEMHBIC MHCTICKIIMN, HO MOXKHO BBIOpaTh OIWH WU
HECKOJIBKO  ONPEAECICHHBIX JICKAPCTBEHHBIX IMpPENapaToB B  Ka4eCTBE
MIPUMEPOB ISl MPOBEPKU (YHKIIMOHUPOBAHUS CHUCTEMBI (papmMakoHan3opa H
MOTYy4YECHUS MIPAKTUYECKOTO JIOKa3aTeJIbCTBA ee s peKkTUBHOTO
(GYHKIIMOHUPOBAHUS W COOTBETCTBHS TPEOOBAHHMSAM 3aKOHOJATEIHCTBA
roCyJIapCTBa-WICHA U MEXKAYHAPOJIHBIX JOTOBOPOB M aKTOB, COCTaBJISIIOIIUX

npaBo Coro3za. B mporpamMmy CTaHIapTHOM WMHCHEKUUH MOXHO, HalpuMep,
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BKJIIOUUTH OIIEHKY COCTOSIHUS CHUCTEMbl MO KOHKPETHBIM MpobOieMam,
BBISIBIICHHBIM JKCIIEPTAMM.

4.2.1.2.2. BHennaHOBblE ~ MHCHEKIMM  CUCTEMBbI  (hapMaKkoHaA30pa
IPOBOJATCA B CIIy4yae BBIABICHUS MHULMUpPYIOIIEro (akropa (CUCTEMHOMN
npoOjeMbl), MPU HTOM HMHCICKIHS pacCMaTpUBAETCS Kak HauoOolee
ONTUMAJIbHBIA CMOCO0 W3YYEHUS U OIICHKHA BBISIBICHHOW MPOOJIEMBI.
BHennaHoOBbIE MHCIIEKIIMY HAMNPABJIEHbI HA OLEHKY KOHKPETHBIX MPOLECCOB
(dbapMakoHa130pa UM BKJIIOYAIOT B c€0s M3YUEHHE BBISIBICHHOWU MPOOJIEMbI
(BOMpPOCOB) M €€ BIMAHUS Ha OIPEACIICHHbIA JIEKAPCTBEHHBINH Mpernapar.
B ompeneneHHbIX cilydasX B 3aBUCHUMOCTU OT BBIABICHHOW WHULMUPYIOIIECH
npo0JieMbl MOTYT BBINOJHATHCS MHCIEKIUU C IOJHOM OLEHKOM CHCTEMBbI
¢dapmakoHaa3opa. BHemaHOBblE WHCHEKUMU BBIMONHSIOTCS B  Cilydae
BBISIBJICHUSI OJHOIO WJIM HECKOJIBKUX U3 CIEAYIOIMMX HWHHUIMUPYIOINUX
(dhakTOpOB.

4.2.1.2.2.1. @aktoppl B 4YacTH COOTHOIIECHUS «IOJIb3a — PHUCK»
JIEKapCTBEHHOTI'O IIpenapara:

U3MEHEHUE COOTHOLIEHUS «IOJb3a — PHUCK», €CIIH MPEICTaBIACTCA
HEOOXOAMMBIM  JaJIbHEWINass OLIEHKAa CUCTEMbl IyTEM  MPOBEACHUS
WHCIIEKIUY;

3a/lepKKa B BBINOJHEHHUM, JHOO HEHAJJIeKAIEe BBIIOJHEHUE
OpOUEAYphl BBISBICHUS pHCKAa WM HHMOPMUPOBaHUS 00 H3MEHEHHUU
COOTHOIIIEHUS «I10J1b3a — PUCK», JINOO HEBBINIOJHEHNE JAaHHON IPOLIETYPHI;

npejacTaBieHue uHpoOpMalMu 1o mnpoodiemam (¢apmMakoHaI30pa B
cpeactBa  maccoBo  mHpopmanuu  0e3  NpeIBapUTEIBLHOTO  WJIU
OJTHOBPEMEHHOTO YBEIOMJICHUS! YMOJHOMOYEHHBIX OPraHoB TOCYIapPCTB-
YJICHOB;

HECOOII0[ICHUE TPeOOBaHUU 3aKOHOJATENIBCTBA TOCYIAPCTBA-YJICHA,

MCKAYHAPOAHBIX JOI'OBOPOB M 4AKTOB, COCTABJIAIOIIHUX IIPaBO C0}03a, N
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00s13aTeNbCTB MO O0ECNEeYeHNI0 Oe30MacHOCTH JIEKApCTBEHHOrO Mperapara,
BBISIBIEHHOE B XOJ€ MOHHMTOPUHTA JEATEIbHOCTH IO (apMakoHAA30Py
YIOJTHOMOYEHHBIMU OpraHaMU IrOCY1apCTB-YWICHOB;

MIPUOCTAHOBJICHUE OOpAILEHUS WA U3bSATUE C PhIHKA JIEKAPCTBEHHOTO
npenapara 0e3 MpeaBapUTEIbHOIO0 YBEIOMIICHHS YIIOJTHOMOYEHHBIX OPTraHOB
roCyJlapCTB-4JICHOB.

4.2.1.2.2.2. ®aktoppl B YacTH 00s3aTEIbLCTB II0 IPEICTABICHUIO
uH(popMauu (CpOUHbIX U NEPUOANYECKHUX ):

3aJlepKKa MO0 YNyHIeHUs B NPEACTaBICHUM HWHGOpPMAIUU IO
0€e30MacCHOCTM B COOTBETCTBMM C TPEOOBAHMSIMHU  3aKOHOJATEIbCTBA
rocyaapcTBa-4jeHa U MEXIYHApPOIHBIX JOTOBOPOB U AKTOB, COCTABISAIOIINX
npaBo Coro3a;

HU3KOE KayecTBO (B TOM YHCJE HETOYHOCTb, HEMPOCIEKUBAEMOCTD,
OTCYTCTBHE LIEIOCTHOCTH) JINOO HEMOJHOTA MPEACTaBIsAEMON HH(pOpMaLUK;

HECOOTBETCTBUE MEXKJY MpPeICTaBIsieMO HMHGOpMALME U APYyrUMHU
UCTOYHUKAMU UH(POpMAIIH.

4.2.1.2.2.3. @akToppl B 4YaCTH 3alPOCOB YIOJIHOMOYEHHBIX OpPraHOB
roCyIapCTB-4JICHOB:

OTKa3 OT TMPEJCTABICHUS 3alpalivBaeMoll HHPOPMALMK B CPOKH,
yKa3aHHbIE YIIOJIHOMOUYEHHBIMU OpraHaMM roCy/1apCTB-YJIEHOB;

HU3KO€ KaueCTBO MPEICTABISEMBIX JAHHBIX WM HMX HEHAJJIeXKallee
NPENCTABICHUE [0 3ampocaM OT YIOJIHOMOYEHHBIX OPraHOB TOCYIapCTB-
YJICHOB O IPEICTABICHUH UH(POPMALIUH.

4.2.1.2.2.4. ®aktoppl B YacTH  BBINOJHEHHUS  YCTAHOBJIIEHHBIX
00513aTeNbCTB:

00eCToKOEHHOCTh (0OOCHOBAaHHOE€ MHEHHE OTHOCHUTEIHHO OTCYTCTBUS
B pACIOPSDKEHUM  JIepXkKaTelsl  PErMCTPAllMOHHOIO  YJIOCTOBEPEHUS

OpPTaHU3AMMOHHOU CTPYKTYPBI, PECYPCHOM 0a3bl MM CUCTEMBI 00CCTICUCHHUS
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KayecTBa CHUCTEMbl (papMakoHag30pa) 1O TOBOAY COCTOSHUSI  WJIU
BBITIOJTHEHUSI 00513aTENIbCTB B paMKax IJIaHa yIPaBIEHUS! pUCKaMU;

3aJlep)KKa  WJIM ~ HEBBINOJHEHUE  KOHKPETHBIX  00S3aTENIbCTB,
KaCaloUIMXCd MOHHUTOpPUHIra O€30MaCHOCTH MPOAYKIMH, BBISBICHHBIE BO
BpeMs IPOLEIYPbl 3KCHEPTU3bl PETHCTPALMOHHOIO JI0ChE JIEKAPCTBEHHOIO
npenapara,

HU3KO€ Ka4eCTBO OTYETOB, IPEACTABICHHBIX B OTBET Ha 3alpoc O
BBINIOJIHEHUH YCTAHOBJIEHHBIX 00513aTEIbCTB.

4.2.1.2.2.5. @akTOppl B 4aCTU UHCIICKLINU:

3aJlep’KKa BO  BHEAPEHMM WM  HEHAJUIeKAIlEee  BBIIOJIHEHUE
KOPPEKTUPYIOLIUX U MPEAYIPEIUTEIBHBIX TCUCTBUM;

NOJIyYCHUE IPU BBINOJHEHUU JPYTHX HWHCHEKIHMM Ha COOTBETCTBUE
TpeOOBaHUSAM HaJIeKAIIUX (PApPMALEBTUUECKUX NPAKTUK HHPOPMALHUHU O
HECOOMOIeHn TpeOOBaHMI  3aKOHOAATENbCTBA TOCYJApCTBAa-WiICHA U
MEXAYHAPOIHBIX JIOTOBOPOB M aKTOB, COCTaBisiomMX mnpaBo Corosza, Wid
00513aTeNbCTB 10 00ECIEYeHNI0 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpenapara;

npoBepka MHGOpMAIUU, TMONYYEHHOW OT APYTUX YIOJIHOMOYEHHBIX
OpraHOB TOCYJApPCTB-WICHOB, KOTOpPbIE MOIJIM BBIIBUTH HECOOTBETCTBUS
CUCTEMBI (papMaKoHa30pa.

4.2.1.2.2.6. Nnble GhakTopsl:

npo0OsieMbl, BBISIBICHHBIE MPU PACCMOTPEHUU MacTep-(daiiaa cHUCTEeMbl
dbapmakoHanzopa;

uHass uHpoOpMalUs WM MOCTyHaromue Kajaoowl (IpeTeH3un),
yKa3bIBalOIIME HA  OTCYTCTBHE Yy  Jep)Karels  PEerucTpaliioOHHOrO
YIAOCTOBEPEHUsI CUCTEMBI (papMakoHaJ30pa WM CUCTEMBbI OOECIEeUeHUs: ee
Ka4yeCTBa.

4.2.1.3. JlopeructpaiiOHHbIE NHCIICKIIUH.
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4.2.1.3.1. JopeructpamoHHble HHCIEKIIMU CUCTEMBI (hapMaKoHa130pa
BBITIOJTHSIOTCSL 10 BBIJIaYM 3asBUTENIO0 PETUCTPALIMOHHOTO YAOCTOBEPEHUS.
[lenpr0 TakMX HMHCHEKIUH SBISIETCS H3y4YeHHE (YHKUUOHUPYIOIIEH Wiu
IUIaHUpYEeMON  cucTteMbl  (papMakoHajg3opa B COOTBETCTBUM  C
IPEICTABICHHBIM 3aBUTEJIEM OMNMCAHUEM CHCTEMBL. JlOperucrpanroHHbIE
WHCIIEKIIUU CHUCTEMBI (hapMaKOHaA30pa HE SBISIIOTCA 00sS3aTeNbHBIMU, HO
MOTYT MOTpPeOOBaThCA MpPHU OMNPEIACTICHHBIX 00CTOATEeNbCTBAX. [IpUHIIUIIBI
3alpoca O NPOBEICHUU JOPETUCTPALMOHHON HWHCIEKUUU JIOJKHBI OBITh
OTPEJIENICHBl 3apaHee U HE JIOJKHBI SIBISATHCS NMPUYMHON HEOOOCHOBAHHBIX
MHCIIEKTUPOBAHUM, KOTOpPBIE MOTYT 3aJiepKaTh BbIIAYY PETUCTPALUOHHBIX
yaocroBepenuit. [Ipu paccMoTpennu 1enecoo0pasHOCTH U 00OCHOBAHHOCTH
BBIIIOJIHEHUSI  JIOPETUCTPALlMOHHBIX  HMHCHEKUHUWA  CIEAyeT  Y4YWUTHIBaTh
cienyromue GakTopsl:

3asBUTEJIb paHee He paboTal C  UMEIOMIEHCS  CUCTEMOU
(dapmMakoHa/130pa HA TEPPUTOPUSIX TOCYIAPCTB-UICHOB WM HAXOAUTCS Ha
CTaIuM CO3JaHMsI HOBOM CHCTEMbI (hapMaKOHAA30pa;

noisyuyeHa wuHpopMauus (Hampumep, HCTOpUS MPEALIESCTBYIOIINX
MHCIIEKIMN MO0 yBeaoMJieHHWEe (MH(pOpMalMs) APYrUX YMOIHOMOYEHHBIX
OpraHOB TOCYIapCTB-WJIEHOB O HECOOTBETCTBUHM) O TOM, YTO JEp)KaTeib
PErMCTPALIMOHHOTO YAOCTOBEPEHUS HMEET HAapeKaHWs MO BbIIOJIHEHHUIO
TpeOoBaHMil K cuctemMe ¢apmakoHam3opa. FEciu y  agepkarens
PErUCTPALIMOHHOIO YIOCTOBEPEHUSI MMEETCSI UCTOPUS CEPbE3HBIX W (WJIM)
MOCTOSIHHBIX HECOOTBETCTBHI cHCTEMbI (hapMakoHaZ30pa ACHCTBYIOIIMM
TpeOOBaHUSIM, TO JOPETUCTPALlMOHHAS MHCIIEKIUSA CUCTEMBI
dbapmakoHa30pa MOXKET OBITh OJTHUM U3 MEXAHW3MOB MOATBEPKACHUS TOTO,
YTO cucTeMa Obula COOTBETCTBYIOIIMM OOpa3oM UCHpaBlieHA WU

YCOBEPIIIEHCTBOBAHA;
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Opy HAJIUMYMKU TPoOJieM, Kacarommxcs Oe30MacHOCTH OMNpeeIeHHBIX
JIEKapCTBEHHBIX MPENapaTroB, MOKET OBbITh IPU3HAHO HEOOXOJUMBIM OIEHUTD
BO3MOKHOCTH CO CTOPOHBI JIEp>KaTesisi pEruCTPAIMOHHBIX YI0CTOBEPEHUM:

peanuzanuyu MEpOINPHUATHS MO0 MHUHUMH3ALUKM PUCKOB, CBSI3aHHBIX C
KOHKPETHBIM JICKAPCTBEHHBIM MPenapaToM;

HAJJICKAIET0 BBIMOJIHEHUS OCOOBIX TpPeOOBaHUN MO 00ECIEYEHUIO
0€30MacHOCTH MPUMEHEHHS JIEKApCTBEHHBIX MpEnaparoB, KOTOPbIE MOTYT
OBITh YCTAaHOBJICHBI;

HAJJICKAIET0  BBIMOJHEHHUS TPOIEAYp B paMKax PYTHHHOTO
dbapMakoHa30pa JIEKAPCTBEHHOI'O Mpenapara, BbI3bIBAIOIIETO OIMACEHUS
B OTHOIIIEHUU NPOGuIs 6€30MaCHOCTH.

[IpuHsTHE pEellIeHNs MO BBITOJIHEHUIO JOPETUCTPAMOHHON HHCIIEKIIUU
BKJIIOYaET B ce0s OIIEHKY PHCKOB C KOMIUJIEKCHOM OIIEHKOW BOIIPOCOB,
KacarolUXcsl OMPEACICHHBIX JICKAPCTBEHHBIX MPENApPaTOB U CUCTEMBI.

42.1.3.2.B cnaydae ecim B pe3ylbrare JOPETUCTPAMOHHOU
WHCIIEKITUU CHUCTEeMBbl (DapMakoHaJ30pa BO3HUKAET OOECIOKOEHHOCTH 10
MOBOy CIIOCOOHOCTH  JIepKarelis PETUCTPAMOHHOTO  YIOCTOBEPECHHS
BBITIOJIHATh TpeOOBaHUS K CHUCTEME (papMaKOHAJ30pa, YCTAHOBJICHHbBIC
3aKOHOJATEILCTBOM  TrocydapcTBa-ujieHa u  HactosmuMmu [IpaBuiamu,
YIOJIHOMOYEHHBIH OpraH TOCYIapCTBa-Wi€HA MOXET MNPUHSTH CIIECIYIOIIHNE
MEpHI:

a) OTKa3 B perucTpaimy, MOATBEPKACHUU perucrpanuu
(mepeperucTpaliu) Uiu UHBIX IPOIIeIypax, CBI3aHHBIX C PETUCTPAIUEH;

0) BBIMIOJIHEHUE TTOBTOPHOW MHCHIEKIIMU J0 BBIIAYU PETHUCTPAIMOHHOTO
YIOCTOBEPEHUS] C 1I€JIbI0 TOJATBEPXKICHUS YCTPAHEHUS KPUTHYECKUX
HECOOTBETCTBHUH U BBITIOJHEHUS PEKOMEHIAINM;

B) BblJJaya PETHCTPAIMOHHOIO YIOCTOBEPEHUSI C PEKOMEHAaluen

NPOBENCHUS]  WHCIEKIIMM  CHUCTeMBbl  (hapMakoHaA30pa Ha  paHHEM
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MOCTPErUCTPAllMOHHOM dTane. OrpaHvyeHre TNepuoja BpPEMEHU IpuU
BKJIIOUCHUM TOBTOPHOM MHCHEKIMM B IUJIaH MPOBEACHUS IJIAHOBBIX
WHCIEKIUNA OTpEAeNsAeTCs Ha OCHOBAaHUU OLIEHKH HECOOTBETCTBUI MU UX
BIMSIHUSL HA BBITIOJIHEHUE JEPXKATEIIEM PETHUCTPALMOHHOTO YAOCTOBEPECHHUS
00s3aTeNBbCTB MO (papMaKoHAA30PY;

) ONIpeJieJiecHne  YCJIOBMM MO  OOECIeYeHHr0  Oe30MacHOCTH
JIEKapCTBEHHOTO Tpernapara Mpu Bblaye perucTPallMOHHOTO YI0CTOBEPEHUSI.

4.2.1.4. TlocTperucTpaiMOHHbIE HHCIIEKIUU.

[TocTperucTpaliioHHble ~ WHCHEKIIMM  CHUCTEMBbI  (hapMakoHaI30pa
IIPOBOASATCS MOCIE BBIAAYN YIOCTOBEPEHUS O TOCYIaPCTBEHHON PErucTpaluu
U MIpeIHa3HaYeHbI JIJIs1 OLICHKU BBIMIOJIHEHUS JIep KaTeIeM PerucTpalioHHOIO
YI0CTOBEPEHHUS CBOUX 00s13aTeNbCTB o dbapmakoHaa30pYy.
[TocTperucTpalliOHHbIE ~ WHCHEKIMA  MOTYT  OBITh  JIOOOTO  THMA
B COOTBETCTBUH C MyHKTaMu 4.2.1.1 n 4.2.1.2 nacrosmux IIpasuir.

4.2.1.5. O0bsaBiIE€HHBIE U BHE3AIHBIE NHCIIEKIINH.

BonpmmHCTBO  WHCHEKui  cucTteMbl  (papMakoHag3zopa  OymayT
OOBSIBICHHBIMH, YTO MPEATNOIAracT yBEAOMICHHE NHCIEKTUPYEMOW CTOPOHBI
0 HEO0OXOAMMOCTH O0O0ECIEUEHHUs] MPUCYTCTBUSA COOTBETCTBYIOIIMX JIMI[ BO
BpEMS MPOBEICHUSI UHCIICKINK. B psifie cmydaeB 11e1ecoo0pa3HbIM SBISIETCS
IIPOBEJICHUE BHE3AITHBIX WHCIEKIHWHA JTUOO0 YBEIOMIJICHHE WHCIEKTUPYEMOMt
CTOPOHbI ~ HakaHyHE  [POBENEHUS  HWHCIEKUMH  (Hampumep,  €ciu
IpeIBapUTEIbHOE OOBSBICHUE MOXET TIOCTaBUTh IO yrpo3y LEIH
WHCIIEKIIMA WU ©CITU WHCIEKIHs TPOBOAUTCS B CXaTble CPOKH IIO
Oe3omiIararebHBIM MPUYNHAM, CBSI3aHHBIM C YTPO30i 0€30MIaCHOCTH).

4.2.1.6. IToBTOpHBIE NHCTIEKIIN Y.

[ToBTOpHBIE MHCHEKIMU MOTYT MPOBOIUTHCA HAa PETYISIPHOM OCHOBE
B paMKax IJIaHa MHCIIEKIHH cucteM papmakoHaazopa. Heo0xoammo oneHuTh

(haKkTOpBI pUCKA C LETBI0 ONPEACICHIUS TPUOPUTETOB MMOBTOPHBIX WHCTICKITUN.
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[ToBTOpHAsI MHCIIEKIIMA HA PAHHEM 3Talle MOXKET MPOBOAUTHCSA B CIIy4ae, €CIIU
BBIABIICHO  3HAUMUTEIIPHOE  YHCIO  HECOOTBETCTBUM W Tpedyercs
MOATBEPKICHUE HAMJICKAILETO BBIIIOJHEHNUS JEHCTBUM U  MEPOIPUATHM,
HAlPpABJICHHBIX HAa YCTPAHEHUWE 3aMEYaHHUM, W OLEHKU IOCTOSIHHOIO
BBITIOJTHEHUSI  00S3aT€IbCTB W COOJIIOJICHUS TPEOOBAaHW K CHUCTEME
dhapmakoHa30pa, B TOM YHCIIe OLICHKHU W3MEHEHUM
B cucteMe apMakoHai30pa. [loBTopHas MHCTIEKITUS Ha paHHEM JTalle TakKe
1eaecoodpa3Ha BCKOpPE MOCJE MPOBEACHUS] MPEAbIAYIEeH HWHCICKIMU B
cilyyae Hajau4us MH(OOpPMaIMKU O HEBBITIOJIHEHUU UHCIIEKTUPYEMOW CTOPOHOM
HAJICKAIUX KOPPEKTUPYIOMINX W OPEAYNPEAUTEIbHBIX MEPONPUSATHI IO
MIpEANUCaHNIO 0oJiee paHHEH WHCTICKITUH.

4.2.1.7. JlucTaHIITMOHHBIC UHCIICKITUH.

JIMCTaHITMOHHBIE WHCIEKIMU CUCTEMbl (papMakoHaJ30pa MPOBOASTCS
WHCIIEKTOpamMu 0€3 BhI€3/a K JIEPIKATEII0 PETUCTPAIIMOHHOIO YIOCTOBEPEHUS
aMb0 OpraHu3allM, KOTOPOW JEJIETMPOBAHO BBINOJHEHHWE (QYHKUIUNA 1O
dhapMakoHaa30pYy. Vka3aHHbIE WHCIICKIIUH MOTYT MIPOBOAUTHCS
C HCHOJb30BAaHHEM TaKUX CPEJICTB CBSA3M, Kak WH()OpPMAIMOHHO-
TEJIEKOMMYHUKAIIMOHHAs ceTh «MHTepHeT» wiu TeneoHHas CBS3b.
[TomoOHBIN TUI MHCHEKIIMH MOXET TaKKe MCIOJIb30BaTbCS B CiIydae
BO3HUKHOBEHUSI JIOTUCTUUECKUX TPYAHOCTEH (Hampumep, B ciaydae maHIeMUU
WY TPAHCIIOPTHBIX OIPaHUYCHUIN) MPU MPOBEACHUN WHCIICKIIMM HAa MECTE B
Cllydae WCKIIOUHUTEIBHBIX OOCTOSATEIBCTB W TPU HAJIWYUH BO3MOXKHOCTH
OpPraHU30BaTb MHTEPBBIO COOTBETCTBYIOLIETO IIEPCOHANIA W OLEHKY
JOKyYMEHTAIlMW, BKJIOYas Oa3bl JaHHBIX IO O€30MacCHOCTH, NEPBUYHYIO
JTOKyMEHTAIMi0 U Mactep-(aiiin cucrembl ¢dapMakoHaI30pa MOCPEACTBOM
JUCTAHIIMOHHOTO JOCTyna. PemeHne o0 TPOBEACHUH JUCTAHIMOHHOW
WHCIICKIIMA 1O YCMOTPEHUIO HWHCIEKTOPOB TMOMJIEKUAT COTTIACOBAHUIO C

YIIOJIJHOMOYCHHBIM OPI'aHOM I'OCyAdpCTBA-4ICHA, BbIAAIOIIWM IIOPYUYCHUC HaA
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OpOBEJEHUE MHCHEKUMHU. JlorucTUYecKkne  aclekTbl JAMCTAHIIMOHHOM
MHCIEKLUUU CJENYyeT COIVIacOBbIBaTh C JEpXKaTreleM pPEerucTpaluoOHHOrO
yaocToBepeHus. B ciyyae eciam B Xoae NPOBEICHUS IUCTAHLIMOHHOU
UHCIIEKIIMU BBIABIISIIOTCS BONPOCHI, TPEOYIOIIME BBIMOJIHEHUSI OLIEHKHU
CUCTEMBI (papMaKoHaJ30pa HEMOCPEACTBEHHO Ha MECTE, MPUHUMAETCS
pelIeHne O MPOBEACHUH NHCIIEKIIMU C BBIE3IOM Ha MECTO UHCIIEKTUPOBAHUSI.

4.2.2. IInanupoBaHue UHCIICKLIUH.

4.2.2.1. [InanupoBaHre MHCHEKLIHUI cucTteM (papMakoHag30pa AOHKHO
OCHOBBIBAaTbCS HA CHCTEMHOM IMOJAXOAE, OPUEHTUPOBAHHOM Ha OIEHKY
PUCKOB, C LEIbIO ONTUMAJIBHOIO HCIIOJIIb30BAaHUS PECYpPCOB B paMKax
OCYLIECTBIISIEMON AESITEIbHOCTU 1O KOHTPOIIO M OOECIEUEHUIO BBICOKOTO
YPOBHS 3aIIUThI 310pOBbs HaceneHus. [lonxon Kk mIaHupoBaHUIO HHCIEKLINM,
OCHOBAHHBIN Ha pUCKaX, MO3BOJISIET ONPENEIUTh YaCTOTY, HAPABIEHHOCTh U
00BbEM MHCIIEKTHUPOBAHUS.

4.2.2.2. Ilnanpl wHCHEKIUA cucTeM (apMaKOHAI30pa COCTABISIOTCS
YIOJHOMOYEHHBIMU OpraHaMy TOCYAapCTB-YJIEHOB C YYETOM CIEAYOIIMX
¢bakTopoB:

a) pakTopbl, CBA3aHHBIE C MHCIICKIUEH:

UCTOpUS BBISIBICHUS HECOOTBETCTBUM IO pe3yabTaraM NpeIbLAYyIInX
UHCIIEKIIMH  (QapMakoHaja30pa  WJIM  JAPYTHUX  TUNOB  HMHCIEKUUU
(B COOTBETCTBUM C HAJUISKATUMU (papMalleBTUYECKUMHU MTPAKTUKAMU );

JaTa MOBTOPHOM WHCIEKIMH, PEKOMEHJIOBAHHASI WHCIIEKTOpaMU WIIN
JKCIIEPTaMU B pe3yJIbTaTe Npeablay el HHCIIEKIINY;

0) (pakTOpHI, CBSI3aHHBIE C JIEKAPCTBEHHBIMU Mpenaparamu:

perucTpanus JeKapCTBEHHOIO IMpemnapara, Al KOTOPOTro Ha3HayeHbI
JOTIOTHUTETbHBIE MEPONPUITHS 10 (apMaKOHAA30py WIH JOMOIHUTEIbHBIC

MCPOIIPUATHS, HAIIPABICHHBIC HA MUHHMHU3AIUIO PUCKOB,
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perucTpaius JIeKapCTBEHHOro IMpernapara, JUisi KOTOPOTO Ha3HAuYE€HO
MPOBEICHUE TMOCTPETUCTPAMOHHBIX HCCIEAOBAHUM MO OE€30MacHOCTU WU
Ha3HAYECH JOMOTHUTEIBHBIA MOHUTOPHHT

perucTpanusi W TOCTaBKa JIGKAPCTBEHHOTO IIpemapara ¢ OOJbIINM
00BEMOM TIPOJIAXK, TO €CTh C MOTCHIIMAIHHO 3HAYMMBIM BO3ACHCTBHEM Ha
OOJIBIIYIO MOMYJISINIO MAIUEHTOB;

perucTpamusi  JICKApCTBEHHOTO  Mpernapara, HE  HMMEIOIIEro
aJBFTePHATUBEI Ha PBIHKE TOCYapCTBA-WICHA,

B) (hakTOphl,  CBSI3aHHBIE C  JEpKarejieM  PErHuCTPaliOHHOTO
YAOCTOBEPEHHUS:

JepKareab PErucTPAMOHHOTO YIOCTOBEPEHUS, KOTOPBIM HUKOTAA HE
MOJIBEpPrayicsi HHCIEKIIMU CUCTEMBI (papMaKoHa130Pa;

JepKaTesb PErUCTPALIMOHHOTO yIO0CTOBEPCHHS, UMCTOTIIHIA
B 0OpaIlleHNH 3HAYUTEILHOE YHCIIO JICKAPCTBEHHBIX IMpENaparoB Ha PhIHKAX
rocyaapCTB-4JICHOB;

JepKaTeab PETUCTPAIMOHHOTO YAOCTOBEPEHHS, paHee HE HMMEBIINI
yAOCTOBEPEHH O TOCYHapCTBEHHOM pErucTpaluu Ha TEPPUTOPHIX
rocyaapCTB-4JICHOB;

HeraTuBHasT WHGOpMAIUs B OTHOIICHWM BBITOJHEHHUS 00s3aTelIbHBIX
TpeOoBaHMM U (UJIM) B CBSI3U C BOSHUKHOBEHHEM MPoOseM 1o 6€301macHOCTH
JICKapCTBEHHBIX TMpeNapaToB, MOJy4YeHHAs CO CTOPOHBI YMOJTHOMOYEHHBIX
OpraHOB TOCYHapCTB-4JIEHOB W HWHBIX TOCYIapCTB, OCYIIECTBISIONINX
dbapmMakoHaI30p, a TaK)Ke YIOJHOMOUYEHHBIX OpPraHOB B APYTHX O0O0JIACTAX
peryIMpoBaHus  OOpalieHus JICKapCTBEHHBIX IpemaparoB (TO  e€CTh
COOTBETCTBYIOIINX HAICKAMUX (hapMaIleBTUICCKHUX MMPAKTHKAX );

TaKue W3MEHEHUS B OPraHU3alMOHHOW CTPYKType JepiKaress
PErUCTPAIIMOHHOTO YAO0CTOBEPEHMUSI, KaK CIUSHUS U TTOTJIONICHNUS,

r) (hakTOpHI, CBA3aHHBIC C CUCTEMOM (hapMaKoHaI30pa:
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JepKaTeb PETUCTPALIMOHHOTO YIOCTOBEPEHHS, UMEIOLIU I
CYONOJIpSITHYI0  OPTaHU3aIMI0 [0 OCYIIECTBICHUIO JEATEIbHOCTH IO
dapmakoHanzopy (B vactd (YyHKUMA  YIOJIHOMOUYEHHOIO JIMIA 10
(dbapMakoHa130py, MPEJICTABICHUS JAHHBIX TT0 0€30MaCHOCTH U T. 11.) U (WJIH)
HECKOJIbKO OpraHU3alii, IPUBJIEYEHHBIX JJIS OCYILECTBICHHS IEATEIbHOCTU
1o (hapMaKoOHa130py;

3aMeHa YMOJHOMOYEHHOTO JHIa MO (apMakoHaI30py C MOMEHTa
MOCICIHEN UHCIICKIIYH,

u3MeHeHus B 0aze (0azax) JaHHBIX MO 0€30MaCHOCTH JIEKAPCTBEHHBIX
npenaparoB, KOTOpble MOTYT BKJIKOUYaTh B ceOd HM3MEHEHHE camoil 0a3bl
JaHHBIX WJIM B3aUMOCBS3aHHBIX 0a3 JaHHBIX, CTaTyC BaJuAalUU Oazbl
JaHHBIX, a TaK)Ke UH(OPMALIMU O MEPEIAHHbBIX WU MEPEHECEHHBIX JaHHbBIX;

U3MEHEHHUS! B JIOTOBOPHBIX OTHOUIEHUSX C IMOCTaBIIMKAMHU YCIYT IO
(dhapmMakoHa130py WA MECT BBINOJIHEHU (PYHKIMI N0 papMakoHaI30py;

JIeJIeTUPOBAaHUE WJIM Tepefadya yNpaBlIeHUs MacTep-(paiaoM CHCTEMbI
dbapmakonaazopa.

VYIOTHOMOYEHHBIMU OpraHaMHu TOCYIApCTB-WJIEHOB 00€CIeunBaeTCs
pasMelleHrie IUlaHa WHCIEKTUPOBAaHUS JeprKareieil perucTpaluoOHHBIX
yAOCTOBEpEHU Ha O(QUIMAIBHOM BEO-MOpTae YNOJIHOMOYEHHBIX OPraHoOB
rOCyJIapCTB-WICHOB Ha MPEICTOSAIMNA KAICHIAPHBIA roJl B CPOK HE MeHee 45
KaJlCHJapHbIX JHEM [0 HACTYIUICHUS N€pUOJa BBINOJHEHUs IUJIaHa
WHCIIEKTUPOBAHHSL.

4.2.2.3. YNOJITHOMOYEHHBIE  OpraHbl  TOCYJAapCTB-WICHOB  BIIPaBE
3arpanmBaTh TpeOyemyro MHGOPMALMIO y JepikKaTesied perucTpauoHHBIX
yAOCTOBEPEHHUM B LEJSAX TUIAHUPOBAHMS MHCIIEKIIMH HA OCHOBAHMM MOJXO0a
[0 OILICHKE PHUCKOB, B CJIydae €CJIM Ha MOMEHT IUIaHUPOBAHUS OHAa HE
ABJISECTCS JOCTYITHOM.

4.2.3. NuciekTupyeMbie 0OBbEKTHI.
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JIto6ast cTopoHa, OCYHIECTBIAIONIAs MEPONPUATHS 110 PapMaKOHAT30PY
MOJIHOCTBI0 WJIM YAaCTUYHO OT HMEHHU JepKareisi PerucTpaloHHOTO
yIAOCTOBEPEHHUsI TMOO COBMECTHO C HUM, MOYKET MOABEPraThCs HMHCIICKIINH Ha
MOATBEPKJACHUE CIIOCOOHOCTH HAJJICXKAILETO BBIMOJHEHUS JIepKaTesieM
PErUCTPALIUOHHOTO  yIOCTOBEpPEHUs]  00s3aTelIbcTB U COOJIOJEHUS
oOsi3aTenbHbIX  TpeboBanuit 1o  ¢apmakoHam3opy. OOBEKTH ISt
WHCIIEKTUPOBAHUSI MOTYT OBITh PACIONIOKEHBI HA TEPPUTOPHUAX TOCYHAAPCTB-
YJICHOB JM00 3a ux npeaenamu. MHcnekunn o0bekToB 3a npenenamu Corosza
MOTYT MPOBOIUTHCS, €CIIH TIaBHBIN IIEHTP dapMaKoHaa30pa, 0a3bl JaHHBIX U
(wM) BBIMOJIHSIEMAsE JEATEIBHOCTh MO (DApMAaKOHAA30Py HAXOATCS 3a
npenenamu Coro3a. TUI ¥ KOTHMYECTBO MHCTIEKTUPYEMBIX OOBEKTOB JOKHBI
BBHIOMPATBCSI  COOTBETCTBYIOIIMM  00pa3oM,  4YTOOBI  TapaHTUPOBATh
JOCTHKCHHUE KITIOYCBBIX I1eJIeH MHCIICKITUH.

4.2.4. O0beM UHCHEKIUH.

O0beM HHCHEKIIMA 3aBUCUT OT IeJed HMHCHEKIMH, OXBara
OPENbIAYIIMMA HHCTIEKIUSIMHU yTOJTHOMOYEHHBIMH OpraHaMU TOCYIapCTB-
WICHOB, a TakXke OT Tuma wuHcneknuu. [lpum mmanupoBaHuu oObeMa
WHCITEKITUH HEOOXOIMMO YIUTHIBATH:

a) uHopMalnio, MPEICTaBICHHYIO B  Mactep-daiie CUCTEMbI
dhapmMakoHa130pa;

0) nadopmaIiio 0 (PYHKIHMOHHMPOBAHUU CHUCTEMBI (hapMaKoOHAI30pa,
HampuMep, JaHHBIE O  COOTBETCTBUU  CHCTEMBI, HUMEIOIHUECT Y
YIOJIHOMOYEHHOTO OpTraHa rocyJaapcTBa-ujeHa;

B) KOHKPETHBIC (paKTOPHl MHUIIMMPOBAHUS WHCIICKIIMM B COOTBETCTBUHU
¢ myHkToM 4.2.1.2 Hactosmux IIpaBu.

4.2.4.1. CtanmapTHbIC HHCHEKIIMU (papMaKOHAI30pa.

B mpomecce mpoBeneHWs CTaHAAPTHBIX HMHCHCKIIUA  CHUCTEMBI

dbapmakoHa30pa MpPOBEPSETCA COOMOeHNE TPEOOBaHMI 3aKOHOIATEIHCTBA
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rocyaapcTBa-ujieHa U MEXIYHapOJHbBIX JOTOBOPOB U AKTOB, COCTABJISIOIIUX
npaBo  Coro3a, 1o  ¢dapmakoHaazopy. Ecium 3T0  npuMeHHMO,
WHCIIEKTUPOBAHUE [IOJDKHO BKIIIOYATh OLIEHKY CIEAYIOLIUX 3JEMEHTOB
CUCTEMBI:

a) mpoueAypbl pabOThl C MWHAUBUAYAIbHBIMH COOOIICHUSIMU O
HEXeJIaTeIbHBIX PEaKIUAX Ha JIEKapCTBEHHBIN Mpernapar:

cOop u 00OMEH COOOIICHUSMH, TTOJYYEHHBIMH U3 BCEX MUCTOYHUKOB, OT
O0OBEKTOB M OpPraHU3aluil B paMKax CUCTEMbI (papMaKOHA130pa, B TOM UYUCIIE
OT TeX OpraHu3aluil, KOTOpbIE Ha KOHTPAKTHOW OCHOBE BBINOJIHSAIOT
oOsi3arenbecTBa 1O (DapMaKOHAA30py Uil JiepKaresis PEerucTpallMoOHHOIO
YAOCTOBEPEHMS, a TaKXKe OT UHBIX [OJpa3fAesieHui OpraHu3aluu, He
OTHOCSIIINXCS K CUCTEME (hapMaKOHAA30pa;

OLICHKa COOOILEHUI, B TOM YUCJIE MEXaHU3MBbI MTOJIyYEHUS U MPOLEAypa
pPEruCTpallMi OLIEHKHU JIMI, MPEJCTaBUBLIMX COOOLIEHHUS, HCHOJIb3yeMas
TEPMUHOJIOTHS, OLEHKA CEpPbE3HOCTH, MPEABUACHHOCTH M MNPUUYUHHO-
CJICICTBEHHOM CBSI3H;

perucTpanusi pe3yiabraToB MOCIEAYIOIEro cOopa JaHHBIX M UCXOJOB
(HampuMep, MCXOJA B CIydasX BO3ACHCTBHUA JIEKQPCTBEHHOTO Ipernapara Ha
10/ B IEPHOJ OEPEMEHHOCTH U MEIUIIMHCKOE MOATBEPKICHUE COOOIIEHUH,
MOJIYYEHHBIX CO CTOPOHBI MTALIUEHTOB);

BBIMOJIHEHHE TPeOOBAaHUN 3aKOHOJATENbCTBA TOCYIAPCTB-WICHOB W
MEXAYHAPOIHBIX JOTOBOPOB M aKTOB, cocTaBisironux mnpaso Corosa, IO
NPEICTABICHUIO PA3JIMYHBIX THUIIOB HWHIWMBHAYaJIbHBIX COOOIIEHUH O
HEXeJaTeIbHbIX ~ peakuMsX  Ha  JIGKAPCTBEHHBIA  mpemapar B
COOTBETCTBYIOIIIHUE YIIOJIHOMOUEHHBIE OpraHbl TOCYIapCTB-YJICHOB;

BEJICHHE JOKYMEHTAllMd M  apXUBUPOBAaHUE  MHJMBUIYaJTbHBIX

COOOIIICHUH O HEeKEIATEIbHBIX PEAKIIUAX Ha JICKAPCTBEHHBIN IIpemnapar;
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0) meproguueckue OOHOBIISIEMBIE OTYETHI 10 Oe30macHOCTH (ecnu
MIPUMEHUMO):

MOJIHOTA M JIOCTOBEPHOCTh BKIIFOUEHHBIX JaHHBIX, OOOCHOBAHHOCTH
pEIICHM, OTHOCAITUXCS K JAaHHBIM, KOTOPHIE HE BKITFOUCHBI,

NPaBUILHOCTh  TMPEACTABICHUS ©  OICHKH HWHPOPMANHMH  TI0
0€30MacHOCTH,  OMpENeNICHHs  W3MEHEeHMM  mpoduias  0e30MacHOCTH,
MPEICTABICHUE COOTBETCTBYIOIINX aHAIM30B U MED;

opopmiieHUE U TpeAcTaBieHHWEe UWH(OpMalMKM B TNEPUOAUYECCKOM
OOHOBJISIEMOM OTYE€TE MO OE30MACHOCTU B COOTBETCTBUU C YCTAHOBJICHHBIMU
TpeOOBaHUSIMU;

CBOEBPEMEHHOCTD MPEACTABICHUS;

B) HEMPEPHIBHAS OLICHKA MPOo(uIis 0€30MaCHOCTH

WCITOJIb30BAaHUE BCEX MCTOYHUKOB HWH(POPMAIMH JII OOHAPYKEHUS
CUTHAJA,;

MPaBUWJIbHOE TPUMEHEHUE METOI0JIOTHH aHan3a UH(popMaluy;

COOTBETCTBHE MPOLEAYP PACCIEAOBAHUS W MOCICAYIOMMUX JCUCTBUN
(HapuMep, BHEPEHUE PEKOMEHIAIMI MTOCTIE aHallM3a JaHHBIX);

peanuzanys riaHa ynpaBieHUs pUCKaMU WK JPYTUX 00s13aTeIbCTB;

CBOEBPEMCHHOC BBISIBJICHHEC M TIPEACTABICHHWE TIOJHBIX M TOYHBIX
JAHHBIX YIMOJHOMOYCHHBIM OpraHaM TOCyJapCTB-WICHOB, B YaCTHOCTHU
B OTBET Ha KOHKPETHBIC 3aMPOCHl JaHHBIX;

BKJIIOUEHHWE  YTBEPXKICHHBIX  WM3MEHEHWH B  HCIIOJIb3yeMbIe
uHPOpMaIIMOHHBIE  COOOIIEHMS, Kacaroluecss O€30MacHOCTH, W B
uHpOpMaIMI0O O JIGKAPCTBEHHOM TMpemnapare, B TOM YHCIIE BHYTPEHHEE
uH()OPMUPOBaHKE M OOpaIeHUs K paOOTHUKAM CHCTEMBI 3/IpaBOOXPaHEHUS U
MAIMEeHTOB;

I') MHTEPBEHIIMOHHBIE (IIPU HEOOXOJUMOCTH) U HEUHTEPBEHIIMOHHbBIC

KIIMHUYCCKUC UCCIICAJOBAHMA:
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Npe/CTaBICeHUEe  COOOIIEHWH O  TOJI03PEBAEMBIX  CEPhE3HBIX
HENPEABUICHHBIX  HEXKENATEeNIbHbIX  pPEAaKIHUSAX B  COOTBETCTBUH  C
TpeboBanusiMu Hactosinux [IpaBun, [lpaBun Hajgexaieid KIMHUYECKOMN
IIPAaKTUKU EBpa3zuiicKoro 5KOHOMHUYECKOIO COK03a, YTBEPKACHHBIX Pemennem
Cosera EBpasuiickoil 53KOHOMUYECKON KoMHCcCHH OT 3 HOsi0ps 2016 . Ne 79 n
3aKOHOJATENBCTBA TOCYAAPCTB-YJIEHOB;

MOJIyYEHUE, PETUCTPALMS U OLIEHKA CIIyYaeB HEXKENATEIbHbBIX PEaKIUM,
BBISIBIICHHBIX B XOJIc MHTEPBEHIIMOHHBIX U  HEUHTEPBEHIIMOHHBIX
KIIMHUYECKUX UCCIIENOBAHUM;

MPEACTABIICHUE PE3yJIbTAaTOB MCCIEAOBAaHUA M COOTBETCTBYIOLIEH
uHpopManuu 10 OE30MAaCHOCTH JICKAPCTBEHHBIX TIpenapaTtoB B (opme
OTYETOB COMTacHO TpeboBaHusaM Hactosimux [IpaBui, [IpaBun Hammexamei
KIMHUYECKOM NpakTUKU  EBpasuiicKOro 3JKOHOMHMYECKOIO COK3a U
3aKOHOJATENBCTBA TOCYAAPCTB-YJIEHOB;

COOTBETCTBYIOILIHIA BBIOOP COpaBOYHOM  HMH(pOpMaLUU o
0€30MacHOCTH, MOAJEP)KaHUE AaKTyaJdbHOTO YpPOBHS HMHPOpManuu B
Opolopax wuccienoBareias Wi HHPOpMaUu MO OE30MaCHOCTH IS
MalKUEHTA;

BKJIFOUEHHE JAHHBIX MCCIIEOBAaHUS B TEKYIIYIO OLIEHKY MNpoduis
0€30MacHOCTH JIEKapCTBEHHOTO Mpernapara;

1) IPOLIEypPhl CUCTEMBI (papMaKOHaA30pa:

PO M OO0S3aHHOCTH YIOJHOMOUYECHHOTO JHIla 1Mo (hapMaKoHaI30pY,
HarpuMep, JOCTYNl K CHUCTeME KadecTBa (hapMakoHaa3opa, Mactep-ganiy
CUCTEMBI (papMakKoHaJ30pa, MokazarenasiM 3()(PEKTUBHOCTH M HMHAMKATOpaM
CUCTEMBI (papMaKOHa30pa, OTYETaM [0 ayJuTaM W MHCIEKIUSM, UMEIOIIUM
OTHOIIEHHE K cuctemMe ¢apMakoHaA30pa, a TaKKe HX CHOCOOHOCTH

IIPUHUMATb MCPHI 110 YIYUYHICHHIO COOTBCTCTBUA CHCTCMbI (i)apMaKOHazlsopa
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TpeOOBaHUSIM 3aKOHOJIATENBCTBA TOCYAAPCTB-UJIEHOB M MEXIYHAPOIHBIX
JIOTOBOPOB 1 aKTOB, COCTaBIsOIMUX MpaBo Coro3a;

pOJI U O0SI3aHHOCTHU JIepyKaTelisi PEerucTPAIMOHHOTO YIOCTOBEPCHUS B
OTHOIIIEHUU CUCTEMbI (papMaKkoHaI30pPa;

TOYHOCTb, MTOJTHOTA U TIOJICP’)KaHUE aKTyaJIbHOTO YPOBHS HH(pOpMaIUu
B MacTep-daiie cuctemMbl (hapMaKoHa30pPa;

KaueCTBO U COOTBETCTBUE YPOBHS TMOATOTOBKH, KBaIU(pUKALMU U
OTIbITa TIEPCOHAIA;

OXBaT M COOTBETCTBHE CHCTEMBl KadeCTBa B OTHOIICHUU CHCTEMBI
dbapmakoHa30pa, B TOM YHCJIE BBHITIOJHEHHUE MPOIECCOB KOHTPOJIS KauyecTBa
1 o0eCIIeueHNs KaueCTBa;

MPUTOIHOCTD HCIIOIB3YEMBIX KOMIBIOTEPU3HUPOBAHHBIX CHCTEM IS
BBITIOJTHCHUSI KOHKPETHBIX (DYHKITHH;

COTJIAIIIEHUS CO BCEMHU YYACTBYIOIIIMMHU CTOPOHAMH, COOTBETCTBYIOITUM
o0pa3oM oOTpakarouiue OOA3aHHOCTM M MEPOINPHUATHUS MO BBIIOJHEHUIO
dbapmakoHai30pa, a TAK)Ke HAJJIEKAIEe UX BHITIOJHEHNE.

WNHcnekius MOXKET BKJIIOYaTh B C€0Sl OIICHKY BBIMOJHEHUS YCIOBUM
PETHCTPAIMKM M COOTBETCTBHUS OCYIIICCTBISIEMBIX MEP MUHHUMH3AIIUNA PHUCKOB
YCTAaHOBJICHHBIM TPESOOBAHUSIM.

4.2.4.2. BHens1aHOBbIE UHCIIEKIHH.

OObeM BHEIUIAaHOBOW MHCTEKIIMM 3aBUCUT OT MPUYWH €€ Ha3HAYCHUS.
B 4ncrno orneHnBaeMbIX acleKTOB CHUCTEMbI MOTYT BOWTH yKa3aHHBIE B
nyHkTe 4.2.4.1 nacrosmux [IpaBui, a Takke CIeAyIOIINUE aCIIEKTHI:

a) BOBJICUCHUE W HWH(POPMHPOBAHHOCTH YIIOJTHOMOYCHHOTO JIWIIA TIO
dapmMakoHaI30py IO BOIPOCAM, CBS3aHHBIM C KOHKPETHBIM JICKAPCTBEHHBIM
pemnaparom;

0) yrryOJIeHHOE M3yYeHHE TPOIIECCOB, MPOIEYP MPUHATHS PEUICHUH,

BBITIOJIHCHUSI WMH(DOPMUPOBAHUS © peaju3alud Mep, CBSI3aHHBIX C
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KOHKPETHBIM  ()aKTOPOM  HHUIMUPOBAHUS ~ MHCHEKIMH U (WUJIN)
JIEKapCTBEHHBIM IIPENapaTroM.

4.2.4.3. [IoBTOpHBIE MHCTIEKIIUHN.

4.2.4.3.1. Onpenensis 00beMbl padbOT MO MPOBEACHUIO TOBTOPHOU
WHCITEKITUH, HY’)KHO YUYUTHIBATh CJICTYIONINE ACTIeKTHI:

a) aHAJIM3 COCTOSHUS CUCTEMBbI U (WJIM) TIJIaHa KOPPEKTUPYIOIIUX U
NpEenyNpEeaUTeIbHBIX ~ MEPONPUATUH, pa3pabOTaHHOTO IO pe3ylbTaTaM
npenbIAyel HHCIIEKIUU (hapMaKkoHaA30pa;

0) aHaIM3 3HAYUTENIbHBIX W3MEHEHHUH, KOTOPbIE€ BHECEHBbI B CHUCTEMY
(dapmakoHa30pa CO BPEMEHM TMOCIEAHEH HMHCOEKIHH (QapMaKkoHaa30pa
(Hampumep, HW3MEHEHHe O0a3bl JaHHBIX (papMakoHaa30pa, CIUSHUE WU
MOTJIONIEHNE KOMIIAHWU, 3HAUYUTENIbHbIE M3MEHEHUS B JIOTOBOPHBIX BHAAX
NEATEIbHOCTH, 3aMEHa YITOJIHOMOYEHHOTO JIUIIa M0 (hapMaKoHAA30PY);

B) aHAJIU3 MPOIECCOB U (MJIM) BOMPOCOB B OTHOIIEHUU KOHKPETHOTO
JEKapCTBEHHOIO  Ipernapara, BBbISBICHHBIX B pe3ylbTare  OLICHKHU
uHdopmaruu, PEICTaBICHHON nepkarenemM PEruCTPaLMOHHOTO
yAOCTOBEPEHHMs, WJIM HE BKIIOUYEHHBIX B 00bEM HMHCIEKTUPOBAHUSA
MPEABIAYIIEH UHCIIEKIIUEH.

4.2.4.3.2. O0beM NOBTOPHON HHCHEKLMH OMpPENeNsieTcsl pe3ylibTaTaMu
MPEAICCTBYIOMMX HHCIEKIMA U MOXET OBbITh PACIIMPEH C y4eTOM psjia
dbakTopoB (HampuMep, BPEMEHH OT JaThl MPOBEICHUS MPEAIICCTBYIOMICH
MHCIEKUHHU, 00beMa MPEeAIIECTBYONIEH HHCTIEKIUH, €CIIM 3TO TPUMEHHUMO).

4.2.5. Ilpoiiecc MHCTIEKIIUU.

4.2.5.1. Uucniekiiun ~ (papmakoHaazopa HEOOXOAMMO  IUIAHUPOBATH,
KOOPAMHUPOBATH, MIPOBOINTH, IIPEICTABISATH OTYECTH O HUX, KOHTPOJIHPOBAThH
BBIIIOJTHEHWE 3aMEYaHWd U JOKYMEHTHUPOBaTb B  COOTBETCTBHM C
MpOIeypaMl HWHCIICKIUH, BBITOJHAEMBIX Ha TEPPUTOPUSX TOCYIAPCTB-

YJICHOB. COBepHIeHCTBOBaHI/HO N rapMOHHU3alMH IIPOBCACHMHA I/IHCHGKHI/Iﬁ
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OynyT CHOCOOCTBOBaTh  COIVIACOBAHHBIE MPOILIECCHI M MPOLEIYPHI,
COBMECTHBIC IIPOBEPKH, OOMEH OIBITOM M OOy4YeHHE HHCIIEKTOPATOB
YIOJIHOMOYEHHBIX OPraHOB rOCY/IapCTB-YJICHOB.

4.2.5.2. llpouenypsl 10O MHCHOEKIHUSAM (papMaKOHaJI30pa CHUCTEM
(dhapMakoHa130pa IOJKHBI BKIIFOUATh B CE0sI CIIENYIONINE TTPOIIECCHI:

a) oOMeH uHpopMalmei;

0) MIaHUpPOBaHUE WHCTICKIIHA;

B) JIOPETUCTPAITUOHHBIE UHCIICKIIUH;

') KOOpAWHAIIUS UHCTIIEKIIUN cucTteM (papmakoHaj30pa B rocyaapcrBax-
YJieHaX;

1) KOOpAWHALIUSI WHCIEKIMH, TPOBOAUMBIX B TOCYJapCTBax, HE
aBisitonuxcs yieHamu Coro3a (B TOM YUCIIEe UHCIICKIIUM TOAPSTIYUKOB);

€) MOJIrOTOBKA MHCIIEKIIUM cucTeM (papmMakoHaI30pa;

) TIPOBEICHUE MHCTIEKIINI CUCTEM (papMaKoOHa30Da;

3) OTYETHOCTh IO MHCIEKIUSIM  cHUCTeM  (papmakoHaa3zopa U
MOCJEAYOIIMN KOHTPOJIb;

1) "HGOPMHUPOBAHNE U MPUOPUTETHOCTh MHCIEKIUN (hapMaKoHaI30pa
U TIOJTYYEHHBIX PE3YJIbTATOB;

K) BEICHUE YyuyeTa M apXUBUPOBAHUS JOKYMEHTOB, IOJIYYECHHBIX
B pe3yJibTaTe MHCIEKIUNA cUcTeM (papMakoHaaA30pa;

J1) BHE3aITHbIC HHCTICKITUH;

M) CAaHKIIMM M PETYJIATOPHBIC WM NPUHYIUTEIbHBIE MEpPhl B CiIydae
CEepPhE3HOT0 HECOONIONICHUsT TpeOOBaHUM 3aKOHOAATENILCTBA TOCYIAPCTB-
YJICHOB U HacTosux [TpaBui;

H) pEKOMEHAAIIMA 110 TIOATOTOBKE HWHCIIEKTOPOB, BBIMOJHSIIOMIUX
WHCIICKIIMYM CUCTEM (papMaKOHAI30pa, 1 0OMEHY OMBITOM PaOOTHI.

4.2.5.3. TIpn HEOOXOAUMOCTH BO3MOXKHA pa3pab0TKa HOBBIX IIPOIEAYD.

4.2.6. KOHTpOJIb BBIMOJIHEHUS 3aME€YaHU UHCTIEKIIUM.
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B ciyuae BbIsIBIEHUS B XOZ€ BBINOJIHEHUS] MHCIIEKIIUU HECOOIIONEHUS
00s13aTeILCTB 110 (hapMaKoOHa30py TpeOyeTcsl YCTaHOBICHUE TOCSAYIOIIETO
KOHTPOJSI /10 IIOJIHOTO  BBIIOJIHEHHS] IUIAHA  KOPPEKTUPYIOIIMX U
npeaynpeauTeNbHbIX aelcTBUi. ClenyeT y4WuThIBaTh CIEAYIOIIUE METOJbI
KOHTPOJIS:

a) aHaIu3 IUJIaHa KOPPEKTUPYIOUIMX W MPEAyHpeIuTeNbHbIX MEp
AeHETBHHE JICPKATEIIS PETUCTPALIMOHHBIX YII0CTOBEPEHNU;

0) aHalM3 TMEPUOJAMYECKUX OTYETOB O XOJE BBINOJIHEHUS pPabOT MO
IJIaHy KOPPEKTUPYIOIIMX M TIpEeAylNpeAuTeNbHBIX Mep (B  ciydae
HEOOXOAUMOCTH);

B) IOBTOpPHAsl HHCIEKLWs I OLEHKU HaJUIEKAIIETO BBINOIHEHUS
I1aHa KOPPEKTUPYIOIIMX U MIPERAYIPEAUTENBHBIX ACUCTBUN;

) 3alpoC O NPEJICTABICHUM pPAaHEE HE MPEICTABICHHBIX JaHHBIX,
U3MEHEHUI (Hampumep, B HMHPOPMALMIO O JIEKAPCTBEHHOM IIperapare),
aHanu3a BIMSHUA (Hampumep, pe3yibTaT aHajdu3a paHee HE BKIIOUYECHHBIX B
aHaJIW3 TaHHBIX MIPH BBINOJIHEHUU MTPOLEAYPHI BbISBICHUS CUTHANIA);

1) 3aMpOC O BBINOJHEHUH HAAJIEKAIIET0 UHPOPMUPOBAHUS, BKIIOUYAs
BHECEHUE HW3MEHEHUH B uWHPOpPMAIUIO, TMPEACTAaBIIEMYI0O B paMKax
MapKETUHTOBOW JNEATEIbHOCTH, U (WJIK) PeKIaMHYI0 HH(OpMaIuio;

€) 3aIIpoC O BCTPEUE C JiepakKaTelieM PEruCTPAllMOHHOIO YI0CTOBEPEHUS
C LIENIbI0 OOCYXIEHUS BBISBIEHHBIX HEIOCTAaTKOB (HECOOTBETCTBHI) U HX
BJIMSIHUSA HA IJIaH KOPPEKTUPYIOLIUX U MPEAYIPEIUTEIBHBIX MED;

k) mepefadya  pe3yabTaroB MHCHEKIMH JIPYTUM  YIIOJIHOMOUYEHHBIM
opraHam rocyaapcTB-4JICHOB;

3) Apyrue JACeUCTBUA, CBS3aHHbIE C JICKAPCTBEHHBIM IIpenaparom,
B 3aBUCUMOCTH OT BJIMSHMSI HEIOCTATKOB (HECOOTBETCTBUW) U PE3YJIBTATOB

MOCJICTYIONIUX JEeUCTBUHN (CIOla MOTYT BXOJUTh OT3BIBBI WJIW JICHCTBUS,
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CBSI3aHHBIE C BBIJAU€i PErHCTPALMOHHBIX YAOCTOBEPEHUN WIIM Pa3pelICHUI
Ha IIPOBE/ICHUE KIMHUYECKUX UCTIBITAaHUN).

4.2.7. JleWcTBUS U CAHKIMU YIIOJIHOMOYEHHBIX OPraHOB T'OCYNapCTB-
YJICHOB.

4.2.7.1. YOJIHOMOYEHHBIE OpPraHbl TOCY/IaPCTB-WICHOB 00ECIEUNBAIOT
KOHTPOJIb BBIMOJHEHUSI JEPKATEISIMU PETUCTPALIMOHHBIX YIO0CTOBEPEHUN
00si3aHHOCTEN MO (hapMaKOHAI30py B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
rocyaapcTB-wieHoB M Hactosmumu [lpaBwiiamu. B ciyyae oOHapyxeHUs
HecoOMtoieHUsT TpeOOBaHMI  WJIM  HEBBINOJHEHUS  00S3aTeNbCTB 110
(dapmakoHa30py JACUCTBUA, KOTOpPBIE HYXHO NPEINPUHATH, JIOJKHBI
ONPENEIATECA 10 KaXJIOMy KOHKPETHOMY Cily4aro OTAenbHo. Kakue
JNEUCTBUSI MPEANPHUHSATH, TOJDKHO 3aBUCETh OT MOTEHIUAIBHOIO HETATUBHOTO
BJIUSIHUSL HECOOTBETCTBUU (HECOOJIIOICHUIT) Ha 370pOBhE HACEJIEHHUS, HO
100011 cirydail HECOOTBETCTBUI (HECOOIIONEHN) MOKET YUUTHIBAThCS MpPU
NPUMEHEHUHU NPUHYAUTEIbHBIX Mep. [Ipr HEOOX0TMMOCTH YITOJIHOM OUEHHbBIN
OpraH TOCylapCTBa-ujieHa JOJDKEH OO0ecleuuTh, 4YTOObl K JEepKaTelto
PEruCTpalMOHHOTO YAOCTOBEPEHUS IPUMEHSIINCH 3¢ deKTUBHBIE,
COpa3MepHbIE U CACPKUBAIOIINE MEPHI BO3JICHCTBHUS.

4.27.2.B coorBerctBun ¢ HacrosuuMmu llpaBunamMm wu 1pum
HEOOXOAMMOCTH C TIpaBUJIaMH, YCTAaHOBJIICHHBIMU 3aKOHOAATEIbCTBOM
rOCyl1apCTB-WJIEHOB, B  Cily4yae  HECOOJIONeHUs  00s3aTeNbCTB IO
(dapMakoHaA30py BO3MOXKHBI CIETYIOIINE BAPUAHTHI PETYIUPOBAHUS:

a) oOyyeHue M COJEUCTBUE: YINOJHOMOYEHHBIE OpraHbl TOCYIapCTB-
YJIEHOB  BMpaBe  oOmarbcss ¢ MPEACTaBUTENSIMU  JepKaresei
PErUCTPAllMOHHBIX YIOCTOBEPECHHUI (Hampumep, Ha COOpaHUM), YTOOBI
00OOIIUTh BBISBICHHBIE HECOOTBETCTBUS, pPAa3bsICHUTh YCTAHOBIICHHBIC

TpeOOBaHUS W OXHUIAHUS YIIOJHOMOYCHHOTO OpraHa TOoCydapcTBa-dJICHA,
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a TakKe PacCMOTPETh KOPPEKTUPYIOIIHME U MPEAyNpeauTeIbHbIe eUCTBUS,
npeajaraeMbie JiepKaresieM PEerucTpalMoOHHbIX yA0CTOBEPEHU;

0) mpeacTaBieHue WH(pOpPMAIMK IPYTUM YIOJTHOMOYEHHBIM OpraHaM
rOCyJapCTB-WICHOB B paMKaxX JOTOBOPEHHOCTEH TI0  OOCCIECUYCHHIO
KOH(UICHIIUAILHOCTH;

B) MHCIIEKTUPOBAHUE JIepXKaTeliel PEeruCTPAllMOHHBIX YIOCTOBEPEHUH,
KOTOpbIE HE COOJIFOMAIOT 00s3aTeIhCTBA WJIM HE BBIMOJHAIOT TPeOOBaHUS,
MOXKET TIPOBOJUTHCA C IIE€JBI0 OMNpPEACICHUS CTEICHH HECOOTIONCHMS
(HEBBITIOTHEHHS) 3aKOHOAATEILCTBA TOCYAAPCTB-WICHOB M MEXKTyHAPOIHBIX
JIOTOBOPOB W aKTOB, COCTaBiAomux mpaBo Coro3a, WU B TMOCIASAYIOIIEM C
1EJBI0 TTOATBEPKACHUS UX COOMIONCHMS (BBIMIOTHEHUS );

I') MUCHbMO-TIPEAYTPEKICHHUE, 3asiBJICHUE 0 HECOOIoIeHUN
(HCBBITIOTHEHNWY) WM  YBEIOMJICHHE O HapylIeHWW, BbIJaBaeMbIe
YIOJHOMOYEHHBIM OPTraHOM TOCYIapCTBa-4ieHa ¢ YKa3aHHEM HOPMAaTHBHOTO
PaBOBOTO aKTa, KOTOPBHIM OBLI HapylieH, C MeJbl0 HarmOMHUHAHUS
JepKaTesiM PEeTUCTPAIMOHHBIX YIOCTOBEPEHUN 00 MX 0053aTenbCTBAX IO
dbapmakoHaI30py WU MeEpax, KOTOPHIE OHU JOJDKHBI MPUHSTH, & TaKkKe O
CpOKax, yCTaHOBJICHHBIX JJII YCTPaHEHUS HECOOTBETCTBHI WIIM HApPYIIICHHIA;,

1) paCCMOTPEHHUE YITOJTHOMOYCHHBIMH OpPTraHaMH TOCYIapCTB-YJICHOB
Bompoca 00 OIyOJWKOBAaHWU CIHCKa Jep)kKareleld perucTparidioHHBIX
yIAOCTOBEPEHHM, KOTOPhIE CEPhE3HO WM MOCTOSIHHO HapyIIaloT TpeOoBaHUs
3aKOHO/IaTeIhCTBA TOCYIAPCTB-YJICHOB U MEXIYHAPOIHBIX JOTOBOPOB U
aKTOB, COCTaBJIsIIOIMX MpaBo Coro3a;

€) IEUCTBUSI B OTHOIICHUU PETHUCTPAIMOHHOTO YIOCTOBEPEHUS WIIH
3asBJICHHS Ha PETUCTPAIIHIO JIGKAPCTBEHHOTO Mperapara, HalmpuMep:

ODKCTPEHHOE BBEICHHE OTpPaHWYCHUN, CBA3aHHBIX C mpoduieM

0€30IMacCHOCTH JIEKAPCTBEHHOTO Tperapara;
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PUOCTAHOBKA WJIM aHHYJIMPOBAHUE PETUCTPALIMOHHOTO YIOCTOBEPEHUS
JIEKAPCTBEHHOTIO MPEIapara;

MPUOCTAHOBKA PACCMOTPEHMSI HOBBIX 3asBJICHUN Ha MOJy4YEHUE
YIOCTOBEPEHUN O TOCYJApPCTBEHHOW pErucTpalud [0 peanus3alnuu
KOPPEKTUPYIOUIUX U MPEAYNPEIUTENbHBIX JE€HCTBUI;

Ha3HAYCHHE JTOPETUCTPALMOHHBIX WHCIIEKIIH CUCTEMBI
dhapMakoHa130pa;

) OT3bIB JICKAPCTBEHHOT'O Ipernapara ¢ pblHKa (HalpuMmep, B ciydae
eciu B MH(OpMAIMIO O JIEKAPCTBEHHOM IIperapare HE BKIIFOUEHBI BaXKHBIE
NpeAYNPEKICHUS 110 OE30MaCHOCTH);

3) IEUCTBUSA, CBSI3aHHBIE C  MAapKETUHINOBOM WM  PEKIAMHOU
uH(dopMaImei;

1) BHECEHHE TMOIMPABOK B MPOTOKOJIbI WU MPUOCTAHOBKA KIMHUYECKUX
UCCJIEIOBAaHU B CIIy4yae BBISABICHHM H3MEHEHUM mnpoduiis 0e30macHOCTH
KOHKPETHOTO JIEKAPCTBEHHOTO Mpernapara;

K) aIMUHUCTPATUBHBIC MTPa(bl B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM
roCyaapCTB-4JICHOB.

4.2.8. Kanuduxanus u 00yueHre HHCIEKTOPOB.

WNHCcneKTophl, KOTOPBhIE YYAaCTBYIOT B MPOBEACHUM MHCHEKLUUNA CHUCTEM
(dbapmakoHa30pa, JOJKHBI OBITH CHEIMATUCTAMU YIIOJITHOMOUYEHHBIX OPraHOB
rOCyJlapCTB-WICHOB WJIM JIMIIAMH, HA3HAYEHHbIMM B COOTBETCTBUHU C
TpeOOBaHUSIMU 3aKOHOAATENLCTBA TOCYIApCTBA-YiIeHAa, a TaKXE JODKHBI
coONonaTh  MOJIOKEHHWS]  PYKOBOJCTBA IO  KAueCTBY  HHCIIEKTOpara
YIOJHOMOYEHHOTO OpraHa TrocyaapcTBa-ujieHa. PexkomeHayercs, 4TOObI
HA3HAYEHUE MHCIEKTOPOB OCHOBBIBAJIOCH HA HMX OMNbITE M MHUHHUMAJIbHBIX
TpeOOBaHUAX, OMPEICICHHBIX YIOJIHOMOYEHHBIM OpPraHOM TOCydapCTBa-
yieHa. VHCEKTOphl JOJDKHBI MPONUTH OOyYE€HHE B TOM OObEME, KOTOPBIN

HGO6XOI[I/IM pInIb | oOecIieueHnsT NX KOMIIETCHTHOCTH B TE€X O6J'IaCT$IX, KOTOPLbIC
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HEOOXOAMMBI JJIsI TIOJATOTOBKM W TPOBEIAEHUS WHCIEKIMH, a Takke
MOJITOTOBKM OTYETa O MPOBEAEHHBIX HWHCHEKIUAX. OHU JODKHBI TaKKe
npoiTH 00yueHue mpoieccaM U TpeOoBaHUSIM (papmMakoHAI30pa TaKUM
00pa3oM, 4TOOblI ObITh CHOCOOHBIMHU OLIEHUTH PA3JIMYHbIE ACIEKTHl CUCTEMBI
(apmakoHa/130pa B CIIy4ae OTCYTCTBUSA COOTBETCTBYIOUIETO OIbITA.

4.2.9. YrpapneHre KayeCTBOM Ipoliecca HHCIIEKINU hapMaKkoHaa30pa.

KayecTBO  mpoliecca  MHCHEKIIMU  CUCTEMBbl  (apMakoHaaA30pa
pEeryJupyercsi yHnOJIHOMOYEHHBIMH OpraHaMy TOCydapCTBa-ujieHa, BXOIUT
B YHCJO BOMNPOCOB, HA KOTOPHIE PACHPOCTPAHSIETCS CHCTEMa KadyecTBa
CUCTEMBI (hapMaKoHaA30pa YHOJHOMOYEHHOTO OpraHa rocyaapcTBa-udjieHa,
U TOMJICKHUT ayquTy. YIOJIHOMOYEHHBIE OpPraHbl TOCYJapCTB-YJICHOB
dbopmupyIoT rapMOHHU3UPOBAHHbBIE IPOLETyPbI o nporueccy
WHCIIEKTUPOBAaHUS C LEJIbI0 OOEClEeYeHUs KauecTBa, COINIACOBAHHOCTH U
B3aMMHOTO  TPU3HAHMUS  PE3YIbTaTOB  HWHCIEKTUPOBAHHUS  CHUCTEM

(bapMakoHaa30pa JAepiKaTeNiel peruCTPAIlMOHHBIX YI0CTOBEPCHUN.

4.3. CorpynaudectBo B pamkax Coro3a

4.3.1. KonnekTuBHOE UCTIONIb30BaHUE UH(OpMAITUH.

VYIOIHOMOUYEHHBIE OPTaHbl TOCYAAPCTB-WICHOB 00s13aHbI COTPYIHUYATD,
4yTOOBl  00JErYnTh OOMEH HUH(OpMalMEeld 1O HWHCIEKUUSM CHUCTEMBbI
dapmakoHaa30pa, B YaCTHOCTH:

a) madopManmeit 00 WMHCIEKIUSIX, KOTOphIC 3alylaHUPOBaHBl U
MIPOBENICHBI, C ICJIbI0 YCTPAHCHUS HEHYXKHBIX TIOBTOPOB W TyOTUPOBAHUS
pabot B Corose, a Takxke JJ1s1 ONTUMHU3AINH UCTIOJIb30BAHUSI HMHCTICKITMOHHBIX
pecypcoB;

0) uadopmareir 06 oObeMe MHCIEKIIUU C TeM, YTOOBI TIaHUPOBATh

OyIylIe MHCIICKIINH;
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B) MHpOpManMeil O pe3ynbTaTaXx HWHCHEKIHH, B YaCTHOCTU B TOM
cllydyae, KOrja pe3yidbTaTOM SBISIETCSl BbISBICHHE (DaKTa HEBBINOIHEHHUS
JiepKareneM PETUCTPALIUOHHBIX YAOCTOBEPEHUM TpeOOBaHUI
3aKOHOJATE/IbCTBA roOCyapCTB-WICHOB U HACTOSIIUX IIpasui.
YIOJIHOMOYEHHBIE OpraHbl roCyAapCTB-YICHOB OOMEHMBAIOTCS
uH(popMaluell 0 KPUTUYECKUX U CYIIECTBEHHBIX BBISBICHHBIX HEAOCTATKaX,
a TaK)Ke KPaTKUM H3JI0KEHUEM KOPPEKTUPYIOIIUX U IPEAyIPEIUTEIbHBIX

JIEUCTBUN U UX NAIBHEUIIUM KOHTPOJIEM.

4.4. Ponp yOJITHOMOYEHHBIX OPraHOB IOCY1apCTB-YJICHOB

VYHNOTHOMOYEHHBIE  OpraHbl  TOCYJapCTB-YJIECHOB  O0OECIEUMBAIOT
CO37laHHE IOPUJANYECKON UM OpraHU3allMOHHOW 0a3bl JJIs BBITTOJHCHUS
GyHKOUN 110 HMHCHEKTHPOBAHWIO CcHCTeM ¢apMaKoHaI30pa Jeprkarese
PETUCTPALMOHHBIX  YAOCTOBEPECHWH,  BKJIOUasi  ONPEICIICHUE  IpaB
MHCIIEKTOPOB B OTHOIICHUHW WHCIEKTUPOBAHUS MECT OCYIIECCTBICHUSA
JEATEIbHOCTH 110 (hapMaKOHA130Py U OIIEHKE JTaHHBIX 1O (papMakoHaA30PYy.

TocymapcTBaMu-usieHaMH JOJDKHBI  OBITHh  BBIJICJICHBI JTOCTAaTOYHBIC
pecypchl W OIpeaeiacHbl KBaaU(DHUIIMPOBAHHBIC MHCIIGKTOpA C  IIEJIBIO
obecnieueHust 3PGEKTUBHOTO BHITIOIHEHUS MPOIETYPhI OIICHKH BBITTOTHEHUS
JIepKaTesIMA ~ PETUCTPAIMOHHBIX  YAOCTOBEPEHUM  00s3aTelIbCTB IO
(dhapMakoHa130py B COOTBETCTBUU C TPEOOBAHUSAMHU TOCYAApCTB-YJICHOB U
Hactosux [IpaBun. B cimydae HEOOXOAUMOCTH K TIPOBEACHUIO MHCIICKITAN
MOTYT TIPUBJIEKAThCSI AKCHEPTHI B Oojice y3KHUX 00JacCTAX JESATEIbHOCTU IO
(dhapMakoHa130py. YIIOJIHOMOYEHHBIE OPraHbl TOCYIAPCTB-YICHOB MOTYT MPH
HEOOXOJIMMOCTH  HAIPaBIATh 3alpoOC O COJACWUCTBUU B IPOBEIACHUU
MHCIIEKTUPOBAHUSL B JPYroM YMOJIHOMOUYEHHBIM OpraH rocyaapCTB-4j€HA C
obecrieueHneM COOTBETCTBYIOIIETO TOCTYIAa K MECTY IIPOBEACHHS MHCIICKITHH

U OLICHUBAa€MbIM JJaHHBIM CHCTCMBbI (bapMaKOHaI[?)Opa.



118

VYIOTHOMOYEHHBIMU OpPraHaMHM TOCYJApCTB-UIEHOB JOJIKHO OBITH
o0ecrieueHo  IJIAHUPOBAHME U MPOBEACHHE  MHCHEKUUHA  CUCTEM
(apMakoHaa30pa  AEp)KaTeledl  PErHMCTPALMOHHBIX  YIOCTOBEPEHUN B
COOTBETCTBUU C MyHKTOM 4.2 HacTosimux [Ipasui.

[Ipu pa3paboTke 1IaHA MWHCIEKUUN YNOJIHOMOYEHHBIM  Opras
rocyJapcTBa-ujieHa  3alpaliMBacT MHbIE  YIOJHOMOYEHHBIE  OpIaHbl
roCyJapCTB-4WICHOB OTHOCHUTEIBHO HMHCIIEKIIMOHHOTO CTaryca U IIAHOB I10
WHCIIEKTUPOBAHMIO JIEPHKATENEN PETUCTPALMOHHBIX YI0CTOBEPEHNUN, KOTOPBIE
IPEANnonaraloTcs AJisl BKIIOUEHHU B TUIAaH MHCIIEKTUPOBAHUA, U 00eCIIeYrBaEeT
IUIAHUPOBAHME C  YYETOM IUIAHOB [0  HMHCIEKTHPOBAHUIO  MHBIX
YIOJHOMOYEHHBIX OpPraHOB TOCYJAapCTB-WICHOB C LEJIbI0 MUHHUMM3ALUN
HEOOOCHOBAaHHOIO JyOJUpPOBAaHUS BBINOJHSAEMBIX pPadOT W ONTUMM3AIUU
VICIIOJIB30BaHUS UMEIOIIMUXCS PECYPCOB.

B cimydae, ecnu YHNOJIHOMOYEHHBIM OPIaHOM TIOCYIapCTBa-4iICHA
IUIAHUPYETCA TPOBEICHUE HWHCHEKIUU JIEPXKATENS PETrUCTPALMOHHOTO
YAOCTOBEPEHHUSI, KOTOPBIN MPOXOINI MHCIEKTUPOBAHHUE CO CTOPOHBI JPYroro
YIOJIHOMOUYEHHOTO OpraHa rocyaapcTBa-ujeHa, JO0JDKEH ObITh oOecreueH
oOMeH HH(pOpMalMM B YacTU OObEMa U PE3YJbTAaTOB BBHIMNOJHEHHOMN
MHCIIEKIIMM C LEJbI0 ydeTa MMEIOLIMXCS JaHHBIX MpU IJIAHWPOBAHUH,
onpeaeeHu 00beMa U BPEMEHHU TPOBEICHUS] HHCIIEKIIUH.

Pexomennyercst hopMupoBaHue €IMHOTO MH(OPMALIMOHHOTO pecypca,
BKJIIOYAIOUIET0 pPEe3y/bTaThl HMHCHEKTHUPOBAHUS CHUCTEM (papMakoHaa30pa
JeprKaTesiell perucTpalOHHBIX YIOCTOBEPEHMM, C 0OecreueHueM IOCTyIa

YIIOJIHOMOYCHHBIX OPIraHOB rocyaapCTB-4JICHOB.

4.5. Ponb geprkareieil perucTpallMOHHBIX YI0CTOBEPEHUIN

Hepxarenn PErUCTPALUOHHBIX YIIOCTOBEPEHH, AMEIOIINE

3apPETUCTPUPOBAHHBIE HA TEPPUTOPHUSAX TOCYIAPCTB-UYJICHOB JICKAPCTBEHHBIC
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npenaparsl, moJjIekaT MHCIEKIUSAM CUCTeMbl (papMakoHa3opa. [epxkarenu
PErUCTPAIIMOHHBIX YIOCTOBEPEHUN 00sI3aHbI:

a) Bcerna ObITh TOTOBBIMU K MHCIIEKIIMH, MOCKOJIbKY MHCHEKIIUU MOTYT
OBITh BHE3AITHBIMU;

0) BECTH M NPEACTABIATh MO TPeOOBAaHUIO MHCIEKTOPOB HE IMO3]IHEE
7 pabouux JHEW MOcie MOIYYEHHS COOTBETCTBYIOIIETO 3ampoca MacTep-
daiin cuctemsl hapMaKoHa130pa;

B) rapaHTUPOBATh TMOJYYEHUE COMNIachs JO0 Hayaja HWHCIEKIWU Ha
MPOBEJCHUE WHCHEKIIMU OT OOBEKTOB, BBIOPAHHBIX [IJII HWHCIEKIIUH,
K KOTOPBIM MOTYT OTHOCUTBCSI OpraHU3alliy, BBIMOJHSIOMKE (DYHKIUU IO
dbapmakoHa30py MO COMIANICHUIO C JEp)KareleM PEerucTparmoOHHBIX
YII0OCTOBEPEHUM;

) IPEJICTaBUTh MHCHOEKTOpaM JiIoOyro HHpopMaiuioo U (WIK)
JOKYMEHTAIMI0, KOTOpas HeoOXoauMa [JIsi TOJATOTOBKM K HWHCICKIIHH,
B YCTAHOBJICHHBIE CPOKH WJIM BO BpEeMs TPOBEACHUS UHCIIEKITUY;

1) TApaHTUPOBATh, YTO COOTBETCTBYIOIIUM MEPCOHAJ, YYaCTBYIOIIHUI B
JEATEILHOCTH TO0 (hapMaKOHAA30py WM B3aUMOCBSI3aHHOW NESTEIbHOCTH,
OyZeT TPUCYTCTBOBaTh BO BPEMs HHCHEKIIMM W JaBaTh Pa3bSICHEHUS IO
BO3HUKAIOIIMM BOMPOCAM;

€) rapaHTUPOBaTh HaJJIeKalee U CBOEBPEMEHHOE BBIMOJIHEHUE MJIAHOB
KOPPEKTUPYIOLIUX MU TPEAYNPEIUTEIbHBIX MEPONPUATHI ISl YCTpaHEHUS
BBISIBIICHHBIX BO BPEMs HWHCIEKUIHM HEIOCTaTKOB (HECOOTBETCTBHI)
C YCTAHOBJIICHUEM MPUOPUTETOB MO KPUTHUYECKUM M CYIIECTBEHHBIM

HeJocTaTKaM (HECOOTBETCTBHAM).

4.6. UucniekiimoHHbIe COOPBI

COoppl 3a MPOBEACHUE HWHCIEKIMM B3UMAIOTCSI B COOTBETCTBUM C

3dKOHOAATCIIbCTBOM I'OCyAapCTB-4JICHOB.
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5. Aynut cuctemsl (hapMakoHaA30pa
5.1. CtpyKTypsl 1 IPOLIECCHI

5.1.1. Aynut cuctemMbl (hapMaKoHa130pa M €To IeH.
5.1.1.1. lenbto  mpoBeneHUs ayauTra CcUCTEMbl (papmakoHaa3zopa
SBIISIETCA TOATBEPXKJACHUE COOTBETCTBUS U A(DPEKTUBHOCTH BHEAPECHUS U

(GYHKIIMOHUPOBAHUSI CUCTEMBI (papMaKOHA/I30pa MyTeM aHalIu3a M OLIEHKHU

0OBEKTHUBHBIX (bakToB, BKJIFOYAS CUCTEMY KayecTBa CUCTEMBI
dbapmakonaazopa.
5.1.1.2. Ayaut MPECTAaBISACT co0oM CHUCTEeMaTUYECKHH,

YIOPSIOYCHHBINA, HE3aBUCHUMBIA M JOKYMEHTHPOBAHHBIN MPOIIECC MOTYYSHUS
U OOBEKTHBHON OICHKA (AKTOB, XapaKTepU3YIOIIMX pabOTy CHUCTEMBbI
dbapmakoHa30pa, ¢ LEIBI0 OMPEACIICHUs] CTETICHU BBIMOJHEHUSI KPUTEPHUEB
ayJuTa, CIOCOOCTBYIOIIMX YIYYIICHUIO MPOIECCOB YIPABICHUS PUCKAMHU,
KOHTPOJII M YINPABJICHUS MpoleccaMu. AyauTopckue (HakThl COCTOST U3
3aluceil, JOKYMEHTAJIbHBIX TMOATBEPKICHUW WIM HWHOM uH(Opmanuu,
KOTOpasi MMEET OTHOIICHUE K KPUTEPHUSAM aylauTa W IOAJACTCS TPOBEPKE.
Kputepun ayaura oTpakaroT CTaHAApThl BBIMOJHEHUS MW KOHTPOJIA
NEATEIbHOCTH, 1O OTHOIIEHWIO K KOTOPHIM  BBITIOJHSETCS  OIICHKA
MPOBEPSIEMOM CTOPOHBI U €€ JACSATEIbHOCTH. [IpUMEHUTENIBHO K CHCTEME
dbapMakoHaI30pa KpPUTEPUU ayAuTa JOJDKHBI OTpaxkarb TpeOOBaHUA,
npeabsBiIsieMble K cHCTeMe (apMakoHaA30pa, B TOM YHUCJIE K CHUCTEME
Ka4eCTBa BBIMOJHAEMBIX TpoLEayp MO  (apMakoHaI30py, KOTOpPHIC
OTIPENEISIIOTCA  TPEOOBAaHUSMHU 3aKOHOAATENIbCTBA TOCYIAPCTB-UJICHOB U
HacTosmux [IpaBui.

5.1.2. OcHOBaHHBI1 HAa PHUCKE TMOAXOA K ayauTaM CHUCTEMBbI

dhapMakoHa130pa.
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OCHOBaHHBIM Ha PHUCKE MOAXOAOM SBISIETCS IMOAXOI, NPU KOTOPOM
UCIIOJIB3YIOTCSL METOABl OmpefesieHus obnactu pucka. [lom puckom
MOHUMAETCA BEPOSATHOCTh HACTYIUIEHUS! COOBITHSI, KOTOPOE OKAXET BIMSHUE
Ha JIOCTW)KEHUE TIOCTABJICHHBIX LN, C YYETOM CEPbE3HOCTH €ro
NOCJEICTBUM U (WJM) BEPOSITHOCTU HE OOHAPYXEHUS JIPYTMMH METOJAMHU.
OCHOBaHHBIN Ha PUCKE MOAXOJ K ayAuTaM OPUEHTUPOBAH Ha 00JIaCTH CaMOTO
BBICOKOTO pUCKa JIJIsi CUCTeMbl (papMaKoHaJ30pa OpraHU3alli, B TOM YHCIE
JUIsL CHCTEMBbI KayecTBa cucTeMbl (hapmakoHaa3opa. IlepBocreneHHoe
3HAYEHUE HMMEET PHUCK NPUYMHEHHUS Bpena 3/0pOBbI0 HaceleHus. Puck
OLICHUBAETCA Ha CIAEAYIOIIMX dTaax:

IUIAHUPOBAHKME ay[UTa HA CTPATErMYECKOM YPOBHE, PE3YyIbTaTOM
KOTOPOTO SBJISIETCSL CTparerus ayauTa (JAOJArOCpPOYHBIM NOAXOX), KOTOpas
JOJIKHA YTBEPKIaThCS BHICIIUM PYKOBOJICTBOM;

IUIAHUPOBAHKE Ay[IUTA HA TAKTUUYECKOM YPOBHE, PE3YJIbTaTOM KOTOPOIO
ABJIAETCS IIpOrpaMMa ayJuTa, YCTAHOBJIEHUE LIeJIel ayauTa, a Takxke 00JacTu
pacrpoCTpaHEeHUs aynTa;

IUIAHUPOBAHKE AyAUTA HA ONIEPATUBHOM YPOBHE, PE3YJIETaTOM KOTOPOTO
ABJIACTCS TUIAH aylauTa JJis OTIEIbHBIX ayAUTOPCKHUX 3a/ad, ONpenesieHue
IPUOPUTETOB 3aJ]au ayJluTa HA OCHOBAaHUU OLIEHKH PHUCKOB, MCIIOJIb30BAaHUE
METOJIOB BBIOOPOYHOIO HCCIAEAOBAaHUS M TECTHUPOBAHHUS, OCHOBAHHBIX Ha
pUCKE, OTUETHOCTh II0 pe3ylbTaraM aylauTOB B COOTBETCTBHHM C
OTHOCHUTEJIbHBIM YPOBHEM PHCKa, a TAKXKE PEKOMEHAALMU IO AyAUTY.

OueHka pucKa [IOJDKHA JIOKYMEHTAQJIbHO MOATBEPXKAATbCA A
CTPaTeTMYECKOT0,  TAKTUYECKOT0 W OMNEPATUBHOTO  IJIAHUPOBAHUS
ayTUTOPCKOM JAESTENIHbHOCTH CUCTEMBI (papMaKOHa30pa B OpraHu3aluu.

5.1.2.1. IInaHnpoBaHu€e ayIuTa Ha CTPATErHYECKOM YPOBHE.

5.1.2.1.1. Crparerus aymuTa NOpeaCTaBIsACT COOOW oOmpeAcicHue Ha

BBICIIIEM YPOBHE IUIAHHPOBAHUS AyAUTOPCKUX MEPOINPHUSITHN, MPOBEICHUE
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KOTOPBIX 3allJTAHUPOBAaHO Ha Cpok Oojee 1 roma (Kak MpaBWiio, Ha CPOK
2 — 5 ner). Crparerusi ayaquTa BKJIIOYAaeT B ceOsl MEpeYeHb ayIUTOPCKUX
MPOBEPOK, BBIMIOJIHEHUE KOTOPBIX MOXKET OBbITh J0CTaTouyHbIM. CTparerus
ayuTa UCIOJNB3YyeTCS IS ONpelesieHus 00JlacTh, HaMEUEHHOM s
MPOBEJCHUS ayJuTa, TEMbl ayJauTa, a TaKKe METOJI0B U JIOMyIIECHUM
(BKJIFOUAsi, HApUMEpP, OLIEHKY pHCKa), Ha KOTOPBIX OCHOBAaHA MpOrpamma
ayJuTa.

5.1.2.1.2. Crparerust ayaura [JIOJKHA OXBarbiBaTh OPraHU3AIUIO
yIpaBJieHUsl MPOLIECCOM, YINPABICHUE PUCKAMH M CPEJICTBA BHYTPEHHETO
KOHTPOJII BCE€X COCTAaBJSIONIMX CHUCTeMbl (hapMaKOHA30pa, BKIIIOUAs
CJIEyIOLIHE:

a) BCE MPOILIECCHI U 3a/1a4 CUCTEMBI (papMaKOHA30pa,;

0) cucTemMa KayecTBa ACSATEILHOCTH B cucTemMe (hapMaKoHa130pa;

B) B3aUMOJICHCTBUE u CBA3YIOIIME  3BEHBS C  JIpyrumu
no/ipa3ieICHUsIMU (MpU HEOOXOAUMOCTH);

T') MepompusATHA 10 (hapMaKOHAA30py, MPOBOAUMBIC MOMYNHEHHBIMU
OpraHu3alMsIMA WM JIeJIETUPOBAHHbIC APYrol OpraHu3anuu (Hampumep,
pEeruoHaIbLHBIM IIEHTpaM, MPEICTaBRISIomUM HHbopManuo, duiraiam
JepKaTeNsi PErucCTPaAllMOHHOTO YOCTOBEPEHUSI, TAKUM TPETHUM JIMIAM, KakK
NOJAPSIHBIC OpraHu3allid W JpYyrue Jep)Kareiid  PEerucTpariiOHHBIX
yI0CTOBEPEHHU).

5.1.2.1.3. ®akrtopbl pHCKA, KOTOpPBIE CIIEAYET Y4YUTBIBaTh IIPHU
BBITIOJTHEHUU TPOLEAYPhl OIEHKH PHUCKA, BKJIIOYAIOT B CE0S B TOM YHCIIE
cnenyroriue GakTopsl:

a) IBMEHEHUsST B 3aKOHOAATEJIIbCTBE  TOCYAapCTB-YJICHOB IO
dapmakonam3opy wim Hactosmux [IpaBunax;

0) KpynHasi peopraHu3alus WIA APyTHe NPeoOpa3oBaHUS CHUCTEMBI

dbapmakoHaa30pa, CAUSHUSA, TPUOOPETEHNUS,



123

B) U3BMEHEHHE KITIOYEBBIX YIPaBICHUECKUX (DYHKIIMM;

I') PUCK HEXBATKHU HaJJIeKaIUM 00pa30oM MOATOTOBIEHHBIX U OMBITHBIX
COTPYIHUKOB (hapMakoHaa30pa (HampuMmep, BBUAY 3HAYUTEILHOU TEKYy4YECTU
NEepPCOHANIa, HENOCTATKOB B Ipoleccax OOyyeHHus, yBeJIWYeHUus OOBEMOB
pabor);

1) CYIIECTBEHHbIE U3MEHEHHUs B cucTeMe (hapMakoHaA30pa C MOMEHTA
NpenbIAyIIero ayauta (Hampumep, BBEIEHHE HOBOM 0a3bl JaHHBIX II0
NEeATEIbHOCTH 10 (apMaKOHAA30py WJIM 3HAUUTEIbHOE OOHOBJICHUE
CyILIEeCTBYyIOIle ©0a3bl  JaHHBIX, UW3MEHEHHUs TMPOIIECCOB U  BHUJIOB
JEATEIIbHOCTU C YUYE€TOM HOBBIX TpeOOBaHMI 3aKOHOJIATEILCTBA TOCY/IapCTB-
YJICHOB);

€) NEPBbIN JICKAPCTBEHHBIM Mpenapar Ha pbIHKE (I AepKaresieu
PErUCTPALIMOHHBIX YI0CTOBEPEHUN);

’K) JICKAPCTBEHHBIN  mpemapar Ha  PbIHKE €  BBEJICHHBIMU
JOTIOJIHUTEIbHBIMUA MEPaMU MUHUMU3AIIMU PUCKOB WU JPYTUMH yCIOBUSMHU
oOpareHusi, CBSI3aHHBIMH C TpoduiaeM Oe30MaCHOCTH JIEKaPCTBEHHBIX
npenaparoB (HampuMep, Ha3HAYCHHUE JOMOJHUTEIBHOTO MOHUTOPHUHTA);

3) CTeNEeHb KPUTUIHOCTH MPOIeCcCca, B YACTHOCTH:

JUISL  YIIOJITHOMOYEHHBIX OPraHOB TOCYJapCTB-YJIEHOB — HACKOJIBKO
KpUTUYHA OO0JacTh WM MPOLECC IO OTHOIIEHUI0 K HaAJiexkaleMy
(GYHKIIMOHUPOBAHUIO CHUCTEMBI (papMaKOHAI30pa TOCYAapCTB-WICHOB U
oOIIIeH 1IeN CUCTEMBI 3JPaBOOXPAHCHNUS,

I IEPHKATEIEH PETUCTPAUMOHHBIX YAOCTOBEPEHUM — HACKOJIBKO
KpUTUYHA O0JacTh WM TpPOLEcC IO OTHOIIEHUI0 K HaJIeKalleMy
(GYHKIIMOHUPOBAHUIO CUCTEMBI (hapMakoHai30pa. [Ipyu nmpuHATHN pelieHus o
MPOBEICHUH ayAuTa KaKoro-1uOo (ruimana Wi TPeThero Julla JepiKaTelb
PETUCTPALIMOHHOTO  yAOCTOBEPEHUS] JOJDKEH YUMTHIBaTh Xapakrep W

KPUTUYHOCTh MEPONPUATHA 10 (papMaKOHAI30py, KOTOPHIC MPOBOASTCA



124

B HacToOsIIee BpeMsl PUIMAIOM WK TPEThel CTOPOHON OT MMEHHU AeprKaTes
PErUCTPAIIMOHHOTO YAOCTOBEPEHHUs, TOMHMO YyueTa JApyrux (¢HakTopos,
BKJIIOYEHHBIX B HACTOSIIEH MTEPEUYCHb;

1) pe3yJbTaThl MNPEAbIAYIIUX ayauTOB (TIPOBOJIMIIMCH JU KOTIa-JIn0O0
ayIMuThl 3TOM 00JaCTH WM MPOIIECCa, Pe3yabTaThl MPEAbIIYIIETO ayauTa); B
Cllyyae HaJIM4Ms PE3yJIbTaTOB MPEANIECTBYIOMINUX ayAUTOB OHU MPUHUMAKOTCS
BO BHUMAaHHE MPU ONPEICTICHUN BPEMEHH U 00JIaCTU MOCIEAYIONINX ayIUTOB;

K) BBISIBJICHHBIE ~ TNPOLEAYPHbIE  HENOCTAaTKU  (HECOOTBETCTBUS),
Kacaroluecsi KOHKPETHBIX 00JIacTel AeSITEILHOCTH WIH MPOIIECCOB;

J) uHass WHQOpMaIMs B OTHOUICHUM BBIMIOJHEHUSI 00SI3aTEILCTB B
COOTBETCTBHUU C TPEOOBAHUAMH 3aKOHOJATENIHCTBA MO (papMaKoHAI30DY:

JUTSl YIIOJIHOMOUYEHHBIX OPTaHOB TOCYIapCTB-YWICHOB — HH(OPMAIIUS TI0
COOTBETCTBUIO TPEOOBAHUSIM COTJIACHO OIIEHKE WJIM ayJIUTY, BHITIOJHEHHOMY
BHEIIHUMU OpTraHU3alUsIMU;

JUIsL IepaKaTesiel perucTpallMoOHHbIX YI0CTOBEpeHUM — nH(OpMalus mno
COOTBETCTBHUIO TPEOOBAHUSAM COITIACHO HWHCIEKIIMOHHBIM OTYETaM, OIICHKE
WM ayluTaM, BBINOJTHEHHBIM BHEIIHUMHU OpraHU3alMsIMU, >Kajodam WiIu
HapEKaHUsIM B 4aCTHU 00s13aTEILCTB MO (papMaKkoHaI30py;

M) Ipyrue OpraHu3allMOHHBIE W3MEHEHHS, KOTOPhIE MOTYT HETaTUBHO
OTpa3UThCs Ha OO0JACTU JEATEILHOCTH WM IMpoliecce (Hampumep, eciu
MPOUCXOAUT W3MEHEHHWE TaKOW  BCIOMOTAaTeNbHOW  (YHKIMH,  Kak
UH)OPMAITMOHHO-TEXHOJIOTHYECKAs TTOJIEPIKKA).

5.1.2.2. [ImannpoBaHue ayiuTa Ha TAKTUYECKOM YPOBHE.

5.1.2.2.1. Ilporpamma ayauTa NpeACTABISIET COOOM TMepedeHb ayJuTOB,
COCTOSIIIIMN W3 OJIHOTO WJIM HECKOJIbKUX ayJuTOB, 3alyIJaHUPOBAHHBIX Ha
KOHKPETHBIM CpOK, 0OblvHO Ha 1 rox. IloarotroBka mporpamMmbl ayquTOB

JOJDKHA OCYHICCTBIIATBCA B COOTBCTCTBHH C I[OJ'IFOCpO‘-IHOfI CTpaTeI‘Heffi
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aynuta. [Iporpamma aynurta goikHa ObITh 0100peHa BBICIIUM PYKOBOJCTBOM
Cc 0011el OTBETCTBEHHOCTBIO 32 ONIEPATUBHYIO U YIPABICHYECKYIO CTPYKTYPY.

5.1.2.2.2. IIporpamMa ayuTa OCHOBBIBAETCS Ha HAJJICHKAIICH OLICHKE
PHUCKOB U JI0JKHA ObITh OPUEHTHPOBAaHA HA OLIEHKY CJIEIYIOIINX aCIIEKTOB:

a) CUCTEMa KaueCcTBa CUCTEMBbI (hapMaKOHa/130pa;

0) KpUTHYECKHE TTPOIECChI B CUCTEME (hapMaKOHA30pPa;

B) KJIFOUEBBIE CHUCTEMBI KOHTPOJIA, OMUPAIOIIMECS HAa MEPOIPHUATHUS
dhapmakoHa130pa;

') 00J1IaCTU BBICOKOTO PHCKa MOCJIE€ BHEIPEHUS MPOLEAYp KOHTPOJIS U
Mep MUHUMU3AIUUA PUCKA.

5.1.2.2.3. OcHOBaHHasi Ha pHUCKE MporpaMma ayaura JOJDKHA TaKKe
YUUTBHIBaTh PE3yJabTaThl MPEABIAYIIUX AyOUTOB B YACTH HEIOCTAaTOYHOTO
oxBaTa 00OJacTedl AEesATENbHOCTH, HANpPaBICHU BBICOKOTO pHUCKA, a TaKKe
HEIMOCPEICTBEHHOIO0 YKa3aHWsd PYKOBOACTBA M (WJIM) JUL, KOTOPbIE HECYT
OTBETCTBEHHOCTH 3a CUCTEMY (papMaKoHa30pa.

5.1.2.2.4. JlokymeHTAaIMs MPOTPaMMBbI ayIuTa OJDKHA BKITIOYATh B Ce0s
KpaTKo€ OIMMCAaHME IJIaHa KaXIOTo aylauTa, KOTOPhIM OyleT MpoBeACH, B TOM
yucie oobeMm ayauta W 1end. OOOCHOBaHUE CPOKOB, MEPUOIUYHOCTH U
o0beMa OTIENbHBIX ayJUTOB, KOTOPHIC SIBJISIOTCS YacThIO IPOTPAMMBI
ayJIMTOB, JOJIKHBI OCHOBBIBATHCS Ha JOKYMEHTAJIBHO O(DOPMIECHHOUN OLIEHKE
puckoB. OCHOBaHHBIE Ha OIIEHKE pUCKA ayAWThl CUCTEMBbI (hapMaKOHaA30pa
JOJDKHBI ~ BBITIOJIHATBCSL  PETYISIPHO B COOTBETCTBUU C TpeOOBAHUSIMHU
3aKOHOJIATEIbCTBA TOCYIAPCTB-YJIECHOB U MEXAYHApPOJIHBIX JOTOBOPOB U
aKkToB, cocTaBistomux mpaBo Coro3a. BHecenne 000CHOBaHHBIX M3MEHEHUMN
B  NporpaMMmy  ayautra JODKHO  ObITh  HaJJIeXalluM  o0pa3oMm
TOKYMEHTHUPOBAHO.

5.1.2.3. IInaHupoBaHrE€ M OTYETHOCTh IO AYyJUTYy HA OIEPATUBHOM

YPOBHE.
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5.1.2.3.1. IInanupoBanue u cOOp TAaHHBIX HA MECTaX.

Opranuzanus [OOKHA BHEAPUTH MPOUEAYpPHI, IMPUHATHIE B BUIE
JOKYMEHTOB B MUCbMEHHOU (popMe, C yUEeTOM IUIAHMPOBAHUS U MPOBEIACHUS
OTHENbHBIX ayauToB. CpOKHM peanu3aluu BceX Mep, HEOOXOAUMBIX IS
BBIIIOJIHEHUSI  OTAEJBHOTO  ayAWTa, JOJKHBI OBITh  YCTAaHOBJIEHBI B
COOTBETCTBYIOIIMX MPOLEAYpPaX, CBSI3aHHBIX C MPOBEICHUEM ayJauTa.
Opranuzanus J0JKHA 00€CHeUrTh MPOBEACHUE ayJUTOB B COOTBETCTBUU C
TUMU MPOLIETyPAMH COIIACHO HACTOAILIEMY Pa3zeiy.

OTtaenbHbIE ayaUThl CUCTEMBI (DapMaKoOHAA30pa JOJIKHBI TPOBOJUTHCSA
B COOTBETCTBUM C YTBEPXKIACHHOM IPOrpaMMOM ayauTa, OCHOBAHHOW Ha
pucKax B COOTBETCTBUHU C NyHKTOM 5.1.2.2 Hacrosmux I[IpaBun. Ilpu
IJJAHUPOBAHUM OTACJBHBIX ayJIUTOB ayAUTOp OINPEIENseT W OLICHUBAET
PUCKH, COIPSDKEHHBIE C paccMaTpuBaeMol OO0JIacThbiO, MPUMEHSSI CaMble
MNOJXOASIINE METO/bI BRIOOPOYHBIX MCCIIEOBAaHUN M TeCTHUpOBaHMs. MeToj
BBINIOJIHEHUSI aylIWTa HaJJIeXalluM o0pa3oM JIOKyMEHTUPYETCS B IJIaHe
IIPOBENICHUS ayqUTa.

5.1.2.3.2. OTYeTHOCT®.

BbiBOABI ayIUTOPOB JOKYMEHTAJIbHO OTPAKAIOTCS B  aAyAUTOPCKOM
3aKJIIOYEHHMM U CBOEBPEMEHHO JOKJIaAbIBAlOTCS pPYyKoBOACTBY. Ilporecc
aynuTa JOJDKEH BKJIOYaTh B ce0s MeXaHU3Mbl IEpellaud BBIBOAOB ayduTa
OOBEKTY aylIuTa, MOJTYYEHHUSI 0OpaTHON CBSI3U U MPEJICTABICHUS ayIUTOPCKOIM
OTYETHOCTU PYKOBOACTBY M 3aWHTEPECOBAHHBIM CTOPOHAM, B TOM YHCJIE
JUIaM, OTBETCTBEHHBIM 3a CHCTEMYy (papMakoHaJ30pa, B COOTBETCTBUHU
C TpeOOBaHUSAMH 3aKOHOAATENbCTBA TOCYJAPCTB-YICHOB U MEKIyHApOIHBIX
JIOTOBOPOB M aKTOB, COCTaBIAIOMMX MpaBo Coro3a, U PEKOMEHIALUSIMHU 1O
ayauTy  CcUCTeMbl  (apMakoHan3opa. Pesynabrarel — ayauTa  JIOJDKHBI
NPENCTABIATECS B COOTBETCTBHUM C OTHOCHUTEIBHBIM YPOBHEM pHCKa U

KJ'IaCCI/ICbI/IHI/IpOBaTBCH C ICJIbIO YKAa3aHHUA UX KPUTHYHOCTH II0 OTHOIICHHUIO K
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pHUCKaM, BIUSIIONIUM Ha cUcTeMy (papMakoHa30pa, MpoLecChl 1 KOMIOHEHTHI
npoiieccoB. CucreMa KiaccupuKaly 10HKHA ObITh Ope/esieHa B OMMCAaHUU
CHUCTEMBbI KadecTBa (papMakoHag30pa MW JOJKHA YUYUTHIBATH CICAYIOIIHNE
MOPOTOBBIC 3HAYCHUS, KOTOpPHIE CIEAYyeT HCIOIb30BaTh B JajbHEHIIEH
OTYETHOCTH:

KPUTUYECKUM SBIIACTCS NPUHIUTTAATBHBIN HEI0CTaTOK
(HECOOTBETCTBHUE) OJIHOTO WJIM HECKOJIBKHX MPOLIECCOB WM BBIMOIHAEMBIX
MPOIIETyp CUCTEMBI (papMaKOHAI30pa, KOTOPHIA HETaTUBHO BIHUSET HA BCIO
cuctemy (apMmakoHaa3opa u (Wiau) mpaBa, 0€30MACHOCTh M OJarornoxyyue
NAlUEHTOB, U (WJIM) NPEJACTABISIET COOO0N MOTEHIIMATIBLHYIO YIPO3Y 3710POBBIO
HaceJeHus1 U (Wu) cepbe3HOe HapylleHue TpeOOBaHUN 3aKOHONATEIHCTBA
roCyIapCTB-WICHOB U MEXIYHAPOJIHBIX IOTOBOPOB M aKTOB, COCTABJISIOIINX
npaBo Coro3a;

CYIIIECTBEHHBIM SBIISICTCS 3HAYUTEITHHBIN HEJIO0CTaTOK
(HECOOTBETCTBHE) OTHOTO MJIM HECKOJIBKHX TPOIECCOB HIIM BBITOJHICMBIX
IpoIeyp CUCTEMBI (dapMaKOHAA30pa, WM MPUHIMIHAIBHBIA HEIO0CTATOK
KaKOH-T1M00 YacTh OIHOTO WJIM HECKOJIBKHMX IMPOILIECCOB MJIM BBHITOJHAEMBIX
nporenyp (apMmakoHag3opa, 4YTO OTPHUIIATEIBHO CKa3bIBa€TCSI Ha BCEM
nporecce v (W) NOTEHIMaIbHO MOXKET CKa3aThCsl Ha MpaBax, 0€30MacHOCTH
¥ OJIaronoJIyYry MaIrueHTOB, W (M) MOXET MPEACTaBIATh MOTCHITHATBHYO
OMACHOCTh JUIsl 3JI0pPOBBbS HAceNeHWss U (WJIM) TPEACTaBiseT Cco0ou
HapylieHue  TpeOOBaHM  3aKOHOAATENhCTBA  TOCYJAPCTB-WICHOB U
MEXIYHAPOIHBIX JIOTOBOPOB W aKTOB, cocTaBisiomux mpaBo Corosa,
KOTOPOE, OJTHAKO, HE CUNTACTCS CEPHE3HBIM.

HECYIICCTBEHHBIM SIBIIICTCS HEIOCTATOK (HECOOTBETCTBHE) KaKOTO-
7100 KOMIOHEHTAa OJHOTO WJIM HECKOJIBKUX IMPOIECCOB HIIA BBITTOHIEMBIX

IPOIEAYp CHCTEMBI (papMakoHaA30pa, KOTOPhIC, KaK OXXHAACTCS, HE MOTYT
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OTPHUIIATENILHO CKa3aThCA Ha BCEH cucTeMe (papmMakoHa30pa WIH Mpoliecce,
U (nm) mpaBax, 60€30MacHOCTH M OJIaronojy4Yry MalueHTOB.

[To Bompocam, KOTOpblE HEOOXOJUMO pEIIaTh B CPOYHOM MOPSIKE,
HEOOXOJIUMO HE3aMEUIUTEILHO HWH(OPMUPOBATH PYKOBOACTBO OOBEKTa
ayJluTa v BhICIIEE PYKOBOJICTBO.

5.1.2.4. JlelictBusi, = OCHOBaHHbIE Ha  pe3yJibTarax ayguTa U
MO CJISAYIOIIETO KOHTPOJIS ayJIUTOB.

5.1.2.4.1. He3amemsIuTENbHBIE JIE€MUCTBUSA, OINEPATUBHBIE JICHUCTBUS,
JEUCTBUSL B pa3yMHBIE CPOKH, & TAKXKE BOIPOCHI, M0 KOTOPHIM HEOOXOAUMO
CpPOYHOE MPUHATUE PEUICHUs JTUOO0 CpOoYyHOE MH(POPMHUPOBAHUE, YKA3aHHbBIC
B HACTOSILEM pazjiesie, MpeHa3HAYEHbl JJIs BBINOJHEHUSI B CPOKH, KOTOPBIC
SABIISIFOTCS HaJIJICKAITUMH, YMECTHBIMH u COOTBETCTBYIOIIUMHU
OTHOCHUTEJIbHOMY pHUCKY sl cuctembl (papmakoHagzopa. Heobxomumo
YCTAHOBUTh  MPUOPUTETHl  KOPPEKTUPYIOUIUX W NPEIyIpPeAUTEIbHbIX
JNEUCTBUM JUIsl YCTpPAHEHUS BBISBICHHBIX KPUTHUUECKUX W CYIIECTBEHHBIX
HEJIOCTAaTKOB (HECOOTBETCTBUM). TOUHBIE CPOKHM JEMCTBUM, CBA3aHHBIX C
BBISIBICHHBIM ~ KPUTHYECKUM HEAOCTAaTKOM (HECOOTBETCTBUEM), MOTYT
BapbUPOBATHCS B 3aBUCUMOCTH OT XapaKTepa BHIBOJIOB U 3alJIaHUPOBAHHOTO
JICUCTBUA.

5.1.2.4.2. PykoBOACTBO OpraHu3alui OOECHEUMBACT HAIUYUE B
OpraHM3alli¥ MEXaHW3Ma, ITO3BOJIIONIETO HaJJICKAIUM 00pa3oM peliaTh
BOIIPOCHI, CBSI3aHHBIC C pe3yjibTaTaMH ayJuTa CUCTEeMbI (hapMaKoOHAaJI30pa.
Komreke meponpusiTuii JOJKEH BKJIOYaTh B ce0s aHAIU3 W3HAYaJIbHOM
MPUYUHBI BBISIBIEHHOTO HEIOCTAaTKa, BIIMSHUS BBISBICHHBIX PE3yJIbTaTOB
ayidtra, @  TakkKe  TOJATOTOBKY  IJJaHa  KOPPEKTUPYIOIUX U
MpeayNpPeaUTEIbHBIX MEPOTIPUATHM.

5.1.2.4.3. Beiciiee pyKkOBOJCTBO W JIWIlA, HAJICJICHHBIE PYKOBOASIIMMU

[NIOJTHOMOYUAMHU, JOJKHBI 00eCIeYnTh IIPUHATHC BCCX HGO6XOI[I/IMBIX



129

3G (HEKTUBHBIX MEp IO YCTPAaHEHUIO HEIOCTATKOB, BBISIBICHHBIX B IPOIIECCE
aynuTa. BBINOIHEHUE COITIACOBAHHBIX JEUCTBUM JOJKHO CUCTEMATHYECKHU
KOHTpoJiupoBatbes. MHbopManus o xoje peanusanuu KOPPEKTUPOBOYHBIX U
NpEAYNPEIUTEIIbHBIX MEPOIPHUATHI JOJAKHA MEPUOAUYECKU JOBOJIUTHCS O
CBEJCHUS BBICIIETO PYKOBOACTBA COOOPA3HO 3aIlUIAHMPOBAHHBIM JIEHCTBHSIM.
@akTbl, MOATBEPKIAIOIINE 3aBEPIICHUE KOMILUIEKCA KOPPEKTUPOBOYHBIX H
NpEeNyNpPEAUTEIIbHBIX ~ MEPOMPUSATUN, JODKHBI — HaJUIeKaluM  o0pazoM
JOKyMEHTHpoBaThcs. [IporpamMmma ayaura JODKHA — MOpelyCMaTpUBAaTh
MOTEHIIUAIBHYI0 BO3MOKHOCTb MTPOBEJCHUSI KOHTPOJIbHBIX ayJIUTOB, KOTOPHIE
BBIMIOJIHAIOTCSL 1O Mepe HEOoOXOAMMOCTH, C LEIbl0 MOJITBEPKICHUS
3aBEPIIEHUS BBINOJHEHUS COTTIACOBAHHBIX JEHCTBUM.

5.1.3. Cucrema kayecTBa U JTOKYMEHTUPOBAHUSI.

5.1.3.1. KoMnieTeHTHOCTh ~ ayIUTOPOB W  YIPABICHUS KaueCTBOM
ayIUTOPCKOU AEATEIbHOCTH.

5.1.3.1.1. He3aBucuMOoCTh ¥ OOBEKTUBHOCTb ayAuTa U PadOTHI
ayJIuTOPOB.

B opranmzamum  gOMKHO OBITH  MPEAYCMOTPEHO  BBITIOJHEHUE
KOHKPETHBIX OOS3aHHOCTEW B 4YaCTH JEATEIbHOCTH IO ayauTy B 00JIacTH
dbapmakonanzopa. JleATeIbHOCTh 1O BBHINOJHEHUIO ayJIUTOB CHUCTEMBbI
dbapMakoHa30pa J0KHA OBITh HE3aBUCMMOW. PyKOBOJICTBO OpraHuzanuu
JOJKHO 00€CTIeunTh M JOKYMEHTUPOBATh HE3aBUCUMOCTh U OOBEKTUBHOCTH
ayJIuTOPOB.

AyauTOpbI JOJKHBI OBITH CBOOOHBI OT BMEIIATEILCTBA B OINPE/IEICHNE
o0beMa aynuTa, TMpPOBEIEHUE ayauTa CUCTeMbl (apMakoHajg3opa U
uHopMupoBaHue O pesyinbrarax ayautra. OCHOBHAsi OTYETHOCTb JOJIKHA
HalpaBlATbCS  BBICIIEMY  PYKOBOJCTBY, = KOTOPOE€  HECET  MOJHYIO
OTBETCTBEHHOCTHIO 32 UCIIOJIHUTEIBCKYIO U YIIPABICHYECKYIO CTPYKTYPY, UTO

IIO3BOJIACT ayAUTOPY BbIIIOJIHATHL CBOH 00S3aHHOCTH H npcaAcCTaBJIATh
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HE3aBUCUMOE M OOBEKTHBHOE ayIUTOPCKOE 3aKIIIOUeHue. AyIUTOpPbI MOTYT
KOHCYJIBTUPOBATBCS C KCIIEPTaMH, IEPCOHATIOM, YYAaCTBYIOIIUM B ITpoLeccax
no (¢apmMakoHaJ30py, a TaKXkKe C JIMIOM, VYIOJHOMOYEHHBIM TIO
dbapMakoHa30py, TMPU COXPAHEHHUM HEMPEJAB3ATOrO  OTHOUICHUS U
OTCYTCTBUHU BIIMSIHUSI HA OOBEKTUBHOCTh M KAYECTBO BBIMOJIHIEMBIX PalOT.
B nensix obecrnieueHus 0ObEKTUBHOCTH ayAUTOP MPHU OICHKE ayAUTOPCKHUX
($hakToB HE JOJDKEH MPUHUMATh TOYKY 3PEHHUS TNPHUBIEKAEMBIX JKCIIEPTOB B
KayeCTBE IPUOPUTETHOM.

5.1.3.1.2. Kanuduxkaius, npopeccuoHaaInu3M, ONBIT U HENPEPHIBHOE
MOBBIIIIEHUE KBAIU(PUKAIIUN ayTUTOPOB.

Aynutopsl  IOJDKHBI  OOnmajmath TpeOyeMoit  kBamudukanuen
MOJIIEPKUBATh €€ B YaCTH 3HAHUH, HABBIKOB M CIIOCOOHOCTEM, HEOOXOIUMBIX
st 3(Q(PEKTUBHOTO TPOBEJACHUSI AyIUTOPCKUX MEPONPUSITUNH  CHUCTEMBI
(dbapMakoHa130pa, a TAKKE JJIs1 Y4aCTUS B HUX. AyTUTOPHI JOJAKHBI 00J1a/1aTh
HaBBbIKAMU, YMEHHUSIMU U 3HAHUSIMU B YaCTH:

a) NPUHIHUIIOB, MPOLEIYP U METOJIOB ayAUTa;

0) CyIIECTBYIOIINX HOPMATHBHBIX TPABOBBIX AaKTOB, PYKOBOJCTB H
JIPYTUX TPEOOBAHUM, OTHOCSIIMNXCS K cucTeMe hapMaKkoHa130pa;

B) MEPOIPUATHH, IPOILIECCOB U MPOLEAYp PpapMakoHaI30pPa;

') CUCTEM YIpaBJICHUS;

1) OpraHU3alMOHHBIX CUCTEM.

5.1.3.1.3. OueHka kayecTBa ayIUTOPCKOM AEATETbHOCTH.

OneHka KauecTBa ayIUTOPCKON AEATEIBHOCTH MOXKET OCYIIECTBISATHCS
MOCPEACTBOM TEKYIIEH W TEPUOJMYECKOM OLEHKM BCEU ayAUTOPCKOMN
NEATEeIbHOCTH, OT3BIBOB OOBEKTA ayIuTa M CaMOOIICHKH ayJUTOPCKOM
JEATEIIbHOCTU (HAampuMep, KOHTPOJIb KaueCTBa ayAUTOPCKOW JEATEIbHOCTH,

COOJIIOJICHUE KOJIEKCA TOBEACHHUS, IMPOrpaMM ayauTa U ayJIuTOPCKHUX

poLEeayp).
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5.1.3.2. AyauTsl, MIPOBE/ICHHBIEC BHEIITHUMU MMOCTaBIIIUKAMU
ayTUTOPCKUX YCIYT.

OcHOBHas OTBETCTBEHHOCTh 32 ()YHKIHOHUPOBAHUE U 3PPEKTUBHOCTH
cucteMmbl (papmakoHag3zopa JEKUT Ha oOpraHusanuu. B ciydae ecnu
OpraHu3anus MPUHUMAET pelleHrWe MPUOETHYTh K BHEUTHEMY ITOCTABIIUKY
ayIUTOPCKUX YCIyT JJis BBINOJHEHUS TPEOOBaHUN IO ayAUTy CHUCTEMBI
dbapmakoHa30pa Ha OCHOBE COOTBETCTBYIOIIUX TpPEeOOBAHWUU HACTOSAIIMUX
[IpaBui, creayeT cOOMOCTH CeAyIIue TpeOOBaHMUS:

a) TpeOOBaHUs M MOATOTOBKA OIIEHKH ayJIUTOPCKOIO PHUCKA, CTPATeruu
ayuTa, TMPOrPaMMbl ayIuTa W OTIAEIBHBIX ayIUTOPCKUX 3aJaHWH JTOJDKHBI
OBITH JIOBEJICHBI OPTaHU3AIMEN 10 CBEICHHS BHEITHUX MOCTABIIMKOB YCIYT B
MchbMEHHOU (popme;

0) 00beM paboThI, 33J1a4M U MPOIECAYPHbIE TPEOOBAHUS K ITPOBEACHUIO
ayuTa JOJDKHBI OBITh JIOBEICHBI OpPraHU3allUeil O CBEICHHUS BHEUIHUX
MOCTABIIMKOB YCIYT B MUCbMEHHOU (hopme;

B) OpraHu3amus JOJDKHA MOJYYUTh JOKYMEHTAJIBHOE MOATBEPKICHHE

HE3aBHUCHUMOCTH M OOBEKTMBHOCTH BHEIIHHUX IIOCTABIMUKOB ayAUTOPCKHX

ycayr,

I') BHEIIHUM MTOCTABIIUK ayJUTOPCKUX YCIYT JTOJDKEH TaKXe COOI0IaTh
COOTBETCTBYIOIIIHE TpeOoBaHuUs, MPEIyCMOTPEHHBIE HACTOSIIIUMHU
[IpaBunamu.

5.1.3.3. XpaHeHne oT4eTOB 00 ayuTax.
OtyeTsl 00 ayauTax W CBEISHUS, IOATBEP)KIAIOIINE 3aBepIIeHUE
JNEUCTBHMA TIO pe3ysibTaTaM ayduTa, JOJDKHBI XPaHUTHCS B COOTBETCTBHU C

Tpe6OBaHI/IHMI/I, YKa3aHHbIMHU B Pa3aCJIc 2 HaCTOAIINX HpaBI/IJ'I.

5.2. TpeOoBaHuUs K MPOBEJICHUIO ayINTa

5.2.1. Jlep>karenu perucTpariiOHHbIX YI0CTOBEPCHUIA.
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5.2.1.1. TpeboBaHuUsI K IPOBEJACHUIO ay/IUTA.

Jlepkarenu perucTpaloOHHBIX YIOCTOBEPEHUM O0s3aHbl PEryJsiPHO
IPOBOJIUTH OCHOBaHHBIC HAa PHUCKE ayJUTOPCKHE MPOBEPKH CBOCH CHCTEMBI
dapmakoHaa30pa,  BKJIIOYas ~ ayAUT  CHCTEMbl  KadeCTBA  CHUCTEMBI
dbapMakoHa30pa, C IEIbI0 OOECIEUEHUs] COOTBETCTBUSI JIEUCTBYIOLIEH
CUCTEMBbI KauecTBa NpPEIbABIAEMbIM TpeOoBaHusAM. JlaThl mpoBeneHUs
ayIUTOB W Ppe3yJIbTaThl MPOBEICHHBIX AayJUTOB, a TaKXe KOHTPOJBbHBIX
ay[UTOB JOJDKHBI HAAJIeKAIIUM 00pa3oM JTOKYMEHTHPOBATHCS.

5.2.1.1.1. JIlumo,  ymoiIHOMOYEHHOE 1O  (apMakoHaa30py B
roCy/apcTBaxX-4JIeHaXx.

OO0s13aHHOCTH ~ YTIOJITHOMOYEHHOTO Jiuia 1o  (dapMakoHaaA30py B
OTHOIIEHUU JIEATENLHOCTU MO ayJuTy OINpPEACNICHbl B pa3zesie 2 HaCTOAIIUX
[TpaBun. Jlumo, ynomHOMOYeHHOE MO (hapMaKOHAA30py B TOCydapCTBax-
YjieHaX, JOJDKHO TIOJydaTh OTYETBl O pe3yjibrarax ayauTa CHUCTEMBI
dapmakoHaa30pa, a TaKkKe MPEACTaBIATh HHPOPMAIUIO ayauTOpam,
UMEIOIIMM OTHOIICHHE K OIICHKE PHCKOB, BKJIOYAs CBEACHUS O COCTOSHUU
BBITIOJIHEHUSI KOPPEKTHPYIOIMUX © TMPEAYNPEAUTEIbHBIX MEPOMPUATHUH.
Jlumo, ynogHOMOuUeHHOE 10 (apMaKOHAI30py B TOCYAapCTBaX-ujieHaXx,
JIOJDKHO TIONTydaTh MHGOPMAIIMIO O pe3ysbTaTax J00ro ayiuTa, UMEIOIIETo
OTHOIIIGHHE K cucreMe (apMakoHag30pa B TOCyJapcTBax-4JieHAX, BHE
3aBHCHUMOCTHU OT MECTa €ro MPOBEICHUS.

5.2.1.2. YrionHOMOUYEHHBIE OpraHbl TOCYIapCTB-YJICHOB.

5.2.1.2.1. TpeGoBaHus K TPOBEACHUIO ayJIUTA.

VYIOTHOMOYEHHBI OpraH ToCyJapCTBa-WwieHa JIOJDKEH perylspHO
POBOIUTH HE3aBUCHUMBIC TPOBEPKH 3a7ady CHUCTeMbl (papmakoHag30pa
rOCYIapCTB-UJICHOB, PETYISPHBIN ayIuT CBOEH cucTeMbl (hapMakoHaI30pa U
OCHOBaHHBIC HA PUCKAX ayJUThl CHCTEMBI KaueCTBa C IEIBI0 OOCCICUCHUS

COOTBCTCTBUA CHCTCMbI KadCCTBa IMPCABABIIACMbBIM Tpe6OBaHI/I$[M. I[aTI)I
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MIPOBEAECHUS W PE3YJIBTAThl MPOBEACHHBIX AYIMTOB, & TAKXXE KOHTPOJBbHBIX
ayJIUTOB JIOJDKHBI HAJJISKAIIUM 00pa3oM TOKYMEHTUPOBATHCSI.

5.2.1.2.2. IIpunATas METOAOJIOTHS.

B memsax obecnieyeHusi COIIaCOBAHHOTO W TapMOHHM3UPOBAHHOTO
MJJAHUPOBAHUS U PealiM3allii ayJJUTOB U MOJTOTOBKU UX OTYETHOCTHU AydUTHI,
MPOBOJMMBIE B YIOJIHOMOYEHHBIX OpraHax TOCYAapCTB-YJIEHOB, IOJKHBI
OCHOBBIBATHCSI HA TPUHATOW TEPMHUHOJIOTUU U METOIOJIOTHH.

5.2.2. TpeboBaHUs K ayAUTOPCKON OTYETHOCTH.

5.2.2.1. OT4ETHOCTH AepKaTENs PETUCTPALMOHHOTO YIOCTOBEPEHUS.

5.2.2.1.1. Jlepkatenp pPErUCTPAlMOHHOTO YAOCTOBEPECHUS JIOJIKEH
BKJIIOYUTh TMOSCHUTEIBHYIO 3allUCh 10 KPUTUYECKUM H CYLIECTBEHHBIM
pe3yiabTaTtaM ayauTa CHUCTeMbl (papMakoHa30pa B MacTep-(ailll CHUCTEMBI
(dapmakonanzopa. OCHOBBIBasICh Ha pe3yJibTaTax ayaura, JepiKareib
PErHCTPALIMOHHOTO YAOCTOBEPEHUSI JOJKEH OOECleYuTh TMOATOTOBKY H
peann3alnio COOTBETCTBYIOIIETO IJIaHA, B KOTOPOM MOAPOOHO YKa3bIBAKOTCS
KOPPEKTUPYIOLIUE U NMPeaynpeanTeabHbIe Meponpusitus. [locie BbionHeHus
KOPPEKTUPYIOIIUX U MPEAYNPEAUTEIbHBIX MEPOIMPUATHNA B TOJHOM OOBEME
3anuch B Mactep-daiiae MoxeT ObITh ynaneHa. st ynajleHus Kakux-auoo
CBEACHUH, KaCaloIINXCs ayIuTa, U3 MacTep-Qaiina cuctemMsl papMakoHaa30pa
TpeOyIOTCs 0ObEKTUBHBIE TOITBEPKIAIOIITUE JAHHBIC.

5.2.2.1.2. lepxkareiib  PETUCTPALMOHHOTO  yAOCTOBEPECHUS  JOJKEH
o0ecreynTh BKIIOYEHUE CIHMCKAa BCEX 3allJIAaHUPOBAHHBIX M IPOBEICHHBIX
ayIMTOB B MPUJIOKEHUE K MacTep-(aiiny cucteMbl (hapMakoHaA30pa, a TAKKe
BBITIOJIHEHHUE BCEX 3aINIAHMPOBAHHBIX ayJIUTOB C COOIIOCHUEM 00sI3aTENbCTB
0 OTYETHOCTH, MPEAYCMOTPEHHBIX 3aKOHOAATENHLCTBOM T'OCYAapCTB-UJICHOB,
HactosiuMu [IpaBunamMu ¥ BHYTPEHHUMHU NpaBWJIaMH, MPUMEHSIEMBIMU K
oT4eTHOCTU. JlaTbl W pe3ynbrarbl MPOBEJACHHBIX AayJUTOB, a TaKke

KOHTPOJIBHBIX ayAUTOB AOJIKHBI HAJICKAIIIUM 06pasoM JOKYMCHTHUPOBATLCA.
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5.2.2.2. OT4E€THOCTh YNOJHOMOYEHHBIX OPTaHOB TOCYAapPCTB-WICHOB.

VY1oIHOMOUYEHHBIE Oprassl rocyJIapCTB-4JICHOB JIOJIKHBI
rapaHTUpPOBaTh, YTO OHU OOECHEYMBAIOT COOJIIOJEHUE O00S3aTeNbCTB 110
MPEICTABICHUIO OTYETHOCTU MO BBIMOJIHEHHBIM ayJAHTaM B COOTBETCTBUHU C
HacTossmmuMu  [IpaBuimaMu, MeEXIyHApOIHBIMH JIOTOBOPAMH U aKTaMH,
cocTapistomiuMu npaBo Coro3a, U 3aKOHONATEIHLCTBOM TOCYIapCTB-UJICHOB,
a Tak)Ke BHYTPEHHUMH MPaBUJIAMU, TPUMEHSIEMBbIMHU K OTYETHOCTH.

5.2.3. KoHpuIeHIINaTbHOCTb.

C noxymeHTaMu U UH(pOpMaImei, CoOpaHHON BHYTPEHHUM ayJUTOPOM,
cienyer oOpaimarbesi ¢ COOMoACHUEM TpPeOOBaHUN 3aKOHOAATEIHCTBOM
rocyJapcTBa-ujieHa, B TOM YHUCJE B cepe 3alluThl IePCOHANBHBIX JAHHBIX U

KOH(PpUACHITNATHHOM UHPOPMALIHH.

6. CucreMa ynpaBiaeHHUsS] PUCKAMHU
6.1. BBenenue

[Ipouecc ympaBiieHUST PUCKAMH COCTOUT W3 3 B3aUMMOCBS3aHHBIX U
ITOBTOPSIFOLIMXCS CTAIUN:

COCTAaBIJICHUE XapaKTEPUCTUKHU npodust 0€30macHOCTH
JIEKapCTBEHHOTO npenapara; C OTIPEICTICHIEM BaYKHBIX
UACHTU(OUIIMPOBAHHBIX, BAKHBIX MTOTCHITUATBHBIX PHUCKOB U OTCYTCTBYIOIICH
uHpopMalu, a Takke acnekroB mpoduiis 0e30MmacHOCTH, TPEOYIOIINX
aKTUBHBIX MEPOTPHITHH TIO YMPABICHUIO WM JAIbHEHIIEMY H3yYEHHUIO
(cnenudukamnms mo 6€30MacCHOCTH);

TJIAHUPOBAHKE JCATEIHLHOCTH O (hapMaKOHAA30py MO XapaKTEPUCTUKE
PHUCKOB W BBISBIICHUIO HOBBIX PHCKOB, a TaK)Ke ITOBBIIIICHUE OOIIETr0 YPOBHS

3HAHUM O l'IpO(i)I/IJ'Ie 0e30ITacHOCTH JICKAPpCTBCHHOI'O IIpcriapara (HJ'IaH I10

dhapmMakoHa130py);
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MJJAHUPOBAHUE W OCYIIECTBJICHUE JEATEILHOCTH I0 MHHHUMH3AIUU
MOCJICZICTBUM PUCKOB, a TaKXke OIeHKa 3(P(HEKTUBHOCTH 3TOU JCATEILHOCTH
(mJ1aH Mo MepamM MUHUMH3ALUU PUCKA).

[TockobKy Ha MPOTSHKEHUH MOCTPETUCTPAIIMOHHOTO dTara MPOUCXOIHT
HAKOTUICHHE JaHHBIX TI0 0€30MacHOCTH ¢ YBEIWYEHUEM 3HAHHU 10 TTPOQHUITIO
0€30MacHOCTH JIEKAPCTBEHHOTO IIperapara, B TUIAaH YIIPaBJICHHUS PHUCKaMU
BHOCSITCS COOTBETCTBYIOIIIME U3MCHECHHUS.

Ha srame perucrpamuu JIEKapCTBEHHOTO IIperapara, a TaKXKe HHBIX
dTamax JKM3HEHHOTO IIMKJIa, MOTYT OBITh OIpenelieHbl HEoOXOMUMbIC
JOTIOJTHUTEIBLHBIC MEPOTIPHUSTHS 110 M3YyUYEHUIO aCIIEKTOB OE30MaCHOCTH WIIH
3¢ PeKTUBHOCTH, JTMOO MOMOIHUTEIbHBIC MEPhl MUHHMHU3AIUU PHUCKA IS
obecrieueHUs TMPUMEHEHUS JICKAPCTBEHHOTO CPEJACTBA MPH TPEBBIINICHUN
MIOJIb3BI HAJ[ PUCKOM, KOTOPBIC JOKHBI OBITh BKJIFOUCHBI B IIJIaH YIIPaBICHUS
PUCKaMH M BBITIOJTHEHBI JIepyKaTelieM PETHUCTPAIIMOHHOTO YA0CTOBEPCHHUSI.

TpeboBanus k dopmary HpeaCTaBICHUS JaHHBIX B IUIAHE YIIPABICHUS
pUCKaMHU OTIPEACIISIOTCS B MPWIOKEHUH | K TpeOOBaHUSAM K OIICHKE TUIaHa

YIIPABIICHUS PUCKAMMU.

6.2. CTpyKTypbl U IPOLIECCHI

6.2.1. IIpyHuMIBI yOpaBiaeHUs pUCKAMH.

OCHOBHOM  LIEJIBIO  IIPOLIECCAa  YIPABIEHUS PUCKAMU  SIBISIETCS
o0ecrieueHre MPUMEHEHUS JIEKApCTBEHHOIO IMpernapara NpH MaKCHUMAaJbHO
BO3MOKHOM  TNPEBBIIIEHUN  TOJB3bl  ONPEACIEHHOTO  JIEKAPCTBEHHOIO
Ipernapara HaJl pUCKaMM U1 KayKJI0T0 NAUEHTa U JUI LUEJIEBbIX MOMYJIALNAN
B uenoMm. Hanmexaiiee mIaHUPOBAHUE CHCTEMBI YIIPABICHUS PHCKAMHU
JOJIKHO OBITH O0OECleyeHO Ha MPOTSHKEHUM BCEro >KU3HEHHOTO IIUKJIa
JeKapCTBEHHOrO mnpenapara. Cucrema ynpabiieHHUs PUCKaMU JIOJKHA OBITh

IIpoIopuruOHaJIbHa HI[GHTI’ICI)HHHPOB&HHI)IM PUCKaM MW IOTCHLIHAJIbHBIM
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pUCKaM JIEKapCTBEHHOI'O Mpernapara, a Takke HEOOXOIWMOCTH IOJy4YeHUs
JaHHBIX 0€30MaCHOCTH Ha MOCTPETUCTPALIMOHHOM JTarle.

[lnan ympaBneHHs pUCKAMH SIBISIETCS JAMHAMHYHO W3MEHSIOIIUMCS
JOKYMEHTOM, KOTOPBIA JIOJDKEH OOHOBISITBCSI HA MPOTSHKEHUH BCETO
KU3HEHHOTO IMKJA JIeKapCTBEHHbIX TmpemaparoB. (OOHOBJIEHHE TUIaHA
yHOpaBIEHUS] pPUCKAMU NPEAYCMATPUBAET BKIIOUYEHUE B CUCTEMY YNPABICHUS
PUCKaMU HOBBIX BBISIBIEHHBIX MPOOJIEM 10 0€30MaCHOCTH, a TAKXKe, 0 MEpe
BBINIOJIHAEMOTO H3yuyeHus Mpodpuias Oe30IacCHOCTH, HCKIoYeHue JH0o
U3MEHEHHE KIACCU(DUKATMOHHOTO OTHECEHMS TPOOJIEM 1O OE30MaCHOCTH.

[Tpu ompenenennn KiacCU(PUKAIIMOHHOTO OTHECEHUS! PUCKOB CIEIyeT
UCIOJIb30BaTh CIIEAYIOIINE PEKOMEHJIAllMU, HalpaBJIC€HHbIE HA IMOCTOSHHbBIN
IEPECMOTP M COKpallleHue ImepeyHs MnpolieM 1o Oe30MacHOCTH Ha
POTSHKEHUU KU3HEHHOTO IUKJIa JIEKAPCTBEHHBIX MPEraparoB:

BaXHbIE TOTCHIMAIbHBIE PUCKH MOTYT OBITh HCKIIOYCHBI U3
cnenupukanuy no 6€30NacHOCTH IJIaHA YNPABIECHUS PUCKaMU (Hampumep, B
CllydasiX, KOIJa HAKOIUICHHbIE HayyHble M KIWHUYECKUE JaHHbIE He
NOJACPKUBAIOT TEPBOHAYAIBHOE MPEANOI0KEHHUE OTHOCUTEIBHO CTEHEHU
BO3/ICHCTBHS Ha YENIOBEKAa W MOTEHIMAJIbHBIM PUCK HE MOXET OIICHUBATHCS
KaK BaXHBIW; B CiydyasX, KOTJa HET OCHOBaHUM TojiaraTh, 4TO JIr00ast
JEeATEIBbHOCTh MO (papMaKOHA30py MOXKET Jajiee JOMOJHATh HMMEIOIIHECs
JaHHbIE [0 XapaKTEpPUCTUKE pHUCKA) WIM MOXET OBbITh M3MEHEHa MX
KJacCu(pUKalKsg C OTHECEHHEM K Ba)KHBIM HJIECHTU(MUIMPOBAHHBIM PHUCKaM
(HarpuMmep, €ciM  Hay4YHble W KIWHUYECKHWE JIaHHbIE  yCHIJIUBAIOT
JI0Ka3aTeNbHyl0 0a3y 1O TOATBEPXKICHUIO B3aMMOCBSI3M MEXIY PHUCKOM U
JICKapCTBEHHBIM TIPETIapaToMm);

Ba)XHbIE WJICHTU(ULUPOBAHHBIE PUCKA MOTYT OBITh HCKIIIOYEHBI W3
cnenu(uKanuu 1Mo Oe30MacHOCTH MpHU OINpPENETICHHBIX O0OCTOSTENIbCTRAX,

KOoraga MOXET OBITH IOATBCPKACHO, YTO PHUCK ITOJHOCTBIO OXAaPAKTCPHU30BaAH U
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HaJUIeKalMM ~ o0pa3oM  ympaBisgercss  (Hampumep, B  OTHOUICHUU
JIEKapCTBEHHBIX IMpEnaparoB, MCIOJb3YEMbIX B TEUYEHHE JJIUTEIHHOTO
BPEMEHH, B OTHOIICHUM KOTOPBIX HA TEKYLIEM JTale HE MPUMEHSIOTCS
KaKue-Tu00 JIOMOJHUTENbHbBIE MEpPONpUsITUs 1o (dapMakoHaa30py U (Uin)
PEKOMEHIyEMbIE MEPONPUATHS O MUHUMHU3ALUU PUCKA CTAIHA MOIHOCTHIO
WHTETPUPOBAHHBIMU B CTaHAAPTHYIO KJIMHUYECKYIO MPAKTUKY, HAIpUMEp
OBLITM BKJIFOUEHBI B TPOTOKOJIBI JICUCHUS WIIM KITMHUYECKUE PEKOMEHIAINN);
MIpUHUMAas BO BHUMaHUE OOUIYIO LIENb MOJYyYUTh OOJbIIE HHPOPMALIUH
OTHOCHUTEJIbHO COOTHOIIEHUS MOJIb3a-PUCK ISl ONPEAEICHHBIX MOMYJSALNM,
HE BKJIOYEHHBIX B MPOrpaMMy HU3y4YE€HHUsS JIEKQpCTBEHHOrO IIpenapara Ha
JOPETUCTPAMOHHOM 3Tale, COOTBETCTBYIOIIME AaCHEKThl OTCYTCTBYIOLIEH
uHbOpMallMd MOTYT HCKIIOYAaTbCcsl U3 pasfena CcHelu(puKaluuyd Mo
0e30MacHOCTH IO Mepe TMOJY4YeHUs JaHHBIX 1O Oe30MacHOCTH Ha
NOCTPErMCTPALIMOHHOM JTamne, Ju00 B cllydasX, KOrjJa HET OCHOBaHUU
noJjiararb, 4TO JIOCTYyIIHbIE€ B HACTOSLIEE BPEMs WJIU B OyIyIlIeM METOHbI 110
dapMakoHaaA30py ~ MOTYT  JOTIOJHUTH  HMMEIOIIMECS  JaHHble 0
XapaKTEPUCTUKE PUCKA B OTHOLIEHUH 00JIacTell HeocTarolel nHhopMauu.
3a UCKIIIOYEHUEM OIPEACIICHHBIX JUIUTEIbHO BBIMOIHAEMBIX PETUCTPOB
NAlMEHTOB, JOIMOJHUTENbHbBIE MEPONPUITHS MO (PapMakoHAA30py MOTYT
UCKJIIOYAaThCS U3 IJIaHA YIIPABICHUS PUCKAMU IO MEPE BBIMOTHEHUS.
Heo0xonuMocTh B NMPOJOMIKEHUH OCYLIECTBICHHS TOTOIHUTEIbHBIX
MEPONPHUIATUIT N0 MUHHMH3ALUN pUCKA MOIJIEKHUT MOCTOSHHOW OLIEHKE C
onpeeneHueM TpeOyeMbIX HM3MEHEeHUW. B ciyuyae eciid [OMOJHUTENbHbIE
MEpbl MHUHUMHU3AIMM PHUCKA CTAHOBATCS YacThbl0 PYTHUHHOW MPAKTUKH,
HampuMep, MpPU BKIOYEHUM PEKOMEHJALUMM B OTHOUIEHUM KOHKPETHBIX
KJIIMHAYECKUX MEp [0 MHUHHMH3ALUMUA WIM MPEJOTBPAIICHUID pPHUCKAa B
CTaHJAPTHBIE MPOTOKOJBI JICYEHUS, JTOMOJIHUTEIbHBIE MEPbl MUHUMU3AIUU

pHCKa MOTYT 0aTh MEPEBE/ICHBI B CTAaTyC PYTUHHBIX MPHU MOATBEPKIACHUU UX
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sabpdextuBHoctn. B cinywae  BeiABieHHST  HEAI(DPEKTUBHOCTH  Mep
MUHUMM3ALAA PUCKA MOXET OBbITh NPHUHSATO pEHICHUE OTHOCHUTEIBHO
HEOOXOAMMOCTH BBeJeHUd Oosiee 3(PPEKTUBHBIX JOMOJHUTEIBHBIX MeEp
MUHUMM3AUMUA prcKa. OCYyHIECTBIEHUE HEKOTOPBIX BUIOB MEPONPUATUN IO
MUHHUMM3ALUMUNA PUCKA MOXKET MOTPeOOBAaThCsl HA MPOTIKEHHH BCETO CpPOKa
’KU3HEHHOTO IMKJIa JIEKQpCTBEHHOTO Ipemnapara (Hampumep, MNpOorpaMMbl
peIoTBpaIIeHUS] OEPEMEHHOCTH).

6.2.2. OTBETCTBEHHOCTh  3a YNOPABIEHUWE PUCKAMH B  paMKax
OpraHu3alMH.

OcHOBHBIMU y4aCTHUKaMU npoiiecca, HEIMOCPEACTBEHHO
BOBJICUCHHBIMUA B IUIAHUPOBAHUE YIIPABICHUS PHUCKAMHU JIEKAPCTBEHHBIX
IPEnapaToB, SIBISIOTCS JEp)KaTeNd PETUCTPAIMOHHBIX YIOCTOBEPEHUN W
YIOJHOMOYEHHBIE  OpraHbl  TOCYIApCTB-YJIEHOB, OTBETCTBEHHBIE  3a
peryJmpoBaHue mpoliecca oOpaleHus JeKapCTBEHHbIX TPenaparos.

6.2.2.1. Jlepxkarenu perucTpaiOHHBIX YIO0CTOBEPECHUM.

B orHomeHnuum mporecca ymnpaBieHUS ~ PUCKAMHU, JEp)KaTellb
PErUCTPALIMOHHOTO YAOCTOBEPEHHSI HECET OTBETCTBEHHOCTSH 34!

a) odecriecueHrue  (PYHKIMOHMPOBAHUS  HaJIeXKalleldl  CUCTEMBI
YIPABJICHUS] pPUCKAMU HA TEPPUTOPUH TOCYIAPCTB-UJIEHOB B COOTBETCTBUHU C
TpeOOBaHUSIMHU 3aKOHOAATEIHCTBA FOCYIaPCTB-YJICHOB

0) obecriedeHe BHIMOJIHEHUS HEMTPEPHIBHON KPUTHUECKOM OLIEHKH BCEX
JaHHBIX MO mpoduiato Oe30MacHOCTH, IOJyYaeMbIX MpPU NPUMEHEHUU
JIEKapCTBEHHOTO Tpemnapara. Jlep:kareiab perucTpalioOHHOTO YI0CTOBEPEHUS
JOHDKeH  00ECHeYuTh  HEMPEepPhIBHBIM ~ MOHUTOPUHT  JIAHHBIX IO
dbapmakoHa30py C 1EJIbI0 BBISBICHUS HOBBIX PHUCKOB, W3MEHEHHS
uMeroLIeics nH(OpPMaLIMY 10 PUCKaM U U3MEHEHUSI COOTHOUICHHS «I0JIb3a —
PUCK» JICKapCTBEHHBIX IMPEMapaToB C COOTBETCTBYIOLUIUM OOHOBJICHUEM

CUCTEMBI YIIPABJICHHUS PHUCKAMU M IUIAHA YNPABICHUS PUCKAMH CONIACHO
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TpeboBaHusiM Hacrosimiero pasaena [IpaBun. Kpurnueckas onenka npoduns
0€30MacHOCTH  JICKapCTBEHHOTO  Tpemapara  JOJKHA  BBITIOJHSITHCS
HEMPEPHIBHO W OTPAXaThCS B JIAHHBIX, MPEACTABISIEMBIX B MEPHUOIUIECKOM
OOHOBJISIEMOM OTYETE MO OE30MACHOCTH BHE 3aBUCUMOCTH OT 00s3aTeJIbCTBA
M0 TIPEJICTABICHUIO TJIaHa YIpaBlieHUus puckamu. [IoMuMo BhINIEyKa3aHHBIX
YCIIOBUM, PEKOMEHAYETCS JIOMOJIHUTEIbHO JBa HUXXEYKa3aHHBIX JTara
nepecMoTpa IlaHa YOpPaBJICHWS PUCKaMHM Ha JICKAPCTBEHHbBIC Iperaparhl,
onoOpeHHbIE B  COOTBETCTBHM C  3asBICHHEM Ha  TOJyYCHHUE
PETHCTPAIIMOHHOTO  yAOCTOBEPEHUS 10 TEPBUYHOMY IPEACTABICHHUIO
MIOJIHOTO JIOChE, C OTPaXCHHUEM HEOOXOAMMOCTH BHECCHHS W3MEHEHUN B
cnenudukanuoo no 0e30MacHOCTH, a TaKKe 3allJIJaHUPOBAHHBIC U TEKYIIUE
MEpONPUSITHS IO PapMaKOHAT30Py U MEPbl MUHUMU3AIUN PUCKOB:

IIPU TIOATBEPKIACHUN PETHCTpanuK (TIepeperucTpanuu) depe3 5 Jer
MOCJIC PEeTUCTPAIUH;

B TIEPUOJ MPEACTABICHUS IEPBOTO IMEPUOINYECKOTO OOHOBIISIEMOTO
oTyeTa MO OE30MACHOCTH TMOCIe MPOXOXKACHHUS MPOLEAYPhl pPETrUCTpaIuu
(mepeperucTpanuu).

[Ipenmonaraercs, 4YTO TPEACTaBIEHHWE JAHHOTO TIEPHOAUIECCKOTO
OOHOBJISIEMOI0 OTYETa MO 0OE30MaCHOCTU MOCJE MPOXOXKIACHUS MPOLETYPbI
peructpanuu (mepeperucrpaiuu) OyaeT mpuOIM3UTeNbHO uepe3 8§ — 9 jer
MOCJI€ TOJIYYEHUs] PETUCTPAIMOHHOTO YAOCTOBEPEHHS, B TO BpPEMs, KOI/a
MOXXET  HAaYMHATBCS  PACCMOTPEHHE  3asBICHUH HA  PErHUCTPAIUIO
BOCITPOM3BEICHHBIX TPEMapaTOB COOTBETCTBYIOIIETO AKTHBHOTO BEIECTBA.
Takum oOpa3om, mpenanonaraeTcs, 4ro K JaHHOMY MOMEHTY MpOQUiIb
0€30MacHOCTH JICKapCTBEHHOTO IIperapara, BEPOSTHO, OyIeT J0CTaTOYHO
XOpOIIIO OXapaKTepU30BaH, YTOOBI OOECIEYUTh KPUTUYECKYIO OIICHKY W
OOHOBJICHHE TIEPEUHS TTPOOIEM IO OE30MaCHOCTH.

6.2.2.2. YIOJTHOMOYEHHBIE OPraHbl TOCYNapPCTB-YWICHOB.
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OO0s3aHHOCTAMHM  YIOJIHOMOYEHHBIX  OpPraHOB  TOCYJapCTB-UJIEHOB
B OTHOIIIEHUH TPOIIecca yIPaBICHUS PUCKAMH SIBJISIOTCS:

a) MOCTOSTHHBIA MOHHWTOPHWHT TIOJIb3bI W PHUCKOB JICKAPCTBEHHBIX
pernaparoB, BKIIOYas OIEHKY COOOIIEHUN O BBISABICHHBIX HEXKEIATEIhHBIX
peaKIusx, MIPEICTABICHHBIX JepKaTesIMu PETUCTPAITMOHHBIX
YIOCTOBEPEHUM, MEIUIIMHCKUMU U (apMaleBTUICCKUMH PaOOTHUKAMH,
NalueHTaMy M TIOJYYEHHBIX M3 JPYTMX MCTOYHUKOB HHGMOpManuu (mpu
HEOOXOAUMOCTH);

0) MPUHATHE COOTBETCTBYIONIUX PETYIATOPHBIX MEpP MO0 MHUHHUMHU3AINH
PUCKOB, CBS3aHHBIX C JICKAPCTBEHHBIMU IIpenaparamMu, W O0OeCIeueHHe
MOJIyYCHUS MaKCHMaJbHO BO3MOXKHOM TOJB3bI, BKIIOYash oOOecredeHue
TOYHOCTH U TOJHOTHI BCeW HMH(pOpPMAIMM, MPEIACTABISIEMON IepiKaTeasiMu
PETHCTPAIIMOHHBIX ~ yAOCTOBEPEHHW B  OTHOIICHWH  JICKAPCTBEHHBIX
Ipenaparos;

B) oOecrieueHre BBIMOTHEHUS MEPOIPHUATHI 110 MHHUMHU3AINH PUCKOB
Ha HAI[MOHAJIHHOM YPOBHE;

) 3¢ HEeKTUBHBIM OOMEH JaHHBIMH C 3aMHTEPECOBAHHBIMU CTOPOHAMH
Opyu HAJIWYUKM HOBOM JocTynHOM wuHpopMauuu. B 3TOT 00MEH BXOAMT
MPEIOCTAaBICHHE WH(POPMAIIMA B COOTBETCTBYIOIIEM (opmare IMamueHTam,
MEIUITMHCKUM W (dapMarieBTUICCKUM paOOTHHUKAM, TpyIiaM TaIieHTOB,
Hay4YHBIM COOOIIIECTBAM | T. 1.;

1) o0ecriedeHue TMPUHITHS COOTBETCTBYIONIUX MEpP MHUHUMM3AIUN
puCKOB (IIPU HX OIPEACIICHUH) BCEMH JCP)KaTEISIMU PETUCTPAIIMOHHBIX
yAOCTOBEPEHHH B  OTHOIICHWM  KaK  OPUTHHAIBHBIX, TaKk W
BOCITPOM3BE/ICHHBIX, OMOaHAJIOTUYHBIX JIEKAPCTBEHHBIX MPEIapaToB;

€) mpeAcTaBieHne WH(POpPMAIMKA JIPYTUM YIIOJTHOMOYCHHBIM OpTaHam
rOCyIapCTB-WICHOB, B TOM YHUCJI€ YBEIOMIICHHE O JIFOOOUW AEATEIHHOCTH IO

oOecreueHnt0 Oe30MacHOCTH B OTHOIICHUHW JICKAPCTBEHHOTO IIpemnapara,
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BKJIIOYas yBEIOMJICHHE 00 M3MEHEHHSX B MH(pOpMalud 00 OPUTMHAIBHOM
JIEKapCTBEHHOM Ipenapare.

6.2.3. llenu nana ynpaBieHUs pUCKAMH.

6.2.3.1. Ilnan ynpaBineHus pucKamMu COIEPKUT MH(OPMAINIO, KOTOpas
JIOJIKHA COOTBETCTBOBATH CJIEAYIOIIUM TPEOOBAHUSIM:

a) OTpeNeNsATh W XapakTepu3oBarh  npodwis  Oe30macHOCTH
JIEKapCTBEHHOTIO Tpenapara;

0) yka3piBaTh, KakuM OOpa3oM MOXHO JOMOJHATh JaJbHEUIIYIO
XapaKTepUCTUKY NMPOouiisi 0€30NaCHOCTHU JEKAPCTBEHHOT'O MIpenapara;

B) JOKYMEHTAJIbHO MOJATBEPKAATh IPUHATUE MEP MO NPEIOTBPAILICHHUIO
WIM MHUHHMMH3AllMA PHUCKOB, CBA3AHHBIX C INPHMEHEHHEM JIEKAPCTBEHHOIO
npernapara, BKItoyas olleHKY 3(()EeKTUBHOCTH JJAHHBIX MEPOIPUSATHI;

I') JOKyMEHTAJIbHO MOATBEPKAATh BHIMOIHEHUE MTOCTPErUCTPALIMOHHBIX
00s13aTeNbCTB MO 00ECTIEUeHNIO 0€30MMaCHOCTH TPUMEHEHUSI, BBEJICHHBIX MTPU
pPEruCTpaLMK JIEKAPCTBEHHOTO Mpernapara.

6.2.3.2. JIns BeIMONMHEHUS TpeOOBaHWM, yKa3aHHBIX B MyHKTe 6.2.3.1
Hactosuux [IpaBun, B uH(OpMalLMio, COAEpKaUIYIOCs B IJIaHE yHPaBICHUS
pPUCKaMHM, TOJIKHBI ObITh BKIIOUEHBI:

a) ONMCAaHWe W3BECTHOM M HEW3BECTHOW uHopmamuu o mnpoduie
0€30MacHOCTH JIEKapCTBEHHOTO Mpenapara;

0) ykazaHue, KakoBa CTENEHb YBEPEHHOCTH B TOM, 4TO 3((PEKTUBHOCTH
JIEKapCTBEHHOI'O MpeIapara, MpoJIeMOHCTPUPOBAHHAS Y LIEJIEBBIX MOIMYJISALNAN
OpyU MPOBEACHUU KIMHUYECKUX HCCIENOBaHUM, OydeT [0CTUraThCs B
MOBCEIHEBHON MEIUILIMHCKON MPAKTUKE, U JOKYMEHTAJIbHO MOATBEPKAAThH
BOBMOXXKHYIO ~ HEOOXOIMMOCTh  HccleAoBaHUM  3(PQGEKTUBHOCTH B
NOCTPErMUCTPALIMOHHOM NIEPUOJE;

B) YKa3aHHUE IJIAHUPYEeMOro crocoba OLeHKU 3(PPEKTUBHOCTH MEp IO

MHUHHUMMA3AllH PHUCKOB.
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6.2.4. O630p dhopmara u cosiepKaHus TIaHa yIPaBICHUS PUCKAMH.

Ilman ympasiieHuss puckamu coctout u3 7 vacreu. [IpencrabisieMslin
IJIaH YMOpPaBJICHUS PUCKaAaMU JOJDKEH COOTBETCTBOBATh IIA0JOHY IUIaHA
ynpaBieHusi puckamu (mpuwioxkeHue 1 k TpeOoBaHUAM K OIECHKE IUIaHa
YIPABJICHUS PUCKaMU ).

Yacts II mmana ynpasnenuss puckamu — Choeuudukanus 1o
0€30MacHOCTH — MOJPA3CIsIeTCs] Ha HECKOJIbKO MOJYyJEH, YTO IMO3BOJISET
ajanTUpOBaTh COJACpP)KAHWE pazfena K cheuu@uke JIeKapCTBEHHOTO
npenapara. MoaynbHas CTPYKTypa TMpeaHa3HadeHa Il  OOJIerdyeHUs
OOHOBJICHMSI TUIaHA YIPaBICHUS PHUCKaMHU, OOECHEUYCHUS BO3MOXKHOCTHU
NPUMEHEHHUS YMPOIICHHBIX TPeOOBaHUM K COMEPKAHHUIO OMPEIEICHHBIX
MOMYJEH, OJIHAKO JIOKYMEHT JOJDKEH NPEACTABIATHCS B BHUJIE €IMHOTO
JOKyYMEHTa, BKJIIOYas BCE  MOAYIM W  MPWIOKEHUS  COIVIACHO
COOTBETCTBYIOIIMM TPEOOBAaHUSIM HacTosIero pasaena [Ipasu.

YacTu 1 MOAYNH TJIaHA YIIPaBJICHUS PUCKAMU BKIIFOUAIOT CIIEAYIOIIHE:

gacTh | — 0030pHas nHGopMaIIHs IO TEKAPCTBEHHOMY TIpernapary;

yacTh Il — cnenudukaiys mo 6e30MacHOCTH:

Moayib Cl — 3nuaeMroaorus oKa3aHWM Mo 1EeJIEBBIM MOMYJISIUSIM;

Moxayib CII — noknmuHuYecKas 4acTh;

Moxayab CIII — Bo3gelcTBHE JE€KapCTBEHHOIO Mpemnapara B XOJE
KIIMHUYECKUX UCCIIEI0BAHUM;

Monynb CIV — monynsuuu, HE HU3y4YEHHbIE B XOAE€ KIMHUYECKUX
HUCCIICI0BaHNM;

Moayib CV — MOCTPErucTpalmOHHbINA ONBIT TPUMCHECHUS;

moaynb CVI — nomonHuTenbHbIE TpeOOBaHHMS K CHEHU(UKAIIUN 10
0E30ITaCHOCTH;

monysb CVII — uaeHTnunmpoBaHHbIe M TOTCHIIMAIBHBIC PUCKH,
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moaynb CVIII — o06oOmienHass uH@opmarus 1o mpobjaeMaMm 1o
0Ee30I1aCHOCTH;

yacts Il — mnan no papmakonaazopy;

yacTb IV — JIaH IIOCTPErUCTPALUOHHBIX HUCCIIeJOBAaHUN
s pexTuBHOCTH;
gacTh V. — MeEphl MO MHUHUMM3AIMK PHUCKOB (BKJIIOYas OIICHKY

3 (PEKTUBHOCTH MEP MUHUMH3AINH PUCKOB);

yacTh VI — pe3roMe miaHa yrnpasieHUs pUCKaMU;

yacth VII — npunoxenus.

O6bem wunbpopmanmu, ocodeHHo B yactu Il mmana ympaBiaeHus
pUCKaMH, JOJDKEH OBbITh MPONOPUMOHAIEH HWISCHTU(PUUUPOBAHHBIM U
NOTEHLUUAJbHBIM pPHUCKaM, a TaKKe 3aBUCUT OT THUIIA JIEKAPCTBEHHOTIO
mpernapara, pUCKOB, CBS3aHHBIX C €r0 MPUMEHEHHEM, W 3Tama XU3HEHHOTO
IIUKJIA JICKAPCTBEHHOTO Mpernapara.

[lnan  ympaBiieHHs ~ pUCKaMU  JUIsl  BBICOKOTEXHOJIOTHYECKHUX
JIEKapCTBEHHBIX IMpEnapaToB JOJHKEH YUYUTHIBaTb OCOObIe TpeOoBaHUS,
orpezensieMble K JaHHOM IpyMIe MpernapaToB B OTHOIIEHUH COIPOBOXKACHUS
Ha MOCTPETUCTPAIIMOHHOM JTare ¢ y4eToM ux ocobeHHocteil. KoHkpeTHbie
TpeOboOBaHUsT K  IUIaHy  YIOpaBICHUS  pPUCKaMH B OTHOIICHUU
BBICOKOTEXHOJIOTUYECKUX JIEKapCTBEHHBIX pernapaToB clenayer
COIVIaCOBBIBaTh C YIMOJHOMOYEHHBIM OpPraHOM /O TMOJaud 3asBICHUS Ha
pEruCTpalMIi0 B paMKax MpoLEeAypbl HAy4YHOTO KOHCYIbTHUpoBaHus. llpu
pa3paboTKe TUIaHAa  YOpPaBIEHUS  PUCKAMU  BBICOKOTEXHOJIOTMUYECKHX
JCKApCTBEHHBIX  MPENapaTtoB  CIEAYeT  YYHUTHIBATh  JIOMOJHUTEIBHBIE
TpeOOBaHUSI K CHCTEME YIMPaBIEHUS PUCKAMH, TOCTPETUCTPALUOHHOMY
MOHUTOPUHTY 3(PPEKTUBHOCTH U OE30MACHOCTH JAHHOU TPYIIIBI IPENaparos,

omnpeaensieMbiMu ToKyMeHTamu Coro3a.
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B cnyuae Hanuuus y naepxkareliss perMCcTPallMOHHOTO YIOCTOBEPEHUs
0ojiee OAHOTO JIEKAPCTBEHHOIO IIperapara, COAEPKAIllero aHaJOTUYHOE
JEUCTBYIOIEE BEHIECTBO (BEIIECTBA), PEKOMEHAYETCS BKIIIOUaTh B IUIaH
YIOPABJICHUS] PUCKAMU BCE COOTBETCTBYIOIIUE JIEKAPCTBEHHBIE IpeEnaparhl
(takum 00pa3oM, IUIAH YOpPaBJICHUS pUCKaMu pa3paldarbiBaeTcs Ha
JIEUCTBYIOIIIEE BEIIECTBO).

Nudopmarus B miaHe yrnpaBieHUs pUCKaMU JTOJDKHA MPET0CTABISATHCS
JOCTAaTOYHO MOAPOOHO, HO HE JOIMYCKAETCS BKIOUYEHHE HEHYXHOTO TEKCTa,
HE HMEIOUIEr0 MpPSMOr0 OTHOIIEHHS W OTBJEKAIOIIEr0 OT KIIOYEBBIX
aCIeKTOB MPEJICTaBIIeMON MH(OpMaAILMK, KOTOpble HEOOXOIUMO YUUTHIBATh
it (GOpMHUpOBaHMS IJlaHA YIPaBJICHUS PHUCKAMH, CBS3aHHBIMH C
npuMeHeHueM npenapara. MHdopmanus B IMIaHe YIpaBICHUS pPHUCKaMU
JOJIKHA 00€ecTeynBaTh KOMIUIEKCHBIA 0030p, OIIEHKY M OOCYXIEHUE PHUCKOB,
CBSI3aHHBIX C NMPUMEHEHUEM IIperapara, C aKIEHTOM Ha HaumOoJjee Ba)KHBIX
pUCKax, KOTOpPbIE ObLIM BBISIBICHBI UM OKUJAIOTCS MO pe3yJibTaTaM OLIEHKU
JOKIMHUYECKUX, KIMHUYECKUX U  MOCTPETUCTPALMOHHBIX  JAHHBIX,
NPEICTABICHHBIX B JIPYIHMX MOIYJISX OOIIEro TEXHUYECKOro JOKYyMEHTa B
ANIEKTPOHHOM BHje. JIoOble JaHHbIE, BKIIOYEHHBIE B IUIAH YIPaBICHUS
pUCKaMM, JOJKHBI COOTBETCTBOBaTh HMH(POPMALIMM, IPEACTABICHHOW B
OpYyrux paszfenax oOILIero TEXHUYECKOro JOKyMEHTa. B miaH ymnpaBieHus
pUCKaMU  JOJDKHBI ~ OBITh  BKJIIOYEHBl  OTCBHUIKM MWJIM  CCBUIKM — HA
COOTBETCTBYIOILIME pa3Aeibl JOKIMHUYECKUX M KIMHUYECKHX O0030pOB U
pe3tome, NpeCTaBICHHbBIE B 0011IEM TEXHUYECKOM JIOKYMEHTE.

C menbto obecrieyeHusi COTMIACOBAaHHOCTH MEXIy HWHMOpMaluen,
NPEACTABICHHOM B OOIIEM TEXHUYECKOM JOKYMEHTE U IJIaHE YIpaBJeHUs
pUCKaMu B cCiy4yae MpEACTaBICHUS J3TOr0 IUlaHa B COCTaBE OOIIEro

TCXHHUYCCKOI'O AOKYMCHTA, CICAYCT YUYHTBIBATH CICAYIOIIYIO B3aWMMOCBA3b
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Mexay mHpopManuei B pasfenax IJlaHa YNMPaBICHHUsS PUCKAMU M MOJIYJISIX
OOIIEro TEXHUYECKOTO JOKYMEHTA!

[Inan ynpasnenus puckamu: yactb [ O030pHas  uHbopmanus o
JIEKapCTBEHHOMY Tipernapary — OO TeXHUYECKUM JOKYMEHT: MOIYyJb 2.3
OO6mree pe3toMe 1Mo KauecTBy U MoayJib 3 KauecTBo;

[Inan ynpasnenusi puckamu: 4dactb [l momyns CI Onuaemuonorus
MOKa3aHUM MO IENEBbIM MOMynsausiM — OOmmil TeXHUYECKUN TOKYMEHT:
MOnyJib 2.5. O030p KIMHUYECKUX JAHHBIX;

Ilnan ynpasnenuss puckamu: 4dactb II momyns CII JloxknuHnyeckas
gacTh — OOMMI TEXHUYECKUN TOKYMEHT: MOAYyJb 2.4 O030p MOKIMHUYECKUX
JAHHBIX, MOAYyJh 2.6 PestoMe ¢apmakomornuyeckux IJaHHBIX B TEKCTOBOM
dbopmare m B Buae Tabmui, Moayiab 4 OTYeThl O JOKIMHHUYECKHUX
(HEKJIMHUYECKUX ) UCCIICIOBAHUSX;

Ilnman ynpaBnenuss puckamu: 4vacte Il monmyns CIII Bo3saeictBue
JIEKApCTBEHHOI'O Mpernapara B XOJ/I€ KIMHUYECKUX HccheqoBaHuil — OO0mmi
TEXHUYECKUU JOKYMEHT: MOAYJb 2.7 Pe3toMe KIMHUYECKUX TAHHBIX, MOIYJIb
5 OT4eTsl 0 KIMHUYECKUX HCCIIEI0BAHUSAX;

[Inan ympaBinenus puckamu: 4dacte II momyns CIV Ilonynsauuu, He
U3YYEHHbIC B XOJI€ KJIMHUYECKUX HccheqoBaHui — OOImMl TEeXHUYECKUM
JOKYMEHT: MOy b 2.5 O030p KIMHUYECKUX JAHHBIX;

[1man YIIPABJICHUSA PUCKaAMU: 4acThb II monyinb CV
[TocTperucrparimoHHbIi  ONBIT HOpuUMeHEeHHS — OONmMHA TEXHUYCCKUM
JTOKYMEHT: MOZyJib 2.5 O030p KIMHUYECKUX JIAHHBIX;

[Inan  ympaBnenuss  puckamu: vacte I momyme  CVII
NnentudunrpoBaHHble M MOTCHIMAIbHBIE PUCKH — OONMNA TEXHUYECKUM
JTOKYMEHT: Moayisb 2.5 O030p KIMHUYECKUX JaHHBIX (BKJIIOYAs 3aKIIOUCHHE
00 OIICHKE COOTHOIICHHS TMOJb3a-PUCK), MOAYNb 2.7 Pe3toMe KIMHMYECKUX

JTAHHBIX (001Ias XapaKTEPUCTUKA JIEKAPCTBEHHOTO TIpenapara);
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[lnan ynpasnenust puckamu: yactb II momyms CVIII O6o00mennas
uHdopmaruss 1mo npodbiremMaM mo Oe3omacHocTH — OOMMI TEXHUYECKUN
JOKYMEHT: Moaysb 2.5 O030p KIMHUYECKUX AaHHBIX, MOAYlb 2.7 Pe3tome
KIIMHUYECKUX JTAHHBIX;

[lnan ympaBnenust puckamu: yacth [II I[lnan no dapmakonaazopy —
OOt TEXHUYECKHM JOKYMEHT: Moayib 2.5 O030p KIMHUYECKUX JaHHBIX,
MOy b 2.7 Pe3roMe KIMHUYECKUX JaHHbBIX;

[lman ymnpasnenus puckamu: 4dacth [V Ilnan mocrperucrpauimOHHBIX
uccinenoBaHuil dppekTuBHOCTH — OOMUM TEXHUUYECKUM JTOKYMEHT: MOIYJIb
2.5 OO030p KJIMHUYECKUX JAaHHBIX, MOAYIb 2.7 Pe3omMe KIMHUYECKUX
JAHHBIX;

[Iman ynpasneHus puckaMu: 4actb V Mepbl 0 MUHUMH3AIMNA PUCKOB
(BKJItOYasi OLIEHKY 3(PPEKTHUBHOCTM MEp MHUHMMH3ALUM PUCKOB) — OOumi
TEXHUYECKUU JOKYMEHT: MOIyJib 2.5 O030p KIMHUYECKUX JAHHBIX, MOIYJIb
2.7 Pe3roMe KIMHNYECKNX NAaHHBIX.

JlanHbIe OOIIETO TEXHUYECKOTO JOKYMEHTa OTHOCSTCS K CIydasm
MPEJCTABICHUS] HA PETUCTPALIMIO JIOChE C BKIFOYEHHBIM B YUCIIO JOKYMEHTOB
IJlaHa yYIpaBJICHUS pUCKaMM (HAMpuUMep, 3asBJICHUS Ha TOJIYYCHHE
MEPBUYHON PETUCTPAIIMU UM BHECEHUIO CYIIIECTBEHHBIX MU3MEHEHUM), TU00
OTHOCSITCS K paHee MPEJCTABICHHBIM B JOChE JTAHHBIM.

Onucanue coJepxaHusi pa3liesioB U MOJIYJEH IJlaHa YIpaBICHUS
puckamMu coriacHo NOyHKTy 6.2.5 nHacrosmux IlpaBun B V.B.4. paer
pPEKOMEHJAIlMU IO OCHOBHBIM JIaHHBIM, KOTOpPbIE JOJDKHBI  OBITh
npejcTaBlieHbl B JokyMeHTe. ClienyeT NpUHHMAaTh BO BHUMAaHHE, 4YTO
HEKOTOpBIE AaCMEKThl MPEJCTABISIEMbIX JaHHBIX, B CiIydyae €CJIM OHHU HE
MMEIOT OTHOUIEHHUSI K OMNPEICICHHOMY JIEKAPCTBEHHOMY TMpernapary, MOTyT
COKpamaTrbcsi, W, HANpOTUB, MOXET TMOTPeOOBATHCS  OCBEUICHUE

AOIIOJIHUTCIIBHBIX  ACIICKTOB, KOTOPBLIC HC VYIIOMAHYTBI B HACTOAIICM
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pykoBozctBe. [lOCKONBKY TIaH YIPAaBICHUS PHUCKAMH SIBISETCS YaCThEO
HAy4YHOTO  JOChE€ JICKAapCTBEHHOro  Ipemapara, Bcs — uH)opManus,
IpeACTaBICHHAass B JOJDKHA OBITh HAaydHO OOOCHOBaHAa, HE JOIYCKAaeTCs
BKJIFOYEHHE 3JIEMEHTOB MH(POPMAIIMU PEKIAMHOT0 XapaKTepa.

Pazpnen 1urana ynopaBieHHst pUCKaAMM, MPEABAPSAIOLIAN OCHOBHOM
JOKYMEHT,  JOJDKEH  BKIIOYAaTh  CIEAYIOUIYH0  aJMUHHUCTPATHUBHYIO
uH(popmaIuio:

JaTa OKOHYaHWs cOOpa MaHHBIX TEKYIIEro IUlaHa YyHOpaBJICHUS
pUCKaMU;

JaTa MOANUCAHUSA U HOMEp BEPCUU IJIaHA YIIPABJICHUS] PUCKAMU;

nepedeHb BceX dYacTed u  moayJe. Jlmsg oOHOBIGHHMM II1aHA
yOpaBJICHUS PUCKAMU B HACTOSIIEM pasjielie JOJDKHBI OBITh MPUBEICHHI B
Tabnu4HONM QopMe HOMEp BepcHuM MoAayJedl W jara ogo0peHus (nara
3aKkinroveHus1). B ciywyae mpeacTaBieHuss OOHOBJIEHHOM BepcUUM IL1aHA
VIIPaBJICHUSI PUCKAMU BKJIKOYAETCS KOMMEHTApU C KPATKUM OMNUCAHUEM
000CHOBaHHUSI OOHOBJICHUS BEPCHH IUIaHA YMPABJICHHS PUCKAMH U PE3IOME
BHOCHMBIX CYIIECTBEHHBIX HM3MEHEHUW B pa3lelibl IUIaHa YOpPaBJICHUS
pUCKaMU;

MOATBEPKACHUE PACCMOTPEHMSI M COTJIACOBAHUS IUIaHA YIPABICHUS
PUCKAMH CO CTOPOHBI YIIOJTHOMOYEHHOTO JUIa 1o (hapMakoHan30py B popme
(haKTHYEeCKON MOMANMMCHA ATOTO JIWIA WM WHOTO J0Ka3aTeIhCTBAa OJ00pEHUs
NPEACTABIISIEMON BEPCUU IUIAHA YIPABICHUS PUCKAMH CO CTOPOHBI
YIOJHOMOYEHHOro Jinia mno (apmakoHaazopy. B ciaydae mopaum miiaHa
yIpaBji€HUsT puUCKaMu B coctaBe »djekTtpoHHoro OTJ[ B kaudecTBe
MOJATBEPKIACHUS KOHTPOJA CO CTOPOHBI YINOJHOMOYEHHOTO JIMIA IO
dbapmMakoHaI30py MOXKET OBITh MPEJCTABICHO 3asBJICHHE O TOM, YTO ILJIaH

YIPaBJICHUS] PUCKaMH OB PACCMOTPEH U 0JJ00PEH YIOJTHOMOYEHHBIM JIMIIOM
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no (apMakoHaA30py JepKaTessi PErHMCTPAlMOHHOTO YJIOCTOBEPEHHUS U
JTOKYMEHT 3aBEPEH ANEKTPOHHOMU MOJIHUCHIO.

6.2.5. [lonpobHOEe omucaHWe KaXIOW YacTH IUIaHA YIPaBICHUs
PUCKaMHU.

6.2.5.1. Yacte | nnana ynpasneHus puckamu — o030pHas uHpopmanus
10 JIEKAPCTBEHHOMY Ipenapary (JIeKapCTBEHHBIM IMperapaTram).

JlaHHasi yacTh JOJKHA COlepkKaTh aIMUHUCTPATUBHYIO HHPOPMALIUIO O
IJIaHE YIPABICHUS pPUCKAMHU, a TaKXke O0030pHyI UHPOpMalUIO MO
JIEKapCTBEHHOMY TMpemnapary (JIeKapCTBEHHBIM IIpernaparaMm), Ha KOTOPOE
COCTaBJsIeTCA IUIaH yrnpapieHus puckamu. [IpeacraBisemas uHbopmanus
JOJKHA OBITh AaKTyallM3UpOBaHA M TOYHO OTpa)xarb YCIOBUA MOAAYU
COITIACHO BBINOJIHEMOMN PETUCTPALMOHHON MPOLIEAYPHL.

VYKkazaHHas 4yacTh JOJKHA COAEPKATh CIEAYIONIYI0 HHPOPMALIHIO:

a) uHpopManusi 00 aKTUBHOM BEILIECTBE:

aKTUBHBIE (apMalleBTUUYECKUE CYOCTaHIMU (JIECHCTBYIOIIUE BEIIESCTBA)
JIEKApCTBEHHOTO Mpernapara (JEKapCTBEHHbBIX MPENapaToB);

dapmakorepanesTuyeckas rpynmna (kox ATX (ATC));

HAaMMEHOBaHHUE JIepKaTelis pEruCTPALMOHHOTO YAOCTOBEPEHHUS;

Opyu ToJay€ MO JICUEHTPAIM30BAHHOM MPOLEAYpEe PpEerucTparuu:
HAaMMEHOBaHMUSI IUTAHUPYEMOTO JepKarens PErUCTPALIMOHHOTO
yAOCTOBEPEHHUSI B pe(pepeHTHOM rocyJapCTBE-YJICHE;

JICKapCTBEHHBIN TMpemnapar, I KOTOpOTo pa3pabdoTaH aHHBIA TIaH
yIpaBJeHUs] pucKaMy (HauMEHOBaHUE U (popMa BBIMTYCKa);

npoleaypa perucTpaiuu (B3aMHOTO MpU3HAHUA,
JEUEHTpaTN30BaHHas, HallUOHAIbHAS);

TOProBO€ HAMMEHOBAHUE B TOCYJapCTBAX-UJICHAX;

KpaTKo€ OIKMCAHME JICKapCTBEHHOIO Mpenapara (BKIOJaroIee B ceos:

XUMHUYECKHUU KJIaCcC, KparkoC OIIMCAHUC MCXaHHM3Ma I[CﬁCTBHH, BaXXHYIO
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uH(OpMAIIMI0O O €ro cocraBe (HampuMep, MPOUCXOKIECHUE AKTUBHOIO
BEIIECTBA OMOJOTUYECKUX JIEKAPCTBEHHBIX MPENapaToB, COOTBETCTBYIOIIMX
aJ’bIOBAHTOB JJIS1 BaKIIHMH));

CCBhLIKA Ha pa3zen 00IIero TEXHUYECKOro JOKyMeHTa ¢ MHpopMaluei
0 JICKAPCTBEHHOMY Ipenapary, €Ciau IpUuMEeHUMO;

nokazanusi (00OpEeHHBIC U MpeIaraeMpie (€I MPUMEHNUMO));

peXuUM Ao3upoBaHus (KpaTkas wHGOpMAIMS 0 OCHOBHOM IIeJIeBOU
nonynasanuu  0e3 ayOnupoBaHus paznena 4.2 oO0med  XapaKTepUCTHKU
JIEKapCTBEHHOTO Tperapara);

JIeKapCTBEHHbIE (DOPMBI U JO3UPOBKA;

yKa3aHHE€ O HalW4YMM Yy JIEKapCTBEHHOIO IIpemapara craryca
MO/IJIEKAIETO JTOMOIHUTEIbHOMY MOHUTOPUHTY (IIPU MPUHSITUU PEUIEHUS O
perucTpanuu Ju0o Ha Tarax OOHOBJICHUS IJIaHA YIIPABJICHUS PUCKaAMU).

6.2.5.2. Yacte Il mimana ynpaBiaeHuss pUCKaMH — crieUUPUKALUS T10
0€30MacHOCTH.

Ilenpr0 MaHHOW 4YacTH SIBISETCS TPEACTaBICHHE KpaTKoro o030pa
npoduist 6€30MaCHOCTH JIEKAPCTBEHHOTO Tpenapara ¢ yKa3aHueM U3BECTHOU
uHpopManu 1Mo OE30MaCHOCTH, a TaKXKe OMPENeNICHUs pa3aeiaoB Mpodus
0€30MacHOCTH, IO KOTOPHIM OE€30MacCHOCTh HE SIBISETCS JOCTATOYHO
uzydeHHoi. Cnenudukanusa no 6e30MacHOCTU JOJIKHA MPEACTABISATh COO0M
pe3toMe BaKHBIX HACHTH(UIIMPOBAHHBIX PUCKOB JICKAPCTBEHHOTO Mpernapara,
BaXHBIX MOTECHIIMATBHBIX PUCKOB U BaXXHOW OTCYTCTBYIOIIEW HMH(OpMAIUU.
B cneuudukanuu mo 0e30MaCHOCTH TaKXe JTOJDKHO OBITh JAHO OMHCAHUE
MOMYJSAIMOHHBIX TPYII, MOTCHIMAIBHO MPEACTABISIONIUX COOON TpYMIIbI
pucka (Mpu NMPUMEHEHUH JICKAPCTBEHHOTO IIperapara Kak B COOTBETCTBHH,
TaK U HE B COOTBETCTBUU C OONIEH XapaKTEPUCTUKON JIEKAPCTBEHHOTO
mpemnapara), a TakKe BCE HEIOCTaTOYHO H3yYCHHBIE AaCHeKThl MPOus

0€30MacHOCTH, TpeOyromue JaIbHEHIIIeTo H3YUYCHUS Ha
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MOCTPETUCTPAIIMOHHOM J3Tamle ¢ eIl YTOYHEHUs W GOPMUPOBAHUS
MIPaBUJIBHOM OIICHKH COOTHOIIIEHHUS MOJIb3a-PUCK JIGKAPCTBEHHOTO Mperapara.
Crnenudukanus 1mo 0€30MacHOCTH B TUIaHE YIIPaBJICHUS! puckaMu (OpMUPYET
OCHOBY I1aHa hapMaKoOHa/130pa U MiiaHa MUHUMU3AI[UU PUCKOB.

Cneundukanuss 0€30MaCHOCTH B IUIAaHE YIPAaBICHUS PUCKAMU
BKJIIOYAET B ce0s 8 pa3/esos:

Moayib Cl — anuaeMroaoTus oKa3aHWM MO 1EeJICBBIM OMYJISIHAIM;

Moxnyab CII — noknmuHnYecKas 4acTs;

moxnynb CIII — Bo3gelcTBHE JE€KapCTBEHHOIO IMpernapara B XOJIE
KJIMHUYECKHUX MCCIICIOBAHUH;

Monynb CIV — monynsauwu, HE H3y4YeHHBIE B XOAC KIMHUYECKUX
HCCIICAOBaHUIM;

Moayib CV — MOCTPErucTpaliOHHbINA ONBIT TPUMEHECHUS;

moayinb CVI — nomnonHuTenbHbIE TpeOOBaHHUS K CHEUU(PUKAIIUU 10
0Ce30ITaCHOCTH;

monysb CVII — uaeHTndunnpoBaHHbIE U TOTCHIIMAIBHBIC PUCKH,

monysnb CVIII — o6oOmennas wHboOpMamus 1Mo mpoliemMam IIo
0C30IacHOCTH.

JlepxaTensiM  PEeTrUCTPAIIMOHHBIX  YAOCTOBEPEHUU  PEKOMEHAYETCS
CJIEIOBaTh YKa3aHHOW CTPyKType crnenudukanuu 1o 0e30MacHOCTH.
Crnemudukanms 1mo 6€301macHOCTH MOXKET BKJII0YATh B C€Os JOTIOJHUTEIIHHBIC
AJIEMEHTHl B 3aBUCHMOCTH OT CBOMCTB JIEKAPCTBEHHOTO IIpernapara,
MPOTPaMMBbl €r0 pa3padOTKU M U3YUCHHMS, BKJIIOUYAsl acleKThl Ka4yecTBa U MX
BIUsAHUE Ha Tpoduib Oe3omacHOCTH M 3G(OEKTUBHOCTU JIEKAPCTBEHHOTO
npernapara, pUcka, CBSI3aHHOTO ¢ (OpPMOM BBIMYCKA, U HMHBIX aCIEKTOB,
MoIUPUITUPYIOMHX TPOPUITH O€30TaCHOCTH.

6.2.5.3. O0mue peKoOMEHIAIMK B OTHOIICHUH BOCIIPOM3BEACHHBIX U

BBICOKOTCXHOJJIOI'MYCCKUX JICKAPCTBCHHLIX IIPCIIapPaTOB.
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6.2.5.3.1. Bocipou3BeieHHbBIE JIEKAPCTBEHHBIE TIPEMaparsl.

B oTHoOmeHMM BOCHPOM3BEIECHHBIX JICKAPCTBEHHBIX IPENapaToB
npeAmnoyiaraercs, 4ro  crneuudukanus —1no  0e30MacHOCTH  Oyuer
COOTBETCTBOBAaTh  cneuuukauuu 1o  Oe30macHocTH  pedepeHTHOro
JIEKapCTBEHHOTO TpernapaTa WiH APYTrux BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX
npenaparoB, JUIsi  KOTOPBIX  HMMEETCs  Ol0OpeHHass  JeHCTByloIas
cnenuukanus 1o Oe3omacHOoCTH. B cilyyae Hamuyusi HECOOTBETCTBUM
MEXIy OIOOPEHHBIMH IUIaHAMH YMPABICHUS PUCKAMU JJIsi aHATOTUYHBIX
JICKapCTBEHHBIX TPENaparoB, CO CTOPOHBI JEpKaTesil PErucTParlmOHHOTO
YAOCTOBEPEHHMsI JOHKHA OBITh MPEAoKeHa U 000CHOBaHA CHEIU(PUKAIUS 110
0€30MacHOCTH, KOTOpas COOTBETCTBYET JIaHHOMY BOCIPOU3BEACHHOMY
JeKapCTBEHHOMY TMpernapary. B HCKIIOUMTENbHBIX CllydasiX, NP HaJIUYUU
COOTBETCTBYIOIIMX OCHOBaHHWI, B OTHOIIEHMH HOBOTO BOCIPOU3BEICHHOTO
JIEKApCTBEHHOIO Mpernapara MOXKET OBbITh MpeCTaBiIeHa creruduKanus 1o
0€30MacHOCTH C OTIMYMAMM B YacTU MpodjseM 1o Oe30MaCHOCTH 10
cpaBHeHHIO C Tipodumiem Oe30macHOCTH pedhepeHTHOTO JEKAPCTBEHHOTO
npenapara (Hampumep, B ciiydae, KOTJa 3a TEeKyIIeH Mepuoj Ha OCHOBaHUU
MOJMyYEHHBIX JAHHBIX MPOU3OIUIM W3MEHEHHs] B OICHKE MPOQUIIs
0€30MacHOCTH JIEKapCTBEHHOTO Tperapara; B Cily4yae HalW4usl OTIUYHIA B
XapaKTEPUCTUKAX BOCIPOM3BEIACHHOTO JIEKAPCTBEHHOIO IMpemapara Iio
CPaBHEHUIO C pe(epeHTHBIM JIEKApPCTBEHHBIM IpENapaTroM, Hampumep, Mpu
HAJIMYUU PHUCKA, CBSI3aHHOTO C MPHUCYTCTBYIOUIMM TOJBKO B HEKOTOPBIX
nperaparax BCIIOMOTaTelIbHBIM BEIIECTBOM).

6.2.5.3.2. BBICOKOTEXHOJIOTUYECKHE JIEKAPCTBEHHBIE MpPENaparshl.

BBICOKOTEXHOIOTUYECKHE  JICKAPCTBEHHBIE  MpEmnaparhl, COMIACHO
3akoHOAarenbHbIM  akTtaM (Coro3a, BKJIIOYAIOT TE€HOTEPANeBTHUECKHE

JICKAPCTBCHHBIC npeuaparbsl 4Jid TeHHOM TCpalluu, JICKAPpCTBCHHBIC
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mpenaparbl Ha OCHOBE COMAaTMYECKHMX KIETOK W Npenaparbl TKAaHEBOM
WH)KEHEPUH.

JUisi  BBICOKOTEXHOJOTUYECKUX JIEKAPCTBEHHBIX MPENapaTroB BBUAY
cnenu(pUUecKord NPUPOABl XapaKTepHbl OCOObIE PUCKH, KaK MpPABUIIO, HE
ABJIAIOIIMECS NPUCYLIMMHU JAPYTMM JIEKapCTBEHHbIM Ipenaparam. JlaHHbIe
OCOObIE PHUCKM BKIIOYAIOT PHUCKHA JJIs JKUBBIX JIOHOPOB, PHUCKHU
TpancopManuu KJIETOYHOM JIMHUM U TIEPEHOC BEKTOPOB. YKa3aHHbBIC
cnequ(pUUecKue PUCKA  HEOOXOAMMO  YYMTBIBaTh HpU  pa3paboOTKe
cnenudukanuu no 0€30MacHOCTH BBICOKOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX
Ipenaparos.

6.2.5.2.1. Moayne CI myaHa ymnpaBi€eHHs pUCKaMH — 3IHJIEMHUOJIOTHUS
MOKA3aHUM MO LEJIEBBIM MOMYIISALHUSM.

ONHUIeMHOIOTHs TOKA3aHUI SBIISIETCS MPEIMETOM ONMCAHUS U OLIEHKU
B JaHHOM Mojayie. OmnucaHue JTOJKHO BKIIIOYaTh B CE0Sl OLIEHKY YPOBHSA
3200JIeBA€MOCTH, PAaCIPOCTPAHEHHOCTH, CMEPTHOCTH, JIaHHbIE MO HCXOJaM
OpU OTCYTCTBHM JICUEHHUS LEJIEBOM NOMYJSIMU, PACHPOCTPAHEHHBIX B
LEJEeBOM  MOMYJSUUU  COMYTCTBYIOUIMX 3a00JieBaHUM, JOJKHO OBITh
MPEACTABICHO CO CTpaTu(dUKAIKME MO BO3paCTy, MOy U PacoBOMYy M (KJIN)
THUYECKOMY MPOUCXOXKJCHHUIO B Cllydae, €ClIM yKa3aHHbIE MOMYISILIMOHHbIE
ACTEKThl XapaKTEPUCTUKH SIBISIIOTCA 3HAYMMBIMU JJIsI OEHKU 0€30MacHOCTH
U YHOpPAaBJICHUS pUCKaMU. Pa3znuuus B MHMIEMHOJIOTHMU B Pa3HBIX PErMOHAX
TaK)Xe JIOJDKHBI IOABEPraTbCs OLICHKE W OIMCAHMIO (B CiIy4yae €Cld s
AMUAEMHUOJIOTMN XapaKTepHbl PErMOHANIbHbIE paznuuusi). B ciayuyae Hanuuus
OTJIMYMM XApaKTEPUCTUKU SIUJIEMHOJIOTUM T[OKa3aHUW Ha TEPPUTOPUHU
rocyIapcTB-4ICHOB ONMKCAHUE JAHHBIX OTIMYUN MOXKET OBbITh MPEICTABICHO
B YACTH NPWIOKEHUs 9 IulaHa ynpaBi€HUS PUCKAMU B COOTBETCTBUH C
TpeOoBaHUsAMU K (popMaTy U CTPYKType MpEACTaBIIeMbIX NaHHbIX. Clemayer

TaKKe MpeaocTaBuTh HHPopManuio o (dakTopax pucka 3aboJeBaHUA U
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OCHOBHBIX CYIIECTBYIOIIMX MOJAXOAAaX K JICUCHHIO. B MOAylb BKJIIOYAETCS
uHoOpMaIUsi O HEXKeIaTeNbHbIX SBICHUSIX, KOTOpBbIE OXHUAAIOTCS (MpU
OTCYTCTBHM JICUEHMS]) Yy IL€JEBOM MOMYyJALMH, BKJIOYAs YacToTy U
XapaKTEepPUCTUKY HEXeNaTelbHbIX SBJICHUW. JlaHHBIE, NpeICcTaBisieMble B
paszene, IOJUKHBI CIIOCOOCTBOBaTh IMPOTHO3UPOBAHWIO W HHTEpIIpETAlUU
NOTCHIIMAIBHBIX ~ CUTHAJIOB, a TaKXke ONpEelNeJICHUI0  HalpaBiIeHUMN
MUHUMM3AMU PUCKOB. MHdopmaiuss B pasnene NODKHA OBbITh KPaTKOM,
JIOCTOBEPHOM U HE JOJKHA COAEPKATh AMEMEHTHI PEKJIAMHOIO XapaKTepa.

6.2.5.2.2. Moayne CII nnana ymnpaBiieHUs pUCKaMU — JIOKJIMHUYECKAs
4acTb.

JlaHHBIIT MOXYJIb JOJDKEH COIEpXkKaTb pPE3IOME BaXXKHBIX JIaHHBIX,
NOJIyYCHHBIX B pE3yJIbTAaTe IPOBEACHUS JOKIMHUYECKUX HCCIECIOBAaHUMI
0€30MacHOCTH, HaITpUMEp:

UCCJIEIOBaHUSI TOKCHUYHOCTU (KJIFOYEBBIE JIaHHBIE O TOKCUYHOCTH,
IIOJIy4YEHHBIE B XOJ€ MWCCIEAOBAaHUM, HAPUMEpP, OCTPOM U XPOHUYECKOU
TOKCUYHOCTH,  PENPOIYKTUBHOM  TOKCHUYHOCTH, HSMOPHUOTOKCUYHOCTH,
TE€pPaTOreHHOCTH, HE(POTOKCUUHOCTH, renaroTOKCUYHOCTH,
T€HOTOKCUYHOCTH, KAHIEPOTEHHOCTH);

JaHHbIE 00 HcCCleNoBaHUSAX (HAPMAKOJIOTUYECKON 0Oe30MmacHOCTH
(HampuMep, BIMSHUE Ha CEpPACYHO-COCYAUCTYIO CHCTEMY, BKJIOYast
yuinHenue QT-uHTepBaia, HEpBHYIO CUCTEMY U T. 11.);

JAHHBIE O PEAKLUAX B3aUMOIECHCTBHUS JIEKAPCTBEHHOTO MPEIapara;

UHBIE TaHHbIE O TOKCUYHOCTH.

B w™Momyne gpomkHa comepkarbcsi HMHGOpPMAIMS O  3HAYUMBIX
TOKCUYECKHX CBOMCTBAX M aKTyaJlbHOCTH BBIBOAOB MPU HCIIOJIB30BAaHUU Ha
JTOASIX. 3HAYUMOCTh JAHHBIX OMNpPENEseTcs MPUMEHUTEIBbHO K CBOMCTBaM
JIEKapCTBEHHOI'O IIpernapara, OCOOEHHOCTSAM II€JIEBOM IMONYJISLUUNA U OIBITY

MPUMEHEHUSI TIOAOOHBIX COCAMHEHUN WM TIOAXOAOB K TEpanuu IIpu
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NPUMEHEHUU JIEKapCTBEHHBIX MpernapaTtoB ToW ke rpymnmbl. Heobxomumo
OTpa3UTh  YCTAHOBJIEHHbIE  3HAYMMbIC€  HAMpPABICHUS  TOKCUYECKOIO
BO3JEHCTBHS (MO LIEJIEBBIM CHCTEMaM U OpraHaM) U 0OOCHOBaHHYIO OIIEHKY
3HAYMMOCTH TTOJIYYEHHBIX JAHHBIX IO TOKCHUYHOCTH JUIsl desoBeka. [lommmo
ATOTO, JTOJDKHBI OOCYKIAaThCsl aCMIEKTHl Ka4yecTBa, B CIydae €CJIM OHU MOTYT
3HAYMMO OTpPa3uThcs Ha npoduiie 0€30MaCHOCTH JEKAPCTBEHHOTO Ipernapara
(B yacTHOCTH, BakHas HWHQOpMamus 00 aKTUBHOM BEIIECTBE WM €ro
MpUMECSX, HaIpUMep, TEHOTOKCHUYECKUX TpHUMecsx). Ecinu jgexapcTBEeHHBIN
mpenapar TpeaHa3HaueH Id TNPUMEHEHHUS >KCHIIWHAMH JeTOPOIHOTO
BO3pacTa, B JIOKYMEHTE JOJDKHBI OBITh TNPHUBEACHBI JaHHBIE O
PENpPOAYKTUBHOM TOKCUYHOCTH M BJIMSHUM HAa Pa3BUTHUE IUIOAQ, a TaKXKe
O TOCIEACTBUAX HCIIONb30BAHUS JIEKAPCTBEHHOIO TMpernapara y JaHHOU
Ipynnbsl TalMeHToB. B ciywae ecim JOKIMHWYECKHWE (HEKIMHUYECKHE)
JaHHble 1O OE€30MacCHOCTHM MOTYT MPEACTaBIATH COO0OM  BaKHBIN
MOTCHUMAJbHBIA PUCK IS LIEJIEBOM MOMYJISLMH, COOTBETCTBYIOLIUN PUCK
TOJDKEH OBITh BKJIIOYEH Kak IpooOiiema 1mo Oe3omacHoctn B momynb CVIII
cnerupukanuu mo 0e30macHOCTH. B OTHOIIEHWHM BBISBICHHBIX B XOJ€
JOKJTUHUYCCKUX (HEKJIMHUYCCKUX) HMCCIECIOBAHUN aCIEKTOB TOKCHYECKOTO
BO3JICHCTBHSI, KOTOpPBIE OIICHEHbl KaK HE HWMCIOIINE 3HAYMMOCTH IIPHU
NPUMEHEHNHW Yy YeJIOBEeKa, JODKHO OBITh IPHUBEIACHO COOTBETCTBYIOIIEE
00OCHOBaHME pE3YJIBTAaTOB BBHITIOJIHEHHOW OIEHKM W He Tpebyercs
BKJIFOUCHHUE B KauecTBe mpobiieM o 6e3onacHocty B pasaenst CVII u CVIII.

B cnydae, ecnu mo pesyiabTaraMm JOKIMHUYECKUX (HEKJIMHUYECKUX)
WIM  KIWHAYECKUX  HCCIEAOBAaHWN  ONpenensercss  HEeOOXOAMMOCTh
BBITIOJIHCHHUSI ~ JOTIOJHUTEIBHBIX  JOKIMHUYCCKHX  (HEKIMHUYCCKHX)
WCCJICMOBAaHUM C BKJIIOYECHHWEM JIAHHBIX HCCICAOBAaHWUKW B IJIAH IO
dbapmakoHam30opy, B pasgen BKIOUaeTcs KpaTkas wHpoOpMamus ¢

000CHOBaHHMEM W YKa3aHHUEM 3aIUIAHUPOBAHHBIX MEPOIIPHUATHH.
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3aKIIOUYUTENIbHBIE BBIBOJBI 10 JAHHOMY paslelny JAODKHBI ObITh
commacoBaHbl ¢ coxepxkanueM Moxyiass CVII, u Bce ycTaHOBIEHHbIE
po0seMbl 0€30MTaCHOCTH JIOJIKHBI ObITh OTpakeHbl B Moaysie CVIII.

ConepkaHrue HacCTOSLIErO paszzesia JOJKHO OLICHUBAThCsl C TOYKHU
3pEHUs COOTBETCTBUSI OOHOBIISIEMOMY YpPOBHIO 3HAHUW IO JIEKAPCTBEHHOMY
npenapary Ha OPOTSHKEHUHM KU3HEHHOIO IUKJIA JIEKApCTBEHHOTO Mpemnapara.
Ha mocTpeructpaliimioHHOM 3Tarie JaHHBIN pa3ziell MOAJMEKUT OOHOBICHUIO B
clly4yae, KOra Ha OCHOBAaHMM IOJTYYEHHBIX HOBBIX JAHHBIX JOKIMHUYECKHUX
(HEKJIMHUYECKUX) HCCIeOBaHUN TpeOyeTcsi BHECEHHE UW3MEHEHUH B
nepeyeHbr  npobiem  Oe3omacHoctH. [IpoGnembl 1o  ©€30macHOCTH,
BBISIBJICHHBIE HAa OCHOBE JIaHHBIX JIOKIIMHMUYECKUX (HEKIMHUYECKHX)
UCCJIEIOBAaHUM, KOTOpPBIE MO MPOUIECTBHUM BPEMEHH HE OLIEHUBAIOTCS Kak
aKkTyaJibHble, JTMOO HE ObUIM MOATBEPKJEHBI MO Pe3ylbraraM MOIYyYEHUS
JOCTaTOYHOTO M COOTBETCTBYIOLLETO  ONbITa  NPUMEHEHUs  Ha
NOCTPErUCTPALIMOHHOM 3Tane Wiu c()OpMUPOBAHHOM JOKa3aTeNbHOU Oas3bl,
MOTYT OBbITh UCKJIFOUEHBI U3 MepedHs Mpo0iIeM 1o 6e30MacHOCTH.

6.2.5.2.3. Moayne CIII miana ynpaBieHUsT PUCKaMU — BO3JCUCTBUE
JIEKapCTBEHHOTI'O MIpenapara B X0J€ KIMHUYECKUX HCCIIEOBAaHUM.

B Mopgyne ¢ 1enpio BBIMNOJHEHUS OLEHKH OrPAHUYEHHN MaHHBIX IO
0€30MacHOCTH, MOJYYEHHBIX MPU MPOBEICHUU MCCIEIOBAaHUN C ydacTHEM
YeJIoBeKa, JIOJKHBI ObITh TPEACTABICHBI JaHHBbIE O MAlMEHTaX, KOTOPbIE
ObUTM BKJIIOYEHbl B KJIMHHUYECKHE UCCIENOBaHMs (Ha KakuX Trpynmnax
NAlMEHTOB M3yyalicd JIEKapCTBEHHBIM mpemnapar). J(aHHble NOMKHBI OBITh
npencTaBieHsl B (opmare, ynoOHOM Juisl aHanu3a, Hampumep, B Qgopme
Tabmui, wiau rpadukoB. JlaHHBIE MO KIMHUYECKUM HCCIEIOBAaHUSM
OPEACTABISIIOTCS 10 MOMEHT IE€PBUYHOM TNOJAa4YM IUIAaHA YIPaBJICHUS
pUCKaMM WM TPU CYLIECTBEHHBIX M3MEHEHMSX paslieJa B CBA3H C

OOHOBJIEHUEM JaHHBIX IIO0 OIICHKE BOBI[CﬁCTBHH B XOA€ KIIMHHUYCCKHX
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UCCIICJIOBaHWA  (HampuMep, 10 HOBBIM Toka3aHusiM). CopepxaHue
HACTOSIIIETO pa3jiena JOHKHO OIEHUBATHCS C TOUKH 3PCHHS COOTBETCTBUS HA
MPOTSHKEHUW KU3HEHHOTO IIMKJIa JICKAPCTBEHHOTO TIpermapara, B CiIydae
OTCYTCTBHsI HOBBIX 3HAYMMBIX JaHHBIX IO BO3JCHCTBHUIO JICKAPCTBEHHOTO
mpenapara B XOA€ KIMHUYECKMX HWCCIEAOBaHUN OOHOBJIEHHWE JTaHHOTO
pasnena He TpeOyercsl.

O0beM wmccinenyeMol TOMYJISIUKM JOJDKEH OBITh MOAPOOHO OIHMCAaH C
yKa3aHUEM JaHHBIX O KOJWYECTBE IMMAIIMCHTOB W, €CJIH TMPUMEHHMO,
BPEMEHHOTO TTPOMEKYTKa (B BUIE «IMAITUEHTO-JIET», IAIUCHTO-MECSIIEB),
B TEUEHHE KOTOPOTO MAIMECHTHI MOABEPTAINCH BO3ACHCTBUIO JIEKAPCTBEHHOTO
npenapara. JlaHHble MO TOMYJSIUSAM, BKIIOYEHHBIM B KIMHUYECKHE
UCCJICIOBAHUSI, TAaKXe JIOJDKHBI  OBITh  MPEACTABICHBI C  Y4ETOM
crparudukanun. CrpaTuduKaus MMOMYIAIHOHHBIX TMOATPYIIT B TaKHX
Cilyyasx, KaK MpaBWio, BKIIOYAET B CEOS:

BO3pacT U TOJ;

MOKa3aHMUS;

TIO3UPOBKY;

cTparuuKanus MO HWHBIM KPUTEPUSIM MOXKET OBITh IpPHBEICHA B

cllydae 3HAYMMOCTH JUIsl TUTAHUPOBAHMS CHUCTEMBI YIPABIICHUS PHUCKaMHU
(HampuMep, pacoBOE MPOUCXOKICHHUE).

B cnydae HeoOxommMocTu JOJDKHA OBITH MpeAcTaBiieHa WH(opMaIus
00 W3y4YeHUW BO3JACHCTBUS HA OTACIbHBIC TMOMYISIMOHHBIE TPYIIIbI
(OepeMeHHBIE SKCHIIMHBI, KOPMSIINE MaTepH, MAIlUEHThl C IMOYCUYHOMN
HEIOCTaTOYHOCTBIO, IIEUYEHOYHONW  HEIOCTAaTOYHOCTHIO,  HApYIICHHUSIMHU
CEPJICIHO-COCYTUCTOM CUCTEMBI, MO PYIIIBI HaceJICHUS C
COOTBETCTBYIOIIUM TE€HETHYECKUM ToduMopdu3mMom). Takxke HOmKHA OBITh
yKa3aHa CTENeHb TSHKECTH HapymieHus (QYHKIWA TI0Y€K, ICUYCHH WU

CEPIIEIHO-COCYUCTON CHCTEMBI, & TAK)KE TEHETUYECKOTO TTOTUMOPPHU3MA).
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[Ipu npencraBieHUH HTAHHBIX O BO3pacTe JIOJDKHBI OBITH BBHIOpaHBI
KaTeropuu, KOTOpbIe UMEIOT OTHOILICHUE K IIeJIEBON MOMysiuu. JlaHHbIEe 1O
NEUATPUYECKUM U TOXKHUJIBIM MalMeHTaM JOJIKHBI ObITh pa3/IClICHbl B
COOTBETCTBUU C TMPHUHATHIMU BO3PACTHBIMU KATETOPUSIMU (HANPUMED, IO
Kareropusim 65 — 74 nmer, 75 — 84 ner m crapme 85 neT WIS MOXKUIIBIX
nanueHToB). MToroBble pe3ynbTaThl TOJDKHBI TMPEACTABIATHCS B KOHIE
KaXKJ0¥ TabIUIbI WK JUarpaMmbl (10 Mepe HEOOXOUMOCTH).

3a UCKJIIOYEHUEM CITy4YaeB, KOTJa 3TO SIBISETCS HEOOXOUMBIM, JJAHHbBIE
M0 KJIMHUYECKHUM HCCIIECTOBAHUSIM JIOJKHBI MPEJICTABIATHCS B 0000IIEHHOM
dbopme, He IO OT/IEJIbHBIM KIIMHUYECKUM UCCIIEA0BAaHUAM, C CYMMUPOBaHUEM
nokasarenei mo rpadam u pasnenam (eciu 3To 000CHOBaHO). B ciyyae ecnu
OJHA W Ta € TpyINa MalHeHTOB ObUla BKJIIOYEHA B 0ojiee YeM OJHO
UCCle0OBaHuEe (HAampuMep, MPOJIODKEHUE OTKPHITOTO HAOMIONECHUS IOCIIe
OKOHYAHMSI KJIMHUYECKOTO HUCCIEAOBAHUSI), OHA BKJIIOYAETCS B TAOJMILy IO
IpyIIie BO3pacTa, 1Mojia U pachl OJIMH pa3. B cinydae ecnu mexay TadiauiaMu
BO3HHMKAET HECOOTBETCTBHE IO YWCIY TMAlUEHTOB, ODKHBI OBITH JTaHbBI
COOTBETCTBYIOIIHNE PA3bsICHEHHUSI.

Ecnu mman  ynpaBieHus puUCKaMHM — TPEJACTABISIETCS BMECTE €
3asBJICHUEM Ha BHECEHHUE HOBOTO TIOKa3aHWs, HOBOW (papmarieBTUUYECKOM
dbopmbl Uau crnocoba BBENECHUS, OTACIBLHO B Hadajie JAHHOTO MOIYJS U B
CBOJIHBIX TaOJMIIaX OJDKHBI OBITh TPEACTABICHBI JaHHBIE BHOCHMOIO
WU3MEHEHHS.

6.2.5.2.4. Monyns CIV maHa ynpaBi€HUs pUCKaMU — MOMYJISALINU, HE
W3Y4YEHHBIC B XOJI¢ KIIMHUYECKUX UCCIEIOBAHUMN.

JlanHbI MOIynb crienu@uKauu 1Mo 0e30MacHOCTU MpeIHa3HAYeH IS
OMMCaHMsI  MOMYJSLMKM, KOTOPhIE  pacCMaTpPUBAIOTCA B  KOHTEKCTE
oTCcyTCTByIolel wuH(popmanmu. B  maaHOM Momyne momkHA — OBITh

npeacraBjiICcHa I/IH(l)OpMaLII/I}I O TOM, KaKHC 0COOBIE IOAIPYIIIIbI IMAIIKMCHTOB
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LEJEBbIX MOMYISNUNA HE ObUIM HU3yYeHbl WM ObUIM HW3y4YEHbl JIMIIb B
OTPAaHUYECHHOM CTENEHU B MpEaesax TIPyNI MAlUEHTOB, BKIIOYEHHBIX B
KJIIMHAYECKUE  ucciaefoBaHus  (Hampumep, OepeMEHHble  KEHIIUHBI,
JKEHIIMHBI, KOPMSAILIME TIPYAbIO, IEIAATPUYECKAs TMOIMYISIOUS, ITOKHUIIbIE
MAIWEHTHI, MAIUEHTHl C [OYEYHOM HENOCTAaTOYHOCTBIO, HAPYLICHUSMHU
(YHKIMM TE€YEHU WM HAPYLIEHUSMU CEPIEYHO-COCYIUCTOU IESATEIBHOCTH,
NOMYJIALIMA C COOTBETCTBYIOIIMMHM T€HETUYECKHMMH MOJUMOp(U3Mamu,
MALIMEHTBl ¢ HMMMYHOCYNPECCUEH U IMONYIALMH pPa3IMYHON ITHUYECKOU
NPUHAJICKHOCTH, MALMEHTHI, CTENEHb TSKECTH 3a00JIeBaHUSI KOTOPBIX
OTJIMYAETCSI OT U3YYEHHOM B XO/I€ KIIMHUYECKUX HCcienoBaHuil). B cinydasx,
KOrZla 3TO MPUMEHUMO, CJIENyeT YKas3aTb CTENEHb HapylleHUs (QyHKIUU
IIOYEK, IIEYECHU WIIA CEPIACYHO-COCYAUCTOU ACATEIBHOCTH NOMYIALMOHHOU
NOJCPYIIIbI, @ TAK)KE THUI T€HETUYECKOro MOJUMOP(PHU3MA, COCTABISIOIIMX
0o0NacTb OrpaHUYEHHUS] HM3YyYECHHUS] B XOJ€ KIMHUYECKUX HCCIEIOBaHUM.
OrpaHuyeHUs] KIMHUYECKUX  MCCIEOBAaHUW  Takke JOJDKHBI  OBITh
IIPEACTABICHBl C TOYKM 3PECHMS PEICBAHTHOCTHM KPUTEPUEB BKIIOUYECHUS H
HEBKJIIOYEHHsI B OTHOIICHUM LEJEBBIX IIONYJSANMN, a TAKXKE pas3IMdni,
KOTOPBIE MOTYT BO3HUKHYTHh B 3aBUCUMOCTH OT MapaMeTPOB UCCIECAOBAHUN
(Hanmpumep, OOJIBHUYHAS WJIM 0OIlasi MpakThka). BbIBOIBI O BO3MOXHOCTH
POTHO3UPOBAHUS OE30MaCHOCTH JJis ILEJNEBBIX MNOMYJSIUN  JIOJKHBI
OCHOBBIBATHCS Ha TOYHON M MOAPOOHON OIIEHKE OTrpaHWYECHUH WMEIOIIUXCS
JaHHBIX KJIMHUYECKUX MCCIEAO0BAaHUN JUOO0 MX OTCYTCTBHM ISl KaKUX-JTHMOO
MOATPYTII.

B cnydae ecnm mpeanonaraeTcs NOCTPETMCTPALIMOHHOE MPUMEHEHUE
JIEKapCTBEHHOTO TMpenapara y nonyJssiiuid, KOTOpble He ObUIM U3y4YEHBbI B XO/1€
KJIMHUYECKUX MCCIENOBAaHUM, U UCXOMAS U3 HAyYHO-OOOCHOBAaHHBIX JaHHBIX
MOJI03pEBAETCS OTIMUKE POt 6E30MACHOCTH Y TaHHBIX MOMYISAIUOHHBIX

Tpynn OT IEJIEBOM TOMYJISIMU, BMECT€ C TeM JOCTYNMHOW HHQOpMaIuu
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HEJAOCTaTOYHO JUIsl OMPEIEJICHUS] TOTO, MOXKET JIM MOA00HOE MPUMEHEHUE
npernapara CoCTaBlIATh MPOOJIeMy MO O€30MaCHOCTU, TPUMEHEHUE Y JaHHBIX
HEU3YYEHHBIX MNOMYISUMN AOHKHO OBITh BKIIOYEHO B IUIAaH YIPaBICHUS
pUCKaMH KaK OTCYTCTBYMoIIas nHpopmanud. [lonmynsuuu, UCKIIOUEHHbIE U3
OporpaMMbl  KJIMHUYECKOM  pa3palOTKH, TMOIJIeKaT  BKJIOYEHHIO B
OTCYTCTBYIOLIYI0 HH(OpMAIMIO B TOM Clydae, €ClIHd JIEKApCTBEHHBIX
mpenapar Ha3HadaeTcs MallMeHTaM JaHHBIX TPYNI B COOTBETCTBUU C
YTBEPKICHHBIMU M TPENJaraéMbIMU I[OKa3aHUSIMU K TPUMEHEHUIO, U
IPUMEHEHNE JIEKAPCTBEHHOTO Mpernapara B TaKUX MOMYJISLIUAX MOXET ObITh
CBSI3aHO C KJIIMHMYECKU 3HAUMMbIMU puckaMu. [Ipu ompenenenuun paznuyuit
MEXAY IEJEBBIMH MOMYSIUAME U MOMYJSIUSIMHI, KOTOPHIE ObIIIN BKIIOUEHBI
B KJIMHUYECKOE HCCIENOBAaHUE, CIEAYEeT OTMETHThb, YTO OIPEIACICHHbBIC
pas3nuyusi MOTYT BO3HUKHYTH B CBSI3U C Pa3/IMYMSMH B MECTE MPOBEIACHUS
uccieaoBaHusl (Hanmpumep, OOJbHUYHAS UM 00IIasl MPaKTHUKa), a HE B CBS3U
C OMNPENECICHHbIMU KPUTEPHUSMU BKJIOUEHUS WM HEBKIOUEeHMs. B ciydae,
€CIM IMpeJIaraeTcsd OTHECTH JaHHbIE MONYISUUH K OTCYTCTBYHOLIEH
uHdopmaruu, B Monyiab CIV mimaHa ympaBieHHS PHCKaMH JTOJDKHO OBITH
BKJIFOUEHO 0OOCHOBAHHE M0 COOTBETCTBYIOIIEH CYyONOMyIISIIINU.

B cinywyae Hamuuus [aHHBIX, NOJITBEPXKAAIOLUIMX HAJIWYUE pHUCKA
HEXEJIAaTEIbHbIX KIMHUYECKUX HCXOJIOB NMPU MPUMEHEHUU JIEKapCTBEHHOIO
npenapara B TOMYJSIIUSAX, KOTOPbIe HE OBUIM BKIIOYEHBI B KIMHUYECKHE
WCCJICIOBAaHUsI, JAHHBIA DPHUCK JOJKEH OBITh BKJIIOYEH B YHCIO Ba)XKHBIX
(MOTEHIMAJIbHBIX ) PUCKOB.

6.2.52.5.Monyne CV  muana  ynpaBi€HUsS  pUCKaMHM  —
MOCTPErUCTPALIMOHHBINA OTIBIT IPUMEHEHHUSI.

B nmaHHOM paszgene MPEACTAaBISIOTCS JIOCTyIHBIE JIaHHBIE IIO
pe3ynbraraM MOCTPETHCTPAIMOHHOIO MPUMEHEHHS] HAa TEPPUTOPUU CTpPaH,

IJI€ JaHHBIA JIEKAPCTBEHHBIN Mpernapar 3apeructpupoBaH. MuHdopmanus B
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paszerne J0JbKHa OBITh MpenocTaBieHa B ¢popMe 0030pa OINbITa MPUMEHESHHS
Ha MOCTPETUCTPAITMOHHOM JTare, KOTOPbIH MOXKET OBITh IOJIE3CH IS IIeJICH
MJIAHUPOBAHMS yHIpaBieHUs pUcKaMu. J[aHHBIE, Mpe/ICTaBIsIEMbIe B pa3iele,
HE JIOJDKHBI TyOIMpoBaTh MH(OOPMALIMIO U3 MEPUOAUYECKOTO OOHOBIISIEMOTO
OoTYeTa 1Mo OS30IMaCHOCTH.

B pasnen nomkHa ObITh BKIIFOUeHA UHGOPMAIIKS, OTPaKAIOIIAs OI[CHKY
MPUMEHEHUSI JICKAPCTBEHHOTO TMpernapara Ha TMPaKTUKE U aCMEKThI
NPUMEHEHUST B COOTBETCTBUM U HE B COOTBETCTBUU C  OOIIEH
XapaKTEPUCTUKON JIEKAPCTBEHHOIO Mpernapara, B TOM YUCle B cliydae, Koraa
ATO SIBJISIETCSI HEOOXOMUMBIM JJia uaeHTuduKauuu puckoB B moayie CVII,
OIICHKY ITPUMEHEHHUS B 0COOBIX MOMYJIAMUAX, YKa3aHHbIX B Moayie CIV.

B pasmene nmomkHBI OBITH MpeNCTaBICHBI OOOOIICHHBIC IJAaHHBIC O
NPUMEHEHUN JIGKAPCTBEHHOTO TIpernapara B TPEThbUX CTpPaHaxX 1o
MOKa3aHUsIM, HE OJO0OPEHHBIM Ha TEPPUTOPUU TOCYIAAPCTB-UYICHOB, €CIIH
INIPUMEHUMO M AaKTyaJlbHO B KOHTekcTe pazzena CVII, a Takxke crenyer
OIICHUTh BJIMSIHUE JAHHBIX AaclleKTOB Ha MNPUMEHEHHE B TOCYIapCTBaxX-
YJICHAX.

6.2.5.2.6. Monynb CVI IJIaHa yIpaBJIEHUS pUCKaMu —
JIOTIOJIHUTENIbHBIE TPEOOBaHU K criennu(prKaIuy 1Mo 0€30MacHOCTH.

B paznene nomkHa OBITH TpEACTaBlIeHA OIEHKA MOTEHIIMANIAa pPHUCKa
HEMPaBUJIBHOTO TPUMEHEHHUS JIEKapCTBEHHOIO TMpernapara B HE3aKOHHBIX
LHeJIsIX M, €CJIM TPUMEHUMO, TPEI0KEHbI MEpbl MHHHUMHU3AIUM PHUCKA,
HallpuMep, YMEHBIIEHUE pa3Mepa yHaKOBKH, BBEJIECHHUE IPOTPAMMBI
KOHTPOJIUPYEMOTO JOCTyMa, 0COObIe TPEOOBAHHUS K BBIMKUCKE JIEKAPCTBEHHOTO
CpeACTBa.

6.2.5.2.7. Moayib CVII TJIaHa YIIPaBJICHUS PUCKaMH.

«nerTrdunpoBaHHbIC ¥ TOTEHIIUATBHBIC PUCKU.



161

JlaHHBIN MOAYJIb TUIAHA YIIPABJIECHUS PUCKAMU COAEPKHUT MH(OPMALIUIO
O B@XHBIX WACHTUQUIMPOBAHHBIX U MOTEHUUAIbHBIX pHUCKaX, W
OTCYTCTBYIOILYIO0 UHGOPMAIUIO (TIPOOIEMBbI IO 0€30MTaCHOCTH).

B oTHomieHuM creayronmMx acmnekToB npoduis  0e30MacHOCTH
TpeOyeTCsl BBINIOJIHEHHE OCO0O0 OLIEHKHM NPUMEHUTEIBHO K OIPEACICHUIO
PHUCKOB JIEKQpCTBEHHOT'O Ipernapara, ¢ MPeICTaBICHUEM JaHHOW OLEHKH B
paszelne B ciyyae, eclid JaHHbIA PUCK YCTaHABIMBAETCA:

MOTEHIMATIBHBIM PUCK MEPENO3UPOBKHU, KaK MPEIHAMEPEHHOW, TaK U
CIIy4allHOW, HANpuMep, B TeX Ciydasx, KOIZa JIEKapCTBEHHBIM Mpernapar
XapaKTepu3yeTcs y3KUM TEpANeBTUUECKUM MHTEPBAJIOM WUJIM MOKET BbI3BAaTh
BBIDQKEHHBIE  JO303aBUCHMBIE  TOKCHYECKHME  peakuun U (WIH)
XapaKTEPU3yeTCsl BBICOKMM PHCKOM IIPEIHAMEPEHHOW MEPENO3UPOBKHU Y
LEeJEeBO Mmomyaauuu (HarpuMmep, npu aenpeccuu). B Tex ciydasx, xorna
cllydyau  TEpEelO3UPOBKM €  HEONAronpusiTHBIMM  JUIA  [alleHTa
NOCJHEICTBUSAMU OBbUIM BBISIBICHBI B XO/A€ KIMHUYECKUX MCCIIEIOBaHUM,
JOJHKHO OBITh CHIENAHO COOTBETCTBYIOIIEE yKa3aHWE B OMHUCAHUU PHUCKA, H,
€cIi HEOOXOAMMO, Ba)KHbI€ PHUCKU BCIEACTBUE NEPEIO3UPOBKHU JOJKHBI
ObITh BKJIFOUEHBI B KayecTBe MpobseM mo OezonmacHoctu B moayias CVIII
cnenuduKanuu no 0e30NacHOCTU C MPEMJIOKEHUEM COOTBETCTBYIOLIUX MEp
MUHHUMM3ALMN PUCKA B YaCTU V IJIaHa YNPaBIECHUS PUCKAMMU;

MOTEHI[MAJIbHBIE PHUCKH, BO3HUKAIOIIME B pE3ylbTrare OMIUOOK
IPUMEHEHUS JIEKapCTBEHHOI'O npenapara, ONPENEIAIOTCS KaK
HEeMpeIHAMEPEHHAs OlIMOKa B MPOIECCe JIEKaPCTBEHHOM Tepanuu, KOTopas
HAHOCUT WJM MOXET HaHEeCTHW Bpe] MauueHty. B ciydyae ecnu B Xxojae
KJIMHAYECKUX HCCIIEOBAaHUM Ha dTamne pa3pabOTKU JEKapCTBEHHOIO
npenapara ObUIM BBISIBJIEHBI OIIMOKM IMPUMEHEHHMs, KOTOpPbIE HPHUBEIN K
BaXHBIM pPHUCKAM, B pas3ielie NpPeICTaBISIETCS HHQPOpMalMs IO JTaHHBIM

OIIMOKaM IIPUMCHCHHUs, BKIIIOYaAsd IMOTCHIHUAJIBHYIO IIPUYHMHY W BO3MOKHBLIC
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crocoObl UX ycTpaHeHus. Eciaum mpuMeHHMoO, cieayeT yKa3aThb Kak 3TH
JaHHBIE OBUIM YUYTEHBI MPU OKOHYATENIbHOM pa3padOTKe rOTOBOTO Ipemnapara.
OueHka, TPEACTABICHUE B IUJIAHE YIPABICHUS PUCKAMHU W MOCIEAYIOIIas
opraHu3anusi paboThl ¢ ONIMOKAMU MPUMEHEHHS JOJ)KHA OCHOBBIBAThCA Ha
PEKOMEHIALMAX [0 HAWIEKAIIUM TOAXOAaM K MHUHHMHU3ALUMM PHUCKA U
IPENOTBPAIICHUIO OMIMOOK MPUMEHEHHUs JIEKapCTBEHHOTO IIpernapara,
yTtBepxkaacMbix Komuccuen. Ilpu BbISBIEHMM HA IOCTPETHCTPALMOHHOM
JTare  BaXHbIX  PHUCKOB, CBA3AHHBIX C  OIIMOKaMH  MPUMEHEHUS
JIEKApCTBEHHOI'O TMpernapara, B OOHOBICHMM IJIaHA YIPABJICHUS PUCKAMHU
JIOJ>KHA MPENICTABISITECS OLIEHKA PUCKA U MIPEJIaraTbCsi MEPbl MUHUMU3ALUN
OIIMOOK MPUMEHEHUS,;

MOTEHIMANBHBIA PUCK Mepeadud MHGEKIIMOHHBIX areéHTOB, CBSI3aHHBIN
C XapakTepoM MPOU3BOACTBEHHOIO IMpOIecca WIM  HCHOJIb3yEMbIMHU
MarepuagaMy. B OTHOIIIEHNHU KUBBIX aTTEHYUPOBAHHBIX BaKIIMH HEOOXOAUMO
paccMOTpeTh  JII0OOOM  TOTEHIUAIbHBIM  PUCK  MEpelayd  >KUBOTO
MYTHPOBABIIETO BaKIMHHOIO BHUPYCa, a TAKXE MNOTCHUHAIbHBIA PHUCK
WHOUIIMPOBAHUS MAITUEHTOB C OCIA0JICHHBIM UMMYHUTETOM TIPH KOHTAKTE C
BAKI[MHOM, KOTOPBIM MOKET OLIEHUBATHCS KAK BaKHBIM MOTEHI[UAJIBHBIN PUCK;

MOTEHIIUAJIBHBIM PUCK MPUMEHEHHUS HE B COOTBETCTBUHU C OOIIEH
XapakTEepUCTUKON  JICKAPCTBEHHOTO  Ipemapara B Ciydasix, KoOIJa
mpenanoiaraeTcss paziuuue mpoOigemM  0e30MacHOCTH  MEXAY —IeJIeBOM
MOMYJISIUAN U TOMYJISIUUEN, KOTOPOM JIEKAPCTBEHHBIN Mpenapar Ha3HAYaeTCs
HE B COOTBETCTBUHU C OOIIEH XapaKTepUCTUKOM JIEKAPCTBEHHOIO Mpernapara.
[ToTeHManbHbIE PUCKHU, BO3HUKAIOIIME MPU MPUMEHECHUU JIEKAPCTBEHHOTO
npernapara He B COOTBETCTBUHU C OOIIEH XapaKTEPUCTUKOM JIEKaPCTBEHHOTO
npernapara JI0JKHbI pacCMarpuBaThCA Ui BKIIFOUCHUS! B CHIEHU(PUKALIUIO 1O

0Ce30ITaCHOCTH;
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B OTHOILIIEHUM BAXKHBIX HUIACHTU(OUIMPOBAHHBIX WM MOTEHUIUAIBHBIX
PHCKOB, SBIISIIOIIUXCSA (DApMaKOJOTHYECKUMHU KJIACCOBBIMU A Pekramu B
cllydae, €Clu JaHHble PHUCKA HE OIICHUBAIOTCS KaK BaXKHBbIC IS
COOTBETCTBYIOIIETO JICKAPCTBEHHOTO TMperapara, CJenyeT TMpeaoCTaBUTh
JI0Ka3aTeNbCTBa JJ11 000CHOBAHUS BHITIOJTHEHHOW OIICHKU U 3aKIIOYCHHUS;

BaXHBIE  PUCKH, CBsI3aHHbIE C  WACHTU(UIMPOBAHHBIMU U
NOTCHIIMATbHBIMU  (PAPMAKOKMHETUYECKUMH ¢ (papMaKOAMHAMUYECKUMU
B3aMMOJICHCTBUAMH JIEKAPCTBEHHOTO Mpemnapara, JOJDKHBI paccMaTpuBaThCs
C yderoM Cc(hOPMHUPOBAHHBIX IMIOAXOAOB K JICUCHHIO 10 OJOOPEHHBIM
MOKa3aHUsIM, a TaKXe C YYeTOM YacTO HCIOJIb3yeMbIX JIEKapCTBEHHBIX
mpenaparoB B IiefieBor nomynsiui. Heo6xoaumo npeactaBuTh 0000IICHHBIE
JAHHBIE, TOATBEPKAAIOIIUE B3aUMOJCHCTBHE W BO3MOXKHBIH MEXaHU3M
B3aMMOJICHCTBHS, BO3MOXKHBIE PHUCKH IS 370POBbS MAIlMEHTOB IpHU
MPUMEHEHNUU TIO0 PA3JIMYHBIM MOKAa3aHUSIM U Y Pa3HBIX IMOMYJISAIIANA, a TaKKe
IJIaHBl 110 JaJbHEWIIEeH XapaKTEepPUCTHKE W MHUHUMHU3AIMH OIMCAHHBIX
puckoB. BaxkHble pHUCKH, SBISIIONIUMECS pe3yIbTaTOM B3aMMOJCHCTBUS,
JOJDKHBI OBITH BKJIIOYEHBI B TTPOOJIEMBI 110 O€30MMacHOCTH;

pUCKH y OCpeMEHHBIX | KOPMSIIHMX JKCHIIWH (Hampumep,
TEpPaTOreHHbIM PUCK) — MOPSIMOM WM MOCPEICTBOM BO3JAEHCTBUSI CIEPMBbI:
PEKOMEHJAIMKM 110 KOHTpAIENIIMAd MOTYT paccMaTpUBaThCs KaK MeEpPBI
MUHUMH3AIAN PUCKA;

pUCK  BIUAHHS Ha  (QEpPTHWIBHOCTh — CIEAyeT y4YHUTHIBATh
COOTBETCTBYIOIIMNE MEPhl M0 MHUHUMH3AIMN PHCKA, HAPUMEp, PYTUHHOE
WH()OPMUPOBAHUE O PHUCKE W (WJIM) TOTOJHUTEIbHBIE MEphI, HAallPABJICHHBIC
Ha COXpaHeHHE (QEPTHIBHOCTH: KPHUOKOHCEPBAIMS CIIEPMBI Y MY)XUYHWH M
KPHUOKOHCEPBAITUS SMOPHOHOB 1 OOIMTOB Y JKCHIIINH;

PUCKH, CBSI3aHHBIE C YTHIM3AIlMEH WCIOJIB30BAaHHOTO TMpermapara

(HampuMmep, TpaHCIAEpMalbHbIE IUIACTBIPU C OCTAaTOYHBIM  AKTHUBHBIM
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BEIIECTBOM WJIM OCTaro4YHbIe KOJMWYECTBA PAJUOAKTUBHBIX CPEICTB
JMArHOCTHUKH);

PUCKH, CBSI3aHHBIE C TIPOIEAYPOM BBEICHUS JIEKAPCTBEHHOIO
npenapara (HampuMmep, PHUCKH, CBA3aHHBIE C HCIOJIb30BAHMEM W3JIEIUs
MEIUITMHCKOTO HA3HA4YeHHUs, TaKWe KaK HEWCIPABHOCTH, BIHUSAIONIME Ha
BBEJICHHYIO JI03Y);

neAaTpuYecKue actekThl 0€30MacHOCTH, KOTOPhIE pacCMaTpPUBAIOTCS
KaK mpoOJieMa 1o 0e30MmacHOCTH ISl TeIUaTPUUECKON MOIMYIISIIUY.

B ciyyae, eciau gepkareieM PEruCcTPallMOHHOTO YIOCTOBEPEHHS HE
IIPE/ICTAaBIICHA OIICHKA BBINICYKa3aHHBIX PUCKOB M HE CJIeJIaHbl KOMMEHTapUHU
OTHOCUTEIIbHO OOOCHOBAaHHOCTH HCKJIIOUCHMSI JAaHHBIX PUCKOB M3 YHCIA
BQXHBIX HWJICHTU(DUIIMPOBAHHBIX WJIM BAXKHBIX TMOTECHIMAIBHBIX PHUCKOB,
YIOJHOMOYEHHBIN OpraH BIIpaBe cJiejaTh 3alpoc O JOIMOJHEHUH pasjesia
OLICHKOM JTAaHHBIX PUCKOB.

B oTHOmIeHMM TmUTaHAa yOpaBICHWS pPHCKaMHW Ha JIEKapCTBEHHBIE
CpeICTBa COBPEMEHHOW Tepamuu TMpu  pa3padoTke cruerudukaimi
0€30MacHOCTH JTOJDKHBI YUUTHIBATHCS CHelU(DHUECKUe PUCKU, XapaKTEPHbIE
JUTSl MTAaHHOW TPYTITIBI JISKAPCTBEHHBIX MPENaparos.

6.2.5.2.7.1. Mogyne CVII mnnana ynpaeinenusi puckamu. Paznen
«IIpobmeMbl 1O 0€30MacCHOCTH, KOTOpblE OBUIM  YCTAHOBJEHBI ISt
JICKapCTBEHHOTO CpEACTBA, NPH TNEPBUYHOM ToJaue IUIaHA YIPaBICHUS
pUCKaMM.

Hacrosimumii pa3gen 1miaHa ynpaBlIeHHs] PUCKaMH JOJDKEH COJlepKarhb
nepeyeHb IMpoOjemM Oe30MacHOCTH, KOTOpble OBbUIM YCTAHOBJIEHBI ISt
JIEKapCTBEHHOTO CpEJCTBa Ha HTale MEePBUYHOM MOJayd Ha TMOJIy4YeHUe
PETUCTPAIMOHHOTO YIOCTOBEPEHHUs, MO0 Ha MOCTPETHUCTPALMOHHOM 3Tare
(711 3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPENaparoB, KOTOPHIE paHee He

MMEJIM COIVIAaCOBAHHOIO IUIaHA YIpaBJIeHHS puckamu). JlaHHBIA paznen
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dopMupyeTcsi CcomIacHO OM0OpEHHOW TIepBOHAYAIBLHOW BEpPCUM IUIaHA
yIpaBJICHUS PUCKAMH U HE TIOJUIC)KUT TIOCIEAYIOIINM NU3MEHECHUSIM.

6.2.5.2.7.2. Mogyne CVII mnnana ynpaeneHuss puckamu. Paznen
«Pucku, orneHMBaeMble KaK Ba)KHBIC JJIS BKJIIOYCHHUS B YHCJIO MPOOJEM II0
6e3omacHOCTH» M «PHCKH, HE OIICHUBAEMbIE KaK Ba)KHBIE ISl BKIIFOUCHUS B
YHUCJI0 MPOOIEM 1O O€30MaCHOCTH.

B ngamHoM pasnmene nmomkHa OBITH MpencTaBieHa WHGOpMAIA,
XapaKTepU3yIoIas PUCKH B YaCTU CEPhE3HOCTH, YaCTOThI M BIUSHUS Ha
COOTHOIIICHHE TOJIb3a-PUCK.

B wyactu pHCKOB, HE OTHOCHUMBIX K IMpoOjemaM IO O€30MacHOCTH,
uHdopmaIusi MOXET ObITh OObEIMHEHa B COOTBETCTBUU C OCHOBAHMSIMH,
COTJIACHO KOTOPBIX JAHHBIE PUCKM HE OTHECEHbl K YHCIy MpolieM IO
0€30IacHOCTH.

6.2.5.2.7.3. Mogyne CVII mnnana ynpaeineHuss puckamu. Paznen
«HoBple mpobiiemMpl Mo 6€30MacHOCTH W M3MEHEHHE KJacCH(PHUKAIMOHHOTO
OTHECEHUs1 TMpobaeM Mo Oe30MacHOCTH B OOHOBJICHUM BEpPCUU IIJIaHA
YIPABJICHUS PUCKAMI.

CornacHO TMOMYyYE€HHBIM Ha MOCTPETUCTPAIMOHHOM dTalle JaHHBIM I10
O0e3omacHOCTH, HWH(pOpMANUsg 10 HOBBIM  HIACHTU(OHUIIMPOBAHHBIM |
MOTCHITMATBHBIM PUCKAM BKJIIOYACTCS B JIOKYMEHTHI M Pa3leibl JOChE IO
O0e30omacHOCTH (HampuMep, OIIEHKa CHUTHAJIOB, TMEPUOANYECKas OIeHKa
COOTHOIIICHHS TI0JIb3a-pUCKa WIJIM MPOIEAYPhl BHECCHHUSI U3MEHEHUI B 4acTH
CBEJICHUN TO0 0E30MacHOCTH) C OJHOBPEMEHHBIM BBITIOJIHCHHEM OIICHKH
OCHOBAHUH ISl OTHECEHHUS JAHHBIX PUCKOB K YHCTY BaXXKHBIX M BKITFOUCHUS B
cneru@UKaIuo Mo 0e30IacHOCTH IJIaHa yMpaBJICHWs puckamMu. B maHHOM
cllydyae B IUIaHE YMPaBICHUS pPHUCKaMH HE Tpebyercs myOonupoBaHUE
MPENCTABICHHBIX JaHHbIX. [lompoOHass wH(OpMalMs 1O BCEM HOBBIM

Ba’>XHbBIM I/II[eHTI/I(l)I/IHI/IPOBaHHLIM WA IIOTCHOHAJIbHBIM PHUCKaM JOJIZKHA OBITH
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oTpaxkeHa B pazzene 6.2.5.2.7.4. miana ynpasneHus puckamu «lloapoOHas
uH(dOpMaIUs O BaKHBIX UACHTU(OUIIMPOBAHHBIX M BAXKHBIX MOTECHIIMAIBHBIX
pUCKax».

B cnayyae wu3MEHEHHMsS KIACCU(PUKALMOHHOIO OTHECEHHUS WU
UCKJIIOUEHUST M3  TepeuHsi mpolieM 1o  Oe30MacHOCTH  BaXKHBIX
UJCHTU(OUIIMPOBAHHBIX WM BaXXHBIX MOTEHIMAIBHBIX PHUCKOB B JIaHHOM
paszene HeoOXOAUMO TMPEeJOCTaBUTh OOOCHOBAHME C COOTBETCTBYIOIIEH
CChUIKOM Ha JaHHble Oe3omacHocTu. MHpopmanus B [JaHHOW YacTu
TpeOOBaHUII ~ MOXET uUMeTh  (opMy  3asBIEHHUSA,  ONUCHIBAIOLIEIO
MPEALIECTBYIOIUNA PETYIATOPHBIA 3aIIPOC, CO CCHUIKOM Ha MPOUEAYPY, €CIU
TaKOM 3ampoc ObLT COCTABIIEH.

6.2.5.2.7.4. Mogyns CVII mnnana ynpaBineHuss puckamu. Pazpen
«IlogpoOHass wuHPOpMaLUg O BAXKHBIX HIACHTU(DUIMPOBAHHBIX, BaXHBIX
NOTEHIMAIbHBIX PUCKAX U BAXKHOM OTCYTCTBYIOIIEH HH(POPMALIMI.

B oTHomeHuMM 1IaHA YOpPABIEHHUS PUCKaMH, pa3paOOTaHHBIX Ha
KOMOMHAIMIO JICKApCTBEHHBIX IpENaparoB, B ClIy4ae CyIIECTBEHHbIX
paznuuuil MexAy npenaparamu (Hampumep, GUKCUPOBAHHBIE 03I B (hopMe
KOMOMHHMPOBAaHHBIX IIpenaparoB), HEOOXOIAUMO YETKO YyKa3aTh, KaKue
po0sieMbl O€30MaCHOCTH OTHOCATCA K KAKOMY U3 MpenapaToB KOMOWHALIMH.

Hacrosmmi pasnen miana ynpasiieHUs] PUCKAMU ITPUMEHSETCA KO BCEM
ATanaM >KM3HEHHOIO [UKJIA JIEKAPCTBEHHOTO Mperapara.

[IpencraBneHne AJaHHBIX O BKHBIX UACHTHU(UIIMPOBAHHBIX M BaKHBIX
MOTEHIIUAJIBHBIX PUCKAX JOJDKHO BKJIIOYATh B CEOSI CIEAYIONIYIO MOAPOOHYIO
uHdOopMaIuio:

HAaMMEHOBaHHWE pHCKa (C MCHOJIB30BAHMEM B Clydae, Korga A3To
npuMeHuMo, TepmuHoaorun MedDRA);

HOTGHHH&HBHBIP'I MCXaHU3M,
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UCTOYHMK JTOKa3aTeJbHOM 0a3bl U CTENEHb JOKAa3aTeIbHOCTU (TO €CTh
Hay4Hasi OCHOBA JJIs1 IPEIOJIOKEHUS B3aUMOCBSI3N );

XapaKTepUCTHKa pPUCKA: TO €CTh 4YacToTa, aOCOJIIOTHBIA PHCK,
OTHOCHUTENIbHBI PHUCK, CEPbE3HOCTb, CTENEHb TSKECTH, OOPATUMOCTD,
OTAaJICHHbIE UCXO/IbI, BIUSHUE HA Kau€CTBO KU3HU;

(pakTOpBI pUCKa U TPYMIBI PUCKA (B TOM YUCIE (PAKTOPHI, KacarolIuecs
nanueHTa, 103bl, IEPUO PUCKA, aJ/IUTUBHBIE UM CUHEPTUYHbIE (DAKTOPHI);

MPEeIOTBPATUMOCTh (TO €CTh MPEACKAa3yeMOCTb pHCKA; Halu4He
YCTaHOBJIEHHBIX (PAKTOPOB PHCKA, KOTOPbIE MOTYT ObITh MUHHUMH3UPOBAHBI
MOCPEJICTBOM PYTHHHBIX WJIHM JOTOJHUTEIBHBIX MEp MHHHMH3AIUU PHUCKa,
NOMHUMO (POPMHUPOBAHUS B LIEJIOM OCBEIOMIIEHHOCTH OTHOCHUTEIBHO PHCKa
NyTeM BKJIIOUYEHHS MHPOpMAIMU B OOILIEH XapaKTEPUCTHKE JIEKApCTBEHHOTO
npernapara Wik UHCTPYKIMH 10 MEIUIMHCKOMY MPUMEHEHHUI0; BOZMOKHOCTh
BBISIBJICHHSI pUCKAa Ha HAYaJIbHOM JTale peaM3aliu, YTO MOXKET MMO3BOJIUThH
CHHU3UTH CTETICHb TSHXKECTH HEXKENATeIbHON peaKIny;

BO3/ICCTBHE HA 3/I0POBbE HACEJCHUS (HampuMmep, aOCOJIOTHBIM PUCK
OPUMEHUTEIFHO K pa3Mepy IeJIeBOM TMOMyNIALUA U COOTBETCTBEHHO,
(dakTUYECKOE YUCTIO TIOABEPKEHHBIX HEONAroNMpUATHOMY BO3IACHCTBHUIO JIHII,
7100 OOIIUA pe3ybTaTr BO3JCHCTBUS HA YPOBHE OOIIIECH MOMYJISIIUN).

[IpencraBnenne uHPOpMAUUU MO OTCYTCTBYIOLIEH HH(POPMALIUU
JOJKHO BKIIIOYATh CJIETYIOUINE TaHHBIE:

HAaUMEHOBAaHHE OTCYTCTBYIOUIEH HHQOpMAIUK (C MCIOJb30BAaHUEM B
cily4ae, Korja 3To IpuMeHuMo, TepmuHosaorun MedDRA);

000OCHOBaHHE TMPEANONOKEHU OTINUUs Tpoduiiss 0e30macHOCTH B
4acTU OTCYTCTBYIOIIEH HH(OpMAIK OT OOIIIEH 11EeBOM MOMYIISIIIHH;

OMMCAHME TOMYNALMUU, JJs KOTOpOM  Tpebyercs  MOTydeHHe

JOTIOTHUTEIBHBIX JAHHBIX M0 XapaKTepUCTUKe Mpoduiis 6€30MacHOCTH, JTHO0
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OMKMCAaHUE OXXUJAEMOI0 pPHCKa B HEU3YYEHHOW YacTH TMOIMYJSIUA, B
3aBUCUMOCTH OT CUTYyaIlUH.

6.2.5.2.8. Moayne CVIII nnana ynpaBieHus puckaMu — 000OIIeHHas
uH(popmanus no npodiieMam 0€30MaCHOCTH.

B Mmonyne ykasbiBaeTcs 00001eHHass HH(pOpMaIKs MO ONpeAesieMbIM
npobiaeMaM 1o 06e30MaCHOCTH, KOTOPhIE KIACCU(PUIIUPYETCS MO CIETYIOIIUM
KaTeropusiM:

a) BaXXHBIA UIECHTU(PUIIMPOBAHHBIN PUCK;

0) BayKHbBIN NOTEHIIMAIbHBIA PUCK;

B) BaXKHasl OTCYTCTBYIOILIAast HH(POpMaLIUsl.

6.2.5.3. Yacte Il nmana ynopaBieHHUS PUCKAMH —IUIaH IO
dbapmakoHaa30py.

Lenpto mnana no (apMakoHaA30py SABJISETCA MpEACTaBIeHUE 0030pa U
O0OOCHOBaHMSI  3aIUIAHMPOBAHHBIX  JIepKaresieM PErUCTPALIMOHHOTO
yIOCTOBEPEHUs JCHUCTBUI MO JalbHEWIeH XapaKTepUCTUKE MpoOieM Io
0€30macHOCTH, BKJIIOYCHHBIX B crienudukanuio mno oezomacHoctu. [lnan mo
dbapmakoHan3opy  TMpEACTABISIET COOOW  CTPYKTypHPOBAaHHBIM  IUIaH,
pa3paOOTaHHBIN C 1EJIBIO:

U3Y4YEHHUSI TMOTEHIMAJBLHOIO pHUCKA C IEIbI0 TOATBEPXKACHUS Kak
UJIESHTU(PUIIMPOBAHHOTO PUCKA WM HCKIIIOUEHHUS U3 IMEPEUHs MpoOJieM Mo
0€301acCHOCTH;

TaJbHEHUIIIEH XapaKTepUCTHKU TPoOIeM Mo Oe30MacHOCTH, BKJIIOYAs
CTETICHB TSKECTH, YaCTOTY U (PAKTOPHI PHUCKa;

ONpeNeieHUs]  METOAOB  TMOJYyYEHHUs]  BaXKHOM  OTCYTCTBYIOLIEH
uHdopmanuu;

orieHKH () (PEKTUBHOCTH MEp MUHUMHU3AINH PUCKA.

[lnan mo dapmakoHan30py HE MOHKEH BKIIOYaTh MEPONPUSITHS,

HAIIPABJICHHBIC HA CHWKCHUE, MPEAOTBPAILCHUE WIIA YIIPABICHUE PUCKAMM;
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JAHHBIE MEPONPUSITHS JOJKHBI OBITh NPEJICTaBIECHbI B 4YacTH V IJIaHa
YIPABJICHUS] PUCKAMHU.

[1nan mo dapMakoHaI30py AOJIKEH OBITH OPUEHTUPOBAH HA MPOOIEMBI
no Oe3onacHocTH, 0000meHHble B Moxayne CVIII cneuudukanumum mno
0€30MacHOCTH IIJIaHA YIPAaBJICHUS PUCKAMU M JOJKEH OBITh copa3MepeH
MOJIb3€ U PUCKaM JIEKapCTBEHHOTO Mpenapara. B ciyuae Hanuuus COMHEHUN
PEKOMEHAYETCS BBITIOJIHEHHUE TPEABAPUTEIIbHBIX KOHCYJIbTAIlUN JeprKaTeseit
PETUCTPAIIMOHHBIX  YIOCTOBEPEHUW €  YIOJIHOMOYEHHBIM  OPraHOM
roCyl1apcTBa-4jieHa B paMKaxX MPOIEAypbl HAYYHOTO KOHCYJIBTHPOBAHUS
OTHOCHUTEJIBHO HaJN4Usi HEOOXOAMMOCTH M BUOB JIOMOJHUTEIBHBIX MEp IO
(apMakoHaA30py, @ TAKKE OCHOBHBIX 3TAllOB U CPOKOB UX BBITTOJHEHUSI.

JlesiTenbHOCTh 1O (papMaKOHAA30py NOJpA3AENseTCs Ha PyTUHHBIC
MEPOIPUATUS 10 (PapMaKOHAI30pY M JOMOJHUTEIBHBIE MEPOMPUITHS IO
dbapmakoHa30py.

6.2.5.3.1. Hacte IIl muman ynpasinenusi puckamu. Paznen «PyTuHHBIE
MEPOIPUATHUS TIO0 (PapMaKOHAT30PY».

PyTtunnsie Mepomnpusitusi 1o ¢apMakoHaA30py MNPEACTABISIOT COOOM
KOMILJIEKC ~OCHOBHBIX  MEPOMNPHUATHH, KOTOPbIE JOJHKHBI  PETYISIPHO
BBITIOJHATBCS JIEPKaTEIeM PErUCTPAIIMOHHOTO YIOCTOBEPEHUS B OTHOIICHUHU
BCEX JICKAPCTBEHHBIX CPEACTB C IeNbl0 00eCreYeHs] BBITIOTHEHUS
TpeOOBaHUIN 3aKOHOAATENbCTBA MO (papMaKOHaA30py TOCYAAPCTB-UYJICHOB.
BrisiBieHne  cUTHAIOB, Kak 4YacTh PYTUHHBIX  MEPONPUATHA  TI0
(dapmakoHa30py, SBISETCS BaXHBIM 3JIEMEHTOM palOOThl MO YCTAHOBJIECHUIO
HOBBIX PHUCKOB BCEX JIEKAPCTBEHHBIX TMpernaparoB. Mactep-(dain cucTembl
dhapMakoHa130pa COACPKUT MOAPOOHYIO UHPOPMAIIUIO O PYTUHHON CHUCTEME
dapmakoHaa30pa JAepKareneil  perucTpalMOHHBIX  YIOCTOBEPEHUN HE
TpeOyeTrcs AyOnupoBaTh JaHHYI0 HHQOpPMAIMIO B IUJIaHE YHpPaBICHUS

pHUCKaMH.
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YNOTHOMOYEHHBI OpraH TOCyJapCTBa-wieHAa BIPAaBE PEKOMEHIOBATh
NEPKATENO PETUCTPALMOHHOTO YIOCTOBEPEHUS JOIMOJIHUTH JEHCTBYIOIINE
npoueaypsl coopa, BepuduKaiuu, OlleHKU U MPECTaBICHUs HHPOpMALIIU O
HE)KEJIATENIbHBIX PpPEaKIUAX, OCYUIECTBISIEMOM B PAaMKax CIOHTaHHOIO
penoptupoBaHusi. B ciywae, ecim JgaHHas ~ peKkoMeHuauus — Oynmer
OTPaHUYUBATHCS COOPOM CTPYKTYPUPOBAHHBIX TOMOJHUTEIBHBIX JAHHBIX IO
pe3yJibTaTaM BBINIOJHAEMON B paMKax PYTUHHOM KIMHUYECKOW MPAKTUKH
OLICHKM COCTOSIHMS TAIMEHTa, y KOTOPOro pa3BWiIach HEXKenarelbHas
peakiys, JaHHasl JeATeIbHOCTh OylIeT paccMaTpuBaThCsl Kak pyTHHHas. B
OTOM Cily4dae B JaHHOM pasferne JepKarelb PErucTPalHOHHOIO
YIOCTOBEPEHHSI MPUBOAUT IMOACHEHHE II0 H3MEHEHUSIM B PYTHHHBIX
MEpOoNpUITHSIX T0 (apMaKOHAA30pPy, BHECEHHBIM COTIACHO MPEIIOKEHUSIM
YIOJIHOMOYEHHOTO OpPraHa rocyIapCTBa-4JICHa.

B cinydasx, eciu pekOMEHAAlMs BKIIIOUAET MPEICTABICHHE 00pa3lioB
TKaHE WIM KpPOBU B ONPEICICHHYI JIa0OpaTopui0 Jis  OLICHKHU
JOTIOJIHUTENBHBIX TapaMeTpoOB (HAMPUMEpP, OMNPEACICHUE AaHTUTEN), HE
BBINIOJIHSIEMOW B paMKax pPYTUHHOM KIMHUYECKOM NPAKTUKHU, JaHHAs
NESITEILHOCTD JOJKHA PAacCMaTPUBATLCS KaK JOMOJTHUTEIBHOE MEPOTIPUSITHEC
1o hapMaKoHa130py.

Hacrosmmi pasnen 1iaHa ynpaBlIEHHST PUCKAMH JIOJKEH BKJIKOYATh
OMKCAHUE TOJIbKO TOW 4YacTH PyTHHHOW ACSATEIHHOCTH MO (papMakoHAI30DY,
KOTOpasi BBIXOAUT 3a MPEACNbl BBITIOJHIEMBIX MEPONPHUATHI O paboTe ¢
COOOIIEHUS O HEXKENATENIbHBIX PEaKLUSIX U 00OHAPY>KEHHUIO CUTHAA.

6.2.5.3.1.1. CneuunanbHble OMNPOCHUKH IO TOCIEAYIOIIEMY CcOopy
“H(pOpMAINH TIO HEXKETATSIIbHBIM PEAKIIUSIM.

Ecnu nns BeIMONHEHUS PYTUHHBIX MEPONPUSATUNA MO (papMakoHaA30py
OT JiepXarejsi PErucTPallMOHHOTO YIOCTOBEPEHUS TpeOyeTcsi WM OH caM

INIAHHUPYCT COCTaBUTDH CIICIIMaJIbHBIC OIIPOCHUKH JJIA IIOJYUCHUA



171

CTPYKTYPUPOBaHHOM HMH(OpMAMM O  BBISBICHHBIX  IOJ03PEBAEMBIX
HEXEJIaTEeIbHBIX PEaKIUIX, IPEICTABISIONINX 0COOBIN HHTEpEC, HEOOXOAUMO
OMHUCaTh UCIOJIb30BAHUE HACTOSIIMX MaTEpUalioB B paMKaX PYTUHHBIX
MEpONpUITHAX 10 (apMaKOHAI30py H MPEACTABUTh KOMWUU JaHHBIX
OMPOCHUKOB B MPWIOKEHUU 4 MiaHa ynpaBieHus puckamu. Mcnonb3oBaHue
CHEIUATBHBIX OMPOCHUKOB IO TOCIeaytoueMy coopy uHHPOpPMALMH O
HEXEJIATETIbHBIX PEAKIUIX OTHOCUTCS K PYTUHHBIM MEPONPHUSITUSAM IO
dbapmakoHa30py.

bes ymep0a s opuruHagbHOCTH (hopMara ONPOCHHUKA, B MHTEpECaxX
OOIIIECTBEHHOTO 3/IPABOOXPAHEHHUsSI OIMPOCHUK, HCIOJIb3YEMbIi pa3HbIMU
JEpKATEISIMA PETUCTPALIMOHHOTO YIOCTOBEPEHHS I OAHOTO U TOTO K€
HE)KEJIaTeJIbHOTO SBJICHHS, JIOJDKEH OBITh KaK MOXKHO 00JIee CXOKHM, YTOOBI
obecrieunTh (POPMHUPOBAHUE COIVIACOBAHHBIX JAHHBIX JJISI  BBIOJTHEHUS
OIICHKA W TPHUHATHS PETYIATOPHBIX PEIICHWA TMpPU OJHOBPEMECHHOM
CHMIKEHUM HArpy3Ku Ha paOOTHHKOB CHUCTEMBbI 3/paBooxpaHeHus. Mcxons us3
ATOr0, JIepXaTeiasiM PErUCTPAMOHHOIO  yIOCTOBEPEHHUSI HACTOATEIBHO
pEKOMEHAYeTCS TPENOCTABIATh JUIsi O3HAKOMJICHWS U HCIIOJIb30BaHUS
UMEIOIIUECs] CIENUATbHBIE OMPOCHUKHU IO 3ampocy JPYyTUM JepKarelsM
PErUCTPAIIMOHHOTO Y/I0CTOBEPEHHUS.

6.2.5.3.1.2. Ipyrue BU/IbI PYTUHHOM NEATEIbHOCTH o
dbapmakoHaa30py.

Hacrosimmii  pasmen AOMKEeH BKIIOYATh ONMHCAaHUE JAPYTHX BHUOB
PYTUHHON JEATEeNbHOCTH TI0 (hapMaKoHaI30py, HampuMmep, IporpaMmma
YCUJIEHHOTO TACCUBHOTO MOHHMTOPUHIA, aHAJIW3 HAOJIIOAaeMbIX JaHHBIX IO
CPaBHECHHUIO C OXHUJAEMbIMH, KyMYJISITUBHBICE 0OO030pbl HEXKEIaTeIbHBIX
SBJICHUM 0COOOTO MHTEpECaA.

6.2.5.3.2. Yacre Il nnana ynpasneHus puckamu. Paspen

«/lomomHUTEILHBIC MEPOIIPUATHS 110 (hapMaKOHAI30PY».
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B nacrosiiiem paszzgene Aepikareib pEerucTpalioOHHOTO YIOCTOBEPEHUS
ONMKCHIBAECT  3AIlUIAHUPOBAHHBIC  JOMOJIHUTENbHBIE  MEPONPHUATHUS  TIO
dbapMakoHa30py € MNOJAPOOHBIM YyKazaHUWEM Kakasi uHGOpMalUs JOJKHA
OBbITh cOOpaHa C IeJIbI0 MOCTEAyIoeld 0ojiee MHPOPMUPOBAHHON OILICHKU
COOTHOIIEHUS TONb3a-puck. JlepKaTellb PerucTPaliOHHOTO Y0CTOBEPEHUS
JOJKEH  OLIGHUTh  CHUTyallud, B  KOTOPBIX  TpelyeTcs  MpUHSATHE
JOTIOTHUTEIBHBIX Mep MO (apMakoHAI30py MO MPUYHMHE HEBO3MOXKHOCTHU
JOCTIIKEHUS 1IeTU 110 HaJIeKaIIe OIIeHKEe U U3YUYCHHUIO PUCKA MPHU MOMOIIU
PYTHUHHBIX METOJIOB (papmMakoHaA30pa.

K nomomHuTenbHBIM MEPONPUITHIM TIO0 (hapMaKOHAA30py OTHOCUTCSA
JEeATEILHOCTD MO (apMaKoHAI30py, KOTOpasi He sIBISETCA pyTUHHON. [laHHas
JESATEIbHOCTh BKJIIOYACT JOKJIMHUYECKHWE HWCCIEIOBaHUSA, KIMHUYECKUE
UCCIICJIOBAaHUSI W  HEWHTEPBEHIIMOHHBIE  uccienoBaHus. [Ipumepamu
0JOOHBIX MCCIIEAOBAHUN SBISETCS UTUTEIbHOE MOCIEAYIolee HaOMoIeHIE
3a MalMeHTaMH, MPUHUMABIIMMU Y4YacTHE B KIMHHYECKOM HCCIEeIOBaHUM,
WIM KOTOPTHOE HCCJEI0OBaHME MO OLIEHKEe Oe30MacHOCTH JIEKAPCTBEHHOTO
mpenapara TpW JUIMTEIbHOM TNPUMEHEHHWH. B ciydae BO3HHUKHOBEHUS
COMHEHUN OTHOCHUTEIIbHO HEOOXOAMMOCTH BBHITIOJHEHUS JIOMOJHUTEIBHBIX
MEPOIpUATHIT 1o  (apMakoHAA30py  JepKareidb  PETrUCTPAIMOHHOTO
YAOCTOBEPEHHSI MOXKET OOPATUTHCS C 3alIPOCOM O KOHCYJBTAIMH 110 TAHHOMY
BOIIPOCY B YIIOJIHOMOYCHHBIM OpraH TOCyIapcTBa-ujieHa B paMKax
MPOIIETyPhl HAYYHOTO KOHCYIBTHPOBAHUS.

UccnenoBanuss B 1uiane 1o  (GapMakoHaA30py JOJKHBI  OBITh
HampaBlIeHbl HAa WICHTU(UKAIMIO W XapaKTePUCTHKY PHUCKOB, COOp
JIOTIOJTHUTENLHBIX JTAHHBIX MO aCIEeKTaM OTCYTCTBYIOIIECH WH(OpPMAIUU WIIN
OLIEHKY 3((EKTUBHOCTHU JOTOJTHUTEIbHBIX MEP MUHUMHU3AIUH PUCKA.

[IpoTokonbl HMccaenoBaHUN MOTYT BKIIIOYAaThCA B OOHOBIICHHE IUIaHA

YIIpaBJICHUA PUCKAMHU TOJBKO B ClIy4dasaX, €CJIIM JaHHBIC HMCCIICIOBAHUA OBLIIN
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BKJIIOUEHBI B IUIaH MO (papMakoHAA30py W 3alpolIeHBbl YIIOJIHOMOYEHHBIM
opranoMm. O030p U OIOOPEHHBIE MPOTOKOJBI HCCIEIOBAHUN IO IUJIaHy IO
(dapmakoHa130py JOJKHBI OBITH IPENCTaBICHbI B 4acTU b mpunoxeHus 3
IJlaHa YIpaBJIeHUs PUCKaMH (WM TOCPEICTBOM AJIEKTPOHHBIX OTCHUIOK HJIN
CCBUIOK Ha MPOTOKOJI, BKJIFOUEHHBIA B ApYyroil pasnen anekrpoHHoro OTI).
Jpyrue npoOTOKOJBI HMCCIEIOBAHUN KATETOPUM 3, MPEACTABICHHBIE TOJBKO
Juisi uHGOpMAIKU, TakKe MOTYT ObITh BKJIIOYEHBI YacTh B mpuioxkenus 3
iaHa ynopasieHus puckamu. [IpoTOKosbl 3aBEpIIEHHBIX HCCIEIOBAaHUN
NoCJi€ TPEACTABICHMS  3aKJIIOYMTENIBHOIO  OTYETa [0  pe3ysbraraM
UCCJEOBAaHUSI JUIsi OLEHKM B YIOJIHOMOYEHHBIH OpraH MOZJIeKaT
UCKIIIOUCHUIO W3 MNPWIOKEHUs 3 T[UIaHa YIPABICHUS pPUCKAMH H
UCCIIEIOBAHMSI MCKJIFOYAIOTCA U3 IJ1aHa Mo (hapMaKoHaI30py.

Jlepkarenu perucTpallMOHHBIX YI0CTOBEPEHUN MOTYT MpPEACTABISTH B
YIOJTHOMOYEHHBIE OpraHsl roCyJapCTB-YJICHOB IPOTOKOJIBI
MOCTPErUCTPALIMOHHBIX HMCCIEIOBAHUNA MO 0€30MacCHOCTU ISl TOJYyYEeHHS
HAay4YHOM KOHCYJIBTALlWH.

6.2.5.3.3. Yacts Il mnana ynpaBinenusi puckamu. Pazgen «CBopHas
Ta0NuIla MO JOTMOJHUTEIBHBIM MEPOIIPUATUSIM MO (PapMaKOHAA30PY».

B Hacrosimiem pasnene IiaHa YOpaBJICHHUST PUCKAMHM  OIKCHIBAETCS
NEeATEIbHOCTh MO (hapMakoOHAA30py, HaIpaBi€HHAs Ha BBISIBICHUE U
XapaKTEPUCTUKY PHUCKOB, CBA3aHHBIX C IPUMEHEHHEM JIEKaPCTBEHHOIO
npenapara. HekoTropple W3 [aHHBIX BHJIOB JESITEIBHOCTH MOTYT OBITh
00s13aTeNIbHBIM ~ yYCJIOBHEM  pPETUCTpalldM, MOCKOIbKY JIMOO  SIBISIOTCS
KJIFOYEBBIMU JJIS COOTHOUIEHUSI TMOJb3a-PUCK JIEKAPCTBEHHOTO IIpernapara
(uccnemoBaHuss kareropud 1 B 1aHe 1o (¢apMakoHaI30py), JHOO
ONPEJECICHHBIMU 00s13aTEICTBAMUA B KOHTEKCTE YCIOBHOM pErMCTpaluy Ha
UCKJIFOUUTENBHBIX YCIOBUAX (MCCIEAOBAaHUSA KAaTeropuu 2 B IUJIAHE II0

dapmakonan3opy). Ecim ycTaHOBICHHBIE YCIOBHE WM 005S3aTEIBCTBO
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MPENCTABISIOT COO0M HEHMHTEPBEHIIMOHHOE UCCIIEI0BaHNE MO O€30MacHOCTH,
BBITIOJIHEHUE JAHHOTO MCCIIEOBAHUS TOMJICKHUT KOHTPOIIO CO CTOPOHBI
YIOJHOMOYEHHOTO OpraHa MW TpU TUIAHUPOBAHUM U  TPOBEIACHUU
UCCJIEIOBAHUS JIEPHKATEIEM PETUCTPALMOHHOIO YAOCTOBEPEHHUS JIOJKHO
ObITh OOECIeYeHO BBINOJHEHUE TpeOoBaHUM, omnpeaensemMbix B yactu VIII
HacTosmux IIpaBuil.

B nmnmaHe ympaBieHUss pUCKaMU MOTYT TMOTPEOOBAThCS Jpyrue
UCCIICOBAHUS I M3Yy4YEHUs MpoOJeMbl O€30MaCHOCTH WM JJIsl OLICHKU
3G(HEKTUBHOCTH  MEPONPHATHH 1O MHUHHMH3allMA  PUCKOB. Takue
UCCIICIOBAHUSI, BKJIIOYEHHbIC B IUIAH MO (hapMaKoOHA30py, TAKKE HMEIOT
IOpUUYECKUE OCHOBaHUs (MCCIEAOBaHHUS KaTeropud 3 B IUIaHE II0
dbapmakonanzopy). CBomHas Tabnuia ruiaHa no (apMakoHaA30py AOHKHA
oOecrieurBaTh TMOHSATHOCTh IS BCEX 3aMHTEPECOBAHHBIX CTOPOH B
OTHOIIIEHUHU TOTO, K KaKOW KaTerOpuM OTHOCHUTCS MEPONPHITHE B IUIAHE IO
dbapmakoHa30py (YCJIOBUE PErUCTpaAllMM, ONPEACIICHHOE 00s3aTeIbCTBO,
anb0 uccrneaoBaHUE HEOOXOAMMO ISl JaNbHEHIIET0 M3y4YeHHS TPOOIeMbI
0e30mMacHOCTH WU JUIsl  OUEHKH dS(PPEKTUBHOCTH MEPONPHUATUA  TI0
MUHUMM3ALMA PUCKOB, craryca (oOsi3aTenbHOE JHOO  IOPUIUYECKHU
000CHOBaHHOE), THUII HUCCJIEI0OBAHUSA (MHTEpPBEHIIMOHHOE 1501041
HEWHTEepBEeHIIMOHHOE)). [Ipu mpoBeneHN WHTEPBEHIIMOHHBIX HCCIICOBAHUI
ClIemyeT  PYKOBOJCTBOBAaThCsA  TpeOoBanmsiMu  IlpaBmi  Hammexamei
KIIMHAYECKOM MPAKTUKN EBPa3uicKOro 3KOHOMHUYECKOTO COK3a.

[lnan ympaBieHWS pPUCKAMH BOCHPOU3BEACHHBIX JICKAPCTBEHHBIX
npernapaToB JAOJKHBI OTPaKaThb HEOOXOAMMOCTh BBITIOJIHEHUS UCCIICOBAHUM
no QapMakoHaa30py B Cilyyae, €ClIM TaKoBash MMEETCS MO COCTOSIHUIO Ha
MOMEHT PETHCTpalk. B ONpeAeNeHHBIX Cydasx BBIMOIHSIEMbIE WU
IUTAHUPYEMBIE TMOCTPETUCTPAIMOHHBIE HWCCIEAOBaHUS O€30MacHOCTH  JIjIst

pedepeHTHOTO JIEKapCTBEHHOTO TMperapaTta MOTYT TOTpeOOBaThCs W IS
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BOCIIPOU3BEJICHHOTO  JICKAPCTBEHHOTO  IIperapara, Hampumep, Koraa
HEOOXOAMMO BKJIFOYHTH B JJAHHOE HCCIIEIOBaHUE OOJIbIIES KOJIUYECTBO, JINOO
BCEX TAIMEHTOB, KOTOPHIM Ha3HA4YaeTCs JICUeHHEe pePepeHTHBIM WU
BOCITPOM3BEICHHBIM JICKAPCTBEHHBIM TpemapatoM. B cioydasx, Korma 3To
MIPUMEHNMO, IPUBETCTBYETCS IIPOBE/ICHHE COBMECTHBIX
MOCTPETUCTPAIIMOHHBIX HMCCJIEAOBAaHUN O€30MaCHOCTH, HalpuMep, MpH
BHEJIPEHUM PETHCTpa, JUOO0 IPH ONpPEACICHUN TPeOOBAHUS IO MPOBEICHUIO
JAHHOTO WCCJICIOBAHUS JJII BCEX 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpernaparoB ¢ OMPEACICHHBIM JEHCTBYIOIMM BEIIECTBOM U MPUMEHIEMBIX
IO OTIPEACIICHHOMY TTOKa3aHHMIO.

6.2.5.4. Yactp IV IJ1aHa YIIPABJICHUS pUCKaMH — IUJIaH
MOCTPETUCTPAIMOHHBIX HCCIIeTOBaHUN A((DEKTUBHOCTH.

Hacrosmmi pasnen 1wiaHa ynpablIEHHST PUCKAMH JIOJKEH BKJIKOYATh
MIEpPEUCHb MOCTPETUCTPAIIMOHHBIX HCCIAEAOBaHUA 3(PPEKTUBHOCTH, KOTOPHIS
SBIITFOTCS 0COOBIMU 00s13aT€IbCTBAMHU WJIM YCJIOBHEM IIPH perucTparnuu. B
Cllydae OTCYTCTBHS Y JepKaTels PErUCTPAIMOHHOTO YIOCTOBEPEHUS TaHHBIX
00s13aTeIBLCTB TPHU PETUCTpaliii, 4YacTh [V I1aHa ynpaBieHUS pPHCKAMH
MOJKET OBITH OCTaBJICHA HE 3aII0JIHEHHOM.

6.2.5.5.Yacte V 1naHa  ynpaBi€HUsS  PUCKAMHU — MEpPBl MO
MUHHUMH3AIANA PUCKOB.

B cootBercTBHM co cnemudukanmein mo 0e30macHOCTH Aep)KaTellb
PETUCTPALIMOHHOTO YIOCTOBEPCHHS JOJKEH OICHUTH, KaKUE€ MEPOIPHUITHS
110 MUHHMH3AIAHA PUCKOB HEOOXOIMMBI B OTHOIICHUH KaXKJIOH MPOOJIEMBI 110
oe3omacHocTH. [lmaH 10 MHWHMMHU3AIMM PHUCKOB JIOJDKEH BKIIFOUATh
no/ipoOHYI0 HWHPOPMAIMIO O MEPONPHUATHIX I10 MHHHMH3AIWHA PHUCKOB,
KOTOpBbIE JOJDKHBI OBITH TPOBEJACHBI C IIEJIbI0 YMCHBIICHUS PHCKOB,

CBSI3aHHBIX C KQXKJOW M3 yCTAaHOBJICHHBIX MTPOOJIEM MO O€30MaCHOCTH.
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JIns  aHAJIOTMYHBIX JEHUCTBYIOIIMX BEIIECTB, COAEPXKAIIUXCSI B
OTIEIbHBIX PAa3JIMYHBIX JIEKAPCTBEHHBIX Npenaparax ¢ CYIIECTBEHHO
OTIMYAIOIIMMUCSA ~ [OKa3aHUSIMU K  NPUMEHEHUIO WU  LEJNEBbIMU
NONMYJALMSAMUA, MOXET MPEACTaBISAThCA 1eIecCO00pa3HbIM  pa3paboTka
WHJVBUIyaJIbHBIX TJIAHOB MUHUMH3ALUU PUCKA, XapAKTEPHBIX JJIA KaXJI0rO
U3 mnpenaparoB. To €cTh [ JEKAPCTBEHHBIX MPENaparoB, MOKa3aHUS K
MPUMEHEHHUIO KOTOPBIX OTHOCSATCS K pa3HbIM 00JIACTAM MEAUIIMHBI U CBSI3aHbI
C pa3JIMYHBIMU [TpoOIEMaMu 0€30MIaCHOCTH; TPENapaToB, PUCKU B PE3yJIbTaTe
NPUMEHEHHUS KOTOPBIX Pa3InuyaroTCs B 3aBUCUMOCTH OT II€JIEBOM MOMYIISIUY;
JIEKapCTBEHHBIX MPENaparoB C Pa3jIuvyHbIM IPABOBBIM CTATyCOM JJisl OTITyCKa
O0OOCHOBaHHBIM  SIBJISIETCS  pa3pabOTKa  HMHAWMBUIYAJIbHBIX  IUIAHOB
MUHHAMM3ALNANA PUCKA.

Meponpuarusi 10 MUHUMH3ALUHA PUCKOB MOTYT COCTOATh U3 PYTUHHBIX
MEPONPHUITUI MO0 MUHUMM3ALUUA PUCKOB U JIOMOJHUTEIbHBIX MEPONPUSTUI
0 MUHUMHU3AIMU PUCKOB. Bce MepompusiTus MO MUHHUMM3ALUUA PHUCKOB
JOJHKHBI UMETh YE€TKO 0003HAYEHHYIO LIETTb.

Hepxaremamu PETUCTPALMOHHBIX YIOCTOBEPEHUMN JOJKHA
BBINIOJIHATBCSL  MIEPUOJIMYECKass OIEHKA HEOOXOIUMOCTH  MPOAOIKECHUS
BBINIOJIHEHUSI YCTAHOBJIICHHBIX MEp MHUHUMHU3AIMM pPHUCKAa, a TakKke
BBINIOJIHATHCS OLEHKa 3((PEKTUBHOCTH MEPONPUITHI MO0 MUHUMU3AILUU
pHucKa. PyKOBOACTBO IO IOMOJIHUTEIBHBIM MEPaM 110 MUHUMH3ALUN PUCKA U
OLIeHKE 3(PPEKTUBHOCTH MEp MO MUHUMH3ALMU PUCKA MPEICTABICHO B YaCTH
XII miana ynpasJiIeHUs] pPUCKAMMU.

6.2.5.5.1. Hacte V muana ynpaBieHusi puckamu. Pasznen «PyTuHHBbIE
MeEphbI 10 MUHUMH3ALUHA PUCKOBY.

PyTuHHBIE Mepbl 1O MHUHUMHU3AIMU PHUCKOB BKJIIOYAKOT B CeOs
MeponpusThs (OEHCTBUS), KOTOPBIE MPOBOIATCS B OTHOUIEHUH KaXKJI0IO

JIEKAapCTBEHHOTO Mpernapara. PyTHHHBIE MephI pacOpOCTPaHSAIOTCS Ha:
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OOIIyI0 XapaKTepUCTHUKY JIEKAPCTBEHHOTO Ipernapara;

MapKHUPOBKY JIEKAPCTBEHHOTO IPEINapara;

MHCTPYKITUIO M0 MEAUIIMHCKOMY NTPUMEHEHUIO;

pa3Mepbl YIIaKOBKH;

KAaTETOPHIO OTITYCKa JIEKAPCTBEHHOTO Mpenapara.

HeoOxogumo y4uThIBaTh, 4YTO (opMa BBIMYCKa JIEKAPCTBEHHOTO
npenapara TAaKKe MOXET Wrparb BAXKHYIO POJIb B MHUHUMH3ALHUHM PHUCKA
JIEKAPCTBEHHOTO IpeIapara.

OO0mras xapakTepuCTUKa JICKAPCTBEHHOTO Mpernapara U UHCTPYKIHUS 110
MEIUIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIAIBIIII).

OO6mrast xapakTepUCTUKA JIEKAPCTBEHHOTO Mperapara U HHCTPYKIIHS 110
MEIULIUHCKOMY TPUMEHEHUIO  SBISIIOTCS  BAXXHBIMU ~ HMHCTPYMEHTaMH
MUHUMU3AIUNA PUCKA, MOCKOJBKY MPEACTABISIOT COO0N KOHTPOIUPYEMbIA U
CTaHJIapTU30BaHHbIH  (dopMaT  UHOOPMUPOBAHUS  MEOUIMUHCKUX U
(dbapMaleBTUYECKUX PaOOTHUKOB, a TaKXE MAIlMEHTOB O JIEKApCTBEHHOM
npemnapare.

OO6mrast xapakTepUCTUKA JIEKAPCTBEHHOTO MperapaTa U HHCTPYKIIHS 110
MEUIIMHCKOMY MIPUMEHEHUIO obecreunBaroT uH(pOpMUPOBAHUE
OTHOCUTEIHLHO PEKOMEHJIAlMi M0 PYTHHHBIM MEpaM MUHHMU3AIlUU PUCKA,
naHHas nH(OpMaLKs BKIIOYAET JBa THUIA PEKOMEHIAIU:

PYTUHHOE€ WH(POPMUPOBAHHWE O PHUCKE OCHOBAHO Ha WH(MOpMAaIUH,
BKJIFOUCHHOM B 4acTh 4.8 paznena 4 o01ieil XapaKTepruCTUKHU JIEKaPCTBEHHOTO
npernapara U MHCTPYKIMHU 10 MEIUIIMHCKOMY MPUMEHEHUI0, HaIllPaBJICHO Ha
uHpOpMHUpOBaHUST PAOOTHUKOB CHUCTEMBI 3PABOOXPAHEHUs] W TAIUCHTOB
OTHOCUTEJIbHO HeXeJaTeabHbIX 3()(EKTOB JIEKapCTBEHHOIO Ipernapara ¢
LETbI0 00ECMEeUYeHUs] BO3MOXKHOCTH TMPUHSTUS PELICHUS OTHOCUTEIIBHO

JICUCHUSI C YIETOM JAHHBIX IO TPOQIITI0 O€30TaCHOCTH;
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PYTUHHBIE MEpPbl MWHHMH3AIMM PHUCKA BKIIOYAIOT OMNPENCIICHHBIE
KIIMHUYECKUE MEPONPUATHS, HANpPaBICHHbIE Ha MPEIOTBPALICHUE WIIH
CHVDKEHHE PHCKA, W OTPAXEHbl NPEUMYLIECTBEHHO B pasaenax 4.2 m 4.4
oOlIell XapaKTepUCTUKHU JIEKAPCTBEHHOIO IIpernapara, HO MOTYT TaKke
3arparuBarh pazaensl 4.1, 4.3, 4.5, 4.6, 4.7 u 4.9 oOiieil XxapaKTepUCTUKHU
JIEKAPCTBEHHOIO TIpernapara, a TakXke pasfenbl 2 U 3 HHCTPYKUUH [0
MEIULHHCKOMY MIPUMEHEHUIO. Oco0Oble yKa3aHUs 151 MEpBI
IPEI0CTOPOKHOCTH B OOIIEH XapaKTEpUCTUKE JIEKAPCTBEHHOTO Mpenapara,
HalpaBJICHHbIE HAa MHUHHMMH3ALMI0 PHUCKA, BKIIOYAIOT, B TOM YHCIE,
CJICYIONIYI0 HH(POPMAIIHIO:

BBIIIOJIHEHHE ONIPENIECIICHHBIX UCCIECAOBAaHUM IIEPE HAYAJIOM JICUEHNS,

MOHMTOPHHT JIA0OPAaTOPHBIX APAMETPOB BO BPEMsI JICUCHUS;

MOHUTOPUHT ONPENEIEHHBIX CUMITOMOB M NapaMeTPOB, XapaKTEPHBIX
JUTSI IPOSIBJICHUST PUCKA;

KOPPEKTUPOBKA J103bl UM MPEKpaIlleHUE JICUSHUs MPU BOSHUKHOBEHHUU
HE)KeJaTeNbHbIX SBJICHUHN WM U3MEHEHUHU 1a00paTOPHBIX MapaMeTPOB;

BBINIOJIHEHUE NPOLEAYPbl YCKOPEHHOM 3JIMMHHALMU JIEKAPCTBEHHOTO
npenapara rnocie npepbiBaHus JTCUCHUS;

IPeI0CTABICHUE PEKOMEHAAIMI IO KOHTpaLENUU;

3aMperT OJHOBPEMEHHOTO MPUMEHEHUS JPYruX JeKapCTBEHHBIX
Ipenaparos;

BO3/eiicTBHE Ha (DAaKTOpbl pHUCKA, KOTOpPHIE MOTYT TMPUBECTU K
HEXEJIATEeIbHOMY SIBJICHUIO TPU IPUMEHEHUH JIEKapCTBEHHOIO MIpenapara;

pEeKOMEHJAIMK O  JUIMTEIBHOM  MOCJEAYIOIIEM  KIMHUYECKOM
HAONMIONEHUN  [JI1  BBISIBJIGHUS HAa pPAaHHUX CTagusiX  OTCPOYEHHBIX
HEXEJIATEIbHbIX SIBJICHUM.

Pa3mep ymakoBkwu.
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[InanupoBanue pa3Mepa YIAKOBKH, ITO3BOJISIONICH  OTPaHUYHTH
JOCTYITHOE KOJMYECTBO JIO3MPOBAHHBIX €IMHHI] JEKApCTBEHHOIO IIperapara
B OJHOM yIaKOBKe, SBJISETCA OJHUM M3 PYTHHHBIX MEPOMNPHITHI 10
MUHHUMH3AIANA PUCKOB. [Ipu orpaHnYeHNN KOTMYECTBA €AMHUI] BEITUCAHHOTO
JICKapCTBEHHOTO Tperapara MalieHT BBIHYKACH 0OpamarhCs K JieHaleMmy
Bpady 4yepe3 MEHBIINE MPOMEKYTKH BPEMEHHU, UTO ITOBBINIACT BEPOSTHOCTH
BBITIOJTHCHHSI KOHTPOJIS €TI0 COCTOSIHHUSI M COKpAIacT BPEMs €TI0 HaXOXKICHUS
0€3 COOTBETCTBYIOIIETO HAOMIOAEHUSA. BBIMyCK yMakoBOK Ha HEOOJBIIOE
KOJIMYECTBO JIO3UPOBAHHBIX €IWHUII (B OCOOBIX CllydasXx — Ha OJHY
JO3WPOBAHHYIO EAMHUIY) TAKXKE MOXET OBITH IMOJE3HBIM B Cliydae, €Clid
OJTHUM M3 OCHOBHBIX PUCKOB CUUTACTCS MEPEI03UPOBKA.

Kareropwus ormycka jgekapCcTBEHHOTO Iperapara.

Kareropust oTmycka JIeKapCTBEHHOTO IIpernapara, IpH KOTOPOM
BBOAUTCS KOHTPOJb YCJIOBHH €ro OTITyCKa HACEJIEHHI0, MOXET ITOMOYb
CHU3WUTHh PHCKH, CBSI3aHHBIC C €r0 HCIIOJIb30BAaHUEM WM HEMPaBUIbLHBIM
NPUMEHCHUEM. OTO MOXET OBITh JOCTHTHYTO ITyTEM peryJIupOBaHUS
YCIOBHUM, TIPU KOTOPBIX JICKAPCTBEHHBIM IperapaTr MOXKET OBbITh Ha3HAYCH,
WIM YCIIOBUM, TPU KOTOPHIX TAIMEHT MOXKET ITOJYYUTh JIEKapCTBEHHBIN
npenapar.

B  perucrpanvoHHO€  yAOCTOBEpEHHE  HEOOXOAMMO  BKIIFOYHTH
noApoOHyI0  HMHpOpPMAIMIO O  JIOOBIX  YCIOBHSX,  OTpPaHUYEHHUSIX
TUCTPUOBIONIMKM WJIM MCTIOJB30BAaHWM JICKAPCTBEHHOTO Mperapara, BKIHOYas
YCIIOBHSI, TIPH KOTOPBIX JICKAPCTBEHHBIN Ipenapar MOXET CTaTh JOCTYITHBIM
st mandeHToB.  OOBIYHO 3TO  HA3bIBAETCS  «KATETOPHsI  OTITYCKa»
JICKapCTBEHHOTO Tperapara. JlaHHbIil cTaryc BKIIOYaeT B ceOst mHMOpMAITUIO
O TOM, TIOJICIKHT JIM JICKAPCTBEHHBIM IpernapaT mpojiake Mo PeIenTy uin 0e3
peuenta. OH TaKXe MOXET OrpaHHYMBATH MeECTa PACHPOCTPAHCHHS

(HampuMmep, OrpaHUYCHHE NPUMEHEHUEM TOJIBKO B  CTallMOHAPHOM
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yupexaeHun). B OTHOIIEHUM JIeKapCTBEHHBIX IMpenaparoB MpuoOpecTu
KOTOPbIE MOXHO TOJBKO IO PELENTy, HEOOXOAMMO BBECTH JOMOTHUTEIbHBIC
YCIIOBHSI, @ UIMEHHO KJIACCH(PUUUPOBAaTh UX Ha JICKAPCTBEHHBIE Npenaparsl,
KOTOPbIE MOXKHO MPUOOPECTH TOJIBKO IO CHEUATbHOMY PELEHTY.
6.2.5.5.2.Yacte V  1iana  ynopasiieHus  puckamu.  Pazmen
«/lonmonHUTENBHBIE MEPOIIPUATHS 110 MUHUMU3AIUU PUCKOBY.

JIONIOJIHUTENBHBIE MEPONPUATHS MO MHUHUMU3ALWUA PHUCKOB (TO €CTh
MEpONIPUATHS, KOTOPBIE HE OTHOCATCS K PYTHHHBIM MEPONPHUATHAM IO
MUHHUMM3ALUUA PUCKOB) JOJIKHBI OBITh MPEIJIOKEHBI, KOITla BBEJICHUE
JOTIOJTHUTEIBHBIX MEPONPUITUI SIBISIETCS HEOOXOAMMBIM Il 0OecreyeHus
0e3o0macHoro U 3p(EeKTUBHOIO HCMOIb30BaHUS JIEKAPCTBEHHOTO Ipernapara.
HeoOxonumocTh IIPOIOJKCHUSA BBITTOJTHEHUS JOTIOJTHUTEIBHBIX
MEPONPUATHI JOJKHA TEPUOANYECKH TIEPECMATPUBATHCS.

JIONOJIHUTENBHBIE MEPOIPHUATHS 110 MUHHMM3ALMU PUCKOB MOCIE HX
COINIACOBAHUA C YIIOJTHOMOYEHHBIM OPIaHOM TOCYHapCTB-YJIEHOB CTAHOBATCA
YCIOBUEM JUIsl TOJYYEHHUS PETUCTPALMOHHOIO YIOCTOBEpEHHUs, JUOO0
COXpPAaHEHMsI PEruCTPAllMOHHOIO craryca. B cooTBeTcTByronmMx Ciydasx
noJjiHasg uHGOpMaIus O JAOMOIHUTENbHBIX MEPONPUSATUAX 110 MUHUMU3AIUU
PUCKOB JOJKHA OBITh MpeACTaBieHa B mpuiokeHun Ne 6 K 1UIaHy
yOpaBJ€HUsT  pUCKaMH  «JleTanpHOE  ONHWCaHWE  JIOMOJIHUTEIbHBIX
MEpONPHUITUII 0 MUHMMHU3ALUK pUCKa». TpeOoBaHWA W PEKOMEHAAIMHU IO
JOTIOJIHUTENBHBIM MEPaM [0 MUHUMM3ALUU PUCKOB OIPEIEIAIOTCS B PA3ACIIE
XII miana ynpasiieHUs] pUCKAMMU.

Ouenka 3pPekTUBHOCTH MEP MUHUMU3ALIMKI PHUCKOB.

Ha »ramax oOHOBIEHMS TUIaHA YOPABJICHHS PUCKaMM  TUIaH
MUHUMU3ALUA PUCKOB JOJDKEH BKIIIOYaTh MH(OpMaIHio 00 OLIEHHBAaEMOM
BO3JICUCTBUM  PEAIM3YEMBIX  JIONOJIHUTEIBHBIX  MEpPOIPHUATHM 1O

MWHHUMMHN3AIlUU pHUCKa Ha OCHOBHBIC [mapamMcCTp.I, OLIPCACIIAIOIINC



181

3(p(PEKTUBHOCTh JaHHBIX MEPONpUATHH. B ciayuasx, Korma 3To NpUMEHHUMO,
naHHas UHpoOpManus JOJDKHA OBITh  IpEJCTaBiI€Ha OTHOCHUTEIBHO
TEPPUTOPUN TOCYIAPCTB-YIICHOB.

Ecniu npuMeHuMo, B paslen claeQyeT BKIIOYaThb OOCYyKIEHUue
pe3yabTaToB JI000M BBINOJHEHHON CHEUUAIbHON OLIEHKH MEPONPUSITHI MO
MUHUMU3ALNUN PUCKOB. B ciryuae BbisBIeHUST HEA()(HEKTUBHOCTH KOHKPETHOM
CTpaTernd MUHUMU3ALMHU PHUCKOB, JHOO ONpPEEICHUs, YTO pealln3alus
UCIIOJIb3YEMON CTPATETUM CONPSDKEHA C€ YPE3MEpPHOW HArpy3Kou s
IIALIMEHTOB WIN CUCTEMBI 3PABOOXPAHEHHUS, ACPKATEIO0 PETUCTPALIMOHHOIO
YAOCTOBEPEHHUSI CIEAYET PACCMOTPETh AJBTEPHATUBHBIE BUIbI MEPOIPUATHIA
MUHMMU3ALUA PUCKOB. Jlep)kareinb pPEerucTpaloOHHOIO YyAOCTOBEPEHUS
NOJDKEH OLEHUTb M IPOKOMMEHTHPOBATH B IUJIAHE YIIPABICHHUS PUCKAMH
HEOOXOAMMOCTh BBEICHMS JOMOJHUTEIBHBIX WJIM HHBIX MEPONPHUATHN IO
MUHHUMM3ALMUNA PUCKOB IO KaXJ0M mpodieMe 1o 0e30nacHOCTU WU, UCXOJs
U3 BBIMIOJIHEHHOW OLEHKH, MEPbl MUHUMU3AIMU PUCKOB (JOMOIHUTEIbHBIC)
MOTYT OBbITh UCKJIIOUEHBI U3 IJIaHa, HAIpUMeEp, KOTJa Mepbl IO MUHUMH3ALUU
pHUCKa CTajdud 4YacTbl0 CTAHAAPTHOM  KJIMHUYECKOW MpakTuku. B
ONPEJEICHHBIX CIy4yasX B pE3yJbTaTe OLIEHKUW CTpPaTerud MOXKET ObITh
CHENAaH BBIBOJ, 4YTO MEPONPHUATHS IO MHHUMHU3ALUA PUCKOB HE MOTYT
KOHTPOJIUPOBAaTh PUCKU B TpeOyemMoll cTerneHu Juisi  oOecredeHus
IIPUMEHEHUS JIEKAPCTBEHHOIO Ipenapara NpW NPEBBILICHUN I10JIb3bI HAJ
PHCKOM, YTO O3Ha4aeT HEOOXOAMMOCTh OT3bIBA JIEKAPCTBEHHOT'O Mperapara ¢
pbIHKA WM OrPAaHUYEHHS €ro MPUMEHEHHS TOJBKO TOW MMOATPYHION
MalUEHTOB, B OTHOILIEHUU KOTOPOH I0JIb3a MEPEBEIINBAET PUCKHU.

B cnyuae ecnu BbIONHEHHE OLEHKU 3I(P(GEKTUBHOCTH  MEP
MUHUMU3ALUNA PUCKA SIBISETCS TpeOOBAaHMEM MM YCIOBUEM CO CTOPOHBI
YIOJIJHOMOYEHHOIO OpraHa, JaHHbIE MEPONPUATHS BKJIOYAKOTCA B IUIAH IO

dbapmakonanzopy dactu IIl mana ynpasieHus: pucKkamu.
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Pexomenganuu mo MOHUTOPUHTY 3(G(EKTUBHOCTH MEpP MUHHUMM3ALUU
pHCKa BKJIFOUEHBI B 4acTh XII myiaHa ynpaBiieHUS] pUCKAMMU.

6.2.5.5.3. @opmar miaHa o MUHUMH3aLHU PUCKOB.

B nmanHOoM pazznene 1muiaHa ynpaBieHHs] pUCKAaMU B OTHOUICHUH KaXKIOM
npoOnemMbl 1O 0O€30MacCHOCTH, BKJIIOYEHHOM B cHeUU(UKAIUIO 10
0€30MacHOCTH, JOJKHA OBITh MpEJACTaBICHA Cieayromias uHbopMaIus Mo
MepaM MUHHUMM3ALIUHA PUCKOB:

PYTHHHBIC MEPhl MHUHUMH3AIMA PHCKOB, BKJIIOYas IMOAPOOHYIO
uHbOpMaIlMIO O  TOM, Tpejaraercs JMd  TOJIBKO  BKJIIOUEHHUE
COOTBETCTBYIOIIMX PEKOMEHIAINI 1 HHPOpMAaIK B OOIIEH XapaKTepUCTHKE
JIEKapCTBEHHOTO MpernapaTa U MHCTPYKIUU 110 MEAUIIMHCKOMY MPUMEHEHHUIO,
aM00 TJIAHUPYIOTCS HWHBIE PYTUHHBIE MEPONPHUATHS 10 MUHHUMM3AIUU
PHCKOB;

JOTIOJTHUTEIBHBIE MEPONPUSITHS 110 MHHUMHU3AIMNN PHUCKOB (eCiH
UMEIOTCS), BKITIOYAsl 337a4d 10 KaKJIOMY JOTMOJHUTEILHOMY MEPOIPHUSITHIO,
# O0OOCHOBaHHME HEOOXOJUMOCTH U CMOco0 OmeHKH 3PHEKTUBHOCTH
JOTIOTHUTEIBHBIX MEPOTIPHUATHI MUHUMU3AIUN PUCKA;

6.2.5.5.4.Yacts V mnnana ynpamieHuss puckamu. Pazmen «Pesrome
TJIaHa MUHUMU3AITUN PUCKOBY.

B mHacrosimieM pasnene AomKHA ObITh MpeAcTaBieHa Tabiuia ¢
NEPEUNCICHUEM PYTHHHBIX W JOTOJHUTEIBHBIX  MEpPOINPUATHNA IO
MUHUMH3AIAA PUCKOB B COOTBETCTBHH C OMPEICISIEMbIMU CHeIUpUKaIIue
1o 0€30IMacHOCTH MpobiemMaMu Mo 6€30MacCHOCTH (HarpuMep, HOMep pazjelia
o0mmel  XapakTEepHCTUKE JIEKApCTBEHHOTO  Mpernapara, B  KOTOPOM
PEIYCMOTPEHBI PYTHHHBIE MEPhl MHHUMHU3AIMHK PHUCKA, JTUOO IepedcHb
o0pa3oBaTeIbHBIX MAaTEPUAIIOB).

6.2.5.6. Hacte VI mnnaHa ympaBieHdus pHCKAMHU — PE3IOME IUIaHA

YIIPABIICHUS PUCKAMMU.
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Pe3toMe miaHa ympaBieHHS pUCKaMU ISl KaXXIOro JIEKApCTBEHHOTO
npenapara JOJDKHBI OBITh JOCTYIIHBI OOIIECTBEHHOCTH. Pe3tome 0JKHO
BKJIIOYATh KJIFOUEBBIC SJIEMEHTHI IUIaHA YMOPaBICHUS PUCKAMU C OCOOBIM
BBIJICJICHUEM MEPONPUATUI MO0 MHUHUMHU3AIUUA PUCKOB. YMOJIHOMOUYECHHBIMU
OpraHamMu TOCYJapCTB-WJICHOB JIOJDKHA OBITh oOecredeHa MyOauKaIus
pe3toMe 0JJOOPEHHBIX TUIAHOB YIIPaBJICHUsI PUCKAMU Ha CalTe.

PestoMe miaHa ympaBieHUST pHUCKaMU  JOJKHO  CBOEBPEMEHHO
OOHOBJISITRCS TIO MEpPE€ BHECEHHMS B OTOT IUIAH BaXHBIX W3MEHEHUM.
W3meHeHus, BHOCUMbIE B IUIAH YIPaBJICHUS PUCKAMH, OLICHUBAIOTCS Kak
Ba)KHBIC B ClIy4ae, €CJId OHU 3aTparuBaloT;

HOBBIC BaKHbIC€ HACHTU(GUIUPOBAHHBIE WM TOTCHIIMATIbHBIE PUCKH,
aM00 BaXXHbIE W3MEHEHHS WJIM HWCKJIIOUCHHUS] TepedyHs TpoOieM 1o
0Ee30ITaCHOCTH;

BKJIIOYCHUE WJIM MCKIIIOUCHHUE JIOTOJHUTEIbHBIX MEpP MHUHHMU3AIUU
pucka, MO0 PYTUHHBIX MEp MHHUMM3ALMUM PHUCKA, TPEANOIAraroux
BBITIOJIHEHHE 0COOBIX KIIMHUYECKUX MEPOTNPUATHM JIJISl yIPABICHUS PUCKOM;

CYIIECTBEHHBIE M3MEHEHHUS IUIaHa MO (dapMaKoHAA30py (HAmpUMep,
JIOTIOJIHEHUE  TJIaHa  HOBBIMM  HCCJICIOBAHUSIMM ~ WJIM  3aBEPIICHUE
BBITIOTHSIEMbBIX UCCIICIOBAHUI).

[TockonbKy pe3toMe MIaHa YNpaBJICHUS PUCKaMU MPEAHA3ZHAUYCHO IS
IUPOKON ayauTopuu, HWHGOpMAIUMs B JaHHOM pasleie J0DKHA ObITh
U3JIOKEHA TOHATHBIM SI3bIKOM. OJIHAKO 3TO HE O3HAYaeT, 4YTO CIEHAYyeT
nu30erath CHEHHATU3UPOBAHHBIX TEPMUHOB. JIOKYMEHT JOJDKEH YETKO
Pa3bICHUTH €ro I1eJb U TO, KaK OH COOTHOCHUTCS C Jpyrod uHdopmaluei, B
YaCTHOCTH ¢ MHOOpPMAIUM O JIEKAPCTBEHHOM Mpenapare (TO eCTh OOIei
XapaKTEePUCTUKE JIEKapCTBEHHOTO npemnapara, UHCTPYKIIUU o

MEJIUITUHCKOMY TPUMEHEHUIO U MAPKUPOBKOM ).
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Pe3tome muaHa ympaBlIeHHSI PHCKaMH JIOJDKHO COOTBETCTBOBATH
uHdopmaruu, npenacrasieHnon B moxayasix CVII, CVIII ywactu Il u gactsx
ITI, IV u V nmnana ynpasiieHUss pUCKaMH, U JOJKHO COJEPKaTh CIECIYIOLIYIO
uH(pOpMaLUIO:

JIEKapCTBEHHBIN Mpernapar U I KaKux Leneil 0100peHo NpUMEHEHUE
JIEKAPCTBEHHOTIO MPEIapara;

KpaTKas XapaKTepUCTHKa MpoOiieM Oe30MacHOCTH M OTCYTCTBYIOLIEH
uH(popmanuu;

PYTUHHBIE U JOTIOJHUTEIIbHBIE MEPHI IO MUHUMU3ALIUN PUCKOB;

JOTOJHUTEIbHBIE MEPOIIPUATHUSA 110 (hapMaKOHAA30PY.

6.2.5.7. Hacte VII miana ynpaBieHUs pUCKaMH — NPUIOKEHUS K [JIaHy
yIPaBJIEHUS PUCKAMH.

[Inan ynpaBieHHs] pHUCKAMU JIOJDKEH COAEpXaThb  CJENYIOIIUE
OPWIOKEHUS] B CIydasX, KOrja 3TO INpuMeHuMo. Ecnu 1uiaH yrnpaBieHus
pUCKaMH TMPUMEHSIETCS MO OTHOUIEHWI0O K Oojee 4YeM OAHOMY
JIEKApCTBEHHOMY Tpenapary, NpearnoiaraeTcs, 4To IpUIoKeH s OyyT UMETh
OTHOIIIEHHE KO BCEM JIeKapCTBEHHbIM IMpemnaparaM. Creayer 0co0o
MOMYEPKHYTh  KOHKPETHBIE  aCMEKThl, HE TPUMEHUMBIE KO BCEM
JIEKapCTBEHHBIM IIpenaparaM B IUUIaHE YNPaBICHUS pUCKamMu (Hampumep,
dbopma mocraeayromiero coopa MHGOPMALUM O HEXEJIATEIbLHOU SIBICHUU B
OPWIOKEHUH 4 MOXKET OBbITh NpPUMEHUMA TOJBKO K JIEKAPCTBEHHBIM
npenaparamM, COAECpPKalluM AKTUBHOE BEIIECTBO, KOTOPOE UMEET MPHUYUHHO-
CJICICTBEHHYIO CBSI3b C SIBJICHUEM).

6.2.5.7.1. Ilpunoxenne Ne | K ruiany ynpaBJIeHUSI PUCKAMMU.

[Ipunoxenue 1 k TuiaHy ynpapieHUs PUCKaMM MPEACTABISIET COOOM
CTPYKTYPUPOBAHHOE 3JIEKTPOHHOE MPEICTaBICHUE IUIAHA YIIPaBJICHUS

puckamu. Ero He Tpebyercs momaBars B YOT/l, anmekTpoHHbIN ¢daiiia H0mKeH
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ObITh TPENCTABIEH B COOTBETCTBUU C MPUMEHHUMBIM PYKOBOJICTBOM.
Hacrosiee npuinoxxeHue MO>XHO OCTABUTh HE3ANIOJIHEHHBIM.

6.2.5.7.2. llpunoxenune Ne 2 K muaHy ynpasiieHHs puckamu: Kparkui
0030p BBINOJHSAEMBIX W 3aBEPLICHHBIX MPOTPaMM HCCIEIOBAHUI 110
dbapMakoHaa30py.

Hacrosmee npuiiokeHne TOHKHO BKIOYATh B TaOIMYHOM dopme
CJIEIYIONIYI0 MH(MOPMAIMIO IO HMCCIEIOBAHUIM, BKIIOUEHHBIM B IUIAH IO
dbapMakoHa30py (COrJacHO TEKYIIeW WM MPebIAyliel Bepcuu IUIaHa
yIPAaBJICHUS] pUCKaMU, UCCIIEI0OBaHMs Kateropuu 1, 2 u 3):

IUIAHUPYEMbIE U BBINOJHAEMbIE UCCIEAOBaHUS, BKJIIOYAs LEIH,
npo0OsieMbl 0€30IaCHOCTH, a TaK)Ke 3allJIaHUPOBAHHBIE CPOKU MPECTABICHHUS
MPOMEXKYTOUYHBIX U KOHEUHBIX PE3YJIbTATOB;

3aBEpILICHHbIC MCCJIENIOBAHMS, B TOM YHCIE UEIH, MOpoOIEeMbl
0€30IaCHOCTH, M JaTa MPEJCTaBICHUS pPEe3yJbTaTOB B YIOJIHOMOYEHHbIE
OpraHbl (BBITOJIHEHHOE, 3aIUIAHUPOBAHHOE ITPEJCTABICHUE WM YKa3aHUE
MPUYUHBI HE MTPEJICTABIICHUS PE3YIbTATOB).

6.2.5.7.3. llpunoxxenrie Ne 3 K TUIaHy YNOPABJICHUS PUCKAMH:
[IpoToKOJIBI MpearaeMbiX, BBITOIHSIEMbIX W 3aBEPILICHHBIX HMCCIEIOBAHUN
nJ1aHa 1o apMakoHaI30py.

B npunoxenue 3 He TpeOyeTCsi BKIOYATh MPOTOKOJbI UCCIICA0OBAHUIT,
KOTOpbIe HE ObUIM HAa3HAYEHBI YIIOJTHOMOYEHHBIM OPTraHOM W BKJIIOYECHBI B
wian 1o (apmakoHagzopy. JlaHHOE TPUIOKEHUE MOXKET BKIOYATh
ANEKTPOHHYIO OTCBUIKY WM CChUIKY Ha Apyrue moxyiau nocbke 30T/, B
cllydae NpeCTaBJICHHUs AaHHBIX NpoTokojoB B 30T/ u mnpexncraBieHus
IJaHa YNpaBlIeHUsT puckaMu ofgHoBpeMeHHO ¢ 530T. B cayuae
MPEJICTAaBICHUSL IUJIaHA yOpaBlieHUs puckamMmu He B cocraBe 30T/ B
NPUJIOKEHUU  JIOJDKHBI  OBITh  BKJIIOYEHBI IMPOTOKOJBI  HCCIIECOBAHUM,

BKJIFOYCHHBIX B IIJIaH TI0 (papMaKoOHAI30DY.
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6.2.5.7.3.1. Yactp A npunoxenus Ne 3 k 1iaHy ynpaBJi€HUs PUCKAMMU.
3anpaimuBaeMble  TPOTOKOJBI  HMCCIENOBaHUM 1O  (papMakoHAI30py,
NPEICTABISIEMbIE JI1 OLEHKU YIOJHOMOYEHHOIO OpraHa mnpu OOHOBJIEHUU
BEPCUU IJIaHa YIIPABICHUS PUCKAMH.

B cnyuae ecnum  3ampammBaeMble  TIPOTOKOJBI  JOJDKHBI  OBITH
MPEICTABICHbBl HA PACCMOTPEHUE YMOJHOMOYEHHBIM OPraHOM M JepKaTelb
PErUCTPAIIMOHHOTO  YAOCTOBEPEHHUS IUJIAHUPYET MPEICTaBUTh MPOTOKOI
UCCJIEIOBaHUsI HA OLEHKY YNOJIHOMOYEHHOIO OpPraHa B paMKax IpOLEIypbl
NPEICTABICHUS TUIAHA YIPABIEHUS PUCKAMM, 4acTb A JOJKHA BKIIIOYATh
HACTOSIIIUA TPOTOKOJ. B KauecTBe albTepHATUBHOIO BapHaHTa MPOTOKOII
UCCIIEIOBAHMSI MOXKET OBITh PACCMOTPEH B paMKax OTAEIbHON MpOLenyphl U
IIOCJIE €TO COIVIAaCOBAHUS JIOJDKEH OBITh BKIIOUEH B yacTh C mpuiiokeHus 3
miaHa ynpasiieHuss puckamu. [lopsgok mpeacTtaBieHUs MPOTOKOJIA
UCCJIEI0BaHHUS IOJKEH OBITh COIIACOBAH C YIIOJTHOMOYEHHBIM OPTaHOM.

6.2.5.7.3.2. Yactp b Ilpunoxenus Ne 3 K miany ynpaBieHUsI PUCKaMU.
3anpammBaeMble U3MEHEHUS! paHee OJO0OPEHHBIX MPOTOKOIOB MCCIETOBAaHUMN
no (QapMakoHan30py, MpeICTaBisieMble MJis OLEHKHM YIOJHOMOYEHHOIO
oprasa npv OOHOBJIICHUH BEPCHUM TJIAHA YIIPABICHUS PUCKAMH.

B cnywyae ecnu ynmoiaHOMOYEHHBIM OpPraHoM OBbUIM 3ampOIIEHBI IS
pPacCMOTpPEHMsI HCHPABJICHUS MPOTOKOJA HCCIAEAOBAaHUA U JAepKareib
PErUCTPALIMOHHOIO yAOCTOBEPEHUs IUIAHUPYET IHPEICTaBUTh H3MEHEHUS
MPOTOKOJIA MCCIAEAOBAaHUS B paMKax MPOUEAYpbl MNPEJACTABICHUS IIaHa
yIOpaBJICHUsS] pUCKaMHU, 4acTh b 0oKHA BKIIIOYATh OOHOBJIEHHBIN MPOTOKO.
B xauecTBe albTepHATUBHOTO BapHaHTa MOIpPaBKa K MPOTOKOIY MOXKET ObITh
IpeACTaBlIeHa B paMKax OTIEIbHOM MPOUEAYphl U MOCJIE €€ COIIAaCOBAHUS
JOJKHA OBITh BKJIKOYEHA B 4YacThb B mnpunoxkeHus 3 1iaHa yHpaBiIeHUs
puckamu. Ilopsanok npeacTaBiaeHus: MPOTOKOJIA UCCIAEAOBAHUS JOJKEH OBITh

COITIaCOBaH C YIIOJJHOMOYCHHBIM OPIaHOM.
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[Tocne cornacoBaHMsi yHOJHOMOYEHHBIM OpPraHOM IPOTOKOJIBI U3
gyactei A wuium b ciegyer mnepeHecty B YacTh B ¢ mocieayrommm
00s3aTeIbHBIM OOHOBJICHUEM IIJIaHA YNPABICHUS pUCKAMMU.

6.2.5.7.3.3. Hactp B npunoxenns Ne 3 x riaHy ynpaBi€HUsI PUCKaMU.
OnoOpeHHbIE MTPOTOKOJIBI BBITTOJIHSIEMBIX UCCIEI0BAaHUN 1O (hapMaKOHAA30py
U OKOHYATEJIbHBIE IPOTOKOJIBI HCCIEAOBAHUNA, HE NPEICTaBIsIEMbIEe IS
OLIEHKH YITOJIJHOMOYEHHOI'O OpraHa.

Panee comiacoBaHHbIE MPOTOKOJIBI BBIMOJHSAEMBIX HCCIEAOBAHUN U
OKOHYAaTeJIbHbIE TPOTOKOJIbI, HE PACCMOTPEHHBIE YIIOTHOMOYEHHBIM OPIaHOM,
JOJIKHBI OBITh BKJIFOUEHBI B 4acTh B mpuioikeHus 3 1miaHa yHpaBieHUs
PUCKaMH CIIETYIOITUM 00pa3oM:

NOJHBbIE  TPOTOKOJBI,  KOTOpble  paHee  ObUIM  OLICHEHbI
YIOJHOMOYEHHBIM OPraHOM U COINIACOBaHbI (TO €CTh HE ObUIO 3alpOIIEHO
MOBTOPHOE IPE/ICTABIICHUE IPOTOKOJIA). [IpoTokosbl JTOJIKHBI
COMPOBOXK/JIaThCA HAUMEHOBAHUEM MPOLIETYPHI, B paMKax KOTOPOW MPOTOKOII
ObUT YTBEPXKACH, W JAaTOW 3aKJIIOUEHUs. YKa3aHUE MOXKET BKIIOYaTh B ceOs
AJIEKTPOHHYIO OTCBUIKY WJIM CCBUIKY Ha Apyrue moaynu goceke 30T/ B
clly4ae, €CJIM paHee MPOTOKOJIbI ObLIN MpecTaBiieHbl B coctase 30T/

OKOHYATeJIbHbIE MPOTOKOJIBI JIPYTUX HCCIENOBaHUM KaTeropuu 3:
IPOTOKOJIBI, KOTOpbIE HE OBUIM  3ampolleHbl [JJs  pacCMOTPEHUs
YIOJIHOMOYEHHBIMH OpraHamu " IPEICTABIICHBI NepKaTeaeM
PErUCTPALMOHHOTO YI0CTOBEPEHUS TOIBKO JJIsl HHPOPMUPOBAHUS.

[IpoTOKOJIbI 3aBEPIICHHBIX HCCICAOBAHUN CINEAYET HCKIIOUUTh U3
HACTOSILIETO MPHUJIOKEHUS TMOCJIEe TOro, Kak OKOHYATEJIbHbIE OTYEThI IO
pe3yapTaram ucclieoBaHusi OyayT MpeCTaBICHbI B YIIOJHOMOYEHHBIN Opran

JIJISL OIICHKHU.
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6.2.5.7.4. llpunoxxenne Ne 4 K T1UIaHy YIOPABJICHUS PHUCKAMMU:
Cneunanbuble  (GopMbl  mocleAyromiero  cobopa  uHPopManuu O
HEXKEJIATEIIbHbBIX SBJICHUSX.

Hacrosiiee = npuiokeHue  JAOJDKHO — BKJIOYaTh  Bce  (popMbl
nocieAymnero cobopa wuHPOpPMAIUM O  HEXKEJIATENbHBIX  SBJICHUSX,
UCIIOJIb3YEMBIE JIEpKATEIEM PETUCTPALMOHHOTO yAOCTOBEpPEHUs sl coopa
JOTIOJIHUTEIBHBIX JAaHHBIX MO OMPEIETICHHBIM MPo0OJieMaM Mo 0e30MaCHOCTH.
Hcnons3oBanue mnocieayromux ¢GopM, BKIOYEHHBIX B HACTOSAIIEE
NPUJIOKEHUE, JIOJKHO OBITh  MOAPOOHO OMMCAaHO B  IUIAHE MO
dbapMakoHa30py B IUIaHE YIPaBICHUSI PUCKAMU KaK KOMIIOHEHT PYTHHHBIX
MEpONpUITHI IO (papMaKOHAA3OPY.

®opmbl mocneayomero coopa nHGpopManuu, KOTOpbie JAOHKHBI OBITH
BKJIIOUEHBl B  HACTOSIIEE MPWIOKEHUE, MOTYT TakKke Ha3bIBaThCS
«OMPOCHUKAMHU MO  JIOTIOJHUTEIbHBIM JIAaHHBIM TI0  HEXeJaTeIbHbIM
SABJICHUAM», «popma cOOpa MaHHBIX O HEXKENATEJIbHBIX SBJICHUSIX)» WU
«popmoit mocnemyromero cOopa TaHHBIX O HEXKEIATEIHbHOW PEeaKITum.

6.2.5.7.5. llpunoxxenne Ne 5 K T1UIaHy YNOPABJICHUS PUCKAMH:
[IpoTOKOJIBI MpeaIaraémMblXx M BBIIOJHSIEMBIX HCCIENOBAaHUM 10 4dactu [V
1J1aHa YIIPaBJIEHUS PUCKAMH.

Hacrosiiiee npuioxxeHue JOJDKHO BKIOYATh OTCHUIKUA WIIM CChUIKH Ha
npyrue yactu gocke 30T/l B cilyyae BKIIFOUEHUS MPOTOKOJIA UCCIEAOBAHUS
adpdextuBHocTH B 3OT]], m1GO MPOTOKOA HA3HAYCHHOTO HCCICAOBAHUS
3¢ PEeKTUBHOCTH, BKIFOUEHHOTO B YacTh [V 1iaHa ynpaBieHUsS pUCKAMU.

6.2.5.7.6. llpunoxenne Ne 6 K IUIaHy yIOPaBICHUS PUCKAMM:
[ToxpoOHas undopmalys o mpeiaracMbIX JOTOJIHUTEIBHBIX MEPOTPUSTUIIX
10 MUHHMU3AI[UU PUCKA.

Ecniu npumeHumo, B HacTodlllee MPUIIOKEHUE JOJIKHBI  OBbITh

BKIIKOYCHBI IIpcajiaracMbIC IIPOCKTHI (I/I COrjlaCoBaHHBIC, €CJIU HpI/IMeHI/IMO)
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KJII0U€BOM MH(OpPMAIMHU, COCTABIIAIONICH JOMOJHUTEIbHBIE MEPOTIPUITHS 110
MUHUMU3ALUNA PUCKOB.

6.2.5.77.77. Ilpunoxenne Ne 7 K 1iaHy ynpasieHUs puckamu: pyrue
BCIIOMOTATEJIbHBIC JTAHHBIC (BKJIIOYAsi CCHUIOUHBIA MaTepuan);

Ecniu npumenumo, Bo wu30exkaHue JTyONMpOBaHUS MaTEpUAIIOB,
MPEACTABICHHBIX B KAayeCTBE CCHUIOK, HACTOSIIIEE NPHIOKEHHE JTOJHKHO
BKJIt0YaTh OTChUIKM €OT /] Miau cChbUTKM HA APYTUe€ TOKYMEHTHI, BKIFOUCHHBIE
B JIpyTHE MOJYJIU JOCKE.

6.2.5.7.8. Ilpunoxenue Ne 8 k rmaHy ynpasieHus puckamu: OO030p
WU3MEHEHHM, BHECEHHBIX B TUIaH YIPABJICHUS PUCKAMU.

B HacTosimeM npuiioKeHun TOJKEeH ObITh MPECTaBIIEH MepeYeHb BCeX
CYIIECTBEHHBIX  HM3MEHEHHWWA B  IUIAHE  YNPABICHUS  pUCKAMH B
XpOHOJOTHYeCKOM mnopsake. WMHdbopmanus J0DKHA BKIHOYATh KPaTKOE
OMMCaHUE U3MEHEHUM, 1aTy ¥ HOMEP BEpCHUU ILJIaHA YNPABJICHUS PUCKAMHU 10
BCEM CIIEYIOIIUM U3MEHEHUSIM:

no0OaBiieHHe, yJaleHWe WIA HM3MEHEHHE KIACCH(PUKAITMOHHOTO
OTHECeHHUsI IPo0JIeM 1Mo 6€30MacHOCTH;

n00aBJIeHHE UK yAAJIEHUE UCCIIeIOBAaHUN u3 niaHa 1o
dhapMakoHaa30py;

U3MEHEHUE MEPONPUSITUNA B TJIAHE MHUHHMMHU3AIMA PUCKOB B 4YacTu
MEpONPUATHI, PEKOMEHIYIOIIHNX OINPEIEICHHbIC KIMHUYECKUE MEphl IS
yIPaBICHUS PUCKOM, WUJIU JTOMOTHUTEIbHBIX MEPONIPUATHI 110 MUHUMH3ALINU
PHUCKOB.

npuioxkenue Ne 9 k muany ympaieHus puckamu: MHbopmanms mo
OTIMYMSIM IUIaHA YyOpaBJEHUsT PUCKAMU B TOCyJapCTBax-wieHaX OT
JNEUCTBYIOLICH BEPCHUHU TIJIAHA YIIPABJICHUS PUCKAMH.

Hacrosiiiee npuioxeHue npeAcTaBiIseTcsl B Cliydyae HAJIMYUS OTIIMYUM

uH(OpMaIIMK pa3AesioB MJIaHA YIPABICHUS PUCKAMH B TOCYIapCTBAX-WICHAX
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oT uHGOpPMAIIMU COOTBETCTBYIOIIUX pa3/eioB ACHCTBYIOLIEH BEpCUM IUIaHa
ynpaBieHus: puckamu. OmucaHWE YKa3aHHBIX OTJIMYMI pa3/iesioB IJIaHa
yIOpaBJICHUS PUCKAMU TMPEJICTABISIETCS B COOTBETCTBUM C TPEOOBAHUSIMU K
dbopmary u CTPYKType JaHHBIX.

6.2.6. B3auMoCBs3p MEXIAy IUIAHOM  YIPABICHUS pPUCKaAaMU U
NEPUOJUYECKUM OOHOBISIEMBIM OTYETOM 1O O€30MACHOCTH.

OCHOBHBIMU MOCTPETUCTPAIMOHHBIMU JOKYMEHTaMH (hapMaKkoHaaA30pa
SBIISIIOTCSl TUIAH YIPABICHUS PUCKAMU U TIEPUOJAMYECKUI OOHOBIISEMBIiA
OTYET MO 0e30MacHOCTU. [TIaBHOW WLENBI0 MEPUOUYECKOTO OOHOBISIEMOTIO
oTyeTa MO O€30MAaCHOCTH SIBIISIETCA PETPOCHEKTUBHAS WHTETPUPOBAHHAS
MOCTPETUCTPAIIMOHHAS OLIEHKAa PHUCKAa U TOJb3bl, B TO BpeMs Kak IIEJIbIO
IlaHa  YOpaBleHUS  PUCKAMH  SIBJSIETCA  MPOCIEKTHMBHOE TIpe- U
MOCTPETUCTPAIIMOHHOE  YIIpaBJieHHWE OajlaHCOM pHUCKAa W TOJIb3bl U
IJJAHUPOBAHWE, TaKUM  00pa3oM  JIaHHBIE  JIOKYMEHTBI  SIBJISIFOTCS
B3aUMOJIOTIOJIHSIFOLIIUMH.

B cnyuae ecnu mepuogudeckuii 0OHOBIISIEMBIN OTYET MO 0€30MacCHOCTH
U TIJIaH YTPaBICHUS] PUCKAMU MPEACTABIISIOTCS OJHOBPEMEHHO, TUTAH TOJKEH
OTpaXkaTh 3aKjitodueHue Mo npodwiro Oe3omacHOCTU U APPEKTUBHOCTH,
C/EJIaHHOE B TMEPUOAMYECKOM OOHOBISIEMOM OTYET€ MO OE€30MacHOCTH.
Hampumep, eciau B nepuoanveckoM OOHOBISIEMOM OTYETE MO 0€30MacHOCTH
CIeNlaH BBIBOJA O BBISIBIEHWHM HOBOTO CHUTHAJIA U €0 OTHECEHUHM K YHCITY
BQXHBIX HWICHTU(DUIIMPOBAHHBIX WM BAXKHBIX TMOTECHIMAIBHBIX PHUCKOB,
JAHHBIA Ba)XXHBIM PUCK JIOJDKEH OBITh BKIIOUEH B YHCIO MPOOIeM TIo
0€30MacHOCTH B OOHOBJICHHYIO BEpPCHIO IUIaHA YIPABJICHUS PHUCKAMH,
MPEACTABIAEMY0 OJHOBPEMEHHO C MEPUOAMYECKUM OOHOBIISIEMBIM OTYETOM
no OesomacHoctu. [lmanm mo QapmakoHag30py W IJIaH MO MUHUMM3AIUAN
PUCKOB JIOJDKHBI B JTOM Clly4ae OBITh COOTBETCTBYIOIIMM 00Opa3oM

OOHOBJICHBI C OTPAXCHUEM MPEMIOKCHUN IepKaTeNsl PETUCTPAIMOHHOTO
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yIAOCTOBEPEHHsS] MO JalbHEHIIEMYy HW3YYEHUIO JTaHHOW MpoOJieMbl IO
0€30MacHOCTH U MEpaM MO0 MUHUMU3AIMHU CONPSKEHHOTO PUCKA.

B cneayrommx pazgenax NepuoJnyecKoro OOHOBJISIEMOTO OTYETa IO
0€30MacCHOCTH U TUIaHa yHpaBJiEHUS PUCKaMU MpeacTaBisieMas nHGopMalus
JIOJ>KHA OBITh COMIACOBAHHOM, HO MOKET OTJIMYAThCS MO popmary:

Yacte II, mogyne CIII «KnuHMYeckoe HCCIEAOBAHHUE BO3JACUCTBUS»
IJIaHa ynpaBieHus puckamu u nozpaszaen 5.1 «CymmapHOe BO3IEHCTBHE B
KIIMHUYECKUX HCCIIEIOBAHUSIX» MEPUOAUYECKOIO OOHOBIISIEMOTO OTYETa IO
0E30ITaCHOCTH;

Yacrs II, monyne CV «llocTpeructpainoOHHbIN 3Tam» U nogpasaen 5.2
«CymMMapHO€ M HMHTEPBAJIbHOE BO3JICHCTBME HA NAlMEHTa HAa OCHOBAHUU
OMbITa NOCTPErUCTPALMOHHOTO NPUMEHEHHUS» TUIaHA YIPABICHUS PUCKAMH;

Yacte II, mogyne CVII «MaeHTuduimpoBaHHble WM MOTEHIHAIbHBIC
pucku» u 4dacthb II, mogyns SVIII — «KpaTkas xapaktepucTuka mpoOiem
0€30MacHOCTU» TUIaHa yIpaBieHus puckamu u nonpasnen 16.1 «Kparkue
XapaKTePUCTHKHU MpobaeM 6e3onacHocTu» U 16.4 «XapakTepucTrKa PUCKOBY
NEPUOUIECKOTO OOHOBISIEMOTO OTYETa MO 0€30MaCHOCTH;

Yacte V «Mepbl 1no MHHUMM3AIMK pHUCKa», pa3gen «OleHka
3¢ (PEKTUBHOCTU MEPOTIPUITUIN 110 MUHUMU3AIUN PUCKa) TUIaHA yIIPaBJICHUS
puckamu u nonpazgen 16.5 «3¢dPexTHBHOCTL MHHUMHU3ALMHN PUCKA»
NEePUOTUIECKOTO OOHOBISIEMOTO OTYETA IO OE30MACHOCTH.

6.2.7. CucTemMbl KaUeCTBA U YIIPABIICHUE 3AMKUCSIMH.

HecMoTpst Ha TO, 4TO B MPOILIECC HANUCAHUA IUIAHA YIIPABJICHUA
pUCKaMU MOXKET OBITh BOBJIEYEHO MHOTO JKCIEPTOB, OKOHYATEJIbHAs
OTBETCTBEHHOCTh 3a €r0 KayeCTBO, TOYHOCTb M HAYYHYIO UEIOCTHOCTH
BO3JIAraeTCsl Ha JAEPHKaTeNsd PErUCTPAMOHHOTO yOOCTOBEpeHus. Jlepxkarenb
PErUCTPALIMOHHOTO YIOCTOBEPEHUSI HECET OTBETCTBEHHOCTHh 32 OOHOBJICHUE

IUIaHA YNOPAaBICHUS PUCKAMHM, KOTJAa CTAHOBHUTCA JIOCTYIIHOM HOBas
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uHdopmalus, U JOJDKEH TNPUMEHSITh MPUHIHUIBI O00ECIEUeHHs] KayecTBa,
W3JI0KEHHbIE B pazgene 2 Hacrosamwmx — IlpaBun.  Jlepxkarenb
PErUCTPALIUOHHBIX  YIOCTOBEPEHUN JOJKEH OOECHEUYUTh KOHTPOJIb U
JTOKYMEHTAPOBAHUE MPOUEAYPhI TPEACTABIECHUS TJIAHA YIIPABICHUS PUCKAMHU
B YNOJIHOMOYEHHBIE OpraHbl TOCYIApCTB-YIECHOB C YKa3aHWEM Jar
MPEACTABICHUSI U BCEX 3HAYUTENIbHBIX W3MEHEHWI, BHECEHHBIX B KaKIylO
BEPCUIO IUUIaHA yNIpaBi€HUA pucKkaMu. [laHHbIE 3amucH, IJIaH yIOpaBiICHUS
puUcCKamMu U JOObI€ JIOKYMEHTBI, UMEIOINE OTHOIIEHHE K HHPOpMaIUU B
paMKax  yKa3aHHOro  IUJIaHa, MOTYT  TIOABEPTrHYTbCSA  aAyIUTy W

WHCIIEKTUPOBAHUIO UHCIIEKTOPaMU 10 (papMakoHaaA30py.

6.3. TpeboBanus K MpeACTaBICHUIO

6.3.1. TpeGoBaHus K MPEACTABICHUIO IJIaHA YMPABICHUS] PUCKAMH JIJIs
JIepXKATEJIE  PErHCTPAlMOHHBIX  YAOCTOBEPEHHUM  NpPU  [MOJA4YE€  HA
PETUCTPALIHIO.

[Ipy mnomadye 3asBiIEHUST HA PETUCTPAIMIO U TPUBEJACHUE B
COOTBETCTBHE I[UIaHA YIPABICHUS PHUCKAMH C OINMCAHUEM CHUCTEMBI
yOpaBJICHUS PUCKAMU W PE3IOME IUlaHa MPEACTaBISIETCA M1 BCEX
JIEKapCTBEHHBIX MPENaparoB.

IIpy momaue 3asiBlICHUS HA TMPUBEICHUE B PETHMCTPAIMOHHOTO JIOCHE
JIEKapCTBEHHOI'O MIpernapara COOTBETCTBUE ¢ TpeboBaHusiMU Coro3a:

JIEKApCTBEHHOIO IMpemnapara, JICWCTBYIOIIEE BEMIECTBO KOTOPOTO
XOpOIIO M3YYEHO B XOJI€ MEAUIIMHCKOTO MPUMEHEHHUS], PU STOM MPU3HAHBI
ero 3¢(HEeKTUBHOCTh M TpHemyieMasl CTeleHb 0e30MacHOCTH, M TPOIIIO HE
MeHee 10 jeT ¢ JaThl MEPBOTO CHUCTEMATHYECKOTO0 M JTOKYMEHTHPOBAHHOTO
MIPUMEHEHUS JEHCTBYIOIIETO BelllecTBa (JACHCTBYIOIMIMX BEIIECTB) JAHHOTO
JIEKApCTBEHHOIO Mpemnapara B TOCYJapCTBE-UJIEHE, OCYILIECTBISIONIEM

OLCHKY 3asABJICHHUA HaA IIPUBCACHHUC B COOTBCTCTBHUC M Y KOTOPOI'O OTCYTCTBYCT
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IUIaH YHOpPaBJICHUS PUCKaMM HAa MOMEHT MPUBEACHUS PETHCTPALIMOHHOIO
JIOChE B COOTBETCTBUE;

JIEKapCTBEHHOTO PACTUTEIBHOTO Tpemapara, KOTOPBI COOTBETCTBYET
KPUTEPHUSM MPEACTABICHUS YIPOIIEHHOTO JT0ChHE;

TOMEOTIaTHIECKOTO JICKapCTBEHHOTO npenapara, KOTOPBIN
COOTBETCTBYET KPUTEPHUSIM MPEACTABICHUS YIIPOIICHHOTO JI0ChHE;

TUTaH YIPaBJIEHUS PUCKAMU MPECTABIAETCS TOJIBKO B CIyyae BHECEHUS
HOBOTO TIOKa3aHWS K MTPUMEHEHWIO, MPH BO3HHUKHOBEHUHM TIPOOJIEMBI I10
0€30TMacHOCTH, OKa3bIBAIOIIEH BIUSHHUE HAa COOTHOIIECHHE «IIOJb3a — PHUCK»
JICKapCTBEHHOTO Tperapara, WJIM B HMHBIX CIIydasX, Kormaa oOecredeHue
NPUMEHEHHUS JIEKapCTBEHHOIO IMpernapara MpU MPEBHIIICHUU TOJIb3bl Ha
pUCKOM  TpeOyeT  BBEACHHUS  JIONOJHHUTEIBHBIX  MEPONPHUSATHNA  TIO0
dhapMakoHAI30py WIIH MEPOIPHUATHI TT0 MUHUMHU3AITUN PUCKOB.

Ha mocrtperucrpaiimoHHOM 3Tare NpeICcTaBlIeHUEe OOHOBJICHHS IUIaHA
YOPaBJICHUS PUCKAMH WM HOBOTO IIIaHA YIMPABIEHUS PUCKAMH MOXKET
noTpedoBaTbCs B JIIOOOE BpeMsi B TEUEHHWE OJKU3HEHHOTO IMKIIA
JIEKapCTBEHHOTO TIpernapara:

TI0 3aMpPOCy YIMOJTHOMOYEHHOTO OpraHa MpHU BO3HUKHOBEHUH MPOOIEMBI
no 0e30MacHOCTH, OKa3bIBAIOIICH BIMSHWE HAa COOTHOIICHHE «ITOJbh3a —
PUCK»;

IIPY BHECEHUM HM3MEHEHHM B PErMCTPALMOHHOE JOCHE JICUCTBYIOLIECH
perucTpau, KOTOphIe COMPOBOKIAIOTCS U3MEHEHHEM MEePEUHs MPoOIeM 1o
0€30macHOCTH, JTHOO MOSBICHUEM HOBBIX JOMOTHUTEIBHBIX MEPOTIPHUATHH 110
dbapmakoHan30py, JUOO0 HEOOXOAMMOCTHIO BHECEHHMS HM3MCHEHUU B
MEPOTIPUSITHS 110 MUHUMU3AIMK PUCKOB. [IpeacTaBieHue oOHOBICHUS IIaHA
YOPaBJICHUS PHUCKAMHU MOXKET TIOTpeOOBaThCsi B Ciydasx BHECEHUS

W3MCHECHUN B TOKa3aHUs K NMPUMEHEHUIO, BBEACHUS HOBOM JIO3WPOBAHHOU
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(GopMbI, HOBOrO croco0a BBEACHMS, BHECEHHMs HU3MEHEHUH B IIpolecc
IPOU3BOACTBA OMOTEXHOJOTUYECKUX JIEKAPCTBEHHBIX CPEICTB.

6.3.1.1. TpeboBanus B 0COOBIX CUTyalIHsIX.

6.3.1.1.1. Ilppy mepBHYHOM TOHAYE HA PETUCTPALMIO  IIOJIHOTO
colepxkaHusi moaysed 1 — 5 perucTpaloHHOTO JOChE€ HEOOXOAUMO
IPEACTABIIATh BCE YACTHU IUIAHA YIPaBIEHUs pUCKaMH. Bo Bcex HMHBIX
CllydasiX MEpBUYHON IMOJIa4d Ha PErHCTPalUI0 TPEOOBAHUS K COJAECPIKAHUIO
IJJaHA YINPABICHUS PHUCKAMHM ONPEACISIIOTCS HCXOAA W3  KOHIEIUIHH
IPONOPUMOHANBHOCTH HUJICHTUPUIUPOBAHHBIM W TMOTEHUHUAIBHBIM pPHUCKaM
JIEKapCTBEHHOTO Tpenapara, a Takyke HeOOXOAMMOCTH MOJIyYeHHS JaHHBIX 110
0€30MacCHOCTH Ha MOCTPETUCTPALIMOHHOM JTare, B CBA3M C YEM HEKOTOPHIE
YaCTU WJIM MOIYJIM MOTYT OBITh OIYILEHBI, €CIU TOJBKO YIOJIHOMOYEHHBIN
OopraH TrocygapcTBa-ujieHa HE  MPEeACTaBIsieT HUHBIX  TpeOOBaHUM.
MuHuManbHble TpeOOBaHUS K MPEACTABICHUI0 HHGOPMALMHU MO YacTsIM

I1aHa yIpaBJICHUA PUCKaMU ITPUBCACHEI B Ta6J'II/H_IC 1.
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Tabmuna 1

Kparkas nadopmarus mo MUHIMaIbHBIM TPEOOBaHMS K MPEICTABICHUIO HH(GOPMAIIUU 110 YaCTsAM IJIaHa yIIpaBICHUS
pYCKaMU TIpU MEPBUYHOM TT0/1a4e 3asIBIICHUS Ha PETUCTPAITUIO (ITOJTHOE ONMCAaHNE TPEOOBAHUM MPUBEACHO B TEKCTE
JIOKYMEHTQ)

Bun nekapctBeHHOTO npenapara Yactb Yacrs 11 Yactu

I CIl|/CI|COI|CIV |CV |CVI|CvVII | CvII | OI | IV |V | VI

[logaya moJIHOTO coaepKaHUsA + + + o+ + + o+ + + + + + +
MoayJei 1-5 perucTpalioOHHOTO JOChe

BocmipousBeieHHbI JI€KapCTBEHHBIN IIperapar + I + + ¥
['uOpuaHbBINi TeKapCTBEHHBIN Npernapar + + + t

JlexapcTBeHHbIH Tipenapat ¢ GUKCHPOBAHHOMN T T T T T T +

KOMOUWHAIMEN — C HOBBIM JCHCTBYIOIINM BEIIIECTBOM B
COCTaBe

JlexapcTBeHHbIH Tipenapat ¢ GUKCHPOBAHHOMN + T + i + + % | 4
KOMOMHaIMel — HOBOE JCHCTBYIOIIEE BEIIECTBO B
COCTaBE OTCYTCTBYET

JlekapcTBEHHBIN Npenapar ¢ XOpOILIO U3YYEHHBIM + + + + + + +
MEIULMHCKUM IIPUMEHEHUEM

buoananornynslii (6Mono100HbIN) JIeKapCTBEHHBIH + + o+ + + o+ + + + + + +
npernapar

[Ipumeuanus:

1.CuMBoOI «+» 03Ha4yacT, 4To I/IH(I)OpMaI_[I/ISI M0 JaHHOMY pa3acily nNpCACTaBJIACTCA B IIOJIHOM o0BeMe TpC6OBaHHﬁ.
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2.CumBoOI «i» O3HaYaeT, 4To UH(pOpMaLKsI IO JAHHOMY pa3zieiy MpeJCTaBiIsIeTCsa B clydyae, eciii pedepeHTHBIN JIeKapCTBEHHBIN Mpenapar He UMeeT
0JOOpPEHHOr0 IUIaHA YIpPaBJICHHUS PUCKAMH M pe3loMe IUIaHa YIPABICHUS PHCKaMU HE OIMyOJIMKOBAaHO HAa CaiiTe YMOJHOMOYEHHOI'O OpraHa
rocy/1lapcTBa-ujieHa.

3.CuMBoI «*» 03HauUaeT, 4YTo MH(OpMAIHS 10 TaHHOMY pa3jeiy MpPEeACTaBIseTCs B Cllydae, eCiId MOCTPETUCTPAIIMOHHBIC UCCIIEOBAHUS 110 OLIEHKE
3¢ (HeKTUBHOCTH Ha3HAUYEHbI peepeHTHOMY JIEKapCTBEHHOMY Ipernapary.

4.CuMBON «J» O3HAuaeT, YTO B JAHHOM pa3jele MOXET ObITh HPHBEICHO yKA3aHHE O COOTBETCTBUS MH(pOPMAIMH 10 GE30IMacHOCTH B OOLIeit
XapaKTePUCTHKE JIEKAPCTBEHHOTO MpernapaTa U UHCTPYKIIHUU [0 METUIIUHCKOMY IPUMEHEHUIO.

5.CumBoI «t» 03HA4aeT, yTo TpeOOBaHUS K MH(POPMAIMU MO JAHHOMY Pa3/eldy OCHOBBIBACTCS HA MPHUHIUIE MPOMOPIHOHAIEHOCTH COMPSKEHHBIM
PHUCKaM C Y4ETOM IOJTyYEHHBIX HOBBIX JaHHBIX IO 0€30MaCHOCTH, a TAK)KE BOZMOXKHBIX OTJIMYUI ¢ pe)epEeHTHBIM MIPENapaToOM.

6.CuMBOI «&» O3HA4aeT, 4TO MHQOpPMAIMU 110 JaHHOMY pasJielly JOJKHA OBITH IpEJCTaBIeHA C aKIEHTOM Ha HOBOE JEHCTBYIOLIEE BELIECTBO
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6.3.1.1.2. Ilomaua Ha pEerUcTpanuio BOCITPOU3BEICHHBIX
JIEKapCTBEHHBIX PenaparoB.

[Ipy momaye Ha PETHCTPAMIO BOCHPOMU3BEACHHBIX JIEKAPCTBEHHBIX
penaparoB IUTaH YIPaBICHUS PUCKAMU JOJKEH ObITh pa3paboTaH C y4eToOM
CIIeyOIUX TpeOOBaHUN K MH(POPMALIMH O pa3eiam:

Yacte | nmana ympaBieHus puckamu: TpeOoBaHMs K WH(popMaruu B
paszenie COOTBETCTBYIOT TPEOOBAHUAM K JAHHOMY Pas3feiy, MPeabsBISeMbIM
B Cilydae MOAayd Ha PErucTparyio IMOJHOTO coaepkaHusl Momyner 1 — 5
PETHCTPAIIMOHHOTO J0ChE;

Yacts Il nnana ynpasienus: puckamu: uHdopmaiys B paszeie J10bKHA
OBITH TIPE/ICTaBJICHA C YYCTOM CIICTYIOMHNX BO3MOXKHBIX YCIOBHUH.

pedepeHTHBIN JIeKapCTBEHHBIN TIpernapaT WMEeT IUIaH yIpaBiICHUS
puckamu. B stom cnydae momymu CI-CVII nnana ynpaBieHUsT pUCKaMH
MoryT He npencraBisaTbes. Moaynbs CVIIL gomxkeH BrIOUaTh 000OIIEHHYIO
uHpopManuio 1Mo npoodiieMam 1Mo OE€30MaCHOCTH, KoTopas (hopMupyercs B
COOTBETCTBHU C 0000meHHoN wuHbOpManuedn mo mpoliemMaMm 1o
oe3omacHoCcTH pedepeHTHOro Tpernapara. B ciydae, eciam 1o MHEHHIO
JepKaTeass PETrUCTPAIMOHHOTO YAOCTOBEPEHHS HMMEIOTCS JOCTAaTOYHBIC
JI0Ka3aTebCTBA I WCKIIOUCHHSI W3 TICPEYHS WM HW3MEHEHHUS TIepeyHs
npoOsieM 1o Oe30MacHOCTH, ONPEAENSIEMOM B IUJIAHE YHPABICHUS PUCKaAMU
pedepentHoro mpemapara, B Moxayiab CVII 10omkHO OBITH BKIIOYEHO
noApoOHOEe OO0OCHOBAaHME HWMCIOMMUXCSA OCHOBAaHMM 10  BHOCHMBIM
U3MEHEHUSIM W COOTBETCTBYIOIIMM TpobjeMaM 1o  0€30MacHOCTH.
AHaJIOTHYHBIM 00pa3oM, B CiIydae €CIH JIepXKaTellb PErucTParliOHHOTO
yAOCTOBEPCHHSI  OTPEISTMI  HOBYHO  TpoOieMy 1o  Oe30MMacHOCTH,
OTHOCSIIYIOCS K  BOCHPOM3BEICHHOMY  JICKAPCTBEHHOMY  IIperapary
(HampuMep, PUCKH, CBI3aHHBIE C HOBBIM BCIIOMOTATEIbLHBIM BEIISCTBOM, HJIH

HOBasg mpoOjeMa Oe30MacHOCTH, BO3HHMKAMOINAsA B CBI3M C JIIOOBIMHU
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MOJIYYeHHBIMH KIMHUYECKUMH JIaHHBIMHU), JOJDKHA TakKe ObITh MpHUBEICHA
neranbHas uHpopManus U 000CHOBAaHWE JTAHHOTO OTIMYHSA C TOIAPOOHBIM
onrcaHueM HOBOM npobiemsl 6ezonacHoctu B moayne CVII;

pedepeHTHBIN JIeKapCTBEHHBIN MpenapaT He UMEET IJIaHa yIpPaBJICHUS
pUCKaMH, HO aKTyaJU3UpPOBAaHHBI NEpeueHb MpodJieM MO Oe30MacHOCTU
JEUCTBYIOIIETO BellecTBa (JACMCTBYIOIIMX BEIIECTB) JIEKAPCTBEHHOIO
npenapara onyOJIMKOBaH Ha CaiTe yMOJHOMOYEHHOTO OpraHa rocyaapcTBa-
yiieHa. B aToM cityuae npu ¢hopmupoBaHuM crieniuuKaiuy no 0€30nacHOCTH
BBINIOJIHAIOTCSL TpeOOBaHUs BBHIIIEYKa3aHHOTO MyHKTa. B ciyuyae ecnu Ha
caiiTe YNOJIHOMOYEHHOTO OpraHa TroOCyJapCcTBa-wieHa IO JaHHOMY
JEHCTBYIOLEMY BEIIECTBY (JI€HCTBYIOIIMM BEIIECTBAM) OIyOJIMKOBaHO OoJiee
OZTHOTO NIEpPEYHS npo0iieM 1o 0€e301acHOCTH, JepKareaeM
PErUCTPALIMOHHOTO YIOCTOBEPEHUS JOJKEH OBITh OOOCHOBAaH CJCIaHHBIN
Bb100p B Moayiie CVIII;

pedepeHTHBIN JIeKapCTBEHHBIN MpenapaT He UMEET IJIaHa yNpaBJICHUS
pUCKaMU M TepeyeHb MpobiaeM Mo 0e30MacHOCTH ACMCTBYIOLIETO BELIECTBA
(IEMCTBYIOMUX BEIIECTB) JIKAPCTBEHHOTO Mpernapara He OMyOJMKOBaH Ha
cailiTe YMOJHOMOYEHHOTO OpraHa rocyaapcrBa-ujieHa. B stom ciydae mpu
dbopmupoBaHuu crielupUKAUA 110 0€30MACHOCTH MPEJCTABISICTCS TOJTHAs
unpopmanuss o moayiasm CVII u CVIIL. B monyne CVII pnomxHa OBITH
MPEICTABICHA KPUTHYECKas OIEHKA MMEIOIIEHcss MH(pOopMaIuy MO pUCKaM,
CBSI3aHHBIM C IPUMEHEHHUEM JICKaPCTBEHHOTO TMpemnapara (Hampumep, TaHHbIE
JOKJIUHUYECKOTO W KJIMHWUYECKOTO HW3YYCHHUs, HAydHOW JIMTepaTyphl,
uHpopmaiusi pazpadorunka pedepeHTHOro JIEKapCTBEHHOTO Npernapara) u
NPEIJIOKEH TIEPEYeHb BAXKHBIX HIACHTH(OHUIIMPOBAHHBIX M TOTCHITMAIBHBIX

PUCKOB, a TaK)K€ BaKHOW OTCYTCTBYIOIIECH HHPOPMAIIUH.
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Yacte III mnmanma ympaBiaeHus pucKaMH: HWHpOpMaIUs JOJDKHA
BKJIIOUATh OMHCAHUE ACATEIBHOCTH MO (papMakoHAI30py B COOTBETCTBUU C
TpeboBaHusAMHU I1. 6.2.5.3. HacTosiuux [IpaBui.

Hepxarento PErUCTPAlHOHHOTO YAOCTOBEPEHUS
BOCIIPOU3BEAECHHOIO JIEKAPCTBEHHOTO npemnapara HACTOSATEIBHO
PEKOMEHIyeTCSl NMPUHUMATh y4acTUE B IUIAHUPYEMBIX HIIA BBITOJIHSAEMBIX
UCCIIEAOBAHUSX, MIPOBOIUMBIX JepKaTeIeM PETUCTPALIMOHHOTO
yIOCTOBEpEeHHUs Ha  pedepeHTHbI mpemapar, B  Clyyasx, Korzaa
MIPEACTABIIACTCS BaXKHBIM 00ECIIEYUTh COOP UMEIOIIMXCS WA MPOCIEKTUBHO
coOMpaeMbIX JaHHBIX B paMKax OAHOro wuccienoBanusa. Hampumep,
MOJIyYeHUE JaHHBIX IO OMNpPENENEHHBIM acreKkTaM Oe30MacHOCTH HOBOTO
JIEKapCTBEHHOI'O npenapara, HEOOXOAMMBIX 1A JaJIbHEUIIIECH
XapaKTepUCTUKU NPOoPuiist 6€30MacHOCTH JEHCTBYIOUIErO BEIIECTBA, MOMKET
noTpe0oBaTh BKIIOYEHHSA TMAIMEHTOB B OTHEJIbHBIE HCCIEIOBaHUS C
OJIMHAKOBBIMHU WJIM CXOJHBIMU LEISAMH (HAPUMEDP, PETUCTPbl OEPEMEHHBIX,
pEerucTpsl  MAIIMEHTOB €  ONpENENCHHBIMU  3a00JEBaHUSIMH,  BCE
MOCTPETUCTPAIIMOHHBIE HCCIIEIOBAaHUs 0€30MacHOCTH, HaIpaBiICHHBIE Ha
OLICHKY  pPE3yJbTaroB  JJUTEIBHOTO  MPUMEHEHHs), UTO  CO3JAeT
HEOOOCHOBAHHYIO HArpy3Ky Ha MalMEHTOB, Bpaued M HcCcleqoBaresied u
JOJDKHO ~ OBITh ~ ONTUMHU3UPOBAHO  IyTEM  MPOBEACHUS  COBMECTHBIX
VICCIICOBAHNM.

VYNOJHOMOYEHHBIM OpraH TrOoCyJapCTBa-4j€HAa B CIIydasx, KOTAA 3TO
MPUMEHUMO, MOXET TaKXE€ pPacCMOTPEThb BONPOC O HA3HAYCHUU
UCCIICIOBAaHUM,  KOTOpPbIE  JOJDKHBI ~ TPOBOAUTHCS B OTHOIICHUU
BOCIIPOU3BEJCHHBIX JICKAPCTBEHHBIX MPENAPATOB.

Yacte [V nnana ynpaBineHUs] pUCKaMH: HACTOSIIAsl YACTh MOXET ObITh

OCTaBJICHA HC3aHOHHeHHOﬁ, B CcClIydac CClIIM AJId BOCIIPOHU3BCACHHOI'O



200

JEKapCTBEHHOTO  TMpenapara  MOCTPETUCTPALlMOHHOE  HUCCIIEIOBaHUE
3¢ (PEeKTUBHOCTH HE HA3HAYATIOCK.

Yacte V 1u1aHa ynpasjieHUs PUCKAMU: B Clydae €CIM B OTHOLIECHUU
pedepeHTHOTO JIEKapCTBEHHOT O npenapara HE BBITIOJIHSIFOTCSA
JOTIOJTHUTEIbHBIE MEPONPHUATHS 110 MUHMUMHU3aLUU PUCKOB, B JAHHON 4acTH
IlaHa yMOpaBJICHUs] PUCKAMU JOCTATOUYHBIM SIBIISIETCS YTBEPKACHUE O TOM,
410 MHGOPMAIK O 0€30MaCHOCTH B 0OIIIEH XapaKTEPUCTUKE JICKAPCTBEHHOTO
npenapara M MHCTPYKUMM 1O  MEIULUMUHCKOMY  IPUMEHEHHIO
BOCIIPOU3BEICHHOTO JI€KapCTBEHHOI'O npenapara COOTBETCTBYET
uHpopManu 1Mo OE30MaCHOCTU B OOIIEH XapaKTEPUCTUKE JICKAPCTBEHHOTO
npenapara 1 UHCTPYKIHUH IO MEAULUHCKOMY IPUMEHEHUIO OPUTHMHAIBHOTO
JIEKapCTBEHHOI'O Ipenapara. B ciyuyae onpeneneHrs HOBBIX (MHBIX) PUCKOB,
CBA3aHHBIX C  NPUMEHEHUEM  BOCIPOU3BEACHHOIO  JIEKAPCTBEHHOTO
npenapara, B 4YacTh V IUIaHA YOPaBICHUS pPUCKaMU JIODKHBI OBITh
IOPENCTABICHbBl ~ MEpPOINpUATHA [0  MUHUMH3AUUMU  PUCKOB  JJIs
COOTBETCTBYIOIIMX MpoOieM Oe30MacHOCTH  COIIaCHO  TpeOOBaHUSM,
YCTAHOBJIEHHBIM JUIsl JAHHOIO pasjieia MpH NEpBUYHOM IMoaade Ha
PErUCTPALIMIO TOJHOTO COfepKaHusg Moayiaedl 1 — 5 peructparmoHHOTO
JOCKE.

B cnyuyae eciu mo OTHOLIEHHIO K pedEepeHTHOMY JIEKapCTBEHHOMY
npenapary BBIIOIHSAIOTCS JTONOJHUTEIbHBIE MEPOIIPUATHS [0 MUHUMU3ALUN
PHUCKOB, B pazzaeie V IIaHa yIpaBlI€HUs PUCKaMH ISl BOCHPOU3BEIECHHOTO
JIEKapCTBEHHOTO Mpernapara TpedyeTcs npeicTaBlIeHue NoJHON nHpopMaluu
10 paszeny coracHo TpedoBaHusaM 1. 6.2.5.5. Hacrosmux [IpaBui.

Yacts VI miana ynpasieHus puckamu: HHQOpMalus B pasiene
JOJKHA COOTBETCTBOBAaTb TpPEeOOBAaHUSAM, YCTAHOBJIEHHBIM JMJI JTAHHOIO
paszena Mpu MEPBUYHOW NOJA4Y€ Ha PErucTPalUI0 IOJHOTO COAEpKaHUs

Momysed 1 — 5 perucTpallmoHHOTO JOChe, W MPEACTABIATHCA B O0OBEME
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JAHHBIX, OMPENEIIEMOM BBINICYKA3aHHBIMU TPEOOBAaHUAMH K pazjaesiaMm
IJJaHA YIPABICHUS PUCKAMU IS BOCIPOU3BEAECHHOIO JIEKAPCTBEHHOIO
npermnapara.

Yacte VII mnnana ynpaBiieHHs pucKamu: WH(OpManus B pazfiene
JIOJDKHA COOTBETCTBOBATh TPEOOBAHUSAM, YCTAaHOBJIEHHBIM [ JIAaHHOTO
pazznena mpu MNEPBUYHOM MOJMA4€ HA PETUCTPALMIO TOJHOIO COAEpPKAHUS
Moxayien 1 — 5 perucrpaumoHHoro nocke. B uvactu npunoxkenuit 4 u 5
JIEPHKATEIIF0  PErUCTPAIMOHHOTO  YAOCTOBEPEHUS  BOCIPOU3BEICHHOIO
JIEKQpCTBEHHOIO IIpernapara PEKOMEHIYETCSl HCIOJb30BaTh MaTepUAIIbI,
COJICpKAHUE KOTOPHIX TMPUBEACHO B COOTBETCTBHUE C aHAJOTUYHBIMU
MaTepuaiaM peepeHTHOTO JTEKapCTBEHHOTO Mpemnapara.

6.3.1.1.3. [lepeuunas  momaya  HA  pErUCTpalMio  THOPUIHBIX
JIEKapCTBEHHBIX MPenaparoB.

TpebGoBanus Kk MHPOpMAIIUK B pa3feiiax IUlaHa yOpaBJiICHUS pUCKaMU
TMOPUIHBIX JICKAPCTBEHHBIX MpenaparoB COOTBETCTBYIOT TPEOOBAHUSM,
YCTAHOBJICHHBIM ISl BOCIIPOU3BEJCHHBIX JIEKAPCTBEHHBIX IPENApaToB B II.
6.3.1.1.2. nacrosiuux IlpaBun. B vactu VII nnana ynpaBneHus puckamu
JeprKaTeieM PErUCTPallMOHHOTO YI0CTOBEPEHHUS JOJIKHA ObITh MPECTaBICHA
JeTalibHasi OIEHKAa HMMEIOIIUXCS Y THOPUIHOTO JIEKAPCTBEHHOIO IMpernapara
OTJIMYUN 10 CpaBHEHUIO C pedepeHTHBIM MpernaparoM, HalpuMmep,
JNEUCTBYIOIIETO BEUIECTBA, IOKAa3aHWM K IPUMEHCHUIO, JIO3UPOBKH,
dapmarneBTuyeckoit  GOpMBI UKW TyTH BBEICHUS C TPHUBEACHUEM
00OCHOBaHHUSI BO3MOXKHOCTH  HCMOJIb30BaHUS TEepedyHs MpoOjeM 1o
O0e3omacHOCTH  pedepeHTHOro  JIGKapCTBEHHOTo  Mperapara,  Wiu
HEOOXOJIMMOCTH BHECEHUSI M3MEHEHUU (BKJIIOYEHUE OTMOJHUTEIbHBIX WM
UCKIIIOYEHUE MPOoOJieM Mo Oe30MacHOCTH W3 JCHCTBYIOIIETO MEPEUHs), Kak
pe3ysibTaTa JaHHBIX OTAW4YMK. JlaHHBIE KIMHUYECKUX MCCIICIOBAHUM,

ABJIIAIOIMUECCA OCHOBAHHUCM IIPCACTABIICHUA HAa PCTUCTPAlUIO, AOJIZKHBI OBITH
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BKJItOUYEeHBI B pazzaen Il mnana ynpasnenus: puckamu, moayau CI, CIII). Mubie
YacTU IUIaHA YOPABICHUS PHUCKAMHU TaKXe JOJDKHBI OBbITb MPHUBEICHBI B
COOTBETCTBUM C JaHHON HMHpopMauuen (Hanpumep, yactu V u VI mnana
YIPABJICHUS PUCKAMHU ).

6.3.1.1.4. Ilogaya Ha peErucTpanuio JICKAPCTBEHHBIX IIPENaparoB C
(bUKCUPOBAaHHOW KOMOWHAIIMEH.

TpeboBanus Kk MHGOpMaALMK B pazlenax IUIaHa YNpaBICHUS PUCKAMU
[P [OIaY€ HA PETUCTPalri0 (PUKCUPOBAHHBIX KOMOMHAIMN ONpPEAEISIOTCS
VCXOZS U3 CIIEAYIOMINX YCIOBUM:

B Clly4ae JICKapCTBEHHOTO Tpernapara ¢ (GUKCUPOBAHHONW KOMOUHAIUEH,
KOTOpasi COEP>KUT HOBOE JIEHCTBYIOIIEE BEIIECTBO, MH(OpMaLMs B pa3zesax
I1aHa yIPaBJICHUs pUCKamMu OIIPENEIIAIOTCSA TpeOOBaHUSAMU,
YCTAHOBJICHHBIMM U1 TEPBUYHOM MOJAYM HA PETUCTPALMIO ITOJHOTO
coaepxkanusi moxyneil 1 — 5 perucrpanmonHoro gocke. Mubopmanuu B
monyisix CI-CVI nnana ynpaBiaeHus: puckamu J0JIKHa ObITh MpEACTaBIeHa ¢
aKIIEHTOM Ha HOBOE JEHCTBYIOIIEE BELIECTBO.

B CJIyyae JeKapCTBEHHOIO Mpenapara ¢ (UKCUPOBAaHHOW KOMOMHALIMEH,
KOTOpasi HE COAEPKUT HOBOE JEHCTBYIOLIEE BEIIECTBO, TPEeOOBaHUS K
pasnenaMm IUlaHa YHOPABICHHUS pPHUCKaMU UM HMHGOpPMAIMU  ONpenemseTcs
TpeOOBaHUSIMHU, YCTAHOBJIECHHBIMH ISl BOCIIPOU3BEIEHHOIO JIEKAPCTBEHHOIO
npenapara. B otHomennn TpeboBanuit yactu Il mnana ynpaeneHus puckamu
noJ «pedepeHTHbIM Mpenaparom» ciaeayeT MOHUMAaTh <«I000M WM BCe
3apETUCTPUPOBAHHBIE JIEKAPCTBEHHBIE Ipernaparsl, coJepxKanue
AaHAJIOTUYHBIE  JICMCTBYIOIIME  BEIIECTBA, BKIIOUEHHBIE B  JaHHYIO
(UKCHUPOBAHHYIO KOMOMHAIIUION.

HoBas wmHbopmanus, mnoilydyeHHas MpPU HU3YYEHUU (PUKCHUPOBAHHOM

KOMOHWHAIUH, 10JKHA ObITh TipeacTanieHa B moayssix CII u CIII.
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6.3.1.1.5. [lomaua Ha perucTpamuio JEKApCTBEHHBIX IIPENAPATOB C
XOPOIIO U3yYEHHBIM MEIUIIUHCKIUM TPUMEHEHUEM.

[Ipu nogaue Ha perucTpanuio JEKapCTBEHHBIX IMPENaparoB ¢ XOPOUIO
U3YYEHHBIM MEAUIMHCKAM TNPUMECHEHUEM I[UIaHa YOpPaBICHUS PUCKAMHU
JOJIKEH OBITh pa3pabOTaH ¢ y4ETOM CIENYIOIIUX TPEOOBaHMUM K HHPOpMaluu
10 pazjesnam:

Yacts | nnana ynpasieHus puckamu: TpeOoBaHHUS K HMHGOpMAIUU B
paszzene COOTBETCTBYIOT TPEOOBaHUSIM K JAHHOMY pas3zeily, NpeabsBIsIeMbIM
B Clly4yae MoAayd Ha PErucTpaiuio MOJHOIOo coaep:kaHus momyned 1 — 5
PErUCTPALIMOHHOTO JOChE;

Yacts Il nmnana ynpasieHust puckamu: nHGOpMaIHs B pa3zese J0HKHA
ObITh mpenctaBieHa B yactu wMomayned CVII u CVIIL. epxarens
PErHCTPALIMOHHOTO YIOCTOBEPEHUs JOJDKEH MPEICTaBUTh OOOCHOBaHUE
npeajiaraeMbiX mpodseM 1o 6e30macHOCTH, JTU00 000CHOBaHUE OTCYTCTBUS
npobieM 1o  0Oe30MacHOCTM  MCXOAs U3  HUMEIOMMXCA  JaHHBIX,
OITyOJINKOBAaHHBIX B HAYYHOU MEIUIIMHCKON JTUTEPATYPE.

NpEABSBISAEMbIM B ClIydyae MOJa4d HA PETUCTPALUIO TMOJHOIO
cozepkanus moaynen 1 — S5 perucTpauoHHOTO JI0ChE;

Yactu [II-1V nnana ynpaieHusi puckamu: TpeOOBaHUA K MHPOPMALIUU
B pa3denaM COOTBETCTBYIOT TpeOOBaHMSIM K JaHHBIM  pasjiesam,
NpEAbSBISEMbIM B ClIydae MOJA4Yd HA PETUCTPALMIO MOJHOIO COAEPKAHUS
Moayneil 1 — 5 perucTpalmoHHOTO JOChE.

6.3.1.1.6. [lomaya Ha perucrpanuio OUOJOTHUECKHUX JIEKAPCTBEHHBIX
penaparos.

[Ipu momaye Ha perucTpauuid OHOJOTHMUYECKUX JIEKAPCTBEHHBIX
IpernaparoB IJIaHa YIPaBICHUs] pUCKaMU JIOJKEH ObITh pa3padoTaH ¢ y4eTOM
JOTIOTHUTEIBHBIX ~ TPEOOBaHWN K  OMOJIOTHYECKMM  JIEKAPCTBEHHBIM

mpemnaparam, BKITIOJas:
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OTpaKE€HUE OIEHKU CHEeUU(PUIECKOTO0 PHUCKA HUMMYHOT€HHOCTH C
BO3MOKHBIMH ~ KIIMHUYECKUMH  TOCIEACTBUSIMA M  pHUCKa MEpeaadu
MH(EKIIMOHHBIX ar€HTOB;

oOecrieueHue BBIMIOJIHEHUS B IUIAHE MO (papMaKOHAJ30py PYTUHHBIX U
JOTIOJIHUTENBHBIX ~ MEPONPUSTUNM,  HAMNPABICHHBIX HA  BO3MOXHOCTH
MPOCJIC)KMBAHUST HAMMEHOBAHUSI M CEPUU OMOJIOTMUYECKOTO JIEKapCTBEHHOIO
mpenapara MNpyd TNPUMEHEHWH W BBISIBICHHM HEXENATENbHBIX PEaKILH,
OLICHKM 0a30BOM YacTOThl HEXEJATENbHBIX PEaKIMil 0co00ro MHTEpeca U
HEMPEPHIBHOTO MOHHUTOPUHIA YAaCTOThI TOJIO3PEBAEMBIX HEXEIaTeIbHBIX
peakiuii 0co0oro HHTEpeca Ha ITane MOCTPEruCTPAIMOHHOTO MPUMEHEHUS C
LUEIbI0  BBISIBIICHUS TPEBBIICHHUS  OXHUJIAEMOM  YaCTOThI, a TaKxKe
MEpOIPUSATHIA 1o U3YYEHUIO crenuUUecKux PHCKOB Ha
MOCTPETUCTPAIIMOHHOM 3Tare (HampuMep, UMMYHOTEHHOCTH);

obOecrieueHue BKJIIOYEHHUSI B MEPbl MUHUMU3AIUU PUCKA MEPOTIPUSITUA,
HaIIPaBJICHHBIX HA BO3MOXHOCTH MPOCIEKMBAHUS HAUMEHOBAHUS U CEPUU
OMOJIOTUYECKOTO JIEKAPCTBEHHOTO TMpernapara npu NPUMEHEHUN U BBISIBICHUU
HEKEJIATEIIbHBIX PEAKIIUMN.

6.3.1.1.7. lleppuunasg momadya HA PETUCTPALMIO TOMEOMATUYECKUX
JIEKApCTBEHHBIX TPENapaToB U JIEKAPCTBEHHBIX PACTUTEIBHBIX IPEINapaTos,
KOTOpPbIE HE COOTBETCTBYIOT KPUTEPUSIM MPEJICTABICHUS YHPOILEHHOTO
JOCHE.

IIpy nepBHYHOW TMOJAa4e HA PETUCTPALUID TOMEONATUYECKHX
JIEKApCTBEHHBIX TPENapaToB U JIEKAPCTBEHHBIX PACTUTEIBHBIX IPEINapaTos,
KOTOpPbIE HE COOTBETCTBYIOT KPUTEPUSIM TMPEJICTABICHUS YHPOIIEHHOTO
0Che, TpeOOBaHUA K MH(OpMALMK O pa3fesiaM ONpPENesoTCs UCXONsd U3
THUIIA 3aBJICHUSI HA PETUCTPALIHIO.

6.3.2. TpeOoBaHMsA K TEPBOMY TPEACTABICHUIO IUTAHA YIIPABICHUS

PHUCKaMHU ITOCJIC IIPOXOKACHUA PCTUCTPALIHNH.
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6.3.2.1. IIpencraBieHre HOBBIX IUJIAHOB YIPABJIEHUS PHUCKAMH I10
3alpoOCy yMOJHOMOYEHHBIX OpPraHOB TOCYIapCTB-UJIEHOB B CBSI3U C
BBISIBIIEHHOM NIPOOJIEMOM 110 O€3011aCHOCTH.

TpeboBanuss k pasgenaMm u HHPOpPMAIMM B IUIAHE YIPaBICHUS
pHUCKaMU, MPEICTABISEMOM IO 3aMpOoCy YIMOJIHOMOYEHHOTO OpraHa B CBSI3U C
BBIBJIICHHON Tpo0eMoli 1o 0e30macHOCTH, COOTBETCTBYIOT TPEOOBAHUSM,
YCTAHOBJICHHBIM JJIsI BOCIIPOM3BE/ICHHBIX JIEKAPCTBEHHBIX MpENaparoB Mpu
OTCYTCTBHUH IUIaHA YIIPABJICHHUSI PUCKAMU y pedepeHTHOrO JIEKapCTBEHHOTO
npernapara.

VYIOTHOMOYEHHBIM ~ OpPTaHOM  TOCYJapCTBa-4i€Ha MOXET  OBITh
OIpesieNieHo TpeOOoBaHuE AJIsl IepKaTeNsl pEruCTPALMOHHOTO YAOCTOBEPEHHUS
no mpexactaBieHnio B pazgene CVII cmemmbukammu mo O6e30macHOCTH
JAHHBIX B OTHOIIEHUHM BBISIBIEHHON mNpoOieMbl MO 0e30MacHOCTH, JHOO
NPEICTABICHUIO TMOJHOW HMHpOpManuu Mo mnpobiemam 1o 0e30MacHOCTH
JIEKapCTBEHHOTO npernapara. HanHoe pelieHue MPUHUMACTCSI
YIOJHOMOUEHHBIM OpraHa C OIpeAesieHueM Haubojiee ONTHUMAaJIbHOTO
BapHAaHTAa B CJIOKUBLIUXCS 00CTOSITENLCTBAX.

6.3.2.1. JIoOpoBOIbHOE TPEACTABICHUE HOBBIX IUIAHOB YIIPABJICHUS
pPHUCKaMU TMOCIIE IPOXOXKACHHS PETHCTPaLIUU.

[Tpu 10OPOBOIBLHOM MPEAOCTABICHUH JEPKATEIEM PErUCTPALIMOHHOTO
YAOCTOBEpPEHMs] IJIaHA  YMpaBICHHUS PUCKAMU  TOCIE  MPOXOXKICHUS
peructpanuu TpeOoBaHUs K paszzenaM U MH(GOpMalKU B IUIaHE YIPaBIICHUS
pPUCKaMU OTPEACISAIOTCS COIIACHO THUIYy PErucTpaldi JIEKapCTBEHHOTO
nmpermapara TpU  [EPBUYHONW  momade  (HampuMmep, pPEerucTpamnus C
IPECTABICHUEM IOJTHOTO COJEp)KaHUs MOIyJiel 1 — 5 perucrparmoHHOTO
JI0ChE, PETUCTPALIMS BOCIPOU3BEICHHOTO JEKApCTBEHHOTO IMpenapara U Tak

Jajee) U COOTBETCTBYIONTNX TpeOoBaHui myHkTa 6.3.1 HacTostmumx [IpaBui.
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6.3.3. [IpencraBinenue TJjiaHa YIIPaBJICHUS pUCKaMu B
YIOJIHOMOYEHHBIE OPraHbl FOCYIAPCTB-YJICHOB.

[Ipy nepBUYHOM MOJau€ HA PETUCTPALMIO TJIaH YIPABICHUS pUCKaMU
JIOJDKEH OBITh MPEJICTaBICH KAaK 4YacTh PErUCTpallMoHHOTO jgocke. [lpu
NpEACTABICHUM TIUIaHAa YNPABJICHUS pUCKAMU B  COCTaBe  OOIIEro
TEXHUYECKOTO0 JIOKyMeHTa B d3JekTpoHHOM Buje (3OT]), AoKyMeHT
dbopmupyercs B Bujae ¢ainoB PDF nubGo wmHOM 3yekTpoHHOM dopmare,
OMpEeNIeNIIEMOM TPEOOBAHUSIMHU YIOJHOMOYEHHBIX OpPraHoOB TOCYJapCTB-
YJICHOB K AJICKTPOHHOMY (popMaTy JOKYMEHTOB PETUCTPAIIMOHHOTO JI0ChE B
COOTBETCTBUHU C BBINOJHIAEMON NPOLEAYPOU PETUCTPALIUHU.

6.3.2. OOHOBJIEHUS TIJIaHa YTPABICHUS PUCKAMHU.

Ecnu ntan ynpasneHust puckaMu ObUT paHee MPEeCTaBIICH JepKaresieM
PErUCTPALIMOHHOTO YIOCTOBEPEHUSI MPU MPOILEAYpPE PErucTpaluu s
JEUCTBYIOIIETO BEIIECTBA, JIIOObIC MOCIEAYIONIUE MPEACTABICHUS JTOKHBI
Mo/JaBaThbCsd B BHUJIE OOHOBJICHHMS 3a UCKJIIOYEHUEM CIIy4yaeB, Korjaa
OTOBapMBAIMCH WHBIE TpeOoBanus. Kaxmoe mpeacTaBieHue IiaHa
YOPABJICHUS PUCKAMH JOJDKHO HMETh YETKUM HOMEpP BEpCUU U OBIThH
JATUPOBAHO. ITO OTHOCHUTCS K MPEJCTABICHUIO IJIaHA YIIPABJICHUS] PUCKAMHU
MOJIHOCTBIO WJIM TOJBKO K €r0 YacTH WIM MOIYJI0. Bepcuu ¢ u3MeHeHUus MU,
UMEIOIINE UJIEHTU(ULIUPYIOIITYIO uH}pOpMaIHIo, JTOJIKHBI OBITH
NPEACTABICHBl BMECTE C COMPOBOAUTEIBHBIM MHUCHMOM, BKJIHOYAOIIUM
oAPOOHOE ONMHUCaHWE M3MEHEHUH C MOMEHTA ITOCIICIHEH IpeACcTaBICHHOM
BEpPCHUH.

OOHOBNIEHUE TIJITaHA YIPaBJICHUS PUCKAMHU TMPEJCTABISIETCS TpHU
BHECEHHMM U3MEHEHHI B MepeueHb MpobdieM no 6€301macHOCTH, MPU BBEJICHUU
HOBBIX WJM  CyHIECTBEHHOM  W3MEHEHMM  BKJIIOYEHHBIX B  IUIAH
JOTIOTHUTEIBHBIX MEPONPHUATHI TI0 (papMaKOHAI30Py WIN JOTIOTHUTEIBHBIX

MepOHpI/IHTI/Iﬁ 110 MHHHUMMH3AIKMK PHUCKA. CYHIGCTBGHHBIG N3MCHCHMUA



207

0JI0OPEHHOT0 JIOMOJIHUTEIBLHOTO MEPOIpPUATUS MO (papMaKkoHAA30py MOTYT
ObITh CBSI3aHbI, HAPUMEP, C M3MEHEHHEM IIeJIe HCCIeOBaHUs, IEICBOM
MOMYJISIIUA WM COIJIACOBAHHBIX  JIaT  MPEACTABICHHS  PE3yIbTaTOB
uccienoBanus. CyIlecTBEeHHOE M3MEHEHHs JTOMOJHUTEIBHBIX MEPOIPUSTUN
0 MHUHUMU3AINN PUCKA MOXKET OBITH CBS3aHO, HAIPUMEp, C JOTOJTHEHHUEM
o0Opa3oBaTeIbHBIX MaTepUaioB HOBOM MpoOjeMol 1o Oe30MacHOCTH, YTO
TaK)Ke OTPakaeTcsi B APYrMX COOTBETCTBYIOIIUX pa3jiefiaX TulaHa YIpaBiIeHUs
puckamu. CyIliecTBEHHbIE W3MEHEHHUS JOMOJHUTEIBHBIX MEPONPHUATHH TI0
dbapMakoHAI30py WM JOTOJHUTEIBHBIX MEpPONPHUATHN MO0 MUHUMHU3AIUU
pUCKa BKJIIOYAIOT, B TOM 4HCJIE, WCKIIOYCHUE JaHHBIX  BHJOB
JOTIOTHUTEIBHBIX MEPOTIPUITHI U3 TIJIaHA YIPABICHUS PUCKAMHU.
OOHoOBIICHHE TIJIaHA YMPABICHUS PUCKAMH MOXKET MOTPeOOBaThCS B
ClIydasix, KOT/aa 1o pe3yabTaraM OIEHKH MOYYCHHBIX JTaHHBIX OMPEACIIICTCS
HEOOXOAMMOCTh JOTIOJHEHUS BBIMTOTHAEMON PYTHHHOW JEATEILHOCTU 10
dbapMakoHaI30py MHBIMH BUIAMHA PYTHUHHBIX MEPONPHUATHH, TOMHUMO
JESATEIHLHOCTH TI0 HEXENAaTebHBIM PEaKIUsIM U YIPaBICHUIO CUTHaIaMH. B
YaCTH U3MEHEHHUS PYTUHHOW JEATETbHOCTH 10 MHUHUMH3AIUNA PHUCKOB
OOHOBJICHWE IUIaHA YIPABICHUS PHCKaMHU MOXET IOTPeOOBAaThCS TIPHU
JOTIOJTHEHUH PEKOMEH TaITHiA OTpeIeICHHBIMA CIeIMaTbHBIMU
KIIMHAYECKUMHU MEPOTPUITHAMHU C IEJbI0 yIpaBiIeHUs puckoM. Hampumep,
OOHOBJICHHE TIJIaHA YIIPABICHUS PUCKAMH MOXXET TakKe ObITh 000CHOBAaHHO
OpU  3HAYUTENIBHBIX HW3MEHEHHUSAX IUlaHa €XKETOMHOTO PaCIIMPEHHOTO
MOHUTOpPHHTA 0€30MacCHOCTH (PyTHHHAS JAEATEIHLHOCTD IO (papMaKoHAI30DY),
aM00 TpH  BKIFOYEHUW  JOTIOJHUTEIBHOTO  KOMIIOHEHTAa  PYTHHHOTO
MOHUTOPHHTA, HApPHUMEpP PErYISIPHOTO MOHUTOPHWHTa (YHKIMHM TOYEK, B
KauecTBE peKoMeHjauuu B pazaen 4.4 oOmed  XapaKTepUCTHUKHU
JICKapCTBEHHOTO mpemnapara «Ocobmbie yKa3aHus u MEpBI

NPEAOCTOPOKHOCTH» (PYTUHHAS JIESITEIBHOCTh [0 MUHHUMU3AIUU PUCKOB).
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HeobxoaumocTs 0OHOBIEHUS IJIaHA OLICHKU 3(PGEKTUBHOCTH MEPOINPUATUN
0 MUHMMH3AIMK PUCKOB TAKXKE JOJKHA YUYUTHIBATHCS MPU OOHOBIEHUSX
IJlaHa YIpaBJeHUsl PUCKAMH.

OOHOBIIEHHE IUIaHA YIPABICHUS PUCKAMH MOXET NOTpeOOBaThCsA
MOCJIe 3aBEPUICHUS] OIIEHKU ASKCTPEHHOW MpoOJeMbl MO OE30MacCHOCTU H
MOATBEPXKJACHUS HOBOM TMPOOJIEeMBbI IO 0OE€30MacHOCTH KakK Ba)XKHOTO
UJACHTU(OUIIMPOBAHHOTO WJIM TMOTEHIUAIBHOTO PHUCKA C HEOOXOIUMOCTHIO
BHECEHUS U3MEHEHUH B MIEPEUYEHb MPOOIIEM 110 O€30MaCHOCTH.

Ecnu TpeboBaHUSAMU HE ONPEAEICHO HHOE, TOKYMEHT C OTOOpaKeHUEM
U3MEHEHHUI, BHECEHHBIX B TMOCIEAHEEe OOHOBJIEHUE IUIaHa YIpaBJICHUs
puckamMu (eciad TPUMEHHUMO), JOHKeH ObIThb BKIIOYEH B  KaxJoe
IOpeICTaBIsieMOe OOHOBJIEHME IUIaHA YIPaBICHUS pPUCKAMU, a TaKke
U3MEHEHUM MO CPaBHEHHMIO C TEKyIle of00peHHOW Bepcuel IuUiaHa
YIPaBICHUS PUCKAMHU.

JlekapCTBEHHBIN Mpemnapar MOXKET HMETh TOJbKO OJHY TEKYIIYIO
OOOPEHHYIO0 BEPCHIO IJIaHa yIpaBiieHUs puckamu. [lpu Hanuuum oTIMYMil
uH(GOpMallMK PA3/EoB IUIaHA YIPaBJICHHUsS pUCKaMU (HampuMep, B YacTH
AMUAEMHUOIIOTUH, 3Tala peaju3alii JOMOJIHUTENbHBIX MEP MUHUMU3AIUU
pucka, oleHKH 3PPEKTUBHOCTH ME€p MUHUMM3ALUU PUCKA) B TOCYJapCTBaX-
YJIeHaX, ONMCAaHUE JaHHBIX OTIIMYMNA pa3/iesioB IJIaHA YNPAaBICHUS pPUCKaMU
MOKET OBITh MPEACTABICHO B YacTH MpuiIokeHus Ne 9 B COOTBETCTBUU C
TpeOoBaHUSAMU K (HOpPMATy U CTPYKType MpEeACTaBIsIeMblX NaHHBIX. Eciu B
X0/le MPOUEAYPHI MPEICTABICHO HECKOJIbKO OOHOBJIEHUN MJIaHA YIPaBICHUS
pUCKaMM, TOCJEAHSS TPEJICTaBICHHAs] B XOJE BBINOJHEHUS MPOIEAYpPhI
Bepcusi OyJleT paccMaTpUBaThCS KaK TEKYIINI 0J0OpEHHBIN TU1aH YIpaBIeHUs
pUCKaMM ISl MOCIEAYIOUMX OOHOBICHMM W I LEJIed OTCIEHKUBAaHUS

U3MEHEHUH.
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Ecnu oOHOBNeHME TUIaHA YMpaBICHUS PHUCKAMU TNPEJCTABIACTCS B
paMKax BBIMIOJHEHUS TPOILEAYPHl, TUIAH YIPABJICHHUS PUCKAMH CUHUTAETCS
YTBEPKJECHHBIM [0 OKOHYAHUIO BBIMOJHEHUS TPOIEAYpPhl, €CIU BCE
BHECCHHbBIC U3MEHEHUS OLICHUBAIOTCS KaK MPUEMIIEMBIE.

Ha nocrpeructpainioOHHOM 3Tarie NopsiA0K Npe/ICTaBICHUS HOBOTO HIIH
OOHOBJIEHHOTO TIUIaHA yMpPAaBJICHHUS pPHUCKaMU 3a paMKaMH JApyrou
PETYISATOPHOM MPOLEAYPBI PETYIUPYETCS MPOLEAYPOH BHECEHUSI U3MEHECHUN
B PETUCTPALIMOHHOE JI0ChE.

6.3.3. YpaBneHue MIaHOM YNOPaBICHUS PUCKAMHU TPU BBINOJHEHUU
napasuieIbHBIX MPOLETY].

Ecnu B OTHOmIEHMHM JEKapCTBEHHOIO IMpenapara OZHOBPEMEHHO
BBITIOJIHAIOTCSL OoJiee 4eM oOfHa Mpollenypa, TpeOyromas MpeaoCTaBICHUS
IJlaHa YMOpPaBJICHUS PUCKAMHU, PEKOMEHIYETCsl TMPEJCTABICHUE €IUHOTO
KOMOMHUPOBAHHOTO TIIJIaHA YIMPABJICHUS PUCKAMH C COOTBETCTBYIOIIMM
paznenenuem aaHHbiXx B moayse CIII ykaszanHoro miana. OnTuMaibHbIN
BapUaHT JJisl MPEACTABICHUS OOHOBJIEHUS IUIaHA YIPABICHHS PUCKAMHU B
CJIyyae BBINOJHEHUSI HECKOJIIBKUX PEryISATOPHBIX MPOLEAYp, NOTEHIHUAIBHO
BIUSIONIMX Ha COJEpKaHWE TIUlaHA YIPaABICHUS PHUCKAMHU, JIOJDKEH
o0CyXaaTbCs C YIOJHOMOYEHHBIM OpPraHOM TMepel MPeaCTaBICHUEM
JIOKYMEHTA.

6.3.4. OOHOBJICHHE TIJIaHA YMPABICHUS PUCKAMU TPU TOATOTOBKE
NEePUOUIECKOTO OOHOBISIEMOTO OTYETA TTO OE30MACHOCTH.

B ciywae, ecim mnpu TOJATOTOBKE NEPUOAMYECKOTO OOHOBIISIEMOTO
oTyera 1O O€30MaCHOCTH OMPENeNsIeTCs HEOOXOAMMOCTh BHECEHUS
W3MEHEHUM B IUIaH YNPABJICHUS PUCKAMU B PE3YJIbTATE BBISBICHUS HOBBIX
npobjaeM 10 O€30MacHOCTH, MO0 WHBIX JaHHBIX, IPEACTABICHHBIX B
NEPUOINYECKOM OOHOBIIIEMOM OTYeTE€ MO0 O€30MacHOCTH, HEOOXOAUMO

OOIHOBPCMCHHO IIPCACTABUTL B ynOJIHOMO‘-IGHHBIﬁ OopraH rocyaapCrsa-4jicHa
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OOHOBJICHUE IUJIaHA YIpaBleHUs puckamu. B sTom ciyuae He TpeOyercs
OTIEIbHOE TPE/ICTaBICHHE OOHOBJICHHUSA IUIAHA YTMpaBlIeHUs pHUCKaMu. B
cllyyae €ciM Mepuoi MNPEACTaBICHUS OOOMX JOKYMEHTOB COBMAJAET, HO
U3MEHEHHSI HE CBA3aHbl JpPyr C JpPYroM, TOTAAa IPEACTaBICHUE IUIAHA
YIPaBJIEHUsT PUCKaMU JOJDKHO pacCMaTpUBATbCs KAK OTIEIBHOE BHECEHHE
W3MEHEHUM M TMPEJCTaBICHHWE B YIOJHOMOUYCHHBIM OpraH OOHOBJICHHOM
BEPCUH JIOKYMEHTA.

6.3.5. OueHka TIUIaHA YIPABICHUS PUCKAMH  YIIOJHOMOYECHHBIMHU
OpraHaMu TOCyIapCTB-UJICHOB.

B OTHOLIEHMM JEKapCTBEHHBIX NPENApaToB, 3aPETMCTPUPOBAHHBIX B
COOTBETCTBUM C 3aKOHOAATEIILCTBOM T'OCYIAapCTB-WICHOB, YIIOJHOMOYECHHBIE
OpraHbl TOCYIApCTB-YJICHOB HECYT OTBETCTBEHHOCTHh 3a OLICHKY IUIaHa
ynpaBieHuss puckamu. [Ipu opraHuzanum 3KCHEPTHBIX padOT MO OLEHKE
IJJaHA YIPaBJIEHUS PUCKAMU YIIOJIHOMOYEHHBIE OPraHbl TOCYIapCTB-YJICHOB
UCIIONB3YIOT PYKOBOACTBO II0 OLIEHKE IUIAaHA YHOPAaBIEHUS PHUCKAMH,
npuauMaemoe Komuccuen. YIIOTHOMOYEHHBIM OpPraH ToCydapCTBa-4ieHa
MOXET  00s3aTb  JepKaTelis  PEruCTPAlMOHHOTO  yAOCTOBEPEHMS
KOHTPOJINPOBAaTh  CUCTEMY  yHOpPaBIEHUA  PUCKAMU  JUII  KaXJIOrO
JIEKAPCTBEHHOI'O Mpenapara B CIy4ae HaJIM4us ONACEHUH 10 TOBOIY PUCKOB,
BIMSIOIIMX HA COOTHOILIECHHE «II0Jb3a — PHUCK», & TaKXe MNpPEICTaBUTH
NOAPOOHOE ONMHMCAHME CUCTEMbI YIPABJICHUSI PUCKAMH, KOTOPYIO JAepiKaTeib
PETUCTPAIMOHHOTO  YOOCTOBEPEHUSI  IUIAHUPYET  PEAJIM30BBIBATH IS
COOTBETCTBYIOILIETO JIEKAPCTBEHHOTO IIpenapara.

B oTHOmIEHWH JIEKapCTBEHHBIX MPENApPATOB, 3aPETUCTPUPOBAHHBIX IO
JNEUECHTPAIM30BaHHON NPOLIEAypE WM MPOUEAype NPU3HAHUSA, B IUIAH
MHHUMM3AIUA PUCKOB BKJIIOYAKOTCA MEPbl MO0 MHHUMHU3ALAHA PHUCKOB,
PEKOMEHIOBAHHbBIE YTIOJIHOMOYEHHBIM OPraHoOM pe(epeHTHOro rocyaapcrpa-

WICHA MW BIOCICACTBHH  COITIACOBAHHLIC  YIIOJIHOMOYCHHBIM  OPIraHOM
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rocygapcTBa-wieHa. JIOMOTHUTENbHBIE MEPONPHUATHS 110 MUHHUMH3AIAN
PUCKOB, a Tak)ke HHBIC YCIOBHS WM OrPaHUYCHHS, HAIpaBJICHHBIC Ha
oOecrieueHne MPUMEHEHHUS JIGKApCTBEHHOTO IIpemapara MpH IMPEBHIIIICHUN
mojib3a  HaJ  PHUCKOM,  SIBISIOTCS  YCJOBUSMH  PETHCTPAIIMOHHOTO
yIAOCTOBEPCHHSI.

VYIOIHOMOUYEHHBIE OPTaHbl TOCYIAPCTB-WICHOB JIODKHBI OOCCIICUUTH
CBOCBPEMCHHOE BHECCHHE JCP)KATEISIMH PETUCTPAIMOHHBIX YIOCTOBEPCHUI
Ha JICKAPCTBEHHBIC Mperaparhl, COACPKAlIUX aHAJOTUYHOE IEHCTBYIOIIEE
BEIECTBO (BEIIECTBa), M3MEHCHW B MEphl MHHMMU3AIMK PUCKa B Ciydae,
KOT/Ta TIPOMCXOAT U3MEHEHHUS B OTHOIIEHUN peePEHTHOTO JIEKaPCTBEHHOTO
npenapara, 1100 MPUHUMAETCS PElIeHUEe M0 BHECEHUIO U3MEHEHUN B MEpbl
MHUHUMM3AIMY PUCKA JIJI TAHHOTO JICMCTBYIOIIETO BENIECTBA (BEIIECTR).

6.3.6. [Ipo3padyHOCTb.

VYIIOTHOMOYEHHBIE  OpPraHbl  TOCYJapCTB-WICHOB  OOCCIIEYMBAIOT
B3aMMHYIO JIOCTYITHOCTh OTYETOB O pe3yJIbTaTax OIEHKH IPEACTABISIEMBIX
IJTAHOB YTPABJICHUS PUCKAMU M PE3IOME IJIAHOB YIIPABJICHUS PUCKaMU Yepes
WHTErPUPOBAHHYIO0 HHPOpMaIMOHHYIO0 cuctemy Corosa.

YIOTHOMOYEHHBIC OpTaHbl TOCYIAPCTB-UJICHOB JODKHBI MTPEAOCTaBUTh
OOIIECTBEHHBIM JOCTYN K pPE3IoMe OJO0OpPEHHBIX IUIAHOB YIIPABJICHUS
pUCKaMH C TIOMOIIBIO HMHTEPHET-TNIOPTANOB YIOJHOMOYEHHBIX OpPraHoOB

roCy1apCTB-WICHOB.

7. Opranuzanus paboTsl ¢ HHpOpMaIuen
0 HEXKEJIaTENbHBIX PEAKIIUAX Ha JICKAPCTBEHHBIC MPEmapaThl

7.1. CTpyKTYypBI U IPOLIECCHI

Hacrosimuid pasaen omnpenenser OCHOBHBIE MPUHIMIIBI  IPOLEAYP
coopa, ymOpaBleHHUs JAHHBIMM M  TPEACTABICHUS WHIUBUIYyaIbHBIX

COO6HI€HI’II>1 O IIOAO3PCBACMBIX HCKCJIATCIbHBIX PCAKIMHAX, CBA3AHHBIX C
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OPUMEHEHUEM JIEKAPCTBEHHBIX IpENaparoB, 3aperUCTPUPOBAHHBIX B
roCy/1apCcTBax-4IeHax.

B Hacrosimem pazgene HE  ONpEAeNsioTcs  TpeOOBaHUA IO
NPEICTABICHUIO WHJMBUIyabHBIX COOOIIEHUN O SIBICHMSX WA acleKTax
NPUMEHEHUSI JICKAPCTBEHHBIX MPENaparoB, KOTOPhIE HE MPUBOAAT K
Pa3BUTHUIO HEXEJATENIbHbIX pEaKUuil (Hampumep, ciaydyau Iepero3UpOBKH,
HENpPaBWJIbHOE  NPUMEHEHHE  WIM  OWMOKM  NOPUMEHEHUs,  He
COMPOBOXKAAIOIINECS] ~ Pa3BUTHEM  HEONArompUsATHBIX  KIMHUYECKUX
cUMITOMOB). JlaHHas nHpOpMaLUs JOJIKHA COOMPAThCs, aHATM3UPOBATHCA U
NPENCTABIATHCS B IEPUOIMYECKOM OOHOBIISIEMOM OTYETE MO 0E€30MACHOCTH C
LEJIbI0 MHTEPIIPETALIMN UMEIOIIMXCS JAHHBIX MO 0€30MacHOCTU WJIM OLIEHKH
COOTHOLIEHUS T0JIb3a-PUCK.

7.1.1. COop cooOlIeHH 0 HEXKENTaTEeIbHBIX PEAKITUSIX.

VYIOTHOMOYEHHBIM ~ OpraHaM TOCYIapCTB-WICHOB U JAeprKaTelsiM
PETUCTPAIIMOHHBIX YIOCTOBEPEHUM CIIEIyeT NMPUHUMATh COOTBETCTBYIOIINE
MEphl, YTOOBI TPOBOAUTH COOp W  YMNOPSAJOUYCHHE COOOIICHUH O
MOJI03PEBAEMbIX HEXKEIATEIbHBIX PEAKIIUAX, CBA3BIBAEMBIX C MPUMEHEHHEM
JICKApPCTBEHHBIX TPEMAapaToB, MOJYYCHHBIX W3 PA3IUYHBIX HCTOUYHUKOB 0Oe€3
IPEIBAPUTEILHOTO 3aMpoca U MOCTYIUBIIUX T10 3aIPOCy.

B nensix obGecrniedennst BO3MOKHOCTH cOOpa JOCTaTOUHOTO KOJIMYECTBA
COOOILIEHUI O HEXeNaTeAbHBbIX PEAKIUAX M HX MOCIEAYyIoIIed HayqyHO
000CHOBaHHOM OLIEHKH HEOOXOAMMO pa3BUBATh CUCTEMY (papMakoHa30pa.

Cucrema nomkHa OBbITh pa3zpaboTaHa TakuM 0Opa3oMm, 4yTOOBI OHa
oOecriednBaiia HaJUICKAIIYI0 OIICHKY KadecTBa COOpaHHBIX COOOIICHUH O
HEKENaTeNbHbIX peakusaX (B OTHOIICHWHM NOUIMHHOCTH, Pa30OpYMBOCTH,
TOYHOCTH, MOCJIEI0BAaTEIbHOCTH), BO3MOXXHOCTb BBITIOJTHEHUSI TPOBEPKU U

MAaKCUMAJIbHYIO IIOJIHOTY JaHHBIX IJIS UX KJIMHUYECKOMN OLICHKM.
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[Ipouenypsl 0OpallleHus ¢ TaHHBIMU, COACPKAUTUMUCA B COOOIIEHUAX
O HEXKeNaTelIbHBIX PEAKIHUAX, MOJDKHBI OBITh OpPraHU30BaHbl C yYETOM
MPUMEHUMOTO 3aKOHOJATeIhCTBA II0 3allUTE MEPCOHAIBHBIX JaHHBIX
roCy/1lapCTB-UJICHOB.

Cnenyer CTpyKTypupoBaTh CHUCTEMY TakuM oOpa3oM, 4YTOObl OHa
MO3BOJISUIA CBOEBPEMEHHO BaJIMAUPOBATH COOOIIECHUS O TMOA03PEBACMBIX
HEXEJIATEJIbHBIX pEeaKIusiX M OOMEHHMBAThCS UMHU C YIIOJHOMOYEHHBIMU
opraHaMyd  TOCYIapCTB-WICHOB W  JEpKaTelsIMH  PETUCTPAIMOHHBIX
yYAOCTOBEPECHHUI B CPOKHU, YCTAHABIMBAEMbIC 3aKOHOAATEIILCTBOM TOCYIapCTB-
YJICHOB.

CoobOmienuss ¢ wuHpopmarnueir 1o 0€30MacHOCTH JIEKapCTBEHHOTO
npemnapara, coOupaemble Ha JTane IMOCTPETrUCTPAIMOHHOTO MPUMEHEHUS,
MOXKHO pa3JeiuTh Ha JBa THIIA: COOOIICHHMs, TIOJYyUYCHHBIC HE IO 3ampocy U
COOOIIIEHHU S, TIOJTYYEHHBIE T10 3aMpocy.

7.1.1.1. CooO1iieHusi, MOJIy4EHHBIE HE T10 3apocy.

7.1.1.1.1. CnnoHTaHHbIC COOOIICHUS.

CroHTaHHOE COOOIIEHHE — 3TO COOOIIEHHE, KOTOPOE CIEIHAIUCT
CUCTEMBI 3/IpaBOOXPaHEHUs, TIAIMEHT WK MTOTPEOUTENh HAPABIISIET B aJIpec
YIOJITHOMOYEHHOTO opraHa rocy/lapcTBa-4JcHa, nepKaTens
PETHCTPAIIMOHHOTO YIOCTOBEPECHHS WM JAPYTrOd opraHu3anuu (Hampumep,
pPErHOHANIbHBINA TIEHTP, TOKCUKOJOTHUYECKUN IEHTP) 0e3 MpeaBapUTeIbHOTO
3alpoca W KOTOpOE€ OINHUCHIBAET OJHY WU Oojiee IMOI03PEeBAEMBIX
HEXeJIaTebHBIX PEeaKIuil y TMalueHTa, KOTOPOMY Has3Hauajcs OJWH WIIN
Oojee JIeKapCTBEHHBIX TpemaparoB. K CHOHTaHHBIM COOOIICHHUSM HE
OTHOCSTCS COOOIIEHNS, TOJyYCHHBIE B X0O/I€ UCCIICIOBAHNN VI MHBIX BHIOB
OpraHW30BaHHOTO cOopa maHHBIX. K CHOHTaHHBIM COOOIICHUSM TaKkKe

OTHOCSTCS CIICYIOIIME COOOIICHUS O HEXKEIATeIbHbBIX PEAKIIUIX:
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COOOILIEHUSI O HEXKENATEeNbHbIX PEaKLUsAX, IPEICTABICHHbIE B OTBET Ha
MEpbl CTUMYJIUPOBAaHUSA B BHUJE NPSIMOrO0 MHPOPMUPOBAHUS CIIELMATMCTOB
CUCTEMBI 3PABOOXpAHEHMs, MyOJMKALUKA B Mpecce, ONpoca CIEHUaIuCTOB
CUCTEMBI 3JpaBOOXpaHEHUs PEICTABUTEISIMU nepkarenen
PETHCTPALIMOHHBIX ~ YIOCTOBEPEHUH, HWHPOPMUPOBAHUE OpraHU3ALUSAMU
NAlMEHTOB CBOMX WYJIEHOB WJM CyA€OHBIX HCKOB B OTHOIIEHHUU Kjacca
JIEKapCTBEHHBIX CPE/ICTB;

COOOIIEHUs, HANpaBICHHbIE NOTPEOUTENSIMU 0€3 MPEeIBAPUTEITBLHOIO
3ampoca, BHE  3aBUCHUMOCTM  OT  MOCHEAYIOLIEr0  MEAMIIMHCKOIO
NOJITBEPKACHUS;

COOOILIEHUSI O MOJI03PEBAEMBIX HEXKENATEIbHBIX PEAKLMSIX, KOTOPbIE HE
CBSI3aHbI C JIFOOBIM M3 METOJOB OPTaHMW30BaHHOTO cOOpa JTaHHBIX U KOTOpHIE
NOJIyYeHbl TMOCPEJACTBOM CHUCTEMBl MPEAOCTaBICHUS HHPOpMALUU O
JIEKapCTBEHHOM IIpenapare, J100 SBISIOTCS PE3YyJbTaTOM paciupOCTPaHEHUS
uHpopMaMu O JIEKAPCTBEHHOM Ipemapare WM  o0pa3oBaTelbHBIX
MaTEepHUAJIOB;

COOOIlEHHST O  TOA03PEBAEMBbIX  HEXKENATeNIbHbIX  PEaKLHUsX,
BBISIBJIEHHBIE B MH()OPMALIMOHHO-TEIEKOMMYHUKAMOHHOM cetu «HTepHeT»
i HUGPOBBIX CpeACTBaX UHPOPMALIUH;

UHIUBUJlyaJIbHbIE  COOOIIEHMS, TMOJY4YEHHbIE OT  HECKOJIbKUX
pEnopTeEPOB, MPU ATOM, KAK MUHHUMYM, OJHO COOOILEHHE HaIpaBlieHO 0e3
IPEIBAPUTEIILHOTO 3aIIPOCa;

COOOIIEHUsI O  TOJO3PEBAEMBbIX  HEXKEJATeNbHBIX  PEaKIUsX,
MOJIyYeHHbBIE npu MIPOBEICHUU HEMHTEPBEHLIMOHHOTO
MOCTPErUCTPALIMOHHOTO MCCIEI0BAHUSI, B OTHOIIEHUH KOTOPBIX MPOTOKOJIOM
UCCIIEIOBaHMS HE OBLIO OMpPEETICHO BBIMOJIHEHUE CHCTEMATHYECKOTo coopa

JIAHHBIX
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COOOIIEHUSI O  TOJ03PEBAEMBbIX  HEXKENATeNbHBIX  PEaKIUsX,
MOJIyYEHHbIE 110 pe3ylbTaraM HCMOJb30BaHUS HE3aPETHUCTPUPOBAHHBIX
JEKapCTBEHHBIX  IpenaparoB B CBA3M € HCKJIKOYUTEIbHBIMU
00CTOSITENIbCTBAMU u3 COOOpaKeHHI COCTpaIaHUs WIH
NEPCOHAIN3UPOBAHHBIMU nporpammamMu UCITI0JIb30BaHUS
HE3apPErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPEMApPATOB, B CIy4yae, €CIH
JAHHBIMU TIpOrpaMMaMy HE ONpENEeNsICsS CUCTEMaTU3UPOBAHHBIN CcOOp
JAHHBIX O HEXEJIaTeIbHbIX PEaKIIUsIX.

[TepBOMCTOYHMKOM IOI03PEBAEMOM HEKEIATEIBHON PEAKIINU SBIISCTCSA
JUI0, KOTOpO€ MPEACTAaBWIO HHPOpMALMIO O  CilIy4yae pa3BUTHUSA
HEXeNaTeapbHol peakiuu. B cimydae ecnu  wuHpopmanus 00 OIHOM
HEXEJIATEJIbHOM PEaKIMKM MOCTYIAeT OT HECKOJIBKHX INEPBOMCTOYHUKOB, B
TOM 4YHUCJE OT pPaOOTHUKA CHUCTEMBbl 3PABOOXPAHECHMS, TMALMEHTA WIH
noTpeOuTeNs, TaHHbIE IO BCEM MEPBOUCTOUHHUKAM JIOJKHBI OBITh BKJIFOUEHBI
B pazznen «IlepBouctouHuk» (PopMbI COOOIIEHHS O HEKENATEIbHON PEaKIIUH.

CooOuieHre 0 HEXeNarelbHOW  peaklMH,  I[PEACTaBIECHHOE
noTpeduTeNieM, CUMUTAETCd HMEIOIIUM MEIUIMHCKOE TOATBEPKACHUE B
cllydyae MOCJENYIOIIEro MOATBEPXKACHUSI pPA3BUTHUSl Yy MallMeHTa JaHHOMN
HEXEJaTeJbHONM  peakuuu  CcO  CTOPOHbI  pabOTHHKA  CHUCTEMBI
30paBOOXpAHEHUS.  MEOUIMHCKOE  NOATBEPXKIACHUE  COOOIIEHHS O
HEXKENaTeNIbHOM  peakluu, TMPEACTaBICHHOE MOTpeOuTeNneM, BKIIIOYAeT
HAJIM4YUEe B COOOIIEHUU JAHHBIX U3 MEIUIMHCKON JOKYMEHTAIlMU MalieHTa
(HampuMep, AaHHbIE JA0OPATOPHBIX WM HHBIX MCCIEIOBaHUM), KOTOpbIE
MOJITBEPKIAIOT PAa3BUTHE y TMAIIMEHTA HEXEJNATeJIbHOW peakiuu U Hau4yue
UACHTUDUIMPYEMOTO  MEAMIIMHCKOTO  paOOTHUKA,  MPEANoJararoiero
HaJU4Me B3aUMOCBSI3M MEXAYy MPHUEMOM JIEKapCTBEHHOIO IIpernapara u
pa3BUTHEM HEXeNarelbHOM peakuuu. B ciydae ecind  cooOlieHue o

HEXEJIaTeIbHONM  peakiuy, MPEACTABICHHOE  MOTpeduTeneM,  ObLIO
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HalpaBJICHO JIMIOM C MEAMIIMHCKUM OOpa30BaHUEM, BKJIOYasi CaMOro
nalyeHTa, Apyra, PoJACTBEHHMKA MAllMEHTa, WX JIUIA, OCYIIECTBIISIONIUM
yXOJI, JAaHHOE COOOIICHHE TaKXKE OLICHUBACTCS KaK MMEIOIIee MEAUIIMHCKOE
TOJTBEPKICHUE.

B cayuae modyuyeHuss CHOHTAaHHOTO COOOINEHHUS O Pa3BUTUU
HEXEJIATEJILHOTO SIBJICHUS, B KOTOPOM OTCYTCTBYET YyKa3aHHME Ha HaJIU4ue
NPUYUHHO-CIICACTBEHHON  CBS3M, JIaHHOE€  HEXKeJlaTeJIbHOE  SIBJICHUE
paccMaTpuBaeTCsl Kak HeXenarenbHas peakuusa. Takum oOpa3oMm, Bce
MOCTYMAIOIME CIOHTAHHBIE COOOIIEHUs, MpeACTaBiIsieMble PaOOTHUKAMU
CUCTEMBbl  37paBOOXpAHEHMs,  MMallMeHTaMd  WIH  TMOTPeOUTeIsIMH,
paccMaTpHUBaIOTCs Kak MO03pEBaeMble HEXKEIaTeNIbHbIC PEaKIUU UCXOMIs U3
TOTO, YTO WX MPEICTABICHUE COJACPKHUT MPEATONOKEHNE MEePBOMCTOYHUKA
COOOIIIEHUS O HAJTMYUK B3aUMOCBS3H. VICKITIOueHne coCTaBIsI0T COOOIICHMS,
B KOTOPBIX PEMOPTEPOM CHACNIaHO YKa3aHHE€ Ha OTCYTCTBHUE B3aUMOCBSI3U
MEXKIy  HEXKENaTelbHbIM  SBJICHHMEM ©  TMPUEMOM  TOA03PEBaeMOT0
JIEKapCTBEHHOTO Tpernapara.

7.1.1.1.2. CooOrieHust 0 HEXeNaTeIbHBIX PEAKIUIX, OMyOIUKOBAHHBIC
B HAYYHOW MEAULIMHCKOM JIUTEPATYPE.

Hayuynass memguiuHCcKas auTeparypa SBISETCS BaXXKHBIM HCTOYHHUKOM
uHopMauu Uisi MOHUTOpUHTa Tpoduiist 0e30MacHOCTH M COOTHOIIEHUS
«T0JIh3a — PUCK» JICKAPCTBEHHBIX MPENaparoB, B 0COOCHHOCTH B OTHOIIICHUHU
OOHapy>K€HUS HOBBIX CHTHAJIOB, CBS3aHHBIX C 0€30MacHOCTHIO, JIHOO
aKTyaJbHBIX BOIMPOCOB MO Oe30macHOCTH. JlepikarensiM perucTpaloHHBIX
YAOCTOBEPEHH ciieqyeT ObITh WHMOOPMHPOBAHHBIMA O  BO3MOXHBIX
myOIUKAIMSIX TyTEM BBIMOJHEHUS CHUCTEMAaTHYECKOTro 0030pa JIMTEpaTyphl,
IIUPOKO MCITOJIB3YyEeMbIX CIIPABOYHBIX 0a3 MaHHBIX (B ToM uncie Medline niun
Embase), ne pexe 1 paza B Hememo. Jlepkarento perucTpamrioOHHOTO

YIOCTOBEPEHHUSI CICAYET YIOCTOBEPHUTHLCS, YTO 0030p JIMTEPATYPhI BKIIFOUACT
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B ce0s HCMoib30BaHME 0a3 JaHHBIX, KOTOpPbBIE COJEpkKar MaKCUMaJIbHOE
KOJIMYECTBO CCHUIOK HA CTaThU, UMEIOIIKME OTHOILIEHHE K MOHUTOPUPYEMOMY
JeKapCTBEHHOMY mpemnapary. [loMuMo »Toro, cieayer MNpeayCMOTPETh,
9TOOBI MPEJACTABUTEIBLCTBA BCEX KOMIIAHWA OBUTM  OCBEIOMJICHBI O
nyOMMKaIUsIX B MECTHBIX MEIUIIMHCKAX HW3IaHUSIX W COOTBETCTBYIOIIUM
o0pa3oM HHOOPMHUPOBATI O HUX OTJIEeN OE30MMaCHOCTH KOMITAHUH.

Jlepxaresam PETUCTPALTMOHHBIX YII0CTOBEPEHU M CIeayer
POCMAaTPHUBATh COOOIIEHUS O IOJ03PEBAEMBIX HEXKEJIATEIhHBIX PEAKINX,
nyOIMKyeMbIX B HAyYHO-MEIUITMHCKON JIUTEepaType, B TOM YHCJIC Ba)KHBIC
OIMyOJIMKOBaHHBIE TE3WCHl B MarepuagaX KOH(EPEeHIIMA WM TMPOESKTHI
MoHOTpaduif, YTOOBI BBISBISATH U PETHUCTPUPOBATH  COOOIIEHUA O
HEXEJIaTEeJIbHBIX PEaKIUsIX, CBSI3aHHBIX C JICKAPCTBEHHBIMHU IperapaTaMu,
NpEACTABIAIONME CO0OM CHOHTAHHBIE COOOIIEHUS WJIM COOOIIEHUS,
BBISIBICHHBIE B XOAC€  HEHWHTECPBEHIIMOHHBIX  IMMOCTPETHUCTPAITMOHHBIX
VICCIIEIOBAHUN.

Ecim B nyOnukanuu yHmOMHMHAETCSI HECKOJIBKO —JIEKapCTBEHHBIX
npenaparoB, TO COOTBETCTBYIOIIEMY JIEPXKATENII0 PETHCTPAIMOHHOTO
YIOCTOBEPEHHS  CIIEAYyEeT paccMaTpuBaTh JICKQPCTBEHHBIC TIpemaparsl,
KOTOPBIC OMPENEIISAIOTCS aBTOpaMU ITyOJMKAIIMK KaK MMEIOIHEe TT0 MEHBIIEH
Mepe BO3MOXKHYIO MPHYWHHO-CJICICTBEHHYIO B3aMMOCBS3b C BBISBICHHBIMHU
M0JI03PEBAEMbIMU HEXKEIATCIIbHBIMU PEAKITUSIMHU.

CooO11ieHusi, OIICHEHHBIC KaK BaJHMIHbBIC, MOAJICKAT MPEICTABICHHUIO B
YIOJHOMOYEHHBIE OpraHbl TOCYJApPCTB-WICHOB COIVIAaCHO TPeOOBaHUIM
Hactosmux IIpaBmi. Hawano orcdyeTra BpeMEHH, YCTAaHOBICHHOTO IS
NPEJCTABICHHUS COOOIICHUS O HEXEJIATEIbHOW PEaKIMH, OMPEACNACTCS C
MOMEHTa, KOTJa B  DACHOpPsHKEHUU JIepXKaTensl  PErHCTPAIMIOHHOTO
yIAOCTOBEPEHHs OKa3ajach MH(POpMAIKS O CIydae HeKeJIaTeIbHOW pPEeaKIlni,

OTBeUaromas TPEeOOBaHUSM K MHHHMAJIbHOW HH(POPMAIUHA JUIsI CPOYHOTO
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penoptupoBanus. Creayer oQOpMISATh OIWH ClOy4yall HeXellaTelbHON
peakuuu Ui KaXA0ro UACHTUPUIMPYEMOrO MAlUEHTa, O KOTOPOM
cooOmiaercs, M B COOOLICHWU TMPEACTABIATh BAXHYI JUISI OLIEHKHU
MEAUIUHCKYI0 uH(opmanuto. I[lepBblii aBTOp mNyONMKALMM CUUTAETCA
NEPBOMCTOYHUKOM COOOIIEHHMS O HEXKEIaTeJIbHOW peakiuu, JJaHHbIC
OTHOCHUTEJIBHO COABTOPOB NyONMKallMM HE TpeOyeTcs NTOKyMEHTUPOBAaTh B
YaCTH EPBOUCTOUHUKOB MH(POPMALUU.

7.1.1.1.3. CoobuieHus u3 Ipyrux KICTOYHUKOB.

Ecnu pgepxareiato perucTpallioOHHOTO YAOCTOBEPEHHUS CTAHOBUTCS
U3BECTHO O COOOUIEHMH O IOI03PEBAEMON HEXKENaTeNIbHOW peakuuu H3
HEMEIUIIMHCKOTO MCTOYHUKA, HaNpuMep, M3 HEeNpoPUIbHBIX IEYaTHBIX
U3JIaHUN WK JPYTUX CPENCTB MH(OpMAIU, eMy CleyeT 00padaThiBaTh €ro
KaKk CHoHTaHHoe cooOuieHue. Creayer NpUIIOKUTh MaKCUMyM YCHIIHM,
4TOOBI MpOpadOTaTh CiHydal ISl MOJYyYEHHUs] MHUHUMAJIbHON HEOOXOIMMOM
uH(popManuu, KOTOpas IMpEACTaBIsIeT CcO00Ml BaJUIHOE COOOIIEHHE O
HexenarenbHoU peaknuu. K gaHHOMY THIY COOOIIEHUNA MPUMEHSIOTCS
TpeOOBaHUSI B OTHOLLEHUU BPEMEHHU NPEICTABICHUSI COOOLIEHUM, KaK U IS
BCEX CIIOHTAaHHBIX COOOIIEHU.

7.1.1.1.4. Nudopmainusi 0 mMogo3peBaeMbIX HEXKENATEIbHBIX PEaKIUIX
u3 UHG(OPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHON cetu  «MHTepHeT» Wiu
M (POBBIX CPeACTB UH(MOPMAITUH.

JlepkarensiM pErucTpalMOHHBIX YIOCTOBEPEHUHN CIEAYET PEryISIpHO
npocMarpuBartb B MH(GOPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHON  ceTu
«utepHer» wumm UUPPOBBIX cpeAcTBaX HHMOpManuu BeO-cailThl, BeO-
CTpaHMIlbl, OJIOTH, BHUIAEOOJOTH, COLUATIbHBIE CETH, HHTEPHET-POPYMBI,
BUJICOYATHI, MOPTalbl MO TEME 3IPAaBOOXPAHEHUS, HAxXOASAIIMECS IMOA HX
YOPABICHUEM WM OTBETCTBEHHOCTBIO, HA HAJU4YME MOTEHUHUAIbHBIX

COOOIIEHN O TOA03PEBAaCMbIX HEXKENIATCIPHBIX peaknusax. B maHHOM
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KOHTEKCTE LHU(POBbIE CPEACTBA MH(OPMALMU CUUTAIOTCA CIOHCHUPYEMBIMU
KOMITAaHUEH, €CJIM JIepKaTellb PErucTPallMOHHOTO YJOCTOBEPEHHS BIAJIEET,
OIUIaYMBAET WJIA KOHTPOJIUPYET UX (IIPU 3TOM NOKEepPTBOBaHUE (PUHAHCOBOE
WIM HWHOE) B aJpec OpraHu3aluMyd WIA CcaiTa MOpPOU3BOJUTEIEM
JEKapCTBEHHBIX  MpEeNaparoB WM  JEp)KareleM  PErucTPallMOHHOIO
YAOCTOBEPEHUSI HE SIBISIETCS BIAJIEHUEM, IIPU YCIOBHUH, YTO MPOU3BOAUTEND
JEKapCTBEHHBIX  NpEmaparoB WM JepKaTellb  PEerucTpaliOHHBIX
YAOCTOBEPEHH HE KOHTPOJHMPYET OKOHYATEJIbHOE CONIEpKAHUE CalTa).
Cnenyer oOecnedyuTh Takyl0 [EPUOJAMYHOCTh MPOCMOTpPA YKa3aHHBIX
MCTOYHUKOB, YTOOBI BBIMOJHSJIOCH TPEOOBAaHME B OTHOIIEHUM BPEMEHU
IPEICTaBICHHUS] MOTEHUUAJIbHBIX BAJIMIHBIX COOOIICHHM O HEXKeNaTeabHBIX
peakuusIX B YIOJHOMOYEHHBIE OpPraHbl rOCyAapCTB-WICHOB, HAYMHAS C JIaThl,
Korna uHpopMauus Obula pasMelneHa. JlepxarensMm perucTpauuoOHHBIX
YAOCTOBEPEHUM PEKOMEHIYETCs HCIOJIb30BaHUE COOCTBEHHBIX BEO-CAMTOB
JUIsL ONTUMU3ALMK cOopa MHPOPMALIMK O TMOJ03PEBAEMBIX HEXKeJIaTeIbHbIX
peakuusx.

Ciayyau mOIO3pEBAaEMbIX HEXKEJIATENbHbIX pPEaKlui, OMHCaHHbIE B
UH()OPMAIIMOHHO-TEIEKOMMYHUKAIMOHHON ~ cetn  «MHTepHeT»  wiu
nuPpoBBIX cpeacTBax WHMOpMaNMK, TOJy4YeHHbIe Oe3 3ampoca, CIeAayeT
oOpabarbiBaTh KakK CIOHTAaHHBIE COOOIIEHHUS C MPUMEHEHUEM K HHUM
TpeOOBaHUI B OTHOIIEHMM BPEMEHH pPENOPTHPOBAHUS, KaK Ui HHBIX
CHOHTAHHBIX COOOIICHU.

B oTHOLIEHHMH CiIyyaeB HEXENAaTeIbHbIX PEaKIMil, OINUCAHHBIX B
UH(OPMAIIMOHHO-TEIEKOMMYHHUKAIMOHHON ~ cetn  «MHTepHeT»  wiu
nu(dpPOBBIX CpeAcTBaX HMHPOPMALUU, UIACHTUDUIMPYEMOCTh COCTABUTENS
COOOIIEHUsI OTHOCUTCS K IPOBEPKE CYIIECTBOBAHUS PEATbHOTO JIMIIA, TO €CTh
BO3MOKHOCTH MPOBEPUTH MPABUIBHOCTh KOHTAKTHBIX JaHHBIX COCTaBUTEIS

otyeTta (Hampumep, ObUT MPEACTABICH JACHCTBUTEIBHBIN apec dJIEKTPOHHON
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nouThl). KoHTakTHBIE HaHHBIC CJIEAyeT HCIOIb30BaTh TOJBKO JUISI IIEJICH
dapmakoHa3opa. Ecim oTCyTCTBYET CTpaHa MepBOMCTOYHHKA, TO B KAU€CTBE
CTpaHbI IEPBOUCTOUYHUKA CIIEAYET UCIOJB30BaTh CTpaHy, IJe Oblia Moy4eHa
uH(OpMAIS, WIH TJI€ BBIMOTHACTCS MOHUTOPHHT.

Eciu nepkarento perucTparioHHOTO YIAOCTOBEPEHHS CTAHOBUTCS
U3BECTHO O COOOINEHWHW O TIOA03PEeBaeMON HEXKENaTeIbHOW pPEeaKIuH,
ONMMHMCAaHHON B IMQPOBBIX CPEACTBAX HHQPOPMAIIMH, CIIOHCOPOM KOTOPBIX
KOMIIaHUSI HE SIBISIETCS, CJIEAYET OIEHUTH COOOIIEeHHEe, YTOOBI OIMPEACINTh,
MOJMagaeT JIM OHO ToA TpeOOBaHWA O BBIIOJHCHHH  CPOYHOTO
pPENOPTUPOBAHUS.

7.1.1.2. CooO1ieHust 0 HEXENATeNbHBIX PEAKIHUAX, IMOJIYYSHHBIE TIO0
3arpocy.

CooOmieHns 0  TOIO3PEBAaEMBIX  HEKEJATCNbHBIX  PEaKIUsX,
MOJyYeHHBIE IO 3ampocy, — OTO COOOIICHMs], MOJYYEHHBIE OT CHCTEM
OpraHW30BaHHOTO cOOpa JaHHBIX, KOTOPHIE BKJIIOYAIOT B CEOsl KIIMHUYECKUE
HCCJIEIOBaHMUSI, HEMHTEPBEHIIMOHHBIE UCCJIEIOBaHMS, PETHUCTPHI,
MEPCOHAIM3UPOBAHHBIEC MPOTPAMMBI UCTIOIB30BaHMS HE3aPETUCTPUPOBAHHBIX
JICKapCTBEHHBIX  MpenaparoB, JPyrue  NPOrpamMMbl  HCITOJIB30BAHUS
HE3apEeTUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  TpemapatoB B CBI3W  C
UCKITIOUYUTEIHPHBIMU OOCTOATENILCTBAMH W3 COOOpaXCHUH COCTpajaHus |
MOHUTOpPUHTA 3a00JICBaHUM, OMNPOCHI TAIMEHTOB WJIM MEIUIMHCKUX
pabOTHHUKOB WM CcOOp AaHHBIX 00 3(PGEKTUBHOCTH WA TPUBEPKEHHOCTH
narieHToB. COOOIICHUS O HEXENaTeIbHBIX PEaKIUAX, MOJYyYCHHBIE OT
Kakoh-mmbo W3 O3TUX CHCTeM cOopa JaHHBIX, HE CJICAyeT CUYUTaTh
CTIOHTAHHBIMU COOOIIEHUSMH 32 UCKITFOUEHUEM CIICAYIOIIUX CITy4aeB:

COOOIIEHUST O  TOJO3PEBAEMBIX  HEXKENATENbHBIX  PEaKIUsX,
MOJTyYCHHBIC pu MIPOBEICHUH HEWHTEPBEHIIMOHHOTO

HNOCTPCTUCTPAINOHHOI'O UCCIICAOBAHMS, B OTHOIICHHNH KOTOPLIX IIPOTOKOJIOM
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UCCJICTIOBaHMs HE OBLJIO OMPEETICHO BBIMIOJHEHNE CHCTEMATHUECKOTO cOopa
JaHHBIX;

COOOIEHHsT O  TOAO3PEBAEMBIX  HEXKENATeNbHBIX  PEaKIUX,
MOJMYYEHHBIX TIO pE3yJlbTaTaM HCIOJb30BAHUS HE3apETUCTPUPOBAHHBIX
JEKapCTBEHHBIX  TMpemaparoB B CB3M  C  HMCKIIOYUTEIBHBIMU
00CTOSATENIbCTBAMU u3 CcOoOOpaKeHUI COCTpaJaHuUs WIn
NIEPCOHATM3UPOBAHHBIE TIPOTPAMMBI UCIIOJIBL30BaHUS HE3apETUCTPUPOBAHHBIX
JICKapCTBEHHBIX TPENaparoB, B Clydae, €CIU JaHHBIMU IpPOrpaMMaMU He
OTIpENETsICS CHUCTEMaTH3WPOBAHHBI cOOp MJaHHBIX O HEXeJaTeIbHbBIX
peaxkuusx.

B pamkax mporeaypsl peropTUPOBAHUS COOOIIEHUS O HEXKeIaTeIbHbBIX
peakIusax, TOJNy4YEeHHBIC IO 3ampocy, CIenyeT KiIacCuPUIUpoBaTh Kak
COOOIIIEHNs, TTOJIyYCHHBIE B XOJI€ UCCIICOBAHUI, U BBIOJHSITH BATHIALUIO U
OLICHKY MTPUYUHHO-CIICACTBEHHON CBS3H C IIEJIbI0 KX COOTBETCTBUSI YCIOBUSIM
CPOYHOTO PEMOPTUPOBAHUSI.

TpeboBanuss K  oprau3anuu pabOTel C  COOOIIEHUSAMH O
HEXEJIaTeIbHBIX PEAKIUAX, TTOTYICHHBIMH TI0 3apOCy, COAEPHKATCs B MMyHKTE
7.1.7.3 nmactosmux [IpaBuin.

7.1.2. Banunauusi cooOuieHui.

7.1.2.1. Cpounomy PENOPTUPOBAHUIO MO/JIeKAT TOJIBKO
WHIUBUIyaIbHBIC COOOIIEHUS O HEXEIATeIbHBIX PEAKIMIX, KOTOPbIE HMEIOT
MOJIOKUTENIbHBIE pe3yabTaThl Banmupanuu. C 1ETbI0 BBITOJHEHUS 3TOTO
TpeOOBaHUS BCE COOOIICHUS O HEXEJIaTeIbHbIX JIEKAPCTBEHHBIX PEAKIIUAX 10
UX TPEJCTABJICHHS B YIIOJTHOMOUYEHHBIE OPTaHbl TOCYapPCTB-UJICHOB JOJKHBI
OBITh TOABEPTHYTHl BajWJallMd Ha HAIMYAEC MHUHUMAJIBLHOH TpeOyeMoit
nHdopmarmu. MunnMansHas TpedyeMas nHpopMalys BKIOYaeT B ceOs:

onuH WU OoJyee wuaeHTUPHUIUPYEMBI peropTep (TMEPBOUCTOYHHK),

KOTOPBIA MOXET OBITh HWIASHTU(DHUIIMPOBAH IO TAaKWM IapaMeTpaM, Kak
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kBanupukauus  (Hampumep, Bpad, NPOBU30p, (apmaleBT, Apyroi
MEIULIMHCKUI CHEIUAINCT, MalUueHT, NOTPEeOUTENb WU APYroe JIHIO, HE
SIBTISIFOIIEECS CHEIUATNCTOM B cepe 3IpaBOOXpPAHEHUS), UMS, WHUIUAIBI
Wi ajapec (Hampumep, HAaMMEHOBAHHME OpPraHU3allUK pernopTepa, YIHIIb,
roposaa, o0iacTd, MOYTOBOTO KONA, CTPAHBI, AJIEKTPOHHOM MOUTHI, HOMEpa
teneona). Ilpu opranuszanuu paboThl C JUYHBIMU JAHHBIMH PEMOPTEPOB
JOJDKHO  ObITh  OOECHEYEHO  BBINOJIHEHHE COOTBETCTBYIOIIMX  HOPM
3aKOHOJATEIHCTBA MO 00ECTICYCHHUIO 3alUThI IEPCOHATILHBIX JAHHBIX.
Penoprep cumraercs wuaeHTUGUIMpPYEeMBIM B ciy4ae, ecCliu
OpraHm3aiusi, CcO CTOPOHBI KOTOPOW HANpaBlI€HO COOOIIEHUE O
HE)KENaTeJIbHOM peakIMK, pacrojaraer JOCTOBEPHbIMU JaHHBIMU IS
NOATBEP)KJIEHUSI CYLIECTBOBaHMS JAHHOTO JIMIA, PEHOPTUPYIOUIET0 O
pPa3BUTUHN HEXKENATEIHHOU PEeaKIMi Ha OCHOBAaHUH JOCTYITHOW MHGOpMAIUH.
Crnenyet o0ecnieunTh UIEHTU(HUKAINIO BCEX CTOPOH, KOTOPHIE MPEACTABISIIOT
uHPOpMAIIMI0O O Cclydyae HEXKeNarelbHOW peakiuh, B TOM YHCTE
JOTIONIHUTENbHYI0 HH(popManuio 1mo 3ampocy. HeoOxomumo wucmonb30BaTh
UMEIOLIUECS BOBMOXKHOCTH JJIs MOJIyYEHHsI KOHTAKTHBIX JaHHBIX peroprepa
C LeJIbI0 00ecreYeHns: BO3MOKHOCTH MOCeyolero coopa nudopmanuu mno
HEXKEJIATeIbHOM peakuuu. Eciau  penoprep HeE JKelaeT NpeACTaBIIsATh
KOHTAKTHBIE JaHHBIC, CIIEAyeT CYMUTaTh COOOIICHHE O HEeXeIareIbHOM
peaklUy BaIUIHBIM MIPH YCIOBUH, YTO OpraHU3alus, NIpoUuH(pOpMUpOBaHHAS
O cllydyae, CIOCOOHAa TOATBEPAUTh €ro HampsMyld C PEHopTEpOM.
NunuBuayaibHOE COOOIIEHHE O HEXEIaTeJIbHONW peakiuu He Oynaer
CUMTATHCS BaJWIHBIM JUJIsl TIPEJICTABICHHUS B YIIOJIHOMOYCHHBINH OpraH, €Ciu
HE CONIEPXKHUT JaHHBIE MO HACHTU(UKAINH, KBaTU(UKAIMA U CTpaHE, KaK
MUHUMYM, OJHOTO penoprepa. B ciydae OTCyTCTBUSI JaHHBIX O
KBaMM(UKAIMM ~ pernoprepa COOOLIEHHWE [0 YMOJYAHHUIO  CUUTACTCS

MpENCTaBICHHBIM OT moTpedutens. C 1enpio o0ecredeHus: BO3MOXKHOCTH
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BBITIOJTHEHUS TOCJEAYIOIIEr0 KOHTPOJISA JyOJUPYIOMIUX COOOIICHUM, B
WHJUBUIYAIbHOM COOOIIEHUH O HEXeJIaTeIbHON peakiuu Tpedyercs
yKa3bIBaTh BCEX PENOPTEPOB (HE TOJIBKO TMEPBOUCTOYHUK), €CIU 3TO
npuMeHuMo. Mudopmanuss o HexenarenbHOW peaklyu, MOTyYeHHas OT
TPETbUX CTOPOH, HE UMEIOIIUX HEMOCPEICTBEHHOTO KOHTAKTa C MalleHTOM,
HE CYMTAETCS BAIMJIHBIM COOOIIIEHHUEM O HEXKeJaTeIbHON PeaKIluM, €ClIu He
OyZmeT MOATBEpPIKICHA HEMOCPEJACTBEHHO IMAIMEHTOM, JICYallliM BpadoM
NalueHTa WIM PEenopTepoM, HMEIOIIUM HENOCPEACTBEHHBIM KOHTAKT C
MTaICHTOM;

UJEHTU(PUIIUPYEMBII MTAIlMCHT, KOTOPBIT MOJKET OBITH
UISHTU(UIIUPOBAH MyTEeM YKa3aHHS, KaK MUHUMYM, OJHOM W3 CIICIYIOIINX
XapaKTEPUCTUK: HWHMIMAJIOB TIAIllMEHTa, HOMEpa MEIUIIMHCKON KapThl
(mokymeHTa) marueHTa (amOyJIaTOpHOM, KapThl CTAIIMOHAPHOTO OOJIBHOTO,
KapThl C pe3yJibTaramMu oOO0CIeAOBaHUs), JaThl POXKICHMs, BO3pacTa WIH
BO3PACTHOM TpyMnmbl, IepuoAa recrauu W Tnona. [lamueHT cuuTaercs
UISHTU(PUIUPYEMbIM, €CIM Ha OCHOBAaHMHM  HMCIOIMUXCA  JaHHBIX
MPEJCTABISACTCd BO3MOXKHBIM  MOJATBEPAUTH  CYIIECTBOBAHHME JAHHOTO
nanueHTa. HMuHdopmarus 00 wuaeHTU(UKAIMK MalMEHTa JOJDKHA OBITh
MakCUMaJibHO  TIOJHOM  C  y4eToM  JCHCTBYIONIETO  JIOKAJIBHOTO
3aKOHOJIATEIBCTBA MO 3aIUTE MEPCOHATLHBIX JaHHBIX. COOOIIEHHE MOXET
CUMTATHCS BAJUIHBIM ISl OCIEAYIOIIETO MPEACTABICHUS IPY HATUYNU, KaK
MHUHUMYM, OJHOM U3  BBIIIEYKAa3aHHBIX XapPaKTEPUCTUK  MallMCHTA.
Coo011eHre ¢ yKka3aHueM HECKOJIbKUX MaIlMeHTOB HE CUUTACTCS BaJIUIHBIM,
€CIM  OTCYTCTBYeT KaKk MHUHUMYM, HWHQOpManuss IO OJHOW U3
BBIIIIEYKA3aHHBIX ~ WHIWBUAYAJIbHBIX  XapaKTEpPUCTUK  MallMeHTa  JJIs
dhopMUpOBaHUS BAJIMIHOTO WHIMBUIYAIBHOTO COOOIICHUS O HEXKeIaTeIbHOM

peaKiuu;
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OMMH uiau Oojee MOoa03peBacMbIil JICKAPCTBEHHBIM Mpenapar Wiu
JIEUCTBYIOIIIEE BEIIECTBO. B3anMOAEHCTBYIOIINE JIEKAPCTBEHHBIC TPENapaThI
OTHOCSITCSI K TTO/I03PEBAEMbIM JICKAPCTBEHHBIM Mpenaparam;

OlHa WU OoJiee TMojo3peBaeMas HexenareiabHas peakuus. Ecnu
MIEPBOMCTOYHUKOM CJEIaHO YTBEPXKJACHUE B MpsiMoil (opmMe O TOM, UTO
HCKJII0YAETCS HAIMYKME MPUYUHHO-CIICICTBEHHON CBA3U MEXAY Ha3HAYECHHEM
JIEKQpCTBEHHOI'O IIpernapara M HEXeNIaTeIbHOW peakuued, W MoJydaTesb
(YIOJTHOMOUYEHHBIH opraH rocy/lapcTBa-ujicHa TN nepKaTeb
PErHCTPALIMOHHOTO  YAOCTOBEPEHMS]) COMNIACEH C 3TUM, COOOUIEHUE
ompenessaeTcss Kak ~ HEBaJMJIHOEC  MHAUBUIYAJbHOE  COOOIIEHHE O
HEXKEJIATeJIbHOM ~ peakIMh, IIOCKOJbKY 9TO  O3HA4aeT  OTCYTCTBHUE
o/I03peBaeMoi HexkenaTenbHoN peakiuu. CooOIeHne TakKe ONpeaeseTCs
KaK HEBAJIMJHOEC MHAWBHUYAJIHLHOE COOOIICHUE O HEXKEJIATeIbHOW peakiuy,
€ciu CcooOIllaeTcsl, YTO MAIMEHT IMEPEHEC HEXKENaTeIbHYI0 PEakIui0 U He
NPEACTABICHO YKa3aHWE BHJIA HEXEIaTeJIbHOM peakiuu WIM OINUCAHUE
MIEPEHECEHHOM HEXKENIAaTeIbHOM peakluuu. AHAJIOTUYHO, WHAUBHUAYAIbHOE
COOOIIIEHNE O HEXKEJIAaTeIbHOW PEaKIMHM OMpENeIeTCs KaK HEBaJIUIHOE B
cllyyae, €CJIM COJACPXKHUT TOJMbKO HHpOpMAIMIO 00 uCXone U IIpHU
nocieayrmomeM cOope  JaHHBIX HE  TIPEACTABIACTCS  KIMHUYECKOE
00OCHOBAHUSI OMNpPECTICHUS] HEXENaTeIbHOM peakiMu Ha JIeKapCTBEHHbBIN
mpemnapara B~ KadyeCTBE  INMPUUMHBI  Pa3BUBIIETOCA  HMCXOoAa WM
MIEPBOMCTOYHMKOM HE YKa3aHO HajJuyuhe, KaK MHUHUMYM, BO3MOXXHOM
B3aMMOCBSI3M C TPUEMOM JIEKAPCTBEHHOIrO Tipernapara. Hampumep, npu
noytydeHur uHGOpMaIlii O BHE3AITHOW CMEPTH MallMeHTa, HaXOMSIIerocs Ha
JICYCHUU B YCJIOBHUSX CTallUOHApa, HEOOXOAWMO JOIOJIHEHUE COOOIICHHS
MEJIUITMHCKON OIIEHKOM ¢ 00OCHOBAaHHMEM OIpECICHHUS JAHHOTO COCTOSHUS
KaK HCXOJa HEKEIaTeJIbHOW peakIuH, JHO00 OTHECCHHS K YHCIY

HE)KEJIATENIbHBIX sBJICHUM. [lpu OLieHKe CciydaeB BHE3alHOW CMEpPTHU
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nanyeHTa, IOJyYarollero Tepanui C Ha3HAu€HHWEM JICKapCTBEHHBIX
IPerapaToB, CICIyeT MCXOAUTh W3 TPEIIOIOKCHHUS HAIWYUS B3aUMOCBS3H
JAHHOTO WMCXO0Ja C JiedeHHeM. [Ipu OTHECeHWH K YHCIy BaJIWIHBIX JTaHHBIC
WHIUBHUIyaIbHBIC COOOIICHUSI O HEXENATeIbHBIX pPEeaKIUIX TOJIeKar
HE3aMeIUTEeITLHOMY PEIOPTUPOBAHUIO.

7.1.2.2. Ilpu cbope cooOIIeHNN O IOA03PEBACMBIX HEXKEJIaTEIbHBIX
peaKIusIx qepes MHPOPMAITMOHHO-TEJICKOMMYHUKAITHOHHY O CETh
«Uatepuer»  wim  1uudpoBble  cpeAcTBa  WHPOPMAIMH — TEPMUH
«AICHTUPUITUPYEMBII» OTHOCHTCS K  BO3MOXXHOCTH IPOBEPKHU
CYILIECTBOBAaHMS penoprepa (COCTaBUTEIISI COOOIIEHUSI) U MaIleHTa.

7.1.2.3. OTCyTCTBHE KAKOTO-THMO00 U3 I3TUX 4 3JIEMEHTOB MUHHUMAaJIbHOMN
uH(pOpMAIMK O03HAYAET, YTO CIIy4ail CUMTACTCS HEMOJHBIM W HE TOMJICKHUT
MpOIeype CPOYHOTO TIPEACTABICHHUS COOOMICHWS O HEeXKenareabHON
peakmuu. YIOJHOMOYEHHBIE OpPTaHbl TOCYIAapCTB-YICHOB W JIepKaTeln
PETHCTPAIIMOHHBIX  yAOCTOBEPEHHMM  JOJKHBI ~ TPOSBIATH  OCOOYIO
THIATEIbHOCTh B paboTe mo cOOpy HEMOCTAIOIIMX JJIEMEHTOB JaHHBIX B
COOOIICHUSX, IEUCTBUS MO MOCIEAYIOMIEMY COOpYy AaHHBIX MO COOOIIECHUSIM
0 HEXKEJNaTeIbHBIX PEaKIUAX MOJJISKAT JTOKYMEHTHPOBaHUIO. TeM He MeHee
COOOIIICHUSI O HEXKENAaTeIbHBIX PEeaKIUAX, MUHUMAaJIbHas WHOOpMAIusI o
KOTOPBIX SIBJSICTCSl HETIOJHOM, CIEAYyeT PEerHCTPUPOBATH B PaMKax CHCTEMBI
dbapmakoHa30pa C MEIbI0 UX MCHOJIB30BAHUS B TEKYIICH JAEATEIHLHOCTH IO
OILIEHKE 0€30MacHOCTH.

B cnydae mocnenyromiero moaydeHUs HEAOCTAIOMNUX MHUHHMATBHBIX
JAHHBIX IO COOOIICHHUIO O HEXKEIATeIIbHOW peakmuu (BKIIOYAs, MepecMOTP
B3aMMOCBSI3M  HEXKEIIATEIIbHOM pEeakIud C TPHEMOM JICKapCTBEHHOTO
npenapara), WHAUBUIYaTbHOE COOOIIECHUE OIICHWBACTCA KaK BAJIMIHOC U
MOJIJICKUT PETIOPTUPOBAHUIO B COOTBETCTBUU C TPEOOBAHUSAMH HACTOSIIIMX

[IpaBui.
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7.1.2.4. Ecnu  ogHOW  CTOpoHE  (YHNOJIHOMOYEHHOMY  OpraHy
rocygapcTBa-ujieHa WIW JepyKaTelll0o PETUCTPAMOHHOTO YIOCTOBEPEHMUS)
CTAHOBUTCS HM3BECTHO, YTO PENOPTEP MOI COOOLIUTH O TMOJ03PEBAEMOM
HEXKEJIATEIIbHOM PEaKUUU TaKXKe€ W APYrOW 3auHTEPECOBAHHOM CTOPOHE,
TaKo€ COOOIIEHHE TEM HE MEHEE CIIEYEeT CUUTATh BaJUAHBIM COOOLIEHUEM O
HEXEJIATeJIbHOM peakiMd U BKIOYaTh B TNPOLEAYPY PENOPTUPOBAHUS
WHUBUIYAIbHBIX COOOIIEHUN O HexeynareabHbIX peakuuii. CooOlieHue o
HEXEJIATEJIbHOM pPeaklUMH JIOJDKHO BKJIKOYATh BCHO BAXKHYIO HH(MOPMALMIO,
HEOOXOIMMYIO J1JIsl OOHAPYKEHUS TyOIUPYIOIIEro COOOIICHUSI.

7.1.2.5. Ecmu umeercs Hecornacue MEXAy HCCIENOBaTeIeM H
JEpKATEIEM  PErUCTPALMOHHOIO  YIOCTOBEPEHUS WM  CIOHCOPOM
UCCJIEIOBaHUSI B  OLEHKE IPUYMHHO-CIEICTBEHHOW  CBSI3M  MEXIY
Ha3HAYEHUEM MOJ03PEBAEMOI0 JIEKAPCTBEHHOTO Mpenapara U pa3BUTUEM
HEXEJIaTeJIbHOM  peakuMd TMpU  IPOBEICHUH  IOCTPETUCTPALMOHHBIX
HEMHTEPBEHLMOHHBIX HCCIEOBAaHUN, HE CIEAyeT IMEepPEeBOAUTh Ciy4yai
HEXEJIATEJIbHOM peakiuu B 0ojiee HU3KYIO II0 CTENEHH JOCTOBEPHOCTH
B3aMMOCBSI3U Kareropuio. B coobuiennn o HexenareaIbHOM peakuu cienyeT
NPEeICTaBUTh MHEHHUS HCCIeAoBareNss M JAepKareis PerucTparmoHHOTO
YAOCTOBEPEHMSI MJIU CTIOHCOPA UCCIIEOBAHUS.

7.1.2.6. BanugHoe  cooOuieHWe O  HEXeNarelbHOM  peakiui,
NPEICTaBICHHOE MOTpPEOUTENEM, HE CIEAYyeT MEPEBOAUTh B KaTETOPUIO HE
CBA3aHHOIO C NIPUEMOM JIEKAPCTBEHHOIO IIpeNapara HEXeIaTeIbHOIO
ABJICHUST B Ciy4yae, €CJIM MEIUUMUHCKUM paOOTHUKOM, YKa3aHHBIM
norpeduTeneM I MOJYy4YeHUs  mocienyromeid  uHbopmaluu, He
MOJITBEPKIACTCS HAJIMYME B3aUMOCBSI3U. B MHIMBUAYaTbHOM COOOILEHUU O
HEXKENaTeNbHOM peakIuu CleAyeT OTpPa3uTh MHEHHSI TMOTpeOUuTens W
MEIMIIMHCKOTO pabOTHUKA B OTHOIICHWU HAJIWYHUS B3aUMOCBSI3M B YacTH

OLCHKH B3aMMOCBA3U PAa3JIMYHbIMU IICPBOUCTOYHHUKAMMU.



227

7.1.2.7. Ecnu uMeeTca Hecomiacue MexJly pernopTepoM U JepiKaTesieM
PETUCTPALIMOHHOTO YIOCTOBEPEHUSI WM YIOJHOMOYEHHBIM OpPraHOM B
OIICHKE OTHECEHHUS HEXKeJaTeIbHOW pEeaKklMh K CEphe3HOH, HE Cclemyer
MIEPEBOAUTDH OLICHKY HEXKEJIAaTeJIbHOW peakiuu B 00Jiee HU3KYIO MO CTENEHU
CEPBE3HOCTH.

7.1.3. Ilocnenyromas paboTra C COOOIMICHUSIMH O HEXKeIaTeIbHbIX
peaKUHUsIX.

7.1.3.1. Ecnu nmnpu mnepBOHAYaJbHOM TMOJYYEHUU COOOIIECHUS O
MO/I03PEBAEMBIX HEXKEJNATEIbHBIX pEakIusix HWHQpOpMaIus B HUX HEMOJIHAs,
cyielyeT MPOBOJIUTH MOCIEAYIONIYIO pabOTy ¢ TAKUMU COOOIICHUSIMH, YTOOBI
MOJIYYUTh  JOTOJHUTENbHYI0  MOAPOOHYH0  WH(pOpMaIuioo,  MOMHMO
MUHUMAJIBHOW TpeOyeMoM, SBISIONIYIOCS Ba)XHOW [JIi HAyYHOW OLIEHKHU
CIIy4aeB pa3BUTHS HEXKENATEIbHbIX peakuuil. BellonHeHne qaHHON padoThI
Mo TOoCJIeAyIIEeMy cOOpy HEOOXOMMMOUN MJisl OLIEHKH HEXKeIaTeIbHOU
peakiuu uHPOpMaIMU SBISETCS OCOOCHHO BaXKHBIM JJISI MOHUTOPHUPYEMBIX
SBJICHUI 0COO0T0 MHTEpeca, CIIydyaeB BO3JECHCTBHS B MIEPHO] OEPEMEHHOCTH,
CJIy4yaeB CMEPTH MAlMEHTOB, CIy4aeB, MPEANOJIaraloiuX BhISIBIEHUE HOBOTO
pUCKa WM HOBBIX aCMEKTOB XapaKTEPUCTUKU M3BECTHOTO pucka. JlercTBus
M0 TMOCJEnyIeMy cOOpy JaHHBIX IO COOOIIEHHSIM O HEeXeIaTeIbHbIX
pEeaKIUsX U MOJTYyUYCHHBIC IAHHBIC MOJJIekKAT TOKYMEHTUPOBAHUIO.

7.1.3.2. B caydae OTCYTCTBHS B COOOIICHHMH O HEXKeIaTeIbHON
uH(pOpMAIMK O BO3pacTe MalMeHTa PEKOMEHAYETCS MPEANPUHSITh MEPHI 1O
MOJIYYEHUIO JIAHHBIX O BO3PACTHOM IpyIine Ju00 BO3pACTy MAllUCHTA B CBSI3U
C 0CO000M BaXHOCTHIO OIIEHKHM HMHGPOPMAIMU MO Oe30MacHOCTH B OCOOBIX
BO3PACTHBIX TpyNmnax, BKIIOYAIOMIUX MEIUATPUUECKUX U MOKHUIIBIX
MalKEeHTOB.

7.1.3.3. [IpumeHsseMbIE METOABI TMOCIEAYIOMEro cOopa JaHHBIX O

HEXKeIaTeIbHOM peaknuu CJICAYCT HALUCIWTh Ha OIITHMH3AlWIO c6opa
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Hepocratomed  uHpopMauuu. [lo  BO3MOXHOCTH  clieqyeT MOJdydaTh
MUCbMEHHOE MOATBEPXKIICHUE CBEICHUH, MPEICTAaBIECHHBIX B YCTHOU (opMme.
OTy  CTaHJApTHYIO  JEATEIbHOCTh MO  (papMaKOHAI30py  CIEIYET
OCYLIECTBIIATH C MPUMEHEHUEM MEp, MOOLIPSIOMUX [EPBOUCTOUHHK
(penoprepa) MPEACTaBIATH HOBYIO HMHGOpPMAIMIO, BaXKHYIO JJIsI HAyYHOU
OILICHKH PENOPTUPYEMOTro Bompoca O6e3omacHOCTH. Mcnonb3oBaHue 11eIeBbIX
CIEIUMATU3UPOBAHHBIX OMPOCHUKOB C IeJbl0 cOopa JTOMOJHUTEIHLHON
BaXHON HMHGOpPMALMM O HEXKENaTeJbHOM pEeaklUHMH IO03BOJIsIET H30eKaTh
HEOOXOAMMOCTH TEPBOMCTOYHUKY JyOJIMpOBAaTh paHee NpPeCTaBICHHbIE
JaHHbIE, 00JIEryaeT 3aroJIHEHUE U CIOCOOCTBYET ONTUMHU3AIUMU COOMPAEMBbIX
BOXHBIX JJI1 OLEHKH JaHHbIX. PekomenayeTcsi pa3pabarbiBaTh JaHHBIC
IeJeBbIE OMNPOCHUKH B (opme, CHocoOCTBYIOIIEH MaKCUMaJIbHOMY
OOJIErYeHnI0 3alO0JHEHUs (HAallpUMeEp, C MCMOJIb30BAHUEM MO BO3MOXHOCTH
IpeN3anoHEHHBIX TOJIEH), a TaKke 00ecneurnBarh MNepeBoOj] OPOCHUKOB Ha
UCIIOJIb3YEMBIN Ha COOTBETCTBYIOIIECH TEPPUTOPUH S3bIK.

7.1.3.4. Ecniu uHdopmaius moiydeHa HETOCPEICTBEHHO OT TMalUeHTa
WIM MOTpeOUTENs, IPEANOIaraollero HaTuyie HeKeIaTeIbHON peakuuu, 1
SBJIAETCSl HEMOJIHOM, CJEeIyeT MPEINPUHATH MOMBITKA MOIYYEHHUs COIJIacus
Ha MpEACTaBICHUE JONOJHUTEILHON HH(OpPMALMU Yy COOTBETCTBYIOILIETO
MEAUIMHCKOTO paboTHUKa. Ecnum MeauuuHCKUN pabOTHUK MOATBEPAUII
(MOJHOCTRIO WJIM YacCTUYHO) CIIydall HEKEJIATeJIbHOW pEaklHH, MUCXOIHOE
COOOIlIEHNE MO KOTOPOMY IMPEACTABICHO MOTPEOUTENEM WIH MalMeHTOM,
ClIeIyeT TOYHO OTpa3uTh JaHHYI0 HUHPOPMALMIO B HHAMBUAYATbHOM
COOOIIEHUHU O HEXeJlaTeIbHOW peakuuu. B ciydae mocieayroniero mojiHoro
AM00 YAaCTUYHOTO MOATBEPXKICHMS HEXKENaTelbHOM peaKkluuh CO CTOPOHBI
MEIMIIMHCKOTO pabOTHUKAa B HMHAMBHIYAJIbHOM COOOLICHUHM J€TaeTCs

OTMCTKA O MCAUIIMHCKOM IIOATBCPIKACHHUU JAHHOI'O ClIy4dasd.
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7.1.3.5. B OTHOLIEHUMH TIOAO03PEBAEMBIX HEXKEIATEIbHBIX PEAKLNH,
CBSI3aHHBIX c JIEKapCTBEHHBIMHU npenaparaMu OMOJIOTMYECKOTO
MPOUCXOXKJICHUS, OCOOYI0 Ba)XXHOCTh UMEET TOYHas WJICHTU(UKAIUS
COOTBETCTBYIOIIETO  JICKAPCTBEHHOTO IIperapara B  OTHOIICHUH  €ro
u3rotoByieHusl. [loaToMy crienyeT mpuHUMATh BCE HAJICKAIIUE MEPbl IS
TOYHOTO YyKa3aHHsl TOPTOBOI0 HAaMMEHOBAHUA JICKAPCTBEHHOrO Iperapara u
HOMEpA CEpPUHU JIEKAPCTBEHHOTO Mpenapara. B ciiyyae oTCyTCTBUS TaHHBIX T10
TOYHOU UACHTU(PUKALIMU CEPUM TTO03PEBAEMOI0 JICKAPCTBEHHOTO Mpenapara
OMOJIOTUYECKOTO  MPOUCXOXKIACHUSI B MEPBUYHOM  UHIWBUIYaJbHOM
COOOIIIEHUN PEKOMEHJYETCS BKJIIOUAaTh COOTBETCTBYIOIIEE YyKa3aHUE O
HalpaBJICHHOM 3alpoCe€ B OMNUCAHUU CJy4dasi HEKeJaTeJbHOM peaKIuu.
BreimonHenune 3ampoca pemoprepa  OTHOCHTENIBHO HIASHTU(PUKAITMOHHBIX
JAHHBIX IO CEPHUM IOJ03PEBAEMOr0O JICKAPCTBEHHOTO IMperapara sBIseTcs
00s3aTEeIILHBIM.

7.1.3.6. B omnpeneneHHbIX Ciy4dasX, Korjga HE MOPEACTaBISIETCS
BO3MOXKHBIM  BBIMIOJHUTH  MOCHEAYIOMMN  cOop  HMHpOpMAIUU O
HEXKEJIaTeJIbHOM peaklud B CBSI3M C QHOHMMHOCTBIO pernopTepa CoriacHo
JIOKaJJbHOMY  3aKOHOJIaTEIhCTBY IO 3alllUTe TEPCOHATbHBIX JAHHBIX,
HarpuMep B cliydae MPECTABICHUU COOOIIEHUSI O MEIUIIMHCKON OIINOKE C
HaHEeCEHUEeM yIiiepba KU3HU WM 370pPOBbI0 TAIlUEHTA U HEXKEJTaHUS
peropTepa  pacKpbIBaTh  JUYHBIE  JaHHBIC, COOOIICHWE  JIOJKHO
paccMaTpuBaThCi Kak BaJIUJAHOE ISl PENOPTUPOBAHMS, €CIIM OpPraHu3aIus
pernopTepa CrocoOHa MOATBEPAUTH COOOIICHUE HAMPSIMYIO C PEOPTEPOM U
BBITIOJTHSIIOTCSL OCTAJIbHBIE KPUTEPUU BAIMIHOCTH COOOIICHHS TIO HAJTUYHIO
MUHHUMAaJIbLHON HH(pOpPMAITUH.

7.1.4. YipaBineHue JaHHBIMU.

7.1.4.1. DnekTpoHHbBIEC JaHHBIE U COOOIICHUS Ha OyMa)KHBIX HOCHUTEISAX

0 IIOAO3PCBACMBIX  HCIKCJIATCIbHBIX PCAKOHAX CICAYCT XpPaHUTb H
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oOpamiarbCcsi ¢ HUIMHU TaKUM k€ 00pa3oM, KaKk U C JIPYTUMHU MEAUIIUMHCKUMU
3amucsMH  (BKJIFOYAs  BBITIOJHEHHE  TPeOOBaHWM 1O  0OECIEUYCHHIO
KOH(PUICHIIMATLHOCTH B OTHONIICHUH HACHTU(UIIMPYEMOCTH TAIUEHTOB M
pernopTepoB), B COOTBETCTBHUM C TpeOOBaHUSMHU 3aKOHOJATENHCTBA
roCy/lIapcTBa-4jieHa O 3alllUTe MEPCOHANbHBIX JaHHBIX. CleayeT XpaHUTh B
TalHE W  3allMIIEHHBIMH  OT  HE  aBTOPU30BAHHOTO  JOCTYIa
UACHTU(DUIIMPYEMbIE TEPCOHANBHBIE CBEJECHUS O COCTABJISIONIMX OTYETHI
CHEIUAINCTAaX CUCTEMbI 3/ipaBooxpaHeHus (pemnoprepax). OOMEH JaHHBIMU
MEXITY AepKaTeIsIMU PETUCTPAIIMOHHBIX YI0CTOBEPCHHIMA U
YIOJHOMOYEHHBIMU OpPTaHAMH B YaCTH MEPCOHATBHBIX JAHHBIX MAIIUCHTOB U
penopTepoB  MOJDKEH OBITh OpPraHu3oBaH C  y4eToM TpeOoBaHUM
3aKOHO/IaTeIhCTBA TOCYAPCTBA-WICHA O 3al[UTE IEPCOHAIBHBIX JaHHBIX.

7.1.4.2. YtoObl 00€CTEeYnuTh COXPAHHOCTh W KOH(UIECHUIHUAIBHOCTD
JaHHBIX 1O (apMaKoOHAI30py, CIEAyeT OOECHEeYUTh CTPOTH KOHTPOIb
J0CTyna K JOKYMEHTaM U 0a3aM JaHHBIX W MPEIOCTaBUTH IMPaBO JIOCTYyIa
TOJBKO  YIOJHOMOYEHHOMY  mepcoHany. JlaHHoe  TpeOGoBaHHEe IO
oOecrieueHnt0 0€30MacHOCTH JAaHHBIX PACHpPOCTPAHSICTCS HA BCE OTallbl
IPOXOXKICHUS M OOpallieHus] JaHHBIX. B CBSI3U € 3TUM ClleyeT pealn30BaTh
nporeaypbl odecrieueHus: 0€30MacCHOCTU M COXPAaHHOCTHU JIAHHBIX BO BpeMs
nepenadn JaHHbIX.

7.1.4.3. Ecnu mepenaya AaHHBIX 1O (apMaKOHAA30py MPOUCXOAWT B
npenenax OpraHu3alui WIA MEXKIY OpraHUu3alUsIMH, CIEIyeT MPUMEHSTh
TaKOM MEXaHWU3M, MPH KOTOPOM HMMEETCsl MOJATBEP)KIEHHWE TOro, 4YTO BCE
YBEIOMJICHHSI TONTy4YeHbl. B MaHHOM ciydae ciiegyeT 00ecreduTh MpoIecc
NOJTBEPXKAEHUS U (WIH) CBEpKU MH(GOpMaIIIH.

7.1.4.4. XpaHeHue  JaHHBIX B  JJIEKTPOHHOM  BHAE  JOJDKHO
oOecreynBaTh K HAM JOCTYIl YIOJHOMOYCHHBIX JIUIl B PEKHUME PEalbHOTO

BPEMEHHU.
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7.1.4.5. Ilpouenypa UCIOIB30BAHUS CIEIIMATIBHON TEPMUHOJIOTUU TPHU
BBOJIC JIAHHBIX JOJKHA MOHUTOPUPOBATHCS U OBITh BATUAUPOBAHHOU MyTEM
BBINIOJIHEHUSI ayAUTa IO OOECIEYEHUI0 KAa4ecTBa CHUCTEMATUYECKH JHOO0
MOCPENCTBOM MPOBEAECHUS NEPUOANYECKON BBIOOPOUHOM oueHKH. [lepconan
JIOJDKEH OBITh MPOUMHCTPYKTUPOBAH O MpOIEAype BBOJAa JaHHBIX C
UCIIOJIb30BAaHUEM TEPMHUHOJOTUM, KBalW(UKALMSI TEepcoHana  JOJIKHA
NEePUOIUYECKH MOATBEPKAaThCA. COoOOIIeHsT 0 HEeXeNaTeIbHbIX PEeaKlMsX,
NOJIyYeHHBbIE OT MEPBOUCTOYHMKA (pemoprepa), clieqyer oOpadarbiBaTh
HEMnpenB3aro, 0e3 TpaHchopMauuu HH(POpMAMU U BMEIIATEIHCTBA B €€
TEKCT, BO BpeMsl BBOJIa JIAHHBIX WUJIM MEPEIauu JICKTPOHHBIX TAHHBIX CIICTYET
uzberarb M3MEHEHWUW  (moOaBieHUs WIM  yHdajdeHus  HUHGOPMAIIHH).
CooO11eHHsT JTOJDKHBI  BKJIFOYATh JOCJIOBHBIM TEKCT, MCIOJIB3YEMBIN B
IIEPBOMCTOYHUKE, WM €r0 TOUYHBbIM NepeBOA. VMCXOMHBIM JTOCIOBHBIM TEKCT
CIIEyeT OTPa3uTh C HUCIOJIb30BAHUEM COOTBETCTBYIONIEH TepMuHonoruu. C
HEeNbl0 O0EeCreyeHusl LEeIOCTHOCTH MH(POPMALMKU TPU KOAUPOBAHUMU TEKCTa
COOOIIIEHUSI PEKOMEHIYETCSl HCIOh30BaTh TEPMUHOJOTHIO Ha JIOKAJbHOM
A3bIKE WJIM TOYHBIM NEPEBOJ HA AHTIIMUCKUAM S3BIK.

7.1.4.6. XpaHeHue  JAaHHBIX B  JJIEKTPOHHOM  BHUJE€  JOJDKHO
o0ecreynBaTh MPOCIEKUBAEMOCTD («ayIUTOPCKUM CIIEN») BCEX BBEACHHBIX
WM W3MEHEHHBIX JAHHBIX, B TOM YHUCJE JaTbl U UCTOYHUKOB IMOJYYEHHBIX
JAHHBIX, & TAKXKE JIaThl U MECTa, B KOTOPOE 3TU JJAHHBIE MEPEIA0TCA.

7.1.4.7. CnenyeT peryisipHO MPOBOAWTH MPOBEPKY Oa3bl MAHHBIX IS
oOHapyXeHus U 00pabOTKU TyOJUPYIOIIUX COOOIIECHUN O HEXKeNIaTeIbHBIX
peaKkIusaX Ha dTare BBOAA JaHHBIX U NpU (OPMUPOBAHUU CBOJIHBIX OTUETOB.

7.1.5. YnpaBieHue KayeCTBOM.

7.1.5.1. YIOTHOMOYEHHBIM OpraHaM roCyJapCTB-YIECHOB U JEPKATEIAM
PETUCTPAIIMOHHBIX  YIOCTOBEPEHUI cClieyeT pa3padoTraTh W BHEAPUTH

CUCTCMY VYIIPaBJIICHHUA KadCCTBOM, YTOOBI rapanTupoBaTb COOTBCTCTBHC
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cucTeMbl (hapMakoHaJ30pa HEOOXOAUMBIM CTAHJApPTaM KauecTBa Ha KaKJIOi
cTaiuu OOpalleHusT C COOOIIEHUSIMH O HEXKEJIaTeIbHBIX pPEaKIUAX
(HampuMep, Ha TaKUX CTagusAX, Kak cOOp JaHHBIX, Iepefada JaHHBIX,
yIpPaBJICHUE JTAHHBIMU, KOAUPOBAHUE U APXUBUPOBAHUE JAHHBIX, Baaudalus
cilly4asi, OLEHKa Ciydyas, I[OJy4YeHUe TMocleayomel HHPOpMaLuK, H
IpEICTaBICHUE UHANBUAYAIbHBIX COOOUIEHUIN O HEXENaTeNIbHbIX PEeaKIUsIX
U apXuBHpoBaHUE ciydasi). [[paBUIbHOCTE BBeIEHU HH(POpPMAIH, BKIIIOUAs]
COOTBETCTBHUE UCIOJIb3YEMON TEPMUHOJIOTHH, IMOJIEKUT KOHTPOJIIO KAYECTBA,
BBINIOJIHAEMOMY Ha CHCTEMAaTHMYe€CKOW OCHOBE MM C MCIOJb30BAaHUEM
OPUHIUIIA PETYIAPHOM OIEHKH MPOU3BOJIBLHON BBIOOpKH. COOTBETCTBUE
COXPAaHEHHBIX  JAHHBIX HUCXOJHBIM  COOOLIEHUSIM U  COOOUICHMSM,
coiepaluM UHPOPMAIUIO O MOCIEAYIOIIEeNH OLEHKE, CIeIyeT MPOBEPSTH C
MOMOILBIO MPOLEAYpP KOHTPOJISI KayecTBa, KOTOPBIE MENAIOT BO3MOXKHOM
BaJIMAAIMIO COXPAHEHHBIX JTAHHBIX COMOCTABICHUEM C UCXOJHBIMU TAHHBIMU
WIM HUX H300pakeHUssMU. B CBSI3M C 3TUM cienyeT UMETh MOCTOSHHBIN
JOCTYI K JIaHHBIM MEPBOMCTOYHHMKA (HAampUMep, K MUChbMaM, COOOILEHUSIM,
MOJyYEHHBIM (TIEpeAaHHbIM) MO 3JIEKTPOHHOM IMOYTE, 3aUCAM Teae(OHHBIX
pPa3roBOPOB, KOTOpHIE COAEpkKaT MOAPOOHBIC CBEIACHUS O PEaKIUU) WU
M300paKeHUSIM TAaHHBIX UCTOYHUKA.

7.1.5.2. [IucbMeHHBIE  CTAHOAPTHBIE  ONEPALMOHHBIE  MIPOLIEAYPHI
JOJDKHBI TapaHTUPOBAaTh YETKOE paclpenesieHue posied U 00s3aHHOCTEH,
SCHOCTh TIOCTaBJIEHHBIX 3aJa4 JJig BCEX YYacTBYIOIIMX B paboTe ¢
uH(popMmauend 0 HEeKeNaTeNIbHbIX PEeakUUsIX Ha JIEKApCTBEHHbIE IMpenaparbl
cTOpoH. JloKHO OBITH pa3paboTaHO U BHEAPEHO MOJIOKEHUE O HAJIEKAIIEM
KOHTpOJ€ M MNpU HEOOXOAUMOCTH 00 U3MEHEHMH CcHUCcTeMbl. JlaHHoe
TpeOOBaHUE PACIPOCTPAHSACTCA Ha JEATEIbHOCTb, OCYLIECTBICHHE KOTOPOMH
IPOU3BOJUTCS MO KOHTPAKTY C TPETbUMU CTOPOHAMH, IHMCHbMEHHbBIE

CTaHJAPTHBIE OINEPALUMOHHBIE MPOLEAYPHl KOTOPBIX CIEAYET IPOBEPSTH,
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YTOOBI yIAOCTOBEPUTHCH, 4TO TaKue IPOLIETYPhI SABJISIFOTCS
COOTBETCTBYIOIIMMH U OTBEYAIOT IPUMEHSIEMBIM TPEOOBAHUSIM.

7.1.5.3. Cnenyer mnpoBOAuTh HajJiexallee oOOydeHUe MepcoHaia,
KOTOPBIN HEMOCPEICTBCHHO OCYIIIECTBIISICT JeSATETHbHOCTh 1o
dbapmMakoHaI30py, a TaKXKe IEPCOHAla IPYTUX OTAEIOB, KOTOPHIE MOTYT
3aHUMAThCS TIOYUYCHHEM MM 00pabOTKOM coOOIIeHu 1Mo 0e30macHOCTH
(Hampumep, TONApa3JeieHUusT MO0 KIMHUYECKOM pa3paboTKe, Mpoaakam,
MEIUIIMHCKON WH(OpMaINK, IOPUIUYECKON padoTe, KOHTPOIIO KauecTBa)
OOydeHHe JODKHO TMPOBOAUTHCS IO  COOTBETCTBYIOIIMM  paseiam
3aKOHOJIATENIbCTBA M PYKOBOACTB B cdepe (dapmakoHang3opa, a TaKKe
BKJIIOUATh CHEIUaIbHOE OOy4YeHHE MO BBITIOJIHEHHIO OOpabOTKH OTYETOB.
[lepconan, B 0OS3aHHOCTH KOTOPOTO BXOJUT BBEACHUE MAHHBIX, TOJDKEH
ObITh O0Yy4YE€H COOTBETCTBYIOIIMM CTaHAapTaM U TepMuHoJoruu. Ilepconan
IPYTUX TIOIpa3aeieHuil (HampuMmep, OTAeNbl KIWMHHYECKOW pa3paboTkH,
POJaXK, MEIUITMHCKONH MH(GOPMAIINH, IOPUINYSCKUI OTACI, OTACT KOHTPOISA
Ka4ecTBa) JIOJDKEH ObITh 0O0ydeH Tmporeaypam cbopa u Tmepemaadu
uHDOpMaIUU O  HEXKENaTeIbHBIX peaknusix (SBIEHUAX) B  OTACI
(dapmakoHa/30pa B COOTBETCTBUM C BHYTPEHHEW MOJUTUKON Jeprkareis
PETHCTPAINIMOHHOTO YAOCTOBEPEHHUS U JIOKATBLHBIMU IIPOIICTyPaAMH.

7.1.6. Ocobble cutyanumu.

7.1.6.1. Ucnionb30BaHHE JIEKQPCTBEHHBIX IMPENAPAaTOB BO  BpeMs
OEpEMEHHOCTH WM KOPMJICHUS TPY/IbIO.

7.1.6.1.1. bepemeHHOCTS.

Crnenyer obecrednTh MOCIEAYIONIEe OTCICKUBAHUE CIydaeB, Korma
SMOPHOH WJIU TUIOZ MOT TIOJIBEPraThCsl BO3EHCTBHIO JICKAPCTBEHHBIX CPEACTB
(OCpencTBOM BO3JEHCTBHS HAa Marh JMOO Tepemadul JIeKapCTBEHHOTO
CpeACTBa uepe3 CIepMy IIOCJI€ BO3JCUCTBHS Ha OTIA), 4TOOBI coOparh

uHdopmaruio 00 wucxome OEpeMEHHOCTH W BO3MOXHOM  BIIHMSTHUHU
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JIEKapCTBEHHOTO TIpenapara Ha pa3Butue pedeHka. Ecnu neiicTByroinee
BemectBO (wm 1 w3 ero MerabONMTOB) HMMEET JUIMTENBbHBIA MEpPHO/I
MOJTYBBIBEJICHUS, OTO CIEAyeT NpPWHUMATh BO BHHUMAaHHE IIPH OIICHKE
BO3MO>XHOCTH BO3/CMCTBUS JEKAPCTBEHHOIO Ipernapara Ha IUI0J Yepe3 MaTh
WJIU OTIIa, B CJIy4ae €CJIM JICKapCTBEHHBIN IMpernapar NPpUHUMAIICS 0 3a4aTusl.

Cnenyer oOecneyuTh HaMYUE MaKCUMAJIBHO MOAPOOHBIX CBEICHUI
B COOOIIEHUSX O BO3JACHCTBUM JIEKAPCTBEHHBIX IMpENaparoB Ha OPraHU3M
MaTepu M IUIOAA BO BpeMs OEPEMEHHOCTH C ILEJNbI0 BO3MOXHOCTH
MPOBEJICHUS OIEHKU MPUYUHHO-CIICICTBEHHON CBSI3U. [[711 OLICHKM TaKux
COOOIIEHUIT MOTYT OBITh pa3pabOTaHbl U HCIOJIB30BAThCS CTAHIAPTHHIC
OMNPOCHUKH.

OTtnenbHbIE COydan C HEXKENaTeIbHBIM HMCXOJIOM, CBSI3BIBAEMBIE C
BO3JICCTBUEM JICKAPCTBEHHOI'O IIperapara BO BpeMs OEpEeMEHHOCTH,
KJIaCCU(UIIMPYIOTCS KaK CEphe3HbIE HEXeNaTeIbHbIE PEaKIUH, KOTOPhIC
MO/JIE’)KAaT CPOYHOMY PEMOPTUPOBAHUIO B COOTBETCTBUU C TpeOOBaHUSIMU
Hactoamux IIpaBun.

Takue ciydyan BKIIFOUAIOT:

COOOIIICHUST O BPOXKJECHHBIX aHOMAJIUSAX WJIM OTCTaBaHUHU B Pa3BUTHH Y
J10/1a UM PeOCHKA;

COOOIIEHHS] O CMEPTH TUI0JIa U CAMOIIPOU3BOJILHOM a00pTeE;

COOOIIEHUSI O TMOAO3PEBAEMBIX  HEXKEIATeNbHBIX  PEaKIUAX Y
HOBOPOXXJICHHOTO, KOTOPBIE KIIaCCUPHUITUPYIOTCS KaK CEPbE3HBIE.

He nomnexar cpoyHOMY pEeHOPTUPOBAHMIO TaKUE MHBIC CIydau, Kak
COOOIIIEHHSI O TPEephIBaHUM OEPEMEHHOCTH 0e3 yKa3zaHusi WHGOpMAIUU O
HAJMYUU WM OTCYTCTBHHM BPOXKJICHHOTO TOpPOKAa Pa3BUTHS, COOOIIECHHUS O
BO3JICHCTBUM JICKAPCTBEHHOTO Tpemapara Ha TedeHue OepeMeHHOCTH 0e3
JAHHBIX 00 MCXO/€ WU COOOIICHUS, B KOTOPBIX COAEPKUTCSA MHMOpMAIUSI O

HOPMAJIbBHOM HCXOAC, IIOCKOJbKY B HHX HC COACPIKHUTCA OAHO3HAYHOI'O



235

yKa3aHUsl Ha HaJIUM4He IOA03PEBaeMOM HexenaTeabHON peakiuu. OmgHaKo
JAHHBIC COOOIICHUS clieyeT 00padaThiBaTh TakXKe, KaK U IPYyTHe COOOIICHHS
O  HEeXeJaTeJbHBIX  peakluaX Ha  JIGKQpCTBEHHBIM  Mpemapar C
NPEACTABICHUEM OLICHKH B MEPUOJIUUECKOM OOHOBJISIEMOM OTYETE IIO
0C30ITaCHOCTH.

B omnpeneneHHBIX cioydasx BCE COOOIIEHUS O BO3ACHCTBUU
JIEKapCTBEHHOTO TIperapara Ha OpraHu3M MaTepd M IUIoa BO BpeMs
OEpEeMEHHOCTH MOTYT TOMJIEKAaTh CPOYHOMY pernopTUpoBaHUI0. JlaHHOE
TpeOOBaHHE MOXET OBITh YCJIOBUEM PErUCTPAllUM WM MOXET OBbITh
BKJIIOYEHO B IUJIaH YIPaBJICHUS PUCKAMH U, KaK MPaBWIO, OOYCJIOBJICHO
HaJIMYMEM IPOTHUBOINOKA3aHUS MO MPUMEHEHHUIO JICKAPCTBEHHOTO IMpernapara
BO BpeMs OCEPEMEHHOCTH WM €ro BBIPAKCHHONW TEPAaTOr€HHOCTHIO H
HEOOXOIUMOCTBIO 00s13aTeILHOTO TIIATEILHOTO MOCEAYIOLIErO
MOHUTOpPUHTA 0€30MacHOCTH (HampuMep, B OTHOIICHUM JIEKapCTBEHHBIX
CPEICTB, MOJAOOHBIX TATMAOMUAY, U30TPETUHOUHY ).

Cnenyer He3aMEIJIUTEIBHO YBEAOMIIATH YMHOJHOMOYEHHBIE OpraHbl
roCy1apCTB-4JICHOB O BBISBJICHHM CHUTHajla O BO3MOXXHOM TEpPaTOr€HHOM
abdexre (Hampumep, CUTHAIA O TPYIIE CXOAHBIX AHOMAJbHBIX HCXOJOB
OEpEMEHHOCTH).

7.1.6.1.2. KopmiieHUE TPYIBIO.

Cnenyer cooOmarb O MOA03PEBACMBIX HEXKEIATCIbHBIX PEaKIHAX,
KOTOpPbI€ BO3HMKAIOT y MJIAJCHIIEB IOCJE BO3JICHCTBUS HAa HMX OpPraHuU3M
JIEKapCTBEHHOTO Mpernapara Mnpu ero NpOHUKHOBEHUU B TPYAHOE MOJIOKO.

7.1.6.2. Ucnonp30BaHKE JIEKAPCTBEHHOTO Mpemnapara B MEAUaTpud U y
MOXWJIBIX JTIOAEH.

Cnenyer mpeAnpUHITH BCE BO3MOXKHBIE MEpBI i1 YCTAHOBJICHUS M
yKa3aHus BO3pacTa WJIM BO3PACTHOW TPYINbl MHAllMEHTA, €CIW O Ciydae

HCKCJIATCIIBHOI'O I[GﬁCTBH)I COO6H_[aCT CIICOHUaJINCT CHUCTCMBbI
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3paBOOXPAHEHUS, MAIlMEHT WA MOTpeOUTeNb, IJisi TOTO 4YTOOBI HMETh
BO3MO)XHOCTh YCTAHOBUTH IMOTEHIMAJIbHBIE CHUTHAJIbl IO OE30MaCHOCTH,
crenupUYHbIE I ONPENEICHHON BO3PACTHOM I'PyNIIbl HACEIICHHUS.

Ecnu wucnonb30BaHKME JIEKAPCTBEHHOTO Mpernapara paciupoCTPaHEHO
cpenu Tpynn MalMeHTOB, HE BKIIOUEHHBIX B OJOOPEHHYIO OOIIYyIO
XapaKTePUCTUKY JIEKapCTBEHHOTO npenapara, BaXKHO, YTOOBI
YIOJTHOMOYEHHBIE OpraHbI roCyJIapCTB-4JICHOB U JepKaTenu
PETHCTPALIMOHHBIX YAOCTOBEPEHUM OCYIIECTBISUIA MOHUTOPUHT  JIFOOBIX
NOCJENYIOMUX NpodsieM 1Mo 6€30MaCHOCTH ¥ MPUHUMAIA COOTBETCTBYIOLIUE
Mepel 10 paboTe ¢ curHamamMmu o0 3TUx mnpodbremax. Jlepxkarensim
PETUCTPALIMOHHBIX ~ YAOCTOBEPEHHM M YIOJHOMOYEHHBIM  OpraHam
roCyJapCTB-WwICHOB  CIIEAYEeT  IOOWIPATHh  CHELUATIUCTOB  CHUCTEMBI
3paBOOXPAHEHUS] COCTABIATh M MPEACTABIATH COOOLIEHUS O BCeX
MOJI03PEBAEMBIX HEKEATENIbHBIX PEAKIHUAX, 1aKE €CIU 3TH PEaKIUU UMEIOT
MECTO CpEeOu TIpYII HACeleHHs, HE BKIIOYEHHBIX B OJI0OPEHHYIO 00JIacTh
OPUMEHEHMsI  JICKapCTBEHHOTO  Ipemapara  CcorlacHO  ero  oOuiei
XapaKTEPHUCTHUKE JICKAPCTBEHHOTO MpEIapara.

7.1.6.3. CooO1ieHuss 0  TMEPEAO3UPOBKE,  3JIOYNMOTPEOJICHUU U
HEMpaBUJIBHOM NPUMEHEHUU JIEKAPCTBEHHOTO TMperapara, a Takxke o
OlIMOKAX TMPUMEHEHUsS WA BO3JCUCTBUU JIEKAPCTBEHHOIO Ipernapara,
CBSI3aHHBIX C MPO(EeCCHOHATBLHON EATEIbHOCTbIO.

B cnywae ecnu mnepeno3upoBKa, 3J10YNOTpeONeHHE, HENpaBHIIbHOE
OpUMEHEHHEe, MEIMIIMHCKas OIIMOKAa WM BO3JECUCTBUE JIEKAPCTBEHHOTO
npenapara, cBsi3aHHble ¢ MPO(HECCHOHAIBHON AESTENbHOCThIO, HE MPUBEIHU K
Pa3BUTHIO HEXKENAaTeIbHOM pEaklMd, CBEACHHS O HHUX HE MoJexar
IpOoLEype CPOYHOIO PEMOPTUPOBAHMS. IJTU JIaHHBIE CIEAYET BHOCUTH B
COOTBETCTBYIOIIMN NEPUOANUECKUN OOHOBIIIEMBIN OTUET 1O 0€30MaCHOCTH U

IJIaH yIpaBieHusl puckamu (ecnu npumeHumo). Ecnu naHHble cooOuieHus
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COJZIEPIKAT JIAHHBIE M0 OE30MACHOCTH, BIUAIONINE HA COOTHOLIEHUE «I10JIb3a —
pUCK»  JIEKApCTBEHHOIO Mpemnapara, O HUX CIEAYyeT  YBEIOMIISITh
YIOJHOMOYEHHBIE  OpPraHbl  TOCYAapCTB-WIEHOB B  COOTBETCTBUU  C
TpeboBanusiMu  Hactosiux  [IpaBuin.  PexkoMeHayeTcsi  BBINOJHEHHE
00513aT€NIbHOTO MOCIEAYIOIIEro cOopa JIOMOJHUTEIbHOM HMH(POPMalUU C
1eiabl0  oOecleyeHrs TOJNHBIX JAaHHBIX B  OTHOIIEHMH CHUMIITOMOB,
HAaMEHOBAHUM MOA03PEBAEMBIX JIEKAPCTBEHHBIX MPENAPATOB, UCXO/IOB, THUIA
HECOOTBETCTBUSI (HapuMep, omndKa MPONUChIBaHUS, HA3HAYEHHUSI, OTITYCKa,
JO3UPOBKH, HEOOOPEHHOE MOKa3aHUE K IPUMEHEHUIO U UHbIE).

7.1.6.4. OTcyTcTBUE TEpANEeBTUUECKON 3(PPEKTUBHOCTH.

CooOmienust 00 OTCYTCTBUM TepameBTHYECKOW d(PPeKkTUBHOCTH
CIIEyeT PErucTpPUpOBaTh M BBINOJIHATH TMOCIEAYIONIyI0 pPaboTy TIo
NOJIYYEHUIO MOJHON MH(opManuu. JlaHHbIE COOOIIEHMs, KaK MPAaBUIIO, HE
NOJJIeKAaT CPOYHOMY PEMNOPTUPOBAHUIO M BKIIOYAIOTCS B OLIEHKY B
MEPUOANYECKUIT OOHOBIISIEMbI OTUET 1O Oe3omacHOCTH. B omnpeneneHHbIX
ClIlydasix MOXKET TOTpeOOBaThCsl MPEJACTABIEHNE COOOIMICHUI 00 OTCYTCTBUU
TepaneBTHYeCKor 3(P¢GeKTUBHOCTH B TedeHHe 15 kameHmapHbix gHed. K
TaKUM CJIy4asiM OTHOCSITCSI OTCYTCTBUE TEpareBTUYECKOM A(DPEeKTUBHOCTH
IpU MPUMEHEHUH MOA03PEBAEMOTr0 JIEKAPCTBEHHOTO Mpernapara Jjisl JIeUeHus
3a00JIeBaHUM, MPEJICTABIAIONIMX YIPO3y >KU3HU (BKJIKOYAs YrpOXkKarollue
KU3HM WH(PEKIMOHHbIE 3a00JIeBaHMS, BBI3BAHHBIE UYYBCTBUTEIbHBIMU
MUKpPOOpPTraHU3MaMu JHOO  COMPOBOXKAAIONIUECS TOSBICHUEM HOBOTO
YCTOWYMBOIO  IITaMMa  MHUKPOOPraHW3Ma,  paHee  CUMUTABIIErocs
BOCIIPUMMYHMBBIM), a Takke B ClIy4yae €clId IOA03PEeBacMbIMU
JIEKApCTBEHHBIMU TIperaparamMu SIBISIOTCA BaKIMHBI W KOHTPALICTITUBHI.
Hckirouenne w3 AaHHOTO TpeOOBaHWSA OymayT COCTaBIATH CIy4aw, KOT/a
PENOPTEPOM CIENIaHO OTIEIbHOE yKa3aHUE, YTO MCXOA y NalueHTa ObLI

0oOyCJIOBIICH IIPOTPECCHPOBAHHEM 3a00JIcBaHUS W HE ObUT CBSI3aH C
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HEJJOCTAaTOYHOM  TepamneBTUUEeCKOM  A((PEKTUBHOCTBIO  JIEGKAPCTBEHHOTO
npernapara. He moanexxar mpeacTaBiIeHUIO TakXe Clydau TepareBTHUYECKOM
Hed(ppekTuBHOCTH, BBISIBJICHHBIC B paMKax POBEICHUS
HEUHTEPBEHIIUOHHOTO MOCTPETUCTPALIMOHHOTO HCCIIeIOBAHUS
3 (PEKTUBHOCTH, KAK COCTABJISIONIME OCHOBHBIE KOHEYHBIC TOUKH JIAHHOTO
BHUJIa UCCJIEIOBAHUM.

B cnydae BbIsIBICHUS CclaydaeB TeparneBTUUYECKOW Hed(PhEKTUBHOCTH
OpyU TPOBEICHUM AHTUOMOTHKOTEpAMM HE TpedyeTcs MpeACcTaBICHUE
ciiyyaeB, OOYCJIOBJICHHBIX NMPUMEHEHUEM aHTHOMOTHKOB 0€3 yueTa CHEeKTpa
JNEUCTBUS W YyBCTBUTEIBHOCTH  BO30ymutens. HeszamemiurenbHOMy
PETIOPTUPOBAHUIO TIOJICKAT CIydau TepareBTHUYECKON Hed(PGhEeKTUBHOCTH
Ipyd TPOBEACHUU AHTHOMOTHKOTEPAIUH >KU3HEYTPOKAIOIMMNX COCTOSHUM,
KOTOpbIE OOYCIIOBJIEHBI MOSIBICHUEM HOBBIX PE3UCTEHTHBIX IITAMMOB paHeEe
CUMTABILIETOCS YyBCTBUTEILHBIM MUKPOOPTaHU3MA.

JIns  BakuMH ~ cienyeT  cooOmarb O Cly4yasXx ~— OTCYTCTBHS
3 (PEKTUBHOCTH, B YACTHOCTH, YTOOBI BBIJICIIUTH MMOTEHIIMAIBHBIC CUTHAIBI O
CHI)KEHHOM MMMYHOTE€HHOCTH B MOJTPYNIE BaKIIMHUPOBAHHBIX, CHUKECHHOM
UMMYHHUTETE WM 3aMEIICHUM ITaMMa. Takue CUTHaJIbl MOTYT MOTpeOoBaTh
OTIEPATUBHBIX JICUCTBUN U NAJIbHEHIIIETO U3YUYEHHUS B MTOCTPETUCTPAITMOHHBIX
HCCIIeIOBAaHUSIX 0€30MMaCHOCTH.

7.1.7. CpouHO€ TIpeICTaBICHUE WHIWBUIYAIbHBIX COOOIIECHUM O
HEXKEJIaTeJIbHBIX PEaKIUsIX.

[IpencraBieHntio B  YINOJTHOMOYEHHBIE OpraHbl TOCYIapCTB-YICHOB
MO/JIeXKAT TOJNBKO BAJIMJIHBIE COOOIICHHUS O HEXKENATeIbHBIX PEaKIMsIX.
OTcyeT BpPEMEHU BBITIOIHEHUS TMPOIEAYPHl CPOYHOTO PEMOPTHUPOBAHUS
COOOIICHN HaYMHACTCS ¢ TOTO MOMEHTA, Korjma uHbopMamus, comepIKamas
MHUHUMAaJIbHBIC KPUTEPUU JIJI MPEICTABICHUS COOOIIEHMS, cTajla JOCTYITHA

ACPIKATCIIIO PCTUCTPAOIUMOHHOIO YAOCTOBCPCHUA (BKJ’IIO‘-Ia}I MCAUIIMHCKHUX
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IpeiCcTaBUTENeH U NOAPSAYUKOB). JTa JlaTa CUATAETCS JaTON Hayajaa oTcyeTa
(«IeHb HOJIbY») M CUMUTAETCS MEPBBIM JIHEM IMOJYYEHHUS YHOIHOMOYEHHBIM
OpraHOM WJIH Jiep)KaTelieM PErHCTPAOHHOTO YA0CTOBEpECHUS MHMOpMAITUU
10 BaJUIHOMY MHIWBHUAYaJHLHOMY COOOIICHHIO O HEXEIATEIhHOW PEeaKInH,
BKJIFOUAss CIydaW T[OJIy4YeHUs JaHHOW WH(OpPMAIMU B BBIXOAHBIC WU
npa3aHUYHbIC THU.

Ecnu nepkarenb perucTpalimoOHHOTO YIAOCTOBEPEHUsI OTAAET 4YacThb
JEATEIIbHOCTH MO (hapMaKOHA[30py Ha ayTCOPCUHT, HEOOXOIUMO 00ECIEUUTh
HaJMYHe MPUHATHIX B (OpME MUCHMEHHOTO JOKYMEHTA TOYHBIX MPOLETYP
WIKM TOAPOOHBIX COMIAUIEHUH O pa3AelieHuH OOS3aHHOCTE B 00JacTu
dbapmakoHam30opa MeEXAY ayTCOPCHMHTOBOM oOpraHusanue (IuioMm) u
JepKaTeieM  PEeTUCTPALMOHHOTO  YIOCTOBEpPEHHUS  JUIsl  BBIMOJIHEHUS
00s13aTeNLCTB MO MPEICTABICHUIO BaJUIHBIX COOOIICHW O HEXKEIaTeIbHBIX
peaknusax B TpeOyeMble CpoKu. J[aHHBIC TTPOIEeTyphl JOKHBI ONPEACIATh, B
4aCTHOCTHU, TMpolecchl oOMeHa wuHpopmanuer 1o  0e30ImacHOCTH
JEKapCTBEHHOTO Tpemapara, B TOM YHCI€ BpPEMEHHBIE HWHTEPBAJIbI
npencTaBieHuss UHGOPMAIMK U OOS3aHHOCTh TMPEACTABISTH COOOIICHHS O
HEXEJIaTeIbHBIX PEaKIUAX B YIIOJHOMOYCHHBIC OPTaHbl TOCYIapCTB-YWICHOB.
Crnenyer u3berarb AyOoaMpoBaHus Mepegayd COOOUIEHUN B YIIOJIHOMOUYEHHbIE
OpraHbl TOCY/IapCTB-YJICHOB.

B oTHOmIeHMM WHAWBHAYaldbHBIX COOOIIEHUH O HEXKeIaTeIbHbIX
peaKIusIX, OMMMCAaHHBIX B HAYYHO-MEIUIIMHCKON JIUTEpaType, OTCYET BPEMEHU
(«1eHb HOJb») HAYMHACTCA C JarTbl YBEJAOMJICHUS O ITyOJIMKaIUH,
colieprkalield MUHUMaJIbHY0 nH(popMmaInto. Ecinu ¢ ayTCOpCHHTOBBIM JTUIIOM
WIM OpTaHM3allield yCTAaHOBJICHBI JOTOBOPHBIC OTHOIICHHUS Ha BBITIOJHEHHUE
MOMCKa MO JIMTEPATYPHbIM UCTOYHUKAM U (UJIM) COCTABIECHHUE COOOILIECHUM O
HEXEJIaTeIbHBIX PEaKIUAX, Heo0XoauMo, dYTOObl ObUTH  O(OPMIICHBI

MUCHMEHHBIC TOAPOOHBIC COTNAIICHUS] O pacHpeneleHnu OO0s3aHHOCTEH,
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MO3BOJIIIOIIME  TapaHTUPOBaTh, 4YTO  JEpKarellb  PETUCTPALMOHHOTO
yIOCTOBEPEHMS] CMOXKET  BBINIOJIHUTH TPEOOBAaHMS  3aKOHOAATENbCTBA
roCylapCTBa-4wICHA MO PEMIOPTUPOBAHUIO.

Ecnu mnonyuyeHa JOMOJHUTENbHAs BakHas HMHQPOpMaLUs O paHee
NPEICTABICHHOM COOOILEHUH O HEXEJIaTeIbHOW peakluu, OTCYET BPEMEHU
JUISL COCTaBJICHUSI TOCJIEIYIONIETO0 COOOIIEHHWS B OTHOIICHUH JaHHOU
peaKlUUH HAYMHAETCS 3aHOBO (TO €CTh CPOK TOJAa4u MOCIEMLYIOUIETO
COOOIIEHUSI OTCUMTHIBAECTCA C JaThl MOJYUYEHHs] Ba)XHOW MOCIEqyrOUel
uHpopmanuu). I[lpu cocraBieHuM COOOIIECHHUS] Ba)KHOW JIOMOJHUTEIIbHOU
uHpopMalen cuMTaeTcs HOBas MEIUIIMHCKAs WIM aJMUHHUCTPaTUBHAS
uH(popMaIUs O MOM03pEBAEMON HEXKENaTeIbHON PEeakiuu, KOTopas MOXKET
OKa3aTh BIUSHUE HA OLICHKY WJIH YIPABJICHUE CIyYaeM HIIM MOXKET U3MEHUTH
€ro OLIEHKY IO KPUTEPHUSM CEpbe3HOCTH. HecyniecTBeHHast TOMOIHUTEIbHAS
uHpopManusi  BKJIIOYAET OOHOBJIICHHBIE KOMMEHTApPUU  OTHOCHUTEJIHHO
BBITIOJTHEHHOM OIIEHKH CJIy4yaeB WJIM WCHpPaBICHUS TUMNOTrpapuiecKux
OLIMOOK B MPEABIIYIEM COOOIIEHUH O CIIydae.

7.1.7.1. TpeboBaHusi MO CPOYHOMY TIPEACTABICHUIO COOOIICHUI O
HEXKeJIaTeIbHBIX PEAKIHIX.

Jlepkarenn perucTPallMOHHBIX  yOOCTOBEpEHUW B TeueHwe 15
KaJICHIAPHBIX JIHEW ¢ JarThl MOJY4YEHHUS JEp)KarelieM pPEerucTpaiioHHOTO
YIOCTOBEPEHHUSI WIIM €r0 YINOJHOMOYEHHBIM MPEICTABUTEIEM MHUHUMAIBHOU
TpeOyemMoil WH(pOPMAIMd B COOTBETCTBHU C ITYHKTOM 7.1.7 HacTosmmx
[IpaBui peacTaBiIsAOT B YIIOJJHOMOYEHHBIM OPraH rocy1apCcTBa-4jeHa:

COOOIIIEHUE O CEPbE3HON HEXeNaTeJIbHOW peakuu Ha JIEKapCTBEHHBIM
npenapar, BbIIBJICHHOW HAa TEPPUTOPUHU FOCYIapCTBA-UYJICHA;

COOOIIIEHHE O CEPhE3HOM HEMPEIBUIACHHONW HEXEIaTeIbHON pEaKINH
Ha JIEKapCTBEHHBIM TMpenapar, BBISIBICHHOW HAa TEPPUTOPUAX HHBIX

roCyJ1apCTB.
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VYCTaHOBICHHBIM  CPOK  PENOPTUPOBAHMS  PACHPOCTPAHSETCS  Ha
NEPBUYHYIO U JOTIOJHUTEIBHYI0 MH(POPMALIUIO O HEXENaTeJIbHOW peakiuu
Ha JIEKAPCTBEHHBIN IMpEmnapar.

7.1.77.2. AuHynupoBaHue VHIVBUYAJIBHOTO COOOIIICHUS 0
HE)XEJIaTeJIbHON PEeaKLu.

[Ipouienypa aHHYIMpPOBaHUS  HWHAMBUIAYAIBHOTO  COOOIIEHHS O
HEXEJIAaTeJIbHOM peaklMd JOJDKHA HCIIONb30BaThCsl sl  O00O3HAYCHHS
HEJICUCTBUTEILHOCTH paHEe MPEACTABICHHOTO COOOIICHUS, HampuMep B
cillyyae TpPU3HAHUS BCEro ciyuas omuOouyHbIM. [lopsimok aHHynHpOBaHUS
WHJIUBUYAJIbHBIX COOOIIEHUM O HEXKeJaTeIbHOW PEeaKIUM OINpEeNeNsieTcs: B
nyHkre 7.3.9 nactostux IIpasui.

7.1.7.3. BHeceHume HW3MEHEHUH B WHIWBHUAYaJbHOE COOOIICHUE O
HE)KEJIaTEeJIbHON PEeaKLu.

B ciyuae HeoOXOAMMOCTHU, HampuMep, IMOCJIE BHYTPEHHEH WU
DKCIIEPTHOM OLICHKM, BHECEHUsS W3MEHEHUHM B pPaHEE IMPEACTABIECHHOE
WHIUBUIyAIbHOE COOOIIEHHWE O HEXKeNaTeJbHOW peakuuu (Hampumep, B
YacTH TEPMHHOJIOTUHM, KPHUTEPUEB CEPBE3HOCTH, OLEHKA NPUYUHHO-
CJIEACTBEHHOM B3aMMOCBSA3U, IMPEIOCTABICHUE TMEPEBOAA WM CTarbu U3
UCTOYHUKA MEIUIIMHCKON JIUTEpaTyphl), KOTOPhIE HE COOTBETCTBYIOT
KPUTEPUSIM  TIPEACTABJICHUS COOOIIEHHS C BaXHOW JIOTOJHUTEILHOU
uH(dopmaImen, I3MEHEHHsI MOTYT OBITh BHECEHBI B MOPSAKE, OMPEACIIEMOM
B myHKkTe 7.3.8 Hacrosmux [IpaBum.

7.1.7.2.Cnoco6 u  Qopmar mpeACTaBICHUS  COOOIIEHUNA O
HEKEJIATEIIbHBIX PEAKIUSIX.

NunuBuayanbHble  COOOIIEHHMST O  HEXKEJIATeIbHBIX  PEaKIUsIX
JIEPKATEIIIM PETUCTPALMOHHBIX YIOCTOBEPEHHUM CIEAYET MPEACTABIATH B
YIIOJTHOMOYEHHBIA OPTaH rOCyJapCTBa-wieHa B 3JIEKTPOHHOM Buae. dopmar

HMHAWBHUAYAJIbHBIX COO6HI€HHI>'I O HCXKCIIATCIIBHBIX PCaKOUAX  OOJIZKCH
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COOTBETCTBOBATH dbopmary, YCTaHOBJICHHOMY PYKOBOJICTBOM
MexnayHapoaHo ~ KOH(GEpPEeHIMHM IO  TapMOHM3allMM  TEXHUYECKHUX
TpeOOBaHMM K JIEKapCTBEHHBIM Mpernaparam JJis MEJUIIMHCKOTO MPUMEHEHUS
(manee — ICH) «VYmpaBiieHue MaHHBIMUA IO KJIMHUYECKON O€30MacHOCTH.
DneMEeHTBhI TaHHBIX ISl TIepejaul COOOIIEHUN 00 UHANBUIyaIbHBIX CIydasiX
HEXKeJaTeNbHBIX peakiuiiy (¢ ydetoMm mepexoma ¢ ¢opmara E2B(R2) nHa
dopmar E2B(R3)). Ilpu ¢opmupoBanun comaepkaHus HHIUBHIYAJILHOTO
COOOIIEHHST JIOJKHA UCIIOJIB30BAThCS COOTBETCTBYIONIASI TEPMHUHOJIOTHUS
MenuuuHCcKoro cjioBapsi TEPMHUHOB HOPMAaTUBHO-IIPABOBOM JIESITEIbHOCTHU
(manee — MedDRA), npu 5TOM B COOOIIEHHUU JIOJDKHBI HCHOJb30BATHCSA
TepMuHbl HWKHero ypoBHsS (LLT). [lepxkarensiMu perucTpalvOHHBIX
YIOCTOBEPECHUM JOJDKHO OBITh OOECIICUCHO BBINIOJIHCHUE PEKOMEH At
nojJiep>KuBatoied  cepBucHod opranumzanuu  MedDRA  oTHOcHUTENbHO
CBOEBPEMEHHOIO MEPEX0Ja HA HOBBIC BEPCHUM UCIIOJIb3yEeMOM TEPMHUHOIOTUU
MedDRA.

[Topsimox mepenadyn WHAWBUAYAJIBHBIX COOOIICHHH O HEXKEIaTeIbHOM
peakuuu B JJIEKTPOHHOM  BHJI€  OMNPENEISIETCS  COOTBETCTBYHOLIUM
PYKOBOJCTBOM YIIOJTHOMOYEHHBIX OPraHOB rOCYJapCTB-UYJIEHOB.

7.2. COOp cOOOIIEHNI O HEXKENATETbHbBIX PEAKIUIX.

7.2.1. O0s13aHHOCTH TOCYIapCTB-YJICHOB.

VYHNOTHOMOYEHHBIE OpPraHbl KaXKJIOr0 TOCYIapCTBa-wi€Ha JIOJKHBI
pacrmonaraTb CHCTEMON cOopa ¥ YIpaBiICHUS BCEMH COOOIICHHUSMHU O
MOA03PEBAEMBIX HEKEJIATENIbHBIX PEAKIUAX, CBSI3aHHBIX C NPUMEHEHHEM
JIEKapCTBEHHBIX MPenaparoB, HAXOMSIIUXCS B OOpaIlleHMH Ha TEPPUTOPUH
roCy1apCTB-4JICHOB.

YNOJHOMOYEHHBIE OpraHbl Ka)XJOT0 TOCYJapCTBa-4wi€Ha JOJKHBI
INPUMEHSTh COOTBETCTBYIOUIME MEpPbl [IJIi MOOILIPEHUS CHEHUAIHCTOB

CUCTEMBI 3JIPAaBOOXPAHECHUS HA CBOECU TEPPUTOPUU K MPEACTABICHUIO
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COOOIIEHUH 0 TOJJ03PEBAEMBIX HEXKENATENbHBIX PEAKIIUAX Ha JIE€KAPCTBEHHbIE
npenaparbl B yIHOJHOMOYEHHBIM opraH rocynapctBa-uiieHa. Kpome Toro,
YIOJIHOMOYEHHBI OpraH TOCY/JapCTBa-4ieHa BIPABE HAJIOXKUTh Ha
CIELMAJIMCTOB CUCTEMBI 3/IpAaBOOXPAHEHUs CIIELHAJIbBHbIE 003aTeNIbCTBA I10
IPENCTABICHUIO COOOIIEHUI O IMOA03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX
Ha JIEKapCTBEHHBIC TMperaparbl B YHNOJHOMOYEHHBI OpraH rocyaapcTBa-
YJIeHa.

B uensx ontumuzanuu mpoieaypsl MpeAcTaBiieHuss UHGOpPMALUU O
HEXKEJaTeIbHBIX PEaKIUAX CTaHJapTHhIE (POpMblI OJAHKOB C BO3MOXKHOCTBIO
WX HEMOCPEACTBEHHOTO 3arOJIHEHUS MOJb30BATEJIEM JIOJKHBI HAaXOJUTHCS B
CBOOOIHOM JOCTyIle Ha O(QUIMAIBHBIX CalTaX yMOJTHOMOYEHHBIX OpPTraHOB
(YIIOJTHOMOYEHHBIX OpraHHU3aIHi) B uH()OpPMAIMOHHO-
TEeJIEKOMMYHUKAIIMOHHOW cetu «MHTepHeT» BMecTe C wuHboOpmanuen o
pa3IMUHBIX crnocobax MpeAcTaBiIeHUs HHPOPMAIUM O TOJI03PEBAEMbIX
HEXKEJATeIbHBIX PEAKIUIX, CBS3aHHBIX C MPUMEHEHUEM JIEKAPCTBEHHBIX
Mpenaparos.

VYIOIHOMOYEHHBIMHA OpPTraHaMH TOCYIApCTB-UJIEHOB JOJKHO OBITh
o0ecrneueHO BKJIIOUEHHE B €IMHYIO0 0a3y JaHHBIX HEXKEJIaTeNIbHBbIX pPeakIui
roCcyJapCcTB-4JIEHOB BCEX COOOILIEHUA O CEPbE3HbIX HEXKeJaTeIbHbIX
peaKIusx, BBISIBJICHHBIX Ha TEPPUTOPUSIX roCy/1apCTB-4JICHOB,
NPEACTABICHHBIX B COOTBETCTBYIOLIMW  YNOJHOMOYEHHBI  Opras
rocy/lapCcTBa-4iCHa U OLICHEHHBIX KaK BaJluIHbIC.

VYNOTHOMOUYEHHBIM OpraHaM TOCYJAapCTB-UJIEHOB CJIEYET MPUMEHSThH
MEpbl «BBIPAKEHHUS NPUIHATEIBHOCTU» 32 PabOTy MO MpEeACTaBICHUIO
COOOIIIEHHIT O HEXeJaTeNbHBIX pEeaKIMsIX, BKIOYas MpeICcTaBICHUE
penoprepaM AOMNOJHUTENIbHOW HMHpOpPMAlMU O pe3yibTaTax IalibHEHIIEro
PacCMOTpPEHHSI COOOIIEHU O HEXKENATENbHBIX PEAKIUIX Ha JIEKAPCTBCHHBIC

npenaparel.
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[Ipu mpeacTaBiIeHHH COOOIIEHUM O HEXKENaTebHBIX pPEaKIUAX Ha
JIEKapCTBEHHBIC npenaparbl JepKaTeIsIMu pEerucTpanuoOHHBIX
YIOCTOBEPEHUM,  YIMOJHOMOUYEHHBIE OpraHbl  TOCYIapCTB-WICHOB, Ha
TEPPUTOPUSIX KOTOPHIX HMENa MECTO IMOjo3peBaeMasi HexelaTeabHasl
peakiys, BOpaBe MPUBIEKATh MAIMEHTOB U JIepXKaTeaeh PEerucTpaliOHHbIX
YIOCTOBEPEHUM K TMOCIEayIome paboTe 10 JaHHBIM COOOIIECHHUSIM.
Jlepkarenn perucTpallMOHHBIX YIOCTOBEPEHHH MOTYT TMPUBJIEKATHCA K
nocueaymomeid padboTe MO MOJYYEHHBIM COOOHICHUSIM O HEXeIaTeIbHBIX
peaKkIusiX B cllydae:

HEOOXOJIUMOCTH TOJMYYCHHUsI Ba)KHOW JOTOJHUTEIbHON HHpOpMaIUU
JUIS1 BBITIOJTHEHU S HA/JIEXKAIIEH OLIEHKHU HEXENaTeIbHON peakinu;

HEO0OXOIMMOCTH YTOYHEHHS MPOTHUBOPEUNBBIX JTAHHBIX,
MPEACTABICHHBIX B COOOIIEHUU O HEXKEIATEIbHON PeaKIluu;

HEOOXOJIUMOCTHU TOy4YEHUs JOTOJHUTEIbHON MHGOpPMAIUU B paMKax
BBITIOJTHEHUS TIPOIEAYPhl BaJUAAIlMA CUTHAJA, OLEHKU acleKTOB MpOoduis
0€30MacHOCTH, OILEHKH TMEPUOAMYECKA OOHOBIAEMOrO  OTYeTa IO
0€30MacHOCTH WM TOATBEPXKACHUS MpoOieM Mo Oe30MacHOCTU B IUTaHE
yIpaBJeHUS] PUCKAMH.

Kaxmoe rocymapcTBO-wjieH JIOJDKHO — OOECMeuruTh, YTOOBI  €ro
YIOJIHOMOYEHHBI  OpraH, OTBETCTBEHHBI 3a KOHTPOJb OOpalleHus
JICKapCTBEHHBIX  MpemapaTtoB, Obul  NPOMHGOPMHUPOBAH O  JIFOOOU
MOJI0O3PEBAEMON  HEXKEJIATEIIbHOM pEaKUUM, CBEICHUSA O KOTOPOM CTalu
JOCTYIHBI JUIsl JTI000r0 JIPYyroro OpraHa TOCYIapCTBEHHOIO YIPaBIICHUS,
BEJIOMCTBA, YUPESKJICHUS UM OpraHU3alliy, OTBETCTBEHHBIX 32 0€30MaCHOCTh
MalMeHTOB B JaHHOM TOCydapCcTBE, M YTOOBI O3TU COOOIICHHUS OBUIH
MIPEICTABICHBI B HAIMOHATILHYIO 0a3y MaHHBIX. B ciyuasx korga cooOmieHus
O TIOIO3PEBACMBIX  HEXKENATENbHBIX  pPEAKIUsIX OBLIM  HampaBIICHBI

HEMOCPEACTBEHHO B HWHBIE OpraHbl TOCYJapCTBEHHOTO  YIIPABIICHUS,
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BEJOMCTBa, OpraHu3aluu W (WIM) YUYpPEeXKICHHS B JIaHHOM TOCYIapCTBe-
YJIeHe, YMOJHOMOYEHHBIM OpraH TocCyJapCcTBa-wieHa, B IOJHOMOYHS
KOTOPOTO BXOJUT OCYyIlleCcTBIeHUE (papmakoHan3opa B cdepe oOparieHus
JIEKapCTBEHHBIX CPEACTB, JOJDKEH MMETh C HMUMM COIVIalleHus: 00 oOMeHe
JaHHBIMU, JJIS TOTO, YTOOBI 3TU COOOIIEHHWS HANpaBISUINCh B JTAHHBIN
YIOJHOMOYEHHBIN OpraH rocymapcrBa-uieHa. CBelIeHHS O HEXeNaTelbHbIX
peaKIusAxX B JIAHHBIX CIydasiX JOJKHBI IMEpeAaBaTbCsi B YIMOTHOMOYECHHBIN
OpraH rocCylapCTBa-4j€Ha B COOTBETCTBYIOIIEH (opMe penopTUPOBAHUS
HEKENaTeNbHbIX PEaKUUid JUIsi MEIUIMHCKUX PAaOOTHUKOB M TMAIMEHTOB B
AIIEKTPOHHOM BHJI€. YKa3aHHO€ TpeOOBaHUE PACHPOCTPAHSIETCA TAaKkKE Ha
Cllydal pa3BUTHUSl HEKENATEIbHBIX PEaKIMi Ha JIEKAPCTBEHHBIEC Mperaparsl,
KOTOPBIE SIBUJINUCH CIEICTBUEM MEIUIIUHCKUX OLINOOK.

JlaHHblE W JOKYMEHThI 10 (apMakoHaI30py B  OTHOIICHUU
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB NOJJIEXKAT XPAHECHUIO B
YIOJHOMOYEHHOM OpraHe Ha IpoTsKeHuU He MeHee 10 JieT nmociie ucredeHus
CpOKa JEHCTBHSI PETMCTPALMOHHOIO YIOCTOBEPEHUS. 3aKOHOIATEIbCTBOM
rOCYIapCTB-WJIEHOB MOXET ObITh OIpeneieH Oojiee IUTEIbHBIA MEepPHOA
XpaHeHusl.

locynapcTBaMu-uieHaMud HE YCTAHABIMBAIOTCS  JOMOJIHUTENIbHBIC
o0si3aTeNnbCTBA JJI  JIepXkKaTelied PEeruCTPAlMOHHBIX YIOCTOBEPEHUM IO
IPEIOCTABICHUIO COOOIIEHUH O HEeXeNaTeNbHbIX peakUusax, [TOMUMO
yCTaHABIMBAaeMbIX HacTosummu [lpaBunamu, eciam 3TO HE UMeEET
JOCTAaTOYHBIX OCHOBAHMM, MOJYYEHHBIX MO pe3yibTraraMm AESATEIbHOCTH IO
bapmakoHa30py.

7.2.2. O0s13aHHOCTH JiepKaTesield peruCTPALlMOHHBIX YI0CTOBEPEHUM.

Kaxaplii nepxaresnb perucTpalioOHHOIO YIOCTOBEPEHHUS JOJHKEH
YCTAaHOBUTb M TOAJAEPKHUBATh CHCTEMY cOOpa U pErucTpaluud BCeX

COO6HI€HI’II>1 0 IIOJO3PCBACMBIX HCIKCIIATCIbHBIX PCAKIHUAX Ha JICKAPCTBCHHBIC
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npenaparbl, KOTOpble IOCTYNAlOT B €ro pachnopsbkKeHHe Kak B paMKax
CIIOHTaHHOTO PETNOPTUPOBAHUSI CHEIIUATUCTAMU CUCTEMBI 3/[PAaBOOXPaHEHUS,
nanueHTaMu WM~ TOTpeOUTeNnssMH, Tak W B XOI€ IPOBEIACHUS
MOCTPETUCTPALIMOHHBIX HCCIEN0BaHUN. JlepKareasiMu perucTparmoHHbIX
YAOCTOBEPEHUM JOJKHBI OBITH pa3pabOTaHbl U BHEAPEHBI MPOLEAYPHI,
00€eCleynBaOIINEe TOJYYCHUE TOYHBIX M MPOBEPSIEMBIX JAaHHBIX IS
MoCeAyIoeld HaydYHON OIEHKHW COOOIIECHUN O HEXKENAaTEeNIbHBIX PEaKIIHsIX.
Jlep>kaTenb perucTpalioHHOTO YI0CTOBEPEHUS HE UMEET IIPABO OTKJIOHUTH U
HE BBINOJHATh TpeOyeMble NPOLEAypbl MO padoTe C COOOMIEHUSIMU O
HEXKENaTeNbHBIX PEeaKIUsIX B cllydyae MOJIy4YeHHUs NaHHOW WHGOpMaluu B
3JIEKTPOHHOM JIMOO MHOM BHUJE CO CTOPOHBI MAllMEHTOB WJIM PAaOOTHUKOB
CUCTEMBbI 3/IpaBOOXpaHEHHUs. JlepKaTrenu perucTpalioOHHbIX YIOCTOBEPEHUI
JOJDKHBI ~ CO3JaTh  MEXaHM3MBI,  OOECIEYMBAIOIIME  BO3MOXKHOCTH
MPOCJICKUBAHUS COOOIIECHUM, MOCIEAYIOIel padoThl C COOOIICHUSMHU O
HEXKENaTeNbHBIX PEaKIUIX W TPEJCTABICHHUS B YIOJIHOMOYEHHBIH OpraH
OOHOBJICHHBIX JJAHHBIX O HEXKEJIaTeIbHON PEeaKIIUH.

Jlanapie W JOKyMEHTHI TI0 (apMakoHaA30py B  OTHOIICHUH
3apETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX CPEICTB TMOJICKAT XPAHEHUIO
JepKaTelieM PEerUCTPAIMOHHOTO YIOCTOBEPEHHUsI HA MPOTSHKEHUHM HE MEHee
10  nmer mocie WCTEUEHHS  CpOKa  JEWCTBUS  PETMCTPALMOHHOTO
YAOCTOBEpEHHsI. 3aKOHOAATEIbCTBOM TOCYJApCTB-UJICHOB MOXET ObITh
ornpeneneH Oosee JNUTEIbHBIA MEPUO XpaHEHHUS.

O0s13aHHOCTD 110 COOPY CBEIECHUM O TMOJI03PEBAEMBIX HEXKEJIATeIbHBIX
peaxkuusax AepKaTeIsIMU pPETUCTPAIMOHHBIX yAOCTOBEPECHUIA
pacnpocTpaHsieTcss B TOM 4YHCJI€ Ha COOOIIEHHUS, OTHOCSIIHEeCH K
JEKapCTBEHHBIM TpenaparaM, BJIaJCHHE KOTOPHIMH HE MOXET ObITh
UCKJIIOYEHO HCXOIs W3 OJHOTO M3 CIENYIONIMX KPUTEPUEB, YKA3aHHBIX B

COOOIIIEHUH O TTOI03PEBAEMON HEXKENATEIbHOM PEeaKIud Ha JEKApPCTBEHHBIN
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nopernapar:  TOProBOro  HAaMMEHOBAaHMS  JIEWCTBYIOUIETO  BELIECTBA,
HAaUMEHOBAHMs JEHCTBYIOILEIO BEIIEeCTBAa, ()OPMBI BBIIIYCKA, CEPUU WIIU
cnoco0a BBeAeHus. VckiroueHwe, OCHOBaHHOE Ha HH(OpManuu OT
rocygapcrBa NEPBOMCTOYHUKA WJIM TOCYJAapCTBa Pa3BUTHUS IOJ03pEBAEMOM
HEXEJIATEJIbHOM pEeaKkIMu MOXET ObITh HCIOJIb30BaHO B CIlydae, €Ciu
JepKaTellb PEruCTPAlMOHHOTO YJOCTOBEPEHUS MOXKET MOATBEPIUTH, YTO
NOJI03pEBAEMbIN JIEKAPCTBEHHBIA Mpenapar HUKOIJAa HE IOCTaBJsUICS Ha
PBIHOK JaHHOTO TOCydapcTBa W JIaHHBIM JIEKAPCTBEHHBIA Mpernapar He
ABJIAECTCSl TpEenapaToM, KOTOPbIM MOXET OBbITh NPHUBE3EH Ha JaHHYIO
TEPPUTOPUIO KaK CPEICTBO, HEOOXOAMMOE B IyTEUIECTBUM (HAIpHUMep,
JIEKaPCTBEHHBIE NIPENapaThl IS JIEUCHUS] MAJISIPUHN).

JlepkaTenlb pEerucTpallMOHHOTO YAOCTOBEPEHUs JOHKEH OOECHeuUTh
UH()OPMUPOBAHUE BCEX KOMIAHUH, SIBISIFOLUIUXCS €r0 YacThlO0, OTHOCUTEIBHO
BCEX MOCTYNAOIIKUX B €ro agpec COOOIICHUN O HEeXKENaTeNbHBIX PEAKLUX,
CBS3aHHBIX B NPUMEHEHUEM JIEKAPCTBEHHBIX IpPENapaToB JAeprKareis
PErUCTPALMOHHOTO yAOCTOBepeHus. JlaHHoe TpeOoBaHME TaKkKe JOJHKHO
BBIIIOJIHATHCS B CIy4ae 3aKJIFOUYEHUST KOMMEPUECKOTO COITIAlIEHUsI HAa OJIMH U3
JIEKapCTBEHHBIX MPENapaToB AP KATENsl PETUCTPALMOHHOTO YI0CTOBEPEHUS.
NudopmupoBanue oOecrieduBaeTcs IMyTeM OpraHu3aluy  Jep:KareiaeM
PETUCTPALIMOHHOTO YIOCTOBEPEHUSI BHECEHHS MH(OPMALIMK O MOCTYIAIOIIMNX
HEKENaTeNbHbIX ~ peakuusx B  0a3y JaHHBIX M MOCJEAYIOLIETo
(YHKIIMOHUPOBAHMSI KaK €IMHAas TOYKa JOCTyMa K JAHHBIM 10 0€30IacHOCTH.

7.2.2.1. CrioHTaHHbIE COOOIIEHUSI.

Jepxarenu PErUCTPaAIIMOHHBIX yIAOCTOBEPEHU I JOJIKHBI
pEruCTpUpPOBaTH  BCE  CIOHTaHHBIE  COOOIIEHHMS O  TOAO03PEBAEMBIX
HEXEJIATEIbHBIX PEAKLMIX, BO3HHUKAIOIIMX HAa TEPPUTOPHUSAX TOCYIApPCTB-
YWICEHOB WM 3a UX I[peaenamMu. TpeOoBaHHME pacIpOCTpaHAETCS Ha

COO6HI€HI’I$[ 0 MIoAO3pPCBACMBIX HCIKCIIATCIIbHBIX PCAKIHAX, IIOJYUYCHHBLIC B
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AJIEKTPOHHOM BHJI€ WJIM KaKMMH-JIMOO JAPYTUMHU MOAXOISAIIMMH CHOCOOaMHU.
Jlepxarenu pEerucTpalvoOHHBIX YAOCTOBEPEHHM MOTYT MCIOJIB30BaTb CBOU
caiiTel B MH(OPMAIIMOHHO-TEJIEKOMMYHUKAIMOHHON cetn «MHTepHeT» Iis
COJICUCTBUS COOPY CBEJICHUI O MOJI03PEBAEMBIX HEXKEJATEIbHBIX PEaKIUsX,
IPEI0CTaBUB Ha HUX (POPMBI JIJISl 3aII0JHEHUSI COOOIICHUI O HeXKellaTelbHbIX
peakuusaX  WIA  COOTBETCTBYIOLIME  KOHTAKTHBIE  JaHHbIE  JUIA
HETIOCPEICTBEHHOM CBS3HU.

7.2.2.2. CooO1eHusi, HOTy4EHHBIE IO 3aMpocy.

Hepxarenn PETrUCTPALIMOHHBIX yAOCTOBEPEHUM JOJKHBI
pPErHCTPUPOBAaTh BCE COOOLIEHUS O TMOJ03PEBAEMBIX HEXKellaTeIbHbIX
pEaKLUAX, BO3HUKAIOIIMX HA TEPPUTOPUSIX TOCYAAPCTB-WICHOB WM 3a UX
IIpEACIaMy U BBIABICHHBIX B XOJ€ ITOCTPETUCTPALMOHHBIX HCCIICIOBAHUM.
B naHHble COOOIIEHMS, TOMYYEHHBIE MO 3ampocy, BXOAST COOOLIEHUS,
NOJIyYEHHBIE MO pe3ylbTaraM OPraHM30BAHHOIO CcOOpa JaHHBIX, KOTOPBIU
UHULUUPYETCS,  yOpaBisieTcs  WiIM  (UHAHCUpyeTcd  JepKareasiMu
PErUCTPAIMOHHBIX YIOCTOBEpeHUN. [laHHBIE COOOIEHUSI TaKkKe BKIIIOYAIOT
CBEICHHs IIOCTYIIMBIIME B XOA€ BBIIIOJIHEHUS HEUHTEPBEHIIMOHHBIX
MOCTPETUCTPALIMOHHBIX ~ HCCIIEIOBAHWM,  NOPOTrpaMM  HCHOJIb30BaHUSA
JIEKapCTBEHHOTO Tpernapara B CBA3U C UCKIIOUUTEIbHBIMU 00CTOSTENBCTBAMU
U3  COOOpakeHMl  cocTpadaHusi, MEPCOHAIM3UPOBAHHBIX  MpOrpaMm
WCIIOIb30BAHUSI ~ HE3apPETMCTPUPOBAHHOIO  JIEKAPCTBEHHOIO  IIpernapara,
OPYyTUX MpOrpamMM MNOACPKKH MAIllMeHTOB M MOHMUTOpPUHIa 3a00JIeBaHUH,
porpamMM MoAAEPKKHU NalMEeHTOB U coopa uHpopmauu 00 3¢pHeKTUBHOCTH
WM NPUBEPKEHHOCTH MALMEHTOB JICUEHHIO, a TAKXKE BEACHUS peecTpoB. B
OTHOLLIEHUM HEWHTEPBEHUHUOHHBIX MMOCTPETUCTPALMOHHBIX HCCIEA0BAHUM
JAHHOE TPEOOBAHHME PACHPOCTPAHSETCS HA HCCIEAOBAHMUS, OCHOBAaHHBIE Ha
NEPBUYHOM COOpE€ HaHHBIX, MOPSAOK COOpa JaHHBIX NPUBEACH B IYHKTE

7.2.2.2.1 nacrosmux [IpaBu.
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JlepkaTenu perucTpalMOHHBIX YIOCTOBEPEHUMN JOJKHBI BHENPUTH U
UCIOJIb30BaTh MEXAaHU3MbI COOpa MOJIHOW M BCECTOPOHHEW MH(OPMALUU O
Cllyyasix IOJI03PEBAEMBIX HEXKEJATeIbHbIX pPEaKUUid MpU MEPBUYHOM
COCTAaBJIEHUU COOOUIEHUH O MOJ03PEBAEMBIX HEKEIATENIbHBIX PEaKUUIX I10
pe3yapTaTy MNOJYyYEHHs CIIOHTAHHBIX COOOIICHUI O TaKUX PEAKUUAX B LEJSIX
o0ecredyeHrs BO3MOKHOCTH IIPOBEJACHUS HAJIEkKAIIEH OLIEHKH COOOIIEHUS U
BBIIIOJIHEHUSI ~ TpeOOBaHM MO  CPOYHOMY  PEHOPTUPOBAHHUIO B
YIOJHOMOYEHHBIE OpraHbl TOCYIApCTB-YICHOB (€Cid NPUMEHUMO) B
OTHOILIEHWU  HcclaeayeMoro (WiM  IOCTaBIsEMOI0)  JIEKAPCTBEHHOTO
npenapara. Jlep:kareiau perucTpalMOHHBIX YAOCTOBEPEHUM JOJIKHBI CO3/1aTh
CUCTEMY, OOECIEUYMBAIOIIYI0O BO3MOXKHOCTb IPOCIIEKUBAHUA COOOIIEHUM,
nocieayomeid padoTel ¢ COOOUICHUSIMU O HEXKENATENbHBIX pPEaKUUsAX U
NOJIyYEHUS]  PE3yJbTAaTOB  OLIEHKM  IEPBOMCTOYHHUKA  OTHOCHUTEIBHO
B3aUMOCBSA3M MEXJYy HCCIEAyeMbIM (MOCTaBISIEMbIM) JIEKAPCTBEHHBIM
IpenaparoM 1 HeKeNaTeNIbHOTO ABJIeHMs. B ciiyuae orcyTcTBus nHbopmamu
OTHOCHUTEJIbHO MHEHHsSI NEPBOMCTOYHMKA O HaJWYUM  B3aUMOCBSI3H,
JEpKATEJIEM PETUCTPALMOHHOIO YIOCTOBEPEHUSI HA OCHOBAaHWH HMMEIOLIEICS
uH(pOpMaIUKU T0JIKHA OBITh BBIMOJIHEHA COOCTBEHHAs OLICHKA B3aUMOCBSI3H C
ONPEJECICHUEM BaJIMJHOCTH COOOIIEHUS M COOTBETCTBUSA KPUTEPUIM
penoptupoBanus. JlaHHOoe TpeOoBaHHME HE  pacHpoCTpaHseTcs Ha
UCCJIEIOBAaHUS, AU3alH KOTOPBIX IMPEANoiaraeT BTOPUYHOE HUCIIOJIb30BAHUE
MEAULMHCKUX JaHHbIX. HexenarenabHble peaklud, BbIABICHHBIE B
UCCJIEIOBAHUM C BTOPUYHBIM HCIIOJIb30BAHUEM JAHHBIX, HE MOJIeKaT
NPEICTABICHUIO B YIOJHOMOUYEHHBIM opraH. JlaHHBIE MO HeKelaTelbHbIM
peakiusM, MOJIydYeHHbIE B pe3yJibTaTe OPraHM30BAaHHOTO cOOpa JaHHBIX,
NOJJIEeKAT OTPAXKEHUIO B IEPUOJUYECKHM OOHOBIISIEMOM OTYETE 10

0€30ITaCHOCTH.
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7.2.2.2.1. CooOmuieHus, MOJTy4YCHHBIE B XO0JIe MIPOBEICHUS
HEUHTEPBEHIIMOHHBIX UCCIICTOBAHUM.

Ecnu nanaeie 0 mogo3peBacMoOl HEXKENATEIbHOW PEaKLUU IIOJIy4YEHBI B
XOJZI€ BBIMOJTHEHUS] HEUHTEPBEHIIMOHHBIX MCCIIEIOBAHUMN, CIEAYET pa3JeabHO
aHAJM3UPOBATh JIAHHBIE MCCIEAOBAHUM CO COOpPOM MEPBUYHBIX JaHHBIX
HapsSMyl0 OT TAIMEHTOB WU CHEIUAIMCTOB CHUCTEMbI 3PaBOOXPAHCHHS U
HCCTICIOBAaHUSIMU C TaKUMHU JU3aliHaAMH, KOTOPhIE OCHOBaHBI Ha BTOPUYHOM
UCIIOJIb30BAaHUU JIAHHBIX (HAaNpUMEp, WCCIEAOBaHUsA, OCHOBaHHbIE Ha
NepecMoTpe  MEAUIMHCKUX  KapT WM JJIEKTPOHHBIX  3amucei
3/IpaBOOXPAHECHUS, CUCTEMAaTUYECKUE IEPECMOTPbI UM METa-aHaJIU3bI).

CooO0rmieHre COCTaBISIETCS €CIM  PEIopTEepoOM WM JIeprKareieM
PETUCTPALIMOHHOTO  YJIOCTOBEPEHMS  MPEAINojaraeTcs  Haludyue, Kak
MUHUMYM, BO3MOXXHOW TMPUYUHHO-CJIEJACTBEHHON CBS3U C IOJ03PEBAEMbBIM
JeKapCcTBEeHHbIM TipenapatoM. CooOlIeHUs] O HEXeaTelIbHbIX SIBIICHUSX, B
KOTOPBIX MPUUYUHHO-CIICJICTBEHHAs CBS3b OILICHUBAETCS KaK COMHUTEJbHAS,
CJIeMyeT BKJII0YATh B 3aKIIFOUUTEIIBHBIN OTYET 00 UCCIICTOBAHUM.

B oTHOmEHUM HEUMHTEPBEHUMOHHBIX HCCICIOBAHUM C TMEPBUYHBIM
COOpOM JaHHBIX HAMNpsIMyI0 OT TMAaIlMeHTOB U CIEIHUAIUCTOB CHUCTEMBbI
3/IPaBOOXPAHEHUS MTPEJCTABICHUIO TOJICKAT COOOIICHUSI O HEXeIaTeIbHbIX
peakIusax, B  OTHOIICHWU  KOTOPBIX  pEHNopTep WM  JepKaTelb
PETUCTPALIMOHHOTO  yAOCTOBEPEHHUS  IOJ03PEBACT, UYTO MMEETCS, Kak
MHHUMYM, BO3MOKHasl MPUYMHHO-CIEICTBEHHON CBS3b C I0JI03PEBACMBIM
JIEKapCTBEHHbIM TipenapatoM. I[lpoune cooOIIeHHus O HEeXelaTeIbHbIX
peaKIusaX, B OTHOIICHUH KOTOPBIX UMEETCS MOJA03PEHUE, YTO OHU CBS3AHBI C
JIEKapCTBEHHBIMU TIpenapaTaMu, KOTOPbhIE HE BXOAST B YHCIIO HCCIETYyEMBbIX
JIEKapPCTBEHHBIX TpenapaToB U B KOTOPBIX HE YCTAHOBJIECHO B3aMMOACHCTBUE

C HCCICAYCMBbBIC JICKAPCTBCHHBIMHU IIpCIIaparaMu, HCCICAOBATCIIAM CICAYCT



251

HaMpaBisATh B YIOJIHOMOYEHHbIE OpraHbl TOCYIapCTB-UJIEHOB (€CIU 3TO
MIPUMEHUMO).

[Ipn npoBeleHUH HEMHTEPBEHIIMOHHBIX HCCIEI0BaHUM, OCHOBAaHHBIX
Ha BTOPUYHOM HCIIOIb30BAHWU JIAHHBIX, MPEACTABICHUE COOOLIEHUN O
BBISIBIISIEMBIX HEXKEJIaTEIbHBIX peakiusix He TpeOyercs. Bce maHHble MO
BBISIBJICHHBIM HE)KEJIATeJIbHBIM PEAKIUSAM CYMMHUPYIOTCS B 3aKJIIOUUTEILHOM
oryeTe 00 UCCIIEIOBAHUN.

Jlepkarenp PErucTpalMOHHOTO YIOCTOBEPEHHUS BIIPABE YTOYHHUTH
TpeOOBaHUS IO MPEACTABICHUIO COOOIICHUIN O HEXENaTeNIbHbIX PEaKIUAX B
COOTBETCTBYIOILIMX YIOJHOMOYEHHBIX OpraHax rocyaapcTBa-ujeHa.

JlepkaTento perucTpalioOHHOIO YAOCTOBEPEHMs CIEAyeT COONoAaTh
3aKOHOZIATEIbCTBO T'OCYIAPCTBA-YIEHA, NPHUMEHSIEMOE K IPENCTABICHUIO
COOOIIEHUH O clly4asX MOJI03PEBAEMBIX HEXENaTeNbHbIX pEaKUuid B
HE3aBUCUMBbIE ITUYECKHE KOMUTETHI TOCYAapCTB-UJICHOB U UCCIEI0BATENSIM.

7.2.2.2.2. IIporpaMma HCIOIB30BaHUs JIEKAPCTBEHHOIO IIpenapara B
CBSI3U C  MCKJIIOYUTEIbHBIMH  OOCTOATEIbCTBAMH U3  COOOpaKeHHIt
COCTpaJiaHus, NEPCOHAIN3UPOBAHHAS nporpamma UCIIOJIb30BAHUS
HE3apEeruCTPUPOBAHHOTO JIEKAPCTBEHHOTO Mpernapara.

Ecnu gepxarenb perucTpaldoOHHOrO yAOCTOBEPEHHUS WM CIEHUATUCT
CUCTEMBbI  3[IpaBOOXpPAHEHUs] M3BELIEHBI O (Qakre MNoJ03peBaeMoi
HEXEJIATEIbHOM PEaKkUMU WM BBIBISIOT MOJ03PEBAEMYIO HEXKEJIATEIbHYIO
peaKkul0 B paMKax  IPOBEACHHS  IPOrpaMMbl  HCIIOJIB30BaHUS
JIEKapCTBEHHOTO Tpernapara B CBA3U C UCKIIOUUTEIbHBIMU 00CTOSTENBCTBAMU
U3 COOOpaKEHUU COCTpaJaHusl WIM MEePCOHATU3UPOBAHHON MPOrpaMMbl
UCIIOJIb30BAaHUSl ~ HE3apErMCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  Mpemnapara,
COOOILIEHUSI O HEXKENATeNbHbIX PEAKIMIX TMPEACTABISAIOTCS CICAYIOMUM

obpazom:
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B Cly4yae €Clii HeXeyaTeJbHas peakius Oblja BBISBIEHA B IMpoIecce
OpraHU30BaHHOTO cOOpa JAHHBIX, CIEIYET MPEACTABIATH COOOIICHUS TOJIBKO
O HEXKEJATEJIbHBIX PEaKLMSIX, Y KOTOPhIX NMPUYMHHO-CIECTBEHHAS CBA3b C
IPUMEHEHUEM MOJ03PEBAEMOI0 JIEKAPCTBEHHOI'O IMpernapara OmnpeaeiseTcs
NEPBOMCTOYHUKOM  COOOUIEHUS WJIM JIEPXKATEIEM  PErHCTPALIMOHHOIO
yIAOCTOBEPEHUSI KaK BO3MOXKHAsI (KaK MUHUMYM). OTH COOOILECHHUS CIIETYET
paccMaTpuBaTh Kak COOOIEHUSI O HEXKeNaTeIbHBIX PEaKIMIX, MOJTyYEeHHBIX
10 3a1pocy;

B CJy4yae €ClId HEeKeJaTellbHas peakuusi Oblia BBISBJICHA HE IyTEM
OpraHU30BaHHOIO cOOpa JaHHBIX, BCE HEXKEATEIbHbIE U HENPEITHAMEPEHHbIE
peakuuu Ha JIEKApCTBEHHBINM mpenapar CcleayeT paccMarpuBaTh Kak
COOOIIEHUS O MOA03PEBAEMON HEXKENATEIHbHOM peaKIuu, MOJTyYeHHOW HE TI0
3aIpoCy, U MPEACTABIIATh KaK COOTBETCTBYIOIIEE COOOIIECHHUE.

7.2.2.2.3. IIporpamMa noiep>KKu MaieHTOB.

[IporpaMMa MOAAEPKKH TALUUEHTOB SIBISIIOTCA  Pa3sHOBUIHOCTBIO
CUCTEM OpraHW30BaHHOTO cOOpa MaHHBIX, NPH KOTOPBIX JepKareib
PErUCTPAIMOHHOIO YAOCTOBEPEHUsSI COOMpAeT JaHHbIe, OTHOCALIUECSH K
UCIIOJIb30BAHUIO  JICKAPCTBEHHOTO  IMpenapara TIpynnamMyd — MalMeHTOB.
[IpumepamMu TOCTPErHCTPALIMOHHBIX MPOrpaMM MHOIJAEPKKH MAIMEHTOB
ABJIAIOTCS ~ MPOrpaMMbl ~ MOHHUTOpPUHIa  3a00JeBaHUM, MOHUTOPHUHIA
nanueHToB, cOopa MHPOpPMAIMK O MPUBEPKEHHOCTH MALMEHTOB JICUCHHUIO,
MOHUTOPHUHIA B PAMKaX CUCTEM KOMITIEHCAIIUH (BO3MEILICHHUS).

JlomyckaeTrcsi TNpoOBEAEHUE AKTUBHOrO cbObopa uHPOpMaluud 1O
HEXEJIaTEeJIbHBIM PEAKIUAM B XOJ€ BBIMOJHEHUS Pa3IUYHBIX BUJIOB CHUCTEM
OpraHM30BaHHOTO cOOpa JaHHBIX, B 3TOM CIIy4yae 3THU HEXKeJaTesbHbIe
peakluu CIEAyeT YYUTHIBaTh KakK COOOIIEHUS, IMOJyYCHHbIE IO 3ampocy.
Jlepkarenp  perucTpalMOHHOIO  YIOCTOBEPEHUS JIOJDKEH 00eCleyuTh

HaJIMUKUC MCXAdHM3Md OpPraHM30BaHHOI'O M CHCTCMATH3HMPOBAHHOI'O c60pa
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uHpopmaruu 1O 0OE30MacHOCTM B COOTBETCTBUM C  BBINOJHSIEMOMN
nporpaMMoi U oOecriedeHre MpeACTaBICHUS] UHIUBUAYAJIbHBIX COOOIICHUMN
O HEXeJaTeJbHbIX pEaKUUAX B YIOJHOMOYEHHBI OpraH COINIACHO
TpeOoBanusiM mnyHktoB 7.1.7 u 7.1.6 Hacrosmmx IlpaBun B ciyuae
OTIPEIEIICHUS COOTBETCTBUS KpUTEpUAM HE3aMEeIJIUTEIbHOTO
pPEnoOpTUPOBAHUS.

B cinydae eciam B paMKax CHCTEMbl OpPraHU30BaHHOTO cOOpa JaHHBIX
HEeXeJlaTeabHas peakiys Obula BBIABICHA HE B MPOLIECCE OPraHW30BAHHOTO
cOopa TaHHBIX MO OE30MaCHOCTH, BCE HEXKENaTelbHbIE U HENPeIHAMEPEHHbIE
peakuMy Ha JIGKQpCTBEHHBIM IMpernapar, KOTOpble ObUIM COOOIICHBI
JepKaTeNt0 PErUCTPAMOHHOIO YIOCTOBEPEHUS MEIUIIMHCKUM PAOOTHUKOM
WIH MalUEeHTOM, CJEyeT paccMaTpuBaTh Kak COOOLIECHUS O MOITYYEHHOU He
[0 3alpocCy NOJ03PEBAEMON HEXENATENbHOM peakuuu M MPEeACTaBIATh
COOOIIEHNE COOTBETCTBYIOIIUM 00Pa30M.

7.2.2.3. CooO1ieHusi, ONMyOJIMKOBAaHHBIE B  HAyYHO-MEIAUIIMHCKOU
JUTEPATYPE.

Hepxarensm PETUCTPALUOHHBIX YIO0CTOBEPEHUMN cienyer
OCYWIECTBIIATH ~ MOHUTOPUHI  MyOJUKALMK B HAyYHO-MEIULIMHCKOU
JUTEPAType BO BCEX TOCYIAPCTBaX, B KOTOPBIX PAa3pEIICHO MPUMEHEHUE
COOTBETCTBYIOIIUX JIEKAPCTBEHHBIX IMPENapaToB B COOTBETCTBUU C IIYHKTOM
7.1.1.1.2 nactosmux [IpaBuii, u mpencTaBisITh 0OHAPYKEHHBIE COOOIICHUS O
HEXKENaTeJbHbIX PEAKIHUAX B YINOJIHOMOUYEHHBIE OpraHbl TOCYIapCTB-UJICHOB
coriacHo TpeboBaHusM HacTosiux [IpaBui.

CpouHOMY PENOPTUPOBAHUIO HE TOJJIEKAT CIEAYIOIIUE BBISBICHHbBIC
Opy  MOHHUTOPHHIE MyOJIMKAIMi  HAyYHO-MEIUIIMHCKOW  JIMTEpPaTyphl
coobmieHus (MHGOpPMAIIHs) O HeKEIATSIbHBIX PEAKITUX:

€CIM  BJIAJICHHE  JICKAPCTBEHHBIM  IpemaparoM  JepKareiieM

PETUCTPATUMOHHOIO YAOCTOBCPCHHA MOXHO HCKIOYHMTh Ha OCHOBAHHH
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yKa3aHHOTO B COOOIIEHWHM TOProBOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO
npenapara, HauMEHOBAaHHWU JCHCTBYIOIIETO BelleCTBa, (opme BBIMYCKa,
crioco0e BBEICHHSI, HOMEPE CEPUU;

€CIM  BIJIAJICHHE  JICKAPCTBEHHBIM  MpemaparoM  JepKareieM
PErUCTPALIMOHHOTO YJIOCTOBEPEHUSI MOXHO MCKIIOUUTh HA OCHOBAaHHUU
yKa3aHHBIX B COOOILEHUM CTpPaHE MEPBOUCTOUYHHMKA COOOIECHUS WU CTpaHE
MPOUCXOKIACHUS TMOA03PEBACMON HEXKENATEeIbHON peakiuy B Cilydyae, ecliv
JIEKapCTBEHHBIN MpernapaTa He MOCTABISIICS IEPKATENEM PErUCTPALIMOHHOIO
YAOCTOBEPEHHUSI Ha TAHHYIO TEPPUTOPHUIO;

€CaM MyONMuKalMs SBIAETCS PE3yJbTaTOM aHAJIN3a YIOJIHOMOYEHHBIM
OpraHOM ToCylapcTBa-ujieHa 0a3bl MaHHBIX HEXKENaTeIbHbIX pEeaKIuii;
UCKIIIOUEHUE HE PaCHpOCTpaHsIeTCs Ha MyOnuKanuu, chOpMHpPOBAHHBIE IO
pe3yapTaram aHaiau3a 0a3 JaHHBIX JIPYTUX YIIOTHOMOYEHHBIX OPTaHOB;

eClii MyOJIMKAlUs CONEPXKUT HHGOPMAIMIO U3 OOIIETOCTYIHBIX 0a3
JIAHHBIX, B KOTOPOH Cily4au MPECTaBICHBI B BUJE TAOIUI] WM MOCTPOUHBIX
nepeuncinenuid. HcknroueHne HE pacmpocTpaHseTrcss Ha MyOiIuKanuu,
KOTOPBIE TIO3BOJISIIOT C(OPMHUPOBATH BAIMIHOE MHANBUIYAIHLHOE COOOIICHUE
O HEXEJATEIbHOU peakly;

eciu B nyOnuKanuu MpeACTaBIICHbI pe3yNbTaThl
MOCTPETUCTPAIIMOHHBIX ~ UCCJICAOBAHUM, METa-aHAJIM30B WJIM HAYYHBIX
0030pO0B;

€ciau B MyONMUKalMK TpecTaBlieHa WHPOpMaIUs MO HEeKeIaTelIbHbIM
peakiusM Yy TpYNNbl MAalMEHTOB BO B3aUMOCBA3M C MPUMEHEHUEM
OTIPEJETICHHOTO JIEKapCTBEHHOTO npenapara u OTCYTCTBYIOT
WHJUBUyaJIbHbIE  JaHHbIE [0  TaIlMeHTaM, KOTOpbI€  MO3BOJISIOT
c(hopMHUpPOBaTh BAMIHOE WHIWBUIYAIHHOE COOOIICHHE O HEXEIaTeIbHON

pEaKIInH.
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Cenenust mo 0O€30MACHOCTH, NPEICTABICHHBIE B TaKUX HAay4HbIX
nyOIuKauusX, CIeQyeT paccMaTpuBaTb B COOTBETCTBYIOILMX —pa3fenax
NEPUOJUYECKOTO OOHOBIISIEMOrO OTYETAa MO OE30MaCHOCTU M OHU JIOJKHBI
IPUHUMATBCS BO BHHMAHHME IPU AHAJIU3€ BIUAHHUS 3THUX CBEJICHUN Ha
COOTHOIIIEHHE  «I0JIb3a —  PUCK»  JIEKAPCTBEHHOIO  IIpenapara.
O m1060i1 HOBOM MH(OpMaIUK 1O 0E30MaCHOCTH, KOTOPass MOXET MOBIHUSIThH
Ha COOTHOIIEHHE «II0JIb3a — PHUCK» JIEKAPCTBEHHOIO Mperapara, ClIeayer
HE3aMEeJIUTEIbHO YBEJOMIIATh YIIOJIHOMOUYEHHBIM OpraH rocyJapcTBa-4ieHa,
Ha TEPPUTOPHUH KOTOPOTO 3apErUCTPUPOBAH JIEKAPCTBEHHBIN MTpenapar.

7.2.2.4. [logo3peBaemMble  HEXENATENbHBIE PEAKIUU, CBS3aHHBIE C
nedpexktoM KadecTBa wid  (GambCUPUIIUPOBAHHBIMH  JIEKAPCTBEHHBIMU
npenaparami.

Ecnu coobiuienne o moio3peBaeMon HeKelarelIbHOM Peakiuu CBA3aHO
C NPUMEHEHUEM JIEKapCTBEHHOIO mpenapara, (albcuPUKALMSI KOTOPOIro
nojlo3peBaeTcsi MO0 yCTAaHOBJEHA, WM JEKapCTBEHHOIO Ipernapara
HEHA/AJIeXKAIETO KayecTBa, JAaHHOE COOOIEHNE TOUICKUT PEMOPTUPOBAHUIO
(B citydae OTHECEHHS €T0 K BAJIUTHOMY COOOIICHHUIO).

B 3Tux cinydasx B HensiX OXpaHbl OOIIECTBEHHOIO 370POBbS MOXKET
noTpe0oBaThCs MPOBEICHHE TaKUX CPOUYHBIX MEp, KaK OT3bIB C pBHIHKA
1 nedexTHON cepum JieKapCTBEHHOro mpemnapara uinu Oosee. Jlepkarensim
PErUCTPALlMOHHBIX  YIOCTOBEPEHUN  CIEAYyeT  HCIOJNb30BaThb CHUCTEMY,
00eCIeunBaroILyI0 IIPOBE/ICHUE HEe3aMeIINTEIbHON OLICHKH U
paccieloBaHre MOJyYeHHOTo COOOIIEHUs O MOA03PEBAEMOI HEXKeIaTeIbHOU
peaKkiu, CBsI3aHHOU ¢ (halbCUPUIIMPOBAHHBIM JIEKAPCTBEHHBIM MpPEnapaToM
Wil  aepeKToM  KauecTBa JIEKQpCTBEHHOTo mpemapara. B cioydae
NOJATBEPXKACHUSI Hanuuus Ae(eKkra KauecTBa TPeOyeTcs He3aMeNJIUTEIbHOE

YBCAOMJICHHUC ACPIKATCIICM PEruUCTPAIrOHHOIO YAOCTOBCPCHUA
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HEIOCPEACTBEHHOIO  MPOU3BOAUTEINSL  JICKAPCTBEHHOIO  Mpenapara U
YIIOJTHOMOYEHHBIX OPTaHOB I'OCYIapCTB-YJIEHOB.

7.2.2.5. [logo3peBaemasi nepefadya HUHQPEKIIMOHHOTO areHTra uepe3
JIEKapCTBEHHBIN IIpenapar.

NH}EeKINOHHBIM areHTOM CYUTAeTCA 000 MHUKpPOOpPraHU3M, BUPYC
WM UHQPEKIMOHHAsT YacTula (HampuMep, MPUOH, MPOTEHH, Mepeaarouue
TPAaHCMUCCHUBHYIO  TyOuyaTyro  SHUe(alonarviio), MNaTOreHHble WU
HEIIAaTOTCHHBIE.

[lono3penne Ha @Qakt nepenaud HMHGEKIUMOHHBIX AareHTOB 4Yepes
JIEKAPCTBEHHBIM IpPENapar pacCMaTpPUBAETCS KaK CEPbE3HAas HEKEJaTeIbHas
peakius, MOoJyIeKalas CpPOYHOMY pEHOPTHPOBAHUIO B TedeHue 15
KAJICHIAPHBIX JHEW C JaTbl IOJYyYE€HUs JACP)KATEIEM PErucCTPaluOHHOIO
YAOCTOBEPEHHUSI WIIH €r0 YIOJIHOMOYEHHBIM MPEICTABUTEIEM MUHUMAIBHOU
TpeOyemoil HH(pOpMaIlMu B COOTBETCTBUU C IMyHKTOM 7.1.7 Hacrosmux
[IpaBui. /lanHoe TpeOOBaHUE PACIIPOCTPAHSICTCS TAKKE HA BAKIIUHBI.

JlepKaTtensiM  PEerucTpalMOHHBIX  YAOCTOBEPEHHM  JIEKAPCTBEHHBIX
IpenapaToB, MOJYUYEHHBIX U3 KPOBH WIIU IJIa3Mbl Y€IOBEKa, TpeOyeTCsl UMETh
CUCTEMY, OOECMEYMBAIOIIYI0 B Cly4ae [OJO3PEHUS Ha Mepenady
MH(EKIMOHHOTO areHTa He3aMeUIMTENIbHOE YBEAOMJIEHUE MPOU3BOIUTENS
JIEKAPCTBEHHOIO Mpenapara, COOTBETCTBYIOIIME YIOJIHOMOYEHHBIE OPraHbI
KOHTpOJIs OOpallleHHs MpernapaToB KPOBU M YIMOJHOMOYEHHBIX OpPraHOB
rOCyapCTB-4JICHOB.

[lepenaya BO3OyauTens WHPEKIUU MOXKET MOJO3pEBATbCs  HA
OCHOBaHMM KIIMHUYECKUX MPU3HAKOB WA CHUMIITOMOB, a TaKxXe
7a00paTOPHBIX PE3YyJIbTATOB MCCIEIOBAaHUM, YKA3bIBAIOIIMX Ha HaJIU4Ue
UHQEKIMM Yy TAalWeHTa, TIOABEPrIIerocss BO3ACHCTBUIO JIEKAPCTBEHHOTO
npenapara. Crienyer yneiasTh oco00€ BHHMaHUE OOHAPYKEHUIO HMH(EKIui

WM Bo30yauTeneil MHGEKIUH, 0 KOTOPBIX MMeeTCsl MHGOPMAIMK, YTO OHU
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CIIOCOOHBI TI€penaBaThCcsl 4Yepe3 JIEKApCTBEHHBIM Mpernapar, HO MpPU HTOM
CJIETyeT YUYUTHIBATh TAKXKE M PUCK TOSIBICHUS] HEU3BECTHBIX BO30YIUTENCH.

Ouenky  mojo3peBaeMo  mepefgaud  MH(EKIMOHHOTO  areHTa
MOCPEICTBOM JIEKAPCTBEHHOIO IIpemnapara CleAyeT MHPOBOAUTh C 0COOOMU
OCTOPOKHOCTBIO U 00€CIIEYMBAaTh, HACKOIBKO 3TO BO3MOXKHO, pa3rpaHUUYEHUE
OpUYUH WHQPUIUpOBaHUs (HApUMEpP, WHBEKIUS WM MpPHEM), UCTOYHHUKA
uHpeKkuu (HampuMep, KOHTaMUHAlMA JIGKQpCTBEHHOTO Tperapara) u
KJIMHUYECKOTO  COCTOSIHMSI —MAal[M€HTa Ha MOMEHT MpEearoaraeMoro
uHPUIMpOBaHUS (MMMYHOJIECTIPECCUBHOE COCTOSIHUE WJIM MPEAIIeCTBYIOIIAS
BaKIIMHAIIHSA).

[ToaTBepxkAEHNE KOHTaMHHAUMKU (BKJIIOYAas HECOOTBETCTBYIOIILYIO
WHAKTUBAIUIO WX OCJIa0JIeHNe BUPYJICHTHOCTH (aTTeHyallrIo) Bo30yauTenei
MH(PEKIMU KaK aKTUBHBIX BEIIECTB) IOI03PEBAEMOI0O JIEKAPCTBEHHOIO
mpernapara TMOBBIINIAET CTENEHb JOKa3aTeJIbHOCTU Iepeaud BO30YIUTEIIS
MH(DEKIMU U TMOAO3PEHUs] Ha Hainuuue AedeKkTa KayecTBa JIEKapCTBEHHOIO
npemnapara.

7.2.2.6. DKCTpEeHHBIC MPOOIEMBI IO 0€30TTACHOCTH.

[Ipu nmpuMeHEeHUN JIEKapCTBEHHBIX MPENapaToB MOTYT ObITh BBHISBICHBI
COOBITUSI WJIM PE3yJbTaThl HAONIONCHUIM, KOTOphIE MOTYT OKa3bIBaTh
CYLLIECTBEHHOE BIIUSIHUE HAa COOTHOILIEHHE IOJIb3a-PUCK JIEKAPCTBEHHOIO
mpemnapara, TMainueHTa WiId OOIIECTBEHHOE 3J0pPOBhE, UYTO TpelyeT
HE3aMEeIJIUTEIbHON OLEHKU CO CTOPOHBI YIIOJHOMOYEHHOTO OpraHa U MOMKET
noTpeOOBaTh  MPUHSATUS  CPOYHBIX  PETYISTOPHBIX MeEp, a Takxke
uH(POPMHUPOBaHUST PAOOTHUKOB CHUCTEMBI 3JPABOOXPAHEHUS] W TMAI[MEHTOB.
[Ipencrapnenre nHGpOPMAIUU 110 BBISIBIEHHBIM 3KCTPEHHBIM MPOOeMaM 1o
0€30MacHOCTH  BBINOJHSAETCSI B COOTBETCTBUM €  TpeOOBaHUSIMU
yCTAaHABJIMBacMbIMU B MyHKTEe 9.2.3 pasgena 9 wnacrosmux IlpaBun. B

Clydac, C€CJIM OCHOBAHHMCM IS BbISABICHUA BKCTpeHHOﬁ HpO6J’IGMBI 110
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0€30I1aCHOCTH SIBUWJIHCH OTIENbHBIE CITydan MOJ03PEBAEMbIX HEXKENIATeIbHbBIX
peakuuid, JOKHBI OBITh BBINOJIHEHBl TPEeOOBAaHUS IO MPEICTABICHUIO
VHJVBUIyaJIbHBIX COOOLIEHUI O HEXKEATEIbHBIX PEaKLIHSIX.

7.2.2.7. IlpencraBnenne cOOOLIEHUN O HEXKENAaTeNbHBIX PEaKIUsiX B
NEPUOA MEXKJYy MNOJAa4YeH 3asBICHUS HA TOCYJAPCTBEHHYIO DPETHCTPALUIO
JIEKApCTBEHHOIO IIperapara W IOJIYYEHHEM YAOCTOBEPEHHS O  €T0
rOCYylapCTBEHHON PErUCTPALIAH.

B nepuon BpeMeHu MexAy momayed 3asBJICHUs Ha TOCYAAPCTBEHHYIO
PETUCTPALAIO JIEKAPCTBEHHOTO Mpenapara U MOIYYEHHEM YIOCTOBEPEHUS O
€ro0 TOCYIApCTBEHHOW PErucTpaluu Yy JEpikKaTens PErucTPalrOHHOIO
YAOCTOBEPEHMSI MOXKET MOSBUTHCA MHPOpMaLus (M0 KaueCTBY, KIMHUYECKUM
WIN JOKIIMHWUYECKMM [JAHHBIM), HW3MEHSIOL[as COOTHOLIEHUE «IOJb3a —
pUCK»  JIEKapCTBEHHOro  mpemnapara. B oOs3aHHOCTM  JiepxKaresns
PETUCTPALMOHHOTO YAOCTOBEPEHHUS BXOJIUT obecrnieueHue
HE3aMEIJIMTEIBHOTO IIPEACTABIICHUS JTAHHOU uHpopmanuu
YIOJIHOMOYEHHOMY  OpraHy TIOCyJapCTBa-wiI€Ha, KOTOPBIM  IPOBOAUT
DKCIIEPTU3Y M PETUCTPALMIO JIEKAPCTBEHHOIO IIpEerapara, B COOTBETCTBUU C
TpeOOBaHUSIMU MTyHKTOB 7.2.2.6 1 9.2.3 nactosawmux [Ipasun.

B cnydae nosyyeHust Aep:karesieM PErucTPalluoOHHOIO YIOCTOBEPEHUS
CBEICHHN O HEXENATENbHbIX PEAKUUAX, BBISIBIECHHBIX MPH INPUMEHECHHUU
JIEKAPCTBEHHOI'O Mpenapara Ha TEPPUTOPUM JPYTMX CTpPaH, BaJIUIHBIC
UHAUBUAYATIbHbBIE COOOIICHHUS O HEXENaTeNbHBIX peakuusx ¢ HHas
uH(popmarus 13(0) 0€30MacHOCTH HOJIIEKUT MPEICTaBICHUIO B
YIOJIHOMOYEHHBIN OpraH comiacHo MyHKTy 7.1.7.1 Hacrosmux [IpaBu.

7.2.2.7. llpencraBnenue cOOOIICHUN O HEXKENaTEIbHBIX PEaKIUsIX B
IIEPUOJ TOCIIE NMMPUOCTAHOBIIECHUS JEUCTBUSA WIM OT3bIBA PETMCTPALIMOHHOTO

yJI0CTOBEPEHHUS JICKApPCTBEHHOTO Mpenapara.
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Jepxarenb PErucTPalOHHOIO YIOCTOBEPEHUS MOJDKEH MPOAOJDKATH
coOuparh CBEIEHUS O TMOAO3PEBAEMbIX HEKEIATEIbHBIX peaKUusX,
CBA3AaHHBIX C PAacCMarpyUBAEMBbIM JIEKAPCTBEHHBIM IIPENaparoM, IOCIHE
IIPUOCTAHOBIIEHUSI JEHUCTBUS €r0 PETMCTPALMOHHOTO YIOCTOBEPEHUS C
BBIIIOJITHEHUEM PENOPTUPOBAHUA B CIy4dasX, KOTOPBIE YIOBJIETBOPSIOT
KPUTEPUAM CPOYHOIO PEIIOPTUPOBAHUS.

B ciy4ae OT3bIBA PEruCTPaLMOHHOTO YAOCTOBEPEHMU
YIOJIHOMOYEHHBIE OpraHbl JOJKHBI ITOHYK/1aTh JepKaTens
PETHCTPALIMOHHOTO YIOCTOBEPEHUS] MPOJOJDKATh COOUparh CBEACHUS O
MIOI03PEBAEMBIX HEXKENATENIbHBIX PEaKUUSIX Ha JIEKAPCTBEHHBIM Npenapar
(Haripumep, Uit OOJIeryeHus BBHINIOJHEHUS OLIGHKHM B Cly4yae pa3BUTHS
OTCPOYEHHBIX  HEXKEJIATEJIBHBIX  pEaKUMM  WIM  JUId  [OJNy4YCHUs
PETPOCHEKTUBHBIX COOOIIEHUHN O HEXKETATEIbHBIX PEAKLIUSIX).

7.2.2.8. IlpencraBnenue cOOOLIEHUH O HEXKENAaTeNbHBIX PEaKIUsiX B
NEPHUOJ] YPE3BbIYANHBIX CUTYalUI B cepe 3aApaBOOXpaHEHUSI.

UpesBbIvaitHasi cuTyanust B cdepe 3IpaBOOXpaHEHUS — 3TO yrposa
OOIIIECTBEHHOMY  3/I0pPOBBIO, O(MUIMAIBHO yCTaHOBJIeHHas BcemupHoi
OpraHu3anuven 37paBooXpaHeHUs. B ciydyae 4Ype3BbIYAWHOM CUTyalMHd B
chepe 3IpaBOOXPAHEHUM YMOJIHOMOYEHHBIE OpraHbl BIPAaBE BHOCHUTH
NOMpaBKM B  TpeOOBaHMUS K  PETYISIPHOCTH  €ocFaBieHs—oTHeToB
IPEICTaBICHHUS] COOOIICHUM O IMOI03PEBAEMbIX HEKEIATEIbHBIX PEaKIMIX.
Takne NONPaBKM NPUHUMAKOTCA  OTACIHBHO JUISL  KaXIOTO  Cirydas
YpEe3BBIYAWMHOM CHUTyallud M M3BELIEHUMS O HHUX pPa3MElarTCsd Ha
opUIMATbHBIX CalTaX YHIOJIHOMOYEHHBIX OPraHOB TOCYIAapCTB-YJIEHOB B
uH(}OPMAIMOHHO-TEIEKOMMYHHUKAITMOHHOU ceTn «HTepHeT».

7.2.2.9. llpencraBienue cooOIIEHH, OCHOBAaHHBIX Ha CYJIEOHBIX MUCKAX
B OTHOUICHWH BpENa, IPUYMHEHHOIO NPUMEHEHUEM JIEKAPCTBEHHBIX

IpernaparoB.
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C cooOlieHHusIMH, BO3HUKAIOUIMMHU MO pe3yJbraTaM pacCMOTPEHUs
CyI€OHBIX HMCKOB B OTHOIICHUU MPUMEHEHUS JICKAPCTBEHHBIX IPENnaparos,
cienyer paboTarh Kak ¢ COOOIEHUSIMU, TOJTYyYeHHBIMU 0e3 3ampoca. Cienyer
NPEACTABIATh BaJIUHBIE COOOLIEHUS TOJIBKO O HEXKENATEIbHbBIX PEaKIUIX, B
KOTOPBIX PETNOPTEPOM WIIM JIEp>KATEIEM PErUCTPAIIMOHHOTO YAOCTOBEPEHUS
NpEANoiaraeTcsi  Hajuyue Kak MHWHUMYM  BO3MOXHOM  IPUYUMHHO-
CJIIEICTBEHHOW CBA3U HEXKENATEIbHOTO BO3IEHUCTBUS C IMOAO3PEBAEMbBIM
JEKapCTBEHHBIM TIpenapatoM. B 3Tux ciaydasx mOpu  ONpenesieHUU
COOTBETCTBUSI KPUTEPHUAM HE3aMEIJIUTEIIBHOTO PEIOPTUPOBAHUS BaJIUIHBIC
WHJIUBUyaJIbHBIE COOOIIEHUS O HEXKENATEIbHBIX PEaKIUsIX MOoIexKar
NPEACTABICHUI0 B  YINOJHOMOYEHHBIM OpraH rocyJapCTB-YJI€HOB B
COOTBETCTBUM C TyHKTamu 7.1.6 u 7.1.7 Hacrosmux [IpaBu.

[Ipu nostydeHru OOJBIIOTO KOJWYECTBA MOTCHITUATBHBIX COOOIIEHUN O
CEepPhE3HBIX HEXKENIATENbHBIX PEaKIUAX JepikKaTelb PErHUCTPalMOHHOIO
YIOCTOBEPEHUs, B KAueCTBE HCKJIIOYEHHUS, MOXET COIIacoBaTh C
YIOJIHOMOYEHHBIM OpraHoM  TIPOJJIEHUE CpOKa  MpencTaBICHUS
WHIUBUAYAIBHBIX cO00MeHU 10 30 KaJIeHTapHBIX JHEH.

7.2.2.10. IlpencraBnenue cooOLIEHUA O Ciy4yasx MpUMEHEHUs
JIEKapCTBEHHOI'O TIperapara He B COOTBETCTBUHU C OOIIEH XapaKTepUCTUKOMN
JIEKApCTBEHHOIO  Mpernapara WA HMHCTPYKIUEH MO0  MEIUIIMHCKOMY
MPUMEHEHUIO.

[IpuMeHeHne TeKapCTBEHHOTO Tpenapara He B COOTBETCTBUM C OOIIEH
XapaKTEPUCTUKOM JIEKAPCTBEHHOIO TIpernapara WM HWHCTPYKIMEH 110
MEIUIIMHCKOMY TPUMEHEHUI0 MOXET OBbITh OOYCJIOBJIICHO pPa3IMYHBIMU
npuynHaMu. [lpumepsl BKIIIOYAIOT Cllydyad NPUMEHEHHS JIEKapCTBEHHOTO
npenapara ¢ npeaHaMepeHHBIM HECOOTIOACHUEM YCIIOBHM, OMPEACIIICMbBIX B

onoOpeHHON nelcTByIomed WHGOPMAIMK 10 JIEKAPCTBEHHOMY Ipernapary
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(oOmieit xapakTEepUCTUKE JICKAPCTBEHHOIO Mpernapara WM WHCTPYKLIHUH T10
MEIUIMHCKOMY MPUMEHEHHUIO), TAKHUE KaK:

MIPUMEHECHUE JICKAPCTBEHHOIO IIpernapara HE B COOTBETCTBHM C
YTBEPKIACHHBIMU MTOKA3aHUSIMU K TPUMEHEHHIO;

MPUMEHECHUE Yy TPYINbl MAIMEHTOB, KOTOPHIM HE PEKOMEH]IOBAHO
IPUMEHEHUE JIEKAPCTBEHHOTO MPEIapara;

OTJIMYME IMYTH BBEACHUS WM CTIOCO0a BBEJICHUS;

OTJINYME PEKUMA T03UPOBAHUS.

TpebGoBanus IO MPEACTABICHUIO COOOIIEHUN O clydasx MPUMEHEHUS
JIEKApCTBEHHOI'O Tpernapara He B COOTBETCTBUU C OOIIEH XapaKTepUCTUKOM
JIEKQpCTBEHHOIO  Mpernapara WiIM HHCTPYKIUEH MO0  MEIULMHCKOMY
IIPUMEHCHUIO ONPEAEISIOTCA B COOTBETCTBUU CO CIEAYIOIIMMH YCIOBUAMU
COITIACHO PE3yJibTaTy IMPUMEHEHUS OTHOCUTEIbHO TMPUYUHEHHS Bpeaa
3JI0POBBIO WJIM )KU3HU MAI[UCHTA!

MIPUMEHEHHUE JICKAPCTBEHHOTO Mpernapara He B COOTBETCTBUU C OOIIEH
XapaKTEPUCTUKOM JIEKAPCTBCHHOTO IIpernapara Wid HHCTPYKIHUEH II0
MEJIUIIMHCKOMY MMPUMEHEHUIO C MPUYMHECHUEM ITAIIMECHTY BpElla B PE3yJbTare
Pa3BUTHS TTOJ03PEBAEMON HEKENATEIbHON PEAKIUH.

B ciyuae mnonydeHuss uH(pOpMalud O pPa3BUTUU HEXEJATEJIbHOU
peakuuu nepIKaTenemM pPETUCTPALIUOHHOTO yI0CTOBEPEHUS
OpEeINpPUHUMAIOTCS  Mepbl MO  O0ECHeueHUI0 MOocieayroumero coopa
uH(MOpMAIUU O HEXKEIATeIbHON PEaKIMK C LENbI0 00eCIeYeHUsT Kak MOYKHO
Oojiee MONHBIX JAHHBIX MO KaxaoMy Hu3 coobmenuil. [lpeacraBieHue
BAJIMJIHBIX HMHIWBHUAYAJbHBIX COOOIIECHHI O HEXeIaTeIbHbIX pPEaKIUsX,
Pa3BUBIIMUXCA B PE3y/bTaTe€ NMPUMEHEHMS JICKAPCTBEHHOTO Mpernapara HE B
COOTBETCTBUU C OOIIEH XapaKTEPUCTUKOW JIEKAPCTBEHHOTO Ipernapara Wid

I/IHCTp}IKHI/Ieﬁ II0 MCIMIMHCKOMY IIPHUMCHCHHIO BBIIIOJHACTCA COITIACHO
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nyaktam 7.1.6 u 7.1.7 mnacrosmmx IlpaBui B cilydae onpeneseHus
COOTBETCTBUS KPUTEPHUSIM HE3AMEIJIUTEIBHOTO PEMOPTUPOBAHUS.

B cinywasx, korga 3TO IPUMEHHMO, OLIEHKAa COOTHOIIECHUS «IIOJb3a-
PUCK» JIEKapCTBEHHOIO Mperapara B NEPUOAUIECKH OOHOBISIEMOM OTUYETE I10
0e30MacHOCTH  JOJDKHA  BKJIKOYATh  KIMHUYECKH  3HAYMMBIE  PUCKHU
MPUMEHEHHUS JIEKapCTBEHHOTO Tpernapara He B COOTBETCTBUU C OJOOpEHHOM
uHpopMarei Mo IPUMEHEHHIO.

B coorBerctBun ¢ paspenoMm V Hacrosawux IlpaBun npu Hanuyuu
HAyYHO-OOOCHOBAaHHBIX OCHOBaHUM TMOATBEPKICHUS B3aUMOCBSI3U MEXIY
pa3BUTHEM KIMHUYECKUX HEOIaronpusTHBIX HMCXOJOB M NPUMEHEHUEM
JIEKapCTBEHHOI'O IMpernapara He B COOTBETCTBUM C OOIIEH XapaKTEpPUCTHKON
JIEKAPCTBEHHOIO  IIpernapara WM HHCTPYKUHMEW 10  MEIUIMHCKOMY
NIPUMEHEHUIO, HEXKEJATeNIbHAs  pPEeakuus MOXKET OLEHHUBATbCA  Kak
NOTEHIMANbHBIM PUCK, JIMOO, B CIy4yae COOTBETCTBUS KPUTEPHUSM BaKHOU
npoOnemMbl MO ©0€30IaCHOCTH, KaK BaXKHBIM MMOTEHUMAIbHBIA pPHUCK C
BKJIIOYEHHEM B creud@ukanuio Mo Oe30MacHOCTH IJIaHa YNpaBICHUS
pUCKaMU JIEKapCTBEHHOTO mpenapara. JlaHHas pexkoMeHJalusi OCOOEHHO
pacopoCTpaHseTcss Ha Ciy4yad, KOIJa BBIABICHHbIA aclekT mnpoduis
0€30MacHOCTH  XapaKTePHU3YeTCsl CYLIECTBEHHBIMU OTIUYMSIMU  MEXKY
OCHOBHOM TOIYJISILMEN U MOMYJISALUEN, Y KOTOPOH JIEKAPCTBEHHBIN Mpenapar
WCIIOIB30BAJICSI HE B COOTBETCTBMHU C OJ0OpPEHHOM WH(pOpMaIuen o
npUMeHEeHHI0. BkiitoueHne npo6ieMbl o 6€30MacHOCTH B MEPEUYECHb BaXKHbBIX
NOTEHIMANbHBIX ~ PUCKOB  IJJaHA  YOpPABICHUS  pUCKaMU  Tpelyer
MO CIIEAYIOLIETO BBITTOJTHEHUS JepKaTeaemM PErUCTPALIMOHHOTO
YAOCTOBEPEHUSI MEPONPUATHUN IO MOCIECAYIOMIEH OLEHKE JAaHHOTO BAXKHOTO
PHUCKa, KaK 4aCTH IUIaHA 1O (hapMaKoOHAA30DYy.

[IpumeHeHne JeKapCTBEHHOIO Mpernapara He B COOTBETCTBUU C 00Ien

XapaKTEPUCTUKOM JIEKAPCTBEHHOTO IIpernapara Wid HWHCTPYKIHUEH 10
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MEAUIIMHCKOMY TpPUMEHEHHIO 0e3 TPUYMHEHHUS Bpela MalueHTy |
ITOJI03PEBAEMON HEKENATEIIbHON PEAKIUH.

JlepxaTenemM  pEerucTpalMOHHOTO  yIAOCTOBEPEHHUSI JIOJDKEH  ObITh
obOecrieueH cOOp U OllEHKa MH(POpMAIIMU MO MPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara He B COOTBETCTBUU C OOILEH XapaKTEPUCTUKOU JIEKAPCTBEHHOTO
npernapara Wil HHCTPYKIHMEH MO MEIUIIMHCKOMY NPUMEHEHHUIO C IIEeJIbI0
BBITIOJIHEHUSI 0053aTENBCTB 0 HEMPEPHIBHOW OIEHKE W WH(DOpMUpOBaHUS
YIOJIHOMOYEHHOTO OpraHa OTHOCUTEJIBHO BCEX H3MEHEHHMI COOTHOIICHUS
«T0JIb3a-PUCK» JIEKApCTBEHHOTO mpenapara. [liman ympaBieHUs pucKaMu
BKJIIOYAET OIICHKY acClEeKTOB IPUMEHEHHUS JIEKApCTBEHHOIO CpEJCTBA B
YCIOBHUSIX ~ PYTHHHOW  KJIMHUYECKOM  TIPAKTUKHM W OMIpenensier
MPOTOPIIMOHANBHBIM YCTAHOBJICHHBIM pHCKaM TMOAXOI MO JalbHEUIIeMy
MOHUTOPHMHTY ¥ W3y4YeHHIO. B cioydae ompeaencHus MNPUMEHEHUS
JIEKApCTBEHHOI'O TIpernapara He B COOTBETCTBUHU C OOIIEH XapaKTepUCTUKOM
JCKapCTBEHHOTO TIpermapara WIM HWHCTPYKIHEH 10  MEAUIIMHCKOMY
NPUMEHEHUIO KaK MpoOJeMbl MO OE30MacCHOCTH, TO €CTh YCTAHOBJICHHS
B3aMMOCBSI3U MEXKJy JaHHBIM HECOOTBETCTBHEM OJOOPEHHBIM YCIOBHIM
NpPUMEHEHHUs JIGKApCTBEHHOTO TIpermapaTta W BaKHBIM ITOTEHIIMATBLHBIM
pUCKOM, B IUIaHE YIIPaBJICHHUS PUCKAMH TMPEJCTABISIECTCS  OICHKA
HEOOXOJIUMOCTH BBITIOJTHEHUS CJIETYFOIIIX MEPOTIPHITHI 1o
dbapmakoHaa30py:

pa3paboTKa IIEJIEBBIX OMPOCHHUKOB IO TOCIEAyIoEeMy cOopy
uH(OpPMAITMU O HEXEJIaTeIbHBIX PEaKIMAX, PAa3BUBAIOIINXCS B PE3yJIbTare
MPUMEHEHHUS JIGKAPCTBEHHOTO Tpernapara HE B COOTBETCTBHM C OOIIEH
XapaKTepUCTUKOW JIGKQPCTBEHHOTO TIperapara WM HWHCTPYKIHMEH I10
MEIUITMHCKOMY MPUMEHEHHUIO;

MCITOJIb30BaHUE JAPYTUX 005S3aTeIbHBIX (OPM PYTUHHBIX MEPONPHUITHIA

mo (apMakoHag30py IIEIEBOTO CcOOpa HWHIWBHAYAIHHBIX COOOIICHUH O
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CllyyasX TMPHUMEHEHHS JIEKApCTBEHHOTO IMpErnapara HE B COOTBETCTBUU C
oO11Iel XapaKTepUCTUKON JICKAapCTBEHHOTO Mpernapara Wid MHCTPYKIMEH IO
MEAUIMHCKOMY  TIPUMEHEHUI0, HE  COINPOBOXKIAIIIUXCS  Pa3BUTUEM
HE)KEJIaTEJIbHBIX PEAKLINM;

MPOBEICHUE CHEUUAJIbHbBIX HCCIEIOBAaHUN (TaKUX, KaK HCCIEeI0BaHUE
10 U3YYCHUIO IPUMEHEHUS, OIICHKA 0a3 TaHHBIX ).

NunuBrayanbHbIe COOOIIEHUS O HEXKENATENbHBIX PEaKIUIX O CIydasx
IPUMEHEHUs JIEKAPCTBEHHOIO IIpernapara HE B COOTBETCTBUM C OOLIEH
XapaKTepUCTUKON JIEKQPCTBEHHOTO IMpenapara WM MHCTPYKLHMEH 1o
MEAUIMHCKOMY TPUMEHEHHIO, KOTOpPbIE HE CONPOBOXKIAIMCH Pa3BUTUEM
HEXKEJATENbHBIX PEAKIINM, HE TTOJIJIEKAT MPEACTABICHHUIO B YIIOJTHOMOYEHHBIN
OpraH, TIOCKOJIbKY HE COOTBETCTBYIOT MHHHUMAJbHBIM  KPUTEPUSIM
COOTBETCTBUS BaJUIHBIM COOOIICHUSIM.

JlexapcTBEHHbIE TIpenaparbl, KOTOPblE HE HMMEIOT pa3pabdOTaHHOIO U
YTBEPKJECHHOIO IJIaHA YIPaBICHUS PUCKAMU, TAKKE JOKHBI OLICHUBATHCS
JepKATeJIeM PErUCTPAlMOHHOTO  YIOCTOBEPEHUSI U YINOJIHOMOYEHHBIM
OpraHOM B OTHOIICHWHM HAJIWYHUS BO3MOXKHOW MPOOIEMBI MO OE30MacHOCTH,
OOyCIIOBJIEHHOM  MPUMEHEHHEM HE B  COOTBETCTBMM €  oOuiei
XapaKTepUCTUKON JIEKQpCTBEHHOTO TMpenapara WM HMHCTPYKLHUEH 1o
MEAUIMHCKOMY MPUMEHEHHI0. B cilyyae ycTaHOBIIEHHMS] HaHHOM MpoOsieMbl
mo OEe30MacCHOCTH ONpENeNsieTcs HEeOOXOAUMOCTh pa3paboTKHM  IJIaHa
yOpaBiI€HUS  pUCKAMH WM  TMPOBEACHUS  MOCTPETUCTPALMOHHOTO

HCCJICOA0BaHUA 110 0E30ITaCHOCTH.

7.3. IloarotroBKa MHIUBUIYATBHBIX COOOIICHUIN
0 HEXKEJIATEJIbHBIX PEaKIHIX

7.3.1. O061Me TPUHIUITBI TTIOATOTOBKA WHIAMBUYaTbHBIX COOOIIEHUN O

HCKCJIATCIbHBIX PCAKIIUAX.
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OOmeHn uHpopmarmei WHJIUBUTyaTbHBIX COOOIIIEHMIT 0
HEXEJIATETbHBIX PEaKIMsIX OCYIIECTBISIETCS B DJJIEKTPOHHOM BHAE C
ucnoib3oBaHueM tepmuHosoruu MedDRA u B COOTBETCTBHM  C
IPUMEHUMBIM (hOpPMATOM 3IEKTPOHHBIX AaHHBIX E2B. B 1nensx BeimomHeHUs
OIICHKM WH(OpMaIsg B TNPEACTABIICMOM WHAWBUIAYATLHOM COOOIICHUHN
JOJIKHA OBITh MaKCUMAaJIbHO TMOJIHOU. B ciydae, eciu siBIsSieTCS OU€BUAHBIM,
4YTO PENopTEPOM He Obljia HampaBlIeHA MOJHAS UMEIoIasics UHPOpMaIUs 1o
WHIUBHUIYAIPHOMY CJIydYar0, TOJydarelh MOXKET 3alpOCUTh ITOBTOPHOE
NpeACTaBICHUE UHAUBUIYAJILHOTO COOOIICHUS O HEXENaTeIbHON peaKinu C
BKJIFOUCHHEM TIOJHON HWH(OpMAIMd B COOTBETCTBHU C TPEOOBAHUSMH K
AJIIEKTPOHHOM MOJa4y€ JAHHBIX B TEUECHHE 24 4acoB C LEIBIO MOCIEAYIOMIEH
MEIUIIMHCKOM OIICHKH U UCIOJIb30BaHUS B MPOIIEAYyPE BHISIBICHUS CUTHAA.

B cnyuae ecnu nomo3peBaeMasi HexkelaTelbHas peakius, uHhopMaus
O KOTOpOH mpenctaBicHa B ¢opMe MHAMBHUAYATHLHOIO COOOIIECHUS, MOXKET
OKazaThb CYIIECTBEHHOE BIUSHUE Ha COOTHOIICHUE  «II0JIb3a-PUCK
JIEKapCTBEHHOTO TIpemapara, JaHHas uWHGOpMAIUs OICHUBAETCA Kak
OKCTpEHHasi MpoliemMa Mo Oe30MaCHOCTH W TOJICKUT TPEACTABICHUIO B
YIOJHOMOYEHHBI OpraH KaKk WHIWBHAyaJlbHOE COOOIICHHWE U  Kak
AKCTPEHHasl MpobiieMa Mo OE€30MaCHOCTH B COOTBETCTBUM C MyHKTOM 9.2.3
Hactosmux [IpaBui. B aTom citydae ocHOBaHUS 1)1l OTHECCHUS HH(OpMAITUN
JAHHOTO COOOIIEHHUS K DJKCTPEHHOM mpobieme 1o Oe30MacHOCTH U
nmpenjaraeMbie Mephl BKIIOYAIOTCS B pasfen «KoMMeHTapuu OTIpaBUTENS»
COMJIACHO BJIEKTPOHHOMY (popMary JaHHBIX WHIWBUAYAJIBHOTO COOOIIECHUS O
HexenarenbHou peakiuu E2B.

7.3.2. Uadopmaniisi 0 TOAO3PEBAEMBIX, B3aUMOJCHUCTBYIOIIUX U
COITYTCTBYIOIIIMX JICKAPCTBEHHBIX Mpernaparax.

B cooOmiennn o HeXenaTeJIbHOW pPEakIuH CIeIyeT YKa3bIBaTh

HAUMEHOBAaHUSI  MOJ03PEBAEMBIX,  B3aUMOACHUCTBYIOIIMX U (WiM)



266

COIIYTCTBYIOIUX JICKAPCTBEHHBIX IIPENApaToB, UX PEKHUMBI JTO3UPOBAHUS U
JaThl HaYaJIa U OKOHYaHus Tepanuu. OTHECEHNE JIEKAPCTBEHHBIX MIPENapaTroB
K  IIONO3PEBAEMBIM,  B3aUMOJEUCTBYIOIIMM WM  CONIYTCTBYIOIIUM
OCHOBBIBAETCS HA OLICHKE IIEPBUYHOIO PENOPTEPA HEKEIATEIbHON PEaKLUU.
B caydae Hecomiacus YHOJHOMOYEHHOIO OpraHa WM — JAep)Karens
PEruCTPaMOHHOTO YAOCTOBEPEHUS C XapaKTEepUCTUKOU posu
JIEKAPCTBEHHBIX  IPENAparoB, CACIAHHOM IIEPBOMCTOYHUKOM, JTaHHOE
pacxoxkaeHue oTpaxaerca B pasgene «KoMMeHTapuu — OTIIpaBUTEISD)
COMJIACHO JJIEKTPOHHOMY (pOopMaTy JaHHBIX MHAUBUAYaJIbHOIO COOOLIEHUS O
HeXenarenbHOM peakumu E2B ¢ coxpaHeHMeM NEPBUYHOW  OIIEHKHU
penoprepa. {11 KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB, KOTOPHIE
cogepxar Oosiee OJHOTO JCHCTBYIOLIEr0 BEUIECTBA, HEOOXOJUMO OTAEIBHO
yKa3blBaTh KaxJoe AeicTByromlee BemecTBo. [Ipu Hammuuu uHpopmanuu o
TOPrOBOM HAWMEHOBAHUU IIOJO3PEBAEMOIO WJIM B3aWUMOJECUCTBYIOLIETO
JIEKapCTBEHHOIO IIperapara yKasblBa€TCs TOPIOBOE HAUMEHOBAaHUE U
HaWMEHOBAHUE JICWCTBYIOIIErO BeEIIECTBA (JICHMCTBYIONIMX BeliecTB). B
cllydae HaJIM4Yusi COOTBETCTBYIOLIEH HH(OpMAIMK MO MOJ03PEBAEMOMY WM
B3aMMOJICMCTBYIOLIEMY JIEKAPCTBEHHOMY IIpenapary TaKXe YKa3blBaeTCs
CTpaHa, B KOTOPOM NALMEHT IOJYy4YWJ JAHHBIM JIEKAPCTBEHHBIM Ipenapar,
HOMEpP  PErUCTPALIMOHHOIO  yAOCTOBEPEHHs, CTpaHa, B  KOTOpPOU
JIeKapCTBEHHBIN Mpernapar OblT 3aperucTPUPOBaH U (MJIM) HOMEP CEpUH.

7.3.2.1. Ilono3peHne Ha B3aUMOCBSI3b C TEPANEBTUYECKUM KJIACCOM
JIEKapCTBEHHOI'O Mpenapara.

B cnywae ecnu mo momo3peBaeMOMY JIEKAPCTBEHHOMY IIpenapary
OTCYTCTBYET YKa3aHHWE TOPrOBOIO MM MEXKIYHAPOAHOIO HAUMEHOBAaHUE
(HampuMep, NEPBOMCTOYHUKOM YKa3aH TOJIBKO TEPaneBTUUYECKUNA KJ1ace),
1100 B ciydyae HEBO3MOXHOCTH CTPYKTYpUPOBAHHs Ha3HAYaeMOW TEeparivu,

JaHHasa I/IH(l)OpMaI_II/IH BKIIOYACTCA B pasacl oOlrcCaHudg Cillydasd KW HC
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BKJIIOYACTCA B CTPYKTYPUPOBAaHHBIC DJIEMEHTHl JAHHBIX HAWMEHOBAHUU
JIEKaPCTBEHHBIX IIPENapaToB WM JEWCTBYIOIIMX BEIIECTB. AHAJIOTMYHBIN
IPUHLMI TPUMEHSAETCA B CIIy4yae ONMCAHUS PEaKUMM B3aMMOJICUCTBUS
JIEKapCTBEHHBIX MpenaparoB ¢ MPOAYKTaMH NUTaHUsS (HAIpUMep, ¢
rpedn@pyToBeiM CcOkoM). Ecim B COOOLIEHMHM OINUCHIBAEMBIM —Cilydai
HEKEIATEIIbHOM PEaKUHUM YyKa3aH KakK CBjI3aHHBIM C TEPaleBTUYECKUM
KJIACCOM  JIEKApPCTBEHHBIX IPENaparoB, TaKO€ COOOILIEHUE CUUTAETCS
HEIIOJIHBIM U HE OTBEYAET KPUTEPHUSAM HE3aMEIJIUTEIBHOTO MPEICTABICHUS B
YIIOJJTHOMOYEHHbIE OpraHbl. B 3ToM cilyyae 1MI0, OTBETCTBEHHOE 3a
IPEICTABICHUE COOOIICHUS B YIIOJIHOMOUYEHHbBIE OPraHbl TOCyAapCTB-UJICHOB,
JOJIKHO TIPUHSTH HEOOXOAMMBIE MEPHI 10 cOOpy HepocTaromel nHpopmauu
0 MOJ03PEBAEMOM JIEKAPCTBEHHOM IIpenapare.

7.3.2.2. Ilogo3peHne Ha PEaKIUIO0 B3aUMOJCUCTBHUS.

IIpu ommcanuy peakuuy B3aUMOAECHCTBUSA, KOTOPbIE MOTYT BKJIIOYATh
B3aUMOJICCTBUE JIEKAPCTBEHHBIX IMpenaparoB (BKIoYas OMOJIOTHYECKUE
JIEKapCTBEHHBIE IIperaparbl), a TakKe B3aWMOJACHCTBUE JIEKApPCTBEHHBIX
IIPENapaToB ¢ MPOAYKTAMH NUTAHUSA, U3ACIIUIMU MEAULUHCKOTO HAa3HAYEHHUSI,
aJIKOTOJIEM, KOAMPOBAHUE IIOJO3PEBAEMOIO B3aMMOJACHCTBUS U BHECEHHUE
uH(OpMaIMU O CBSI3aHHOM C peaknued B3aMMOJEHUCTBUS HEKEIaTelIbHOU
pEeaKLUMEN BBINIOIHAETCS B COOTBETCTBUU C PEKOMEHAYEMOM TEPMUHOJIOTUEN
MedDRA wu cnenyromumu pasaenamu ¢popMara JMeKTPOHHBIX JaHHBIX E2B:

IUIsl ONIMCAHUS B3aUMOJECHCTBHS JIEKAPCTBEHHBIX MIPENAPATOB B pa3eiie
«XapakTepucTuKa poOJM  JIEKAPCTBEHHOIO  IIpemapara» Uil BCeX
B3aMMOJEHCTBYIOIINX BEILIECTB BBIOMpaeTcs XapAKTEPUCTHUKA
«B3aUMOJECHUCTBYIOILINMN JIEKAPCTBCHHBIN MPENapar»;

JUIT  ONMCAHWSA B3aMMOJCHUCTBUA JIEKAPCTBEHHOIO IIperapara ¢
IPOAYKTaMU TIMTAHWS WA  HWHBIMHA  HEJIEKAPCTBEHHBIMH  areHTaMH

uHopMaIsl 1O B3aMMOJCHCTBYIONIEMY JIEKAPCTBEHHOMY Ipernapary
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BKJIIOUaeTrcss B pazaen «Mudbopmamus 1o JIeKapCTBEHHOMY IIpemnaparyy,
uHopMaIusi 1O  B3aUMOJICHCTBYIOIIEMY  HEJIEKAPCTBEHHOMY  areHTy
BKJIFOUAETCSI B ONKMCAHUE CITyYasl.

7.3.2.3. Ilogo3peHre = Ha  B3aUMOCBS3b CO  BCIIOMOTATEIIbHBIM
BELIECTBOM JIEKAPCTBEHHOTI'O IIpenapara.

B cnyuae, ecny nepBOMCTOYHUK MOJO3PEBAET BOZMOMKHYIO POJIb OJTHOTO
U3 BCIIOMOTATEJIbHBIX BEIIECTB B PA3BUTHUH HEXKEIATECIbHOW pPEAKIHUH
(HampuMep, KpacuTesi, KOHCEpBaHTa, CTa0MIM3aropa, apoMaru3aTopa u T. 1.)
uHpopMaIs MO MOAO3PEBAEMOMY BCIIOMOTATEIbHOMY BEIIECCTBY OTACIBHO
npuBoautcs B pazgene «MHopMmanus 1Mo JeKapcTBEHHOMY IIpenaparyy,
OTPAXKAETCS B ONKMCAHUM Clly4yas W, NMPU HAIMYKMH, B pazaene «Pe3ynbrarel
TECTUPOBAHUS U UCCIECAOBAHUN MAIMEHTa» MPUBOJATCS JAHHBIE PE3YIbTaTOB
UCCIIECOBAaHUM  (TMOJIOKUTENbHBIE WM OTPHUIATEIbHBIE),  KOTOpHIE
MpPEANoJIaraloT HaAJIMYKE B3aUMOCBS3U HEXEIaTeJIbHON peaklMu U OJTHOTO U3
BCIIOMOTaTEIbHBIX BEIIECTB JICKAPCTBEHHOTO ITpernapara.

7.3.2.4. Baxxnasg AOMOJMHUTENbHAS WHGPOPMANMS IO JIEKAPCTBEHHOMY
npemnapary.

B ciiyuae Hanuuusi JONOJHUTENIBHON MH(OPMAIIUK TIO JIEKAPCTBEHHOMY
npemnapary, Kotopas MOXXET SIBJISTHCS Ba)XXHOM [JIs1 BBITIOJTHEHUS aHAIM3a
JAHHBIX M OLICHKMU CJIydasi, OHa JOJDKHA OBbITh BKJIIOYEHA B COOOIIECHHUE B
pasnen «JlomomHuTtenpHas WHGOpPMAIUSA TIO JIEKAPCTBEHHOMY Mperaparay C
COOTBETCTBYIOIIUM BBIOOPOM pazjiesia M KOAUPOBAHUEM OTOJHUTEIHLHON
XapaKTEPUCTUKH COIVIACHO TEpMHUHOJOoTHYecKoro oTHecenuss MedDRA:
banbcuUIMpOBaHHBIN  JIGKAPCTBEHHBIM  Tperapar,  MNepeao3upoBKa,
JIEKapCTBEHHBIN Mpenapar MPUHUMAJICS OTIIOM MallueHTa, JICKAPCTBEHHBIM
npenapar MPUHUMAJCS [OCJIE€ HUCTEYEHUS CpPOKa XpaHEHUs, pPe3yJbTaThl
TECTUPOBAHUS  CEPUU  TOATBEPAUIN  COOTBETCTBHE  TPEOOBAHUSIM

cnenuduKauy, pe3yabTarbl TECTHPOBAHUS CEPUH TMPOASMOHCTPHPOBATIHU
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OTKJIOHEHHE OT TpeOoBaHUN cheuu(pUKALNKN, OUIMOKA MEAUIIUMHCKOTO
IIPUMEHCHUS, HENPABWIbHOE NPUMEHEHHE, HAJIU4YUE  3aBUCUMOCTH,
BO3/JICHCTBHE B PE3Yy/IbTATE BBINOIHAEMONU NPO(PECCUOHANBHON AEATEIbHOCTH
WM TNOPUMEHEHHME HE B COOTBETCTBUM C OOIEH XapaKTepUCTUKOU
JIEKQpCTBEHHOIO  Mpernapara WiIM HHCTPYKIUEH MO0  MEIUIIMHCKOMY
npuMeHeHno. B pasnen «Jluarnos oTmpaBUTENs» MOXET OBITh BKJIIOYEHO
ONMCAHUE IIPU3HAKOB M CUMITOMOB, IOATBEPKIAKOIINX OIPEACICHHBIN
JIMarHo3, 7100 oxapakTepu3oBaHa pOJib IOJI03PEBAEMOro IIpernapara B
paznene «KomMeHTapum oTmnpaBuTens». B ciydae, eciv nmepBOMCTOYHUKOM
HE CJellaHbl  0COOBbIE  YyKa3aHUs  OTHOCHUTEJIBHO  JIOMOJHUTEIbHOU
XapaKTEPUCTUKHA JICKAPCTBEHHOIO MpEnapara, OJHAKO 3TO  SBIAECTCA
OYEBUJIHBIM U3 KIMHUYECKOTO KOHTEKCTa COOOIIEHUS, OTIPABUTEIb MOMKET
0 CBOEMY YCMOTPEHHUIO BHECTH JOMOJHUTEIbHYIO HH(POPMAIUIO 1O
XapaKTEPUCTUKE JIEKAPCTBEHHOTO Mpenapara B YKa3aHHbIA pa3fes, OJHAKO B
ATOM CJIy4ya€ PEKOMEHIYETCS MPUHATUE MOCICAYIOMMX MEP JJIs MOTYy4YECHUS
JIOTOTHUTENBHON uH(opManuu. YacTe A CBOOOJHOTO TEKCTa paszzerna
«ononmuurensHas uHpOpPMALUS IO JEKAPCTBEHHOMY IMperapara» MOMXKET
OBITH MCIIOJIb30BaHA I TMPUCOCAUHEHUS] JIFOOOW  JOMOJHUTEIbHOU
uH(pOpMaIINK 110 JAHHOMY pa3Jielly, HapuMep, TAaHHBIX 110 UCTEUCHHUIO CPOKa
TOJHOCTH ISl YKa3aHHOM CEpHU JIEKAPCTBEHHOIO Mpenapara.

7.3.3. [lono3peBaemast HEXKenarenbHasi PEaKLusl.

B cooOmiennn o HexenaTeabHOW peakiuy JOJDKHA OBITh yKa3aHa BCS
MMEOLIAsICA uH(popmarus o penopTUPYEMOM MOJ03PEBAEMON
HeXeaTenpbHON peakiuu. HeoOxonumbie TaHHBIE BKIIOUAIOT AaThl Havyana u
OKOHYAHMSl  HEXeJaTeJdbHOW  peaknuu  (WId  NPOAOTKUTEIBLHOCTH),
CEPbE3HOCTh HEXKEJIATEIbHOM PEaKIMK, UCXOJl HEXKEJIAaTeIbHON peakluu Ha
JaTy TOCJEAHEro HaONIOICHHUs, BPEMEHHOW HWHTEpPBAI MEXIYy HadajaoM

INPUMCHCHHUS IIOJO3PCBACMOI'0 JICKAPCTBCHHOI'O IIPCIlapara M HaA4YaJIOM
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HEXEIATeNbHON  pEaKLHH, OTMCaHHE HEXKENATENbHON  pEaKLIHH
NEePBOMCTOYHUKOM, CTpaHa, B KOTOPOM HekelaTelabHas peakius Oblia
BBISIBJICHA.

KoaupoBanue numarnosa, npeaBapyuTEIbHOIO JAATHO3a WA CUMIITOMOB
M TPU3HAKOB BBIOJHAETCA C  UCIOJb30BAHMEM TEKYyUIEd BEPCUU
TepMuHoNIornueckoro kinaccupukaropa MedDRA u cornmacHo TepMHHOIOTUA
HIDKHETO ypOBHA. B cilywae, eciam B COOOIIEHHWH COOOIIAETCS JIUArHo3
MAlMEHTa, XapaKTePU3YIOLIM pPa3BUTHE HEXKENATEIbHOW pPEakuuu, u
XapakTepHbIE CUMIITOMBI MPOSIBIICHUS JAHHOTO COCTOSIHHS,
MPEANIOYTUTEIIBHBIM SABJISIETCS KOAUPOBAHUE HEMOCPEACTBEHHOTO JHUArHO3a
cornacHo TepMuny HuxHero ypoBHss MedDRA. Ilpu orcyrcTBuM yKazaHus
JMarHo3a BCE€ BKJIIOYEHHBIE B COOOIICHNE CUMIITOMBI U OTKJIOHEHUS JTOKHBI
OBITHh OTpPaXXEHbI TYTEM HCIOJIL30BaHUS COOTBETCTBYIOIIETO TEPMHUHA
MedDRA. B ciydae ecnud [JaHHBIE CHUMITOMBI SIBJISIFOTCS THUIMYHBIM
KIIMHAYECKUM TPOSIBICHUEM OIPENCICHHOIO AWAarHo3a, JaHHBbIM JHAarHo3
MOJKET OBITh JOTOJHUTEIHHO BHECEH B COOTBETCTBUM C TEPMHUHOJIOTUYECKUM
orHeceHueM MedDRA ymonmHOMOYEHHBIM OpPraHOM WIH JAeprKaTeiaemM
PETUCTPALMOHHOTO YIOCTOBEPEHHSI KaK 4acTh JMArHo3a WJId KOMMEHTapusd
OTIPaBUTES.

IIpu ykazaHuM NEPBOMCTOYHUKOM B ONMUCAHUU CIy4as CHUMIITOMOB,
KOTOpPBIE HE SIBISIOTCS TUIWYHBIM KIMHUYECKAM MPOSBICHUEM JUArHo3a
IIEPBOMCTOYHMKA, W IMOAO3PEBACTCS, YTO JAHHBIE CHMIITOMBI SIBIISIFOTCS
HEXeJaTeIbHBIMU PEAKIUIMU, TaHHBIE CUMIITOMBI JIOJKHBI OBITh OTPaKEHBI
B COOOIIIEHWU C OTHECEHHWEM K COOTBETCTBYIOIIMM COCTOSIHUSIM COTJIACHO
MedDRA tepmuHonorumu.

B cnmywae Hecommacus yHmOJMHOMOYEHHOIO OpraHa WIH JepiKaTels
PETUCTPAIIMOHHOTO  YAOCTOBEPEHHUS  C  JMAarHo30M,  COOOIIaeMbIM

IICPBOUCTOYHHUKOM, aHBTepHaTHBHBIﬁ AUardo3 MOXCT ObITh BKJIIOYEH B
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pas3zei auardo3a OTHPaBUTEIsl ¢ MPUBEACHUEM OCHOBAHUW PACXOXKJIECHHUS BO
MHEHHUS C IEPBUYHBIM PEMOPTEPOM B HACTH KOMMEHTAPUEB OTIPABUTEIIA.

B cinywyae cmepTu manueHTa B COOOIIEHHE JIOMKHA OBITH BKJIFOYEHA
uH(opMaIMs MO Jare U MPUYMHE CMEPTH, BKJIIOYas, MPU HAJTUYUU, JIAaHHBIC
ayroricuu. Ecmu onpexpensiercs, 4Tro CMEpTh NAIMEHTAa HE CBSA3aHA C
HEXKeJIaTeIbHON peakirelr U oO0yCJIOBJICHA WHBIMH TPUYMHAMH, HAIPUMED
porpeccupoBaHrieM  3a00JeBaHMs, JIETAIBHBIM  HUCXOJ HE  JIOJDKCH
UCIOJIb30BATbCS B KAueCTBE KPUTEPUS CEPbE3HOCTU HEXKEIATEIbHOU
peaKuum.

7.3.4. Onucanue HEXKENAaTeJIbHOW PpEAaKIUMM W OLEHKA MNPUYUHHO-
CJICACTBECHHOM CBS3M.

JIns KaX7a0ro OTASIBLHOTO COOOIICHHS MpencTaBiIseTcss WHGOpMaIs
[0 ONKWCAHWUIO PA3BUBIIECHCA HEXEIATEJIbHON pEakUUu B Cilydac HAIUYUsA
HEOOXOJIUMBIX JAHHBIX B COOOIICHUHU, IMOJYYEHHOM OT IE€PBOMCTOYHHUKA.
[Ipencrabienne oOmnucaHusl SIBIASETCS  00SI3aTEIBHBIM  JIJII  CEPhE3HBIX
HEXeNaTenbHbIX peakumit. WHdopmanus o pa3BUTHM HEXeEIaTelIbHOU
peakiuu J0JDKHA OBITh M3JIOKEHAa B JIOTHYECKOM UM BPEMEHHOU
MOCJIEIOBATEIbHOCTH, B  COOTBETCTBUM C  XPOHOJOTUEH  HU3MEHEHUS
COCTOSIHUSI TMAalME€HTAa, BKIOYAas KIMHUYECKOE TEUYEHHE, TEpPaleBTUUYCCKUE
MEpBbI, UCXO]T U MOJTYUYCHHYIO MOCIEAY IOy HH(OPMAIIUIO.

Onucanue JAOKHO OBITh BCECTOPOHHHMM M BBICTYINATh  Kak
CAMOCTOSITEIIbHBIA MEIUIMHCKAM OTYET, COACPXKAIIUKA BCE HW3BECTHBIC
Ba)KHbIC KJIMHUYECKHE JaHHbIE M CBSA3aHHBIE C HHUMH CBEACHUS
(JrabopaTopHble, JMArHOCTUYECKHWE W  UHBIC  CBEACHUS),  BKIIIOUas
XapaKTEPUCTUKY TMAIlMeHTa, JeTAIM3AIMI0 JICYCHUS, HCTOPHUI0 OO0JIC3HH,
KJIMHUYECKOE TEUYECHUE MPOSBIICHUH, TUArHO3, HEXKEIATEIbHBIC PEAKIIMN U UX
WCXO/, BaKHBIE JAa0OpaTopHbIC JaHHBIE W JIIOOYI0 APYTryr0 HH(POPMAIUIO,

KOTOpasa IOATBCPIKAACT HIIM OIIPOBCPIracT IMOoAO3pPCBACMBIC HCKCIIATCIBLHBIC
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peakuuu. JloKHBI ObITh 00OOIIEHBI OCHOBHBIE PE3YJIBTAThl BCKPBITHS WU
pe3yabTaThl MOCMEPTHOTO HCCIEA0BaHUs (ecau npumeHumo). Mupopmanus
II0 ONMCAHUIO CiIyyas BKIro4aeTcs B pasuen «Kparkoe ommcanwe ciydasi»
ANeKTpoHHOTO (opmara E2B ngaHHBIX HMHAMBUAYAJBHOTO COOOILIEHUS O
HEXXEJIaTeJIbHON PEeaKLu.

KoMmMeHTapun nepBUYHOTO MCTOYHUKA COOOIIECHUS O HEKENATeIbHOU
peakiuu B YACTM JMAar€Ho3a WIM OLEHKM NPUYHHHO-CIEICTBEHHOU
B3aMMOCBSI3M  TNpUBOIATCA B pasaene «KomMmeHTrapum  penoprepay
AJIEKTPOHHOTO (hopMara JaHHBIX.

YNOTHOMOYEHHBIE  OpPraHbl  TOCYAApCTB-YIEHOB W JEprKaTelu
PErUCTPALlMOHHBIX YIOCTOBEPEHUN BIpaBe cJenarb KOMMEHTapuH JInOo
IPENJIOKNATH aJIbTEPHATUBHBIA BapUAHT B OTHOLIEHUU AMArHO3a WIN OLICHKH
IIPUYMHHO-CIEACTBEHHON CBSI3M MEXAY ITOJ03PEBAEMBIM JIEKAPCTBEHHBIM
IIPENApaToOM U HEXKENATEIbHON PEAaKIUEN B CIIydae PacXOkKIAEHUsS BO MHEHHUU
C mnepBOUCTOYHMKOM (penoprepoMm). KomMeHTapuu B 3TOM ciayyae
IIPEACTABIAIOTCA B pasaene «KoMMeHTapuu OTIIPaBUTENN».

Onenka CTEIICHU TOCTOBEPHOCTH IIPUYNHHO-CIIEACTBEHHOU
B3aMMOCBSI3M  KaXJOrO0 W3 JIEKAPCTBEHHBIX IMPENAPATOB C€  KAKIOU
pEnopPTUPYEMO HEXKeJIaTeIbHOW PeaKIUe MpeacTaBIsieTcsl B COOOIICHUU B
cTpykTypupoBaHHoii ¢opme. CooOmieHre MOXKET BKJIIOYaTh  OICHKY,
C/ICJIAaHHYIO PAa3HbIMU MCTOYHMKAMHU (IIEPBUYHBIM PEIOPTEPOM, AEPKATEIEM
PEruCTPaiMOHHOTO YAOCTOBEPEHHS, YIIOJITHOMOYEHHBIM OpraHoM
rocygapcTBa-ujieHa) C HCIOJb30BaHUEM Pa3IUYHBIX METOJOB OLIEHKHU
NPUYMHHO-CIIEACTBEHHON B3aUMOCBSI3U. B anexTpoHHOM (dopmare AaHHBIX
E2BR3 wuHdopmanus mo OLIEHKE NPUYMHHO-CIEICTBEHHOW B3aMMOCBSI3U
OTpaXKaeTcs B pasnene «JIekapCTBEHHBIM IIpenapar — HeKeJIaTeabHas
peakuust (SIBJICHUE).

7.3.5. Pe3ynbrarsl aHaIM30B U MHCTPYMEHTAIBHBIX UCCIICIOBAHUM.
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B onucanum HexenareapHOM peakuuu cieayer  (pUKCupoBarhb
pe3ynbTarbl aHAIM30B W NPOLIEAYDP, BBINOJHEHHBIX C LEIbIO JIHArHOCTUKHU
WU TOATBEPKICHUS peakiuu (siBeHus1) (BKJIOYasi aHAIU3bl, MPOBEICHHBIC
JJIS. MCCIIEIOBAHUS MPUYUHBI, HE CBS3aHHOW C JIEKAPCTBEHHBIM IIpernaparoM
(HampuMep, CEpOJIOTMYECKUE aHadu3bl HAa HHQEKIMOHHBIA TemaTuT MpU
MOMO3PEHUM HA TE€NAaTUT, BBI3BAHHBIA JIEKAPCTBEHHBIM MpenaparoMm)).
Crnenyer cooOmiarh O TMOJOXHUTEIBHBIX U 00 OTPHUIATENBHBIX PE3yJbTaTrax
aHAJIN30B U UHCTPYMEHTAJIbHBIX UCCIICIOBAHUN.

Nudopmarus 1o pesynbraraMm aHajiuM30B U HHCTPYMEHTaIbHBIX
UCCJENOBaHUM  JOKHA  ObITh  MpEeACTaBiIeHAa B COOOILIEHHWH B
CTPYKTYPUPOBAHHOM BHJE B COOTBETCTBUM C JCHUCTBYIOLIEH BEpCHUEHN
tepmunonorun MedDRA B pasgene «Pesynbrarel TECTOB U MpOLEIyD,
MOJIYYEHHBIX TIPU HUCCIEAOBAaHUU MAIlUEHTa» dJEKTpoHHOro (gopmara E2B
JAHHBIX WHIUBUAYaJbHOIO COOOIINEHUSI O HEXeNaTeIbHOW peakiuu C
YKa3aHUEM BHUJIOB HCCIICIOBAaHU, TMOJYYCHHBIX PE3yJIbTaTOB, WHTEPBaJa
HOpPMaJbHBIX 3HAYEHHH [0 TECTUPYEMBbIM IMOKa3zareasM (€clid 3TO
NPUMEHUMO) M KOMMEHTapHusi pernoprepa OTHOCUTEIbHO MOJYyYEHHBIX
pe3ysbraroB. B cilyyae HEBO3MOXHOCTH NPEACTaBICHUs WH(OpMAIMU B
CTPYKTYPUPOBAHHOM BHU/I€ JIaHHBIE MOTYT OBITh MPEJCTABICHBI B TEKCTOBOM
BUJIE B 4YacCTU JUIsi CBOOOAHOrO TEKCTa B pazaeie «Pesynbrarbl TECTOB U
IPOLEAYP».

7.3.6. JlonoaHUTENBHBIE TOKYMEHTHI U UH(POPMAILIHSL.

KitoueBass  wuHdopManmss U3 JIONOJTHUTEIBHBIX  JIOKYMEHTOB,
NPEAOCTaBISIEMbIX B  TOJATBEPXKJICHUE JaHHBIX B  COOOIIEHUH O
HEXKEeaTeIbHON peakIuu, JOJDKHA OBITh BKIIIOYEHA B COOTBETCTBYIOIIWE
paszensl MHAWBUAYAJTBLHOTO COOOIIEHHS O HEXKenaredbHOW peaknuu. B
pazgene  «/lOMOMHUTENbHBIE  JTOCTYNHBIE JOKYMEHTBI»  3JIEKTPOHHOTO

dbopmaTa MHAMBUIYATBHOTO COOOINCHUS O HexenarenpHoW peaknun E2B
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JeaeTcsd  yKa3aHHWE  OTHOCHUTEIBHO  MPWIOKEHHS K  COOOIICHHIO
JOTIOJTHUTEIBHBIX ~ JIOKYMEHTOB WU HMH(OpManMM C  BKIKOYCHUEM
HEMOCPEACTBEHHO JOKYMEHTOB B HAmpaBIIIEMOE COOOIICHUE B IMOApa3aeiie
«[Ipunaraembie JOKYMEHTBI». B cilydae eciu oTmpaBUTENIEM HAMPaBIISIOTCS
JOTIOTHUTEIbHBIE ~ JOKYMEHTHl Wi  uHbOpMarus, B  TOapas3ieiie
«JloOKyMEHTBI, HAXOISIIMECS B PACHOPSHKEHUU OTIPABUTENS» TPUBOAUTCS
ONHMCAaHWE BUJA JAHHBIX JOKYMEHTOB (HampuMmep, JaHHBIX MEIUIIMHCKOM
JOKYMEHTAIlMW, 3aKJIOUeHHEe 1O pe3yapTaraM aytorncuu). OOpaboTka
MIPEICTABIICHHBIX JIOMOTHUTEIBHBIX JOKYMEHTOB W HWH(OpMaIK TOJDKHA
BBITIOJTHATHCS C YUETOM JEHCTBYIOIIETO Ha TEPPUTOPUHU TOCydapCTBa-wICHA
3aKOHO/IaTeIHCTBA MO 3aIUTE EPCOHAIBHBIX TAHHBIX.

7.3.7. Ilocnenyromas nHGpOpMaITusI.

[IpyaiMass BO  BHHMAaHHE  TPEACTABICHWEC  WHIWBUIYAIHHOTO
COOOIIICHUSI O HEXKeNaTeJIbHOM peakIWM Ha pasHBIX dTalax pa3IndyHbIM
MOJTyJaTesisiM  CTAaTyC COOOIICHHWS OTHOCHUTEIBHO TEPBUYHOTO WU
MOCJIEYIONIETO TPEACTaBICHUS OMpeesieTcs Ha ypOBHE Tmoiydarens. B
HEeIsIX  OMpeAeNieHusl  cTaryca  WHIWBHAYaJdbHOTO  COOOIIEHHUS O
HEXeJIaTeILHON peaklnk Ha YPOBHE IMOyYaTeliss UCTOIb3YIOTCS JTaHHBIC 11O
nare MOJTyICHUS COOOIIICHUS ToJTyJaresiem, YHUKAJTLHOMY
UJACHTU(DUKAITMOHHOMY HOMEPY HWHIWBHAYaJIbHOTO COOOIIEHUS W HOMEpY,
MPUCBOEHHOMY Moiy4aTeneM. Haimnune TOUHBIX AT MOMyYeHHsS] COOOIIECHUS
(TO ecThb ¢ yKa3aHHWEM JaThl, MECAlla U TOAQ) SIBISETCS OO0S3aTeIbHBIM JIJIs
ompeeneHus craryca coodbmenus. C 1enplo oO0eCIedeHUsT HaIIekKaIero
KOHTPOJISI OOHOBJICHHMSI MH(OpMAIMA M CTaTyca COOOIICHMS yHUKaJIbHBIN
UACHTU(OUKAIMOHHBIA ~ HOMEpP  HWHAWBHUIYAJIBHOTO  COOOMIEHHUS O
HEXEJIaTeIbHON PEaKIud W Jara TMEePBOTO IMOMYYEHUS JAHHOTO COOOIICHUS
JOJIKHBI COXPAHSITHCS HEU3MEHHBIMU HA YPOBHE YIOJTHOMOYEHHBIX OPTaHOB

U JIep>KaTeer PEruCTPAMOHHBIX YIOCTOBEPEHUN C OTPAXKEHUEM B pa3eiiax
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«MeXIyHapOoaHBbIM YHUKAIbHBIN HICHTU(OUKAIMOHHBIM HOMEp» U «Jlara
NEPBOTO TOJYYCHHUSI COOOIIEHUS» COOTBETCTBEHHO. MaeHTH(UKAIMOHHBIN
HOMED, IIPUCBAUBAEMBIN OTIIPABUTEIIEM, BKIIOYAETCA B Pa3Aei « YHUKAJIbHBIN
UJACHTU(UKAMOHHBI HOMEp OTIIPABUTENS COOOIICHHS O HEXENaTeIbHON
peakiuu». [lpu nomydeHun Kaxaou mocienyromed — uHdopManuu
JEpKATENEM PETUCTPALUOHHOTO YIOCTOBEPEHUS WIIA YIOJIHOMOYEHHBIM
OpraHOM BBITIOJHAETCSI OOHOBJIEHWE TOYHOM JaThl MOJIYYEHHS MOCIeAHEeN
uH(pOpMaUKU M0 COOOLIEHUIO O HEKEIATEIbHOW pEeaKIMU BHE 3aBUCUMOCTHU
OT 3HAaYMMOCTH JlaHHOW uHpopMauuu B pazgene «Jlara nomydyeHus
nocienHe uHGOpMAIMU 10 COOOIICHHIO O HEXKEIATeJIbHOW peaKnmny»
3JIEKTPOHHOTO (popMara HMHIMBUIYATLHOTO COOOIICHMSI O HEXKeIaTeIbHOU
peakiuu E2B. HoBas mnocnenytomas uHdopmaius B YacTH KpaTKOTO
ONMKCaHusl Ciyyas JOJDKHA BKIIOYAThCcsl B coobOmieHue B paszaen «Kparkoe
ONMCAHME CIy4asi, KIMHUYECKOE ONMCAHUE, TEPAIIEBTUYECKUE MEPBI, HCXO/ U
JNOTIOJHUTENbHAS ~ MHpOpMalMs 1O  CIy4yam» C  BO3MOXHOCTBIO
uaeHTU(UKAIIMY OOHOBJICHHOM YacTH JaHHBIX M, B CIy4asX Koraa 3TO
MPUMEHUMO, B CTPYKTYPUPOBAHHOU (popme.

7.3.7.1. Baxunas nocneayroiast tHGOpMaIusi.

OtnpaBuTento COOOLIEHUS O HEXKENaTeIbHOW peakluu CIeAyeT
HalpaBJsITh MOCIAEAYIONIYI0 HH(OpMALMIO MO HEXeNaTeJbHOW peakuuu
HE3aMEJINTEIIbHO, €CIM  IIOJy4Y€Ha HOBasg  BaXHas  MEOUIIMHCKAs
uHdopmarus. Baxxnas HoBas mHbOpMaIus O3HAUYaeT B TOM YHWCIIE HOBBIC
MOI03PEBAEMBIE HEXKEJIATEIbHbIE PEAKLINH, U3MEHEHUE B OLIEHKE MPUYHHHO-
CIIEICTBEHHOW CBSI3W U JIO0YI0 HOBYIO HMHGOPMALMIO WM JaHHBIE 00
U3MEHEHUH TEepBOHAYAIBHOM (MpeAlIecTBYONIe) UHPOpMaLIMK O CiyYae,
€CIM OHM BIMAKT HAa MEIHWIMHCKYI0 HWHTEPIIPETALUI0 HEXKEIATeIIbHOU

PCaKIrH. Onpez[eneHHe OTHCCCHHA HOBBIX JAAaHHBIX IIO HE)XeJIaTeIbHON
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peaKkiuu K BaKHOW HOBOM HHGOpMAIlMHU, OCHOBBIBAETCS HAa MEIUIIMHCKOMN
OIICHKE COOTBETCTBUS BBIIICYKA3aHHBIM KPUTEPHUSM.

Cnenyer y4yuThIBaTh KaK 3HAYUTENbHBbIE W3MEHEHUsS WHQPOpMAIUU O
HEXKEJIATebHBIX PEAKIUSIX JI00bIe CUTYaAllUH, NMPU KOTOPBIX MO OTACIbHBIM
CIIy4asiM HEXKEJIATCJIbHBIX PEaKIUd MPOUCXOJUT TOHWKEHUE KPUTECPHUEB
Cephe3HOCTH ® (WIM) OICHKH NPUYMHHO-CJICICTBEHHOW (Hampumep,
nocieAywomas uHbOpMAIMS  MPUBOAAT K  HM3MEHEHHIO  KPUTEPHEB
CEPbE3HOCTU C CEPbE3HOM HEKEIATEIbHOU PEaKIMM Ha HECEPbE3HYI WU
OIICHKA MPUYUHHO-CJICICTBEHHON CBSI3M U3MEHSIETCS C UMEIOIIEH KaKON-T1100
YPOBEHBb B3aMMOCBSI3M HA COMHUTEJIbHYIO B3aUMOCBSI3b) U COOOIIATh O TAKUX
ClIy4dasX COIIACHO TPEOOBAHUSAM K CPOYHOMY IPEACTABICHUIO MHOOPMAIIUH
O HEXKEJIATEIbHBIX PEAKIIHSIX.

[IpencraBienne HOBOM BEPCHUM WHIWBUAYAJIBHOTO COOOIIECHUS O
HEXEJIATeIbHON  peakiMu  MOXET IMOTpeOOBaThCAd IMPU  MOJTYUYECHUH
aAMUHUCTPATUBHON MHGOPMAIIUKA IO CIy4Yaro, KOTOpask MOXKET IMOBIUATh Ha
NpoUeAypy VIpaBiICHUs ciaydaem. Hanpumep, MNOJydeHHWE JaHHBIX IO
nmapaMeTpaM HJICHTHU(UKAIIUA COOOIICHUH TPHU BBIOJIHECHUU TIPOICTYPHI
KOHTPOJI AYOIUPYIOIIUX COOOIICHUN MOJJICKUT OTPAXKEHUIO B pazjielie
«Hple  upeHTUUKATOPHI Cllydas TIpU MOPEIISCTBYIONIEH Tepenade
JTaHHBIX». B cinydae, eciii oTopaBUTENEM MPEICTABISIOTCS TONOJTHUTEIbHbBIC
JOKYMEHTBI Uil TOJATBEPXKACHHUS W3MCHCHUS pPaHEE  BBINOJIHEHHOMU
MEIUIIMHCKOM OILICHKM, HOBBIE JOKYMEHTHI BKJIIOUAIOTCA B  pazaci
«/lomonHUTELHBIE JOCTYMHBIE JOKYMEHTBD» O3JIEKTPOHHOTO (opmara
WHIUBUYyJIBHOTO COOOIIEHHS O HeXelarelbHoU peakunu E2B.

7.3.7.2. llocnenyromass uHboOpMalys, HE OTBEUAIOUIAS KPUTEPUSIM
BaXHOU MHGOPMAIIHH.

B cimydae ecam mocnenyromas uH(poOpManus BHOCHT HE3HAYUTEIbHBIC

HN3MCHCHHUA B IICPBOHAYAJIBbHBIC JAHHBIC U OLICHKY HEXXeJIaTeIbHOMI pPCaKnuu,
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OHa HE  TOMICKHT  HE3aMEUIMTEIbHOMY  mpeacTtaBieHuro.  Kak
HE3HAUUTENbHBIE W3MEHEHUS PACCMaTpPUBAKOTCS M3MEHEHUS OTIEIbHBIX
XPOHOJIOTHYECKUX JAaT B MPOLIECCE ONUCAHUS M OLEHKH HEXeIaTresIbHOU
peakuuu 0e3 BIUSHUS Ha OLICHKY JHOO Mepeaavy ciiydas Wid UCIpaBICHUs
OMEYaTOK B  MpedplAylIed  BepcuM  ciyyas, JiMOO  HUCIpaBICHUE
TUNIOrpauUecKux OMMOOK B MPEACTaBICHHOM paHee coobOuieHuu. Cremayer
TEM HE MEHEE MOJYYUTh MEIUIIMHCKOE HKCIIEPTHOE MHEHUE OTHOCHUTEIBHO
3HAYMMOCTH TOCIeAyroneil nHpopManuu, Tak Kak QopMalbHas OLICHKa
ABJIAECTCSI HENOCTAaTOYHOW (Hampumep, H3MEHEHHWE B COOOIIEHUH O
HEXEJIATEeJIbHON peakluy JaThl POKIACHUS MalMEHTa MPEJCTaBIsAET COOOU
CYLUIECTBEHHOE€ HW3MEHEHHE HHPOpMalMu O BO3pACTE MAlMEHTA, ECIH
OPUBOAUT K TMEpeHoCcy HHGOpPMALMU O HEXKEJaTeJIbHOM JEHCTBUU
JIEKapCTBEHHOIO IIpernapara Ha HWHYI0 BO3PACTHYIO TPYIIy Hal[MEHTOB).
BHeceHnue n3MeHeHMil B yacTu ucnoibzyemoro tepmuHa MedDRA B cBsizu ¢
OOHOBJIEHUEM BEPCUU TEPMHUHOJIOTMYECKOTO KIIACCU(PUKATOPA TAKIKE MOMKET
OLICHUBATBbCSl KaK HE OTHOCAILIEECS K Ba)KHBIM H3MEHEHHSIM, €CIIH JaHHOE
U3MECHEHHE HE BIMAECT HA MEAMIMHCKYIO OLEHKY Cllydas HEeXeJIaTreIbHON
peaKkuuu.

7.3.8. BHeceHnue n3mMeHeHui B COOOILIEHUE O HEXKENIaTeIbHON peaKInH.

OO6mue pekoMeHAalMy 110 BHECEHUIO U3MEHEHUI B MPEJICTABICHHOE B
YIOJIHOMOUYEHHBIN OpraH WHAMBUAYAJIbHOE COOOILEHHUE O HEeXelaTelbHON
peakuuu onpenensatorcs myHkroMm 7.1.7.3 nHacrosmux I[IpaBui. Buecenue
U3MEHEHUI BBIMOJHAETCS B CJlydae BHECEHMSI KOPPEKTUPOBKH B paHee
NPEICTABICHHOE COOOIIEHNE MO pe3yJibTaTaM BbHINIOJIHEHHOW BHYTpPEHHEU
WIM DKCIEPTHOM OLIEHKH, KOTOpas HE OCHOBaHA Ha TMOJYYEeHUH HOBOU
uHpopmaruu, TpeOyIoIel MpeaCcTaBIeHUs MOCIEAYIOMIET0 COOOIMEeHHs O
HEXeJIaTeIbHOM peakuuu. B ciydae, eciiy BHOCUMOE U3MEHEHHE BIMSET Ha

MEIUIIMHCKYIO OIICHKY CiIydas, WHIWBHAYaJIbHOEC COOOIICHUE TOKHO OBITH
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IPEICTABICHO IIOBTOPHO C BKIIOYEHUEM MHQPOpPMAIMM 110 BHOCHUMOMY
U3MEHEHUI0 B 4acTW oOnMcaHus ciaydas. Hamnpumep, u3MeHeHus
TepMuHoJornyeckoro koma MedDRA B cBsi3u ¢ mNepecMOTPOM paHee
BBIIIOJTHEHHOM MEIUIIMHCKOM HWHTEPIPETALUMU  Caydas HEXKEIaTeJIbHOU
pEaKIMKM MOXET PacCMATPUBATHCA KaK CYIIECTBEHHOE U3MEHEHHE U TpelyeT
IIOBTOPHOTO IIPEACTaBICHUS UHIMBULYAIBHOTO co001IeH s 0
HE)KeNaTeJbHON peakuuu B (opMare BHECEHUS H3MEHEHUH (IpUMeEpbI
OTHECEHUSI BHOCHUMBIX U3MEHEHHUI B COOOLIEHUE O HEKEIATEIIbHOW peaKIuu
npuBonarcs B nmyHkre 7.3.7 Hacrosimux [Ipasun). [lpu BHECeHUN n3MeHeHU
B uHpopManmio B  pazaenax  «MexAyHAapOIHbIH  YHUKAJIbHBIN
UACHTUPUKAUOHHBIA HOMEpP», «Jlara mepBOro moixydeHus: cOOOLIEHUS OT
MEPBOUCTOYHUKAY, « YHUKAIbHBIN UACHTU(UKAITMOHHBIM HOMEP OTIIPABUTES
COOOIIEHUs O HEXKENaTeJIbHOW peakuun», «Jlara moiydeHus mociegHen
uH(pOpMaAMU MO COOOLIEHUIO O HEXeNaTelabHON peakuuny», «OpraHuzanus
OTIIPABUTEIISD» COXpaHsieTcs 0e3 M3MEHEHuM, B paslene «AHHYJIUpPOBaHUE
COOOILIEHNSI WM BHECEHHE M3MEHEHHI» BBHIOMpPAETCS BapUaHT BHECEHMS
U3MEHEHUH B paHee NPEJCTaBICHHOE WHIUBUIYabHOE COOOIIEHHUE O
HEXKEATENbHON PEAKIUH C YKa3aHUEM COOTBETCTBYIOIIMX OCHOBAaHHWM B
paznene «OCHOBaHUSA ISl aHHYJIMPOBAHUS UM BHECEHUS N3MEHEHUIN».
JIONOJIHUTENBHBIE ~ JTOKYMEHTBI, MPENOCTABISEMbIE IO  3alpoCy
YIOJIHOMOYEHHOIO  OpraHa, TAakWe KakK IEepeBOJ HWHIWBUAYAJIBHOIO
COOOILIEHHUS O HEXENATeIbHON PeaKuu Ha PYCCKUMN A3BIK, TOATBEPKIAIOIIE
JIOKYMEHTBI TI0 COOOIICHUIO WX MyOJMKAIlMU, HA KOTOPBIE JEIAeTCsl CChLIKA
B COOOIIEHUU, TPEACTABISIOTCA B (GOpMe H3MEHEHHS IEePBUYHOIO
COOOIIEHUs C BKJIIOYEHUEM JOKyMEHTOB B pazaeine «lIpuaraembie
JOKYMEHTBD) 3JIEKTPOHHOTO (popMara HWHIMWBHAYaJIbHOTO COOOLIEHUS O

HEeKeJarenbHou peakuuu E2B.
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7.3.9. AHHYIHpOBaHUE WHIUBUIYAJIBHOTO COOOIIIEHMS 0
HEXKENATEIIbHOW PEaKIUH.

[Ipouenypa aHHYIMpPOBaHUS  UHIWBUIAYAIBHOTO  COOONIIECHUS O
HEXEJATeJIbHOM peakIMy JIOJDKHA HUCIOJIb30BaThCsl I O00O3HAYEHUS
HEJICUCTBUTEILHOCTH paHEe MPEACTABICHHOTO COOOIICHUS, HAmpuMep B
cllyyae TMPU3HAHHMS BCEro cliydash ONIMOOYHBIM WJIM B CIydac BBISABICHUS
TyOIUPYIONTUX COOOIICHUH.

AHHYIMpOBaHUE paHee MPEACTaBICHHBIX WHIUBU Ty JTBHBIX
COOOIIEHUI O HEXeNaTeIbHbIX PEaKIUSIX BBITIOIHACTCS C COOJIIOACHUEM
CJICYIOIINX MPUHIUIIOB:

OCHOBaHMS JUIsl AHHYJIMPOBAHUS JOJDKHBI TOYHO U  OJHO3HAYHO
dbopmyaupoBaTh MPUIMHY, HA OCHOBAaHUHM KOTOPOTO paHEE MPEICTaBICHHOE
COOOIIEHNE HE CUMTAeTCs JeHCTBUTENbHBIM. Hampumep, yka3zaHue B
Ka4eCTBE OCHOBaHMS JUIsi aAHHYJIUPOBAHUS (DOPMYIUPOBOK TOTOOHBIX
«cool1ieHne 0ojiee HE OTBEYAECT KPUTEPUSIM PENOPTUPOBAHMS» WIIU
«CcoO00IIeHrEe OBUTO TIPEACTABIICHO IO OIMMOKE» HE SBJSIOTCS J0CTAaTOUHBIMH
000CHOBAaHUSMHU IS BBITIOJTHEHUS MPOIICTYPhl aHHYTUPOBAHUS,

WHJMBUAYaJIbHOE COOOIIEHUE MOXET ObITh AHHYJIMPOBAHO TOJBKO
OpraHu3aluel, NepBOHAYAIBHO MPECTABUBIIECH TaHHOE COOOIIICHHUE;

B Cilydyae AaHHYJIUPOBAHUS WHIUWBHUIYaJbHOTO COOOIIEHUS OHO HE
MOJICKUT MOCJIEAYIOIEMY BOCCTAHOBIICHUIO KaK JIEUCTBUTEIBLHOE;

OTICIIbHBIC MOCJICAYIOLINE COOOIICHUS K MepBOHAYATBLHO
NpEACTABICHHOMY  WHJUBUIYyAJIbHOMY  COOOIICHUIO  HE  MOJyIexXar
aQHHYJIMPOBAHMIO, AHHYJIUPOBAHO MOXET OBITh IOJHOE HWHIWBUAYAJIBHOE
COOOIIIEHHE O HEXKENaTeJIbHOM peakluH, K KOTOPOMY ObLIH C(HOpMUPOBAHBI
MOCJIEIYIOIIHE COOOIICHUS;

AHHYJIMPOBAaHHBIC WHJIMBUIyAIbHBIC COOOINCHUS B IOCICAYIOIIEM HE

BKJIIOYAOTCA B BBIIIOJIHACMYIO HAYYHYIO OLCHKY JaHHBIX IIO 6630HaCHOCTI/I,
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MIOCKOJIBKY HE CUHTAIOTCS ACUCTBUTENBHBIMUA. OIHAKO AHHYJIUPOBAHHOE
COOOIIIEHHE TIPH 3TOM CJIEIYET COXpaHUTh B 0a3e JMaHHBIX (hapMaKoHAI30pa
OTIIPABUTENSA W MOJy4daredas Uil UEeJeH IOCHEAYIOWEH ayIuTOPCKOU
MIPOBEPKH.

[Ipy BBINOJHEHWH TPOUEAYPHl AHHYJIUPOBAHUS WHAUBUAYAIBHOIO
COOOIIIEHHSI O HEXENaTeIbHOM peaknuu B pazaenax «MexIyHapOaHbIN
YHUKQJIBHBIN HWACHTU(PUKAIIMOHHBIN HOMEp», «JlaTa mepBOro moMydeHUs
COOOIIEHUS] OT TMEPBOUCTOYHUKA», «YHUKAIbHBIA HACHTU(DUKAIIMOHHBIN
HOMEp OTIIPaBUTENS COOOIIEHUSI O HeXenarelbHOW peakuuny, «Jlara
NOJIyYeHUsS] TOcHeAHed HMHPOpMalUM 1O COOOLIEHUIO O HEXeNarelIbHOU
peakiun», «OpraHuzaiusi OTIPaBUTENN» COXpaHseTcs 0e3 W3MEHEHHH, B
pasznmene «AHHYIMpOBaHWE COOOIICHUS WJIM BHECEHHE W3MECHECHHII»
BBIOMpAETCsl ~ BapuaHT  aHHYJIMPOBAHUS  paHee  IPEACTABICHHOIO
WHJIUBUyAJIbHOTO COOOIICHUS O HEXKENATeIbHOM peakiuu C yKa3zaHueM
COOTBETCTBYIOIIMX OCHOBAaHWM B pasjaeie «OCHOBaHUA ISl aHHYJIUPOBAHUSA
WM BHECEHHMS H3MCHEHW». B ciydae HEOOXOAMMOCTH IOCIIETYIOIIETO
MPENCTABICHUS] paHee AaHHYJIMPOBAHHOTO WHAWBUAYAJIHLHOTO COOOIICHUS,
COOOIIEHUIO TPUCBAUBAIOTCS HOBBIE UJACHTU(PUKAIMOHHBIE HOMEpa B
paznenax «MeXITyHapOIHbIA YHUKAJIbHBIA HUIACHTU(PUKAIIMOHHBI HOMEP»
«YHHUKAJIbHBIM HMICHTU(PUKALMOHHBIA HOMEpP OTIPABUTENS COOOIIECHUS O
HEXKEIATEIIbHOW PEAKIIUN.

7.3.10. 3akoHOAATENBCTBO MO 3ALIUTE MEPCOHAIBHBIX JaHHBIX.

[Ipu BeIMOIHEHUHU O0s3aHHOCTEHN MO (hapMaKOHAA30py B YACTU pabOThI
C JAHHBIMH TI0 HEXEJIAaTeJIbHBIM pPEaKIUsiM, BKIIOYAIONMEe 00paboTKy
MEPCOHAJILHBIX JIAHHBIX MAIUEHTOB WM TEPBOMCTOYHUKOB COOOIIEHUM O
HEXEJIaTEeIbHBIX PEaKIUsIX, TOJDKHO OBITh 00eCIeYeHO BBIMOJTHEHUE
TpeOOBaHUI 3aKOHOAATEIbCTBA TOCYAAPCTB-WICHOB 110 3allUTEe JHWYHBIX

JaHHBIX. B Clydac CCJIM 3aKOHOAATCIIbCTBOM TI'OCyAapCTBa-4JICHA HC
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JOTyCKaeTcsi  Iepefaya MEepCOHANbHBIX  JAaHHBIX B 0a3y  JaHHBIX
HexeNnareabHbIX peakuuii Coro3a aepKaTessiMU  PEruCcCTPAlMOHHBIX WU
YIOJHOMOYEHHBIMU ~ OpraHaMu  TOCYJApCTB-4JIEHOB mpu  0o0paboTke
NEPCOHAIBHBIX  JaHHBIX  JIOJDKHO  OBITh ~ OOECIIEYEHO  NIPUMEHEHUE
KOJIUPOBaHUS (00€3TMUMBAHMS) C U3MEHEHUEM JIMYHBIX JaHHBIX (Hampumep,
dbaMunuu, UMEHH, aapeca) NCEeBJOHMMAMU WM KOJAAMH B COOTBETCTBHUH C
NPUMEHUMBIMUA PEKOMEHAALMSAMU B O0JIACTU PEryIHpOBaHUsI OOpaIIeHUs
HU(PPOBBIX MMEPCOHANIBHBIX [JIAHHBIX B 37paBOOXpaHeHUU. B kadecTBe
albTEPHATUBBI C 1IEJIbI0 3alllUThl TEPCOHAJIBHBIX JAHHBIX IpPU OOMEHE
COOOIIECHUSIMA O HEXENATEJbHbIX PEaKUUAX B 3JeKTpoHHOM (opmare E2B
MOXKET OBITh MCIOJh30BaHA CIEIMajbHasg CHUCTEMa MACKHPOBAHUS JaHHBIX
(null Flavours), ¢ TOMOIIBI0 KOTOPOW B IENAX oOecredeHus 0e30macHOCTH
NEPCOHAJIbHBIE JTAHHBIE CTAHOBSTCS HEIOCTYIHBIMU JJIsI IOJIy4aTess, HO MpU
TOM HE (PUKCUPYIOTCS KaK OTCYTCTBYIOIIUE TAHHbIE.

[IpuMeHeHre METO/IOB 3alUThl MEPCOHATBHBIX JAHHBIX JOJDKHO OBITH
OpraHU30BaHO JEPXKAaTeIIIMU  PETUCTPALMOHHBIX  YAOCTOBEPEHUW  WIU
YHIOJHOMOYEHHBIMU OpraHaMHu TaKUM 00pa3oM, 4YTOOBl HE CO37aBajUCh
npenarcTBust Jyisi dPGEKTUBHOTO W CBOEBPEMEHHOTO OOMEHAa U OIICHKH
JAHHBIX MO O0E30MacHOCTH; MpPHUHHMMAs BO BHUMaHUE BBICOKUN YPOBEHb
3HAYMMOCTH TaKMX NEPCOHAJIbHBIX JaHHBIX, KaK BO3pAacT WJIM BO3pacTHas
rpynmna MmanueHTOB U TOoJ, TpeOyeTcs COXpaHEHWE NaHHOW YacTH JUYHBIX
JAHHBIX B BUAMMOM M HE MOJIeKAIIEM PEIaKTUPOBaHUIO (hopmare.

7.3.11. Ucnionb30BaHKEe fA3blKa MPU MPEACTABICHUU HHIAWBUIYaTbHBIX
COOOIIEHUH O HEKEATEeNIbHbIX PEaKIUsX.

[IpencraBinenne WHAUBUAYAJIbHBIX COOOLIEHUH O HEXKeIaTeabHbIX
peakuusax B cucteme ¢apMakoHaA30pa OCHOBAHO Ha Mepenaye MHpopMauu
B CTPYKTYPUPOBAaHHOM M KOJUPOBAHHOM JJICKTPOHHOM ¢opmare, 4uTO

MO3BOJIICT BBIMIOIHATH 00pabOTKY, OOOOIICHHWE MaHHBIX U BBISBICHHE
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CUTHAJIOB. BhINOTHEHNE HAyYHOU OLIEHKHM CIIy4aeB HEXKEJIATeNbHbIX peaKIuil
U OLICHKU CUTHaJIa TpeOyeT HAJIMYMUS B COOOLIEHUAX KPAaTKOr0 MEIUIIMHCKOTO
OTMHUCAHUS CITYy4YaeB HEXKeEJATeIbHBIX PEaKIIHIA.

B caywae nmpeacraBieHus — JepiKaTeNsMU  PETUCTPAIMOHHBIX
YAOCTOBEPEHUM WHIUBUIYATBHBIX COOOIICHUN O HEXENATEIbHBIX PEAKIIMSIX,
4acTu IEPBOHAYAJILHOTO OINUCAHUSA HEKeJaTeIbHON peakuuu
NEPBOUCTOYHUKOM M  KpPaTKOTO ONMCAHMSI HEXKEJIaTeJIbHONW  PpeaKIuu
PECTaBISIOTCS

Ha PYCCKOM sI3bIK€ (JIMOO C BKJIFOUEHUEM MEPEBOJA HA PYCCKUU SI3BIK)
IpY BBIABICHUU HEXKENATeIbHONM pEaKIMu Ha TEPPUTOPUU TOCYNApPCTB-
YJICHOB,;

Ha aHIJIMIICKOM SI3bIKE MPHU BBISBICHUU HEXKENATEIbHOM peakuuu Ha
TEPPUTOPUU APYTUX CTPaH.

[Ipu dhopmMupoBaHUM UHIUBUAYAJIBLHOTO COOOIIEHUSI O HEXKEIATeIbHOU
peakiuu B pazaene «Peakuus  (SIBnenue)» dopmbl  cooOuieHus B
COOTBETCTBUU C ONUCAHUEM IIEPBOMCTOYHMKA HAa HALMOHAIBHOM SI3BIKE)
COXpaHseTCAd IEepBOHAYAIbHBIA TEKCT C ONHCAHMEM I10/103PEBAEMOI
HEKENaTeNbHOM  peakluyd TEePBOMCTOYHHMKOM, B pasaene «Peakius
(SBnenue)» Gopmbl  CcOOOIIEHUST B  COOTBETCTBUM C  ONHMCAHUEM
NIEPBOUCTOYHUKA C MEPEBOIOMY IMPEACTABISETCS MEPEBOJ] MEPBOHAYATHHOTO
TEKCTa C  ONHCAaHUEeM  TOAO03PEBAEMOM  HEXeNaTeJbHOW  peakluu
NEPBOUCTOYHUKOM Ha PYCCKHM #A3BIK B COOTBETCTBUM C TpPEeOOBAHUSIMU
nyHkroM 7.3.11 nactostmux IIpaBun. B wactu pasgena «Kparkoe onucanue,
BKJIIOYAs] KIIMHUYECKOE OIMMCAaHWE CIydasi, TEPareBTUYCCKUE MEPhI, HCXOA U
JOTIOTHATENbHAS MH(OpMaMsi TO CIydar» TMPEACTABISIETCS KPaTKoe
ONMCAHUE TMIOAO3PEBAEMON HEXKENATEIbHOW PEAKIUU Ha PYCCKOM WU

AHIJIMMICKOM SI3bIKaX B COOTBETCTBUU C IMYHKTOM 7.3.11 HacTostmux [IpaBuo.
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[Tpu MPEI0CTABICHUH OTIIPAaBUTENIEM OJTHOBPEMEHHO C
WHMBUTyaIbHBIM COO0IIEHuEM 0 HEeXelaTeIbHOM peaKiuu
JIOTIONTHUTENBHBIX JOKYMEHTOB Ha JIOOOM M3 HAIMOHAJIBHBIX SI3BIKOB,
MEPEBOJ] HA PYCCKHI SI3bIK MPEJICTABISETCS JACpKATEIEM PEruCTPAIMOHHOTO
YAOCTOBEPEHHsI B CIIydae 3alpoca CO CTOPOHBI YINOJIHOMOYEHHOTO OpraHa
rocyfapcTBa-ujeHa.

7.3.12 Ocobble cUTyalum.

7.3.12.1. [IlpumeHeHEe  JEKAPCTBEHHBIX MpENaparoB B IEPUOI
OepeMEHHOCTH U KOPMJICHHS TPYIBIO.

IIpu opranuzanuu pabOTBl C COOONICHUSAMH O MPUMEHEHUU
JIEKapCTBEHHBIX MpENaparoB B NMepHoa OEpeMEHHOCTU U KOPMJICHUS TPYIbIO
TpeOyeTcss coOmogaTh OOIMHE PEKOMEHIAIUH, OMpEaeIsieMble B ITYHKTE
7.1.6.1 mactosmumx [IpaBun.

[Ipy mOATOTOBKE WHAMBUAYAIbHBIX COOOIICHHM O HEXKeIaTelbHbIX
peakiusax, pa3BUBIIMXCA B pe3yabTare MPUMEHEHUs JIEKapCTBEHHBIX
IpernapaToB B MEpHOJ OEpPEeMEHHOCTH WM KOPMJICHMSI TPYAbIO CIEIyeT
00eCneunTh BHIMIOJHEHUE CIEAYIOMNUX PEKOMEHIALINA.

7.3.12.1.1. Pa3BuTHEe MOAO3pPEBAEMON HEXKENATEIIBHON pEAKUHU Y
pebenka (10aa), 3a UCKIIOYEHUEM CIy4aeB caMONpPOU3BOJIBHOIO abopTa Ha
paHHUX CPOKaX OEPEMEHHOCTH WJIM THOeIH IJI0/a.

B cnyuae pa3Butus y nminoga wid  peOeHKa, OJABEPTIIUXCS
BO3JCHCTBUIO OJHOTO WM HECKOJIbKUX JIEKAPCTBEHHBIX IMpEenapaToB B
pe3ynbprate HMX TOPUMEHEHHsS] POIUTENEeM, OJHOWM WM  HECKOJIbKHUX
MOJIO3PEBAEMbIX HEXKENATEIbHbIX PEaKIUW, 3a UCKIIOYEHUEM Cly4yaeB
CaMONPOU3BOJIBHOTO abopTa Ha paHHUX CPOKAX OEPEMEHHOCTH WIM THOenu
wioaa npu OepeMeHHOCTH, B OJIHOM WHAMBUAYaIbHOM COOOIIEHUHU TOJIKHA
ObITh TIpencTaBiicHa WHGOpPMAIUS MO POAUTENI0 U TO0 PeOCHKY (TUIomy).

B nmanHOM ciywae cooOIieHHe SIBISETCS COOOIIEHWEM IO POIUTENI0 —
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pebenky (miomy). B pasnmene JaHHBIX MO MalMEHTY «XapaKTepUCTUKA
nalyeHTa» npeacrapisercs uHdopmaius no pedeHky (ruoay). JanHeie mo
MaTepu WM  OTIY, KOTOpbIE  SIBUJIUCh NPUYMHOM  BO3JIECUCTBUS
N0JI03PEBAEMOr0 JIEKAPCTBEHHOTO Ipernapara Ha pedeHka (TU1of), AOJKHBI
OBITh MPEJCTABIEHbI B CTPYKTYpHUPOBaHHOU (popMme B pazaene «upopmarus
[0 POJUTENIO JIJISl CIIy4aeB COOOIIEHUM MO POIUTENI0 — PeOCHKY (ILIOLY)».
B caydae, ecnmu o6a u3 poauTenel SBWINCh NMPUYMHOM BO3JCHCTBUS Ha
pebeHka (1TU10/1), B CTPYKTYPUPOBAHHOM BHJI€ TIPEACTaBIACTCS UHGOpMAaIIUs
no marepu; UHPOpMalus IO OTIY MPEACTABISIETCS B KPATKOM ONKHCAaHUU
COBMECTHO C MHOW HMH(OpMaluen Mo KpaTKOMY MEIULMHCKOMY OIHCAHMIO
ciy4aro B pasnene «Kparkoe ommcaHue, BKIIOYAs KIMHHUYECKOE ONMCAHUE
clly4dasi, TEparneBTUYECKUE MEPhl, UCXOJ U TOMOJIHUTENbHAs HH(OPMALIUS 110
CIIyqaro».

7.3.12.1.2. Pa3BuTHE MOAO3PEBAEMON HEXKENATEIIBHOW pEAKIHH Y
ponurelist U pedeHka (1oja).

IIpu pasBuTHHM TOAO3PEBAEMBIX  HEKEJATEIBHBIX PEAKIUK 34
UCKJIFOYEHUEM CJIy4aeB CaMOIIPOM3BOJIBHOTO abopra Ha paHHUX CPOKax
OEepeMEeHHOCTH WM THOeNH T10Ja TPy OEPEMEHHOCTH, Y POAUTENS U peOCHKA
(uioma),  TOABEPTIIETOCS  BO3JACUCTBUIO  OJHOTO WM  HECKOJIBKHX
JIEKapCTBEHHBIX MPENApaToB B pPeE3yJbTare HMX MPUMEHEHUS] POAUTEIIEM,
dopMupyeTcsi ABa OTAETBHBIX COOOIIECHHS O Pa3BUTHUM HEXKEIaTeIbHOM
peakuu y pomautens (Marepu uiu otTia) u pedenka (mmoma). C 1emnbio
YCTAQHOBJICHUSI B3aMMOCBSI3U MEXJYy COOOILIEHUAMHU JUIsl TOCIenyIolen
COBMECTHON OILICHKH, HWHIMBUIYAJIbHBIM COOOIIEHUSM JOJKHBI  OBIThH
OPUCBOEHBI  B3aUMOCBSI3aHHBIE  WJICHTU(PUKALMOHHBIE  HOMEpa  C
UCHIONB30BaHUEM  pa3aena  JAaHHbIX  «MaeHTupuKaumoHHBIA  HOMEp

WHIUBHUIYAIBHOTO COOOIICHHS, B3aUMOCBS3aHHOTO C IAHHBIM COOOIICHUEM)
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AIIEKTPOHHOTO (opMaTa HWHJIUBUAYAJIHLHOTO COOOIIECHUS O HEXEIaTeIbHON
peaxkuuu E2B.

7.3.12.1.3. OTcyTcTBHE HEXeENaTeIbHOW peakiinu y pedeHka (1ioja).

B ciyyae oTcyTCcTBUS HEXKeNaTelbHOM peakuuu y pedeHka (miozaa),
MOJIBEPTIIETOCS BO3JACHCTBUIO OJHOTO WM HECKOJIBKHUX JIEKAPCTBEHHBIX
npenaparoB B pe3yJbTaTe HMX TMPUMEHEHHUS POAUTENIEM, COOOIIEHHE I10
ponutento — peOeHKy (110/1a) He SBISIETCS MPUMEHUMBIM. BHe 3aBucHMOCTH
OT pe3yJbTara MprueMa OJHOTO WJIM HECKOJIBKUX JICKAPCTBEHHBIX IPErapaTroB
poauteneM (HoOpMHUPYETCs WHIUBUIYaTbHOE COOOIIEHUE TIO0 POTUTEINI0, Kak
MaIMeHTy, C ONHUCAHHUEM BHYTPHYTPOOHOTO BO3ACHCTBUS JICKAPCTBEHHOTO
npenapara Ha pebenka. B paznen «XapakTepucTrka MarueHTa BKIIOYAtOTCS
JaHHbIE 1O MaTepu WM oTiy pebenka (mmoma). MuauBumayanbHOE
COOOIIleHNEe HE TMOMJIEKUT MPEJCTABICHUIO B Clydae, €CIH y POIUTENS B
pesyapTare TPUMEHEHHS OJHOTO WM  HECKOJbKHX  JICKQpPCTBEHHBIX
IperapaToB He pa3BUIIaCh HEXKENaTeIbHas peaKIlusl.

7.3.12.1.4. Coobimienne O CaMOMPOU3BOJIBHOM a0oOpTe€ Ha PaHHHUX
CpOKax OEpeMEHHOCTH WJIM BHIKUBIIIIE.

[Tpu mosmydeHn COOOIICHUSI O CaMOTIPOM3BOJILHOM a0OpTe Ha PaHHUX
Cpokax OEpeMEHHOCTH WJIM BBIKHJBIIE (OPMHUPYETCS WHIUBUAYATHLHOE
COOOIIICHHUE 10 POIUTEIIO, KaK MAaIlMeHTY, C BKIIOYCHUEM JIAHHBIX 110 MaTepU
B pazzen «XapaKTepucTHKa manueHta». B ciaydae mpuema momo3peBaeMoro
JIEKapCTBEHHOTO  TMpermapara  OTIIOM,  COOTBETCTBYIOIIMA  DJIEMEHT
CTPYKTYPHPOBAaHHBIX JaHHBIX BBIOMpAETCS IS BKIIOYEHUS B (hOopMHUpyEeMOe
coobienue B pazzaene «JlonomHuTtenbHass HHPOpPMAIUS TI0 JEKAPCTBEHHOMY
nperapary» 93JeKTPOHHOTO ¢opMara HHIWBHIYAILHOTO COOOIIEHUS O
HEeKeJarenbHou peakuuu E2B.

7.3.12.2. CooOrieHust 0 HeXeNaTeIbHbIX PEAKIUAX, OMyOIMKOBAHHBIC B

MEIUIIMHCKOM JIUTEpaType.
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[Ipu dhopmupoBaHUM UHIAUBUAYATHLHOTO COOOIIEHUSI O HEXKEIATeIbHOU
peaKkIuu, OMmyoJIMKOBAHHOTO B MEAUIIMHCKOMN JUTEepaType, K MPeACTaBICHUIO
B DJIGKTPOHHOM BHJE, 3allOJHEHUIO NOJJIEKAT CIEAYIOINUE pPa3Aeiibl
AJIEKTPOHHOTO (opMaTa WHJIMUBUAYAJIbHOTO COOOIIECHHUS O HEXKEIATEIbHON
peakunu E2B:

pasnen AaHHbIX «VCTOUHHMK NIUTEpaTyphl» JOJDKEH OBITh 3alOJHEH C
BKJIIOYCHUEM YKa3aHUs MU(POBOTO (JIMCKPETHOTO) HACHTU(UKATOpA 00BEKTa
JUTsl TyOIMKalud B MEIULIMHCKOM JINTEpaType, KOTopas sIBUJIach HCTOUHUKOM
JAHHBIX 110 HEXeJIaTeIbHON peaKuu;

no/ipoOHOE OMHCAaHUE Cayyas HEXKeJIaTeIbHOM peaklH JOJKHO ObITh
BKJIFOUEHO B paznen «KpaTkoe omucaHue, BKJIOYAs KIMHUYECKOE OIMUCAHUE
cllydasi, TEparneBTUYECKUE MEPhl, UCXOJ U JOMOIHUTENbHAs HH(OPMALIUA 11O
CIIyqaro»;

M0 3alpocCy YIOJIHOMOYEHHOTO OpraHa B cjlydae HEOO0XOJUMOCTHU
BBINIOJIHEHUSI 0030pa MHpopManuMu 10 O€30MaCHOCTH  JepKarejeM
PErucTpalMOHHOTO YIAOCTOBEPEHHUS IPEI0CTABIISETCS KOS
COOTBETCTBYIOILIEH MyOnuKamuu (C y4eToM 3aKOHOJATeNIbCTBa B 00JacTH
OXpaHbl aBTOPCKUX MpaB). Konus myOaukanuu u nepeBoj myOIuKaluu, eciu
3TO TNPUMEHHMMO, BKJIIOYAIOTCA B HMHAUBUAYaJIbHOE COOOILEHHE O
HEXKENATeNIbHOU peakunu B pasnaene «[Ipumaraembie 1OKyMeHThI». B ciydae
ecnu  Komusi  nyOnMKanuu — TOpPEACTaBIsieTcss  OTACIBbHO OT  paHee
HaIpaBJICHHOTO WHIUBUTyaJIbHOTO COOOIIEeHNUS, NIEPBOHAYAJILHO
NPEICTABICHHOE  WHIAMBUJyaJIbHOE  COOOLIEHWE C  BKJIIOYEHHBIM
JOTIOTHUTEIBHBIM ~ JIOKYMEHTOM TPEACTABISIETCS TOBTOPHO B  paMKax
IpolLeIypbl BHECEHHUS WM3MEHEHMM B HWHIMBHAYyaJlbHOE COOOILIEHUE O
HE)KEJIATEIIbHON PEAKIIHH.

B caywyae ecniu myOnukamusi B MEIMLMHCKOM JUTEpaType BKIIIOYAET

OIIMCAHMC pPa3BUTHA CIIydaCB HCKCIATCIbHBIX peaKuHﬁ Y HCCKOJBbKHX
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NalMeHTOB, (POPMUPYETCS COOTBETCTBYIOIIEE KOJIMYECTBO MHIUBUIYATbHBIX
COOOIIIEHUH O HEeXKEATEeNIbHBIX PEAKIIUSX.

7.3.12.3. CooOuieHus 0 HEKENaTeNIbHBbIX peakUusX, OO0YyCIOBIECHHBIE
NEPENO3UPOBKOM,  Pa3BUTHUEM  3aBUCMMOCTH, [NPUMEHEHHEM HE B
COOTBETCTBMM C OOIIEH XapaKTepUCTUKOW JIEKAPCTBEHHOIO Mperapara,
HEMPaBUIBHBIM MTPUMEHEHUEM, OITUOKOW MPUMEHEHUS! WU BO3JECHCTBUEM B
pe3ynbTrare npodeccuoHanbHOM IeITeTbHOCTH.

[Ipu QopMupoBaHuM COOOIMIEHUII O Ppa3BUTUU HEKEIATEIbHBIX
peakiuii, OOYCJIOBJIICHHBIX MEPEIO3UPOBKOM, pa3BUTUEM 3aBUCUMOCTH,
NPUMEHEHUEM HE B  COOTBETCTBMM C  OOIIEH  XapaKTepUCTUKOU
JEKapCTBEHHOTO IMpernapara, HENpPaBWIbHBIM MPUMEHEHHEM, OLIMOKON
OPUMEHEHHUsSI WM  BO3JIEHCTBUEM B  pe3ylbTare MpOQecCHOHAIBHOM
NEATEIBHOCTH  JIOJDKHBI  MCITOJIB30BATHCS  COOTBETCTBYIOLIME TEPMHHBI
kinaccuukatopa MedDRA i mpaBUIIBHOTO  OTpPaKEHUSI  Xapakrepa
BO3JICVCTBUSI JICKAPCTBEHHOTI'O IIpenapara.

OO0mme TpUHIMIBI OTPAXKEHUsS B IEKTpoHHOM (Popmare manHbix E2B
OCOOCHHOCTEW MPUMEHEHUS JIEKQpCTBEHHOIO Ipernapara  BKJIIOYAIOT
CJIEIYIOIIEE:

uH(popMaIms o NoJ03PEBAEMOMY JIEKAPCTBEHHOMY Ipenapary B 4acTu
TOPrOBOTO HAaMMEHOBaHUS W (WJIM) JEMCTBYIOIIETO BEIIECTBA JEIaeTcsl Ha
OCHOBaHWHU MH(pOPMAIUH, PEACTABICHHON MEPBOMCTOUHUKOM COOOIICHUS O
HEXEJIAaTEJIbHOM  peakuMu ¢ BKIYeHHWeM B pasgensl  «Toprosoe
HAaMEHOBAaHHWE  JIEKQPCTBEHHOro  mpemapara» u  «HammeHnoBaHue
JNEWCTBYIOIIETO BEIIECTBA;

B pasaene «JlonmonuurenbHass wuHGOpPMALMS TO JIEKAPCTBEHHOMY
npenapary»  BbBIOMpAIOTCS  CTPYKTYPHPOBAaHHBIE  3JIEMEHTHl  JaHHBIX,
XapakTEepU3yIOIIMX  COOTBETCTBYIOLIEE  BO3JAECHMCTBUE  JICKAPCTBEHHOIO

npermnapara (Hampumep, MEepEI03UPOBKA, OIInOKa MIPUMEHCHUS,
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HEMPAaBWIbHOE MPUMEHEHUE, Pa3BUTHUE 3aBUCUMOCTH, BO3JICHCTBUE B
pe3ynbrare  OpoeCCHOHAIBHOM  JCATENbHOCTH, NPUMEHEHHE HE B
COOTBETCTBUHU C OOIIEH XapaKTEPUCTUKOW JIEKApCTBEHHOTO Mpernapara).
VYKkazaHue  OTHOCHUTEIBHO  XapakTepa  BO3JCUCTBHUS  JIEKQPCTBEHHOIO
rpernapara B JaHHOM paslielie JeNaeTcs B ClIydae, €CId TAKOBOE CHEIaHO
MIEPBOMCTOYHUKOM COOOIIEHUSI O HEXeJaTeabHOM peakiuu. B ciyuae ecnn
MIEPBOMCTOYHUKOM HE OBUIO CJIeJITaHO TIPSMOE YyKa3aHWE€ OTHOCUTEIIBHO
Nepeo3UPOBKU, OIMMOKKA MPUMEHEHUS, HENPaBUIBHOTO MPUMEHEHHS,
Pa3BUTUSI 3aBUCUMOCTH, BO3JCHCTBHUSI B pe3ysibTare MNpodecCruoHaTbHOM
NEATEeIbHOCTH, MPUMEHEHUSI HE B COOTBETCTBUU C OOIICH XapaKTepUCTUKOMN
JIEKapCTBEHHOTO IIpernapara, KOTOpOoe MOXET ObITh TpaHC(HOPMHUPOBAHO B
COOTBETCTBYIOIIUI TepMuH Kiaccudukaropa MedDRA, onHako 31O cienyet
M3 KOHTEKCTa KJIMHHUYECKOTO OMNUCAHUS  HEXKEJNATeJIbHOM  peakiuu,
OTIPABUTEIb MOXKET BbIOpATh HaUOO0JIEE COOTBETCTBYIONINH, [10 €70 MHEHUIO,
CTPYKTYPHUPOBAHHBIN AIIEMEHT JAaHHBIX, XapaKTePU3YIOLIUM
COOTBETCTBYIOIIIEE BO3ICUCTBHUE JICKAPCTBEHHOTO IIpemnapara ¢ 00ecreueHrnemM
nocieAyromero coopa nHGOPMaIM U YTOYHCHUS OIICHKH Y TTIEPBOUCTOYHHKA
HE)KEJIaTeJIbHON PEaKLINH;

B pasnene «HexenarenpHas peakius (SIBJI€HHE) B COOTBETCTBUU C
tepmuHoorueit MedDRA» 1o/KHBI ObITh UCTIOIB30BaHbI COOTBETCTBYIOIIHE
TEPMUHBl HWKHETO YPOBHS JUII OTPAXKECHHUS XapakTepa BO3ACHCTBUS
JIEKQpCTBEHHOI'O TIpernapara M HeXenaTeJlbHOW peakiuu (COBOKYITHOCTHU
HEXEJaTeIbHbIX  peakluii), pa3BUBIICWUCS B  pe3yjbTare JIaHHOTO
BO3/cHCTBUA. B ciyuae, eciii 3TO NPUMEHUMO, IO pe3ysibTaraM OIECHKHU
COOOIIIEHHST OTIIPAaBUTEJIEM 3amoyHsAeTCs pazaen «Jlumarno3 (cuHApPOM) IO
MHCHHUIO OTHPaBHUTENS, M3MCHCHHE KIIACCU(HUKAIIMOHHOTO OTHECCHUS
peakuuu (siBJIeHUS)» (POPMBI COOOIIEHHS ¢ BKIIOUYEHUEM COOTBETCTBYIOIIUX

o0ocHOBaHMi B paznene «KoMMeHTapuu OTIIPaBUTEIIS;
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B Cllydae COOOIIEHHUS O Ciayyae OMMOKM NPUMEHEHUs, CBSI3aHHOM C
OLIMOOYHBIM MOJIyYEHHEM IIallUEHTOM MHOIO, HEXEIW MPONUCAHHBIN,
JEKApCTBEHHOIO  Mpemnapara, B  pasaeine  «XapakTepUCTHKA PO
JIEKAPCTBEHHOTO npernapara» BBIOMpAETCs DIIEMEHT JAHHBIX
«JlekapcTBeHHBIM Tpenapar He Ha3HaueH», B pazaene «Mudbopmamus o
JIEKapCTBEHHBIX Ipenaparax» MNpPUBOMATCS JaHHbIE O IPOINKUCAHHOM
JIEKapCTBEHHOM IIpenapaTre ¢ yKa3aHheM TOro (akra, YyTo Mpenapar He ObLI
Ha3HA4YEH, U IaHHbIe 00 OIMOOYHO HA3HAYEHHOM JIEKAPCTBEHHOM IIpenapare.

7.3.12.4. CoobuieHus 0 HEJO0CTATOYHOU TEpareBTUYECKON
3¢ (HEKTUBHOCTHU JIEKAPCTBEHHBIX IPENapaToB.

[Ipu popMupoBanuM COOOIIEHW O HEIOCTATOYHOM TEpareBTUUYECKOU
sbdextuBHOCTY B pasznene «HexenarenbHas peakinusi (SABJICHHE) B
COOTBETCTBUU C TepmuHosorueii MedDRA) crnenyeT ucnoiab30BaTh HUKHUN
ypoBeHb TepMuHosiorud MedDRA, Hanbosiee TOUHO OTpakaroluii OMMCaHKE
MOJI0O3PEBAEMOM  HEJIOCTaTOYHOW  TepaneBTHYecKor  3((HEKTUBHOCTH,
MPEACTABICHHOE  IEPBOMCTOYHMKOM. [lomo3peBaembiil  JE€KapCTBEHHBIN
npenapar BKJIrodaeTcs B pasaen «HexenarenpHas peakuusi (sSBI€HUE)» B
Cllyyae, €CIM OH Ha3HadaJICs MO TMOKa3aHWI0, B OTHOLIEHWH KOTOPOTO
HAOMOaeTcs  yXYALIEHHWE  COCTOSHMSI — TNauuMeHta.  TpeboBaHust K
HE3aMEJIMTEIbHOMY PEMNOPTUPOBAHUIO B TEUEHHME |5 KalleHIapHBIX IHEU
CIIy4aeB OTCYTCTBHUS TEPANEBTUYECKON 3(PPEKTUBHOCTH PACTIPOCTPAHSIIOTCS,
B TOM YHCJIE, Ha CiIy4yau, B KOTOPbIX HE COOOINAeTcs O IO0J03pEBaEMOi
HEXEJIaTeJIbHON peakiuu (HampuMmep, JUisl JEKapCTBEHHBIX MpEenaparos,
INPUMEHSEMBIX JUISl JICYEHUS JKU3HEYTPOXKAIOIIMX COCTOSIHUM, BAaKLHH,
CpPEICTB KOHTpalLENUUHM) U PEnopTepoM HE YKa3aHO COOTBETCTBUE
pPa3BUBIIETOCS Yy  MAlMEHTa  COCTOSHUSA  KPUTEPUSAM  CEPbE3HOM

HE)KEJIATEIIbHON PEAKIIHH.
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7.3.12.5. CooOmieHus O HEXeJIaTeIbHbIX PEaKIUAX, CBSI3aHHBIX C
neexToM KayecTBa JIGKAPCTBEHHOTO TMpernapara WiIM IPUMEHEHUEM
(danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX MPENAapaToOB.

7.3.12.5.1. CooO1ieHusI O HEXKEJATEIbHbIX PEaKIUsIX, CBSI3aHHBIX C
nedexTom kayecTBa JIGKapCTBEHHOTO Mpenapara.

I[Ipu QopmupoBaHU COOOIMIEHUN O HEXKEIATEIbHBIX PEAKIIUIX,
CBSI3aHHBIX C TMOJO3pPEBAaEeMbIM Je(EeKTOM KauecTBa JIEKapCTBEHHOIO
npenapara, B pazaeie «HexenarenbHasi peakius (SBJICHUE) B COOTBETCTBUU
c tepmuHoiorued MedDRA» crnenyer HCHoiab30BaTh HUKHHUM YPOBEHB
tepmunosoru MedDRA, Hanbosnee ToUHO oTpakaroluil onucanue aedexra
Ka4E€CTBa, MPEJICTABIEHHOE TEPBOUCTOYHUKOM.

OO0mure TpUHIMIBI OTPAKEHHS B AJIEKTpoHHOM (popmare manubix E2B
“H(pOpMaIIU O HEXKEJIATEIbHOW PEeaKIIUK BKIIFOUAIOT CIIEAYIOIIEe:

B JIOTNIOJJHEHHE K O00s3aTeIbHOMY JUISI  3allOJIHEHUSl  pa3jielly
«HauMeHOBaHUE JIEKAPCTBEHHOIO IIperapara comiacHo uHpoOpMaIuu
MEePBOMCTOYHUKA» 3amnofHseTcs pasnen «Mudopmaius mo jexapcTBEHHBIM
mpenaparam» B COOTBETCTBUM C  HH(OpMaluen, MpeacTaBIeHHON
MIEPBOMCTOYHUKOM U COIVIACHO PEKOMEHJIAIMSAM MO0 (POPMHUPOBAHUIO JaHHBIX
B OTHOIICHUU TIOI03PEBAEMBIX, B3aUMOJICUCTBYIOIIUX U OJHOBPEMEHHO
Ha3HAYaeMbIX JIEKAPCTBEHHBIX IIpernaparax;

B pasnene «JlomomHutenvHas wHGOPMANKMS TIO JIEKAPCTBEHHOMY
mpenapary» BBIOMPAETCS IJIEMEHT CTPYKTYPHPOBAHHBIX JAaHHBIX B CIydae
HaJM4Yus COOTBETCTBYIOIIETO OJHO3HAYHOTO YKa3aHWsl B COOOIICHUU
MEPBOMCTOYHUKA: JICKAPCTBEHHBIM Mpemapar TMocCjie MCTEYEHUsS CpoKa
rOAHOCTH, KOHTPOJIb Ka4eCTBa CEpUM U TAPTUU JICKAPCTBEHHOTO Mpernapara
MOJITBEPNII COOTBETCTBHE TPEOOBAHUSIM CICIU(DUKAIINN, KOHTPOJIh Ka4eCTBa
CEepUU W MapTHM JIEKAPCTBEHHOIO Iperapara MOATBEPANSI HECOOTBETCTBHE

TpeOOBaHUSIM CIICU(PUKAIINH;
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B pazaene «HexenarenbHas peakuusi (SIBI€HHUE) B COOTBETCTBHM C
tepmuHojorueit MedDRA» no/mKHBI ObITh HCIIOIB30BaHbI COOTBETCTBYIOIIHE
TEPMUHBI HU3KOTO YPOBHSI JIJIsl OTPAKEHUSI XapAKTEPUCTUKU JICKAPCTBEHHOTO
npernaparta M HEXeJaTeIbHOW pPEaKIuu (COBOKYIMHOCTH HEXEIaTeIbHbIX
peakiuii) B pe3yiabTaTe MNPUMEHEHUs JIEKQpCTBEHHOIO IIperapara c
noJIo3peBaeMbIM JIepeKTOM KadyecTBa. B ciyuae, ecid 3TO MPUMEHUMO IO
pe3yibTataM OLIEHKH COOOIIEHHS] OTHPABUTENIEM 3aloJHSETCA pas3jel
«/lnarno3  (cMHAPOM) MO  MHEHHUIO  OTHpPABUTENSA,  U3MEHEHHUE
KJIacCU(UKAITMOHHOTO OTHECEHUS peakiuu (siBJieHUs)» (HOPMBI COOOIICHUS C
BKJIIOUEHHEM COOTBETCTBYIOIIMX OOOCHOBaHM B pazzaene «KomMmeHTapuu
OTIPABUTETIS;

JNOTIOJIHUTENbHBIE KOMMEHTAapUU B OTHOIIEHUU JIEKAPCTBEHHOTO
CpelcTBa B TEKCTOBOM (popMe BKIIIOUAIOTCA B pazjaen «JlomonHuTenpHas
uH(poOpMaIIKs 10 JICKAPCTBEHHOMY Mpenapary.

7.3.12.5.2. CooO1ieHusi 0 HEXeNaTeIbHbIX PEAKIMSIX, CBSI3aHHBIX C
npuMeHeHrneM (panbCcupUIUPOBAHHOTO JICKAPCTBEHHOTO Mpernapara.

[Ipu dopmupoBaHnu CcOOOIIEHUN O HEXENATEIbHBIX PEAKIHIX,
CBSA3aHHBIX C MPUMEHEHUEM JIEKAPCTBEHHOIO IMpernapara, MJis KOTOPOro
MO/I03PEBACTCSl WM MOATBEpPKJEH GakT (danbcudukanuu IelCTBYIONIUX,
BCIIOMOTaTEeIbHBIX BEIIECTB WU B 1I€JIOM JICKAPCTBEHHOTO TMpernapara, B
paznene «HexenarenbHast peakuusi (SIBI€HHWE) B  COOTBETCTBUHM C
tepmunonorueii MedDRA» cnegyer wucnonb3oBaTh HWKHUW ypPOBEHb
tepmunosorun MedDRA, Hanbosiee TOUHO OTpakaronuid MHPOPMAIUIO T10
banbcupuMpoOBaHHOMY  JIGKAPCTBEHHOMY TIpernapary, IpeACTaBICHHOE
MIEPBOUCTOYHUKOM.

OO0mme TpUHIMIBI OTPAKEHHS B AJIEKTpoHHOM (popmare manabix E2B

uH(OpMAIUU 0 HEXKEIATeIIbHON PEAKIINH BKIIOYAIOT CIEAYIOIIEE:
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B JIOTMIOJJHEHHE K O00S3aTeIbHOMY JUIS  3allOoJIHCHHS  pa3jielny
«HamMeHOBaHME JIEKQpCTBEHHOIO IMpemapara CcomlacHO HWHGOpMaIUH
NIEPBOMCTOYHUKAY 3anojHsercss pazaen «MHdopmaius 1o JieKapcTBEHHBIM
mpenaparamMm» B COOTBETCTBMM C  HHGOpMAIME, MpeICTaBICHHOM
MIEPBOMCTOYHUKOM U COIVIACHO PEKOMEHJIAIUAM MO (POPMHUPOBAHUIO JAaHHBIX
B OTHOIICHUU TMOA03PEBAEMBIX, B3aMMOJCHCTBYIOIIMX W OJHOBPEMEHHO
Ha3HAYaeMbIX JICKAPCTBEHHBIX Mpenaparax;

B pazzaene «JlomonHuTenbHas UWHQOpMAIUS 1O JIEKAPCTBEHHOMY
npenapary»  BbIOMpaeTcss  AJIEMEHT  CTPYKTYPUPOBAaHHBIX  JIaHHBIX
«Danbcudukar» B ciryyae HaJIWYUS MOJO3PEHUSI WK TTOATBEPKACHUS (pakTa
MIPUMEHCHUS banbcuUIMPOBAaHHOTO  JIEKAPCTBEHHOTO npermnapara:
JIEKQpCTBEHHBI IIpernapar I0CJ€ HCTEYEHUs CpOoKa TOJAHOCTH, KOHTPOJb
KayecTBa CEpUU M TApPTUU JIGKQPCTBEHHOIO Tpemnapara IMOATBEPAMII
COOTBETCTBHE TPEOOBaHUSIM cCreludUKANN, KOHTPOJIb KaueCTBa CEpPUU U
NapTUyM  JIEKAPCTBEHHOIO  Mpenapara  MOATBEPIUSI  HECOOTBETCTBUE
TpeOOBaHMUAM CITeU(UKAIINH,

B pazaene «HexenarenbHas peakius (SIBJIEHHE) B COOTBETCTBUU C
tepmuHoiorueit MedDRA» no/KHBI ObITh UCIIOIB30BaHbl COOTBETCTBYIOIIIHE
TEPMUHBI HIXKHETO YPOBHS JIJIs1 OTPAKEHUS XapaKTEPUCTUKH JICKAPCTBEHHOTO
npernaparta M HEXeJaTelbHOW peakiuui (COBOKYMHOCTH HEXKeIaTeIbHbIX
peakiuil) B pe3ynbraTe MNPUMEHEHHUS JIEKApCTBEHHOTO IMpemnapara, s
KOTOPOTO TIO/IO3peBaeTCsl Wi ToATBepxkaeH dakt danbcudpukanuu. B
cilydae, €CJM 93TO MPUMEHHUMO II0 pe3yjibraraM OIEHKH COOOIICHUs
OTIpABUTENIEM 3amoJiHsIeTcsa pazaen «Jluarno3 (CUHAPOM) IO MHEHHIO
OTIPABUTENSA, MW3MEHEHUE KJIACCU(DUKAIIMOHHOTO OTHECEHUS peaKIuu
(sBneHus)» (GOPMBI  COOOIEHHUS C  BKJIIOYCHHEM COOTBETCTBYIOIIMX

o0ocHOBaHui B paznene «KoMMeHTapuu OTIIPaBUTEIIS»;
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JOTOJIHUTEIbHBIE KOMMEHTapUMM B OTHOLICHHWH JIEKAPCTBEHHOIO
CpeACTBa B TEKCTOBOW (hopMe BKIIIOYAIOTCA B pasnen «JlomonHurtenbHas
uH(pOpMaIus 1o JIEKapCTBEHHOMY IIpenapary».

7.3.12.6. CoobuieHuss 0 MOA03peBaeMOi Iepenade HUH(PEKINOHHOTO
are’HTa IoCpeACTBOM JIEKAPCTBEHHOTO MIpEIapara.

[Ipu QopmupoBaHUU COOOIMIEHUN O HEXKEIATEIbHBIX PEAKIIUIX,
CBA3aHHBIX C TIOJO3peBaeMol  mepenaueld  MH(EKIIMOHHOTO  arcHTa
IIOCPEACTBOM JIEKAPCTBEHHOIO Impenapara, B pasaene «HexenarenpHas
peakuus (sIBJI€HHE) B COOTBETCTBMHM C¢ TepMuHoioruer MedDRA» crnenyer
UCIIOJIb30BaTh HUKHUK ypoBeHb TepMuHonoruu MedDRA, Haubonee To4HO
OTpaXkarolun UHGpOpMAaIUIO IIEPBOUCTOYHUKA OTHOCHUTEJIBHO
UH()EKITMOHHOTO areHTa.

7.3.12.7. CooOuieHust 0 MOAO3PEBAEMBIX HEKEIATENbHBIX PEAKLHUX,
NOJIyYEHHBIE MO pe3ylbraraM paldOThl CHCTEM OPraHM30BAHHOTO cOopa
JAHHBIX.

OO0mue pekoMeHJaluyd MO YNPaBICHUIO JaHHBIMU HMHJWBUYaJbHBIX
COOOILIEHUI O HEXENaTeNbHBIX PEaKlUsiX, MOJy4YaeMbIX B XO/€ MPOBEACHHUS
NOCTPErUCTPALIMOHHBIX HCCIEAOBAHUN (MHTEPBEHLIMOHHBIX KIMHUYECKHUX
UCCJIEIOBAaHUM M HEUHTEPBEHI[MOHHBIX HCCJIENOBAHMI) OIpENeeHbl B
ITYHKTE 7.2.2.2.1 Hacroammx  IIpasui. IIpu (dopMHpOBaHUU
UHAUBUAYATbHBIX COOOIICHUH O HEXKENaTeNbHbIX PEaKLMsX, BbISIBICHHbBIX
IpU MPOBEACHUM JAHHBIX HCCIEAOBAHUN, B 3JIEKTPOHHOM (hopmare JaHHBIX
E2B B pasnen «Unentudukanus HCCIEIOBAHUS» HEOOXOAUMO BKIIFOUUTH
uH(OpMAIMIO O TUIIE UCCIIEIOBAaHMS, HAMMEHOBAHUM HUCCIIEIOBaHUS, HOMEpE
UCCIIEOBAHUSI, ITPUCBOECHHOM CIIOHCOPOM, M PETUCTPAMOHHOM HOMEPE
VCCIICOBAHUS.

Pekomenganuy 1o ynpaBJICHHIO WHIWBHAYaJIbHBIMH COOOLIEHUSMH O

HE)KEJIATEIIbHBIX PEaKIUAX, IOJIYYEHHBIX MpPU MNPOBECACHUU MNPOTPAMM
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MOJIEP>KKU MallMEHTOB WJIM MAPKETHUHTOBBIX HCCIIEOBATEIbCKUX MPOrpamMm
onpeesieHbl B myHKTe 7.2.2.2.2 Hactosmux [Ipasui.

[Tpu dhopmupoBaHNM MHIAUBUAYAIBLHBIX COOOIICHUN O HEXETaTeIbHbBIX
peakmusaX, TOJYyYCHHBIX IPH BBIMOJTHEHUU MPOTPAMM OPTaHW30BAHHOTO
cOopa TaHHBIX CIEAYET YUYUTHIBAThH CIEAYIONINE PEKOMEH AN U:

7.3.12.7.1. B cnydae (popMHpOBaHHUS COOOIIEHUN O HEXKeIaTeIbHBIX
peaKIusiX, B OTHOUICHUU KOTOPBIX IPOTOKOJIOM HEHUHTEPBEHIIMOHHOTO
MOCTPETUCTPALIMIOHHOTO UCCIIEIOBAHUS OMpPENIeIICHO BBITIOJTHEHUE
CUCTEMATU3UPOBAHHOTO cOOpa JaHHBIX, JUOO B CiIydae €Clid MporpaMMoi
NPUMEHEHHUS W3 COOOpaKEHWHM COCTpajaHus WM WHANBUIYaJTbHOTO
NPUMEHEHHUS TMPETyCMOTPEH AaKTUBHBIA COOp MaHHBIX IO OE30MacHOCTH,
100 B ciaydae MOJydYeHUs] COOOIIEHUN B PE3yJbTaTe BBITIOJIHEHHS TPOTrpaMM
MOJIIEP)KKH TMAlIMCHTOB WJIM MAPKETHHTOBBIX HMCCIEAOBAaHUH, COOOIIEHUS O
HEXEJIaTeIbHBIX PEAKIUAX CUYUTAIOTCS TOJYYCHHBIMH II0 3allpocy W B
paznene «Tum cooOuieHus» BbIOUpaeTcst dJIeMeHT JaHHbIX «CooOIIeHue,
MOJIyYeHHOE TPU MPOBEJCHUN UCCIEAOBAHUS», €CIIH TI0JJ03PEBACTCS HAIMYNE
B3aMMOCBSI3M MEXKIy HCCIEAYEeMbIM JIEKAPCTBEHHBIM IMpenaparoM U
HEXeENaTelbHOU peakuuen. B pasgene «Tum uccnenoBaHusi, B KOTOPOM
BBISIBJICHA HEKeJlaTelabHas pPEaKIus» BBIOMPACTCS  COOTBETCTBYIOIINN
aeMeHT JaHHbIXx «WHble wucciaegoBanusy wim  «MHauBUAYanbHOE
npuUMEHEHHe TmalMeHToM». B chydae, eciam Tmpeamojaraercsi Haludue
B3aMMOCBSI3M HEXKEJIaTeIbHON pEeaKkIuyd C JICKAPCTBEHHBIM MPEMapaToM,
KOTOpOE€ HE SIBJISIETCS OOBEKTOM MCCJIENIOBaHUS W HE TMPEAIojiaraercsi B
Ka4eCTBE NPUYMHBI HEXKEIATeIbHOH POJb PEaKIUd B3aUMOJCUCTBUS C
M3y4aeMbIM JIEKAPCTBEHHBIM TIpernapatoM B pazjaenie «Tum cooOIIeHus»
BBIOMpAETCS DJIEMEHT JaHHbIX «CTIOHTaHHOE COOOIIICHHEY;

7.3.12.7.2. B cnyyae ¢opMupoBaHUsS COOOIICHHI O HEXKeIaTeIbHBIX

pC€aKiuAX, B OTHOHIICHHMH KOTOPBLIX IIPOTOKOJOM HCHHTCPBCHLHMOHHOI'O
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MOCTPETUCTPALIMOHHOTO ~ HCCIIEOBAaHUSI HE  ONPENCIIEHO  BBIIIOJIHEHUE
CUCTEMATU3UPOBAaHHOTO cOopa JaHHBIX, JUOO B Clydyae MPOrpaMMBI
NPUMEHEHUST U3  COOOpAXKEHMH  COCTpaJlaHusl  WJIM  [POrpamMMbl
NEPCOHAIU3UPOBAHHOIO MPHUMEHEHUS, B KOTOPOM HE MNPEayCMOTPEH
aKTUBHBIA COOp JAHHBIX MO OE30MacHOCTU, COOOIIECHHUS O HEXKeIaTeJIbHBIX
pEaKIUAX CUYUTAIOTCS CIHOHTAaHHBIMH COOOIICHHSIMHU W B pazaene «Tum
COOOIIIEHH» BBIOMpAETCA dJIeMEHT JaHHbIX «CIIOHTaHHOE COOOIICHUEY,
€CIM  IOJ03PEBACTCS HAJIMYME B3aUMOCBSI3M  MEXIY HCCIEIyEeMbIM
JIEKapCTBEHHBIM [IPENApaTOM U HEXKENIATEIIbHON peaKIuen;

7.3.12.7.3. B cnydae ¢GopMupoBaHUS COOOIIEHUS O HEXKeIaTeIbHON
pEaKIUH, MOTYYECHHOW MPH MPOBEICHUU UHTEPBEHIIMOHHOTO KIMHHYECKOTO
UCCIIEN0BAHUS, IJIsI KOTOPOU MPEANOIaracTcs Halu4ue B3auMOCBSI3U C UHBIM,
HEXEJIH UCCIENyeMbId, JIEKApCTBEHHBIM IpEmapaTroM, a TakKxke He
npeanoiaraercss B KayeCcTBE MPHUYMHBI HEXENATebHOM pEeakluu pPojb
peaKkIMi B3aUMOJICUCTBUSI C MCCIEAYEMBbIM JICKAapPCTBEHHBIM IMpENaparom,
COOOIIEHWE O HEXKENATeNbHBIX PEaKIMsIX CYUTAIOTCS CHOHTAaHHBIMHU
cOOO0IIeHUsIMU U B pazfene «Tum cooOmmeHus» BeIONpaeTCs JIEMEHT TaHHBIX
«CrIOHTaHHOE COOOIIECHUE.

7.3.12.8. [lonyueHne MUHMMaJIbHOM OTCYTCTBYIOIIEH HH(POPMALIUH.

[Ipy mnonayyeHWH MUHUMAJIBHOW OTCYTCTBYIOUIEH MH(pOpMALMK B
OTHOIIEHUW PpaHEe HEBAIMIHOTO HWHIWBHUAYAJIbHOTO COOOIICHHUS O
HEXEJIaTeIbHON PEaKINy CIEIYET COOMIONATh CIEAYIOIINEe PEKOMEH NN 110
BHECCHMIO JJAHHBIX:

Jara B pasjiesie NaHHbIX «/laTa momydeHus: mepBUYHOTO COOOLIEHUS OT
penoprepa» JOJKHA OTpaxkaTb Jary [OJY4YEHUs [EePBOHAYAIBHOTO
HEBAJIMIHOTO UHAMBHUIYaJIbHOTO COOOIIEHHUS O HEeXKENaTeIbHON PeaKInu;

7ara B pasnene JaHHbIX «/lata momydyenus nocienHelr nHGOpMAIIHH 110

COOOIICHHMIO»  JOJDKHA  OTpakaTh  JaTy TMOJYyYCHHUS  HEIOCTarolmen
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MUHUMAJIbHOW HHQOpManuu sl oOecreueHus COOTBETCTBUS KPUTEPHUSIM
BaJIMAHOCTH MHANBUYAIbHBIX COOOIICHUN O HEKENATeIbHOW PEaKIInu;

B pazmen «Kparkoe omnucaHue, BKIIIOYAs KIMHUYECKOE OMUCAHUE
cilyyas, TepareBTUYECKUE MEPhI, UCXOJl U JIOMOJIHUTENbHAS UHGOpMAIUS 110
CIIy4aro» CIEAYEeT BKIIOYUTHh YKa3aHUE TOrO, KaKHUE€ U3 YETBIPEX IJIEMEHTOB
MUHUMAJIbHOW WH(OpMAIIMU O HEXeJaTeIbHON pPeaKklMd OTCYTCTBOBAIU B
MepBOHAYATILHOM COOOIIICHHH;

Ha KaXIyl Jary [OJY4YeHHUsS JIONMOJHUTEILHOW HHGOpMalUU
BBITIOJTHSIETCSI OLICHKA COOTBETCTBUSI TPEOOBAHUSIM.

7.3.13. KauecTBO J1aHHBIX B MWHIUBHAYaJbHOM COOOILIEHUH O
HE)KEJIATCIIbHOM pEaKUMU, MPEACTABISAEMBIX B DJJIEKTPOHHOM BHIE, U
yIpaBJICHUE TYOTUPYIOMIMMHI COOOIICHUSIMU O HEXKENaTEIbHBIX PEAKITUIX.

ba3pl maHHBIX HEXKENIATEIbHBIX PEAKUHUN TOCYJApCTB-WIECHOB JOJDKHA
COIEpKaTb BCE CIydyau [OJO3PEBAEMbIX HEKEJATEJIbHBIX PEAKIHH,
MOJIJIeXKAIE PEOPTUPOBAHUIO B COOTBETCTBUU C TPEOOBAHUSIMU HACTOSIIIINX
[IpaBun. Ilpm  mpencTaBneHWM  WHAMBUAYATBHBIX  COOOIIEHUH O
HEXEJIaTeIbHBIX PEaKIUAX B 0a3bl JAHHBIX TOCYIAPCTB-UJICHOB JOKHO OBITH
o0ecreyeHo BBINOJHEHUE TpeOoBaHUM HacToAmuX [IpaBui K 31€eKTpOHHOMY
dbopmaTry JaHHBIX, CTPYKTYPUPOBAHMIO W KOAMPOBAHUIO HHGPOPMAIUU.
YNoJIHOMOYEHHBIE OpTraHbI roCy1apCTB-4ICHOB U JepKaTesIn
PETUCTPALMOHHBIX YIOCTOBEPEHUN HECYT OTBETCTBEHHOCTH 3a BBINOJHEHUE
CHEAYIOIINX MEPOIIPUSITUNA:

BBITIOJTHEHUE KOMIUIEKCA MPOLIETYpP MO 00ECIIEUeHHIO BEICOKOTO YPOBHS
KayecTBa M IICJIOCTHOCTH HWH(POPMAIIUM O HEXEJATeIbHBIX PEaKIIUsiX,
NPEACTaBIAEMBbIX B 0a3y JaHHBIX HEXKENIAaTEeNIbHBIX PEaKIHN TOCyIapCTB-

YJICHOB;
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oOecrieueHue HaJJIeKAILEeTO MOHUTOPUHTA COOTBETCTBUSA
UCIIOJIb3yeMOM TEPMHUHOJIOTUM TyTEeM CHUCTEMaTHYEeCKOM OLICHKUW WU
pEryisipHO# OIIEHKU TPOU3BOJILHON BHIOOPKH;

coOtoieHre TPEOOBAHMI IO Ka4yeCTBY, JOCTOBEPHOCTH MH(OpMAUU U
BPEMEHHU TIPEACTABICHUS COOOIEHUN O HEXKENATeIbHBIX PEaKIUsIX B
YHOJHOMOYEHHBIE OPraHbl FTOCYIaPCTB-YWICHOB;

coOmofieHne TpeOOBaHWM 10 KayecTBY, IEJIOCTHOCTH, TIOJHOTE
COOOIIEHUIT O HEeXeNaTelIbHbIX PEAKIMSIX COMIACHO TPeOOBaHUAM K
CTPYKTYype, (hopMaTy U COAepKaHUIO;

BBITIOJIHEHUNA ~ MpoUEayp MO  YOpaBICHUIO  AYOIUPYIOIIMMU
COOOIICHUSIMU O HEXKEJIaTEIbHBIX PEAKITUIX.

B nensix moaTBep:KJIEHUS COOTBETCTBUSI CUCTEMBbI KAau€CTBA, BKIIOYAs
BBISIBJICHUE W YIpaBICHUE IyOIUPYIOUIMMH COOOIICHUSMH, BBIMOJHEHUE
TpeOOBaHUN K  HE3aMEIJIUTEILHOMY  PEHNOPTUPOBAHUIO,  JIEpXKATEIU
PErUCTPALMOHHBIX YIOCTOBEPEHUN U YIIOJTHOMOUYECHHBIE OPTraHbl TOCY/IapCTB-
YWICHOB JOJKHBI OOECIIEYUTH BBIMOJTHEHUE PETYISIPHBIX M OCHOBAHHBIX Ha
OLICHKE PUCKA ayIMTOB CHUCTEMBbI KauecTBa. [Ipu BBISIBIEHMN HECOOTBETCTBUS
CUCTEMbl KaueCTBAa YCTAHOBJICHHBIM TPEOOBAHUSM JOJAKHBI BBITOJIHITHCS
KOPPEKTUPYIOIIUE MEPONPUATHS, BKJIIOYAS MPOBEICHUE MOCIEIYIOIMINX
aynuToB. JlaThl W pe3ynbrarbl ayJuTOB, a TaKXKe IMOCICIYIOIINX ayJIuTOB,
MO/JIEKAT JOKYMEHTUPOBAHUIO B COOTBETCTBHUM C IMOJOKEHHUSIMHU pasnena S5
Hactroamux IIpaBun.

B coorBerctBMM ¢ TpeOOBaHUSIMM 10  TOIJCPKAHUIO U
COBEPIIICHCTBOBAHUIO CHUCTEMbI KadeCTBa JCp)KaTelsIMU PETruCTPAIMOHHBIX
YIOCTOBEPEHUM U YIIOJTHOMOYEHHBIMH OpPTraHaMu JIOJDKHO OBITh 00€CIedeHo
HAJMYHE JOCTATOYHOTO KOJIMYECTBA KBATH(UIIMPOBAHHOTO W OOYyUYEHHOTO
NepcoHalia IS  BBINOJHEHUS  JCATEIBHOCTH 1O  (papMaKOHAI30pYy.

CHCHI/IaHI/ICTBI, IIPUBJICKACMBbIC K BBITIOJIHCHHU IO ACATCIIBHOCTHU I10
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dbapmakoHa30py, JOJKHBI MPOXOAUTh HAYaJIbHOE U MEPUOJUYECKOE
nocienyriiee 00ydeHre B COOTBETCTBUM C BBIMOJHAEMBIMH (DYHKIIUSIMU U
oOsi3aHHOCTAMU. C LENBI0 JOKYMEHTHUPOBAHUS, MOAAECPKAHUS U Pa3BUTHUS
KOMIIETEHIIMI TNepcoHalia TpedyeTcs (pOpMUpOBaHHME IUIAHA U OTYETOB I10
OOy4Y€HHIO, JOCTYNHBIX JJIi OLEHKH MpU TPOBEACHUU ayJUTOB WJIHU
WHCIIEKIIUH CUCTEMBI (hapMaKoHa130pa.

VYI0JIHOMOUYEHHBIE OpTaHbl TOCY/IAPCTB-UJICHOB PETYSPHO BBIMOIHSIOT
OLICHKY  KayecTBa M  MOJHOTBl  NPEJICTaBIIEMBIX  JeprKaTeasiMu
PETHCTPALIMOHHBIX ~ YIOCTOBEPEHUN  MHAUBUIAYAJIBbHBIX  COOOIIEHUH O
HEXEJIATEJIbHBIX PEaKLUMsX, a TAaKKe BBIIOJIHEHUS TpeOOBaHUU MO CpoOKam
IpeICTaBICHUs] COOOLIEHUN O HexXenaTenbHbIX peakiusx. [1o pesynpraram
BBIIIOJTHEHHOW OLIEHKH JIEP)KATENIM PETUCTPALMOHHBIX  yI0CTOBEPEHHUI
MOTYT HamlpaBJIATbCS OTYETHl, BKIIOYAIOIIME, B CJIy4yae BbISBICHUSA
HECOOTBETCTBUM, PEKOMEHJALMHU MO KOPPEKTUPYIOLUIUM MEPONPUITHSIM U
CpokaM HuX BbINOJHEHHA. C(CrHocoO  BBINOJHEHUS  KOPPEKTUPYIOLIUX
MEpPONPUATHI KW PEKOMEHJIYEMBIE CPOKHM BBIIOJHEHUS 3aBHUCSAT  OT
BBISIBJICHHOTO HECOOTBETCTBUSI CUCTEMbl  KauecTBa  (Hampumep,
KOPPEKTUPOBKA  HCIOJIB3YyEMOT0 B  MHAUBUIYAJIBHOM  COOOLIEHUU
TepMuHosiornyeckoro koga MedDRA Moxer ObITh BBINOJHEHA IyTEM
MpeACTaBICHNUS U3BMEHEHUM B paHee MPECTaBICHHOE COOOIIECHHE).

Hepxaremamu PETUCTPALMOHHBIX YIIOCTOBEPEHUM 151
YIOJHOMOYEHHBIMU OpraHaMy TOCYAapCTB-4JECHOB JOJKHA COBMECTHO
BBINIOJIHATHCS pad0Ta MO YINPABICHUIO TyOIUPYIOIMMHU COOOIIEHUSIMUA TAKUM
o0pa3oM, 4TOObI TapaHTUPOBATh BBISABICHHUE, OLICHKY, MOATBEPKICHUE U
00pa0OoTKy MOTEHIMATBHBIX AyOIUPYIOIIUX COOOIICHUN O HEXenaTeIbHbIX
peaKkuusx.

7.3.14. OOMeH JaHHBIMU O HEXKEIATEIbHBIX PEAKIUAX B AIEKTPOHHOM

BHUAC MCIKY HCCKOJIbKUMM OTIIPABHUTCIIIMHA U I10JIYYAaTCIISAMHU.
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HeobxogumocTs OoOMEHa [aHHBIMU O HEXeNaTeNbHBIX pEaKIUsiX B
AIIEKTPOHHOM BHUJIE MEXIY HECKOJBKIUMU OTIIPABUTENISIMHU WIIH TOTY4YaTeISIMU
MOXET OBITh CBSI3aHA C KOHTPAKTHBIMHU OO0s3aT€IbCTBAMM JepiKaTeliei
PErUCTPALlUOHHBIX  YIOCTOBEPEHMU, MO0 HUHBIMU  OCOOCHHOCTSIMU
OpraHu3allluy NPOIECCOB cOOpa JaHHBIX O HEXKENATEIbHbBIX PEAKIIUIX.

[Iponienypsl oOMeHa JaHHBIMU O HEXKENATEIbHBIX PEAKIUAX JOJHKHBI
OBITHh OpPraHW30BaHBI M BBIMIOJHATHCA TAaKUM 00pa3oM, 4TOOBI B IIpoIecce
oOMeHa uHpoOpMaIUs O HEXeNareJbHON peakiuu He Obula MpomylleHa WUid
M3MEHEHA, 32 UCKJIIOYEHUEM TEX CJIy4YaeB, KOIJla y4acTBYIOIIEH B Iepenade
WHJIUBUyAJIbHOTO COOOIIEHHUSI CTOPOHE CTAHOBSTCS JIOCTYIHBI HOBBIC
JTAHHBIE O COOTBETCTBYIOILIECH HEKEIIATEIbHON PEAKIIUU.

B umensax ymywmieHuss KadyecTBa IMPEJCTABISAEMBIX COOOIIECHUN O
HEXEJIaTeIbHBIX PEaKIUsAX, B CIIy4ae BbISIBJICHUS OTIIPABUTEIEM OIITUOOK HIIH
HECOOTBETCTBUM B COOOIIEHHHM,  PEKOMEHIYETCS  CBSI3aThCAd  C
MIEPBOUCTOYHUKOM COOOIIECHUS JUISt obecrieyeHus BHECCHMUS
COOTBETCTBYIOIIUX KOPPEKTUPOBOK B TMepBUYHOE coobmienue. [lpu
HEBO3MOXHOCTH BBITIOTHEHUS KOPPEKTUPOBKM TMEPBUYHOTO COOOIICHHUS B
CPOK, YCTAHOBJICHHbIM TpPEOOBAHUSIMH K TMPEJACTABICHUIO COOOIIECHUNU O
HEXKEJaTeIbHBIX PEAKIUSIX, OTIPABUTEIIEM MOTYT ObITh BHECEHBI U3MEHECHUS
CaMOCTOSITEJIbHO B YaCTH HEKOPPEKTHOTO CTPYKTYPUPOBAHUS IAHHBIX.

Ha Bcex sramax oOMeHa HaHHBIMH O HEXKEJATEIbHBIX PEAKIMIX B
AIIGKTPOHHOM BHUJ€ JOHKHBI BBINIONHATHCA TPEOOBAaHUS K JJICKTPOHHOMY
dopmary pannbix E2B B wactu mpenocraBieHuss  TOCIEAYrOUIEH
uHpoOpMalMu O HEXeNaTeJIbHbIX peakuusx. HeBbIolHeHnE JAaHHBIX
TpeOoBaHUM  (OpMHUPYET PHUCK HAPYUICHUS] CUCTEMbl  yIPaBJICHUS
ANIEKTPOHHBIMUA JAHHBIMU O HEXKENATENbHbIX PEAKIUAX M CHOCOOCTBYET
(GhOpMUPOBAHUIO TYOIHMPYIOMKUX COOOIICHMI B 0a3e TaHHBIX HEXKEIaTeIbHBIX

peaKkIyil moTy4yaTes.



300

7.4. CoTpynHuuectBo co BecemupHoit
OpraHHU3aluel 3ApaBOOXPAHECHHUS
VYIOJIHOMOYEHHBIMA OpraHaMy TOCYAapCTB-UJIEHOB OOECIEYUBACTCS
peryisipHO€ MNPEICTaBICHUE WHJIMBUIYATbHBIX COOONICHUN O BBISBICHHBIX
Ha WX TEPPUTOPHUSIX U TIOAO3PECBAEMBIX HEXKEIATECIBHBIX PEAKIHUSAX Ha
JeKkapcTBeHHble mnpenaparbl B CoTpyaHuyarommi  1neHtp BcecemupHoi
OpraHu3alMK 3PaBOOXPAHCHUS C ETbI0 BKIIOUEHU MHGOpPMAIMU 00 3TUX
ciyyasx B 0a3y JIaHHBIX HEXeNaTeJIbHBIX peakiuii BceMupHoON opraHu3anuu

37paBOOXPAHCHHSI.

8. Ilepnoauyeckuii OOHOBISAEMBII OTYET MO OE30MIaCHOCTH

[lepuoanyeckuit oOHOBIsieMbld oT4eT 10 Oe3omacHoctu (ITOOB)
MPEACTaBIACT COO0M JOKYMEHT IO (hapMaKOHAA30Py, KOTOPBIA ITO3BOJISICT
JIepKATeI0  PETUCTPAIMOHHOTO  YIOCTOBEPEHHUS IPEACTABUTh  OICHKY
COOTHOIICHHS  «IMOJb3a — PHUCK» JIEKAPCTBEHHOTO TMperapara Ha
OTIPECICHHBIX dTaNax IMOCTPETUCTPAIMOHHOTO ITEPHO/IA.

VYO IHOMOYCHHBIMHU opraHaMu rOCyIapCTB-YJICHOB JOJKHA
BBITIOTHATBCS  OIICHKA  IEPUOJAMYECKOTO  OOHOBIIEMOTO  OTYeTa 110
0€30IMacHOCTH C YCTAHOBJICHHEM BO3MOYKHBIX HOBBIX BBISBIICHHBIX PHCKOB H
WX BIHMSHUS Ha OICHKY COOTHOIICHHS «IOJIb3a — PHUCK» JIEKAPCTBEHHOTO
npenapara. Ilo pe3ynpraramM OIEHKHM TIEPHOAUYECKOTO OTYEeTa 110
0€30MacHOCTH YMOJHOMOYEHHBIM OpraH TOCydapcTBa-djeHa OmpenesseT
HEOOXOJIMMOCTh BBITIOTHEHUS JabHEHITNX HCCASAOBAaHUNA 0€30MacHOCTH
nin 3(PGEeKTUBHOCTH JICKAPCTBEHHOTO IIperapara, MPUMEHCHHS TEX WIH
WHBIX JICUCTBUI B OTHOIICHHWH PETHCTPAIMOHHOIO CTaTyca JEKapCTBEHHOTO
nmpernapara WM BHECCHHS HW3MCHCHHH B €ro OOIIYI0 XapaKTePUCTUKY
JICKapCTBEHHOTO Tperapara B IEJIIX OOECIeUeHUs €ro MPUMEHCHHS IpU

IIPCBBLIMNICHHUHA 110JIb3bI HaJl PHUCKOM.
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8.1. HGJ'II/I MNEPUOANICCKOTO OOHOBJIIEMOTO OTYETa 110 OE30ITaCHOCTH

8.1.1. OCHOBHOH IIETBI0 TIEPHUOIUYECKOTO OOHOBJISIEMOrO0 OTYETa II0
0€30TMacHOCTH SBJISICTCSI MPEACTABICHNE MCUSPIBIBAIONIETO W KPUTHUECKOTO
aHalM3a COOTHOIICHHS «I0JIb3a — PHUCK» JIEKAPCTBEHHOTO IIpemapara ¢
y49E€TOM BCEX HOBBIX JTaHHBIX MO OE30MaCHOCTH U KyMYJISTHBHOTO BIIUSHUS
ATUX JAHHBIX Ha MPoduib 6€301macHOCTH U 3PHEKTUBHOCTH JIEKAPCTBEHHOTO
npemnapara. Ilepuogmdyeckuii  OOHOBISEMBIH OTYET 1O 0OE30MaCHOCTH
SBIIACTCSI MHCTPYMEHTOM TMOCTPETUCTPAIIMOHHOM OIEHKH COOTHOIIEHUS
«IoJb3a — PHUCK» JIEKAPCTBEHHOTO IMperapara Ha OIpeaeNIeHHBIX JTarax
YKU3HEHHOTO IIMKJIa JISKApCTBEHHOTO TIperapara.

[lepuonuueckuit  OOHOBISIEMBIM  OTYET MO  OE30MacCHOCTH  HE
NpelHa3HAaueH Il HE3aMEJIUTENIbHOTO  TPEACTABICHHUS  BaKHOU
uHdopmaruu mo 0e3omnacHoCcTH Wik AQHEKTUBHOCTH, a TAKKE HE SBIACTCS
WHCTPYMEHTOM  BBISIBJIEHHS HOBOHW HWHGOpMaMu 1O  OE30MaCHOCTH.
BrlTloTHeHHE KyMYJISITUBHOM  OICHKM JAHHBIX IO OE€30MacHOCTH |
3 (PEKTUBHOCTH B MEPUOIUYESCKOM OOHOBJISIEMOM OTYETE 1O 0€30MacHOCTH
MOXET TPHUBOAUTh K WACHTU(GUKAIMK HOBBIX AaCHEKTOB  MPOQuis
6e3omacHOCTH WK d(PPEKTUBHOCTH JIEKAPCTBEHHOTO Mpermapara.

8.1.2. Jlepxarenem  perucTpalliOHHOTO  yAOCTOBEPEHUS  JTOJKHBI
MIOCTOSTHHO BBITIOJIHATHCS OIEHKA W aHAJIW3 BJIUSHUS HOBBIX JaHHBIX Ha
COOTHOIIICHUE «IOJIb3a — PHUCK», TMPOBOAUTHCS TEPEOICHKA aHHOTO
moKasaremnsi, a TakkKe ONpPEeNesiThCI HEOOXOAUMOCTh  ONTHMHU3AIUU
COOTHOIICHHS «IOJIb3a — PHUCK» MyTeM BBeAeHUS I(G(EKTUBHBIX MEp IO
VOPABJICHHI0 PUCKAMHU W WX MHHHMHU3AIWM TP BBISIBICHUW HOBOU
uHdopMaIus 1Mo 0e30MacHOCTH JIEKAPCTBEHHOTO Iperapara B IPOIECcCce ero

HNOCTPCTUCTPATMOHHOI'O IIPUMCHCHM .
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8.2. [IpuHIUIIBI OTICHKU COOTHOIIEHUS «I10JIb3a — PUCK»
B MIEPUOINYECKOM OOHOBJISIEMOM OTYETE IO 0€30MACHOCTH

O1eHKa COOTHOIIECHHUSI «I10J1b3a — PUCK» JOHKHA HOCUThH HEMPEPHIBHBIN
XapakTep Ha TMPOTHKEHUH BCETO JKM3HEHHOTO IMKJIA JIEKapCTBEHHOTO
mpemapara B LENAX OOECHeueHUs 3alluThl 30pOBbS HACEJICHUS W
MOBBIINIEHUST ~ 0C30MaCHOCTH  TAIMEHTOB  IMOCPEACTBOM  pean3aliuu
3¢ (PEeKTUBHBIX MEp MO MUHMMU3AIMU pucka. Muadopmanms nmo 6e3onacHocTH
1 3G (PEKTUBHOCTH JIEKAPCTBEHHOTO Tperapara, cooupaeMasi Ha MPOTSHIKEHUH
COOTBETCTBYIOIINUX MPOMEXKYTKOB BPEMEHH, KOTOPHIE COCTABIISIOT OTUYCTHBIC
NIEPUOBI, SBISETCS OCHOBOM ISl TAKOW OLEHKM M aHanu3a. OueHka pucka
OCHOBBIBa€TCS Ha HMHPOpPMAIMM TI0O BCEM AaCMEeKTaM MPUMEHEHHS
JEKapCTBEHHOTO  Mpemapara,  BKJIOYas  JUIMTENbHOE  MPUMEHEHHE
JIEKapCTBEHHOTO Tperapara, OCOOCHHOCTH TNPUMEHEHUS B peallbHOU
MEIUITMHCKON TIpaKTHUKe, NPUMEHEHHWE HE B COOTBETCTBHU C OOIIeH
XapaKTepUCTUKOW JICKQPCTBEHHOTO Tperapara WiIW HWHCTPYKIUMEH 10
MEIUITMHCKOMY TNPUMCHCHHIO, TIPUMEHEHUS Y OCOOBIX IOMYJISINH.
Hcrounvnkn wHOpMAIIMU OTHOCHUTEIBHO pE3YyJIbTAaTOB TMPUMEHEHUS HE B
COOTBETCTBUHU C OOIIEH XapaKTepUCTUKOW JIEKAPCTBEHHOTO Tpemapara Wiu
WHCTPYKIIMEH TI0 MEIUIIMHCKOMY TPUMEHCHHWIO BKIIFOUAIOT JaHHBIC 10
OIICHKE TMPUMEHEHMS JIEKApCTBEHHOTO TIperapara B YCJIOBHUSAX peajbHOMN
MEIUITMHCKON TPaKTUKH, JaHHBIE CIIOHTAHHOTO pEMOPTHPOBAHUS U
nyOIuKaluy B MEIUIIMHCKON TuTepaTrype. OleHKa MoIb3bl OCHOBBIBAETCS Ha
pe3yiabTarax, TONYyYeHHBIX B XONI€ KIMHUYECKUX HCCICIOBAaHUN U
pesyapTarax TPUMEHCHHS B PEajbHOH MEAWIIMHCKOM TMPaKTHKE 10
OMOOpEHHBIM TIOKa3aHWSAM K MPUMEHEHHIO. VIHTerprpoBaHHAs OIICHKA
COOTHOIIICHUS «ITOJIh3a-PUCK» JIOJDKHA BBIMOJTHATHCS 110  KAXIOMY W3
00OpEHHBIX MOKa3aHW K MPUMEHEHHWIO M YYUTHIBATh PUCKHU, CBSI3aHHBIC C

NpUMEHEHWEM JIEKApCTBEHHOTO IIpernapara He B COOTBETCTBHHU C OOIIEH
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XapaKTepUCTUKON JIEKQpCTBEHHOTO IMpenapara WM MHCTPYKIHEH 1o

MCIUIUMHCKOMY ITPUMCHCHHIO.

O1neHKa BKITIOYAET CIETYIOLIUE ITAIBI.

8.2.1. Kputnueckuii ananu3 Bced wuHboOpManuu 1o O€30MaCHOCTH,
NOJIy4EHHOM 3a OTYETHBIA TMEpPUOJ, C ONPENEIEHUEM BO3MOXHBIX
BBISIBICHHBIX ~ HOBBIX  CHTHAJIOB,  CBUJETEIBCTBYIOIIMX O  HOBBIX
NOTCHIMAIBHBIX WU HUIACHTU(OUIIMPOBAHHBIX PHUCKAX JHOO TOMOJHEHUU
uH(popManuend HSTUX CUTHAJIOB YXE MMEIOLIUMXCS 3HAaHUW 10 paHee
UJACHTU(OUIIMPOBAHHBIM PUCKaM.

8.2.2. Kputnueckoe o00001IeHHE BCEH MOJIYYEHHOM 3a OTYETHBIN
nepuo uHpopMauu mo 6e30macHocTd U dHPEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara (Kak B paMKax KIMHUYECKHUX HCCIENOBaHUM, TaK W MpHU
IPUMEHEHUU JIEKAPCTBEHHOTO TMpernapara B MEAMIMHCKON NpPaKTUKE) U
OLICHKA BIMSHUS 3TOM MH(GOPMALMM HA COOTHOUIEHUE «II0JIb3a — PHUCK»
JIEKapCTBEHHOT'O IIpenapara.

8.2.3. BbINOJIHEHME WHTErPaIbHOIO aHAIW3a COOTHOIIEHUS «IO0JIb3a —
PHUCK» Ha OCHOBAaHHUM BCEX KYMYJISITUBHBIX JIAHHBIX HAuWHAsI C JaThl IEPBOM
pEerucTpaluy JEeKapCTBEHHOIO Mpernapara Wid JaThl IEPBOTO pa3pelieHus Ha
IPOBEICHNE MHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIIEA0OBAHUS B KAKOM-THO0
U3 rocynapcTB. B ciyuae, eciu jgata mepBOro paspeunieHusi Ha MpOBEACHUE
WHTEPBEHIIMOHHOTO  KJIMHUYECKOTO  WCCIEJOBaHUS  HEAOCTYIHA WU
JepKaTesib PErUCTPALIMOHHOTO YIOCTOBEPEHHSI HE UMEET JOCTYIA K JaHHBIM
N0 KJIMHUYECKOM pa3paboTKe JIEKapCTBEHHOTO Ipenapara, Hanbosiee paHHUN
JOCTYTHBIA MEPUOJ Hayajga NPUMEHEHUs JEKapCTBEHHOTO Mpernapara MOXeET
ObITh HCIOJB30BAH B KAue€CTBE HAYaJbHOIO ATama Mg IOCIEIyIOLIEro

BKIIKOUCHHUA KM OLCHKU KYMYJIATHUBHBIX JJAHHBIX.
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8.2.4. O600menne wuHbOpPMAIUM [0 MepaM MHHUMH3AIUKM PHUCKA,
KOTOPbI€ MOTJIM BBITIOJIHITHCS WIJIM BBITIOJHSUIUCH HA MPOTSXKEHUHU OTUYETHOTO
Nepro/ia U 3arJIaHUPOBAHHBIE MEPHl MUHUMM3ALIMY PUCKA.

8.2.5. OmnpenenieHre IUIaHA OILEHKW CUTHAJIOB, PUCKOB U (WJIH)

MPEAJIOKEHUHN 10 JOTIOJIHUTEIBHBIM MepaM 1o papMakoHaA30Py.

8.3. [IpuHIUIBI TOATOTOBKHU
MEPUOINYECKOTO OOHOBIISIEMOTO OTYETa 10 0€30TTaCHOCTH

JlepkaTenb PETUCTPAIMOHHOTO YAOCTOBEPEHUSI JIOHKEH TOTOBHUTH
CAUHBIN MEPUOJUYECKUN OOHOBIISIEMBIN OTYET MO OE30MacHOCTU ISl BCEX
MIPOM3BOIMMBIX JICKAPCTBEHHBIX IpENapaToB, COACPKAIIUX OTHO U TO JKE
JEHUCTBYIOIIEE BEIIECTBO WM OJHY M Ty K€ KOMOWHAITMIO JIEUCTBYIOIIHUX
BCILIECTB TI0 BCEM OJI0OPEHHBIM TMOKA3aHUSAM JUIsl JTAaHHBIX JICKAPCTBEHHBIX
mpenaparoB, crnoco6aM HX BBeACHUS, (opmMaM BBITyCKa U pexUMaM
J03UPOBaHUA. B YacTHBIX Ciydasx MOXKET MOTpeOOBaThCs MPEICTaBICHUE
JAHHBIX TI0 OTJICILHBIM MTOKa3aHUsAM, (POpMaM BEITTyCKa, CIIOCO0aM BBEIACHUS
WIM pPEeKAMaM JIO3UPOBAaHMs KaK OTIEIBHOTO pazjesia IMepuOIUIeCKOro
OOHOBIISIEMOTO OTYETa MO0 O€30MAaCHOCTH C COOTBETCTBYIOIIUM OIHUCAHUEM H
aHaJM30M acCIeKTOB Mpodwrs 6e30MmacHOCTH U 0e3 MOATOTOBKH OTAEIIHBHOTO
MEPUOTUICCKOTO OOHOBISIEMOTO oOT4eTa Mo Oe3omacHocTH. Ilomroromka
OTIEIHHOTO MIEPUOANIECCKOTO OOHOBIISIEMOTO OTYETa IO 6€30IMaCHOCTH MOXKET
OBITh 000CHOBaHAa B WCKIIFOUMUTENBHBIX CIydasx (Harmpumep, Mpu HaTUIUU
(GhOopMBI BBITTYCKA C MOJHOCTHIO OTIIMYHBIMHU MOKA3aHUSMH K METUITMHCKOMY
MPUMEHCHUIO JTAHHOTO JIEKAPCTBEHHOIO IIperapara OT APYrux ero ¢opm
BBINTYCKA) TIO COIJIaCOBAaHHWIO C YIOJHOMOYEHHBIM OpPraHOM TOCYIapCTBa-

HJICHA.

8.4. CipaBouHast UH(popMaLus
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8.4.1. B kawyecTBe cHpaBo4YHOW HH(OpPMALMKA TIO JIEKAPCTBEHHOMY
npenapary — JepiKareleM  pPEerUCTPAlMOHHOTO  yAOCTOBEPEHUS]  MOTYT
UCIIOJIB30BAThCS CIEYIOLINE UCTOYHUKHN pepepeHTHON HHPOpMaLIUHU:

MEpEUYEeHb OCHOBHBIX JJAHHBIX IO JIEKAPCTBEHHOMY CPEACTBY JI€pAKATEIIs
peructpanuontoro ynocropepenus (I1O/JIC), koTopslil BKIIIOUAET JTaHHBIC
no Oe30MacHOCTH, TMOKa3aHWid K MPUMEHEHUIO, PEXUM JTO03UPOBaHUS,
dbapmakoIoruuecKkue CBOMCTBA W Jpyryr0o HHGOPMALMIO B OTHOIICHUU
JeKapcTBeHHOro mnpenapara. HMHdopmanus mno 0e301acHOCTH, KOTOpas
BKJIIOUEHA B TIE€PEYEHb OCHOBHBIX JAHHBIX IO JIEKAPCTBEHHOMY CPEICTBY,
ONpEAENsIeTCs KaK OCHOBHas HHGpopManus 1o Oe30MacHOCTH JAeprKaTeis
PETUCTPALIUOHHOTO YIIOCTOBEPEHHUS (OUBK). [Ipu MTOATOTOBKE
NEPUOANYECKOTO OOHOBIIIEMOr0 OT4YeTa MO O€30MaCHOCTH B KayecTBE
crpaBo4HOM wuHpoOpMaIuu 1o O0e30MacCHOCTU W OCHOBHBIM OJIOOpPEHHBIM
MOKa3aHUSIM K MNPUMEHEHHUIO TPU BBIMOJHEHUM OLIEHKU PHUCKA U TOJIb3BbI
MOKET HCIOJIb30BaThCs JEHCTBYIOIIAs BEPCUsl MEPEYHS OCHOBHBIX JaHHBIX
10 JIEKAPCTBEHHOMY CPEACTBY, HanbOosee MPUOIMKEHHAs K KOHILy OTYETHOTO
nepuoia JOKyMeHTa. B ciyuwae, eciu mepedyHsi OCHOBHBIX JaHHBIX IIO
JIEKApCTBEHHOMY CPEJCTBY HE BKJIOUaeT WH(opMaiuioo 00 0m00peHHBIX
MOKa3aHUsIX K IPUMEHEHUIO, nepkareneM PErUCTPALIMIOHHOTO
YAOCTOBEPEHUSI MOXKET OBbITh ONMPEJETICH U YKa3aH UHOM JTOKYMEHT, KOTOPBIU
WCITOJIB30BAJICS TI0 TAHHOMY pa3lieNly CIpaBOYHON HHGOPMAIINH;

B CJIy4ae OTCYTCTBHS y JI€pKaTelsl PErUCTPALIMOHHOTO YJI0CTOBEPEHUS
NepeUHs. OCHOBHBIX JIAHHBIX MO JIEKAPCTBEHHOMY CPEJICTBY WM OCHOBHOMU
uH(dopmanuu no 0e30MacHOCTH JIJIsl JISKAPCTBEHHOTO Mpemnapara (Hampumep,
€CJIM JICKapCTBEHHBIN IMpenapar 3aperucTpUpoBaH TOJBKO Ha TEPPUTOPUHU
OJTHOM CTpaHbl WJIM PErMoHa, JIMOO €CIM BOCHPOM3BEICHHBIN WA XOPOILIO
U3YUYEHHBIA JIEKAPCTBEHHBIM Mpenapar MNPUMEHAETCS Ha MNPOTSKEHUU

OOJIBIIIOTO KOJMYECTBA JIET), ACPKATEIEM PETUCTPALMOHHOIO YIOCTOBEPEHUS
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MOXKET OBITh OIpPEAENICH U yKa3aH MHOM JIOKYMEHT, KOTOPBI MCIIOJIb30BAJICS
B KauyecTBE CHPABOYHON HH(MOpPMAIMU TPH MOATOTOBKE MEPUOAUYECKOTO
OOHOBJISIEMOTO OTYeTa MO Oe30macHOCTH. B JaHHOM ciydae B KadecTBe
CIPaBOYHOM  HMHpOpMAaMM  MOXET  OBITh  HUCIIOJNIb30BaHa  oOmIas
XapaKTEepUCTHUKA JIEKAPCTBEHHOIO Mpenapara, 0Jlo0peHHas yIOJIHOMOYEHHBIM
OpraHoM TocydapcTBa-ujieHa. B Tex ciydasx, Korma crpaBovHas
uH(dOpMaIus B 4aCTH 0JJOOPEHHBIX TTOKa3aHUM K MPUMEHEHUIO MPEACTaBISET
co0O0M OTJEIbHBIN OT CIPaBOYHON MHGOPMAIMU MO 0€30MACHOCTH JOKYMEHT,
JNEUCTBYIOIIAasE BEpPCUsl JAHHOIO JOKyMEHTa, HauOosiee MNpUOIMKEHHAsT K
KOHILy OTYETHOIO TIepuojAa JIOKYMEHTa, JIOJDKHA OBbITh BKJIIOUEHA B
MEPUOANYECCKUIT  OOHOBISIEMBIH OTYET TI0 OE30MaCHOCTH B KadyecCTBE
MPUIIOKEHUS.

JlepxaTenemM perucTpaloOHHOIO YIOCTOBEPEHHMS JOJAKHA IMOCTOSHHO
BBITIOTHATBCSI ~ OLIEHKA  HEOOXOJUMOCTH  MEpPeCcMOTpa  CIPaBOYHOU
uH(popMalMu MO JIEKapCTBEHHOMY Tipenapary U (Wiu) CIPaBOYHOU
uHpopmaruu mo 6e30MacHOCTH B CBA3U C MOJyYeHHEM HOBOUM MH(MOpMAaIuu
no Oe30MacHOCTH C TMeNbl0 00eCTeueHUs] CBOEBPEMEHHOTO BHECEHUS
CYIIECTBEHHBIX W3MEHEHUH, TMPOU3OILICANINX 3a OTUETHBIM MEPUOJ U
onmucaHHbIX B pazaene 4 «l3MeHeHUs, BHECEHHbIE B CIIPABOYHYIO
uHpopManio 1Mo Oe30MacHOCTH JICKAPCTBEHHOTO TIpenapara» H, ecld
NpUMEHUMO, B pazaene 16 «CurHaibl U OIIEHKA PUCKa» MEPUOIUYECKOrO
OOHOBJISIEMOTO OTUYETa MO Oe30macHOCTH. J[aHHBIE CYIIECTBEHHbIE U3MEHEHUS
MOT'YT BKJIFOUATh CIIEAYIOIINE:

U3MEHEHHUsI B pas3fieibl MPOTHUBOINOKA3aHUM, TMPEIOCTEPSKEHUN U
0COOBIX YKa3aHUM;

JIOTIOJTHEHHUS B pa3JIelie HEeXKENaTEIbHbIX PEAKIIMK U B3aUMOACHCTBUM;

JOTIOJTHEHUE BAKHOW HOBOW MH(OPMAIIUU B pa3ielie EPEeI03UPOBKH; U
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UCKJIIOYEHUE TI0Ka3aHUM, JMO0 WHBIE OrPAHUYEHUS NPUMEHEHUs
JIEKapCTBEHHOI'O IIpenapara, CJICJaHHbIE Ha OCHOBAaHWMM [JAHHBIX IO
0€30MacHOCTH WJIM HEJJOCTAaTOYHOM TepaneBTHYeCcKor 3 (HEKTUBHOCTH.

JlepkareneM pEerucTpalMOHHOTO YAOCTOBEPEHHUs JIOJKHBI  OBITh
NPENCTABICHbl  KONMM  BCEX  BEPCUU  CHPABOYHOM  MH(OpManuu
JIEKapCTBEHHOI'O IIpemnapara, JEHCTBYIOIIMX Ha KOHEI OTYETHOIO Iepuona
(Harpumep, A pa3InYHBIX (OpM BBINYCKA JIEKAPCTBEHHOTO Ipernapara,
BKJIFOUEHHBIX B OJMH [EPUOAMYECKUH  OOHOBISIEMBIH  OTYET IO
0€30MacHOCTH) B Ka4€CTBE MPUIIOKEHUN K MEPUOAUUECKOMY OOHOBIIIEMOMY
oryety mo  Oe3zomacHoctu. Bepcum  copaBouHoll — mH(bOpManuu
JIEKapCTBEHHOI'O Ipenapara JO0KHbBI UMETh JaTy BCTYIUIEHUS B JIEUCTBUE U
NOJJIEKAT  KOHTPOJKO CO  CTOPOHBI  JIepXKaTelid  PErHCTPAllMOHHOIO
YAOCTOBEPEHHS.

B cinywyae mnonydenuss BakHOM HHGpOpManMM 1O OE€30MaCHOCTH,
TpeOyrolieil BHECEHUsT HM3MEHEHUW B  JICUCTBYIOIIYIO  CIPABOYHYIO
uH(pOpPMaLIMIO JIEKAPCTBEHHOIO Mpernapara, Mocjie JaThl OKOHYaHus cOopa
JaHHBIX /10 MPEJICTaBICHUS MEPUOAUYECKOTO OOHOBISEMOI0 OTYeTa [0
0€30MacHOCTH B YINOJIHOMOYEHHBIM OpraH TocyJapcTBa-ujieHa, JJdaHHas
uH(popmanus 10JKHA ObITh BKIIOYEHA B pazaen 14 «Baxnas nndopmanus,
NOJIy4eHHAas OCJe 3aBepPILIECHUS MOATOTOBKHU MEPUOINYECKOTO OOHOBIISIEMOTO

oT4ycTa 110 6630HaCHOCTI/I>>, CCJIM 3TO MMPCACTABIIACTCA BO3SMOXKHBIM.

8.5. ConeprxkaHue nNepuoanvecKoro
OOHOBIISIEMOI'0 OTYETA I10 O€30IIaCHOCTHU
8.5.1. Ileproguueckrii OOHOBISIEMBIM OTYET IO 0€30MACHOCTH JOJIKEH
BKJIIOYATh KyMYJISITUBHBIC JaHHBIC, HAUMHAs C JaThl MEPBOU PEruUCTpallUU
JIEKapCTBEHHOTO TIperapara U BbIJICIATh HOBYIO MH(OPMAIIHUIO, TTOJYYEHHYIO

3a OTYETHBIM Tepuon. KymynaruBHas wH]Opmaius paccMaTpuBaeTCs IMpHU
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NpoBeIeHUH OOIIEeH OIEHKH Oe30MacHOCTH JIEKApCTBEHHOIO Mperapara u
WHTETPUPOBAHHOMN OIICHKH €0 COOTHOIIEHUS «II0JIb3a — PUCKY.

[TockonpKy KIMHUYECKas pa3paboTKa JEKapCTBEHHOIO Mperapara
MOKET MPOAOJDKATHCS HA MOCTPETHUCTPALIMOHHOM 3Tarie, B MEPUOANYECKUIN
OOHOBJISIEMBIH OTUET MO OE30MaCHOCTU JOJDKHBI BKIIIOYATHCA JIaHHBIC
MOCTPETUCTPALIMOHHBIX WM KIMHUYECKUX UCCIEIOBAHUN MO0 HEOJOOPEHHBIM
MOKa3aHUsIM WJIM HEOJOOPEHHBIM MOMYJSIusAM. J{aHHbIe MO 0€30MmacHOCTH
JIEKapCTBEHHOTO Tpemnapara, MoJly4eHHbIE 110 pe3yJbTaraM MPUMEHEHHs HE B
COOTBETCTBUHU C OOIIEH XapaKTepUCTHKOW JIEKAPCTBEHHOIO Ipernapara Wiu
WHCTPYKIIMEH 110 METUIIMHCKOMY TIPHUMEHEHHUIO0, TaKXe JOJKHBI OBITH
BKJIFOUEHBI B OIICHKY COOTBETCTBYIOIIMX PHUCKOB B TMEPUOAHMYECCKOM
OOHOBIISIEMOM OT4YeTE M0 0€30MacHOCTH, €CIU 3TO MNPUMEHUMO H
000CHOBaHHO.

[lepuonuueckuii OOHOBISIEMBIM OTYET TO 0OE30MAaCHOCTU JOJIKEH
BKJIIOYATh 0000IIAIONIyl0 WH(POPMAIIMI0O O BCEX HCTOYHUKAX TMOJYYEHUS
3HAYUMBIX MaHHBIX MO A()PEKTUBHOCTH W OE30MACHOCTH JIEKAPCTBEHHOTO
nmpemnapara, KOTOpble JODKHBI YYUTHIBATHCS TMPHU BBITIOJIHEHUH OYEPEIHON
OLICHKH COOTHOIICHMSI «IOJIb3a — PUCK» U KOTOPBIE TOCTYITHBI JIEPKATEIIO
PETHCTPAIIMOHHOTO YIOCTOBEpeHUs. MICTOUYHNKH JaHHBIX 110 3(()EKTUBHOCTH
U 0€30MacHOCTH, KOTOPbIE MOTYT OBITh HWCHOJB30BAaHBI TMPU IOATOTOBKE
NEPUOANYECKOTO OOHOBIISIEMOT0 O0TUETAa MO 0€30MAaCHOCTH BKJIIOYAIOT:

JTOKJIMHUYECKUE HCCIEAOBaHMUS (TOKCUKOJIOTHYECKUX M HMCCIEIOBaHUMN
in vitro);

CTIOHTAHHOE PETIOPTUPOBAHNE;

aKTHBHBIC METOJIbI MOHHTOPHUHTA (HapuMep, aHaJIu3 BHYTPECHHHUX WM
BHEITHUX 0a3 JaHHBIX);

WCCJICIOBaHUSI KaueCTBa JICKAPCTBEHHOTO Mperapara,;

HCCICA0BAHMA 110 OOCHKC MCIIOJIb30BaAHMA JICKAPCTBCHHOI'O 1IPCIIapara,
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KIMHAYECKUE  WCCIIEIOBAaHUSA,  BKJIOYas  MCCJENOBAaHUS IO
HEOJIOOPEHHBIM MMOKA3aHUSIM K PUMEHEHUIO;

00CepBallMOHHBIE UCCIIEI0BaHUS, BKIIIOYasi pETUCTPHI;

POrpaMMBbl OAIEPKKHU MAIlICHTOB;

JAHHBIE CUCTEMAaTHYECKUX 0030pOB U METa-aHaJIU30B;

Be0-CalThI IepKaTeliss pErucTpaliOHHOTO YI0CTOBEPEHHUS;

OIMyOJIMKOBAaHHbBIC JaHHBIE MEIUIIMHCKOM HAy4dHOW IUTEparypbl WU
aOCTpaKkThl, BKJIIOYas HMHPOPMALMIO, TMPEACTABISIEMYI0 Ha HAyYHbBIX
KOH(pEpEHIUAX U BCTpPeUax;

HEOITyOJTMKOBAHHBIE MaHYCKPUIITHI;

JaHHbIE TMapTHEPOB IO JMIEH3UPOBAHUIO, JIPYTHMX CIOHCOPOB WIIU
HAy4YHO-UCCIIEJOBATEIbCKUX YUPEKICHUII;

YIOJIHOMOYEHHBIE OpraHbl (BCE CTPaHbl MUPA).

[lepeyeHb MCTOYHUKOB WMH(MOPMALUUA HE SIBISETCS HMCUEPIIHIBAIOIIUM,
JOTIONIHUTENIbHBIE ~ MCTOYHUKH  JAHHBIX MOTYT OBITh  HCIIOJIb30BAHBI
JEPKATETIEM PErUCTPALMOHHOIO YAOCTOBEPEHHsI C LEJIbI0 IPEACTaBICHUS
uHdopmaruu 1o Oe3omacHOCTH W APPEKTUBHOCTH B TMEPUOAMYECCKOM
OOHOBJISIEMOM OTYETE MO O€30MaCHOCTH, HaJJIeKAalllel OIIEHKH COOTHOIICHUS
«I0Jb3a — PUCK» U MPABUIIBHOTO OTPAXEHUS! W3BECTHBIX U BBISIBICHHBIX 32
OTYETHBII TEepUOI  BaXHBIX AaCHEKTOB HNpoduist 0Oe30MacHOCTH U
3pGEeKTUBHOCTH  JIEKapCTBEHHOrO Impemnapara. llepedeHb HCTOUYHHKOB
UCIOJIb30BaHHOM MPHU MOJATOTOBKE MEPUOINYECKOTO OOHOBISIEMOTO OTUETA M0
0e30macHOCTH  HMH(POPMALIMM MOXET ObITh NPEJCTABICH JAepKaTeiemM
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS B MPUIIOKEHUU K JTOKYMEHTY.

[lepuoanueckuii OOHOBISIEMBIN OTUET MO 0E30MACHOCTH JOKEH OBbITh
pa3paborad B ¢hopMe JTOKYMEHTa, COCTOSIICTO M3 PAa3eioB, OMPEACIIEMBIX
nyHkToM 8.5.2 nHactosmux [lpaBmi, TpeOoBaHUS K pasienaMm SBISIOTCS

OOIMMHU JJIsT BCEX JEpIKaTeNied PerucTparioOHHBIX yaocToBepeHuil. O0bem
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MPEICTABICHUS TAHHBIX 10 pa3zesiaM MOKET BapbUPOBATHCSl B 3aBUCUMOCTH
OT pa3IMYHOTO YypPOBHS  JOCTyNa Jep)Kareled  perucTparimoOHHBIX
YAOCTOBEPEHHM K NCTOUHHUKAM MH(OpMAaIK, BKIFOYAEMOM B IEPUOANIYECKUIA
OOHOBJISIEMBIN  oTyeT 1O  Oe3omacHocTU. Hampumep,  aepkareinb
PErUCTPALIMOHHOTO  YJIOCTOBEPEHMS, KOTOpPBIA  SABJISUICS  CIIOHCOPOM
KJIIMHAYECKOTO MCCIIEIOBAHUS, UMEET IOCTYI K MOJHOMY O0BbEMY JAaHHBIX Ha
YpOBHE TMAalMEHTOB, B TO BpeMs Kak g Jpyrux Jepkarenei
PErUCTPALIMOHHBIX YIOCTOBEPEHUM, HE SIBJISBIIMXCS CIIOHCOPAMH JIaHHOTO
KJIMHUYECKOTO HCCIICIOBAHUSI, JOCTYIl MOXET OBITh BO3MOXKEH TOJBKO K
OnyOJIMKOBAaHHBIM JIAHHBIM.

Crenenp  neranu3anuu  uHOpMAIMM,  TPENCTABISIEMOM B
OTIPENEICHHBIX pa3fenax MepPUOANYECKOr0 OOHOBISIEMOTO OT4YeTa IO
0€30MacCHOCTH, JOJKHA ONPEACISITECS COOOPA3HO U3BECTHBIM U BBISIBICHHBIM
32 OTYETHBIA MEPUOJl BaXXHbIM acnekram npoduias 0e30MacHOCTH U
3 (PEKTUBHOCTHU,  COCTABJISIONIMM  KIIFOUEBBIE  KOMIIOHEHTHI  OILICHKH
COOTHOILIEHHS TIOJIb3bI U PUCKA JIEKAPCTBEHHOTO Mpenapara.

8.5.2. Ilepnognyeckuii OOHOBIISIEMBIN OTYET 1O O€30MACHOCTH JIOIKCH
BKJIIOYATh CJICTYIOIINE Pa3/Ieibl:

8.5.2.1. TuTynbHBINA JIUCT, BKJIFOUAs MOAIUCH JUIA, OTBETCTBEHHOTO 3a
NOJIFOTOBKY NEPUOJUYECKOTO OOHOBISIEMOTO OTYETa MO 0€30MaCHOCTH.

8.5.2.2. Kparkoe usnoxxerue (pe3roMe) nepruogndecKoro 0OHOBISIEMOTO
oT4eTa 1o 6e30MacHOCTH.

8.5.2.3. Conepkanve MEPUOJUUYECKOTO OOHOBIISIEMOTO OTYETa IO
0e30MacHOCTH B TabiM4HOM dopmare.

8.5.2.4. Beenenue.

8.5.2.5. PeructpanOHHBIN CTATYC JEKAPCTBEHHOIO Mpenapara B MUpPE.

8.5.2.6. Meppl, MNpUHATBIE 3a OTYETHBIA TIEPUOA, B CBSI3U C

INOCTYIIMBIIMMHU JAHHBIMH I10 0e30ImacHOCTH JICKApCTBCHHOI'O IIpcliapara.
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8.5.2.7. 3meHeHMs, BHECEHHbIC B CIPABOYHYIO HHGPOPMAIUIO IO
0€30IMacCHOCTH JICKAPCTBEHHOTO IIpernapara.

8.5.2.8. OueHka uucna MAMEHTOB, TMOABEPIIINXCA BO3ICHUCTBUIO
JIEKApCTBEHHOIO Mpenapara U 0COOCHHOCTEW NMPUMEHEHUS B MEIUIIMHCKOMN
MPaKTHUKE:

a) oO1ee YUCJIO ITaIlHEHTOB, MOIBEPTIIIUXCS BO3JIEUCTBUIO
JIEKapCTBEHHOTO Tperapara B KIMHUYECKUX UCCIICIOBAHUSIX

0) oOmiee  4YKMCIO  MALMEHTOB,  MOJABEPIIIMXCS  BO3AECUCTBUIO
JIEKapCTBEHHOTO Mperapara 1o JaHHbIM €ro MPUMEHEHUS Ha PhIHKE.

8.5.2.9. O0001IeHHbIE TAOJIHUYHBIE JAHHBIE:

a) crpaBovyHasi HHMOpPMAIHS;

0) o0o0menHas wHQOpMaKMsA 1O  CEPhE3HBIM  HEKeJIaTeIbHBIM
SIBJICHUSIM, BBISIBJICHHBIM B XOJI¢ KIIMHUYSCKUX MCCIICIOBaHMI;

B) 00001IeHHasT WHpOpMAIMi MO JaHHBIM MMOCTPErUCTPAIMOHHOTO
MIPUMEHEHUS JIEKApCTBEHHOTO Mpenapara;

8.5.2.10. Pe3tome  3HAYMMBIX  JAHHBIX, TOJYYEHHBIX B  XOJIE
KJIMHUYECKHUX UCCIICAOBAHUN 32 OTYETHBIN IEPUO/T:

a) 3aBEPIIICHHBIC KIIMHUYECKHUE UCCIIEI0OBaHUS,

0) NpoAOIIKAIOIINECS KIMHUYECKUE UCCIIEI0OBaHUS,

B) JUTUTEIbHBIN MOCIEAYOUNA MOHUTOPUHT COCTOSIHUS TTAIIUCHTOB;

I') MHOE TepareBTUYECKOE MPUMEHEHHUE JICKAPCTBEHHOTO Tpernapara;

1) HOBbIE  JaHHbIE MO  0E€30MacHOCTH TMPU  HKCMOJIb30BAHUU
JIEKapCTBEHHOTO Mpernapara B GUKCUPOBAHHBIX KOMOMHAIUSIX J103.

8.5.2.11. /lanHbIE HEUHTEPBEHIIMOHHBIX UCCIEIOBAHUM.

8.5.2.12. JlanHble JOpyrux KIMHUYECKUX HCCICNOBAaHUN W JaHHBIE,
MOJIYy4YE€HHBIE U3 APYTUX UCTOUHUKOB:

a) JaHHBIC IPYTUX KIMHUYECKUX UCCIICTOBAHUM;

0) ommOKM MpUMEHEHHUS JIEKAPCTBEHHOTO Tpernapara.
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8.5.2.13. JlanHbIe JOKIUHUYECKUX (HEKIMHUYECKUX) UCCIETOBAHUM.

8.5.2.14. JlaHHbIC METULIMHCKOW JTUTEPATYPHI.

8.5.2.15. Jlpyrue = mepuoauMdYecKue  OOHOBJISIEMbIE  OTYETHI  TIO
0€301acHOCTH.

8.5.2.16. Henocrarounas TepaneBTHIECKas 3¢ (HEKTUBHOCTD
JIEKapCTBEHHOTO TIpenapara.

8.5.2.17. Baxxnas wuHboOpMaIys, TMOJydeHHAsl TIOCJe 3aBEPILICHHS
NOJIFOTOBKH MEPUOANYECKOT0 OOHOBIIIEMOTO OTYETA 0 OE30MaCHOCTH.

8.5.2.18. O630p CUTHAJIOB (HOBBIE, paccMaTpuBaeMble U
3aBEPILIECHHBIE).

8.5.2.19. CurHaibl 1 OLIEHKA PUCKA:

a) oboOmmarorras nHGopManus o npodiaemaM 0€30MacHOCTH;

0) oIleHKa CUTHAJIA;

B) OLICHKA PUCKOB U HOBOW MH(OpMaLuu;

I') XapaKTEPUCTUKA PUCKOB;

1) >pPexkTHBHOCT, MEp MO MHUHUMH3AIMA pHUCKAa (€CIM OHH
MPUMEHSUINCH).

8.5.2.20. OueHka moib3bl:

a) BakHas OazucHas uHpopmaius 1no 3PQPEeKTUBHOCTH JIEKAPCTBEHHOTO
npenapara;

0) HOBas BbIABICHHAS HHGOPMAIHS 110 YPPEKTUBHOCTH;

B) XapaKTEPUCTUKA MOJIb3bI.

8.5.2.21. UuTerpupoBaHHbli aHAIU3 COOTHOIIEHUS «I0JIb3a — PUCK)»
10 0JTOOPEHHBIM MOKA3aHUSIM:

a) UHTETPUPOBAHHBIN aHAIN3 B KOHTEKCTE COOTHOIICHUS «IOJIb3a —
pHUCK» (BKIJIFOUAs METUIIMHCKYIO TOTPEOHOCTh U Ba)KHBIE aJIbTEPHATUBHI );

0) oIleHKa MPOIEAYPHl aHAIN3a COOTHOIICHUS «II0JIb3a — PUCK.
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8.5.2.22. 3aktoueHre TEPUOIUYECKOTO OOHOBIISIEMOTO OTYETa I10
0€30MacCHOCTH U IIpeJIaraeMbie MOCIEAYIOIINE JeHCTBUS.

8.5.2.23. IlpunoxeHus: K NEpUOJUYECKOMY OOHOBIIIEMOMY OTYETY IO
0€30MacCHOCTH.

8.5.3. TUTyNbHBIN JUCT.

Ha tutynbHOM JIMCTE NOKHBI OBITh YKa3aHUE HOMEPA NMEPHUOANIECCKOTO
OOHOBJISIEMOTO OTYeTa IO Oe30macHOCTH (OTYEThl JOJDKHBI HMETh
MOCIEAOBATEIbHYI0O ~ HyMEpallMio),  HAaWMEHOBAaHHUE  JIEKQPCTBEHHOIO
npernapara u JeHCTBYIOIIETO BEIIECTBA, MEXKyHAPOIHAS J1aTa PETUCTPALINH,
OTUETHBIM Tmepuoj, (MO0 YyKazaHME Ha BHEOYEPEAHOW MOPSAIOK IMOAauu
NEPUOJUYECKOTO OOHOBIISIEMOTO OTYEeTa MO OE30MacHOCTH IO 3ampocy
YIOJIHOMOYEHHOIO OpraHa ToCyJlapcTBa-4jieHa), JAara COCTABJIEHHUS OTYETa,
JAHHbIC JIepKaTelid PETHCTPAIMOHHOIO YAOCTOBEPEHHUS W YyKa3aHHE Ha
KOH(OUICHIIMATBHOCT, HMH(GOpPMAIlMU, BKJIOYEHHOW B MEPUOIUYECKUIM
OOHOBJISIEMBIN OTYET MO 0€30MacHOCTU. TUTYIBHBINA JUCT MEPUOIUYECKOTO
OOHOBJISIEMOTO OTYETa IO O€30MaCHOCTH JOJIKEH OBITH 3aBEPEH MOANHUCHIO.

8.5.4. Kpatkoe m3noxeHue (pe3rome) MeprHoIuYeCKOro OOHOBISIEMOTO
oTyeTa no 0€30MacHOCTH.

[lenpt0o  KpaTkoro  M3JIOKEHUS  COACPXKAHUSI  SIBJSIETCS  KpaTrkoe
Npe/ICTaBIeHUEe B OOOOIICHHOM BHUJE COJEPKaHUS W Haubojee BaXKHOM
WH(OPMAIINK, COCTABIISIONICH TICPUOIUYCCKUM OOHOBJISEMBIH OTYET II0
6e3omacHOCTH. JlaHHBIM pa3nesn TOMKEeH BKIII0YATh CICAYIOILY0 HHPOPMAIIHIO:

BBEJICHUE, YKa3aHUE HOMEPA OTYETa U OTYETHOTO MIEPUO/IA;

HAMMEHOBAHUE JICKAPCTBEHHOTO TMperapara, (papMaKoTeparneBTUHYECKUn
KJIaCC, MEXAaHW3M JIEMCTBUS, TOKa3aHWs K MNpUMeHeHuto, (opma (dhopmbr)
BBIITYCKa, JO3UPOBKA (JIO3UPOBKH), CIOCOO (CIIOCOOBI) BBEICHHUS,

OLICHKa  KyMYJISITUBHOTO  BO3JICUCTBHSI B  XOA€  KIMHUYECKUX

HCCJICJIOBAHUIA;
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OLICHKa  HWHTEpBaja  MOCTPETHCTPALMOHHOIO MIPUMEHEHHUS u
KyMYJIITUBHOTO BO3/ICMCTBUSA 32 3TOT IMOCTPETUCTPALIMOHHBIN TIEPHO/;

KOJIMYECTBO TOCYHapCTB, Ha TEPPUTOPUSIX KOTOPHIX Pa3pelieHO
MIPUMEHEHUE JIEKAPCTBEHHOTO Mpernapara;

0000111eHHass nH(pOpMAIHS 00 OIEHKE COOTHOIIICHHUS «I10JIb3a — PUCKY;

MIPUHATHIC U MpEJIaracMble ICUCTBHSI, CBI3aHHBIE C aCTIEeKTaMK MPOQUIIs
0€30IMacHOCTH, BKJIFOYAs CYIICCTBEHHBIC MU3MEHEHHS, BHECEHHBIC B OpOIIOPY
UCCIIe/IOBAaTeNsl Ha JTane KIMHUYECKUX MCCIEAOBaHUM W B OOIIYyIO
XapaKTEPUCTHUKY JICKAPCTBEHHOIO Mperapara Ha MOCTPETUCTPALIMOHHOM JTarle,
WJIM UHBIE MEPHI IO MUHUMM3AIIUU PUCKA;

3aKJIFOYCHUE.

8.5.5. Paznen Kparkoro W3JOKEHUS CONEPXKAHUS OTYeTa JOJIKEH
COIMPOBOXKAATHCS TAONMIICH COIEpXKaHUSI TEPUOAUYECKOTO OOHOBIISIEMOTO

oryera 1mo 0e30MacHOCTH.

8.6. TpeboBaHus K coepKaHUIO KAXKIOTO pa3ziesia MepruoaniecKoro
OOHOBJISIEMOTO OTUYETa MO O€30MaCHOCTH.

8.6.1. Paznen meproamvdeckoro 0OHOBIIIEMOTO OTYETa IO OE30MacHOCTH
«BBenenuey.

BBenenne 10mKHO comepikaTh CIEMyIONTY 0 HH(DOPMAITHIO:

MEXITyHApOIHAs Jara PErucTPaldd, OTYSTHBIA TIEPHUOM W TTOPSIKOBBIN
HOMEp OTUeTa,

HAaMEHOBAaHUE JICKApCTBEHHOTO TMpemnapara, (papmMakoTepaneBTUUECKUNA
KJIacC, MEXaHU3M JICHUCTBUS, OMOOpEHHBIC MOKa3aHWs K MPUMEHEHHIO, (popma
(opmbI) BhITTyCKa, TO3UPOBKA (JO3UPOBKH), CIIOCOO (CIOCOOBI) BBEICHUS;

Kparkoe OIMCaHWe TOMYJIAIMK, KOTOphIC IIOJIyYaloT JICYEHUE C
Ha3HAUYEHUEM JICKApPCTBEHHOTO Tperapara M ObLIM BKIFOYCHBI B KIMHHYECKUC

HCCJICAOBaHMA.
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8.6.2. Pazaen nepuoinyeckoro 0OHOBISIEMOT0 OTYETa MO O€30MaCHOCTH
«PerucTpanoHHbIi CTaTyc JIEKapCTBEHHOTO Mperapara B MUPE.

B nmanHOM pasnene gomkHa OBITH TMpeNCcTaBlieHa KpaTkas 0030pHast
uHbOpMaI¥si, BKIIOYAIOIIas 1aThl TIEPBUYHBIX PETHCTpAIlMii B TOCYIapCTBax,
OfOOpeHHBIC TIOKAa3aHWsSI K TPUMEHEHHWIO, 3aperucTPUpOBaHHBIE (POPMBI
BBIMTYCKa M JO3UPOBKU C YKa3aHHEM JCUCTBYIOIIMX PETUCTpAalMA Ha AaTy
MOJITOTOBKH OTYETA.

8.6.3. Pa3nen nepuoan4eckoro OOHOBIISIEMOTO OTUETa M0 0€30MacHOCTH
«Mepbl, MPUHSATHIC 32 OTYCTHBIN MTEPHO/, B CBS3H C JJAHHBIMHU 110 O€30TTaCHOCTH
JIEKapCTBEHHOT'O MIpenapara.

B paznmene mpencraBnseTcss ONMMCAaHUE CYIIECTBEHHBIX MEp, MPHUHSITHIX
YIOJTHOMOYEHHBIMU opraHamu TOCY/IapCTB-YJICHOB, JepKareaeM
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS, CIIOHCOPOM KIIMHUYECKUX HCCIICIOBaHUM,
KOMHTETOM II0 MOHHUTOPWHTY W OIICHKE JaHHBIX, KOMHTETOM II0 JTHKE Ha
OCHOBaHHWHM JIaHHBIX 1O O0€30MaCHOCTH 3a OTYETHBIN MEePHOa KaK B OTHOIIICHUN
TIPOIOJIKAFOTIIXCS KIIMHUYIECKUX HCCIICZIOBAHNUH, TaK u
MOCTPETUCTPAIIMOHHOTO TIPUMEHEHU S, KOTOPHIE:

OKa3aJlid CYIIECTBEHHOE BIMSHHUE HAa COOTHOILEHUE «IOJb3a — PUCK»
3apEeTHUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Iperapara;

OKa3aJld BIWSHWE HA TMPOBEJACHWE KOHKPETHOTO  KJIMHUYECKOTO
WCCIICZIOBAaHUSI WM B IIEJIOM Ha TMPOTpaMMy KIMHUYECKOH pa3pabdoTKu
JICKapCTBEHHOTO Tperapara.

B pasnene nomkHbI OBITh YKa3aHBI OCHOBAaHUS IS MPUHSATHS JTaHHBIX
Mep M MPH HEOOXOIUMOCTH JIOTIOJHHUTEIbHAS WHpOopMamus (Ipu Hauunn). B
JAHHOW YacTH TPHUBOIUTCS TaKXKe Kparkas WHopMarus 1o OOHOBIICHHUIO
cTaryca paHee MPUHSATHIX Mep.

8.6.3.1. CyliecTBEHHbIE MEpHI, ITPUHATHIE B OTHOILICHUH HCCIEIYEMOIO

JICKAPCTBCHHOI'O IIPCIIaparad, MOI'yT BKJIIKOYATh:
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a) OTKa3 B BblJade pa3pelieHuss Ha TNPOBEACHUE KIMHUYECKOIO
WCCIIEZIOBAHUS 110 acreKTaM 0€30MacCHOCTH WM STHYECKUM BOIIPOCaM;

0) 4acTUYHAas WIM MOJIHAS NPUOCTAHOBKA KIIMHUYECKOIO HCCIIEIOBAHMS
a100 TOJHAsi OCTaHOBKA KIIMHUYECKOTO HCCIIENOBAaHUS PaHEE IJIaHHPYEMOTO
CpOKa 10 MPUYNHE BBISIBJICHHBIX JAHHBIX 110 O€30MaCHOCTH WM HEJOCTATOYHOM
TeparneBTUYeCcKoi 3PPEeKTUBHOCTH;

B) OT3bIB HCCIIEYEMOI0 JIEKAPCTBEHHOIO TMpenapara WId Tpernapara
CpaBHEHUS;

r) OTKa3 B BbIAY€ pa3pellieHuss Ha MPUMEHEHHE MO0 [OKa3aHUIO,
UCCIIEAYEMOMY B XO/I€ KIIMHUYECKOIO MCCIEA0BaHMUs, BKIOUask JOOPOBOJIbHBIN
OTKa3 OT MOAAYM 3asIBJICHUS] HA PETHCTPALIUIO;

1) BBEICHUE MEP 110 MUHUMHU3ALMY PUCKA, BKITIOYA:

M3MEHEHUS, BHOCHUMbBIE B TPOTOKOJ HCCIIEAOBAHUS U OOYCIIOBJICHHBIE
JaHHBIMU 10 0e30macHOCTH WM 3((EKTUBHOCTH (HAmpuMmep, H3MEHEHHE
pexrMa JO3UPOBAHMSI, U3MEHEHUSI KPUTEPUEB BKJIIOUEHUS WM HEBKIIOYEHUS,
BBE/ICHUE JIOMOJHUTEIBHBIX MEp MO MOHUTOPUHIY CYOBEKTOB HCCIICIOBAHUA,
OrpaHUYEHHE POIOJDKUTEIILHOCTH UCCIIEA0BaHNA);

OTpaHUYECHUSI UCCIIEYEMOM MOMYIIALMN WK OKa3aHUM K MPUMEHEHUIO:

U3MEHEHUs] WH(POPMHUPOBAHHOTO COMNIACHUS, CBSI3aHHBIE C ACIEKTaMHU
npousis 6€30MacHOCTH;

M3MEHEHMS COCTaBa JIEKAPCTBEHHOIO IIPenapara;

JOMNOJHUTENbHOE TpeOOBaHUE YIOJIHOMOYEHHBIX OpPraHOB TOCYIapCTB-
YJICHOB 10 0COOOMY MOPSAKY MpeACTaBiIeHUs] MHGOPMAILIUU 10 OE30MaCHOCTH
JIeKapCTBEHHOTO TMpernapara;

CIIeLIMaIbHOE uH(OpMHUpOBaHUE Bpa4er-UCCIIE0BaTEIEN WU
MEIUIIMHCKUX PAOOTHUKOB;

IUTAHWPOBAaHUE MPOBEICHUS HOBBIX MCCIIEOBAHUU IO OLEHKE ACIIEKTOB

pouiIst 6€30MacHOCTH.
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8.6.3.2. CylecTBEHHbIE MEpHI, MIPUHSTHIE B OTHOILICHUH
3apEerUCTPUPOBAHHOTO JICKAPCTBEHHOTO Tperapara, BKIIYaIOT:

a) OTKa3 B IPOAJICHUU JICHCTBUS PErHCTPALIMOHHOTO YI0CTOBEPEHMUS;

0) IpHUOCTAaHOBKA MJIM OT3bIB PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS;

B) MEpbl, NPUHATHIE B CBSI3U C BbIABICHHEM Je(deKTa KadyecTBa, JIMOO
WHBIX IPUYHH, CBSI3aHHBIX C KaY€CTBOM JIEKAPCTBEHHOTO Mperapara;

T') BBEJICHHE TUTaHA TI0 MUHUMU3AIIUU PUCKA, BKITFOYAs:

CYLIECTBEHHbIE OIPaHUYECHUS B PACIPOCTPAHEHUM WJIM BBEICHUE HHBIX
Mep MUHUMU3AIIUY PUCKa;

CYLIECTBEHHbIE HM3MEHEHHsI OOIIed XapaKTepUCTUKU JIEKApPCTBEHHOTO
mperapara, BKIIIOYas OTpaHWYCHMs] TOKa3aHUW K HA3HAUEHUIO WM TPYII
MaIMEeHTOB, KOTOPHIM HAa3HAYAETCsl JIKAPCTBEHHBIH Mpenapar;

crelanbHOe MH(HOPMUPOBAHUE METUIIMHCKUX PAOOTHUKOB,

TpeOOBaHME  YIOJHOMOUYEHHBIX OpPraHOB  T'OCYIApCTB-WIEHOB IO
MPOBEICHUIO MOCTPETUCTPAIMIOHHOTO UCCIIEA0BAHUSI.

8.6.4. Paznen meproandeckoro 0OHOBIIIEMOTO OTYETa MO 0€30TaCHOCTH
«I3MeHeHns, BHECEHHBIE B CIPaBOYHYIO HH(MOpMAIUI0 TO Oe30MmacHOCTH
JIEKapCTBEHHOTO TMperapara.

B nanHoMm paszznene nepeduciusiercss HHPopMalus O BCEX CYIIECTBEHHbIX
U3MEHEHUSIX, BHECEHHBIX B CIPaBOYHYIO HHGOpMAIMIO MO O0e30MacHOCTU
JIEKapCTBEHHOIO TMpernapara 3a OTYETHbIM nepuoi. JlaHHbIe CYIIECTBEHHbIE
W3MEHEHHS] BKJIIOYAIOT B Ce0s M3MEHEHHMS B pasfelibl MPOTUBOINOKA3aHHM,
NPEIOCTEPEIKEHUN, OCOOBIX YKa3aHWW, JIOMOJHEHHWE HHpoOpMalmend o
CEpbE3HBIX  HEXKENATENbHBIX  PEaKUMsAX,  HEXKENaTelIbHbIX  peaKIusiX,
NPEACTABISIONIMX OCOOBIA MHTEPEC, PEaKlMAX B3aHMMOACUCTBHUS, Ba)KHbIC
JAHHBIE TPOAOJDKAIOIIMXCA M 3aBEPUICHHBIX KIMHUYECKUX HCCIIEI0BaHU,
B)XHBIC JTAHHBIC TOKIMHUYECKHUX (HEKITMHUYECKUX ) UCCIICIOBAHUN (HampuMep,

u3ydeHue KaHieporeHHocTH). MHpopmanys o HaHHBIX M3MEHEHHUSAX JOJDKHA
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ObITh TMpPEICTABIE€HA B COOTBETCTBYIOIIMX pa3ieiax MNepUOANYECKOTO
OOHOBJIIEMOT0 OTYETa MO0 0€30IaCHOCTH. B MpuiiokeHnu K NMepuogudecKoMy
OOHOBJISIEMOMY OTYETy IO O€30MacHOCTH JIOJDKHA COAEpPKAaTbCsi BEPCHUs
CIpaBOYHOW WHGpOpMAIMKU IO O€30MacCHOCTH JIEKAPCTBEHHOIO Ipernapara ¢
COOTBETCTBYIOILIUMU U3MEHEHUSMU.

8.6.5. Paznen nepuoauueckoro 0OHOBISIEMOro OT4YeTa Mo 0€30MaCHOCTH
«OneHka 4ucia IMaUMeHTOB, MOABEPIIINXCS BO3ICHUCTBUIO JIEKAPCTBEHHOIO
npemnapara, 1 0COOEHHOCTEW NPUMEHEHUS B MEIUIITUHCKON MTPAKTUKE.

[lepuonuueckuii OOHOBISIEMBI OTYET MO OE30MACHOCTH JIOJKEH
colepKarb TOYHYKO OLIEHKY YKCJIa IIalUEHTOB, KOTOpBIE IOABEPIVIMCH
BO3JICIICTBUIO JIEKAPCTBEHHOIO Ipernapara, BKIOYash BCE JaHHblE 00 oObeMme
IIPOAAK U KOJIMYECTBE Ha3HauyeHUM. J[aHHAs OLEHKA TOJDKHA CONPOBOXKIATHCS
Ka4eCTBEHHBIM M KOJIMYECTBEHHBIM aHAJIM30M NPUMEHEHHUs B peEaIbHOU
MEIULMHCKOW TPAKTUKE C YKAa3aHMEM TOr0, KakuM oOOpa3oM 3TO MOXKET
OTVIMYAThCs OT OAOOPEHHOIO0 NPHUMEHEHHS, OCHOBBIBASICh HA BCEX JAHHBIX
JNOCTYIHBIX JIEPXKATEIII0 PETrUCTPALMOHHOIO YAOCTOBEPEHUSA W pe3yibrarax
HaOMIOAATEeNbHBIX UCCIIEAOBAaHUM MO OIIEHKE HMCIOJIb30BaHUS JIEKapCTBEHHOTO
rpenapara.

B nmanHoM paszznene AoKHA ObITh MpeCTaBi€HAa OIEHKa oObeMa U
XAPAKTEPUCTUKU TOIYJSALMH, MOABEPIIICUCS BO3AEHCTBUIO JIEKAPCTBEHHOIO
npernapara (BKJIIo4asi Kparkoe ONKUCAHUE KUCIONIb3YEMOTIO I OLEHKH METOJA U
yKa3aHUs ONPaHUYEHUN UCTIOIB3YEMOIO METO/IA).

Cormnacyromyecs METOIbl MO OLEHKE BO3JCHCTBHUS Ha CyObeKTa WM
MAlMEHTAa JIOJDKHBI MKCHOJB30BATBCS BO BCEX pA3ACiax IEPUOIUYECKOIO
OOHOBJISIEMOIr0 OTYETa MO ©OE30MaCHOCTU MJIi OJHOIO JIEKapCTBEHHOTO
npenapara. Ecnm yMECTHOM SIBISETCS 3aMEHA HCIIOJIb3YEMOTO METO/A OLICHKH,

o0a MCTOAAa KW PpaCdCTbl II0 HHUM  OOJDKHBI OBITH NpCACTAaBJICHbBI B
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NEPUOJUYECKOM OOHOBJISIEMOM OTYETE IO 0E€30MacCHOCTH C OOBSICHEHHEM
3aMEHBI.

8.6.5.1. Ilogpaznen  mepuoauuecKoro OOHOBISAEMOTO OT4YeTa MO
oe3onmacHocTH «OOIIEe YHUCIO MAalMEHTOB, MOABEPTIIUXCS BO3IEHCTBHUIO
JIEKapCTBEHHOTI'O MIpenapara B KIMHUYECKUX UCCIIEAOBAHUSIX).

JlanHbIiA moapasaen n JOHKEH ColepkKarh CISAYIONIYI0 HHGOPMAIIUIO O
NaIMeHTax, BKIIOYCHHBIX B KJIMHUYECKHUE UCCIIECIOBAaHUS, CIIOHCOPOM KOTOPBIX
ABJSUICA e Karelib PETUCTPALMOHHOIO  YAOCTOBEPEHUS (PEKOMEHIYETCS
UCMOJIb30BaTh TAONMUYHBIN (hopMar):

a) KyMYJISITUBHOE YHMCJIO CYOBEKTOB MCCIEIOBaHMS, BKJIIOYEHHBIX B
NPONOJDKAIOIIMECS] W 3aBEPLICHHbIC  KIMHUYECKUE  HUCCIECAOBAaHUSA WU
NOABEPIIINXCS BO3JICHCTBUIO HCCIEAYEMOIO JIEKAPCTBEHHOIO IIpernapara,
wianedo 1 (W) aKTUBHOTO Iperapara CPaBHEHUS C MEXIYHApOIHOM aThl
od00OpeHusi  pa3padarblBa€MOro  JIEKApCTBEHHOro  mpemapara. s
JIEKapCTBEHHBIX MPENaparoB, JUIMUTEIbLHOE BpEMsl HAXOJSIIMXCS B OOpallleHuH,
yKa3zaHHas JIeTanbHas HHGOPMAIS MOKET ObITh HEJIOCTYIIHA;

0) Oomee nertanbHas KyMylISTUBHas HH(OpManus O CyObeKTax
UCCJICIOBAHUS, TOABEPTIIUXCS BO3JACHUCTBUIO (MPU HaIU4uM) (Hampumep,
CIpYIIMPOBAHHAs MO BO3pACTy, MOJIy, PACOBOM IPUHAMICKHOCTU IO BCEU
porpaMme pazpaboTKH);

B) BUKHBIC  paziu4uMs MEXIy HCCICIOBAaHUSIMH B  OTHOIICHUU
HA3HAYAEMBIX J103, ITyTeH BBECHUS, TOATPYIII MAIlMEHTOB,

) B CJly4ae €Ciu KIMHUYECKHUE MCCIENOBAaHUS MPOBOAMINCH Ha 0COOBIX
rpymnmnax MaluydeHToB (HampuMmep, OepeMEeHHbIE KEHIIUHBI, TalMEeHThl C
HapylIeHUsIMU (QYHKIUM TIOYEK, MEYEHH, CEPAECYHO-COCYAMCTOM CHCTEMBI,
MAMeHThl C KIMHUYECKH 3HAYUMBIM TE€HETUYECKUM IOJIUMOP(U3MOM),

JIOJKHBI OBITH TIPE/ICTABIICHBI JAHHBIC O BO3ICHCTBUM,
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1) TP HAJIMYUM CYIIECTBEHHBIX Pa3IM4YMi MO BPEMEHU BO3ACUCTBUSA
MEXIy CyObeKTaMH, PaHIOMH3UPOBAHHBIMH Ha TMOJIYYEHHE HCCIIEAYEMOTO
JISKapCTBEHHOIO Tperapara Wiv Ipernapara CpaBHEHUSI, WM HECOOTBETCTBUMN
10 MPOJIOJKUTEIBHOCTH BO3ICUCTBUSI MEXKTY KIIMHUYECKUMU UCCIICOBAHUSIMU
HEOOXOIMMO TPOBECTH OIICHKY BO3JACHCTBHSI B BBIPAKCHHH CYOBEKT-BPEMS
(MaIMeHTOo-THU, ~-MECSIIIbI UJTU -TOIbI);

€) JaHHbIE O BO3JCUCTBUM HCCIEIYEeMOro Ipernapara Ha 3J0pPOBBIX
JTOOPOBOJIBIIEB MOTYT MMETh MEHBIIIYIO 3HAYMMOCTb ISl OLICHKU NPOuUiIs
0€30MMacCHOCTH JICKAPCTBEHHOIO CPE/ICTBA B II€JIOM B 3aBHUCHUMOCTH OT THIA
HAOJIOMAEMbIX HEXKENATeNIbHbIX PEakiMii, B OCOOCHHOCTH, €CJIM MAllMEHTHI
MOJIBEPTAFOTCS BO3ICUCTBHIO OJHOKPATHOM 1036l [1000HbBIC TaHHBIE TOJKHBI
OBITh MPENICTABJICHBI OT/IEIBHO C MOSICHEHUAMH (TP HEOOXOIUMOCTH);

) B Cclydyae €cid B O00OOIIEHHOW WH(MOpPMAIMU O HEXeIaTreIbHbIX
pCaKIUAX, BBIABICHHBIX B XOJ€ KIMHWYCCKUX HWCCICAOBAaHNN, YKa3aHBI
CEPbE3HBIC HEXKEJIATEIbHBIC PEAKIINH, JOKHO OBITh 110 BOBMOXXHOCTH C/IEJIAHO
COOTBETCTBYIOIIIEE YKA3aHUE IO OLIEHKE BO3ACHCTBUS HA MALIUEHTA;

3) ISl OMPEACNIEHHBIX 0CO000 BaXHBIX KIMHUYECKUX HCCIIEAOBAaHUMN
nemorpadudeckas XapaKTepUCTUKa IMAIMEHTOB JOKHA OBITh Ipe/iCTaBlIeHa
OT/CJILHO.

8.6.5.2. Ilogpaznen mepuOIUYECKOTO  OOHOBJISIEMOTO OT4YeTa MO
oe3omacHocTH «OOIIee YNUCIO TMAIMEHTOB, MOABEPTIINXCS BO3ACHCTBHUIO
JICKapCTBEHHOTO npernapara, 1o JTAaHHBIM ero MIPUMEHEHUS
Ha PBIHKEY.

[Io BO3MOXKHOCTH JOJIKHA OBITh TMPEACTABICHA OTAC/IbHAS OIICHKA
KyMYJIATUBHOTO BO3JIEHCTBHS (HaYMHAS C MEXKTYHAPOIHOM TaThl PETHCTPALIHH )
Y BO3/ICUCTBUSA 32 OMPENCTICHHBIN WHTEPBaJ (C 1aThl OKOHYAHHS cOOpa TaHHBIX
N0 MPEAUIECTBYIOIIEMY [EPUOAUYECKOMY OOHOBISIEMOMY OTYETY MO

oe3omacHocTH). B pasgene nomKHO OBITH MPUBEACHBI OICHKA KOJIMYECTBA
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MAIMEHTOB, MOABEPIIIUXCA BO3IACHCTBUIO, U METOM, C IMOMOUIBIO KOTOPOTO
BBIMOJIHSUTUCh ~ OTIpeieNiecHue M OleHKAa. JIomKHO OBITh MpencTaBIeHO
00OCHOBaHHME, €CIM HEBO3MOXKHO IPOBECTH pacyeT uucia MalMeHTOB,
MOJIBEPTILINXCS. BO3JEHCTBUIO. ECIIM HEBO3MOXKHO BBINOIHUTH OIEHKY 4HuCIa
MAIMEHTOB, JTOJKHBI ObITh MPEJCTABICHbI aJTbTEPHATUBHBIC BAPUAHTHI OLEHKU
C YKAa3aHMEM METOJa MX BBIIOJHEHUS. AJIBTEPHATUBHBIMU TOKAa3aTEISIMU
OLICHKM BO3JCHCTBUS SABIIIOTCS TOKA3aTe€llb MAllMEHTO-AHEM U YHCIIO
Ha3HAYeHUM (BBIUCHIBAaHU). TOJIBKO B TEX CIy4asix, KOT/a JaHHBIC MOKa3aTeau
HEIOCTYIHbI, MOXET OBITh UCIOJIb30BaHAa OIlCHKa o0beMa MpPONaK,
BBIPOKEHHAsT B BECOBBIX €IUHUIAX WIM J103aX. MoeT ObITh NpUMEHEHa
KOHILIEMIUST yCTaHOBJIeHHOM cyTtouHOoU 1103kl (Defined Daily Dose, DDD) s
MOJTyYEHHUS JJAHHBIX O BO3JICHCTBUY HA MAIlUEHTOB.

JlanHble O BO3MEUCTBUM JIOJDKHBI OBITh MPUBEICHBI MO CIECTYIOUIUM
KaTEropusiM UCTIOJIb30BAHUS JIEKAPCTBEHHOTO Mpernapara:

8.6.5.2.1. [locTperucTpalldiOHHOE ~ MPUMEHEHUE (32  HCKIIFOYEHUEM
KIIMHUYECKUX UCCIIEOBAHUI).

JlomkHa OBITH TIPEACTaBIICHA OOIMas oleHKa. J[aHHbIE JOKHBI OBITH
MpeJCTaBiIeHbl ¢ pa3OMBKOW TIO IOy, BO3pACTy, TOKa3aHUsIM, AO3aM
n03upoBKaM, (opMaM BBITyCKa M pEruoHaM, €CJid 3TO MpuMeHumMo. B
3aBUCHUMOCTH OT JIEKAPCTBEHHOTO Ipernapara MHbIC MEePEeMEHHbIE MOTYT OBbITh
MPUBEICHBI, KaK 3HAauMMble (HAlpUMeEp, YKCIIO BBINOJHEHHBIX BAaKIMHAIWH,
C0Cc00 BBEJCHUS U TTPOAOIDKUTEILHOCTD JICUCHUS).

B cinyyae ecnu ObUia BBISIBIIGHA Cepysi COOOIICHUM O HEXeNaTesIbHbIX
peakuusx, TMpearnoyiararonias HaJludue CUTHAJA, JOJKHBI  OBITh  TIO
BO3MOXKHOCTH TPEJCTaBICHbl JIaHHBIE 110 BO3JACUCTBHUIO JIEKAPCTBEHHOTO
npenapara Ha COOTBETCTBYIOLLYIO OArPYNITY MAIUEHTOB.

8.6.5.2.2. IlocTperucrpamoHHOE IIPUMECHEHHE y 0COOBIX

MNOIYJITMOHHBIX I'PYIIIL.
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B cnydae eciM Ha TNOCTPErMCTPALIMOHHOM JTare  JIEKAPCTBEHHBIM
mpernapar MCIONb3yeTCs y OCOOBIX MOMYJSIMOHHBIX TPYII, JOHKHA OBITh
Mpe/CTaBIeHa JOCTYNHAas WHGOpPMAIMS O KYyMYJSATHBHOM YHCIIE TMAIMEHTOB,
MOABEPTIINXCS BO3JACUCTBUIO, U HCIIONb3yEeMbI MeTon pacuera. VcTouHHKM
9TUX JIaHHBIX MOTYT BKJIIOYaTh HEUHTEPBEHIIMOHHBIC HUCCIECIOBAHUS,
pa3paboTaHHbIE HEMOCPEJACTBEHHO I TMOMYYEHHS JaHHBIX 110 OCOOBIM
MOMYJISIIMOHHBIM  MMOATPYNNaM, BKJIOYash PErucTpbl. Jlpyrue HMCTOYHUKH
nH(pOpMAIIMK MOTYT BKJIFOUaTh COOp JIaHHBIX MO HEXEJIATEIbHBIM PEAKITUSIM 32
paMKaMu  KJIMHUYECKUX HCCIECJOBAHWWA C  MCIIOJIb30BAHUEM  CHUCTEMBI
CIIOHTAHHOTO  PEMOPTUPOBaHMS (Hampumep, B pasfeliec  MOXKET ObITh
npefcTaBieHa WHGOpMAIUs O BO3ACUCTBUM B TEpUON OEPEMEHHOCTH, HE
COMPOBOXK/IABIIIEMCS Pa3BUTUEM HEXKeNaTenbHOW peakuuu). Ilomymnsuuu,
BKJIIOYAEMBbIE B OIEHKY [0 JIaHHOMY pa3lielly, BKIIOYAIOT, HO HE
OTPaHUYMBAIOTCS, B TOM YHUCJIE CICAYIOLIEE:

a) neauarpuyecKas MmomyJIsiiys;

0) TTOMYJISIIKS TIOKHITOTO BO3PACTa;

B) JKCHIIIMHBI B TIEPHOJT OCPEMEHHOCTH M KOPMJICHUS;

I') HAllMEHThI C HAPYIICHUAMHU (QYHKIIMU TI€YEHU U (WIIK) MOYEK;

1) TIAIMEHTHI C MHOM BaXKHOM COITYTCTBYIOIIIEH MMaTOJOTHUEH;

€) MalUeHThI, CTENEeHb THKECTH 3a00JIeBaHUS KOTOPBIX OTJIMYHA OT
HCCIIETYEMOM B XOJI€ KIIMHUYECKUX UCCIICIOBAHMIM;

) CyOITOMYJISAIMN C HOCUTEIBCTBOM T€HETHUECKOTO MOIMMOp(hH3Ma;

3) MAIMEHThI C THOM PAaCOBOM MJIM STHUYECKOM MTPUHAIJICKHOCTBIO.

8.6.5.2.3. OcobeHHOCTH MPUMEHEHHS JICKAPCTBEHHOTO Mpenapara.

B cnydae ecnum  gaepikarent0  perMCTPALIMOHHOTO — YAOCTOBEPEHUS
CTaHOBHUTCS HM3BECTHa MH(pOpMaIs 00 ONPEIeICHHBIX O0COOSHHOCTSIX
IIPUMEHEHMS JICKQPCTBEHHOTO Tperiapara, JO0HKHO OBITh IMPUBEACHO OMHMCAaHUE

JAHHBIX 0COOEHHOCTEH U ClIeTIaHa COOTBETCTBYIOIIAS OIIEHKA W MHTEPITPETANS
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JaHHbIX 10 Oe3omacHocTH. K uMciny Takux OCOOEHHOCTEH ©FHOeHTes
OTHOCSITCS, B  YaCTHOCTH, TEPENO3UPOBKA, Ppa3BUTHE  3aBUCHUMOCTH,
HEMpPaBUIBHOE TIPUMEHEHWE, NPHUMEHEHWE JICKQpCTBEHHOTO TMpernapara B
MEIUIIMHCKOW TIPAKTHKE 110 TOKa3aHWSAM, HE BKIIOYCHHBIM B YHCIIO
OI00PEHHBIX (Hammpumep, IpUMEHEHHUE TIPOTHBOITUIICTITUIECKOTO
JICKQpCTBEHHOTO CPE/ICTBA C IENbI0 KYITUPOBAaHUSI HEUPOIIaTHUeCKOM 00 Win
npoduakTUka roJJOBHOM 0o Tipu MUTpeHH). B cirydae, eciu nHbopMarius 1mo
OCOOCHHOCTSIM IPUMEHCHUS JICKapCTBEHHOTO npernapara, HE
CONIPOBOXKIABIIMXCS  PAa3BUTHEM  HEKENATCNBHBIX  PEaKIUi,  SBISCTCS
HEOOXOMMOM Il OIEHKH COOTHOIICHHS «II0JIb3a — PHUCK» JIEKAPCTBEHHOTO
mperapara, OHa MOXET ObITh TNpUBEIACHA B JIAHHOW 4YacTH pasieiia B
00o00meHHoM Buje. McroynnkamMu JaHHOW HMH(OpPMALMKM MOTYT SIBIATHCS
CTIIOHTaHHBIC COOOIIEHUS, 3alpOChl O TIONYYCHHMH MEAWIMHCKUX JTaHHBIX,
XKaoObl moTpeduTeNnel, oleHka HU(GPOBBIX CpPencTB MH(GOpPMAMU U HHBIE,
JOCTYITHBIE JIEPKATEII0 PErUCTPAIlMOHHOTO yIOCTOBepeHus. B paznene
NPUBOMAATCA JAaHHBIC, TIO3BOJISIONIME CAENarb KOJIMYECTBEHHYIO OIICHKY
OCOOCHHOCTEW MPUMEHEHHs JIEKAPCTBEHHOTO TMIpernapara B MEIUIIUHCKON
NpaKkTUKe, MPU WX HATWYAA. ECIM HMMEITCS COOTBETCTBYIOIIHME JaHHEBIC,
JepKareilb PErUCTPAIMOHHOTO YIOCTOBEPEHUS MOXKET C/IeJIaTh KOMMEHTApHH O
TOM, HACKOJbKO JaHHOE TMPUMEHEHHE TOJICPKUBACTCA KIMHWUYECKUMU
MIPOTOKOJIAMH, JOKa3aTelIbHOM 0a30i KIMHWYECKHX HCCICIOBAaHUN JTHOO
OOYCJIOBJIEHO OTCYTCTBHEM B IICJIOM 3apETMCTPUPOBAHHBIX aybTepHaTuB. [Ipu
OTIPEICTICHUN aCTIIEKTOB NMPUMEHEHHS JICKApPCTBEHHOTO Iperapara, KOTopble He
COOTBETCTBYIOT CIIPABOYHON HWH(OpPMAIIMH, ACpKaTeleM PEruCTPAlMOHHOTO
YIOCTOBEPEHUS JIOJKHA HCIOJNIB30BarbCsl JCUCTBYIOIIAsl MO COCTOSHHIO Ha
KOHEI[ OTYETHOTO TIepuofia TMEPUOIUYECKOTO OOHOBISIEMOTO OTYETa IO

0€30macHOCTH  pelaKkisl  COOTBETCTBYIONIETO  pas3lena  CIPaBOYHOM
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uHdopmaimu  (HampuMmep, OAOOpPEHHBIC TIOKa3aHUs, CHOCO0 BBEICHUS,
MIPOTUBOIIOKA3aHUS).

8.6.6. Pa3nen nmepuoan4eckoro OOHOBIISIEMOTO OTUETa MO 0€30MacHOCTH
«O00011IeHHBIE TAOJIUYHBIE TaHHBIEY.

[lenbto 1aHHOTO pas3zielnia sIBISIETCs MPEICTABIICHUE JJAHHBIX O CEPbE3HBIX
HEXKEJIaTeIbHBIX PEaKUMsAX M SIBICHUSX, BBIIBICHHBIX B XO/€ KIMHUYECKUX
UCCIICZIOBAaHUM, CIOHTAHHBIX COOOIIEHUSIX O CEPhE3HBIX M HECEPhE3HBIX
HEXKEJIATeJIbHBIX PEaKIMsIX, MOJYYEHHBIX Ha MMOCTPErHMCTPAIMOHHOM JTarle
(BKto4ast  COOOIIEHUSI OT CHEIUAJIMCTOB CHUCTEMbI  3PaBOOXPaHEHUS,
norpedurenel, MyOJMKauu B MEIULUMHCKOW HAy4YHOM JHTEparype, JaHHbIE
YIOJTHOMOYEHHBIX OpPraHoOB CTpaH MHpA) M CEPbE3HBIX HEXKeIaTeIbHbBIX
peaKIusX, MOTYYSHHBIX TPY MPOBEICHUU HEMHTEPBEHIIMOHHBIX MCCIIEIOBAHUIA
U JIpyTUX NpOTrpaMM OpraHU30BaHHOTO cOOpa JaHHBIX, B (hopMe OOOOIICHHBIX
TaOJIMYHBIX JaHHBIX. Jlepkaresnb pEerucTpallMOHHOTO YIOCTOBEPEHUSI MOXKET
MIPUBECTU OMPECIICHHBIE ACIMEKThl JaHHBIX B rpa)UYeCKOM BHJIE C IIEJIbIO
oOJieryeHust BOCTIPUSATHS U TIOHUMAaHUSI.

JlanHbIE O HEXKENaTeIbHBIX PEAKIUAX B 0000ICHHON TabIuIHON (hopMe
NPEACTABISIOTCA C MCMoNb3oBaHMEM TepMmuHonoruu MedDRA Ha ypoBHe
MPEMOYTUTEBHBIX TEPMUHOB U OPTaHO-CUCTEMHBIX KJIaCCOB.

OtHeceHre  HEXENaTeNbHBIX  PEaKIUMA K  YHUCIY  CEpPhE3HBIX
HEXKENIATCIbHBIX PEakid B OOOOIICHHBIX TaOMWYHBIX JAHHBIX JIOJDKHO
COOTBETCTBOBATh KPHUTEPHUSIM CEPHE3HOCTH, YCTAHOBJIECHHBIM TEPMUHOJIOTHEH
Hactosiux [lpaBui. B ciywae, eciid WHIUMBUIyaJIbHOE COOOIIEHUE O
HEXKENIaTeIbHOW ~ peakIMu  BKJIIOYACT  CEPhE3HbIE M HECEPhE3HBIC
HEXKeJlaTeJIbHbIE PEaKiuy, B OOOOIIEHHBIX TaOJIMYHBIX JIaHHBIX YKa3aHHUE
CEpPbE3HOCTH [IEJIACTCS MHIAMBUAYAIBHO MO Kaxaou peakuuu. OIneHka
CEPbE3HOCTH HE JOJHKHA U3MEHSTHCS TPU MOATOTOBKE JAHHBIX IS BKIFOUCHUS

B TIEPUOANICCKHUIN OOHOBIISIEMBIN OTYET IO O€30MMACHOCTH.
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8.6.6.1. Ilogpaznen  mepuoauyuecKkoro OOHOBISIEMOTO OT4YeTa IO
oe3onacHocTH «CripaBoyHast HH(PpOpMALIK.

B nmaHHOM moapasnene yKa3bIBa€TCS BEPCUS TEPMUHOJIOTMYECKOIO
KJIacCU(PUKATOpa, HCHOIb3YEMOIOo il MPENCTaBICHUS HEXKEIaTeIbHbIX
ABJICHUW U PEAKLIUNA.

8.6.6.2. Ilogpaznen  mepuoauyYecKoro  OOHOBIIEMOTO OT4YeTa IO
oe3omacHocTH «O000IeHHas uH(OpMAIUs MO0 CEPhE3HBIM HEXENaTeIbHBIM
SIBJICHUSIM, BBISIBJIEHHBIM B X0J1€ KIIMHUYECKUX UCCIEIOBAHUIN.

B npanHOM mnonpasznene JOMKHO ObITh NPHUBEAEHO OOOCHOBAaHHUE I10
NPUIIOKEHHUIO, KOTOPOE BKJIIOYAET KyMYJISITUBHbIE OOOOILEHHBIE TaOIMYHBIC
JTAaHHBIE 110 CEPHE3HBIM HEXKETATEIBHBIM SIBIICHUSIM, KOTOPbIE ObLITH BBISIBIICHBI B
X0l€  KIMHUYECKUX  HUCCIEOBAHWUM,  OpPraHM30BaHHBIX  JIep KareieM
PETUCTPALIMOHHOTO  yAOCTOBEPEHMS, HAyMHas C MEXAYHApOIHOM JaThl
0A00peHus pa3padaTbIBAEMOro JIEKAPCTBEHHOTO Mpenapara J10 1aTbl OKOHUYaHUs
cOopa JaHHBIX IO TEKYLIEMY IMEPUOIUYECKOMY OOHOBJISIEMOMY OTYETY IO
Oe3omacHoCTH. Jlep)karenb perucTpalvoOHHOIO YIOCTOBEPEHHUSI JOKEH JaTh
OOBSICHEHUS TI0 BCEM UCKIIIOYAEMBIM JIAHHBIM (HAIpUMEp, TaHHBIC PE3YIBTATOB
KJIIMHUYECKOTO HCCJICIOBAaHUSI MOTYT OBITh HEJAOCTYIIHBI Ha MPOTSKCHUU
HECKOJIbKUX JieT). JlaHHble B TAOMU4HON (hopMe AOTKHBI ObITh CTPYNITUPOBAHbI
B COOTBETCTBHHU C KJIACCU(PUKAIIMOHHBIM OTHECEHUEM HEXeNaTeIbHbIX peaKlui
COITIACHO TepMHHOJIOTHYecKoMYy Kiaccudukaropy MedDRA mo oprano-
CUCTEMHBIM KJlaccam JJIsi UCCIEAYEMOTrO JIEKAPCTBEHHOIO Mperapara, a TaKKe
JUIsl TIperaparoB cpaBHEHUs (akTMBHBIX M Twutane0o). Korma sto siBisiercs
1eJIeCO00pa3HbIM, JIaHHBIE MOTYT OBITh MPEICTaBIE€HbI B TPYNITHUPOBAHHOM
BUJIE TI0 KJIMHUYECKUM HUCCIICIOBAHUSM, MIOKA3aHUSIM, Iy TSIM BBEIACHUS U UHBIM
MIEPEMEHHBIM.

JIoJDKHBI OBITH PACCMOTPEHBI CISAYIOITUE aCIIEKThI:
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IpeACTaBlIeHUEe HMH(OpMAIMM IO MPUYUHHO-CIEICTBEHHOM CBS3U
SBJISIETCS. BAXKHBIM IIPU OLIEHKE PEAKHX HEXKEJIAaTeIbHbIX peakuuid. JlaHHble 10
NPUYMHHO-CJIEACTBEHHOW B3aWMOCBSI3UM IS WMHAWBUAYAIbHBIX — CIIy4acB
HEXKENATeNbHBIX ~ PEaKIUil SBIAIOTCS MEHEe 3HAYMMBIMH TP OILICHKE
arperupoBaHHBIX JAHHBIX, KOTOPBIE TO3BOJISIOT BBINOIHUTH COMOCTABICHUE
YacTOThl Pa3BUTUS MEXAYy TIpynnamu cpaBHeHus. Mcxoms u3 310ro, B
0000111eHHO# HH(pOPMAITIHY CIIETYET MPEACTABIATh JaHHBIE O BCEX CEPhE3HBIX U
UHBIX  HEXKEJATENbHBIX  SIBICHUSX W peakuusX s HCCIeTyeMOro
JIEKapCTBEHHOTO TIpenapara W JJis TpenaparoB CpaBHEHHS (AaKTHBHBIX U
1anedo) ¢ TeM, 4ToObl OblIa BO3MOXKHOCTh C/IENIaTh TPYNIIOBOE CPAaBHEHHE, B
TOM 4YHCJI€ B OTHOLICHMHM YacTOThl. [lone3HbIM sBIs€TCS MpeICTaBICHUE
JAHHBIX, OTpPaXKAloIllee B3aUMOCBA3b HA3HAYaeMOM J103bl U YaCTOThI
HEXENATeIbHbIX PEeaKLN;

B 0000IIeHHbIE TAaOMUYHBIC JaHHBIE TI0 CEPHE3HBIM HEKENIATeIHbHBIM
SIBJICHUSIM, BBISIBICHHBIM TPU TPOBEACHUU KIMHUYECKOTO HCCIEAOBAHMS,
BKJIIOYAIOTCSl TEPMUHBI, JJII KOTOPBIX OBLJIO OMpPEIENIEHO COOTBETCTBUE
KPUTEPUSM  CEPbE3HOI0  HEeXenarelnbHOro spieHusa. HMudopmanus no
HEXKENATeNIbHBIM ~ SIBIIGHUSIM, HE OTBEYAIOIIMM KPHUTEPHUSM CEPbE3HBIX,
BKJTIOUAETCS B OTYET M0 KIIMHUYECKOMY MCCIIEIOBAHUIO;

0000111eHHbIE TAOIMYHBIC TAHHBIEC JOJKHBI BKIIOYATh KaK OCJICTUICHHBIE,
TaK M pa30CICIUICHHbIE JTAaHHBIE O CEPhE3HBIX HEXKENATEIbHbIX SIBICHUSIX B
KJIMHUYECKUX HccaeqoBaHusX. PasocremsieHHble JaHHbIE MOTYT  OBITh
NPE/ICTABJICHBI 10 Pe3yJIbTaTaM 3aBEPIICHHBIX KIMHUYECKUX MCCIETOBAHUN U
OTHENbHBIM WHAWBUIYAIBHBIM CIIydasM, KOTOpbIE OBLTM Pa30CICIUICHBI 10
OIPECIICHHBIM TIPUYMHAM (HampuMep, MO acheKTaM Oe30MacHOCTH WU ISt
BBINOJHEHNUS TPEOOBaHUN HE3AMEMITUTEIBHOTO pernopTupoBanusi). COHCOPHI

KJIIMHAYECKOTO UCCIIENOBAHUS U JICPKATEIN PETUCTPALMOHHBIX YIOCTOBEPECHUM
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HE BBINOJTHSIOT PAa30CiCIUICHUE HEMOCPEACTBEHHO B CBSI3U C ITOJITOTOBKOM
MEPUONYECKOTO OOHOBIISIEMOTO OTYETa 10 0€30MaCHOCTH;

OTIPE/ICTICHHBIC HEKENATeNIbHbIE PEaKIMd MOTYT OBITh WCKJIIOUYEHBI W3
oOoOmaromed MHPOpMaIMKM, HO BCE MOAOOHBIE HCKIIOYEHUS JTOJIKHBI
00OCHOBBIBATHCS B NIEPUOIMUYECKOM OOHOBIISIEMOM OTYETE MO 0E€30MaCHOCTH.
Hanpumep, HexenarebHbIE peaKIUN, KOTOPbIE ObUIN OIPEICICHBI B IIPOTOKOJIC
KaKk  HCKIIOYAMOIIMeCs W3  MPONEAyphl  CIENUaIbHOrO  cbopa W
HE3aMeJTUTEILHOTO PEMIOPTUPOBAHUS M TOJBKO BKIIFOYaeMbIe B OOIIyrO0 Oa3y
JAHHBIX TT0 MPUYUHE TOTO, YTO OHU SABJISIFOTCSI MIPUCYIIIAMH 11€7I€BOM TOITYJISIIH
WIA COBIAJAIOT C KOHEYHBIMM TOYKAMH, MOTYT OBITh HWCKIIOYCHBI U3
o0oO1aroriel nHpOpMaIUH.

8.6.6.3. Ilogpaznen  mepuoauuecKoro OOHOBIIEMOTO  OT4YeTa IO
0€30MacHOCTH «O06001IeHHAs uHdopmanus 1o JaHHBIM
MOCTPETHCTPAIIMOHHOTO TPUMEHEHHUS JIEKAPCTBEHHOTO TIperapara.

B nmamHOM pa3zmene mpeacTaBisieTcss OOOCHOBAaHWE IO TMPHIIOKEHUIO,
BKJTFOUAIOIIEMY B TaOIM4YHOM (hopMe 0000IIArOIIe JaHHBIE O HEXEIaTeIbHBIX
peakIusaX KyMYJISTHBHO 32 BECh IMEPHOA U 32 OTUETHBIA TMEPUO, OT AATHI
MEXTyHAPOTHOW PETUCTPAIIMH JICKAPCTBEHHOTO TIperapara JI0 1aThl OKOHYAHHUS
cOopa JaHHBIX, BKJIFOYAIOTCS CBEICHUS O HEKENATSIBHBIX PEaKIUsX,
MOJYYCHHBIX B XOA€ HEHMHTEPBEHIIMOHHBIX HCCIICIOBAHUNM W CIIOHTAHHOTO
pPENOpPTUPOBAHKS, BKJIIOYAsl JAaHHBIE OT MEIUIIMHCKUX W (DapMarieBTUYEeCKUX
pabOTHUKOB, TOTpeOWTENEH, TMAIMEHTOB, YIOJIHOMOYEHHBIX  OPraHoB
TOCY/IapCTB-WICHOB M JAHHBIX, OMMYOJMKOBAHHBIX B MEIUITMHCKON JINTEPATYpE.
Cepbe3Hble W HeECephe3HbIC HEKEIATeIbHBIC PEaKIUU, ITOJyYeHHBIC TI0
pe3yibTaraM ~ CIIOHTAaHHOTO — PENOPTHPOBAHMS, a  TaKXkKe  CEPhE3HBIC
HEe)KeJIaTeIbHbIE PEaKIMy 0 JAaHHBIM HEHMHTEPBEHIIMOHHBIX HCCIEIOBAHUN U
JIPYyTUX HEWHTEPBEHIIMOHHBIX TporpamMM cOopa JaHHBIX JIOJKHBI OBITH

MIpPECTaBICHL B OAHOM Tabmuie. B Tabmuile maHHBIC JOJDKHBI  OBITH
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pacnpeneneHbl COIVIACHO KJTaCCU(PUKAIIH TEPMUHOJIOTUYECKOTO
knaccudukaropa MedDRA no oprano-¢yHkimonansHbeM Kiaccam. [To oco6o
BAXHBIM acrnekTaM Tmpoduis Oe30MacHOCTH MOTYT OBbITh IPEICTABICHBI
OT/CJIbHBIE TAOIUIIBI HEXKEIATeIbHBIX PEAKIUI ¢ TPYNIUPOBAHUEM JIAHHBIX TIO
MOKAa3aHUsM, CIIOCOOY BBEJICHUS U MHBIM [apamMeTpam.

8.6.7. Paznen nepuoanyeckoro 0OHOBIISIEMOTO OTYETa MO 0€30MaCHOCTH
«Pe3tomMe 3HAUMMBIX JAHHBIX, TIOJYYEHHBIX B XOJA€ KIMHUYECKUX
UCCIIEIOBAHUM 32 OTYETHBIN IEPUOIIY.

B nmanHOM pasnene crienyer NpeacTaBUTh  OOOOIIEHHYHO  OLEHKY
KIIMHUYECKU BAXKHBIX JIaHHBIX 1O 3(OEKTUBHOCTM U  0E30MaCHOCTH,
BBISIBJIEHHBIX 32 OTYETHBIA TMEPHOA MPU  MPOBEACHUM  JIEp KaTeraemM
PETHCTPALIMOHHOTO  YAOCTOBEPEHMS]  KIMHMYECKMX  uccienoBanuil. [lo
BO3MOXKHOCTH JIaHHBIE CJIEyeT pa3OuTh HAa Kareropuyd IO I[IOJIOBOMY H
BO3pPacCTHOMY TPHU3HAKy (B OCOOEHHOCTH B3POCIYI0 U JIETCKYIO MOIYJISIIUN),
MOKAa3aHUsM, PEKUMaM JIO3UPOBAHUS U PETUOHAM.

CurHanbl, BBISIBICHHBIE B XONI€ KIMHUYECKUX MCCICAOBAHUM, TOJKHBI
OBITh TIpeNCTaBICHb B TabiauuHOW (opme B pasdene 15 mepuomuydecKkoro
oOHOBIsIEeMOro oTdyera no ©Oe3omacHOCTH «OO030p CHUTHAJIOB: HOBBIE,
paccMarpuBaeMble WM 3aKpbIThie». OnucaHue MpoIeIypbl U PE3yJbTaToB
3aBEpIICHHOM B OTYETHOM TIEPHOJA OIICHKHM CUTHAJIOB C OOOCHOBaHHEM
MOCJICAYIOIET0 OTHECEHHsI K OTKJIOHEHHBIM CUTHAJIaM, JIMOO MOTEHIIUATbHBIM
WM WACHTU(DUIMPOBAHHBIM  PHUCKaAM  BKJIIOYaeTcss B pasgen 16.2
NEePUOJUYECKOTO OOHOBIIEMOrOo oOT4yeTa 1Mo Oe3zomacHocTd  «OleHKa
curHajioB». Hoast mHdbopMaliis mo paHee WU3BECTHBIM MOTEHIIUAIBHBIM WM
UJACHTU(UIIMPOBAHHBIM  pUCKaM,  HE  OIlEHWBaeMas  KakK  HOBBI
UACHTU(UITMPOBAHHBINA CUTHAJI, OTpakaeTcs B paznene 16.3 «OmneHka puckoB u
HOBOM wH(popMammm» U 16.4 «XapaKTepUCTHKa PHUCKOB» TMEPUOAHIECKOTO

OOHOBJISIEMOTO OTYETa IO 0€30IMaCHOCTH.
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Hannble 1o Oe3zomacHOCTH H  3(PPEKTUBHOCTH, TOITYUYEHHbIE TIpU
MPOBEJCHUN  KIMHUYECKUX  KCCIEAOBAHHUA, B  KOTOPBIX  JEP)KATENb
PErUCTPAIMOHHOTO YIOCTOBEPEHUS HE SIBJISUICS CIIOHCOPOM, IMTPENICTABIISIOTCS B
JPYTUX COOTBETCTBYIOIIMX paz/iefiaX MEePUOIUUYECKOTO OOHOBISIEMOrO OTYETa
10 0€30MaCHOCTH.

B nmamHoMm pasmene nmpeacraBisercs 0000meHHas —uHGOpMAIs,
MOJTyYEHHAs MPU MPOBEICHNUN KIIMHUYECKUX MCCIEIOBAHUM, O HEJOCTATOUHON
TepaneBTuyeckor A(O(PEKTUBHOCTH TMpU HA3HAYEHUHU TIO0 OJOOPEHHBIM
MOKa3aHUSAM JIsl JIeYeHUsI 3a00JIeBaHUM, HE NPECTABISAIONIUX YIpo3y s
*Ku3HU. JlaHHble O HegocTarouyHOW A(MGEKTUBHOCTH TIPU JICUCHUU WJIU
npo(UIaKTUKE  CEPbE3HBIX WM JKU3HEYTPOXKAIOIIMX  3a00JIEBaHMIA,
BBISIBJIEHHBIE 10 pE3yJbTaraM KIMHUYECKUX HCCIICJOBAHHM, TMOIJIEkKAT
NpeJICTaBICHUIO B pazzaeiie 13 mepuoauyueckoro OOHOBISIEMOIO OTYETa IO
oesonacHoctn  «Henmocrarounass — TepaneBTHueckass — A()(EKTUBHOCTH B
KOHTPOJIUPYEMBIX KIIMHUYECKUX UCCIICIOBAHUSX.

B mpunoxeHnn K JaHHOMY pas3lieny JepKarellb PErucTpaluoOHHOIO
YAOCTOBEPEHUS] JIOJKEH IMPEICTaBUTh IEPEUYUCICHUE OPraHU30BaHHBIX UM
WHTEPBEHIIMOHHBIX KIMHUYECKUX HCCIICIOBAaHUM, KOTOpPhIE OBLIM 3aBEPIICHBI
WM TIPOAOJDKAIOT BBITIOJIHATHCS B OTYETHBIA MEPUOJ, C IEIbI0 BO3MOXXHOCTH
UJCHTU(UKAIIMY, XapAaKTEPUCTUKN U KOJIMYECTBEHHOU OIICHKH YPOBHS PUCKOB
WIA TIOATBEPKIACHUSI MPOoQuiiss Oe30MacHOCTH JIEKAPCTBEHHOTO Mpemnapara ¢
yKa3aHUEM CIeyIoer nH(OpMaITUH MO KaKIOMY U3 UCCIIEIOBAHMIA:

UJACHTU(UKAIMOHHBIN HOMEP KJIMHUYECKOTO MCCIICOBaHMs (HArpuMep,
HOMEp MPOTOKOJIA UCCIICTOBAHUI WJIM MHOM UIEHTU(UKATOD);

HAUMEHOBAaHUE UCCIIEOBaHUS (COKpaIlleHHOE HauMEHOBAHHUE, €CIIU
MPUMEHUMO);

BUJl HUCCIENOBaHUA (HAPUMEpP, PaHIOMHU3UPOBAHHOE KIMHUYECKOE

UCCJIeIOBAHUE, KOTOPTHOE UCCIIE0BAHUE, UCCIIEIOBAHUE CITy4ali-KOHTPOJIb);
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ucclieAyemMasi MOMyJIsAlus, BKJIIOYasi CTPaHy U JIPYTHE XapaKTepUCTHKU
NOMYJSIUN  (HampuMep, Teauarpuueckasl TMOMYJSIUsS WM TalMeHThl ¢
HapylIeHueM (QYHKIIUU TIOYEK);

CTaTyC WCCIICIOBAaHUS: BBINIONHSAEMOE (MCCIEIOBAaHME HadaTo W
NPOAODKACTCS) WM 3aBEPIICHHOE (3aBEpIIEH OTYEeT O KIMHUYECKOM
HCCIICIOBAHUN ).

8.6.7.1. Ilogpaznen  mepuoaMYecKOr0  OOHOBISIEMOTO  OTYETa 10
0e30macHOCTH «3aBepIICHHBIC KIIMHUYECKNE UCCIICIOBAHUS.

JlaHHBIN TTOZpa3men AODKEH MPEACTaBISITh KPaTKyl HH(OpMAIH0 O
KIMHAYECKH BaXHBIX JAaHHBIX TI0 J(GGEKTUBHOCTH U  OE30MMaCHOCTH,
MOJTYYEHHBIX B PE3yJbTaTe 3aBEPIICHHBIX 32 OTYETHBIA MEPUOJ KIMHUYECKUX
uccienoBanuil. [lannas nHdopmaiims A0KHA OBITH MPENCTaBICHA B CKATOM
BUjic Wik B GopMme cuHorcuca. OH MOXET BKJIIOYaTh MH(OPMAITUIO, KOTOpast
TIOATBEPKIACT WIJIM OIMPOBEPracT paHee HIACHTHU(PHUIIMPOBAHHBIC CHTHAIBI TIO
0€30IacHOCTH, a TaK)Ke TOKa3aTeIhCTBA IT0 HOBBIM CUTHAJIAM 110 6€301acHOCTH.

8.6.7.2. Iloapaznen «IIpogomkaronuecs KIMHUYECKUE UCCIICTOBAHUS.

B cnywae ecnm nepikarento  pErucTPAiOHHOTO  YIOCTOBEPEHUS
CTAaHOBHUTCSI M3BECTHA KaKas-JIM0O KIMHUYECKH BaykHAs WHGOpMAITHS, KOTOpast
ObUTa TIOMyYeHA B XOAC NPOMOJDKAIONIUXCS KIMHUYCCKUX HCCIICIOBaHUN
(HarpuMep, BBISBIICHHAS B XO7I€ MMPOMEXKYTOYHOTO aHan3a 0€301acHOCTH WIIH
B pe3yjibTare pa3oCieIUICHUS] BBISIBICHHBIX CEPHE3HBIX HEXKEIaTeIbHbBIX
SBJICHH), B JaHHOM pa3fene JOJDKHA OBITh KpaTKO W3JIOKEHa HOBas
uHpopmalus 1Mo OE30MACHOCTU. DTOT MONpa3lesl TaKKe MOXKET BKIIIOYaTh
uHpOpMaIMio,  KOTOpas  TOATBEP)KIAaeT WM ONpPOBEpracT  paHee
UACHTU(UIIMPOBAHHBIC CHTHAIBI 1O OE30MacHOCTH, a TaKKe JO0Ka3areIbCTBa

HOBBIX CUTHAJIOB IO OE30IMaCHOCTH.
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8.6.7.3. [logpaznen mepuoIUyYecKoro OOHOBJISIEMOTO  OTYETa IO
0e30macHOCTH  «J[JIUTENbHBIM  TOCTASAYIONIUA MOHUTOPUHT  COCTOSHUS
MaIUEHTOBY.

Ecnu umeroTcs JaHHbIE O JJIUTEIBHOM MOCJEIYIONEM HAOMIOIECHUN
MAIMEHTOB, BKJIIOYCHHBIX B KIMHUYECKHE WCCICAOBAHMS, B TOApa3iese
npuBoAUTCS UWHGOpMAIMS O TOMYYEHHBIX B pe3yabrare JJIUTEIHLHOTO
MOCJICAYIOIIEr0  HAOMIOACHUS 3HAYMMBIX C TOYKM 3pEHHS  MPOQuiis
0€30MMaCHOCTH JIAHHBIX.

8.6.7.4. llogpaznen MEpUOIUYECKOTO  OOHOBISIEMOTO  OT4YeTa IO
oe3zonmacHocT  «lIHOE TepaneBTUYECKOE TMPUMEHEHUE JIEKAPCTBEHHOTO
npenapara.

JlaHHBIM ~ TOApa3fen  JOKEH  BKJIKOYATh  KIMHUYECKM  BAXKHYIO
uH(pOpMaIHIO 0 0€30MACHOCTH, MOJIYYEHHYIO B PE3yJIbTare Jpyrux Nporpamm,
MPOBEJCHHBIX  JIepXKaTeleM  PErMCTPAIMOHHOTO  YAOCTOBEpPEHUs, IO
CHEIUAJIbHBIM IPOTOKOJIAM, MPEIyCMaTPUBAIOIIUM CUCTEMATU3UPOBAHHBIN
cOOp MaHHBIX MO O€30MaCHOCTH (HAMPHUMEp, MPOTPaMMBI PACHIMPEHHOTO
JOCTyIa, MpPOrpaMMbl HCIIOJIb30BAHHUSI B CBA3M C  MCKJIIOUUTEIbHBIMU
OOCTOSITENILCTBAMH U3 COOOpaKEHUHM COCTpaJlaHusl, MHAMBUIYAJILHOTO IOCTYIIa
u Jip.).

8.6.7.5. llogpaznen  mepuOIUYECKOTO  OOHOBJISIEMOTO  OT4YeTa MO
oe3omacHocT «HoBBIE maHHBIE MO OE30MACHOCTH TIPU UCIOJB30BAaHUU
JIEKapCTBEHHOTO Tpernapara (PUKCUPOBAHHBIX KOMOMHAITUSIX 103,

B ciayuae ecnu uMHOE HE OINpEAENieHO YIOJIHOMOYEHHBIMM OpraHaMu
rOCyIapCTB-YJICHOB, B OTHOIIICHUM KOMOWHUPOBAHHOM TEpaIluu JOJKHBI OBITH
MIPEICTaBIICHBI CICTYIONTUE TaHHbIE:

a) B CIy4ae €CIIi JICKApCTBEHHBIN Iperapar oJo0peH jIsl Ha3HAYCHHS B
KaueCTBE KOMIIOHEHTa (DUKCUPOBAHHOW JIEKAPCTBEHHOW Tepanmuul WA

MHOTI'OKOMIIOHCHTHOI'O PCiKHMa HeKapCTBeHHOfI TCpalluk, B IIOAPa3aciic
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JOJKHBI OBITh OOOOIIEHBI Ba)KHBIE JAHHBIE MO OE30MAaCHOCTH MPUMEHEHHUS
KOMOWHHPOBAHHOM TEpaInu;

0)B cilydae €CId  JIGKAPCTBEHHBIM  Mpemapar  sBIAETCA
KOMOMHHMPOBAHHBIM JICKAPCTBEHHBIM TPEINapaToM, JTaHHBIA MOAPa3aen J0HKEeH
000011aTh BaXKHYI0 HWHGPOpMAIMIO 1O 0€30MacHOCTH MO0 KaxAOMy U3
VH/IMBUTyaJIbHBIX KOMIIOHEHTOB.

8.6.8. Pa3en meproandeckoro 0OHOBIISIEMOTO OTYETa M0 0€30MacHOCTH
«JlaHHBIC HEMHTEPBEHIIMOHHBIX MCCIICTOBAHMII.

B nmanHom paszzaene o6oOmaercss mHdopmanus 1Mo Oe30MacHOCTH WU
JaHHBIE, KOTOpBHIC TIONyYeHBI II0 pe3ylbTaTaM  HEWHTEPBEHIIMOHHBIX
KIMHUYECKUX MCCICNOBAaHUM (HANpUMep, OOCEPBAIIMOHHBIX HCCIEIOBAHMIM,
AMHUJIEMUOJIOTUYECKUX HCCICIOBAHUI, PETUCTPOB, TMPOrpaMM aKTUBHOTO
MOHHUTOPHWHTA), OpraHNU30BaHHBIX JepKareaem PETUCTPAIIMOHHOTO
YAOCTOBEPEHUS, CTaIM JOCTYIIHBI B OTYCTHBIA TIEPUOJ M MOTYT BIMATH Ha
OLIEHKY COOTHOIIIEHUS «II0Jib3a — PHUCK» JIEKapCTBEHHOTO Tpemnapara. Pazmen
JOJDKEH BKJIIOYAaTh JIaHHBIC, WMEIOIIME OTHOIICHWE K aclekTaM MpoQuis
0€30MacHOCTH M TIONYYCHHBIE MO PE3yJIbTaraM HCCIACIOBAHUM TIO0 OIEHKE
WCTIOJIB30BAHMUS JICKAPCTBEHHOTO Mpernapara.

Jlepxarenb PEruCTPAIMOHHOTO YIOCTOBEPEHMS JO/DKEH BKJIIOYATh B
NPWIOKCHUE K TIEPHOANYCCKOMY OOHOBISIEMOMY OTYETYy 1O O€30MacHOCTH
NEPEeYCHb BCEX HEWHTEPBEHIIMOHHBIX HCCIIECIOBAaHWMN, OPraHU30BAHHBIX
JIepKaTejeM PETUCTPAIMOHHOTO YAOCTOBEPEHHUS U BBINMOJHEHHBIX C IIEJBIO
BBISBIICHUS, XapPaKTEPUCTHKH W KOJMYCCTBEHHON OIIGHKH BBI3BIBAIOIINX
OlaceHUsl acCTeKTOB TMpoduiss 0e30MacHOCTH, TOATBEPKACHUS MPOdUIIsL
0€301acHOCTH JICKapCTBEHHOTO TIperapara Wil OIEHKH 3(P(EKTUBHOCTH MeEp
0 MUHUMU3AIMU PUCKA, KOTOPHIE ObUIM BBHIMOJHEHBI WU BBIMOIHSAIOTCS B

OTYETHBIA Mepuojl  (Hampumep, MOCTPErHCTPALMOHHBIE  HMCCIICAOBAHUS
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0€30IMacHOCTH) ¢ yKa3aHueM WHGOPMAIUU MO KaKIOMY M3 HCCIICIOBAaHUMN B
COOTBETCTBUU C MyHKTOM &.6.7 Hactosmux [IpaBu.

HToroBeie OTYETHI, KOTOpBIC OBLIM IIOATOTOBICHBI Ha MPOTHKEHUU
OTYETHOTO TMEPHOJA, IOJDKHBI BKIIIOYAThCSl B MPUJIOKEHUE K TIEPUOAUYECKOMY
OOHOBJISIEMOMY OTYETYy MO 0€30MaCHOCTH.

B pasnen moxer ObITh BKITIOYEHA 0000IIeHHAs HH(OPMAIIHS TI0 OIICHKE
JTAHHBIX, TOJYYEHHBIX IO PE3yjbTaTaM BBITIOJHEHUS MPOTPaMM IOAJIEPIKKH
MAIMEHTOB B ClIy4ae, €CJIM OHA HE BKIIIOYEHA B MHBIC Pa3zielibl IEPUOIUUECKOTO
OOHOBJISIEMOTO OTYETa 10 Oe3omacHOoCTU. OnrcaHue U OIIEHKAa CUTHAJIOB WU
PHUCKOB, BBISIBJICHHBIX JIEP)KATEIEM PETHUCTPALMOHHOTO YIOCTOBEPEHUS MPHU
BBITMIOJTHEHNWY JAHHBIX MPOrpaMM, BKIIOYAETCA B pa3nen 16 mepuoandeckoro
OOHOBJISIEMOT0 OTYETA MO0 O€30MaCHOCTH.

8.6.9. Pa3nen nepuoanvyeckoro 0OOHOBIISIEMOTO OTUETa MO 0€30MacHOCTH
«JlaHHBIC NPYTMX KIMHWUYECKHX WCCICIOBAaHWM W JaHHBIC, IMOJYYCHHBIC W3
JIPYTUX HCTOYHUKOB.

8.6.9.1. Ilogpazmen  mepuoaudecKoro OOHOBIIEMOTO  OT4YeTa  TIO
6e3omacHOCTH «JlaHHBIE IPYTHX KIMHUYECKUX MUCCIIEIOBAHUIN

B noapaznene pomkHa ObITh  0000mIeHa wuH(OpMaIms, KoTopas
OTHOCUTCS K OIIEHKE COOTHOIICHHS «IOJib3a — PUCK» JIEKAPCTBEHHOTO
npenapara ¥ nojydeHa Mo pe3yjbraraM MHBIX KJIMHUYECKUX HCCIICIOBAHUM, K
KOTOPBIM Y JEpKaTeNsi PETUCTPAIMOHHOTO YIOCTOBEPEHHsI OBLI JOCTYH 3a
OTYETHBIH nepuos (Harmpumep, pE3yBTaThl MeTa-aHaJIn30B
PaHIOMU3UPOBAHHBIX KIIMHUYECKUX UCCIICIOBAHUM, TaHHbIE TI0 0€30MaCHOCTH
MapTHEPOB M0 Pa3pabOTKe JIEKAPCTBEHHOTO Mpenapara u Jip. ).

8.6.9.2. Ilogpaznen mepuUOIUYECKOTO  OOHOBISIEMOTO OT4YeTa 1O
0e3onacHOCTH «OMUOKK TPUMEHEHUS JICKAPCTBEHHOTO Mperaparay

B noapaznene nqomkHa ObITH 00001TIeHA H(DOPMAIIHS, KOTOpas OTpakaeT

IIOJIYYCHHBIC 3a OTYCTHBIN IICpruoa AJAHHBIC O ClIy4dasax OIINOOK IIPUMCHCHHU A
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WIA TOTEHIMAIbHBIX  OIIMOKaX NPUMEHEHHUs, B TOM YHCIE HE
COMPOBOXKIABIIMECS] ~ Pa3BUTHUEM  HEXKeNaTelbHbIX  peakiuil.  OmmoOka
NPUMEHEHUST MOXKET BO3HHKHYTH Ha JIFOOOM JTare mporiecca MPUMEHECHUS
JICKQpCTBEHHOTO TIperapara W MOXET OBITh CBSi3aHA C  TAIMEHTOM,
norpebuTeneM win pabOTHUKOM CHCTEMBI 37paBooxpaHeHus. [loreHmanbpHas
OIIMOKa MPUMEHEHHs MOXET ObITh CBs3aHa, JIMOO HE CBsA3aHa C IMAIMEHTOM M
MIPEJICTaBIsIeT COOOM Cirydail, Mpu KOTOpOM (OPMUPYIOTCS OOCTOSITENILCTBA,
KOTOpBIE MOTYT TIPUBECTH K OIMMOKEe MpUMEHEeHMsI. B paszmerne mpeacraBisercs
uHpOpMaIysi, KOTOpasl, COITIACHO OIICHKE JepyKaTeisl pPErHCcTPaIiOHHOTO
yAOCTOBEPEHHUS, MOXKET YUYUTBIBAThCSI TPU HMHTEPHpPETAIMU JaHHBIX II0
0€30MacHOCTH WJIM OILIEHKE COOTHOIICHHUS «I0JIb3a-PUCK» JIEKapCTBEHHOTO
npernapara.

8.6.10. Paznen  mepuonuueckoro  OOHOBJISIEMOrO  OTYETa MO
0e30macHOCTH «J/laHHBIC TOKITMHINYECKUX (HEKITMHUIECCKUX ) UCCIICIOBAHMIN.

B paznene npexncrapnsiercss 00001IeHHAss MHPOpMALMS O 3HAYMMBIX B
OTHOIIIEHUH TpoQuiis OE30MaCHOCTH JAaHHBIX, MOJYYEHHBIX B PE3yJIbTare
JTOKJIMHUYECKUX (HEKJIMHUYECKUX) UCCIIEIOBAHUM in Vivo U in vitro (HarpuMmep,
WCCIICZIOBAaHUSI  KAHIIGPOTCHHOCTH, PEMPOAYKTUBHONM TOKCHYHOCTH  WIIA
UMMYHOTOKCUYHOCTH ), BBITTOJTHSEMBIX WJIM 3aBEPIIICHHBIX B OTUYCTHBINA ITEPHOI.
Pesynprarel MCClienoOBaHUM, KOTOPHIE OBLIM BBIMOJHEHBI C IICIBI0 W3yYCHUS
OTIPEIETICHHBIX TPOOIeM MO 0e30MacHOCTH, MOHKHBI OBITH MPEACTABICHBI B
pasmene BHE 3aBUCMMOCTH OT TIOMYYEHHBIX MaHHBIX. OIleHKa BIMSHUS
TIOJTYYCHHBIX JAHHBIX Ha MPOQHIb O€30MMaCHOCTH J0DKHA OBITh MPEICTaBICHA
B pasierne MNepUoJUYEeCKOr0 OOHOBJISIEMOro oOTdeTra 10 0e30MacHOCTH
«CurHajpl M OIlEHKAa PHUCKa» M pasfene IMepHOANYESCKOro OOHOBIISIEMOTO
oTyeTa 1o Oe3onacHOCTH «VHTErprpOBaHHBIN aHAN3 COOTHOIICHHS «IIOJTh3a

— PHUCK» TI0 OIOOPEHHBIM TTOKA3aHUSIM.
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8.6.11. Paznen MEPUOIUYECKOTO 00OHOBJIIEMOTO OTYETA o
0€30macHOCTH «/laHHbIE METUITMHCKOM JTUTEPATYPhI.

B paznene npencrasisiercss 00o01eHHass HH(OpMaLKs O MOITYyYEHHBIX
HOBBIX U 3HAYMMBIX JAHHBIX 10 OE€30MMACHOCTH, KOTOPHIE OBLIN OITYOJIMKOBAHbI
B TIPOIIEIICH HJKCIEPTHYIO OIICHKY Hay4YHOW JuTeparype, Jubo ObulH
MOJTyY€Hbl M3 HEOMyOJMKOBAHHBIX MOHOTpaduid, KOTOpbIE OTHOCSTCS K
JEKapCTBEHHOMY  Mpemapary W CTalld  JOCTYNHBI  JIEpXKaTelto
PErUCTPAMOHHOIO YIOCTOBEPEHHUS B OTUETHBIHN EPUO/I.

JIuteparypHblil TOUCK I IOATOTOBKU MEPUOAMYECKOTO0 OOHOBIISIEMOIO
oTyeTa Mo OEe30MaCHOCTH JOJKEH OBbITh IIHMPE, YeM JIMTEPaTypHBIA IMOUCK
UHIMBUAYAJIbHBIX COOOIIEHUN O HEXENaTelbHbIX pEeaKUusX, IOCKOIbKY
JOJDKEH BKJIIOYAaTh TAKXKe HMCCIEIOBAaHUS, B XOJE€ KOTOPHIX OBLIM OLIEHEHbI
UCXO/Ibl C TOYKHU 3pEHUS O€30MaCHOCTH B TPYINax CyObEKTOB UCCIIEIOBAHUSL.

OcoOble  acnekTbl Tpoduiisi  OE30MacCHOCTH, KOTOPBIE  JIOJKHBI
NPUHUMATHCS] BO BHUMaHUE NP MOUCKE UHPOPMALIMH, HO KOTOPbIE MOTYT OBITh
HE BBISBJICHBI IPU BBINOJIHEHUH IMOWCKA C IEJIbIO IOJIYYEHMs] JAHHBIX IIO
WHUBUIYAJTbHBIM CIIy4asiM HEKEIaTeIbHbIX PEaKui, BKIIFOYALOT:

UCX0Abl OEPEMEHHOCTH (BKJIHOUAsl MPEpbIBAaHUE OEPEMEHHOCTH), KOTOPhIE
HE CONMPOBOXKAATUCH HEKENATEIbHBIMU MOCIEICTBUSIMU;

IPUMEHEHUE JIEKAPCTBEHHOTO Tpernapara B eInaTpuyecKon MOy,

OPUMEHEHUE  JICKQpCTBEHHOIO  IIpermapara [0  [porpaMmam
UCTIOJIb30BaHUA B CBS3M C HCKIIOUMTENIbHBIMU  OOCTOSTEIbCTBAMHU U3
COOOpaXeHMH  COCTpaJiaHuMs W  MEePCOHATU3MPOBAHHBIM  MPOrpaMMaM
Ha3HAYCHUS;

OTCYTCTBHE YPPEKTUBHOCTHU JIEKAPCTBEHHOT'O Mpenapara;

acHUMIITOMAaTUYECKash MEpPElIO3UpOBKa, HECOOTBETCTBYIOIIEE  OOIIeH
XApaKTEPUCTUKE JIEKAPCTBEHHOIO IIperapara M HENpaBUIbHOE NPUMEHEHHE

JICKAPCTBCHHOI'O IIpCIIapara,
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OIMOKM  TPUMEHEHHUs,  HE  CONPOBOXAABIIMECS  Pa3BUTUEM
HE)KeJIaTeIbHbBIX SBJICHUIM;

BaXXHBIC PE3YJIBTATHI TOKJIMHUYECKUX UCCIICIOBAHUM.

B ciyyae ecnu 310 IpUMEHUMO, B JAHHOM pa3Jieiie TaKKe J0JKHA ObITh
npoaHaau3upoBaHa UHQoOpMaIMsi O  JAPYTUX  aKTUBHBIX  BEIIECTBaX
(hapMaKoIOTHYECKOM TPYIIbBI, K KOTOPO OTHOCHUTCS JIGKAPCTBEHHBIH Mperapar.

8.6.12. Pa3nen MePUONYECKOTO 00HOBJIIEMOTO OoTYeTa 1o
oe3zomacHocTH  «/[pyrue nepuoguvecKkue  OOHOBJISIEMBbIE  OTYETHI  IIO
0€30MMacHOCTI.

JlaHHBIM pa3men Cco3MacTCd TOJNBKO B TEX Cly4yasx, Korma 1o
JOTOBOPEHHOCTH €  YIOJHOMOYEHHBIMA  OpraHaMu  T'OCYNAapCTB-UYJICHOB
JepKarejIeM PpEerucTpPalioHHOTO YAOCTOBEpEHHUS TMOATOTaBIMBAeTCA Oolee
OJTHOTO TEPUOAMYECKOrO0 OOHOBJISIEMOro OT4YeTa IO Oe30MacHOCTU Ha
JICKapCTBEHHBIM Tmpemapar (B cliydae JIEKApCTBEHHOro Ipemnapara ¢
(buKCUpOBaHHOM  KOMOHWHAIMEN 7103, JICKQpCTBEHHOIO  Mpermapara  C
MHO>XECTBEHHBIMU TOKa3aHUSIMU ISl TPUMEHEHUST U (WIM) Pa3TMYHbIMU
dopmamu  Bbimycka). Kak mpaBwio, aeparenb — PEruCTPaMOHHOTO
YIAOCTOBEPEHUS] JOHKEH TOATOTOBUTH OJIMH TMEPUOJUYECKUNA OOHOBIISIEMBbIi
OoT4eT Mo Oe30MmacHOCTM Ha | JeicTBylolllee BEHIECTBO (€CIM HMHOE HE
OTIpE/ICIIACTCS YIOTHOMOUYEHHBIM OpPTaHOM). B 4aCTHBIX ClTydasix MO PEeIIeHUI0
YIOJHOMOUYEHHBIX OPraHOB T'OCYAApCTB-WICHOB JEpKaTesIeM MOIrOTaBINBAECTCS
cepusl TIEPUOINIECKUX OOHOBIISIEMBIX OTYETOB MO OE30MacHOCTH I OJHOTO
JICKapCTBEHHOro Tpenapara. Ilpy »ToM B JaHHOM pasfene  Kaxaoro
MOCJIEYIOIIEr0 MEePUOANYECKOT0 OOHOBIIIEMOTO OT4YeTa MO 0e30MacHOCTH
TaKOM CepUur JOJKHBI ObITh 000OIIEHBI 3HAYUMBIE JIAaHHBIE TI0 O€30MTACHOCTH U3
IPYyTUX TEPUOIUYECKUX OOHOBISIEMBIX OTYETOB IO OE30MaCHOCTH, €CIH

TOJIBKO TaKOC O606HIGHI/IG HC IIPCACTABIICHO B MHBIX pa3JaciiaX JaHHOI'O OTYCTA.
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[Tpu Hamu4MK JOCTyIa HA OCHOBAHUM KOHTPAKTHBIX JJOTOBOPEHHOCTEN K
JAHHBIM TIEPUOJAMYECKOTO OOHOBJIIEMOTO OTYETa MO OE30MacCHOCTH APYTUX
JepKareje PEeTUCTPAMOHHBIX YIOCTOBEPEHHM, CIOHCOPOB KIMHUYECKUX
WCCIICZIOBAaHUN WM WHBIX TAPTHEPOB HA AaHAJIOTUYHBIC JICKAPCTBEHHBIC
npenaparsl  Jep)Karelb — PErHCTPAOHHOTO  YIOCTOBEPEHHSI  JOJDKEH
MPEJCTaBUTh B OOOOIIEHHOM BHJIC€ 3HAYMMbIC JaHHbIE MO OE30MMacCHOCTH,
MOJTyYCHHBIE W3 TPEACTABISIEMBIX HMMH IEPHOJUYECKUX OOHOBIISIEMBIX
OTYETOB TI0 O€30MMACHOCTH 3a OTYETHBIN TIEPUOI.

8.6.13. Paznen  mepuonuueckoro  OOHOBJISIEMOrO  OTYETa MO
oeszonmacHoctn  «Hepocrtarounass ~ TepameBTuueckas — 3(PQPEKTUBHOCTH
JEKapCTBEHHOIO  TIperapara, yCTAHOBJICHHas B KOHTPOJIUPYEMBIX
KIIMHUYECKUX MCCIICTOBAHUSIX .

Ecmi mpu  BBIMONHEHWHM ~ KIMHWYECKUX  HMCCIENOBAHUN A
JICKQpCTBEHHBIX TMPENapaToB, KOTOPbIE WCIONB3YIOTCA JJIA JICUCHHS U
NPO(PUIAKTUKN CEPHhE3HBIX W KUZHEYTPOXKAIOIMIUX 3a00JIEBaHUM, TOYyYEHbI
JTaHHBIE, KOTOPbIE MOTYT CBHJIETEIBCTBOBATH 00 HMX HEIOCTATOUHOM
TeparneBTHIeCcKor A((OEKTUBHOCTH MO0 HETOCTAaTOYHON TepareBTHYCCKON
3(pPEKTUBHOCTH B OTHOIICHWH IPOBOAMMOIO JICUCHHS, TO TaKWe JIaHHBIC
YKa3bIBAIOT HAa HAJIWYKME 3HAYUTEILHOTO PHUCKA JUISA IEJICBOW TMOMYJISIAA |
JOJKHBI  OBITH  MPOAHAIM3UPOBAHBI U O0OOIIEHBI B JAaHHOM paziene
NEPUOTUIECKOTO OOHOBISIEMOTO OTYETA IO OE30MACHOCTH.

8.6.14. Paznen  mepMoOAMYECKOrO  OOHOBISEMOTO  OTYe€Ta IO
oe3omacHoCcTH «BakHas wHGOpMAaIMs, IOMydeHHAs TIOCIE 3aBEPIICHUS
TIOJITOTOBKH MIEPHOANIECCKOTO OOHOBIISIEMOTO OTYETa IO 6€30IMacHOCTH.

B nmanHoMm paszznene 0000IIarOTCs MOTEHIIMAIBHO Ba)KHBIE JaHHBIC I10
6e3omacHOCTH 1 AP(HEKTUBHOCTH, KOTOPHIE OBLTH MOYYEHBI MTOCIIC OKOHYAHUS
cOopa MaHHBIX, HO JO MOATOTOBKH OKOHYATEIILHOW PEIaKIIMU MePUOIUISCKOTO

OOHOBIISIEMOT0 oOT4YeTa MO Oe3omacHocTu. [IpuMepsl BaXKHBIX TaHHBIX
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BKJIIOYAIOT 3HAYUMbIE KIMHUYECKHUE JTaHHBIE HOBBIX MYOJIUKAIMM, 3HAYMMbIC
JAHHBIE TOCJEIYIONIETO HAOMIOACHUS 3a TMAIMeHTaMU, KIMHUYECKU Ba)KHBIC
TOKCUKOJIOTUYECKHE  JIaHHBbIe, a TaKkKe BC€ JICUCTBUS  JIeprKarels
PETUCTPALIMOHHOTO YIOCTOBEPEHUSI, HE3aBUCUMBIX KOMMTETOB IO OIICHKE
JAHHBIX, YIOJHOMOYEHHBIX OPraHOB T'OCYIapCTB-WICHOB, MPEANPHUHATHIE B
OTHOIIICHUH TIPOOJIeM, CBSI3aHHBIX ¢ MpoduiieM 6e30MacHOCTH JIEKAPCTBEHHOTO
npemnapara. HoBeie MHAMBUyaIbHBIE COOOLICHHS O HEXEaTeIbHBIX PEAKIUIX
HE JIOJKHBI BKJIIOUAThCS B Pa3zie, 3a UCKIIOUEHUEM CIIy4aeB, KOIJla OHU MOTYT
NPEACTABIAT, NPUHLMIIMAIBHO BaKHBIA CIIy4aid, NOATBEPXKAAOMIUN (HaKT
HAJIMYUS HEXeNareIbHOW peakuuu (Hampumep, MepBbld 3aperucTPUPOBAHHBIN
Cllydail pa3BUTUS BAKHOIO HEKEJATEIIbHOTO SBICHUS Y 4YEJOBEKA), M
B)XHBI CUTHAJN MO O€30MaCHOCTU WM JOMOJHUTENbHYI0 MHPOPMALUIO IS
OLICHKM TpOoOJieMbl 1O OE€30MaCHOCTH, NPEJCTABICHHOW B MEPUOIUYECKOM
OOHOBJISIEMOM OT4YeTe MO Oe3omacHoCTH. B pasgen Takke BKIIIOYAETCS
BBISIBIICHHAS! Ha MPOTSHKEHUU JAHHOTO Nepuoaa nH(opMaius no 6e30macHOCTH,
KOTOpasi MPEAIoIaracT BHECEHUE CYIIECTBEHHBIX W3MEHEHHUM B CIIPABOYHYIO
UHPOpPMAIMIO 1O  JIEKApCTBEHHOMY  Mpernapary  (Hampumep, HOBas
HEeXXeJlarenbHas peaKuusi, MPeIoCTEPEKEHUE WM IPOTUBOIIOKA3aHUE).

JlanHble pazziena JOHKHBI ObITh YYTEHBI MPU COCTABICHUM MOApa3ena
«OueHka pHUCKOB M HOBOW uWHGpOpMaluu» paszlena MepuoanuYecKoro
OOHOBJISIEMOT0 O0TYeTa Mo 6e30macHOCTU «CHUTHAIBI U OLIEHKA PUCKAY.

8.6.15. Paznen  mepwoaMyecKoro  OOHOBISEMOTO  OTYe€Ta IO
oe3zonmacHocTH  «O030p  curHamoB  (HOBbIE, paccMarpuBaeMble U
3aBEPILIECHHBIE).

[enpbto AaHHOTO pasfena sSIBISETCS MPEICTABICHUE MaKkeHMaAbHo
HOAHOFO 0030pa BBIIBICHHBIX CHTHAJIOB, CUTHAJIOB, KOTOPBIE IOJyYEHbI B
NEpUOJl MPOBEAECHUS OLICHKM HEXEJNAaTeIbHbIX PEAKIUil, a TAKKE CUTHAJIOB 3a

OTYETHBIN TMEPHOJ, OLEHKA KOTOPBIX YK€ 3aBepllcHA. B maHHbIN pasnmen
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JIOJDKHBI BKITIOUATHCSI CUTHAJIBI, TI0 KOTOPBIM BBITTOJTHEH MEPBBIN ATAIl OIIEHKU U
COIJIACHO pe3yJibTaTaM BaJIMIAIlMHU OIpe/esiecHa 000CHOBAHHOCTh BBITIOTHEHHUSI
MOCIICAYIONMX JTanoB OIeHKA. CHTrHalbl MOTYT OBITh BBISBJICHBI TIO
pe3yibTaraM MPUMEHEHUs KaueCTBEHHOTo MeToia (HampuMmep, Ha OCHOBaHHH
MOJY4YEHHUSI OJHOTO WM CEpUM CIy4aeB COOOLICHHH O HeXenaTeIbHON
PEaKIVK) WU KOJIMYECTBEHHOTO MeTo/a (HarprMep, Ha OCHOBAHUM ITOKa3aTelIsl
JUCTIPOTIOPIIMOHAILHOCTH, pEe3yJIBTaToOB KIIMHAYECKUX WIIN
AMHUIEMUOJIOTHIECKUX HCCIIENOBAaHMI), a TaKKe MOTYT OBITh pPEe3yJIbTaToM
3ampoca O TpenocTaBleHHMH HH(POpMaru 1O OE30MacHOCTH CO CTOPOHBI
YIOJTHOMOYEHHOTO oprana (Jiro0oi U3 cTpaH MUpA).

Pemienre OTHOCHUTENBHO MOCHEAYIONIEH KIACCU(UKAIMK CUTHAJIOB, a
TaK)KE 3aKIIOUYEHHUS MO pe3yJabraTaM BBIOJHEHHOW OIIGHKH, BKIIIOYAs
MEIUIMHCKYIO OIICHKY W HAyYHYH0 HHTEPIPETAIMI0 HWMEIOIINXCS JTaHHBIX,
JepyKaTellb PETUCTPAIIMOHHOTO YIOCTOBEPEHMSI TMPENCTAaBIsieT B pazaene 16
NEPUOANYECKOTO OOHOBISIEMOTO OT4eTa Mo Oe3omacHOCTH «CUTHanm WiIu
OLICHKA PUCKaY.

K HOBBIM BBISIBICHHBIM CHUTHAQJIaM OTHOCSITCSI CUTHAJIbI, KOTOpPbIE OBLIN
BBISIBJICHBI 32 OTYETHBIN Tepron. HoBas kimHWYECKH BakHas WHQOpMaIws,
MOJTyYeHHAs Ha TMPOTSHKCHWH OTYETHOTO TIEpHoJla B OTHOIICHWW paHee
3aKpBITOTO CHUTHAJIA, TAKKe JODKHA PaccMaTpUBaThCS KaK HOBBIM CHTHA Ha
OCHOBAaHWH BBISBJICHHUSI HOBBIX ACIEKTOB IO paHEE OTKIOHEHHOMY CHTHAIY,
100 OmpeeNeHrss HeoOXOANMMOCTH JallbHEHIIeH BepUPHUKAIIMN NUMEIOIINXCS
JTaHHBIX. HOBBIE CUTHAJIBI MOTYT OBITH KJacCH(PUIIMPOBAaHbI KaK 3aKPBITHIC WIIH
paccMaTpuBaeMbIe B 3aBUCHMOCTH OT CTaTyca JAHHBIX CUTHAJIOB IT0 COCTOSTHUIO
Ha KOHEI OTYETHOTO TepHOAa IMEPUOJUYECKOTO OOHOBISIEMOTO OTYEeTa II0
6e3omacHocTH. [IpuMepsl OTHECEHMsI CHTHAJIOB K YHCIY HOBBIX CHUTHAJIOB B

MEPUOJIUUYECCKUN  OOHOBJISIEMBIM OTYET 1O OE30MaCHOCTH  BKJIIOYAIOT
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NOJTy4eHHE HOBOM MH(pOpMAIIMHU, [0 pe3yJIbTaTaM OIIEHKH KOTOPOU BBITTOJTHEHBI
CIEAYIOLINE JICUCTBUSL:

BO300OHOBJIEHUE palOThl MO paHee 3aKPhITOMY JUOO OTKIOHEHHOMY
CUTHAJTy TIO Pe3yJIbTaTy MOy4eHUs] HOBOM nH(OpMaIny;

OTIPENICTICHO BO3MOYKHOE KIIMHUYECKH BAXKHOE OTIMYHE XapPaKTEPUCTHUK
UACHTU(UIIMPOBAHHOTO PUCKA IO CTETIEHU TSHKECTH WM YaCTOThI MPOSIBICHUS
(HarmpuMmep, HOBas HMH(pOpPMAIMS TPEANojiaraeT  BO3MOXKHOCTH — Oosee
CEPhE3HOT0 MCXO/Ia B BUJIE PA3BUTUS ITEYCHOYHOW HEIOCTATOYHOCTH IO paHee
ONMCAaHHOMY TPOSIBIICHUIO B BHJE TPAH3UTOPHOTO TOBBIIMICHHS AKTHBHOCTHU
MICYEHOYHBIX ()EPMEHTOB; JINOO JIJIsl paHee ONMUCAHHOW HEUTPOIICHUH TMOTy4eHO
COOOIIIEHNEe O Pa3BUTUU  arpaHyJolMTO3a C  HMCKIIOYEHHUEM  HHBIX
JIBTEPHATUBHBIX TPUYMH TaHHOTO COCTOSTHHUS);

OIpEJIETICHO BO3MOXKHOE OTIINYHE XapaKTEPUCTHK
UACHTU(UITMPOBAHHOTO PHUCKA MO CTEIICHHW TSHKECTH I YacTOTE TPOSBICHUS
JUTS OTIPENETICHHON TIOATPYIIIIBI TTAITUCHTOB,;

nperonaracTcss HeoOXOAMMOCTh BHECEHHs JOTMOJHEHHM B Cliydae
MOATBEPKACHUS TOTEHIIMAIBHOTO PHUCKAa B TPEIOCTEPESIKEHUS HIIM OCOOBIC
yKa3aHUs, BHECEHUE OTPAHWYCHWN B IMOKA3aHWS WJIM IICJICBBIC TOIMYJISAINH,
1100 MPUHATHE WHBIX MEp MUHUMH3AITIH PUCKA.

B namHOM pasgene, MO0 B TPUIOKCHHH K pas3ieiy, aepikareiieM
PETUCTPAIIMOHHOTO yIOCTOBEPEHHMS TOJDKHA OBITh TPEACTaBlIeHa B TaOIMUHOM
dopme cremyromias wHQOpPMAIUS MO PACCMATPUBACMBIM WM 3aKPBITBIM TI0
COCTOSIHHIO Ha KOHEI[ OTYETHOTO TIEPHO/Ia CUTHAJIAM:

KpaTKoe ONMCaHNE CUTHAJIA,;

Jara  BBISBJICHWS ~ CHTHaja  Jiep)KarelieM  PerHCTPaIriOHHOTO
yAOCTOBEPEHHUS;

CTaTyC CHUTHajla TO COCTOSHMIO Ha KOHEIl OTYeTHOrO Tepuoja

(paccMaTrpuBaeMblid WM 3aKPBITHIN);
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Jlara 3aKphITHs CUTHAJA, €CIU IPUMEHUMO;

KpaTKoe pe3toMe KITFOUEBbIX JaHHbIX;

IIaHBI IO JaJbHEHIICH OIICHKE CUTHAA;

MPUHSATHIC WIH IJTAHUPYEMBIE JIEHCTBUSL.

[lompoOHOE oOmnucaHuEe OILIEHKU 3aKPBITHIX CUTHAJIOB HE BKIIFOYAETCS B
JTAHHBIA pa3fes W JODKHO OBITh IpENCcTaBiieHO B moapasaene 16.2 «OreHka
CUTHAJIOB» TIEPUOJUYECKOTO OOHOBIAEMOrO OTYeTa 10 OE30MaCHOCTH.
OneHka HOBOW MH(OpPMalMU MO PaHEE BBISBICHHBIM HIECHTU(PHUIIMPOBAHHBIM
WM TIOTEHIMAJILHBIM PUCKaM, KOTOpasi HE ObLa OIlEHEHA KaK HOBBIM CUTHAJ,
npeacrasisieTc