[TPJIOXEHUE

K Pemmennro CoBera

EBpa3zuickor 53KOHOMHUYECKOW KOMUCCUU
OT 20 1. Ne

N3IMEHEHMUNUA,
BHOcuMbIe B [IpaBuia Haasiexkame npakTuku papMaKkoHaa3opa
EBpa3uiicKoro 3k0HOMHUY€CKOIr0 CO3a

1. [IpaBuna Hamnexaimier mnpakTuku ¢apmakoHanzopa EBpasuiickoro

O9KOHOMHYCCKOI'O COr03a N3JI0OKHNTH B CHG,Z[y}OHIGI‘;I PCOAKINM:

«YTBEPX/IEHbI

Pemennem Cosera
EBpa3uiickoil 5KOHOMUYECKOW KOMUCCUU
oT 3 Hos10pst 2016 1. Ne 87
(B penakunu Pemenust CoBera
EBpa3niickoil 3KOHOMUYECKON KOMUCCUU
OT 20 r.,Ne )

IHPABUJIA
Ha/uIeKalel npakTuku apmakoHaasopa
EBpa3uiickoro 3K0HOMHU4eCKOIro cox3a

1. Onpenenenust

I[J'ISI ueﬂeﬁ HaCTOAIINX HpaBI/IJ'I HCIIOJIB3YIOTCA IIOHATUA, KOTOPLIC

O3HA4YaroT CJICAYOIICC:



2

«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,



13

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
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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
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(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



89

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.



93

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;



115

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.
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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.



120

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,
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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
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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
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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



152

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.
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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
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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 