EBPA3ZUNCKASI SJKOHOMHUYECKAS KOMUCCHSI
COBET

PEIMEHUE
«03» Hos6ps 2016 T. Ne 87 r. Acrana

O6 yrBep:xaenuu IlpaBui najexkamei NpakTuKY papmMakoHaa3opa
EBpa3uiickoro JkoHOMHYECKOI'0 01032

B coorBerctBuM co crareeid 30 Jlorosopa o Espasulickom
AKOHOMHYECKOM coro3e oT 29 masa 2014 roma, crareeii 12 CormnanieHus
0 ©IUHBIX TPUHLMIIAX M IpaBWIaxX OOpalleHUs JIEKAPCTBEHHBLIX CpPEJICTB
B pamkax EBpazuiickoro skoHOMHUYecKoro cotosa oT 23 aexadps 2014 rona,
nyHktoM 81 mnpunoxeHus Ne 1 k Permamenty pabotsl EBpasuiickoif
DKOHOMHUYECKOM  KOMMCCHM, yTBepKIeHHoMy Pemenuem  Briciiero
EBpazuiickoro skoHoMuYeckoro cosetra oT 23 gnekabps 2014 r. Ne 98,
u  Pemenmem  Bricuiero  EBpa3uiickoro  3KOHOMHYECKOIO  COBETa
ot 23 nmexabpst 2014 r. Ne 108 «O peamuszanuu CornameHuss 0 €JUHBIX
MPUHIMIAX W IpaBHjIaxX OOpalleHUs JIEKAPCTBEHHBIX CPENCTB B paMKax
EBpazuiickoro SKOHOMHYECKOTO COHO3a» Coser EBpasuiickoit
HSKOHOMMWYECKOH KOMHUCCHH P € Il M JI:

1. YrBepauts npunaraemeie [IpaBuna  Haguexamied  IPakTUKU
dbapmakonamzopa EBpaszuiickoro skoHoMHUecKOro corosa (faiee — IIpasuia).

2. Hacrosimee  Pemienue  BCTymaer B CHIIy [0 HCTCYEHHH
10 xamenmapHbIX JAHEH C JaTel BCTyIUIeHMs B cuiy lIpotokona,

noanucagHoro 2 gaexkabpst 2015 roma, o npucoenuHeHun PecrnyOmuku
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Apmenns k CornaiieHuIo o eIHHBIX NPUHLMIIAX W [PaBUIax oOpalleHus
JIEKApCTBEHHBIX CPEJCTB B paMkax EBpasuiicKOro 5KOHOMHYECKOrO CO3a
ot 23 nexabps 2014 roma, HO He paHee 4yeM 110 UcTeueHUH 10 KameHaapHbIX
JIHEH ¢ 1aThl O(HUIMATBHOTO OITyONMKOBaHUS HACTOSIIETO PeleHus.

Pasnen 4 Ipasun Betynaet B cuiy ¢ 1 susaps 2017 .

AG3an narelii moamyHkTta 7.2.1 myHkTta 7.2 W nmyHKT 7.4 pasjgena 7

[IpaBu BeTynaroT B cuity ¢ 1 urons 2016 r.

Ynensl CoBera EBpazuiickoil JKOHOMHYECKOH KOMHCCHM:




YTBEPKJIEHBI

Pemreanem CoBera

EBpa3uickor 53KOHOMHUYECKOH KOMUCCUU
oT 3 HosiOpst 2016 r. Ne 87

INPABUJIA
HaUIeKaIed NpakTUKH apMaKoHaa30pa
EBpa3uiickoro 3K0OHOMUY€CKOro cOK3a

1. Onpenenenus

Hna unener Hactosmux [IpaBun KCHONB3yIOTCA TOHSTHSA, KOTOPBIE
O3HAYaloT CIEAYIOIIEE:

«BaXHas  OTCyTcTBylomas uH@opMauus»  (important  missing
information) — 3Hauumble TOpoOETbl B  HUMEIOMMXCA 3HAHUSAX 00
OTIPEICTICHHBIX AaCMEeKTaX O0e30MacHOCTH JIEKApCTBEHHOIO TMperapara Wiu
rpyIIax MaiueHToB, KOTOPbIM Ha3HAYAETCs JIEKAPCTBEHHBIN MpEenapar;

«BAXHBIH WUIACHTUPUIIUPOBAHHBIN PUCK», «BAKHBINM MOTCHIIMAIBLHBIN
puck»  (important  identified risk and  important  potential
risk) — uaeHTU(UUUPOBAHHBIA PUCK WM MOTEHIMAIbHBIM PUCK, KOTOPBIN
MOXXET OKa3aTh BIMSHHUE Ha COOTHOIIEHUE «I0JIb3a — PUCK) JIEKAPCTBEHHOTO
npenapara uid UMeTh MOCIEACTBUS JIsl OOIIECTBEHHOTO 3I0POBBS;

«BaTUAUpPOBaHHBIN curHaim» (validated signal) — curnan, mjist KOTOporo
B IIPOIECCE BBIMOJHECHUS BaJUJAlMM U OIEHKH MOATBEPXKIAONINX JTaHHBIX
YCTAHOBJICHO, UYTO  HMEIOIIAsCS  JIOKYMEHTAIus  JOCTaTOYyHa IS
MPEATIONI0KEHUS HAJWYWSI HOBOW MOTEHUHMATbHOW NMPUYMHHO-CIEICTBEHHOU
CBA3M WJIM HOBOTO AacleKTa HW3BECTHOM B3aWMMOCBA3M MEXAY MPUEMOM
MOA03PEBAEMOTO JIEKApCTBEHHOTO npenapara u pa3BUTHEM

H€6HaFOHpI/I$ITHOFO ITOCJIICACTBUA Hu, CJICAO0BATCIIbHO, OIIPCACIICHA
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HEOOXOAMMOCTh OCYIIECTBICHUS! KOMIUJIEKCAa AAJIbHEWIINX JAEUCTBUU 1O
OLICHKE CUTHAJIa;

«BO3JICUCTBUE, CBA3aHHOE C PpoJoM 3aHATHi»  (occupational
exposure) — BO3/ICMCTBHE JIGKAPCTBEHHOTO Tpernapara, KOTOPOMY IOJIBEPICs
YeJIOBEK B PE3yJIbTaTe BBHIMOJHEHUS ACSITEIBHOCTH Kak MpodecCUOHABLHOM,
TaK ¥ HE CBSI3aHHOU C MPOeCCHOHATBHOMN JEATeIbHOCTHIO;

«J1ata okoH4aHUs cOopa nanHbIx» (data lock point) — nara 3aBepienus
cOopa JaHHBIX JUIsl BKIIOUCHHUS B MEPUOIUYSCKUN OOHOBISIEMBIH OTYET IO
0E30ITaCHOCTH;

«JIeATeIbHOCTh 10 MHHHMH3AIMK PHUCKAa (MEpbl MO MHUHUMM3AIUU
pucka)» (risk minimization activity (risk minimization measure)) — KOMIUIEKC
MEpOTIPUSITHI, HAMpaBIEHHBIX HAa MNPEJOTBPAIICHUE WM yMEHBIIICHUE
BEPOSITHOCTH BO3HUKHOBEHHS HEKEIAaTeIbHOW PpEaKIid, CBSA3aHHOW C
BO3JICHCTBHEM JICKQPCTBEHHOTO TIperapara, MO0 Ha yMEHBIIIEHUE CTEMeHU
TSOKECTH HEXENAaTeIbHON PEaKINy B CIIy4yae €€ pa3BUTHS;

«3aBepIICHHOE KJIMHUYECKoe wucciaenoBanue» (completed clinical
trial) — uccienoBanue, MO KOTOPOMY MOJATOTOBJIEH 3aKITIOYUTEIbHBINA OTUET O
KIIMHAYECKOM UCCIICIOBaHNH;

«3akpbIThiil curHai» (closed signal) — curnan, oreHka KOTOporo Obuia
3aBepIIeHa B  OTYETHBIM  TEPUOJ  COCTABJICHHS  IEPUOIUYECKOTO
OOHOBJISIEMOTO OTYETA IO 0€30MaCHOCTH;

«310ynoTpedieHne JeKapCTBEHHBIM TIpenapaTtom» (abuse of a medicinal
products) — TIOCTOSHHOE WJIM pPa30BOE UYPE3MEpHOE yroTpediieHne
JICKApCTBEHHOTO TIperapara, KOTOPO€ COMPOBOXKIAETCS HEOIAaronpHUsTHHIMU
(U3UOTOTUUECKUMU WJTU TICUXOJIOTHYECKUMU (P eKTamu;

«unentuduimpoBanHeii puck» (identified risk) — HexenarembpHOE

nocneAcTBre  (apMakoTepanuv, B  OTHOIIEHWH KOTOPOTO  TOJYYEHO



3

aJICKBaTHOE JI0KA3aTelIbCTBO HAJIMYMS B3aWMOCBSI3M C TOJ03PEBAEMBIM
JICKapCTBEHHBIM TIPENapaTroMm;

«UHJIUBUYAHOE COOOIEHHWE O HEXeNaTeJIbHONW peakiuu (OTY4ET O
HEXeJaTeIbHON peakinu (Ha JieKapcTBEeHHbIN mnpemnapar))» (individual case
safety report (ICSR) (adverse (drug) reaction report)) — wuHboOpmarus,
nepenaBaemMasi B COOTBETCTBUU C YCTAHOBJIEHHBIMU (DOPMOI U coiepKaHUEM,
00 OAHOM WM HECKOJBKHX IOI03PEBAEMBIX HEKEIATCIbHBIX PEaKIUIX Ha
JICKapCTBEHHBIN TIpenapar, BO3HUKAIOIIMX Yy OTIACIHHOTO TMallMeHTa B
OIPEIEIICHHBI MOMEHT BPEMEHH;

«UCTOYHUKHU MOJTy4YCHUS WHIUBUTyJTbHBIX cooOIIeHU M
O HEXeJIaTeJIbHBIX PEaKUUsIX JEKapCTBEHHOTO TMperapara IO 3ampocy»
(solicited sources of individual case safety reports) — opraHuzoBaHHBIC
CHUCTEMBI TI0 COOpY JaHHBIX, KOTOpPBHIE BKIIOYAIOT B CeOSl KIMHUYECKHUE
UCTIBITAaHUS (MCCIICIOBAHUS), PEECTPhI, MOCTPETUCTPAIMOHHBIE TTPOTPaMMBI
MEPCOHAIM3UPOBAHHOTO MCIOJIb30BAHMS JIEKAPCTBEHHOTO TIpemnapara, Apyrue
nporpaMMbl MO TOAJEPKKE TAIMEHTOB W MOHHUTOPUHTY 3a00JeBaHUM,
ONMpoCy NAIMEHTOB WM JieYallluX Bpadell wiam cOop wuHPopMauuu o0
3¢ (HEKTUBHOCTH TE€paui U MPUBEPKCHHOCTH MAIIMCHTOB K JICUCHUIO;

«KadecTBO cuctemMbl (hapmakoHnaazopa» (quality of a pharmacovigilance
system) — Bce€ XapaKTepUCTUKH CHUCTEMBbI (DapMakoHaI30pa, KOTOpPHIE B
COOTBETCTBHU C OIICHKOM BEpPOSTHOCTH TMPHUBOAAT K  pe3yibTaram,
COOTBETCTBYIOIINM IEJISIM CHCTEMBI (hapMaKoHAI30pa;

«kauHU4YecKoe uccienoBanue» (clinical trial (study)) — xknmHMYECKoe
U3y4YCHHUE, YIOBICTBOPSIOIIEE XOTsI ObI OTHOMY U3 CICIYIONINX yCIOBUM:

Ha3HaYeHWE  CyOBEKTy  KIMHUYECKOTO  M3YYEHUS  KOHKPETHOU
TEparneBTUYCCKON CTpareruu (BMEIIATEeIhCTBA) MPOUCXOIUT 3apaHee U HE
SBIIACTCSI PYTUHHOW KIMHUYECKOW TIPAKTUKOM (TO €CTh IIa0JIOHHBIMH

(O,I[HOTI/IHHBIMI/I) MCIAUNITMHCKUMHA JANAarHOCTU4YCCKHUMU 151 JIEYCOHBIMHU
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pOLeypaMH, TEXHOJIOTUSIMHU WU MEPOTIPUATUSIMH, KOTOPHIC BBITOJTHSIIOTCS
JUISL JTaHHOW TPYIIbl TAIMeHTOB WM JAaHHOTO CTaHAapTa OKa3aHUs
MEJIUIIMHCKOM  TOMOIM) B TrocyaapctBe — wieHe EBpasuiickoro
HYKOHOMHUYECKOTO COI03a, UCCIIEAOBATEILCKHUE IIEHTPHI KOTOPOTO TPUHUMAIOT
ydacTue B JAHHOM KJIMHUYECKOM U3yYCHUU,;

pelIeHHe O Ha3HAUCHWW HCCIIEIYyEeMOTo JIEKApCTBEHHOTO Ipernapara
NPUHUMAETCS COBMECTHO C pEIICHWEM O BKIIOUEHHH CYObeKTa B
KJIIMHAYECKOE N3yUCHUE;

CyObEKTaM KIMHHYECKOTO W3Y4YeHHUs, MMOMHUMO IPOMEIyp PyTHHHOM
KJIMHUYECKOW TMPAKTHKH, BBIMOIHSIIOTCS JOMOJHUTEIBHBIE TIPOIIEIAYPHI
JTUArHOCTUKU UM MOHUTOPHWHTA,;

«KOHTPOJIb U OO0ECleUeHHEe KadecTBa CHUCTEMbI (hapMaKOHAI30pay
(quality control and assurance) — MOHUTOPHHI, OIIEHKAa, OOECIEUCHUE
3G(HEKTUBHOCTH W COOTBETCTBHS CTPYKTYPHBIX 3JIEMEHTOB W IPOIECCOB
CUCTEMBI (papMaKOHAa130pa yCTAaHOBJICHHBIM TPEOOBAHUSAM;

«1ekapcTBeHHoe  cpenctBo» (medicinal product)» —  cpeacTso,
npeAcTaBisonee codboil MO0 coaeprKaillee BEIIeCTBO WM KOMOWHAIUIO
BEIECTB, MpeAHA3HAYCHHBIC I JICUYCHHs, NPO(UIAKTHKH 3a00JIeBaHUM
YelloBeKa ~ WJIM  BOCCTAHOBJICHHS,  KOPPEKIMA  WIM  W3MCHCHHS
(bU3HOTOTUYECKIX byHKIMI MOCPECTBOM (hapmMaKoIOTUIECKOTO,
UMMYHOJIOTHYECKOTO JTUOO METaOOIMYEeCKOTO BO3ICUCTBUS WM IS
JTUArHOCTUKH 3a00JI€BaHUI U COCTOSIHUS YEJIOBEKa,

«IekapcTBeHHbIM mpenapar» (drug, remedy) — JeKapCTBEHHOE
CPEICTBO B BHJIC JICKAPCTBEHHOH (HOPMBI, BCTyMHaromee B KOHTAaKT C
OpraHU3MOM YEJIOBEKA,;

«macTtep-paitn CUCTEMBI dbapmakonamzopa, MOCD»
(pharmacovigilance system master file (PSMF)) — noapoOHoe omnucanue

CHCTCMBI (I)apMaKOHaI[SOpa, HpHMeHHCMOﬁ ACPIKATCIICM PCTUCTPAITUOHHOTO
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yIAOCTOBEpEHHsS] B OTHOILIEHHWHU JAaHHBIX OO0 OJHOM WJIM HECKOJIbKHUX
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX Mpenaparax;

«MEXIyHapoJHas J1aTa oJ0OpeHust pa3padaTbiBAEMOro JE€KapCTBEHHOTO
npenapara, MJOPJIC»  (development international  birth  date
(DIBD)) — pmara mepBoro oa00peHusi (WJIM aBTOpPHU3AIlMK) TPOBEACHUS
WHTEPBEHIIMOHHOTO KJIMHUYECKOTO UCCIIEIOBAHUS B JIIOOOW M3 CTpaH MUDPA;

«MexJyHaponaHas nara perucrpauuu, MJIP» (international birth date
(IBD)) — nara nepBoii peructpauuu (0g00OpeHUsi K NPUMEHEHHUIO) B JI000H
CTpaHe MHpa JIEKapCTBEHHOIO IIpenapara, COJCPKaIIero OIMpeAesieHHOE
JICVUCTBYIOIIIEE BEIIECTRO;

«Hammexamias — npaktuka — (apmakonagzopa,  HII®»  (Good
Pharmacovigilance practices (GVP)) — pykoBOJACTBO IO OCYIIECTBICHUIO
dapmakoHaa30pa B TOCYAapCTBaX — wieHax EBpa3uiicKOro 3KOHOMHYECKOTO
COI033;

«HeXenaTenbHas peaknus» (adverse reaction) — HempegHaMEpeHHas
HEONMaronpusaTHasE peakius OpraHu3Ma, CBs3aHHAs C [PUMEHEHHEM
JIEKapCTBEHHOTO (MCCIIEyeMOro) mperapara U mpernoiararomias Hajaudue,
KaK MHUHHMYM, BO3MOXXHOW B3aUMOCBSI3M C NMPUMEHEHHEM TOJ03PEBaEMOTr0
JIEKapCTBEHHOTO (MccleayemMoro) mpenapara. HesxenarenbHble peakiuu
MOTYT BO3HHKaTh TIpM TPUMEHEHWH JICKAPCTBEHHOTO IIpemapara B
COOTBETCTBUU C OAOOpPEHHOW O0OIIel XapaKTEPUCTUKOM JIEKaApCTBEHHOIO
npernapara Wil MHCTPYKIHUEH MO MEIUIIMHCKOMY NPHUMEHEHHUI0 WM C UX
HapyIICHUEM JIN0O B pe3yJIbTaTe BO3ICHUCTBUS, CBSI3aHHOTO C POJIOM 3aHSTHH.
Cnayyam  TmpUMEHEHHs] C  HapylIeHHMeM  OOIIed  XapaKTepUCTUKH
JEKapCTBEHHOTO  Tpermapara WiIM HWHCTPYKIHH 10  MEAUITUHCKOMY
MPUMEHEHUIO BKJIIOYAIOT B ce€0s MPUMEHEHHE, HE COOTBETCTBYIOICE OOIIeH
XapaKTePUCTUKE WM WHCTPYKLUUU, TEPETO3UPOBKY, 3J0yNoTpelieHue,

HCIIPABUIIBHOC yrIOTpC6J'ICHI/Ie U MCOUTINHCKHC OIJ_II/I6KI/I;
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«HEexemnaTelbHoe siBeHue» (adverse event) — 1r060e HEOIArONPUATHOE
W3MEHCHHE B COCTOSIHMH 370POBbSI MAIlMEHTA WM CYObEKTa KIMHUYECKOTO
UCCIICJIOBAHUS, KOTOPOMY Ha3HadayiCsi JIEKapCTBEHHBINM (HCCIeqyeMbIi)
mpernapar, HE3aBUCMMO OT IPUYUMHHO-CJIEACTBEHHOM CBSI3U C  €r0
npuMeHeHrneM. HexxenareabHoe SBICHUE MOXKET MPEACTABIATH CO00H r000e
HEONaronpusaATHOE U HENpeJHAMEPEHHOE U3MEHEHHEe (B TOM YHCIe
OTKJIOHEHHE JIa0OpaTOPHOIO TMOKa3aresis OT HOPMbI), CHUMIITOM WJIU
3a00JIeBaHNE, BpeMs BO3HUKHOBEHHWS KOTOPBIX HE HCKIIOYAeT MPUYNHHO-
CJICICTBEHHOW CBSI3M C IIPUMEHEHUEM JICKAPCTBEHHOTO IIpernapara, BHE
3aBUCUMOCTH OT HAJIMYUS WU OTCYTCTBHSI B3aMMOCBSI3M C NPUMEHEHHEM
JIEKapCTBEHHOTO TIpenapara;

«HEUMHTEPBEHIIMOHHOE HCcieaoBaHue» (non-interventional studies) —
UCCIIEIOBAaHUE, KOTOPOE COOTBETCTBYET CIIEIYIOIIUM YCIOBUSIM:

JIEKApCTBEHHBIN TMpernapar Ha3Ha4aeTCs B COOTBETCTBUU C OOIIEH
XapaKTEePUCTUKON JIEKAPCTBEHHOTO TIpenapara;

pelieHne O Ha3HAuYeHWW TAIMEHTy OMNPEACICHHOTO JICUCHUS He
MPUHUMAETCSA 3apaHee COIIaCHO MPOTOKOIY HCCIEAOBaHUS, HO PYTUHHOM
KIIMHAYECKOW TIpaKkTUKe, W Ha3HAUYCHHWE JIEKAPCTBEHHOTO IIperapara 4YeTKO
OTJICJIEHO OT PEILICHUS O BKIIFOUCHUH MAllMEHTa B UCCJIC/IOBAHMUE;

K TMalueHTaM He TNPUMEHSIOTCS KaKhe-TM0O  JIOMOJIHUTEIbHbBIE
JUArHOCTUYECKUE WM KOHTPOJIBHBIC TPOLEAYphl, a Ui aHaiM3a
TIOJTYYCHHBIX JAHHBIX UCITOB3YIOTCS SMTUIEMHUOIOTHICCKIE METO/IBI.

HenHTepBEeHIIMOHHBIE HCCICAOBAHUS OIPEACISIOTCS MPUMEHSICMBIM
METOI0JOTUYECKUM TIOJTXO/IOM, a HE HAYYHBIMU EIISMU.
HewnHTepBeHIIMOHHBIE WCCIEAOBAHMS BKIIIOYAIOT B ce€0s1 MCCIEqOBaHUS Oa3bl
JAHHBIX WM MEPEeCMOTP MEAUIIMHCKUX KapT, B KOTOPBIX YK€ OMUCAHBI BCE
paccMarpuBaeMbie SBICHHUS (B YAaCTHOCTH WCCJICIOBAHUS «CIydyad —

KOHTPOJIb», MNCPCKPCCTHLIC n KOT'OPTHBIC I/ICCJ'ICI[OBaHI/IH) .
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HenHTepBEeHIIMOHHBIE  HWCCJIEAOBaHMS  Takke  BKJIOYAlOT B cels
UCCIIEIOBAHUSI, MOAPa3yMEBAIOIIUE COOp MEPBUYHBIX JAAHHBIX (B YACTHOCTH
IPOCHEKTUBHBIE HENHTEPBEHIIMOHHBIE UCCIIEIOBAHUS U PEECTPHI, B KOTOPBIX
(UKCHPYIOTCA MOJIyYEHHbIE JAHHbIE PYTUHHOTO JIeYeOHOro mpolecca), mpu
BBITIOJTHEHUH BBIIEU3IIOKEHHBIX YCIOBUM.

B 1aHHOM KOHTEKCTE MOTYT MPOBOAUTHCS HWHTEPBBIO, ONPOCHl H
0oTOUpaThCsi IPOObI KPOBU B paMKaX OOBIYHOW KIMHUYECKOU MPAKTUKH;

«HEMpaBWIbHOE  MpUMEHEHHe»  (misuse) —  HaMEpeHHOe U
HEHaJUIeKalllee TMPUMEHEHUE JIEKapCTBEHHOI'O IIpenapara, KOTOpoe He
COOTBETCTBYET JCHCTBYIOIICH OOIIeld XapakTEPUCTHUKE JEKAPCTBEHHOIO
npenapara Uiy UHCTPYKLUHU 10 MEAUIIMHCKOMY ITPUMEHEHHUIO;

HETpENBUJCHHAS HexenarenbHas peakius» (unexpected adverse
reaction) — HeXKenareJlbHasl peakiys, XapakTep, CTENEHb TAKECTH WA UCXOJ
KOTOPON HE COOTBETCTBYET MH(OpMaIMU, COAEpKalleiics B JCHCTBYIOIICH
oOIel XapakTepUCTUKE JIEKapCTBEHHOTO IMperapara Jubo B Oporrope
UCCJIEI0OBAaTENs Il HE3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO MPEIapara;

«HOBBIM  uaeHTU(UIMpoBaHHBIA  curHam»  (newly  identified
signal) — curHay, BHepBble UACHTU(UIMPOBAHHBIA B TEUYEHHE OTUETHOIO
nepuoja MEepPUOJUYECKOT0 OOHOBIAEMOrO OT4YeTa IO Oe30MacHOCTH, C
YKa3aHUSIMM JAIbHEUIINX ICMCTBUM JJIsI €70 OLICHKU;

«OCHOBHas nH(popMaLUs o 0€30MmacHOCTH JepKaTens
peructpanronHoro yaoctoepenusi, OWBK» (company core safety
information (CCSI)) — undopmanusi, uMeronias OTHOIIEHUE K 0€30MaCHOCTH
JIEKapCTBEHHOI'O Tpenapara, CoAepsKallascs B MepeyHe OCHOBHBIX JAHHBIX O
JIEKapCTBEHHOM IIpernapare AepiKareis PEerucTpalMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Tpernapara, pa3padOoTaHHAas UM U MPEACTaBisgeMas IO €ro
3asIBJICHUIO B YIIOJIHOMOUYEHHBIE OPTaHbl TOCYIapCTB — WIEHOB EBpasuiickoro

9KOHOMHYCCKOTO COI03d, Ha PbIHKAX KOTOPBIX PCAIHU3YCTCA JIAHHBIN
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JIEKapCTBEHHBIN Ipenapar, 3a UCKJIIOUYEHUEM CITy4aeB, Korja B HH(OpMAaIUIo
BHOCSITCSI M3MEHEHHS MO TPEOOBAHUIO 3TUX YIOJIHOMOYEHHBIX OPTaHOB.
OUBK npencrapnser coOoi nHPpOpMaIMIO CIPABOYHOTO XapakTepa, KoTopas
OMpEIENIACT CTaTyC IMEPEYUCICHHBIX M HEMEPEYUCICHHBIX HEXeIaTeIbHbIX
peaKkIuil ¢ 1EeIbI0 COCTABJICHUS MEPUOIUYECKOTO OOHOBISIEMOTO OTYETa I10
0€30MacHOCTH JIEKAPCTBEHHOTO Tpenapara, HO He ONPEIESsieT 0XKUIaeMble U
HEOXXUJAHHBIE HEXEJIaTeNIbHbIC PEaKIIMU JJI BBIIIOJIHEHUS TPEOOBAaHUU IO
HE3aMEJIUTEIbHOMY TPEICTABICHUI0 COOOIMIEHUI O HEXKeJIaTeJIbHbIX
peaKIusx;

«OoTcyTCcTBYIOIIas uHpopmarusa» (missing information) — HegOCTaTOK
CBEIACHUN 10 0€e30MacHOCTH WM 00 OCOOCHHOCTAX MPUMEHEHHUS
JIEKApCTBEHHOI'O TMperapara y OMPEACICHHBIX TPYyNN MallMeHTOB, KOTOPHIC
MOTYT SIBJIATHCSI KIMHUYECKH 3HAUNMBIMH;

«oT4eT 1O  Oe30MacHOCTH  pa3padaTbIBAEMOro  JIEKAPCTBEHHOIO
npenapara, POOb» (development safety update report (DSUR)) -
NEePUOJUYECKUIT OOHOBIAEMBIH OTYET MO O€30MACHOCTH JIEKaPCTBEHHOTO
npenapara, Haxo/sIIerocs B pa3padoTke;

«omurbKa NPUMEHEHHUs JIEKapCTBEHHOIro Ipemnapara» (medication
error)» — J00as HempeaHamMepeHHas omuOka pabOTHHUKA CHUCTEMBbI
3PaBOOXPAHCHUS, TAIMEHTA WA TOTPEeOMTENs B HA3HAYCHHH, OTITYCKE,
JIO3UPOBKE, BBEJICHUU WU TPUEME JIEKApCTBEHHOTO Mpenapara;

«mepeno3upoBkay  (overdose) — NpUMEHEHHE JIEKAPCTBEHHOTO
npernapata 3a 1 npuem 1uOO B TEUEHHE JHS B KOJIMYECTBE, KOTOPOE
MPEBBIINIACT  PEKOMEHIYEMYI0O  MaKCUMaJlbHYI0  CYTOYHYIH /103y B
COOTBETCTBUU C JICUCTBYIOMIECH OOIIEH XapaKTEPUCTHUKOW JIEKAPCTBEHHOTO
npenapara. YUYWUTBIBAETCA TaKXKe KyMYJISTUBHBIA AS((EKT, CBSI3aHHBIN C

MepeI03UPOBKOM;



9

«TepedeHb OCHOBHBIX JIAHHBIX O JIEKAPCTBEHHOM Tpernapare aepkaress
peructpanronHoro yaocrtoepenus, [IOJJIC» (company core data sheet
(CCDS)) — nokyMmeHT, pa3pa0OTaHHBIA JepKarelieM PErucTPalioOHHOIO
YAOCTOBEPEHHsI JICKapCTBEHHOTO IMpenapara, Coaep)Kalluid Hapsgy ¢
uHpopmanmerr 1o 0€30MacHOCTH Marepuall, HMEIONIMA OTHOIICHUE K
yKa3aHUsIM 110 MPUMEHEHUIO, TI03UPOBKE, (hapMaKoJIOTUUYECKUM CBOMCTBAM, U
JpyTyIo HH(OPMALIHIO, KACAIOIIYIOCS JIEKApCTBEHHOTO IMpernapara;

«TEepUOANYECKUN OOHOBIsIEMBbI oT4yeT mno Oe3onacHoctH, [TOOb»
(periodic safety update report (PSUR)) — oTyeT ajist mpencTaBieHus OLICHKU
COOTHOIIICHHS «I0JIb3a — PHUCK» JICKAPCTBEHHOTO IMpemapara Jep:kareiem
PErUCTPAIIMOHHOTO  yAOCTOBEPEHUS] ~ JIEKAPCTBEHHOTO  Tpemapara B
OTIpe/IeTICHHBIN MePUOJ] BpEMEHH B TEUCHHE MMOCTPETUCTPAIMOHHOTO JTaIla;

«IUIaH yrmpaBlieHus puckamu» (risk management plan) — moapoOHoe
OMKMCAHNUE CUCTEMBI YIIPABICHUS PUCKAMU;

«TOCTpPETUCTpaAllMOHHOE HccienoBanue Oeszomnacuoctu, [IPUB» (post-
authorisation safety study (PASS)) — uccinenoBanue, umeroiiee OTHOIIIEHUE K
3apETUCTPUPOBAHHOMY JICKAPCTBEHHOMY IIpemnapary, MpOBEACHHOE C IIEJIbIO
OTIpe/eNICHUs, XapaKTEPUCTUKU WJIA KOJIWYECTBEHHOW OIEHKH YIPO3bI
0€30MacHOCTH, MOATBEPKACHUS Mpoduist 0e30MacCHOCTH JIEKApPCTBEHHOTO
npemnapara Wi OUeHKH S(P(PEKTUBHOCTH MEpP MO YIPABICHUIO PHCKaMHU.
[TocTperucrparmoHHOe  HCCASAOBAHHE  OE30MAaCHOCTH  MOXET  OBIThH
WHTEPBEHIIMOHHBIM KIMHUYECKUM HCCJICTOBAHMEM WM MOXET MPOBOIUTHCS
KaK HCCIeIoBaHue HaOII0NaTeIbHOTO HEMHTEPBEHIIMOHHOTO TU3aliHa;

«TOTEeHUMaNbHbIA  puck»  (potential risk) —  HexenarenbHOE
nocCJeACTBUE (hapMaKOTeparu, B OTHOIIEHUH KOTOPOTO UMEIOTCS OCHOBAHMUS
JUTSE TIOJIO3PEHHUI HA HAJTWYHE B3aUMOCBSI3H C JIGKAPCTBEHHBIM IpenapaToM,

OJHAKO AaHHas B3aMMOCBA3b HAJJICKAIIUM O6p330M He OblIa IIOATBCPIKACHA,
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«IOoTpeduTeNby (consumer) — JUIO, HE SBIsIONIEeCs pPabOTHUKOM
CHUCTEMBI 3APaBOOXPAHCHUs, HANpUMEp, TAIlMeHT, aJBOKaT, JApPYyr WU
POJICTBEHHUK (POAUTENH), peOCHOK NMAlUEeHTA;

«rpuMeHeHue «BHe HHCTpykuum» (off-label) — HamepenHoe
NpUMEHEHHE JIEKApCTBEHHOIO TMperapara ¢ MEAUIMHCKON I1elbl0 HE B
COOTBETCTBUHU C OOIIEH XapaKTepUCTUKOW JIEKAPCTBEHHOIO Mperapara WUiu
WHCTPYKIIAEH 110 MEAUITMHCKOMY ITPUMEHEHHIO;

«mpobnema 1o ©Oe3zomacHocTH»  (safety concern) —  BaKHBIU
UACHTU(OUIIMPYEMBIA PUCK, BAKHBIA TOTCHIIMANBHBIA PHUCK WM BaXKHAsS
OTCYTCTBYIOIIasi HHpOpmaIus;

«IpoAoDKaroIIeecss KIMHUYECKOe uccienoBanue» (ongoing clinical
trail) — ucciienoBanre, B KOTOPOE HAYaJOCh BKJIIOYEHHE MAlMEHTOB, JUOO
KOTOPO€ TPOBOAWTCS Ha TEKYyIIUHd MOMEHT BPEMEHH, JIMOO IO KOTOPOMY
3aBEpIICH aHaINU3, HO (UHATHHOTO OTYETA O KIMHHUYECKOM HCCIICIOBAaHUH HE
uMeeTcs;

«PUCKH, CBS3aHHBIE C TPUMEHEHHEM JICKaPCTBEHHOTO IIpemapara
(risks related to use of a medicinal product) — pucku, cBsI3aHHBIE C
Ka4eCTBOM, 0€30MacHOCTbIO WM  A(PPEKTUBHOCTHIO  JIEKAPCTBEHHOIO
nmpernapara 1o OTHOIICHHUIO K 3J0POBBI0 TAIMEHTOB WJIM HACCICHHS WU
BEyIIME K HEXKENATEIbHOMY BO3JICHCTBHIO HA OKPYKAIOIIYIO CPEMY;

«cepbe3Has HeKenaTenbHas peakmus» (serious adverse reaction) —
HEeXeJaTeabHas peakis, KoTopasi IPUBOANUT K CMEPTH, TPEICTABIISICT YIPO3y
JUISL JKM3HHM, TpeOyeT TOCHUTAIN3alluk TallieHTa WId €€ IPOIJICHUS,
OPUBOIUT K CTOMKOW JMOO BBIPAKEHHON HETPYJOCHOCOOHOCTH WIIU
WHBAJIUHOCTH, K BPOXKIACHHBIM aHOMAJIUSM WJIH TIOPOKaM pa3BUTHsA, TpeOyeT
MEIUITMHCKOTO  BMENIATEeNIhCTBA  JUISI  NPEAOTBPAIEHUS  Pa3BUTHS

MepEUHCIICHHBIX cocTosiHui. JltoOas HemnpeaHamMepeHHas Ioj03peBaeMast
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nepenaya MHQPEKIMOHHOTO areHTa 4yepe3 JIEKAPCTBEHHBIN Mpernapar Takke
CUMTAETCS CEPHE3HON HEXKEIATEIIbHOU pEaKIUeH;

«curHaim» (signal) — wmHpopmanus, nocrynaromas OT OJHOIO WU
HECKOJIbKMX  MCTOYHHUKOB, KOTOpas MpeArojaraeT Hajudue HOBOM
NOTEHIIMATBHON MPUUYUHHO-CICICTBEHHOM CBSI3M MJIM HOBOTO AaCIEKTa
U3BECTHOM B3aMMOCBS3U MEXKy BO3JCHCTBHMEM JIEKAPCTBEHHOTO TMpernapara u
HEKENATeNIbHBIM  SIBIGHUEM WM  COBOKYMHOCTBHIO  B3aMMOCBS3aHHBIX
HE)KENaTeNbHbIX SBJICHUN, OIICHUBAaeMasl Kak JIOCTATOYHAs AJIsl JaJbHEUITNX
neiicTBuil o BepuduKkanuu curHaia. Kak mpaBuiio, A TeHEpUpPOBAHUS
curHana tpelyercst Oonee | €OIMHUYHOTO COOOIIEHUS B 3aBUCUMOCTH OT
CEPHE3HOCTH HEXKENATEIIbHOTO SABJICHUS U KauecTBa HH(GOPMAIIIH;

«CUTHAJ, 1O  KOTOPOMY  BBINOJNIHAETCS  paboTta»  (ongoing
signal) — curHaig, KOTOpBHIM OBbUI BBISIBJIEH JO OTYETHOTO MEpHUOJA
MEPUOANYECKOTO OOHOBIIEMOTO OTYeTa MO Oe30MacHOCTH W Ha  Jary
OKOHYaHUs cOOpa JaHHBIX HAXOAMIICS B MPOLIECCE OLEHKH;

«CUCTEMa KadecTBa CHUCTeMbI (apmakoHama3opa» (quality system of
a pharmacovigilance system) — opranusaiiMoHHasi CTPYKTypa, 00I3aHHOCTH,
IpOLEAYPHI, MPOLECCHl M PECypChl CUCTEMBI (papMakOHaA30pa, BKIFOUAS
Ha/JIeXKallee YIpaBICHHE pecypcamu, JOKYMEHTAIlMeil W COOTBETCTBHE
HOpMaM pPEeryIHpOBaHUS;

«cucremMa YIIPABJICHUS pUCKaMM» (risk management
system) — KOMIUIEKC JCHCTBHH H MepompuaTUid 1o (apMakoHaI30DpYy,
HANpaBICHHBIX Ha BBIABICHUE, XapPaKTEPUCTHKY, NPEAOTBPAIICHUE WM
MUHUMU3AIHUIO PHUCKOB, CBSI3aHHBIX C JIEKAPCTBEHHBIMH IIpENapaTamu,
BKJItOYAs OLIEHKY 3((EKTUBHOCTU JAaHHBIX MEPONPUSITHI U ACSITEIbHOCTH;

«cuctema (apmakoHagzopa» (pharmacovigilance system) — cucrema,
opranusyemast JepKaTesIMu pPETUCTPAIIMOHHBIX yAOCTOBEPEHHUIA

JICKaAPCTBCHHBIX IIperaparoB 41 YIIOJIHOMOYCHHBIMHA OopraHamMm
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rocygapcTB — 4JIE€HOB EBpa3uiicCKOro 5SKOHOMHUYECKOTO COo3a s
BBITIOJTHEHUS 3aJla4 U 00sI3aHHOCTEN Mo (papmMakoHAA30py, MpeTHA3HAYCHHAS
JUIs. KOHTPOJIsi 0€30MacHOCTU JICKAPCTBEHHBIX IPENapaToB, CBOEBPEMEHHOTO
BBISIBJICHUS BCEX M3MEHEHHWU B OIICHKE COOTHOIICHHS «IOJb3a — PHUCK»
JIEKapCTBEHHBIX MPEMapaToB, pa3pabOTKU U BHEAPEHUS MEP MO 0OECIICUCHUIO
NPUMEHEHHUS JICKAPCTBEHHBIX MPEMapaToB MpPHU MPEBHIIICHUU MOJb3bI HaJ
PHUCKOM;

«COOTHOIIIEHHE «moyib3a — puck» (risk-benefit balance) — orenka
MOJIOKUTEIBHBIX TepaneBTUUEeCKUX 3(PGHEKTOB JIEKapCTBEHHOIO Mpenapara 1o
OTHOIIEHUIO K PUCKAaM, CBS3aHHBIM C €r0 NMPUMEHEHHEM (TOHSITHE pPUCKA
BKJIFOUAET JIFOOOM pPHUCK, CBSI3aHHBIM C KayeCTBOM, O€30MacHOCTHIO WU
3 (HEKTUBHOCTBIO JIEKAPCTBEHHOIO Iperapara Mo OTHOLICHUIO K 37J0POBbIO
MaIMEHTa UK HaCEICHUS );

«CTIOHTAHHOE COOo0IeHrne (CIIOHTaHHOE WU3BEIEeHHUE)» (spontaneous
report (spontaneous notification)) — moOpoBonbHAs Tepenada paObOTHUKOM
chepsl 3ApaBOOXPAHECHUS] WIM TMOTPEOUTENEM YIMOIHOMOYECHHOMY OpTaHy
rocygapcrBa — ujieHa EBpa3suiiCKOro 3KOHOMHYECKOTO COI03a, AEP>KATEII0
PErUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mperapara Win JIpyrou
YIOJIHOMOYEHHOM opraHuzanuu (B ToM uucie BcemupHOil opraHuzanuu
37IPaBOOXPAHCHHS, pEruoHaIbHBIM LHEHTpaM dbapmakonam3opa,
TOKCUKOJIOTHYECKUM IIEHTPAM) IaHHBIX, KOTOPHIE COIEPKAT OMHCAHUE OTHOU
VI HECKOJIBKMX HEXENAaTebHBIX pPEaKIUi y IMalueHTa, MPHHUMAaBIIEro
OJIMH WJIM HECKOJIbKO JIEKAPCTBEHHBIX IpenaparoB, W KOTOpbIe HE ObLIU
MOJIy4YeHbl B  XOJI€ TIPOBEJACHUSI KJIMHUYECKOTO HCCICIOBAHUS WU
MPUMEHEHUS MHOTO METO/Ia OPTaHU30BAaHHOTO cOOpa TaHHBIX;

«cmpaBoyHasi uwHGoOpMaius 1O  OE30MaCHOCTH  JIEKAPCTBEHHOTO

npenapara» (reference safety information) — mndopmaius, BKItOUEHHAs B
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OCHOBHYIO0 HMH(pOpPMAILIMIO 1O O€30MacHOCTH JepxkaTelis PerucTpaliMoOHHOIO
yAOCTOBEPEHHUSI JIEKAPCTBEHHOTO TMpenapara;

«CYIIECTBCHHBIC  W3MEHCHHWS  TOKa3aHWM K  MEAUIIMHCKOMY
npumeHeHuo» (significant change in indication) — u3MeHeHUs MOKa3aHUN K
NPUMEHEHHUIO, KOTOpbhIE€ BKJIIOYAIOT B C€€0sS U3MEHEHUE Pa3peIICHHBIX
MOKa3aHUI K IPUMEHEHHUIO JIEKAPCTBEHHOIO Ipemnapara, mpu KOTOpoM HOBast
HeseBasl TMOMYJSAUs CYIIECTBEHHO OTIUYAeTCsl OT TOW, JUIsl KOTOpOid
MEPBOHAYAIILHO OBLJIO pa3perieHo MPUMEHEHUE JeKapCTBEHHOTO IMpemnapara,
BKJIFOYCHHE HOBOTO HO30JIOTUYECKOTO TOKa3aHWs K MPUMEHEHHIO, HOBOM
BO3pPACTHOM TpYIIbl (HAIpuMep, MeauaTpudecKue MOKa3aHus), U3MEHEHUE
CTETIEHH TSKECTH TIOKa3aHUs OT OoJiee TSAKEIOr0 COCTOSIHUSI K MEHee
TSDKEJIOMY, TIePEX0Jl OT BTOPOM JWMHWUW TEepaluh K TEpPBOH JIMHUM W WHBIC
U3MEHEHUs, CYIIECTBEHHO BIUSIONIME HA COOTHOIICHHE «IOJb3a — PHUCK»
JIEKapCTBEHHOTO TIperapara;

«Tpe0oBaHUsA K YpOBHIO KadecTBa» (quality requirements) —
XapaKTEePUCTHUKA  CHCTEMbl  KauyecTBa, KOTOpbIE C  OMNPEACIICHHOU
BEPOSTHOCTHIO TPUBOIAT K JOCTHKCHHIO TPEOyeMBIX pe3yJIbTaTOB WIU
1eJIeH;

«papmakonagzop» (pharmacovigilance) — BuJ  JAESITEIBHOCTH,
HAIPaBJICHHBIM Ha BBISBJICHHE, OICHKY, NMOHUMAaHWE W MPEAOTBpAIICHUE
HEXEJIaTeIbHBIX MOCIEACTBUN TPUMEHEHHUS JIEKAPCTBEHHBIX TIPETIapaToB;

«ueneBas momynamnus» (target population (treatment) (treatment
population target)) — TalMEHTBI, KOTOPBIM MOXET Ha3HAYaTHCS
JICKapCTBEHHBIN MperapaT B COOTBETCTBUU C IMOKAa3aHUSIMH K IPUMEHECHHIO U
NPOTUBOMOKA3aHUSAMH,  MPEAYCMOTPEHHBIMU  JCHCTByIolIeH  oOuieit

XapaKTEePUCTUKOM JIEKAPCTBEHHOIO Mpenapara.
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2. TpeboBaHus K cUCTEME KauyeCcTBa
2.1. Cucrema KauecTBa

2.1.1. Cucrema kadecTBa SBISICTCS HEOTHEMJIEMOW COCTAaBJISIOLICH
cucteMmbl (apmakoHanzopa. Cucrema KayecTBa JOJDKHA OXBAaThIBaTh
OpPraHU3AlMOHHYIO CTPYKTYpYy, OOJAacTH OTBETCTBEHHOCTH, IPOLEIYPHI,
MPOIIECCHI U PECYPCHI CUCTEMBI papMakoHai3opa. Cuctema KauecTBa JOJKHA
BKJIIOYaTh B ce0sd HaJIekalllee YIpaBICHUE pecypcaMu, KOHTPOJIb
COOTBETCTBUSI TpPEOOBaHMSIM 3aKOHOJATEILCTBA TOCYApCTB — UJICHOB
EBpa3uiickoro »KOHOMHYECKOTO Colo3a  (Jlajiee  COOTBETCTBEHHO  —
rocynapctBa-wieHbl, (CoOr03) MEXIYHAapOAHBIX JOTOBOPOB M  AKTOB,
cocTaBIOIUX TpaBo Coro3a, U yIpaBiIeHUE JOKYMEHTAIUEH.

2.1.2. Cucrema kadyecTBa NpeayCMATPUBAET:

CO3/IaHUE CTPYKTYpPbl CUCTEMbl U TUIAHUPOBAHUE WHTETPUPOBAHHBIX U
COMJIACOBAHHBIX MPOIIECCOB (IIJIAHUPOBAHUE KAYECTBA);

BBITIOJIHEHHUE 3a7a4 U OOS3aHHOCTEH CHUCTEMBbl KadecTBa (KOHTPOJb
Ka4ecTBa);

KOHTPOJIb M OLIEHKY 3(P(GEKTUBHOCTU PadOThI CTPYKTYp M IPOLIECCOB
CUCTEMBbI KauecTBa (0OecreueHne KauecTna);

KOPPEKTUPOBKY M YJIYUIICHHUE CTPYKTYpPhl M IPOIECCOB CHUCTEMBI
KayecTBa (YJIy4lIEHHUE KaueCTBa).

2.1.3. O0mmmu eJIsIMU CHUCTEMBI KayecTBa B CHCTEME
(dhapMakoHa130pa SIBISIOTCS:

BBITIOJTHEHWE TpeOOBaHUN  3aKOHOJATEILCTBA TOCYJapCTBa-uyJiCHa,
MEXIyHAPOJIHBIX JIOTOBOPOB W aKTOB, cocTaBisitomux mpaBo Coroza, H
00s13aHHOCTEH 110 (hapMaKOHAI30DY;

NpEAOTBPAIICHUE  HEXKENATeIbHbIX  MOCJIEACTBUA  MPUMEHEHUS

3aPCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX IIPCIIAPATOB,
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oOecIrieueHne IMPUMCHCHU JICKAPCTBCHHBIX IIperaparoB IIpu
IMPCBBIICHUH I10JIb3bI HaJl PUCKOM;

COJEHCTBHE 3aIIUTE 340POBbS MALIMEHTOB U OOIIECTBEHHOIO 3/I0POBbSI.
2.2. lpuniunel HajuIeXallel mpakTuku GpapmMakoHagzopa

2.2.1. Jlns BbITIONHEHUS OOmMMX II€JeH KauyecTBa, YKa3aHHBIX B
nyHkte 2.1.3 wHacrosmux IlpaBui, cieayeT NpUAEPKUBATHCA CIEAYIOUIUX
MPUHIIMIIOB MIPU pa3pabOTKe CUCTEM UM MPOIIECCOB, a TAKXKE MPU BHITTOJIHEHUU
BCEX 3aJ1a4 U 00A3aHHOCTEH:

o0OecrieueHue yI0BIECTBOPEHUS TPEOOBAHUM MAlIMEHTOB, MEIUIITUHCKUX
pabOTHMKOB U oOOmecTBa B II€JIOM B OTHOIICHHH O€30MacHOCTU
JIEKApCTBEHHBIX MTPENApaTOB;

obecrnieueHre >((PEKTUBHOTO PYKOBOJACTBA IO BHEJIPEHUIO CHUCTEMBI
KayecTBa U MOTHBAIIMU NIEPCOHAIA;

BOBJICUCHUE BCE€X COTPYAHUKOB OpraHu3anuu (MpeanpusiTusi) B
MPOIIECC TOIIEPIKKH CUCTEMBI (papMaKOHa30pa Ha YPOBHE BO3JIOKEHHBIX Ha
HHUX 00SI3aHHOCTEH;

BOBJICUCHUE BCEX COTPYAHUKOB OpraHuzanuu (Ipeanpusitus) B
MOCTOSTHHBIN MPOIECC MOBBINICHUS KaueCTBA CUCTEMbI (papMaKOHA30Da;

OopraHu3alus pecypcHo 0a3bl M TOCTABJICHHBIX TIE€pPEel CUCTEMOM
dapmakonam3opa 3amad B GopMe CTPYKTYp U TIPOIIECCOB TaKUM 0OpasoM,
9TOOBI OOecreYnBaTh aKTUBHYIO, COOTBETCTBYIOIIYIO YPOBHIO pHCKa,
HETPEPBhIBHYIO paboTy Mo papmMakoHAI30DY;

y4eT ¥ OIICHKa BCEX WMEIOIIMECS JI0Ka3aTeIbHbIX JaHHBIX O
COOTHOULIEHUMU «IOJIb3a — PUCK». [l NpUHATHSA NAIBHEUIIUX pPELICHUU
JOJDKHBL paccMaTpuBaTbCid M OIIEHUBATHCS BCE JAHHbBIC, KOTOPHIE MOTYT
OKa3aTh BJIUSIHUE HA JIAHHOE COOTHONIIEHWE W MPUMEHEHHE JIEKAPCTBEHHOTO

nperapara;
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COJEHUCTBUE pa3BUTUIO APGHEKTUBHOTO COTPYAHUYECTBA  MEXKAY
pa3paboTuMKaMH,  JepKareliMH  PETrUCTPALMOHHBIX  yJIOCTOBEPEHUM
JIEKAPCTBEHHBIX IIPENapaToB, YNOJIHOMOYEHHBIMH OpraHaMHM TIOCYIapCTB-
YJIEHOB, YUYPEXKICHUSIMHU 3/IPABOOXPAHCHUSA, MAIMEHTAMH, MEIUIMHCKUMU
pabOTHUKAMU, HAyYHBIMUA OpPraHU3ALMIMU U JPYTUMHU 3aWHTEPECOBAHHBIMU

CTOPOHAaMHU B COOTBETCTBUHU € 3aKOHOAATEIBCTBOM IOCYAapCTB-UJICHOB.
2.3. OTBETCTBEHHBIE 32 CUCTEMY Ka4eCTBa

2.3.1.3a oOecneuenne pabOThl cucTeMbl (apMakoHaaA30pa B
COOTBETCTBUU C TPEOOBAHUSIMU K CUCTEME KauyeCTBa HECYT OTBETCTBEHHOCTD
BCE CIICIIMAJIMCTHI, BBIMOJHIIOMKE pPadOTy II0 OpraHU3aIlldd CHCTEMBI
kagecTtBa. HeoOxomumo 00ecCreduTh CHUCTEMHBIN IMOAXOA K BHEIPCHHUIO H
MOAACPKAHUID CHCTEMbI KaueCTBA HAa HaJuiexalieM ypoBHe. OpraHuzamus
JOJDKHA 00ECIEeUUTh JI0CTAaTOYHOE KOJUYECTBO KOMIIETEHTHBIX U OOYYEHHBIX
CHEIUAIMCTOB,  HMMEIOIMIMX  COOTBETCTBYKOIIYID  MNPOdeCCHOHATBHYIO
MOJTOTOBKY, JJisi  BBIIOJHEHWS  Tpebyemoro oObema paboT 1O
(dhapMakoHa130py Ha HAJJICKAIIEM YPOBHE.

2.3.2. PykoBomUTENsIMA ~ OpraHM3allMi  JIOJDKEH ObITh  obOecrieueH
CUCTEMHBIN MOJIX0J] K 00ECTIeUeHHI0 KauecTBa. PyKoBouTeM OpraHu3aiuii B
paMKax BBITIOTHEHUS (YHKIIMH 110 00ECTICUCHUI0 CUCTEMHOTO TMOIX0/1a HECYT
OTBETCTBEHHOCTbD 3a:

obOecrieueHrEe TOKYMCHTUPOBAHUS CUCTEMBI KaueCTBa B COOTBETCTBUH C
TpeboBaHusIMU HacTosmux [IpaBu;

oOecrieueHUEe HAJICKAIIEr0 KOHTPOJI M JOKYMEHTUPOBAHMS BCEX
U3MEHEHUM B  cucremMe (apMakoHaa30pa W CHUCTEME  KadyecTBa
dhapMakoHa130pa;

obOecrieueHne BO3MOKHOCTH OOy4EeHUS;
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obecrnieueHue TpeOyeMbIMH pecypcamMu (B TOM YHUCJIE HEOOXOIUMBIMHU
MOMEIIEHUSIMU, O0OPYIOBAHUEM U T. 11.);

BBITIOJTHEHUE PETYJISIPHON OIEHKH pabOThl CUCTEMBI (hapMaKOHAA30pa,
BKJIIOYAas MHTETPUPOBAHHYIO CHCTEMY KadecTBa, C MOJATBEPKICHUEM €€
a¢pPextuBHocTr. Ilpm  HEOOXOAUMOCTH  JOJKHBI  PEain30BBIBATHCS
KOPPEKTUPOBOYHBIE U MPEIyPEIUTETbLHBIE MEPOTIPUATHS;

obecnieueHue Hamuuusi ASGPEKTUBHOTO MEXaHU3MA  pealu3aluu
COOTBETCTBYIOIIUX MEp B CiIydae BBIABICHHS W3MCHEHUN MPOduUs
0e30MacHOCTH  pa3padaThbIBa€MbIX UM BBIMYCKAEMBIX  JIEKAPCTBEHHBIX
penaparos;

o0OecrieyeHUEe CBOEBPEMEHHOTO  BBISBICHUS W  MOPUHATUS — TIPH
HEOOXOAMMOCTH KOPPEKTHUPOBOUHBIX M TMPEAYIPEAUTEIBHBIX MEp B CiIydae
HecoOMtoieHusT TpeOOBaHMM K KaueCTBY CUCTEMBI (hapMaKoOHa/130pa;

oOecriedyeHre MPOBEICHUS PETYISPHBIX ayTUTOB CUCTEMBI.
2.4. OGyyeHue nepcoHaia

2.4.1. Bo3MOXXHOCTh 0obOecrieueHrs] TPeOyeMOro KadecTBa BBITIOJHEHHUS
MIPOIECCOB, CBSI3aHHBIX C (hapMaKOHA30pOM, W TOJIYyYaeMbIX PE3YyJIbTaTOB
HEMOCPEJCTBEHHO CBsi3aHAa € HAJMYUMEM JIOCTAaTOYHOTO  KOJMYECTBa
KOMIIETEHTHOTO, KBJIM(PUITUPOBAHHOTO M OOYUYEHHOTO TIEpCoHaIa.

2.4.2.B opraamzanud JOKEH OBITh pa3paboTaH ©  JOJKEH
BBITIOTHATHCS TIJIaH OOyUYCHHMS CIIEIIHAINCTOB 1o dhapMakoHaa3opy. O0ydeHne
JOJDKHO BKJIIOYATh BBOJHOE OOy4YeHHME U TOCIeaylollee OOyuyeHHe Ha
MPOTSDKEHUU BCETO Tepuojia pabOThl B COOTBETCTBUHU C BBITIOJHSIEMBIMU
GyHKIMSIMA U TIOCTaBJICHHBIMU 3adadamu. OOydeHue JOKHO OBITh
HAlpaBJICHO HA TOBBIIICHHE COOTBETCTBYIONINX MPO(HECCHOHAIBHBIX
HABBIKOB, BHEAPCHHE HAYYHBIX JOCTI)KCHHN B TMPAKTUKY W BBITIOTHSEMBIC

IpOIEAYPHI, 00ECIIEYEHNE COOTBETCTBUS BCEX CIEIMATUCTOB TPEOOBAHUSM K
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KBaIMPUKALUKU, NPOPEeCCUOHANBHBIM HaBbIKaM, 3HAHUAM M TOHUMAaHUIO
BBITIOJTHSIEMBIX ~ MPOLIEAYp, CBsi3aHHBIX ¢  (apMakoHaa3opoM. Bce
CHEHUAINCTBl  JIOJDKHBI ~ ObITh  OOyYEHBI  BBINOJHEHUIO  MPOLEIYD,
MPEAYCMOTPEHHBIX TPU BBISBICHUU W3MEHEHUW mpoduis Oe30macHOCTU
JIEKapCTBEHHBIX MPENapaToB.

2.4.3. [leiicTByroniue B OpraHu3alMu MPOLECChl IO MPOBEIACHUIO
oOy4eHUsl JOJKHBI MpPEeIyCMaTpUBaTh SJIEMEHThl KOHTPOJIA PE3YJIbTATOB
0Oy4eHUs MO JIOCTUKEHHUIO TPeOyeMOro MOHUMAaHUS U BBITIOJHEHUST (DYHKITUN
1o hapMaKoHa130py.

2.4.4.B opranmzanuu TpeOyeTcss MPOBEACHUE COOTBETCTBYIOIIETO
oOyueHHUs OMpeeTICHHBIM acreKkTam (papMakoHag30pa CIEeNHAINCTOB APYTUX
MO/IPA3/ICICHUH, JEATEIIbHOCTh KOTOPBIX MOXET MOBJUSTh HAa TOKa3aTesiu
cucteMbl (papmakoHaA30pa W BbBINNOIHEHHWE (PYHKIUNA 1O (papmakoHAA30DY.
VYkazaHHasi JEATEeIbHOCTh BKJIOYAaeT B ce0s B TOM 4YHCIE MPOBEICHUE
KIMHAYECKUX  HCCIeqoBaHUM, paboTy ¢  kamo0aMu, TMOATOTOBKY
MEAUIIMHCKON  WHpOpMAIMK, TPOJAXY W  MAPKETUHI, MOJITOTOBKY

PETHCTPAIIMOHHBIX JOKYMEHTOB, IIPABOBBIC BOIPOCHI U ay/IuT.
2.5. CpenctBa u obopynoBanue s (papmakoHagzopa

2.5.1. Jloctuxenue TpeOyeMOro YypOBHS KadeCTBa OCYIIECTBICHUS
mporieccoB GapMaKoHAA30pa W TMOIYYaEMBIX PE3yJIbTAaTOB CBSI3aHO TAKXKE C
o0OecreyeHneM CHCTEMbl HEOOXOIWMBIMU CPEACTBAMU U O0OpYIOBaHUEM,
UCIIOJIb3YEMBIMU B 3TUX MPOIIECCaX.

2.5.2. CpenctBa u 000pyIOBaHHUE JIODKHBI —pacmojiaraTtbCsi, OBITh
CKOHCTPYUPOBAHHBIMH, aJallTUPOBAHHBIMU U  OOCITY)KMBAa€MbIMH TaKUM
o0pa3oM, 9TOOBI COOTBETCTBOBATh ITOCTABIECHHOW IIEM COIJIACHO IIEJISIM
kayectBa B (apmakonanzope. CpenctBa, oOoOpyldoBaHME U HX

(yHKIIMOHATBHBIE CBOMCTBA, BaXKHbBIE JJIs1 OCYLIECTBICHUS (DapMaKoHaA30pa,
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NOJIJIEKaT COOTBETCTBYIOLIEH MPOBEPKE, KBATU(PUKAMU U (UITK) BaduAalluu
I8 TOATBEPKACHUS  COOTBETCTBHUS  NPEAHA3HAYEHHOM  uenu. [nsa
omnpeiesieHUs] MaciiTada MPOBEPKH, KBAUTHM(UKAIIMY WU BaJIUJIAIMU CIEYET
MCIIOJIb30BATh JOKYMEHTHUPOBAHHYIO OLICHKY PUCKAa. DTOT METOJI YIIPABICHUS
pUCKaMH HEOOXOAMMO NPUMEHSATH B TEUEHHE BCETO CPOKa IKCIUTyaTalluu
CpEICTB W OOOPYIOBaHHA C Y4YETOM TakuX (PaKTOpoB, KaKk BIUSHHUE Ha
0€30MacHOCTh MallMeHTa M KaueCTBO JAHHBIX, a TaKXe CI0XHOCTb

COOTBETCTBYIOIIHNX CPEJCTB U 0O0OPYIOBaHUS.

2.6. ObecnieueHue AepKaTesIMA PETUCTPALIMOHHBIX YJI0CTOBEPEHUI
JIEKapCTBEHHBIX MPEMapaTOB COOTBETCTBUS TPEOOBAHMIM 3aKOHO/IaTEIHCTBA
rocyIapCTB-4WICHOB, MEXKIYHAPOAHBIX JOTOBOPOB U aKTOB,
cocTaBistomux npaso Corosa

2.6.1.B  umensx  obOecmedyeHHs]  COOTBETCTBUS  TPEOOBAHUIM
3aKOHOJIaTeIhCTBA TOCYIAPCTB-WICHOB, MEXIYHAPOIHBIX JIOTOBOPOB U aKTOB,
coctapistomux  mpaBo  Coro3a,  AepKarelsIMHd  PETHCTPAMOHHBIX
yIAOCTOBEPEHUM  JIEKAPCTBEHHBIX MPEMaparoB  JOKHBI  BBIMOTHSATHCS
MIPOIIECCHI IO 00ECTICUCHUIO Kau€CTBA CUCTEMBI, IIEJIIMH KOTOPBIX SIBISIOTCS:

BBITIOJIHEHHUE TIOCTOSSHHOTO MOHUTOPHUHTA TaHHBIX 10 (hapMaKoHAI30DY,
pa3paboTKa W BHEAPEHHWE MEP MUHHUMH3AIMA PUCKA TIPU ONpPEIeNICHUH WX
HEOOXOMMMOCTH, HaJJIe)Kamas OIleHKa JaHHBIX 110 OE30MaCHOCTH BHE
3aBUCUMOCTH OT WCTOYHHKA HUX TMOIy4eHUs (CO CTOPOHBI TMAIlMCHTOB,
MEIUIIMHCKUX W (apMaleBTUYECKUX paOOTHUKOB, OMYyOJIMKOBAHHBIX B
MEIUITMHCKON JINTepaType, BBIIBICHHBIX B XOM€ MOCTPErHUCTPAIMOHHBIX
HCCIIEIOBAHUM );

BBITIOJITHGHUE HAyYHOW OIIGHKHM BceW WHGOpPMAaNUK 10 TPOodHITIo
0€30macHOCTH JIGKApCTBEHHOTO TIpenapara, BKJIOYas WHPOPMALUIO O
HEXEJIaTeTbHBIX PEAKITUAX, PA3BUBIINXCS B TOM YHCJIE TIPU MPUMEHEHUH HE B

COOTBETCTBUHU C YTBEPKJCHHOW OOIIEH XapaKTEPUCTUKOW JIEKAPCTBEHHOIO
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npenapara (manee — OXJIII) win WHCTpYKIMEH 10 MEIUIIMHCKOMY
MPUMEHEHUIO (JIUCTKOM-BKIabIem) (nanee — UMII (JIB));

BBINIOJIHEHHE TPEeOOBaHMI 3aKOHOIATENbCTBA TOCYAAapCTBa-wieHa IO
MPEACTABICHUIO B YIIOJJHOMOUEHHBIN OpraH rocy/iapcrpa-ujieHa nHGopMauu
O HEeXeNaTeNbHbIX peakiusix M HHOW HHPopManuu 1Mo Oe30MacHOCTH
JIEKapCTBEHHBIX mpernapatoB. C IeNbI0 HAJICKAIIETO BHIMTOJIHEHUS JTaHHOU
byHKIIME W O0ecleueHus: KayecTBa, I1EJIOCTHOCTH W TOJHOTHI
npeAcTaBisgeMoil nHdopMaluu, HaJjiexanied BaauJalil CUTHAJIOB, a TAKKe
UCKJIFOUCHUSI IyOJIMPOBAHUSI COOOIIEHUM JOJKHBI OBITh pa3pabOTaHbI
Y BHEJIPEHBI COOTBETCTBYIOIIUE CTAHIAPTHBIEC ONEPALIMOHHBIE TPOLELYPHI;

obecnieueHue IGPEKTUBHONH B3aUMOCBSI3M C  YIIOJHOMOUYCHHBIMHU
OpraHaMH TOCYJIapCTB-WICHOB, BKJIIOUYash MHPOPMHUPOBaAHUE 00 HM3MEHEHMUSIX
npoduiisi 0e30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB M HOBBIX PHUCKAX,
Mactep-(aitne cucrembl (hapMakoHaA30pa, CUCTEMbl YMNPABJICHUS PUCKAMU,
MEp MHUHUMHU3AIUU PHUCKA, MEPUOANYECKOTO OOHOBISIEMOTO OTYeTa IO
0€30MacHOCTH, KOPPEKTHPOBOYHBIX W  MPEAYNPEAUTEIbHBIX  MeEpax,
MOCTPETUCTPAIIMOHHBIX UCCIICIOBAHUSIX IO 0€30MaCHOCTH;

oOecrieueHUE  COOTBETCTBUSI ~ MH(OpMAIMM O  JIEKAPCTBEHHBIX
npenaparax (OXJIII, UMII (JIB)) coBpeMeHHOMY YPOBHIO HAyYHBIX 3HAHUM;

o0ecrieueHne MEIUIIMHCKUX PAOOTHUKOB M TMAIMEHTOB WH(pOPMAIIHEH

o 0€30IMaCHOCTH.

2.7. ObecnieueHure ynoIHOMOYEHHBIMH OpraHaMu TOCYJapCTB-UJICHOB
COOTBETCTBUS TPEOOBAHUAM 3aKOHOAATEIBCTBA I'OCY1aPCTB-UJICHOB,
MEXAYHAPOIHBIX IOTOBOPOB U aKTOB, COCTABIIIOIIMX paBo Coro3a

2.7.1. YIIOMTHOMOYEHHBIE OPraHbl TOCYAAPCTB-YJIEHOB JOJKHBI HUMETh

COOTBETCTBYIOILYIO CUCTEMY O0OE€CIIEUEHHS KaueCTBa IIPOLIECCOB B LEMAX:

OIIEHKH KauyeCTBa MPEACTABIAEMbIX JAaHHBIX 110 (hapMaKOHA130PY;
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OILICHKH U 00pabOTKH JaHHBIX 10 (papMaKOHAIA30py B COOTBETCTBHH C
TpeOOBaHUSMH 3aKOHOMATEIhCTBA TOCYIApCTB-WICHOB, MEXKTYHAPOIHBIX
JIOTOBOPOB U aKTOB, COCTABISAIOMUX MpaBo Coro3a;

oOecrieueHusT TapaHTUPOBAHHOW HE3aBUCHMOCTH B  BBITIOJIHCHUH
JESTEIILHOCTH TI0 (papMaKOHAI30DY;

a¢pPextuBHOrO  MHOOPMHUPOBAHHWS  TAIMEHTOB,  MEIMITMHCKHUX

pabOTHUKOB, JiepKaTeel pEerucTpallMOHHbIX yIOCTOBEPEHUM U O0IIecTBa B

1IEJIOM;

MIPOBECHUS WHCIIEKIIUH, BKJIIOYast JOPETUCTPAITUOHHOE
WHCTIEKTUPOBAHMUE.

2.7.2. HezaBUCUMOCTD B BBITNIOJTHEHU U NEITEILHOCTHU 10

(dapmMakoHaI30py ONpENeNsieTcsl MPUHATUEM BCEX PETYISTOPHBIX PEIICHUI

TOJIbKO B MHTEPECAX 3]0POBbsI MAIlMEHTA U OOIECTBEHHOTO 3/10POBB.
2.8. YrpaBiieHUE JOKyMEHTALMEN

2.8.1. Cucrema ymnpaBieHHMs JIOKYMEHTAllU€Hl SBJISETCA  YaCThIO
CUCTEMbl Ka4e€CTBa, PACIPOCTPAHSIETCI Ha BCE JOKYMEHTBHl CHUCTEMBbI
dbapmakoHam30pa M OO0ECIEYMBAET BO3MOXKHOCTH IIOMCKAa JaHHBIX U
MPOCJICKUBAEMOCTh BBIMIOJHIEMBIX MPOLETYP, BKIIIOUas MPOLEIYypPhbl OLICHKU
HOBBIX JIaHHBIX 1O 0OE30MacHOCTU B OTHOIICHUU BPEMEHU BBITIOTHEHUS
OIIEHKH U MPUHATHIX PEIICHUM.

2.8.2. Cucrema yrpapieHuUs JOKyMEHTalMEeH JOKHA 00€CIIeUnBaTh:

Ka4eCTBO JAHHBIX MO (apMakoHAA30py, BKIIOUAs HX IOJHOTY,
TOYHOCTH U 1IEJTOCTHOCTD;

3¢ (PEeKTUBHYIO BHYTPEHHIOIO U BHEITHIONO Mepeady JaHHbBIX;

XpaHEHHUE JOKYMEHTOB, UMEIONIMX OTHOUIEHWE K CHUCTeMaM
(dapMakoHa/30pa W OCYHIECTBICHUIO (DapMaKOHAA30pa MO KakIAOMY U3

JICKAPCTBCHHBIX IIPCIIaparoB, COINMaCHO IIPUMCHHUMBIM CPOKAM XPaHCHMUA.
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2.8.3. [lepxaresib perucTpalmOHHOTO yAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara (gajiee — aep>Kareilb perucTpaluOHHOTO YI0CTOBEPEHUS) TOJKEH
oOecreunTh HaaJIexkalee JOKYMEHTUPOBaHUE, OOpalleHe U XpaHEHUE BCel
uHpopmanu o papMakoHaA30py C 1EIbI0 BBIMOIHEHUS MPOLETYP TOYHOTO
pEnopTUPOBAHUSA, MHTEPIpPETAllM U BepuPuUKauuu AaHHBIX. [lepxarenem
PEruCTPAIIMOHHOTO yAOCTOBEPEHUSI [OJDKHA OBITh OOEcreueHa CcucTreMa
MPOCIIEKUBAEMOCTH U MOCIEAYIONIEH OLEHKH COOOLIEHUN O HEKEIATEeIbHBIX
peaKIusX.

B pamkax Hactosmux IlpaBun «penopTupoBaHHUE» O3HA4YaAET IIPOLIECC
nepenayd B YCTAHOBJIEHHOW ¢opme wHHPOPMALMK O HEXKEIATeIbHBIX
peakiusix B  YINOJIHOMOYEHHBIE  OpTraHbl  TOCyJapCTBa-wieHa WM
MOTYMHEHHBIE UM 3KCIIEPTHBIC OpPTaHU3aIuU B C(hepy KOMIETCHITUN KOTOPBIX
BKJIIOYEH (hapMaKOHA130P.

2.8.4. CucrteMa ynpapieHus: JOKyMEHTAIMEHN JT0JKHA BKJIIOUATh B ceOs
KOMIUIEKC Mep Mo obecrneueHnto 0e30MacHOCTH M KOH(PUACHIIMATHLHOCTH
JAHHBIX B IIEJIIX BBITIOJIHEHHUS TPEOOBaHMI IO 3aIUTE MEPCOHATBHBIX
JAHHBIX TIAIIMEHTOB B COOTBETCTBUM C TPEOOBAHUSIMU 3aKOHOJIATEIbCTBA
rocy/lapcTBa-ujieHa. YKa3aHHbIE MEpbl JOJDKHBI BKJIIOYATh B CEOsI CTpOroe
OTpaHUYCHHE, COTIIACHO KOTOPOMY JOCTYM K JOKYMEHTAIMHU U 0a3aM JTaHHBIX
UMEETCS TOJIBKO Y YIIOJTHOMOYCHHBIX JIHII.

2.8.5. Cucrema ynpaBiieHUsI JOKyYMEHTAlMEH JTOJKHA BKJIIOYATh B CeOs
mpoIecchl oOecreueHusl 3amuThl UHGOpMAUU 1o  (apMaKOHAI30py OT

MOTEPH U Pa3pyIICHUSI.
2.9. JlokymeHTanusi CUCTEMbI KaueCTBa

2.9.1. Bce ameMmeHThI, TpeOOBaHUS M TIOJIOKCHUS CHCTEMBI KadyecTBa

JOJIZKHBI OBITH JOKYMCHTHUPOBAHBI H CUCTCMATU3UPOBAHBI COOTBCTCTBYOIIUM
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0o0pa3oM B BHUJE TaKMX PYKOBOJCTB U MPOLEAYpP B MUCbMEHHON (popme, Kak
IJIaH 10 Ka4€CTBY, PyKOBOJACTBO IO KaY€CTBY M OTUETHI 10 KAYECTBRY.

2.9.2.1lnan Mo KadyeCTBY ONPEACNSCT OCHOBHBIC €M CHUCTEMBI
Ka4eCcTBa U MPOIIECCHI, KOTOPHIE JAOJKHBI ObITh BHEJPEHBI JJIsI JOCTUKEHUS
MOCTaBJICHHBIX Iieniei. [lporeaypsl 1O KauecTBY MPEACTABISIIOT COOOM
OMMCAaHKUE YCTAHOBJIEHHOTO MOPSIAKA BHIIOJHEHUS MPOLIECCOB U MOTYT UMETH
dbopMy CTaHAAPTHBIX ONMEPAIMOHHBIX MPOIEAYP U PaOOUMX UHCTPYKIIUN WIIH
pykoBoacTB.  PykoBOACTBO 1O  KayecTBy  OmpeAenser  00JacThb
pacrpoCTpaHEHUsI CUCTEMbI KauyecTBa, MPOIIECCHl CUCTEMbl KauyecTBa M MX
B3aMMOCBs3b. OTYEThl 1O KaueCTBY BKJIIOYAIOT B Ce€O0sl TMOJy4YEHHBIE
pe3ynbTarbl  pabOThl  CHUCTEMBI JMOO TOATBEPKICHUS  BBHITOJHAEMOM
JEATEeIIbHOCTH.

2.9.3. CucreMa KauecTBa JOJKHA OBITh OTpPaXEHa B CIEIYIOLIUX
JIOKYMEHTAaX:

JOKYMEHTAIUsl 1O OPraHU3alMOHHOW CTPYKTYype U OOS3aHHOCTSIM
NepcoHana;

IJ1aH 0OYYEHHUS U OTYETHI IO MPOBEICHHOMY O0YUYEHHUIO;

WHCTPYKITUH TI0 COOTBETCTBUIO MPOIIECCOB yIIPaBICHUS,

WHCTPYKIIUU MO0 KPUTHUUECKUM TMpolieccaM (apMaKoHa130pa, BKIIFOUAs
o0ecrieueHre HeMmpPepbIBHOCTH MPOIIECCa;

WHJIUKATOPbI BBIMIOJIHEHUS TPOLIECCOB, KOTOPHIE HCIOIb3YIOTCS ISt
MOCTOSTHHOTO MOHHUTOPHUPOBAHMS HAJIJICHKAIIETO BBIMOJHEHUS (PYHKIUNA 1O
dbapmakoHanzopy;

OTUETHl MO ayAuTy W TOCJIEAYIOIIEMY ayJuTy CHUCTEeMbl KadeCTRa,
BKJIIOYAsl TTOJTYYECHHBIC IAHHBIE U PE3YJIbTaThI.

2.9.4. JlokymMeHTalus Mo CUCTEME KayeCcTBa JOIKHA TAK)KE BKIIFOYATh B

ceos:



24

METOJIbI MOHUTOPUPOBAHUA APGHEKTUBHOCTH  (PYHKIIMOHUPOBAHUS
CUCTEMbl KayeCTBa W, B YACTHOCTH, €€ CIIOCOOHOCTh BBINOJHEHUS 3ajad
CUCTEMBI KaYECTBA;

OTYETHI [0 Pe3y/IbTaTaM BBINOJHEHHBIX MPOLEAYp MO (hapMaKoHa130pY,
ITOATBEPKIAOIINE BBITIOJHEHUE MTPEYyCMOTPEHHBIX ATAIOB U JCUCTBUM;

JIOKyMEHTbl W OTYEThl IO CPEACTBaM W OOOPYIOBAaHMIO, BKIIOYAs
NpOBEPKY (YHKIIMOHAIBHBIX CBOMCTB, JEATEIBHOCTh MO KBATU(PUKALUU U
BAIMIAIIMHA, KOTOPbIE  TOATBEP)KIAIOT  BBIIOJHEHUE BCEX  CTAJHMH,
MPEAYCMOTPEHHBIX COOTBETCTBYIOIIUMU TPEOOBAHUSIMU, TPOTOKOJIAMHU H
POTCAYPAMH;

OTYETHI, MTOATBEPKAAIOIINE KOHTPOJIb OTKJIOHEHUNW OT YCTaHOBJICHHOMN
CUCTEMBl KaYe€CTBa, MPHUHITHUE MPEIYNPEIUTENbHBIX W KOPPEKTUPYIOIIUX

MEpONPUSITH, OLEHKY 3()(PEKTUBHOCTH MPUHSTHIX MEP.

2.10. JononuuTenbHass JOKYMEHTALMS 10 CUCTEME Ka4eCTBa
JepKaTensi peruCTPAMOHHOIO YI0CTOBEPECHUS
B nmomomnenne k TpeOyeMoW JOKyMEHTAIlMd IO CHCTEME KadecTBa
JIepKaTeab PErUCTPANMOHHOIO YAOCTOBEPEHUS JIOJKEH YTBEPAUTH B BUJE
JOKyMEHTa B MHCHbMEHHOM (QopMe  OpraHu3alMoHHYI  CTPYKTYpY,
ONPEACISIONIYI0  MEPAPXUYECKYID  B3aUMOCBSI3b  VIPABISIIONIETO U
KOHTPOJIUPYIOIIETO TIEpCoHana, a TakXke OOSI3aHHOCTH U  (PYHKIHH

NepCoHasa, CUCTEMY YIIPABICHUSI PECYPCAMH.

2.11. lononHuTENbHAsA TOKYMEHTALUS IO CUCTEME
KayeCTBa YIOJHOMOYEHHBIX OPraHOB I'OCYIapCTB-YJICHOB
B nononHeHue k TpeOyeMol IJOKyMEHTAIlUM IO CHCTEME KadyecTBa
YIOJIHOMOYEHHBI OpraH TOCYyIapCTBa-4wieHa JOJDKEH JTOKYMEHTHUPOBATh

OpraHU3alUOHHYIO CTPYKTYpY, paclpeliesieHHe 3ajad U OTBETCTBEHHOCTHU
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BCCTO IICPCOHAJA, a TAKIKC OIPCACINTbL KOHTAKTHBIC JIMIA JJIA oOecrieueHus
BBaHMOI[CfICTBHH MCXKAY YIOJIHOMOUYCHHBIMH OpPraHaMH IoCyaapCTB-YJICHOB,
ACPKATCIIIMHA PETUCTPALTNOHHBIX YI[OCTOBepeHI/Iﬁ n JUIaMuy,
MMpeACTaBIAOIIUMHA HH(l)OpMaI_[I/IIO O pUCKax, CBA3AHHBIX C JICKAPCTBCHHBIMHA

npenaparamu.
2.12. Kputrudeckue mporiecchl B (papmakoHaa3ope

2.12.1. Kputnueckue npoiecchl B (hapMakoHaA30pe BKIIOYAIOT B CEOs:

HEMpPEPBIBHBIA MOHUTOPHUHT Npouiisi 0€30MacHOCTH U COOTHOILICHHUS
«T10J1b3a — PUCK» 3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaTOB;

BHEAPEHUE, PEaM3aliI0 U OLEHKY CHCTEMbl YIPAaBICHHS PUCKAMU C
orieHKOH 2(h(PEKTUBHOCTH MEp MUHUMM3AIIUH PUCKA;

npoueaypsl  paboThl C  MHAMBUAYAJIbHBIMA  COOOLICHUSIMH O
HEXEJIaTeJIbHbIX peakuusx: cOop, 00padOTKy, yHpaBiIeHHE, KOHTPOJb
KaueCTBa, IOJyYEHUE HEAOCTAIOUIMX JAaHHBIX, MPUCBOCHUE HOMeEpA,
KJacCU(UKALIMIO, BBISIBJICHHE MOBTOPHBIX  COOONICHHWH, OLEHKY H
CBOEBPEMEHHOE ITPE/ICTABICHHUE;

BBISIBJICHHE, U3YYCHHE U OIICHKY CUTHAJIOB;

pa3paboTKy, TOArOTOBKY (BKJIOYAsi OIEHKY JaHHBIX W KOHTPOIb
Ka4eCTBa), MPEACTABICHUE U OLICHKY NEPUOJUYECKIX OOHOBJISIEMBIX OTUETOB
110 0€30IMacHOCTH;

BBITMIOJIHEHHE 00S3aTENBLCTB MPH BBHI30BE YIIOJIHOMOUYEHHBIMH OpraHaMu
rocyIapCTB-4JICHOB U MPEACTaBICHUE OTBETOB Ha 3aPOChl YIIOJTHOMOYEHHBIX
OpraHOB TOCYAapCTB-WICHOB, BKJIIOUas MPEJCTABICHUE B YIMOJIHOMOUYEHHbIE
OpraHbl TOCYIapCTB-WICHOB MPABHJILHOMN U MOJHON WH(GOpMAIUH;

oOecrieueHne B3aMMOACHCTBUA MEXIy (papMakOHAI30POM M CHCTEMOM

KOHTPOJIA Ka4CCTBa JICKAPCTBCHHLBIX IIPCIIAPATOB;
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UH()OPMUPOBAHHUE YIIOTHOMOYEHHBIX OPTraHOB rOCyIapCTB-UJIE€HOB 000
BCEX W3MEHEHMSX B  OIEHKE COOTHONIIEHUSI  «IOJb3a —  PHUCK»
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPENAPaTOB;

UH()OPMUPOBAHNE MEAUUMHCKUX U (hapMalEeBTUYECKUX PAOOTHUKOB,
NaIMEeHTOB 000 BCEX M3MEHEHUSX B OLICHKE COOTHOIICHUS «IOJb3a — PUCK)
C Ienpl0 obecrieueHuss 0€30MacHOCTH U 3(PGEKTUBHOTO IPUMEHEHUS
JIEKApCTBEHHBIX MTPENapaToB;

oOecrieueHUEe  COOTBETCTBUS ~ HMH(OpMAIUM O  JICKAPCTBEHHOM
npenapare, BKIIOYas OOIIYI0 XapaKTEPUCTUKY JIEKApCTBEHHOTO Mperapara
Il MEIHUIMHCKOTO MNPUMEHEHHS, COBPEMEHHOMY YPOBHIO HAy4YHBIX
MEIUIMHCKUX 3HAHWHM, BKJIIOYAs CHENaHHBIE 3aKIIOUeHHUs 00 OIEHKE U
PEKOMEH/IAlMK YTIOJTHOMOUYEHHBIX OPTAaHOB TOCYJapCTB-UJICHOB;

BBITIOJTHEHHWE BCEX TpeOyeMbIX [JEUCTBUM B CiIydyae HW3MEHCHUS
pPErUCTPAllUOHHOTO  CTaTryca [0 MOpUYMHE MepecMoTpa  npoduis
0€301acHOCTH.

2.12.2. 1lman  obOecmeueHns HEMPEPHIBHOCTH MpoIecca JIOKEH
BKJIFOUATh B ceOs:

OTpEeIeSICHUE COOBITHI, KOTOPhIE MOTYT CYIIECTBEHHO MOBIMATH Ha
MepCoHaJ OpraHu3aluv B IEJIOM JUOO Ha CTPYKTYPhl M IPOLECCHI
dbapmakoHa30pa B 4aCTHOCTH;

pEe3epBHBIC CHCTEMBI Ha CIy4ail HEOOXOIUMOCTH SKCTPEHHOTO OOMEeHa
uHpopmariiei BHYTpU OpraHuzalud, C JPYTUMUA  OpTaHU3AIUsIMU,
BBITIOHSIOMMMUA ~ QYHKIMKM 1O (apMakoHAA30py, C  JAPYTUMH
pa3paboTyuKamMu, JAEpXKaTeliIMU PErUCTPAllMOHHBIX  yIOCTOBEPEHUM H

YIIOJIJHOMOYCHHBIMHA OpraHaMi roCcyaapCTrB-4JICHOB.
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2.13. KonTposib GyHKIIMOHUPOBAHUS U YPPEKTUBHOCTH
CUCTEMBI (papMaKOHA130pa U €€ CUCTEMbI KaueCcTBa

2.13.1. MeToapl KOHTPOJIsL ACATENBHOCTU M 3(PPEKTUBHOCTU CUCTEMBI
(dapmakoHa130pa JOJKHBI BKIIIOYaTh B CEOI:

0030p M aHaIM3 CHCTEMBI JIMIIAMHU, OTBETCTBEHHBIMU 32 YIIPABJICHUE
CHCTEMOI;

ayJIUTHI;

KOHTPOJIb COOTBETCTBUS TPEOOBAHUSIM;

WHCIICKITUH;

OLICHKY 3(P(EKTUBHOCTU MPHUHATHIX MEP MO MHUHUMHU3AIMHN PHUCKA U
oOecrieueHus 6e30macHOro u 3(PGEKTUBHOTO MPUMEHEHUS JIEKAPCTBEHHBIX
penaparos.

2.13.2. B uensix BBIIIOJHEHUS MOHWUTOPUHIA B OpPTraHU3alHUM JOJIKHBI
OBITh 3apaHee OMpeeeHbl HHANKATOPHI, TI0 KOTOPHIM BBITMIOIHSIETCS OLIEHKA
b dexTuBHOCTH (DYHKIIMOHMPOBAHUSA CHUCTEMBI (DapMakoHaZ30pa C TOUYKHU
3peHHs TPEOOBAaHUM KauyeCTRa.

2.13.3. Aynut cucTeMbl KadyecTBa, OCHOBAHHBIM Ha OIICHKE PHCKa,
JIOJHKEH BBITIOHSTHCS PETYISIPHO Yepe3 onpeiesieHHbIE HHTEPBAIb BpEMEHU
C IEJNBbI0 TOATBEPXKIIEHUS COOTBETCTBHUSI YCTAHOBJICHHBIM TPEOOBaHUSIM K
KadyecTBY U ornpeneneHus 3pGEeKTUBHOCTU. AyTUT CUCTEMbI KaueCcTBa JTOJIKEH
BKJIIOYATh aydUT CUCTEMbI (papMaKOHAA30pa, UMEIOIIEH HHTETPUPOBAHHYIO
CUCTEMYy KadecTBa. AyIWT JODKEH BBITIONHATHCS — CHCIHATNCTaMHU,
HE BOBJICUCHHBIMU B BBIMOJTHEHHE (QYHKIHA W TPOLEAYp, MOATISKAIMNUX
aynuty. [lo pesympraram KaXAoro ayiauTa CHCTEMbl KadecTBa W
MOCJEIYIOIIErO ayIuTa JOKEH COCTABISITHCS OTUET, MOAJICKAIIUN OLICHKE
JHUIIAMH, OTBETCTBEHHBIMU 332 OPTaHU3aLMI0 COOTBETCTBYIOIINX ayJUPYEMbIX
npoueccoB. B ciaydae HEOOXOAMMOCTH MO pe3yJibTaTaM ayJIuTa JIOJKHBI

MPUHUMATHCS KOPPEKTUPYIOUTUE U NPEyIPEeIUTEIbHbIE MEPHI.
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2.13.4. YNOJHOMOYEHHBIE  OpraHbl  TOCYJApPCTB-YJIECHOB  JIOJIKHBI
o0ecreunTh MOHUTOPUHT BBIMOJHEHUS JIEPKATEISIMU  PETUCTPAIIMOHHBIX
yaocroBepeHuit GyHKIMil u obs3aHHOCTEN 1o (apMakoHaa3opy. B uucno
Mep 1o 00eCTEUeHUI0 MOHUTOPUHTA BXOJIUT BBHIMOJHEHUE MHCIIEKTUPOBAHUS
JiepKaTenen PETUCTPALMOHHBIX YI0CTOBEPEHUH co CTOPOHBI

YIOJIHOMOYEHHBIX OPraHOB rOCY/IapCTB-YJIECHOB.
2.14. YrionHOMOYEHHOE JIUIIO 10 (hapMaKOHA130py

2.14.1. [Iepxkareiib ~ pErHCTPALIMOHHOIO  YIOCTOBEPEHHUS  JOJKCH
Ha3HAYNUTh U UMETh B MOCTOSHHOM PACIOPSKEHUH YIIOJTHOMOYEHHOE JIULO 110
dapmakonamzopy (manee — VYJID) B rocymapcTBax-ujieHax, oOiagaromiee
Tpebyemoil kBanmudukamueit. Jlep:xkareiab perucTpaliMOHHBIX yI0CTOBEPEHUN
coobmaer (QamMuiaMl0O W KOHTAakTHyr0 wuHpopmanuio o0 VIO B
YIOJIHOMOYEHHBIE OpPraHbl TOCYAapCTB-wieHOB. [Ipu W3MEeHEHUM IaHHOUN
uH(opMaMu  JepXkKaTellb PErMCTPALMOHHBIX  YIOCTOBEPEHUH  JIOJKEH
npouH(OPMHUPOBATh YMOJIHOMOUEHHBIE OpPraHbl rOCYJapCTB-UJIEHOB B CPOK,
YCTaHABJIMBAEMbIA 3aKOHOAATEIBCTBOM I'OCY1aPCTB-UJICHOB.

2.14.2. B xaxoi cucreme (papmMakoHag30pa MOXKET OBbITh TOJIBKO OJHO
VII®. VYenyru VYJIO MoxeT HCHOJIb30BaTh 0ojiee OJHOTO JepiKaresis
PETUCTPALIMOHHBIX YIOCTOBEPEHUI B OOIIMX WJIM OTAEIBHBIX CHCTEMAax
dapmakoHa 30pa, WM JIUIO MOXET BHITIONHATH QyHKIMu YJID Gonee yem
JUTSL OHOM CHCTEeMbI (papMaKOHa30pa OJHOTO Jep KaTelis PerucTPaluOHHBIX
YAOCTOBEPEHUI TpU yciIoBHH, YTO YJID B COCTOSIHUM BBINOJIHATH BCE CBOU
o0si3aHHOCTH. B nononHenune k HazHaueHUto YJI® ynolHOMOUYEHHbBIE OPTraHbl
rocyIapcTB-4JICHOB BIpaBe TPeOOBaThb HA3HAYEHUS KOHTAKTHOIO JIMIA IO
dbapmakoHa 30py HA HAIMOHAIBHOM YpOBHE, TomduHEeHHOTO YJID.
KoHTakTHOE NTUII0 HAa HAllMOHAJIBLHOM YPOBHE MOXET BBINOJHATH (PYHKIUU

VI1O.
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2.14.3. O6s3anHOoCTH  YJI® AOMKHBI  OMPENENAThCS  JOJDKHOCTHOM
UHCTPYKLIUEN.

2.14.4. [lepxarenb perucTpalMiOHHOTO YIOCTOBEPECHUS MPENOCTABISAET
VJI® pocraroyHble MOJHOMOYMS IO YIPABICHUIO JCATEIBHOCTBIO 10
dbapmakoHa30py M CHUCTEMOM KadecTBa. JlepkaTenb perucTparioHHOTO
yaoctoBepenusi mipenocranisier YJI® pocrym k mactep-daitity cuctembl
(dbapMakoHa130pa, a TaKXK€ COOTBETCTBYIOIIME MOJIHOMOYHUS U 00€CIIEYUBACT
nojiiyueHue uHpopmaluu O JIOOBIX H3MEHEHUsX B  MmacTep-daiine.
[TonmHOMOuUMS, KacawIIuecss CUCTEeMbl (apMmMakoHaj30pa U mactep-(daitna
cucTteMbl (papmMakoHaA30pa, JOKHBI TO3BOJIATh YJI® BHOCUTH U3MEHECHHS B
CUCTEMY, IUIaHbl yIPAaBJICHUS pPUCKAaMH, a TaKXE B IOATOTOBKY
PEryJIMPYIOIIMX JIEUCTBUM B OTBET HA YPE3BbIYAWHBIE CHUTYallMd 110
U3MEHEHUIO MPouiIsi 0€30NaCHOCTH.

2.14.5. Jlepxarenb perucTpaliMOHHOTO YAOCTOBEPEHUs OOecreurnBaceT
HAJINYUE BCEX CHCTEM H MPOLECCOB, MNO3BOMAKOMNX YJID BBINOJHATH
BO3JIO)KEHHbIE Ha Hero oOs3aHHOCTH. C 92TOM 1LENbl0  JepiKareib
PErUCTPAllMOHHOTO  YIOCTOBEpPEHUs pa3padarbiBa€T MEXaHU3MBI, TIPU
nomoiy Kotopeix YJI® nonydaer BCo HEOOXOAUMYIO HH(OPMAIUIO U UMEET
JIOCTYT KO BCEM JIaHHBIM, KOTOPBIE €My MOTYT MOTPEOOBAThCS, HAPUMED:

uH(OpMAIUs O YPE3BBIYAMHBIX CUTYAIUSIX MO W3MEHEHHUSM MPOuUs
0e30macHOCTH W Jpyras uHGOpPMaIUs B OTHOIICHHH OICHKH COOTHOIICHUS
«moJib3a  —  PUCK»  JIGKAPCTBEHHBIX  IpemnaparoB, Ha  KOTOpHIC
pacnpocTpassieTcsi cucteMa (hapMakoHaA30pa;

uHpopMaIMsl O TPOMODKAIOIIUXCA M 3aKOHYMBIIHUXCS KIMHUYECKUX
WCCIICIOBAHUSX M NPOYMX HCCIEAOBAHMAX, O KOTOPBIX 3HAECT AECPKaTElb
PETUCTPALIMOHHOTO YIOCTOBEPEHHSI U KOTOPBIE MOTYT MMETh OTHOUIECHHE K

0€30MacHOCTH JIEKapCTBEHHBIX MIPENaparoB;
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uH(popMaIusi U3 HHBIX HCTOYHUKOB, KPOME HCTOUYHUKOB JeprKaTels
PETUCTPALMOHHOTO YAOCTOBEPEHUS, HANPUMEP, MCTOYHUKOB, C KOTOPBHIMU
JepXKaTeNb  PETUCTPALMOHHOIO  YIOCTOBEPEHMS HMEET  KOHTPAKTHBIC
JIOTOBOPEHHOCTH;

npoienypsl  (apMakoHaa30pa, KOTOpble pa3padarbiBaeT AepiKaTeib
PETUCTPALIMOHHOTO  yAOCTOBEPEHUS HA KaXJOM YPOBHE C  LEJBIO
oOeclieyeHus: COIIACOBAaHHOCTU M COONIOACHUS TpeOOBaHUM B Ipeaesiax
OpraHHU3aLHH.

2.14.6. VJI® nonydaer uHbOpMaAILIUIO OT PYKOBOJMSIIETO MEpcoHaaa o
pe3ynbTaTax MOCTOSHHBIX O0030pOB CHCTEMBbI KaueCTBAa U MPEANPUHSATHIX
Mepax, JaHHbIE O COOTBETCTBHUU TPEOOBAHMSIM, IUIAHUPYEMBIM ayauTam
cucteMbl papmakoHazopa. YJID umeeT moJIHOMOUYUS] HHUIIMUPOBATh ayIuT B
cillyyae HeoOXOIUMOCTH. PykoBomsimuii mnepcoHan mnpegocraBisier YJID
KOMHUIO TIUIaHA KOPPEKTUPYIOIMIMX W MPEAYNPEAUTEIbHBIX MEPONPUITUNA
mocie Kaxaoro ayauta, 4toobl YJI® Mormo yOemuTbess B IPHUHSATHU
COOTBETCTBYIOIIMUX KOPPEKTUPYIOIIUX MEPOIPUSITUMN.

2.14.7. Jlepxarenb perucTpaliMOHHOTO YAOCTOBEpPEHUs OOecreurnBacT
BO3MOXKHOCTh  mojydyeHuss uHpopManuu VYJIO® w3 0a3bpl  JaHHBIX

HE)KEJIaTeJIbHbIX PEAKLUN, UMEIOLIEHCS B €TI0 PACIIOPSKEHUH.

2.15. Keanuduxkarus nura, yrmoJHOMOYEHHOTO
no ¢gapmakonaazopy B Coroze
2.15.1. YVVI® pomkHO HWMETh COOTBETCTBYIOIIME TEOPETUUECKHE U
MPAaKTUYECKUE  3HAHUSA 1O  OCYIIECTBICHUIO  JICSTEIBHOCTH  TIO
dbapmakonanzopy. YJI® m0mKHO WMETh HABBIKM YIIPABICHHUS CHCTEMaMU
dbapMakoHa30pa, a TakXKe MPOBEACHUS SKCHEPTU3bl WJIM UMETh JOCTYI K
MPOBEJACHUIO  AKCOEPTH3bl B  TaKUX  00JAcTAX, Kak  MEIUIIMHA,

(bapMaI_[eBTI/I‘-IeCKI/Ie HAYKH, a TAKXKC SIIMACMUOJIOTHA U OMOCTaTUCTHKA.
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2.15.2. lepkarenp  pEerucTpalMOHHOIO  YAOCTOBEPEHHS IPOBOIAUT
oOyuenue YJI® B o0nacTu cBoeil cuctemsl (hapMakoHaA30pa MEpea TeM, Kak
VIJI® 3aiiMeT JOKHOCTh YIOJMHOMOYEHHOro maumna. OOyueHue U €ero

pE3yIabTaThl JOJIKHBI HAJJICKAIIUM O6p330M JOKYMCHTHUPOBATLCAI.

2.16. ®yHKIMY JUlIA, YIIOJIHOMOYEHHOTO
no gapmaxonazopy B Coroze

2.16.1. KBanudunupoBanHoe JMLO, YIIOJTHOMOYEHHOE o
dbapmakoHazopy B Cotroze, sBsieTCs (PU3NUESCKUM JIUIIOM.

2.16.2. VJIO, Ha3HAYE€HHOE JepIKaTeemM PErUCTPaLIMOHHBIX
yIAOCTOBEPEHHUM, JOHKHO MMETh KBaTU(UKAIMIO B COOTBETCTBHUU C
nyHKToM 2.15 nHactosimux [IpaBunm v OBITH B MOCTOSIHHOM PACTIOPSIKEHUU
JIepKaTeIIsl PETUCTPALUOHHBIX yIocTOBepeHU. YJID MOMKHO HMpOKUBaTh U
pabotarb B OJHOM M3 rocyaapcTB-wieHOB. YJID oTBewaer 3a co3maHue u
(GyHKIIMOHUPOBAHUE CUCTEMBI dbapmakoHanzopa JeprKarens
PETUCTPALIMOHHBIX YAOCTOBEPEHUN W, CJEAOBATEIbHO, MMEET I0CTATOYHO
MOJIHOMOYMHM JJIsl OKa3aHUs BIIMSIHUSI HA OCYIIECTBICHUE NESITEIbHOCTH IO
dbapmakoHa30py W CHCTEMY KadecTBa CHCTeMBbI (hapMaKoHAA30pa,
COJCHCTBUE, COOJNIIOJIEHNE U TOBBILIEHUE YPOBHS COOIOACHUS TPeOOBaHUI
3aKOHOJIaTeIbCTBA FOCYAPCTB-WICHOB, MEXIYHAPOIHBIX I0TOBOPOB U aKTOB,
coctapistomiux mnpaBo Coro3za. CnemoparensHo, YJI® nomkHo o0nanath
MOJITHOMOYHSIMA U OTBETCTBEHHOCTHIO B OTHOIIIEHWU MacTep-(aiiaa CHCTEMBbI
dbapMakoHam30pa C TeM, YTOOBI OOecmeYrBaTh M TIOBBHIIIATH YPOBEHB
COOMIOIEHHUS TpeboBaHUI 3aKOHO/IATENIbCTBA roCcyJIapCTB-YJICHOB,
MEXAYHAPOIHBIX IOTOBOPOB U aKTOB, COCTABIISIIOLIMX MpaBo Coro3a.

2.16.3. B OTHOLIEHHH JEKAPCTBEHHBIX IMPENAPATOB, HA KOTOPbIE
pacnpocTpaHseTcss cucTeMa (papMakoHaJ30pa JAeprKaTessl perucTpaluOHHbIX

ynocroBepenuil, YJI® umeer cienyronie o0a3aHHOCTH:
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BBIMIOJIHATH ~ 0030p  mpoduieil  0e30MacHOCTH  JIEKapCTBEHHBIX
IpenaparoB W YpPE3BbIYANHBIX CUTyallMd 10 HW3MEHEHUIO0 Mpoduiei
0Ee30ITaCHOCTH;

BIAJIETh TMOJHOW HH(poOpMaIuend 00 YCIOBUSAX U OO0S3aHHOCTSX,
YCTAHOBJICHHBIX IPU BbIJJAY€ PETUCTPALMOHHBIX YIOCTOBEPEHUM, U APYTUX
00s13aTeNbCTBAX, UMEIOIIMX OTHOIICHHE K 0€30MacHOCTH WM 0e30MacHOMY
MPUMEHEHUIO JICKAPCTBEHHBIX MPENAPATOB;

BJIa/IETh MOJHON HH(pOPMALIKEN O Mepax MUHUMHU3ALUU PUCKOB;

NPUHUMATh Y4YaCTUE€ B U3YUYCHUM U YTBEPXKIECHUU MPOTOKOJIOB
MOCTPETUCTPAIIMOHHBIX UCCIIEIOBAHUN O€30MaCHOCTH;

BJIQJCTh  MOJHOM  wHpOpPMANHMEl O  MOCTPErHUCTPAIIMOHHBIX
UCCIIEOBAHUSX 1O Oe30MacHOCTH, TMPOBEICHUE KOTOPBHIX HAa3HAUYECHO
YIOJIHOMOYEHHBIM OPraHOM TOCYIapCTB-YWICHOB, BKJIIOUYAsl PE3yJabTaThl TAKUX
HUCCIICIOBAHUM;

JOTIOJTHSITH TIJIAHbI YIIPaBICHUS PUCKAMH;

o0OecreuynBaTh  BBHITIOJIHEHWE (PYHKIUHA 10 ¢dapMakoHaI30py H
MPEACTABIATh BCE JIOKYMEHTBI, UMEIOIIUE OTHOIICHUE K (hapMaKoHaJ30pYy,
COIIaCHO TpeOOBaHUSIM 3aKOHOJIaTEIhLCTBA rOCy/1apCTB-4JICHOB,
MEXKTyHAPOJIHBIX JOTOBOPOB U aKTOB, COCTABIISIONINX MpaBo Coro3a;

obecrnieunBaTh HEOOXOIMMOE Ka4eCTBO, BKIIFOUAss TOYHOCTH M ITOJIHOTY,
JAHHBIX 1O (HhapMaKOHAA30PY, MPEACTABISAEMBIX B YIIOJTHOMOYEHHBIE OPTaHbI
roCy/1IapCTB-4JICHOB;

NPEACTABIATh IIOJHBIE M CBOEBPEMEHHBIE OTBETHI Ha 3alpOChI
YIOJIHOMOYEHHBIX ~ OpPraHOB  TOCYIApCTB-WICHOB O  MPEACTaBICHUH
JTOTIOJIHUTENBHON MH(POpMAIIUU, HEOOXOUMOU /JIsl OLICHKH TOJIb3bl U PUCKA

JICKAPCTBCHHBIX IIPCIIAPAaTOB;
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IPEICTABIATH JI00YI0 HH(POPMAIINIO, UMEIOUTYI0 OTHOIIEHUE K OLIEHKE
COOTHOILICHUS «I0JIb3a — PUCK», B YIMOJHOMOUYEHHBIE OPraHbl T'OCYIapCTB-
YJICHOB;

OKa3bIBaTh MOMOIIb B TOJATOTOBKE PETYISITOPHBIX MEp B OTBET Ha
Yype3BblYaiiHble CHUTyalldd O€30MacHOCTH (HalpuMep, M3MEHEHHS B
PEKOMEHIALUAX [0 MEAUIUHCKOMY MPUMEHEHHIO, CPOYHBIE OTPAHUYECHUS U
noBefieHre nHGOpMAaIMU J10 TTAIIMEHTOB U MEIUIIMHCKUX Pa0OTHUKOB);

(YyHKIIMOHUPOBaTh B KAaueCTBE €IMHOTO KOHTAKTHOIO JIMI]A MO
dbapMakoHa30py Uil YIOJHOMOYEHHBIX OPraHOB TOCYJapCTB-UJICHOB, a
TaK)ke€ B Ka4Y€CTBE KOHTAKTHOTO JIMIIA JIsl MHCTIEKIIUMA MO (hapMaKOHAI30py C
obecrneueHueM 24-4acoBOTO JOCTYIIA.

2.16.4. YJI® ocyuiecTBiasieT KOHTPOJIb (PYHKIMOHUPOBAHUS BCEX
aCIeKTOB CcHUCTeMbl (papmakoHaa30pa, BKIOYAs €€ CHUCTEMYy KadecTBa
(HampuMep, CTaHJApTHBIC OINEpPAlMOHHBIE TPOIEAYPhI, KOHTPAKTHbHIC
JIOTOBOPEHHOCTH, OIepaluyi Mo 0as3e aHHBIX, BBHITIOJHEHHUE TpPeOOBaHUU
CHUCTEMBI KauecTBa, COONIOICHNE TPeOOBaHUMN K MPEICTABICHUIO JTaHHBIX B
YacTU TMIOJHOTHI M CBOEBPEMEHHOCTH, TMPEJACTABICHUIO TEPUOANYECCKUX
OOHOBJISIEMBIX OTUETOB MO 0€30MAaCHOCTH, OTYETOB 00 ayIuTax U K 00y4EHUIO
nepcoHaina no dapmakonaazopy). YJID pomxHo pacrnonarate uHbopmalue
O BaTUIAIMOHHOM CTaTyce O0a3bl MMaHHBIX HEXKENATEIbHBIX PEaKIUid Ha
JIEKApCTBEHHBIE MpENaparhbl, BKIOYasi BCE BBISIBJICHHBIE B XO/€ BaJuJallUU
HEIOYEThl W TMPEANPUHATHIE KOPpPEKTUpyromMe aeucteus. YJID Taxxke
JOJDKHO pacnojiaraTh uHGopMale 000 BCeX CYIIECTBEHHBIX U3MEHCHUSX,
BHECCHHBIX B 0a3y JaHHBIX (HapuUMep, U3MEHEHUS, KOTOPhIE MOTYT OKa3arh
BJIMSIHME Ha JACATEIILHOCTH 10 (DapMaKoOHAI30PY).

VJID MOXET JeaerupoBaTh BHIMOJHECHHE CIICHU(UUCCKUX 3aJaHUH IO
CBOMM HAOJIOJEHUWEM JIMIlaM C COOTBETCTBYIOIIEH KBaJM(pUKAIUEH U

O6Y‘ICHI/ICM, HaITpuMEp, OCYHCCTBIICHHUC  ACATCIIBHOCTH B  Ka4CCTBC
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IKCHEPTOB MO OE€30MaCHOCTH OIPEAEIECHHBIX JEKApCTBEHHBIX IPENaparos,
npH ycioBuH, 4To YJI® OyaeT oCylmecTBISITh KOHTPOIb (PYHKIMOHUPOBAHUS
BCEU CUCTEMBI U TPOPuiIeii 6€30MaCHOCTH BCEX JIEKAPCTBEHHBIX MTPENaparoB.
Takoe nenerupoBaHue BBIOJIHIEMBIX (DYHKIHM JTOJKHO OBITH HaJJI€KaIlUM

00pa3oM JTOKYMEHTHPOBAHO.

2.17. Cnenududeckue mporecchl CHCTEMbI KaueCTBa
y JepKareyield perucTpalMoHHbIX yaocToBepeHuii B Corose

2.17.1. lepkarenb perucTpallMOHHBIX YIOCTOBEPEHUI pa3paldaThiBacT
JIOTIOJIHUTENIBHBIE CIIEIMAIBbHBIE TTPOLIECCHI CUCTEMbI KaueCTBa C 1EJbIO:

MPEICTABICHUS JAHHBIX O HEXKENaTeIbHBIX PEAKIUAX B 0a3bl JaHHBIX
rocyapcTB-wieHoB U Coro3a B CPOKH, YCTAHOBIIEHHBIE 3aKOHO/IATEIbCTBOM
rOCyJlapCTB-WICHOB,  MEXJIYHAapOIHbIMK  JOTOBOpAaMH W  aKTaMH,
cocTaBiisitouMu mpaBo Coro3a;

COXpaHEHHMS  JJOKYMEHTOB, B  KOTOpBIX  OIIMCaHa  CHUCTeMa
dbapmakoHan3opa, 10 TE€X MOp, MOKAa CYIIECTBYeT CHUCTEMa, OMHWCAaHHAas B
MacTep-daiiie cuctemMbl papMakoHaI30pa, B TEUCHUE HE MEHEE S5 JIET Mmocie
MPEKPAILICHUS €€ CYIlIeCTBOBAHUS;

COXpaHEHMS JTaHHBIX MO (hapMaKOHA/30py U JOKYMEHTOB, UMEIOIINX
OTHOIIICHUE K 3apErUCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIperapaTaM B TEUEHUE
He MeHee 10 gjer mocne mnpekpameHus JIeUCTBUS YOOCTOBEPEHUM O
rOCyIapCTBEHHOW PETUCTPALINH;

oOHOBNEHUsT WH(OpPMAIMK O JICKAPCTBEHHBIX IMpernaparax CorjaacHo
MOCJICAHUM HAyYHBIM 3HAHUSM, BKJIIOYasi OIEHKY Npoduis 6€30MacHOCTU U
COOTHOIIICHHUE «I10JIb3a — PUCK», & TAK)KE€ PEKOMEH/IAIUsIM, pa3MEIlICHHBIM Ha
caiTax YIMOJHOMOYEHHBIX OpPraHOB TOCYIapCTB-WICHOB B WH(POPMAIIMOHHO-
TEJICKOMMYHUKAIIMOHHON ceThn «MHTepHer». C 3TOM 1ENbIO JepKaTeib

PETUCTPALlMOHHBIX  YIOCTOBEPEHHH  TOCTOSHHO  NIPOBEPAET  CANUTHI



35

YIIOJIHOMOYEHHBIX OpraHoB roCyIapCTB-4JICHOB Ha HaJau4ue
COOTBETCTBYIOIIUX HM3MEHEHUH B OLEHKE Mnpoduis 0e300acHOCTH U
COOTHOIIEHUS «II0JIb3a — PUCK», BKIIIOYAsl UBMEHEHUS! B PEKOMEHJALUAX I10
MEANIMHCKOMY MPUMEHEHHIO U MHBIE MEPBI PETYIATOPHOIO XapaKTepa.

2.17.2. B TedyeHue mnepuoja XpaHEHUs JIOKYMEHTAlUM JAeprKaTeiau
PETUCTPALIMOHHBIX YAOCTOBEPEHHI 00€CIeYnBalOT BOCCTAHABINBAEMOCTh
JIOKYMEHTOB.

2.17.3. IOKyMEHTbl MOXXHO XpaHUTh B JJIEKTPOHHOM (opmare Mpu
YCIIOBHM HaJUJIeKalllel BaJIMJalMU AJIEKTPOHHOM CUCTEMBI U CYIIECTBOBAHUS
JOTOBOPEHHOCTEM IO  3alllUT€ CUCTEMBI, JOCTYyIly MW  PE3EPBHOMY
KOMMPOBAHUIO JaHHBIX. B cilydyae mnepeBoja TOKyMEHTOB U3 OyMa)KHOTO
dbopmara B DIIEKTPOHHBIM NPOLIECC MEPEBOAA JOJDKEH TapaHTUPOBATh
COXpaHeHue Bcel MH(POpMAlMK B OpUTMHAIbHOM (hopmare u obecrieueHue
COXpPaHEHUS! YWUTAEMOCTH Ha TMPOTSHKEHHMM BCEr0 BPEMEHU XPaHEHUS
CPEICTBAaMM, UCIIOIb3YEMBIMHU JIJISI XPAHECHMUS.

2.17.4.B cnydae TIOTJIONIEHUS JAPYrol opraHuszanuerd OusHeca
JepKaTessi PEerucTPalMOHHBIX YIOCTOBEPEHUN BCE JTOKYMEHTHI JIOJKHBI

OBbITh MepeAaHbl U COXPAHEHBI B IOJIHOM O0ObEME.

2.18. TpeboBaHus K CUCTEME KauyecTBA MPHU J€IETUPOBAHUN
JieprKaTesieM PeruCTPAIMOHHBIX YIOCTOBEPEHU BBIMONIHIEMBIX (DYHKIIHIM
1o apMaKoHAI30Py

2.18.1. Jlepkarenb  pErHCTPAMOHHOTO  YOOCTOBEPEHUS  MOXKET
JeJIeTUpoBaTh BCE WJIM YacTh CBOUX 3aJad Mo (apMakoHAI30py, BKIKOYas
byukuuu YJIO, npyroi opraHu3aluy Wi JUIy (€CIu K TaKOMY JIUIy MOTYT
ObITh MPUMEHEHBI Takue ke TpeOoBaHHUs, Kak K opranuzauuu). [Ipu stom

OTBCTCTBCHHOCTD 3a BBITTOJIHCHUC 3aga4d n 00s13aHHOCTEH I10
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dbapmakoHan3opy, oOecreyeHrue KadyecTBa M IEJIOCTHOCTh CHCTEMBI
(apmMakoHa/130pa HECET JIepAKaTelb PErUCTPALMOHHOTO YI0CTOBEPEHUSI.

2.18.2.B ciyuae generupoBaHus — OINPEICICHHBIX  3a7ad 10
(dapmakoHaI30py JEprKaTresieM PErHCTPAllMOHHOIO YIOCTOBEPEHUsS ApPYrou
OpraHHu3aldM  JIEpKATeIb  PETHCTPALMOHHOIO  yAOCTOBEPEHUS  HECET
OTBETCTBEHHOCTh 3a TNpUMEHEHHE OS(PPEKTUBHOM CHUCTEMBI KauecTBa
UCIIOJIHEHMSI JaHHBIX 3aaad. TpeOoBaHud K cucteMe (hapMakoHaA30pa,
onpeeNnsieMble  HaJUIeKallled  MpakTUKOM  (apMakoHAn30pa,  TaKKe
IPUMEHSIOTCS K JPYroi OpraHu3anuu, KOTOpOou JeIerupoBaHbl 3a1a4u.

2.18.3. IIpu nenerupoBaHUU 3aja4 APYroll OpraHU3allM JEpKaTeb
PETUCTPALIMOHHOTO YIOCTOBEPEHUs 00ecleynBaeT MoApoOHOE, YETKOE U
NOCTOSIHHO OOHOBJSIEMOE JOKyMEHTaJbHOE O(OpPMIICHHE KOHTPAKTHBIX
JIOTOBOPEHHOCTEN MEXKY JiepKaresieM PEruCTPAallMOHHOIO yAOCTOBEPEHUS U
JIpYroi opraHu3aleil ¢ OMMCaHUEeM JIOTOBOPEHHOCTEN MO JI€JIErMPOBAHHBIM
3aJla4aM M OTBETCTBEHHOCTH Ka)XJ0¥ M3 cTOpOH. OnucaHue Je1erupoBaHHON
NEATEIbHOCTH U (WIM) YCIYr JOJKHO OBITh BKIIOUEHO B MacTep-Qaiin
cucTeMbl (apmakoHan3opa. Jlpyras opraHuzanusi MOXKET IOJBEprarbcs
IPOBEPKaM MO YCMOTPEHHUIO YIIOJIHOMOUYEHHOTO OpraHa B COOTBETCTBYIOUIEM
rocyaapcTBe-uJicHe.

2.18.4.B LEJISIX KOHTPOJIS BBITIOJIHEHUS KOHTPAKTHBIX
JOTOBOPEHHOCTEH 10  (hapMakoHAA30py PEKOMEHIYETCS BBINOJHEHHUE
JEpKaTeJIeM PErucTPalMOHHOTO YIOCTOBEPEHUS! PETYISIPHBIX  ayJIUTOB

OpraHu3alui, KOTOPHIM ObLITH JACIETUPOBaHbI PYHKIIUU 11O (papMaKoHAA30DY.

2.19. O6mue 06s13aHHOCTH 110 (hapMaKOHAA30pPy B paMKax
MEXKIYHApOAHBIX TOTOBOPOB M aKTOB, COCTABIIAIOMMX IpaBo Coro3a

2.19.1. YnolHOMOYEHHBIE ~ OpraHbl  TOCYAAPCTB-WIECHOB  HECYT

OTBCTCTBCHHOCTDb 3a BBIIIOJJHCHHC 3a1a4 I1O0 (bapMaKOHaILBOpy, BO3J1aracMbIX
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Ha HUX 3aKOHOJATEJIbCTBOM  TOCYIapCTBAa-wiI€HA, MEXKIyHAPOIHBIMU
JOTOBOPAaMH M aKTamH, cocTaBisiromuMu npaBo Coroza. C 3TOM LENBIO
KKl  yIOJHOMOYEHHBIM OpraH TIoOCyJapCcTBa-wieHa o0ecrneynuBaeT
(YHKIMOHUPOBAaHUE CHUCTEMBbI (hapMakoOHaA30pa, CO3MaeT U MPUMEHSET
HaJIeKaIyro  A(PGEeKTUBHYI0  CHCTEMy  KadeCcTBa  OCYIIECTBIISIEMOM
NEeSATEILHOCTHU TI0 (papMaKOHA30DYy.

2.19.2. TocynapcTBa-ui€Hbl COTPYAHUYAIOT C UEIbI0 MOCTOSHHOTO
COBEPILIEHCTBOBAHUS CHCTEM (PapMaKOHA30pa MO JOCTUKEHHUIO BBICOKHX
CTaHAAPTOB 3aIIUTHI 340POBbsS OOILIECTBEHHOCTH, BKJIIOYas HMCIOJb30BAHUE
OObEIMHEHHBIX PECYpCOB B  IENAX ONTHUMHU3ALUU  HCIOJIb30BAHMS
UMEIOIIecs pecypcHoit 6a3nl B pamkax Coro3a.

2.19.3. T'ocynapcTBa-ui€Hbl ONPEIETAOT KOHTAKTHBIE TOUYKUA C LEIbIO
YOPOILIEHUS B3aUMOJEHUCTBHS  YIOJHOMOYEHHBIX OpPraHOB TOCYAapCTB-
YJIEHOB,  JIEpKATEJIe  PErMCTPALMOHHBIX  YAOCTOBEPEHUM W JIHII,

MPEACTABIIAIONUX HHDOpMaIHio 1o (hapMaKOHAI30DPY.

2.20. ®yHKIMHU YIIOJTHOMOYEHHBIX OPTaHOB FOCYAapCTB-WICHOB

2.20.1. Kaxnoe roCyAapCTBO-UJICH JOJKHO HA3HAYUTH
YIIOJIHOMOYEHHbBIN opras, OTBETCTBECHHBIN 3a OCYILIECTBIICHUE
dhapMakoHa130pa.

2.20.2. Kaxnpiii ynoJIHOMOYEHHBIM OPTaH TrOCyIapCTBa-4jCHA JIOJIKEH
BHEIpUTh # obOecneunTh IPGEeKTHBHOE (PYHKIIMOHUPOBAHUE CHCTEMBI
dapMakoHa130pa TP BBIMIOJTHEHUN CBOUX 3a7a4 M YYaCTHHU B JCATCIBHOCTH
no ¢apmakoHam3opy B pamkax Corws3a. B 1gaHHOM  KOHTEKCTE
YIOJTHOMOUYEHHBIM OpraH TOCydapCTBa-4jieHa OTBEYaeT 3a KOHTPOIb
0€30MacCHOCTH Ka)XIO0ro JIEKapCTBEHHOTO IMpenapara, 3aperucTpUpOBaHHOTO

Ha TEPPUTOPUSIX TOCYJApPCTBA-UJICHA.
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2.20.3. 3amaun 1 00A3aHHOCTH YIIOJITHOMOYEHHBIX OPTaHOB rOCYIapCTB-
YICHOB M0 (papMakOHAI30py BKJIIOYAIOT B CE€Osl COTPYIHHUYECTBO IIpU
OOHapy>KEHUM CUTHAJIOB W MPUMEHEHHWE MEp MHUHUMHU3ALUU pHUCKA MpHU
IPUHATUN COOTBETCTBYIOIIMX PEIICHUI.

2.20.4. YOIHOMOYEHHBIE OpraHbl TOCYJAapCTB-UJICHOB OTBEYAKOT 3a
MIPOBEPKY OCYIIECTBIICHUS AEPKATEISIMA PErUCTPALUOHHBIX yI0CTOBEPEHUM
(apmMakoHa/30pa JIEKAPCTBEHHBIX MPEMApaTOB Ha CBOEH TEPPUTOPHH,
BKJIIOYas BBINOJIHEHUWE HHCIEKUUU cucteM (dapMakoHaA30pa JepxKaresen
PEruCTPalMOHHBIX YIOCTOBEPEHUH. YIIOJHOMOYEHHBIM OpraH Ka)XI0ro
rocy/apcTBa-ujeHa 00ecreyrBaeT NPEJCTaBICHUE BCEX JAHHBIX MO KaXKJ0i
U3 mpouenyp mno (apMakoHaa30py B YIOJIHOMOYEHHBIE OpraHbl APYTUX
rocyJapCcTB-4wJICHOB B COOTBETCTBUU C 3aKOHOJATEIbCTBOM TOCYIapCTBA-
YJIeHa, MEXIYHApPOJHbIMU JOTOBOPAMHM W AKTaMU, COCTABIISAIONIMMH IPABO

Coroza.

2.21. IlnanupoBaHKre TOTOBHOCTH K (hapMaKOHA130py
MPU BO3ZHUKHOBEHUHW SKCTPEHHBIX CUTyaIluil B 0OIIECTBEHHOM
3/IpaBOOXPAHEHUN

2.21.1. Cuctemnl ¢apMakoHa30pa JepxaTeiaell pPEerucTpalroOHHbBIX
YIOCTOBEPEHUM U YMOJHOMOYEHHBIX OPTaHOB TOCYAapCTB-UJIECHOB JOJIKHBI
OBITHh AJaNTUPOBAHBl K OKCTPEHHBIM CHUTyallUsM B  OOIIECTBEHHOM
3apaBooXpaHeHur. I1o Mepe HEeoOXOAMMOCTH JOJKHBI OBITh pa3pabdOTaHBI
MJIaHBI TOTOBHOCTH.

DKCTpeHHasi  CUTyalus B OOIIECTBEHHOM  3ApaBOOXPaHECHUU
MpEACTABIAET COOOM yrpo3y OOIIECTBEHHOMY 30POBBIO, NPU3HAHHYIO
BcemupHoii opraHu3anuei 3/IpaBOOXPAHCHUS (BO3) 60

YHOJIHOMOYCHHBIMHA OPTraHaMU IroCyaapCTB-4JICHOB.
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TpeboBanuss  QapmakoHam3opa K OKCTPEHHBIM  CHUTyallusM B
OOIIECTBEHHOM  3/I[PaBOOXPAHCHUW  OICHUBAIOTCA  YHOJHOMOYEHHBIMHU
opraHaMy TOCYIapCTB-WICHOB Ha MHAWBHAyaIbHOW OocHOBE. O TpeOoBaHUIX
dbapmakoHai30pa cooO1aercs JepKaTessim pPEruCTpallMOHHBIX
yIOCTOBEpEHHM U OOIIECTBEHHOCTH.  YIOJIHOMOYEHHBIE  OpraHbl
TOCY/IapCTB-WICHOB ITyOJUKYIOT YBEIOMIICHHSI 00 SKCTPEHHBIX CHUTYaIlHsIX Ha

CBOMX O(UIIMAIBHBIX CAUTAaX.
3. Mactep-daiin cuctemsl papmMakoHa30pa
3.1. CTpyKTypBl U IPOLIECCHI

3.1.1. Macrep-daiin cuctembl (papMakoHaa30pa MpeaHA3HAYEH IS
OMHCAHUSI  CHUCTEMBI dapmakoHam3zopa M JOKyMEHTHPOBAHHOTO
MOATBEPKJCHUSI €€  COOTBETCTBUS  TPEOOBaHMSIM  3aKOHOAATEIHCTBA
rOCYIapCTB-YJICHOB, MEXIYHAapOIHBIX TOTOBOPOB U AKTOB, COCTABIISIOIINX
npaBo Coroza. Macrep-daitn  Mo3BOISET  HaAJIEKAIIUM  00pa3oM
OCYIIECTBUTh  IUIAHUPOBAHME W  TMPOBEACHUE  AyJUTOB  CHUCTEMBI
dbapmakoHa30pa JAepiKaTeIeM PETUCTPAIMOHHOTO YIOCTOBEPEHUS, a TaKKe
WHCIICKTUPOBAHUN  YIIOJIHOMOYEHHBIMU  OpPraHAMH  TOCYAapCTB-UYJICHOB.
Macrep-daiin BkirogaeT B ce0si 0030p cucTemMbl hapMaKoHa130pa AepKaTesis
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS, YTO TO3BOJSET clejarb ee OO0
OLIEHKY  YIOJHOMOYEHHBIMU opraHamu TOCYJapCTB-YJICHOB Ha
PETUCTPAIMOHHOM U MOCTPErUCTPALIMOHHOM JTarax.

3.1.2. CocraBinenne Macrtep-paiia W akTyanusauus uHpopmanuu,
colepamieiics B HEM, [O3BOJSIIOT JIEPXKATETI0  PETUCTPAIMOHHOTO

YAOCTOBEPEHHUSI M YIIOJTHOMOYEHHOMY JIMILY 10 (hapMaKkoHaA30py:
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yOenuTbcst B TOM, YTO CUCTeMa (papMakoHaJ30pa BHEApPEHA COITIACHO
TpeOOBaHUSM  3aKOHOJATENbCTBA TOCYAAPCTB-UJIEHOB, MEXIYHAPOIHBIX
JIOTOBOPOB U aKTOB, COCTaBIAOIMNX ITpaBo Coro3a;

NOJITBEPAUTH COOTBETCTBUE CUCTEMBI IEUCTBYIOIIUM TPEOOBAHUSAM;

NOJYyYUTh HH(OPMALMIO O HEIOCTAaTKaX CHCTEMbl WM BBISIBUTH
HecoOMoIeHNe TPeOOBAHUIT;

NOJIYYUTh UH(OPMALIUIO O PUCKAX WIH HEIP(PEKTUBHOCTHU BHITIOJIHEHHUS
OTPEEICHHBIX HAIPABJICHUM JESITEIIbHOCTH MO (papMaKoHAA30pY.

3.1.3. Ucnonb3oBanue wmactep-(daitia cnocoOCTBYeT ONTUMHU3AIUU
nporecca HaJJIeKaIEro yHpaBiIeHUs CUCTEMOH, a TaKKe
COBEpIICHCTBOBAHUA  CHCTeMbl  (papMakoHaa3opa.  TpeboBaHus K
NPEICTABICHUIO KPAaTKOTO OMUCAHUSA CUCTEMbI (hapMakoHaA30pa JepKaress
PErHCTPALIMOHHOTO YyIOCTOBepeHusi B ¢opme Macrtep-¢aiina, a Takxke
XPOHOJIOTUSI BHECEHUS] COOTBETCTBYIOIIUM OPraHOM H3MEHEHHI o0ierdyaror
IUTAaHUpOBaHUe U d(PPEeKTUBHOE MPOBEACHHE YINOJTHOMOYEHHBIMU OpraHaMH

rOCylapCTB-WICHOB MHCIIEKIIMA HA OCHOBAHUM METOJIa OLIEHKN PUCKOB.
3.2. Peructpauus u nogaepkanue Macrep-gaiina

3.2.1. MecToHaxoXAEHUE.

Macrep-daiin cuctembl (apMakoHaa30pa JOHKEH HAXOAUThCA Ha
TEPPUTOPHUSAX TOCYIAPCTB-UJICHOB, JTMOO B MECTE BBIMIOJHEHUS OCHOBHOU
NEeATEeTPHOCTH 1O  (apMakoHam30py, JuOO B MecTe, B KOTOPOM
KBUTM(PUIIMPOBAHHOE JHUII0O OTBEYAET 3a OCYUIECTBIEHUE (hapMaKOHA30pa,
HE3aBUCUMO OT (popmara (OyMaKHbIN WIIM AJIEKTPOHHBIN). YIIOJTHOMOUCHHBIM
OpraH TOCYyJlapCTBa-wieHAa JOJDKEH ObITh MNPOMH(DOPMHUPOBAH O MECTE
pacmoyiokeHHsi  MacTep-Qaitla, a TakXke JODKeH He3aMeIIUTEIbHO
UHPOPMHUPOBATHCS O JIIOOBIX HK3MEHEHUSIX MECTa €ro pPacroJIOXKEHUS.

TpeOyemast undopmanys o pacrnoyoKEHUIO MacTep-(aiiyia BKIIOUaeT B ceOs
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yKa3aHUE Ha MECTOHaxOoXJIeHHe (aapec) Aepskareis PEerucTparmoHHOTO
YIOCTOBEPEHHUS WK TPETHEW CTOPOHBI MO COMIAICHUIO. DTOT aapeC MOKET
OTJIMYATBCS OT aJpeca 3asBUTENS WU JEpHKaTeasd PErUCTPAUOHHOTO
yIOCTOBEPEHUsI, HApUMEP, B CIydae yKa3zaHHs ajapeca jpyroro oduca
JepKaTeNsl PEruCTPAllMOHHOTO YAOCTOBEPEHUS WM B CJIy4Yae BBIIOJTHEHUS
OCHOBHOM JIEATEIILHOCTH TPEThEM CTOPOHOM MO comameHuto. I[lpu
ONpPEACICHUN OCHOBHOIO MECTa OCYIIECTBICHUS JIESATEIbHOCTA IO
dbapMakoHa130py JAepKaTesib PErUCTPALIMOHHOTO YIOCTOBEPEHUS JOJIKEH
YUYUTBHIBATh HAWJIyYIllee MECTOHAXOXKJICHUE ISl CUCTEMbI (hapMaKOHa130pa B
uenoMm. Jlepkarenb pErucTPallMOHHBIX YAOCTOBEPEHHH MOKEH HWMETH
COOTBETCTBYIOIIIEE OOOCHOBaHUE /JIA MPUHATUS PEUICHUS O PACIOIOKECHUU
Mactep-(aitna. B cutyaruu, Korjia OCHOBHasI A€ATEIbHOCTh OCYIIECTBIISIETCS
3a npenenamu Coro3a WM HEBO3MOXKHO  OINPENEIUTh  OCHOBHOE
MECTOHAXOXKJICHUE, II0 YMOJYaHUI0 MECTOHAXOXKJACHUEM wmactep-(daitna
ABIISIETCA MECTO OCYILIECTBJIEHUS ACATEIbHOCTH YINOJIHOMOYEHHOTO JIMIA 1O
dbapmakoHaa30pYy.

3.2.2. [lepenaya  oOs3aHHOCTEM 1O  Mactep-(ailly  cuCTeMbl
dhapMakoHa130pa.

3.2.2.1. llepenauy uiu JieieripoBaHue OOS3aHHOCTEH U JAEATEIbHOCTH
mo Mmactep-paiay CcHCTEeMBl (papMakoHaI30pa HEOOXOAUMO O(QOPMIIATH
JOKYMEHTQJIbHO ¥ KOHTPOJIMPOBATH C IIEJbI0 MOJATBEPKICHUS BBIMOTHEHUS
JepKaTeJieM PEruCTPAllMOHHBIX YIOCTOBEPEHUN CBOMX OOS3aHHOCTEH.
YrnoaHoMoueHHOEe — JMIIO 1O (apMakoHaa30py  JOKHO  OBIThH
nporuH()OPMUPOBAHO 00 M3MEHEHHUSAX, BHOCHUMBIX B MacTep-(ailil cUCTeMBI
dbapmakoHa30pa B IENIAX BBIMOJHEHUS MM TOJTHOMOYHA IO BHECEHHUIO
W3MEHEHUN C LEIbK) COBEPIICHCTBOBAHUS CUCTEMbI. THWIBI M3MEHEHUW, O
KOTOPBIX CIIETYET HEe3aMeIIUTEIbHO HHPOPMUPOBATH YIIOJTHOMOUYEHHOE JIUIIO

1o apMaKoHa130py:
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U3MEHEHUS, BHOCUMBbIE B MacTep-(aii cuctemMsl papMakoHa30pa, WiH
U3MEHEHHUE €ro MECTOHAXOXKICHHUSA, CBEACHUS O KOTOPBIX JIOJKHBI
cOoO0IIaThCs B YIIOJTHOMOYEHHBIE OPTaHbl TOCYJapCTB-YWICHOB;

n00aBJIeHUE  KOPPEKTUpPYIOIMMX ¢ (WIM) OpeaynpeuTesIbHbIX
MEpONpUATHM B MacTep-(dailyl cuctembl (papmakoHaa3opa (Hampumep, Mo
pe3yibTataM MpOBEACHUS ayAUTOB W  MHCHEKUMUA) ¢ yNpaBlIEHUE
OTKJIOHEHUSMH OT MPOIECCOB, YKA3aHHBIX B CUCTEME YNPABJICHUS Kau€CTBOM
cucteMbl (papmMakoHaa30pa;

U3MEHEHMS, BHOCHMBIE B  COAEp)Kallylocs B  Macrtep-¢aiine
uH(OPMAIUIO, KOTOPHIE YIOBIETBOPSAIOT KPUTEPHUSIM HAJICIKAIIETO KOHTPOJIS
cucteMbl  (papmakoHag3opa (B paMKaX ~ MOIIHOCTH  CHUCTEMBI,
(GYHKUIMOHUPOBaHUS U COOMIONEHUS TpeOOBaHUI );

U3MEHEHUS YCTAHOBJIEHHOW JIOTOBOPEHHOCTH O IMPEACTABICHUU
Mactep-(aitna cuctembl (papmakoHaa3opa B YHOJIHOMOYEHHBIE OpraHbl
roCyJlapCTB-UJICHOB.

3.2.2.2. YnonHOMOYEHHOE JHUI0 10 (papMakoHAA30py MdOHKHO B
MUCHbMEHHOM BHJI€ TOATBEPAUTH €r0  YBEIOMJIEHHE B  OTHOIICHUU
CIEAYIOUIUX U3MEHEHNM:

BKJIIOUEHHE JICKAPCTBEHHBIX MPEnaparoB B CUCTEMY (apMakoHa30pa,
32 KOTOPYIO OTBEYAET YIOJHOMOYEHHOE JIULIO B (papMaKkoHaIA30py;

nepenaqya 00s13aHHOCTEN 1o cUCTEME ¢dapmakoHaa3opa

YHOJHOMOYEHHOMY JIUITY 1O (papMakoHaA30py.
3.3. Onucanue cucteM (papmakoHaazopa

B wmacrtep-gaitnie cucremsl (papmakoHagzopa A0KHA ObITH OMUCaHa
cuctema (apmakoHaazopa 1 wunm OoJiee JIEKAPCTBEHHBIX TPEMApaToOB
JiepKaTeNsl PErucTPAllMOHHBIX yaocToBepeHud. K pasHbIM KaTeropusim

JCKAPCTBCHHBIX IIPCIIAPAaTOB ACPIKATCIb PCIrUCTPAIMOHHBIX yI[OCTOBepeHI/Iﬁ
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MOXKET MPUMEHSATh pa3Hble CHCTEMBbI (apmakoHaa3opa. Kaxnas Takas
cUCTEMa JOJDKHA OBITh ONHMcaHa B OTIACIbHOM MacTep-(ailiie cucTeMbl
dbapmakoHa3opa. T Macrep-(aiiibl JOMKHBI B IIEJIOM OXBaThlBaTh BCE
JIEKapCTBEHHBIE IpENapaThl AEpPHKaTessl PErHCTPALMOHHBIX YAOCTOBEPEHHUI,
Ha KOTOPbIE BBIJJAHO YIOCTOBEPEHHUE O FOCY/IAPCTBEHHON PETUCTPALIHH.

B cnydae ecnum y Jaepikarensi pPErUCTPALMOHHBIX YIOCTOBEPEHMI
dbynkuuoHnupyer Oosnee uvem 1 cucrema (¢apmMakoHaI30pa, HAMpPUMED,
cnenupuUecKkue CHCTeMbl (apMakoHaa30pa Il ONpPENENCHHBIX BUIOB
JIEKApCTBEHHBIX  MpenaparoB  (BakIMHBI, CAHUTAPHO-TUTMEHHYECKAS
OpPOAYKIMA W T [J.) WIA cucreMa (apMakoHaJ30pa OXBaThIBAaET
JIeKapCTBEHHbIE TMpemaparel Oomee 1  gepkarenss PperucTpariOHHBIX
yAOCTOBEpEHHU, TipefcTabigercs 1 Mmacrep-daiis cuctemsl (hapMakoHaaA30pa,
OIKACHIBAIOIININ KAXKIYI0 CUCTEMY.

JlepkareneM  pEerucTpalMoOHHOTO  YIOCTOBEPEHUS JIOJDKHO  OBITh
HA3HAUYE€HO YIMOJHOMOYEHHOE JUIO MO (apMaKOHAA30py, OTBETCTBEHHOE 3a
CO3/IaHHE U BEJEHUE CUCTEeMbI (papMaKkoHa30pa, OMUCAHHOW B MacTep-(aiine
CUCTEMBI (papMaKoHa30pa.

Ecim 1 cucrema ¢dapmakoHaazopa HCHOIb3YETCS HECKOIbKUMHU
JepKaTesIMA ~ PETUCTPAIIMOHHBIX  YIOCTOBEPEHMM, KaXIbIi JepiKaTelib
PErUCTPALIMOHHBIX YIOCTOBEPEHH HECET OTBETCTBEHHOCTh 3a HAJINYNE
macTep-(aiiaa cucTtemMbl (papMakoHa/I30pa, B KOTOPOM OINUCaHA CHUCTEMaA
dbapmakoHanzopa BBIITyCKaeMOM UM MPOIYKIIUH. Hepxarenn
PETUCTPALIMOHHOTO YIOCTOBEPEHUSI MOXKET JI€NIErUPOBaTh Yepe3 MUCbMEHHOE
coramieHue (Harpumep, NapTHepy M0 JULEH3UHN WIH CyOnoApsAIIUKYy) 4acTh
NEATEIbHOCTH WM BCIO JEATEIBHOCTD MO (hapMaKkoHaA30py, 3a HaAJIeKalee
BBITIOJTHEHUE KOTOpOU HECET OTBETCTBEHHOCTD JepKaTelib
PETHCTPALIMOHHOIO yAOCTOBEpeHusa. B 3Tom cityyae mactep-Qaiin cuctemsl

dbapmakoHan3opa JiepKaresis PEruCTPAMOHHOTO YAOCTOBEPEHHUS MOXKET
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UMETh MEPEKPECTHYIO CChUIKY Ha MacTep-(aiiyl wiM Ha 4yacTh MacTep-(aiina
CUCTEMBI (papMaKoHaJ30pa, YIPaBISEMOIO CHUCTEMON CTOPOHBI, KOTOpPOH
ObLJIa JeJIeTUpOBaHa AESTENbHOCTh HA OCHOBAaHUU COIVIAIIEHUS O JOCTYIE K
JaHHOM MH(GOpPMALMM CO  CTOPOHBI  JiepXkKareyii  PErucTPalMOHHOTO
YAOCTOBEPEHHUsI W YIIOJIHOMOYEHHBIX  OpPraHOB  TI'OCYAApCTB-YJICHOB.
JlepkaTenb  perucTpallMOHHOTO  YAOCTOBEPEHHUS JODKEH O00eCHeyuTh
COOTBETCTBHUE COJEPKaHUSI CCHUIOUHBIX (DailJIOB cucTeMe (papMaKOHaI30pa,
IIPUMEHUMOM K JIEKAPDCTBEHHOMY IIpPEIApary.

B cooTBeTcTBYrOIMX Cily4asix B NPUIOKEHUH YKA3bIBAE€TCS MEPEUYCHb
macTep-(aiioB cucTteMbl (apMaKoOHaA30pa, MOAJEPKUBAEMBIX  OJHUM
JEepKATeIeM  PETrMCTPAllMOHHBIX  yAOCTOBepeHMW. B mpunaraemyro
UH(OpPMAIMIO BKJIIOYAIOTCSA JAHHBIE O MECTOHAXOXKJECHHHM MacTep-(ailios,
uHpopmanus 00 YJID 1 cooTBETCTBYIOLIUX JIEKAPCTBEHHBIX MTpenaparax.

B kparkoit undopmaiuu, npeacTapasieMon B YIIOJTHOMOUYEHHbIE OPraHbl
rOCyIapCTB-WJIEHOB, HE MOXET ObITh YKa3aHO HECKOJIbKO MECT HAaXOXICHHUS
OIHOTO MacTep-(paiina cuctemsl hapMakoHaA30pa.

[Ipu nenerupoBaHuM AEATEIBLHOCTU MO cucTeMe (hapMakoOHAA30pa U ee
Mactep-gaiiiny  Jepxarellb PEerMCTPAlMOHHOTO  yAOCTOBEPEHHS  HECET
OTBETCTBEHHOCTh  3a  cuUcTeMy  (apMmakoHaja3opa,  MpeACTaBICHUE
nHpOpMau O PACHOJIOKCHUN MacTep-¢aiiia cucTeMbl (papmakoHaA30pa,
BeJICHUM MacTep-(daiina cucteMbl (hapMakoHaI30pa U €ro MpeACTABICHUU B
YIOJIHOMOYEHHBIE OPraHbl TOCYAApCTB-YJIEHOB MO 3ampocy. B Hamnunm
JOJIKHBI OBITh TMHUCbMEHHBIE COMIAIIEHUSI C ONUCAaHUeM (QYHKUUNH U
oOsi3aHHOCTEN 1O  Macrtep-dainy cucrembl  (apMakoHaA30pa,  €ro
NPEACTABICHUID W TOAACPKAHUIO, A  TAaKK€  OCYLIECTBIICHUIO
dbapmakonaazopa.

[Ipy wucnonb3oBaHMM CHCTEMBI  (PAPMAKOHAI30pa  HECKOJbKUMU

ACPKATCILIMU  PCTUCTPATUOHHBIX y,Z[OCTOBepCHI/Iﬁ PCKOMCHAYCTCA, YTOOBI
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HapTHEPhl COIIacCOBaJM COBMECTHOE BEJIEHHE COOTBETCTBYIOIIUX Pa3leiioB B
pamMKax cBoMX Mactep-(aiioB B cucreMe. O TOCTyHHOCTH Mactep-(aiiia
cuctemMbl  (apMakoHaA3opa IS Jep)KaTeled  pPerucTpalMOHHBIX
YAOCTOBEPEHH ¥ €ro TMpEeACTABICHWHW B YIOJHOMOUYEHHBIE OpraHbl
TOCYIapCTB-YJIEHOB JIOJKHO OBITh YKa3aHO B MUCHMEHHBIX COTJIAIICHUSX.
BaxHo, 4TOOBI JepKareiab PErUCTPALMOHHBIX YIOCTOBEPEHUN yOemausics B
TOM, 4TO cucTeMa (hapMakoOHaJ30pa, paclpocTpaHseMas Ha UX MPOLYKIHIO,

COOTBETCTBYET HEOOXOAUMBIM TPEOOBAHUSIM.

3.4. Obs3arenbHas nHGOpPMALIUS
B Mactep-aiine cucteMsl hapMakoHaa30pa

Macrep-daiin cuctembl (apmakoHaA30pa AODKEH BKIIOYaTh B ceOs
JOKYMEHTBI C OIKCaHUEM cUcTeMbl apmakoHaazopa. CopepxaHue mMacTep-
daiiia cucteMbl (apmakoHaa3zopa JOJDKHO — OTpa)xarb JOCTYIHOCTH
uHpopmaru 1o 0€30MacHOCTH JIEKapCTBEHHBIX MpEnaparos,
3aperuCTPUPOBAHHBIX B TOCYIApCTBAX-WieHaX. MacTtep-(aiin 10KeH UMETh
OIMIaBJIEHHE C LElbl0 00eCneyeHus: BO3MOXKHOCTH OPUEHTHPOBAHUS B
JOKYMEHTE.

3.4.1. Paznen macrep-daiina 06 YJIO.

Nudopmanus 06 YJIO B macTep-daiine 101KHA BKIOYATh B CEOS:

onmucaHue OO0sM3aHHOCTEH, TapaHTUpyrommx Haauuue y YJID
COOTBETCTBYIOIIMX MOJHOMOYHMM MO cHucTeMe (GapMaKoHAA30pa C IEIbIO
oOecrieueHus, COACUCTBHSI W  TMOBBIIMICHUS YPOBHS  COOTBETCTBHUS
TpeOOBAHUSIM;

KpaTKoe pe3toMe ¢ OCHOBHOM nH(popmariueit o poiu YJID;

KOHTakTHYI0 uHpopManuio o0 YJID, kotopas 1oJKHA BKIIOYATH B CeOs
(dbamunio, TOYTOBBIN ajpec, HoMepa Tenedona, pakca, IMEKTPOHHYIO MOYTY

1 pabouuii ajpec;
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uH(OpMaIMI0O O NPUMEHEHUU PE3EPBHBIX COIVIAIIEHUM B cliydae
orcyrctBus YJI®D. B cimyuyae penerupoBaHus ONpencieHHbIX 3axad YJID
WHOMY WCIIOJIHUTEIIO TEePEUYeHb JCICTMPOBAHHBIX 3a7ad JOJIKEH ObITh
BKJIIOYEH B TMPUIOXKEHUS C yKa3aHUEM OIHCAHUs JIeJIETUPOBAHHOM
NESATEILHOCTH U JIUI], KOTOPBIM OHa ObLIa JIeJIErupOBaHa;

onucanue kBanudukanuu U onbiTa YJID, MMEIOMHUX OTHOIIEHHE K
NEATEIIbHOCTH 10 (hapMaKOHA130DYy.

3.4.2. Paznen wmacrtep-aitia 00  OpPraHM3alMOHHON  CTPYKType
JepKaTeNsi peTUCTPAIMOHHOIO Y/I0CTOBEPEHHS.

3.4.2.1. HeoOxonumMo  TIpeACTaBUTh ONHCAHUE  OPTaHU3AIMOHHOMN
CTPYKTYpPbl COOTBETCTBYIOIIEH cHCTeMbl (papMakoHag3opa JAepikarens
PEruCTPallMOHHOTO yAoCTOBepeHus. OnucaHue MOKHO JaBaThb YETKOE
MpEACTaBICHHUE O 3a/ICICTBOBAHHBIX OPraHU3alUsIX, OCHOBHBIX CTPYKTYPHBIX
MO/IPA3ICIICHUSX, 3aHUMAIOIIUXCST (hapMaKOHA130pOM, U B3aUMOOTHOIICHUSIX
MEXKy OpraHu3alUsMU W CTPYKTYPHBIMH TOAPA3ACICHUSMH, UMEIOUIUMHU
OTHOIIEHUE K BBITIOJHEHUIO JEATEILHOCTH Mo (hapmakoHaa3opy. B macrep-
daiisie cucrembl (hapMakoHaa30pa JOJDKHA OBITH MPEACTaBIeHa CIEAYHoIIas
uHdopmanusi:

OpraHu3alluOHHasi  CTPYKTypa  Jep)Karelisi  PEerucTpPaiiiOHHOTO
YIIOCTOBEPEHHS, BKJIIOUas YKa3aHue nonoxenus YJIP B opranuzamnuu;

aapec  MecTa  HaxOXAEHUsA, [0 KOTOPOMY  OCYIIECTBIISIETCS
NEeATeIbHOCT, 10  (papmakoHaA30py, BKIO4Yas CcOOp U OLIEHKY
WHJUBUIYAIBHBIX  COOOIICHWNA O HEXEeJaTeJbHbIX  pPEaKIHsIX, BBOJ
COOOIIIeHNI B 0a3y JaHHBIX MO 0€30MAaCHOCTH, MOJTOTOBKY MEPUOIUYECKOTO
OOHOBJISIEMOTO OTYEeTa MO OE30MaCHOCTH, BBISBJICHHUE W aHAIN3 CHUTHAJIOB,
BEJICHUE IUIAHOB YIPABICHUS PHUCKaMHU, YIPABICHHE MPOBEIACHUEM

NpeaAPCrucTpanuOHHbIX n HNOCTPCTUCTPALNOHHBIX I/ICCJ'IGI[OBaHI/Iﬁ )51
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yIpaBJI€HHE U3MEHEHUSIMH, BHOCUMBIMU B MH(OpMaIKio Mo 0e30MacHOCTU
JIEKapCTBEHHOT'O IIpenapara.

3.4.2.2. Paznen mactep-daiiyia 0 AESATEIRHOCTH MO (papMakoHaA30py,
nepeaBaeMoi Ha ayTCOPCHUHT.

3.4.2.2.1. Macrep-(aiin cuctemsl hapMaKoHaA30pa JOJDKEH COJEPkKaTh
OMKCaHUE ACITENBHOCTH U (WJIM) YCIYT MO BBIMOJHEHHUIO 00s3aTENbCTB IO
(hapmakoHa130py, NepeAaHHbIX HAa ayTCOPCHUHT .

3.4.2.2.2. Uudopmanus B pazjeie I0KHA COEpkKaTh MOITBEPKICHUE
B3aMMOCBSI3W C JIPYTUMHU OPTaHHU3alMOHHBIMU CTPYKTypaMu (Hampumep,
COIVIAIIECHUE O COBMECTHOM MAapKETHHIE JIEKAPCTBEHHOTO Ipemnapara,
COIVIAIICHUE O  BBIIOJHEHUH  JESITEIBHOCTH 10  (papMaKOHaA30py
NOJIPSATUMKAMU, a TAaKXKe WMHbIe KoMMepueckue cornamenus). Heobxomumo
yKa3aTb MECTOHAXOXKJICHHE M OMUCATh CUCTEMY MMEIOLIUXCS COMIAIICHUA O
NeATEeIbHOCTH 1o  (apMakoHAA30py, IMepeaaBaeMoil Ha  ayTCOPCHHT.
Onucanue CUCTEMBI COIVIAIIEHUNA MOXKET ObITh COCTABJICHO B BUIE NMEPEUHS
win Tabmuinpl. [lpu omwcaHWM CHCTEMBI COTNIAIIEHWNA B BHUAC TaOJIHIIBI
OPUBOASATCS  CBeleHHMs 00  ydYacTBYIOIIMX  CTOPOHAX,  MPUHSTHIX
00s13aTeNbCTBAX, JIEKAPCTBEHHBIX Ipernaparax Mo KOTOPhIM OCYIIECTBIIAETCS
dbapmMakoHaI30p W TEPPUTOPUSX  TOCYJAPCTB-WIEHOB HAa  KOTOPBIX
ocyuiecTBisercs: gpapmakoHaa3op. [Ipu omnucanuu cucTeMbl COTIAIICHUNA B
BUJIE TIEPEUHS €ro CTPYKTYPUPYIOT IO BHUIAM HCIOJIb3YEeMbIX YCIyT
(HarpuMep, TPEIACTABICHHE MEIUIIMHCKOW WH(GOpPMAIMU, ayIUuTOPCKHUE
yCIIyTH, o0ecreueHrne IporpamMm MoJIep KK MalueHToB, 00padoTKa JaHHbIX
00 HCCIeOBaHUAX), BUJAM KOMMEPUECKHX COIVAllleHUi (coriameHue o
JUCTPUOBIOIIMK JICKAPCTBEHHBIX MPENapaToB, COMIALICHUE O COBMECTHOM
MapKeTHHIE, COIIAIICHHE O COBMECTHBIX IMpaBaX Ha PETUCTPALHMOHHOE
YAOCTOBEPEHHE, U T. [I.) U BUIAAM TEXHHUUECKOIO 00ECHEUEHHUsI NEATEIbHOCTU

no ¢apmakoHan30py (pa3MelieHue KOMIBIOTEPHBIX CHUCTEM Ha CepBepax
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mpoBaiiiepa, apXMBUPOBAHUE W XpaHEHHE MAAHHBIX N0 (apMakoHAA30PY
u T. A.). Komuu OTAenpHBIX COMAIIEHUH MPEACTABISAIOTCS IO 3ampocy
YIOJHOMOYEHHBIX OPraHOB TOCYHApCTB-WICHOB WM B XOJE IMPOBEIACHUS
WHCITCKITUHU U ayJuTa, UX MepeueHb MPUBOINUTCS B PHIIOKCHHSIX.

3.4.2.2.3. Macrep-(aiin cuctemsl hapMaKoHaA30pa JOJDKEH COJepkKaTh
KOIIMU MOAIMMCAHHBIX COIVIAIICHWM O TakKoM 3HAaYuMOM JEeATECIbHOCTH,
IEPENAHHON HA ayTCOPCHUHT, KaK:

OKazaHue yciayr 1o ¢dapMakoHaa30py (YyHOJHOMOYEHHOE JIMIIO IO
dbapMakoHa30py, BBOJA  JAHHBIX 1O  0€30MacCHOCTH,  IOATOTOBKA
NEPUOJUYECKOTO OOHOBIISIEMOTO OTYETa MO OE30MacHOCTH, MPEACTaBICHUE
WHUBUIYAIbHBIX COOOIIEHUM O HEXKeNaTeIbHBIX PEAKIUAX B AICKTPOHHOM
BHJIC, OIIEHKA JAHHBIX MO 0€30IMaCHOCTH U T. 11.);

JeNeTUPOBAaHNE  JEATEIBHOCTH IO  MacTep-paiiay  CHCTEMBI
dhapMakoHa130pa.

3.4.3. Paznen macrep-daiina 00 MCTOYHMKAX TMOMYYEHUS TAHHBIX I10
0€30MacHOCTH.

3.4.3.1. Onucanue  OCHOBHBIX  OTHEJNOB,  Kacaroluxcs  coopa
WHIUBHUIYAIbHBIX COOOIICHUH O HEXKENaTelNbHBIX pEeaKIUsiX, JIOJDKHO
BKJIIOYaTh B Ce€0SI BCE CTOPOHBI, OTBETCTBEHHBIE 3a COOp COOOIICHMUI,
MOJIy9aeMbIX IO 3alpoCy, W CIHOHTAHHBIX COOOIIECHUN O HEXKEIaTeIbHBIX
peakIusix Ha JICKapCTBEHHBIC IMpemnaparsl, 3aperHCTPUPOBAHHBIE HA
TEPPUTOPHUAX TOCYIApPCTB-WICHOB. B ommcaHue MOKHBI OBITH BKITIOYCHBI
MeCTa HaxXOXKJICHHS METUIIMHCKOW MHQPOPMAIMH, a TaKXe JouepHUE O(HCHI
opraHu3anuu. Jta HHPopMaIus MOKET OBITh COCTaBjIeHa B (popMe CIHCKa C
yKa3aHUEM TOCydapcTBa, XapakTepa [eATebHOCTH U JICKAPCTBEHHBIX
npenaparoB (€cim JaHHas ACSATEIHLHOCTh 3aBHCHT OT BHJIA JIEKAPCTBEHHOTO

npemnapara). Madopmarus o TpeTbUX CTOpOHaX (MapTHEpax IO JIMIEH3UH,
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MECTHBIM AUCTPUOBIOTOPCKUM MJIM MapKETUHTOBBIM COIJIAIICHUSIM) TaK»Ke
BKJIFOUAETCS B pa3ziell, B KOTOPOM ONMCAHbI COMIAlCHUS.

3.4.3.2. Uctrounuku wuHboOpMaluK MO OE30MACHOCTH TaKXKe JOJKHBI
BKJIFOUaTh B C€0sl CIHMCOK TEKYIIMX HCCIEI0BaHUN, PErHMCTPOB, MPOrpaMm
MOJIIEPIKKU WIIH HaOJIOJICHUH, CIIOHCUPYEMBIX JeprKaTenem
PEruCTPAIlMOHHOTO YIOCTOBepeHusi. B chucke gomkeH ObITh omucaH (Ha
MUPOBOM YpOBHE) CTaryC KaXJOro MCCIEI0BaHUsS WM MPOTPaMMBbl,
COOTBETCTBYIOILIEE TOCYJApPCTBO, JIEKAPCTBEHHbIE Npenaparbl U OCHOBHBIE
uenu. MHTepBEHUMOHHBIE U HEMHTEPBEHIIMOHHBIE HCCIIEIOBAHUS JOJKHBI
ObITh yKa3aHbl MO OTAEIBHOCTH COIVIACHO JEMCTBYIOUIEMY BEILIECTBY
JIEKapCTBEHHBIX mpenaparoB. CIUCOK OJKEH COAEPIKATh BCE UCCIEAOBAHUS
(mporpaMMbl), TEKYILIUE UCCIIENOBaHUs (IPOrPaMMBbI), a TAK)KE HUCCIICIOBAHUSI
(mporpaMmbl), 3aBEpPILICHHBIE B TEUEHHUE MOCIECIHUX 2 JIET.

3.4.4. Paznen Macrtep-daiiia 0 KOMIBIOTEPHBIX CHCTeMax M 0Oa3ax
JAHHBIX.

3.4.4.1. B mactep-aitie cucteMbl (papmakoHaa3opa IODKHO OBITh
OMKCAHO pacroJioKeHUe, (YyHKUIHOHAJIbHBIE BO3MOXKHOCTH u
HKCIUTyaTallUOHHAs OTBETCTBEHHOCTh 3a KOMIIBIOTEPHbIE CHUCTEMbI M 0a3bl
JAHHBIX, HUCIOJIb3yeMble /JId TMOJy4eHUs, BepU(UKAIMU, TMPEIACTABICHUS
nHpopManuu 1o 0e30MacHOCTH U OIICHKH €€ COOTBETCTBHS IMOCTaBICHHBIM
3aJ1a4aM.

3.4.4.2. B ciyyae uCHONB30BaHUS PsAlla KOMIIBIOTEPHBIX CHCTEM WU
0a3 JaHHBIX JOJIKHA OBITh OMUCAHA UX MPUMEHHUMOCTb K JCSITEIBHOCTH IO
dbapMakoHam30py TakuM  o0Opa3oM, YTOOBI OBUI TOHATEH OOBEM
KOMITBIOTEpU3AllMM B paMKax cucteMbl (apmakonagzopa. Kpome Toro,
JOJDKHBI ~ ObITh ~ OMHUCAaHbl CTaTyC BajlWJallMM OCHOBHBIX  acCIEKTOB
(YHKIMOHAJIBHBIX BO3MOKHOCTEM KOMITBIOTEPHOW CHUCTEMBI, @ TaKK€ CMEHa

KOHTPOJIS, CTPYKTypa HCIBITAHUN, pPE3epBHbIE TMPOLEAYPHl U apXUBBI
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DIIEKTPOHHBIX ~ JAHHBIX, HEOOXOIUMbIE [Jisi COOMIONEeHHUs TpeOoBaHUM
(dapmakoHa130pa, U UMEIOLIAsACS JOKyMEHTalus. YTo KacaeTcsi CHCTEM Ha
OyMa)XKHBIX HOCHUTENAX (KOTAa DJIEKTPOHHAS CHCTEMa HCIIOIb3YeTCS TOJIBKO
JUISL  CPOYHOTO  TIPEICTABICHUS  WHIWBHUIYAIbHBIX  COOOIICHWA O
HEXEJIaTEeIbHBIX PEaKIUAX), HEOOXOAMMO OINHCaTh YINPaBIECHUE AaHHBIMHU,
MEXaHHU3MBbI, UCTIOJb3yEMbIE NJisi 00E€CIEUEeHMs IEJIOCTHOCTH U JOCTyMa K
JTAHHBIM.

3.4.5 Paznen mactep-daiina o nporeccax.

3.4.5.1. BaxXHbIM KOMIIOHEHTOM CHUCTEMBbI (hapMaKOHa/A30pa SABIISIETCS
HAJIMYKMe HAa MECTE OCYIIECTBICHUS ACATEIHLHOCTH CTAHAAPTHBIX MPOLIETYP B
nucbMeHHOU ¢opme. B mompaznmenax 2.6, 2.9-2.12 nactosmux [IpaBun
omuicaH TpeOyeMbli MHUHUMAJIbHBIH HAO0Op MHUCHMEHHBIX IMPOIEAYP
dbapmakoHazopa. B macrep-daiine cuctembl papmakoHag3opa 10KHA ObITh
ONHcaHa UMEIOIIASCS MPOIeAypHas JOKyMEHTAIUs (CChIIKM Ha KOHKPETHBIE
CTaHJApTHHIC OTEPAIMOHHBIC MPOIEIYPhl, PYKOBOJACTBA U T. 1.), THIIbI
JAaHHBIX (Hampumep, THUIN JAHHBIX 00 WHIWBHUIYAIbHBIX  CIydasx
HEXeJaTeIbHBIX PEeakIuii) U Crnoco0 BeaeHus 3anuceidl (Hampumep, Oaza
JAHHBIX TI0 0€30MaCHOCTH, OyMaxKHbIe (DaiJIbl B MECTE MOTYUCHHUS).

3.4.5.2. B mactep-daiin cucrtembl (apMakoHaaA30pa JOHKHO OBITh
BKJIIOUCHO OIMCaHUE IMPOIIECCOB, IPOIEAyp OOpabOTKM M pPErucTparuu
JAHHBIX TIPW BBITIOJHEHUU JESITEIBHOCTH M0 (hapMaKoOHAA30py, KOTOPHIC
JOJIKHBI BKJTIOYATh B CE0sI CIEAYIONINE aCIEKThI:

MOCTOSIHHBIA ~ MOHHTOPUHT  COOTHOIIIGHHSI  «IIOJb3a —  PHUCK»
JICKapCTBEHHOTO TIperapara, pe3yJbTaT OICHKH | IPOIECC TMPHHITHS
pelieHusT O  COOTBETCTBYIOLIMX  MEpaX, MpPOLECC TIEeHEPUPOBAHMUS,
Bepu(DUKAIIMU U OIEHKU CUTHAJIOB, TOJYYCHHE BBIXOIHBIX JAaHHBIX W3 0a3
JAHHBIX TI0 0€30MacHOCTH, OOMEH JaHHBIMH C KIMHUYCCKHUMHU OTHIelaMu

UT I.;



o1

CUCTEMA YITPABIICHHUS] PUCKAMH U MOHHUTOPHUHT PE3yJIbTAaTOB BHEAPEHUS
MEp MUHUMM3AIMHA PUCKOB. B ciydae eciau B 3TOM mporecce 3aJ1eiCTBOBAHO
HECKOJIBKO TOAPA3JICIICHUM, IOPSIAOK HUX B3aUMOACUCTBUS ONPEAECIACTCS
MACbMEHHBIMH MPOLEAYPAMU WIIN COTIAICHUSIMU;

cOop, BepudHUKaIUs, MOJyYeHUE MOCIeAyIome nHpopMaliu, oreHka
W 1pencraBieHne  vHGOpManMM 00  HMHAMBUAYaJIbHBIX  CIydasx
HEXeJaTeIbHbIX peakinil. B nmpoueaypax no JjaHHOMY pa3zieny A0JAKHO ObITh
YETKOE€ pa3rpaHUuYCHUE JTOKAIBHBIX U MEXIYHAPOIHBIX BUJOB I€ATEIbHOCTH;

IJIAHUPOBAHUE, COCTABJICHHE W TMPEJACTABICHUE MEPUOAUYECKUX
OOHOBJISIEMBIX OTYETOB IO OS30IIACHOCTH;

NpENCTABICHUE TOTPEOUTENSIM, MEIUIMHCKUM pPaOOTHUKaM U B
YIOJIHOMOYEHHBIE OPTraHbl TOCYIAPCTB-WICHOB HHPOpMAIUHU O TTpodIeMax 1o
0E30ITaCHOCTH;

BHECEHHME M3MCHEHMH, kacarommuxcss Oe3omacHoctd, B OXJIIT u UMII
(JIB). IIpouemypsl MOMKHBI OXBAaThIBaTh BHYTPEHHHM W BHEIIHUN OOMEH
JAHHBIMH.

3.453.1lo0 KaxaoMy HaNpaBICHUIO JEATEIbHOCTH  JAEpKaTeib
PErUCTPALIMOHHOTO YJOCTOBEPEHUSI JIOJDKEH OBITh CIOCOOEH MNPE/ICTaBUTh
NOATBEPXKACHUE (PYHKIIMOHUPOBAHUS Y HErO0 CHUCTEMbl CBOEBPEMEHHOIO
MPUHATHS HAJJICKAIINX PEIICHUNA U NEHCTBUN.

3.4.5.4. ToikHBI OBITh MPEJCTABICHBI TAHHBIE O IPYTUX HANPABICHUAX
NESITEIbHOCTH, MOATBEPXKIAOIIME  HAIUYME  HAHJIeKaAlled  CHUCTEMBbI
oOecrnieueHus KadyecTBa B cucTeMe ¢apmakoHaa3opa. K Takum JaHHBIM,
B YAaCTHOCTH, OTHOCSATCS JaHHble O (QYHKIUAX U 00s3aHHOCTAX YJID,
pearupoBaHUM Ha 3aMPOCHl YIOJIHOMOUYEHHBIX OPraHOB rOCYAapCTB-YIECHOB O
MpenCcTaBICHNH HHGOPMAIINH, JIUTEPATYPHOM TOUCKE, KOHTPOJIC N3MEHEHUHN
B 0a3ax JaHHBIX IO 0€30IIacCHOCTH, COIVIAIICHUSIX 00 oOMeHe HaHHBIMH IO

0e30I1acHO CTH, AapPXUBUPOBAHWHN  JdHHBIX IIO 0e30I1acHO CTH, ayduTcC
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dbapmakoHai30pa, KOHTPOJIE CUCTEMBI KauyecTBa U 00yueHuu. B xome o030pa
MOXXHO HCIIOJIb30BaTh TaOIMUIy CO BCEMHU MPOILEAYPHBIMU JTOKYMEHTaAMHU
(dbapMakoHa130pa (BKIIOYAIOIIYIO UX HAUMEHOBAHUS U HOMEPA).

3.4.6. Paznen Mmacrtep-(paiina 0 MIPUMEHEHUU CUCTEMBbI
dhapMakoHa30pa.

Macrep-daiin cucremsl dapMakoHaa30pa AOJDKEH BKIIIOUAaTh B CeOs
MOATBEPXKICHUE HEMPEPHIBHOTO MIPOBEICHUS MOHUTOPHUHTA
(YHKUIMOHUPOBaHUSL CUCTEMBbI  (hapMakoHaJ30pa, BKJIOYas KOHTPOJIb
OCHOBHBIX PE3yJbTAaTOB, a TAKXE OMUCAHUE METOJ0B MOHUTOPHHIA M Kak
MUHUMYM COJIEPHKATh:

OMMCAaHWE TMPOUEAYPHl OUEHKM TMPABUIBHOCTH  IPEACTABICHUS
WHJIUBUYAJIbHBIX COOOIIEHUI O HEXKENIATeNbHBIX peakiuusx. JloJKHbI ObITh
NpeACTaBICHbl PUCYHKHU (TpaduKu), MOATBEPKIAIOIINE CBOECBPEMEHHOCTH
npeAcTaBieHus  MHQPOpMAIlMM B COOTBETCTBUUM €  TpeOOBAHUSIMHU
3aKOHOJATEIbCTBA TOCYAaPCTB-YJIEHOB;

OMMCAaHHE KOHTPOJBHBIX IMOKAa3aTeNel, UCHOIb3YEMbIX JISI KOHTPOJS
KayecTBa  MPEIACTABICHHONW  wHMOpMAUM U JCATEIbHOCTH MO
dbapmakonamzopy. K Takum mokazarensiMm  OTHOCSATCS — uUHGpOpMaIus,
MOJIyd€HHas: OT  YINOJHOMOYEHHBIX OpPraHoB TOCYJapCTB-UJIEHOB, B
OTHOILIEHUM KayeCTBAa TMPEJCTABICHUS COOOIIECHUNH O HEXenareIbHbIX
peakuusx, [IOOb wnnn npyrue npencrapisgeMble TaHHBIE,

aHanu3 ceoeBpemMeHHOCTH mpeactaBieHuss [IOOb B ynogHoMo4ueHHBIE
OpraHbl TOCYJApPCTB-UJICHOB (JOJDKHBI OBITh OTPAXKEHBI MOCJICIHUE JTaHHBIC,
UCIIOJIb3yEeMbI€ JEpPKaTeIEeM PErUCTPALMOHHOIO YIOCTOBEPEHUS ISl OLIEHKU
coOJIIOIeHUS TPEOOBAHM);

aHaJIM3 CBOEBPEMEHHOCTU BHECEHMSI U3MEHEHHUH M0 O€30MacCHOCTH IO

CpaBHCHHUIO C YCTAHOBJICHHBIMHM KOHCYHBIMHM CPOKaMH, a TaKiXKC Jary H
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OMKcaHue HEOOXOAMMBIX H3MEHEHHH 1o Oe30MacHOCTH, KOTOpbIE ObLIU
BBISIBJICHBI, HO €1I¢ HE ObUIM MOJIaHbl B YIIOJTHOMOUYEHHBIU OpraH;

B COOTBETCTBYIOIIMX CJIydasX — aHaJIu3 BBINOJIHEHUS] 0053aTeNbCTB
COMIACHO IUJIaHy YIPABJICHHUS pPUCKAMU JHMOO APYrux 0O0s3aTeIbCTB WIIU
TpeOOBaHMM, UMEIOIINX OTHOIIEHHUE K (hapMaKOHA130DY.

Heobxoaumo omucarh MW TOSCHUTH LE€IW MNPUMEHEHUSI CHUCTEMBI
dbapmakoHa130pa. B COOTBETCTBYIOIIMX ClydasX HEOOXOIUMO MPUIOKUTH K
Mactep-gaiiiny  cuctemMbl  (papMakOHaA30pa  CIHMCOK  IOKaszarejein
NEATEIIbHOCTH 110 (hapMaKOHA130DYy.

3.4.7. Paznen macrep-daiina no GpapMakoHaa30py O CUCTEME Ka4eCTBa.

B paznene npeacTtapisercss OMcaHue CUCTEMBI YIIPABIEHUS Ka4€CTBOM
B paMKaX CTPYKTYpbl OpraHU3alldd W MNPUMEHEHHUS CUCTEMbl KaueCTBa B
dhapMakoHa130pe.

3.4.7.1. lIpouenypHbie JOKYMEHTHI.

Cnucok JOKYMEHTAIBHO O(OPMIICHHBIX MPOIEAYp U MPOIECCOB,
MMEIOIINX OTHOIICHUE K ACATEIHHOCTH 10 (hapMaKOHAI30py, C YKa3aHUEM UX
B3aMMOCBSI3U C JIPYTUMHU (PYHKIUMAMU W TOJAXOAaMHU K OIIEHKE MPOIEeayp.
Cnucok JOJDKEH CoJAepKaTb HOMEp JOKYMEHTa, HaWMEHOBaHUE, JaTy
BCTYIUICHUSI B CUJTY (JUIsl CTaHIAAPTHBIX OMEPAIMOHHBIX MPOIEAYp, padodnx
WHCTPYKIIUH, PYKOBOACTB M T. JI.) M ONHUCAHUE JOCTyHa K JOKYMEHTaM.
JlolbkHBL  OBITH  yKa3aHbl CTAHJAPTHBIE ONEPAlMOHHBIE MPOUEAYPHI,
MIpUHAJIJIekKAIME MPOBaiIepaM YCIyT U APYTUM TPETbUM CTOPOHAM.

3.4.7.2. OGyueHnue.

[IpencraBnsiercss  omucaHue  YHOpaBIEHUS pecypcaMH B XOHE
OCYIIECTBJICHUSA JEATEIHHOCTHU MO (papMaKOHAA30PY:

OpraHu3alMOHHAsl CTPYKTYpa C KOJWYECTBOM JIIOJECH, YUACTBYIOIIUX B
OCYLIECTBJIEHUH JIEATEIbHOCTA MO (hapMaKOHAA30py, BKIIIOYAs CCBUIKY Ha

MCECTO XpaHCHHUA KBaJ'II/I(l)I/IKaLII/IOHHBIX HOKYMCHTOB,
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CIIUCOK MECT HaXOXKJEHUs MepCoHaIa;

KpaTKOe OMUCAaHUE KOHTEKCTa OOy4eHHs, BKJIIOYAsl CCHUIKY Ha MECTO
XpaHEHUs TOKYMEHTOB 00 00yUeHUH;

WHCTPYKIIUU 110 KPUTHIECKUM TIPOIIeccaMm.

Ilepconanm nmomkeH OBITh COOTBETCTBYIOIIMM 00pa3oM oO0yuYeH
OCYIIECTBIICHUIO JEATEIbHOCTH MO (apMaKoHaI30py. IDTO Kacaercs He
TOJIbKO NIEPCOHAJIa B MOAPA3ACICHUSIX (papMakoHaa30pa, HO U JIUIL, KOTOPbIE
MOTYT MOJIy4aTh COOOILIEHUS 10 OE30MACHOCTH.

3.4.7.3. Aynur.

Nudopmarusa o6 aynure cucTeMbl 0OECIeYeHHUs] KadyecTBa B CHUCTEME
dapmakoHan3opa MOODKHA OBITH BKJIIOUEHA B MacTep-Qaill  CHUCTEMBI
dbapmakoHa3opa. B npunoxxeHne HeOOXOUMO BKJIIOUWTH OMUCAHUE METOJa
IUTAHUPOBAHMS ~ AyIUTOB CHCTEMbI (apMaKOHAa30pa H  MEXaHH3MOB
pENOPTHPOBAHUSA, a TakKe CIHCOK 3alUIAHMPOBAHHBIX W 3aBEPIICHHBIX
ayIMTOB CUCTEMBI (hapMaKoHaI30pa. ITOT CHHUCOK JOHKEH COAEpPKaTh JaThl,
0o01acTh TPOBEACHUS M COCTOSHHME 3aBEPIICHUS ayJuTOB MpOBakaepamMu
yCIIyT, crienu(uueckue BUABI IeATeILHOCTH M0 (papMaKoOHAI30py WA MECTa
BBINIOJIHEHUST (YHKIMI 10 (QapMakoHaa30py, a TaKKe OMNepallMOHHbIE
o0nmacTy  B3aWMOJACHCTBHS, HWMCIOIIME OTHOIICHHWE K  BBHINOJHECHUIO
00513aTEeNbCTB.

Macrep-daiin cuctemsl dapMakoHaI30pa JOKEH COAEPIKATh TaKKe
KOMMEHTApHH 110 ayJWTaM, B XOJI¢ KOTOPBIX OBLIM IOJTyYEHBI 3HAYMMBIS
pe3yapTaTel. ITO O3HAYAET, YTO B MEPEYHE MPOBEACHHBIX ayJIUTOB JOKHBI
OBITH YKa3aHbI PE3yJbTaThl, KOTOPBIC OBLIIN OIICHEHBI KaK CYIIECTBEHHBIC WU
KPUTUYECKHE, a TaKKe KPATKOe OMHCAHWE IUIaHa KOPPEKTUPYIOUIUX WIIU
NPENyNPEAUTEIbHBIX JIEUCTBUH C KOHEYHBIMH CPOKAaMH HCIIOJTHEHUS.
JlomxHa OBITH yKa3aHa CCHUIKA Ha TOJIHBIA OTYET O MPOBEICHHOM ayIuTe,

JOKYMEHTBl C TUJIAHOM KOPPEKTUPYIOIIUX U TPEeIylnpelIuTeNbHbIX Mep.
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KommeHTapuu, KOppeKTHPYIOLIME U TPEayNpeauTelIbHble MEpPbI, a TakKke
uH(popMaIUsl O HAXOXKICHUU OTYETa O MPOBEICHHM ay[JuTa JOJKHBI OBITh
BKJIFOUEHBI B MacTep-(paii cucreMbl apMakoHaa30pa 10 TEX MOp, MOKa He
OynlyT B TIOJHOHM MeEpe OCYIIECTBICHBl KOPpPEKTUpYIoUMe U (WUin)
npeaynpeauTeNbHble ACHUCTBUSA, TO €CTh KOMMEHTApUU YHAJSIOTCS TOJBKO
Mocje TOro, Kak OyayT MPOIEMOHCTPUPOBAHBI PE3YJbTaThl OCYIIECTBICHUS
KOPPEKTUPYIOUIUX JACUCTBUN U (WJIM) MPEACTABICHO MOATBEPKICHUE (B TOM
YHCJIe HE3aBUCUMOM CTOPOHBI) 3HAYUTENIBHOIO YIYUILIEHNS CUCTEMBI.

B kawecTBe cpencTtBa ympaBieHHS CHCTEMOUM (apMakoHang3opa Hu
oOecrieueHrss OCHOBaHUs ISl IPOBEJACHUS ay/luTa WM WHCIEKIHH, MacTep-
daitn cuctembl (apMakoHaA30pa JOJDKEH COAEpKaTh TaKXKe OIMCaHHUe
MPOIECCOB PETUCTPALNU, OOPAOOTKH U YCTPAHEHUS BBISIBICHHBIX B CUCTEME
YIPABJICHUS KAY€CTBOM OTKJIOHEHHUH.

3.4.8. Ilpunoxenue k macrep-daiiny.

[Ipunoxxenue k macrep-gaiiny cuctembl (papMakoHaI30pa JOJKHO
COAEPKATh CIAEAYIOIINE TOKYMEHTBI:

NepeueHb JIEKAPCTBEHHBIX IMPENnaparoB, KOTOPbIE 3apPErHCTPHUPOBAHBI
JepKaTeJIeM PETUCTPALMOHHOIO YIOCTOBEPEHUS B TOCYyAapCTBaX-ujeHax U B
TPEThUX TOCYIApCTBAX, HA KOTOpPHIE paclpoCTpaHsieTcss Mactep-Qaiin
cucteMmbl (papMakoHan30pa, BKIIOYAas HAUMEHOBAHHS JICKAPCTBEHHBIX
penaparos, MEXAYHapPOIHbIE HENaTEHTOBAHHbBIE HaMMEHOBaHUS
JEHCTBYIOUIMX BEIIECTB U HAMMEHOBAHUE FOCY/IapCTBA, B KOTOPOM JCHCTBYET
PETUCTPALIMOHHOE YIOCTOBEPEHHE, HOMeEpa PErUCTPALIMOHHBIX
YIOCTOBEPEHUM.

IlepedueHbp NOMKEH OBITH CTPYKTYPUPOBAH CONIACHO JEHCTBYIOLIUM
BELIECTBAM, U B COOTBETCTBYIOIIMX CIy4asiX JOJKEH COACPKATh yKa3aHUE Ha

CYIIECTBOBAHME CIHEHU(UYCCKUX TpeOOBaHUN K KOHTPOJIO O€30MacHOCTH
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JIEKapCTBEHHOTO Tpenapara (HampuMep, BBEIACHUE MEp MUHUMM3AIUU
PHUCKOB, ONMCAHHBIX B IIJIaHE YIPABJICHUS PUCKAMMU).

B cnydae coBMecTHBIX cucTteM (hapMakoHaA30pa JOJKEH ObITh
BKJIIOUEH I[I€pEYeHb  JIEKAPCTBEHHBIX  NpenaparoB W  JepKarenei
PErUCTPAIIMOHHBIX  YIOCTOBEPEHHM, KOTOPbIE€ TMPUMEHSIOT  CHCTEMY
dbapMakoHa130pa, ONMHUCAHHYIO B Mactep-daiiae cuctemMbl (hapMaKoHaa30pa,
TakuM 00pa3oM, 4TOOBl B HAJIMYMUU ObLI MOJHBIA NEPEUYEHb JIEKAPCTBEHHBIX
IpenaparoB, Ha KOTOpPHIE pACIPOCTpPAHAETCS MacTtep-paill  CHUCTEMbI
dbapMakoHa130pa;

nepeyeHb KOHTPAKTHBIX JIOTOBOPEHHOCTE, KaCaroIIuxcs
JECTUPOBAHHON  JIeATENbHOCTH  TMO  (apMakoHana30py,  BKIIOYas
COOTBETCTBYIOILIME JIEKAPCTBEHHbIE MTPENaparbl U TEPPUTOPUH;

NepeueHb 3a/ay, JEJETMPOBAHHBIX YIOJIHOMOYEHHBIM JIMIIOM IIO
dhapMakoHa130py;

CIIUCOK BCEX 3aBEPLICHHBIX 3a 10-JIE€THUM MEPHUOI ayqUTOB U CIIUCOK
3allJIAHUPOBAHHBIX AY/IUTOB;

nepeueHb Mokazareseil AesTeNbHOCTH 1o (apMakoHan30py (Korma 3To
IPUMEHUMO);

NepeueHb HAXOJAIIMXCS B BEICHUU JIepXkKarelii PEerucTpaluoOHHBIX
YIOCTOBEPECHUM NPYyTHX MacTep-GhaiiioB CHCTEMbI (apMakoHaa3opa (Koraa

3TO MPUMEHUMO).
3.5. KonTposib u3MEeHEeHUM, BEPCUU U apXUBUPOBAHUE

3.5.1. YIotHOMOUYEHHBIE OpTraHbl TOCYIAPCTB-YWICHOB MOTYT 3alPOCUTh
uH(OPMAITHIO 0 BaXKHBIX U3MEHEHHUSIX B CUCTeMe (hapMaKOHaI30pa, KOTOPhIC
MOT'YT BKJIFOYaTh B CEOsI B TOM YHCIIC CIICTYIOIINE H3MCHCHUS

a) u3MeHeHuss B 0Oasze (0a3ax) MaHHBIX MO OE30MaCHOCTH CHCTEMBI

(dhapMakoHa/130pa, KOTOPbIE MOTYT BKJIIOUATh B c€0s U3MEHEHUS B caMoil Oa3e



S7

JAHHBIX WJIM BO B3aMMOCBSA3aHHBIX 0a3ax NaHHBIX, U3MEHEHHUS B CTaryce
BaguAanuu 0a3bl JaHHBIX, a TaKkKe HW3MEHEHUs B HWHPOPMAIUH O
TIepe1aBacMbIX WJIM TIEPEHOCUMBIX JAHHBIX;

0) UI3MEHEHUS B OKa3aHUU 3HAUYMMBIX YCIyr 1o ¢apMaKoHaI30pYy,
OCOOEHHO €CJIM Peub HIET O BaKHBIX KOHTPAKTHBIX JIOTOBOPEHHOCTSIX IIO
MPEICTABICHUIO JAaHHBIX 110 O€30MaCHOCTH;

B) TaKM€ OpraHU3allMOHHBbICE W3MEHEHHs, KaK IMOMIOMICHHE OJHON
KOMIIAaHUU  JpYrod, CIWSHHE, U3MEHEHHE MeCcTa  OCYIIECTBICHUS
JEATeIbHOCTH 10  (papMakoHaA30py WM JieJieTMpoBaHue (mepenaya)
yIpaBJICHUs MacTep-QaitiaoM cucteMsl (hapMakoHaA30pa.

3.5.2. [lockonbKy Mactep-¢ain cuctembl (apMakoHaA30pa BKIIOYAET
B ce0s MepedyHd JIEKAPCTBEHHBIX TMpEnaparoB U BUAOB JESITEIbHOCTH,
KOTOPBIE MOTYT TEPHOAUYECCKH MEHSTHCS, JepKaTelid PEerucTParmOHHBIX
YAOCTOBEPECHHUM JO/DKHBI TIPUMEHSATH CHCTEMBI KOHTPOJIS HW3MCHEHUH U
pa3paboTaTb HaJEXHbIE CIOCOOBI TOCTOSHHOM OCBEJOMJIEHHOCTH O
COOTBETCTBYIOIIMX U3MEHEHUSIX C LEJbI0 HAAJIEKAIIETO MepecMOTpa MacTep-
daiina cucrembl dhapmakonaazopa. [lomumo 3TOr0, UBMEHEHUS, BHOCUMBIE B
Mactep-Qaiin cucremsl (hapMakoHaA30pa, JOJIKHBI PErUCTPUPOBATHCA TAKUM
oOpa3oM, 4YTOObl B HAJWYUU T[IOCTOSSHHO OblJIa HKCTOPUS H3MEHEHUH
(c yka3aHueM JaThl M KOHTEKCTa W3MEHEHMi). Takyr0 MOCTOSHHO
oOHOBIsIeMyI0 WH(GOpPMAIMIO, KaK MEPEUYHH JICKAPCTBEHHBIX IPENaparos,
CTaHJapTHBIC OMNEPAMOHHBIC TPOIEAYPHl WM JAaHHBIE MO COOTBETCTBUIO
TpeOOBaHUSIM, MOXKHO PETHCTPUPOBATH YEPE3 UCTOPUIO U3MEHEHUM, KOTOPHIE
MOTYT BKJIIOYaTh B ceOs JaHHBIC KOHTPOJIHMPYEMBIX CHCTEM (HampuMep,
AJIEKTPOHHBIE CUCTEMBI YIIPABJICHHS JaHHBIMU WJIU TTPaBOBbIC 0a3bl JaHHBIX).
Takum 0Opazom, MOXKHO YIIPaBJIsATh 3aMCHEHHBIMHA BEPCUSIMH JTOKYMEHTOB 32
npenesaMu TEKCTOBOTO HaIOJIHEHHUS Macrep-¢aiina CUCTEMBI

dbapmakoHan3opa TpU YCIOBUM ydeTa HCTOPUM M3MEHEHMM U UX
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MPEICTABICHUS YIIOJTHOMOYEHHBIM OpraHaM rocyJapCTB-WIEHOB I10 3aIlpocy.
CyIliecTBEHHbIE WJIM Ba)XXHBIE OINUCATEIIbHBIE WM3MEHEHUSI TEKCTOBOIO
HaloJIHEHUsI MacTep-(aiiyila MOryT MOTpeOOBaTh CO3JaHUSI HOBOW BepCUU
Mactep-(aitna cucremsl papmakoHaa30pa.

3.5.3. Jlepkareqn  PErUCTPALIMOHHBIX  YIOCTOBEPEHUM  JIOJKHBI
000CHOBaTh BBIOpAHHBIM METOA W pa3padoTarh MPOLEAYPHl KOHTPOJIS
JOKYMEHTAalluM C  LEJbI0  HAAJeXallero  yopaBlI€HUs  MPOLECCOM
nojajiep>kanusi  mactep-daitiia  cucrembl  gapmakoHanazopa.  OCHOBHOM
OPUHIMUIT 3aKJII0YaeTcss B TOM, YTO, NPEACTaBisisi COOOMl OCHOBaHME ISt
ayIUTOB W WHCIIEKIUH, MacTep-(aiia cucteMbl ¢apMaKkoHAA30pa COACPIKUT
OMKCAaHUE CUCTEeMBbl (hpapMaKOHAI30pa B TEKYIIUH MOMEHT BpPEMEHH, HO
olleHKa (YHKUIHOHUPOBAHUSI U HANPABICHHOCTH CHCTEMbI (papMakoHaa30pa
Ha TMPEIUIECTBYIOUIMX JTanax MOXET NoTpeOoBaTh JIONOJHUTEILHOIO
O3HAKOMJIEHHUSI C CUCTEMOM.

3.54.1lpu BHeceHMM U3MEHEHUNW B  Mactep-(ailn  cucTembl
dbapmakoHa30pa TaKKE HEOOXOJUMO YUHUTHIBAaTH COBMECTHBIE CHCTEMBI
(dapmakoHa30pa U JIETETMPOBAHHYIO JEATEIBHOCTh MO (PapMaKoHaI30py.
Hamexxamui KOHTpOJIb U3MEHEHUN NIPEAYyCMATPUBAET PErUCTPALIAIO 1aThl U
KOHTEKCTa YBEJAOMJICHHMH O BHOCHMBIX W3MEHEHHUSX YIOJIHOMOYEHHBIX
OpPraHOB rOCyAapCTB-WICHOB, YJI® U TpeTbUX CTOPOH.

3.5.5. Macrep-daiin  cuctembl  (apMakoHaA30pa JODKEH  OBITh
COCTaBJ€H B 4uTaeMoM M JocTynHou ¢opme. Heobxomumo mnpencraBuTh
OMHMCAHKE MPOLETYPhl APXUBUPOBAHUS HA DJIEKTPOHHBIX U (MJIM) TE€YaTHBIX

HOCHUTEIISIX MacTep-daiiia cuctemMbl (hapMaKoHa130pa.
3.6. IIpeacraBnenne macrep-daiina cucteMsl (papmMakoHag3opa

VIJI® nomxHO UMETh MOCTOSIHHBIM JOCTYH K MacTep-(aillly CUCTEMBI

(dbapMakoHa/130pa. YIMOTHOMOUYEHHBIM OpTraHaM TOCYJapCTB-WICHOB JIOJKEH
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ObITh OOecrieueH TOCTOSHHBIA JOCTym K  MacTep-Qaillly CHCTEMBI
dbapmakoHam3opa 1o 3ampocy. Mudopmanuss B mactep-(daitne cucTembl
(apmakoHa/130pa JOKHA OBITh MCUEPIIBIBAIOIICH, TPAaBUIILHON U OTPaXKaTh
JEHCTBYIOIIYIO cucTeMy (papMakoHaI30pa B TEKYIIH MOMEHT BPEMEHH, UTO
Oo3Ha4YaeT o00s13aTeIbHOEe OOHOBIICHHE HWH(OpManuu Mactep-daniaa U mpu
HEOOXOUMOCTH BBITIOJTHEHHE IEPECMOTPa C yUYETOM IOJYYEHHOTO OIIbITA,
TEXHUYECKOTO M HAy4YHOTO Mporpecca, M3MEHEHH B HOpMax peTyaupOBaHUs.
Jlep>kaTteneM perucTpalMoOHHBIX YIOCTOBEPEHHM MOMIKEH OBbITh oOecreueH
JOCTYIl YHNOJHOMOYEHHBIX OpPraHOB TOCYAapCTB-YJICHOB K MacTep-(haiiy
cUCTeMbl (papMakoHa/I30pa B TeYeHHE 7 padouux JHEH MOocje MOJy4YEeHHUS

COOTBETCTBYIOILETO 3a1poca.
3.6.1. ®opmar u cTpyKTypa

Macrep-daiin cucremsl papmakoHaa30pa MOKET OBITh B AJIEKTPOHHOU
dbopMe TpU YCIOBUU COXPAHEHHS] BO3MOXXHOCTH TIPEICTABICHUSI YETKO
CTPYKTYPUPOBAHHON TI€YaTHOM KOMUU MO 3ampocy YHNOJHOMOYEHHbIX
OpraHoB TOCyHapcTB-wieHOB. B mo0om ¢dopmare mactep-(aii cucTeMbl
(dapmakoHa30pa AOHKEH OBITh B YUTAEMOM, MOJTHOM M JOCTYNHON (opme,
oOecreunBamIIeld  BO3MOXKHOCTh ~ OIIGHKHM  BCEX  JOKYMEHTOB W
POCISKUBACMOCTh HM3MEHEHU. MokeT moTpeboBaTbcs OrpaHUYCHHE
Joctynma K mactep-gaiily  cuctembl  (papMakoHan3opa € LENbIO
OCYIIECTBJICHUS HAJUICKAIIETO KOHTPOJIS €r0 COACPKAHUS M PaCIpeIeICHUS
00sI3aHHOCTEN TI0 yIpaBlIeHHWI0 MacTep-GhaiioM cuctembl (papmakoHag3opa

(B KOHTCKCTC KOHTPOJIA U3MCEHEHUU U apXI/IBI/IpOBaHI/IH).
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3.7. O0s13aHHOCTH YYaCTHUKOB CUCTEMBI (papMaKoHa130pa

3.7.1. leparenn perucTpauruoOHHbBIX YI0CTOBEPEHUN.

3.7.1.1. llepxarenu  perucTPallMOHHBIX  YIOCTOBEPEHUH  JTOJIKHBI
pa3paboTaTh U BHEAPUTH cUCTeMy (hapMakoHaa30pa C IEIbI0 KOHTPOJIS U
HAOJIOJICHUS 32 OJTHUM UJIK O0Jiee JIeKapCTBEHHBIM MpernaparoM. OHU Takke
OTBEUAIOT 3a CO3/JaHME€ U TMOJAJEpX)aHUE MmacTep-Qailia CUCTEMbI
dbapMakoHa130pa, B KOTOPOM OCYIIIECTBISIETCS PETUCTPALMS JIESITEIbHOCTH
o ¢apMaKkoHa30py B OTHOIIIEHUHU OJTHOTO WJIM 0OJiee 3aperucTPUPOBAHHBIX
JIEKapCTBEHHBIX npernaparos. Hepxaremto PErUCTPAIlMOHHOTO
yIOCTOBEPEHHUsI HEOOXonuMo HazHauuTh oOaHO VYJID, oTBevaromee 3a
co3MaHue W (PYHKIIMOHUPOBAHUE CHUCTEMBI (hapMaKOHA/30pa, ONMUCAHHOU B
Mactep-(paitne cucremsl papmakoHaa30pa.

3.7.1.2. Illpu mnomadye 3asBICHHUS HA PETUCTPALMIO JIEKAPCTBEHHOTO
npernapara 3asiBUTENIb JOJDKEH HMMETh B CBOEM PACIOPSHKEHUM OINHUCAaHUE
cucteMbl  (apMakoHag30pa, KoTtopas OymeT (YHKIIMOHHPOBATH Ha
tepputopun  Coro3a WIM TEPPUTOPUM OTIEIbHBIX TOCYIAPCTB-YJICHOB.
B xome oIleHKM 3asBICHUS Ha PETUCTPAIUIO OT 3aABUTENS MOXET
NOTPEOOBAThCSl TPEACTABICHUE C IIEIbI0 O3HAKOMJICHUS KOIMHUHM MacTep-
daiina cucteMbl hapMaKoHa30pa.

3.7.1.3. lepxareiib  perucTpallMOHHOIO YIOCTOBEPEHUSI OTBEUAET 3a
co3manue mactep-daiia cucteMbl (hapMakoHaA30pa B TOCyIapCTBaX-WICHAX
U PErucTpalui MECTOHAXOXKJACHUsS wmacTep-(dailia B  yINOJIHOMOYEHHBIX
OpraHax TroCydapCTB-4JICHOB TMpHU Tojlaye 3asBICHUS Ha PETUCTPALUIO
JIEKapCTBEHHOTO TMpemnapara. B mactep-daiiie cucteMbl (papmakoHagzopa
HEOOXOAMMO OMHUCATh ACHCTBYIONIYIO B TEKYIIIUH MOMEHT BPEMEHU CHCTEMY

dbapmakoHaazopa. MOXKHO BKIIOYMTH HHPOpPMAIMI0O O KOMIIOHEHTax
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CUCTEMBI, KOTOpbIE OyAyT BHEAPATHCS B OyAyIIEM M KOTOPBIE JOHKHBI OBITH
yKa3aHbl KaK 3allJIAHUPOBAHHBIE, @ HE BHEIPEHHBIE WIIH JIEHCTBYIOILLE.

3.7.1.4. Pabota 1O CO3AaHUIO, NOAJEPKAHUIO U MPEICTABICHUIO
Mactep-(aitna cuctembl (papmMakoHaa30pa B YHOJIHOMOYEHHBIE OpraHbI
roCyIapcTB-4JICHOB MOXKET OBbITh MepeaHa TPETheil CTOPOHE, HO JepKaTelhb
PErUCTPAIIMOHHOTO  YIOCTOBEPEHHUS  COXpaHseT 3a Cco0O0M  MOJIHYIO
OTBETCTBEHHOCTh  3a  COOJNIOJIEHHE  TPEOOBAaHUM  3aKOHOJATEIHCTBA
roCyaapCcTB-WICHOB, MEXIYHApPOJIHBIX JOTOBOPOB M aKTOB, COCTAaBISIOIIMX
npaBo Coroza. Ilognepxxanue mactep-daiina cuctemsl (papMakoHaa30pa B
JNEUCTBYIOLIEM M JIOCTYIIHOM COCTOSIHUU (TIOCTOSIHHBIN JAOCTYII JJI aylIuTa U
WHCIIEKI[MM) MOYKHO JEJIETUPOBaTh, HO JEp)KATEIb PETUCTPALMOHHOIO
yIOCTOBEPEHHsSI Ha IMIOCTOSIHHOM OCHOBE HECET OTBETCTBEHHOCTh 32
oOecrieyeHne BHITIOJIHEHUS JAHHOW (PYHKIMU HA YPOBHE, COOTBETCTBYIOLIEM
TpeOOBaHUSIM  3aKOHOJIATENbCTBA TOCYAAPCTB-UJIEHOB, MEXIYHAPOIHBIX
JIOTOBOPOB U aKTOB, COCTAaBIAIOIMIMX ITpaBo Coro3a.

3.7.1.5. B cnyuyae cmennl YJI® unam COOTBETCTBYIOLIEH KOHTAKTHOU
uHpopmManuu, a TakXKe MECTOHAXOXKJEHUs Mactep-(aitia cucremsl
dbapmakonanzopa AeprKarenb PErUCTPALIMIOHHOTO YIAOCTOBEPEHUS
NPENCTABIISIET B YIOJIHOMOUYEHHbBIE OPraHbl TOCYJapCTB-YWICHOB 3asBICHUE O
BHECEHUU COOTBETCTBYIOIIMX HW3MEHEHUH. [lepkarenum perucrpauuoHHBIX
YAOCTOBEPEHH HECYT OTBETCTBEHHOCTh 3a OOHOBIEHHE HH)OpManuu 00
VIJI® u agpece HaxoXACHUS MacTep-Qaiiina cuctemMsl (papMakoHaa30pa.

3.7.2. YIOTHOMOYEHHBIE OpTaHbl TOCYaPCTB-YJICHOB.

3.7.2.1. YOMTHOMOYEHHBIE OpraHbl TOCYIapCTB-YJIECHOB OTBEYAIOT 3a
KOHTPOJb CHUCTEM  (papMakoOHaJ30pa JepKareliedl  perucTpauuoOHHBIX
yaoctoBepennid. [lomHbrii macTep-daitn cuctembl (papMakoHaI30pa MOXKET
OBITH 3ampollleH B JIt000€ BpeMs (Hampumep, Ipu BOZBHUKHOBEHUHU BOIIPOCOB

1o cucreMe (papMakoHa30pa, WK Npouiro 6€30MacCHOCTH JIEKAPCTBEHHOTO
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npenapara, WIMA TpU TOATOTOBKE K wuHcnekuuu). WMubopmamuio 00
W3MEHCHHUSIX B KpaTkod WHGOpPMAIMU Mo cucteMe (dapMakoHaaA30pa WU
B COAEpKaHUM MacTep-(aiina cucteMbl (apMaKkoHAI30pa TAKKE UCIIOIb3YIOT
B XOJI¢ TUTAHUPOBAHUS U TPOBEACHUS WHCITCKITUH.

3.7.2.2. YOTHOMOYEHHBIE OpraHbl TOCYAapCTB-WICHOB OOMEHHBAIOTCS
uHdopmalmein o cucremMax (papMakoHaI30pa, B TOM YKCIIE B LETAX Mepeaadn
JAHHBIX B HAIMOHAIBHBIE MPOTPAMMbl HMHCICKIIWNA, pa3paboTaHHBIE Ha
OCHOBE aHajln3a pPHUCKOB. VHCHEKTOPHI YHOJHOMOYEHHBIX OpPraHOB
rOCy/IapCTB-WICHOB COOOIIAOT O HECOOIIOICHUH 00s13aTeNIbHBIX TPEOOBaHMUI,
BKJIIOUas TpeOoBaHUS MO MacTep-(aiiny cucrembl (QapmakoHaa3opa U

cucteme (papmMakoHaaA30pA.
3.8. loctynHoCTh MacTep-daiiia cucteMbl hapMaKkoHa130pa

3.8.1. Mactep-daiin  cucteMbl  (apMakoHaaA30pa  MOMAJIEPKUBAIOT
B JICUCTBYIOIIEM M JOCTYITHOM COCTOSIHMM JIJIsi YIOJHOMOYEHHOTO JIMIIA 1O
dapmakonan3opy. OH Takke AOKEH OBITh TMOCTOSHHO JOCTYMNEH st
WHCIICKIIMM  HE3aBHCHUMO OT TOro, OBLJIO JIM CACNAHO  3apaHee
COOTBETCTBYIOILIEE YBEAOMIICHUE WU HET.

3.8.2. Jlepkarenb perucTpallMOHHBIX YIOCTOBEPEHUMN MOAJECPKUBAECT U
NPENCTABISIET MO 3alpocy YMNOJIHOMOYEHHOTO OpraHa TrocylaapcTBa-ujieHa
KOITHIO Macrtep-(paiina CHUCTEMBI dbapmakonamzopa. Jepxareinb
PETUCTPAIIMOHHOTO yAOCTOBEPEHHUS TMPEACTABISIET KOMUIO Mactep-(daiiia
B TeueHue 7 pabouyux JHEH Mociie MOJYyYeHHs] COOTBETCTBYIOIIETO 3ampoca.
Macrep-daitn cucremsl papmakoHaa3opa NPeICTaBISIOT B YUTAEMOM BHJIEC B
IEKTPOHHOM (hopmare Wik Ha OyMa)KHOM HOCHTEIE.

3.8.3. Ecitm omuH M TOT ke Mactep-¢aia CHCTEeMBbI (hpapMaKOHAI30pa
UCIIOJIB3YIOT O0JIee OIHOIrO JAeprKareisl PEerucTPalMOHHOIO YIO0CTOBEPEHUS

(B ciIydae  UCMNOJb30BaHUA  0OmIeH  cuctembl  (papmakoHaa3opa),
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COOTBETCTBYIOIIUNM MacTep-paiia cuctembl (hapMakoHaA30pa JOJKEH OBITh
JOCTYNEH JJIsl KaXJ0oro M3 HUX TakKuM o00pa3oM, 4YTOObI KaxkAblk U3
Jep/KaTeyed  PEruCTPAllMOHHBIX  yOOCTOBEPEHUM UMEN  BO3MOYKHOCTH
IpEeNCTaBUTh MacTep-Gaia B yHNOJHOMOYEHHBIM OpraH rocyJapcTBa-dJIeHA
B T€UeHHE 7 pabovyuX JHEH Mocie MoJy4eHUs] COOTBETCTBYIOIIETO 3ampoca.
3.8.4. Mactep-daiin cucremsl (apMakoHaI30pa, Kak IPaBWIO, HE
3aMpanIvBaeTCs B XO/I€ MPOBEJICHUS OLICHKU HOBBIX 3asIBJICHUM HA TIOJIyYCHUE
perucTpanuy  JEKapCTBEHHOro  Impemapara (T.€. JI0  perucrpaiuu
JIEKapCTBEHHOTIO Tpernapara), HO MOXKET OBbITh 3alpPOIIEH B OCOOBIX ClydasX,
B YACTHOCTH B CJIy4ae BHEJIPEHHUS HOBOW CHCTEMbI (papMaKOHAa130pa WU MIPU
BBIBIICHUU TPOOIeM 10 0e30MacHOCTH JICKapCTBEHHOTO Mpemnapara JIu0o
BOIIPOCOB IO COOTBETCTBHIO TPEOOBAHUSAM 3aKOHOAATEIHCTBA IOCYIapCTBa-
YJI€Ha U MEXKIYHAPOJHBIX JIOTOBOPOB U AKTOB, COCTABISAIONIMX MpaBo Coro3a,

1o papMaKoHa30py.
4. ncniekTupoBaHHUe CUCTEMBI (papMakoHa30pa
4.1. BBenenue

4.1.1.B  mensix TNOATBEPXKACHUS  BBINOJHEHUA  JEpPHKATEISIMU
PETUCTPALIMOHHBIX  YIOCTOBEPEHUN 00s13aTeNbCTB MO (hapMakoHAA30py
YIOJIHOMOYEHHBIE  OpraHbl  TOCYJApCTB-WJIICHOB  O00s3aHbI  MPOBOAUTH
WHCIICKIMK 1O  (papMakoHaA30py  JAepiKaTeledl  perucTpariiOHHBIX
YIOCTOBEPEHUM WM WHBIX OpraHu3alui, MNPUBICYCHHBIX JAeprKaTeIIMHU
PErUCTPAlIMOHHBIX YAOCTOBEPEHUU 11 BBITIOJHEHUS O0053aTelIbCTB  TI0
dbapmakonanzopy. MHcnekuuu 1mo ¢hapMakoHaaA30py TOJDKHBI MPOBOAUTHCS
HWHCIIEKTOPaMH, Ha3Ha4YaeMbIMH opraHaMu rOCyJIapCTB-4JICHOB,
YIOJIHOMOYEHHBIMA TPOBOJUTH OCMOTP TMOMENIEHUM, 3HAKOMHUTBCA C

MarepuagaMu, JOKyMEHTaMHu U MacTep-(paitiiom cucremsl hapMakoHaa30pa y
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JepKaTessi PETrUCTPAllMOHHOTO YIOCTOBEPEHUS WJIM HHBIX OpTraHU3aluid,
MPUBJICYCHHBIX  JEpKaTelieM PErucTPAllMOHHOTO  YJAOCTOBEPEHHUS IS
BBITTOJTHEHUSI 00s13aTELCTB 1o (dapmakoHa30py. Hepxarennb
PErHCTPALIMOHHOTO YAOCTOBEPEHUS 00s13aH o TpeOOBaHUIO
YIOJHOMOYEHHOTO OpraHa rocylapcTBa-ujieHa MPEACTaBISITh MacTep-Qaiin
cucTeMbl  (papMakoHAI30pa, KOTOPBIM  OydeT  HWCIOJB30BAThCA IS
MH(POPMHUPOBAHUS O TPOBEACHUU MHCTICKIIUHA.

4.1.2. llensamMu MHCTIEKIIUM MO papMaKkoOHAA30PY SIBISIOTCS:

a) MOJTBEPXKJICHUE HAJIMYMsl y  JIep)Kareiass  PErucTPaliuoOHHOTO
YIOCTOBEPEHHUs] TMEPCOHANa, CHUCTEM, a TaKXe IOMENIEHUs, CPEIACTB H
o0OpylOBaHUsA, HEOOXOAWMBIX JJIA  BBIMOJHEHUS  00S3aTeNbCTB IO
dhapmakoHa130py;

0) BBISIBJICHUE, OLICHKA W PErucTpalusi HECOOTBETCTBUM, KOTOPHIC
MOTYT  MpPEACTaBISATh  OMACHOCTh  JIJIE  370POBbSl  HACEJICHUS, W
uH()OpMUPOBaHUE 00 ITOM MHCIIEKTUPYEMOI CTOPOHBI;

B) UCIIOJIB30BAaHUE PE3YIbTATOB WHCIEKIMI B Ka4€CTBE OCHOBBI s
00s13aTeIBHBIX JIJISL AP KaTelisl peruCTPAllMOHHOTO YAOCTOBEPEHUS JEeUCTBUM
(Ipu HEOOXOUMOCTH).

4.1.3. YIOTHOMOYEHHBIN OpraH rocyJlapcTBa-4jeHa BIIPABE NPOBOJIUTH
WHCIIEKIIMU 110 (apMaKoHAA30py Teped perucTpainueld JeKapCTBEHHBIX
npenapaTtoB  JJisi  OPOBEPKU  COOTBETCTBUSA  JICUCTBYIOUIEH  CHUCTEMBI
dbapmakonaazopa Jeprkaress PEruCTPaIlMOHHOTO yI0CTOBEPEHUSI
TpeOOBaHMUSIM 3aKOHOJATEIBCTBA TOCyAapcTBa-wieHa U HacTosmux [IpaBui.
VYHoaHOMOYEHHBIE OpraHbl rOCy/IapCTB-4JICHOB OCYIIIECTBIISIOT
B3aMMOJICHCTBHE 10 0OMeHy WH(pOpMaImeld B 4aCTH HMHCICKIIUNA, KOTOPHIS
MJIAHUPYIOTCSI, U PE3yJIbTAaTOB MHCIIEKIIUM, KOTOPHIE YKE MPOBEACHBI.

4.1.4. IIporpamMmbl UHCHIEKIIUN TI0 (hapMaKOHA130py BKJIIOYAIOT B Ce0s

IUIAHOBBIC MHCIICKIMHK B COOTBCTCTBHMU C OCHOBAHHBIM Had PHUCKAX IMOAXOIC,
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a TAKXX€ BHEIUIAHOBBIE WHCIEKLIHMH, OCYUIECTBISIEMBIE C LEIBIKO0 OLEHKHU
MPEIOIAraeMbIX HECOOTBETCTBUM WJIM TMOTEHIIMAJIBHBIX PHUCKOB, KOTOPBIC
MOT'YT OKa3aTh BJIMSIHHE Ha BBINOJHEHUE (YHKIUN 1Mo (papMakoHaA30py
ONPEIEIIEHHOTO JIEKAPCTBEHHOTO Mpenapara.

4.1.5. Pesynprarbl MHCHEKIMH  JOJKHBI ~ OBITh  MPEAOCTAaBJICHBI
UHCIIEKTUPYEMOMY CYOBEKTY, KOTOPBIM MOJy4aeT BO3MOXKHOCTH BBICKA3aTh
CBOM KOMMEHTAapUMU B CJIy4dae BBISBIICHUSI HECOOTBETCTBUSI TPEOOBAHUSIM
3aKOHOJATENBCTBA TOCyAapcTBa-wiceHa W Hacrosumx llpasui. Jlepxkarenb
PErUCTPALIMOHHOTO  YJIOCTOBEPEHHUSI 005i3aH CBOEBPEMEHHO YCTPAHUTh
BBISIBIEHHOE  HECOOTBETCTBUE,  pa3paboTaB M BHEAPUB  IUJIaH
KOPPEKTUPYIOLIUX U MPEAYIPEAUTETBHBIX MEPOIPUATHUM.

4.1.6. B ciiyuae BBISBICHUSI B pe3y/brare WHCIECKIIUM HECOONIONCHUS
JepKaTeeM  PErucTpPalMOHHOTO  YIOCTOBEpPEHUsI  00s3aTelNbCTB 110
(dapmakoHa30py YNOJTHOMOYEHHBIM OpraH rocyaapcrBa-ujieHa oO0s3aH
UH()OPMUPOBATH YMOJTHOMOYEHHBIE OpPraHbl JIPYTUX TOCYAApCTB-UJICHOB O
BBISIBIEHHOM HapylieHnd. B ciaydae HEOOXOOUMOCTH YITOJIHOMOUYCHHBIN
OpraH TrocyiapcTBa-ujeHa [JOJKEH OO0ecleyuTh, YTOObl K JAeprKaTeiro
PErUCTPALIMOHHOTO yIOCTOBEPEHUS MIPUMEHSITUCH s pexTUBHEIE,
COpa3MepHble M CHEp)KUBAIOIUE Mepbl Bo3aencTBUA. MHdopmanus o
MIPOBEICHUH U Pe3yJIbTarax WHCIEKINH B paMKax (hapMakoHaA30pa, a TaKKe
O TOCJIENYIOIEM KOHTPOJE W OLEHKE MOCIEACTBUM  pa3sMeniacTcs
rocyJlapcTBaMu-4wieHAaMH Ha OQPUIHAIBHBIX CalTax COOTBETCTBYIOIINX
YIOJIHOMOYEHHBIX ~ OPraHoOB  TOCYJAapCTB-UJIEHOB B  HMH(POPMAIMOHHO-

TGHCKOMMYHHK&HHOHHOﬁ CCTH <<I/IHTepHeT».



66

4.2. CTpyKTypHI U IIPOLIECCHI

4.2.1. Tunpl THCIEKIUN.

4.2.1.1. Unacnekuu  cucteMbl  ¢hapMakoHaa30pa B IEJIOM U IO
OTJEJIbHBIM JIEKAPCTBEHHBIM IIPENapaTam.

4.2.1.1.1. Uacnekiiun B~ paMKax  CHCTeMbl  (hapMaKoHaI30pa
HallpaBJICHbl HAa OLEHKY W aHajdu3 HWMEIOIIUXCS TMPOLEIyp, CHUCTEM,
NepCcoHANIa, MOMEUIEHUH U O0OpyIOBaHUs, a TaKXKe ONpPENeIeHUus HX
COOTBETCTBHUSl  00s13aTeNbCTBAM IO  (PapMaKoOHAJA30py, YCTaHOBJIEHHBIM
3aKOHOJIATEILCTBOM TOCYAapCTB-WIEHOB U Hactossumu [IpaBunamu. B xone
BBIINIOJIHEHUSA JAHHOTO AaHajdu3a MOTYT HCHOJIb30BATbCA KOHKPETHBIC
IPUMEPHI JIEKAPCTBEHHBIX NPENaparoB sl JEMOHCTPAlUKM M MPOBEPKH
paboThI CUCTEMBI (PapMaKOHa130pa.

4.2.1.1.2. Uucnekuy, HamnpaBl€HHbIE HAa OLEHKY  BBIIOJHEHUS
byHkuuid  no  ¢apMakoHaA30py B OTHOILIEHUHU  OMPEAEIIEHHOIO
JIEKQPCTBEHHOIO IMpernapara, BKJIOYAOT B TOM YHCJIE OLEHKY M aHalu3
MEpPONPUATHI U JOKYMEHTALMH, CBSI3aHHOM C YKa3aHHBIM JIEKAPCTBEHHBIM
npenaparoM. OrnpenesieHHbIE acleKThl o0uel cuctembl (apMakoHaA30pa,
UCIIOJIb3YEMbIC TIPU BBITIOJTHEHUHU (PYHKIIMM B OTHOILIEHUH MHCIIEKTUPYEMOTO
JIEKAPCTBEHHOI'O TMPEINapara, TAKKE MOTYT MOIJIEkKaTh OLEHKE B paMKax
MHCIEKUIUHU 10 (PapMaKOHA130pPYy, CBI3aHHOM C JIEKAPCTBEHHBIM MPEMapaToM.

4.2.1.2. IInanosrsie u BHEILIAHOBBIC WHCIICKIIUU CHUCTEMBI
dhapMakoHa130pa.

4.2.1.2.1. IlimanoBsbIE VHCIEKIUH CUCTEMBI dbapmakoHaazopa
MPOBOJSTCS B COOTBETCTBUM C MPEIBAPUTEIBHO COCTABIEHHON IMPOTrpaMMOii
MHCIEKIM. B 1emix onrtuMu3anvu IUJIAHHUPOBAHUS MEPOIPHUSITANA IO
KOHTPOJIIO (PYHKIIMOHUPOBAHUSA CHUCTEMBI (hapMaKOHa130pa PEKOMEHIYEeTCsI

INPpUMCHATL IIOAXOM, OCHOBaHHBIA Ha OLOCHKC IIOTCHIUAJIBHBIX PHCKOB
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HEBBITIOJIHEHUSI COOTBETCTBYIOIIMX 00s3aTenbCTB. [lmaHOBBIE WHCIEKIIUU
MPEACTABIISAIOT COOOM CUCTEMHBIE MHCIEKIIMU, HO MOXKHO BBIOpaTh OJUH WU
HECKOJIbKO  ONPENEJICHHBIX JIEKAPCTBEHHBIX MpenaparoB B  KadyeCTBE
MPUMEPOB JUIsl MPOBEPKU (HYHKIIMOHUPOBAHUSA CUCTEMBI (papmMakoHan3opa H
MOJTYYEHUS MIPAKTUYECKOTO JTI0Ka3aTeIbCTBA ee ¢ PeKkTUBHOTO
(GYHKIIMOHUPOBAHUST M COOTBETCTBUSI TPEOOBAHUSIM 3aKOHOJATEIHCTBA
rocy/lapCcTBa-ujieHa U MEXIYHAPOIAHBIX JOTOBOPOB U AKTOB, COCTABJISIOIINX
npaBo Coroza. B mporpamMmmy craHgapTHON WHCHIEKIIMM MOXXHO, HapUMED,
BKJIIOYUTH OIICHKY COCTOSIHUSI CHCTEMBl II0 KOHKPETHBIM TIpoOjeMam,
BBISIBIICHHBIM 3KCIIEPTAMMU.

4.2.1.2.2. BHeniaHoBble  MHCHEKIIMM  CUCTEMBI  (apMaKoHaA30pa
MPOBOMSITCSA B CJIydae BBISABICHUS HHUIUUPYIOMIETO (hakTopa (CUCTEMHOM
npoOjeMbl), MpPU HTOM HMHCIEKIMS paccMaTpUBaeTCs Kak Haubosee
ONTUMAJILHBIA CHOCOO W3YYEHHUS] U OIICHKH BBISABICHHON MPOOJIEMBI.
BHeniaHoOBbIE MHCIIEKIIMY HAMPABJICHBI HA OLEHKY KOHKPETHBIX MPOIECCOB
dapmakoHa 30pa WM BKJIIOYAIOT B CeOsI M3y4YEHUE BBISBICHHON MPOOIEMBbI
(BOIIPOCOB) W €€ BIMSHUS Ha ONPENCJICHHBIM JIEKApCTBEHHBIM Mpenapar.
B onpeneneHHbIX ciy4yasXx B 3aBUCMMOCTHU OT BBISIBJIEHHOW WHULIMHUPYIOLIEH
npoOJeMbl MOTYT BBINOJHATHCS MHCHEKIMUA C TIOJIHOW OIICHKOW CHUCTEMBI
dapmakonam3opa. BHemaHOBbIE WHCIEKIIMA BBITIOJHIIOTCA B CiIydae
BBISIBIICHUS OJHOTO WJIM HECKOJbKUX U3 CIEAYIOIMX WHULMUPYIOIINX
(dhakTopoB.

4.2.1.2.2.1. ®aktoppl B 4YacTH COOTHOIIECHUS «IOJIb3a — PHUCK»
JIEKApCTBEHHOTO Ipernapara:

M3MEHEHHE COOTHOILICHMS «IO0JIb3a — PHUCK», €CIU MPECTABISIETCA
HEOOXOAMMBIM  JaIbHEWINasi OIIEHKAa CHUCTeMBl IyTEM MPOBEACHUS

HHCIICKIINH,
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3aJlepKKa B BBINOJHEHUM, JHOO HEHAJJIeKallee BBINOJHEHUE
NpOIEAYpPhl BBISBICHUS pPUCKA WX UHPOPMUPOBAHUA 00 U3MEHEHUU
COOTHOIIICHHUSI «I10JIb3a — PUCK, JIMOO HEBBIMIOJHEHUE JAHHOU MPOIEAYPHI;

npeacTabieHre wuHbopmanuu 1o npodiemaM (apMakoHaa3opa B
cpenctBa  maccoBod — mH(popMammu  0e3  MPEIBApUTEIBHOTO  HIIH
OJTHOBPEMEHHOTO YBEIOMJICHUSI YMOJHOMOYEHHBIX OPraHoOB TOCYIapPCTB-
YJICHOB;

HecoONmoieHne TpeOOBaHUK 3aKOHOJATENIbCTBA TOCY/IapCTBa-ujeHa,
MEXKIyHApPOJIHBIX JOTOBOPOB M aKTOB, COCTaBisitoluXx IpaBo Coro3a, WIH
00s13aTeNbCTB MO O0ECMEYeHUI0 Oe30MacCHOCTH JIEKApCTBEHHOTO TMperapara,
BBISIBIEHHOE B XOJ€ MOHHUTOPUHTA JEATEILHOCTH T0 (apMakoHAA30PY
YIOJIHOMOYEHHBIMU OpraHaMU rocyAapCTB-YJICHOB;

MIPUOCTAHOBJICHUE OOpaIleHUs] WIN U3bSITUE C PbIHKA JIEKAPCTBEHHOIO
npemnapara 0e3 npeaBapUTEILHOTO YBEIOMIICHUS YIIOJTHOMOUYEHHBIX OPTaHOB
roCyJlapCTB-UJICHOB.

4.2.1.2.2.2. ®aktopsl B YacTH O00S3aTEILCTB 1O MPEIACTABICHUIO
uHdopmauu (CpOUHbIX U NEPUOANYECKHUX):

3aJiep>Kka MO0 yNylIeHUs B MPEACTaBICHUU HMHOOpPMALMKM 10
0e30MacHOCTM B COOTBETCTBUM C TpEOOBAHUSIMU  3aKOHOJATEIbCTBA
rocy/lapCcTBa-ujiecHa U MEXIYHAPOAHBIX JOTOBOPOB U AKTOB, COCTABJISIOIINX
npaBo Coro3a;

HU3KOE Ka4eCTBO (B TOM YHCJIE HETOYHOCTh, HEMPOCIICKHUBAEMOCTD,
OTCYTCTBHE LIEJIOCTHOCTH) TUOO HEIMOIHOTA MpeIcTaBIsieMoi nHGOpMaIlnH;

HECOOTBETCTBUE MEXIy MpeACTaBiseMor uH(opManuein U IpyrumMu
HMCTOYHUKAMHU UH(OPMAIIHH.

4.2.1.2.2.3. @akTOopbl B YACTU 3alPOCOB YIOJHOMOYEHHBIX OPraHOB

rocyaapCTB-4JICHOB!
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OTKa3 OT MPEACTAaBICHUS 3alpaniuBaeMod HH(OpPMALMU B CPOKH,
yKa3aHHbIE YIIOJIHOMOUYEHHBIMU OpraHaMH roCy1apCTB-YJIEHOB;

HU3KOE KaueCcTBO MPEJCTABISEMbIX JaHHBIX WM HMX HEHAJJIexKallee
NPEICTABICHUE [0 3ampocaM OT YIOJIHOMOYEHHBIX OPIaHOB TOCYIapCTB-
YJIEHOB O MPEICTaBIECHUU UHPOPMALUU.

4.2.1.2.2.4. ®aktoppl B  YaCTU  BBINOJHEHUA  YCTaHOBJICHHBIX
00513aTeIbCTB:

00€CTIOKOEHHOCTh (0OOCHOBAHHOE€ MHEHHE OTHOCUTENIBHO OTCYTCTBUS
B pACIOpSOKEHUM  JIepXkKaTelsi  PErMCTPAllMOHHOTO  YJIOCTOBEPEHUS
OpraHU3al[MOHHON CTPYKTYPbI, peCypCHOM 0a3bl WM CUCTEMbI 00ECIECUECHHUSI
KayecTBa CHUCTEMbl (papMakoHag30pa) 1O TOBOAY COCTOSHUS — WJIU
BBINIOJIHEHUSI 0053aTEIbCTB B paMKax IJIaHa MO YIPABIECHUIO PUCKAMU;

3aJlep)KKa  WJIM ~ HEBBINOJHEHUE  KOHKPETHBIX  00S3aTeNIbCTB,
KacaroUIMXCd MOHHUTOPUHIra O€30MacHOCTH MNPOAYKIIMH, BBISBICHHBIE BO
BpeMsl IPOLEAYPbl 3KCHEPTU3bl PETHCTPALMOHHOIO JIO0ChE JEKAPCTBEHHOIO
npernapara;

HU3KOE Ka4eCTBO OTYETOB, MPEACTABICHHBIX B OTBET Ha 3amlpoc O
BBITIOJIHEHUH YCTAHOBJIEHHBIX 00513aTEIbCTB.

4.2.1.2.2.5. @akTOppl B 4aCTH UHCIIEKLINU:

3aJlep)KKa BO  BHEAPEHMM WM  HEHAJUIEKAIIEEe  BBIIOJIHEHUE
KOPPEKTUPYIOUINX U MPEAyNPEAUTENbHBIX TEHCTBUM;

NOJIyYeHUE MPHU BBIMOJHEHUU JAPYTUX HHCHEKIMH Ha COOTBETCTBUE
TpeOOBaHUSAM HaJIeKAIIUX (PAapMalleBTUUECKUX NPAKTUK HHPOPMALUU O
HECOOMOIeHN TpeOOBaHMIM  3aKOHOAATENbCTBA TOCYJApPCTBAa-WiICHA U
MEXAYHAPOIHBIX JIOTOBOPOB M AaKTOB, COCTaBISAOIIMX IpaBo Coro3a, WK

00s13aTeNbCTB MO 00ECTICUeHUIO O€30TTaCHOCTH JICKAPCTBEHHOTO TIpernapara;
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npoBepka HHGOPMALMK, TMOTYYEHHONW OT JPYTUX YIOJIHOMOYEHHBIX
OpraHOB TOCYJApCTB-WICHOB, KOTOPHIE MOIVIM BBIIBUTH HECOOTBETCTBUS
CUCTEMBI (papMaKOHa30pa.

4.2.1.2.2.6. nble (akTopsI:

poOJieMbl, BBISBIICHHBIE IIPU PAacCMOTPEHUU MacTep-(aiijia CUuCTEMbI
dhapMakoHa130pa;

uHass uHpoOpMalUs WM MOCTyHarolue KajnoObl (IpeTeH3un),
yKa3blBalOIIME HA  OTCYTCTBHE Yy  JepKareiss  perucTparioHHOTO
YIAOCTOBEPEHHsI CUCTEMBI (papMakoHAJ30pa WM CUCTEMBI OOECIIEUEeHUsl €€
Ka4yeCTBa.

4.2.1.3. JlopeructpalliOHHbIE HHCIIEKIUU.

4.2.1.3.1. lopeructpaliuOHHbIE UHCIIEKIIUU CUCTEMBI (hapMaKoHaA30pa
BBINIOJIHAIOTCSL IO BBLAAYU 3asBUTEIIO0 PETUCTPALUOHHOIO YIOCTOBEPEHUSI.
[lenpr0 TakMX MHCHEKIMN SBIsSIeTCS H3ydyeHHe (YHKUUOHUPYIOUIEH Wiu
IUIAHUPYEeMOM  cuUcTeMbl  (hapMakoHajg30pa B COOTBETCTBUU  C
IPEICTABICHHBIM 3aBUTEJIEM ONMCAaHUEM CHCTEMBL. JlOperncrpanroHHbIE
WHCIIEKI[MU CHUCTEMBbl (apMaKoOHAA30pa HE SBISIIOTCA 00sA3aTelbHBIMU, HO
MOTYT MOTpPeOOBaThCS MPHU OMNPEACICHHBIX 00cToATeNnbCcTBAX. [IpuHLUIIBI
3arpoca O NPOBEICHUU JOPETUCTPALMOHHON HWHCIEKUUU JOJKHBI OBITh
OTpe/IeNieHbl 3apaHee M HE JOJKHBI SBISATHCA MPUUUHON HEOOOCHOBAHHBIX
MHCIIEKTUPOBAHUM, KOTOpPBIE MOTYT 3aJepkKaTh BbIIAYY PETUCTPALUOHHBIX
yaoctoBepenuit. [Ipu paccMoTpeHuu 11e1ecoo0pa3HOCTH U 000CHOBAHHOCTHU
BBINIOJIHEHUSI  JIOPETUCTPALIMOHHBIX ~ MHCHEKUUWA  CIEAyeT  y4YUTHIBATh
cienyrotue GakTopsl:

3asBUTENIL  paHee He paboTall C  HUMEIOMICNCS  CUCTEMOU
¢dapMakoHaaA30pa Ha TEPPUTOPHUAX TOCYIAPCTB-WICHOB WM HAXOAMTCS Ha

CTaJIMU CO3/IaHUSI HOBOW CUCTEMBI (hapMaKOHa/130pa;
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noisydyeHa wuHbopMmalus (HaIpUMeEp, HCTOPUS MPEAIIECTBYIOIIMX
MHCIIEKIIUN MO0 yBeAaoMJieHHuE (MH(pOpMalMs) APYrHUX YINOIHOMOYEHHBIX
OpraHOB TOCYHapCTB-WICHOB O HECOOTBETCTBHUHM) O TOM, 4YTO JEp)KaTelb
PErHCTPALIMOHHOTO YAOCTOBEPEHUS HMEET HApEKaHHWs IO BbIIOJIHEHHUIO
TpeboBaHMii K cucreme (¢apMakoHam3opa. Ecimu y  gepkarens
PErUCTPAIIMOHHOTO YIOCTOBEPEHUSI MMEETCSl UCTOPUSI CEPHE3HBIX U (WJIN)
NOCTOSIHHBIX HECOOTBETCTBHI CHCTEMBI (hapMakoHaJ30pa ACHCTBYIOIIUM
TpeOOBaHUSM, TO JOPETUCTPALMOHHAs MHCIIEKIUSA CUCTEMBI
(dapmakoHa130pa MOXKET OBITh OJTHUM M3 MEXAHW3MOB MOATBEPKACHUS TOTO,
4To cucreMa Oblla COOTBETCTBYIOIIMM O0pa3oM HCIpaBieHa WM
YCOBEPIICHCTBOBAHA;

IpU HaJu4Yuu MpoOsieM, Kacarommxcs Oe30MacHOCTH ONpeeIeHHBIX
JIEKapCTBEHHBIX MPENaparoB, MOKET ObITh MPU3HAHO HEOOXOJUMBIM OLIEHUTD
BO3MO>KHOCTH CO CTOPOHBI ICPKATENsI pETUCTPALMOHHBIX YI0CTOBEPEHMIA:

peanu3aiuy MEpPONPHUATUS 1O MHUHMMH3AlUA PHUCKOB, CBSI3aHHBIX C
KOHKPETHBIM JICKQpPCTBEHHBIM MPETapaToM;

HAJJICKAIEr0 BBIMOJIHEHUS OCOOBIX TpPeOOBaHUN MO 00ECHEYEHUIO
0€30MacHOCTH MPUMEHEHUS JIEKApCTBEHHBIX MpenaparoB, KOTOPbIE MOTYT
OBITh YCTAaHOBJICHBI;

HAJUICKAILEr0  BBIIIOJIHEHHUS] TNPOLEAYpP B  paMKax pPyTHHHOIO
¢dapmakoHaaA30pa JIEKAPCTBEHHOIO IpEenapara, BHI3BIBAIOIIETO OIACCHHUS
B OTHOILIEHUU NPOGuIsi 0€301MaCHOCTH.

[IpunsTHE pelieHrs MO BBITOJIHEHHUIO TIOPETUCTPALIMOHHON UHCTIEKIIUU
BKJIIOUaeT B Ce€0sl OLIEHKY PHUCKOB C KOMIUIEKCHOM OIIEHKOH BOMPOCOB,
KaCaroUINXCs OMPENEIICHHBIX JIEKAPCTBEHHBIX MTPENaparoB U CUCTEMBI.

42.1.3.2.B caywae ecim B pe3yibrare JOPErMCTPALUOHHOU
MHCIIEKIIUM CUCTEMbI (DapMaKoHaJ30pa BO3HUKAET OOECIOKOEHHOCTh 10

moBoagy  CIio COOHOCTH ACpiKarciisi  PCruCTpalloOHHOI0  yaOCTOBCPCHUA
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BBIMIOJIHATH TpeOOBaHUS K cucTeMe (hapMaKoHaJ30pa, YCTAHOBIICHHbBIE
3aKOHOZIATEIbCTBOM TOCyAapcTBa-ujieHa W  Hacrosmmmu [lpaBunamu,
YIOJHOMOYEHHBI OpraH ToCyJapCTBa-4ieHa MOXET HPHUHATH CIEAYIOIINE
MEpBHI:

a) OTKa3 B perucTpanmy, MOATBEPKACHUN perucTpauuu
(mepeperucTpaliu) Wil UHBIX MPOLEAYPax, CBI3aHHBIX C PETUCTpallUeH;

0) BBIIIOJIHEHUE MOBTOPHOM MHCIIEKUUHU JO0 BBIJAYH PErHUCTPALIMOHHOTO
YAOCTOBEPEHHSI C 1EJIbI0 TOATBEPKICHUS YCTPAHEHUS KPUTHUYECKHUX
HECOOTBETCTBUM U BBITIOJHEHUS PEKOMEHIAINM;

B) BblJJa4a PETHCTPALMOHHOIO YIOCTOBEPEHUSI C PEKOMEHAaluen
OPOBEJCHUSI  MHCHEKUMU  CUCTeMbl  (apMakoHaJg30pa Ha  paHHEM
NOCTPErUCTPALIMOHHOM TaIe.

4.2.1.4. IlocTperucTpaiiOHHbIE HHCIIEKIUU.

[TocTperucTpallmoHHble  MHCHEKIMH  CUCTEMBbI  (hapMaKkoHaaA30pa
IPOBOJATCS MOCIIE BBIJIAYH YIOCTOBEPEHUS O FOCYIapCTBEHHOW PErUCTpalun
Y NIPEAHA3HAYEHBI U OLICHKH BBINOJIHEHUS JIEPKATEIEM PETUCTPALMOHHOIO
YAOCTOBEPEHUS CBOMX 00s13aTeNIbCTB no (dbapmakoHaa3opy.
[locTperucTpalliOHHbIE ~ MHCHEKIMUM  MOTYT  ObITh  JIIOOOro  THMa
B cOOTBETCTBUHU C MyHKTaMu 4.2.1.1 n 4.2.1.2 nacrosuux I[Ipasui.

4.2.1.5. O0bsBIEHHBIE U BHE3AITHBIE NHCIEKINH.

BonpimivHCTBO ~ MHCHEKIME — cucTeMbl  (papmakoHagzopa  OyayT
OOBSIBIEHHBIMH, YTO MPEIOIAraeT yBeIOMICHUE UHCTIEKTUPYEMON CTOPOHBI
O HEOOXOAMMOCTH O0O0€CIEUeHUs] MPUCYTCTBUSA COOTBETCTBYIOIIMUX JIMI[ BO
BpeMs MPOBEACHUS MHCIEKINHU. B psane ciayyaeB 1enecooOpa3HbIM SBIISETCS
NPOBEJCHUE BHE3AMHBIX WHCIEKIHWHA JTUOO YBEIOMIJICHHE WHCIEKTUPYEMOil
CTOPOHBl ~ HAaKaHyHE  IPOBEACHHUS  HWHCIEKUMU  (HalpuMmep,  €Ciu

NpCABAPUTCIIBHOC OOBSABICHHE MOXKET TIIOCTAaBUTH noxa yrposy nIcliim
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WHCIIEKIMU WA €CIIM WHCIEKIHS MPOBOJUTCS B CXKAThIE CPOKH IO
0e30TarareJbHbIM IPUYMHAM, CBSI3AHHBIM C YIPO30i 0€30I1aCHOCTH).
4.2.1.6. IloBTOpHBIE NHCIIEKITUY.

[ToBTOpHBIE WHCIEKIMU MOTYT MPOBOJUTHCS Ha PETYJISIPHOW OCHOBE
B paMKax MIpOrpaMMbl IJIAHOBBIX HWHCIEKIIMN cHUCTeMbl (apMaKoHaI30pa.
Heobxoaumo oneHuTh (akTopbl pucka C LEIbI0 ONPEACNICHUs] TPUOPUTETOB
MOBTOPHBIX HMHCHEKIMK. [lOBTOpHAs MHCHEKIMS Ha paHHEM JTare MOXET
OPOBOAUTHCA B Cllydae, €CIM  BBISIBICHO  3HAYUTENIBHOE  YHCIIO
HECOOTBETCTBUM M TpeOyeTcss MOATBEPKACHUE HAJJICKAIEro BBITTOTHEHUS
JNEUCTBUM W MEPOIPUATHM, HANPABICHHBIX HA YCTPAaHCHUE 3aMEUYaHUU,
U OIIEHKH T[IOCTOSSHHOTO BBINOJTHEHUSI 0053aTeIbCTB M COOMIONEHUS
TpeboBaHMil K cucteMe (papmMakoHaA30pa, B TOM YHUCJIE OLIEHKU W3MEHEHMI
B cucrteme (hapmakoHaa3opa. [loBTOpHas HHCIEKLIMS HA PAaHHEM 3Tarle TakkKe
nenecooOpa3Ha BCKOpE IOCJIE€ TPOBEICHUSI MPEAbIAyHIEH HHCIEKIUU
B Clydyae Hamu4yus WH(QOpMAIMU O HEBHINIOJIHCHUH WHCIEKTUPYEMON
CTOPOHOM  HaJJIeKAalIUX  KOPPEKTHPYIOIIMX W OPEAYNPEIUTEIIbHBIX
MEpONPHUSITUI MO MPEANUCaHUI0 00Jiee paHHEW MHCTICKIUU.

4.2.1.7. JIuctaHIIMOHHBIC UHCICKIIUH.

JIMCTaHITMOHHBIE WHCIEKIMU CUCTEMbl (papmMakoHaa30pa MPOBOMASITCS
MHCIIEKTOpamMu 0e3 BbIe3/1a K JIepKaTeNI0 PETUCTPALMOHHOIO YI0CTOBEPEHUS
anb0 OpraHu3aluy, KOTOPOW AEJIETHPOBAHO BBIMOMHEHWE (QYHKIUNA TIO
dbapmakoHaa30py. VYkazaHHbie WHCIICKIIUH MOTYT  TPOBOAMUTHCS
C HCTOJb30BAaHUEM TaKUX CPEICTB CBSI3M, Kak WH(OpMaIMOHHO-
TeJEeKOMMYHUKalMoHHast ceTb «UMHTepHeT» wunu TenedoHHAs CBS3b.
[TogoOHBIN THUIT HMHCHEKIIMA MOXKET TaKXe MHCIOJb30BaThCI B Cllydae
BO3HUKHOBEHUS JIOTUCTUUECKUX TPYAHOCTEU MPHU NPOBEACHUN UHCTIEKIIMU Ha
MECTE B CIIy4ae HCKJIIOUUTEIBbHBIX OOCTOSATENLCTB. Pelienne o npoBeaeHun

JIMCTAQHIIMOHHOW MHCIIEKIIUU IIO YCMOTPCHHUIO HHCIICKTOPOB IIOJICIKUT
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COINIACOBAHUIO C  YIOJHOMOYEHHBIM  OpPraHOM  TOCyJapcTBa-dJieHa,
BBIJAIOIIMM [IOPYYEHUE Ha MPOBEACHUE HHCHEKUMH. Jlorucruueckue
aCIEeKThl JUCTAHIMOHHOW MHCIEKIIMH CIIEYET CONIACOBBIBATh C JAEprKaTeIeM
PErHCTPALIMOHHOTO YAOCTOBEpeHUs. B ciywyae ecnu B Xoie NpPOBEAEHUS
JUCTAHIIMOHHONW  MHCHEKUMUHU  BBISIBISIIOTCS  BOINPOCHI,  TpeOyrolue
BBITIOJIHEHUSI OLIEHKU CUCTEMBI (hapMaKOHa130pa HEMOCPEACTBEHHO Ha MECTE,
IPUHUMAETCA PELICHUE O MPOBEJCHWHM WHCIEKIMU C BBIE3JOM Ha MECTO
MHCIIEKTUPOBAHHUS.

4.2.2. [InaHnpoBaHKWE UHCIIEKIUN.

4.2.2.1. [InanupoBaHre MHCIEKIMN cucTteM (papMakoHaa30pa AOTKHO
OCHOBBIBAaTbCSl HA CHCTEMHOM IIOAXOAE, OPUEHTUPOBAHHOM HA OLEHKY
PUCKOB, C LEIbIO ONTUMAJIBHOIO HCIIOJIIb30BAaHUS PECYpPCOB B paMKax
OCYLIECTBIIAEMOU JEATEIbHOCTU IO KOHTPOJIO M OOECIEYEHUIO BBICOKOTO
YPOBHSI 3alIUThI 340pOBbsl HaceneHus. [1oaxo Kk miaHupoBaHUIO UHCIEKLIUM,
OCHOBAHHBIN Ha PUCKaX, NO3BOJISIET ONPENEIUTH YaCTOTY, HAIPABIEHHOCTh U
00BbEM WHCIIEKTHPOBAHUSI.

4.2.2.2. IIporpamMmsl VHCIEKLUN CUCTEM dapmakoHaazopa
COCTABJISIFOTCSI YIIOJIHOMOUYEHHBIMUA OpraHaMU TOCYJapCTB-WIEHOB C YYETOM
CIenymuX (GakToOpOB:

a) (paxToOphl, CBA3AHHBIE C UHCIICKITUEH:

UCTOpHUS BBISIBICHUS HECOOTBETCTBUW IO peE3yapTaraM NpeabLAYyIIUX
WHCIIEKIIMH  QapmakoHaa30pa  WJIM  JAPYTHUX  TUIOB  HMHCIEKUUN
(B COOTBETCTBUU C HaJIeKaUUMHU (hapMalleBTUUECKUMU MTPAKTUKAMHU );

Jata MOBTOPHOM HWHCIEKIIMU, PEKOMEHJIOBaHHAsl WHCIEKTOpaMU WIIU
AKCIIEPTAaMU B PE3YJIbTaTe NPEAbIAyLIEH NHCIIEKIINY;

0) (pakTOpHI, CBSI3aHHBIC C JICKAPCTBEHHBIMU MTpENapaTamu:
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perucTpaiusi JEKapCTBEHHOIO TMpernapara, AJisi KOTOPOro Ha3Hau€HbI
JIOTIOJIHUTEJIbHBIE MEpPONpUsITU MO (HapMaKOHAI30py WIM MEPOIPHUATHS,
HaIpaBJICHHbIC HA MUHUMU3AIUIO PUCKOB;

perucTpanus JICKapCTBEHHOrO Mpenapara, JJjisi KOTOPOTO Ha3HaY€HO
MPOBEICHUE TMOCTPETUCTPAMOHHBIX HCCIEAOBAHUN MO OE€30MacHOCTU WU
HA3HA4YEeH JOMOIHUTEIbHBIA MOHUTOPHHT;

perucTpanusi U IOCTaBKa JICKAPCTBEHHOro IMpenapara ¢ OOJIbIINM
00bEeMOM TMpPOJIAXK, T. €. C MOTEHIUAIBHO 3HAUUMBIM BO3JECHCTBUEM Ha
OOJIBIITYIO MOMYJISIIUIO MAIMEHTOB;

perucrpanusi  JEKapCTBEHHOrO  IMpemnapara, HE  MMEIOUIEro
aJbTEPHATUBBI Ha PHIHKE TOCYapCTBA-WICHA,

B) (hakTOphl,  CBSI3aHHBIE C  JEpKarejieM  PErucTPaliOHHOIO
yII0CTOBEPEHUS:

JepKaTesib PErucTPAlMOHHOTO YIOCTOBEPEHUs, KOTOPhIA HHUKOTAA HE
MOJIBEpPrayicsi HHCIEKIIMU CUCTEMBI (papMaKoHA30Pa;

JepKaTeb PErUCTPALIMIOHHOTO YI0CTOBEPEHHS, UMEIOLIU T
B OOpallleHUH 3HAYUTEILHOE YUCIIO JIEKAPCTBEHHBIX IMPENapaToB Ha phIHKaX
roCy/1apCTB-4JICHOB;

JepKaTesib PETUCTPAIIMOHHOTO YAOCTOBEPEHUs, paHEe HE HMEBIIUU
YIOCTOBEPEHU O TOCYAapCTBEHHOW PpETUCTpPAlMM HA  TEPPUTOPUSIX
roCy/1apCTB-4JICHOB;

HeraTuBHasi MH(OpMaIMs B OTHOIIEHWM BBITIOJHEHUS 00s13aTEIbHBIX
TpeOoBaHUM U (WJIK) B CBSI3U C BOSHUKHOBEHHEM MPoOsIeM 1o 6€301macHOCTH
JIEKapCTBEHHBIX TMpenaparoB, IMOJyYeHHAss CO CTOPOHBI YIOJIHOMOYEHHBIX
OpPraHoB TOCYJAapCTB-YJIEHOB M MHBIX TOCYJApCTB, OCYIIECTBISIOMINX
dbapmakoHaI30p, a TAKXKE YIMOJIHOMOYEHHBIX OPraHOB B APYTIHX OO0JACTAX
peryaupoBaHus  OOpallleHusi  JIEKAPCTBEHHBIX  MPEMaparoB (T. €.

COOTBCTCTBYHOIIUX HAIJICKAIITUX (bapMaLICBTI/ILIeCKI/IX HpaKTI/IKaX);
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TaKu€ W3MEHEHUsI B OPraHU3allMOHHOM CTPYKType JepiKareis
PETHCTPAIIMOHHOTO yAOCTOBEPEHHUSI, KaK CIUSHUS U TTOTJIONICHNUS,

) (paKTOpPBI, CBI3aHHBIE C CUCTEMOU (hapMaKOHa130pa:

JepKaTelb PETUCTPAIMOHHOTO yIO0CTOBEPCHHS, UM ETOTIIHHA
CYyONOJIpSITHYI0  OpTraHU3aIMI0 10 OCYIIECTBICHUIO JIEATEIbHOCTU 10
dapmakonanzopy (B yactu pyukiuit YJID B Corose, npeacTaBieHus OTYETOB
no 0e30MacHOCTU U T. J.) U (MJIM) HECKOJIBKO OpraHu3alluil, TPUBICUCHHBIX
JUTSL OCYIIIECTBIICHUSI MEPOIIPUATHI O (hapMaKoHAA30pY;

3ameHa YJI®D ¢ MOMEHTa MOCIeAHEN NHCIICKIINH;

u3MEHEeHHs B 0a3e (0a3ax) MaHHBIX MO OE30MACHOCTH JIEKAPCTBEHHBIX
npenaparoB, KOTOpble MOTYT BKJIIOYaTh B ceOi HM3MEHEHHWE caMoi 0asbl
JAHHBIX WJIM B3aWUMOCBS3aHHBIX 0a3 JaHHBIX, CTaTyC BaluJallid 0a3bl
JTAHHBIX, a Takke MHPOpMAITUX O TIEPEIaHHbBIX WIIA TTePEHECCHHBIX JaHHBIX;

W3MCHECHHUS B JIOTOBOPHBIX OTHOIIECHHUSX C IMOCTaBIIMKAMHU YCIyT IIO
dbapmakoHa130py WIIM MECT BBHITIOJTHEHUS (DyHKIHM M0 (papMakoHAA30DY;

JeNIeTUPOBAHUE WIIM TIepeaada ympaBlIeHUs] MacTep-(paiioM CHCTEMBI
dhapMakoHa130pa.

4.2.2.3. YNOJITHOMOYEHHBIE ~ OpraHbl  TOCYJAapCTB-WICHOB  BIIPaBE
3arpanmBaTh TpeOyemyr WHGOpPMAIUIO Y JepiKaTele perucTparmoOHHBIX
yAOCTOBEPECHHUI B IEJAX TUTAHUPOBAHMS WHCIIEKIIMH HA OCHOBAaHHWH TIOJXO0J1a
10 OIICHKE PHUCKOB, B CIydae €CJIM Ha MOMEHT IUIAaHUPOBAHHWS OHA HE
SIBIISICTCSI JIOCTYITHOM.

4.2.3. lncnektupyemble 0OBEKTHI.

JIro6ast CTOpOHA, OCYIIECTBIISIONIAs MEPONPHUSITHSI TI0 (hapMaKOHAA30PY
MOJIHOCTBI0 WJIM YAaCTHYHO OT WMEHHU Jep)Kares PEernuCcTPalMOHHOTO
yAOCTOBEPEHHUSI TMOO COBMECTHO C HUM, MOXKET MOABEPTaThCs MHCIICKIINH Ha
MOJTBEPKJIECHUE CIIOCOOHOCTH HAJJICXKAIIETO BBIMIOJHEHUS JIeprKaTeieM

PETUCTPATUOHHOTO YOOCTOBCPCHUA 00513aTeNbCTB 51 CO6JIIO,I[CHI/I$I



77

oOs3aTelbHBIX ~ TpeboBaHMM 10  ¢apmakoHan3opy. OOBEKTH  JJIs
WHCITEKTHPOBAHUSI MOTYT OBITh PACIIONOKEHBI HA TEPPUTOPHUAX TOCYIAPCTB-
4JIEHOB JM00 3a ux npeaenamu. MHcnekuun o0bekToB 3a npenenamu Corosza
MOTYT MPOBOAUTHCS, €CIIU TIaBHBIN IIEHTp dapMaKoHaa30pa, 0a3bl JTaHHBIX U
(wnM) BBIMIOJIHSEMAs JEATEIBHOCTh IO (DapMaKOHAA30Py HAXOIATCS 3a
npenenamu Coro3a. TUN ¥ KOJIMYECTBO UHCTIIEKTUPYEMBIX OOBEKTOB JIOJKHBI
BBIOMpAThCSI  COOTBETCTBYIOIIMM  00pa3oM,  4YTOObl  TapaHTHPOBATH
JOCTHKCHHUE KITIOYCBBIX I1eJIeH MWHCIICKITUH.

4.2.4. O0beM UHCHEKIUH.

OO0beM HHCHOEKIMM 3aBUCUT OT IeJedl HMHCHEKIMH, OXBara
OPEeAbIAYIIMMA WHCIEKIMUSIMHU YIOJTHOMOYEHHBIMH OpraHaMu TOCYIapCTB-
YJICHOB, a TakKe OT THUIAa WHCHeKnuH. llpm T1uTanupoBannm oOBeMa
WHCITEKITUH HEOOXOIMMO YIUTHIBATH:

a) uHpopMalnio, MPEICTaBICHHYIO B  MacTtep-Gaijie CUCTEeMbI
dbapmakoHanzopa;

0) nadopMaIiio 0 (PYHKIMOHHPOBAHWUU CHCTEMBI (hapMaKoOHAI30pa,
HampuMep, JaHHbIE O  COOTBETCTBUHM  CHCTEMBI, HMEIOIIHECT Y
YIOJTHOMOYEHHOTO OpraHa rocyIapcTBa-ujcHa;

B) KOHKpPETHBIC (paKTOPHl MHUIIMMPOBAHUS WHCIIEKIIMM B COOTBETCTBUU
¢ myHKTOM 4.2.1.2 Hactosmux [IpaBuo.

4.2.4.1. CranmapTHBIC HHCTICKIIMH (hapMaKOHAa130pa.

B nmpomecce mpoBeneHWs CTaHAAPTHBIX  HMHCICKIIUA  CHCTEMBI
dapmakoHaa30pa TpoBepsieTcss coOmoneHrne TpeOoBaHUI 3aKOHOAATEIHCTBA
rocyaapcTBa-ujieHa W MEXTYHAPOIHBIX JOTOBOPOB M aKTOB, COCTABJISIOIINX
npaBo  Coro3a, 1o  ¢dapmakoHaazopy. Ecim 3T0  nmpumenmmo,
WHCIIEKTUPOBAHUE JOJDKHO BKIIFOYATh OICHKY CIEAYIONUX 3JIEMEHTOB

CHUCTCMBI.
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a) mpoueAaypsl pabOThl C UWHAUBUIYAIbHBIMU COOOIICHUSIMU O
HEeXeJIaTeIbHbIX PeaKIUsaX Ha JIeKapCTBEHHBIN npenapar (nanee — MCHP):

cOop, MOJydeHUE U OOMEH COOOIICHUSIMM, MOJYYEHHBIMU H3 BCEX
UCTOYHUKOB, OT OOBEKTOB M OpraHu3aluid B paMKax CHCTEMBbI
dbapmakoHan3opa, B TOM 4YHCJIE€ OT TEX OpraHu3alui, KOTOphle Ha
KOHTPAKTHOM OCHOBE BBIMIOJIHSIIOT 00s3aTeNIbCTBA MO (hapMaKoOHAA30Py st
JepKaTeasl PErucTpalMOHHOTO YIOCTOBEpPEHHUs, a TakXkKe OT HHBIX
NoJIpa3JeleHU OpraHu3aliK, He OTHOCSAIIUXCA K cucTeMe (hapMakoHaA30pa;

OLICHKa COOOILEHU, B TOM YUCJIE MEXaHU3MBI MTOJIyYEHUS U MPoLEeaypa
perucTpauuy OLEHKU JIUI, MNPEACTAaBUBIIUX COOOIIEHUS, HCIOJIb3yeMas
TEPMHUHOJIOTHS, OLIEHKA CEPbE3HOCTH, OXUIJAEMOCTH M  IPUYUHHO-
CIICICTBEHHOMU CBSI3U;

pEerucTpanus pe3yJibTaTOB IMOCIEAYIOIIETO HAOMIOAEHUS M HCXO/IOB
(HampuMep, MCXOJA B CIydasiX BO3ACHCTBHUA JIEKQPCTBEHHOTO Ipernapara Ha
IUIOA B MEPUOJ OEPEMEHHOCTH U MEIUIIMHCKOE MOATBEPKIEHNE COOOLICHUH,
NOJIyYEHHBIX CO CTOPOHBI [TALIUEHTOB);

BBINIOJIHEHWE TPEOOBAHUI 3aKOHOAATENbCTBA TOCYJAPCTB-YICHOB U
MEXAYHAPOIHBIX JTOTOBOPOB M aKTOB, cocTaBisitouux mnpaBo Corosa, 1o
npeacraBieHno  paznmuuHbix  tunoB  MMCHP B cooTBercTByromue
YIOJIHOMOYEHHBIE OpraHbl FOCY1apCTB-YICHOB;

BEJICHUE JOKyMeHTaluu u apxuBuposanue MCHP;

0) nmepuoMuecKue OOHOBIISIEMbIE OTYETHI MO 0e30macHOCTU (eciu
PUMEHUMO):

MOJIHOTA M JIOCTOBEPHOCTh BKIIFOUEHHBIX JAHHBIX, OOOCHOBAHHOCTb
penIeHni, OTHOCAILLUXCS K JaHHBIM, KOTOPBIE HE BKIIFOUEHBI;

pemieHue BOMPOCOB MO HW3MEHEHWI0 mpoduis 0Oe301macHOCTH,

MpCACTAaBJICHHUEC COOTBCTCTBYIOIINX aHAJIN30B U MCP;
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opopmnenue I[IOOb B  COOTBETCTBUM C  YCTaHOBJICHHBIMU
TpeOOBaHUSIMU;

CBOEBPEMEHHOCTh MPE/ICTABICHUS;

B) HEMpPEphIBHAS OlIEHKA Mpoduiisi 6€30MacCHOCTH:

UCIIOJIb30BAaHUE BCEX MCTOYHMKOB HMH(pOpMalUMU Jisi OOHApYKEHUs
CUTHAJIA;

MPaBUWJIbHOE TPUMEHEHUE METOI0JIOTHH aHalii3a H(popMaluy;

COOTBETCTBUE MPOLEAYP PACCIEAOBAHUS W MOCIECAYIOIMUX JIEUCTBUU
(HanpuMmep, BHEPEHUE PEKOMEH AN MTOCTIe aHalli3a JaHHBIX);

peanu3ainus MiaHa yrpaBieHUs! PUCKAMU UK APYTHX 00s13aTENIbCTB,;

CBOEBPEMEHHOE BBISIBIICHHE W TMPEJICTABICHUE IOJHBIX W TOYHBIX
JAHHBIX YIOJHOMOYCHHBIM OpraHaM TOCYIapCTB-WJICHOB, B YaCTHOCTH
B OTBET Ha KOHKPETHBIE 3aPOChI JAHHBIX;

BKJIIOYCHUE YTBEPXKJICHHBIX W3MEHEHUM B COOOIIEHUsI, Kacaroluecs
06e30macHOCTH, 1 HHGOPMAIIHIO O JIEKAPCTBEHHOM Ipernapare;

I') FHTEPBEHIIMOHHBIC (MTPH HEOOXOAUMOCTH) W HEWHTEPBEHIIMOHHBIC
KJIIMHUYECKUE UCCICOBAHUS :

NpEACTaBICHUE  COOOIIEHUH O  TOJO3PEBAEMBIX  CEPhE3HBIX
HEOXXUJAHHBIX HEXEeJaTeIbHbIX PEaKIUIX B COOTBETCTBUM C TPEOOBAHUSIMHU
3aKOHOJIATEIbCTBA TOCYAaPCTB-YJICHOB;

MOJIyYEHHE, PETUCTPALMs U OLICHKA CIy4aeB HEXKENATEIbHbIX PEaKIUi,
BBIBJICHHBIX B XOJIc HMHTEPBCHIIMOHHBIX W  HEHMHTEPBECHIIMOHHBIX
KIIMHUYECKUX MCCIICIOBaHUM;

MpEACTaBICHUE pe3yJIbTaTOB MCCICAOBAaHUS U COOTBETCTBYIOIIECH
uHopmaruu 10 OE30MaCHOCTH JIEKAPCTBEHHBIX TIIpemaparoB B (opme
OTUYETOB COMIACHO TPEOOBAaHMIM 3aKOHOJATEIBCTBA TOCYAaPCTB-UJIEHOB;

COOTBETCTBYIOIIUN BBIOOD CIIPABOYHOM UHpOpMALIU o

0€30MacHOCTH, TMOJJIep’KaHue aKTyaJdbHOro YpoBHS uUHGOpMaIMu B
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Opomrtopax wuccienoBaresiss WiIM HHPoOpMalMd 10 O€30MacHOCTH IS
MaIMeHTA,

BKJIFOUEHWE JAHHBIX WCCICIOBAHUSA B TEKYIIYIO OIICHKY MPOQUs
0€30IacCHOCTH JIEKApCTBEHHOTO Mperapara;

1) IPOLEAYPHI CUCTEMBI (papMaKoHa30pa:

ponu u ob6si3anHOCTU YJI®D, Hampumep, OCTyH K CHCTEME KadecTBa
dbapmakoHa3opa, mactep-(aily cucteMbl (papmakoHaa30pa, MOKa3aTeIsM
3G(HEKTUBHOCTH W HWHIWKATOpAM CHCTEMBI, OTYeTaM II0 ayJuTaMm |
WHCITeKITUSAM, a TaKXe WX CIOCOOHOCTh MPUHUMATh MEPHI MO YIIYYIICHHIO
COOTBETCTBHUS;

poiii W OOS3aHHOCTU JEpKaTelsi PErHCTPAIMOHHOTO YIOCTOBEPEHUS
B OTHOIIIEHUU CUCTEMBI (hapMaKOHAa/130Pa;

TOYHOCTb, ITOJTHOTA U TIOJACP’)KaHUE aKTyalIbHOTO YPOBHS HH(pOpMaIIUN
B MacTep-daiiie cuctemMbl (hapMaKoHa130pa;

Ka4eCTBO W COOTBETCTBHE YPOBHSA TOJATOTOBKU, KBadu(UKAIUU U
OTIBITA MEPCOHAA,

OXBaT W COOTBETCTBHE CHCTEMBl KadeCTBa B OTHOIICHUU CHCTEMBI
dapmMakoHa/130pa, B TOM YHCJIE BBITIOJHEHHUE MPOIECCOB KOHTPOJIS KauyecTBa
1 00€eCIIEUEeHUS KaUueCTBa;

MIPUTOMHOCTh HCTIOJIB3YEMBIX KOMIBIOTEPU3UPOBAHHBIX CHUCTEM IS
BBITIOJTHCHUSI KOHKPETHBIX (DYHKITUN;

COTIIAIIEHUS CO BCEMHU YYaCTBYIOIIIMMHU CTOPOHAMH, COOTBETCTBYIOITUM
o0pa3oM OTpakaroIiue OOSI3aHHOCTH W MEPOIPHUATHS IO BBITIOJHEHUIO
dapmakoHaI30pa, a TAKXKE HAJISKAIEEe UX BBITIOJTHEHHE.

NHcnekiuss MOXET BKIIOYaTh B Ce€0sS  OICHKY COOTBETCTBUS

OCYHICCTBIICMBIX MCP MUHHUMHU3ANH PUCKOB YCTAHOBJICHHBIM Tpe6OBaHI/IHM.
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4.2.4.2. BHemJiaHOBBIE HHCIIEKIIHH.

OObeM BHEIUIAaHOBOM MHCHEKLHMH 3aBUCUT OT MPUYUH €€ HAa3HAYCHUS.
B 4nciio oneHMBaeMbIX acClEeKTOB CHUCTEMBl MOTYT BOWTH YyKa3aHHbIE B
nyHkre 4.2.4.1 Hacrosamux [IpaBuin, a Takke CIeayromue aCueKThl:

a) BoBiieueHue u nHopmupoBaHHocTh YJID nmo Bompocam, CBSI3aHHBIM
C KOHKPETHBIM JIEKAPCTBEHHBIM MIPENapaTom;

0) yriyOJIeHHOE M3yY€HHE IPOLIECCOB, MPOLIEYP NPUHATUS PELICHUH,
BBINIOJIHEHUSI MH(DOPMUPOBaHUS M pealu3aldd Mep, CBSI3aHHBIX C
KOHKPETHbIM  ()aKTOPOM  WHUIMUPOBAHUS ~ HMHCHEKUMM U (WJIN)
JIEKapCTBEHHBIM ITPENapaToM.

4.2.4.3. IloBTOpHBIE UHCIIEKIIUU.

4.2.4.3.1. Onpenensis 00beMbl pPadbOT MO NPOBEACHUIO TOBTOPHOU
WHCIIEKI[MY, HY’)KHO YUUTBIBATh CJIECIYIOLINE ACIIEKThI:

a) aHAJIU3 COCTOSIHUSL CUCTEMBbl W (WJIM) IJIaHA KOPPEKTUPYIOIIUX HU
OpeaynpeaUTeNbHbIX MEPONpPUATHHA, pa3padOTaHHOTO IO pe3ylibTaram
npeablIylIed HHCIEeKIUK (papMakoHaa30pa;

0) aHaM3 3HAYUTENIbHBIX W3MEHEHHUH, KOTOpbIe€ BHECEHBI B CHUCTEMY
(dapmakoHa30pa CO BPEMEHM TMOCIEAHEH HMHCHEKUUH (QapMakoHaa30pa
(HampuMmep, u3MeHeHue O0a3bl JaHHBIX (apmMakoHaA30pa, CIUSHUE WU
NOMIOUIEHNE KOMIIAHWHW, 3HAUWUTEJIbHBIE W3MEHEHUs B JIOTOBOPHBIX BHAAX
NeSITEeILHOCTH, 3aMeHa YJID);

B) aHAJIM3 MPOLECCOB U (MJIM) BONPOCOB B OTHONIEHUU KOHKPETHOIO
JEKapCTBEHHOTO  Mperapara, BBISIBICHHBIX B pe3yibrare  OLCHKU
uHdopmanuu, pe/ICTaBICHHON JepkarenemM PEruCTPAIIMOHHOTO
YAOCTOBEPEHMS, WU HE BKIIOYCHHBIX B OObEM HMHCIEKTHPOBAHUS
MPEIbIAYIIECH NHCIICKIAECH.

4.2.4.3.2. O0ObeM MOBTOPHON MHCIEKIUU OMPEACISeTCs pe3yiabraraMu

npeameCTBYOIUX WHCIIEKIIUM U MOXKET OBITH pacliupeH € Y4YCTOM psida
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dbakTopoB (HampuMep, BpPEMEHH OT AaThbl MPOBEJICHUS MPEAIICCTBYIONICH
WHCIIEKIINH, 00beMa MPEAIECCTBYIONICH NHCTIEKIINY, €CITU 3TO MPUMEHUMO).

4.2.5. Ilporiecc MHCTIEKIIUN.

4.2.5.1. Uucnekuuu  (papmakoHaazopa HEOOXOAMMO IUIAHUPOBATb,
KOOPAMHUPOBATH, MPOBOAUTH, IPEACTABISATH OTYETHl O HUX, KOHTPOJIHPOBATH
BBITIOJIHEHUE 3aMEUaHUM W  JIOKYMEHTUpPOBaTh B  COOTBETCTBUM C
npoleAypaMl HWHCHEKIUHM, BBINOIHAEMBIX Ha TEPPUTOPUSX TOCYIAAPCTB-
yjieHOB. COBEPIIICHCTBOBAHUIO M TapMOHM3AIMU TPOBEJACHUSI WHCIIECKIIUM
OyayT CHOCOOCTBOBAaTh  COIVIACOBAHHBIE  MPOLIECCHI U MPOLEIYPHI,
COBMECTHBIE TIPOBEPKH, OOMEH ONBITOM U OOy4YeHHWE WHCIEKTOPATOB
YIOJIHOMOYEHHBIX OPraHOB rOCY/IapCTB-YJICHOB.

4.2.5.2. llpouenypsl 1O HMHCOEKUMSAM (apMakoHag30pa CUCTEM
(dapmakoHa130pa JOJKHBI BKIIIOYATh B CE0sI CIEAYIONINE POLIECCHI:

a) oOMeH uHdopMaluei;

0) MIaHupOBaHUE WHCIICKITUH;

B) JOPETUCTPALIMOHHBIE UHCIIEKIINH;

') KOOpAUHAIIUSI UHCIIEKIIUN cucTteM (papmakoHaj30pa B rocyaapcrBax-
YJIeHax;

1) KOOpAWHALIUS WHCHEKIMH, TMPOBOAUMBIX B TOCYIapCTBaX, HE
aBIsitouxcs wieHamu Coro3a (B TOM YUCJIE UHCTIEKIHUN TOJIPSTUYUKOB);

€) TOJIrOTOBKA MHCIICKIIMKA CUCTEM (papMakoHAI30pa;

) TIPOBEICHUE MHCTICKIINI cCucTeM (papMaKoHa30Da;

3) OTYETHOCTh IO  MHCIEKIUSIM cHUCTeM (papmakoHan3zopa U
MOCJHEAYOIIMN KOHTPOJIb;

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

K) BEICHUE YydeTa M apXWBUPOBAHUA JOKYMEHTOB, IMOIYYECHHBIX

B pe3yJbTaTe MHCIIEKINI crucTeM (apMaKkoHa130pa;
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J1) BHE3AIHbIEC MHCIIEKIUY;

M) CaHKIIMM W PETYJSITOPHBIC WX TPUHYIUTEIbHBIC MEPHl B Clydae
CEpbE3HOr0 HECOOMIoeHUsT TPeOOBaHUN 3aKOHONATENbCTBA TOCYIAPCTB-
qJICHOB U HacTosmux [IpaBmi;

H) pEKOMEHJAIMM TI0 TMOATOTOBKE HWHCIIEKTOPOB, BBIMOJHSIOMIMX
WHCIICKIIMM CUCTEM (papMaKOHA30pa, U 0OMEHY OMBITOM PaOOTHI.

4.2.5.3. IIpu HE0OXOAUMOCTH BO3MOXKHA pa3pab0OTKa HOBBIX MPOLEAYDP.

4.2.6. KOHTpOJIb BBITIOJHEHUS 3aMEUaHUN UHCIICKIINH.

B ciydae BbIsSIBIIEHUS B XO/€ BBITOJHEHUS MHCIIEKIIMN HECOOIIOICHUS
00s13aTenbCTB 10 (papMakoHaI30py TpeOyeTcsl yCTaHOBICHHUE MOCIEAYIOIIETO
KOHTPOJISI /10 TIOJIHOTO  BBITIOJIHEHMSI TUIaHA  KOPPEKTUPYIOIIMX U
peayNpeauTeNbHBIX aeicTBUi. CremayeT yYWTHIBaTh CIICAYIOIMIAE METOJbI
KOHTPOJIS:

a) aHAJU3 TUIAaHA KOPPEKTUPYIOIIUX M MPEAYNPEIUTEIbHbIX IEHCTBUN
JepsKaTenss peTUCTPALIMOHHBIX YI0CTOBEPEHUM;

0) aHanmM3 TMEPUOAMYECKUX OOHOBIAEMBIX OTYETOB O XOA€ pador
(B cimyuae HEOOXOAUMOCTH);

B) IOBTOpPHAsT WHCICKIMS IS OIEHKW HAJJIC)KAIIECTO BBIMOTHEHUS
TJ1aHa KOPPEKTUPYIOMIMX U TIPEAYIPEAUTEIBHBIX ICHCTBUI;

) 3aMpoC O TPEICTABICHUH DaHEE HE TPEACTABICHHBIX JTaHHBIX,
W3MCHECHUH (Hampumep, B HMHQPOPMAIMIO O JIEKAPCTBEHHOM IMpernapare),
aHanW3a BIMSHUSA (HampuMep, pe3ybTar aHaju3a paHee HE BKIIOYCHHBIX B
aHaJM3 JaHHBIX MTPU BBITIOJIHCHUH MPOIEAYPHI BBISIBIICHUS CUTHAIA);

1) 3aIIpOC O BBHITIOJIHCHUH HAJICKAIEro MHGOPMHUPOBAHUS, BKITFOYAs
BHECEHHE W3MEHEHWW B WHQPOPMAIMIO, TMPEACTABIIEMYI0O B paMKax

MapKETUHTOBOU JEATEILHOCTH, U (WJIN) PEKIaMHYI0 HH(pOpMAIIio;
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€) 3aIIpoC O BCTpEUE C JiepKaTelieM PEeruCTPallMOHHOTO YI0CTOBEPEHUS
C LEJNbI0 OOCYXJCHHUS BBISBICHHBIX HEIOCTATKOB (HECOOTBETCTBUW) M HUX
BJIUSIHUS HA TIJIAH MEPOTIPUSITUH;

k) mepefadya  pe3ybTaroB  MHCHEKIHMH JPYTUM  YIIOJIHOMOYEHHBIM
OpraHaM rocyJaapcTB-4JICHOB;

3) Ipyrue JACUCTBUA, CBS3aHHBIE C JICKAPCTBEHHBIM IIperaparom,
B 3aBUCHUMOCTU OT BJIMSHMS HEIOCTATKOB (HECOOTBETCTBUW) U PE3Y/IBTATOB
NOCJHENYIOIUX ACUCTBUN (CIoAa MOTYT BXOAWUTb OT3bIBBI WM JIEUCTBUS,
CBS3aHHBIC C BBIJAYEW PETUCTPALMOHHBIX YIOCTOBEPEHUM WM pa3pelIeHUuM
Ha MPOBEJCHNUE KIMHUYECKUX UCTIBITAHUN ).

4.2.7. JIeWcTBUSL U CAHKIMU YIOJIHOMOYEHHBIX OPraHoOB TOCYIapCTB-
YJICHOB.

4.2.7.1. YOJIHOMOYEHHBIE OpraHbl TOCYIapCTB-WICHOB 00ECIEUNBAIOT
KOHTPOJIb BBIMOJHEHUSI AEPKATEISIMU PETMCTPALIMOHHBIX YIO0CTOBEPEHUN
oOsi3aHHOCTEN MO (papMaKOHAA30pY B COOTBETCTBHM C 3aKOHOJATEIbCTBOM
rocyaapcTB-wieHOB W Hactosimumu [IpaBunamu. B ciywdae oOHapykeHHs
HeCcOOMtoicHUsT TpeOOBaHMM  WJIM  HEBBINIOJIHEHUS  00S3aTeNbCTB 110
dbapmakoHa30py JACUCTBUA, KOTOpPbIE HYXHO NPEANPUHATH, JIOJKHBI
ONPENENAThCA MO KaXJAOMYy KOHKPETHOMY Ciyyar otaeiabHo. Kakue
JNEUCTBUS IPEANPHUHSTH, JOJKHO 3aBUCETh OT MOTEHIHUAIBHOIO HETAaTUBHOTO
BIUSHHUS HECOOTBETCTBUU (HECOOMIONEHNWI) Ha 3J0pOBBbE HACCICHHUSA, HO
10001 ciydail HeCOOTBETCTBUI (HECOONIONEHU) MOKET YUUTHIBATHCS MPU
NPUMEHEHUU MPUHYIUTEIbHBIX Mep. [Ipu HE0OXOIMMOCTH YITOTHOMOYEHHBIN
OpraH TrocCylapcTBa-ujeHa JOJDKEH OOeClneyuTh, YTOObl K JAepKaTeiro
PErucTparMOHHOTO YAOCTOBEPEHUS IPUMEHSIINCH 3¢ (EeKTUBHEIE,
COpa3MEpHBIE U CACPKUBAIOIINE MEPBI BO3JICHCTBHS.

4.2.7.2.B coorBerctBUM ¢ HacTosmuMmu IlpaBunmamu u  1ipu

H€O6XO,I[I/IMO CTh C IIpaBUJIaMH, YCTAHOBJICHHBIMHU 3aKOHOAATCJIIBLCTBOM
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rocyJapcTB-4JI€HOB, B  CJydae HECOOJIOACHUS  00s3aTeNbCTB IO
dbapmMakoHaA30py BOSMOXKHBI CIETYIONINE BAPUAHTHI PETYIUPOBAHUS:

a) oOyuyeHue M COJEWUCTBHUE: YIOJHOMOYEHHBIE OpraHbl TOCYIapCTB-
YJEHOB  BMOpaBe  oOOmATbcss € MPEACTABUTENSIMU  JIepiKareseit
PETUCTPALIMOHHBIX YIOCTOBEpeHUN (Hampumep, Ha CcoOpaHHWH), YTOOBI
00OOIINTH BBISIBJICHHBIE HECOOTBETCTBHS, Pa3bICHUTh YCTAHOBJICHHBIE
TpeOOBaHUSI U OXHJAHUSA YIOJIHOMOYEHHOTO OpraHa TOCyAapCTBa-4ieHa,
a TaKKe€ PacCMOTPETh KOPPEKTHPYIOIIME U MpeaylnpeauTeIbHbIe ACHCTBUS,
npejiaraeMble JIepyKaTeieM PEerucTPalliOHHBIX YI0CTOBEPEHUH;

0) mpeacTtaBieHue WHOpPMAIIMK JIPYTUM YIOTHOMOYEHHBIM OpraHaM
rOCyIapCTB-WJIEHOB B paMKaX JIOTOBOPEHHOCTEH 1O  00eCleYeHUIO
KOH(UICHIIUAILHOCTH;

B) MHCTICKTUPOBAHUE JepKaTeliell PEerucTPalliOHHBIX YIOCTOBEPEHHUIA,
KOTOpbIE HE COOJIOAIOT 00s3aTeNIbCTBA WJIM HE BBIMOJHSAIOT TPeOOBaHUSA,
MOXET TPOBOJUTHCS C LEJIbIO OINpEACNCHUsI CTENeHH HEeCOOMI0ACHUS
(HEBBITIOMTHEHHS) 3aKOHOAATEILCTBA TOCYAAPCTB-WICHOB M MEXKTyHAPOIHBIX
JIOTOBOPOB M aKTOB, COCTaBIAIOMIMX NpaBo Coro3a, U B MOCIEAYIOIIEM C
LEJTBIO0 TIOJITBEPKICHUS UX COOJIOECHUS (BBITIOJIHEHMUS );

I') MUCbMO-TIPEAYTIPEXKICHNUE, 3asIBIICHUE 0 HECOOII0IEHUN
(HEeBBITIOJIHEHWM) WM  YBEJOMJICHME O  HApYyIICHWHW, BbIIAaBaEMbIe
YIOJIHOMOUYEHHBIM OPTaHOM TOCyJapCTBa-wieHa ¢ YKa3aHUEM HOPMAaTUBHOIO
PaBOBOTO aKTa, KOTOPBI OBUT HapyIleH, C IeJbl0 HAOMUHAHUS
JepKaTeNsiM PEeTrUCTPAIMOHHBIX YIOCTOBEPEHUN 00 MX 00S3aTeNbCTBaX 10
dbapmMakoHaA30py WM Mepax, KOTOPbIE OHU JOJKHBI MPUHATH, a TaKKe O
CpOKax, YyCTaHOBJICHHBIX Il YCTPAHEHUS HECOOTBETCTBUI WM HAPYIICHUI;

1) pACCMOTPEHUE YIOJHOMOYEHHBIMU OpraHaMu TrOCYIapCTB-UJICHOB
Bompoca 00 OnyOJIMKOBaHWM CIIMCKAa JepKaTesied  perucTpalioOHHBIX

y,HOCTOBepCHHP'I, KOTOPBIC CCPBC3HO HNJIN ITOCTOAHHO HAPYIOAKOT TpeGOBaHI/IH
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3aKOHOJATENBCTBA TOCYJAPCTB-WICHOB W MEXIYHAPOJIHBIX JTOTOBOPOB H
aKTOB, COCTaBJISAOIMX MpaBo Coro3a;

€) IEUCTBUSl B OTHOUIEHUU PETHCTPALMOHHOIO YIOCTOBEPEHUS WIIU
3as1BJICHUSI HA PETUCTPALMIO JIEKAPCTBEHHOTO IIpenapara, HanpuMmep:

ASKCTPEHHOE BBEICHHE OrpaHWYCHUM, CBA3aHHBIX C mpoduiieM
0€30MacHOCTH JIEKapCTBEHHOTO Mpernapara,;

MIPUOCTAHOBKA WJIM aHHYJMPOBAHUE PETUCTPALIMOHHOTO YAOCTOBEPEHUS
JIEKAPCTBEHHOTO IPEIAapara;

MPUOCTAHOBKA PACCMOTPEHMSI HOBBIX 3asBJIEHUN Ha MOJy4YEHUE
YAOCTOBEPEHHM O TOCYAApCTBEHHOM pErucTpauuu J0 pealu3aluu
KOPPEKTUPYIOIINX U MIPEAYIPEAUTEIbHBIX ICHCTBUM;

Ha3HAuYCHUE JOPETUCTPALMOHHBIX MHCIIEKIU I CUCTEMBI
dbapMakoHa130pa;

) OT3bIB JICKAPCTBEHHOTO Tpernapara ¢ pblHKa (HampuMmep, B cCilyyae
eclii B MH(POpPMAIMIO O JIEKAPCTBEHHOM Ipenapare He BKIIIOYEHBI Ba)KHBIC
PEAYNPEKICHUS 10 OC30ITaCHOCTH);

3) NEUCTBUSI, CBS3aHHbIE C MAapPKETUHIOBOM WM  PEKJIaMHOMU
uH(popmaIme;

1) BHECEHME MOMPABOK B MPOTOKOJbI MU MPUOCTAHOBKA KIMHUYECKHUX
UCCIIEJIOBAHUIM B Cllyuyae BBIABICHUU HM3MEHEHHH mnpoduis Oe30macHOCTH
KOHKPETHOTO JIEKAPCTBEHHOTO Mperapara;

K) aIMUHUACTpPATUBHbIE MITPa(bl B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
roCyJapCTB-4JICHOB.

4.2.8. Kanuduxanus u 00y4eHrue HHCIIEKTOPOB.

WNHCHEKTOpBI, KOTOPBIE YYAaCTBYIOT B IPOBENCHUM WHCIEKLIUNA CHUCTEM
dapmakoHaa30pa, JOHKHBI OBITH CIIEHUATUCTAMH YIIOJTHOMOYEHHBIX OPraHOB
roCcyJapCcTB-WwICHOB WJIM JMUAMH, HA3HAYEHHBIMH B COOTBETCTBHHM C

TpC6OBaHI/I${MI/I 3dKOHOAATCJIbCTBA TIOCYyAApCTBA-YJICHA, a TaKiXKE JOJIKHBI
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coONronaTh  TMOJIOKEHHS  PYKOBOJCTBA IO  KauecTBY  HHCIEKTOpara
YIOJIHOMOYEHHOTO OpraHa TrocyJapcTBa-ujicHa. PekomeHayeTcs, 4YTOObI
Ha3HAYCHHUE HWHCIEKTOPOB OCHOBBIBAJIOCH HAa WX OIMbBITE M MHUHUMAIBHBIX
TpeOOBaHUSX, OMPEACICHHBIX YIOJHOMOYEHHBIM OpPraHOM TOCYy/IapCTBa-
yieHa. MHCIeKTopbl JODKHBI MPONTH 00ydYeHHE B TOM OOBEME, KOTOPBIA
HEOOXOIUM JIJIsI 00ECIIeUeHUs UX KOMIIETCHTHOCTH B T€X 00JIACTSAX, KOTOPBIC
HEOOXOAWMBI IS TIOATOTOBKM W TPOBEACHUS WHCIEKIMH, a TakkKe
MOJITOTOBKK OTYETa O TPOBEASHHBIX HWHCIEKIUAX. OHHU JODKHBI TaKkKe
npoiTH 00yueHue mpoieccaM M TpeOoBaHUSIM (papMakoHAA30pa TAKUM
o0pa3oM, 4TOOBI ObITH CTOCOOHBIMU OIIEHUTh PA3JIMYHBIC ACIIEKTHI CUCTEMBI
dbapmakoHaI30pa B ClIydae OTCYTCTBUS COOTBETCTBYIOIIETO OIBITA.

4.2.9. YnpasneHre KaueCTBOM MPoLiecca HHCIIEKINU (apMaKkoHaA30pA.

KayectBo  mporecca  MHCHOEKIMM  CUCTEMBbl  (hapMaKoOHaJ30pa
pEeryiupyercs yInoJIHOMOUYECHHBIMU OpraHaMH TOCYIapCTBa-4wieHa, BXOAUT
B UHCJIO BOMPOCOB, HAa KOTOPHIE PACHPOCTPAHSIETCA CHCTEMa KadyecTBa
CUCTEMBI (hapMaKkoHAA30pa yMOJTHOMOYEHHOTO OpraHa TOCydapCTBa-dJieHa,

U TIOJIJIC)KUT ayaUTY.
4.3. CorpynauuectBo B pamkax Coro3a

4.3.1. KonyeKkTuBHOE UCIIOJIb30BaHUE UH(OpMAIUK.

VYOTHOMOYEHHBIE OPTaHbl TOCYIAPCTB-WICHOB 00s3aHbI COTPYAHUYATD,
9TOOBI  00JMerYnTh OOMEH wWHGOPMAUE 10 WHCHEKIUSIM CHCTEMBI
dbapmakoHaa30pa, B YaCTHOCTH:

a) uHpopmanmeir 00 WHCHEKIMSX, KOTOPBhIE 3allJIAHUPOBAHBI U
IIPOBEJICHBI, C IEJbI0 YCTPAHCHUS HEHYKHBIX IMOBTOPOB W JIyOIMPOBAHMS

pa60T B COIO3€, a TaxoKe IJIs1 OIITUMHU3al KU MCIIOJb30BaHNWA MHCIICKIIMOHHBIX

peCypcoB;
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0) nuadopmareir 06 oObeMe MHCIEKIIUU C TeM, YTOOBI TIaHUPOBATh
OyIyII1e UHCTICKIINY;
B) mH(pOpMaIeli o pe3yibTrarax HWHCHEKINH, B YAaCTHOCTH B TOM

ciIy4dac, Korga pe3yjlabTaToOM ABJIICTCSA BBIABJICHUC (1)aKTa HEBBIITOJITHEHU A

JiepKaTeIeM PETUCTPALTMOHHBIX YIOCTOBEPEHU TpeOOBaHUM
3aKOHOJATENbCTBA rOCy/IapCTB-YJICHOB 151 HACTOSIUX [TpaBun.
YNOJIHOMOYEHHBIE OpTaHbI rOCyaapCTB-YJICHOB O0OMEHUBAIOTCS

uH(popmanuen 0 KpUTHYECKUX U CYILECTBEHHBIX BBISIBIIEHHBIX HEIOCTATKAX,
a TaKKe KPaTKUM H3JI0KEHUEM KOPPEKTUPYIOIIMX U MPEAyNPENUTENBHBIX

JIEUCTBUN U UX TATBHEHUIIINM KOHTPOJIEM.
4.4. Ponb gepokaresieil perucTpaliMOHHBIX YJI0CTOBEPEHUIN

Jepxarenu pETUCTPALMOHHBIX YIOCTOBEPEHUH, MMEIOIIME
3apETUCTPUPOBAHHBIE HA TEPPUTOPHUAX TOCYAAPCTB-YIEHOB JIEKAPCTBEHHBIE
npenaparbl, NoJJjIeKaT MHCIEKIUSAM CUCTeMbl (papMmakoHa3opa. [lepxkarenu
PErUCTPAIMOHHBIX YIOCTOBEPEHUI 00s3aHbI:

a) Bcerga ObITh TOTOBBIMU K WHCIIEKITUH, TTOCKOJIbKY HHCTIEKIIMH MOTYT
OBITH BHE3AITHBIMU;

0) BECTU U TNPEACTaBIATh MO TPeOOBAHWIO MHCIEKTOPOB HE IMO3]IHEE
7 pabouux JHEW TMOcie MOIY4YEHHsS COOTBETCTBYIOIIETO 3ampoca MacTep-
daiin cuctemMbl papMaKoHaI30pa;

B) TapaHTUPOBATh TMOJYYEHUE COMIAacHsl A0 Hayajla HWHCIEKIWU Ha
MPOBEJCHUE WHCHEKIIMU OT OOBEKTOB, BBIOPAHHBIX [UJI1 WHCIEKIINH,
K KOTOPBIM MOTYT OTHOCHUTHCS OpraHW3aIlMU, BBITOJHSIOMMKE (DYHKIUU TIO0
dbapmakoHa30py MO COMIALIEHUIO C JEp)KATEJIeM PErucTpallMOHHBIX

YII0OCTOBEPEHUM;
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') IPEJICTaBUTh HHCHEKTOpaM JIIoOyro HuHpopMaruioo U (WIH)
JOKyMEHTAIIMI0, KOTOpas HeoOXoaWMa [jIsi TOATOTOBKM K HWHCICKIIHH,
B YCTAHOBJICHHBIC CPOKH WUJTH BO BPEMSI IIPOBEICHMS HHCTICKIIHH;

1) TapaHTUPOBATh, YTO COOTBETCTBYIOIIMK MEPCOHAJ, YIACTBYIOIINI B
JESTSIIBHOCTH TI0 (papMakoHAI30py WJIM B3aWMOCBS3aHHOW JEATEIBHOCTH,
OyleT TPHCYTCTBOBaTh BO BpPEMs HWHCIEKIIMM W JIaBaTh Pa3bsCHEHUS IIO
BO3HHMKAIOIM BOIIPOCAM;

€) rapaHTUPOBATh HAJUJICIKAIIEE U CBOEBPEMEHHOE BBITIOJTHEHHE TUIAHOB
KOPPEKTUPYIONTUX W TMPEAYNPETUTEIBHBIX MEPONPUATHA IS yCTPAHCHUS
BBISIBICHHBIX BO BpeMsS HMHCIEKIIMUM HEJOCTAaTKOB (HECOOTBETCTBUIA)
C YCTAaHOBJICHHEM TMPUOPUTETOB IO KPUTUYECKUM H CYIIECTBEHHBIM

HEeJI0CTaTKaM (HECOOTBETCTBUSIM).
4.5. NHCieKIIMOHHbIE COOPBI

COopbl 3a MPOBEJICHHE WHCIEKIIMN B3UMAIOTCS B COOTBETCTBUM C

3aKOHO/IaTEIbCTBOM I'OCYIapCTB-UJICHOB.
5. Aynut cucteMsl (papMakoHaa30pa
5.1. CtpyKTypsl 1 IPOLIECCHI

5.1.1. Aynut cuctembl (hapMaKkoHa130pa U €ro Ieiu.
5.1.1.1. lenpto mpoBeneHus ayauTa CHUCTEMBI (papMakoHaa30pa
SBIIICTCSI TIOATBEPKIEHNE COOTBETCTBUS W I(P(HEKTUBHOCTA BHEAPCHUS U

(GYHKIIMOHUPOBAHUSI CUCTEMBI (papMaKoHaI30pa MyTeM aHaW3a W OIECHKHU

00BEKTUBHBIX (bakToB, BKJIFOUAs CUCTEMY KayecTBa CUCTEMBI
dhapMakoHa130pa.
5.1.1.2. Ayaut MIPEJCTaBISAECT co0oii CUCTEMaTUYECKHUM,

YIIOPSAIOYEHHBIN, HE3aBUCUMBIN U JOKYMEHTUPOBAHHBIN MPOLIECC MOIYYCHUS
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U OOBEKTUBHON OIIGHKH (PAKTOB, XapaKTEPHUIYIOMIMX PaOOTy CHUCTEMBI
(dbapMakoHa130pa, C LEJNbIO0 ONPEJCICHUS CTENECHU BBIMIOJHEHUS KPUTEPHUEB
ayJluTa, CIOCOOCTBYIOIIMX YIYUIIIEHUIO MPOIIECCOB YIPABICHUS PUCKAMH,
KOHTPOJIE W YINpaBJICHUsI MpoleccaMu. AyauTopckue (HakThl COCTOST U3
3aMmucel, JTOKYMEHTAJIbHBIX TOATBEPXKJICHUN WM WHOW uWHOOpMaIuH,
KOTOpasi UMEET OTHOILICHUE K KPUTEPHUSIM ayuTa W MOAJAETCS IMPOBEPKE.
Kputepun aynura oOTpaxarOT CTaHAAPThl BBINOJIHEHHS W KOHTPOJS
NESITEIbHOCTH, II0 OTHOLICHUWIO K KOTOPBIM  BBINOJHSETCS  OLICHKA
MIPOBEPSIEMON CTOPOHBI U €€ JEATEIbHOCTU. [IpUMEHHUTENBHO K CHUCTEME
dbapMakoHaI30pa KpPUTEPUU ayduTa JOJDKHBI OTpakaTh TpeOOBaHUA,
npeapsaBiIsieMble K cHCTeMe (apMakOHAaA30pa, B TOM YHCJIE K CHCTEME
KayecTBa  BBIMOJHSAEMBIX  Tporeayp 1o  (apMakoHaI30py, KOTOpPhIE
ONPENENAIOTCS TPEOOBAaHUSMHM 3aKOHOJATEIhCTBA TOCYAAapPCTB-UJIECHOB M
HacTosmux IIpasuir.

5.1.2. OcHOBaHHBI1 HAa pHUCKE TOAXOJ K ayauTaM CHUCTEMBbI
dbapmakonaazopa.

OCHOBaHHBIM Ha PHUCKE IMOAXOAOM SBISCTCA TaKOW MOAXOH, TpH
KOTOPOM HCIIOJIB3YIOTCS METOJIbI ONpeiesieHus1 o0nacTu pucka. [lox puckom
MIOHWMAETCSI BEPOSATHOCTh HACTYIICHUS] COOBITHS, KOTOPOE OKAXKET BIIMSHUE
Ha JIOCTH)KEHHE TIOCTABJICHHBIX IIE€JIEM, C YYETOM CEPbE3HOCTH €r0
MOCHEACTBUN U (WJIM) BEPOSTHOCTH HE OOHApPYKEHUS APYTUMU METOJIAMMU.
OCHOBaHHBIN HA PUCKE TTOAXO/I K ayIuTaM OPUEHTUPOBAH HA 00JIACTH CaMOTO
BBICOKOTO pHCKa JJIsI CUCTeMbI (papMakoHaJ30pa OpraHU3allui, B TOM YHUCIIe
JUIT CHUCTeMbl KadecTBa cucTeMbl ¢apmakoHanzopa. IlepBocTeneHHoe
3HAYEHWE HMEET PHUCK NPUYUHEHUS BpeIa 370pPOBBIO HacelieHus. Puck

OLOCHUBACTCA HA CICAYIOIIHX OTallax:
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IJJAHUPOBAHHWE ayAuTa Ha CTPATErMYECKOM YPOBHE, PE3YJIBTaTOM
KOTOPOTO SBJISIETCA CTparerus ayauta (JOJTOCPOYHBIN MMOAXOJ), KOTopas
JIOJKHA YTBEPKIAThCS BBICHIMM PYKOBOJICTBOM;

IJIAHUPOBAHUE ay[UTA HA TAKTUYECKOM YPOBHE, PE3yJIbTaTOM KOTOPOTO
SBIICTCS TIpOrpaMMa ayJuTa, YCTAaHOBJICHUE LIeJiel ayauTa, a TakkKe 00JacTu
pacrpoCTpaHEHUS AyAUTA;

IJIAHUPOBAHUE ayINTa HA ONIEPATUBHOM YPOBHE, PE3YJIBTATOM KOTOPOTO
ABJISICTCS IUIAH ayuTa JJis OTACIbHBIX AyJUTOPCKUX 3a7ad, OINpENCIICHUE
MIPUOPUTETOB 3a/1a4 ayJAuTa HA OCHOBAHUU OLIEHKH PHUCKOB, MCIOJb30BAHUE
METOJIOB BBIOOPOYHOTO HCCIEAOBAaHUS W TECTHUPOBAHUS, OCHOBAHHBIX Ha
pUCKE, OTYETHOCTh 1O pe3yabTaTaM ayquTOB B COOTBETCTBUH C
OTHOCHUTEJILHBIM YPOBHEM PUCKA, & TAK)KE PEKOMEHIAIINY T10 ayduTYy.

Ouenka pucka JOJDKHA JOKYMEHTAJIbHO TMOATBEPXKAAThCA IS
CTPaTerM4yecKoro,  TaKTUYECKOTO W ONEpPaTUBHOIO  IUIAHUPOBAHUS
ayTUTOPCKOM JESATEIHbHOCTH CUCTEMBI (papMaKOHA30pa B OpTraHU3aIiH.

5.1.2.1. IInaHnpoBaHue ayiuTa Ha CTPATErHYECKOM YPOBHE.

5.1.2.1.1. Crparerus aynuta mnOpelCTaBisieT cOOOM ompeaeieHue Ha
BBICIIIEM YpPOBHE IUIAHUPOBAHUS AyIUTOPCKUX MEPOIPHUATHH, MPOBEICHUE
KOTOPBIX 3alJTAHUPOBAHO Ha Cpok Oosnee 1 roga (kak mpaBuiIo, Ha CPOK
2 — 5 ner). Crparerusi ayauTa BKJIIOYAeT B Ce0s MEpEeUeHb ayaHTOPCKHUX
MPOBEPOK, BBIMOJIHEHUE KOTOPBIX MOXET OBbITh JOCTaTouHbIM. CTparerus
ayluTa UCIIONB3YyEeTCS IS ONpelnesieHus 00JlacTh, HaMEYEHHOW s
MPOBEJCHUS ayJauTa, TEMbl ayauTa, a TakKe METOJ0B U JIOMYIIEHUM
(BKJIFOUAs, HApUMeEp, OIEHKY pPHCKa), Ha KOTOPBIX OCHOBaHa IporpamMma
ay/InTa.

5.1.2.1.2. Ctparerusa ayaura JOJDKHA OXBAaTbIBaThb OpPraHU3allHIO

yIpaBJIEHUS MPOLIECCOM, YIPABICHUE PUCKAMU M CPEJICTBA BHYTPEHHETO
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KOHTPOJISI BCE€X COCTAaBJISIOIIUX CHUCTEMbl (DapMakoHaA30pa, BKJIKOYAs
CIIeIyIOLIHE:

a) BCE MPOIECChI U 3aJ]auk CUCTEMbI (DapMaKOHAA30Pa;

0) cucTeMa KauecTBa JACSATEIbHOCTH B cuctemMe (papMakoHaa30pa;

B) B3aUMOJICUCTBE W CBS3yIOUIME  3BEHbI C  JAPYTHUMH
No/Ipa3AeICHUSIMHU (IPU HEOOXOAUMOCTH);

T') MEpONpUATHSA 110 (apMaKOHAA30py, MPOBOAUMBIC MOMYHHEHHBIMU
OpraHM3alsIMU WJIM JeJIETUPOBAHHBIC JAPYrol OpraHu3aiuu (Hampumep,
pETHOHANBHBIM I[IEHTPaM, TMPEACTABISAIONMM HHPOpMaIUio, Quinagam
JepsKaTessi perucTPalMOHHOTO YIOCTOBEPEHUS, TAKUM TPETHUM JIUIAM, KaK
NOJIPSIHBIE  OpraHW3allMk HW  JAPYyTHE JepXKaATed  PETUCTPAIMOHHBIX
YI0CTOBEPEHHUI ).

5.1.2.1.3. @akTtopel pHUCKa, KOTOpPBIE CIEAYET YUYHUTHIBATH IIPHU
BBITIOJTHEHUH TIPOILIETYpPhl OIEHKUA PHCKA, BKJIIOYAIOT B CeOS B TOM 4HCIIE
cnenyromue haKTOpHI:

a) UI3BMEHEHHUS B 3aKOHOJATEJIhCTBE  TOCYJApCTB-WICHOB  TIO
bapmakonanzopy win Hacrosmux [IpaBunax;

0) KpynHasi peopraHuzanus WIA JApyTrHue NpeoOpa3oBaHUs CHUCTEMBI
dbapMakoHa130pa, CIUSHUS, TPUOOPETEHUS,

B) U3MCHECHHE KITIOYEBBIX YIIPABICHICCKUX (DYyHKIIHIA;

') PUCK HEXBATKW HAJJICKAIIIM 00pa30M MOATOTOBICHHBIX U OIMBITHBIX
COTPYIHUKOB (hapMaKkoHaA30pa (HampuMep, BBUIY 3HAYUTEIBHON TEKy4eCTH
NepcoHalla, HEeIOCTAaTKOB B IMpolleccax OOy4yeHUs, yBEIUWYeHUs OOBEMOB
pabor);

1) CyILIECTBEHHbIE U3MEHEHUS B cUcTeMe (hapMaKoHaJa30pa C MOMEHTa
IpenpIAyIero ayauta (Hampumep, BBEICHHE HOBOW 0a3bl JaHHBIX II0
JEATeIbHOCTH 10  (papMakoHaA30py WJIM 3HAYUTEIBHOE OOHOBJICHHE

CYIJ_IGCTBYIOH_ICﬁ 0as3bl JaHHBIX, HN3MCHCHMUA mpouecccoB 41 BHUI0B
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JESATEIbHOCTU C YYETOM HOBBIX TPEOOBAHMI 3aKOHOAATEIHCTBA TOCYIapCTB-
YJICHOB);

€) MepBbIl JICKAPCTBEHHBIN MpernapaT Ha pbhIHKE (IJIs JAeprKaTeneit
PErUCTPALIMOHHBIX YI0CTOBEPEHUN);

’K) IEKAPCTBEHHBIA TMpernapaT Ha pPBIHKE C BBEICHHBIMU MEpPaMHU
MUHUMM3ALANA PUCKOB WK JAPYTUMH YCIOBHUSIMU OOpaIleHus!, CBI3aHHBIMU C
npodusieM  0€30MaCHOCTH  JIEKAPCTBEHHBIX  MpeErnaparoB  (Hampumep,
Ha3HAYEHUE JAOMOIHUTEIBHOTO MOHUTOPHUHIA);

3) CTENEHb KPUTUYHOCTH MPOLECCA, B YACTHOCTH:

JUISL  YIIOJIHOMOYEHHBIX OPraHOB TOCYAapCTB-YJIEHOB — HACKOJIBKO
KpUTUYHA OO0JacTh WM TMPOIECC MO0 OTHOIICHHI0 K HaaJIexKaleMy
(GYHKIIMOHUPOBAHUIO CUCTEMBbl (papMakoHaA30pa TOCYIAapCTB-WICHOB W
oO1LIel eI CUCTEMBI 3]paBOOXPAHEHNUS;

Ui IEPHKATEIIEH PETUCTPALMOHHBIX YIOCTOBEPEHUM — HACKOJIBKO
KpUTUYHA OO0NacTh WM TMPOIECC M0 OTHOIICHHI0 K HaAJIekKaleMy
(GYHKIIMOHUPOBAHUIO CUCTEMBI (papmakoHaazopa. [Ipu mpuHATHN pelieHus o
IPOBEICHUM ayduTa KAaKOro-auoo (uunaia Wi TPEThEro Jula JepiKareib
PErMCTPALIMOHHOTO  YIOCTOBEPEHUS] JOJKEH YYMTBIBATh XapakTep U
KPUTUYHOCTh MEPONPUATUM 1O (HapMaKOHA30pPy, KOTOPhIE MPOBOASTCS
B Hacrosee BpeMs (PUINAIOM WU TPEThEH CTOPOHON OT UMEHU JepKaTelis
PETUCTPAIMOHHOTO YJOCTOBEPEHUS, MOMHMO Yyd4eTa JApPyrux (HaKTopos,
BKJIIOYCHHBIX B HACTOSIIIEH TTepEUYCHb;

1) pe3yybTaThl MPEeAbIAYIINX ayAUuTOB (IIPOBOAMWIKMCH JU KOTAa-i1r0o0
ayuThl 3TON 00JaCTH WK MPOIIECCa, Pe3yIbTaThl IPEIbIAYILIErO ay/IuTa);

K) BBISIBJICHHBIE ~ TPOILEAYPHbIE  HEJOCTAaTKHM  (HECOOTBETCTBUA),
KacarolIecss KOHKPETHBIX 00J1acTel JeATEeIbHOCTH UIN MPOLIECCOB;

J) Ipyrue OpraHu3alMOHHbIE M3MEHEHUS, KOTOPhIE MOTYT HETaTHUBHO

OTPAa3HUTBCA Ha obnacTu ACATCIIbBHOCTH HJIN IIPOLCCCC (Hanpmvlep, cCJIn
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IPOUCXOAUT HW3MEHEHHWE TaKOM  BCIOMOTarelibHOW  (YHKIUHU,  Kak
MH(})OPMAIIMOHHO-TEXHOJOTHUECKAs! OJJEPIKKA).

5.1.2.2. [ImaHnpoBaHue ayiuTa Ha TAKTUYECKOM YPOBHE.

5.1.2.2.1. Ilporpamma ayauTa NpeaCTaBISIET COOOM MepeyeHb ayJuTOB,
COCTOSAILIMNA W3 OJHOTO WJIM HECKOJbKUX ayquTOB, 3alUIaHUPOBAHHBIX Ha
KOHKPETHBIM CpoK, oObiuHO Ha 1 rox. IloaroroBka mporpamMmbl ayliuTOB
JOJIKHA OCYILECTBIIATBCS B COOTBETCTBUU C JOJTOCPOYHOM CTpareruen
aynuta. [Iporpamma aynura goikHaA ObITh 0100peHa BBICIIUM PYKOBOJCTBOM
C 001Iell OTBETCTBEHHOCTHIO 32 ONEPATUBHYIO U YIPABICHYECKYIO CTPYKTYDY.

5.1.2.2.2. IIlporpamMmma aynuTa OCHOBBIBAETCA Ha HAJJICKALIEH OLICHKE
PHUCKOB U J0JKHA OBITh OPUEHTHUPOBAHA HA OIIEHKY CJIEIYIONIUX aCIIEKTOB:

a) CUCTEMa KaueCcTBa CUCTEMBbI (hapMaKOHa/130pa;

0) KpUTHYECKHUE MPOIECChl B CUCTEME (hapMaKOHA30DPa;

B) KJIFOYEBBIE CHCTEMbl KOHTPOJS, ONUPAIOLIMECS Ha MEPONPHUATHS
dbapmakoHan3opa;

r) 00JaCTH BBICOKOTO pUCKa TOCJE BHEAPEHUs MPOLEAYpP KOHTPOJIS U
Mep MUHUMU3AIUUA PUCKA.

5.1.2.2.3. OcHOBaHHasi Ha PHUCKE MporpamMmMa ayJauTa TOJDKHA TaKKe
YUYUTBIBATh PE3yJIbTaThl MPEAbAYIIMX ayJUTOB B YAaCTH HEIOCTAaTOYHOTO
oxBara 00JacTedl AEesATEIbHOCTH, HANpPaBICHUN BBICOKOTO pHUCKA, a TaKkKe
HEIMOCPEICTBEHHOIO0 YKa3aHWs PYKOBOACTBA M (WJIM) JHUL, KOTOPbIE HECYT
OTBETCTBEHHOCTbH 3a CUCTEMY (papMaKoHa 30pa.

5.1.2.2.4. JlokymeHTaIus IPOrpaMMBbl ayJiuTa JOJKHA BKIIIOUaTh B CEO0s
KpaTKoe OIMMCAHME IJIaHA KaXKJI0To ayAuTa, KOTOpPbIA OyAeT MpoBeIEH, B TOM
yucie o0bem ayaurta u 1end. OOOCHOBaHHME CPOKOB, NMEPUOAMYHOCTH U
o0beMa OTHENBHBIX AayJuTOB, KOTOpPHIE SBISIOTCS YaCThIO MPOTPaMMBbI
ayIMTOB, JOJKHBI OCHOBBIBAaThCSl HA JOKYMEHTAJIBHO O(DOPMIIEHHOW OLICHKE

PHUCKOB. OcHoBaHHBIE Ha OOCHKC pUCKA AYAUTbBI CHCTCMbI (bapMaKOHansopa
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JOJIKHBI  BBITIOJIHATBHCSL PETYJISIPHO B COOTBETCTBUM C TpeOOBaHUSIMU
3aKOHOJATENBCTBA TOCYJAPCTB-WICHOB M MEXIYHAapPOIHBIX JTOTOBOPOB H
aKkToB, cocTaBisitonux npaBo Coro3a. BHeceHne 000CHOBaHHBIX U3MEHEHUN
B  I[porpaMMy  ayamra JOJDKHO  OBITh  HaJiexamuMm  o0pa3om
JTOKYMEHTHPOBAHO.

5.1.2.3. IInaHupoBaHWE U OTYETHOCTh IO AyJUTYy Ha OIEPATUBHOM
YPOBHE.

5.1.2.3.1. IInanupoBanue 1 cOOp TaHHBIX HA MECTaX.

Opranuzanus [OOMKHA BHEAPUTH MPOLEAYpPHI, MNPUHATHIE B BUIE
JOKYMEHTOB B MUCbMEHHOU (popMe, ¢ y4eTOM IJIaHUPOBAHUS U MPOBEACHUS
OTAENbHbIX ayauToB. CpoKM peanu3aluud BCEX Mep, HEOOXOAMMBIX IS
BBINIOJIHEHUSI  OTAEJBHOTO  ayAWTa, JOJKHBI OBITh  YCTAHOBJEHBI B
COOTBETCTBYIOIIMX MPOLEAYpPaX, CBSI3aHHBIX C TMPOBEICHUEM AayauTaA.
Opranuzanus JoJKHA 00€CHeUrTh MPOBEACHUE ayJUTOB B COOTBETCTBUU C
TUMHM NPOLELyPaMU COITIACHO HACTOSLIEMY pa3ledly.

OTtnenbHbIE ayAUThl CUCTEMBI (hapMaKOHAA30pa JOJKHBI IPOBOAUTHCA
B COOTBETCTBUM C YTBEPKIACHHOM IPOrpaMMOMN ayauTa, OCHOBAHHOW Ha
pUCKax B COOTBETCTBMU € NOyHKTOM 5.1.2.2 nHacrosmux IlpaBun. Ilpu
IJJAHUPOBAHUMU OTACNIBHBIX ayJIUTOB ayAUTOp OMNPEIEISECT U OLEHUBAET
PUCKH, CONPSIKEHHBIE C paccMaTpyuBaeMoi oO0NacThlO, MPUMEHSS Camble
MOJXO/ISALINE METOJbI BEIOOPOUYHBIX HCCIENOBAaHUN W TecTupoBaHUs. Metox
BBINIOJIHEHUS aylAuTa HaJJIekalluM o0pa3oM JIOKyMEHTUPYETCS B IJIaHe
MIPOBEACHUS AyAUTA.

5.1.2.3.2. OT4YeTHOCT®.

BpIBOIBI aynqMTOPOB JTOKYMEHTAJIBHO OTPAKAKOTCA B  AyOUTOPCKOM
3aKJIIOYEHNH W CBOEBPEMEHHO JIOKJIAJBIBAIOTCA PYKOBOACTBY. IIpomecc
ayquTa JOJDKEH BKJIIOYaTh B ce0s MEXaHU3Mbl IEpelayd BBIBOAOB ayquTa

O00BEKTY ay/IuTa, MOJyYeHHsS] OOpATHOM CBSI3U U MPEACTABICHUS ayIUTOPCKON
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OTYETHOCTU PYKOBOJCTBY M 3aWHTEPECOBAHHBIM CTOPOHAM, B TOM 4YHCJE
JUIaM, OTBETCTBEHHBIM 3a CHCTeMy (apMakoHaa30pa, B COOTBETCTBUU
C TpeOOBaHUSAMH 3aKOHOAATEIbCTBA TOCYAAPCTB-YICHOB M MEKTyHApPOIHBIX
JIOTOBOPOB U aKTOB, cocTaBistommx npaBo Coro3a, U peKOMEHJALUSIMU T10
aymuTy — cucTeMbl  (apmakoHadzopa. PesymbraThl  ayauTa  JIOJDKHBI
MPENCTABIATHCS B COOTBETCTBHUM C OTHOCHUTEIBHBIM YpPOBHEM pHCKa U
KJIaCCU(PUITUPOBATHCS C MEJIbI0 YKa3aHUS WX KPUTHYHOCTH 1O OTHOIICHUIO K
pHUCKaM, BIUSIONINM Ha cUCcTeMy (hapMaKoOHaA30pa, MPOIeCChl 1 KOMIIOHCHTHI
nporeccoB. Cucrema kiaccupuKaluu J10KHA OBITh ONPE/IeSieHa B OMTMCAHUU
CUCTEMBbI KadecTBa (papMakoHag30pa MU JOJKHA YUYUTHIBATh CIEAYIOIINE
MOPOTOBBIC 3HAYEHUS, KOTOpPHIE CIEAYyeT MWCIOIb30BaTh B JajbHEHIIEH
OTYETHOCTH:

KPUTHYECKUM SIBIISICTCSI PUHITATTAATEHBIN HEIO0CTaTOK
(HECOOTBETCTBHE) OIHOTO MJIM HECKOJBKHX TPOIECCOB WIIM BBITIOTHSICMBIX
MPOIIETyp CUCTEMBI (papMaKOHAI30pa, KOTOPHIA HETAaTUBHO BIUSET HA BCIO
cuctemy (apmakonagzopa u (i) mpaBa, 0€30MAaCHOCTh W OIAromoIy4ue
MAlUEHTOB, U (WJIM) MPEJCTABIISIET COOO0N MOTEHIIMATIBLHYIO YIPO3Y 370POBBIO
HacelieHUs: U (WJIM) CEepbE3HOE HapylleHUuE TPeOOBAaHUM 3aKOHOJATEIHLCTBA
rOCyIapCTB-WICHOB M MEXIYHAPOIHBIX JIOTOBOPOB M aKTOB, COCTABIISIOIINX
npaBo Coro3a;

CYIIECTBEHHBIM SBIISICTCS 3HAYUTETHHBIN HEJOCTaTOK
(HECOOTBETCTBHE) OJIHOTO MJIM HECKOJBKHX TPOIECCOB HIIM BBITIOJHSICMBIX
IpOIEeTyp CUCTEMBI (apMaKOHAA30pa, WM MPUHIMITHAIBHBIA HEIOCTATOK
KaKoH-T1O0 YacTH OIHOTO WIJIM HECKOJIBKHX IPOIIECCOB HMJIM BBHITIOJHIEMBIX
nporenyp (apmakoHag3opa, UYTO OTPHUIATEIHHO CKAa3bIBA€TCSA Ha BCEM
npoliecce U (Min) MOTEeHITMAIbHO MOKET CKa3aThCs Ha MpaBax, 0€30MacHOCTH
¥ OJaronoJiydry MaIfieHTOB, W (MJIM) MOXET MPEACTABIATh MOTCHITHATBHYO

OIIaCHOCTb IJIsI  3J0POBbA HACCICHUA H (I/IJ'II/I) npcacCTaBJsICT coOoit
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HapylieHue  TpeOOBaHUM  3aKOHOJATENbCTBA  TOCYJAApPCTB-WJICHOB
MEXKIyHApPOJIHBIX JOTOBOPOB M aKTOB, cocTaBisitomux mnpaBo Coro3a,
KOTOPOE, OJTHAKO, HE CYUTAETCSI CEPhE3HBIM.

HECYIIECTBEHHBIM SIBJISICTCS HEAOCTATOK (HECOOTBETCTBHUE) KAaKOIO-
JM00 KOMIIOHEHTA OJIHOTO MJIM HECKOJIBKHUX IPOIECCOB HJIM BBITTOHSAEMBIX
poIeAyp CHCTEMBI (papMakoHaA30pa, KOTOPhIE, KaK OXXHAACTCS, HE MOTYT
OTPHUIIATENIbHO CKa3aThCA Ha BCEH cucTeMe (papmMakoHaJ30pa WK MpoIliecce,
u (um) mpaBax, 0€30MacCHOCTH U 0JIaronoy4Yru NalueHTOB.

ITo Bompocam, KOTOpble HEOOXOAUMO peEIIaThb B CPOYHOM IMOPSJIKE,
HEOOXOAMMO HE3aMeIIUTEIbHO HWH(OPMUPOBATh PYKOBOJACTBO OOBEKTa
ayJIuTa 1 BBICIIEE PYKOBOJCTBO.

5.1.2.4. [lelictBusA, OCHOBaHHBIE Ha  pe3yiaprarax ayaura u
MOCJIEAYIOLIEr0 KOHTPOJIS ay/IUTOB.

5.1.2.4.1. HezamesiuTenbHbIE JICUCTBUSA, OINEPATUBHBIC JICHCTBUSA,
JIEWCTBUS B pa3yMHBIC CPOKH, a TaK)Ke BOIPOCHI, IO KOTOPHIM HEOOXOIMMO
CPOYHOE TPUHATHE PEelIeHUs JUO00 CpOYHOE MH(POPMHUPOBAHHUE, YKa3aHHBIC
B HACTOSIIIIEM paszjielie, MpeHa3HAuCHbI JJIsl BBITIOJIHEHUS B CPOKH, KOTOPHIC
SIBJISTFOTCS HaJICKAIITUMH, YMECTHBIMU u COOTBETCTBYIOIIMMU
OTHOCUTEILHOMY PHUCKY ISl CUCTeMbl (apmakoHaa3opa. Heobxomumo
YCTAaHOBUTH  MPUOPUTETHl  KOPPEKTUPYIOIIMX W  MOPEeAyNpeauTEIbHBIX
JNEUCTBUM Il YCTPAHEHUS BBISIBICHHBIX KPUTHYECKMX M CYIIECTBEHHBIX
HEJIOCTATKOB (HECOOTBETCTBUM). TOYHBIE CPOKU JCHCTBUM, CBA3aHHBIX C
BBISIBJICHHBIM ~ KPUTUYECKUM HEIOCTaTKOM (HECOOTBETCTBUEM), MOTYT
BapbUPOBATHCS B 3aBUCUMOCTH OT XapaKTepa BHIBOJIOB U 3aIlJIaHUPOBAHHOTO
JICHCTBUS.

5.1.2.4.2. PykoBOACTBO oOpraHu3aiuu oOecreyrnBaeT HaJludue B
OpraHu3allii MEXaHW3Ma, IO3BOJISIONIETO HaJJIeKalluM 00pa3oM pellaTh

BOIIPOCHI, CBA3AHHBIC C PC3YJIbTATaMM adyduTa CUCTCMBbI @apMaKOHaI[BOpa.
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Komruiekc meponpuatuili A0DKeH BKIOYaTh B ceOd aHaIM3 W3HAYaJbHOU
MPUYUHBI BBISIBICHHOTO HEIOCTAaTKa, BIMSHUS BBISIBICHHBIX PpE3YyJIbTaToB
ayidtra, a  TakkKe  MOJIrOTOBKY  IJIJaHa  KOPPEKTUPYIOIIMX U
NpeAyNpPEeIUTEIIbHBIX MEPOIIPUSITHH.

5.1.2.4.3. Briciiee pyKOBOJCTBO W JIUIlA, HAJCICHHBIE PYKOBOISAIIMMU
MOJIHOMOYHUSAMHM, JODKHBI MO3a00TUTHCS O TOM, YTOOBI MPEAINPHUHATH BCE
HeoOxonumble  3(Q(EKTUBHBIE MEpbl 1O YCTPAHEHUIO  HEJAOCTAaTKOB,
BBISIBJIEHHBIX B IIPOLIECCE ayAuTa. BBINOJIHEHHE COMIACOBAHHBIX JIEHCTBUI
JIOJDKHO ~ CHUCTEMaTHYeCKH KOHTpoiupoBarhesa. Mudopmamms o  xoxe
pealu3all  KOPPEKTUPOBOUYHBIX M MPEAYNPEAUTENbHBIX MEPONPUATHI
JOJDKHA MEPUOJUYECKH JOBOAUTHCA IO CBEICHHS BBICHIETO PYKOBOJCTBA
coO0pa3HO 3alJIaHUPOBaHHBIM JecTBusAM. [loaTBepkaeHHE 3aBeplIeHUS
KOMIUJIEKCA KOPPEKTHUPOBOYHBIX U  MPEAYHNPEAUTEIbHBIX MEPONPUSTHIA
JOJDKHO HaJIJIeXkKaluM o0pa3oM JOKyMEHTHpoBarhcs. [Iporpamma ayaurta
JTOJDKHA TPEAyCMaTpUBaTh MOTEHUHUAIBHYIO BO3MOXHOCTh MPOBEICHHUS
KOHTPOJIBHBIX ayIUTOB, KOTOPHIC BBHITIOJHSIOTCA MO MEpPEe HEOOXOIWMOCTH,
C 1EJbI0 TOATBEPXKACHUS 3aBEPIICHUS BBITIOJTHEHUS] COIVIACOBAHHBIX
JIEUCTBUU.

5.1.3. Cucrema kayecTBa U JOKYMEHTUPOBAHUS.

5.1.3.1. KOMIIETEHTHOCTh ~ ayIUTOPOB W  YNOPABICHUS Ka4YE€CTBOM
ayIUTOPCKOMN AEATEIBHOCTH.

5.1.3.1.1. He3aBucuMOCTh ¥ OOBEKTUBHOCTb ayauTa U PabOTHI
ayJIuTOPOB.

Opranuzaius J10)KHA Ha3HAYUTh KOHKPETHOE JIMII0, KOTOpoe OyreT
OTBEYaTh 3a JEATCIBHOCThL MO ayauTy B oOjactu (papmakoHaa3opa.
JleqaTebHOCTh 1O BBIMOJIHEHUIO ayJIUTOB CUCTEMbI (hapMaKOHa/130pa JOJKHA
ObITh HE3aBUCHUMOU. PyKOBOACTBO OpraHM3alu JOJKHO OOECHEYUTh U

AOKYMCHTUPOBATH HC3aBUCUMOCTH U 0OBEKTHBHOCTD AyIUTOPOB.
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AynuTopsl TOJKHBI OBITh CBOOOAHBI OT BMEIIATENILCTBA B OIMPEICIICHUE
o0beMa aynuTa, MPOBEAEHUE aylduTa CUCTEeMbl (apMakoHaa3opa U
uH(popMupoBaHUEe O pe3yinbrarax ayautra. OCHOBHAs OTYETHOCTh JOJIKHA
HalpaBJISITbCS ~ BBICIIEMY  PYKOBOJACTBY, KOTOPO€  HECET  MOJHYIO
OTBETCTBEHHOCTHIO 32 UCIIOJHUTEIBCKYIO U YIIPABICHUYECKYIO CTPYKTYPY, YTO
MO3BOJISIET ayJUTOPY BBIMOJIHATH CBOM OOSI3aHHOCTU U MPEACTABIATH
HE3aBUCUMOE M OOBEKTHBHOE ayIUTOPCKOE 3aKIIIOUEHUE. AyIUTOpPbl MOTYT
KOHCYJIETUPOBATHCS C HKCIIEPTaMU, [IEPCOHAIOM, YYACTBYIOIIUM B MPOIECCax
no (apMakoHaA30py, a TaKXKe C JIMIOM, YIOJHOMOYEHHBIM IO
(dapMakoHaA30py, TMpPU COXPAHEHUU  HENpPEAB3STOrO  OTHOLICHHUS U
OTCYTCTBHUH BJIUAHUS HA OOBEKTUBHOCTD U KQU€CTBO BBINOJIHAEMBIX paloT.

5.1.3.1.2. KBanuduxanus, npodhecCuoOHaIU3M, OMNBIT U HEMPEPHIBHOE
NOBBIIICHUE KBAM(PUKALIUN ayIUTOPOB.

Aynutopsl  IOJKHBL  OOnajmath TpeOyeMoill  kBanudukanuen u
NOJACPKUBATh €€ B YaCTU 3HAHHM, HABBIKOB M CIIOCOOHOCTEN, HEOOXOAUMBIX
st 3(G(EKTUBHOTO TPOBEACHUS AyAUTOPCKUX MEPOINPHUSATUN CHUCTEMBbI
(dapmakoHa30pa, a TaKXKe JJIs y4acTUsl B HUX. AyIUTOPBI TOJKHBI 00J1a1aTh
HABBIKAMH, YMEHUSAMM U 3HAHUSMU B YACTH:

a) MPUHIIMIIOB, MPOIEAYP U METOAOB ayJuTa;

0) CyLIECTBYIOIIMX HOPMAaTHBHBIX IPABOBBIX AaKTOB, PYKOBOJCTB H
Ipyrux TpeOoBaHM, OTHOCSIIKXCS K cUcTeMe (papMaKoHaa30pa;

B) MEpONPUSITH, MPOLECCOB U MpoLenyp GpapmMakoHaa30pa;

') CUCTEM YIIPaBJICHUS;

1) OPraHU3alUOHHBIX CUCTEM.

5.1.3.1.3. Ouenka kauecTBa ayIUTOPCKON AEATEIBHOCTH.

OneHka KayecTBa ayIMTOPCKOM EATEIbHOCTH MOXET OCYIIECTBIISTHCS
MOCPEICTBOM TEKYyIIEd M NEPUOAUYECKON OIEHKM BCEU ayqUTOPCKOU

ACATCIIBHOCTH, OT3bIBOB o0OBeKTa ayainuTa MW CaMOOICHKU ay,Z[I/ITOpCKOfI
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NEeATEIbHOCTH (HampuMmep, KOHTPOJIb KauecTBa ayAUTOPCKOM NESITEebHOCTH,
coONMIoeHne KoJeKca TIOBEACHHS, MPOTpaMM ayauTa | ayJIuTOPCKUX
IpoLEeayp).

5.1.3.2. AyauTsl, IIPOBEJCHHBIE BHEIIITHUMU MOCTaBLUIUKaAMU
ayTUTOPCKUX YCIYT.

OcHOBHas OTBETCTBEHHOCTH 32 ()YHKIIHMOHHUPOBaHUE U 3PPEKTUBHOCTH
CUCTeMBbI (papMakoHag30pa JIGKAT Ha OpraHu3anuu. B cioydae ecnu
OpraHu3anus MPUHUMAET pelleHrne MPHUOETHYTh K BHENTHEMY ITOCTaBIIUKY
ayTUTOPCKUX YCIyT JUIS BBITIOJIHCHHS TPEOOBAaHUN 10 ayAUTy CHUCTEMBI
dbapmakoHa30pa Ha OCHOBE COOTBETCTBYIOIIUX TPEeOOBAaHUU HACTOSIINUX
[IpaBun, ciexyer cOOMIOCTH CleayIoNue TPEOOBAHMS:

a) TpeOOBaHUS M TOJATOTOBKA OIICHKU ayJUTOPCKOTO PHUCKA, CTPATETHH
ayuTa, TPOrPaMMbl ayJIuTa W OTIAEIBHBIX ayIUTOPCKUX 3aJaHHM JTOJDKHBI
OBITH JIOBEJICHBI OPTaHU3AIMEH 10 CBEICHHS BHEITHUX MTOCTABIIMKOB YCIYT B
MChbMEHHOU (popme;

0) 00beM paboThI, 3a1a4u U MPOIEAYPHBIE TPeOOBAHUS K MPOBEICHUIO
ayquTa JOJDKHBI OBITh JOBEICHBI OpTraHM3alldeld /10 CBEICHUS BHEITHUX
MOCTABIIIUKOB YCIIYT B TUCBMEHHOU (hopme;

B) OpraHu3amus J0JDKHA TOJYYHUTh JOKYMEHTAJIBHOE TOATBEPIKICHHEC

HE3aBUCHUMOCTH M OOBEKTMBHOCTH BHEIIHHUX IIOCTAaBINUKOB ayAUTOPCKHX

yCIyT,

I') BHEIIHUI MOCTABIIMK ayJUTOPCKUX YCIYT JOJKEH TaKXKe COONI0IaTh
COOTBETCTBYIOLLINE TpeboBaHus, IIPELYCMOTPEHHBIE HACTOSALIUMHU
[IpaBunamu.

5.1.3.3. XpaneHue oT4eTOB 00 ayAUTaX.
OtyeTsl 00 ayauTax W CBEICHUS, TMOATBEPXKIAIOIINE 3aBEpIICHUE
JEUCTBUM TIO pe3yibTaTaM ayduTa, JOJDKHBI XPAHUTBCS B COOTBETCTBHH C

TpC6OBaHI/IﬂMI/I, YKa3aHHbIMHU B Pa3aCJIc 2 HaCTOAIIMNX HpaBI/IJ'I.
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5.2. TpeGoBaHMs K MPOBEICHHUIO ayINTa

5.2.1. Jlepkareyu perucTpaliMOHHbIX YJI0CTOBEPEHUI.

5.2.1.1. TpeboBaHuUsI K MPOBEJCHUIO AY/IUTA.

Jlepkarenu perucTpalMoOHHbIX YAOCTOBEPEHHM OO0s3aHbl PErYISIPHO
MPOBOJUTH OCHOBAaHHBIE HA PUCKE AyAUTOPCKHE MPOBEPKH CBOEH CHCTEMBbI
dbapmakoHan3opa, BKIIOYas ~ aygUT  CHUCTEMbl  KayeCcTBa  CHUCTEMBbI
dbapMakoHa30pa, C IEIbI0 OOECIEUEHUs] COOTBETCTBUSI JIEUCTBYIONIEH
CHUCTEMBbl KauecTBa TNPEIbABIICMBIM TpeOoBaHUsAM. JlaThl TPOBEACHUS
ayTUTOB W Ppe3yJIbTaThl NPOBEASCHHBIX ayJuTOB, a TaKXe KOHTPOIBHBIX
ayJIUTOB JIOJDKHBI HAJJISKAIIIUM 00pa3oM TOKYMEHTUPOBATHCSI.

5.2.1.1.1. Jlumo,  ymoJIHOMOYEHHOE€ MO  (apMakoHaI30py B
rocygapcTBax-ujieHax.

JInno, ynosHoOMOuYeHHOE 10 (hapMaKOHAA30py B TOCyJapCcTBax-ujieHax,
JOJIKHO TOJIy4YaTh OTUETHI O pe3ysbTarax ayauTa cUCTeMbl (hapMaKkoHaaA30pa,
a TaKXe MPEJCTaBIATh UHPOPMAIIUIO AyAUTOpPaM, UMEIOIIUM OTHOIICHHE K
OIICHKE pHCKOB, BKJIIOYasi CBEACHUS O COCTOSHHHM  BBIIOJTHEHUS
KOPPEKTUPYIONUX W TPEAyNPEAuTENbHBIX  MeponpusTuii.  Jluro,
YHOJHOMOYEHHOE MO (apMakoHaA30py B TrocyAapcTBax-ujieHaX, JAOJKHO
nojiydarb MHQOpMaLMIO O pe3yaprarax J00ro ayauTa, HMEIOLIEro
OTHOLIEHHE K cucTemMe (apMaKkoHaA30pa B TIoCydapcTBax-yjeHaX, BHE
3aBUCUMOCTH OT MECTa €ro IPOBEJICHHUS.

5.2.1.2. YrioiiHOMOYEHHBIE OpraHbl FOCYIapCTB-YJICHOB.

5.2.1.2.1. TpeboBaHus K TPOBEACHUIO ayJIUTA.

VYIOIHOMOUYEHHBIH OpraH ToCylapcTBa-uwieHa [OJDKEH PEeryaspHO
IPOBOAUTh HE3aBUCUMBIE TMPOBEPKU 3a7ady CHUCTeMbl (papmakoHag30pa
roCyIapCTB-WICHOB, PErYJISIPHBIA ayqUuT CBOEW CUCTEMBI (hapMakoHaA30pa U

OCHOBAHHBIC Ha PHCKAX ayaAUTbl CUCTCMbI Ka4€CTBa C LCJIbIO oOecIieueHus
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COOTBETCTBHUSl CHCTEMBbl KauecTBa MpEAbSIBISEMbIM TpeOoBaHUsAM. JlaThl
MPOBECHUSI U PE3YJIBTAThl MPOBEICHHBIX AYIMTOB, & TaKXXEe KOHTPOJIbHBIX
ayJIMTOB JIOJKHBI HAJIJIEXKAIIUM 00pa30M JIOKYMEHTUPOBATHCHL.

5.2.1.2.2. IIpunATas METOAOJIOTHS.

B memsx o0ecriedeHusi COIIaCOBaHHOTO W TapMOHHU3WPOBAHHOTO
IUTAHUPOBAHMS U PeaM3allii ayIUTOB U MOATOTOBKU UX OTYETHOCTHU ay/IUTHI,
MPOBOJIUMBIE B YIOJHOMOYEHHBIX OpraHax TOCYAapCTB-YJICHOB, JOKHBI
OCHOBBIBATHCS HA IPUHSITOU TEPMHUHOJIOTHUU U METO/IOJIOTHUH.

5.2.2. TpeOoBaHUs K ayAUTOPCKON OTYETHOCTH.

5.2.2.1. OT4ETHOCTH AepKaTelisl pErUCTPAIMOHHOTO YI0CTOBEPEHUS.

5.2.2.1.1. JlepxaTeiap pEerUCTPALlMOHHOTO  YIOCTOBEPECHMS  JIOJKEH
BKJIIOYUTH TOSCHUTEIBHYIO 3allUCh 10 KPUTHYECKUM U CYLIECTBEHHBIM
pe3ysibTaraMm ayiauTa CUCTeMbl (hapMakKoHaJ30pa B MacTep-(paiia CUCTEMBbI
dbapmakoHan3opa. OCHOBBIBasCh Ha pe3yjibrarax ayiauTa, JepKarelb
PErUCTPAIIMOHHOTO YAOCTOBEPEHHS JOJIKEH OOECIeYUTh TMOATOTOBKY U
peanu3aluio COOTBETCTBYIOINIETO IJIaHa, B KOTOPOM MOAPOOHO YKa3bIBAKOTCS
KOPPEKTUPYIOIIUE U NMPeaynpeauTeabHble Meponpustus. [locie BbIoTHeHUs
KOPPEKTUPYIOITUX U MPEIYyNPEAUTEIbHBIX MEPONPUSATUN B MOJHOM 00BEME
3anmuch B mactep-(aitiie MoxkeT ObITh yaaieHa. J[ns ynmaneHus: Kakux-auoo
CBEJICHHM, KaCaroIIUXCs ayInuTa, U3 MacTep-daiiia CicTeMbl (h)apMaKoHa130pa
TpeOYIOTCS 0OBEKTUBHBIC TIOITBEPIKIAFOIITIE JaHHBIC.

5.2.2.1.2. Jlepkatenp PErUCTPAlMOHHOTO  YIOCTOBEPEHUS JIOJIKEH
o0ecrneunTh BKIIIOUCHHE CIHCKAa BCEX 3allJITAHMPOBAHHBIX W MPOBEIACHHBIX
ayJIMTOB B MPUJIOKEHUE K MacTep-(Paiiny cucteMsl papMakoHaI30pa, a TAKKE
BBHITIOJIHEHHUE BCEX 3aINIAHMPOBAHHBIX ayJIUTOB C COOTIONCHUEM 00s13aTEIbCTB
M0 OTYETHOCTH, NPEyCMOTPEHHBIX 3aKOHOAATEIHCTBOM T'OCY/IapCTB-UJICHOB,

HaCTOAIINMHU HpaBI/IJ'IaMI/I W BHYTPCHHUMH IIpaBHIIaMH, IIPUMCHACMBIMHU K
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oT4yeTHOCTU. JlaThl ¥ pe3ynbTaThl MNPOBEACHHBIX AayJIUTOB, a TaKke
KOHTPOJIBHBIX ayJIUTOB JOJKHBI HAJIJIEKAIIMM 00pa3oM JOKYMEHTUPOBATHCS.

5.2.2.2. OTYETHOCTH YIOJIHOMOYEHHBIX OPraHOB rOCYIAPCTB-YWICHOB.

VYIoIHOMOUYEHHBIE Oprassl rocyaapCcTB-4JICHOB JOJIKHBI
rapaHTUpPOBaTh, YTO OHHU OOECIIEUMBAIOT COOMIOCHUE O0S3aTeNIbCTB IO
MPEICTABICHUIO OTYETHOCTH MO BBITIOJIHEHHBIM ayJluTaM B COOTBETCTBUU C
HacTosuMu  [IpaBunamMu, MEXIyHApOIHBIMH JOTOBOpAaMHU M  aKTaMH,
cocTapistomMu npaBo Coro3a, U 3aKOHONATEIBCTBOM T'OCYAapCTB-UJICHOB,
a TaK)ke BHYTPEHHUMHU MPABUIIAMU, IPUMEHSIEMBIMU K OTYETHOCTH.

5.2.3. KonduaeHunansHOCTb.

C noxyMeHTaMu U UH(popMalrei, CoOpaHHOI BHYTPEHHUM ayJUTOPOM,
cienyer oOpaimarbcs ¢ COOMoAeHUEM TpPeOOBaHUN 3aKOHOAATEIHCTBOM
rocyJapcTBa-ujieHa, B TOM YHUCJIE B cepe 3alUThl IEPCOHANBHBIX JTAHHBIX U

KOH(pUIESHIINATBHON HHDOpMaITIH.
6. Cucrema ynpaBJICHUS] PUCKAMU
6.1. BBenenue

[Ipouecc ympaBiieHUST PUCKAMH COCTOUT M3 3 B3aUMMOCBS3aHHBIX U
MTOBTOPSIFOIIMXCS CTAIUN:

COCTaBJICHUE XapaKTEePUCTUKH npodus 0€301acHOCTH
JIEKaPCTBEHHOIO MpPenapara, BKJIFO4Yasi NU3BECTHBIC U HEU3BECTHBIE ACIIEKTHI;

TJIAHUPOBAHKE JCATEILHOCTH MO (apMaKOHAA30pPy MO XapaKTEPUCTUKE
PUCKOB M BBISIBIICHUIO HOBBIX PHUCKOB, a TaKK€ MOBBIIIIEHHUE OOIIET0 YPOBHS
3HaHUM 0 poduiie 6€30MMaCHOCTH JEKAPCTBEHHOTO Mperapara;

IJIAHUPOBAHUE W OCYUIECTBICHHUE JI€SITEIbHOCTA IO MHUHHMHU3ALNU

MOCJIEICTBUM PUCKOB, a TaK)Xe OIleHKa A(P(PEKTUBHOCTH ITOM ACATEIHHOCTH.
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6.2. CTpyKTypHbI U IIPOLIECCHI

6.2.1. [IpyHuMnBI yIpaBIeHus: pUCKaMH.

OCHOBHOM  1IeJIbI0  TIpoIlecca  YIpPaBIEHUS pPHUCKAMU  SIBISIETCSA
oOecrieyeHne MPUMEHEHHMs JIEKapCTBEHHOIO Iperapara Ipu MaKCUMAaJIbHO
BO3MOKHOM  TPEBBIINIEHUH I[OJIb3bl  ONPEIEICHHOIO  JIEKApPCTBEHHOI'O
npenapara (WM COBOKYIMHOCTH JIEKAPCTBEHHBIX IPENaparoB) HaJl pUCKaMU
JUISL KaKJOTr0 MAlMEHTa W JJIA LEJIEBhIX MOMYJAUUA B LEIOM. JTO MOMKET
OBITh JOCTUTHYTO IYTEM YBEJIMYEHHMS MOJIb3bl WU IyTEM CHU>KEHHSI PUCKOB.
[Ipouiecc ynpaBieHus pUCKaMHU HOCUT LUKIWYHBIA XapakTep U COCTOUT W3
NOBTOPSIIOIIMXCS ATAIlOB [0 ONPEICICHUI0O U AHAIW3Y PUCKOB M IOJb3HI,
OLICHKE COOTHOIIECHMUS «I0Jb3a — PHUCK» C ONPEIEICHUEM BO3MOXKHOCTHU
ONTHUMU3ALIMM, BBIOOPY M IUIAHUPOBAHHUIO METOJOB XAPAKTEPUCTUKU U
MUHHUMM3ALUAA PUCKOB, BHEJIPEHUIO MEPOINPHUATHA MO XapaKTEPUCTUKE U
MUHHUMM3ALMUA PUCKOB, COOpPY AaHHBIX C MOHUTOPUHIOM 3(P(HEKTUBHOCTH
IPUHATBHIX MEp.

6.2.2. OTBETCTBEHHOCTh 3a yNOpaBJIEHUWE PUCKAMU B  paMKax
OpraHu3alMH.

OcHOBHBIMU y4aCTHUKaMU npoiiecca, HEIMOCPEACTBEHHO
BOBJICUCHHBIMUA B IUIAHUPOBAaHUE YIPABICHUS PHUCKAMHU JIEKAPCTBEHHBIX
[penaparoB, SIBISIOTCS JEP)KATEIU PETUCTPALUMOHHBIX YIOCTOBEPEHUN U
YIOJHOMOYEHHBIE  OpraHbl  TOCYJApCTB-YJIEHOB, OTBETCTBEHHBIE  3a
peryiupoBaHue mpoiiecca oOpalieHus JeKapCTBEHHbIX TPenaparos.

6.2.2.1. Jlepxarenu perucTpauoOHHBIX YI0CTOBEPECHUH.

B orHomenun mnpouecca yHpaBiI€HUS PUCKAMH, CBSI3aHHBIMU C
BBIITYCKAa€MBIM JIEKAPCTBEHHBIM IPENApaToOM, AepKareilb PErucTpalMOHHOTO

YAOCTOBCPCHHA HCCET OTBCTCTBCHHOCTD 34!
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a) oOecrieyeHNe TOCTOSIHHOTO KOHTPOJSL PHUCKOB, CBSI3aHHBIX C
IpUMEHEHNEM JICKapCTBEHHOTO Tpernapara, B COOTBETCTBUH C TPEOOBAHUSAMU
3aKOHO/IaTEIhCTBA TOCYJIAPCTB-YJICHOB W TIPEICTABICHHE IOIYyYaeMBbIX
pE3yabTaTOB B COOTBETCTBYIOIIUE YIOTHOMOYEHHBIE OpPraHbl TOCYHapCTB-
YJICHOB,;

0) MpUHATHE BCEX HEOOXOAMMBIX MEp I MHUHUMHU3AIUA PHUCKOB,
CBS3aHHBIX C MPUMEHEHHEM JICKapCTBEHHOTO IMIpernapara, a Takke st
JOCTHKCHUSI MaKCUMaJIbHO BO3MOXKHOM TIOJB3BI, BKJIIOYAs oOecreueHue
JIOCTOBEPHOCTH uHdOpMaIuy, IIPEICTABIISICMOM nepkareneM
PErUCTPAIIMOHHOTO  yAOCTOBEPEHMs] B  OTHOIICHUU  JICKAPCTBEHHBIX
npenaparoB, €€ CBOEBPEMEHHOE OOHOBIEHHWE U TIPEJCTABICHUE HOBOMH
uH(OpPMAIUHU TI0 MEPE €€ MOTYUCHUS.

6.2.2.2. YIOJTHOMOYEHHBIE OPraHbl TOCYIaPCTB-WICHOB.

OOs13aHHOCTSMHM ~ YIIOJTHOMOYECHHBIX ~ OPraHOB  TOCYAapCTB-WJICHOB
B OTHOILIEHUH MPOIIECCA YIPABICHHS PUCKAMU SIBIISIOTCS:

a) MOCTOSTHHBII MOHHUTOPUHT TIOJIb3BI W PHUCKOB JIEKAPCTBEHHBIX
npenaparoB, BKIFOYas OIEHKY COOOINEHUN O BBISBJICHHBIX HEXKEJATEIbHBIX
peaKIusx, MIPEICTABICHHBIX JepKaTeIsIMu PETHCTPAITMOHHBIX
YAOCTOBEPCHHUM, MEOUIIMHCKUMU H (apMaleBTUYECKUMU paOOTHUKAMH,
NalMeHTaMy M TIOJYYCHHBIX W3 JPYTHX HCTOYHHUKOB HMH(popManuu (mpu
HEOOXOIMMOCTH);

0) MPUHATHE COOTBETCTBYIONIUX PETYIATOPHBIX MEpP 10 MHHHUMHU3AINH
PUCKOB, CBSI3aHHBIX C JICKAPCTBEHHBIMH IIpenaparamMu, W 0OeCIICUeHHE
MOJIYYCHUSI MaKCUMaJbHO BO3MOXKHOM TIOJB3BI, BKIIOYas OOecIeueHue
TOYHOCTA W TOJTHOTHI BCEW HMHQPOpMAIUM, MPEACTABIIEMON IepiKaTeasiMu
PETUCTPAIIMOHHBIX  yAOCTOBEPEHWM B  OTHOIICHWHM  JICKAPCTBEHHBIX

Mpernaparos;
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B) o0ecreuyeHre BBIIIOJIHEHUSI MEPOIPUATUN 110 MUHUMU3ALMKN PUCKOB
Ha HAllMOHAJIbHOM YPOBHE;

r) 3ppexTrBHBI OOMEH JAaHHBIMU C 3aMHTEPECOBAHHBIMU CTOPOHAMU
IpyU HAJIWYUM HOBOM JOCTynHOM wuHpopMauuu. B 3TOT 00MEH BXOAMT
IpeaoCTaBlIeHUe MH(OPMALIMU B COOTBETCTBYIOIIEM (popmare maiueHTam,
MEIMLIMHCKUM U (papMaleBTUYECKUM pabOOTHUKAM, TIpyIaM MalueHTOB,
HAy4YHBIM COOOIIECTBAaM U T. 1.;

N) o0ecriedueHnue TMPUHATHS COOTBETCTBYIOUIMX MEp MHUHUMU3AIUU
pUCKOB (IIpU HX OMNPEACIICHUH) BCEMH JEPKATEISIMU PETUCTPALUOHHBIX
YIOCTOBEPEHHM B OTHOLIEHMM  KaK  OpPUTMHAIBHBIX, TaKk U
BOCIIPOU3BEIEHHBIX, OMOaHAJIOTHYHbIX JIEKAPCTBEHHBIX IIPENapaToB;

€) MpeACTaBjIeHue HMHQOpPMALMU JIPYTUM YIIOJIHOMOYEHHBIM OpraHam
rocyJapcTB-4ICHOB, B TOM YHUCJE YBEIOMIIEHHE O JIIOOOU AEATENbHOCTH IO
o0OecrieyeHnt0 0e30MacHOCT B OTHOUIEHUHW JIEKApCTBEHHOIO Ipemnapara,
BKJIOYAsl yBEIOMJICHHE 00 M3MEHEHHUsX B HH(opManuu 00 OpUTrHHAIBHOM
JIEKapCTBEHHOM ITpenapare.

6.2.3. Llenu nana ynpasiaeHUs] pUCKaMH.

6.2.3.1. [Inan ynpasnenus puckamu (nmanee — IIYP) comepxur
uH(dOpMaIuIo, KOTOpasi A0HKHA COOTBETCTBOBATH CIIEAYIOIIUM TPEOOBAHUSIM:

a) OTpeNeNATh W XapakTepu3oBarh  mpoduins  Oe30macHOCTH
JIEKapCTBEHHOIO IIpenapara;

0) yKa3piBaTh, KakuM OOpa3oM MOXXHO JOMOJHSTh JalbHEHIIYIO
XapaKTepUCTUKY NMpoduisi 6€30MaCHOCTHU JEKAPCTBEHHOTO Mpenapara;

B) JOKYMEHTAJIBHO MOJATBEPKAATh IPUHATUE MEP IO MPEJOTBPAILICHUIO
WIM MHUHMMH3allUA PHUCKOB, CBA3AHHBIX C INPHUMEHEHHEM JIEKAPCTBEHHOTO

npenapara, BKIo4asi OlleHKY () (PEKTUBHOCTH JaHHBIX MEPOTIPUSITHIA;
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I') TOKYMEHTAJIbHO MOATBEPKAATh BBIIIOJIHEHUE MOCTPETUCTPALMOHHBIX
00s13aTeNbCTB N0 00ECIIEUEHHUIO 0€30MMaCHOCTH TPUMEHEHUSI, BBEJICHHBIX MTPU
perucTpanum JIEKapcTBEHHOTO Mpenapara.

6.2.3.2. lns BbINONHEHUA TpeOOBaHWM, yKa3aHHbIX B IyHKTe 6.2.3.1
Hacrosux [Ipasun, B uHbopMmanuio, coaepxairyrocs B [IYP, n1omkHbl ObITH
BKJIFOUEHBI:

a) ONMCAHWE W3BECTHOM M HEU3BECTHOW HWH(MOpMamuu O mpoduie
0€30MacCHOCTH JICKAPCTBEHHOTO Tpernapara;

0) ykazaHue, KakoBa CTENEHb YBEPEHHOCTH B TOM, UTO 3()(PEKTUBHOCTD
JIEKApCTBEHHOIO IIpenapara, NpoJAeMOHCTPUPOBAHHAS Y LIEJIEBBIX MOMYJISLIHIMA
Opy TMPOBEIACHUU KIMHUYECKUX HCCIENOoBaHUM, OyldeT OCTUTaThCs B
MOBCE/IHEBHOM MEIUIIMHCKONM MPAKTUKE, U JOKYMEHTAJIbHO MOATBEPKIATh
BOBMOXXKHYIO ~ HEOOXOIMMOCTb  HCCIeAOBaHUN  3(PQPEKTUBHOCTH B
MOCTPETUCTPAIIMOHHOM TMIEPHUO/IE;

B) YKa3aHHE TJIAHUPYEeMOro crocoba oreHKu 3P(HEKTUBHOCTH MEP IO
MUHUMU3AIUN PUCKOB.

6.2.3.3. IIYP SIBIISIETCS JTUHAMHUYHO W3MEHSIIOINMCH,
CaMOCTOSITEJIbHBIM ~ JJOKYMEHTOM, KOTOPBIA JIOJDKEH OOHOBJISTHCS — Ha
NPOTSHDKEHUU BCETO JKM3HEHHOTO IMKJIAa JIEKApCTBEHHOIrO Tpernapara. s
JIEKapCTBEHHBIX IpenaparoB, TpeOyromux cocraBieHus [10Ob, HekoTopbie
(uactn) momynu ITYP MoryT ucnonb3oBatbes B 1eisix cocrasienus [I0OB.

6.2.4. Ctpykrypa ITYP.

ITYP BxitouaeT B cebst 7 MHPOPMAITMOHHBIX YaCTeH:

gacTh | — 0030pHas nundopmanus o JIeKapcCTBEHHOMY Mpenapary;

gacTh Il — cnenudukaiys mo 6e30macHOCTH:

Moxayib Cl — sanuaemMuonorus moka3aHuu 1o HENEBbIM NOMYJIAIUAM;

Moxnyib CII — noknmuHuYecKas 4acTs;
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Monyab CIII — Bo3gelcTBHE JE€KaApCTBEHHOIO Mpemnapara B X0
KJIMHUYECKUX UCCIICIOBAHUN;

monynb CIV — mnomynsiuny, HE W3y4YEHHbIE B XOAE€ KIMHUYECKUX
HUCCIIEI0BaHUM;

Moayib CV — MOCTPEruCTpaMOHHbBIN ONBIT TPUMEHEHUS;

monynb CVI — nmononmHuTenbHbIE TpeOOBaHUA K cHelU(UKAIUU TI0
0C30ITaCHOCTH;

Moayib CVII — uaeHTu(UIMpOBaHHBIE U TOTCHIIMAJIbHBIC PUCKU;

monysib CVIII — o6oOmenHas wuHbopMmanus 1o mpoliemaMm 1o
0C€301IaCHOCTH;

yacTh [l — man no dhapmakoHanzopy;

yacTb IV — J1aH IOCTPErUCTPALUOHHBIX HCCIICIOBaHUN
s pexTuBHOCTH;
gacTh V. — Mephl MO0 MHUHUMM3AIMU PUCKOB (BKJIOYAsi OLICHKY

3¢ (HEKTUBHOCTH MEp MUHUMH3AIIUN PUCKOB);

yactb VI — pestome I1YP;

yacth VII — npunoxenus.

Ecmu ITYP cocraBnsieTcs Ha HECKOJIBKO JIEKAPCTBEHHBIX IIpenaparos,
JUTSL KQXJ0T0 U3 JIEKapCTBEHHBIX MPEnaparoB JOJIKHA OBbITh MPEIyCMOTpPEHA
OTHEbHAs 4acTh.

6.2.5. I[logpobHOE onrcanue Kaxaou yactu I[1YP.

6.2.5.1. Yacte 1 ITYP — oO30pHas undbopmaius mno JeKapCTBEHHOMY
npenapary (JeKapCTBEHHBIM Ipernaparam).

JlanHasi yacTh JOJIKHA COJIepkKaTh aIMUHUCTPATUBHYIO HHPOPMALIUIO O
[TYP, a takxke o0030pHYIO HWH(OpPMAIMIO MO JEKAPCTBEHHOMY Tpemapary
(JiekapCTBEHHBIM IIpenaparaM), Ha Kotopoe cocTtapisiercs ITYP.

VYKkazaHHas 4acTh JOJKHA COAEPKATh CACAYIOIIYI0 HH(POPMALHIO:

a) uHdopMarusi 00 aKTUBHOM BEIIIECTBE:
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aKTUBHbIE (hapMalleBTUUECKHE CYOCTaHIMM (JEMCTBYIOLINE BELECTBA)
JIEKapCTBEHHOTO Mpernapara (JeKapCTBEHHbBIX MPENapaToB);

(dapmakorepanesruyeckas rpynna (kog ATX (ATC));

HAaNMEHOBAHHUE JIEPKATENS PErUCTPALHMOHHOTO YI0CTOBEPEHUS;

JaTa ¥ rOCy1apcTBO MIEPBOM PErUCTpalii B MUPE (€CIU IPUMEHUMO);

JatTa W TOCYIapCcTBO, B KOTOpPOM OBbUIO HAa4aro MEIUIMHCKOE
pUMEHEHNE (€CIU MPUMEHUMO);

KOJIMYECTBO JIEKAPCTBEHHBIX IIPEIAPATOB, KOTOPBIE BKIOYEHBI B I[IYP;

0) aqxmMuHUcTpaTuBHAs nHpopmanus o [TYP:

JaTa OKOHYaHUs cOopa JaHHBIX B paMkax Tekyiiero [1YP;

nara npeacrasieHus [IYP u Homep Bepcuu;

IepeyeHb Bcex uacrted u  wMoxpyinen IIYP ¢ npexncrasBienuem
uHpopmanuu o aare u Bepcun [IYP, B paMkax KoToporo B MoOCiIeIHUN pa3
OOHOBJISUTUCH U NIPEJICTABIISUIMCH YaCTh UM MOJYJIb;

B) MHGopManusi MO  KaKIOMY  JIGKQpCTBEHHOMY  IIpemnapary,
BKJIFOUEHHOMY B [TYP:

TOPrOBbIE HANMEHOBAHHUSI B TOCYIapCTBaX-4JICHAX;

KpaTKoe OMMCaHuE JIEKAPCTBEHHOTO Ipernapara (BKJIoJarolee B ceos:
XUMHAYECKAM KJIacC, KPaTKOE OIMCAHUE MEXAaHW3Ma JIEUCTBUS, BaXKHYIO
uH(POpMALIMIO O €ro cocraBe (HampuMep, NPOUCXOKICHHE aKTUBHOIO
BELIECTBA OMOJOTMYECKUX JIEKAPCTBEHHBIX MPENaparoB, COOTBETCTBYIOIIMX
aJ’bIOBAHTOB JJIsl BAKIIWH));

nokaszanus (0goOpeHHbIE U MpeiaraeMblie (€CIu IPUMEHUMO));

pexuM  no3upoBaHusl  (OIOOpEHHBIM M Mpejaraemblii  (eciu
MPUMEHUMO));

JeKapcTBeHHbIE (POPMBI U TO3UPOBKA (00OPEHHBIE U MPEAiaraeMble

(eciau mMpuUMEHHNMO));
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OOILIIEMUPOBOIN PErYISITOPHBIN CTaTyc ¢ yKa3aHHEM IO CTpaHam (1ara
perucTpaluy WIK OTKa3a B PETUCTPAIMH, Jara pa3MEIICHHs Ha PBIHKE,
TEKYIIUM CTaTyC PErucTpalvu, NOSICHUTEIbHbIE KOMMEHTAPUH ).

6.2.5.2. Yacts II ITYP — cnenudukanus no 0€30MacHOCTH.

[lenpro JaHHOW 4YacTHU SIBISETCS TNPEACTABICHHUE KpaTKoro o030pa
npoduisi 6€30MaCHOCTH JIEKAPCTBEHHOTO Tpernapara ¢ yka3aHueM U3BECTHOU
uHpopMalu 1Mo OE30MaCHOCTH, a TaKXKe OMpENIeNICHUs] pa3eiaoB Mpodus
0€30MacHOCTH, M0 KOTOPHIM OE€30MaCHOCTh HE SIBISETCS JOCTATOYHO
uzydeHHoi. Cnenudukanus no 6€300acHOCTU JOJIKHA MPEACTABISTh COO0M
pe3toMe BaKHBIX UACHTHU(PUIIMPOBAHHBIX PUCKOB JIEKAPCTBEHHOTO Mpernapara,
BaXHBIX MOTECHIIMATBHBIX PUCKOB U BaXXHOM OTCYTCTBYIOIIEH MH(OpMAaIUU.
Cnemudukanus mno OezomacHoctd B IIYP dopmupyer ocHOBy 1aHa
(dhapMakoHa130pa U MJIaHa MUHUMU3AIUH PUCKOB.

Cneundukanus 06e3zonacHoct B ITYP Bkitouaer B cedst 8 pa3aenos:

Moayib CI — 3nuaeMHonorus moKa3aH!i Mo LEeJIEBbIM MOMYJISALHIM;

Moayab CII — noknmuHYecKas 4acThb;

moxaynb CIII — Bo3aelcTBUE JEKapCTBEHHOIO IMpemnapara B XOHAE
KJIIMHUYECKUX MCCIICI0BaHUM;

monynb CIV — monynsuuu, HE HU3y4EHHbIE B XOAC€ KIMHUYECKUX
HCCIEI0BaHUM;

Moxnyib CV — mOCTperucTpauOHHbIN OMNBIT IPUMEHECHUS,

Monynb CVI — nomonHuTEnbHBIE TpeOOBaHMS K cCHElU(UKAIMU 110
0C301IacHOCTH;

Moayinb CVII — uaeHTHUIIMPOBaHHBIE U TOTCHIIUAIbHBIC PUCKU;

momynb CVIII — o06oOmennass wuHpopMarus 1o mpobiaeMaM 110
0€30MacHOCTH.

Cnenudukanus 10 0€30IMacHOCTH MOXET BKJIOYaThb B ce0s

JIOTIOJTHUTEIILHBIE 3JEMEHTBHI B 3aBHCHUMOCTH OT CBOMCTB JICKAPCTBCHHOI'O
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npenapara, mporpamMMmbl €ro pa3pabOTKM M H3Y4YEHUs, BKIIIOYAs aCHEKThI
KauecTBa M HX BIHSIHUE Ha Npopuiab 0e30macHOCT U 3PPEKTUBHOCTH
JIEKapCTBEHHOI'O Mpernapara, pucka, CBA3aHHOTO ¢ ()OPMOW BBIITYCKa, U MHBIX
aCIeKTOB, MOJUPUIIUPYIOMIUX MPO(UIIb O€30TACHOCTH.

6.2.5.2.1. Moayns CI ITYP — snuaemuosiorusi mokazaHuil 1o 1eJIeBbIM
MOMYJIALIUSIM.

ONHUIEeMHUOIOTH TOKAa3aHUH SBIISIETCS MPEIMETOM ONMCAHUS U OLIEHKU
B JaHHOM Mmojayjie. OmucaHue JOJKHO BKJIIOYaThb B C€0sl OLIEHKY YPOBHS
3a00JIEBAEMOCTH, PACIPOCTPAHEHHOCTH, CMEPTHOCTH, PACIPOCTPAHEHHBIX B
LEJIEBOM MOMYJSIUU COMYTCTBYIOIIMX 3a00JI€BaHUM M MO BO3MOXKHOCTH
JOJHKHO OBITh NIPEJCTaBICHO CO CTparu@UKanmuell mo Bo3pacry, Moy |
pacoBoMy M (WJIM) OSTHUYECKOMY NpPOUCXOXACHUIO. Paznmuus B
AMUAEMHUOJIOTUH B Pa3HBIX PErHOHAX TAKXKE€ JTOJKHBI MTOJIBEPraThCsl OLIEHKE U
onucanuto. Crneayer Takxke MNPEIOCTaBUTh HMHPOPMALUIO O BaXKHBIX
COITyTCTBYIOIIMX 3a00JIEBaHUAX LIEJIEBOUM MOMYNISALUNA U BO3MOKHOM BIMSIHUU
JIEKapCTBEHHOI'O IIperapara Ha COIYTCTBYIOIIYIO Marojiorut. B Momyib
BKJIIOUaeTcsi nHpopMalus O MPEAnoJaracéMoM Ha3HAUCHUH JIEKapCTBEHHOIO
npenapara, HamnpuMmep, MpeAHa3HaueH JM JIEKapCTBEHHBIN Mpenapar ais
npOoQUIAKTUKY 3a007€BaHUM, JJIA MPEAOTBPAILEHUS HEKOTOPBIX CEPhE3HBIX
UCXOJIOB B CBSI3U C ONPENEICHHBIMU 3a00JIEBAHUSAMU WM ISl TOPMOKEHUS
MIPOrPECCUPOBAHUS  XPOHUYECKOTro 3abojieBaHus. JlOJDKEH Takke ObITh
NpENCTAaBICH Kparkuid 0030p MecTa JIEKapCTBEHHOrO IMpernapara B
TeparneBTUYECKOM apCeHalle JIEKapCTBEHHbBIX MIPenaparos.

6.2.5.2.2. Moayns CII ITYP — noknuHudeckast 4acThb.

Jlanubid moaynb IIYP nomkeH comeparh pe3toMe BaKHBIX JAaHHBIX,
NOJIyYCHHBIX B pE3yJIbTaTe MPOBEACHUS JOKIMHUYECKUX MCCIECIOBAaHUN

0€30IMMacHOCTH, HallpUMED:
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UCCJIEIOBAaHUE TOKCUYHOCTH (KJIIOUEBBIE JaHHBIE O TOKCUYHOCTH,
NOJIyYCHHBIE B  XOJE€ MCCIEIOBaHUs, HalpuMep, O XPOHHYECKOU
TOKCUYHOCTH,  PEOPOAYKTUBHOM  TOKCHMYHOCTH, 3MOPHUOTOKCHYHOCTH,
TE€pPaTOreHHOCTH, HE(PPOTOKCUYHOCTH, renaroTOKCUYHOCTH,
T€HOTOKCUYHOCTH, KAHIIEPOTEHHOCTH);

JaHHbple 00 oO0mux (papmMakoJOrM4ecKuX CBOWCTBaX (HampuMep,
BIMSHUE Ha CEpJACYHO-COCYIMCTYIO CHUCTEMY, BKJIOYas  YIJIMHEHUE
QT-unTEepBasia, HEPBHYIO CUCTEMY U T. 11.);

JAHHBIE O PEAKIMUAX B3aUMOAECHCTBHUS JIEKAPCTBEHHOTO Mpenapara;

VHBIE TaHHBIE O TOKCHYHOCTH.

B wMomyne nomkHa comepkarbCs HMHGOpManus O  3HAYUMBIX
TOKCUYECKHX CBOMCTBAX M aKTyaJIbHOCTH BBIBOAOB MPU HCIIOJIB30BAaHUU HA
JTOASIX. 3HAYUMOCTh JaHHBIX OMNPENEIseTCs NPUMEHUTEIBLHO K CBOMCTBaM
JIEKapCTBEHHOI'O Tpernapara, 0COOEHHOCTSM II€JIEBOM MOMYJSUUNA U OIBITY
OPUMEHEHUSI TOAOOHBIX COCAMHEHHM WJIM TMOAXOJOB K TEpamuu MpH
NPUMEHEHNHU JIEKaPCTBEHHBIX IpenaparoB Tou xe rpymmsl. [loMmumo 3Toro,
JOJIKHBI 00CYKIaThCsl ACTIEKThl KAYECTBA, B CIIy4ae €CJIM OHU MOTYT 3HAYUMO
OTpa3uThCcsi Ha npoduiae O0e30MacCHOCTU JIEKapCTBEHHOIO Mpernapara
(B 4acTHOCTHM, BakHasi WH(poOpMmanuss 00 aKTUBHOM BEILIECTBE WM €ro
IpUMeECAX, HapuMep, FT€HOTOKCHUYECKUX NpHUMecsx). Eciu nexkapcTBEHHbIN
npenapar MpeaHa3HayeH s NPUMEHEHUs JKEHIIMHAMH JETOPOIHOIO
BO3pacTta, B  JIOKYMEHTE  JOJKHbI  ObITb  YHNOMSIHYTHl  JITaHHBIE
O PENpOAyKTUBHOW TOKCUYHOCTH M BIMSHUU HA Pa3BUTHE IUIOAA, a TAKXKE
O TMOCHEACTBUAX HCIIONb30BAaHUS JIEKAPCTBEHHOTO TMpernapara y JaHHOU
rpynmnsl manueHToB. MHpopmaluio no npounM ocoObIM IpymnaM HaceIeHUs
HEOOXOUMO TPUBOIUTH B 3aBUCUMOCTH OT YTBEPXKACHHBIX MOKa3aHUN U
LEJIEBOM TOMYJSAINHU, a TaKXKe OT HEOOXOJUMOCTH HAJIMYUSI KOHKPETHBIX

JOKIIMHUYCCKUX AaHHBIX.
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6.2.5.2.3. Monyns CIII IIYP — BO3melicTBHE JIEKAPCTBEHHOIO
nmpernapara B X0l KIMHUYECKUX UCCIICIOBaHM.

B w™momyne nmomkHBI OBITH TMPEACTaBICHBI JaHHBIE O IMAIMEHTAaX,
KOTOpPBIC OBLTM BKJIFOUCHBI B KIIMHUYECKUE UCCIAEAOBaHMS (Ha KaKUX TPYIIIax
MAlMEHTOB M3ydayiCsl JICKAPCTBEHHBIM TMperapar). J[aHHbIe TOJDKHBI OBITH
npeAcTaBieHbl B ¢opmare, ymoOHOM Ui aHaiu3a, HampuMmep, B dopme
Tabmui, win rpadgukoB. OObeM uUCCAEAYEMON TOMYJAUU JOJDKEH OBbITh
noipoOHO OMNMHCAaH C YyKa3aHWEM JaHHBIX O KOJIMYECTBE ITAllMCHTOB U
BPEMEHHOTO TTPOMEKYTKa (B BUIE «IAITUEHTO-JIET», IMAIUCHTO-MECSIIEB),
B TCUCHHE KOTOPOTO MAIlMCHTHI TOJIBEPTajIuCh BO3ICUCTBUIO JIEKAPCTBEHHOTO
npernapara. J[aHHBIE 1O TOMYISANMAM, BKIIOUCHHBIM B KIMHUYECKUE
WCCJICIOBAHUSI, TAKXKE JOJDKHBI OBITh CTPATHU(PUITMPOBAHBI B 3aBUCUMOCTH OT
TUMIAa  WCCleAoBaHUS  (MOMYJISAIMK, BKJIIOYCHHBIE B OCJICIUICHHOE
paHAOMH3UPOBAHHOE HWCCIICIOBAHNE, W TOMYJISAIMN, BKIIOUCHHBIE BO BCE
KIMHUYEeCKUe uccaeaoBanus). Crparndukamus NOMYyISIIMOHHBIX HOATPYIIT
TaKWX B CIy4asx, KaK MPaBUJIO, BKIIFOYAET B CEOSI:

BO3PACT U MOJ;

ITOKAa3aHM;

TO3UPOBKY;

pacoBo€ MPOUCXOXKJICHHE.

[TpomomKUTEILHOCTh BO3ACHCTBHS JOJDKHA OBITHh HM300pa)keHa MO0
rpadudeckn (IMyTeM HaHECCHWS Ha TpaduK TOYEK, COOTBETCTBYIOIINX
KOJIMYECTBY MaI[MEHTOB U BpeMEHN), JIN00 B (hopmare TaOIUIIbI.

B cimydae HEoOXOIMMOCTH JIOJDKHA OBITH MpecTaBiieHa WH(popMaIus
00 W3y4YCHUH BO3JCHCTBHUS Ha OTJACIbHBIC MOMYISIIHOHHBIC TPYIIIILI
(bepeMeHHBIC KCHIIWHBI, KOPMSIIME MATEepH, IMAIMEHTHl C IMOYCYHOM
HEJIOCTAaTOYHOCTHIO, TEUYEHOYHOW  HENOCTATOYHOCTHIO,  HAPYIICHUSIMU

CEPACIHO-CO CYI[PICTOﬁ CHUCTCMBI, IMOATPYIIIIBI HaCCJICHUA C
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COOTBETCTBYIOIIMM T€HETHYECKUM MoauMopduzMoM). Takxke J0KHA OBITh
yKa3aHa CTENeHb TSDKECTH HapyuieHUus GYHKIUU TI0YEK, IEYEHU WIIH
CEP/ICUHO-COCYIUCTON CUCTEMBI, a TAK)KE€ TEHETUYECKOTO oJIUMopPusma).

[Ipy mpencraBlieHUMU AaHHBIX O BO3pacTe JOJKHBI OBITh BBIOPAHBI
KaTeropru, KOTOPhIE UMEIOT OTHOILICHUE K 1€JI€BOM monyJsiiuu. JJaHHbIe 1o
MeUATPUUYSCKUM U TIOXKHUJIBIM TMaIlMeHTaM JOJKHBI OBITh pa3/eliCcHbl B
COOTBETCTBUHU C TMPHUHATHIMU BO3PACTHBIMU KATETOPUSIMU (HANPUMED, IO
kareropusim 65-74 ner, 75-84 ner m crapme 85 JeT A NOXKUIIBIX
nanueHToB). JJist JIekapCTBEHHBIX MpenaparoB, 001aJarolUX TePaTOTeHHBIM
NeWCTBUEM, CcTpaTu(UKamus JOKHA CTPOUTHCS HCXOIS W3 BO3PACTHBIX
KaTeroOpuii  KEHCKOM YacTH TONYSIIUH  COOOpa3HO  JE€TOPOTHOMY
noteHuany. MToroBele pe3ynbrarbl JOJKHBI TPEACTABISATHCS B KOHIIE
KKJI0M TaOIUIbI WM AUArpaMMbl (110 MEpPEe HEOOXOAUMOCTH).

3a UCKJIIOYEHUEM CITy4YaeB, KOTJa 3TO SIBISIETCS HEOOXOAUMBIM, JJAHHbBIC
10 KJIMHUYECKUM HCCIICTOBAHUAM JIOKHBI MPEACTABIATHECS B 0000IICHHOM
dbopmMe ¢ CyMMHpOBaHHEM IOKa3aresied mo rpadgam um paszgenam (€cim 3TOo
o00ocHOBaHO). B cimydae ecnu ogHa M Ta K€ Tpyla MNalMEeHTOB ObLIa
BKJIIOYEHA B Oojiee 4YeM OJIHO UCCJeAOBaHUE (HAmpuMep, MNPOJOJDKEHUE
OTKPBITOTO HAOJIOJEHUS TOCJI€ OKOHYAHUS KIMHUYECKOTO HUCCIEAOBAHUS),
OHa BKJIFOYAETCS B TAOJNMILy IO TpyIIie BO3pacTa, Moja U pachl OAUH pas.
B crnywae ecnmm mexnay TaOmMIIaMu BO3HHKAET HECOOTBETCTBHE IO YHCIY
MAIMEHTOB, JOJKHBI OBITh JJaHBI COOTBETCTBYIOIINUE Pa3bsICHCHHUSI.

Ecmu ITYP npexncrasnsercss BMECTE € 3asBJIECHUEM HAa BHECEHHE HOBOTO
MOKa3aHusl, OTACIBHO B Hadayie JTAHHOTO MOJYJA U B CBOJHBIX TaOJMIIaX
JOJDKHBI OBITH TIPEICTABICHBI JAHHBIC 110 HOBOM JICKAPCTBEHHOU (hOpME HITH
CrocoO0y BBEACHHUS, TaHHBIC KIIMHNYCCKUX UCCACAOBAHNM, CICITU(PUIHBIC IS

JaHHOI'O ITIOKa3aHMA.
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6.2.5.2.4. Monyne CIV IIYP — nonynsuuu, HE HW3Yy4YEHHBIE B XOJI€
KJIMHUYECKUX UCCIEIOBAaHUMN.

B nannom monyne IIYP nomkHna ObITh mpencTaBieHa MH(popManus o
TOM, KaKWe MOJATPYMIbl MAIMEHTOB IEJIEBhIX MOMYJSIUN HE ObLIN NU3Yy4YECHBI
Wi ObUIM WM3Y4YCHBI JIMIIHL B OTPAHMYCHHOW CTENEHHW B Mpelesiax TPYII
MAIMEHTOB, BKJIIOUYEHHBIX B KIMHUYECKHE HccaeaoBaHus. OrpaHuyeHUs
KIIMHUYECKUX HMCCIEIOBAaHUN TaKXKe JOJDKHBI OBITh MPEJCTABICHBI C TOYKU
3pEHHsS] PEJICBAHTHOCTU KPUTEPUEB BKJIIOYCHUS] W  HEBKJIIOYEHUS B
OTHOILIICHUM IIEJIEBBIX TMOMYJISIIIUMA, a TakKe paziMuuii, KOTOpPhIE MOTYT
BO3HUKHYTh B 3aBHUCHMOCTH OT IIapaMEeTpPOB MCCIEI0BaHUN (HampuMmep,
OonpHMYHAs Wiad  oOm@as TpakThka). BbeBOABI 0  BO3MOXHOCTH
MPOTHO3UPOBAHUSI 0€30MaCHOCTU JUJIsi  IEJEBBIX MOMYJSLUMN  TOKHBI
OCHOBBIBATHCSI HA TOYHON M MOJAPOOHON OIEHKE OTpaHUUYCHUN HMEIOIIUXCS
JTAHHBIX KIMHUYECKUX UCCIEAOBAHUM JIMOO MX OTCYTCTBUU JJIsl KAaKUX-JIUOO
noarpymnm. Takke dODKHA OBITH TpencTtaBieHa uH(opmaius 00
OTPAaHUYCHHUSAX KIMHUYCCKOW 0a3bl JaHHBIX B OTHOIICHWH BBISBICHUS
HEXeJaTeIbHBIX PEAKIIUM MO CICTYIOMUM TPUINHAM:

KOJIMYECTBO BKIIOUCHHBIX B MCCICAOBAHUS MAI[UCHTOB;

KyMYJSATUBHOE BO3JIEHCTBUE JIGKAPCTBEHHOrO TMpernapara (Hampumep,
cenuduyecKas OpraHOTOKCHIHOCTD );

IIATCILHOCTD MPUMEHEHUS (Hampumep, pu OIICHKE
KaHIIEPOT€HHOCTH).

Ecnu orcyrcTBytomas uHboOpMaIius MOXKET MPEICTABISATh CEPbE3HbBIN
PHUCK JIJIS TICJIEBBIX MOMYJISIUN, CBEACHUS 00 3TOM TaK»Ke CJICYET BKIIOUUTD
B KauecTBe MpooIeMsl 1o 0e3omacHocTr B moayiab CVIII ITYP.

6.2.5.2.4.1. PaccmarpuBaemMble TPYyNNbl NAUEHTOB JOJKHBI BKJIIOYATh

CJIeyIOUME TOMYJISIUU (HO MOTYT HE OIPaHHYMBATHCSI UMH):
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neauaTpuyeckas Homyiasiuus — JOeTH (0T poxaeHus u 1o 18 et
C YY4E€TOM pAa3JIMYHBIX BO3PACTHBIX Kareropuil uiud (mpu HEOOXOJUMOCTH)
C Y4ETOM JAPYTUX TPYII, 3HAYUMBIX C TOYKH 3PEHUSI PaA3BUTHUS, TO €CTh
C YU4E€TOM KOHKPETHBIX MEPUOJOB PA3BUTHS);

MOXKHJIbIE MAITUEHTHI. J|OJKHBI OLIEHUBATHCA MOCIEACTBUSI TPUMEHEHUS
JIEKAPCTBEHHBIX IMIpPENaparoB Yy IMAIMEHTOB B BO3pacTe crapue 65 Jer.
O1ieHKa COOTBETCTBEHHBIM 00Pa30oM JIOKHA YUUTHIBATh HauOOJIEEe MOKUIIBIX
npeAcTaBuTENe aaHHOM Tpynnbl. OLEHKa BIUMSHHUS COIYTCTBYIOLIEH
NaTOJOTUX WM HapylleHus (yHKIHMH OpPraHoB (Hampumep, MOYeK, MEYCHH)
NPUMEHUTENBHO K JAHHOW MOMYJISLHMOHHOW MOATPYIIIE JEIAETCS C YYETOM
BO3MO)XHOTO OJTHOBPEMEHHOTO HAJIM4YUsi HECKONBbKUX (HaKTOpPOB (Hampumep,
MHOXKECTBEHHOW COMYTCTBYIOIIEHM IIATOJIOTMAU HU  MHOTOKOMIIOHEHTHOM
JIEKApCTBEHHOW TEpanuy, OKa3bIBAIOIIMX OJHOBPEMEHHOE BO3/CHCTBUE,
Moauduimpyromiee npodusib O0E30MaCHOCTH JIEKAPCTBEHHOIO IIpernapara).
CnenyeT OLEHUTh HEOOXOAMMOCTH TMPOBEACHUS B IUIAHOBOM TMOPSIKE
71a060paTOPHOTO CKPUHUHTA MPH HA3HAYCHHWH JICKAPCTBEHHOTO Mperapara B
JAHHOW  TOATpyNIe  TNanueHToB. B OIleHKe  JOMKHBI  OTACIBHO
paccMaTpUBaThCsl HEXKENAaTeNIbHbIE PEaKIMU, KOTOPhIE MOTYT MPEACTABIAThH
0COOYI0 OMAacCHOCTb JUISl TTOKHUIIBIX MAIMEHTOB (HAlpUMeEp, TOJIOBOKPYKEHUE
WJIU BO3JICMCTBHE HA IIEHTPAJIbHYIO HEPBHYIO CUCTEMY );

OepeMeHHbBIC WM KOPMSIIIHE JKeHIIUHBI. ECIi B IIEEBYIO TOMYIISITUIO
BXOJIAT O KEHIWHBI JETOPOJAHOTO BO3pacTa, JOMKHBI paccMaTpPUBATHCS
MOCTEACTBUSL  MPUMEHEHHUS  JICKAPCTBEHHOIO  IMpernapara B MEPHOI
OEpEeMEHHOCTH M KOpPMJICHUsI TPpyAbl0. Eciin jekapCTBEHHBIM mpemnapar He
MpPEIHA3HAUYCH CICIHUANTBHO I TPUMEHEHUS BO BpeMs OEpEeMEHHOCTH,
HEOOXOJIMMO OIICHUTH MCXOABI M TCUCHHE JTIOOBIX OEpEMEHHOCTEH, KOTOPHIC
ObUTH 3aUKCUPOBAHBI B XO/I€ KIMHUYECKOTO MCCIEOBAHUS JIEKAPCTBEHHOTO

Imperapara. Ecin YCIOBUEM BKIIOUCHHUA B KIIMHUYCCKOC NCCICAOBAHNUC OBLI10
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MPUMEHECHUE KOHTPALICNTUBHBIX CPEACTB, aHAJIU3 TEUCHUS W HUCXOJ0B
OEpEMEHHOCTH TAaKXe JOJKEH BKJIIOYATh AaHaIW3 MPUYUH, IO KOTOPHIM
MPUHATBHIE MEPBhl KOHTpAIENIUM HE HMMENIU ycrexa (ecii MPUMEHHMO), a
TAK)K€ IIOCIICACTBUM ISl HCIOJB30BAHUS B MEHEE KOHTPOJIUPYEMBIX
YCIIOBUAX MTOBCEHEBHON MEAULIMHCKOM TTPAKTUKH;

NAlUEeHTHI C HAPYIIEHUSIMU (DYHKITUY TIEYEHH,

MAalUEHTHI C HAPYIICHUSIMUA (PYHKIIUU MOYEK;

MAlMEHTHI C MPOYUMHU 3HAYMMBIMU COIYTCTBYIOIIUMHU 3a00JI€BaHUSIMU
(HampuMep, CepAEYHO-COCYIUCTOM MaTOJOTHEH, WMMYHOAS(PUIIUTHBIMU
COCTOSIHUSIMHU );

MAlMCHTBI, CTEMCHb TSHKECTH 3a00JIEBaHUS KOTOPBIX OTJIMYAETCS OT
U3YUYECHHOM B XOJE KIMHUYECKUX HUCCIeNoBaHUN. [lomkeH paccMarpuBarbCs
J000M ONBIT MPUMEHEHUS JIEKApCTBEHHOTO Mpernapara y MalUeHTOB C
Pa3IMYHON CTEIEHBIO TSKECTHU 3a00JI€BaHMS, B YACTHOCTH, €CJIU 3asBIISIEMOE
MMOKa3aHUE OTPAHUYECHO B OTHOIICHUM TMAIMEHTOB C KOHKPETHOM CTEICHBIO
TSOKECTH 3a00JICBaHMUS

NOATPYIIBGl MAlMEHTOB, SBIAIOIINXCS HOCHUTEISIMU HW3BECTHOIO U
PEJIEBAaHTHOTO TeHETHUYeCcKoro noiaumopdusma. JlomkHa ObITH paccMOTpeHa
cTerneHb  (hapMaKOr€HETUUYECKOTO  BJIUSIHMS,  BIUSHUE  NPUMEHEHUS
JIEKapCTBEHHOIO Mpenapara y NalueHTOB ¢ HEM3BECTHBIMU WJIA PA3JIMYHBIMU
TCHOTHUIIAMH, TOCJEJACTBUS HCIOJb30BaHUS T€HETUYECKUX OHOMapKepOB B
1eJIeBOM Tpymnne mnaiueHToB. ClienyeT OLIEHUTh BO3MOKHOE€ BIIMSIHHE Ha
LEJICBYI0 TMOMYJSIIMI0, a TakXKe ONpPEAeuTb, HACKOJIbBKO MNPUMEHEHUE
JIEKQpCTBEHHOIO Mpernapara y MalMeHTOB C HEU3BECTHBIM WM OTJIUYHBIM
TCHOTHIIOM MOJKET MPEJACTABIIATH COOOM MpoOiIemMy Mo 6€30MacHOCTH.

Ecim  moreHumanbHO  KJIMHUYECKHM  3HAYUMbIM  T€HETHUYECKHMN
noaruMopdu3mM ObLT ONpeaesieH, HO HE IMOJHOCThIO H3y4YeH B XOJe

KJIIMHUYECKON MpoTrpaMMbl pa3padOTKH, ITO CIEAYeT pacCcMaTpuBaTh Kak
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OTCYTCTBYIOIIYI0 MHOpMaIKMIO U (WIM) MOTEHUIUAIbHBIN pUCK. Takxke 3Ta
uH(popMaIs JOJKHA ObITh OTpa)keHa B creruduKau no 0€30MacHOCTH U
B IU1aHe (¢apMmakoHaj3opa. OmnpenesieHUue AaHHOTO SBJICHUS KaK MPOOJIEMBI
no 0e30MacHOCTU OLIEHMBAETCS HCXOAS M3 KIMHUYECKOM 3HAYMMOCTH
BO3MOXKHBIX ITOCJICJICTBUI;

NalMeHThl  Pa3JIMYHOTO  pacoBoro W (WiaM)  ITHUYECKOTO
npoucxoxaeHusi. JlomKHBI paccMarpuBaThbCSd OMNBIT MPUMEHEHUS HaA
NAlMEHTAaX Pa3jIMYHOr0 PacoBOTO M (MJIM) ITHUYECKOTO MPOUCXOXKICHHUS, a
TaK)Xe€ BJIUSHUE AAHHOTO pasznnuusi Ha 3()PEeKTUBHOCTb, OE30MACHOCTHh U
(dbapMaKOKMHETUKY B IIEJNEBBIX Momymsauusx. [Ipu Hamuuuu BEPOSTHOCTHU
BIIMSIHUSL PA3IMYUMM  pAacOBOM WM OJTHUYECKOM MPHUHAJICKHOCTH Ha
3G (HEKTUBHOCTh JIEKAPCTBEHHOIO IIpernapara JeNaeTcsl OLIEHKAa BO3MOXKHOU
HEOOXOAMMOCTH  TPOBEACHUS  NOCTPETMCTPALMOHHBIX  HCCIEAOBaHUMN
3¢ (PEeKTUBHOCTH.

6.2.5.2.5. Monyne CV IIYP — mnoCTperucTpalMOHHBIA  OMBIT
MPUMEHEHUS.

Lensto manHoro monynst IIYP saBngercs npeacraBieHue nHGopManuu
O KOJIMYECTBE TMAIMEHTOB, KOTOPHIM Ha MOCTPETUCTPALMOHHOM JTare
OPUMEHEHUs  Ha3HaJyaJCcsl JIEKAapCTBEHHBIM  Mpernapar, OCOOEHHOCTAX
MPUMEHEHUSI B MOCTPETHCTPAIMOHHON MEIUIMHCKON MPAKTUKE, BKIIIOUas
Ha3HAuY€HUE 0COOBIM IpyINaM MalUeHTOB, ykazaHHbiM B Moayie CIV ITVYP, o
KOJIMYECTBE MAlMEHTOB, BKIIIOYEHHBIX B HAOJIOJAaTelIbHbIE MCCIIEI0BAHUS, B
XO/I€ KOTOpBIX OBLIM COOpaHbl JaHHbIE MO O€30MacHOCTH W MPUHSTHI
pErylnaTopHble Mephl JUisl TNpUBEAeHUS HHoOpManuu 10 Oe30MacHOCTU
JIEKAPCTBEHHBIX MTPENAPATOB B COOTBETCTBUE C UMEIOIIMMUCS JJAHHBIMH.

6.2.5.2.5.1. Mogyne CV IIYP. Paznmen «PerynstopHbie nelcTBHUS U
JNEUCTBUS JiepKarelis PErucTpPalMOHHOIO YIOCTOBEPEHUS, CBS3aHHBIE C

0E€30ITaCHOCTBIO JICKAPpCTBCHHOI'O IIpCIiaparan.
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B nanHOM paszgene Momyns yKasbIBarOTCsl BCE PETYISITOPHBIE NEHCTBUSA
Ha JJI000M pBIHKE, MPEANPUHATHIC B CBSI3U C BBISIBICHHBIMU ITPOOJIEMaMH 1O
0€30MacCHOCTH JIEKAPCTBEHHOIO mpenapara (B TOM YKCIE€ MO WHUIIMATUBE
JepKaTeNsi PErucTPallMOHHOTO yAO0CTOBEpeHUs). JlaHHBIN MepedeHb J0KEH
COEp)KaTh IIEPEUNUCIEHUE W ONUCAHUE NPEANPHUHATHIX PErYIATOPHBIX
JNEUCTBUM C YKa3aHHEM CTpaHbl U aatel. [Ipu cocraBnenuu ooHosnenuii [IYP
B JIaHHOM YacTW JOJKHBI OBITh OMNHUCAHbl JEHUCTBUS, MPEANPUHSITHIE C
MOMEHTA MOocieaHero npeacrasieHusa [1YP, ¢ kparkum onvcaHueM IMPUYUH
UX TIPUHSTHS.

6.2.5.2.5.2. Monaynb CV ITVYP. Paznen «Pe3ynpTarhl
MIOCTPETUCTPALIMOHHOTO IPUMEHEHHS, TTOTYUYEHHBIE HE B XOJI€ KIMHUYECKUX
VICCIIEIOBAHUIY.

[To pesynsraTam peann3anuy JIEKAPCTBEHHOTO IIperapara Ha
pPa3IMYHBIX  PBIHKAX  JIEPKATENIb  PETUCTPALMOHHOTO  yAOCTOBEPECHUS
MPEACTABISAECT  COBOKYNHBIE  JTaHHBIE IO  KOJIMYECTBY  IMAIlMECHTOB,
MOABEPIrIINXCA BO3JICUCTBUI0O HA IOCTPErMCTPALMOHHOM JTare. JlaHHbIe
JTOJKHBI OBITH cTpaTu@UIMpPOBaHbI (o BO3MOKHOCTH) o
COOTBETCTBYIOIIMM KaT€roOpusiM, BKJIIOYAIOIIAM BO3PACT, TOJ, TMOKa3aHUs,
n03y U reorpaduueckuii peruoH. B 3aBUCHMOCTH OT JIEKAPCTBEHHOTO
npernapara MPUMEHSFOTCS JTOTIOJHUTEIbHBIE TIEPEMEHHBIC CTpaTU(HUKAIN
(HampuMep, KOJMYECTBO KypCOB BaKIMHAIIMU, NyTh BBEACHUS WU
MIPOJIOJDKUTENBHOCTD JieueHus). HeoOxonumo caenarh KOJMMYECTBEHHYIO H
nuddepeHIMPOBaHHYIO OIEHKY BO3JEUCTBUS JICKAPCTBEHHOTO Tpemnapara C
UCIIOJIb30BaHUEM OOOCHOBAHHOW METOIMKU pacyeTa BO3ACHCTBUS UCXOMS U3
O0COOCHHOCTEW MPUMEHEHHS W IIEJIEBhIX MOMyJsiluii. BeimonHeHnue pacuera
BO3JCUCTBUS MCXOAS W3 KOJIMYECTBA PEAIN3OBAHHOTO JIEKAPCTBEHHOIO
rpernapara B BECOBOM HJIM KOJIMYECTBEHHOM M3MEPEHUU U COOTHECEHUS €ro

CcoO CpCI[HGIZ peKOMeHHyeMOﬁ JI0301 BO3MOXHO TOJBKO B cilydac, cCJInk
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JIEKapCTBEHHBIM MpENapar BO BCEX CIydasX HA3HAYAETCA B OAHOM J03€ H
UMEET OJMHAKOBBIM (PMKCHUPOBAaHHBIA KypC MPUMEHEHHs. DTOT Crnocod He
ABJIAECTCSI NMPUMEHUMBIM JiJIsi OOJBIIMHCTBA JIEKAPCTBEHHBIX MPENApaToB,
IIOCKOJIBKY MX PEKHMMBI JTIO3UPOBaHUSA M KypChbl IPUMEHEHMS, KaK IPaBUIIO,
HEe(PUKCUPOBAHBI.

JUIsL JeKapCTBEHHBIX IpEnaparoB C pPa3jMYHbIMU IyTAMH BBEICHUS
pacuer BO3ACUCTBUS JIOJDKEH OBITh CHENaH OTAEIbHO ISl KaXAOro MyTH
BBEJICHUS (€CIM BO3MOKHO). YIOJIHOMOUYEHHbBIE OpPraHbl TOCYJapCTB-UJICHOB
MOTYT  3alpOCHUTh  JOMNOJHUTEIbHYI  CTpaTU(UKALUIO JaHHBIX 110
BO3JCHCTBHIO (HampuMmep, JaHHbIE II0 BO3ACHCTBUIO B  Pa3jIUYHBIX
BO3PACTHBIX TPyNIax WIK B pAMKax Pa3jWYHbIX YTBEPKIECHHBIX MOKA3aHUM ).
Opnako, €cCliM JIEKAPCTBEHHBIM NPEnapar MNPHUMEHSAETCA MO Pa3IMYHbIM
MOKa3aHUsIM, B PAa3HbIX pPEXUMaxX JT03MPOBaHHUA, JTUOO MPUCYTCTBYIOT HWHBIE
(GakTophl, YIOBIETBOPAIONIME KPUTEPUSIM CTpaTu(dUKAIMU, AepKaTeilb
PErUCTPALIMOHHOTO  YIOCTOBEPEHMS W3HAYAIBHO JIOJDKEH IIPEICTABIISTH
JAHHBIE C COOTBETCTBYIONIECH cTparuduKanye (ecim €€ TMPOBEICHHE
OPUHIUITAATIBEHO BO3MOXKHO).

6.2.5.2.5.3. Moaynb Ccv I1YP. Paznen «Pe3ynbrarel
MOCTPETUCTPALIMOHHOTO OMNbITA TMPUMEHEHHUS] Yy TPYNN MNalUEHTOB, HE
W3YYEHHBIX B XO€ KIIMHUYECKUX UCCIENOBAHUI.

Ecnm  mocTpermcrpaliMOHHOE  HMCHOJIB30BAHHUE  JIEKAPCTBEHHOIO
npenapata ObUIO0  3aUKCUPOBAHO Yy  OCOOBIX TPyNIl  MAIMEHTOB,
onpeneneHHbIXx B Moayie CIV IIYP kak nmomBepraBmmxcsi OrpaHHYEHHOMY
BO3JICVICTBUIO WJIM BOBCE HE IMOABEPraBIIMXCS BO3JACHUCTBUIO, CIEAYET
IIPEACTABUTh OLEHKY YHCJIA ITAllMEHTOB, IOABEPIIIMXCS BO3ACHUCTBHUIO, H
yKa3aTb METOJ pacdyeTa BHE 3aBUCUMOCTH OT TOIO, HCIIOJIB30BAJICA JIHU
JIEKAPCTBEHHBIM IIperapar 1O YTBEPKICHHBIM IIOKa3aHUSAM WM BHE

YTBEPXKICHHBIX TOKa3aHU K mnpuMeHeHuto. Ilpu mnpumMeHeHun y
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neAnaTpuueckord MOMyJIAlMU JOKHA OBITh CIENaHa CChUIKa Ha pasjel
«Oco0ble acriekTsl npumeHeHus B neauarpun» moxyis CVI IIVP. Takxe
JOJDKHA OBbITh TpeAcTaBiieHa wuHbopmainus B npoduie 0e30MacHOCTH
JIEKApCTBEHHOTO Mpenapara B OTHOIIEHUHU 3TUX O0COOBIX TPYII NAIUEHTOB 10
CPaBHECHHUIO C OCTAJIbHOW 4YacCThIO LEJIEBOM MONMyJsiuuU. B pasgene noimkHa
OBITH TIpe/ICTaBIIeHa JIF00ass HHGOPMAIKSI O BOZMOKHOM M3MEHEHUH TTPOdUIIs
noJib3bl (npoduis 3(pPexkTuBHOCTH) B 0COOOM TpyIIie ManueHToB. JroObie
0CoObI€ TPYINIbI MAIMEHTOB, OKAa3aBIIMECS B 30HE IMOBBIIMICHHOTO WU
MOHKEHHOTO pUCKAa B OTHOIIEHWU KOHKPETHOIO Aaclekra Mnpoduis
0€30MacHOCTH, TakKXe JOJKHBI OBITh PACCMOTPEHBI B paMKaX OLEHKHU
cnenuduyeckoro pucka B moayiae CVI IIYP, Ho B naHHOM pasznene ciaeayer
yKa3aHUE O PUCKaX U rpynmax NalyueHTOB, MOJBEP>KEHHbBIX WM.

6.2.5.2.5.4. Moayne CV IIYP. Paznmen «YTBepkIEHHbIC NOKA3aHUS
K MPUMEHEHUIO U (PaKTUUEeCKOE TPUMEHEHUE.

Jlns oOHOBIEHUS crenu(puKaui 1Mo O0e30MacHOCTH JOJDKHBI OBITh
CIENlaHbl KOHKPETHBIE CCHUIKM Ha TO, KakhM o00pa3oM (akTuyeckoe
NPUMEHEHUE B MEIUIIMHCKON TMPAKTUKE OTIWYAJIOCh OT MPUMEHEHUs,
nporrosupyemoro B moayine CVII IIVP, u or ogoOpeHHbIX TNOKa3aHUU U
MPOTUBOMOKA3aHUM K MNPUMEHEHHIO (UCMOJb30BAHUE BHE YTBEPXKICHHBIX
MOKa3aHUM K NpUMEHEHHI0). B nmaHHbId pa3gen BkiItodaeTcs wHOOpManus,
MOJIyYEHHAs] W3 HCCIIEIOBAHUI HCIMOJIb30BaHUA JICKAPCTBEHHOTO Mpemnapara
(wM B pe3ylsibTare Ipyrux 00CepBallMOHHBIX UCCIIEIOBAHUH, B KOTOPHIE OBLIO
BKJIIOYCHO MCCJEAOBAaHWE IIOKa3aHUN K TIPUMEHEHHUIO JIEKAPCTBEHHOTO
mpernapara), BKJIHOYas MCCJIEAOBaHUS HCIOJIB30BAaHUS JIEKAPCTBEHHOTO
npemnapara, KOTOpble MPOBOAWIMCH IO 3alpOCy YIOJIHOMOYEHHBIX OPTraHOB
rOCy/1IapCTB-WICHOB JIJIS LI€JIeH, OTJIMYHBIX OT YIPaBICHUS PUCKAMH.

[IpyuMmeHeHre HE B COOTBETCTBHHM C YTBEPXKICHHBIMU MOKA3aHUSIMU

BKJIIFOYACT, IIOMUMO IIPOYCTO, HGOI[O6p€HHO€ IIPUMCHCHUC Y IICANATPUICCKHUX



122

MAIMEHTOB PAa3JIMYHBIX BO3PACTHBIX KAaTErOopuil, a TakKe MPUMEHEHHE I10
HeonoOpeHHbIM B OXJIIT mokazanusiM B ciiydasiX, €ClId 3TO NPUMEHEHUE
MPOUCXOUT HE B paMKaX KJIMHUYECKOTO UCCIIEA0BAHUS.

B cnywae ecaum y yNOJHOMOYEHHOTO OpraHa TOCyAapCTBa-wieHa
BO3HUKAIOT  OINACEHHWS B  OTHOLICHUMHM  HMMEIOIIETOCS  IMPHUMEHCHMS
JIEKapCTBEHHOTO TIperapara IO HEOJAOOPEHHBIM IMOKa3aHUSAM, JIep)KaTellb
PErUCTPALIMOHHOTO YIOCTOBEPEHUS JIOJKEH KOJIMUECTBEHHO OLIEHUTH JJAHHOE
NPUMEHEHUE C YKa3aHWEM MHCHOJb30BAHHOTO METOJa OIIEHKU TMOJyYEHUS
JTaHHBIX.

6.2.5.2.5.5. Moayne CV IIYP. Paznen «lIpumeHenue B Xoje
SIUIEMHOJIOTHUECCKUX UCCICTOBAHUI.

JlaHHBIA ~ pa3nen  CONEPKUT  MEPECYEHb  AIUIAEMHUOIOTMYECKUX
UCCJIEI0BaHUM, KOTOPbIE BKIIIOYAIN (BKJIIOYAIOT) COOp U OLEHKY JAaHHBIX I10
oe3onacHocTH. JlomkHa OBITH TpEACTaBliCHA Cleaytomas HHGpOpMaIus:
Ha3BaHUE WCCJEAOBAaHMS, TUM HCCIEIOBaHUS (HApUMEpP, KOTOPTHOE
HCCIIeIOBaHUE, UCCIICIOBAHUE «CIy4al-KOHTPOJIbY), U3ydaemasi MOMmyJIsius
(BKJIFOUAsT HAMMEHOBAaHUE TOCyJapcTBa U JIPyrHe  TOMYJSIMOHHBIC
XapaKTEPUCTUKH),  MPOJOJDKUTEIIBHOCTh  HCCIIEOBAHMS,  KOJUYECTBO
MAalKMEHTOB B KaXKJI0M KaTteropuu, 3abosieBanue (Ipyu HEOOXOIUMOCTH ), CTATYC
UCCIe0BaHusl (3aBEpIICHO WM mpojoibkaercs). Eciu uccienoBanue ObLIO
onyOJMKOBaHO, B AaHHbINA pazaen [IYP nomkHa ObITh BKIIIOYEHA CCHIJIKA, a B
npusioxkenuu Ne 7 k ITYP npencrasiena coorBeTCTByIOIIAs MyOIUKAITHSI.

6.2.5.2.6. Monyns CVI IIYP — nononHuTenbHbIE TpeOOBaHUS K
crienuguKaIuy 1o 6€30MacHOCTH.

6.2.5.2.6.1. Monyns CVI IIYP. Paznen «lloTeHUManbHbId pPUCK
MepeI03UPOBKI.

Ocoboe BHUMAaHHUE CIIEIYET YAEIUTh JIEKAPCTBEHHBIM IIperaparam, B

OTHOIICHUU KOTOPHBIX CYHICCTBYCT MOTEHIMAIbHBIN PUCK IICPCAO3UPOBKH KAK
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npeaHaMEepPEeHHOM, TaKk U ciydaiiHOW. [IpuMepsl BKIIIOYAIOT JIEKApCTBEHHBIC
npenaparbl ¢ Y3KUM TEPAaNeBTUYECKUM MHTEPBAJIOM WIH JICKAPCTBEHHbBIC
npenaparbl, KOTOpPbIE MOTYT BbI3BaThb  OOIIMPHBIE  J0303aBUCHUMBbIC
TOKCUYECKHUE PEAKIMU U (WJIM) B OTHOILIEHUH KOTOPBIX CYIIECTBYET BBICOKHI
PUCK TIpeIHAMEPEHHOW MEPEIO3UPOBKH Yy IIEJICBON MOMYJSIHUM (HampuMmep,
npu Jenpeccur). B ciaydae ompeneneHus pucKa TEPEIO3UPOBKH  Kak
npobseMbl MO O€30MaCHOCTH MO JaHHOMY acHeKTy Oe30MacHOCTH
MpeJIaratoTcs JIOMOJTHUTEIbLHBIE MEpPbl B COCTaB COOTBETCTBYIOIIUX MEP
MUHHUMHU3ALUNA PUCKOB, U3JI0KEHHBIX B Moayie V ITYP.

6.2.5.2.6.2. Moayne CVI IIYP. Paznen «lloreHuuanbHbIi PpPUCK
nepeaadyd MHQEKIIMOHHBIX ar¢HTORB.

JlepxaTenb PErucTPallMOHHOTO  yIAOCTOBEPEHHUS JOJKEH CJHelaTh
OIICHKY TMOTEHIHAIBHOTO PHUCKA TMeperadyd WH(EKIMOHHBIX areHTOB. JTO
MOXET OBITh CBS3aHO C XapaKTepOM MPOU3BOACTBEHHOTO IMIPOIECca WIH
UCIIOIB3YEMBIMH ~ MaTepriaiaMd. B  OTHOIIGHWMM BaKIMH HEOOXOIMMO
pPaccMOTPETh JIFOOOM MOTEHITMAIBHBIA PUCK TIepeaadn )KUBOTO BUpYCa.

6.2.5.2.6.3. Mogyne CVI IIYP. Paznen «lloTeHUMaIbHBIA PHUCK
3JI0YNOTPEOICHUS ¥ UCTIONIb30BAHUS B HE3AKOHHBIX IIEIISX).

B pazgene cnemyer cnenarth OLEHKY TOTEHIMAIBHOTO pPHCKa
3JIOyNOTPEOJICHUST U HCHOJIb30BaHUS  JIGKAPCTBEHHOIO Ipermapara B
HE3aKOHHBIX memsiXx. HeoOxommmo paccMOTpeTh IeIeCO00pa3HOCTh MeEp
(Tpu HEOOXOIMMOCTH) TI0 OTPAHUYECHUIO 3JI0YNOTPEOIECHUS U UCTIOIb30BAHUS
JIEKapCTBEHHOIO  TIperapara B HE3aKOHHBIX  Ieisax  (Hampumep,
UCIIOIb30BaHUE CIICIMATIbHBIX Kpacutener u (WiId) apoMaru3aTopoB B
JIEKapCTBEHHON (hopMe, OrpaHUYEHHE pa3Mepa YITAaKOBKH U KOHTPOJIUPYEMOE

pacrnpocTpaHEHHUE JIGKAPCTBEHHOTO Mperapara).
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6.2.5.2.6.4. Mogyne CVI IIYP. Paznen «lloTeHUManbHBIA PUCK
BO3HUKHOBEHHUSI OHIMOOK IMpPU HA3HAUCHUU WIM MpPHUEME JIEKapCTBEHHBIX
MpenapaToB.

JlepxaTenb PErucTPalOHHOTO YIOCTOBEPEHUSI JOJDKEH PETYISIPHO
MIPOBOJIUTH OIICHKY BO3MOXKHOCTH BO3HHUKHOBEHHS OIIMOOK MpPH Ha3HAYECHUH
WM TpUeMe JICKapCTBEHHBIX MpemnaparoB. B 4acTHOCTH, 0 MOCTYILICHUS
JIEKApCTBEHHOIO Tpernapara Ha PbIHOK OH JIOJDKEH OICHHUTh O0OIue
UCTOYHUKHM OIIUOOK TMpU HA3HAYCHUM WIM TIPUEME JIEKAPCTBEHHOTO
npenapara. B xoxe pa3paOoTkM W Ha 3Tarne MPOSKTUPOBAHUS BBIXOJIA
JIEKQpCTBEHHOI'O IIperapara Ha PBIHOK 3asgBUTENb JOJKEH MPUHATH BO
BHHMaHHUE BO3MOJKHBIC TPUYMHBI BO3HUKHOBEHHS OIIMOOK IPH Ha3HAYECHUH
WIM TpUeMe JIeKapCTBEHHBIX mpemnaparoB. JIOMKHBI  yUUTHIBATHCS
HAaUMEHOBAaHUE, XapaKTEPUCTUKU (GOPMBI BBIMyCKa (Hampumep, pasmep,
dbopma 1 UBET JIEKAPCTBEHHOW (OpMbl U ynakoBkH), uHpopmanus B OXJIIT
(HampuMep, B OTHOIIEHWM pa3BEACHUS, MAPEHTEPAIbLHOTO MyTH BBEICHMS,
pacdyeTa M03bI) U MapKHpPOBKa JICKAPCTBEHHOTO IMpemapara. Heobxogumo
CJIeIoBaTh TPEOOBAHUSM IO OOECIEUCHUI0 YUTAEMOCTH MApPKUPOBKU H
uHpopmanuu  Juisi  nanueHTta. Ecnu Mcnofib30BaHUE  JIEKAPCTBEHHOTO
npernapara UMeeT MOTECHIIMAIbHBIA PUCK HAHECEHUSI CEPbE3HOr0 Bpela MU3-3a
HETPaBUJIBHOTO MyTH BBEJACHMS, CIEAYET TaKK€ pacCCMOTPETh BOIIPOC O TOM,
KaK M30eXaTh MOJ0OHOTO HEMPABUIBHOTO ITyTH BBEACHHS. DTO ONACCHHC B
0COOCHHOCTH OOOCHOBAaHHO, KOTJIa 4YacTbl0 PYTUHHOM MEIMITUHCKOU
MPAKTUKU SIBJISICTCS MPUMEHEHUE JICKAPCTBEHHOTO Iperapara COBMECTHO C
JIPYTMMHM  JICKAPCTBEHHBIMU  TIpenapaTraMy, BBOJUMBIMH  KaKUM-JIUOO
MOTEHIIMAJIbHO OMAaCHBIM IyTeM. B JaHHOM ciydae pPHUCK BO3HUKHOBEHMS
OIIMOOK  TPHM  HA3HAYCHWM  JICKQPCTBEHHOIO  IIperapara  JIOJKEH

paccMaTpuBaThCs B KaueCTBE MPoOIeMbl M0 0€30ITaCHOCTH.
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[Ipu Hamuuuu ¢GopM C pa3IUYHON JO3UPOBKOW JIEKAPCTBEHHOTO
mpernapara OIEHMBAETCS JI0CTAaTOYHOCTh BU3yaldbHOM (MU (HU3UUECKOM)
muddepeHnmanm MEeXIy JEKapCTBEHHBIMH IIpenaparaMu ¢ pa3IndHBIMU
JO3WPOBKAMH W MEXIy JICKQpCTBEHHBIMHM TMperaparaMy, Kak IIpaBHIIo,
Ha3HAYaeMbIMU WJIM TMPUHUMAEMbIMU OJHOBpPEMEHHO. B ciydae eciu Ha
PBIHKE UMEIOTCS APYTHE JIEKAPCTBEHHBIEC MPENapaThl C TEM K€ JIeUCTBYIOIIUM
BEILIECTBOM, [JIi KOTOPHIX HE ObLIa MOATBEPKJACHA OWOSKBUBAJICHTHOCTb,
JOJKHBI OBITH TIPEIIOKEHBI MEPBI MPEAYNPEIKACHNAS MEIUIIMHCKAX OIIHOOK
Y MUHAMM3AIIANA PUCKA.

Ecnu nexkapcTBeHHBIN Tpenapar MpeaHa3HavyeH I UCTOJb30BAHUS Y
cmaboBHUIAIIEH TPYIITBI HACEJICHHs, 0c000¢ BHUMaHUE HEOOXOIUMO YIACTUTh
BO3MO)XHOCTH  COBEPIICHHS OIMMOKM TMpHU TpPHEME JIEKapCTBEHHOTO
nmpenapara, KOTOpble MPHU YCTAaHOBJICHUN PUCKA JTOJDKHBI pacCMaTpUBAThCS B
KauecTBE MPOOIEeMBbI 110 OE30MaCHOCTH.

OneHUBAIOTCA PHUCK W MEpPbl MO TMPEAOTBPAIIECHUIO CIy4YailHOTO
MPOTJIATBIBAHUSI WM JIPYTUX CIy4YaeB HEMPEIHAMEPEHHOTO HMCIOJb30BAHUS
JETHMH.

OmmbOKyM mpy MpreMe JICKapCTBEHHOTO Iperapara, BEISBICHHBIC B XOJIC
pa3pabOTKH MPOAYKTA, BKIIOYaAsl KIIMHUYECKUE UCCIICIOBAHUS, TOJKHBI OBITh
PacCMOTPEHBI, a TaKXe JODKHA OBITH MpeAcTaBiIeHa WHPOPMAIUS O CaMHX
omuOKax, WX TMOTEHIHUAIbHBIX TPHUUYMHAX W CIOCO0aX HX YCTPAHCHHUS.
B ciiyuae HeoOX0IUMOCTH cieAyeT yKa3aTh, KaKUM 00pa3oM BCE YKa3aHHbBIC
pPUCKH OBLIM IPUHSATH BO BHUMAaHUE HAa OKOHYATEIBHBIX CTAIUIX pa3paboTKH
JIEKapCTBEHHOTO Tperapara.

B cinywae ecnm B X0me TMOCTPETHMCTPAIMOHHOTO TIEpHoJa ObLIH
BBISIBJICHBI HEXKEJIaTEIbHBIC PEAKIINHU, SBUBITUECS PE3YIHTaTOM MEAUITTHCKIX
OmKOOK, OHU JOJDKHBI OBITh paccMOTpeHbl B 0OHOBIeHUU [IYP wu

NpEAIOKCHBI ITYTH MUHUMHU3AITUN OIITHOOK.
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B ciydyae wu3MeHeHusXx cocTaBa U JIO3UPOBKU JIEKAPCTBEHHOIO
npenapara pUCK BO3HMKHOBEHHS OIIMOOK MpU MpPUEME JEKAPCTBEHHOIO
npenapara JOJDKEH paccMarpuBarbCcsl B KauecTBE NPoOJeMbl IO
0€30MacHOCTH, a MeEpbl, KOTOpbIe OyayT NPEINPUHATH JAepKareiaemM
PETUCTPALIMOHHOTO YAOCTOBEPEHUS NJIsi MPENOTBPALLEHUS IEPEMyThIBAaHUS
MEXJy CTapblM U HOBBIM JIEKapCTBEHHBIM IpEeNapaToM, IPHUBOASATCS B
pamMKax IUlaHa MHHUMU3AIUU PUCKOB. OLIEHMBAETCSA 1EJIeCO00PA3HOCTh
MEPONPHUITHII IO MUHUMHU3ALMKN PUCKOB B OTHOLIEHUU U3MEHEHHUI (hOpMBI
NPENCTABICHUS, pa3Mepa yHAaKOBKM, IIyTH BBEACHUS WIM MPOYHUX
XapaKTEPUCTHK BBITYCKAEMOTI'0 JIEKAPCTBEHHOTO IIpenapara.

Ecnu nexkapcTBeHHBIM Ipenapar JOJDKEH HPHUMEHSATBCA BMECTE C
MEAUIUHCKUM  YCTPOMCTBOM  (BCTPOCHHBIM WJIM HET), HE0OXOIUMO
paccMoTpeTh Bce (haKTOphl OMACHOCTH, KOTOPBIE MOTYT MPEACTABIATh PUCK
JUTs maleHTa (HEMCIPaBHOCTh MEIUIIMHCKOTO YCTPOUCTBA).

6.2.5.2.6.5. Moayns CVI ITYP. Paznen «OcoObie actieKThI IPUMEHEHUS
B MIEAUATPUN.

B nmaHHOM pasznene  paccMaTpUBAIOTCS  CIEAYIOIIME  ACTIEKTHI
UCIIOJIb30BaHUS JIEKAPCTBEHHBIX MPENApaToB B MEAUATPUM, HE YKAa3aHHBIE B
monyne CIV IIVP:

a) MpoOJIEeMBbl, BBISIBJICHHBIE B IUIaHE NEAMATPUYECKUX HMCCIIEIOBAHUM.
VYka3pIBatoTCA JIIOOBIE PEKOMEHAAIMU 10 MOCIEAYIOIIEMY JJIUTEIbHOMY
MOHUTOPUHTY ©0€30macHOCTH U 3(P(GEKTUBHOCTH MpPU NPUMEHEHUU Y
NAlMEeHTOB MeAuaTpuuecKol momyiasiuud. B ciyyae ecnum gaHHBIM acmekT
Oosiee He SABIAETCS MPEIMETOM OMACEHUM MO 0e30MacHOCTH, JOJIKHO OBITh
JaHO COOTBETCTBYIOIIEE 00BsICHEHNE U 00OCHOBAHHUE.

[IpensioxkeHust O  MPOBEACHUM  ONPENEIEHHBIX  JOJTOCPOYHBIX
NeANaTPUYECKUX UCCIEI0BaHUM HEOOXOAMMO pacCMOTPETh HAa MOMEHT

nmoaadm 3ajABJICHHA Ha BBCACHUC JMCAHATPUYCCKHUX nokazanui. Ecam
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CYLIECTBYIOT ~COMHEHHS B  OTHOIIEHMHM  HEOOXOAMMOCTH  JaHHBIX
JOJITOCPOYHBIX NEANATPUYECKUX MCCIEIOBAHUN, HAIJIEKUT MPEACTAaBUTH
COOTBETCTBYIOIIINE 0OOCHOBAHUS;

0) moTeHIHAaN TS NeMaTpUIECKOro HUCIIOJIb30BAHUSA BHE
YTBEPKIAEHHBIX MOKa3aHUM K NpuMeHeHuto. Clenyer OIEHUTh PHUCK
IMPUMEHEHUSI JIEKAPCTBEHHOIO Mpenapara BHE YTBEPKIACHHBIX IMOKA3aHUM
K IPUMEHEHUIO y MEAUaTPUYECKONW MOIMYJALMHN JM00 Kakoi-Inbo ee 4acTu,
B CJly4ae €CJIM HO30JIOTHS, SBIAIONIASCA OJOOPEHHBIM IOKa3aHUEM
OPUMEHEHHUs JIEKQpCTBEHHOTO IIpermapara, TakXke BCTpEYaeTcss U B
NeANaTPUYECKON MOMYJSALNNA, HO NMPUMEHEHHE Y MOCIEAHEH HE SBIIAETCS
ofnoOpeHHbIM. Bce BO3MOXKHbBIE (PaKTUUECKUE HAINPaBICHUS HPUMEHEHHUS
JIEKAPCTBEHHOIO Ipemapara CcileayeT OTpasuTb B pasgene  «OmbIT
NOCTPErUCTPALIMOHHOTO TpuMeHeHus» moayist CV ITYP (kak 310 yka3zaHo B
nyHkre 6.2.5.2 wnHacrosmux IlpaBuin) u B pazmene  «Pesynbrarbl
NOCTPErMCTPALMOHHOIO NMPUMEHEHMS y TPYIIl MAllUEHTOB, HE U3YUYEHHBIX B
X0JIe KJIMHUYECKUX uccienoBanuii» moayias CV IIYP (kak 3To yka3zaHo B
nyHkre 6.2.5.3 nacrosmux [Ipasun).

6.2.5.2.6.6. Mogyne CVI  IIYP. Pazmen  «IIporHosupyemoe
MOCTPETUCTPALIMOHHOE HCIIOIb30BAHUEY.

Hnsa npenpeructpaurionHoro IIYP wnum npu mopaue 3asBneHuss Ha
BBEJICHUE 3HAUUTENIbHBIX W3MEHEHUN B [OKa3aHHUs MO0 MEIUIMHCKOMY
NPUMEHEHHUIO JIepXKaTellb PETUCTPALMOHHOTO  YIAOCTOBEPEHUS  JOJIKEH
NpeICTaBUTh MOJAPOOHYI0 MHPOPMALIMIO O MPOTHO3UPYEMOM HaIlpaBICHUU
NPUMEHEHHUS, MPEANOoJaraéMoOM MPUMEHEHUHU JIEKAPCTBEHHOTO Mpernapara ¢
TEUEHUEM  BPEMEHHU, IOJOKEHUM  JIEKapCTBEHHOIO  Ipemnapara B

TCPAIICBTUYICCKOM apCCHAJIC.
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HeoOxogumo  caenath  OIIEHKY  MOTEHIIMATBHOM  BO3MOXKHOCTH
IPUMEHEHUs JIEKAPCTBEHHOIO Ipernapara BHE OJOOPEHHBIX IOKa3aHUM K
IPUMEHEHUIO.

6.2.5.2.7. Monyns  CVII  IIYP.  «MnentudunvpoBanHele U
MOTEHIUAJIBHBIE PUCKI.

Hanueiii  momyns IIYP  comepuT wuHpOpMaluiO O  BaKHBIX
UICHTU(OUIMPOBAHHBIX M  NOTCHLHAIBbHBIX  PHUCKaX, CBS3aHHBIX C
UCIIOJIb30BAaHUEM JIEKapCTBEHHOIO IIpernapara, BKJIo4as HH(OpManuioo o
BBISIBJICHHBIX U MOTEHIMAJIbHBIX HEXENAaTeIbHbIX PEaKLMIX, BbISIBICHHOM U
NOTCHIIMAIBHOM  B3aWUMOACHUCTBUM  C  JAPYTMMH  JIEKAPCTBEHHBIMU
npenaparaMy, MPOAYKTAMH MHUTAHUS W JIPYTUMHU BEIIECTBAMH, & TAKKE O
(hapMaKoJOruueCcKuX KiIaccoBbIX AP (DeKTax.

6.2.5.2.7.1. Monayib CVII ITYP. Paznen «HoBbIe
UIEHTU(DULIMPOBAHHBIE PUCKU.

B nanHoM paszgene AOMKHBI OBITh MEpEUHCIEHBI MPOOIEMbl IO
0€30TMacHOCTH, BBISBICHHBIE CO BpEMEHU mociieqHero npeacrasienus [TYP,
KOTOpbI€ OyayT MOAPOOHO MpOaHAIM3UPOBAHBI B COOTBETCTBYIOLIEM pa3ielie
monysss CVII ITYP. B nanHom pasnene ykas3bIBalOTCS NPUYMHHBINA (pakTop
npobseMbl 1Mo 0€30MacHOCTH, MHQPOPMAIUS O TOM, SIBISECTCS JU JIaHHBINA
acCmeKT  pUCKa  BAXKHBIM  UACHTHU(PUIMPOBAHHBIM WM  BaXXHBIM
NOTCHIMAIbHBIM  PUCKOM, JaeTrcsi OOOCHOBAaHME II0  BO3MOXKHBIM
HEOOXOAMMBIM Me€paM MHUHHMMH3allMM PUCKOB WM HOBBIM CIIEHHUATBHBIM
UCCJIEIOBAHUSIM TI0 IAHHOMY acleKTy pucKa.

6.2.5.2.7.2. Moayns CVII IIYP. Paznen «Ilonpobnas mudopmanus o
BKHBIX UICHTU(DUIIMPOBAHHBIX M BAXKHBIX MOTCHIIMATBHBIX PUCKAX».

B nmanmHOM pasmenme mpeacTaBiIseTcs NoApoOHas uWHopMamus o
HaumOoJjiee BaXXHBIX MJICHTH(PUUUPOBAHHBIX M Ba)XHbIX MOTEHIMAIbHBIX

PHUCKax. I[aHHBIP'I pa3acia JOJIKCH OBITH KpaTKuM U HC HOJIKCH IIPCACTABIIATH
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coOOl BBIOOPKY AaHHBIX M3 TAOMUIl M CIUCKOB HEXENATeJbHBIX pPEaKIu,
BO3HHMKIIUX B PE3Yy/bTare KIMHUYECKUX HCCIEIOBaHUN, JMOO KONUPOBATH
npenjaraeMoe Win (akThyeckoe conepxkanue pazgena «HexenarenbHbie
peakuum» OXJIIL.

[ToHsiTHE Ba)KHOTO PUCKA 3aBUCUT OT HECKOJIBKUX (DaKTOPOB, BKIIIOUAs
BO3/ICMCTBME Ha OTIEJIBHOTO MAllMEHTAa, CEPbE3HOCTh PUCKA W BIMSHHUE Ha
310pOBbe HacesieHusl. JIro0ol pHCK, KOTOPBIA MOKEH WIM MOXKET OBITh
BKJIIOYEH B  MPOTHUBONOKA3aHUSA WM TNPEAYyNPEXIACHUS U MEPHI
npenocropoxHoctd OXJIII, HeoOXxomuMO BKJIIOYaTh B JaHHBIA pas3jell.
B3anmoznencTBus, MMEOIIME BAXKHOE KIMHUYECKOE 3HAYEHHUE U BAXKHBIC
dbapmakonoruueckue KiaccoBbie A EKThI, TaKXKe CIEAyeT BKIOYaTh B
JNaHHbIN pa3nen. Kpome TOro, pucku, KOTOpble OOBIYHO HE HACTOJIBKO
CEepbE3Hbl, UYTOOBI B OTHOUIEHMHM WX TpeOOBaIUCh  KOHKPETHBIE
NPEAYNPEKICHUS UM MEPBI NMPETOCTOPOKHOCTH, HO KOTOPHIE BOZHUKAIOT B
OTHOILICHUM 3HAYUTEIBHON YaCTH MCCIEAYyEMOMN TPYIIIbl HACEIICHHUS, BIUSIOT
HAa Ka4eCTBO JKM3HM IIAI[MEHTA, YTO MOXKET IIPUBECTH K CEPbE3HBIM
MOCJEICTBUAM MPU OTCYTCTBUM HAJUJICKAIIEro JeueHUs (Harpumep, CuiibHas
TOLIHOTA U PBOTA, CBA3aHHAsA C XMMHUOTEpAIMEN WA WUHOM JIEKAPCTBEHHOU
Tepanue), cieAyeT pacCMOTPETh Ha MPEAMET BKIIOUCHHUS B JAHHBIA pazed.

JUIsi  HEKOTOpBIX  JIEKAPCTBEHHBIX IMPENaparoB  JODKHBI  OBIThH
pacCMOTPEHBI PHUCKM, CBSI3aHHBIE C YTWIM3aUUMEHd HCIIOJIb30BaHHOTO
JIEKapCTBEHHOTO Mpemnapara (HarpuMmep, s TPaHCAEepMaIbHBIX IIACThIPEi).
Taxxe MoryT OBITH Cllydal BOSHMKHOBEHHUSI SKOJOTUYECKON OMAcHOCTH IMpHU
yTHWIM3ALMK JIEKaPCTBEHHOIO TIpenapara u3-3a W3BECTHOIO MaryoHoro
BO3JCHCTBHSI Ha OKpYXalollyl cpeny (Hampumep, BeLIeCTBa, KOTOPBIE
SBIISIIOTCA 0COOEHHO OMACHBIMM ISl BOAHOU (DIopsl U (hayHbl U KOTOPbIE HE

JOJKHBI OBITh YTUIM3UPOBAHBI HA CBAJIKAX).
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[IpencraBinenue MJaHHBIX O pUCKax JODKHO BKIOYaTh B ceOs
CJIEYIONIYIO TOAPOOHYI0 HH(POPMAIIHUIO:

4acToTa;

BO3/ICHICTBHUE HA 37J0POBbE HACENECHUS (CTENEHb TSAKECTH, CEPHE3HOCTb,
00paTUMOCTh, UCXON);

BO3/ICHCTBHE HA OT/EJIBHOTO MallMeHTa (BIUSIHUE HA KaY€CTBO KU3HM);

dakTophl pucka (B TOM yucie (paKkTophl, Kacaroluecs NalueHTa, J103bl,
MIEPUOJ] PUCKA, AITUTUBHBIC I CHHEPTUYHBIC (DAKTOPHI);

NpeAoTBPaTUMOCTh  (TO  €CTh  NPEICKa3yeMOCTh, BO3MOXXHOCTb
MPENOTBPATUTh PA3BUTUE WM BO3MOKHOCTH BBISIBICHUS Ha HadyaJbHOM
JTare);

BO3MOXKHBIA MEXaHU3M Pa3BUTHS;

HMCTOYHUK JIAHHBIX U YPOBEHb JI0KA3aTEIbHOCTH.

JlaHHBIE 110 YaCTOTE Pa3BUTHSA JOJKHBI OBITh MPUBEICHBI C YICTOM
JIOCTOBEPHOCTH M yKa3aHHUEM MCTOYHHMKA JTAHHBIX MO Oe3omacHocTy. YacToTa
pa3BUTHSL HE JOHKHA OIICHWBAThCS HA OCHOBAaHWUU JAHHBIX CIOHTAHHBIX
COOOIIIEHHH, MOCKOJIbKY JaHHBIM METOJ HE TO3BOJISICT BBIMNOIHATH OIEHKY
napaMeTpa 4acToThl ¢ TpeOyeMbiM YypOBHEM JOCTOBepHOCTH. Eciau B
OTHOIIEHUW  BAXKHBIX  HMJICHTHU(PUIIMPOBAHHBIX  PHUCKOB  HEOOXOIMMO
BBIYUCIIUTh TOYHYIO YAaCTOTY, CJIETYeT OCHOBBIBATHCS HAa CHCTEMATHUYECKUX
UCCIIEOBAHUSIX (mampumep, KIIMHUYECKUE WCCIICIOBAHUS WIIn
AMUIEMHUOJIOTUYECKUE HCCIICIOBAHUS), B KOTOPHIX M3BECTHO TOYHOE YHUCIIO
MAIMEHTOB, TOJIBEPTAIOIIUXCS BO3JICHUCTBUIO JICKAPCTBEHHOTO Mpemnapara, u
YHUCJIO TAIMEHTOB, Y KOTOPBIX OTMEYAJIOCh MPOSBICHUE COOTBETCTBYIOIIETO
UIACHTU(UITMPOBAHHOTO PHCKA.

JIoJKHO OBITh YKa3aHO, KaKOW UCIOJIb3YETCA MOKa3aTeslb YaCTOThI, TO
€CTh B KAaKMX CIUHUIIAX HW3MEPEHUs BBIpAKEH 3HAMEHATEeNb (Hampumep,

KOJIMYCCTBO ITAalIUCHTOB, MAlMEHTO-THEW WJIM HKBHUBAJICHTHBIX €IMHMI]
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(Kypchl JieueHus, peuenTsl U T.4.)). Takxke clieqyeT yka3aTh JOBEPUTEIIbHbIC
uHTepBaIbl. [lpU HMCHONB30BAaHUM EAUHUIIBI U3MEPEHUS] «KOJIUYECTBO
NallMEHTOB B  YCTAHOBJICHHBI MPOMEXKYTOK BPEMEHH» HEOOXOAUMO
OCHOBBIBATHCSI HA MPEANOJIOKEHUU O TOM, UTO (DYHKIUSI OMACHOCTH JOJIXKHA
ObITh MPAKTUYECKU TOCTOSHHOW B TEUEHHE IOCIEAYIOIIET0 BPEMEHHU.
B nmpotuBHOM ciiydae ee cieayeT pa30uTh Ha COOTBETCTBYIOIINE KATETOPHH,
B paMKax KOTOPBIX BBINOJHAETCS TMPEANOJIIOKEHUE O TOCTOSHCTBE.
OT0 0COOEHHO BAXKHO, €CIM JJIUTEIBbHOCTh JIEUEHHUS MPEACTaBISET COO0M
dakrop pucka. B ciayuae HEOOXOOUMOCTH CIEAYET ONPEACIUTh NEPUOL
HauOompIero pucka. Yacrora uaeHTUGUIUPOBAHHOTO PUCKA JOJIKHA OBITh
NpEACTaBICHA Ui TONYMSALMM B ILEJIOM H Ui COOTBETCTBYIOIIUX
MOMYJISIIMOHHBIX MOATPYIIII.

Uto KacaeTcs Ba)XXHbIX HJICHTU(GUIIMPOBAHHBIX PHUCKOB, HEOOXOAMMO
npeACTaBUTh MH(GOPMAIIUIO O MPEBBIIIEHUA YacCTOThl PAa3BUTHUSI TAKOBBIX B
rpymre cpaBHeHus. HeoOxomumo Takxke 0000INUTH JaHHBIE IO BPEMEHH 0
Hauajla Pa3BUTH HEXKENATeNbHBIX COOBITUN C HCIOJIB30BAaHHUEM METOJ0B
OIICHKHM BBIKMBAEMOCTU. MOXKET OBITh UCIIOb30BaHa (DYHKIUS COBOKYITHBIX
PUCKOB Il TPEACTABICHUSI JIaHHBIX 110 KyMYJSTUBHOW BEpPOSITHOCTH
Pa3BUTHUSI HEXKEJIATEIIbHBIX PEAKITUH.

B oTHOmIeHMM MOTEHIMATBHBIX PUCKOB HEOOXOAUMO MPEICTABUTH
JaHHBIE 0 0a3MCHON YacToTe (PaCIPOCTPAHECHHOCTH) B IIEICBOM MOIYJISIIHH.

B I1YP, Britouaroiiem B ceOs eAMHUYHBIE JIEKAPCTBEHHbBIE ITpenaparsl,
PUCKH, Kacaroluecss HEMOCPEJACTBEHHO IMOKa3aHUN K MPUMEHEHUIO WIH
COCTaBa, KakK IPaBWJIO, PACCMATPUBAIOTCS KaK OTACIbHBIE MPOOJIEMBI IO
Oe3omacHOCTH (HampuMep, CIydyalHO€ BHYTPHMBEHHOE BBEIACHHUE MOXKET
MPENCTaBIATh Cc000M TpolieMy 1o ©0€30mMacHOCTH Il OTAEIBHOTO
JIEKapCTBEHHOIO TMpernapara Kak s €ro NepopajbHOM JIEKAPCTBEHHOU

dbopmbl, Tak POPMBI TSI TTOJIKOKHOTO BBEJICHMUS ).
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B ITYP, Bxirodaroiiem B ce0si HECKOJIBKO JIEKapCTBEHHBIX Mpenaparos,
KOTOpbIE ~ MOTYT HMMEThb 3HAUUTEIbHBIE pa3IUM4Yusd B  OTHOIICHUU
UJICHTU(PUIUPOBAHHBIX U  MOTECHIMAJIBHBIX  PHUCKOB,  1€JI€CO00Pa3HO
KJ1IacCU(UIIMPOBATh PUCKU, YTOOBI MOKA3aTh, KAKOW PUCK UMEET OTHOIIICHUE K
KaKoMy JIEKapCTBEHHOMY Ipenapary. B nanHoi kinaccudukanuy HeoO0Xoanumo
IIPEAYCMOTPETH CIEAYIOIINE 3ar0JIOBKU:

a) PUCKH, CBSI3aHHBIE C JICUCTBYIOUIMM BeliecTBOM. B 3Ty kareroputo
MOT'YT BXOJIUTh BaXXKHbIE UJICHTUDUIIMPOBAHHBIC WM MOTCHI[MAIBLHBIC PUCKH,
oOl1ue sl BCEX COCTABOB JIEKAPCTBEHHBIX MPENAPATOB, CIIOCOOOB BBEACHUS
Y LEJNEBBIX TPYyNIl HaceleHus. BeposTrHee BCEro, B JaHHYK KaT€rOpUIO
nonaaer  OONBIIMHCTBO  PHUCKOB, XapaKTePHBIX Il  OOJBIIMHCTBA
JIEKApCTBEHHBIX MPEMAPATOB;

0) pUCKH, CBSI3aHHBIE C ONPEACICHHBIM COCTAaBOM WJIM CIOCOOOM
BBeneHus. Moryt Bkitodarcst B I[IYP ¢ nByms sekapcTBeHHbIMU (popMamu
JIEKapCTBEHHOTO Mpemnapara (Hanpumep Ha (GOopMy aJisi BHYTPHUMBIIIEYHOTO
BBEJICHUSI TPOJIOHTUPOBAHHOTO ACHCTBUS W (GOpPMY JUIsl TMEPOPATBHOTO
BBeZcHUS. [IpyM 3TOM HOMONHUTENbHBIE PUCKHU, KACAIOIIUECS CIIYyYailHOIO
BHYTPUBEHHOIO BBEJECHHUS, OUYEBUIHO, HE OYIyT KacaTbCsl JICKAPCTBEHHBIX
npernapaToB JJisl IEPOPATILHOTO BBEJICHMUS );

B) PUCKM, CBsi3aHHbIE C leJeBol mnomymsiuend. Ileguarpuueckas
MOMYJISIUS TPECTaBIsgeT coO00l Hambojee OYCBUAHBIA TPUMEDP IETIEBOM
MOMYJISIIUM, B OTHOIIEHUM KOTOPOM MOTYT MPOSIBIATHCA JIONOJHUTEIbHBIC
pHUCKH, Kacaromuecs GU3nIecKoro, ICUXUIECKOTO U TOJIOBOTO Pa3BUTHS, UTO
He OyneT NMpUMEHMMO K JIEKapCTBEHHOMY Mpemnapary, MpeJIHa3HauYeHHOMY
VICKJIFOUUTENIBHO ISl B3POCIIBIX MAIIUEHTOB;

I') PUCKH, CBSI3aHHBIE C TMEPEXOJIOM Ha OTIYCK JIEKApPCTBEHHOTO

npemnapara 0e3 pelenra.
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6.2.5.2.7.3. Moayns CVII IIYP. Paznen «VneHtudunupoBaHHbIE U
MMOTCHIIMAIbHBIE  B3aMMOJICHICTBHS, BKIIIOUAIONINE B3aHMMOJCHCTBHSI C
JTPYTUMH JICKAPCTBEHHBIMU TIperapaTaMy U MPOyKTaMU MTUTAHUS.

NnentuduiimpoBaHHble U MOTCHIUMAJIbHBbIE (DAPMAKOKUHETUYECKUE U
(dhapMakoAMHAMHUYECKHE B3aUMOJICHCTBHS HEOOXOUMO paccMaTpuBaTh Kak B
OTHOIIICHUH CXEM JICUCHHS 110 0J0OPEHHBIM MTOKa3aHUSIM K IPUMEHEHUIO, TaK
U B OTHOIICHUM HAMOOJIEE€ YacTO MCIOJIb3YEeMbIX B II€JIEBON MOMYNSIUA
JIEKapCTBEHHBIX MpenaparoB. [ KaxXa0ro BO3JAEUCTBUS CIAEAYET 0000IIUTh
UMEIOIMEeCs]  JIaHHbIE W JIOKa3aTeJlbHYH  0a3y, MOATBEPKAAIOINIYIO
B3aUMOJICVICTBME W  BO3MOXHBIM  MexaHu3M. [IpoBogurca  oreHka
MOTCHIIMAJIBHBIX PUCKOB JJII 3/0POBbS, BO3HUKAIOIIMX [0 Pa3IUYHBIM
MOKAa3aHUSIM U B PA3JIMUHBIX TpyIIax HaceneHus. KIMHUYECKH BaKHBIC
B3aUMOJCHCTBUSL ~ HEOOXOAMMO  BKJIOYUTH B pazaen IIYP 006
UJIEHTU(UIIUPOBAHHBIX U MOTEHIIMATBHBIX PUCKAX.

6.2.5.2.7.4. Moayns CVII IIYP. Pazgen «®Dapmakoiorudyeckue
KJ1acCOBbIE AP (HEKTHI.

B nanHom paszaene naroTcsl XapaKTEPUCTHKA U OLIEHKA BaXKHBIX PUCKOB,
CBOMCTBEHHBIX 11 (apMakojorudyeckoro  kjacca.  OrileHUBaeTcCs
COOTHECEHME YaCTOThI PA3BUTHUSI HEXKEJATEIbHBIX PEAKIIUM MPU TPUMEHEHUHU
JIEKapCTBEHHOIO Mpernapara ¢ 4YacTOTOM, XapakTepHOM Il JPYTHX
JICKapCTBEHHBIX TIPEnapaToB JaHHOH (DapMaKOJIOTHIECKOM TPYIIIIHL.

Ecnu puck, BOZBHMKHOBEHHE KOTOPOTO SIBJISIETCS OOIIUM ISl JPYTUX
JIEKapCTBEHHBIX TIpernapaTtoB (papMakoJOru4ecKoro Kiacca, HE CUHMTAeTCs
npobaeMoii 1o 0€30MacHOCTH B OTHOILICHHWH JICKAPCTBEHHOTO IIpernapara u,
CIICIOBATEIIbHO, HE BKIIFOUACTCA B TIEPCUCHb HIACHTH(PUIMPOBAHHBIX H
MOTCHIIMAIBHBIX PHCKOB, B JAaHHOM pa3jeiic HEeOOXOAUMO TPEICTaBUThH

MOATBEPIKIAIOIIHE ITO JOKa3aTeIbCTRA.
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6.2.5.2.8. Moayns CVIII TIYP — o006o0OmenHas wuHpoOpMaIus I10
npobiaeMam 0€30MaCHOCTH.

B Monyne ykasbiBaeTcs 00001IeHHass HH(pOpMaIMs 1O ONpeAessieMbIM
npobiemMam o 0e30MacCHOCTH, KOTOpask KJIIaCCUPUUUPYETCs Kak:

a) BaXXHBIN WIEHTU(UIIMPOBAHHBIN PHUCK;

0) BaKHBIN OTCHIIUAJIBHBIN PUCK;

B) BaXKHasl OTCYTCTBYIOILAast HHPOpMaLIHsl.

Ecmu IIYP Briro4aer HECKOIBKO JIEKAPCTBEHHBIX IIpenaparos,
1eJIeCO00pa3Ho B JaHHOM MOJYJIE pa3zesieHue 00001eHHON nH(popMaluu mo
npoOiemMaM 1O O€30MacHOCTU Ha TPYNIbl (aHAJTOTUYHO MPEACTABICHUIO
naHHblx B pazmenax wmonayas CVIL IIYP). Ilpu »tom gomyckaercs
UCIIOJIb30BaTh MPEJCTaBIEHNE HH(POPMALIMK B BUJE CIAEAYIOUIUX TPYIII:

po0IeMBbI 110 OE30IaCHOCTH, CBSA3aHHBIE C JIEHCTBYIOLIUM BEILIECTBOM;

npoOsieMbl 10 0€30MaCHOCTH, CBS3aHHBIE C OMPENEIEHHBIM COCTaBOM
WJIA CITOCOOOM BBEJICHUS;

pOOJIeMBI TT0 OE30ITaCHOCTH, CBSI3aHHBIC C IIEJICBOM TOMYJISIIHCH;

npoOsieMbl MO OE€30MaCHOCTH, CBSI3aHHBIE C IEPEXOJOM Ha OTIYCK
JIEKapCTBEHHOTO Mpenapara 0e3 peuenra.

6.2.5.3. Yacts III ITYP — nnan no gapmaxoHaazopy.

Lenpro miiana no papMakoHaA30py ABISIETCS ONPEAEIECHUE TOT0, KAKUM
o0pa3oM JepiKaTesib PEruCTPAMOHHOTO YIOCTOBEPEHUS IIAHUPYET Jajee
BBIABIISITh U (WJIM) XapaKTepU30BaTh PUCKHU, yKa3aHHbIE B TPEOOBAHUSIX IO
oeszonmacHoctu. Ilman mo  QapmakoHan3opy  MpeACTaBiIsieT  coOoM
CTPYKTYPUPOBAHHBIH IJ1aH, pa3pabOTaHHbIN C IENbIO:

BBISIBJICHUSI HOBBIX MPOOJIEM 110 0€30TaCHOCTH;

TaJbHEHUIIIEH XapaKTePHUCTHKHA M3BECTHBIX MPOOJIEM 10 0€30MacHOCTH,

BKJIIOYAs orpeiesieHue GakTopoB PHCKa;
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UCCJIEIOBAaHUS JCUCTBUTEILHOTO HAJWYMS MOTEHIMAIBHBIX MpoOiieM
110 0€30ITaCHOCTH;

ONPEACICHUs]  METOAOB  IOJYYEHUS  BaXKHOM  OTCYTCTBYIOLIEH
uH(popmanuu.

[Inan mo (apmakoHaA30py MOHKEH OBITH OCHOBAH Ha IMpoOiemMax Io
oe3zomacHocTH, 0000meHHpix B wmoayiae CVIII wgactu 11 IIYP -
cnenu@ukams 1mo 6€30MacHOCTH.

JlesTenpHOCT, TO (hapMaKOHAA30py TOApa3AeisieTcss Ha PyTHHHBIC
MepOonpusITHS MO (apMaKOHAI30py W AOMOTHUTEIBHBIC MEPONPHUSITHS I10
dbapmakonan3opy. B oTHomeHun kaxaoW mpoOiemMbl MO 0E€30MacHOCTH
JepKareab PErucTPAlMOHHOTO  YAOCTOBEPEHHUS JIODKEH IEPEUUCIUTh
3allJTAaHUPOBAaHHBIE CO CBOEW CTOPOHBI MEPOMPHSITHS 1O (papMaKOHAI30PY.
[lnaner 1o ¢dapmMakoHaA30py JOKHBI OBITH COpPa3MEPHBI  PHCKaM
PUMEHEHHUS JIEKApCTBEHHOTO MperapaTta. Ecim pyTHHHBIE MEPOIIPUSATHS 10
dbapmakoHan30opy O0OOCHOBAaHHO OIICHMBAIOTCA KaK JOCTATOYHbBIC JIJIst
oOecreyeHuss  HAJUICKAMIETO  MOCTPErMCTPAIIMOHHOTO  MOHUTOPWHTA
0€30MacHOCTH U He TPeOYyHT JOMOJHUTENIbHBIX JEeUCTBUN (Hampumep,
UCCJIeIOBaHUNM 0€30MacHOCTH), HEOOXOJIMMO OCHOBBIBATHCS HA «PYTHUHHOM
dbapMakoHa130pe», HAMPABICHHOM Ha JajbHEUIYI0 padoTy C mpoliemMaMu
1o 0€30MacHOCTH.

6.2.5.3.1.Yacrs III IIYP. Pa3pgen «PyTuHHBIE MeEpONpHUATUA IO
dbapmakoHaA30PY».

PytunHble MeponpusTHs 10 (apMaKOHAA30py IPEACTABISIIOT COOOM
KOMIUIGKC ~ MEPOINPHUATHH,  PEryJsIipHO  TPOBOAMMBIX  JIeprKareiieM
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS C IENbI0 O0ECIeUeHUs BBIMOTHEHUS
TpeOOBaHUI 3aKOHOIATEIBCTBA MO (HhapMaKOHAA30Py TOCYAAPCTB-WICHOB.
Macrep-aitn  cucrtembl  (papmakoHaA30pa  COIEPKUT  MOAPOOHYIO

I/IH(bOpMaI_[I/IIO 0 CHCTCMAX M IIpoHecCax, PpPCaIM3yCMbIX ACPKATCICM
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PErUCTPAIIMOHHBIX YIOCTOBEPEHUIN Il JOCTHMXKEHUS YKa3aHHOW IIeJH,
naHHas nH@opmanusa He nyonupyercs B [TYP.

VYIIOIHOMOUYEHHBIA OpPraH TroCyAapCTBa-uj€Ha BIPABE MPEIJIOKHUTD
JEPKATET0 PETHCTPALMOHHOTO YIOCTOBEPEHHS] M3MEHUTH JIEWCTBYIOLIME
poIeAYpHl cOopa, Bepu(uKaIuy, OICHKH U MPEACTaBICHUs HHPOpMaIu O
HEXEJIATeJIbHBIX ~ PEeaKIUsAX, TMOJYyYeHHOM B  paMKaX CIIOHTAHHOIO
penoptupoBaHusi. B a3ToM ciyyae B JaHHOM pasjelie  JepKareib
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS MPUBOAUT MOSICHEHUE 10 U3MEHEHUSIM B
PYTUHHBIX MEpPONPHUATHA 1O (QapMakoHaI30py, BHECEHHBIM COIJIACHO
IpeJIOKEHUSIM YIIOJIHOMOYEHHOTO OpraHa rocyJapcTBa-uieHa.

Ecnu nns BbIMOMHEHUS PYTUHHBIX MEPONPUITHIA MO (papMakoHaA30py
JEPKATEI0 PErMCTPALMOHHOIO  yAOCTOBEpEHUsI TpelyeTcs COCTABUTh
CHEelUaJbHbIE  ONPOCHUKM TIO  TOCIEAyIOIEeMy  HaOMIOACHUI0 32
HEXEJIATEJIbHBIMU PEaKLIUsIMU WM €CJIM OH IUJIAHUPYET HCIOJIb30BaTh
CHeLHAJIbHbIE ONIPOCHUKHU VISl IOJYyUYEHUsl CTPYKTYPUPOBAHHOW MHPOpMAIIH
O BBISBJICHHBIX HEXKENATeNIbHbIX pPEaKIUsAX, MPEICTABISIONUX OCOOBIM
uHTepec, T0 B npuwioxkeHuu Ne 6 k IIYP pepxkarens perucTpaumioOHHOTO
YAOCTOBEPEHHsI  JIOJDKEH TMPEICTaBUTh KOMUH JAHHBIX  ONPOCHHUKOB.
Hcnonb3oBaHue  CHEUUANIbHBIX  ONPOCHUKOB MO  MOCJIEAYIOIIEMY
HAOMIONCHUIO 32 PEMOPTHUPYEMBIMU TOJ03PEBAEMBIMU  HEXKeJaTeIbHBIMU
pEaKUUSIMH OTHOCHUTCS K PyTUHHBIM MEPOTIPHUATHUSAM MO PapMaKoHAI30PYy.

6.2.5.3.2. Yacts III. ITYP. Paznen «JlonosHUTENBHBIE MEPOIIPUATHS 110
dbapmakoHa130py».

Jlep:karenb pPErucTpalMOHHOTO YAOCTOBEPEHUS] JOJIKEH OLEHHUTH
CUTyallil, B KOTOPBIX TpeOyeTcss MPUHATUE IOMOJHUTEIbHBIX Mep IIO0
dapmMakoHaaA30py MO MPUYMHE HEBO3MOXXHOCTU JOCTHIKEHUS IENU IO
Ha/JIeXkKAaIlel OLIEHKE M M3YYCHHIO PUCKA MPU MOMOIIU PYTHHHBIX METOJOB

dbapmakoHanzopa.
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lenn MAOMONMHUTENBHBIX MEPONPUATHI 1O (papMakoHAA30py, Kak
paBUJIO, Pa3IMYalOTCS B 3aBUCUMOCTH OT IpoOsieM mo 0e30macHOCTH, Ha
KOTOpblE OHHU HampabiieHbl. MccienoBaHuss B paMKax IUIaHa 110
(dhapMakoHa130py MOHKHBI OBITH CBSI3aHBI ¢ MpoOJIeMaMu 1o 0€30MacHOCTH,
0003HAaUCHHBIMU B creru@uKanuy Mo 0e30MacHOCTH, BHE 3aBUCUMOCTH OT
TOTO, HAIICJICHBI UCCIICIOBAHMS Ha BBISIBIICHUE U XapaKTEPUCTUKY PUCKOB WU
TOJIBKO Ha OLEHKY 3()PEKTUBHOCTH MEPONPUITUN IO MUHUMU3AIMKN PUCKOB.
JlepxaTeb perucTpaliOHHOTO YAOCTOBEPEHUS JOJDKEH BKIIIOUUTH CHOJIa BCE
UCCIIC/IOBAHUSI, HAIpaBJIECHHbIC HAa U3yYE€HUWE U OIIEHKY MpoOJiieM TIo
0€30MacHOCTH, a TakKKe MCCIEeIOBaHUsI, KOTOPhIE MOTYT IIPEIOCTaBUTh
MOJIe3HYI0 MH(OpMAIKIO TI0 OE30MaCHOCTH, XOTS MPH ATOM OIIEHUBAEMBbIC B
pamkax I[IYP mnpoGnembl mo 0€30MacHOCTM MOTYT HE BXOAWTh B YHUCIO
MPUOPUTETOB HUCCIEAOBAHUS. IJTU MCCIEAOBaHUSA BKIIOUAIOT B  CeOs
NOCTPErUCTPALIMOHHBIE HCCIIEOBAaHUSA O€30IaCHOCTH, HCCIIEOBaHUS B
obOnactu (hapMakoIMUAECMHUOIOTHH, (HapPMAKOKHHETUYECKUE HCCIEAOBaHUS,
KIMHUYECKUE MCCIEAOBAaHUS WM  JIONOJHUTEIbHbIE JOKJIMHHUYECKHE
uccinenoBanus. Ilpu  mpoBeneHUM — JTAHHBIX  MCCJIEAOBAaHUM  CIIEAYET
PYKOBOJICTBOBAThCSl ~ MEXKJIYHAPOAHBIMU  JIOTOBOpaMH M aKTaMH,
cocTaBistoMHy 1paBo Coro3a, U 3aKOHOAATEIBLCTBOM T'OCYAapCTB-UJICHOB.

[IpoTokonbl McCenOBaHW B paMKax IUIaHa MO (papMakoHAI30py H
pEe3IOME OTUETOB MO PE3YJIbTaTaM HUCCIEAOBAHUM, BBIMOJIHEHHBIX B paMKax
JOTIOJITHUTEIBHBIX ~MEPONPUATUNA 10 (apMaKoHAA30py, HTOJDKHBI OBITh
IIPEACTABJIEHBI B IPUIOKEHUAX K ITYP.

BiusiHue HOBBIX JIaHHBIX HA COOTHOIIEHUE «IOJIb3a — PHCK»
JIEKApCTBEHHOIO  Tpernapara  JOJDKHO  ObITh  TIIATEIBHO  OLICHEHO,
cnerupukanus mo O0e30MacHOCTH, TUTaH Mo (apMaKOHAA30py W IUTaH TIO
MUHUMU3AIMA PUCKOB JIOJDKHBI OBITh J10pa0OTaHbl COOTBETCTBYIOIIUM

06pa30M C YUCTOM ITOJIYYCHHBIX JAHHBIX ITO 0Ee30ITaCHOCTH.
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6.2.5.3.2.1. Ocobble CUTYyallu o MOCTPErUCTPALIMOHHBIM
UCCJIEI0BAaHUSIM IO O€30MaCHOCTH.

Uccnenosanus 3pPEeKTUBHOCTH MEp MO MUHUMU3AIUN PUCKOB CIEAYET
BKJIIOYUTh B IUIAH MO (DapMaKoHAA30py BMECTE€ C OCOObIMU (haKTOpaMu
OMACHOCTH, a TakXKe MOAPOOHO OMHUCATh B ITUIAHE MO MUHHUMM3AILUUA PUCKOB.
OHH [OJKHBI  BKJIFOYATh  CIEAYIOIIME OCHOBHBIE AaCHEKThl (HO HE
OTrpaHUYMBATHCS UMU):

WCCIIEIOBAHUSI MCIIOJIb30BAHUSL JICKAPCTBEHHBIX IpPEnapaTtoB MOTYT
MPOBOJUTHCA MO TPEeOOBAHUIO YMOJHOMOYEHHBIX OpPraHOB TOCYIapCTB-
YJIIEHOB [IJIi MOHUTOPHWHIA HWCIOJIb30BAHUS JIEKAPCTBEHHBIX IPENAapaToB Ha
ONPEICIICHHON TEPPUTOPUH, YACTO B CBSI3M C OLIEHKOWM MEXAaHU3MOB
KOMIICHCAI[MM TOCYJapCTBOM HACEJIEHUIO CPEACTB, 3aTpaulBacMbIX Ha
NpUOOpETEHUE JIEKAPCTBEHHBIX IMpenaparoB. JlaHHBIA TUN HCCIEIOBAHUM
HETMOCPE/ICTBEHHO HE MpEeJHA3HAUCH JJIsl U3y4YEeHUsl acleKTOB 0€30MacHOCTH
JICKapCTBEHHBIX MIPETMapaToB, HO MOXKET JIaTh MOJIE3HYI0 HHPOPMAIIHIO O TOM,
SBIIIOTCSL JIU MEPONPHUSITHS N0 MUHUMHU3AIUU PHUCKOB I(D(HEKTUBHBIMU, a
TaKXe 0 JieMorpaduu 1eaeBbIX TPYIIT HACEICHUS,

COBMECTHBIE wuccienoBanus. Ecnu mnpobnema 1o Oe3omacHOCTH
pacripocTpansieTcs 0ojiee 4eM Ha OJUH JICKapCTBEHHBIM mpenapar (Jinbo Ha
OJTHO JICUCTBYIOLIEE BEUIECTBO IMPUXOJUTCS HECKOJBKO JIepKarenei
PETUCTPALIMOHHOTO YOCTOBEPEHHUSI), YIIOJIHOMOYEHHBIN OpraH rocyiaapcTBa-
YJieHa JIOJDKEH MPEJIOKUTH JIEPKATEIIM PETUCTPAIMOHHOTO y0CTOBEPEHUSI
npoBectu coBmectHoe [IPUDB. IIpoBeneHune COBMECTHBIX WCCIEIOBAHUMN
TaKXKE MOXKET ObITh HEOOXOJUMBIM B CITydasiX, KOTJla KOJIMYECTBO MAIllUCHTOB
orpaHuueHo (penkue 3a00j€BaHMs) WA HEONAronpusTHbIE PEaKIUU
HaOJNIOMAIOTCS PEAKO. YHOJHOMOYEHHBIN OpraH rocy/lapcTBa-ujieHa JIOJKEH
crocoOCTBOBATH CONIAILIEHUIO 3aMHTEPECOBAHHBIX nepxareneu

PErUCTPAIIMOHHBIX YIOCTOBEPEHUN pa3padoTarb €IUHBIM MPOTOKONI s
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[TPUb u cOBMECTHO NHPOBOAWUTH HCCIEAOBaHME. EcCiM B TeUeHUE CpOKa,
ONPEAECIECHHOTO YIIOJTHOMOYEHHbBIM OpPTaHOM rocyapCcTBa-wicHa,
3aMHTEPECOBAHHBIE JIEPKATENN PETUCTPAUOHHBIX YIOCTOBEPEHUN TaK U HE
CMOIJIM TMPUUTA K COMIAIIEHHID O CO3JaHUM E€JUHOTO0 MPOTOKOJA,
YIIOJTHOMOYEHHBI OpraH rocyaapcTBa-4jieHa BOpaBe HaA3HAUYUTh MPOBEICHUE
[TPUB u ompeaenuTs 00K OCHOBHOW MPOTOKOJ WIIM KITFOUEBBIC 3JIEMEHTHI
MIPOTOKOJIA, KOTOPBIE JEPHKATEIU PETUCTPALMOHHOTO YAOCTOBEPEHUS TOKHBI
OyayT coOmofaTh B TpeOyeMble CPOKH;

PErucTp, KOTOPBHIM MpeacTaBiIsieT CcoOOM BHUJA MPOCHEKTUBHBIX
HEUHTEPBEHIIMOHHBIX KOTOPTHBIX HCCIICAOBaHUIM. Pexomennyercs
MPEYCMOTPETh B PETUCTPE BKIFOYEHHUE TPYNIIBI CPABHEHUS, B CBSI3U C 3TUM
peructp  3abojeBaHWil  OyzmeT  SABIATBCS, Kak  MpaBwio,  Oosee
MPEANOYTUTEIIBHBIM, 4YE€M  PETUCTpP, OrPAHWUYEHHBIM  OMNPEICICHHBIM
JIEKapCTBEHHBIM mpernaparoM. [IpoTokon perucrpa JOJKEH MpeyCcMaTpuBaTh
BHECEHHME B PEECTP JaHHBIX II0 TMAalMEHTaM, KOTOPbIM BBIMUCAHBI
COOTBETCTBYIOIIUE JICKAPCTBEHHBIE MPENApaThl WK KOTOPHIE UMEIOT OJTHO U
TO K€ 3a00JIeBaHuE.

6.2.5.3.3. UYactes III IIYP. Paspmen «lIlnanel pgeiicTBUM 1O
JOTIOJITHUTEIBHBIM ~ MEPONPUATUAM 10 (papMakoHAA30py B OTHOIICHUHU
po0JIeM o OE30ITaCHOCTHY.

[Ipr HamMUUKM MOMOJHUTEIBHBIX MEPONPHUATHH 10 (hapMaKOHAI30DY,
TJ1aH JACHCTBUN B OTHOIICHUU KaKJIOW MPOOJIEMBI 1O OE30MacHOCTH JOJIKEH
OBITH MIPEJICTABJICH B COOTBETCTBUHU CO CIEAYIOIIEH CTPYKTYPOU:

npobsemMa 1o 6e30MacHOCTH;

1IE€JIb TIPEIJIaraeMbIX JCHCTBUM;

npeIaracMble JEUCTBUSA;

OCHOBHBIC 3Tallbl OICHKHK U OTYCTHOCTH.
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OnHoM M3 COCTAaBIAIOMIMX MEp, MPENIaraéMbIX B OTHOLIEHHH KaXKIOU
npobnembl 1o 0Oe30MacHOCTH, Bcerna OydeT SBIATBCS — PYTUHHBIN
dbapmakonanzop. [TomuMo nepeurciieHus: JOMOJIHUTEIbHBIX MEPONPUITHI B
nyHkre «lIpennaraemeie neuctBusi» gaHHoro paszena [IYP, B npunoxenuu
No 5 x ITYP HeoOxoaumMo mpeACcTaBUTh MPOTOKOJBI JIJIs MPOBEACHUS JTFOOBIX
HCCIeI0BaHUM (B BUJIE MMPOEKTa WUJIU APYTOro JTOKYMEHTA).

6.2.5.3.4. Yacte I IIYP. Pazmen «CBognas Tabnuia 10
JOTIOJIHUTEIBHBIM MEPOIIPUATHAM 110 (hapMaKOHAI30PY».

B nanHoM pazzene goiikHa ObITh NIPEACTABIICHA CBOIHAS TabJMIla BCEX
JOTIOMHUTEIBHBIX ~ MEpOnpusATHd 1o  (dapMakoHAA30py,  BKIIOYas
MJIAHUPYEMBIE AaThl 3TAIOB UX BBHIMOJHEHHUS.

6.2.5.4. Yacts IV IIYP — nan mocTperucTpalloOHHbIX HCCIEN0OBAHUN
3 (PEKTUBHOCTH.

TpeGoBanusi K  TOCTPETUCTPAIMOHHBIM  HUCCIEAOBAHUSIM IO
0€30MacHOCTH OTHOCSATCS MCKIIOYUTENHHO K OJOOPEHHBIM TOKA3aHHSIM
JIEKAPCTBEHHOI'O Tpemnapara, a He K HCCIEIOBAaHUSIM JOMOJIHUTEIbHBIX, HE
0JI0OpEeHHBIX MoKazaHui. McciemoBanusi 1Mo O€30MACHOCTH, SBISIOIIUECS
0COObIMU  OO0s3aTenbCcTBAMU M (WJIM)  YCJIOBUEM  JJid  TOJyYEHHS
YIOCTOBEPEHUSI O TOCYIApCTBEHHOM pErucTpanuyd, HEOOXOJUMO TaKXKe
BKJIFOYUTH B JaHHYO 4acTh [TYP.

6.2.5.4.1.Yacts IV IIYP. Pazgen «llpencraBieHue maHHBIX 00
b (HEKTUBHOCTIY.

C munenpto OOBSCHEHUS TPUUUH TPEAIOKEHHBIX HMCCIEAOBAHUN
3¢ (PEKTUBHOCTU U BKJIIOYEHUS 000CHOBBIBatOIIUX AaHHBIX B [IYP B manHom
pasmerne TmpeacTaBiseTcs oOoOmaromas wuHpopMalysa 1O  JOKa3aHHOU
3¢ (dHEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara, a TakKe yKa3zaHue, Ha KaKhX

KIIMHUYCCKUX HMCCIICAOBAHHUAX M KOHCYHBIX TOYKAX OCHOBAHA JaHHAas OLCHKA.
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JlomxHa ObITH BBIMOJIHEHA OLIEHKA TBEPAOCTH KOHEYHBIX TOUEK, Ha KOTOPBIX
OCHOBaHa OlleHKa A(DPEKTUBHOCTH.

B nmamHoM pasnene NpUBOAUTCS KpaTKash OILIEHKAa HEOOXOAMMOCTHU
IPOBEICHMUSI JTaTbHEHTITNX MOCTPETUCTPALIMOHHBIX UCCJIETOBAHHM
3 (PEKTUBHOCTH IO CIAEAYIONIUM acCTIEKTaM:

IPUMEHUMOCTb JTaHHBIX 00 3()(PEKTUBHOCTH /IS BCEX IAIIMEHTOB B
L(E€JIEBOM ITOIYJIALINM;

(akTopbl,  KOTOpble  MOIYT  MOBIUATH Ha  3(PPEKTUBHOCTH
JIEKapCTBEHHOIO ITpenapara B MOBCEIHEBHOW MEIUIIMHCKOW MIPAKTUKE;

BapuabeIbHOCTh TepaneBTUYECKOro AhdexTa B CyOrnonmysiusx.

B nanHom paszmene gomkHa OBITH TPENCTABICHA CBOAHAS TabnUIIa
3alJIaHUPOBAHHBIX MCCIIEIOBAaHUI C yKa3aHWEM CPOKOB M OCHOBHBIX STAaIoB
BBITIOJIHEHUsI.  [IpOEKTBI  TPOTOKOJOB IS JAHHBIX  KIMHHUYECKHUX
MCCIIeIOBaHU, BKIIIOYatOTCA B ipuiioxkeHue Ne 7 k ITYP.

6.2.5.5. Yactp V IIYP — Mepbl 10 MUHUMU3ALIMU PUCKOB.

B coorBerctBUM co cnenudukanueid mo O€30MacCHOCTH JAeprKaTelb
PETUCTPAIIMOHHOTO YAOCTOBEPEHHS JOJKEH OIICHUTH, KaKHe MEPOIPHUSTHUS
110 MUHMMH3AIMHA PUCKOB HEOOXOIMMBI B OTHOIICHUH KaXKJIOH MPOOJIEMBI 11O
Oe3omacHoctu. [lman 1O MUHMMH3AIMK PHUCKOB JIOJDKEH BKIJIIOYAThH
noipoOHyI0 HHGOPMAIMIO O MEPONPUATHIX M0 MHHHUMH3AIWHA PUCKOB,
KOTOPBIC JOJDKHBI OBITh TPOBEACHBI C I1ETBI0 YMEHBIICHHUS PHUCKOB,
CBSI3aHHBIX C KaXXJIOW W3 YCTAaHOBJICHHBIX MpoOjeM 1o Oe30MacHOCTH.
[Tpennaraembie MEpbl MUHUMHU3ALNUU 110 PUCKOB MO KKIOW M3 TIPOOJIEM 10
0e30MacHOCTM  MOTYT BKJIIOYaTh Oo0Jee OJHOIO  MEPOINPHUATHUS IO
MUHUMH3AIANA PUCKOB.

MeponpusaTusi 10 MUHAUMH3AIIUNA PUCKOB MOTYT COCTOSITh U3 PYTHHHBIX

MepOHpI/IHTHﬁ 110 MUHHUMH3AIIUKU PHUCKOB W JOIIOJHUTCIIbHBIX MepOHpI/IHTI/Iﬁ
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0 MHMHHMMM3AILMU PUCKOB. Bce Mepornpusitus 1m0 MHUHHUMH3AIMU PUCKOB
JOJIKHBI HMETh YETKO 0003HAYEHHYIO LETIb.

6.2.5.5.1. Hacte V IIYP. Paznen «PyruHHBIE MEPBI IO MUHUMU3ALUN
PHUCKOBY.

PyTuHHBIE Mepbl MO MHUHUMHU3ALKUKA PHUCKOB BKIIOYAIOT B ceOs
MEpPOIpUATUS (AEMCTBUS), KOTOPBIE MPOBOJATCA B OTHOIIEHUM KaXKJI0TO
JIEKapCTBEHHOTIO IIpenapara. PyTUHHbBIE Mephl paclipOCTPaHSIOTCS Ha:

OX/JIIT;

MapKHUPOBKY JIEKAPCTBEHHOI'O MIpenapara;

HUMII (JIB);

pa3Mephl YIIaKOBKH;

PETYISTOPHBIN CTAaTyC JIEKAPCTBEHHOTO Mpenapara.

OXJIII m UMII (JIB) sBusAOTCS BaXHBIMH HHCTPYMEHTaMU
MUHHUMM3ALUNA PUCKA, TTOCKOJBKY MPEACTABISIOT COOOM KOHTPOJIUPYEMBIN U
CTaHJApPTU30BaHHBIA  (Qopmar  MHPOPMUPOBAHUS  MEAULIMHCKUX U
(dapmalieBTUYECKUX paOOTHUKOB, a TaKXKE MAlMEHTOB O JIEKAPCTBEHHOM
npenapare.

Pa3mep ymakoBKHM, MO3BOJISIIOUIMN OTPAaHUYUTHh KOJIMYECTBO €IMHHII
BBIIIMCAHHOTO JIEKAPCTBEHHOTO IIpernapara, SBISETCS €Ille OJHUM U3
PYTHHHBIX MEPOINPUATHA IO MUHUMH3aUUMU pPUCKOB. I[lpu orpannueHun
KOJIMYECTBA E€IUHUILl BBINHCAHHOTO JIEKAPCTBEHHOIO Ipernapara NalueHT
BBIHYKJIEH oOpamiarbCcsi K JieHalleMy Bpady 4depe3 MEHBIIUE MPOMEKYTKH
BPEMEHHU, YTO ONTUMHUZUPYET MPOLIECC KOHTPOJISI €T0 COCTOSIHUSA U COKPATUT
BpeMs €ro HaxOXJeHHs 0e3 COOTBETCTBYIOLIEro HaOmioneHus. Beimyck
YIAKOBOK Ha HEOOJBIIOE KOJIMYECTBO JO3UMPOBAHHBIX €AUMHUL (B OCOOBIX
Cllydasix — Ha OJIHY JIO3WPOBAHHYIO €IMHUILY) TAK)KE MOXKET ObITh MOJE3HBIM

B CJiydac, €CJIM OIHHUM 13 OCHOBHBIX PUCKOB CHHUTACTCA IICPCAO3UPOBKaA.
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PerynsitopHblii cTaryc JIeKapCTBEHHOTO TIpernapara, Mph KOTOPOM
BBOAUTCS KOHTPOJb YCJIOBHUH €ro OTITyCKa HACEJIEHHI0, MOXET IOMOYb
CHU3WUTHh PHCKH, CBSI3aHHBIC C €r0 HCIIOJIb30BAaHUEM WJIW HEMPaBUIbLHBIM
IpUMEHEHHEeM. OJTO MOXET OBITh JOCTUTHYTO IIyTEM PpETyJIupOBaHUS
YCIIOBHM, TIPU KOTOPBIX JIEKAPCTBEHHBIM Mpemnapar MOKET ObITh Ha3HAuEH,
WIN YCIOBUW, MPU KOTOPHIX MAIMEHT MOXKET IMOJYYUTh JIE€KapCTBEHHBIN
npenapar.

B  perucrpanvoHHO€  yAOCTOBEpEHHE  HEOOXOAMMO  BKJIFOYHTH
noipoOHYyI0 UHGOPMAIIUIO O JIFOOBIX YCIOBUSX, OTPAHUUYCHUSX TTOCTABOK WIIH
WCIIOJIb30BAaHUU JIEKAPCTBEHHOTO TMperapara, BKIIOYas YCIOBUSA, TMpHU
KOTOPBIX JICKAPCTBEHHBIN TIpemapar MOXET CTaTb JOCTYMHBIM  JJis
narieHToB. OOBIYHO O3TO  HA3BIBAETCA  «PETYIATOPHBIM  CTaTyCOM»
JICKapCTBEHHOTO Mpernapara. JlaHHbIi cTaTyc BKIIOYAET B ceOs HH(OpMAITHIO
O TOM, TIOJUICIKUT JIN JICKAPCTBEHHBIN ITpernapar mpoaake Mo pernenTy uiu 06e3
peuenta. OH Takke MOXET OTIPAaHUYMBATH MeECTa PaCIpPOCTpPaHEHUs
(Hampumep, OrpaHWYCHHE TMPUMEHEHHEM TOJBKO B  CTAI[MOHAPHOM
yapexJaeHur). B OTHOIICHWM JEKapCTBEHHBIX TNIpernaparoB, MpHoOpecTH
KOTOPBIE MOXHO TOJBKO TIO PEIeNTy, HEOOXOAMMO BBECTH JOMOTHUTEIHHBIC
yCIIOBHSI, @ UIMEHHO KJIaCCH(HUIIMPOBATh MX Ha JICKAPCTBEHHBIC Tpemaparsl,
KOTOPBIE MOXKHO MTPUOOPECTH TOJIBKO TI0 CTICIIHATHFHOMY PEIIETTY.

borpmmHCTBO  mpoOsemM  mo  O€30MacHOCTH  MOTYT  OBITh
COOTBETCTBYIOIIUM O0O0pa30M pEIIeHbl MPU OCYIISCTBICHHH PyTHHHBIX
MEpONPUITHI M0 MHHHMH3allMA PHUCKOB. TeM HE MEHee B OTHOIICHUU
HEKOTOPBIX PUCKOB PYTHHHBIE MEPOTIPHUITHS 110 MUHUMHU3AIIUH PUCKOB MOTYT
OBITh HEIOCTATOYHBIMH, IMOITOMY MOTYT IMOTPEOOBATHCS TOMOJHUTEIHLHBIE

MCPOIIPHUATHS 110 MUHUMH3AlIU PHUCKOB.
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6.2.5.5.2. Hacte V IIYP. Pazgen «JlononmHUTEIbHBIE MEPOIPUSATHS T10
MUHUMU3AIUUA PUCKOBY.

JIoTOHUTENbHBIE MEPOINPUATHAS MO MHUHUMHU3ALMU PUCKOB (TO €CTh
MEPONPHUSTHS, KOTOPbIE HE OTHOCATCS K PYTUHHBIM MEPOIPUATHIM 10
MUHUMM3AIAA PHUCKOB) JOJKHBI OBITh TPEIJIOKEHBI, KOIJla PYTUHHbBIC
MEPONPUSITHUS SBJSIOTCS HENOCTATOUHBIMU JUIsl o0ecredeHus 0e30MacHoro u
3¢ (HEKTUBHOTO WCIIOJIb30BAHUS JIEKAPCTBEHHOTO npenapara.
Psin mOMONHUTENBHBIX MEPONPUATUNA IO MUHUMM3ALMU PUCKOB OCHOBAaH Ha
crocobax HMHQPOPMUPOBaHUA, KOTOphie BhIXOAAT 3a pamku OXJII u MUMII
(JIB).

[To JONMONHUTENBHBIM MEPONPHUATHUSIM [0 MUHUMHU3AIUU PHUCKOB
NPENCTABIISIIOTCS JE€TalbHOE ONMUCAHWE W OOOCHOBaHME HEOOXOIMMOCTH HX
npumeHeHud. B ganubiil pasgen IIYP HeoOXoguMo BKIIIOYUTH TOJIBKO T€
MEpONPUATHS, KOTOpbIE CBsA3aHbl C Oe3omacHbIM U 3(PHEeKTUBHBIM
UCIIOJb30BAaHUEM, OHHU TakKK€ JOJKHBI OBbITh HayyHO OOOCHOBAHHBIMHU,
pa3pabOTaHHBIMM M BBIMOJHATHCS CHEUAIUCTAMH C COOTBETCTBYIOILEH
KBaTU(UKALIUCH.

JIONOJIHUTENBHBIE MEPOIPUATHS M0 MUHHMM3ALMU PUCKOB MOCJIE HX
COINIACOBAHUA C YIIOJTHOMOYEHHBIM OPIaHOM TOCYAapCTB-YJIEHOB CTAHOBATCA
YCIOBHEM  JUIA  TOJYYEHUs  PETUCTPALMOHHOIO  yAOCTOBEPECHHS.
B cooTrBercTByOmMX Ciy4asx MoJHas WH(OpManMs O AOMOJHUTEIBHBIX
MEPONPUSITUSIX 110 MUHUMHU3AIMU PUCKOB (B TOM YHCJIE€ YEPHOBOW BapUaHT
y4eOHBIX MAaTepuajoB) MOJKHA OBITH MpeAcTaBieHa B npuioxkeHun Ne 9 k
[TVYP.

OOyuaromue marepuajibl HE JOJDKHBI HOCHUTH PEKJIAMHBINA XapakTep.
VYIIOMTHOMOYEHHBIE ~ OpraHbl  TOCYJAapCTB-4JIEHOB  CONIACOBBIBAKOT WU
YTBEPKIAOT OOyyarolue Marepuaibl, pa3padOTaHHbIE B paMKax IUIaHa IO

MUHHUMMN3AllUU PHUCKOB.
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JUisi  IeKapCTBEHHBIX IMpenaparoB, COJAEpXKallMX OJHO U TO K€
JEUCTBYIOIEE BEIIECTBO, PEKOMEHIYETCS pa3padaThiBaTh MaKCUMAalbHO
onu3kue 1o (GopMe U COJECPXKAHUIO OOYyYaroIIUMe MaTepuayibl U MaTepHuaibl
TSl TAlIUEHTOB.

6.2.5.5.3. ®opmar muaHa (I1aHOB) 0 MUHUMM3AIIUKM PUCKOB.

Kaxxmas mpobnema mo 6e30macHOCTH, OINpeeieHHas B crienudpuKaim
1o 0e30MacHOCTH, A0 KHA ObITh IPOAHAIM3UPOBAaHA B JaHHOM pazjeine [TYP
no cienyrouieit hopme:

omnucaHue mpoOIeMbl 0 O€30MaCHOCTH;

1EJIb ITPEJIOKEHHBIX JECUCTBUU;

PYTUHHBIC MEPHl MUHUMU3AIIUU PUCKOB;

JIOTIOJIHUTEJIbHBIE MEPOINPUSITUS 10 MHUHUMHU3AIUU PHUCKOB (eciu
UMEIOTCA), 3aJadd [0 KaXJOMy JOTOJHUTEIHLHOMY MEPONPUATHIO U
000CHOBaHNE HEOOXOAUMOCTH;

croco® oreHkn AS(PYEKTUBHOCTH MEPONPHUATHH MO MUHUMH3AIUN
PHUCKOB C TOYKH 3PEHUS JOCTUKEHUS TOCTABICHHBIX LIEJIEH;

1eJb MHHUMHU3AIUM PUCKOB  (KpUTEPUHM OIIEHKH  YCHEITHOCTHU
OPUHATHIX MEp);

OCHOBHBI€ ATaIlbl OIEHKU U OTYETHOCTH.

JIJist pyTHHHBIX MEp TI0 MUHUMU3AIIUN PUCKOB TEKCT, MpeJIaraéMblii B
OXJIIT u UMII (JIB), momxeH OBITh MPEACTABICH BMECTE C JETaJbHBIM
OMHUCAaHWEM JIPYTUX PYTUHHBIX MEPOINPUSITUH MO MUHUMH3AIMNU PHCKOB,
MIPEIJIOKEHHBIX B CBSI3U € MPOOJIeMaMu 110 O€3011aCHOCTH.

6.2.5.5.4. OOHOBJEHUS TJ1aHA IO MUHUMHU3AIUU PUCKOB.

IIpu oOHoBneHun IIYP nmomkeH BKIIOUATh OIEHKY BBIMOTHSICMBIX
PYTHHHBIX ¥ (WJM) JOMOJHUTEIBHBIX MEPONPHUSATHNA TO0 MHUHUMHU3AINH
puckoB. Pe3ynbraThl 0QUIIUAIBHON OLIEHKH MEPONPUSITUNA M0 MUHUMH3ALUU

PHUCKOB TAKKC TOJIZKHBI OBITH BKJIFOUCHEI B JIAHHBIN pa3acii. B paMKax JIAaHHOM



146

KPUTUYECKOM OLICHKH JIEPXKATENb PETHUCTPAUMOHHOIO  yAOCTOBEPEHUS
JOJKEH BBIABIATh M OLEHUBATH (PAKTOPBI, KOTOpBIE JUMOO CHOCOOCTBYIOT
JOCTHKEHHUIO TIOCTABJICHHBIX IE€JIed 10 MHUHUMHM3alUM pHUCKA, JHUOO
NOKa3bIBAIOT HHU3KUI  ypoBeHb A(P(EKTUBHOCTH  MEPONPHUATHUH MO
MUHUMM3AIUA PUCKOB. JloibkeH OBITh JaH KOMMEHTApuid B OTHOIIEHUU
BO3MO)KHOM HEOOXOAMMOCTH BBEICHHS JOTOJHUTEIBHBIX MEPONPUITHI U
(W1K) U3MEHEHHUS BBIMOJHIEMbIX MEPOIPUITUI 0O MUHUMHU3AIUA PUCKOB IO
KaXXJ10i1 mpobiieMe 1o 6e301acHOCTH.

6.2.5.5.5.Yactbe V IIYP. Pazmen «Ouenka 3¢¢deKTuBHOCTU
MEPONPUATHI IO MUHUMH3ALNHU PUCKOBY.

Mepomnpuatusi 1O MHUHUMHU3AIUU PHUCKOB TMPEACTABISIIOT CcOOOM
JEUCTBUSI, HANPABICHHbIE HA MPEJOTBPAILICHUE PA3BUTHS HEXKeEJaTeIbHBIX
peakuuii, CHWKEHHE YacTOThl Pa3BUTUS WIM CTENEHH  TSKECTU
HEXEJIaTEeIbHbIX pEeakluid, a TaKkkKe MHUHUMU3AIUI0 HeOIaronpusTHHIX
MOCJICICTBAM BO3JCUCTBHS HA NALMEHTA INPU PA3BUTHUH HEXKEIATEIbHOU
peakiuu Ha  JIeKapCTBeHHBIM  mpemapar. OneHky 3ddexkTuBHOCTH
JEATEIbHOCTH MO MHUHUMHU3AIMU PHUCKOB NpPHU peau3aliu 3THX Lenen
CIIEIyeT BBINOJHATH Ha NPOTSHKEHUHM BCEr0  KM3HEHHOTO  IMKJa
JIEKapCTBEHHOIO TIpernapara, 4Toobl yOeIUThCSl B TOM, UTO HEOJAronpusiTHbIE
MOCJIEACTBHUSI, CBI3aHHbBIC C HEXKEIATCIbHBIMU PEAKIIUSIMU, MUHUMU3UPOBAHBI
U, CJEI0BAaTEIbHO, COOTHOUIEHUE «I0JIb3a — PHCK» JIEKapCTBEHHOIO
npenapara onTUMHU3UPOBAHO.

B cnyuae BbisiBIeHUST HEI(D(PEKTUBHOCTH KOHKPETHOM CTpaTEruul IO
MUHUMM3ALMA  PUCKOB  HEOOXoAuMoO  pa3paboTatb U BHEIPUTH
aJIbTEpHAaTUBHBIE MEpOINpuATHs. B omnpeneneHHbIX cilydasix B pe3ysbTare
OLICHKH CTpPaTerMd MOXKET OBbITh CHAEJIaH BbIBOA, YTO MEPONPHUATUS 11O
MUHHUMM3ALAA PUCKOB HE MOTYT KOHTPOJHMPOBAaTH PHUCKU B TpedyeMoi

CTCIICHU IJIA 0o0eCIIeueHH S NPpUMCHCHUA JICKAPCTBCHHOI'O IIPCIIapara IIpu
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MPEBBIIMICHUH TOJb3bl HaJ PUCKOM, YTO O3HAYaeT HEOOXOJUMOCTb OT3bIBa
JIEKApCTBEHHOI'O Mpernapara ¢ pPbIHKA WM OTPAHUYEHUS €ro MPUMEHEHUS
TOJIBKO TOW MOAIPYNIIOM IIAIIMEHTOB, B OTHOLICHUH KOTOPOM IIOJIb3a
NEPEBEIINBAET PUCKHU.

6.2.5.6. Yacte VI IIYP — pe3rome miaHa no MUHUMH3ALHUHA PUCKOB.

Pestome ITYP nns kaxknoro nekapcTBEHHOTO Ipemnapara JOJKHBI ObITh
JOCTYNHBI OOLIECTBEHHOCTH. Pe3tomMe JOKHO BKJIIOYATh  KIIFOUEBbBIE
aneMmeHTsl [IYP ¢ 0coObIM BbIEIEHHMEM MEPONPUITHI MO MUHUMU3AILUU
puckoB. Yto kacaercs cneuudukanuy mno 0e30MacHOCTH paccMaTpPUBAEMOIO
JIEKapCTBEHHOTO Tpenapara, OHa JOJKHA COJEpKaTh BAXKHYIO MH(GOPMAIIHIO
00 uACHTU(UIHMPOBAHHBIX U TOTCHIMAIBHBIX pHUCKaX, a TaKxke 00
OTCYTCTBYIOLIEH UH(DOpMAIUK.

Januas dacte IIYP pomkHa copepkarh cieayroniue 000OIeHHBIE
pasnensl nHGopManuu, ocHoBaHHOM Ha monynsx CI, CVIII ywactu II ITYP u
yactax [V u V IIVYP:

0030p AMUAEMHUOJIOTHH 3200JICBaHUI;

000011IeHHbIE JAHHBIC 110 OIIEHKE 3(P(HEKTUBHOCTHU U MOJb3bI;

OTCyTCTBYIOLIAs MHPopMalus 1o 3p(HEKTUBHOCTHU U MOJIb3E;

000011eHHas nHdopMalus o npodaeMaM 1Mo 0e30MacHOCTH;

TaOJINIBL;

CBOAHAsT TalOiaMIAa MEpPONPUSITUH 1O MHHUMHU3ALUU PHUCKOB B
OTHOUIIEHUU KaXKJ0¥ mpoOseMbl o 0€30MaCHOCTH;

IUTaHUpYyEeMasi MOCTPETUCTPAIlMOHHAs  JIESITENIbHOCTh MO  OLEHKE
3 (PEeKTUBHOCTH W Pa3BUTHIO (hapMaKOHAI30pa, BKIIOUAIOIIAsl JETabHOE
OMHCaHUE W OOBSICHEHUE TI0 BCEM MEPOIPHUSATHSAM, SBIISIOIINMCS YCIOBUSIMHU
NOJIyYEHUS] PETUCTPALOHHOTO YI0CTOBEPEHUS.

6.2.5.6.1. Yactp VI IIYP. Pazmen «O030p 3HOHAEMUOIOTUU

3a00s1eBaHKs U 000OIIEHHBIC TAaHHBIE 1O OIEHKE A((DEKTUBHOCTU U MOIB3BI.



148

JlepkaTenb PErucTPallMOHHOTO YAOCTOBEPEHUS JOKEH OOO0OIIMTH
JaHHBIC IO SMUJEMHUONIOTUN 3a00JeBaHUS WM COCTOSIHUS, SIBIISIOIIETOCS
MOKa3aHWEM K Ha3HAYeHWIO JIEKAPCTBEHHOTO Tpemapara, € Y4YeTOM
neranbHoro onucanug B Moayne CI wactu Il ITYP. Ilpu stom nudopmanus
JOHOCUTCA JI0 LEJNEBOM MOMYyJISUUU METOJOM W3JI0KEHHUS (PAaKTOB U Ha
COOTBETCTBYIOILIEM HECHEIUAIU3UPOBAHHOM s3bIKe. EcCiu JieKapCTBEHHBIH
mpermapar NpPUMEHSETCS B KauecTBE JIMAarHOCTHUYECKOTO  CPEICTBa,
UCTIONB3YeTCsl TIPU aHECTe3UHM WM WMEET WHBIE CXOJHBbIC IOKa3aHWs, HeE
CBSI3aHHBIE C KOHKPETHBIM 3a00JIEBAaHUEM WJIM COCTOSIHUEM, JAHHBIA pazen
0030pa MOXKET OBITH OIYIIICH.

6.2.5.6.2. Yacte VI IIYP. Pazmen «OO0o6mieHHass uHpOpMALHS T10
npobiemMam 1o 0e30MacHOCTH (U3JI0KEHHAsI HA TIOCTYITHOM JUIsl TOTpeOUuTes
SI3BIKE ).

B nmanmHOM pasgene ciegyer Kparko OmMcarh IpOOJEeMBI  TIO
0€30MacCHOCTH Ha SI3bIKE, TOHATHOM JUIsl MAMEHTOB (JIUL, OCYIIECTRIISIOIINX
yXoJ 3a MauueHTtamu). Pasfen Takke BKIIIOYAET ONHMCAHHE 4YacTOThl U
CTETICHH  TSDKECTH  COCTOSIHUHM,  OOYCJIOBJICHHBIX  IpoOJeMaMHu  TI0
6e3omacHOoCTH. UTO KacaeTcsl BAKHBIX MOTEHIIMATIBHBIX PUCKOB, HEOOXOIUMO
Pa3bsICHUTH MPUYUHBI BOSHUKHOBEHHS JAHHBIX PUCKOB, a TaK)K€ BO3MOMXKHBIX
HEOMpPEACNEHHOCTE B WX OlLEHKe (HampuMep, PHUCK XapakTepeH IS
COCIMHEHUN MJAHHOTO KJlacca, HO He ObUl BBISBIEH B KIMHHYECKUX
UCCIICIOBAHMSIX TPU HA3HAYCHWHM JIaHHOTO JIGKAPCTBEHHOTO TIperapara).
B oTHOmIeHNN Ba)KHON OTCYTCTBYIOIIEH HH(POpPMAIMKM YKa3bIBACTCS, KaKOE
BIIMSIHME 3TO MOXET OKa3aTh Ha IIEJICBYIO MOMYJISAIMIO M KaK OTPa)kaeTcsl Ha
PEKOMEHIAINIX (Hampumep, HaJIM4ue IPOTUBOMOKA3aHHM,

pPEAOCTEPEKECHUN).
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6.2.5.6.3. Hactp VI I1YP. Paznen «ConHast Tabauiia MEpONpUSTHIA 10
MUHUMU3AIUUA PUCKOB B OTHOIIICHUH KaXKJI0M MPOOIEMBI 110 OE3011aCHOCTH .

B nmanmHoMm pazznene HEOOXOAMMO MEPEUUCIUTH MPOOIEMBI IO
0€30MacHOCTH M MPEICTaBUTh PE3IOME MEPONPUSTUN MO0 MUHUMHU3AIUU
PHCKOB, TIPEMIOKEHHBIX JUIS KaXI0W MpoOieMbl 10 OE30MacHOCTH.
[Tpy Hamm4uu Oosiee OAHOTO IJIaHA MUHUMU3AIMN PUCKOB (MPEICTaBICHHBIX
B yactu V IIYP) nns kaxxaoro u3 HuX HEOOXOAUMO MPEACTABUTH OTJEIBHYIO
TaOIUILY.

6.2.5.6.4. Hactp VI I1YP. Paznen «ILmanupyemas
MOCTPETUCTPAIIMOHHAS  JICITEIBHOCTh TI0 OIEHKE J((YEKTUBHOCTH W
pa3BUTHIO (DApMaKOHAI30Pay.

B nanHOM pazjene JOJDKEH ObITh MPEICTABICH CIUCOK (B TaOIMYHOM
dbopmare) TIUIAHUPYEMBIX MEPONPUSITANA B OTHOIIECHUU MCCIIEIOBAHUS
3 (PEKTUBHOCTH U JAJbHEUIIEro u3y4deHUs MpodseM 1o Oe30MacHOCTH.
Ilenpro SIBIISICTCS Mpe/ICTaBICHUE o030pa 3arIaHUPOBAHHOTO
MOCTPErUCTPALIMOHHOTO PAa3BUTHUS JIEKAPCTBEHHOIO Mpernapara B OTHOIICHUHN
omleHKM d3(P(GEeKTUBHOCTH U (apMaKOHAA30pa, a TaKXKE PaCCMOTPEHHUE
OCHOBHBIX  JTaloOB, CBA3aHHBIX C KaXJIbIM  HCCJIEIOBAaHHEM  HJIH
MeponpustiueM. J[anHas Tabnuia A0JKHAa 00ObEIUHITH TAOIUIBI U3 ITYHKTOB
6.2.5.3.4 u 6.2.54.1 nacrosmux IIpaBun. B kaxnoi cTpoke TaOIUIIbI
yKa3bIBa€TCsl MPUYMHA IIPOBEICHUS HCCICAOBAaHMS, HA3BaHUE M KpATKOE
OTMCAHKE UCCJIEOBaHUs, CPOKH M OCHOBHBIE ATaIlbl BHITIOJTHEHUS.

6.2.5.6.5. Yacte VI ITVYP. Paznen «Pe3rome nm3mMeHeHuil, BHECEHHBIX B
TJIaH yIPaBICHUS PUCKAMU.

B pazmene mnpexacraBisiercs wHboOpManus B TaOIM4HOW QopMme ¢
IIEPEYHEM BCEX CYIIECTBEHHBIX W3MEHEHUM, BHeCeHHbIXx B IIYP, B
XpoHOJIOTUYEeCKOM Topsiike. Mudopmarus momkHa BKIIOYaTh, HapuMeEp,

AaTy BKIIIOUCHUA B IIJIAH HOBBIX Hp06J'IeM 110 OE30ITaCHOCTH WIJIN HUCKIIFOUCHUS
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O00O3HAYEHHBIX paHee, Jarbl JOOABICHHS WJIM OKOHYAHUA  HOBBIX
UCCJIEIOBaHUI O€30MacCHOCTH, KpPaTKOE pEe3lOME M3MEHEHUH, BHECEHHBIX B
IIJJAH MEPOIPHUITUN 110 MUHUMM3ALMU PUCKOB, a TAKXKE AaThl COMIACOBAHUS
NaHHBIX U3MECHEHUM.

6.2.5.7. Yactp VII [1YP — npunoxenus k [TYP.

ITYP nommkeH comepkarh CICAYOMMNE MPUIT0KEHHUS:

npunoxkenue Ne 1 k IIYP: Tekymas (wim mnpenjgaraemas, eciu
JIEKapCTBEHHBIN mpenapar He 3apeructpupoBaH) Bepcus OXJIIT m VMII
(JIB);

npwioxenue Ne 2 k IIVP: Kparkuii 0030p BBINIONHIEMBIX U
3aBEPILICHHBIX TPOTPAMM KIMHUYECKUX UCCIICIOBAHUN;

npuwioxkenne Ne 3 k IIYP: Kparkuii 0030p BBINONHSIEMBIX U
3aBEPILEHHBIX IPOrpaMm (GapMaKkod3MUIEMUOTOTUYECKUX UCCIEA0BaHUM;

npuinoxenue Ne 4 k ITYP: IIpotokonsl npeiaraeMbix 1 NpOBOJUMBIX
nccineqosanuu o vyactu I ITYP;

npunoxkeane Ne 5 x IIYP: Cnenumanbapie (GoOpMbI TTOCIEAYIOIIETO
HAOJIOACHUS 32 HEKENATEIbHBIMU PEAKLUSIMU,

npuiioxenue Ne 6 k ITYP: IIpotokonsl npeaiaraeMbix 1 NpOBOIUMBIX
ncciaenosannii mo yactu [V ITVP;

npunoxkeaue Ne 7 x  IIYP: Hoseie goctymHble oT4eThl 00
VCCIICIOBAHMSAX;

npuinoxenue Ne 8 k I[TVP: [logpo6nas nndopmanus o mpeasiokeHHbIX
JOTIOJIHUTEIBHBIX ~ MEPONPUATHSIX 10 MHUHMMHU3alUM  PHUCKOB  (eciu
PUMEHUMO);

npwioxkenue Ne 9 k IIYP: Jlpyrue BcmomMmorarenbHbIE JaHHBIC
(BKJIFOYAsl CCHUIIOYHBIA MaTepuan);

6.2.6. Bzaumocsazp Mexay [IYP u nepuoguueckum OOHOBIISIEMBIM

OTYETOM IT0 O€30ITaCHOCTH.
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OCHOBHBIMHU MOCTPETUCTPAIMOHHBIMU JTOKYMEHTaMH (hapMaKkoHa130pa
gpisirorest [IYP u IIOOB. ImaBunonn munenpro IIOOb  gaBngercs
WHTETPUPOBAHHAS MOCTPETUCTPAIIMOHHAS OIIEHKA pUCKa M TIOJIb3bI, B TO
BpeMs Kak 1enbto [IYP saBugercs npe- U moCTperucTpalioHHOE yIIPaBICHUE
OallaHcOM pHCKa M TOJIb3bl W ITUTAHUPOBAHHME, TAaKUM O0pa3oM JIaHHbIE
JTOKYMEHTBI SIBIISIIOTCA  B3aumogononsstomumu. [10OOb  paccmarpuBaet
o0t mpoduiib 0€30MACHOCTH KaK YaCTh MHTETPUPOBAHHOW OLIEHKH pUCKa
U TOJb3bl JIEKAPCTBEHHOI'O IIpernapara B YCTAaHOBICHHbIE BPEMEHHBIE
NEPHUOJIbI, TOATOMY B HEM Oy/IeT paccMaTpuBaThCs OOUMI Npoduiib pucka u
MOJIb3BI JICKAPCTBEHHOTO Mpernapara (B ropa3mao 0osiee MIMPOKOM JUaNa3oHe
BO3MOXKHBIX HEXEJATeNbHbIX peakuuil). Ilpennmomaraercs, Yro IuIlIb
HeOoNbIIas 4YacTh PUCKOB OyleT KIacCU(PUUUPOBATbCS KaK Ba)KHbBIE
UJICHTU(UIUPOBAHHBIE  WJIM  BaXHbIC  TMOTCHIMAJIBHBIC  PUCKU U
paccMaTpuBaThCsl B KauecTBE MpooiieM no 0e3onacHocTH B pamkax [TYP.

B cayudae ecnu 1TOOb u IIYP npencrasnsitorcst onHoBpeMeHHo, [TYP
JOJDKEH  OTpakaThb  3aKJIOueHHe 1o mnpoduiao  0e30MacHOCTH U
a¢dexrtuBnoctu, caenannoe B [IOOB. Hanmpumep, ecnu B [IOOb cnenan
BBIBOJI O BBISIBIEHUM HOBOIO CUTHAja M €ro OTHECEHUU K YMCITY Ba)KHBIX
UJIECHTU(PUIUPOBAHHBIX WUJIM BAKHBIX MOTEHIIUAIBHBIX PUCKOB, JAHHBIA PUCK
JOJKEH OBITh BKJIIOYEH B YUCIIO MPOOIeM 1o 0e30MacHOCTH B OOHOBJICHHYO
Bepcuto IIYP, mnpeacraBagemyro ogHoBpemenHo ¢ I[IOOb. Ilnan 1o
dbapmakoHa130py W IJIaH M0 MUHUMH3ALUU PUCKOB JIOJKHBI B 3TOM CIIy4ae
OBITh COOTBETCTBYIOIIMM 00pa3oM OOHOBJIEHBI C OTPAXKEHUEM MPETIOKEHUN
JepKaTessi PerucTPALMOHHOTO YIOCTOBEPEHUS MO JajbHEHIIEMY U3YYEHUIO
JaHHOW TpoOJieMbl MO 0€30ImacHOCTH M MepaM [0 MHUHHUMHU3AIUU

COIIPsAKCHHOI'O PHUCKA.
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6.2.7. [lpunuuns! oueHku [1YP.

OcCHOBHBIE BOMPOCHI, KOTOPBIE JOJKHBI OBITh PACCMOTPEHBI MPHU
noAroroBke winm  nepecmorpe IIYP nansa  nekapcrBeHHOro mpemnapara,
BKJIIOYAIOT aHajdu3 UWH(OpMAIMKU, BBINOJHAEMBIM ¢ YydyeToM MNpodus
COOTBETCTBYIOILIETO JIOKYMEHTAa CHCTEMBbI (apMakoHaA30pa, WIM aHaIU3
MeponpuUsITUil o (papMaKkoHAI30PY.

6.2.7.1. Cneundukauuss 1o  O€30MaCHOCTH  AHAIMU3UPYETCA MO
CJICYIOIIUM BOIIPOCAM:

ObIM JIM BKJIIOYEHbl B CHEHU(PUKALMIO 10 O€30MaCHOCTU BCE
COOTBETCTBYIOIIIHNE YACTH;

ObLTM JIM TIEPECMOTPEHBI BCE COOTBETCTBYIOIIWE JAHHBIE TIPH
COCTAaBJICHUM cHenu@uKauu 1o Oe30MacHOCTH, TO €CTh HUMEITCS JIH
Ba)KHbIC (HEPEIICHHBIE) BOMPOCHI U3 JAPYTUX Pa3lesioB J10ChE, KOTOPhIE HE
OBLIM PACCMOTPEHBI B crieludUKauu mo 0€301MacHOCTH;

€CJIM YacTh IIEJICBOM MOMYJSAIUN HE ObliIa U3y4YeHa, ObLITN JI BKIFOYCHBI
COOTBETCTBYIOIINE TIPOOIEMBI IO O€30TTaCHOCTH B CBSI3U C MOTEHIIMATILHBIMU
pUCKaMH U OTCYTCTBYIOIIEH HH(pOpMaLIUE;

KaKue CYIIECTBYIOT OTpaHMYeHHUsl 0a3bl JTaHHBIX MO OE30MacHOCTU U
KaKyl0 CTENEeHb YBEPEHHOCTM OHa o0OecneyruBaeT B  OTHOILICHUH
NPaBUILHOCTH OICHKA Tpoduias 1o OE30MacCHOCTH JIEKapCTBEHHOTO
npemnapara;

BKJIFOYAET  JIA cnenudukanus 10 0€30MacHOCTH  OIIEHKY
Cenu(PpUYECKUX PHUCKOB, TaKHX, HalpUMep, KaK MPUMEHEHHE HE IO
OJIOOPEHHBIM TMOKAa3aHUSM, PUCK HEMPABUIBLHOIO MPUMEHEHUS U Pa3BUTHUS
3aBUCUMOCTH, PHUCK MEAWIIMHCKON OmuOKu, Tepenaynn WHOEKIIMOHHBIX
areHTOB;

NpeACTaBIsieT Ju  crernudukanys 1Mo Oe30IMacHOCTH  peallbHOe

OTPAKCHUC HpO6HCM 110 0€30I1aCHOCTH (TO CCTb BA’KHBIC BBIABJICHHBIC PUCKU,
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BaXHBbIE TMOTEHIMAJIbHBIE PUCKU U BaKHas OTCYTCTBYIOIIAs WMH(oOpMaIus),
KacalollUXCs JIEKAPCTBEHHBIX MIPENapaToB;

COJICPXKUT JU crneuudukanus 1o O0e30MaCHOCTU T'E€HEPUUYECKOro
JIEKApCTBEHHOIO  Iperapara Bce  mpoOiemMbl 1Mo  OE€30IMacCHOCTH,
YCTaHOBJICHHBIE 7151 pe(hepPEeHTHOTO JIEKAPCTBEHHOTO TMperapara;

COOTBETCTBYET JIM YKa3aHHO€ MECTO JIEKApCTBEHHOTO IIpernapara B
TEpareBTUUYECKOM apCeHase MPeAnojaraéMoMy Ha3HAYEHUIO U COBPEMEHHOM
MEIULIMHCKOM ITPAKTUKE.

6.2.7.2. Tlnan no ¢dapMakoHAA30py aHAIUZUPYETCS IO CICAYIOIMINM
BOIIPOCAM:

Bce Ju  mpoOiemMbl 1O  OE30MacHOCTH,  YCTAHABIMBAEMBIC
cnenudukauein mo 6€30MacHOCTH, BKIIOYEHBI B IIJIaH 10 (hapMakoHAA30PY;

JIOCTATOYHO JIM PYTUHHBIX MEPONPUATUM TTO PapmMakoHAI30py (Kak 3TO
NPEICTABICHO B ONHCAaHUU CHUCTEMBbI (papMakoHag30pa) WU  €CTh
HEOOXOAMMOCTh B MPOBEACHUHM JOMOJHUTEIBHBIX MEPOMNPUITHI IO
dbapmakoHaa30py;

JAaHO JIM YETKOE OIpeeieHuEe | OINUCAHUE JCSATEILHOCTH II0
dbapMakoHa30py B IUIaHE 1O (apMaKOHAA30pPY, SBISIETCA JIM JaHHas
uHopMaIUs JOCTATOYHOW I HWACHTU(UKAIIMU, WIA XapaKTCPUCTHKH
PHCKOB, WJIH MPEJCTABICHUS OTCYTCTBYIOIIECH HHPOpMAIINH;

BKJItO4aeT Jin [IYP cOOTBETCTBYIOIIME U aA€KBATHBIC MPEAJIOKEHUS IS
MOHUTOPWHTAa MEIUIMHCKAX OIIMOOK IIPH TNMPHUMEHECHHH JICKapCTBEHHOTO
npernapara;

SBIISIIOTCSL  JIU  MPEIJIOKCHHBIE  JOTOJHUTEIbHBIE  HMCCJICIOBaHUS
HEOOXOMMMBIMY | (WJTH) TIOJIC3HBIMH,

COMIACHO TMPEACTABICHHBIM MPOEKTAaM IPOTOKOJIOB HCCIEIOBAHUM
SBIISIIOTCSL JIM TIpEJjlaraéMble MCCIEAOBaHUSA B IUIAaHE O (papMaKOHAI30py

AJICKBATHBIMU IJIA N3YUYCHUA HAYUYHBIX BOIIPOCOB U BBIIIOJITHHUMBIMH
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ONpENENICHbl JId COOTBETCTBYIOIIME OCHOBHBIE CPOKM M JTalbl B
OTHOUIEHUU MpeJiaraéMblX Mep, MPEACTaBICHUS PE3yIbTaTOB U OOHOBICHUS
mJ1aHa 1o (hapMakoHaa30py.

6.2.7.3. IlnaHsl MOCTPETUCTPALIMOHHBIX HCCIEAOBAaHUNA O€30MaCHOCTH
aHAJIM3UPYIOTCSA MO CIAEAYIOIIMM BOIPOCAM:

COOTBETCTBYIOT JIM omnucaHue dS(PGHEKTUBHOCTH JIEKAPCTBEHHOTO
npenapara 1 uHpopmanus 00 HCCIEAOBAHUSAX M KOHEYHBIX TOYKAaxX, Ha
KOTOPBIX OHA OCHOBBIBAJIACh, CONEPIKAHUIO TOCHE;

HOCAT JIM KaKue-IM0O0 W3 MPEAJIOKEHHBIX HCCIEAOBAHUI pEKIaMHBIMI
xapakrep (TO €CThb HE SBISIOTCS JIM OHHU HCCIEIOBAHUSIMH, KOTOpPBIE HE
CTaBAT Tepea CcOo0OMl  JTOCTOBEpHBIM HAay4dHBIH BONPOC B KaueCTBE
IIEPBOOYEPETHOM LIEIM U KOTOPBIE MPEIHAZHAYEHBI IS MTOBBILICHHS CIIpOCa
HAa JICKapCTBEHHBII Ipenapar);

HACKOJIBKO HaJEXHbI JaHHbIE MO 3((EKTUBHOCTU U CYIIECTBYET JIH
HEOOXOJMMOCTh 3ampoca Ha TMPOBEACHHE JaJbHEUIINX HWCCIICIOBAHHM
3G(HEKTUBHOCTH B KaueCTBE YCJIOBHS TOMYYCHHS PETUCTPAIMOHHOTO
YAOCTOBEPEHUSI.

6.2.7.4. MeponpusTusi 10 MUHUMHU3ALMU PUCKOB AHAIM3UPYIOTCS IO
CJIEIYIOIIUM BOIIPOCAM:

COOTBETCTBYIOIIUM JI 0O0pa3oM HHPOpMAIUS O JIEKapCTBEHHOM
npenapare OTpPa)XaeT BCE BaXXHBIE BbBISIBICHHBIE PUCKH U BaXHYIO
OTCYTCTBYIOITYIO HH(POPMAIIHIO;

HEOOXOAMMO JIM BKIIOYUTh B HMHPOPMALMIO O JIEKAPCTBEHHOM
npenapare MOTEHIHUAIbHBIE PUCKH, JOCTATOYHO AKTYaJIbHbIE B OTHOLUIECHHH
6e3omacHOro 1 3(pPEKTUBHOTO MPUMEHEHHS JICKAPCTBEHHOTO TIpernapara;

COOTBETCTBYET JH TpemiaraeMas (GOpMyJIHpOBKAa O PHUCKAX HU WX

BBISIBIICHUU MHPOopMaInu 1 pekomenganusm B OXJIII;
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PAacCMOTpPEHBI IMYTH CHUXKEHUS PHUCKA MEIUIMHCKUX OIIMOOK TIpH
MPUMEHEHUH JIEKAPCTBEHHOTO Mpenapara;

ObUTA JIM MEPONPUATHUS M0 MUHUMM3AIMU PUCKA HCIOJIB30BaHbI MpU
pazpadotke OXIJIII, HWMII (JIB), conenuadbHbIX MEp NPUMEHEHUS
JEKapCTBEHHOTO  mpemapara  (BKiIouas  pa3pabOTKy — CHEHHAIbHOU
KOHCTPYKIIMHM YCTPONCTBA BBOJIa U KOHTEHHEPOB B Clydae HEOOXOUMOCTH) U
NA3aliHa YIIaKOBKH;

ObUIM JIM TPEAJIOKCHHBIE MEPONPUATHS MO0 MHUHHMHU3AIMU PHUCKOB
aJICKBaTHBIMU PUCKaM U IOCTATOYHBIMU;

ObLTM M TPEAJIOKEHBI  JOMOJHUTENbHBIE  MEPOINPHUATUS  TIO
MUHUMH3AIAA PUCKOB M MOTYT JI OHU OBITH OLIEHEHBI KaK COpPa3MEpHbIE
pUCKaM U aJIcKBaTHO 0OOCHOBAHHBIE;

BKJIFOUEHO JIM MOAPOOHOE ONMCAaHWE TMPEUIOKEHHBIX METOAUK s
U3MEPEHUsT U OLEHKU S(PPEKTUBHOCTH MEPONPUSTUN MO0 MHUHUMU3ALUU
PHCKOB U SIBIISIFOTCS JIU OHU 11€71€CO00Pa3HBIMU,

ObLTM JTM KPUTEPUU OIEHKH JPPEKTUBHOCTH JOTOJTHUTEIHHBIX
MEPOMPUATHI IO MUHUMU3AIMU PUCKOB OTIPEICIICHBI U3HAYAIBHO.

6.2.7.5. Tlpu olieHKe HEOOXOJUMOCTH MOATOTOBKM OOHOBIeHUst [TYP
aHAM3UPYIOTCS CIEAYIOIINE BOPOCHI:

ObUTM JIM HOBBIC JIAHHBIE BKJIOYEHbl B cCHEHU(UKALHUIO 1O
0C30ITaCHOCTH;

ObUTM 7 B IUIaH MO (papMaKOHAJ30py BHECEHBI COOTBETCTBYIOIIHE
U3MEHEHUs (€CIIM 3TO HEOOXOAMMO C YU4E€TOM HOBBIX JaHHBIX);

HACKOJIbKO J((PEKTUBHBIMU OBUIM BBEICHHBIE MEPONPHUATHS TIO
MUHUMU3AIUU PUCKOB;

ObUTM JIM B cCiydyae HEOOXOAMMOCTU TMPEJIOKEHbBl H3MEHEHHUS B

MCPOIIPHUATHSA 110 MUHUMH3AIIWHU PHUCKOB,
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CBUJIETEIBCTBYIOT JIM HOBbIE JaHHbIE O TOM, 4YTO Tpelyercs
ouumanbHas OLIEHKAa COOTHOIIEHHS «I0Jb3a — PUCK» (€CIM 3TO €llle He
osu10 cnenano B [IOOB).

6.2.8. CrucTtembl Ka4eCTBA U YIIPABICHUE JOKYMEHTALIUEN.

Hecmorpss Ha To uto B mpouecc Hamucanusi [IYP moxxer ObITH
BOBJICUEHO MHOIO JKCIEPTOB, OKOHYATEIbHYK) OTBETCTBEHHOCTH 3a €T0
KayeCTBO, TOYHOCTb U HAYYHYIO LIEJIOCTHOCTb HECYT YIIOJHOMOYEHHBIE JIMIA
no ¢apMakoHaA30py B rocyapcTBax-uiieHax. Jlep:karenb perucTpaiioOHHOTO
YIOCTOBEPEHUSI HECET OTBETCTBEHHOCTh 3a o0OHOBIeHuUe IIYP, xorma
CTAaHOBHUTCSl JIOCTYNTHOM HOBasg HWHGMOpMalUMs, W JODKEH IPUMEHSThH
OPUHLMIBI OOECHEUEHUsl KaueCTBa, M3JIOKEHHBIE B pazfene 2 HACTOSIIHUX
[IpaBui. Jlepkarenb perucTpalmOHHbIX YAOCTOBEPEHUM JOJKEH 00CCIICUUTh
KOHTPOJIb M JIOKYMEHTHUPOBAaHWE NpouUeAypbl IpenacrasieHus IIYP B
YIIOJJTHOMOYEHHBIE  OpraHbl  IOCYAApCTB-WIEHOB €  yKa3aHWeM  Jar
IIPEACTABICHUS] W BCEX 3HAYMTEIIBHBIX W3MEHEHHH, BHECEHHBIX B KaXKIYIO
Bepcuro [IVP. Jlanuele 3amucu, IIYP m mro0bie JOKYMEHTBI, HWMEIOIIHE
oTHouieHue K uHpopmaruu B pamkax [IYP, MmoryT nogBepruyTbcst mpoBepke

KBaJIM()UIIMPOBAHHBIMU WHCTIEKTOPAMU TI0 (papMaKoHaI30py.
6.3. TpeboBanus K NpeACTaBICHUIO

6.3.1. Curyanuu, B KOTOPBIX JOJDKEH ObITh npesactasieH [TYP.

[IpencraBnenne IIYP wunm (B COOTBETCTBYIOIIMX CIydYasiX) €ro
OOHOBJIEHUSI MOTYT MOTPEOOBATHCS B JII0OOE BpeMs B T€UEHHUE >KU3HEHHOIO
[[MKJIa JIEKAPCTBEHHOIO Ipernapara.

6.3.1.1. [Ipy nmepBuyHOM TmOHAaYe 3asBICHHUS HA PETUCTPALHIO

nekapcTtBeHHoro npenapara [IYP npencrasisieTcs B Cleayronmx ciaydasx:
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Opy NOJAa4€ Ha  PETHCTPAUMIO  JIEKQpCTBEHHOIO  Ipernapara,
COIEpKALIEr0 paHee HE 3apPETHCTPUPOBAHHOE TOCYAAPCTBOM-YICHOM
JIEUCTBYIOIIIEE BEIIECTBO;

Ipyu [OJaYe Ha  PErucTpaluio  JIEKapCTBEHHOro  Ipemnapara,
COJIEPXKALIETO0 PpAHEE HE 3aPETrMCTPUPOBAHHYI0 TOCYAapCTBOM-YICHOM
KOMOMHAIINIO JEHCTBYIOIIUX BEIIECTB;

IpU  3asBJICHHM HA PETUCTPAlMI0 JIEKAPCTBEHHOIO Ipernapara
OMOJOrMYECKOTO TPOUCXOKACHUSI.

VYIOIHOMOUEHHBI OpraH TOoCyJapCcTBa-wieHa BIPaBe MOTPEOOBAThH
npeacrasienne IIYP npu 3asBiieHMM Ha perucTpanuio JEKapCTBEHHOIO
mpenapara B HMHBIX  ClOy4yasx, Koraga oOecredeHue MpUMEHEHUs
JIEKapCTBEHHOT'O Ipernapara Ipy MPEeBBIIICHUH MOJIb3bl HAJl PUCKOM TpeOyeT
BBEJICHUSI JOMOJHUTENbHBIX MEPONpUATUA 10 (apMaKkoHAA30py WIHU
MEPOIPUATHI IO MUHUMH3ALIMHU PUCKOB.

6.3.1.2. YNOTHOMOUYEHHBII ~ OpPraH  TOCyJapCTBa-wieHa  BIOpaBe
notpebdoBath npencrasnenue [IYP B cnenyromux cinyyasx:

OpyU BHECEHHMU 3HAUYUTENIbHBIX HW3MEHEHUH B  CYIIECTBYIOIIEE
PETUCTPALIMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOTO TIpenapara, o0JacTb
NPUMEHEHHUs, ACHEKThl MPOU3BOACTBEHHOTO IIpoliecca (Hampumep, HOBas
JeKapcTBeHHass (opma, HOBBIM CHoco0 BBEACHHS, HOBBIA CHOCOO
IPOU3BOACTBA OMOTEXHOJIOTUYECKHUX JICKAPCTBEHHBIX MPENapaToB, BBEICHUE
NeANaTpuuecKuX IMOKa3aHUM, Jpyrue 3HAYUTEIbHBIE HW3MEHEHUs B
MOKa3aHUsX);

€CJIM CYILECTBYET MpobiaemMa 1o 6e30nacHOCTH, OKa3bIBAIOIIas BIUSHUE
HAa COOTHOIIEHHUE «I10J1b3a — PUCKY;

pu MOATBEPKICHUN perucrpanuu (mepepeructpaiiun)
JIEKapCTBEHHOI'O IIpenapara, €Ciau B OTHOLIEHUH JIEKAPCTBEHHOTO Ipernapara

nMeeTcs cyuecTByronmi [1YP.
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6.3.1.1. TpeboBaHus B 0COOBIX CUTYyaITUSX.

Kak npaBuno, nHeobxomumo mpenctrapisit Bce dactu [IYP. Tem He
MEHEE B HEKOTOPBIX CIIy4dasiX, OIHCAHHBIX HUXKE, B COOTBETCTBUHU C
KOHIIENIIIUEN TMPOMOPUHOHATBHOCTH HEKOTOPHIE YAaCTH WIH MOMYIU MOTYT
ObITh OMYIIEHBI, €CIU TOJBKO YIMOJHOMOYEHHBIM OpraH rocyigapcTBa-ujieHa
HE TIPEACTAaBIACT UHBIX TpeOoBaHUU. JIr0ObIe TpoOIEeMBbl IO 0€30MACHOCTH,
BBISIBIICHHBIE B OTHOIICHUM PedEepPEeHTHOro JIEKAPCTBEHHOIO IMpenapara B
paszene, HCKIIOUEHHOM u3 obuiero mpexactasienus I[IYP, HeoOxomaumo
BkItounTh B Moayiab CVIII ITYP, 3a uckiroueHuem ciydaeB, KOrja OHU
OO0JIbIIIE HE SIBIISIIOTCS aKTYalbHBIMHU.

IlepBruHas mojgaya Ha PETUCTPALMIO TEHEPUUYECKHUX JIEKAPCTBEHHBIX
npenaparos.

B ciydae mnepBHMYHOM 1MOJAYM HA PErUCTPALMIO0 TEHEPUUYECKUX
JIEKapCTBEHHBIX  MPENaparoB, s  KOTOPbIX MO  OPUTMHAJIbHBIM
nexkapcTBeHHbIM Tipenaparam BeeneH [IYP, monynu CII-CV cnenudukainyu
no 6e3onacHoctu [TYP Moryt 6biTh onymiensl. Monyns CVI cnenmdukarym
no Oe3zonacHoctu IIYP pgomkeHn ObITh OCHOBaH Ha MPEACTaBICHUU
uHpopmanuu o0 mpobireMax 1Mo Oe30MacHOCTHU, YCTAHOBJICHHBIX IS
OPUTHMHAJIBHOTO JICKAPCTBEHHOTO IMpernapara, €CiId TOJbKO T€HEPUUECKUU
JIEKQPCTBEHHBIA MpPENapar He OTIMYAETCS MO CBOMM CBOWCTBAM HACTOJBKO
CYIIIECTBEHHO, YTO 3TO MOXET MOBIUATh HA MPOGUIL 0E30MacHOCTH, OO
€CJIM MHOE He TpeOyeT YIMOJIHOMOUYCHHBIM OpraH rocynapcrBa-wieHa. Eciu B
OTHOIIEHUM OPUTMHAIBHOIO JIEKAPCTBEHHOTO TIpernapara HE BBEICHO
HUKAKUX JIOTIOJHUTENbHBIX MEPONpUsITU 1o  (apMaKOHAA30py WM
MPOBENCHUIO HCCIeN0BaHUN 3I(P(EKTUBHOCTH B Ka4eCTBE YCIOBUS IS
MOJYYEHUSI PETUCTPALMOHHOTO yaocTtoBepeHusa, yactu Il u IV IIYP un
paszesn O IUIAHUPYEMOM MOCTPErMCTPALlMOHHOM pa3BuTuU B yactu VI IIYP

MOTI'YT HC IPCACTABJIATHCA.
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IIpu npencraBnennn ooHoBieHus [IYP B ero HeoOXoAMMO BKIIFOUUTH
moayib CV cnenudukaruu no 6ezonacHoctu [TYP.

[lomjaua Ha BKJIOYEHHE HOBOTO TIOKa3aHUA IO MEAUIMHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHOTO Ipemnapara, 3aperuCTPUPOBAaHHOIO Ha
TEPPUTOPHUSIX TOCYIAPCTBA-UJIIEHA HA MPOTHKEHUHU nociieauux 10 ner.

IIpy momaye 3asABIEHUS HA BKIKOYEHUE HOBOTO TMOKAa3aHUSA Ha YKe
3apETUCTPUPOBAHHBIN Ha MPOTSKEHUU MocieaHuX 10 JeT Ha TeppUTOPUSIX
rOCy/IapCTB-WJICHOB JICKAPCTBEHHBIM Mpenapar JaHHble KIMHUYECKUX
UCCIIC/IOBAHUSI, CBSI3aHHBIE C YK€ OJIOOPEHHBIMU MOKa3aHUSMH, MOTYT OBITh
uckmoueHsl U3 moayna CIII crneuudukanmu mo 6ezomacHoctu IIYP, a
Monynb CIV cnemudukanuu mno Oe3omacHocTd [IYP momkeH BKIOYAThH
MH(POPMAIIMIO TOJBKO B OTHOIICHUU LEJEBBIX IPYIIN MOMYJISIUA IO HOBOMY
MOKa3aHUI0, €CIIM TOJIbKO YIOJIHOMOYEHHBIA OpraH Tocy/lapCTBa-ujicHa HE
MPEACTABIACT MHBIX TpeOoBaHUU. TemM He MeHee MOTryT ObITh BKJIFOUCHBI
JaHHbIE 00  OMBITE  WCMOOJB30BaHMSI YK€  3apETHCTPUPOBAHHBIX
JICKapCTBEHHBIX TPEMapaToB y OCOOBIX TPYIIN HACEJICHHUS, KOTOPHIC
ananusupyrTtcs B moayie CIV cnenuduxanuu no 6e3omnacHoctu [TYP.

I[Ipy momaye  3asBIEHUMK HA  NEPBUYHYKD  TOCYAAPCTBEHHYIO
perucTpanuio TpeOoBaHUs K MpeacTaBiIeHUuI0 nHpopmaruu mno yactsam [1YP

IIPUBEICHBI B Ta0IuUIIE 1.



160

Tabnuua 1. TpeboBanus Kk npencrapieHuo nHGopmanuu o yactsaMm [IYP nipu nomaye 3asBaeHust Ha PETUCTPAIUIO

Bun nekapctBeHHOrO Yactb Yacrts 11 Yactu

npenapara I ClI|CII|CII|CIV |CV |CVI |CVIa|CVII | CVIII II |[IV |V |VI|VII

Hosoe nelictByromiee + + + + + + + + + + + + + + o+

BEILECTBO

buoaHanornyHsIi + + + O+ + o+ + + + + + + + + +

(6rono00HbIN)

JIEKapCTBEHHBIN Ipenapar

I'enepuyeckui + + + + + * % 4 % 4

JIEKApCTBEHHBIN Mpenapar

dukcrupoBaHHBIE KOMOMHAITUH + + + + + + + + + 4+ 4+ 4+ o+

['mOpuHBIi TeKapCTBEHHBIN + + + + + + + + 4+ 4+ + o+

npenapar

[Tpumeuanus: 1. CumBon «i» 03Ha4aeT, YTo UHPOpMaLKA MO JAHHOMY Pa3elly MOKET HE MPEACTABIATHCS B OTACIBHBIX
ciyyasix (Mpy HaJTMYUU JOKYMEHTAIbHOTO 00OCHOBaHUS).
2. CuMBOI «*) 03HAYAET, UTO MPEIBABIAIOTCS MOAUPUIMPOBAHHBIE TPEOOBAHUS K COCTABICHUIO YaCTH.
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[Tepeonauansubii  [IYP  mis J€eKapCTBEHHBIX — IIPENaparos,
HaXOMSIIMUXCS B OOpallleHMH Ha TEPPUTOPHUSX TOCyldapcTBa-ujeHa Ha
npotsukeHuu 10 Jrer.

Ecimu ynmonHOMOYEHHBIM OpraH TrOCyAapCTBa-yjeHa HE OIPEIEIsieT
WHbIE TpeOOBaHUS, TO JEpKaTeNIM PETUCTPALMOHHBIX YI0CTOBEPEHU,
KOTOPBIE JOJIKHBI MPEICTABUTh NepBOHAYaNIbHBIN 1IYP miia peannsyemsix Ha
PBIHKE TOCydapCTBa-4i€Ha JIEKAPCTBEHHBIX IPENapaToB, MOTYT OIYCTHUTb
moaynu CII u CIV cnemudukanuu no 6e3onacHoctu [IYP nipu cobmonenun
BCEX CJIECIYIOLINUX YCIOBUM:

JIEKApCTBEHHBIA TMpenapar ObUl pa3MellieH Ha pPBhIHKE B TEUCHUE
nocienuux 10 meT wim panee 10 yctaHoBiaeHus Tpedoanus k [1YP;

TpeboBanne k IIYP He cBsI3aHO C mojadei 3asBKM Ha BHECCHHUE
3HAQUUTEILHOTO  M3MEHEHHSI B CYHIECTBYIOIIEE  PETUCTPALIMOHHOE
yIOCTOBEpEHHUE, 00JacTh TPUMEHEHHUS, aCIEeKThl MPOU3BOJCTBEHHOTO
npouecca. Ecaum naHHOE yCIOBHE HE MPUMEHHMO, JTAHHBIE KIMHUYECKUX
WCCJICIOBAaHUM, CBSI3aHHBIE C OTUMU HW3MEHEHUSIMU, JOJDKHBI OBITh
npeactasieHsl B moayne CIII crnemudukanum mo 6Oe3omacHoctu IIYP, a
monayib CIV cnenudukanuu no 6e3onacuoctu [TYP MoxkeT ObITh UCKITIOUEH.

OOcyxeHue CyIIECTBYIOIIUX MOCTPETUCTPAIIMOHHBIX JaHHBIX U HX
MPUMEHUMOCTH K II€JIEBBIM TpyINIaM MalMeHTOB JIOJDKHO OBITH MOIPOOHO
pacmmcano B pasnene CV crnenudukanum no 6e3onacaoctu [TYP.

6.3.2. OOHOBJICHUS TIJIaHA YTIPABIICHUS PUCKAMHU.

Ecou ITYP Obn paHee mpencTaBiieH Aep)KaresieM PEerucTpaliioOHHOTO
YIIOCTOBEPEHHUS MPU MPOLIEAYPE PETUCTPALIUU ISl IEHUCTBYIOIIETO BEIIECTBA,
J00bIe  TIOCTEAYIONINE TMPEICTABICHUS JIOJDKHBI IMOJABaThCsl B BHJIEC
OOHOBJICHUSI 32 WCKJIIOYCHHEM CJIydaeB, KOTJa OTOBapUBAINCH WHBIE
TpeboBanus. Kaxnoe npencrasienue IIYP nomKHO MMETh YeTKUN HOMEp

BepCUM M OBITh JAaTUPOBAHO. ODTO OTHOCHUTCSA K TmpeacTtaBienuto [IYP
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IIOJTHOCTBIO WJIM TOJIBKO K €0 4acTH WJIM MOAYII0. Bepcuu ¢ M3MEHEHUsMU,
UMEIOIIINE UJIEHTU(DUIUPYIOIITYIO uHpopMaIuio, JTOJKHBI OBITH
MPEJCTABICHBl BMECTE€ C CONPOBOAUTEIBHBIM MUCHMOM, BKIIFOHAIOIIUM
noJipoOHOE OINHCAHME MU3MEHEHUI ¢ MOMEHTa NOCJEIHEW Npe/ICTaBICHHOU
BEPCHH.

Cpoxu npezacrasieHusi ooHoBinenuit [IYP ycranaBnuBaroTcs mpu €ro
BBEJCHUU U TAKXKE SBIISIIOTCS YCIIOBUEM COXPAHEHUS PETYIATOPHOIO CTaTycCa.
JlaHHBIE YCTAaHOBJIECHHBIE CPOKU SIBISFOTCS MAKCUMAJIbHO JIOMYCTUMBIMU U HE
CHUMAIOT OTBETCTBEHHOCTbD C JAEP>KaTelsl pETUCTPALMOHHOTO YAOCTOBEPEHUS
N0 KOHTpOJt0 Tmpoduis Oe30MacCHOCTH JIEKapCTBEHHOTO IIpenapara u
TpeOoBaHMI MO mpeacTaBicHU0 oOHOBIeHHOTO IIYP B ciyuae BwIsIBICHUS
3HAQUUTEIBHBIX W3MEHEHHU B OLIEHKE COOTHOIIEHHUS «II0JIb3a — PUCK»
COOTBETCTBYIOIIMUX JIEKAPCTBEHHBIX IIPEINaparoB, BKIOYEHHBbIX B IIYP, BHe
YCTaHOBJICHHOTO rpaduka 1nogaayu 0OHOBJIECHUH.

Ecnu ¢ moMenTa nocnennero npeacrtasienus B [IYP He Obuio BHECEHO
HUKAKUX HM3MEHEHUU (TO €CTh TUIAaHOBOE OOHOBIICEHHWE MPOMCXOIUT BCKOPE
nocji€  OKOHYAHUS  HPOUEAYypbl),  JepKareilb  PErucTPallMOHHOTO
YIOCTOBEPEHUSI MOXKET TMPEJACTaBUTh IMHChbMO, B KOTOPOM OOBICHSETCS
OTCYTCTBHME M3MEHEHHM, U 0 CONIACOBAHUIO C YIOJIHOMOYEHHBIM OPraHOM
rocy/lapcTBa-ujieHa He peacTaBisiTh ooOHoBieHue [TYP.

Ecmu He oroBopeHo nHoe, B ciayydasx, korna [IOOb u [IYP gaBnsrorcs
HEOOXOAMMBIMH I JIEKAPCTBEHHOTO TIpemapara, IJIaHOBbIE OOHOBICHUS
[IYP nomxHbl OBITH MPEACTABICHHI B TO K€ BpPEMs, YTO M IUIAHOBBIC
oonosnenus [100Bb.

[locne o6OHoBnenuss I[IYP mnnmaH no MUHMMM3alUMU PUCKOB MpHU
HEOOXOAMMOCTH JIOJDKEH BKIJIIOUATh OIEHKY 3(P(GEKTHBHOCTH U PE3YyIbTaTOB

PYTUHHBIX H (WJIM) JOTOJHUTEIBHBIX MEPONPHUATHI MO MHUHUMH3ALUU



163

PHUCKOB (B COOTBETCTBHM C TPeOOBaHMSIMHU MOANMyHKTa 6.2.5.5.4 HacTosumx
[TpaBw).

6.3.3. I[Ipo3padHOCTb.

VYNOTHOMOUYEHHBIE  OpraHbl  TOCYAApCTB-WICHOB  OOECIEYMBAIOT
B3aMHYIO JIOCTYIHOCTh OTYETOB O PE3YJbTaTax OLIEHKU MPEACTABISEMBIX
[TYP u pestome IIYP uepe3 unrerpupoBaHHyr0 HHOOPMAIMOHHYIO CUCTEMY

Coroza.

7. Opranu3zauus paboTsl ¢ HH(pOpMaLuen
O HEeXeJaTeNIbHbIX PEaKIMUIX Ha JIKAPCTBEHHBIC MPENaparhl

7.1. CTpyKTypBl B IPOLIECCHI

Hacrosimuii  pa3gen omnpenenser OCHOBHBIE TPHUHIMIBI  TIPOIEAYP
cOopa, perucTpalvii M TIPEACTABICHUS COOOMIEHHH O IOA03PEBACMbIX
HEXKeJIaTeIbHBIX PEAKIHAX Ha JICKAPCTBEHHBIC TIPEIapaThl.

7.1.1. COop cooOleHH 0 HEXKENTaTeIbHBIX PEAKITUSX.

VYIIOTHOMOYECHHBIM ~ OpraHaM TOCYIApCTB-WICHOB U JepKaressMm
PETHCTPAIIMOHHBIX YIOCTOBEPEHUH ClIeyeT NMPUHUMAaTh COOTBETCTBYIOIINE
MEphl, YTOOBI TPOBOAUTH COOp U  YMNOPSAJOUYCHHE COOOIIEHUM O
MO/T03PEBAEMBIX HEKEIATCIbHBIX PEAKIMAX, CBA3BIBAEMBIX C MPHUMEHECHHUEM
JICKapCTBEHHBIX IPENaparoB, MOJYYCHHBIX W3 Pa3UYHBIX HWCTOYHUKOB 0Oe€3
MPEIBAPUTEILHOTO 3alIPOCa M MOCTYIHUBIIUX TI0 3aMpocy.

B nensx obecrnieueHus BO3MOXKHOCTH cOOpa JIOCTaTOYHOTO KOJIMYECTBA
COOOIICHUN O HEXEIATCIbHBIX PEAKIHUAX W WX IMOCICAYIONIeH HaydHO
000CHOBaHHOM OIIEHKH HEOOXOMMO Pa3BUBATh CUCTEMY (papMakoHaA30pa.

Cuctema nomkHa OBITH pa3paboTaHa TakuM O0Opa3oM, 4YTOOBI OHa
oOecrieunBaja HaJJISKAIIYI0 OIICHKY KadecTBa COOpPaHHBIX COOOIICHUH O

HCKCIIATCIbHBIX PCAKINAX (B OTHOIICHHNU ITOAJIMHHOCTH, pa360p‘-II/IBOCTI/I,
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TOYHOCTH, TOCJIEI0BATEIHLHOCTH), BO3MOKHOCTH BBITIOJIHEHUS] TPOBEPKU U
MaKCUMAJIbHOW MOJIHOTE JAHHBIX JUISl UX KIMHUYECKOU OIEHKH.

Cnenyer CTpYKTypuUpOBaTh CHUCTEMY TakKuM oOpa3oM, 4YTOObl OHa
MO3BOJIsJIa CBOEBPEMEHHO  BaJlMJUPOBAaTh OTYETHI O MOJ03PEBACMBIX
HEXKEJATeIbHBIX pEaKlUsiX U OOMEHUBATHCS HUMH C YIOJTHOMOYEHHBIMU
opraHaMy  TOCYJapCTB-WICHOB UM  JEp)KaTeasiMU  PErucTpallMOHHBIX
YIAOCTOBEPEHUM B CPOKH, YCTAHABIMBAEMbIE 3aKOHOAATEILCTBOM TOCYIapCTB-
YJICHOB.

7.1.1.1. CooO1ieHusi, TOJy4EHHBIE HE T10 3arpocy.

7.1.1.1.1. CnoHTaHHbBIE COOOIIICHUS.

CrnoHTaHHOE COOOIIEHHE — 3TO COOOIIEHUE, KOTOpOE CHEIHATUCT
CUCTEMBI 3/IpaBOOXpaHEHUs, MAIlUEHT WK MOTPEOUTENh HAMPABISIET B apec
YIOJIHOMOYEHHOTO opraHa rocy/lapcTBa-4JieHa, JepaKaTens
PErUCTPALIMOHHOTO YAOCTOBEPEHUS WJIM APYrol opraHu3anuu (Hampumep,
pEruoHaIbHBIN IIEHTP, TOKCUKOJOTMYECKUN IEHTP) Oe3 MpeaBapUTeIbHOTO
3alpoca W KOTOpOE€ OIKCHIBaeT OJHY WKW Oojee MOA03PEeBaCMBIX
HEXEJIaTeIbHBIX PEeaKIuil y MalHueHTa, KOTOPOMY Ha3Hauajcsi OJWH WU
Oonee JeKapCTBEHHbIX TmpenaparoB. K CIOHTaHHBIM COOOIEHHUSIM HE
OTHOCSITCSI COOOIIEHUS, MOJTYUYEHHBIE B XO/I€ MCCIEOBAHUMN MM UHBIX BUJIOB
OpraHU30BaHHOTO cOOpa JaHHBIX.

[IepBOUCTOYHUKOM MOJ03PEBAEMOI HEXKEJIATETbHOW PEaKIUU SIBISETCS
JUI0, KOTOPO€ TMPEACTABWIO HHPOPMANUIO O Ciydae pa3BUTHUSA
HeXenaTenpbHON peakiuu. B ciaydae eciau  uHbopmarus 00 OmHOM
HEXEeJIaTeIbHON PEeaKIMU TMOCTYMaeT OT HECKOJbKUX IEPBOMCTOYHUKOB, B
TOM 4YHCJI€ OT pabOOTHUKA CHUCTEMBI 3pPaBOOXpPAHCHMS, MaIlMCHTa WU
MOTPEOUTENS, TaHHBIE MO BCEM NMEPBOMCTOYHUKAM JIOJKHBI OBITH BKIIOYEHBI

B pazzaen «llepBorcTOUHUK» POPMBI COOOIICHUS O HEXKETATSTLHON pEaKIH.
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[Tonyyenue cooOIIeHHI B OTBET Ha MEpPbl CTUMYJIMPOBAHMS B BHJEC
pacceuiku  «OOpaleHnii K CHEelUaIucTaM CHCTEMBI 3paBOOXPAHEHUS»,
nyOIuKaluii B mpecce, Omnpoca CIENUaTUCTOB CUCTEMbI 3PaBOOXPAHCHHUS
NPEICTABUTEISIMU  JIepKaTeIeil PEerucTpallMOHHBIX YIOCTOBEPEHUU WM
Cy[leOHBIX HCKOB B OTHOUIICHHH KJIacCca JEKAapCTBEHHBIX CPEACTB, CIEIyeT
TaK)X€ CYUTATh CHOHTAHHBIMU COOOIICHUSIMHU.

CooO11ieHus MalMeHTa Wi NOTPEOUTENST 0 HEXKENaTeIbHBIX PEaKIUIX
cieayer oOpabaThiBaTh KakK CIIOHTAHHBIE COOOIICHHSI HE3aBUCUMO OT
MOCJICAYIOIIETO MEAUIIMHCKOTO TTOATBEPIKIACHHUSL.

B ciaywyae modyuyeHUss CHOHTAaHHOTO COOOIEGHUS O Pa3BUTHH
HE)KENaTeJIbHOTO SIBIEHUS, B KOTOPOM OTCYTCTBYET yKa3aHHUE Ha HAJIM4YHUe
OPUYMHHO-CJIEACTBEHHON  CBSI3M, JAHHOE  HEXEJlaTeJIbHOE  SIBJICHUE
paccMaTpuBaeTCsl Kak HEXelarelbHas peakius. TakuM oOpa3oM, Bce
MOCTYMAIOIME CIIOHTAHHBIE COOOIIEHUs, TMPEACTaBIIeMble PaOOTHUKAMU
CHUCTEMBl  37paBOOXpAHEHMs,  MallMeHTaMd  WIH  TMOTPeOUTEesIMHU,
paccMaTpuBaloOTCs Kak MOJI03pEBacMble HEKeIaTeabHbIe PEaKIMU MUCXOAs U3
TOTO, YTO WX MPEACTABICHUE COACPKUT IMPEANOIOKEHNE MEPBOMCTOYHHKA
COOOIIEHHUs O HAJIMYUU B3aUMOCBS3H. VICKITIOueHrne COCTaBISIOT COOOIICHMS,
B KOTOPBIX PEMOPTEPOM CHACNIAaHO YKa3aHWE Ha OTCYTCTBHUE B3aUMOCBSI3U
MEXKIy  HEXKENarelbHbIM  SBJICHHEM ©  MPUEMOM  TI0A03PEeBaeMOro
JIeKapCTBEHHOTO Ipernapara.

7.1.1.1.2. CooO1ieHus 0 HEXKEIATeIbHBIX PEAKIHIX, OMyOIUKOBAaHHBIC
B MEJIUIMHCKOU JINTEPATYPE.

Hayunast MeguIMHCKasi JUTEparypa SIBISICTCS BaXKHBIM HCTOYHUKOM
uHGOpMaIMK 1T MOHUTOPUHTA MPOQMIs OS30MaCHOCTH M COOTHOIICHHS
«T10J1b3a — PUCK» JICKAPCTBEHHBIX MPENaparoB, B 0COOCHHOCTH B OTHOUICHUU
OOHapy>K€HUsS HOBBIX CHUTHAJIOB, CBA3aHHBIX C 0€30MaCHOCTHIO, JIMOO

aKTyaJdbHBIX BOMPOCOB MO Oe30macHOCTH. Jlep:karensiM perucTpariioHHbIX
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yIAOCTOBEpEeHU creayeT ObITh MHGOPMUPOBAHHBIMU O  BO3MOXHBIX
nyOIMKalKgaX MyTeM BBITIOJIHEHHUS CHUCTEMATUYECKOro 0030pa JUTeparyphl,
HIMPOKO HMCIOJIB3YEMbIX CIPaBOYHBIX 0a3 gaHHbIX (B ToM uyucie Medline,
Excerpta Medica wniun Embase), e pexe 1 pasza B Hememto. Jlepxkaremnto
PETHCTPAIIMOHHOTO YIOCTOBEPEHUS CIEAYET YAOCTOBEPHUTHCH, YTO 0030p
JUTEpATypbl BKIIOUAaeT B ce0s HCIONb30BaHUE ©0a3 JaHHBIX, KOTOpPbHIC
COZIEPKAaT MAaKCHUMaJlbHOE KOJWYECTBO CCHUIOK Ha CTaThbU, HMEIOIINE
OTHOIIICHWE K MOHHUTOPHUPYEMOMY JIeKapCTBEHHOMY Tipemapary. [lomumo
ATOTO, CIIEAYET MPEAYCMOTPETh, YTOOBI MPEACTABUTEILCTBA BCEX KOMIIAHUN
OBLTM OCBEIOMJICHBI O MyONHMKAIIMAX B MECTHBIX MEIUIMHCKUAX HM3TAHUSAX U
COOTBETCTBYIOIIMM 0O0pa3zoM HHGOPMHUPOBATIM O HHX OTACH O€30MacHOCTH
KOMIIaHUH.

Jlepkarensm PETUCTPATMOHHBIX YI0CTOBEPECHHM ClIeayeT
IPOCMaTpPHUBaTh COOOIIEHUS O IOJ03PEBAEMBIX HEXKEJATSIBbHBIX PEAKIINX,
nyOIMKyeMBbIX B HAyYHO-METUIIMHCKOW JINTEpaType, B TOM YHCJIC Ba)KHBIC
OIMyOJIMNKOBAaHHBIE TE3UCHl B Marepuagax KOH(MEPEeHIUH WM TMPOEKTHI
MoHOTpaduii, YTOOBI BBISBISATH U PETUCTPUPOBATH COOOIIEHUS O
HEXEJIaTeIbHBIX PEaKIMsIX, CBA3AHHBIX C JICKAPCTBEHHBIMHU TIperapaTaMH,
MPEACTABIAIONIME COOOM CHOHTAHHBIE COOOIIEHUS WJIM COOOIIEHUS,
BBISIBJICHHBIE B XOJ€  HEHWHTECPBEHIIMOHHBIX  IMOCTPETHUCTPAIMOHHBIX
VICCIICIOBAHU.

Ecm B nyOnwkanuu ymOMHHAETCS HECKOJIBKO —JIEKaPCTBEHHBIX
npernaparoB, TO COOTBETCTBYIOIIEMY JIEPXKaTelf0  PETHCTPAIIMOHHOTO
YAOCTOBEPEHHSI  CIIEAYyEeT paccMaTpuBaTh JICKQPCTBEHHBIC TIpemaparsl,
KOTOPBIC ONPENEIISIOTCS aBTOpaMHU ITyOJMKAIMKM KaK MMEIOITUE TI0 MEHBIIEH
Mepe BO3MOXKHYIO MPHYUHHO-CJICICTBEHHYIO B3aMMOCBS3b C BBISBICHHBIMU
MO/T03PEBAEMbIMUA HEXKEATSIIbHBIMHA PEAKITUSIMHI. JTO OTHOCUTCS TaKXKe U K

COOOIIIEHUSIM, OMYOJIMKOBAHHBIM B HAyYHO-MEAUIIMHCKOW JUTEpaType B
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rocyJlapcTBax, B KOTOPBIX JAEpP)KATENb PETUCTPALUOHHOTO YIOCTOBEPEHUS
UMEET YAOCTOBEPEHHUE O PETUCTPALMU, HO HHUKOIIA HE OCYLIECTBIISI
KOMMEPUYECKOE BHEIPEHUE JIEKAPCTBEHHOTO ITpEIapara.

CooO111eHUs, OLICHEHHbIE KaK BaJIMJIHbBIE, MTOAJIEKAT IPEICTABICHUIO B
YIOJHOMOYEHHBIE OpraHbl TOCYJapCTB-WICHOB COIVIaCHO TpeOOBaHUSAM
3aKOHOJATENBCTBA  TOCYJApCTB-ujieHOB. Hawano  orcuera  BpeMeHH,
YCTAQHOBJICHHOTO JJIsi TMPEJCTABICHUS COOOIIEHHUS O HEXeIaTelbHOU
pEaKuuu, OIpPEAENSIETCS C MOMEHTA, KOIZlAa B PACHOPSIKEHUH AEpKaTells
PETHCTPALIMOHHOTO YIOCTOBEPEHHS] OKa3aiach HUH(popMmaluss o0 ciayyae
HEXEJIAaTeJIbHOM peaklny, OTBevarolas TpeOOBaHUSIM K MHUHHUMAJIbHOU
uHbOpMalMU JUIsl CPOYHOTO pernoprupoBanHud. CreayeT opopMIsTh OIUH
cliydail HEXeNaTeJbHOM peakiuu I KaxJAoro HIASHTU(DHUIIMPYEMOTO
NAalMEHTa, O KOTOPOM COOOIAeTCsl, U B COOOILIEHNUU MPEICTABIATh BAXKHYIO
JUISl OLIEHKH MEAUIMHCKYI0 HHpopMannio. CChUIKM Ha MyOIMKalUK CIEAyeT
IPUBOJIUTH KaK MCTOYHUK COOOIIEHHS O HEKEIaTeIbHON PeaKIfH.

7.1.1.1.3. CoolrieHust u3 Ipyrux KCTOYHUKOB.

Ecnm  nmepkarenro perucTpanrMoOHHOTO YIOCTOBEPEHMS CTAaHOBUTCS
U3BECTHO O COOOUIEHWH O IO003PEBAEMON HEXeNaTeNIbHOW peakuuu H3
HEMEJIUIIMHCKOTO HCTOYHUKA, HampuMmep, U3 Henpo(UIbHBIX IEYaTHBIX
U3JIAHUWA WM JPYTUX CPENCTB MHPOpMAIMU, eMy ClelyeT 00padaThiBaTh €ro
KaK CIOHTaHHOE cooOmieHue. Crenyer NPUIOKUTh MaKCUMYM YCHIIHM,
9TOOBI MpOpadoTaTh CIy4al s MOJyYeHHS MHUHUMAIbHONW HEOOXOIUMOU
uHdopmaIuu, KOTopas TMpEACTaBIsieT co00Ml BaJUIHOE COOOIIEHHE O
HexenareapbHol peakuuu. K maHHOMY THIy COOOIIEHUN NPUMEHSIOTCS
TpeOOBaHUSI B OTHOIIEHUH BPEMEHU MPEJCTABICHUS COOOIIECHUM, KaK U IJis

BCEX CIIOHTAHHBIX COOOIICHUI.
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7.1.1.1.4. Nudopmaisi 0 1Mogo3peBaeMbIX HEKeIaTeIbHbIX PEaAKIIUIX
U3  MHGOPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHON cetu  «VHTepHEeT» Wiu
nU(POBBIX CPEACTB UH(OPMAIUY.

JlepxkarenaM pErucTpalMOHHbBIX YIOCTOBEPEHUN CIIENAYET PETYISPHO
npocMarpuBartb B MH(OPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHON  CeTH
«MaTepHer» uiu 1UMQPOBBIX CpencTBaX HHQpOpManuu BeO-CalThl, BeO-
CTpaHUIIBl, OJIOTH, BHUACOOJOTH, COLMAIbHBIE CETH, HWHTEepPHET-(POpyMBI,
BUJIEOYATHI, MOPTalbl MO TEME 3/PABOOXPAHEHUs, HaxXOASAIIMEecs IMOJA HX
YOPABICHUEM WU OTBETCTBEHHOCTBIO, HAa HAJUYUE MOTECHUIHUAJIbHBIX
COOOIIEHUI O TO03PEBAEMBIX HEXKENaTeNbHbIX peakuusx. B naHHoOM
KOHTEKCTE LHU(POBbIE CPEACTBA MH(OPMALMU CUUTAIOTCA CIIOHCUPYEMBIMU
KOMIIaHUEHN, €CIM JAEpKaTellb PETUCTPALMOHHOIO YAOCTOBEPEHHUS BIIAJIEET,
OIUIaYMBAET WJIA KOHTPOJUPYET UX (IIPU 3TOM NOKEPTBOBaHUE ((PUHAHCOBOE
WIM HWHOE) B aJpec OpraHu3aluMyd WIA caidTa MOpOU3BOJUTEIEM
JEKapCTBEHHBIX  NpenaparoB WM  JEp)KareleM  PEerucTpalliOHHOTO
YAOCTOBEPEHHUSI HE SBIISACTCS BIAJACHUEM, IIPU YCIOBHUH, YTO MPOU3BOIUTEID
JIEKApCTBEHHBIX  MpenaparoB WA  JEpXkaTelb  PEruCTPAMOHHBIX
YAOCTOBEPEHU HE KOHTPOJMPYET OKOHYATEJIbHOE COJIEpkKaHUE CalTa).
Cnenyer oOecneuuTh Takyl0 MEPUOAMYHOCTh MPOCMOTpPA YKa3aHHbBIX
MCTOYHUKOB, YTOOBI BBIMOJHSAJIOCH TpPEOOBAaHME B OTHOIICHUH BPEMEHU
MPEACTABICHUS MOTEHIIMATBHBIX BAJIUJIHBIX COOONIEHUNA O HEXEIaTeIbHBIX
peaKIuAX B YIOJIHOMOYEHHBIE OpPraHbl TOCyAapCTB-WICHOB, HAYMHAs C JAThI,
Korjaa uHgopManus Oblia pa3MeleHa.

JlepkarensiM  pEerUCTPallMOHHBIX  YIOCTOBEPEHHUN  PEKOMEHJyeTCs
BBINIOJIHEHUE AKTUBHOTO MOHUTOPHUHIA CHEIUMAIbHBIX MHTEPHET-CAUTOB WIIU
mupOBBIX CpeAcTB HMH(MOpPMALUKU, B TOM UHCJIE CAWTOB MOAACPKKU
NAlMEHTOB WJIM Tpynn C OMNpPEACICHHBIMUA 3a00J€BaHUAMH, YTOOBI

IPOBCPATH, OIIMCBIBAIOT JIM OHHU BAXXKHBIC BOIIPOCHI 6630H3CHOCTI/I, KOTOPLIC
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MOTYT TOTpeOOBaTh COCTABICHUS COOOIIEHHS] B COOTBETCTBUU C
TpeboBaHusiMU. [lepnoIUIYHOCTS MOHUTOPUHTA STUX CAUTOB WM HU(PPOBBIX
cpenctB uHGOpPMAIUM JOJDKHA OMNPENENAThCS PUCKAMH, CBSI3aHHBIMHU C
MOHUTOPHUPYEMBIM JICKAPCTBEHHBIM MpeHapaToM.

Cnydan noOO03pEBaEMbIX HEKENAaTeNbHBIX PEaKIUil, ONUCAaHHBIE B
UH()OPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHON ~ cetn  «MHTepHeT»  uim
MPpOBBIX cpeacTBax WHMOpMaIMM, TOJy4YeHHbIe Oe3 3ampoca, CIeAayeT
o0pabarblBaTh KakK CIOHTAaHHbIE COOOIIEHHUS C NPUMEHEHUEM K HHUM
TpeOOBaHUN B OTHOIIEHUM BPEMEHU PENOPTUPOBAHUS, KaK JJii HHBIX
CIOHTAHHBIX COOOIIEHUN.

B oTHOmiEeHMH CcIy4aeB HEKENATEIbHBIX pEaKIHil, OMUCAHHBIX B
uH()OPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHON ~ cetu  «MuTepHer»  wnu
UPpPOBBIX cpeAcTBax HH(OpMaIMKU, HACHTUPUIUPYEMOCTh COCTaBUTEIS
COOOIIEHUSI OTHOCUTCS K IPOBEPKE CYIIECTBOBAHHUSI PEAIBHOTO JIMLIA, TO €CTh
BO3MOKHOCTH MPOBEPUTH MPABUILHOCTh KOHTAKTHBIX JIAHHBIX COCTABUTENS
otyeTta (Hampumep, ObUT MPEACTABICH ACHCTBUTEIBHBIN aapec dIEKTPOHHON
noutbl). KOHTaKkTHbIE [TaHHBIE CIIEYET HCIIOJIb30BATh TOJBKO MJIA LIEJIeH
dapmakonanzopa. Eciu oTCyTCTBYET CTpaHa NEPBOMCTOYHHUKA, TO B KAUE€CTBE
CTpaHbl MEPBOMCTOUYHHMKA CIEAYET HCIOJb30BaTh CTpaHy, rae uHbopmarus
ObLJIa MOJTyYeHa, B 3aBUCUMOCTH OT TOTO, T/I€ BBIIOIHSAECTCS MOHUTOPHUHT.

Ecnum nepxarento perucTpallMOHHOTO yIOCTOBEPEHHS] CTaHOBUTCS
U3BECTHO O COOOIIEHUM O TMOJ03PEBAEMON HEXKENATeIbHOW peaklny,
OMMCAaHHOW B IU(PPOBBIX CpencTBaX HHQPOPMAIUU, CIOHCOPOM KOTOPBIX
KOMIIaHUsl HE SIBJISIETCS, CJIEIYEeT OLEHUTh COOOIlEHUEe, YTOObI ONpPEACNIUTD,
NoJNagaeT Jii OHO ToJd TpeOOBaHHSA O BBINOJIHEHUU CPOYHOIO

pENOPTUPOBAHUSI.
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7.1.1.2. CooO1ieHust 0 HEXeNaTeNbHBIX PEaKIUAX, MOJyYeHHBIE IO
3arpocy.

CooOmieHuss 0  MOJO3PEBACMBIX  HEXKENATEIbHBIX  PEaKIUX,
MOJIyYEHHbIE 1O 3ampocy, — 93TO COOOIICHUS, TOJY4YEHHbIE OT CHUCTEM
OpraHU30BAaHHOIO COOpa JaHHBIX, KOTOPBIE BKIIOYAIOT B CE0Sl KIMHUYECKHUE
HCCJIEIOBAaHUS, HEUHTEPBEHIIUOHHBIC HCCJIEIOBAaHUS, PETUCTPHI,
MIePCOHAM3UPOBAHHBIE MMPOTPAMMBI HCIIOJB30BaHUS HE3APETUCTPUPOBAHHBIX
JIEKAapCTBEHHBIX  MpemnaparoB, Jpyrue  MpoTrpaMMbl  HUCHOJIb30BAHUS
HE3apPETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  MpEMaparoB B  CBSI3U  C
UCKJIFOUUTEILHBIMUA OOCTOATENILCTBAMHU U3 COOOpaXEHUU COCTpaJlaHusl U
MOHUTOpPUHTA 3a00JIeBaHUH, OMPOCHI TAIMEHTOB WM MEIUIIMHCKHUX
pabOTHUKOB WM cOOp AaHHBIX 00 3(PGEKTUBHOCTH WM TPHUBEPKEHHOCTH
nanueHToB. CoOOIIEHUSI O HEXKENIaTeIbHbIX PEaKIUsAX, IOJTYyYEeHHBIE OT
Kakou-mubo H3 ITUX CHCTEM cOopa [aHHBIX, HE CJEIyeT CUUTaTh
CITOHTAHHBIMH COOOIICHUSIMH.

B pamkax mporeaypbsl penopTHPOBaHHS COOOIICHUS O HEXKeIaTeIbHBIX
peaKIusIX, TMOJy4YEHHBIE II0 3ampocy, CIeayeT KIacCH(PUIIMPOBATh Kak
COOOIIIEHHS], TOJTYUYCHHBIE B XOAE MCCIICIOBAHUN, U BBIMNOIHATH OIEHKY
MPUYUHHO-CJICACTBEHHON CBS3M C I€JbI0 HX COOTBETCTBUS YCIIOBUSIM
CPOYHOTO PEMOPTUPOBAHUSI.

7.1.2. Bammpamust cooOIeHNH.

7.1.2.1. Cpounomy PENOPTUPOBAHUIO MOJIEKAT TOJIBKO
WHJIUBUyaJIbHBIE COOOIICHUS O HEXKENATEIbHBIX PEAKIIUIX, KOTOPhIE UMEIOT
MOJIOKUTENIbHBIC pe3yiabTarhl Bajmuganuv. C 1eNbl0 BBIIOJIHEHUS 3TOTO
TpeOOBaHMs BCE COOOIIECHUS O HEeXKeaTeIbHbBIX JIEKAPCTBEHHBIX PEAKITUAX 10
UX TPEACTABICHUS B YIIOJHOMOYEHHBIE OPraHbl TOCYIapCTB-UJICHOB JOJKHbI
ObITh TOABEPTHYTHl BaIUJAlMA HA HAJIWMYME MHHUMAIBHOU TpedyeMou

uHopmanu. MunumanbsHas TpeOyemasi “HpOopMaIlus BKIOYAET B ceOsl:



171

UACHTU(DUIIMPYEMBI pernopTep (MEPBOUCTOUHMK), KOTOPBIA MOMKET
ObITh HJACHTU(PUIIMPOBAH 1O HWMEHM WIM WHUIMANAM, aJapecy WM
KBaIMpUKauuM  (Hampumep, Bpad, MpPOBU30p, (apmaueBr, apyrou
MEAUIUHCKUI CHEUUaIUCT, NAlUEHT, MOTPEOUTENlb WIW JPYroe JIMLO, He
ABJIAIONIECECS CIENUaINCTOM B cdepe 3apaBooxpaHeHus). Pemoprep
CUMTACTCS UACHTU(UIMPYEMBIM B CIydyae HalW4Usl KOHTAKTHBIX JaHHBIX,
00€eCTeynBaOIINX BO3MOXHOCTh MOJATBEPAUTH COOOIIEHUE WM BBIMOJIHUTH
nocienyrllee HaOltoaeHue, eciau 310 Heooxoaumo. Cienyet, 4ToObl ObLIN
UACHTU(DULIMPYEMBIMU BCE CTOPOHBI, KOTOPbIE MPEACTABISAIOT UHPOPMALIMIO
O CJydyae HEeXeNareJbHOM peakuuu, B TOM 4YHUCJE JOMOJIHUTEIbHYIO
uHpopManmio 1o 3ampocy. Ecnu pemoprep He JKenaeT NpeacTaBiIATh
KOHTAKTHbIE JaHHbIE, CIEAYET CUMUTaTh COOOIICHHE O HEXeIaTeIbHOM
pEaKLK BAJIMIHBIM MPU YCIOBUHU, YTO OpPTaHU3aLUs, TPOUHPOPMUPOBAHHAS
0 ciy4ae, CrocoOHa MOATBEPAUTH €ro HAMPSAMYIO C PEIIOPTEPOM;

UICHTUDUITHPYESMBIIA MaIACHT, KOTOPBIN MOJKET OBITH
UACHTU(UIIMPOBAH IMyTEM YKa3aHUS €r0 WHUIMAJIOB, UICHTU(PUKAIIMOHHOTO
HOMEpa, JaThl POXKIACHHUSA, BO3pacTa WM BO3PACTHOW TPYMNIBI W TIOJA.
Nudopmaruss 00 uaeHTUUKAIMKM TAMEHTA JIOJDKHA OBITh MaKCUMAJIBHO
MOJIHOM;

10 MEHBIIEH Mepe OAUH M003PEBAEMbIH JIEKapCTBEHHBIN IIpenapar;

0 MEHbIIEH Mepe OAHA MOJA03pEBacMas HEKeJaTeslbHas PEaKIusl.
Ecny nepBOMCTOYHHKOM CIEIaHO YTBEPKICHUE B MPsiMOM (hopMe O TOM, UTO
UCKJIIOYAeTCsA HaIN4he MPUUMHHO-CIEACTBEHHOMN CBSI3U MEXAY Ha3HAYCHUEM
JIEKapCTBEHHOIO TMpernapara U HeXeNaTelabHOM peakuue, M Moiydareib
(YTIOJTHOMOYEHHBIN opras rocyaapcTBa-ujieHa WIIH JepKaTesb
PETUCTPALIMOHHOTO  yAOCTOBEPEHHUS]) COIac€H C ATUM, COOOIIEHHE
ONpeneNsieTcss KaKk  HEBaJUMAHOE  HMHAMBUAYaJbHOE  COOOILIEHHWE O

HEXeJaTeIbHON peakIuu, MOCKOJIbKY MUHUMAaNIbHAs TpeOyemasi uHpopmaIus
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spnsgercss HenoysHou. CooOlIeHue TakKe OMNpeAessieTcsl KaK HEBAIMIHOE
WHUBUIyaIbHOE COOOIIEHUE O HEXKENIaTeIbHON peakinu, €CIM coo0IIaeTcs,
YTO MAIMEHT TEPEHEC HEXKEJIATeIbHYI0 PEaKIMI0 U HE MPEeCTaBICHO
yKa3aHUE BHJA HEXKENaTeIbHOM peakiMu WM OMNHCAHHE TMEPEHECEHHOM
HEXXEJIaTeJIbHON PEeaKLu.

7.1.2.2. llpu cOope cooOIIeHNI O MOAO03PEBAEMBIX HEXKEIATeIbHbIX
peaKkIusax yepes UH(OPMAITMOHHO-TEJIEKOMMYHHUKAITMOHHY IO CeTh
«Uutepuer»  wim  uudpoBble  cpeAcTBa  MHPOPMALMM  TEPMUH
«UICHTUDUITUPYEMBII» OTHOCHUTCS K BO3MO>KHOCTH MIPOBEPKHU
CYILIECTBOBAaHMS penopTepa (COCTaBUTEIISI COOOIIEHMS) U TTAIlUCHTA.

7.1.2.3. OTCcyTCTBHE KAaKOTO-THO0 U3 3TUX 4 3JIEMEHTOB MUHHUMAJIBHOM
uH(OpMAIIMK O03HAYAET, YTO CIIy4ail CUUTACTCS HEMOJHBIM U HE TMOAJIEKHUT
NpoIEAYypEe CPOYHOIO TPEACTABICHUS COOOIIEHUS O HEXKeIaTeIbHOU
peakiu. YIMOJIHOMOYEHHBIE OpraHbl TOCYJapCTB-YJICHOB U JIepKaTeau
PErUCTPAlIUOHHBIX  YIOCTOBEPEHUM  JOJDKHBI ~ NPOSBISITE  OCOOYIO
TIIATEILHOCTh B paboTe mo cOOpy HEMOCTAIOIIMX 3JIEMEHTOB JaHHBIX B
coobmieHusix. TemM HE MeHee COOOIIECHHUS O HEXKENaTeIbHBIX PEAKIUAX,
MUHUMAaJbHasT HWHGpOpMAIUMs O KOTOPBIX SBIISIETCS HEIMOJIHOM, CIeayeT
pEerucTpupoBaTh B paMKaxX CHUCTeMBbI (apmakoHaa30pa C IEJIbl0 UX
WCIIOJIb30BaHUs B TEKYIIIEH AEATEILHOCTH 10 OIICHKE 0€301MacHOCTH.

7.1.2.4.Ecnu  omHOM  cTOpoHE  (YHOJHOMOYEHHOMY  OpraHy
rocy/lapCcTBa-ujieHa WM JEPKATEI0 PETUCTPALMOHHOTO YIOCTOBEPEHHUS)
CTAHOBUTCS HW3BECTHO, YTO PEMOPTEp MOI COOOIIUTHL O IOA03PEBAEMOM
HEXKEIaTeIbHON peaKIMu TakKe W JPYrol 3auHTEPECOBAHHOW CTOPOHE,
TaKo€ COOOIIEHUE TeM HE MEHEE CJIEAYeT CUMTATh BaJIUIHBIM COOOIIICHUEM O
HeXenaTenbHol peaknuu. CooOIIeHHE 0 HEXKENIaTeIbHOW PEaKIUH JTOJDKHO
BKJIIOYAaTh BCIO BAXHYI0 HH(OpMAINIO, HEOOXOJUMYIO NJii OOHApyKEHUs

JTyOIUPYIOUIErO COOOIICHUS.
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7.1.2.5. Ecnmu wuMmeercss Hecomacue MEXAYy HCCIENOBaTeIeEM H
NEPKATENEM  PETUCTPALMOHHOTO  YIOCTOBEPEHHSI  WJIM  CIIOHCOPOM
UCCIICIOBAHUSI B OIICHKE NPUYUMHHO-CJICJACTBEHHOM  CBA3U  MEXKIY
Ha3HAUCHUEM TI0JI03PEBAEMOI0 JICKAPCTBEHHOTO Mpernapara U pa3BUTHUEM
HEXKEJATeIbHONM  peaklMu NOpd  MOPOBEACHUU  MOCTPETHUCTPAIMOHHBIX
HEUHTEPBEHUIMOHHBIX HCCIEIOBAHUN, HE CIEAYyeT IMEPEBOAUTH CIydail
HEXEJIATeJIbHON peakiuu B 0oJieeé HMU3KYI0 IO CTENEHU JIOCTOBEPHOCTHU
B3aMMOCBSI3U KaTeropuio. B cooOiieHnn o HexenareibHON pPeakiuu CaeayeT
NpEACTaBUTh MHEHHUSI HUCCIeNoBaTelsl M Jep)Kareysi PEerucTpaiiioHHOTO
yIOCTOBEPEHUSI WJIM CITIOHCOPA UCCIICTOBAHUS.

7.1.3. Ilocaenyromas paboTa ¢ COOOIMICHHSIMH O HEXeIaTeIbHBIX
peaKIHUsIX.

7.1.3.1. Ecnu npu mnepBOHAYAJbHOM TMOJYYEHUH COOOICHUS O
MO/I03PEBAEMBIX HEXKEJATEIbHBIX pEaKIusixX HWHQpOpMaIUus B HUX HEMOJHAas,
ciieyeT MPOBOJIUTH MOCJICAYIONIYIO paboTy ¢ TAKUMU COOOIICHUSIMH, YTOOBI
MOJIYYUTh JIOTIOJIHUTENIbHYI0 TMOAPOOHYI0 HWHGOPMAIUIO, SBISIONIYIOCS
BAKHOM ISl HAyYHOM OLICHKH CIIy4aeB PAa3BUTHUS HEKEIATEIbHBIX PEAKIIUN.

7.1.3.2. IlpumeHsieMble ~ METOIbl ~ BOCCTAHOBJICHUS  MHGOPMALIUU
clieyeT HaleIUuTh Ha ONTUMHU3AIIUI0 cOopa HegocTaroniel nHdopmanuu. Ilo
BO3MOXKHOCTH CJIEAYeT MOJIydaTh MHCHMEHHOE IOATBEPKICHUE CBEICHUM,
MPEICTABICHHBIX B YCTHOW (opMe. DTy CTaHAAPTHYIO ACSITEIBHOCTH IO
dbapmakoHaI30py  CIEIyeT  OCYIIECTBIATH C  NPUMEHEHHEM  Mep,
MOOIMIPSIIONIMX ~ MEPBOMCTOUYHUK  (peropTrepa) MPEACTaBIATh  HOBYIO
uHpOpMaINIO, BAXHYIO JJIi HAy4YHOM OIICHKH PEMOPTHPYEMOTO BOIpoca
0€30IMacHOCTH.

7.1.3.3. Ecnu nHpOpMarus moydyeHa HEMOCPEACTBEHHO OT MallieHTa
WU MOTPEOUTENs, NPeINoararonero HaJuuue HEeXKeNaTeIbHOW peakiuu, U

ABIISACTCA HGHOHHOﬁ, cjaeayer NnpCANnpUuHATL IHOIBITKH ITOJYYCHUA COITIaCHA
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Ha TMpeACTaBICHUE JOMOJHUTEIbHON HH(OpPMALMU Y COOTBETCTBYIOILETO
MEAUIMHCKOTO paboTHuKa. Ecnu MeauuuHCKuil pabOTHUK TOATBEPAUII
(MOJTHOCTBIO WJIM YAaCTUYHO) CiIy4dail HEXKeJIaTeIbHOW pPEaKI[uu, HCXOJHOE
COOOIIEHHE IO KOTOPOMY MPEJICTABICHO MOTPEOUTENIeM WM MalMeHTOM,
clienyeT TOYHO OTpPa3uTh JaHHYI0 HHGOPMAIMIO B HWHIAUBHUIYaJIbHOM
COOOIIIEHUH O HEXKEJIaTeIbHON PEaKIIH.

7.1.3.4. B oOTHOLIEHUH TIOAO03PEBAECMBIX HEXKEIATEIbHBIX PEAKINH,
CBA3aHHBIX  C  JICKAPCTBEHHBIMU  TIpenaparaMu  OHOJIOTHYECKOTO
MPOUCXOXKICHUSI, OCOOYI0 Ba)XHOCTh MMEET TOYHasi HUJCHTU(DUKAIUS
COOTBETCTBYIOIIIETO  JIGKAPCTBEHHOrO0 Ipernapara B  OTHOILICHUH  €ro
u3rotoBiieHus. [loaToMy crnenyer mpuHMMATh BCE HAJICKAIIME MEPbI IS
TOYHOTO YKa3aHUSI TOPrOBOIO HAMMEHOBAHMS JIEKAPCTBEHHOIO Mpernapara u
HOMEpa NapTUH JEKapCTBEHHOTO Ipernapara.

7.1.4. YopaBneHue JaHHBbIMU.

7.1.4.1. DnexTpOHHBIE JaHHBIC U COOOIICHUSI HA OYMaKHBIX HOCUTEIISX
O TIOJO3PEBAEMBIX HEXKENATENbHBIX pPEAKIUsAX CIEIyeT XpPaHUThb H
oOpamiarbCcsi ¢ HUIMU TaKUM kK€ 00pa3oM, KaK M C JPYTUMH MEAUITUHCKUMU
3amucsMU  (BKJIFOYAs  BBIMIOJHEHUE  TpeOOBaHUNM MO  0OECIEUCHUIO
KOH(MUICHIIMATLHOCTH B OTHONIEHUM HACHTU(PUIHUPYEMOCTH MAIIUEHTOB U
pernopTepoB), B COOTBETCTBUM C TPEeOOBAaHUSIMU 3aKOHOJATEILCTBA
rocy/lapCcTBa-ujicHa O HEMPUKOCHOBEHHOCTHU NaHHBIX. CileayeTr XpaHWUTh B
TallHe WUACHTU(UIMPYEMbIE TEPCOHAIBHBIC CBEIACHUS O COCTAaBIISIOIINX
OTYETHI CIICIMATMCTAX CUCTEMBI 3JpaBOOXpaHeHUs (penoprepax).

7.1.4.2. YtoObl 00€cCmeyuTh COXPAHHOCTh W KOH(UIECHUIHUAIBLHOCTD
JAHHBIX TI0 (hapMaKOHAI30py, CIEAYEeT OOECIeUUTh CTPOTUM KOHTPOJIb
JOCTyNa K JOKYMEHTaM M 0a3am JaHHBIX U MPEIOCTaBUTHh MpPaBO JOCTyMa
TOJIKO  YNOJHOMOYEHHOMY  TiepcoHany. JlamHoe  TpebOoBaHHe  TIO

oOecrieyeHn0 O€30MacHOCTH JAHHBIX PAaCHpPOCTPAHSIETCS Ha BCE ATallbl
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MPOXOXKICHUS M OOpalleHus: JaHHBIX. B CBSI3M ¢ 3TUM clieyeT peaan3oBaTh
npoleaypbl o0ecrneyeHns 0e30MacHOCTH M COXPAHHOCTH JAHHBIX BO BpEMs
nepenayu TaHHbIX.

7.1.4.3. Ecniu niepenada AaHHBIX MO (hapMaKOHAA30py HPOUCXOAWT B
npenenax OpraHu3alvi WIA MEXIYy OpraHu3alMsIMU, CIEIyeT MPUMEHSTh
TaKOW MEXAHWU3M, IPU KOTOPOM HMMEETCS IMOATBEPKIECHHUE TOTO, YTO BCE
yBEIOMJICHUS MOJy4YeHbl. B gaHHOM cilydae ciemyeT o0ecneuuTb Mpolece
nojaTBepxkAeHus U (win) ceepku uHpopmanuu. Mapopmanueit o cooOieHnn
O CIlydae pa3BUTHUS HEKEJIATEIbHOW PEaKIMu MOTYT OOMEHUBAThCA TOJIBKO
3aMHTEPECOBAHHbBIC JIUIIA B aHOHUMHOM (hopmare.

7.1.4.4. XpaHeHue  JaHHBIX B  JJIEKTPOHHOM  BHJI€  JOJDKHO
o0OecreynBaTh K HUM JOCTYIl YIOJHOMOYEHHBIX JIUIl B PEKHUME PEalbHOTO
BpPEMEHHU.

7.1.4.5. Ilpouenypa UCHOIB30BAHUS CIELUATBHON TEPMUHOJIOTUU TPU
BBOJIC JIAHHBIX JIOJDKHA MOHUTOPUPOBATHCS U OBITH BAJIMAUPOBAHHOW ITyTEM
BBITIOJIHGHUSI ayAuTa MO OOECMEYCHUI0 KadyecTBa CHUCTEMATUYECKu JHOO
MTOCPEACTBOM MPOBEICHUS MEPUOINYSCKON BBIOOPOUYHOM oreHKu. [lepconan
JOJIKEH OBbITh MTPOMHCTPYKTUPOBAH O TMpOLEAYpe BBOAA [JAHHBIX C
UCIIOJIb30BAaHUEM TEPMHUHOJOTHUH, KBaJIM(UKALKS TEepcoHana JOJIKHA
NePUOIUYECKH MOATBEpKAaThCsA. COoOOIIEHNsS O HEXKeNaTeNIbHBIX PEaKIUsX,
MOJIy4YEHHbIE OT TIEPBOMCTOYHHUKA (pemoprepa), clieayeT o0padaThiBaTh
HEnpeaB3saTo, 0e3 TpaHchopManuu HHQOpPMAIMK W BMEIIATENbCTBA B €€
TEKCT, BO BpeMsI BBO/IA IaHHBIX WJIM MEPeaun dJIEKTPOHHBIX JaHHBIX CIEAYET
u30erarb M3MEHEHUW  (oOaBiIeHUS WIM  yAaleHUs  HUHPOPMALINH).
CooO11leHHsT JTOJDKHBI  BKJIFOUATh JOCJIOBHBIA TEKCT, HCIOIb3yeMbId B
MEPBOMCTOYHUKE, WJIM €r0 TOYHBIM mepeBoA. MCXOMHBIM TOCIOBHBIM TEKCT
CIIEIyeT  NEpPeKOAUPOBATb  C  MCIHOJb30BAaHUEM  COOTBETCTBYIOLIEH

TCPMHUHOJIOT'HH.
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7.1.4.6. XpaHeHue  JaHHBIX B  JJIEKTPOHHOM  BHJI€  JOJDKHO
o0ecreynBaTh MPOCICKUBAEMOCTh («ayIUTOPCKUM CJE») BCEX BBEACHHBIX
WM U3MEHEHHBIX JAHHBIX, B TOM YHUCJE AaTbl U UCTOYHUKOB MOJYYEHHBIX
JAHHBIX, a TAKXKE JIaThl U MECTa, B KOTOPOE 3TU JIAHHBIC MEPEIA0TCA.

7.1.4.7. Cnenyer peryiasipHO MPOBOAUTH MPOBEPKY 0Oa3bl JAHHBIX JIsS
oOHapyXeHUs M 00pabOTKH TyOJUPYIOIMIUX COOOIIECHUH O HEXeNIaTeJIbHBIX
peaKIusx.

7.1.5. YnpaBneHne Ka4eCTBOM.

7.1.5.1. YOTHOMOUYEHHBIM OpraHaM TOCyIapCTB-WICHOB U AEPKATEIISIM
PErUCTPAlIUOHHBIX YJAOCTOBEPEHUN CJeAyeT pa3paboTarb U BHEAPUTH
CUCTEMY YIMpaBICHUs] Ka4eCTBOM, YTOOBI TapaHTUPOBATh COOTBETCTBUE
CUCTEMBI (hapMaKOHaA30pa HEOOXOIMMBIM CTaHAAPTaM KauyecTBa Ha KaXKIOH
cTaguu oOpalieHuss C COOOIICHUSIMU O HEXKEJATEJIbHBIX PEeaKIUsIX
(HampuMep, Ha TaKuX CTaausax, Kak cOOp JaHHBIX, Iepeadya JTaHHBIX,
yIpaBie€HUE TAHHBIMHU, KOJUPOBAHUE U apXHWBUPOBAHUE JAHHBIX, BaJU AU
ciiy4asi, OIICHKa Ciyd4as, TOJy4eHHe TMocienyromen uHdGopmanuu u
MPEICTABICHUE MHANBUIYATBHBIX COOOIEHNN O HEKEIATeIbHBIX PEAKIIHSIX ).
COOTBETCTBUE  COXPAHEHHBIX  JAHHBIX  HMCXOJHBIM  COOOIICHHUSIM U
COOOIIEHUSIM, CoAepKalIuM UHGOPMAITHIO O MOCIIEAYIONIEH OIIEHKE, CIeayeT
MIPOBEPSATH C TIOMOIIBIO TMPOIEAYP KOHTPOJISI KauyecTBa, KOTOPBIE JEaoT
BO3MOXKHOW  BaJIMAAIMIO COXPAHEHHBIX [JIAHHBIX COIMOCTABICHUEM C
WCXOHBIMU JaHHBIMH WM WX H300paxkeHUsMH. B CBs3M ¢ 3TUM cremyer
UMETh TIOCTOSIHHBIM JOCTYH K JaHHBIM TEPBOMCTOYHMKA (HAmpuUMep, K
MMCchbMaM, COOOIIEHHUSIM, TIOJYYECHHBIM (TIepedaHHbIM) MO 3JIEKTPOHHOM
1ouTe, 3amucsM Telle(OHHBIX Pa3rOBOPOB, KOTOPHIE COAEPKAT MOAPOOHBIC
CBEICHUS O PEAKIIMN) UM H300paKEHUSIM TaHHBIX UCTOYHUKA.

7.1.5.2. Ilucekmennble  COIl  nOMKHBI ~ TrapaHTUPOBATH  YETKOE

pacrpeneneHue poyieii u 00s3aHHOCTEH, SICHOCTh MOCTABJICHHBIX 3ajad Jjis
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BCEX YYACTBYIOIIMX B paboTe ¢ MH(pOpMalMe 0 HeXeNlaTeIbHBIX PeaKIUsix
Ha JICKapCTBEHHbIE IMpemnaparbl CTOpPOoH. JlomkHO OBITH pa3paboTaHo u
BHEAPEHO MOJIOKEHHE O HaJJeXkalleM KOHTPOJIE M MPH HEOOXOAUMOCTH 00
U3MEHEHUU cuctembl. JlaHHoe TpeOOBaHHME pacHpoCTpaHseTcs Ha
JESITEIIbHOCTh, OCYIIECTBICHUE KOTOPOM MPOU3BOAUTCS IO KOHTPAKTY C
TpeTbuMHu cTOpoHamH, TucbMeHHble COIl KOTOpBIX clieqyeT MNpoBepsTh,
4yTOOBI ymoctoBepuThes, 4To Takue COII ABIAIOTCS COOTBETCTBYIOIIMMHU U
OTBEYAIOT MMPUMEHSIEMBIM TPEOOBAHUSIM.

7.1.5.3. Cnenyer mnpoBOAUTh HajJiexallee oOOydeHHue TMepcoHaia,
KOTOPBI HETMOCPEICTBEHHO OCYIIECTBIISIET JESITeIbHOCTh 1o
(dapMakoHaA30py, a TaKXKe MEpCcoHaNa JPYrHMX OTIEJIOB, KOTOPbIE MOTYT
3aHUMAThCS TIOJyYEHHUEM WIM OOpabOTKOM cOoO0OImeHn 1o 0e30macHOCTH
(HarpuMmep, TOApa3fesieHusT 1O KIMHUYECKOW pa3zpaboTke, Mpojaxam,
MEAUIMHCKON HHGOPMAILIMK, IOPUAMYECKOM padoTe, KOHTPOJIO KayecTBa)
OOydeHne JOMKHO TPOBOJUTHCS IO  COOTBETCTBYIOIIMM  pasieiam
3aKOHOJATEeNIbCTBA M PYKOBOJACTB B cdepe (dapmakoHag3opa, a TakKxKe
BKJIIOYATh CIIELUaIbHOE 00yUYEeHHE MO BBIMOJIHEHHIO 00pabOTKU OTYETOB.

7.1.6. Ocobbie cutyanumu.

7.1.6.1. Ucnionp30BaHWE JIEKQPCTBEHHBIX IMPENAPATOB BO  BpEMs
OepeMEHHOCTH UITU KOPMIJICHUS TPY/IBIO.

7.1.6.1.1. bepeMeHHOCTb.

Crnenyer oOecrneyuTh MOCIEAYIOIIEe OTCICKHBAHUE CIydyaeB, KoOria
AMOPHOH WJIK TUTO/ MOT TTOJIBEPTaThCs BO3IEHCTBHUIO JIEKAPCTBECHHBIX CPEACTB
(mocpencTBOM BO3ACHCTBUS Ha Marh JMOO TMepemaayd JIeKapCTBEHHOTO
CpeICTBa 4Yepe3 CHepMy IIOCie BO3ACHCTBHS Ha OTIA), 4TOoObI coOparb
uHopmaruio 00 wucxome OEpeMEHHOCTH W BO3MOXHOM  BIIHMSTHUU
JEKapCTBEHHOTO TIpernapara Ha pa3Butue pebenka. Ecnu neiicTByroiee

BelecTBO (i | W3 ero MeTaboJIMTOB) HMMEET JUIMTEIbHBIA MEepUoJ
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MOJIYBBIBEJCHUS, OTO CIEAyeT NpPUHUMAThb BO BHHUMAaHHE TIPU OILICHKE
BO3MO)XHOCTH BO3JCHCTBHUSA JIEKAPCTBEHHOIO Mpemnapara Ha IO, B CiIydyae
€CJIU JIEKAapCTBEHHBIHN Mpernapar NPpUHUMAJICS J0 3a4aTusl.

Cnenyer o0ecleyuTh HalMuMe€ MAaKCUMaJbHO TOJIPOOHBIX CBEJICHUI
B COOOIIEHUAX O BO3JCHCTBUM JICKAPCTBEHHBIX MpenapaToB Ha OPraHU3M
MaTepu H TIUIOAA BO BpeMsi OEpPEeMEHHOCTH C IEJIbI0 BO3MOXKHOCTHU
MPOBEICHUS OIICHKU NPUYMHHO-CICACTBEHHON CBA3U. [ OIEHKH TaKux
COOOIIEHUIT MOTYT OBITh pa3paboTaHbl U HCHOJIB30BaThCA CTAHAAPTHHIC
BOIIPOCHUKH.

OTaenbHBIE Clyd4aul C HEXEJATeNbHbIM HCXOJOM, CBSI3BIBAEMBIC C
BO3JICHCTBUEM JIEKAPCTBEHHOTO TIpemapara BO BpeMs OepeMEHHOCTH,
KJIACCU(DUITUPYIOTCST KaK CEPhE3HbIE HEXKeIaTelbHbIE PEaKIMH, KOTOPbIE
MO/JIE)KAaT CPOYHOMY PEMOPTHUPOBAHUIO B COOTBETCTBUU C TpPeOOBaHUSIMU
MEXKIyHApPOJIHBIX JIOTOBOPOB W AaKTOB, COCTaBistomux npaBo Coroza, H
3aKOHOJIATEILCTBOM TOCY/IapCTB-UJICHOB.

Takue ciy4yan BKIIFOUAIOT:

COOOIIICHUST O BPOXKJIEHHBIX aHOMAIHIX WM OTCTaBaHUM B PA3BUTHU Y
J10/1a UK PeOCHKA;

COOOIIEHHS] O CMEPTH TI0JIa U CAMOIIPOU3BOJILHOM a00pTE;

COOOIIEHHSI O TIOJO3PEBAEMBIX  HEXKEJATEIbHBIX  PEAKIUAX Yy
HOBOPOKJICHHOTO, KOTOPbIE KIACCU(DUITUPYIOTCS KaK CEPbE3HbIE.

He nomnexar cpoyHOMY pEeHOPTUPOBAHHUIO TAKUE HMHBIE CIydau, Kak
COOOIIIEHHsI O TPEphIBAaHUM OEPEMEHHOCTH 0e3 yKa3zaHusi WHGOpPMAIUU O
HaJMYUW WM OTCYTCTBUHM BPOXKICHHOTO TOpPOKAa Pa3BUTHS, COOOIICHHUS O
BO3JICCTBUM JICKAPCTBEHHOIO IIpernapara Ha TeueHHe OepeMEeHHOCTH Oe3
JAHHBIX 00 MCXO/€ WU COOOIICHUS, B KOTOPBIX COAEPKUTCSA MHMOpMAIUS O
HOPMaJbHOM UCXOJE€, MOCKOJIbKY B HHUX HE COJACPXKHUTCS OJHO3HAYHOTO

YKAa3aHUs Ha HAJW4YWE ITOA03PEBAEMON HEXKENATeNbHOM peakuuu. OgHako
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JTAaHHBIE COOONIEHUS ClelyeT 00padaTbiBaTh TaKXkKe, KaKk U JPYrue COOOUIECHUs
O HEXKeJaTeNbHBIX PEeaKIUAX Ha JICKapCTBEHHBIN Ipenapar.

B ompeneneHHbIX cllydasix BC€ COOOLIEHUS O BO3JACHCTBHU
JIEKapCTBEHHOI'O Ipernapara Ha OpraHu3M Marepu M IUI0Ja BO BpeMs
OEpEMEHHOCTH MOTYT MOMJIEXKaTh CPOYHOMY penopTupoBaHuto. [laHHOe
TpeboBanue (yclioBue) MOXeT ObITh BKJItoueHo B IIYP wu, kak mpasuio,
00yCIIOBJIEHO HaJIU4YHEM IPOTHUBOIIOKA3aHUs 1o PUMEHEHUIO
JIEKapCTBEHHOT'O Tpernapara BO BpeMsi 0EpeMEHHOCTH WJIM €r0 BbIPaKEHHOU
TEPaTOreHHOCThI0O W HEOOXOAMMOCTBIO  00f3aT€IbHOIO  THIATEIbHOIO
NOCJEIYIOIIEr0 MOHHMTOPUHIa 0€30MacHOCTU (HAalpuMep, B OTHOUIEHUU
JIEKapCTBEHHBIX CPE/ICTB, MOJ0OHBIX TATUIOMHUTY, U30TPETUHOUHY ).

Crnenyer He3aMENJIUTENbHO YBEIOMIISATH YHNOJHOMOYEHHBIE OPIaHbI
TOCYIapCTB-YJIEHOB O BBISBJICHHHM CHTHaja O BO3MOXXHOM TEpPAaTOTC€HHOM
a¢dekre (HapuUMep, CUTHAJA O TPYIIE CXOAHBIX AHOMAJIbHBIX HCXOJOB
OEpEMEHHOCTH).

7.1.6.1.2. KopmiieHue Tpyaslo.

Crnenyer cooOwmarb O MOJO3PEBAEMbBIX HEXKEIATEIbHBIX pPEaKUUsX,
KOTOpbI€ BO3HMKAIOT y MJIQJICHIIEB TOCJE BO3JEHUCTBUS HA HUX OpPraHUu3M
JIEKapCTBEHHOTIO MIpenapara npu €ro NpOHUKHOBEHUH B IPYAHOE MOJIOKO.

7.1.6.2. Mcnonb30BaHKUE JEKAPCTBEHHOTO IMpENapara B MNEIUATPUA U Y
MOKWJIBIX JTIOJICH.

Crnenyer mpeAnpuHATH BCE BO3MOXKHBIE MEpbI JJIsl YCTAHOBJICHUS U
yKa3aHusi BO3pacTa WM BO3PACTHOM TpyNIbl MalMeHTa, €ClId O Cclydae
HEXeJIaTeIbHOTO JENCTBUS coo0mraer CHELUATUCT CUCTEMBI
37PaBOOXPAHCHUSI, TMAIMEHT WU TMOTPeOUTeNhb, IS TOTO YTOOBI WMETh
BO3MOXKHOCTh YCTaHOBHUTH MOTEHIUAIbHBIE CHUTHAJIBI TO OE30MaCHOCTH,

crenupuyHbIE JJIs1 ONPE/IEICHHOW BO3PACTHON IPYIINbI HACEICHUS.
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Ecnum wcnons3oBaHuE JEKAPCTBEHHOIO Mpemnapara pacnpoCTPaHEHO
CpelIy TpyIl MalMeHTOB, HE BKJIIOYEHHBIX B og00peHHyro OXJIII, BaxHO,
4TOOBl  YNOJHOMOYEHHBIE OpraHbl TOCYIAPCTB-YJIEHOB U JIepXKaTelld
PETHCTPALIMOHHBIX YAOCTOBEPEHUM OCYIIECTBILIA MOHHUTOPUHI  JIFOOBIX
NOCJENYIOMUX IpodsieM 1Mo 6€30MaCHOCTH U MPUHUMAIIA COOTBETCTBYIOLIUE
Mepbl 1Mo paboTre ¢ curHaiamMu o0 »d3tux npobiemax. Jlepkarensam
PETUCTPALIMOHHBIX ~ YOOCTOBEPEHHM M YIOJIHOMOYEHHBIM  OpraHam
rocyJapCcTB-WwICHOB  CIIEAYyeT  MOOWIPATh  CHEIUATUCTOB  CHUCTEMBI
3PaBOOXPAHEHUS] COCTABIATh M MPEIACTaBIATH COOOILIEHUsT 000 Bcex
MOJI03PEBAEMBIX HEKENATENIbHBIX PEAKIHUAX, 1aKE €CIU 3TH PEaKIUU UMEIOT
MECTO CpeIu TPYIIN HaceleHHWs, HE BKIIOYEHHBIX B OIOOPEHHYIO 00JIacTh
MPUMEHEHUS JIEKApCTBEHHOTO npenapara coriacHo ero OXJIIL.

7.1.6.3. CooO1ieHuss 0  MEPENO3UPOBKE,  3JIOYNOTPEOICHUH U
HEMpaBUJIBbHOM NPUMEHEHUU JIEKAPCTBEHHOTO TMpernapara, a Takke o
MEAUIMHCKUX OIIMOKaX WM BO3ACHCTBUU JIEKAPCTBEHHOIO IIpernapara,
CBSI3aHHBIX C TPOQPECCUOHATBLHOMN NESITEIHHOCTHIO.

B cnywyae ecnu mnepeno3upoBKa, 3J0YyNOTpeOsieHHe, HENpaBHIbHOE
OpUMEHEHHEe, MEIMIMHCKas OIIMOKa WM BO3JIEHCTBHE JIEKapCTBEHHOIO
npenapara, cBsi3aHHble ¢ MPO(HEeCCUOHAIBHON AESTENbHOCThIO, HE MPUBEIU K
Pa3BUTHIO HEXKENAaTeIbHOM peaklMH, CBEACHHS O HHUX HE MoJJexar
IpOLEypE CPOYHOTO PEMOPTUPOBAHMS. IJTU JIaHHBIE CIEAYEeT BHOCUTH B
coorBercTBytomuii [IOOb u IIYP (ecnu npumenumo). Eciu nanHbie
COOOIIeHUsI coaepKaT JaHHble 10 O€30MacHOCTH, BIUSAIONIME Ha
COOTHOIIIEHHE «I0Jb3a — PUCK» JIEKAPCTBEHHOIO Mpernapara, 0 HUX CIeAyeT
YBEAOMJISAATH YIIOJIHOMOUEHHBIE OpTaHbl TOCYAapCTB-UJICHOB B COOTBETCTBUH C

Tpe6OBaHI/I}IMH 3aKOHOAATCJILCTBA I'OCYyAapCTBA-YJICHA.
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7.1.6.4. OtcyTcTBUE TepaneBTUYECKON 3(DPEKTUBHOCTH.

CooOmieHust 00 OTCYTCTBUU TepamneBTHUYECKOM A()PEKTUBHOCTH
CieyeT PErucTpUpoBaTh U  BBINOIHATH MOCIEAYIONIYIO paboTy Mo
MOJIyYEHUIO MOJHOW uH(opManmu. /[aHHble COOOIEHMS, KaK MPaBUIIO, HE
IIOJJIE’)KAaT CPOYHOMY pemnopThupoBaHuio M yuuteiBarorcs B [I0OOb. B
OTIPEJICICHHBIX CIy4asiX MOXKET MOTpeOOBaThCsl MPEACTABICHUE COOOIICHUMN
00 OTCYTCTBHMHU TepamneBTHYECKOW A((PEKTUBHOCTH B TeUEeHHE |5-THEBHOTO
cpoka. K TakuMm ciaydasiM OTHOCSTCS OTCYTCTBHUE TEpareBTUUYECKOU
3p(PEeKTUBHOCTH MpU NPUMEHEHUH IOJ03PEBAEMOI0  JIEKAPCTBEHHOTO
npernapara i JiedeHusl 3a00J€BaHUM, MPEACTABISIIONIUX YIPO3y KU3HU
(BKJIFOYAsl YTpOKAIOIIME >KU3HU MH(MEKIMOHHBIE 3a00J€BaHUs, BBHI3BAaHHBIC
YYBCTBUTEIBHBIMU  MHKPOOPTaHM3MaMHu  JHOO  COMPOBOXKIAIOIIUECS
MOSIBIGHUEM HOBOTO yCTOMYMBOIO IlITaMMa MHUKPOOpPraHW3Ma, paHee
CUMTABILIETOCSI BOCIPUMMUUBBLIM), a TAKXKE B ClIydae €CJIM MOJ03pEeBaEMbIMU
JIEKapCTBEHHBIMHU MpenaparaMu SBJISIIOTCS BaKI[UHBI U KOHTPAIICTITUBHI.

Jlnst  BakuMH ~ crleAyeT  cooOm@arb O  CAoydasXx  OTCYTCTBHS
3¢ (HEKTUBHOCTH, B YACTHOCTH, YTOOBI BBIJICTUTH MOTEHIIUABHBIE CUTHAIIBI O
CHI)KCHHOM HWMMYHOTGHHOCTH B  IOATPYNIE BaKIWH, CHIKEHHOM
UMMYHHUTETE WM 3aMEIICHUM ITaMMa. Takue CUTHaJIbl MOTYT MOTpeOOBaTh
OTIEPATUBHBIX JICUCTBUN U NATbHEHIIIEr0 U3y4YeHUs B TTOCTPETrUCTPALIMOHHBIX
UCCIIEIOBAHUIX O€30MaCHOCTH.

7.1.7. CpouHoe mpeacTaBiICHUEC WHIWBUAYAIbHBIX COOOIICHUHA O
HEXKEJaTeIbHBIX pEakIuiaX W HWHOW wuHopMamuu 10 0e301macHOCTH
JIEKapCTBEHHOTO IIpenapara.

[IpencraBieHnto B YIOJTHOMOYEHHBIC OpPTraHbl TOCYIApCTB-YICHOB
MOJIJISKAT TOJIBKO COOOIIECHHS] O HEXKETATeNbHBIX PEeAKIUAX, MPOIICIITHE
Banujannto. OTcueT BpPEMEHU BBINOJIHEHUS MPOLEAYPhl  CPOUYHOTO

pEnopTUPOBaHUs COOOIEHUI HAYMHAETCs C TOr0 MOMEHTa, KOrja
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uHdopmanus, coaepkaiias MUHUMAIbHbIE KPUTEPUH JUIsl MPEACTABICHUS
COOOIIeHUS, CTajla JOCTYIHA AEPKATEII0 PETUCTPALIMOHHOTO Y0CTOBEPECHHUS
(BKITIOYAsT MEIWIIMHCKUX TPEACTABUTENCH | MOAPAIIMKOB). OTa Jara
CUMTAETCA JIaTON Havasia oTcyeTa («IEHb HOIbY).

Ecnmm pepkarenb perucTparmOHHOTO YAOCTOBEPEHUS OTMAET 4YacTh
NEATEeIbHOCTH MO (hapMaKOHA30py Ha ayTCOPCUHT, HEOOXOIUMO 00ECTICUNTh
HaJM4Me TPHUHATHIX B (OpME MUCHbMEHHOTO JOKYMEHTa TOYHBIX MPOLEAYP
WM 3aKJIIOYCHHBIX COIVIAIIEHUNA O pa3/iesIeHMH O0s3aHHOCTEH B 00JIacTH
dbapMakoHa30pa  MEXJYy ayTCOPCUHTOBOM oOpraHu3anueil (JUioM) U
Jep)KareJieM  PEeTUCTPAllMOHHOTO  YIOCTOBEPEHHUS  JUISl  BBIMOJTHEHUS
00513aTeNBCTB 10 MPECTABICHUIO COOOIIEHUN O HEXKENAaTebHBIX PEaKIUsIX B
moJIHOM oObeme. JlaHHBbIE TPOLETYpPHl OJDKHBI OMpPEAENATh, B YaCTHOCTH,
nporecchl oOMeHa wuHdoOpManueil 1Mo 0e30MacHOCTU  JICKAPCTBEHHOTO
mpenapara, B TOM UYHCI€ BPEMEHHBIE HWHTEPBajbl IPEACTABICHUS
uHpopMalu U 00S3aHHOCTHh MPEACTABISATh COOOIICHUS O HEXEeIaTeIbHBIX
peakiusix B YNOJHOMOYEHHBIE OpraHbl ToCyAapcTB-uieHOB. Cremyer
u30erarb AyOIUpOBaHUS TMEpPeIaud COOOIICHUIN B YIIOTHOMOYCHHBIC OpPTraHbl
roCy/1IapCTB-UJICHOB.

B oTHOmIeHMM WHIWBHAyaJdbHBIX COOOIIEHWH O HEKeIaTeIbHbBIX
peakmuaX, ONMMCAHHBIX B HAYYHO-MEIUIIMHCKON JIUTEparype, OTCYET BPEMEHHU
(«meHbp HOMB») HAYMHACTCS C Jarbl YBEIOMJICHHS O IIyOJHMKaIuy,
cojieprKalield MUHUMaIbHYI0 nH(popMmaruto. Ecinu ¢ ayTCOpCHHTOBBIM JTUIIOM
WIM OpTaHM3allield yCTAaHOBJICHBI JOTOBOPHBIE OTHOIICHHUS Ha BBIMOJHEHUE
MOMCKA I10 JTUTEPATyPHBIM HCTOYHHKAM M (MJIM) COCTaBJIEHHWE COOOIIECHHUIA O
HEXKEJIATebHBIX  PEaKIUAX, HE00X0AUMO, 4YTOObl ObUIM  OGOPMIICHBI
MMCHMEHHBIC TOAPOOHBIC COIVIAIICHHUS O pachpenesieHnu OO0s3aHHOCTEH,

ITO3BOJIAIOIINEC rapaHTHUpOBaTb, qTo ACPIKATCIIb PETUCTPALTUOHHOIO
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yIOCTOBEPEHHUS] CMOKET  BBINOJHUTH  TPeOOBAaHMS  3aKOHOAATENHCTBA
rocyJlapCcTBa-wieHa N0 PEMOPTUPOBAHUIO.

Ecnu mnonyuyeHa JOMOJHUTENbHAs BakHas HHQPOpMalMs O paHee
NPEICTABICHHOM COOOILEHUH O HEXKEJATENIbHOW pEeaKuu, OTCYET BPEMEHU
JUISL COCTaBJICHUSI TOCJEIYIOIIErO0 COOOLIEHUS B OTHOIICHUM JIaHHOU
peaKkIMu HAYMHAETCAd 3aHOBO (TO €CTh CpPOK TOJa4M MOCJIEAYIOIIETOo
COOOIIIEHUSI OTCUMTHIBAETCA C JIaThl TMOJYYEHUs] BaKHOM MOCIEIyrOIeH
uHpopmanuu). I[lpu cocraBieHUMM COOOIIEHHUS Ba)KHOW JOMOJTHUTEIbHOU
uHpopMare cuuTaeTcs HOBas MEIUIIMHCKAs WIM aJMUHHUCTPaTUBHAs
uH(popMausi 0 MOJ03PEBAEMON HEXKEJIaTeNbHON peakiuu, KOTopas MOMKET
OKa3aTh BIUSHHUE HA OLICHKY WJIH YIPABJICHUE CIyYaEM HIIM MOXKET U3MEHUTh
ero  kjaccuukamuio MO  CTENeHH  TshKecTh.  HecymiectBeHHas
JTOTIOJIHUTENbHAS HUHGOpPMAIMS BKJIIOYAET OOHOBJICHHBIE KOMMEHTapUHu
OTHOCUTEJIBLHO  BBINIOJIHCHHOW  OILICHKM  CIy4aeB WM  HMCIPaBJICHUS
TUNIOTpaPUUECKUX OMHUOOK B MPEABIIYIIIEM COOOLIEHUH O ClIydae.

7.1.7.1. TpeboBaHus TIO CPOYHOMY TPEACTABICHUIO COOOIICHUN O
HEXKEJATeIbHBIX PEAKIIHSIX.

Jlepxkarenn  perucTPallMOHHBIX  yOOCTOBEpEHUWM B  TeueHwe 15
KaJICHIAPHBIX JIHEW ¢ JarThl MOJY4YEHUS JCPXKaTelieM PEerucTPalioOHHOTO
YIOCTOBEPEHUSI UJIM €r0 YMOJHOMOYEHHBIM MPEICTAaBUTEIEM MHUHUMAJIbHOU
TpeOyemMoi HH(pOPMAIMd B COOTBETCTBHH C ITYHKTOM 7.1.7 HacTosmmx
[IpaBui npeacTaBisOT B YIIOJHOMOYEHHBIN OpraH rocyiapcTBa-4jieHa:

COOOIIIEHUE O CEPhE3HON HEXKeIaTeIbHOW PEaKIMu Ha JIEKApCTBEHHBIN
npernapar, BhISBICHHON Ha TEPPUTOPUM TOCYAapCTBA-UJICHA;

COOOIIEHUE O CEepbEe3HOM HEMPEIBUJICHHOW HEXENaTeIbHON peakiuu
Ha JIEKapCTBEHHBIM TMpenapar, BBISIBICHHOW HAa TEPPUTOPUAX HHBIX

rOCYZIapCTB.
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VYCTaHOBIIEHHBIM CPOK  pPENOPTUPOBAHUS  PACHPOCTPAHSAETCS  Ha
NEPBUYHYIO U JOTIOJHUTEIbHYI0 MH(POPMALIUIO O HEXENaTeIbHOW peakiuu
Ha JIEKAPCTBEHHBIN MpEmnapar.

B cnydae nepeBojia HexenaTeIbHON PeaKIUKU U3 KaTErOpUU CEPhe3HOM
HEXKEJIaTeIbHON PEaKI[uu B HECEPhE3HYIO HEXKENATEIbHYI0 PEaKIUIO JaHHas
uHopMmalusi JOJKHA OBITh TPEJCTABICHA B YIIOJHOMOYEHHBIA OpraH
rocyapCTBa-ujieHa B TeUCHUE 15 KaJleHJapHbIX THEH.

7.1.7.2.Cnoco6 u  Qopma  TpeACTaBICHHUS  COOOIIEHUH O
HEXKeJIaTeIbHBIX PEAKIHIX.

NunuBuyanbHble  COOOIIEHUSI O  HEXENaTelIbHBIX  PEeaKIUsaX
JEpKATENSIM PETUCTPALUOHHBIX YAOCTOBEPEHUN CIEAYET MPEJICTABIATh B
YIOJIHOMOYEHHBIA OpraH rocyiapcTBa-4ieHa B AJIEKTPOHHOM Buae. dopmar
WHJUBUYAIbHBIX COOOIIEHUH O HEXeJIaTelIbHbIX PEAKIUSIX JIOJDKEH
COOTBETCTBOBATH dbopwmary, YCTAHOBJICHHOMY PYKOBOJICTBOM
MexnyHapoqHoid  KOH(EpEHIIMM 1O  TapMOHM3AIMU  TEXHUYECKUX
TpeOOBaHMI K JICKAPCTBEHHBIM IMpernaparam Jjisi MEIUIMHCKOTO MPUMEHEHUS
(mamee — ICH) «VYmpaBnenuwe NaHHBIMA TIO KIMHHYECKOW OE€30MaCHOCTH.
DneMEeHThI TaHHBIX IS TIepeiaun COOOIIEHUN 00 UHANBUIyaIbHBIX CIydasiX
HeXemaTenbHbIX peakuuii» (E2B).

7.1.7.3. TpeboBaHus IO CPOUHOMY MPEICTABICHUIO HHOW MH(OOpMAIIUH
10 0€30MMaCHOCTH JIEKAPCTBEHHBIX MTPEMapaToB.

CpouHOMY MpEACTABICHUIO B T€UCHHE HE Oosiee 15 KajmeHIapHBIX JHEH
MO/JICKUT CIIEAyIoNIasl BakHas WHQOpMamus 1Mo Oe30MacHOCTH, KOTopas
MOXXET CBUJIETEIILCTBOBATh 00 U3MEHEHUSIX B COOTHOIIEHUH «T10JIb3a — PHUCK)
JIEKapCTBEHHOTO Tperapara:

MPEBBILICHUE  OXHUAAEMOM  4YacTOThl  Pa3BUTUS CEpPbE3HBIX
HEXKEATebHBIX  pEakiui, KOTOpO€ MOXET OKa3aTh BIUSHUE Ha

COOTHOIIIEHHUE «I10JIb3a — PUCK» JIEKAPCTBEHHOTO MpeIapara;
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OTpaHUYEeHUs] B PACHpPOCTPAHEHUH JIEKAPCTBEHHOTO Tpernapara, OT3bIB
JIEKapCTBEHHOTO Tpernapara ¢ pbhIHKA, HEMPOAJICHHE, aHHYJIMPOBAHUE WIIU
IPUOCTAHOBKA JIEMCTBUSL PETUCTPALMOHHBIX YIOCTOBEPEHUN (pa3pelueHui
HAa MAapKETUHI) Ha TEPPUTOPUSIX [JPYTUX TOCYAApCTB IO IPUYUHAM,
CBA3aHHBIM C 0€30MacHOCThI0O U A(P(PEKTUBHOCTHIO JIEKAPCTBEHHOIO
npenapara, a TaKXe HWHUIHUUPOBAHHBIE YIMOJIHOMOYEHHBIMU OpraHaMu
roCyJapCTB-WICHOB WJIM JIepXkKaTelIIMH PErUCTPAIMOHHBIX YIOCTOBEPEHUN
JAHHOTO JIEKApCTBEHHOTO Mpernapara;

BHECEHUE  CYIIECTBEHHbIX HM3MEHEHHH B  pPEKOMEHJAUuu 110
MEAUIMHCKOMY MPUMEHEHHIO Ha TEPPUTOPUSX JPYTUX TOCYAAPCTB IO
IpPUYMHAM, CBSI3aHHBIM C 0€30M1aCHOCTBIO JIEKApCTBEHHOT'O Ipernapara;

npobiema 1o 0e30macHoCTH, BBISIBJICHHAS B xoze
HEMHTEPBEHLIUOHHOTO MOCTPETUCTPALIMOHHOTO UCCJIEI0BAHMS,
KJIMHUYECKOTO MCCIIEIOBAHMS MIIH TOKIMHUYECKOTO UCCIEI0BAHMUS;

JaHHble TIO OE30MACHOCTH, KOTOpPHIE YCTAaHOBJIEHBI B PE3YJbTaTe
NEATEIbHOCTH 110 BBISBICHUIO CUTHaJa M MOTYT OKa3aTb BJIMSIHUE Ha
COOTHOIIIEHUE «I10JIb3a — PUCKY;

npoOnemMbl 1O  O€30MACHOCTH, CBA3aHHbIE C  [PUMEHEHHEM
JIEKapCTBEHHOIO npenapara He B coorBeTcTBuu ¢ OXJIII;

npoOsieMbl 1o 0€30MaCHOCTH, CBSI3aHHbBIE C OIMOOYHON MH(pOpMaLIHEit
B OXJIIT, UMII (JIB) nnu MapKkupoOBKe JEKapCTBEHHOTO Mpernapara;

HenmocTtatoyHas  3(PPEKTUBHOCTh  JIGKAPCTBEHHBIX  MPEMaparos,
NPUMEHSAEMbIX MPU NATOJIOTUH, MPEICTABIAIONICH yrpo3y >KU3HU 4YeNOBEKa,
a Tak)Ke BaKIIMH U KOHTPALIEITUBHBIX CPEACTB (WJIM €€ OTCYTCTBUE);

npoOsiemMbl MO O€30MACHOCTH, CBSI3AHHBIE C HCXOIHBIM ChIPbEM IS
IIPOU3BOJICTBA JIEKAPCTBEHHOTO Ipernapara v (Wjn) ero NoCTaBKamH.

JlanHas  uHpopmanmMs 1O  OE30MaCHOCTH  NIpEACTaBIsSeTCS B

IIMCBMCHHOM BHJC B YHOJ'IHOMO‘IGHHI)IP'I opraH rocyaapCTBa-4JICHA, Ha
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TEPPUTOPUN KOTOPOTO 3apPETUCTPUPOBAH TOJ03PEBACMBIN JICKAPCTBEHHBIN
npemapar. [Ipencrarinenne yka3zanHoW WH(pOpMammu Mo OS30MaCHOCTH HITU
3((HEKTUBHOCTH  JIEKAPCTBEHHOIO  Mpemapara  CIEAyeT  BBINOJHATH
HE3aMEeUINTENbHO, TOCJe TOTO, KaK O HEW CTajo H3BECTHO JEPKaTellto
pPETUCTPAIIMOHHOTO  yAOCTOBEPEHHMsS]  WJIM  €ro  yIMOJHOMOYEHHOMY
npeacTaBuTeN0. B mpencraBinsieMoil HWHPOpMAIMM  CIEAYET MPUBECTH
OTIMCaHKE BBIIICYKAa3aHHBIX JTAHHBIX MO O€30MaCHOCTH WK 3()PEKTUBHOCTH
MOJI03PEBAEMOT0  JICKAPCTBEHHOTO Ipemapara, JEHCTBUS WU MEpHI,
npejjaraéMble B OTHOIIIEHUHU TOJ03PEBaEMOro JIEKAPCTBEHHOTO IMpemnapara.
VYkazaHHble acrmekTbl npoduis 0e30MacHOCTH TOAJNIEkKAT BKIIOUCHUIO B
cooTBeTcTBYIOMUE pazaensl [IOODB nekapcTBeHHOTO NMpenapara v aHAIU3Y.

7.2. COOp cOOOIIEeHNI O HeXKETaTeTbHBIX PEaKITUIX.

7.2.1. O0s13aHHOCTH TOCYIapCTB-YICHOB.

VYIOTHOMOYEHHBIE OpraHbl KaXJIOTO TOCYyJapCTBAa-WiCHA JIOJDKHBI
pacmonaraTb CHCTEeMOW cOoOpa H pErucTpaluud BCEX COOOMICHWHA O
MOJIO3PEBAEMBIX HEKENATEIbHBIX PEAKIMIX, KOTOPHIC BBISBISIOTCS Ha €r0
TEPPUTOPUU W HA KOTOpbIE OOpalialOT BHUMAHUE CHEIHAIUCThl CHUCTEMBbI
37paBOOXpaHEHMUS, TAIUEHTHI, noTpeduTenu 170031 AeprKaTenu
PETUCTPAIIMOHHBIX YIOCTOBEPEHHIA.

VYIOTHOMOYEHHBIE OpraHbl Ka)XJOr0 TOCYyJapCTBa-WiCHA JIOJDKHBI
OPUMEHSTh COOTBETCTBYIOUIME MEphl JUIsl TOOIIPEHUS CHEIHANCTOB
CUCTEMbl 3/IPAaBOOXPAaHEHHsS Ha CBOEH TEPPUTOPUU K TPEACTABICHUIO
COOOIIIEHUH 0 TIOA03PEBaEMbIX HEKENATEIbHBIX PEAKIUIX Ha JICKAPCTBEHHBIC
npernaparsl B yIOJTHOMOUYEHHBIM OpraH TrocyaapcTBa-wieHa. Kpome Toro,
YIOJTHOMOUYEHHBIM OpraH TOCyJIapCTBa-wieHa BIpaBE HAJIOXKUTH Ha
CHELHAJIUCTOB CUCTEMBI 3IPaBOOXPAHEHHUS CIelUaIbHble 0053aTeNbCTBA M0

MPEJCTaBICHUIO COOOIIEHUI O TOA03PEeBAECMBIX HEXKeJaTebHBIX PEaKIMIX
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Ha JICKQPCTBEHHBIE Nperaparbl B YIIOJHOMOYEHHBIH OpraH TOCYyIapCTBa-
qJIeHa.

B memsx ontuMmuzanmm TpouEayphl MpEACTaBiICHUS HHPOPMAIUHA O
HEXEJIaTeIbHBIX PEAKIUAX CTaHAapTHBIE (POPMBI OJAHKOB ¢ BO3MOXKHOCTHIO
WX HEMOCPEACTBEHHOTO 3arOJHEHUS TO0JIb30BaTeNieM JOKHBI HAXOIUTHCS B
CBOOOHOM J0CTyNE Ha O(UIMATBHBIX CAalTaxX YIOJHOMOYCHHBIX OpPTaHOB
(YIIOJTHOMOYEHHBIX OpTaHU3aIIHi) B “H(pOPMAITMOHHO-
TEJICKOMMYHHKAITMOHHOW cetn «MHTepHET» BMecTe C HHpOpManuen o
pPa3sIUYHBIX CIOCO0ax TPEACTaBICHUS WH(OpMAIMM O IOA03PEBACMBIX
HEXEJIaTeIbHBIX PEaKIUAX, CBSI3aHHBIX C IPUMEHEHHEM JIEKapCTBEHHBIX
penaparos.

VYIOIHOMOYEHHBIMUA  OpraHaMH TOCYAAapCTB-YJICHOB JOJKHO OBITh
oOecrieueHo BKIIIOYCHUE B CIMHYIO 0a3y JaHHBIX HEXENAaTeIbHBIX peaKIuit
TOCYIapCTB-4JIEHOB BCEX COOOIICHHA O CEpPbE3HBIX HEXKeIaTeIbHBIX
peaKIusx, BBISIBICHHBIX ~ HAa  TEPPUTOPUAX  TOCYAapCTB-UICHOB,
MPENCTABICHHBIX B COOTBETCTBYIONIMK  YIOJHOMOYEHHBIH  OpraH
rocyaapcTBa-ujieHa U OIEHEHHBIX KaK BaJUIHBIC.

VYIIOJITHOMOYEHHBIM OpraHaM TOCYIapCTB-YJICHOB CJCIYyeT NMPUMEHSTH
MEpBl «BBIPAKCHHS TPHU3HATEIBHOCTH» 3a PAbOTy M0 TMPEACTABICHHUIO
COOOIICHUI O HEeXeNaTeIbHBIX PpPEaKIHsX, BKJOYas IMpeACcTaBICHUE
penopTepaM JOMONTHUTEIBHOW WH(OOpPMAIIUU O pe3yibrarax JaIbHEHUIIEro
pPacCMOTpPEHHSI COOOIIEHUI O HEXKENATEIbHBIX PEaKIUAX Ha JIEKAPCTBEHHBIC
npenaparel.

[Ipu mpencraBieHWH COOOIICHUH O HEXKEIATEIbHBIX pPEaKIHUsIX Ha
JICKapCTBEHHBIC pernaparsl JepKaTeIIMu PETHCTPAIIMOHHBIX
yAOCTOBEPECHHM,  YIOJIHOMOUYCHHBIE OpraHbl  TOCYIapCTB-YJICHOB, HAa

TCPPUTOPHAX KOTOPBIX HMCJIAa MCCTO IIOAO3pCBACMAsd HCKCIIATCIIbHAA
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peakius, BIIpaBe MPUBJIEKAThH aepsxarenein PErUCTPAIIMOHHBIX
YIO0CTOBEPEHUM K TOCIIEAYIONIEeH paboTe 10 JaHHBIM COOOIIICHUSIM.

Kaxnoe rocynapcTBO-uJieH JIOJDKHO — OOECleuruTh, YTOOBI  €ro
YIOJHOMOYEHHBI OpraH, OTBETCTBCHHBIM 3a KOHTPOJb OOparieHus
JEKapCTBEHHBIX  MpernaparoB, Obul  NpOMH(OPMHUPOBaH O  JIFOOOU
MOJI03pEBAaEMOM HEXKeNaTeIbHON peakluy, Ha KOTOPYIO OOpaTuiii BHUMaHUE
CHEIUATUCTBl JII000TO JIPYroro opraHa TOCYIapCTBEHHOTO YIIpaBJiCHUS,
BEJIOMCTBA, YUPEIKICHUS WM OpPTaHU3aIlii, OTBETCTBEHHBIX 3a 0O€30TIaCHOCTh
MalMeHTOB B JaHHOM TOCydapCTBE, M YTOObI 3THU COOOIIEHHUS ObUIU
MpeACTaBIICHbI B HAIIMOHAIBHYIO 0a3y JaHHBIX. B ciydasx korjma cooOmieHus
O TIOIO3PEBAEMBIX  HEXKENATENbHBIX  pPEaKUMusX ObLIM  HampaBIICHbI
HEMOCPEACTBEHHO B HWHBIE OpraHbl TOCYJApPCTBEHHOTO  YIpaBICHUS,
BEJOMCTBa, OpraHu3amuv W (WIM) YYPSKICHHS B JIAaHHOM TOCYIapCTBe-
YjieHEe, YIOJHOMOUYCHHBIM OpraH TOCyJapCTBa-ujieHa, B TOJHOMOYMS
KOTOPOTO BXOJUT OCYIleCTBIeHUE (apmakoHan3opa B cdepe oOpareHus
JIEKapCTBEHHBIX CPEACTB, MOJDKEH MMETh C HUMH COIJIalieHusi o0 oOMeHe
JAHHBIMU, [JII TOTO, 4YTOOBI 3TH COOOIICHUS HAMpPaBISUINCh B JTaHHBINA
YIOJIHOMOYEHHBIH OpraH TOCyJapcTBa-ujieHa. YKazaHHOe TpeOoBaHUE
pacIpoOCTpaHIETCS TaKXKe Ha CIydau Pa3BUTHS HEXKEJIATEJbHBIX PeakIuii Ha
JICKapCTBEHHBIE Tpernaparbl, KOTOPbIC SBUJIUCH CICACTBUEM MEIUITHHCKUX
OIIHOOK.

7.2.2. O0s13aHHOCTH JiepKaTesiell perucTpalMOHHbIX YI0CTOBEPEHUH.

Kaxnplii  nmepxareiab PErucTpaldoOHHOTO  YIOCTOBEPEHUS JIOJDKEH
YCTAHOBUTh W TIOMJEPKHBATh CHCTeMy cOopa W perucTpaiuu  Bcex
COOOIIIEHHH O TIOJI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIUAX HaA JICKAPCTBEHHbBIC
mpenaparbl, KOTOpbIe IOCTYNalOT B €ro pachopspkeHHe Kak B paMKax
CIIOHTAaHHOTO PETIOPTHPOBAHUSI CTICIIHATNCTAMU CUCTEMBI 3/[PaBOOXPAHEHUS,

narfmeHraMm 0)0%1 HOTpC6I/ITeJI$IMH, TakK n B xXone IIPOBCACHUA
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MOCTPETUCTPALIMOHHBIX ~ HMCClIeoBaHUM. Jlepkarean  perucTpaldoOHHBIX
yAOCTOBEPEHUM  JODKHBI ~ CO3/1aTh  MEXaHU3MbI,  0O0ECIeuYMBAIOLIUe
BO3MOXKHOCTh TPOCTECKHBAHHUS COOOIICHUNA U TMOCJIEenyIouieil paboThl C
COOOIICHUSIMU O HEXKEJIATEIHbHBIX PEAKITUIX.

OO0s13aHHOCTB IO COOPY CBEICHUM O MOJI03PEBAEMBIX HEXKEIATEIbHBIX
peaKkIusax JepKaTensiMu PErucTparmoOHHBIX yIAOCTOBEPEHUI
pacmpocTpaHsieTcs B TOM 4YHCJIE€ Ha COOOIIEHMs, OTHOCSIIMECS K
JICKapCTBEHHBIM TIperaparaM, BIIAJICHHE KOTOPBIMH HE MOXET OBITh
UCKJIIIOYCHO KCXOAS W3 YKa3aHHBIX B COOOIICHUH O TO03PEBAEMOM
HEXEJIaTeIbHON peakluW Ha JICKApCTBEHHBIM TIpernapar HanMEHOBAHUS
JIEHCTBYIOIIETO BEIIECTBA, COCTaBa, HOMEpa MapTHUU, CIOCOOa BBEACHUS,
rocyaapcTBa MEPBOUCTOYHUKA WM TOCYAApCTBA Pa3BUTHS IOI03pEBaeMOM
HE)KEJIaTeJIbHOM PeaKLu.

7.2.2.1. CnoHTaHHBIE COOOIICHUS.

Jlepxxarenu PETUCTPAITMOHHBIX yIOCTOBEPCHHM TOJKHBI
pEerucTpUpoBaTh BCE CIOHTaHHBIE COOOIIEHHUS O  TOAO3PEBAEMBIX
HEXEJIaTEeIbHBIX PEaKIMsIX, BO3HUKAIOIIMX Ha TEPPUTOPHUSX TOCYIapPCTB-
YJIEHOB WJIM 3a MX mpeaenamMu. Takue cOoOOIIeHUs BKIIOUAI0 BCE CUTHAIBI O
MOJTIO3PEBAaEMBIX HEKEJIATCIIbHBIX PEaKIUAX, IMOJYYCHHBIE B JJIEKTPOHHOM
BHJIC WU KaKUMH-TUOO JIPYTMMH TOAXOIAIIMMH criocodamu. [lepxkarenu
PETUCTPAIIMOHHBIX YAOCTOBEPEHUI MOTYT HCIOJIb30BaTh CBOW CaWTHI B
nH()OPMAITMOHHO-TEIEKOMMYHHUKAITMOHHON ~ CeTH «Uatepuery s
COACHCTBUS COOpY CBEIACHHI O MOM03PEBACMBIX HEXKEIIATEIbHBIX PEaKIIUsIX,
IIPEIOCTaBUB HA HUX OJIAHKH JIJIS 3alIOJTHEHUS COOOIICHUI 0 HEXKeaTeIbHBIX
peakmusaX  WIM  COOTBETCTBYIONIME  KOHTAKTHBIC  J@aHHBIE IS

HETOCPEACTBEHHOU CBS3U.
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7.2.2.2. CooO1ieHusi, MoJy4eHHBIE TI0 3aMpocy.

Jlepxarenu PETUCTPAMOHHBIX YIOCTOBEPEHU M JTOJIKHBI
pPErUCTPUPOBATh BCE COOOIIEHHUS O TMOJ03PEBAEMBIX HEXEIATeIbHBIX
peaKIuaX, BOZHUKAIOUIUX HA TEPPUTOPHUSIX TOCYIAPCTB-WICHOB WJIM 3a UX
npefeiaMu U BBISBICHHBIX B XOJI€ MOCTPETUCTPAIIMOHHBIX HCCIIETOBAHUM.
B nanHble cOOOIIEHMS, TOMYyYEHHBIE IO 3ampocy, BXOAST COOOIIEHUS,
MOJIyYeHHBIE MO pe3ybTaraM OPraHM30BAHHOTO cOOpa JaHHBIX, KOTOPBIN
WHULIMUPYETCS,  YNpaBISIETCd WM (PUHAHCHUpPYETCS  JIepKaTesiMU
PErUCTPAllMOHHBIX YIOCTOBEpEeHUH. J/[aHHBIE COOOILEHUS TaKXKe BKIIFOUAIOT
CBEJICHUSI TMOCTYNHUBIIME B XOJI€ BBINIOJHEHUS] HEUHTEPBEHIIMOHHBIX
MOCTPETUCTPALIMOHHBIX ~ HCCIEIOBAHUN,  OPOrpaMM  HCHOJb30BAHUS
JIEKapCTBEHHOTO Tpernapara B CBA3U C UCKIIOUUTEILHBIMU 00CTOSTEIHCTBAMU
U3  COOOpaXeHUM  COCTpaZlaHus, MEePCOHAIM3UPOBAHHBIX  IPOTrpaMM
UCIIOJIb30BaHUSl ~ HE3apEruCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  Ipemnapara,
JIPYTUX MporpaMM TMOJJICPXKKH IMAIMEHTOB M MOHHUTOpPUHTra 3a00JICBaHUM,
porpamMM MOAACPKKH MAIMEHTOB U coopa nHbopmaruu 06 3¢HeKTUBHOCTH
WJIU TIPUBEPKEHHOCTHU NMALMEHTOB JICUEHHIO, & TAKKE BEICHUS PEECTPOB.

JlepkaTenu perucTparliOHHbIX YIOCTOBEPEHUHN JOJKHBI BHEIPUTH U
UCIIOJIb30BaTh MEXaHU3MbI COOpa MOJHOW M BCECTOPOHHEW MH(OpMaluu o
ClydasX IIOJIO3PEBAaEMbIX HEXEIaTeNbHbIX pEaKIUid TMpU TMEPBUYHOM
COCTaBJICHUU COOOIIEHUH O TOJ03PEBAEMBIX HEXKEIATEIbHBIX PEAKIHIX I10
pe3ysbTaTy MOJyYeHHS! CIIOHTAHHBIX COOOIICHUHN O TaKMX PEAKIUIX B IENIX
obecrieueHus BOBMOKHOCTU TIPOBECHHUS HaJJIEkKaIEl OILIEHKH COOOIICHUS U
BBITIOJTHEHUST ~ TPEOOBAaHUM  TMO  CPOYHOMY  PEINOPTUPOBAHUIO B

YIOJHOMOYCHHBIC OPraHbl TOCYAapCTB-4JICHOB (eCJ'II/I HpI/IMeHI/IMO).
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7.2.2.2.1. CooOmieHus, MOJTy4YCHHBIE B XO0JIe MPOBEICHUS
HEUHTEPBEHIIMOHHBIX MCCIICTOBAHUM.

Ecnu nanaeie 0 mogo3peBacMoOl HEXKENATEIIbHOW PEaKLUU IIOJIyYEHBI B
XOJZI€ BBITOJTHEHUS] HEUHTEPBEHIIMOHHBIX UCCIICIOBAHUM, CIEAYET pa3ieiabHO
aHAJTM3UPOBAaTh JIAHHBIE HCCIEAOBAHUM CO COOpPOM TMEPBUYHBIX JaHHBIX
HaIpsSIMyH0 OT TAIMEHTOB MU CHEIUAIMCTOB CHUCTEMbI 3PaBOOXPAHCHUS H
HCCIICIOBAHUSIMU C TaKUMHU JU3ailHaMH, KOTOPhIE OCHOBaHBI Ha BTOPUYHOM
UCIIOJIb30BAaHUU JIAHHBIX (HAapUMEp, MCCIEAOBaHUs, OCHOBaHHbIE Ha
NepecMoTpe  MEAUIMHCKUX  KapT WM  JJIEKTPOHHBIX  3amucei
3/IpaBOOXPAHECHUSI, CUCTEMAaTUYECKUE IEPECMOTPbI UM METa-aHaJIU3bI).

Coo0mieHre COCTaBIISIETCS €CIM  PEIMopTepoOM WM JIepIKareieM
PETUCTPALIMOHHOTO  YIOCTOBEPEHUS  MPEAIOoJaraercs  Haludyue, Kak
MUHUMYM, BO3MOXHOW MPUYUHHO-CJIEJACTBEHHON CBS3U C IOJ03PEBAEMbIM
JeKapcTBeHHbIM TipenapatoM. CooOIIeHUs] O HEeXelaTelIbHBIX SIBJICHUSX, B
KOTOPBIX MPUYUHHO-CIICJICTBEHHAS CBSI3b OILICHUBAETCS KaK COMHUTEJIbHAs,
CJIeMyeT BKJII0YATh B 3aKJIFOUUTEIIBHBIM OTYET 00 MCCIICTOBAHHUM.

B oTHOmIEHHM HEUMHTEPBEHLMOHHBIX HCCICAOBAHUM C TMEPBUYHBIM
COOpOM JaHHBIX HANpsIMyI0 OT TMAIlMEHTOB W CIEIHAJIUCTOB CUCTEMBbI
3/IpaBOOXPAHECHUS MIPEACTABICHUIO TTOJIEKAT COOOIICHUS O HEXKEeIaTeIbHbIX
peakIusax, B  OTHOIICHWHU  KOTOPBIX  pEHnopTep WM  JepiKarelb
PETUCTPALIMOHHOTO  yAOCTOBEPEHHUS IOJ03PEBACT, UYTO MMEETCsA, Kak
MHHUMYM, BO3MOXHasl MPUYMHHO-CIICJICTBEHHON CBSA3b C I0JI03PEBACMbIM
JIEKapCTBEHHbIM TipenapatoM. I[lpoune cooOmIeHusT O HeXelaTeIbHbIX
peaKIysaX, B OTHOIIEHUU KOTOPBIX UMEETCS MOJA03PEHUE, YTO OHU CBS3AHBI C
JIEKapCTBEHHBIMU TIperapaTaMu, KOTOPhIE HE BXOSAT B YHCIIO HUCCIETYEMBIX
JIEKApPCTBEHHBIX TpernaparoB U B KOTOPHIX HE YCTAHOBJIIEHO B3aUMOJICHCTBHUE

C HCCICAYCMBIC JICKAPCTBCHHBIMHU IIpCIIaparaMu, HUCCICAOBATCIIAM CIICAYCT
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HaMpaBisATh B YIOJHOMOYEHHBIE OpraHbl TOCYIAapCTB-WJIEHOB (€CIU 3TO
MIPUMEHUMO).

[Ipu npoBeneHWH HEMHTEPBEHIIMOHHBIX HCCIEIOBAaHUNA, OCHOBAaHHBIX
Ha BTOPUYHOM HCIIOJIb30BAHUU JIAHHBIX, MPEACTABICHUE COOOLIEHUN O
BBISIBIISIEMBIX HEXKEJIaTEIbHbIX peakuusix He TpeOyercsa. Bce manHble 1O
BBISIBJICHHBIM HE)KEJIATeJIbHBIM PEAKIUSIM CYMMHUPYIOTCS B 3aKJIIOUUTEILHOM
oryeTe 00 UCCIIEIOBAHUN.

Jlepkarenp PErucTpalMOHHOTO YIOCTOBEPEHHUS BIPAaBE YTOYHHUTH
TpeOOBaHUS IO MPEACTABICHUIO COOOIIEHUN O HEXEeNATeNbHBIX PEaKIUAX B
COOTBETCTBYIOILIUX YIOJHOMOYEHHBIX OpraHax rocyaapcTBa-ujeHa.

JlepkaTento perucTpalioOHHOIO YAOCTOBEPEHMs CIEAyeT COOoAaTh
3aKOHOZIATEIbCTBO TOCYAAPCTBA-YIEHA, NPHUMEHSIEMOE K IIPEICTABICHHUIO
COOOIIEHUI O cllydasX @O0J03PEBAEMbIX HEKEIATelIbHbIX pEaKkuid B
HE3aBUCUMBbIE ITUYECKHE KOMUTETHI TOCYAapCTB-UJICHOB U UCCIEI0BATENSIM.

7.2.2.2.2. Ilporpamma HCHOJb30BaHUs JIEKAPCTBEHHOTO IIpenapara B
CBSI3U C  MCKJIIOUUTEIbHBIMH  OOCTOATEIBCTBAMH U3  COOOpaKeHHI
COCTpaJiaHus, NEPCOHAIN3UPOBAHHAS nmporpamma UCIIOJIb30BAHUS
HE3apEeTruCTPUPOBAHHOTO JIEKAPCTBEHHOTO TMpernapara.

Ecnu gepskarenb perucTpalioOHHOrO yAOCTOBEPEHHUS WM CIEHUAUCT
CUCTEMBI  3[IpaBOOXpAHEHUs] M3BELIEHBI O Qakre MoJ03peBaeMoi
HEXEJIATEJIbHOM PEaKkMU WM BBIBISIOT MOJ03PEBAEMYIO HEXKEJIaTEIbHYIO
peaKkiuil0 B paMKax  IPOBEACHHS  NPOrpaMMbl  HCIIOJIb30BaHUS
JIEKapCTBEHHOTO Tpernapara B CBA3U C UCKIIIOUUTEIbHBIMU 00CTOSTEIHCTBAMU
U3 COOOpaKEHUW COCTpaJaHus WIH TEePCOHATU3UPOBAHHON MPOTrPaMMBbI
UCIIOJIb30BaHUSl ~ HE3apEruCTPUPOBAHHOIO  JIEKAPCTBEHHOrO  Mpemnapara,
COOOILIEHUSI O HEXKENATeNbHbIX PEAKIMIX TMPEACTABISAIOTCS CIEAYIOMNUM

00pazoM:
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B cCllydae eclid HeKellaTelbHas peakuus Oblla BBISIBICHA IyTEM
aKTUBHOTO TIOWCKa, CIEAyeT MPEACTaBIsATh COOOIIEHHUS TOJBKO O
HE)KEJIATEIIbHBIX PEaKUUsIX, y KOTOPBIX MNPUYMHHO-CICACTBEHHAsA CBS3b C
IIPUMEHEHUEM TOJ03PEBAEMOTO JIEKAPCTBEHHOIO IIpEnapara OIpEeAeNseTcs
MEPBOMCTOYHUKOM  COOONIEHUS WM  JAEp)KaTrelieM PErucTPaliioOHHOrO
YIAOCTOBEPEHUSI KaK BO3MOXKHASI (KaK MUHUMYM). OTH COOOIIEHHUS CIIETyeT
paccMaTpuBaTh Kak COOOIIECHUSI O HEXKeJaTeIbHBIX PEaKIMSIX, MOTYyYEHHbIX
IO 3aIpocy;

B CJy4yae €ClId HEeKeJaTellbHas peakuusi Oblia BBISBJIECHA HE IyTEM
AKTUBHOI'O TOMCKA WJIM 3alpoca, BCE HEXKENATeIbHbIE U HEMPEIHAMEPEHHbBIC
peakuuu Ha JIEKapCTBEHHBI mpenapar CleayeT paccMarpuBarh Kak
COOOIIEHUS O MOA03PEBAEMOI HEXKENATEIbHOM peaKIuu, MOJTyYeHHOW HE TI0
3aIpoCy, U MPEACTABIATh KaK COOTBETCTBYIOIIEE COOOIIECHHUE.

7.2.2.2.3. lIporpamMa noiep>KKu MaeHTOB.

IIporpaMma mMONIEPKKKM TALMEHTOB SBISIOTCS  Pa3HOBUIHOCTHIO
CHUCTEM OpPraHW30BaHHOTO cOOpa [aHHBIX, MPHU KOTOPBIX JEp>Kareib
PErUCTPAIIMOHHOTO YAOCTOBEPEHHUSI COOMpAeT [aHHbIE, OTHOCSIIHUECS K
UCIIOJIb30BAHUIO  JICKAPCTBEHHOTO  IMpernapara  OOJbIIMMH  TpyHIIaMu
nanueHToB. [IpuMepamMu MNOCTPErHCTPALMOHHBIX MPOTrpaMM  MOJEPKKHU
MAIMEHTOR SIBJISIIOTCSI IPOTPaMMbl MOHUTOPHUHTA 3a00JICBAaHU, MOHUTOPHUHTA
MaIryeHToB, cOopa mHMOpPMAIMU O TPUBEPKCHHOCTH TAIMEHTOB JICYCHHIO,
MOHUTOPHUHIA B PAMKaX CUCTEM KOMIIEHCAIIUH (BO3MEILICHHUS).

JlomyckaeTcsi MpOBEICHUE AKTUBHOIO TTOMCKA HEKEJIATEIIbHBIX PEaKIUM
B XOJC BBIMOJHEHUSI PA3JIMYHBIX BHUJOB CHCTEM OPraHW30BaHHOTO cOopa
JAHHBIX, B ATOM CIy4a€ 3THU HEXKEJIATEIbHBbIC PEAKIUU CIEAYET YUYHUTHIBAThH
KaK COOOIIEHMs, MOITy4YeHHBbIE MO 3ampocy. OTYEThI CIEAyeT COCTaBISATh

TOJIBKO O HEXKEIATENIbHBIX PEaKUHSIX, B KOTOPBIX PEMNOPTEPOM HIIH
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JepKaTelieM PETUCTPAIMOHHOTO YIOCTOBEPEHHsI MPUYMHHO-CIICICTBEHHAS
CBSI3b YCTAHOBJICHA KaK BO3MOXKHAsI (KAK MUHUMYM).

B cnyuae ecnam B paMkax CHCTEMBbI OPTaHHM30BaHHOTO cOOpa JTaHHBIX
HEe)KeNaTeNbHas peakiys Oblla BHISIBJICHA HE B MPOIECCE aKTMBHOTO MOMCKA
(3ampoca), BcCe HEXKeNaTeslbHble M HENpPEAHAMEPEHHBIE pEakUud Ha
JICKApCTBEHHBIN  Mpernapar, KOTOpble OBUIM  COOOIICHBI  JIepPIKaTEeIr0
PETUCTPAIMOHHOTO  YIOCTOBEPEHUS  MEIUIMHCKAM  PabOTHUKOM WU
MaIMeHTOM, CIEAyeT pacCMarpyBaTh KakK COOOIEHHUsS O IMOJYYEHHOW HE IO
3alpocy TMOJM03pPEBAacMON  HEXKENAaTeIbHOM peakiuu ¢ IPEACTaBIAThH
COOOIIEHUE COOTBETCTBYIOIIUM 00Pa30M.

7.2.2.3. CooOmienus, oOmnyOJIMKOBaHHBIE B  HAYYHO-MEIUIIMHCKOU
JUTEpaType.

Jlepxarensm pEerUCTPaIMOHHBIX yAOCTOBEPEHUI clieayer
OCYHICCTBJIATH ~ MOHUTOPUHT  TyONWKamuid B  HAyYHO-MEIUIIMHCKOM
JUTEpaType BO BCEX TOCYJapCTBaX, B KOTOPBIX pPa3pelieHO MPUMEHEHUE
COOTBETCTBYIOILIMX  JIGKAPCTBEHHBIX  MpemaparoB, W  OPEICTaBIAThH
OoOHapy)XeHHbIE  COOOILIEHUST O  HEeXKeNaTelIbHbIX  peakuusx B
YIOJTHOMOUYEHHBIE OpraHbl TOCYAAPCTB-WICHOB COIMIACHO TpeOOBaHUSIM
MEXKIYHAPOIHBIX IOTOBOPOB M aKTOB, COCTABISIONIMX IIpaBo Coro3a.

CpoyHOMY PEMIOPTHPOBAHUIO HE TOMJICKAT CIEAYIONIUE BBISIBICHHBIC
Opyd  MOHHUTOPHHIE  MyONMKAalMil  HAayYHO-MEOUIIMHCKOW  JINTEpaTyphbl
coobmieHus (MHGOpMAIIHs) O HEeXKEIATSIbHBIX PEAKITUX:

€CIM  BJAJICHWE  JIEKAPCTBEHHBIM  TPEmaparoM  JepKaTesieM
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS MOXHO WCKIIOYHTh HAa OCHOBaHUU
yKa3aHHBIX B COOOIICHIY HAMMEHOBAaHUH JCHCTBYIOIIETO BEIIECTBA, COCTABE,
cnoco0e BBEIEHUS, CTpaHe MEPBOUCTOYHUKA COOOIIEHUS WU CTpaHe

MIPOUCXOXKICHUS TTOA03PEBAEMON HEXKEIATEILHOM PEAKIINY;
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COOOIIEHUsI HA OCHOBE MH(OpMAIMUA HAYYHBIX MyOIHKaAIMd, KOTOPHIE
MPEACTABIAIOT CO00M O00OOIEHHBIC aHAIU3bl JAHHBIX W3 OOIIEAOCTYIHBIX
0a3 MaHHBIX WJIA COAEpKAT CBEJACHUS O TAIMeHTaX B BUJEC TaOMUI[ WIH
NOCTPOYHBIX NepeyucieHnil. JlaHHbIil BUJ HayYHBIX MyOJIMKAI[Mi OMKCHIBAET
HE)KeNaTeNbHbIE PEaKIMM, KOTOpbIE pPa3BUBAIOTCS B TPYIIE MAIEHTOB,
NPUHUMAIOIIUX  OMPEICICHHBIM JIEKAPCTBEHHBIA TMpemapar, ¢ IeJblo
BBISIBJICHUS WM KOJIMYECTBEHHOW OILEHKH YIrpo3bl g 0e30MacHOCTH
YeJI0OBEKa, CBSI3aHHOM C JIEKapCTBEHHBIM IpernapaToM. J[aHHbIE cTaThu 4acTo
CBsI3aHbI ¢ (hapMaKOAMUACMHUOJIOTHIECKUMHU HCCIEAOBAHUSIMH, WX TJIaBHOM
IEJIBIO SIBIISIETCS OOHAPYKEHUE WJTH OIICHKA OTPEICICHHBIX PUCKOB, KOTOPHIE
MOTJIM OBl TIOBJIUSTH Ha COOTHOIICHHUE «IOJIb3a — PHUCK» JIEKAPCTBEHHOTO
npenapara B IeJIOM.

Cenenusi mo 0€30MACHOCTH, NPEIACTABICHHBIE B TaKWX HAyYHBIX
nyOnuKanusax, ciaelyeT paccMaTpyuBarh B COOTBETCTBYIOUX pazaenax [100b
U OHU JOJDKHBI TPHWHUMAThCS BO BHHMAaHHUE TIPU aHAJIW3E BIMSHUS 3THX
CBEICHUN Ha COOTHOIICHHE «IOJb3a — PHUCK» JIEKAPCTBEHHOTO Mperapara.
O mo60i HOBOM MH(pOpPMAITUK MO 0€30MAaCHOCTH, KOTOPas MOXKET TOBIHATH
Ha COOTHOIIEGHUE «IOJb3a — PHUCK» JIEKAPCTBEHHOTO Tperapara, ClIemayeT
HE3aMEeUTUTEIFHO YBEIOMIISITh YIIOJTHOMOUEHHBIN OpraH rocyaapcTBa-4iieHa,
Ha TEPPUTOPHUH KOTOPOTO 3apErUCTPUPOBAH JICKAPCTBEHHBIN ITpemapar.

7.2.2.4. llopo3peBacMble HEXKENATEIbHBIE PEAKLIHWHU, CBS3aHHBIE C
neextoMm KadecTBa WM (GambCUPUIIUPOBAHHBIMH  JICKAPCTBEHHBIMU
npernaparamu.

Eciu coolmienne o mompo3peBaeMoil HexxenaTeIbHOW PEeaKIiK CBSI3aHO
C TMPUMEHEHUEM JIEKApCTBEHHOTO TMpenapara, ¢aibCupuKaius KOTOPOTo
noj0o3peBaeTcsi MO0 YCTAHOBJIEHA, WM JIGKAPCTBEHHOTO Ipemapara
HEHA/IJIeXKAIIETO KaueCTBa, JAaHHOE COOOIIEHUE TOJICKUT PEOPTUPOBAHUIO

(B ciIydae OTHECEHUSI €r0 K BAJIMJHOMY COOOIIEHUIO).
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B »Tux ciydasx B Lensx OXpaHbl OOIIECTBEHHOTO 340POBBS MOXKET
noTpedOBaThCs MPOBEACHHE TAKUX CPOYHBIX MEp, KaK OT3bIB C pbIHKA
1 nedexTHON cepum JiIeKapCTBEHHOro mpemnapara uiau Oonee. Jlepkarensim
PErUCTPAlMOHHBIX  YAOCTOBEPEHHMM  CJIEAYET MCIOJIb30BaTh  CUCTEMY,
00€eCIeunBaONIY IO IIPOBECHUE HE3aMeINTEIbHON OLICHKU U
paccliieZJoBaHUE TIOJYUYEHHOTO COOOIIEHMSI O MOI03PEBAEMOI HEXKeNaTeIbHON
peaklyy, CBA3aHHOM C QanbCUPUIMPOBAHHBIM JIEKAPCTBEHHBIM MPENapaToM
Win  JeEeKToM KadecTBa JIEKAPCTBEHHOro mpemnapara. B ciyuae
NOJTBEPXKACHUSI Hanuuus AedeKkra KauecTBa TpeOyeTcss He3aMeNJIUTEIbHOE
YBEIOMJIEHUE JepKaATEIEM PETUCTPALIMOHHOTO YAOCTOBEPEHHUS
HEIOCPEICTBEHHOTO  NPOU3BOAMUTENS  JIEKAPCTBEHHOIO  IIperapara W
YIIOJIHOMOYEHHBIX OPraHOB rOCYIapCTB-YWICHOB.

7.2.2.5. [logo3peBaemasi mnepenadya HWHQPEKIIMOHHOTO areHra uepes
JIEKapCTBEHHBIN IIpenapar.

NH}EeKIHOHHBIM areHTOM CYUTAeTCA 000N MHUKpPOOpPraHU3M, BUPYC
win MHQEKIMOHHAs YacTula (Hampumep, MPUOH, MPOTEHH, Mepearouiue
TPAaHCMHUCCHBHYIO  Ty0uaTyro  SHIe(alonariio), MNaTOreHHbIE  WUIU
HEIATOTCHHBIE.

[lono3penne Ha Qakt nepegaun HHGEKIMOHHBIX AareHTOB 4Yepes
JIEKAPCTBEHHBIN IpPENapar pacCMaTpPUBAETCS KAK CEPbE3HAasl HEXKeJlaTelbHas
peaKkuys, IOMJIEKAMAS CPOYHOMY PENOPTUPOBAHUIO B COOTBETCTBUU C
TpeOOBaHUSIMU 3aKOHOJATENLCTBA TOCYAApCTB-wiIeHOB. JlaHHOe TpeOoBaHue
pacIpOCTPAHSIETCS TAK)KE HA BAKLIMHBI.

[lepenaya BO3OyauTenss WHPEKIUU MOXKET MOAO3pPEBaTbCs  Ha
OCHOBaHMM KIIMHUYECKUX TPU3HAKOB WA CHUMIITOMOB, a TaKXe
71a00paTOPHBIX pE3yAbTaTOB MCCIENAOBAHUM, YKA3bIBAIOIIUX Ha HAJIM4YWE
MH(EKIMW y TMalWeHTa, IOABEPIIIErocss BO3JCUCTBUIO JIEKAPCTBEHHOIO

npenapara. Cieayer yaelsTh 0co00€ BHUMAaHUE OOHAPYKEHHIO HH(DEKIIHA
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Wik Bo30yauTenedl mHGEeKIui, 0 KOTOPhIX UMeeTcss MHGOPMAIMH, YTO OHU
CIIOCOOHBI TIEpe/aBaThCsl 4Yepe3 JIEKAPCTBEHHBIM Mpernapar, HO MPU ITOM
CJIETyEeT YUYUTHIBATh TAKKE M PUCK MOSIBICHUS] HEU3BECTHBIX BO30YIUTENECH.

Ouenky  mojo3peBaeMoil  mepegaud  MH(EKIMOHHOTO  areHTa
NOCPEICTBOM JIEKAPCTBEHHOIO Mpemnapara CIEAyeT MHPOBOAWTH C 0COOOM
OCTOPOKHOCTBIO U 00€CTIeYnBaTh, HACKOJIBKO ATO BO3MOXKHO, pa3rpaHUYCHUE
OpUYUH WHQPUIIUpOBaHUs (HApUMEp, UHBEKIHS WU MPHUEM), UCTOYHUKA
uHpekuuyu (HarpuMep, KOHTaMUHALMA JIEKQpCTBEHHOTO IIpernapara) u
KJIMHAYECKOTO COCTOSIHMSL ~TAalMEeHTa Ha MOMEHT MPearnoiaraeéMoro
UHOUIMPOBaHUS (MMMYHOAENPECCUBHOE COCTOSIHUE WM MPEAUIECTBYIOLIAs
BaKIIMHAIINSA).

[ToaTBepxkAeHNE KOHTaMHHAUMKU (BKJIKOYAas HECOOTBETCTBYIOIILYIO
WHAKTUBAILIUIO WK OCIa0JIeHUE BUPYJICHTHOCTH (aTTeHYyallli0) BO30OyIuTeNen
MH(PEKIIMU KaK aKTHUBHBIX BEIECTB) IOJ03PEBAEMOI0O JIEKApPCTBEHHOTO
npernapara MOBBIIIAET CTENEHb J0Ka3aTeNbHOCTH IMepefadyd BO30yauTess
WH(DEKIIMA ¥ TOAO03PEHMs] Ha Haiauuue AedeKkTa KauyecTBa JIEKapCTBEHHOTO
npemnapara.

7.2.2.6. lleppon Mexay mnomaded 3asBICHUS Ha TOCYJApPCTBEHHYIO
PErUCTPALIMIO JIEKAPCTBEHHOTO Mpernapara U MOJIy4YeHUEM YIOCTOBEPEHUS O
€ro roCcy1apCTBEHHOM perucTparuu.

B nepuon BpeMeHH MeXIy MOAadyeil 3asBJICHUSI HAa TOCYJAapCTBEHHYIO
PErUCTPALMIO JIEKAPCTBEHHOTO Iperapara U MOJIyYeHUEM YIOCTOBEPEHUS O
€ro TroCyIapCTBEHHOM perucTpanuu y JAep:Kareias perucTpaloHHOIO
YIAOCTOBEPEHUSI MOKET MOSBUTHCS MHPOPMALIKsl, U3MEHSIOIAsi COOTHOILICHUE
«IoJb3a — PUCK» JIEKAPCTBEHHOTO Mpemnapara. B o0si3aHHOCTH Aeprkarens
PErucTparMOHHOTO YIAOCTOBEPEHHUSI BXOIUT o0ecrieueHue

HE3aMEUTUTEILHOTO MpeCTaBICHUS JTAHHOU nH(pOpMaLIIU
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YIOJIHOMOYEHHOMY  OpraHy TOCyJapCTBa-4JieHa, KOTOPbIA  IMPOBOAUT
AKCIIEPTU3Y U PETUCTPALUIO JIEKAPCTBEHHOTO Mpenapara.

7.2.2.7. llepuon mociie TNPUOCTAHOBICHHS JCWUCTBUS WM OT3bIBA
PErUCTPAIMOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOIO MPENapara.

JlepKaTtenb PErMCTPAlMOHHOIO YIOCTOBEPEHUS OJKEH IPOJOJIKATH
coOuparb CBEIEHHUS O TMOJO3PEBAEMBIX  HEXKEJAaTeIbHBIX  PEAKIHUSX,
CBA3AaHHBIX C PAacCMaTpUBAEMBIM JICKAPCTBEHHBIM IPEMNAparoM, MOCIHE
IIPUOCTAHOBIICHUSI JEHUCTBUS €r0 PETMCTPALMOHHOTO YIOCTOBEPEHHS C
BBITIOJITHEHUEM PENOPTUPOBAHUS B  CIIydasX, KOTOPBIE YIOOBJIETBOPSIOT
KPUTEPHUSAM CPOYHOTO PEMNOPTUPOBAHUS.

B ciydae OT3bIBA PEruCTPaLiMOHHOTO YIOCTOBEPEHHUS
YIIOJIHOMOYEHHBIE OpPTaHbI JOJKHBI ITOHYX/1aTh JepKaTeis
PETHCTPALIMOHHOTO YIOCTOBEPEHUS] MPOJIOJDKATh COOUparh CBEACHUS O
MOIO3PEBAEMBIX HEXKENATENbHBIX PEAKLUMIX Ha JIEKAPCTBEHHBIM Npenapar
(Hanmpumep, Uisi OOJEryeHus BBIMOJTHEHUS OLEHKH B CiIy4yae pa3BUTHS
OTCPOYCHHBIX  HEXENATEIbHBIX  pEaKkUud  WIM UL TOJYYCHUS
PETPOCIIEKTUBHBIX COOOIIEHUN O HEXKENATEIbHBIX PEAKIIUIX ).

7.2.2.8. CocTaBlIeHME OTYETOB B IEPHUOJ YPE3BBIYANHBIX CUTyalUUld B
chepe 31paBoOXpaHEHUS.

UpesBblvaitHasi cuTyauust B cdepe 3IpaBOOXpaHEHUsT — 3TO yrposa
OOIIIECTBEHHOMY 370pOBBIO, O(HUIIMAIBHO YyCTaHOBJICHHAas BcemupHOA
OpraHu3alyer 3ApaBOOXpaHEHUs. B ciyyae 4Ype3BBIYAWMHOM CUTyallud B
chepe 3IpaBOOXPAHEHUM YIOJTHOMOYEHHBIE OpPraHbl BIIPaB€ BHOCHUTH
NOMpPaBKU B TpeOOBaHUS K PErYISIPHOCTH COCTABICHHUS OTYETOB O
MOI03PEBAEMBIX HEXKENATEIbHBIX PEAKUUAX. Takue monpaBKu MPUHUMAIOTCS
OTIEIBHO JUIS KAKJIOTO ClIydasl YpE3BbIYAMHOM CUTyallMl U U3BEIICHUS O HAX

pa3MemialoTcss Ha OQPUUUAIBHBIX CalTax YMNOJHOMOUYEHHBIX OPraHoOB
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rocyJapcTB-4wieHOB B  HMH(OPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHON  CeTU
«HTEpHETY.

7.2.2.9. CooOl1ieHHs OCHOBaHHbIE Ha CYJACOHBIX HMCKaX B OTHOIICHUU
Bpena, MPUYNHEHHOTO TPUMEHEHNEM JIEKApCTBEHHBIX IIPETaparoB.

C cooOmeHnsIMH, BO3HUKAIONIUMHU IO pe3ybTaTaM pPacCMOTPEHUS
CyIeOHBIX HMCKOB B OTHOIICHUW MPUMEHEHUS JICKAPCTBEHHBIX IpEnaparos,
clielyeT padoTarh Kak ¢ COOOIEHUSIMH, MOJy4YeHHbIMU Oe3 3ampoca. Cienyet
MIPECTABIATh COOOIICHMSI TOJIBKO O HEXENATeIbHBIX PEaKIHAX, B KOTOPBIX
penopTepoM  WIM  JIepKarelieM — PEeTHUCTPAIMOHHOTO  YIOCTOBEPEHUS
MpeamnoiaraeTcsl HaJIWdde KaKk MHUHAMYM  BO3MOKHOW — ITPUYHHHO-
CJIICTBEHHOW CBSI3M HEXEJNATEILHOTO BO3JICUCTBUS C TOJ03PEBAEMBIM
JEKapCTBEHHBIM TMpemapatoM. B 3Tux ciyyasx He3aMeIUTEIbHOe
pPENOPTUPOBAHUE  OCYIIECTBIISIETCS, €CIM  COOOIIEHUE  YIOBIETBOPSIET
KPUTEPHUSM, YCTAaHOBJICHHBIM MEXKIyHApPOAHBIMH JIOTOBOPAMH M aKTaMH,

COCTABJIAIOIIUMU IIPpaBO Coroza u 3aKOHOAATCIILCTBOM IOCYAapCTB-YJICHOB.

7.3. IlonroroBka MHAMBUYaTbHBIX COOOIIEHUI
0 HEeXeJaTeIbHBIX PEeaKIusiIX

7.3.1. Uadopmanimst 0 TOHO3PEBAEMBIX, B3aWMOICHCTBYIOIIMX |
CONyTCTBYIOIIUX JICKAPCTBEHHBIX Mpenaparax.

B coobmienun o HexenaTeabHOM peakIMu CIeIyeT YKa3bIiBaThb
HaNMCHOBAaHHUSA MOJA03PEBAEMBIX, B3aUMOJICCTBYIOIINX u (vm)
COITYTCTBYIOIIMX JIEKAPCTBEHHBIX IPENAPATOB, UX PEKUMbI JO3UPOBAHUA U
JIaThl Hayaja U OKOHYaHUs Tepanuu. [ KoMOMHHUPOBAHHBIX JIEKAPCTBEHHBIX
npernapaToB, KOTOpbIE coliep)KaT 0oJiee OJHOIO JICHCTBYIOIIETO BEIIECTBA,
HEOOXOJIMMO OT/ICJIPHO YKa3bIBaTh KaX10€ ACHCTBYIOIIEE BEIIECTRO.

Ecau B cooOmieHun onmuchiBaeMbIN Ciydail HEXeNaTelIbHOM peakIuu

YKa3aH Kak CBSI3aHHBIM C TCPAIICBTUYCCKHM KJIACCOM JICKAPCTBCHHBLIX
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IpernaparoB, TaKO€ COOOIIEHHWE CYHUTAETCS HEMOJIHBIM M HE OTBEYaeT
KPDUTEPHUSM  HE3aMEIJIMTEIIbHOTO MPEJICTABIEHUS B  YINOJHOMOYEHHBIE
oprasbl. B aToM ciiydae M0, OTBETCTBEHHOE 32 MPEICTABICHUE COOOIIECHUS
B YIOJHOMOYEHHBIE OpPraHbl TOCYAApPCTB-WICHOB, JOJDKHO IPUHSTH
HEOOXOMMBbIE Mepbl MO cOOpy HemocTaromed wuHbopMmanuu o
MOI03PEBAEMOM JIEKAPCTBEHHOM IpEIapare.

7.3.2. Ilono3peBaeMasi HexKenaTeabHasi peakiusl.

B cooOmieHnn o HexenaTreabHOW PeaklUM JOJKEH OBbITh yKa3aH BUJ
WJIA IIPUBEAEHO OMMCAHUE TTOA03PEBAEMOMN HEKENATEIbHON PEAKIUH.

7.3.3. OnucaHue HeXENareJbHOM peakuMu M OLEHKAa IPUYUHHO-
CJIIEZICTBEHHOU CBSI3U.

JUIsT  KaXIoro  OTAEIBHOTO  COOOIICHHS  MPEACTaBIseTCS  BCA
uMeronascs uHdopManus MO Pa3BUBIICHCS HEXENATEIbHOM peakiui.
Nudopmaiiuss 0 pa3BUTUM HEXENATEILHOM peakiuu JIOJDKHA OBITh
MpPEJACTaBICHAa B JIOTMYECKOM W  BPEMEHHOM  MOCJIEA0BATEIbHOCTH,
B COOTBETCTBUM C XPOHOJIOTHEN MU3MEHEHHSI COCTOSIHUS MALMEHTA, BKIIKOYAs
KIIMHUYECKOE TEYEHUE, TEPANEBTUUECKUE MEPbl, MCXOA U MOJYYEHHYIO
nocneaywouyo uHabopmainuo. OnucaHue JODKHO ObITh BCECTOPOHHUM H
BBICTYIIaTh KAaK CaMOCTOSTEIbHbIA MEIUIMHCKUKA OTYET, COIEpKALIUU BCE
M3BECTHBIC BAXKHBIC KIIMHUYECKUE JAHHBIC U CBSI3aHHBIE C HUMU CBEICHUS
(;1aGoparopHble, JOUATHOCTHYECKWE W  HWHBIE  CBEICHHUS),  BKJIIOYAs
XapakTepUCTUKY MalMEHTa, JACTaIu3allMi0 JIEYEHUs, HUCTOPUIO OOJE3HHU,
KJIMHUYECKOE TEUCHUE MPOSBIICHUMN, JUArHO3, HEXKENATEIbHbIE PEAKIIMU U UX
UCXO/, BaXKHbIE JAa0OpaTOpHbIE JaHHBIE U JIIOOYI0 JAPYryr0 HH(pOpMAIuIo,
KOTOpasi MOJATBEPKIACT WM OMPOBEPracT MOA03PEBAEMbIC HEKEJIATEIbHBIC
peakiuu. JlomkHBI OBITH OOOOIIEHBI BAKHBIE PE3YJIBTAThl BCKPBITUS WA

PE3YJIBTAThl TOCMEPTHOTO UCCIIEIOBAHUS (€CIIU PUMEHUMO).
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YIOJIHOMOYEHHBIE ~ OpraHbl  TOCYIAPCTB-YJIECHOB W JI€p)KATEIIH
PETUCTPALlMOHHBIX  YAOCTOBEPEHUN BIIPABE CHEJIATh KOMMEHTApUU B
OTHOILICHUM XapakTepa M OLUEHKM NPUYMHHO-CIECICTBEHHOW CBA3UM MEXIY
IIOI03PEBAEMBIM JIEKAPCTBEHHBIM ITPENAPAaTOM M HEKEJATEIbHOM pEeaKLuen
JOTIOJIHUTENBHO K OLEHKE MPUYMHHO-CIEICTBEHHON CBSI3M, KOTOPYIO CAENal
MIEPBOMCTOYHUK (PEMIOPTEP), €CIIH 3TA OLICHKA MPEICTABICHA.

7.3.4. Pe3ynbTarhl aHAIM30B U UHCTPYMEHTAIBHBIX UCCIIEI0BAHUMN.

B onucaHuM HeXenareapbHOM peakuuu Ccleayer  (PUKCUpOBaTh
pE3YJIBTATHl aHAJM30B M NPOLEAYDP, BBIINOJHEHHBIX C LEJIBIO JTHATHOCTUKHU
WIN TIOITBEPKIACHUS peakuuu (siBieHMs) (BKIIIOYas aHAIU3bl, TPOBEICHHbBIE
JUISl UCCIIENOBAHUS IIPUYMHBI, HE CBA3AHHOW C JICKAPCTBEHHBIM IIPENapaToM
(HarpuMep, CEepoJIOTMYECKUE aHajdu3bl Ha HMHPEKUMOHHBIA TENaTUT MpU
NOJIO3PEHUH Ha TeNaTuT, BBI3BAHHBIA JIEKAPCTBEHHBIM IpENaparom)).
Cnenyer coobmiarh O TMOJOXKHUTEIBHBIX U 00 OTPULATENbHBIX PE3ybTarax
aHAJIM30B U UHCTPYMEHTAIBHBIX HCCIIEIOBAHUM.

7.3.5. I[locnenyromiast uHGOpMAIIHSL.

OTnpaBuTento COOOIIEHUS O HEXKENaTeNIbHOM peakluu CleayeT
HAlpaBJsSITh MOCIAEAYIONIYI0 HH(DOpMALMI0O MO HEXENaTelbHOM peakuuu
HE3aMEIJIMTEIbHO, €CIM  NOJIydeHa  HOBas BaXkKHasd  MEOULHMHCKas
uHdopmanus. Baxnas HoBas uHdOpMalus O3HAuYaeT B TOM YHUCJIE HOBbBIC
IIOI03PEBAEMBIE HEXKEIJIATEIIbHBIE PEAKLINY, U3MEHEHUE B OLICHKE IMPUYMHHO-
CIIEZICTBEHHOW CBA3M M JIOOYI0 HOBYIO HMH(OpMAIMIO WIM JaHHBIE 00
U3MEHEHUM TEepBOHAYAIbHOW (MpeAIIecTBYONIe) HHPOpMALIMK O CiIyvae,
€CIM OHM BIIMSIOT HAa MEAULMHCKYIO OILIEHKY HEXEIaTeIbHOM pEaKIHH.
Unentudukanus BakHOM HOBOM wuHGOpMalMK, TpeOyrole CpodyHOro
PENOPTUPOBAHNS, BCErTIa HYKAAETCA B MEAULIMHCKOM 3aKJIFOUCHUH.

Crnengyer y4yuThIBaTh KakK 3HAYUTENIbHBIE M3MEHEHHS WH(OpMauu O

HCXKCJIATCIbHBIX PCAKIMAX JT00BIC CUTyalli1, IIpHM KOTOPBIX IIO OTACJIbHBIM
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CIIydasiM HEXKEJIATCJIbHBIX PEaKIUid MPOUCXOJUT TOHUKEHHUE KPUTEPUEB
Cephe3HOCTH W (WJIM) OICHKM NPUYMHHO-CJICACTBEHHOW (Hampumep,
nocineAywomas uHbopMmanus NPUBOJUT K  HU3MEHEHUIO  KPUTEPHUEB
CEPbE3HOCTU C CEPbE3HOM HEKEIATEIbHOU PEaKIMM Ha HECEPHE3HYIO WU
OIICHKA MPUYUHHO-CJICJICTBEHHON CBSI3U U3MEHSIETCS C UMEIOIIEH KaKOH-1100
YPOBEHBb B3aMMOCBSI3H HA COMHHUTEIBHYIO B3aMMOCBSI3b) M COOOIIATh O TAKUX
ClIy4dasX COINIACHO TPEOOBAHUSAM K CPOYHOMY IPEACTABICHUIO MH(OPMAIIUH
O HEXEJATEIbHBIX PEAKIIUIX.

B cnywae ecnu nocnenyromnias uH(popMaiusi BHOCUT HE3HAYUTEIbHbBIC
M3MEHECHUS B MEPBOHAYAIIBbHBIC JAHHBIE M OLCHKY HEXKEJIATEJIbHOW pEaKIuu,
OHa HE  TMOMICKHT  HE3aMEIUTEIbHOMY  mpeactaBieHuro.  Kak
HE3HAUUTENbHBIE W3MEHEHUS PACCMaTpPUBAIOTCS M3MEHEHUS OTIEIbHBIX
XPOHOJIOTUYECKUX AT B MPOIECCE OMUCAHUS U OLEHKU HEXKEJATeIIbHOU
peakiuu 0e3 BIMSHUS HA OIICHKY JIMOO Tepefady ciydasi Wid UCIIPaBICHUS
ONEeYaToK B Mpeablayiier Bepcuu ciaydasd. Ciaeayer TeM HE MEHEE MOJYyYUTh
MEIUIIMHCKOE  OJKCIIEPTHOE  MHEHHE OTHOCHUTEIBHO 3HAUUMOCTH
nocieAymomeld uHpOpMAIMKA, TaK Kak ¢GopMmaiabHas OICHKA SBISETCS
HEJIOCTAaTOYHOU (HarpuMep, U3MEHEHHE B COOOIICHUU O HEXKEIaTeIbHOM
peakiMu JaThl POXKICHUS TalMEHTa MPEACTaBIIET COOOW CYIIECTBEHHOE
u3MeHeHue uHGOpMaIlui O BO3pacTe MalUeHTa, €CIU MPUBOJIUT K MIEPEHOCY
uH(OpMAIIUK O HEXEIaTebHOM JICHCTBUU JICKAPCTBEHHOTO Tpermapara Ha
MHYIO BO3PACTHYIO TPYIITy NallEHTOB).

7.3.6. AHHYJIMpPOBAaHUE CIIy4YaeB.

AHHYJIMPOBAHHBIN cllydall — 3TO cCiy4yaid, MH(OpMaIMIO O KOTOPOM
Oonee HE CHEAyeT YYUThIBaTh B MpOLEAypax OLECHKU. AHHYJIUPOBAHUE
BBITIOJTHACTCS, €Cli OBLJI0 OOHApPY)KEHO, YTO BCS HMHQOpMANUs O Cciaydae
SBIISIETCA OIIMOOYHOM WJIM B cllydae JIyOJIMPOBAHUSI OTUETOB O Clydae

HeXenaTeabHoN peakiuu. [Ipoiiecc aHHyIMpoOBaHUS Cilydyas BBIOJIHSETCS
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MOCPEJICTBOM YBEIOMJICHUS OTIIPABUTENIEM IOJIydaTesass O TOM, YTO CiIydyaiu
OoJiee HE paccMaTpUBaeTCs KaK JIEUCTBUTENBbHBIN. OJIHAKO COOOIECHUE MpPH

3TOM CJIEyET COXPAHUTH B 0a3e JaHHBIX (papMaKOHaA30pa OTIIPABUTEIS.

7.4. CoTrpynHuuectBo co BecemupHoit
OpraHu3alMel 31paBOOXpPaHEHUS
VYIOJIHOMOYEHHBIMUA OpraHaMu TOCYAApCTB-UJICHOB OO0ECIeYnBaETCA
pEryisipHOE TIPEACTABICHUE COOOIIECHHUI O BBISIBIEHHBIX Ha UX TEPPUTOPUSIX
Y TI0JI03PEBAEMBIX HEXKEJIATEIbHBIX PEAKIMAX HA JIEKAPCTBEHHbBIE MTPENapaThI
B CorpyaHuyaromvii neHTp BceMHpHOW OpraHM3aluM 3IPAaBOOXPAHEHUS C
IEIbI0 BKIIOUCHHS HWHPopManuu o0 »HTUX ciydasx B 0asy JaHHBIX

HE)KEJIATENIbHBIX peakuuii BceMUpHOU OpraHu3anuy 34paBOOXPaHCHUS.
8. [lepuogmyeckuii OOHOBISAEMBIN OTYET MO 0€30MaCHOCTH

[Tepuogmyeckuii oOHOBIsIeMbId oT4deT 10 Oe3omacHocTH (ITOOB)
NpeACTaBIsACT COOOM JOKYMEHT MO (hapMakOHAA30pYy, KOTOPBIA IMO3BOJISIET
JEPHKATEIII0  PETUCTPALIMOHHOTO  YIOCTOBEPEHUS] MPEACTABUTH  OIICHKY
COOTHONIIEHUS]  «IOJIb3a — PHUCK» JICKAPCTBEHHOrO TMpemnapara Ha
ONpeAeICHHBIX ATanax MOCTPETUCTPALIMOHHOIO MEPUOA.

Y1oa1HOMOYECHHBEIMHT OopraHaMu roCcyaapCTB-4JICHOB JOJKHA
BBITIONHATBCST  onieHka [IOOB ¢ ycTaHoOBiIEeHHEM BO3MOXHBIX HOBBIX
BBISIBIICHHBIX PHUCKOB M WX BIIMSHHUS Ha OIEHKY COOTHOIIEHHUS «IOJib3a —
pUCK» JieKapcTBeHHOTo Tipenapara. Ilo pesynsraram ounenku [100Ob
YIIOJTHOMOYEHHBIM OpraH TOCyAapCTBa-wJieHa OIpeaesieT HEoO0XOIUMOCTh
BBITIOJTHEHUS TanbHEUIINX HUCCIIENOBAaHUN 0€e30IaCHOCTH W
3 (PEKTUBHOCTU JICKAPCTBEHHOTO TIperapara, NMPUMEHEHUsS] TeX WJIM HHBIX

JICUCTBUM B OTHOILICHUH PETUCTPAIMOHHOTO CTaTyCa JICKAPCTBCHHOI'O
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npenapara ujin BHCCCHUA n3menenuit B ero OXJIII B OCSIIsaX 00eCIIeUeHHsI €TO

MIPUMEHEHUS TIPU MPEBBIIICHUH TTOJIb3bI HAJl PUCKOM.
8.1. Hemu I10OOb

8.1.1. OcHoBHOI ENBIO ITOOBb SIBJISIETCS MPEICTaBICHUE
MCYEPHBIBAIOIIETO U KPUTUUECKOTO aHAIN3a COOTHOIIEHUS «I0Jb3a — PUCK»
JIEKapCTBEHHOTO MpernapaTra ¢ y4eTOM BCEX HOBBIX JIaHHBIX MO O€30MacHOCTU
U KyMYJISTUBHOTO BJIHMSHHUSA OTUX JaHHBIX Ha Npoduib OE30MacHOCTH U
s pexTuBHOCTU JIEKapCTBEHHOTO npermnapara. ITOOBb ABJISCTCSA
WHCTPYMEHTOM TMOCTPErUCTPAIIUOHHONW OIIEHKH COOTHOIICHUS «I0JIb3a —
PUCK» JIEKAPCTBEHHOIO IIperapara Ha OMNPENEJICHHBIX 3Tanax >XKU3HEHHOTO
LMKJIa JIEKAPCTBEHHOT'O IIpenapara.

8.1.2. /lepkareneM  pErucTpaliOHHOTO  YIOCTOBEPEHUS  JIOJKHBI
MOCTOSTHHO BBITIOIHATHCSI OLICHKA W aHAJW3 BJIMSHUS HOBBIX JaHHBIX Ha
COOTHOIIIGHHE «IOJIb3a — PHUCK», TPOBOAUTHCA TIEPEOIEHKA JaHHOTO
MoKazaTessi, a TaKXke ONPEeAeNsIThcd HEOOXOAMMOCTh  ONTHUMU3AIUU
COOTHOIIICHUS «I0JIb3a — PHUCK» MyTeM BBeneHUs] A((OEKTUBHBIX MeEp IO
VOPaBJICHUIO PUCKAMH W WX MHUHHUMHU3AIMU TPU BbISIBIEHUM HOBOM
uH(popmaius Mo 0e30MacCHOCTH JICKAPCTBEHHOTO Tperapara B MPOLECcce ero

MOCTPErUCTPALMOHHOTO TPUMEHEHUS.
8.2. [IpyHUMIBI OLIEHKU COOTHOIIECHUS «I0JIb3a — puck» B [IOOb

OlLieHKa COOTHOIIIEHUS «I0JIb3a — PUCK» JIOJKHA HOCUTh HENPEPHIBHBIN
XapakTep Ha TMPOTSKEHUH BCEr0 >KU3HEHHOTO IHKJIA JIEKAPCTBEHHOTO
mpernaparta B IelsAX 00ecredeHus 3alluThl 3J0pPOBbs HACEIICHUS U
MOBBIIIIEHUsS] ~ O0€30MAaCHOCTH  MMAIMEHTOB  IOCPEJICTBOM  pealu3alluu
3G (HEKTUBHBIX Mep 10 MUHUMU3aLMK pucka. MHpopMmanus mo 6e30nacHOCTH

1 3 PEeKTUBHOCTH JIEKAPCTBEHHOTO IIperapara, cooupaemasi Ha NMPOTHKEHUN
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COOTBETCTBYIOIIUX MPOMEXKYTKOB BPEMEHH, KOTOPbIE COCTABIISIOT OTUYETHBIE
NEPUOJbI, SIBISETCS OCHOBOM [l Takol OIeHKH u aHanuza. OleHka
BKJIFOUAET CJEAYIOIIHNE TAIbI.

8.2.1. Kputnueckuii aHanu3 Bcell uH(popmanuu 1o O€30MacHOCTH,
NOJIyYeHHOM 3a OTYETHBIM TMEpPUOJ, C ONPENENIEHUEM BO3MOXHBIX
BBISIBICHHBIX ~ HOBBIX  CHUTHAJIOB,  CBUJCTEIBCTBYIONIMX O  HOBBIX
NOTCHIMATBHBIX WU HUIACHTU(OUIIMPOBAHHBIX PHUCKAX JHOO JOTOJHEHUU
uHpopManuend HSTUX CUTHAJIOB YK€ MMEIOLIUXCS 3HAaHUW 10 paHee
UJACHTU(DULIMPOBAHHBIM PUCKAM.

8.2.2. Kputnueckoe 00001I€HHE BCEM TMOMYyYEHHONM 3a OTYETHBIN
nepuo uHpopMauu Mo 0e30macHOCTd U dPPEKTUBHOCTH JEKAPCTBEHHOTO
npenapara (Kak B paMKax KIMHUYECKUX HCCIEIOBAaHUN, Tak W MpH
IPUMEHEHUU JIEKAPCTBEHHOTO TMpernapara B MEAUIMHCKON NpPaKTUKE) U
OLICHKA BJIMSHUS 3TOM MH(GOPMALMM HAa COOTHOUIEHUE «I0JIb3a — PHUCK»
JIEKapCTBEHHOT'0 IIpenapara.

8.2.3. BbINOJIHEHME MHTErPajIbHOTO AHAIW3a COOTHOLIEHHUS «I0JIb3a —
PUCK» HA OCHOBAHWU BCEX KYMYJISITUBHBIX TAHHBIX HAYWHAS C JAThl NEPBOM
pErucTpaluy JEeKapCTBEHHOIO Mpernapara Wi J1aThl IEPBOTO pa3pelieHus Ha
POBEICHNE MHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIIEA0OBAaHUS B KAKOM-THOO0
U3 rOCYJIapCTB.

8.2.4. O600menrne wHOpPMAIMU TO MepaM MHUHUMHU3AIUU PHCKa,
KOTOPBIE€ MOIJIM BBINOJHATHCS WX IIJIAHUPYIOTCS.

8.2.5. OnpeneneHre IUIaHa OIEHKW CHUTHAJOB, PUCKOB U (WUJIN)

MPEIJIOKEHUH 110 JOTIOJIHUTEIBHBIM MepaM 1o (papmMakoHaA30DYy.
8.3. [Ipunuunsl noaroroBku [10OOb

JlepxaTenb PpErucTpalMOHHOTO YAOCTOBEPEHHUSI JIOKEH TOTOBUTH

equabii [IOOb st BcexX NPOM3BOAMMBIX JIEKAPCTBEHHBIX IMPENAPATOB,
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CoAEpX alluX OAHO M TO K€ ACHCTBYIOLIEE BEIIECTBO WJIM OJHY U Ty XK€
KOMOMHAIMIO JEHCTBYIOIIMX BEIIECTB MO BCEM OJOOPEHHBIM IOKa3aHMSIM
JUISL TaHHBIX JIEKAPCTBEHHBIX IMpenapaToB, crocobdaMm MX BBEACHHS, (popMam
BBIIIyCKA W pPEXHUMaM JO3UPOBaHHA. B YacTHBIX CIIydasx MOXET
noTpeOOBaThCs TMPEACTABICHUE JaHHBIX IO OTACIbHBIM IOKa3aHHIM,
¢opMaM BbIITyCKa, crOcOOaM BBEACHMS WIM PEKUMaM JIO3UPOBAHMS KAK
otaenbHoro pasznena [IOOB ¢ cCOOTBETCTBYIOIIMM ONMUCAaHUEM U aHAJIU30M
acniekToB mpoduist Oe3omacHOCTH U 0e3 moarotoBku otaenbHoro [TOOBD.
I[logroroska  ormensHOoro IIOOBb  Moxker ObnITb  0OOCHOBaHa B
UCKJIIOUUTETIFHBIX Cy4asx (HarpuMmep, Mpu Hadudud (GOpMBI BBITYyCKa C
HOJHOCTHIO OTJAMYHBIMU [OKA3aHUSMH K MEIUIUHCKOMY IPUMEHEHHIO

JTAHHOTO JICKApCTBEHHOTO Mperapara oT IPyrux ero GopM BHITTyCKa).
8.4. Conepxanue [I0OOb

8.4.1. IIOOb pomxeH BKIOYaTh KyMYJISITUBHBIE JTaHHBIE, HAuYWHAs C
JaThl TIEPBOM PETHCTPAIMH JICKAPCTBEHHOTO TIperapara M BBIACIATH HOBYIO
uH(opMaIMio, TIONYYCHHYIO 3a OT4YeTHbIH mnepuoa. KymynsruHas
uHopMaIsl  paccMarpuBaeTCs NOpPH  MPOBEACHUU  OOIIEeH  OICHKHU
0€30TMacHOCTH JIEKApCTBEHHOTO TMperapaTa U MHTETPUPOBAHHON OIEHKH €ro
COOTHOIICHHS «IT0JTh3a — PHCK.

ITOOb nomkeH BkIOYaTh 0000IIANOIYI0 HH(OOpMaNKUIO 000 BCeX
WUCTOYHUKAX TIOJYYEHHUS 3HAYUMBIX JAaHHBIX 10 J(PPEKTUBHOCTH U
0€30MacHOCTH JICKAPCTBEHHOTO Tpermapara, KOTOPhIe JOJKHBI YIUTHIBATHCS
IIPU BBITIOJIHCHWHM OYEPEIHOW OIICHKHW COOTHOIICHUS «IIOJib3a — PHUCK» U
KOTOpBIE JIOCTYIHBI ~ JCPXKATEII0  PETUCTPAIMOHHOTO  YIOCTOBEPCHUS.
VYkazanHas HHpOpMaIHs BKITIOYaET:

oboOmaronyr0o  uHGOpMAlUI0 O  PE3ysibTaraXx  MEIUIIMHCKOTO

IPUMCHCHUS JICKAPCTBCHHOI'O IIpCIiapara:
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JTAHHBIC CTIOHTAaHHOTO PEMOPTUPOBAHUS;

JaHHBIC MEIUITMHCKOMN JTUTEpaTypHhI;

JAHHBIC, TIONYYEHHBIE B XOJ€¢ HCIIOJIb30BAaHUS AKTUBHBIX METOJIOB
MOHUTOPHWHTA (HapUMep, aHaJIU3 BHYTPEHHUX WJIM BHENTHUX 0ax JaHHBIX);

CUTHAJIBI TI0 O€30MaCHOCTH, KOTOPBIE €IIe MPOXOASIT PacCMOTPEHHUE U
OIICHKY JiepKaTeJIeM PErUCTPAIlMOHHOTO YI0CTOBEPEHHS;

uHpopMaIruioo, TOJYYECHHYIO OT IIapPTHEPOB II0 MAPKETHUHTY WU
JTUCTPUOBIOIINH;

00001101y 0 HH()OPMAIINIO 0 KIMHUYECKUX UCCIIEIOBAHUSX:

000011IeHHEe JaHHBIX MPOAOKAIOIIMXCI KIMHUYECKUX HCCIIEIOBAHUIN
WIM  HWHBIX  HCCICIOBAaHWH, KOTOpPBIE  BBIMOJHAIOTCS  JepKareiieM
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS WJIM €ro IMpeACTaBUTEIEM, OO0 OBLIN
3aBEPIICHBI B OTUYCTHBIN TIEPHO/;

JTaHHBIE TEPareBTUICCKOTO IPUMEHCHUS UCCIIEyeMOTO
JIEKapCTBEHHOTO TMpernapara;

JTaHHBIC 00CEPBAIIMOHHBIX WIIH SITHACMHUOJIOTHUSCKUX UCCIICI0BAHNM;

JaHHBIC HCCIICIOBAHMI TIO OICHKE HCITOh30BaHUS JICKAPCTBEHHOTO
npernapara;

JAHHBIC JIOKIIMHUYCCKUX HWCCICIOBAHMH (TOKCHUKOJIOTMYECKUX U
UCCIIEIOBAHUM 1N Vitro);

JAHHBIC KIMHUYECKUX WCCICAOBAHUM, BBIMOIHIECMBIX TapTHEpaAMU
JIepKaTeIsl  PETHCTPAIMOHHOTO  yAOCTOBEPEHHS MO  pa3paboTKe HIIH
pa3MelIeHNIO Ha PhIHKE JICKapCTBEHHOT'O TIpernapara;

JTaHHBIC KIIMHWYECKHUX HWCCICAOBAaHUN, B KOTOPBIX ObLIa BBISBICHA
HEJAOCTaTovYHas TeparneBTu4Yeckas 3(P(EKTUBHOCTh, YTO MOXKET OKa3aTh
BIUSHUC Ha OICHKY COOTHOIICHUS «IOdb3a — PHCK» JICKAPCTBEHHOTO

nperapara;
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000011ar01Iy 0 HH()OPMAITHIO U3 APYTUX UCTOUHUKOB:

JaHHbBIC, TOJYYCHHbIE U3 MHBIX MCTOYHUKOB, UMEIOIIUX OTHOIICHUE K
orleHKe A((PEKTUBHOCTU WM O€30MaCHOCTH JIEKAPCTBEHHBIX IIPEnapaTroB
aHaJOTUYECKOM (hapMaKoTEepaneBTUUECKOMN TPYIIIIbL;

magaple wHBIX [IOOB  wim  ordeToB 1O 0O€30MacHOCTH
pa3pabaTbiBaeéMbIX JIEKAPCTBEHHBIX IIpEnapaToB (HampuMep, KOHTPAKTHBIX
MapTHEPOB WJIM MHUITMATOPOB MCCIICIOBAHUN);

BOXHYIO MH(OPMAIIUIO, TOJYYEHHYIO MOCJIE 3aBEPIICHUs] MOJATOTOBKHU
[TOOB.

8.4.2. IIOOBb noymkeH BKIOYATh CAEAYIOLIME Pa3IEIbl:

8.4.2.1. TUTynbHBINA JIUCT, BKJIFOUAs MOIIUCH JUIIA, OTBETCTBEHHOTO 3a
noarotoBky 110Ob.

8.4.2.2. Kparkoe uznoxenue (pestome) [100Bb.

8.4.2.3. Conepxxanue [IOOB B Tabnnunom popmare.

8.4.2.4. Benenue.

8.4.2.5. PeructpaiimoHHbIN CTaTyC JICKAPCTBEHHOTO IIpenapara B MUpE.

8.4.2.6. Mepbl, TIpUHATBICE 3a OTYETHBIA TMEPUOA, B CBS3U C
MOCTYIUBIIMMU JAHHBIMU MO0 0€30MaCHOCTH JICKAPCTBEHHOTO Mpemnapara.

8.4.2.7. I3MeHeHUs, BHECEHHbIE B CIPABOYHYI0 HMH(POPMALMIO IO
0€30MacCHOCTH JICKAPCTBEHHOTO TIpernapara.

8.4.2.8. OueHka 4ywWcia MAlUEHTOB, TMOJBEPIIIMXCSI BO3JCUCTBUIO
JIEKapCTBEHHOTO IMpernapara:

a) oO1ee YHUCJIO MMallUEHTOB, MOIBEPTIIUXCS BO3JIEUCTBUIO
JIEKapCTBEHHOTO Tperapara B KIMHUYECKUX UCCIICIOBAHUSIX;

0) oOmee YHCJIIO MMallUEHTOB, MOIBEPTIIUXCS BO3JIEUCTBUIO

JICKApCTBCHHOI'O IIpCliapara 110 IaHHbIM €10 IIPMMCHCHHA Ha PBIHKC.
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8.4.2.9. O0001IeHHbBIE TAOJIHUYHBIE JAHHBIE:

a) cmpaBoYHast HHPpopMaIus;

0) o0o6mieHHass uH(OpMalMsT 1O  CEPbE3HBIM  HEXKeNaTeIbHbIM
pEeaKIaM, BBISIBICHHBIM B X0J/1€ KIMHUYECKUX UCCIIEOBAHUM;

B) 00001IeHHasT WHpOpMAIMi MO JaHHBIM MOCTPErUCTPAIMOHHOTO
MIPUMEHEHUS JIEKApCTBEHHOTO Mpenapara;

8.4.2.10. Pe3tome  3HAYMMBIX JIaHHBIX, IIOJYYEHHBIX B  XOJE
KJIMHUYECKUX UCCIIEOBAHUN 32 OTUYETHBIA EPUO:

a) 3aBEpIIICHHBIC KIIMHUYECKHUE UCCIIEA0BaHUS;

0) NpoAOoIKAIOIINECS KIMHUUECKUE UCCIICI0OBaHUS,

B) JUTUTEJIbHBIN MOCIEAYIOIUN MOHUTOPUHT COCTOSIHUS TTAIllUEHTOB;

I') MHOE TeparleBTUUYECKOE MPUMEHEHHUE JICKAPCTBEHHOTO TIperapara;

1) HOBbIE  JIaHHBIE MO  0E€30MacHOCTU MPU  HCMOJIB30BAHUU
JIEKapCTBEHHOTO Mpernapara B GUKCUPOBAHHBIX KOMOMHAIMSIX J103.

8.4.2.11. JlaHHbIE HEUHTEPBEHIIMOHHBIX UCCICAOBAHUMN.

8.4.2.12. Jlanuble ApYrux KIMHUYECKUX MCCICAOBAHUNA W JaHHBIE,
MOJYy4YE€HHBIC U3 JPYTUX UCTOUHUKOB.

8.4.2.13. JlanHbIe JOKJIUHUYECCKUX UCCIICIOBAHUIM.

8.4.2.14. Vcrionb30BaHHBIE UCTOYHHUKH JINTEPATYPBI.

8.4.2.15. Jlpyrue  mepuoguMdYecKue  OOHOBJISIEMbIE  OTYETHI  TIO
0E30ITacCHOCTH.

8.4.2.16. Henocrarounas TepareBTU4YecKas 3¢ (HEKTUBHOCTD
JIEKapCTBEHHOIO  TMperapara, yCTAHOBJIIGHHass B  KOHTPOJIUPYEMbIX
KIMHUYECKHUX UCCIIEIOBAHUSIX.

8.4.2.17. Baxxnass wuHdopmaiusi, MOJIy4YeHHAass I[OCIE 3aBEPILICHUS
noaroroBku [1OOB.

8.4.2.18. O630p CUTHAJIOB (HOBHBIE, paccMarpuBaeMbIe u

3aBEPIICHHBIE).
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8.4.2.19. Curnansl 1 OII€HKA PUCKAa:

a) oboOmarorras nHGopMalus mo npodiemaM 0€30MacHOCTH;

0) oIleHKa CUTHAJIA;

B) OLICHKA PUCKOB M HOBOW MH(OpMaLUu;

I') XapaKTEPUCTUKA PUCKOB;

1) 3¢GHEeKTUBHOCT, MEp MO0 MHHUMM3AlMM pucKa (€CIM OHH
MIPUMECHSUTHCH ).

8.4.2.20. OneHka 1oJjb35bl:

a) BakHas 0aszucHas uHpopmanus 1o 3PQPEeKTUBHOCTH JIEKAPCTBEHHOTO
npernapara, noJiydeHHasi B X0J/1€ KIMHUYECKUX UCCIEAOBAHUM U MPUMEHEHUS
B MEJUIMHCKOW MPAKTHUKE;

0) HOBas BbIsiBIEHHAs HHGOpMaIHs 1Mo 3PPEeKTUBHOCTH, MOTyUYEHHAs B
XO0/1€ KJIIMHUYECKUX UCCIICIOBAHUIN U TPUMEHEHUSI B MEAUIIMHCKOU MPAKTHUKE;

B) XapaKTEpPUCTUKA MOIb3bI.

8.4.2.21. IuTerpupoBaHHbI aHAIU3 COOTHOIIEHUS «II0JIb3a — PUCK)»
0 0JTOOPEHHBIM MTOKa3aHUSIM:

a) UHTETPUPOBAHHBIM aHAIU3 B KOHTEKCTE COOTHOIIEHUS «IOJb3a —
pUCK» (BKJIIOYAs MEAUITMHCKYIO MTOTPEOHOCTh U BaXKHBIE aJIbTEPHATUBBI);

0) OolleHKa MPOLEAYPhI AHAJIN3a COOTHOIIEHUS «I0JIb3a — PUCKY.

8.4.2.22. 3akmouenne [IOOb wu npemnaraeMple  MOCIEAYIOIIUE
JIICUCTBHUS B KOHTEKCTE CACIAaHHON OLICHKH.

8.4.2.23. IIpunoxenus k [I100b.

8.4.3. TUTYAbHBIN JUCT.

Ha tutynsHOM nucte qoixHBI ObITh yYkazanue Homepa [10OOb (ITOOb
JOJDKHBI ~ MMETh  TOCTEAOBATEIbHYI0  HYMEpAIMIO0), HaUMEHOBAaHUE
JIEKApCTBEHHOIO Ipemnapara, MeXXJAyHapoAHas Jara PEerucTpaluu, OTYETHBIM
nepuoa (u00 ykazaHue Ha BHeouepeaHou mnopsaok nogaun [TOOB mo

3ampoCy YMOJHOMOYEHHOTO OpTraHa rocydapCTBa-4jieHa), Jara COCTABICHHUS
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OTYETa, JIaHHbIE JIepKaTelid PErUCTPAMOHHOTO YIOCTOBEPEHUS U yKa3aHHE
Ha KOH(UIEeHIHATbHOCTh MHpopMalny, BkiItoueHHOH B [IOOB. TurynbHbIi
muct [TOOBb nomxkeH ObITh 3aBEPEH MOJMKUCHIO.

8.4.4. Kparkoe uznoxenue (pestome) [100B.

[lenpt0o  KpaTkoro  M3JIOKEHUS  COACpPXAHUSL  SIBISIETCS.  Kparkoe
Ipe/ICTaBJIicHUE B OOOOIIIEHHOM BHJE COJAEPKaHMsI W Hauboee BaXKHOM
undopmanmu, cocrapisomerd [10O0b. JlanHbiii pa3aen TOMKEH BKIIOYATh
CJIETYIONTYI0 HH(POPMAIIUIO:

BBEJICHUE, YKa3aHUE HOMEpPA OTYETa U OTYETHOTO NIEPUOJIA;

HAaMMEHOBAHUE JICKAPCTBEHHOIO TMpernapara, (papMakoTepaneBTHYeCKUn
KJIaCC, MEXaHM3M JICUCTBUS, MIOKAa3aHUS K IPUMEHEHUI0, (hopMa BBITYCKa, 1034,
CII0COO BBEJICHU,

OIICHKa  KyMYJSITUBHOTO  BO3JICUCTBHUSI B  XOI€  KIMHUYECKUX
HCCICIOBAHMN;

OlICHKa  HWHTEpBaJia  TOCTPETUCTPAIIMOHHOTO  TMPUMEHEHUS U
KyMYJISITUBHOTO BO3JIEHCTBUS 32 3TOT NOCTPETUCTPALIMOHHBIN MEPUO]T;

NepeyeHb TOCYIapCTB, HA  TEPPUTOPHUSIX  KOTOPBIX  Pa3pelieHO
MPUMEHEHUE JIEKAPCTBEHHOTO Mpernapara;

0000111eHHass nHpOpMaIHs 00 OIEHKE COOTHOIIICHHUS «I10JIb3a — PUCKY;

MIPUHSTHIC U MpEJIaraeMble JICUCTBUS, CBI3aHHBIE C acTIeKTaMH TpoduIs
0€30MmacHOCTH, BKJIIOYasi CYIIECTBEHHBIE M3MEHEHUS, BHECEHHBIC B OPOIIIOPY
ACCIIeNOBaTelIl Ha OJTare KIMHNYecKnX wucciaenqoBanni w B OXJIII Ha
MOCTPETUCTPALIMIOHHOM 3Tarle, WA WHBIE MEPhI 10 MUHUMHU3AIINK PUCKA;

3aKJIFOUEHUE.

8.4.5. Paznen KpaTkoro W3JIOKEHUS COACp)KAHUS OT4YeTa JOJIKEH

COIPOBOXKIaThCs Tabmumei copeprxanus [I0OB.
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8.5. TpeboBanums K copeprkanuto kaxaoro pasaena [100Bb.

8.5.1. Pa3nen [1IOOb «Bsenenuney.

BBenenue 10mKHO CONEpIKaTh CIEAYIONTY0 HH(POPMAIIUIO:

MEXIYHapOJHasl JlaTa PETUCTpaIMK, OTYETHBIA MEPUOJl U TOPSIKOBBIN
HOMEp OTYETA,

HAaMMEHOBAHHUE JICKApPCTBEHHOIO TMperapara, (apMakoTepaneBTHYeCKUAN
KJIaCcC, MEXaHM3M JICKCTBUS, TIOKa3aHUs K IPUMEHEHHIO, (hopMa BBIMTYyCKa, /1034,
CII0co0 BBEJICHHS;

KpaTkoe OIKMCAaHUE TIOMYJIALUM, KOTOphIE TIONYy4YaloT JIEYCHUE C
HA3HAYEHHUEM JIEKapCTBEHHOTO Mpenapara Wik ObUIM BKIFOYEHBI B KIIMHUYECKUE
UCCJIEIOBAHUS;

Kparkoe OIMCAaHUE W Pa3bACHEHUE 000N HUMEIOIIEH OTHOIIEHHE K
Tpedyemoit ndopmaruu B [100B, kotopas He Obljla BKJIFOUEHA B MO/IaBaEMBbIi
[TOOB.

8.5.2. Paznen IIOOb «PerucrpaiiuoHHbI CTaTyCc JIEKAPCTBEHHOTO
npernapara B MUPEY.

B nmamnom pazmene IIOOb nomkHa OBITH TIpEACTaBICHA KpaTKas
o030pHass MH(OpMaLKsA, BKJIIOYAIOU[as Jarhl MEPBUYHBIX pErucTpaimii B
rocylapcTBax, O00pEHHBIC MOKAa3aHUsl K MPUMEHEHUIO, 3apPETUCTPUPOBAHHBIC
(dbopMBI BBITTyCKa M JIO3UPOBKU C YKa3aHUEM JICMCTBYIOIIMX PETUCTpAIMii Ha
nary noarotoBku 1100b.

8.5.3. Paznen I1IOOb «Mepbl, NpUHATHIEC 3a OTYETHBINA NIEPUOJ, B CBSI3U C
JAHHBIMHU T10 6€30MMaCHOCTH JIEKAPCTBEHHOTO Mperapara.

B paznene mpencraBisieTcsi ONMMCAHUE CYIIECTBEHHBIX MEp, MPUHSATHIX
YIOJTHOMOYEHHBIMU OopraHamu rOCYy/IapCTB-4JICHOB, JieprKaTesieM
PErUCTPALIMOHHOTO YIOCTOBEPEHHUSI, CHIOHCOPOM KIMHUYECKUX HCCIIEAOBAHUMA,
KOMHUTETOM IO MOHUTOPUHTY M OIICHKE JaHHBIX, KOMUTETOM II0 3THUKE Ha

OCHOBaHHNHM JaHHBIX IIO 0e30MacHOCTH 3a OTYCTHBIN IICPHUOJA KaK B OTHOILICHHNHA
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MIPOIOJIKAIOIUXCS KIIMHUYECKUX UCCIIEIOBaHUH, TaK u
MOCTPErUCTPALIMOHHOTO IPUMEHEHU S, KOTOPHIE:

OKa3aJIi CYyIIECTBEHHOE BIMSAHHE HAa COOTHOILIEHHUE «I10JIb3a — PHUCK»
3aperucTPUPOBAHHOTO JIEKAPCTBEHHOTO NPEIapara;

OKa3aJld BJIMSHUE Ha [POBEACHHE KOHKPETHOTO  KJIMHUYECKOIO
WCCIIEZIOBAaHUSI WM B IIEJIOM Ha MpOrpaMMmy KIMHUYECKOH pPa3padOTKu
JIEKapCTBEHHOTO Tperapara.

B paznene nomkHBI ObITh YKa3aHbl OCHOBAaHUS AJI MPHUHSTHS JTAHHBIX
MEp U MPU HEOOXOAUMOCTH JOTOIHUTEIbHA MHMOpMaIys (TIPU HATUYUN).

8.5.3.1. Mepsl, NIpUHATHIE B OTHOLIEHUU HCCIENYEMOTO JIEKAPCTBEHHOTO
npenapara, MOryT BKIIFOYaTh:

a) OTKa3 B BbIJAYe pA3pEUICHHsT Ha NPOBEACHUE KIMHUYECKOIO
UCCIIEZIOBAHUS MO acreKTaM 0e30MacCHOCTH WM STUYECKUM BOIIPOCAM;

0) yacTUYHAas WM TOJIHAS MPUOCTAHOBKA KIMHUYECKOTO HMCCIIEIOBAHMS
a100 TMONHAs OCTAHOBKA KJIMHHUYECKAsh MCCIIECAOBAaHUS PAaHEE IUIAaHUPYEMOTO
CpOKa MO MPUYHNHE BBISABJICHHBIX JaHHBIX 10 0€30MaCHOCTH UM HEIO0CTaTOYHOM
TepaneBTHIeCcKoi 3((HEeKTUBHOCTH;

B) OT3bIB HCCIIEYEMOI0 JIEKAPCTBEHHOIO TMpenapara WiId Ipernapara
CpaBHEHUS;

r) OTKa3 B BbIIa4€ pa3pellieHuss Ha MPUMEHEHHE MO0 [OKa3aHUIo,
UCCIIElyeMOMY B XOJI€ KJIIMHUYECKOTO MCCIIEIOBaHMs, BKITIOUasi T0OPOBOJIBHBIN
OTKa3 OT NIOJa4yM 3asiBIICHUS HA PETUCTPALIUIO;

1) BBEJICHHE MEep [0 MUHUMU3ALIUY PUCKA, BKITIOYAS:

U3MEHEHHs, BHOCHUMbIE B MPOTOKOJ MCCIEIOBAaHUS W OOYCIIOBIICHHBIC
JaHHBIMU 10 0Oe30macHOCTH WM 3P EKTUBHOCTH (HampuMmep, H3MEHEHHE
peXHMa JO3UPOBAHUS, U3MEHEHUS KPUTEPUEB BKJIFOUEHUS WM HEBKIFOYEHMUS,
BBEJICHHUE JOIOJIHUTENIBHBIX MEP MO0 MOHUTOPHUHTY CYyOBEKTOB HMCCIEIOBAHMS,

OTPaHUYEHUE TTPOJAOKUTETLHOCTH UCCIICIOBAHNUS);
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OTpaHUYECHUSI UCCIIETyEMOM MOMYIIALMN WK TTOKa3aHUM K MPUMEHEHHUIO:

U3MEHEHHUs] MH(GOPMHUPOBAHHOTO COIIACHS, CBSI3aHHBIE C AaCMEKTaMu
npodusis 6e30MacHOCTY;

M3MEHEHUS COCTaBa JIEKAPCTBEHHOTO MIpenapara;

JOTOJTHUTENIbHOE TPEeOOBAHME YIOJIHOMOYEHHBIX OPraHOB TOCYNApPCTB-
YJICHOB 10 0COOOMY MOPSAKY MpEACTaBICHUS MHGOPMAIMKA 1O 0€30MaCHOCTH
JIEKapCTBEHHOTO Tperapara;

CIIeLIMaIbHOE uHopMHUpOBaHUE Bpa4yen-uUCCIIe0BaTeIIen 158101
MEIUIIMHCKUX PAOOTHUKOB;

TUTAaHUPOBAHUE TPOBEACHUSI HOBBIX HCCIIEAOBAHMIA 1O OIEHKE ACIEKTOB
pousiss 6€30MacHOCTH.

8.5.3.2. Mepbl, TMpUHATBIE B  OTHOIICHWU 33aPETHCTPUPOBAHHOIO
JIEKapCTBEHHOT'O Mpernapara, BKIIOYAKOT:

a) OTKa3 B MIPOJICHUH JICHCTBHS PETUCTPAIIMOHHOTO YIOCTOBEPCHHUS;

0) NpUOCTAaHOBKA WJIM OT3bIB PETUCTPALMOHHOIO YIOCTOBEPEHUS;

B) BBE/ICHUE IJIaHA 10 MUHUMU3AINN PUCKA, BKITIOYASL:

CYIIECCTBEHHbIE OTPAaHUYCHUS B PACIPOCTPAHCHUH WJIM BBEICHHE HMHBIX
Mep MUHUMU3AIINN PUCKA,;

cymectBeHnble m3MeHeHuss OXJIII, koTopple MOTYT TIOBIUSATH Ha
nporpammy pa3pabOTKH, BKJIFOYasi OTPAaHHYCHUS TIOKa3aHWH K Ha3HAYCHHUIO WITH
TPYIII TAIMeHTOB, KOTOPHIM Ha3HAYaeTCsl JICKAPCTBCHHBIN Mpenapar;

crenraibHOE NH(HOPMUPOBAHUE METUITMTHCKUX PAOOTHHKOB,

TpeOOBaHHE  YIMOJHOMOYEHHBIX OPraHOB  TOCYJIApPCTB-WIEHOB IO
MPOBEICHUIO MOCTPETUCTPAIIMOHHOTO UCCIIEAOBAHUSI.

8.54.Paznen [IOOb «M3meHEHUs, BHECEHHBIE B  CIPABOYHYIO
UH(pOpMAITUIO M0 0E30MaCHOCTH JIEKAPCTBEHHOTO TIperaparay.

B nganHoMm pazmene mepeuncisierca  uHbopmanus 000  Bcex

CYIICCTBCHHBIX HW3MCHCHUAX, BHCCCHHBIX B CIIPABOYHYIO I/IH(bOpMaI_II/IIO I10
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0e30MacHOCTH JIEKAPCTBEHHOIO Tperapara 3a OTYETHbIM mepuon. JlaHHbie
CYIICCTBCHHbIE HM3MEHEHHsS BKJIIOYAIOT B Ce€0s M3MEHEHHs B pa3iesbl
NPOTUBOIIOKA3aHUM, MPEIOCTEPEHKEHUM, OCOOBIX YKa3aHWUW, JIONOJHEHHE
uH(pOpMAIIME O CEpPhE3HBIX HEXKENATeNbHBIX PEaKIMIX, HEXKEIaTeIbHbIX
peakuusx, MPEACTABISIONIMX OCOOBId MHTEPEC, PEaKIUsIX B3aUMOICHCTBUS,
BOXHBIC JIAHHbIC MPONOJDKAIOIIMXCS U 3aBEPLICHHBIX  KIMHUYECKHUX
VCCJIEIOBAaHUM, Ba)KHbIE JaHHbIC JOKIMHUYECKHX HCCICAOBAHUN (HAmpuMmep,
U3ydyeHUEe KaHlleporeHHocTH). MHpopMalus o JaHHBIX U3MEHEHUSX JODKHA
OBITh MpEACTaBlIeHa B cOOTBETCTBYIONMX paznenax [I0O0b. B npunoxenun k
[IOOb nomxHa comepx arbcd BEpcUsi CIPABOYHOM HMHGOpMAIMU IO
0e30MmacHOCTH  JIGKAPCTBEHHOTO  Mpemapara € COOTBETCTBYIOIIMMU
V3MEHEHUSIMH.

Jlepkaresib pErvCTPallMOHHOIO YIOCTOBEPEHUs TAKXKE IIPEICTABIISIET
MH(OPMAIINIO O BHECEHHBIX M HAXOJSIIUXCS HA ATANe BHECEHUS U3MEHEHUSIX B
OXJII Ha ocHOBaHMM OOHOBJIEHHOW BEpPCHMM OCHOBHOM HH(OpMaLMU MO
0e30macHOCTH nepKaress PETUCTPALMOHHOTO YAOCTOBEPECHUS c
IIPENCTABICHUEM €€ B ITPUIIOKEHUU.

8.5.5. Paznen IIOOb «OueHka 4wWclia TANMEHTOB, MOABEPTIINXCS
BO3/ICHMCTBUIO JIEKAPCTBEHHOIO IIPEIaparay.

[TOOB nomkeH copepx,arb TOUHYIO OLEHKY YUCIa MalMeHTOB, KOTOPHIE
MOJIBEPIIIMCh BO3ACUCTBUIO JIEKAPCTBEHHOIO IPEIApara, BKIOYAsl BCE JIAHHBIC
00 oObeMe TpoAaX M KOJIWYSCTBE Ha3zHaueHWW. JlaHHas oOlleHKa JOoDKHA
COMPOBOXKIATHCSI KAYECTBEHHBIM M KOJIMYECTBEHHBIM aHAJIM30M MPUMEHEHUS B
peaslbHOW MEIUIIMHCKON TPAKTHKE C YKa3aHHEM TOro, Kakum o0pa3oM 3TO
MOXKET OTJIMYaThCsl OT OJOOPEHHOIO TNPHUMEHEHHS, OCHOBBIBAICh Ha BCEX
JAHHBIX JOCTYNHBIX JICPHKATEN PETUCTPAUUOHHOTO YIOCTOBEPEHUS H
pe3ysbTarax HaOIOAATENIbHBIX HCCIEIOBAaHUM IO OLIEHKE HCHOJIb30BAHUS

JICKAPCTBCHHOI'O IIpCIIapara.
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B nanHOM pasnmene opkHa OBITH IpEJCTaBleHa OLEHKa 0o0beMa u
XapaKTEPUCTUKU TOMYJISIUM, TOABEPTUIeHCs BO3ACHCTBUIO JIEKAPCTBEHHOIO
npemnapara (BKJIo4asi Kparkoe OIMKUCAaHUE KUCIIONb3yEMOTI0 Ui OLEHKHA METONa U
yKa3aHUs HEJOCTATKOB UCIOJIb3yEMOI0 METOAA).

Comnacyromyecs METOAbl M0 OLEHKE BO3JCHCTBUS Ha CyObEKTa WIIU
nalyeHTa JOJDKHBI HCHONb30Barhesi BO Bcex pasznenax I[IOOB ans omHoro
JIEKapCTBEHHOTO Ipenapara. Eciiu ymMecTHOi sIBJsieTcs 3aMeHa MCIIOIb3yeMOT0O
METO/Ia OIICHKH, 002 METO/]a M PacyeThl [0 HUM JIOJKHBI OBITh MPEACTABIICHBI B
[TOOB ¢ 00bsicHEHNEM 3aMEHBI.

8.5.5.1. llogpaznen IIOOB «OO61iee 4nciaO MAMEHTOB, MOJABEPTIIMXCS
BO3JICHCTBUIO JIEKAPCTBEHHOT'O Iperapara B KIMHUYECKUX UCCIIEIOBAHUSIXY.

Hanubii  mogpasgen [IOOb  nomwkeH  comepkarb — CIACAYHOIIYIO
uHGOpMAIMIO O TMAallMEeHTaX, BKIIOYEHHBIX B KIMHUYECKHE HCCIIEIOBAHUSA
(pexoMeHayeTCs UCIONb30BaTh TaOIMUHBIN (hopmar):

a) KyMYJIITUBHOE UHWCJIO CYObEKTOB MCCIEIOBaHMS, BKIIOYEHHBIX B
NPOJOJDKAIOUIMECS] M 3aBEpIICHHbIE  KIMHUYECKUE  HCCIEJOBaHUS U
NOABEPIIINXCS BO3JCHCTBUIO HMCCIEAYEMOIO JIEKApCTBEHHOIO IIpernapara,
wianedo 1 (WiM) akTUBHOTO Mperapara CpaBHEHUsI C MEXKIYHApOAHOM IaThl
of100peHusi  pa3padarblBaéMOro  JIEKapCTBEHHOro  mpemnapara. s
JIEKapCTBEHHBIX MPENaparoB, JUIUTEIHLHOE BpEMsl HAXOSIIMXCS B OOpallleHuH,
yKa3aHHas IeTaibHasi HH(opMaIysi MOXKET ObITh HEIOCTYITHA;

0) bomee gerambHas KyMyJISTHBHas wuH(pOpManus O CyObeKTax
UCCIICIOBAHMS, TIOJBEPITINXCS BO3ICHCTBUIO (MPU HAIM4YUK) (HampuMmep,
CTPYIIIIUPOBAaHHAs 1O BO3PACTy, MOJy, PACOBOW MPHUHAUICKHOCTH MO BCel
nporpamme pazpaboTKn);

B) BAKHBIC pa3IMuusl MEXIY HUCCIENOBAHUSAMH B  OTHOILICHHUU

HasHa4acMbIX 103, HYTGI\/’I BBCICHUS, IIOATPYHII ITAIUCHTOB,
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I') B ClIydae eCiu KJIMHUYECKUE UCCIIENOBaHUS MPOBOIUINCH HA OCOOBIX
rpynmnax TMalnydeHToB (HampuMep, OepeMEeHHBbIC >KEHIMHBI, TMaIlMEeHThI C
HapyIICHUSIMU  (DYHKIIMM TIOYEK, MEYCHH, CEPJCUYHO-COCYJUCTON CHUCTEMBI,
MNAlMEHThl C KJIMHWUYECKHM 3HAYUMBIM TIE€HETHUYECKUM MNOIUMOP(OU3MOM),
JIOJIKHBI OBITH MIPE/ICTABIICHBI JAHHBIE O BO3/ICUCTBUM;

1) IPU HAJWYUM CYIIECTBEHHBIX PA3IMYMi 110 BPEMEHH BO3ICHCTBUS
MEXIY CyObeKTaMH, PaHIOMU3UPOBAHHBIMH Ha IOTYYEHHE HMCCICAYEMOTO
JIEKapCTBEHHOIO TIperapara Wiv NIpernapara CpaBHEHUSI, UM HECOOTBETCTBUM
M0 MPOJIOJKUTEIBHOCTH BO3ICUCTBUS MEXTY KIIMHUYECKUMU UCCIICIOBAHUSIMU
HEOOXOJUMO TPOBECTU OLIEHKY BO3JCUCTBUS B BBIPAKECHUH CYyOBEKT-BpPEMs
(MaLMeHTo-1HU, ~-MECSIbI UITU -TObI);

€) JaHHbIC O BO3JICUCTBUU MCCIEAYEMOI0 Mpernapara Ha 370POBBIX
JTOOPOBOJIBIIEB MOT'YT MMETh MEHBIIYIO 3HAYUMOCTb JJI OLICHKU MPOhuUiIs
0€30MMacCHOCTH JICKAPCTBEHHOIO CPE/ICTBA B II€JIOM B 3aBUCHUMOCTU OT THIIA
HAOJIOMAEMBIX HEXKEJIATEIbHBIX PEaKlUid, B OCOOEHHOCTH €CJM TMaIllUEHTHI
TIOJIBEPTAFOTCS BO3JACHCTBUIO €IMHUYHOM 103bl. [l0M00HBIC TaHHBIC TOJKHBI
OBITH TIPEICTABICHBI OTACIBHO C MOSCHEHUSIMH (TIPH HEOOXOTUMOCTH);

) B Clydyae €cid B 000O0IIeHHONW WH(MOpPMAIMU O HEXeIaTreIbHbIX
pEaKlUsX, BBISIBJICHHBIX B XO/I€ KIMHUYECKUX MCCIICIOBAHUM, YKa3aHbI
CEPbE3HBIC HEXKEIJIATEIbHBIC PEAKIINH, JODKHO OBITh 110 BOBMOXHOCTH C/IEJIAHO
COOTBETCTBYIOIIIEE YKa3aHUE I10 OIICHKE BO3/ICHCTBUS Ha MAIlUEHTA;

3) VISl OTNPEACNICHHBIX 0C000 BaXHBIX KIMHUYECKUX HCCICIOBAHUMN
nemorpadudeckas XapaKTepUCTHUKA IMAIMEHTOB JOHKHA OBITh Ipe/CcTaBlieHa
OTJIENIBHO.

8.5.5.2. llogpaznen ITOOb «OO1iee YnCIO TMAIMEHTOB, IMOABEPITIIMXCS
BO3JICHCTBUIO JICKAPCTBEHHOIO IIpernapara, IO JJaHHBIM €ro MNpUMEHEHUS

Ha PBIHKE».
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[Io BO3MOXXHOCTM JOJDKHBI OBITH TpEACTaBICHA OTIEIbHAs OlEHKa
KyMYJIITUBHOTO BO3JICHCTBUS (HAYMHASI C MEXKIYHAPOTHOM aThl PErHCTPAL|H)
Y BO3JICHCTBUSA 32 ONPEIEICHHBIA UHTEPBa (C AaThl OKOHYaHUsSI cOOpa JIaHHBIX
no npexamectyromeMmy 1100B). B paznene 1omkHO ObITh TIPUBEIEHBI OLICHKA
KOJIMYECTBA MAI[UEHTOB, IMOJBEPIIIMUXCS BO3ACUCTBUIO, U METO/, C MOMOIIBIO
KOTOPOTO BBIMOJHSIIUCH OIpeeeHne U OlleHKa. JJoMKHO OBITh MpeacTaBIeHO
O0OOCHOBaHHUE, €CJIM HEBO3MOXKHO TPOBECTH pacyeT 4YHuCla MalUeHTOB,
MOJIBEPTILUXCS BO3JEHCTBUIO. ECIIM HEBO3MOXKHO BBINOJIHUTH OIEHKY YHUCIIa
MAIMEHTOB, JOJMKHBI ObITh MPEJCTABICHbI aJTbTEPHATUBHBIC BAPUAHTHI OLEHKU
C YKa3aHHEM METOJa WX BBINNOJHEHUS. AJIGTCPHATUBHBIMU TOKA3aTEIISIMU
OLICHKM BO3JCHCTBUSL SABJIAIOTCS TOKA3aTe€llb MAallMEHTO-AHEM U YHCIIO
Ha3HAYEHHUU (BBITUCHIBaHU). TOJBKO B TEX CIyYasiX, KOIa JaHHbIE MOKa3aTean
HEIOCTYIHbI, MOXET OBITh UCIOJb30BaHAa OIlCHKa oO0ObeMa MPOJaXK,
BBIPOKEHHAsT B BECOBBIX €IUHUIAX WIA J03aX. MOXeT ObITh NpUMEHEHA
KOHIICTIIIMS yCTaHOBJIeHHOUM cyTouHoi 103kl (Defined Daily Dose, DDD) s
MOJTyYEHHUS JAHHBIX O BO3JCHCTBUY HA MAIlUEHTOB.

JlanHblE O BO3MEWUCTBUU JIOJDKHBI OBITH TPUBEIACHBI 1O CIEAYIOIIAM
KaTeropusiM UCTIOJIb30BAHUS JIEKAPCTBEHHOTO Mpernapara:

8.5.5.2.1. [locTperucTpallMOHHOE ~ MPUMEHEHUE (32  UCKIIIOYCHUEM
KIIMHUYECKUX UCCIICIOBAHUM).

JlomkHa OBITH TIpencTaBieHa oOmiasi oreHka. JlaHHbIe JOIDKHBI OBITH
MPECTAaBICHBI C Pa30MBKOM TIO Oy, BO3PACTY, MOKa3aHUIM, J03aM, (popmam
BBIIyCKA W pEruoHaM, €cJid JTO TNPUMEHUMO. B  3aBUCUMOCTH OT
JICKapCTBEHHOTO TIperapara WHbIC TIEPEMEHHbIE MOTYT OBbITh MPUBEIEHBI, KaK
3HaYMMBbIC (HAIPUMEP, YKCIIO BBHITOJIHEHHBIX BaKIIMHAIINM, CITIOCOO BBEIACHUS U
MPOAOIKUTENLHOCTD JICUCHHS]).

B cnyyae ecnu Obula BBISIBIIEHA CepUsi COOOIICHUM O HEXENATeJIbHbBIX

peakusx, Ipeanojararonias HaIudue CUTHaja, JOJDKHBI  OBITH 1O
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BO3MOKHOCTH TPEACTABICHBl JIAHHBIE IO BO3ACHCTBUIO JIEKAPCTBEHHOTO
npenapara Ha COOTBETCTBYIOLLYIO OATPYMITY MAIUEHTOB.

8.5.5.2.2. IlocTperucrpaioOHHOE IPUMEHEHUE y 0COOBIX
MOMYJISIAOHHBIX TPYIIIL.

B chywae ecimm Ha DOCTPETMCTPALIMOHHOM JTalle JIEKapCTBEHHBIN
nperapar UCIONIb3yeTCd Y OCOOBIX MOMYJSIIIMOHHBIX TPYII, JOHKHBI OBITH
NPEACTABIECHBI TOCTYIHAs MH(pOpMAIMs O KyMYJISITUBHOM YHCJIE MAIlMEHTOB,
MOABEPTIIMNXCS BO3JACHUCTBUIO, U HUCIIOIb3YEeMbIM MeTon pacuera. McTouHuKH
OTUX JAHHBIX MOTYT BKJIIOYarb HEWHTEPBEHIIMOHHBIE  MCCIIECIOBaHMUS,
pa3paboTaHHbIE HEMOCPEACTBEHHO JJI1 MOJMYyYEHUs MJAHHBIX [0 OCOOBIM
MOMYJISILIMOHHBIM MOATPYIIIaM, BKIIFOYasi perucTpsl. [lomymsimu, BKIro4aeMble
B OLICHKY I10 IAaHHOMY Pa3Zeily, BKIIOYAIOT B TOM YHUCIIE CIEAYIOLIEE:

a) neauarpuyecKas MmomyJIsiiys;

0) MOMYJISILIMS TIOXKUIIOTO BO3PACTa;

B) JKEHILMHBI B IEPHO OEPEMEHHOCTH U KOPMJICHHUS;

T') TAIUEeHTHI ¢ HApYIIEHUIMU (QYHKIIMU TIeUeHU U (WIJIN) TIOYEK;

1) TALMEHTHI C MHOM BaXKHOM COITYTCTBYIOIIEH MaTOJIOTUEH;

€) MalMeHThI, CTENEeHb THKECTH 3a00JIeBaHUSI KOTOPBIX OTJIWMYHA OT
UCCIIEyEMOM B XOJ1€ KIIMHUYECKUX UCCIIETOBAHUIM;

) CyONOITYJISIIIMK ¢ HOCUTEIHCTBOM I€HETUYECKOTO MOIMMOPPU3Ma;

3) MAIMEHThI C THOM PACOBOM MJIM STHUYECKOU MPUHAIIIEAKHOCTBIO.

8.5.5.2.3. OcobeHHOCTH MTPUMEHEHHUS JICKAPCTBEHHOTO Mpemnapara.

B cmywae ecnum  gepikarent0  PErmMCcTPalOHHOIO — YIOCTOBEPEHHUS
CTAHOBUTCSI M3BeCTHA HHPpopMalusg 00 OmnpeAeNeHHbIX 0COOEHHOCTAX
NPUMEHEHUS JIEKAPCTBEHHOTO Tpenapara, AOKHO ObITh MPUBEIECHO OMKMCAHUE
JAHHBIX 0COOEHHOCTEH U CeTIaHa COOTBETCTBYIOIIAS OIICHKA U MHTEPIIPETAIUs
JaHHbIX 10 Oe3omacHocTH. K uMcny Takux OCOOEHHOCTEH OTHOCHUTCSA

B YaCTHOCTH IIPMMCHCHHUC JICKAPCTBCHHOI'O IIpCliapara B MGI[I/II_[I/IHCKOI;'I
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NPaKTUKE IO TMOKa3aHUSM, HE BKIIOYEHHBIM B 4HCIO 0M00peHHbIX. Eciu
UMEIOTCSl  COOTBETCTBYIOIIME  JIaHHBIC, JIepKaTellb  PEruCTPAIMIOHHOTO
YIAOCTOBEPEHUS] MOXET cJielarb KOMMEHTapuid O TOM, HACKOJBKO JIaHHOE
NPUMEHEHHUE TMOIACPKUBACTCS KIMHUYECKUMH TPOTOKOIAMH, JOKa3aTeIbHOU
0a30i KIMHUYECKUX UCCIIEAOBaHUHN JTHUOO OOYCIIOBIEHO OTCYTCTBHUEM B LIEIOM
3apeTUCTPUPOBAHHBIX  anbTepHaruB.  JlobkHa ~ OBITH  MIpe[CcTaBlieHA
KOJIMUECTBEHHAs] OIleHKa oObeMa JaHHOTO TMPUMEHEHHS TPy HAITUYUU
MOAOOHBIX TaHHBIX.

8.5.6. Paznen IIOOBb «O000111eHHBIE TAOTUYHBIE TAHHBIEY.

Hensto mpanHoro paszaena I[IOOb sBisercss npencraBieHUE AAaHHBIX O
HEXKEJIaTeIbHBIX PEaKIUAX M SIBICHUSX, BBIIBICHHBIX B XO/I€ KIMHHUYECKHX
uccienoBanuii, B ¢opme 00O0OIEHHBIX TaOMUYHBIX JaHHBIX. J[lepkarenn
PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS MOXKET MPUBECTU OINPEACIICHHBIE aCIEKThI
JTAHHBIX B TpaUIECKOM BHUJIE C MEIIBI0 00IeTIeHsT BOCTIPUSATHS ¥ TIOHUMAHHSI.

OTHeceHre CUTHaJIA K 4YHCIy CEPhE3HBIX HEXKEIaTeIbHBIX PEakiuidi B
O0OOIIIEHHBIX TAOJMYHBIX JAHHBIX JOJDKHO COOTBETCTBOBAThH KJIACCHU(UKAIIUU
ATOTO CHUTHAJA MO pe3yjbraTaM OICHKHM WHIUBUAYATIbHBIX COOOIIECHUN O
HEXKEJIaTeJIbHBIX PEAKIUSAX C HCMOJIb30BAaHUEM KPUTEPHUEB CEPhE3HOCTH,
YCTaHOBJICHHBIX 3aKOHOJIATEIILCTBOM TOCYIAPCTB-WICHOB U MEXIYHAPOIHBIMU
JIOTOBOPAaMHU M aKTaMHU, cocTaBiisrouMu mpaBo Coro3a. O1eHKa Cephe3HOCTH
HE JIOJDKHA U3MEHSTHCS TTPHU MOATOTOBKE JaHHBIX 111 BKiIrodeHus B [I0OD.

8.5.6.1. [Tompaznen [TOOB «CnpaBounast uHGOpMAITHS.

B nanHOM Tompaszziene yKa3bIBaeTCS BEPCUS TEPMHUHOJIOTHYECKOTO
KJ1accu(uKaTropa, HCIOJIb3YeMOTo I aHaM3a HEXENIATeIbHBIX SBJICHUN U
pEaKIHUd.

8.5.6.2. [Tompaznen TIOOb «O600meHHas nHGOPMAIIHS IO CEPHE3HBIM
HEXEJIaTeTbHBIM ~ PEaKIUsSIM, BBIABICHHBIM B  XOA€  KIMHHUYECKUX

HUCCIICNOBAHUN)).
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B nannom noapazaene [TOOB nomkHO ObITH NPUBEAEHO 0OOCHOBAHUE 110
MIPUIOKEHNIO, KOTOPOE€ BKJIIOYAET KyMYJISTUBHBIC OOOOIIEHHBIC TaOIMYHBIC
JTAHHBIE 110 CEPbE3HBIM HEXKEIATEIbHBIM SIBJICHUSIM, KOTOPbIC ObLIIN BBISIBIICHBI B
X0€  KIMHUYECKUX  UCCIICIOBAaHWM,  OpPraHM30BaHHBIX  JiepiKareiem
PETUCTPAIMOHHOTO  YJIOCTOBEPEHHUS, HayMHAasi C MEXIYHApOJHOM Jarhbl
0700peHus pa3padaTbIBAEMOro JIEKAPCTBEHHOT'O Mpenapara 10 1aThl OKOHYAHHUS
coopa manHbix 1o Tekymemy I[IOOB. Jlepkarenb perucTpaioHHOTO
YIAOCTOBEPEHUS JIOJDKEH J1aTh OOBSICHEHUS! MO BCEM HCKIIIOYAEMBIM JIaHHBIM
(HarpuMep, JaHHBIE PE3YJBTATOB KIMHUYECKOTO HMCCIIEIOBAHUS MOTYT OBITh
HEIOCTYMHBI Ha MPOTSHKEHUM HECKOJbKUX JIeT). JlaHHble B TaOnmuuHOM (opme
JOJDKHBI  OBITH  CTPYNIHUPOBAHBI B COOTBETCTBUM C KiacCU(DUKAIIMOHHBIM
OTHECEHHEM HEKENAaTeIbHbIX PEAKUUN MO OPraHO-CUCTEMHBIM KJlaccaM IS
UCCIIElyeMOr0 JIEKAPCTBEHHOTO TMperapara, a Takxke s IpenaparoB
cpaBHEHMS (aKkTUBHBIX M TUIane6o0). Korma sTo siBAsieTCsl 1ienecoo0pa3HbIM,
JAHHBIE JIOJDKHBI  OBITH MPEACTABICHBI B TPYNIUPOBAHHOM BHUJE TIO
KIIMHUYECKUM HCCIEIOBAaHUSAM, TIOKa3aHUSAM, NYTSIM BBEACHHUS U HWHBIM
MIEPEMEHHBIM.

JIoMmKHBI OBITH PACCMOTPEHBI CISTYIONINE ACTIEKThI:

MPEJICTABJICHUE OIICHKU TPUYMHHO-CJICICTBEHHON CBS3M IO PEAKUM
HEeXeNaTeIbHbIM ~ peakiusaM. Creayer TMpencTaBsaTh JaHHble 000 BCeExX
CEPbE3HBIX HEXENATEeNIbHbIX SIBJICHUSX IS HUCCIEIYEMOIrO JIEKAPCTBEHHOTO
npenapara u JJis IpernaparoB CpaBHEHUS (AKTUBHBIX U MUIAle00) C TEM, YTOOBI
ObL1a BO3MOXKHOCTH CJIeJIaTh TPYIIIOBOE CPABHEHUE, B TOM YHUCJIC B OTHOIICHUH
qacToThl. [loNe3HBIM SIBISIETCS TMPEIACTABICHHE JAHHBIX, OTpakaroliee
B3aMMOCBSI3b HA3HAYAEMOM JI03bI U YaCTOTHI;

0000IIICHHBIE TAOJUYHBIE JaHHBIE JOJDKHBI BKIIFOYATh KaK OCJICTUICHHBIC,
TaK W Pa30CICIUVICHHbIC JaHHBbIE O CEPbhE3HBIX HEKENATEIbHBIX SIBJICHUSIX B

KIMHUYCCKUX  HMCCIICAOBAHUAX. Pa3ocnermieHsbie JaHHBIC MOI'YT OBITH
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NPEACTABIIEHBI TI0 pE3yJbTaTaM 3aBEPIICHHBIX KIMHUYECKUX HCCIEIOBAHUN U
OTAETbHBIM WHAMBUAYAILHBIM CIy4asiM, KOTOpbI€ OBLIM Pa30CIEIUICHBI IO
OIpEICTICHHBIM NPUYMHAM (HalpHUMep, MO acnekTaM O€30MacHOCTH WU Jis
BBINOJIHEHUSI TPEOOBaHUI HE3aMEUIUTENBHOIO penopTupoBanusi). CrOHCOPBI
KJIIMHUYECKOIO MCCIIEIOBAHUS U IEP>KATENIN PErUCTPAMOHHBIX YIOCTOBEPEHUI
HE BBIMOJHSIOT PA30CICIUIEHUE HEMOCPEIACTBEHHO B CBSI3U C IOJATOTOBKOM
ITOOB;

OIpEJICTICHHbIE HEKENaTelIbHbIE PEaKUMU MOTYT OBbITh HCKJIIOYEHBI U3
oOoOmaromed uHPOpMaIlMKM, HO BCE TOAOOHBIE HCKIIOYEHUS JIOJIKHBI
obocHoBbIBarbesa B [IOOB. Hanpumep, HexenarelbHblE PEAKIUH, KOTOPbIE
ObUIM OmpeNeNeHbl B TPOTOKOJE KaK HCKIIOYAIOIIMecs W3 IMPOLEAYpHI
HE3aMEeJJIUTENIbHOTO PENOPTUPOBAHUS U TOJIBKO BKJIIOUaeMble B OOLIyI0 Oaszy
JIAHHBIX 110 MPUYMHE TOTO, YTO OHU SBIISIOTCS MIPUCYIIIUMH 1IEIEBOU MOIMYISIIMN
WIN COBMAJIAIOT C KOHEYHBIMU TOUKAMHU.

8.5.6.3. logpaznen IIOOb «O606meHHass uHOpMalKg O AaHHBIM
MOCTPETUCTPALIMOHHOTO MPUMEHEHUS JICKAPCTBEHHOTO Mpernapara.

B nmamnom pasmene IIOOb mpencraBmsiercs 0OOCHOBaHUE —TIO
MIPWIOXKEHHUIO, BKJIIOYAIOIIEMY B TaOIM4yHOW (popme oOoOiiaroiiyue JaHHbIE O
HEXXeJIaTelIbHbIX PEAKUUAX KyMYJISTUBHO 3a BECh IMEPUOA U 3a OTUETHBIN
NEPUO], OT AaThl MEXIAYHAPOIHON PErucTpalvy JeKapCTBEHHOTO Mpernapara Jo0
JaThl OKOHYaHMS cOOpa JaHHBIX, BKIIOUAIOTCSI CBEACHHUSI O HEXKeNaTelbHbIX
peakiusix, MOJYYCHHBIX B XOA€ HEMHTCPBEHIMOHHBIX WCCICIOBAHUN U
CIIOHTAHHOTO PETMOPTUPOBAHMS, BKIIOYAs JaHHBIE OT MEIUIIMHCKAX U
(bapManeBTHYECKUX pabOTHHUKOB, norpeouTeneH, MAIMEHTOB,
YIOJIHOMOYEHHBIX OPTraHOB rOCYIapCTB-WICHOB M JaHHBIX, OITyOJIMKOBAaHHBIX B
MeIUUMHCKOW Jureparype. Cepbe3Hble U HECEpbE3HBbIE HEXKeNaTebHbIC
peakuuu JOJKHBI OBITh MPEACTaBIEHBI B OTACNBHBIX TaOnuuax. B TaOnwuie

JAHHBIE JTODKHBI OBITH paclpeseieHbl COITIAaCHO KJacCHU(UKAIMU 10 OpraHo-
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GbyHKIIMOHAIBHBIM ~ Kj1accaM. [lo  0co0o BaxHBIM —acriekram  mpoduis
0€30MacHOCTH  MOTYT  OBITh  TMPEACTABJICHBI  OTHEIbHBIE  TAOJHUIIBI
HEXEJIaTeJIbHBIX PEeakluid C TPyNIUPOBAHUEM JaHHBIX [0 [OKa3aHUSIM,
CrocoO0y BBEJICHUSI U MHBIM MTapaMETPaM.

8.5.7. Paznen I1IOOb «Pe3romMe 3HAUMMBIX JTAHHBIX, MOJTYYEHHBIX B XOJIE
KJIMHUYECKHUX UCCIIEIOBAHUMN 32 OTUYETHBIA EPUOI.

B mpunokxeHnn K JaHHOMY pa3lieny JepKarellb PErucTParioOHHOTO
YIAOCTOBEPEHUS] JIOJDKEH IIPEJICTaBUTh IEPEUUCIICHUE OPraHU30BaHHBIX UM
WHTEPBEHIIMOHHBIX KIMHUYECKUX HCCIIEIOBAaHUM, KOTOphIE OBLIM 3aBEPIICHBI
WM TIPOAOJDKAIOT BBIMOJIHATHCS B OTYETHBIA MEPUOJI, C IEIbI0 BO3MOXHOCTH
UACHTU(UKAIIMN, XapaKTEPUCTUKN U KOJTUICCTBEHHOM OIICHKH YPOBHS PHUCKOB,
MOATBEP)KJICHUA Npoduias OE30MacHOCTH JIGKAPCTBEHHOTO TIperapara MM
OLIEHKU 3((HEKTUBHOCTH MEP 110 MUHUMHU3ALIUN PUCKA.

[To BOBMOXKHOCTH JIaHHBIE CIIEAYET pa30UTh HA KaTErOpUH IO IMOJIOBOMY U
BO3pPacCTHOMY TpHU3HAKy (B OCOOEHHOCTH B3POCIYIO M JIETCKYIO MOIYJISIINN),
MOKa3aHUsIM, PEKMMaM JO3UPOBAHUS U PETHOHAM.

CurHaibl, BBISBJIECHHBIE B XOJ€ KIMHHUYECKHUX HCCICHOBAHHUM, HOJDKHBI
ObITh TpencTaBiieHbl B TaOmuuHoil dopme B pazaene [IOOBb «O0630p 1o
CUTHAJIaM: HOBBIE, HaxoHsIIUecs B paboTe WM 3aBeplieHHbIe». [IpoBomutcs
OIICHKa CHUTHAJIOB Ha TMpeAMET OTHECEHHs] UX K TMOTCHIMAIbHBIM WA
UACHTH(UITMPOBAHHBIM PUCKaM. PHCK TOIDKEH OBITH OIIEHEH M XapaKTepU30BaH
B mnoapaznenax IIOOb «Omenka pUCKOB W HOBOW HHGOpPMAUM» M
«XapaKkTepUCTUKA PUCKOBY.

B nmannom pazpene I[IOOb nomxHa OBITH MpeacTaBiieHa 000O0IIaroas
uHdopMalMsi O KIMHUYECKH BaXKHBIX JaHHBIX MO0 3(PGEKTUBHOCTU U

6e3OHaCHOCTI/I, IMOJIYYCHHBIX M3 CICAYIOINX NUCTOYHHUKOB 3a OTYCTHBIN ICPUOL:



224

8.5.7.1. Ilongpaznen I1OOb «3aBepIlICHHbIC KJIIMHUYECKUE
HCCIIEIOBAHMY.

Hanupii  mogpasgen IIOOb  nomkeH  HPEACTaBIATh  KPATKyro
UHPOpMAIMIO O KIMHUYECKHM BAXKHBIX [JaHHBIX MO 3(PPEKTUBHOCTH U
0€30MMaCHOCTH, MOJTYUYEHHBIX B PE3YJIbTAaTe 3aBEPIICHHBIX 332 OTYETHBIA MEPUOJ
KIMHUYECKUX  ucciaenoBanui. JlanHas  wHGOpManus  JODKHA — OBIThH
IIpeJICTaBIeHa B CKaToM Buje Win B (popme cuHoricuca. OH MOXKET BKIIIOYATh
uHdopMallMio,  KOTOpass  MOATBEPXKJIAET  WJIA  ONpOBEpPraeT  paHee
UACHTU(UIMPOBAHHBIE CUTHAIIBI 110 0€30ITACHOCTH, a TAK)KE JI0Ka3aTeNIbCTBA O
HOBBLIM CHTHajIaM 10 0€30ITaCHOCTH.

8.5.7.2. llogpaznen [1OOBb «IIpogomxaromumecs KJINHUYECKUE
HCCIICTOBAHM.

B ciywae ecnau Aepxarento  pErucTPaIlMOHHOIO — YOCTOBEPEHUS
CTAHOBUTCSI U3BECTHA KaKasi-MTMO0O KIMHUYECKU BaxkHash MHGOpMaIUs, KOTopast
Oblla TMOJydeHa B XO/€ MPOAOKAIONIUXCA KIMHUYECKUX HCCIICIOBAHUIMA
(HarmpuMep, BBISBICHHAS B XOJ€ MPOMEKYTOYHOTO aHajan3a 0€30MacHOCTH WM
B pE3yJabTare pa3ocCyeIVICHUs BBISBICHHBIX CEPbE3HBIX HEXKeIaTeIbHBIX
SBJICHUN), B JIAaHHOM pasJene Jo/bKHa ObIThb Kparko W3JI0KEHa HOoBas
uHpopmalys 1o 0e30MacHOCTU. ODTOT MOApa3leN TAKKe MOXET BKIIOYaTh
uHdoOpMalIUIO,  KOTOpash  MOATBEPXKIAET  WJIA  ONpPOBEpPraeT  paHee
UACHTH(HUITMPOBAHHBIE CHUTHAIBI IO OS30MacHOCTH, a TaKKe JIOKa3aTeIbCTBA
HOBBIX CUTHAJIOB 10 OS30MMaCHOCTH.

8.5.7.3. llogpaznen IIOOb «/[nuTenbHbIA MOCHEAYIOMNIA MOHUTOPUHT
COCTOSIHUS ITaIlHEHTOB).

Ecimu umeroTcs naHHbIE O JJTUTEIIBHOM TOCIEIYIONIEM HaOIIOICHUN
MAllMeHTOB, BKJIOYEHHBIX B KJIMHUYECKHE HCCIACAOBAHUS, B TOJpa3zeie

OPUBOAUTCS UWHGOpPMAIMSL O TOMYYEHHBIX B pE3yJbTare JJIUTEIbHOIO



225

MOCJIEAYIOIEro  HAOMIONEHUST 3HAUMMBIX C  TOYKH 3pEHUS  MPOQHIIS
0€30IMaCHOCTH JaHHBIX.

8.5.7.4. llogpaznen IIOOb «/MHOE TeEpanmeBTHUECKOE NPUMEHEHHE
JICKQpCTBEHHOTO TIperiapara.

JlaaHbIil  moApasaen  JO/DKEH — BKIIIOYATh  KIMHUYECKH — BaKHYIO
uHdOpMaIIHIO TI0 0€30TTaCHOCTH, MOIYYEHHYIO B pe3yJbTare IPyruX Mporpamm,
MPOBEJCHHBIX  JIep)KaTeleM  PETUCTPAIMOHHOTO  YAOCTOBEpPEHUS,  IIO
CHeUAIBLHBIM TIPOTOKOJIaM (HampuMep, MpoTrpaMMbl PaCITMPEHHOTO JOCTYTIA,
IIPOrpaMMBbI HCIIOJIb30BAaHUS B CBS3M C MCKIIOYUTEIHHBIMUA OOCTOSATEIHCTBAMU
U3 COOOpaKeHUM COCTpaJlaHus, MHANBUIYAILHOTO JOCTYIIA U JIp.).

8.5.7.5. llongpaznen IIOOb «HoBble maHHBIE MO OE30MACHOCTH IPH
WCIIOJIb30BaHUH JICKAPCTBEHHOTO Mpenapara (PUKCHPOBAHHBIX KOMOMHAIIHIX
JIO3Y.

B ciydae ecnm wHOE HE OIPENEICHO YHMOJTHOMOYEHHBIMH OpraHaMu
TOCY/IapCTB-WICHOB, B OTHOIICHHH KOMOWHUPOBAHHOW TEPAITUU JOJDKHBI OBITH
MIPEICTABIICHBI CIICTYIONTNE TaHHbIC:

a) B cllydae eClid JICKapCTBEHHBIN IMpernapar o100peH sl Ha3HAYCHUS B
KaueCcTBE KOMITOHEHTa (UKCHUPOBAHHOW JIEKAPCTBEHHOW Tepanmuul WA
MHOTOKOMITOHEHTHOTO PEKHMMa JICKQpPCTBEHHOW TepamnuH, B TOApa3/eIie
JOJDKHBI OBITh OOOOIICHBI Ba)KHBIE JIAHHBIC 1O OE30MMaCHOCTH MPUMCEHCHHS
KOMOMHHMPOBAHHOM TEpaIuu;

0) B ciydae eciu JIEKapCTBEHHBIN npenapar  SIBJISIETCS
KOMOMHHMPOBAHHBIM JICKAPCTBCHHBIM TIPEIIapaToM, JTaHHBIA MOIPa3Iei JOJKEeH
00001maTh BaXHYIO HHPOPMAIIMIO 10 OE30MacHOCTH 10 KaXxAoOMy U3
WH/IMBH Ty aJIbHBIX KOMIIOHEHTOB.

8.5.8. Paznen I1IOOb «/laHHbIE HEMHTEPBEHIIMOHHBIX UCCIICIOBAHUID.

B nannom paszgene o6oOmaercs wHbopmalus no 0e30MacHOCTH WU

JaHHBIC, KOTOPLBIC ITOJTYyYCHBI mo  pce3ylibraram HCUHTCPBCHIIMOHHLBIX
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KJIMHUYECKUX HCCIENOBAaHUM (Hampumep, 0OCEpBALMOHHBIX HCCIIEIOBaHU,
AMUAEMHUOJIOTUYECKUX HCCIEOBaHUI, PETUCTPOB, NPOrpaMM aKTUBHOTO
MOHHUTOPUHTA), OpPraHMU30BaHHBIX JepxKareinem PErUCTPALIMOHHOTO
YAOCTOBEPEHUS], CTAIM JOCTYIHbI B OTYETHBINM MEPUOJ U BIUSIOT HA OLECHKY
COOTHOIIICHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOIO mpenapara. Pasmen nomkeH
BKJIIOUaTh JJaHHbBIE, UIMEIOLIE OTHOUIEHUE K acriekTaM npoduiis 0€301MacHOCTH
U TOJYYEHHbIE IO pE3yJbTaraM HCCIEAOBAaHUNA IO OIIEHKE MCIIOIb30BAHUS
JIEKapCTBEHHOTO Tpernapara.

Jlepxarenb PErucTpaliMoOHHOTO YIOCTOBEPEHUs AOIKEH BKIIOYATh B
npwiokeHne K [IOOb mepedeHp BceX HEMHTEPBEHLMOHHBIX HCCIIEIOBAaHUM,
OpPraHW30BaHHBIX  JEPXKATEIEM  PETUCTPALMOHHOIO  YIOCTOBEPEHUS U
BBIIIOJIHEHHBIX C LEJIbI0 BBISBICHUS, XapaKTEPUCTUKH W KOJIMYECTBEHHOU
OLIEHKA BBI3BIBAIOIIMX OINACEHUsl aclekToB Npoduist  Oe30MacHOCTH,
NOATBEPkKACHUS Npoduisi 0Oe30MacHOCTH JIEKAPCTBEHHOTO Mpernapara Wid
OLeHKA 3((EKTUBHOCTH Mep MO MHMHHUMHU3ALMKA PHUCKA, KOTOpbIE ObLIN
BBIIIOJIHEHbl WM  BBIIOJHSIOTCS B OTYETHBIM  Iepuopn  (Hampumep,
MOCTPErUCTPAIIMOHHBIC UCCIIEAOBAaHUS 0€30MaCHOCTH).

OTueThl O CTAJAMU BBINOJIHEHUS WJIA UTOTOBBIE OTYETHI, KOTOPHIE ObLIM
MOATOTOBJIEHBl HA MPOTSXKEHUH OTYETHOIO NEPUOJa, JOJKHBI BKIIIOYATHCS B
npwioxkenue k [100b.

8.5.9. Paznen IIOOb «/lanHble Opyrux KIMHWUYECKHUX HCCIIECIOBAHUNA M
JAHHBIE, IOTYYEHHBIE U3 IPYTUX HCTOUHUKOB.

B paznene nomkHa ObITh 000011IeHa HHPOPMAITHS, KOTOpasi OTHOCUTCS K
OLICHKE COOTHOLIEHMSI «I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Tpernapara u
NOJTy4YeHa MO pe3ybTaTaM MHBIX KIMHHUYECKUX MCCIeOBaHUM 100 MoiyuyeHa
U3 UHBIX HMCTOYHHMKOB, K KOTOpPBIM Yy JepiKareis perucTpariOHHOIO

YAOCTOBEPEHUST OBbUT JIOCTYN 3a OTYETHBIM MEepuoJ| (Hampumep, pe3yabTarbl
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METa-aHAJIN30B PAHIOMU3UPOBAHHBIX KJIMHUYECKUX UCCIIETOBAHUM, TaHHBIE IO
0€30MacHOCTH MapTHEPOB MO pa3pabOTKeE JIEKapCTBEHHOTO Mperapara u Jip.).

8.5.10. Pazgen IIOOb «/laHHbBIE JOKIMHUYECKUX UCCIICIOBAHMIN.

B pasznene mpencraensiercss 0000meHHas MH(OpMaLys O 3HAYUMBIX B
OTHOLIEHUM TMpoduiisi Oe30MaCHOCTU JAHHBIX, IOJIYYEHHBIM B PE3YJbTare
JTOKJIMHUYECKUX MCCIIENOBAaHUN In VIVO M In Vitro (Hampumep, UCCIEeI0BaAHUS
KaHIIEPOT€HHOCTH, PETPOAYKTUBHON TOKCUYHOCTH WJIM UMMYHOTOKCHYHOCTH),
BBITIOJTHSIEMBIX WJIM 3aBEPILICHHBIX B OTYETHBIA mepuof. OlleHKa BIMSHUS
NOJYYEHHBIX JAaHHBIX Ha NPOQMiIb OE30MaCHOCTH JOKHA ObITh MPEICTaBICHA
B pazgene I[IOOb «Curnamel u oneHka pucka» u  pasgene 1100b
«IHTErpupOBaHHBIA aHATIN3 COOTHOIICHUS «II0JIb3a — PUCK» IO OI0OpPEHHBIM
MOKa3aHUSAM).

8.5.11. Paznen [TOOb «Mcnonb30BaHHBIE HCTOYHUKH JIUTEPATYPHI.

B paznene npencrasisiercss 06o0ueHHass HHGOpMaIUs O MOJIYYEHHbIX
HOBBIX ¥ 3HAYMMBIX JIAHHBIX 10 OE30MACHOCTU, KOTOPHIE OBLIN OMYyOIUKOBAHBI
B TMPOIICAIICH SKCIEPTHYIO OIIEHKY HaydyHOW JMTeparype Jubo Obuin
MOJTy4YeHbl W3 HEOMyOJMKOBAHHBIX MOHOTpadui, KOTOphIE OTHOCSTCS K
JEKapCTBEHHOMY  Mpemapary W CTalld  JIOCTyNHbl  JIEpXKarelto
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS B OTUETHBIN TIEPHO/I.

Jluteparypusiii mouck asis noaroroBku [IOOb nomkeH ObITH MIKMpe, YeM
JUTEPATypHBIA TMOWCK WHAWBHUIYAJTBHBIX COOOIIEHUM O HEXKeIaTeIbHbBIX
peaKLMsIX, TOCKOIbKY JTOJKEH BKIIFOYATh TAK)KE UCCIIEIOBAHUS, B XOJIE€ KOTOPBIX
ObUIM OLIEHEHBI MCXOJIbl C TOYKH 3pEHUsSI OE30MaCHOCTH B Ipymnax CyObeKTOB
UCCIIEIOBAHUSI.

OcoObie  acnekThl Tpoduiis  OE30MacHOCTH, KOTOPBIE  JIOJDKHBI
MIPUHAMATHCSI BO BHUMAHHE MPH MIOMCKE MHPOPMAITUH, HO KOTOPHIE MOTYT OBITH
HE BBISBIICHBI TMPU BBINOJIHEHUHM TOUCKA C IENbI0 MOIYYEHUS JIaHHBIX II0

HHIUBUAYAJIbHBIM CIIy4asM HCKCIIATCIIbHBIX peaKHHﬁ, BKJIFOYAIOT:
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UCXObl OEPEMEHHOCTH (BKJIIOUAsl MPEphIBAaHIE OEPEMEHHOCTH), KOTOPHIE
HE COIMPOBOXKAAINCH HEXKEIATEIbHBIMHU MTOCIIE/ICTBUSMY;

MIPUMEHEHHE JIEKAPCTBEHHOTO Mpenapara B NeUaTpruuecKon MOMyJIsIug;

NPUMEHEHUE  JIEKAPCTBEHHOTO npemnapara 10 porpaMmam
UCIOJIb30BaHUA B CBSI3U C  UCKIIOYUTEIIbHBIMU  OOCTOSITEILCTBAMHU U3
COOOpaXeHUH  CcOCTpallaHus U TEPCOHAJIM3UPOBAHHBIM  IpOrpaMmam
HA3HAYCHUS,

OTCYTCTBHUE YPPEKTUBHOCTHU JIEKAPCTBEHHOI'O Mpenapara;

aCUMIITOMAarnuyecKas Tepeno3upoBka, HecoorBercrByromee OXJIIIT u
HEMpPaBWIbHOE MIPUMEHEHHE JIEKAPCTBEHHOTO Mpenapara;

MEIUIMHCKAE  OIMMOKH, HE  CONPOBOXKIABIIMECS  Pa3BUTHEM
HEXKEJIATENIbHbIX SIBIICHUN;

BaXHBIC PE3YJIBTATHI TIOKIMHUYECKUX UCCIICIOBAHUA.

B ciyuae eciv 3T0 MpUMEHUMO, B JAHHOM pa3Jielie TaKXKe JOJIKHA ObITh
poaHaqu3upoBaHa UH@OpMAIMs O  JAPYTUX  aKTUBHBIX  BEIIECTBaX
(hapMaKoJIOTHUECKOM TPyMIbl, K KOTOPOH OTHOCUTCS JICKAPCTBEHHBIN Mpemnapar.

8.5.12. Pazmen I1IOOb «Jlpyrue meprogudecKkue OOHOBIISEMBIE OTYETHI
10 OE30MaCHOCTH.

Hannbni pazgen [IOOb co3maercs TONBKO B TEX CIIydasX, KOraa IO
JIOTOBOPEHHOCTH €  YIOJHOMOYEHHBIMA  OpraHaMu  TOCYIapCTB-YJICHOB
JiepKarejeM PErucTPaliOHHOTO YAOCTOBEPEHHUS] TOATOTABIMBACTCS Ooree
1 ITOOB Ha nexkapcTBEeHHBIN Mpernapar (B cyyae JEKapCTBEHHOTO Mpernapara ¢
(bUKCUpOBaHHOW  KOMOHWHAIMEH 7103, JICKQpCTBEHHOIO  Mpermapara C
MHO>XECTBEHHBIMU TIOKAa3aHUSAMHU JUIsl TIPUMEHEHUS W (W) Ppa3IndHbIMU
dopmamu  Beimycka). Kak  mpaBwiio, Jepkareiab  PEerUCTPAIIMOHHOTO
yaocTtoBepeHust qoipkeH noaroroButh 1 [IOOb Ha 1 gelcTByromiee BEMIECTBO.
B wactHpIX ciy4yasx 1O  PEIICHHUIO  YIOJHOMOYEHHBIX  OpPraHoOB

rOCyIapCTB-WICHOB JiepkareneM noarorasiuBaercsa cepus [IOOb nnst omHoro
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JIEKapCTBEHHOrO Tmpenapara. Ilpy 53ToM B JaHHOM paslene  Kaxaoro
nocnenyromiero [IOOb Takol cepuu TOMKHBI OBITH OOOOIIEHBI 3HAYMMBIE
naHHble 1o O6e3onacHocty u3 Apyrux [I0OOB, eciu Tonbko Takoe 00001IEHNE HE
IIPEICTABIEHO B MHBIX pazaenax nanHoro [100b.

[Ipu HaIMuMK AOCTYNa HA OCHOBAaHUM KOHTPAKTHBIX JOTOBOPEHHOCTEN K
nanHeiM  [IOOb  npyrux nep:kareneil perucTpaloOHHBIX — YIOCTOBEPEHUH,
CIIOHCOPOB ~ KJIMHUYECKHUX HCCJIEIOBAaHUM WM WHBIX [APTHEPOB Ha
AHAJIOTMYHBIEC JIEKAPCTBEHHbIE Mpenaparsbl JAepikareidb PEerucTparuoHHOrO
YAOCTOBEPEHUS JIOJIKEH MPEICTaBUTh B 0OOOIIEHHOM BUJIE 3HAYMMBbIC TaHHBIE

1o 0e30MacHOCTH, MOTy4YeHHbIE U3 npeacTaBisgeMbix uMu [100Ob 3a oTueTHBIN

TIEPHUO]I.
8.5.13. Pa3nen [1OOBb «Henocrarounas TepaneBTUYECKas
3 PEeKTUBHOCTD JIEKApPCTBEHHOTO npemnapara, yCTaHOBJICHHAS B

KOHTPOJIMPYEMBIX KIMHAYECKUX HCCIICTIOBAHUSIX ).

Ecmi mpu  BBIMONMHEHWHM  KIMHUYECKUX  MCCICHOBAHWM IS
JICKapCTBCHHBIX TIPEMapaToB, KOTOPHIE MCHOJB3YIOTCS IS JICUCHUS |
NPO(PHUIAKTUKN CEPhE3HBIX W KU3HEYTPOXKAIOIINX 3a00JIeBaHUM, IOTyYCHBI
JAHHBIE, KOTOPBIE MOTYT CBHJIETCIILCTBOBATH 00 WX HEIOCTAaTOYHOU
TepaneBTu4eckorl A(OEKTUBHOCTH MO0 HEIOCTaTOUYHOM TeparneBTUYECKOM
3(pPEKTUBHOCTH B OTHOIICHWH IPOBOAMMOIO JICUCHHS, TO TaKWe JIaHHBIC
YKa3pIBAalOT HA HAJIMUYME 3HAYUTEIBHOTO PHCKA IS IIEJCBOM MOMYISAIMH M
JIOJKHBI OBITH ITPOAHAIM3UPOBAHBI 1 00001IeHBI B JaHHOM pazneie [100Bb.

B cinydae eciu 3TO MPUMEHMMO K OIICHKE COOTHOIICHHUS «IOJb3a —
pUCK», JaHHBIE, KOTOpPBbIC TMONYYCHBI TIPH TPOBEACHWU KIMHUYCCKUX
UCCJICIOBAaHUM W TOATBEPXKAAIOT  HEIOCTATOYHYIO  TEPareBTUUYECKYIO
JCKapCTBCHHBIX  MpEenaparoB, HE  MNpPeAHA3HAUCHHBIX I JICUCHHS
YKU3HEYTPOKAIOIMICH IMaTOJIOTHH, JOJDKHBI TakKe OBITh IIPOAHATHU3UPOBAHBI B

nanHoM pazaene [I0OBb.
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8.5.14. Paznen IIOOb «Baxunas wuHdopmanus, TMOIy4eHHAs TIOCTe
3aBepieHus noarotoBku [IOOby.

B nannom paznene [1OOB 06001atoTcs NOTEHIIMATBLHO BaXKHBIC JaHHbBIC
no 0e30omacHOCTH U 3((HEKTUBHOCTH, KOTOpbIE OBbUIM IOJYYEHBI MOCIE
OKOHYaHUsl cOopa JaHHBIX, HO JO NOATOTOBKM OKOHYATEIbHON peNaKklyu
[TOOB. Crona oTHOCSTCS 3HaUUMBbIE KIIMHUYECKUE JaHHBIC HOBBIX ITyOIMKAIUH,
3HAUMMbIE JTAHHBIC MOCJIEAYIONIEr0 HAOMIONCHMS 3a MAllMeHTaMH, KIMHUYECKU
BR)XHBIE TOKCHKOJIIOTUYECKUE JIaHHBIE, a TaKXe BCE JEWCTBUS JIepKaTelis
PETUCTPALIMOHHOTO YOCTOBEPEHUS, HE3aBUCHMbBIX KOMUTETOB IO OILICHKE
JAHHBIX, YTOJHOMOYEHHBIX OPraHOB TOCYIAPCTB-WICHOB, MPEANPUHSATHIC B
OTHOILIEHUH TIPOOJIEM, CBA3aHHBIX C MpoduaemM 6e30MacHOCTH JeKapCTBEHHOTO
npemnapara. HoBeie MHAMBUyaTbHBIE COOOIICHHS O HEXEIaTeIbHBIX PEAKIIHIX
HE JIOJKHBI BKJIIOUATHCS B Pa3ziei, 3a UCKIIOUEHUEM CIIy4aeB, KOIJla OHU MOTYT
NPEACTABIAT, NPUHLMITMAIBHO BaKHBIM Cllydaid, NOATBEPKAAIOIMN (hakT
HAJIMYUS HEXeNareJbHOW peakuuu (HarmpuMmep, MepBbld 3aperucTpUpPOBAHHBIN
CJly4ail pa3BUTHUSI BaXKHOTO HEXKEATEILHOTO SIBJICHHSI Y YEJIOBEKA) UITM BaXKHBIM
CUTHaJI 10 0€30MaCHOCTH.

JlanHble pazzaena JOJHKHBI ObITh YUTEHBI MPU COCTABICHUM MOApa3/ea
«O1ieHka puckoB U HoBor uHpopManum» pazaena [IOOb «Curnaiel U olleHKa
pHCKay.

8.5.15. Paznen [1OOb «O0630p curHanoB (HOBbIE, pacCMaTpUBAEMbIE U
3aBEPIICHHBIE)».

[enbto maHHOTO pasaena sSBISETCA MPEICTaBICHWE MaKCUMaJbHO
MOJTHOTO 0030pa BBISBJICHHBIX CHTHAJIOB (OLEHKA KOTOPBIX €Ile He
HAYMHAJIaCh), CUTHAJIOB, KOTOPHIE IMOJYYEHbI B MEPUON MPOBENCHHUS OLEHKU
HEXKEJIaTeIbHbIX PEAKIMM, a TaKXKe CUTHAJIOB 3a OTYETHBIM MEpUOJ, OLICHKA

KOTOPBIX YK€ 3aBCPIICHA.
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JlepxareneM  perucTpalliOHHOTO — YAOCTOBEPEHHUS  JODKHBI — OBITh
MIPEJICTABIICHBl KPAaTKOE OIMMCAHWE METOJa, KOTOPBIM HCHOIB3YeTCsS IS
BBISIBJIICHUS CUTHAJIOB, U ICTOYHHMKOB JIAHHBIX JIJIS BBISIBJICHHS CUTHAJIOB.

K HOBBIM BBHISBJICHHBIM CHTHAQJIaM OTHOCSITCSI CUTHAJIBI, KOTOpPhIE OBLIH
BBISIBJICHBI 32 OTYETHBIM mepuon. K paccMarpruBaeMbIM CHTHAJIaM OTHOCSTCS
CUTHAJIbI, KOTOpPHIE TMPOXOAMJIA TPOIEAYPY OICHKH Ha MOMEHT OKOHYAHUS
coopa nanHbIX. K 3aBepIiieHHBIM OTHOCSATCSI CUTHAJIBI, OIIEHKa KOTOPBIX Oblia
3aBepleHa 3a OTYETHBIA mepuoi. CUrHajbl, KOTOPbIE 32 OTYETHBIM MEPUOJ
SBJISTIOTCS.  OMHOBPEMEHHO HOBBIMH W 3aBEpUICHHBIMA (B OTHOIICHHUH
IPOIETYPhl TIPOBENCHUS WX OICHKH), JTO/DKHBI OBITh OTHECEHBI B pasiel
3aBEpIIICHHBIX CUTHAJIOB.

Paznen IIOOb nomkeH BKIIIOYATh JA@HHBIE O PAcCMAaTpUBAEMbIM U
3aBEPIICHHBIM 3a OTYETHBIN MMEPUOJ] CUTHAJIAM, MPEACTABICHHbBIE B TAOJIMYHON
dopme. Tabmuma seiserca npwiokenuem K [IOOb. Ilo ycMmorpenuro
JIEp>KaTelisi PEerucTPAlMOHHOTO YIOCTOBEPEHMs JaHHas WHOOPMAILUS MOXKET
TaK)Ke€ BKJIIOYATh KyMYJISTHBHBIC JaHHBIE II0 CHTHaJaM (BKJIIOYas paHee
3aBEpIIICHHBIC CUTHAJIBI), TIPU 3TOM JOJDKHA OBITh yKa3aHa Jara, ¢ KOTOpOH
OTCUYHUTHIBAETCS CPOK BBIMOJIHEHHOTO 000OIIEHHS IO CUTHAJIaM.

JeranpHas OLIEHKa CHUrHajioB BKIoyaercss B nogpaszaensl [I0OOb
«OrneHka curHanay u «O1eHKa puCcKOB U HOBOM MHGOpMAITUN.

8.5.16. Paznen IIOODB «CurHasel 1 OlIEHKa PUCKa.

8.5.16.1. Tlogpazgen  IIOOb  «O6oOmatomass uHpOpMaIUsa 1O
npobieMam 0€30TaCHOCTH.

8.5.16.1.1. llenpto  mompaznena IIOOb  gBisieTcss  TpenCcTaBICHUE
O0asucHOM oOoOmarome uHGOPMAIMA 1O BAXKHBIM aCMEeKTaM  MPOQUIIs
0€30MacHOCTH, KOTOpBIC SIBIISTEOTCS npooIemMamMu 0e301macHOCTH
JIEKapCTBEHHOIO TMpernapara, C YKa3aHUEM [0 KaKJIOMY AacleKTy 0

0€30MMaCHOCTY CBEICHUM O TOM, Kakasi HoBas MH(OpMaIMs U HOBasi OLIEHKA 10
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JAHHBIM acleKTaM MOXKET ObITh cjenaHa. [lpu omnpeneneHurn BaKHOCTH
KaXJI0OTO U3 aCMEKTOB PHUCKa CIEIYET paCCMOTPETh CIAEIYIOIIHE (DaKTOPHI:

a) CEpbe3HOCTh PHCKA CBS3aHHOTO C JIEKAPCTBEHHBIM MpEnaparoM C
MEIUIIMHCKOW TOYKH 3pCHHUs, BKJIOYAs BIMSHUEC HA WHIWBUIYaIbHOE
COCTOSTHUE TIAIIEHTOB;

0) yactoTa, IpeIcKazyeMoCTh, MPEAOTBPATUMOCTb 1 00PaTUMOCTh PUCKA,;

B) MOTEHIIMAJILHOE BIMSIHUE Ha OOIIECTBEHHOE 37I0POBbE (YaCTOTa pUCKa
B TIOITYJISITMH, Pa3Mep TOITYIISINH, TTOABEPTIIUNACS BO3ICHCTBHUIO);

I') OIICHKAa OOIIECTBEHHON MPUEMJIEMOCTH PUCKA B CIIydasiX BO3MOKHOTO
BIIMSTHUS JIEKAPCTBEHHOTO IMpernapara Ha OOIIECTBEHHOE 370POBhE (Harmpumep,
OTKa3 OT POTrpaMMbI BaKIIMHAIUN).

8.5.16.1.2. O6o0maromas  uHbOpPMAIUS  JIOJDKHA  TPEACTABIISITH
UMEIOIIUECS CBEICHUS TI0 JICKAPCTBEHHOMY IIperapary OT Hadajla OTYETHOTO
nepuoga [IOOb u orpaxars:

BaXHBIC HICHTH(PHUIINPOBAHHBIC PHUCKH;

Ba)XHBIC MOTEHIIUAJIbHBIC PUCKU;

BaXXKHYIO OTCYTCTBYIOUIYIO HH(POPMAIIHIO.

8.5.16.1.3. B OTHOWIEHHHM JEKAPCTBEHHBIX MpPENaparoB, HMEOLIUX
cnenupukanuoo no Oe3onacHocTd, WHGOPMAaIMs, BKJIOYaeMmas B JaHHBIN
nojipaszaen, JIOJbKHAa — COBMaaaTth ¢ oboOmaromeid  “HPopManue,
MPENCTABICHHONW B TEKyIIeW Bepcum crienudukanuu mo Oe30MacHOCTH Ha
nary Hadasia otyetHoro nepuoaa [10Ob.

B  oTHOmeHWHM  JEKapCTBEHHBIX  IpemaparoB, HE  HUMCIOIIUX
cnenupukanuo 1o  Oe30MacHOCTH, JaHHBIA  TMOApa3AeN  JOJDKEH
NPEACTABIATh  WHPOPMAIMIO O  BAXKHBIX  WACHTU(QUIIMPOBAHHBIX,
MOTCHIIMATBHBIX PUCKAX W BaXHOW OTCYTCTByIOWmeH WH(pOpMaIuu,

CBS3aHHOU C INPUMCHCHHUCM JICKAPCTBCHHOI'O IIpfliapara Ha OCHOBaHHHA
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JaHHBIX TPEIPETUCTPAIMOHHOTO U  TOCTPETUCTPAIMOHHOTO TMEepHOJIa.
[IprMepbl MOTYT BKJIFOUATh B C€0sI CIIEYIONIYIO HH(OpMAITHIO:

BaXHBIC HEXKEJIATSIHbHBIC PEAKITNH;

CBEIACHUS O B3aWMOACHCTBMHM C JPYTMMH  JIEKAPCTBCHHBIMU
npernaparamu;

BBISIBJICHHBIE MEIUIIMHCKHE OINMOKM WM TPOMaxu, B CiIy4asx, He
COITPOBOXK/IAFOIINUXCS PA3BUTHEM HEKEIATEIbHBIX PEaKITHiA;

B3aMMOJICHCTBHE C MPOAYKTaMHU TUTAHUS WM UHBIMHU BEIECTBAMU;

pe3yabTaThl BO3ACHCTBHS TIPH  BBITIOJIHCHHH MPOQECCHOHATLHON
NeATETLHOCTH;

KJ1accoBbIe hapmakosorudeckue 3pGeKThl.

OO6o01IeHre 1Mo BaXXHOM OTCYTCTBYIOIIEH MH(POPMALIUA JIOJDKHO
OIICHUTH KPUTUYHOCTH MPOOETIOB B MMEIOMIUXCS 3HAHUSAX TI0 OTPEISICHHBIM
acriektaM rpoduiist 6e30MaCHOCTH JJIs 1EIEBBIX MOMYJISIIAN.

8.5.16.2. TTonpazaen IIOOb «Ouenka curnana.

8.5.16.2.1. Undopmanust, mpeacTaBisgemMas B TMOApasaeie, I0JDKHA
000011aTh PE3yNIBTAaThl OIEHKH CHTHAJIIOB 1O OE30IMacHOCTH, KOTopas Oblia
3aBepIlieHa B OTYCTHBIN Mepro. MoryT OBITh JBE OCHOBHBIC KaTETOPHH:

a) CUTHAJIBI, KOTOPBIC TI0 Pe3y/IbTaTaM OIICHKHA MOTYT OBITh OTHECEHBI K
KaTeropuu TOTCHIMAIBHBIX WJIW HISHTH(PHUIIUPYEMBIX PHCKOB, BKJIIOYas
oTcyTcTBHE  TepameBtuueckod  sddextuBHoctn  (pasmen  [1OOb
«Hemocrarounass  tepameBruueckass  A(OPEKTUBHOCTh  JICKAPCTBEHHOTO
npemnapara, — yCTaHOBJIICHHAas B KOHTPOJIMPYEMBIX  KIMHUYECKHUX
UCCIICIOBAHUSIX));

0) CUTHAJIBI, KOTOPBIC IO pe3yJibTaTaM OIIEHKH OBLIM OTKJIOHEHBI Kak
JIOKHBIE CHUTHAJIbl HAa OCHOBAaHWM HAyYHOW OIICHKM HMMEIOIIEHCS Ha Jary
npoBeneHusl mporeAypbl wHbopMmanuu. [lo JaHHOW KaTeropwy CHUTHAIOB

JOJIDKHO OBITH npcaACTaBJICHO OIIMCAHHUC KaxXKJ0ro CHUrbdalla ¢ 1LOCJIbIO
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00OCHOBaHHUSI €ro OTKJIOHEHHS OT Kareropuu curHana. JlaHHoe omucaHue
MOXKET OBITh BKJIIO4EHO B OCHOBHOM TekcT [IOOb unu B mpuiioxeHue K
OTUYETY.

8.5.16.2.2. Jlns curHanoB, MO KOTOpPhIM Obljia 3aBeplilieHa Mpoleaypa
OIICHKM 3a OTYETHBINA MEpPUOJ, PEKOMEHIYeTCsI COOIIOACHUE COOTBETCTBUS
Mexay oObeMOM U JAeTalu3alied JaHHBIX TI0 OIEHKE CHUTHalIa |
3HAYMMOCTBIO TAHHOTO acriekTa Mmpoduiis 0€301macHOCTH IS OOIECTBEHHOTO
3JI0POBBS, & TAKKE CTENEHbIO JOCTATOUHOCTH JI0Ka3aTeIbHOU 0a3bl, KOTOpast
BKJIIOYAET B c€0s CIICTYIONINE aCIIeKThI:

a) UICTOYHUK WJIU OOYIUTEIIbHBIM MOMEHT (DOPMUPOBAHUSI CUTHAA,;

0) 000CHOBaHME, IMEIOIIEE OTHOIICHHUE K OIICHKE;

B) METOAbI OLEHKH, BKJIFOYasl WCTOYHUKHU JIAHHBIX, KPUTEPUH IOUCKA
WU QaHAJIMTUYECKUE TIOJIXO/IbI;

r) pe3ynbrarbl (00001IeHHass WH(OpMaIMs) KPUTHYECKOTO aHajau3a
JAHHBIX, PACCMATPUBAEMBIX MPU OIIEHKE CUTHAJIA;

1) oOCyXacHNE;

€) 3aKJIFOYEHUE, BKJIIOYas peAjiaraéMble 1CCTBHS.

8.5.16.3. ITonpaznen [TOOB «O1neHka prucKkoB U HOBOW UH(pOPMAITUNY.

JlepxaTenb PEerucTpallMOHHOTO YAOCTOBEPEHUS JIOJDKEH IMPEJCTaBUThH
KPUTHUYECKYIO OIIGHKY HOBOW WH(OpMalMu 3a OTYETHBIM TMEepHojJ B
OTHOILIEHUU HOBBIX WJIM PAHEE BBISIBIICHHBIX PUCKOB (BAKHYIO WM UHYIO).

Hanneid nmogpazaen [IOOb nomkeH comepkaTh OMUCAHUE W OLCHKY
BCEX PUCKOB, BBISIBJICHHBIX 32 OTYETHBIN MEPUO, & TAKXKE OLICHKY BJIMSHUS
HOBBIX JaHHBIX Ha paHee BBISIBJICHHbIE PUCKU. B pazgen He BKiIo4aeTcs
obOo01aronias Wid MOBTOPAIOIIAsACS WHQpOpMaIus, BKIIOUEHHAs B Jpyrue
paznensl [IOOb, HO mpencTaBisieTCs MHTEPHpETAlUss M OlLIEHKAa HOBOM

MH(pOpMAIIU TPUMEHUTEIBHO K XapaKTepUCTUKE MPODUIIS pUCKA.
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HoBas wundopmanus nomkHa ObITH MNpPENCTaBlI€HAa MO CIEIYIOIIUM
paznenam:

HOBBIE MMOTEHIIMAIBHBIE PUCKH;

HOBbI€ UJICHTU(UIIUPOBAHHBIE PUCKH;

HOBasi UH(oOpMaIKs 1O paHEE BHIABICHHBIM pUCKaM (IMIOTEHIIMATbHBIM
U UJISHTU(PUIIUPOBAHHBIM);

OOHOBJICHHE TI0 BaXHOW OTCYTCTBYIOIIECH HH(OPMAIIUH.

[IpencraBnsieTcss KpaTrkoe OMMCAHUE Ba)XHBIX PHUCKOB. Jlisi pHUCKOB,
OTHOCUMBIX K WHBIM PUCKAaM M HE OTHOCHUMBIX K «Ba)XHBIM» PHUCKaM, IO
KOTOPBIM ObLIa TIOJy4eHa HOBasi MH(OpMaIus 32 OTYETHBIN NEPUOJI, YPOBEHb
JeTalnu3aly JOKEH COOTBETCTBOBATh MMEIOLIEHCS TI0Ka3aTeIbHON 0a3e 1o
ATUM PHUCKaM U 3HAYUMOCTH WX BIMSHUS HA OOIIECTBEHHOE 370POBHE.

Best HOBast uHpoOpManus Mo BIMSHUIO JIEKAPCTBEHHOIO Ipernapara Ha
NOMYJSIUIO TUOO JTaHHBIE IO paHee OTCYTCTBYIOIIEH MHGOPMALIMK JTOJKHbI
ObITh KPUTHUYECKHU OLICHEHBI. YKa3bIBAIOTCS, KaKHE€ U3 acleKTOB Mpoduiei
0€30MacHOCTH, BBI3BIBAIOIINX OIMACCHUS, W HESICHBIX ACTIEKTOB MPOQuUIIs
0€30MMaCHOCTH OCTAJIUCh HEBBISICHEHHBIMH.

8.5.16.4. ITonpaznen [IOOb «XapakTepucTUKa pUCKOBY.

B noapaszaene naercst XxapakKTeprucTUKa BaXXHbIX UICHTU(PUIUPOBAHHBIX
PUCKOB M BaXKHBIX TMOTEHIIMAIBHBIX PUCKOB Ha OCHOBAHUHU KyMYJISTUBHBIX
JAHHBIX (B TOM YHCJE HE OrpaHUYMBAEMBIX OTYETHBIM IIEPUOAOM) U
OTHCHIBACTCS BaKHAsI OTCYTCTBYIOIIAasi HHPOpMAIHSI.

8.5.16.4.1. C y4yeToM HCTOYHMKA JaHHBIX HMH(pOpPMALUS MO pUCKAM
JIOJI’KHA BKJIIOUATh B ce0s cienyrolee (€cau MTpUMEHNUMO):

a) 4acToTa;

0) YKCIIO BBISIBIICHHBIX CITy4aeB (YUCIUTEINb) U TOYHOCTh OIIEHKHU;

B) 00beéM Ha3HAYEHUW (3HAMEHATEJb), BBIPAXKEHHOE KaK YHCIIO

MaIMEeHTOB, MAIIUEHTO — MeCsAIEeB (JIET) U Jp. U TOYHOCTH OLICHKH;
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I') OLIEHKAa OTHOCUTEIHHOTO PUCKA U €€ TOUHOCTb;

1) OIICHKa a0COIIOTHOTO PUCKA U €€ TOYHOCTh;

€) BIMSIHUE Ha MalMeHTa (CUMIITOMBI, KAY€CTBO KU3HU);

) BIUSIHUE Ha OOIIECTBEHHOE 37J0POBbE;

3) (bakTOpBl pHUCKA (HampUMEp, WHIAWBHUAyalbHbIE (PAKTOPBI pHCKA
(Bo3pact, OepeMEHHOCTh, TIEPUOJI JIAKTAIIMK, HapylIeHUE (PYHKIHMH TeYEHU
WIM TI0YeK, 3HauMMas COIMYTCTBYIOIAs TMATOJOTHSA, CTENEHb TIKECTH
3a00JIeBaHUI, T€HETUYECKUN MNOIUMOp(pu3M, pacoBas M (WJIM) STHUYECKAs
MPUHAJIJICKHOCTD, J103a);

1) NPOAOCKUTENBHOCTD JICUEHUS, IEPUOJ] PUCKA;

K) IPEIOTBPATUMOCTh (OLIEHUBAETCS IMPEACKAa3yeMOCTh, BO3MOXXHOCTb
MOHUTOPUPOBATh  COCTOSIHUE MO HWHAWKATOPHBIM  CHMITOMAaM  HJIH
1a00paTOPHBIM apaMeTpam);

J1) OOpaTUMOCTh;

M) TOTEHIIUAJIBHBIN MEXaHU3M;

H) YPOBEHb JOKA3aTEJIbHOCTU M HEONPEIEICHHOCTH, BKIIFOUas aHAJIN3
npotuBopedanux GakToB (MIpU HATHYNHN).

8.5.16.4.2. IIpu noaroroBke 110Ob s nEKapCcTBEHHBIX MPENApPaTOB C
HECKOJIbKUMHU MOKa3aHUsIMHU, opMaMu BbIIyCKa WU CIOCOOaMU BBEJEHUS B
cllydae HaJW4YMsl CYUIECTBEHHBIX Pa3IUUUi MO UACHTU(UIMPOBAHHBIM U
NOTEHUHUAJIbHBIM PUCKAM MOXET ObITh OOOCHOBAHHBIM MpPE/ICTABICHUE
JAHHBIX TI0 PHUCKaM OTJAEJIBHO IO TMOKa3aHWusiM, (opMaM BbIyCKa WIH
crioco0am BBeAeHUSI. MOryT OBITh IPE/ICTABIICHBI CIEYIONINE Pa3/IEIbl:

a) PUCKH, XapaKTepHbIE JIJIsl ACHCTBYIOIIETO BEIIECTBA;

0) pUCKH, XapaKTepHbIe JJIsI OMNpPEAENICHHbIX (QOpM BBHITyCKA WIH
ciocoO00OB  BBeA€HUs  (BKJIOYass  BO3ACHCTBUE  IPU  BBINOJIHEHUU
npodeccuoHaIbHON NEATEIbHOCTH);

B) PUCKH, XapaKTEPHBIE JJI OMPEACICHHBIX TOMYISIINM;
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I') DUCKM, CBSI3aHHBIE C TIPUMEHEHHEM O0e3 Ha3HaueHUs Bpaya
(ot MEeWCTBYIOIIMX — BEIIECTB, KOTOpBhIE€ MpEIACTaBlIeHbBl B  ¢dopmax,
OTITYCKae€MBbIX IO PEIENTy U 0€3 pelenra);

1) mpoOjeMbl 1O 0€30MaCHOCTH, CBSI3aHHBIE C OTCYTCTBYIOIIECH
uH(popmauen.

8.5.16.5. [loapaznen I[1OOb «OddeKkTuBHOCT MEp MHUHHUMHU3AIUU
pHUCKa (eclii OHU MPUMEHSITHCH ).

Mepsl MUHHMMHU3AIMM ~ pUCKAa BKJIOYAIOT B ce0a  jeicTBus,
HaIlpaBJICHHBIC HA MPEJOTBPAIEHUE HEXKENATEIbHbIX PEeaKIUi, CBI3aHHBIX C
BO3JICHCTBUEM JIEKQPCTBEHHOTO Ipenapara, JU00 CHUKEHUE CTENEeHH HX
TSOKECTH TPHU BO3HUKHOBEHHMH. Llenbio AEATENbHOCTH MO MHHUMH3ALUH
pUCKa SIBIISIETCSI CHUYKEHHE BEPOSITHOCTU PA3BUTHS WIIM CTEHEHU TAKECTH
HEXEJaTeIbHBIX JIEKAPCTBEHHBIX peakiuil. Mepbl MUHHMMHU3AIMU PHUCKA
BKJIIOYAIOT B ce€0s PYTUHHBIE MEpbhl MUHUMHU3AIMU pHUCKA (Hampumep,
u3MeHenus: B OXJIII) wim nomoJIHUTENbHBIE MEpPhl MHUHUMHU3AIUM PHUCKA
(Hampumep,  TpsAMoe  HMH(DOPMUPOBAHWE  CIHEIUATUCTOB  CHUCTEMBI
3PaBOOXPAHCHUH WM 00pa30BaTeIbHbIC MaTEPHAIIBI).

B mnonpasnene mOMKHBI OBITH MPEJACTABICHBI PE3YJAbTaThl OIEHKHU
3¢pPeKTUBHOCTH Mep MHUHHMMHU3AIMKU pHUCKa. B  0000IIeHHOM BHjE
MPENCTABIISIETCSl COOTBETCTBYIOMIAs MH(MopMaIus o 3PGHEeKTUBHOCTH U (MIIH)
OTPAaHUYCHUSIM KOHKPETHBIX MEp MHHUMHU3ALUUK PUCKA MO BaXHbBIM
UACHTU(OUIIMPOBAHHBIM PHUCKaM, KOTOpas Oblla TOJNyd4eHa 3a OTYETHBIN
nepuoa. Pe3ynbrarbl OLIGHKM 3a OTYETHBIM MEPHOJ| MPEJCTABISIIOTCS B
MIPUJIOKEHUH K OTYETY.

8.5.17. Paznen IIOOb «O11eHKa TOIB3BDY.

8.5.17.1. Ilonpaznen «Baxuas Oa3zucHas nH(pOopMaIus 10

3¢ (PEeKTUBHOCTH  JICKAPCTBEHHOTO Ipemnapara, IMOJy4YeHHass B  XOJe
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KJIMHUYECKUX MCCIEOBAHUNA W TPUMEHEHHUS] B MEIUIMHCKON IIPAKTHUKE»
[TOOB.

B moapasgene  cymmupyercss  OCHOBHas  MHQopmMalus 10
3 (PEeKTUBHOCTH  JIEKAPCTBEHHOIO IIpenapara B  XOI€ KIMHUYECKUX
uccnenoBaHuii 1 3pPEeKTUBHOCTD, MPOAEMOHCTPUPOBAHHAS MTPU PUMEHECHUU
B MEIUIMHCKOW MPaKTUKE OT Hadajla OTYETHOro rnepuona. JlanHas
uHdopMaIusl JOJMKHA UMETh OTHOIICHHE K OJOOPEHHBIM IOKa3aHUSM K
MPUMEHECHHUIO.

JIns  exkapCTBEHHBIX TIpPenapaTroB C HECKOJIBKUMHU IOKa3aHUSIMU,
1[EJIEBBIMU MOMYJISIUSIMU U (MJIK) CIIOcO0aMM BBEJICHHS T0JIb3a JIOJKHA OBITh
OXapaKTEPHU30BaHa B OT/IETBLHOCTH IO KaXA0MYy (HaKTopy.

JIns nekapCTBEHHBIX MpenaparoB, Y KOTOPBIX 3a OTYETHBIA MHEPUOJ
ObLTM BBISIBJICHBI CYIIIECTBEHHBIC W3MEHEHUsI Mpoduis OE30MacHOCTU WU
3¢ PEeKTUBHOCTH, TAaHHBIN TTO/IPaA3/IeIl IOHKEH BKIIIOYaTh B CE0sl JOCTATOUYHYIO
uH(oOpMaIMI0O 1O OOOCHOBAaHUIO OOHOBJICHHOW XapaKTEPUCTUKHU MOJIb3bI
JIEKAPCTBEHHOIO TIpenapara, OTPaX€HHOW B MoApaszenie «XapaKTepUCTUKA
nonb3e» [1OOB. Conmepxanue W CTeneHb JAeTalu3alud HWHPOPMAIIUH,
NpEACTABICHHOW B pas3fiele, MOXKET BapbUPOBAThCA MO Pa3IUYHBIM
JIEKapCTBEHHBIM Ipernaparam (Mpu HEOOXOAUMOCTH) CIEAYIOIINE ACTIEKTHI:

AMUIEMHUOJIOTHS U IPOUCXOXKICHUE 3a00ICBaHMS;

XapaKTepUucThKa MOJIb3bI (Hanpumep, JIMarHOCTUYECKas,
npoduIaKTHYECKasl, CAMITOMATHYECKasl, 00JIe3Hb-MOANPUITAPYFOIIIas );

BOXHbIC KOHEYHBIC TOYKH, IOATBEPXKIAIONIME TIONb3y (HApUMeED,
BIIMSIHUE HA CMEPTHOCTh, CHMIITOMATHKY, UCXOJIbI);

JO0Ka3aTebCcTBA 3(PGHEKTUBHOCTU B KIMHUYECKUX HCCIICIOBAHUSAX U
MEIUIMHCKOM TPAaKTHUKE [0 CPAaBHEHUIO C TMPENaparoM CpaBHEHUS
(HampuMep, CpaBHUTEIbHBIE KIMHUYECKUE UCCIEAOBAaHUS C aKTHUBHBIM

KOHTPOJIEM, METa-aHaJIU3bl, 00CEPBAIMOHHBIE UCCIIEIOBAHUS);
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TEHACHIMM U  (WIM) J0Ka3aTelbCTBa IMOJb3bl 10  Ba)KHBIM
NOMYJIALMOHHBIM ~ TOATpyNnaM  (HampuMmep, BO3PACTHBIM,  IOJIOBBIM,
STHUYECKHM, IO CTENEHH TSKECTH  3a00JIeBaHUs, TE€HETHYECKOMY
noiuMmoppusmMy) B cIaydae, €ClId OTO HMEET OTHOIIEHHH K OLICHKE
COOTHOILICHHUS «I10JIb3a — PUCK.

8.5.17.2. llonpaznen [IOOb «HoBas BwIsiBICHHAsS HWHGOpPMAIUS IO
3p(PEKTUBHOCTH, MOJY4YEHHass B XOA€ KIMHUYECKUX HCCIENOBAaHUN W
IPUMEHEHUS B MEIUIIMHCKON MPAKTUKE.

JUisi HEKOTOpBIX JIEKAPCTBEHHBIX IMpENapaToB 3a OTYETHBIA MNEPUOJ
MOXKET OBITh TMOJy4YeHa HoBasg HHPopManus 1O 3SPPEKTUBHOCTH B
KJIIMHAYECKUX HCCIEI0BAHUSIX M MEIMIIMHCKON IpPAaKTUKE, KOTOpas JOJDKHA
ObITh mpencraBieHa B noapasznene. OtnenbHas uHOpMaUMs 1O
JIOKa3areapbHON 0a3e B OTHOLIEHWHM HEOAOOPEHHBIX IOKAa3aHUW 10
IPUMEHEHHUIO HE BKJIIOYAETCS B pasiell, 32 UCKIIOYEHUEM CIIy4YaeB, €CIU 3TO
MMEET OTHOLLIEHUE K OLIEHKE COOTHOILICHHUSI «I10JIb3a — PUCK.

OcobOoe  BHMMaHue B  TMoApa3lelie  yaAelseTcsd  BaKIMHaM,
AHTUMH(QEKUMOHHBIM M HWHBIM T[penaparaM, s KOTOPBIX H3MEHEHHUS
TEparneBTUYECKON Cpelibl MOTYT MOBIUATh HA COOTHOLIEHUE «I10JIb3a — PUCK
C TEYEHUEM BPEMEHH.

ConeprkaHue U CTENEHb JeTanu3aiuu nHhopMaluu, NpeacTaBisieMon B
JAHHOM pasielie, MOXKET BApbUPOBATHCS B 3aBUCHUMOCTH OT JIEKAPCTBEHHOIO
npemnapara. B cirygae oTcyTcTBHS HOBOM MH(pOpPMAIIUU 32 OTYETHBIN MTEPHUO.
MOKET MPUBOAUTCS CChbUIKa Ha pazaen «Baxunas 0a3ucHas uHbopmalus mno
3G(HEKTUBHOCTH  JIEKAPCTBEHHOTO  Mpernapara, IMOoJydeHHass B XOJe
KJIMHAYECKUX MCCIECOBAHUNA W TPUMEHEHHUS] B MEIUIMHCKON IPAKTHUKE»

[TIOOBb.
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8.5.17.3. ITonpaznen [IOOb «XapakTepucTuka moJib3b».

B nompasnene mnpexacraBisieTcss OoObeIMHEHHas MHQPOpMaLUs IO
0a3UCHBIM M HOBBIM JAHHBIM 0 TEPANEeBTUYECKOM IMOJIb3€, KOTOPHIE CTaIH
U3BECTHBI 32 OTUETHBIN NEPUOJ IO OT0OPEHHBIM IMOKA3aHUSM.

B cnydae OTCYTCTBMSL HOBBIX JaHHBIX MO MOPO(QWIO TMONb3bI U
OTCYTCTBUSI 3HAYUTENIbHBIX H3MEHEHUN Mpoduiasi Oe30MacHOCTH, TaHHBIM
nojipaszien JOJDKEH COoNepKaTh CChUIKY Ha mopapasznen «Baxknas OasucHas
uHpopmanus no 3PpGEeKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara, nojxyyeHHas B
X0/1€ KIMHUYECKUX UCCIEI0BAaHUN U PUMEHEHUS B MEIULIMHCKON MTPAKTUKE)
[1OOB.

B cnydae ecnu 3a OTuYeTHBIM mepuoj Oblla TMOJyYeHAa HOBas
uH(pOpMalKs 10 TePareBTUYECKON MOJIb3€ U HE ObUIO 3HAYUMBIX U3MEHEHUI
npodusis 0e30MacHOCTU, B pazjielie KpaTKo MPUBOAATCS OOBEIUHECHHBIC
JaHHbIE MO 0a3MCHOM U HOBOM MH(OpMaIUK.

B cnydae Hanuuus CynieCTBEHHbIX U3MEHEHUI poduiist 0e30MacHOCTH
A100 TOTYYEHUS! HOBBIX JAaHHBIX, IPEANONAraloluX 3HaYUTEIbHO MEHbIIUN
YPOBEHb TEpPANEBTUYECKOM MOJB3bl 1O CPAaBHEHHIO C H3HAYaJIbHO
IPOJEMOHCTPUPOBAHHBIM, B paszjelie JOoKHA ObITh NpHUBEACHA Kparkas
KpUTHYECKAas OIlEHKa JIoKa3aTeJlbHOM 0a3pl MO  OE30MacHOCTH U
3G(HEKTUBHOCTH B XOJ€ KIMHUYECKUX MCCIECIOBAaHUN W MEIUIMHCKON
NPAKTHKYU C YKa3aHUEM clieayromieil nHpopMaluu:

KpaTKo€  ONHWCAHWE  JIOKA3aTeJbHOTO  YPOBHSA  JaHHBIX 11O
TEeparneBTUYECKON TMoJyib3e (IMIPOBOJUTCSA OLIEHKA CPABHUTEIBHOTO AaCIEKTa
3G (HEKTUBHOCTH, CTENEHU  BBIPAXKEHHOCTH dPdekra, NPaBUILHOCTU
CTaTUCTUYECKOM 00pabOTKH, CIa0bIX M CHJIBHBIX aCHEKTOB METO/OJIOTHUH,
COOTBETCTBUS JAHHBIX B Pa3HBIX HCCIICTOBAHUSAX;

HOBass uWH(poOpManus, NOCTaBHBIIAs IOl COMHEHUE CyppOraTHbIE

KOHEYHbBIC TOUKHU (IIPU HAIMYHUN);
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KJIIMHAYECKasi 3HAYMMOCTh BBIPAXKEHHOCTH TepareBTUYeCKoro a3 dexTa;

000011aeMOCTh  TEpareBTHYECKOro 3(dekTa MKy IeICBBIMU
MOATPYTIIIAMH (HammpumMmep, uH(popmarus 0 HEJOCTAaTOYHOCTH
TepaneBTU4ecKOro A dexra no Kako-11ud0o MOMyIsIIIuOHHON MOATPYMIIE);

aJICKBaTHOCTb XapaKTEPUCTUKHU «103a — TEPANIEBTUYECKHUI OTBETY;

MIPOJIOJKUTENBHOCTD 3 deKTa;

cpaBHUTENIbHAS Y)PEKTUBHOCTD;

ONpEJEJICHUEe CTENEeHU, B KOTOPOM JaHHbE MO 3()PEeKTUBHOCTH,
NOJIyYCHHbIE B KIMHUYECKUX HCCIEHOBAHUSAX, MOTYT OBITbH OOOOLIEHBI C
IOIYJISIUEN, B KOTOPOM NPUMEHAETCA JIEKAPCTBEHHBIM IIpernapar B
MEIUIMHCKOMN TTPAKTUKE.

8.5.18. Paznen 1100Ob «HWHTErpUpOBaHHBIM aHAIU3 COOTHOLIEHUS
«I10J1b3a — PUCK» MO OT0OPEHHBIM IMOKA3aHUIM.

B pa3znmene nepxkareneM perucTpalMOHHOTO YAOCTOBEPEHHUS OJKHA
ObITh MpecTaBiieHa 0000IIEHHAsT OI[EHKA MOJb3bl U PUCKA JIEKAPCTBEHHOTO
npernapara npyu €ro IpUMEHEHUH B KIIMHUYecKkor npaktuke. [Ipencrasnsercs
KpUTUYECKUN aHanmu3 u oObeAuHEHHas HWHGPOPMALMS IO MPEIbIIYITIM
paszenaM B 4YacTH MOJb3bl U pUCKa 0e3 ayOnupoBaHusi ¢ MHGOpMaLMeil B
nonpazaenax «OleHKa PUCKOB U HOBOW MH(POpMALIMKN» U «XapaKTEPUCTHKA
nonb3e» [I00B.

8.5.18.1. Ilonpaznen IIOOb «MHTEerpupoBaHHbBIA aHAIN3 B KOHTEKCTE
COOTHOIIIEHUS «I0Jb3a — PUCK» (BKIIOYAs MEIUUUHCKYIO MNOTPEOHOCTh M
Ba)XHBIE AJIETEPHATHUBBI )».

B nmnogpasznene mnpencTaBisieTCs Kparkoe OINUCAHWE MEAUIUHCKOM
NOTPeOHOCTH B JICKAPCTBEHHOM Mpernapare Mo OJ00pEHHBbIM MOKa3aHUsM U
CYMMHUPOBAHO IO aJIbTEpHATUBAM (MEIUKAMEHTO3HBIM, XUPYPTUUECKUM WITU

HNHBIM IIOKa3aHWAM, BKIIOYasd OTCYyTCTBUC J'Ie‘-IeHI/ISI).
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8.5.18.2. ITonpaznen  [TIOOb «OueHka  mporeAypbl — aHaIu3a
COOTHOIICHHUS «I10JIb3a — PUCK.

COOTHOIIIEHUE «II0Jb3a — PHUCK» HMEET pa3JIMdyHOE 3HAYCHUE B
3aBUCUMOCTH OT MOKa3aHWM W 1eNeBbiX nomymsiiui. CrenoBareabHo, s
JIEKAPCTBEHHBIX  MPEMaparoB, 3apErUCTPUPOBAHHBIX IO  HECKOJIBKUM
MOKa3aHUsIM, COOTHOIIIEHHE «IOJb3a — PUCK» JOJKHO OBITh OLIEHEHO
OTIEIBHO TIO0 KaXIOMY IOKa3aHHIO. B cllydae Hamu4usi CyIIECTBEHHBIX
pa3Inunil COOTHOUIEHUS «II0Jb3a — PUCK» MEXKAY MOATPYNIIaMHU B pamkax |
MOKa3aHUsI OIIEHKAa COOTHOIICHMS «I0JIb3a — PHUCK» JOJDKHA OBITh
NpeACTaBlIeHa OTACIbHO U JUIsl TNOMYJISUMUOHHBIX TOArpynn  (eciu
MPUMEHHUMO).

8.5.18.2.1. OcHOBHBIE BONPOCHI B OTHOUIEHUH TOJIb3bI U PUCKOB:

KJItoueBasi UMHQOpMaIus, TpEACTaBICHHAass B MPEIIICCTBYIOUIUX
paszenax 1o Mojb3€ U PUCKY, JOJKHA ObITh OOBEMHEHA C 1IEJIbI0 OLIEHKU UX
COOTHOIIICHHUS;

OLICHUBAETCS KOHTEKCT NPUMEHEHUs JIEKQpCTBEHHOIO Ipemnapara
(u3neueHue, NpouIakTHKa, TUarHOCTUKA), CTETIEHb TSHXKECTU U CEPhEe3HOCTh
3a00s1eBaHusl, 11e1eBast MOMYJSIUs (OTHOCUTEIBHO 3I0POBbIE, XPOHUUECKUE
3a00JIeBaHUs );

B OTHOIICHUW TIOJIb3bl OILICHUBACTCS €€ XapakTep, KIMHUYECKas
3HAYUMOCT, MPOJOIIKUTETHHOCTh addekra, 0000111aeMOCTh,
JOKa3aTeNbCTBO A(PPEKTUBHOCTH y TAIMCHTOB, HE OTBEYAIOIMX Ha
albTEPHATUBHOE JIEUCHUE, BBIPAKEHHOCTh J(ddekra, HHIUBUAYATbHBIC
AJIEMEHTHI TIOJIb3HI;

B OTHOIIEHWM PUCKA OIEHUBACTCS KJIWHHUYECKas 3HAYUMOCTH
(Hampumep, xapakrep TOKCUYHOCTH, CEpPbE3HOCTb, 4acToTa,
MpeACKa3yeMOCTh,  MPEIOTBPAaTUMOCTh,  OOpPaTUMOCTb,  BJIMSHHE  Ha

HaI_[I/IeHTa), a TaKXKC AaCIICKTbl PHCKA, CBA3dAHHBLIC C IIPUMCHCHHCM HC 11O



243

ONOOpEHHBIM  [OKa3aHUsIM, HOBBIM  TOKa3aHUSIM,  HEMPaBUIbHBIM
IPUMEHEHUEM;

npu  (GOpPMYJTUPOBKE OILEHKM COOTHOIICHUSI «II0JIb3a — PUCK»
paccMaTpUBalOTCs clladble U CUJIbHBIE CTOPOHBI, a TAKXKE HEOINPEIEICHHOCTH
JIOKa3aTeIbHON 0a3bl C OMMCAHUEM UX BIUAHUS Ha OleHKy. [IpuBomutcs
XapaKTEPUCTUKA OTPAHUYCHUN BBITIOJIHEHHON OLICHKH.

8.5.18.2.2. IlpencraBisitorcst ONrCaHue u apryMeHTaIus
UCIIOJIb3YEMON METOOJIOTUH ISl OLICHKH COOTHOIIEHUSI «I10JIb3a — PUCK»:

a) MPEANOJIOKCHUS, paccMOTpeHue, COOTHECEHUS, KOTOpbIE
MOATBEPXKAAIOT CJICJIAHHBIA BBIBOJ IO OIIEHKE COOTHOILICHMS «I0Jbh3a —
PHUCKY;

0) KOMMEHTAapUU B OTHOIICHUU BO3MOXHOCTH BBIPAKECHHS TOJIB3bI U
pHUCKa B IPEACTABICHHOM BHUJIE U UX COMOCTABJICHHUS;

B) €ClIM TPEJCTAaBJICHA KOJUYECTBEHHAs OIICHKA COOTHOIICHUS,
BKJIIOYAETCS 0000IIEHHOE ONTMCAHUE METO/IOB OLICHKH;

I') SKOHOMUYECKAas OIICHKA (Hanmpumep, «CTOUMOCTh —
3¢h(HEKTUBHOCTEY») HE NOKHA PACCMaTPUBATHCA TMPHU OICHKE COOTHOIICHHS
«MOJIb3a — PUCK.

8.5.19. Pazpgen IIOOb «3axkmrouenne IIOOb wu npemiaraemsie
MOCTIEAYIOIINE TEUCTBUS B KOHTEKCTE CIICIAHHOM OLICHKH.

3axmrountenbHbil pasaen [IOOb nomkeH comepkarh 3aKIFOUEHUE O
BJIMSIHUA HOBOW MH(OpPMAIINM, BBISIBICHHOW B OTUYETHBIN NEepHod, Ha OOIIYIO
OIICHKY COOTHOILICHHS «I0Jib3a — PHUCK» IO KaXKJIOMY OJ00pEHHOMY
MOKa3aHUI0, a TAK)KE MO MOATPYIIaM MalUeHTOB (€CIU TPUMEHHUMO).

OcCHOBBIBasICh Ha OIEHKE KYMYJISITUBHBIX JIaHHBIX MO OE€30MAaCHOCTH U
aHaJU3y COOTHOIICHUSl «IO0JIb3a — PHUCK», JIepHKaTeab PEruCTPallMOHHOTO

YII0CTOBEPEHHUSI JIOJIKEH OLEHUTh HEOOXOJUMOCTh U3MEHEHHUSI MH(DOPMAIINU O
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JIEKapCTBEHHOM TMperapare W MPEIokKUTh KOHTEKCT COOTBETCTBYIOIIMX
V3MEHECHUM.

3aKIo4eHUe  JOJDKHO  BKJIKOYAaTh B ce0d  MpelBapUTEIbHBIC
NPENJIOKEHU [0 ONTUMHU3ALMHU WIH JajJbHEHIIEH OLICHKE COOTHOIIEHUS
«rmoib3a — PUCK» C IEeNbl0 MX MOCIEAYIOIIEro OOCYXACHUS C
YIOJHOMOYEHHBIMU OpraHaMH TOCYAAapCTB-UJeHOB. JlaHHBIE MNPEIIOKEHUS
MOTYT BKJIFOUaTh B c€0s1 MEPhl MUHUMU3AIINK PUCKA.

B oOTHOIIEHMM JIEKapCTBEHHBIX IMpEenaparoB, HMEIOMMX IUIaH IO
(dapmMakoHaI30py M MHUHUMU3AIUU PHUCKA, MNPEIIOKEHUS JTOJIKHBI OBITh
BKJIFOUEHBI B IJIaH MO (papMaKoHA30py U IJIaH MUHUMHU3ALMU PUCKA.

8.5.20. Paznen ITOOb «IIpunoxenns k IIOOb».

Paznen nomkeH BKIIt0YaTh B CEOsI CIEAYIONTUE TIPUIIOKECHHUS:

a) crpaBouYHas UHPOpMaLUs;

0) KyMyJISITUBHBIE 0000IIaroNMe TAaOIUYHBIC JAHHBIE MO CEPhE3HBIM
HEXKEJATeIbHBIM  SIBJICHUSIM,  BBISIBICHHBIM B XOA€  KIMHUYECKHUX
HCCJICAOBAaHUM;

B) KyMYJISITUBHBIC M UHTEPBAJIbHBIE 0000IIAI0IINe Ta0IMYHbIE TaHHBIS
M0 CEPbE3HBIM M HECEPHE3HBIM HEXKENAaTeIbHBIM PEaKIUsIM IO JaHHBIM
MOCTPETUCTPAIIMOHHOTO TPUMEHECHUS;

r) TaOJMYHbIE JaHHBIC [0 CUTHAJIAM;

1) OLIEHKA CUTHAJIOB (€CJIM MPUMEHUMO);

€) IepeuYeHb BCEX IMOCTPETHCTPALMOHHBIX  HCCIEAOBAHMM IO

0€30I1aCHOCTH.

8.6. Cucrema kauectBa [I0OOb Ha ypoBHE nepxarens
PETUCTPALIMOHHBIX YI0CTOBEPEHU M

I[ep)KaTeHB PETUCTPATUMOHHOTO  YAOCTOBCPCHUA  JOJDKCH  HMCTHb

c(hOpMUpPOBAHHBIE CTPYKTYpbl M TMPOIECCHl JIsI TMOATOTOBKHU, KOHTPOJIS
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KadecTBa, 0030pa u npeacrasieHuss [I00b, Bkitoyass KOHTPOJIb UCIIOIHEHUS
B MPOILIECCE U MOCIE UX OLEHKHU. [[aHHBIE CTPYKTYpPbI U MPOLECCHI TOKHBI
OBITh OMHUCAHBI B MPOLEAYPAX, MPUHATHIX B BUJE MUCHMEHHOTO JOKYMEHTA,
CUCTEMBbI KaueCTBa JIep>KaTelisl peTUCTPAITMOHHOTO YI0CTOBEPEHUS.

[Iponieccrl (hapMakoHan30pa BKJIOYAIOT B ceOsl psAJl HaANpaBJICHUI,
KOTOpPBbIE MOTYT OKa3aThb HEMOCPEACTBEHHOE BiusiHME Ha KadecTBo [1OODb
(Hampumep, 00paboTka COOOIIEHWH O  HEXKENaTeIbHBIX  PEeaKIusX,
MOJIyYEHHBIX B paMKaX CIIOHTAHHOIO PENOPTUPOBAHUS WM KIMHUYECKHUX
UCCIIEIOBAaHUM, 0030p JIUTEPATyphl, BBHISBICHHE, BaluJalMsl U OICHKA
CUTHAJa, JOTIOJIHUTEJIbHBIC MephbI 1o dbapmakoHa130py u
MOCTPETUCTPALIMOHHON  KCCIIEIOBATENbCKON  JIESITENbHOCTH, MPOLIEAYPHI
00pabOTKN U OOBEIUHEHHS JAHHBIX TPHU OIEHKE MOJB3bl M PUCKA U Ap.).
Cucrtema KadecTBa JIOJKHA OMHUCHIBATh B3aMMOCBS3b MEXY IpOIEcCamH,
KaHalibl MH(OpMUpOBaHUS U OOA3aHHOCTM MO MpolLeAypaM cbopa Bcel
uMeroniel otHoiienre uHdpopmaruu s BkiatodeHus B [1OOb. JlomkHBI
ObITh pa3paboTaHbl W BHEAPEHBI JOKYMEHTHPOBAHHBIE TMPOILETYyPHI IIO
KOHTPOJIIO KaueCTBa MPOIECCOB C LENbI0 00€CIIEUCHHS MOTHOTHI U TOYHOCTH
naHHbiX, npeacrasnsieMbix B [IOOb. BaxxHOCTh MHTErpUPOBAHHOW OIEHKHU
COOTHOILICHUS «I0JIb3a — PUCK» OMNpeessieT HE0OXOAUMOCTh 00eCIeUeHuUs
BKJIa/la pa3IMYHBIX JIEApTaMEHTOB UK 0T/AeNIoB npu noarotoBke [100B.

I[TOOb pomkeH comepkaTh OIECHKY CHEHUAbHBIX 3alpOCOB IO
actiektaMm mpoduiis 6e30MacHOCTH CO CTOPOHBI YIOJHOMOYEHHBIX OpPTraHOB
rOCy/IapCTB-WICHOB. Y JIep)Karelii PErucTPallMOHHOTO  yAO0CTOBEPEHUSI
JTOJDKEH OBITh pa3paboTaH W BHEIPEH MeEXaHU3M, O00eCleurnBaromuii
HaJJIeXKaIyl0 00pabOTKy M OTBEThI Ha 3alpOChl YIOJHOMOYEHHBIX OPTraHOB
roCy/1lapCTB-UJICHOB.

IIpencraBnenne  00OOMIAIOMIMX ~ TAONMYHBIX  JAHHBIX  JOJDKHO

[moABCPrarbCA MMpoucaype BepI/I(l)I/IKaI_II/II/I JaHHBIX B OTHOIICHUUN 0a3 JaHHBIX
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JepKarensi PEerucTPallMOHHOTO YAOCTOBEPEHHUS C LEeNblo  oOecredeHus
TOYHOCTA W  TOJHOTHI  MPEACTABISEMBIX JAHHBIX B  OTHOIICHUU
HEXXEJIaTeJIbHbIX peakuuil U sABiieHu. IIponeccel pasmerieHus 3amnpocoB B
0a3ze JaHHBIX, HCIIOJIb3yEMbIE MapaMeTpbl ISl M3BJICUCHUS] JIAHHBIX W
KOHTPOJIb Ka4ecTBa JTOJKHBI OBITH HaJUIeKAIUM oOpa3zoMm
JIOKyMEHTUPOBAHBI.

Hannexamass cucrtema KadecTBa JiepiKarelsiss PErucTparmoHHOTO
YIOCTOBEPEHUSI JOJDKHA HCKIIOYUThL PUCK HEBBIMIOJIHEHUS JepKaresieM
PErUCTPALIMOHHOTO YIOCTOBEPEHUs] TpeOOBaHUN 3aKOHOAATENIbCTBA, TAKHUX
KaK:

HEINpEACTaBICHUE oTyeTa: nonHoe Henpencrasienue 100D,
HapyuieHue rpaduka mwim cpokoB momaun [IOOb (6e3 mpeaBapuUTEnIbHOTO
COMJIACOBAHUS C YIIOJIHOMOUYEHHBIMU OpraHaMH TOCyJapCTB-UJICHOB);

HEOOOCHOBAHHOE HEMPEACTABICHUE 3aMPOIICHHON HH(pOopMaIIN;

HU3KOE KayeCTBO OTYETOB (TIOXO€ JOKYMEHTHPOBAaHUE JIMOO
HejocTaroyHas WHGOpMAIUMsT WM OICHKA, TMpEeACTaBICHHBIC s
BBITIOJIHEHUSI aHaJ3a HOBOW MH(OpMaIuu 1Mo Oe30MacHOCTU, CUTHAJIOB IO
0€30MacHOCTH, OIIEHKU PUCKA, OLIEHKU MOJIb3bl 1 HHTETPUPOBAHHOIO aHAIN3a
COOTHOILICHUS «I0Jb3a — PUCK», OTCYTCTBHE YyKa3aHUsS O HEMPaBUIbHOM
MPUMEHEHUHN, OTCYTCTBUE CTaHIAPTHOM TEPMUHOJOTHH, HEOOOCHOBAHHOE
WCKITIOYEHHUE CITy4daeB, HeTpeACcCTaBIeHne nHpopmaiuu mo Gpakropam pucka);

npeactasieane I1OOb 6e3 orpakeHHsT paHee MOTYYCHHBIX 3alPOCOB
OT YIIOJTHOMOYEHHBIX OPTaHOB rOCyJIapCTB-YJICHOB.

Bce 3HauMmpble OTKJIOHEHHS OT TPOIEAYpPbl TOJATOTOBKH U
npencrapieanss [IOOb  moKHBI OBITH JOKYMEHTHPOBAaHBI W MPHUHSTHI
COOTBETCTBYIOIIIHE KOPPEKTUPOBOYHBIE " peaynpeauTeIbHbIE
Meponpusatus. [laHHas JOKyMEHTalusl JOJDKHA OBITh JIOCTYNHa B Jt00O€

BpEMsI.
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B caydae penermpoBanus oOs3aHHOcTel 10 moaroroke I1OOb
TPETBUM CTOPOHAM JIep>KaTelb PETUCTPALMOHHOIO YIOCTOBEPECHUS JIOJKEH
o0ecrneunTh HAJIMYUE Y TPEThE CTOPOHBI HAJJICXKAIICH CHUCTEMbl KaueCTBa,
COOTBETCTBYyIOIIEH TpeOoBaHusAM mpaBa Cor3a UM 3aKOHOAATEJIHCTBA

rOCY/1apCTB-YJICHOB.

8.7. Ob6yuenue nepconana npouenypam mno [100b

OTBETCTBEHHOCTHIO JIMIIA, YIOJIHOMOYEHHOTO MO (apMaKoHAI30py,
ABIISICTCA oOecreueHrne HajyiexKalied KBaTM(UKAIlMA, OMbITa W OOydYeHUS
nepcoHana 1o (papmakoHaJ30py, OLEHKE MEIUIIMHCKON HH(pOpMAIUU U
KOHTPOJISI KauecTBa, 3aJICMICTBOBAHHBIX B MPOIIEAypax IMOATOTOBKH, 0030pa,
KOHTpOJIA KauecTBa, oueHkun wu npeacrasieHus [1OOb. Crenpyer
OCYIIECTBIATh HEOOXOAUMOE OO0ydeHHWEe IO pa3IUYHBIM IIpoIlleccam,
acmeKTaM 3HAaHMM W  HaBBIKAM, CBSI3aHHBIM C  (apMaKOHAA30POM.
HanpaBnenust oOyueHus JOJKHBI BKJIIOYaTh B ce0sl acnekThl npasa Coro3a u
3aKOHOJATEICTBA TOCYIAPCTB-WICHOB, PYKOBOJACTB, HAy4YHYIO OIIEHKY
JAHHBIX, THUCBMEHHBIC Tporenypsl Mo acmektam noarotoBku [IOOB.
JlokyMeHTHpOBaHKWE TMpolecca OOy4deHUs JOJKHO TOATBEPKAATh €ro

MNPOXOKACHUC JO HadadJld BbIIIOJHCHHA COOTBCTCTBYIOIIUX (bYHKHI/Iﬁ 110

[TOOB.

8.8. [Topsnok npenacrasnenus: [IOOb

8.8.1. Crannaptasliii nopsaok npeacrasieHus [100b.
ITepponnunocte u cpoku mnpexacrasieHus [IOODb nexkapcTBeHHBIX
IIPENapaToB  ONPENECIAIOTCA  COIIACHO  IEPEYHIO,  YTBEPKIAEMOMY

YIIOJIHOMOYCHHBIMHA OpraHaMi 1roCyaapCTB-4JICHOB.
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JIns1 JIeKapCTBEHHBIX IPENnaparoB, MEXAYHAPOJIHOE HEMATEHTOBAHHOE
HAaWMEHOBAHUE WJIA IPYNIHUPOBOYHOEC HAUMEHOBAHHUE KOTOPBIX HE BKIIOUYEHBI
B YKa3aHHBIU IIEPEYEHB, IEpUOANYHOCTD npeacrasneHus [I00b cocrasiser:

KaXJible 6 MecCseB OT MEXAYHAPOIHON AaThl PETUCTPALIMU B TEUEHUE
IIEPBBIX 2 JIET;

€XKErOJTHO B TEUCHHUE MOCIEAYIOMMX 2 JIET;

nanee — Kaxkable 3 roaa.

Cpok nomauu IIOObB cocrapnser He Oonee 90 kaneHIapHBIX JHEH C
JaThl OKOHYaHMs cOOpa TaHHBIX.

8.8.2. Bueouepennas nogava [100B.

[TIOOb mnomnexur mnomadue HezamemiuTeabHo. [loaroroska I1OOb
JOJKHA OCYIIECTBIAThCA He Ooiee, yeM 60 KaJleHIApHBIX JHEW C JaThl
MOJTyYEHUS MMChbMEHHOTO 3arpoca YIOJIHOMOYEHHOTO opraHa
rocy/lapcTBa-ujieHa.

8.8.3. ®opma nogaun [100B.

I[TOOb mnoanexuT Mmojade B DJIESKTPOHHOM BHUJIE C BO3MOXKHOCTBIO
TEKCTOBOTO TMOWCKA Ha PYCCKOM SI3bIKE WJIM AHIJIMHCKOM SI3BIKE C
00s13aTeIbHBIM TIEPEBOIOM Ha PYCCKUM SI3BIK CJICIYIONINX Pa3/IesiOB: KPAaTKOe
U3JIOKEHUE  OCHOBHOTO  COJIEpXKaHUS,  MHTETPUPOBAHHBIM  aHAIU3
COOTHOIIICHUS «I10JIb3a — PUCK» IO OJIOOPEHHBIM IMOKA3aHUSM U 3aKJII0YCHUE.
[Io 3ampocy yHNOJHOMOYEHHOIO OpraHa TOCyJapCTBa-ujieHa Jep Karellb
PETUCTPALIMOHHOTO YI0CTOBEpPEHMS 00s13aH B TeueHUHU 30 KaJeHIapHBIX JHEN
CO JHS TMOJYYEHHS TAKOTO 3alpoca MPEACTaBUTh MEPEBOJ HA PYCCKHM S3BIK

npyrux pazaenos [IOOBb.

8.9. IIpouecc ouenku [IOODb Ha TEppUTOPHUSIX TOCYAAPCTB-YIEHOB

YIIOTHOMOYEHHBIMU opraHamMu rocyaapCrB-4JICHOB JOJIDKHO

obecrieunBaTbesl  BblojHeHUE oueHku I[IOOb ¢ menpto  ompeneneHus
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COOTBETCTBUSI ~ TpeOoBaHusiM mpaBa (Cor3a U 3aKOHOJATENIHCTBA
rocyJapCcTB-4JI€HOB, a TakKKe BO3MOXHBIX  HM3MEHEHUM  mnpoduis
0€30MacHOCTH JIEKaPCTBEHHOT'O Ipenapara W BIMSHUS 3TUX U3MEHEHHI Ha

OLICHKY COOTHOILIEHHUS «I10JIb3a — PUCK)» JIEKAPCTBEHHOTO Mpenapara.

9. YnpaBiieHue CUrHajaom
9.1. CTpyKTypBI K IPOLIECCHI

9.1.1. UcTouHMKYM TIOTyYEeHHS] CUTHAJIOB U UX 00paboTKa.

9.1.1.1. UCTOYHMKM TONy4YEHHUS CHUTHAJIOB BKJIIOYAIOT B ce0s Bce
JaHHbIE, TMOJy4YyaeMble IMpPU MPUMEHEHHH JIEKQPCTBEHHBIX MPENapaToB,
BKJIIOYas JOKJIMHUYECKHME M KIMHUYECKHE JaHHbIE, JIaHHbIE METOJ0B
(dapMakoHaA30pa U CUCTEMBI KOHTPOJISI KauecTBa. JlaHHbIE MOTYT BKJIIOYATh B
cebs CBENEHUs, IMOJIy4aeMble CHUCTEMOM CIOHTAHHOIO pPEMOPTUPOBAHMUS,
CUCTEMaMH  AaKTUBHOTO  MOHMTOPMHIA, B  PE3yJIbTaTe€  IPOBEACHUS
HEMHTEPBEHLMOHHBIX HCCIEOBAaHUM, KIMHUYECKUX UCCIENOBaHUM U U3
JIPYTUX UCTOYHUKOB MH(POPMALIUH.

9.1.1.2. CurHanbl U3 CHOHTaHHBIX COOOIIEHUH MOXHO OOHApyXUTh B
UHAUBUAYATbHBIX COOOIMICHUSIX O HEXeJIaTeNIbHbIX PEaKIUIX, BKIOUEHHBIX B
0a3bl JaHHBIX O HEXENAaTeNbHBIX pEeaKIUsAX, CTaTbIX W3 Hay4YHOU
muteparypsl, [IOOb wmum  gpyroit  uHboOpMalMM, TPEACTABICHHOU
JEpKATENsIMA  PETUCTPALMOHHBIX YIOCTOBEPEHUH B paMKax MpoLesyp,
onpeneneHHbix npaBoM (Coro3a M 3aKOHOAATENHCTBOM TOCYAAPCTB-UJICHOB
(HampuMep, W3MEHEHHsI W JOINOJHEHUs, NpPOMJIEeHHE, 00s3aTeabCTBa IO
NOCTPErUCTPALMOHHBIM HCCJIEIOBAaHUSIM) WM TMOCTOSHHO BBINOJHSEMOIO
MOHUTOPHHTA COOTHOIIEHUS «I10Jb3a — PUCK» JIEKAPCTBEHHBIX MPENaparos.

9.1.1.3. Curnansl MOTYT OBITh BBISBJICHBI IPY TTPOBEIACHNUN PA3IAYHBIX

BHUJ0B PICCJ'ICI[OB&HPIIZ, BKIHOYad JOKIMHHUYCCKHUC, HWHTCPBCHIMUOHHBIC U
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HEMHTEPBEHIIMOHHbIE UCCJIeI0BaHMUS, CUCTEMAaTUYECKHE 0030pHlI,
MeTa-aHanu3bl. Pa3nuuHble BUIBI aKTUBHOTO MOHUTOPUHTA MOTYT MOMOTaTh
B BBISBIICHUH CHTHAJIOB, & TAK)K€ CTUMYJIHPOBAThH MPOIIECC PETIOPTHPOBAHUS
CHEIUATUCTAMU ONIPEICTICHHBIX TUIIOB HEXKEIaTeIbHBIX PEaKITHN.

9.1.1.4. lpyrue ucrouHukud MHGOPMALMM  BKIOYAOT B  ce0s
uH(}OPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHYIO0 ceTh «MHTepHeT», uudpoBbie
cpencrtBa (OOIIENOCTYIHBIE BEO-CAMThI, COIMAIbHBIE CETH, OJIOTH) WIH
JIPYTHE CUCTEMBI, Yepe3 KOTOPhIC MAIIUEHTHI U MTOTPEOUTENIN MOTYT COOOIINTD
00 OmBITE Pa3BUTHS HEXENATCTbHBIX pPEaKIWid Ha JICKapCTBEHHBIC
npenaparel.

9.1.2. Metononorus 06pabOTKH CUTHAJIOB.

9.1.2.1. ObHapy-xenue CUTHAJIOB TOJIKHO PUAEPKUBATHCS
CTPYKTYPUPOBaHHOW W TPU3HAHHOW METOMOJIOTHH, KOTOpas MOXKET
BapbUPOBATHCS B 3aBHCHMMOCTH OT BHJIa JICKAPCTBEHHOIO IIpemapara, B
OTHOIIIEHUH KOTOPOTO BHITIOJIHICTCS TIPOIIETyPA.

9.1.2.2. C 1enplo OIEHKU JI0Ka3aTebHOW OCHOBBI, MOATBEPKAAIONICH
MOCTYNHBIINN CUTHAJ, HEOOXOIWMO MPUMEHSTh CTPYKTYPUPOBAHHYIO U
NPU3HAHHYIO METOOJIOTHIO, KOTOpas JOJDKHA YYHUTHIBaTh KIIMHHYECKYO
3HAYUMOCTh, CTEIMEeHb JIOCTOBEPHOCTH B3aWMOCBSI3H, COIJIAaCOBAaHHOCTH
JAHHBIX, B3aMMOCBSI3b CTCTICHU BO3ICHCTBHUS U peaKIum,
MPUYNHHO-CIICACTBEHHYIO  CBSI3b, OHMOJOTUYECKYIO MPaBAOMOAOOHOCTb,
OKCIIEPUMEHTAJIbHBIE PE3YJIbTaThl, BO3MOXHBIE CXOMHBIC TIO XapaKTepy
SIBJICHUS JTAHHBIEC.

9.1.2.3.1lpyu npuoOpuUTHU3aLIMM  CUTHAJIOB  YYUTHIBAIOT  HOBHU3HY
BBISIBJICHHON B3aWMOCBSI3M WJIM JISKAPCTBEHHOTO TIpemnapara, (aKTopbl,
UMEIOIME OTHOIIEHWE K 3HAYMMOCTH  B3aUMOCBSI3U, CEPhE3HOCTH
COOTBETCTBYIOIIEH peakiuu u (aKTOphl, HMEIOIINE OTHOIIEHHWE K

JOKYMEHTHPOBAHUIO COOOIIEHUS.
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9.1.3. Ilpouiecc 06pabOTKM CUTHATIOB.

9.1.3.1. BBenenue.

9.1.3.1.1. IIponiecc 06pabOTKU CUTHATIOB BKIJIFOYAET B C€OSl CTaJAMU OT
BBISIBJICHUS CHTHAJIa IO BBIPaOOTKHM pekomeHparuii. [IpaBuia BBITTOHEHUS
00pabOTKM CHUTHAJIOB HUMEIOT OTHOIIEHHWE KO BCEM 3aMHTEPECOBAaHHBIM
CTOpOHaM, YYacCTBYIOIIUM B KOHTpPOJiE€ O€30MacHOCTH 3apErUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB.

9.1.3.1.2. IIponiecc 00pabOTKM CUTHAJIOB BKJIIOYAET B C€0s CIEAYIOIINE
CTaJIUU:

a) BBISIBJICHHE CUTHAJIA;

0) BanuaIys CUTHANA,;

B) aHAJIN3 U IPUOPUTHU3AIUS CUTHAIIA,

I') OLICHKA CUTHAJIa;

1) pEKOMEH/IaIUH 110 ACHCTBUSIM;

¢) oOMmeH uHpopMmalmei.

9.1.3.1.3. [IpeacraBieHHsie BBIIE CTaauUd Tporecca 00pabOTKu
U3JIOKEHBI B JIOTMUECKOW TMOceaoBarenbHOCTH. PaboTa ¢ OTaeIbHBIMHU
JTOCTYITHBIMA ~ WCTOYHHMKAMH  HMHPOPMAIUHM,  HMCHOJB3YeMBIMH IS
OOHapy>KE€HUs CHUTHAJIOB, MOXET NOTpeOOBaTh THOKOCTH B 00pabOTKe
CUTHAJIOB, B YaCTHOCTH:

ecnu 0OHapy>KeHUE CUTHAJIOB 0a3upyeTcsl Ha 0030pe MHIUBUIYATbHBIX
COOOIICHUI O HEXENAaTeIbHBIX PEaKIUAX, MPOIEAypa MOXKET BKIIOYAThH
BepU(UKAIIMI0O ¥ TPEABAPHUTEIBHYIO TPHOPUTH3AIMI0 OOHAPYKEHHOTO
CUTHAJIA;

€CJIM CHTHAJI BBISBJIEH TI0 OOBEIUHEHHBIM pe3yiIbTaTaM HCCIICIOBaHNSA,
KaK TIPaBUJI0, HEBO3MOXKHO OIIEHUTH KKI0€ WHINBHIYyAIbHOE COOOIICHUE, 1
B pe3yaprare BalMJAllMd MOXET MOTpeOdoBaThcs cOOpP AOMOTHUTEIBHBIX

JTAHHBIX.
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Pexomenaanuu no nelcTBUSAM (C MOCIEIYIOMUM MPUHATUEM pPELICHUs
B COOTBETCTBMM C  MEXKIYHApOIHBIMH  JIOTOBOpaMHU UM  aKTaMH,
cocTaBJIsoIKMHU 1paBo Coro3a, U 3aKOHOIATEIBCTBOM T'OCYAapCTB-UICHOB) U
oOMeH uH(oOpManuend SBISAIOTCS KOMIIOHEHTAMH, KOTOpbIE HEOO0XOIUMO
YUYUTHIBATh HA KXKJIOW CTaINU Ipoliecca.

9.1.3.2. BoisiBIeHHE cUrHana.

9.1.3.2.1. Ko Bcem MeTonaM BBIABJICHUS CUTHAjla IPUMEHSIOTCS
cJIeyIoIIe TpeOOBaHUS:

a) UCIIOJIb3YEMBIN METOJ JIOJDKEH COOTBETCTBOBAaThH OOBEMY JIaHHBIX
(HampuMep, UCIOIL30BaHUE CIIOKHBIX CTATUCTUUECKUX METOJOB MOXET HE
MOAXOJUTH JIJI1 HEOOIBIIIOTO 00beMa TaHHBIX );

0) HEOOXOUMO YYHUTHIBaTh JIaHHBIE U3 BCEX COOTBETCTBYIOIIMX
HMCTOYHHKOB,;

B) IOJDKHBI OBITh BHEJIPEHBI CHUCTEMbI, TapaHTUPYIOIIUE KAaue€CTBO
BBITIOJTHSIEMOM JIEITEIHLHOCTH 110 0OHAPYKEHUIO JAHHBIX;

T') pe3yJbTaThl 0030pa KyMYJISTUBHBIX JAHHBIX JOHKHBI CBOCBPEMEHHO
Y HaJJIeKaIUM 00pa30M OIEHNBATHCS KBATU(UIIMPOBAHHBIM JTUIIOM;

1) Opy OOHAPYKEHUU Yrpo3bl OOIECTBEHHOMY 30POBBIO JIOJKHBI
NpeANPUHUMATHCS He3aMeTUTENbHbIE U 3(DPEKTUBHBIC JEHCTBUS;

€) MPOILIECC BBISIBJICHHUS] CUTHAJIOB JOJDKEH OBITh HAJICKAIIMM 00pa3oM
JOKyMEHTHUPOBaH, BKJIIO4Yas OOOCHOBaHWE METOAa U TEPUOJAMYHOCTU
BBITIOTHEHHUS ICHCTBHUM MO0 OOHAPYKCHUIO CUTHAJIOB.

9.1.3.2.2. OGHapyXeHHME CHUTHAJOB IO  OE30MacHOCTH  MOXKHO
OCYILIECTBJISAITH HAa OCHOBaHMM 0030pa 0a3 JaHHBIX WHIWBUAYAJIbHBIX
COOOIIIEHUI O HEXEeJaTeIbHbIX PEeaKIUsIX, CTAaTUCTUUYECKOTO aHaJIn3a
OonplIMX 0a3 JaHHBIX WM HAa OCHOBAHMU KOMOMHHUPOBAHHOTO MOJXOA,
OCHOBAHHOTO Ha COYETAHUU ATUX METOJIOB.

9.1.3.2.2.1. O630p MHAUBHIYATLHBIX OTYETOB MO O€30MACHOCTH.
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NunuBuyanbHbIE COOOIIEHUS] O HEXKENATeNbHBIX PEaKIUIX MOTYT
OBITH TTOJIYYEHBI U3 CIIOHTAHHON CHCTEMBbI PEIIOPTUPOBAHMS, aKTUBHBIX (PopM
MOHUTOPHUHTA, KIMHUYECKUX UCCIICIOBAHUN WJIM MOTYT OBITh OIMYyOJIMKOBAHBI
B MEIUUMHCKOM nuteparype. Hamuume 1 cooOmieHuss o cepbe3HOM Wi
TSKEJION HEXKeNaTeJIbHOM peakluu (HarnpuMep, 00 aHaQUIaKTUYECKOM IIOKE)
MOXXET OBITh JOCTATOYHO JUISI TOTO, 4TOOBI OOpaTUTh HA 3TO COOOIIEHHUE
BHUMaHWE€ W TPEANPHUHATH JalbHedmme JaelictBud. Mudbopmanus,
ToJiJIe)KaIas OIEHKEe, JOKHA BKJIIOYaTh B ceOs KOJMYSCTBO COOOIICHUM
(mocie UCKIIOYEHUS TMOBTOPSAIONIUXCS  COOOIIEHMH U COOOIICHUM,
o(OpPMIICHHBIX HEHAQJICKAIUM 00pa3oM), jAeMorpaduyeckue JaHHbIC
namueHTa (HampuMmep, BO3pAacT MU I0Jd), IOAO3pPEBAEMbIM JIEKapCTBEHHBIN
npenapar (Hampumep, BBEICHHAs Ji03a) W HEXKEJIATEIbHYI PEaKIHIo
(HampuMep, TNpPU3HAKK W CUMIITOMBI), BPEMEHHYK)  B3aUMOCBS3b,
KJIMHUYECKUN HCXOJ B CBSI3M C MPOJIOJDKCHUEM WM MPEKpalIeHUeM IpuemMa
JIEKApCTBEHHOIO TMperapara, HaJIWYhe TMOTCHIMAIbHBIX aJbTePHATUBHBIX
MPUYUH PA3BUTHSI HEXKEIATEILHOTO SIBJICHUS, OIEHKY OTIPaBUTEIEM
COOOIICHUS MPUYUHHO-CIIEACTBEHHOM CBSI3U u JIOCTOBEPHOCTh
OMoJIOrn4ecKoi 1 (papMaKoJIOrM4eCKON CBSI3U.

9.1.3.2.2.2. CrarucTuyeckue aHajan3bl B 00nbIINX 0a3ax JaHHBIX.

CymiecTByOT pa3iuyHble CTAaTUCTUYECKUE METObl aBTOMATHYECKOTO
BBISIBJICHUSI CUTHAJOB HCXOJ M3 HENPONMOPIHUOHAIBHOCTH KOJIMYECTBA
OTYETOB, TO €CTh ©OoOJiee BBICOKHMI YpPOBEHb PEHOPTHPOBAHHUSA O
MpEAnoIaracMomn IIOJ03PEBAEMON HEXKeJIaTeIbHOM peakuumn Ha
COOTBETCTBYIOIIIEE JCHCTBYIOIIEE BEIIECTBO WJIM JIEKAPCTBEHHBIN Mpernapar
0 CPaBHEHHIO € JPYTMMH  JICHCTBYIOIIMMH  BEIIECTBAMH  HJIH
JIEKapCTBEHHBIMM  TpenapaTaMu B 0a3e  JaHHBIX. Mcmonb3oBaHue
CTaTUCTUYECKUX METOJ0B IIOAXOAUT He I Bcex cutryauuil. Ilpum

HCIIOJBb30BaAHHUHU CTaTUCTHUYCCKUX MCTOOOB n BBI60pe KPUTCPUCB



254

UJCHTU(UKAIIUN CUTHAJIOB CJIEYET YYUTHIBaTh OOBEM JaHHBIX, MOJIHOTY
JTOCTYITHON MH(POPMAITMHU U CEPbE3HOCTh HEXEIATeIIbHON peaKIIuu.

[leproAMYHOCTD BBITIOTHEHHUS CTATUCTUYECKOTO aHalu3a 0a3bl IaHHBIX
U TEHEPUPOBAHUS CTATUCTUYECKOTO OTYETA 3aBUCUT OT XapaKTEPUCTUKHU
JEUCTBYIOIIETO BEIECTBA WJIM JICKAPCTBEHHOTO IIpernapara, MOKa3aHW K
MPUMEHEHHUIO U MOTEHIUATBHBIX WA UICHTU(PUITUPOBAHHBIX PUCKOB.

9.1.3.2.2.3. KomOuHaIus  CTaTUCTUYECKUX METOJI0B W  0030pa
WHJIUBUyAJIbHBIX OTYETOB MO OE30MIaCHOCTH.

CrarucTu4eckue OT4eThl MOTYT OBITh MpPEIHA3HAYEHBI JJIsI BHISBJICHUS
M0/103PEBAEMbIX HEeXKeJaTeIbHbIX peaKiui, COOTBETCTBYIOIIHUX
NPEABAPUTEIBLHO OMNPENCIICHHBIM KPUTEPUAM YaCTOThI, CTENEHU TAKECTH,
KIIMHUYECKOM 3HAYMMOCTH, HOBU3HBI WJIM CTAaTHCTUYECKOW B3aUMOCBSI3H.
Takue ¢unpTpyromme MeToAbl MOTYT YIPOCTUTh OTOOp HanOoJiee BaKHBIX
WHIUBUYJIbHBIX cooOI1IeHu ! 0 HEeXKeJaTeIbHbIX peaKIusx,
paccMaTpuBaeMbIX Ha TEPBOM cTaauu mnpouenypsl. [lpenenbHoe 3HaUEHHE
MoKasaressi, UCIOoJIb3yeMoe B 3TOM (PUIBTPYIOIIEM TIpoliecce (Hampumep, He
MeHee 3 COOOIIeHWil), MOXKET BapbUPOBAaThCA B 3aBUCUMOCTH OT
KJIMHUYECKOM 3HAYMMOCTH TIOAO3PEBAEMOM HEXKENATEIIbHOM pPEaKUUU U
CUTHaja, BIUAHUS  Ha  OOIIECTBEHHOE  3JI0POBhE U CTENEHU
pPacIpoOCTPaHEHHOCTH UCTIOB30BAHUS JICKAPCTBEHHBIX MPETapaToB.

IIpy wucCnoNb30BaHMM ABTOMATUYECKOTO CKPUHMHTAa B MPOIECCE
OOHapy>KEHUS CUTHAJIOB COOTBETCTBYIOIINE WHIWBHUAYAIbHBIE COOOIICHUS O
HEXKeJIaTeIbHBIX PEAKIMIX CICIYET B JaTbHEUIIIEM U3y4yaTh M0 OT/ICIbHOCTH.

He3aBucuMo OT HCIONB3yEMOro CTaTUCTUYECKOTO METOja IpoIeaypa
OOHapyXEHUs CUTHAJOB BCErJa JOKHA BKIIIOUATh B CEOS KIMHUYECKYIO
orleHKy. CTaTUCTUYECKUN METOJ| SIBISIETCS JOMOJHUTEIBHBIM METO/IOM

BBIABJICHUA M BaJlnJallli CUIHAJIA.
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9.1.3.3. Bajupaius cursasia.

9.1.3.3.1. IIpu BBISBICHUM CHUTHaJa BBIMOJHIETCS OICHKAa JTaHHBIX C
LHEIb0 Bepu(PUKALIMU W TOATBEPKIACHUS TOro (Qakra, 4To JOCTyIHas
uHPOpMAIIUSL CONEPKUT JIOCTATOYHBIE JOKA3aTe/IbCTBA BBISIBICHUS HOBOMU
IMOTEHUHUAJIbHON MPUYMHHO-CIICICTBEHHON CBSI3M WJIM HOBOTO ACIIEKTAa paHee
YCTAHOBJICHHOW  B3aMMOCBSI3M. Pe3ynbTarbl  BaJMJALMU  ONPEAEISIOT
HEOOXOAUMOCTH JaJIbHEHIIIEH OIIEHKN CUTHAJIA.

[Ipy BBITIOHEHUU TPOUEAYPHl BaIUAAIMU CUTHAJIA HE3aBHUCUMO OT
HMCTOYHHMKA €T0 MOJYy4YeHUSI HEOOXOIMMO YUUTHIBATD:

9.1.3.3.1.1. Knuanyeckas 3Ha4UMOCTb, HAIIPUMED:

YPOBEHb  JOKa3aT€JIbHOCTA B  OTHOIIEHUM NPUYUHBI  SIBJICHUSA
(HampuMep, KOJUYECTBO COOOIICHHH C y4eTOM BO3ACHCTBHUA, BPEMEHHOMN
B3aMMOCBSI3M, IPaABIONOJO0HOCTH (BEPOSITHOCTH) MEXaHW3Ma Pa3BUTHUS
HEXEJaTeIbHON peakiuu, pe3yIbTaTOB OTMEHbI U MOBTOPHOIO Ha3HAYEHUS
JIEKApCTBEHHOIO TMpernapara, ajJbTePHATUBHOTO OOBSCHEHUS WM HWHBIX
NPUYUHHBIX (HaKTOPOB);

CEpPbE3HOCTh HEXKEIATEIIbHON PEAKIIMU U €€ UCXO;

HOBU3HA pEaKIUM (HAIpuUMeEp, HOBbIE U CEPhE3HBbIC HEXKEIaTeIbHbIE
peaKkIun);

KJIMHUYECKUN KOHTEKCT (Hampumep, MOI03pEHUE Ha KIMHUYECKUU
CUHJIPOM, BKJIFOUAsl IPYTUE PEAKIIUN);

BO3MOXXHBIC JIEKAPCTBEHHBIC B3aMMOJICHCTBUSI M PEAKIHUH Y OCOOBIX
TPYIII MMAIIUEHTOB.

9.1.3.3.1.2. IlpenmectBytoiias UHPOPMALIUS:

uHpopmaius yxe prioueHa B OXJIIT v UMII (JIB);

CUTHAJ y>K€ OLICHEH YIOJHOMOYEHHBIM OPraHOM rOCYIapCTBa-4JieHa B
[IOOb wmm IIYP, nubo oOCyXaeH Ha YpOBHE HAyYHOIO JKCIEPTHOIO

KOMUTETA, TUO0 SBISIICA OCHOBAHUEM JIJISL PETYISATOPHOM MPOIEAYPHI.
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Kak mpaBwiio, Balmumanuu MOMJEkKAT CUTHAIbI, HE OTHOCSAIIMECS K
BbIIIEYKa3aHHbIM. (OIHAKO IO YXE€ M3BECTHBIM CHUTHAjJaM MOXET
NOTPeOOBaThCs MPOBEJICHUE BajluJalMM B  Cly4ae IMOJ03PEBAEMOIO
BBISIBIICHUS OTJINYUN o 4acToTe pa3BUTHS, JUTUTETbHOCTH
MEPCUCTUPOBAHUS, CTEIICHU TSXKECTH WM MCXOJla (HampuMep, BBISBIICHHBIM
BO B3aMMOCBSI3M JIETAIbHBIA MCXOA) IO CPAaBHEHUIO C JAHHBIMH WIIH
XxapakTepucTukon, BkiItoueHHbIMU B OXJIIT wnu panee paccMmarprBacMbIMH
YIOJIHOMOYEHHBIM OPTaHOM roCyJapcTBa-4jcHa.

9.1.3.3.1.3. Hanuune Apyrux MCTOYHUKOB HMHGPOpPMALMH, OOBbEM
JIAHHBIX KOTOPBIX IO OMPEJIECICHHOM HEXEIaTeJIbHON pPEeaKIUH IMPEBBIIIACT
MPEIIESCTBYIONIYI0 HHPOPMALIUIO:

a) JHUTEepaTypHbIC JaHHBIE O TOJOOHBIX COOOIICHUSX;

0) BKCHEpPUMEHTAIbHBIE PE3YAbTaThl WJIK OMOJOTUYECKUE MEXaHU3MBI,

B) 0030p Oosiee KpYMHBIX 0a3 AaHHBIX (0ObeIMHEHHBbIE 0a3bl JTAHHBIX
YIOJIHOMOYEHHBIX OPraHOB rOCY/IapCTB-YJICHOB).

9.1.3.3.2. Curnan mpuoOpeTaer CcTaryC BaJIUANPOBAHHOTO, €CJIHU
mporiecc Bepu(UKAIMK BCEH HMMEIONMIEH OTHOIICHWE JIOKYMEHTAIIUH
CBUJICTEIILCTBYET O TMPEANOJIOKUTEILHO HOBOM MNPUYMHHO-CIIEACTBEHHOM
CBS3M WJIM HOBOM aCIEKTE€ HW3BECTHOM B3aMMOCBS3U, M, CJIEIOBATENIBHO,
ABJISIETCA 000CHOBAHUEM JTAJILHEUIIIEN OIIEHKU.

9.1.3.3.3. Curnan, s KOTOPOTO B Tpoliecce BadWAalMu HE ObLia
MOATBEPKACHA MNPEANOIOKUTEILHO HOBAasi MPUYMHHO-CIICACTBEHHAsI CBSI3b
WM HOBBIM aCIEKT W3BECTHOW B3aMMOCBSI3M, MOXET MOTPEOOBAThH
BBITIOJTHEHHUS TAJIbHEHIIIETO aHaIN3a, HalpuMep, B CIydasx HEAOCTAaTOUHOCTH
KOJIMYECTBA JOKYMEHTAIIUU 110 COOTBETCTBYIOIIEMY CIIy4al0 HEXKeJIaTeJIbHOU
peakiuu. B TOmOOHBIX Ciydasx HOBBIE COOOIIEHUS O HEXKEIaTeIbHBIX
peaKkiuaX WM Pe3yJdbTarThl MOCIEAYIONET0 HAOMIOMEHUsT 10 paHee

MOJIYYEHHBIM CJIy4dasiM W3 TMEpUoja MOCTPETHCTPAIMOHHOTO HAOIIOJEHUS
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JOJIKHBI TIEpeCMaTPUBAThCSl YEPe3 COOTBETCTBYIOLIUE MEPUOJbI BPEMEHU
C 1EeJbl0 OoOecleyeHus ydeTra M PacCMOTPEHHUS BCEX COOTBETCTBYIOIIUX
COOOIIECHUH.

9.1.3.3.4. Jlepxkarenu pErucTpaOHHBIX YJI0CTOBEPEHU I U
YIOJHOMOYEHHBIE OpraHbl TOCYIApPCTB-WICHOB JIOJDKHBI WMETh CHCTEMBI
OTCJICKUBAHUSI C LIETBI0 yUeTa pe3ysIbTaToOB BaMJAIMKA CUTHAJIOB, BKJIIOYAs
U3y4YCHHUE U OTCIIEKUBAHUE MPUYUH, TI0O KOTOPBIM CUTHAJIbI HE OBLIN MPUHSATHI
KaK CBHJICTCJILCTBYIOIIME O TMPEAINOJIOKUTEIBHO HOBOM  IPUYMHHO-
CJIICTBEHHOW CBSI3M WJIM HOBOM AaCIIEKTE M3BECTHOM B3aUMOCBSI3U, & TAKXKE
uH(popManuu, KOTopas momoriia Obl B MOUCKE MOJOOHBIX CIYy4YaeB U OLICHKE
CUTHAJIOB.

9.1.3.4. AHanu3 ¥ NpUOPUTHU3ALIUSI CUTHAJIOB.

9.1.3.4.1. KirroueBbIM 3JIEMEHTOM IIPOILECCA YINPABICHUS CHUTHAIAMH
SBJIAETCSl HE3aMEJIUTENIbHOE OIpPEACICHUE UX BIUSHUS Ha OOIIECTBEHHOE
3I0POBbE WJIM COOTHOILIEHUE «I0JIb3a — PUCK» JICKAPCTBEHHOTO Ipernapara
y TAaIMeHTOB, MOABEPraloImmxcsi Bo3aehcTBUI0. [Iporecc mpuopuTH3anuu
IOJDKEH BKJIIOYATh B Ce0S:

a) I0Ka3aTeJIbHOCTh W COIVIAaCOBAaHHOCTh HMH(pOpPMALIMM, HaIpUMeEp,
Ovojoruyeckass J10CTOBEPHOCTh, OOJIBIIOE KOJIMYECTBO JOCTOBEPHBIX
ClIy4aeB, COOOILIEHHBIX B TE€UEHUE HEMPOAOKUTENILHOTO MEeprUoia BPEMEHH,
BBICOKME 3HAY€HHUs I[I0Ka3aTessi O JIUCHPONOPLUHUOHAIBHOCTH, OBICTpOE
YBEJIMYCHUE OTOTO TIOKa3aTeias C TEYECHHWEM BPEMEHH, WJICHTU(PUKAIINS
CHUTHAJIa B Pa3HBIX YCIIOBHSIX NMPHUMEHEHHUS (HampuMmep, B amOyJaTOpHOW u
KIIMHAYECKOW TMPAKTUKE), UCTOYHUKU WJIM CTPaHBI, U3 KOTOPBIX TOJyYCHBI
JaHHBIC,

0) BIUsHNE Ha TAIMEHTOB B 3aBHUCHUMOCTH OT CTETIEHU TIKECTH,
o0paTUMOCTH, MOTEHUHajla NPEeIOTBPAIICHUS M KIMHUYECKOTO MCX0Ja

HEKEJIATeIIbHOU peakuuu, pEe3yJIbTaThI MIPEKPAIICHUS JICYCHUS
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MPUMEHUTEILHO K TEYCHHUI0 3a00JI€BaHMUs W JIPyTHE TepaneBTUUECKUE
MOKa3aTeIu;

B) BIIMSHUE Ha OOIIECTBEHHOE 3J0POBHE B 3aBUCHUMOCTH OT CTEIEHU
WCITOJIb30BaHUS JICKAPCTBEHHOTO Tpernapara B 00IIel rpymie NarueHToB U B
MOMYJISIMOHHBIX TPYIIAaX pUCKa (HampuMmep, JEKapCTBEHHBIE Ipenaparsl,
UCIIOIb3yeMble OEpPEMEHHBIMH KCHITMHAMH, JCTbMHU WJIM TOXUIBIMU
JIOABMHU) M CIIOCO0A MCIOJIB30BaHMS JICKAPCTBEHHOTO TIpernapara (Harmpumep,
HEMPaBUILHOE HCIIOJIBb30BAHUE WIIM HCIIONB30BAaHWE HE IO 3asBICHHBIM
noKazaHusaM). Biusaue Ha 001IeCTBEHHOE 3/I0POBhE MOYKET BKJIIOYATh B CE0s
OIICHKY KOJMYECTBA IMAIMEHTOB, Yy KOTOPHIX MOXKET Pa3BUTHCA CEPhE3HAs
HEXKeJaTenbHas PEeakIusi, 3TO KOJIMYECTBO JOMKHO OBITh HM3Yy4YEHO IO
OTHOIIICHWIO K OOINeH BBIOOPKE MAIMEHTOB B OOINEH TpyIme, TpyIIe
MAIMEHTOB C IIEJIEBBIM 3a00JICBAaHUEM W TPYTIE MaIMEHTOB, MOABEPTIINXCS
BO3JICHCTBUIO;

') MOBBIIICHHAS ~ YacTOTa WM  CTEICHb TSHKECTH  M3BECTHOIO
HEXKEIaTEeIbHOIO JICHCTBUS;

1) HOBM3HA IMOJ03PEBAEMON HEXKeNaTeIbHONW peaKIuu, HallpUMeEp, €CIIn
HEW3BECTHAs TOJ03peBacMas HeKellaTebHas PEakIMs Pa3BHBACTCS BCKOPE
MOCJIe TOCTYIUICHUS HOBOTO JIEKAPCTBEHHOTO IPOAYyKTa B METUIIMHCKYIO
IIPaKTHKY;

€) €CIU 3asABIICHHE Ha IOJIYYCHHE PETHCTPAIlMOHHOTO YIOCTOBEPCHUS
HOBOTO JICHCTBYIOIIETO BEIIECTBA HAXOAUTCSI HAa PAacCMOTPEHUH B
YIOJHOMOYEHHOM OpraHe TOoCydapcTBa-ujeHa W CUTHAI MO O€30I1MacHOCTH
MOJIYYeH M3 TPEThEW CTPaHBI, B KOTOPOW ASTOT JIGKAPCTBEHHBIM Mperapar
3aperucTPUPOBAH, WJIM B MHOM 0a3e JaHHBIX IO HEXEIATEIbHBIM PEaKIHsIM
oOHapyXeHa TsDKeas HEKellaTelIbHAs PEaKIus W3 TPEThed CTpaHbI, dTOMY

CUT'HaJIy TAKKC JOJIKHO OBITH YACJICHO BHUMAHUC.
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9.1.3.4.2. B HEKOTOPBIX Ciydasix MPUOPUTETHOE 3HAUYCHUE OIEHKHU
MOKET OBITh OT/JIAHO CHUTHAJaM, MOJYyYEHHBIM B OTHOIIEHUH JIEKAPCTBEHHBIX
MpenapaToB WX SBJICHUM C MOTEHI[MAJIbHO BBICOKUM BHUMAaHUEM CO
CTOPOHBI CPEJCTB MaccoBOW WH(MOpPMAllUM U 3aUHTEPECOBAHHBIX CTOPOH
dbapMakoHam30pa C  LEJIbI0  HE3AMEMJIUTEIBHOTO  JIOHECEHUs  JI0
OOIIECTBEHHOCTH ¥ MEAUIIMHCKUX PAOOTHUKOB PE3YIbTaTOB TAKON OLICHKHU.

9.1.3.4.3. Pe3ynbrar mnpouenypbl NPUOPUTH3ALMUA CHTHANIA JIOJKEH
BKJIIOYATh B c€0s1 PEKOMEHIAINIO [0 BPEMEHHBIM paMKaM OIIEHKH CUTHAJIA.

9.1.3.4.4. Pe3ynprar mnpoueaypbl NPUOPUTHU3ALUN CHUTHAJA JOJKEH
OBITh 3aHECEH B CHCTEMY OTCJIC)KMBAaHHUS C OOOCHOBAaHHUEM IMPUCBOECHHOTO
YPOBHS MPUOPUTU3ZALUN CUTHAJIA.

9.1.3.5. OuieHKa CUTHAJIOB.

9.1.3.5.1. Llenpto OLIEHKHA CUTHAJIOB SIBJISIETCS U3YUYCHHUE JOKA3aTEIIbCTB
MIPUYUHHO-CJIEACTBEHHOM CBS3U HEXKENIATEIIbHOM PEaKIluu U MO103PEBAEMOI0
JIEKApPCTBEHHOTO CPEJCTBA C IIEIbI0 KOJWYECTBEHHOU OILIEHKHU B3aMMOCBSI3U
(MpeanouTUTEeTHHO B aOCONMIOTHBIX  BEIMYMHAX) W ONPEACIICHHUS
HEOOXOAMMOCTH  cOOpa  JOMOJHUTENbHBIX  JaHHBIX WM  TPUHSITHS
perynsTopHbix Mep. OleHKa COCTOUT U3 TIIATEIBHOTO (hapMaKoJIOTHUYECKOTO,
MEIUIIMHCKOTO M SIHUJIEMHUOJIOTHYECKOTO U3Yy4YEHHUsI BCEH UMernencs
uH(pOpMaIIMU MO COOTBETCTBYIOIIEMY curHaiy. O030p JODKEH BKIIHOYATH
JOCTYIHBIC (hapMaKOJIOTUYECKHUE, TOKIUHUYECKUE U KIMHUYECKUE JaHHBIE U
JOJDKEH OBITh MaKCUMaJIbHO TMOJHBIM MPUMEHUTENIBHO K HCTOYHUKAM
noyiydyeHusi MHQOpMaIuy, BKIIOYas JaHHbIE JIOChE JIEKQpPCTBEHHOTO
mpernapara Opu Mojade 3asBJICHHS HA PETUCTPAIUMI0O U TOCIEAYIOIINE
U3MEHEHUs, JIUTepaTypHbI€  CTAaTbM, CIIOHTAHHbIE  COOOIICHHUS W
HEOMYOJMKOBAHHYK0 HMH(OpMALIMIO OT JepxkaTeiaedl perucTparioOHHbIX
YIOCTOBEPEHU M YIIOJIHOMOYEHHBIX OpPraHOB TOCYIAapCTB-4wieHOB. Takxke

HGO6XOI[I/IMO YYUTBLIBATDH PCKOMCHJall1 BHCIIHHUX 9KCIICPTOB.



260

Ecnu wndopmanusi moiaydyeHa U3 HECKOJBKHX HMCTOYHHMKOB, HEOOXOIUMO
YUYUTHIBATh YPOBEHb UX JOKA3aTEIbHOCTU M OTPAHUYCHUS C IIEJIBI0 OLICHKU
UX BKJIaJla B OLEHKY BoIpoca no Oe3omacHocTH. CoBOKyInHas UHGOpMALIHs
U3 pa3HbIX KCTOYHHKOB Takke TpeOyeT BbIOOpa MEXIyHapOIHON
IIPU3HAHHON TEPMUHOJIOTUM MEIUIMHCKUX sBICHUU. B ciiydyae oTCyTCTBUA
TaKOro TEPMHUHOJIOTMYECKOTO OIpeAeNieHUs] HEO0OXOAMMO OINEepPalMOHHOE
OTIpeJICIICHHE.

9.1.3.5.2. B HEKOTOPBIX CJIydYasiX CHUTHAJIbl HEOOXOIUMO OIIEHUBATh
COMJIACHO TEParneBTUYECKOMY YPOBHIO UJIM KJIACCY CUCTEMBI OPraHoB JIM0OO Ha
YPOBHE CTaHJIAPTU3UPOBAHHOIO 3ampoca (MpU MCHOJB30BAHUHU CJIOBAPS
MeauuuHCKor TepmuHonorun MedDRA). [lomck wuHpopmamum MOXKET
noTpedOoBaTh BKIIIOYEHUS IPYTUX JIEKAPCTBEHHBIX MIPEenapaToB OJHOIO Kjacca
U JpYruX HEXeNaTeNbHbIX pPEaKlUil, Hanmpumep, OTHOCUTEIBHO JIPYTUX
TEPMUHOB, MUMEIOIIMX OTHOIIEHHE K CJIOXKHOMY 3a00JIeBaHUIO (HAmpuUMmep,
HEBPUT 3pUTEIBHOTO HEpBa KAk BO3MOXHBIM  MEpBBIA  MPU3HAK
MHO)KECTBEHHOTO  CKJIEpO3a), paHHEW CTaauu peakuuu (HarmpuMmep,
yuiuHenne  uHTepBana  QT) wiaM  KIMHUYECKUM  OCIOXKHEHUSIM
COOTBETCTBYIOILIEH HEXKeJaTeabHON peakuuu (Hampumep, 00e3BOKUBAHHE
WM OCTpasi MOYeUHast HEIOCTaTOYHOCTB ).

9.1.3.5.3. Coop mH(popManmu u3 pa3sHbIX UCTOYHUKOB MOXKET 3aHSTh
BpemMs. B 1memsx onTuMmu3anuu mpoiecca MOXKET ObITh HCHOJIb30BaH,
HanmpuMep, MOIIATOBBIM METOJ OLICHKM CHUTHajla. B OTHOIIEHMHM HOBOIO
CUTHAJIa O TSDKENOM HeOIaronpusaTHOW peakiud MOKHO MPUHSATH BPEMEHHBIE
MEpbI, €CIIU B pe3y/bTare NepBOil CTauM OLEHKH Ha OCHOBAHUM JOCTYIHOU
uH(dOpMaIUK clieJaH BbIBOJ O MOTEHIIMAIBHOM PHUCKE, KOTOPBIA HEOOXOIUMO

MIPEOTBPATUT.
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9.1.3.6. PekoMeHgaMM 1O JICMCTBUSAM YIOJHOMOYEHHBIX OPraHOB
roCyJlapCTB-UJICHOB.

9.1.3.6.1. PexkomeHmanuu 13(0) pe3yapTaram OLIEHKH MOTYT
BapbUPOBATHCS B COOTBETCTBUU C TPEOOBAHUSIMU, YCTAHOBICHHBIMU aKTaMU
opranoB Coro3a UM 3aKOHOJATEIHCTBOM T'OCYJaPCTB-UJICHOB, U BBIBOJAM IO
pe3ynbraraM OLEHKH CUTHaJa.

HecmoTpss Ha TO, 4TO PEKOMEHJALUMH COCTABIISIIOTCS IOCIE OLEHKU
CUTHAJIa Ha OCHOBaHUU COBOKYNHON wuH(pOpMaIMu, HEOOXOAUMOCTh
JIEUCTBUM OLIEHUBAKOT B XOAE BCErO IIPOLIECCA YNPABIEHUS CUTHAJIOM,
onpeesisisi 000CHOBAaHHOCTh U 11€J1€COO00Pa3HOCTh 00Jiee paHHUX JEUCTBUMN
110 MUHUMU3AIUU PUCKA.

9.1.3.6.2. JleficTBust O pe3y/bTraramM OLIEHKHA CUTHAJla MOTYT BKJIIOYATh
B C€0sl JIOMOTHUTEILHOE U3YYEHUE PUCKOB WJIM MEPbhl MUHUMU3AIIMU PUCKOB,
€CIIM MEXaHM3Mbl Pa3BUTUS TIOI03PEBAEMON HEOJArONMPUITHON peaKIuu
YKa3bIBAlOT Ha BO3MOXKHOCTH MPEAYyNPEKACHUS WU CHUXKCHUE CTEICHU
TSUKECTH HEXEATeIIbHOM peakunu. Eciii BBIBOJ OCHOBAaH Ha OrPaHUYCHHOU
uH(OpMAIUU, MOXKET MOTPEOOBATHCS MPOBEACHHE MOCTPETUCTPAIIMOHHOTO
UCCe0BaHUs 0€30MacHOCTU C IIEJIbI0 M3YUYEHHS MOTEHIIMAILHOIO BOIPOCA
WM po0OsieMbl IO 0€30MaCHOCTH.

9.1.3.6.3. Ecnu  yNOJHOMOYEHHBIH  OpraH  TroCydapCTBa-uyjcHa
3aMpaliuBaeT y JAEpkKaTessl PeruCcTPAlMOHHOTO YIOCTOBEPEHUSI MPOBEIACHUE
JTOTIOJTHUTEIBHBIX JICHCTBUM, B TaKOM 3allpoce HEOOXOAMMO YKa3aTh CPOK
BBITIOJTHEHUS JEHCTBUM, BKIIIOYass OTYEThl O JOCTUTHYTBIX IEISAX H
MPOMEKYTOUHBIX pe3yibTarax MPOMOPIHUOHAIIBHO CTENEHU TSHKECTH U
BIUSHUIO MPOOJEMbl 10 O€30MacHOCTH Ha OOIIECTBEHHOE 3J0pPOBBE.
Jepxarenb perucTpalliOHHOTO YIOCTOBEPEHUSI U YIIOJTHOMOYEHHbBIE OpPTraHbl
rOCy/IapCTB-WICHOB  JIOJDKHBI ~ YYHUTHIBATH  BO3MOXXHOCTHb  MPOBEICHUS

HCCIICAOBAaHUSA B YCTAHOBJICHHBIC CPOKH € YUCTOM IIApaMCTPOB UCCIICAYCMOTI'O
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BOIIpoca 0€30MacHOCTH, HAlpUMEp, YacTOThl PAa3BUTHUSI U MOTPEOHOCTH B
MPOCIEKTUBHOM Ju3aitHe uccienoBanus. CienyeT y4YWTHIBaTh BPEMEHHBIE
Mepel 1O oO0ecreyeHutro Oe3zonmacHOro M 3(Q(EKTUBHOIO TMPUMEHEHUS
JIEKApCTBEHHOIO TIpernapara Wik YCTPAaHCHUIO PUCKA, BKIII0Yas BOBMOXKHOCTh
BPEMEHHOTO MTPUOCTAHOBJICHUS JICUCTBUS PETUCTPALIMOHHOTO YIO0CTOBEPEHUS
JIEKapCTBEHHOTO IIpenapara.

9.1.3.6.4.B cnydyae  OTCyTCTBHMS  pUCKa ISl TAIMEHTOB
YIOJIHOMOYEHHBIH OpraH rocyaapcTBa-ujieHa MOXKET MPHUHATh pelIeHHe 00
OTCYTCTBUU HEOOXOJUMOCTH JaJbHEUINEH OIEHKH WIK JadbHEUIINX
JIEUCTBUN.

9.1.3.7. Obmen unpopMaLIHECH.

9.1.3.7.1. Cnenyer obecnedynTh BO3MOXKHOCTH BBIIIOJHEHHS OOMEHa
uHpopMare MEXIy YIOJIHOMOYEHHBIMH OpraHaMHu TOCY/IapCTB-UJICHOB,
JepKaTeIISIMUA PETUCTPAIIMOHHOTO YAOCTOBEPEHUS U APYTUMU YYACTHUKAMH C
LEbI0 pacpocTpaHeHuss UHPOPMALIMKM O CUTHANIAX, cOOpa JOMOTHUTEIbHBIX
JAHHBIX, JAJIbHEHUINEH OIIEHKH BOMpPOca 0€30MaCHOCTH U MPUHSTHUS PEIICHUS
O 3allUTe 30POBbS MAIlMEHTOB. BpemeHHble TpeOoBaHUA MO OOMEHY
uHpopMariiei MOTYT BapbUPOBAThCS B 3aBUCHUMOCTU OT MPOOJIEMBI MO
0e30macHOCTH, HO MH(pOPMAIMS O CUTHANIAX JOJKHA OBITh pacnpoCTpaHeHa
HE3aMEJJTUTEILHO TIOCJE BBIMOJHEHUS TPOIEAYPbl HMX BaIUIAIMU U
MPU3HAHMS UX BAJIUIUPOBAHHBIMHU.

9.1.3.7.2. JlepkaTenu pErucTpalMOHHBIX YIOCTOBEPECHUM IMEPEIAOT
BCIO COOTBETCTBYIOLIYI0 HMH(OPMAIMIO O CUTHAjJaX B YIOJHOMOYEHHBIE
OpraHbl TOCYJApCTB-WICHOB (YTO COCTaBIsi€T YacThb OO0S3aTeIbCTB IO
dbapmMakoHa30py M MOHUTOPHUHIY COOTHOIIECHHSI «IOJIb3a — PHUCK»
JIEKApCTBEHHOIO Mpenapara). BaluaupoBaHHBIE CUTHAJIBI, KOTOPHIE MOTYT
OKa3bIBaTh BJIMSHUE HA OOILECTBEHHOE 370POBbE U COOTHOIICHHUE «I10JIb3A —

pUCK» JIEKAPCTBEHHOTO IIpernapara, JOJDKHBI ObITh HE3aMEIJIUTENBHO
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nepelaibl B YIIOJHOMOYEHHBIE OpraHbl TOCYJapCTB-UYJIEHOB, a TaKXke B
COOTBETCTBYIOIIMX CIy4asX MPEACTABICHbI MPEIJIOKEHUS MO BO3MOKHBIM
JICUCTBUSM.

9.1.3.7.3. YIIONTHOMOYEHHBIE OpraHbl TOCYAApPCTB-YJIEHOB NEPEAAIOT
pe3ysibTaThl  OIEHKM  CHUTHAJOB  JIEp)KaTelsiM  PErUCTPAIMOHHOTO
yJI0CTOBEPEHHUS.

9.1.4. TpeGoBaHUs K Kau€CTBY.

9.1.4.1. IIpocnexxnBaemMocCTb.

Banupanus, npuoputuzanusi, OIEHKA, BPEMEHHBIE CPOKH, DPEIICHUs,
JNEUCTBUS, IJIaHbI, PENIOPTUPOBAHUE, & TAKKE WHBIEC KIIFOUEBBIC MPOILICAYPHI
JOJDKHBI HaJUICKAIIUM 00pa3oM JOKYMEHTHPOBATHCS M MEPHOAHYCCKH
orciexuBaTbCsa. CHCTEMBI  OTCICKHUBAHUSA  TakKXKe  JIOJDKHBI  OBITH
JIOKYMEHTHPOBAHbI U BKJIIOYATh B C€0sl CUTHAJIBI, B Pe3yJibTaTe MPOBEPKU
KOTOpPBhIX OBUI CjelaH BBIBOJL OO0 OTCYTCTBUM HOBOW MOTEHIIMAIBLHOU
NPUYUHHO-CIEACTBEHHOM  CBSI3W  WJIM  HOBOTO  acleKTa  HU3BECTHOM
B3aMMOCBSI3M, TaK KaK OHM MOTYT NIPHUBJICYh 0CO00€ BHMMAHHE B Ciydae
MOCJIEYIOIEro aHanu3a. Bee 3amucu 1omKHbI ToAJIeKaTh apXUBUPOBAHUIO U
XPaHEHHUIO B COOTBETCTBUU C JEHCTBYIOIIUMU MPOIETYyPaAMHU.

9.1.4.2. Cucrembl Ka4eCcTBa U JOKYMEHTAIUA.

9.1.4.2.1. BaxxHoii 0COOEHHOCTBIO CHUCTEMBI OOpaOOTKH CHUTHAJIOB
SBJISICTCS YETKOE JOKYMEHTHPOBAHUE C 1I€JIbI0 00SCTICUCHHU S HAJIEXKAIIEro 1
3 PeKTUBHOTO (OYHKITMOHUPOBAHHUS CHCTEMBI, CTaHAapTU3AIUU
00s13aHHOCTEHN U TpeOyeMBbIX AEHCTBUHN, BBIMOJHEHUS ITUX JIEUCTBUN JIMIIAMU
C COOTBETCTBYIOIICH KBadu(pUKAME W WX TOHUMAaHUS  BCEMU
BOBJICYCHHBIMU CTOPOHAMHU, OCYIIECTBIICHUS HAJICKAIIETO KOHTPOJIS U (TIpH
HEOOXOJIMMOCTH) yCOBEPIIICHCTBOBAHUS CHCTEeMBI. Vcxoms U3 JTaHHBIX
TpeOOBaHUM JOKHA OBITH pa3paboTaHa cCUCTeMa 00ECIEUEeHHUs W KOHTPOJIS

KaueCTBa B COOTBCTCTBHHM CO CTaHAapTaMKM CHCTCMbI KadCCTBd, KOTOpPasd
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JOJI’KHA TPUMEHATHCS] KO BCEM IMPOIECcCcaM YNpPaBlIeHUs] CUTHAJIaMU. J{OJKHBI
OBITh pa3pabOTaHbl, TOKYMEHTAJIbHO O(OPMJIEHBI U BHEIPEHBI MOAPOOHBIC
npoueaypsl cucrembl KadecTtBa. HeoOxomumo pacnpenenuTs (QyHKUMH U
O00S3aHHOCTH BHYTPUM KOMIIAHMM OTHOCHUTEJIBHO JIEUCTBUM U BEACHUSA
JOKYMEHTAllMM, KOHTPOJsi M U3Y4YEHUs BONPOCOB KauyecTBa, a TaKke
NPUHATUSA KOPPEKTUPYIOIIUX W TpeaynpeauTenabHeix Mep. Croga Takke
JOJIKHBI OTHOCHUTBCSI OOSI3aHHOCTH M0 ayAUTy OOECle4YeHUs KadyecTBa B
CUCTEME yIpaBICHUS CHUTHAJaMH, BKJIIOYas ayguT CyONoApsSIYUKOB
KOHTPAKTHBIX CTOPOH, BBIMOJHSIONIUX KaKUe-TM00 paboThl MO JaHHOMY
HarpapJieHH0. J{omkHa ObITh rapaHTUPOBaHa KOHPUIECHIIMAIBHOCTD JaHHBIX
U JOKyMEHTAaIluu, OE€30MacHOCTh U JIOCTOBEPHOCTh JAHHBIX (BKJIIOYAs
LIEJIOCTHOCTh IPH Tiepeaye).

9.1.4.2.2. CucteMa OTCIEXHUBaHUS JIOJDKHA OOECIeUUuBaTh MOTYy4YCHUE
BCEMHU BOBJICUEHHBIMH CTOPOHAMH JaHHBIX IO pe3yJbTaTaM ayJuTOB C
yKa3aHUeM ACHCTBUN 10 00pabOTKe CUTHAOB, COOTBETCTBYIOIIUX 3alPOCOB
U ux pe3ynsraroB. [lomydeHHnas uH@popMaius, MOUCK, Pe3ylIbTaThl MOUCKA,
OIICHKH U perieHus (TOJOKUTEIbHBIC U OTPUIIATEIBLHBIE) MO MOTEHIIUATBLHBIM
CUTHAJIaM, a TakKXkKe pe3ylbTarbl MPOBEPKM  CHUTHAJA  TOAJIeKAT
apXvBUpOBaHUIO. JlaHHBIE [OJDKHBI BKIIIOUATh pe3y/ibTaThl BaJlUAalldd
CUTHAJIA.

9.1.4.2.3. MoxeTr notpeOoBaThCsl U3YYEHUE JOKYMEHTALIMU JIEPHKATENS
PErUCTPALIMOHHOTO YIOCTOBEPEHUS O COOMIONEHUH JAaHHBIX MOJOKEHUN 10 U
MoCJie MPOIEAYPhl PETUCTPAIIUU B IEJISAX BBIMOJHEHUS OIICHKHU BBITIOTHSIEMON
NEATEIbHOCTH WUJIU MHCTICKTUPOBAHMSL.

9.1.4.3. OGyueHnue.

[Tepconan momkeH OBITH CHEIUATBLHO OOyYeH BBITIOJTHEHUIO JACHCTBUN
no o0OpabOTKE CUTHAJIOB COIVIACHO paClpeleNieHHbIM (QYHKIUSIM |

oOsi3anHOCTsM. [Ipomecc MmokeT BKJIOYaTh B ce0s MEpPCOHAN OTAENa
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no (papMakoHaI30py, a TaKKe MEePCOHAN, KOTOPOMY MOXET CTaTh U3BECTHO O
MOTEHIIMAIBHBIX CUTHAJIAX WUJIM KOTOPBIN y4acTBYeT B Ipoliecce o0paboTKu
CUTHAJIOB, HaImpuMep, MEepCoHaN aJIMHUHUCTPATUBHOTO (IPABOBOTO) OT/AEIA,
JTOKJIMHUYECKUX, MEUIMHCKHX, (GapMakodNMUIEMUOJIOTHYECKUX U
MapKEeTHUHTOBBIX HccienoBaHui. OOydyeHue MOKHO BKJIIOYaTh B ceOd
TEPMUHOJIOTHIO U JOCTYIHBbIE 0a3bl JTaHHBIX C HMCTOYHHKAMU CHUTHAJIOB.
[Ipouenypsl cucTeMbl OOy4YeHHS M pa3MElIEHHWE JAHHBIX MO OOYyYECHHIO
JOJKHBI  OBITh  HAJUIEKAIIMM  00pa3oM  JIOKYMEHTHUPOBAaHBI, pE3IOME
CHEIUAIIMCTOB U  OINKCAHUE  BBIMOJHSAEMBIX  (QPYHKIMM  MOJiexar
apXUBUPOBAHUIO.

9.2. Ponu u 00s13aHHOCTH.

9.2.1. Ponu u 00s13aHHOCTH YIOJIHOMOYEHHBIX OpraHoB
roCy1apCTB-WICHOB.

YIOJIHOMOYEHHBIM OpPraH rocyaapcrBa-4jeHa:

KOHTPOJIUPYET JaHHbIE HA CBOEH TEPPUTOPUHU, BKIIIOUAsl JAHHBIC,
MOJIyYEHHbIE W3 HWHBIX HWCTOYHUKOB, YKa3aHHbIX B mnoapazaene 9.1.1
HacTosiux IIpaswi;

BBITIOJTHSICT BaJIMAAIMI0 W HWHBIE JTambl MPOLEIypbl 00pabOTKU
CUTHAJIOB, TIOJIYYEHHBIX U3 JIOCTYITHBIX UCTOUHHUKOB,;

nepefaeT CUTHAJBI, MPONISANINE Yepe3 MpPOoIeayphl BaluJallud U
OLIEHKH, B COOTBETCTBYIOIINE SKCIIEPTHBIE KOMUTETHI TOCYIApCTB C ILIENbIO
omnpeAeeHUs 11eJIECO00Pa3HOCTU MOCIEAYIONIUX JSUCTBUM M0 TabHEUIIEMY
W3YYEHUIO UM MUHUMU3AIUU PUCKA;

BBITIOJTHSIET WH()OPMHUPOBAHUE JAPYTHMX YIIOJTHOMOYEHHBIX OpPraHOB
rOCy/IapCTB-WICHOB O BBISBICHHBIX CHUTHAJIaX, MPOIICAIINX BaJIUAAIUIO, U

pa3paboTaHHBIX Mepax.
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9.2.2. OyHkuMM W OOS3aHHOCTH JIepyKarelisi PEerucTPaliOHHOTO
YAOCTOBEPEHUS.

Jlepkarenab perucTpallioOHHOTO YI0CTOBEPEHUS:

KOHTPOJIUPYET BCE UMEIOIIMECS JIaHHbIE U MH(OPMAIIUIO 110 CUTHAJIAM;

KOHTPOJIUPYET BCE TMOSABISIIOIIMECS JaHHbIE B 0a3aX JaHHBIX U
BBITIOJIHAECT MEXIyHapoAHOEe oOOHapykeHue curHaioB. OOHapyx)eHue
CUTHAJIOB JIOJDKHO BKJIIOUATh B ce0s MX BaJUAAIUIO C YYETOM KOMITIOHEHTOB
npeacTapisgeMoil uHdopmaluu, ykazaHHou B nmogpaszzaene 9.1.3.3 Hactosmux
IIpasui;

BBINIOJIHAET BAJIMJIALIMIO BCEX OOHAPYKEHHBIX CUTHAJIIOB U COOOIIAET O
HUX B YIIOJJHOMOYEHHBIE OPTaHbl TOCYAaPCTB-YJIEHOB;

YBEJIOMJISIET YIOJHOMOYEHHBIE OpPraHbl rOCYyAapCTB-UJIEHOB B CIydae
BBISIBJICHUSI OKCTPEHHOW MpoOJeMbl 1O ©O€30IacHOCTH B  pe3ylbTare
OCYLIECTBIICHHUS IEATEIbHOCTH 10 0OHAPYKEHHUIO CUTHAJIOB;

COTPYIHMUYAET C YIMOJIHOMOUYECHHBIMU OpPTraHaMu TOCYJapCTB-UJICHOB B
BBITIOJTHEHUH MPOLIEYP OLUEHKU CUTHAJIOB MYTEM MPEACTABIICHHUS T10 3apOCy
JTOTIOTHUTEIHHON HH(POPMALINH;

o0OecrneynBaeT HallMyue ayJUTOPCKOrO ciela IO BCEeM MpoleAaypam
BBISIBJIICHUSI CUTHAJIA.

9.2.3. IIpouecchl NOCIeAYIOUIET0 PeryJIupPOBaHUS.

B cinyyae nmpuHATHS YNOJTHOMOUYEHHBIM OPraHOM TOCYIapCTB-UJICHOB
pelIeHust 0 HeOOXOIUMOCTHU JAOTOJHUTENbHBIX AEHCTBUI CUTHAT OLICHUBAIOT
u COTJIaCOBBIBAIOT MOCJeYIOIINe NEeNCTBUS B OTHOIIICHUU
PErUCTPAlIMOHHOTO  YIOCTOBEPEHHMS B TIpeAeiiaXx BPEMEHHBIX CPOKOB,
COpa3MEpHBIX CTENEHH U CEPhE3HOCTH MpobiemMbl 1o Oe3omacHoctu. [lo
pe3ynbraraM npoueAyp MOTYT ObITh HIPUHSITHI CIEAYIOIIUE PEIICHUS:

JOITIOJHUTCIBHBIC OLICHKA HMJIN I[CﬁCTBHH HC Tpe6y10TCSI;
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JepKaTellb PErUCTPALMOHHOTO YAOCTOBEPEHMsI JOJDKEH IIPOBECTH
JOTIOJIHUTENBHYIO OLICHKY JIaHHBIX U MPEACTABUTH PE3YJbTAThl TAKON OLICHKU
COIIACHO YCTaHOBJIEHHBIM BPEMEHHBIM CPOKaM;

JepKaTellb PEeruCTPallMOHHOTO YIOCTOBEPEHHUS JTOJDKEH MPENOCTaBUTh
[TOOB ¢ yueTom BBISIBIEHHOTO HOBOIO acnekra npoduiis 6e30MacHOCTY;

JepxKareib PEruCTPAMOHHOTO YAOCTOBEPEHMUS JOJDKEH
npo(UHAHCUPOBATH MOCTPETUCTPALIMOHHOE UCCIIETOBAHUE B COOTBETCTBUH C
COITIACOBAHHBIM MPOTOKOJIOM M MPEAOCTABUTH 3aKIIOUUTEIbHBIC PE3YIbTAThI
TaKOTO UCCIIEeIOBAHUS;

JepKaTellb PETUCTPAIIMOHHOTO YIOCTOBEPEHUSI JOJDKEH MPECTaBUThH
[TYP unu ero 0oOHOBIIEHHBIN BapUaHT;

JeprKaTellb PEruCTPAMOHHOTO YI0CTOBEPEHUS TOJIKEH MPUHATHh MEPHI,
Tpedyemblie 11l oOecriedeHus: 6e3omacHOro U 3((HEKTUBHOTO MPUMEHEHUs
JIEKapCTBEHHOTO TIperapara;

PETUCTPAIIMOHHBIA  CTAaTyC  MOJICKUT  M3MEHEHUWIO,  JICWCTBHE
PETUCTPALIMOHHOTO  YAOCTOBEPEHHUS  JOKHO  OBITh  MPUOCTAHOBIEHO,
OTO3BaHO WUJIU HE MPOJJICHO;

JOJDKHBI OBITH BBEJCHBI CPOYHBIC OTPAHUUCHUS 10 0€30MaCHOCTH;

HEOOXOJMMO BBITIOJIHEHNE BHEIJIAHOBOTO WHCIIEKTUPOBAHMS CHCTEMBbI
dapmakoHaa30pa C UENbIO TMOATBEPXKACHHWS TOTO, YTO JEPKaTeb
PETUCTPAIIMOHHOTO YAOCTOBEPEHUSI COONMIOaeT TpeOOBaHHUS K CHUCTEME
dapmakoHaa30pa,  yCTaHOBJIEHHble  akTamu  opraHoB  Corwsa
3aKOHOJATEITLCTBOM I'OCYAapCTB-YWICHOB;

HEOOXOJMMO BKITFOUCHHE TOA03PEBAEMOro JICKapCTBEHHOTO Ipernapara
B TIEpeYeHb  TNPOAYKIMUU, KOTOpas  MOUICKUT  JOIMOJHUTEIHHOMY

MOHHUTOPHUHI'Y.
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9.2.5. OTKpBITOCTb.

['ocynapcTBa-usieHb JIOJIKHBI OCYIIECTBIIATH KOHTPOJIb
CBOEBPEMEHHOCTH JOBEIECHUS JO OOIECTBEHHOCTH BaXXKHOW MH(GOPMALH O
npobieMax Mo OEe30MacHOCTH, BBISIBICHHBIX CHUCTEMOW (apMakoHaa30pa,
nyTeM MyOJuKaluu Ha BeO-TopTaje W MpU MOMOILIM APYTUX JOCTYIHBIX

CPEICTB AOBEACHUS HH(OPMAIIUH.

10. ITocTpeructparimoHHbie Uccaea0oBaHNs 0€30TaCHOCTH

10.1. BBenenne

[Toctperucrparmonnoe uccienoBanre oe3zonacHoctu (nanee — [IPUB)
JIEKapCTBEHHOTO Mpernapara MOKeT UHUIIUUPOBATHCS, KOHTPOJIUPOBATHCS HIIH
(dbuHaHCUPOBATLCA  JIepXKATEIeM  PETUCTPALMOHHOTO  YIOCTOBEPEHHS
T0OpPOBOJIBHO WJIM B COOTBETCTBUU C 00SI3aTEIILCTBOM, HaJlara€MbIM Ha HETrO
YIOJIHOMOYEHHBIM OpPraHOM TOCYIapCTB-WICHOB KaK YCJIOBHE BbIJIa4u
PErUCTPALIMOHHOTO YAOCTOBEPEHUSI WJIM TIOCJE BbIJIAYM PETUCTPAIIMOHHOTO
YIOCTOBEPEHHUsI, €CJIU CYIIECTBYET MPEANOJI0KEHHE O HAJIUYUKM PHUCKOB,
CBA3AaHHBIX C  3aPETUCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  IPENApaToM,
TPeOYIOIINX JAOMOTHUTEIBHOTO U3YUEHUS ITyTEM TIPOBEICHUSI HCCIICTOBAHUS.

[TPUB moxer mpenctaBisiTh COOOM KIMHUYECKOE HCCIICIOBaHUE WIIU

HCUHTCPBCHIIMOHHOC NCCIICAOBAHNC.

10.2. CtpyKTypsl 1 IPOLIECCHI

10.2.1. Obnactb NpUMEHEHHS.
TpebGoBanusi maHHOTO paszzena MNPUMEHUMbl K HEMHTEPBEHIMOHHBIM
[IPUB, WHUIIMUPOBAHHBIM, KOHTPOJIUPYEMBIM WM  (PUHAHCUPYEMbBIM

ACPIKATCIICM PETUCTPATUOHHOTO YAOCTOBCPCHUA Ha TCPPUTOPUHA
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rocyIapcTB-4JIEHOB JOOPOBOJILHO WJIM B COOTBETCTBUHU C 00s3aTEIHCTBAMU,
HaJIaraéMbIMM Ha HEr0 YMNOJHOMOYEHHBIMU OpPraHaMu TOCYAapCTB-WICHOB.
[IPUB BkiIro4aroT B ce0si MCCIENOBAHUS, B MPOILIECCE KOTOPHIX COOMPAIOTCS
JAHHBIE OT MAIlMEHTOB M PAOOTHHUKOB CHUCTEMBI 3PABOOXPAHECHMS, & TAKXKE
YCCIIEI0BAHNsl, KOTOPBIE IOBTOPHO HUCHOJIB3YIOT JAaHHBIC, IIOJIyYEHHBIE paHee
Il APYTOM LIENW W XpaHsIUecs B MEAULUMHCKUX KapTax NAalMEHTOB WU
Ipyrux (B TOM YMCIIE JIIEKTPOHHBIX) PopMax XpaHEHUS JaHHBIX.

Eciu TIPUB npencrapisier coOOi KIMHUYECKOE HMCCIIENOBAaHUE, MPU
€ro MPOBEACHUU JIOJDKHBI BBINOIHATHCA TPEOOBAHUS, MPEAYCMOTPEHHBIE
akramu opraHoB Cor3a W 3aKOHOAATENICTBOM TOCYHApCTB-YJIEHOB, K

opraHu3aliv U IIPOBCACHUIO KIIMHUYCCKHUX HCCJIG,Z[OBaHHfI.

10.3. Tepmunonorus

B nacrosiiiem paszzene MCHONIb3YIOTCS CIIENYIOIUE MOHITHUS, KOTOPhIE
O3HAUAIOT CIIEAYIONIEE:

«JlaTa Hayalla ucCiIeI0BaHMs» — Aara Hayana cOopa JaHHbIX;

«Ha4yano cOopa MaHHBIX» — JlaTa PETUCTPAllUUd JAHHBIX MO TEPBOMY
MaIMeHTy, BKIIOYEHHOMY B HCCienoBaHue, B ¢opme (6aze) cOopa MaHHBIX
UCCIICIOBAHUSI WM B CIydae MOBTOPHOTO HCIIOJIB30BaHMS JAHHBIX — Jara
HayvaJia U3BJICYEHUSI TaHHBIX;

«KOHell cOopa JaHHBIX» — JlaTa, KOTAa BIEPBbIE MOJHOCTHIO JOCTYITHA

aHaJIMTHYECKas 0a3a JaHHBIX.

10.4. O01me NpUHIUTIBI

I'maBuo#t 1menpto  HewHTepBeHMOHHOTO [IPMB  nomxHO  OBITH
MOJIYYEHUE HAYUYHBIX JAaHHBIX, MUMEKIINX IMOTCHIHUAIbHYK KIMHAYECKYIO

SHAYUMOCTDb HJIN BAKHOCTH IJIsI 3JOPOBbs HACCJICHHA. Takue ucciemoBaHus
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HE JOJKHBI MPOBOJIUTHCS, €CJIM UX MTPOBEICHHUE CIIOCOOCTBYET MPOIBHKEHUIO
JIEKapCTBEHHOI'O Mpenapara Ha pbIHKE.

3anpauu [TPUB moryT BKItOUaTh B ce04:

KOJIMYECTBEHHYIO OILICHKY MOTEHI[MAJbHBIX WIM UJICHTU(UIIMPOBAHHBIX
PUCKOB, HallpUMEp, OIIEHKAa YacCTOThl BO3HUKHOBEHHUS, OTHOCHUTEIbHBIX
PHUCKOB TII0 CpPAaBHEHHUIO C TIOMYJSALMEN, HE NPUMEHSBIIEH JaHHBIN
JICKApCTBEHHBI Tpenapar, WIM MNONYyJSIUUEH, NPUMEHSBIIEH JIPYyrou
JIEKapCTBEHHBIM TIpenapar Wi KJIacC JIEKAPCTBEHHBIX MpenaparoB, a TAKKE
uzydyeHue (paxkTtopoB pucka U (HaKTOpoB, MOAUPUUUPYIOMIMX JAEHCTBUE
JIEKapCTBEHHOIO Mpemnapara;

OLICHKAa PHCKOB JIEKAPCTBEHHOIO MIperapara, NPUMEHSEMOTO IO
00OpEHHBIM TMOKa3aHUsM Yy TPYII MAlMEHTOB, KOTOPhIE HE U3YYAIUCh WM
ObLIM HEIOCTAaTOYHO HM3YYEHBbl Ha JIOPETMCTPAllMOHHOM 3Tare (Hampumep,
OepeMEeHHbIE KEHIIWHBI, OCOOBbIE BO3PACTHBIC TPYMIbI, MAIUEHTHl C
MOYEYHOM WJIM TTEYEHOYHOU HEJI0CTAaTOYHOCTHIO);

OLICHKAa PHUCKAa, CBA3aHHOTO C  JUIMTEIBHBIM  IIPUMEHCHUEM
JIEKapCTBEHHOIO Mpenapara;

MOATBEPKICHUE OTCYTCTBUSI PUCKOB JICKAPCTBEHHBIX MPENAPATOB;

OlICHKa CTaHJIApTHOM KJIIMHUYECKOU IPAKTUKU Ha3HauYCHUA
JIEKQpPCTBEHHBIX MPENapaToB C MOJYYEHHEM JOTOJHUTEIBHBIX CBEACHUM MO
0€30MacHOCTM  MEJUIIMHCKOM MNpOAYKIMU (Hampumep, TMOKa3aHus K
MPUMEHCHUIO, JO3UPOBKH, CONYTCTBYIOIAsg TEpanusi, MEIULNHCKUE
OIKOKN);

orleHka 3((PEKTUBHOCTH MEp MO0 MHUHHUMM3AIMU pUCKa (Harpumep,
M3YUECHUE AacCIlEeKTOB HCMOJIb30BAHUS JIEKAPCTBEHHOIO IMpemnapara, Ompoc
MaIMEHTOB WM MEIUIIMHCKUX PAOOTHUKOB).

I[Ipu  pa3paboTke  TPOTOKOJIOB  MCCIENOBAaHUM,  MPOBEACHUU

I/ICCJ'IGI[OBaHI/Iﬁ U COCTaBJIICHHMH OTYETOB 00 HNCCICAOBAHUAX JCPKATCILIMUA
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PETUCTPALMOHHBIX YAOCTOBEPEHUN JNOJKHBI YUUTBHIBATHCSI COOTBETCTBYIOLIME
Hay4HbIE PYKOBOJCTBA. YIIOJTHOMOYEHHBIM OpraHaM roCylapCTB-YJICHOB IS
OLICHKH TPOTOKOJIOB MCCJIEIOBAHUA M OTYETOB 00 HCCIENOBAHUSX TaKKe
clenyeT NPUHUMATh BO BHHUMAHUE AaKTyalbHbIE BEPCUM NPUMEHHUMBIX
HAy4HBIX PYKOBO/ICTB, METOANYECKUE CTaHJIapThI o
(hapMaKodIMHUIEMUOJIOTHH.

Hma  TIPUbB, cnoHcupyembix — A€pXKareieM  PEeruCTPAMOHHOIO
YIOCTOBEpEHHSI U pa3padarTblBaeMbIX, IPOBOAUMBIX M aHAJIU3HPYEMBIX
IIOJIHOCTBIO WJIM YaCTUYHO HCCIIENOBATEISIMH, HE SBIIIIOIIMMUCS HAEMHBIMU
pabOTHUKaMU JiepKarelis PErucTPalMOHHOTO YIOCTOBEPEHHMS, JEpKaTelb
PErUCTPALIMOHHOTO  yAOCTOBEPEHUs  JOJDKEH  TapaHTUpPOBaTb,  YTO
ucciaeoBaTeIM  00MaaroT  HeoOXoAuMOoM KBaIM(UKAIMEH B  00JIacTH
00pa3oBaHusl, MOATOTOBKH U OIbITA ISl BBIIOJIHEHUSI CBOUX 00S3aHHOCTEH.

10.5. IIpoTokon uccineaoBaHusl.

Bce IIPMb no/mkHBI BBIMOTHATHCS COTIIACHO HAyYHO OOOCHOBAaHHOMY
IPOTOKOJIY HCCIIEOBaHMSI, pa3pa0OTaHHOMY JMIAMU C COOTBETCTBYIOUICH
HAay4YHOM MOATOTOBKOW U OMBITOM.

s 100pOBOJIBHO VHULIMMPOBAHHBIX ITPUb NepKaTEI0
PETrUCTPALlMOHHOTO YAOCTOBEPEHUSI PEKOMEHIYETCS IEepeNarb IMPOTOKOI
UCCleoBaHUsT J0 Hayajga cOopa J[JaHHBIX B YIHOJHOMOYEHHBIM opraH
roCyJlapCTBa-4jIeHa, HAa TEPPUTOPUM KOTOPOTO ILIAHUPYETCA IPOBEICHUE
NOCTPErMCTPALMOHHOIO HEMHTEPBEHIIMOHHOIO MCCIEI0BAHMS 0€301aCHOCTH
JIEKApCTBEHHOTO Tperapara.

Hna  TIPMb, wWHUOMHMPOBAHHBIX JEpKATEIEM PETUCTPALUOHHOIO
yIOCTOBEpEHHUS] B  COOTBETCTBUM C  00OS3aT€IbCTBOM, HaJIOKEHHBIM
YIOJITHOMOYEHHBIM OpraHoM rocyiapcTBa-4JIcHa, Iep KaTeb
PETHCTPALIMOHHOTO YIOCTOBEPEHUsI JOJDKEH OO0ECHEUHTh MPEICTABICHUE

uHpopmauu 00 HCCIENOBaHUM, BKJIIOYAs MPOTOKOJ HUCCIEAOBAHUS,
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B YIOJHOMOYEHHBIM OpTraH TroCylapcTBa-uieHa, KOTOPHIM OBLIN HAJIOXKCHBI
obs3atenbeTBa 1o nposenaeHuto [IPUb, no Hayana c6opa nanHwix. B ciyuae
nposeneHusa [IPMb Takxe Ha TeppuTOpuM APYrUX TIOCYAApPCTB-YWICHOB
cienyer oOecnednTh HHGOPMUPOBAHUE YIOJIHOMOYEHHBIX OPraHOB 3THX
rOCyJlapCTB  C  TPEACTABICHUEM  KpaTKOro  OMHUCAaHHUS  IPOTOKOJIA
HCCIICIOBaHUSI.

B nensx BhINOJHEHUS JIepKaTeIeM PErUCTPALMOHHOTO YI0CTOBEPEHUS
CBOHUX 00513aT€JIbCTB MO OCYIIECTBICHUIO JICSITEILHOCTH IO (papMakoHaA30Py
YIOJIHOMOYEHHOE JIUIO 1O (hapMaKOHa30py JIOJKHO OBITh 3aJeCTBOBAHO B
PAacCCMOTPEHUM W YTBEPXKJICHUU MPOTOKOJIOB HccieaoBaHui. KoHTakTHOE
JUI0 TI0 OCYIIECTBIEHHIO (apMaKOHAA30pa Ha HAIMOHAIHLHOM YpPOBHE
JTOJDKHO OBITh TpomH(opMupoBano o mwobom I[IPUB, mpoBoguMom Ha
TEPPUTOPUHU COOTBETCTBYIOIIETO TOCYIApCTBA-WICHAa, a TaKXe JOJKHO
MOJTy4aTh KOMUIO ITPOTOKOJIA UCCIICIOBAHUSI.

10.5.1. ®opmar u cogepxanue MPOTOKOJIA UCITBITAHUMN.

[TpoTokon ucciaenoBaHus IOMKEH COAEPKATh CIAEAYIOUIUE Pa3IeIbl:

10.5.1.1. HaumenoBanue IIPUb: wundpopMaTnBHOE HaMMEHOBAHUE,
BKJIIOYAIOIEE OOIIEYNOTPEOUTEIIbHYI0 TEPMUHOJIOTHUIO, OMPEACIISIOIIee
JIA3aMH HCCIEAOBAHUS W HCCIEAYEMbIM JICKAPCTBEHHBIM Mpenapar Wiu
IPYIITY UCCIAEAYEMOT0 JIKApCTBEHHOIO Tperapara, a TakKe MoA3arojioBOK ¢
YKa3aHUEM PEJIaKIUK U 1aThl TOCIEAHEN PEAAKIINU.

10.5.1.2. JIepxarenn PETUCTPALMOHHOTO YJI0OCTOBEPEHMUS:
HAaUMEHOBAHUE U aJIPEC JIeprKaTelis PEruCTPAIIMOHHOTO YIO0CTOBEPEHUSI.

10.5.1.3. OTBETCTBEHHELIC CTOPOHBI: MIMEHa, JIOJDKHOCTH,
KBaTU(UKAIIUM, aJpeca U CBEACHHUS I0 BCEM OTBETCTBEHHBIM CTOpPOHAM,
BKJIIOYasi [MEpBOTO  aBTopa MPOTOKOJA, [JIABHBIX  MCCJEAO0BaTeleH,
HCCJIEAOBATENIEH — KOOPJIMHATOPOB KAXKJIOM CTpaHbl W HCCIEIOBATEIbCKUX

IIECHTPOB, B KOTOPBIX MPOBOAUTCSA HccienoBaHue. IlepedeHp Bcex
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BOBJICUCHHBIX B UCCJIEIOBAHKUE YUPEXKICHUIN U UCCIIeIoBaTeNeH T0KEeH ObITh
JIOCTYTICH T10 3aMpOCy YIOJIHOMOUYEHHBIX OPraHOB TOCYAapCTB-UICHOB.

10.5.1.4. Kparkoe  ommcaHue: OTIOEIBHOE  PE3IOME  MPOTOKOJIA
WCCJICIOBAHMUSI, BKITIOYAIOIIEE CIICTYIONINE TTOIPa3ICIIbI:

HAaWMCHOBAaHHME WCCJICIOBAaHMs C IOA3arojlOBKaMH, BKIIIOUas BEPCHIO
peaKuuu U JIaTy MPOTOKOJIA, a TAKXKE MMSI U CBEIEHHUSI 00 OCHOBHOM MECTE
paboTHI IEPBOTO aBTOPA MPOTOKOIA;

000CHOBaHHE U MPEATOCHITKH MPOBEIACHUS;

11eJIb ¥ 33]1a91 UCCIICIOBAHUS;

JIN3aiH UCCIECA0BaHUS;

uccienyemMas momyJssius;

MOHUTOPUPYEMBbIE TTOKA3aTEeNH;

HMCTOYHUKH JTaHHBIX;

pa3Mmep uccienoBanus (00bemM BEIOOPKH);

aHaJIN3 JaHHBIX;

OCHOBHBIE JTaIlbl.

10.5.1.5. V3smenenus u OOHOBJICHUS: BHECEHHUE T1000TO
CYIIIECTBEHHOTO M3MEHEHHS W OOHOBJICHUS B IPOTOKOJI MCIBITAHHHN IOCHE
Havyayia cOopa JIaHHBIX, BKJIIOYash OOOCHOBAHHME Ka)KJOTO W3MEHEHHS WU
OOHOBJICHUS, JTaThl KaXKJIOTO M3MEHEHHS W CCBUIKY Ha pasfen MPOTOKOJa, B
KOTOPBI BHECEHO U3MEHEHHUE.

10.5.1.6. OcHOBHBIC JTambl: JaHHBIE B TaOMM4HOW dopMe C
3aIlJIAaHMPOBAaHHBIMH JaTaMH 110 BBITIOJTHEHUIO CISAYIOIINX OCHOBHBIX ATAIlOB
WCCJICIOBAHUS

Hayasio cOopa JaHHBIX;

OKOHYaHWE cOOpa MaHHBIX;

OTYCThI O XOAC BBIIIOJIHCHHUA NCCIICAOBAHUA,
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POMEKYTOUHBIE OTUETBHl O PE3yJIbTarax MCCIECIOBaHUSA, €CIIH 3TO
MIPUMEHUMO;

WUTOTOBBIM OTYET O pe3y/bTarax UCCIEIOBAHUS.

JIomKHBI OBITH MPEJACTABIEHBI JAaHHBIE TIO JIIOOBIM APYTHM BaKHBIM
ATaraM MpPOBEJICHUS] UCCIICOBAHUSI.

10.5.1.7. OG0ocHOBaHME ¥ TPEANOCHUIKHM TPOBEACHUS: OIMCAHHUE
npobseMbpl MO 0€30MacHOCTH, MpoduiIst OE30MacHOCTH WIM Mep MO
YOPABJICHUIO PUCKaMHU, KOTOpPHIE TPHWBEIM K WHHUIMAIIUU HMCCIICIOBAHUA, a
TaKKe KPUTHYCCKWU aHajJu3 BCEX JOCTYIHBIX OIyOJUKOBAaHHBIX U
HEOIMYOJIMKOBAHHBIX JIAHHBIX, COJEPIKAIUX OIEHKY COOTBETCTBYIOIIECH
nHpopManuu 1Mo 0€30MacHOCTH WM YyKa3aHWE HEJOCTAIOIUX 3HAHUU
Mo 0€30MacHOCTH, Ha TOJIyYEeHHE KOTOPBHIX HaNpaBiICHO HCCISI0BaHUE.
O030p MOXKET BKIOYaTb B Cce0s  pe3ynbTaThl  COOTBETCTBYIOIIMX
IKCIIEPUMEHTOB Ha ’KUBOTHBIX, KITMHUYECKUX HCCIIEOBAHHUH,
CTAaTUCTUYECCKHE TOMYJSAIMOHHBIE JIaHHBIE W  JIaHHBIC TIPEIbLAYIINX
AMUEMHOJIOTHYECKUX HcciienoBanmii. O030p JOIDKEH COMepKaTh CCHUIKHA Ha
pe3yNbTaThl CXOXKHUX HCCIACAOBAHWM HM  OXKHJAGMbIM BKJIQJ JIAHHOTO
HCCJICIOBAHUS.

10.5.1.8. 3agaua u 1eIM HCCICAOBAHUS: 3ajJadya HMCCJEIOBaHUS,
OOBACHSIONMIAs, KAaKUM OOpa3oM HcCcleqoBaHue OyaeT CrnocoOCTBOBATH
pEIICHUIO BOIPOCA, KOTOPBHIM NpPHUBEI K €ro WHHIMAINHM, a TaKXKe ICIH
WCCIICOBAaHNS, BKIIIOYAs JIOOBIC MPEIBAPHUTEIBHBIC THUIIOTE3bI M OCHOBHBIC
TE3UCHI, OIMCHIBAIOIINE CBEIACHUS WM HWHPOPMAIHMIO, KOTOPBIC IOKHBI
OBITH MOJTYYEHBI B PE3YJIbTaTEe MPOBEIACHUS UCCIICTOBAHUS.

10.5.1.9. MeToapl McCcleIOBaHUS: ONHCAHWE METOJOB HCCJIEIOBaHUS,
BKJTFOYAs:

10.5.1.9.1. Iu3alin ucclieqoBaHMs: ONMMCaHUEe AU3aiiHa UCCICAOBaHUS U

000CHOBaHHE €ro BhIOOpA.
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10.5.1.9.2. YcnoBusa: mnonymisilivsi UCCIEIOBaHUS, OIpeaensemMas B
KaTeropusix JIMI, MECTa, I[epUuoJila BPEMEHHM U KPUTEPUEB BBHIOOPKHU.
HeoOxoaumo Hanuuue OOBEKTUBHOTO OOOCHOBAHMS BCEX KPUTEPHUEB
BKJIIOYCHUST M HEBKJIIOYEHUS M OMNHUCAHHUS WX BIUAHUS Ha KOJUYECTBO
CyOBEKTOB HCCIIEIOBaHUS, JOCTYIHBIX JIJIs MOCIEAYIoUero aHainuza. Ecnu
MIPOBOJIUTCS JIF0Oasi BEIOOPKA M3 1€JIE€BOM MOMYJISAIINK, HEOOXOIUMbI HAJTMUHE
OMKCAaHUsl 1EJIEBON MOMYJSIMU U TOJAPOOHOCTH METOAOB BBHIOOpKU. Eciu
JU3aiiH HMCCIIEOBaHUsl MPEACTABISIET COOOM CUCTEMaTHYEeCKUd 0030p WIIU
MeTa-aHajau3, HeoOX0AMMO OOBICHEHHE KPUTEPUEB BHIOOpA M MPUTOJHOCTH
VICCIIEIOBAHUN.

10.5.1.9.3. IlepeMenHbI€: UCXO/ABI, BO3ACUCTBUS U APYTUE IEPEMEHHBIE,
B TOM 4YHCIE Hu3MepsieMble (HaKTOpPhl PHUCKA, MOTEHIMAJIbHBIE (PAKTOPHI,
UCKXKAIOIIHNE Pe3yNbTarhl, U (akTopsl, MOAUpUUUpYomue 3QHEKT, BKIoYas
omepaIMOHHbIE OTIPEICIICHHUS.

10.5.1.9.4. IicTOYHUKYN AAHHBIX: CTPATETUS U UCTOYHUKHU HAHHBIX IS
OMpeieJICHHs] BO3/ICUCTBUIM, UCXOIOB U BCEX JAPYTUX MEPEMEHHBIX, 3HAUUMbBIX
JUISL  TIeJe  WCCEeNOBaHMs, TaKUX KaK [MOTEHIMaJIbHbIE (haKTOPHI,
UCKXKAIOIIME pe3yabTaThl, U (axtopsl, Moauduuupyomue >¢dext. [lpu
UCIIOJIb30BaHUN BaJIUIUPOBAHHBIX HCTOYHUKOB JaHHBIX, MHCTPYMEHTOB H
U3MEpPEHU HEOOXOAMMO OMHUCaHWEe MeToja Banuaanuu. Eciu MeTojs
MOJIYYEHUS] JIAHHBIX WJIM MHCTPYMEHTOB HWCHBITHIBAIOT B MUJIOTHOM
WCCJIEIOBAaHUH, HEOOXOIUMO MPECTABICHNE TUIAHOB TIPOBEICHUSI TTUIIOTHOTO
uccnenoBanusi. HeoOxoaumo npeacTaBuTh OMUCAHUE BCEX 3a1€HCTBOBAHHBIX
KOMHUTETOB SKCIEPTOB M MPOIEAYP OIEHKH, KOTOPhIE OYIyT HCIOIb30BaHBI
JUIS. BaJdWAAIlMA JUArHo30B. B ciydae HCMONB30BaHUS B HCCICIOBAHUM
CYIIECTBYIOIIETO  MCTOYHMUKA  JAHHBIX, TaKOrO Kak  d3JEKTPOHHbIC
MEIUIIMHCKHE KapThl, HEOOXOIUMO YKa3zaHue Jmwob0oi wuHopManuu B

OTHOIICHNHU BaJIMAHOCTHU 3alucerd H KOOIUPOBAaHHUA JdHHBIX. B ciIy4dac
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CUCTEMATHYEeCKOro 0030pa WIM MeTa-aHaliu3a HeOoOXOJUMO Halluyue
OMKCAaHUsl CTPATErMu U MPOIECCOB IMOMCKA, a TakKe JIOOBIX METOIOB Jisi
MOATBEPKICHUS JAHHBIX UCCIIE0BATENCH.

10.5.1.9.5. O6bem  BBIOOpPKH: IUIAHUPYEMBIA 00BEM  BBIOODKH,
IJIaHUpyeMasi TOYHOCTb pE3yJbTaTOB HCCIEIOBaHUS W pacuer o0beMa
BBIOOPKH, KOTOphIE MOTYT MHUHHUMAJIBHO ONPENETUTh MpEABAPUTEIHLHO
3aJJaHHBIM PUCK C MIPEIBAPUTEIBHO 33JJaHHON MOIIIHOCTHIO.

10.5.1.9.6. YnpaBneHne  JaHHBIMU:  yOpPaBICHUE  JAHHBIMH |
CTaTUCTUYECKOE MPOrpaMMHOE M amnmnaparHoe oOecreueHue, KoTopoe Oyaer
HCIIOJIB30BaHO B X0jie uccieaoBanus. [Iponeaypsl cOopa, BOCCTaHOBJICHUS U
MOJATOTOBKH JIAHHBIX.

10.5.1.9.7. Ananu3 naHHBIX: BCE€ Ba)KHBIE ITAlbl OT HEOOPAOOTAHHBIX
JAHHBIX JI0O TIOJIyYEHUs] MTOTOBOTO pe3yibrara, BKJIIOUas METObI,
UCIIOJb3yEeMbIe JIJII  KOPPEKTUPOBKHM HECOOTBETCTBUM WJIM  OMIUOOK,
HEJIOCTOBEPHBIX 3HAYEHUM, MOIU(UKAIIUU HEOOpaOOTaHHBIX JaHHBIX,
KaTeropu3alny, aHajau3a U MPEACTABICHUS PE3YJIbTATOB, a TAKKE MPOLIEAYPHI
JUISl KOHTPOJISE MCTOYHUKOB MOTPEIIHOCTEN M UX BIUSHUS HA PE3yJbTaThl,
JT00bIe  CTAaTUCTUYECKHUE TMPOLEAYphbl, NPUMEHHMBIE K JaHHBIM IS
MOJIyYEHUsI TOUYEYHOM OIICHKU U JIOBEPUTEIIHbHBIX WHTEPBAJIIOB H3MEPEHUU
4acTOThl BO3HUKHOBEHUS WM  B3aUMOCBSI3M W JIIOOOTO  aHaIu3a
YyBCTBUTEIBHOCTH.

10.5.1.9.8. KonTponb KadecTBa: ONMMCAHUE MEXAHU3MOB WU IPOLEAYP
JUIs 00€CIIeYeHUsI KaueCcTBa M II€JIOCTHOCTH JAHHBIX, BKJIIOUass TOYHOCTb U
YUTAEMOCTh TOJYYCHHBIX JAHHBIX W MEPBUYHOU JTIOKYMEHTAIlUU, XpPaHCHUE
3aMuceld W apXUBUPOBAHUE CTATUCTUYECKUX MPOrpamMM, OIHMCAHHE
JOCTYIHBIX JaHHBIX MO BaJIWJANNHK TPOLEAyp Bepudukanuu 3amuced u

Balygallul KOHCYHBIX TOYCK. Bxarouarorcs JaHHBIC I10 CepTI/I(i)I/IKaI_II/II/I n
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(w) kBanupUKAUM  JTOO0M  BCIIOMOTATENIbHOW  Jaboparopuu WU
UCCIIe0BATEILCKUX TPy (€CIU IPUMEHUMO ).

10.5.1.9.9. Orpannuenus METOJIOB WCCIICIOBAHUS: J00bIe
MOTEHILIMAJIbHbIE OTPAHUYCHHS IU3aiiHa UCCIIEIOBAaHUS, UCTOYHUKOB JaHHBIX
U aHATUTUYECKUX METOJOB, BKIIOUAs MPOOJIEMbI UCKAXKECHHS PE3YyIbTATOB,
omuOOK, TEeHEepaIM3allMk M ClAydaiiHOW morpemHocTd. Heobxomumo
OO0CYXXJIGHUE BEPOATHOCTH YCIieXa MeEp, HAMpaBICHHBIX Ha yMEHBIICHUE
KOJIMYECTBA OIMIMOOK.

10.5.1.10. 3amura CyObEKTOB HCCIENOBAHMS: MEpbl OE€30MacHOCTH C
IEeNbI0  00ecTeueHus: COOTBETCTBHS  TpPeOOBaHUSM  3aKOHOAATEIHCTBA
rocy/apcTBa-ujieHa Mo 00eCleYeHHI0 OJIaroCOCTOSHUS M MpPaB yYaCTHUKOB
HEUMHTEPBEHIIMOHHBIX MTOCTPETUCTPALIMOHHBIX UCCIIETOBaHUI 0€30MaCHOCTH.

10.5.1.11. YnpaBienue naHHBIMM M MPEICTaBICHUE HHPOPMALHUHU O
HEKENaTeNbHBIX SBJICHUSX M HEXKENaTeIbHBIX PEaKIUIX: MPOoIeaypsl coopa,
yOpaBIeHUST W TPEACTABICHUS] COOOIIEHUN 00 OTHENBHBIX CIydasx
HEXEJIaTebHbIX peakiui U T000H HOBOW WH(MOpMAIuU, KOTOpas MOXKET
OKa3aTh BJIMSHHUE HA OIICHKY COOTHOIICHHMSI «I10JIb3a — PUCK» JIEKAPCTBEHHOTO
nperapara npy nMpoBEACHUH UCCIIEIOBaHNUS.

10.5.1.12. IInanpl MO pacOpOCTPAHEHHIO TOJYYEHHBIX JaHHBIX M
COOOIIIEHUIO PE3YJITATOB MCCIICAOBAHUS, BKIIOYAs TUIAHBI MOAAYM TEKYIIUX
OTYETOB, UTOTOBBIX OTYETOB U IMyOIUKAIIUH.

10.5.1.13. Ccpuikn.

Pasmen moker BkiOUaTh B ceOsl JTIOOYIO JIOTIOJHUTENBHYIO WM
BCIIOMOTATebHYI0 HMH(POPMAIUI0 O CHEHU(PUYESCKUX aCIEeKTaX, KOTOpHIE
paHee He paccMaTpUBAIIMCh (HalpUMEp, aHKEThI, (POPMbI pEOPTUPOBAHMUS ).

HccnenoBanusi MO OIEHKE BBINOJIHUMOCTH, TPOBEACHHBIC IS
MOJATBEPKIEHUSI pa3padOTKH IMPOTOKOJIA, HANPUMEpP, TECTUPOBAHUE AHKET

(OTIPOCHUKOB) WJMW MPOCThIE TMOACYETHl MEIMIIMHCKUX SBJICHUN WM
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Ha3HaueHU 1o O0a3e MJaHHBIX C LEJIbI0 ONPEIEICHHUS] CTAaTHCTUYECKOM
TOYHOCTH HCCIENOBaHUs, JOJDKHBI DPa3MEIIAaTbCsi B COOTBETCTBYIOLLEM
paszene NIPOTOKOJNA HCCIENOBAHUSA C KpPAaTKUM ONMCAHUEM METONOB H
pe3ynbraroB. MccmenoBaHus 1O  OLEHKE BBINOJHUMOCTH, SIBISIOIIUECS
YacTbIO UCCIEI0BATENBCKOTO MPOLIECCA, TOJKHBI OBITh MOJHOCTHIO OMUCAHbI
B IIPOTOKOJIE (HAIpUMeEp, MAJIOTHAS OLEHKA MCIOJb3YyEMOI'O OIPOCHUKA IS
MaIMEeHTOB).

10.5.2. KouTpone 32  BHECEHMEM  HM3MEHEHUHW B  IPOTOKOJ
VCCIIEOBAHUA.

Buecenrne u3MeHeHMI W OOHOBJIEHUM B MPOTOKOJ HCCIEIOBAHUSA
JOJKHO OCYILECTBISITHCSA [0 Mepe HEOOXOJUMOCTH B XOJI€ HCCIIEIOBaHUS.
BHecenne moObIX CyIIECTBEHHBIX W3MEHEHUM B IMPOTOKOJN MOCIE Hayaja
UCCJIEIOBaHUS JOJIKHO OBITh 3a(DUKCUPOBAHO B MPOTOKOJIE TAKUM 00paszoM,
4YTOOBI €r0 MOXKHO ObUIO OTCJEIUTHh U IMPOBEPUTH, BKIIIOUASl JaThl BHECEHUS
U3MEHEHUN. Eciu BHECEHHME U3MEHEHUU B IMPOTOKOJI MPUBEIO K TOMY, YTO
uccieqoBaHre  ObUIO  NPU3HAHO  MHTEPBEHUMOHHBIM  KIMHUYECKUM
VCCIICJOBAaHNUEM, B JAJbHEUIIEM HMCCIENOBAHUE ITPOBOINUTCSA B COOTBETCTBUU
C MEXIYHApOAHBIMUA JOTOBOPAaMH M aKTaMH, COCTaBISItOIIMMU npaBo Coro3a
Y 3aKOHOJATENBCTBOM IOCYIAPCTB-YJIEHOB.

s 100pOBOJIBHO VHULIMMPOBAHHBIX ITPUDb NEpIKaTENI0
PETUCTPALIMOHHOTO  YIOCTOBEPEHUSI PEKOMEHAYETCS MNEPENATh IPOTOKOI
UCCJIEIOBaHUSI C M3MEHEHUSIMU WM OOHOBIICHHSIMU B YIIOJHOMOYEHHBIN
OpraH TOCyJapCTBa-4JicHa, HA TEPPUTOPUHU  KOTOPOTO  MPOBOAUTCA
MOCTPErUCTPALIMOHHOE HEUMHTEPBEHIIMOHHOE HCCJEIOBaHHE O€30MacHOCTH
JIEKApCTBEHHOTO Ipernapara.

Hna TIPWBb, WHULMUAPOBAHHBIX JEpKATEIEM PETUCTPAMOHHOIO
YIOCTOBEPEHHS] B  COOTBETCTBUUM C  0OSA3aTEIbCTBOM, HAJOKEHHBIM

YIHOJIHOMOYCHHBIM OopraHomMm rocyaapcraa-dJjcHa, ACPIKATCIIb
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PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JOJDKEH OOECIeYuTh Npe/CTaBlIeHNE
uH(OpMAIMM O BHECEHUM JIIOOBIX CYIIECTBEHHBIX W3MEHEHUU B MPOTOKOI
MCCIICIOBAaHNS. B YMNOJHOMOYEHHBIM OpraH TOCyJapCTBa-4yj€Ha, KOTOPBIM
ObUTM HaJIOKEHBI OO0si3arenbcTBa 1o mpoBeaeHuto [IPUB, no Momenra ux
BBEJICHUS.

10.6. IIpencrapinenue JTAHHBIX 1o dbapMakoHa130py B
YIOJIHOMOYEHHBIE OPraHbl FOCYIAPCTB-YICHOB.

10.6.1. /lanHble, 3HAUUMMbIC [JIs OLICHKH COOTHOILCHUS «II0Jb3a —
PHUCK» JIEKAPCTBEHHOTO Mpenapara.

Jlepkaresib pErucTpallMOHHOTO YIOCTOBEPEHUSI BBITIOJIHAET KOHTPOJIb
JIAHHBIX, IOJYy4YaeMbIX IIPU MPOBEACHUU HCCIEAOBAHUSA, U OLCHUBAECT HX
BIIUSIHUE HA COOTHOLICHHE «IO0JIb3d — PHUCK» COOTBETCTBYIOLIETO
JIEKapCTBEHHOTrO Tpenapara. Jlrobass HoBass wHbOpMalUs, KOTOpask MOXKET
MOBJIUATh HA OLEHKY COOTHOLICHUSI «I0Jb3a — PHUCK» JIEKAPCTBEHHOIO
npernapara, He3aMEIJIMTEIbHO COOOIAeTCs YIOJIHOMOYEHHBIM OpraHam
roCy1apCTB-WICHOB, HAa TEPPUTOPUU KOTOpbiX mnpoBoautrcs I[IPUb wu
3apPETUCTPUPOBAH  HCCIEAYEMBIM JIEKapCTBEHHBIM mpemnapar. JlaHHbIe,
KOTOpPbIE MOTYT OKa3aTh BIMSHUE HA OLEHKY COOTHOIIEHUS «I0JIb3a — PUCK)
JIEKapCTBEHHOTO Mpenapara, MOT'yT BKJIFOUYATh B Ce0s JJaHHbBIC, MOJydaeMbIe B
pe3yibrare aHanu3a HWHQpOpMAIMM O T0JI03PEBACMBIX HEXKeIaTeIbHbIX
peaKIusIX, WIH Pe3yIbTaThl MPOMEKYTOYHOTO aHaIu3a 000OIIEHHBIX JaHHBIX
1o 0€30MacHOCTH.

JlanHoe wuHGOpPMUPOBAHUE HE JOJKHO BIUATH Ha HH(POPMAIUIO O
pe3yibpTarax ucclieloBaHuid, koTopas npeacTtasisiercs B pamkax [I0OOb u B
ooHorneHusx [TYP (ecinu mpumMeHnmo).

10.6.2. ITomo3peBaeMbie HeKeIaTeIbHBIC PEAKITUU U WHAsI HHGOPMAITHIS

I10 6630H3CHOCTI/I, nomicKalas CpoyHoMy NnpCaACTaBJICHUIO.
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Nudopmaiis 10 Cepbe3HbBIM HENPEABUACHHBIM  HEKEIaTeIbHbIM
peakiusaM 1 uHasg nHdopmalus mo 6e30MacHOCTH JOJKHA MPEACTABIATHCA B
CPOYHOM TOPSAKE B YIHNOJIHOMOYEHHBIE OpraHbl TOCYAApCTB-WICHOB
B COOTBETCTBUM C TpeOoBaHusiMu IIpaBun Hajanexaiie KIMHAYECKOU
npaktuku EBpaszuiickoro 3sKoHOMHUYECKOTo coro3a. [lpouenypsl cOopa
uHQOpMAIlMK 10 HEXKENaTeJbHbIM pEaklUusiM, YIpPaBICHUS JaHHBIMU
(BKJIFOYasi 0030p M OIIEHKY, BBIMOJIHSIEMYIO JEPKaTeJIeM PETUCTPALMOHHOTO
YIOCTOBEPEHHUSI, €CIU ATO MPUMEHUMO) W TMPEACTaBICHUS COOOIECHUIN O
MOAO03PEBAEMBIX HEXKEJATEIbHBIX PEAKIMAX JIOJDKHBI BBIIOIHATHCA B
IEHTPaX MPOBEACHUS KIMHUYECKUX MCCIEAOBAaHUNM M B KpaTkod Qopme
JOJIKHBI OBITH U3JIOKEHBI B TPOTOKOJIE UCCIICIOBAHMUS.

10.6.3. OT4eThl 00 UCCIIETOBAHUSAX.

10.6.3.1. IIpomMexxyTOuHasd OTYETHOCTb.

YNOJHOMOYEHHBIM OpraH roOCyIapCTBa-4jieHa MOXET 3alpOCHUTh
MPEICTABIEHUE MPOMEKYTOYHOrO oOTyera 1o BbinmosiHAemoMy [IPUb Ha
JIEKQpCTBEHHBIC ~ Tpenaparbl, 3apEerUCTPUPOBAHHBIE HA  TEPPUTOPHUSIX
roCy/IapCTB-WICHOB. 3alpoChl HAa MPEACTABICHUE MPOMEKYTOUYHBIX OTUYETOB
MOT'YT OBITH CHI€JIaHbl JI0 Havajia MUCCJIEAOBAaHUS WIH B J000€ BpEMs B XOJI€
npoBejieHus uccieaoBanus. [IpuunHOi 3ampoca MOKET ObITh HHGOpMAIIUS B
oTHOIIEHUU Mpopuist 3PHEKTUBHOCTU U (UIJIM) OE30MACHOCTH, BOZHUKAIOIIIAS
B XOJI€ MCCIICIOBAHUS, TMO0 HEOOXOAMMOCTh TOIyYeHHST HH(DOPMAITUU O X0/
BBITIOJIHEHUS MCCIICIOBAHUS B KOHTEKCTE PETYIATOPHBIX MPOUEAYP, a TAKKE
BakHas MH(MOpMaIKs 110 0€30MaCHOCTH JICKAPCTBEHHOTO Tperapara.

Bpemsi mnpencraBieHus MNpPOMEXKYTOUHBIX OTYETOB JOJDKHO OBITh
COIJIACOBAHO C YMOJHOMOYEHHBIMUA OpPraHaMH rOCYIapCTB-UJICHOB U YKa3aHO
B IIPOTOKOJE wucclenoBanuid. Xona  BeimosiHeHwsi [IPUb  pgomken
COOTBETCTBYIOIKNM 00pa3zom orpaxarbcsi B [IOOb u B oOHOBieHusx [TYP

(ecau mMpUMEHUMO).



281

Conepxanue TpOMEKYTOUHOTO OTYETA JOJHKHO CIEA0BATh JIOTUYECKOU
MOCJIEeI0BAaTEIbHOCTH U JOJKHO BKJIIOUATh B ceOs BCE JOCTYIIHBIE JTaHHBIE,
MPU3HAHHBIE UMEIOIIUMU OTHOIIEHHE K XOAY BBINOJHEHUS HCCIEAOBAHMS,
HallpuMep, YUCIO BKJIIOYCHHBIX B HCCIEIOBAHWE MAlUEHTOB, YHUCIIO
MAIMEHTOB, MOABEPIIINXCA BO3ACHUCTBUIO JICKAPCTBEHHOTO Mperapara, Wiu
YHUCJIO TAIMEHTOB, Y KOTOPHIX 3a(UKCHUPOBAH MOHUTOPUPYEMBIH HCXO],
CJIO)KHOCTHA B BBINOJIHEHUU MCCIEAOBAHUS U OTKJIOHEHUS OT O0KUIAeMOTO
minaHa. [locae  paccMOTpeHus  OTYETa  YIIOJTHOMOYEHHBIM — OpPraHOM
rocy/lapCcTBa-ujieHa MOXKET OBITh 3aMpolieHa JOMOJIHUTEIbHAs HH(GOpMAaIHs.

10.6.3.2. UTOroBBIN OTYET HUCCIICIOBAHUS.

Urtorosenii otuer [IPUB nomkeH OBITH MOAaH B YIOJIHOMOUYCHHBIC
Opra”bl TOCYJapCTB-YJIECHOB KaK MOXKHO CKOpPEE MOCJE €ro 3aBEpUICHUS U
B TeueHue 12 MecsieB ¢ Jarbl OKOHYaHUsI cOopa AaHHBIX. Jlepkarenb
PETUCTPALMOHHOTO YIOCTOBEpPEHUsT TMojaaeT uToroelii otruer [IPMb B
YIIOJTHOMOYEHHBIE OpraHbl TOCYJApCTB-YJIEHOB, B KOTOPBIX MPOBOIUTCS
MCCIIEIOBAHUE.

Jliist ITPUB, T00pOBOJILHO WHULMUPOBAHHBIX JIepKareseM
PETUCTPALlMOHHOTO  yAOCTOBEPEHUS, TaKXKE PEKOMEHIYETCS TNepenarhb
UTOTOBBIM  OTYET 00  HCCIEIOBAHUU  YIIOJHOMOYEHHBIM  OpraHam
roCy1apCTB-WICHOB, = Ha  TEPPUTOPUU  KOTOPBIX  3apPErUCTPUPOBAH
JIEKapCTBEHHBIN Mpenapar.

Hna I1IPMb, wHUUMMPOBAHHBIX JAEPXKATEIEM PETUCTPALIMOHHOTO
YIIOCTOBEPEHUSI B COOTBETCTBHUM C 00513aTE€ICTBOM, HAJIara€MbIM CO CTOPOHBI
YIOJIHOMOYEHHOTO  OpraHa  rocyiapcTBa-wieHa, €ciIu  He  ObLIOo
MPEAOCTABIICHO pa3pellleHue Ha OTCTYIUIEHHWE OT TpeOOBaHMM, JeprKarelb
PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JOJDKEH B TE€UEHHE 12 MecCseB C AaThl
OKOHYaHUS cOoOpa JaHHBIX JIOJKEH MPEACTABUTh HUTOTOBBIA OTYET 00

MCCIIEIOBAHUH, BKIIOUAsl PE3IOME UCCIEAOBAHUS JIJISl TyOJIUKAIIAH.
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B cnyuae ocTaHOBKM HCCJIEIOBAaHMS IOAACTCS MTOTOBBIA OTYET C
O0O0BSICHEHHEM MPUYUHBI OCTAHOBKH UCCIICAOBAHMUSI.

Uroroseiii otuer [IPUB nomkeHn Bkirodarh B ce0s  CleAyrolue
pazzienbl 1 HHGOPMAaIUIO:

10.6.3.2.1. HammeHOBaHne: HaMMEHOBAHHE, BKIIOYamOIiee B ceOs
OOIIEYNOTPEOUTENIbHYIO ~ TEPMUHOJIOTHI0O M yKa3blBawIllee  Ju3ailH
WCCJIEIOBaHUsI, TOJ3arojIOBKM C Jarod HTOTOBOTO OT4YeTa, HMEHEM U
CBEJICHUSIMU 00 OCHOBHOM aBTOpE OTUETA.

10.6.3.2.2. Kparkoe COJZIEp)KAHUE: OTZECIBHOE pe3ome B
MPEACTaBICHHOM HIDKE (popmare.

10.6.3.2.3. Jlepxxarenb PEruCTPaOHHOTO YIOCTOBEPEHHUS:
HAaWMEHOBAHUE JIEPKATENS PErUCTPALIMOHHOTO YIOCTOBEPEHUS U €0 aJIpec.

10.6.3.2.4. ccnenoBarenn: UMEHa, TUTYJIbI, YYCHBIE CTEIICHU, aJipeca U
CBEJICHUsI 000 BCEX MCCIICIOBATENAX, a TAK)KE NIEPEUCHb BCEX BOBJICUCHHBIX B
UCCIIEIOBAHUE OPraHU3aIMidi U MECT BBIIOJTHEHUS UCCIICAOBAHUS.

10.6.3.2.5. KoHTpOnbHBIE TOYKHW: 3alUIAaHUPOBAHHBIE U (PAKTUUECKHUE
JaThI TI0 CJICTYIONTUM KOHTPOJIBHBIM TOYKAM BBITIOIHEHHS UCCIICIOBAHNS:

Hayasio cOopa JaHHBIX;

KOHeIl cOopa JaHHBIX;

OTYETHOCTh O XOJI€ HCCIICIOBAHMS, 3aMpOIICHHAs YIMOJHOMOYEHHBIM
OpraHOM TrOCy/IapCTBa-4JICHA;

MPOMEXYTOYHA OTYETHOCTh O pe3yJbTaTax HucclieoBanus (ecnu
MIPUMEHUMO);

UTOTOBBIN OTYET O pe3ysIbTarax UCCIICIOBAHMUS;

MOObIE  WHBIC  BaKHBIC  KOHTPOJBHBIE  TOYKH, IPUMCHUMBIC
K KCCJICIOBAHUIO, BKJIIOUAs J1aTy YTBEPXKACHUS MPOTOKOJIA KOMHUTETOM IO
3TUKEe (ecau TNPUMEHUMO) U JIaTy  PErucTpaldd  UCCIEAOBaHUS

B DJIGKTPOHHOM PEECTpPEe UCCIICTOBAHMH.
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10.6.3.2.6. O60cHOBaHME W MPEANOCHUIKH MPOBEICHUS WCCIICOBAHUS:
OMHMCaHKWE MPOOJIEMBbI IO OE30MaCHOCTH, KOTOpas MpHBeEiIa K WHHUIHAIUU
WCCJICMIOBAaHMSI, a TaKXe KPUTUYECKUH aHaJdu3 BCEX JOCTYITHBIX
OIMyOJIMKOBAaHHBIX W HEOIyOJWKOBAHHBIX JAHHBIX, COACPXKAIINX OICHKY
COOTBETCTBYyIOIIEH uWHpopManmu 1o  Oe30MacHOCTH WJIM  yKa3aHue
HEJIOCTAIOIIUX 3HAHUN 10 0€30MacHOCTH, Ha MOJy4YeHHE KOTOPBIX OBLIO
HaIIpaBJICHO MCCIICIOBAHUE.

10.6.3.2.7. llenp ¥ 3agayud MCCICAOBAHMS: 1I€JIb MCCICAOBAHUSI U
3a/ladd  WCCIICJIOBAaHUSA, BKIIOUas JIOObIE TIpeIBapUTEIbHBIC THUITOTE3HI,
B COOTBETCTBHHU C ITPOTOKOJIOM HCTIBITAHH.

10.6.3.2.8. I3meHeHuss U OOHOBJICHHS: NepeueHb  JIIOOBIX
CYIIECTBCHHBIX H3MEHEHUM W OOHOBJICHUN IEPBOHAYAIBLHOIO ITPOTOKOJIA
UCIIBITAaHUI TIOCJIe Havajia cOopa JaHHBIX, BKIIIOUas 000CHOBAaHHE KaXKIIOTO
U3MEHEHUS UM OOHOBJICHMS.

10.6.3.2.9. MeToap! UCCIIEAOBAaHUS, B TOM YHCJIC:

IU3aliH UCCIICIOBAHUS: KIIOUEBBIC DJICMEHTHI JU3aiiHa UCCIICIOBAHUS U
000CHOBaHNE BHIOPAHHOTO TU3aiTHA;

YCIIOBHSI: YCJIOBHS, MECTa M COOTBETCTBYIOIIWE JaThl IPOBEIACHUS
UCCIICIOBAHUSI, BKJIIOYAs TMEpUoAbl Habopa NAlUEHTOB, MOCIEAYIOUIETO
HaOmoneHuss U cOopa JaHHBIX, B CJIydae CHUCTEMAaTHMYEeCKOro 0030pa WM
MeTa-aHaIn3a - XapaKTePUCTHUKH HCCIICIOBAaHMM, UCIIOIb3yeMbIe B KaueCTBE
KPHUTEPHEB MIPUEMIIEMOCTH, C UX 000CHOBaHUEM;

MAIMeHThI: Jr00as IejieBas TOMYJSAIUS W KPUTCPUH BKIIOYCHUS
NaIMeHTOB B MccienaoBanue. JlomKHBI OBITh YKa3aHbl UCTOYHUKH U METOJIBI
noxdopa YYaCTHUKOB, BKJIIOYasI (rme IPUMEHNMO ) METO/IbI
WHIUBUAYAIN3allMH CIIy4aeB, a TAK)Ke KOJIMYCCTBO W MPUYUHBI UCKIIOUCHUS

N3 UCCIICAOBAHUA,
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NEepeMEHHBIE: BCE PE3yJbTaThbl, BO3JECUCTBUE, MPOTHOCTUYECKUE
dakTophl, TMOTEHIHMANbHBIE  HCKaxawlnue (akropel U (PaKTOpHI,
Moaudunmpyromue 3PQGeKT, BKIOUAs ONepallMoHHbIE omnpeneneHusd. [lpu
HEOOXOJIUMOCTH, TPEACTABISAIOTCS TUATHOCTUYECKUE KPUTEPUH;

WMCTOYHUKHM JAHHBIX M HW3MEPEHHUe: Ui KaxJAou paccMarpuBacMoun
MEePEMEHHON YKa3bIBAIOTCA HMCTOYHUKHM JaHHBIX M TMOAPOOHOE OIMKCaHue
METOJIOB OLIEHKH U U3MEPEHHUs (€CIM MPUMEHNMO), a TAK)Ke COMOCTaBUMOCTh
METOJIOB OLEHKH (mpu Hamuuuu Oosee 1 meroma). Ecim wuccienoBanue
MCIIOJIb30BAJIO CYUIECTBYIOIIMN UCTOYHUK JAHHBIX, TAKOW KAaK AJIEKTPOHHBIE
MEIUIIMHCKUE KapThl, JOKHA cooOmarbes Jjrobas wuHbopManus o
BaJIMAHOCTH 3allMCEeN M KOAMPOBAHUM JaHHBIX. B ciydae cucTeMarnyecKkoro
o030pa WM MeTa-aHalu3a JOJDKHBI OBITh OMNHCAaHbl BCE€ HWCTOYHUKHU
uHpopMalu, cTparervs IOWCKa, METOJbl Il BbIOOpAa HCCIIEIOBaHUM,
METO/bl HW3BJICUCHHUS JAHHBIX M JIOObIE TIPOIECCHl ISl TOJYy4YEHUS U
MOATBEPKACHUS JAHHBIX UCCIIE0BATENCH;

OIMUOKH: ONTMCAHNUE MPEANPUHATHIX ACUCTBUN UM MEp MO OOpAIICHHUIO
C MOTEHIIMAILHBIMUA UCTOYHUKAMU OIIHOOK;

00beM BBIOOPKHU: 00bEM BHIOOPKU U 0OOCHOBAHUE JTH000TO BBIUUCIICHUS
pasMepa BBIOOPDKM M MeETOAAa JIOCTHXKCHHUSI MPEArojiaraéMoro pasmepa
BBIOOPKH;

npeoOpa3oBaHWe JaHHBIX: MpPeoOpa3oBaHMs, BBIUUCICHUS WA
Olepalii C JaHHBIMHU, BKIIOYas METOIbI OOpaOOTKH KOJWYECTBEHHBIX
JAHHBIX TPHU BBIMOJHEHUHM aHalin3a, OOOCHOBaHWE BBIOPAHHBIX METOOB
IpyIITUPOBAHUS JAHHBIX;

CTaTUCTUYECKHUE METOJIBI: ONTMCAHUE TIO CJICTYIOIINM aCIIeKTaM:

OCHOBHBIE METOABLI 000O0IIEHMUS;
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BCE CTAaTUCTUYECKHE METOJIbI, KOTOPhIE TPUMEHSIIUCH B HCCIIEIOBAaHUH,
BKJIFOUAsk METOJIbI JIJI KOHTPOJISI UCKAKEHUN M B OTHOIICHUH METa-aHaJIN30B
— METOJIbl KOMOMHUPOBAHUS PE3YIBTaTOB NCCIICIOBAHIM;

J00BIE  METOABI, HCHOJb3yeMbIe I HW3YYCHHS TOATPYNI |
B3aMMOJCHCTBUU;

MOJIXO/1 K PEIICHUIO MPOOJIEMbI IO HETIOCTYITHBIM JIaHHBIM;

OILICHKA YYBCTBUTEIHLHOCTHU UCCIICIOBAHMUS;

BCC W3MCHCHMs IUlaHA aHalW3a JaHHBIX, MPETyCMOTPEHHOTO
IIPOTOKOJIOM HMCCIIeIOBaHUs, C 000CHOBAaHHEM M3MEHCHHIA;

KOHTPOJIb Ka4eCTBA: MEXaHU3MBI U MPOIEAYPhI OOCCIIeUeHUsT KadecTBa
U 1IEJIOCTHOCTH JTaHHBIX.

10.6.3.2.10. Pesynprarel: mpeAcTaBieHUE TaOmui, TpapukoB U
WUTIOCTpAIui  JUIsi OTOOpaXCHUSI TOYYCHHBIX JaHHBIX M IPOBEICHHOTO
aHanu3a. JlokHBI OBITH TIPEACTABICHBI KaK aJanTUPOBAaHHBIC, TaK M
HeaJanTUPOBaHHBIC pe3ynbrarbl. OIEHKa TOYHOCTH JTaHHBIX JOJDKHA OBITh
BBITIOJIHEHA KOJMYECTBEHHO C YKa3aHUEM JOBEPUTEIBHBIX WHTEPBAJIOB. DTOT
pasfen T0JDKEH BKIIIOYATh B ¢e0s CIEAYIOIINE MOAPA3IeIb:

a) YYaCTHUKH: KOJIMYECTBO MAIIMEHTOB HAa KaXXJOM 3Talle UCCIICOBAHUS
(HampuMep, YHCIO TOTEHIHAIbHO  COOTBETCTBYIOIIMX,  TMPOIIEAIINX
NPOIEeIypy CKPUHHPOBAHUS, IIOATBEPKICHHBIX KaK COOTBETCTBYIOIIHE,
BKJIFOUCHHBIX B MCCJIEIOBAaHNE, 3aBEPINAIOIINX MOCIEAYyIolee HAOTIONCHNE 1
MPOAHAIM3UPOBAHHBIX, 4 TAK)KE€ MPUYMHBI BBIOBITHS W3 HCCIEAOBAHHUS Ha
aroboM  Jrame). B cmydae  cuctemarmyeckoro  o0G3opa WM
MeTa-aHaju3a - KOJIMYeCTBO CKPUHHUPOBAHHBIX, OIICHCHHBIX Ha COOTBETCTBHUE
¥ BKJTFOYCHHBIX B 0030 MCCIIEIOBAHNN C YKa3aHWEM NMPUYMH HUCKITIOYCHHS Ha
Ka)KJIOM JTare;

0) onucarenbHbIE JTAHHBIE: XapaKTEPUCTUKHU YYaCTHUKOB

uccienoBanus, HHGoOpMaIMss O  BO3JACUCTBUM U MOTEHIMAIbHBIX
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UCKaKamMX  (akTtopax, a Takke  KOJIUYECTBO  YYaCTHUKOB  C
OTCYTCTBYIOUIMMHU JNaHHBIMU ISl Ka)KJOM PAacCMATPUBAEMOM IMEPEMEHHOM.
B cnydae cucremarnueckoro 0030pa WM METa-aHAIM3a - XapaKTEePUCTUKA
KaXXJIOTO MCCIIEOBAHMUS, TAHHBIE KOTOPOTrO OBLUIA MCIOIL30BaHbl (HApUMeED,
00beM BBIOOPKH, MOCIIEYIOIIee HAOIIO/ICHHE);

B) JaHHBIE O pE3yJIbTaTax: KOJMYECTBO YYACTHUKOB MO KaTEropusiMm
OCHOBHBIX PE3YJIBTATOB;

I') OCHOBHBIE PE3YJIbTAaThl: pe3ylbTarbl HEAJaNTUPOBAHHOU OIICHKU
(ecrm TPUMEHHMMO), aAJalTUPOBAHHON OLIEHKU C YYETOM HCKAXKaOIINX
(akTOpOB M UX TOYHOCTH (Hampumep, 95 % noBepuTenbHbIA HHTEpBaN). Ecin
MPUMEHNUMO, OIICHKAa OTHOCUTEIBHOTO pPHCKa JODKHA OBITh TEpeBelcHa B
aOCOJTIOTHBIN PUCK ISl 3HAUUMOTO MEPHO/ia BPEMEHH,

1) ApyrUe BUJbI aHaju3a: JAPYyrue MPOBEACHHBIE aHAIU3bl, HAIPUMED,
aHaJIU3bl  TOATPYII U B3aUMOACHCTBHUS, A  TAaKXKE  AHAJU3BI
YyBCTBUTEJILHOCTH;

€) HeXeNaTellbHbIe SIBJICHUS W HEKEJaTeJIbHbIC PEaKUWU: YNPABICHUE
JAHHBIMU W TIpEACTaBICHHE WHGOPMAIIMU O HEXKENaTeNbHBIX SBICHUSX U
HEXKEJIATEIIbHBIX PEaKIUSIX B YIIOJHOMOYECHHBIE OPTaHbl TOCYAapPCTB-WICHOB.
B oTHOILIIEHHMH ONPENEIEHHBIX TU3aNHOB UCCIEA0BAHUM, TAKUX KAK «CIydau
— KOHTPOJIb» WJIM PETPOCIEKTUBHBIE KOTOPTHBIE HCCJEAOBAHUSA, OCOOCHHO
BKJIIOYAIOIIUX B ce0S aHalIu3 JaHHBIX SJIEKTPOHHBIX MEAUIMHCKUX KapT,
CUCTEMATUYECKHE MEPECMOTPbl U METa-aHAIMU3bl, JOJDKHO ObITh YKa3aHO O
HEBO3MOKHOCTHU MPOBECTH OIICHKH CTETEHU JIOCTOBEPHOCTH
MPUYUHHO-CJIEACTBEHHOU CBSI3M HA YPOBHE MHIUBUIYAIHHBIX CITy4acB.

10.6.3.2.11. OGcyxaeHue:

a) KJIIOUEBBIE  PE3YJIbTAThl:  KJIIOYEBBIE  pPE3yJabTaThl, HMEIOUIUE
OTHOIIEHHUE K 3aJa4aM HCCIICJIOBAHUS, PaHEE MPOBEIACHHOE HCCIEHOBAaHHUE,

pEe3yJIbTaThl  KOTOPOTO COMIACYIOTCS WJIM TPOTHUBOPEYAT IMOITYUYECHHBIM



287

TEKYIIUM pe3yJibTaTaM, BIUSHHUE PE3YJIbTaTOB Ha COOTHOIICHUE «IOJb3a —
PHCK» JIGKAPCTBEHHOTO IIpernapara, €Cjiyd 3T0 IPUMEHHUMO;

0) orpaHWYCHUS: OTPAHUYCHHS WCCICIOBAHUS, MPUHUMAIOIINE BO
BHUMAaHHE OOCTOATENHLCTBA, KOTOPHhIE MOTIM TOBIHMATH Ha KadyeCTBO U
IIEJIOCTHOCTh JaHHBIX, OTPAHWYCHHUS TOAXO/a W METOAOB, KOTOpHIE OBLIU
WCIIOIb30BaHbI JIJII MUHUMH3AIMU WX BIUSHUS (HAIpUMEp, OTCYTCTBYIOIIHE
WM HETOJIHbIE JTaHHBbIC, TPUMEHEHHBIC OIICHOYHBIC 3HAUCHMS), UCTOYHUKH
MOTCHIIMATBHBIX OMMOOK W HETOYHOCTeH W BaJUIHOCTH SIBJICHUH.
HeoOxogumo  oOCyxkaeHME Kak  HampaBleHus, Tak M  MaciuTada
MOTEHITUATBHBIX OIMIMOOK;

B) MHTEPIpETAIUs: UHTEPIIPETAllds pEe3yJbTaTOB HCCIEIOBAaHUN C
y4eTOM 3ajad4, OTpaHWYCHUN, MHOKECTBEHHOCTH aHajiu3a, pe3yJbTaToB
CXOXKHX MCCIIEIOBAHUN U JPYTHUX COOTBETCTBYIONTUX MOATBEPKICHHIM;

r) 0000112eMOCTh: 0000111aeMOCTh (BHEIIHSS BAIMTHOCTD) PE3YIbTaTOB
WCCJICIOBAHUS.

10.6.3.2.12. Cchuikm.

10.6.3.2.13. Jlpyras undopmarusa: mwo0as JOMOJHUTENIbHAS WU
BCIIOMOTaTeIbHAs HHPOPMAIHS O CICIU(UISCKUX acleKTaX UCCIeIOBaHUS,
HE pacCMaTpPHUBABIIUXCS paHee.

10.6.3.3. Pe3roMe UTOroBOro OT4Ye€Ta UCCIEOOBAHUS JIOJDKHO BKJIIFOYATH
B ccOs1 00001meHAY 0 HHPOPMAITHIO 0 METOAAaX M pe3ylbTrarax UCCICI0BaHMUS,
MIPECTABICHHYIO B CIIeIyIoeM hopmare:

a) HAMMEHOBAaHWE C TIOJ3arojIOBKaMH, BKIIFOUasi JaTy COCTaBJICHUS
pe3roMe, UMS U CBEICHUS 110 TISPBOMY aBTODY;

0) krodueBbie ciioBa (He OoJjiee 5 KIFOYEBBIX CJIOB, OTOOpaKarolIuX
OCHOBHBIC XapaKTEPUCTUKH UCCIICIOBAHUA);

B) 000CHOBaHHE U MPENOCHUIKH;

T) IIeJIb U 3aJ1a41 UCCIICIOBAHUS;



288

1) TJIaH UCCIIEAOBAHMUS;

€) YCIIOBHS;

) MALMEHTHl U 00bEM BBIOOPKU;

3) IepeMEeHHbIE U UICTOYHUKH JIAHHBIX;

1) pe3yibTarhl;

K) oOCykJeHre (Bkiodas (€clid NPUMEHHUMO) OILICHKY BIWSHUS
pe3yJlbTaTOB  HUCCJENOBAaHMUS HA  COOTHOIIEHHWE  «IOJb3a —  PUCK»
JICKapCTBEHHOTO TIperapara);

1) JepKaTeslb PETUCTPAIMOHHOTO YI0CTOBEPEHUS;

M) UM M CBEJICHUS 110 TJIABHOMY HCCJIEIOBATEIIO.

10.7. Ilybnukarus pe3yapTaToB UCCIEAOBAHUS aBTOPAMHU.

JlepkaTento  PerucTpallMOHHOIO  YIOCTOBEPEHUS  PEKOMEHIYyeTcs
3apaHee COracoBaTh CTPATETHIO MyOJWKALMK C TJIABHBIM HCCIIEIOBATEIEM B
cllydae, €clid MCCJIeI0OBaHUE MPOBOAUTCS M aHAIM3UPYETCS] TIOTHOCTHIO WIIH
YACTUYHO HCCIIEOBATEIISIMU, HE SBISIIOIIMMUCS COTPYIHUKAMHU JIepKaTelst
PErUCTPALIMOHHOTO YAOCTOBEpEeHUs. PEeKOMEHyeTcs OnpenesaTh CTPaTeruio
nyOnuKanuii TakuM 00pa3oM, dYTOOBI TIJIaBHBIM HCCIIEIOBATelb HMeEN
BO3MOXKHOCTh CaMOCTOSITEIbHO TOTOBHTH IyOJUKAIlMM TIO pe3yJbTaram
UCCIICJIOBaHMsI BHE 3aBHCHUMOCTH OT aBTOPCTBA JaHHBIX. B 3TOM ciyuae
JepKaTellb PeruCTPallMOHHOTO YIOCTOBEPEHUS JOJDKEH OBITh YIOTHOMOUYEH
MIPOCMATPHUBATh PE3YJIBTATHI M KX UHTEPIIPETAIINIO, BKIIOYCHHBIE B PYKOTIUCH,
U TPEACTaBIATh KOMMEHTapHH A0 Mepedadyd PYKONUCH B TeuaTh, u30eras
HEO0OOCHOBAHHBIX 3aJIeP)KEeK MyONMHMKaIy. 3apochkl HA BHECEHUE M3MEHEHUH
B PYKONHCHh JO/DKHBI  OBITh  HAydHO OOOCHOBaHBL.  Jlepikareib
PETUCTPAIIMOHHOTO  YIOCTOBEPEHHUsSI JODKEH WMETh TIPaBO  3alpPOCHUTh

yaajaeHnue KOHPUACHIMATLHON HHHOPMAIIHH.
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10.7.1. IlpencraBienue omyOJIUKOBAHHBIX PE3yIbTaTOB UCCIEIOBAHUS B
YIOJIHOMOYEHHBIE OPraHbl FOCYIAPCTB-YICHOB.

Jlepkarento  perucTpalMoOHHOrO  YIOCTOBEPEHUSI PEKOMEHIYEeTCs
nepeaarb WUTOTOBYK) PYKOMUCh CTaTbUd B YINOJHOMOYEHHBIE OpraHbl
roCyJapCcTB-4wICHOB,  Ha  TEPPUTOPUHU  KOTOPBIX  3apErMCTPUPOBaH
JIEKapCTBEHHBIN IIpemnapar, B TedeHue 2 HeJleb C AaThl IpremMa MyOIuKauu B

n34aTcJIBCTBC.

10.8. 3ammTa m1aHHBIX

JlepkaTenu pErucTPallMOHHBIX YIOCTOBEPEHUM M HCCIIEAO0BATENN
JOJKHBI COOJTIOAaTh 3aKOHO/IATENICTBO TOCYAAapCTB-WIEHOB, HA TEPPUTOPUN
KOTOPBIX MPOBOAMUTCS UCCIEAOBAHUE 0 3aLIUTE JTUYHBIX JAHHBIX MMAIIUEHTOB.
JlepkaTenb  pEeruCTPAallMOHHBIX  YIOCTOBEPEHUH JIOJDKEH  00ECHeYyuTh
oOpailieHMe ¥ XpaHeHHe Bcell WHQPOPMAIMU [0 HCCICIOBAHUIO TaKUM
o0pa3oM, 4TOObI €€ MOXKHO OBbLJIO TOYHO COOOIIATh, MHTEPIPETUPOBATH U
Bepuduimpoat. B TO ke Bpems KOH(PHICHIMAIHLHOCTh JAHHBIX

MCIAUMIMHCKUX KAaPT ITAMCHTOB HC JOJIKHA OBITH HapyHaicHa.

10.9. Cucremsbl kauecTBa, ayAUThl U IPOBEPKU

JlepkaTenb PEerucTpariiOHHOTO YAOCTOBEPEHHUS JOJDKEH OO0ECIeYuTh
BBITIOJTHEHWE CBOMX 0053aTelIbcTB MO (apMakoHaA30py B OTHOIICHUH
BBITIOJTHEHUSI MCCJIEAOBAaHUS, a TakXKe OO0EeCIeuuTh BO3MOXKHOCTH ayJuTa,
MPOBEPKU M BepUPUKAIUM JaHHOW JesTelbHOCTU. JIro0oe H3MeHEeHUue B
JAHHBIX JOJDKHO (DHKCHPOBATHCS, YTOOBI OOECIICUNUTHh MPOCICKHBACMOCTD.
JlepxaTenb  pPEruCTPAIIMOHHOTO  YIOCTOBEPEHHS  JIOJKEH  OOECIeUuTh
MoJIJIep>KaHKue B JIEKTPOHHOM opMare aHATUTUUYECKUX HAOOPOB JaHHBIX M

CTATUCTUYCCKUX IIpOorpamMMm, HCIIOJIB3YCMbBIX JUJIA TI'CHCpAIUKU OdHHBIX,
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BKJIFOUEHHBIX B UTOTOBBINA OTYET I10 HUCCICAOBAHNIO, 4 TAKIKC UX NOCTYIIHOCTD

JUISL ayquTa U TPOBEPKHU.

10.10. Bnusnue Ha cuctemy ynpaBIIeHUSI pUCKaMU

HeuntepBenuuonnsie [IPUB (u, B 1emom, n000€ MHTEPBEHIIMOHHOE
Wi HEUHTEPBEHIIMOHHOE MOCTPETUCTPALMOHHOE HCCIICIOBAHUE
0€30MacHOCTH), TPOBOUMBIE JIJISi U3YUYECHHS MPOOieM Mo 0€30MacHOCTH, Kak
onucano B IIYP, pomkuel Bkmrouarscs B IIYP. Ilporokon uccienoBanus
JOJKeH npuiararbes K [TYP.

B cnyuae eciau IIYP orcyTcTByeT, J0/KeH OBbITH pa3paboTaH HOBBIN
[TYP, Bxitovaromuii B ce0sl TaHHBIE MOCTPETUCTPAIMOHHOTO UCCIEIOBAHUS
6e3omacHoCcTH. Bo Bce cooTBeTcTBYIOMIME pa3aenbl U moaynu [TYP BHocsaTcs
COOTBETCTBYIOIIME M3MEHEHUS C YYE€TOM MPOBEACHHUS HCCIENOBaHUA,
BKJIIOYasl crerudukanuo 0e30MacHOCTH, TulaH (apMmakoHaa3opa W IUIaH

MUHUMU3AIMU PUCKOB, a TaK)Ke 0030p MEp MUHUMU3AIIUN PUCKA.

10.11. IIpoueaypa o0si3aTeIbHBIX
MOCTPETUCTPAIIMOHHBIX UCCIIEIOBAHNN 0€30MIaCHOCTH

B rocymapcrBax-uieHax — MPOBEICHHE  IMOCTPETUCTPAIMOHHOIO
uccnenoBanust 6e3onacHoctu (IIPMb) MoxkeT siBIsATbCS 00s13aTEIBHBIM MPU
OIICHKE TePBOHAYAIBLHON 3asBKU HA TOCYJAPCTBEHHYIO PETHCTPAIMI0 WA Ha
MOCTPErUCTPALIMOHHOM 3Tarle, €CJIM €CTh 00eCIIOKOEHHOCTh (000CHOBAaHHOE
OKCIIEPTHOE MHEHHUE OTHOCHUTEIBHO OTCYTCTBUSI  BaXXHBIX  JaHHBIX,
XapakTepu3yrnmx npoduib 0e30MacHOCTH JIEKAPCTBEHHOTO Mpenapara,
MOJIyYEHHUE KOTOPBIX TPeOyeT BBIMNOTHEHUS] AKTUBHBIX METOJIOB H3YUYEHUS
0€30MacHOCTH 0 NPUYMHE HEBO3MOXXHOCTH HAJJICIKAIIETO W3YyYCHUS WIIU

OLICHKU PHUCKa (PUCKOB) IIPH MOMOIIM PYTUHHBIX METOJOB (papMaKoHa30pa)
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B OTHOILIEHUU npoduis 0€30MacHOCTH 3apPETUCTPUPOBAHHOTO
JIEKapCTBEHHOTO Tpenapara. JlanHoe TpeboBaHue YIOJTHOMOYEHHOTO OpraHa
JOJDKHO OBITh  HaJyuIeXaluM o00pa3oM OOOCHOBAHO JIaHHBIMU OIICHKH
npodusia 6e30macHOCTy U 3G (HEKTUBHOCTHU, JOJKHO OBITh 3a(DUKCHPOBAHO B
MMCHbMEHHOM BHUJIE€ U JIOJDKHO BKJIIOYATh 337]a4d MU BPEMEHHBIC PaMKH MOJjauu
U TpOBEJEHUs uccienaoBanus. TpeOoBaHMEe MOXKET TaKkKe BKJIIOYATh B ceOs
pPEKOMEHJAIMH 0 KJIIOYEBBIM XapaKTEPUCTHKaM HCCIEN0BaHUs (Hampumep,
JIW3aliH  WCCIIEIOBaHMS, YCJIOBUS, BO3JCUCTBHE, MCXONbI, II€JeBasl
nonyJsanus). B 4ucio peKoMeHAyeMbIX METOJ0B MOTYT BXOAUTH METOIbI
AKTUBHOTO MOHUTOPHUHTa (HampuMep, MOHHUTOPUHI Ha OIPEACIICHHBIX
KJIMHUYECKUX 0a3ax, pelenTypHbld MOHUTOPHHT, PETUCTPHI), CPABHUTEIIbHbBIC
HAONIOAaTeIbHBIE ~ HEUHTEPBEHIIMOHHBIC  WCCIEAOBaHUS  (Hampumep,
KOTOPTHOE HCCJIeIOBaHUE (MOHUTOPHUHT), MCCJIEAOBAaHUE THUIA CIydail-
KOHTPOJIb, HCCJIIOBAHUE CEPUU CIy4aeB U HHBIC), KIUHUYECKUE
UCCIICIOBAHUSI, UCCIIEIOBaHUS MOTPeOIeHUs, (HapMaKOIMUAEMUOIOTHYECKIE
UCCIIEAOBAHUS.

B teuenne 30 kaneHAapHBIX OHEW MOCIE MOJNYYEHUS MUCBMEHHOTO
YBEJAOMJICHUSI OT YIHOJHOMOYEHHBIX OpPraHOB O Ha3HAYCHUHU ITPOBEICHUS
I[TPUb Ha NOCTPErHCTPALMOHHOM JTale AEPXkKareilb PEruCTPALMOHHOIO
YIOCTOBEPEHHMS BIPABE 3alPOCUTh BO3MOXKHOCTb IPEICTABICHUS B KauyeCTBE
ITPUB MHUCbMEHHBIX HaOITIONEHU OTHOCHUTEIBbHO 0€e30I1aCHOCTH
JIEKApCTBEHHOIO CPEACTBA. YMOJHOMOYEHHBIE OpraHbl TOCYIApCTB-UJICHOB
OTIPEIEIISIOT BPEMEHHBIC PAMKH TIEPHO/Ia 3a KOTOPBIM MPEJCTABIISIOTCS TaKHUeE
HaOmonennii. Ha ocHoBaHMM aHann3a JaHHBIX MUCHbMEHHBIX HaOIOACHUH,
MPEACTABICHHBIX  JIEpXKATEJIEeM  PErucCTPalMOHHOTO  yJAOCTOBEPEHMS,
YIOJIHOMOYEHHBI ~OpraH rocCylapCTBa-ujeHa JOJDKEH OTO3BaThb WJIHU

MOJITBEPUTH 0053aTENIbCTRO.
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10.12. KoHTpoOJb 32 HEMHTEPBEHIITMOHHBIM
MOCTPETUCTPALIMOHHBIMU UCCIIEAOBAHUSIMU O€30MaCHOCTH.

10.12.1. Poms  u  00s3aHHOCTH  JiepKarelis  PEruCTPaAlMOHHOTO
YIIOCTOBEPEHUSI.

Jlepkarenb perucTpalliOHHOTO YIOCTOBEPEHHUSI HECET OTBETCTBEHHOCTh
3a oOecrieyeHue COOTBETCTBUS UCCJIEIOBAHUS KPUTEPUAM
HEMHTEPBEHLIMOHHOTO UCCIIEI0BAHMUSI.

Jlepkarenb pEerucTpaliMOHHOIO yaocToBepeHusi B oTHouieHuu [IPUb
JIOJIKEH 00ECIIEYUTh BBITIOJIHEHUE CBOMX 00s13aTEIBCTB MO (hapMaKoHa130py, a
TaK>X€ BO3MOXKHOCTb MPOBEACHUS €ro ayJIuTa, IPOBEPKHU U BepUdUKaIUH.

10.12.2. YoaHOMOYEHHBIE OpraHbl T'OCYIapCTB-UJICHOB.

[Tocne monyyeHust pelmieHus] YIIOJIHOMOUYEHHBIX OPTaHOB O HAa3HAYEHUU
npoBefeHus HeumHTepBeHUMOHHOro [IPUb nepxkarens perucrpanmOHHOIO
YIOCTOBEPEHUS pa3padaThiBaeT MPOTOKOJI MCCIIEIOBAHUS U TPEJICTABIISET €ro
B YIIOJIHOMOUYCHHBIA OpPraH rocylaapcTBa-ujieHa Ha paccMoTpeHue. B Teuenue
60 KajneHJapHbIX JHEW OT JaThl MPEACTABICHUS MPOEKTa MPOTOKOJIA
YIOJTHOMOYEHHBIN OopraH  roCylapCTBa-yj€Ha  COCTaBJSIET  OTBET
OTHOCHTEJIBHO:

YTBEPKJICHUS TIPOEKTA IPOTOKOJIA UCCIICI0BAHUS,;

PEKOMEH Il IO BHECEHUIO U3MEHEHHUH B TIPOTOKOJ UCCIICI0BAHNUS;

OTKa3a B COIJIaCOBaHUU MIPOTOKOJIA UCCIICI0BAHNUS;

YBEIOMIICHUSI JIepKarelii PErucTPallUOHHOTO  YJIOCTOBEPEHUS, UTO
UCCJIEIOBAHKE SIBISIETCA KIMHUYECKUM MCCIIEIOBAHUEM, MOANAAAIOIIUM IO/
TpeOOBaHUSI MEXKIYHAPOJIHBIX JOTOBOPOB M AKTOB, COCTABJISIIOIIUX TMPABO
Coro3a W 3aKOHOAATENbCTBO TOCYdapCTBa-ujieHa B O0O0JIAaCTH TMPOBEICHUS
KJIIMHUYECKUX MCCIICIOBAaHUM.

OTka3z JOMKeH  BKIOYaTh  MHOAPOOHOE  OOOCHOBAHHWE  MPUYUH

HECOOTBETCTBHS B JTIOOOM 13 CIICAYOmuX CiIy4acsB:
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€ClIi €CTh OCHOBaHHWS Iojararb, 4YTO IPOBEICHUE WCCIIEAOBAHUSA
CIOCOOCTBYET MapPKETHHTOBOMY MPOABUKCHUIO JIEKAPCTBEHHOTO Tpernapara;

€CIM IUIaH HCCJICAOBAaHUS HE TO3BOJSCT BBIIOJHUTH  3aJauH
HCCJICIOBAHUSL.

HccnenoBanue MOKET OBITH HA4aTO TOJBKO IIOCJIE HHCBMEHHOTO
YTBEP KJICHHS TTPOTOKOJIA YIIOJTHOMOUYEHHBIM OPTraHOM rOCy/1apCTBa-4iCHa.

[Tocne Havyama wucciaenoBaHHWs JOObIE CYIIECTBEHHBIE W3MEHEHHUS B
MIPOTOKOJI TOJIAIOTCA B YMHOJHOMOYEHHBIM OpPraH TOCYIapCTBa-wieHa A0 HX
BBEJCHUA. YNOJHOMOYEHHBIM OpraH TroOCyJapCTBa-ujicHAa B  TEYEHUE
30 kaneHJapHbBIX AHEW MOCJIE MOJAYM HW3MEHEHUM K IUIaHYy HCCIICIOBAHUS
JOJDKEH BBITIOJIHUTH OIICHKY ATHX HW3MEHCHUH W COOOIIUTH JIEePIKATEIIO
PErUCTPAITMOHHOTO YIOCTOBEPEHUS 00 UX YTBEP)KJICHUH WJIA OTKJIOHCHUH.

[Io 3aBepliIeHWMM HCCIEIOBAHUS  JIEpKATEIb  PETUCTPAIMOHHOTO
YIOCTOBEPEHHUS TIPEACTABIISIET UTOTOBBIM OTYET OO0 HCCIENOBAaHUM, BKIIFOUAs
pe3toMe UCCIeNOBaHMs Il NyOJIMKaluM, B YHOJHOMOYEHHBIA OpraH
roCy/lapCTBa-4jieHa KaKk MOXXHO CKOpee, HO He Mo3aHee 365 KalleHAapHBIX
nHer (12 mecseB) mociae OKOHYaHuS cOopa JaHHBIX, €CIIH YIIOTHOMOYCHHBIM
OpraHoM TOCyJapCTBa-wjieHa HE ObUIO TMPEAOCTaBICHO MHUCBMEHHOE
pa3pellIeHUE Ha YBEIIMYCHHUE MEPUOAa BPEMEHM JJIsI NPEACTABICHUS OTYETA.
YNOJTHOMOUYEHHBIM OPTaHOM TOCYapCTBA-UJICHA BBIMIOJHSAETCS PACCMOTPEHUE
WTOTOBOTO  OTYETa € MOCIHCAYIOUIAM  MPEACTABICHUEM  JCPHKATEIIO
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI PE3YJbTAaTOB OICHKH OTYETA, KOTOPHIC
MOTYT BKJIFOYaTb B TOM YHCJI€ JONOJHUTEIbHBIE BOMPOCHI K JEPHKATEIIO
PETUCTPALIMOHHOTO ynocToBepeHus. [1o pe3ynbrary paccCMOTpeHHUs OT4YeTa U
OIICHKM BO3MO)XHOTO BJIMSIHMSI TOJYYEHHBIX JIAHHBIX HA COOTHOIICHUE
«MOJIb3a — PHUCK» JIEKQPCTBEHHOIO IIpernapara yIOJIHOMOYEHHBIM OpraH
roOCy/IapCTBa-wieHa JOJDKEH OMPEACIUTh HEOOXOAUMOCTh PEKOMEHJIAIUN IO

BHECCHUIO U3MECHEHUM B CTaryC perucTpanuun JICKApCTBECHHOIO IIplIiapara, €ro
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IMPUMCHCHHUC 00 OIIPCACIINTD H€O6XOI[I/IMOCTB IMPUMCHCHUA  UHBIX
HaJICKaIuX MCp C MLOCJIbIO oOecreueHus IMPUMCHCHUA JICKAPCTBCHHOI'O

npernapara npy OpeBbILIEHUH MOIb3bl HAJl PUCKOM.
11. UadopmupoBaHue 1o 6€301acHOCTH
11.1. CTpyKTypbI U IPOLIECCHI

11.1.1. 3agaun nuapopmupoBaHus M0 O€30MACHOCTH.

NudopmupoBanme mo 6€30MacHOCTH HAMIPABJIEHO HA:

a) Ipe/ICTaBJICHUE CBOEBPEMEHHOM, HAy4YHO 000CHOBaHHOM
uHpopmaruu 1o  OezomacHoMy U 3((PEKTUBHOMY  HCHOJIB30BAHUIO
JICKapCTBEHHBIX MPENaparoB;

0) comeiicTBUE ONMTHUMHU3ALNKA MEIUIMHCKOW TMPAKTUKU (B TOM YHCIIE
MPAKTUKHU CaMOJICYCHUS) TIPU HEOOXOTUMOCTH;

B) UI3MEHEHUE TIOJIXO/IOB, CIIOKMBIIEHCS TPAKTUKH U XapakTrepa
UCTIOJIb30BaHUS JICKAPCTBEHHBIX MPENaparoB;

T') OJIEPKKY JAEITEILHOCTH, CBSI3aHHOW ¢ MUHUMHU3AIMEH PUCKOB;

1) CONCUCTBUE TPUHSATHUIO OOOCHOBAHHBIX PEIICHUN O PAIMOHAIBHOM
WCIOJIb30BAaHUH JICKAPCTBEHHBIX MPEMapaToB.

[Tomumo  BBIIEYKa3aHHOTO,  Hajexamas  uHOpManus 10
0€30MacHOCTH  CIOCOOCTBYET  YKPEIUICHUIO  JIOBEpUS  HACEJIEHHS K
PEryJIATOPHOU CUCTEME.

11.1.2. Ipuaune ntHGOPMUPOBAHUS IO OE30TTACHOCTH.

Cnenyer TPUMEHATH CIEAYIONIME MPUHIUIBI WHOOPMHUPOBAHUS TIO
0€30MacHOCTH:

a) HEeoOXOIMMOCTh nH(pOPMUPOBAHUS o 0€301acHOCTH

pacCMarTpuBacTCsa IIPU BLIIIOJIHCHUUN JACATCIIBHOCTH II0 @apMaKOHamopy 151
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YOPAaBIEHUIO pUCKaMU. JlaHHBIM KOMIIOHEHT JOJKEH SBISTHCS YaCThIO
npolecca OLEHKU PHUCKa;

0) HEoOXOMMMOCTh  OOecleYeHus:  HaJUIeKalled  KOOpAWHALUU
JESTEIIbHOCTH W B3aMMOACHCTBUS MEXKAYy PAa3IMYHBIMH  CTOPOHAMH,
YYACTBYIOIIMMHM B CO3JaHMM M OoOMeHe uH(popmalueil mo 0e30MacHOCTU
(YIOJTHOMOYEHHbBIE OpraHbl TOCYIApCTB-WIEHOB, HHBIE TOCYAApCTBEHHBIE
OpraHbl U JIep>KaTel perucTpaluoOHHbIX YI0CTOBEPEHUN);

B) HEOOXOIUMOCTh BKJIIOUEHHMST B HHMOpMalui Mo Oe30MacHOCTU
aKTyaJbHBIX, YETKUX, TOCTOBEPHBIX U KOPPEKTHBIX CBEACHHUM /IS Mepenadu
[IEJICBOM ayIUTOPUU B YCTAHOBJICHHBICE CPOKM B IENAX OOecredeHHs
BO3MOKHOCTH MPUHATHS COOTBETCTBYIOIINX MED;

I') HEOOXOAMMOCTh aJanTaiuy UHPOpMaIUKU MO 0E30MaCHOCTH MyTeM
UCIIOJIb30BaHUSI COOTBETCTBYIOIIETO SI3bIKA U C YUYETOM PA3IUYHBIX YPOBHEH
3HaHUW ¥ OTPEOHOCTU B MH(POPMAIINH JJI PA3IMYHBIX LIETEBBIX ayAUTOPHIA
(HampuMep, NAIMEHTOB M paOOTHUKOB c@epbl 3ApaBOOXPAHEHMS), MPHU
YCIOBUM  COXpPAaHEHUSI TOYHOCTH M COOTBETCTBHSI  IeperaBaeMOoi
uHdopmaIuy;

1) HEOOXOAMMOCTh MPEJCTaBICHUS MH(OpPMAIMK O PUCKAX C Yy4ETOM
OO0IIe# OLIEHKH TOJIb3bI JIGKAPCTBEHHOTO Tperapara, BKIoUas JOCTYITHbIE
aKTyaJbHbIC CBEICHHS O CEPbE3HOCTH, CTEMEHU TSHKECTHU, YacTOTe
HEXKeNaTeNbHbIX peakiui, (hakTopax pucKa UX pa3BUTHSA, BPEMEHH Hauaja,
o0paTMMOCTH W, €CIM  BO3MOXKHO,  NPEANOJaraéMoM  MEpHoe
BOCCTaHOBJICHUS;

e) uHdopmMupoBaHre 1O O€30MACHOCTH JOJDKHO CIOCOOCTBOBATh
pa3pelieHr0 HEOMpPEIeICHHOCTe B JaHHBIX 1O 0€30MacHOCTH. ITO
OCOOEHHO aKTyaJhbHO B ClIydae TIOSBICHUS HOBOW WHGOPMAIMU TIPU
BBITIOJTHEHUH YIOJTHOMOYEHHBIMU OpPraHaMH TOCYAapCTB-WICHOB MPOLEAYP

OLICHKM JIaHHBIX MO Oe3omnacHocTH. [lonb3a mHPOpMHUpPOBAHUS HA JAaHHOM
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JTane JA0JHa ObITh COOTHECEHA C PUCKOM BO3HMKHOBEHUS OIIMOKHU, KOTOpast
MOXKET BO3HHMKHYThH B CJIy4yae, €CJIM MMEBIIUECS HEOIPEICICHHbIE aCIeKThI
npoQuIIst HE CMOIIM OBITh HaAJIEKAIIUM 00pa30oM pa3bsCHEHBI;

) B OMPEICICHHBIX CIydasX TpH MPEACTaBICHUH WH(OpMAIUUA TIO
0€30MacHOCTH HEOOXOAMMO YUYUTHIBATh KOHKYPHUPYIOITUE PUCKH (HAIIPUMED,
PHCK OTKa3a OT JICUCHUs);

3) HEOOXOIUMOCTH HUCIIOJIb30BAHUSA HanoOosee 000CHOBAaHHBIX
KOJIMYECTBEHHBIX TIOKA3aTeJe TMpH ONHCAaHWW W CPAaBHCHUH PHCKOB
(HarpuMmep, TOKa3areidb HE TOJNBKO OTHOCUTEIBHBIX PHCKOB, HO W
a0COMIOTHBIX PHUCKOB). JIIsI CpaBHEHWS PHUCKOB TPYIIIBI JOHKHBI OBITh
CXOJIHBI TI0 CBOMM XapaKTepuUcTUKaM. Takke MOTYT ObITh MCHOJB30BaHBI U
Ipyrue CIIOCOOBI PEACTABICHUS uHpopmaruu (rpaduueckoe
IPEICTABICHUE OLIEHKU PUCKOB U (UJIM) COOTHOIIECHHUS «I10JIb3a — PUCKY);

1) HEOOXOMMMOCTh MPOBEACHUS MPEABAPUTEIHLHOTO KOHCYIFTUPOBAHUS
WIM TECTUPOBAHUS MEAWIIMHCKHX pPAOOTHUKOB WJIM TAIMEHTOB TIPHU
MOATOTOBKE HWH(pOPMAIMU 110 OE30MacHOCTH, B OCOOCHHOCTH B CiIydae
MOJITOTOBKH MH(GOPMAIIUHU T10 CIOKHBIM MpoOiieMaM;

K) uHpopMuUpOBaHHE MO  OE30MacCHOCTH  JIOJDKHO  BKJIKOYATH
npeacTaBiIeHue Tocheayomed uHpopmanuu (HampuMmep, MOCIEAYIOIUX
W3MEHEHUM B PEKOMEHAAIUAX, pa3pelieHus mpoOsiaeMbl Mo 0e30MacHOCTH)
(TIpu HEOOXOAUMOCTH);

J) BBIIOJIHEHUE OLEHKH J(PHEKTUBHOCTH HWHOOPMUPOBAHUS  TIO
0€301macHOCTH (TIPU HEOOXOIUMOCTH);

M) COOTBETCTBUE HH(pOpMAIMKU MO0 0e30MmacHOCTH TPeOOBaHUSIM O
3alUTe MIEPCOHAIBHBIX TAHHBIX.

11.1.3. LleneBnie aynutopum.

OCHOBHOW  LIEJICBOM  ayIUTOPHUEN, HAa KOTOPYK)  HAIPaBIICHO

nHPOpMHUpPOBaHUE MO OE€30MACHOCTH, OCYIIECTBISIEMOE YIIOJTHOMOYEHHBIMU
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OpraHamMM  TOCYIapCTB-WIEHOB W  JEpXKaTresIMU  PETUCTPALMOHHBIX
YIAOCTOBEPEHUM, SIBISIIOTCA PAOOTHUKKA CHUCTEMBl 3/IPABOOXpPAHEHUS U
MalUEeHThI, KOTOPHIE UCTIONB3YIOT JICKAPCTBEHHBIC MIPENapaThl.

KitoueByro pojib B OCHOBHOM 11€JIEBOM ayAUTOPUN UTParOT PaOOTHHUKHU
CUCTEMBI  3ApaBooxpaHeHHs. D(PPexkTuBHOE  HUHPOPMUPOBAHUE  TIO
0€30MacHOCTH JICKAPCTBEHHBIX IPENaparoB IO3BOJSIET WM IPOBOIUTH
dbapMakoTepanuio C y4eTOM HauOoJiee aKTyalIbHBIX CBEIACHHUM IO
0€30MacHOCTH U BBIPAOOTAaHHBIX PEKOMEHJAIUM, a TaKKe MPE/CTaBIsATh
MOHATHBIE U TOJIE3HBIE CBEJACHUS MAI[MEHTaM, CIOCOOCTBYS OOECIEUCHUIO
0€30MacCHOCTH TMAIMEHTOB W TMOBBIINICHUIO HX JIOBEPUS K PEryJISITOPHOU
CUCTEME U CUCTEME 3PaBOOXPAHECHHSI.

CpenactBa wmaccoBoil HWHGOpPMAIIMM TaKXe SBISIOTCS  IIEJIEBOU
aynuropuen 1 uHdopmainuu no Oe3omacHOCTU. CHOCOOHOCTH CPEJICTB
MaccoBo MH(OpMalMM OXBAaThIBATh MAIMEHTOB, PAOOTHUKOB CHCTEMBI
3/IPAaBOOXPAHECHUS U IIUPOKUE CJIOW HACEJICHUS SIBJISIETCS] BAXKHBIM (pakTOpOM
pacmpoCTpaHeHUs] HOBOM M BaXHOM WHGOPMAIMH O JIEKAPCTBEHHBIX
npenaparax. Pacnpoctpanenune wuH(opManuu 10 0€30MacHOCTH dYepe3
cpencTBa MaccoBOM MH(OpMalMKM OKa3bIBaeT BIUSHUE Ha OOIIECTBEHHOE
BOCIIPUATHE, TOATOMY Ba)XXHO, YTOOBI CpEACTBa MAacCOBOW HHGOpMaAIIUU
noiyyanu  uHGOpPMAIMIO 1O  O€30MacHOCTH  HEMOCPEACTBEHHO  OT
YIOJIHOMOYEHHBIX OpPraHOB TOCYJapCTB-YJIEHOB B JIONOJHEHHE K TOU
uH(OpMAIK, KOTOPYIO OHH TMOJYYaloT U3 APYTUX MCTOYHUKOB (Hampumep,
OT JIepKaTesell peruCcTPallMOHHbBIX YIO0CTOBEPEHU).

11.1.4. Conepxanue nadopmaiyu 1mo 6€30macHOCTH.

[IpyuHUMas BO BHUMaHUE NMPUHIUIIBI, U3JI0’KEHHBIE B oanmyHkre 11.1.2
Hacrosmx [IpaBuit, nHGOpMaITUs M0 OE30ITaCHOCTH, AOJIKHA COACPIKATh:

a) TIOSIBIIIONIMECS BaXKHBIE CBEJICHUS O JIDOOM 3aperucTPpUPOBAHHOM

JCKAPCTBCHHOM IIPCIIaparc, KOTOPLIC OKAa3bIBAIOT BJIMAHHMC HAa COOTHOIICHHC
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«oib3a — PHUCKa» JIEKAPCTBEHHOIO TIpernapara MNpHU JHOBIX YCIOBHUSAX
PUMEHEHUS;

0) OpUYMHBl WHULMUUPOBAHUSA NpoUEaypbl HH(OOPMUPOBAHUS IO
0€30MacHOCTH B MOHATHOM /JIs 11€JIEBOM aynuTopuu popme;

B) HEOOXO/IUMBIE  pPEKOMEHAAIMU 11  paOOTHUKOB  CHUCTEMBbI
3PaBOOXPAHEHUS U MAIIMEHTOB, CBA3aHHBIE C MPOOIEMOI MO0 OE30MaCHOCTH,
B OTHOILIEHUU KOTOPOU BBIMOIHSAETCA HHPOPMUPOBAHUE;

I') yKa3aHHWE Ha CONIAIICHUE MEXIY JepKarelieM PEerucTpaliuoHHOTO
YIOCTOBEPEHUS] M  YMNOJHOMOYEHHBIM OpPraHoM ToOCyJapcTBa-4jeHa o
npeAcTaBieHU nHGopMaluu no 6€30nacHOCTH (MPU HEOOXOAUMOCTH);

1) cBeleHUs 000 BCEX MPEMJIOKEHHBIX M3MEHEHMSIX B MH(OpPMAIUU O
nexkapcTBeHHOM mpenapare (Hanpumep, B OXJII nnn UMIT (JIB));

e) oubnuorpaduyeckuii CHOUCOK WM CChUIKM Ha WCTOYHUKH, TIJI€
MOXXHO HaWTH Oojiee MOAPOOHYIO HH(POPMAIMI0O O KOHKPETHOM AaCHEKTe
0€30MacHOCTH, YKa3aHHOMY B HH(POPMHUPOBAHUU 1O O€30MACHOCTH;

’K) HAMTOMUHAHUE O HEOOXOAUMOCTH COOOIIaTh O TMOA03PEBAEMBIX
HEXEJIaTeIbHBIX PEaKIUAX B YIOJTHOMOYECHHBIM OpraH TocCydapcTBa-djieHa
4yepe3 HAIMOHAIBHYIO0 CUCTEMY CIIOHTAHHOTO PEOPTUPOBAHMUS.

Nudopmarius mo 6€30MaCHOCTH HE JIOJKHA BBOAUTH B 3a0yKICHUE U
JOJDKHA OBITh Mpe/icTaBiIeHa 00beKTUBHO. IHpopMalius mo 6e30macHOCTH He
JOJKHA CONIEPKaTh KaKUX-TUOO MAaTepUajoB M COOOIIEHUN, KOTOPHIE MOTYT
MPENCTABIATh COOOM pekiiaMy W WHYI0 HH(POPMAIMIO, HANPABICHHYIO Ha
MIPOJIBMKEHUE JIEKAPCTBEHHOTO TMperapara.

11.1.5. Crioco6s! nHPOpMUpOBaHUS IO O€30MACHOCTH.

[Ipn BEIMOMHEHNH WHGOPMHPOBAHUS IO OE30MMACHOCTH HEOOXOIUMO
WCITIOJIB30BaTh BECh CIIEKTP PA3HOOOPA3HBIX CPENCTB Mepeaadn nHpopMmauu
JUTSL TOCTYDKEHUS TICJICBBIX AyIUTOPHM W YIOBIETBOPEHHUS HX PaCTYyIIHX

norpedHocTel. PaznuuHbie cpeicTBa KOMMYHHMKAIIMM M KaHAbl Tepefadu



299

uH(dOpMaIUK, KOTOpPbIE CIEAYET UCIOIb30BaTh, MOJPOOHO paccMaTpPUBAIOTCS
Hke B moanyHkrax 11.1.5.1 —11.1.5.5.

11.1.5.1. HenocpencrtBeHHoe oOpailieHHe K paOOTHUKAM CHUCTEMBI
3/IPAaBOOXPAHECHUSI.

[lon HemocpenCTBEHHBIM OOpallleHueM K pPaOOTHUKAM CHCTEMBI
3paBoOXpaHeHus B HacTosmux [IpaBuinax moapasymeBaeTcsi MpeACcTaBICHUE
JEpKaTEIsIMA PETUCTPAIMOHHBIX YIOCTOBEPEHUN WIIM YIOJIHOMOUYEHHBIMU
OpraHamM TOCYIapCTB-WICHOB BaxXKHOW wuHMopMammu 1o Oe30macHOCTU
HaIpsIMyt0 pabOTHUKAM CUCTEMBI 3IpAaBOOXPAHEHUS C 11€JIbI0 COOOIIECHUS UM
0 HEOOXOJIMMOCTH COBEPILICHUS ONMPEACICHHBIX JEUCTBUN WIM aJjanTalluy UX
NPAaKTUKA B OTHOILICHWM JIEKAPCTBEHHOIO IIpPErnapara B COOTBETCTBUU C
HOBBIMU JaHHBIMH 10 O€30TaCHOCTH.

HenocpencrBennoe ~ oOpaiieHre K pabOTHHUKAM  CHCTEMBI
3/[pAaBOOXPAHECHUSI HE SIBJIICTCS OTBETOM Ha BOMPOCHI PaOOTHUKOB CHCTEMBI
3IpaBOOXPAHEHUS JIMOO Y4YeOHBIMU MaTepHallaMM B paMKaX PpPYyTUHHOUN
JEATEIIbHOCTU 110 MUHUMU3AIUUA PUCKOB.

PazpaboTka wHGOPMAIIMOHHOTO MaTepuala s HEeMmOoCPEACTBEHHOTO
oOpallleHHsi ~ TIpEAIoyiaraeT  COTPYIHMYECTBO  MEXKIY  JiepKareiaeM
PErUCTPALIMOHHOTO  yAOCTOBEPEHUSI W YIOJHOMOYEHHBIM  OpPraHOM
rocy/lapcTBa-ujeHa.

Jepxartenb pPErucTpallMOHHOTO YIOCTOBEPEHUS! JOJDKEH MOJYyYUTh
0JI0OpEHUE COOTBETCTBYIOIIETO YMOJHOMOYEHHOTO OpraHa rocyaapcTBa-
yjeHa B YacTU cCoAepkaHus HWHGOPMAIIMOHHOTO  Marepuaia s
HETOCPEICTBEHHOTO O0OpallleHus] K paOOTHUKAM CHUCTEMBI 3PaBOOXPaHEHUS
U TJ1aHa UH(OPMUPOBAHUS.

CornacoBanue MeXxy YIOJTHOMOYEHHBIM OPraHOM roCylapcTBa-djieHa

H OCPIKATCIICM PCTUCTPAIMOHHOIO YIOCTOBCPCHHA NOJIZKHO OBITH 3aBCPIICHO
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hi () Hayajla  paclpoOCTpPaHEHHUs JEp)KaTeJIeM  PEeTrUCTPALMOHHOTO
yIA0CTOBEpeHUsI HH(GOPMAIIMOHHBIX MaTepraoB.

OpoOpeHne YMOJTHOMOUEHHOTO OpraHa TOCYIapCTBa-4wieHa JJOJAKHO
OBITh TIONYyYEHO B OTHOIICHWHM CcojAepKaHusd uWHOpMaluu © IJIaHa
uHOOPMUPOBAHMS,  BKIIOYas  IEJCBYI0  ayguTOpur0 ©u  rpaduk
pacrpoctpaHeHus HHGOPMaIUH.

Jlepkaremto  pEerUCTPAllMOHHOTO  YAOCTOBEPEHHS  HEOOXOIUMO
BBIJICINTh HE MEHEe 2 paboumx JHEH I MpeACcTaBICHUS KOMMEHTApUEB Ha
3aMeuYaHWs  YIOJTHOMOYEHHOTO OpraHa TOCyJapcTBa-4wieHa B  YacTH
cofepkanus HHGOPMAIIMOHHOTO MaTepHraia Wil TjiaHa HHOOPMHUPOBAHHMSL.

B cayuae HeoOXOmMMOCTH Ha JaHHYIO MPOLEAYPY MOXKET OBITh
BBIZICJICHO OOJIbIlIE BPEMEHHM MO YCMOTPEHHUIO YIOJIHOMOYEHHOTO OpraHa
rocyaapcTBa-ujieHa, CPOKH MOTYT OBITh aJallTHPOBAHBI C YYETOM CPOYHOCTHU
CUTYAaIINH.

[Ipy  HamMuuu  HECKOJBKMX  Jep)KaTeled  PerucTPalMOHHBIX
yIAOCTOBEPEHUI Ha OHO U TO K€ JEHCTBYIOIEE BEIIECTBO, JJISI KOTOPOTO
HEOOXOAMMO BBITYCTUTh MH(POPMAIIHIO 711 HEMTOCPEACTBEHHOTO OOpaIeHUs
K paOOTHUKAM CHCTEMBbI 37PaBOOXPAHCHMsI, COOOIICHUE TOJDKHO HOCHTH
€IVHBIN COIIACOBAHHBIN XapaKTep.

[Ipu moaroroBke wHMOpMAIMK JUISI HEMOCPEICTBEHHOTO OOpAIICHHUS
pPEKOMEHAYeTCS TPUBJIEKAaTh B COOTBETCTBYIOIIMUX CIIy4asX OpTaHHU3alldN
3PaBOOXPAHCHUS WM HAay4YHbIC OOIIECTBA, YTOOBI TapaHTHUPOBATH, YTO
npeacrapisgeMas UM HHGopManusa OylaeT IMOJe3HOH M aJanTHPOBAHHOM s
L[EJIEBOM ayIUTOPUHU.

11.1.5.1.1. HenocpeactBeHHoe oOpalieHue K pabOTHUKAM CHCTEMBI
3PAaBOOXPAHCHUSI MOXET BBICTyNaTh B Ka4deCTBE JOTOJHUTEIBHBIX MEp

MUHHUMHA3ALUUA pUCKOB [TYP.
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Nudopmanus 11 HEMOCPEICTBEHHOTo oOOpalleHusT K pabOTHHUKaM
CUCTEMBI 3/IpaBOOXpaHEHUs JOHKHA PACIPOCTPAHITHCS MPU HEOOXOAUMOCTH
OPUHITHS HEOTIOXKHBIX MEP WM W3MEHEHMs CYIIECTBYIOIICH MPaKTHUKU B
OTHOIIICHUH JICKAPCTBEHHOTO TIperapara B CISAYIOMIUX CIydasiX:

a) MPUOCTAHOBKA  WJIM  aHHYJIMPOBAaHUE  YIOCTOBEPEHUS O
roCyJapCTBEHHON perucTpanuu, OOYCIOBICHHOW HW3MEHEHUSMU POt
0€30MacHOCTH JICKapCTBEHHOTO Mpenapara;

0) BaXHOE HM3MEHEHHME B  PEKOMEHAALMSIX MO  IMPUMEHEHUIO
JCKapCTBEHHOTO TIpermapara MO0 TMPUYMHE OrPaHWYEHUS T[MOKa3aHUW K
MPUMEHEHHIO, HOBOTO MPOTUBOIOKA3aHMSI HJIM U3MEHEHHUS B PEKOMEH/TyEMbIX
033X, 00yCIIOBJICHHBIC U3MEHEHHEM npoduist 0€30MacHOCTH
JIeKapCTBEHHOI'O IIpernapara;

B) OFpaHUYEHUS B JIOCTYIMHOCTH WM TNPEKpaIleHUE TMPOU3BOJICTBA
JEKapCTBEHHOTO TIperapara, 4YTO MOXKET HeOIarompusTHO CKaszaThCs Ha
CUCTEME OKa3aHMsI METUITUHCKOM ITOMOIITH.

11.1.5.1.2. Cutyauuu, mnOpw KOTOPBIX JOJKHA paccMaTpUBATHCS
HEOOXOUMOCTh HEMOCPEICTBEHHOTO OO0palleHuss K pabOTHUKAM CHCTEMBI
37PaBOOXPaHEHUS:

a) TMOSBICHUE B PEKOMEHIAIMSAX IO MPUMEHEHUIO JIEKapCTBEHHOTO
nperapara HOBBIX BaKHBIX MPEIOCTEPEIKEHUIN MM 0COOBIX YKa3aHUM;

0) HOBbIC JAHHBIC O BBISIBICHUU paHEe HEU3BECTHOTO PHCKA, a TAKKE
U3MEHEHUS YaCTOThI WJIM CTEMEHU TSHKECTH U3BECTHOTO PUCKA;

B) MOSIBICHUE OOOCHOBAHHBIX JIaHHBIX O TOM, YTO JIEKAPCTBEHHBIN
nperapar siBIseTCsS He CTOIb dPPEKTUBHBIM, KaK CIUTAIIOCH PAHEE;

I) HOBbIE PEKOMEHJAIMM TI0 TMPEAOTBPAIICHUIO PAa3BUTHSA, WIH
KyIUPOBAaHUIO HEXEJAaTeIbHBIX peakiuil aubo 3I0ynoTpedieHui, uiIu

CHMKCHHIO pUCKAa MCIAUITMHCKHUX OIHI/I6OK;
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1) uHopmaus 1O pe3yapTaraM TOCTOSHHOM OLIEHKH Ba)KHBIX
MOTEHIMATbHBIX PUCKOB, JOCTYITHbBIE JAHHBIE IO KOTOPHIM Ha OIpE/IeIICHHbIN
MOMEHT SIBJISIFOTCSL HEOCTAaTOYHBIMHU JUUISl TPUHSATHS PETYISITOPHBIX MeEp
(B 3TOM ciy4yae HENOCPEICTBEHHOE OOpalleHue JOJKHO COACHCTBOBAThH
THIATEILbHOMY MOHUTOPUHTY TpPOOJEMBbI MO 0€30MacHOCTH B KIMHUYECKON
MpPaKTUKE, MPEACTABICHUIO COOOIIEHUNA O HEXeNaTeNbHBIX peaklusIX, a
TaKke UHPOPMUPOBATH O MEpaX MUHUMU3AIMHU OTEHIIMAIBHOTO PUCKA).

VYOTHOMOYEHHBIN OpraH rocyAapcTBa-4ieHa BIPaBE PaclpOCTPaHUTH
MH(pOpMAIIMIO 1JI1 HEMOCPEJICTBEHHOTO 00palleHus K pa0OTHUKAM CHCTEMBI
3PaBOOXpaHEHHs] WM  3alpOCHUThb  JepKaTelii  PEerucTPariOHHOTO
YAOCTOBEPEHHUSI [TOATOTOBUTH, CONIACOBATh U PACIIPOCTPAHUTH UHPOPMAIIIIO
JUIsl  HETOCPEIACTBEHHOTO  oOpamieHuss K  pabOTHUKAM  CHCTEMBI
37IpaBOOXpaHEHHs] B cllyyae, €Clid YINOJHOMOUYEHHBIM OpraH TOCymapcTBa-
YjieHa CYMTaeT ATO HEOOXOMWMBIM HJisi JaJIbHEWIIero Oe30MacHOTO W
3¢ (HEKTUBHOTO UCIOJIb30BAHUS JIEKAPCTBEHHOTO IIpenapara.

VYIOTHOMOYEHHBIE OpraHbl rOCYJapCTB-YICHOB BIPABE OIMYOJIMKOBATH
OKOHYATEIbHBIN BapUaAHT UH()OPMAITMOHHOTO MaTepuaa TUTST
HEMOCPEACTBEHHOTO OOpaIeHusi K pabOTHUKAM CHUCTEMBI 3I[paBOOXPaHEHUSI.
VYIOTHOMOYEHHBIE OPTaHbl TOCYIAPCTB-UJIECHOB MOTYT TaKXKE BBITYCKATh
JOTIOJIHUTEIbHOE COOOIIeHHEe Mo 0e30macHOCTH (MPU HEOOXOAMMOCTH) U
pacnpocTpaHsaTh WH(DOPMALMOHHBIM Marepuan Cpedu COOTBETCTBYIOIIHUX
OpraHu3aiuii 1 pabOTHUKOB CUCTEMBI 3JpaBOOXPAHEHUS.

11.1.5.2. Uudopmanus aJist HECTIEITUATUCTOB.

HNudbopmaninoHHbIiH Marepuan, HaIMCaHHBIN IPOCTHIM
(HenpodeccuoHanbHbIM) SI3bIKOM  (Hampumep, B (opmare BONPOCOB U
OTBETOB), TOMOTAeT MAllMEHTaM M HACEJICHHUIO pa3o0paTbCsi B HAyYHBIX

JAHHBIX U PETYISITOPHBIX MEpax, KaCaroUMXcsl MpoOIeM 1Mo 0e30MacHOCTH.
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JlokyMeHTBl Ha Hempo(EeCcCHOHATBHOM S3BIKE JOJDKHBI COJEPXKaTh
PEKOMEHAAMU U COBETHI YIIOJHOMOUYEHHBIX OPTraHOB IOCYAapCTB-YJIEHOB I10
MUHUMU3AIMA ~ PUCKOB  JJISI  MAIlMEHTOB U  pPaOOTHUKOB  CHUCTEMBI
3/IpAaBOOXPAHECHUSI B OTHOILICHUU MPOOJIEM, CBSI3aHHBIX C O€30MAaCHOCThIO, U
JOJIKHBI COITPOBOKIATHCS COOTBETCTBYIOIIEH CIPaBOYHON MH(POPMALIKEH.

YIIOIHOMOYEHHEBIE OpraHbl roCyJ1apCTB-4JICHOB pa3sMEaroT
uHpOpMaMIo I HECHEIUAIMCTOB Ha MEIUIMHCKMX HHTEPHET-TIOpTaIax
rOCYyJapCTB-WIEHOB M MOTYT JONOJHUTEIBHO PACHPOCTPAHATh HUX CpPEIU
COOTBETCTBYIOIIMX CTOPOH, HAaNpUMEP, MNAUMEHTOB MW  OpraHU3aLUU
31pABOOXPAHEHUS.

PekoMeHnyeTcss mpuBICKaTh IMMAMEHTOB W PAOOTHUKOB CHCTEMBI
3IPABOOXPAHEHUSI K YYaCTUIO B MPOLIECCE MOATOTOBKHA JOKYMEHTOB Ha
HEnpo(EeCCUOHAILHOM SI3bIKE, YTOOBI TrapaHTUPOBATh, UTO MpECTaBsgeMas
uMu uHpopManus OyleT TOJIE3HOW U aJanTUPOBAHHOW JUIS  1IE€JIeBOM
ayIUTOPHUH.

11.1.5.3. Uudopmarnus B mpecce.

K undopmanmu, pasmerniaeMoii B mpecce, OTHOCITCS MPECC-Pen3bl U
npecc-KOH(PEPEHIIUU, KOTOPhie B IMEPBYIO OuYepelb MpeaHAa3HAYCHBI IS
KYPHAJIUCTOB.

YIOJTHOMOYEHHBIE OpraHbl TOCYHApPCTB-WICHOB MOTYT HAlpaBJIsTh
MPECC-PEIIN3bl HAMPAMYK KYPHAJIUCTAM B JOIOJHEHUE K UX PA3MEIICHUIO
Ha calTax YIMNOJHOMOYEHHBIX OPraHOB TOCYAapCTB-YJICHOB, YTO IMO3BOJIUT
KypHAJIUCTaM HaMpsIMyI0 TOJYYUTh MH(OPMAIMIO, KOTOpas COOTBETCTBYET
HAyYHOW  OLIEHKE  YIIOJHOMOYEHHOIO  OpraHa  rocyaapcTBa-4JCHa.
Bzaumonerictsue co CMMU sgBnsgercss BaXHBIM cHOCOOOM oxBara 0OoJjiee
IIMPOKOM ayIUTOPUM, a TaKXKe CIIOCOOCTBYET YKPEIUICHUIO IOBEpUS K

PETYIATOPHON CUCTEME.
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Jlepkarenu perucTpalvoOHHbBIX YIOCTOBEPEHUM MOTYT MOJATOTOBUTH U
OIMyOJIMKOBaTh TMpecC-pein3 C TMPEACTaBICHUEM CBOCH MMO3UIMH  TI0
npobieMe, CBI3aHHOM ¢ OE30MaCHOCThIO, HO OHM JIOJKHBI COJIEPKATh CChUIKU
Ha BCE PETYSITOPHBIE MEPHI, MPUHUMAEMBbIC YIIOJTHOMOYCHHBIM OPTaHOM
rocyilapcTB-wieHoB. (COOTBETCTBYIOIIME BBIMOJHIEMbIE O030pbl JTOKHBI
ObITh yKa3aHbl B J1000W uWH(POpMaIMK, TPEACTABISIEMON JepIKareaeM
PErUuCTPAIIMIOHHOTO YIOCTOBEPEHHUSI.

[TockobKy Tpecc-penu3bl, MOMHUMO J>KYPHAJIHCTOB, MOTYT OBIThH
MPOYUTAHBl JPYTUMH YHTATENsIMH (Hampumep, paOOTHUKAMH CHCTEMBI
3IPaBOOXPAHCHUS, TAIMEHTAMH M IIIUPOKOU ayTUTOPHUEH ), B HUX HEOOXOIUMO
JieNaTh CChUIKY Ha MH(GOPMAIIMOHHBIE MaTepualbl, UMEIOIINE OTHOIIECHUE K
JaHHOUM TmpoOieme mo Oe30macHOCTH. B ciydyasix eciu TOTOBUTCS TakKke
HEIMOCPE/ICTBEHHOE OOpalieHne K pabOTHUKAM CUCTEMbI 3/paBOOXPaHEHUS,
cienyer obecrneunTh uH(pOpMUpOBaHUE PabOTHUKOB CUCTEMBbI
3[paBOOXpAaHEHUs, JUOO0 0 myOnukauuv, JOO OJAHOBPEMEHHO C
nyOnuKalyed Wiu pacrlpoCTpaHEHHWEM IMPEeCcC-penn3a, 4ToObl MPEI0CTaBUTh
BO3MO)XHOCTh ~MEIUIIMHCKUM pPaOOTHHUKAM OBITh TMOATOTOBJIEHHBIMU K
OTBETaM Ha BOTIPOCHI MAIUEHTOB.

B cnyuae ecnu npobGnema 1o  0€30MAaCHOCTH  MPEACTABIISIET
MOBBIIICHHBIA UHTEPEC IS CPEICTB MAacCOBOM MH(pOPMAIMH JINOO B CiIydyae
HEOOXOIMMOCTH JTOBEACHUSA JIO0 HACEJIEHUS MHOTOIUIAHOBOW W CJIOKHOM
uHDOpMaAIMu TO BAXKHOMY IS 3/I0POBBSI  HACEJCHHUS  BOIPOCY,
YIOJHOMOYEHHBIMH  OpraHaMH  TOCYIapCTB-UYJICHOB B Ka4eCcTBE
s dexTuBHOrO MeToa MHGOPMHUPOBAHUSI OOIIECTBEHHOCTH MOXET OBITh
PacCMOTPEH BOIIPOC MIPOBEICHUS MPECC-KOHPEPEHITNH C )KyPHAITHCTaMHU.

11.1.5.4. Be6-caitr.

BeO-caiit IIPEACTABIIAET co0on Ba)KHBIN UHCTPYMEHT

MH(QOPMHUPOBAHUSI HAcEIEHUs (BKJIIOUAs MAIIMEHTOB U PAOOTHUKOB CHUCTEMBI
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37paBOOXpaHEHMsI). YIIOIHOMOYEHHbIE OPraHbl TOCY/1apCTB-WIEHOB, a TAaKKe
JepKaTeNld PErUCTPALMOHHBIX YOCTOBEPEHHUM JTOJIKHBI FapaHTUPOBATh, YTO
BaXkHasl MHQOpMaLKs 10 OE30MaCHOCTH, Pa3MEIlEHHAss Ha KOHTPOJIUPYEMBIX
uMU BeO-caliTax, OyleT JEerkoJAOCTYIIHOM M TMOHATHOM IIOJIb30BATEIISM.
Nudopmanus Ha calTax JOJDKHA I[IOCTOSSHHO OOHOBIATHCS, a JroOas
ycrapeBlias HH(OpManMs JO0KHA OBITh OTMEYEHAa COOTBETCTBYIOLIUM
0o0pa3oM WM y/iaJieHa.

11.1.5.5. lpyrue cpencrsa MHTEPHET-KOMMYHUKALIUH.

Nudopmanus no O0€30MaCHOCTH MOMKET TaKXKe PacHpOCTPAHITHCSA B
UH(}OPMAIIMOHHO-TEIEKOMMYHHUKAIMOHHON cetn «/HTepHEeT» mocpencTBoM
apyrux — BeO-mpuioxenuil. Ilpm  ucnonb3zoBanuu  Oosiee  HOBBIX,
BBICOKOCKOPOCTHBIX KaHAJIOB CBSA3M CIIEAYET NPUHATh HEOOXOAMMBIE MEpHI,
4YTOOBI HE JOMYCTUTh HAPYILIEHUS TOYHOCTH MepeaaBaeMoi napopmanuu. B
KOMMYHHMKAIIMOHHON MpPAaKTUKE CJIEAYET YUYUTHIBATh MOSBISIOLIMECS HOBBIE
CpelICTBa  KOMMYHMKAIlMM, MCHOJb3yE€MbIE  pa3IMYHBIMU  LEIEBBIMU
ayAUTOPUSIMHU.

11.1.5.6. UndopmanmoHHbIe TUChMa B OFOJICTCHHU.

Nudopmanmonnpie nuUCbMa M OHOJUIETEHHM MpPEIHA3HAYEHbl IS
PEryJIIpHOTO MpPEACTaBICHUS HOBOM MHQPOPMALUM O JIEKAPCTBEHHBIX
npenaparax U ux Oe3omacHocTH M 3pdextuBHOCTH. C MOMONIBIO 3TUX
MEXaHW3MOB HH()OPMHUPOBAHUS YMOJIHOMOUEHHBIE OpraHbl TOCYIapCTB-
YJIGHOB MOTYT OXBATUTh OOJBIIYIO ayUTOPHUIO, UCTIONb3Ys BEO-TIPHIIOKEHUS
U pyTHe TOCTYIHbIE CPEACTBRA.

11.1.5.7. BzaumoaeiicTBEe MEXKAY YIOJHOMOYEHHBIMU OpraHamu
rocyaapCTB-4JICHOB.

[Ipy npuUHATAM OJHUM U3 YHNOJHOMOYEHHBIX OPraHOB TOCYIApPCTB-
YWICHOB MEp PEryJATOPHOIO XapakTepa B OTHOLICHWH OIpPEACIICHHOU

npoOIeMbl 0€30MaCHOCTH Y JIPYTUX YIIOTHOMOUYEHHBIX OPTaHOB TOCY/IapCTB-
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YJICHOB MOXKET BO3HUKHYTh HEOOXOJUMOCTh OTBEYaTh HA 3aMpOChl WU
oOMeHuBaTbcsl HMHGOpPMAIIUE IO JTOMY XKE€ BOmpocy. PexkomeHmayeTcs
UCIIONIb30BaTh MEXKPETyIATOpHbIE MH(POPMAIMOHHBIE MaTepuajibl B (opme
JOKYMEHTOB, MOJTOTOBJICHHBIX YIMOJHOMOYEHHBIM OPTraHOM TOCydapCTBa-
YJieHa, B TOMOIIlb CBOMM KOJUIETaM JJisi OTBETOB Ha BHEIIHHE 3alPOCHI WM
obMmeHa nH(popMalei o KOHKPETHOU MpoodieMe Mo 0€30MacHOCTH.

11.1.5.8. OTBeTHI Ha 3aTPOCHI HACEIICHHUS.

YIOMTHOMOYEHHBIE  OpPTraHbl  TOCYJapCTB-WICHOB W JIep)KaTelH
PETUCTPAIIMOHHBIX YIOCTOBEPEHUI JOKHBI pacrojiarath JIeUCTBYIOIIMMHU
CUCTEMaMH pearupoBaHHsl Ha  3alpochl  OTACIBHBIX TpaxaaH o
JIEKapCTBEHHBIX mpemnaparax. OTBEThl JOMKHBI COAEpKaTh WH(OOpMAIIHUIO,
HAXOJSUIYIOCS B OTKPBITOM JOCTYIE, U BKJIIOYaTh B C€0Sl COOTBETCTBYIOLIHUE
pPEKOMEHAINK /ISl MMalMeHTOB U PaOOTHUKOB CHUCTEMBI 3IPaBOOXpPaHEHUS,
IPEJCTaBICHHBIC YIOTHOMOUYEHHBIMH OpraHaMu TOCYNapCTB-4iieHOB. Ecnu
BOMPOCHI  KAacarOTCsl KOHCYJIbTallMd TI0 WHIAWUBUIAYaJbHOMY JIEUCHHIO,
MAIMEHTy CIEAYyeT MOPEKOMEHI0BAaTh OOPATUTHCS K CHEIUATUCTAM CHCTEMBbI
37paBOOXPaHEHHUSI.

11.1.5.9. Jlpyrue cpenctra nepeaaund uHGOpMaIuu.

Kpome  paccMOTpeHHBIX  BbIllIE€  CIOCOOOB  MH(DOPMUPOBAHMS,
CYIIECTBYIOT IpPYyTrHe€ WHCTPYMEHTHI W KaHajbl Nepenadyd WHGOpMaluu o
0e30macHOCTH (HampuMep, MyOJUKAIlMN B HAYYHBIX JKypHAJIaX W KypHaJax
npodeccruoHaIbHbIX OpraHU3aIUi).

HekoTtopeie HWHCTPYMEHTBHI M CHOCOOBI HWH(DOPMHUPOBAHUS MOTYT
UCTIONB30BaThCSl B OOJNACTH YIPABJICHHUS PHUCKAMH, MEPOIPHUATHS 10
MUHUMU3AIUA PUCKOB YaCTO BKIIOYAIOT B CEOS CIEINMAIBHBIE MPOTPAMMBI
uHOOpMUPOBaHUS O puCKaxX. HWHCTpyMEHTBI, WCIONB3yeMbIE B O3THX

[mporpaMmax, TaKHUC KaK IIaMATKH I I[MAaOUCHTOB HIIM PYKOBOIACTBA II0
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0€30MacHOCTH TSI pabOTHUKOB CUCTEMBI 3PaBOOXPAHECHHS,
paccmarpuBaroTcs B pasaene 12 Hactosiux [Ipasuo.

11.1.6. DdbdexTuBHOCTH HHPOPMAIIUU 11O OE30MACHOCTH.

Nudopmanuss no Oe30macHOCTH cuuTaeTcs 3S(PQPEKTUBHOMU, eciu
nepenaBaeMoe  COOOLIEHHWE TPUHHUMAETCS W [OHHUMAETCS  LEJEeBOM
ayIUTOpUEH Tak, KaK TO OBLIO 3aayMaHO, W IIeJieBasi ayIUTOPHUSl pearupyeT
HAa UHQOpMAIMIO TPUHATHEM COOTBETCTByIOIUMX Mep. [  oleHku
a¢dexTuBHOCTH HHGPOPMALMKU AOKHBI HPUMEHSATHCS COOTBETCTBYIOIINE
MEXaHM3MbI, OCHOBAaHHbIE Ha YETKUMX Mapamerpax (mokazarensx). Ha
OCHOBAHUU BBINOJTHEHHON OIEHKH 3((HEKTUBHOCTU JOKHBI OBITH ClIE€JaHBI
BBIBOJIBI,  ONpEIEICHbl  NPUOPUTETBI B  OTHOLIEHWM  JajbHEHIIEH
JESATENIbHOCTH 1O HMHQOPMUPOBAHUIO, a TaKXKe IMpU HEOOXOAMMOCTU
BBINIOJIHEHA aJalTalys HWHCTPYMEHTOB M TIPAKTUKM B HalpaBICHUU
COOTBETCTBUSl MOTPEOHOCTSAM 1ielieBOoi ayautopuu. Jljis ycTaHOBIEHHS
COOTBETCTBHUS uHpopmaru o 0€301acHOCTH TpeOOBaHUSIM
noanyHkra 11.1.2 Hactosmux IlpaBun cienyer wuCHosib30BaTh MOIXOL,
OCHOBaHHBIM Ha ucciaeaoBaHuu. [Ipu nmpuMeHeHnH AaHHOrO MOAXOAAa MOTYT
ObITh COIMOCTaBJICHBbl PA3TUYHBIE PE3YyIbTAaThl, B TOM YHCIEC IOBEACHHUE,
OTHOUIEHUS U 3HAHMUSI.

Hepxarenu PErUCTPALIMOHHBIX yAOCTOBEPEHUI HECyT
OTBETCTBEHHOCTh 3a OIEHKY A(()EKTUBHOCTH MPSAMOTO WHOOPMHUPOBAHUS
MEIUIMHCKUX pPaO0OTHUKOB 0 mpoOmeMam Oe3omacHoctu. Jlepkarenu
PETUCTPALIMOHHBIX yIAOCTOBEPEHUI JOJIKHBI uH(OpPMUPOBATH
YIOJHOMOYEHHBIE OpraHbl TOCYIapCTB-WICHOB O IMOJYYEHHBIX pe3yjbTrarax
OlIeHKH 3((PEKTUBHOCTH MNPAMOro HH(POPMUPOBAHUS, a TaKKe JIHOOBIX
BBISIBIICHHBIX TPYAHOCTSX (HampuMmep, npodiemMax co CIHUCKOM MoJiydaresei
WIM CpOKaMHU W MeEXaHu3MaMH pacnpocTtpaHeHus). COOTBETCTBYIOIINE

KOPPECKTUPOBOYHLIC K TPEAYIIPCAUTCIBHBIC MCPBI JJOJIPKHBI OBITH IIPUHATBI BO
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BCEX CIIy4asix BBISIBJICHUS HEZ0CTaTOYHOU 3(pPEeKTUBHOCTU
HEMOCPEACTBEHHOTO 00paIieHusi K paOOTHUKAM CUCTEMBI 3]paBOOXPAHEHUS.

11.1.7. TpeOboBaHust K CHUCTEME KayecTBa HMH(POPMHUPOBAHUA TIO
0€3011acCHOCTH.

B  coorBerctBUM ¢  TpeOOBaHMSIMH K  CHUCTEME  KayecTBa
UH(GOPMUPOBAHUS IO OE30MACHOCTH, U3JI0KEHHBIMH B pa3/ieie 2 HACTOALIUX
[IpaBumn, Tpedyercs HaJIn4ue COOTBETCTBYIOILINX IpoLEenyp,
00€eCleynBaIINX COOTBETCTBUE HH(POPMUPOBAHUSA IO 0OE30MaCHOCTHU
NpUHLOMNAM, onpenenseMbiM mnoanyHktom 11.1.2 Hacrosmumx IIpaBuin.
JIoKHO OBITH OOECIIEYEHO BBIMOJIHEHUE U IOKYMEHTUPOBAHUE KOHTPOIbHBIX
OpoLEeAyp B OTHOILIEHMH NepeaaBaeMoil MH(opMmanuu Mo Oe30MacHOCTH,

MpeNCTaBISIONIEH cO00M 00BEKT KOHTPOJIS KaueCTRa.

11.2. BzaumoneiictBue B 001aCTU UHOOPMUPOBAHUS
1o 0€30MaCHOCTH Ha TEPPUTOPHUSIX TOCYIAPCTB-UICHOB.

11.2.1. B3aummoneicTBHE YIOIHOMOYEHHBIX OPraHOB TIOCYIapCTB-
YJICHOB B 001acT HH(OPMUPOBaHUS MO OE30MAaCHOCTH JIEKAPCTBEHHBIX
Ipenaparos.

B pamkax HHPOPMAIMOHHOTO B3aMMOACHCTBUS YIOJIHOMOYEHHBIX
OpraHoOB TOCYJApCTB-UJIECHOB YINOJHOMOYEHHBIMU OPTraHaMU BBINOJHIETCS
perynspHbii  oOMeH wuH(poOpMalMeil B  OTHOLICHUM IUIAHUPYEMOM K
pasMeleHrio HHPOPMALIMK M0 OE30MACHOCTH.

11.2.1.1. HenocpenctBenHoe oOpamieHne K paOOTHHKAM CHCTEMBbI
3paBOOXPAHEHUS IO BOMPOCaM O€30MACHOCTH JIEKAPCTBEHHBIX IMPENaparosB,
3apETUCTPUPOBAHHBIX HA TEPPUTOPUSAX TOCYIAPCTB-WICHOB

B ciydae ecnu JeKapCTBEHHBIM IIpenapar 3aperucTpUpOBaH Ha
TEPPUTOPUHU OFAHOTO WJIM HECKOJIBKHUX T'OCYAAPCTB-UJICHOB, YIIOJTHOMOYECHHbBIE

OpraHbl TOCYJapCTB-UJIEHOB OOMEHHUBAIOTCS HHPOpPMAIMe B 4YacTu
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CoIepKaHusi HMH(POPMALMK JUIsl  HEMOCPEACTBEHHOIO  OOpalleHus K
pabOTHHKAM CHCTEMBbI 37PAaBOOXPAHEHHMS M TIUIaHAa HWHGOPMHUPOBAHUS,
OPOIMICAIINX  MPOIEAYPY  COIIaCOBAaHUSA.  YIIOJHOMOUYCHHBIC  OpPTaHbI
rOCyIapCTB-YICHOB OOMEHMBAIOTCS OKOHYATEJIbHBIM BapUaHTOM
uH()OPMAITMOHHOTO MaTepuaja U IUlaHa Tepemadyud  uHdopMaruu ¢
UCITIOJIb30BAaHUEM CHUCTEMbI HH()OPMAITMOHHOTO B3aUMOICHCTBUA.

11.2.2. TpeboBaHMS K AeprKaTEISIM PETUCTPAIIMOHHBIX Y/I0CTOBEPECHHUIA.

Jlepkarenn PETUCTPAITMOHHOTO YI0CTOBEPCHHUSI 00s13aH
WHOOPMUPOBATH  YIMOJHOMOYEHHBIE OpraHbl  TOCYJApCTB-YICHOB, Ha
TEPPUTOPUHU KOTOPBIX 3apETHCTPUPOBAH JICKAPCTBEHHBIN Mperapar, 0 CBOEM
HAMEpPEHUHU cJejarh NMyOIrMYHOe COoOoOIIeHne, Wih HHPOPMUPOBAHUE, WIIU
pa3menieHre  wmHpopMamuu,  OTHOCAMICWCS K MHGOpPMAIUM  TI0
dbapMakoHa130py, WK MPodIIeMaM, CBSI3aHHBIM ¢ 0€30MaCHOCThIO, & TAKXKE C
IpUMEHEHUEM COOTBETCTBYIOIIIECTO JICKapCTBEHHOTO npernapara.
[IpencraBnenne wWHGOPMAIIMK YIOJTHOMOYEHHBIM OpraHaM TOCYIapCTB-
YWICHOB C IEJbI0 MH(MOPMUPOBAHUS M TOJYYCHHUS COITIACOBAHUS JIOJKHO
OBITH C/IEJIAaHO C YCIIOBUEM 3alpeTa Ha ee MyOIHMKaIMIo O UCTEYCHHS CPOKa,
KaKk MUHAMYM 24 daca 10 ee IMyOJuKamuu. YBEIOMJICHUE yIOJTHOMOYEHHBIX
OpraHOB  TOCYIAapCTB-YJICHOB  OJHOBPEMEHHO C  IPEACTABICHHEM
uH(OpPMAITMU HACEJICHUIO BO3MOKHO TOJIBKO B MCKITFOUHUTEIBHBIX CIIydasx U
M0 BECKUM TPUYUHAM.

K Takum ciydasM w TpUYMHAM OTHOCSTCS OOOCHOBaHHAas yrpo3a
YKU3HHM, 3JI0POBBIO WM OJIArOIOTYYHIO MIUPOKUX CIIOCB HACEICHHS, a TaKKe
ClIydau, OTpe/ie]ICHHbIC U 000CHOBaHHBIC (MCXO U3 MPEIEACHTHOTO OTIbITA)
B PykoBojaCTBE 10 KadecTBY CHCTEMBI (apMakoHaa30pa Jepikaress

PETUCTPATUMOHHOIO YAOCTOBCPCHMUA.
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Jepxarenb PEruCTpaImOHHOTO YIOCTOBEPEHHUS HEeCceT
OTBETCTBEHHOCTh 32 OOBEKTUBHOCTH W TOYHOCTH IMPEACTABISIEMOM
HACEJICHUIO0 UH(POPMAIUH.

B ciywae ecinum pepxkarellb  pETUCTPALMOHHOTO  yAOCTOBEPEHUS
noinyyaer HHGOpPMALUIO O TOM, 4YTO TPEThsl CTOPOHA HaMEpEeBaETCs
pacmpocTpaHuTh WH(POPMAIKIO, KOTOpas MOXKET MOBJIHATh Ha COOTHOILIEHUE
«TOJB3bl — PUCKA» JIEKAPCTBEHHOTO TMperapara, 3aperucTpUpPOBaHHOTO Ha
TEPPUTOPUSIX roCy/1apCTB-UJICHOB, JepKaTeb PErUCTPALIMOHHOTO
YIOCTOBEPEHUSI JIOJKEH COOOIUTh 00 3TOM B  COOTBETCTBYIOIIHE
YIOJIHOMOYEHHBIE OpTaHbl TOCYIapCTB-YICHOB.

11.2.3. B3aumopelicTBrE ¢ TPETBUMHU CTOPOHAMMU.

TperbuM cTOpOHAM (HAy4yHBIM J>KypHallaM, Hay4HbIM OOIIECTBaM,
OpraHu3alusiM MaIlMeHTOB U  JIp.) pEKOMEeHIyeTcs WHOOpMUpPOBaAThH
YIOJIHOMOYEHHBIE OpraHbl TOCYIApCTB-YICHOB O TOSBISIONICHCS HOBOM
uHpopmaru o 0€301acHOCTH JIEKApPCTBEHHBIX Mpenaparos,
3aperucTpupoBaHHblx B pamkax Coroza. B ciydae ecnu miiaHupyercs
nyOnuKanus JaHHOW WHGOPMAIMK, HEOOXOAWMO O3HAKOMHUTh C HEH

YIOJHOMOYEHHBIE OpraHbl FOCYIapCTB-WICHOB JI0 €€ MyOIHKaIUu.
12. Mepbl MUHMMU3AIMU pPUCKA
12.1. Beenenue

Mepsl MHUHUMH3AaIIMKM pPHCKAa TMPEACTABISIIOT COOOM  JIEMCTBHS,
HAMpaBJICHHBIC HA TMPEIOTBPAILCHUE PAa3BUTHUS HEKEIATEIbHBIX PEAKIINH,
CHIDKCHUE YaCTOThl pAa3BUTUS WJIM CTENEHU TSHKECTH HEXKEIaTeIbHbIX
peakiuii, a TaKXe MHUHUMHU3AIMI0 HEOJarompusiTHBIX  TOCIEACTBUM
BO3JICHCTBUS Ha TMAIMEHTAa IPU PA3BUTHUU HEXKEIATEIbHOM pEeakiuu Ha

JIEKapCTBEHHBIN Mpenapar.
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Mepbl MUHUMHU3ALMKU PUCKA, BKIIFOUEHHBIE B TAHHBIM MOIYJIb, JOKHBI
paccMarpuBaThCsi B KOHTEKCTE OCHOBHOM uacTu TpeOOBaHUN K cUCTEME
MUHHUMM3ALKUNA PUCKA B COOTBETCTBUHM C paszienoM 6 HacTosiux [IpaBui.

Mepbsl MUHHMHM3allUMd PUCKA MOTYT BKJIIOYATh PYTUHHBIE MEpHI
MUHHUMM3ALUAA PUCKA WM JIONOJIHUTEIbHbIE MEPbl MUHHUMH3ALUHA PHUCKA.
PyTuHHBIE MEphl MUHUMU3ALMN PUCKA, YKa3aHHbIE B pazjene 6 HaCTOSIIUX
[TpaBui, pacnpoCTpaHsIIOTCS Ha BCE JIEKAPCTBEHHBIE MTPENapaThl.

BonbmMHCTBO MpoOsieM, CBSI3aHHBIX C O€30MACHOCTBIO, MOTYT OBIThH
HAJUIeKAIIMM 00pa3oM YNpaBiATbCS PYTUHHBIMH MEpaMH MHUHUMU3AIUU
pUCKa, OJHAKO B OTHOUIEHMHM HEKOTOPBIX PUCKOB PYTHUHHBIE MEPHI
MUHUMU3ALUA PUCKA MOTYT OBbITh HEIOCTATOYHBIMU, W AJi1 0OecredeHUs
HAJUIEKAILErO YIPaBICHUS pPUCKaMU M (WJIM) YIY4YIICHHUS COOTHOLIEHUS
«I10J1b3a — PUCK» JIEKAPCTBEHHOI'O IIpenapara NOHa1004TCs TOTIOIHUTENBHbIE
MEphbI YIIPaBICHUS PUCKAMHU.

JlanHbIil  paszznen  COAEPKUT  PYKOBOACTBO IO  MPUMEHEHHIO
JOTIOJIHUTEIbHBIX MEp MHUHUMHU3aLMKW pUCKa U BBIOOPY HHCTPYMEHTOB
MUHHUMM3ALNANA PUCKA.

Mepbl MUHUMU3ALMU PUCKA OMPEAETAIOTCS Ha OCHOBAHUM MpPOOJIEM,
CBSI3aHHBIX C O€30MaCHOCTbIO, MPEACTABICHHBIX B CHEHU(PUKALUMU TIO
oe3onacHocTu. Kaxayro nmpobieMy, CBA3aHHYIO ¢ O€30MAaCHOCTBIO, CIEIYET
paccmarpuBaTh B MHIWBUIYaJbHOM TMOpsiAKEe, TpH BbIOOpE Hauboee
1enecooOpa3Hol Mepbl MUHUMH3ALUUMU PUCKA HEOOXOOUMO YYHUTHIBATh
CEPbE3HOCTh MOTCHIMABHBIX HEXKEJaTeIbHbIX pEaKIui, CTeNeHb UuX
TSKECTH, MNPEIOTBPATUMOCTh WM KIWHUYECKUE ACHCTBUA, HEOOXOIMMbIE
JUISl CHUDKEHHSI PUCKa, TTOKa3aHUsl K MPUMEHEHHIO, TyTh U COCO0 BBEACHUS
JIEKapCTBEHHOI'O IIpenapara, LeJeBble MONYISUUA W THUIl YUYPEKACHUU

3/IPaBOOXPAHECHUS, TI€ TPUMEHSETCS JICKAPCTBEHHBIN Mpenapar.
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[IpoGnema, cBsizaHHas ¢ OE€30MACHOCTHIO, MOXKET OBITH aapecoBaHa
Oojiee 4eM B OJHON Mepe MO0 MUHMMHU3AIMKU PUCKA, a ONpEAeNICHHAas Mepa
MUHUMM3ALUUA PHUCKA MOXET pPACHpPOCTPaHATHCS 0Oojiee 4YeM Ha OJHY
npobaeMy 1o 6€30MacHOCTH.

Hepxarenn PETUCTPALIMOHHOTO YAOCTOBEPEHHUS HECET
OTBETCTBEHHOCTH 32 00ECIIEUeHUE HAJJISKAIIET0 KOHTPOJIS BBHITIOJIHEHUS MEp
MHUHUMM3AIMA  PUCKA,  KOTOPBIE  BKJIKOYEHBI B  CONIACOBAaHHBIN
YIIOJTHOMOYEHHBIMU OpraHaMu rocyaapcts-wieHoB [IYP wumum  koropsie
c(hOpMyYIHPOBaHbI KaK YCIOBHS TOCYyJapCTBEHHON pETUCTpalUu.

YNOJIHOMOYEHHBIE OPraHbl TOCYIapCTB-WICHOB HECYT OTBETCTBEHHOCTh
34 KOHTPOJIb PE3YyJIbTaTOB BBEICHUSA U PEANM3AMU MEP MUHUMU3ALMU PUCKA,
KoTopbie BKItOYeHBI B IIYP mnm xoropsie chopMmynnpoBaHbl KaK YCIOBHS

rOCy1apCTBEHHOW PETUCTPALIUHU.
12.2. CTpyKTypsl B IPOLIECCHI

12.2.1. O61me TpUHIIUIIBI.

Meppl MUHUMHU3AUUA PUCKA HMMEIOT CBOEH LEJIbI0 ONTUMHU3ALUIO
6e3omacHOro M 3()(PEKTUBHOTO HMCTIOIB30BaHMS JIEKAPCTBEHHOIO TMperapara
Ha MPOTSKEHUU BCETO KM3HEHHOTO HUKJA. COOTHOIIEHUE «I10JIb3a — PUCK»
JIEKapCTBEHHOTO TIperapara MOKET ObITh YAYYIIIEHO IMyTeM CHHXCHUS pUCKa
U CTENECHU TSDKECTH TMOCIEACTBUNA HEXEIaTebHbIX pEeakIuid, a Takxke
ONTUMHU3ALUKM MOJB3bl MYTEM IEJIEBOro Mnojdopa W (WIH) HCKIIOYEHUS
NalMeHTOB ~ MO0  NyTeM  THIATEIbHOIO  MOHUTOPUHIA  JICYEHUS
(cnenuduyeckass cxemMa MOpHeMa, COOTBETCTBYIOIIUM  J1aOOpaTOPHBIN
MOHUTOPUHT, TOCIEAYyIOlee HAOMIOACHUE 3a MalMeHTaMu W T.J.). Mepbl
MUHUMU3AIMNA PUCKA JOJDKHBI SBISITHCS PYKOBOACTBOM JUIsI OMTHUMAJILHOTO
UCIIOIb30BaHUsl JIEKAPCTBEHHOIO Mpernapara B MEIUIIMHCKONW MPaKTUKE B

OCJAX IrapadHTHU IIPCAOCTABICHUS OIITUMAJIBHOI'O JICKAPCTBCHHOI'O IIPCIlapara
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JUIS  OIPENEIICHHOTO ITallMeHTa B OITMMAJbHOM J103€ B HYKHOE BpeMms
CIICLIMAJIUCTOM, HMEIOIIMM HAJUIEKAIIYH0 IIOATOTOBKY II0 HAa3HAYCHUIO
JIEKQPCTBEHHOIO Tpenapara U BEACHUIO MAIMEHTa, a TAKXKE C JIOCTOBEPHOU
uH(popMaIen 1 NMpy HaJIJIekKaIeM KOHTPOJIE.

CymiecTByeT psifi pa3HOOOpPa3HBIX METOJIOB, UCIIOIB3YEMBIX B KaU€CTBE
JOIIOJIHUTENBHBIX MEp MUHUMU3ALUU pUCKA. JIaHHBIN pa3fesn peryaupoBaHus
oOpareHus JeKapCTBEHHBIX MIPEnapaTroB HAXOAUTCS B CTAJANN HEMPEPHIBHOTO
Pa3BUTHUSI, U UMEIOIITUECS METObI OYIMyT AOMOJHATHCS HOBBIMHU, B TOM YHUCJIIE
OPUEHTUPOBAHHBIMU Ha 0OJIee IIUPOKOE HCIOJIb30BaHWE MH(POPMAIIMOHHBIX
TEXHOJIOTUH.

YcrnemHoe OCyHIECTBICHUE JOIOJMHUTENBHBIX MEp MWHHMHU3ALUU
pucka TpeOyeT ydacTHsi BCEX 3aMHTEPECOBAHHBIX CTOPOH, B TOM YHCIIC
JIepKaTeJIe PEruCTPallMOHHBIX YIOCTOBEPEHHUM, MAIMEHTOB U COTPYAHUKOB
CHUCTEMBI 3/IPAaBOOXPAHCHUA.

JlonoHUTENbHBIE MEPHl MUHMMU3ALMU PUCKA JOJDKHBI UMETh YETKO
OTIPENCTICHHYIO II€Ib, COOTBETCTBYIONIYIO OOINEH IeId MHUHUMHU3AINH
cnenuUUecKux PUCKOB W (WMJIM) ONTHUMHU3AIMHN COOTHOIICHHUS «IOJIb3a —
puck». KOHKpeTHBIE L€ U 3apaHee ONMPEACICHHBIE MapaMeTphbl OLECHKU
JTOCTUKEHUSI TIOCTABIICHHOW IEIM C KIIOUEBBIMH ATallaMU JOJKHBI CTaTh
PYKOBOJICTBOM IPHU Pa3pabOTKE JIOMOTHUTEILHBIX MEP MUHUMU3AIIUN PUCKA.

JlomxeH OBITH OOEcCIeYeH HaJUICKAIMUA MOHHTOPUHT TIO 3apaHee
OTIpeIeISIEMBIM TIapaMeTpaM Kak Ha dTare BHEAPCHHS, Tak U dPHEKTUBHOCTH
B MPOILIECCE U TTI0 OKOHYAHUIO BBHITIOJTHEHHS.

XapakTepucTtuka TpoOJeMbl, CBA3aHHOM ¢ 0E€30MacHOCThIO, B
KOHTEKCTE XapaKTEPUCTUKU COOTHOIICHUS MOJIb3bl U PHUCKA JIEKAPCTBEHHOTO
npernapara, TEpaneBTUYECKOM 3HAYMMOCTH JIEKAPCTBEHHOTO MIpernapara,
IEJEBOM TMOMYJSIMUA W HEOOXOAUMBIMHU KJIMHUYECKUMHU JEHCTBUSIMH,

HalIPpaBJICHHBIMHX HAa MHHHMMHM3AIHUIO PHUCKA, ABJISACTCA Cl)&KTOpaMI/I, KOTOPBIC
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HEOOXOJUMO YYHUTHIBaTh MpU BBIOOpPE MHCTPYMEHTOB WM METOJOB
MUHUMU3ALUA PUCKA U CTPATErMM BHEAPEHUS MEpP MUHUMH3ALUU PHUCKA C
LEeNbl0 OO0EcreYeHus: JOCTUKEHUS JKEIAeMbIX pe3ylIbTaroB IO OXpaHe
OOLIECTBEHHOTO 3/I0pOBbsl. BBINOIHEHUE pEryaspHOM MPOMEXYTOUHON
OLICHKU 3(P(HEKTUBHOCTU PEANM3yEMbIX MEP MHUHMMH3ALMHN PUCKA JOJIKHO
ObITh HaIpPaBIIEHO HA CBOEBPEMEHHOE BBISBIEHUE HUX HEAOCTATOYHOU
3pQEKTUBHOCTH U  BHEAPEHUE COOTBETCTBYIOUIMX KOPPEKTHPYIOIIMX
MEPONPUATHM.

[L1an Mo MUHUMHU3AUKA PUCKA SBJISETCS COCTABIIONIEN YacThio 1TYP.
[11aH N0 MMHUMU3AIMHU PUCKA JOHKEH BKIIIOYATh CIEAYIOIIUE pa3/Ieibl:

a) 000CHOBaHHE HEOOXOAMMOCTH BBEACHHUS JOMOJIHUTEIBHBIX MEp
MUHUMHU3ALUA pUCKAa (B CBSI3UW C  OMNpEAENEHHBIMH  MpoOiemMaMu
Ooe3omacHocTH). B 1maHHOM paszene JOMKHO ObITh  CHOPMYIHPOBAHO
000CHOBaHHE TMPEIOKEHHBIX JOTOJHUTEIBHBIX MEp MHUHUMHU3AIMU PHUCKA,
KOTOPO€ JIOJ>KHO BKJIIOYATh KOHKPETHBIE LIENIU MO0 KaXKA0W U3 MPEAJIOKEHHbBIX
mep. JommkHO OBITh JaHO YETKOE ONUCAaHUE TOro, Kak IMpeajaraemast
JOTOJIHUTENbHAS Mepa MHUHUMHM3alMd pHUCKa OygeT HampapieHa Ha
KOHKPETHYIO TPO0JIeMy, CBA3aHHYIO ¢ 0€30aCHOCTHIO;

0)omnucaHue ONOJHUTEIbHBIX MEpP MHHUMHU3ALMKU pUCKa. B maHnHoM
pasznene  JOMKHO ~ OBITh ~ NPEACTABICHO  ONHMCAaHUE  BBIOpaHHBIX
JNOTIOJHUTEIBHBIX ~MEP MHUHMMHU3ALMK  PUCKA, BKIIOYas  OMNUCAHUE
UHCTPYMEHTOB MJIM METOAOB, KOTOpbIE OyIyT MCIIOJIB30BAHbBI, M KIHOUEBBIX
AIIEMEHTOB CO/ICPKAHUS,

B) IUIaH BBINOJHEHUS. B 1aHHOM pazzene JoMKHO ObITh MPENCTABICHO
noJipoOHOE ONMHUCAaHUE MPEAJIOKEHUIM MO BBHIOJIHEHUIO JIOMOJIHUTEIIBHBIX MEp
MUHHMM3ALUMA  PUCKAa  (HAmpUMep, XapaKTepUCTUKA  BMEIIATEIbCTB,
neTanbHas uWHGOpManuUs O LEJIEBOM ayaquTOpUH, IUIaH MPOBEACHUS

00pa3oBaTeNbHBIX MPOrpamMM U (WJIM) PacIpOCTPaHEHUsT 00pa30BaTEIbHBIX
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UHCTPYMEHTOB, MEXaHHW3M KOOpJAMHALMHA JAaHHBIX MeEp C JpyruMH
JepKaTeNIIMA PETUCTPALMOHHBIX YI0CTOBEPEHUH, P HEOOXOUMOCTH);

r)IUIaH OLIEHKU. B 1aHHOM paznene JOKEH ObIThb MPENICTABIICH
noJpOoOHBIA IJIAaH C KJIOYEBBIMM JTalaMu IO OLEHKEe 3(PQPEeKTUBHOCTH
JOTIOJTHUTEIBHBIX MEP MUHHUMH3ALMU PUCKA C TOUYKU 3PEHUS BBINOIHEHUS
3alJIJaHMPOBAHHOTO TIpoLlecca M C TOYKM 3pEeHHs OOIIMX IOKa3areneu
BIIUSIHHS HA MCXO/bI (HApUMeEpP, CHUKEHHE PHUCKA).

12.2.2. Mepbl MUHUMU3AIUHA PUCKA.

JlononHuTENbHBIE MEpbl MHHUMU3AIMM pUCKA MPEeJIaralTcs B
clly4yasix, €CJIM OHHM OLEHHMBAIOTCA Kak yCJIOBHS 0€30IacHOTO U
3(p(PEeKTUBHOIO HCMOIb30BaHUS JIEKapCTBEHHOTO Mpenapara. [Ipennaraemblie
JOTIOJIHUTENbHBIE MEphl MHUHUMHU3ALUU pPHUCKA JOJKHBI OBITh HAy4YHO
O00OOCHOBaHHBIMHU, & TAaKX€ JIOJDKHBI pa3padarbiBaTbCd M MPEICTABIATHCS
CHEIUATUCTAMU C COOTBETCTBYIOIIEH KBAM(PUKALIEH.

JlonoaHuTENbHBIE MEPHI MUHUMH3AIIMN PUCKA MOTYT UMETh Pa3IMYHbIE
LMW, AU3aiH, LEJIEBYI0 ayIUTOPUI0 U CIOXHOCTb. OJTH MEpPbl MOTYT
UCIIOJIB30BaThCsl C LIETBI0 OOeCTeYeHsl Haajexalled Mpoueaypbl BbIOOpa
COOTBETCTBYIOIIUX  MAI[MEHTOB, [JIsi KOTOPBIX II0JIb3a TMPUMEHEHUS
JIEKapCTBEHHOI'O Tpernapara IMpEeBbIIIaeT PUCK, U HCKIIOYEHHUS MalUeHTOB,
KOTOPbIM TMPUMEHEHUE JIEKAPCTBEHHOTO TIpernapara MpOTHUBOIOKA3aHo,
C LENpl0 00ECHeYeHUs HaJIeKAIEr0o MOHUTOPUHIA TEpanvud, MMEIOIIEro
OTHOUIEHUE K KOHTPOJIIO BaXXKHBIX PUCKOB M (WIJIM) HAJIEKALIETO YIPABICHUS
HEXEeJIaTeIbHOM peakluen B cilydae €€ pa3BUTHS.

JIoNOTHUTENBHO MOTYT OBITh pa3paloTaHbl CHEHU(PUUECKHE MEPbI
MUHHUMM3ALUNA PUCKA B OTHOIIEHUU PUCKA MEAUIMHCKON OIIMOKHU U (WJIK) B
Hensax o0ecrneyeHus: Haiiexallero Ha3HaueHus JJEKapCTBEHHOIO Mperapara B

Cllydasiax, €CJIM JOCTHIKCHHUC ATOM OCJIK TOJIBKO ITOCPCACTBOM IIPCACTABIICHHA
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uHopmanu o jgekapcrBeHHoM npenapare B UMII (JIB) unu undopmaniuu
Ha STUKETKE SBIISIETCS MPAKTUYECKU HEOCYIIECTBUMBIM.

Ecnu cienan 3anpoc Ha JIOMOTHUTEIbHBIC MEPhl MUHUMM3AIIMKU PUCKA,
000CHOBaHME I 3ampoca JOJKHO OBbITh JOKYMEHTHPOBAHO, a TaKke
JIOJDKHO OBITh CJICJIAHO YKa3aHUE KOHKPETHBIX MPOOJIEM, CBSI3aHHBIX C
0€30MacHOCThIO, W TPENCTABICHO JAeTalbHOE IUIAHUPOBAHUE JTAIoOB
BBITIOJTHEHUS. MEP MUHUMU3ALMU PUCKOB U UX OLEHKHU.

JlonmoJIHUTENbHBIE MEpPbl MUHUMH3AIMM PUCKOB MOTYT BKJIIOYATh
CJIEIYIOILHE:

a) oOpazoBarebHas IPOrpaMMma;

0) mporpamma KOHTPOJIHPYEMOTO T0CTYIIA;

B) JpYrye€ MEpbl 10 MUHUMU3AIUU PUCKA.

12.2.2.1. OOpa3oBareiibHas IporpamMma.

JlonoJIHUTENbHBIE MHCTPYMEHTBHI WJIM METOJIbl MUHUMU3ALUKM PUCKA,
KOTOpbIE MOTYT OBITh HCIIOJIB30BaHbI B 00pa30BaTEIbHOW MpOrpaMme,
OCHOBaHBI Ha 11€JIEBOM MH(POPMUPOBAHUU C TPEICTaBICHUEM WH(OpMaIuy,
cogepkamerics B OXJII wmu UMIL (JIB). Jlrob6oit obOpa3oBarenbHbIN
Marepuana JOKEH ObITh OPUEHTUPOBAH HA JOCTHIXKEHUE OIPEACICHHBIX
1eae MUHUMU3AIUY PUCKA.

[lenpto oOpa3oBaTeNbHOM MOPOTPaMMbl  SIBISICTCS ~ ONTHUMM3ALIMS
NPUMEHEHUSI JIEKAPCTBEHHOIO IIpernapara MOCPEJACTBOM  MO3UTUBHOTO
BJIMSIHUS HA JICUCTBUS COTPYJHUKOB CUCTEMBI 3/IPABOOXPAHEHHUS U MAlMEHTOB
B LIEJIIX MUHUMU3AIUKU pucka. OOpa3oBaTeIbHbIe MaTepUalibl TOKHBI ObITh
CO37IaHbl HUCXOJ M3 TPEANOJOKEHHUS, UYTO CYIIECTBYET MPAKTUUYECKU
BBITIOJTHUMAsT M JIEMCTBEHHAsl PEKOMEHAAIMs JJIs IEJIE€BOr0 0O0pa3oBaHUs U
YTO NPUMEHEHHE [AHHOW MEpPbl CUYUTACTCS BAXHOW W 3HAYMMOW JUJIA

MHWHHUMMA3AIWHU PUCKA U (I/IJ'H/I) OITHUMU3AIHNH COOTHOIICHHUSA «I10JIb3a — PUCK)).



317

Hcnonb3dyemble B~ KOHTEKCTE  00pa3oBaTelIbHOM  IPOrpamMMBI
oOpa3oBareibHble HWHCTPYMEHTBHl MOTYT HMMETh HECKOJIBKO Pa3Iu4HBIX
LEJEBbIX ayIUTOPHIl, MOTYT OBITH HallpaBieHBbI Oosiee 4yeM Ha 1 mpoOliemy,
CBSI3aHHYIO C 0€30MaCHOCTBIO, M MOTYT NE€peNaBaThbCsl C HMCIOJb30BAaHUEM
KOMOMHAIIMM ~ MHCTPYMEHTOB M  CpPEICTB  MaccoBOM  uH(pOpmanuu
(ma  OyMaXxHOM  HOcWTENe, ayauo, BHACO, B  HH(PpOpMAIIMOHHO-
TEJICKOMMYHUKAIMOHHON ceTu «VHTepHeT», NepCoHaNbHOE OO0y4YeHHE).
Pekomenayercs npeicTaBlieHUe MaTepruaioB B Auana3zoHe (popMaToB B LIESAX
oOecrieyeHusi 10CTyna, B TOM 4YHCIIE€ B CIy4yae BBIXOAA U3 CTPOSl CPEACTBa
UH()OPMUPOBAHUS WM HEBO3MOXHOCTH HCIONb30BaHUA HH(OPMAIMOHHO-
TEJICKOMMYHUKAIMOHHOU ceTu « THTEpHETY.

Conepxanue 0OBIX 00pa30BaTEIbHBIX MaTepUaioB JIOJDKHO OBITH
MOJIHOCTBIO COIVIACOBAHO C JACHCTBYIOIIEH OM0OpeHHOW HH(pOpMalMer Ha
nexkapcTBeHHbIM mpenapar, Takod kak OXJIII wnaum UMII (JIB). DnemeHThbI
pekiaMbl (OpsIMblEe WJIA 3aBYyaJIMPOBAaHHBIE) HE JOJDKHBI BKJIIOYATHCS B
cofiepkaHue. AKIEHT 00pa3oBaTeIbHBIX MaTEpPUANOB JTOJDKEH OBITH ClelaH
HAa pHCKH, HUMEIOIIME OTHOILICHHE K JIEKAPCTBEHHOMY Mpenapary, Hu
yIOpaBJIE€HUE TAKUMH PUCKaMH, TPEOYIOUIMMH JIOTIOJTHUTEIBHBIX MEp
MUHUMU3AIUNA PUCKA.

Jrobass obOpazoBarenbHas mporpamMma JOJKHA OBbITh TMOJIHOCTHIO
OTJEJICHa OT PEKJIAMHBIX JCHCTBUI, a KOHTAKTHYI0 WH(OPMAIUIO Bpadyel u
NAlMEHTOB, MOJYYEHHYIO IOCPEACTBOM O0O0pa30BaTEIbHbIX IPOrpamM, HeE
ClIeTyeT UCMOIb30BaTh B PEKJIAMHBIX IIEJISIX.

OOpazoBarenbHble  MHCTPYMEHTBI,  OINHUCAHHBIE  HUXKE, MOXKHO
paccMaTpuBaTh B WHAWBUIYAJIbHOM TIOpPSIAKE WJIM B KOMOWHAIIMU TIPH
pa3paboTke o0O0pa3oBaTEIbHOM MpOrpaMMBl B IEIIX JOMOJHHUTCIHHOMN

MHUHHUMMA3AlIWHU PHUCKA.



318

12.2.2.1.1. O6pa3oBarenbHbIe HHCTPYMEHTHI.

OO6pazoBarenbHbIe WHCTPYMEHTHI JIOJDKHBI HMETh  OIPEACICHHYIO
HaIlpaBJICHHOCTh W BKJIIOYaTh OJHO3HAYHOE ONPENICIICHHE pPHUCKA IO
paccMarpwBaeMo  mpoOiieMe, XapakTEpPHCTHKYy JaHHOTO pHUCKa U
KOHKPETHBIX JCHCTBUI, KOTOPHIE TOJDKHBI OBITH MPEANPUHATE PAOOTHUKAMU
CHUCTEMBI 3ApaBOOXpaHEHUs] W (WJIM) MAIlUEHTaMHU B IEIAX MUHUMHU3AIUN
TaKHUX PUCKOB.

JanHas wHGOpMAIMs JOJDKHA OBITh aKIICHTHPOBaHA Ha YETKO
OTIPEJCICHHBIX JCHCTBUSX, HWMEIOIIMX OTHOIICHHE K CIeIU(PUICCKIM
npobiaeMaM 1Mo Oe30MacHOCTH B IJIJaHE MUHMMU3AIMU PUCKA, U HE JOJKHA
BKJIIOYATh MH(POPMAITHIO, KOTOpas He MMEeeT HEMOCPEACTBEHHOTO OTHOIICHUS
K TmpoOiemMe 1o 0Oe30MacHOCTH M KOTOpas HaIeKamKuM o0pa3oM
npeactasieHa B OXJIIT wiu UMIT (JIB).

OnemeHTsl WHGOPMANMHM IS BKIIOYEHUS B 00Opa3oBaTeIbHBIC
WHCTPYMEHTHI WJIM METOJBI MOTYT MPEAYCMaTPUBaTh:

a) PYKOBOJICTBO IO Ha3HAYCHUIO JICKAPCTBEHHOTO TIperapara, BKIroUYas
BBIOOpP MarMeHTa, KOHTPOJAb W  MOHUTOPHWHI, HaIlpaBJICHHBIE Ha
MUHHAMH3AIAIO BAYKHBIX BEIOOPOYHBIX PHUCKOB;

0) PYKOBOJICTBO TIO YNPABIICHUIO TAaKUMH PUCKaMH (ISl COTPYIHHUKOB
CUCTEMBI 37JPaBOOXPAHCHHMS, TTAIIMEHTOB WJIX JIUII, OCYIIECCTBIISAIONINX YXO/I 32
HUMH);

B) PYKOBOJCTBO IO TPEACTABICHHIO HWH(POpMAIMU O BBISIBICHHBIX
HEXEJIaTeIbHBIX PEaKIUAX, MPEACTABISAIONINX OCOOBIM HMHTEpec It
XapaKTePUCTHKHU OTPEIEIICHHOTO PHCKa.

12.2.2.1.1.1. O6pa3zoBaTenbHble HUHCTPYMEHTHI WM  METOIBI  JJIst
COTPYIHHKOB CUCTEMBI 3/IpaBOOXPAHCHUSI.

[lenpto m0OOTO 00Opa30BATEILHOIO WHCTPYMEHTA WM METoAa JUIst

COTPpYAHHKOB CHUCTCMBI 3APaBOOXPAaHCHUA ABJACTCA npcaACTaBJICHUC
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cnenuUUecKux  peKoMeHAaIui 1o IPUMEHEHUIO, u (nn)
NPOTUBOINIOKA3aHUM, W  (WIM)  TPEIOCTEPEKCHHM,  CBA3AHHBIX  C
JIEKApCTBEHHBIM MPENapaToM U CeuPUIECKUMU PUCKAMU, HYKJIAIOIIUMUCS
B JIOMOJIHUTEIBHBIX MEpaxX M0 MUHUMU3ALUK PUCKA, BKITIOYAS:

a) BBIOOD MAIMEHTOB;

0) METOIUKY JICUEHHUS, PEKUM JO3UPOBAHUS, KOHTPOJIb U MOHUTOPHHT

B) CHEIUAaJbHbIE aJIMHHUCTPATUBHBIE TMPOLEAYpPhl WIM  OTIYCK
JIEKapCTBEHHOTIO MIpenapara;

r) AeTajibHas HHPOpMaLUs, KOTOPYIO HEOOXOIMMO MpEACTaBUTH
NalMEeHTaM.

Br16op ¢opmara 06pa3oBaTensHOr0 HHCTPYMEHTA WM METO/Ia 3aBUCHUT
oT mpeacraBmsiemot uHbopmanmu. Ecaum  HeoOXomMMO — COBEPIIHMTH
ONPEACICHHOE  KOJMWYECTBO  JEWCTBUM  Mepel  BBIIMCKOM  penenra
WHJUBUYAJIbHOMY MAaIlMEeHTy, TO MOAXOASIIUM (POpPMATOM MOXKET OBITh
KOHTPOJIbHBIN JIUCT. DopMaT OpOIIIOPEI MOKET ObITh 00JIee TTOAXOSAIIUM JIJIsI
OCO3HAHMSI CHEUUAIUCTAMU KOHKPETHBIX PUCKOB C aKIIEHTOM Ha pPaHHEM
BBISIBJICHUW W YTPABICHUU HEXENATEIbHBIMU PEaKIHUsIMHU, B TO BpeMs Kak
MJIaKaThl MOTYT COJIEPkKaTh MPUMEHUMBIE TEPAIIEBTUYECKUE PYKOBOJICTBA HIIH
CXEMbl TIpUeMa JIEKAPCTBEHHOro mpenapara. Moxer ObITh OTAAHO
npeanoyTeHue ApyruMm (Qopmaram, B 3aBUCUMOCTH OT HaIPaBIECHHOCTH,
o0bemMa nHpOpMaITNH, IEICBOU ayTUTOPUHU U MHBIX (DAKTOPOB.

12.2.2.1.1.2. OOpa3zoBareiabHble HMHCTPYMEHTHI WM METOIbI st
NAlMEHTOB U JIUII, OCYIIECTBISIOMINX YXO/l 32 HUMH.

OO6pazoBarenbHbIC THCTPYMEHTHI UM METOJbI ISl TIAlIMEHTA JIOKHBI
OBbITh HAIICJICHbl HA YJIY4IlICHHE TMOHMMAaHUS TAalMEHTaMH WA JIUIaMH,
OCYILIECTBISIONIMMU yXOJl, MPU3HAKOB W CUMIITOMOB, CYIIECTBEHHBIX JIJIs
PAHHETO BBISBJICHUS CIEIU(PUUECKUX HEXKENIATENbHBIX PEAKIIHM, TPEOYIOIINX

HNPUHATHA AJOIIOJHHUTCIIBHBIX MCP 110 MHHHMHU3AIHMK PHCKA, a TaKKC
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ONTHMU3AIMA JaJbHEHIIIET0 BEACHUS MalueHTa. Eciaum 3To  sBisieTcs
YMECTHBIM, O0pa3oBaTeIbHBIM WHCTPYMEHT WJIM METOJ MOXET OBITh
WCIIOJIB30BaH JIJIs IpeACTaBIeHUs] UHGOPMAIlUA U HATOMUHAHUS MAIUEHTY O
BOKHBIX JIEUCTBUSIX (TI0 BEJICHUIO 3aMKCEN MO JJO3ZUPOBAHUIO JIEKAPCTBEHHBIX
MpenapaToB WM JUAarHOCTUUYECKUM MPOIEAYypaM, KOTOPBIC IOKHBI OBITH
3apErUCTPUPOBAHbl WM  BBINIOJHEHBI MAllMEHTOM C  MOCJIEAYIOIIUM
oOcyXaeHneM C pPaOOTHHUKaMH CHUCTEMBbl 3ApAaBOOXPaHEHUS B MEJIIX
oOecrieueHus: COOMIOAEHUS JIO0BIX ATANOB, HEOOXOAUMBIX JUIs 3PHEKTUBHOTO
MPUMEHEHUS JIEKAPCTBEHHOIO Mpenapara u Jip.).

12.2.2.1.1.3. IlamaTka s mmanueHTa.

[lenpt0 JAHHOTO WHCTPYMEHTA SIBISIETCS TapaHTHs TOro, 4YTO
crienuagbHas WH(OpMaIus B OTHOILIEHWU TEKYIIETro JICUCHHUS MallueHTa U
CBA3aHHBIX C  JICYEHUEM  PHUCKOB  (Hampumep,  MNOTECHIMAJIbHbIC
B3aMMOJICHCTBUSL C JPYTMMHU JIGKQPCTBEHHBIMHM TIperapaTraMu) Bceraa
UMEETCSI B PACHOPSDKEHUM TallMEeHTa M JIOCTYIIHAa COOTBETCTBYIOIIEMY
COTPYAHUKY CHUCTEMBI 3apaBooxpaneHus. Mudbopmarus nomkHa comepxarhb
HEOOXOAMMBIM MHHUMYM [UJIi TIepeladd KIIIOYEBBIX HHCTPYKIHMMA IO
MUHUMU3AIMA PUCKA U HEOOXOJIUMBIX JNEUCTBUM, 00JIeTYaOMMNX COCTOSHUE
npu JIIOOBIX OOCTOSITETLCTBAX, B TOM YHCJIE OJKCTPEHHBIX. OnHON U3
KJIFOUEBBIX  XAapaKTEPUCTUK  JAHHOTO  HWHCTPYMEHTAa  JOJDKHA  OBITh
MOPTaTUBHOCTb.

12.2.2.1.2. IIporpaMma KOHTPOJIUPYEMOTO JOCTYMA.

[Iporpamma KOHTPOJIMPYEMOTO JIOCTYIIa COCTOUT U3 ONEPATUBHBIX MED,
HAIICJICHHBIX HA KOHTPOJIb JIOCTYyNla K JICKAPCTBEHHOMY TMpernapary 3a
npeieiaMu YPOBHS KOHTPOJIS, TApaHTUPOBAHHOTO CTaHAAPTHBIMU MEpPaMH 10
MUHUMU3AIUA PUCKA, TO €CTh PEryIATOPHBIM CTaTyCOM JIEKQpCTBEHHOIO
npenapara. KoHTponupyemblii JOCTyN CIEIyeT paccMarpuBaTh B Kaue€CTBE

MCTOJa MUHHMHU3AINKN CCPbC3HOI'0 PHUCKA AJIA JICKAPCTBCHHOI'O IIPCIiapara C
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JIOKA3aHHOW TMOJIb30#, KOTOPYIO HENb3 JOCTUTHYTH 0€3 JOMOJHUTEIbHBIX
MEp MUHUMU3ALMU BCIEICTBUE PUCKA BO3JICUCTBUS HA 3J0POBbE MAIUEHTOB.

[Ipumepsl TpeOOBaHMI, KOTOpPBIE [OJDKHBI OBITH BBIIOJHEHBI JO
HAa3HAUCHUSl JIEKQPCTBEHHOro Tpenapara, W (Wid) OTIyckKa, W (WiIn)
UCIIOJIb30BaHUsI B MPOrpaMMe KOHTPOJIUPYEMOTO JIOCTyIa, MEPEUUCIICHBI
HUXKE (OHM MOTYT BBIMOJHATHCS WMHAMBUAYaTbHO HWJIM B KOMOHWHAIUU C
JIPYTUMU TPEOOBAHUSIMHU ):

a) crenupUUecKUe METOAbl KOHTpoJis U (Wwid) oOcienoBaHus
nanueHTa Jyuisi o0ecredeHus: COOTBETCTBHUS OIPEJACICHHBIM KIMHUYECKUM
KPUTEPUSIM;

0) Bpay, BBINTUCHIBAIOLINAN JIEKapCTBEHHBIN Ipenapar,
dbapmarieBTHYECKHl paOOTHUK, OTITYCKAIONINI JICKAPCTBEHHBIN Mpemapar, u
(w1M) NanueHT, AOKYMEHTaJbHO TMOATBEPKIAIOT CO CBOEH CTOPOHBI
MOJIy4YeHUEe W TMOHUMaHue HHGOpPMAllUM B OTHOIICHUHU CEPhE3HOI0 PHUCKa,
COMPSIKEHHOTO C TPUMEHEHUEM JIEKapCTBEHHOTO Mpernapara;

B) TOUHbIE MPOUEAYPbl IO CUCTEMAaTUYECKOMY TMOCIEAYIOUIEMY
HAOJIOJICHUIO 32 TAIMEHTOM TIOCPEICTBOM PETHCTPAIMM B CHEIUATBLHON
cucteMme coopa JJaHHBIX (B pErUCTpe MAIMEHTOB) U Jp.;

I') JIEKApCTBEHHbIC TMpernaparbl MOTYT OBITh TMOJYyYE€HBbl TOJBKO B
anTeKkax, HWMEIONIMX JIMIIEH3UI0O Ha OTHYCK TAaKOro JIEKapCTBEHHOTO
npernapara.

B onpeneneHHbIX ciiyyasx B KaU€CTBE MHCTPYMEHTA KOHTPOJIUPYEMOTO
JOCTyna MOTyT OBITb HCIIOJIB30BaHbI TPEOOBAaHUS O MPOBEICHUU
CHEIUAIIBHOTO  OOCIIEIOBAaHUSI WM  KOHTPOJISI COCTOSIHUSI — TAIMEHTA.
Harnpumep, KOHTPOIb COCTOSTHUSI TAIMEHTA, J1JaOOpaTOPHBIE MOKA3ATEIU WIIH
unble xapakrtepuctuku (OKI u ap.) 10 neuenus u (Miam) B mpoluecce JIeUeHusl,
aHanu3bl (PYHKIMM TI€YEHU, PETYISpHbIE aHalu3bl KPOBH, TECT Ha

OepeMEeHHOCTh (KOTOPBIA MOXET SBJISITHCS KOMIIOHEHTOM IPOTPaMMBI
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penoTBpalieHus: 0epeMeHHOCTH). Mephl T0KHBI OBITh BBEACHBI B IEUCTBUE
B IIelsAxX oOecrnedueHus: KOHTpojss B coorBerctBuu ¢ OXJIII, xorma 3to
SBIISIETCA KPUTUYECKUM (PAKTOPOM C TOUKH 3PEHUSI COOTHOILICHUS «I10JIb3a —
PHUCK» JIGKAPCTBEHHOTO Ipemnapara.

12.2.2.1.3. Jlpyrue Mepbl MUHAMU3ALUU PUCKA.

12.2.2.1.3.1. TIporpamma npegoTBparieHusi 0epeMeHHOCTH.

[Iporpamma mnpenoTBpamieHus: OSPEMEHHOCTH TMPEACTABISIET CO0O0M
COBOKYITHOCTh ME€p, HAIpaBJICHHbIX HAa MHHUMMU3AIUIO PUCKA BO3JCHCTBUS
JIEKApCTBEHHOIO  Mpemapara C  M3BECTHbIM  WIM  HOTEHIUAIbHBIM
TEpaTOTCHHbIM JCHCTBUEM Ha IUIOJ B Iepuoja OepemeHHOCTH. JlaHHas
nmporpamMma JoJbKHa 0OecredrnBaTh BHEAPEHUE TAKOTO MEXaHU3Ma KOHTPOJI,
IpU KOTOPOM MAI[UEHTHI KEHCKOTO TMoja He ObUIM OEpeMEHHBIMHU B Hauaje
Tepanuu Wi He 3a0epeMeHEeM Ha MPOTSHKEHUM Kypca JiedeHus U (Win)
OTPENICICHHOTO TPOMEXYTKAa BPEMEHHU TII0CJI€ TMPEKpallCHUs] Teparuu.
[Iporpamma  mpenoTBpalieHuss OEPEeMEHHOCTH TakKXe MOXET  ObITh
OpPUEHTUPOBAHA HA MAI[MEHTOB MY>KCKOI'O I0Ja B CIy4dae, €CiIu MPUMEHEHUE
JIEKAPCTBEHHOIO  Mpenapara OWOJOTMYECKUM  OTLIOM  MOXET HUMETh
HETaTUBHBIC MOCIIEICTBUS JJIsl UCX0Aa OEPEMEHHOCTH.

[Iporpamma mnpenoTBpalieHusi OEPEMEHHOCTH COYETaeT MPUMEHEHHUE
00pa3oBaTeIbHBIX HMHCTPYMEHTOB M COOTBETCTBYIOIIUX HWHCTPYMEHTOB
KOHTPOJIA JIOCTyNa K JIEKapCTBEHHOMY Tmpemnapary. Clenyromue 3JeMeHThI
clienyeT paccMaTpuBaTh KakK WHJIMBUIYalbHO, TAK U B COBOKYIIHOCTH MpH
MJIAHUPOBAHUM TIPOTPAMMBbI MTPEOTBPAICHUS OCPEMEHHOCTH

a) oOpa3oBaTeIbHbIE MHCTPYMEHTHI, HAINPaBJICHHBbIE HA COTPYIHUKOB
CHUCTEMBbI 37PaBOOXPAHCHHMS U TAIMEHTOB, B IEIsAX HUHGOPMUPOBAHUS B
OTHOIIEHUW TEPATOTCeHHOTO pHUCKAa ¥ HEOOXOMUMBIX JACHUCTBUU ISt
MUHUMU3AIMA JTAHHOTO PUCKa (PYKOBOJICTBO MO HMCHOJIb30BAHUIO 0OJiee ueM

I MeToma KOHTpaleMIUM W PYKOBOACTBO MO PA3JIMYHBIM  BHUJAM
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KOHTPAICNITUBHBIX CPEJACTB, HWH(pOpMAIUs [Jisd MaldeHTa B OTHOIICHUH
JUTMTEILHOCTH  TIEPUOJIa, B TEUEGHHE KOTOPOTO CleayeT u30erarhb
OepeMEHHOCTH MOCJIE MPEKPaICHUS JICUCHUS U JP.);

0) KOHTPOJIMPYEMBIN JIOCTYIl Ha YpPOBHE HA3HAUYCHHUS WU OTMYCKa
JIEKApCTBEHHOIO TIpernapara ¢ OOECIeUueHHEM BBINIOJIHEHUS TecTa Ha
OEpEeMEHHOCTh M KOHTPOJIEM OTPHIATEIBHBIX PE3YJIbTaTOB MEIUIIUHCKUM U
(dbapMalieBTUYECCKUM PAOOTHUKOM Tiepel Ha3HAYCHHEM WM  OTIYCKOM
JIEKapCTBEHHOTIO Mpernapara;

B) OIpaHMYCHUE  MAKCUMAJIbHOTO  CpOKa  JICMCTBUS  perenta
30 xaneHIapHBIMU JTHIMU;

I') KOHCYJBTHPOBAaHHUE B Cllydae HEMpeaHaMEPEHHON OepeMEHHOCTH U
OIICHKA MCXOJIa Cy4YaiiHON OEpEeMEHHOCTH.

CrnenyeT Takke pacCMOTPETh 11€71€CO00pa3HOCTh BHEAPEHUS U JTU3alH
peructpa OEpeMEHHBIX JJISI PETHCTpalldd JaHHBIX IO BCEM IMAaIMEHTaM,
KOTOpbIE 3abepeMeHeNld B MPOLECCe JICUEHUs] WM B COOTBETCTBYIOIIUMA
MepUOJi BPEMEHUM C MOMEHTA OKOHYAHMS JiedeHHs (HampuMmep, B TEUCHHUE
3 Mecs1EeB).

12.2.2.1.3.2. HenocpeacTBEHHOE OOpallleHHe K COTPYIHUKAM CUCTEMBI
3/IPaBOOXPAHCHUSI.

HenocpencrteenHoe oOpaiiieHue K  COTpyIHHUKaM CHCTEMBI
3[PAaBOOXPAHCHUS SBISICTCS AaKTUBHOM (opMor HHOOPMUPOBAHUS  II0
0€30MacHOCTH, IOCPEACTBOM KOTOpOoM HHGOpMaLMs MOPEACTaBISETCS
JepKaTeJieM PErucCTPAllMOHHOTO YAOCTOBEPEHUS WU YIOJIHOMOUYCHHBIM
OpraHoM TOCYIapCTB-WICHOB HEMOCPEICTBEHHO COTPYAHUKAM CHCTEMBbI
3[pAaBOOXPAHEHUSI B IElIX HWHOOPMUPOBAHUS HUX O HEOOXOJUMOCTH
NPEANPUHATh  CEepbE3HbIE  JECWCTBUS WM  aJalTHUPOBaTh  MPUHATYIO

MCIHUIUMHCKYIO IPAKTUKY C LCJIbIO MUHHMH3AIHUH OIIPCACIICHHBIX PHUCKOB U
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(WIIM) CHWXEHHUS TSDKECTH HEKENaTeNbHBIX PpPEeaKIUi JIeKapCTBEHHOTO
npemnapara, ykasaHHbixX B pasneiie 11 nacrosmux [Ipasui.

12.2.3. BeimonHeHne Mep MUHUMHA3ALUA PUCKOB.

JlononHUTENbHBIE MEPhl MUHUMHU3AIMU PUCKA MOTYT BKJIIOYATh
| wiM HECKOJbKO AaKTHUBHBIX MEpP, KOTOpPbIE JOJDKHBI BHEAPSTHCA U
BBIMIOJIHATHCST B paMKax ONpPEACIICHHOW meneBou rpynne. Hamiexamee
BHUMAHUE JIOJDKHO YIEIATHCS KAK BPEMEHHBIM pAMKaM pEaju3alid MEpPbI
MUHUMU3AIMA PUCKA, TaK U TPOIeAypaM, HApaBICHHBIM Ha JOCTHUXEHUE
ueyen B ueineBou rpymre.  Hanpumep, OIHOKPAaTrHOE  BBINOJHEHUE
00pa3oBaTeIbHBIX ~MHCTPYMEHTOB WJIM METOJIOB  «IEPENl  3aIyCKOM)»
nporpaMMbl TIO0 peaju3alii MEP MOXKET OBbITh HEJOCTATOYHBIM  JIJISt
o0OecreyeHus: TOro, 4YTOObl OXBaTUTh HHGOPMAIMEHl BCEX MEIUIMHCKUX
COTPY/IHMKOB, MOTEHIIUAJIIBHO BBIMTUCHIBAIOIINX JICKAPCTBEHHBIN Mpenapar, u
(wnu) morpeduTeNield, B TOM YKCJIE HOBBIX MEIUIIMHCKUX PaOOTHUKOB U
norpeduteneii. MoKeT BO3HUKHYTh HEOOXOJUMOCTh B JOTOJHHUTEIHHOM
NEPUOANYECKOM TE€pepacpeeieHU HWHCTPYMEHTOB WJIM METOJIOB IOCIE
3alycka MmporpamMMsbl Mo peanusanuu mep. Hannexaiiee BHUMaHUE JOKHO
yaeasTbes o01eMy dhopmary o0pa3oBaTeIbHBIX HHCTPYMEHTOB WJIM METOJ/IOB
It 00€CIEYeHUs] YETKOro pa3ivuuusi C Pa3IMuYHbIMM  PEKJIAMHBIMU
Marepuanamu. IlpenacraBieHue  oOpa3oBaTENbHBIX  MaTEpUaIOB IS
COINIACOBaHUSA B YHOJHOMOYEHHBIM OpraH TIoOCyJapCTBa-ujieHa JIOJXKHO
OCYILIECTBISATHCS OT/ACIBHO OT MEPENAYN PEKIAMHOIO MaTepualia, Ipu 3TOM B
COMPOBOJUTEIILHOM THUCHME JOJDKHO OBITh OOO03HAU€HO, SIBISIOTCS JIU
MaTepuaabl peKJIaMHBIMM WKW oOpa3oBaTeabHbIMU. (OOpa3oBaTelibHBIC
MaTepuajbl CIeAyeT pacpoCTPaHSITh OTACIBHO OT PEKJIAMHBIX MAaTEPUAJIOB C
yKa3aHUEM TOT0, 4YTO OHM HE SABISIIOTCS PEKJIaMHBIMU. MeXaHU3MBI

oOecIieueHnsl KauecTBa JOJDKHBI I'apaHTHUPOBAThb, YTO MMCHOINUCCA CHUCTCMbI
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pacrnpoCTpaHEHUsI COOTBETCTBYIOT MOCTABIEHHOMN 1IEIM MEPHl MUHUMU3ALINU
pHUCKa U SIBIAIOTCA KOHTPOIUPYEMBIMH.

12.2.4. Ouenka 3 (peKTUBHOCTU MEP MUHUMHU3ALMU PUCKA.

Ouenka 3((PEeKTUBHOCTM MEp MHUHHUMM3ALUUUA PHUCKA  SIBISETCS
HEOOXOAMMOM 11l  yCTaHOBIEHHS 3(P(EKTUBHOCTU  AKTHBHBIX  MeEp
MUHUMU3AIMNA PUCKA, TPUIUH HEAD(DEKTUBHOCTH, a TaKKE HEOOXOAUMOCTH
KOppekTupyromx aeictuid. Onenka 3pPeKTUBHOCTH Mep BBIMOJIHAETCS 1O
KaKJI0M Mepe MUHUMU3ALNHI PUCKA U JIJIs1 IPOTPAMMBI B LIEJIOM.

Onenka 3(p(GEeKTUBHOCTH Mep JAOKHA paccMaTpuBarh pa3iuyHbIC
aCIEeKThI BBIMOIHIEMON MEpbl MUHUMU3AIMU PUCKA: caM Ipolecc (TO €CTh
CTENIEHb BBINOJIHEHUs 3aIJIAHUPOBAHHOM IMPOTpaMMBbl), €€ BO3ACICTBUE Ha
OCBEJOMJICHHOCTh W W3MEHEHHUS B IOBEIACHUM LIEJEBOM TIPYIIbI, a TaKkKe
pe3yabTar (B Kakol CTeNeHU ObUIM TOCTUTHYTHI 1IN MUHUMM3ALUN pUCKa U
3a Kakoll Cpok). Bpemsi OLIEHKHM KaXKJIOTo acleKTa aKTUBHOW MEpPhl JTOJDKHO
OBITh THIATEJILHO CIUIAHUPOBaHO B pamkax [IYP no nHunmupoBanus mep.

Jisa oueHku 5(G(EKTUBHOCTH MEp MUHUMHU3ALUUA PUCKA CIEIYeT
VICIIOJIB30BATh 2 TPYIIIbI MOKA3aTENEH:

a) TOKa3aresu mpolecca;

0) mokaszareiu pe3yJibTara.

[lokazarenu mporecca HEOOXOAMMBI MdJis cOOpa J10Ka3aTelibCTB
YCHEIIHOCTH OCYILECTBJICHHUS] BCEX JTAllOB MEpP MHUHUMH3ALUU PHUCKA.
JlanHas rpyIa rnokasareyen npouecca J0JKHa 00ECIIEUUTh OLIEHKY CTENEHU
BBINIOJIHEHUSI 3aIlUIAHUPOBAHHOW MPOTpaMMbl U JOCTHXKEHHE TpeOyeMoro
BJIMSIHMSA Ha TMOBEICHHME WIM JeWcTBUS LeneBod rpynnbl. Ilokazarenu
BBINIOJIHEHUSI TPOrpamMMbl  JIOJDKHBI ~ OBITh ~ ONpENEieHbl  3apaHee U
OTCJICKUBAaTbCA Ha MPOTSHKEHUM BBINOJHEHHsI mporpaMMsbl. [lomyueHHble
JAHHbIE H ONBIT MOTYT OBITh HCIIOJIB30BaHbl JUIsl  ONTHMH3ALUU

KOPPEKTUPYIOIIUX JEHUCTBHII B ciaydae wuXx Heobxogumoctu. OleHka



326

BBIIIOJIHEHHSI IIPOLIECCA TAaK)KE€ MOXKET YJIy4YIIUTh IIOHMMAHHUE IPOLIECCOB U
OPUYMHHBIX MEXaHU3MOB, B CHJIY KOTOPBIX JONOJHUTEIbHBIE MEPHI
MUHHUMM3ALMANA PUCKA MO3BOJIIN WJIM HE IMO3BOJWIM AOOUTHCS KEITAEMOIo
KOHTPOJIS cieU(pUUECKUX PUCKOB.

[lokazarenu pe3ynbrara OOECIEUMBAIOT OOLIYI0 OLEHKY CTEIECHU
KOHTPOJISI PUCKA, JOCTUTHYTOI'O ITOCPEACTBOM BHEAPEHUS MEP MUHUMU3ALUU
pucka. Hampumep, ecnm 1enbl0 ONEPAaTUBHONW MEPHI SBIISETCS CHHUYKECHHE
4acTOThl U (MJIM) TSAKECTU HEXKENATeNbHOM peaklUHUH, KOHEUHBIM KpUTEpUi
ycnexa OyzieT NpuBA3aH K JaHHOW L.

[lo pe3yasraram  mOpouenypbl  OLEHKH  3(PPEKTUBHOCTH  MEp
MUHHMM3ALAA PHUCKA JI€JIA€TCd BBIBOA O BO3MOXHOCTH JIaJIbHEUILIErO
BBITIOJTHEHUSI OLICHUBAEMON MEpbl MUHUMU3ALUK pUCcKa 0e3 U3MeHEeHU 1100
0 HeoOxoguMocTH ee u3MeHeHus. OueHka 3PQPEKTUBHOCTH  MEp
MUHHUMM3ALUUA PUCKA MOXKET CBUJIETEIBLCTBOBATh, YTO JESITENBHOCTH I10
MUHHUMM3ALMNA pUCKA SIBISIETCS HEAOCTAaTOYHOW M JIOJKHA ObITh yCHJIEHA
(mIOCpencTBOM ~ BHECEHUST  HM3MEHEHHHA B NPEJOCTEPEKEHUS WU
pexkomenanuu B OXJIT u UMII (JIB), ynydiieHus 4eTKOCTH pEKOMEH I

o0 MHUHHUMHU3AOWUN PUCKA H (I/IJ'II/I) HNOAKIOYEHHUEM  AOINOJHUTCEIBbHBIX

MHCTPYMEHTOB 110 MUHUMU3ALIUU PUCKA WU YIYUIICHUEM CYIIECTBYIOIINX U
np.). MHBIM pe3yabTaroM MNpoUeaypbl OIEHKHM MOXET CTaTh BBISIBICHUE
HECOOTBETCTBUSI ME€p MUHUMM3ALMKU PUCKA JIMOO OTCYTCTBUSI B MPOLEAYPE
OIICHKHM TpeOyeMOi HaNpaBJIICHHOCTH, B CBSA3U C YEM MOXXET ObITh YMEHBIIICH
o0beM paboT MO MporpamMMe WIM PAaCCMOTPEHO €€ YIpoIleHue (YMEHbBIIIEHHE
Yyycila MHCTPYMEHTOB, WJIM METOAOB MHUHUMM3AIMUA PHUCKA, WA YaCTOThI
BBITIOJTHEHUS OTAEIBHBIX MEP IO MUHUMU3AIINU PUCKA).

B nononnenue k oneHke 3PPEKTUBHOCTH ME€p MUHUMM3AIMKU PUCKA B

YHpPaBJICHUH HpO6J'I€MaMI/I, CBA3aHHBIMU C 6630HaCHOCTBIO, TAaK)KC BaKHO
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OLIEHUTb, MOXET JIM JOINOJHUTEIbHAS MEpa MUHHMHU3AIMA PUCKAa HMETh
HEeIMpeIHAMEPEHHbIC (HETaTUBHBIC) TMOCIEACTBUS JUIsl paccMaTpuBaeMom
npoOJeMbl 370pOBbsl HACEJEHUS B MNPUOTMKEHHOM WIH OTJAJICHHOM
BPEMEHHOM UHTEpBAJIE.

12.2.4.1. Iloka3arenu npouecca.

[lokazarenu mpolecca SIBISIOTCA MapaMeTpaMHu OLICHKA o0bema
BBIIIOJIHEHWS H3HAYaJlbHOM TporpaMmbl H (WJM) U3MEHEHUA B €€
BbITIOTHEHUHU. [lokazarenu mpoiiecca JOJDKHBI JOTOJHITh, a HE 3aMellarh
OIICHKY JOCTMIKEHHMS HAMEUYEHHBIX IIeJIel TMOCPEJCTBOM peav3alliid Mep
MUHUMU3AIMA pUCKa (MOKa3zarenu pesyabTara). B 3aBucumoctd ot
XapakTepa aKTUBHBIX MEp, pa3MyHbIC MOKA3aTeld MpoIecca MOTYT OBITh
OTIPEICIICHBI JUIsl OLICHKU UX 3PHEKTUBHOCTH.

12.2.4.1.1. JlocTrkeHUE LEIEBOM MOMYIISLIHH.

Korma Mepbl MHMHUMH3AIUM PHUCKA BKIIOYAKOT MPEAOCTABICHUE
uHpOpMaIIMu ¥ PYKOBOJACTB JJIsI COTPYAHUKOB CHUCTEMBI 3PaBOOXPaHEHUS
U (MIM) TAIlMEeHTOB TMOCPEIACTBOM 00pa30BaTEeIbHBIX METOJOB, CJEIYET
WCIIOJIb30BaTh MEPHI OLIEHKU PaCIpOCTPaHCHHS WH(OPMAITUH JJIS TTOTYYEHUS
0a30BbIX JAHHBIX II0 BBINOJIHEHUIO. JlaHHBIE MMOKa3aTelu JOJKHBI OBITh
OPUEHTUPOBAHBI HA OIEHKY COOTBETCTBHUS MCIOJIL3YEMOI0 MHCTPYMEHTA JIJIst
IEeJIeBOM  TpyNIbl  (HampuMep, COOTBETCTBYIOIIUN  SI3bIK, PHUCYHKH,
TUarpaMMmbl, TpapudYecKre WHCTPYMEHTHI) WJIH OIICHKY (PaKTHUYECKOTO
MOTYy4YE€HUS MAaTEPUAIIOB LEJIEBOU TPYIIIOMN.

12.2.4.1.2. OneHka KJIMHUYECKUX 3HAHUN.

B 1ensx OIEHKM OCBEIOMJIGHHOCTH II€JICBOM TpyNmnbl W YPOBHS
3HaHUM, MOJIYYEHHBIX MOCPEACTBOM OOPA30BATENIbHBIX OTNEPATHUBHBIX MEP H
(wnun) npencrasienuss uHpopmanuu (OXJIII u gp.), ciaemyer NpPUMEHSITH

CTPOIru€ HAYYHbIC MCTOAbI AHAJIUTUICCKUX OIIPOCOB.
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AHamMMTUYECKUN OMpOC OOBIYHO BKIIOYAET OCHOBHBIE CTaHAApTHHIE
BOIIPOCHI, OTBETHI HAa KOTOPBIE JOMYCKAETCs MPEACTAaBIATh MO TenedoHy, B
JUYHOM HWHTEPBBIO WM OTHPaBIATh MO MOYTE (DJIEKTPOHHOM MOYTe).
AHanmMTHYECKUE ONMPOCHI CIEYET BPEMSI OT BPEMEHH MOBTOPSITh.

Takol moaxod MOXeT ObITh aJanTHUPOBAH K KOHTPOJIIO OTHOIICHHS U
OCBEJIOMJICHHOCTH B PEMNPE3EHTATUBHBIX TPyMNHax COTPYAHUKOB CHCTEMBI
3paBOOXpAHEHUS] W (WJIM) TMAIMEHTOB IOCPEACTBOM COOTBETCTBYIOIIMX
NICUXOMETPUYECKUX BETMYUH. J{JIs1 BHITOTHEHUS OLIEHKU CIEAYET ONPEIETUTh
aJIeKBaTHbIII 00BEM BBIOOPKH, BKJIIOUEHHE B KOTOPYIO BBIMOJIHSATH C
UCIOJIb30BAaHUEM PaHAOMM3ALUU.

Hannexamee BHMMaHUE CIEIYET YAEIUTh LEISAM aHAJUTUYECKOTO
orpoca, Au3aiiHy UCCIeNoBaHMsl, 00beMYy BBIOOPKH U PENpPE3eHTaTUBHOCTH,
ONEPALMOHHBIM ONPEEICHUSIM 3aBUCHUMbBIX U HE3aBUCHUMBIX NIEPEMEHHBIX, a
TaK)XK€ CTAaTUCTUYECKOMY aHaiu3y. TuiarenbHO€ BHHUMAHHUE JIOJKHO OBITh
TaK)Xe YyIEeJeHO BbIOOPY Hauboiee COOTBETCTBYIOIIMX HWHCTPYMEHTOB I10
cOOpy TaHHBIX (aHKETHI, OTIPOCHUKH U AP.).

12.2.4.1.3. OueHKa KJIMHAYECKUX NEHCTBUU.

B nensix ouenku 3hPexTuBHOCTH 00pa30BaTEIbHBIX ONEPATUBHBIX MEP
U (W) UHPOPMAITMOHHOTO OOECTEUCHUSI CJIEAYyET OMPENCIUTh HE TOJIBKO
KJIMHUYECKUE 3HaHMs, HO U OCHOBAHHBbIE HAa HUX KIMHUYECKHE JEHUCTBUS
(HampuMep, Ha3HAYCHHE JICKAPCTBEHHOTO Mpernapara).

HccnenoBanust 1O  HKCHOJNB30BAHUIO  JIEKAPCTBEHHOI'O — Ipernapara
NOCPEICTBOM  BTOPUYHOIO  HWCIIOJNB30BAaHUS  JAHHBIX  3JEKTPOHHBIX
MEAUIMHCKUX KapT CIIeAyeT pacCMaTpvBaTh KakK LIEHHBIM MHCTPYMEHT ISt
KOJIMYECTBEHHOW OIIEHKM KIMHUYECKUX JACUCTBUM A MpeacTaBUTENs
L[EJICBOM TPYIIIHI.

AHanu3 1TMCTOB Ha3HAYECHUS JIEKAPCTBEHHBIX IIPenapaTroB, 0COOEHHO BO

B3aNMOCBS3HU C APyIrumMu JaHHBbIMH [NAaIfMEHTOB (KJ'II/IHI/I‘-ICCKI/IG,
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neMorpaduueckrue JaHHbIE U JIp.), MOXKET 00€CHeUUTh OLEHKY Ha3HAYeHUs
JIEKapCTBEHHBIX  MpenaparoB,  BKJIKOYas  COBMECTHOE  Ha3HAuY€HUE
2  B3aMMOJCHCTBYIOUIMX JIEKAPCTBEHHBIX IMpENaparoB, COOTBETCTBUE
pPEKOMEHJALMAM MO JIA0OpPaTOPHOMY MOHUTOPHUHTY, a Takxke BBIOOp U
KOHTPOJIb COCTOSIHUSI TALIUEHTA.

[IpuMeHssT COOTBETCTBYIOIIME CTAaTUCTUYECKUE METOAbl (aHANu3
JUHAMUYECKUX PSAO0B, aHAJIU3bl BKUBAEMOCTH, JOTUCTUUYECKAsT PErpeccus
U JIp.) Il KOTOPThI MOTpeOUTeNel JIEKapCTBEHHBIX MpEenaparoB, MOXKHO
C/ellaTh OLICHKY pa3JIMYHbIX AaCIEKTOB HAa3HAYEHUS WIM TPUMEHEHUS
JIEKapCTBEHHBIX IPENaparoB, YTO MOXKET IO3BOJIUTh BBINIOJIHHUTH IMPOTHO3
MUHHMM3ALANA PUCKA, BBIXOIAIIMK 332 PAMKH HCKIIFOUUTEIBHO OIMCAHUSA
NOJIyYEHHBIX JOKA3aTEIbCTB.

12.2.4.2. Tloka3arenu pe3yJbrara.

KoHeuHbIMU MHAMKATOPAaMU YCHEIIHOCTH MPOrpaMMbl MUHUMU3ALMU
pUCKa SIBIIAIOTCS PE3yJbTarbl MOBBIIMICHUS O€30MacHOCTH MPUMEHEHUs
JIEKAapCTBEHHOIO  mpemapara (4actota W (WJM) CTENEeHb  TAKECTH
HEXEJIATEIbHbIX pPEaKkUMid B CBA3M C BO3JACHCTBUEM JIEKaPCTBEHHOIO
npernapara Ha MalueHTa BHE PaMOK MHTEPBEHLIMOHHOTO HMCCIEIOBaHUSA, TO
€CTh €ro BO3JEHUCTBHE B paMKaX HEUMHTEPBEHIMOHHOTO HCCIEIOBAHUS).
Pesynbratel 1O  0€30MaCHOCTM  JOJDKHBI  SIBISIThCA ~ MHJUKaropamu
YCHEIIHOCTH NPOrpaMMbl MUHUMHU3ALIMK PUCKA.

OneHka, OCHOBaHHAas Ha JIaHHBIX IOKAa3aTessix, JOJDKHA BKIKOYATH
CpaBHEHHUE SMUIEMUOJIOTHYECKUX MEpP YaCTOTHOCTH pe3yjbTrara, TaKue Kak
MOKa3arejab YacTOThl WK KyMYJSTUBHOM YaCTOTHI HEXeJaTeIbHON peakiuu,
NOJIYyYEHHBIM B~ KOHTEKCT€  HCCIEJOBaHUM  0€30macHOCTH  Ha
NOCTPErUCTPALIMOHHOM JTaIe.

B coorBercTBUM C JHOOBIM TOAXOAOM HAy4YHbIE W IPU3HAHHBIC

INPUHOUIIBL SIMUACMHOJIOIMYCCKOIO HCCIICAJOBAaHUSA BCCrAd AOJIZKHBI OBITH
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PYKOBOJICTBOM [IJIl OILIEHKM KOHEYHOI'O PacCMaTpUBAEMOTO IOKa3aTells
pe3ynbrara.

CrnenyeT y4yuThIBaTh CPABHEHHUE YACTOTHI JO W MOCJE BBIMOJHECHUS MEP
MUHUMU3AIUNA PUCKA.

Korja BbINIOJIHEHUE OIIEHKU M pacyeTa J0 W MOCJE BBINOJHECHUS MEP
SBIIAECTCS] IPAKTUYECKU HEOCYIIECTBUMBIM (HAIpUMEp, MEPbl MUHUMM3AIUN
pucKa ObUIM BBEJEHBI B JIEUCTBHE B MOMEHT IMOJYYEHUSI PETUCTPAIMOHHOTO
yYAOCTOBEPEHHUSI ), TTOKa3aTelb YaCTOThl UCXO0/a, MOTYYEHHBIN Ha 3Tare Mnocie
BBITIOJTHEHUSI MEP, COOTHOCUTCS C 3apaHee OIpeeieHHbIM pedepeHTHBIM
3HAQYEHUEM, TIOJIYYEHHBIM U3 JIUTEPATYPHBIX UCTOUHUKOB, PETPOCIEKTUBHBIX
JAHHBIX MEIUIIMHCKUX KapT MalMeHTOB, OXXHIAEMOM YacTOThl B 0OOIIeH
nomyysuu (HaOII0MaeMblil aHallu3 B CPABHEHHUH C MPEANOoIaraeMbIM U JIp.),
U JOJDKEH  yYUThIBaTh  BO3MOXHBIM  3(dPexkT  cTUMYIUpOBaAHUS
penopTupoBaHus. BeiOOp rpynmnbel cpaBHEHUS JIOJDKEH OBITH HaJJICKaIIUM
o0pa3oM 000CHOBaH.

YpOoBeHb CIIOHTAHHOTO PEMOPTUPOBAHUS (YUCIO COOOIIECHUH O
MOJIO3PEBAEMBIX HEXKEJIaTEIbHBIX PEaKIUAX 3a (PUKCUPOBAHHBIN TEPHOT
BPEMEHHU) HE CIEAyeT paccMaTpuBaTh Kak MPUEMJIEMYIO OIIEHKY YaCTOTHI
HEXKEJATeIbHbIX  SBJICHUW B TOMYJSLMUM, TIOJy4Yaroled  JIeueHHue,
32 MCKIIOYEHUEM OCOOBIX OOCTOSITENIbCTB, Korma ©Oa3ucHas 4acToTa
HEXKEIATeJIbHOTO SIBIGHUS B TPYIIE HE3HAYUTEIbHAsT M CYLIECTBYET
BBIPAXXEHHAsI B3AUMOCBSI3b MEXKY JICUEHUEM U HEXKENaTeIbHON peakiue.

[Ipn Takux O0OCTOATENbCTBAX, KOTJA MPSIMOE OINpEIEICHUE CTEICHH
pucka B paccMaTpuBaeMou TpyIIe SIBJISICTCS MPAKTUYECKH
HEOCYIIECTBUMBIM, CIIOHTAHHBIE COOOIIEHUS MOIJIM OBl MO3BOJIUTH CJEJIATh
MPEANOIOKEHNE OTHOCUTEIHFHO MPUONMM3UTEILHOTO 3HAUYCHHUSI YaCTOTHI
HEXEJATeIbHONM peakiMu B TPyIIe MOpH YCIOBUH, YTO HEKOTOPHIC

000CHOBAHHEBIC JaHHBIC MOI'YT OBITH IMOJYYCHBI JJIsI OHOCHKH ITOKA3aTCIIA
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YPOBHS PENOPTUPOBAHUS B KOHTEKCTE TMPUMEHEHUS JICKapCTBEHHOTO
nperapara.

XapakTepHble  TOTPEUNTHOCTH, KOTOpPhIE BIUSIOT HA  YPOBCHb
pPENOPTUPOBAHUS B OTHOIICHHUH TPE/IONIaraeMbIX HEKEIATeIIbHBIX PEaKIIUi,
MOTYT TPHUBECTH K pe3yabTaraMm, BBOISAIIUM B 3a0myxaeHue. Hampumep,
BBEJICHUE MPOTPaMMbl MHHMMHM3AIIMM PHUCKA KAaK peakius Ha Mnpobiemy,
CBSI3aHHYIO C 0€30I1acCHOCThIO, BBISIBJICHHYO Ha JTarne
MOCTPETUCTPAIIMOHHOTO MOHWUTOPHMHTA JICKAPCTBEHHOTO Mperapara, MOXKET
CIIOCOOCTBOBAaTh  MOBBINIEHHWIO  OCBEAOMJIEHHOCTH B OTHOIICHUU
OTIPEICIICHHBIX HEXKEIATCIbHBIX PEaKIui, YTO B KOHEYHOM CUETE MOXKET
MPUBECTU K TOBBIIIEHHOMY MOKA3aTEII0 PEIOPTUPOBAHUS.

[Ipn Takux 0OCTOSATENHCTBAX AHAIM3 CIHOHTAHHOTO PETMOPTHPOBAHUS
MOXKET TIPUBECTH K OIIMOOYHOMY 3aKIIOYCHHIO, YTO BMEIIATEIHCTBO
okazaioch Hed(p(dekTUBHBIM. CHUKEHHBIC TIOKa3aTeJM OTYETHOCTU 3a
OTPEJCICHHBI BPEMEHHOM TIPOMEKYTOK MOTYT TaKXe TIPHBECTH K
OIIMOOYHOMY 3aKITFOYEHUIO, YTO BMEIIATEIHCTBO OKa3aI0Ch () (PEKTUBHBIM.

12.2.5. Koopaunariusi.

Ecnmm Heckonmbko JIEKapCTBEHHBIX IpemaparoB, B TOM  YHCIE
JICKapCTBEHHBIE TMperaparbl C OJWHAKOBBHIM JICHCTBYIOIIMM BEIIECTBOM
UMEIOTCS B HAJTMYMH Ha PBIHKE, JOJKEH OBITh BRIPAOOTAH LEJIOCTHBIN TOIXO0
B TNPUMEHEGHWHM  JOTOJHUTEIBHBIX  MEp  MHUHHUMH3AIUA  PHUCKA,
MPEIyCMOTPEHHBIM  YIOJHOMOYEHHBIMHA  OpraHaMd  TOCYAapCTB-WICHOB.
Korma Bo3HMKaeT HEOOXOAMMOCTh B KOOPAMHAIIMOHHBIX JEUCTBUSAX IS
Ipynnbl  JIEKAPCTBEHHBIX  TPEMapaToB, JOJDKEH OBITh  BBIpaOOTaH
COINIAaCOBaHHBIN mMmoaxon. [Ipm Takmx OOCTOSITENIbCTBAX MPEIBAPUTEIHLHOE
IJJAaHUPOBAaHWE JOJDKHO  00ecmedyuTh, dToO0bl  A(PPEKTHBHOCTH  MeEp

MHWHHMMN3AIIHUHN pHuCKa OLCHHUBAJIACh pInIb | KaXXJa01ro OTACJIBHOIO
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JIEKapCTBEHHOI'O IIperapara, a TAaKKe I JIEKApCTBEHHBIX IIPEnaparoB B
COBOKYITHOCTH.

12.2.6. Crucremspl KauecTBa MEP MUHUMM3ALMHU PUCKA.

XoTs B pa3pabOTKy U OCYLIECTBICHUE MEP MUHUMHU3AIMU PUCKA MOTYT
OBITh BOBJICYEHbI MHOTME 3KCIIEPThI, OKOHYATEJbHAas OTBETCTBEHHOCTh 3a
Ka4eCTBO, TOYHOCTh M HAy4YHYIO LEJIOCTHOCTb TAaKUX MEpP BO3JAaracrcs Ha
JepaKaTessi PpEruCTPalluOHHOIO YAOCTOBEPEHUS U YIIOJIHOMOYEHHOTO JIALA 110
(dapmakoHa30py B TocyAapcTBax-yjieHax.

Jlepxareib PETrUCTPALIMOHHOTO YIOCTOBEPEHHUS HEceT
OTBETCTBEHHOCTh 3a oOOHOBieHue I[IYP B ciywyae mnosiBieHUss HOBOM
uH(pOpMaLH, a TAKXKE TOJKEH MPUMEHSATh MPUHIUIIBI KaueCTBa, YKa3aHHbIE
B paznene 2 Hacrosmux IlpaBui. OtcnexuBaembie Bepcuu ITYP nomxHb
ObITh  mepedaHbl  JJIi  PACCMOTPEHHMS] M BBIINOJHEHHUS  OLIEHKHU
YIOOJIHOMOYEHHBIMHA ~ OpraHamMu rocyaapcrB-wieHoB. Otuetsl, [IYP wu
BKJIIOUCHHBIE B IUIAH CHUCTEMbl YIOPaBICHUS PHUCKOM, a TakXe JoObIe
JOKYMEHTHI B OTHOLIEHWH MEp MO0 MUHMMU3ALUN PUCKA MOTYT IOJIBEPraTbCs
ay[IUTy WU UHCIIEKTUPOBAHMIO.

Jlep>karenb perucTpallMioOHHOTO YIOCTOBEPEHUS JOJIKEH OOECIEeUYUTh,
4TOObl MEXaHU3Mbl OTYETHOCTH IO pe3yJbTaraM HCCICAOBaHUN WU
aHaMM30B 1O oOueHke J(P(EKTUBHOCTU MEp MHUHUMM3ALUU  pHUCKA
ITOATBEPKAAINCH TOKYMEHTAIBHO. /[aHHBIE JOKYMEHTBI MOTYT IOABEPraThCs

AyIUuTy WJIN HHCIICKIUH.

12.3. OTBETCTBEHHOCTh YIIOJIHOMOYEHHBIX
OpraHOB roCcyAapCTB-4JICHOB

YIOITHOMOYEHHEIE OpraHbl TOCYAAPCTB-HJICHOB HCCYT OTBCTCTBCHHOCTD

Ha HAIOWOHAJIBHOM YPOBHC 34 OCYHICCTBICHUC JAOIMOJHUTCIBHBIX MCP
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MUHUMHU3AIUA PUCKA, TPHUMEHSIEMBIX KaK YCJIOBHE IO O€30MacHOMYy W
3¢ (PEeKTUBHOMY MCIIOJIb30BAHUIO JIEKAPCTBEHHOTO Mpernapara.

B oTHOmeHWM Mep MHHUMHU3AIMU PHCKA, KOTOpPhIE OBLIA BBEICHBI
MOCJI€ BBIJIAYM PETHUCTPAIIMOHHOTO  yAOCTOBEPCHHMsI, YIIOJHOMOUYCHHBIE
OpraHbl  TOCYIApCTB-YJIEHOB  JOJDKHBI ~ OOECIEYUTh  OINEpPaTHBHOE
pPacCCMOTpPEHHE M COTJIACOBAHUE TMPEACTABICHHBIX MEp C JepKareiieM
PETHCTPAIMOHHOTO Y/I0CTOBEPCHUSI.

YIIOTHOMOYEHHBIC OpPTaHbl TOCYIAPCTB-YJICHOB NPH HEOOXOIUMOCTHU
MOTYT OKa3aTh COACHCTBHE COITIACOBAHUIO BHEIPSEMBIX MEp MUHUMHU3AIUU
pHUCKa JJI1 BOCHPOM3BEACHHBIX JIGKAPCTBEHHBIX MperapaToB (TEHEPHUKOB) C
OJMHAKOBBIM JICUCTBYIOIIUM BEIIECTBOM. B cioydyae HeoOXOAMMOCTH
BBEJICHUSI  JOMOJHUTENBHBIX ~ MEp  MHHUMHU3AIMU  pUCKAa  JJIs
BOCITPOM3BEICHHBIX JICKapCTBEHHBIX pernaparoB (TeHEepHUKOB),
00yCJIOBJICHHBIX npoosieMamu, CBSI3aHHBIMU c 0€30IaCHOCThIO
JIEHCTBYIOIIETO BEIIECTBA, MEPhl MHHUMHU3AIIMU PHUCKA, MPUMEHSIEMBIC K
BOCIIPOM3BE/ICHHBIM JICKAPCTBEHHBIM TpemapataM (TeHepuKam), CiemyeT
NPUBECTH B COOTBETCTBHE C MeEpaMU MHUHHMH3AIMH pUCKA IS
pedepeHTHOTO  JIeKapCTBEHHOro  mpemapara. [lpu  omnpeneneHHBIX
00CTOSTENhCTBAX B OTHOIICHWHW THOPHIHBIX JICKAPCTBEHHBIX ITPEraparoB
MOTYT ITOHAOOUTHCS JOTIOJHUTEIBHBIC MEPhI MUHUMHU3AIUN PUCKA, TTIOMUMO
MEp MHHUMU3AINKN PUCKA, BBOAMMBIX I pedEepeHTHOTO JIEKAPCTBEHHOTO
npenapara (Hampumep, OOYCJIOBIICHHBIC Pa3IMUUSIMH B COCTaBe, CIOCO0e
Ha3HAYEHUS WU TIPOoOIeMaMu HECOBMECTHMOCTH).

VYIIOTHOMOYEHHBIC OpraHbl TOCYIapPCTB-WICHOB JOHKHBI 00€CIICUUTh
pUMEHEHHEe JIF0OOr0 WHCTPYMEHTA WJIM METOJa 10 MHHMMH3AIMH PHUCKA.
VYIIOJIHOMOUYEHHBIE OpPTaHbl TOCYIAPCTB-WICHOB JOJDKHBI COITIACOBaTh C
3asiBUTEJIEM WJIU JepKaTelieM PEerucTPariiOHHOTO YIOCTOBepeHus: Gopmar u

cpeacrBa HMHCTPYMCHTOB MWJIIM MCTOAOB MHHHMMH3AIHUN PHCKA, BKIHOYasd
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IeYyaTHbIe MaTepUasbl, UHTEPHET-IIJIAT(QOPMBI U UHBIE AyTHO-BUEO CPENCTRA,
a TakkKe IUIaHHpoBaHHE (rpaduK) ONEpaTUBHBIX MEp MEpPEA BBIXOJIOM
JIEKapCTBEHHOI'O IIpernapara Ha HUX PBIHOK WIM B APYroe BpeMs B cCllyyae
HEOOXOUMOCTH.

YIOJIHOMOYEHHBIN opras rocyxapcrBa-uieHa IIPUHUMAET
CaMOCTOSITEJIbBHOE pEIIEHUE B OTHOILIEHHWU BbIOOpPAa COOTBETCTBYIOLIUX
HAI[MOHAJIbHBIX 00pa30BaTeNbHbIX MAaTepUajoB U MHBIX MHCTPYMEHTOB WU
METOAOB 10 MUHUMM3ALMUA PUCKA, IIPU ITOM PEKOMEHIYETCsl COIIaCOBAHUE
YIIOJTHOMOYEHHBIMU OpraHaMU TOCYAApCTB-WIECHOB KIIIOYEBBIX DJIEMEHTOB
IIYP. VYnosHOMOYEHHBIE OpraHbl TOCYIAPCTB-YJIECHOB Ha HAlWOHAJIBHOM
YPOBHE OCYILECTBIISIOT KOHTPOJIb PE3YJIBTATOB BBEICHUS MEp MUHUMU3ALUU

pHUCKa.

12.4. OTBETCTBEHHOCTH AEpHKaTEIeH
PEruCTPAllMOHHBIX yI0CTOBEPEHUM

Jlepxatenb PEerucTpaliMoOHHOTO YAOCTOBEPEHUS JIOJDKEH OIpPEACIUTh
eI  TOPEMJIOKCHHBIX  JOMOJHUTEIBHBIX MEp MHUHHMHU3AIMKM  pPHUCKA
U ToKa3aTenu OmeHKku uxX 3¢pdekTuBHOCTU. JI0Oble MTOMOIHUTENBHBIE
OTICpaTHBHBIE MEPhl MUHHUMH3AIMU PHUCKA JIODKHBI OBITh pa3paboTaHbI
B COOTBETCTBHUH c 00ImMMH MPUHLIUIIAMH, yKa3aHHBIMU
B pazmenax 12.2.1 wu 12.2.2 wnacrosmux IlpaBwi, u uMeTh NOJHOE
JOKYMEHTaJIbHOE TOATBEP)KIACHUE B MpOrpaMMe M0 MUHHMMHU3AIUU PUCKA B
COOTBETCTBHHU C paznaesnioM 6 HacTtossmux [Ipasuir.

Mepsl, 0100peHHBIE YITOJTHOMOYEHHBIM OPraHOM TOCy/IapCTBa-4jeHa B
MJJaHe MUHMMU3AIMA PUCKA, JOJDKHBI OBITh BBIMIOJHEHBI HA HAIMOHAJIBHOM
ypoBHEe.  JlepkaTenb  PErMCTPAllMOHHOTO  YAOCTOBEPEHUS  JIOJKEH
NpeACTaBIATh HMHGOPMAIIMI0O B  OTHOIICHWW  CTaTyca  BBITIOJHEHUS

JOITIOJIHUTEIIbHBIX MCp MHWHHUMMU3AIINN pHCKa I10 pe3yiibTaram
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IIPEABAPUTEIBLHON  JTOTOBOPEHHOCTH C  YIIOJHOMOYEHHBIMH  OpraHamu
roCcyJapCcTB-4WICHOB, a TaKkXke HWH(OPMUPOBATH YIIOJIHOMOUYEHHBIE OPraHbI
rocyJapCTB-4wICHOB B OTHOUIEHUHU JIOOBIX HM3MEHEHUM, CIOXKHOCTEH WU
BONPOCOB, BO3HHUKAKOIIMX TMPHU BBIIOJIHEHUU JOIOJHUTEIBHBIX MeEp
MUHUMU3AIUUA pUcKa. Jt0Oble COOTBETCTBYIOIINE W3MEHEHUS! B OTHOIIICHUU
MHCTPYMEHTOB WJIN METOJOB BBIIIOJHECHUS MEP MUHUMU3ALMUA PUCKA TOJKHBI
OBITH COTIACOBAHBI C YIOJTHOMOYEHHBIMU OpraHaMU TOCYapCTB-YICHOB.

[Ipy BBeAEHMM B JIEUCTBUE WHCTPYMEHTOB WJIM METOAOB Ha
OCHOBE MH(POPMAITUOHHBIX TEXHOJIOTUH JepKaTeIlb
PErUCTPALIMOHHOTO  YIOCTOBEPEHMS JIOJKEH IPUMEHSTh TpeOOBaHUS,
XapaKTEPHbIE I KaXJOTO TOCyJapCTBa-4j€HA, C YYETOM ITOTCHIMAJIbHBIX
po0em, CBSI3aHHBIX C JTOCTYITHOCTBIO, PacIro3HaBaeMOCThIO,
OTBETCTBEHHOCThIO, KOH(DUACHIIMATIBHOCTBIO U 3alIUTON JaHHBIX.

B oTHomeHMM BOCIHpPOW3BEICHHBIX JIEKAPCTBEHHBIX MPENaparoB
(reHEepUKOB)  Jep)Kareilb PErUCTPAMOHHOTO  YAOCTOBEPEHUSI  JOJIKEH
pazpaborarb Mephl MHUHHUMM3AIMA pPUCKA B COOTBETCTBHU C 0OBEMOM,
HAIPaBJICHHOCTHIO, COACP)KaHUEM U (POPMATOM WHCTPYMEHTOB WJIM METOJIOB,
MPUMEHSEMBIX ISl ~ OPUTMHAJIBLHOTO  JICGKAPCTBEHHOTO  Mpernapara.
CocraBnenue rpaduka U IUIAHUPOBAHUE OINEPATUBHBIX MEP JOJDKHBI OBITh
HaJJIKAITUM 00pa3oM CKOOPAMHUPOBAHBI B 1IEJIIX MUHUMH3AIMN HArPy3KU
Ha CHCTEMBI 3PaBOOXPAHCHHS.

Onenka »(h()EKTUBHOCTH Mep MHUHUMHU3AIMU PUCKA B OTHOIICHHUH
BOCIPOU3BEICHHBIX JIEKapCTBEHHBIX MpenaparoB (reHEepUKOB)
OCYILIECTBIISIETCS.  JIEPHKATEIEM  PETUCTPALMOHHOTO  YAOCTOBEPEHHSI B
COTPYIHHYECTBE C YMNOJHOMOYEHHBIMU OpraHaMHu TIOCyJapCTB-4JIEHOB. B
cirydae 000CHOBAaHHOCTH MPOBEICHUS MCCIEAOBAHUN B LETSIX MUHUMU3AIUU
Harpy3kd Ha CHCTEMBbI 3IpAaBOOXPAHEHUS HACTOSTEIBHO PEKOMEHIYETCs

IPOBEJICHUE COBMECTHBIX HWCCIENOBaHUM. Hampumep, e€cid Ha3HAYCHO
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MPOBEICHUE MPOCHEKTUBHOIO KOTOPTHOTO UCCIEIOBAaHUs, BKIIOUCHHUE B
HCCJIEIOBAaHNE JTOJKHO OBITh HE3aBUCHUMBIM OT Ha3HAYEHUS JIEKAPCTBEHHOIO
mpenapara ¢ ONPEACICHHBIM TOPTOBBIM  HAWMEHOBAaHWEM WIH  OT
OTIPEIECNIEHHOTO MPOU3BOIUTEINS JIEKAPCTBEHHOTO Mpenapara. B aTux ciayuasx
perucTpaius JaHHBIX OMPEACIIEHHOTO JIGKAPCTBEHHOTO Ipernapara sSBIsSETCS
BOXHOW B IENAX ObICTpON uAGHTH(UKAIMKA JII0OOTO HOBOTO pPHCKa,
IPUCYIIET0 KOHKPETHOMY JIEKAPCTBEHHOMY Iperapary.

Hepxatenb PETUCTPAITMOHHOTO YAOCTOBEPECHHUSI TOJKEH
KOHTPOJIMPOBATH PE3yIbTaThl MEp MUHUMH3AINK PUCKA, KOTOPBIC BKITFOUCHBI
B IIYP. OOmume npuHiunel oueHKH 3(PPEKTUBHOCTH yKa3aHbl B
nyHkre 12.2.4. Hacrosmux [IpaBu.

Jlepkarens perucTpalmoOHHOTO YAOCTOBEPEHHUS JODKEH MPEICTaBUTh
OTYET B OTHOIICHWH OICHKA dS(PPEKTUBHOCTH JOMOIHHUTEIBHBIX MeEp
MUHUMH3AIAA PUCKA, HMMEIONIUX OTHOIIEHHWE K OICHKE COOTHOIICHUS
«moJib3a — puck» B [10OB.

Jlepkatrens perucTParmOHHOTO YAOCTOBEPEHHS JOJKEH OOECIeYUTh
CBOEBPEMEHHYIO CBS3b C YMOJHOMOYEHHBIMU OpPraHaMHU TOCYIapCTB-UJICHOB

JUTSl BBITIOJTHEHUSI COOTBETCTBYIOIIEH PETyasiTOPHON OIIEHKH.
12.5. CoTpynHUKHN CUCTEMBI 3IPABOOXPAHEHNS U AIUEHTBI

B3aumonelictBue  COTPYAHUKOB  CHUCTEMBI  37paBOOXPAHCHHUS U
MAlMCHTOB SBISCTCA KpalHEe BaXXHBIM (PAKTOPOM, HEOOXOAMMBIM IS
YCIEITHOTO BBIMOJHEHUSI 00pa30BaTeNIbHBIX MporpaMM u (WMJId) IpOoTrpaMm
KOHTPOJIUPYEMOTO JOCTYyTMa B LEJSIX ONTUMHU3AIMNA COOTHOIICHUS «I0JIb3a —
puck». Heobxonumo ynensatb 0co00e BHUMaHUE 000 Mepe MUHUMU3AIIUU
pUCKa, KOTOpash MOXET OBbITh BBeACHA sl oOecreueHus: Oe30MacHOro Hu

3¢ (PEKTUBHOTO UCIOIB30BaHUS JIEKAPCTBEHHBIX MTPENApaToOB.
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12.6. Bnustaue 3 pekTUBHOCTH MEP MO MUHUMM3AIIMK PUCKA
Ha IIJIaH yIpaBJIeHUs] pUCKAMH M TIEPUOIMUCCKUN OOHOBIISIEMbIT
OTYET 110 0€301IaCHOCTH

Oo6nosnenust 1IOOBb u ITYP nomxHBl BKIIIOYAaTh CyMMapHYIO OLICHKY
pe3ysibTara JOMOJHUTEIbHBIX MEp MHUHUMU3AIUU PUCKA, BBEIACHHBIX IS
YMEHBIIICHUSI BaXKHBIX PUCKOB, CBSI3aHHBIX C TPUMEHEHUEM JIEKAPCTBEHHOTO
npenapara. B [TYP akmeHT gomxkeH ObITh ClI€JIaH Ha TOM, KaK BBITIOJIHSIEMAs
NESITEILHOCTh M €€ pEe3yJibTarbl OTPAXKAIOTCSl Ha IUIAHUPOBAHUU MeEpP
MUHHUMM3aUMKA pucka U (wam) ¢apmakonaazopa. B [IOOBb nomxna ObITH
c/ieiaHa OIIEHKa BO3JIEHCTBUS BBEJACHHBIX Mep Ha Mpoduiib 0€30MacHOCTU U
(WIM) COOTHOIIIEHHUE «I0Jbh3a — PUCK)» JICKAPCTBEHHOTO Mpenapara. AKIEHT
JTOJDKEH OBITh ceiaH Ha WH(OpMamuio, KOTopas IOoJydeHa B IIpoIecce
OTYETHOIO MEpPHOoJIa WJIM C MOMEHTA OCYIIECTBJICHUS HEJABHUX MEpP IO
MUHUMU3AIUNA PUCKA.

Pesynbrars! olieHKH 3(PGHEKTUBHOCTH MEp MUHUMHU3AIIUKM PUCKA BO BCEX
cinydasx nomiexar BkiatodeHnto B IIYP. Kak yacTe Takol KpPUTUUECKOU
OIICHKH JIepKaTellb PErMCTPAIIMOHHOIO YAOCTOBEPEHUS JIOKEH CJIeNIaTh
HAOJIOJICHUS B OTHOIIEHUHU (PAKTOPOB, CIOCOOCTBYIOMINX JIOCTHKEHUIO 1IETTH
WM TNPUBOMASIIMX K HEJOCTATOYHOCTH WM HEIPPEKTUBHOCTH MeEp
MUHUMHU3ALUNA pUCKA. TakOM KPUTUUYECKUN aHAIU3 MOXKET BKIIFOYATh CCHUIKY
Ha OMBIT 32 MpeeaMu roCyIapCTB-YICHOB (ITPU HAIUYHUN).

Onenka 3¢G(EKTUBHOCTH MEp MHUHHMHU3AIMA pPHUCKA JODKHA OBITH
aKIIEHTUpOBAaHAa Ha TO, OBUIM JM OHHU YCHEHUIHHIMH B OTHOIICHUH
MUHUMU3AIMU 11eJieBoro pucka. OIeHKa BBITIOJIHIETCA C HCIOJIb30BaHUEM
KOMOMHAIIUM TIOKa3aTesiell Tmpolecca U pe3yiabTaTa B COOTBETCTBUU
ITYHKTOM 12.2.4.  wHacrosmux  IlpaBun.  Pexomennmyercss — cuenarb

pasrpaHuvicHuc McExKJay MCpaMHM MHUHUMHU3AIMU PpPUCKA, BBCACHHLIMHU B
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MOMEHT BBIJIaYU YAOCTOBEPEHUS O TOCYJAPCTBEHHOM PETHCTPAlUU, U TEMH
MepaMu, KOTOpble ObLIM BBEICHBI NTO3HEE HA TOCTPETUCTPALIMOHHOM JTarle.

Ouenka 3¢G(EKTUBHOCTY MEp MHUHHMMHU3AIMU PHUCKA JIOJDKHA OBITh
MPEACTABIICHA C YYETOM CJICIYIOIINX PEKOMEHIAITN:

a) OLICHKa JIOJDKHA MPEJICTaBISATh KOHTEKCT MyTEeM:

KpaTKOTr'O ONMCAHUS BBEICHHBIX MEP MUHUMH3ALINHU PUCKA;

OITPEICIICHUS UX LIEJIEH;

OTHMCaHMs BBIOPAHHOTO Ipolecca U MoKa3areyie pe3yapTara;

0) olleHKa JOJKHA BKJIIOYAaTh COOTBETCTBYIOIIMN aHAU3 XapakTepa
HEXeJaTeIbHBIX PEaKIMii, BKIIOYAs UX CEPbE3HOCTh M MPEAOTBPATUMOCTb.
['me »TO0 yMecTHO, CleIyeT TakXe€ BKIIOUUTH JIOTUCTUYECKHE (aKTOPHI,
KOTOPBIE MOTYT MOBJIHATh Ha KIMHUYECKOE BBHINOJIHEHUE MEP MHUHUMHU3ALUH
pUCKa;

B) OIICHKAa JOJDKHA BKJIIOYAaTh HCCIICIOBAHUE BBIMIOJHEHUS MEP
MUHUMU3AIMA PUCKA B PYTUHHOM KIMHWUYECKOW MpPaKTHUKE, BKJIIOYasi BCE
OTKJIOHEHHUS OT MEPBOHAYAJIBHOIO IUIaHA. Takas OLIEHKa MOXET BKJIOYaTh
pe3ynbTaThl UCCIIEIOBAHMI UCIIOIB30BAHUS JIEKAPCTBEHHOTO MPENApara;

r) ToKazareJm  pesyjbrara (dactota W (WIM)  CEPbE3HOCTh
HEXKEJIATeIbHBIX PEaKIui) JOJDKHBI SBISATHCS KJIFOYEBBIMU KOHEUHBIMU
TOYKAMU TPU OILICHKE CTEMEeHW JOCTHMIKEHUsI TOCTABJICHHBIX 3a7ad MpH
BBITIOJTHEHUH MEP MUHUMM3AIINU PUCKA.

[IpenyoxeHusi B OTHOUIEHUH W3MEHEHHI MO COBEPIICHCTBOBAHUIO MEP
yIpaBieHUs PUCKAMHU JOJDKHBI OBITH MPEJCTaBICHBI B COOTBETCTBYIOIIEM
paznene [1OOB. [lnan MUHUMU3AIMUA PUCKOB CIIETYET OOHOBISATH C YYETOM
nocrynarwomieii  uHpopmaruu B OTHOWIEHHH  3(G(PEKTUBHOCTU  MeEp
MUHUMU3AIUNA PUCKA.

Yactora ooHOBAeHUs [1YP nomkHa ObITh TPONOPIIMOHATBHON PUCKaAM,

CBSI3aHHBIM C MPUMEHEHHUEM JIeKapCTBEHHOTO mpenapara. OoHoBieHus [1YP
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JIOJDKHBI OBITh aKIIEHTUPOBAaHBl Ha MPOrpaMMy MHUHHMHU3AIMKA PHUCKA H
MpeACTaBIeHHEe OOHOBIICHHM O OCYIIECTBICHUIO MEpP MUHUMU3AIUN PUCKA,
[JI€ 3TO IPUMEHUMO.

B ciyuae OOHOBJIEHHS OTPAaHMYEHHOTO KOJIMYECTBA Pa3feioB, OHU
JOJDKHBI ~ OBITh ~ TIEPEUUCIICHbl B CONPOBOAUTEIBLHOM THUCHBME  MpPH
MPEICTABJIEHUM JOKYMEHTalMU. B citydae eciu 1o pe3ynbraram BhIITOJIHECHUS
MEp MHHUMHU3AIMU puUcCKa TpedyeTcs BHeceHue wusmeHenud B OXJIII,
OCHOBAHUS Y JJaHHbIE U3MEHEHUA JOJIKHBI OATBEpkaAarhesa noxadenn [100BD,

OTPaXAIOILEr0 YKa3aHHbIE ACTIEKTHI.
12.7. IIpo3padyHOCTh

VYoTHOMOYEHHBIC  OpraHbl  TOCYAApCTB-WICHOB  OOCCIICUYHMBAIOT
MPO3pPAaYHOCTh M JIOCTYIMHOCTh HMHGOPMAIMU TIO BBEJICHHBIM MeEpaMm
MUHHUMHU3ALMA pPUCKA TMYyTEM UX PA3MEUICHUs Ha COOTBETCTBYIOIIUX
WHTEpPHET-TIOpTajiax Cieayromed HHpopMaIMu: ACUCTBYIONIEH peIaKiuu

OXJIII, pestome ITYP ¢ ykazanueM BBEEHHBIX MEp MUHUMU3ALUN PUCKA.
13. JonoiHUTENbHBI MOHUTOPUHT
13.1. BBenenue

dapMakoHaI30p  ABISETCS  HEOOXOOUMOM  (PYyHKIMEH  CHCTEMbI
3PaBOOXPAHEHUS] M HaNpaBJIEH HAa ObICTPOE BBIABICHHE U pEearupoBaHUE Ha
NOTEHIMAIbHBIE YIpO3bl OE30MaCHOCTH, CBA3aHHBIE C MCIOJb30BaHUEM
JIEKapCTBEHHOI'O IIpenapara.

['ocynapcTBeHHas perucTpanus JIEKapCTBEHHOIO npenapara
OCYLIECTBIIIETCSI HA OCHOBAHUU TOJIOKUTEIBHOTO HA MOMEHT PEerucTparuu

COOTHOHIICHUA  «I10JIb3a —  PHCK» JICKAPCTBCHHOI'O  IIpCliapara  IJIA
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OTIPENICJICHHBIA 1I€JICBOM TPYyNIbl IMAIMEHTOB B IMpeaeiiax OJ00pPEHHBIX
MOKa3aHUM U PEKOMEHIALMN 110 TPUMEHEHHUIO.

OpgHako HE BCE PUCKH MOTYT OBbITh BBISIBICHBI K MOMEHTY
NEPBOHAYAILHON  PErUCTpalliM, HEKOTOPhIE PHUCKU  BBIABISIIOTCS  Ha
MOCTPETUCTPAIIMOHHOM JTare MpU MIUPOKOM MPUMEHEHUU JIEKApPCTBEHHOTO
mpernapara Ha MPOTSHKEHWM BCETO JKM3HEHHOTO IHMKJIA JICKAPCTBEHHOTO
npernapara.

Jlnst obecrieueHust BO3SMOKHOCTH BBITIOJTHEHUSI KOHTPOJISI O€3011aCHOCTH
JIEKAapCTBEHHBIX  MpenaparoB  MPOMOPIUOHAIBHO  YPOBHIO  PHUCKa,
CONPSDKEHHOMY € WX  TPUMEHEHUEM, IeJIeCOO0pa3HbIM  SIBJISACTCS
dbopMHpoBaHHE TIEPEYHs]  JIGKAPCTBEHHBIX  MpEnaparoB, TPeOYIOIIUX
pacuIMpeHHoro coopa JaHHBIX MO 0€30MACHOCTH MOCIIE UX PETUCTpaIliu, YTO
O3HAYa€T BBEJACHHWE KOHIICMIUM JIOMOJHUTEIBHOTO MOHUTOPUHTA B
OTHOIIICHUH HEKOTOPBIX JICKAPCTBEHHBIX MPEMapaTOB.

YNOJTHOMOUYEHHBIMM  OpTaHaMH  TOCYAapCTB-YJIEHOB  CO3/AeTCs,
MOJIICP)KUBACTCS B aKTyaJIbHOM COCTOSIHUU W MYOJNHMKYETCS €AMHBIA CIHUCOK
JIEKAPCTBEHHBIX MPEMAPATOB, NOJJIEKAIIUX TOMOJIHUTEIbHOMY MOHUTOPUHTY
(majiee — COMCOK) HAa TEPPUTOPHUSAX TOCYIApCTB-WICHOB. Takue
nexkapctBeHHbie npenaparel B OXJIII u HUMII (JIB) o6o3Hagarorcs
IEPEBEPHYTHIM YEPHBIM PAaBHOOCIPEHHBIM TPEYTOJbHUKOM ¥V, KOTOPBI
COIPOBOXKAAETCS  CICAYIOIIEH TIOACHUTEIbHOM  HAANUCBHIO:  «JlaHHBIN
JIEKApCTBEHHBIN Mpenapar MOMJIECKUT AOTOJHUTEIIbHOMY MOHUTOPHUHTY. JTO
MO3BOJIUT OBICTPO BBIIBUTH HOBYIO HH(OpMAIUi0 1O Oe30macHOCTU. MBI
oOpaiaemMcsi K pabOOTHHMKAaM CHUCTEMbl 3IPaBOOXPAHEHHUS C MPOCHOOI

COO6HIaTB 0 JTIOOBIX MMoA03pPCBACMBIX HCIKCIIATCIIbHBIX PCAKIUAX. ).
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13.2. CTpyKTyphl U TPOLIECCHI

13.2.1. ITpuHUIMTBI MIPUCBOCHUS craryca JOTIOJIHUTEIBHOTO
MOHUTOPHUHTA JICKAPCTBEHHOMY Mpenapary.

Peructpanusi Bcex JIEKapCTBEHHBIX MpENapaToB OCYIIESCTBISIETCS Ha
OCHOBAaHMM MPU3HAHUSI COOTHOIICHUS «II0JIb3a — PUCK)» TMOJIOKUTEIbHBIM C
y4€TOM HUMEIOIIMUXCS Ha MOMEHT PpETUCTpallid CBEIEHUN (JaHHBIX
KJIMHUYECKUX HCCJIEIOBAHUM, KOTOphIE MPOBOAWINCH TIPU pa3padboOTKe
JIEKapCTBEHHOTO Tpernapara). OgHako HeEXeJlaTelbHbIE PeaKIuu, KOTOpbIe
BO3HUKAIOT PEIKO JUOO pa3BUBAIOTCS MPHU JUTUTEILHOM MPUMEHEHUU, MOTYT
CTaTh OYEBUJHBIMHU TOJBKO MOCJIE MPUMEHEHUs JIEKApCTBEHHOrO Mpenapara
0ojiee MMUPOKUM KPYyTrOM MAIMEHTOB U (WMJIM) TOCJE JJIUTEIHLHOTO MpHUeMa.
KpoMe TOro, mnpeumymiecrBa HM PHUCKH, CBSI3aHHbIE C NPUMEHEHUEM
JIEKApCTBEHHOIO  Mperapara, BO3MOXHO, OILIEHMBAJIUCh B  YCJIOBHSX,
OTJIMYAIOUIUXCS OT YCJIOBUW IIOBCEIHEBHOW MEIMIMUHCKOW IIPAKTUKH,
HarpuMep, KIMHUYECKUE HCCIETOBAHUS MOTYT HCKJIIOYaTh OMPEICIICHHBIC
TUIIBI TAIIMEHTOB C MHOXXECTBEHHBIMU COITYTCTBYIOIIMMH 3a00JICBAaHUSIMU
WM COIMYTCTBYIOIIMMU JIEKAPCTBEHHBIMH TMpernapaTtaMu. Takum o00paszom,
Mocjie BBIXOJ[a JICKAPCTBEHHOTO IIperapara Ha PhIHOK €ro HMCIOJIb30BaHUE
pPa3IUUHBIMU ~ TOMYJISIIUOHHBIMU ~ TpynmnaMd  TpeOyeT  MOCTOSHHOTO
MOHUTOpHUHTA.  JlepKarenu  pEerucTpallMOHHOTO  YAOCTOBEPEHUS U
YIOJIHOMOYEHHBIE OPraHbl TOCYIAPCTB-YWICHOB OCYILECTBISIOT MOCTOSIHHBIN
MOHUTOPHUHT JIEKAPCTBEHHBIX MNPENnaparToB ISl MOJYYCHHS MOSBISIOIIEHCS
uH(popMaru Mo 6€30MacCHOCTH, a TAK)KE BBITIOIHSIOT OIEHKY €€ BIUSHUS Ha
COOTHOIIEHHUE «I0JIb3a — PHUCK» JIEKAPCTBEHHOro mpemnapara. OmHako
HEKOTOpbIC JIEKAPCTBEHHbIC Mpernaparbl TPEOYIOT BBIMOJHEHUST OoJee
MHTEHCUBHOTO CcOOpa JaHHBIX MO O€30MacCHOCTH IIOCIE MPOXOXKICHUS

rOCyJIapCTBEHHOM pETHCTpallMd C TeM, 4YTOObl MaKCUMAaJIbHO OBICTPO
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BBISIBIISIT HOBBIE 3HAYUMBIE MPOOJEMBI, CBS3aHHBIE C O€30MacHOCThIO, U
HEMEUICHHO TMpEeANpUHUMATh Haajexamue wMepbl. [l MOBBIMICHUS
s dexTuBHOCTU MOHHUTOpPHUHTA 0€30MacHOCTH ONPEAECICHHBIX
JEKapCTBEHHBIX  MpENapatoB W  CTUMYJIHUPOBAHHS  MPEACTABICHUS
CIIOHTAHHBIX COOOIIEHUI O BBISIBICHHBIX HEXXETATeIbHBIX PEAKIMIX BBEICHA
KOHIIEIUS JOTIOJTHUTEILHOTO MOHUTOPUHTA.

Cratyc JOMOJHUTEIHLHOTO MOHHUTOPHMHTAa MOXET IPUCBAUBATHCA
JEKapCTBEHHOMY IIpemapaTry BO BpeMs BbIaYM  YIOCTOBEPEHHUS O
rOCYIapCTBEHHOM perucTpanuy Wik Ha 0ojiee MO3AHUX dTarax XU3HEHHOTO
IIUKJIa JIEKAPCTBEHHOTO Tpermapara TMpH  BBISABIEHUUM B  Ipollecce
HNOCTPETUCTPALIMOHHOTO MOHMUTOPUHIAa HOBOW MpPOOJIEMBbI, CBSI3aHHOM C
Oe30macHOCThI0. B wacTHOCTH, cTaryc AOMOJHUTENBHOIO MOHUTOPUHIA
BAXCH NPU BbIJIa4€ PETUCTPAIMOHHBIX YIOCTOBEPEHUN HA JIEKApPCTBEHHBIE
nperaparsl, COJAEp)Kallie HOBOE JICWCTBYIOIIEE BEIIECTBO, [UISI BCEX
JICKApCTBEHHBIX MPEMapaToB OHOJIOTHYECKOTO IMPOMCXOXKIIECHHUS, KOTOPHIS
SBISIOTCA ~ MPUOPUTETAMU s OCYLIECTBJIEHHS  (papMaKkoHaA30pa.
VYIOJTHOMOUYEHHBIE OpPraHbl T'OCYIApCTB-WIEHOB MOTYT TakXe MOTpeOOBaTh
BBEJICHUE CTaTyca JOTOJIHUTEILHOTO MOHHMTOPHHIA JUISl JICKAPCTBEHHOTO
npernapara npy OnpeAesIeHHbIX 00CTOSTENbCTBAX, HAIPUMED, 110 pe3yJibTaTam
IIPOBEJCHUSI TMOCTPErUCTPAIMOHHOTO HCCIICOBaHMUSI O€30MacHOCTH  WJIH
OTpaHUYEHUN B OTHOLIEHUHU 0€30MacHOr0 U 3PQPEKTUBHOTO HCIIOIb30BAHUS
JIeKapCTBEHHOTO Ipernapara.

13.2.2. O6MeH JaHHBIMH U IPO3PAYHOCTb.

Craryc JOMOJHUTEILHOTO MOHUTOPWUHTA JIOJDKEH JOBOAMUTHCS [0
CBEICHUS PAOOTHUKOB CHCTEMBI 3PAaBOOXPAHCHUS W TAIMEHTOB TaKUM
o0pa3oM, 4YTOOBI YHCIIO COOOIICHHWH O TPEINoaraéMbIX HEKeIaTeIbHBIX
peakuusax MOBBIIIANOCH, HO MPU ATOM HE CO3/1aBajiach Ype3MepHas TPEBOra.

DTO MOXHO JOCTUTHYTh, HAIPUMEP, MOAUYEPKUBAST HEOOXOAUMOCTD JTyUlleh
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XapaKTepUCTUKHU TTPoQuiisi 6€30MaCHOCTH HOBOTO JIEKAPCTBEHHOTO IIpernapara
IIyT€M  BBISBICHUA  JIONOJHUTEIBHBIX PHUCKOB, HO COOTHOCS  3TH
IIOTCHUMAJbHBIE  PUCKM  C  JOKa3aHHbIMA  IIPEUMYLIECTBAMU U
TEPANeBTUYECKOW  IIOJb30M  JAHHOTO  JIEKAPCTBEHHOTO  IIpenapara.
OOuIeOCTYHBIM  CIIUCOK  JIEKAPCTBEHHBIX MPEnapaTtoB CcO  CTaTyCcoOM
JOTIOTHUTEILHOTO ~ MOHUTOPHUHIAa  JIOJDKEH  TOCTOSHHO  OOHOBJISITHCSA
YIOJHOMOYEHHBIM OpraHOM TrocynapcTBa-ujieHa B cdepe oOpariieHus
JIEKapCTBEHHBIX  cpeAcTB.  Kpome  TOro, COTPYOHUKHA  CHCTEMBI
3IPABOOXPAHEHUS]T W MAUMEHTHl JOJDKHBI HMETh BO3MOXHOCTb JIETKO
pacrio3HaBaTh 3THM MNPOAYKThI MO UX MapkupoBke. [lyOnmkanusi crucka
BMECTE C COOTBETCTBYIOIIMM COOOIIEHHUEM JO0DKHA MOOYKAaTh COTPYIHUKOB
CUCTEMBI  37PaBOOXPAHEHHS W  TMAaIMEHTOB cooO0marb o000  Bcex
IOJI03PEBAEMBIX HEXKEJIATENIbHBIX PEAKUMUAX Ha JICKAPCTBEHHBIC MPEIaparsl,

MOAJIeKAIIME TOTIOJTHUTEIbHOMY MOHUTOPHUHTY.

13.3. Kpurepun BKIIFOUEHHS JIEKAPCTBEHHOTO ITperapara
B CIIMCOK JOTIOJIHUTEIIBHOTO MOHUTOPUHTA.

13.3.1. O6s3aTenpHbIC KPUTEPUH BKIIOYCHHUS.

B CIIMCOK JIEKapCTBEHHBIX IIPEIaparos, MOJJIEXKAILNAX
JOTIOJIHUTEIBHOMY MOHUTOPHUHTY, BKJIFOUAIOTCA CIEAYIOIIME Kareropuu
JIEKAPCTBEHHBIX NIPENAPaTOB:

a) JIEKApCTBEHHBIC TIpENapaThl, PErUCTPUPYEMbIE HA TEPPUTOPHUIX
rOCylapCTB-WICHOB, COAEPKAIIUe HOBOE JEHCTBYIOIIEE BEIIECTBO, KOTOPOE
710 BCTYIUICHMSI B cuily Hactosmux [IpaBui He ObLJIO 3aperucTpUpPOBAHO HU B
OJHOM U3 TOCYIAapCTB-UJIEHOB B COCTaBE€ KaKOTo-JIMOO JEKapCTBEHHOIO

npenapara;
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0) NeKapCTBEHHbIE TMpernaparbl OUOJIOTHYECKOTO  IPOUCXOXKICHHUS,
perucTpupyemMbie Ha TEPPUTOPUU TOCYIAPCTBA-WICHA TOCJE BCTYIUICHUS B
cuiy Hacroawmux IIpasun;

B) JICKAPCTBEHHBIE MpEMapaTbl, HAa KOTOPbIE YIOJHOMOYEHHBIM
OpraHomM rocy/iapcTBa-ujieHa OBLIIO 3aTpeO0BaHO BBITIOJTHEHUE
MOCTPErUCTPALIMOHHOTO HCCIEAOBaHUsI O€30MacHOCTU Ha MOMEHT BbLAAYu
YIAOCTOBEPEHUS] O TOCYJapCTBEHHOM pPErHCTpalli WM TIOCJIE BbIAAYU
YIAOCTOBEPEHHUSI O TOCYJAPCTBEHHON PETUCTPALIMH.

13.3.2. NononnutenbHbie ((haKynbTaTUBHBIE) KPUTEPUN BKIFOUCHHUS.

[lo 3ampocy  yHOJHOMOYEHHOTO  OpraHa  rocCyaapCTBa-ujieHa
JIEKapCTBEHHbIE IMpenapaTbl MOTYT ObITh BKJIIOUEHBI B CIIUCOK MOAJIEKAIINX
JOTIOJTHUTEITbHOMY MOHHUTOPHUHTY Ha OCHOBaHUHU CIIEAYIOIINX
JIOTIOJTHUTENbHBIX KPUTEPUEB BKITIOUCHUS:

PEKOMEHAAINH 110 MPUMEHEHUIO JIEKApCTBEHHOTO Ipernapara CoiepKar
CYLIECTBEHHbIE ~OTPAaHUYEHHUS, HEOOXOAUMBIE JUIsi OOECHEUYEeHHUs] €ro
6e3omacHOro 1 YPPEKTUBHOTO MPUMEHEHHUS;

YHIOJHOMOUYEHHBIM  OpraHOM  TOCyJapcTBa-ujeHa  ONPEAeNICHO
UCIOJIb30BAaHUE MHBIX Mep MO 00ecrneueHni0 0e30MacCHOCTH JEKapCTBEHHOIO
npernapara B CUCTEME YIPaBIEHUS PUCKAMU;

YIOJHOMOYEHHBIM  OpraHoOM  TOCyAapCTBa-ujieHa  YCTaHOBJIEHO
00513aTeNIbCTBO JIJISl IEPKATENs PETUCTPALIMOHHOTO YAOCTOBEPEHUS TPOBECTH
MOCTPETUCTPANIMOHHOE Hccaea0oBaHNE 3(PPEKTUBHOCTH.

Pemienue 1o BKJIIOYEHHMIO JIEKAPCTBEHHOIO TMpenapara B CIHCOK
MOJIS)KAIINX JIOMOJHUTEIPHOMY MOHUTOPUHTY JIOJDKHO TAaKXKE YYHTHIBAThH
BOIIPOC O II€JIECOOOPa3HOCTH JAaHHOTO CTaryca C Y4YeTOM HHBIX

JIOTIOJIHUTENBHBIX MEPONIPUITUH (papMakoHaA30pa, NpeokeHHbIX B [TYP.
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13.4. Kputepun onpeaeneHusi Ha4aabHOTO BPEMEHU
KOPPEKTUPOBKH CIHCKA JICKAPCTBEHHBIX MPENapaTos,
NOJIJICKAIIMUX JOTOTHUTEILHOMY MOHUTOPHHTY.

13.4.1. OGs3arenbHbIe KPUTEPHH.

JI1st 1ekapCTBEHHBIX MPENApaToB, COAEPKAIIMX HOBBIE JEHCTBYIOLIUE
BELIECTBA, a TAKXKE JJI1 BCEX JICKAPCTBEHHBIX IpENnaparoB OMOJIOTHYECKOrO
MIPOUCXOXKICHUSI HAauyalbHBIN MEPHUOJ] BKIIOYEHUSI COCTaBIAET 5 JIET C AaThl
rOCy/IapCTBEHHOM perucTpainuu Ha TEpPUTOPUH rOCyJapCTBa-UJICHA.

13.4.2. JlononHUTENBHBIE KPUTEPUH.

JI71st TeKapCTBEHHBIX MPEnaparoB, BKIOYEHHBIX CIIMCOK HA OCHOBaHUU
YCTAHOBJICHUS ONPEJIETICHHBIX YCIOBUH (IIPOBEICHHUE MOCTPETUCTPALIUMOHHBIX
uccienoBaHu 0e30macHOCTH, 3(PQPEeKTUBHOCTH, TpeOOBAaHUN K CHCTEME
YIPABJICHUS PUCKAMU ), IEPUO]] BKITIOUCHUSI B CITUCOK CBSI3aH C BHIMIOJTHEHUEM
COOTBETCTBYIOIIUX YCJIOBUH M 00S3aTENbCTB, BO3JOXKEHHBIX Ha JEpKaress
PETUCTPALIMOHHOTO YIOCTOBEPEHUSI, WU OINPEAENSIETCS YIOJIHOMOYEHHBIM
OpraHOM TOCYapCTB-YJIEHOB COOOPa3HO MX BBINOJIHEHUIO U IMOJIYYaE€MbIM
pe3yabTaTram.

Ha mnpoTspkeHn# >KM3HEHHOTO IIMKJIA JIEKAapCTBEHHOTO TMperapara
BO3MOXXHO €ro HEOJHOKPAaTHOE BKJIIOYEHHE B CIHHCOK JIEKAPCTBEHHBIX

penaparoB, NOJIEKAINUX JOTOTHUTEIbHOMY MOHUTOPHUHTY.
13.5. O0s3aHHOCTH YIOJTHOMOYEHHBIX OPTraHOB TOCYAapCTB-YJICHOB

VYNOTHOMOYEHHBIM OpraHaM roCyJapCTB-YICHOB CIIEIYET:

a) "HOPMHUPOBATh YIIOJIHOMOYCHHBIE OpTraHbl JAPYTHX TOCYIapCTB-
YJIE€HOB O TMPHUHATOM PEHICHUM [0 BKJIIOYEHHUIO PETUCTPUPYEMBIX
(3aperucTpUpOBaHHbBIX ) JIEKAPCTBEHHBIX IPENapaToB B CIIMCOK MOICKAIINX
JOTIOTHUTEILHOMY MOHUTOPHUHTY, 00€CTIEUUTh MPEACTABICHUE IEKTPOHHOU

CCBUIKHM Ha BeO-CTpaHHUIly YIOJHOMOYEHHOI'O OpraHa rocyl1apcTBa-ujeHa, Iae
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OTKpPBIT OOWIMKA OOCTYyNn K HMHGOpPMAIMU O JIEKAPCTBEHHOM Mpernapare u
pestome I1VYP;

0) onmyOIMKOBaTh Ha canTax B MH(pOpMaMOHHO-
TEJIEKOMMYHHUKAIIMOHHON cetn  «VIHTEepHET» CHUCOK JIeKapCTBEHHBIX
penaparoB, 3apEerUCTPUPOBAHHBIX HA TEPPUTOPUSAX TOCYJAPCTB-UICHOB,
KOTOPBIE MOJIEKAT JIOMOTHUTETbHOMY MOHUTOPUHTY. B ciucke yka3bIBaeTcs
AIIEKTPOHHAS CChUJIKA HA CAUT YIMOJHOMOYEHHOTO OpraHa rocyaapcrBa-djieHa
B UH(QOPMALIMOHHO-TEJIEKOMMYHUKAIIMOHHOW ceTh «HTepHEeT», Tae OTKPBIT
oO1IMit 1oCTyM K HH(pOopMaIMK O JIekapCTBEHHOM npenapare u pe3tome [1YP;

B) HUH(QOPMUPOBATH YIIOJIHOMOYEHHbIE OpraHbl JPYTrUX TOCYIapCTB-
YWICHOB O  3apErMCTPUPOBAaHHBIX [0  HAUMOHAJIBHOM  mpoueaype
JIEKapCTBEHHBIX IIpenaparax, BKIIOYEHHBIX B CIHMCOK JIEKAPCTBEHHBIX
npenaparoB, NOJIEKAIIUX JOTOIHUTEIbHOMY MOHUTOPUHTY;

') YYUTBIBATh CHUCOK MOJUICKAIIUX JOMOJHUTEILHOMY MOHUTOPUHTY
JIEKaPCTBEHHBIX MPEMapaToB MpPH ONPEIACICHUH YacTOThl U OCOOEHHOCTEH
BBITMOJIHAEMBIX MPOLEAYP M0 OOHAPYKEHHUIO CUTHAJIOB;

1) UHQOPMHUPOBATh COOTBETCTBYIOLIETO JEPKATENsl PErUCTPALIMOHHOTO
YAOCTOBEPEHHUS] O TMPUHATAM pEHIeHUS 1O BKIIOYEHUIO B  CIHCOK
JI€KapCTBEHHBIX penaparos, noJIIeKaIINX JOTIOJTHUTEIBHOMY
MOHUTOPUHTY;

€) MPUHUMATh BCE HAJUIekKAIIHEe MEPHI ISl TOr0, YTOOBl COTPYIHUKU
CUCTEMbl  3PAaBOOXpPAaHEHUS M  MalMeHThl Ccoo0Iaiu O  JIIOOBIX
MOJI0O3PEBAEMbIX HEKEJIATeNIbHBIX PEaKIUsAX Ha JIEKQpCTBEHHBIM Mpemnapar,
BKJIIOUCHHBIH B CIHUCOK JIGKAPCTBEHHBIX IMpEnaparoB, MOJUICKAIIUX
JOTIOTHUTEILHOMY MOHUTOPUHTY;

) BBITIOJIHATh €XEMECSYHOE OOHOBJICHHE CHHCKA JIEKApCTBEHHBIX

mperaparoB, IMOJICKAINUX JOIIOJIHUTCIbHOMY MOHUTOPHHI'Y.
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13.6. O6s13aHHOCTH JIepKaTEIeH PETUCTPAIMOHHBIX YI0CTOBEPEHUM

Jlepskarenb perucTpallioOHHOTO YI0CTOBEPEHHUS 00sI3aH:

a) Bxirounth B OXJHI u HWMITI (JIB) cBoux JieKapCTBEHHBIX
penaparoB, BKJIIOUYEHHBIX B CIHUCOK MOUIEKAIIUX JOMOTHUTEIBHOMY
MOHUTOPHUHTY, CHMBOJI YEPHOTO TpEYroJibHWKa ¥, a TaKkKe CTaHIApPTHOE
MOSICHEHHE O JIOMOJIHUTEIbHOM MOHUTOPHUHTE;

0) BKJIIOYUTH MH(OPMALIUIO O CTATYCE NOMOJHUTEIBHOIO MOHUTOPUHTA
B JI000 Marepuall, KOTOPbI OyleT pacnpOCTpaHATbCS Cpeau pPabOTHUKOB
CUCTEMBI 3IPaBOOXPAHECHUS U MAIIUEHTOB, a TAKXKE JOJKEH MPUIOKHUThH BCE
YCWIIHSI, YTOOBI CTUMYJIUPOBATh PENOPTUPOBAHUE HEKENATEIbHBIX PEaKLUM,
KaK 3TO COINIACOBAHO C YIIOJIHOMOYEHHBIMHU OpraHaMU T'OCYAapCTB-YICHOB;

B) NPEACTAaBUTh  YIOJHOMOYEHHBIM OpraHaM TI'OCyAapCTB-4JICHOB
JAHHbIE M TOATBEPXKJICHMSI CTAaTyca BBINOJHEHUS KaKUX-TUOO YCIIOBHIA,
HAKJIaJbIBAEMbIX JJAHHBIMU YIIOJHOMOYEHHBIMU OpraHaMu;

I') IpeacTaBuTh cooTBeTcTBytomue n3menenus B OXJIIT u UMII (JIB)
[0 BKJIIOYEHHUIO WJIM YJAJECHUIO YEPHOTO CHMBOJA M CTaHIapTU3MPOBAHHOMN
MOSICHUTETIbHOU (OPMYTUPOBKM B TMOPSIKE, YCTAaHOBICHHOM IpaBUIIaMU
PErUCTPALIMM U SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO
IIPUMEHEHUS, YTBEPKAAeMbIMU EBpa3suiicKOM 3KOHOMUYECKOW KOMHUCCHUEH, U
TpeOOBaHUSIMU K  MHCTPYKUMH 1O  MEIUIMHCKOMY  NPUMEHEHHIO
JIEKapCTBEHHBIX IIpEnapaToB M OOIIEN XapaKTEpPUCTUKE JIEKapCTBEHHBIX
npenaparoB  JUisl  MEIWLUHMHCKOTO  NPHUMEHEHUS,  YTBEpPKIAECMbIMHU

EBpa3niickoii 5JKOHOMUYECKOW KOMUCCHEM.
13.7. YepHbIlii CUMBOJ U TTOSICHUTEIbHAS 3alIMCKa

I[J'IH JICKAPCTBCHHBIX IIPCIIApATOB, BKIIIOYCHHLIX B CIIMCOK ITOAJICIKAIIINX

nonoHuTenbHOMY MoHUTOpUHTY, OXJIIT n1 UMII (JIB) nomkHbl coaepxaTh
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0003HaueHUE NEPEBEPHYTOTO0 YEPHOTO PaBHOOESIPEHHOTO TPEYroibHUKa V¥,
KOTOPO€ COIPOBOXKAALTCS CIETYIOIEH NOACHUTEIEHON HAAIIHMCEIO:

«JIaHHBIA JIEKapCTBEHHBIN TIpernapar MOIJIEKUT JOMOJIHUTEIBHOMY
MOHHMTOPUHTY. DTO TO3BOJUT OBICTPO BLISIBUTH HOBYIO HH(DOPMALHUIO IO
Oe3omacHocTd. Mel oOpalaeMcst K COTPYIHUKAM CUCTEMBI 34PaBOOXPAHEHMS
¢ Tmpockboil coobmare O JIIOOBIX IOAO3PEBAEMBIX  HEXKEJATEIbHBIX
PEeaKIIHIX».

Ilocre Toro kak J€KapCTBEHHBIM Ipelapar BKJIKOYEH B CIIMCOK HJIH
ylajJeH M3 HEro, JepXareib pPEerHcTPallMOHHOIO YIOCTOBEPEHHs O0s3aH
BHecTH cooTBeTcTByomue usMeHenuss B OXJIII u WMMII (JIB), utobm1
BKJIFOYHMTD WM YIAIHTh YEPHBIH CUMBOI (B 3aBUCUMOCTH OT OOCTOSITENIBCTB),
3asB/IEHUE U CTAHJAPTHYIO MOSCHUTEILHYIO 3aIIUCKY.

Ecnu permienue o BKIIIOYEHHH JIEKAPCTBEHHOIO Ipenapara B CIIHMCOK
HIH  yOajJeHWHd W3 CIHCKAa JellaeTcsl IpH  BBIIOJHEHWH IPOLEAYPHI,
ycTaHoBJIeHHOM npaBom Coro3a WM 3aKOHOATeECTBOM rOCydapcTBa-4iieHa
(mpoueaypsl perucTpaly HIH TepeperucTpalii, BHECEHUs W3MEHEHUH B
OXJIIT u np.), To cogepxkanue OXJIIT u UMII (JIB) TpebyeTcst 0OHOBUTH 110
3aBEPILUCHUS  TPOLEAYpPbI, YTOOBl  BKJIOUHUTHE B  HUHOOPMAIMIO O
JICKapCTBEHHOM TIpeTiapaTe WM yAaJUTh W3 Hee YepHbI TpeyroabHUK H
CTaHIAPTHYIO TTOSICHUTETBHYIO 3aITUCKY.

Ecinu pelieHue O BKIIFOYEHHMH JIEKAPCTBEHHOIO Iperapara B CIIHCOK
WA yIaJleHUd M3 Hero MpUHUMAaeTCs BHE pPaMOK IMPOBENEHUs IPOLEAYpHL,
YCTAHOBJIEHHOM MEXTyHApOIHBIMHU JOTOBOPAMH U aKTaMH, COCTaBIISIIOILIUMU
npaBo Coro3a, WM 3aKOHOAATETbCTBOM TIOCYAapCTB-UJIEHOB, TO JEpKaTellb

PEerucTPAllMOHHOTO YAOCTOBEPEHUsT 00s3aH B YCTAHOBJIEHHOM IOpSIKE
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