COBET EBPA3UCKOMN SKOHOMUYECKON KOMUCCUUN

PELLUEHUE
ot 3 HoAbpAa 2016 r. N 87

Ob YTBEPXAEHUU NPABUN
HALNEXALLEA NPAKTUKU ®APMAKOHAL30OPA EBPA3UICKOIO
3KOHOMMYECKOIO COHO3A

B cootBeTcTBUM co cTatbelt 30 Jorosopa o EBpasuniickom sKoHOMUYECKOM coto3e oT 29 man 2014
roga, ctatbei 12 CornaweHma o e4AnHbIX NPUHLMNAX U NpaBuaax obpalleHns NekapCcTBEHHbIX CPeaCcTB B
pamKax EBpa3snicKoro skoHoMMYecKoro coto3a ot 23 gekabpa 2014 roga, nyHktom 81 npunoxkenuma N 1 Kk
PernameHTty pabotbl EBPasMiCKOM 3KOHOMMYECKOW KOMWMCCUK, YyTBEPKAEHHOMY PeweHnem Bbicwero
EBpasuniickoro skoHommyeckoro coeta oT 23 fekabpa 2014 r. N 98, n PewweHrem Boicwero EBpasmiickoro
3KOHOMMYecKoro coBeTa oT 23 aekabpa 2014 r. N 108 "O peannsaumm CornaweHuns o eguHbIX NPUHLMNAX
M npaBuaax obpaLLeHNs NeKapCcTBEHHbIX CPEACTB B paMKax EBpasmMinckoro skoHommyeckoro cotosa" Coset
EBpasuniicKo SKOHOMUYECKOM KOMUCCUM pPeLLm:

1. YTBepanTtb npunaraemble MpaBuaa HagnexKawen NpakTMKM dpapmakoHagsopa EBpasuiickoro
9KOHOMMYECKOro coto3a (nanee - Mpasuna).

2. HacTosuwee PeweHwne BCTYNaeT B CMAy No UctedeHnn 10 KaneHAapHbIX AHEN ¢ AaTbl BCTYNAeHWA
B cuny lNpoTokona, noanucaHHoro 2 gekabps 2015 roga, o npucoegmuHeHnn Pecnybankm ApmeHus K
CornalieHnto 0 eauHbIX MNPUHUMNAX W NpaBunax obpalleHMA NEeKapCTBEHHbIX CPEeACTB B pPaMKax
EBpasuniickoro sKoHoMUYecKoro cotosa ot 23 aekabpa 2014 roga, HO He paHee Yem no ucteyeHum 10
KaNeHAapHbIX AHel ¢ fatol opuLmManbHoro onybaMkoBaHMA HacToAwero PeweHus.

Paspen 4 Npasun Bctynaet B cuay ¢ 1 ausapa 2017 .

Ab63au, nATbIN NoANyHKTa 7.2.1 nyHKTa 7.2 1 NyHKT 7.4 pasaena 7 MpaBua BCTyNatoT B cuay ¢ 1 UioHA
2016r.

YneHbl CoBeTa EBpasniiCKON 3KOHOMMUYECKOW KOMUCCUU:

Ot Pecnyb6amku Ot Pecnybnku Ot Pecnybinku OT Kblprbi3ckomn Ot Poccuiickoi
ApmeHua benapycb KasaxcTaH Pecny6amnku Pepepaunn
B.TABPUENTIAH B.MATHOLWIEBCKH A.MAMUWH O.NAHKPATOB N.LLUYBAJIOB
n
YTBEepKaeHbl

PeweHnem CoseTa EBpasunitckomn
3KOHOMWYECKON KoMUCCUmn
oT 3 HoAbpA 2016 . N 87

NPABU/IA
HALNEXALLIEM NPAKTUKM ®APMAKOHA3OPA EBPA3UIACKOTO
39KOHOMMWYECKOTO COIO3A
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1. OnpepeneHuna

[na ueneit HacToAawwmx MpaBua NCMONb3YIOTCA NMOHATUA, KOTOPble 03HaYaloT caeayiollee:

"BakHana oTcyTcTBYOWasa MHopmayma" (important missing information) - 3HaunMmble npobesnbl B
UMeLWnXcA 3HaHMAX 06 onpeaesneHHbIX acrnekTax 6e30MacHOCTM NIeKapCTBEHHOro npenapaTta Mau
rpynnax nauneHToB, KOTOPbIM Ha3HaYaeTCsA JIeKapCTBEHHbIN NpenaparT;

"Ba*KHbIN NAEHTUPULMPOBAHHBIN PUCK", "BasKHbIN NOTEHLMaNbHbIN puck" (important identified risk
and important potential risk) - uaeHTUPUUMPOBAHHBIN PUCK UKW NOTEHLMANBHDBIN PUCK, KOTOPbIA MOMKET
OKa3aTb BANSIHWE HA COOTHOLIEHMeE "Nob3a - PUCK" IeKapCTBEHHOro NpenapaTta Uin MmeTb NOCIeACTBUS
Ana obLLeCcTBEHHOro 34,0P0BbS;

"BanngmpoBaHHbIi curHan" (validated signal) - curHan, gnsa KoToporo B npouecce BbINOJIHEHUS
Ba/MAauMnm M OLEHKN MNOATBEPXKAAOWMX AaHHbIX YCTAHOBAEHO, YTO WMMEIOWAACA AOKYMeHTauuA
OO0CTaTO4YHa ANnA npeanonoXeHna Hann4yma HOBOM HOTeHLLMaﬂbHOﬁ I'IpM‘-IMHHO-Cer,D,CTBEHHOVI CBA3N NN
HOBOTO acneKTa U3BECTHOM B3aMMOCBSA3U MEXK LY MPUEMOM MOA03PEBAEMOrO JIeKapCTBEHHOIO NpenapaTta
M pasBuUTMEM HebnaronpuaTHOrO MOCAeAcTBUMA M, CNefoBaTesNbHO, onpegeneHa HeobxoaumocCTb
OCYLLECTBNEHMA KOMIJIEKCA Aa/lbHEMLLMX AENCTBUIA MO OLEHKe CUTHaNa;

"Bo3aelicTBMe, CcBA3aHHOe C pogom 3aHATMI" (occupational exposure) - Bo3aelcTBue
JleKapCTBEHHOro Npenaparta, KOTOPOMY NOABEPTCA YeNOBEK B pe3y/ibTaTe BbINOJHEHUA AeATENIbHOCTU KaK
npodeccnoHasbHOM, Tak U He CBA3aHHOM ¢ NPodecCMOoHabHON AeATENbHOCTbIO;

"nata oKoHyaHusa cbopa gaHHbix" (data lock point) - gaTa 3aBeplweHua cbopa AaHHbIX AAs
BK/IlOYEHMA B MepMoanyecKkmini obHoBAsieMbI OTYET No 6e3onacHoCTy;

"0eaTeNbHOCTb N0 MUMHUMM3ALMK PUCKa (Mepbl MO MUHMMM3aLMKM pucka)" (risk minimization
activity (risk minimization measure)) - Komnnekc meponpuATUIA, HanpaB/IEHHbIX Ha NpeaoTBPaLLEHME UK
YMEHbLUEHNE BEPOATHOCTM BO3HMKHOBEHMA HEMKENaTeNIbHOM peaKkLuMu, CBA3AHHOM C BO34encTBMEM
NleKapCTBEHHOrO NpenapaTa, IMH60 Ha YMEeHbLUEHWE CTEMEHM TAXKECTU HEXeNaTelbHOM pPeakunn B ciyyae
ee pasBuTuA;

"3aBeplieHHOe KAMHMYecKoe uccnegoBaHue" (completed clinical trial) - wnccnepgosaHue, no
KOTOPOMY NOArOTOB/IEH 3aK/AOUNTENbHBIN OTYET O KIMHUYECKOM MUCCIef0BaHUK;

"3akpbITbilt curHan" (closed signal) - curHan, oueHKa KOToporo 6bina 3aBeplueHa B OTYETHbIN
nepuog, cocTaBaeHUsA Nnepuoanyeckoro o6HoBASEMOro oTyeTa no 6esonacHocTy;

"3noynoTtpebneHne nekapcreeHHbIM npenapatom” (abuse of a medicinal products) - noctoAaHHOe
WM pa3oBoe upesMepHoe ynoTpebneHue NeKapCTBEHHOrO npenapaTta, KOTOpPOe COMPOBOXKAAETCA
HebnaronpuUATHLBIMU GU3MONOTUYECKUMM UAN NCUXONOTMYECKUMM 3 deKTamu;

"noeHTndULMpoBaHHbI puck" (identified risk) - HexkenatenbHoe nocneacTene dbapmakoTepanuuy,
B OTHOWEHWM KOTOPOro MOJyYeHO afeKBAaTHOE [0Kas3aTeNbCTBO Ha/AMUMA  B3aMMOCBA3SU C
NoA03pPeEBAEMbIM JIEKAPCTBEHHbIM NPenapaTom;

"MHAMBMAYaNbHOE COOBLLEHME O HEXKENaTeIbHOM peakuun (OTYET O HEXKenaTe/lbHOM peakumm (Ha
NekapcTBeHHbIM npenapaT))" (individual case safety report (ICSR) (adverse (drug) reaction report)) -
MHPOpMaLMA, NepeaaBaeman B COOTBETCTBMM C YCTaHOBAEHHbIMM GOPMOI U coaepKaHuem, 06 oaHOM
WX  HECKOJIbKMX MOA03PEBAaEMbIX HEKeNaTeNlbHbiX pPeakuuaX Ha JIeKapCTBEHHbIM npenapar,
BO3HMKaIOLWMX Y OTAENbHOMO NauyeHTa B onpeaeneHHbli MOMEHT BPEMEHU;

"MCTOYHMKM  MOAYYEHMA  UHOMBUAYANbHbIX COOBLEHWUIA O  HexenaTeNbHblX  peakumax
NleKapcTBeHHOro npenapata no 3anpocy"” (solicited sources of individual case safety reports) -



OpraHn3oBaHHble cucteMbl MO cbopy AaHHbIX, KOTOPbIe BKAOYAOT B ceb6A KAMHMYECKME WUCMbITAHUA
(nccnepoBaHmsa), peecTpbl, NOCTPErUCTPALMOHHBIE MPOrPaMmbl NEPCOHAIM3NPOBAHHOMO UCMO/Ib30BaAHUA
NIeKApCTBEHHOTO npenapaTta, Apyrve nporpaMmbl MO MNOAAEP)KKE MNAUWMEHTOB W MOHUTOPUHIY
3aboneBaHMin, ONpPOCY NAUMEHTOB WKW Nevalmx Bpaden mam cbop nHpopmaummn o6 appekTUBHOCTU
Tepanuun N NPUBEPKEHHOCTU NALMEHTOB K IEHEHUIO;

"KayecTBO cuctembl ¢dapmakoHaasopa" (quality of a pharmacovigilance system) - Bce
XapaKTePUCTMKM cUcTeMbI GapMaKoHaA30pa, KOTOPbIe B COOTBETCTBMM C OL,EHKON BEPOATHOCTM NPMBOAAT
K pe3y/nbTaTam, COOTBETCTBYIOLLMM LLeNSIM cUCTeMbl papMaKoHaA30pa;

"KNnHUYeckoe nccneposaHue"” (clinical trial (study)) - KniMHMYecKoe usyyeHue, yaosneTsopsatollee
XOTA 6bl OAHOMY M3 C/IEAYHOLLMX YCAOBUIA:

HasHayeHMe CyObeKTy K/JAMHMYECKOrO M3YYEeHMsA KOHKPETHOW TepaneBTUYECKOM CTpaTerum
(BMeluaTenbcTBa) NPOUCXOAUT 3apaHee U He ABAAETCA PYTUHHOW KAMHWYECKOM MpakTUMKol (To ecTb
WabNOHHbIMKU  (OAHOTUMNHLIMU) MEAUUMHCKUMU OMArHOCTUYECKUMU W fledebHbIMK  Npoulenypamuy,
TEXHOIOTUAMU NN MeponpUuATUAMU, KOTOPbIe BbIMNONHAKTCA ANA ,EI,aHHO[;I rpynnbl nayneHToB Unn
[AHHOTO CTaHZapTa OKasaHuWA MegMUMHCKOM NOMOLM) B rocyaapcTtBe - uneHe EBpasuiickoro
3KOHOMMYECKOro CO03a, WCCAefO0BaTe/IbCKME LEeHTPbl KOTOPOro MNPUHMMAOT yyacTue B AaHHOM
KAMHUYECKOM M3YyYeHUu;

peweHne 0 HadHa4YeHUn nccnegyemoro NeKapCrBeHHOro npenaparta NpUuHMMaeTca COBMeECTHO C
peweHnem O BKIKYEHNN CY6'bEKTa B K/IMHNYECKOE N3y4eHUeE,

CyObEKTaM K/MHMYECKOrO W3y4yeHus, NMOMUMMO MNpoLesyp PYTUHHOM KAMHUYECKOM MPAKTUKM,
BbIMO/IHAKTCA AOMONHUTE/IbHbIE NPOLEeAypPbl AUATHOCTUKU UAN MOHUTOPUHTS;

"KOHTpO/Ib M 0becneyeHme KauecTBa cuctembl dapmakoHagzopa" (quality control and assurance) -
MOHUTOPUHT, OUEHKAa, obecneyeHve 3GPEKTUBHOCTM U COOTBETCTBUA CTPYKTYPHbIX 31EMEHTOB WU
npoLeccos cuctembl GapmaKkoHaZ30pa YCTaHOBNEHHbIM TPe6OBaHUAM;

"nekapcteeHHoe cpeacto” (medicinal product)" - cpeactBo, npeacrasnstowee coboit mbo
cogeprkallee BeLLecTBO UM KOMBMHaUMIO BellecTs, NpeAHasHavyeHHble ANa AedyeHua, NPodUNaKkTUKK
3aboneBaHUin YeN0OBEKA MW BOCCTAHOBAEHMUA, KOPPEKLUN UAN U3MEHEHUA GU3MONOTUYECKUX PYHKLMIA
nocpeacTsom papmaKkoNorMiyeckoro, UMMYHOI0TMYecKoro M6o metaboanyeckoro Bo3aencTemna Uamn gns
ANArHoCTUKM 3a601eBaHUIA U COCTOAHMA YeI0BEKa;

"nexkapctBeHHbIN npenapat” (drug, remedy) - nekapcTBEHHOE CPEACTBO B BUAE NE€KAPCTBEHHOM
$OopMbl, BCTyNatoLee B KOHTAKT C OPraHNM3MOM YE/I0BEKa;

"mactep-daiin cuctembl papmakoHagzopa, MPCO" (pharmacovigilance system master file (PSMF))
- nogpobHoe onucaHue cuctembl papmakoHaA30pa, NPUMEHAEMON AepyKaTeseM PerucTpaumoHHOro
YAOCTOBEPEHMSA B OTHOLIEHMM AaHHbIX 06 O4HOM WM HECKONbKMX 3aPermcTpUpOBaHHbIX 1IEKAPCTBEHHbIX
npenapaTax;

"mexayHapoaHaa aaTa ogobpeHua paspabaTbiBaemMoro JieKapcTBeEHHOro npenapata, MAOPAC"
(development international birth date (DIBD)) - pmaTta nepsBoro ogobpeHus (MnvM asTopusaumm)
npoBeAeHNA MHTEPBEHLMOHHOIO KNMHNYECKOTo UCCAeA0BaHUA B N060I U3 CTPpaH MUPa;

"mexayHapogHaa pgaTa peructpaummn, MAP" (international birth date (IBD)) - pmata nepso#
peructpauun (opobpeHna K npumeHeHuo) B obOM CTpaHe MUpa JIEKAapCTBEHHOro npenapara,
coAep:Kallero onpeaeneHHoe AeNCTBYIOLWEe BELLecTBO;

"Hagnexalan npakTuka dapmakoHaasopa, HMNP" (Good Pharmacovigilance practices (GVP)) -
PYKOBOACTBO NO oOcCyuwlecTBieHUo ¢dapmaKoHag3opa B rocygapctsax - uneHax Espasuiickoro
3KOHOMMYECKOro COt033a;



"HexkenatenbHaa peakuma" (adverse reaction) - HenpeaHamepeHHasas HebnaronpuATHaA peakuus
OpraHM3ma, CcBfi3aHHass C MNPUMEHEHWEeM JIeKapCTBEHHOro (Mccnegyemoro) npenapata U
npeAnonaramoLan Haamune, Kak MUHUMMYM, BO3MOXKHOM B3aMMOCBSA3M C MPUMEHEHMEM NOA03PEBAEMOTO
NleKapCTBEHHOro (uccneayemoro) npenapaTta. HexkenaTesbHble peakuMm MOTYT BO3HMKaTb MNpu
NPUMEHEHUN NIEKAPCTBEHHOrO Mpenapata B COOTBETCTBMWU C OLAOOpPeHHONM 0b6Len XapaKTepUCTUKOM
JIeKapCTBEHHOro npenapaTa UM UHCTPYKLMEN No MeANLUUHCKOMY MPUMEHEHMUIO WU C UX HapyLEeHUEM
nmbo B pesynbTaTe BO34ENCTBUA, CBA3AHHOIO C POAOM 3aHATMI. Cay4yanm NPUMEHEHMA C HApPYLLEHUEM
o6 LLel XapaKTepUCTUKM NEeKapcTBEHHOro Npenaparta UanM MHCTPYKLMM NO MeANUNHCKOMY MPUMEHEHUIO
BK/AOYalOT B ceba npumeHeHWe, He CcOOTBETCTBYlOWEe OOLWEN XapaKTePUCTUKE WAM WMHCTPYKLUMK,
nepenosnpoBKy, 31oynotpebneHne, HenpasuabHoe ynoTpebieHne n meguuUNHCKME OWNOKK;

"HexenatenbHoe ABneHue" (adverse event) - nioboe HebnaronpuMATHOE U3MEHEHWE B COCTOSIHUMU
34,0P0BbA NALMEHTA UM CYObEKTA KNMHUYECKOTO UCC/Ie0BaHMA, KOTOPOMY Ha3HayaACA JIeKapCTBEHHbI
(nccnepgyemsbiil) npenapaTt, HE3aBUCMMO OT MNPUYMHHO-CNEACTBEHHON CBA3M C €ro MpPUMEHEHUEM.
HekenatenbHoe ABfeHME MOXET NPeAcTaBasaTb coboit Ntoboe HebnaronpuaTHOE U HenpeaHaMepeHHoe
M3MeHeHne (B TOM 4MC/le OTKIOHeHWe nabopaTopHOro nokasaTens OT HOPMbl), CUMMMNTOM WM
3aboneBaHMe, BpPeMA BO3HWMKHOBEHWMS KOTOPbIX HE WCKAOYaeT MNPUYUHHO-CNeACTBEHHON CBA3M C
npYMeHeHVeM NeKapCTBEHHOrO Npenapara, BHe 3aBMCMMOCTM OT HaIMuMA UAN OTCYTCTBUA B3aMMOCBA3M
C NPUMEHEHMEM NIEKAPCTBEHHOTO NpernapaTa;

"HeMHTepBeHUMOHHOE uccnepoBaHue" (non-interventional studies) - mMccnepoBaHue, KoTopoe
COOTBETCTBYET CeAYIOLLMM YCAOBUAM:

}'IeKapCTBeHHbIl‘/JI npenapar Ha3Ha4YaeTcA B  COOTBETCTBMM C o6u.|,eﬁ XapaKTepMCTMKOVI
NeKapCTBEHHOro npenapara,

peweHne 0 HadHa4YeHUn nauneHTy onpeaeneHHoro 1e4eHnA He NpuHmMaeTcAa 3apaHee CornacHo
NPOTOKONY uUccnegoBaHuA, HO DYTMHHOﬁ KANHUYECKOM NPaKTUKe, U Ha3HadYeHune NeKapCTBEHHOro
npenaparta 4eTKo OTAeNEHO OT peweHnA O BKNK0YEHUN NaLlMeHTa B UCCNenoBaHUE;

K NnauyneHTam He NPUMeHATCA Kakune-nmbo AonosHUTeNbHbIE ANArHOCTUYECKUE NN KOHTPOJIbHbIE
npoueaypbl, a 4nAa aHananisa noslyd4eHHbIX AaHHbIX MCMNOJ/1b3YHOTCA aNNAeMUONIOTNYECKME METOObl.

HenHTepBEHUMOHHbIE  UCCNEA0BaHWA  ONPeAensaloTcs  NPUMEHAEMbIM  METOLON0rMYECKUM
NoAXO4OM, a He HayyHbIMM Uuenimu. HeuHTepBEHLMOHHble WCCNeAOBaHWA BKAOYalOT B cebs
nccnepoBaHuna 6asbl JaHHbIX WAM MEPecMoTP MEeAMLMHCKMX KapT, B KOTOPbIX YMKe OnucaHbl Bce
paccmaTpuBaemble SiBAEHUS (B YaCTHOCTM MCCAedoBaHMA 'ciayyalt - KOHTpOAb", MepeKpecTHble U
KOropTHble MccnegoBaHWA). HeMHTEpPBEHUMOHHble UCCNeLO0BaHWA TaKke BKAlO4YaloT B cebs
nccnepoBaHua, nogpasymeBatowme cb6op  MepBUYHbIX  OaHHbIX (B YaCTHOCTM  MNPOCMNEKTUBHblE
HEWHTEPBEHLMOHHbIE WCCAEA0BaHUA W PEecTPbl, B KOTOPbIX (UKCUPYIOTCA MNONyYeHHble AaHHble
PYTUHHOrO NeyebHOro npouecca), NPy BbINOJHEHUN BbILLEN3NOMKEHHbIX YCOBUI.

B laHHOM KOHTEKCTE MOryT NPOBOANTLCA MHTEPBbLIO, ONPOChl U 0OTOMPATLCA NPO6bLI KPOBU B PpaMKax
0BbIYHOWN KNMHUYECKOW NPAKTUKY;

"HenpaBunbHOe nNpumeHeHWe" (misuse) - HamMepeHHOe M HeHagsexKalee MNpPUMEHeHMe
NeKapCTBEHHOro npenapaTa, KOTOPOe He COOTBETCTBYET AeicTByloweid o6Wwel XapaKTepucTuke
NeKapCTBEHHOro NpenapaTta UM MHCTPYKLUUK NO MegULMHCKOMY NPUMEHEHUIO;

"HenpeaBuaeHHasa HexenaTesbHaa peakums" (unexpected adverse reaction) - HexenatenbHas
peakuuna, XapakTep, CTeneHb TAXECTM WM WCXOA KOTOPOW He cooTBeTcTByeT WHdopmauum,
cofepKallenca B AeicTBytoWEel 06LLei XapaKTepUCTMKe leKapcTBEHHOro npenaparta ambo B 6polwtope
nccnepoBaTens ANA He3aperncTPMpPOBaHHOIO IEKAPCTBEHHOro Npenapara;

"HoBbIl  MAeHTMUUMpPOBaHHbIKM curHan" (newly identified signal) - curHan, Bnepsble
NMAEHTUPULMPOBAHHbLIN B TEYEHMe OTYETHOro nepuoaa nepuoamnyveckoro ob6HOBAAEMOro OoT4eTa Mo



6e30MacHOCTH, C YKa3aHMAMM dabHENLLINX AeNCTBUIN ONS €ro OLEHKH;

"ocHoBHas nHGopmauua no 6€3o0nacHOCTU AepKaTens perncTpaumnmoHHoro yaoctosepeHmsa, OMBK"
company core safety information (CCSI)) - uHpopmauma, Mmerowaa OTHoOLIeHMEe K 6e3onacHocTu
JIeKapCTBEHHOrO Npenapara, CoAepKallasnca B nepeyHe OCHOBHbIX AaHHbIX O IeKapCTBEHHOM npenapare
OeprKaTensa pPerncrpauMoHHOrO yAO0CTOBEPEHMA /IEKAPCTBEHHOrO MpenapaTa, paspaboTaHHas Mm U
npeacTaBAfseman no ero 3asB/JEHUIO B YNOJHOMOYEHHbIE OPraHbl rocygapcTB - YneHos EBpasuiickoro
3KOHOMMYECKOro COH3a, Ha PblHKaX KOTOPbIX pPeanu3yeTcAa AaHHbIA /IeKapCTBEHHbIM MpenapaT, 3a
WUCKNIOYEHWEM CNy4vyaeB, Koraa B MHPOPMaLMIO BHOCATCA W3MEHeHMA no TpeboBaHWUIO 3ITUX
YNOJNHOMOYEHHbIX opraHoB. OUBK npeacrtasaseT coboit HPOopMaLMIO CPaBOYHOIO XapaKTepa, KoTopas
onpegensieT CTaTyC MNEPEYUCEHHbIX W HENEepPeuYUCIEHHbIX HEeMKenaTesNbHbIX peakunin c uesbto
COCTaBAEHUA Nepmoanyeckoro obHoBAsSIEMOro oT4yeTa No 6€30MacHOCTM NeKAPCTBEHHOrO NpenapaTta, Ho
He onpegenseT OXUOAEMbIE U HEOXKUAAHHbIE HeXeNnaTebHble PeakuMn ANA BbiNOJHEHUs TpeboBaHW
no Hesamea/ITe/IbHOMY NPeACTAaBAEHNIO COOBLLEHMI O HEXKeNaTeNbHbIX PeaKkumax;

"oTcyTcTBYIOWaAA MHbopmauma" (missing information) - HegocTaTok cBeaeHui No 6esonacHoCcTH
UM 06 0COBEHHOCTAX NMPUMEHEHUA NEeKapCTBEHHOro npenapaTa y onpeaeneHHbIX rpynn nauyMeHToB,
KOTOpble MOTYT ABNATbLCA KIMHNUYECKU 3HAYNUMbIMU;

"oTyeT no 6e3onacHoOCTU pa3pabaTbiBAEMOro ekapcTBeHHoro npenapata, POOB" (development
safety update report (DSUR)) - neproanyeckunit obHosnAaembln 0TY4ET NO 6e30NacHOCTU IeKapCTBEHHOTO
npenapaTta, HaxoAALEerocs B pa3paboTke;

"ownbKka nNpUMEHeHUs NekapcTBeHHoro npenapata” (medication error)" - nwobas
HenpeaHamepeHHana ownbKa paboTHMKA CUCTeMbl 34paBOOXPaHEHMUs, NMauyeHTa Wau notpebutens B
HasHauyeHWu, OTNYyCKe, A03MPOBKE, BBEAEHWUM UM NPUEME JIEKAPCTBEHHOTO NpernapaTa;

"nepeposmpoBka"” (overdose) - npumeHeHMe NeKapcTBEHHOro npenaparta 3a 1 npuem nAnbo B
TeYeHue AHA B KOJIMYECTBE, KOTOPOE NPEBbILAET PEKOMEHAYEMYID MaKCMMANbHYIO CYTOYHYIO 403y B
COOTBETCTBUM C AeicTylolen obLielt XapaKTepUCTUKOW NeKapCTBEHHOro npenaparta. YuuTbiBaetcs
TaK¥Ke KYMYNATUBHbIN 3P dEKT, CBA3aHHbIN C Nepeso3npPOBKON;

"nepeyeHb OCHOBHbIX AaHHbIX O JIeKAPCTBEHHOM NpenapaTte AeprkaTensa PerncTpaumoHHOro
ypoctoBeperusn, MOANC" company core data sheet (CCDS)) - AOKyMeHT, pa3paboTaHHbIM AepKaTenem
PerucTpaunoHHOro yA40CTOBEPEHUS IEKAPCTBEHHOMO NpenapaTa, CoAep KaLmii Hapaay ¢ MHbopmaumeit
no 6e30MacHOCTM MaTepuan, MMEIOLWMIA OTHOLWEHMWE K YKasaHWAM MO MNPUMEHEHMUIO, A03MPOBKeE,
bapMaKoIOrMYecKMM CBOMCTBaM, U APYryio MHGOPMALMIO, KacatoLLyoCsA IeKapCTBEHHOro Npenapara;

"nepuogunyecknin obHosnsemblit otyeT no 6esonacHoctu, NOOB" (periodic safety update report
(PSUR)) - oTueT ansa npeactaBAeHUs OLLEHKN COOTHOLWEHMSA "Nosb3a - pUcK" NeKapcTBEHHOroO Npenapara
AepyKaTenem perncTpaumoHHOro yA0CTOBEPEHNA IeKapCTBEHHOIO NpenapaTta B onpeaeneHHbl Nepuos,
BpemMeHU B TeYeHNE NOCTPErMCTPALMOHHOrO 3Tana;

"nnaH ynpasneHua puckamn" (risk management plan) - nogpobHoe onucaHuMe cuUCTEMbI
ynpaBAeHua puckamu;

"nocTpernctpaunoHHoe uccnegosaHue 6esonacHoctn, NMPUB" (post-authorisation safety study
(PASS)) - nccnepoBaHue, UMetoLee OTHOLIEHWE K 3apErMcTPMPOBaHHOMY JIeKapCTBEHHOMY npenapary,
NpoBeAeHHOe C LeNblo ONpeseneHus, XapakTEPUCTUKM WAM  KOJIMYECTBEHHOM OLEHKM Yrposbl
6e3onacHOCTK, NoATBEPXKAEHUA npodunsa 6e30nacHOCTM NEeKAapCTBEHHOro npenapata MAW OLEHKM
3bPEKTUBHOCTM Mep MO ynpaBieHW0 puckamu. MocTperucTpaumoHHoe mccneaosaHue 6e3onacHocTU
MOXeT 6biTb MHTEPBEHLMOHHbIM KAWHWYECKUM WCCNEAO0BAaHMEM MWAN MOXKET MNPOBOAUTHLCA Kak
nccneaoBaHue Habalo4aTeNbHOMO HEMHTEPBEHLUMOHHOTO AM3aiMHa;

"noteHumanbHbit puck" (potential risk) - HerkenaTenbHoe nocneacTene dapmaKkoTepanuu, B
OTHOLLEHMM KOTOPOTrO MMEIOTCA OCHOBaHMA ANA MOA03PEHNI Ha HalMYMe B3aUMOCBA3W C IEKAPCTBEHHbIM



npenapaTom, O HaKO JaHHasA B3aMMOCBA3b Haa/exKaluym o6pa3om He 6blia NoATBEPKAEHA;

"notpebutens"” (consumer) - nnUO, He ABAAOLLeecas PabOTHUKOM CUCTEMbI 3[PaBOOXPaHeEHUS,
Hanpumep, NaLUMeHT, aaBoKaT, APYr U POACTBEHHUK (poauTens), pebeHoK naumeHTa;

"npumeHeHne "BHe WUHcTpykumn" (off-label) - HamepeHHOe npuMeHeHMe NeKapCTBEHHOro
npenapata ¢ MeAULMHCKOM Le/blo He B COOTBETCTBUM C OOLLEN XapPaKTEPUCTUKOMN NIEeKAapCTBEHHOIO
npenaparta Uan UHCTPYKUMEN NO MeANLUHCKOMY NPUMEHEHWUIO;

"npo6bnema no 6esonacHocTn" (safety concern) - BaxkHbIA MAEHTUGUUMPYEMBIA PUCK, BaXKHbI
NOTEHLMAbHbIA PUCK UK BaXKHAA OTCYTCTBYHOLWAA MHPOpPMaLmA;

"npoponKatolleeca KavHuyeckoe wuccnegosaHue" (ongoing clinical trail) - wnccneposaHue, B
KOTOpPOEe HavyasloCb BK/OYEHME NALMEHTOB, MO0 KOTOPOE NPOBOAUTCA HA TEKYLLMN MOMEHT BPEMEHMH,
MB0 MO KOTOPOMY 3aBeplleH aHaiu3, HO QMHANLHOTO OTYeTa O KAMHUYECKOM MUCCNefOBaHUM He
nmeeTcs;

"pUCKM, CBAZAHHbIE C MPUMEHEHMEeM neKapcTBeHHoro npenapata” (risks related to use of a
medicinal product) - pucku, cBA3aHHble C KayecTBOM, 6e30MacHOCTbIO UAN  3PPEKTUBHOCTbIO
JIeKapCTBEHHOrO MpenapaTta Mo OTHOWEHMUIO K 340PO0BblO NALMEHTOB WW Hace/eHUs UAN Bedylume K
HerKenaTe/IbHOMY BO34,eMCTBUIO Ha OKPYKAIOLLYIO CPpeay;

"cepbe3Han HexkenatesnbHaa peakuua" (serious adverse reaction) - He)enaTenbHaa peakuus,
KOTopan NpMBOAMUT K CMepPTH, NPeaCcTaBAsAET yrpo3y AN XKU3HKU, TpebyeT rocnuTannsauum naumMeHTa uam
ee NpoafieHus, NPMBOAUT K CTOMKON NMBO BbiparkeHHON HeTPyAoCnoCobHOCTU UAU MHBANUAHOCTH, K
BPOXAEHHbIM aHOMaNUAM WAW MOPOKamM pPa3BuUTUA, TpebyeT MeAMUMHCKOro BMellaTenbcTBa ANA
npeaoTBpalleHna pasBUTUA NepedncieHHbIX cocTosHuiA. Jliobasa HenpeaHamepeHHas Noao3peBaemas
nepegaya MHPEKLUMOHHOrO areHTa 4epes J/IeKapCTBeHHbI MpenapaT TaKXe CYUTAeTc CepbesHoi
HeXeflaTeNbHOoW peakuunen;

"curHan" (signal) - tHboOpmaums, nocTynatow,an oT 04HOrO UM HECKONbKUX MCTOYHMKOB, KOTOpas
npeanosaraeT HaanMYnMe HOBOW NOTEHLMANbHON MPUYMHHO-CNEACTBEHHOM CBA3M MM HOBOFO acnekTa
M3BECTHON B3aMMOCBA3N MeXAY BO3AENCTBMEM JIEKAapPCTBEHHOTO Mpenapata M HexKenaTeNbHbiM
AB/IEHWEM WM COBOKYMHOCTbIO B3aMMOCBA3AHHbIX HEXeNnaTesbHbIX ABAEHWI, OLeHWBaemas Kak
[OCTAaTOYHas ANA JaNbHEeNWNX AencTBui no BepudumKaumm curdana. Kak npaeunio, ona reHepupoBaHusa
curHana Tpebyetca 6onee 1 eAMHUYHOIO COOBLEHMA B 3aBUCMMOCTU OT CEPbE3HOCTM HEXKeNaTeIbHOro
ABJIEHUA 1 KayecTBa HPopMauuu;

"curHan, no Kotopomy BbiNoaHsAeTca paboTta” (ongoing signal) - curHan, KoTopblit 6bin BbiABAEH A0
OTYETHOro nepuoaa nepuogmyeckoro obHosasemoro otyera no 6€30MacHOCTU U Ha AaTy OKOHYaHWA
cbopa AaHHbIX HAX0AWCA B NPOLECCE OLLEHKMU;

"cucTema Kavectsa cuctembl dapmaKkoHaasopa” (quality system of a pharmacovigilance system) -
OpraHM3auMOHHAA CTPYKTypa, o06A3aHHOCTM, Mpoueaypbl, NpoLeccbl M  pPecypcbl  CUCTEMBI
dapmaKkoHag3opa, BKAOYAA Hagneallee ynpaB/ieHWe pecypcamu, AOKYMEHTauMen U COOTBETCTBUE
HOpPMaM peryanpoBaHus;

"cucTema ynpasneHuma puckamu' (risk management system) - Komnnekc 4eUcTBUIA U MEPONPUATUIA
no ¢apmakoHaA30py, HaNpPaBAEHHbIX Ha BbIABNEHWE, XaPAKTEPUCTUKY, MPeAoTBPaLLEHME WM
MWHUMU3ALMIO PUCKOB, CBA3AHHbIX C 1IEKAPCTBEHHbBIMMU NpenapaTamu, BKAUaA oLeHKY 3hdeKTUBHOCTU
[AaHHbIX MEPONPUATUIA U AeATeNIbHOCTY;

"cuctema dbapmakoHagzopa” (pharmacovigilance system) - cuctema, opraHusyemasn gep:atenamm
PEerucTpPauMoHHbIX YAOCTOBEPEHUIN NIeKAapPCTBEHHbIX MNPenapaTtoB W YNOAHOMOYEHHbIMW OpraHammu
rocyAapcrs - YaeHoB EBpasninckoro sKOHOMMYECKOrO COo3a A4/1A BbINOAHEHMA 3a4a4 M obA3aHHOCTe No
dapmakoHagsopy, npeaHasHauyeHHas A9 KOHTpoasa 6e30MacHOCTVM NeKapCTBEHHbIX Mpenaparos,



CBOEBPEMEHHOrO BbIAB/IEHUA BCEX U3MEHEHUI B OLLEHKE COOTHOLLEHMA "NONb3a - PUCK" NEKapPCTBEHHbIX
npenapaTtos, pa3paboTKkmn 1 BHegpeHMA Mmep No obecnevyeHno NPUMEHEHUA NEKAPCTBEHHbIX MPeENapaTos
NPy NPeBbIWEHUN NOAb3bl HAA, PUCKOM;

"cooTHoleHMe "nonb3a - puck” (risk-benefit balance) - oueHKa NONOXUTENBHBIX TEPaNneBTUYECKMX
3¢ dEeKTOB NIeKapCcTBEHHOro npenapaTta Mo OTHOWEHUI0 K PUCKaM, CBSI3aHHbIM C €ro NPUMEHEeHUeMm
(noHATWe pucKa BKAOYaET N1toboM PUCK, CBA3AHHbIN C KayecTBOM, 6e30NacHOCTbIO UK 3G DEKTUBHOCTbIO
JIeKapCTBEHHOrO NpenapaTa No OTHOLIEHUIO K 340Pp0Bbi0 NaUMEHTA UAW HAaceNeHUs);

"cnoHTaHHoOe cooblleHne (cnoHTaHHOe u3BelleHUe)" (spontaneous report (spontaneous
notification)) - nobpoBonbHaa nepesaya paboTHUKOM chepbl 34pPaBOOXPaHEHMA UAK NoTpebutenem
YNONHOMOYEHHOMY OpraHy rocyfapctea - yYseHa EBpasMiACKOro sKOHOMMYECKOro COHO3a, AepKaTesio
PerucTpauMoHHOro YAOCTOBEPEHUA J/IeKAapCTBEHHOro npenapata WMAM  APYron  ynosHOMOYEHHOM
opraHusaummn (B Tom uymcine BcemMpHOW oOpraHM3aumMmM 34pPaBOOXPaHEHUs, PErMoHaNbHbIM LEHTPaM
bapmaKoHaa30pa, TOKCMKOIOTMYECKMM LLEHTPaM) AaHHbIX, KOTOpble coAepaT onMcaHmMe OA4HON Uan
HEeCKONIbKUX HeXXenaTtesibHbiX peaKLlMl‘/JI Y nayneHTa, npuHnmasLlero ogmH nanm HeCKOJ1IbKO 1eKapCTBEHHbIX
npenapaTtos, M KOTOpble He 6bliM MoAy4YeHbl B XO4e NPOBEAEHUA KAMHWMYECKOro MCCNeAoBaHUA WM
NpPUMEHEHNA MHOIO MeToAa OpraHM30BaHHOro cbopa AaHHbIX;

"cnpaBoyHan MHbopmaums no 6Hes3onacHOCTU JfeKapcTBeHHoro npenapaTa" (reference safety
information) - nHbopmauua, BKAOYEHHAA B OCHOBHYI WMHdopmaumio no 6esonacHocTn pepxkaTens
PEerncTPauMoHHOro yA0CTOBEPEHUA NIEKAPCTBEHHOMO NPEnapara;

"CylLecTBEHHblE U3MEHEHUA MOKa3aHU K MeAnUMHCKOMYy npumeHeHuto" (significant change in
indication) - W3mMeHeHWs NOKa3aHUM K NPUMEHEHWMI0, KOTOpble BKAKOYAOT B Cebs M3MeHeHue
paspelleHHbIX MOKa3aHWli K NPMMEHEHWIO SIeKapCTBEHHOrO MNpenapata, NPy KOTOPOM HOBaA LesieBas
NonNyaAuMA CYLWEeCTBEHHO OT/AMYaeTca OT TOMW, A4J/18 KOTOPOW NepBOHaya/ibHO 6bl0 paspeweHo
NpUMeHeHWe JNIeKapCTBEHHOIO MpenapaTa, BK/YEHME HOBOrO HO30/IOTMYECKOTO TOKasaHua K
NPUMEHeHWN0, HOBOM BO3PaACTHOW rpynnbl (Hanpumep, neavaTpuyeckMe MOKas3aHWA), M3MeHeHue
CTEMEHW TAXKECTM NOKa3aHUA OT 6oJsiee TAMKENOro COCTOSHUA K MeHee TAXKe/0My, Nepexos OT BTOPOM
JIMHUK TepPanuu K NepBoOM IMHUMU U UHbIE U3MEHEHMUSA, CYLLLECTBEHHO B/IMAIOLLME HA COOTHOLLEeHMe "Nosb3a
- pUCK" NeKapCTBEHHOrO Npenapara;

"TpeboBaHMA K ypoBHIO KayecTBa" (quality requirements) - xapaKTepUCTUKN CUCTEMbI Ka4yecTBa,
KOTOopble C onpeaeeHHOoN BEPOATHOCTLIO NPUBOAAT K AOCTUKEHUIO TpebyeMbIX pe3ynbTaToB UAW Lenel;

"dapmakoHagzop" (pharmacovigilance) - Bug [eaTeNnbHOCTM, HaMpaB/eHHbI Ha BbISIBAEHME,
OUEHKY, NOHMMaHWE U NPefoTBPALLEHME HEXKeNaTebHbIX NOCNeACTBUIN NPUMEHEHNA NEKAPCTBEHHbIX
npenapaTos;

"uenesas nonynauma" (target population (treatment) (treatment population target)) - naymeHTsl,
KOTOPbIM MOKET Ha3HauyaTbCA IEKAapPCTBEHHbIV NpenapaT B COOTBETCTBUM C MOKA3aHMUAMM K MPUMEHEHUIO
M NPOTUBOMNOKA3aHUAMM, NPEAYCMOTPEHHbIMW AeNCTBYIOWEN 06LLE XapaKTePUCTUKON NeKaPCTBEHHOIO
npenaparTa.

2. TpeboBaHUA K CUCTEME KayecTBa
2.1. Cuctema KavecTBa

2.1.1. Cuctema KayecTBa ABAAETCA HEOTbeEM/IEMOM COCT&!B/’IFHOUJ,EVI CnCTembl cbapmaKOHa,a,sopa.
Cuctema KayectBa AO/KHA OXBaTblBaTb OpPraHn3aunMoOHHYIO CTPYKTYpPY, obnactu OTBETCTBEHHOCTH,
npoueaypbl, npoueccbl U pecypcCbl CUCTEMbI d)aplv\aKOHap,aopa. Cuctema Kayectsa A0/KHA BKIOYATb B
cebs Haanexatuliee ynpasaeHne pecypCamMun, KOHTPO/Ib COOTBETCTBUA Tpe6OBaHVIFIM 3aKOHOAaTe/1bCTBa
rocygapcrts - 4s1eHOB EBpa3m7|cr<oro 9KOHOMMYECKOro coro3a (,a,anee COOTBETCTBEHHO - rocyaapcrea-
Y/1EHDLI, COIO3) MeXAyHapoaHbIX A0roBopoB U aKTOB, COCTaBAAOWKMX MpaBo Coto3a, un ynpasaeHune



AOKYMeHTaumen.
2.1.2. Cnctema KayecTtsa npeaycmaTpuBaEeT:

CO3aHue CTPYKTYypbl CUCTEMDbI U NNIAHUPOBAaHNE UHTETPUPOBAHHbLIX U COrNNaCOBAaHHbIX MpoL,eccos
(nnaHupoBaHue KavecTBa);

BbINO/IHEHWE 33434 1 0653aHHOCTEN CMCTEeMbI KavecTBa (KOHTPO/Ib KayecTsa);

KOHTPOJIb M OUEHKY 3pPeKTUBHOCTU paboTbl CTPYKTYP M NPOLECCOB CUCTEMbI KayecTsa
(obecneuenme KauecTBa);

KOPPEKTUPOBKY U1 yJly4ylleHUe CTPYKTYPbl M MPOLLECCOB CUCTEMBI KauecTBa (yyylleHune KayecTsa).
2.1.3. O6WwUMK LeNaMM CUCTEMbI KauyecTBa B cucteme dpapmMaKoHa30pa ABAAIOTCA:

BbINO/IHEHWE TPeboBaHUI 3aKOHOAATEIbCTBA rOCYAaPCTBa-Y/1eHA, MEXAYHAaPOAHbIX 4OTOBOPOB U
aKTOB, cocTasasAowWwmx npaso Coto3a, n ob6s3aHHOCTEM No dapmaKkoHaa30py;

npepoTspalieHune HeXXelaTe/IbHbIX FIOCI']G,CI,CTBVIIZ npuMmeHeHuA 3aperncTpmnpoBaHHbIX
NEeKapCTBEHHbIX NMPEeNapaTos,

obecneyeHune NMPUMEHEHUNA NEKAPCTBEHHbIX NpenapaToB NPu NpesbiLLUEHNUN NOJIb3bl HA4, PUCKOM;

cofelcTBume 3alumTe 340P0Bbs NALUEHTOB M 06LLECTBEHHOIO 34,0P0BbA.
2.2. NMpUHUMNBI HagNeXKalel NPakTUKKN GpapmaKkoHag3opa

2.2.1. [nAa BbINOSIHEHUS O6LWMX Lenel KayecTBa, YKa3aHHbIX B NyHKTe 2.1.3 Hactoawwmx Mpasun,
cnenyet NpuaepXKMBaTbCs cneayowmx NPUHLMNOB Npu pa3paboTKe cMcTEM M MPOLLECCOB, @ TaKKe npwu
BbINONHEHWM BCex 33434 M 0ba3aHHOCTEN:

obecneveHune YA0BNETBOPEHNUA Tpe6OBaHMﬁ naunMeHToB, meguunHCKnxX pa6OTHVIKOB n 06LIJ,6CTBa B
LL€/IOM B OTHOLWWEHUN 6esonacHocTH NEKaPCTBEHHbIX NMPENapPaTos,;

obecneveHune 3(I)d)eKTVIBHOI'O pyKoBoACTBa MO BHEAPEHUO CUCTEMbI KadecCTtBa U MOTUBaAUUU
nepcoHana;

BOB/IEYEHME BCEX COTPYAHWKOB OpraHusauuun (npegnpuatusa) B Npouecc NnoagepsKKku cuctembl
dapmaKoHag30pa Ha YPOBHE BO3/10XKEHHbIX Ha HUX 06sA3aHHOCTEN;

BOBJ/ie4eHUE BCEX COTPYAHUKOB OpraHn3auunm (I'IpELI,I'IpMFITMFI) B MNOCTOAHHDbIN npouecc nosblilWweHUA
KavyecCTBa CUCTEMDbI d)apmaKOHa,a,3opa;

OopraHu1sauma pecypcHoi 6asbl M NOCTaBEHHbIX Nepes cucTemon papmakoHaasopa 3agad B popme
CTPYKTYP M NPOLLeCCOB TakMm ob6pasom, yTobbl obecneunmBaTb aKTUBHYIO, COOTBETCTBYHIOLLYIO YPOBHIO
pUCKa, HenpepbiBHYO paboTy no dapmaKkoHaa3opy;

Y4YeT M OuUeHKa BCeX Mmeruwmeca AoKa3aTe/ibHbIX AaHHbIX O COOTHOWEHWN "nonb3a - pMCK". Ana
NPUHATUA ,a,aaneﬁLumx peLLIGHMI‘a AO0/XKHbI paCCMaTpMUBaTbCA N OUEHNBATLCA BCE AaHHbIE, KOTOPbIE MOTYT
OKa3aTb B/INAHME Ha AaHHOE COOTHOWEHNE N NPUMEHEHNE NEKAPCTBEHHOIO Npenaparta,

cogelcTeme pas3BuTMIO 3GDEKTUBHOTO COTPYAHMYECTBA MeEXKAY paspaboTumKamu, aeprKaTenamu
PEerucTpPauMoHHbIX YAOCTOBEPEHMI /IeKAPCTBEHHbIX MPEenapaTtos, YNOAHOMOYEHHbIMM OpraHamu
rocyAapcTB-Y/1EHOB, YUPEKAEHMAMN 34PAaBOOXPAHEHUA, MALUMEHTAMU, MEANUMHCKUMU PaboTHMKamu,
Hay4YHbIMW OpPraHMsauUMAMM W  APYTMMM  3aMHTEPECOBaHHbIMM CTOPOHAaMM B COOTBETCTBMM C
3aKOHOAATe/IbCTBOM FOCYAapCTB-4Y/1EHOB.



2.3. OTBEeTCTBEHHbIE 33 CUCTEMY KayecTBa

2.3.1. 3a obecneyeHune paboTbl cucTembl hapmaKoHaA30pa B COOTBETCTBUM C TpeboBaHMAMM K
cUCTeMe KayecTBa HecyT OTBETCTBEHHOCTb BCE CMeLManncTbl, BbINOAHAWOLME paboTy NO opraHM3auum
cuctembl KayectBa. Heobxoammo obecneyntb CUCTEMHbIM Noaxond, K BHEAPEHUIO M NogaepiKaHuio
CUCTEMbl KayecTBa Ha Hagnexawem yposHe. OpraHusauma Jo/KHa obecneynTb A0CTaTOYHOE
KO/IMYECTBO  KOMMETEHTHbIX WM OBOy4YeHHbIX  CNeunannuctoB, WMMEHLWMX  COOTBETCTBYIOLLYIO
npodeccroHaibHyo0 NOArOTOBKY, 4151 BbINO/NHEHUA Tpebyemoro obbema paboT no ¢papmakoHaA30py Ha
HaA/1eXKallem ypoBHe.

2.3.2. PyKoBOAWUTENAMM OpraHM3aumm p[onKeH OblTb obecneyeH CUCTEMHbIA MNOAXO4 K
obecneyeHuto KayecTBa. PykoBoauTe M opraHn3aumii B pamKax BblnoaHeHUs GyHKUMI no obecneyeHumto
CMCTEMHOTrO NOAX0Aa HECYT OTBETCTBEHHOCTb 3a:

obecneyeHne LOKYMEHTUPOBAHMUS CUCTEMbI KQYeCTBa B COOTBETCTBMMU C TPEOOBAHMAMM HACTOALLMX
MNpasun;

obecrneyeHne Hag/exKallero KOHTPONS W OOKYMEHTUPOBAHWS BCEX M3MEHEHW B cucTeme
dapmakoHag3opa u cucteme Kavectsa GapmMaKkoHaA30pa;

obecneyeHne BOSMOKHOCTH 06y‘-IEHWr'I,'

obecneyeHne TpebyembiMu pecypcamu (B TOM uucae HeobXxoAMMbIMKU  MOMELLEHUAMM,
obopypoBaHMem U T.4,);

BbINOJIHEHWE PErynsapHON OLEHKM paboTbl cucTeMbl GapMaKoHAA30pa, BKAOYASA MHTETPUPOBAHHYIO
cMcTeMy KayecTBa, C noateep:aeHnem ee 3dp¢deKkTMBHOCTU. [pu  HeobXogMMOCTM  A0JIKHbI
PEeann30BbIBAaTLCA KOPPEKTUPOBOYHbBIE U NpeaynpeauTesibHble MePONPUATUS;

obecneyeHne Hannuna 3GpGEeKTUBHOTO MEXaHM3MA Peasi3auynmn COOTBETCTBYIOLLMX Mep B C/lyyae
BbIABJAEHMS U3MEHEeHUN npoduna 6e3onacHocTM paspabaTbiBaemMblX M BbIMYCKAEMbIX JI€KAPCTBEHHbIX
npenapaTos;

obecneyeHne CBOEBPEMEHHOIO BbIIBJEHWUA U NPUHATAA NMPU HEOBXOANMOCTU KOPPEKTUPOBOYHbIX
M npeaynpeauTesibHbIX Mep B c/lydyae HecobnogeHus TpeboBaHUIM K KAuYecTBY CUCTEMbI
dapmakoHagzopa;

obecneyeHne NpPoBeaeHNA PerynapHbIX aya4nToB CUCTEMBI.
2.4. ObyyeHMe nepcoHana

2.4.1. Bo3moXkHocTb obecneyeHus TDE6VEMOI'O Ka4yeCTBa BbIMOJIHEHNA NpPOLLECCOB, CBA3AHHbLIX C
d)apMaKOHa[],30pOM, M noayvyaemMblX Pe3ynbTaToB HENOCPEACTBEHHO CBA3aHA C Ha/IMYMeEm A0CTAaTOYHOIO
KO/in4ecCcTtBa KOMNETEHTHOrO, KBa!'IVI(I)VILl,MpOBaHHOFO n O6y‘-|€HHOI'O nepcoHana.

2.4.2. B opraHusauum aoKeH 6biTb paspaboTaH M A0/KEH BbINOAHATLCA NAaH 0bydyeHus
cneunanncTos no papmakoHagsopy. ObyyeHne [OMKHO BKAOYATL BBOAHOE 0byyYeHUe M nocneaytoulee
obydyeHMe Ha NPOTAMKEHUWU BCEro nepumoaa paboTbl B COOTBETCTBMU C BbIMOAHAEMbIMU GYHKUMAMU U
nocTaB/ieHHbIMKU 3aga4amu. ObyyeHne [O0MKHO 6biTb HAaMpPaB/AeHO Ha MOBbILWEHWE COOTBETCTBYIOLMX
nNpodeccMoHanbHbIX HaBbIKOB, BHEAPEHWE HayyHbIX AOCTUMEHWIA B MNPAKTUKY M  BbINOSHAEMblE
npoueaypbl, obecneyeHne COOTBETCTBUA BCEX CMEUMannUcToB TpeboBaHMAM K KBaauMpUKaLmu,
npodeccMoHanbHbIM HaBblkaM, 3HAHMAM WM MOHMMAHWIO BbIMOJAHAEMbIX MPOLEAyp, CBA3AHHbLIX C
dapmakoHagsopomM. Bce cneumManuctbl  A0MKHbI  6biTb  OByYeHbl  BbINOJHEHWIO  Npoueayp,
NpeayCcMOTPEHHbIX NPY BbiABAEHUN M3MeHEeHUI Npoduna 6e30NacHOCTM IeKapCcTBEHHbIX NPenapaTos.



2.4.3. [encteylowmMe B OpraHM3auMm npoueccbl Mo MPOBeAeHUI0 0byyeHUss  AOJIXKHbI
npeaycMaTpuBaTb 3/1IeMEHTbI KOHTPOJIA Pe3y/iIbTaTOB 06yYeHMA NO AOCTUXKEHMIO TPebyeMoro NoHMMaHMA
M BbINOAHEHUA GYHKUMIA No GpapmaKoHaa30py.

2.4.4. B opraHusauum TpebyeTca npoBedeHWE COOTBETCTBYHOLWEro obyyeHMa onpeaeneHHbIM
acnektam ¢dapmaKkoHaz30pa CneuMasnctoB Apyrux NoApasneneHuii, AesTeNbHOCTb KOTOPbIX MOMKeT
NoB/IMATb Ha MOKasaTenn cucteMbl GapMaKoHaA30pa M BbiNosHeHME GYHKUMIA No dapmaKkoHag3opy.
YKa3aHHaA f4eATeslbHOCTb BK/AOYaeT B ceba B TOM uucie npoBeseHMe KANHUYECKUX WUCCNenoBaHWiM,
paboty c xanobamu, NOAroTOBKY MeAMUMHCKOW MHOOPMALMU, NPOSANKY U MAPKETUHT, NOATOTOBKY
PErncTPaLMOHHbIX LOKYMEHTOB, MPaBOBble BOMPOCHI U ayauT.

2.5. CpeacTBa 1 0b6opynoBaHue ans papmakoHag3opa

2.5.1. [loctukeHne Tpebyemoro ypoBHA KaYecTBa OCyLLEeCTBAeHMA npoueccoB dapmaKkoHag30pa U
noJsiydaemMbix pe3y/nbTaToB CBA3aHO TaKXe C obecnevyeHMemM CUCTEMbl HEOBXOAUMBIMWU CPeACTBAMU U
060pyAoBaHMEM, UCNOIb3YEMbBIMM B 3TUX NPOLLECCaX.

2.5.2. CpepgctBa M obopygoBaHWe f[OMKHbI  pacrnosaraTbCs, OblTb CKOHCTPYMPOBAHHbLIMM,
a[anTUPOBAHHbBIMU U 0OCNYKUBaEeMbIMM TaKMM 06pa3om, YTOBObl COOTBETCTBOBATb MOCTaBAEHHON LLenu
COrnacHoO uenAaM KadyectBa B ¢apmakoHagzope. CpeactBa, obopynoBaHMe U MX PYHKUMOHAJbHbIE
CBOWCTBA, Ba)KHble A/1A OCyllecTBAeHus $apmaKoHaz30pa, nogjerkaT COOTBETCTBYIOLLEN MNpPOBEpKe,
KBannduKkaumm u (Mam) Bannaaumm gns NOATBEPXKAEHMA COOTBETCTBMUA NpeAHasHavyeHHoW uenn. Ons
onpegeneHus macwTtaba npoBepKM, KBanMdWMKauMM UAM  BanMAauMn cnenyet  UCMNOAb30BaTb
OOKYMEHTUPOBAHHYO OLEHKY PUCKa. ITOT MeToh YNnpaB/ieHMA PUCKaMU Heobxoaumo MpUMeHATb B
TeYeHMe BCEro CPOoKa 3KCnIyaTaLmm cpeacTs u o6opyaoBaHUsS C y4eTOM Takux GaKTOPOB, KaK BAUAHUE Ha
6e30MacHOCTb NauUMeHTa M KayecTBO [AaHHbIX, @ TaK¥e C/MOKHOCTb COOTBETCTBYIOLWMX CPEeacTB U
obopypoBaHus.

2.6. ObecneyeHune gepraTeNsimMmm permcTpaLnoHHbIX
YyA0CTOBEPEHMUI IEKAPCTBEHHbIX NPenapaToB COOTBETCTBUA
TpeboBaHMAM 3aKOHOAATENLCTBA FOCYAAPCTB-YNEHOB,
MeXAYHapOoAHbIX OrOBOPOB M aKTOB, COCTAB/IAOLLNX
npaso Coto3a

2.6.1. B yenax obecneyeHns COOTBETCTBUA TDE6OBaHMﬂM 3aKOHOAaTeNbCTBa rocyaapcre-4,1€HOB,
MeXOYHapOoaAHbIX AOTroBOPOB U aKTOB, COCTAB/IAOWMKX NPaBoO Coto3a, Aepxatenamm permctpalMoHHbIX
yAOCTOBepeHMVI NEKapPCTBEHHbLIX nNpenapaTtoB A0JIXKHblI BbIMO/IHATLCA MNpoueccbl no obecneyeHuto
KavyecCTBa CUCTEMDI, UENAMUN KOTOPbIX ABNAKOTCA:

BbIMNO/IHEHWE NOCTOSHHOTO MOHUTOPMHIA AaHHbIX MO papmaKkoHaA30pY, pa3paboTKa U BHeApeHUe
Mep MUHUMM3ALMM PUCKA NPU ONpeaeseHUn UX HEeOBXOAMMOCTU, HAANEXKALLAA OLEHKAa AaHHbIX Mo
6e30MacHOCTU BHE 3aBUCMMOCTM OT UCTOYHMKA MX NOMYYEHUSA (CO CTOPOHbI NALMEHTOB, MEAULUHCKUX U
dapmaueBTUYECKMX PaboTHMKOB, ONy6/IMKOBaHHbIX B MEAUUMHCKOW AUTepaType, BbiABNEHHbIX B X04e
NOCTPErnCTPALMOHHBIX UCCNEA0BAHMI);

BbIMNO/IHEHWE HAY4YHOW OLEHKKU BCel MHbopmaumm no npoduao 6e30nacHOCTU NeKapCTBEHHOro
npenapaTta, BKAOYaa MHPOPMALMIO O HEKenaTesibHbIX Peakumax, PasBMBLUMXCA B TOM 4ucC/ie npu
NPUMEHEHUN HEe B COOTBETCTBUM C YTBEPKAEHHOM 06LLLEN XapaKTEPUCTMKOMN NekapcTBEHHOIO NpenapaTa
(nanee - OXJ/IM) MAN MHCTPYKUMEN NO MeOULMHCKOMY NPUMEHEHWIO (MMCTKOM-BKAaaplweMm) (aanee -
UM (N1B));

BblINO/IHEHUNE Tpe6OBaHMVI 3daKOHOA4aTeNbCTBa rOCyAdapCTBa-4seHa No npeacraBieHnto B
yI'IO}'IHOMO‘-IeHHbIﬁ OpraH rocyaapcrBa-4sieHa MHd)OpMaLI,MM O HeXenatenbHblX peaKunax wu MHOM
MHd)OpMaLI,MVI no 6esonacHocTu NNIEKapPCTBEHHbLIX MPENnapaToB.. C uenblo Hagnerxkawero BbINOAHEHUA
ﬂ,aHHOVI d)yHKLl,MM n obecneuyeHuns Ka4yecTtBa, UEeNOCTHOCTN N MOJHOTbI I'Ipe,El,CTaB}'IﬂeMOﬁ MHd)OpMaLI,MM,



HaZ/iexkallen BaAnaaumm CUrHaNoB, a TaKXKe UCK/IYEHUA AyO6aMpoBaHMA COObLEHNI A0/XKHbI ObiTb
pa3paboTaHbl U BHEAPEHbl COOTBETCTBYOLIME CTAHAAPTHbIE ONepaLMOHHbIe NpoLueaypbl;

obecneyeHune 3dPeKTUBHON B3aMMOCBA3N C YNOJHOMOYEHHbIMM OpraHamu rocyAapcTB-4/IEHOB,
BK/AOYaA MHPOpMUpOBaHME 06 M3MeHeHMAX npoduna 6e30MacHOCTU SIEKAaPCTBEHHbIX NPenapaTtoB U
HOBbIX pMWCKax, mactep-dpaine cucrembl ¢GapmakoOHaA30pa, CUCTEMbI YMPABAEHUA PUCKAMKU, Mep
MWUHMMM3ALMM PUCKa, NEPUOLNYECKOro 06HOBASEMOro oT4eTa No 6e30NacHOCTU, KOPPEKTUPOBOYHbBIX U
npeaynpeauTenbHbIX Mepax, MOCTPErncTPALMOHHbIX NCCeA0BaHMAX MO 6€30MacHOCTH;

obecrneyeHne cooTBeTCTBUA MHOOPMALMM O JIEKAPCTBEHHbIX NpenapaTax (OX/M, UMM (N1B))
COBPEMEHHOMY YPOBHIO Hay4YHbIX 3HAHUI;

obecneyeHne megUUNHCKMX PabOTHMKOB M NaLMeEHTOB MHbOPMaLLMeEN MO 6€30MacHOCTK.

2.7. ObecneyeHne ynosHOMOYEHHbIMW OpraHamm
rocy,apcTs-41eHOB COOTBETCTBUA TPeboBaHNAM 3aKOHOAATENbCTBA
rocyapcrB-4/IeHOB, MeXKAYHAaPO4HbIX 4OrOBOPOB U aKTOB,
coctasaaowmx npaso Cotosa

2.7.1. YNONHOMOYEHHbIe OpraHbl rocygapcre-4yneHoB A0/ KHbl UMETb COOTBETCTBYIOLLYHO CUCTEMY
obecneyeHuns KayecTsa npoueccos B UenAax:

OLL€HKM Ka4veCTBa npeacraBiaemMbiX 4aHHbIX MO d)apN\aKOHap,sopy;

OUEHKM W 06paboTKM JaHHbIX No ¢dapmakoHaa30py B COOTBETCTBMM C  TpeboBaHUAMM
3aKOHO4ATE/IbCTBA FOCYAAPCTB-Y1EHOB, MEXAYHAPOAHbIX AOrOBOPOB M aKTOB, COCTAaBAAIOLWMX MPABO
Coto3a;

obecneyeHns  rapaHTMPOBAHHOW  HE3aBUCMMOCTM B BbIMOJIHEHUWM  LEeATe/NbHOCTM Mo
dapmakoHagsopy;

3QPEKTUBHOTO  MHOOPMMPOBAHUA  MAUMEHTOB, MEAMLMHCKMX pPaboTHWUKOB, AepikaTenei
PEerncTpPaumoHHbIX Y40CTOBEPEHUIA M 06LLECTBA B LE/IOM;

nposeneHUA MHCHEKLI,VIVI, BK/1IO4aA A0PETNCTPALMOHHOE MHCNEKTUPOBAHWME.

2.7.2. He3aBMCcMMOCTb B BbINOJHEHUM AOEATENbHOCTU MO d)apmaKOHap,sopy onpeaenaeTca
NMPUHATUEM BCEX PEryNATOPHbIX pELLIEHMﬁ TONIbKO B MHTEpPECAX 340P0OBbA NaLMEHTa U O6LLI,ECTBEHHOFO
340p0oBbA.

2.8. YnpaBneHue AOKYMEHTaUMeEN

2.8.1. Cucrema ynpassieHunAa AOKyMEHTaLLMEVI ABNAETCA  4aCTblO  CUCTEMDI Ka4yecCTBa,
PaCNpPOCTPaHAETCA Ha BCE AOKYMEHTbI CUCTEMbI d)apN\aKOHap,sopa 1 obecneymMBaeT BO3MOXKHOCTb NOUCKA
AaHHbIX M MPOCNEXMNBAEMOCTb BbIMO/IHAEMbIX NMpoLUeayp, BKAKO4YaA npouenypbl OULEHKN HOBbIX AaHHbIX NO
6e30nacHOCTM B OTHOLLEHUMN BpemMeHUn BbINO/THEHNA OUEHKU U MPUHATbIX DELUEHMVI.

2.8.2. Cuctema ynpasneHuns AOKYMeHTaUMeN AoNxKHa obecneymBaTb:
KayecTBO AaHHbIX MO GapMaKoHaA30pY, BKAOYAA UX NONAHOTY, TOYHOCTb M LLeNOCTHOCTb;
3dPEeKTUBHYO BHYTPEHHIOK M BHELLUHIOK Nepeaayvy AaHHbIX;

XpaHeHNe AOKYMEHTOB, MMeLWNX OTHOWEHNE K CUCTEMaM d)apmaKOHap,sopa M oCywecrtBaieHUO
¢apmaKOHap,3opa NO Ka*Xaomy Hn3 NeKapCTBEHHbIX NpenapatoB, COrNMacHO NPUMEHUMbIM CPOKam
XpaHeHWA.



2.8.3. [epkaTenb perncTpaLmoHHOro YyAOCTOBEPEHWUS NEeKapCTBEHHOro npenapata (panee -
AepXKaTesb PerucTpaumMoHHOro ya0CcToBepeHms) 4oKeH obecneyunTb Hagneallee 4OKYMEHTUPOBaHUE,
obpalleHne n xpaHeHune Bceit MHPopmaumm No GapMaKOHaAZ30pYy C LENbH BbINOAHEHUA Mpoueayp
TOYHOrO PEnopPTUPOBAHUSA, MHTEPNPETALUUM N BEpUPUKALUKM AaHHbIX. JepKaTenem perucTpaumoHHOro
YyOO0CTOBEpPEHMA [O0/MKHA OblTb obecrneyeHa cucTemMa MPOCAEXKMBAEMOCTM U MOCNEAYIOLLEN OLEHKM
COObLLEHNI O HeXeNnaTeIbHbIX peaKkuuaX.

B pamKax HacTosawmx Mpasun "penoptupoBaHuMe" o3HayaeT npouecc nepeaadym B yCTaHOBIEHHOM
dbopme MHPOpPMaLMK O HeXKenaTeNbHbIX PeaKUUAX B YNOJHOMOYEHHbIE OpraHbl rocyAapcTBa-yjeHa unu
NOAYMHEHHbIE MM SKCMEPTHbIE OpraHM3aumn B chepy KOMNEeTEHLUMN KOTOPbIX BK/IOYEH papMaKoHaa30p.

2.8.4. Cuctema ynpaB/ieHMA AOOKYMEHTauMel [OJ/KHA BKAOYATb B cebA KOMMIeKC mep Mo
obecneyeHnto 6e30MacHOCTN U KOHOUAEHLMANbHOCTU AAHHbIX B LLeNAX BbINOSHEeHUA TpeboBaHMiA no
3alMTe NEepCoHaNbHbIX [AaHHbIX MALMEHTOB B COOTBETCTBMM C TpeboBaHMAMM 3aKOHOLATE/LCTBA
rocyapcrTea-yneHa. YKasaHHble Mepbl AO/XKHbl BKAOYATb B ceba CTporoe orpaHuWYeHue, COrnacHo
KOTOpOMY O0CTYyN K AOKYMEHTaUuun 1 b6asam AaHHbIX UMeeTCA TO/IbKO Y YNOJIHOMOYEHHbIX NNLL.

2.8.5. Cuctema ynpaBneHus OOKYMEHTauMen 4oJ/iKHa BKAYATb B cebs npoueccobl obecneyeHus
3aWmTbl MHGOpMaLMKM No papMaKkoHaL30pY OT NOTEPU U PaspyLUEHMUS.

2.9. [lokymeHTauma cMcTembl KayecTsa

2.9.1. Bce 3anemeHTHI, Tpe6OBaHWr'I N NONOXKEeHUNA CUCTtembl KadecCctBa AO0J1IKHbI 6bITb
AOKYMEHTUPOBAHbI U CUCTEMATU3INPOBAHbLI COOTBETCTBYHOLWLMM o6pa30M B BMnAE TAaKUX PYyKOBOACTB U
npoueayps NUCbMEeHHOoM d)opme, KaK nJiaH Nno Ka4yecTtey, pykoBOACTBO MO Ka4eCTBYy M OTYHETbI NO Ka4eCTBy.

2.9.2. MnaH No KayecTsy ONpeaensieT OCHOBHbIE LM CUCTEMbI KayecTBa M MPOLLECChl, KOTopble
OO/MKHbI  OblITb  BHEAPEHbl ANA  AOCTUMKEHMS MOCTaB/leHHbIX LUenei. Mpouedypbl MO KayecTBy
npeacTaBAAloT coboit onucaHWe YCTaHOB/IEHHOTO MopsAZKa BbINONHEHMS MPOLECCOB M MOryT MMETb
bopMy CTaHAAPTHLIX ONEpPaLMOHHbIX Npoueayp U Pabounx UHCTPYKLUA UK PYKOBOACTB. PyKoBOACTBO
Nno KayecTBy onpegenseT 061acTb pacnpoCcTpaHEeHUs CUCTEMbI KauecTBa, MPOLECChl CUCTEMbI KauecTBa U
MX B3aMMoCBA3b. OTYEeTbl MO KayecTBy BK/IOYAIOT B ce6s NoyYeHHbIe pe3yabTaTbl paboTbl cuctembl 6O
NoATBEPKAEHMA BbINONHAEMOW 4eATEIbHOCTH.

2.9.3. CucTema KayecTBa [0/1Ha BbITb OTPaXKeHa B c/ieAyoWwmnx AOKYMeHTax:
AOKYMeHTaLUA No opraHM3aLUMoHHOM CTPYKTYpe U 06A3aHHOCTAM NepcoHana;
naaH obyyeHuMs M OTYETbI NO NpoBeAeHHOMY 0ByUYeHMIo;

WNHCTPYKLMM NO COOTBETCTBUIO MPOLLECCOB YNpaBAeHUs;

MHCTPYKL NN no  KPpUTUYECKMUM npoueccam cbapmaKOHap,sopa, BK/1llO4aA obecneyeHue
HenpepbIBHOCTU nNpouecca,

MHOMKATOPbl  BbIMNOJIHEHMA  MPOLLECCOB,  KOTOpble  MCMOAb3YIOTCA  AAA  MOCTOAHHOro
MOHMTOPMPOBAHMA Hag/eKaLLEro BbiNOHEHNA GYHKLUMIA NO dapMaKoHa430pYy;

OTYEeTbl N0 ayAMTY U NOC/AeayoLWeMy ayaAuUTy CUCTEMbI KauecTBa, BK/OYas NoJyYeHHble AaHHble U
pesynbTaTbl.

2.9.4. JOoKymeHTauMA NO cMcTeMe KayecTBa A01XKHA TaKKe BKAoYaTb B cebs:

metToabl MOHUTOPUPOBAHWUA Bd)d)e}(TVIBHOCTM d)yHKLI,MOHMpOBaHMFl CNCTembl KayecCtBa U, B
4YaCTHOCTHU, ee CNOCcobHHOCTb BbINOIHEHUSA 3a4a4 CUCTEMDbI Ka4eCTBa,



OTYeTbl MO pe3y/nbTaTaM BbINOJHEHHbIX Mpoueayp Mo ¢dapmakoHaa30py, NoATBEPXKAAloLMeE
BbIMNO/IHEHME NPeayCMOTPEHHbIX 3TanoB U AEUCTBUIA;

OOKYMEHTbl M OTYeTbl NO cpeacTBam M 060pyA0BaHMIO, BKAOYAA MPOBEPKY QYHKLMOHANBHbIX
CBOWCTB, AeATENbHOCTb MO KBaAMUKALMM U BanMAaunmM, KOTopble NOATBEPKAAOT BbINONHEHME BCEX
CTaguin, npeayCMOTPEHHbIX COOTBETCTBYIOLMMM TPebOBaHUAMM, MPOTOKONAMM U NpoLeaypamu;

OoTYyeTbl, MOATBEP)KAAOWME KOHTPO/Sb OTK/JOHEHUIN OT YCTAaHOB/IEHHOM CUCTEMbl KayecTsa,
NPUHATUE NpPeaynpeauTeNbHbIX U KOPPEKTUPYIOLNX MEPONPUATUIA, OLEHKY 3OEKTUBHOCTU NPUHATBIX
mep.

2.10. JononHUTeNbHAA AOKYMEHTALMA MO CUCTEME KayecTBa
AepXaTena perucTpauMoHHOro yaoCcToBepeHumn

B gonosnHeHue K Tpebyemoit AOKYMEHTaLMM NO CUCTEME KauecTBa AepiKaTe b PermcTpaLmoHHOro
YAOCTOBEPEHMA A0/KEH YTBEpAUTb B BMAE AOKYMEHTa B MUCbMEHHOM ¢GOopme OpraHM3aunoHHYIO
CTPYKTYPY, ONpPeaensaiolyto WMepapXMyeckyto B3aMMOCBA3b YMPaBAAIOWEro WM KOHTPOJMPYIOLLEro
nepcoHana, a Tak:Ke 0683aHHOCTU U GYHKLMM NepcoHana, CUCTEMY YNpasBaeHMsa pecypcamu.

2.11. lononHUTeNbHAA AOKYMEHTALMA N0 CUCTeEME KayecTBa
YNONHOMOYEHHbIX OPraHOB roCcyZapCTB-4/IEHOB

B ponosnHeHWe K Tpebyemol AOKYMEHTAUMW MO CUCTeMe KayecTBa YMNOJIHOMOYEHHbIM opraH
rocyfapcrBa-ysieHa A0/KeH AOKYMEHTMPOBATb OPraHM3aLMOHHYI0 CTPYKTYPY, pacnpeaeneHve 3agay v
OTBETCTBEHHOCTM BCEro MepcoHana, a TaKXe OonpeaenuTb KOHTaKTHble avua ans obecnevyeHus
B3aMMOZEMNCTBMA  MeXAYy  YNOJHOMOYEHHBIMW  OpraHamMu  rOCYZAPCTB-Y/IEHOB,  AepiKaTensimu
PEerncTPauMoHHbIX YA0CTOBEPEHUIA U IMLAMU, NPEACTaBAAIOWMMN MHGOPMALMIO O PUCKaX, CBA3AHHLIX C
NNeKapCTBEHHbIMM NpenapaTamu.

2.12. KpuTtnuyeckume npouecchbl B papmakoHagzope

2.12.1. Kputnueckune npoueccol B papmakoHaa30pe BK/OYAIOT B cebs:

HenpepbIBHbIA MOHUTOPUHT npoduns 6e30MacHOCTM M COOTHOWEHUs "nonb3a - pUCK"
3aPErMcTPMPOBAHHBIX IEKAPCTBEHHbIX NPENApPaTos.;

BHEAPEHWE, PEaNN3aLMIo U OLEHKY CUCTEMbI YIPABIEHNUA PUCKAMM C OLLEHKOM 3GPEKTUBHOCTU Mep
MWHUMU3ALMN PUCKA;

npouenypbobl pa6OTbI C nHamsmnagyanbHbiMmun COO6LLI,EHMF|MM O HeXXenaTesibHbIX peakynax: c60p,
06p360TKy, ynpasaieHne, KOHTPO/1Ib Ka4yeCTBa, Nosiy4eHne HeaoCTaroWmMxX AaHHbIX, MTPUCBOEHNE HOMEPaQ,
KnaccmchKau,mo, BblAB/1IEHNE NOBTOPHbIX COO6LLI,€HVII7I, OUEHKY U cBOEBPEMEHHOE NpeacTaB/ieHUE;

BblAB/IEHUNE, N3YyHYEHUE U OLUEHKY CUTHANOB,

pa3paboTKy, NoAroToBKY (BK/AOYAsA OLLEHKY AaHHbIX M KOHTPO/Ib KadyecTBa), NpeacTaBiAeHME U
OLEHKY Nepnoamnyeckmx ob6HoBAAEMbIX OTYETOB MO 6e30NacHOCTY;

BbINO/IHEHNE 0653aTeNbCTB npu Bbl30BE YMNO/IHOMOYEHHbIMKU OpraHamMmun rocygapcre-4/1€HOB U
npeagcrasneHne OTBETOB Ha 3aMpocCbl YNO/IHOMOYEHHbIX OpPraHoB rocyadapcCTtB-4/1eHOB, BK/1KO4YaA
npeagcrasaneHne B ynoJIHOMOY€eHHbIe OpraHbl rocyaapcCrB-41€HOB I'IpaBM}'IbHOﬁ M NONHOM MHd)OpMaLI,MM;

obecneveHue B3aVIMOAel71CTBMFI mexay d)apMaKOHa,CI,30pOM M cuctemonm KOHTPO/1A Ka4yecCTBa
NeKapCTBEHHbIX MPenapaTos,

MHd)OpMMpOBaHMe YNO/THOMOYEHHbIX OpPraHOB rocyapcre-4a1eHOB 060 BCex MU3MEHEHUAX B oLueHKe



COOTHOLEHUA "Nonb3a - pUCK" 3aperncTpmMpoBaHHbIX JIeKapCTBEHHbIX NPenapaTos;

MHGOPMUPOBAHNE MEAUUMHCKUMX W dapmaueBTUYECKMX paboTHMKOB, NauneHToB 060 Bcex
M3MEHEHUsAX B OLEHKe COOTHoweHua "nosnb3a - puck" c uenbto obecnedeHns 6HesonacHocTU U
3¢ PEKTMBHOIrO NPUMEHEHMA NEKAPCTBEHHbIX MPENapaTos;

obecneyeHne cooTBeTCTBUA WHPOPMALUMM O JIEKAPCTBEHHOM npenaparte, BK/AOYas obuyto
XapaKTePUCTUKY NeKapCcTBEHHOro npenapaTa A1 MeAULUHCKOro NPUMEHEHUA, COBPEMEHHOMY YPOBHIO
Hay4YHbIX MEAMUMHCKUX 3HaHWW, BKAOYAs CcAenaHHble 3aKalyYeHUA 06 OueHKe M peKkomeHaaumu
YMOJHOMOYEHHbIX OPraHOB roCcy4apCTB-4/1eHOB;

BbIMOJIHEHWE BCcex Tpebyembix AEWCTBUIA B Clydae WU3MEHEHWUs PerucTpaLMoOHHOro CtaTtyca no
NpPUYMHe nepecmoTpa npoduns 6€3onacHoOCTu.

2.12.2. NMnaH obecneyeHma HeENPEPbLIBHOCTU NPOLLECCA A0/KEH BKOYATL B ceba:

onpeaeneHne cobbiTUiM, KOTOpPble MOFYT CYLLECTBEHHO MOB/AMATb Ha NEpPcoHas opraHMsauuu B
uenom Mbo Ha CTPYKTYpPbI 1 NpoLecchbl papmakoHaa30pa B YaCTHOCTH;

pe3epBHble CUCTEMbl Ha C/ly4ail HEOBXOAMMOCTM 3KCTPEHHOro obmeHa MHdopmauyelnt BHYTPU
OpraHusauumn, ¢ A4PYrMMM OpraHn3aunaMm, BbINOAHAWMMY GYHKLMM NO papMaKkoHaA30py, C APYrMMHU
pa3paboTynKkamu, AepKaTeNsamMmu PerncTPaumoHHbIX YA0CTOBEPEHUA U YNOJHOMOYEHHbIMU OpraHamm
rocyAapcTB-4Y/1eHOB.

2.13. KoHTponb PpyHKUMOHUpPOBaHUA N 3GPEKTUBHOCTM CUCTEMDI
dbapmakoHaz30pa 1 ee cUCTEMbI KayecTBa

2.13.1. MeToapbl KOHTPOAA AeATeNbHOCTU U 3PDEKTUBHOCTU CUCTEMbI dapMaKoHaA30pa A0IXKHbI
BK/1tOYaTb B cebs:

o63op M aHa/InN3 CUCTEMDBI TNLLaMU, OTBETCTBEHHbIMU 3a ynpaBaeHne CMCTEMOﬁ,‘
ayauTbl;

KOHTPO/1b COOTBETCTBUA Tpe6OBaHMF|M;

MHCNEKUUMN,

OUEHKY 3QPEKTUBHOCTM NPUHATLIX MEP NO MUHUMM3ALMU PUCKA M obecrnedeHna 6e3onacHoro u
3pPEKTUBHOIO NPUMEHEHMA NIEKAPCTBEHHbIX NPENapaToB.

2.13.2. B uenaAx BbINOJHEHUA MOHUTOPMHIA B OpPraHU3aumMm AOMKHbI 6bITb 3apaHee onpegeneHbl
WHAMKATOPbl, NO KOTOPbIM BbIMNOAHAETCA OUEHKa 3PPEKTUBHOCTU (PYHKUMOHMPOBAHUA CUCTEMBI
bapmaKkoHag30pa C TOYKM 3peHns TpeboBaHUI KayecTBa.

2.13.3. AyauT cMCTeMbl KauyecTBa, OCHOBAHHbIM Ha OLLEHKE PUCKa, AO/KEH BbINOAHATLCA PErYAAPHO
yepes onpepenieHHble UHTEPBA/bl BPEMEHU C Le/Iblo MNOATBEPKAEHMA COOTBETCTBMA YCTAaHOB/IEHHbIM
TpeboBaHMAM K KayecTBy U onpeaeneHusa 3GGeKTUBHOCTU. AyaUT CUCTEMbI KauecTBa 40/XKEH BKIOYATb
ayaut cuctembl GapmMaKoHaA30pa, MMEIOLWEN MHTErPUPOBAHHYIO CUCTEMY KauyecTBa. AyauT AOJIKeH
BbIMOJHATLCA CNELMANNCTAMMN, HE BOBEYEHHBIMW B BbiNOIHEHWE QYHKLMI U NpoLeayp, NOANEHKALNX
ayauty. Mo pesynbTaTam KaKkAoOro ayguta CMCTEMbl KadyecTBa W MOC/AeAyloWero ayauta [O/KeH
COCTaBMATLCA  OTYET, MNOAJeXKallMi  OUEeHKe AMUAMW, OTBETCTBEHHbIMM 33  OpraHM3auuio
COOTBETCTBYIOLMX ayANPYEMBIX MPOLLECCOB. B cnydyae He0H6X0AMMOCTM NO pesyabTaTaM ayanTa AOMKHbI
NPUHUMATLCA KOPPEKTUPYIOLWME N NpeaynpeanuTenbHble Mepbl.

2.13.4. YNONHOMOYEHHbIE OpraHbl rocygapcrB-4/1€HOB AO0/1XKHbI obecneunTtb MOHWUTOPUHT



BbIMO/IHEHMA AEpXKaTeNssMM  PErucTpPauuoHHbIX YAOCTOBEepPeHUn JYHKUMMA U obA3aHHOCTEel no
dapmakoHaazopy. B uncno mep no obecnevyeHmo MOHUTOPUHIA BXOAUT BbINOJIHEHME MHCMEKTUPOBAHUSA
AepxKatenen perncTpaumoHHbIX YAOCTOBEPEHUI CO CTOPOHbI YNOAHOMOYEHHbIX OPraHOB rocyaapcTs-
Y/IeHOB.

2.14. YnonHomo4YeHHOoe nuo no ¢papmakoHaasopy

2.14.1. leprKaTenb perncTpayMoHHOro yg0CTOBEPEHMA A0/IKEH HA3HAYMUTb U MUMETb B NOCTOAHHOM
pacrnopsXeHnn ynosHoMoYeHHoe Anuo no papmakoHaasopy (manee - Y/Id) B rocyaapcrBax-yaeHax,
obnagatoulee Tpebyemoin kBanudpuKkaumen. [lepatesib PErncTpaLMoHHbIX yA0CTOBEpPeHuid coobliaer
GaMUINIO U KOHTaKTHYI0 MHbopmaumio 06 Y/I® B ynoNHOMOYEHHbIE OpraHbl rocyaapcTa-4ieHoB. Mpu
M3MEHEHUN AAHHOW WHPOPMaLMW  OeprKaTeNb  PErnucTPauMoOHHbIX  YAOCTOBEPEHUA  AOJ/IKEH
npPouHGOPMMPOBATL YMNOJHOMOYEHHbIE OpPraHbl FOCYAAPCTB-Y/IEHOB B CPOK, YCTaHaB/AMBAEMbIN
3aKOHOAATE/IbCTBOM FOCYAaPCTB-Y/IEHOB.

2.14.2. B KaxKaoi cucteme papmakoHag30pa MOXKET BbiTb TONbKO ogHO Y/ID. Yeayrn Y/1O moxkeT
Mcnonb3oBaTb 6onee O4HOrO Aep)KaTens PerucTpaumoHHbIX YA0CTOBEPEHUIN B OBLLMX MAN OTAE/bHbIX
cuctemax papmakoHaA30pa, UAK IMLLO MOXKET BbINOAHATL GyHKUMN VIO Gonee yem ana 0aHOM CUCTEMBI
dbapmakoHag30pa OAHOTO AepKaTens PerucTpaumoHHbIX YA0CTOBEPEeHUI npu ycnosuu, yto Y10 B
COCTOAHMM BbINONHATL BCE CBOM 06A3aHHOCTU. B pononHeHwWe K HasHayeHuo Y/1® ynonHOMOYEHHble
opraHbl rocysapcTB-4/1eHOB BrnpaBe TpeboBaTb Ha3HA4YEeHMA KOHTAKTHOro nua No papmakoHaA30py Ha
HaUMOHANIbHOM ypoBHe, nog4ymHeHHoro Y/I®. KOHTakTHOe /AMuOo Ha HauMOHA/IbHOM YPOBHE MOXKET
BbINOAHATL GYHKUMM Y1,

2.14.3. O6sa3aHHOCTM Y/ID gonKHbI oNpeaenaTbca AOMKHOCTHOM MHCTPYKLMEN.

2.14.4. [eprKaTenb pPerncTpaLMoHHOro yAoCTOoBepeHMA npepoctasnsetr Y/IO poctaTtoudHble
NOSIHOMOYMA MO YNPaBAEHUIO AeATENbHOCTbIO MO GapMaKOHAA30py U CUCTEMON KadvecTBa. [lepkaTenb
PEerucTpaumMoHHOro  yAocToBepeHusa npepoctasnfer Y/I®  pgoctyn K mactep-danny  cuctembl
dbapmakoHaA30pa, a TaKKe COOTBETCTBYIOLWME NOAHOMOYMA N obecneymnBaeT noaydeHme nHpopmaumm o
NobbIX U3MeHeHUAX B MacTep-daine. onHoMouMA, Kacarolmeca cucteMbl GapmaKkoHag3opa U mactep-
danna cuctembl papmakoHaA30pa, AOMKHbI NO3BONATL Y/I® BHOCUTL M3MEHEHMA B CUCTEMY, MAAHbI
yrNpaBAeHMUA PUCKAMW, @ TaKXe B MOAFOTOBKY PEryavpytowmx AeNCTBUA B OTBET HA Ype3BblYaiHble
CUTYauMKM No U3MmeHeHuto npoduna 6esonacHoCcTH.

2.14.5. [ep:KaTenb perucTpaLMoHHOro yAocToBepeHus obecneynmBaeT Hajnyme BCeX CUCTEM U
npoueccos, nossonstowmx Y/I® BbINONHATL BO3/IOMKEHHbIE HA Hero o06s3aHHOCTM. C 3TOWM Lenbio
AepKaTe b PErncTPaLLMoOHHOrO YA0CTOBEePEeHUA pa3pabaTbiBaeT MexaHW3Mbl, MPU NOMOLLM KOTopbIX Y10
nosly4yaeT BCO Heobxogumyto MHGOPMALMIO U MMEET AOCTYN KO BCEM AaHHbIM, KOTOpble eMy MOryT
notpeboBaTbCA, HaNpUmep:

MHPOPMaUMA O Ype3BblYaAMHbIX CUTyaUMAX NO M3MeHeHuAaM npodwuna besonacHocTM W apyras
WHPOPMALMA B OTHOLUEHMM OLLEHKM COOTHOLWEHMA "Nosb3a - pUCK" NeKapcTBEHHbIX MpenapaTtos, Ha
KOTOpble pacnpocTpaHaeTca cucTema papmMaKkoHag3opa;

MHd)OpMaLI,MFI O NPOoAO/TKAKWNXCA N 3aKOHYUBLUUXCA KANMHUYECKUX UCCNedJoBaHUAX U NPOYUX
nccnenoBaHMAX, O KOTOPbIX 3HAET AepXKaTeslb PeErncTtpauymnoHHOro yaoctosepeHna M KOTOpblie MOTyT
MMEeTb OTHOLLEHWe K 6esonacHoCcTH NEeKapPCTBEHHbIX MPENapaTos,

MHd)OpMaLI,Mf-l U3 WUHbIX MUCTOYHUKOB, KpOme WUCTOYHUKOB AepxKatena pernctpaunmoHHOro
yAoCcToBepeHnAa, Hanpumep, UCTOYHUKOB, C KOTOPbIMU AepXKaTe/ib PeErMCTpaynoHHOro yaocrtoBepeHna
nMmMmeeT KOHTPaKTHble 40roBOpPeHHOCTU,;

npoueaypbl dapmakoHag3opa, KoTopble pas3pabaTbiBaeT AeprkaTesb PErucTpaumMoHHOro
YAOCTOBEPEHMA Ha KaXKA0M YPOBHe C Lie/iblo obecneyeHuns cornacoBaHHOCTU U cobatogeHnaA TpeboBaHuMi



B Npeaenax opraHmMsaumm.

2.14.6. YN® nonyyaeT nHpopmaLmio OT PyKOBOAALLErO MEPCOHANa O pe3yabTaTax MOCTOAHHbIX
0630p0OB CUCTEMDBI KayecTBa W MNPeanpuUHATbIX Mepax, LaHHble O COOTBETCTBMWM TpeboBaHMUAM,
naaHUpyemMbIM ayantam cuctemol dapmakoHagsopa. Y1® umeet NoAHOMOYMA MHULMMPOBATL ayauT B
cnyyae HeobxoanumocTu. PykoBogAwmi nepcoHan npeaocrasnnet Y/1® Konuto naaHa KoOpPeKTUPYIOLNX
M npeaynpeauTeNibHbIX MEPONPUATUIN NOCNE KaxKa0ro ayamTa, 4tobbl Y1 morno ybeantbca B NPUHATUM
COOTBETCTBYHOLUMX KOPPEKTUPYIOLLMX MEPONPUATUNA.

2.14.7. [epkaTenb PErncTpaLnmoHHOIo ya40CTOBEPEHUs obecneynBaeT BO3SMOMKHOCTb MOyYeHUs
mHpopmaumm YJ1® 13 6a3bl AaHHbIX HEXKeNaTeIbHbIX Peakuuii, MMEIOLLENCcA B ero pacnopsaKeHuu.

2.15. KBanndukauma nmua, ynoTHOMOYEHHOrO
no ¢apmakoHagzopy B Cotose

2.15.1. YI® p0oMKHO MMETb COOTBETCTBYIOLME TEOPETUYECKME M MPaAKTUYECKMEe 3HaHWUA Mo
OCYLLECTBNEHUIO AeATeNbHOCTM No ¢dapmakoHaasopy. Y/I® [0MAKHO MMETb HaBblkKM ynpaBaeHus
cuctemamum GapmakoHaA30pa, a TaKKe MPOBEAEHUA 3KCMEepPTU3bl UAM MMETb AOCTYN K NPOBELAEHMUIO
3KCNepTU3bl B TaKMX 061acTAX, KaK MeauunHa, papmaleBTUYECKME HaYKM, a TaKKe 3NUaeMmnoiorusa u
6uocTaTucTHKa.

2.15.2. lep:KaTenb PErmcTpaLMoHHOro yaoCcToBepeHMs NpoBoauT obyyeHune Y/1d B o6nactu cBoek
cuctembl apmakoHag3opa nepes Tem, Kak Y/1d 3aimeT f0MKHOCTb YNOIHOMOYEHHOro nua. ObyveHune
W ero pesybTaTbl A0/MKHbI HaANEXKALWMM 06pa30M AO0KYMEHTUPOBATHLCA.

2.16. dyHKUMKM NnLa, YNOIHOMOYEHHOro No ¢apmaKkoHaa3opy
B Coto3e

2.16.1. KBannduumpoBaHHOE NULLO, YNOJHOMOYEHHOe No dapmakoHagzopy B Cotose, ABnseTcs
bU3NYECKUM NLOM.

2.16.2. Y/1®, HasHayeHHoe pAeprkaTenem pPerucTpauyoHHbIX YAOCTOBEPEHWUM, AO0NKHO MMETb
KBaNIMPMKALMIO B COOTBETCTBUM C MYHKTOM 2.15 HacToswwmx Mpasua 1 6biTb B NOCTOAHHOM PacnopsAXKeHUM
AepKaTensa pPerncTpaumoHHbIX yaocToBepeHuid. Y/1® nonKHO NpoXkmeaTb M paboTaTb B OAHOM U3
rocygapcre-yneHoB. Y/I® ortseuvaeT 3a co3gaHue n PpyHKUMOHMpOBaHWMe cuctembl dhapmaKoHaa3opa
AepKaTensa perncTpaLmoHHbIX YAOCTOBEPEHUI U, Clef0BaTe/IbHO, UMEET AOCTAaTOYHO NOJIHOMOYMNI ANA
OKa3aHWA BAUAHUA HA OCYLLECTBAEHNE AeATe/IbHOCTM No GapMaKoHaA30py M CUCTEMY KavyecTBa CUCTEMDI
dapmakoHag3opa, cofencteue, cobaogeHne M NOBbIWEHWE YPOBHA cobntogeHna TpeboBaHMit
3aKOHOZATeNbCTBA OCYAAPCTB-Y/IEHOB, MEXAYHAPOAHbIX AOrOBOPOB W aKTOB, COCTaBAANOLWMX NPaBo
Coto3a. CnegosatenbHo, Y/I® ponkHo obnagaTb NOAHOMOYMAMM U OTBETCTBEHHOCTbIO B OTHOLUEHMWU
mactep-¢aitna cuctembl dapmakoHagzopa ¢ Tem, 4Tobbl obecneumBatb WM MOBbIWATb YPOBEHb
cobntoaeHnn TpeboBaHMI 3aKOHOAATENBCTBA FOCYAAPCTB-Y/IEHOB, MEXAYHAPOAHbIX 4Or0OBOPOB U aKTOB,
coctasnatoLwmx npaso Cotosa.

2.16.3. B OTHOWEHWM NIeKAapPCTBEHHbIX MPenapaToB, Ha KOTOPble PAacnpPOCTPaHAETCA CUCTEMA
dapmaKkoHag30opa AepiKaTensa perncTpaumoHHbIX yaoctoBepeHnit, Y10 nmeet cneayowme 0683aHHOCTH:

BbINONHATL 0630p npodunern 6e30MacHOCTU NEKAPCTBEHHbIX NPEMNApPaToB M Ype3BblYalHbIX
CUTyaunit No U3meHeHuto Npodunein 6esonacHocTy;

BNageTb NonHoW uMHbopmaumelt o6 ycnoBuAX M 06A3aHHOCTAX, YCTAHOBAEHHbIX NPW Bblgade
PerncTpaumoHHbIX YA0CTOBEPEHUI, U Apyrux 06A3aTenbCTBax, MMelLWwmx OTHOWeHWe K 6e30nacHoCTM
nnu 6e3onacHoMy NPUMEHEHUIO IeKapPCTBEHHbIX NPenapaTos;

BNaaeTb NoAHOWM VIHd)OpMaLI,Vle[;I O MepaxX MUHNMU3aALUNN PUCKOB;



NPUHMMATb y4yacTMe B U3YYEHUU U  YTBEPXKAEHUW NPOTOKOJIOB MOCTPErucTpaLnoOHHbIX
uccnenoBaHui besonacHocTy;

B/IaAE€Tb MOJIHOM WMHPOpMaALMEN O NOCTPErncTpaLUMoHHbIX MUCCeaoBaHUAX Mo 6e3onacHocTy,
nposeaeHne KOTopbiX Ha3Ha4eHO YNOJIHOMOYEHHbIM OpPraHOM rocyapcCTB-4,1€HOB, BK/Z1KOYaA pe3ynbTaTbl
TaKUX UCC/Ie0BaHNI;

[JOMOMHATL MaHbl YNPaBAeHUA PUCKaMU;

obecneuynBaTb BbiNOJIHEHME GYHKUMIA MO dapMaKoHaA30py M MNpPeacTaBnATb BCE AOKYMEHTHI,
MMeloLlwm e OTHOWeHMEe K papMaKoHaA30py, COrMacHO TpeboBaHMAM 33aKOHOLATENbCTBA TOCYAAPCTB-
Y/IEHOB, MEKAYHAPOAHbIX LOFOBOPOB M aKTOB, COCTaBAOLWMX NpaBo Cotosa;

obecneumBatb HeobXxoAMMOE KayecTBO, BK/OYAA TOYHOCTb W MOAHOTY, [AaHHbIX MO
bapmakoHag3opy, NPeLCTaBAseMbIX B YNTOJHOMOYEHHbIE OpraHbl FOCyAapCcTB-4/1eHOB;

NpeAcCTaBAATb MOJHblE WM CBOEBPEMEHHble OTBETbl Ha 3anpocbl YMNOJHOMOYEHHbIX OpPraHoB
rocyfapcTB-4/IeHOB O NPeACcTaBAeHUU AONOJHUTENbHOW MHPOPMaLMKU, HEOOXOAMMOWN ANA OLEHKM
Nno/ib3bl M PUCKa IEKAPCTBEHHbIX NPENapaTos;

npeacTaBasaTb NO6YI0 MHPOPMALMIO, UMEIOLLYIO OTHOWEHME K OLLEHKE COOTHOLWEHUA "Mosb3a -
pucK", B yNOJIHOMOYEHHbIE OpraHbl rocyAapCcTB-4/1eHOB;

OKa3sblBaTb NOMOLb B MOArOTOBKE PErynaTopHbIX Mep B OTBET Ha 4YpesBblYaiHble CUTyauUu
6e3onacHoOCTM (Hanpumep, U3MEHEHUA B PEKOMEHAAUMAX MO MeANLUHCKOMY MPUMEHEHMUIO, CPOUYHbIE
orpaHMyeHua U goBeaeHne MHbopmMauum 40 NaLUEHTOB U MeAULUNHCKUX paboTHUKOB);

OYHKLUMOHMPOBATL B KayecTBe e4MHOr0 KOHTAKTHOrO J/vua no  ¢gapmakoHaasopy A4S
YMNO/IHOMOYEHHbIX OPraHOB rOCYZapCTB-Y/IEHOB, @ TaKXKe B KauecTBe KOHTAKTHOro ML 415 UHCNeKuui
no papmakoHaa3opy c obecneyeHrem 24-4acoBoro AocTyna.

2.16.4. YN® ocywectBnAeT KOHTPOAb (GYHKUMOHMPOBAHMA BCEX aCMNEKTOB  CUCTEMbI
dbapmakoHaa30pa, BKAOYAA ee CUCTEMY KauecTBa (Hanpumep, CTaHAaPTHbIE ONepaLMoHHble NpoLeaypbl,
KOHTPAKTHble [0rOBOPEHHOCTU, onepaumm no 6ase AaHHbIX, BbiNOJHEHUME TpeboBaHWI CcUCTEMDI
KayecTBa, cobntogeHne TpeboBaHUii K NPeaCcTaBAEHUIO AAHHBIX B 4acTWU NOJIHOTbI MU CBOEBPEMEHHOCTH,
npeACcTaBNeHUIO NePUOANYECKMX OOHOBASEMbIX OTYETOB MO 6€30MacHOCTM, OT4YeTOB 06 ayguTax U K
obyyeHMO nepcoHana no dapmakoHaasopy). Y/I® pomKHO pacnonarate  UHGOpPMaumen o
Ba/IMAALMOHHOM CcTaTyce 6asbl AaHHbIX HeXenaTesbHbIX Peakumit Ha NeKapcTBEHHble MpenapaTsbl,
BK/IIOYAA BCE BbIAIB/IEHHbIE B XOA4€ BaNMAaLNN HEA0YETbl U NpesnpUHATbIE KOPPEKTUPYHOLWNe AeNCTBUA.
Y1® TakKe AOMKHO pacnosaraTb MHPopMaumen 060 BCEX CYLLECTBEHHbIX M3MEHEHMAX, BHECEHHDIX B
6a3y fAaHHbIX (Hanpumep, M3MEHEHWs, KOTOpble MOFYT OKasaTb B/AWAHME Ha LeATe/IbHOCTb MO

dapmakoHagzopy).

Y1® moXKeT penernposaTtb BbiNOSHEHWE CNEUUMPUYECKMX 3afaHMIA Moj CBOMM HabatogeHuem
INLAM C COOTBETCTBYIOLLEN KBanPUKaLmMen n obydeHrem, Hanpumep, OCyLLeCTBAEHUE AeATeNbHOCTU B
KayecTBe 3KCMepToB Mo 6e30MacHOCTM ONpeaeneHHbIX IeKapCTBEHHbIX NPEenapaTos, NpW YCI0BUK, YTO
YN1® 6yaeT ocywecTBAATb KOHTPO/Ib GYHKLMOHMPOBAHUSA BCEl cucTembl 1 Npoduneit 6esonacHocTH Beex
NeKapCTBEHHbLIX npenapaToB. Takoe AefNerMpoBaHMe BbINOMHAEMbIX QYHKUMA  A0MKHO  6bITb
HaZnexawmm o6 pasom AOKYMEHTUPOBAHO.

2.17. CneumnduyecKkme NpoLecchl CUCTEMbI KauyecTBa y AeprKaTenen
PerncTpaumnoHHbIX yaoctosepeHuii B Cotose

2.17.1. [ep:KaTenb pPerucTpaumoHHbIX YAOCTOBEpeHUit paspabaTtbiBaeT AOMNOAHUTE/bHblE
cneuunanbHble NPOLLECChl CUCTEMbI KaYecTBa C Leblo:



npeacTaBAeHUA AaHHbIX O HeXeaTeNbHbIX peakumax B 6a3bl AaHHbIX rocyaapcTe-yneHos u Cotosa
B CPOKMW, YCTaHOB/IEHHbIE 3aKOHOAAaTe/IbCTBOM FOCY/apCTB-YEHOB, MEeXAYHapoAHbIMU AOroBOPaMn U
aKTaMu, cocTasastolwmmm npaso Cotosa;

COXpaHeHUs AOKYMEHTOB, B KOTOPbIX OMMcaHa cuctema ¢apmaKkoHaa3opa, A0 Tex Mnop, noka
CyLIeCTBYET cMCTeMa, ONMCcaHHas B mactep-¢paiiie cuctemsl GapMakoHaA30pa, B TEHEHUE He meHee 5 neT
nocne npeKpaLleHus ee CyLlecTBOBaHNS;

COXpPaHEeHUs AaHHbiX Mo (apMaKoHaA30py W AOKYMEHTOB, WMENOLWMX OTHOWEHUE K
3aperncTpmpoBaHHbIM JIEKAaPCTBEHHbIM Npenapatam B TedyeHne He meHee 10 neT nocie npeKkpaweHus
AeNCcTBUSA YA0CTOBEPEHMIN O rocy4apCTBEHHON perncrpaumu;

06HOB/MIEHUA MHPOPMALMM O JIEKAPCTBEHHbIX MNpernapaTax CorfacHO TMOCAeAHUM Hay4YyHbIM
3HAHWAM, BKAOYAA OUEHKY npoduna 6esonacHocTM M cooTHoweHue '"monb3a - pucK", a Takxke
pPEKOMEHAAUMAM, Pa3MELLEHHbIM Ha CalTax YMOJHOMOYEHHbIX OPraHOB rOCYAApPCTB-Y/EHOB B
MHPOPMALMOHHO-TEIEKOMMYHUKaLMOHHON  ceTn  "MHTepHet". C 3TOM  Uuenblo  aepxKaTtesb
PErncTPaLMOHHbIX YA0CTOBEPEHMUI NOCTOAHHO NPOBEPAET CalTbl YNOJTHOMOYEHHbIX OPraHOB rocy4apcTs-
Y/IEHOB HA Ha/IMYMe COOTBETCTBYIOLMX M3MEHEHUI B OLeHKe nNpoduas 6e30nacHOCTU U COOTHOLLEHWUSA
"nosb3a - puck", BKAOYAA U3MEHEHUSA B PEKOMEHAALMAX MO MEANLMHCKOMY MPUMEHEHMIO U MHbIE Mepbl
PerynaTopHOro xapakrepa.

2.17.2. B TeyeHMe nepuoda XpaHeHUA OOKYMEHTaUUW AepXKaTenu perncrpaumoHHbIX
yaoctoBepeHuii obecneynsatoT BOCCTaHABAMBAEMOCTb LOKYMEHTOB.

2.17.3. [JOKYMEHTbl MOXHO XPaHWTb B 3/IEKTPOHHOM ¢dopmaTe NpM YCJOBUM HaAexKallen
Ba/NIMAALMM SNEKTPOHHOMN CUCTEMBI U CYLLLECTBOBAHWUA AOrOBOPEHHOCTEN MO 3aLLMTe CUCTEMbI, AOCTYNY U
pe3epBHOMY KOMWPOBAHMIO AAHHbIX. B cnyyae nepeBofa AOKYMEHTOB M3 HymaxkHoro ¢opmaTta B
SNIEKTPOHHbIA NpoLecc nepeBoAa LO/MKEH rapaHTMPOBATb COXPaHeHMe Bcel WHOOPMauun B
opurMHanbHom ¢dopmaTe U obecneyeHne COXPaHEHWA YMTAEMOCTM Ha MPOTANKEHUU BCEro BPeMeHU
XpaHeHWA cpencTBamm, UCNOIb3yeMbIMU ANA XPAaHEHWA.

2.17.4. B cnyyae nornoweHua Apyron opraHusauuelt 6usHeca gep:Katens PerucrTpaLyoHHbIX
YAOCTOBEPEHMUI BCE A OKYMEHTbI LLO/IKHbI 6bITb NepeaaHbl U COXPaHeHbl B NOJIHOM obbeme.

2.18. TpeboBaHMA K cMCTEME KayecTBa Npu AeNernpoBaHum
AepKaTenem permcTpaumoHHbIX YA0CTOBEPEHUI BbINOAHAEMbIX
dYHKUMI No papmakoHagzopy

2.18.1. leprKaTenb perncTpaLMoOHHOro yA0CTOBEPEHUA MOXKET AeerMpoBaTh BCE WM YacTb CBOUX
33434 no papmakoHagzopy, BKAoYasa GyHKUMKM Y/ID, apyroit opraHMsaumm uam anuy (ecam K Takomy anuy
MOTrYT 6bITb NPUMEHEHbI TakMe e TpeboBaHWUA, KaK K opraHusaumu). MNpu 3ToM OTBETCTBEHHOCTb 33
BbIMO/IHEHWE 3343y M 0b6s3aHHOCTEl No ¢dapmaKkoHagsopy, obecneyeHWe KayecTBa M LENOCTHOCTb
cuctembl GapmaKoHa30pa HeceT AeprKaTe b PErMCTPALMOHHOIO YA0CTOBEPEHMA.

2.18.2. B cnyyae pgenerMpoBaHus onpegeneHHbIX 3ag4ad no ¢apmMaKkoHaA3opy AeprkaTenem
pPerucTpaunoHHOro yA0CTOBEPEHMA APYroi OpraHM3aummn AepKaTte b PermcTPaLMoOHHOro y40CTOBEPeHUA
HeceT OTBETCTBEHHOCTb 3a NpuUmeHeHne 3G OEKTUBHON CUCTEMbI KauecTBa MCMONHEHMA AaHHbIX 3a4au.
TpeboBaHuA K cucTeMe papMaKkoHaA30pa, onpeaensiemble Hagnexallen NpakTMKoi dapmaKkoHaa3opa,
TaKXe NPUMEHSAIOTCA K ApYroi opraHn3aumnmn, KOTopol AenerMpoBaHbl 3a4a4u.

2.18.3. TMlpu ApenerMpoBaHUM 3adady APYroln opraHM3auuu AeprKaTenb PervcTpalyMoHHOro
yAocToBepeHus obecneynsaeT noapobHoe, YeTKoe M MOCTOAHHO O6HOBAAEMOE AOKYMEHTa/bHOe
opopmMIeHNE KOHTPAKTHbIX OrOBOPEHHOCTEN MEXAY AeprKaTenem perncTpaumoHHOro yaoCcToBepeHnn
W Apyrol opraHus3auMen C  ONUCaHMEM [OroBOPEHHOCTE MO AeNerMpoBaHHbIM 33gayam MU
OTBETCTBEHHOCTM KarKA4ol M3 CTOpPOH. OnucaHMe AenerMpoBaHHON AeATEeNbHOCTU U (MAK) YCAYT AOMKHO



6bITb BKOYEHO B MacTep-¢daia cuctembl papmakoHagsopa. Jpyras opraHU3aLma MOXeT noasepraTbea
NPoBEpPKaM MO YCMOTPEHUIO YNOJHOMOYEHHOFO OpPraHa B COOTBETCTBYIOLLLEM FOCYAaPCTBE-UYNEHE.

2.18.4. B uenax KOHTPO/A BbINONHEHUS KOHTPAKTHbIX AOrOBOPEHHOCTEN Mo dapmaKoHaa3opy
pekomeHAyeTCA BbINOJIHEHUE AeprKaTeNnem pPerncTpaumoHHOro yaoCcToBepeHUs peryaspHbiX ayauvTtos
OpraHusaunii, KotopbiMm 6blAK genernpoBaHbl GYHKUUK MO dapMaKkoHaA30py.

2.19. Obuwue 06A3aHHOCTUN NO PpapMaKoHaA30py B pamKax
MeXXAYHapoaHbIX 40roBOPOB W aKTOB, COCTaBAsoWMX Npaso Coto3a

2.19.1. YnonHOMOY€eHHble OpraHbl rocygapcrTB-4/IeHOB HECYyT OTBETCTBEHHOCTb 3a BbIMNOJIHEHUE
3afa4y no d¢apmaKoHaZA30py, BO3/araeMblX Ha HUX 3aKOHOAATENbCTBOM rOCyAapcCTBa-yneHa,
MeXAYHapoaHbIMM A0rOBOPaMM M aKTamM, COCTaBaslowMMKU npaBo Coto3a. C 3ToM Lenblo Karkabli
YNO/NHOMOYEHHbIM  OopraH  rocyaapcrBa-useHa obecneunBaeT  GYHKUMOHWPOBAHME  CUCTEMbI
dapmaKoHaz30pa, co3ZaeT WM NPUMEHAET Hagneraly 3OPEeKTUBHYHO CcUCTEMY  KayecTsa
OCYLLLECTBASEMOM AeATeNlbHOCTM No papmaKkoHaa30py.

2.19.2. TocypapcTBa-YneHbl COTPYAHMYAIOT C LeNblo NOCTOAHHOrO COBEepLIeHCTBOBAHUA CUCTEM
dbapmakoHaz30pa NO AOCTUKEHUIO BbICOKMX CTAaHAAPTOB 3alUMTbl 340P0BbA 0OLLECTBEHHOCTU, BKAOYAA
MCNONb30BaHWE ObObEeAMHEHHbIX PecypcoB B LeAAX ONTUMM3aLMM  MCNO/b30BaHMA WMetoLLeinca
pecypcHoi 6a3bl B pamKkax Cotosa.

2.19.3. TocypapcTBa-yneHbl onpesenstoT KOHTAKTHbIE TOYKM C LLe/Ibio YNPOLLLEHUA B3aMMOAENCTBUSA
YMNO/IHOMOYEHHbIX OPraHOB FOCYAapCTB-Y/IEHOB, AepiKaTeNne perncTpaLMoHHbIX YA0CTOBEPEHUN U UL,
npeAaCcTaBAfoWmX MHGopMaumto No papmakoHaa3opy.

2.20. YHKLMM YNONHOMOYEHHbIX OPraHOB roCcyAapCTB-4/1€HOB

2.20.1. Kaxkaoe rocyapcTBo-yseH A0KHO Ha3HAYUTb YNOJIHOMOYEHHbIN OpraH, OTBETCTBEHHbIN 33
ocyuiectsneHve GpapmaKkoHag3opa.

2.20.2. Kaxkablii yNONHOMOYEHHbIM OpraH rocyZapcrBa-ysieHa LO/MKEH BHeAPUTb M obecneynTb
apPpeKTnBHOE GYHKLMOHNPOBAHUE CUCTEMbI papMaKoHaA30pa NPU BbINOJHEHUM CBOMX 334,34 M y4acTUn
B AeATeNbHOCTM No papmaKkoHaa30py B pamKax Coto3a. B JaHHOM KOHTEKCTe YNOoJIHOMOYEHHbIM opraH
rocyfapcTBa-ysieHa OTBeYaeT 3a KOHTPO/b 6e30MacHOCTM KaXKZoro JieKapCTBEHHOro npenapara,
3apPerMcTPMPOBaAHHOrO Ha TEPPUTOPUSAX FOCYAaPCTBA-Y/IEHA.

2.20.3. 3agauM u 06A3aHHOCTM  YMO/NIHOMOYEHHbIX OPraHOB rOCYAapCTB-YNEHOB MO
dbapmaKkoHaA30py BKAOYALOT B cebs COTPYAHNYECTBO NpU OOHapYKEHUN CUTHANIOB U NPUMEHEHUE Mep
MWUHMMM3ALMU PUCKA NPU NPUHATUN COOTBETCTBYIOLLMX PeLleHU.

2.20.4. YNOAHOMOYEHHbIE OpraHbl FrOCYAapcTB-Y4/1€HOB OTBEYAlOT 33 MPOBEPKY OCYLLECTBAEHMUA
AepXKaTeNaMN PEerucTpaLMoHHbIX YA0CTOBEPEHUA (apMaKoHaA30pa /IeKapCTBEHHbIX NpenapaTtoB Ha
CBOEM TEppUTOpPWUW, BK/OYAA BbINOAHEHME WMHCMEKUMIA cucTem dapmaKkoHagsopa aepikaTenei
PErucTPaUMOHHbIX  YAOCTOBEPEHMIH.  YNONHOMOYEHHbIM  OpraH  KaKAOro  rocyAapcrsa-ysieHa
obecneunBaeT npeacTaBleHME BCEX [AaHHbIX MO KaKAoOW M3 npoueayp no d¢apmakoHagsopy B
YNO/HOMOYEHHbIE OpraHbl APYrMX rocyAapcTB-41€HOB B COOTBETCTBMM C  3aKOHOAATE/IbCTBOM
rocyAapcrea-ysneHa, MexxayHapoAHbIMW ,O0roBOpaMM M aKTaMu, COCTaBAAIOLWMMM npaBo Cotosa.

2.21. NMnaHnpoBaHWE rOTOBHOCTU K papMaKoHaa30py
NPW BOSHUKHOBEHUMW SKCTPEHHbIX CUTYaLMI
B 0OLW,ECTBEHHOM 3/0aBOOXPAHEHNM

2.21.1. Cwuctembl ¢dapmaKoHag3opa AepKaTenen pPerncTpauMoHHbIX YAOCTOBEPEHUA U
YMNO/HOMOYEHHbIX OPraHOB roCyAapCTB-YNEHOB A0/XHbI O6bITb a4aNTUPOBaHbI K SKCTPEHHbIM CUTYaLMUAM



B 0OLECTBEHHOM 34paBoOXpPaHeHun. Mo mepe HeobXxoAMMOCTM AO0/XKHbI ObiTb pa3paboTaHbl NAaHbI
rOTOBHOCTW.

JKCTpeHHana cuTyauMa B OOWECTBEHHOM 34paBOOXPaHEHUU npeactaBaseT coboit yrposy
06LLEeCTBEHHOMY 340POBbIO, NMPU3HaHHYO BcemmpHol opraHusaument 3gpasooxpaHeHusa (BO3) nubo
YMNOJHOMOYEHHBIMW OPraHamM rocy4apcTB-41eHOoB.

TpeboBaHua dapmaKoOHaA30pa K IKCTPEHHbLIM CUTyaUMAM B ODLLECTBEHHOM 34PaBOOXPAHEHUM
OLEHUBAIOTCA YMONHOMOYEHHbIMM OpraHaMn rocyAapcTB-Y4/IeHOB Ha WHAMBUAYaNbHOW ocHoBe. O
TpeboBaHMAX ¢apMaKkoHaa30pa CoobWAeTCA AepskaTensm PerucTpaumoHHbIX YAOCTOBEPEHUN WU
06LLEeCTBEHHOCTU. YMOJIHOMOYEHHbIE OpraHbl TOCYyAapCTB-YNeHOB NyBAMKYIOT yBeAOMIeHUs 06
SKCTPEHHbIX CUTYaUMAX Ha CBOUX OPULMANBHBIX CaliTax.

3. Mactep-¢aiin cuctembl papmakoHaa3opa
3.1. CTpyKTYypbl 1 NpoLeccol

3.1.1. Mactep-daitn cuctembl ¢apmakoHag3opa npefHasHayYeH A8 OMNUCAHUS  CUCTEMBI
dapmakoHag3opa W AOKYMEHTMPOBAHHOIO MNOATBEP)KAEHUA ee COOTBETCTBUA  TpeboBaHMAM
3aKOHOAATeNIbCTBa rOCYAapCTB-Y/IEHOB, MEXAYHAapPOAHbIX AOTOBOPOB M aKTOB, COCTABAAIOLMX MPABO
Coto3a. MacTtep-daiin no3BosfeT Hagnexawmm obpasom OCyLLEeCTBUTb MAaHMPOBaHUE U MpoBeAeHUe
ayautoB cuctembl papmMaKoHaZ30pa AeprkaTeNem PerucTpalMoHHOIO YAOCTOBEPEHMA, a TaKXKe
WMHCMEKTMPOBAHUI YNONHOMOYEHHbIMW OpraHamu rocygapcre-yaeHoB. Mactep-dalin BkAovaeT B cebsn
0630p cuctembl dapmakoHag3opa AeprkaTens PerucTpalMoHHOrO yA0CTOBEPEHMUS, YTO MO3BOJSET
caenaTb ee o6y OLEeHKY YNOJHOMOYEHHbIMW OpPraHaMu rocy4apcTB-4/1€HOB HA PErMCTPaLMOHHOM U
NOCTPErncTPaLMOHHOM 3Tanax.

3.1.2. CoctaBneHne macTep-¢aiina M aKTyanuMsaums WHPOPMaLMKM, COAepiKalLencas B HeMm,
NO3BO/AIOT  [EPXKaTeNlo  PErucTpaLMoHHOIO  YAOCTOBEPEHUS W YNOJHOMOYEHHOMY /MUy Mo
dapmakoHagzopy:

ybegutbcs B TOM, 4YTO cuctemMa <¢apmMaKoHaza3opa BHeApeHa cornacHo TpeboBaHMAM
3aKOHO4ATENIbCTBA FOCYAAPCTB-YNEHOB, MEXAYHAPOAHbIX AOrOBOPOB M aKTOB, COCTaBAAIOLWMX MPABO
Coto3a;

noaTeBepanTb COOTBETCTBUE CUCTEMDI AEﬁCTByDMMM TPE6OBaHMFIM,'
nony4ynTb Mchopmau,mo O HeAOoCTaTKaX CUCTEMbI NN BbIABUTb HEC06!1I-OAEHVIe Tpe6OBaHMﬁ,'

noayunuTb MHOGOPMALMIO O pPUCKaX WM  HedPDPEKTUBHOCTU BbINOJHEHUA oONpeseneHHbIX
HanpasBAeHWI AeATeNbHOCTU No papmaKkoHaa30py.

3.1.3. Ucnonb3oBaHWe MacTep-¢palkina cnocobcTByeT ONTUMM3ALMM MPOLLECCA HaANEeXKalLero
YyNpaBAeHUA CUCTEMON, a TaKMKe COBEPLIEHCTBOBAHWMA cuCTeMbl ¢apmakoHagsopa. TpeboBaHus K
NpPeAacTaBNeHNI0 KPaTKOro OMMCaHWA cucTembl GapMakoHag3opa AeprKaTens pPernmcTpaumoHHOro
yaocTtoBepeHus B popme macTep-daina, a Takke XPOHONOrMA BHECEHUA COOTBETCTBYIOWMM OPraHoOm
M3MeHeHUn obneryaloT naaHMpoBaHME U 3PEKTUBHOE NPOBEAEHME YNOAHOMOYEHHbIMU OpraHamu
rocyAapcTB-41eHOB UHCNEKLUMIA HAa OCHOBAaHMM METOAA OLLEHKM PUCKOB.

3.2. Peructpaums n noagepaHue macrep-daiina

3.2.1. MecToHaxoXxaeHue.

Macrtep-paiin cuctembl papmakoHag3opa AO0/MKEH HaXOAWUTbCA Ha TepPPUTOPMAX rocyAapcTs-
yneHos, AM60O B MecTe BbINOJHEHNA OCHOBHOW AeATeNbHOCTM No dapmakoHagsopy, nMbo B mecTe, B



KOTOPOM KBanMPULMPOBAHHOE /IMLLO OTBEYaeT 3a ocyliecTBieHne dapmakoHaa3opa, He3aBUCMMO OT
dopmaTa (bymarkKHbIN MAWU SNEKTPOHHbIN). YNONHOMOYEHHbI OpraH rocyAapcTBa-ysieHa Ao/KeH ObiTb
nPouHGOPMMPOBAH O MeCTe PaCnoONOXKeHUA MmacTep-daiina, a TaKKe [OO/KEH HelameanunTesbHO
MHPOPMMPOBATLCA O MOObIX M3MEHEHMAX MeCTa ero pacnofoxKeHua. Tpebyemas mHpopmauma no
pacnonoxeHuto mactep-daiia BkAoYaeT B ceba yKasaHMe Ha MeCTOHaxoXaeHue (aapec) aepxatens
PerucTpaumoHHOro YAOCTOBEPEHUA WAN TpPeTbel CTOPOHbI MO COrfaleHunto. ITOT agpec MoxKeT
OT/IMYATbCA OT afpeca 3afABUTENA WU AeprKaTens PerncrTpaluMoHHOro yAO0CTOBEPEHUA, Hanpumep, B
Cnyyae yKasaHuA agpeca Apyroro opuca aeprratens perucTpaumoHHOro ya0CTOBEPEHUA UK B C/lydae
BbINOJ/IHEHUA OCHOBHOM AeATENIbHOCTU TPEeTbel CTOPOHOM No cornawleHuto. MNpun onpeageneHmm 0CHOBHOTO
MeCTa  OCYyLecTBNeHUA AeATeNbHOCTM NOo  dapMaKoHa[30py AeprkaTeNb  PerucTpauuoHHOro
YAOCTOBEPEHMUA OO/KEH YYUTbIBATb HaWydllee MeCTOHAxXOoXAeHue Ana cucteMbl GapmakoHaz30pa B
uenom. [lepratenb perncTpaLMoHHbIX YA0CTOBEPEHUIA AOKEH MMETb COOTBETCTBYIOLLee obocHOBaHMe
ONA NPUHATUA peLleHns O PacnonoKeHun macrep-danna. B cutyaumm, Korga OCHOBHAA 4eATeNbHOCTb
ocyulecteaseTca 3a npegenammn Coros3a UM HEBO3SMOXKHO ONpeaennTb OCHOBHOE MECTOHAX0XAeHWe, No
YMOMYaHMIO MECTOHaxoXaeHneM Mmactep-baitna ABNAETCA MeCTO OCYLLeCTBAeHUA AeATe/NbHOCTU
YNONHOMOYEHHOrO ML No papMaKoHaA30py.

3.2.2. Nepepaya o6s3aHHOCTEN NO macTep-dainy cuctembl papmakoHa[30pa.

3.2.2.1. Nepenayy nnun genermpoaHune oba3aHHOCTEN U AeATeNIbHOCTM MO macTep-paliny cuctembl
dapmakoHagsopa Heobxoaumo 0dOopMAATL  AOKYMEHTAZIbHO W KOHTPO/AMPOBATb C  LEJbio
NOATBEPKAEHWA BbIMOJNHEHUSA AeprKaTeNem pPerncrpaLMOoHHbIX YAOCTOBEPEHUI CBOMX 06A3aHHOCTEN.
YNo/sHOMOYEeHHOe MLo Mo $papMaKkoHaL30py AO/KHO ObiTb MPOMHPOPMUPOBAHO 06 WM3MEHEHUSX,
BHOCMMbIX B MmacTep-paiin cuctembl GapmMaKoOHaZ30pa B LENAX BbIMNOJAHEHUS MM MOJAHOMOYMI MO
BHECEHWIO M3MEHEHWUI C Lie/Ibl0 COBEPLUEHCTBOBAHUA CUCTEMbI. TUNbI U3MEHEHWIA, O KOTOPbIX caeayet
HesameZnnTeIbHO MHGOPMUPOBATL YNOJTHOMOYEHHOE ML, NO GapMaKoHaL30pY:

M3MeHeHWA, BHOCMMble B MacTep-palin cuctembl dapmakoHagsopa, MAM M3MEHEHMe ero
MECTOHaXOAEHWSA, CBEeAEHMA O KOTOPbIX A0/KHbI COOBLLATLCA B YNOJHOMOYEHHble OpraHbl rocyaapcTs-
Y/eHOB;

[o6aBneHNe KOPPEKTUMPYLWMX U (MaKn) npegynpeguTesnibHbiX MeponpuaTuii B mactep-dain
cucTembl papmakoHagsopa (Hanpumep, Mo pesynbTaTam MNPOBeAEHWUA ayauMTOB WM WMHCMEKUMIA) U
yrnpaB/ieHWe OTKIOHEHUAMM OT MPOLECCOB, YKAa3aHHbIX B CMCTEME YNpaBJAEHMSA KayecTBOM CUCTEMbI
dapmakoHagzopa;

M3MEHEHUsA, BHOCMMblE B COZep)Kawyloca B MmacTep-dpaiine uMHPopmauMmio, KoTopble
YAO0B/IETBOPAIOT KPUTEPUAM HaZ/1eKaLLero KOHTPOAA cuctembl GapmaKoHaA30pa (B paMKax MOLLHOCTU
cucTembl, GYHKLMOHUPOBAHMA M cOBN0AEHUA TpeboBaHWM);

N3MeHEHUA YCTaHOBﬂeHHOVI AOroBopeHHOCT O npeacraBieHnn MaCTep-d)aﬁna CncTembl
d)apmaKOHap,sopa B YNO/IHOMOY€HHbIE OpraHbl rocy4apCTB-471€HOB.

3.2.2.2. YNnonHoMo4YeHHoe Anuo no papmakoHaA30py A0AKHO B MMCbMEHHOM BUAE NOATBEPAUTb
ero yseflomaeHne B OTHOWEHWUU CleayoWwmnX U3MEHEHNIA:

BK/IlOYEHME NEKAPCTBEHHbIX NpenapaToB B cucTemy ¢apmaKkoHaA30pa, 3a KOTOpyl OTBevyaeT
YyNOAHOMOYEHHOE /IML,0 No hapMaKoHaA30pY;

nepegadya ob6sAsaHHOCTE Mo cucteme ¢apmakoHagsopa YNOAHOMOYEHHOMY /MUy MO
dapmakoHagzopy.

3.3. OnucaHue cuctem dpapmakoHag3opa

B mactep-daiine cuctemsl GpapmakoHagsopa A40MXKHa b6biTb onMcaHa cuctema dapmakoHagsopa 1



unn 6onee NeKapcTBEHHbIX MPenapaToB AeprKaTens PerncrpaumoHHbIX yaocToBepeHun. K pasHbim
KaTeropnam nNeKapCTtBeHHbIX MNpenapatoB AepXxatesb pPerncrtpaLMoHHbIX yAOCTOBepeHMVI MOXeT
NPUMEHATb pasHble cuctembl papmakoHagasopa. Kakaas Takas cucTema Ao0/KHa 6biTb onucaHa B
oTaenbHOM mactep-daine cuctembl dapmakoHagzopa. 3T mactep-danabl 4OMKHbBI B LLEe/IOM 0XBaTbIBaTb
BCE /IeKapCTBEHHbIE NMpenapaTbl AepKaTens PerncTpaLlnoHHbIX YAO0CTOBEPEHWI, Ha KOTOpble BblAaHO
YO0CTOBEPEHME O roCyAapCTBEHHOM perucTpaumm.

B cnyyae ecnun y gepxKatena perncTpaumoHHbIX YAOCTOBEPEHUN PYHKUMOHMpYeT bosiee yem 1
cuctema dapmakoHagzopa, Hanpumep, cneumduyeckne cuctembl papmakoHag3opa 4aa onpeneseHHbIX
BMAOB J/IEKAPCTBEHHbIX MNPenapaTtoB (BaKUWHbI, CAaHUTAPHO-TUIMEHUYECcKas MPoAyKUMAa u T.4.) WK
cuctema  papmakoHag30pa  OXBATbIBAeT JIeKapCTBeHHble npenapaTel 6onee 1  pepratens
PErncTPaLMOHHbIX YyAO0CTOBEepeHUn, npeactasasetca 1 mactep-dan cuctembl dpapmakoHaa3opa,
OMNUCHIBAIOLLMIA KaXKaYH CUCTEMY.

[Jep:kaTenem perucTpaumoHHOro YyA0CTOBEPEHUA [AO/MKHO OblTb HA3HAYEHO YMOJIHOMOYEHHOE
muo no ¢apmakoHaA30py, OTBETCTBEHHOE 3a CO3Z4aHWE W BegeHue cucTembl dapmMakoHad3opa,
OMNUCaHHOM B MacTep-dpanie cuctembl papmakoHaL30pa.

Ecnmn 1 cuctema dpapmakoHaA30pa MCNOJIb3YeTcs HECKONbKUMU AepKaTeNaMU PerncTpaumoHHbIX
YAOCTOBEPEHUIN, KaXKAbl AeprKaTesb PerncTpaLMoHHbIX YAOCTOBEPEHUI HeceT OTBETCTBEHHOCTb 3a
Hannune mactep-daina cuctembl papmakoHaL30pa, B KOTOPOM OMMcaHa cuctema papmakoHaa3opa
BbIMYCKaeMOM UM MNpoayKumu. [lepKatenb pPerncTpaumoHHOro yAOCTOBEPEHUS MOXKET AesermposaTtb
yepes NMUCbMEHHOE cornaweHue (Hanpumep, NapTHepy Mo JMUEH3UW WaM cybnoapsaaumKy) yacTb
[eATeNbHOCTU MW BCIO AeATesbHOCTb No GapMaKoHaZ30py, 33 HagJ/lexKallee BbIMOJHEHME KOTOPOW
HeceT OTBETCTBEHHOCTb AeprKaTeslb PErMcTpaLMoHHOro yaocToBepeHus. B atom cnyyvae mactep-daiin
cucTembl GapMaKkoHag30pa AepiKaTeNs PErMCTPALMOHHONO YAOCTOBEPEHUSA MOXKET UMETb NEPEKPECTHYIO
CCbIIKY Ha MmacTep-dai MAM Ha 4YacTb MmacTep-daiina cucTtemMbl apMaKkoHa[30pa, YNpPaBAsSemMoro
CUCTEeMOM CTOPOHbI, KOTOPOM Bbl/a AenerMpoBaHa 4eAaTeNbHOCTb Ha OCHOBAHUM COrNalLeHuns o JoCTyne K
AaHHOW MHPOPMaLMM CO CTOPOHLI AeprKaTeNs PerncTpaumoHHOro yA0CTOBEPEHUS U YNOAHOMOYEHHbIX
OpPraHoOB rocyAapcTB-ysieHoB. [epikaTesb PerncTpauMoHHOrO YAO0CTOBEPEeHUA [o/KeH obecneynTb
COOTBETCTBME COAEPNKAHWMA CCbINOYHbLIX dainoB cucTteme GapmaKkoHaA30pa, MNPUMEHUMON K
NleKapCTBEHHOMY Npenapary.

B COOTBETCTBYIOWMX CyYasx B MPUIOXKEHMM yKasblBaeTcA nepedvyeHb mactep-¢panioB cUCTEMbI
dapmakoHag3opa, NoALEpPHKMBAEMbIX OAHUM [AeprKaTeNem PerncTpPaumoHHbIX YyAO0CTOBEepeHun. B
npunaraemyto MHGOPMAaLMIO BKIOYAIOTCA AaHHblE O MECTOHAXOXAEHMM MacTep-palinos, nHGopmauma
06 Y/1® 1 cOOTBETCTBYIOLWMX IEKAPCTBEHHbIX Npenaparax.

B KpaTKoi MHpOpMmaLMKM, NPeacTaBAfseMOol B YNOAHOMOYEHHbIE OpraHbl rocy4apCcTB-4/eHOB, He
MOXET 6bITb YKa3aHO HECKOJIbKO MECT HaXOXKAEeHUA o4HOro mactep-daina cuctembl hapmakoHagzopa.

Mpw generMpoBaHnmM AeaTeIbHOCTM Mo cucTeme GpapmMakoHaa3opa U ee macTep-danay gepratenb
PErncTPaUMoOHHOIO  YAOCTOBEPEHUS  HECeT OTBETCTBEHHOCTb 3a cucTeMy  ¢dapmaKoHag3opa,
npeactaBieHne MHopmaLMm O PacnoioKeHMM mactep-daina cuctembl papmakoHa[30pa, BeLeHUM
mactep-dana cuctembl papmMaKkoHaA30pa M ero npeactaBfeHUMM B YNOJHOMOYEHHbIE OpraHbl
rocyapcTB-4NeHoB No 3anpocy. B Hanuumm foaKHbl 6biTb MUCbMEHHbIE COMNALIEHUA C OMMCAHWEM
bYHKUMIA M obasaHHocTeM no MmacTep-dainy cuctembl dapmaKkoHag3opa, ero npeacTaBlAEHUIO U
noaAep:KaHuIo, a TaKKe ocyLwecTBaeHMO dapmaKoHag3opa.

Mpu Mcnonb3oBaHUKM cucTeMbl GapMaKoHaA30Pa HECKONbKUMW AeprKaTeNsiMU PErMcTPaLMOHHbIX
YAOCTOBEpPEHUI peKoMeHAyeTcA, YTobbl NapTHEePbI COFNacoBav COBMECTHOE BeAeHNe COOTBETCTBYHOLLMX
pasAenoB B pamkax CBOMX MmacTep-dpainos B cucteme. O AOCTyNnHOCTM macTep-¢daiina cucTembl
dapmakoHag3opa ANA AepraTeneill PernmcTpaumoHHbIX YAOCTOBEPEHWUA W ero npeacTaBAeHUn B
YNOAHOMOYEHHbIE OpraHbl roCyAapCTB-Y41EHOB AO/MKHO ObiTb YKa3aHO B MUCbMEHHbIX COrNalleHMsX.
BaXHO, u4TOObI AepaTenb pPerncTpauMoHHbIX YAOCTOBEpeHMI ybeaumnca B TOM, 4YTO cucTema



dbapmakoHaa3opa, pacnpocTpaHAemas Ha UX MPOAYKLUMIO, COOTBETCTBYET He0BX0AMMbIM TPeboBaHUAM.

3.4. O6nasatenbHasa MHopmaums B mactep-daine
cuctembl dapmaKkoHag3opa

MacTep-dainn cuctembl papmakoHaa30pa A0/MKEH BKAKYATb B cebA AOKYMEHTbl C OnNMCaHUem
cuctembl papmakoHaasopa. CogeprkaHme mactep-daina cuctembl GapmakoHaA30pa AO/IKHO OTParkaTb
AOCTYNHOCTb MHOpMauMM no 6e30MacHOCTU NIeKAapCTBEHHbIX MPEnapaTtoB, 3apPerucTpuMpoBaHHbIX B
rocygapcreax-yneHax. Macrep-daiin AoMKeH UMETb OrflaB/ieHUe C Leblo obecnevyeHns BO3MOXKHOCTHU
OPUNEHTNPOBAHUA B AOKYMeEHTE.

3.4.1. Pa3gen mactep-daiina 06 Y.
NHbopmauus o6 V1P B macTep-daine aonKHa BKAOYATL B ceba:

onucaHve ob6a3aHHOCTEN, rapaHTUpylOWMX Hanamune y Y/1O cooTBETCTBYIOWMX MONHOMOYMI MO
cucteme papmakoHag3opa ¢ Lenbto obecnevyeHuna, cOAEeNCTBUS M MOBbILWEHUSA YPOBHA COOTBETCTBUA
TpeboBaHuAM;

KpaTKoe pe3tome C OCHOBHOW MHpopMaLmel o poan Y10;

KOHTaKTHYIO MHbopmaLmto 06 Y/1P, KoTopas Ao/1xKHa BKAOYATb B cebs Gamuamio, NoyToBbIN agpec,
Homepa TenedoHa, pakca, INEKTPOHHYLO NOYTY U pabounin agpec;

MHPOPMALMIO O MPUMEHEHUN PE3ePBHbIX COrNAlEHUH B cnydae otcytcteus Y/1O. B cnyuae
AenermpoBaHus onpegeneHHbix 3agad Y/1O MHOMy MCNONHUTENO NepedyeHb AeslerMpoBaHHbIX 3a4ad
[O/KEH 6bITb BKOYEH B MPU/IOKEHMUA C YKa3aHWMEM OMUCAHUA AeNerMpoBaHHON AeATeNbHOCTU U nu,
KOTOPbIM OHa bbl1a AeNernpoBaHa;

onucaHve KeanuouKaumm w onbita Y/, MMewWwmMx OTHOWEHWe K JeATesbHOCTM Mo
dapmakoHagzopy.

3.4.2. Pasgen mactep-daiina 06 opraHM3aLMOHHOW CTPYKType AeprKaTens pPerncTpaumoHHOro
yAO0CTOBEpeHUs.

3.4.2.1. Heobxoanmo npeactaBUTb ONMCAHWE OPraHM3aLMOHHON CTPYKTYPbl COOTBETCTBYHOLLEW
cucTemMbl GapMaKkoHaL30pa AepiKaTens perucTpaumoHHoro yaoctoseperus. OnncaHve A0KHO AaBaTb
yeTKoe npeacTaB/eHne O 334eMCTBOBAHHbIX OPraHM3aLUMAX, OCHOBHbIX CTPYKTYPHbIX NOApPasAeneHusx,
3aHUMatoWwmxca GpapmMaKkoHaA30pPOM, U B3aMMOOTHOLEHUAX MEXKAY OPraHU3auMAaAMM U CTPYKTYPHbIMK
noApasAeNeHUsMN, UMEIOLLMMIN OTHOLEHME K BbIMOJHEHUIO AeATeNbHOCTU No dapmakoHaasopy. B
macTep-daine cuctembl GapmakoHag30pa A0/KHA BbITb NpeacTaBAeHa ceaytowan MHopMaLms:

OpraHM3aUMOHHanA CTPYKTYpa AepyKaTens perucTpaumoHHOro yaoCcToBepeHns, BKAYas yKasaHue
nonoxeHuns Y/1d 8 opraHnsauuu;

agpec MecTa HaxoXaeHuA, No KOTOPOMY OCYLLEecTBAAETCA AeATeNbHOCTb Mo dapmakoHadsopy,
BK/lOYas c60p M OLEHKY MHANBMAYaNbHbIX COOBLIEHUI O HEXKenaTe bHbIX Peakuuax, BBog, CO0bLLEeHUI B
6a3y AaHHbIX No 6e30nacHOCTU, NOArOTOBKY Nepuogmyeckoro obHoBAseMOro otyeTa no 6e3onacHocTy,
BblfBIEHWE M aHa/NWU3 CUrHa/0B, BefleHWe MaHOB YNpaBAeHUA PUCKaMU, ynpasBfieHue nposegeHnem
NpeaperucTpaumoHHbiX U NOCTPErUCTPALMOHHbBIX UCCNeA0BaHU U ynpasieHue W3MEHEeHUAMM,
BHOCUMbIMW B MHOPMaLMIO No 6e30MNacHOCTM IeKapCTBEHHOro Npenapara.

3.4.2.2. Pasgen mactep-paiina o AeatenbHocTM no ¢dapmakoHag3opy, nepegasBaemoit Ha
ayTCOPCUHT.

3.4.2.2.1. Mactep-daiin cuctembl dapMaKkoHaA30pa AO/KEH COAEPNKaTb ONUCaHNE AeATEIbHOCTU



1 (Mam) ycayr no BbinoaHeHUo 06a3aTeNbCTB No papMaKkoHaA30py, NepeaaHHbIX Ha ayTCOPCUHT.

3.4.2.2.2. UHdopmauma B pa3aesie A0MKHA COoAepKaTb NOATBEPKAEHNE B3aMMOCBA3N C APYIMMU
OPraHM3auUMOHHbBIMKM CTPYKTYpamMu (Hanpumep, CornalieHmne 0 COBMECTHOM MAPKETUHTE IeKaPCTBEHHOIO
npenapara, cornaweHne o BbINOAHEHUM AEATENbHOCTM MO PpapMaKOHAA30pY NOAPAAYMKAMMU, a TaKKe
MHble KOMMepYeckue cornaleHuns). HeobxoanMmo yKasaTb MECTOHAXOXAEHWEe W OonucaTb cUcTeMy
MMEIOLLMXCA COrNalleHnii o AeATenbHOCTM No GapMaKoHaA30py, NepenaBaemMoi Ha ayTCOPCUHT.
OnuncaHme cucTeMbl COrTalLiEHMI MOXKET BbITb COCTABIEHO B BUAE NepeyvHs nam Tabauubl. Mpu onvcaHmnm
CUCTEMDI COT/IAlEHN B BMUAE Tabaumubl NpUBOAATCA cBeAeHMA 06 yyacTBYHOLMX CTOPOHAX, MPUHATbLIX
o0b6A3aTenbCcTBaX, JIEKAPCTBEHHbLIX MpenapaTax MO KOTOpPbIM ocylwecTsadeTcs ¢apmakoHaasop W
TEPPUTOPUAX FOCYAAPCTB-YNEHOB, HA KOTOpPbIX ocywiecTeasetca d¢apmakoHagsop. Mpu onucaHum
CUCTEMbI COralleEHNA B BUAE NEPEYHS ero CTPYKTYPUPYIOT MO BUAAM MCMOb3YEMbIX YCAYT (Hanpumep,
npeacTaBieHMe MeguLUMHCKON MHPOPMaLLMK, ayaUTOPCKME YCayrn, obecnedeHne Nporpamm NoALePKKM
nauMeHToB, 06paboTKa AaHHbIX 06 ccaef0BaHMAX), BUAAM KOMMEPYECKMX COrnaleHnin (cornaleHme o
ONCTPUOBIOLMKN NNEeKAPCTBEHHbIX MPEenapaTos, COr/lalleHne O COBMECTHOM MapKeTUHre, corialleHue o
COBMECTHbIX NpaBax Ha PerncTpauMoHHOe yA0CTOBEepeHUe, U T.4.) M BUAam TEXHUYECKOro obecneyeHus
AeATeNbHOCTU No GpapMaKoHag30py (pasmelleHne KOMMbIOTEPHbIX CUCTEM Ha cepBepax NMpoBaiaepa,
apXUBMPOBAHME M XpaHeHWe AaHHbIX No ¢apmakoHagzopy U T.4.). Konuu oTaenbHbIX CornalieHui
npeACTaBAATCA MO 3aNpocy YNOJHOMOYEHHbIX OPraHOB rocy4apCcTB-4/1€HOB UM B XO4e NpoBeAeHUs
WMHCNEKLMN U ayanTa, UX NepevyeHb NPUBOAUTCA B NMPUIOKEHUAX.

3.4.2.2.3. Mactep-¢daiin cuctembl papmaKkoHa[30pa AO/KEH cogep)KaTb KONUMM MOAMMUCAHHbIX
COTMALEHNIN O TAaKOW 3HAYMMOM ,eATe/IbHOCTU, NepelaHHON Ha ayTCOPCUHT, Kak:

OKasaHue ycayr no ¢apmakoHag3opy (YnosIHOMOYEHHOE ML, No GapMaKoHaL30pY, BBOA AaHHbIX
no 6e30nacHOCTM, MOArOTOBKA MepuoAnYeckoro obHoBAAemMoro otyeta Mo 6es3onacHocTy,
npeacTaBieHne UHANBUAYA/bHbIX COOBLEHUA O HexkenaTesibHbiX peaKkuusx B 3/eKTPOHHOM BUAE,
OUEHKa AaHHbIX No 6e30MacHOCTU U T.4,);

AenermpoBaHue geateNbHOCTU No macTep-daiay cuctembl papmakoHag30pa.
3.4.3. Pa3gen mactep-¢aiina 06 NCTOUYHMKAX NOyYeHNA AaHHbIX Mo 6e30nacHoCTH.

3.4.3.1. OnucaHne OCHOBHbIX OTAE/IOB, Kacatlowmxca cbopa MHAMBUAYANbHbIX COOOLWEHUI O
HeXXenaTeNbHbIX peakuusax, ONKHO BKAOYaTb B cebsi Bce CTOPOHbI, OTBETCTBEHHbIE 33 c60p CO0bLEHN,
nosly4aemblxX MO 3anpocy, U CNOHTaHHbIX COODOLEHNIN O HEXKenaTeslbHbIX PeaKkLMAX Ha IEKAPCTBEHHbIE
npenaparbl, 3apPerncTPUpPoOBaHHbIe Ha TEPPUTOPUSAX rOCyLapCcTB-4YNeHOB. B onucaHuMe AonXKHbl 6biTh
BK/IIOYEHDbI MECTA HAXOXAEHUA MeANLMHCKON MHOOPMALLIMK, a TaKKe AovepHUe odncbl opraHnsaumn. 3ta
nHdopmauma MOXKeT ObITb cocTaB/ieHa B ¢Gopme ChnMcKa C YKasaHMeM rocyAapcTBa, XapaKTepa
OEeATENbHOCTU W NIeKApCTBEHHbIX MpenapaToB (ecniM pJaHHas AeaTeNbHOCTb 3aBUCUMT OT BMAaA
NleKapcTBeHHOro npenaparta). MHbopmayma o TpeTbux CTOPOHax (MapTHepax Mo AULEH3UU, MECTHbIM
OUCTPUOBIOTOPCKUM UM MaPKETUHIOBbIM COTNIalIEHUAM) TaK¥Ke BK/IOYaeTCA B pasfges, B KOTOpoOm
onuncaHbl CornalleHms.

3.4.3.2. UcTouHMKM uHPopMaumm no 6e30nacHOCTU TaKkKe O0/KHbl BKAOYaTb B cebsa CnmMcoK
TEKYWMX MWCCNeLOBaHUIN, PErMcTpoB, NPOrpamMmm MNOAAEPHKKM WAM  HabBAOAEHWUI, CMOHCUPYEMbIX
AepKaTeniem perncTpaumoHHOro yaoctToBepeHms. B cnvcke gonKeH 6biTb onucaH (Ha MMPOBOM YPOBHE)
CTaTyC KaX[oro MCCNefoBaHUA WAM MNPOrpaMmmbl, COOTBETCTBYIOLLEE TOCYAapCTBO, JIeKAapPCTBEHHblE
npenapaTtbl MU OCHOBHbIE LEeAn. MHTepBEHLUMOHHbIE N HEMHTEPBEHLMOHHbIE UCCNeA0BaHUA A0MKHbI BbiTb
YKasaHbl N0 OTAENbHOCTU COrNacHO AEMCTBYIOLLEMY BELLEeCTBY JIEKApPCTBEHHbIX npenapaTtoB. CnMcok
[O/KEH coaeprKaTh BCe UCCNeAoBaHMA (Mporpammbl), TEKyLIME McCaef0BaHMA (MPOrpaMmbl), a TaKKe
nccneaoBaHuAa (MporpamMmel), 3aBepLUEHHbIe B TeYeHKe NocneaHNX 2 feT.

3.4.4. Pazgen macTep-daiina 0 KOMNbIOTEPHbIX cMCTEMAX M 6a3ax AaHHbIX.



3.4.4.1. B mactep-panne cucremol papmakoHag3opa AOMKHO OblTb ONMUCAHO PACMO/IOKEHME,
bYHKLMOHaNbHblIE BO3MOMKHOCTM U 3KCMJ/yaTaLMOHHAA OTBETCTBEHHOCTb 3@ KOMMbIOTEPHbIE CUCTEMBI U
6a3bl AaHHbIX, UCMNOJib3yeMble A8 NojaydeHus, BepuduKaumm, npeacraBiaeHUa MHbopmauum Mo
6€e30nNacHOCTM 1 OLEHKM ee COOTBETCTBMA NOCTaB/EHHbIM 334a4aM.

3.4.4.2. B cnyyvae MCNo/Ib30BaHUA psfa KOMMbIOTEPHbIX CUCTEM MAWM 6a3 JAHHbIX AOAXKHA ObiTb
onncaHa UX NPMMEHUMOCTb K AeATeIbHOCTU No papMaKoHaA30py TaKUM 06pa3om, YTOObI Bbl NOHATEH
06beEM KOMMbIOTEPU3ALMM B paMKax cucTtembl papmakoHagzopa. Kpome Toro, fonxHbl ObiTb ONUCAHbI
CTaTyC Ba/MZauMmM OCHOBHbIX acneKkToB QYHKLMOHANbHbLIX BO3MOMKHOCTEN KOMMLIOTEPHOM CUCTEMBI, @
TaK¥Ke CMeHa KOHTPOAS, CTPYKTYpa UCNbITAaHUIA, pe3epBHbIe NPpoLLeAypbl U aPXUBbI 3EKTPOHHbIX AaHHbIX,
HeobxogmMmblie N cobntogeHua TpeboBaHu papmakoHaA30pa, U MMeEKLWAnca AOoKymeHTauua. Yto
KacaeTca CUCTEeM Ha ByMarKHbIX HOCUTENAX (KOorga 3/1eKTPOHHAas CUCTeMa MCNOJb3yeTcs TO/IbKO ANns
CPOYHOro nMpeacTaB/eHUA UHAUBUAYAbHbIX COOBLWEHNIN O HexKenaTeslbHbIX peakuuax), Heobxoaumo
onucaTtb ynpaB/ieHWe A4aHHbIMWU, MeXaHU3Mbl, UCNOJIb3yemble A5 obecneyeHuns LeaocTHOCTU U 40CTyna
K OAHHbIM.

3.4.5 Pasgen mactep-daiiia o npoueccax.

3.4.5.1. BaXKXHbIM KOMMOHEHTOM CMCTEMbl ¢dapMaKoHaZ30pa ABASETCA HaAMyMe Ha MecTe
OCYLLECTBNEHUA AeATeNbHOCTU CTaHAAPTHbIX Npoueayp B NMcbMmeHHoM dopme. B nogpasgenax 2.6, 2.9 -
2.12 Hactoawmx [MMpaBun onucaH Tpebyembli MWHMMAAbHbLIM HAabop MNUCbMEHHbIX npoueayp
dapmaKkoHagsopa. B mactep-daiine cuctembl papmakoHag3opa A0/KHA ObiTb ONMCaHa MMetoLLascs
npoueaypHas [AOKYMeHTaums (CCbINKM Ha KOHKPEeTHble CTaHAapTHble onepauMoHHble Npoueaypsl,
pyKoBoaCTBA W T.4.), TUMbl QAaHHbIX (Hanpumep, TUMN AaHHbIX 006 WHAMBUAYANbHbLIX CAyYasx
HeenaTenbHbIX peakunit) n cnocob BegeHus 3anuceilt (Hanpumep, 6asa AaHHbIX No 6e3onacHocTy,
6ymakHble palinibl B MecTe NosiydyeHus).

3.4.5.2. B mactep-daiin cuctembl dapmakoHa30pa AOMKHO ObITb BKIOYEHO ONMCAaHME NPOLLECCOB,
npoueayp obpaboTkM U perncTpaummn AaHHbIX NPU BbINOAHEHUU AesTeNbHOCTM No dpapMaKkoHaA3opy,
KOTOpble 40/IKHbI BKAOYaTb B Cebs caeaytoLime acneKTbl:

MOCTOAHHbIA MOHUTOPWMHT COOTHOLLEHMA "NOMb3a - PUCK" NeKapCcTBEHHOro nNpenapaTa, pesy/ibTaT
OUEHKM M NpPOLEecC MNPUHATUA peleHMss O COOTBETCTBYIOWMX Mepax, NpPOoLecc reHepupoBaHus,
BepUOMKALMN N OLLEHKM CUTHANOB, NOJIlyYeHUe BbIXOAHbIX AAHHbIX M3 6a3 AaHHbIX Mo 6e30MacHOCTH,
06MeH faHHbIMM C KIMHUYECKMMUN OTAENaMU U T.4.;

Cncrema ynpasneHna puckamm M MOHUTOPUHI pe3ybTaTOB BHeEAPEHNA MeEP MUHNMU3AUNN PUCKOB.
B cnyyae ecnm B 3TOM npouecce 3aAEV1CTBOBaHO HECKO/IbKO nop,pas,u,eneHMﬁ, nopAagoK ux
B3aMMOAEI7ICTBVIFI onpeagenaeTca NMCbMeHHbIMU nNpouenypammn nan cornalleHnAamm,;

cbop, BepudUKauuMA, nNoaydyeHWe mnociedyowen MHPoOPmMaLMK, OUEHKA W NpeacTaBaeHue
MHPOPMaLMM 06 MHAMBMAYANbHbIX CNyYanx HexenaTesbHbIX peakuuidi. B npoueaypax no AaHHOMY
pasaeny A0/KHO BbiTb YETKOE pasrpaHMYeHMe I0KaNbHbIX M MEXAYHAPOLHbIX BUAOB AeATeIbHOCTH;

nAaHWpoBaHWe, COCTaBfleHWe U npeAcTaBieHMe nepuoanyecknx OBHOBAAEMbIX OTYETOB MO
6e3onacHoOCTH;

npeacraBneHve nNoTpedbutensm, MeauuMHCKUM PaboTHMKaM UM B YMNOJAHOMOYEHHbIE OpraHbl
rocyAapcrs-4neHoB nHGopmaumum o npobaemax no 6esonacHoOCTH;

BHECEeHWe M3MeHeHUN, Kacalowmxca 6esonacHoctn, B OX/1M 1 UMM (/1B). Mpoueaypbl AONKHbI
OXBaTbIBATb BHYTPEHHWUI U BHELIHMI OOMEH AaHHbIMMU.

3.4.5.3. 110 KaXK40oMy HanpasAeHMUIO AeATebHOCTM AeprKaTeslb PerMcTPaLMOHHOro YA0CTOBEPEHUA
AO/MKeH 6biTb cnocobeH npeacTaBUTb MoATBEPXKAEHME (YHKUMOHMPOBAHMA Yy HEro CUCTeMbI
CBOEBPEMEHHOr0 NPUHATUA HaANEKALMX PeLleHnt U 4eNCTBUNA.



3.4.5.4. [donxHbl ObiTb nNpeacTaBAeHbl [AaHHble O APYrMX HanpasB/ieHUAX AeAaTesIbHOCTH,
NnoATBEPKAAIOLME HAMUME HaZNexaLweln cucTeMbl obecneyeHns KayecTsa B cucteme papmakoHaasopa.
K TakMM faHHbIM, B YaCTHOCTU, OTHOCATCA AaHHble 0 YHKUMAX U 0bA3aHHOCTAX V1P, pearMpoBaHnn Ha
3anpocbl YNOJIHOMOYEHHbIX OPraHOB roCy4apcTB-4/1€HOB O NpeACcTaBAEHUN MHGOPMALUM, NTUTEPATYPHOM
NOMWCKe, KOHTPO/1e U3MeHeHU B 6a3ax AaHHbIX Mo 6e30MacHOCTH, corlalleHunax o6 obmeHe gaHHbIMMK NO
6e30MacHOCTH, apXMBUPOBAHMM AaHHbIX N0 6e3onacHocTH, ayauTe papmakoHa30pa, KOHTPOE CUCTEMDI
KayecTtBa M obyyeHMW. B xoge 0630pa MOMKHO MCNOAb30BaTb Tabauuy cO BCemMM MNpoUEAYPHbLIMU
AOKyMeHTaMM dpapmaKoHag30pa (BKNHOYAKOLWYO UX HAMMEHOBaHUA U HOMepa).

3.4.6. Pa3gen mactep-daiiia o npuMmeHeHUn cuctembl papmakoHag30pa.

Mactep-dpaiin  cuctembl papmakoHag3opa LOMKEH BKAYaTb B cebs  noaTBeprKaeHue
HEenpepbIBHOrO NPOBeAeHUA MOHUTOPUHIA GYHKLMOHUPOBAHUA cUCTEMbl papMaKoHaA30pa, BKAOYaAS
KOHTPOJ1b OCHOBHbIX PE3Y/IbTATOB, 3 TAaK¥KE ONMUCaHMUE METOA0B MOHUTOPMHIA M KAaK MMHUMYM COLEPIKATb:

onuncaHve npoueaypbl OLEHKU NPaBUAbHOCTU NPEACTABAEHUA WHAWBUAYAJIbHBIX COODLLEHUI O
HerenaTesbHbIX peaKkuuax. [osKHbl 6biTb NpeacTaBneHbl PUCYHKKU (rpaduKu), noaTsep:kaatolime
CBOEBPEMEHHOCTb MNpeacTaBaeHns MHGOPMaLUM B COOTBETCTBUU C TpeboBaHUAMM 3aKOHOLATENbCTBA
rocyf,apcTB-Y/1€HOB;

OMNMCaHWe KOHTPOJIbHbIX NOKasaTesiei, UCMOb3yeMbiX A7 KOHTPOA KayecTBa NpeacTaBieHHOW
MHPOPMALMKN U AeATeNbHOCTU No dpapMakoHaa3opy. K TakMM MOKasaTensim OTHOCATCA MHbOopMaLusA,
NnoJlyyeHHas OT YNoJHOMOYEHHbIX OPraHOB roCyapCTB-Y/IEHOB, B OTHOLIEHUWN KayecTBa NpeacTaBieHuns
COObLLEHUNI O HexXenaTeNbHbIX peakuumsax, MOOB unu gpyrue npeacraBnsembie aHHbIE;

aHanun3 ceoeBpemeHHOoCTU npeactasneHna MOOB B yno/IHOMOY€eHHble opraHbl rocyAapcTB-41eHoB
(mOMXKHBbI BbITb OTpa)keHbl MocnefHWE AaHHble, WCMNOJib3yeMble AeprKaTenem perncTpalyMoHHOro
YO,0CTOBEPEHUA AN5 OLEHKM cobntoaeHnn TpeboBaHuib);

dHan3 CBOEBPEMEHHOCTU BHECEHWUA M3MeHeHM no 6esonacHocTM Mo CpaBHEHUIO C
YCTaHOB/ZIEHHbIMKX KOHEYHbIMU CPOKaMM, a TaKXe AaTy U onmcaHue H606XOAMMbIX M3MEHEHUIN Mo
6630ﬂaCHOCTVI, KOTOpble 6blnK BblABJIEHbI, HO €LlE HE 6b1n noAaHbl B ynOﬂHOMOHeHHbIVI OopraH;

B COOTBETCTBYHOLMX C/Ny4anX - aHaAM3 BbINOJHEHUA 06A3aTeNbCTB COMNACHO NAaHy ynpasBaeHus
pUcKammn Nnbo apyrmx 06s3aTenbCcTe AN TpebOoBaHUN, UMEIOLLMX OTHOLWEHUE K hapMaKoHaa30py.

HeobxoaMmo onucatb WM MNOACHWUTb LeAM TNPUMEHEHUA cucTembl dapmakoHagsopa. B
COOTBETCTBYIOLUMX C/Iy4anX HEOBXOAMMO NPUNOKUTL K MacTep-dainy cuctemsl dapmakoHaA30pa CUCOK
noKasaTtenei geaTeNbHOCTU No dapmaKoHaa3opy.

3.4.7. Pa3gen mactep-¢alina no GapmakoHag30py O CUCTEME KadyecTBa.

B paspene npeacrtaBnseTcA OnMcCaHMe CUCTEMbl YNpPaB/IeHWA KayeCTBOM B pPaMKax CTPYKTypbl
opraHunsaunn n NnpnMmeHeHunAa CUCTembl Ka4ecCTBa B d)apmaKOHap,sope.

3.4.7.1. MpouenypHble LOKYMEHTDI.

CnNUCOK A0KYMEHTaNbHO OGOPMIEHHbIX MNpoLeayp M MPOLECCOB, MMEIWMX OTHOLWEHUE K
AeATeNbHOCTM No papMaKoHaA30pY, C YKasaHMEM MX B3aMMOCBA3U C APYTMMU GYHKLMUAMM U NOAXOAaMMU
K oLeHKe npoueayp. CNUCOK A0MKEH coaepKaTb HOMEP AOKYMEHTa, HAaMMEeHOBaHWe, AaTy BCTYN/IeHUA B
cnny (aNA cTaHAaPTHBIX ONepaumMoHHbIX MPoLUEeAyp, Pabounx MHCTPYKLMIA, PyKOBOACTB M T.4.) M onncaHue
AOCTyna K AoKymeHTam. Jlo/kHbl 6biTb  yKasaHbl CTaHAapTHble OMepauuoHHble npoueaypsl,
npuvHagaexKalme nposanaepam ycayr v 4pyrmm TpeTbMm CTOPOHAM.

3.4.7.2. ObyueHue.



MpeacraBafeTca onucaHMe ynpaBieHUA Pecypcamu B XOAEe OCYLIECTB/eHUA AeATeNbHOCTU Mo
dapmakoHaazopy:

OpraHu3aLMoHHanA CTPYKTypa C KOAMYECTBOM J/oAel, Y4yacTBYIOWMX B  OCYLLECTBAEHUM
neaTenbHocTM no ¢apmakoHaa30py, BK/AOYAA CCbIIKY HAa MECTO XpaHeHUs KBaANMKaALMOHHbIX
[OKYMEHTOB;

CNNCOK MEeCT HaXoXXaeHMA NepCcoHana,

KpaTKoe OMuCaHMe KOHTEKCTa 0by4YeHMs, BK/OYAs CCbIJIKY HAa MECTO XpaHeHWUs AOKYMEHTOB 06
obyyeHunu;

MHCTPYKLMM NO KPUTUYECKMM NPOLLECCAM.

MepcoHan AonxeH 6biTb COOTBETCTBYOWMNM 06pa3som 0byyeH OCyLLEeCTBEHUIO AeATENbHOCTM MO
dapmakoHaa3opy. ITO KacaeTca He TOJIbKO NepcoHana B noAapasaeneHunax dapmakoHaasopa, HO U anll,
KOTOpble MOryT noay4aTb coobuieHmns no 6esonacHoCTy.

3.4.7.3. Aygur.

NHpopmauma o6 ayaute cuctemsbl obecrneyeHus KayecTBa B cucTeme dpapmMaKkoHaa3opa A0/KHA
6bITb BKIOYEHa B macTep-paiin cuctembl GpapmakoHaasopa. B npuioxkeHve HeobXogMmMo BKAOUUTL
onuncaHve MeToAa NJaHMPOBAHWA ayAMTOB CUCTEMbI papMaKOHAA30pa M MEXaHM3MOB PENOPTUPOBAHMA,
a TaK)Ke CMMCOK 3aMNaHMPOBAHHbIX U 3aBEPLIEHHbIX ayaUTOB cucTeMbl GapmakoHaz30pa. ITOT CNUCOK
[OJ/KEH cofeprKaTb AaTbl, 0671acTb NPOBeAEHUA M COCTOSIHME 3aBEpLUEHMA ayauTOB NpoBanaepammu
ycnyr, cneumouyeckne Buabl 4esTeNlbHOCTM Mo GapMaKoHaA30py WM MeCTa BbINOAHEHUS GYHKUMI MO
bapmaKkoHag30py, a TaKKe oOonepauMoHHble 06/11acTU B3aMMOALEWCTBUA, MMeKWMe OTHOWEHME K
BbIMOJ/IHEHWNIO 0653aTe/IbCTB.

Mactep-daiin cuctembl GapMaKkoHaA30pa AOIKEH COAEPKATb TaKKe KOMMEHTAPWUW MO ayauTam, B
X0A4€e KOTOpbIX 6blM NOMYYEHbl 3HAaYMMble pe3y/ibTaTbl. ITO O3HA4aeT, YTO B MepeyHe NpPOoBeLEHHbIX
ayaAuTOB O0/IKHblI ObiTb YKasaHbl pe3y/nbTaTbl, KOTOpble 6blIM OUEHEHbl KaK CyLLeCTBEHHble WK
KPUTUYECKME, @ TaKXKe KPaTKoe onMcaHMe NAaHa KOPPEKTUPYIOLMX UK NpeaynpeanTenbHbiX 4eicTBuid
C KOHEYHbIMM CPOKaMM UCNONHEHMA. [lo/KHA ObITb YKa3aHa CCbl/IKA Ha NOJIHbIA OTYET O NPOBEAEHHOM
ayanTe, AOKYMEHTbI C NJIaHOM KOPPEKTUPYIOWNX U NpeaynpeanTebHbIX mep.

KomMmMeHTapuu, KoppekTupylowme W npeaynpeauTesibHble Mepbl, a TakKe uHbopmaumsa o
HaxOKAEHUM OT4YeTa O NPOBEAEHMM ayaWuTa LO/KHbI ObiTb BK/OYEHbI B MacTep-dai cucTembl
dapmakoHag3opa 40 Tex Nop, NoKa He ByayT B NONHOW Mepe OCYLLECTBIEHbI KOPPEKTUpPYLoLLMe U (Maun)
npeaynpeauTenbHble AeNCTBUA, TO €CTb KOMMEHTapuM yAansaloTca TOAbKO MOC/Ae TOro, Kak byayt
NPOAEMOHCTPUPOBAHbI Pe3y/bTaTbl OCYLECTBNEHNUA KOPPEKTUPYIOLWNX AENCTBUIN U (M) NpeacTaBaeHo
noateepKaeHue (B TOM Yncae HE3aBUCUMOM CTOPOHbI) 3HAYUTENIbHOTO YAYYLIEHMWS CUCTEMBI.

B KauectBe cpencTBa ynpas/sieHuA cucTemomn d)apN\aKOHap,sopa n obecneyeHma ocHoBaHUA AanAa
nposeaeHnA ayamta Uan MHCNeEKUUu, MaCTep—d)an cncremol cbapmaKOHa/J,sopa AO/TXKeH coaepKaTb
TaKXe onncaHune npoueccos perncrtpauunu, O6pa6OTKM N YCTPaHEHUA BbIAB/IEHHbIX B CUCTEME YNpPaB/ieHNA
KauyeCcTBOM OTKNOHEHWNA.

3.4.8. MpunoxeHne K mactep-danny.

MpunoxkeHne K macTep-danny cucTembl GpapmakoHaA30pa AOMKHO COAEepKaTb cCrieaylolime
AOKYMEHTbI:

nepeyvyeHb NNEKAPCTBEHHDbIX npenapaTos, KOTOpble 3aperncTtpmnposBaHbl Aepxartenem
PErncTpaLMoOHHONro yaoctoBepeHNA B rocygapcCcrBax-d4sieHaX U B TPETbUX rocyaapcCrBax, Ha KOTOpble
PacnpoCTpaHAETCA MaCTep—¢a171n CNCTembl d)apmaKOHap,sopa, BK/1lO4aA HaMMEHOBAHNA NEKAPCTBEHHbIX



npenapaTtos, Me)AyHapoAHble HenaTeHTOBaHHble HaMMEHOBaHMA [AEWCTBYIOWIMX BELWECTB WU
HaMMeHOBaHMe rocyAapcTBa, B KOTOPOM [AeNCTBYeT PervcTpalMoHHOe YA0CTOoBepeHue, HOoMepa
PEerncTPaLmOHHbIX YA0CTOBEPEHNN.

MepeyeHb A0/KEH OblTb CTPYKTYpPUPOBaH COMMacHO AeWCTBYOWMM BellecTBam, M B
COOTBETCTBYIOLMX C/YYanX [MOOMKEH COAep)aTb YKasaHWe Ha cyllectBoBaHMe creuunduyeckmnx
TpeboBaHMIA K KOHTPOAO 6e30MacHOCTM JIeKapCTBEHHOro npenapaTta (Hanpumep, BBeAeHWE Mep
MWHUMU3aLMN PUCKOB, ONUCaHHBIX B NJIaHe YNpaBAeHUa puckamm).

B cnyyae coBMecTHbIX cucTeM papmMaKkoHaA30pa LOMKEH ObITb BKIKOYEH NepeyeHb IEKAapPCTBEHHbIX
npenapaTtoB W pgeprkatenell pPerncTpauMoHHbIX YA0CTOBEPEHWUN, KOTOpble MNPUMEHAIOT CUcTemy
dbapmaKoHaz30pa, ONMCcaHHYo B MacTep-daine cuctembl papmakoHag30pa, Takum obpasom, 4tobbl B
HaAMYUKM BblN1 NOMHBIV NepeYeHb IEKAPCTBEHHbIX MPENAPATOB, Ha KOTOPbIE PACNPOCTPAHAETCA MacTep-
dain cuctembl dapmakoHaa3opa;

nepeyeHb KOHTPAKTHbIX [AOrOBOPEHHOCTEN, KacaloWMXCA AEeNerMpoBaHHON AeATeNbHOCTU Mo
bapmakoHaa30py, BKOYAn COOTBETCTBYHOLLME JIEKAPCTBEHHbIE NPenapatbl M TEPPUTOPUN;

nepeyeHb 3a4ay, AeNerMpoBaHHbIX YNOJHOMOYEHHbIM IMLOM Mo GapMaKoHaA30pY;
CMWCOK BCEX 3aBepLUEeHHbIX 33 10-neTHWiA Nnepuoa, ayauToB M CMIMCOK 3an1aHUPOBAHHbIX ay4AUTOB;
nepeyeHb NoKasaTesel AeaTesIbHOCTM No papmMaKoHaA30py (Koraa aTo NPUMEHUMO);

nepeyvyeHb HAXOOALLMXCA B BEAEHUW AepiKaTeNA PErMCTPaLMOHHbIX Y40CTOBEPEHUI APYTMX MacTep-
dainos cuctembl bapmakoHaa3opa (Koraga sTo NPUMEHNMO).

3.5. KOHTPO/Ib U3MEHEHMUI, BEPCUM U apXMBUPOBaAHKE

3.5.1. YNonHOMOYEHHble OpraHbl FOCyAapcTB-Y471€HOB MOTYT 3anpocuTb MHGOPMALMIO O BaXKHbIX
N3MeHeHUAX B cucteme GpapmaKkoHaA30pa, KOTopble MOTYT BK/OYaTb B cebs B TOM uucie cnegytolme
N3MeHeHwusn:

a) U3ameHeHus B 6base (6azax) AaHHbIX N0 6€30MacHOCTM cUCTEMbI hapMaKoHaA30pa, KOTopble MOryT
BKtOYATb B Ce65 M3MEHEHMSA B camoii 6ase JaHHbIX UM BO B3aMMOCBA3aHHbIX 6a3ax AaHHbIX, USMEHEHMS
B CTaTyce Banupauuu 6asbl AaHHbIX, @ TaKkKe M3MeHeHus B MHOOpPMaLMM O NepesaBaemblX MU
nepeHoCUMbIX AaHHBbIX;

6) M3MeHEHMA B OKa3aHWWM 3HAUMMbIX YCAYr No ¢papmakoHaA30py, 0cobeHHO ecan pedb UAET O
Ba*KHbIX KOHTPAKTHbIX LOFOBOPEHHOCTAX NO NPEACTaBAEHNIO0 AaHHbIX MO 6e30NacHOCTY;

B) TaKMe OpraHM3auMOHHbIEe M3MEHEHUS, KaK MOr/olWeHNe OAHOW KOMNAaHUKU APYroi, causHue,
M3MeHeHWe MecTa OCYLLECTB/IEHUA AeATENbHOCTM NO dapMaKoHa430py UK genernposaHume (nepeaayda)
ynpasneHua mactep-dainiom cuctemsl papmakoHaasopa.

3.5.2. TlockonbKy MacTep-paitn cucTembl dapmakoHaa3opa BKAOYaeT B ceba nepeyHu
NEeKapCTBEHHbIX NpenapaToB M BMAOB AeATE/NbHOCTU, KOTOPble MOryT MNEepUOAUYECKM MEHATLCA,
AepyKaTeNn PerncTpaumoHHbIX YA0CTOBEPEHUIN AONKHbI MPUMEHATb CUCTEMbI KOHTPOIA U3MEHEHUI U
paspaboTaTb HagexHble cnocobbl MOCTOAHHON OCBEAOMNAEHHOCTM O COOTBETCTBYIOWMX M3MEHEHUAX C
LUenblo Hagnerkawero nepecmoTpa MacTep-daina cuctembl dapmakoHagsopa. [lomumo 3Toro,
N3MeHEeHUA, BHOCUMble B MacTep-dain cuctembl papmaKkoHaA30pa, AOMKHbI PErUCTPUPOBATLCA TaKUM
06pa3om, 4TO6bl B HAaAMUYMK NOCTOAHHO 6blaa UCTOPUA M3MEHEHMI (C yYKasaHMem AaTbl U KOHTEKCTa
n3meHeHWi). Takyto NOCTOAHHO 06HOBAAEMYIO MHGOPMALMIO, KaK NepeYyHn 1IeKapCTBEHHbIX MPenapaTos,
CTaHAapTHble OMepaumoHHble npoueaypbl WAWM AaHHble NO COOTBETCTBUIO TPEeBOBaHWUAM, MOMKHO
pPerncTpmMpoBaTh Yepes NCTOPMIO USMEHEHWNI, KOTOPbIe MOTYT BKAOUYATh B Ce65 AaHHble KOHTPOANPYEMbIX
cuctem (Hanpumep, 3N1EeKTPOHHbIE CUCTEMbI YNPaBAEHNA AaHHbIMU UM NPaBoBble 6a3bl AaHHbIX). TaKUM



06pasom, MOXKHO ynpaBAATb 3aMEHEHHbIMWU BEPCUAMM [OOKYMEHTOB 33 MpesesamMun TEKCTOBOro
Hano/sHeHMA mactep-panna cuctembl GapmakoHaZ30pa NPU YCIOBUM yYETA UCTOPUM UIMEHEHUIN N UX
npeacTaBfeHMA YNOAHOMOYEHHbIM OpraHam rocyAapcTB-4ieHOB no 3anpocy. CylwecTBEHHble WM
Ba)Hble oOnucaTesibHble M3MEHEHWA TEKCTOBOrO HAMOAHeHWs Mmactep-dpaiina moryt notpebosaTtb
co34aHunA HoBOW Bepcum mactep-daina cuctembl papmakoHaa30pa.

3.5.3. eprKaTenm perucTpauMoHHbIX YA0CTOBEPEHMUI A0/KHbI 060CHOBAaTbL BbIOPaHHbIA MeToq, U
pa3paboTaTbh npoueaypbl KOHTPOAS AOKYMEHTaUMWU C Le/bio Had/eKallero ynpasaeHus MpPoLLeccom
noaaeprkaHms macrep-danna cuctemol papmakoHagsopa. OCHOBHOM NPUHLMN 3aKAOYAETCA B TOM, YTO,
npeactasniAs coboli OCHOBaHME AR ayAUTOB U MHCMNEKUMA, macTep-dann cuctembl dapmakoHaa3opa
COAEpPXMUT OnucaHme cucTembl ¢GapmaKoHaA30pa B TEKYWMA MOMEHT BpPEeMEHM, HO OLeHKa
GYHKUMOHMPOBAHMA M HanpaB/ieHHOCTU cucTembl GapMaKoHag30pa Ha NpealecTBYOWMX 3Tanax MOKeT
notpeboBaTb AONOAHUTENBHOIO 03HAaKOMJ/IEHWUS C CUCTEMON.

3.5.4. MNpun BHECEHMM U3MEHEHMI B MacTep-daiin cuctembl GapMaKkoHan30pa TakkKe Heobxoanmo
YUYMTbIBaTb COBMECTHblE CcUCTEMbI  dapMaKkoHaA30pa W AeNerMpoBaHHYl0  AeATesIbHOCTb MO
dapmaKkoHagsopy. Hagnexawmii KOHTPO/Ib W3MEHEHWUIN NpenycMaTPUBaeT perucrpauuio gatbl U
KOHTEKCTa YBEAOMJ/IEHMI O BHOCUMBbIX MU3MEHEHUAX YNOJHOMOYEHHbIX OPraHOB rocyaapcTB-4ieHoB, Y1
W TPETbUX CTOPOH.

3.5.5. Mactep-¢aiin cuctembl bapmakoHa[30pa 40KEH ObITb COCTABAEH B YATAEMOM U AOCTYNHOM
dopme. Heobxogmmo npencTaBUTb OMMCaHWE NPOLLeAypPbl apXMBUPOBAHMA HA 3/IEKTPOHHbLIX U (Maun)
neyaTHbIX HocUTensx macrep-daina cuctembl GapmakoHag3opa.

3.6. NpegacTraBneHne macrep-¢parina cuctemsl papmakoHaz3opa

Y1® p[oMKHO WMMETb MOCTOAHHBIM  AOCTYNn K Mactep-¢aliny cuctembl  papmakoHaasopa.
YNO/IHOMOYEHHbIM OpraHam rocygapcTB-41eHOB A0/KeH BbiTb 06ecneyeH NoCTOSHHbLIN LOCTYN K MacTep-
dalny cuctembl dpapmakoHagsopa no 3anpocy. MWHPopmauma B mactep-daiinie  cucTembl
dapmaKkoHag3opa AO/MKHA BbiTb MCUYEPMbIBAIOLWLEN, MPABUIbHOM W OTPaXKaTb AEWCTBYIOLLYIO CUCTEMY
dapmaKkoHag30pa B TEKYLLMIA MOMEHT BPEMEHM, YTO 03HaYaeT 0bA3aTesIbHOe 06HOBAEHME UHPOPMaALUK
macTtep-daina M nNpu HeobXOAMMOCTM BbIMOJIHEHME MEPecmMoTpa C Yy4eToM MOJIy4EHHOTO OfMbITa,
TEXHWYECKOT0O W HayyHOro nporpecca, W3MEHeHWW B HOPMax PeryampoBaHua. [epkaTenem
PErucTPauMoHHbIX YAOCTOBEPEHUN [O/MKEH bObiTb obecneyeH AOCTYN YNOJHOMOYEHHbIX OPraHoB
rocyfapcTB-41eHoB K macTep-¢ainy cuctembl papmakoHagsopa B TedeHue 7 paboumx gHeln nocne
NoJly4YeHns COOTBETCTBYIOLLErO 3anpoca.

3.6.1. dopmart n cTpyKTypa

Mactep-daiin cuctembl papmakoHag3opa MOXKeT ObiTb B 3/1EKTPOHHOW dopme MpU YyCnoBUM
COXPAHEHWUA BO3MOXKHOCTU MPeACTaBNEHUA YETKO CTPYKTYPMPOBAHHOM MeYaTHOM Konuu Mo 3anpocy
YNONHOMOYEHHbIX OPraHOB rocyAapcTe-yneHoB. B nwbom dopmate mactep-daitn  cuctembl
dapmaKoHag3opa [o/mKeH 6bITb B YMTaeMol, MOJHOWM W AOCTYNHOM dopme, obecneymBatoLlei
BO3MOHOCTb OLUEHKM BCEX AOKYMEHTOB W MPOC/AEXMBAEMOCTb M3MeEHeHUI. MoxeT notpebosaTbea
orpaHMyeHMe JocTyna K Mmactep-panny cuctembl GapMaKkoHAA30pa C  LEeNblo  OCYLLEeCTBAEHUA
HaA/1eXKaLLero KOHTPOIA ero CoAeprKaHua U pacnpeneneHuns obasaHHOCTEN NO ynpaBaeHWUI0 MacTep-
dannom cuctembl dapMakoHaA30pa (B KOHTEKCTE KOHTPOAA U3MEHEHUI U aPXMBUPOBAHMA).

3.7. 06A3aHHOCTM YYaCTHNKOB cnUcTeMbl hpapmaKoHag3opa

3.7.1. deprKaTenu perucTpaumoHHbIX YA0CTOBEPEHUINA.

3.7.1.1. epaTenu perncTpaumoHHbIX YA0CTOBEPEHUIA A0NXKHbI pa3paboTaTtbh U BHEAPUTb CUCTEMY
dapmaKkoHag3opa C Lesbio KOHTPOAA U HabaloAeHUA 3a 0g4HUM UK Bonee NeKapcTBEHHbIM NPenapaTom.



OHM TaKKe OTBEYaloT 3a COo34aHMe U nogaepykaHuve macTep-¢ainia cuctembl dapmakoHagzopa, B
KOTOPOM OCYLIECTBASETCA perucrpauma aeateNbHOCTU No ¢papmMaKkoHaa30py B OTHOLIEHUN OAHOFO UK
bonee  3aperncTpMpoBaHHbLIX  JIEKAPCTBEHHbIX MpenapaToB. [lep)KaTento  PerucTpalyoHHOro
Yy40CTOBEPEHMA HEOOXOAMMO HasHauMTb ogHOo Y/1®, oTBevalowee 3a co3gaHne U GyHKLMOHMPOBAHUE
cuctembl dapmakoHaA30pa, onMcaHHOM B mactep-daine cuctembl dapmakoHaa3opa.

3.7.1.2. Mpn nogaye 3aABAEHUA HA PErUCTPALUIO IEKAPCTBEHHOrO npenaparta 3aasutesib 40KeEH
MMETb B CBOEM PACMNOPANKEHUN ONMUCAHME CUCTEMbI GapMaKoHaA30pa, KoTopasa byaeT PyHKUMOHMPOBATL
Ha TeppuTopumn Coto3a Uan TEPPUTOPUM OTAENbHbBIX FOCYyAaPCTB-Y4N1eHOB. B xo4e oueHKM 3aABAeHUA Ha
pPEerncTpaumio oT 3aaBUTENA MOXKeT NoTpeboBaTbCsA MNpPeacTaBAEeHME C LEeNbl0 O3HAKOMAEHWA KOMUU
macTtep-danna cuctembl papmakoHaa3opa.

3.7.1.3. [epkaTeNb PeErncTpaLmMoHHOro yAOCTOBEPEHWSA OTBeYaeT 3a co3gaHue macTep-daiina
cuctembl papmakoHaA30pa B rocyAapcTBax-4aeHax U perncTpaLmio MecTOHaxoXaAeHA mactep-daiina B
YMNO/IHOMOYEHHbIX OpraHax rocyapcTB-4/1eHOB NPU NoJaye 3aAB/eHNA Ha PErUCTPaLMIO IEKAPCTBEHHONO
npenapara. B macrep-dpanne cuctemol papmakoHag3opa HEOBX0AMMO ONUCATb AENCTBYIOLLYIO B TEKYLLNIA
MOMEHT BpeMeHU cucTeMy papmakoHaazopa. MoKHO BKAHOUUTL MHOOPMALLMIO O KOMMOHEHTaX CUCTEMDI,
KOTOpble 6yayT BHeApPATbCA B ByayLuem 1 KOTopble A0/XKHbI BbITb YKa3aHbl Kak 3anaHUPOBaHHbIE, a He
BHEZPEHHbIe UK AeNncTBYOLWMeE.

3.7.1.4. Pabota no co3gaHuio, NOAAEP)KAHMIO W NpeacTaBNeHUt0 macTep-dalina cuctemsl
dapmakoHag3opa B YNOJHOMOYEHHbIE OpraHbl FOCYAapCTB-YNEHOB MOMeT ObiTb nepefaHa TpeTbei
CTOPOHE, HO JepXaTeNb PerncrTpaLMoHHOro YAOCTOBEPEHWMA COXPaHAeT 33 Cco6ON  NOAHYH
OTBETCTBEHHOCTb 3a cobnoaeHne TpeboBaHMIM 3aKOHOAATENbCTBA FOCYAAaPCTB-Y/IEHOB, MEeXAYHapPOAHbIX
[OrOBOPOB WM aKTOB, cocTasaAwwmx npaso Coto3a. [MogaepkaHne Mmactep-¢panna  cucTemsl
dbapmakoHaz3opa B LENCTBYOWEM W AOCTYNHOM COCTOAHWWM (MOCTOAHHLIA AOCTYN AN ayauTa U
WMHCMNEKLMN) MOXKHO AEeNernpoBatb, HO AepiKaTeNb PErMcTpaLMoOHHOrO YA0CTOBEPEHUA HA NOCTOAHHOM
OCHOBE HeceT OTBETCTBEHHOCTb 3a obecneyeHue BbINOAHEHUA AaHHOMW OGYHKUMKM HA YPOBHE,
COOTBETCTBYHOLLEM TPeHOBAHMAM 3aKOHOLATENBCTBA FOCYAaPCTB-YEHOB, MEXAYHAPOAHbIX LOFOBOPOB U
aKTOB, cocTasnAwWwmx npaso Cotosa.

3.7.1.5. B cnyyae cmeHbl Y/I® nanm COOTBETCTBYIOWEN KOHTAKTHOM MHPoOpMaLMu, a TaKkKe
MECTOHaXOXAeHUA MacTep-panna cuctembl  papmMaKkoHaZ30pa AeprKaTeNb  PErucTpaunoHHOro
Y4,0CTOBEPEHUA NpeacTaBaAeT B YNOJHOMOYEHHbIE OpraHbl roCyAapCTB-4/IEHOB 3aABNEHNE O BHECEHUU
COOTBETCTBYHOLUMX M3MEHEHUN. [lepKaTenn perncTpaLmoHHbIX YA0CTOBEPEHUI HECYT OTBETCTBEHHOCTb
3a o6HoBNeHMe MHbopmaLmm 06 Y/IO n aapece HaxoxAeHMA macTep-daiina cuctemol papMakoHaA30pa.

3.7.2. YNONHOMOY€EHHbIe OpraHbl FoCcy4apCTB-4N1E€HOB.

3.7.2.1. YNonHOMOYEHHble OpraHbl rOCYAapCTB-YNEHOB OTBEYAIOT 3@ KOHTPO/Jb CUCTEM
dapmaKoHaa30pa Aep)KaTenen perncTpauMoHHbIX yaocTtoBepeHui. MonHbin mactep-¢ann cuctemol
dbapmakoHag30pa MOXKeT bbITb 3anpoLleH B Atoboe Bpems (Hanpumep, Npyv BOSHUKHOBEH MM BOMPOCOB NO
cucteme dapmakoHaasopa, uMan npoduato 6e30MacHOCTM NEeKapCTBEHHOro npenaparta, WaM npu
noAroToBke K MHcnekuuun). UHbopmaumio 06 M3IMeHeHMAX B KPaTKOM WMHPOpMauUMM MO cuctTeme
dbapmakoHag3opa uan B copep:kaHMm mactep-dpainna cuctembl papMmaKkoHa[30pa TaKKe UCMNOb3YIOT B
X0/ NNAaHNPOBAHMA U NPOBELAEHUSA UHCMEKLNN.

3.7.2.2. YNO/IHOMOYEHHbIE OpraHbl rocyAapcTB-4ieHoB obmeHMBatoTcA MHGOpMaLLMen o cuctemax
dapmakoHag30pa, B TOM YMcie B Lenax nepesaym AaHHbIX B HALMOHA/bHbIE MPOrpaMmmbl MHCMEKL M,
pa3paboTaHHble HAa OCHOBE aHanAM3a PUCKOB. MHCNEKTOPbl YNOJHOMOYEHHbIX OPraHoOB roCyAapcTB-
YyfeHoB CoObWAOT O HecobnogeHUU o0b6sa3aTeNbHbIX TPeboBaHUI, BKAOYan TpeboBaHWA Mo macTep-
dainy cuctemol dapmakoHagzopa u cucteme dpapmakoHaa3opa.

3.8. [locTynHocTb macTep-daiina cuctemsl papmakoHagsopa



3.8.1. Mactep-daiin cuctembl bapmakoHaa30pa NOAAEPHKMBAIOT B ANCTBYIOWEM M AOCTYMHOM
COCTOSIHUM AN1A YNOJHOMOYEHHOro siua no dapmakoHaasopy. OH TaKkKe A0J/iKeH ObiTb MOCTOAHHO
OOCTYMNEeH ANA MHCMAEeKUMWM He3aBMCMMO OT TOro, 6bl10 AWM caenaHo 3apaHee COOTBETCTBYHOLLEE
yBEAOMNEHNE NN HET.

3.8.2. lepkaTenb PerncTpauMoHHbIX YAOCTOBEPEHNIM NOAAEPKUBALT N NPEACTAB/AET MO 3anpocy
YNO/IHOMOYEHHOIO OpraHa rocyAapcTBa-ysieHa Konuio MmacTtep-danna cuctembl dapmakoHaasopa.
[eprkatenb perncrpauMoHHOro yAOCTOBEPEHUSA NpeAcTaBAfeT KOnuio Mmactep-¢aina B TeyeHue 7
paboumnx gHen Nocae NoJiy4eHms COOTBETCTBYOLLEro 3anpoca. Mactep-daiin cuctemsl papmakoHaa3opa
npeAcTaBAAOT B YUTAEMOM BUAE B 3/IEKTPOHHOM dpopmaTe Uan Ha BymarkHoM HocuTene.

3.8.3. EciM 04MH U TOT Ke macTep-¢dainn cuctembl dapmakoHag30pa UCMNOb3YOT 6onee oa4HOro
[epyKaTens perncTpaumMoHHOro yAOCTOBepeHus (B C/lyyae MCMOMb30BaHUA 0b6Llein cucTembl
dapmakoHag30pa), COOTBETCTBYOLWMI MacTep-palin cuctembl bapmakoHag3opa A01KeH bbITb AOCTYMNEH
O19 KaXK40ro U3 HUX TakMm 0bpa3om, YTobbl Kaxkablii U3 gepKatenei permcTpaunmoHHbIX y40CTOBEPEH UM
MMes1 BO3SMOXKHOCTb NPpeAcTaBUTb MacTep-daiin B yNOJHOMOYEHHbIV OpraH rocyapcTea-yieHa B Te4eHue
7 pabounx gHen nocne NOAy4YeHMs COOTBETCTBYIOLLLErO 3anpoca.

3.8.4. Mactep-¢dain cuctembl papmMaKkoHaA30pa, Kak NpaBuaIO, He 3anpalMBaeTca B XoAe
NnpoBeAeHNs OLEHKM HOBbIX 3aAB/IEHUI Ha NOJIlyYeHne perncTpaLmMm leKapcTBeHHOro npenapara (T.e. 4o
perucTpaumn IeKapcTBEHHOTo NPenapaTta), Ho MOXKET HbITb 3aMpPOoLIEH B OCOObIX C/TyYanX, B YaCTHOCTU B
c/lyyae BHeApeHWs HOBOW cucTembl papmMaKoHaA30pa MK Npu BbiABAEHUMU Npobaem no 6esonacHocTH
NIeKapCTBEHHOro npenapata AMbo BOMPOCOB MO COOTBETCTBUIO TPebOOBaHWAM 3aKOHOAATe/bCTBa
rocyfapcrBa-usieHa W MeXAYHapOAHbIX [AOrOBOPOB M aKTOB, cocTaBislowmx npaso Cotosa, no
dapmakoHagzopy.

KoHcynbTaHTlAOC: NpumeyaHume.
Paspen 4 sctynaet B cuay ¢ 1 auBapa 2017 roga.

4. IHCcneKTUpoBaHUe cnctemMbl papmaKoHaa3opa
4.1. BeegeHue

4.1.1. B uenax noATBEP)KAEHWUA BbINONHEHUSA LEPKATeNAMMU PErmcTPaLMOHHbIX YAOCTOBEPEHMI
0653aTe/IbcTB Mo papMaKoHaL30pPY YNOJHOMOYEHHbIe OpraHbl rocyAapcTB-41eHoB 06a3aHbl NPOBOANUTD
MHCMEeKUMn no ¢apmMaKkoHaa30py JAepskatenei pPerncTpaumMoHHbIX  YAOCTOBEPEHUM WUAM  UHbIX
OpraHW3aunini, MNPUBNAEYEHHbIX AepXKAaTeNAMM PErncTPaLMOHHbIX YAO0CTOBEPEHWUIA ANA BbINOJHEHUA
06s3aTenbcTB No  dapmakoHagsopy. MHcnekuMn no  ¢GapmaKkoHaA30py AOKHbI  NPOBOAUTLCA
WMHCMEeKTOpaMM, HasHa4YaeMblMM OpraHamm rocyapcTB-41eHOB, YNOJHOMOYEHHbIMM NPOBOANTL OCMOTP
NOMELLLEHUI, 3HAKOMUTBLCA C MaTepuanamm, LOKYMEHTaMM 1 macTep-paitnom cuctembl dapmakoHazsopa
Y AepKaTens perncTpaLMoHHOro yA0CTOBEPEHNA MM UHbIX OPraHU3aLUMiA, NPUBAEYEHHbIX AepKaTenem
PerucTpaunoHHOro ya0CToBEPEHMA ANA BbiNoHEeHUA 06A3aTenbcTB No papmakoHaasopy. Ldepikatenb
pPerucTpaunoHHOro yaoctoBepeHus 06s3aH no TpeboBaHMIO YNOJHOMOYEHHOrO OpraHa rocyaapcrea-
yneHa NpeacTaBNATb MacTep-dain cuctembl papmakoHag3opa, KOTopbld 6yaeT Mcnonb3oBaThCA A4S
MHPOPMMPOBAHNA O MPOBEAEHUMN UHCMIEKLMIA.

4.1.2. Uensamu MHcneKkuuit no dapmaKkoHaa3opy ABAAIOTCA:

a) NoATBepKAEHWE HAIMUMA Y AeprKaTena PerncTpaunmoHHOro y40CTOBEPEHMA NepPCcoHana, CUCTEM,
a TaKXe nomelleHuA, cpeacts n obopyaoBaHMA, HEOBXOAUMbIX ANA BbINOAHEHMSA 06M3aTeNbCTB MO
dapmakoHagzopy;

6) BblfiBNIEHME, OLLEHKA U PerucTpauma HeCOOTBETCTBUIA, KOTOPbIe MOTYT NPeACTaBAATb ONAaCHOCTb
ANA 340Pp0BbA HaceneHus, n MHGopMMpoBaHMe 06 STOM MHCNEKTUPYEMOM CTOPOHBI;



B) UCNO/b30BaHMeE Pe3yNbTaToOB MHCMNEKLMIA B KAaUeCTBE OCHOBbI 4151 06513aTeNbHbIX A8 AepKaTens
pPerncTpaLmoHHOro yA0CTOBEPEHMS AeCcTBUIA (Mpn HeOBX0AUMOCTH).

4.1.3. YNONHOMOYEHHbLIN OpPraH rocyAapcTBa-yYseHa BMPaBe MNPOBOAMTb MHCMAEKUMW MO
dbapmakoHag3opy nepes perucTpaumelrt NekapcTBeHHbIX NpenapaToB A/ MPOBEPKM COOTBETCTBUS
Aencreyowen cuctembl GapmakoHaA30pa AePrKaTeNa PErMcTpauLMOHHOro yaoCcToBepeHns TpeboBaHMAM
3aKOHOZaTeNbCTBA FOCYAAPCTBA-Y/aeHa U HacToawmx MNpaBun. YNoAHOMOYEHHbIE OpraHbl rocyAapcTs-
Y/IeHOB OCYLLECTBASAIOT B3aMMOAencTBMe no obmeHy MHPOpmauMel B 4acTU MHCNEKUMWN, KoTopbie
NAaHUPYIOTCA, U Pe3y/IbTaTOB MHCMEKLMIA, KOTOPbIE YXKe NPoBeAeHbl.

4.1.4. Nporpammbl MHCMNEKUUI MO PpapmMaKoHaA30py BKAKOYAOT B cebA NaaHOBble MHCNEKLMU B
COOTBETCTBUM C OCHOBAHHbIM Ha PUCKax MOAX0Ae, a TaKXKe BHEMMAHOBbIE MHCMEKLUMM, OCYLLEeCTBAAEMbIE
C Le/1bto OLLeHKM NpeanoiaraemMbiX HECOOTBETCTBUIA UM NOTEHLMA/IbHBIX PUCKOB, KOTOPbIE MOTYT OKa3aTb
BNAHWE Ha BbINOAHEHWE GYHKLMI Mo papmaKoHaA30py onpeaeneHHOro 1IeKapCcTBEHHOMO Npenapara.

4.1.5. Pe3ynbTaTbl MHCNEKUMW AOMKHbI OblTb MNpesoCcTaBieHbl MHCNEKTUPYEMOMY CybbekTy,
KOTOPbIN NOMy4aeT BO3MOXKHOCTb BbICKa3aTb CBOM KOMMEHTAPUM B C/ly4ae BbIABNIEHUA HECOOTBETCTBUA
TpeboBaHMAM  3aKOHOAATeNbCTBa  rOCygapcTBa-yneHa M HactoAawmx  [pasun.  [lepxkatenb
PEervcTPaLmoHHOro yA0CTOBEPEHNA 06A3aH CBOEBPEMEHHO YCTPAHWUTb BbiABAEHHOE HECOOTBETCTBUE,
pa3paboTas 1 BHeAPWB NIAH KOPPEKTUPYIOLLMX U NpeaynpeauTesibHbIX MePONPUATUIA.

4.1.6. B cnyyae BbIABNEHMSA B pe3y/ibTaTe MWHCNEKUMW Hecob/loAeHus  aepiKatesem
PEerucTPauMoHHOro yAocToBepeHua o06A3aTenbcT8 No  GpapMaKoHaA30py YNOJHOMOYEHHbIN opraH
rocyfapcrea-yseHa 06s3aH MHGOPMMPOBATL YNOJIHOMOYEHHbIE OpraHbl APYrMX rocyAapCTB-4/IEHOB O
BbIAABJIEHHOM HapyweHun. B cnyyae HeobxogMMOCTM YMOJHOMOYEHHbIM OpraH rocygapcrBa-ysieHa
[O/MKeH obecneuntb, 4YTOObI K [Jep)KaTeNlo PerucTpauyMoHHOro  yAO0CTOBEPEHUS MNPUMEHAUCH
3dPEKTUBHbIE, COPAa3MEPHbIE U CAEPXKMUBAIOLME Mepbl Bo3aeicTeuA. MHPopmauma o npoBedeHUn U
pesy/ibTaTax MHCMEKUU B pamKax GapMaKOHaZ30pa, a TaKKe O Moc/efyloleM KOHTPOJIE U OUEHKe
nocneacTBuMii  pasmeLlaeTcs rocyZapcTBaMu-YneHamn Ha oduUMaNbHbIX CalTax COOTBETCTBYIOLIMX
YMNO/IHOMOYEHHbIX OPraHOB TrOCYAapPCTB-Y/IEHOB B MHGMOPMALMOHHO-TEIEKOMMYHUKAUMOHHOM CeTu
"NHTepHeT".

4.2. CTpyKTYpbl U Nnpoueccol

4.2.1. Tunbl UHCNEKLWIA.

4.2.1.1. UHcneKkumMn cuctembl papmMaKoHaA30pa B LLEIOM M NO OTAENbHbIM NEeKAPCTBEHHbIM
npenapaTtam.

4.2.1.1.1. HCcneKuMn B pamKax cUcTemMbl papmMaKoHaA30pa HanpaB/ieHbl HAa OUEHKY U aHanu3
MMELOLLMXCA Npoueayp, CMCTeM, NEPCOHANA, NOMELLEHUIA U 060PYA0BaHUSA, a TaKKe onpeseneHmna ux
COOTBETCTBUA 0b6A3aTeNbcTBaM Mo GapMaKoHaA30pY, YCTAHOBAEHHbIM 3aKOHOAATeNbCTBOM rOCYy4apCTB-
YyneHoB M HacToAwMMK [pasuiamn. B xoae BbINONHEHMA JAHHOTO aHa/M3a MOTYT MCMOJ/1b30BaTbCA
KOHKPETHble NPMMepbl JIEKAPCTBEHHbIX NMPENapaTos A1 AEMOHCTPALUN U MPOBEPKM PaboTbl CUCTEMDI
dbapmaKoHaa3zopa.

4.2.1.1.2. 'HCNeKUMKM, HanpaBieHHble Ha OLLeHKY BbINOMHEHUA QYHKUMIA NO PpapmaKkoHaa3opy B
OTHOLLEHMM ONpeaeNeHHOro NIeKapCTBEHHOrO NpenapaTa, BK/AOYAlOT B TOM YMC/IE OLEHKY M aHanus
MEPONPUATUIA N OKYMEHTALLMU, CBA3AHHOM C YKa3aHHbIM JIEKapCTBEHHbIM NpenapaTom. OnpegeneHHble
acnekTbl obuieit cuctembl papmakoHaA30pa, UCNOAb3yeMble NPU BbINOAHEHUM GYHKLMIA B OTHOLWEHUN
WMHCMNEKTMPYEMOro IeKapCTBEHHOrO NpenapaTa, TakXKe MOryT NoANeXKaTb OLLEHKE B PaMKax MHCNEKL MM No
dapmaKkoHag30py, CBA3AHHOM C NEKAPCTBEHHbIM NPenapaTom.

4.2.1.2. NnaHoBble M BHENIAHOBbIE MHCMEKUUN cucTeMbl hapMaKoHaa3opa.



4.2.1.2.1. MnaHoBble MHCNEKUUN cucTeMbl dapmakoHaZ30pa MNPOBOAATCA B COOTBETCTBUM C
npeaBapuTesibHO COCTaBAEHHOM MNPOrpammoN MHCMeKuuid. B uensx ontumusaumMm naaHUPOBaHUSA
MEPONPUATUIA MO  KOHTPOAD (YHKUMOHMPOBAHMA cuUcTeMbl (GapMaKoHaZ30pa pPeKkoMeHayeTcs
NPUMEHATb NOAXO0L, OCHOBAHHbIN Ha OLEHKE NOTEHLMANbHbIX PUCKOB HEBbLINOJIHEHWSA COOTBETCTBYHOLLMX
obs3atenbcTs. M1aHOBbIE MHCMEKUMN NPEACTaBAAT COOON CUCTEMHbIE MHCMEKL MW, HO MOXKHO BblbpaTb
OLMH UM HECKONBbKO ONpeaefieHHbIX NeKAPCTBEHHbIX MPENApPaToOB B KayecTBe NPUMeEPOB 415 NPOBEPKU
bYHKUMOHNPOBAHMA cucTeMbl papmMaKoHaZ30pa WM MOJYYEeHMA MPAKTUYECKOro [0Ka3aTesnbCTBa ee
3dPeKTUBHOro GYHKUMOHUPOBAHUSA M COOTBETCTBUA TpebOBaHMAM 3aKOHOAATE/NIbCTBA rocyAapcTBa-
Y/ieHa M MeXAyHapoaHbIX 4OrOBOPOB M aKTOB, COCTaBAAOWMX Npaso Coto3a. B nporpammy cTaHAapTHOM
MHCMNEKLMN MOXKHO, HaNnpuUMep, BKAKOUYUTb OLLEHKY COCTOAHMA CUCTEMbI MO KOHKPETHbIM Npobnemam,
BblABAEHHbIM 3KCNEPTAMM.

4.2.1.2.2. BHeniaHOBble MHCNEKLUM cucTembl GapmaKkoHag30pa NPoBOAATCA B C/ly4ae BblABAEHUA
UHMuMMpylowero d¢akTopa (cuctemHoil npobsiembl), MPU 3TOM MHCMEKUMS paccmaTpuBaeTca Kak
Hanbosiee oNTUMasbHbIN CNOCOB U3YYEeHUS U OLLEHKU BbiABAEHHOW Npobaembl. BHen1aHOBbIe MHCMEKL MM
HanpaB/ieHbl Ha OLLEHKY KOHKPEeTHbIX npoueccoB ¢apmakoHag3opa WAWM BKAOYAlOT B cebs nsydeHue
BbISIB/IEHHOM Npo6.1eMbl (BONPOCOB) U ee BAUAHUA Ha onpeaeneHHbI N1eKapCTBEHHbIV Npenapar.

B onpegeneHHblX cny4aAax B 3aBUCMMOCTU OT BblSB/IEHHOM I/IHI/ILI,l/Il/Ip\/I-OLLI,eﬁ I'IpO6J'IeMbI MOryT
BbINO/IHATBCA MHCNEKLUN C NosIHOM OLI,EHKOﬁ cncremol d)apmaKOHa,u,aopa. BHennaHoBble MHCNEKUUK
BbINOJIHAKOTCA B C2iy4ae BbiABNEHUA O4HOIO NN HECKOJIbKUX U3 Chegyrownx MHUUNNPYROLWNX d)aKTODOB.

4.2.1.2.2.1. ®aKTOpbI B 4aCTM COOTHOLIEHMA "NONb3a - PUCK" NeKapCTBEHHOro Npenapara:

M3MEHEHME COOTHOLWeEHUS "Nosib3a - PUCK"', ecnm npeacraBasaeTcs HeobXoAMMbIM AafibHenLwas
OLEeHKa cucTemMbl NyTeM NpoBeaeHUs MHCNEKLUUK;

3a4ep’KKa B BbINOJHEHUN, MMBO HeHagexKalllee BbINOJIHEHWE NPoLeaypbl BbISBIEHWUA PUCKA UK
MHPopMMpPOBaHUA 0O WM3MEHEHMU COOTHOWeEHMA "nonb3a - puck", NM60 HeBbINONHEHME [aHHOM

npoueaypsl;

npeacrasneHve WHPopmauum no npobnemam ¢apmaKkoHag3opa B CpPeacTBa  MacCOBOM
MHPopmaLmmn 6e3 NpesBapuUTeNbHOrO MU OAHOBPEMEHHOTO YBEAOMIEHNA YNOJHOMOYEHHbIX OPraHoB
rocyAapcTB-4/1eHOB;

H6C06I'II-O,D,EHVIe Tp66OBaHMﬁ 3aKOHOA4AaTeNbCTBaA rocyaapcCrea-v4sieHa, MexxXayHapogHbliX 40roBopos
M  aKTOB, COCTaBAAKOWMX MNMpPaBo Coto3a, uam obasatenbctB no obecneyeHuto 6HesonacHOCTU
NeKapCTBEHHOro npenaparta, BbliAB/IEHHOE B XO0A4E MOHWUTOPUHIaA AEeATEeNbHOCTU Mo d)apmaKOHap,sopy
YNO/THOMOYEHHbIMU OpraHamm rocyapCcre-4/1€H0B;

NpPMoCTaHOB/IEHUNE O6paLLI,eHVIFI UM  Kn3bATUE C pPbIHKA JN1IEKAPCTBEHHOIO nMpenaparta 6es
npegsaputesibHOro yseaomsieHna ynosIHOMOYEHHbIX OpraHoOB rocyaapcre-4,1€HOB.

4.2.1.2.2.2. daktopbl B 4acTu 06s3aTenbCcTB MO NpPeacTaBNeHM0 MHbopMauumn (CPOUHBbIX U
nepuoanYEeCcKuX):

3a4epXKKa nmbo ynyweHunAa B npeacraBieHnmn MHd)OpMaLJ,MM no 6e30nacHOCTU B COOTBETCTBUWN C
Tpe6OBaHMﬂMM 3aKOHOAaTeNbCTBA TrOCyAapcCTBa-4a1€eHa WU MeXAYHapoadHbIX A0roBopoB W aKTOB,
COCTaB/1IAOWMUX NpaBo Coto3a;

HW3KOE KayecTBo (B TOM YMCe HETOYHOCTb, HEMPOCNEKMBAEMOCTb, OTCYTCTBUE LLe/IOCTHOCTM) 1nbo
HenosHOTa NpeacTasaaemoin nHdopmaumu;

HEeCoOTBETCTBME MEXKAY NpeacTaBAfseMoin MHbopmaumen n Apyrummn UCTOYHUKaMK MHGOpMaLLUN.

4.2.1.2.2.3. ®aKTOpbl B 4aCTU 3aNPOCOB YNOAHOMOYEHHbIX OPraHOB rocyAapCcTB-4/1eHOB:



OTKa3s OT NpeACcTaBNeHUs 3anpalmnBaeMont MHGOPMaLMM B CPOKM, YKa3aHHbIE YNOJHOMOYEHHbIMM
OopraHamm rocyapcrB-4/1eHOB;

HM3KOEe KAYecTBO NpeacTaBAfEMbIX AAHHbIX UM UX HEHAZEeXKallee NpeAcTaBaeHMe No 3anpocam
OT YNOJIHOMOYEHHbIX OPraHOB rOCYAAPCTB-Y/IEHOB O NPeACTaBAEHUM UHDOPMALLUN.

4.2.1.2.2.4. ®akTOpPbI B 4aCTM BbINOJHEHWUA YCTAHOBIEHHbIX 06A3aTENbCTB:

obecnokoeHHoCTb (060CHOBaHHOE MHEHWE OTHOCUTE/IbHO OTCYTCTBUA B PaCropsAXKeHWUM AeprKaTtens
PerucTpaumoHHOro YAOCTOBEPEHMS OPraHU3aLUMOHHON CTPYKTYPbl, PecypcHoi 6asbl WMAM CUCTEMDI
obecrieyeHns KadectBa cucTemMbl ¢apmakoHagsopa) MO MoBoAy COCTOSHMA WAW  BbINOJHEHUA
0653aTe/IbCTB B paMKax MnaHa no ynpasjaeHuWIo puckamu;

334EepKKa WM HEBbLIMONHEHWE KOHKPETHbIX 06A3aTeNbCTB, KacCaloWMXCA MOHWUTOPMHra
6e30nacHOCTU NPOAYKLMM, BbiABAEHHbIE BO BPEeMA MPoLeaypbl SKCNepTU3bl PErncTpaumoHHOro Aocke
NIeKapCTBEHHOrO Npenapara;

HW3KOe KayecTBO OTYETOB, NMPEeACTaBAEHHbIX B OTBET Ha 3aMpoC O BbIMOJAHEHUN YCTAHOBIEHHbIX
o06Aa3aTenbCTs.

4.2.1.2.2.5. ®aKTOpbl B 4aCTU UHCNEKLUNM:

3aJep)KKa BO BHeEAPEHWM WAM  HEHALNeXKallee  BbIMOJIHEHME  KOPPEKTUPYOWUX U
npeaynpeanTesbHbIX 4eACTBUN;

noay4yeHne Mpu BbIMOJHEHUWU APYTUX UHCMEKUMI Ha COOTBETCTBME TPEBGOBAHWAM HaANexKalLmx
bapMaueBTUYECKMX MNPaKTUK  WMHPOpMauum o HecobalogeHun TpeboBaHMI  3aKOHOAATE/bCTBA
rocyfapcrBa-ysieHa M MEeKAYHAapOAHbIX [AOrOBOPOB M aKTOB, COCTaBAstoWMX npaBo Coto3a, wau
0653aTeIbcTB No obecneyeHno 6€30NacHOCTM IEKAapPCTBEHHOTO NpenapaTa;

npoBepka MHGOPMALUW, NONYYEHHOW OT APYIUX YNONHOMOYEHHbIX OPraHOB rOCYAapCTB-4Y/1IEHOB,
KOTOpble MO/ BbIIBUTb HECOOTBETCTBUA CUCTEMbI papMaKoHaA30pa.

4.2.1.2.2.6. NHble pakTopbl:
npobembl, BbISIBAEHHbIE NPU PACCMOTPEHMM MacTep-dalina cuctemol papmakoHa[30pa;

WHas uHGopMauMa MAM NocTynatowme Kanobbl (NpeTeHsuu), yKasbiBalowme Ha OTCYTCTBUE Y
AepyKaTens perncTpaLMoHHOro yA0CTOBEPEHUA CUCTEMbI hapMaKoHag30pa UAK cUcTeMbl obecnedeHnn
ee KayecTsa.

4.2.1.3. JloperncTpaumoHHble MHCNEKUUN.

4.2.1.3.1. loperncTpaLMoHHble MHCNEKLMUU cUcTeMbI hapMaKoHaA30pa BbIMOAHAKOTCA A0 Bblaaun
3aABUTENI0 PErUCTPALLMOHHOIO yAoCTOBEpPEHMA. Llenblo TaKMX WHCNEKUMI ABAAETCA  M3ydeHue
GYHKLMOHMPYIOLLEN MAW NAAHUPYEMON CUCTEMbI papmMaKoHaA30pa B COOTBETCTBUM C NPeACTaB/eHHbIM
3aABUTENEM OMUCAaHMEM cuCTeMbl. [OperncTpaumoHHble MHCMEKLMU cucTembl dapmMaKkoHag3opa He
ABNATCA 06A3aTeNbHbIMMK, HO MOTYT NOTPE6OBATLCA NPU ONpeaeneHHbIX 06cToATeNbCTBaX. MPUHUMMBI
3anpoca O MNpPoBeAEHMM A0PErnCTPALMOHHON MHCNEKLMM AO0MKHbI BbiTb OnpeseneHbl 3apaHee U He
AO/KHbI ABAATLCA NPUYMHOM HEOBOCHOBAHHbIX MHCMEKTUPOBAHWI, KOTOPble MOTYT 3aJeprKaTh Bblgayy
PEernucTpPaumoHHbIX yaocToBepeHuid. [pu  paccMoTpeHMM LenecoobpasHocTM UM 060CHOBAHHOCTM
BbIMOJIHEHUA AOPErNCTPALMOHHbIX MHCNEKLMI CAeayeT yunTbiBaTb caeaytowme GpakTopb!:

3aABUTENb paHee He paboTan C Mmeloweinca cuctemon dapmakoHagsopa Ha TeppuUTOpUAX
rocyAapcrB-41eHOB UM HaXOAUTCA Ha CTaauK Co34aHNA HOBOM cucTeMbl papmaKkoHaA30pa;

nonyyeHa nHoopmauma (Hanpumep, UCTOPUA NPEALIECTBYIOWMX MHCNEKUMI 1Mbo yBedoMaeHne



(MHPOpMaLma) apyrux yNnoaHOMOYEHHbIX OPraHOB rocyAapCcTB-4/IeHOB O HECOOTBETCTBUW) O TOM, YTO
AepXKaTesib PerucTpauyMoHHOro yA0CTOBEPEeHUA MMEEeT HapeKaHWsA Mo BbIMNOJIHEHUID TpeboBaHUI K
cucteme dpapmaKkoHagzopa. Ecnm y gepxkatena perncTtpauMoOHHONO yA0CTOBEPEeHUA UMEETCA UCTOPUSA
cepbesHblX W (MAM) NOCTOSHHbIX HECOOTBETCTBMIA CUCTEMbl (papmaKkoHaA3opa AeUCTBYIOLLUM
TpeboBaHMAM, TO AOPErNCTPaALMOHHAA MHCMEKUMA cucTtembl dapmaKkoHag3opa MoXKeT ObiTb Og4HUM U3
MEXaHW3MOB NOATBEPKAEHMA TOrO, YTO cucTema bblla COOTBETCTBYHOWMM 06pasom UcnpaBaeHa Uan
yCOBEPLUEHCTBOBAHA;

npu HaaMumMm npobaem, Kacarowmxca 6e30nacHOCTN onpeaeneHHbIX JIEKAPCTBEHHbIX NPEnapaTtos,
MOXET O6bITb NPU3HAHO HEOHXOANMbIM OLLEHUTb BO3MOKHOCTW CO CTOPOHbI AEprKaTea PErMCTPALNOHHbIX
YA0CTOBEPEHMUI:

peannsaummn MeponpuATUA N0 MUHUMMU3ALMM PUCKOB, CBA3AHHbIX C KOHKPETHbIM /IEKAapPCTBEHHbIM
npenapaTom;

Hag/1eXKallero BbiNosHEHUA ocobbix TpeboBaHM No obecnevyeHUto 6€30MacCHOCTM NPUMEHEHUA
NIeKapCTBEHHbIX NPENapaToB, KOTOPbIE MOTYT BbITb YCTaHOB/IEHDI;

Hagnexauwero BbIMNO/IHEHNA npouenyp B pamMKax PYTUHHOIO ¢apmaKOHap,3opa NNeKapCTBEHHOIO
npenaparta, Bbi3biBakoWero onaceHnA B OTHOWEHUN I'IpOd)I/Iﬂ’r'I 6e3onacHOCTH.

anIHFITMG peweHnAa No BbIMNOJIHEHUIO ,D,OperVICTpaLI,MOHHOf/‘I MHCNEKUMN BK/IKOHAET B cebn OLLEHKY
PUCKOB C KOMMNIEKCHOM OLLeHKOVI BOMPOCOB, KaCaloWmnxXca onpeneneHHbIX 1IEKApPCTBEHHbIX NpPenapaTtos U
cncrembl.

4.2.1.3.2. B cnyyae ecnm B pesysibTaTe 4OPErncTPaLMOHHON MHCNEKLMN CUCTEMbI papMaKoHaa30pa
BO3HWKAeT 06eCnoKOeHHOCTb MO NOBOAY CNOCOOHOCTU AeprKaTensa PerncTpaLMoHHOro yA0CTOBEPEHUS
BbINO/IHATL TPe60BaHUA K cucTeMe GapMaKoHa[30pa, YCTaHOB/IEHHbIE 3aKOHO4aTe/IbCTBOM rocyAapcTBa-
yfeHa M HacToAwMmKM [MpaBUNamMu, YNOAHOMOYEHHbIM OpPraH roCyAapcTBa-yYJeHa MOXKET MPUHATb
cnepylowme mepbl:

a) OTKa3s B perucTpaumm, NoATBepKAEeHUM PErUCTPALLMM (NepeperncTpanmnmn) Uam UHbIX Npoueaypax,
CBA3aHHbIX C perncrpaumuen;

6) BbINOJ/IHEHUNE ﬂOBTOpHOﬁ MHCNEeKUMnN 00 Bblaa4n perncTtpaumoHHOro yaocrtoBepeHunAa C Lenbto
noatTeepXAeHnAa yCtpaHeEHUA KPUTUYECKUX HECOOTBETCTBUIN U BbINOJIHEHUA DEKOMEH,CI,aLI,VIVI;

B) Bblga4a pPerncTpatMoHHOro yaocrosepeHuna C peKomer,aumeﬁ nposeageHNA UHCNeKUunn
CncTembl d)apmaKOHap,sopa Ha paHHEM NOCTPEerncTpaunoHHOM 3Tane.

4.2.1.4. NocTperncTpaumoHHblie MHCNEKLUN.

MocTperncrpauMoHHble MHCNEeKuun cuctembl dpapmakoHags3opa MNpPOBOAATCA MOCAe BblAauu
YOO0CTOBEPEHUA O TOCYAAPCTBEHHOW perncrTpauunm v npegHasHavyeHbl A3 OLEHKUM BbINOAHEHUA
AepXKaTenem  pPerncTpauMoHHOro  yAoCTOBEPeHMA CBOMX 06a3aTenbcTB Mo $apmaKkoHag3opy.
MocTperncrpaumoHHble MHCNEeKLMN MOTYT 6biTb 11060ro TMMNa B COOTBETCTBUM C NyHKTamMn 4.2.1.1 1 4.2.1.2
Hactoawwmx Mpasun.

4.2.1.5. ObbABNEHHbIE U BHE3aMNHble NMHCNEKLNN.

bonbwurHCcTBO VIHCI'IeKLl,Mﬁ CUCTemMbl d)apN\aKOHap,sopa 6yp,yT 06'bF|BI'IeHHbIMVI, YTO npeagnonaraer
yBegomneHue VIHCI'IeKTVIpy(EMOVI CTOPOHbI (0} HEO6XOAMMOCTM obecneyeHuns NPUCyTCTBUA
COOTBETCTBYHOLWMX /INL, BO BPpEMA NpoBeAeHNA nHcnekumn. B page cnyvyaes Ll,eﬂeC006p33HbIM ABNAeTCA
nposeaeHne BHE3aAMHbIX MHCI'IGKLI,VIVI nmbo yBegomneHume MHCHeKTMpVEMOVI CTOPOHbI HaKaHYyHeE
nposeaeHnA MHCNeKUnn (Hanpmmep, €C/In npeaBaputTenbHoe 06bABNEHNE MOXKET MOCTaBUTb noAa yrposy
Luenn nHcnekunn nam echm MHCnekuma npoBoamnTCA B CaTble CPOKKU MO 6e3oTnarateNbHbIM NPUYNHaMm,



CBA3aHHbIM C yrpo3oii 6e3onacHocTu).
4.2.1.6. [NOBTOPHbIE MHCMEKLUMHN.

MOBTOPHbIE WHCMEKUMM MOTYT MPOBOAMTBCA Ha PErynsipHO/ OCHOBE B pamKax NpPorpammbl
NAAHOBbIX MHCNEKUUn cuctembl dapmakoHaasopa. HeobxoamMmo oueHuTb ¢GaKTopbl PUCKA C LEbio
onpeaeneHns NpUopUTETOB MOBTOPHbIX MHCMEKUUA. MOBTOPHAA MHCNEKUMS Ha PaHHEM 3Tane MOMKeT
npoBoAMTLCA B CAyvyae, €CAW BbIBJIEHO 3HA4YMTe/IbHOE YWUCAO0 HEeCOOTBETCTBUM U Tpebyetca
NOATBEPXKAEHNE HAaANENKALLErO BbINOJHEHUA AEMCTBUN U MEPONPUATUIA, HanpaB/IEHHbIX Ha YCTPaHEeHue
3aMeYaHui, N OLLEHKN NOCTOAHHOrO BbINOJHEHWUS 0653aTENbCTB U cObNtoAeHUA TpeboBaHUI K cucTeme
dbapmakoHaa30pa, B TOM YMC/E OLLEHKM M3MEHEHMI B cucTeme papmakoHagsopa. NoBTopHasa MHcnekuus
Ha paHHeM 3Tane Take LesiecoobpasHa BCKOpe Noc/ie NpoBeaeHnn NpeablayLieil MHCNeKUun B caydae
HaMYMA MHPOPMALMUN O HEBBINMONHEHUM UHCNEKTUPYEMOI CTOPOHOM HaaeXKalmnx KOPPEKTUPYIOLWMX U
npeaynpeauTebHbIX MEPONPUATUIM MO NpeanucaHuio 6osiee paHHEN UHCMEKLMW.

4.2.1.7. ANCTaHUMOHHbIE MHCNEKLUMUM.

[unctaHuMoHHbIE MHCMEKL MM cUcTeMbl hapMaKoHaA30pa NPoBoAATCA MHCNeKTopamm 6e3 Bble3aa K
[epyKaTeNto  pPerucTpaLMoHHOro  yAoCToBepeHus /Mbo  OpraHuM3auMu, KOTOPOW  AeslerMpoBaHo
BbIMO/IHEHWE YHKUMIA MO apmaKoHag3opy. YKasaHHble MHCMEKUMUM MOTyT TMpPOBOAUTLCA C
NCMO/Ib30BaHNEM TAKMX CPEACTB CBA3U, Kak MHPOPMALMOHHO-TE/IEKOMMYHUKALMOHHAA ceTb "UHTepHeT"
unn TenedoHHaa cBA3b. [MOAOGHbLIM TUM MHCNEKUMIA MOMKET TaKKe MWCMNo/b30BaTbCA B C/yyae
BO3HWKHOBEHUA JIOTUCTUYECKUX TPYAHOCTEM NpU NpPOBeAEHWM WHCNEKUMM Ha MecTe B CJyyae
WCKNIIOYMTE/IbHBIX 0BCTOATENLCTB. PelueHne o0 NpoBeaeHUM SUCTaHLMOHHOW MHCMEKUMM NO YCMOTPEHUIO
WMHCMEKTOPOB MOAJIEXKUT COrNAacoOBaHUIO C YNOJHOMOYEHHbIM OPraHOM rocyZapCcTBa-y/ieHa, BblAaoWwmm
nopy4yeHne Ha NpPoBeAeHMEe UHCMEKUUN. JIOTUCTMYECKME acnNeKTbl AUCTAaHUMOHHOM MHCNEKLMM cneayeT
COrNacoBbIBAThL C AepiKaTesieM PermcTpaumoHHOro yaocToBepeHus. B ciyyae ecim B xoge npoBeaeHus
AVCTAaHUMOHHOM MHCMEKUMN BbIABAAIOTCA BOMPOCbI, TPeOylolWMe BbINOJAHEHMS OLLEHKU CUCTEMDI
dapmaKkoHag30pa HEMOCPeACTBEHHO Ha MecTe, NPUHMMAETCA pelleHne O MPOBEAEHUU MHCNEKLUU C
Bbl€34,0M Ha MEeCTO MHCMEKTUPOBAHMUS.

4.2.2. NMnaHUpOBaHME MHCNEKLMIA.

4.2.2.1. MnaHMpoBaHWE WHCNEKUMA cuctem ¢GapmMaKkoHag30pa [OOMKHO OCHOBbLIBATbLCA Ha
CUCTEMHOM NOAXOAE, OPUEHTUPOBAHHOM Ha OLLEHKY PWMCKOB, C Lie/Ibl0 ONTMMA/JbHOIO MUCMOAb30BaHMA
pecypcoB B pamMKax OCYLLECTBASEMON AeATENbHOCTU MO KOHTPOA U obecneyeHnto BbICOKOrO YPOBHA
3alMTbl 340Pp0BbA HaceneHusa. Noaxos K NIaHUPOBAHMIO MHCNEKLUMIA, OCHOBAHHbIN HA pUCKax, No3BonseT
onpeaennTb YacToTy, HanpPaBAeHHOCTb U 06bEM UHCMEKTUPOBAHUSA.

4.2.2.2. Mporpammbl MHCMEKUMI cucTem dpapmMaKkoHaA30pa COCTABAAOTCA YMNOJAHOMOYEHHbIMU
OopraHamMu rocyAapcTB-4/1€HOB C y4eTOM cieaytolmx GakTopoB:

a) GaKTopbIl, CBA3AHHbIE C MHCMEKUMEN:

NCTopKnA BbiABNEHUA HeCcoOTBETCTBUI NO pe3ynbTaTamM npeabiaywmx MHCI'IGI-(LI,MVI ¢apmaKOHap,3opa
Unn opyrnx Tmnos VIHCI'IeKLl,VIﬁ (B COOTBETCTBUU C HagneXKalnmmn d)apMaLl,eBTW-IECKMMM I'IpaKTMI-(aMM);

AaTa NOBTOPHOW MHCMEKUUKN, PEKOMEHA0BaHHAA MHCMEKTOpaMU UKW SKCNepTaMmu B pesynbTaTe
npeablaywen MHCcnekuum;

6) paKTOpBbI, CBA3AHHbIE C NIEKAPCTBEHHbIMW NpPenapaTamu:

perncrtpaumna NeKapCrtBeHHOro npenapata, AnAa KOTOpPOro Ha3HadeHbl A0NOJIHUTE/IbHbIE
MmeponpunAaTnAa no d)aplv\aKOHa,a,aopy UM meponpunAatTna, HanpasaeHHble HA MUHUMU3aAUNIO PUCKOB,

perncrpauuna NNeKapCTBEHHOIo npenaparta, Aana KOTOporo Ha3Ha4eHo nposegeHune



NOCTPErncTpaLnoHHbIX UCCeA0BaHNM No 6€30NacHOCTM UM Ha3HavyeH A0MNOHUTENbHbIN MOHUTOPUHT;

perMcrpaumsa 1 MocTaBKa JIeKapCTBEHHOro npenaparta ¢ 6onbwnm obbemom Mpoaak, T.e. C
NOTEHLUMaNbHO 3Ha4YMMbIM BO3AENCTBMEM Ha BO/bLIYIO NOMNYAALMIO NaLUEHTOB;

perncTpauma NekapcTBeHHOro npenapara, He MMEeIOLLEro afibTepHaTMBbl Ha PbIHKE rocyaapcrsa-
yneHa;

B) GpaKTOPbI, CBA3AHHbIE C AepiKaTe/IeM PerncTpPaLmoHHOro yA0CTOBEPEHMUA:

AepKaTeNb PerncTpaumoHHOro yA0CTOBEPEHMUA, KOTOPbIA HMKOrAa He nogBepranaca MHCMNeKuum
cuctembl GapmaKoHaA30pa;

fAeprKaTesib PerncTpaumoHHOro YAO0CTOBEPEHUA, UMEIOLLMIA B 06paLLeHnN 3HAYUTEIbHOE YUCNO
NIeKAapPCTBEHHbIX NPEnapaToB Ha PbiHKaX rocy4,apcTB-u4NeHos;

AepKaTeNb  PerncTpaumMoHHOrO YA0CTOBEPEHMs, paHee He WMEeBWWIA YAO0CTOBEepeHui o
rocy4apCTBEHHOM perncTpaLmMm Ha TepPUTOPUAX FrOCYAaPCTB-Y/1EHOB;

HeraTnBHaA VIH(bOpMaLI,VIFi B OTHOLUEHWW BbINOJIHEHMA 06A3aTeNbHbIX TpeﬁoBaHMljl n (VII'IVI) B CBA3U C
BO3HUKHOBEHNEM ﬂpO6ﬂ€M no 6esonacHocTu NEKapPCTBEHHbIX MpPenapaTosB, NMNoJlydeHHaA CO CTOPOHbI
YNO/IHOMOYEHHbIX OpPraHoOB rocyaapcCrB-4a1€HOB U UHbIX TOCyA4apCTB, OCYyLEeCTBNAKOLWNX ¢apN\aKOHa,u,30p,
d TaKXe YNO/IHOMOYEHHbIX OpPraHoB B APYIrnx obnactax peryamposaHuA 06paI.IJ,EHMFI NEKAaPCTBEHHDbIX
npenapartos (T.e. COOTBETCTBYHOLMNX HagNeXKalnx d)apMaLI,EBTI/I‘-IECKI/IX NPaKTn KaX),'

TaKne UsmeHeHunA B OpI'aHM3aLI,MOHHOl\;1 CTPYKTYpE gepxartena permctpaumMoHHOro yaoctoBepeHusa,
KaK C/IMAHUA U NOTNOLWEHUA,;

r) dakTopbl, cBA3aHHbIE C cucTeMon GpapMaKoHaa3opa:

AepyKaTeNlb PEerucTpaLmMoHHOro YAOCTOBEPEHMA, MMEIWMn cybnoapagHyo opraHusauuio Mo
OCYLLECTBNEHUIO AeATebHOCTU No dapmaKkoHagsopy (B yactn ¢yHKumi Y1P B Cotose, npeacTaBneHums
oT4eToB No 6€30MacHOCTU U T.4.) U (M) HECKOIbKO OpraHn3aunii, NPUBAEYEHHbIX A9 OCYLEeCTBeHUA
MeponpUATUA NO papMaKkoHag30pYy;

3ameHa Y/1d c momeHTa nocneaHel MHCNeKUnu;

n3meHeHun B H6ase (6a3ax) AaHHbIX NO 6e3sonacHocTH NEKAPCTBEHHbIX NPeENApPaToB, KOTOPbIE MOTYT
BK/IlOUATb B ce651 U3meHeHne camoi 6asbl AaHHbIX N1 B3aUMOCBA3aHHDbIX 6as AaHHbIX, CTaTyC Baangauunm
6asbl AaHHbIX, @ TaKXKe MHd)OpMaLI,MM O nepenaHHbIX Nin nepeHeCeHHbIX AaHHbIX;

N3MEHEeHWA B AOrOBOPHbLIX OTHOWEHMUAX C MOCTaBLUMKAaMKM yCayr no ¢papmMakoHaA30py MAM mecT
BbINOAHEHUA PYHKLMI No dapmaKoHag3opy;

AenermpoBaHue uav nepegava ynpasneHua mactep-$paniom cuctembl papmakoHag3opa.

4.2.2.3. YNOoNHOMOYEHHble OpraHbl rOCYAapCTB-Y4/IeHOB BMpaBe 3anpawmeatb Tpebyemyto
MHbOpMaLMIO y AepKaTenei perncTpaLMoHHbIX YA0CTOBEPEHNUIN B LieNAX NAAHUPOBAHMA UHCNEKLMI Ha
OCHOBAHWM NOAXOAA MO OLLEHKE PUCKOB, B C/ly4ae €C/iM Ha MOMEHT MIaHWPOBaHMA OHA He ABAAETCS
OO0CTYNMHOWN.

4.2.3. UHCNeKTUpyemble 06beKTbl.

Jlioban cTopoHa, OCcyLLEeCTBAAIOWAA MEPONPUATUA NO papMaKoHaA30py NOAHOCTbIO MM YAaCTUYHO
OT UMEHW AepKaTens PerncTpaumoHHOro yaAoCToBepeHns 1M60 COBMECTHO C HUM, MOKET NoaBepraTbcs
WMHCMEKUMW Ha  NoATBepXAeHWe  CMoCOoBHOCTM  HaANe)Kallero  BbINOSHEHWA  gepiKaTesem
perucTpaumoHHoro yaocrtosepeHus obssaTenbcte M cobnogeHna ob6s3aTenbHbiXx TpeboBaHWiA no



dapmakoHaazopy. O6beKTbl AN MHCNEKTUPOBAHMA MOryT ObiTb PACMO/IOXKEHbl Ha TEPPUTOPUAX
rocyaapcts-yneHos nnmbo 3a mx npegenamu. MHcnekumm obbektoB 3a npegenamm Coto3a mMoryT
npoBOAUTHLCA, €CAN TNaBHbI UeHTp dapmakoHaasopa, 6a3bl AaHHbIX M (MAM) BbiNOAHAEMas
AeaTenbHocTb no  ¢dapmakoHag3opy HaxogAatca 3a npegenamm  Coto3a. Tvnm M KOJMYECTBO
MHCMNEKTUPYEMbIX OOBEKTOB A0/XKHbI BbIOMPATLCA COOTBETCTBYIOWMM 06pasom, YToObl rapaHTUPOBaTbL
OOCTUXKEHME KJTHOUYEBDIX LIe/IEN MHCMEKLUN.

4.2.4. O6bem MHCneKLmu.

O6bem WHCMEeKUMM 3aBUCUT OT LeNel WMHCNeKuMM, OoxBaTa npeaplaylumMmn  MHCHEKUUAMM
YNONHOMOYEHHbIMW OpraHamu rocygapcCTB-4Y/IEHOB, @ TaKXKe OT TMna MHcnekuun. MNMpu naaHMpoBaHUM
06bema MHCMEKLMN HEOBXOANMMO YYNTbIBATb:

a) MHpopmaumio, NpeacTaB/eHHYo B macTep-daiine cuctembl papmakoHa[3opa;

6) nHPopmaumio O PYHKUMOHMPOBAHUM cUCTEMbl (apmMaKoHaa3opa, Hanpumep, AaHHble O
COOTBETCTBUM CUCTEMbI, UMEIOLLIMECS Y YTOJITHOMOYEHHOTO OPraHa rocyAapcTea-4/ieHa;

B) KOHKpETHble GaKTOPbl MHULMMPOBAHMUSA MHCMEKLMMN B COOTBETCTBUM C NYHKTOM 4.2.1.2 HacToALLMX
Mpasun.

4.2.4.1. CTaHgapTHble MHCNEeKunK dapmaKkoHaa3opa.

B npouecce nposegeHMA CTaHOAPTHbIX MHCHEKLLMﬁ cncremol ¢apmaKOHa,q3opa npoeepAaeTcA
CO6I'II-OLI,€HVIG Tpe6OBaHMﬁ 3dKOHOA4aTeNnbCTBa rocyaapcCrBa-47€Ha M MeXAYHAPO4HbIX AO0rosoposB wu
dKTOB, COCTaBAAKOWKUX NpPaBo Coto3a, no ¢apmaKOHap,3opy. Ecan aTo NMPUMEHUMO, NHCNEKTUPOBAHUE
AOJ/TXHO BKNIKOYATb OLEHKY CieAYyHOWNX 3/1IEMEHTOB CUCTEMDbI:

a) npoueaypbl paboTbl C UHAMBUAYASbHBIMU COOBLEHUAMM O HEXKenaTesbHbIX peakumsax Ha
NleKapcTBeHHbIM npenapart (aanee - UCHP):

cbop, nosyyeHne n o6MeH COOBLLEHUAMM, MONYYEHHBLIMU U3 BCEX UCTOYHMKOB, OT OBBEKTOB U
OpraHuMsauuii B pamkax cuctembl GapmaKoHag3opa, B TOM YWUCIe OT TeX OPraHusauuini, Kotopblie Ha
KOHTPaAKTHOM OCHOBE BbIMOMHAT 06s3aTenbcTBa N0 PapmMaKoHaA30py ANA  AeprkaTtens
PEerncTpaunoHHOro YA0CTOBEPEHMSA, @ TAKXKeE OT UHbIX NOAPa3AeNeHNI opraHM3aumm, He OTHOCALMXCA K
cucteme GapmaKkoHa30pa;

OLEeHKa COO6LLI,€HVII7I, B TOM YNUCNE MEXaHU3MbI NONyHEHNA N npoueaypa perncrpaumnm oueHkn nmy,
npeagcrasmnBLlLInNX C006|.I.I,eHMFI, ncnoablyemaa TePMUHONOINNA, OUEHKA CEPbE3HOCTU, OXNAAEMOCTU U
ﬂpMHMHHO-CnEACTBEHHOVI cBA3N;

perncrpauuna pesynbtatoB nocnenyrowero Ha6J'IPOLI,EHMFI n ncxoaos (Hanpmmep, ncxon4 B cny4vyanax
BOBAEVICTBMH NNEKApPCTBEHHOrIo npenapata Ha nao4d B nepunoa 6epEMEHHOCTM n MeguunHCcKoe
noarveepxgeHue COO6LLI,eHMﬁ, NoNYy4YeHHbIX CO CTOPOHbI I'IaLI,MEHTOB),'

BblINO/IHEHUE TpE6OBaHMﬁ 3aKOHOA4aTeNbCTBaA roCcyaapcCTB-421€HOB U MeXAYyHapOaAHbIX 4O0roBopos
dKTOB, COCTaB/AOWNX NpaBo Coto3a, no npeacrtaBneHnNo pasaiMyHbIX TUNOB UCHP B cooTBeTCTBYHOLWMNE
YNO/ITHOMOYEHHbIE OpraHbl rocyaapcCTB-41€HOB,

BeAeHMne JOoKYMeHTauum n apxusmposaHme UCHP;
6) nepuoanyeckme obHoBASEMbIE OTUYETHI NO 6e3onacHoCTK (ec/iM NPUMEHUMO):

NONIHOTA U OOCTOBEPHOCTb BK/JIKOYEHHbIX AOaHHDbIX, 0b60CHOBAHHOCTbL peLueHMVI, OTHOCALWUNXCA K
AaHHbIM, KOTOpPblIE HE BK/THOYEHbI;

peweHne Bonpocos No U3IMeHeHUIO I'IpOd)M}'IH 6e3OI'IaCHOCTM, npeacrasneHmne COOTBETCTBYHOLWUX



aHaN30B U Mep;
odpopmneHmne NOOB B cOOTBETCTBUMN C YCTAHOBAEHHbIMW TPebOBaHMUAMMU;
CBOEBPEMEHHOCTb NpeAcTaBAeHus;
B) HenpepbIiBHaA oueHKa npoduna 6esonacHocTu:
NCMNO/Ib30BaHWE BCEX UCTOMHMKOB MHGOPMALUKN AN OOHAPYKEHUS CUTHANA;
npasW/ibHOE NPUMEHEHNE METOA0/10TNM aHan3a MHPoOPMaLNK;

COOTBETCTBME MpOUEAYP PACCNEAOBaHMA W MOCAeAyHOWMX AeNCcTBU (Hanpumep, BHegpeHue
peKkomeHgaunii nocne aHaansa faHHbIxX);

peanv3auma NaaHa ynpaBaeHUsa puckamm uam Apyrux oba3aTenbCrs;

cBoeBpemeHHOe BbliAB/IeHNE U npeacTtaB/ieHne NOJIHbIX M TOYHbIX OaHHbLIX YNO/IHOMOYEHHbIM
OpraHam rocygapcre-4,1eHoB, B YaCTHOCTU B OTBET Ha KOHKPETHbIe 3anNpPOoCbl AaHHbIX;

BK/OYEHME YTBEPKAOEHHbIX MW3MEHEeHM B cooblieHus, Kacatowuecs 6HesonacHocTM, W
MHPOPMaALMIO O IEKAPCTBEHHOM MNpenapare;

l') MHTEPBEHLUMNOHHbIE (an HeO6XOAMMOCTI/I) N HENHTEPBEHUMNOHHbIE KTMHUYECKNE nccnenoBaHnA:

npeacrasneHmne COOﬁIJ.I,EHVIﬁ O noAao3peBAaEMbIX Cepbe3HbIX HEOXMAAHHbIX HeXenate/ibHbIX
peakymnAax B COOTBETCTBUU C Tp66OBaHMHMM 3aKOHOA4aTeE/IbCTBA rOCYyAapCTB-4YN1EHOB;

nonyyeHue, pernucTtpautma M OueHKa Cay4dYaeB HeEXKes1aTe/ibHbIX peaKLI,Ml\;I, BblABJ/IEHHbLIX B XOo4e
UHTEPBEHLMOHHbLIX U HEUMHTEPBEHLUMNOHHbBIX KTNHUYECKUX MCCﬂe,ﬂ,OBaHMﬁ;

npeAcTaBAeHWe pe3ynbTaToB UCCAeA0BaHMA U COOTBETCTBYIOLLEN MHPOoPMaLMK No 6e30NacHOCTH
NleKapCTBEHHbIX NpenapaToB B ¢popMe OTYETOB COracHoO TpeboBaHUAM 3aKOHOAaTeNbCTBa roCyAapcTs-
Y/eHOB;

COOTBETCTBYIOWMI BbIbOP cnpaBoyHOM uMHbOpMaumMmM no 6esonacHocTM, noaaeprkaHue
aKTya/IbHOro YpoBHA MHOpMaLmM B bpoltopax ncciegosaTtens uam uHGopmauum no 6esonacHocTv gns
nauueHTa;

BK/lOYEHME [AaHHbIX UCCNEA0BAHUA B TEKYLLYIO OLEHKY npodunna 6e30nacHOCTU IeKapCTBEHHOIO
npenapara;

A1) npoueaypbl cMcTemMbl GapMaKkoHag3opa:

poan u obasaHHocTM Y/1®, Hanpumep, AOCTYN K cucTeMe KadyecTBa dpapmaKoHagsopa, macrep-
daiiny cuctemsl papmakoHag3opa, NokasaTenam apPpeKTMBHOCTU U MHAMKATOPAM CUCTEMBI, OTYETAM MO
ayaAUTaM M MHCNEKLMAM, a TaKXKe X CNoCOBHOCTb MPMHMMaTb MepbI NO Yy4LLEHMIO COOTBETCTBUS;

POAN U 0653aHHOCTU Aep)KaTeNs PerncTpauMoHHOro yA0CTOBEPEHMA B OTHOLUEHWW CUCTEMBI
dapmakoHagsopa;

TOYHOCTb, NONIHOTA M NOAAEPKAaHME aKTyaIbHOrO YPOBHA MHPOPMaLMM B MacTep-daiine cucTembl
dapmakoHaasopa;

Ka4yeCTBO M COOTBETCTBME YPOBHA NOATOTOBKMU, KBal'IVId)VIKaLl,VIM M onbiTa NepCcoHana;

OXBaT N COOTBETCTBME CUNCTEMbI Ka4yeCTBa B OTHOLUEHUN CUCTEMbI d)apmaKOHa/J,sopa, B TOM 4ucne
BbINOJ/IHEHME MPOL,ECCOB KOHTPO/1A Ka4yeCTBa U obecneueHus Ka4yecCTBa;



NPUTroOAHOCTb WUCNO/NIb3yeMbIX KOMMbHOTEPU3INPOBAHHbLIX CUCTEM AN1A BbINO/IHEHUA KOHKPETHbIX
GyHKUMI;

COrfalleHns Co BCEMM YYaACTBYHOLLMMM CTOPOHAMM, COOTBETCTBYIOLWMM 06pasom oTparkatowme
06A3aHHOCTU M MEPONPUATUSA MO BbINOJHEHMIO PapMaKOHAA30pa, a TAKMKe HaZl/IeXKallee UX BbINoJIHEHME.

MHCneKumMa MoXeT BKAtoYaTb B ce65 OLLEHKY COOTBETCTBUA OCYLLECTBASEMbIX Mep MUHMMMU3ALLUU
PUCKOB YCTaHOB/IEHHbIM TpeboBaHUAM.

4.2.4.2. BHennaHoBble MHCAEKLNN.

O6bem BHENNAHOBOM WMHCMEKUMW 3aBUCUT OT NMPUUUH ee HasHavyeHuA. B ynmcno oueHmBaemblx
ACMeKToOB CUCTEMbl MOTYT BOWTM yKasaHHble B NyHKTe 4.2.4.1 HacToAawwmx MNpasun, a TakKe cnegytowme
acneKTbl:

a) BsossedeHne un uHbopmMpoBaHHOCTL Y/I® no Bompocam, CBA3AHHbIM C KOHKPETHbIM
NNeKapCTBEHHbIM NpPenapaTom;

6) yrnybneHHoe wW3yyeHWe MPOLECCOB, Mpoueayp MNPUHATUS  peLleHWid, BbIMOJHEHUSA
MHPOPMUPOBAHNA U PEANN3ALUN MEP, CBA3AHHbIX C KOHKPETHbIM GaKTOPOM MHUUMNPOBAHUA MHCMEKLUN
1 (Mn) NeKapcTBEHHbIM NpenapaTom.

4.2.4.3. NoBTOpPHbIE MHCMEKLUMN.

4.2.4.3.1. Onpegenns obbembl paboT No NpoBeAeHUO NOBTOPHOM MHCNEKLMU, HYXKHO Y4UTbIBATDL
cnepyowme acnekrbl:

a) aHanM3 COCTOAHWA CUCTEMbl M (M/IM) NNAaHA KOPPEKTUPYIOLWMX M NpeaynpesuTenbHbiX
MeponpuATUA, pa3paboTaHHOro No pesy/abTaTam Npeablaywein HcnekumMm papmakoHaa3opa;

6) aHaNM3 3HaYUTENbHbIX U3MEHEHUIA, KOTOPbIe BHECEHbI B CUCTeMY PpapMaKoHaA30pa CO BpeMeHuU
nocneaHen MHcnekuMu dapmakoHagsopa (Hanpumep, MameHeHue 6asbl gaHHbIX dapmMaKoHaa30pa,
CAVAHME MU MOTNOLWEHNE KOMMAHUK, 3HaYUTENbHbIE U3MEHEHWA B A0rOBOPHbIX BUAAX AEATENbHOCTH,
3ameHa Y/10);

B) aHan3 npoueccos u (VIJ'IVI) BOMNpPOCOB B OTHOWEHNUN KOHKPETHOIO /1IEKAPCTBEHHOIO nNpenapara,
BblAB/IEHHbIX B pe3y/ibTaTe€ OUEHKHU MHd)OpMaLI,MVI, I'Ipe,Cl,CTaBﬂeHHOﬁ aepxarenem perncTtpaunoHHOro
yA0CToBEPEHUA, UIN HE BK/ZTIOYEHHDbIX B 06Bbem MHCNEKTNPOBAHNA npe,u,bl,qyu.l,eﬁ VIHCI'leKLI,VIel\/‘I.

4.2.4.3.2. Obbem MOBTOPHOW MHCNEKUUN oONpeaenserca pesynbTaTamMu MpeaLlecTBYoLWmX
WMHCNEKUMN N MOXKeT OblTb pacliMpeH ¢ y4eToM psaga ¢akTtopos (Hanpumep, BpeMEHW OT AaTbl
NnpoBeAeHNA MNpeaLecTBYOWEN WHCNEKUMM, obbema npesliecTBYOWEN UHCNEKUUN, eCcan  3TO
NPUMEHUMO).

4.2.5. MNpouecc nHcneKkuuu.

4.2.5.1. HcneKkummn dapmaKkoHagsopa HeobXxoAMMO NIaHMPOBaTb, KOOPANHUPOBATL, MPOBOAMUTD,
NpPeAacTaBAATb OTYETbI O HUX, KOHTPO/AMPOBATb BbIMNOJHEHWE 3amMeyaHUn U [OKYMEHTMPOBaTb B
COOTBETCTBMM C MpoueAypamM MHCMEKLMI, BbIMOAHAEMbIX Ha TeppUTOPUAX rOCyAapCTB-Y/IEHOB.
CoBepLIeHCTBOBAHMIO U FAPMOHM3aLLMM NPOBEAEHNA MHCNEKLMI ByayT cnocobCcTBOBaTb COrNacoBaHHbIe
npoueccbl WU MNpouUeaypbl, COBMECTHble MNPOBEPKM, OBMEH OMbITOM W ObyyYeHMe MHCMEeKTopaToB
YMNO/IHOMOYEHHbIX OPraHOB rocy4apCTB-4Y/eHOB.

4.2.5.2. Mpoueaypbl NO WHcNeKuuam dapmakoHagsopa cuctem ¢apmakoHaa30pa AOMKHbI
BKAlOYaTb B ceba cneaytoLime NpoLecchbl:

a) obmeH nHdopmaumeir;



6) NnnaHWpoBaHWE UHCMEKLMNA;
B) AOPErncTPaLMOHHbIE MHCMEKLMH;
r) KoopAWHaLMA MHCNEKUMI cucTem dpapMaKkoHag30pa B rocygapcTBax-yaeHax;

[) KoopAMHaUMA MHCNEKLMIM, MPOBOANMbIX B FrOCYAapCcTBax, He ABAsIOLWMXCA YneHamum Coto3a (B Tom
yncae MHCNEeKUMn noapaa4vmKoB);

€) NnoAroToBKa MHCNEKUMIA cuctem dpapmaKkoHaa30pa;
X) NpoBeaeHne MHCMeKLMIi cucTem dapmakoHaa3opa;
3) OTYETHOCTb MO MHCMNEKUMAM cucTeM papMaKkoHag30pa U NOCNeAYIOLNA KOHTPOIb;

n) wHPopMMpOBaHME U TMPUOPUTETHOCTb MHCMEKUUM dapmaKoHaZ3opa U MOJAYYEHHbIX
pe3y/nbTaToB;

K) BegeHWe ydyeTa U apXMBMUPOBAHUA LOKYMEHTOB, NOMYYEHHbIX B pPe3y/bTaTe UHCNEKUUIA cucTem
dbapmakoHag3opa;

}'I) BHE3aMnHble NHCNEKUWNNU;

M) CaHKUUN N PETryNATOPHbIE AN NMPUHYAUTE/IbHbIE MepPbl B Ca1iy4ae Cepbe3HOro HeCO6ﬂIO,£I,EHWr'I
TpeﬁoBaHMf/‘I 3aKOHOAaTe/IbCTBaA roCcyaapCTB-471€HOB U HACTOALLMNX I'Ipanm;

H) peKoMeHZauMM NO MOArOTOBKE WHCTMEKTOPOB, BbIMOJHAOWMX MHCMEKLUUU  CUCTEM
dapmaKoHaa3opa, M1 06MeHy onbITOM PaboThbl.

4.2.5.3. Npyn HeobxoaMMOoCTV BO3MOXKHa pa3paboTKa HOBbIX NpoLeayp.
4.2.6. KOHTpOAb BbINOAHEHWUSA 3aMeYaHNt MHCNEKUUMN.

B cnyyae BbISBNEHMS B XOAE BbINOAHEHUS WHCMEKUMM HecobnodeHua 06s3aTenbcTB Mo
dapmakoHagzopy TpebyeTca ycTaHOBAEHME NOCAeAYIOLWEero KOHTPOS A0 NOJIHOMO BbIMOJHEHUS NMAaHa
KOPPEKTUPYIOLWMX U NpeaynpeauTeNbHbIxX AecTBuiA. CneayeT yunTbiBaTb CAeAylolLmMe MeToabl KOHTPOIA:

a) aHa/nM3 nNJaHa  KOPPeKTUpYWWUX W NpeaynpegutenibHbiX — OeACTBUIA  aepikaTens
PEerncTPaunoHHbIX Y4,0CTOBEPEHWUIA;

6) aHaNM3 NnepnoaMYecknx 0b6HOBASEMbIX OTYETOB O Xo4e PaboT (B ciyyae Heo6Xo4MMOCTH);

B) MOBTOPHAaA MHCMEKLMA ANA OLEHKU HaZNeXKallero BbIMOJHEHMA MAaHA KOPPEKTUPYIOWUX U
npeaynpeanTeNbHbIX AeNCTBUN;

r) 3anpoc o NpeacTaBNeHWW paHee He MpPeACTaBAeHHbIX AaHHbIX, M3MEHEeHUI (Hanpumep, B
MHPOPMaALMIO O NEeKAapCTBEHHOM Mpenapare), aHaAnsa BANAHUA (Hanpumep, pesyabTaT aHanM3a paHee
He BK/IOYEHHbIX B aHaIM3 AaHHbIX NPU BbINOJHEHMU NPOLLEAYPbI BbIABNEHWA CUTHANA);

4) 3anpoc o0 BbINOJIHEHMW HapaeXalero MHGOPMUPOBAHUSA, BK/OYAA BHECEHWE U3MEHEHWUN B
MHbOpMaLMIO, NPeACTaBAfAEeMY0 B pPaMKaX MAPKETUHIOBOW AeATeNbHOCTM, U (MAKM) peKknamMHyio
MHpopmaumio;

€) 3anpoc 0 BCTpeye C AepKaTeNem PerncTpaumMoHHOro yA0CTOBEPEHUA C LEeNblo 0bCy:KaeHun
BbIABJEHHbIX HE40CTaTKOB (HECOOTBETCTBUI) U UX BAMAHMUA HA NAaH MepPOonpPUATUIA;

)K) nepepgava pe3ynbTtatoB MHCNEKUUN APYTMM YNOTHOMOYEHHbIM OpraHam rocyaapcre-4,1€HOB;



3) Apyrne AencTBuA, CBA3aHHbIE C NIEKapPCTBEHHbIM MpPenapaTtom, B 3aBUCMMOCTM OT BAUSHUNA
HeaoCTaTKoB (HECOOTBETCTBUIA) U Pe3y/ibTaToB MoCcAeAyoLMX AeUCTBUA (ctoga MOrYT BXOAUTb OT3bIBbI
WNN  OeNCTBUA, CBA3aHHbIE C BblAa4Yel PernmcTpaumMoHHbIX YAOCTOBEPEHUN WM paspelleHuit Ha
nposefieHne KAMHUYECKUX UCMbITaHWUN).

4.2.7. NecTBUA U CaHKLMKM YIOJITHOMOYEHHbIX OPraHoB rocyAapcTB-4/1€HOB.

4.2.7.1. YNONHOMOYEHHbIE OpraHbl rocydapcTB-4/1eHOB 06ecne4ymBatoT KOHTPO/Ib BbINOJHEHUS
AepXKaTeNaMN PerncTpaLnoHHbIX YA0CTOBEPEHUIM 0bA3aHHOCTEN No dapMaKoHaA30py B COOTBETCTBUU C
3aKOHOZATe/IbCTBOM  TOCYZAapCTB-YNEHOB W  HacToswmMmu [pasunamn. B ciaydae obHapy:keHusA
HecobatogeHnA TpeboBaHM MM HEBLINOIHEHMA 06A3aTeNbCTB N0 papMaKOHALA30pY AENCTBMA, KOTOPbIE
HYXXHO NpeanpuHATb, OO0/KHbl OMNPEeAeNaTbCA MO KaKAOMY KOHKPETHOMY ciyyato oTaenbHo. Kakue
OEeVCTBUA NPeanpUHATb, AOXKHO 3aBUCETb OT NOTEHLMAIbHOIO HEraTUBHOMO B/IMAHUA HECOOTBETCTBUIA
(HecobnoaeHWIA) Ha 340pOBbE HaceneHus, Ho 16O cnyvait HeCOOTBETCTBUIA (HecObNOAEHMIT) MOXKeET
YUYUTbIBATLCA NPU NPUMEHEHUN NPUHYAUTENbHbBIX Mep. MNpn HeobxoAMMOCTM YNOAHOMOYEHHbIA OpraH
rocy4apcrBa-yseHa A0/KeH obecneumtb, UYTOObl K AepkaTesto PerncTpauMoHHOro YAO0CTOBEpPeHUs
NPUMeHANNCL 3P PEKTUBHBIE, COPa3MEpPHbIE U CAEPKUBAIOLWME MEPbI BO3AENCTBUSA.

4.2.7.2. B COOTBETCTBUM C Hactoswmmu [pasunamm M npu HeobXoaMMOCTM C MpaBUAamMM,
YCTaHOB/IEHHbIMW 3aKOHOAATE/IbCTBOM FOCYAAPCTB-4Y/IEHOB, B C/ly4ae HecobaoaeHMA 0bA3aTenbCcT8 no
dbapmaKkoHaZ30py BO3MOXKHbI C/leAytoLLMe BapuaHTbl PEryIMpoBaHUA:

a) obyuyeHue U cogencTBue: YNOIHOMOYEHHbIE OPraHbl roOCyAapcTB-Y41€HOB BNpaBe obWwaTbes ¢
NpeacTaBUTENS MU AepiKaTesiel PerucTpaumoHHbIX YAOCTOBEepPeHUI (Hanpumep, Ha cobpaHunm), YTobbl
0606WMNTL BbIAB/AEHHbIE HECOOTBETCTBUA, Pa3bACHWUTb YCTaHOBJ/IEHHble TpeboBaHWA W  OXMAAHWA
YNO/HOMOYEHHOTO OpraHa roCyfapcTBa-yfieHa, a TaKXKe pPacCMOTPETb  KoppeKTupylowme WU
npeaynpeauTesbHble AeiCTBUA, Npeaaraemole AepKaTesieM PerncTpPaumoHHbIX Y40CTOBEPEHWUIA;

6) npeacraBneHne MHGOPMALMM A PYTUM YNOJTHOMOYEHHbIM OpraHam rocy4apcTB-4/1€HOB B paMKax
[OroBopeHHocTel no obecneyeHnto KOHGUAEHUNANBHOCTY;

B) MHCNEKTMPOBaHWE Aep’KaTefieil PerucTpaumMoHHbIX YA0CTOBEPEHUI, KOTopble He cobatogatoT
0653aTeNbCTBA MKW He BbINOMHAIOT TpeboBaHMA, MOXeT NPOBOAUTLCA C LieNblo onpeaeneHusa cTteneHun
HecobntoaeHUs (HeBbINOHEHUA) 3aKOHOAATeNbCTBA rOCYAaPCTB-Y/IEHOB U MeXAYHapOoAHbIX 40roBOPOB
W aKToB, cocTaBasAowWmMx npaso Coto3a, U B Noc/ieayloWwem C LUenbio NoATBepKAeHUA ux cobaoaeHna
(BbINONHEHMSA);

r) nMcbMoO-NpeaynpexkaeHue, 3aasaeHme o Hecob1l04eHNN (HEBbINONHEHUM) AN YBEAOMIEHWE O
HapyLleHWK, BblAaBaemble YNOJHOMOYEHHbIM OPraHOM rocyapcTBa-y/ieHa ¢ yKasaHMem HOpMaTUBHOTO
NPaBOBOrO aKTa, KOTOPbIM ObiN HapyweH, C Le/fblo HaNoOMWHAHWA AepiKaTeNsm PerucTpaumoHHbIX
yAOCTOBepeHUi 06 nx ob6asatenbcTeax no ¢apmakoHaA30py UM Mepax, KOTOPblE OHU AO0KHbI NPUHATD,
a TaK)Ke 0 CPOKaXx, YCTaHOB/IEHHbIX A1 YCTPAaHEH WA HECOOTBETCTBUIA UM HapyLIEHWI;

A1) paccmoTpeHme YyNoAHOMOYEHHbIMM OpraHamm rocy4apcTe-4eHoB Bonpoca 06 onybanKkoBaHMM
CMWCKa AepKaTeniell PerncTpaLMoHHbIX YA0CTOBEPEHUIA, KOTOPbIE CEPLE3HO MM NOCTOAHHO HapyLaoT
TpeboBaHMA 3aKOHOAATENbCTBA [OCYAAPCTB-YNEHOB W MEKAYHAPOAHbIX [AOFrOBOPOB W  aAKTOB,
cocTasnAowmx npaso Coo3a;

e) AelcTBMA B OTHOLIEHWUU PErUCTPALLMOHHOrO YAOCTOBEPEHMA WM 3aABNEHUA Ha PerncTpaumio
NeKapCTBEHHOro Npenaparta, Hanpumep:

3KCTPEHHOEe BBeAEHWE OrpaHuYeHuii, CBA3aHHbIX C nNpoduiem 6e30MacHOCTM fIeKapCTBEHHOrO
npenapara;

MPMOCTAHOBKA WAW aHHY/IMPOBaHWE PErnmcTPauMOHHOTO YAOCTOBEPEHUA /IeKapCTBEHHOro
npenapara;



NMPUOCTAHOBKA PACCMOTPEHMA  HOBbIX 3aABMEHMIA Ha  MNOJIyYEHME  YA0CTOBEPEHU O
rocyf,apcTBEHHOM pPerncTpaLmm 40 Peanm3aumm KOPPEKTUPYIOWMX U NpeaynpeanTenbHblX 4eNCTBUA;

Ha3Ha4YeHMe AOPErncTPaLMOHHbIX MHCMEKUMI cucTeMbl dapmaKkoHaA30pa;

) OT3blB fIeKAPCTBEHHOrO Mpenaparta C pbiHKa (Hanpumep, B caydae ecan B MHbOpMaLMIO O
NeKapCTBEHHOM MpenapaTte He BKAKUYEHbI BaykHble npeaynpexaeHna no 6e3onacHocTm);

3) gencTeumA, cBA3aHHbIE C MAPKETUHIOBOW UM PEKNAMHOMN MHpOopMmaumels;

1) BHECEHMWe MOMNpPaBOK B MPOTOKO/bl WM NPUOCTAHOBKA KAMHUYECKMX UCCAeA0BaHUA B Ciyyae
BbIABAEHMA U3MeHeHUI Npoduaa 6e30MacHOCTM KOHKPETHOrO /IeKapCTBEHHOIO NpenapaTa;

K) a4MUHUCTPATUBHBIE WTPadbl B COOTBETCTBMM C 3aKOHOAATENILCTBOM FOCYAapPCTB-Y/IEHOB.
4.2.8. KBanvdukauma n obyyeHne MHCNEKTOPOB.

MHCNeKTopbl, KOTOPbIE YYaCTBYIOT B NPOBEAEHUN MHCNEKUMUA cucTem papmaKoHag30pa, LOKHbI
6bITb CNEeunannucTamm ynosIHOMOYEHHbIX OPraHOB rOCYyAapCTB-Y4/IeHOB WAWU NLAMM, Ha3HAYEHHbIMU B
COOTBETCTBUU C TpeboBaHMAMM 3aKOHOAATENbCTBA FOCYAApPCTBa-Y/ieHa, a TaKKe A0/KHbI cobaoaaTb
NoJIOXKEHNS PYKOBOACTBA MO KayecTBYy MHCMeKTopaTa YMOJHOMOYEHHOro opraHa rocygapcTBa-y/ieHa.
PekomeHayeTca, 4Tobbl HasHayeHWe MHCMNEKTOPOB OCHOBbLIBAJIOCb Ha WX OMbITe U MUHUMA/bHbIX
TpeboBaHMAX, onpeaeneHHbIX YNONHOMOYEHHbIM OPraHOM rocyAapcTBa-yneHa. MHCNeKTopbl A0MKHbI
nponTn obyyeHne B Tom obbeme, KOTOPbIN HEOOXoAMM ANA obecneyeHUs UX KOMMNETEHTHOCTU B Tex
06nacTAX, KoTopble HEObXoaMMbl ANA NOATOTOBKM W NPOBEAEHUA MHCMEKUWMIA, a TaKkKe MOoAroTOBKM
oT4yeTa 0 NpoBeAeHHbIX MHCNeKUMAX. OHU AONXKHbI TaKKe NpoinTu obydeHne npoueccam 1 TpeboBaHMAM
dapmakoHagsopa Takmm obpasom, 4YTobbl BbITb CMOCOBHLIMU OLLEHUTL Pa3/iMyHble acneKTbl CUCTEMbI
dapmakoHaa30pa B CyYae OTCYTCTBUA COOTBETCTBYIOLLErO OMnbiTa.

4.2.9. YnpaBneHue KauecTBOM NpoLecca MHcnekummn papmakoHaasopa.

Kayectso npouecca MHCNEKUUUN CUCTEMDI d)apN\aKOHa,u,sopa perynmnpyetca ynoIHOMOYEHHbIMU
opraHamum rocygapcrea-ysieHa, BXOAUT B YMUC/I0O BOMPOCOB, Ha KOTOpble pPacnpocTtpaHAeTcA CUCTeMa
KavyecCcTtBa CUCTEMDI d)apfv\aKOHa,u,sopa YNO/ITHOMOYEHHOIO OpraHa rocygapcrBa-yvsieHa, U nognexuT

ayauty.
4.3. CoTpygHu4yectso B pamkax Cotosa

4.3.1. KonnekTMBHOE UCNONb30BaHME MHDOPMaL UK.

YNONHOMOYEHHbIE OpraHbl rocyaapcre-4/1eHoB 06A3aHbI COTPYyAHUYATH, yTobbl 06NErUUTL OO6MEH
MHd)OpMaLLMEVI no MHCNnekynAam CUCTeMbl d)apN\aKOHap,sopa, B 4YaCTHOCTU:

a) MHbopmaumein 06 MHCNEKUMAX, KOTOPbIE 3aM1aHMPOBaHbI U NPOBEAEHbI, C LLe/Iblo YCTPaHEeHUA
HEHYXXHbIX MOBTOPOB M AybanpoBaHua paboT B Colo3e, a TaKKe Aaa ONTUMMU3aLMKM UCNOJb30BaHMA
WMHCMNEKLUMOHHbIX PECYpPCOB;

6) MHpopmaumelt 06 ob6beme MHCNEKUMM C TEM, UTODbI NIAHMPOBaTb ByayLLME NHCNEKUUM;

B) nHpopmaumeit o pesyabTaTax MHCMEKUMWM, B YACTHOCTM B TOM CAydYae, KOraa pesynbTaTom
ABNAETCA BblfiBNeHWe aKTa HEeBbINONHEHMA AeprKaTeNem PerucTpaumoHHbIX  YAOCTOBEPEHUN
TpeboBaHMI 3aKOHOAATENBLCTBA FOCYAAPCTB-YNEHOB U HacToAWwMX MpaBua. YNOAHOMOYEHHbIE OpraHbl
rocyAapcrs-4neHoB obmeHuBaloTcA MHOOPMaUMen O KPUTUYECKMX M CYLLECTBEHHbIX BbIfBAEHHbIX
HEeAOCTaTKaX, a TaKXKe KPaTKUM U3/I0KEHNEM KOPPEKTUMPYIOWMX M NpeaynpeautenbHblX AeNCTBUI U nX
AaNbHENLWMM KOHTPOIEM.



4.4, Ponb feprkatenein permcTpaLMoHHbIX YA40CTOBEPEHM

[eprKaTenn perncTpaLmMoHHbIX YA0CTOBEPEHNM, MMEtOLLME 3apPerncTPUPOBaHHbIE Ha TEPPUTOPUSX
rocyAapcTB-41€HOB /IEKAPCTBEHHbIE NpenapaTtbl, NogaeXKaT MHCNeKUnam cuctembl dapmakoHaa3opa.
[eprkaTenn perncTpauMoHHbIX yA0CTOBEPEHUI 06aA3aHbI:

a) Bceraa 6biTb rOTOBbIMU K MHCMEKLMUM, MOCKONbKY MHCMEKLMN MOTYT BbiTb BHE3aMHbIMU;

6) BecT U nNpeacTaBAATb NO TPeBOBaHUIO MHCNEKTOPOB He no3aHee 7 pabouux AHeit nocne
NoJly4eHma COOTBETCTBYIOLLENO 3anpoca macTtep-dpana cuctembl GapmakoHan30opa;

B) rapaHTMpOBaTb MOJIyYeHWe coraacua A0 Hayana MHCMEKUMW Ha MpoBedeHMEe WMHCMEKUMM OT
06beKTOB, BbIBPaHHbLIX AN MHCMNEKUUU, K KOTOPbIM MOFYT OTHOCUTLCA OPraHM3aluu, BbIMOJHAOLME
byHKUMKM No dapMaKoHaA30pY MO COralleHMUIO C AepXKaTesIeM PerncTpaLmoHHbIX YA0CTOBEPEHMI;

r) NpeacTaBUTb MHCMEKTOPaM /IlobyIo MHGOPMaLUMIo U (MNK) LOKYMEHTALMIO, KOTopas Heobxoanma
ANA NOATOTOBKU K MHCMEKLUMK, B YCTAHOB/IEHHbIE CPOKWU UK BO BPEMSA MPOBEAEHMA MHCNEKLUN;

,Cl,) rapaHTMpoBaTb, 4TO COOTBeTCTByIOLIJ,VIﬁ nepcoHan, yqaCTByPOU.LMD’I B AeATeNbHOCTU no
d)apmaKOHap,aopy WAW B3aMMOCBSA3aHHOM AeATENbHOCTH, 6y,u,eT NPUCYTCTBOBATb BO BpeEMA MHCNEKLUN U
AaBaTb Pa3bACHEHUA MO BO3SHUKAKOLWMM BOMNPOCam,

e) rapaHTMpoBaTb HaAfe)kallee M CBOEBPEMEHHOE BbINOJIHEHUE MNAHOB KOPPEKTUPYIOWUX U
npeaynpeauTeNbHbIX MeponpuUATUIA ANA YCTPaHEHUA BbIABNEHHbIX BO BPEMA UHCNEKUUN HeAOoCTaTKoB
(HecooTBeTCTBUIM) C yCcTaHOBAEHMEM MPUOPUTETOB MO KPUTUYECKMM M CyLWECTBEHHbIM HegocTaTKam
(HecooTBeTcTBUAM).

4.5. IHcneKuMoHHble cbopbl

C60pb| 3a nposeaeHune MHCI'IGKLI,VIVI B3MMaAKOTCA B COOTBETCTBMU C 3aKOHOOATE/IbCTBOM roCcyapcCTB-
4Y1EHOB.

5. Aygut cuctembl papmaKoHag3opa
5.1. CTpyKTypbl 1 NpoLeccol

5.1.1. Ayaut cuctembl papmMmaKoHag30pa U ero Lenu.

5.1.1.1. Uenblo npoBeaeHus ayguta cucTembl ¢apmakoHaasopa ABAAETCA MNOATBEpKAeHUe
COOTBETCTBUA U 3PEKTUBHOCTU BHEAPEHUA U GYHKUMOHMPOBAHMA cucTeMbl hapMaKoHag3opa NyTem
aHa/M3a U OLLEHKM OB BEKTMBHbIX GpaKTOB, BK/HOYAA CUCTEMY KauecTBa cucTeMbl GbapmaKoHag3opa.

5.1.1.2. Ayaut npepctasnsetr coboi cUCTEMATUYECKUIA, YNOPALOYEHHbIN, HE3aBUCUMBbIN U
AOKYMEHTUPOBAHHbIN NPOLLECC NONyYeHUA U 06BEKTUBHOM OLLEHKM GAKTOB, XapaKTepusyowmx paboty
cuctembl  GapmaKoHag30pa, C LUenblo OnpeaeneHusa CcTeneHW BbIMNOJHEHUA KpUTepueB ayauTa,
CNocobCTBYOWMX YAYYLLIEHUIO NPOLLECCOB YNPABAEHUA PUCKAMK, KOHTPOAA U yNpaBAeHNA NpoLeccamu.
Ayputopckue $aKTbl COCTOAT M3 3anNUCel, AOKYMEHTANbHbIX NOATBEPKAEHUIN AN UHOW UHPOPMaLUN,
KOTOpas MMeET OTHOLLEHWE K KpUTEPUAM ayauTa U Noanaetca nposepke. KpuTepun ayauTta oTpaKatoT
CTaHAapPTbl BbINOJHEHUA U KOHTPOA AEATENIbHOCTM, MO OTHOWEHMIO K KOTOPbIM BbIMOAHAETCA OLEHKa
NPOBEPAEMOI CTOPOHbI U ee AeATeNbHOCTU. MPUMEHUTENBHO K cucTeme GapmaKoHaa30pa KpUTepum
ayauTa A0MXKHbI OTparkaTb TpeboBaHMA, NpeabaBasemble K cucteme GbapmakoHaa3opa, B TOM 4Yucie K
cMcTeMe  KauyecTBa  BbIMOAHAEMbIX npoueayp Mo ¢dapmakoHag3opy, KoTopble oOnpeaenawoTca
TpeboBaHMAMM 3aKOHOA4ATENbCTBA FOCYAaPCTB-Y1E€HOB M HacToAwmX Mpasuma.

5.1.2. OcHOBaHHbI Ha PUCKe NOAX0A K ayauTam cucTembl papmakoHaa3opa.



OCHOBaHHbIM Ha PUCKE MOAXOAO0M ABNSAETCA TaKOM MOAXOA, MPU KOTOPOM MCMO/b3YIOTCA METOAbI
onpeaeneHun obnactn pucka. Mof pUCKOM MNOHMMAETCA BEPOATHOCTb HACTyMn/eHUs cobbiTuA, KoTopoe
OKaXKeT BANSAHME Ha AOCTUNKEHME NOCTAB/IEHHbIX Lefiei, C y4eTOM Cepbe3HOCTM ero nocaeacTsuii u (unm)
BEPOATHOCTU He obHapysKeHua apyrumm meTtogamu. OCHOBAHHLIM Ha PUCKe MNoAxod K ayauTam
OPUEHTMPOBAH Ha 061aCTU CAMOT0 BbICOKOTO PUCKa A5 cUcTeMbl papMaKoHaA30pa OpraHM3aLmm, B TOM
yucne NS CUCTEMbI KayecTBa cucTeMbl papmaKkoHagsopa. MepBocTeneHHOe 3HaYeHWe UMeeT PUCK
NPUYMHEHUN Bpeaa 340P0Bbl0 HaceneHusn. PUCK OLLEHMBAETCA Ha CeyoLWMX STanax:

nnaHMpoBaHMe ayauTa Ha CTPaTerMyeckom ypoBHE, pe3y/bTaTOM KOTOPOro AB/AAETCA cTpartervs
ayauTa (40AroCpoYHbIN NOAXOA), KOTOPan A0/MKHA YTBEPKAATbCA BbICLLIMM PYKOBOACTBOM;

nnaHMpoBaHMe ayauTa Ha TaKTMYECKOM YPOBHE, Pe3y/bTaTOM KOTOPOro ABAAEeTCA nporpamma
ayauTa, yCTaHOB/IEHME Lefiei ayanTa, a Takxe 06/1acTu pacnpocTpaHeHus ayauTa;

NAaHUPOBaHME ayAuTa Ha ONepaTMBHOM YPOBHE, Pe3yNbTaTOM KOTOPOro ABAAETCA NiaH ayauTa
LNA OTAENbHbIX ayAUTOPCKMX 3343y, onpenesneHne NpUopuTeToB 3a4a4 ay4MTa Ha OCHOBaHUM OLLeHKM
PWCKOB, UCNONb30BaHME METOA0B BbIBOPOYHOrO NCCNeA0BaHMUA U TECTUPOBAHWA, OCHOBAHHbIX Ha PUCKE,
OTYETHOCTb NO pe3ynbTaTaM ayAUTOB B COOTBETCTBMM C OTHOCUTENIbHBLIM YPOBHEM PWCKA, A TaK¥Ke
peKoMeHAaLMM Mo ayauTy.

OueHka PUCKa A0/1XKHa OOKYMEHTA/IbHO NoATBEPXAATbCA ON1A CTPAaTErM4eCKoro, TaktTu4eCckoro 1
OonepaTnuBHOro nJiaHMpoBaHUA ayAMTopCKOVI AeATENbHOCTU CUCTEMDI d)apN\aKOHap,sopa B OpraHu13sauunmn.

5.1.2.1. MnhaHnpoBaHMe ayanTa Ha CTpaTermnyeckom ypoBHe.

5.1.2.1.1. CtpaTterus ayauta npeacraBnseT cobon onpeaeneHme Ha BbiCLeM YPOBHE NAaHUPOBaHUS
aYAUTOPCKMX MEPONpPUATUIA, MPOBEAEHNE KOTOPbIX 3an1aHMPOBAHO Ha CPOK bonee 1 roaa (Kak npasuno,
Ha cpok 2 - 5 net). CTpaTerns ayguta BKAOYaeT B cebA nepeyeHb ayAUTOPCKUX NPOBEPOK, BbINOJHEHME
KOTOPbIX MOXET 6biTb A0CTaToOuHbIM. CTpaTerna aygurta UCNoNb3yeTca gnsa onpeaeneHua obnacty,
HaMeYeHHOM ANA MNPOBeAeHWA ayauTa, TeMbl ayamMTa, a TaKXKe MeTOAOB M AonyweHui (BKAto4as,
HanpMmep, OLLEHKY PUCKa), Ha KOTOPbIX OCHOBaHa NporpaMmma ayauTa.

5.1.2.1.2. CrpaTerMa ayguta [O/I)KHAQ OXBaTblBaTb OPraHM3auMio YMpaBAEHUA MPOLLECCOM,
ynpaBieHne pucKkamum W  CpeacTBa  BHYTPEHHEro KOHTPOAA BCEX COCTaBAANOWMX  CUCTEMbI
dbapmaKoHa30pa, BK/OYAA cieayrome:

a) Bce npouecch! 1 3a4a4n cuctembl GapmMaKoHaa30pa;
6) cMcTema KayecTBa A4eATeNbHOCTU B cucTeme papMaKkoHa[30pa;
B) B3aMMoAencTBue 1 CBA3YIOLWME 3BEHbA C APYrMMU NoApa3geeHnamum (Npu HeobxoanmmocTtn);

r) meponpuatTMa no ¢apmaKoHaA30py, NPOBOAMMbIE MNOAYMHEHHLIMW OPraHU3aAUUAMU WU
[AeNerMpoBaHHble ApYyrol opraHv3auMu (Hanpumep, PervuoHasbHbIM LEHTpaM, NpPeacTaBAfIOLMM
MHPopMaLMio, buananam gepKaTtens PerucTpalMoHHOro YAOCTOBEPEHUA, TaKUM TPETbUM /IMLAM, KaK
noAapAAHble OpraHM3aLmMm 1 Apyrue AepKaTen PerncTpaLmMoHHbIX YA0CTOBEPEHN).

5.1.2.1.3. ®aKTopbl pMCKa, KOTOpble CAeAyeT yYuTbiBaTb MPM BbINOSHEHUM MNPOLEAYpPbl OLEHKM
pWCKa, BKAKOYALOT B ceba B TOM Ymncne ciegytolme GakTopbl:

a) U3MEeHeHUs B 3aKOHOAATeNbCTBE rOCYyAapcTB-4/ieHOB Mo ¢apMaKOHaA30py WM HaCTOALLMX
Mpasunax;

6) KpynHas peopraHusauma uau apyrme npeobpasoBaHua cuctembl GpapmakoHag3opa, CAMAHUA,
npuobpeTeHus;



B) U3MEHEHME KAYEeBbIX YNPaBieHYEeCKUX GYHKUNIA;

F) PUCK HEXBAaTKM HagaexXalwnum o6pasoM NoAroToBNAEHHbLIX W  OMbITHbIX COTPYAHWKOB
dbapmakoHaasopa (Hanpumep, BBUAY 3HAUMTE/IbHOW TEKYYeCTM nepcoHana, HeaoCTaTKoB B npoueccax
0byueHus, ysenmyeHuns obbemos paborT);

[) CyllecTBeHHble M3MEeHeHUus B cucteme dapmakoHaa3opa C MOMEHTa Npegdplaylero ayaura
(Hanpumep, BBEAEHME HOBOW Ha3bl AAaHHbIX MO AEATENbHOCTM MO papMaKoHaA30py UAW 3HaYUTEeIbHOe
06HOB/IEHWE CyLLecTBYOWen 6a3bl AaHHbIX, UIBMEHEHUA MPOLLECCOB U BUAOB AEATENbHOCTU C Yy4EeTOM
HOBbIX TPeboBaHUIM 3aKOHOAaTEeNbCTBA rOCYAapCTB-Y1EHOB);

€) nepBblit NEKapCTBEHHbIM npenapaT Ha pbiHKe (4N AepXkaTtenen perucTpaunoHHbIX
YO0CTOBEPEHUIA);

) NeKapcTBeHHbI NpenapaT Ha pPbiHKe C BBEAEHHbIMM MEpPamMU MUHUMU3ALMU PUCKOB WU
APYrMMM yCIOBUAMM 06paLLeHUs, CBA3aHHbIMK € Npoduiem 6e30MacHOCTM IeKAPCTBEHHbIX MPEnapaTos
(Hanpumep, HazHaYeHWe AONOIHUTENIbLHOTO MOHUTOPUHTA);

3) cteneHb KPUTUYHOCTU nNpouecca, B HaCTHOCTU:

ANA YNONHOMOYEHHbIX OPraHOB roCyapCcTB-Y4/1€HOB - HAaCKO/IbKO KpUTUYHa 061acTb UK npouecc
Mo OTHOLWIEHWUIO K Hagnexallemy GyHKLUMOHMPOBaHMIO cucTemMbl dapMaKoHaA30pa rocy4apcTB-4aeHoB U
o6LLel Lenm cucTeMbl 34paBOOXPaHEHUS;

ONS peprKatenei perucTpaLMoHHbIX YAOCTOBEPEHUI - HACKOJIbKO KPUTMYHA 061acTb MK npoLecc
Mo OTHOLWEHWIO K Hagjexallemy ¢yHKUMOHMPOBAHUIO cUcTeMbl dapmakoHagsopa. Mpu npuHATAK
peleHna O nNpOBEAEHUW ayAauTa Kakoro-nmbo ¢uavana wam  TpeTbero Jvua  gep:kaTesb
PErucTpPaunoHHOro YAOCTOBEPEHUS AO/IKEH YYUTbIBAaTb XapaKTep M KPUTUYHOCTb MEepOomnpusaTUi Mo
dapmaKkoHag30py, KOTopble MPOBOSATCA B HacTosAlee Bpems GUAMAZIOM WAM TPeTbeil CTOPOHOM OT
MMEeHW AeprKaTens permcTpaLMoHHOro yA0CTOBEPEHUS, MOMUMO yyYeTa ApyrMx GaKTOpPOB, BKIOYEHHbIX B
HacTosLLeN nepeyeHb;

1) pesynbTaTtbl NpeablaylWmxX ayauTos (MPoBOAUAUCL NN KOoraa-nnbo ayauTbl 3Toi 0bnactu nau
npouecca, pesyibTaTthl NpeablayLlwero ayamTa);

K) BblABJ/IEHHbIE NpoueaypHble HEQOCTATKU (HECOOTBETCTBMFI), KacCarowmneca KOHKPETHbIX obnacren
AeATeNbHOCTU NN NPOoLLECCOB,

N) Apyrve OpraHuM3auMOHHbIE U3MEHEHWA, KOTopble MOTYT HEeraTMBHO OTPa3WUTbCA Ha obnactu
AeATeNbHOCTM WAM npouecce (Hanpumep, €civM MPOUCXOAUT M3MEHEeHMEe TaKoW BCMOMOraTe/lbHoM
bYHKLMK, KaK MHPOPMAUMOHHO-TEXHOIOTMYECKAn NOAAEPIKKA).

5.1.2.2. NMnaHnpoBaHWe ayaAnTa HAa TAaKTUYECKOM YPOBHE.

5.1.2.2.1. Mporpamma ayguta npeactasnaset coboi nepeyeHb ayamMToB, COCTOALLMIA U3 O4HOMO UAN
HECKO/IbKMX ayAMTOB, 3aMniaHMPOBaHHbIX Ha KOHKPETHbIM CpoK, obbluHO Ha 1 roa. MoaroToBka
nporpaMmmbl ayAuTOB AO/IKHA OCYLECTBAATLCA B COOTBETCTBMM C A0/ITOCPOYHON CTpaTernen ayguta.
Mporpamma ayamta Ao0KHa 6biTb 0406peHa BbICLWIMM PYKOBOACTBOM C 06LLeli OTBETCTBEHHOCTbIO 33
onepaTUBHYIO M YNPABAEHYECKYIO CTPYKTYPY.

5.1.2.2.2. MNporpamma ayauta OCHOBbIBAETCA Ha HaA/exalleil OLeHKe PUCKOB M A0/KHA 6biTb
OpUEHTMpPOBaHa Ha OLIEHKY CeAyIoLMX acneKToB:

a) cuctema Kadectsa cuctembl GapmaKkoHaa30pa;

6) KpUTUYECKME NpoLecchbl B cUcTemMe papmMaKkoHaA30pa;



B) K/IlOUEBbIE CUCTEMbI KOHTPOIA, ONUPAOLLMECA Ha MePoNpPUATUA papmMmaKkoHaa30pa;
r) 06.1acTu BbICOKOrO p1CKa nocie BHeApPeHMs NpoLeayp KOHTPOAA U Mep MUHUMMU3ALMKN PUCKa.

5.1.2.2.3. OcHoBaHHaA Ha pWUCKe Mporpamma ayauta AO/XKHA TaKXKe y4uTbiBaTb pe3y/ibTaTbl
npeablayLwux ayAnToB B 4YacTU HEA,0CTaTOYHOrO OxBaTa ob1acTein AeATeNbHOCTM, HaNpPaB/IeHUIA BbICOKOTO
PUCKA, a TaK¥Ke HEMOCPeACTBEHHOIO YKa3aHUs PyKOBOACTBA U (M1M) 1L, KOTOPbIE HECYT OTBETCTBEHHOCTb
3a cuctemy bapmakoHaz30pa.

5.1.2.2.4. JJoKymeHTaLma Nporpammol ayanuTa AOMKHA BKAOYATb B ceb6A KpaTKoe onucaHue nnaHa
KaXk[0ro ayanta, KOTopbii byaeT nposedeH, B TOM Yncie obbem aygmTta n uenm. O6ocHoBaHUE CPOKOB,
NepuoanYHOCTM U 0b6bema OTAEe/bHbIX ayAWTOB, KOTOPblE ABAAKTCA YacTbio MPOrpamMmmbl ayauTOB,
[OJIKHbl OCHOBbIBATLCA HA AOKYMEHTa/IbHO O0POPMIEHHON OLeHKe pUCKOB. OCHOBaHHbIE HA OLEHKe
puUCKa ayauTbl cuctembl (apmMaKoHaA30pa AO/KHbI BbINMOMHATLCA PEryisapHO B COOTBETCTBUM C
TpeboBaHMAMM 3aKOHOAATE/NbCTBA rOCYAAPCTB-Y/IEHOB M MEXAyHapoOHbIX [O0roBOPOB M  aKTOB,
cocTaBasowmx npaso Cotosa. BHeceHne 060CHOBaHHbIX U3MEHEHWIA B NPOrpammy ayauTa A0MKHO ObiTb
HaaNexalwmm obpa3om AOKYMEHTUPOBAHO.

5.1.2.3. MnhaHnpoBaHMe 1 OTYETHOCTb NO ayAUTY Ha ONEepPaTUBHOM YPOBHeE.
5.1.2.3.1. MnaHupoBaHue u cbop AaHHbIX Ha MecTax.

OpFaHVI3aLI,VIFI AO/IXKHa BHEAPUTb npoueaypbl, NPpUHATbIE B BNAE AOKYMEHTOB B NMUCbMEHHOM
d)olee, C y4eTOM NNaHNpPOoBaHMA U nposeaeHUA OTAE/IbHbIX ayaAUTOB. CpOKVI peannsautmmn BCcex mep,
HGO6XOAMMbIX ANnA BbINO/IHEHNA OTAE/IbHOIO ayauTa, A0/1XKHbI 6bITb YCTaHOB/1IEHbI B COOTBETCTBYOLWNX
npoueaypax, CBA3aHHbIX C npoBeaeHnem ayguta. OpFaHM3aLI,WiI AOJ/TKHa obecneunTb nposeaeHue
ayanToB B COOTBETCTBUU C I TUMU NpouenypamMmun CornaCcHO HaCtoAlemy pasgeny.

OTpenbHble ayauTbl cucTembl GapmMaKoHaA30pa LO/KHbl MPOBOAMTLCA B COOTBETCTBUM C
YTBEPKAEHHOM Nporpammoli ayguTa, OCHOBAHHOM Ha pPUCKax B COOTBETCTBMM C nyHKTOm 5.1.2.2
HacToawwmx Mpasua. Mpy NIaHUPOBAHWUM OTAE/bHbIX AyAUTOB ayAUTOP ONPesensieT u OLEeHMUBAET PUCKH,
conpsKeHHble C paccmaTpyMBaemon 06/1acTbio, MPUMEHASA Camble Nogxoasawme MeToabl BbIGOPOYHbIX
nccnepoBaHnii U TeCTUPOBaHUA. MeToZ BbINOIHEHUA ayAnNTa HagNexKalumMm obpasom JOKYMEHTUPYeTCS
B NNaHe NpoBeAeHus ayanTa.

5.1.2.3.2. OT4eTHOCTD.

BbiBOAbI ayAUTOPOB AOKYMEHTA/IbHO OTPaXKaloTCcA B ayAMTOPCKOM 3aK/lOYEHUN U CBOEBPEMEHHO
[OKNaAbIBAlOTCA PYKOBOACTBY. lpouecc ayauTa A0MKeH BKAOYaTb B cebs mexaHM3Mbl nepesayn
BbIBOAOB ayauWTa O6bEKTy ayauTa, MNoJyYeHMsa ob6paTHOM CBA3M W NpeacTaBlAeHUSA ayOUTOPCKOM
OTYETHOCTU PYKOBOACTBY M 3aMHTEPECOBAHHbIM CTOPOHAM, B TOM YMUCAE AMLAM, OTBETCTBEHHbLIM 3a
cuctemy dapmaKkoHaz30pa, B COOTBETCTBUM C TpeboBaHUAMM 3aKOHOAATE/IbCTBA rOCYAapCTB-4NEHOB U
MeXAyHapoAHbIX AOroBOPOB M aKTOB, COCTaBAAloLWMX npaso Colo3a, U pekomeHZauuaMu No ayauty
cuctembl  papmaKkoHag3opa. PesynbTaThl ayauTa  [AO/MKHbI MPeAcTaBAATbCA B COOTBETCTBMM  C
OTHOCUTE/NbHBLIM YPOBHEM pPUCKA WM KAAacCMPUUMPOBATLCA C LENbl0 YKa3aHUA WX KPUTUYHOCTM Mo
OTHOLLEHMIO K PUCKaM, BAUAIOWMM Ha cucTemy GapmaKoHaa30pa, NPoLEecChl U KOMMOHEHTbI NPOLLECCOB.
Cuctema KnaccudmKaumm 4oaKHa 6bITb onpegeneHa B ONMCaHNM CUCTEMbI KadecTBa GpapmaKoHaa30pa U1
[AO/IKHA YYUTbIBATb CNeaytolme NoporoBble 3HaUYeHUs, KOTopble cleayeT UCM0Ab30BaTh B AaNbHelLweN
OTYETHOCTH:

KPUTUYECKMM ABAAETCA NPUHUMMMANbHBIA HeA0CTaTOK (HECOOTBETCTBME) OAHOMO UM HECKONbKMX
NPOLECCOB MAW BbIMOAHAEMbIX NPoLEeAyp cUcTeMbl papmMaKkoHaA30pa, KOTOPbIM HEraTUBHO BAMAET Ha
BClO cucTtemy dapmakoHagsopa U (unamn) npasa, 6esonacHocTb M 6narononyyme naumeHToB, U (KMaun)
npeacrasnsetr cob6oii NOTEHUMANbHYIO Yrpo3y 340POBbi0 HaceneHua U (MAun) cepbesHoe HapylleHue
TpeboBaHMII 3aKOHOAATENbLCTBA OCYAAPCTB-YNEHOB WM MEKAYHApPOAHbIX [OOrOBOPOB W  aKTOB,
coctasnaowmx npaso Coto3a;



CylwecCTBeHHbIM ABNAETCA 3HaYUTENbHbIN HeOOoCTaTOK (HeCOOTBeTCTBVIE) OOHOIro UIN HECKOJZIbKUX
NPOLEccoB WAM BbINOJHAEMbIX Npoueayp cuctembl GapmMaKoHag30pa, WAM  NPUHLMMAMANBHbIN
HeAOoCTaToK Kakon-nmbo yvactu OAHONro MANM HEeCKO/NIbKMUX npoueccos mAM BbINONHAEMbIX npoueayp
dapmaKoHaZi30pa, YTO OTPULLATENIbHO CKasbiBAaeTCA Ha BCem npolecce M (MAM) NOTEHUMANbHO MOXeT
CKa3aTbCsA Ha npaBax, 6e3omacHOCTM M 6aaronoslydynun nauueHToB, U (MAKW) MOXKET NpeacTaBAAaTb
NMOTEHUMANbHYIO OMacHOCTb AAS 340pOBbA HaceneHus M (Mau) npeacrasnser coboit HapyweHue
TpeboBaHMIA 3aKOHOAATENbCTBA T[OCYOAPCTB-YNIEHOB W MEMAYHAPOAHbIX [OroBOPOB M  aKTOB,
cocTaBasAowmx npaso Cotosa, KOTopoe, O4HAKO, HE CHUTAETCA CePbe3HbIM;

HeCyLLeCTBEHHbIM SIBJINETCA HEAO0CTATOK (HECOOTBETCTBME) KAKOrO-IMH60 KOMMOHEHTA OLHOro Uau
HECKOJ/IbKMX MPOLLECCOB MM BbIMOJIHAEMbIX Mpoueayp cucTtembl GpapmakoHaA30pa, KOTopble, Kak
OXKWAAETCA, HE MOTYT OTPULLATE/IbHO CKa3aTbCA Ha BCel cucTteme papmMakoHaA30pa uan npouecce, v (uam)
npasax, 6e3onacHocTM KU 61aronoAy4Ynn NaLMeHTOB.

Mo BoMpocam, KoTopble HeobxoAMMO pewaTtb B CPOYHOM MopsaaKe, Heobxoaumo
HesameanuTeibHo MHGOPMUPOBATL PYKOBOACTBO 06bEKTA ayAunTa 1 BbiCLLee PYyKOBOACTBO.

5.1.2.4. JeicTBns, OCHOBAHHbIE HA pe3y/ibTaTaxX ayAuTa M Noc/ieAyoLLero KOHTPOAA ayAnTOB.

5.1.2.4.1. HesameannTenbHble 4EMACTBMA, ONepaTUBHbIE AENCTBUS, AENCTBUA B Pa3yMHble CPOKM, a
TaKKe BOMPOCbl, MO KOTOPbIM HEOOXOAMMO CPOYHOE MPUHATUE pelleHus Mbo  CpoyHoe
MHOOPMMPOBaAHME, YKa3aHHble B HACcToALleM pasgene, npeaHasHayeHbl AA BbINOJHEHUA B CPOKM,
KOTOpble ABAAKTCA HaAJ/IeXalWwMmMM, YMECTHbIMU M COOTBETCTBYIOLMMWU OTHOCUTENBLHOMY PUCKY ANA
cuctembl  dpapmaKkoHagsopa. Heobxogumo  yCTaHOBWUTb  MPUOPUTETbI  KOPPEKTUPYIOWUX U
npeaynpeauTenbHblXx AeUCTBUMI  ANA  YCTPAHEHWUA BbIABAEHHbIX KPUTUYECKUX W CYLLECTBEHHbIX
HeA0CTaTKoB (HECOOTBETCTBMI). TOUYHbIE CPOKM AEWUCTBMIA, CBA3AHHbLIX C BbIABJAEHHbIM KPUTUYECKUM
HeA0CTaTKOM (HECOOTBETCTBMEM), MOFYT BAapbMPOBATbCA B 3aBMCMMOCTM OT XapakTepa BblBOAOB U
3an1aHMPOBAHHOrO AECTBUA.

5.1.2.4.2. PyKoBOACTBO oOpraHusauum obecrneymMBaeT Ha/MyMe B OpPraHMsauMmM MexaHU3Ma,
NO3BO/IAIOLWErO HaZeXKallMm 06pa3om peLlaTb BONPOCHI, CBA3aHHbIe C pe3ybTaTaMu ayaAnTa CUCTEMBI
dapmakoHagzopa. Komnnekc MeponpuaTUin AONXKEH BKAOYATb B ce6A aHANM3 M3HAYaIbHOW MPUYMHBI
BbIABNEHHOIO0 HEAO0CTaTKa, BAMAHWUA BbIABNEHHbIX PEe3y/nbTaTOB ayAuTa, @ TaKKe MOAroTOBKY MNJaHa
KOPPEKTUPYIOLLMX U NpesynpesmTesibHbIX MeEPONPUATHIA.

5.1.2.4.3. Bbicllee pyKOBOACTBO U NMUQA, HAAENEHHbIE PYKOBOAALWMMM MOJHOMOYNAMM, O0/KHbI
no3aboTUTbC O TOM, 4YTOObI NpeanpuHATL Bce Heobxoaumbie 3GPEKTUBHbIE MEpbl NO YCTPaHEHUIO
HeO0CTaTKOB, BbIABAEHHbIX B Mpouecce ayauta. BbiNoNHEHMEe CcOornacoBaHHbIX AENCTBUM O0MKHO
CUCTEMATMYECKM KOHTpOAMpoBaTbcA. WMHPopmauma o xoae peanmsaunm KOPPEKTUPOBOYHbIX U
npeaynpeanTenbHbIX MEPONPUATUIA OONXKHA MNEPUOAUYECKN A0BOAMTLCA A0 CBEAEHMA BbICWLEro
pyKoBoacTBa coobpasHO 3annaHMpOBaHHbIM AelcTBuAM. lNoaTBepKAeHMe 3aBeplUeHMA KOoMMNeKca
KOPPEKTUPOBOYHbLIX W  NpeaynpeauTenbHbiX  MEPONPUATUA  OO0/MKHO  Haafnexawum obpasom
OOKYMeHTUpoBaTbcA. lMporpamma ayguTta Ao/KHaA NpeaycmMaTpuBaTb MOTEHLMANIbHYIO BO3MOMKHOCTb
NPOBeAEHNA KOHTPO/IbHbIX ayAuTOB, KOTOpPble BbIMNOAHAOTCA N0 Mepe HeobxoAMMOCTU, C LENbio
NoATBEpPXAEHNA 3aBEPLUEHUA BbINOIHEHWNA COMNAaCOBAaHHbIX AENCTBUIA.

5.1.3. Cuctema KayecTsa U AOKYMEHTMPOBAHUA.
5.1.3.1. KomneTeHTHOCTb ayAUTOPOB M yNpaBAEHUA KA4eCTBOM ayAUTOPCKON AeATENbHOCTMU.
5.1.3.1.1. He3aBMCMMOCTb 1 06BEKTUBHOCTb ayAuTa U paboTbl ayAUTOPOB.

OpFaHMBaLI,MFI AO/1XKHA HAa3HAa4YUNUTb KOHKpeTHOEe LU0, KOTOpoe 6yp,eT OTBEYaTb 3a AeATE/NIbHOCTb NO
ayanTty B obnactu d)aprv\aKOHa,u,30pa. [JeAtenbHOCTb MO BbINOJIHEHUID  AyAMTOB  CUCTEMBI
¢apmaKOHap,3opa AO0/1XKHa 6bITb HE3aBUCUMOWA. PyKOBOACTBO OpraHusaumu OO0AXKHO obecneuntb U
OOKYMEHTUNPOBATb HE3AaBUCUMOCTb U 06bEKTUBHOCTb ayanTopos..



Ayautopbl A0/MKHbI 6biTb CBOGOAHLI OT BMeLWaTeNbCTBa B onpeaeneHve obbema ayauta,
nposeaeHne ayanta cuctembl hapmakoHaasopa u nHGopmMmMpoBaHMe O pesybTaTax ayauta. OcHoBHasA
OTYETHOCTb A0/1XKHa HaMNpPaBAATLCA BbICLIEMY PYKOBO/ACTBY, KOTOPOE HECceT NoJ/IHY OTBETCTBEHHOCTb 33
NCMOMIHUTENbCKYIO M yNPaBAeHYECKYIo CTPYKTYPY, UTO MO3BOAAET ayAUTOPY BbINOAHATL CBOM 06A3aHHOCTM
M NpeacTaBAATb He3aBUCMMOE M O6bLEKTMBHOE ayAMTOPCKoe 3aKkadeHue. AyauTopbl  MOryT
KOHCY/IbTUPOBATbCA C 3KCMepTaMu, NMepcoHaNoM, y4acTBYOWMM B npoueccax no ¢apmakoHaasopy, a
TaKXe C IMLOM, YNOSTHOMOYEHHbIM Mo GpapmaKkoHaA30py, NPU COXPaHEHUN HEMPEAB3ATOrO OTHOLWEHUA U
OTCYTCTBMM BAUAHMNA HA O6BEKTUBHOCTb M KAYeCTBO BbINOHAEMbIX PaboT.

5.1.3.1.2. KBaaudukaums, npodpeccMoHaIn3m, ONbIT U HEMPEPbLIBHOE MOBbIWEHUE KBa/MPUKaLUK
ayauTopoB.

Ayautopbl foMKHbI 061agaTb Tpebyemoit KBanndpuKaumen 1 NOAAEPKNBATb €e B YacTM 3HAHUN,
HaBbIKOB M cnocobHocTel, Heobxoaumbix Ana 3dPeKTUBHOro NPoBeLEHMA ayAUTOPCKUX MEPONPUATUIA
cuctembl dapmaKoHag3opa, a TaKkKe OAs yd4acTua B HUX. AyauTopbl A0/KHbI 061a4aTb HaBblKamMy,
YMEHUAMM U 3HAHMAMM B YaCTU:

a) NPUHUMNOB, NpoLUeayp U MeTOA0B ayamuTa;

6) cyllecTBylOWMX HOPMATUBHbIX MPABOBLIX aKTOB, PYKOBOACTB W Apyrnx TpeboBaHWM,
OTHOCAWMXCA K cucTeme GpapmMaKkoHaA30pa;

B) MepONpUATUA, NPOLLECCOB M Npoueayp dapmakoHansopa;
r) cuctem ynpasneHus;

[) OpraHn3aLMOHHbIX CUCTEM.

5.1.3.1.3. OueHKa KayecTBa ayaMTOPCKOMN AesTeIbHOCTHU.

OLeHKa KayecTBa ayaUTOPCKOM AeATe/lbHOCTM MOXKET OCYLLEeCTBAATLCA MNOCPeACcTBOM TEKyLLen u
nepuoanyYeckoin OLEHKN BCel ayAMTOPCKON AeATeNbHOCTW, OT3bIBOB OOBEKTa ayanTa M CaMOOLEHKM
ayAUTOPCKOMN AeATeNbHOCTU (Hanpumep, KOHTPO/Ib KayecTBa ayAUTOPCKON AeATelbHOCTU, cobatoaeHme
KoAeKca NoBeAeHus, NPorpamm ayguTa U ayAuToOPCKUX Npoueayp).

5.1.3.2. AyguTbl, NnpoBegeHHbIe BHELHUMM NOCTaBLMKAMUM ayAUTOPCKMUX YCAYT.

OcHOBHasA OTBETCTBEHHOCTb 33 QYHKLMOHMPOBaHUE U 3PPEKTUBHOCTb CUCTEMbI hapMaKoHag30pa
NeXUT Ha opraHMsauMu. B ciyyae ecnn opraHusauma NPUHUMAET pelleHne NPUBerHyTb K BHELWHeMy
NOCTaBLMKY ayAUTOPCKUX YCAYT ANA BbINONHEHWUA TpeboBaHMI No ayauTy cuctemsl papmakoHaa3opa Ha
OCHOBE COOTBETCTBYIOWMX TpeboBaHMI HacToAWwmX Mpasua, cneayeT cobaocTu cnegytowme TpebosaHua:

a) TpeboBaHMA M NOArOTOBKA OLEHKM ayAUTOPCKOrO PUCKa, CTpaTernu ayamTa, Nporpammbl ayauTa
N OTAENbHbIX ayaUTOPCKUX 3a4aHNI AOMKHbI BbiTb A0BeAeHbl OpraHun3auMen 40 CBeAEeHUS BHELHUX
NOCTaBLMKOB YCAYr B MTUCbMEHHOM hopme;

6) 06bem paboThbl, 3ag4a4M M NpoueaypHbie TpeboBaHUA K NPOBEAEHUIO ayauTa A0/MKHbI 6bITb
AOBefeHbl opraHMsaumelt 40 CBEAEHUA BHELHMX NOCTABLLMKOB YCAYT B MMCbMEHHOW Gpopme;

B) OopraHunsauma AOO0NXKHA NOoNy4YnTb [OOKYMEHTA/ibHOE noAareepXXgeHne He3aBUCMMoCctTn ¢
0B6BEKTMBHOCTM BHELLIHUNX NOCTaBLWHMNKOB ayAUTOPCKUX YCNYT,

r) BHELWHMWI NOCTaBWMK ayAWTOPCKMX YCAYr AO/KEH TaKke cobaoaaTb COOTBETCTBYOWME
TpeboBaHMA, NPEeAYCMOTPEHHbIE HacToALMMM NpaBunamm.

5.1.3.3. XpaHeHue oTyeTOB 06 ayauTax.



Otyetbl 06 ayauTax M cBeAeHWs, NOATBEPXKAAlOLWME 3aBeplieHne AeNCTBUI No pesysibTaTam
ayauTa, AOJIKHbI XPaHUTbLCA B COOTBETCTBUM C TpeboBaHMAMM, YKa3aHHbIMM B pasgesie 2 HACTOALMX
MNpasun.

5.2. TpeboBaHMA K NpoBeAeHMUI0 ayauTa

5.2.1. lepKatenn perncTpaLmMoHHbIX yA0CTOBEPEHUIA.
5.2.1.1. TpeboBaHuMA K NpoBeAEHUIO ayauTa.

[eprkatenu pernctpaLmoHHbIX YA0CTOBEPEHUIA 06A3aHbl peryiapHo NPoBOAUTb OCHOBAHHbIE Ha
pUCKe ayaAuTOPCKME MPOBEPKMU CBOEMN cucTeMbl papMaKoHa[30pa, BKAKYAA ayaAUT CUCTEMbI KayecTBa
cuctembl GpapmakoHagsopa, C Lenbto obecneyeHUs COOTBETCTBUA AEWMCTBYIOLLEM CMCTEMbl KayecTBa
npeabasaseMbiM TpeboBaHuAM. [aTbl NpoBeAeHUs ayauTOB M pe3y/bTaTbl NPOBEAEHHbIX ayAUTOB, a
TaK)Ke KOHTPO/IbHbIX ayAUTOB AO/KHbI HaaeXalmm 06pa3om AOKYMEHTUPOBATLCA.

5.2.1.1.1. Inuo, ynonHoMmo4eHHOe No papmaKoHaA30py B rOCyAapCcTBaX-4/ieHax.

Mo, ynonHomouyeHHoe No papmMaKkoHaA30py B roCyAapcTBax-uieHax, AOIKHO NoayYaTb OTYETbI O
pesy/nbTaTax ayAuTa cucTembl $papMaKkoHaA30pa, a TaKKe NpeacTaBAaATb MHOOPMAaULMIO ayauTopam,
MMEIWMM OTHOWEHME K OLEHKEe PWCKOB, BK/OYAs CBEAEHUS O COCTOAHWM  BbINOJHEHMS
KOPPEKTUPYIOWMUX U NpeaynpeanTebHbIX MeponpuaTuii. JIuuo, ynolHOMOYEHHOoe Nno ¢apmMaKkoHag3opy
B rOCyAapcCTBax-yYseHax, AO/KHO MoayyYaTb MHPOPMaUMIo O pesysibTaTax oboro ayauTa, MMEOLWero
OTHOLWEHME K cucTeme ¢apMaKoHa[30pa B roCyAapcTBax-yjeHax, BHE 3aBMCMMOCTM OT MecCTa ero
npoBeaeHus.

5.2.1.2. YNonHOMOYEeHHble OpraHbl rocy4apCTB-4/1€HOB.
5.2.1.2.1. TpeboBaHUs K NPOBELAEHMIO ayanTa.

YNO/IHOMOYEHHbI OpraH rocyfapcTBa-y/ieHa [OJ/IKEeH PeryispHo NpoBOAUTb He3aBUCUMMble
NPOBEPKM 3aZay cucTembl papMaKkoHaA30pa rocyAapcTB-Y1eHOB, PEryAspHbIA ayauT CBOEN CUCTEMbI
dapmaKkoHag30pa M OCHOBAHHbIE HA PUCKax ayamTbl CUCTEMbI KauyecTBa C Lenblo obecnevyeHus
COOTBETCTBMA CUCTEMbI KayecTBa nNpeabsaBasembim TpeboBaHuAM. [aTbl NpoOBeAEHMSA W pe3ynbTatbl
NPOBEeAEHHbIX ayAMTOB, a TaKKe KOHTPOJIbHbIX ayAMTOB AO/IKHbI  Hagjexalwum ob6pasom
A OKYMEHTUPOBATLCA.

5.2.1.2.2. NpuHATaA meTo40N10ruUA.

B uenax obecneyeHUss cornacoBaHHOro M rapMOHU3NPOBAHHOIO NJIaHNPOBAaHUA U peannsaunmn
ayanToB U NoArotoBkMN UX OTHETHOCTU ayaAUTbl, NpoBOAMNMbBIE B YNO/THOMOYEHHbIX OpraHax rocyaapcre-
4y1eHoB, A0/1*Hbl OCHOBbLIBATbCA Ha I'IpMHHTOVI TEPMUNHONOTUN N METOA0/10TUMN.

5.2.2. TpeboBaHUs K ay4UTOPCKOM OTYETHOCTMU.
5.2.2.1. OTY4ETHOCTb AepKaTena PerMcTpaLnoHHOro ya0CTOBEPEHMUA.

5.2.2.1.1. [ep:KaTenb pPerucTpauMoHHOro YyAOCTOBEPEHUA AO/KEH BKAOYMTb MOSACHUTENbHYHO
3aMMcb NO KPUTUYECKMM W CYLLLECTBEHHbIM pe3y/ibTaTam ayamuTa cuctembl GpapmakoHag3opa B macTep-
daiin cuctemol papmakoHagzopa. OCHOBbIBAACb Ha pe3y/bTaTax ayauTa, AeprKaTesb PerncTpaumoHHOro
YAOCTOBEPEHUA A0/MKEH 0becneymTb NOArOTOBKY U peann3aumio COOTBETCTBYIOLLErO MaaHa, B KOTOPOM
noApo6HO YKasblBalOTCA KOPPEKTMPYOLWME U NpeaynpeanTenbHbie meponpuatua. fNocne BbiNoAHEHUA
KOPPEKTUPYIOWMUX U NpeaynpeauTenbHbiX MEPONPUATUIA B NOHOM obbeme 3anucb B mactep-daine
MOXeT bbITb yaaneHa. [na yganeHusa Kakux-nMbo cBefeHWin, Kacalowmxca ayauTa, us macrep-odaiina
cuctembl bapmaKkoHagsopa TpebytoTca 06beKTUBHbIE MOATBEPKAAIOWME AaHHbIE.



5.2.2.1.2. leprKaTenb perncTpaLMoHHOro yA0CTOBEPEHUA A0KEH 0becneynTb BKAOYEHME CMMCKa
BCEX 3aM/laHMPOBAHHbLIX W MPOBEAEHHbIX aAyAMTOB B MNPWU/IOXKEHWE K MacTep-painy cuctemol
dbapmakoHaa30pa, a TaKKe BbIMONHEHWE BCEX 3aN1aHUPOBAHHbIX ayAMUTOB € cobntofeHnem 06a3aTenbeTs
NO OTYETHOCTU, NPEeAYCMOTPEHHbIX 3aKOHOAATEe/IbCTBOM rOCyapCTB-4neHoB, HacToAwmnmm Npasnnamu u
BHYTPEHHMMW NPABUIAMMU, MPUMEHAEMbIMW K OTYETHOCTU. [laTbl U pe3ynibTaTbl NPOBeAeHHbIX ayauTOoB, a
TaK)Ke KOHTPO/IbHbIX ayAUTOB AO/IKHbI HagaexKawmnm obpasom 4OKYMEHTUPOBATLCA.

5.2.2.2. OT4eTHOCTb YNOJIHOMOYEHHbIX OPraHOB roCyAapCTB-4/1EHOB.

YNo/IHOMOYEHHbIE OpraHbl rOCYAapCTB-Y/1€HOB A0/XHbl rapaHTUPOBaTh, YTO OHM obecrneynsatoT
cobntogeHne 0643aTeNbCTB NO NPEACTaBAeHMI0 OTYETHOCTM NO BbINOJIHEHHbIM ayaMTaM B COOTBETCTBUM
C HacToAwmMM MNpaBunammn, MexayHapoaHbIMM 40roBopamm 1 aKTamm, coctasastolmmm npaso Cotosa,
N 3aKOHOAAaTEe/NIbCTBOM rOCYAapCTB-Y/IEHOB, @ TaKMKe BHYTPEHHUMM NpaBuaaMu, NPUMEHAEMbIMU K
OTYETHOCTW.

5.2.3. KoHduaeHumanbHOCTb.

C poKkymeHTamu 1 nHdopmaumen, cobpaHHOM BHYTPEHHUM ayaUTOPOM, cneayeT obpalatbca ¢
cobnopgeHnem TpeboBaHWIi 3aKOHOAATENBCTBOM FOCYAapPCTBA-Y/IeHa, B TOM 4ucie B cdepe 3almThl
NepCcoHaNbHbIX faHHbIX U KOHPUAEHLMaNbHON MHPOPMaLMK.

6. Cnctema ynpas/ieHUA pUCKamMu
6.1. BeegeHune

I'Ipou,ecc ynpasaeHnAa puckamm CoOCTouT ns 3 B3aMMOCBA3aHHbIX 1 NOBTOPAOLWNXCA CTa,D,MIZI

COCTaB/ieHNE XapPaKTeEPUCTUKU ﬂpOd)MﬂFI 6e3onacHOCTH NNEKapPCTBEHHOrNo npenaparta, BK/KYaA
N3BEeCTHbIE N HEN3BECTHbIE aCMNEKTbI;

nNaHMpoBaHMeE AeATeNbHOCTM Mo GAPMaKOHaA30pPYy MO XAaPAKTEPUCTUKE PUCKOB U BbIABAEHUIO
HOBbIX PUCKOB, @ TaK!Ke NoBblleHMe 06LLEero ypoBHA 3HaHUIM 0 Npoduae 6e30MacHOCTU 1EKAPCTBEHHOTO
npenapara;

naaHNpoBaHME U ocywecTBaieHne 4eATeIbHOCTU N0 MUHUMU3aAUNN FIOC!'IE,D,CTBMVI PUCKOB, a TaKXe
OLUeHKa 3d)d)eKTVIBHOCTM 3TOM AeATeNnbHOCTU.

6.2. CTpyKTYypbl 1 NpoLeccol

6.2.1. MpUHUMNbI yNpaBAeHNA PUCKAMMW.

OCHOBHOW Uenblo npouecca ynpaBieHUa puckamu naAsaseTca obecneyeHve NpPUMEHEHUA
NeKapCTBEHHOro npenapaTta Npyv MaKCMManbHO BO3MOXHOM MPEBbILEHUN MOAb3bl OMNPEAENEHHOro
NeKapCTBEHHOrO Npenapara (MM COBOKYMHOCTU IeKapCTBEHHbIX MPENapaToB) Haj PUCKaMM A1 KaXKA0ro
nauyeHTa U ANa LeneBbiX Nonyaauunii B Les oM. ITO MOXKeT 6biTb 4OCTUTHYTO NyTEM YBEANYEHUA NOJb3bl
WU NYTEM CHUMXKEHMA PUCKOB. MpoLecc ynpasaeHUsa PUCKamMM HOCUT UMKAUYHbINA XapaKTep M COCTOUT U3
NOBTOPAIOLMXCA 3TANOB MO ONPeAENIEHNIO M aHANN3Y PUCKOB U NOJb3bl, OLLEHKE COOTHOLWeHMA "Nonb3a -
puck" ¢ onpegeneHMem BO3MOMXKHOCTM ONTUMM3AUMKM, BbIGOPY WM NAAHUPOBAHWUIO METOLOB
XapaKTEPUCTUKM W  MMHMMM3ALMM PUCKOB, BHEAPEHUIO MEPONPUATMIA MO XapaKTEPUCTUKE U
MWHUMU3AUMN PUCKOB, CO60PY AaHHBIX C MOHUTOPUHTOM 3GPEKTUBHOCTU NPUHATLIX Mep.

6.2.2. OTBETCTBEHHOCTb 3a YNpPaBAEHNE PUCKAMM B PaMKax OpraHmnsaumu.

OCHOBHbIMM y4aCTHUKaM#n npouecca, HenocpeacrBeHHO BOBJIEHEHHbIMM B MNJ1aHNPOBaAHUE
ynpasaieHna pPUCKaMU N1IEKAPCTBEHHbLIX MPenapaToB, ABAAKTCA AepXaTe/n pPerncrtpaumMoHHbIX
yAOCTOBepeHMVI M YyNOZIHOMOYEHHbIE OpraHbl rocyaapcre-4,1€HOB, OTBETCTBEHHbIE 3a peryanposaHume



npouecca obpalleHna NeKapCcTBEHHbIX NpenapaTos.
6.2.2.1. lep>KaTenn perncTpaLmoHHbIX YyA0CTOBEPEHWIA.

B oTHOwWweHMM npouecca ynpaBaeHUA PUCKAMMU, CBA3AHHbIMWU C BbINYCKAaeMbIM JI€KAapPCTBEHHbIM
npenapaTtom, Aepxate/b PerncTpaulMoHHOro yaocrtoeepeHmnA HeceT OTBETCTBEHHOCTb 3a:

a) obecneyeHne MOCTOAHHOTO KOHTPO/IA PUCKOB, CBA3AHHbLIX C MPUMEHEHMEM JIeKapCTBEHHOro
npenaparta, B COOTBETCTBMM C TpeboBaHNAMM 3aKOHOAATENbCTBA rOCYAAPCTB-UY/IEHOB M npeacTaBaeHue
no/ly4aemblx pe3sy/ibTaToB B COOTBETCTBYIOLLME YNOJIHOMOYEHHbIE OpraHbl rOCy4apCcTB-4Y/1eHOB;

6) NpuHATME BCEX HEOBXOAMMbIX Mep AN MUHUMM3ALMU PUCKOB, CBA3AHHBLIX C MPUMEHEHUEM
JIeKapCTBEHHOro Mpenaparta, a TaKKe ANA OAOCTUMKEHUS MaKCMMasbHO BO3MOXKHOW MO/b3bl, BKAOYaAs
obecrneyeHne [OCTOBEPHOCTUM MHOOPMaLMKU, MPeACTaBAAEMON [AeprKaTesieM PerucTpaunoHHoOro
YOOCTOBEPEHMA B OTHOLIEHUM JIEKAPCTBEHHbLIX MpenapaToB, ee CBoeBpemeHHoe O6HOoBAEeHME U
npeacrasaeHMe HoBol MHPopPMaL MM NO Mepe ee NoAyYeHUs.

6.2.2.2. YNONHOMOYEHHbIe OpraHbl Focy4apcTB-41€HOB.

O6s3aHHOCTAMM YNO/ITHOMOYEHHbLIX OpPraHoOB TroCyadapcCTtB-41€HOB B OTHOWEHWMU npouecca
ynpassieHnA pUCKkamMum ABNAAIOTCA:

a) NOCTOSIHHbLI MOHWTOPWHT MOJIb3bl U PUCKOB JIEKAPCTBEHHbIX MPEernapaToB, BKAKOYAA OLLeHKY
COOOLIEHNII O  BbIABAEHHbIX  HEXenaTesbHbIX  Peakuuax, MNPeACTaB/leHHbIX  AepyKaTensamu
PEerncTPaunoHHbIX Y40CTOBEPEHUI, MEAULMHCKMMU U GapMaL,EeBTUYECKUMMN PAaBOTHUKAMM, MALUEHTAMM
M NONlYYEHHbIX U3 APYrMX UCTOUYHMKOB MHPOPMaLMK (Mpn HeobXoaAMMOCTH);

6) NMPUHATUE COOTBETCTBYHOWUX PETYNATOPHbLIX MEP N0 MUHUMMU3AUUN PUCKOB, CBA3AHHbLIX C
NEeKapCTBEHHbIMU Mpenapatamu, w” obecneyeHne nonyyeHnAa MaKCUmaJibHO BO3MOXKHOM nonb3bl,
BK/tloYan obecneyeHMe TOYHOCTU WU MOJIHOTbI BCeM VIHd)OpMaLI,VIVI, ﬂpeACTaBﬂFIEMOﬁ Aepxarenamm
PErncTpaLlMoHHbIX y;l,OCTOBGpEHMﬁ B OTHOWEHUN NEKAaPCTBEHHbIX NPENApPaToB,

B) obecneyeHue BbINOJHEHNA MepOI'IpVIFlTMﬁ no MUHMMN3AL NN PUCKOB HAa HAUMNOHA/IbHOM YPOBHE,;

r) apPeKTUBHbIMN 0BMEH AaHHbIMWM C 3aMHTEPECOBAHHbIMM CTOPOHAMM NPWU HAANYMK HOBOW
[OCTYNHON MHPOPMALMK. B 3TOT 06MeH BXOgMT npepocTaBieHMe MHPOPMALMN B COOTBETCTBYIOLLEM
dopmaTe naumeHTam, MeaULMHCKUM 1 GapMaLEeBTUYECKMM PaboTHUKAM, Fpynnam NauueHToB, HayYyHbIm
coobuiectBam 1 T.4,;

A) obecneyeHne NPUHATMA COOTBETCTBYHOLMX MEP MUHMMM3ALLMM PUCKOB (MPU UX onpeseneHun)
BCEMWU AEeprKaTeNAMM PErncTPaLMOHHbIX YAOCTOBEPEHUA B OTHOLWEHMM KaK OPWUrMHAMbHBIX, TaK M
BOCMPOWN3BEAEHHbIX, BUOAHANOMMYHbIX IeKaPCTBEHHbIX NPenapaTos;

e) npeacrasneHne MHGoOpMaLMM APYrMM YNoJHOMOYEHHbIM OpraHam rocygapcTs-Y41eHOB, B TOM
yncne yeedoMNeHME O toboiN aeATenbHoOcTM no obecneyeHUo 6e30MacHOCTM B OTHOLUEHUM
NeKapCTBEHHOro npenapaTa, BKAo4Yana yBegomaeHne ob usmeHeHusax B MHGopmaunm o6 opurmHaabHoOm
NeKapCcTBEHHOM npenapare.

6.2.3. Llean nnaHa ynpaBneHmna puckamm.

6.2.3.1. MnaH ynpaBneHua puckamu (ganee - MYP) cogepKUT MHPOPMALMIO, KOTOPas A0/KHA
COOTBETCTBOBATb C/leAyoWmMM TpeboBaHMUAM:

a) onpeaenaTb U XxapaKTepmnsosaTb NPoduab 6e30NacHOCTU eKapCTBEHHOrO Npenapara;

6) yKasblBaTb, KakMm 06pa3soM MOMKHO AOMONAHATb Aa/SbHENMLLYIO XapaKTepucTUKy npoduna
6e30MacHOCTU NEKAPCTBEHHOrO Npenapara;



B) AOKYMEHTA/IbHO MOATBEPXKAATb MPUHATME Mep MO NPeAoTBPALLEHMIO UAN MUHUMMU3ALUM
PUCKOB, CBA3aHHbIX C NMPUMEHEHMEM NEKAPCTBEHHOrO MpenapaTa, BKAKOYaA OLeHKY 3pPeKTMBHOCTU
OAHHbIX MEPONPUATUN;

r) [AOKYMEHTa/sbHO MOATBEPXKAATb BbINOJHEHUE MNOCTPErNCTPALMOHHbBIX 0653aTenbCTB Mo
obecneyeHnto 6€30MacHOCTU MPUMEHEHUS, BBEAEHHbIX MPU PErMCTPALLMMN NeKapCTBEHHOro npenaparTa.

6.2.3.2. [na BbINo/HEHMA TPeboBaHMN, YKasaHHbIX B MNyHKTe 6.2.3.1 HactoAwwux [pasun, B
nHpopmaumto, cogepatlyrocs B MYP, AonKHbI ObITb BKAOYEHbDI:

a) onncaHue U3BECTHOM N Hen3BecTHOW MHbopmaLumn o npoduae 6e30nacHOCTM IeKapPCTBEHHOTO
npenapara;

6) yKasaHue, KakoBa CTeneHb YBEPEHHOCTU B TOM, YTO 3 HEKTUBHOCTL JIEKAPCTBEHHOIO NpenaparTa,
NpoAEMOHCTPUPOBAHHAA Y LLeNEeBbIX MOMNYAALUA NPU NPOBEAEHUM KIMHUYECKMX UCCAeloBaHUA, byaeT
[O0CTUraTbCA B NMOBCEAHEBHOW MEAULMHCKOW NPaKTUKE, U AOKYMEHTa/IbHO NOATBEPKAaTb BO3MOMKHYIO
HeobxoaMMOoCTb nccnenoBaHnn 3PpPeKTUBHOCTU B NOCTPErUCTPALLUOHHOM Nepuose;

B) yKa3aHWe NJaHMpPyemoro cnocoba oueHKM 3pGeKTMBHOCTU Mep MO MUHUMM3ALMU PUCKOB.

6.2.3.3. NYP agnaetcs AMHAMMUYHO U3MEHSAIOLWMMCA, CaMOCTOATE/IbHbIM AOKYMEHTOM, KOTOpPbI
OOMKeH OOHOBAATLCA Ha MPOTAMEHUW BCEro *KM3HEHHOTrO LMKNA NeKapCTBeHHoro npenaparta. Ons
JIeKapCTBEHHbIX NpenapaTtos, Tpebytowmx coctaBneHunsa NMOOB, HekoTopble (Y4acTn) mogynaum MYP moryT
MCNONb30BaTbCA B Lenax coctaBnenmsa NOOB.

6.2.4. Ctpyktypa MNYP.

MYP BkntoyaeT B ceba 7 MHPOPMaLMOHHbIX YacTen:

yacTb | - 0630pHas MHPOPMALMA NO NeKapCTBEHHOMY Npenapary;

yactb Il - cneumdmKauma no 6esonacHoCcTuU:

moaynb Cl - snnaemmnonorna nokasaHW No LLeaeBbiM NONYAALUAM;

moaynb Cll - BOKNMHMYeCcKan 4YacTb;

moaynb Clll - Bo3gencTBMe NnekapCTBEHHOIO NpenapaTa B Xo4e KNMHUYECKUX NCCAeA0BaHUI;
moaynb CIV - nonynsaumm, He nsydeHHble B X04e KNMHUYECKUX UCCNea0BaHUM;
moaynb CV - NOCTPerncTpaLMoHHbIN ONbIT TPUMEHEHUS;

moaynb CVI - nononHuTenbHble TpeboBaHMA K cneunounKaumm no 6esonacHocTy;
moaynb CVII - aeHTUPUUMPOBaAHHbIE U NOTEHLMA/BbHbBIE PUCKU;

moaynb CVIII - o6obuieHHas uHdopmauusa no npobiemam no 6esonacHoCcTy;
yacTtb Il - nhaH no ¢papmakoHaa3opy;

yacTb IV - nnaH NOCTPErucTPaLMOHHbIX UccaefoBaHU 3GPEKTUBHOCTY;

yacTb V - mepbl N0 MUHUMM3ALUN PUCKOB (BKAtOYAA OLEHKY 3G DEKTUBHOCTU MEP MUHUMM3ALMN
PUCKOB);

yacTb VI - pestome MMYP;



yactb VII - npnnoxeHua.

Echn TIYP cocTaBnAaetcA Ha HECKO/IbKO JIeKApCTBEHHbIX MpenapaTtoB, A/A KaXaoro wus
JIEKapCTBEHHbIX NPenapaToB A0/*KHA ObITb NpeayCMOTPEeHa OTAe /IbHas YacTb.

6.2.5. MoapobHoe onucaHue Kaxaon yactu MYP.

6.2.5.1. Yactb | MYP - o630pHaa nHbopmaumsa No NeKapcTBEHHOMY npenapaTy (NeKkapcTBeHHbIM
npenapartam).

[aHHasA yacTb A0/KHA coaepaTb aAMUHUCTPATUBHYIO MHPopmaumio o MYP, a Takke 0630pHYtO
MHbOpPMaLMIO N0 SIeKapCcTBEHHOMY Npenapary (1ekapcTBeHHbIM NpenapaTam), Ha KOTopoe cocTaBaseTcA
nyp.

YKa3aHHasA 4acTb AO/IKHA COAEPKATb CeAYIOLLYI0 MHPOPMALMIO:
a) HbopmaLma 06 aKTMBHOM BelLecTBe:

aKkTUBHble dapmaLeBTUYeckme cybcTaHL MK (AeACTBYIOLIME BELLLECTBA) 1EKapCTBEHHOrO NpenapaTa
(nekapcTBeHHbIX NpenapaTos);

dapmakoTepanesTMyeckas rpynna (Kog ATX (ATC));

HaMMeHOBaHMe AepKaTens PerncTpaLMoHHOro ya0CTOBEPEHUS;

AaTa 1 rocy4apcTBo NepBon perncTpalmm B mupe (ecam npuMeHnmo);

AaTa 1 rocy4apcTBo, B KOTOPOM HblI0 HAYaTO MeAMULMHCKOE NPUMEHEHUE (eCIM NPUMEHUMO);
KO/IMYECTBO IEKAPCTBEHHbIX NPENAPaTOB, KOTOPbIE BKAOYEHbI B MYP;

6) agMUHUCTpaTUBHaA MHopmauma o MYP:

AaTa OKOHYaHuA cbopa AaHHbIX B paMKax Tekyuero MNYP;

AaTta npepcrtasnenuna NYP n Homep Bepcuu;

nepeyeHb Bcex yactel u moaynen MYP c npeacraBneHnem nHbopmauunm o gate u sepcun NYP, B
paMKax KOTOPOro B Noc/ieAHUIM pa3 06HOBAAANCL U NPEACTaBAAANCD YAaCTb AN MOAY/b;

B) MHPOPMaUMA MO KaKAOMY NEKAPCTBEHHOMY NpenapaTy, BKAloYeHHoMy B MYP:
TOProBble HAMMEHOBAHWA B rOCyAapCTBaxX-u/ieHax;

KpaTKoe onucaHue fieKapcTBEHHOro NpenapaTa (BKkAoYatowee B ceba: XMMUYECKUIA KNacc, KpaTKkoe
onuncaHWe mexaHuM3mMa AencTBUA, BarKHYyl0 MHOOPMALMIO O ero coctaBe (Hanpumep, NPOUCXOXKAEHME
aKTMBHOrO BELLECTBa BUONOIMUYECKMX NEKAPCTBEHHbIX NPENapaToB, COOTBETCTBYIOLMX aabloBAaHTOB A
BaKLMH));

nokasaHus (ogobpeHHble M Npegnaraemble (eCAn NPUMEHUMO));
peKMM A03MpoBaHuNs (040bpeHHbIV M Npeanaraemblit (€civ NPpUMeHUMo));
NeKapcTBeHHble GopMbl U A403MpoBKa (0406peHHble U Npeanaraemble (€CM NPUMEHUMO));

06LLEMMPOBON PEryAATOPHBIN CTaTyC C yKa3aHMeMm No CTpaHam (4aTa perucrTpauuu Uan oTKasa B
peructpauuu, pAaTa pasMelleHMa Ha pbiHKe, TeKylWM CTaTyc perucrpaumu, noAcHUTE/bHble
KOMMEHTapuu).



6.2.5.2. Yacto Il MYP - cneumdpuKkaums no 6€3onacHoCTu.

Uenbto [aHHOM YacTuM sABAAeTCcA npeacTtaBneHMe KpaTkoro ob63opa npoduna 6esonacHoctu
JIeKapCTBEHHOro npenapaTa C YKa3aHuMem W3BecCTHoM WHbopmauum no 6e30macHOCTM, a TaKxKe
onpeaeneHun pasaenos npoduna 6e3onacHOCTU, No KOTOPbIM 6€30MacHOCTb He ABAAETCA AOCTAaTOYHO
nsyyeHHon. CneumduKkauma no 6e3onacHOCTM A[OMKHA NpPeacTasnaTb cobon pestome  BaXKHbIX
NMAEHTUOULMPOBAHHbIX PUCKOB JIEKAPCTBEHHOTO NpenapaTa, BaXKHbIX MOTEHLMA/bHbBIX PUCKOB U BaXKHOM
oTcyTcTBylowe nHpopmauumn. Cneumdukaums no besonacHoctn B MYP dopmupyeT ocHoBY naaHa
dapmakoHaa30pa 1 NaaHa MMHUMKW3ALMU PUCKOB.

Cneundurauma 6esonacHocTn B MYP BKAtoYaeT B ceba 8 pas3nenos:

moaynb Cl - anuaemmonorna nokasaHuii No LefesbiM NONyAALUNAM;

moaynb Cll - LOKNMHMYeCcKan 4YacTb;

moaynb Clll - Bo3aencTeme 1eKapCTBEHHOIO NpenapaTa B Xo4e KIMHUYECKUX UCCeL0BaHNIA;
moaynb CIV - nonynaumm, He usydeHHble B X04,e KNMHUYECKUX UCCNe0BaHUI;

moaynb CV - NOCTperncTpaLMoHHbIN ONbIT TPUMEHEHMS;

moaynb CVI - nononHuTenbHble TpeboBaHMA K cneunounKaumm no 6esonacHocTy;

moaynb CVIl - ngeHTMPULMpoBaHHbIE M NOTEHLMNA/bHbLIE PUCKY;

moaynb CVIII - o6obweHHas nHopmauus no npobiemam no 6esonacHoCcTyU.

Cneundukauma no 6e30MacHOCTM MOMKET BKAOYaTb B ceba A0NONHWUTENbHble 371eMeHTbl B
3aBUCMMOCTM OT CBOMCTB /IeKapCTBEHHOro Npenapara, NPorpaMmbl ero pa3paboTKu 1 U3ydeHUs, BKAoYas
acnekTbl KayecTBa WU MX BAMAHME Ha npodunb 6esonacHocTn U 3OPEKTUBHOCTU NEKapCTBEHHOro
npenaparta, pUCcKa, CBA3aHHOIo ¢ GOPMOI BbIMyCKa, M MHbIX acNeKkToB, MOANPULMPYIOLWLMX NPOdUb
6e30nacHOCTW.

6.2.5.2.1. Moaynb Cl NYP - annaemunonorusa nokasaHui no uenesbim nonyasumusam.

3Nnaemnonorus MnokasaHui ABNAETCA NpPegMeTOM OMNUCAHWA M OLEHKM B AaHHOM moay/e.
OnucaHne [O/MKHO BKAOYATb B Ce6S OLEHKY YpPOBHA 3ab0/1eBaeMoCTW, PacnpoCTPaHEeHHOCTH,
CMEPTHOCTM, PacnpOCTPaHeHHbIX B LEeNeBOM MONyAsuMM CONYTCTBYIOWMX 3aboneBaHnMin M no
BO3MOKHOCTU A0/XKHO 6bITb NPEACTaBAEHO CO CTPAaTUPMKALMEN NO BO3PaACTY, NOY U pacoBoMy U (Mau)
3THMYECKOMY NPOUCXOXKAEHWMIO. Pasnnuma B 3aNUAEMMONOIMM B PasHbIX PErMOHaxX TaKMKe [O/KHbI
nofsepratbCcA oOUEHKe M onucaHuio. CneayeT TakKe npenocTaBuTb MHGOPMAUMIO O BaXKHbIX
ConyTCcTBYOWMX 3a601€BaHMNAX LLENEBOM NONYAALMM U BO3SMOXKHOM BANAHUM IEKaPCTBEHHOrO NpenapaTa
Ha CONyTCTBYIOLLYIO NaTonoruio. B moaynb BKAoYaeTca MHOpMauma o nNpeanoiaraeMoM HasHayeHun
NeKapCTBEHHOro npenapaTa, Hanpumep, MpeAHasHayeH AW NEKAPCTBEHHbIM npenapaTt Aan
npodMNaKTMKM 3aboneBaHunii, ANA NPeAOTBPALLEHMA HEKOTOPbIX CEPbe3HbIX WMCXOO40B B CBA3M C
onpeaeneHHbIMM  3a60/1€BaHUAMM  WUAM A8 TOPMOMKEHMSA  MNPOrPeccMpoBaHMA  XPOHUYECKOTo
3aboneBaHuMA. [Lo/KeH TakKe BbiTb NpeacTaBAeH KpaTKMi 0630p MecTa IeKapCTBEHHOro npenaparta B
TepaneBTMYECKOM apCeHase IeKapCTBEHHbIX NpenapaTos.

6.2.5.2.2. Mogynb ClI MYP - AOKANHUYECKAA YacTb.

HaHHbii moaynb MYP A0NKeH coaeprkaTb Pe3tome BayKHbIX AaHHbIX, MOMYYEHHbIX B pe3y/bTaTte
npoBeAeHNA AOKAMHUYECKMX UCCAeA0BaHN 6e30NacHOCTU, Hanpumep:

nccnengoBaHMe TOKCUMYHOCTU (K}'IIO‘-IEBbIe AaHHbleé O TOKCMYHOCTW, nNnoJay4YeHHble B XoAe
nccnegoBaHuA, Hanpumep, o XpOHMHECKOI‘a TOKCUYHOCTH, peI'IpOAYKTMBHOﬁ TOKCUYHOCTHU,



3MBPMOTOKCUYHOCTM, TEpPaTOreHHOCTN, HedpPOTOKCMUYHOCTM, renaTOTOKCUYHOCTU, FeHOTOKCUYHOCTH,
KaHLEeporeHHoCTu);

AaHHble 06 061X hapMaKoNOrMYEeCKMX CBOMCTBAX (Hanpumep, BANSHUE Ha CEPeYHO-COCYANCTYIO
cucTemy, BKAoYasa yaanHeHme QT-UHTepBana, HePBHYO CUCTEMY U T.4.);

[aHHble O peakumMaxX B3aMMOAeNCTBMA NEKaPCTBEHHOTO Npenapara;
MHble AaHHble O TOKCUYHOCTU.

B moayne fomKHa coaepkaTbcst MHGOPMALMA O 3HAUYMMBbIX TOKCUYECKUX CBOMCTBAX M aKTyaibHOCTU
BbIBOAOB MPW MCMOb30BaHMM Ha NOAAX. 3HAYMMOCTb OAHHbIX OMPEAEensieTca NPUMEHUTENbHO K
CBOWMCTBAaM JIEKAPCTBEHHOrO Mpenaparta, OCOOEeHHOCTAM Le/fieBOM NOMyAsLMM U ONbITY MPUMEHEHUS
Nofo06HbIX COeAVHEHWNI UM NMOAXOL0B K TEPANMM NPU MPUMEHEHMM NEKAPCTBEHHbIX NPENAPATOB TOM XKe
rpynnbl. MOMUMO 3TOrO, AO/MIKHbI OBCY}KAATbLCA aCMeKTbl KAYeCcTBa, B C/Iy4ae eC/iv OHW MOTYT 3HaYMMO
0Tpa3uTbCcs Ha Npodune 6€30MacHOCTM JIEKAPCTBEHHOrO Npenapara (B YaCTHOCTH, BayKHas MHopmMaums
06 aKTMBHOM BeLECTBE WM €ero NpuMecsx, Hanpumep, TEeHOTOKCUYECKUX npumecsax). Ecam
JIEKApPCTBEHHbIV MpenapaT npefHasHayYeH AN MPUMEHEHUs KEeHLWMHaMK AeTOpPOAHOro BO3pacTa, B
[OKYMEHTE A0/IXKHbI ObITb YTOMAHYTbI AaHHbIE O PENPOAYKTUBHOW TOKCUYHOCTM U BAIMSIHUW HA Pa3BuUTHE
nioga, a TaKXKe O MNOCNeACTBMAX MCMONb30BaHUA JIEKApPCTBEHHOrO Mpenapata Yy AaHHOW rpynnbl
nauyeHToB. MHdpopmaumio no npoynm ocobbiM rpynnam HaceneHusa HeobXoAMMO NpPUBOAWUTL B
3aBMCUMOCTU OT YTBEPKAEHHDbIX MOKA3aHMWI U LLesIeBOM NOoNyAsaL MK, a TaKKe OT He0b6X0AMMOCTU HanunsA
KOHKPETHbIX SOKAMHUYECKNX OAHHBbIX.

6.2.5.2.3. Moaynab Clll NMYP - BO34eiCTBME NEKapCTBEHHOro npenapata B XOA4e KAMHUYECKUX
nuccneaoBaHuUmn.

B moayne A0NXHbI 6biTb NpeacTaBAeHbl AaHHble O MauMeHTax, KoTopble 6blan BKAOYEHb! B
KAMHUYECKME uccnenoBaHUA (Ha KaKux rpynnax nauueHToB WM3ydanca JieKapCTBeHHbIM npenapar).
[aHHble A0MXKHbI BbITb NpeacTaBaeHbl B GopmaTe, yaobHOM AN aHanusa, Hanpumep, B dopme Tabaumu,
unu rpadpukos. O6bem nccnegyemon NonynauMm AoaKeH 6biTb NOAPO6HO ONMCaH C yKazaHUem AaHHbIX
0 KOMYecTBe NaluMeHTOB M BPEMEHHOro NPoMeXKyTKa (B BuAe "nauneHto-net", "naumeHro-mecsues"), B
TeyeHWe KOTOPOro nauMeHTbl NoABeprasucb BO3AEWCTBUIO NEeKapCcTBEHHOro npenapaTa. [aHHble No
NnonynAaunAM, BKNHOYEHHbIM B KAMHUYECKNE UCCNe0BaHUSA, TaKKe A0/KHbI BbiTb CTPAaTUDULMPOBaHbI B
3aBUCMMOCTU OT TMNA McCNeAoBaHMA (NONYAAUUKN, BKAOYEHHbIe B OCAenNeHHOoe pPaHA0oMM3UpPOoBaHHOe
uccnenoBaHue, U NONyAAUMM, BKAKOYEHHble BO BCe KAMHMYECKMe uccienoBaHus). CTpatuduKauma

NoNyAAUMOHHBIX NOATPYNM TAaKUX B CIYYanAX, KaKk NPaBUIO, BKNOYAET B cebs:
BO3pPacT v noJi;
NoKasaHus;
[O3UPOBKY;
pacoBOe NPOUCXOXKAEHME.

MpPoAoMKUTENbHOCTD BO3AEWCTBMA A0/MKHA 6biTb UM306paxkeHa aubo rpaduyeckn (nytem
HaHeceHMA Ha rpaduK ToUYeK, COOTBETCTBYIOLLMX KOMYECTBY NaLUMeHTOB U BpemeHn), nmbo B dopmate
Tabnuupl.

B cnyvae HEO6XOAVIMOCTVI AO0/XKHa 6bITb npeacraBieHa MHd)OpMaLI,MFI 0b n3y4yeHumu BO3A€I7ICTBVIFI Ha
oTAaeNnbHble NoNynAUMOHHbIE Tpynnbl (6eperv\eHHb|e XEeHWMWUHbI, KopmMmAllne matepu, nauuneHTbl C
noye4yHom HeAO0CTaTO4YHOCTbIO, ne4yeHo4YHOM HeAOCTAaTOYHOCTbIO, HapyweHnAMU Cep,ﬂ,eqHO-COCV,ﬂ,MCTOVI
CNCTembl, nogrpynnbl HaceneHnA C COOTBETCTBYHOLWLMM reHeTUYECKUM I'IO/'IMMOpd)VBMOM). TakXe JoMmKHa
6bITb YKa3aHa CTeneHb TAXeCTn HapylweHuA d)yHKLI,VIVI noyekK, nevyeHn wuaun cepp,equ—cocy,a,MCToﬁ
CNCTEMDI, a TaKXXe reHeTn4yeckoro nonmmopd)mma).



Mpu NpeacTtaBneHUN AAHHbLIX O BO3pPacTe [0/KHbl OblTb BbIOpaHbl KaTeropmun, KOTopble MMET
OTHOLLEHME K LieneBor nonynaumn. [laHHble No NneamaTpuyecknm 1 NoXKMabiM NauMeHTam 0NXKHbI ObITb
pasgenieHbl B COOTBETCTBMM C MPUHATbIMU BO3PACTHLIMW KaTeropuamm (Hanpumep, no Kateropuam 65 -
74 net, 75 - 84 net v cTtapwe 85 neT Ana NOXWAbIX NaumMeHToB). Oaa SIeKapCTBEHHbIX NPenapaTos,
obnapatowmx TepaToreHHbIM AENCTBUEM, CTPATUPUKAUMA AOMKHA CTPOUTHCA UCXOAA M3 BO3PACTHbLIX
KaTeropuii XeHCKOM YacTu nonyaauumn coobpasHo AeTopoaHOMY MoTeHuMany. UTorosble pesynbTaTbl
AOJIKHbI NPEACTaBAATLCA B KOHLE KaXKAoW Tabauubl Uav guarpaMmbl (Mo mepe HeobXoaMMOCTH).

3a MCK/OYEHMEM C/ly4aeB, Koraa 3TO ABAAETCA HeobXOoAMMbIM, AaHHble MO KAMHUYECKUM
MCCNeaoBaHMAM AOJIKHbI NpeacTaBaaTbca B 0606ueHHON dopme ¢ CymmMUpPOBaHMEM MOKasaTesiel no
rpadam u pasgenam (ecam 3to obocHoBaHO). B cnyyae ecnim ofHa M Ta Ke rpynna naumueHTos bbinia
BK/IloYeHa B bosiee yuem 04HO Mccef0BaHKe (Hanpumep, NPOAO/KEHNE OTKPbLITOro HabtoaeHUs nocne
OKOHYaHMUSA KAMHNYECKOro UCCeA0BaHMNSA), OHa BKAKOYAETCA B TabauLy No rpynne Bo3pacTa, noJsia 1 pachl
OAVH pas. B cnyyae ecnm mexay Tabanuamm BO3HUMKAET HECOOTBETCTBME MO YMC/Y NaLMEHTOB, A0/KHbI
6bITb AaHbl COOTBETCTBYIOLLME Pa3bACHEHUA.

Ecnn MYP npeacTtasnaeTca BMmecTe C 3aABieHMEeM Ha BHeCeHuMe HOBOro NMOKasaHWA, OTAEeNbHO B
Hayane [AHHOIo MOAY/A M B CBOAHbIX Tabamuax AOMXKHbI OblTb NpeacTaB/ieHbl AaHHble MO HOBOW
NeKapcTBeHHoM dopme uam cnocoby BBeAEHUS, AaHHbIE KIMHUYECKUX UCCNeA0BaHUM, cneundmryHble ans
OAHHOTO MOKa3aHums.

6.2.5.2.4. Mogynb CIV MYP - nonynauum, He nsyyeHHbIe B XO4e KNMHUYECKMX UCCIeL0BaHNA.

B gaHHoOM moayne MYP ponkHa 6bITb npeacTaBaeHa MHGOPMAUMA O TOM, Kakue MoArpynnbi
nauneHTOB LeNeBbiX NONyAsALMIi He 6blIM U3yYeHbl UM BbIAN U3YYeHbl UL B OTPAHUYEHHON CTENEHM B
npeaenax rpynn nNauMeHTOoB, BK/IOYEHHbIX B KAMHUYECKMEe nccnenoBaHuaA. OrpaHUYeHUs KAMHUYECKUX
NCCNef0BaHNA TaKKe [O/MKHbl ObiTb NPeACTaB/iieHbl C TOYKM 3pPEHWUA PesieBaHTHOCTUM KpuTepues
BK/IIOYEHWA U HEBK/IOYEHMA B OTHOLUEHUWU LeNeBbiX NOMyAsALMI, @ TaKKe pasinuyuie, KoTopbie MoryT
BO3HWKHYTb B 3aBMCMMOCTM OT MApameTpoOB MCCNefoBaHUI (Hanpumep, 60SbHWYHAA uaM obuias
NPaKTUKA). BbIBOAbI O BO3MOMKHOCTU NPOrHO3MpoBaHWA 6€30MacHOCTU A LeNeBbiX NONYAALMI LOMKHbI
OCHOBbIBATbCA Ha TOYHOM M NOAPOOHON OLEHKE OrpaHMYEHUn MMEIOLMXCA OAHHbIX KAMHUYECKMX
nccnepoBaHuii IMb6o MX OTCYTCTBMM ANA KaKMxX-Mbo noagrpynn. TakKe Ao/KHa 6biTb nNpeacTaBfieHa
MHPOPMaLMA 06 OrpaHNYEHMUAX KAMHUYECKOW 6asbl aHHbIX B OTHOLEHMM BbISBNEHUA HEXKeNaTeIbHbIX
peakumii No cneayowmm npuyMHam:

KONM4eCTBO BK/TKOYEHHDbIX B UCCNeaoBaHNA NaULMEHTOB,

KYMYNATUBHOE  BO34ENCTBME  /JIEKAPCTBEHHOro npenapata (Hanpumep, chneunduyeckas
OpPraHOTOKCMYHOCTb);

AMTENbHOCTb NPUMEHEHUA (Hanpumep, NPU OLEHKE KaHLLepPOreHHOCTH).

Echn  otcyTcTBylOWwaa MHPoOpMaLMA MONKET MPeacTaBiATb Cepbe3Hbll PUCK ONA  LeneBblX
nonynauunin, ceegeHnna ob 3TOM TaKXKe cnefyeT BKAYUTb B KavyecTBe npobaembl no 6e30nacHOCTU B
moaynb CVII MYP.

6.2.5.2.4.1. PaccmaTpuBaemble rpynmnbl NaLMeHTOB A0/IKHbI BKAKOYATL CAedylolime Nnonyasumm (Ho
MOFYT He OrpaHUYMBaTLCA UMMK):

negmaTtpuyeckas nonyaauma - 4eTu (oT porKaeHUs 1 Ao 18 neT ¢ yYeToM pasInNyHbIX BO3PACTHbIX
KaTeropuit nam (Npu HeobxoaMMOCTH) C yYeToOM APYrMX rPynmn, 3HAYMMbIX C TOYKM 3PEHUA Pa3BUTUA, TO
€CTb C YYETOM KOHKPETHbIX NePUoA0B Pa3BuTHA);

noXuable nauneHTbl. [JO/MKHbI OUEHMBATbCA MOCNeACTBUMA MNPUMEHEHUA JIeKAapPCTBEHHbIX
npenapatos y nNaunMeHTOB B BO3pacTe CTaplle 65 net. OueHKa COOTBETCTBEHHbIM o6pa30M AO0/XKHa
Y4nTbIBaATb Hanbonee NOXKUbIX npep,CTaBMTeneﬁ AaHHOVI rpynnol. OueHKa BAMAHMA COI'IyTCTByPOLIJ,eﬁ



naTonormMmn UAK HapyllieHMAa GYHKLUMU OpraHOB (Hanpumep, noyek, neyeHu) NPUMEHUTENbHO K AaHHOM
nonyaauMoHHON noAarpynne AenaeTca C y4eTOM BO3MOXKHOIMo OAHOBPEMEHHOIO Ha/IMuMA HECKOIbKUX
daKTOpOB (HaNpMMep, MHOXKECTBEHHOIN CONyTCTBYIOLLE NaTo/fiorTMM U MHOTFOKOMMOHEHTHOM
JIEKapCTBEHHOM Tepanuu, OKasbiBaloOLWMX OAHOBPEMEHHOe BO3aencTame, moaudunumpytowee npodpuab
6e30nacHOCTM eKapcTBEHHOrO Npenapara). CieayeT oLueHUTb He06X0AMMOCTb NPOBEAEHNA B MN/IaHOBOM
nopaake 1abopaTopHOro CKPMHUHIA NPU Ha3HAaYEHUM IeKapPCTBEHHOrO Npenapara B A4aHHOM noarpynne
naumneHToB. B oueHKe A0MKHbI OTAENbHO PACCMaTPUBATLCA HEXKeslaTe lbHble PeakuMu, KOTopblie MoryT
NnpeacTaBATb 0COOYH0 ONacHOCTb ANA MOMW/bIX MauMeHToOB (Hanpumep, rOJIOBOKPYMKEHME UK
BO3/EACTBME Ha LLEeHTPaNbHYI0 HEPBHYIO CUCTEMY);

6epemMeHHble WAW KOPMALWME KeHWMHbl. Ecnv B LeneByld MNOMNYAAUMIO BXOAAT MKEHLMHbI
[eTopoaHOro BO3pacTa, AO/IKHbl PACCMATPMBATLCA MOCAEACTBUS MPUMEHEHUA JIEKAPCTBEHHOro
npenapata B nepvos 6epemMeHHOCTM W KOpPMJIEHWA Tpyabto. EciM NeKapcTBeHHbI npenapaT He
npeaHasHayeH creuyvanbHo A1a NPUMEHEHUA BO Bpems 6epemeHHOCTU, He0BX0AMMO OLEHUTb UCXOAbl
M TeyeHue ntobblix bepemeHHOCTEN, KoTopble BblM 3adMKCMPOBAHDI B XOLE KIMHUYECKOrO UCCNen0BaHns
JIeKapCTBEHHOrO npenapata. EcivM ycnoBuem BKAOYEHUA B K/AMHUYECKOE WccieaoBaHue 6blaio
NPUMEHEHNE KOHTPALLENTMBHbIX CPEACTB, aHa/IM3 TeYEHUA U UCXOA0B BEepemMeHHOCTU TaKKe AOJIXKeH
BKIIOYATb aHa/M3 MPUYMH, MO KOTOPbIM MPUHATbIE MepPbl KOHTpaLenuuu He Mmenu ycnexa (ecau
NPUMEHMMO), a TaKkKe TMOCNeACTBUM AN WUCNOMb30BaHWA B MEHEee KOHTPOJIMPYEMbIX YC/OBUAX
noBceaHEBHOM MEANLMNHCKON NPaKTUKK;

nauneHTbl C HapyweHnAMU d)YHKLI,MM NevyYeHn,
nauneHTbl C HapyweHnAMU d)YHKLI,MM noyek;

NauMeHTbl C MPOYMMM 3HAYMMbIMU COMYTCTBYHOLWMMM 3aboneBaHUAMM (Hanpumep, cepaedHo-
cocyaucTtoi natonornen, UMMyHoAedULUNTHBIMM COCTOSTHUSIMM);

nauneHTbl, CTeNEHb TAXECTU 3aboneBaHun KOTOPbIX OT/IMHAETCA OT U3y4EH HOW B Xone KAIMHNn4eCKux
MCC}'IEAOBaHVIf/‘I. JomkeH pacCmaTpmnBaTbCA noboi onbIT nNPpMMeEHEHNA NEeKapCTBEHHOrNoO npenaparta y
nayneHTos C paanquon CTENEHbIO TAXKECTU 3a6OI'IEBaHVI‘r'I, B YAaCTHOCTU, €C/N 3aABAAEMOE NOKasaHue
OrpaHN4YeHo B OTHOLWEHNN NAUNEHTOB C KOHKpETHOﬁ CTeNeHbIO TAXKECTN 3860/'IEBaHVIﬂ;

NOArpynnbl NaUMEHTOB, ABASIOLLMXCA HOCUTENAMM M3BECTHOTO U PeNeBaHTHOro reHeTUYecKoro
nonmmopdusma. [omkHa 6biTb paccmoTpeHa cTeneHb (papMaKoreHeTMYyecKoro BAUSHMWA, BAUAHUE
NpUMeHeHNA NeKapCTBEHHOMO NpenapaTa y NauyMeHToB C HEM3BECTHbIMUW UM PA3INYHBIMKW FeHOTUMaMMU,
nocneacTBMA WCMOb30BaHMA FeHeTMYecKMx GMoMapKepoB B LefeBoi rpynne nauueHToB. Cnepyet
OUEHUTb BO3MOKHOE B/IMSIHME Ha L,eNeByto MNONyAAUMIO, a TaKKe ONpeaenunTb, HaCKo/IbKO NPUMeHeHWe
NeKapCTBEHHOro npenapaTa y NauMeHTOB C HEW3BECTHbIM WAM OT/IMYHbIM TEHOTUMOM MOKET
npeacTasaaTb cobol npobaemy no 6e3onacHoCTU.

Ecnu noTeHuManbHO KAMHUYECKM 3HAUYMMbIW FeHeTUYECKUI noanmopdusm 6bin onpeseneH, Ho He
NO/IHOCTbIO M3YYeH B XOA4E KAMHWYECKON Mporpammbl paspaboTku, 3TO credyeT paccMaTpuBaTb Kak
OTCYTCTBYIOLLYIO MHGOPMAUMIO U (MAKM) NOTEHLMANbHLIA PUCK. TaKkKe 3Ta MHbOpMaLMA A0KHA 6biTb
oTpaxeHa B cneuuouKaumm no 6esonacHOCTM U B nnaHe dapmakoHagsopa. OnpeseneHue AaHHOroO
ABNEHUA Kak npobsiembl No 6e30MacHOCTU OLEHMBAETCA WCXOAS W3 KAMHWYECKOM 3HaYMMOCTU
BO3MOMKHbIX NOCNEACTBUIA;

nauneHTbl Pa3/IM4HOIo PacoBOro 1 (VII'IVI) 3THMYECKOro NPoncxXoXaeHnaA. JonXxKHbl paccmaTpmBaTbhbCA
onbIT NPUMEHEHUNA HA NaUMUeHTaX Pa3/IM4YHOIro pacoBoro n (MI'IM) 3THNYECKOro NPonCXoxXageHuA, a Takxe
BANAHME [OaQHHOIo pPas/iynAa Ha Qd)d)eKTMBHOCTb, 6e3onacHOCTb U d)apMaKOKVIHETVIKy B UeNneBbIX
nonynaumax. Npu Haan4umMm BepoATHOCTU BAUAHUA pasnwmﬁ pacosoﬁ WU 3THUYECKOM NPUHaANEXHOCTU
Ha Bd)d)eKTVIBHOCTb NIEKAPCTBEHHOrNo npenaparta AeNaeTcA OUueHKa BO3MOKHOM HeO6XO,CI,VIMOCTVI
nposeaeHnA NOCTPErMCTpPauMMOHHbIX VICCJ'Ie,EI,OBaHMﬁ 3¢¢EKTMBHOCTM.



6.2.5.2.5. Mogynb CV MYP - nocTperncTpaumoHHbIi onbIT NPUMEHEHMUS.

Uenbto gaHHoro moayns MYP sasnsetca npeacrasieHne MHGopmaumm o KOAMYecTse NaluneHToB,
KOTOPbIM Ha MNOCTPErncTpauMoHHOM 3Tane MNPUMMEHEHWS HA3HAYyascA JIeKapCTBEHHbIM npenapar,
0COBEHHOCTAX MPUMEHEHUA B MOCTPErMCTPaLUOHHON MeAMLMHCKON MPaKTUKE, BK/AOYaa HasHayeHue
0cobbIM rpynnam nauMeHToB, yKa3aHHbim B moayne CIV MYP, o KosinyecTse NauMeHToB, BKIOYEHHbIX B
HabatogaTenbHble UCCNEAOBAHMA, B X04€e KOTOPbIX OblM cObpaHbl AaHHble MO 6€30MacHOCTU N NPUHATDI
perynaTopHble mMepbl Aaa npuBeaeHns MHopmaumm no 6e30nacHOCTM IEKAapPCTBEHHbIX NPenapaToB B
COOTBETCTBME C UMEIOWMMUCA AaHHbBIMU.

6.2.5.2.5.1. Mogynb CV TMYP. Pasgen "PerynatopHble AeWCTBUA W AEUCTBMA AepKaTens
pPervcTpaLmoHHOro yA0CTOBEPEHUSA, CBA3aHHbIe ¢ 6@30NacHOCTbIO IeKapCTBEHHOTO Npenaparta’.

B maHHOM pasfene moayna yKasblBalOTCA BCe PerynaTopHble AelcTBUA Ha Jilobom pbiHKe,
npeanpuHATbIE B CBA3W C BbIIBAEHHbIMK Npobaemamm no 6e3onacHOCTN IeKapCcTBEHHOro NpenapaTa (B
TOM YnCae NO UHULMATMBE AeprKaTens PerncTpaLmMoHHOro yaoctosepeHuns). JaHHbli nepedeHb A0/IKeH
coAeprKaTb NepeyncieHne n onmcaHne NpeanpUHATbIX PEryaaTopPHbIX AeNCTBUMA C YKa3aHUEM CTPaHbI U
aatol. Mpwn coctaBneHnn obHoeneHwuit MYP B paHHOM YacTU AOMXKHbI OblTb ONUCAHbI AENCTBUS,
npeanpuHATbIE C MOMEHTa nocnegHero npeacrasneHua MYP, ¢ KpaTKMM OMNMCaHUMEM MNPUYUH KX
NPUHATKA.

6.2.5.2.5.2. Moaynb CV TMYP. Pasgen "Pe3synbTaTbl NOCTPErMcTpaLMOHHOIO NPUMEHEHMUS,
noJiydeHHbIe HE B XOA4e KNAMHUYECKMX UcCaefoBaHmi".

Mo pesynbTaTam peanunsaumy JIEKApCTBEHHOro Mpenapata Ha Pas/IMYHbIX PbIHKaX fep)KaTesb
PEerucTPauMoHHOro YAOCTOBEPEHUS MPeACTaB/seT COBOKYMHble AaHHble MO KO/MYeCTBY MNauMeHTOoB,
noABepriuMxcad  BO3AENCTBMIO Ha  MOCTPErMcTpauMoHHOM  3Tane. [aHHble  OO/MMKHbl - 6bITb
CTPaTUOULMPOBAHbI (MO BO3MOKHOCTU) MO COOTBETCTBYIOLLIMM KaTEropusaM, BKAKOYAIOLLMM BO3PACT, MO,
NOKasaHua, [03y W reorpaduyeckuin perroH. B 3aBUCMMOCTM OT JIEKApPCTBEHHOro npenapaTta
NPUMEHAIOTCA  AOMOJHUTE/NIbHbIE NEepPeMeHHble CTpaTUdUKAuMM (Hanpumep, KOJIMYECTBO KypcoB
BaKUMHAUMKW, MNyTb BBEAEHUA WAM  NPOAO/IKUTENbHOCTb  JledeHus). Heobxogumo  caenatb
KO/IMYECTBEHHYI0 W AudPepeHUMPOBaHHYIO OLEHKY BO34ENCTBMA JIeKapCTBEHHOTO npenapata c
ncnonb3oBaHMeMm 06OCHOBAHHOM METOAMKM pacyeTa BO3AEUCTBMA Wcxoas W3 ocobeHHocTei
NPUMEHEHUA W LeNeBbiX MONynAaunMid. BbiNnosHeHWe pacyeTa BO3AEWCTBUA MCXOAA M3 KOJIMYECTBa
pPeann3oBaHHOrO J/IeKapCTBEHHOro MpenapaTta B BECOBOM WM  KOJIMYECTBEHHOM W3MEPEHUU W
COOTHECEHMUS ero Co CpeaHelt peKOMeHAYEMOW 4,030/ BO3MOXKHO TO/IbKO B C/ly4ae, eC/iv IeKapCTBEHHbIN
npenapaT BO BCeX C/y4yasxX Ha3HayaeTcs B OAHOM [03e U MMeeT OAMHAKOBbIM QUKCUMPOBAHHLIN Kypc
npumeHeHua. ITOT cnocob He ABASETCA NPUMEHUMbIM ANA 6ONbLIMHCTBA NEKAPCTBEHHbIX NPenapaTos,
NOCKO/IbKY UX PEKMMbI A03MPOBAHMA N KYPCbl MPUMEHEHMSA, KaK NPaBKUIo, He GUKCMPOBaAHbI.

[Nna nekapcTBeHHbIX NPeNapaToB C Pa3IMYHbIMKU NYTAMW BBEAEHUA pacyeT BO3AENCTBUA L0/KEH
6bITb cAeNaH OTAENbHO ANA KaXKAOoro nyTM BBeAeHMA (ec/iM BO3MOMKHO). YNO/JIHOMOUYEHHbIE OpraHbl
rocyAapcTB-41€HOB MOTYT 3anpocuUTb AOMNOJHUTENbHYIO CTPaTUOUKALMIO AaHHbIX NO BO34EWCTBUIO
(Hanpumep, AaHHble NO BO34EWCTBMIO B Pa3/IMUHbIX BO3PACTHbIX rPynnax MAM B pamKax Pas/MyHbIX
YyTBEPXKAEHHbIX MOKasaHui). OgHaKo, ecin leKapCcTBEHHbIM NpenapaTt NPUMEHAETCA MO PasNNYHbIM
NOKa3aHMAM, B PasHbIX peXKMmax 403UPoBaHUA, NM60 NPUCYTCTBYIOT UHble GpaKTopbI, YA0BAETBOPAIOLME
KpUTepMAM CcTpaTUdMKaumMK, Oep:KaTe/lb PEerncTpaumMoHHOrO YAOCTOBEPEHWMA W3HAYa/bHO AO/MKEH
NpeAacTaBAATb AaHHble C COOTBETCTBYHOWEN cTpaTUdMKaumel (ecan ee npoBedeHUe MPUHLMUNUANBHO
BO3MOXHO).

6.2.5.2.5.3. Moaynb CV MYP. Pazaen "Pe3ynbTaTbl NOCTPErUCTPaLMOHHOIO OMNbiTa MPUMEHEHUA Y
rpynn NaLMeHTOB, HE U3YYEHHbIX B XO4€e KAMHUYECKUX UccneaoBaHnn',

Ecnun nocTperncTpaumoHHOe UCNoAb30BaHMeE NeKapcTBeHHOro npenapara 6b110 3apUKCMpPoBaHO y
0CobbIX Trpynn MaumeHToB, onpeaeneHHbix B mogyne CIV MYP Kak noasepraBlwmXca orpaHUYeHHomy



BO34ENCTBMIO MM BOBCE HEe MOABEpPraBLIMXCA BO34ENCTBUIO, clefyeT MNPeAcTaBUTb OLLEHKY 4ucna
nauMeHToB, MOABEPrIMXCA BO3LEWCTBMIO, M YKasaTb METOZ pacyeTa BHEe 3aBMCMMOCTM OT TOro,
ncnonb3oBajaca 1um ﬂeKapCTBeHHbIVI npenapart no yreepXAeHHbIM NMOKa3aHUAM U BHE YTBEPXKAEHHbIX
NOKa3aHUM K NpUMeHeHUIo. Mpu NPUMEHEHUM Yy NeauaTPMYEcKon NONynaunn AoaKHa b6biTb caenaHa
CCbl/Ka Ha pa3aen "Ocobble acnekTbl NpumeHeHua B neaunatpun” moaynsa CVIMYP. Takxke A0/1XKHA ObiTb
npeacrasseHa nHpopmauua B npodumae 6e30nacHOCTN NEKAPCTBEHHOIO Npenaparta B OTHOLWEHUM 3TUX
0CobbIX rpynn NauMeHToB MO CPAaBHEHUIO C OCTa/IbHOM YacTbio LeieBol nonyasaumu. B pasaene fonxkHa
6bITb NpeacTaBneHa nobas MHPOPMaUMA O BO3IMOXKHOM M3MEHeHWW npoduas nonbsbl (Npodpuns
addeKkTMBHOCTM) B 0ocoboit rpynne naumneHTos. J/llobble ocobble rpynnbl NaLMeHTOB, OKa3aBLUMeCs B 30He
NMOBbILWEHHOTO MU MOHWUMKEHHOTO PUCKa B OTHOLUEHMM KOHKPETHOro acnekta npoouns 6e3onacHocTy,
TaKXKe A0JIKHbl 6bITb PACCMOTPEHbI B pamMKax OLeHKM cneunduyeckoro pucka B mogyne CVI MYP, Ho B
AaHHOM pasgene ciefyeT yKasaHWe 0 PUCKaxX U rpymnnax nauMeHToB, NoABEPIKEHHbIX UM.

6.2.5.2.5.4. Moaynb CV NMYP. Pa3gen "YTBepKAeHHbIE MOKa3aHWUA K NPUMEHEHUIO U paKTUYecKoe
npumeHeHue".

[na o6HoBneHua cneumbmKaLmm no 6€30NacHOCTM A0MKHbI BbITb CAeNaHbl KOHKPETHbIE CCbINIKM Ha
TO, KAaKMM 06pasom paKTMUYeCKoe NPUMEHEHME B MeAULMHCKON NPaKTUKe OTANYAN0Ch OT MPUMEHEHNS,
nporHosupyemoro B mogyne CVII MYP, n oT opobpeHHbiXx MOKasaHWi M NPOTUBOMNOKAa3aHUN K
NPUMEHEHU0 (MCNONb30BaHUE BHE YTBEPXKAEHHbIX MOKA3aHWUIA K MpUMeHeHWo). B AaHHbIM pasgen
BK/ItOYaeTcA MHPOPMaLMA, NONYYEHHAA U3 UCCAeA0BaHMIA MCNO/Ib30BaHMA IEKApCTBEHHOrO npenapaTa
(nnmn B pesynbTate Apyrnx o6cepBaLMOHHbIX UCCAeA0BaHUIA, B KOTOpble Obl10 BKAOYEHO Uccaef0BaHuMe
NMoKasaHuUi K MPUMEHEHUIO /IeKAaPCTBEHHOrO MpenapaTta), BK/AYaA MCCAefOoBaHWA WUCMONb30BaHUA
JIeKapCTBEHHOrO Npenaparta, KoTopble NPOBOAUNCH MO 3anpocy YNOJHOMOYEHHbIX OPraHOB rocyAapcTB-
YNeHOB ANA Lenei, OTIMYHbIX OT YNPaBAEHUA PUCKAMU.

anMeHeHMG Heé B COOTBETCTBUU C YTBEPHKAEHHBIMU NMOKA3aHUAMU BKIKOYAET, MOMUNMO MpPOYero,
HEOA06peHHOG npumeHeHune y negnatpndyecknx NnalMeHTOB Pa3/IMYHbIX BO3PACTHbIX KaTEFOpMﬁ, a TaKXe
npummeHeHue no Heo,ﬂ,06p6HHblM 8 OXJ1IN nokasaHuAm B CQiydanax, eCniv 3To NpuMeHeHune nponcxoanT He
B paMKax KIMHN4YeCKOoro nccanenosaHuA.

B CQly4ae ec/imy ynoJIHOMOYEHHOTO OpraHa rocygapcrea-4/71€Ha BO3HNKAOT onaceHnA B OTHOLWEHNN
nmmeruweroca NnpuMmeHeHnAa NeKapCTrBeHHOro npenaparta no HeO,CI,O6peHHbIM NOKa3aHUAM, AepraTesib
PETNCTPALLMOHHOIO ya0CTOBEPEHNA A0/1KEH KONNYECTBEHHO OUEHNUTL AaHHOE NPUMEHEHUE C YKa3aHNEM
MCNoO21Ib30BaHHOIoO MeToda OLLeHKU nNoay4yeHnAa AaHHbIX.

6.2.5.2.5.5. Mogynb CV NYP. Pazgen "MpumeHeHUe B X04€e 3NNAEMUONOTMYECKUX UCCAea0BaHUIA".

[aHHblIl pasaen coaepXuT nepeyeHb aNMAEMUONOTMYECKUX UCCAeA0BaHNUIA, KOTOPbIE BKAKOYAAN
(BkntouyatoT) cbop M OuUEHKY AaHHbIXx No 6esonacHocTu. [oskHa ObiTb NpeacTaBAeHa Ccaeaylouian
WHPOPMaALMA: Ha3BaHME WCCNEAOBaHMA, TUN MUCCNeAoBaHMA (Hanpumep, KOropTHOe WcciedoBaHue,
uccnegoBaHue "cnyyali-koHTponb"), M3yyaemaa nonynsums (BKAOYas HaMMeHOBAHWE rocyaapcTea U
Apyrve nonynsuMoHHble XapaKTepPUCTUKM), MPOLONKUTENbHOCTb UCCeA0BaHNA, KOIMYECTBO NaLMEHTOB
B KakAOW KaTeropuu, 3abosneBaHue (Npu HeobXoAMMOCTM), CTAaTyC UCCNeAOBaHUA (3aBepLieHO WM
npogoskaetca). Ecam uccnegosaHue 6bin0 onyb6aMKOBaHO, B AaHHbIA pasgen MMYP pomkHa 6biTb
BK/IOYEHA CCbI/IKA, a B NpuaoxkeHun N 7 K MYP npeacTaBneHa COOTBETCTBYIOLLAA Ny6AMKaLmMA.

6.2.5.2.6. Moaynb CVI MYP - nononHutenbHble TpeboBaHUA K cneundurKalmm no 6e30nacHoCTU.
6.2.5.2.6.1. Mogynb CVI NYP. Pazgen "MoTeHumManbHbIA PUCK Nepeso3npoBKA".

Ocoboe BHMMaHWe cneayeT YAeAUTb JIEKApPCTBEHHbIM NpenapaTam, B OTHOWEHMU KOTOPbIX
CYLLEeCTBYeT NOTeHUMaNbHbIA PUCK Nepeso3npPOBKN KaK npegHaMepeHHOoM, Tak U caydaiiHol. Mpumepsl
BK/IOYAIOT JIEKAPCTBEHHbIE MpenapaTtbl C Y3KUM TepaneBTUYECKMM WHTEPBAaZIOM WU /IeKapCTBEHHble
npenapaTtbl, KOTOpPble MOTYT Bbi3BaTb O6WMPHbIE A0303aBUCMMblE TOKCUYECKME peaKkuuu u (Mau) B



OTHOLLUEHMWN KOTOPbIX CYLLECTBYET BbLICOKMIA PUCK NpesHaMepeHHOW Nepeso3vpPOBKU Y LEeeBoi
nonynauuun (Hanpumep, Npy aenpeccuun). B cnyyae onpeaeneHuns pucka nepenosnpoBKM Kak npobaemsl
no 6e3onacHOCTM NO AaHHOMY acneKTy 6e30MacHOCTM NpeanaratoTca AOMNOHUTE/IbHbIE MepPbl B COCTaB
COOTBETCTBYIOLWMX Mep MUHUMMU3ALUN PUCKOB, U3N0XKEHHbIX B moayne V MYP.

6.2.5.2.6.2. Moaynb CVI MYP. Pasgen "MoTeHuManbHbI pUCK nepeaadm MHGEKUNOHHbIX areHToB".

[epaTenb perncTpaumoHHOro ya0CTOBEPEHMA A0MXKEH CAeNaTh OLEHKY MOTEHLUMAaNbHOro pUcKa
nepefayn MHOEKUMOHHbIX areHToB. 3TO MOXET OblTb CBA3aHO C XapaKTepoM MPOU3BOACTBEHHOMO
npouecca Uan UCnosib3yembiMu maTepuanamm. B oTHOLEHUM BaKLMH HEOBXOAMMO paccmoTpeTb 1060
MOTEHLMaNbHbIA PUCK Nepeaayn XUBoro Bmpyca.

6.2.5.2.6.3. Mogynb CVI MYP. Pazgen "MoTeHUManbHbIA PUCK 310yNOTPEONEHUA U MCNO/Ib30BAHMS
B HE3aKOHHbIX uenax".

B pasgene cneayet caenatb OLEHKY MNOTEHLMANbHOTO PUCKa 310ynoTpebaeHms 1 Mcnoib3oBaHus
NIeKapCTBEHHOrO NpenapaTa B HEe3aKOHHbIX Lenax. HeobxoaAnmo paccmoTpeTb LenecoobpasHocTb mep
(npu HeobxopMMOCTM) MO OrpaHWYEeHWIO 310ynoTPebaeHWs M WUCNOAb30BaHMA JIeKApPCTBEHHOro
npenapaTta B HE3aKOHHbIX LeAsx (Hanpumep, WCMO/Jb30BaHWE creumasbHbiX KpacuTenen u (uam)
apoMaTU3aToOPOB B JIEKAPCTBEHHOW (GOpMe, OrpaHuMYeHMe pasmepa YMaKoBKUM WM KOHTpOMpyemoe
pacnpocTpaHeHWe IeKapCTBEHHOrO Npenapara).

6.2.5.2.6.4. Mogynb CVI NYP. Pasgen "MoTeHuUMaNbHbIA PUCK BO3HWKHOBEHWUS OWMKOBOK npwm
HasHaYyeHWW UK NprMeme NEeKapPCTBEHHbIX NpenapaTos".

[epkaTeNb pPerucTpaumMoHHOro yA0CTOBEPEHMSA [O/IKEH pPeryisipHo MpoBOAUTb  OLUEHKY
BO3MOKHOCTU BO3HMKHOBEHMS OWMOBOK NPU HasHAYeHUWU UAKM Npueme IeKapCTBEHHbIX npenapaTos. B
YaCTHOCTM, A0 NOCTYN/JEeHWs JIeKapCTBEHHOro npenapata Ha PbIHOK OH A0/KEeH OUEeHUTb obliue
WCTOYHUKM OLIMBOK NPU HasHAYeHMM UM NpUeme NeKapCcTBEHHOrO NpenapaTa. B xoze pa3paboTku 1 Ha
aTane NPOEKTMPOBAHMA BbIXOAA JIEKAPCTBEHHOrO MpenapaTta Ha PbIHOK 3afBUTE/b AO/IKEH MPUHATL BO
BHMMaHWE BO3MOXKHble MPUYNHBI BOSHUKHOBEHUS OLIMBOK MPU HasHaYeHUW MU NPUEME SIeKapCTBEHHDBIX
npenapaTtoB. [O/KHbI YYMTbIBAaTbCA HAMMEHOBAHME, XapaKTEPUCTUKM GOopMbl BbiNycKa (Hanpumep,
pasmep, ¢opma M UBET NEKAPCTBEHHON GOPMbl U YNaKoBKW), MHPopmaums B OX/IMN (Hanpumep, B
OTHOWEHWM pa3BedeHMsA, MNapeHTepaNbHOro MNyTM BBEAEHMs, pacyeTa A03bl) WM MAPKMPOBKA
NNeKapCTBEHHOro npenapata. Heobxogumo cnepoBaTh TpeboBaHMAM MO Ob6ecnevyeHnto YMTaeMoCTU
MapKUPOBKM U MHOOPMALMM ANs NauueHTa. EcamM Mcnonb3oBaHMe NeKapCcTBEHHOIO Npenaparta MmeeT
NOTEHLMANbHbIA PUCK HaHECEeHWA CEepPbe3HOro Bpeda M3-3a HenmpaBW/IbHOIrO NMyTW BBeAeHWd, cneayeT
TaKXe paccMoTpeTb BOMPOC O TOM, Kak u3bexkaTb Nogo6bHOro HenpaBWUILHOTO MyTW BBEAEHMA. ITO
onaceHue B 0cO6eHHOCTM 0BOCHOBAHHO, KOTAa YacTblo PYTUHHOW MEAMLMHCKOW NPaKTUKM ABNseTcA
NpUMeEHeHWe /IeKapcCTBEHHOro npenapaTta COBMECTHO C APYrMMW NEeKapCTBEHHbIMW Mpenapatamu,
BBOAMMbIMW KAaKMM-IMB0 MNOTEHLMANbHO OMacHbiM NyTem. B gaHHOM cinyyae pUCK BO3HMKHOBEHMA
OWMBOK NPU Ha3HaYeHMM NIeKaPCTBEHHOro NpenapaTta Ao/XKeH PaccMaTpMBaTbCA B KayecTse Npobiembl
no 6esonacHocTy.

MpyM HanuMumm ¢opm C pPasUYHOW [A03MPOBKOW /NIEKApCTBEHHOrO Mpenaparta oOueHMBaeTcs
[OCTaTOYHOCTb  BM3yanbHOU (Man  ¢usmueckol) anddepeHumaLmMm  Mexay NeKapCTBEHHbIMM
npenapaTamu € pasMYHbBIMW LO3MPOBKAMMU U MEKAY NIEKAapCTBEHHbIMM MpenapaTtaMu, Kak Npasuio,
HasHayYaeMbiMM WAW NPUHUMAEMbBIMW OLHOBPEMEHHO. B ciyyae ecam Ha pbiHKE MMmetoTca apyrue
NeKapCTBEHHbIE NpenapaThbl C TEM Ke AeWCTBYIOLMM BELLECTBOM, A4 KOTOPbIX He Bblna NoATBepKAeHa
6MO3KBMBANEHTHOCTb, AO/IKHbI ObITb NPeaokKeHbl Mepbl NpeaynpeXaeHNs MeaANLMHCKMX OWNBOoK U
MWHUMU3AUMN PUCKa.

Ecnun ﬂeKapCTBeHHbIVI npenapart npeagHasHadeH ANA UCNONb30BaHUA Y C/'Ia6OBMAFILLI,el7| rpynnbl
HaceneHwusa, ocoboe BHUMaHUE HEO6XOAMMO YAENNTb BO3SMOXXHOCTK coBepLUEHNA OLINBKM npu npneme
NeKapCTBeHHOro npenaparta, KoOTopble NpPpU YCTaHOBNEHUN PUCKaA AO0/1XKHblI PAaCCMaTPUBATbCA B Ka4yecTBe



npobaembl No 6e3onacHoOCTy.

OueHMBALOTCA PUCK M Mepbl MO NPEeAOTBPALLEHUIO C/Ty4aliHOIO NPOr1aTbiBaHWUA AW APYTUX C/lyYaeB
HenpeaHaMepPeHHOro NCNOo/Ib30BaHMA AETbMMU.

OwubKM Npu NpMeme NeKapCTBEHHOrO npenapaTa, BbiSBNEHHbIE B X04e Pa3paboTKM NpoaykKTa,
BK/IIOYAs K/IMHMYECKME UCCNef0BaHUA, AO/MKHbl OblTb PAacCMOTPEHbl, a TaKKe [JO/KHa 6biTb
npeacTaBsieHa MHGOpPMaLMaA O CaMMX OLLMBKaX, UX MOTEHLMANbHbIX MPUYMHAX U cnocobax UX yCTPaHeHUs.
B cnyyae HeobxoaAMMOCTU cneayeT yKasaTb, KaKMM 06pa3om BCE YKasaHHble PUCKU BbIN NPUHATBI BO
BHMMaHME Ha OKOHYaTe/IbHbIX CTaAUAX Pa3paboTKM IeKapCTBEHHOrO Npenapara.

B cnyyae ecnv B xoae NOCTPerncTpaLMoHHOro nepmnoaa boinu BblABNEHbI HEXKenaTeibHble peaKLmy,
ABMBLUMECA pe3y/IbTaTOM MeAMULMHCKUX OWMBOK, OHU A0/XKHbI ObITb paccMOTPEHbI B 06HOBAEHUM MYP 1
npegaoXKeHbl NyTM MUHUMMU3ALMN OLLUNOOK.

B cnyyae M3meHeHMa cocTaBa M A03MPOBKM JIEKAapPCTBEHHOrO nMpenapaTta PUCK BO3HUKHOBEHWA
ownbOK Npu Npueme JeKapcTBEHHOro NpenapaTa AO/KEH PacCMaTPUBATLCA B KayecTee Npobiems! No
6e3onacHOCTH, a Mepbl, KoTopble ByayT NPeanpPUHATLI AepsKaTesemM PerncTpaLMoHHOro ya40CTOBEPEHMS
ANS NpefoTBPALLEHMSA NepenyTbiBaHWMA MeXAy CTapbiM WM HOBbIM JIEKApPCTBEHHbIM MPEnapaTom,
NPUBOAATCA B PaMKax NJaHa MMHUMU3aUMK pUcKkoB. OLleHnBaeTCA LLes1ecoobpasHoCTb MeponpUATU No
MWHVMU3AUMN PUCKOB B OTHOLIEHMM M3MEHEHW GopMbl NpeacTaBAEHMsA, Pa3mepa YNAaKOBKW, NyTu
BBEAEHWA AN NPOYUX XapaKTePUCTMK BbIMYCKAaEMOro IeKapcTBEHHOro Npenapara.

Ecnv nekapcTBeHHbIM npenapaT AOXKEeH MPUMEHATbCA BMECTe C MeAMUMHCKUMM YCTPOMCTBOM
(BCTPOEHHBIM MAM  HeT), HeobxoAMMO paccmoTpeTb Bce @aKTopbl OMNACHOCTWU, KOTOpble MOryT
npeAcTaBAATb PUCK ANA NaLMeHTa (HeMcnpaBHOCTb MeAULMHCKOro YCTPOCTBA).

6.2.5.2.6.5. Mogynb CVI NYP. Pazgen "Ocobble acneKTbl NpumeHeHus B negmatpum'.

B paHHOM pasgesie paccMaTpuBaloTCA C/eAylowpe acneKkTbl MCMNO/b30BaHWA /IEKAapPCTBEHHbIX
npenapaTtos B NeamaTpun, He yKasaHHble B moayne CIV MYP:

a) npobnembl, BbIABAEHHble B MAaHe nNeaMaTPUYEcKUX uccienoBaHUA. YKasbiBatoTca fobble
pekomeHAauMn no nocneayowemy ANUTeNbHOMY MOHUTOPUHIY 6e30macHOCTU U 3GDEKTUBHOCTU Npu
NPUMeHeHUN Y MauMeHToB neguaTpuyeckon nonynaumun. B cnyyae ecam faHHbI acnekt 6onee He
ABNAETCA NPeAMEeTOM onaceHuit No 6e30NacHOCTU, A0/MKHO BbITb A4aHO COOTBETCTBYIOLEE 0bbACHEHME U
obocHoBaHwue.

MNpennoxeHna o nposefeHUU onpeseneHHbIX AO0JIFOCPOYHbIX NeanaTpuvecKmnx MCCHEAOBaHMVI
HEO6XO,£1,VIMO PaCCMOTpPETb Ha MOMEHT NoAayn 3aABNEHNA Ha BBedeHNE negnatpunveckunx NoKasaHuM.
Ecnn cywecTBytOT COMHEHUA B OTHOLIEHUU HEO6XOAMMOCTM AaHHbIX OONTOCPOYHbLIX nNeanaTtpndecKkunx
MCCHEAOBaHMVI, HaaNeXuT npegcraBuUTb COOTBETCTBYHOLWMNE O6OCHOBaHMFI;

6) noTeHuMan AnNA NeAMATPUYECKOrO WCMONb30BAaHUA BHE YTBEPXKAEHHbIX MOKa3aHUM K
npumeHeHunto. Cneayet OLEHUTb PUCK NMPUMEHEHMA JIEKAapCTBEHHOrO npenapata BHE YTBEPXKAEHHbIX
NMoKasaHWi K NPUMEHEHUIO ¥ NeanaTPUYECcKon Nonyaaunmn aMbo Kakomn-nmbo ee 4acTu, B Cayvae ecnm
HO30/10T1s, ABAAIOLLAACA 040OPEHHbIM MOKa3aHMEM NPUMEHEHWUA IEKAPCTBEHHOIO NpenapaTta, TakkKe
BCTPEYaeTCcA M B NeAnaTpMyeckon Nonynsaumm, Ho NPUMEHEHME Y NocneaHen He ABNAETCA 0406peHHbIM.
Bce BO3MOKHbIe haKTUYEeCKME HanpaBaeHNA NPUMEHEHUA IEKAPCTBEHHOTO Npenapara c/iefyeT oTpasuTb
B pasgene "OnbIT NOCTPErncTpayMoHHoro npumeHenus" moayna CV MYP (Kak 3To yKasaHO B NyHKTe
6.2.5.2 HacToAwmx MpaBua) n B pasgene "Pe3ynbTaTbl NOCTPErUCTPALMOHHOIO NPUMEHEHUA Y FPynn
NMaLMeHTOB, HE MU3YYEHHbIX B XOA4€E KAMHUYECKMX uccnemsoBaHuin" moayns CV MYP (Kak 37O yKasaHo B
NyHKTe 6.2.5.3 HacToawwmx Mpasun).

6.2.5.2.6.6. Moaynb CVI NYP. Pazgen "MporHo3mpyemoe NOCTperucTpaLmMoHHoe UcnonbL3oBaHmne" .



Ona npeppeructpaumoHHoro MYP mnan npu nogadve 3aaBNeHUA Ha BBeAeHWE 3HAYUTENbHbIX
M3MEHEHWN B MOKa3aHWA MO MEeAULUMHCKOMY TMPUMEHEHUIO AepKaTeNb PerncTpPaunmoHHOro
YO,0CTOBEPEHUNA [0/MKEH NPeAcTaBUTb NOAPOOHYI MHGOPMAUMIO O MPOrHO3MPYEMOM HanpaBAeHUM
npuMeHeHua, npeanosiaraemMom MNPUMEHEHUWN JNIeKapCTBEHHOrO MpenapaTta C TeYeHUem BpPeMEHMU,
NOJIOXEHUM NEeKapCTBEHHOrO NpenapaTta B TepaneBTUYECKOM apceHane.

HeobxoamMmo caenatb OLLEHKY MOTEHLMaNbHON BO3MOXHOCTU MPUMEHEHUA JIeKapCTBEHHOIO
npenaparta BHe 0406peHHbIX NOKa3aHUI K NPUMEHEHMUIO.

6.2.5.2.7. Mogynb CVII MYP. "MaeHTUPULMpPOBaHHbIE M NOTEHLMANbHbIE PUCKK".

JaHHblin  mogynb MYP  copepXuT MHPOpMaLMIO O BaXKHbIX UAEHTUOULMPOBAHHbLIX U
NOTEHUMANbHbIX PUCKAX, CBA3aHHbIX C WCNO/Ab30BaHWEM JIEKAPCTBEHHOrO npenaparta, BK/OYasA
MHOOPMALMIO O BbIABAEHHbIX M MOTEHUMANbHbBIX HeXenaTeNbHbIX pPeakumsax, BblABNEHHOM MU
NOTEHLMAIbHOM B3aMMOAENCTBUMN C APYTMMM IEKAPCTBEHHbIMM NpenapaTamm, NPOAYyKTamMM NUTAHUA U
APYrMMM BELLLECTBAMM, @ TaKKe 0 GapMaKONOrMYECKUX KNaccoBblx adpdeKTax.

6.2.5.2.7.1. Mogynb CVII NYP. Pazgen "HoBble naeHTMOULMPOBaHHbIE PUCKN".

B naHHOM pa3gene A0MKHbl BblTb NepeyncaeHbl Npobaembl No 6€30MacHOCTH, BbiBJAEHHbIE CO
BpeMeHM nocnegHero npeacTtasnexHua [YP, Kotopble 6yayT noapobHO npoaHann3MpoBaHbl B
cooTBeTCTBYlOWEM pasgene moayna CVIlI MYP. B naHHOM pasgene yKasblBatOTCA NMPUUUHHBIN daKTop
npobnembl no 6e3onacHocTH, MHbOPMaLMA O TOM, ABAAETCA /M AAHHbLIA aCMeKT PUCKa BaXKHbIM
NAEHTUOULMPOBAHHBIM UM BaXKHbIM MOTEHLMANbHBIM PUCKOM, AaeTca 060CHOBaHME MO BO3MOMKHbIM
HeobX0AMMbIM MepaM MUHUMM3ALMN PUCKOB UM HOBbIM CNeELMaNbHbIM UCCAEA0BAHMAM NO AAHHOMY
aCMeKTy pucka.

6.2.5.2.7.2. Mogynb CVII NYP. Pasaen "MNoapobHan nHbGopmaLms 0 BarKHbIX NAEHTUOULMPOBAHHbIX
M BaYKHbIX NMOTEHLMANbHbIX pUCKaXx".

B paHHOmM pa3sgene npeactaBaseTcd  noApobHas MHPopmaums O Hambosiee  BarKHbIX
NAEHTUPULMPOBAHHBIX U BaXKHbIX NOTEHLMANbHbIX PUCKaX. [JaHHbI pasaen Ao/keH 6biTb KPaTKUM U He
[O/MKEH NpeacTaBnATb coboi BbIGOPKY AaHHbIX M3 Tab/uL, M CNMUCKOB HeXKenaTesbHbIX PeaKkuui,
BO3HMKWWUX B pe3y/abTaTe KAMHUYECKMX WCCenoBaHWiA, /MbBO KonMMpoBaTb Npeanaraemoe Wau
daKTUYecKoe cogeprkaHue pasgena "HexenatenbHble peakuum™ OX/M.

MoHATUE BAXKHOrO PMCKA 3aBUCUT OT HECKO/IbKMX GaKTOPOB, BK/IOYan BO34eNCTBME HA OTAENbHOMO
nauueHTa, Cepbe3HOCTb PUCKa U BAUAHME Ha 340pOBbe HaceneHus. Jloboi PUCK, KOTOPbIV AO/MKEH UM
MOXET 6bITb BKAOYEH B NPOTUBOMOKA3aHMA UAM NPeAyNPeXAeHMA U Mepbl NPeaocTopoXKHocTM OXIM,
HeobXxoAMMO BK/lOYaTb B AaHHbIN pasaen. BsaumoaencTena, Mmelowwme BaXKHOE KIMHUYECKoe 3HaYeHmne
1 BaXKHble papmMaKoaorMyeckmne Knaccosble apPeKTbl, TaKKe cneayeT BKAOYATb B AaHHbIN pa3gen. Kpome
TOrO, PWCKM, KOTOpble OBbIMHO HE HACTO/NbKO CepbesHbl, YToBbl B OTHOWEHMM MX TpeboBaNUCh
KOHKPETHble NpeaynpexaeHusa UAn Mepbl NPeaoCTOPOXKHOCTU, HO KOTOPblE BO3HMKAIOT B OTHOLIEHWUK
3HaAYMTENIbHOW YaCcTU UCCNeAYEMOW FPYNMbl HACENEHUSA, BAMAIOT Ha KAUYECTBO KM3HWM NALMEHTA, YTO MOXKET
NPUBECTM K Cepbe3HbIM NOCAEACTBUAM MPU OTCYTCTBUM HAANEMKALLEro fedeHua (Hanpumep, CUabHasA
TOWHOTA W PBOTA, CBA3aHHaA C XMMMOTEpPANMEN WAM WHOW NEeKapCTBEHHOW Tepanuei), cneayet
paccMoTpeTb Ha NpeaMET BK/OYEHNA B AaHHbIN pasaen.

[Na HeKoTopbIX IEKAapPCTBEHHbIX MPEnapaToB AO/KHbI 6biTb PACCMOTPEHbI PUCKM, CBA3AHHbIE C
yTUAM3aumMein WMCNoib30BaHHOTO JIeKApCTBEHHOro npenapaTa (Hanpumep, A48 TPaHCAEPMASbHbIX
nnactbipeit). TakKe MOryT 6bITb C/y4an BO3HUKHOBEHMUA 3KONOTMUYECKON ONACHOCTM MpU yTUAM3ALUK
NeKapCTBEHHOro npenapaTta W3-3a M3BECTHOro narybHOro BO34ENCTBMA Ha OKpYKalolwylo cpeay
(Hanpumep, BelLecTBa, KOTOpbIe ABAAITCA 0CO6EHHO onacHbIMU A4 BogHOW Giopbl M GayHbl U KOTOpPble
He A0/MXHbl 6bITb YTUAN3MPOBAHbI HA CBa/IKax).

MNpeactaBneHne [aHHbIX O PUCKax AO0MKHO BKAKYaTb B cebs cneayrwoulyro no,u,po6Hy|o



nHpopmavumto:
yacTorTa;
BO34eMNCTBME Ha 340POBbE HaceieHUs (CTeNeHb TAMKECTU, CEPbe3HOCTb, 06PaTUMOCTb, UCXOA);
BO34elCTBME Ha OTAENbHOMO NaLuMeHTa (BANAHME HA KaYeCcTBO XKM3HU);

daKTopbl pUcKa (B TOM yncne paKkTopsbl, KacaloLmMecs NauueHTa, 403bl, Nepuos PUcKa, aaauTUBHbIE
WU CUHEpPruYHble GpaKTopsbl);

npegoTepaTMMocCTb (TO eCTb npeackasyemocCTb, BO3MOXHOCTb NpeaoTBpaTUTb pasButue wUn
BO3MOXHOCTb BblAB/IEHNA HAa Ha4a/IbHOM 3Tane);

BO3MOXHbIA MEXaHW3M Pa3BUTUA;
MCTOYHWK AaHHbIX U YPOBEHb A0Ka3aTe/IbHOCTY.

[aHHble No YacToTe PasBUTMA 4O/XKHbI BbiTb MPUBEAEHbI C Y4ETOM A0CTOBEPHOCTM U YKazaHMeM
WCTOYHMKA AaHHbIX Mo 6e30nacHOCTM. YacToTa pasBUTUA He A0/IXKHA OL,EeHMBATLCS HA OCHOBAHMM LaHHbIX
CMOHTaHHbIX COODOLLEHWNI, MOCKOMbKY AaHHbIM MEeToZ He MO3BOJAET BbIMOJHATbL OLEHKY napameTpa
4acToTbl ¢ TpebyemMbiM ypOBHEM AOCTOBEPHOCTU. ECIM B OTHOLUEHUM BarKHbIX UAEHTUPULMPOBAHHBIX
PUCKOB HEOBXOAMMO BbIYMCIWUTL TOYHYHO YAcTOTYy, CAefAyeT OCHOBbLIBAaTbCA HA CUCTEMATUYECKUX
nccaep0BaHMAX (Hanpumep, KIMHUYECKME UCCNeL0BaHMA UM SNMUAEMUOIOTUYECKME UCCeA0BaHNA), B
KOTOPbIX M3BECTHO TOYHOE YMCNO MNaLMEHTOB, MOABEPralOLMXCA BO3LENCTBUIO NIEKAPCTBEHHOMO
npenapata, W YUCAO NALMEHTOB, Yy KOTOPbIX OTMeYasoCb MNPOsAB/JEHME COOTBETCTBYIOLLErO
NAEHTUPULMPOBAHHOTO PUCKA.

[JoMKHO 6bITb YKa3aHO, KaKoM UCNO/b3yeTcs NoKasaTe/lb YacToTbl, TO €CTb B KaKUX eAMHULAX
M3MepeHMa BblparKeH 3HameHaTeNb (Hanpumep, KOAMYECTBO MaLMeHTOB, NauMeHTO-AHEeNn WK
3KBUBANIEHTHbIX eAuHUL, (Kypcbl NedyeHus, peuenTbl U T.4.)). TakKe cnefyeT ykasaTb A0OBepuUTe/bHble
UHTepBanbl. pU UCNONb30BaHUM eaAMHULBI U3MepeHUA "KOAMYecTBO MNalLMeHTOB B YCTaHOBAEHHbIN
NPOMEKYTOK BpemeHN" HeobXxoAMMO OCHOBbLIBATbLCA Ha NPEAMNONOMKEHUM O TOM, YTO GPYHKLMA ONacHOCTU
[OIXHa 6bITb NPaKTUYECKM NOCTOAHHOM B TeyeHMe nocaeaytolero BpemeHun. B npoTMBHOM ciyyae ee
cneayeT pa3buTb Ha COOTBETCTBYIOLLME KaTeropuu, B pamMKax KOTOPbIX BbINOAHAETCA NPeAnoioKeHne o
NOCTOAHCTBE. ITO 0COBEHHO Ba*KHO, eCM ANUTENbHOCTb IedeHna npeacTasnseTt coboit daKkTop pucka. B
cnyyae  HeobxoauMmocTu  cneayeT  onpedenntb nepuod  Haumbonbwero  pucka.  YactoTa
MAeHTUOULMPOBAHHOTO pUCKa A0/KHa 6bITb nNpeacTaBfeHa Ana nonynauuMuM B LeAoM W Ans
COOTBETCTBYHOLLMX NOMNYAALMOHHbIX NoAarpynn.

YTO KacaeTca BaXKHbIX Mﬂ,eHTM(I)MLI,MpOBaHHbIX PUCKOB, HEO6XOAMMO npeacrtaBuTb MHd)OpMaLI,MI'O o
npesbIWEHNN YaCTOTbl Pa3BUTUA TAKOBbIX B rpynne CpaBHEHUA. HEO6XO,£],VIMO TaKXe 0606LLI,MTb AaHHblE
Nno BpemeHn OO0 Hayasna pPa3BUTUA HeXenaTesibHbIX COBbLITUI C MCMNO/Ib30BaHUEM MeTo40B OLUEHKH
BbIXKMBAaeMoCTU. MoKeT BbITb MCNONb30BaHa d)YHKLI,Mﬂ COBOKYMHbIX PUCKOB ANA NpeactaBieHna AaHHbIX
no KyMyﬂﬂTMBHOVI BEPOATHOCTU Pa3BUTUA HEXKENATE/IbHbBIX peaKu,Mﬁ.

B OTHOWEHMM NOTEHLMANbHbIX PUCKOB HEOBXOAMMO MpPeacTaBMTb AaHHble 0 6asucHOM YacToTe
(pacnpoctpaHeHHOCTH) B LLeNeBOM NONyAALNN.

B MYP, BkAloyalowem B cebsa eguMHUYHble NEKapCTBEHHbIE NpenapaTbl, PWUCKM, Kacatowmecs
HenocpeacTBEHHO MOKa3aHMA K MPUMEHEHMIO WAM COCTaBa, KaK MPaBM/IO, PacCMaTPMBAIOTCA KaK
oTaenbHble npobaembl no 6e3onacHOCTM (Hanpumep, CAydYaliHOe BHYTPUBEHHOE BBEAEHWE MOXKET
npeAacTasaaTb coboi Nnpobaemy no 6e3onacHOCTU A4 OTAEAbHOMO EKAPCTBEHHOrO NpenapaTa Kak gan
€ro nepopanbHoOI NekapcTBeHHOM GopPMbIl, TaK GOpMbl AN MOAKOKHOTO BBEAEHMSA).

B MYP, Bkao4vawowem B cebs HeckonbKo NEeKapCTBEHHbIX MpPenapaTtoB, KOTOPble MOrytT MMETb



3Ha4YuUTEeIbHblIE pa3nnymna B OTHOLWEeHUn VILI,eHTVId)VILI,VIpOBaHHbIX n noTeHUUaNbHbIX PUCKoOB,
LuenecoobpasHo KnaccupuuMpoBaTb PUCKM, YTODbI MOKa3aTb, KAKOM PUCK MMEET OTHOLLUEHME K KaKomy
NleKapcTBeHHOMY npenapaTty. B agaHHOM KnaccuduKaumMm HeobxoAMmMo npeaycMoTpeTb caeaylolipe
3aro0BKU:

a) pPUCKM, CBA3aHHble C AEWCTBYIOWMM BellecTBOM. B 3Ty KaTeropuio MoryT BXOAWUTb BasKHble
NAEHTUPULMPOBAHHbIE WAM MOTEHUMasbHbleE PUCKK, ob6lUMe ANA BCEX COCTaBOB /1I€KapCTBEHHbIX
npenapaTos, cnocoboB BBeAEHWNA 1 LLeIeBbIX FPynn HaceseHus. BepoaTHee Bcero, B AaHHYIO KaTeropuio
nonageT 60/bLIMHCTBO PUCKOB, XapaKTepHbIX A4/1A 60/bLIMHCTBA IEKAPCTBEHHbIX NPenapaTos;

6) p1CKK, CBA3AHHbIE C ONpeaeneHHbIM COCTaBOM MK cnocobom BeBeaeHusA. MoryT BKO4YaTcs B
MYP ¢ ABYMA fNeKapCTBeHHbIMM GOpMamu JeKapCcTBEHHOro npenapata (Hanpumep Ha dopmy Ans
BHYTPUMBILLEYHOrO BBEAEHWUA MPOJIOHIMPOBAHHOIO AeUCTBMA U GOpMYy A8 NepopanbHOro BBeAEHW .
Mpu 3TOM JONONHUTENbHbIE PUCKK, KacatowMeca CNy4aiHOro BHYyTPUBEHHOIO BBEAEHWA, O4EBUAHO, He
6yAyT KacaTbCA IeKapCTBEHHbIX NPenapaToB A4/ NepopasbHOro BBeAEHNA);

B) PUCKK, CBA3AHHbIE C LeneBoi nonynsumeit. Meguatpuyeckas nonynauma npeacrasnser coboi
Hanbonee O4YEBUAHbIA NpUMeEpP LENEBON MNONYAALMU, B OTHOLUEHWM KOTOPOM MOFYT MPOSABAATLCA
[ONONHUTE/IbHbIE PUCKK, Kacatolmecs GpU3NYECKOro, NCUXMYECKOTo 1 NOJI0BOro PasBUTUsA, YTO He byaeT
NPUMEHMMO K JIEKAapCTBEHHOMY nNpenapaty, npegHasHauYeHHOMY WCKAIOUYUTENbHO AN B3POC/bIX
nauneHToB;

l') PUCKK, CBA3aHHbIE C NepexoaoM Ha OTNYCK IEKAPCTBEHHOIO nNpenapaTa 6es peuenTa.

6.2.5.2.7.3. Mogynb CVIl NYP. Pasgen "WaeHTMOUUMpPOBaAHHbIE W  NOTEHUMA/bHbIE
B3aMMOAENCTBUSA, BK/OYAlOWME B3aMMOAENCTBMA C APYrMMMU NIeKApCTBEHHbIMW Npenapatammn U
npoayKTamun nutaHus".

NaeHTUOMLMpPOBaHHbIE UM MOTEHLUMaNbHble $apMaKOKMHETUYECKMe U dapMaKogUHAMUYECKUE
B3aMMOZeNCcTBMA HeobxogMMO pPaccMaTpMBaTb KaK B OTHOWEHMM CXEM JiedeHWs Mo 0406peHHbIM
NMOKa3aHWAM K NPUMEHEHWIO, TaK U B OTHOLWEHMM Hanbonee 4acTo UCMO/Ib3YEMbIX B LLeNEBOM NONyaaumum
NNeKapCTBEHHbIX NpenapaToB. [1A KaXKAoro BO34encTBua cneayeT 0b606lWMTb MMetowmeca AaHHble U
[OKasaTeNbHylo 6asy, NOATBEP)KAAMOWYO B3aMMOAEWCTBME M BO3MOMKHbIM MexaHu3M. [posoauTca
OUEHKa MOTeHUMa/IbHbIX PUCKOB A/ 340POBbA, BO3HMKAWOWMX MO Pa3/IMYHbIM MOKa3aHUAM W B
PasIMYHbIX Fpynnax HaceneHus. KNMHUYECKM BarkHble B3aMMOAENCTBUA HEOBX0AMMO BKIOYUTL B pasaen
MYP 06 naeHTUGULMPOBAHHBIX M MOTEHLMANBbHBIX PUCKAX.

6.2.5.2.7.4. Moaynb CVII NYP. Pazgen "®apmakonornyeckue knaccosble apdeKkTbl".

B paHHOM pasgene [AtOTCA XapPaKTEPUCTMKA WM OUEHKa BaXKHbIX PUCKOB, CBOMCTBEHHbIX ANA
dapmakosornmyeckoro Knacca. OUueHMBAETCA COOTHECEHME YACTOTbl PA3BUTUA HEXKeNaTeslbHbIX Peakumii
npu NPUMEHEHMM JIEKAPCTBEHHOrO NpenapaTa C YacTOTOM, XapaKTEPHOW ANA APYrUX JeKapCTBEHHbIX
npenapaTos AaHHOM GpapMaKoIornMyecKom rpynnoi.

Ecnn puCK, BOSBHUKHOBEHWE KOTOPOro ABaAeTcA O6LU,MM Aana Apyrnx NeKapCrtBeHHbIX NpenapaTtos
d)apmaxonormqecr(oro KNnacca, He CHUTaEeTCA I'IpO6/'IEMOI‘;1 no 6€30MacHOCTM B OTHOLLEHUMN NeKapcTBeHHOoro
npenaparta 1, cnegoBaTtesibHO, HE BKNKOYAETCA B MNepPeYeHb Mp,eHTM(bMLI,MpOBaHHbIX N NOTEHLUMANbHbIX
PUCKOB, B AaHHOM pa3sgene HeO6XOAMMO npeacrtaBuTb NoaTBepXAakoWme 3TO A0Ka3aTe/IbCTBa.

6.2.5.2.8. Moaynb CVIII NYP - 0606weHHan nHpopmauma no npobaemam 6esonacHocTu.

B moayne ykKasbiBaeTcA o0606ueHHas WHPopmauma no onpegensembiMm npobaemam no
6e30MacHOCTK, KOTOPan KnaccuPpuUUMpPyeTca Kak:

a) BaXKHbI MAEHTUPULMPOBAHHbIN PUCK;



6) BaXKHbI NOTEHLMaNbHbIN PUCK;
B) BaXKHas OTCyTCTBYHOLIAsA MHDOpMaLMA.

Ecnm NYP BKAOYaET HECKOJIbKO NeKapCTBEHHbIX MPenapaTos, LenecoobpasHo B AaHHOM moayne
pa3geneHve obobuieHHoOW MHPopmauum no npobnremam no 6e3onacHOCTM Ha rpynnbl (aHaNOrMYHO
NnpeAcTaBNeHUIo AaHHbIX B pasgenax mogyns CVIL MYP). Mpu 3Tom AonycKkaeTca MCMNoJsib3oBaTb
npeacrasaeHme MHGopMaLMm B BUAE CeAYOLWNX rpynn:

npob6aembl o 6€30MacHOCTH, CBA3AHHbIE C AENCTBYIOLMM BELLECTBOM;
npob6siembl No 6e30MacHOCTH, CBA3aHHbIE C ONpeaeieHHbIM COCTaBOM WU Cocobom BBeAeHUs;
npob6sembl N0 6€30MacHOCTH, CBA3AHHbIE C LLeIeBOM nonyaauue;

npob6aembl No 6€30MacHOCTH, CBA3aHHbIE C MEPEXOA0M HA OTMYCK NEKAPCTBEHHOro nNpenapaTta 6e3
peuenTa.

6.2.5.3. Yactb Il MYP - nnaH no dapmakoHag3opy.

Llenbto nnaHa no ¢papmakoHaA30py ABAAETCA onpeaesieHne Toro, Kakmm obpasom geprkaTtenb
PErucTPaUMoOHHOIO YAOCTOBEPEHUA MNAaHMPYeT Janee BbIABAATb WM (MAKM) XapaKTepu3oBaTb PUCKM,
YKasaHHble B TpeboBaHuAx no 6esonacHoctu. MnaH no dapmakoHaz3opy npeacTaBaseT coboit
CTPYKTYPUPOBaHHbI NAaH, pa3paboTaHHbIV C Lenblo:

BblAB/IEHUA HOBbIX np06neM no 6e3OI'IaCHOCTM,'

JanbHeNWeN XapaKTepUCTUKM M3BECTHbIX Npobsem no 6e30macHOCTM, BKAKOYAA onpegeneHue
daKToOpOB PUCK];

nccnenoBaHUA AeNCcTBUTEIbHOTO HAIMUKUSA NOTeHUMaIbHbIX Npobaem no 6esonacHocTy;
onpeaeneHnsa MeToLoB NoJlyYeHNs BayKHOM OTCYTCTBYIOLLEN MHOPMaLUK.

MnaH no papmakoHaa3opy A0MKEH BbITb OCHOBAH Ha Npobaemax no 6€3onacHOCTU, 0606LWEHHbIX
B mogyne CVIll yactu Il NYP - cneumdpuKauma no 6es3onacHocTy.

JeatenbHocTb No  papmakoHaA30py nNoApasfdensercd Ha  PYyTUHHble  MeponpuaTva Mo
dapmaKkoHag3opy M OONONAHUTENbHbIE MEPONPUATUA No GapmaKoHaZ30py. B OTHOWeHUW Kaxzomn
npobnaembl No 6e30MacHOCTU AepiKaTeNb PEerucTPaLyMoHHOro YAOCTOBEPEHMA AO0/KEH NepeyuncanTb
3anaHMpPOBaHHbIE CO CBOEW CTOPOHbLI MeponpuaTHA No papmakoHaasopy. MaaHbl No papmakoHaa30py
AO/MKHbI 6bITb  COPasMepHbl PUCKaM MNPUMEHEHUA JfleKapcTBEHHOro npenapaTta. ECAM  pyTUHHbIE
MeponpuAaTMa no ¢papmakoHaa3opy 060CHOBAHHO OLLEHWMBAIOTCA KaK [0CTaToYyHble AnA obecnevyeHus
HaANeKalLlero nocTPerMcTpaLMoHHOrO0 MOHMTOPUHIa 6e30MacHOCTU U He TPebyloT A0NOJIHUTENbHbIX
OEeNcTBuin (Hanpumep, uMccneaoBaHUi 6e30MmacHoOCTM), HeobXOAMMO OCHOBbLIBAaTbCA Ha "PYTUHHOM
dapmakoHagzope", HanpaBAeHHOM Ha AanbHellwyto paboTy c npobaemamu no 6e3onacHocTU.

6.2.5.3.1. Yactb Il MYP. Pazgen "PyTuUHHbIe meponpusatns no dapmakoHaasopy'.

PyTMHHbIE mMeponpuaTUA No papMaKoHaA30py NPenCcTaBAAOT coObOM KOMMAEKC MeponpuaTUi,
perynspHoO MNPOBOAMMbBIX fLEeprKaTefeM PerMcTpaumMoHHOro yAOCTOBEPEHUSA C Lenblo obecrneyeHus
BbINO/SIHEHUA TpeboBaHMI 3aKOHOAATeNbCTBA NO GapMaKOHaA30py rocyapcTe-yneHoB. Mactep-dann
cuctembl papmakoHa[30pa coaepKUT NoaPobHYI0 MHGOPMaLMIO O CUCTEMAX U NPOLLeCCcaX, peannsyemMbix
AeprKaTeNeM pPerucTpauMoHHbIX YAOCTOBEPEHUM ANA  [OCTMMKEHWA YKa3aHHOW Uenu, JAaHHasA
nHdopmaumsa He aybampyetca B MYP.

YNOAHOMOYEHHbIM OpraH rocygapcrea-ysieHa Bnpase npeasoXutb gepxatento permctpauMoHHOro



YAOCTOBEPEHUA U3MEHUTb AelcTByoWwme npoueaypbl cbopa, BepndmKkaumm, OLEHKM U NpeacTaBieHns
MHPOPMALMMN O HeXKenaTesibHbIX peaKkumnax, NoJiydeHHOM B pamMKax CMOHTAHHOro penopTvpoBaHus. B
3TOM C/ly4yae B JaHHOM pasfene AepraTeslb PerncTpauMoHHOro yaA0CTOBEPEHMA NPUBOAUT NOACHEHME MO
M3MEHEHUAM B PYTUHHbIX MEPONpUATMAX No dapMaKkoHaA30pYy, BHECEHHbIM COI/IACHO NpPeasioKeHMUaAM
YNONHOMOYEHHOro opraHa rocyapcTBa-4seHa.

Echv pans  BbINOJIHEHUS  PYTUHHbBIX  MeEponpuATMM no  dapmakoHaa30py AeprKaTesto
PErncTPaLMOHHOrO yA40CTOBEPEHUA TPEbYyeTCA COCTaBMTb CreumasibHble ONPOCHUKM NO Nocneayowemy
HabOAEHMIO 3@ HEXKENATENbHbIMU PEeaKUUAMM UM eCAN OH MAAHUPYET MCNO/Ib30BaTb CreumasbHble
OMPOCHUKN AN51 MNOJYYEHUA CTPYKTYPUPOBAHHOM WHPOPMALMM O BbIABAEHHbIX HEXEeNaTesbHbIX
peakuusax, npeacTasAaloWmMx ocobbiii uHTEepec, To B npuaoxeHun N 6 K TYP agepxkatenb
PEerucTPauyoHHOro YA0CTOBEPEHUA AO/MKEH NPeacTaBUTb KOMUM AaHHbIX ONPOCHMKOB. Micnonb3oBaHue
CneumnanbHbIX ONPOCHUKOB MO NOC/AeAYHOLWEMY HabAlOAEHUIO 33 PenopTUPYEMbIMM NOA03PEBAEMbIMMU
HeXKenaTeIbHbIMU PEaKLMAMMN OTHOCUTCA K PYTUHHBIM MEPONpPUATUAM No dapmMaKkoHaa30py.

6.2.5.3.2. Yactb Il MYP. Pasaen "[ononHutenbHble meponpuaTus no ¢apmakoHaasopy'.

[epskaTteb perncTpaLMoHHOro YA0CTOBEPEHMA AO/MKEH OLLEHUTb CUTYaLMK, B KOTOPbIX TpebyeTca
NPUHATUE AOMNONHUTE/IbHBIX Mep Mo $apMaKoHaZ30py MO NPUYNHE HEBO3MOXKHOCTU AOCTUXHKEHUS LLen
Nno HagnexKalleln oLueHKe U U3yYeHUIO pUCKa NPU MOMOLLM PYTUHHBIX METOA0B papMaKkoHaa30pa.

Llenn AOonNonHWUTENbHBIX MeponpuATMA Mo ¢dapMaKoHaZ30py, KaK MpaBW/IO, PasanyaloTcs B
3aBMCMMOCTM OT Npobiem no 6e30MacHOCTU, HAa KOTOpble OHW Hanpas/eHbl. MiccnenoBaHnA B pamKax
naaHa no ¢apmMakoHa[30py AO/KHbI ObITb CBA3aHbI C Npobiemammu nNo 6e3onacHoCcTM, 0603HaUYEHHbIMM
B cneunduKaumm no 6e30nacHOCTU, BHE 3aBUCMMOCTM OT TOT0, Hale/IeHbl UCCNELO0BaHUA Ha BbifBNEHME
N XapaKTepUCTUKY PUCKOB MW TOJIbKO Ha OLLeHKY 3PPEKTUBHOCTM MEPONPUATUIA MO MUHUMM3ALUN
puckoB. [ep:KaTesb pPerncTpauuoHHOro yA0CTOBEPEHUSA LO/KEH BKIOYUTL CIOA4A BCE WUCCNef0BaHWUA,
HanpaB/EeHHbIe Ha U3y4YeHMe U OLEeHKY npobsem no 6e30MacHOCTH, a TaK¥Ke MUCCea0BaHusA, KOTopble
MOTYT NPeaoCcTaBUTb NOE3HY0 MHGOPMALMIO MO 6e30MacHOCTH, XOTA NPU 3TOM OLLEHUMBAEMbIe B pamKax
MYP npobnembl no 6e30MacHOCTM MOTYT He BXOAWUTb B 4YWUCIO MPUOPUTETOB WCCeA0BaHMA. ITK
nccaen0BaHMA BKAOYAIOT B ceba NOCTperncTpaumoHHble nccienosaHua 6e3onacHoCTM, Uccnen0BaHUA B
obnact papmakoanugemmnonornm, GapmakoKMHETUYECKME NCCeA0BaHMSA, KNIMHUYECKME UCCe0BaHNA
WU AOMNONHWUTENbHbIE AOKAMHWYECKMEe uccnegoBaHua. Mpu NpoBegeHMU AaHHbIX UCCAef0BaHMiA
cnepyeT pyKOBOACTBOBATLCA MEXAYHAPOAHbIMM AOTOBOPAMM M aKTaMM, COCTaBAAOWMMM Npaso Cotosa,
M 3aKOHOAAaTE/IbCTBOM FOCYAapCTB-4Y/1E€HOB.

MPOTOKONbI MCCNEAOBaHUI B pamKax MnaHa no ¢apmakoHaa30py M peslomMe OTYETOB Mo
pesynbTaTaM WUCCNeA0BaHWIA, BbIMOJHEHHbIX B PaMKax OOMOJAHWUTENbHbIX MeponpuaTUi  no
dapmakoHag30py, LOMKHbI 6bITb NPeAcTaBAeHbl B NPUAOKEHMAX K MYP.

BanAHMe HOBbIX AaHHbIX Ha COOTHOWeEHUe "nonb3a - pMCK" NNEKapPCTBEHHOroO npenapata A0/1IXKHO
6bITb TWaTeNbHO OUEHEHO, CI'IELI,MCbMKaLI,MFI no 6e30r|aCHocw|, naaH no ¢apmaKOHap,3opy M naaH no
MUHUMU3aAUNN PUCKOB O0/1KHbI 6bITb AOpa6OTaHbI COOTBETCTBYHOWMM o6pasoN\ C y4eToOM NOJNIy4YEeHHbIX
AaHHbIX NO 6e3sonacHocTw.

6.2.5.3.2.1. Ocobble cMTyaummn No NOCTPErucTPaLMOHHbIM UCCef0BaHUAM MO 6e30NacHOCTU.

UccnepoBaHna spPeKTUBHOCTM Mep MO MUHUMM3AUMKU PUCKOB CAeAyeT BKAUYWUTb B MNAaH Mo
bapmakoHag3opy BMecTe ¢ 0cobbiMM paKTopammn ONacHOCTM, a TaKKe NoApobHO onucaTb B NiaHe Mo
MWHUMU3aUMN pUCKoB. OHM A0KHbI BKAKOYATL CAeAylolimMe OCHOBHbIE acneKTbl (HO He orpaHn4YMBaThCA
UmMu):

nccnenoBaHMA MCNONb30BaHUA NEKAPCTBEHHDIX MPenapaToB MOryT NpoBoAnUTbCA NO Tpe6OBaHVIIO
YNO/IHOMOYEHHbIX OpraHoOB rocyaapcre-4i1eHoB A4 MOHUTOPUHIA MCNOJ1Ib30BaHUNA NEKAPCTBEHHbIX
npenapatos Ha onpe,u,eneHHon TEPPUTOPUN, HYaCTO B CBA3N C OLI,EHKOﬁ MEXaHN3MOB KOoMNeHCauunn



rocyapCTBOM Hace/fieHUIo CPeacTB, 3aTpayMBaemblX Ha NpuobpeTeHue JIeKapCTBEHHbIX NMPenapaTos.
[aHHbIN TN MccnegoBaHUIA HENOCPeACTBEHHO HE NpeAHa3HavYeH 414 U3yYeHUs acneKkToB 6e30nacHoCTU
NeKapCTBEHHbIX NPENApaToB, HO MOXKET 4aTb MNONE3HYI0 MHPOPMALMIO O TOM, ABIAIOTCA I MEPONPUATUS
Nno MUHUMM3ALUU PUCKOB 3GDEKTUBHDBIMMU, A TaKKe 0 Aemorpadum Lenesbix rpynn HaceneHus;

COBMeECTHble nccneposaHma. Ecam npobnema no 6e3onacHoCTU pacnpocTpaHaeTca 6onee yem Ha
OfINH NleKapcTBeHHbI nNpenapaT (AM6O Ha OA4HO AeiCTBylOLlEe BELLeCTBO MPUXOAUTCA HECKOJIbKO
AeprKaTtenei perncTpaLMoHHOro ya0CToBEePEHMA), YNOHOMOYEHHbIN OpraH rocyfapcrBa-ysieHa AOKeH
NPeanoXuTb  AeprKaTtenam  pPerncTtpaLmMoHHOro yaoctoBepeHua nposectn cosmectHoe [1PUB.
MpoBeseHMEe COBMECTHbIX MCCAEAOBAHUM TaKKe MOXKeT ObiTb HeobxoaumbiM B CAyyasx, Korga
KO/IMYECTBO MNALMEHTOB OrpaHUYeHo (pegKkue 3aboneBaHusas) uAM  HebnaronpuATHble peakuuu
HabntogatoTcA  peako. YNONHOMOYEHHbIMW OpraH rocygapcTBa-yseHa AOJ/KeH crnocobcTBoBaTb
COrNaleHnIo 3aMHTEePECOBAHHbIX AepKaTenel perucTpaLMoHHbIX YA0CTOBEPEHMI pa3paboTaTb eguHbIi
npotokon gnAa NMPUB 1 coBmecTHO npoBoauTb nccneposaHue. Ecan B TedeHue CpokKa, onpenesneHHoro
YNONHOMOYEHHbIM OPraHOM TrOCYyAApPCTBA-Y/€HA, 3aMHTEPECOBAHHbIE AEpPXKaTe/M PEerncTpaLMOHHbIX
YOOCTOBEPEHUA TaK WM He CMOMAW MPUNTU K COFMALEHUI0 O CO343aHUM egMHOro MPOTOKON3,
YNO/JIHOMOYEHHbIN OpraH rocygapcTBa-ysieHa BnpaBe HasHauuMTb nposegeHne MPUB u onpepenntb
Oo6LWMA  OCHOBHOM NPOTOKOA WAM  KAOYEeBble 3/eMeHTbl MPOTOKOAa, KOTopble AepKaTtenu
PerucTpaLnoHHOro yA0CTOBEPEHUA A0MKHbI 6yayT cobntoaath B Tpebyemble CPOKY;

perncrp, KOTOprﬁ npeagcrasnAaeT cobol BUA NMPOCNEKTUBHbLIX HEUHTEPBEHUMOHHbLIX KOFOPTHbIX
MCCI'IELI,OBBHVIVI. PeKOMeHAyeTCFl npegycMmoTpeTb B PerncrTpe BKAKYEHUE rpynnbl CPaBHEHUA, B CBA3U C
3TUM pPerncrTp 3aboneBaHui 6YAET ABNIATbCA, KaK Mpaswu/o, 6onee npegnoyYTuTenbHbiM, 4eM PErncTp,
OrpaHquHHbIVI onpegeneHHbim  N€KapCTBEHHbIM  NPenapaTom. npOTOKOﬂ perncrpa O01XKeH
npegycmatpmBatb BHeECEHME B PeEECTP AaHHbIX MO NauyneHTam, KOTOpPbIM BbiNMMMCaHbl COOTBETCTBYHOLWMNE
NNeKapCTBEHHbIE NpenapaTtbl U1 KOTOPble MMEKT O4HO U TO XKe 3abonesaHue.

6.2.5.3.3. Yactb Il MYP. Pasgen "MnaHbl AeNACTBMIA NO AONOJHUTENbHBIM MEPOMNPUATUAM MO
dapmaKoHaa30py B OTHOLWEHMM Npobiem no 6esonacHocTn".

Mpy HaMYUK JONONHUTENBbHBIX MEPONPUATUI NO papMaKoHaA30pY, NAaH AENACTBUIA B OTHOLLIEHUN
Kaxkgoi npobnembl No 6e30mMacHOCTM Ao0/KeH ObiTb NPeACcTaBNeH B COOTBETCTBUM CO Chedytouel
CTPYKTYpOIA:

npobaema no 6e3onacHoOCTH;

Lenb npeanaraembolx 4enUcTBuiA;
npeanaraemble AeUCTBUS;

OCHOBHbIE 3Tanbl OLLEHKM U OTYETHOCTH.

O4HOM 13 COCTaBAAOWMX Mep, NPeAaraeMblX B OTHOLIEHUM KaXKA0M Npobaembl no 6e3onacHocTy,
Bceraa Oyaer ABAATbCA PYTUHHbIA  dapmakoHagsop. MomMuMMO nepevyncneHunsa [ONOAHUTENbHbIX
meponpuatuii B nyHkte "Mpeanaraemble aeictema" gaHHoro pasgena MYP, B npunoxkeHun N 5 kK MYP
HeobXoAMMO NpeacTaBUTb NPOTOKOJbI AN NPOBeAeHUA MObbIX MCCef0BaHUI (B BUAE NPOEKTa MK
APYroro OKYMeHTa).

6.2.5.3.4. Yactb Il MYP. Pasgen "CBogHaa Tabnauua No AOMNONHUTE/NIbHbBIM MEPONPUATUAM MO
dapmaKkoHaazopy".

B pgaHHom pasgene gosmkHa 6biTb npeacTaBneHa CBOAHaA Tabauua Bcex A0MOAHUTE/IbHbIX
MeponpUATUIA No papMaKkoHaA30pY, BKAOUYAA NAaHUPYeMble AaTbl 3TanoB UX BbINOJHEHUA.

6.2.5.4. Yactb IV MYP - nnaH NoCcTperncTpaumoHHbIX nccnegoBaHmin 3peKTUBHOCTH.



TpeboBaHMA K MNOCTPErUCTPALMOHHbIM  MUCCledoBaHMAM NOo  6e30nMacHOCTUM  OTHOCATCSA
WCK/IIOYNUTENIbHO K OA0OpEeHHbIM MOKa3aHMAM JIeKapCTBEHHOro npenapata, a He K UCC/eAoBaHUAM
AO0MOJIHUTENIbHbIX, He 04006peHHbIX NOKa3aHui. MccnenoBaHma no 6esonacHoCcTyH, aBAatoWmMeca ocobbimm
obAasaTenbctBaMu M (MAK) ycnoBMem ANA NoAyYeHUsa yaoCTOBEPEHMA O roCyAapCTBEHHOM perucTpaumm,
HeobxoaMMO TaK¥Ke BK/IOUYUTb B AaHHY0 YacTb MYP.

6.2.5.4.1. Yactb IV NYP. Pasgen "MpeacraBneHue gaHHbix 06 apdekTnsHocTn".

C uenbto 06BACHEHUA MPUUYMH NPEASIONKEHHbIX UCCnegoBaHUN 3OPEKTUBHOCTU U BKJIOYEHUSA
obocHoBbIBatoWMX AaHHbIX B [YP B AaHHOM pasgene npeacrasaseTca obobuatowas nHbopmaums no
A0Ka3aHHOWN 3PPEKTUBHOCTU JIEKAPCTBEHHOIO MpenapaTta, a TaKXKe yKasaHue, Ha KaKUX KANMHUYECKUX
UCCNeaoBaHUAX M KOHEYHbIX TOYKaX OCHOBaHa faHHan oueHKa. [osiKHa 6biTb BbIMNONHEHa OLEHKa
TBEPAOCTM KOHEYHbIX TOYEK, Ha KOTOPbIX OCHOBaHa OLLeHKa 3¢ EeKTUBHOCTH.

B maHHOM pasgaene MPUBOAMUTCA KpaTKaa OLEHKa HeobXoAMMOCTM NpoBeAeHUs AaNbHenlux
NOCTPErncTPaLMoOHHbIX UCCAeA0BaHNIN 3G PEKTUBHOCTU NO CAEAYHOWMM acneKTam:

NPUMEHUMOCTb AaHHbIX 06 3 PEKTUBHOCTU A5 BCEX NALMEHTOB B LLe/IEBOM NONYAALMUK;

baKTopbl, KOTOpble MOryT MOBAMATL Ha 3PPEeKTUBHOCTb JIEKAPCTBEHHOro rpenapaTta B
noBceaHEBHOW MEANUMHCKOMN NPAKTUKE;

BapunabenbHOCTb TepaneBTMYECKOro addeKTa B cybnonynaumnax.

B paHHOM pasgene [o/KHa ObiTb npeacTaBfeHa CcBogHas Tabauua 3aniaHUMpPOBaAHHbIX
MUccnefoBaHU € yKasaHMEM CPOKOB M OCHOBHbIX 3TanoB BbINOAHEHMUA. [PoeKTbl NPOTOKON0B A4 AaHHbIX
KNMHUYECKUX UccnenoBaHuin, BKAOYatoTca B npuaoxkeHne N 7 K MYP.

6.2.5.5. Yactb V MYP - mepbl N0 MMHMMKU3ALUN PUCKOB.

B cooTBeTcTBMM CO cneuuouKaumMeinr no 6e30MacHOCTM geprkaTesb PerncTpaumMoHHOro
YAOCTOBEPEHUS [0/KEH OLEHWUTb, Kakume MeponpuaTUA Mo MUHMMMU3AUMW PUCKOB HEobXxoauMbl B
OTHOLLEHMM KaxgoM npobiembl No 6e3onacHocTU. MaaH N0 MUHMMM3ALMM PUCKOB LO/IKEH BKIOYATb
noApobHyto MHPOPMALMIO O MEpPONpPUATUAX N0 MUHMMM3ALUWM PUCKOB, KOTOPblE [OJKHbI 6bITb
NnpoBeAeHbl C Le/Ibl0 YMEHbLUEHWA PUCKOB, CBA3AHHbLIX C KaXXAOW M3 YCTAHOB/MEHHbIX Mpobiem no
6esonacHocTn. [peanaraemble Mepbl MWUHMMM3ALMKM MO PUCKOB MO Kaxaon w3 npobnem no
6e30MacHOCTX MOryT BKAOYATh Bonee og4HOro MeponpuUATUSA NO MUHUMM3ALMK PUCKOB.

MeponpuatMa No MUHUMM3AUMM PUCKOB MOTYT COCTOATb M3 PYTUHHbIX MepoanﬂTMﬁ no
MUHUMU3aUNN PUCKOB U OOMNO/IHUTE/IbHbIX MepOI'IpMFITMﬁ no MMHUMM3ALUN PUCKOB. Bce meponpunatuna
Nno MUHMMU3AUNN PUCKOB A0J/1XKHbl UMETb YETKO O603Ha‘-IEHHyPO uenb.

6.2.5.5.1. Yactb V NYP. Pazgen "PyTUHHbIE Mepbl N0 MUMHUMMN3AL MU PUCKOB".

PYTUHHbIE MEpPbI MO MUHUMMU3ALMMU PUCKOB BKAKOYAIOT B cebA meponpuatua (4encTems), KotTopble
NPOBOAATCA B OTHOLIEHWM KaXKA0ro IeKapcTBEHHOro Npenapata. PyTUHHbIE Mepbl PacnpoCTPaHAOTCA Ha:

oxnmn;

MapKUPOBKY JIEKapCTBEHHOrO NpenapaTa;
UMM (N1B);

pasmepbl YNaKoBKY;

PerynAaTopHbIA CTaTyC NeKapCTBEHHOrO NpenaparTa.



OXNN v UMM (N1B) ABNAOTCA BaXKHbIMU MHCTPYMEHTaMU MUHUMM3AUMKN PUCKA, MOCKOJIbKY
NpeacTaBAAldT CcoboON  KOHTPOAMPYEMbIA UM CTAaHAAPTU30BaHHbLIM  dopmaT MHPOPMUPOBAHMUS
MeAMULMNHCKUX 1 GapMaLLEBTUYECKMX PAaDOTHUKOB, A TaKXKe NaLMeHTOB O 1EKAPCTBEHHOM NpenapaTe.

Pa3zmep ynakoBKM, NO3BOAAOWMIN OrpaHUUYUTb KONMYECTBO eANHUL, BbIMMCAHHOrO IeKapCTBEHHOrO
npenaparta, ABAAETCA €lle OAHWUM W3 PYTUHHbLIX MEPONPUATUA MO MUHUMMM3AUMKM PUCKOB. [pu
OrPaHMYEHUU KOJIMYECTBA eAUHWUL, BbINMWUCAHHOIO JIEKAaPCTBEHHOrO Mpenapata MauueHT BbIHYKAEH
06pawaThCca K Nevalemy Bpayy yepes MeHbLIME MPOMENKYTKM BPeMEeHU, YTO ONTUMU3MPYET npoLuecc
KOHTPOAS €ro COCTOSIHUA W COKPaTUT BPems ero HaxoXgeHusa 6e3 COOTBeTCTBYHLEro HabnwogeHus.
BbiNycK yNaKoOBOK Ha Hebo/blIOE KOMYECTBO A03MPOBAaHHbIX eauHUL, (B 0COBbIX Cy4anx - Ha OAHY
[03MPOBaHHYIO eAuHULY) TaKKe MOMKET BbiTb MNONE3HbIM B C/lydYae, ec/iv O4HUM U3 OCHOBHbIX PUCKOB
CYMTaEeTCA Nepeso3rpoBKa.

PerynAaTopHbI CTAaTyC JIeKapCTBEHHOIO NpenapaTa, NPy KOTOPOM BBOAUTCA KOHTPOJIb YC/I0BUI ero
OTNyCKa HaCe/EHUIO, MOXET MOMOYb CHU3UTb PUCKWU, CBA3AHHbIE C €ro WCMoJib30BaHMEM WU
HEenpaBW/bHbIM MPUMEHEHUEM. ITO MOXKET ObiTb AOCTUrHYTO MyTEM PEryMpOBaHWsA YCOBWUIA, MpU
KOTOPbIX JIEKAPCTBEHHbIV NPENapaT MoXKeT ObITb Ha3HAYeH, W YCIOBUI, NPU KOTOPbIX MALUEHT MOXKET
NoJIy4MTb IEKAPCTBEHHBINM Npenapar.

B pernctpaumoHHoe yaoCcToBepeHme He0bX0AMMO BKAOUYUTL NOAPOLHYHO MHPOPMaLUIO O No6bIX
YCNI0BUAX, OFPAHUYEHMAX NOCTABOK MM UCMOIb30BaHMM IeKapCTBEHHOTO Npenapara, BK/AYan ycaosus,
NPy KOTOPbIX JIEKAapPCTBEHHbIM MpenapaT MOMXKeT CTaTb AOCTYMHbIM A8 nauueHToB. O6bIMHO 3TO
HasblBaeTcs "peryffaTopHbIM CTaTycom" IeKapCTBEHHOro npenapaTa. [aHHblIli cTaTyc BK/IOYaEeT B cebs
MHPOPMALMIO O TOM, MOANEKMUT I IEKAPCTBEHHbIV MpenapaT Npogake no peuenty uam 6es pevuenta. OH
TaKXKe MOMKET OrpaHMYMBaTb MECTa PAcNpPOCTPaHeHUs (Hanpumep, orpaHUYeHne NPMMeHEHMEM TONbKO B
CTALMOHAPHOM y4YpeXxaeHMM). B OTHOLEHNW NEeKAPCTBEHHbIX NPEnapaTos, NPUObPecTM KOTOpble MOXKHO
TOJ/IbKO NO peLenTy, He06X0AMMO BBECTU AOMNONHUTE/IbHbIE YCI0BUA, @ UMEHHO KnaccuduLMpoBaTh UX Ha
JleKapCTBEHHbIe MpenapaTbl, KOTOPbIe MOXKHO NPUOBPECTM TONLKO MO CNeLUnasbHOMY peLenTy.

bonbWMHCTBO np06neM no 6esonacHocTu MOoryT 6bITb COOTBETCTBYHOLLNM 06pa30M peweHbl npu
OCyLwecTtBNEHUN PYTUHHDbIX MepOﬂpMﬂTMﬁ no MUHMUMU3aAUNN PUCKOB. Tem He MmeHee B OTHOLWIEHMUHU
HEKOTOPbIX PUCKOB PYTUHHbIE MEPONPUATUA NO MUHUMU3ALNUN PUCKOB MOTYT 6bITb HEONOCTAaTOYHbIMMWU,
no3TOMY MOTyT ﬂOTpe6OBaTbCﬂ AONOJIHUTE/IbHbIE MepPONPHNATUA NO MUHMMN3ALNUN PUCKOB.

6.2.5.5.2. Yactb V NYP. Pasgen "[onosHUTeNbHblE MEPONPUATUS NO MUHUMM3ALMU PUCKOB".

JononHuTenbHble MeponpuATUA N0 MUHUMMU3ALMN PUCKOB (TO €CTb MEPONPUATUA, KOTOpble He
OTHOCATCA K PYTUHHbBIM MEPONPUATUAM NO MUHUMM3ALMMN PUCKOB) AOMKHbI ObITb NPEANOKEHDI, KOraa
PYTUHHbIE MEPONPUATUA ABNAIOTCA HEA0CTAaTOYHbIMU Ana obecnedeHuns 6e3onacHoro u apdeKTUBHOro
MNCNO/Ib30BaHMA JIeKapCTBEHHOro npenaparta. Pag AonosHUTENbHbIX MEPOMNPUATUI MO MUHUMU3ALLUK
PUCKOB OCHOBAH Ha cnocobax MHPOPMMPOBaHUSA, KOTOPbIE BbIXOAAT 32 pamku OX/1M u UM (NB).

Mo AONOAHUTENbHBIM MEPONPUATUAM MO MUHMMM3ALUM PUCKOB MPEACTaBAAIOTCA AeTasibHoe
onucaHve M 0b60CHOBaHWE HEOOXOAMMOCTU UX MPUMeHeHWs. B aaHHbIM pasgen MYP Heobxoaumo
BK/IIOYUTb TOJIbKO T€ MEPONPUATUSA, KOTOPble CBA3aHbI C 6e30nacHbIM U 3PPEKTUBHBIM UCNOIb30BAHUEM,
OHM TaK»Ke A0MKHbI ObITb HAY4HO 06OCHOBAHHbBIMM, Pa3pPaboTaHHbIMM M BbINOJHATLCA CNELMaNNCTaMM C
COOTBETCTBYIOLLEN KBannduKaumen.

JononHutenbHble MeponpuATMA NO MUHUMM3AUMKU  PUCKOB MNOC/AEe UX COrnacoBaHuA ¢
YNOAHOMOYEHHbIM  OpPraHOM  roCyAapCTB-YNE€HOB  CTAHOBATCA  YyC/AOBMEM  ANA  NOAyvYeHusA
PErnmcTpauMoOHHOrO  yAOCTOBEpPeHMA. B cooTBeTCTBYHOWMX CAy4aax MNoaHaa WHpopmauma o
AOMNOJIHUTENbHBIX MEPONPUATUAX MO MUHMMMU3ALMM PUCKOB (B TOM UYMC/Ie YEPHOBOW BapMaHT y4yebHbIX
MaTepunanos) AoMKHA BbITb NpeacTaB/ieHa B npuaoxKeHun N 9 K MYP.

O6yqarou.|,v1e maTepunasibl He OO0/IXKHbI HOCUTb pEK/'IaMHbIl\;I XapaKktep. YNOAHOMOYEHHble OpraHbl



rocyapcTB-4/1eHOB COMNacoBbIBAOT U YTBEPXAAIOT 0byyatolme matepuanbl, pa3paboTaHHble B paMKax
naaHa N0 MUMHUMUN3aALLUN PUCKOB.

Ona nekapcTBeHHbIX MNPEnapaToB, COAEpPMKallMX OAHO U TO e [JelCTBylollee BeLLecTBo,
pekomeHayeTca paspabaTtbiBaTb MakcMmanbHo 64M3KMe No dopme UM codeprKaHuto obydatouwme
MmaTepuasbl U MaTepuanbl g5 NaLMEHTOB.

6.2.5.5.3. dopmat nnaHa (NN1aHOB) MO MUHMMM3ALIMKN PUCKOB.

Kaxkgaa npobnema no 6e3onacHocTH, onpeaesieHHasa B cneuuduKaumm no 6€3onacHoOCTH, A0XKHA
6bITb NpOaHanM3MpoBaHa B JaHHOM pasaene MYP no cnepyouweit opme:

onucaHue npobsemol No 6e3onacHoOCTH;
Lenb NpeasoXKEeHHbIX 4EeNCTBUN;
PYTUHHbIE Mepbl MUHUMU3aALIMN PUCKOB,;

OONOJIHUTENbHbIE MEPONPUATUSA MO MUHUMM3ALUN PUCKOB (eCcin MMeloTcA), 3aa4M No KaxKaomy
AONONHUTENBHOMY MEPONPUATUIO N 0O6OCHOBAHME HEOHXOAMMOCTY;

cnocob OLLEHKMH Bd)d)eKTMBHOCTM MepOHpMHTMﬁ no MUHUMU3AUUN PUCKOB C TOYKU 3peEHUA
OOCTUXEHUA NOCTAaB/IEHHbIX Ll,eneﬁ,'

uenb MUHMMN3aunmn pnuckos (KpMTepMM OLUEHKHM YyCNeWwHOCTN NPUHATBLIX N\ep);
OCHOBHbI€ 3Tanbl OUEHKN N OTYETHOCTU.

N pyTUHHBIX Mep N0 MUHMMM3ALUUM PUCKOB TEKCT, Npegnaraemblii 8 OXJ1M n UMM (NB), gonkeH
6bITb NpeacTaB/ieH BMECTE C AeTa/IbHbIM ONUCAHUEM APYTUX PYTUHHBIX MEPONPUATUIA N0 MUHUMU3ALLUK
PUCKOB, NPEANOKEHHbIX B CBA3U C Npobaemamm No 6€30nacHOCTU.

6.2.5.5.4. O6HOB/IEHMA N1aHA NO MUHUMM3ALMU PUCKOB.

Mpu ob6bHoBneHMM TMYP p[o/mKeH BKAYATb OLEHKY BbIMOJHAEMbIX PYTUHHBIX W (MaK)
AONONHUTENbHBIX MEPONPUATUIA MO0 MMHMMM3ALMU PUCKOB. PesynbTaTbl OPUUMANBHOM OLLEHKM
MEPONPUATUIA NO MUHUMM3ALMM PUCKOB TaK¥Ke AO/IKHbI ObiTb BKAOYEHbI B AaHHbIM pasgen. B pamKkax
[AHHOWM KPUTMYECKOW OUEHKWU AeprKaTeslb PerncTpauMoHHOIO YA0CTOBEPEHUA AO/IKEH BbIABAATL U
oueHMBaTb GaKTOPbl, KOTOPbIE IMH60 CNOCOBCTBYIOT AOCTUMKEHUIO NOCTAB/EHHbIX LLeNEN No MUHUMU3aLUN
pUCKa, MM60 NOKa3blBAlOT HU3KWUIA ypoBEHb 3PHEKTUBHOCTM MEPOMPUATUIA NO MUHMMM3ALUU PUCKOB.
HdonkeH O6blTb AaH KOMMEHTAapuMii B OTHOWEHUMM BO3MOMKHOM HEOBXOAMMOCTM BBEAEHUA
AONONHUTENbHbBIX MEPONPUATUIN U (MM) U3MEHEHMA BbINONHAEMbIX MEPONPUATMIA N0 MUHUMU3ALUN
PWUCKOB MO Kaxgoi npobaeme no 6esonacHocTy.

6.2.5.5.5. Yactb V MYP. Pazgen "OueHKa 3dPeKTUBHOCTM MEPONPUATUA NO MUHUMMU3ALMM PUCKOB".

MeponpuatMa No MUHUMU3AUUKU PUCKOB NpeacTasiAaloT cobol AEVICTBMH, Hanpas/ieHHblE Ha
npegorepalieHne pa3BuTUA HeXXenatesbHbIX peaKu,Mﬁ, CHMXeHune 4actoTbl pPasBUTNA UIU CTENEHU
TAXECTN HeXenate/ibHbIX peaKu,Mﬁ, a TakKXe MUHUMKU3auunto HE'6!'IaFOI'IpMFITHbIX I'IOCI'Ie,CI,CTBVIﬁ
BO3A€I7ICTBVIFI Ha nauyuneHTa npu pasBUTUn HeXenaTe/NbHOM peakunn Ha I'IeKapCTBeHHbIﬁ npenapar.
OLI,EHKy 3d)d)eKTMBHOCTM AeATeNbHOCTU NO MUHMMU3ALUNUN PUCKOB NPU peannsaumnmn atux u,eneﬁ cnepyet
BbINOJZIHATb Ha MPOTAXEeHWNN BCETO XKN3HEHHOIO LLMK/1a 1IEKAPCTBEHHOIO Npenapara, yTObbI y6ep,MTbCH B
TOM, 4TO HE6}13FOI'IpVIHTHbIe nocnencreua, CBA3aHHbIE C HeXXenaTe/ibHbIMU peakunamm,
MUHUMU3NPOBAHbI U, CeaoBaTe/ibHO, COOTHOLWEHUE "nonbsa - pMCK" NNIEKapPCTBEHHOrNo npenapata
ONTUMU3UNPOBAHO.

B cnyyae BbiABNAEHUA Head)dDEKTMBHOCTM KOHerTHOI\;I cTpatermn no MWHUMU3AUUN PUCKOB



Heobxoanmo pas3paboTaTb M BHEAPUTb aJibTEPHATUBHbIE MEPONpPUATUA. B onpeaeneHHbIX ciyyanx B
pesynbTaTe OLEHKW CTPaTErMm MOXKeT BbITb CAenaH BbIBOA, YTO MEPONPUATUA MO MUHUMMU3ALUN PUCKOB
HEe MOTyT KOHTPOIMPOBATL PUCKM B Tpebyemoli cTeneHn ana obecneyeHns NPUMeEHEHUA NeKapPCTBEHHOTO
npenapata npyv MPeBbIWEHUN MOJb3bl HaZ PUCKOM, 4YTO O3HayaeT HeobXxoAMMOCTb OT3biBa
JIeKapCTBEHHOrO MpenapaTta C PbiHKA WM OrpaHUYEHUs ero NPUMEHEHWUs TONIbKO TOM noarpynno
NMauMeHTOB, B OTHOLIEHUN KOTOPOW No/b3a NepeBeLINBAET PUCKM.

6.2.5.6. Yactb VI MNYP - pestome nnaHa N0 MUHUMM3ALLUM PUCKOB.

Pestome MYP ana Kaxkgoro neKapcTBeHHOro npenaparta A0/KHbl ObITb 40CTYMHbI 0OLLECTBEHHOCTU.
Pestome [0/MKHO BKAOYATb KAtoueBble 3nemeHTbl MYP ¢ ocobbim BblgeneHMEM MEpOonpuATUIA Mo
MUHMMM3ALMM  PUCKOB. YTO Kacaetca cneumdpukaumm no 6e30nacHOCTM  PaAcCMaATPMBAEMOrO
JIeKapCTBEHHOrO NpenapaTa, OHa A0/1XKHA CoAepKaTb BaXKHYO MHPOPMaLMIO 06 MAEHTUDULMPOBAHHDIX
M NOTEHLMaNbHbIX PUCKAX, @ TaKKe 06 oTCyTCTBYOLWEN MHbOPMaLUK.

JdaHHaa yactb MYP pomkHa cogep)kaTb cneaytowme ob606weHHble pasgenbl MHPopmaumu,
ocHoBaHHoW Ha moaynax Cl, CVIll vactu Il NYP m vactax IV u V NYP:

0630p anngemuonorum 3abonesaHuit;

0606LWeHHble gaHHble NO oueHKe 3GPEeKTUBHOCTM U NOJb3bI;
oTcyTCTBYIOWAA MHDOPMaLUUA No 3PPEKTUBHOCTU U NONb3E;
0606wweHHan nHbopmaums no npobiemam no 6e3o0NacHOCTH;
Tabnumupl:

cBOAHaA Tabavua meponpuATUIA N0 MUHUMMU3ALUN PUCKOB B OTHOLIEHUU KaxKaoi npobnembl no
b6e3onacHocTH;

naaHnpyemaa nocCTpernctpauymnoHHaa AeATE/IbHOCTb MO OUEeHKe 3¢¢6KTMBHOCTVI N pPasBuUTUIO
d)apmaKOHap,sopa, BK/IlO4aKWOWaA AeTa/ibHOe OoNnucaHune U 0b6bACHEHWE MO BCEM MeponpuAaTnAaAMm,
ABNAOWMMCA YCNOBUAMM NONYHEHUA PETNCTPALMNOHHOIO yA0CTOBEPEHNA.

6.2.5.6.1. Yactb VI NYP. Pazgen "O630p annaemumonorum sabonesaHuma n 0606WeHHble aHHbIE MO
oueHKe apHEeKTUBHOCTU U MOAb3bI".

[eprkaTenb perncTpauMoHHOro ya0CTOBEPEHUA A0/KeH 0606WNTh AaHHble MO 3NMAEMUON0TUM
3a601eBaHMA UAN COCTOAHUSA, ABNAIOLLErOCA NOKasaHMeM K HazHaYeHUIo IeKapcTBEHHOro npenapara, ¢
y4eTom aeTtanbHoro onucaHuna 8 mogayne Clyactu Il MYP. Mpu aTom MHPopMaLMA AOHOCUTCA A0 LeNeBoi
nonynaunn MeToa0oM U3N0XKeHMA GaKTOB U Ha COOTBETCTBYIOLLEM HecneumnannsnupoBaHHOM A3bike. Ecan
NleKapCTBEHHbIN NpenapaTt NPUMEHAETCA B KayecTBe AMArHoCTMYEeCKoro cpeactsa, MCNosb3yeTca npu
aHecTesnun UAU MMEeT MHble CXOAHble NOKa3aHWA, He CBA3aHHble C KOHKPETHbIM 3aboneBaHWem UK
COCTOAHMEM, AaHHbIN pa3aen 0630pa MoXKeT 6biTb ONylLLEH.

6.2.5.6.2. Yactb VI NYP. Pasgen "ObobueHHas nHbopmaums no npobaemam no 6esonacHocTu
(n3noxeHHas Ha gocTynHOM Ana notTpebutens asbike)".

B gaHHOM pasgene cienyeT KpaTKo onuncatb Npobiembl No 6€30NacHOCTM Ha A3bIKe, NOHATHOM 415
nauneHTOB (NKL, OCYLLLECTBAAIOWMX YX04 33 NaumneHTamu). Pasaen TakxKe BKAKOYAET ONMcaHne YacToTbl U
CTEMNEeHWN TAXKECTM COCTOAHUIA, 0BYCNOoBAEHHbIX Npobaemammn no 6e3onacHOCTU. YTo KacaeTca BaKHbIX
NOTEHLMaNbHbIX PUCKOB, HEOBXOANMMO PA3bACHUTL MPUYUHBI BO3SHUKHOBEHUA AAHHbIX PUCKOB, a TaKXKe
BO3MOMHbIX HEONpeaeIeHHOCTEN B UX OLEHKe (Hanpumep, PUCK XapaKTepeH Ana CoeANHEHUN AaHHOro
Knacca, HO He 6bln BbIAB/EH B KAMHUYECKUX UCCNEA0BaHMAX MPU HAa3HAYeHMM AaHHOTO NEKapCTBEHHOMO
npenaparta). B OTHOWEHUN BaXKHOW OTCYTCTBYOWEN MHDOPMALMM YKa3biBaeTCA, Kakoe BAMAHME 3TO



MOMKET OKasaTb Ha Le/ieBylo MONyAsauMI0 U KaK OTpaKaeTcs Ha pekomeHaaumax (Hanpumep, Haauyume
NPOTUBOMOKA3aHWUM, NPeaoCTEPEKEHUN).

6.2.5.6.3. Yactb VI MYP. Pasgen "CBogHaa Tabavua meponpuatTMii N0 MUHUMMU3ALUKN PUCKOB B
OTHOLLEHMN Kaxkaol npobaembl no 6esonacHocTn".

B paHHOM pasgene HeobxoAMMO MepPeyYnciMTb npobsiembl No 6es3onacHOCTM M MNpeacTaBuTb
pestome MeponpuaTUA MO MUHUMM3ALMU PUCKOB, NPESNOXMEHHbIX ANA Kaxaoh npobaembl no
6e3onacHocTu. Mpu Hannumm 6osiee o4HOrO NAaHa MUHUMM3ALUN PUCKOB (NPeacTaB/eHHbIX B YacTu V
MYP) Ansa Kaxa0ro U3 HUX HeobXoAMMO NPeACcTaBUTb OTAE/bHYIO TabauLy.

6.2.5.6.4. Yactb VI NYP. Pasgen "MnaHnpyemas nocTperncTpaumoHHaa AeATeNbHOCTb MO OLEeHKe
3¢ PeKTMBHOCTHM M pa3BnTMIO dapmaKoHaa3opa'.

B paHHOM pasgene fo0/KeH bbiTb NpencTaBneH CNUCOK (B TabivyHom dopmaTe) naaHUpPyembiX
MeponpUATUIA B OTHOLWIEHUM uccnenoBaHUA 3GGEKTUBHOCTU U AanbHelWwero nsyyeHuna npobaem no
6esonacHocTW. Lenbto asndetca npeacraBneHne ob63opa 3anfaHMPOBAHHOIO NOCTPErMCTPALMOHHOIO
Pa3BUTUA NEKAPCTBEHHOro NpenapaTa B OTHOWEHWM OLEHKU apdeKTUBHOCTU M dapmaKoHaa3opa, a
TaKXKe pPacCMOTPEHME OCHOBHbIX 3TAMOB, CBA3AHHbIX C Ka)KAbIM MCCAeA0BaHUEM WU MEPOMPUATUEM.
JaHHana Tabanua foaKHa 06beanHATb Tabamubl 3 NyHKTOB 6.2.5.3.4 1 6.2.5.4.1 HacToawwmx Mpasua. B
KaXKOoM CTpoke Tabauupl yKasblBaeTcs MPUYMHA MNpoBeneHMA WUcCciefoBaHWs, HasBaHWE W KpaTKoe
onncaHue ncciefoBaHUA, CPOKM M OCHOBHbIE 3Tanbl BbINMOJHEHMA.

6.2.5.6.5. Yactb VI MYP. Pa3gen "Pe3tome nameHeHUn, BHECEHHbIX B NaH yNpaBAeHUs puckamm'.

B pasgene npepcrtaBnsetca nHGopmauma B TabanYHON popme C NepeyHem BCex CyLLeCTBEHHbIX
M3MEeHeHW, BHeceHHbix B TMYP, B XpoHonornyeckom nopsagake. MHPopmaums p[oKHa BKAOYATb,
Hanpumep, AaTy BKAOYEHMA B NIaH HOBbIX NPo6em No 6€30NacHOCTU MW UCKAOYEHUA 0603HAYEHHbIX
paHee, AaTbl A06aBNEHUS MAM OKOHYAHWA HOBbLIX WUCCef0BaHMI 6e30NacHOCTM, KpaTKoe pestome
N3MEHEHWn, BHECEHHbIX B M1aH MepPOonpuUATUIA N0 MUHUMMU3ALMKN PUCKOB, @ TaK¥Ke AaTbl COr/lacoBaHUs
[AaHHbIX U3MEHEHUI.

6.2.5.7. Yactb VII NMYP - npnnoxkenuna Kk MyP.
MNYP ponkeH cogepxKatb cnegytowme NnpuIoOKeHNA:

npunoxkenne N 1 K MYP: Tekywasa (MaM npeanaraemas, ec/ivM IEKAapCTBEHHbINM MnpenapaTt He
3aperucTpupoBaH) sepcua OX/1N n UMM (/1B);

npunoxkerne N 2 K NMYP: KpaTknit 0630p BbINOAHAEMbIX U 3aBEPLUEHHbIX MPOrPaMmM KJANHUYECKUX
nccnenoBaHui;

npunoxkeHne N 3 K TMYP: KpaTkuit 0630p BbINOSHAEMbIX W 3aBepLIEHHbIX NPOrpamm
bapMaKo3aNMaeMMON0rMYECKNX UCCNe0BaHUN;

npunoxkerune N 4 Kk MYP: MpoToKonbl NpeanaraeMbliXx U NPOBOAUMBIX UCCAea0BaHUI no Yactu I
Mnyp;

npunoxkeHune N 5 kK NYP: CneumanbHble dopMbl Nocneaytollero HabaoAeHWA 3a HexenaTeabHbIMU
peakumamu;

npunoxkerne N 6 K MYP: MpoToKo/bl NpeanaraemMbix U NPOBOAMMbIX UCCeA0BaHWUI No YacTu IV
Mnyp;

npunoxkeHune N 7 kK MYP: HoBble AOCTyNHbIe OTYETbI 06 MCCNeA0BaHUAX;

npunoxkeHne N 8 K MYP: MogpobHas WHbOpPMAUMA O MNPEANONKEHHbIX [AOMNONAHUTENbHbIX



MepPOoNPUATUAX MO MUHUMM3ALLUWN PUCKOB (€CIU MPUMEHUMO);
npunoxernune N 9 k MYP: Apyrue BcnomoraTe/ibHble AaHHble (BKAHYan CCbIIOYHbIM MaTepuan);
6.2.6. BsaumocBasb mexay MYP 1 nepnogmnyeckmm obHoOBAAEMbIM OTYETOM MO He30MacHOCTH.

OCHOBHbIMM MOCTPErUCTPALUMOHHBIMW AOKYMeHTamu dapmakoHaasopa asaatotca MYP n NOOB.
lnasHom uenbto NOOB ABAAETCA UHTENPUPOBAHHAA NOCTPEINMCTPALMOHHAA OLEHKA PUCKA U NOb3bl, B TO
BpeMms Kak uesnbto MYP asnsetca npe- M NocTperncTpaumoHHoe ynpasaeHme 6anaHcom pucka 1 nosb3sbl 1
NAaHMPOBAHME, TaKMM 06pPa3oM [AaHHble [OOKYMEHTbl fBAAOTCA B3ammogonosHsawwumu. MNOOBb
paccmaTtpuBaeT obwmii npodmib 6€30NacHOCTU KaK YacTb MHTErPUPOBAHHOM OLEHKU PUCKA U MOJb3bl
JIeKApCTBEHHOTO Mpenapata B YCTAaHOB/EHHblE BPEMEHHble nepuoabl, No3Tomy B Hem byapet
paccmaTtpuBaTtbca 06WMiA Npoduab pUCKa M MOJIb3bl JIEKAaPCTBEHHOro npenaparta (B ropasgo 6onee
LUMPOKOM AManasoHe BO3MOXKHbIX HeXKenaTeslbHbIX peakuuii). Mpegnonaraerca, YTo Avwb Hebonbluan
YyacTb pucKoB b6yaeT KnaccMdUMUMPOBATBCA KaK BaXKHble WAEHTUPULMPOBAHHLIE WAWM  BaXKHble
NOTEHLMAbHbIE PUCKN N PAacCMATPMBATLCA B KauecTBe Npobaem no 6esonacHoctn B pamkax MYP.

B cnyyae ecnm NOOB u NYP npeacrasnatoTca ogHoBpemeHHo, MNYP gonxkeH oTpaXkaTb 3aKka04YeHmne
no npodunto 6esonacHocT U appeKTUBHOCTH, caenaHHoe B NOOB. Hanpumep, ecam B NOOB caenaH
BblBOZ, O BblIBIEHWM HOBOMO CUIHaNa U €r0 OTHECEHWWU K YMUCAY BaKHbIX MAEHTUOULMPOBAHHBIX MK
BA)KHbIX MOTEHLMANbHbIX PUCKOB, AaHHbIM PUCK AOMXKeH ObiTb BKAOYEH B 4yucno npobnem no
6esonacHocTM B obHOBNEeHHYyo Bepcuto MYP, npeacrasnsemyto ogHoBpemeHHo ¢ MOOB. MnaH no
dbapmakoHaZ30py M NNaH MO MUHMMM3ALMU PUCKOB AO/XKHbI B 3TOM Cay4vae 6biTb COOTBETCTBYHOLUM
06pa3om 0OHOBAEHbI C OTPAKEHMEM NPEASIONKEHUNIA AePrKATENA PErUCTPALMOHHOIO YA0CTOBEPEHNA NO
AanbHenwemy MU3yvyeHU0 [AaHHOM npobnembl No 6e3omacHOCTM M Mepam N0 MMHUMM3ALMUK
CONPAXKEHHOTO pUCKa.

6.2.7. MpuHumMnbl oueHKu MYP.

OCHOBHbIe BOMPOCHI, KOTOPbIE A0/XKHbI ObITb PaCCMOTPEHbI MPU NOATOTOBKE UK nepecmoTpe MYP
AN NeKapCTBEHHOrO MpenapaTta, BKAKYAKT aHaAn3 MHGOPMALLMKM, BbIMOJHAEMbII C y4eToM npoduan
COOTBETCTBYIOLLErO OO0KYMEHTa cucTeMbl $apmMaKkoHaA30pa, WAWM  aHa/M3  MeponpusaTUiA  no
dapmakoHagzopy.

6.2.7.1. CneunduKaums no 6e3onacHOCTM aHaAM3NPYETCA NO CAeayoWMM BONPOCaM:
6b11M N BKAOYEHDI B cCneunduKkaumio no 6e30nacHOCTM BCe COOTBETCTBYHOLLME YACTU;

6bln K nepecMmoTpeHbl BCE COOTBETCTBYHOWME AaHHbIE NMPU COCTAaB/IEHUU CI'IELI,M(I)MKaLI,MM no
6630I'IaCHOCTVI, TO €CTb MMEITCA 11 Ba*XHble (HEFJELIJEHHbIE) BOMpPOCblI U3 Opyrux pasgenos A0Cbe,
KOTOpble He 6blnK PacCMOTpeEHbI B CI'IELI,MCI)MKaLI,MM no 6e3OI'IaCHOCTM;

€C/In 4acCTb u,eneBon nonynaunnm He 6bina NU3y4yeHa, OblIN X1 BKAKOYEHDI cooTBeTCcTBYHOWMNE
I'IpOGI'IEMbI no 6e30nacHOCTU B CBA3M C noTeHunasibHbIMU PUCKaMU U OTCYTCTBVIOLLI,GIZ MHd)OpMaLI,MEﬁ,'

KaKue CyLecTBYIOT orpaHuyeHms 6asbl AaHHbIX N0 6€30MacHOCTU M KaKylo CTeneHb YBEPEHHOCTH
OHa obecneymMBaeT B OTHOLEHUWN MPABUIbHOCTU OLEHKM Npoduas No 6e30NacHOCTU NEKAPCTBEHHOMO
npenapara;

BK/IlOYaeT n CI'IELI,Md)MI-(aLI,MFI no 6esonacHocTu OLUEHKY CI'IELI,Md)MLIECKMX PUCKOB, TaKMUX, HANpUMep,
KakK npumeHeHune He no 0AO6pEHHbIM NOKa3aHNAM, PUCK HENPaBU/IbHOIO NpuUMeHeHUA U pPa3BUTUA
3aBUCUMOCTU, PUCK MeAMLLMHCKOﬁ owmnbKm, nepenayvun VIHd)EKLI,MOHHbIX dreHToB;

npeacrasnset AM cneumdukauma no 6e30MacHOCTM peanbHoe OTparkeHwe npobnem no
6e30MacHOCTU (TO eCcTb BaKHble BbIABAEHHbIE PUCKW, BaKHble MOTEHUMabHbIE PUCKM W BayKHas
OTCYTCTBYIOLLAA MHOOPMaLLMA), KacatoLMXCA NEKaPCTBEHHbIX NpenapaTos;



coaep>KuT an cneumdukauma no 6e30nacHOCTM reHepMYECcKoro JIeKapcTBEHHOro npenaparta Bce
npob6aembl No 6e30NacHOCTH, YyCTaHOB/EHHble Ana pedhepeHTHOro IeKapCcTBEHHOro Npenapara;

COOTBETCTBYET /M YKa3aHHOE MECTO JIEKAPCTBEHHOrO Npenapata B TepaneBTUYECKOM apceHane
npeanonaraeMmomy HasHaYeHMUIo U COBPEMEHHON MeANLMHCKOMN NPaKTUKe.

6.2.7.2. MnaH no dpapmakoHaA30py aHaNM3MPYETCA MO CAeayoLUM BOMPOCaM:

BCe N npobnembl No 6e3onacHOCTM, ycTaHaBAMBaemble crneuuduKkaumen no 6e3omnacHoOCTH,
BK/IIOYEHbI B NJ1aH N0 papMaKoHaA30py;

[0CTaTOUYHO /M PYTUHHbBIX MEpPONpUATUIA Mo dapmaKkoHag30py (KaKk 3To NpeacTaBNeHO B ONUCAHUK
cucTembl papMakoHaA30pa) UM ecTb HeOBXO4MMOCTb B MPOBEAEHUMN AOMNONHUTENbHBIX MEPONPUATUIA NO
dbapmaKkoHaazopy;

[aHO 1 YeTKoe onpefesieHMe W OnucaHue AeATeNbHOCTM No dapmakoHaA30py B NJaHe no
dapmaKoHag3opy, fABAsSeTCA /M AaHHaA WMHPoOpMauMa AOCTaTOMHOM Ana uaeHTUPUKauum, uaum
XapPaKTePUCTUKN PUCKOB, NN NPeLCTaBAEHUS OTCYTCTBYOLWEN MHPOpMaLMK;

BKAtovaeT am  MYP cooTBETCTBYHOLWLME WU adeKBaAaTHble nNpeasoXeHna Aana  MOHUTOPUHTIa
MegnunHCKnX OLNBOK npu NnpuMmeHeHnn NeKapCTtBeHHOro npenapara;

ABNAKOTCA /1IN NpeanoXXeHHble A0NOJIHUTE/IbHbIE UCCNe[0BaHUA HEO6XOAMN\bIMM n (I/II'II/I)
NoNe3HbIMU;

COrnacCHoO npeacraB/ieHHbIM NMPOEKTamM NMPOTOKOJ/10B MCCﬂe,ﬂ,OBaHMﬁ ABNIAKOTCA NN nNpeanaraembie
nccnegoBaHMA B nNJjlaHe Mo d)apN\aKOHa,u,sopy adEeKBATHbIMMN ONA U3YYHEHUA HAYYHbIX BOMPOCOB MU
BbINMO/IHUMbIMU;

onpeaenieHbl 1M COOTBETCTBYHOLME OCHOBHbIE CPOKM M 3Tamnbl B OTHOLIEHWUW MNpeasaraembix mep,
npeacTaBAeHns pesyabTaToB M OBGHOBAEHUSA NaHa No papmaKkoHaa30py.

6.2.7.3. TnaHbl NOCTPErnucTpauMoHHbIX WUCCNeaoBaHMM 6e30MacHOCTU  aHaNM3MpPyoTCa Mo
cnepylowmm Bonpocam:

COOTBETCTBYIOT /i1 onucaHue 3P EeKTUBHOCTM SeKapcTBEHHOro npenapata U MHbopmauma ob
Nccnep0BaHMAX U KOHEYHbIX TOYKaX, Ha KOTOPbIX OHa OCHOBbIBA/IACb, COAEPKAHWIO LOCHE;

HOCAT /M KaKuMe-nnbo M3 NpeasioKEeHHbIX MUCCNeAOoBaHUM pPeKNamMHbIi XapaKkTep (TO ecTb He
ABNAIOTCA I OHU UCCNEA0BAHUAMM, KOTOPbIE He CTaBAT nepeg, coboi [OCTOBEPHLIM Hay4HbI BOMPOC B
KayecTBe MNepBOOYEPEAHOM LEeAM UM KoTopble npeAHasHadeHbl 414 MOBbIWEHMSA Cnpoca  Ha
NeKapCTBEHHbIV Npenapar);

HACKOJIbKO HaAeXHbl AaHHbIE NO 3¢¢EKTMBHOCTM N CyuwecTtByeT n H806XO,CI,MMOCTb 3anpoca Ha
nposeaneHune ,u,aaneﬁu.mx MCC!'IE[],OBaHMﬁ 3d)d)eKTVIBHOCTM B KayecCctBe ycCnoBuAa nonyyvyeHumA
PErnMcTpaLMoOHHOro yaoctosepeHuA.

6.2.7.4. MeponpuaTma N0 MUHUMM3ALLMM PUCKOB aHAAN3MPYHOTCA MO CAeAYIOLLMM BONPOCaM:

COOTBETCTBYIOLWMM M 06pa3om MHPOPMaLMA O lIeKapCTBEHHOM NpenapaTe OTPaKaeT BCe BaXKHble
BbIABAEHHbIE PUCKM M BaXKHYIO OTCYTCTBYHOLLYIO MHPOPMALUIO;

Heo6X0AMMO /1M BKAOUYMTb B MHPOPMALMIO O NeKapCTBEHHOM MpenapaTte NoTeHUMaNbHble PUCKY,
[OCTaTOYHO aKTyaNbHble B OTHOLWEHUM 6e30nacHOro M 3GHEKTUBHONO NPUMEHEHUA NIeKapCTBEHHOIO
npenapara;

CoOTBETCTBYET AW npeanaraemans GOpMyNMPOBKA O PUCKAX U UX BblABAEHUM MHOOPMaLMK U



pekomeHgaumam s OX/1M1;

PacCMOTPEHbI NMYTU CHUMKEHUA PUCKA MEAMULMHCKMX OWMOOK NpU NPUMEHEHUU SIEKAapCTBEHHOTO
npenapara;

6b1/IM I MepPoNpPUATMA N0 MUHUMM3ALLUM PUCKA MCNONb30BaHbI Npu paspaboTtke OX/1M, UMM (N1B),
cneumasnbHbiX Mep MPUMEHEHUS JIeKapCTBEHHOro npenapaTa (BKAoYasa pa3paboTKy creuuanbHOM
KOHCTPYKLMWN YCTPOICTBA BBOAA M KOHTEMHEPOB B C/ly4ae HeobXoAMMOCTIN) U AM3aiiHa YNaKOBKM;

OblIM N NPeasoXKEHHbIE MEPONPUATUA MO MUHUMMU3AUMU PUCKOB aAEKBATHbIMU PUCKAM U
A0CTaTOYHbIMU;

6bIAN NN NPeasIokKeHbl 4ONONHUTE/IbHbIE MEPONPUATUA MO MUHUMMU3ALMMU PUCKOB U MOTYT /i1 OHU
6bITb OLEHEHbI KaK COpasMepHble PUCKaM N afieKBaTHO 06OCHOBaHHbIE;

BK/IIOYEHO /1M nogpobHoe onucaHue npessioXKeHHbIX MEeTOAMK AN U3MEPEHUA U OLUEHKMU
30 PEKTUBHOCTM MEPONPUATUIN MO MUHMMMU3ALMU PUCKOB U ABASIOTCS I OHU LienecoobpasHbiMu;

6611 AN Kputepmun oueHKu Bd)d)EKTMBHOCTI/I AO0ONO/THUTENbHbIX MepOFIpI/I‘r'ITVIﬁ no MMHNMMU3AUUNN
PUCKOB onpeaeneHbl U3Ha4asibHO.

6.2.7.5. Mpwn oueHKe HeobXxo4MMOCTM NOArOTOBKM 0bHOoBNeHUA MYP aHanuMsmpyoTca cnegytowme
BOMPOCbHI:

6b121M 11 HOBbIE AaHHbl€ BK/IKOYEHbI B CﬂeLl,Md)MKaLI,MIO no 6e3OI'IaCHOCTI/I,'

6bliM M B NAaH nNo ¢apmakoHag30py BHECEHbl COOTBETCTBYHOLME W3MeHeHMsa (ecan 3To
HeobX0AMMO C Y4eTOM HOBbIX AaHHbIX);

HACKOJIbKO 3¢q)eKTVIBHbIMVI 6b1an BBeAEHHbIE MePONpPUATNA N0 MUMHUMU3ALUNN PUCKOB;

6blM N B caydyae HeobXOAMMOCTU NPeANOXKeHbl UBMEHEHUA B MEPONPUATUA NO MUHUMU3ALUU
PUCKOB;

CBMAETeNbCTBYIOT N HOBble AaHHble O TOM, YTO TpebyeTca oduUManbHaAA OLEHKa COOTHOLIEHUSA
"nonb3a - puck" (ecau ato ewe He 6b110 caenaHo B NOOB).

6.2.8. CUCTeMbl KauecTBa 1 ynpaB/ieHWe AOKYMEHTaLMEN.

HecmoTps Ha To 4To B npouecc HanucaHua MYP moxeT OblTb BOB/JEYEHO MHOIO 3KCNEpTOB,
OKOHYaTe/IbHYI0 OTBETCTBEHHOCTb 32 €ero KayecTBO, TOYHOCTb W HaAy4yHYK LENOCTHOCTb HecyT
YNOJIHOMOYEHHbIe iua No papmMaKoHa[30py B rocyaapcrBax-yneHax. Jepratenb peructpaumoHHOro
YyA0CTOBEPEHMA HeCeT OTBETCTBEHHOCTb 3a obHoBneHue [YP, Korga CTaHOBWUTCA AOCTYMHOW HOBas
MHbOPMaLMA, U AOMKEH NPUMEHATb NPUHUMNBI 0becrnevyeHns KavyecTBa, M3NOMXKEHHble B pasgene 2
HacToAwwmx Mpasun. [epKaTenb pPerucTpaumMoHHbIX YAOCTOBEPEHUN [0MKeH 0becneymnTb KOHTPO/b U
O0KYMeHTUpOoBaHue npoueaypbl npeacrasneHma MNYP B ynonHOMOYEHHble opraHbl rocy4apcTB-4/1eHoB C
yKasaHWem gaT npeactaBieHNa N BCEX 3HAYUTENbHbIX M3MEHEHUI, BHECEHHDbIX B Kaxayto Bepcuio MYP.
[OaHHble 3anucu, MYP 1 nobble AOKYMEHTbI, UMEIOLLIME OTHOLWEHWE K MHPopMaumn B pamkax MYP, moryT
noABePrHyTbCA NPOBEPKE KBANNPULMPOBAHHBIMU MHCNEKTOPAMM MO GapMaKoHaL30py.

6.3. TpeboBaHUA K NpeacTaBAEHNIO

6.3.1. CuTyaumnm, B KOTOPbIX A0KeH bbITb NpeactasneH MYP.

MpeacrasneHue MYP nam (B COOTBETCTBYIOWMX CNy4Yanx) ero 06HoBAeHNA MoryT noTpeboBaThea B
noboe Bpema B Te4eHMe XKU3HEHHOIO LMKNA IeKapCTBEHHOrOo Npenapara.



6.3.1.1. MNpn nNepBMYHOM Nofayve 3aABNEHUA HA PErUCTPALMIO NeKapCTBEHHOro npenapata MYP
npeacTaB/AeTCcA B C/1IeAyoLWmMX CAyYanx:

npu nojaye Ha pPeErucTpaLMio JIEKapCTBEHHOrO nNpenaparta, COAEpP’Kallero paHee He
3aperncTpupoBaHHOE roCcy1apCTBOM-4Y/IEHOM [AENCTBYIOLLEE BELLECTBO;

npu nojaye Ha pPeErucTpaLMio JIeKapCTBEHHOrO npenapaTta, CoJepsKallero paHee He
3aperncTpupoBaHHYHO rocy4apcTBOM-4IEHOM KOMBUHALIMIO AeMCTBYIOLIMX BELLECTB;

npv 3adB/IEHUU Ha PErMCTPaLMIO NEKapCTBEHHOrO NpenapaTa 6G1MOOrMYECcKoro NPOUCXOXAEHUA.

YNO/NHOMOYEHHbIA OpraH rocyAapcTBa-ysieHa Brpase notpeboBatb npeacrtasneHue [MYP npwu
3aAB/IEHMM HaA pPEerncTpauMio JIEKAapCTBEHHOIO Mpenapata B WHbIX C/AyyasaXx, Korga obecneyeHue
NPUMEHEHNS NEKAPCTBEHHOro npenapaTta Npu NpeBblleHMN NOJb3bl Hag, pUCKom TpebyeT BBEAEHMUS
OONONHUTEIbHBIX MEPONPUATUIN MO bapMaKOHaA30pY UAN MEePONPUATUIA NO MUHUMU3ALIMN PUCKOB.

6.3.1.2. YNO/NHOMOYEHHbIN OpraH rocygapcrea-yieHa Bnpase notpebosaTb npeacrasneHme NYP B
cneayowmx cyyanx:

NPY BHECEHWWN 3HAYMTE/IbHbIX U3MEHEHWUI B CYLLECTBYlOLLEE PerncTpauMoHHOEe yAoCToBepeHue
NleKapCTBEHHOro npenapara, 061acTb NPUMEHEHMSA, aCNeKTbl NPOU3BOACTBEHHOrO Npouecca (Hanpumep,
HOBasA JieKapcTBeHHas ¢opma, HOBbIM cnocob BBegeHMA, HOBbIM cnocob nNpousBOACTBa
H6MOTEXHO/IOTMYECKMX JIeKAapCTBEHHbIX MpenapaToB, BBeAeHWE NeaMaTpUUYecKux MOKasaHwui, apyrue
3HauYMTENIbHbIE U3MEHEHMA B MOKa3aHUAX);

ecnu cyuectsyeT npobiema no 6e30nacHOCTU, OKa3blBaloLWas BANAHME Ha COOTHOLLEHMe "nonb3a -
n
puck";

NPy NOATBEPNKAEHUWN pPerncTpaumu (nepepervcrTpauumn) NeKapcTBEHHOro npenapaTta, ecan B
OTHOLLEHMM IeKapCTBEHHOTO NpenapaTa MMeeTca cywecTeytowmin MYP.

6.3.1.1. TpeboBaHMsA B 0COObIX CUTyaLUSAX.

Kak npaBuio, Heobxoanmo npeactaBnate Bce Yactu MNMYP. Tem He meHee B HEKOTOPbIX C/y4vasx,
OMUCaHHbIX HWUXKE, B COOTBETCTBUM C KOHUEMNLMEN NPONOPLMOHAIBbHOCTU HEKOTOPbIE YacTU UAN MOAYIN
MOTyT ObITb ONYLLEHbI, C/IN TOJIbKO YNOJIHOMOYEHHbIN OpraH rocyapcraa-yJeHa He NpeacTaBaaeT UHbIX
TpeboBaHuii. Jltobble npobnembl No 6e30MacHOCTM, BblABAEHHbIE B OTHOWEHUU pedepeHTHOoro
NleKapCTBEHHOro npenapaTa B pasgene, UCKAoYEHHOM M3 oblero npeacrasnenuns MYP, Heobxogumo
BKMOUYMTL B moaynb CVIIIMYP, 3a UCKOUeHMEM CyYaeB, Koraa OHM 6osblie He ABAAOTCA aKTyabHbIMMU.

MepBMYHaA Nodaya Ha perucTpaumio reHepudYeCcKUX NeKapCTBEHHbIX NpenapaTos.

B cnyyae nepBMYHOM NOJAYM HA PErnCTPaLLMIO FTeHEePUYECKUX JIEKAapPCTBEHHbIX NpenapaTos, Ans
KOTOPbIX MO OPUTMHANbHbBIM NEKApPCTBEHHbIM Npenapatam seeaeH MYP, moayau Cll - CV cneundunkaymm
no 6esonacHocTtu MYP moryT 6bITb onyuieHbl. Mogynb CVI cneundukaumm no 6esonacHoctu MYP gonxkeH
6bITb OCHOBAH Ha MpeacTaBAeHUN UHPopMALUKM 0 Npobaemax No 6e30MacHOCTM, YCTAHOBAEHHbIX ANS
OPUIMHANBHOTO NEKAPCTBEHHOrO NpenapaTa, eC/M TO/IbKO FeHEePUYECKUI IEKAPCTBEHHbIM NpenapaT He
OT/INYaeTcA MO CBOMM CBOMCTBAaM HACTO/IbKO CYyLLECTBEHHO, YTO 3TO MOMKET NOBAUATL Ha Npodub
6e3onacHocTM, MH6o ecnn MHoe He TpebyeT YyNONHOMOYEHHbIN OpraH rocypapcrea-dneHa. Ecam B
OTHOLWEHUN OpPUIMHANBHOrO NEeKapCTBEHHOro npenapata He BBEAEHO HUKAKUX AO0NOAHUTENbHbIX
MeponpuATUIA No dapmMaKoHa[30py WAW MNPOBEAEHUIO UCCNenoBaHUN 3PPEKTUBHOCTM B KayecTse
YCNOBUA ANA NOJIy4eHUA perncTpaLnmoHHoro ygoctosepeHusa, Yactu lll u IV MYP n pasgen o nnaHMpyemom
NOCTPErncTpaunoHHOm passutmm B Yactu VI MYP moryT He NnpeaCcTaBaATbCA.

Mpw npeactasneHnn obHoBneHNA MYP B ero He0b6xoAUMO BKAOUYMTL Moayab CV cneumdburKaumm no
6e3onacHocTtu MYP.



Mogaya Ha BK/IKOYEHME HOBOrO MOKasaHMA MO MEeAMUMHCKOMY MPUMEHEHUIO JIeKapCTBEHHOIO
npenapara, 3aperncTpMpoBaHHOrO Ha TEPPUTOPUAX FOCYLAPCTBA-YIeHa Ha NPOTAXKEeHUM nociegHux 10
ner.

Mpun nopave 3aABNEHWA Ha BK/IOYEHME HOBOMO MOKA3aHWA Ha Y¥XKe 3aperncTpMpoBaHHbLIA Ha
npoTaxeHun nocnegHunx 10 net Ha TepPUTOPUAX rOCYJAPCTB-YNEHOB IEKAaPCTBEHHbIN NpenapaT AaHHble
KMHUYECKUX UCCIef0BAHUA, CBA3AHHDIE C YXKe 0406 peHHbIMM NOKa3aHUAMM, MOTYT ObITb UCKOYEHbI U3
mogyna Clll cneundukaymm no 6esonacHoctn NYP, a moaynb CIV cneundmkaumnmn no 6esonacHoctm MYyP
[OMKEH BKAOYATb MHOOPMAUMIO TONbKO B OTHOLWIEHMM LeNeBbiX FPynn MonyaauMum No HOBOMY
MoKa3aHMIO, eCM TONbKO YMOJIHOMOYEHHbIA OpraH rocyAapcrBa-yneHa He npeactaBAAeT WHbIX
TpeboBaHuii. Tem He MeHee MOryT ObITb BK/IOYEHbI [AaHHble 06 OMbiTe WMCNONAb30BaHWA YiKe
3aperncTpmpoBaHHbIX IEKAPCTBEHHbIX NPenapaToB y 0cobbIX rpynn HaceneHna, KOTOPble aHAN3UPYHOTCA
8 moayne CIV cneunduraumm no 6esonacHoctm MYP.

Mpyv nopaye 3aABNAEHUI Ha MEPBUYHYIO TOCYAAPCTBEHHYIO peructpaumio TpebosaHma K
npeacTtasaeHunto nHpopmaumm no Yactam MYP npuseseHsl B Tabaunue 1.

Tabanua 1. TpeboBaHUA K NpeacTaBAeHMIO MHPOPMALMM NO YaCTAM
MYP npu nogaye 3aA8aeHUA HA perucTpaLuto



Bug Yacr Yacto Il Yactun

NeKapcTBeHHoro | bl

npenapata Cl | ci| cm Clv | cv CVI CVia Cvil Cvill 1] vV | V| VI Vil
Hosoe + + + + + + + + + + + + + 0+ +
AencTeyollee
BELLECTBO
BuoaHanormyHbl + + + + + + + + + + + + + 4+ +
i
(6ronopobHbIN)
NIeKapCTBEHHbIN
npenapart
FeHepuyecKmii + + + + + * x4 % +
NNEKapCTBEHHbIN
npenapart
duKCcMpoBaHHbIe + + § § + + + + + + + + + + +
KOMbUHauun
MbpuaHsbIi + + * * + + + + + + + o+ o+ +

NeKapCTBEHHbI
npenapat




Mpumeyanusa: 1. Cumeon "§" o3HauaeT, 4TOo MHbOPMAUMA NO AAHHOMY pPas3desly MOXKET He
npeacTaBAATbLCA B OTAENAbHbIX CAyYasax (Mpyv HaANYMM IOKYMEHTaIbHOro 060CHOBaHMA).

2. CumBon "*" o3HavaeT, YTo NpeabABAATCA MOANPULMPOBAHHbIE TPeboBaHUA K COCTaBEHUIO
yacTu.

MepBoHavanbHbii [YP ans NekapCcTBEHHbIX MPenapaTtoB, HaxoAAWMXcAs B O0b6paleHMM Ha
TEPPUTOPUAX FOCYAapPCTBaA-4YNEeHA HA NpoTAXKeHun 10 neT.

Ecnv ynonHOMOYEHHbIA OpraH rocyfapcTBa-yneHa He onpeaenseTr WHble TpebosaHuA, TO
AepKaTenm perncTpaLmoHHbIX YA0CTOBEPEHWI, KOTOPbIE AONXHbI NPeACTaBUTb NepBoHadvanbHbli MYP
ONA peannsyemblx Ha PbIHKE roCyAapCTBa-Y/ieHa 1eKapCTBEHHbIX MPEenapaTos, MOryT ONyCTUTb MOAYN
Cll v CIV cneumdmraumm no 6esonacHoctu MYP npu cobatoaeHnn Bcex cneayroLmx yCoBuii:

JIeKapCcTBEHHbIM NpenapaT 6bia pasmelleH Ha pbiHKe B TedeHWe nocaegHux 10 neT unum paHee go
ycTaHoBneHUsA TpebosaHua K MYP;

TpeboBaHue K MYP He cBA3aHO C noAadvel 3asBKM Ha BHECEHWE 3HAYUTE/IbHOrO M3MEHEHMUS B
CyLLEeCTBYIOLLEE perncTpaumoHHoe yaoctoBepeHme, 061actb NpUMeEHeHMs, acneKTbl MPOU3BOACTBEHHOIo
npouecca. Ecan gaHHoe ycioBue He NPUMEHUMO, AaHHbIe KAMHUYECKUX UCCAefoBaHUI, CBA3aHHbIE C
3TUMM U3MEHEHUSMM, AO/IKHbI 6bITb NpeacTaBneHbl B moayne Clll cneymdumkaunm no 6esonacHoctum MYP,
a moaynb CIV cneunduraumm no 6esonacHoctn MYP moxkeT 6biTb UCKAOYEH.

ObcyKaeHMe CyLLecTBYHOWMX MOCTPErMCTPALMOHHBIX AAHHBIX U UX NMPUMEHMMOCTU K LEe/IeBbIM
rpynnam nauneHToB A0/KHO 6bITb NOAPobHO pacnucaHo B pasgene CV cneumdurKaumm no 6e3onacHoCcTy
nyp.

6.3.2. O6HOBAEHUSA NAaHa yNpaBAEHNA PUCKaMMU.

Ecru MYP 6bin paHee nNpeacTaBleH AepiKaTesfeM PerncTpaumoHHOro YAOCTOBEPEHUs npu
npoueaype perncTpaumm 4N AeicTBYOWEro BelecTsa, tobble nocieaytowme npeacraBNeHns gOMKHbI
nofaBaTbCA B BMAE OBHOBNEHMUA 33 UCKIOYEHMEM C/ly4aeB, KOT4a OroBapuBaiuCh MHble TpeboBaHus.
Kaxpgoe npepcrasneHme MYP L0MKHO MMETb YETKUIA HOMep Bepcum U BbITb aTUPOBaHO. ITO OTHOCUTCA
K npeacTtasaeHuto MYP NOAHOCTbIO MW TONABKO K €ro 4acTv WauM MOAYNI0. Bepcun ¢ M3ameHeHusamu,
nmeowme  UAEHTUOMUMPYIOWYIO  UHPOPMALMIO, OOMKHbl  ObiTb  NpeacTaB/ieHbl BmecTe ¢
COMPOBOAUTE/IbHBIM NMMCbMOM, BKIHOUYAIOLWMM NogpobHOoe onncaHne NsMeHeHui C MOMeHTa nociegHei
npeAacTaBieHHON BEPCUN.

Cpoku npeacrasneHma obHoBaeHul MNYP ycTaHaBAMBAIOTCA NPU ero BBEAEHWM U TaKKe ABAAIOTCA
YC/IOBMEM COXPaHEHUA PeryNaTopHOro crTaTtyca. JaHHble YyCTaHOB/IEHHbIE CPOKM ABAAKOTCA MAaKCMMa/bHO
AOMNYCTUMbIMM M HE CHMMAIOT OTBETCTBEHHOCTb C AEpP)KaTeNs PerucTpalyMoHHOro yaoCcTOoBEpPEeHMA No
KOHTpO/Ito Npoduna 6e3onacHOCTM NeKapcTBEHHOro npenapata W TpeboBaHW NO NpeacTaBAEHUIO
o6HoBNeHHOro NYP B c/iyyae BbiABAEHNA 3HAYUTE/IbHbIX UBMEHEHMWI B OLLEHKE COOTHOLWEHMA "Nob3a -
PUCK" COOTBETCTBYIOLLMX IEKAPCTBEHHbIX MPENapaToB, BKAOYEHHbIX B [1YP, BHe ycTaHOBAEHHOrO rpadmKa
nogauyv obHOBAEHUIA.

Ecnv c momeHTa nocneaHero npeacrasneHma B MYP He 6b1/10 BHECEHO HUKaKMX MU3MEeHEHWI (To ecTb
nnaHosoe OBHOBNEHWE MPOMCXOAMT BCKOPE MOCAe OKOHYaHMA npoueaypbl), AepiKaTeib
pPerncTpaLmoHHOro yA0CTOBEPEHNA MOXET NPeAcTaBUTb NUCbMO, B KOTOPOM O6bACHAETCA OTCyTCTBME
M3MEHEHW, U MO COrNacoBaHWMIO C YNONHOMOYEHHbIM OPraHOM rocyAapcTea-yjieHa He MNpeacTasaATb
obHoBneHue NYP.

Echn He oroBopeHOo MHOe, B cnydasx, Korga MOOB wn MYP saBnsaoTca HeobxoAMMbIMUK ANA
JleKapCcTBEHHOro npenaparta, naaHosble 06HoBAeHUA MYP AoXKHbI 6bITb NPeAcTaBAEHbI B TO XKe Bpems,
yTo 1 NnaHosble o6HoBneHus NMOOB.



MNocne obHoBAEHUA MYP naaH No MUMHUMM3ALUKN PUCKOB NPU HEODXOAMMOCTM AO/IKEH BKAKOYATb
OLEHKY 30(dEeKTUBHOCTM U pPe3y/bTaTOB PYTUHHbIX WU (MAU) AOMNOSHUTENIbHBIX MEPONPUATUIA Mo
MWHUMM3AUMN PUCKOB (B COOTBETCTBMM C TpebOoBaHUAMM NOANYHKTA 6.2.5.5.4 HacToAwmx Mpasun).

6.3.3. Npo3payHOCTb.

YnonHomo4YeHHble opraHbl rocyAapcTB-41eHoB 0becneynBaloT B3aMMHYHO AOCTYMHOCTb OTYETOB O
pesybTaTax oueHKM npeacrasasembix MYP u pestome MYP yepes MHTErpMpoBaHHYIO MHGOPMALMOHHYIO
cuctemy Cotosa.

7. OpraHmnsaumsa paboTbl ¢ MHPOpPMALMEN O HeXenaTe bHbIX
peakumAX Ha IeKapCTBEHHbIe Npenaparbl

7.1. CTpyKTYypbl 1 NpoLieccol

Hactoswmit pasgen onpefenser OCHOBHble NPWMHLMMALI npoueayp cbopa, perucrpauumn wu
npeacTaBieHns CcoobLeHW O NOAO03PEBAEMbIX HEXKesNaTesbHbIX PeakuMAX Ha /IeKapCTBEHHble
npenapatbl.

7.1.1. C60p coobLLeHM 0 HeXxKenaTeslbHbIX PeakumsX.

YNO/IHOMOYEHHbIM ~ OpraHam  rOCyAapcTB-Y/I€HOB M JAepyKaTeNsim  PerMcrpalyOHHbIX
YAOCTOBEPEHUI ceayeT NPMHMMaTb COOTBETCTBYHOLLME Mepbl, YTOObI NPOBOAMUTL COOp U ynopsagoyeHue
COOOLEHN O NOAO03PEBAEMbIX HEXKenaTe/bHbIX peaKkuusaX, CBA3bIBAEMbIX C MNPUMEHeHVeM
NIeKapCTBEHHbIX NPenapaToB, NOJlyYeHHbIX M3 Pa3/IMYHbIX MCTOYHUKOB 6€e3 npeaBapuTe/IbHOro 3anpoca u
NoCTYNMBLLMX MO 3anpocy.

B uenax obecneyeHUs BO3MOMKHOCTM cHopa [OCTAaTOYHOTO KOJIMYEcTBa COOBLLEeHUI o
HerKenaTesbHbIX PeaKkuMsax U Ux nocieayrolen HayuHo 060CHOBAaHHOM OLLEHKM HeEObX0AMMO pa3BMUBaTb
cuctemy papmakoHag3opa.

Cuctema [o0XKHA 6bITb pa3pa60TaHa TaKUM o6pa30N\, yTobblI OHA obecneumBana Hagnexatwyto
OLUEHKY Ka4decCTBa C06paHHbIX COO6LLI,EHMﬁ O HeXenaTesibHbIX peakumnax (B OTHOWEHNN NoANNHHOCTHU,
pa360pHMBOCTM, TOYHOCTH, I'IOCI]E,CI,OBaTeIIbHOCTM), BO3MOXHOCTU  BbINO/IHEHNA  NPOBEPKN U
MaKCcMMasibHOM NoNHOTe AaHHbIX ANnAa nx KANHUYECKON OLLEHKMW.

Cnepyet CTPYKTypMpOBaTb CUCTEMYy TakMm o6pasom, 4Tobbl OHa MO3BO/IANA CBOEBPEMEHHO
Ba/MAMPOBATb OTYETbl O MOAO3PEBAEMbIX HEKeNaTesbHbIX pPeakumax M O0BbMeHMBaTbCA MMM C
YNOAHOMOYEHHbIMW OpraHamm rocy4apcTB-4/1eHOB U AeprKaTeNaMM PerncTpaLMOHHbIX YA0CTOBEPEHN B
CPOKM, yCTaHaBAMBAaEMble 3aKOHOAaTeIbCTBOM rOCYAapCTB-YN1EHOB.

7.1.1.1. CoobuieHunn, NoNyYeHHbIe He No 3anpocy.
7.1.1.1.1. CnoHTaHHble coobuleHus.

CnoHTaHHOe cooblieHne - 3To cooblieHMe, KOTOpoe CneumanmcT CUCTEMbl 34PaBOOXPaHEHUS,
nauyeHT WM noTpebutenb HanpasaseT B agpec YNo/JHOMOYEHHOro OpraHa rocygapcTBa-ysieHa,
AepyKaTens perncTpaLMoHHOro yAOCTOBEPEHUA UM APYrOi OpraHu3aumm (Hanpumep, pPermoHasnbHbIN
LEHTP, TOKCUKOIOTMYECKMIA LieHTP) 6e3 npeABapuTe/IbHOro 3anpoca M KOTOPOE OMUCLIBAEeT OAHY WM
60s1ee NoA03pEBaEMbIX HEXKeNaTebHbIX peaKkLMii y NauMeHTa, KOTOPOMY HasHayalcs oauH uamn bonee
NeKapCTBEHHbIX MpenapatoB. K CNoHTaHHbIM COOBLEHNAM He OTHOCATCA COOBLEHMA, NONYUYEHHbIE B
X0A4€ UCCAeA0BaHWNIN MAN UHbIX BUAOB OpraHM30BaHHOro cbopa AaHHbIX.

MepBOMCTOYHMKOM NOAO3PEBAEMON HEKenaTeNbHOM peakuum ABASETCA /MU0, KOoTopoe
npeAcTaBna0 MHPOPMALMIO O CyYae PasBUTMA HeXKeNaTenbHOM peakumn. B cayyae ecnm nHbopmaums
06 04HOIN HerKenaTenbHOM peakuMM MOCTYNaeT OT HECKONbKUX MepBOMCTOYHWMKOB, B TOM 4yucie OT



paboTHMKA CUCTEMbl 34pPaBOOXPaHEHMA, MauMeHTa WAM  noTpebutens, p[aHHble MO  BCEM
NepBOUCTOMHUKAM [A0/XKHbl ObiTb BKAOYeHbl B pasgen "lMepBoucToyHMK" ¢dopmbl coobuieHma o
HeXenaTenbHOoW peakumm.

MonyyeHne coobLLeHNN B OTBET Ha Mepbl CTUMYAMPOBAHUA B BMAe paccbinkm "ObpaleHunii K
cneumanmnctam CUCTEMbI 34paBooxpaHeHmsa”, nybankaumin B npecce, onpoca CneunaancTtos CUCTEMbI
34,paBOOXpPaHEHNA NPeACTaBUTENS MU AeprKaTeNiell PerucTpaumoHHbIX YA0CTOBEPEHUN UK CyAebHbIX
WUCKOB B OTHOLWIEHWW K/acca JIeKapCTBEHHbIX CPeACTB, CaeAyeT TaKKe C4YMTaTb CMOHTaHHbIMM
coobleHnamu.

CoobueHMA NauneHTa nan NoTpebuTens o HeXxenaTe bHbIX peakuuax cneayeTt obpabaTtbiBaTb Kak
CMOHTAHHbIE COOBLEHNA HE3aBUCMMO OT NOC/eAYIOWEro MeguLMHCKOro NOATBEPKAEHUSA.

B cnyyae nonydeHUA CNOHTAHHOrO COOBLIEHMA O Pa3BUTUUN HEXeNaTes/IbHOro ABAEHMA, B KOTOPOM
OTCYTCTBYET YKasaHue Ha Ha/anune NPUYMHHO-CNeACTBEHHOMN CBA3W, AAHHOE HexenaTesibHoe ABaeHue
paccMaTpUBAETCA Kak HexKenaTenbHaa peakuua. Takum obpasom, BCe MOCTynalwolme CrOoHTaHHble
coobuieHunn, npeacrasasemble paboTHMKaMM  CUCTEMbl  34PaBOOXPaHEHMA, MauUMeHTaMu UK
noTPebuTeNsiMKN, PacCMaTPMBAIOTCA Kak N0OA03peBaeMble HexenaTesibHble peakLumn UCXoan ns Toro, YTo
WX NpeACTaB/eHne CoAEPKNUT NPeanoNoKeHe NePBOMCTOYHNKA COOBLLEHNA O HAIMYMM B3aMMOCBA3MW.
NcKNtoueHne coCTaBaAalT COOOLLEHMA, B KOTOPbIX PErnopTepoM CAEeNaHO YKasaHWe Ha OTCyTCTBUe
B3aMMOCBA3N MeXKAY HeXKenateNbHbiM fB/JEHWEM W NPUEMOM MOLO3PEBAEMOro JIEKAPCTBEHHOMO
npenaparTa.

7.1.1.1.2. CoobuweHns o HexenaTenbHbIX peakumsax, onyb/IMKOBaHHbIE B MeAULMHCKON
nvTepatype.

HayyHas MegMUMHCKana nuTepaTtypa ABAAETCA BaXKHbIM  MCTOYHMKOM MHPOpMaLMKM  4N5
MOHMUTOPUHIA Npoduaa 6e30NacHOCTU U COOTHOLWEHMA "NoNb3a - PUCK" IEKAPCTBEHHbIX NpenapaTos, B
OCOBEHHOCTM B OTHOWEHMM OOHApPYyXKEeHUA HOBbIX CUTHANOB, CBA3AHHbIX C 6e3onacHocTblo, AMbO
aKTya/IbHbIX BONPOCOB Mo 6e3onacHocTu. JeprKaTensam permcTpaLMoHHbIX Y40CTOBEPEHUIA cieayeT bbiTb
MHPOPMMPOBAHHBIMM O BO3MOMKHbIX MyBAMKAUMAX MyTEM BbINOJHEHMSA cUcTeMaTuyeckoro ob3opa
INTepaTypbl, LUMPOKO MCNOJ/Ib3yeMbIX CNPaBOYHbIX 633 gaHHbIX (B Tom umcie Medline, Excerpta Medica
unn Embase), He pexe 1 pasa B Hegento. [epKaTento perucTpalMoHHONO yA0CTOBEPEHUs cneayeT
YAOCTOBEpPUTLCA, YTO 0630p AnUTepaTypbl BKAOYaeT B cebAa ucnonb3oBaHue 6a3 gaHHbIX, KOTopble
coZep!KaT MaKCMMasibHOE KOJIMYECTBO CCbIJIOK Ha CTaTbW, MMEIOLLME OTHOLLIEHWE K MOHUTOPUPYEMOMY
NeKapcTBeHHOMY npenaparty. MomMumo 3Toro, cnesyeT NPeaycMoTPeTb, YTOObI NPeaCcTaBUTENbCTBA BCEX
KOMNaHuI 6blIM 0CcBEAOMEHDI 0 NYBANKAUMAX B MECTHBIX MEANLMHCKMX U3AAHUAX U COOTBETCTBYHOLLMM
06pa3om MHPOPMUPOBAAN O HUX OTAEN 6E30MNaCHOCTM KOMMAHNUN.,

[epKaTtensam perucTpauMoHHbIX YA0CTOBEPEHWUIA cneayeT MpPoOCMaTpuBaTh COOBLWLIEHUA O
NoA03PEBAEMbIX HEXENATENbHbIX PEAKUMAX, NyBAUKYEMbIX B HAY4YHO-MEAULMHCKON AUTepaType, B TOM
yncne BarKHble ony6IMKOBaHHbIE TE3UChI B MaTepuanax KoHdepeHUUn M NPoeKTbl MoHorpaduii, YTobbl
BbIABAATb U PETUCTPUPOBATL COOBLLEHUA O HEXKENATE/bHbIX PEaKUMAX, CBA3AHHbIX C IeKaPCTBEHHbIMU
npenapaTtamu, npeacraBastolime coboi CNoHTaHHbIE COOBLLEHNA NAM COOBLLEHNA, BbIBIEHHbIE B XO4€
HEMHTEePBEHLMOHHbIX MOCTPErNCTPALMOHHbIX NCCIe0BaHMNA.

Echu B I'Iy6I'IVIKaU,VIVI YNOMWMHAETCA HECKOJ/IbKO /IEKAPCTBEHHbIX MPENApPaToOB, TO COOTBETCTBYOLLEMY
AepXaTento perncTpaumMoHHOro yaocrtoBepeHnAa cnegyet pacCMmatpunBaTb 1IEKAPCTBEHHbIE NMpenapaThl,
KOTOpble onpenenarTca aBTOpamMu ny6n14|<au,1414 KakK umewuwme no MeHbLUeln mepe BO3MOXKHYHO
NPUYNHHO-CNEeACTBEHHYIO B3aMMOCBA3b C BbiABJIEHHbIMXA NOA403peBaeMbiMN  HeEXXeNaTe/IbHbIMU
peakunamun. DTO OTHOCUTCA TaKXKe M K COO6IJJ,€‘HMFIM, Ol'ly6l1MKOBaHHbIM B Hay‘-IHO-Me,CI,VILI,VIHCKOﬁ
nnTepaType B TroCyaapcCtBax, B KOTOPbIX AepXaTe/ib pPernctpaumoHHOro yaoctoBepeHnAa UmMmeet
yaoctosepeHne o perncrpauunn, HO HUKOrga He OCywectBaan Kommepyeckoe BHeaApeHue
NeKapCTBeHHOro npenapara.



CoobLeHunsa, oueHeHHbIe KaK BaangHble, nognexkaT NnpeacTaB/AeHNI0 B YNONHOMOYEHHbIE OpraHbl
rocyapCcTB-41€HOB cOrnacHo TpeboBaHMAM 3aKOHOAATE/NbCTBA FOCyAapcTB-yneHoB. Hayano otcyeta
BPEMEHMU, YCTAHOB/IEHHOIO A4 NPeACTAaBAEHUA COOOLEHNA O HEXeNaTeNbHON peakLmn, onpesenaeTca
C MOMEHTA, KOorga B PACMOPAXEHUU [ep)KaTens pPerucTpalmMoHHOro YyA0CTOBEPEHMA OKas3anacb
MHPOPMaLMA O C/ly4ae HeXKenaTesbHOM peakuMu, oTBevalowana TpeboBaHUAM K MWHUMANBHOWN
UHbOpMaLMn ANA CpovHOro penoptupoBaHuA. CneayeT odOpMAATb OAMH C/ydall HexenaTenbHOM
peakuMn ANA Kaxgoro naeHtuobuumpyemoro naumeHTa, O KOTOpom coobuwiaetca, U B coobuieHuun
NPeacTaBATb BAXKHYIO A1 OUEHKM MeAMUMHCKYo MHPopmaumto. CcoblkM Ha nybavkaummn cnepyet
NPUBOAMUTL KaK UCTOYHMK COOBLLEHWNA O HEMXKENATENIbHON PeaKLMM.

7.1.1.1.3. CoobLieHmna N3 gpyrux UCTOYHUKOB.

Ecnu pep:katento perucTpalMoHHONO YAOCTOBEPEHUSI CTAHOBUTCA W3BECTHO O COOBLLEHUM O
NOLO3PEBAEMON  HEXKenaTe/IbHOW  peakuun U3  HEeMEeZAMLMHCKOTO WCTOYHMKA, Hanpumep, w3
HenpooUIbHbIX NEYaTHbIX U34AHMIA UAN LPYINX CPeACTB MHbOPMALLMK, eMy creayeT 0bpabaTtbiBaTb ero
KaK CNoHTaHHOe coobuweHmne. CnegyeT NPUNOKUTE MAKCUMYM YCUANI, 4TOObI NpopaboTaTb cayyvan ana
Nnosly4eHna MWHMMA/IbHOM Heobxogumol WMHPopmaumn, KoTopas npeactasaseT coboil BanmaHoe
cooblieHne 0 HexenaTenbHON peakuuu. K gaHHOMY Tuny cOObLEeHU npumeHAtoTcA TpeboBaHUA B
OTHOLUEHUM BPpeMeHW NpeacTaBaeHUA COODLEHNN, KaK U AR BCEX CMOHTaHHbIX COOBLEHMA.

7.1.1.1.4. UHdopmauma O NoOJO03PEBAEMbIX HEMKenaTesibHbIX peakumax M3 MHOOPMALMOHHO-
TeNIeKOMMYHUKAUNOHHOM ceTh "UHTepHeT" nam umdposbix cpeacts MHGopmaLmu.

JepKaTtenam perucTpaumoHHbIX YAOCTOBEPEHUI clefyeT peryispHo NpoCcMatpueaTb B
MHPOPMaLMOHHO-TEIEKOMMYHUKaLMOHHON ceTn "UHTepHeT" nam unudpoBbIX cpeacrtsax MHbopmMmaLmnm
Beb-caliTbl, Beb6CTpaHuubl, 6s0rM, BMAeobNOrK, couuanbHble CETU, UHTEPHET-POpPyMbl, BMAEOYATHI,
nopTanbl MO Teme 34paBOOXPaHEHMUs, Haxo4AlMeca Nog, UX ynpaBieHMem WUan OTBETCTBEHHOCTbIO, Ha
HaAnyMe MoTeHUMabHbIX COOBLEHUA O MOA03PEBAEMbIX HEKEeNaTeNbHbIX peakumsax. B gaHHom
KOHTEKCTe L poBble cpescTea MHGOPMaLUKM CYMTAIOTCS CMIOHCMPYEMbBIMU KOMNAHUEN, €C/IU AepiKaTesb
PEerucTpPaunoHHOro yA0CTOBEPEHUA BALEET, OMNIAYMBaeT MWW KOHTPOAMpYeT wx (npu  3TOM
noxkepTeoBaHue (PpUHAHCOBOE MM WMHOE) B aApec OpraHM3auuMuM WAW CcaiTa nNpousBoauTENem
NNeKapCTBEHHbLIX MPEenapaTtoB WAWM AepiKaTesleM PerucTpalMoHHOrO YAOCTOBEPEeHUs He sBAseTcA
BNAZEHWEM, MpPU YCNIOBMM, YTO MPOU3BOAUTENb JIEKAPCTBEHHbLIX MpPEnapaTtoB WAW  AeprkaTesb
PErucTpPauMoHHbIX YAOCTOBEPEHUI HE KOHTPO/IMPYyeT OKOHYaTes/lbHOe cogeprkaHue caita). Cneayet
obecneuynTb TaKylo MEepPMOAMYHOCTb MNPOCMOTPA YKA3aHHbIX WCTOYHWMKOB, YTOGbLI BbIMOJHANOCH
TpeboBaHMe B OTHOWEHWMU BPEmMeHUM NPeACTaBNeHUA NOTEHUMaNbHbIX BaNUAHbLIX COODOLWEHWUIA O
HeKenaTesbHbIX PeaKkuMsax B YNOJHOMOYEHHble OpraHbl rocyZapcTB-4/IeHOB, HauyMHaA C 4aTbl, Koraa
MHPopmaLms bblna pasmeLleHa.

[epKaTtensam perucTpaumoHHbIX YAOCTOBEPEHUIN PEKOMEHAYEeTCA BbiNOJIHEHWE AKTUBHOIMO
MOHMWTOPMHTA cneumnanbHbIX MHTEPHET-CAUTOB UM UMPPOBLIX CPEACTB MHPOPMALMM, B TOM YNC/E CAliTOB
noAaAepKKn NaumMeHToB Uau rpynn ¢ onpegeneHHbiMK 3aboneBaHUAMM, YTOBbI NPOBEPATb, ONUCLIBAIOT
I OHW Ba)KHble BOMPOCbI 6€30MacHOCTM, KOTOopble MOryT noTpeboBaTb COCTaB/leHUA coobleHua B
cooTBETCTBUKN C TpeboBaHUAMM. MepUoaANYHOCTb MOHMUTOPUHIA 3TUX CAWTOB MAM UMOPOBLIX CPEACTB
MHPOPMALMN [0MKHA ONPenenaTbCA PUCKAMK, CBA3AHHbIMM C MOHUTOPUPYEMbIM JIEKAPCTBEHHbLIM
npenapaTom.

Cnyyan nopos3peBaemblX  HexenaTesNbHblX  Peakuui, OnucaHHble B WHPOPMALMOHHO-
TeNEeKOMMYHMKAUMOHHON ceTn "UHTepHeT" nan undposbix cpeactsax MHGOpPMaLMK, NoayYeHHble 6e3
3anpoca, cneayeTt o6pabaTtbiBaTb Kak CMOHTAHHbIE COOBLEHNA C MPUMEHEHMEM K HUM TpPeboBaHUI B
OTHOLLEHWM BPEMEHU PENOPTUPOBAHMSA, KaK AN MHbIX CMOHTAHHbIX COOBLLEHNNA.

B OTHOWEHUM cAyyaeB HeKenaTeNbHbIX peakuuii, OonucaHHbIX B WHGOPMaLMOHHO-
TeNeKOMMYHMKaUMOHHON  ceTn  "WMHTepHeT"  waM  umdpoBbiXx  cpeactBax  MHopmauuu,
NAEHTUPULMPYEMOCTb COCTaBUTENA COOBLLLEHNA OTHOCMTCA K NPOBEPKE CYLLLECTBOBAHMA peasibHOro Anua,



TO eCTb BO3MOXHOCTU NPOBEPUTb NPaBUNbHOCTb KOHTaKTHbIX AaHHbIX COCTaBUTeNA otyeTa (Hanpumep,
6bln nNpeacTaBneH AeNCTBUTENbHbIA aApec 3NeKTPOHHOW noudTbl). KOHTaKTHbie JaHHble cineayer
MCMo/Ib30BaTb TOMIbKO Ans ueneit ¢dapmakoHaasopa. Ecan oTcyTcTBYeT cTpaHa NepBOMCTOYHMKA, TO B
KayecTBe CTPaHbl MEPBOMCTOMHMKA CeayeT UCNO0/b30BaTb CTPaHy, rae MHbopmaums bbiaa noayvyeHa, B
3aBMCUMOCTM OT TOTO, IAe BbINOJIHAETCA MOHUTOPWUHT.

Ecnu pep:katento perucTpalMoOHHONO YAOCTOBEPEHUS CTAHOBUTCA WM3BECTHO O COOBLLEHUM O
Nnoao3peBaeMoON HEeXeNaTeNbHOW peakuuu, OnMcaHHOW B UMOPOBLIX CcpeacTBax MHOOpMmaLmK,
CMOHCOPOM KOTOPbIX KOMMAHWA He ABAAETCH, CleAyeT OLeHWTb coobuieHue, 4YTobbl onpenenuTb,
noAnagaeT M OHO noga TpeboBaHMUA O BbINMOJHEHUN CPOYHOTO PEMOPTUPOBAHMA.

7.1.1.2. CoobLieHMA 0 HexenaTeNnbHbIX PeakLmax, Noay4YeHHbIe Mo 3anpocy.

CooblieHns O MOA03PEBAEMbIX HEKeNaTesbHbIX Peakuusax, MojaydYeHHble Mo 3anpocy, - 3T0
COOBLEHNA, NOAYYEHHblE OT CMCTEM OpPraHM30BaHHOTO cbopa AaHHbIX, KOTOpPble BKAOYalOT B cebs
KJMHUYECKME UCCNeA0BaHNA, HEMHTEPBEHLMOHHbIE UCCAeA0BaHUA, PErUCTPbI, NePCOHANM3NPOBaAHHbIE
NPOrpammbl UCMOb30BaHUA HE3aPEerncTPUPOBAHHbIX IEKAPCTBEHHbIX NPenapaTos, Apyr1ue Nporpammbl
MCNONb30BaHWUA HE3aperncTpupoBaHHbIX NEKAPCTBEHHbIX NPEenapaToB B CBA3U C MCKAOYUTENbHbIMM
06CTOATENBCTBAMM M3 COOBPAXKEHUI COCTPAZAaHUA U MOHUTOPUHIA 3abosieBaHUIi, ONPOCbl NaUUEHTOB
WU MeOULUHCKUX PabOTHUKOB AN cOOp AaHHbIX 06 3G HEKTUBHOCTU UAN NPUBEPKEHHOCTU NALMEHTOB.
CoobLeHMs 0 HeXKenaTe/IbHbIX PeaKLMsX, Noy4YeHHble OT KaKoM-1MH0 U3 3TUX cucTem cbopa JaHHbIX, He
cneayeT CYMTaThb CMIOHTaHHbIMMU COOBLLEHNAMM.

B pamKax npoueaypbl penopTnposaHnA COOGLLI,EHI/I‘FI O HeXXeNaTe/ibHbIX peaKUuMAX, NOIy4eHHbIE NO
3anpocy, cneayer KJ'IaCCVId)VILI,MpOBaTb KaK COO6LLI,€HMFI, nony4yeHHbIE B Xo4e MCCJ'IE,CI,OBHHVIVI, M BbIMOJIHATb
OLLE€HKY NPUYNHHO-CNneacTBeH HOW CBA3K C LLeNIbiO NX COOTBETCTBUA YCZIOBUAM CPOYHOIO PENOPTUPOBAHUA.

7.1.2. Bannpaumns coobeHui.

7.1.2.1. CpoyHOMY pPenopTUPOBaHUIO NoAgaeXKaT TONbKO WHAMBMAYANbHblE COOOWeEHMs o
HeXeslaTeNbHbIX pPeakuMax, KOTopble UMEIT MO/0XKUTENbHbIe pe3yabTaTbl Baangauuu. C uenbio
BbINO/IHEHUA 3TOro TPeboBaHMA BCe COOBLLEHUA O HEXenaTesbHbIX NIEKAPCTBEHHbIX PeakuMax 40 WX
npeAcTaBieHNA B yNONIHOMOYEHHbIE OpraHbl rocyAapCTB-41EHOB A0KHbI 6bITb NOABEPTHYTHI BaMAAL MM
Ha Ha/Zinune MMHUMaNbHON Tpebyemoit MHGopMaumn. MMHMManbHas Tpebyeman MHPopmaLna BKAOYaET
B cebs:

naeHTnduLMpyemblii penoptep (NEPBOMCTOYHMK), KOTOPbLIA MOXKET BbiTb MAEHTUPULMPOBAH MO
MMEHW MW MHUUMANaM, afpecy Uan KBaandukaumm (Hanpumep, Bpad, Nposm3op, GbapmaLesT, Apyron
MeAMLMHCKUIA CNeLManmncT, NaumneHT, noTpebutens am Apyroe AnUo, He ABAAIOWEECA CNELLMAIUCTOM B
chepe 34paBooxpaHeHun). PenopTep cunTaeTca MAEHTUPULMPYEMBIM B CAYYae HANMUMA KOHTAKTHbIX
[AaHHbIX, 06ecneymBaloWMX BO3MONKHOCTb MOATBEPAUTb COOBLLEHME WM BbINOAHWUTL Nocieayloulee
HabaogeHue, ecan 310 Heobxogmmo. CnepyeT, yTobbl 6bIAV UAEHTUPUUMPYEMBIMU BCE CTOPOHDI,
KoTopble NpeacTaBAAloT WMHOOPMaULMIO O CAydyae HeXKenaTesbHOW peakuuu, B TOM uucne
AONONHUTENbHYI0O MHPOpPMauMio no 3anpocy. EcivM penopTep He KenaeT NpeacTaBAATb KOHTAKTHble
[AaHHble, cneayeT cuMTaTb COOBLLEHME O HeXenaTeNbHOM peakuuu BaauAHbIM MPU YCAOBMM, YTO
opraHusauma, NPoMHGOPMMpPOBaHHaA O C/lyyae, CNocobHa NOATBEPAMUTL €ro HaNPAMYIO C PENOPTEPOM;

naeHTMOULMpyembli NauMeHT, KOTOPbIA MOXKET bbiTb MaeHTUOUUMPOBAH NyTEM YKa3aHUA ero
WMHWLUMANO0B, NAEHTUOUKALMOHHOIO HOMEPA, AaTbl POXKAEHMA, BO3PACTa MM BO3PACTHOM rpynnbl 1 Noa.
NHpopmauma 06 naeHTMdMKaLMM NaLumeHTa 40KHA BbiTb MaKCMMaIbHO NOAHOWM;

Mo MeHbLUe mepe 04MH NOA03PEBAEMbIN NEKAPCTBEHHbIM Npenapar;

Nno MeHbluel mMmepe o4Ha noao3peBaeMan HexenaTenbHaa peakuua. Ecnm nepBOMCTOYHUKOM
cOoenaHo yTeepxageHue B I'IpHMOﬁ cbopN\e O TOM, YTO UCKNIKOYAETCA Hann4vme I'IpVI‘-IMHHO-CJ'Ie,CI,CTBEHHOﬁ
CBA3N MmexXAay Ha3HayeHMnem NeKapCTBeEHHOro npenapata “ HexenatenbHom peaKumeVl, MU noay4yaTtesib



(ymonHOMOYEHHBIN OpraH rocyAapcTBa-yfieHa MAW AeprKaTeslb PerncTpauMoHHOro yaocToBepeHus)
corflaceH ¢ 3TMM, cooblueHMe onpeaenseTcd Kak HeBaangHoe WHAMBUAyasbHoe coobuweHne o
HeXenaTenbHOoW peakuMu, NOCKOAbKY MWHUMaANbHaA Tpebyemaa mHPopmauma ABAAETCA HEMOHOM.
CoobueHure Takke onpefensieTca Kak HeBanuMAHoe MHAMBUAYaNbHOE COObLEHME O HeXKenaTesbHOM
peakuuun, ecam coobuiaeTca, YTO NAUMEHT NepeHec He)KenaTesibHYH peaKkuuio U He npeacTaBieHo
YKa3saHue BUAa HexKenaTeIbHOM peakumn Uam onMcaHne nepeHeceHHOoW HerenaTeIbHOM peaKkumm.

7.1.2.2. MNpu cbope coobweHnA O nNoJo3pPEeBAEMbIX HEXKENATENbHbIX pPeakuMax 4yepes
MHPOPMALMOHHO-TEIEKOMMYHMKALUNOHHYO ceTb "UHTepHeT" uam umdposbie cpeacrtsa mHpopmaumm
TEPMUH "MAEHTUPMUMPYEMbBIN" OTHOCUTCA K BO3MOMKHOCTM MPOBEPKM CYLLECTBOBAHMA penopTepa
(cocTtaBuTensa coobLieHUs) U NaumeHTa.

7.1.2.3. OTcyTCTBME KAaKOrO-1M60 U3 3TUX 4 3/1eMEHTOB MUHMMA/IbHOW MHPOPMALMM O3HAYAET, YTO
CNy4Yail cyMTaeTcA HEMOJIHbIM U He MOSNEXUT NPOoUEeAypPe CPOYHOro NpencTaBieHus cooblieHus o
HeXefaTenbHoW  peakuuu.  YMNOJHOMOYEHHble  OpraHbl  FOCY[ApPCTB-Y/IEHOB U AeprkaTenu
PErMCTPALMOHHBIX YAOCTOBEPEHMUI AO/IKHbI MPOABAATL 0COOYI TuaTesnbHOCTb B pabote no cbopy
HeAoCTaloWMX 3/1eMEHTOB AaHHbIX B cO0bWeHUAX. Tem He MeHee COOBLIEHWMS O HeXKenaTesbHbIX
peakuusax, MUHMManbHaa MHGOPMaLMA O KOTOPbIX ABASETCA HEMOJIHOW, cneayeT pernctpuposaTtb B
pamKax cuctembl GpapmaKkoHaa3opa C LeNblo UX UCMONb30BaHMA B TEKYLLEN AeATeNbHOCTU MO OLUEHKe
6e30nacHOCTH.

7.1.2.4. Echn ofHoOW CTOpoHe (YNOJHOMOYEHHOMY OpPraHy rocygapcTBa-yfleHa WM AepiKaTesnto
PEerucTpPaunoHHOro YAOCTOBEPEHUA) CTaHOBUTCA M3BECTHO, YTO penoptep MOr coobwutb O
NOLO3PEBAEMON HEMKENATENbHOW PeakuMuM TaKKe M OPYrol 3aMHTEepPecoBaHHOM CTOPOHE, TaKoe
CoObLliIeHNE TEM He MeHee C/iedyeT CYMTaTb Ba/lMAHbIM COOBLLEHMEM O HEXKenaTe/lbHOM peakuuu.
CoobueHre 0 HeXKeNnaTeNbHOM PeakLmMu LOMKHO BKIOYATb BCHO BaXKHYH MHPOpMaumio, Heobxoanmyto
Ans obHapyKeHua aybampytowero coobeHus.

7.1.2.5. Echm nmeetca Hecornacue mexagy unccnegoBartenem U geparenem perncTtpauymnoHHoOro
yAoctoBepeHnAa mMam CnoHCOpoOmM wUccieaoBaHnA B OUEHKE ﬂpVI‘-IMHHO-Cﬂe,D,CTBEHHOﬁ CBA3N mexay
Ha3Ha4YeHnem nogo3peBaeMoro 1eKapCTBEHHOIO nNpenapata U Pa3BUTUEM HeXKenaTesIbHoM peakunn npu
nposeaeHnMnM NOCTPENNCTPaLMOHHbLIX HEUHTEPBEHLUWNOHHbIX VICCﬂe,CI,OBaHMﬁ, HEe cnegyetr nepesoauTb
cnyqaﬁ HexKenaTenlbHoW peakuunn B bonee HU3KYIO MO CTeneHn A0CTOBEPHOCTU B3aMMOCBA3U KAaTETOpUIio.
B COO6LLI,€HVIVI 0 HexKenatenbHoM peakunn cnegyet npeacraButb MHEHUNA NCCNeN0BATENNA U AepPXKaTENA
PErNCTPaLLMOHHOIO ya0oCToBEPEHUA NN CNOHCOPa UCCNhenOBaHUA.

7.1.3. Nocneaytowan paboTa c COOBLLEHUAMM O HEXeNaTeNbHbIX PeakLUAX.

7.1.3.1. Echm npu nepBoHa4yasbHOM MOAYYEHMUU COOBLLEHMA O NOAO3PEBAEMbIX HEXENATeNbHbIX
peakumax MHbopMauMA B HWX HEMNONHas, cnedyeT NPoOBOAWUTL Nocnedytowyto paboTy C TakMmu
COO06LEeHUAMM, YTOBbI NONYYNTb AOMONHUTENLHYIO NOAPO6HYI0 MHGOPMALIMIO, ABNAIOLLYHOCA BaXKHOW ANA
HayYHOI OLEHKM C/TyYaeB Pa3BUTUA HEXKeNaTeIbHbIX PeaKLMNA.

7.1.3.2. TlpumeHsemble MeToAbl BOCCTAHOBAEHWMA WHbOPMaUMM cledyeT HaueauTb Ha
onTumMmM3aumio cbopa HegocTaowen nHbopmaumn. Mo BOIMOXKHOCTM caeayeT noaydaTb NUCbMEHHOoe
NoATBEPKAEHWE CBEAEHMUI, NpPeAcTaBAEHHbIX B YCTHOW ¢dopme. ITy CTaHAAPTHYIO AEATeNbHOCTb MO
dapmaKkoHag3opy cneayeT OCYWECTBAATb C MPUMMEHEHMEM Mep, MNOOLPAOWMX MNEePBOUCTOUHMK
(penopTepa) npeacTaBAATb HOBYHO WMHPOPMAUMIO, BaKHYIO A4 HAayYHOW OLEHKM penopTUpyemoro
Bonpoca 6esonacHoOCTy.

7.1.3.3. Ecau uHbopmauumsa nosydeHa HEnocpeacTBEHHO OT nalueHTa MAu notpebutens,
npeanonaratwLLero Haanyme HexenaTeNbHOM peaKkuuu, U ABNAETCA HENnosHOW, ciedyeT npeanpUHATbL
NoMbITKN MONYYEHMA COrnacmua Ha npeacTaBieHne A0NOAHUTENbHON MHDOPMaLMK Y COOTBETCTBYIOLLLENO
MeANLMHCKOro paboTHUKA. Ecan meguumHCKMIA paboTHUK noatsepAun (MOAHOCTbIO MAM YaCTUYHO)
Cnyyal HexkenatesnbHOW peakuumu, ucxogHoe cooblieHne No KoTopomy npeacTaBieHo noTpebutenem



WAW NAUMEHTOM, cnegyeT TOYHO OTPasuTb AaHHY MHGOPMAaUMIO B MHAMBUAYANbHOM COODLEHUN O
HeenaTenbHOW peakumm.

7.1.3.4. B OTHOLWEHUN NOA03PEBAEMbIX HEXENATENbHbIX PEaKLUNI, CBA3AHHbIX C IEKAPCTBEHHbIMMU
npenapatamm HGUONOTMYECKOrO MPOUCXOXKAEHUA, OCOOYIO BAXKHOCTb MMEEeT TO4YHas uAaeHTUdMKaLmA
COOTBETCTBYIOLLErO NEeKapCTBEHHOro npenapaTa B OTHOLWEHUW ero M3rotosneHua. lostomy cneayet
NPUHUMATL BCe Hag/iexallume mepbl 419 TOYHOro YKa3aHUA TOProBoro HaMeHOBaHWA NeKapCTBEHHOro
npenaparta  Homepa NapTUK SIeKapCTBEHHOro Npenapara.

7.1.4. YnpasneHue gaHHbIMW.

7.1.4.1. DneKTPOHHble AaHHble M COOBLEHUSA Ha OYMaXKHbIX HOCUTENAX O MNOAO3PEBAEMbIX
HeXKenaTe IbHbIX Peakuuax cneayeT XpaHuTb U 06paLlaTbca C HUMM TaKUM e 06pa3om, Kak 1 C 4pyrMmu
MeANLMHCKMMM 3aNUCAMK (BKNKOYas BbINoNHeHWe TpeboBaHMiM No obecneyeHnto KOHPUAEHLNANBHOCTH
B OTHOLWIEHUM UAEHTUOMLMPYEMOCTU NAUMEHTOB WM PErnopTepoB), B COOTBETCTBUM C TpeboBaHUAMMU
3aKOHOAATeNbCTBa rOCYAApPCTBa-Y/ieHa O HEMPUKOCHOBEHHOCTM AaHHbIX. CneayeT XpaHUTb B TailHe
naeHTUPMLMpyemblie NEPCOHaNbHbIE CBEAEHUA O COCTABAAIOWMX OTYETbl CMNELMaNUCTaxX CUCTEMBI
34paBoOOXpaHeHus (penopTepax).

7.1.4.2. Yt0bbl 06€ECneUYnTb COXPAaHHOCTb U KOHPUAEHLMANBHOCTb AaHHbIX NO dapmaKkoHaA30py,
cnepyeT obecneynTb CTPOrMiA KOHTPO/Ib AOCTYNA K OKYMEHTamM 1 6a3am AaHHbIX U NPeLOoCTaBUTbL MPABO
[OCTYNa TO/IbKO YNOJIHOMOYEHHOMY nepcoHany. [laHHoe TpeboBaHWe No obecneyeHuto 6e3onacHocTH
[aHHbIX PAcMpPOCTPAHAETCS HA BCe 3Tanbl NPOXOXKAEHUA U 0bpaLLeHNa AaHHbIX. B cBA3M ¢ aTUM cneayeT
peanusoBatb npouesypbl obecneyeHus 6€30MaCHOCTM M COXPAHHOCTM LaHHbIX BO Bpems nepenayu
[OaHHbIX.

7.1.4.3. Ecnv nepegaya faHHbIX Mo GapMaKoHa[30py NPOUCXO4UT B NPeaenax opraHnsaummn uim
MeXA4y OpraHM3aLMsamMu, cnegyeT NPUMEHATb TaKOM MexaHn3Mm, NPU KOTOPOM MMeEeTCA NoATBEPKAEHME
TOrO, YTO BCE YBEAOM/IEHMS MOJyYeHbl. B JaHHOM cnyyae ciegyeT obecneymTb NPOLLECC MOATBEPKAEHUS
n (nnn) ceepkn nHpopmaumn. Mudopmaumen o coobLLEHUM O CNyYae Pa3BUTUA HeXKeNaTeIbHOM peakumnm
MOryT 06MeHMBaTbLCA TO/IbKO 3aMHTEPECOBaHHbIE IMLA B aHOHMMHOM dopmare.

7.1.4.4. XpaHeHMe [aHHbIX B 3/IEKTPOHHOM BMAE [AO/MKHO obecneymBaTb K HMM  A0CTyn
YNONHOMOYEHHbIX UL, B PEKMME PEASIbHOrO BPEMEHM.

7.1.4.5. Mpoueaypa MCNoNb30BaHMA cheunanbHOW TePMUHOIOTUN NMPU BBOAE AAHHbIX AO/KHA
MOHMUTOPMPOBATLCA U BbITb BaANMANPOBAHHOW MyTeM BbINOJIHEHUA ayauTa No obecrneyeHMIo KayecTBa
cucTtematMyeckn Anbo nocpeacTBOM MPOBEAEHUA NepuoaMuYeckolr BbIBOPOYHOM OUEHKM. MepcoHan
[O/MKeH 6bITb NPOMHCTPYKTMPOBAH O Npoueaype BBOAA AaHHbLIX C MCMOAb30BaHUEM TEPMUHONOTUM,
KBa/MOUKALMA NepcoHana AOMKHA Nepuoamnyeckn noaTeepkaatbca. CoobleHMA O HexenaTesbHbIX
peakumax, nosydyeHHble OT NEpPBOMCTOMHUKA (penopTepa), cneayet obpabaTbiBaTh HenpeapsaTo, b6es
TpaHcdopmauum MHGOPMaLMM M BMELLATENbCTBA B €€ TEKCT, BO Bpems BBOAA AaHHbIX UM Nepenayu
3/IEKTPOHHbIX AaHHbIX cneayeT usberatb M3MeHeHWl (oo06aBneHUa WAM yaaneHus WHGopmauun).
Coo6WeHMA A0NKHbI BKNOYATb A0C/NOBHbIN TEKCT, UCNONb3YEMbIM B MEPBOUCTOYHUKE, MW €0 TOUHbIN
nepesoa. Mcxo4Hbl AOCAOBHbIM TEKCT cieayeT NepekoanmpoBaThb C UCNOb30BaHMEM COOTBETCTBYIOLLEN
TEPMUHONOTUN.

7.1.4.6. XpaHeHMe AaHHbIX B 3/1EKTPOHHOM BMUAE AO0MKHO obecneynmBaTb MPOCAEKMBAEMOCTb
("aygmTopckuii cnea") Bcex BBEAEHHbIX UMM U3MEHEHHbIX aHHbIX, B TOM 4YMcie AaTbl U UCTOYHUKOB
No/lydeHHbIX AaHHbIX, a TaKXe AaTbl U MecTa, B KOTOPOe 3TU AaHHble NepeaaroTca.

7.1.4.7. CnepyeT perynapHo NpoBoAmuTb NpoBepKy 6asbl AaHHbIX A 06HapyKeHna n 06paboTKu
Ay6AMpPYIOLWMX COOBLLEHUI O HeXKeNaTeIbHbIX PeakuusaX.

7.1.5. YnpasneHue KayectBoM.



7.1.5.1. YNO/HOMOYEHHbIM OpraHam rocyAapcCTB-Y4N1eHOB W JAepXKaTenam perncrpaumoHHbIX
y[ocToBepeHnn cnepyet paspabotatb M BHEAPUTb CUCTEMY YNpPABAEHMA KavyecTBOM, 4TOObI
rapaHTMPOBaTb COOTBETCTBME CUCTEMbl (apMaKoHaA30pa HeobXxogMMbIM CTaHZapTaM KayecTBa Ha
KaXKaol cTaanmn obpallleHMA C COOBLLLEHUAMM O HeXXenaTe ibHbIX peakumax (Hanpumep, Ha Takux cTagumax,
Kak cbop gaHHbIX, Nepesaya AaHHbIX, yrpaBieHne 4aHHbIMUW, KOAUPOBaHME U apXMBMPOBAHUE AAHHbIX,
Ba/MZaLMA CAy4an, OUEHKa c/yyan, nojyvyeHuMe nocnegywowein uHPopmaumm u npepcraBaeHue
WHAMBUAYANbHbBIX COODOLEHUI O HeXenaTeNbHbIXx peaKkuuax). COOTBETCTBME COXPAHEHHbIX AaHHbIX
MCXOAHbIM COODLLEHUAM U COODLLEHMAM, COAEPKAWMM MHPOPMaLMIO O NOCNeaYIOLEN OLEHKE, cieayeT
NPoOBEPATb C MOMOLLbIO NPOLEeAypP KOHTPOAA KayecTBa, KOTOpble AenaloT BO3MOXKHOW Bannaauumio
COXPaHEHHbIX AaHHbIX CONOCTaBAEHNEM C UCXOAHbIMU AAHHBIMU WU UX U306 paXKeHUaMU. B cBA3K € 3TUM
cneayeT MMeTb MOCTOAHHBIN AOCTYN K AaHHbIM NEePBOUCTOYHMKA (Hanpumep, K MMCbMam, COOBLEHUAM,
noJiydeHHbIM (nepegaHHbIM) MO 3NEKTPOHHOKM nouTe, 3anucAm TenedoHHbIX Pa3roBOPOB, KOTopble
copeprKat noApobHble CBeAEeHUA O PeakuMm) UAK N306parkeHNAM AaHHbIX MCTOYHMKA.

7.1.5.2. TucbmeHHble COM [OMKHbI TAPaHTMPOBATb YeTKOe pacnpenesieHMe ponek U
06fA3aHHOCTElN, ACHOCTb NOCTaB/IEHHbIX 3ajay ANA BCeX y4vacTeylowux B paboTe ¢ MHPopmauuen o
HeXeslaTeslbHbIX PeakUMAX Ha JieKapCcTBeHHble npenapatbl CTOPOH. [oMKHO ObiTb paspaboTaHo u
BHEAPEHO TMOJIOXKEHUE O Hag/eXallem KOHTpo/ie M Npu HeobxoaumocTn 06 U3MEeHEeHUM CUCTEMBI.
[aHHoe TpeboBaHMe pacnpocTpaHAETCA Ha AeATeNbHOCTb, OCYLLEeCTBNEHME KOTOPON NPOU3BOAMUTCA NO
KOHTPaKTy C TpeTbUMM CTOpOHamu, nucbMeHHble COIl KoTopbiX CregyeT nNpoBepATb, YTOOLI
yAocToBepuTbCca, 4to Takue COIl ABNAOTCA COOTBETCTBYIOWMMM W OTBEYAIOT MPUMEHAEMbIM
TpeboBaHMAM.

7.1.5.3. CnesyeT NpoBOAWTb HaasexKawee obyyeHMe MepcoHana, KOTOpblM HemnocpeacTBEHHO
OCYLLEeCTBAAET AeATe/IbHOCTb N0 GapMaKoHaL30pY, a TaKKe NepcoHana Apyrux oTAes10B, KOTopble MOTyT
3aHUMaATbCA NojyYyeHMem UamM obpaboTkoin coobleHnit no 6esonacHocTM (Hanpumep, noapasgeneHuns
Nno KAMHMYECKOM paspaboTKke, Npoaarkam, MegUUMHCKOM WHpopmMauun, topuanyeckoin pabore,
KOHTPO/IIO  KayecTBa) O6yyeHMe [O/KHO MNPOBOAWMTLCA MO COOTBETCTBYOWMM  pasgesnam
3aKOHOAATeIbCTBa M PYKOBOACTB B chepe dpapMaKoHa[30pPa, a TaKKe BKAoYaTb cnewlmanbHoe obyyeHume
No BbINOJIHEHUIO 06PabOTKM OTYETOB.

7.1.6. Ocobble cuTyaumm.

7.1.6.1. Vicnonb3oBaHWe NeKapCTBEHHBIX MPEnapaToB BO BpeMa 6epemMeHHOCTU UKW KOPMAEHUSA
rpyasto.

7.1.6.1.1. bepemeHHOCTb.

Cnegyet obecneunTb Mnocieaylollee OTCAEXKMBAHME CNyYyaeB, Korga 3mMOpUOH WMAM naogd, mor
nofsepraTbCA BO34ENCTBMIO NEKAPCTBEHHbIX CpeacTB (MocpeacTBOM BO3AENCTBMA Ha Matb Anbo
nepefayn NeKapcTBEHHOrO CPeACTBa 4yepes cnepmy nocse BO34EeNCTBMA Ha oTua), uytobbl cobpaTtb
MHPopmaumio 06 ucxoge 6epeMeHHOCTM M BO3MOMKHOM B/AMAHUKM NIEKAPCTBEHHOrO npenapata Ha
passutue pebeHka. Ecan geiicteylollee BewectBo (Man 1 n3 ero metabonnMToB) MMEET AAUTENbHbIN
nepuoga NosyBblBEAEHUSA, 3TO CieayeT NPUHUMATb BO BHUMaHME NPU OLLEHKE BO3MOXKHOCTU BO3AENCTBUSA
NeKapCTBEHHOrO NpenapaTta Ha Naog4, B C/ly4ae ecau IEKaPCTBEHHbIM NpenapaT NPMHMMAaNCa 40 3a4aTus.

Cnep,yeT obecneuynTb HaANYME MaKCUMabHO I'IOLI,pO6HbIX CBEAeHMﬁ B COO6UJ,E'HMFIX (o} BO3p,el7ICTBVIVI
NEeKapCTBEHHbLIX MNpenapaTtoB Ha OpPraHMamM maTepn MU naoga BO BpemA 6ep6MEHHOCTM C uenbko
BO3MOXHOCTU npoBeaeHNA OUEHKU I'IpMLIMHHO-CJ'IEACTBEHHOﬁ cBA3n. [NAa OUEHKM TaKux COO6U.I,€HVII7I
MoryT 6bITb pa3pa60TaHb| M NCNONb30BaTbCA CTaHAAPTHbIE BOMNPOCHUKMN.

OTpenbHble CQlydaun C HeXXenaTte/ZibHbiM NCX040M, CBA3bliBaeMblie C BO3Ael71CTBMeM NeKapcTeBeHHOro
npenapata BO BpemAa 6eperv\eHHocm, Knaccwcbmu,mpylmm KaK Cepbe3Hble HeXXenaTe/ibHble peakuuu,
KOTOpble noagnexXat CPoOYHOMY PENOPTUPOBAHUIO B COOTBETCTBUU C TpE6OBaHMﬂMM MeXAyHapoaHbIX
A0roBoposB N aKToB, COCTaBAAOWNX NPaBo Coto3a, M 3aKOHO4aTENBCTBOM rocyaapcCre-4n1eHoOB.



Takue cnyvyaum BKAKOYALOT:
COO0bLIEHNA O BPOXKAEHHbIX aHOMAIMAX UM OTCTaBaHUW B Pa3BUTUM Y NN0AA UK pebeHKa;
coobLeHna 0 cMepTH N10Aa M CaMoNpPon3BOIbHOM abopTe;

cooblleHNs O NOoAO03PEBAEMbIX HE)eNnaTesbHblX Peakuuax Yy HOBOPOMAEHHOro, KOoTopble
KnaccupuumpyoTca Kak cepbesHble.

He noaneskaT CpoOYHOMY PernopTUPOBAHUIO TaKUE MHbIE C/y4Yau, Kak COOBbLLIEHMA O NpepbiBaHUU
b6epemMeHHOCTM 6e3 yKasaHna MHPOoPMaLUM O HAZIMYUM NN OTCYTCTBMM BPOXKAEHHOIO NOPOKa Pa3BUTHA,
coobLleHns o BO3AENCTBUM JIEKAPCTBEHHOrO npenapata Ha TeyeHuMe bepemeHHocTM 6e3 AaHHbIX 06
NCXoa4e UM CoobLLEHUS, B KOTOPbIX COAEPHKUTCA MHGOPMaLMA O HOPMAIbHOM UCXOAE, MOCKOJIbKY B HUX
He COOEP’KUTCA OAHO3HAYHOIO YKas3aHMA Ha Ha/iuuMe MNoA03PEBAEMON HeXKenaTeNbHOW peaKkuumu.
OpHako aaHHble coobeHuns cneayet 0b6pabaTtbiBaTb TaKKe, KaK U ApyrMe coobLeHna 0 HexenaTebHbIX
peakuusax Ha IeKapCTBEHHbIM Npenapar.

B onpeaeneHHbIXx ciyyasx BCe COOBLEHMA O BO3AENCTBUM JIeKApPCTBEHHOro npenaparta Ha
OpPraHW3m maTepu U Naoaa Bo Bpems BepeMeHHOCTM MOTyT MoAeXxKaTb CPOYHOMY PENOPTUPOBAHMUIO.
[aHHoe TpeboBaHwue (ycnoBre) MoXKeT bbiTb BKAOYEHO B MYP U, Kak NpaBuao, 06ycNoBAEHO HaAUYMEM
NPOTMBOMOKA3aHMA MO MPUMEHEHMIO JIEKAPCTBEHHOro npenapata BO Bpems 6epeMeHHOCTU Wau ero
BbIPA’KEHHOW TepaTOreHHOCTbl0 M HeobXxo4MMOCTbIO 0053aTe/IbHOro TLATE/NbHOTO MNOC/AeAYHoLLEero
MOHMUTOpPMHIa 6e30nacHOCTM (Hanpumep, B OTHOWEHWM JIEKAPCTBEHHbIX CPeacTs, MNOAOOHbIX
TaANAOMUAY, U3OTPETUHOMHY).

Cnep,yeT Heé3amMeanTesibHO yBeAOM/IATb YNO/IHOMOYEHHbIE OpPraHbl rocyaapcCrB-471€eHOB O
BblABNEHNUN CUTHA/IA O BO3MOXHOM TEPATOrEHHOM 3¢¢eKTe (Hanpmmep, CUrHana O rpynne CXo4HbIX
dHOMaAJIbHbIX NCXo040B 6epeMeHHOCTM).

7.1.6.1.2. KopmneHue rpyabto.

C!'Ie,D,YET COO6LLI,aTb O noAao3peBaeMblX HeXKeNaTe/IbHbIX peaKunAax, KOTOpbleé BO3HUKAKOT Yy
MmnageHueB nocne BO3A€IZCTBMF| Ha UX OPraHnN3m NeKapCTBEHHOIO nNpenapata Nnpn ero NPOHNMKHOBEHUN B
rpygHoe moJ10KO.

7.1.6.2. Ucnonb3oBaHMe IEKAapPCTBEHHOTO NpenapaTta B NeaAnaTpum 1 y NoXKUIbIX toaen.

C!'Ie,D,YET npegnpuHATb BCE€ BO3MOXHble Mepbl ONA YCTaHOBNEHUNA U YKa3aHUA BO3pPacCta WUan
BO3paCTHOl7I rpynnbl nauueHTa, eCin O Cydae HeXenaTesibHOro AEﬁCTBMﬂ coo6u.|,aeT cneunanncTt
CNCTEMDbI 34pPaBOOXpPaHEHUA, MNaAUMEHT WU I'IOTpE6MT€!'Ib, ana Toro yTobbl MMETb BO3MOMKHOCTb
YCTaHOBWUTb NOTEHLUMA/IbHblIE CUTHA/Ibl NO 6e3OI'IaCHOCTM, CI'IELI,MCI)M‘-IHI:IE ana OI'IpELI,EﬂEHHOVI BO3paCTHOl71
rpynnbl HacesneHuaA.

Ecnn ncnonb3oBaHme NeKapCTBEHHOro npenapaTta pPacnpoCcTpaHeHOo cpeau rpynn naumeHToB, He
BK/IIOYEHHbIX B 0400peHHYt0 OX/1M, BarKHO, Y4TOObI YNOJHOMOYEHHbIE OPraHbl FOCYAapCTB-Y/IEHOB M
AEepXKaTenu perncrTpaumMoHHbIX YAOCTOBEPEHUN OCYLLECTBAAAN MOHUTOPUHT JIOBbIX MNOCNEAYHOLMX
npobsem no 6€30MacHOCTM U NPUHUMANN COOTBETCTBYIOLIME Mepbl Mo paboTe ¢ curHanamm 06 3TUX
npobiemax. [lep:atensam perucTpaumoHHbIX YA0CTOBEPEHUM U YNTOIHOMOYEHHbIM OpraHam rocyapcrs-
YseHoB cneayeT MOOLWPATb CNeLManmncToB CUCTEMbl 34pPaBOOXPAaHEHUA COCTaBAATb U NpeacTaBaATb
coobLweHns 060 BCeX MOA03PEBAEMBIX HEXKENATENbHbIX PEAKLMAX, AAXKE €C/IN 3TU PeaKLMn UMEIOT MecTo
cpean Tpynn HaceseHWs, He BKJKOYEHHbIX B 0400peHHY0 06/1acTb NPUMEHEHWUA JIEKAPCTBEHHOTO
npenapata cornacHo ero OX/1M.

7.1.6.3. CoobueHnAa O nepeso3npPOBKe, 310yMNOTPEBNEHUN M HenpaBuIbHOM NPUMEHEHWUN
NeKapCTBEHHOro npenapaTta, a TakKXKe 0 MeAMLMHCKMX OWWnbKax MAM BO3AEWNCTBUM NIeKapCTBEHHOrO
npenapara, CBA3aHHbIX C NPodeccuoHanbHOW AeATeNbHOCTbIO.



B cnyyae ecnn nepenosnposKa, 3noynotpebneHne, HenpaBuabHOE NPUMEHeHne, MeanLMHCKan
ownbKa WU BO3AENCTBME NEKAPCTBEHHOro npenapaTta, CBA3aHHble C  NPOodeccUoHasibHOM
0eATeNbHOCTbO, HEe npuBeIn K pPas3BUTUIO He)XenaTenbHom peaKkuunun, ceegeHnAa 0 HUX He noagnexat
npoueaype CPOYHOro penopTMpPoOBaHMA. 3TN AaHHble c/ieayeT BHOCUMTb B cooTBeTcTBYoWmiA NMOOB n MNYP
(echn npumeHmMmo). Ecan aaHHble cOOBLIEHUA cofepyaT AaHHble no 6e3onacHocTv, BAMAOLIME Ha
COOTHOWeHMe '"Mmosb3a - puUCK" NeKapcTBEHHOro npenapata, O HUX cieayeT  yBeAoOM/ATb
YMNO/NHOMOYEHHbIE OpraHbl rocyAapcTB-4/IeHOB B COOTBETCTBUM C TpeboBaHMAMM 3aKoHOAATe/bCTBa
rocyapcrea-ysieHa.

7.1.6.4. OTcyTCcTBUE TEPANeBTUYECKON 3PPEKTUBHOCTH.

CoobuweHna 06 oTcyTcTBUM TepaneBTMYecKon 3PeKTUBHOCTU cneayeT PerncTtpupoBatb U
BbINOJIHATL MOCAeAYIoWY0 paboTy Mo MNoay4yeHWo NoAHOW UHbopMauuMu. [laHHble COObLLEeHUSs, KaK
NpaBuIo, He NOANEXaT CPOYHOMY penopTUpoBaHUIo K yuuTbiBatoTca B [NOOB. B onpeaeneHHbIx cayyvaax
MoXKeT noTpeboBaTbcA NpeacTaBaeHme coobleHnii 06 oTCyTCTBUM TepaneBTUYecKon 3dpPeKTUBHOCTHU B
TeyeHue 15-a4HeBHOro cpoka. K TakMm ciydyaam OTHOCATCA OTCYTCTBME TepaneBTUYecKon 3pPeKTUBHOCTH
npu NPUMEHEHUN NOLO3PEBAEMOr0o JIEKAPCTBEHHOrO npenapata Agas JedyeHusa 3abonesaHui,
NPeACTaBAAOWMX Yrpo3y KU3HM (BK/KOYAA YrpoXKalolMe KU3HU MHOEKUMOHHble 3abosieBaHus,
Bbl3BaHHble YYBCTBUTE/bHBIMW MUKPOOPraHM3mMamMm ANM6O CONPOBOXKAAOLWMECA MOABMEHUEM HOBOIO
YCTOMYMBOrO WITaMMa MUKPOOPraHM3ma, paHee CYMTaBLLIErocs BOCMPUMMUYMNBBLIM), @ TaKKe B C/lyYae ecau
noAo03peBaeMbIiMU IEKAPCTBEHHbIMM NPenapaTamm SBAAKTCA BaKLMHbI M KOHTPALENTUBSI.

Ana BakuumH cnenyer COO6LL|,aTb O Cayyaax OTCyTCTBUA 3¢¢EKTVIBHOCTM, B Y4aCTHOCTW, yTOOBI
BblAeNNTb NOTEHUMAIbHbIE CUTHA/1bl O CHUMKEHHOM MMMYHOTeHHOCTK B noAarpynne BakuMH, CHUKEHHOM
WMMYHUTETE NN 3aMELLEHUN LLITaMMa. Takune curHanol MOoryT I'IOTpe6OBaTb onepaTuBHbIX AEVICTBMVI n
,u,aaneﬁLuero NU3y4yeHUA B NOCTPETNCTPALLMOHHDBLIX UCCNedoBaHUAX 6e3onacHOCTH.

7.1.7. CpoyHoe npeacTaBiAeHMe MHAUBUAYANbHbIX COOBLEHNIN 0 HexXeNaTeIbHbIX peakuMax U MHOM
UHbOopMaLMu no 6e3onacHOCTU NeKapcTBEHHOro NpenaparTa.

MpeacTaBNeHUIO B YNOJHOMOYEHHbIE OpraHbl FOCyAapcTB-4/1eHOB NoANEMKAT TONbKO cO0bLLeHMA O
HexkenaTe NbHbIX peakuusax, npowegline sanngaumio. OTcYeT BpemMeHU BbINOSHEHUSA npoueaypbl
CPOYHOro PenopTUpPOBaHNA COOBLLEHMIA HAUMHAETCA C TOFTO MOMEHTa, Koraa UHbopMauus, coaepkallan
MWHUMaNbHbIE  KpUTEpUM AN NpeactaBneHMA  cooblieHusa, cTana [OCTynHa  AeprKaTtento
perncTpaLnoHHOro ya0CToBepPeHUs (BKAYas MeaULUMHCKUX NpeacTaBmTeneil u noapsaaYMKkos). OTa AaTa
cymTaeTca gaTton Havana otcyeta ("AeHb Hob").

Echu  pepkaTeNb  PervcTpauMoOHHOrO  YAOCTOBEPEHMA OTAAeT u4acTb [AeATeNbHOCTM Mo
bapmaKoHag30py Ha ayTCOPCUHT, HeobxoaMMo obecneynTb Hamume NPUHATLIX B POPMeE MUCbMEHHOrO
AOKYMEHTa TOYHbIX NPOLLEAYP MK 3aK/IIOUYEHHbIX COrNalleHNn 0 pasaeneHumn obasaHHocTel B obnactu
dapmaKkoHag30pa MeXKay ayTCOPCUHIOBOM OpraHusauumen (Mnuom) 1 aeprkatenem perncTpaumoHHOro
YAOCTOBEPEHUA AN BbINOSHEHUA 06A3aTeNbCTB MO NPeacTaBNeHUI0 COOBLEHMI O HEeXenaTesbHbIX
peakumax B NoAHOM ob6beme. [laHHble NpoLeaypbl A40MKHbI ONPeAenaTb, B YaCTHOCTU, NpoLeccbl 0bMeHa
MHPopmaLmelt No 6e30MacHOCTU JIeKaPCTBEHHOro npenapaTta, B TOM YUCAE BPeMeHHble WHTepBasbl
npeacrasaeHna MHGopmauumn n 06A3aHHOCTb NPEACTABAATL COOBLLEHNA O HEXKenaTe/bHbIX Peakumax B
YNOAHOMOYEHHbIE OpraHbl rocyaapcTe-uieHoB. CieayeT usberatb 4y61MpoBaHuA Nnepeaadm coobLeHmi
B YNOJIHOMOYEHHbIE OpraHbl rocy4apcTB-41eHOB.

B oTHOWEHMM NHANBUAYAbHbIX COOBLIEHUIA O HEXeNaTeIbHbIX peakumaX, ONUCaHHbIX B Hay4HO-
MeOMLUMHCKOM nuTepaTtype, oTcyeT BpemeHu ("AeHb HoAb") HauMHaeTca c AaTbl YBEAOMIEHUSA O
nyb6anKaumMmn, coaepskallleit MUHUMaAbHYIO WHbopMauuio. EcanM € ayTCOPCUMHIOBbIM /IULLOM MK
opraHu3aumeit ycTaHOB/IeHbl A0roBOPHbIE OTHOLWIEHMA Ha BbIMOSIHEHME MOWMCKA MO ANTepaTyPHbIM
WUCTOYHMKaAM U (MNK) cocTaBeHMe COOBLLLEHNI O HeXenaTeNbHbIX peakuusax, Heobxoanmo, YTobbl Hbian
odopMeHbl NMMCbMeHHble NoapobHble cornaweHna o pacnpegeneHum obsa3aHHOCTeN, NO3BoAAOLLME
rapaHTMpoBaThb, YTO AepiKaTe/lb PerucTpaLnoHHOro YAO0CTOBEPEHMA CMOMKET BbiNONHUTL TpeboBaHUsA



3aKOHOAaTe/IbCTBa rOCyAapcTBa-yaeHa no PenopTUpPOBaHMIo.

Ecnv nonyyeHa gonosiHUTENbHAA BaxKHaA MHGOpMaLMA O paHee NpeacTaBAeHHOM CoobLWeHUN O
HeenaTenbHOoW peakumm, OTCHET BPEMEHU A1 COCTABAEHMA NocaeayoLwero coobueHmna B OTHOLWEHUN
AaHHOM peaKkLMM HauMHaAeTcsa 3aHOBO (TO eCTb CPOK NMoAauYM NocaeayioLWero coobLeH A OTCYNTbIBAETCS
C AaTbl MOJyYeHMA BaXHOW nocneaywolleir nHdopmauum). MNMpu cocTaBNeHUN COOBLIEHUA BaXKHOM
OONONHUTENbHON MHOOPMaUMEN CUMTAETCA HOBAA MeANLMHCKAA UM agMUHUCTPATMBHAA MHbOpMauuna
O NOLO3PEBAEMON HeXKenaTesibHOW peaKkLMu, KOTOpas MOXKET OKasaTb B/IMAHME HA OLLEHKY WK
yrnpaB/ieHWNE CIYHaEM NN MOXKET U3MEHUTb €ro KiaccudmrKaLmio no cteneHn taxectu. HecywecrtseHHas
OONONHUTENbHAA MHPOPMaLMA BKAOYAET OOHOBAEHHbIE KOMMEHTAapPUM OTHOCUTE/IbHO BbINOJAHEHHOM
OLLEHKM CNyYyaeB UAM UCPaBAEHMA TUNOrpaduryeckmnx olwnboK B NpeablayLiem coobLeHmmn o ciyyae.

7.1.7.1. TpeboBaHMA NO CPOYHOMY NPEACTABNEHMIO COODLLEHNIN O HeXeNaTeIbHbIX peakLumaXx.

[epatenu perncTpaumoHHbIX yA0CTOoBepeHuit B TevyeHue 15 KaneHAapHbIX AHel c Aathl
NnoslyYeHna  gep)KaTesiemM  PernctpaumoHHOro  yAOCTOBEPEHMA WM ero  YNOJIHOMOYEHHbIM
npeacTaBuTesIeM MMHUMaNbHOW Tpebyemoi MHbOopMaL MM B COOTBETCTBUM C NMyHKTOM 7.1.7 HacTosLwmMX
MpaBuA NpeacTaBAAOT B yNOJAHOMOYEHHbI OpraH rocyAapcTBa-yieHa:

COObLLEeHNE O CEPbE3HON HEXKeNaTeIbHOM peakLyMn Ha IeKapCTBEHHbIN Npenapar, BbifB/JEHHOM Ha
TEPPUTOPUN FrOCYyAapPCTBa-Y1eHa;

COObLIeHNE O Cepbe3HON HenpeaBUAEHHON HeXKenaTeNbHOM pPeakuuu Ha JiIeKapCTBEHHbIN
npenapart, BbIABIEHHOM Ha TEPPUTOPUAX MHBIX TOCYAaPCTB.

YCTaHOBNEHHbIW CPOK PENOPTUPOBAHUA PACNPOCTPAHAETCA Ha MEPBUYHYHO W AOMNOJHUTENbHYIO
MHPOPMALMIO O HEXKeaTe/IbHOM peakuMmn Ha JIeKapCTBEHHbIM Npenapar.

B CQly4ae nepesoa HeXKenaTeslbHoM peakynn n3 Kateropunm Cepbe3HOVI HeXKenaTeNibHoM peakunun
B HeCepbe3HYyK HeXXenatesibHyro peakyuno OaHHaA VIH(bOpMaLI,I/I‘iI AOJ/TKHa 6bITb npeacraBneHa B
YI'IOI'IHOMO‘-IeHHbe;I OpraH rocygapcrea-4ysieHa B Te4eHne 15 KaneHa4apHbIX AHef/‘I.

7.1.7.2. Cnocob n dopma npeacraBieHMa cOOOLEHNI O HeXenaTeIbHbIX PeaKkLUusx.

NHaMBMAYaNbHbIE COODOLEHWA O HeKeNaTeNbHbIX PeaKUMAX OAepsKaTeNsm PerncTpaumoHHbIX
YAOCTOBEPEHUI cneayeT NpeacTaBasTb B YNOJHOMOYEHHbIM OpraH rocyapcTBa-yjieHa B 3/1eKTPOHHOM
Buae. PopmaT MHAMBMAYANbHBIX COOBLEHUIA O HeKenaTeNbHbIX PeakuMax AO0/KEH COOTBETCTBOBATb
dopmaTy, YCTaHOBAEHHOMY PYKOBOACTBOM MeKAyHapOAHON KOHbepeHUMM No rapMoHM3auun
TEXHUYECKMX TPebOoBaHUI K IeKapCTBEHHbIM NpenapaTam 418 MeANLMHCKOro NnpumeHeHun (aanee - ICH)
"YnpaBneHue AaHHbIMM NO KAMHUYECKOM 6e30MacHOCTU. DeMeHTbl AaHHbIX ANS Nepeaaydn coobuieHui
06 MHAMBMAYaANbHbIX CyYasX HeenatenbHbix peakymin" (E2B).

7.1.7.3. TpeboBaHMA NO CPOYHOMY MpPEACTAaBNEHUIO WHOW WHPopmauuum no 6esonacHocTU
NeKapCTBEHHbIX NpenapaTos.

CpoyHOMy NpeAacTaB/ieHNIo B TedeHMe He 6onee 15 KaneHAapHbIX AHEeW NOANEXUT creayroLasn
Ba)KHaA WHdopmauma no 6e30MacHOCTM, KOTopas MOXKEeT CBUAETENbCTBOBATb 06 M3MEHEeHMAX B
COOTHOLLEeHMM "nosb3a - pUcK" nekapcTBeHHOro npenapara:

npesbiwleHne ommp,aemoﬁ 4YaCTOTbl pPa3BUTUA CeEPbE3HbLIX HeXXenaTe/ibHbIX peaKu,Mﬁ, KOTOpoe
MOKET 0Ka3aTb BAUAHMUE HA COOTHOLLEHWE "N0Jb3a - pMCK“ NeKapCTBEHHOro npenaparta,

OrpaHNYeHMA B PacnpoCcTpaHeHUN NeKapCTBEHHOrO NpenapaTta, OT3blB 1IeKapCTBEHHOro Npenapara
C pPblHKA, Henpoa/seHne, aHHYAMPOBaHWE WAM MNPUOCTAHOBKA AENCTBMA  PErncTPaLMOHHbIX
YAOCTOBEPEHUI (paspelleHnit Ha MapPKETUHT) Ha TeppuTopuAX APYrux rocyaapcts no MpuyYMHam,
CBA3aHHbIM C 6e3onacHocTblo M 3GPEKTUBHOCTbIO  /IEKAPCTBEHHOrO npenapaTa, a TaKXke



WHUUMMPOBAHHbIE  YMONHOMOYEHHbIMM  OpraHamu  roCyAapCTB-Y/IEHOB  WMAM  [AepXaTenamu
PEerncTPaLmoHHbIX YA0CTOBEPEHWNI AaHHOTO JIeKapCTBEHHOro npenapara;

BHECEHME CYLLEeCTBEHHbIX WU3MEHEHUA B PeKoMeHAauMu Mo MeAULMHCKOMY MPUMEHEHWUIO Ha
TEpPUTOPUAX APYrMX rocygapcts No npuuYMHam, CBA3aHHbIM C 6e30MacHOCTbIO /1IeKapCTBEHHOro
npenapara;

npo6sema no 6e30nNacHOCTH, BbiABJEHHAA B XOA4€ HEMHTEPBEHLMOHHOrO MOCTPErnCTPaLMOHHOro
nccaea0BaHNA, KAMHUYECKOro UCCeA0BaHMA UK AOKAMHUYECKOrO UCCeA0BaHMSA;

AaHHble No 6e30MacHOCTM, KOTOpble YCTAHOB/EHbI B pe3y/ibTaTe AeATe/IbHOCTU MO BbISIBIEHUIO
CUTHa/la M MOTYT OKa3aTb BAUAHME Ha COOTHOLLIEHME "nonb3a - puck";

npob6aembl No 6€30MacHOCTW, CBSI3aHHble C MPUMEHEHWEM NEKapCTBEHHOro npenapaTta He B
cootBeTtcTBum ¢ OXJ1M;

npobnembl No 6e30nacHOCTK, CBA3aHHbIE C oWwMboyHol HPopmaumeint B OX/1M, UMM (N1B) mau
MapKMPOBKE /IeKapCTBEHHOTO NpenapaTa;

HeaocTaTouHan 3¢GPEKTUBHOCTb JIEKAPCTBEHHbIX MPenapaToB, NPUMEHSEMbIX MPU NaToaoruu,
NPeACTaBAAIOLIEN Yrpo3y KU3HM YEN0BEKa, @ TaKKe BaKUWMH W KOHTPALENTMBHbIX cpeacTs (Man ee
oTcyTcTBUE);

l'IpO6I'IeMbI no 6e30|'IaCHOCTVI, CBA3aHHbIE C NCXOA4HbIM CbipbeEM 014 NPOUN3BOACTBA JIEKAPCTBEHHOIO
npenapata un (VII'IM) €ro nocCraBkamm.

[aHHasa nHpopmauma no 6e3onacHoOCTM NpeacTaBAsEeTCcA B MMCbMEHHOM BUAE B YNOJHOMOYEHHbIN
OpraH rocyf,apcrea-yseHa, Ha TepPUTOPMM KOTOPOTO 3aPerncTpUpoBaH NoLO3PEBAEMbII IEKAPCTBEHHDbIM
npenapat. [peacTaBieHWe YKasaHHOW MWHpopmauMuM no  6e30nacHocTM  uan  3GeKTUBHOCTH
NIeKapCTBEHHOro npenapaTta caefayeT BbIMOAHATbL He3amedMTeNbHO, NOCAe TOro, Kak O Hel cTano
W3BECTHO AeprKaTesto PErncTPaLLMOHHOrO YA0CTOBEPEHNA UM €ro YNOJHOMOYEHHOMY NPeACTaBUTENIO.
B npeactasnsemoli mMHPopmaumm cnegyet NPUMBECTM OMUCaHWE BbIWEYKA3aHHbIX AaHHbIX MO
6e3onacHocTK nan 3¢ GEeKTUBHOCTM NOLO3PEBAEMOrO IEKAaPCTBEHHOIO Npenapara, 4eUCcTBUSA MU Mepbl,
npegiaraemble B OTHOWEHUM MNOAO3PEBAEMOr0 JIEKAPCTBEHHOrO npenapaTta. YKasaHHble acreKTbl
npoouna 6e30nNacHOCTM Noa/exKaT BKIOYEHUI0 B COOTBETCTBYIOWMeE pa3genbl NOOB neKkapcTBeHHOro
npenaparta 1 aHanuasy.

7.2. C60p cOObLLEHUI O HEXKeNaTeNbHbIX PEAKLUAX.

7.2.1. 0683aHHOCTM rocy4apcTB-4/1IeHOB.

YNONHOMOYEHHbIe OpraHbl KaXXa0ro rocygapcrea-4seHa A0/1KHbl pacnosiaratb cucTemon c6opa n
perncTpaummn Bcex COO6LLI,€HMIZ O NoA03peEBAEMbIX HEXENATE/IbHbLIX PeaKUMAX, KOTOpPbIE BbIABNAOTCA Ha
ero Tepputopun U Ha KOTOpPbIE o6pau.|,a|0T BHMUMaHUWE cCneumanncrtbl CUCTEMbLI 34PaBOOXPaHEHUA,
nayneHTobl, I'IOTpe6MTe}'IM nnun aepxxatenn perncTtpaumMoHHbIX yAOCTOBepEHMﬁ.

YNo/HOMOUYEHHble OpraHbl KaxKAoro rocyapcrsa-usieHa AO/KHbI NPUMEHATb COOTBETCTBYOWME
Mepbl  ANA TMOOLWIPEHUA CNeuManuctoB CUCTEMbl 34paBOOXPAaHEHMA HaA CBOEW TeppuTopuM K
NpeAacTaBNeHN0 COOBLEHNA O NOAO03PEBAEMbIX HEXKEeNaTeNbHbIX PeakUuMAX Ha JIeKapCTBEHHble
npenapaTbl B YMNOJAHOMOYEHHbI OpraH rocygapcrea-dieHa. Kpome TOro, ynoaHOMOYEHHbIM opraH
rocyAapcrsa-usieHa BMNpaBe HaNOXWTb Ha CMeuuanancToB CUCTEMbI 34PaBOOXPAHEHUA CreuunanbHble
ob6s3aTenbcTBa MO MNpeAcTaBAeHMIO COOBLWEHMI O NOAO03PEBAEMbIX HeXenaTe/bHblX peaKkuusax Ha
NeKapCTBEHHbIe NpenapaThbl B YNOJHOMOYEHHbIN OpraH rocyaapcrasa-ysieHa.

B uenax ontummsaumm npouenypbl npeacTtaBaeHUA MHCI)OpMaLI,MM O HeXeNaTe/ibHbIX peaKunAax
CTaHAapTHblIe d)OprI 6/1aHKOB C BO3MOMHOCTbIO UX HenocpeaCTBEHHOINoO 3anN0/IHEHMA NOJIb30BaTe/lIEM



OO/MKHbI HaxoguTbCA B cBOBOAHOM AocTyne Ha odUUMANbHbIX CAaWTax YMNONHOMOYEHHbIX OpPraHOB
(ynmonHoMo4YeHHbIX opraHun3aumii) B UHPOPMALMOHHO-TEIEKOMMYHUKALLMOHHOM ceTu "MIHTepHeT" BMecTe
Cc uHbopmaument o0 pasanyHbiXx cnocobax npeacraBneHMa MHGOpPMaUMM O MOAO03PeBaEMbIX
HeenaTenbHbIX peakLumaAx, CBA3aHHbIX C NPUMEHEHWEM IEKAPCTBEHHbIX NPEnapaTos.

KoHcynbTaHTlAOC: NpumeyaHue.
A63au, NATbIN NognyHKTa 7.2.1 nyHKTa 7.2 BCTynuA B cuay ¢ 1 utoHa 2016 roaa.

YNONHOMOYEHHbIMM OpPraHamu rocyAapcTB-Y/€HOB [AOJIKHO ObiTb obecrneyeHo BK/IOYEHWE B
eAnHyto 6a3y AaHHbIX HeXenaTesibHbIX Peakuuil rocydapcTB-4/IEHOB BCEX COODOLIEHUNA O CepbesHbIX
HerKenaTeslbHbIX peaKuMaAX, BbIBMEHHbIX Ha TEPPUTOPUAX TOCY[apCTB-Y/1EHOB, MPEACTaB/lEeHHbIX B
COOTBETCTBYHOLLMIA YNONHOMOYEHHbIN OpPraH rocyAapcTBa-y4/ieHa U OLeHEHHbIX KaK Ba/lMaHbIe.

YNONHOMOYEHHbIM OpraHam rocyAapcTB-Y4/IeHOB cneayeT MNPUMEHSTb Mepbl  "BblparkeHus
npusHaTenbHocTM" 3a paboTy No NpeacTaBieHMI0 COOBLLEHMA O HeXenaTesbHbIX peakumax, BKAYan
npeacraBieHMe  penoptepam  AONONAHUTENbHOM WHOPMAUMM O  pesynbTaTax  AafibHenwero
paccMoTpeHUs CoobLEHNI 0 HexXenaTebHbIX PeakUmax Ha NeKapcTBEeHHbIe npenaparsl.

Mpy NpeacTaBAEHUN COOBLLEHUIA O HEXKeNaTeNbHbIX PeakuMAX Ha JIeKapCTBEHHble Mnpenapartbl
AepyKaTeNamMmmn PerncTpaLMoHHbIX YA0CTOBEPEHUI, YNONHOMOYEHHbIE OpraHbl rocyAapCcTB-4/1eHOB, Ha
TEPPUTOPUAX KOTOPLIX MMeNa MecTo NoL03peBaemMas HeKenaTesbHasa peaKkuus, BrnpaBe MpUB/EKaTb
AepKaTenen permcTpaumoHHbIX Y40CTOBEPEHUI K Noc/eaytowel paboTte No AaHHbIM COOBLLEHUAM.

Kaxpgoe rocydapcTBo-uneH [AO/MKHO obecneynTb, 4YTOBbl €ro YNONHOMOYEHHbIM OpraH,
OTBETCTBEHHbI 32 KOHTPO/Ib 06paLLEeHUA NeKapCTBEHHbIX NpenapaTos, bbia NpoMHGopMUpPoBaH o0 No60ol
noao3peBaemMoit HeskenaTenbHOM peakuMu, Ha KoTopyl obpaTuiM BHUMaHWE cneumnanuctsl Ntoboro
APYroro opraHa rocy4apCTBEHHOro YynpasBiaeHWsa, BeAOMCTBA, YUYPEeXAEeHUA WAM  OopraHM3aummu,
OTBETCTBEHHbIX 3a 6e30MacHOCTb MAaLUMEHTOB B AaHHOM rocyAapcTBe, U YTobbl 3TU cooblieHMA 6blau
npeacTaBfieHbl B HauMoOHanbHyto 6a3y AaHHbIX. B caydasax Korga coobuweHua o nogospeBaemblx
HexKenaTe bHbIX peaKkumax 6blan Hanpas/ieHbl HenocpeacTBEHHO B MHble OpraHbl rocyAapCTBEHHOro
ynpaBaeHua, BeAOMCTBa, OpraHusauMmM W (MAM) ydpeskaeHua B AaHHOM rocyAapcTBe-yneHe,
YNONHOMOYEHHbIN oOpraH rocygapcrsa-dneHa, B MNOJAHOMOYMA KOTOPOro BXOAUT OCYLLECTB/EeHUe
dapmakoHagsopa B chepe o0bpalleHna NeKapcTBEHHbIX CPeACTB, A0/XKEH MMETb C HUMU COrNnalleHus 06
obmeHe AaHHbIMW, ANA TOro, YTOBbI 3TV CO0bLEHNA HaNPaBAAAUCH B AaHHbIN YNONHOMOYEHHbI opraH
rocyaapcrtBa-yneHa. YKasaHHoe TpeboBaHMe pPacnpocTpaHAETCA TaKKe Ha C/lydau passBuTmAa
HexKenaTe lbHbIX peaKkuuii Ha IeKapcTBeHHble npenapaTtbl, KOTopble ABUAUCL CAeACTBUEM MEANLMHCKUX
owunboK.

7.2.2. 0653aHHOCTU AepraTenieil PerncTpaLMOoHHbIX YAOCTOBEPEHWIA.

Kaxablit aepatenb perncTpauyoHHOro yA0CTOBEPEHUA A0/KEH YCTaHOBWUTb M MoAAep»KuBaTh
cuctemy cbopa M pernctpaumm Bcex COOBLLEHUI O MoAO03peBaeMbIX HexKenaTeslbHbIX peakuusax Ha
NleKapCcTBeHHble MpenapaThl, KOTOPble MOCTYNaloT B €ro pacrnopaMKeHue KaK B pamKax CMOHTaHHOro
penopTUPOBaHMA cneumaancTaMm CUCTEMbI 34PaBOOXPaHEHMSA, NaLMeHTamMmM UAN NOTPeBbUTeNaMu, Tak u
B Xo04e MNpoBeAeHWA MOCTPEerucTpaumMoHHbIX UccnedoBaHuiA.  [epkaTenn  perucrpaumoHHbIX
YOOCTOBEPEHUIA [ONXHbI CO34aTb MexaHM3Mbl, obecneynBaolliMe BO3IMOXHOCTb MPOC/AEXKnBaHMA
coobueHnin 1 nocneaytollelt paboTbl C COOBLLEHUAMM O HEXKenaTe lbHbIX PeakLUusX.

0653aHHOCTb MO c6opy CBEAEHMﬁ O NoAo3peBaeMbIX HeXKenaTe/ibHbIX peakunax AepxaTenamu
PEerncTpaLMoHHbIX y,CI,OCTOBepeHVII‘;I pPacnpoCcTpaHAEeTcA B TOM 4YUC/Ne Ha c006u1,eva, OoTHOCAWMeCA K
NeKapCTBeHHbIM NpenapaTtam, BlageHne KOTOPbIMU HE MOXKET 6bITb UCKOUYEHO ncxoaAa U3 yKasaHHbIX B
COO6LLI,eHVIVI o no,a,o3peBaeM017| HexenaTtenbHOM peakunn Ha /'IeKapCTBeHHbIﬁ npenapat HanMmeHoBaHUA
AGVICTBVIOU.LGFO BellecTBa, COCTaBa, HOMepa NapTUn, cnocoba BBeAeHNA, rocygapcrea NepPBONUCTOYHUKA
U1 rocygapcrea pa3sntmA no,a,o3peBaeM01‘/'| HexenatenbHOM peakuunun.



7.2.2.1. CnoHTaHHble coobLieHuns.

Jeprkatenu perucTpaumoHHbiX YA0CTOBEPEHUN [O/MKHbI PErncTpupoBaTb BCe CMOHTaHHbIE
COOBLWEHNS O MOAO3PEBAEMBIX HEXKENATE/bHbIX PEAKLMAX, BOSHMKAIOWMX Ha TEPPUTOPUAX roCyaapcTB-
YNeHoB WM 3a MX npegenamu. Takne cOOOLLEHMSA BKAKOYAIOT BCE CUTHaAbl O MOAO3PEBAEMbIX
He)KenaTeslbHbIX PeakumsaxX, MNoAy4YeHHble B 3/IEKTPOHHOM BUAE WAN  KAaKUMU-TMBO  ApYyrMmu
noaxozAawmmm crnocobamu. lep:atenn perncTpaumoHHbIX YAOCTOBEPEHUI MOTYT UCMO/Ib30BaTb CBOU
CanTbl B MUHPOPMALMOHHO-TENEKOMMYHMKALLMOHHOM ceTn "UHTepHeT" ana cogeictena cbopy ceeaeHuni
0 NOL03PEBAEMBIX HEXKENATE/IbHBIX PEAKLMAX, NPEeS0CTaBMB Ha HUX B1IaHKK A/1A 3aM0/IHEHUA COObLLEHMIA
O HEerKelaTe IbHbIX PeaKLMAX MU COOTBETCTBYIOLLME KOHTAKTHbIE AaHHbIE A1 HEMOCPeACTBEHHOM CBA3M.

7.2.2.2. CoobuieHuna, nonyyYeHHble No 3anpocy.

[lepaTtenn pervcTpaLMoHHbIX YAOCTOBEPEHMIN AO0/MXHbI PerucTpuposatb Bce coobuieHus o
NoA03pPeBaEMbIX HeXenaTesIbHbIX PeaKkLMAX, BO3HMKAIOLWMX Ha TePPUTOPUAX rOCyAapCTB-4/1eHOB UM 3a
WX Mpeaenamm 1 BbIABAEHHbIX B XOA4e NOCTPErncTpaumoHHbIX nccienosaHuUid. B AaHHble coobuieHus,
noJlyyeHHble MO 3amnpocy, BXOAAT COOOLLIEHUs, NoMyYeHHble MO pe3y/abTaTaM OpraHM3oBaHHoOro cbopa
[AaHHbIX, KOTOPbIA MHULMMPYETCA, YNPaBAAETCA UM GUHAHCUPYETCA AepXKaTeNAMM PerncTpaLmoHHbIX
yAoCcTOBepeHuin. [aHHble COOBLLEHUS TaK:Ke BKIOYAIOT CBELEHUS, MOCTYNUBLUME B XO4E BbIMOJHEHUA
HEWMHTEePBEHLMOHHbIX NOCTPErucTPaLMOHHbIX uccnenoBaHum, nporpamm MCNoJ/Ib30BaHMUA
NIeKapCTBEHHOrO npenapaTa B CBA3M C MCK/AOUYMTENIbHBIMU OBCTOATENIbCTBAMM U3  COOBPaXKEeHWI
COCTPafaHus,  NEepCoHa/NM3MPOBAHHbIX  NPOrPaMm  MCMNONb30BaHUS  HE3aperncTpUpoBaHHOIO
NIeKapCTBEHHOrO npenapaTa, APYrux NPorpamm MoAAepP KM NMauumeHTOB U MOHUTOPUHIA 3abosieBaHu,
nporpaMmm MNOAAEPKKN MaLMeHTOoB U cbopa nHbopmaumm 06 3pPeKTUBHOCTU UM NPUBEPKEHHOCTU
NauneHTOB JIeYEHMIO, @ TaKKe BeAEeHUs pPeecTpos.

[Jep:KaTenu perucTpauMoHHbIX Y40CTOBEPEHWI AO/KHbI BHEAPUTb U UCMO/Ib30BaTb MEXaHU3MbI
cbopa NoIHOM ¥ BCECTOPOHHEN MHPOPMaLMK O CNYyYasX NOA03PEBAEMbIX HEXenaTesIbHbIX peakuuin npu
NepBMYHOM COCTaB/IEHWM COOBLEHUI O MOLO3PEBAEMbIX HEXENaTeNbHbIX peaKkuusax No pesysabraTy
NoJIly4YeHUsA CMOHTaHHbIX COOBLLEHMI O TaKNX peaKLMsaX B Lenax obecneyeHns BOSMOKHOCTU NPOBeAEeHUS
HaZNeXKallen OLeHKM coobleHMA U BbINOAHEHMA TpeboBaHMI MO CPOYHOMY PEMOPTUPOBAHUIO B
YNO/IHOMOYEHHbIE OPraHbl FOCYyAapcTB-Y1E€HOB (€C/IM MPUMEHUMO).

7.2.2.2.1. CoobuLieHMA, NONyYEHHbIE B XOA4€ NPOBEAEHUA HEUHTEPBEHLMOHHbIX UCC/Ie40BaHNMA.

Echn paHHble © nop,ospeBaeMOﬁ HeXKenatenbHoMu peakuynn nosydeHbl B Xo4e BbINO/IHEHUA
HEUHTEPBEHLMOHHDbIX MCCﬂe,D,OBaHMﬁ, cneayet pasgesibHO aHaIM3npoBaTb AadHHbIE MCCﬂe,ﬂ,OBaHMﬁ co
C60pOM NnepBUYHbIX AaHHbIX HanNnpAMyO OT NauMNEHTOB U CNeUnainctoB CUCTEMbI 34PaBOOXPAHEHUNA U
nccnegoBaHMAMUM C TaKUMU AM3aﬁHaMM, KOTOpbleé OCHOBAHbl Ha BTOPUYHOM UCNOJIb30BAHUN OaHHbIX
(Hanpmmep, nccnenoBaHmMA, OCHOBaHHbIE Ha NepecmoTpe MeaANUNHCKUX KapT NN SNEKTPOHHbIX 3anucen
34paBOOXpPaHeEHUA, CUCTEMATUYECKNE NepeCMOTpPbI Nan METa-aHa/'IM3bI).

C006LLI,eHVIe COCTaBiAeTCA, ecim penopTtepom nnn Aepxartenem perncTtpauynoHHOro
YO0CTOBEPEHUA NpeanoaaraeTca Haanvyme, Kak MMHUMYM, BO3MOHOM I'IpM‘-IMHHO-C}'IELI,CTBEHHOVI cBA3NC
noao3peBaeMblM IEKAPCTBEHHbIM MpPenapaTom. COO6UJ,€HMFI O He)enlaTe/ibHbIX ABNEHUAX, B KOTOPbIX
NPUYNHHO-CNeaACTBEHHAA CBA3b OLL,EHNBAETCA KaK COMHUTE/IbHAA, CheadyeT BKAK04YaTb B 3aKOYUTENBHDIN
oT4eT 06 nccnegoBaHuUn.

B OTHOWEHUN HEeENHTepPBEHLMOHHbIX MCCJ'IEAOBaHMI‘;I C NepBUYHbIM C60p0M AaHHbIX HanpAMYO OT
nayneHTos M cneumanncrtoB CUCTeEMbI 34pPaBOOXPAaHEHUNA NpencTtaBAeHUNO nognexKat COO6U.I,€HVIFI (o}
HeXXeNaTe/lbHbIX peakuunAax, B OTHOWEHWUWN KOTOPbIX penopTtep WUAM AeprKaTeslb pPernctpaumMoHHOro
YAO0CTOBEPEHNA NOO03PEBAET, YTO UMEETCA, KaK MUHUMYM, BO3MOXKHaA I'lpW-IMHHO-Cﬂe,EI,CTBEHHOﬁ CBA3b
C Nogo3peBaeMblM SIeKapCTBEHHbIM nNpenapaTom. Npoyune COO6UJ,eHMﬂ O HeXenaTe/ibHbIX peakuyunax, B
OTHOLWEHNN KOTOpPbIX MMeeTCA Nnoao3peHune, YTO OHU CBA3aHbl C J1IEKAPCTBEHHbIMU MpPenapaTtamu,
KOTOpble He BXOAAT B YNCZIO UCCNEAYEMDbIX /IEKAPCTBEHHbLIX MPenapaToB U B KOTOPbIX He YCTaHOB/1IEHO



B3aMMOAENCTBME C MUCCAeAyeMbIMU NEKAPCTBEHHbIMW MpenapaTtamu, MUCCAefoBaTENAM chaeayeT
HaMNpaBaATb B YyNOJHOMOY€EHHbIEe OpraHbl FOCyAapcTB-4/1€HOB (eC/M 3TO MPUMEHUMO).

Mpu nNpoBeAeHUN HEUHTEePBEHLUMOHHbIX WUCCNeAOBaHMMA, OCHOBAHHbIX Ha BTOPUYHOM
MCNONb30BaHUN AaHHbIX, NpeacTaBieHUue COO6LLI,GHVII\/‘I O BblABNAEMbIX HeXXenaTe/ibHbIX peaKunAax He
TpebyeTca. Bce AaHHbIe NO BbISBAEHHbIM HEXKeMaTeIbHbIM PeakUMaM CYMMUPYIOTCA B 3aK0YNTEIbHOM
oTtyeTe 06 ncceaoBaHUM.

[epaTenb perncTpaLMoHHOro yA0CTOBEPEHUA BNpPaBe yTOYHUTb TpeboBaHNA Mo NpeacTasaeHuIo
COOBLIEHNI O HeKeNaTeNbHbIX PeaKUMAX B COOTBETCTBYIOLWMX YNOAHOMOYEHHbIX OpraHax rocyAapcrea-
yneHa.

[epskaTeno  perucTpauMoHHOro yaocToBepeHus cieayer cobaogaTtb  3aKOHOAATENbCTBO
rocyAapcrea-yneHa, MpUMeHsemoe K MPeACTaBAeHUI0 COOBLIEeHU A O Ccaydasx nog03peBaemblX
HeyKenaTesbHbIX Peakunii B HE3aBUCUMbIE STUYECKME KOMUTETbI FOCYAapCTB-4Y/1EHOB U UCCef0BaTeNAM.

7.2.2.2.2. Nporpamma MCNoab30BaHMUA NEeKApPCTBEHHOro npenapaTa B CBA3WU C UCKAKOYUTEIbHbIMU
06CTOATENBCTBAMM U3 COOBPAXKEHUI COCTPAAAHUA, NEPCOHANM3NPOBAHHAA NPOrpamMmma UCMoNb30BaHUA
He3aperncTpupoBaHHOIo IEKapPCTBEHHOrO Npenapara.

Ecam AepXaTenb PerMcTtpaLtlMoHHOro yaocroeepeHuna nam cneynaanct CUCtembl 34paBo0OXpaHEHUA
n3geuleHbol O d)aKTe ﬂOAO3p€BaEMOﬁ HeXKenlaTebHOoM peakunn wuam BbIABAAKT NOA403PEBAEMYHO
HEeXeNNaTe/IbHYIO pPeakynio B pPaMKax nposeaeHmnAa nporpammbl UCMOJSIb30OBAHUA J1IEKAPCTBEHHOIO
npenapata B CBA3M C UCKAKYUTESIbHbIMU obcTosTensctBamn U3 COOﬁpB)KEHVIﬁ COCTpagaHuna wan
I'IepCOHa}'IM3M|OOBaHHOI7I nporpammbl  UCNOJIb30BaHUA  HE3aAPEernctpupoBaHHOro  /1I€KApCTBEHHOIO
npenaparta, C006LI.I,eHVIFI O HeXXelaTe/IbHbIX peakunAax npeacrasaarTca cneayouwmm o6pa30M:

B C/ly4ae €CAM HexKesnaTesibHaA peakums 6biia BbisB/AEeHA MyTeM aKTMBHOMO MOMCKa, credyeT
NpPeAaCTaBAATb COOBLEHMS TONbKO O HEXEeNaTesbHbIX PeakuMaX, Y KOTOPbIX NPUYMHHO-CeACcTBEHHAnA
CBA3b C NPMMEHEHWEM MOL03PEBAEMOrO JIEKaPCTBEHHOrO NpenapaTa onpeaenseTca nepBonUCTOYHUKOM
COOBLLEHUNA MW AepiKaTelemM PErucTPaLMOHHOrO YA0CTOBEPEHMA KaK BOSMOXKHAA (Kak MUHUMYM). ITK
COObLLEeHUNA CcieayeT pPaccMaTpUBaATh KaK COOBLEHMA O HexkenaTesbHbIX Peakuuax, MoSYYEHHbIX No
3anpocy;

B C/lydae eC/11 HeEXenaTe/ibHaA peakuuna 6blna BbifiBNEHA He nyTemM aKTUBHOIO NOUCKa NN 3anpoca,
BCeé HeXenatenbHble W HenpegHamepeHHble peakuuMn Ha I'IEKapCTBEHHbIﬁ npenapar cnenyer
pacCmaTpunBaTb Kak C006|.I.l,eHMF| (0} no,u,ospeBaew\oﬁ HeXKenaTenbHoMU peakuunu, FIOI'IYHGHHOVI Heé no
3anpocy, nh NpeacTaB/IATb KaK COOTBETCTBYHOLEE COO6LLI,EHM€.

7.2.2.2.3. Mporpamma nogaepKK1 nauneHTos.

Mporpamma nogaepKKn nauneHToB ABAAKOTCA Pa3HOBUAHOCTbIO CUCTEM OPraHM30BaHHOMO c6opa
AaHHbIX, NPU KOTOPbIX AepXKaTe/lb PerncTpaLlMoHHOro yaocrtoeepeHuma co6MpaeT AaHHble, OTHOCAWMNECA
K  MCNO/1b30BaHUKO /1IEKAPCTBEHHOINo npenapaTta 6onbWUMU rpynnamu naumeHTtoB. [lpumepamm
NOCTPENMCTPAUMOHHbLIX nNporpamm nogaepxkKun nauyneHToB ABAAKOTCA MNporpamMmmbl MOHUTOPUHTA
3a6oneBaHm7|, MOHUTOPWUHTA NAaLMEHTOB, c6opa MH(bOpMaLI,MM O NPUBEPKEHHOCTHN NAUNEHTOB /1IeHEeHUIO,
MOHUTOPWUHIA B paMKax CUCTEM KOMMNeHCaLnun (BOBMELLI,eHMﬂ).

Jonyckaetca nposegeHWe aKTUBHOIO MOWUCKA HeXenaTesbHbIX peaKu,Mﬁ B XoA4e BbINOJIHEHUA
Pa3/IM4HbIX BUAOB CUCTEM OPraHN30BaHHOTO c6opa AaHHbIX, B3TOM CNy4ae 3TU HeXenaTe/ibHble peakunn
cneayet ydyntbliBaTb Kak COO6LLI,EHMFI, nony4yeHHble NO 3anpocy. OT1yerTsl cneayetr CoCtaBaATb TO/IbKO O
HeXXenaTe/bHbIX peakunAax, B KOTOPbIX penopTtepom wan Aepxatenem perncrtpauMmoHHoOro
yAoctoBepeHnA NpU4YNHHO-CNeacTBeHHAA CBA3b YCTAaHOB/1IEHA KaK BO3MOXHaA (KaK MVIHMMyM).

B cnyyae ecnm B pamKax cMCTeMbl OPraHM30BaHHOMO c6opa AaHHbIX HEXEeNaTe/lbHaA peakuuna 6bina
BblAB/IEHA HE B npouecce akTUBHOINo NOucCKa (3anpoca), BCe He)eslate/sibHble U HenpeagHamepeHHble



peakuMM Ha JNIeKapCTBEHHbIM MpenapaTt, KoTopblie 6blan COOBLWEHbl AeprKaTento PervcTpaumoHHoro
YA0CTOBEPEHUA MEANUMHCKMM PabOTHUKOM WM NaLMeHTOM, CieayeT pacCMaTpPUBaTb Kak coobLeHns o
NoJsIyY4EHHOM He NO 3anpocy NOAO3PEBAEMON HeEXKenaTeNbHOM peakuuu M npeactaBnAaTb coobuieHune
COOTBETCTBYHOLMM 06PA3OM.

7.2.2.3. CoobuieHunsn, onyb/IMKOBaHHbIE B HAY4YHO-MEANLMHCKON iMTepaType.

[eprKaTenam perncTpaumoHHbIX YA0CTOBEPEHUI CNedQYyET OCYLLECTBATE MOHUTOPUHT Ny6AnMKaLniA
B Hay4YHO-MEeAMUMHCKON NnTepaType BO BCEX FOCY[aPCTBaX, B KOTOPbIX PA3peleHO NpUMEHEeHue
COOTBETCTBYIOLWMX JIEKAPCTBEHHbIX NPEnapaToB, W MNPeacTaBAATb OOHApy)KeHHble CcoobLWeHNa o
HeXenaTeNbHbIX Peakumax B YNOJHOMOYEHHbIE OpraHbl FOCY[apCTB-4Y/IEHOB COrNacHO TpeboBaHUAM
MeXAYHapoAHbIX 4OrOBOPOB M aKTOB, COCTaBAAOLWMX NpaBo Coto3a.

CpoyHOMY penopTUPOBAHUIO He MNOANENKAT CAefylolWme BbIABAEHHbIE NPU  MOHWUTOPUHTE
ny6AMKauMn  HaydYHO-MEeOUUMHCKON nuTepaTypbl coobuweHus (MHbopmMaumsa) O HexkenaTesbHbIX
peaKkuusx:

ecnn BnageHune NeKapCrtBeHHbIM npenapatom pgeprartesiem pernctpalMoHHOro yaocroeepeHuAa
MOXHO UCKNIKOYNUTb Ha OCHOBAHUWU YKA3aHHbIX B COO6LLI,€HVIM HanMMeHOBaHUU AeﬁCTByIOLLI,EI'O BeulectBsa,
cocrase, cnocobe BBeAeHnA, CTpaHe nepBOUCTOYHUKA COO6LLI,€HI/I’FI WM CTpaHe npoucxoxgeHuAa
nop,oapeBaeMOﬁ HeenaTenbHou peakuyunu;

coobLEeHNss Ha OCHOBE WMHGOPMALMM Hay4yHbIX NyO6AMKAUMA, KOTOpble MpeacTaBasatoT coboi
0606LeHHbIe aHaIM3bl AaHHbIX M3 06LLeA0CTYNHbIX 633 aHHbIX UM COAEPKAT CBEAEHMSA O MALMEHTaX B
BMAE TabauL MAW MOCTPOYHbIX NepeyncneHuit. [aHHblii BWA, HayyHbX Myb6AMKaumii onucbiBaet
HexKenaTesibHble peakuuu, KoTopble Pa3BUBAIOTCA B rpynne nauuMeHToB, NPUHUMAIOLLMX ONpeaeNeHHbli
NNeKapCTBEHHbIV Npenapar, C LLe/1bio BbIABJAEHUA UM KOZIMYECTBEHHOW OLLEHKM yrpo3bl ga 6€30nacHoCTH
YyesioBEeKa, CBA3AHHOM C JIEKAPCTBEHHbIM npenapaTtom. JlaHHble CTaTbWM 4YacTo CBA3AHbl C
bapMaKko3aNMAEMMONOTMYECKMMM UCCNELOBAHUAMM, UX FNABHOMW LEe/blo ABAAETCA OBHapy)KeHue uau
OUEHKa OnpefesieHHbIX PWUCKOB, KOTOpble MOMAM 6bl MOB/AMATL Ha COOTHOWeEHMe "monb3a - puck"”
NIeKapCTBEHHOTO NpenapaTa B LEeoM.

CeefleHMA no 6e30nacHOCTM, NpeAcTaBAeHHble B TaKMX HaydHbIX nNybauKaumax, cieayet
paccmaTpmuBaTb B cooTBeTCTBYIOWMX pasgenax MOOB M OHM A0AXHbI NPUHMMATLCA BO BHUMaHWE Npu
aHanMse BAUSAHUA 3TUX CBEAEHWN Ha COOTHOLleHWe "nonb3a - pUck" nekapcrtBeHHoro npenapata. O
ntoboit HoBon MHPopmaumm nNo 6e30MacHOCTM, KOTOPana MOXKeT NOB/AMATL HAa COOTHOLWEHWE "nosb3a -
pUCK" NeKapcTBeHHOro npenapara, cledyeT He3ameaNUTe/IbHO YBeAOMAATb YNOAHOMOYEHHbI opraH
rocyAapcrBa-yseHa, Ha TepPPUTOPUN KOTOPOrO 3apPerMcTpMpPOBaH NeKapcTBEHHbIN Npenapar.

7.2.2.4. Tlogo3peBaemble HexKenaTeNbHble peaKkuuu, CBA3aHHble C AedeKTOM KayecTBa MU
banbcnPmMuUMpPoBaHHbIMM 1IEKAPCTBEHHLIMM NpenapaTamMu.

Ecnn coobuieHne 0 nopo3peBaemoit HexenaTeslbHOW peaKkuuu CBSA3aHO C MPUMEHEHMEM
NeKapCTBEHHOro npenapaTa, ¢anbcuduKauMsa KoOToporo nogospesBaercs AMBO yCTaHOBAEHA, WAW
NeKapCTBEHHOro  Mpenapata HeHaA/exallero KadyecTBa, fgaHHOe coobuweHWe  NOoANEXUT
pPenopTUPOBaHKIO (B ClyYae OTHECEHMSA ero K BaIMAHOMY COOBLEHMIO).

B aTux cayyasx B LEeNsx oxXpaHbl 06LWECTBEHHOrO 340p0BbsA MOXKeT noTpeboBaThbca NposeaeHne
TaKMX CPOYHbIX Mep, KaK OT3biB C pbiHKa 1 AedeKTHOM cepumn neKkapcTBeHHOro npenapaTta uam 6onee.
[ep:KaTensim perucTpaumoHHbIX YAOCTOBEPEHMI CneayeT UCMO/b30BaTb CMCTEMY, 0b6ecneymnBaloLLyto
nposeaeHe He3aMeANUTEIbHOM OLEHKM U paccnefoBaHue NoayYeHHoro coobLieHns o noao3pesaemon
He)enaTenbHOW peaKkuuu, CBA3aHHOM C ¢GanbCcUPUUMPOBAHHLIM NEKAPCTBEHHbIM NpPenapaTtoMm Wau
AedeKToM KayecTBa /IeKapCTBEHHOro npenapara. B cnyyae noateep:KaeHuMsA Haanuma gedekra Kayecrsa
TpebyeTcA He3ameaNUTeNbHOE YBeAOMAEHME AepXaTeseM PerMcTpaluMoHHOro  yAOCTOBEpeHMUs
HenocpeacTBEHHOrO NPOM3BOAMTENA JIEKAPCTBEHHOro npenapata M YNOAHOMOYEHHbIX OpraHoB



rocyfapcTB-4neHoB.
7.2.2.5. Nopo3peBaemasn nepesadya MHPEKLMOHHOTO areHTa Yepes 1eKapCcTBEHHbIM nNpenapar.

NHPEKLMOHHbBIM areHTOM cymTaeTca Jitoboi MUKPOOPraHn3m, BUPYC UAM MHOEKLMOHHAs YacTmua
(Hanpumep, NpPUOH, NpoTENH, NepeaatoLLMe TPAaHCMUCCUBHYIO rybuaTylo sHuedanonaTmio), NaToreHHble
W/ HEMATOreHHbIe.

MopospeHne Ha ¢aKkT nepefaun MHOGEKLMOHHbIX areHTOB 4epe3 JieKapCTBEHHbIM npenapaT
paccMaTpUBAETCA KaK Cepbe3Han HexenaTe/bHan peakums, noasexallan CpoyHOMYy PEnopTUPOBAHUIO B
COOTBETCTBMM C TPebOoBaHMAMW 3aKOHOAATENbCTBA rocyAapcTs-yieHos. [aHHoe TpebosaHue
pacrnpocTpaHAeTCA TaKkyKe Ha BaKLMHbI.

Mepepaya Bo36yauTena MHOEKLMM MOXKET NOA03PEBATLCA HA OCHOBAHMMU KAMHUYECKUX NPU3HAKOB
WA CMMNTOMOB, a TaKKe 1abopaTopHbIX Pe3ynbTaToB MCCNeA0BaHMUM, YKasbiBaloOWMX Ha Haaudue
MHObEKUMM Yy MaumeHTa, NoABepruerocs BO3AeWCTBUIO IeKapCTBEHHOro npenaparta. Cneayer yaenatb
ocoboe BHMMaAHWE OOHapyKeHuo MHPeKuMii unm Bo3byauTeneir MHOEKUMIA, O KOTOPbIX MMeeTcs
MHbOpPMaLMK, YTO OHKM CNOCOBHbI NepenaBaTbCa Yepes IeKapCTBEHHbIV Npenapar, Ho NpY 3TOM ciaeayeT
YUUTbIBATb TaK}Ke U PUCK NOABIEHUS HEN3BECTHbIX BO3byauTenei.

OueHKy noao3peBaemoi nepegayn WMHPEKUMOHHOro areHTa nocpeacTBOM JIeKapCTBEHHOro
npenapara ciegyeT NpoBoAuTb C 0COH0N OCTOPONKHOCTbIO M 06ecneunBaTb, HAaCKOIbKO 3TO BO3MOXKHO,
pasrpaHuMyeHre NPUYUH UHOULMPOBAHUA (Hanpumep, MHBEKLUA WU MPUEM), UCTOYHMKA UHEKLUN
(Hanpumep, KOHTaMMHaAUMA NEeKapCTBEHHOro npenapaTa) U KAMHUYECKOro COCTOSHMA NauMeHTa Ha
MOMEHT npeanosaraemoro UHGULMPOBaHUA (MMMyHOAENPECCUBHOE COCTOAHME UK NpeaLecTByoLLan
BaKUMHaLUuA).

MoaTBepKAeHNe KOHTaMUHaLMK (BKAOYaA HECOOTBETCTBYIOLLYIO MHAKTMBaLMIO AN ochabneHne
BUPYNEHTHOCTU (aTTeHyauuto) Bo3byguTeneit MHOEKLUMU KaK aKTMBHbIX BeLLecTB) nogo3peBaemoro
NleKapCTBEHHOro npenapaTa NoBbIWaeT CTeneHb A0Ka3aTeNbHOCTM Nepeaayn Bo3byantena UHbEKUUn 1
noao3peHua Ha Hanmume aedeKTa KayecTBa IeKapcTBEHHOro nNpenapara.

7.2.2.6. Mepunoa Mexay nogayelt 3asBeHNA Ha rOCyAapPCTBEHHYIO PErMCTPaLLMIO 1IEKAPCTBEHHOO
npenaparta 1 Nosy4eHnem yA0CTOBEPEHUS O ero rocyAapcTBEHHOM perncTpaumm.

B nepvos BpemeHW Mexay MoJayer 3anBNEHMS HA TOCYAAPCTBEHHYIO  perncrpauumio
NNeKapCTBEHHOro npenaparta M NosyYyeHMem YAOCTOBEPEHWUA O ero rocyAapCTBEHHON pernctpaummn y
AepyKaTens PerucTpaumoHHOro YAOCTOBEPEHUSA MOMKET MOABUTLCA MHPOpMaLMA, M3MeHsAoLan
COOTHOWeEHWe "monb3a - puUCK" JNekapcTBeHHOro npenapata. B o6s3aHHOCTM  geprkaTens
pPerucTpaunoHHOro y40CTOBEPEHUA BXOAUT obecneyeHne He3amMeaNnTeIbHOro NpeacTaBNeHnsa AaHHOM
WHPOPMALMN  YNONHOMOYEHHOMY OpraHy rocyZapCTBa-ysieHa, KOTOpbIA MNPOBOAMUT 3KCMEepTU3y U
perucTpaumio NeKapcTBEHHOro Npenapara.

7.2.2.7. TMepuog nocne nNPUOCTAHOBNEHWUA AOEUCTBMA WAM  OT3biBa  PErmcTpauMoOHHOro
YAOCTOBEPEHMSA lIeKapCcTBEHHOro Npenapara.

[epKaTenb perucTpaumoHHOro YyAOCTOBEPEHUA AO0/MKEH MNPOAO/KATb cobupaTb CBeAeHua o
NOAO3PEBAEMbIX HEXKeNaTeNbHbIX pPeakuMAX, CBA3aHHbIX C PacCMaTPUBAEMbIM JIEKAPCTBEHHbLIM
npenapaTom, Mocne MPUOCTAHOBAEHUA OEWCTBMA €ero PerucTpauMoHHOrO YAOCTOBEPEHMA C
BbIMO/HEHWEM PEMNOPTUPOBAHMA B CAy4anX, KOTOPble YAOBAETBOPAIOT KPUTEPUAM CPOYHOrO
penopTUPOBaHMA.

B cnyyae oT3biBa perncTtpaunMoHHOro yAO0CTOBEPEHUA YMNOAHOMOYEHHble OpraHbl LOXKHbI
NOHYXAaTb AepXXaTena perncTtpaumMoHHOro yaoctoBepeHUA NpoaoXKaTb CO6VIpaTb cBegeHnAa o
noAao3peBaeMbIX HEXeNaTe/IbHbIX peaKUuMAX Ha }'IEKapCTBEHHbIﬁ npenapart (Hanpmmep, ana obneryeHus
BbIMNO/IHEHNA OUEHKN B CNy4ae pPa3BUTUA OTCPOYEHHbIX HeXXelaTe/ibHbIX peaKu,Mﬁ nnn ana nonyyvyeHuAa



PETPOCNEKTUBHbIX COOBLLEHWUI O HEXenaTe bHbIX PpeaKkunsax).
7.2.2.8. CocTtaBneHWe OTHETOB B NepMos Ype3BbldaliHbIX CUTYauU M B chepe 340paBOOXPaHEHNA.

YpesBblyaiiHan cuTyauma B chepe 34paBOOXPAaHEHUA - 3TO yrposa obLecTBEHHOMY 34,0p0BbtO,
odnuManbHO yCTaHOB/IEHHaA BcemMmnpHOM opraHusaumelt 34paBooxpaHeHns. B cayyae ypesBblManHOM
cuTyauum B chepe 34paBOOXPAaHEHMA YMOJHOMOYEHHbIE OpraHbl BMpaBe BHOCWUTb MOMNPaBKM B
TpeboBaHMA K PEryNsipHOCTM COCTaBAEHMNA OTYETOB O NOA03PEBAEMbIX HEXKENATe IbHbIX peaKkumax. Takue
NnonpaBKM NPUHUMAIOTCA OTAE/NbHO ANS KaXKA0ro Cyyas YpesBblYaliHOM CUTyaLMu U U3BELLEHUS O HUX
pasmMelLalTcs  Ha odUUMANbHbIX CalTax YMNOJHOMOYEHHbIX OPraHOB TOCYAAPCTB-Y/IEHOB B
MHGOPMALMOHHO-TEIEKOMMYHMKALMOHHOM ceTn "UHTepHeT".

7.2.2.9. CoobuieHnA, OCHOBaHHble Ha CyAebHbIX MCKax B OTHOLWEHMM Bpena, NPUUYMHEHHOro
NpUMeEHEHUEM JIEKAapCTBEHHbIX MPenapaTos.

C cooblUeHNAMM, BO3HUKAIOLMMUK NO pe3y/ibTaTam PacCMOTPEHUA CyAebHbIX UCKOB B OTHOLLIEHUM
NPUMEHEHNA NeKapCTBEHHbIX NpenapaTos, cieayeT paboTaTh KaK C COOBLEHUAMM, NOAyYeHHbIMKU 6e3
3anpoca. CneayeT npeAcTaBfATb COOBLIEHWA TO/MbKO O HE)eNnaTesibHbIX peakumax, B KOTOpPbIX
penopTepoM WAM AepKaTeNem pPerncTpauMoHHOro YAOCTOBEPEHUs MpeanosiaraeTca Haauume Kak
MWHUMYM  BO3MOKHOW  MPUYMHHO-CNEACTBEHHOW  CBA3M  HeXenaTe/NbHOro  BO34encTsua C
noAo3peBaemMbiM JI€KapPCTBEHHbIM NpenapaTom. B aTUx ciyyasx Hesamea/uMTeNbHOoe penopTUpoBaHue
OCYLLECTBAAETCA, ecin cooblieHne yaoBAeTBOPAET KPUTEpPUAM, YCTaHOBNEHHbIM MeXAYyHapoaHbIMU
[OroBOPaMu 1M akTaMu, cocTasasowmmMmm npaso Coto3a M 3aKOHOAaTeNbCTBOM FOCYAapCTB-Y/1€HOB.

7.3. NoAroToBKa MHANBUAYANbHbIX COOBLLEHN
0 HeXXenaTesbHbIX peaKkLuuax

7.3.1. UHpopmaLma 0 NoL03peBaeMbIX, B3aMMOLENCTBYIOLLMX M CONYTCTBYIOLWMX IeKapCTBEHHbIX
npenaparax.

B coobuieHMM 0 HexenaTeNbHOW peakuuun ciedyeT yKasblBaTb HaMMEHOBaHUA NOA03PeBaEMbIX,
B3aMMOAENCTBYOWMX U (MIM) CONYTCTBYIOLLMX IEKAPCTBEHHbIX NPenapaTos, UX PeXXNUMbl A03MPOBaHUA U
AaTbl Hayana U OKOHYaHMA Tepanuu. Ona KOMBUHUPOBAHHbIX NEKAPCTBEHHbIX NMpenapaTos, KOTopble
cogep)at 6onee OAHOro AEMNCTBYIOWEro BellecTBa, HeobXOAMMO OTAENbHO YKasbiBaTb KaxKaoe
AelicTBylolliee BellecTBo.

Ecnn B COOBLLEHUM OMMUCHIBAEMbIN CAy4Yal HexenaTeslbHOW peaKkummn YKasaH Kak CBA3AHHbIN C
TepaneBTUYECKMM KIacCOM JIeKapCTBEHHbIX NPenapaTos, Takoe COObLEeHME CYNTAETCA HEMOJHbIM U He
OTBEYaEeT KPUTEPUAM He3ameaIMTeIbHOro NPeACTaBAeHMA B YNOJIHOMOYEHHbIE OpraHbl. B aTom cayyae
MU0, OTBETCTBEHHOE 3a NpeAcTaB/ieHne CoobLWEeHUA B YNONHOMOYEHHbIE OpraHbl rocyAapCcTB-4/1IeHOB,
AO/KHO MPUHATL Heobxoaumble mepbl No cbopy HeaocTalowel MHPopmauMM O MNOJO3PEBAEMOM
NeKapCcTBEHHOM npenapare.

7.3.2. MNoao3peBaemas HexenaTesbHan peakuus.

B coo6u1,eva| 0 HexKenatenbHOoM peakunn OonKeH 6bITb YKa3aH B4 nan npmneeneHo onncaHme
I'IO[J,O3p€BaEMOl71 HeXenaTenbHoM peakuyunn.

7.3.3. OnncaHne HexenaTenbHOM peakunnm n oueHkKa I'IpMLIMHHO-CJ'IEACTBEHHOﬁ cBA3N.

Ona KaKgoro oOTAENbHOro CooblEeHWA npeacTaBAdAeTcs BCA Mmelowanca uHGopmauma no
pasBMBLLENCA HeKenaTenbHoN peakumu. MHpopmauma o pasBUTUM HeKenaTeNbHON peakumu A0/KHA
6bITb NpeACcTaBAeHa B JIOTMYECKOM U BPeMeHHOW NocieA0BaTeIbHOCTM, B COOTBETCTBMM C XPOHOAOMMeN
M3MEHEHUA COCTOAHMA NaLMEeHTa, BKAOYAA KAMHUYECKOe TeyeHue, TepaneBTMYECKMEe Mepbl, UCXO4 M
NoNy4YeHHyo nocneayouyto Hpopmaumio. OnmMcaHme A0NKHO BbiTb BCECTOPOHHMM W BbICTYNaTb Kak
CaMOCTOATE/IbHbIN MEAULMHCKUIA OTYET, COAEPKALLMIA BCE N3BECTHbIE BaXKHble KMHUYECKME AaHHbIe U



cBA3aHHble C HMMM cBeaeHus (nabopaTopHble, AMarHOCTUYECKME W WHble cBeAeHMuA), BKAloYasn
XapaKTepPUCTUKY MnaunueHTa, AJeTaam3aunto nedyeHuAa, WUCTOPUIO 60l'le3HVI, KANHNU4YeCKoe TedyeHune
NPOSABAEHWNI, ANArHO3, HeXKelaTe/ibHble PeaKkLMm 1 UX UCXOA, BaxHble nabopaTopHble gaHHble 1 Nobyio
Apyryto nHdopmaumio, KoTopas MOATBEPAAeT WAM ONpoBepraeT NoAo3peBaemble HesKesnaTesfibHble
peakumn. [onxKHbl ObiTb 0006LIEHbI Ba)KHble pe3y/bTaTbl BCKPbITUA WM pe3ynbTaTbl NMOCMEPTHOMO
nccneaoBaHus (ecam NPUMEHUMO).

YNo/IHOMOYEHHbIEe OpraHbl rocyAapCcTB-4/1eHOB M Aep)aTenn pPermcTpaumoHHbIX YA0CTOBEPEeHMI
BnpaBe cAenaTb KOMMEHTapuUW B OTHOLIEHWM XapaKTepa M OUEHKW MPUYNHHO-CNEACTBEHHON CBA3M
MexAay NoAo3peBaemblM IeKapcTBEHHbIM MPEnapaTom U HeXKenaTeNbHON peakumnein 40NoJHUTENbHO K
OUEHKe MPUYMHHO-CNIeACTBEHHOM CBA3KN, KOTOPYIO CAe/an NepBOUCTOUHMK (penopTep), ecim 3Ta OueHKa
npeacrasneHa.

7.3.4. Pe3ynbTaTbl aHA/IM30B U MHCTPYMEHTA/IbHbIX MCCAEA0BaAHUNA.

B onucaHMmM HexenaTenbHoW peakumm cneayet GUKCMPOBaTL Pe3ynbTaTbl aHANN30B U NPoLeayp,
BbIMO/IHEHHbIX C b0 AMAarHOCTUKM WAW MOATBEPXKAEHMA peakumu (aBneHus) (BKAOYaas aHanmsbl,
npoBefeHHble ANA UCCNeL0BaHMA NPUYMHbI, HE CBA3AHHOM C IeKapCTBEHHbIM NpenapaTom (Hanpumep,
Ceposiornyeckme aHaausbl Ha WMHGQEKLMOHHbIM renaTuT MNpu MOAO3PEHUM HA renaTuT, BbI3BAHHbIN
NIeKapcTBEHHbIM NpenapaTom)). CneayeT coobLaTh O NONOKMUTENbHBIX U 06 OTPULLATE/IbHBIX Pe3y/ibTaTax
aHa/IM30B M MHCTPYMEHTA/IbHbIX UCCe0BaHUNA.

7.3.5. Nocneaytowan nHbopmaums.

OTnpaBuTeNto COOBLLEHNA O HEXKesNaTe/lbHOM peakuMu cnegyeT HanpasaAaTb NOCAeAYIOLLYo
MHPOPMALMIO NO HeXKenaTesIbHOW peakuMu Hes3ameanuTeslbHO, €CAU MOoJlyyeHa HOBaA BarKHas
MeAMLUMHCKas MHGopMaumsa. BaxkHan HoBas MHOPMaLLMA 0O3HAYaET B TOM YMC/Ie HOBbIE NOA03pEBaeMble
HeKenaTesibHble Peakuunn, U3MEeHeHWe B OLLeHKe MPUYMHHO-CeACTBEHHOM CBA3M W /0Oy HOBYIO
MHdopmMaLmo UM gaHHble 06 U3MEHEHMM NepBOHaYanbHON (NpeaLecTsytoweint) MHdopmaLmm o ciyyae,
€C/IN OHUM BAUAIOT Ha MEAMULMHCKYIO OLLEHKY HexenaTeslbHOW peakuun. NaeHTMdurKaumsa BaxkHOM HOBOM
MHpOPMaLMK, TPebyoLEN CPOYHOrO PEMNOPTUPOBAHUA, BCErAa HYKAAETCA B MEANLMHCKOM 3aKIHOUEHUN.

C!'Ie,D,VET Y4UTbIBATb KaK 3HaAYUTEJ/IbHbl€e U3MEHEHUNA VIH(I)OpMaLI,VIM O HeXelaTe/IbHbIX peaKUuMAX
nobble CUTyauuun, npun KOTOPbIX NO OTAENbHbIM Cny4aAamM HeEXeNaTe/IbHbIX peaKu,Mﬁ npouncxoaunT
NOHUXXEeHUe Kputepmnes CeEPbE3HOCTN U (MIIM) OUEHKHN FlpVI‘-IMHHO-Cﬂe,D,CTBEHHOﬁ (HaanN\ep,
nocneaymoulan VIH(I)OpMaLI,VIﬂ npuneBoanT K WU3IMEHEHUIO KpUTEPUEB CEPLE3HOCTU C cepbesHoﬁ
HeenaTenbHou peakumn Ha HeCeEPbE3HYIO NN OUEHKA I'IpW-IVIHHO-Cﬂe,D,CTBEHHOﬁ CBA3N U3MEHAETCA C
MMePOU.LEVI Kakok-nnbo YPOBEHb B3aMMOCBA3N HA COMHUTE/IbHYIO B3aMMOCBﬂ3b) n COO6LLI,aTb O TaKux
CQlydaax cornacHo Tpe6OBaHMﬂM K CpoO4YHOMY npeacrtaBaeHno MHd)OpMaLI,MM O HeXenaTte/ibHbIX peakuynax.

B cnyyae ecam nocnegytowas MHOOpMauMA  BHOCUT HeE3HauuTe/lbHble W3MEHEHMA B
nepBOHaYasibHble AaHHbIE U OLLEHKY HEXenaTeNlbHOM peakunn, oHa He NOANEXKUT He3aMeaNUTelbHOMY
npeacrasneHnto. Kak He3HauuTesbHble W3MEHEHUA PAcCMaTPMBAOTCA M3MEHEHUS  OTAENbHbIX
XPOHO/IOTMYECKMX 4T B MPOLLECCE ONUCAHMA U OLLEHKMN HeXXeNaTelbHOW peakummn 6e3 BAMAHMA Ha OLLEHKY
b0 nepegady caydyans UM UCNpPaBAEHUA ONeYaTok B Npeablaylien Bepcun caydan. CneayeT Tem He
MeHee MOAYYUTb MEAMUMHCKOE 3KCNEPTHOE MHEHWE OTHOCMTENbHO 3HaYMMOCTM MocaeayloLLei
MHPOPMaLMK, TaK Kak ¢opmanbHas OLEHKa ABNAETCA HeAOoCTaTouYHOW (Hanpumep, M3MeHeHue B
COO0BLLIEHNN O HeXKenaTelbHOM peakumu 4aTbl POXKAEHUA NaumeHTa NpeacTaBaseT cobolt cylecTBeHHOe
M3MeHeHWe MWHPopMaLMM O BO3pacTe MauMeHTa, eciM NPUBOAMT K MepeHocy MHPopmauun o
HeKenaTenbHOM AEeNCTBMU NeKapCTBEHHOTO NpenapaTa Ha MHY0 BO3PACTHYIO rpynny NauMeHToB).

7.3.6. AHHYAMpOBaHMe cy4vaes.

AHHY/NIMPOBAHHbIW CAyYalt - 3TO cayyal, nHGopmaumio 0 KoTopom bonee He ciedyeT y4UTbIBATb B
npoueaypax oUueHKU. AHHY/IMPOBaHMeE BbINOAHAETCA, eciM 6bl10 06HapYXKEeHO, YTO BCA MHbOPMALMA O



cnyyae ABAAETCA OLWMOOYHOM MK B ciydae AyH6AMPOBAHMA OTYETOB O C/lydae HeXKelaTe/IbHOM peaKkuuu.
Mpouecc aHHYAMPOBAHMA CAydan BbIMNOAHAETCA NOCPEACTBOM YBeAOMIEHUA OTNpPaBUTeIeM NnoJsydaTens
0 TOM, YTO c/ay4Yalh bosee He paccmaTpuBaeTca Kak AencTBuTenbHbl. OgHaKo cooblieHne npu 3Tom
cnefyeT coxpaHuTb B 6a3e gaHHbIX GapMaKkoHaA30pa OTNpaBuTens.

KoHcynbTaHTlAOC: NpumeyaHue.
MyHKT 7.4 paspena 7 sctynun B cuay ¢ 1 nioHa 2016 roaa.

7.4. CoTpyaHu4ecTso co BcemupHoi
opraHusauuen 34paBooxXpaHeHns

YNo/IHOMOYEHHbIMW OpraHaMu rocyapcTB-41eHoB obecrneymBaeTcsa peryasapHoe npeacTasieHune
COOBLLEHNI O BbIABMEHHBIX Ha WX TEPPUTOPUAX M MNOAO3PEBAEMbIX HENKENATE/IbHbIX PEeaKUMAX Ha
JIeKapCcTBEHHble npenapatbl B COTPYAHMYAOWMIA LEHTP BcemMpHON opraHn3aumnmn 34paBooOXpaHeHus ¢
Lesiblo BKAOYEHMA MHGOPpMauumM 06 aTUxX cnydaax B 6asy AaHHbIX HEXeaTeNbHbIX peakumn BcemumpHom
OpraHu3aLnn 34PaBOOXPAHEHMS.

8. Mepuogunyecknin obHoBASEMbIN OTYET No 6e3onacHoCcTH

Mepuoanyecknii obHoBNsembli oT4eT no 6esonacHocTu (MOOB) npeactasaseT cobolt LOKYMEHT No
dbapmakoHaa30py, KOTOPbIA NO3BONAET Aep’KaTento PEerucTpaumoHHOro yAoCTOBepeHus npeacTtaBuTb
OLEHKY COOTHOLWIEeHUA "nosb3a - PUCK" NeKapCTBEHHOro npenapaTa Ha onpeAeneHHbIX 3Tanax
NocTpervcTpaunmoHHoro nepmnoga.

YNO/IHOMOYEHHbIMW OpraHamMy roCyAapcTB-YNIEHOB [O/KHA BbINOAHATLCA oueHKa MOOB ¢
YCTAHOB/IEHWEM BO3MOKHbIX HOBbIX BbISIBJIEHHbIX PUCKOB U UX BIMAHWUSA HA OLLEHKY COOTHOLEHMSA "No/b3a
- puck" neKkapcTBeHHoro npenapata. Mo pesynabTaTam oueHKM MOOB ynoAHOMOYEHHbIW OpraH
rocyfapcrea-ysieHa onpegenseT HeobXoAMMOCTb  BbIMOJIHEHWA  OaNbHEWMX  UCCAef0BaHMiA
6e3onacHoCTN Man 3G GEKTUBHOCTU IEKAPCTBEHHOTO NpenapaTta, NPUMMEHEHUA TeX UAN UHbIX AEWUCTBUIA B
OTHOLLEHMM PErncTPaLLMOHHOrO CTaTyca JIeKapCTBEHHOro npenapaTta MAW BHECEHWA U3MEHEHWA B ero
OX/1M B uensx obecneyeHns ero NPUMEHeHUA NPU NPEBbILEHMM MOb3bl HaL PUCKOM.

8.1. Uenn NOOB

8.1.1. OcHoBHoOI uenbto MOOB sBnaeTca NpeacTaBAeHUE MCYEPMbIBAOWEro U KPUTUUYECKOTo
aHanM3a COOTHOLWEHMA "Nosb3a - PUCK" NEeKapCTBEHHOrO npenapaTa ¢ y4eTOM BCEX HOBbIX AAHHbIX MO
6€30MNacHOCTM U KYMYNSTUBHOIO BAMAHMA 3TUX AaHHbIX Ha npodunb 6esonacHocTn U 3dPEKTUBHOCTH
NekapctBeHHoro npenapata. [OOB ABAAeTcA MHCTPYMEHTOM  MNOCTPErucTpauyMOHHOM  OLEHKMU
COOTHOLLEHMS "NoNb3a - PUCK" IeKapCTBEHHOTO NpenapaTta Ha onpeAesieHHbIX 3Tanax *)KU3HEHHOTO LUKNA
JIeKapCcTBEHHOrO npenapara.

8.1.2. JeprkaTesiem perncTpauMoHHOro y40CToBepeHma A0MKHbI MOCTOAHHO BbIMNONHATLCA OLEHKa
1N aHan3 BAINAHNA HOBbIX AaHHbIX Ha COOTHOLWLEHWE "nonb3a - pMCK", npoBoaAnNTbCA NepeoLeHka AaHHOro
NMOKa3aTeIA, a TaKXKe onpeaenAaTbCca HEO6XOAMMOCTb onTMMM3aLU M COOTHOLWLEHNA "nonb3sa - pMCK" nyTem
BBeAEHNA Bd)d)eKTVIBHbIX Mep no ynpasaeHUo pUCKamn U UX MUHUMU3aUUN NPU BbiABIEHUN HOBOM
MHd)OpMaLI,MFI no 6esonacHoCTU NNEKapCTBEHHOrNo npenaparta B npouecce ero nocrpernCTtpalMoHHOro
NPpUMeHeHUA.

8.2. MpUHUUNbI OLLEHKWN COOTHOLLIEHMA "nonb3a - puck" B NOOB
OueHKa COOTHOLWeEHMA "nonb3a - PUCK" A0MKHA HOCUTb HEMPEPbIBHbIA XapaKTep Ha NPOTAXKEeHUU

BCero XW3HeHHOro uuKaa NeKapCTBEHHOro npenapaTta B UeENAX obecneveHus 3allnTbl 3400p0OBbA
HaceneHus 1 NosbllleHUa 6e3onacHoCcTU nauneHToB NocpeacTsom peasim3aunm ad)d)eKTMBHbIX mep no



MMUHUMM3ALUN pUCKa. MHPopmauma no 6e3onacHOCTU M 3 PEKTUBHOCTM SIEKAPCTBEHHOrO npenapara,
cobupaemas Ha NPOTAMKEHNM COOTBETCTBYHOLLMX MPOMENKYTKOB BPEMEHM, KOTOPbIE COCTAB/IAKOT OTYETHbIE
nepuoabl, ABAAETCA OCHOBOW A/1A TAaKOM OLEHKM M aHanun3a. OueHKa BKAOYaEeT ceaytolme aTanbl.

8.2.1. Kputnuecknin aHanus Bcen MHPopmaumMm no 6e30MacHOCTU, MOJIYYEHHOM 3a OTYETHbIN
nepuog, c onpegeneHnem BO3MOXKHbIX BblABIEHHbIX HOBbIX CUIHA/MOB, CBUAETENbCTBYIOWMX O HOBbIX
NOTEHUMAJIbHBIX U NAEHTUPULNPOBAHHbIX PUCKaX MO0 A0MNOJHEHMN UHPOPMALMEN 3TUX CUTHANIOB
Y¥Ke UMEeIOLMXCA 3HaHUI Mo paHee NaeHTUOULMPOBAHHbIM PUCKaAM.

8.2.2. KpuTtuyeckoe o0606LlieHNE BCel MNOAYYEHHOM 3a OTYETHbIM nepuog WMHbopMauUM Mo
6e3onacHOCTU 1 3 HEeKTUBHOCTU NEKAPCTBEHHOro NpenapaTa (Kak B paMKax KAIMHUUYECKUX UCCIei0BaHWN,
TaK M NPU NPUMEHEHUN NEKapPCTBEHHOrO NpenapaTta B MeAULUMHCKOW NPaKTUKE) U OLLEeHKa BAUAHMA 3TOW
MHopMaLMM Ha COOTHOLLEHMe "Nosib3a - PUCK" IeKapCTBEHHOrO NpenapaTa.

8.2.3. BbINo/IHEHME MHTErpanbHOro aHa/sn3a COOTHOLWEHUA "nonb3a - pUck" Ha OCHOBAHWM BCex
KYMYIATUBHBIX AaHHbIX, HAYMHAA C AaTbl NEPBON PErucTpaummn NeKapcTBEHHOro npenapata uau Aatbl
NMepBOro paspeLlleHmns Ha NPoBeAEeHNE NHTEPBEHLMOHHOMO KIMHUYECKOTO UCCIe0BaHMA B KAKOM-TMO0
W3 rocygapcrs.

8.2.4. 0606weHMe MHPOPMALMM MO MEPAM MUHUMU3ALUN PUCKA, KOTOPbIE MOF/IM BbINOJHATLCA
WU NNAHUPYHOTCA.

8.2.5. OnpeaeneHve naaHa OUEHKN CUTHAN0B, PUCKOB U (MAKU) NpeanoXeHUn No A0NOAHUTENbHbIM
mepam no papmaKkoHag3opy.

8.3. MpuHumnbl noarotoskm NOOB

JepKatenb perncrtpaumoHHOro yAOCTOBEPEHMA AOMKEH rotoBuTb eauHbld MOOB pgnsa Bcex
NPOU3BOAUMbIX JIEKAPCTBEHHbIX NPEMNAPATOB, COAEPKALLMX OAHO U TO Ke AENCTBYIOLLEE BELLECTBO UK
OAHY U Ty e KOMOUHAUMIO AENCTBYIOLWLMX BELLECTB NO BCEM OA0OPEHHbIM MOKA3aHUAM A1A AaHHbIX
JIeKapCTBEHHbIX NpenapaTtos, cnocobam nx BBeaeHWUsi, Gopmam BbIMyCKa U pexkumam go3mpoBaHuA. B
YacCTHbIX Cy4Yasx MoXKeT noTpeboBaTbcA NpeacTaBAeHNE AAHHbIX MO OTAE/bHbIM NOKasaHMAM, popmam
BbIMyCKa, Cnocobam BBEAEHMA WM pPeXMMam [O03MPOBAHUA KaK oTaenbHoro pasgena MOOB c
COOTBETCTBYIOWMM OMUCAHMEM M aHaNM30M acnekTtoB npoduna 6esonacHoct m 6e3 NoaroTOBKM
otgensHoro MOOB. NogrotosBka otaensHoro MOOB moKeT 6bITb 060CHOBAHA B UCKAOYUTEbHBIX CYyYasnX
(Hanpumep, Npu HanMuMM GOpPMbl BbINYCKA C MNONHOCTbIO OT/IMYHLIMU NMOKA3aHUAMMU K MeAMULUHCKOMY
NPUMEHEHWIO AAHHOIO IEKAPCTBEHHOTO Npenaparta oT Apyrux ero ¢popm BbiMycka).

8.4. Copepxanune NMOOB

8.4.1. NMOOB poNXKeH BKAOYATb KYMYNATMBHbIE AaHHble, HAYMHAA C AaTbl NEPBOW perncrpaumnm
NeKapCTBEHHOro npenapaTa M BblAeNATb HOBYIO MHPOPMaLMIO, NMOJMYYEHHY0 33 OTYETHbIM nepuog,
KymynatvHaa WHPopmaumsa paccmaTpuBaeTca MpuM NpoBedeHMM obleir oueHKu 6e3onacHocTu
NeKapCTBEHHOrO NpenapaTa U MHTErPUPOBAHHOM OLLEHKM ero COOTHOoLWeEHMA "Nob3a - PUCK".

MOOB gonKeH BKAOYATb 0606 WatoLLyto MHPOPMaLMIo 060 BCEX MCTOYHUKAX NOMYYEHMUA 3HAYUMbIX
[AaHHbIX N0 3¢ PEKTUBHOCTUN 1 6E30NacHOCTU 1eKapCTBEHHOIO Npenapara, KOTopble 40K Hbl YUNTbIBATLCA
npwv BbINOJHEHUW OYepPeaHON OLLEHKN COOTHOoLWeEHMA "Noab3a - PUCK" M KOTopble AOCTYMNHbI AepKaTento
PerncTpaunoHHOro yA0CToBePEeHUA. YKasaHHaa MHPOpMaLMA BKIOYAET:

obobuwatowyo MHGOPMaUMIO O pesynbTaTax MeAULMHCKOTO MPUMEHEHMA /IeKapCTBEHHOrO
npenapara:

AaHHbleé CNMOHTAHHOIO PeENOPTUPOBAHUA,



AaHHble MeANLMHCKOM NUTepaTypbl;

AaHHble, NOJIyYEeHHble B XOMEe WCMOJ/Ib30BAHUA aKTUBHbIX METOZ0B MOHMTOPWHra (Hanpumep,
aHa/IM3 BHYTPEHHMX UK BHELLHUX 6a3 AaHHbIX);

curHanbl NMo 6e30MacHOCTK, KOTOpble elle MPOXOAAT PAaCcCMOTPEHME U OLUEHKY AepsKaTenem
pernucTpaumoHHOro ya0CToBepeHNs;

nHpopMaLMIO, MOJIY4EHHYIO OT MAaPTHEPOB MO MAPKETUHTY UAN AUCTPUDbIOLUN;
0606wWatoLLyto MHPOPMALMIO O KINHUYECKUX UCC/IeA0BaHUSAX:

0606L1eHMEe AaHHbIX NPOAOMIKAOLMXCA KAMHUYECKUX UCCNEO0BaHMI MAN UHbBIX UCCAEA0BaHWNN,
KOTOpbIe BbIMONHAIOTCA AeprKaTenem perncTpaLmoHHOro ya0CcToBepeHnsa UK ero npeacrasmrenem, inbo
6blNK 3aBepLUEHbI B OTYETHbIN Nepuroa;

[AaHHble TepanesTUYECKOro NPUMeHeH1sa UCCAeAyeMOoro IeKapcTBEHHOro nNpenapara;
[AaHHble 06CcepBaLMOHHbIX MW SNUAEMNONIOTMUYECKUX NCCIEeA0BaHNI;

AaHHble uccneaoBaHUi Mo OLLEHKE NCMOb30BaHMA IEKAapPCTBEHHOIo NpenapaTa;
AaHHble OKANHUYECKUX UCCe0BaHUI (TOKCMKONOTMYECKUX U UccnedoBaHUi in vitro);

AaHHbl€ KIMHNYeCKUX VICCI'Iep,OBaHMﬁ, BbIMNOJ/IHAEMbIX NMAPTHEPAMU AepHKaTeNla PETMCTPALMOHHOIO
yA[oCcToBepeHUA no paapa60TKe U pasmMmeLlleHno Ha pbiIHKE JIEKApPCTBEHHOIO Npenapara;

[aHHble KNMHUYECKMX NCCNef0BaHWI, B KOTOPbIX Obla BbifABAEHa HeA,0CTaTOYHan TepaneBTMYecKan
3P PEKTUBHOCTb, YTO MOKET OKa3aTb B/IMAHME HA OLLEHKY COOTHOLEHUA "Nosb3a - pUcK" IeKapcTBEHHOro
npenapara;

o0606wwatoLLyto MHGOPMALNIO U3 APYTMX UCTOYHUKOB:

[aHHble, NOJIyYeHHbIE U3 MHbIX UCTOYHUKOB, UMEIOLLMX OTHOLLEHUE K OLeHKe 3pPEKTUBHOCTU UK
6e30MacHOCTN NEKAPCTBEHHbIX MPeNnapaToB aHa0rMyeckon GpapmaKkoTepaneBTUYECKON rpynnbl;

OaHHble MHbIX MOOB uaAn oTyeToB NoO 6He30MacHOCTM paspabaTbiBaeMbIX JIEKAPCTBEHHbIX
npenapaTos (Hanpumep, KOHTPAKTHbIX MAPTHEPOB MW MHULMATOPOB UCCIef0BaHUI);

BaXKHYH MHbOPMaLMIO, NONyYeHHYI0 Nocae 3aBeplueHnsa nogarotosku MNOOB.

8.4.2. MOOBb pgonkeH BKAOYATbL cneayowme pasgensi:

8.4.2.1. TUTYNbHbIM NCT, BKAKOYAA NOANUCL NLLA, OTBETCTBEHHOTO 3a noaroTosky NOOB.
8.4.2.2. KpaTtkoe nsnoxeHue (pestome) MNOOB.

8.4.2.3. CopepxaHue NOOB B TabanuHom popmaTe.

8.4.2.4. BeegeHue.

8.4.2.5. PerncTpaupoHHbIi CTaTyC IeKapcTBEHHOrO NpenapaTa B Mupe.

8.4.2.6. Mepbl, NpUHATblE 33 OTYETHbIN Mepuod, B CBA3M C MOCTYMMBWIMMM AAHHBIMW MO
6e30MacHOCTU NeKapCTBEHHOrO NpenaparTa.

8.4.2.7. ameHeHus, BHECEHHbIe B CNPaBOYHYO MHbOPMaLMIO N0 6e30NacHOCTU NeKapCTBEHHOro
npenaparTa.



8.4.2.8. OueHKa YMcna naumMeHToB, NoABepriInXca BO3AeNCTBUIO IeKapCTBEHHOrO Npenapara:

a) obuiee uyMCNO nNAUMEHTOB, MNOABEPrLIMXCA BO3AEUCTBMIO JIEKAPCTBEHHOro npenaparta B
KAMHUYECKUX UCCnefoBaHunax;

6) obLiee YMCN0 NALMEHTOB, NOABEPTLLMXCA BO3AEACTBUIO IeKAaPCTBEHHOro NpenapaTa Mo AaHHbIM
ero npumeHeHumA Ha pblHKe.

8.4.2.9. 0606LeHHble TabANYHbIE AaHHbIE:
a) cnpaBoyHana nHdopmaums;

6) 0bobLEeHHan UHPOPMaLUA NO CepPbe3HbIM HeXeNaTe/lbHbIM PeaKUMAM, BbiBJEHHbIM B X04e
KAMHUYECKUX UCCnenoBaHni;

B) 0606LeHHaa MHOPMaUUA No AaHHbIM MOCTPErNCTPaALMOHHOTO NPUMEHEHNA IEKAPCTBEHHOIO
npenapara;

8.4.2.10. Pe3tome 3HAYMMbIX [AAHHbIX, MOJYYEHHbIX B XOA4E KAWHUYECKUX WCCeLOBaHWI 3a
OTYeTHbI Nnepuos;

a) 3aBeplleHHble KAMHUYECKNe uccneaoBaHms;

6) NnpoaoMKaoWMeca KNMHUYECKMe UccneaoBaHusA;

B) ANUTENbHbIN NOCNeAYOWNIA MOHUTOPUHT COCTOSIHWUA NaLUEHTOB;
r) MHOe TepaneBTUYECKoe NPUMeHEeHNe NeKapCcTBEHHOro NpenapaTa;

,Cl,) HOBbleé [aHHble no 6e3sonacHOCTH npn wnCNonb3oBaHUMN NEKAaPCTBEHHOrNo npenapata B
q)VIKCVIpOBaHHbIX KOM6VIHaLI,VIFIX A03.

8.4.2.11. laHHble HEUHTEPBEHLMOHHbIX UCCNEA0BaAHUA.

8.4.2.12. [laHHble APYrUX KAMHUYECKMX MWCCNeaoBaHUM U AaHHble, MNOJIYyYEHHble M3 APYrnx
WNCTOYHMKOB.

8.4.2.13. [laHHble AOKJINHUYECKUX UCCNel0BaHN.
8.4.2.14. Ncnonb3oBaHHbIE NCTOYHUKU AUTEPATYpbI.
8.4.2.15. lpyrmue nepmoauyeckme obHoOBAAEMbIE OTYETbI N0 6@30MacHOCTMU.

8.4.2.16. HepocTaTouyHasa TepaneBTMYeckaa 3PPEeKTUBHOCTb JIEKAPCTBEHHOrO MpenapaTa,
YCTaHOBNEHHAA B KOHTPOJIMPYEMbIX KIMHUYECKUX UCCNea0BaHUAX.

8.4.2.17. BaxkHaa nHdopmaums, NonydeHHas nocne 3aBepluieHmna noarotosku NOOB.
8.4.2.18. 0630p cMrHanoBs (HoBble, paccMaTpUBaeMble 1 3aBEPLUEHHbIE).

8.4.2.19. CurHanbl 1 OuEeHKa pUcKa:

a) obobwatowan nHbopmaums no npobnemam 6es3onacHoCTyH;

6) oueHKa curHana;

B) OLLEHKa PUCKOB 1 HOBOW MHbOPMaLMK;



r) XapaKTepuCcTUKa PUCKOB;
A) 3dHeKTUBHOCTL Mep N0 MUHUMM3ALIUKN PUCKE (€CN OHU MPUMEHANNCH).
8.4.2.20. OueHKa nonb3bl:

a) BaXkHas 6asncHaa nHbopmauus no apPeKTUBHOCTU IeKAPCTBEHHOTO Npenapara, NoayYeHHas B
Xoae KMMHNYeCKnx VICCﬂeLI,OBaHVIl‘/JI U npnmeHeHuA B MGAMLI,MHCKOVI NpPaKTuKe,;

6) HoBas BbifiBNeHHas MHbopmaumsa no 3OGEKTUBHOCTM, MOJIYYEHHAs B XOA4E KAMHUYECKUX
NUccnefoBaHU U MPUMEHEHMA B MEAULNHCKOM NPAKTUKE;

B) XapaKTepuCTMKa NOJb3bl.
8.4.2.21. NHTerpmpoBaHHbI aHa M3 COOTHOLLEHUA "nonb3a - pUcK" No oA06peHHbIM NOKa3aHUAM:

a) MIHTErPUPOBAHHbIN aHA/IM3 B KOHTEKCTE COOTHOLLEHUA "Nosb3a - pUCK" (BKAOYAA MeANLMHCKYIO
NnoTpebHOCTb U BaXKHble a/IbTEPHATUBbI);

6) oueHKa Npoueaypbl aHaAM3a COOTHOLLEHKSA "Nonb3a - pUck".

8.4.2.22. 3akntoueHune MNOOB n npeanaraemble nocneayowme AeNcTBUS B KOHTEKCTE CAENaHHOM
OLLEHKMW.

8.4.2.23. NMpunoxeHuna K NOOB.
8.4.3. TUTYNbHbIM NNCT.

Ha TuTynbHOM nucTe p[OMKHbI ObITb yKasaHue Homepa [OOB (MOOB p[onkHbI MMETb
nocnefoBaTeNIbHYIO HYMEPALMIO), HAMMEHOBAHWE NIEKAPCTBEHHOrO NpenapaTta, MeXxAyHapoaHasa AaTa
perucTpaummn, oT4eTHbIM nepuog, (MnMbo yKasaHue Ha BHeovepeaHoM nopaaok nogavm NOOB no 3anpocy
YNONHOMOYEHHOrO OpraHa rocyAapcTBa-y/ieHa), [aTa COCTaBNEeHUs OT4veTa, JaHHble AeprKaTtens
PEerncTPaLMoOHHOrNO YA0CTOBEPEHMA U YKa3aHWE Ha KOHPUAEHUMANbHOCTb MHOPMALUK, BKAOYEHHON B
MOOB. TuTtynbHbIM Anct MOOB aonKeH bbITb 3aBepPeH NOANUCHIO.

8.4.4. KpaTtKoe usnoxkeHue (pestome) NOOB.

Lienbto KpaTKOro U3/10XKEeHMA CoAepKaAHUA ABNAETCA KpaTKoe npeacTaB/ieHme B 0606WweHHOM BUAge
cogepXaHus u Hambonee BarkHoW MHbopmaumu, coctasaatowen MOOB. JaHHbIN pasaen AOMKeEH
BK/IKOYATb CNeayoLyto MHGOpMaLMIO:

BBeAEeHNE, YKa3aHMUE HOMEPaA OTHETA U OTHETHOIO Nepmnoaa,

HanmeHoBaHWE J/1IeKAapPCTBEHHOIo npenaparta, d)apMaKOTepaHEBTW—IECKMVI KN1aCcC, MeXaHu3m
AEVICTBMH, NMOKa3aHUA K NpUMeEHEHNUIO, cbopN\a BblMNyCKa, 4033, cnocob BBeAEHUA,;

OUEeHKa KYMYy/IATUBHOIO BOSﬂ,eﬁCTBMﬂ B XoA4e KAMHN4YeCKnx MCCJ'IEAOBE]HM%,‘

OUEeHKa MHTepBana NOCTPErnCTPaLMOHHOrO NMPUMEHEHUA U KYMYNATUBHOIO BO34ENCTBUA 3@ 3TOT
NOCTPErnCTPaLMOHHbIV Nepuog;

nepeyeHb roCyAapcTB, Ha TEPPUTOPMAX KOTOPbIX pPaspelleHO NPUMEHEHWE JfieKapCTBEHHOrO
npenapara;

0606u1eHHan nHbopmaLmsa 06 oLeHKe COOTHOLLEHUA "NoJb3a - PUCK";

NPUHATbIE U Npeaaraembie I,CI,(EI‘/'ICTBI/IFI, CBA3aHHblIE C aCNeKTamMmu I'IpOd)MI'IFI 6e3OI'IaCHOCTVI, BK/1ltOYaA
cyuwecrtBeHHble W3MeHeHWUA, BHeCEHHblE B 6p0Lu+opy nccnepoBatena Ha 3Tane  KANMHUYeCKuXx



nccnenosaHmin n B OXJ1MN Ha NOCTPErncTpaunMoHHOM 3Tane, Un UHble Mepbl N0 MUHUMU3ALNKN PUCKA;
3aKN0YeHme.

8.4.5. Pasgen KpaTKoro M3NOXEHWUs COAEPXKaHWA OTYeTa A0/KEH COMpOBOXAATbCA Tabsmuen
cogeprkaHma MOOB.

8.5. TpeboBaHuMs K cogeprkaHuio Kaxkaoro pasaesna NOOB.

8.5.1. Pasgen MNOOb "BeegeHue".
BesefeHWe fOMKHO coaepiKaTb CneayoLwyio MHGopPMaLMIo:
MeXAyHapoaHas gaTa perucTpaLmm, oTYETHbIN Neproa 1 NopPAAKOBbIN HOMEP OTYETa;

HaMMeHOBaHWEe /NIeKapCTBEHHOro npenapaTa, ¢dapmaKoTepaneBTUYECKMn KNacc, MexaHu3m
[AeNCTBMA, MOKa3aHmMaA K NnpumeHeHmnio, bopma BbiMycKa, 403a, CNocob BBeaeHus;

KpaTkoe onucaHue I'IOI'IYJ'IF!LI,VIVI, KOTOpbleé NnOoJy4akoT sie4eHne C Ha3dHa4YeHnem NeKapCTBEHHOro
npenaparta nan Obl/IN BKAKOYEHDI B K/IMHUYECKUNE nccnenoBaHuA;

KpaTKoe onucaHue M pasbscHeHue obon MMeloLlel oTHoWweHne K Tpebyemol nHbopmauum B
MOOB, KoTopan He H6blna BKAOYEHA B nogaBaemblii NOOB.

8.5.2. Pasgen MNOOB "PerncrpauMoHHbIi CTaTyC IeKapCTBEHHOMO NpenapaTta B mupe".

B paHHom pasgene MNOOB pomkHa 6bITb NpeacTaBfieHa KpaTkaa o630pHas uHdpopmaums,
BK/IIOYAOLLLAA AaTbl MEPBUYHbIX PErncTpaLmii B rocyapcTBax, of4obpeHHble NOKa3aHUA K MPUMEHEHMUIO,
3apernctpmpoBaHHble GOpPMbl BbIMyCKa U AO3UPOBKU C YKa3aHMEM AEWUCTBYIOLMX PErucTpaumin Ha gaty
noarotosku MNOOB.

8.5.3. Pazgen MOOB "Mepbl, NpUHATbIE 338 OTYETHBIN NEpPUOA, B CBA3U C AaHHbIMU MO 6€30NacHOCTU
NleKapcTBEHHOro npenapara’.

B pa3gene npeacraBnAaeTcA onncCaHune CywecCcTBEHHbIX MepP, MNPUHATBIX YNOJIHOMOYEHHbIMUA
opraHamm TrocyaapcCrB-4s1€H0B, AepXKatenem pPerncTtpatMoHHOro yaoctoBepeHunAa, CNOHCOpPOM
KMHUYECKUX VICCJ'IeAOBaHVIﬁ, KOMUTETOM NO MOHUTOPUHTY U OUEHKE OAaHHbIX, KOMUTETOM MO 3TUKE Ha
OCHOBAHWMWN [OaHHbIX NO 6e30MacHOCTU 3a OTYEeTHbIN nepmos Kak B OTHOWEHUN NpPoAOo/IKaKWNXCA
KIMHNYECKUX VICCHE,CI,OBaHVIﬁ, TaK U NOCTPETNCTPALMOHHOIO NPUMeHEHNA, KOTOpPbIE:

OKa3a/in cyuwecrtBeHHoOe BJ/IMAHME Ha COOTHOLWEeEHWne "nonbsa - pMCK" 3aperncTtpnpoBaHHOro
NeKapCTBeHHOro npenaparta,

OKasann BAUAHWE Ha NPOBEAEHNE KOHKPETHOro KAMHWYECKOro MCCNenoBaHMA WAM B LENOM Ha
nporpammy KAMHUYecKol pa3paboTKuy leKapcTBEHHOro nNpenaparTa.

B pasaene fonKHbI 6bITb YKa3aHbl OCHOBAHWA N4 NMPUHATUA AaHHbIX Mep M Npu HeobxogMMOoCTH
AononHuTenbHas MHGopmauma (Npu Haanumum).

8.5.3.1. Mepbl, NpUHATbIE B OTHOWEHUW WCCEeAYeMOro JIeKapCTBEHHOro npenapaTta, MoryT
BKAKOYATb:

a) OTKa3 B BblAgaye paspeweHna Ha nposeaeHne KAMHUYECKOro mnccnenoBaHuA MO aCnektam
6€30MacHOCTM UM 3TUYECKUM BOMpoCam;

6) 4YaCTU4HaA UM NOJZIHAA NMPUOCTAaHOBKA KIMHUYECKOro nccnegoBaHuA nmMbo nonHaA ocTaHOBKa
KIMHNYEeCKaAa wuccneaosaHnAa paHee nNaaHUpPpyemoro CpokKa no npuyvymHe BblABNEHHbLIX AaHHbIX MO



6€e30MacHOCTM UM HeL,0CTAaTOYHOM TepaneBTUYECKOM 3GEKTUBHOCTH;
B) OT3bIB MCCNEAYEMOTO /IEKAaPCTBEHHOrO NpenapaTa UaK npenapaTta CpaBHeHUs;

r) OTKas B Bblgaye paspelleHUs Ha MNPUMEHEHMEe MO MOKa3aHWIo, UCCiedyemMomMy B Xoae
KMHUYECKOro 1cceoBaHus, BKAOYan A06P0BO/IbHbIN OTKa3 OT No4ayu 3aaBAeHMA Ha PErnmcTpaLmio;

A) BBEAEHUE Mep N0 MUHMMM3ALMKN PUCKE, BKAOYaA:

N3MEeHeHWs, BHOCMMbIE B NPOTOKO/ UCCNeA0BaHUA U 06YCN0BAEHHbIE ZaHHbIMKM MO 6e30NacHOCTH
nnmn apGeKTUBHOCTU (HanpuMep, U3SMEHEHUNE PeXMMa A03MPOBaAHUA, U3MEHEHUA KpUTEPUEB BKIHOYEHUS
WAN HEBKJOYEHUA, BBeAEHWE OOMOJIHUTE/IbHbIX Mep MO MOHUTOPMHIY CYyObEeKTOB MUCCNenoBaHus,
orpaHMYeHne NPOLAOIKUTENbHOCTU UCCeA0BaHNA);

OrpaHUYEHMA UccaeLyemMol NONyAALMM UM NOKA3aHWUM K NPUMEHEHUIO:
M3MeHEeHUA MHPOPMUPOBAHHOTO COTIACKSA, CBA3AHHbIE C acneKkTamun npoduns 6e3onacHoCTy;
M3MEHEHMA COCTaBa JIEKapPCTBEHHOIO NpenapaTa;

A0NOoNHUTE/IbHOE Tp66OBaHMe YNO/IHOMOYEHHbLIX OPraHoOB rocyaapcre-4a1eHoOB Mo OC060My
nopAAKy npeacraBsieHuA MHd)OpMaLI,MM no 6esonacHocTu NEeKapCTBEHHOrO npenaparta,

cneunanbHoe MHd)OpMMpOBaHVIe Bpaqeﬁ-wccne,ﬂ,osaTeneﬁ N meanumnHCKnX pa60THMKOB;
naaHnpoBaHMe npoBeaeHNA HOBbIX MCCﬂe,ﬂ,OBaHMﬁ No OUEeHKE aCnNeKToB I'IpOd)VIﬂ‘r'I 6esonacHocTw.

8.5.3.2. Mepbl, NPUHATbIE B OTHOLIEHUW 3aPErMCTPMPOBAHHOIO JIEKAapPCTBEHHOTO npenapaTa,
BK/OYALOT:

a) OTKa3 B NnpoasieHnun AEI\/‘ICTBMH PErMCTPaLLMOHHOIO yaoCTOBEPEHUA;

6) NPUOCTAaHOBKaA NN OT3bIB PETNMCTPAUNOHHOIO ya0CTOBEPEHUA;

B) BBeAeHWME nNaaHa N0 MUHMMU3aUNN PUCKA, BKIIOYAA:

CyuweCTBeHHbIE OrpaHNYeHNA B paCcnpoCTpaHEHNN NN BBEAEHUE UHBIX MEPD MUHUMU3AUNN PUCKAQ,

CywecTBeHHble nsmeHeHusa OX/1MM, KoTopble MOTYT NOBAUATL Ha NPOrpammy pa3paboTKK, BKAKOYAA
OrpaHWYEeHMA NOKa3aHMI K Ha3HAYeHMIO MAK TPYNN NaLMEHTOB, KOTOPbIM Ha3HAYaeTcA IeKapCTBEHHbIM
npenapar;

cneunanbHoe VIH(I)OpMMpOBaHVIe MmegnunHCKnX pa6OTHMKOB,'

TpE6OBaHME YNO/THOMOYEHHDbIX opraHos rocyaapcre-4a1eHoOB no nposeaeHUto
NOCTPErMCTPaULMOHHOIo nccnegoBaHuA.

8.5.4. Pasgen NOOB "M3meHeHUn, BHECEHHblEe B CNPaBOYHYy0 WMHbOpMauUuMio Nno H6esonacHoOCTU
JleKapcTBEHHOro npenapara’.

B naHHOM pasgene nepeuncnsetca MHPopmauma 060 BCEX CYLWECTBEHHbLIX W3MEHEHMUSAX,
BHECEHHbIX B CNPaBOYHYyt0 MHOPMaLMIO No 6e30MacHOCTM SIEKAPCTBEHHOrO npenapaTa 3a OTYETHbIM
nepuod. J[laHHble CyLLeCTBEHHblE MW3MEHEHWMA BK/OYAOT B CebA M3MeHeHMs B pasgenbl
NPOTUBONOKa3aHMN, NpeaocTepexeHnin, ocobbix yKaszaHWUN, AONOAHEHWE MHDOPMALMEN O CEPbE3HbIX
HeXKenaTeslbHbIX peaKuMaAX, HeXenaTeNbHbIX peakuusax, NpeacTaBAsoWmMX 0cobblit MHTepec, peakLumax
B3aMMOAENCTBUA, BaXKHble AaHHble MPOAO/IKAOWMXCA U 3aBEPLUEHHbIX KAMHUYECKMX UCCNeLOBaHUNI,
Ba)KHble AaHHble [OK/JMHMYECKMX MUCCNeAO0BaHMI  (Hanpumep, W3yYeHMEe KaHLEepPOreHHoCTH).



NHpopmauma o AaHHbIX U3MEHEHUAX A0/1XKHa ObITb NpeacTaB/ieHa B COOTBETCTBYOWMX pasaenax MOOb.
B npunoxeHun K NMOOB gonxKHa cogepraTbCA Bepcua CrnpaBoyvHOM MHPopmaumm no 6e3onacHOCTU
JIeKapCTBEHHOrO NpenapaTa C COOTBETCTBYHOLWNMN N3MEHEHUAMM.

Jeprkatenb perucTpaumoHHOro ya0CTOBEpPEHUA TaKKe npeacTaBaseT MHGopMaLmMIo 0 BHECEHHbIX
N HaXxoA4ALLMXCA Ha 3Tane BHeceHUs nameHeHmaAx B OXJ1M Ha ocHoBaHMM 06HOBAEHHOM BEPCUM OCHOBHOWM
MHpopMaL MK No 6e30MNaCHOCTU AepKaTeNs PErMCTPaLMOHHOIO YA0CTOBEPEHUSA C NPEACTaBIEHNEM ee B
NPUNOKEHUN.

8.5.5. Pasgen MOOB "OueHka yncna NauUMeHTOB, NOABEPTrLINXCA BO3AENCTBUIO JIEKAPCTBEHHOIO
npenapara".

MOOB ponKeH cogepKaTe TOYHYIO OLLEHKY YMC/1A NALMEHTOB, KOTOPbIE NOABEPIINCL BO3AENCTBUIO
JIeKapCTBEHHOrO NpenapaTta, BKAlYaa Bce AaHHble 06 obbeme npofax M KOAMYecTBe HasHaYeHWUN.
JaHHaA oueHKa 00/1KHA COMPOBOXKAATLCA KAYeCTBEHHbIM U KOJIMYECTBEHHbBIM aHa/IM30M NPUMEHEHUSA B
peanbHON MeAWMUMHCKOW MPaKTUKe C YKasaHMeM Toro, Kakum obpasom 3TO MOMKET OT/AMYaTbca OT
0406pEHHOro NPMMEHEHMA, OCHOBbLIBAACh Ha BCEX AaHHbIX AOCTYMHbIX AEPKATENO PErUCTPALLUOHHOIO
YOOCTOBEPEHUA W  pes3y/bTaTax HabnogaTenbHbIX WCCAeA0BAHUI MO  OLEHKE WCMNOJ/Ib30BaHUSA
JIeKapCTBEHHOTrO Npenapara.

B paHHOM pasgene AosKHa 6bITb npeacraBaieHa OUEeHKa obbema 1 XaPaKTEPUCTUKN nOoNynauunn,
I'IOLI,BepFLLIel)‘ICH BOBAGVICTBMIO NNEKAaPCTBEHHOrIO npenapara (BKﬂ}OL-Ia‘r'I KpaTKkoe onmncaHune ncnosibyemoro
ANnA OUEHKN meToda U YKa3aHUA HeA4O0CTAaTKOB NCMOJ/Ib3yemoro METOAa).

Cornacyrowmeca MeTogbl NO OLEHKe BO34ENCTBMA Ha CybbekTa WMAM MaUMEHTA LO/KHbI
MCNONb30BaTbCcA BO Bcex pasgenax MNOOBb ansa oaHoro fekapcTBeHHOro npenapata. Ecan ymecTHow
ABNAETCA 3aMeHa WUCMONb3yeMOoro MeToga OuUeHKKM, oba meTofa M pacyeTbl MO HUM A0/MKHbI ObITb
npepcrasneHbl B MOOB c o6bAcHEHMEM 3aMeHbI.

8.5.5.1. Mopgpasgen MNOOB "Ob6uwee u4MCNO MaAUMEHTOB, MOABEPILUNXCA BO34ENCTBUIO
NleKapCTBEHHOro npenapara B KAMHUYECKUX UccnenoBaHuax".

OdaHHbin nogpasgen MOOB posKeH coaep:KaTb creayowyo WHGopmauuilo O NauMeHTax,
BK/IIOYEHHbIX B KNIMHUYECKMNE UCCNeA0BaHUA (pEKOMEHAYETCA UCNOIb30BaTb TabNYHbIN popmaT):

a) KyMY/NATMBHOE YMCNO CyObEKTOB MCCNEAOBaHWMSA, BK/OYEHHbIX B NpoAo/Kalowmecs W
3aBepLEHHbIe  K/AMHMYECKME WCCNedoBaHMA UM MOABEPrUMXCA  BO3AENCTBMIO  MCCefyemoro
NeKapCTBEHHOro Npenapara, Naaue6o v (MaKn) akTMBHOro NpenapaTta CPaBHEHUA C MeXAYHapPOAHOW AaTbl
op0b6peHns paspabaTbiBaeMoOro JeKapCTBEHHOro npenapaTta. [na NeKapCTBEHHbIX MpenapaTos,
ANUTENbHOE BpPeMsA HaxogAalMXxca B 0bpalleHuM, yKasaHHas geTanbHas MHGopMauma MOXKET B6biTb
HeOoCTYMNHa;

6) 6onee AeTanbHas KyMyaaTMBHAsA MHPOpMaLMA O CybbeKTax MCCAeLoBaHWA, MoaBeprumxca
BO3AENCTBMIO (MPM  Hanuumu) (Hanpumep, CrpynnuMpoBaHHas Mo BO3pacTy, MOy, [PacoBOMN
NPUHaANEKHOCTU MO BCeW Nporpamme paspaboTku);

B) BaX*XHble pa3nnumna mexgy nccnegoBsaHnMAmMmM B OTHOWEHNUM Ha3Ha4YaeMbIX 403, nyTeﬁ BBeAEeHUA,
noAarpynn nauneHTos;

r) B CAy4yae ecan KAMHUYECKUE WCCNefoBaHMA MPOBOAMAMCH Ha 0COBbIX rpynnax nauveHToB
(Hanpumep, 6epemeHHbIe KeHLMHbI, MaUMEHTbl C HapYWeEHUAMN QYHKLMM NOYEK, NeYeHU, cepaeyHo-
COCYAMCTOIN CUCTEMBI, MALMEHTbI C KNIMHUYECKM 3HAUMMbIM FeHETUYECKMM NOANMOPPGU3MOM), AOMKHbI
6bITb NPeACTaB/eHbl AaHHblE O BO3AEUCTBUY;

A) NPV HAAMYUU CYLLECTBEHHbIX PasanyYMii MO BPEMEHW BO3AENCTBMA Meay CybbekTamuy,
PaHAOMM3NPOBAHHLIMW Ha MOJYYEHWE WCCeAyemMOro NEeKapCTBEHHOro npenapata WAM npenapata



CpaBHEHMA, WAN HECOOTBETCTBUI MO NPOAO/IKUTENBHOCTM BO3AENCTBUA MENKAY KANHUYECKMMU
nccnenoBaHNAMMU HEOBXO0AMMO NPOBECTU OLLEHKY BO3AEMCTBUA B BbiParkeH MM CybbeKT-Bpems (nauueHTo-
[OHW, -MecALbl AN -roApl);

€) JaHHble 0 BO34EeNCTBUM UCcCaeayemMoro npenapaTa Ha 340pO0BbIX 406POBOALLEB MOTYT MMETb
MEHbLUYI0 3HAYMMOCTb O/ OUEHKU Npoduns 6e30nacHOCTU NIeKapCTBEHHOrO CPeacTBa B LE/IOM B
3aBUCMMOCTM OT TWMa HabaogaembiX HerKenaTeslbHbIX peaKkuuid, B O0COBEHHOCTM eciv NaumeHTbl
NnoABepPraloTcA BO3AENCTBUIO eAMHUYHOM A03bl. [MoaobHble AaHHble A0/MKHbI ObiTb MpPeacTaB/eHbl
OTAE/IbHO C NOACHEHUAMU (MPY HEOBXOAMMOCTU);

X) B ciydae ecnv B 0606LeHHON MHPOPMaALLIMM O HexenaTe bHbIX PeakLUUsX, BbIABNEHHbIX B Xo4e
KIMHUYECKUX WCCNeAO0BaHWA, YKasaHbl Cepbe3Hble HeKenaTefibHble peakuuu, AOMKHO ObiTb No
BO3MOXHOCTM CAENaHO COOTBETCTBYIOLLEE YKa3aHMe MO OLEHKe BO34eNCTBMA Ha NaumneHTa;

3) AnAa  onpegeneHHblX 0CO0B60 BaXKHbIX KAMHWYECKMX WCCNeAoBaHMI  Aemorpaduyeckan
XapaKTepMCTUKa NaLMEHTOB L0/IKHA BbITb NPeACcTaBAeHa OTAE/bHO.

8.5.5.2. Mopgpasgen MNOOB "Ob6wee 4YMCNO NAUMEHTOB, MOABEPrLIMXCA BO3AENCTBUIO
NleKapCTBEHHOro npenapara, No AaHHbIM ero NPUMeHeHMA Ha PbiHKe".

Mo BO3MOXHOCTM A0/IXHbI 6bITb NpeACcTaBAeHbl OTAebHAA OUEHKa KYMYIATUBHOIO BO34elCTBUA
(HauMHan ¢ mexayHapoAHOW AaTbl PerucTpaunn) n Bo34encTemna 3a onpeaeneHHbli MHTepBan (c aathbl
OKOHYaHUsA cbopa AaHHbIX No npeawectsytowemy MOOB). B pasgene AonKHbI 6bITb NpUBeAEHbI OLEHKa
KOAMYecTBa NaLMeHTOB, NOABEPriInMXcA BO3AENCTBUIO, U METO4, C NMOMOLLbIO KOTOPOro BbINOAHANANCH
onpeaeneHne U oueHka. JoMKHO b6biTb NpeacTtaBneHo 060OCHOBaHWE, eCcM HEeBO3MOXHO MPOBECTU
pacyeT yncna naumeHToB, NOABEPriInNXcA BO3AENCTBUI0. ECIM HEBO3MOMKHO BbIMOJHUTb OLLEHKY YMCna
NaLuMeHTOB, A0/XHbI BbITb NPeAcTaBieHbl albTepHaTUBHbIE BapUaHTbl OLEHKM C YKa3aHMeM meToda WX
BbINO/IHEHUA. ANlbTePHATUBHLIMW NOKa3aTeNAMMU OLEHKN BO3AENCTBUA ABNAIOTCA NOKasaTe b NauneHTo-
OHEeW M UYMCNo HasHayeHun (BbINUCbIBaHWiI). TONbKO B Tex CcAydasax, Korgaa JaHHble nokasaTenu
HeAOoCTYNHbI, MOXeT BbiTb NCMONb30BaHa OLEeHKa 06bema NPoAaX, BbiparkeHHas B BECOBbIX eAnHULAX
nUnn pgosax. MoxeT bbiTb NPUMEHEHa KOHLenuma yctaHoBAeHHOM cyTodHoi g03bl (Defined Daily Dose,
DDD) ans nony4yeHuns AaHHbIX O BO3AEACTBMM Ha NaLUMEHTOB.

[aHHble o BO3,CI,€I7ICTBVIVI AO0/KHbI 6bITb npueeaeHbl No cnegyrwmm KaTteropmnam mMcnosib3oBaHUA
NeKapCTBEHHOro npenapara:

8.5.5.2.1. MocTperncrpaumoHHoe NpuMeHeHMe (3a UCKNHUYEHNEM KAMHUYECKUX UCCNea0BaHUN).

[onkHa 6bITb NpeacTaBneHa 06uian oueHKa. [aHHble AoMKHbI 6bITb NpeAcTasaeHbl ¢ pa3buBKoi
no nony, BO3pacTy, MOKa3aHMAM, A03am, popmam BbIMYyCKa M pPerMoHam, eciv 3To NpumeHumo. B
3aBUCMMOCTM OT JIEKapPCTBEHHOrO Npenaparta UHble nepemeHHble MOryT BbITb NpuBeAeHbI, Kak 3HaYnMble
(Hanpumep, YMCNO BbINONHEHHbIX BaKLMHALWK, CNOCob BBEAEHUA N NPOAONKUTENbHOCTb Ie4eHUs).

B cnyyvae ecnmn 6blna BbisiBAEHA cepua COO6LLI,€HM171 O HeXXenaTesibHbIX peakunax, npegnonararoan
Hananyme CurHana, AO0JIKHbI 6bITb MO BO3MOMKHOCTU npeacrasneHbl AaHHbIE MO BO3LI,EV1CTBMPO
NeKapCTBEHHOrIo NpenapaTta Ha COOTBETCTBYHOLWYHO noArpynny nayneHTos.

8.5.5.2.2. lMocTperucTpaumoHHoe NpmMeHeHne y 0cobbix MONYAALMOHHbBIX Fpynmn.

B cnydae ecamn Ha NoCTperncTpaumMoHHOM 3Tane }'IeKapCTBeHHbII‘a npenapart ncnosb3yetcay 0CobbIX
nonynaaunoHHbIX rpynn, A0J1XKHbl 6bITb npeacrasaeHbl 4OCTYyNHaA MHd)OpMaLI,MFI O KYMYJZIATUBHOM YuUcCne
nayneHTos, nogseprwinxca BO3,CI,€VICTBVIIO, n VICI'IOﬂb3VEMbIﬁ meTog, pacyeTa. NCTOYHUKM 3TUX AQHHbIX
MOryT BK/IO4YaTb HEUWHTepBeEHUMOHHblE WCCNenoBaHUA, pa3pa60TaHHb|e HenocpeAaACTBeEHHO ANnA
nonyyeHmAa AdaHHbIX NO 0CcobbIM NONYyAAUMOHHbIM MOArpynnam, BKAKOYAA peructpol. lMonynauuu,
BK/1lO4Yaemble B OLLeHKY NO AaHHOMY pa3aeny, BKAKYakoT B TOM YUC/e cneayouiee:



a) neauaTpuyeckas Nonynsauus;

6) nonyaaumA NOXWUNoro Bo3pacTa;

B) YKEHLWMHbI B Nepros 6epeMeHHOCTU N KOPMIEHUS;

r) MauMeHTbl C HapyWeHUAMM QYHKLMM NeYeHn u (Man) nodexk;
[) NauneHTbl C MHOM BaXKHOM COMYTCTBYIOLLEN NaToorMei;

€) naumeHTbl, CTeneHb TAMeCTU 3aboneBaHUs KOTOPbIX OTAMYHA OT UCCAedyemol B xoae
KAMHUYECKUX UCCnen0BaHni;

) cybnonynsumm ¢ HOCUTENbCTBOM FrEHETUYECKOTo NOIMMOPOU3MA;
3) NaLMEeHTbI C UHOW PAacoBOM AN STHUYECKOW NPUHAANEKHOCTbIO.
8.5.5.2.3. Ocob6eHHOCTM NPUMEHEHUNSA IeKaPCTBEHHOrO NpenapaTa.

B cnyvae ecnu gepkaTento permcTpaLMoHHOro yA0CTOBEPEHUA CTaHOBUTCA U3BECTHA MHbOoPMaL s
06 onpeaeneHHbIX 0COBEHHOCTAX NPUMEHEHMA NeKapCTBEHHOro npenapaTta, A40/KHO 6biTb NPUBEAEHO
onucaHue AaHHbIX 0cObeHHOCTEN U cAenaHa COOTBETCTBYIOWAA OUEHKa U UHTepnpeTaumsa AaHHbIX Mo
6e3onacHocTM. K uncay Takmx ocobeHHOCTei OTHOCUTCA B YacCTHOCTM MPUMEHEHME NIeKapCTBEHHOro
npenapata B MeAULMHCKOW NPaKTUKe MO MOKa3aHWAM, He BKAKOYEHHbIM B YMCIO oAo0bpeHHbIX. Ecan
MMEIOTCA COOTBETCTBYHOLIME AaHHble, AeprKaTeNb PerncTpauuMoHHOro yAOCTOBEPEHUA MOXeT caenaTb
KOMMEHTapWii 0 TOM, HaCKONIbKO JaHHOe NpUMeHeHUe NoAAePKUBAETCA KAMHUYECKMMM NPOTOKONAMMU,
OOKasaTenbHon 6330 KAMHUYECKMX WCCefoBaHUM nnb6O 0OYyCNoBNEHO OTCYTCTBMEM B LIEJIOM
3aperncTpmpoBaHHbIX anbTepHaTus. [Jo/mkHa 6biTb NpeAcTaBieHa Ko/MdecTBeHHas oueHKa obbema
AAHHOTO NPUMEHEHUA NPU HaIMYMM NOAOBHbIX AaHHbIX.

8.5.6. Pa3gen NMNOOB "0O606LuieHHble TabanyHble gaHHble".

Lenbto gaHHoOro pasgena NOOB asnaetca npeacraBneHne AaHHbIX O HEXENNaTE/IbHbIX pPeaKUUAX U
ABNIEHUAX, BbIABNIEHHbIX B XO04E€ KTIMHUYECKUX MCCHEAOBaHMVI, B d)opme 0606|.I.l,eHHbIX TabANYHbIX AaHHbIX.
ﬂ,epmaTenb PETNCTPALMOHHOIO ya0CTOBEPEHNA MOXKET NPUBECTU OonpeneneHHble aCneKkTbl AaHHbIX B
I'pa(bM‘-IECKOM Buae C uenbto obneryeHus BOCNPHNATUA U NOHUMAHUA.

OTHeceHWe CUrHana K YUC/y Cepbe3HbIX HeXenaTesbHbIX peakunii B 0606LWeHHbIX Tab/MYHbIX
OAHHbIX [AO/MKHO COOTBETCTBOBATb KAacCMPUKALMM  3TOr0 CUrHasNa MNO pe3y/ibTaTamM  OLLEHKM
MHAVBMAYA/bHbIX COOBLLEHNIN O HEXKENATE/IbHbIX PEaKLMAX C UCMO/Ib30BaHUEM KPUTEPUEB CEPbE3HOCTH,
YCTQHOBNEHHbIX 3aKOHOAATE/IbCTBOM FOCYA3aPCTB-Y/IEHOB U MEXKAYHAPOAHbIMM AOTOBOPAMU N aKTaMy,
cocTtasasowmmmn npaso Coto3za. OueHKa cepbe3HOCTU He A0/1KHA M3MEHATLCA NPWU NOAToTOBKE AaHHbIX
ana skatodveHms B8 NOOB.

8.5.6.1. Noapasgen MOOB "CnpaBoyHas uHbopmauus'.

B paHHOM nopgpasgene  yKasblBaeTcA  BepcMA TEPMMHOJIOTMYECKOro KﬂaCCMd)MKaTOpa,
MCNON1b3yeMOro N4 aHa/In3a HeXenaTe/ibHbIX ABNEHUN U peaKu,Mf/i.

8.5.6.2. Mopgpaspen MNOOB "O6obueHHas WHbOpPMALMA MO CEPbE3HbIM HeXKenaTeNbHbIM
peakumaM, BbIBNIEHHbIM B XO4€ KAMHUYECKUX UCCaeaoBaHnn",

B naHHOM nogpasgene MNOOB AonKHO 6biTb NpMBEAEHO 060CHOBaHME MO NPUAOKEHWNIO, KOTOPOEe
BKKOYAET KYMYNATUBHbIE 0606LeHHble TabMYHbIe AaHHbIe MO CEPbEe3HbIM HEeXKenaTe/IbHbIM ABAEHUAM,
KoTopble 6bliM BbIABNEHbI B XOA4E KAMHUYECKMX WCCNeAOBaHMWI, OpPraHM30BaHHbLIX AeprKaTenem
pPerncTpaunoHHOro yA0CTOBEPEHMA, HAaUYMHAA C MeXAyHapoAHOM AaThl 0406peHna pa3pabaTbiBaemoro
NeKapCTBEHHOro npenapaTta A0 AaTbl OKOHYaHMA cbopa AaHHbIX no Tekywemy OOB. [epraTenb



PErnCTPALMOHHOIO YAOCTOBEPEHMA [AOMKEH [aTb OOBACHEHWA MO BCEM WCKAOYAEMbIM AaHHbIM
(Hanpumep, AaHHble pPe3yIbTaTOB KIMHUYECKOTO UCCAeL0BaHNA MOTYT 6bITb HEAOCTYMHbI HA MPOTAXKEHUM
HECKONIbKMUX neT). [aHHble B TabanyHol dopme AO/MKHbI ObiTb CrpynmnupoBaHbl B COOTBETCTBUM C
KNAaCCUPUKALMOHHBIM OTHECEHMEM HeXKenaTesibHbIX PeakUuMi MO OpPraHoO-CUCTEMHbBIM Kaaccam Aana
nccneayemoro IeKapcTBEHHOIO Npenapara, a TakXke Ans NpenapaTtos CpaBHEHUA (aKTUBHbIX U Niaue6o).
Koraa sTo ABnseTca uenecoobpasHbiM, AaHHbIE AOMKHbI ObITb NpeAcTaBAeHbl B FPyNNMPOBAaHHOM BuAe
No KAMHUYECKUM UCCNEeLO0BAHUAM, MOKA3aHUAM, MYTAM BBEAEHMA U MHbIM NEePeMEHHbIM.

[onxHbl 6bITb PAaCCMOTPEHbI C/ieAyIOLLME aCneKTbl:

npeacraBneHUe OLEHKM NPUYUHHO-CNEACTBEHHOMN CBA3U MO PEAKUM HeXKenaTe/ibHbIM peakuuam.
Cneayet npeactaBnAaTb AaHHble 060 BCEX CEePbe3HbIX HexenaTesibHbiX ABAEHUAX AA UCCieayemoro
NIeKapCTBEHHOro npenapaTa v A41a Npenapatos cpaBHeHMA (akTUMBHbIX M naauebo) ¢ Tem, ytobbl Bbina
BO3MOKHOCTb CAeNaTb rpynnoBoe CpaBHEHMNE, B TOM YMC/IE B OTHOLLIEHWM YacToTbl. Mone3HbIM ABAAETCS
npeAacTasieHne AaHHbIX, OTPaXKaloLlee B3aMMOCBA3b Ha3Ha4aeMoM A03bl U YacToTbl;

0606LLI,GHHbIe TabanyHble AaHHble O0/1IXKHbl BK/IIOYATb KaK OCnenseHHble, Tak U pa3ocsienneHHble
OaHHble O Cepbe3HbIX HeXenaTes/ibHblX ABNEHUNAX B K/IMHUYECKUX UCCnenoBaHUAX. PasocnenneHHble
AaHHblEe MOTYT 6bITb npeacraBneHbl MO pe3ynbTaTaM 3aBEPLUEHHbIX KAMHUYECKUX VICCI'Ie,D,OBaHMVI n
OoTAEeNbHbIM MHAUBUAYA/IbHBIM C/ly4aAM, KOTOpble 61K pa3ocnenneHbl NO onpeaeneHHbIM NpUYNHam
(Hanpvw\ep, no acnektam 6e3omacHOCTM WU AnAa BblINOMHEHUA Tpe6OBaHVIl7I HEe3aMeganTenbHOro
penopTMDOBaHMH). CﬂOHCOpr KIMHNYECKOIo unccnegoBaHnA W Aepxatesm  perncCtpaumoHHbIX
YAOCTOBepeHMVI He BbINONHAKOT pa3ocnensieHne HenocpeacrseHHO B CBA3N C FIO,CI,FOTOBKOﬁ NOOE;

onpegeneHHble HeXXenaTe/ibHble peakunm moryTt 6bITb UCKIOYEHbI M3 o6o6u.|,a+ou.|,e171 MHd)OpMaLI,MVI,
HO BCe I'IOAOGHbIe UCKIOYEHNA O0J/1XKHbI obocHoBbIBaTbcA B [MOOB. Hanpmmep, HeXXenaTtesibHble
peakuynn, KoTopble 6b1nK onpegeneHol B MPOTOKONE KaK MUCKAKYawwmeca wu3 npoueaypol
He3amMea/INTE/IbHOTo PeENOPTUPOBAHNA N TOJIbKO BK/IKOYAEMbIE B O6LLI,YIO 6a3y AaHHbIX NO NPpU4YnNHE TOrO,
4YTO OHU ABNAKOTCA NpUcywimmmn LI,EJ'IEBOﬁ nonynaumm nam coenagatoT C KOHEYHbIMU TOYKaMU.

8.5.6.3. Mogapasgen MNOOB "O6obuweHHas MHPopmMaLMa MO AaHHbIM MOCTPErNCTPALLMOHHOIO
npUMeHeHna NeKapcTBeHHOro npenapara’.

B gaHHom pasgene MNOOB npeactaBnsieTcA 0b6OCHOBaHWE MO MPUIOMKEHUIO, BK/OYAIOLLEMY B
TabnnuHoi dopme 0606LLaIOLLME AAHHBIE O HEXKENATe/IbHbIX peaKUMAX KYMYIATUBHO 3a BECb NepUoA, U
3a OTYETHbIA nepuoa, OT AATbl MeXAYHapOAHON PerncTpaumm NeKapCcTBEHHOrO npenapata 40 AaThl
OKOHYaHMA cbopa [aHHbIX, BKAOYAIOTCA CBEAEHUA O HexenaTesbHbIX PeaKkumax, NoJyYeHHbIX B XOAe
HEWHTEePBEHUMOHHbIX WCCNeAO0BaHUIA U CMNOHTAaHHOTO PEenopTMPOBaAHMA, BKAOYAA [LaHHble OT
MEAMUMHCKMX M papMaueBTUUYECKMX PabOTHMKOB, noTpebuTenei, nauMeHTOB, YMNOAHOMOYEHHbIX
OpPraHoOB rocyapcTB-YNEHOB U AaHHbIX, ONy6/AMKOBaHHbIX B MeAUUMHCKOM nnTepaTtype. CepbesHble U
HecepbesHble HeXenaTe bHble peakLumMn A0XKHbI ObITb NPeACcTaBAEHbI B OTAE/bHbIX Tabanuax. B Tabanue
AaHHble A0MXKHbI 6bITb pacnpeaeneHbl COrNAacHo KnaccudmKaLmMm no opraHo-GyHKLUMOHANbHbIM Kaccam.
Mo ocobo BarKHbIM acnekTam npoduaa 6e30nacHOCTM MoryT HbiTb NPeACcTaBAEHbl OTAENbHbIE TabANLbI
HeXKenaTeslbHbIX PeakuMin ¢ rpynnMpoBaHMEM AaHHbIX NO NOKAa3aHWMAM, cnocoby BBeAEHUS U WMHbIM
napameTpam.

8.5.7. Pazgen MNOOG "Pe3tome 3HaUMMBbIX AaHHbIX, NOAYYEHHbIX B XO4€ KANHUYECKUX UCCNeaoBaHUI
3a OTYETHbIN Nepuog”.

B npunoxeHunn K gaHHOMY pasgeny Aeprkatesb PerncTpauMoHHOro yAoCTOBEpPeHUA LO0/XKeH
npeacraBnutb nepevymcneHne opraHn3oBaHHbIX MM UHTEPBEHUWUNOHHbLIX KAUHUYECKUX MCCHEAOBaHMVI,
KOTOpble 6binu 3aBepLleHbl NN NPOAONXKAKOT BbINO/IHATLCA B OTYETHbIN nepumoa, C uenbto BO3MOXHOCTU
MAeHTMd)MKaLI,MVI, XapaKTePUCTUKN U KOJINYECTBEHHOM OUEHKWM YPOBHA PUCKOB, NnOATBEPXKAEHUA I'lpOd)MfIﬂ
6e3sonacHOCTH NNEKAPCTBEHHOIO NpenapaTta Uin oueHKA 3¢¢EKTMBHOCTM mep N0 MUHUMMU3ALLMN PUCKA.



Mo BO3MOMHOCTM AaHHble caeayeT pa3buTb Ha KaTeropuun no NoJ0BOMY M BO3PACTHOMY MPU3HaKY
(B 0COBEHHOCTM B3POCAYIO M AETCKYIO MONYAALMKM), NOKA3aHUAM, PeXMMam A403MPOBAHUA N PErMOHAM.

CurHanbl, BbIIBIEHHbIE B XO4€ KAMHUYECKUX WUCCNedOoBaHWN, AO/MKHbI ObiTb MpeacTaBieHbl B
TabnmyHon dopme B pasgene MOOB "O63op no curHanam: HoBble, HaxoaAlwmecs B pabote waum
3aBeplUeHHble". MpoBOANUTCA OLLEHKA CUTHANIOB HAa MNpeaMeT OTHECEHMUS UX K MOTEHLMasibHbIM WK
NAEHTUOULMPOBAHHBIM pUCKaM. PUCK gonkeH BbITb OUEHEH M XapaKTepu3oBaH B nogpasaenax NMNOOb
"OueHKa puckoB 1 HoBol MHPopmaumn" n "XapaKktepuctmka puckos".

B naHHOM pasaene MNOOB aonmkHa bbITh NpeacTas/ieHa 0606watowan MHGoPMaLUSa 0 KAMHNUYECKN
BaXXHbIX AaHHbIX N0 3GPEKTUBHOCTU N OE30MaCHOCTU, MOJIYYEHHbIX M3 CAeAyloLWUX MCTOYHMKOB 33
OTYETHbIV Nepuoa;

8.5.7.1. Nogpasgen MNOOB "3aBepLueHHble KNMHUYECKMe nccnepoBaHma'.

JaHHbln nogpasgen NOOB gomkeH NpeacTaBAATb KPATKY0 MHGOPMALMIO O KAMHUYECKN BaXKHbIX
OaHHbIX NO 3$PEKTUBHOCTU MU 6E30MaCHOCTM, NONYYEHHbIX B pe3ysibTaTe 3aBepLUEHHbIX 33 OTYETHbIN
nepuog, KIMHUYECKUX nccnenoBaHuin. JaHHaa nHdopmaumna fonKHa 6biTb NpeacTaB/ieHa B CKaTOM BUAE
unn B popme cuHoncmca. OH MOXKET BKAOUYaTb MHPOPMaLMIO, KOTOPaA NOATBEPKAAET UK onposepraeT
paHee naeHTUPMLUMPOBaHHbIE CUIHa/bl MO 6e30NacHOCTY, a TaKKe A0oKa3aTebCTBa MO HOBbIM CUTHaNaM
no 6e3onacHoCTU.

8.5.7.2. Nogpaszgen NOOB "Mpogonkatomeca KIMHUYECKMe nccnegosaHma',

B Cly4ae eCnun gepixarteso pernctpaymnoHHOro ygocrtoepeHna CtaHOBUTCA U3BECTHA Kakana-nmbo
KIMHUYECKN Ba*XHaA VIHd)OpMaLI,VIFI, KOTOpa“ 6bina nonydyeHa B Xo4e npogo/iKakloWwnxca KAINHUYECKUX
MCC}'IeAOBaHVIf;I (Hanpmmep, BblAB/IEHHAA B XOoA4€E MPOMEXKYTOYHOro aHa/im3a 6esonacHOCTM UAn B
pe3ynbTaTte pasocnenneHna BbIABNIEHHbLIX CEPbE3HbIX HeXXeJIaTe/IbHbIX ﬂBﬂeHMVI), B OaHHOM pa3gene
AOJTKHa 6bITb KPaTKO NU3/10KEHa HOBAA VIH(I)OpMaLI,VI‘r'I no 6esonacHOCTW. 3TOT noapasgen TakXe MmOoXeT
BK/1IO4ATb VIHd)OpMaLI,VIIO, KOTOpaA noAaTtTBepXXAaeT WUan onpoBepraetr paHee VI,CI,EHTMC])MLI,MpOBaHHbIe
CUrHanbl No 6e30ﬂaCHOCTM, a TaKXe A0Ka3aTe/ibCTBa HOBbIX CUTHANI0B NO 6e3onacHOCTW.

8.5.7.3. Noagpasgen MNOOB "OAnTenbHbI NOCAEAY WU MOHUTOPUHT COCTOAHMA NauneHToB".

Ecnn nmeloTca faHHble O AAUTENbHOM nocnegyrowem Ha6ﬂ|'O,CI,EHMM NnauneHToB, BK/IIOYEHHbIX B
KIMHU4YeCKkne mnccnegoBaHuAa, B nogpasgene npmeoguTca MHd)OpMaLI,MFI O MOJZIy4EHHbIX B pe3ynbraTte
ANNTENBbHOrO nocneaytouwero Ha6lH0,D,EHMF| 3HAYNMbIX C TOYKU 3PEHUA I'IpOd)MJ'Iﬂ 6esonacHocTH AaHHbIX.

8.5.7.4. Noagpasgen NOOB "MHoe TepaneBTUYECKOE NPUMEHEHUE IEKAPCTBEHHOIO NpenapaTta’.

[aHHbIli noapasaen AOMKEH BKAKOYATb KAMHMUYECKM BaXKHYIO MHOopmauuMio no 6esonacHocTy,
No/yYeHHyl0 B pesynbTaTe APYrux nporpamm, MNPOBEAEHHbIX AepKaTeseM pPerncTpaumoHHOro
YAOCTOBEPEHMUS, NO CNeuuanbHbiM MPOTOKo/Mam (Hanpumep, MPOrpammbl PaclUMPEHHOro AocTyna,
nporpaMmmbl WMCMNOMb30BaHWA B CBA3W C WUCKAOYMTENbHbIMA 06CTOATENLCTBAMM M3 COOBparKeHW
COCTpaZaHus, MHAMBMAYaAbHOrO A0CTyNa v A4p.).

8.5.7.5. Noapasgen NOOB "HoBble AaHHbIe NO 6€30NacHOCTM NPU UCNOb30BaHMM IEKAPCTBEHHOTO
npenapaTta GUKCMPOBaAHHbIX KOMBUHAUMAX 003",

B cnyyae ecam uHOe He onpegeneHo yno/IHOMOYEeHHbIMWU OpraHamm rocygapcTB-yYsieHOB, B
OTHOLWEHUN KOM6MHMpOBaHHOI‘;1 TeEpPanuUn JONXKHbI 6bITb npeacrasneHbl cnegyrowmne aaHHbIE:

a) B ciyyae ecau fiekapcTBeHHbIN npenapat o406peH A8 Ha3HAYeHUA B KaYecTBe KOMMOHEHTa
bUKCMPOBAHHOW IeKapCTBEHHOM TEPanUM AN MHOFOKOMMOHEHTHOMO PeXnma eKapcTBEHHOM Tepanuu,
B noApasgene [AOMKHbI 6blTb 0606UeHbl BasKHble AaHHble Mo 6e30MacHOCTM  NPUMEHEHMUSA
KOMBMHMPOBAHHOW Tepanuu;



6) B cnyyae ecnm JIeKapCTBEHHbIM Mpenapat SABAAETCA KOMOWHUMPOBAHHLIM JIeKapCTBEHHbIM
npenapatom, AaHHbIM noapasgen Ao/KeH 0606watbh BarkHyio MHbopmauumio no 6es3onacHocTM no
KaxXaomy 3 nHansnayasibHblX KOMMNOHEHTOB.

8.5.8. Pa3gen NMOOB "[laHHble HEMHTEePBEHLMOHHbIX UCCAea0BaHUIA".

B naHHOM pa3gene o6obuaeTca nHpopmauma no 6€3o0nacHOCTU UK AaHHbIE, KOTOPbIE MOJyYEHbI
no pesy/sbTaTaM HEUHTEPBEHUMOHHbIX K/IMHUYECKUX MUCCefoBaHui (Hanpumep, obcepBauLMOHHbIX
nccneoBaHUi, aNMAEMUONOTMYECKUX UCCAe0BaHWIA, PErMcTPOB, NPOrPaMM aKTUBHOIO MOHUTOPUHTA),
OpPraHM30BaHHbIX AepyKaTenem pPerncTPaLMoHHOro yAOCTOBEPEHUS, CTalM AOCTYMHbI B OTYETHbIN NEepUos,
M BAUSIOT Ha OLEHKY COOTHOWeEHMA "nosb3a - pPUCK" nekapcTBeHHOro npenapaTa. Pasgen posxeH
BK/IIOYATb AaHHble, MMeloLWME OTHOWEHME K acnektam npoduna 6e3omacHOCTM U MOJyYEeHHble Mo
pesynbTaTamM UCCNea0BaHMUIM MO OLLEHKE NCMO/Ib30BaHMA NEKAapPCTBEHHOIO Npenapara.

Jepxatenb perncTpaLMoHHOro YyAOCTOBEPEHUA AO/KEeH BKAYaTb B npuaoxeHue K NMOOB
nepeyeHb BCEX HEMHTEPBEHLIMOHHbBIX UCC/Ie40BaHUI, OPraHM30BaHHbIX AeprKaTesieM PermMcTpauuoHHOro
YOOCTOBEPEHMA U BbIMOJHEHHBIX C Le/Ib0 BbISBJEHWUS, XapPaKTEPUCTUKU U KOJIMYECTBEHHOW OLEHKMU
BblI3bIBAOLWMX OMAceHUst acnekToB npoduaa 6esonacHocTM, noaTBepKaeHMa npoduns 6esonacHoCcTH
JleKapCTBEHHOro npenapaTa UAn oLeHKN 3GHEeKTUBHOCTU Mep NO MUHUMM3ALMMN PUCKA, KOTOpble Oblan
BbINOJIHEHbI MW BbINONHAIOTCA B OTYETHbIN Nepuos (Hanpumep, NOCTPerncTpaLnoHHble Uccien0BaHUA
H6e3sonacHoCTH).

OTyeTbl O CTaguMuM BbINOJIHEHUA WAW WUTOrOBble OTYEeThI, KOTOpblE 6bin noAaroToB/€Hbl Ha
NPOTAXKEHUN OTYETHOIO Nepmnoaa, A0/1XKHbl BKNIKOYATbCA B NPUNOXKEHNE K MNOOB.

8.5.9. Pasgen MNOOB "[aHHble APYrMX KANHUYECKUX UCCNeAOBaHUNA U AaHHble, NOAYyYEHHbIE U3
OPYTMX UCTOYHUKOB".

B pasgene fomkHa 6biTb 0606WeHa MHPOPMaUWa, KOTOPas OTHOCUTCA K OL,eHKE COOTHOLIEHUS
"nonb3a - puck" NeKkapcTBEHHOro npenapata M MNoAy4eHa MO pesy/bTaTaM WMHbIX KAMHUYECKUX
nccnepoBaHuii 1M60 NOMYYEHA M3 MHBIX UCTOYHWMKOB, K KOTOPbIM Y AeprKaTens perncrpaumMoHHOro
yAoCToBepeHMs 6bl1 AOCTYyNn 3a OTYETHbI nepuod (Hanpumep, pesyabTaTbl MeTa-aHaAU30B
PaHAOMM3NPOBAHHbLIX KAMHUYECKUX WCCNef0BaHWMA, [AaHHble Mo 6e30nacHOCTM MapTHEpPOB Mo
pa3paboTKe fiekapcTBEHHOro NpenapaTa 1 4p.).

8.5.10. Pa3gen NOOB "[laHHble AOKANHUYECKMX UccneaoBaHniA".

B pasgene npeacrtaBnsetca o6o06uweHHan MHGoOpMaLMA O 3HAYUMMbIX B OTHOLWEHWUM Npoduns
6€e30MacHOCTU AaHHbIX, NOJlYYEHHbIM B pe3y/bTaTe AOKAMHUYECKMX MCCAedoBaHMi in vivo UM in vitro
(Hanpumep, nccnenoBaHmn KaHLEepOoreHHoCTH, penpoayKTUBHOM TOKCMYHOCTM nnm
MMMYHOTOKCMYHOCTK), BbINONHAEMbIX WAW 3aBEPLIEHHbIX B OTYETHbIM nepuos. OueHKa BAUAHMA
NoJly4eHHbIX AaHHbIX Ha Npoduab 6e3onacHOCTM A0MKHa BbITb NpeacTaBieHa B pasaene NOOB "CurHanbl
M oueHKa pucka" mn pasgene NMNOOB "MHTerpuMpoBaHHbIA aHa/M3 COOTHOWEHUSA "nonb3a - puck" no
0A06peHHbIM NOKasaHMaM".

8.5.11. Pazgen MOOB "Ucnonb3oBaHHbIE UCTOYHUKU NUTepaTypbl”.

B pasgene npeacrasasetca 0606ueHHan MHGOPMALMA O NOAYYEHHbIX HOBbIX M 3HAUYMMbIX AaHHbIX
no 6esonacHoOcTH, KoTopble 6blAM ONy6/AMKOBaHbl B NpPOWeALIei 3KCNEPTHYI OLEHKYy Hay4HoM
nmtepatype amMbo 6blaM NoaydeHbl M3 HeonybAMKOBaHHbLIX MOHOrpaduii, KoTopble OTHOCATCA K
NeKapCcTBEHHOMY MpenapaTty M CTaauM AOCTYMHbl AepiKaTenlo PerncTpaumMoHHOro yAOoCTOBEPEHUA B
OTYETHbIV Nepuoa,

JutepaTypHbli NOUCK Ans noarotoskn MOOB gonxeH 6biTb WKMpPe, YeM AMTepaTypHbIA NOUCK
WHAMBMAYANbHbIX COOBLLEHUIA O HeenaTeNbHblX PeaKkumaX, NMOCKOAbKY [AO/KEH BKAYaTb TaKkKe
nccneaoBaHMA, B Xo4e KOTOpbIX 6bliM OLeHeHbl MCXOAbl C TOYKM 3peHus 6e30MacHOCTM B rpynnax



cy6beKToB nccneaoBaHums.

Ocobble acnekTbl Npodumas 6e3onacHOCTU, KOTOpble AOJKHbI MPUHUMATLCS BO BHMMaHMeE MNpu
NOnUcCKe VIHd)OpMaLI,VIVI, HO KOToOpble MOryT O6bITb He BbiAB/EHbI npun BbINOJIHEHNN MOUCKa C UeNblo
nonyyeHumA AaHHbIX N0 UHANBUAYA/IbHbIM CNy4aAM HeXXenaTe/ibHbIX peaKu,MVl, BKAKOYAlOT:

ncxoabl 6epemeHHOCTM (BK/ouas npepbiBaHne 6epemeHHOCTM), KOTopble HE COMPOBOMKAaNNCh
HeenaTesIbHbIMKU NOCIeACTBUAMMU;

NPUMEHeHMe IeKapCTBEHHOrO Npenapara B negmMaTpuueckon Nonynaumum;

NMPMMeEHEHMWEe JIeKapCTBEHHOro npenapata Mo MNporpammam MCMOAb30BaHUA B CBA3U C
WCKNIOYNTENbHBIMM  0BCTOATENBCTBAaMU M3 COOBPaKeHUn CoCTpagaHua UM NepCcoHaM3MPOBAHHbIM
nporpammam HasHavyeHus;

oTcyTcTBue 3dPEKTUBHOCTM NEKAPCTBEHHOrO NPenapaTa;

acMmnTomMmaTmyeckasa nepenosnpoBKa, HecooTseTcTaylowee OXJ/1M n HenpaBuabHOE NpUMeHeHne
JIeKapCTBEHHOrO npenaparTa;

megununHCckue 0LIJVI6KVI, He CONnpoBOXAaBLLIMNECA PA3BUTUEM HEXENATE/IbHbIX ’FIBI'IEHI/IVI,'
BaX*Hble pe3ynbTaTbl 4OK/IMHUNYECKNX MCCﬂeAOBaHMﬁ.

B cnyyae ecnm 3To MPUMEHMMO, B AaHHOM pasfene TaKKe O0J/KHa ObiTb NpoaHann3MpoBaHa
MHPOPMALMA O APYrMX aKTUBHbIX BellecTBax (HapMaKo/IOTMYeCcKon rpynmnbl, K KOTOPOW OTHOCMTCH
NNeKapCTBEHHbIV Npenapar.

8.5.12. Pazgen MOOB "[pyrue nepnoanyeckne obHoBasiemble oTyeTbl No 6esonacHocTu'.

OdaHHbin paspgen MNOOB co3gaeTcs TONbKO B Tex C/y4yasx, Korga no [AOroBOPEHHOCTU C
YNONHOMOYEHHbIMM OpPraHaMM FOCYAapCTB-Y/IEHOB AepXKaTeNeM pPerMcTpPauyMoHHOro yA0CTOBEepeHus
nogrotasnunsaetcs 6onee 1 NOOE Ha fIeKapcTBEHHbIM Npenapart (B c/iy4yae NekapCcTBEHHOro npenapara ¢
dUKCMpoBaHHOM KOMbBMHaLMeEN 4,03, NeEKAaPCTBEHHOro NpenapaTta C MHOMKECTBEHHbIMW NOKa3aHMAMM Ann
npumeHeHuns 1 (Mnn) pasnnyHbimm popmamm BbinycKa). Kak npasuno, gepraTtenb PerucTpaLMoHHOro
yaocTtoBepeHus aosmkeH nogrotosutb 1 NMOOB Ha 1 aelicTBytowee BewecTBO. B yacTHbIX cayyasax no
peLeHnto YNoAHOMOYEHHbIX OpraHOB FoCyA4apcCTB-4/IEHOB AeprKaTenem nogrotasnmeaetca cepuma MOOBb
ONA OLHOro NeKapCTBEHHOroO nNpenapaTta. Mpu 3Tom B 4aHHOM pasgene Kaxaoro nocneaytowero NOOb
TaKoM cepun A0MKHbI 6bITb 0606LEHbI 3Ha4YMMble AaHHble No 6esonacHocTM U3 apyrux MOOB, ecau
TONbKO TaKkoe 0606LLeHNE He NpeACcTaBNEHO B MHbIX pa3aenax gaHHoro MNOOB.

Mpy HaNAMuMM AOCTYNa Ha OCHOBAHMWM KOHTPAKTHbIX AOroBopeHHocTel K AaHHbim NMOOB apyrmx
AepyKaTeneil permcTpaumoHHbIX YA0CTOBEPEHMUM, CMOHCOPOB KAMHUYECKUX WUCCNeA0BaHUMA WUAU MHbIX
NapTHEpPOB Ha aHa/IOTMYHbIE SIeKAaPCTBEHHbIE NPenapaThl AepiKaTe b PerncTpaumoHHOro yA40CTOBEPEHMS
AO/KEH NpeacTaBuTb B 0606WEHHOM BUAE 3HAYMMble AaHHble No 6e30nNacHOCTM, NOJyYEHHble U3
npeacrasasembix UMu MOOB 3a OTYETHBIN NeproA.

8.5.13. Paspen MOOB "HepoctatoyHaa TepaneBTMYecKas 3PPEKTUBHOCTb /IEKAPCTBEHHOIO
npenapara, yCTaHOB/IEHHAA B KOHTPOAMPYEMbIX KNMHUYECKUX UCCNen0BaHMAX" .

Ecnn npu BbINOAHEHUWN KAMHUYECKUX UCCAEA0BaHUN ONA NeKapCTBEHHbIX NpenapaTos, KOTopble
NCMO/b3YIOTCA A1 Ie4eHNA U NPODUNAKTUKM CEPbE3HDBIX U XKU3HEYrPOXKaoLWMX 3a601eBaHNi, NOayYeHbl
[AaHHble, KOTOPblE MOTYT CBUAETENbCTBOBATb 06 MX HEAOCTaTOYHOM TepaneBTUYEecKon 3dpdeKTUBHOCTH
NMb60 HeaoCTaTOYHOM TepaneBTUYeckoin 3pHEeKTUBHOCTA B OTHOLLEHWUM NPOBOANUMOTO NEYEHUA, TO TaKne
[AaHHblEe YKa3blBalOT Ha Ha/IMuyMe 3HAYMTE/NbHOrO PUCKa ANA UEeNesoi Nonynauunm U AO0MKHbl 6biTb
npoaHanM3npoBaHbl N 0606LWeHbI B AaHHOM pa3aene NMOOB.



B cnyyae ecnm 3To NPUMEHMMO K OLEHKe COOTHOLWEeHUA "nonb3a - puck", AaHHble, KOTopble
Nosy4eHbl NpU MNPOBEAEHUN KIMHUYECKMX WCCNeAOoBaHUA W  MNOATBEPXKAAT HeAoCTaTOYHYIO
TepaneBTMYECKYIO JIEKAapPCTBEHHbIX NPEenapaToB, He NpeAHa3HaUYeHHbIX AR 1eYEHUS XKU3HEYTPOXKAIOLLEN
naTo/IornK, AO/IXKHbI TakKe bbiTb NPOaHaIM3MPOBaHbl B AaHHOM pa3aene MNOOBb.

8.5.14. Pazgen NOOB "BarkHana nHbopmauusa, NnonydeHHas nocse 3aseplueHuns noarotosku MOOB".

B paHHom paspgene MNOOB o0606uwatoTca NOTEHUMAbHO BaKHble AaHHble o 6e30macHOCTU U
3dPeKTUBHOCTK, KOTOpble OblAM MOy4eHbl MOC/AEe OKOHYaHMA cbopa AaHHbIX, HO OO0 MNOAroTOBKM
OKOHYaTeibHoM peaakumm NOOB. Cloga oTHOCATCA 3HAYMMbIE KAMHUYECKME AaHHble HOBbIX Ny6anKauumn,
3HAYMMble  AaHHble nocAeAylolWero HabalaeHMAa 33 NAUMEHTaMM,  KAMHUYECKM  BaXKHble
TOKCMKOJIOFMYECKMEe [aHHble, @ TaKKe BCe AEeUCTBMA AepiKaTena PerncTpaumoHHOro yaoCTOBEPEHMA,
HE3aBUCUMbIX KOMWTETOB MO OUEHKe [AaHHblX, YMNOJHOMOYEHHbIX OPraHOB FOCYAAPCTB-Y/IEHOB,
npegnpuHATbIE B OTHOWEHWUW Npobaem, CBA3AHHbLIX C npodunem 6e30MacHOCTM JIEKAPCTBEHHOIO
npenapara. HoBble MHAMBUAYANbHbIE COOBLLEHMA O HeXenaTe/ibHbIX PeaKkuMaX He AOKHbI BKAOYATbCA
B pa3fen, 3a UCKIOYEHMEM C/ly4aeB, KOrAa OHW MOTYT NPeacTaBAATb NPUHLUMNMAIBHO BaXKHbIN cay4ald,
NoATBEPKAALWMIA GAKT HAIMUUA HeKeNaTeIbHOW peakuun (Hanpumep, NepBblil 3aperncTpMpoBaHHbI
CNy4yali pa3BUTHA BaXKHOTO HEXKENATE/IbHOTO AB/IEHUSA Y YENIOBEKA) NN BaXKHbIM CUTHAN No 6e30nacHoCTU.

[aHHble pasgena Ao/KHbI ObITb YYTEHbI NPW cOCTaBAeHMM Nogpasaena "OueHKa PUCKOB U HOBOM
nHdopmaummn" pasgena NOOB "CurHanbl 1 oLEHKa pUcka".

8.5.15. Pasgen NOOB "0O630p curHanos (HOBble, paccmaTpUMBaemble U 3aBepLUeHHble)".

Lenbto gaHHoro pa3gena ABAAETCA npencraBieHne MakCMmMasibHO NOJZIHOIo 0630pa BbIABNIEHHbIX
CUrHanos (OLI,eHKa KOTOpPbIX elle He HaLIMHaJ'IaCb), CUrHanos, KOTOpble Nosy4yeHbl B nepunoa nposBegeHmA
OUEHKMN HeXenatenbHbIX peaKLI,Ml\;I, a TaKXKe CUrHafMoB 33 OTYEeTHbIU nepumon, oueHKa KOTOpPbIX YyXKe
3aBeplleHa.

ﬂ,epmaTeneM perncTtpauynoHHOro yaoctoBepeHuna 001KHbl 6bITb npeacraB/sieHbl KpaTKoOe onncaHune
meToaa, KOTOprf;I Mcnonb3yeTca ONA BbiABNEHUA CUTHANOB, U UCTOYHUKOB AOaHHbLIX ON1A BblABNIEHUA
CUrHanos..

K HOBbIM BbIABAEHHbLIM CUTHasamM OTHOCATCA CUIHabI, KOTOpblE Obl2IN BbIAB/MEHbI 32 OTYETHbLIN
nepuoa. K paccmaTpunBaembiM CUTHANNAM OTHOCATCA CUTHabl, KOTOPbIE NpoXo4aunan npoueaypy oueHKu
Ha MOMEHT OKOHYaHUA c6opa OaHHbIX. K 3aBepweHHbIM OTHOCATCA CUTHa/bl, OLEHKAa KOTOPbIX 6bina
3aBeplweHa 3a OTYETHbIM nepunoa. CurHansl, KOTOpblE 3a OTYETHbIM nepunog ABNAKTCA O4HOBPEMEHHO
HOBbIMU U 3aBepPLLIEHHbIMU (B OTHOWEHUN npoueanypbl nposeaeHnNA UX OLI,EHKM), AOOTXKHbI 6bITb OTHECEHDI
B pa3aen 3aBeplieHHbIX CUrHa 0B.

Pasgen NMNOOB AonKeH BKAKOYAThL AaHHble MO PAacCMaTPUBAEMbIM M 3aBEPLUEHHbIM 3@ OTYETHbIN
nepuog curHanam, npeacrasneHHble B TabanyHol popme. Tabaunua asnaeTca npunoxeHmem K MOOB. Mo
YCMOTPEHUI0 AepiKaTens PerncTpaumoHHOrO YA0CTOBEPEHMA [AaHHAA MHOOPMALMA MOMKET TaKKe
BKIOYATb KYMYNATUBHbIE AaHHblE MO CUrHanam (BK/OYan paHee 3aBepLUEHHble CUrHaAbl), NPU 3TOM
AO/MKHa 6bITb YKa3aHa faTa, C KOTOPOW OTCYMTLIBAETCA CPOK BbIMOAHEHHOIO 0606LLLEHNA MO CUTHANAM.

[eTanbHas oueHKa cCMrHanoB BKAlo4YaeTcs B nogpasgensl MOOB "OueHka curHana" m "OueHka
PUCKOB M HOBOWM MHbOpMaLUK",

8.5.16. Pasgen MOOB "CurHanbl 1 oLEHKa pUcka'.
8.5.16.1. Mogpasaen NOOB "O6obuwatowan nHbopmaums no npobnemam 6esonacHoctu'.

8.5.16.1.1. Uenbio nogpaspena MOOB ssnaetca npeactasneHve 6asucHol obobuiatolleit
MHdopmMauMM MO BaKHbIM acrnektam npoduaa 6e30nacHOCTU, KoTopble ABAAKOTCA npobaemamu
6e30MacHOCTM /IeKapCTBEHHOro npenapaTa, C yKa3aHMeM MO Ka)KAOoMy acnekTy no 6esonacHocTu



cBeZleHWi 0 TOM, KaKas HoBas MHPOPMaALIMA U HOBas OLLEHKa NO AaHHbIM acneKkTaM MOXKeT bbITb caenaHa.
Mpw onpeaeneHnn BaxKHOCTU Kaxka0ro U3 acneKkToB pUCKa caeayeT pacCMOTPeTb creaytowme GaKkTopbl:

a) cepbe3HOCTb PUCKa, CBA3aHHONO C IEKAPCTBEHHbIM NPEnapaTom C MeAULIMHCKON TOYKM 3peHus,
BK/IOYas BANAHME Ha UHANBUAYANbHOE COCTOAHUE NaLMEHTOB;

6) yacToTa, NpeacKasyemocTb, NPeaoTBPaTUMOCTb M 0BPaTUMOCTb PUCK3;

B) NoTeHUMaNbHOE B/AMSAHME Ha ObLLeCTBEHHOE 340pOBbe (4acToTa pUCKa B MOMyAALUKM, pasmep
nonynauuun, NoABepriimMiics Bo3LencTeunio);

r) oueHKa 06LLEeCTBEHHOMN NPUEMIEMOCTM PUCKA B C/Ty4anX BOSMOMKHOIO B/IMAHUA JIeKapCTBEHHOro
npenaparta Ha obLecTBeHHOe 340P0Bbe (Hanpumep, 0TKas OT NPOrpamMmmbl BakLMHaLMK).

8.5.16.1.2. O6obuwatowana uHPopmauma [OMKHA MPeAcTaBAATb MMEoWMecs CBegeHus no
NleKapcTBeHHOMY npenapaTy OT Hayana otyeTHoro nepuoaa MOOB n oTparkathb:

Ba*KHble AEHTUOMLMPOBAHHbIE PUCKK;
BaykKHble NMOTEHLMANbHbIE PUCKY;
Ba)KHYH OTCYTCTBYIOLLYIO MHPOpMaLMio.

8.5.16.1.3. B OTHOWEHMM JIEKApPCTBEHHbIX MNpPenapaTtoB, WUMelwWmx cneymduKaumio no
6e3onacHOCTM, MHPOpPMaLMA, BKAOYaeMas B AaHHbIM noapasnen, Ao/KHA coBnagaTh ¢ obobuwatoLei
nHdopmaumen, NnpeacTaBleHHON B TeKyLen Bepcun cneumdmKkaumm no 6esonacHoCcTM Ha [aTy Havana
otyeTHoro nepuoga NOOB.

B OTHOLWEHUM NeKapcTBeHHbIX MpenapaTos, He Mmelwmux cneundukaumio no 6esonacHocTy,
AaHHbIM  noapasgen AOOMKeH nNpPeAcTaBAATb MHOOPMaUMIO O BaXHbIX WAEHTUPULMPOBAHHDIX,
NOTEHUMANbHbIX PUCKAX W BaXXHOM OTCYTCTBYHOWENA MHOOPMALMM, CBA3AHHOW C NPUMEHEHuem
NleKapCTBEHHOro npenapata Ha OCHOBAHMM AaHHbIX NPeAperucTpaLnmoHHOro U NOCTPerncTpaumoHHoro
nepuogaa. MprMmepbl MOryT BKAOYaTb B cebs cnenytoulyio MHGopmaumio:

BaXXHble HeEXeNaTe/ibHblE peakunu;
cBegeHunAa o B3aMMOAel\/‘ICTBMM C OPpYyrMmMn NeKapCTtBeHHbIMU NMpPenapaTamu;

BblAB/IEHHbIE MeANLUNHCKKNE OLIMBKN UK npomaxu, B C2iy4aax, He CONMPOBOXKAAOWNXCA PAa3BUTUEM
HeXXeNaTe/IbHbIX peaKu,m‘/'l;

B3aMMOAENCTBME C MPOAYKTAMM MUTAHUA UM UHBIMW BELLLECTBAMU;
pe3yabTaTbl BO34ENCTBUA NPU BbINOJHEHUN NPOPECCMOHANBHOM AEATENbHOCTY;
Knaccosble papmaKkonornyeckne apedeKTobl.

0606LLeHNe NO BaXKHOM OTCYTCTBYOWEN MHPOPMALMKN AONKHO OLEHWUTL KPUTUYHOCTL NPo6enos B
MMeloLMXCA 3HaHUAX No onpegenieHHbIM acnektam npodunn 6e3onacHOCTU ANA LeNeBbIX NONyAALMUNA.

8.5.16.2. Mogpasaen NOOB "OueHKa curHana'.

8.5.16.2.1. MHdopmauus, NnpeacTaBaseman B noapasaesne, A0XHa 0606LaTh pe3yibTaTbl OLEHKN
curHanos no 6esonacHocT, KoTopas bbiia 3aBeplueHa B OTYETHbIN nepuog. MoryT 6biTh ABe OCHOBHbIE
KaTeropuu:

a) CUTHaNbl, KOTOPblE MO pPe3y/sibTaTaM OUEHKN MOTYT 6bITb OTHECEHbI K KaTeropmun noteHumnanbHbIX



UM MAEHTUOULMPYEMBIX PUCKOB, BK/IKOYAA OTCYTCTBUE TepaneBTMYeckon apdeKkTMBHOCTM (pasaen NOOB
"HepoctaTtouHaa TepanesTuyeckasa 3PpPeKTUBHOCTb NEKAPCTBEHHOrO MpenapaTa, YCTaHOB/EHHasA B
KOHTPOAMPYEMbBIX KNTMHMUYECKUX UCCNeaoBaHMAX");

6) curHanbl, KOTOpble MO pe3y/bTaTamM OLEHKM OblIM OTKNOHEHbI KaK JIOXKHble CUrHa/bl Ha
OCHOBaHMM Hay4YHOWN OLLEHKM MMeEIOLLECA Ha AaTy NpoBeaeHusa npoueaypbl MHGopmaumu. Mo gaHHoOM
KaTeropmm CUrHanoB A0KHO HbITb NPeACcTaBAEHO ONMCAaHME KaXKA0ro CUrHana C Lesiblo 060CHOBaHMA ero
OTK/IOHEHWSA OT KaTeropmm curHana. [laHHoe onvMcaHue MoKeT 6biTb BKAKOYEHO B OCHOBHOM TeKcT MOOb
WA B MPUIONKEHME K OTYETY.

8.5.16.2.2. 1na cMrHanos, No KOTOPbIM Obl1a 3aBeplLleHa npoLeaypa OLUeHKN 33 OTYETHbIN Nepuoa,
pekomeHAayeTca cobnoLeHNE COOTBETCTBUA MeXKay obbeMom W AeTanunsaumeint AaHHbIX NO OUEHKe
CUTHana M 3HAYMMOCTbIO AAHHOrO acneKkta npoduna 6esonacHoOcTM AnA 0bLWecTBEHHOrO 340p0BbS, a
TaK¥Ke CTeNeHbto A0CTaTOYHOCTU A0Ka3aTeibHOM 6asbl, KOTOPAs BKAOYAET B ceba cnepytowme acnekTbl:

a) UCTOYHUK MU NODYAUTENIbHBIN MOMEHT GOPMMUPOBAHUA CUTHANA;
6) obocHOBaHME, MMeloLLee OTHOLLIEHME K OLLEHKE;
B) MeToAbl OLEHKM, BK/IOUAA UCTOYHUKU AAHHbIX, KPUTEPUM NMOMCKA UM aHAIMTUYECKME NOAXOAbI;

r) pesynbTathl (0606LLeHHaA MHGOPMALMA) KPUTUYECKOrO aHaAM3a AaHHbIX, PAacCMaTPMBaEMbIX
Npwv OLLEHKe CUrHaNa;

4) obeyaeHue;
€) 3aKnloueHne, BKNoYasA npegiaraemble 4encTeus.
8.5.16.3. Mopgpasaen NOOB "OueHKa pUCKOB U HOBOM MHPOopMaLmn'.

[Jep:kaTenb perncTpaumoHHOro yA0CTOBEPEHUS AOIKEH NPEACTaBUTb KPUTUYECKYHO OLLEHKY HOBOW
MHPOPMALMKN 338 OTYETHBIN NEPUOA, B OTHOLIEHUM HOBbIX UK PaHee BbifBIEHHbIX PUCKOB (BaXKHYHO UM
WHY10).

JaHHbit nogpasgen MOOB fonKeH cogepKaTb ONMCaHME U OLEHKY BCEX PUCKOB, BbIAABIEHHbIX 33
OTYETHbIM NEPUOL, A TaKKe OLEHKY BANAHMA HOBbIX AAHHbIX Ha paHee BbliBNIEHHblE PUCKK. B pasaen He
BK/ItoYaeTca obobuatolas nam nosropaowanca MHGopmaLmsa, BKAOUYEHHAA B Apyrne pasaensl NOOB,
HO NpeacTaBAAETCA MHTEPNpPEeTaLMA U OLEHKa HOBOW MHOOPMaLUN MPUMEHUTENBHO K XapaKTePUCTUKe
npoduna pucka.

Hosasa nHdpopmauma fonKHa OblTb NpeAcTaBAeHa NO CAeAYIOWMM Pasaenam:

HOBble NOTEHLMA/IbHbIE PUCKU;

HOBble UAEHTUDMLIMPOBAHHDLIE PUCKK;

HoBaA MHPOPMALMA NO paHee BbISBAEHHbIM PUCKaM (MOTEHLMANBbHBIM U UAEHTUOULMPOBAHHDLIM);
O0BHOBNEHME MO BaXKHOM OTCYTCTBYIOLWEN MHbOPMaLUK.

MpeacTaBaseTca KpaTKoe OnMcaHue BaKHbIX PUCKOB. [N PUCKOB, OTHOCUMbIX K MHBIM PUCKaM U He
OTHOCKMMbIX K "BaKHbIM" pUCKam, No KOTopbim bBblia NnonyveHa HoBasA MHGOPMALLMA 38 OTYETHbIN Nepuoa,
YPOBEHb AeTannsaumnmn 40/KeH COOTBETCTBOBATb MMEIOLWENCs AoKasaTeNbHOoM 6a3e No 3TUM pUCKam U
3HAYMMOCTM UX BANAHUA Ha 06LLECTBEHHOE 340P0BbE.

Bca HoBaA MHd)OpMaLI,Mﬂ No BZIMAHUIO IEKAPCTBEHHOIO NpenapaTta Ha nonyaauuto nmbo AaHHble Mo
paHee OTCVTCTBVIOLLI,Eﬁ MHd)OpMaLl,MM AO/TXKHbI 6bITb KPUTUYECKN OueHeHbl. YKa3blBalOTCA, Kakue U3



acnektoB npoduaeir 6e30nacHOCTM, BbI3bIBAKOWMX OMACEHUA, U HEACHbIX acnektoB npoduaa
6€30MacHOCTM OCTa/INCb HEBbLISCHEHHbIMM.

8.5.16.4. Moapasaen NMOOB "XapakTepuctnka puckos'.

B nogpasaene [aeTca XapaKTepPUCTMKa BaXKHbIX WAEHTUOMLMPOBAHHLIX PUCKOB U BaKHbIX
NMOTEHUMANbHbIX PUCKOB HA OCHOBAHWUM KYMY/IATUBHBLIX OAHHbIX (B TOM 4YMCAe HEe OrpaHMYMBaEMbIX
OTYETHbIM NepPUoAOM) 1 ONUCbIBAETCA BayKHasA OTCYTCTBYOLWAA MHPopmaums.

8.5.16.4.1. C y4eTOM WMCTOMHWKA AaHHbIX MHOOPMAUMA MO PUCKAM LOJ/KHA BKAOYATb B cebs
cneayoulee (ecam NPUMEHNMO):

a) yactoTa;
6) YMCNO BbISBNEHHbIX C/ly4YaeB (YUCAUTENb) U TOYHOCTb OLLEHKU;

B) 06bemM HasHayeHUi (3HameHaTesib), BbIPaKEHHOE KaK YMC/IO NauMeHTOB, NalueHTO-MecALEes
(neT) n ap. M TOYHOCTb OLEHKY;

r) oLeHKa OTHOCMTENbHOIO PUCKa U ee TOYHOCTb;

[) oueHKa abCcoNtoTHOro pUcka 1 ee TOYHOCTb;

e) BAnsaHMe Ha NauneHTa (CUMNTOMbI, KAYeCTBO KU3HW);
X) BAMAHME Ha oblecTBeHHOe 340P0BbE;

3) paKTopbl pUcka (Hanpumep, MHAMBUAYaNbHbIE PaKTOPbI PUCKa (BO3pacT, bepemMeHHOCTb, Nepunog,
NaKTaumn, HapyweHue GYHKUMKM NeYyeHU MAM MNovYeK, 3HaYMmas COMyTCTBYIOWaAA MaToNormsa, cTeneHb
TAMECTU 3aboneBaHU, reHeTUYeckuii noammopdusm, pacosan U (MaM) STHMYECKAA NPUHAANEKHOCTD,
Ao3a);

M) NpPo4O/TKUTENIbHOCTb /iIe4eHUA, nepnoa pucka,

K) npeanoTBpaTMMOCTb (OLI,eHVIBaeTCﬂ npeackasyemoCctb, BO3MOXHOCTb MOHUTOPUPOBATb
COCTOAHME NO MHONKATOPHbIM CMMNTOMamM UIn na6opaTopr|N\ napaN\eTpaN\);

N) 0bpaTMmoCTb;
M) NOTEHUMNANbHbIN MeXaHU3M;

H) YpPOBEHb [OKa3aTeNbHOCTU U HEONMPeAeNEHHOCTH, BK/OYAn aHaAn3 NpoTuBopeyawmx GakTos
(npy Hannumn).

8.5.16.4.2. Mpu nogrotoske [MOOBb ana neKapcTBeHHbIX NPEenapaToB C HECKO/IbKMMM MOKA3aHMAMMN,
dbopmamn BbINycKa WAM CNOCObamMM BBELEHMA B CAyYae HaAMUYMUA CYLLECTBEHHbIX PasanyMiA Mo
NAEHTUOULMPOBAHHBIM UM MNOTEHUMANIbHBIM PUCKAM MOXKeT OblTb 0DOCHOBAHHbIM MpeacTaBieHMe
AaHHbIX MO PUCKaM OTAE/IbHO MO NoKasaHMAM, GopmMam BbINyCcKa MAK cnocobam BBegeHuMA. MoryT 6biTb
npeacTasieHbl cnepytowme pasaensl:

a) PUCKM, XapaKTepHble ANA AeNCTBYIOLLErO BELLECTBa;

6) pMCKK, XapaKTepHble ANsA onpeaeneHHbix Gopm BbiNycKa MAM cnocobos BBeAeHUA (BKOYas
BO3AENCTBME NPW BbINOAHEHMMU NPOPECCUOHANBHON AEATENbHOCTH);

B) PUCKM, XapaKTepHble ANA onpeaeneHHbIX MoNyAALnii;

F) PUCKKN, CBA3aHHble C NPUMEHEHUNEM 6e3 HasHauyeHun Bpaya (p,/'lﬂ AGVICTBVIOU.LMX BeLllecTs,



KOTopble NpeacTaBneHbl B popmax, OTNycKaembIx No peuenTy 1 6es peuenTa);
A) npobaembl No 6e30NacHOCTK, CBA3aHHbIE C OTCYTCTBYIOLIEN MHPOPMaLMEN.
8.5.16.5. Nogpasaen NOOB "3¢ddeKTUBHOCTL Mep MUHUMU3ALMU PUCKA (€C/IM OHU NPUMEHANNUCD)".

Mepbl MUHMMU3ALMN PUCKA BKAIOYAIOT B cebsA AeicTBMA, HanpaBaeHHble HA NpeaoTepalleHne
He)KenaTesbHbIX peakuMid, CBA3aHHbIX C BO3AENWCTBMEM /IEKAPCTBEHHOrO npenaparta, AMbo CHUKeHue
CTeNneHn UX TAMKECTU NpU BO3HUKHOBEHUU. Llenblo aeATenbHOCTM MO MUHMMM3ALUM PUCKA ABAAETCA
CHU)KEHME BEPOATHOCTU PA3BUTUA WM CTEMEHU TAMKECTU HEXKeNaTesIbHbIX JIeKAaPCTBEHHbIX pPeakuuii.
Mepbl MMHUMM3AUMW PUCKA BKIKOYAOT B cebs pyTUHHbIE Mepbl MUHUMM3AUMKU pPUCKa (Hanpumep,
nsmeHeHua B OXJ/IMN) uAn AOMNONAHUTENbHbIE Mepbl MUHMMM3AUMW PUCKa (Hanpumep, npamoe
MHPOPMUPOBAHME CNELMANMCTOB CUCTEMbI 3PAaBOOXPAaHEHUM UM 06pa3oBaTe/ibHbIe MaTepuanbl).

B nogpasgene p[o/KHbI OblITb MpeAcTaBAeHbl pPe3y/ibTaTbl OLEHKM 3PPEeKTUBHOCTM mep
MWHUMU3AUMKN pUCKa. B 0606LIEHHOM BuAEe NpeacTaB/AfeTca COOTBETCTBYOLWAA WHPopmauus no
3GPEKTUBHOCTU U (MIM) OrpaHMYEHUAM KOHKPETHbIX Mep MUHUMM3ALMN PUCKA MO  BaXKHbIM
NAEHTUPULMPOBAHHBIM PUCKAM, KOTopas Oblaia NoJlyyeHa 3a OTYETHbIN nepuos. PesynbTaTbl OLEHKM 3a
OTYETHbIV Nepuoa NPeACcTaBAAOTCA B NPUNOKEHUN K OTYETY.

8.5.17. Pa3gen NOOB "OueHka nosb3bi".

8.5.17.1. Moppasaen "BaxkHaa 6a3ncHas WHPopmaumsa no 3OPEKTUBHOCTM IEKAPCTBEHHOIO
npenapara, NoJlyyeHHasn B X04e KNMHUYECKUX UCCNEA0BAHUI U NPUMEHEHUA B MEAULMHCKON NpaKTuke"
Moos..

B noapaszene CyMMWMPYeTCs OCHOBHas MHpopmauua no 3PpPeKTMBHOCTM NEKapCTBEHHOMO
npenapata B XoA4e KIMHWYECKMX WcCnenoBaHui M 3pPeKTUBHOCTb, NPOAEMOHCTPUPOBAHHAA Npu
NPUMEHEeHUN B MEAULMHCKOW NMPaKTMKe OT Hayasla OTYeTHOro nepuoda. JaHHas uHdopmauma 4oKHa
MMETb OTHOLIEHWNE K 04,06PEHHbIM NOKa3aHUAM K MPUMEHEHUIO.

Ona NNEKaPCTBEHHbIX MPENapPaToB C HECKOJ/IbKUMU NMOKa3aHUAMMU, LLeNIeEBbIMU NONyAALUAMAU U (VIJ'IVI)
cnocobamm BBeAEHNA NO/b3a A0/1KHa 6bITb OXapaKTepnsoBaHa B OTAE/IbHOCTU MO KaXXaomMy d)aKTopy.

[na nekapcTBEHHbIX NPENApPaToB, Y KOTOPbIX 33 OTYETHbIN Nepunog, 6bl1v BbIABAEHbI CYLLECTBEHHbIE
n3meHeHua npoduns 6e3onacHoOCTU am apGeKTUBHOCTH, AaHHbIV NOAPA3AEN AO/KEH BKAOYATb B cebA
[0CTaTOYHYI0 MHPOPMALMIO N0 06OCHOBAHMIO OOHOBAEHHOW XapPaKTEPUCTUKM NOJb3bl IEKAPCTBEHHOTO
npenaparta, OoTpakeHHoN B nogpasgene "Xapakrepuctuka nosb3bl" MOOB. CoaeprkaHue U cTeneHb
aetannsaumm uHdbopmaumm, npeactaBleHHON B pasgene, MOMKET BapbMpPOBATbCA MO PaA3/IUYHbIM
NeKapCTBEHHbIM NpenapaTam (Npu HeobXoANMOCTH) cneayroLLmMe acneKTbl:

aNnaemMmmnonorma n nponcxoxgeHne 3a60ﬂeBaHMﬂ,‘

XapaKTepPMCTUKA NOAb3bl (HanpuMep, AMarHocTnyeckasn, NpopuAaKTMYECcKan, CMMNTOMaTMYecKas,
6one3Hb-MmoandbMLMpYOLLAS);

Ba*XHbleé KOHe4YHbleé TOYKHKU, noAaTBepXAarwouwme nonbly (HaanN\ep, B/IMAHNE HA CMEPTHOCTD,
CMMNTOMATURY, VICXOAbI);

AO0Ka3aTenbCTBa Bd)d)eKTVIBHOCTM B K/IMHNYECKUX nUccnenoBaHmnAx u MEAMLI,MHCKOVI NpPakKTnuKe no
CpaBHEHUIO C nNpenapaTtom CpaBHEHUA (HaanN\ep, CpaBHUTE/NIbHbIE KINMHUWYECKME UCCnenoBaHUA C
dKTUBHbIM KOHTPO1EM, M€Ta-aHa/1n3bl, O6C€pBaLI,MOHHbIe MCCﬂeAOBaHMﬂ);

TeHAeHUMM U (MAKM) [AOKasaTeNbCTBa MOAb3bl MO BaXKHbIM MOMYJAAUMOHHBIM MOArpynnam
(Hanpumep, BO3PACTHbIM, MOAOBLIM, 3STHUYECKMM, MO CTENEeHU TAXKeCTU 3aboneBaHUA, reHeTUYEeCKoOMY
noAnmopdusmy) B ciyyae, eciv 3To MMeeT OTHOLLEHWUU K OLeHKe COOTHOoWeHMA "nosb3a - puck".



8.5.17.2. Noppasgen NOOB "Hoeas BbiABNeHHAA MHGOPMAUMA NO 3PPEKTUBHOCTU, NOAYHEHHASA B
X04e KAMHUYECKUX UCCNefoBaHUA U MTPUMEHEHNA B MEAULIMHCKOM NpaKTuKe".

Ons HEKOTOPbIX NEKAPCTBEHHbIX NPenapaToB 3a OTYETHbIN Nepuoa MoXeT bbiTb NoayYyeHa HoBas
mHpopmauma no sGpPeKTUBHOCTU B KIMHUYECKUX UCCIeA0BaHUAX U MEANLMHCKON MPaAKTMKe, KoTopas
OONXKHa ObITb npeacrasneHa B nogpasaene. OtaenbHaa MHbOpMaUMA MO AOKasaTenbHOM bOase B
OTHOLWIEHMM Heo[0bpeHHbIX NOKa3aHWN N0 NPUMEHEHUIO He BK/OYAETCA B pPasges, 33 UCKAOYEHNEM
CNy4yaeB, €CAM 3TO MMEET OTHOLLIEHME K OLLEHKE COOTHOLLEHMSA "No/b3a - pUck'.

Ocoboe BHMMaAHME B MNogpasgese yaensaerca BaKUMHAM, aHTUMHOPEKUMOHHBIM M MHbIM
npenapatam, A8 KOTOPbIX U3MEHEHUA TepaneBTUYECKOW cpenbl MOTYT MOB/MATb HA COOTHOLUEHME
"nonb3a - pUck" ¢ Te4eHMEM BpPEMEHM.

CopepaHue 1 cTeneHb AeTanm3aunmn nidopmalmm, npeacTaBAseMoin B JAaHHOM pasfaene, MoXKeT
BapbMPOBATLCA B 3aBUCMMOCTM OT IEKAPCTBEHHOTO NpenapaTa. B cnyyae oTcyTCcTBUA HOBOWM MHDOPMaLMK
33 OTYEeTHbI Mepuoa MOMKET NMPUBOAUTCA CCblIKa HA pasgen "BakHaa 6asucHas uMHpopmauma no
3bbEKTUBHOCTM NEeKapCTBEHHOrO npenapaTta, NOJlyYeHHadA B XO4e KAMHUYECKMX WCCNef0BaHUN U
NpPUMeHeHUs B MeaunuMHCKon npakTmnke" NOOB.

8.5.17.3. NMopgpasaen NOOE "XapaKkTepuctmka nosb3sbl".

B noagpasgene npeacraBnaeTca O6'be,LI,MHEHHaFI I/IHd)OpMaLI,I/I‘r'I Nno 6a3nCHbIM U HOBbIM AaHHbIM NO
TepaHeBTMHeCKOVI nonb3e, KOTopble CTa/M U3BECTHbI 3a OTYETHbIN nepuoa no O,D,O6peHHbIM NOKasaHnAam.

B cnyyae oTcyTCTBMA HOBbIX AAHHbIX NO NPOGUI0 NOb3bl U OTCYTCTBUA 3HAUYUTENbHbIX U3MEHEHUI
npodpuna 6esonacHocTH, AaHHbIM Noapasgen AOMXEeH coAep)kaTb CCbIIKY Ha noapasgen "BaxkHas
6asncHaa uHbopmauusas no 3PPEeKTUBHOCTU eKapCTBEHHOro npenaparta, MNo/yyYeHHaa B Xxoge
KAMHUYECKUX UCCNeA0BaHUIA U NPUMEHEHUA B MedMLUMHCKOM npakTuKe" NOOB.

B cnyyae ecnun 3a oTyeTHbIM nepuog 6bina nonydeHa HoBaa MHbOpPMaLMA NO TepaneBTUYECKON
nosib3e M He 6blN0 3HAYMMbIX M3MeHeHUn npoduna 6esonacHOCTH, B pasgenie KpaTKo NpUBOAATCA
06beaANHEHHbIE gaHHble No 6a3ncHOM U HOBOW MHOPMALMK.

B cnyyae Hanuuus cyllecTBEHHbIX M3MEHEeHUI nNpoouna 6esonacHocTn MB60 NOyYEeHUs HOBbBIX
[AaHHbIX, NPeAnoNaraloWmx 3HaYUTeIbHO MEHbLLMI YPOBEHb TePaneBTUYECKOM NO/b3bl MO CPABHEHUIO C
M3HaYaNbHO NPOAEMOHCTPUPOBAHHLIM, B pasaene AO/KHA ObiTb NpuUBEAEHA KpaTKas KpUTMYecKas
OUEHKa A0KazaTeibHoW 6a3bl No 6e30MacHOCTU U 3PPEKTUBHOCTU B XOA4E KAMHUYECKUX UCCNEA0BaHUIA U
MeAMLMHCKOW NPaKTUKM C YKasaHWeM cneayowein HpopmaLumu:

KpaTKoeé OonuncCaHune OO0Ka3aTe/ibHOro ypoBHA AaHHbIX NO TepaFIEBTMLIECKOﬁ nonb3e (I'IpOBO[],VITCﬂ
OUuEeHKa CpaBHUTENIbHOIO acCnekTa 3¢¢EKTMBHOCTM, cteneHn BbIPa*XeHHOCTU 3¢¢EKTa, npaBUIbHOCTU
CTaTUCTUYECKOM 06pa6OTKVI, CNabblX U CUJIbHbIX aCNEKTOB MeTo40/10Tnn, COOTBETCTBUA AaHHbBIX B Pa3HbIX
nccnenoBaHuUAx;

HOBaA MHd)OpMaLI,MFI, nocCTasuBLlaA Nog COMHeEHUE CypporaTHble KOHEeYHble TOYKKN (I'IpM Ha!'IVI‘-IVIVI);
KNIMHN4YeCKaAa 3Ha4YMMOCTb BblIpPa*XeHHOCTU TePanNeBTUYECKOIo 3¢¢EKTa,'

o0606waemocTb TepaneBTMyeckoro 3¢deKTa Mmexay UenesbiMM noarpynnamu (Hanpumep,
MHPOPMALMA O HeAoCTaTOYHOCTM TepanesTuyeckoro 3ddeKkTa No Kakon-nMbo nonynsuMOHHOMN
noarpynne);

afleKBaTHOCTb XapaKTEPUCTUKK "[03a - TepaneBTUYECKU oTBeT";

NPOAO/IKUTENBHOCTb 3 PEKTa;



cpaBHUTENbHasA 3G PEKTUBHOCTb;

onpeaeneHne CTeneHn, B KOTOPOW AaHHble NMo 3PPEeKTUBHOCTU, NOJYYEHHbIe B KANMHUYECKUX
nccnefoBaHuAx, moryt 6biTb 0606LWeHbl € nonynsumen, B KOTOPOM MPUMEHAETCA JIeKapCTBEHHbLIN
npenapaTt B MeANLMHCKOM NPaKTHKe.

8.5.18. Pa3gen MOOBb "MHTerpmMpoBaHHbI aHaM3 COOTHOLWEHMA "Nob3a - pUCK" Mo 0406pPEHHBIM
nokasaHuam'".

B paspmene pepyateniem pPErucTpaLlMOHHOrO YAOCTOBEPEHWUA AO0/KHA ObiTb NpeacTasBieHa
0606L1eHHAnA OLEHKA NOJb3bl U PUCKA JIEKAPCTBEHHOTO NPenapaTta npu ero NPUMeHeHUN B KIMHUYECKOM
npakTuke. MpeacraBnseTca KPUTUYECKUMIA aHanu3 u obbeguHeHHaa MHopmauma Mo npeablaywmm
pasgesiam B 4acTu Nosb3bl M pUCKa 6e3 aybmposaHus c uHGopmaumelt B nogpasgenax "OueHKa pMCcKos
M HOBOW MHpopMaLumn" 1 "XapaktepmnctuKka nosb3bl” MOOB.

8.5.18.1. Nogpasgen NOOB "UHTerpupoBaHHbIM aHAM3 B KOHTEKCTE COOTHOLIEHMA "Nosb3a - pucK"
(BKNKOYAA MEANLMHCKYIO NOTPEBHOCTb M BaXKHble anbTepHaTMBbI)".

B noapasgene npeacraB/AeTcA KpaTkoe onmcaHmne Me,ﬂ,MLLMHCKOﬁ FIOTpE6HOCTVI B 1€KapCTBEHHOM
npenapare no 0A06peHHbIM NOKasaHnaAm " CyMMHUPOBAHHO MO anbTEPHATUBAM (Mep,VIKaMEHTO3HbIM,
XUPYPIrM4eCKUM UanM NHbIM NOKa3aHUAM, BK/IKOYAA OTCYTCTBUE I'IE'-IEHI/I‘FI).

8.5.18.2. Mopgpasaen NOOE "OueHKa npoueaypbl aHanM3a COOTHOLWeEHMA "nonb3a - puck".

CooTHoweHMe "nosb3a - pUCK" MMeeT pas3MyHOe 3HayeHWe B 3aBUCMMOCTM OT MOKa3aHMI U
uenesbix nonyaaumii. CnepoBaTesibHO, A/ JIEKAPCTBEHHbIX NPENapaToB, 3apPerncTPUMpPOBaAHHbLIX MO
HECKOJ/IbKMM NOKa3aHWAM, COOTHOLEeHMeE "Mo/b3a - PUCK" JOKHO BbITb OLEHEHO OTAE/IbHO MO KaXKg0My
MOKasaHuio. B clyyae HanMuMs CyLLeCTBEHHbIX Pas/iMuMi COOTHOWeEHMA "Mosb3a - pUCK" mexXay
noArpynnamu B pamkax 1 nokasaHus oLeHKa COOTHOLIEeHUA "Nob3a - puUcK" A0KHa 6bITb NpeacTaB/ieHa
OTZE/IbHO W AN NONYAAUMOHHbBIX MOArPYNN (eCAn NPUMEHNMO).

8.5.18.2.1. OCHOBHble BONPOCHI B OTHOLEHWNM NMOAb3bl U PUCKOB:

Knw4yeBan MHq)OpMaLI,Mﬂ, npeacraBneHHaa B npeawecTtsyrolinx pasgenax no nosib3e un pucky,
AO/TKHa 6bITb O6'be,£I,MH6Ha C UeNIblo OUEHKN NX COOTHOLWIEHNWA,

OUuEeHMBAETCA KOHTEKCT NPpUMMEHEHUA NEKAPCTBEHHOIO npenaparta (Msnequme, l'lpOd)VIJ'IaKTVIKa,
AmaFHOCTMKa), CTeneHb TAXeCTn U Cepbe3HOCTb 3a6OI'IEBaHMﬂ, uenesaa nonynayunA (OTHOCMTEﬂbHO
340poBble, XPOHNYECKHNE 3a60ﬂeBaHMﬂ),‘

B OTHOLLUEHMWM MO/1b3bl OLLEHNBAETCA ee XapaKTep, KNMHUYECKan 3HaYMMOCTb, MPOAOIKUTENBHOCTb
apdeKTa, 0606laEMOCTb, [O0KA3aATENbCTBO 3OPPEKTUBHOCTM Y MAUMEHTOB, HE OTBEYAOWMX Ha
aNbTepHaTMBHOE JIeYeHNE, BblPaXKeHHOCTb 3pPeKTa, UHANMBUAYANbHbIE 3NEMEHTbI NOJb3bl;

B OTHOWEHWUN PUCKA OUEHUNBAETCA K/IMHNYECKAA 3HAYMMOCTb (Hanpmmep, XapaKTep TOKCUYHOCTH,
Cepbe3HOCTb, 4aCTOTa, NPeaACKa3syeMoOCTb, NpPeaoTBpPaTUMOCTD, 06paTMMOCTb, B/IMAHUE Ha I'IaLI,MEHTa), a
TaKXe acCneKkTbl pPWUCKa, CBA3aHHble C MNPUMEHEHMEM He nNo 0p,06peHHbIM NOKa3aHAM, HOBbIM
NOKa3aHNAM, HENPaBWU/IbHbIM MPUMEHEHUNEM;

npy GopMyINPOBKE OLLEHKM COOTHOLEHMA "Nonb3a - PUCK" paccmaTpuBaloTca cnabble v CUbHble
CTOPOHbI, a TaK¥e HeonpeaeNeHHOCTU AOKa3aTesbHOM 6asbl C ONMCAHMEM UX BAMAHMA Ha OLLEHKY.
MpMUBOANTCA XapaKTEPUCTUKA OrPaHNYEHUIA BbINOSHEHHOW OLLEHKMN.

8.5.18.2.2. MNpeacTaBNAOTCA ONUCaHME U apryMeHTaLMA UCNob3yemMon METOA4010MMM ANA OLEHKN
COOTHOLLEHMA "Nosb3a - pUcK":



a) NpeAnoNoKeHns, PacCMOTPEHNE, COOTHECEHUS, KOTOPbIEe MOATBEPKAAOT CAeNaHHbIN BbIBOA, NO
OLIeHKe COOTHOLEeHUs "nonb3a - puck";

6) KOMMEHTaPUN B OTHOLLEHUM BO3MOMKHOCTU BblPasKeHWUs MO/b3bl U PUCKA B NpeAcTaBAeHHOM
BUAE M UX CONOCTaB/IEHUS;

B) ec/M npeacTaB/ieHa KONMYECTBEHHas OLEHKa COOTHOLLEHMA, BKAo4YaeTca o0606uieHHoe
onucaHne MeTOA0B OLEHKMU;

r) 3SKoHOMMYecKana oueHKa (Hanpumep, "ctommocTb - 3dPeKTUBHOCTL") He A0NXKHa
paccmaTpmBaTbCA NPU OLEHKe COOTHOLWEHUA "nosib3a - puck'.

8.5.19. Pasgen NOOEG "3akntoueHune MNOOB 1 npeaaaraemole nocaeayowmne AeNCTBUA B KOHTEKCTE
cAeNlaHHOM oueHKu".

3akntounTenbHbiv pasgen MOOB fonxKeH coaeprKaTb 3aKN0UYEHNE O BAUAHMM HOBOW MHOPMaLuK,
BblABNEHHON B OTYETHbIA Nepuos, Ha OOLLYIO OLEHKY COOTHOLWeEeHMA "nosb3a - PUCK" MO KaxKgomy
04,06peHHOMY NOKa3aHMIO, a TaKXKe Mo NoArpynnam nauMeHToB (eciv NPUMEHUMO).

OCHOBbIBasiCb Ha OUEHKEe KYMYAATMBHbIX AaHHbIX Mo 6e30nNacHOCTM W aHa/iu3y COOTHOLWIEHUSA
"nonbsa - puck", AepxaTtenb PerucTpaunoHHOro yAOCTOBEPEHUA OO0MKEH OUeHUTb HeobxoAMMOCTb
U3MeHeHUa MHPOpPMaLMM O NeKapCTBEHHOM rMpenapate UM MNPeaoMKUTb KOHTEKCT COOTBETCTBYHOLUMX
U3MEHEHWN.

3aKknloYeHUe A0MKHO BKAOYaTb B cebA npeaBapuTebHble NPeaoXKeHUs No onTUMMM3auum Man
OaNbHENWeNn OUEeHKe COOTHOWEHMs "Monb3a - pUCK" C Lenbilo MX nocneaylowero obcyKaeHus c
YNONHOMOYEHHbIMW OpraHamm rocyapcTe-4neHoB. [aHHble NpeaoXKeHNs MOoryT BKoYaTb B ceba mepbl
MWHUMM3ALMU PUCKa.

B OTHOLEHMM IeKapCTBEHHbIX NPenapaToB, MMEIOLLMX M1aH No GpapMakoHaA30py U MUHMMKU3ALUN
pUCKa, NpeasioKeHna LOMKHbI ObiTb BKAKOYEHb! B M1aH Mo GapMaKoHaA30py M MAaH MUHUMMM3ALLUM
pUCKa.

8.5.20. Pazgen MOOB "MpunoxeHuna kK MOOB".
Paszen ponkeH BKNOYATL B cebs cneaytowme nNpuaoKeHus:
a) cnpaBoYHasa UHPopMaLUms;

6) KYMYNATUBHbIE O606LLI,8POLLI,ME TabanyHble AaHHbI€ NO CePbE3HbIM HEXXeNNaTE/IbHbIM ABNIEHUAM,
BblAB/IEHHbIM B XO04€ KTMHNYECKUX MCC}'IeLI,OBaHMl;‘I,'

B) KYMY/ZIATUBHbIE WU WHTEPBAJ/IbHbIE O606LLI,3POLLI,ME TabanuHble AaHHbleé NO Cepbe3HbIM W
HeCepbe3HbIM HEXENAaTE/IbHbIM peaKUuMAM NO AaHHbIM NOCTPETMCTPAUNOHHOIO NpUMeHeHUA,

r) TabaMYHblE AaHHbIE NO CUrHANAM;
[) oueHKa cMrHanos (ecinm NPUMEHNMO);

E') nepeyvyeHb BCEX NOCTPETNCTPALUNOHHbIX MCC/'IEAOBBHMVI no 6esonacHocTu.

8.6. Cuctema Kavectsa MNOOB Ha ypoBHe aepKartens
PEerncTPaLNOHHbIX Yy40CTOBEPEHNI

[epKaTenb perncTpaumoHHOro yA0oCTOBEPEHNA AO/MKEH MMETb CHOOPMUPOBAHHbIE CTPYKTYPbI U
npoueccbl ANA NOArOTOBKWM, KOHTPOAA KadecTBa, o63opa n npeacrasneHma MOOB, BKAOYaA KOHTPOAb
NCMNONIHEHUA B NPOLECCE M MOC/Ae UX OLEHKN. [JaHHble CTPYKTYpPbl M NPOLLECChl A0MKHbI 6bITb ONUCaHbI B



npoueaypax, nNPUHATBIX B BUAE MUCbMEHHOrO [JAOKYMEHTa, CUCTeMbl KayecTBa JepykaTens
PEerncTPaLUoHHOro YA0CTOBEPEHUS.

Mpoueccbl papmakoHap3opa BKAOYAOT B cebsa pag HanpaBneHW, KOTOpble MOryT OKasaTb
HenocpeacTBEHHOE BAUSAHME Ha KadyecTBo MOOB (Hanpumep, 06paboTKa cooblieHUn 0 HexenaTe bHbIX
peaKkumsax, MONYYEeHHbIX B PaMKax CMOHTAaHHOINO PEMNOPTUPOBAHMA WAWN KAMHUYECKMX WCCAEeLOBAHWUM,
0630p nMTepaTypbl, BbISBAEHWE, BaAMAAUMA W OLEHKA CUrHana, QAOMNOJHUTENbHble Mepbl NOo
dapmaKoHaA30py U NOCTPErMCTPaLMOHHOW MCCNea0BaTe/IbCKOM AeATEIbHOCTU, NpoLeaypbl 06paboTku
N 06beauHEHUA JaHHbIX NMPU OLEeHKe MoJb3bl U pUCKa M Ap.). CUcTeMa KayecTBa AOJIXKHA OMUCbIBaTb
B3aMMOCBA3b MeXAy npoueccamu, KaHaiabl MHGOPMUPOBAHUA M 006A3aHHOCTM MO npoueaypam cbopa
BCEM umerlowen oTHoweHue nHbopmaumm ansa BraoveHus B MOOB. [osKHbl 6bITb paspaboTaHbl U
BHeAPEHbI A4OKYMEHTMPOBAHHbIE NpoLeAypbl MO KOHTPO/IKO KayecTBa NPOLECCOB C Lenbio obecneyeHus
MOMIHOTbI M TOYHOCTU JaHHbIX, npeactasnsemblx B [MOOB. Ba)KHOCTb MHTErpMpPOBAHHOWM OLEHKM
COoOTHOWeHMA "nosnb3a - puck" onpepenser HeobxoauMMocTb obecneyeHUs BKNaZa Pa3AUYHbLIX
AenapTameHToB unu otaenos npu noarotoske NOOBb.

NMOOB ponKeH cogep:KaTb OLEHKY CneuMasnbHbIX 3aNpPoCcoB Mo acnektam npoduns 6es3onacHoCTu
CO CTOPOHblI YMNONHOMOYEHHbIX OpPraHOB [FOCYAaPCTB-Y/IEHOB. Y AepXaTtena perncrpaumoHHOro
y40CTOBEPEHUA [0MKeH ObiTb pa3paboTaH M BHegpeH mexaHWsm, obecrneuymBalroLM HagnexKallyto
06paboTKy 1 OTBETbI Ha 3aNPOChI YNOJHOMOYEHHbIX OPraHOB roCyAapCTB-YN1E€HOB.

MpeactaBneHne ob6oblwarowmx TabAMYHbIX  OaHHbIX  AOMKHO noAsepratbCa  npoueaype
BepUGUKaALUMU [aHHbIX B OTHOWEHUM 6a3 AaHHbIX AepXaTena PerncTpauyoHHOro YAOCTOBEPEHUs C
uenbio obecneyeHmss TOYHOCTU U MOJIHOTbI NPEACTaBAAEMbIX AaHHbIX B OTHOWEHUWU HeXenaTeNbHbIX
peakuuii U aBneHuit. Mpouecchbl pasmelleHns 3anpocoB B base AaHHbIX, UCNOb3yeMble NapamMeTpbl ANA
U3BAEYEHMA AaHHbIX U KOHTPOJIb Ka4ecTBa A0/KHbI BbiTb HagNexXalWwmm 06pa3om AOKYMEHTUPOBaHbI.

Hapgnexawaa cuctema Kadectsa Aepxarena perncTpatMoHHOro yaoctoBepeHmAa OO0J1KHa
UCKNTIIOYNTL PUCK HEBbLINO/IHEHNA AepXKaTenem pPernctpaymnoHHoOro yanocroBepeHua TpeﬁoBaHMVl
3aKOHOA4aTeNbCTBA, TAKMUX KaK:

HenpeAcTaB/ieHMe oT4yeTa: NonHoe HenpeacTasneHue MOOB, HapyweHue rpaduKa UAM CPOKOB
nogayun MOOB (6e3 npeaBapuUTENbHOIO COFNAacOBaHUA C YNOMHOMOYEHHbIMU OpraHamMu rocyaapcrs-
Yy/seHoB);

HeoboCHOBaHHOE HenpeacraBneHme 3aﬂp0LUEHHOﬁ MHd)OpMaLI,MM,'

HW3KOEe KayecTBO OTYETOB (M/0X0e AOKYMEHTMpoBaHMe Mb6Oo HepocTaTouyHas MHopmauma Mam
OUEHKa, NpeacTaBNeHHble A5 BbINOMHEHWUA aHa/M3a HOBOM MHpopmaLmMm no 6e30nacHOCTM, CUrHaNoB
no 6e30NacHOCTM, OLEHKN PUCKA, OLLEHKM MOb3bl U MHTErPUPOBAHHOIO aHaN3a COOTHOLWEHMA "No/b3a
- pUCK", OTCYTCTBME YKa3aHUA O HENPABUAbHOM NPUMEHEHMU, OTCYTCTBUE CTAHAAPTHOW TEPMUHONOTUM,
Heob0CHOBaHHOE UCK/IOYEHUE CyYaeB, HenpeacTaBaeHe MHPopmMmaLmmn nNo GakTopam pUcKa);

npeacrasneHue NOOB 6e3 oTpaxKeHWs paHee NoYYEHHbIX 3aMNPOCOB OT YNONHOMOYEHHbIX OPraHoB
rocyAapcTB-4Y/1eHoB.

Bce 3HauYMMble OTKAOHEHMA OT npoleaypbl NOArOTOBKM U npeacTasiaeHuna NOOB A0MKHbI BbiTh
[OKYMEHTMPOBAHbl W MPUHATbI COOTBETCTBYIOWIME KOPPEKTUPOBOUYHbIE W NpeaynpeauTenbHble
meponpuatua. [laHHaa AOKYMeHTauma AoMKHa bbITb A4OCTYNHa B Ntoboe Bpems.

B cnyyae genernpoBaHuA ob6s3aHHoOCTel no noarotoske MOOB TpeTbMm CTOpPOHaM AepikaTesnb
PerucTpaunoHHOro yA0CTOBEPEHMA AO/MKEH 0b6ecneunTb Haauume y TPeTbeil CTOPOHbI Haa/erKallel
cMCTeMbl KayecTBa, COOTBETCTBYloWel TpebosaHuam npasa Coto3a M 3aKOHOAATENbLCTBA FOCYAAPCTB-
YNeHoB.

8.7. O6byueHue nepcoHana npoueaypam no NOOB



OTBETCTBEHHOCTbIO NKMLA, YNOAHOMOYEHHOro no d¢apmaKoHaas3opy, ABAAETCA obecneyeHue
Hagnexawen KeanuduKaumm, onbiTa M 0byvyeHUAa nepcoHana no QapmaKkoHaA30py, OLEHKe
MeANUMHCKON MHbOPMALMM M KOHTPOA KayecTBa, 3a4eMCTBOBaHHbIX B Mpoueaypax MoAroTOBKM,
0630pa, KOHTPOJIA KauyecTBa, oueHKM U npeactaBneHma NMOOB. CneayeT ocylWecTBaAATL Heobxogumoe
obyyeHne no pasnnYHbIM NpPOLLeccam, acneKTam 3HAHUM U HaBblKam, CBA3aHHbIM ¢ GapMaKOHaL30POM.
HanpasneHua obyyeHua p[onKHbI BKAOYATb B ceba acnekTbl npaBa Coto3a M 3aKOHOAATE/NbCTBA
rocyapcTB-41€HOB, PYKOBOACTB, HAYyYHYH OLLEHKY AaHHbIX, MMCbMEHHbIE Mpoueaypbl NO acnekTam
noarotoBkn NMNOOB. [lokymeHTUPOBaHME NpoLecca 0byyeHMa AOMKHO NOATBEPKAATb €ro NPOXoXKAeHue
[0 Ha4yana BbINOJIHEHUA cOOTBETCTBYOWMX PyHKUMIM no MOOB.

8.8. Mopapok npeacrasnenma NOOBb

8.8.1. CTaHZapTHbIV nopsaaok npeactasneHuns NOOB.

MNepuoguyHoctb U cpokn npepcrtasneHna MOOB neKkapcTBeHHbIX NpenapaTtoB onpeaenaArTcA
COr/IAaCHO NepeyHto, YyTBEPKAAEMOMY YNOJTHOMOYEHHbIMM OPraHamm rocyAapcTB-4/1eHOB.

Ona nekapcTBeHHbIX NpenapaTtoB, MeXAyHapoAHOe HenaTeHTOBaHHOe HaMMeHOBaHue Wau
rPynnMpoBOYHOE HaMMeHOBaHME KOTOPbIX He BK/IOYEHbl B YKA3aHHbIA MepeyeHb, NepUoaUYHOCTb
npeacrtasneHua NOOB cocTtasnseT:

Karkable 6 mecaues OT MeXKAYHAPOAHOM 4aTbl PerucTpaumm B Te4eHne nepsbix 2 feT;

€XXeroaHo B TeYeHMe nocnenyowmx 2 neT;

hanee - Kaxaple 3 roga.

Cpok nogaum MOOB coctaBnset He 6osee 90 KaneHAAPHbIX AHEN C AaTbl OKOHYaAHMA cbopa AaHHbIX.
8.8.2. BHeouepeaHasa nogaya MOOB.

NOOB nognexut nogadvye HesamepamtenoHo. lNogrotoska MOOBb fonXHA ocywecTBAATLCA He
6onee yem 60 KaneHAAPHbIX AHEN C AaTbl NONYYEHUS MUCbMEHHOrO 3anpoca YNoJHOMOYEHHOro opraHa
rocyaapcrBa-ysieHa.

8.8.3. ®opma nogaum MNOOBG.

MOOB noanexuT nogaye B 31EKTPOHHOM BUAE C BO3MOXKHOCTbHO TEKCTOBOrO NOMCKA Ha PYCCKOM
A3bIKE WM aHIIMMCKOM A3bIKe C 06A3aTeNIbHbIM NepPeBOoAOM Ha PYCCKMI A3blK CAeAyIoWMX Pas3aenos:
KpaTKoe M3/10}KeHMEe OCHOBHOIO COAepKaHMA, MHTErPUPOBaHHbII aHAaAN3 COOTHOLWEHMA "Nonb3a - puck”
no o406peHHbIM NOKa3aHUAM U 3aKao4eHue. Mo 3anpocy YNoJAHOMOYEHHOMO OpraHa rocy4apcrea-ysieHa
AepyKaTeNlb PerucTpaLMoHHOro ygoctoBepeHua o06s3aH B TedyeHun 30 KaneHZAPHbIX AHEW CO AHA
No/ly4YeHuna TaKoro 3anpoca NpeacTaBUTb NepeBOA Ha PYCCKUIA A3bIK Apyrux pasgenos MOOB.

8.9. Mpouecc oueHkM NMOOB Ha TeppPUTOPUAX FTOCYAAPCTB-YNEHOB
YNOAHOMOYEHHbIMM OpraHaMu rocyfapCcTB-41eHOB A0/IKHO 06ecneymnBaTbCa BbINOSHEHME OLEHKM
MOOE c uenbio onpeaeneHns cooTeeTcTBMA TpeboBaHMAM npasa Coto3a M 3aKOHOAATEbCTBA FOCYAaPCTB-
Y/IeHOB, @ TaK¥Ke BO3MOXHbIX M3MeHeHW Npoduia 6e30NacHOCTM NEKAPCTBEHHOIO NpenapaTta U BAUAHUS
3TUX U3MEHEHWIN Ha OLEHKY COOTHOLEHMSA "Nosb3a - pUCK" NeKapCcTBEHHOrO Npenapara.

9. YnpaBieHne curHanom

9.1. CTpyKTypbl 1 NpoLeccol



9.1.1. MCTOYHMKM NONYYEHUA CUTHANOB U UX 06paboTKa.

9.1.1.1. NCTOYHMKM MOJIy4EeHUA CUrHANOB BK/OYAIOT B cebs Bce AaHHble, MOsy4yaemble Mpu
NPUMEHEHUN IEKAPCTBEHHbIX NPenapaToB, BKAOYAA AOKAMHUYECKNE U KIWHUYECKUE AaHHble, AaHHble
meToz08B GpapMaKoHaA30pa U CUCTEMbI KOHTPOAA KayecTBa. [laHHble MOTyT BKAOYaTh B cebs cBeaeHus,
noslyYyaemble CUCTEMOM CMOHTAHHONO PEMNOPTUPOBAHMA, CUCTEMAMM AKTUBHOMO MOHWUTOPMHIA, B
pesynbTaTe NpoBeAeHMA HEMHTEPBEHLMOHHbIX NCCeL0BaHNMN, KIMHUYECKUX UCCNEA0BAHUNA U U3 APYTUX
WUCTOYHMKOB MHbOPMaLUMK.

9.1.1.2. CurHanbl W3 CMOHTaAHHbIX COODOLWEHUN MOMKHO OOHAPYXUTb B WHAUBUAYANbHbIX
COODLLEHMNAX O HEMXKENATENbHbIX PeaKLMAX, BKAIOYEHHbIX B 6a3bl AaHHbIX O HeXenaTeNbHbIX peaKkuusax,
CTaTbsIX M3 HayyHol nuTepaTypbl, MOOBE nan apyroit MHbOpMaALUKM, NPELCTABNEHHOW AepXKaTensimu
PErMCTPALMOHHBIX YAOCTOBEPEHMIA B pPaMKax npoueayp, onpeaeneHHbix npasom Coto3a WU
3aKOHOZATe/IbCTBOM  FOCYAapCTB-Y/1EHOB (Hanpumep, MW3MEHEHUs W  OO0MNOJIHEHUs, NpOoAJ/ieHue,
06s3aTeNbcTBa MO NOCTPErUCTPaALMOHHBbIM — UCCIeA0BaHUAM) WAW  MOCTOAHHO  BbINOJIHAEMOrO
MOHMWTOPUHIA COOTHOLLEHUSA "NoJIb3a - PUCK" NeKAPCTBEHHbIX NPEnapaTos.

9.1.1.3. CurHanbl MoryT OblTb BbIIBAEHbI MPU NPOBEAEHUN PA3/NYHbLIX BMAOB WCCAELOBAHWMA,
BKIOYAA JOKANHUYECKNE, UHTEPBEHLMOHHbIE N HEMHTEPBEHLIMOHHbIE UCCe0BaHUA, CUCTEMATUYECKNE
0630pbl, MeTa-aHanu3bl. PasnnyHble BMAbI aKTUBHOTO MOHWMTOPUHIA MOTYT MOMOraTb B BblfAB/JEHUM
CUFHA/IOB, @ TaKXe CTUMYAMPOBaTb MPOLECC PernopTUPOBAHUA CNeLmanucTammn onpeneneHHbIX TMNnos
HerKenaTeslbHbIX PeakLui.

9.1.1.4. [dpyrMe  WCTOMHMKM  WHPOpPMaLMM  BKAOYalOT B ceba  MHPOPMALMOHHO-
TeNIEKOMMYHUKAUMOHHY0 ceTb "UHTepHeT", undposbie cpeactsa (obuwepnocTynHble Beb-caliThl,
coumanoHble cetn, 6aorn) uam apyrme cucTemol, Yepes KoTopble MauueHTbl U NoTpebuTtenn moryt
Co0bWMNTb 06 ONbITE PA3BUTUA HEXKeNATENbHbIX PeaKLMIA HA IEKAPCTBEHHbIE NpenapaTol.

9.1.2. MeTtogonorma o6paboTKM CUTHANOB.

9.1.2.1. O6HapyKeHWe CUrHanoB AO0/KHO NPUAEPHKUBATLCA CTPYKTYPUPOBAHHOM U NPU3HAHHOWM
METOZ0/10rMM, KOTOPas MOXKET BapbMPOBATbCA B 3aBUCMMOCTM OT BUAA JIEKAPCTBEHHOrO Npenapara, B
OTHOLLEHMM KOTOPOTO BbINOJIHAETCA NpoLeaypa.

9.1.2.2. C uenbio OLEHKM [0Ka3aTe/bHOW OCHOBbI, MOATBEPKAAIOLWEN MOCTYNUBLUMIA CUTHAN,
HEeobXoAMMO MPUMEHATb CTPYKTYPUPOBAHHYIO M MNPU3HAHHYIO METOAO0/IOTUI0, KOTopas A0/KHA
YYUTbIBaTb KIMHNYECKYHO 3HAYMMOCTb, CTENEHb AOCTOBEPHOCTM B3aMMOCBSA3M, COr/TACOBAHHOCTb AaHHbIX,
B3aMMOCBA3b CTEMNeHW BO3AENCTBUS WU peakuumn, NPUUYNHHO-CNEACTBEHHYIO CBA3b, BUMONOrMYECKYHo
npaBaonoA0bHOCTb, 3KCNEpMMEHTaNbHbIe PE3Y/bTaTbl, BO3MOXHbIE CXOAHbIE MO XapaKTepy AB/EeHUsA
OaHHble,

9.1.2.3. MpV NPUOPUTU3ALUN CUTHANOB YUMTLIBAIOT HOBM3HY BbIABNEHHOM B3aMMOCBA3M WU
NeKapCTBEHHOrO Npenaparta, paKkTopbl, UMEIoLLME OTHOLWEHME K 3HAYMMOCTHN B3aMMOCBA3U, CEPbE3HOCTU
COOTBETCTBYIOLLEN PeaKLMM U GAKTOPbI, UMEIoLWME OTHOLEHWNE K OKYMEHTUPOBAHMIO COOBLLEHMS.

9.1.3. Npouecc 06paboTKN CUTHANOB.
9.1.3.1. BeegeHue.

9.1.3.1.1. Npouecc 06paboTKM cUrHanoB BKAOYaeT B cebs cTaaum OT BbIBAEHWS CUrHana Ao
BblpaboTKN pekomeHaauui. NMpaBuaa BbiNONHEHUA 06PabOTKN CUTHANOB UMEIOT OTHOLUEHME KO BCEM
3aMHTEpecoBaHHbIM CTOPOHaM, Y4YacCTBYHOWMM B KOHTpose 6e30nacHOCTU 3aperncTpupoBaHHbIX
JIeKapCTBEHHbIX NPenapaTos.

9.1.3.1.2. NMpouecc 06paboTKMN CUrHaNOB BKAOHAET B cebA caeaytolme cTaguu:



a) BbIIBNIEHWE CUTHaNa;

6) Banuaauma cUrHana;

B) aHa/M3 U NPUOPUTMU3ALUA CUTHANA;
r) oueHKa curHana;

[) pekomeHaaumm no AencTBusam;

e) obmeH nHdopmaumei.

9.1.3.1.3. lpepacTaBneHHble Bble CcTagun npouecca 06pPaboOTKM M3N0XKeHbl B JIOFMYECKOM
nocnegosatesibHocTU. Pabota ¢ OTAENbHbIMM  AOCTYMHBIMWM  UCTOYHWKAMKM  MHbOPMaUmK,
MCNosib3yeMbIiMU A1 06HapyKeHMA CUTHAI0B, MOXKeT noTpeboBaTb rTMOKocTK B 06paboTKe cuUrHanos, B
YyacTHOCTHU:

ecnn obHapyeHue curHanos 6asupyetcA Ha o0630pe WHAMBMAYANbHbIX COOOLWEHUI O
He)KenaTesibHbIX peakuuax, npoueaypa MOMET BKIOYATb BepuUPUKALMIO UM NpenBapuUTesibHYo
NpUOPUTM3aLMIO 0BHAPYKEHHOTO CUTHANa;

€C/1 CUTHan BbiABNEH MO 06'be,£l,MHEHHbIM pe3ynbTtaTtam nccnenoBaHuA, Kak NnpaBuni10, HEBO3MOXKHO
OUEHUTb KaxXaoe nHaunsunayaaibHoe COO6LLI,EHI/I€, 1 B pe3ynbTrtaTte BaMaaunun MmOoXeT I'IOTpGﬁOBaTbCH c60p
AONO/ITHUTE/IbHbIX OaHHbIX.

PekomeHpgaumn no AEﬁCTBMHM (C nochegyrowmm npuHATMEM peweHna B COOTBETCTBUU C
MeXgyHapoaHbIMKN A0roBopamm MU aktamu, COCTaBaAOWMMU NMPaBo Coto3a, M 3aKOHOAATE/NIbCTBOM
I'OCV,D,apCTB-‘-II'IeHOB) M obmeH MHd)OpMaLI,MEﬁ ABNAKOTCA KOMMNOHEHTAaMK, KOTOpPbIE HeO6XOAMMO
Y4UTbIBATb Ha Ka)KAOﬁ CTaaunmn npouecca.

9.1.3.2. BoiaBneHue curHana.
9.1.3.2.1. Ko Bcem meToaam BbIsIBEHMA CUTHANA NPUMEHSAIOTCA ceaytolwme TpeboBaHus:

a) MCFIO!'Ib3yeMbIﬁ MeTo4 AO0/XKEeH COOTBETCTBOBATL O6'bEMy AaHHbIX (Hanpmmep, ncnoab3oBaHme
CNNIOXKHbIX CTAaTUCTUYECKMUX METOA0B MOXKET HE NOAXOAUTb ONA Hebosblworo obbema AaHHbIX),'

6) H606X0,D,MMO Y4YnUTbIBATb AaHHbIE N3 BCEX COOTBETCTBYOWNX NCTOYHNKOB;

B) AOMKHbI 6bITb BHEAPEHBI CUCTEMBI, FAPAHTUPYHOLLME KaYecTBO BbINOHAEMON AEATENbHOCTU MO
0BHapYKEHWNIO AaHHbIX;

F) pe3ynbTaThbl 063opa KYMYZATUBHbIX OaHHbIX A0/1XKHbl CBOEBPEMEHHO U HagNneXalnm o6pa30M
OoUueHMBaTbCA KBaI'IVId)VILI,VIpOBaHHbIM NNUOMm;

A) npu  obBHapyXeHuM yrposbl o06LecTBEHHOMY 3[40POBbI0 AO0/MKHbI  NpPeaAnpUHUMATbLCA
He3ameaauTebHble N 3PPEKTUBHbIE AENCTBUA;

E') npouecc BbiABNAEHUA CUTHANOB O0/1XKEH 6bITb Haganexawumm o6pa30M AOKYMEHTUPOBAH,
BK/IloYan ob6ocHoBaHMe meToda U nepnogmnyHoOCTU BbINOJIHEHUA ,D,El\;iCTBMl\;I no 06Hapy>KeHmo CUTrHanNoB..

9.1.3.2.2. ObHapyXeHue cUrHanoB no 6e30NacHOCTU MOXKHO OCYLLLECTBAATL HA OCHOBaHUKN 0630pa
6a3 gaHHbIX MHAMBMAYA/bHLIX COOOLLEHUI O HeXKenaTesbHbIX pPeaKkumax, CTaTUCTUYECKOro aHaausa
60/1bLWKMX 633 AAHHbIX UM HAa OCHOBAHUM KOMBWHMPOBAHHOIO NOAX043, OCHOBAHHOMO Ha COMETAHMUM ITUX
MEeTO/08.

9.1.3.2.2.1. O630p MHAMBUAYA/bHbIX OTYETOB NO 6€30MaCHOCTU.



NHamBuayanbHble COOBLWEHNA O HEXKeNaTe IbHbIX PEAKLUAX MOTYT ObiTb MOJy4eHbl U3 CMOHTAHHOM
CUCTEMbI PENOPTUPOBAHMSA, aKTUBHbIX GOPM MOHUTOPUHIA, KTMHUYECKMX UCCNeA0BaHWUN UM MOTYT BbiTb
onyb6aMKoBaHbl B MeAWMLMHCKOW nuTepatype. Hanmume 1 coobuieHna O cepbe3HON WM TAXKenou
HeXKenaTebHOM peakuuu (Hanpumep, 06 aHadUNAKTUYECKOM LLOKE) MOKET BbITb A0CTaTOYHO A8 TOrOo,
yTObbl 06PATUTL HA 3TO COObLIEHNE BHMMAHME M NPeAnpUHATL AanbHenwmne aencrena. MHGopmauus,
noanexalwan ouUeHKe, AOMXHa BKAYaTb B cebsa KoanyectBo cooblleHMn (nocne WCKAYeHUs
NOBTOPSAIOLIMXCA  COOBLIEHUI U cooblEeHnii, O0POPMNEHHbIX HeHagnexKalwum  obpasom),
Aemorpaduryeckme gaHHble NauueHTa (Hanpumep, BO3pacT M Mos), NOAO3peBaeMblli 1eKapCTBEHHbI
npenapat (Hanpumep, BBeAeHHas [03a) W HeMKenaTes/bHyl peakuuto (Hanpumep, MNPU3HaAKU U
CUMMTOMbI), BPEMEHHYIO B3aMMOCBA3b, KAWHWYECKUA WCXOA4 B CBA3M C MPOAO/BKEHUEM UK
npekpaweHnem npuema JIeKapCTBEHHOrO npenapata, Haauuyme NOTEeHUMANbHbIX anbTePHaTUBHbIX
NPUYMH PasBUTUA HeXKenaTeNIbHOTO fB/IEHUS, OLEHKY OTnpaBuTenem coobuweHna npUYMHHO-
CNeACTBEHHOM CBA3M U [OCTOBEPHOCTb 6MO0rMYeCcKOn 1 GapMaKoIOrMYecKomn CBA3MU.

9.1.3.2.2.2. CTaTUCTMYEeCKMEe aHanu3bl B 60n1blunx 6asax gaHHbIX.

CyLLecTBYIOT pasnyHble CTaTUCTUYECKUE METOAbI aBTOMATUYECKOrO BbISIBNEHUS CUrHAMN0B UCX0AA
M3 HeNpPOMOPLMOHAAbHOCTU KONMYECTBA OTYETOB, TO eCTb 60/1ee BbICOKMI YPOBEHb PENOPTUPOBAHMA O
npeanosiaraeMoli MoA03PeBAEMOl HEeXKesaTe/IbHOM pPeakuMyM Ha COOTBETCTBYHOLLEE JAelCTByloLLee
BELLECTBO W/IM JIeKapCTBEHHbIM NPenapaT Nno CPaBHEHUIO C APYTMMU LEUCTBYIOLLMMM BeLwecTBaMy Uam
NNeKapCTBEHHbIMM NpenapaTtamu B 6ase AaHHbIX. MCNonb3oBaHWE CTaTUCTUYECKUX METOL,0B NOAXOAUT He
AN BCeX cuTyaumid. Mpu Ncnosib30BaHMM CTaTUCTUYECKMX METOA,0B M BbiIbOpe KpuTepues naeHTUdmnKaumm
CUTHANOB C/eAyeT YyuuTbiBaTb OO6BEM [AaHHbIX, MOJHOTY AOCTYNHOW WHPOPMALMKM U CEepbesHOCTb
HerKenaTenbHOW peakuum.

nepVIO,CI,W-IHOCTb BbIMNONHEHNSA CTaTUCTMYECKOro aHanuMsa 6asbl AaHHbIX W TeHepupoBaHUA
CTaTUCTUYECKOIro OT4eTa 3aBUCUT OT XaPaKTEPUCTUKU ,D,EVICTBYPOU.LGFO Bewecrtsa UaM NeKapCTrBeHHOro
npenaparta, NoKasaHui K NMPUMEHEHUNIO N NOTEHUUNANBHbBIX NN M,CI,EHTVICI)I/ILI,MpOBaH HbIX PUCKOB.

9.1.3.2.2.3. KoMbuHaums CTaTUCTUYECKUX METOAOB M 0630pa WMHAMBMAYA/IbHLIX OTYETOB MO
6e30nacHOCTW.

CTaTucTMyeckMe OT4YeTbl MOryT ObiTb MpegHasHayeHbl AN  BblSBNEHWA MO403PEeBaEMbIX
HeKenaTesbHbIX PeaKuMi, COOTBETCTBYIOWMX MPeABapUTEIbHO ONpeaeneHHbIM KPUTepUAM 4acToTbl,
CTEMNEHN TAMKECTWU, KAMHMYECKOM 3HAYMMOCTW, HOBM3HbI MW CTAaTUCTUYECKOW B3aMMOCBA3U. TaKue
buNbTpylOWME MeToAbl MOTYT YNPOCTUTL OTOOP Haubosee BayKHbIX MHAMBUAYA/NbHbIX COOBLEHUI O
HeKenaTesbHbIX peakumsax, pacCMaTPUBAEMbIX Ha NepPBON CcTaauu npoueaypsl. MpesenbHoe 3HayeHue
NnoKasaTtens, UCNosib3yemoe B 3TOM GUAbTPYIOWEM npouecce (Hanpumep, He meHee 3 coobLLeHU),
MOXET BapbMpPOBaTbCA B 3aBUCUMOCTU OT KAMHUYECKON 3HAYMMOCTU NOA03PEBAEMON HEXKenaTeNbHOM
peakumMm W CcurHana, BAMAHMA Ha obliecTBeHHOe 340pOBbe M CTEMEHW PacnpoCTPaHEeHHOCTU
NCMNO/Ib30BaHMNA NEKAPCTBEHHbIX NPenapaTos.

Mpu MCNoONb30BaHUM aBTOMATUYECKOro CKPUHWMHIA B rnpouecce O6Hap\/)‘KEHMF| CUrHanos
cooTBeTCcTBYHOWME MHONBUNAYabHbIE COO6LU,EHMF| O HeXXeNaTe/ibHbIX peakunax cneayert B Ll,a}'IbHEVILUEM
Mn3y4aTb NO OTAE/NIbHOCTU.

He3aBncMMO OT MCNO/Ib3yemMoro CTaTUCTUYeCKoro metoga npoueanypa O6Hap\/)KEHMFI CUrHanos
Bcerga QAO0/1XKHa BK/IKOYaTb B cebn KIMHNYECKYIO OUEHKY. CTaTucTmyeckui MeTod ABAAeTCA
AONONMHUTENIbHBIM METOA0M BbIABNEHNA U Banngaunn CUrHana.

9.1.3.3. Baanpauma curHana.

9.1.3.3.1. Mpun BbLIABNEHUN CUTHaNa BbIMNONHAETCA OLEHKa AaHHbIX C Uenbio Bepudukaumm u
noATeepXaeHnsa Toro ¢akta, YTo AOCTynHas WUHPOPMaLMA COAEPMKUT AO0CTaTOYHble [0Ka3aTe/nbCTBa
BbIABNIEHWA HOBOW MNOTEHUMANbHOW MNPUYMHHO-CNEACTBEHHON CBA3WM WAW HOBOFO acneKkTa paHee



YCTAaHOBNEHHOW B3aMMOCBA3WU. Pe3ynbTaTbl BaAngauuMm onpenenstoT HeobxoAMMOCTb AasibHelnlen
OLIeHKM CMTHana.

Mpu BbINO/SHEHMM MpPOLLEAYPbl BaAMAALUMN CUTHANA HE3aBUCMMO OT UCTOYHUKA €ro noJiydyeHus
HeobxoAMMO yUYuTbIBaTb:

9.1.3.3.1.1. KnMHnyecKaa 3HaYMMoCTb, Hanpumep:

YPOBEHb [,0Ka3aTe/IbHOCTU B OTHOLIEHUM MPUYUHBI ABNEHMA (Hanpumep, KOANYECTBO COOBLLEHNI
C y4eTOM BO3AEWNCTBUA, BPEMEHHOW B3aMMOCBA3M, MNPaBAONOA06HOCTU (BEepOATHOCTU) MexaHU3Ma
pa3BUTUS HeXKenaTes/lbHOW peaKkumu, pe3yibTaToB OTMEHbI M MOBTOPHOrO Ha3HAaYeHUA IEKAPCTBEHHOTO
npenapara, a/IbTePHaTUBHOIO 06bACHEHUA UM UHBIX MPUYMHHBIX PaKTOPOB);

Cepbe3HOCTb HeKeNaTeIbHON PeaKLMmn 1 ee UCXOA;
HOBM3Ha peaKkumMmn (Hanpumep, HOBble 1 Cepbe3HbIe HeXenaTebHble peakunm);

KNMHWYECKUA KOHTEKCT (Hanpumep, MoAo3peHMe Ha KAMHUYECKMI CUMHAPOM, BKAOYas apyrue
peakumm);

BO3MOXHble IeKapCTBEHHbIE B3aMMOLENCTBUA U peaKL MM y 0CobbIX rpynn naLMeHToB.
9.1.3.3.1.2. NpegLwecTBytowan MHopMaLms:
MHbopMauma yKe BKAoYeHa B OX/M nau UMM (NB);

CUTHaN yXe OLEeHeH YNnoJHOMOYEHHbIM OpraHoMm rocyaapcrea-uneHa B NOOB wan NYP, nanbo
06CyKAeH Ha YPOBHE Hay4YHOro 3KCNEPTHOIO KOMUTETA, MO0 ABNANCA OCHOBAHMEM ONA PErynATOPHOM

npoueaypsl.

Kak npaswsio, Baangaumm noasexkat CUrHaibl, He OTHOCALLMECA K BbllWeyKasaHHbIM. OgHaKo no
YK€ M3BECTHbIM CUTHaNaM MOKeT NoTpeboBaTbCcA NpPoBeseHMe BaMgaumMm B Clydyae Nogo3peBaemoro
BbIABJAEHMS OT/IMYMI MO YacTOTe PasBUTUA, OAUTENbHOCTU MEePCUCTUPOBAHMSA, CTENEHU TAXKECTU WM
ncxopa (Hanpumep, BbiSBNIEHHbIM BO B3aMMOCBA3W NeTaslbHbIM MCX04) N0 CPAaBHEHUIO C AAaHHbIMU UM
XapaKTePUCTUKOMN, BKAOYEeHHbIMKU B OX/IMN MAn paHee paccmaTpyUBaembiMM YNOAHOMOYEHHbIM OPraHom
rocyAapcrea-yneHa.

9.1.3.3.1.3. Hanuume p[gpyrMx WUCTOYHUKOB WHPOPMaLUK, 0ObEeM [aHHbIX KOTOPbIX NO
onpeaeneHHON HexXenaTelbHOM peaKLMn NpeBblilaeT NPeALWwecTBYOLLYI0 MHGOPMaLUIO:

a) iTepaTypHble faHHble 0 NOA06HbIX COOBLLEHUAX;
6) aKcnepMMmeHTabHble pe3ynbTaTbl UM BUONOTMYECKME MEXAHU3MbI;

B) 0630p 60nee KpynHbix 6a3 AaHHbIX (06begMHEHHbIe 6a3bl AaHHbIX YNONHOMOYEHHbIX OPraHoB
rocyAapcrB-41eHoB).

9.1.3.3.2. CurHan npuobpeTaeT cTaTyCc BaAMAMPOBAHHOrO, €cnM npouecc BepuduKaumm Bcel
MMeIoLLE OTHOLWIEHME [AOKYMEHTaUMM CBUAETENbCTBYET O MPeAnoNoXUTe/NIbHO HOBOW MPUYMHHO-
CNeACTBEHHON CBA3WM WM HOBOM acnekTe M3BECTHOM B3auMMOCBA3M, W, CnefoBaTesibHO, ABNAAeTCA
obocHoBaHWEM AanbHelLen OLEeHKMU.

9.1.3.3.3. CurHan, pAana KoToporo B npouecce BaaugaumMm He 6blna  NoATBEpPrKAEHa
npeAnonoXnTeNbHO HOBaA NPUYNHHO-C/IeACTBEHHASN CBA3b MM HOBbLIN aCMeKT U3BECTHOW B3aMMOCBA3M,
MoXKeT noTpeboBaTb BbIMNOJHEHMA AajbHEMlIero aHanusa, Hanpumep, B C/ay4Yasx HeAO0CTaTOYHOCTU
KONMYecTBa AOKYMEHTaUMuM MO COOTBETCTBYHOLLEMY C/y4alo HexKenaTeslbHOW peakuuu. B nogobHbix
C/Nly4asnx HoBble COOBLIEHMA O HeXKeNaTeNbHbIX Peakumusax UM pesynbTaTbl Noc/ieayollero HabatoaeHus



Nno paHee MOJYYEeHHbIM Caydaam U3 nepuoda MNOCTPErMCcTPaUMOHHOro HabalaeHUs  OO0NXKHbI
nepecmaTpuBaTbCA Yepe3 COOTBETCTBYIOWME MEPMOAbl BPEMEHW C Lenblo obecneyeHusa yyeta U
PaccCMOTPEHMA BCEX COOTBETCTBYHOLLMX COOOLLEHNA.

9.1.3.3.4. lep»atenun perncTpaLmMoHHbIX yA0CTOBEPEHUM M YNOIHOMOYEHHbIE OpraHbl rocy4apcTB-
Y/IEHOB A0/IKHbl UMETb CUCTEMbI OTCNEKMBAHUA C LLENbID YYeTa Pes3y/bTaToB Ba/ngaumu CUrHaOoB,
BK/IOYAA W3y4YEeHME U OTCAEKMBAHME TMPUYMH, MO KOTOPbIM CUTHA/Ibl HE OblaM MPUHATbI  Kak
CBUAETENbCTBYIOWME O NPEANONOKNTENBbHO HOBOM MPUYNHHO-CNEACTBEHHOW CBA3M UM HOBOM acnekTe
M3BECTHOW B3aMMOCBS3M, a TaKXKe MHPopmaumm, KoTopaa nomorna 6bl B NOMCKe NoAobHbIX C/lyYaeB U
OLLEeHKe CUrHanoB.

9.1.3.4. AHanu3 1 NnpMopuTU3aLMA CUTHAIOB.

9.1.3.4.1. KntoueBbim 3n1eMeHTOM MpoLiecca ynpas/ieHUA CUrHaAaMn ABAAETCA He3ameauTenbHoe
onpegeneHne WX BAUAHWA Ha oOLeCTBEHHOe 340pOBbe WAM COOTHOWeEHWe "nonb3a - puck"
JleKapCTBEHHOro npenapaTa y NauMeHTOB, NoABepralowmnxca Bo3aencrTemto. MNpouecc npuopuTUsaumm
[OMIXKEH BKAOYaTb B ceba:

a) AOKa3aTeIbHOCTb M COTIacOBAHHOCTb MHGOPMALLMK, Hanpumep, BMoNorMyeckan LoCTOBEPHOCTD,
60/1bLIOe KOIMYECTBO AOCTOBEPHBIX C/ly4YaeB, COOBLEHHbIX B TEYEHME HEMPOAOIKUTENBHOTO Nepnoaa
BPEMEHM, BbICOKME 3HAYeHWs MoKasaTens O AUCMPONOPLMOHANbHOCTU, BbiCTpoe yBesMYeHue 3TOro
MOKasaTenss C TeYEeHMEM BPEMEHMU, WAEHTUOUKALMA CUTHaANA B PasHbIX YCAOBUAX MPUMEHEHUS
(Hanpumep, B ambynaToOpPHOW U KAMHUYECKOW NPAKTUKE), UCTOYHUKN MW CTPaHbI, N3 KOTOPbIX NOJTyYEeHbl
[aHHblE;

6) B/IMAHNE Ha NaUMEHTOB B 3aBUCMMOCTU OT CTENEHU TAXECTH, 06paTMMOCTM, noTeHywmana
npegorspaweHna U KAMHUYECKOTo Ucxoaa HeXenaTenbHOoMU peakuumn, pe3ynbTaTbl MNpeKpalweHnA
neyeHnA NpUMEHUTENIbHO K TEYEHUIO 3aboneBaHuA n apyrue tepaneBTu4eCKkMeE NOKa3aTesin,

B) B/AMAHME Ha OOLWECTBEHHOE 340pPOBbE B 3aBUCMMOCTM OT CTEMeHW MUCMOo/b30BaHuUA
NIleKapCTBEHHOrO Npenapara B o6wel rpynne NaLMeHToB M B NMOMNYAALMOHHbIX FPynnax pucka (Hanpumep,
NNeKapCTBEHHbIe NpenapaTbl, MUCNo/b3yemble HEpPeMEHHbIMUN KEHLUMHAMWU, LETbMU WAU MOXKWUIbIMU
nogbmn) Mo cnocoba  MCNONb30BaHWMA NEKAPCTBEHHOrO npenapaTta (Hanpumep, HenpasubHOE
MCMNO/NIb30BaHWE MW UCNO/b30BAaHWE He MO 3anABAEHHbIM MOKasaHuWAM). BansHue Ha obuiectBeHHOe
3[,0P0BbE MOMXKET BK/IOYaTb B CebA OLEHKY KOAMYEeCTBa MAUMEHTOB, Y KOTOPbIX MOMET Pa3BUTbCA
cepbesHan HeXKenaTeNbHas PeaKkums, 3TO KOJIMYECTBO AO/MKHO BbiTb M3yYEHO MO OTHOLWEHUIO K 0bLuei
BbIOOpPKE nNauMeHTOB B 0bLWel rpynne, rpynne nauuMeHToOB C LeneBbiM 3aboneBaHWeM M rpynne
nauneHToB, NOABEPTLUNXCA BO3AENCTBUIO;

F) NnoBblWEHHAaA 4YacCToTa UJIN CTENEHDb TAXECTU N3BECTHOIo HeXenatesibHoro AEVICTBMH;

p,) HOBW3Ha no,u,ospeBaeN\oM HexenatesbHOM peakunun, Hanpumep, ecam HeUn3BecCTHanA
noao3speBaemMan  HexenateslbHaA peakunAa pa3BuBaeTCA BCKOpe nocne nocrtynneHna HOoBOro
NEeKapCTBEHHOro NPoAyKTa B MEAULUNHCKYHO NPAaKTURY,

e) ecnn 3aAB/feHME Ha NoJiyyeHWe PerncTPaumoHHOrO yA0CTOBEPEHUA HOBOMO AEWCTBYIOWLErO
BELeCTBa HAaX0AMTCA HA PAacCMOTPEHWUU B YNOJIHOMOYEHHOM OpraHe rocyAapcTBa-y/seHa M CUrHan no
6e30MacHOCTU NOJIyYEH U3 TPETbEM CTPaHbI, B KOTOPOM 3TOT IEKAPCTBEHHbIN NpenapaT 3aperucTpupoBaH,
WY B MHOW 6a3e AaHHbIX NO HeXXenaTelbHbIM peakuMam 0bHapyKeHa TAXKeNan HerKenaTeNbHasa peakuus
W3 TpeTbeW CTPaHbl, 3STOMY CUFHaNY TaKKe LOMKHO BbITb yae/eHO BHUMaHWE.

9.1.3.4.2. B HEKOTOPbIX CIy4anX MPMOPUTETHOE 3HAYEHME OLLEHKN MOXKET BbiTb OTAAHO CUrHANAM,
No/NyYeHHbIM B OTHOLWIEHWW /IeKAapPCTBEHHbIX MPEenapaToB WAM ABNEHUI C MNOTEHUMANbHO BbICOKUM
BHMMaHMEM CO CTOPOHbI CPeACTB MaccoBOM MHOOPMAUMM W 3aMHTEPECOBAHHbLIX CTOPOH
dapmakoHag3opa C Ueblo He3amMeaauTeNbHOro AOHEeCeHMA A0 O6LEeCTBeHHOCTM U MeAMUMUHCKUX
pPaboTHUKOB Pe3yNbTaToOB TaKoM OLEHKM.



9.1.3.4.3. Pe3ynbTaT npoueaypbl NpUOPUTU3ALMM CUTHANA [OO/KEH BKAOYaTb B cebsA
peKomMeHAauMIo Mo BPeMEHHbIM PaMKaM OLLeHKM CUTrHana.

9.1.3.4.4. Pe3ynbtaT npoueaypbl NPUOPUTU3ALNM CUTHAMA AO/MKEH OblTb 3aHECEeH B CUCTEMY
OTC/NEeXNBaHUA C 060CHOBAHMEM NPUCBOEHHOTO YPOBHS NPMOPUTU3ALMN CUTHANA.

9.1.3.5. OueHKa curHanos.

9.1.3.5.1. LUenblo OUEeHKN CUTHANOB ABSETCA MU3YYEeHUE A0KA3aTeNbCTB NMPUYMHHO-CNEACTBEHHOM
CBA3U HEXKeNaTeIbHOM peaKLmMmn U NOLO3PEBAEMOTO IEKAPCTBEHHOIO CPEACTBA C Lie/1blo KOIMYECTBEHHOM
OLeHKM B3aMMOCBSA3U (NpeanodYTUTebHO B abCOMOTHBLIX BEIMYMHAX) U onpeaesieHus HeobxoaAnmocTu
cbopa AONONHUTENbHbIX AAaHHbIX UAN NPUHATUA PEryaaTopHbIX mep. OueHKa COCTOUT M3 TWATe/IbHOro
d)apmakonormquKoro, MeaAUUUHCKOro “  snnaemMmnonormyeckoro umsyyeHuAa BCEM VIMGI-OLLI,GVICFI
nHdopmaumMm No  cooTBeTcTBytloWeMy  curHaay. O63op  [O/MKeH  BKAYaTb  AOCTYMHble
d)apmaKonoqueCKme, AOKNINHN4YeCKne n KAIMHn4eckmne gaHHble n goxKeH 6bITb MaKCUMabHO MOJHbIM
NMPUMEHUTENBHO K MCTOYHUKaM NnonyyeHuAa VIHd)OpmaLI,VIVI, BKNKOYaA AOaHHble OO0Cbe J1eKapCTBEHHOro
npenapara npy noAaye 3asaBAeHMA Ha PEerncTpaLmio 1 Nocieayowme U3SMeHeHNs, INTEPaTypPHble CTaTby,
CNOHTaHHble COOOLEHNA U Heomnyb/NMKOBAHHYO WMHPOPMaLMIO OT AepyKaTenel pPerucTpaLmMoHHbIX
YO0CTOBEPEHUN U YNOJHOMOYEHHbIX OPraHOB FOCYAAPCTB-Y/IeHOB. TaKKe HeobXxoAMMO YYMTbIBaTb
pekoMeHZauun BHELWHUX 3KcnepToB. Ecnn mMHbopmaums nonyyeHa U3 HECKOJIbKMX MCTOYHMKOB,
HEeobXo4MMO YUYMTbIBATb YPOBEHb WX [A0KA3aTe/IbHOCTU U OrpaHMYEHUA C LLE/IbI0 OLEHKU MX BKNaAa B
OLeHKy Bonpoca no 6esonacHoctn. CoBOKynHas MHbOPMaLMS U3 pPasHbIX UCTOYHMKOB TaKKe TpebyeT
BblbOpa MeXAyHAapOAHON MPWU3HAHHOM TEPMMHONOIMU MEOUUNHCKUX ABNEHUI. B cnyyae oTcyTcTBuMA
TAKOro TEPMMHOIONMYECKOro onpeaeneHns HeobxoaMMo onepaunoHHOe onpeaeneHme.

9.1.3.5.2. B HEKOTOpPbIX CAy4yasix CUrHabl HEOHXOAMMO OLLEHMBATL COrM/IAaCHO TepaneBTUYEeCKOMY
YPOBHIO WAM KNaccy CUCTEMbl OpPraHoB AMBGO Ha YPOBHE CTaHAAPTM3MPOBAHHOrO 3anpoca (npu
MUCNOMb30BaHMM C/IOBapsA MeauuMHCKoON TepmuHonorum MedDRA). Mouck uHPopmaumm MoKeT
notpeboBaTbh BKAOYEHUA APYIUX NEKAPCTBEHHbIX NPEnapaToB OA4HOMO KAacca U APYrux HexenaTenbHbIX
peakuuii, HanpumMmep, OTHOCUTENIbHO APYTUX TEPMUHOB, UMEIOLLIMX OTHOLLEHME K CI0XKHOMY 3a60/1eBaHMIO
(Hanpumep, HEBPUT 3pUTENIBHOTO HEPBA KAaK BO3MOMKHbI NePBbIii NPU3HAK MHOXECTBEHHOIO CKepo3a),
paHHeN CTaguu peakumun (Hanpumep, yoanHeHune uHTepsana QT) AW KAMHUYECKMM OC/IOMKHEHUAM
COOTBETCTBYIOLLEN He)KenaTeslbHOM peakumm (Hanpumep, 06E3BOXKMBAHWE WM OCTPAA MO4YeyvHas
HEeA,0CTaTOYHOCTD).

9.1.3.5.3. C60p MHPOPMaALUKN N3 Pa3HbIX NCTOYHMUKOB MOXKET 3aHATb BpemsA. B Luenax ontumusaumnm
npouecca MoXKeT 6bITb UCNO/Ib30BaH, HANPUMeEpP, MOLAroBbli MeToA OLEHKM CUrHana. B oTHoWweHun
HOBOrO CUrHafa O TAXeNON HebNAronpPUATHOM pPeakUMM MOMKHO MPUHATb BPEMEHHbIE Mepbl, eCcnN B
pesynbTate nNepBOM CTagMW OUEHKM Ha OCHOBAHWM AOCTYNHOM MHPOPMaUMW cAeflaH BbIBOA, O
NOTEHUMANbHOM PUCKE, KOTOPbIA HE0HXOAMMO NPEAOTBPATUTD.

9.1.3.6. PeKomeHAaLUMn No AeicTBUAM YNOAHOMOYEHHbIX OPraHOB roCy4apcTB-4Y1EHOB.

9.1.3.6.1. PekomeHgauMn no pesynbTaTaM OLLEHKM MOryT BapbMpOBaTbCA B COOTBETCTBUM C
TpeboBaHMAMM, YCTaHOBIEHHbIMW aKTaMu opraHoB Coto3a MAM 3aKOHOAATE/IbCTBOM FOCYAaPCTB-Y/IEHOB,
M BbIBOAAM MO pe3ysibTaTaM OLLEeHKW CUFHana.

HecmoTps Ha TO, YTO pPeKOMEHAALMM COCTaBAAOTCA MOCAEe OLEHKM CUrHana Ha OCHOBaHWUM
COBOKYMHOM MHbOPMaLMK, HEOBXOAMMOCTb AENCTBMIA OLEHMBAIOT B XOAE BCEro NpoLecca ynpaBneHus
cUrHanom, onpeaensasa 06oCHOBaHHOCTL U LLenecoobpasHocTb 6osiee paHHMX A4eNCTBUIM MO MUHUMMU3ALMK
pUCKa.

9.1.3.6.2. [eicTBnA No pe3yabTaTaM OLEHKM CUrHana MOryT BKAOYaTb B ceba AONONHUTENbHOE
M3yYeHUEe PUCKOB WMAM Mepbl MUHUMMU3ALMKM PUCKOB, €CAM MEeXaHM3Mbl Pa3BMTUA MOA03PEeBaEMOM
HebNaronpuATHOM peakuMKn YKasblBalOT Ha BO3MOMHOCTb MpeaynpeskaeHUa WAM CHUKEHWe cTeneHu



TAXECTU HexenaTesbHOW peakumn. Ecan BbIBOA, OCHOBAH Ha OrpaHUYeHHOM WMHbOPMaLUKM, MOXKET
notpeboBaTbCca NpoBeAeHWe NOCTPErnCTPaALMOHHOIO UCCIeA0BaHMA 6E30NacHOCTU C Leblo U3yYeHus
NoTeHLMaIbHOro Bonpoca uim npobaembl No 6€30nacHOCTH.

9.1.3.6.3. EcAM ynONHOMOYEHHbIN OpraH roCcy4apcTBa-y/ieHa 3anpalnBaeT y JAeprkaTens
pPerucTpaumoHHOro yAO0CTOBEPEHUA MpOBefeHMEe [ONOJHUTENbHbIX AEWCTBMI, B TaKOM 3anpoce
HEeobXxo4MMO YKasaTb CPOK BbINOJHEHUA AEWCTBUNA, BKAOYAA OTYETbl O AOCTUFHYTbIX Lensx w
NPOMEKYTOUHbIX Pe3y/ibTaTax MPOMOPLMOHANBHO CTEMEHU TAXKECTU U BAMAHMIO nNpobnembl nNo
6e3onacHocTM Ha obuectBeHHoe 3a0poBbe. [ep)aTesb PErucTpaLyMoHHOIO YAO0CTOBEPEHUA U
YNONHOMOYEHHble OpraHbl rOCyAapCTB-YNEHOB [OO/KHbI  Y4UTbIBaTb BO3MOXHOCTb MNpPOBeAeHUA
NCcCNeaoBaHUA B YCTAHOB/IEHHbIE CPOKM C y4eTOM MapameTpoB MccienyeMoro sonpoca 6esonacHocTy,
HanpuMmep, 4acToTbl PasBUTMA U NOTPEBHOCTM B MPOCMEKTUBHOM AW3aiiHe uccneposaHusa. Cneayet
YyuuTbiBaTb BpPEMEHHble Mepbl no obecneyeHnto 6esonacHoro M 3bGGEKTUBHONO MNPUMEHEHUA
leKapCTBEHHOro npenapata WAW  YCTPAHEHWUIO PUCKA, BKAOYAA BO3MOXHOCTb BPEeMEeHHOro
NPUOCTaHOBNEHUA AENCTBUA PEFUCTPALMOHHOIO YAOCTOBEPEHUA NIEKAaPCTBEHHOMO Npenapara.

9.1.3.6.4. B cnyyae OTCYTCTBUSA pUCKa 415 NALMEHTOB YNOJHOMOYEHHbIN OpraH rocysapcTea-yieHa
MOXKET MPUHATb pelleHne 06 OTCYTCTBUM HEeoOXOAMMOCTWM fafibHEMWel OLEHKWM MAM AaNbHENLWUnX
AencTsni.

9.1.3.7. ObmeH nHbopMmaLmeN.

9.1.3.7.1. Cnepyetr obecneynMTb BO3MOXHOCTb BbINOJHEHUS ObOMeHa WHpopMauuen mexay
YNOJIHOMOYEHHbIMW OpraHamm rocyapcTB-4/1eHOB, AepPrKaTeNAMU PErMCTPALMOHHOIO YA0CTOBEPEHMUA U
APYTMMU y4aCTHUKAMM C LEeNblo PacnpoCcTpaHeHUsa MHbopmaLmm o curHanax, cbopa AONONHUTENbHbIX
AaHHbIX, JaZlbHENWeN OLEeHKM Bompoca 6e30MacHOCTU WM MPUHATUA PeLleHUs O 3aluuTe 340pO0BbA
nauMeHToB. BpemeHHble TpeboBaHMA No 06MeHy nHGOpMaLMein MoryT BapbMpOBaTbCA B 3aBUCMMOCTHM OT
npobnembl no 6e3onacHoCcTK, HO MWHbOPMALMA O CUrHanNax L[OMKHA ObiTb pacnpocTpaHeHa
He3amegAnTesIbHO NOC/e BbINOAHEHMA NpoLeAypbl UX BaAUgaumm U NPU3HaHUA UX BaIMANPOBAHHbIMM.

9.1.3.7.2. [ep:KaTenn perncTpaumoHHbIX YAO0CTOBEPEHUN MepeaatoT BCHO COOTBETCTBYHOLLYHO
MHOOPMaALMIO O CUTHANAX B YMNONHOMOYEHHblE OPraHbl FOCYAapPCTB-YNEHOB (YTO COCTaBAAET 4acTb
0653aTenbcTB No PpapMakoHAA30PY U MOHUTOPUHTY COOTHOLWEHMA "Nosb3a - PUCK" NIEKApPCTBEHHOTO
npenaparta). BannaupoBaHHble CWUrHa/bl, KOTOpPble MOFYT OKa3blBaTb BAMAHME HA 0bOLWECTBEHHOE
300pOBbe W COOTHOWeEHMEe "nosb3a - pPUCK" NIeKApCTBEHHOrO MpenapaTta, AO/KHbl - ObiTb
He3amegAuTeNbHO nepefAaHbl B YMNOJHOMOYEHHbIE OpraHbl TrOCYAapCTB-Y4/IEHOB, a TaKXe B
COOTBETCTBYHOLLMX C/IyYasnx NpeAcTaBAeHbl NPeSOKEHUA MO BO3MOXKHbIM AENCTBUAM.

9.1.3.7.3. YNONHOMOYEHHbIE OpraHbl rocyapcTB-4/IeHOB NepeaatoT pesyAbTaTbl OLLEHKN CUTHAN0B
AepyKaTeNsim permcTpPaLMoHHOro y40CTOBEPEHUA.

9.1.4. TpeboBaHMA K KayecTay.
9.1.4.1. NpocneKMBaemocTb.

Banngaumna, npuoputM3auMnA, OLEHKA, BpPEMeHHble CpPOKW, pelleHuns, AeﬁCTBMH, NNaHbI,
penopTnpoBaHmMe, a TaKXKe WHble KAak4yeBble npoueaypbl AO0/1KHbl  HagnexXawmm o6pa30N\
AOOKYMEHTUNPOBATLCA U NepUNoANYECKN OTCNEXKMBATLCA. CuctemMbl OTCNEXMBAHUA TaKXKe O0/MKHbI 6bITb
OOKYMEHTUNPOBAHbI N BK/1IOYATb B cebsn CUTHaNbI, B pe3ynbTaTe NPOBEPKUN KOTOPbIX 6bin cOenaH BbiBO4 06
OTCYTCTBUMU HOBOM I'IOTEHLI,MaJ'IbHOﬁ I'IpMLIMHHO-CJ'IEACTBEHHOﬁ CBA3M WM HOBOFO acCneKTa M3BECTHOM
B3aMMOCBA3U, TaK KaK OHU MOTYT npusedyb ocoboe BHMMaHKE B clydae nocneaytowero aHaaunsa. Bee
3aMnUCn  OONIXKHbI nNoAanexatb apXMBUMpPOBaHUKO WU XpPaHEHUIKO B COOTBETCTBUKN C AeVICTByDMMMM

npoueaypamu.

9.1.4.2. CuctemMbl Ka4ecTBa M AOKYMEHTALMUA.



9.1.4.2.1. Ba)kHOM o0cObBeHHOCTblO cuUcTeMbl 0OpPabOTKM CUIHANOB  ABAAETCA  YeTKoe
OOKYMEHTUPOBaHWE C Uenblo obecnedyeHna Hagaexawero v 3GPeKkTMBHOro ¢GYHKLMOHMPOBAHUA
CUCTEMbI, CTaHAAPTU3aUNK 06A3aHHOCTEN N TPpebyeMbiX AeNCTBUIA, BbIMOJHEHMA 3TUX AMCTBUN AnLLaMK
C COOTBETCTBYIOWEN KBannbMKaumMen U WX MNOHMMAHMA BCEMW BOB/IEYEHHbIMU CTOPOHAMMU,
OCYLLECTBNEHUA HaglexKalwero KOHTPoasa u (npM HeobxoAMMOCTM) YCOBEPLUEHCTBOBAHMA CUCTEMBI.
Ncxoasa 3 aaHHbIX TpeboBaHM Ao/1xKHa O6bITb pa3paboTaHa cuctema obecneyeHma n KOHTPO/IA KayecTBa
B COOTBETCTBUM CO CTaHAAPTaMM CUCTEMbI KAYeCTBa, KOTOPAA 40/1XKHA NPUMEHATLCA KO BCEM NpoL,eccam
ynpasaeHma curHanamu. [oskHbl 6biTb paspaboTaHbl, AOKYMEHTasibHO O0dOopmMAeHbl M BHeApeHbl
nogpobHblie npoueaypbl CUCTEMbl KayecTBa. HeobxogmMmo pacnpegenvts GpyHKUMM M 06A3aHHOCTU
BHYTPW KOMMNAHMM OTHOCUTENBbHO AEUCTBUN U BEAEHUA AOKYMEHTALMM, KOHTPOA U U3y4YeHUs BONPOCOB
KaQuecTBa, a TaKKe MPUHATUA KOPPEKTUPYIOLWUX U npeaynpeantenpHbix mep. Cloga TakKe AOJXHbI
OTHOCUTbCA 06A3aHHOCTU MO ayAUTY obecnevyeHMa KayecTBa B CUCTEME YNPABIEHMA CUTHAaMM, BKtOYas
ayauT cybnoapAnYMKOB KOHTPAKTHbIX CTOPOH, BbIMNOMHAKOWMX Kakne-nMbo paboTbl Mo AaHHOMY
HanpasaeHuto. [osKHa OblTb rapaHTUPOBaHA KOHPUAEHUMANbHOCTb AaHHbIX M AOKYMEHTauuM,
6€e30MacHOCTb U AOCTOBEPHOCTb AaHHbIX (BKAKOYaA LEeNIOCTHOCTb NPU Nepeaaye).

9.1.4.2.2. Cuctema OTCNEXKMBaAHMA A0MKHA obecneymsBaTb MOAyYeHME BCEMM BOBJEYEHHbIMU
CTOPOHaMM JAaHHbIX MO pe3ynbTaTaM ayAWMTOB C YKasaHWem [AencTBuii no obpaboTke curHanos,
COOTBETCTBYIOLUMX 3aNPOCOB M UX pe3ynbTaToB. MonyyeHHaa HGopmauma, NOUCK, pe3ybTaTbl MOUCKA,
OLEHKM M pelleHus (NonoxuTenbHble M OTPULATE/IbHbIE) MO MOTEHLUMANbHBIM CUTHa/NAM, a TaK¥Ke
pesynbTaTbl NPOBEPKWN CUTHANA MOANEXKaT apXMBUPOBaHMUIO. [laHHble AO/KHbI BKAKOYATb pe3ynbTaTbl
Ba/MAALMN CUTHANA.

9.1.4.2.3. MoxeT notpeboBaTbCs W3y4yeHME [OOKYMEHTaUUW [eprkaTens pPerncTpaumoHHOro
YyA0CTOBEPEHMA O COBNOAEHUN OAHHBIX MONOMEHWA A0 W MOCAEe NpOouUeaypbl PerncTpaumm B LEenax
BbINOJ/IHEHWUSA OLEHKW BbINOJHAEMOM AEATENBHOCTU UAN MHCMEKTUPOBAHMA.

9.1.4.3. ObyueHue.

MepcoHan poKeH 6bITb cneumanbHO 0bydyeH BbIMOAHEHUIO AENCTBUI No 0bpaboTKe cUMrHanoB
COrNacHo pacnpegeneHHbiM GyHKUMAM M 06a3aHHOCTAM. Mpouecc MoXeT BKAoYaTb B cebs nepcoHan
oTaena no papmaKkoHaA30py, a TaKKe NepcoHasn, KOTOPOMY MOKET CTaTb M3BECTHO O NOTeHLUManbHbIX
CUrHanax WAM KOTOpbIA yyacTByeT B npouecce 06pabOTKM CUTHaNOB, Hanpumep, MNepcoHan
aAMUHUCTPATUBHOTO (npaBoBoro) otaena, OOKNNHUYECKUX, MeANLMNHCKUX,
bapmMaKko3aNMAEMUONOTNYECKUX N MapPKETUHTOBbIX UccneaoBaHnin. ObydyeHne A0NKHO BKAOYaTb B cebs
TEPMMHONOTUIO U AOCTYMHble 6a3bl AaHHbIX C UCTOYHMKaMK CUTHaNoB. Mpoueaypbl cMCTeMbl 0bydeHUA U
pa3smellieHMe AaHHbIX NO 06yYeHMI0 A0NXKHbI 6bITb HagNeXKalMMm 06pa3om AOKYMEHTUPOBAHbI, pe3lome
CNeumnanncTos 1 onncaHue BbiNOAHAEMbIX GYHKLMIA NoANeXKaT apXMBUPOBaHUIO.

9.2. Ponun 1 0683aHHOCTU.
9.2.1. Ponn n 06a3aHHOCTU YNOJAHOMOYEHHbIX OPraHoB rocy4apcTB-4/1eHOB.
YNO/NHOMOYEHHbI OpraH rocyAapcTBa-y/ieHa:

KOHTPO/MPYET [AaHHble Ha cBOEMN TEPPUTOPUN, BKAKOYHAA [AdaHHble, NOJIy4eHHble W3 WUHbIX
MUCTOYHUMKOB, YKa3aHHbIX B Nogpa3aene 9.1.1 HacToAWmMX Mpaswun;

BbINO/HAET BaAMAQUUNIKO U WUHblIE 3TaNbl npoueaypbl 06pa6OTKM CUrHanoB, MNOJYYEHHbIX W3
AOCTYNHbIX NICTOYHUKOB;

nepegaeTt CUrHanbol, npowealine 4yepes npouenypbl saamagaulmmn n oueHKKU, B COOTBETCTBYHOLWMNE
9KCNepTHble KOMUTETbI FOCYAapPCTB C Lesiblo onpeaeneHna u,enecoo6pa3Hocm nocneagyrowmnx AEﬁCTBMﬁ
no /J,aanei/’lLuemy NU3y4yeHUnto nam MMHUMU3aUunn puUcka,

BbINONHAET VIHd)OpMVIpOBaHVIe Apyrnx yno/IHOMOYEHHbIX OpraHoB rocyaapcre-4i1eHoOB O



BbIABNEHHbIX CUTHaNaX, NpoLwealmnX BaangaLumto,  pa3paboTaHHbIX Mepax.
9.2.2. ®yHKUMM M 06A3aHHOCTM AepKaTeNa PerncTpaLMoOHHOro y40CTOBEPEHMA.
JepaTenb perMcTpauMoHHOro ya4oCToBepPEHUA:
KOHTPO/IMPYET BCE MMEILMECA AaHHbIe N MHPOPMALMIO NO CUTHANAM;

KOHTPO/IMPYET BCE MNOABASIOWMECA AaHHble B 6as3ax AaHHbIX U BbINOJHAET MeXKAyHapogHoe
obHapyKeHne curHanos. ObHapy»KeHMe CUrHaNoB OO0/MKHO BK/IOYaTb B CeEBA MX BaAMZaALMIO C YYETOM
KOMMOHEHTOB NnpeacTasineMon nHGopmauum, ykasaHHon B nogpasaene 9.1.3.3 Hactoawmx Mpasun;

BbINONHAET Ba/MAaLMIO BCEX OBHAPYMKEHHbIX CUFHAN0B M COOBLLAET O HWUX B YNOJHOMOYEHHbIE
opraHbl rocy4apcTB-4/eHoB;

yBeaomMaAeT ynoJIHOMOYEeHHblIe OpraHbl rocyaapcre-4a1eHoOB B C/iy4ae BblAB/IEHUA 3KCTpeHHOVI
I'IpOﬁIIGMbI no 6esonacHocT B pe3ynbTaTe ocyuwecTsieHNA AeATeIbHOCTU NO 06Hapy)‘KEHMIO CUrHanNoBs.,

COTPYAHUYAET C YNO/SIHOMOYEHHbIMU OpraHamu rocyfapcTB-4NeHOB B BbIMOJHEHMM npoueayp
OUEHKM CUTHAI0B NyTeM NpPeACTaBeHMA No 3anpocy A0NOJHUTEbHOW MHPOpMauuuy;

obecneumBaeT HaMune ayaUTOPCKOro ciega No BCem npoLenypam BbIABNEHWUA CUTHANA.
9.2.3. MMpoueccol nocneayouwero peryamposaHuA.

B cnyyae NpUHATMA YNOJHOMOYEHHbBIM OPraHOM roCy4apcCTB-Y/IEHOB PeeHUss 0 HeEOHBXoAMMOCTH
AONONHUTENbHbIX ZEWCTBUIA CUTHA/ OLLEHMBAIOT M COrNAcoBbLIBAOT NOC/AeAYOLLME AEUCTBUA B OTHOLWEHUN
PEerucTpaunoHHOro YAOCTOBEPEHWS B Mpedenax BpPeMEeHHbIX CPOKOB, COPa3MepHbIX CTeneHu W
cepbesHoCTN Npobaemsl No 6ezonacHocTu. Mo pesyabTaTam NpPoLeayp MOTyT H6bITb NPUHATLI Ciegytolme
peleHusn:

AO0NO/IHUTE/IbHbIE OLLEHKA NN AEﬁCTBMH He TPE6yPOTC‘r'I;

AepXaTeb pernctpaumnoHHOro yaocrosepeHnAa AOO0/KEeH NpoBeCcTn AOONONHUTE/NIbHYHO OLEHKY
AaHHbIX U NpeaCTaBUTb Pe3y/ibTaTbl TaKoM OUEHKWM COrNacCHO yCTaHOB/IEHHbIM BPEMEHHbIM CPOKaM;

AepyKaTeNlb  PerucTpaumoHHOro YAOCTOBepeHMs pJoskeH npegoctasute MMOOB ¢ yyetom
BbIAABJIEHHOTO HOBOIO acneKTa npoduaa 6esonacHocTy;

AepxaTtenb pPerncTpautMoHHoOro yAocCToBepeHUA A0 1KEH I'IpOCI)MHaHCMpOBaTb
NOCTPErMCTpauLMoOHHOE nccnegoBaHmne B COOTBETCTBUN C COrNaCoOBaHHbIM MPOTOKOJ/IOM U NpeaoCTaBuUTb
3aKNII04YUTE/IbHbIE PE3YyNbTaTbl TAKOro UCCNeno0BaHUA;

AepXaTenb perncTtpaumoHHOro yaocroeepeHna AoKeH npeacraButb MYP nnn ero o6HOBNEHHbIM
BapUnaHT,

AepXaTeib pPEerncTtpauMoHHOro yaoctoBepeHUAa AOO0NKEH MNPUHATb MEpHbI, TpE6y6MbIe ana
obecnevyeHus 6esonacHoro u 3¢¢EKTMBHOFO NPUMeEHEHNA NEKAPCTBEHHOIO NpenaparTa,

perMCTpaLLMOHHbIVI CTaTyC noanexnt nameHeHuto, AEVICTBME PEerncTpaumMoHHOro yaocroesepeHuna
AOO/TXKHO 6bITb NPUOCTaHOB/1EHO, OTO3BAHO UM HE NMPOANEHO;

AOO/TXKHbI 6bITb BBeAEHbI CPOYHbIE OrpaHN4YeHNA NO 6e3OI'IaCHOCTM;

HGO6XOAMMO BblNOJ/IHEHWE BHEN/IAHOBOIO MHCNEKTUPOBAHNA CUCTEMDbI ¢apmaKOHap,3opa C uenbro
noatTeepXA4eHnAa Toro, 4YTo AepKatesib perMcTpauMoHHOro ygocroBepeHuna CO6J'IIO,CI,aET Tp86OBaHMﬂ K
cncreme ¢apmaKOHap,3opa, YCTaHOB/1IEHHbIE aKTaMW OPraHoB Coto3a 1 3aKOHOAATENLCTBOM rocygapcrs-



Y/IeHOB;

HeobXoAMMO BK/IOYEHME MoA03PeBaeMoro IeKapCTBEHHOro npenaparta B nepeyeHb NpPoayKLun,
KOTOpasn NoANEXUT AOMNOAHUTENbHOMY MOHUTOPUHTY.

KoHcynbTaHTIlOC: npyMeYaHme.
Hymepauma nognyHKTOB AaHa B COOTBETCTBMU C 0dULMANbHBIM TEKCTOM AOKYMEHTA.

9.2.5. OTKpbITOCTb.

FfocymapcTBa-usieHbl  [OOJIXKHbl  OCYLLECTB/IATL KOHTPOJIb CBOEBPEMEHHOCTM [A0BeAeHUs A0
0bLecTBEHHOCTU BaXKHOW WMHpopmaumnm o npobnemax no 6e30MacHOCTM, BbIABAEHHbIX CUCTEMOIA
dapmakoHagsopa, nytem nybamMkauMmM Ha Beb-noprtane U Npu NOMOLWM APYrUX OOCTYMHbIX CPeacTs
noBeseHna nHbopmauuu.

10. MNocTperncrpaymoHHbie nccnenoBaHns 6e30nacHoOCTH
10.1. BeegeHue

MocTperncrTpauMoHHoe uccaenoBaHve besonacHoctu (ganee - MPUB) nekapcTBeHHOro nNpenaparta
MOXET MHULIMMPOBATLCA, KOHTPOAMPOBATLCA UM GUHAHCUMPOBATLCA AepiKaTesieM PerucTpauyoHHOro
yAOCTOBEpeHUs A0OpPOBOMIBHO WM B COOTBETCTBMM C 06A3aTe/IbCTBOM, HajaraeMbiM Ha Hero
YNO/HOMOYEHHbIM  OpPraHOM  TOCYZapCTB-YNEHOB KaK YCNOBME  BblgAYM  PErucTpaLMOHHOro
YOOCTOBEPEHMS  MAW  MOC/e  BblAa4uM  PErucTPauMoOHHOrO  yAOCTOBEPEHWA, €eC/NM  CyLecTByeT
npeanosioXKeHMe 0 HaIMYUN PUCKOB, CBA3AHHbIX C 3aPErncTPMPOBAHHbLIM JIEKAPCTBEHHBIM NPENapaTom,
TPebYOLWMX AOMNONHUTENIBHOTO U3YYeHUA NyTeM NPOBeAEHMA UCCeL0BaHNA.

NMPUB moxeT npeacraBaATb cob0ol KAMHUYecKoe nccnegoBaHne MaM HEUHTEPBEHULMOHHOE
nccnegoBsaHue.

10.2. CTpyKTypbl 1 NpoLeccol

10.2.1. O6nacTb NPUMEHEHMUA.

TpeboBaHMA [AHHOMO pasgena NPUMEHUMbl K HEMHTEPBEHUMOHHbIM MPUB, MHUUMMPOBAHHBIM,
KOHTPO/IMPYEMBIM  UAW  PUHAHCMPYEMbIM  [eprKaTesleM PEerncTpauMoHHOrO YAOCTOBEPEHUs Ha
TEPPUTOPUN rOCYAaPCTB-YNEHOB A06POBOILHO MAN B COOTBETCTBMM C 06A3aTe/IbCTBaMM, HaNaraembimm
Ha Hero ynoJHOMOYEHHbIMW OpraHamu rocyaapcte-yieHos. MPUB BKAOYaloT B ceba nccnenosaHus, B
npouecce KOTOpbIX COBUPAlOTCA AaHHble OT MAaLMEHTOB U PAaBOTHMKOB CUCTEMBI 340aBOOXPAHEHMSA, A
TaKXe UCCNeL0BaHNA, KOTOPble MOBTOPHO UCMO/b3YIOT AaHHbIE, MONYYEHHbIE paHee AN APYToW Leam u
XpaHAWMeca B MeAMUMHCKUX KapTax MauveHTOB WAM ApYyrux (B TOM 4ucie 3N1eKTPOHHbIX) ¢popmax
XpaHeHWA JaHHbIX.

Ecnn MPUB npeactasnseT coboil KAMHMYECKOe UccnefoBaHWe, NpU ero NpoBeAeHUM A0MXKHbI
BbINOMHATLCA TpeboBaHMA, NpPeaycMOTpeHHble akTamu opraHos Colo3a M 3aKOHOAaTe/IbCTBOM
rocyAapcTB-Y4NeHOB, K OpraHn3aLmm U NPoBeaeHMIO KAMHNYECKUX UCCNea0BaHNA.

10.3. TepmuHonorma

B HacToAlLeM pa3aene NCNONb3YIOTCA CaeayioLme NOHATUA, KOTOPbIe 03HaYaloT cieaytollee:
"naTta Hayana uccnegosaHma" - AaTa Havyana cbopa AaHHbIX;

"Hayano cbopa gaHHbIX" - AaTa perncrpauMm AaHHbIX MO MNepBOMY MaUMEHTY, BKAOYEHHOMY B



uccnesosaHue, B popme (6ase) cbopa AaHHbIX UCCNea0BaHMA UAN B C/ly4ae MOBTOPHOMO MCMNONb30BaHUA
AaHHbIX - AaTa Ha4a/1a U3BaevyeHnAa AaHHbIX;

"KoHeL, cbopa gaHHbIX" - AaTa, Korga Bnepsble NOJIHOCTbIO AOCTYNHA aHaAuTHUYeckan 6asa AaHHbIX.
10.4. O6wume npmHUMNbI

NaBHOW UEeNbl HenHTepBeHUMOHHOro MMPUB ponKHO 6biTb MONyYeHWe HayuvHbIX LaHHbIX,
MMEIOLWMX NOTEHLUNAJIbHYIO KIMHUYECKYIO 3HAYMMOCTb MU BaXKHOCTb ANA 340pOBbA HaceneHuda. Takme
UCCNefoBaHUA He [O/MKHbl NPOBOAUTBLCA, €CANM WX NpoBeAeHWe CnocobCTByeT MNpoABUMKEHMIO
JleKapCTBEHHOro Npenapara Ha pbIHKe.

3agaum MPUB moryT BKAtOYaTb B cebs:

KOZIMYECTBEHHYO OLEHKY NOTEHLMANbHbIX MU MAEHTUDULMPOBAHHBIX PUCKOB, HANPUMED, OLLEHKA
4acTOTbl BO3HWKHOBEHWS, OTHOCUTE/IbHbLIX PUCKOB MO CPABHEHMIO C MONYAALMEN, HE NPUMEHsBLUEN
OAHHbIV IeKapCTBEHHbIM NpenapaT, Ui nonyasumei, NPUMeHsBLIEN APYrON IeKapCTBEHHbIM npenapat
WAW  KNAcC JIeKapCTBEHHbIX MpenapaToB, a TaKXe u3ydyeHne aKTOPOB puUCKa U (AKTOPOB.,
MOANOULMPYIOLWNX AeACTBUE NEeKAPCTBEHHOTO NPenaparTa;

OLeHKa P1CKOB JIeKapCTBEHHOrO Npenapara, NPMMeHAeMOoro no o406 peHHbIM MOKa3aHUAM y Fpynn
NnauMeHTOB, KOTopble He M3y4yaancb UaM 6bliM HeAOCTaTOYHO M3yYyeHbl Ha AOPErUCTPaLMOHHOM 3Tane
(Hanpumep, bepemeHHble KeHLMHbI, 0cobble BO3PaCTHble TPYMMbl, NaUWEeHTbl C MOYEYHOW UK
neyeHOYHOW He40CTaTOYHOCTbIO);

OLUEeHKa PUCKa, CBA3aHHOIO C ANMNTENIbHbIM NPUMEHEHNEM NEKAPCTBEHHOTO NpenaparTa;
noarsepxageHmne oTCyTCcTtBnA PUCKOB NIEKAPCTBEHHDbIX NMPENapaTos,

OLEeHKa CTaH,D,apTHOﬁ KAMHUYECKON NPaKTUKN HA3HA4YeHUA NEKAPCTBEHHbBIX MNpenapaTtoB C
nonyyeHnem AOONONHUTENbHbIX CBe,D,EHMﬁ no 6esonacHocTH ME,CI,MLI,MHCKOIZ npoaykuumun (HaanN\ep,
NOKa3aHUA K NPpUMeEHEHWUIO, 03UPOBKUK, CONYTCTBYOWAA Tepanna, meanumnHCKne OLLIM6I-(VI);

oueHKa 3PPEeKTUBHOCTM Mep N0 MMHMMM3AUMKM pPUCKa (Hanpumep, MW3yyYeHUe acrneKToB
MCMNO/Ib30BaHMNA NEKAPCTBEHHOrO NpenapaTta, onpoc NauneHToB AN MeAULUHCKUX PabOTHUKOB).

an pa3pa60TKe NPOTOKO/10B MCCI'IEAOBaHVIl\/‘I, nposeaeHnn MCCﬂe,ﬂ,OBaHMﬁ M COCTaBN1IEHUN OTHETOB
0b nccnenoBaHUAX — gepxartenaamm  pernctpaymnoHHbIX y,a,ocmBepeHMﬁ AOJ/TXKHblI  Y4YUTbIBATbCA
COOTBETCTBYHOLWMNE HAay4YHblEe PyKOBOACTBA. YNONHOMOYEHHbIM OpraHam rocyaapcCre-4s1€HoOB 414 OUEHKHN
NPOTOKO/10B MCCHEAOBaHMVI M OoT4eTOB 06 nccnenoBaHMAX TaKXe cnieayetr NpuHMMaTb BO BHUMMaHKUE
adKTya/JibHble Bepcumn NMPUMEHUMbIX Hay4HbIX PyKOBOACTB, metoagnyeckume CTaHAapTbl no
d)apmakoanmp,emmonormvl.

Ona MPUB, cnoHcupyembIx AepikaTenem perncTpalmMoHHOro yaocToBepeHma 1 paspabaTtbiBaemblx,
NPoOBOAMMbIX WU aHaNM3UMPYeMbIX MOAHOCTbIO WM YaCTUYHO MCCAeAoBaTeNAMM, He ABAAOLLMMUCA
HaeMHbIMMN paboTHUKaMn  AeprKatens PerucTpaumMoHHOro  yAO0CTOBEpeHus, AepxaTtenb
PerucTpaLmoHHOro  YAOCTOBEPEHUA [O/KEH rapaHTMpoBaTb, 4TO uccaedosaTenu obnagatoT
Heobxoanmol kBanudukaumen B o61actm obpasoBaHUA, NOATOTOBKM U ONbITa A1A BbINOJAHEHMA CBOUX
obA3zaHHOCTEN.

10.5. NpoTokon uccneposaHuA.

Bce MPUB nonXHbI BbINOAHATLCA COM/IACHO HAy4yHO O60CHOBaHHOMy NMPOTOKONY UcCCneanoBaHuA,
pa3pa60TaHHomy nuamm C COOTBeTCTByIOLLI,Eﬁ Haquoﬁ I'IOLI,I'OTOBKOVI M ONbITOM.

Ona pobpoBoAbHO WMHUUMKMPOBaHHbLIX MPUB aepKaTento perncTpauMoHHOro yaoCToBepeHUs



peKkomeHAyeTca nepeaatb NPOTOKO UCCAeA0BaHMA A0 Hadvana cbopa AaHHbIX B YNONHOMOYEHHbIN OpraH
rocyfapcrBa-ysieHa, Ha TeppuTOPUM KOTOPOro MiaHMpPyeTcs MpoBeAeHUe MOCTPerncTpaLmMoHHOro
HEWHTEPBEHLIMOHHOIO NccaeaoBaHUa 6e30MacHOCTN IeKapCTBEHHOTO npenapara.

Ona NPUB, MHMUMNPOBaHHbLIX AepKaTenem perucTpaLMoHHOro y40CTOBEePEeHUA B COOTBETCTBUM C
06A3aTeNbCTBOM,  HA/NIOMKEHHbIM  YNOJIHOMOYEHHBIM  OPraHOM  FOCY4apCTBa-Y/eHa, AepsKaTtesb
PerucTpauuoHHOro yAOCTOBEPEHUS  [O/BKEeH obecneynTb npeacraBnaeHne wuHbopmaummnm 06
MUCCNefoBaHUM, BKAKOYAA MPOTOKO/A WMCCAeLOBAaHWUA, B YNOJHOMOYEHHbIN OPraH rocygapcrsa-y/eHa,
KOTOpbIM Bbln HanoXKeHbl 0ba3aTenbcTBa No nposeaeHuto NPUB, Ao Hayana cbopa AaHHbIX. B ciyyae
nposeaeHnss MPUB Takke Ha TeppuTopuM APYrMx roCyAapCTB-Y€HOB c/iedyeT obecneynTb
MHGOPMMNPOBAHNE YNOJTHOMOYEHHbIX OPFraHOB 3TUX FrOCYAAPCTB C NPeAcTaBAEHMEM KPATKOrO ONncaHus
NPOTOKOJ1a NCCNef0BaHUA.

B uenax BbINOJHEHWA AepyKaTesleM PerncTpaLMoHHOIo yAOCTOBEPEeHUA CBOMX 06A3aTenbCTB NO
OCYLLECTBNEHWNIO AEATeNbHOCTM Mo $apMaKoHaZ30py YNOJHOMOYEHHOE AMUO No dapmaKkoHan3opy
[OMKHO BbITb 334€ACTBOBAHO B PACCMOTPEHUN U YTBEPKAEHUM MPOTOKONOB UcCAefoBaHUA. KOHTaKTHOe
JMLO MO  OcCyuecTBieHUO GapMaKoHaA30pa Ha  HaAUMOHA/NbHOM  YpPOBHE  AO0/KHO  ObITb
nponHdopmmposaHo o ntobom MPUB, npoBoAMMOM Ha TEPPUTOPUN COOTBETCTBYHOLLENO FOCYAAPCTBA-
Y/IeHa, a TaKKe SO/MKHO NOJIy4aTb KOMMIO NPOTOKO/IA UCC/IeA0BaHUA.

10.5.1. dopmat n copeprkaHne NPOTOKONA UCMbITAHUNA.
MpoToKon nccnegoBaHUA AOMKEH COAEPXKATb Cieaylolme pasgenbl:

10.5.1.1. HanmeHoBaHue MNPUB: nHdopmaTMBHOE HaMMeHOBaHMe, BK/OYatoLLee
o6LLeynoTpebuTeslbHy0 TEPMUHOIOMMIO, OMNpefenstollee AM3alH UCCNefoBaHUA WU UCCAeayeMbli
NIEeKapCTBEHHbIM NpenapaT WAM TPynny MUCCAefyemMoro JIeKapCTBEHHOro MpenapaTta, a TaKxe
noA3aro/sI0BOK C yKasaHMEM pefaKkumMn U aaTbl NOCNeaHEN peaaKLnn.

10.5.1.2. [lepaTtenb pervcTpaumMoOHHOro yAOCTOBEPEHUA: HAaMMEHOBaAHME M ajpec Aeprkatena
pPEerncTpauyoHHOro ya0CTOBEPEHUA.

10.5.1.3. OTBETCTBEHHbIE CTOPOHbI: MMEHA, AO/MKHOCTU, KBaAMDUKALMN, agpeca U CBeAeHUA No
BCEM OTBETCTBEHHbIM CTOPOHAM, BK/lOYasA NepBOro aBTOpa MPOTOKO/A, NABHbIX MCCAeaoBaTenew,
nuccnegosartesie - KOOpAMHATOPOB KarKAOM CTpaHbl W MUCCNenoBaTeNIbCKUX LLEHTPOB, B KOTOPbIX
npoBoauTca uccnegoBaHue. [lepeyeHb BCEX BOB/IEUYEHHbIX B UCCAEAOBAHUE YUYPENKAEHUN W
nuccnegosartesiei A4oKEH 6bITb 4OCTYNEH MO 3anNpocy YNOJHOMOYEHHbIX OPraHOB rocyAapCcTB-Y1eHOB.

10.5.1.4. KpaTkoe onucaHue: OTAe/bHOEe pe3tome MPOTOKOAA MCCnensoBaHUA, BKAOYatoLee
cnegyrowme nogpasaenbl:

HanmeHoBaHWe nccneagosaHnA C N043aro/I0BKamMu, BKItO4YaA BEPCUIO pedaKkunn n Aaty NpoToKOoAa,
a TaKXe MMA 1 ceeaeHuna 06 OCHOBHOM MecTe pa6OTbI NnepBOro aBTopa NPOTOKON3;

obocHOBaHMe 1 NPeAnoCcbIIKN NPoBeAeHUS;
Lenb 1 3a4a4n uccnenoBaHus;

An3aitH nccnenoBaHus;

nccneayeman nonynauumsa;
MOHUTOPUpPYEMble NoKasaTenu;

NCTOMHUKN AaHHbIX;

pa3smep uccnenosaHuma (06bem BbIGOPKHK);



aHaNn3 AaHHbIX;
OCHOBHbI€e 3Tanbl.

10.5.1.5. UameHeHunA 1 obHoBNEHMA: BHECEHME NtOBOrO CyLLEeCTBEHHOTO MU3MEHEHNA U 0OHOBAEHMA
B MPOTOKO/1 UCMbITaHUI Noc/e Havana cbopa AaHHbIX, BKAOYass 0OOCHOBAHME KaxKA0ro USMEHEHUSA UK
0b6HOBNEHMSA, AaTbl KaXKAOrO0 WM3MEHEHMA M CCbIIKY Ha pasgen NpoToKosa, B KOTOPbIM BHECEHO
U3MEeHeHMe.

10.5.1.6. OcHOBHble 3Tanbl: AaHHble B TabinyHOW ¢dopme C 3anIaHUPOBAHHbIMM AATaMKU MO
BbIMOJIHEHUIO CNeAYHOLMX OCHOBHbIX 3TanoB Uccae0BaHuA:

Hayano cbopa JaHHbIX;

OKOHYaHWe cbopa AaHHbIX;

OTYeTbl 0 X0A4e BbINONHEHUA UCC/IEL0BaAHUS;

NPOMEKYTOUYHbIE OTYETbI O pe3y/ibTaTaxX UCCeA0BaHMWsA, €CIN 3TO NPUMEHUMO;
MTOTOBbIM OTYET O pe3y/bTaTax UCCNe0BaHUA.

LDonxHbI 6bITb npeacraBneHbl AaHHbIE MO ntobbim APYTMM  BaXHbiM 3TanNam npoBegeHunA
nccnenoBaHuA.

10.5.1.7. O6ocHoBaHMe W NpPeanoCbIIKM NPOBeAeHUA: onncaHMe npobaembl No 6e3onacHocTH,
npodpuna 6e3onacHOCTM WM Mep MO YNPABAEHUIO PUCKaAMK, KOTOpble NPUBEAM K MHULMALMU
NCCNEAO0BAHMSA, A TAKKE KPUTUYECKUI aHaAIN3 BCEX AOCTYMHbIX ONY6ANMKOBAHHbIX M HEOMYBAMKOBAHHbIX
AaHHbIX, COAEpXKalMX OUEHKY COOTBETCTByHOLWEN MHPopmaumM no 6e30nacHOCTM WAM yKasaHue
HeA0CTaloWMX 3HaHWIM NO 6e30MacHOCTM, Ha NOSYYEeHWe KOTOPbIX HamnpaBneHo uccnegosaHue. O630p
MOMKET BKNOYaTb B cebA pe3ynbTaTbl COOTBETCTBYHOLWMX SKCNEPUMEHTOB HA XKMUBOTHbIX, KAMHUYECKUX
NccneaoBaHNUM, CTaTUCTUYECKME NONYAALMOHHbIE AaHHbIE U AaHHbIE NPeablAYLLMX SNUAEMNONOTNYECKUX
nccnegosaHnin, 0630p L0NKEH COAEPHKATD CCbIZIKM HA Pe3ynbTaTbl CXOXKMUX UCCAEA0BAHUIA N OXULAEMbI
BK/1aZ, 4aHHOr0 Ucc/ief0BaHUA.

10.5.1.8. 3agaya U Uuenn nccnenoBaHUs: 3afada MccnenoBaHma, ob6bACHAKLLANA, KaKMM 0bpasom
nuccnegoBaHue 6yaet cnocobCcTBOBaTb PeLEHNI0 BONPoca, KOTOPbIA NPUBES K ero MHULMALUMUK, a TaKKe
Lenn nccnenoBaHua, BKAKOYas Ntobble npeaBapuTesibHble rMnoTesbl M OCHOBHbIE Te3UChI, ONUCbIBatOWMe
cBeeHUs wuam  MHPopMauMio, KOTopble [AOJIKHbI ObiTb MOJIyY4eHbl B pe3ynbTaTe NpoBeAeHUN
nccnenoBaHmA.

10.5.1.9. MeTogabl nccneaoBaHUA: onMcaHMe MeTo40B UCCe0BaHUA, BKAOYAA:
10.5.1.9.1. AnsaiiH uccnesoBaHUA: onnucaHue AnsaliHa nccnenoBaHmMa U 060CcHOBaHMe ero Bbibopa.

10.5.1.9.2. Ycnosua: nonynaumns uccienoBaHusa, onpeaensemas B KaTeropuax nL, Mmecrta, nepmuoaa
BpeMeHM U Kputepunes Bbl6OpKU. Heobxoanmo Hannume obbEeKTUBHOrO 060CHOBAHUA BCeX KpUTepues
BK/IIOYEHUA W HEBK/OYEHMA M ONUCAHMUA WX BAUAHUA HA KOAMYECTBO CyBbEeKTOB MCCenoBaHMs,
AOCTYMNHbIX ANA nociaeayollero aHanmsa. Ecnn nposoantca nobaa BbibBoOpKa M3 LeneBoi Nonynauuu,
HeobXoAMMbl HalnuMe ONUCaHUA LeneBoi NonyaaumMmn u noapobHOCTU MmeToa0B Bbi6opKU. Ecamn ansaitH
uccneaoBaHWA npeacTaBnseT coboit cucTemaTMyeckuit 0630p MAM  meTa-aHanus, Heobxoaumo
obbACHEeHUE KpuTepues BbiI6opa U NPUrOAHOCTU UCCIeA0BaHUA.

10.5.1.9.3. MepemMeHHble: NCxoabl, BO3AEWCTBUA U ApYyr1e NepemMeHHble, B TOM YMcae UsMmepsemble
baKTopbl pMUCKa, NoTeHUManbHble GpaKToOpPbl, UCKaXKatloWwme pesynbTathl, U GakTopbl, MogMbuLmMpyoLme
adeKT, BKAOYAA onepaunoHHble onpeaeneHus.



10.5.1.9.4. ICTOMHMKM A@HHbIX: CTPATErns U UCTOMHMKKU AAHHbIX ANA onpeaeneHus Bo34eincTBui,
NCXOA0B M BCEX APYTMX NEPEMEHHbIX, 3HAUMMbIX ONA Leneit nccnenoBaHma, TakMX Kak NOTeHUWANbHbIE
daKTOpbl, UCKaXKalowme pesyabTaTbl, U $akTopbl, moandpuumpyowme spdeKkt. Mpu MCNONb30BAHUK
Ba/IMANPOBAHHBIX UCTOMHUKOB AaHHbIX, MHCTPYMEHTOB U M3MeEPEHU HeoBXoaMMO onucaHue meTtoza
Banngaumn. Ecnm meTogbl NOAYyYeHMA AaHHbIX WMAM  MHCTPYMEHTOB WUCMbITbIBAIOT B MWUIOTHOM
nccnefoBaHuM, HeobxogMmo NpeacTaBAeHME MAaHOB NPOBEAEHMA MUAOTHOMO WCCNenoBaHuUA.
Heobxoammo npeactaBuTb onncaHme BCeX 334eMCTBOBAHHbIX KOMUTETOB SKCMEPTOB M NPOLLEAYP OLEHKN,
KOoTopble ByAyT UCNOAb30BaHbl A1A BAaMAAUNM AMArHO30B. B cayyae Mcnonb3oBaHMA B UCCEL0BAHUM
CYLLECTBYIOLLEr0 WUCTOMHMKA AaHHbIX, TaKOrO KaK 3/1eKTPOHHble MeAMLUMHCKME KapTbl, Heobxogmmo
yKaszaHue ntobon MHopMaLMK B OTHOLLEHUM BAANAHOCTM 3aNnUCEN U KOAUMPOBAHMA AaHHbIX. B cayyae
cucTemaTtuyeckoro o63opa MaK MeTa-aHaM3a HeoHXo4MMO HaiMYymMe ONUCAHUA CTPATEMNMN U NPOLLECCOB
NOWUCKA, a TaKXe NtobbIX METOAOB A5 NOATBEPKAEHMA AaHHbIX UCCnenoBaTenel.

10.5.1.9.5. O6bem BbI6OPKK: NnaHUpyeMblii 06bem BbIBOPKK, NNaHUPyeMasa TOYHOCTb Pe3y/ibTaToB
nccneaoBaHus 1 pacdyeT obbema BbIBOPKU, KOTOPbIE MOTYT MMHUMAJIbHO ONpeaennTb NpeasapuTesbHo
3aJaHHbIV PUCK C NpeaBapuTe/ibHO 3a4aHHOM MOLLHOCTbIO.

10.5.1.9.6. YnpasneHue [JaHHbIMW: ynpaBieHUe AAaHHbIMWU U CTAaTUCTUYECKOe MpOorpammHoe u
annapatHoe obecneyeHune, KoTopoe ByaeT UCNOAb30BAHO B XoAe uccnenoBaHua. Mpoueaypbl cbopa,
BOCCTAHOB/IEHUA U MOATOTOBKM AaHHbIX.

10.5.1.9.7. AHanu3 p[aHHbIX: BCE BaKHble 3Tanbl OT HEO6PAabOTaHHbIX AaHHbIX A0 MOJYyYeHUs
MTOrOBOro pesy/ibTaTa, BKAOYAA MeToApbl, UCMOo/b3yemMble A5 KOPPEKTUPOBKU HECOOTBETCTBUIM WM
OLWNOOK, HEAOCTOBEPHbIX 3HAYEH UM, MoANbUKaLLMM HeobpaboTaHHbIX AaHHbIX, KaTeropMsaumm, aHaansa
M NpeacTaBAeHUs pes3y/bTaToB, a TaKXKe Mnpoueaypbl 418 KOHTPOAA MCTOYHMKOB MOrPELHOCTEN U UX
B/IMAHMA HA Pe3y/bTaThbl, tobble CTaTUCTMYECKUE NpoLeaypbl, MPUMEHUMbIE K AaHHbIM 41 NoayYeHun
TOYEYHOM OLLEHKWN U A,0BEPUTENbHbIX MHTEPBA/IOB U3MEPEHMIN YACTOTbl BOSHUKHOBEHWSA UM B3aMMOCBA3N
1 Ntoboro aHaNM3a YyBCTBUTEIbHOCTW.

10.5.1.9.8. KoHTpo/ib KauecTBa: onnmcaHne MexaHM3MoB M npoueayp g8 obecneyeHns KayecTea u
LENOCTHOCTU AAaHHbIX, BKAOYAA TOYHOCTb W  YMTAEMOCTb MOJIYYEHHbIX JaHHbIX W MNepPBUYHON
AOKYMEHTaLMK, XpaHeHMe 3annceit 1 apxmBMpoOBaHMeE CTAaTUCTUYECKMX NPOrPaMM, ONUCaHME JOCTYMHbIX
AaHHbIX NO BaAnAauMn npoueayp BepubuKaLum 3anmMcei M BannAaumm KoOHeYHbIX ToYeK. BKkatovatoTes
OaHHble Mo cepTuduKaumm u (Mamn) KBannduKaumm nboIM BCcNomoraTesnbHON nabopatopum wuam
NCcCNeaoBaTeNbCKUX rpynn (ecam NPUMEHUMO).

10.5.1.9.9. OrpaHuyeHna MeToa0B UCCef0BaHUA: NH06ble NOTEeHUNA/bHbIE OFPaHUYEeHNA AM3anHa
WUCCNeoBaHUA, MUCTOYHMKOB [aHHbIX M aHaZMTUUYECKUX METOAO0B, BK/IOYAna Npobaembl UCKarKeHus
pesynbratoB, OWMOOK, reHepannsauMm U Cay4alHoOW norpewHocTn. Heobxoaumo obcyxkaeHue
BEPOATHOCTU ycrexa Mep, HanpaB/IEHHbIX HAa YMEHbLUEHWE KONIMYeCTBa OLLMBOOK.

10.5.1.10. 3awmTa cybbEKTOB WccnenoBaHUA: Mepbl H6e30MacHOCTM C Lenbio obecneyeHus
COOTBETCTBUSA TPebOBaHMAM 3aKOHOA4ATeNbCTBA rOCyAapCcTBa-4yaeHa no obecneyeHmo 61arococTosHUSA U
NnpaB y4aCTHMKOB HEMHTEPBEHLIMOHHbIX NOCTPErUCTPaALMOHHbIX UCCIeA0BaHUI 6e30MacHOCTU.

10.5.1.11. YnpaBneHue gaHHbIMUK U NpeacTaBaeHne MHGOPMaLMM O HEeXKenaTesbHbIX ABAEHUAX U
HexKenaTebHbIX peakuuax: npoueaypbl cbopa, ynpaBneHua u npeactaBaeHmsa coobLieHnin 0b otaenbHbIX
Cly4anx HexKenaTeNbHbIX Peakumii n 1oboi HoBON MHPOPMALMM, KOTOPAA MOXKET OKas3aTb BAUAHWUE Ha
OL,EHKY COOTHOLLEHMA "No/b3a - PUCK" NeKapCTBEHHOTO NpenapaTta Npu NpoBeAeHUM UCCAef0BaHNUA.

10.5.1.12. MNnaHbl NO pPACNPOCTPAHEHUIO MNONYYEHHbIX AaHHbIX U COOBLIEHUIO pe3ynbTaToB
NCCNea0BaHMUSA, BKOYAA NaaHbl NOA4a4YM TEKYLLMX OTYETOB, UTOTOBbIX OTYETOB M NYyHANKALUK.

10.5.1.13. Ccbinku.

Pasgen moxkeT BK/toYaTh B cebs mo6y|o AONO/THUTENBbHYIO U1 BCMOMOraTe/ibHYHO VIHd)OpMaLI,VIIO o



cneundUUecknx acnekTax, KOTOpble paHee He paccMmaTpuBannchb (Hanpumep, aHKeTbl, $GopMmbl
penopTnpoBaHus).

NccnepoBaHUsA MO OLEHKE BbIMOJHUMOCTU, MPOBEAEHHble ANA MNOATBEpPXKAeHMSA pPa3paboTKu
NPOTOKO/a, Hanpumep, TecTMpoBaHWe aHKeT (OMNPOCHWKOB) WAM MNPOCTble NOACYETbl MEANLMHCKUX
ABMEHUA WAM Ha3HayeHWd no 6ase [JaHHbIX C LEe/blo onpefesieHuss CTaTUCTMYECKOM TOYHOCTU
UCCNeaoBaHUs, OO/KHblI Pa3smMelaTbCsl B COOTBETCTBYIOLLEM pasfese MPOTOKoNa WUCCNefoBaHus C
KpPaTKMM OnMcaHWem MeToA0B M pe3y/bTaToB. MccienoBaHUA NO OLEHKE BbINOJHUMOCTU, ABAAOLWMeECs
YacTblo MCCea0BaTe/IbCKOro NpoLuecca, A0XKHbl 6biTb MONHOCTLIO ONUCaHbI B NPOTOKO/Ie (Hanpumep,
NMUIOTHaA OLEHKa UCMOJIb3yeMOro ONPOCHUKA ANA NaLMeHToB).

10.5.2. KoHTpo/ib 3a BHECEHMEM U3MEHEHWI B NPOTOKO/ UCCNeA0BaHUA.

BHeceHWe nsmeHeHul’ 1 06HOBNEHWI B MPOTOKO/ UCCIEL0BAHUA AO/IKHO OCYLLECTBATLCA MO Mepe
HeobXxoAMMOCTU B XOAe Uccaef0BaHuA. BHeceHMe ntobbix CyLLeCTBEHHbIX U3MEHEHWI B MPOTOKO/ NOC/e
Hayana MccnefoBaHMA LOKHO ObiTb 3adMKCUMPOBAHO B NPOTOKO/IE TaKMM 06pa3om, YTODObl ero MOXKHO
6bIN10 OTCNeAUTb M NPOBEPUTL, BK/IOYAA AaTbl BHECEHWA M3MeHeHUM. Ecan BHeceHue M3MeHeHWi B
NPOTOKON MPUBENO K TOMY, YTO MUcCClegoBaHUe 6bi10 MPU3HAHO MHTEPBEHLMOHHBIM KAMHUYECKUM
nuccnefoBaHveM, B AajibHEMWeEM WCCNefoBaHMEe MPOBOAWUTCA B COOTBETCTBMM C MEXAYHAPOAHbIMMU
[OroBOpPaMm 1 akTaMu, COCTaBAAOLWMMM NpaBo Coo3a U 3aKOHOAATeIbCTBOM rOCYy4,apCTB-4Y/1EHOB.

Ona pobpoBonbHO WMHUUMKMPOBaHHbLIX MPUB peprKaTento pPerncrpalMoHHOIO yAOCTOBEPEHMS
pekomeHayeTcA nepefatb TMPOTOKOA WUCCNeS0BAaHWUA C W3MEHEHUSMW WA OBHOBNEHWAMM B
YNO/HOMOYEHHbIA  OpraH  rocyZapcTBa-y/ieHa, Ha  TeppuTOpUM  KOTOPOro  NPOBOAMTCA
NOCTPErncTPaLMoOHHOE HEMHTEPBEHUMOHHOE UCCNeL0BaHNe 6e30MacHOCTU IeKapCTBEHHOrO npenapara.

Ona NPUB, MHUUUNNPOBAHHbIX AepXXaTesiem pPermctpauMoHHOro yaocroeepeHna B COOTBeTCTBUU C
06ﬂ3aTeﬂbCTBOM, HaNOXeHHbIM  YNMO/IHOMOYEHHbIM  OPraHOM  TrocygapcCrBa-ydsieHa, AepiKaTesib
PETNCTPALLMOHHOIO yaoCTOBEPEHUA O0JTIXKEH obecneynTb npeacrasieHune MHq)OpMaLI,MVI O BHeCeHuun
NtobbIx CyLWeCTBEHHbIX U3MEHEHUN B NPOTOKON nccnenoBaHmA B YFIO}'IHOMO‘-IeHHbIVI OpraH rocygapcrea-
4y/lieHa, KOTOPbIM 6111 HanoXeHbl 06A3aTeNbCTBA NO nposeaeHuMto MNPWB, A,O MOMEHTA NX BBEAEHMA.

10.6. MpepacTaBneHme AaHHbIX Mo $papMaKkoHaA30py B YMNOJHOMOYEHHblE OpraHbl rocyaapcTB-
YNEeHoB.

10.6.1. [aHHble, 3HaYMMble ANA OLUEHKM COOTHOWeEHUs '"nonb3a - pUCK' NeKapcTBEHHOrO
npenapara.

[epKaTenb PerucTpaLMoHHOro yA0CTOBEPEHUA BbINOMHAET KOHTPOb AaHHbIX, NOJyYaembiX Npwu
NpoBeAeHNN UCCNeLOBaHUA, M OLEHMBAET WX BAMAHME HA COOTHOWeHMe "nonb3a - pPUCK"
COOTBETCTBYIOLLErO SIEKaPCTBEHHOrO Npenapara. J/ltobas HoBasa MHPOPMaLMA, KOTOPana MOXKET NOBANATb
Ha OLeHKY COOTHOLEHMA "Nosb3a - PUCK" IeKapCTBEHHOro npenapara, HesameanuTebHO coobuaeTca
YNO/HOMOYEHHbLIM OpraHam rocygapcTB-Y4/1€HOB, Ha TEpPPUTOPUM KoTopbix nposoautca MPUB wu
3apPerMcTPMpPOBaH UcCaeayemblil 1eKapcTBEHHbIN Npenapart. [aHHble, KOTopble MOTyT OKasaTb BAUAHUE
Ha OLLEeHKY COOTHOLLEHMA "NoAb3a - PUCK" NIeKapCTBEHHOro NpenapaTta, MOryT BKAO4YaThb B cebs AaHHbIe,
nosyyaemble B pesynbTaTe aHaaM3a MHOOPMALMM O NOAO3PEBAEMbIX HEXKENATE/IbHbIX Peakumax, Uam
pe3ynbTaTbl NPOMEKYTOYHOIO aHaM3a 0606LWEeHHbIX AaHHbIX N0 6e30nacHOCTY.

JaHHoe nHPopmMpoBaHNE HE AOMKHO BAMATb HA MHOOPMALUMIO O pe3ynbTaTax UCCAefoBaHUN,
KOoTopas npeacTaBnnetcsa B pamkax MOOB 1 B o6HoBneHUAX MYP (ecan npymeHMmo).

10.6.2. MNopo3peBaemble HexenaTeNbHble peakuMnm M uHaa uHdopmauma no 6esonacHoCTH,
noAseKalasn Cpo4HOMY NpeacTaBAeHMIo.

MHd)OpMaLI,Mﬂ No Cepbe3HbIM HenpeasnaeHHbIM HEXeNATE/IbHbIM peakUuMAM U NHaA VIHd)OpMaLJ,VIH
no 6esonacHocTH AO0/XKHa NpeAacTaBaATbCA B CPOYHOM nNopAaKe B YNO/IHOMOYEHHbIE OpraHbl rocy4apcCTs-



Y/IeHOB B COOTBETCTBUM C TpeboBaHMAMM [TpaBUI HagNeKalleh KAMHUYECKON NPaKTUKM EBpasminckoro
3KOHOMMYECKoro cotosa. Mpoueaypbl cbopa MHPOPMALMK NO HexenaTesbHbIM pPeakuuam, yrnpasaeHus
AaHHbIMM (BKAtOYas 0630p U OLLEHKY, BbINONHAEMYIO AepKaTesieM PerncTpaLyMoHHOro YA0CTOBEPEHUS,
€Cc/in 3TO NPUMEHMMO) U NpeacTaBieHMA coobLLeHUA O NOoA03PEBAEMbIX HEXKenaTe/bHbIX peakumusax
OO0NXKHbI BbIMOJIHATLCA B LLEHTPaX NPOBEeAEHUA KIMHUYECKMX UCCNea0BaHMI U B KpaTKoM dopme A0/IXKHbI
6bITb M310XKEHDbI B NPOTOKO/IE UCCELOBAHUA.

10.6.3. OtyeTbl 06 UccnefOBaAHUSAX.
10.6.3.1. NpomexKyTo4YHaA OTYETHOCTb.

YNONHOMOUYEHHbIN OpraH rocyfapcTBa-y4aeHa MOXKeT 3anpoCcuTb NpeAcTaBieHNEe NPOMEKYTOUYHOro
oTt4yeTa no sBbinonHAemomy MNPUB Ha nekapcTBeHHble NnpenapaTtbl, 3aperncTPUpPoOBaHHbIE HA TEPPUTOPUAX
rocyapcTB-41eHoB. 3anpocbl Ha NpeAcTaBAeHMEe MPOMEXKYTOUYHbIX OTYETOB MOryT OblTb caenaHbl A0
Hayana uccnefoBaHuA Uan B Ntoboe Bpema B xofe NposeaeHua uccnenoBaHuA. MNpuumHoK 3anpoca
MOMeET 6bITb MHOPMaLMA B OTHoweHUM Npodunsa 3pPeKTUBHOCTM 1 (M1K) e3onacHOCTM, BO3HMKaloLan
B Xo4e wccnepoBaHua, nMbo HeobxooMMOCTb MNOJyYeHMA WMHPOPMAUMM O XO4e BbINOJHEHUA
NCCNea0BaHUA B KOHTEKCTE PeryifaTopHbIX Npoueayp, a TakKe BaxkHaa nHdopmauma no 6esonacHocTu
JleKkapCcTBeHHOro npenapara.

Bpems npeactaBaeHMA NPOMEKYTOUHbIX OTYETOB A0/KHO BbITb COr1aCOBaHO € YNOAHOMOYEHHbIMMU
opraHamu rocyfapcTB-47eHOB M YKa3aHO B NPOTOKO/e UccaefoBaHuii. Xoa BbinonHeHua MNPUB gonxkeH
COOTBETCTBYHOLWMM 06pa3om oTpaxkaTbca B NOOB 1 B 06HoBAeHUAX MYP (ecnv nprumeHnmo).

Co,qep»(aHme NMPOMENKYTOYHOIo OoT4eTa OO0/1IKHO C/neaoBaThb nlormyeckom nocneanoBaTesibHOCTU U
AOO/TXKHO BK/IlOYATb B cebs Bce AOCTYyNHble AaHHblE, NMPU3HAHHblE MMEKLWMMN OTHOWEHUE K Xo4y
BbINO/IHEHNA UCCNeaAO0oBaHUNA, Hanpumep, 4YUCNO BKIKYEHHbLIX B WMCCeaOoBaHWE MNalUMeHToB, 4YUCNIO
nayneHToBs, noaseprnxca BOB,EI,el\;ICTBM}O NNEKAaPCTBEHHOrIO nNpenaparta, nin 4YnMciao NaumeHToB, Y KOTOPbIX
3a¢MKCVIpOBaH MOHMTOpMpyeMbIVI ncxon, CA0XKHOCTM B BbIMOJIHEHUU UCC1eaoBaHUA U OTK/IOHEHUA OT
oXupgaemoro nnaHa. locne paccmoTpeHnAa OoT4eTa YNOJIHOMOYEHHbIM OPraHOM rocyaapcCrBa-4i€eHa
MOXKET bbITb 3anpoweHa A0oNO/IHUTE/IbHAA VIHCI)OpMaLI,I/I‘iI.

10.6.3.2. UToroBblit oTYET UCCNe0BaHMA.

Wtorosbili oTyeT MPUB fonKeH 6biTb NOAaH B YNOJHOMOYEHHbIE OpraHbl rocy4apcTB-Y/1eHOB KakK
MOXHO CKOpee noc/ie ero 3aBepleHna U B TedeHue 12 MecAueB C AaTbl OKOHYaHMA cbopa AaHHbIX.
[ep:KaTenb perucTpaumoHHOro yAOCTOBEePeHUA nogaer utorosbii otyeT MNPUB B ynonHomoueHHble
OpraHbl rocy4apcTB-471€HOB, B KOTOPbIX NPOBOAMTCA UCCNELOBaHME.

Ona NMPUB, AobpoBONAbHO MHUUMMPOBAHHBIX AeprKaTesem PerncTpaumMoHHOro yaoCTOBEPEHUs,
TaKXKe peKoMeHayeTca nepedatb WMTOrOBbIM OTYET 06 MccNedoBaHMM YNONHOMOYEHHbIM OpraHam
rocyAapcTB-4/1€HOB, Ha TEPPUTOPMM KOTOPbIX 3aPErMCTPMPOBAH /IeKapCTBEHHbIW Npenapar.

Ona NPUB, MHUUUNNPOBAHHbIX Aep*KaTtesiem pPermctpauMoHHOro yaocroeepeHna B COOTBETCTBUMN C
06F|3aTel'IbCTBOM, HanaraeémbliM CO CTOPOHbI YNO/IHOMOYEHHOTIO OpraHa rocyaapcrea-4ieHa, eC/im He 6b110
npegocraBneHo pa3peweHne Ha OoTCTynneHune ot Tpe6OBaHVIl7I, AepxXaTtenab pPernctpaunmoHHOro
yOoCToBepeHNA A0/1XKEH B Te4YeHUne 12 mecaues ¢ 4aTbl OKOHYaHUA c6opa AaHHbIX O0/1XKeH NpeacTtaBuUTb
UTOroBbIN OTYeT 06 nccnenoBaHuMuK, BKAKOYaA pe3tome nccnegosaHma ana I'IY6I'IMI-(aLI,MM.

B cnyyae ocTaHOBKM UccneaoBaHUA NogaeTca NTOroBbIM OTYET C 06 bSACHEHMEM NPUYNHbI OCTAaHOBKU
nccnegoBaHuA.

WNTorosbiit otueT MPUB aonxKeH BKAOUYaTb B ceba cneaytolime pasgensl U vHpopmaumio:

10.6.3.2.1. HaumeHOBaHWe: HaMMeHOBaHWe, BKAOYalowee B ceba ob6uieynoTpebuTenbHyo
TEPMUHONOTMIO M yKasblBalolee AM3aliH MCCefoBaHWA, NOA3aroN0BKM C AATOW MTOrOBOrO OTYeTa,
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MMEHeM U ceeeHnaMmn o6 OCHOBHOM aBTOpE OTYeTa.
10.6.3.2.2. KpaTKoe coaepKaHue: oTaeibHOe pe3tome B NpeAcTaB/IeHHOM HUXe popmare.

10.6.3.2.3. [ep:xatenb perncrpaumoHHOro yAOCTOBEPEHUA: HaUMeHOBaHWe aeprkaTens
perncTpaumMoHHOro yaA0CToBepeHua 1 ero agpec.

10.6.3.2.4. WccnepoBaTenn: UMeHa, TUTYJbl, yYeHble CTeneHu, agpeca U ceefeHua obo Bcex
MUCCnefoBaTenIAX, a TaKXKe nepeyeHb BCEX BOB/IEYEHHbIX B MCCAEAOBAHME OpraHM3auuim u mect
BbINOJIHEHUA UCC/Ie40BaHUA.

10.6.3.2.5. KOHTpO/bHble TOYKW: 3aMfaHMPOBAHHbIE W QAKTUYECKME AaTbl NO CAEAYIOLMM
KOHTPO/IbHbIM TOYKaM BbINONHEHUA NCCNeA0BaHUA:

Hayano cbopa JaHHbIX;

KoHeLl, cbopa faHHbIX;

OTYETHOCTb O X0A4e UCC/Ie40BaHUsA, 3aNpPOoLLEeHHasA YNoJHOMOYEHHbIM OpraHOM rocyapcTBa-yieHa;
NPOMEKYTOYHAA OTYETHOCTb O pe3y/bTaTax UccneaoBaHus (ecnu NPUMEHUMO);

MTOTOBbIM OTYET O pe3y/bTaTax UccneaoBaHus;

Ntobble UHble BaXKHble KOHTPOJIbHbIE TOYKWN, NPUMEHUMbIE K UCCNEAO0BAHWUIO, BKAKOYAA AOaTy
yTBEPXKAEHNA NPOTOKO/1a KOMUTETOM MO 3TUKE (ECJ'IM I'IpMMEHMMO) n Aaty perncrpaumm nccnegosaHuA B
3/1IEKTPOHHOM peecTpe VICCI'Ie,EI,OBaHMl\;L

10.6.3.2.6. ObocHOBaHWE M NPEANOCHIIKA NPOBEAEHUA UCCNea0BaHMA: onnucaHne npobaemsl No
6€e30nNacHOCTM, KOTOpas MpuBENA K MHULMALMW UCCNEAOBAHMUA, @ TaKKe KPUTUYECKMI aHanu3 BCex
[OCTYMNHbIX ONYy6ANMKOBAHHbBIX M HEONYO/IMKOBAHHbIX AaHHbIX, COAEPMKALLMX OLLEHKY COOTBETCTBYIOLLEN
nHbopmaLmmn no 6e30NacHOCTU MAM YKa3aHWe HeAOCTaloWMX 3HaHUI No 6e30MacHOCTH, Ha NoslyYeHue
KOTOpPbIX OblI0 HAaNPaB/AEHO UCCNea0BaHMe.

10.6.3.2.7. Uenb v 3aga4mn nccnegoBaHua: Lenb NccneaoBaHUA 1 3a4a4vm UccneaoBaHua, BKAKOYasA
ntobble NnpeaBapuUTenbHbIe TMNoTe3bl, B COOTBETCTBMM C MPOTOKO/IOM UCTMbITaHUN.

10.6.3.2.8. MN3meHeHMA ¥ OBHOBNEHUS: MepeyeHb HOObIX CYLWECTBEHHbIX W3MEHEHUN U
OOHOB/IEHNI MepBOHaYaNIbHOTO MPOTOKO/IA WCMbITAHUA MNocne Havana cbopa A[aHHbIX, BKAOYaAs
060CHOBAHME KaXA,0ro USMeHeHUA AN OBHOBAEHMS.

10.6.3.2.9. MeToabl uccnegoBaHus, B TOM YUCAe:

OV3alH UCCNe0BaHNA: KOYEeBble 3/1IEMEHTbI An3aliHa nccnegoBaHma U obocHoBaHMe BblIBpaHHOro
An3anHa;

ycnoBsuAa: ycnosuAa, mecCta U COOTBETCTBYHOWME [AaTbl nNpoBegeHUNA WUcCCneanosaHWA, BK/IOYaA
nepunoabl Ha6opa nauneHTos, nocnegyrowero Ha6l'|lO,CI,eHMﬂ n c6opa AadHHbIX, B Ciy4ae CUCTemMaThyeCKoro
o630pa NN MeTa-aHa/in3a - XapaKTepUCTukun MCCﬂep,OBaHMVI, ncnonb3lyemblie B KayecTtBe KpUTepumes
npnemnemocTu, C ux O6OCHOBaHVIeM;

naumeHTbl: Noban uenesas NONyaaAUMA U KPUTEPUWU BKIOYEHMA NALMEHTOB B McCiegoBaHMe.
[onXHbl 6bITb YKa3aHbl UICTOYHMKM M MeToAbl NoAbopa y4aCTHUKOB, BKAOUYAA (r4e NPUMEHNMO) MeToapbl
WMHAMBMAYANM3aLMN CIYYaEB, @ TAKXKE KONMYECTBO M MPUUMHBI UCKIOUYEHUA N3 UCCea0BaHNUS;

nepemeHHble: BCe pe3ynbTaTbl, BO3AEWCTBME, MNPOrHOCTMYECKMe aKTopbl, MOTeHUMabHble
ncKakatowme GpakTopbl M hakTopbl, moauduumpytowme apdeKT, BKAoYan onepaumoHHbIe onpeaeneHms.



Mpu HeobXx0AMMOCTH, NPEACTaABAAKTCS ANATHOCTUYECKME KPUTEPUN;

WUCTOYHUKMU AaHHbIX U U3IMEPEHME: ANA KaKAOW paccMaTpuBaemMOol MepemMeHHOM yKasblBaloTcs
NCTOYHUKWN OaAHHbIX N I'IOLI,pO6HO€ onncaHMe meToa0B OUEHKU U n3mepeHuna (ecnm I'IpVIMEHVIMO), a TaKXe
COMOCTaBMMOCTb METOA0B OLeHKM (Npu Hanmuum bonee 1 metoaa). Ecnm nccnesoBaHue MCNonb3oBano
CYLLECTBYIOLLMIA UCTOYHUK AaHHbIX, TAaKOW KaK 3N1EKTPOHHbIE MeAMLIMHCKME KapTbl, A0/KHA co0bLuaThes
nobas nHpopmauma o BaMAHOCTU 3anUCeld U KOAMPOBAHMU AaHHbLIX. B cayyae cuctemaTMyeckoro
0630pa MAM MeTa-aHaM3a AOJIXKHbl 6biTb ONMCaHbl BCE UCTOYHUKU MHDOPMaLMK, CTpaTerns Mnoucka,
MeToAbl 415 BblbOpa UccnefoBaHUA, MeTOAbI M3BNEYEHMA AaHHbIX U /Iobble NPOLEeCcChl A5 NOAYYeHUs U
noATBEPKAEHUA AAHHbIX UCCief0BaTeNel;

OWMOBKN: onucaHue nNpeanpuUHATbIX AENCTBUIA UAM Mep NOo 0OpaleHU0 C MOTEeHLMaNbHbIMK
WMCTOYHUKaMM OLINOOK;

o6bem BbIbOpKM: 06bem Bbl6OpPKM U 060CHOBaHME NtOHOro BblMMCAEHUA pa3zmepa BblOOPKK U
MeToAa AOCTUKEHUA Npeanoiaraemoro pasmepa Bblbopku;

npeobpasoBaHue AaHHbIX: NPeobpas3oBaHMUsA, BbIYUCAEHUS MW ONepaumn ¢ AaHHbIMK, BKIKOYan
MeToAbl 06paboTKM KONMYECTBEHHbIX AAHHbIX MPU BbINOJAHEHUU aHanM3a, 060CHOBaHWE BblBPaHHbIX
MEeTOZL0B rPynnUMPOBaHUA AaHHbIX;

CTaTUCTMYECKME MEeTOoAbl: ONMCaHUE NO CNeAYHOLWLMM acneKTam:
OCHOBHble MeTodbl 0606LeHUs;

BCE CTaTUCTUYECKME METOAbl, KOTOpble MPUMEHAANCb B UCCNeA0BaHMM, BKAOYaA MeToAbl ANSA
KOHTPONS MUCKa)KeHU U B OTHOWEHWUU MeTa-aHa/NM30B - MeTodbl KOMBUMHWPOBAHMA pPe3ynbTaToB
nccneoBaHum;

nobble MEeTOoAbl, UCNOJIb3yeMble ANA U3y4eHUA noarpynn un B3aMMO,CI,el7ICTBVIl7I;
noaxoa K peweHuto ﬂpOGJ’IeMbI No HEOOCTYNMHbIM OAaHHbIM;
OLUEeHKa 4yBCTBUTE/ZIbHOCTUN NCCea0BaHUA,

BCE WM3MEHeHWA NnaHa aHanAM3a JaHHbIX, NPeayCMOTPEHHOro MPOTOKOAOM WCCNeAoBaHWUA, C
060CHOBaHMEM U3MEHEHWIA;

KOHTPO/1b Ka4eCTBa: MexaHU3Mbl U nNpoLleaypbl obecneyeHUs KayecTBa u LEeNOCTHOCTUN AaHHbIX.

10.6.3.2.10. Pe3ynbTaTbl: NpeactaBneHne Tabauu, rpadmKoB N UANOCTPaAUMIA Ana oTobparxkeHus
NoJsly4eHHbIX 4aHHbIX M NPOBEAEHHOIO aHaM3a. [oxKHbl ObITb NPeACcTaBAeHbl KaK a4anTUPOBaHHbIE, TaK
W HeaaanTMpPOBaHHble pe3ynbTaTbl. OLEeHKA TOYHOCTM AaHHbIX A0/KHA ObITb BbINONHEHA KOIMYECTBEHHO
C YKasaHWeM [0BepUTE/IbHbIX MHTEPBaNOB. ITOT pPasfen AO/KEeH BKAO4YaTb B cebs cneayowme
noapasgensbi:

a) YY4aCTHMKMU: KOIMYECTBO NaUMEHTOB Ha KaXAoM 3Tane wuccaeaosaHua (Hanpumep, 4YMcio
NOTEHUMaNbHO COOTBETCTBYIOWMX, MPOLWeAnX npoueaypy CKPUHUPOBAHUA, MOATBEPMKAEHHbIX Kak
COOTBETCTBYHOLLME, BK/AOYEHHbIX B MUCCNeAoBaHWe, 3aseplialowmx nocieayouee HabawogeHne K
NPoaHaNM3NPOBaHHbIX, @ TaKKe MPUYUHbI BbIBLITUA U3 UcCneaoBaHWA Ha nobom sTane). B cayyae
cuctemaTtuyeckoro o063opa MAM  MeTa-aHanM3a - KOMMYECTBO CKPUMHUPOBAHHbLIX, OLUEHEHHbIX Ha
COOTBETCTBME U BK/IOYEHHbIX B 0630p MCCNeA0BaHUI C YKa3zaHMEM MPUYMH UCKIIOYEHUA HA KaXKaom
aTane;

6) onucaTtenbHble [AaHHblE: XapPaKTePUCTUKM YYaCTHUKOB UCCNenoBaHUA, MHd)OpMaLI,Mﬂ (o}
BO3ﬂ,el7|CTBVIVI N NOTeHUWMANbHbIX WCKaXXatloWwmnx d)aKTOan, a TaKXe KO/In4eCctBo Yy4aCTHUKOB C



OTCYTCTBYHOLMMUN AAHHBIMU ONA KaXKAOW paccmaTpuBaemMon nepemeHHomn. B cayyae cuctemaTnyeckoro
0630pa MAM MeTa-aHa/M3a - XapPaKTePUCTMKA KaXKAOro WUCCnefoBaHWsA, [aHHble KOTOPOoro 6bisiu
MUCNob3oBaHbl (Hanpumep, o6bem BbIBOPKK, Nocaeaytollee HabaoaeHue);

B) laHHbIE O pe3y/ibTaTax: KOIMYeCcTBO YYaCTHUKOB MO KaTeropusim OCHOBHbIX Pe3y/1bTaToB;

r) OCHOBHble pe3y/bTaTbl: pe3y/bTaTbl HE3aZANTUPOBAHHOM OLEHKM (ecan  MpPUMEHUMO),
afanTUPOBaAHHOM OLLEHKM C Y4Y4eTOM MCKakalowmx ¢GakTopoB M MX TOYHOCTb (Hanpumep, 95%
[LOBEPUTE/IbHBbIN  MHTepBan). ECAM NpUMEHMMO, OLEHKa OTHOCUMTE/IbHOrO PWCKA [O/MKHA ObiTb
nepeseseHa B abCONOTHbIN PUCK AN 3HAYMMOTO Nepruoaa BpemMeHu;

p,) apyrue suabl aHanusa: gpyrue nposefeHHble aHa/M3bl, Hanpumep, aHaAusbl noarpynn wu
B33VIMOFI,€VICTBMF|, a TaKXXe aHa/1n3bl 4yBCTBUTE/IbHOCTH;

e) HexkenaTtesibHble ABIEHUA U HeXelaTe/lbHble peakuum: ynpasiaeHne AaHHbIMU U NpeacTaBieHme
VIHd)OpMaLI,MVI O HeXenaTeslbHbIX ABNIEHUAX U HeXXenaTe/lbHbIX peakunAax B YNOJIHOMOYEHHbIe OpraHbl
rocyfapcrB-4/sieHoB. B oTHOWeEHWW onpeneneHHbIX AU3aNHOB MCCAeAOBAHMM, TaKMX Kak "caydail -
KOHTPO/Ib" MAN PETPOCMEKTUBHbIE KOTOPTHbIE MCCAeA0BaHUA, 0COBEHHO BK/OYAOWMX B ceba aHanus
OAHHbIX 3NEKTPOHHbIX MEANLMHCKUX KapT, CUCTEMATUYECKME NepecmMOoTpPbl U MeTa-aHa/M3bl, 4OKHO
6bITb YKAa3aHO O HEBO3MOKHOCTU MPOBECTU OLLEHKWU CTEMNEHU A4OCTOBEPHOCTU NMPUYMHHO-CNELCTBEHHOM
CBA3WN Ha YPOBHE MHAMBUAYAJIbHbIX C/Iy4aes.

10.6.3.2.11. Ob6cyxaeHue:

a) KoYeBble pe3ynbTaTbl: K/OYEBble pe3y/ibTaTbl, MMEIOLWME OTHOLEHWe K 3aJayam
nuccnefoBaHua, paHee MNPOBEAEHHOE WCCNeAOoBaHWe, pesy/bTaTbl KOTOPOro  COracyloTcs  MAu
NpPOTMBOPEYAT NOJIyYeHHbIM TEKYLLMM pe3ynbTaTam, BAUAHWE pe3y/bTaToB Ha COOTHOLEeHWe "nonbsa -
PUCK" NEKapCTBEHHOrO Npenaparta, ec/iM 3TO NPUMEHMMO;

6) OorpaHun4yeHunA: orpaHn4YeHunAa uccnenoBaHuAa, NpuHUmarowme BO BHUMaAHUE 06CTOﬂTeﬂbCTBa,
KOTOpbleé mMmOrnM noBJ/IMATb Ha Ka4yeCTBO U LLEeNNOCTHOCTb AadHHbIX, OrpaHnU4YeHnAa noaxoga M Metonos,
KOTOpble 6blAM  MCMNONBL30BaHbI ana MUHUMKU3aunnm Unx BANAHUA (Hanpmmep, OTCyTCTBYHOLLME WUIN
HEeNno/JIHbleé AaHHblEe, NMPUMEHEHHbIE OLEHOYHbIE 3HaLIEHVIﬂ), NUCTOYHUKN NMOTEHUMNANbHbIX OWwnboK M
HeToYHOCTeNn u BaMAHOCTHN ABNEHUN. HeO6XO,£I,MMO O6CV)‘K,£I,EHM€ KaK HamnpaBaeHunAa, Tak U macwTaba
NOTEHLUMANbHbIX OLLIM6OK,'

B) MHTEpPNpeTauma: NHTepPNpeTauns pesynbTaToB UCCeA0BaHNI C y4eTOM 33434, OrpaHUYEHUN,
MHOXECTBEHHOCTU aHanu3a, pe3y/nbTaToOB CXOXMWUX WCCNeAOBaHUA U  APYrMX COOTBETCTBYHOLMX
NoATBEPXKAEHNI;

r) o606aemocTtb: 0606WaemMocTb (BHELWHAS BaAMAHOCTb) pe3y/ibTaToB UCCAea0BaHuUA.
10.6.3.2.12. Ccblaku.

10.6.3.2.13. Opyrana unbopmauus: ntobas 4onNoSHUTENbHAA MU BCNoOMoraTenbHasa nHpopmaumsa o
cneundmYecKnx acnekTax UccaeL0BaHUA, He pacCMaTPMBABLUMXCA paHee.

10.6.3.3. Pe3lome MTOroBoro oTyeTa MCCAEAOBaHMA AONXKHO BKAOYATb B cebs 0606LLEHHYIO
MHPOpPMaLMIO O MeTodax U pe3y/bTaTax UCCNeA0BaHMA, NPeaCcTaBAeHHYI0 B cieaytolwem popmare:

a) HaMMeHOBaHWe C NoA3aro/I0BKaMu, BK/OYAn OaTy COCTAaB/NEHUA PE3OME, UMSA U CBeAEeHUA Mo
nepsoMy aBTopYy;

6) Kntouesble cnoBa (He 6onee 5 KAOYEBbLIX CNOB, OTOBParkaloLLMX OCHOBHbIE XapaKTepUCTUKU
nuccneoBaHus);



B) 060CHOBaHME 1 NPeANOCbINKY;

r) uenb 1 3a4a4n UccnefoBaHUs;

A) NnaH uccnefoBaHus;

e) ycnosus;

) NauueHTbl n 06bEM BbIBOPKM;

3) NnepemeHHble U UCTOYHMKN AaHHbIX;
n) pesynbTaThbl;

K) obcykaeHue (BKAYasa (ecam NPUMEHMMO) OLEHKY BAUAHMA Pe3y/bTaToB UCCAeAO0BaHUA Ha
COOTHOLLEeHMe "Nosb3a - pUCK" IeKapCTBEHHOrO Npenapara);

N) feprKaTesb PerncTpaLmoHHOro YA0CTOBEPeHNs;

M) nmMmAa n ceefeHuna no rnaBsHoOMy nccaegoBatento.

10.7. NMyb6anKaumsa pesynbTaToB UCC/en0BaHNS aBTOPaMU.

[Jep:KaTento perucTpauMoHHOro yA0CTOBEPEHMSA PEKOMEHAYETCA 3apaHee CoracoBaTb CTpaTeruto
ny6AMKauWii ¢ r1aBHbIM UCCNeLOBaTEleM B C/lyvae, eCIM UCCef0BaHWe NPOBOAUTCA U aHAIM3UPYeTCs
MOJIHOCTBIO WM YAaCTUYHO WCCAeL0BaTeN MU, He ABAAIWMMUCA COTPYAHMKAMM  AepiKaTens
PEerucTpaunoHHOro yAOCTOBEPEHUA. PeKkomeHayeTcs onpedensTb cTpaternto nybankauuii Takum
06pasom, YTobbl rNaBHbIW UCCAea0BaTelb MMEST BOSMOMKHOCTb CAMOCTOATE/IbHO FOTOBUTL Ny6MKauum
no pesysnbTaTaM UCCNEeA0BaHWA BHE 3aBMCMMOCTM OT aBTOPCTBA AaHHbIX. B 3Tom cayyae aepkatesnb
PEerucTpPaunoHHOro YA0CTOBEPEHUA AO/KEH ObiTb YNOJHOMOYEH MPOCMATPUBATL Pe3y/ibTaTbl U UX
WHTEpPNpeTaumio, BKAOUYEHHbIE B PYKOMWUCb, U NPEACTaBAATb KOMMEHTapUKU A0 nepesayn pyKonwucu B
neyatb, M3beraa HeobOCHOBAHHbLIX 3adepKeK nybAnKauuu. 3anpocbl HAa BHECEHWE W3MEHEeHWi B
PYKOMMUCb A0/KHbI H6bITb Hay4HO 0BOCHOBaHLI. [leprKaTeslb PErucTPaUuMoHHOro yA40CTOBEPEHUA O0/1KEH
MMeTb NPaBo 3aNpoCUTb yaaneHne KOHPUAEHLMANbHOW MHPOPMALMK.

10.7.1. NpepcTaBneHme onybAMKOBaHHbIX Pe3yNbTaTOB UCCeA0BaHMA B YNOJIHOMOYEHHbIE OpraHbl
rocyAapcTB-4Y/1eHOB.

[ep:kaTento perncTpaumoHHOro yA0CTOBEPEHUA PEKOMEHAYETCA nepefaTtb WTOrOBYIO PYKOMMUCb
CTaTbW B YNONHOMOYEHHbIE OpPraHbl rOCYyAapcTB-4/IEHOB, Ha TEPPUTOPUM KOTOPbIX 3aperMcTpupoBaH
NeKapCTBEHHbIV Npenapart, B TedeHue 2 HegeNb C AaTbl Npuema Nyb6MKauumn B saatenibCTee.

10.8. 3awmTa AaHHbIX

[epKaTenm perncTtpaumMoHHbIX YAOCTOBEPEHMI U UCCAeAoBaTeNn  AOMKHbI - cobaogaTtb
3aKOHOAATe/IbCTBO roCYAapCTB-Y/1IEHOB, HA TEPPUTOPUM KOTOPbIX NPOBOANTCA UCCAe0BaHME MO 3aWwuTe
NNYHBLIX [aHHbIX MauuMeHToB. [epKaTenb PEerncTpauMoHHbIX YAOCTOBEPEHUA AO0MKEH obecneynTb
obpalleHne 1 xpaHeHue Bcelt MHGOPMaLUN NO UCCNe0BAHMIO TakKMM 06pa3om, YTobbl ee MOXKHO 6bi10
TOYHO CO06LWATb, MHTEPNPETUPOBATb U BEPUPULMPOBATDL. B TO XKe Bpema KOHOMAEHUNANbHOCTb AaHHbIX
MeAMLMHCKUX KapT NaLMEHTOB He A0/XKHa BbITb HapyLLeHa.

10.9. Cnuctembl KayecTBa, ayanTbl M NPOBEPKN
Jeprkatenb pernctpaumMoHHOro yAO0CTOBEPEHMA [AO/KeH obecneynTb BbINOJHEHUE CBOMX

obAsaTenbLCTB no ¢apmaKOHap,3opy B OTHOWEHWWN BbINOIHEHUNA UCCNeOO0BaHUA, a TaKXKe obecneuntb
BO3MOXHOCTb ayanTa, NPOBEPKUN U BepMd)MKaLI,MM AaHHOﬁ AeATenbHoOCTU. Nioboe nsmeHeHue B AaHHbIX



OONMKHO UKCMpOoBaATbCs, 4YTOObl 0becneynTb MNpPOCNeKMBaemocTb. [epKatenb PerncTtpaumoHHOro
YAO0CTOBEPEHUA A0/KeH obecneynTb nogaeprkaHue B 31eKTPOHHOM dopmaTte aHaAMTUYECKMX HabopoB
AaHHbIX U CTAaTUCTUYECKUX NMPOrpamm, UCNoJib3yemMblX ANA reHepaunn AaHHbIX, BK/IKOYEHHbIX B WUTOroBbIN
OTYET MO UCC/IeA0BAHMIO, @ TaKKe UX AOCTYNHOCTb A4 ayAnTa U NPOBEPKU.

10.10. BanaHue Ha cuctemy ynpasaeHua puckamm

HeunHtepseHunoHHble MPUB (1, B uenom, ntoboe UHTEPBEHLUMOHHOE WUAN HEUHTEPBEHLIMOHHOE
NMOCTPErucTpaumnMoHHoe ucciegoBaHMe 6e3onacHOCTM), MPOBOAMMbIE AN U3y4yeHUs npobaem no
6e3onacHOCTM, Kak onuncaHo B MYP, posxKHbl BKAoYaTbes B MMYP. MpoTokon uccnesoBaHUA A0MKeEH
npunaratbea K MYP.

B cnyyae ecnu MYP oTcyTcTBYeT, A0O/XeH ObiTb paspabotaH Hosbili MYP, BKAtoyatowmii B cebsa
[laHHble NOCTPErncTPaLMOHHOIO UccaeaoBaHna besonacHocTU. Bo Bce cooTBeTcTBylOWME paszesbl U
mogzynm MYP BHOCATCA COOTBETCTBYIOLME U3MEHEHUS C YYETOM MPOBEAEHUA UCCIEA0BAHMUA, BKAOYAA
cneundmkaumio 6es3onacHocTM, NnaH G¢apmakoHaa30pa U NAaH MUHMMM3AUMKM PUCKOB, a TakKe o0630p
Mep MUHUMMU3AUUK PUCKA.

10.11. Npoueaypa ob6A3aTeNbHbIX NOCTPErNCTPALNOHHbIX
nccnefoBaHuin 6esonacHoCcTU

B rocypapcrBax-uneHax npoBeeHue NoCcTPerncTpaumoHHOro uccaesoBaHuns 6esonacHoctu (MPUB)
MOXET fBAATbCA 0653aTe/IbHbIM MPU  OLLeHKe MepBOHAYaNIbHOW 3asiBKM Ha rOCyAapCTBEHHYIO
PEerucTpaumio MAM Ha MNOCTPErncTPaLMOHHOM 3Tane, ecan ecTb 0b6ecnokoeHHocTb (06ocHoBaHHOE
9KCMEepPTHOE MHEeHMEe OTHOCUTENbHO OTCYTCTBMS BaKHbIX [AaHHbIX, XapaKTepusylwmx npoousb
6e30MacHOCTM NIeKApCTBEHHOrO MpenapaTta, MNoJjlyYyeHne KOTOpbIX TpebyeT BbIMOJHEHMS aKTUBHbIX
MEeTOL0B M3y4yeHusa 6e30NacHOCTM NO NPUYMHE HEBO3MOMKHOCTU HaL/IeKaLLEro U3yYeHUs UAN OLEeHKU
pUCKa (PUCKOB) NpWM MOMOLWM PYTUHHBIX MeToAoB ¢apMaKoHaz30pa) B OTHOWeEHUM npoduns
6e30MacHOCTM  3aperucTpupoBaHHOrO  JieKapcTBeHHOro  npenapaTta.  [aHHoe  TpeboBaHue
YNO/HOMOYEHHOTO OpraHa AO/KHO 6biTb HagnexKawum o06pasom 0H6OCHOBAHO AAHHLIMM OLLEHKM
npo¢una 6esonacHocTn U 3pHeKTUBHOCTU, LLOMKHO BbITb 3aPUKCMPOBAHO B MMCbMEHHOM BUAE U S,O/IKHO
BK/IOYATb 334a4M M BPeMEeHHbIe PaMKM NoJaun U NnpoBeseHus nccnenosaHma. TpeboBaHUe MOMKET TaKKe
BKtOYATb B Ce6A peKOMEHAALMM MO KAOYEBLIM XapaKTepucTUKam ucciegoBaHua (Hanpumep, An3aiiH
nccnepoBaHnA, YCI0BUA, BO3LENCTBME, MCXOnbl, Lenesas nonynsuusa). B yMcio pekomeHzyembix
METOZ0B MOTYT BXOAMUTb METOAbl aKTMBHOIO MOHUTOPUHIa (Hanpumep, MOHUTOPUHT Ha onpeaeneHHbIX
KAMHWYECKMX 6asax, peuenTypHbii MOHWUTOPWHI, PEerncrpbl), CpaBHUTENbHble HabaogaTeNbHble
HEMHTEPBEHLMOHHbIE  MCCNeAoBaHMA  (Hanpumep, KOTOPTHOE  UccnefoBaHWe  (MOHUTOPWHS),
nccnepoBaHWe TUNA  C/YYal-KOHTPO/b, MWCCNeAOBaHME CepuUM C/YYaeB U WHbIE), KAMHWUYECKue
nccnepoBaHua, uccnepoBaHna notpebneHns, GapmakoanuaeMMONOTMYECKME UCCAe0BaHNA.

B TeyeHne 30 KaneHaapHbIX AHEVI nocne nonyyeHna nUCbMeHHOro yBeagomneHnAa oOT
YNO/IHOMOYEHHbIX OpraHoB O Ha3Ha4YeHUU MNPOBEAEHUA MPUB Ha NOCTPErNMCTPpaLMOHHOM 3Tane
AepXaTesb pPernctpaunoHHOro yagocroBepeHmnAa Bnpase 3anpoCUTb BO3MOXKHOCTb npeacrtaBieHUA B
Kayectse [MPUB nncbmeHHbIX Ha6n|op,eHm71 OTHOCUTeNbHO 6e30MacHoCTH NNEKapCTBEHHOrIo CcpeAacTBa.
YNOAHOMOYEHHble OpraHbl rocyAapcTB-4/7eHOB onpeaenatoT BpeMeHHble paMKu nepmoga, 3a KOTOprVI
npeagcrtaBnAdTCA Takue Ha6/'IIOAEHMFI. Ha ocHOBaHWM aHanu3a AaHHbIX NUCbMEHHbIX Ha6J'IIOAEHMl71,
npeagcrtaBneHHbIX  AepXXatesnem  perncTpaumoHHOro yaocroBepeHuA, yﬂOﬂHOMOHEHHbIVI opraH
rocygapcrea-4neHa goN1XKeH 0TO3BaTb UK NoATBEPAUTD obnasaTenbCTBO.

10.12. KOHTPOb 32 HEMHTEPBEHLMOHHbIM NOCTPErNCTPALLMOHHbIMM
nccnegoBaHMAMM 6e3onacHoOCTH

10.12.1. Ponb 1 0653aHHOCTU AepKaTens perncTpaumMoHHOro ya0CTOBEPEHMS.



[epatesb PErucTpauMoHHOrO YAOCTOBEPEHMA HeceT OTBETCTBEHHOCTb 3a obecnedyeHune
COOTBETCTBUA UCCeA0BAHNA KPUTEPUAM HEUHTEPBEHLIMOHHOIO UCCe0BaHUA.

[eprKaTenb pPerncTpaunmoHHOro yaoctoBepeHua B oTHoweHun [MPUB pgonxeH obecneyuntb
BbINONHEHWE cBOMX 06A3aTeNbCTB NO papMaKOHAA30pY, @ TAKKe BO3SMOXKHOCTb NPOBEAEHUA €ro ayauTa,
NPOBEPKM 1 BEpUDUKALUN.

10.12.2. YNnonHOMOY€EHHbIe OpraHbl FOCy4apCcTB-4/1€HOB.

Mocne nonyyeHMA peLleHMA YNONHOMOYEHHbIX OPraHOB O Ha3HAYeHUW npoBeaeHus
HeuHTepBeHUMoHHoro NMPUB geprkaTtesib PpermcTpaLmoHHOro ya0CTOBEPEHMA pa3pabaTbiBaeT NPOTOKON
nccnefoBaHUA U NPEeACTABAAET ero B YNOJHOMOYEHHbIN OpraH rocy4apcTBa-yjeHa Ha paccmoTpeHue. B
TeyeHue 60 KaneHZapHbIX AHEN OT AaTbl NpeAcTaBieHMA NPOEKTa NPOTOKO/a YNOJHOMOYEHHbIA opraH
rocyapcrBa-4sieHa CoCTaB/AeT OTBET OTHOCUTE/bHO:

YTBEPXAEHWA NPOEKTa NPOTOKO/1a UCC/IeA0BaHMSA;
PeKoMeHAaLmMi Mo BHECEHMIO M3MEHEHUIA B MPOTOKO/ UCCeA0BaHuS;
OTKa3a B COr/1acoBaHUM NPOTOKONA UCC/Ief0BaHUS;

yBegOMNEHNA AepXKaTesad pernctpaymnoHHOro yaocrtoBepeHuAa, 4T1o uccnenoBaHuUe ABIAETCA
KIMHUYECKMM nccnegoBaHmnem, nognagakownmm nog TDE6OBaHI/I’r'I MeXxXAyHapo4HbIX 4O0roBopoB U aKTOB,
CoCTaBsiAloWMX npaso Coto3a M 3aKoHO4ATENbCTBO rocygapcrBa-4sieHa B obnactu nposeneHuA
KIMHUYECKUNX MCCﬂeAOBaHMﬁ.

OTKa3s A[o/mKeH BKAYaTb I'IO,CI,pO6HOE obocHoBaHMe NPUYNH HECOOTBETCTBUA B nobom K3
cneayroumx cnyyaes:

€C/In €eCTb OCHOBAHMA nonaratb, 4TO nNpoeeaeHne nccnenoBaHmA CI'IOCO6CTBVET MapKeTUHIroBomy
npoABUXEHUNIO NEKAPCTBEHHOTIO Npenaparta;

€eC/n NNiaH nccnegoBaHMA He NO3BONAET BbIMO/IHUTL 3a4a4UN UCCNenoBaHUA.

UccnepgosaHne moxet 6bITb HaAYyaToO TO/MLKO MOC/E MUCbMEHHOIO yTBEPHKOEHNA NPOTOKONA
YNO/TIHOMOYEHHbIM OPraHOM rocyaapcrea-yvsieHa.

MNocne Havana wuccnenoBaHmA nobble CylwecCTtBeHHble U3MEHEHMA B MNPOTOKO/ZT NOAalTCA B
yﬂOﬂHOMOHEHHbIVI OpraH rocyaapcrea-d4sieHa A0 UX BBeOEHUA. YNOAHOMOYEHHbIM OpraH rocyaapcrea-
yneHa B TeyeHune 30 KaneHAapHbIX AHEﬁ nocne nogayun M3MEHEHUN K nnaHy nccnenoBaHmA OONXKeEH
BbINOJ/IHATb OUEHKY 3TUX N3MEHEHUN U COO6LLI,MTb AepXaTento PpermncTtpaynMoHHOro yaocroeepeHunaA 06 unx
yTBEPXKAEHUN NN OTK/IOHEHUN.

Mo 3aBeplweHMN UCCef0BaHMA AeprKaTeNb PerncTpaLnmoHHOro yaoCTOBEpPeHUA npencrasiseT
WTOroBbI OTYEeT 06 nccnengoBaHMK, BKAKOYaA  pe3tome uccnegoBaHuAa  ONA I'Iy6/'IMKaLI,MM, B
ynOﬂHOMOHeHHbIVI OpraH rocyaapcrBa-4s1eHa Kak MOXXHO CKOpee, HO He No3aHee 365 KaneHaapHbIX ,CI,Hel‘;1
(12 MeCFIU,eB) nocne OKoOH4YaHuUA c6opa AaHHbIX, eCQin YNOZNIHOMOYEHHbIM OPraHOM rocyaapcrea-4seHa He
6b110 npeagocraBaieHoO NMCbMeEHHOE pa3pelieHne Ha yBeiM4eHne nepmnoga spemeHn gna npeacraBaeHnAa
oTyeTa. YNOJIHOMOYEHHbIM OPraHOM rocyapcTBa-yaeHa BbINOAHAETCA PacCMOTPEHME UTOroBOro oTyeTa
cnocneayrowmm npeacrasieHnem AeprKarteato permcTtpaumMoHHOro yaocrtosepeHuna pe3yibTatoB OLLEHKHU
OT4eTa, KOTOpbleé MOryT BKAKOYATb B TOM 4YuUcne AO0NONAHUTENbHbIE BOMPOCbI K AdepXaTento
perncTpaymMoHHoOro yaocrosepeHua. Mo pesynbTaTy pPacCMOTPeHMA oTvyeTa U OUEHKU BO3MOXKHOMo
BANAHNUA NONYYEHHbIX AaHHbIX Ha COOTHOLWEHWMe "monb3a - pMCK" NNIEKAapPCTBEHHOIoO npenapaTa
yI'IO}'IHOMO‘-leHHbIﬁ OpraH rocyaapcrea-d4sieHa O/1XKeH onpeaennTb HeO6XOAMMOCTb peKomer,au,Mﬁ no
BHECEHUIO U3MEHEHUIN B CTaTyC pPerncTtpaunm neKapCrtBeHHOro npenaparta, ero npumeHeHue nmbo
onpegenntb HeO6XO,CI,VIMOCTb NPUMEHEHUA UHbIX HaanexXawnx mep C uenbto obecneyeHus npumeHeHunA



NleKapCTBEHHOro npenapaTta Npu nNpesbIWEeHWN MoJib3bl HA4, PUCKOM.
11. UHdopmmpoBaHmMe no HeszonacHoOCTH
11.1. CTpyKTypbl 1 NpoLecchl

11.1.1. 3agaum MHPopmMmmMpoBaHUA No 6e30nacHoOCTU.
NHbopmmnposaHme no 6e3onacHOCTN HanpPaBAEHO Ha:

a) npeactaBneHUe CBOeBPEeMEeHHOW, HayyHO 0B6OCHOBAHHON WMHPOpMaLMK Mo HGesonacHoOMy WM
3bdEeKTUBHOMY UCMOIb30BAHUIO IEKAPCTBEHHbIX MPENapaTos;

6) copeicTBne ONTUMMU3ALMM MEANLMHCKOW MPAKTUKK (B TOM YMCAE NPAKTUKU CaMoJiedeHus) npu
HeobxoaMmocTu;

B) M3MeHeHWe NoAX0A0B, CIOKMBLLIENCA NMPAKTUKU U XapaKTepa UCNONb30BaHUA SIeKapCTBEHHbIX
npenapaTos;

r) noAaepKKy AeaTeNbHOCTU, CBA3aHHOMN C MUMHMMMU3aLMEN PUCKOB;

,Cl,) COAGVICTBME NMPUHATUIO 060CHOBaHHbIX pELUEHMVI O paunMOoHaibHOM  UCNO/ZIb3OBAHUU
NEeKapCTBEHHbIX NMPenapaTos.

MNomumo BbllUEYKAa3aHHOro, Hagsexaulana MHd)OpMaLI,MFI no 6esonacHocTu CI'IOCO6CTBy€T
YKpEenAeHnto goBepnAa HaCceneHna K perynﬂTopHof/'l cncreme.

11.1.2. NpuHUMNbl MHPOPMMPOBAHUA NO 6e30MNacCHOCTHU.
CnepnyeT NpUMeEHATb cieaytome NpUHLUNGI UHPOPMUMPOBAHUA NO He3onacHOCTK:

a) H606XOAMMOCTb VIHd)OpMVIpOBaHMFI no 6esonacHocTu paccmaTpmnBaeTcaA Npu BbINOJIHEHUU
AeATenbHOCTU no d)apN\aKOHa,u,sopy N ynpas/eHUIO PUCKaAMMWN. ,ﬂ,aHHbIﬁ KOMMNOHEHT AO0/IXKEH ABNATbLCA
4acCTblo NpoLuecca OLEeHKN PUCKa;

6) HeobxoaumocTb obecneyeHuns Hagsexalwen KoopaAnHAUNN AeATeIbHOCTM U B3auMOAENCTBUA
MeXy Pa3IMYHbIMN CTOPOHAMM, YYACTBYIOLLMMU B CO34aHUN M 06MeHe MHdopmaLmelt no 6esonacHocTu
(ynonHomoueHHble oOpraHbl rocyAapcTB-Y4NEeHOB, WHble TOCYAApPCTBEHHble OpraHbl U AepXaTtenu
pPerncTpaLmoHHbIX YA0CTOBEPEHNN);

B) HEO6XOAVIMOCTb BK/IlO4YEHNA B MH(I)OpMaLI,MIO no 6esonacHocTu AKTya/ibHbIX, 4Y€TKHUX,
AOCTOBEPHbIX U KOPPEKTHbIX CBEAEHMVI ana nepegayun LI,EJ'IEBOVI ayaAnUTOpUN B YCTAaHOB/IEHHbIE CPOKU B
uenax obecneyeHUs BO3MOXKHOCTH NMPUHATUA COOTBETCTBYIOLWNX MEP;

r) HeobxoAMMOCTb aganTaumMuM MHPopmauuMum no 6e30macHOCTM MyTEM  MCMNO/Nb30BaHUA
COOTBETCTBYIOLLErO A3blKa U C YYETOM Pa3/IMYHbIX YPOBHEN 3HAHMI M noTpebHOCTU B MHGOpMaunM ans
Pa3NINYHbIX LLeNEeBbIX ayanTopuii (HanpmMmep, NauMeHTOB U PaboTHUKOB chepbl 34paBOOXPaHEHNA), Npu
YC/I0BUW COXPaHEHMA TOYHOCTU U COOTBETCTBUA NepeaaBaemon nHpopmauum;

A) HeobxoaMMOCTb NPeacTaBaeHUa MHPOPMALMM O PUCKAX C yyeTom ObLieit OLEHKM NOMb3bl
NeKapCTBEHHOro npenapaTa, BK/AOYasa AOCTYMNHble M aKTyasbHble CBEAEHMA O CEePbe3HOCTU, CTEMeHU
TAXECTM, 4YacToTe HexenaTeNbHblX peakuuin, dakTopax puUCKa WX pPasBUTUA, BPEMEHM Havana,
06pPaTMMOCTHM U, ECIM BO3MOKHO, NpeanosiaraemMom nepmnoae BoCCTaHOBAEHUS;

e) uHbopmupoBaHMe no  6e3onacHoCTM  OOMKHO  cnocobcTBoBaTb  paspelleHuto
HeonpeaeneHHOCTeN B AaHHbIX N0 6e30NacHOCTU. 3TO 0COHBEHHO aKTyaibHO B Cy4Yae NOABAEHUA HOBOM



MHbOPMaALMU NPU BbINOJHEHUM YNOJHOMOYEHHbIMU OpPraHamM rocyfapcTB-4/1eEHOB MpoLuenyp OLEHKU
AaHHbIX No 6e3onacHocTW. Mosb3a MHGOPMUPOBAHMA HA AAHHOM 3Tane A0JXKHA OblTb COOTHECEHa C
PUCKOM BO3HMKHOBEHMA OWMWOKM, KOTOPaA MOMKET BO3HMKHYTb B C/y4ae, eCcin  MMmeBLUMecs
HeonpeaeieHHble acneKTbl NPodUIa He CMOrAK BbITb HaA/eXKalmMm 06Pa3oM PasbACHEHDI;

) B onpeaeneHHbIX caydaax npu npeacraBieHMn MHpopmaummn no 6esonacHocT Heobxoanumo
YUYMTbIBATb KOHKYPUPYLOLIME PUCKKU (HaNpUMep, PUCK OTKasa OT ieueHus);

3) He06X0AMMOCTb MCNO/b30BaHWUA Hanboiee 060CHOBAHHbIX KONMYECTBEHHbIX MOKa3aTesieil npu
onMcaHWM U CPaBHEHWW PUCKOB (Hampumep, MoKasaTeslb He TO/IbKO OTHOCUTE/IbHbIX PUCKOB, HO M
abconoTHbIX puckoB). [nA CpaBHEHMA PUCKOB rPynnbl  AOMKHbI  6biTb  CXOAHbI MO CBOUM
XapaKkTepucTuKam. TakyKe moryT 6biTb MCNO/b30BaHbI U Apyrue cnocobbl npeacTasneHns HGopmaumn
(rpaduueckoe npeacTaBaeHme OLLEHKM PUCKOB U (M/IM) COOTHOLWEHUA "nonb3a - puck");

“) HeobXxoAMMOCTb NpPOBeAEHUA NPeLABapPUTE/NIbHOTO KOHCY/bTUPOBAHUA WAW TECTUPOBAHMUSA
MEANUMHCKMX pPaboTHMKOB MAM MauMEeHTOB Npu NoarotoBke MHbopmauum no 6esonacHocTW, B
0COBEHHOCTM B C/ly4Yae NoAroTOBKM MHPOPMaLMK MO CI0XKHLIM Npobnemam;

K) uMHPopmupoBaHMe no 6e30MacHOCTU [O/MKHO BKAOYATb MpeAcTaBAeHWe nocseaylowein
MHbopMaummn (Hanpumep, NocneayoWmUX USMEHEHUI B peKoMeHaaumaX, paspelleHuns npobaembl no
6e3onacHocTH) (Npu HeobXoANMMOCTH);

N)  BbINOAHEHWE OUEHKU 3pdeKTMBHOCTU UHPopmMpoBaHMA nNo  6e3onacHocTn  (npwu
HeobxoaMmocTH);

M) cooTBeTCcTBME MHPOPMaLUKM No Be3onacHOCTU TPeBOBAHUAM O 3aLUMTE NEPCOHAbHbIX AAHHbIX.
11.1.3. Uenesble ayautopuu.

OCHOBHOW LeNeBoi ayanTopurei, Ha KOTOpyto HanpaBieHo MHGOPMUpOoBaHMe No 6e3onacHocTy,
OCYLLECTBASIEMOE YNONHOMOYEHHbIMM OpraHaMm rocyf,apCcTB-YNEHOB U AeprKaTeNAMMU PerncTPaLMOHHbIX
YAOCTOBEPEHUM, ABAAIOTCA PAaBOTHUKM CUCTEMbI 34PaBOOXPAHEHUA U NaUMEHTbI, KOTOPbIE UCMONb3YIOT
NleKapCTBEHHbIe Npenaparbl.

KntoueByto po/ib B OCHOBHOM LLE/IEBOI ayaUTOPUM UTPatoT PabOTHMKM CUCTEMbI 34PaBOOXPAHEHNS.
ddpdpektnBHoe wHPopMMpoBaHME NO 6e30MacCHOCTUM JIeKAPCTBEHHbLIX NpPenapaToB MO3BOAAET UM
NpoBOAWUTL GapMaKoTepanuio C y4YeToM Haumbosiee aKTyaslbHbIX CBeAeHW Mo 6e30MacHOCTU U
BblpabOTaHHbIX PEKOMEHIAUMM, @ TaKKe NPeacTaBAATb MOHATHbIE W NONE3Hble CBeAEeHUA NauMeHTam,
cnocobcTByna obecneyeHuto 6€30MacHOCTM NALMEHTOB M MOBBIWEHUIO WX O0BEPUA K PErynaTopHOM
cUCTEME U CUCTEME 34PaBOOXPAHEHUS.

CpeacTBa MaccoBo MHPOPMaLMKN TaKKe ABAAIOTCA LLeNeBOM ayauTopuein ans MHpopmalumn no
6e3onacHocT. CnocobHOCTb CPeacTB MaccoBon MHOOPMaLUMWM OXBaTblBaTb MaLMEHTOB, PabOTHMKOB
CUCTEMbI 34PaBOOXPAHEHUA U LUMPOKMNE C/ION HAaCENEHMSA ABNAETCA BayKHbIM GAaKTOPOM PacnpoCcTpaHeHun
HOBOW M BaXKHOW WMHPOPMALMKM O fleKapCTBEHHbIX NpenapaTtax. PacnpocTtpaHeHne uMHbopmaumMu no
6e3onacHOCTM Yepe3 cpeacTBa MacCoBOM WMHPOPMALMM OKasblBaeT BAWAHME HaA 06LWECTBEHHOe
BOCMPUATME, MO3TOMY BaXHO, 4YTOBbl CpeacTBa MaccoBOM WMHPOPMALMM NOAy4anu MHPopMaumio no
6e30MacHOCTU HEMNOCPEACTBEHHO OT YNONHOMOYEHHbIX OPraHOB roCyAapCTB-4NEHOB B A0MNOIHEHWE K TOW
MHPOPMALMKM, KOTOPYID OHW MNOAyYaloT M3 APYrMX WCTOYHMKOB (Hanpumep, OT AeprKaTenen
PerncTpaunoHHbIX Y40CTOBEPEHMWIA).

11.1.4. CopeprkaHue nHbopmaLmm no 6e3onacHoCTu.

MpuHMUMaa BO BHMMAHME MNPUHUMNbLI, M3N10XEHHble B noanyHKTe 11.1.2 Hactoawwmx [lpasun,
MHbOopMaLma No 6€30NacHOCTM, A0MXKHA COAEPHKATb:



a) NoABNAIOLLMECA BaXKHble CBEAEHUA 0 1I0OOM 3aperncTpMpoBaHHOM 1eKAapPCTBEHHOM NpenaparTe,
KOTOPbIE OKa3blBaOT BANAHME Ha COOTHOLIEHME "N0/b3a - PUCKA" NeKapCTBEHHOMO NpenapaTa npu Atobbix
YCNOBUAX NPUMEHEHUSA;

6) NPUYUHBI MHULMNPOBAHMA Npoueaypbl MHGOPMUPOBaAHMA MO 6E30NacHOCTU B MOHATHOM ANA
ueneson aygutopuun dopme;

B) HeobxoaAuMble peKkomeHAaumMu AN PaboTHMKOB CUCTEMbI 34paBOOXPAaHEHUA UM MALMEHTOB,
CBsi3aHHble ¢ npobaemoit No 6e30nacHOCTM, B OTHOLEHMWN KOTOPOI BbINOAHAETCA MHPOPMUPOBAHUE;

r) YyKasaHWe Ha CcorfalWeHne MeXay OepraTenem perncTpauyMoHHOro YAOCTOBEPEHUs U
YMNOJHOMOYEHHbIM OPraHOM rocyZ.apcTBa-yieHa o npeacTaBaeHnn MHpopmaumm no 6esonacHocTu (npu
HeobxoaMmocTn);

A1) ceeseHnn 060 Bcex NPeaoXKeHHbIX U3SMEHEHUAX B MHGOPMALLMU O IEKapCTBEHHOM MpenapaTte
(Hanpumep, B8 OX1M nam UMM (NB));

e) bubavorpaduyecKmii CNUCOK UAKN CCbIJIKM Ha UCTOYHWKMK, TAe MOXHO HalTh 6onee nogpobHyto
MHPOPMaLMIO O KOHKPETHOM acrneKkTe 6e30MacHoCTH, yKazaHHOMY B MUHGOPMUpPOBaHMM NO 6€30MacHOCTY;

) HaNnOMWHaHWE O HEOHBXOAMMOCTU COObLATL O MOAO3PEBAEMbIX HEXKENaTe/IbHbIX PeaKuMsaxX B
YNO/HOMOYEHHbIA  OpraH rocyAapcTBa-ysieHa 4Yepe3  HaLMOHa/IbHYl0  CUCTeMY  CMOHTaHHOro
pPenopTUPOBaHMA.

NHpopmaLms no 6e30nacHOCTU He J01KHA BBOAWTDL B 3ab/1yKAeHWE U A0/XKHa ObITb NpeACcTaB/eHa
06beKkTUBHO. MHPopmauus no 6e30MacHOCTM He [O/KHA COLEpKaTb KakMx-nMbo matepuanos U
COOBLLEHNI, KOTOpble MOTYT NPeACTaBAATb CO6OIN peknamy U MHY0 MHGOPMALMIO, HamnpaB/IEHHYIO Ha
NPOABUMKEHWE IeKapCTBEHHOIO Npenapara.

11.1.5. Cnocobbl MHPOpMUpPOBaAHMA MO HE30MaCHOCTU.

Mpu BbINONHEHUM UHPOPMMPOBAHMA MO 6E30MacHOCT HEOBXOAMMO MCNO/b30BaTb BECb CNEKTP
pa3sHOOb6pasHbIX CPeACcTB nepefadn MHOOpMaUMM  ONA  AOCTUXKEHWA  LEeNeBbiX ayautopuini u
YA0B/IETBOPEHMSA UX PACTYLWMX NoTpebHOoCcTel. PasnyHble cpeacTBa KOMMYHUKALMU M KaHasbl Nepesayn
MHPOPMaLMK, KOTopble cleayeT MCNoAb30BaTb, NOAPOOHO PACCMATPMBAIOTCA HUMXKE B MOAMNYHKTAX
11.1.5.1-11.1.5.5.

11.1.5.1. HenocpeacTBeHHOe obpaLleHne K paboTHUKaM CUCTEMbI 34PaBOOXPaHEHMS.

Noa HenocpeACTBEHHbIM 06pa|.I.I,EHMEM K pa6OTHMKaM CNCTembl 34pPaBOOXpPaHEHNA B HACTOALIUX
MNpasunax noapasymesBaeTca nNpeacTaBAeHME AeprKaTe/IAMU PerncTpaumoHHbIX yAOCTOBEpEHMVI nnn
YNO/ITHOMOYEHHbIMM OpraHamMu rocygapcre-4,1eHOB BaXKHOM MH(I)OpMaLI,MVI no 6esonacHocTu HanpAamyto
pa6OTHVIKaM CNCTeMbl 34paBOOXpPaHEHNA C UENbIO COO6LLI,€HMFI mm o HEO6XO,£],VIMOCTVI cosepuwieHna
onpegeneHHbIX ﬂ,eﬁCTBMﬁ nnn agantaunm UX NpPakTMKM B OTHOWEHWUM NEKAPCTBEHHOrO npenapata B
COOTBETCTBMUN C HOBbIMU AaHHbIMU MO 6e3sonacHoCTu.

HenocpeacteeHHoe obpalleHne K paboTHMKaM CUCTEMBI 34PaBOOXPAHEHNA HE ABAETCA OTBETOM
Ha Bonpocbl paboTHUKOB CUCTEMBI 34PaBOOXPaHEHUA MO0 yYebHbIMU MaTepranamm B pamKax pPyTUHHOM
AeATeNbHOCTU N0 MUHMMM3ALLUM PUCKOB.

Pa3pa60TKa MHd)OpMaLI,MOHHOI'O maTtepuana anAa HenocpeacrBseHHOro O6paLU,EHMFI npeanonaraeT
COTPYAHUYECTBO MeXAay AepxKaTesieM PpermctpaulMoHHOro ygocroeepeHmna n yno1IHOMO4Y€HHbIM OpraHoOm
rocygapcraa-4sieHa.

Jeprkatenb perncTpayMoHHOro ya0CTOBEPEHUA AONKEH NONYYNUTD o,u,o6peH ne CoOoTBETCTBYHOLLETO
YNO/IHOMOYEHHOIO OpraHa rocygapcrea-4seHa B 4YaCTu coaepXaHuma VIHd)OpMaLI,VIOHHOFO maTtepknana anAa



HenocpeacTBEHHOro o6palleHMA K paboTHMKaM CUCTEMbI 34PaBOOXPaHEHUA U NnaHa MHGOPMUPOBAHUA.

CornacoBaHve Mmexay YNOAHOMOYEHHbIM OpPraHOM roOCyAapcCTBa-yleHa MW AepiKatenem
perncTpaLMoHHOro yA0CTOBEPEHUS A01KHO bbiTb 3aBEPLUEHO 4,0 HaYala PacnpoCTpaHEHUs AepyKaTenem
pPerucTpaumoHHOro yaoctoBepeHuna MHGopPMaLMOHHbIX MaTepuanos.

OpobpeHne ynosIHOMOYEHHOrO OpraHa rocyapcrBa-yaeHa A0XKHO ObiTb MONYYEHO B OTHOLIEHUN
copepyKaHua uHdopmaumm M naaHa MHPOPMMPOBAHMA, BKAOYAA LENEBYHO ayaAuTopuio U rpaduk
pacnpocTpaHeHmsa nHpopmaLmu.

[JeprkaTento permcTpaumoHHOro y40cToBepeHna Heobxo4MMO BblAENUTb HE MeHee 2 paboyunx aHel
ANA NpeAcTaB/leHNs KOMMEHTapUEB Ha 3amMedyaHus YyNoJHOMOYEHHOro OpraHa rocyAapcrBa-ysieHa B
YyacTu copepKaHusa MHGOPMaLMOHHOIo MaTepurana an nnaHa MHGOPMUpPOBaHUA.

B cnyyae HeobXoAMMOCTM Ha AaHHYIO NpoLeaypy MOMKeT 6biTb BblAeneHo 60/bliue BpeMeHn no
YCMOTPEHMIO YNOSTHOMOYEHHOrO OpraHa rocy4apcrea-yseHa, CPOKM MOryT 6bITb a4anTUPOBaHbI C yY4eTOM
CPOYHOCTM CUTYaLUNN.

I'Ile Ha/M4nNnN HECKOJIbKUX AepmaTeneﬁ PErMCTPpaLLMOHHbIX y,ﬂ,OCTOBGpEHMf/‘I Ha OOHO M TO XKe
AGVICTBYIOU.LGG BeuLecTso, 414 KOTOporo HEO6XOAI/IMO BbINYCTUTb VIHd)OpMaLI,VII-O ana HenocpeaAcCTBeHHOro
06paLLl,eHVIF| K paﬁoTHMKaM CUcTtembl 34PaBOOXPaHEHNUA, COO6LLI,€HI/I€ AO/IXKHO HOCUTb e,ﬂ,MHbIﬁ
COrN1aCoBaHHbIM XapaKTep.

Mpu nogrotoBke MHGOPMALMM ANS HEMNOCPEACTBEHHOIO 06PaLLEHNA PeKOMEHAYeTCA NPUBAEKaTb
B COOTBETCTBYIOLIMX CAYy4asAX OPraHM3aLMM 34paBOOXPAaHEHWA WAM HayyHble obuiecTBa, 4TOObLI
rapaHTMPOBATb, YTO NpeacTaBasemas UM MHGopMauusa ByaeT Noes3HOoM M afanTUPOBAHHOM ANA LeNeBoi
ayantopmm.

11.1.5.1.1. HenocpeacTBeHHOe obpalleHMe K paboTHMKaM CUCTEMbI 340aBOOXPAHEHUS MOMKET
BbICTYNaTb B Ka4ecTBe AOMNOJHUTE/IbHbIX Mep MUHUMU3ALMKN pucKos MYP.

MHq)OpMaLI,Mﬂ AanAa HenocpeacrBeHHOro O6paLLI,EHMF| K pa60THMKaM CnCTembl 340P0aBOOXpPaHEHNA
AO/I)KHA pPacnpocTpaHATbBCA nNpu HEO6XO,CI,VIMOCTM NMPUHATUA HEOTNIOXKHbIX Mep WAn U3IMeHeHUuA
Cyu.l,ECTByI-OLLI,GVI NMPaKTUKN B OTHOLWEHNN NEKAPCTBEHHOTIO NpenapaTta B CheayWnx cnyyanx:

a) NpUOCTaHOBKA WAW aHHY/JMPOBAHME YAOCTOBEPEHMA O T[OCYAAPCTBEHHOM perncrpaumm,
06YyCNOBNEHHON M3MEHEHUAMM Npodrnsa 6e30NacHOCTM IeKapcTBEHHOTo NpenapaTa;

6) BaXXHOE M3MEHeHMe B PEKOMEHZAUMAX MO MPUMEHEHMIO NIeKapCTBEHHOro npenapaTta Mo
NPpUYNHE OrpaHMYEHUA MNOKa3aHUN K MPUMEHEHMIO, HOBOrO NPOTMBOMOKA3aHWA WAM M3MEHEHUS B
pekoMeHayembIX [f03aX, 06ycnoB/ieHHble M3MeHeHMem npoduns 6e30nacHOCTM NEKAPCTBEHHOMO
npenapara;

B) orpaHn4yeHunAa B A0CTYNHOCTU NN NpPeKpalleHne Npon3BoacTBa IEKAPCTBEHHOIO Npenapara, 4To
MOXeT He6l'|aI'OI'IpVIﬂTHO CKa3aTbCA Ha CMCTeme OKa3aHuA MEAMLI,MHCKOﬁ nomouiun.

11.1.5.1.2.  Cutyaummn, npm KOTOpbIX  O0J/KHA paccmaTtpusaTbCa HeobxoaMMOCTb
HenocpeacTBEHHOro 06 paLLEHMA K PabOTHMKaM CUCTEMbI 34,0aBOOXPAHEHUA:

a) nosBneHWe B PeKoMeHZauMAX No NPUMEHEHWMIO NEKAPCTBEHHOrO NpenapaTa HOBbIX BaXKHbIX
npeaocTeperKeHnii A ocobbix yKasaHWi;

6) HOBbleé OaHHblE O BblABNEHUN paHee HEN3BECTHOINO PUCKa, a TakKke UaMmeHeHMA 4acCToTbl UIU
cTeneHun TAXXeCThn N3BeCTHOro pucka,

B) nossseHne o60CHOBAHHbIX AaHHbIX O TOM, 4YTO /'IeKapCTBeHHbIﬁ npenapart ABNAAeTCA He CTO/1b



30 PEKTUBHbBIM, KaK CYNTANOCh paHee;

r) HoBble peKomeHzauMu No NPeaoTBPALLEHNIO Pa3BUTUA, UAM KYNUPOBAHUIO HEXKenaTeNbHbIX
peakumin (M6 310ynoTpebeHNN, NN CHUMKEHUIO PUCKA MEAMLMHCKMX OLLINOOK;

A) iHdopmaumsa no pesyibTaTam NOCTOAHHOMN OLLEHKM BaXKHbIX MOTEHLUMA/IbHbIX PUCKOB, AOCTYMHbIE
AaHHble NOo KOTOpPbIM Ha OI'Ipe,CI,eI'IeHHbI[/‘I MOMEHT ABNAKTCA HeAOCTaTOYHbIMU ANA NPUHATUA
perynaTopHbiXx mep (B 3TOM c/ydae HenocpeacTBeHHoe obpalieHWe [OKHO CoAelicTBOBaTb
TWATENbHOMY MOHUTOPUHIY npobsiembl MO 6€30NacHOCTM B KAMHUYECKON NpaKTMKe, NpeacTaBieHuto
COOBLIEHNI O He)enaTesibHblX pPeaKkuusax, a TaKke MWHPOPMMPOBaTb O Mepax MWUHUMU3ALUK
NoTeHUMaNbHOro pPUCKa).

YNONHOMOYEHHbIN OpraH rocygapcrBa-yieHa BMpaBe pPacnpocTpaHWUTb WHpopMauuio ann
HenocpeacTBEHHOro 0bpaleHns K paboTHMKaM CUCTEMbI 34PaBOOXPAaHEHMSA UM 3aNpPOCUTb AeprKaTens
PerncTpaLMoHHOro yA0CTOBEPEHNUA NOATOTOBUTb, COMacoBaTb M PaCNpPOCTPaHUTb UHPOPMaUUIO Ans
HenocpeacTBEHHOro obpaleHna K paboTHMKaM CUCTeMbl 3[paBOOXPAaHEHMSA B C/ydae, ecau
YNOJIHOMOYEHHbIN OPraH rocy4apcTBa-4/jeHa CYMTaeT 3To He0H6XoAMMbIM ANA AanbHelwero 6e3onacHoro
1 3dGEKTUBHOIO NCMNO/Ib30BaHMA IEKAPCTBEHHOTO Npenapara.

YNONHOMOYEHHble OpraHbl rocygapcre-4n1eHoOB Brnpase OI'Iy6}'IVIKOBaTb OKOHYaTeNbHbIN BapunaHT
MHd)OpMaLI,MOHHOI'O maTtephana AOnAa HenocpencreseHHOoro O6paLLI,eHVIﬂ K pa60THMKaM Cncrembl
34PaBOOXpPaHEHUA. YNONHOMOYEHHbIE OpraHbl  rocygapcCre-4/1€HOB  MOIYyT TaKXe  BblNYyCKaTb
A0NOoNHUTE/IbHOE C006LIJ,eHV|e no 6esonacHocTH (I'Ipl/l HEO6XO,EI,VIMOCTVI) M pPacnpocCcTpaHATb
MHd)OpMaLLMOHHbIVI maTtepunan cpean COOTBETCTBYHOLUUX opraHM3au,|/||7| n pa6OTHMKOB Cncrembl
34pPaBOOXpPaHEHNUA.

11.1.5.2. UHdopmauma ana HecneumaancTos.

MHPopMaUMOHHBbIA  MaTepuan, HanUCaHHbIA NPOCTbiM  (HeNpPodeccMoHanbHbIM)  S3bIKOM
(Hanpumep, B dopmaTte BOMPOCOB M OTBETOB), NOMOraeT MaLMeHTam M HacesfeHWio pasobpaTtbea B
HaYYHbIX AaHHbIX U PETYNATOPHBIX Mepax, Kacarowwmxca npobaem no 6e3onacHocTy.

[OKYMeHTbl Ha HenpopeccMoHaNbHOM f3blKE OO/HbI COAEP!KaTb PEKOMEHZAUMM WU COBETbI
YMNO/IHOMOYEHHbIX OPraHOB roOCyAapCTB-4/1€EHOB MO MUHUMM3ALLMM PUCKOB A8 NALUEHTOB U PaBOTHUKOB
cUCTeMbl 34paBOOXPaHEHWA B OTHOWEHWW npobsem, CBA3aHHbIX C 6e30MacHOCTbIO, W AOJXKHbI
COMPOBOXKAATLCA COOTBETCTBYIOLLEN CNPaBOYHON MHOOPMaLMEN.

YNONHOMOYEHHbIe OpraHbl rocyaapcCrB-41€HOB pasmMeLlatoT MHd)OpMaLI,MI'O Aana Hecneynaancrtos Ha
MeONUNHCKUX MHTEPHET-NOPTAsIaX rocygapCrB-4n1eHOB U MOIyT AONOJIHUTE/NIbHO PACMPOCTPAHATb MUX
cpeaun COOTBETCTBYHOLWWMX CTOPOH, Hanpumep, nauneHToB n opraHM3au,m71 34paBOOXpaHEHNA.

PekomeHayeTcs NpuBaeKaTb NaLMEHTOB U PaBOTHMKOB CUCTEMbI 340aBOOXPAHEHMA K Y4acCTUIO B
npouecce NoAroTOBKM AOKYMEHTOB Ha HenpopeccMoHanbHOM f3blke, YTobbl rapaHTMpOBaTb, YTO
npeacrasaseman MMn MHpopmaLmsa byaeT nonesHom M aaanTMpoBaHHON ANA LLeNeBOM ayauTopun.

11.1.5.3. MHPopmauma B npecce.

K MHbopmaumKu, pasmeliaemoit B nNpecce, OTHOCATCA MNPECC-penmsbl U Mpecc-KoHpepeHunn,
KOTOpble B MepByto oyepeab NpegHasHaueHbl 415 *KYPHAAUCTOB.

YNo/IHOMOYEHHblE OpraHbl rOCyAapCTB-Y4/IEHOB MOTYT HanpaBAATb MNPecc-pennsbl HanpAmyto
KYPHaNUCTam B AOMNONHEHME K UX PasMeLLeHMIo Ha caiTax YNoAHOMOYEHHbIX OpPraHoB rocyAapcTs-
YNEHOB, YTO MO3BOJIUT KYPHA/IMCTAM HANPAMYI MNOAYYUTb MHOOPMALMIO, KOTOpas COOTBETCTBYET
Hay4yHOM OLEHKe YNo/JHOMOYEHHOro OpraHa rocygapctea-dneHa. Bsanmopgeiictene co CMWU asnsetca
Ba*KHbIM cnocobom oxBaTa 60n1ee WMPOKOW ayanTOPUM, a TakKe CNocobCTBYET yYKpenaeHu o 4oBepus K
perynaTopHoi cucteme.



[eprKaTenn perucTpauyoHHbIX yA0CTOBEPEHMUI MOTYT NOAFOTOBUTbL M ONYy0/IMKOBaTb NPecc-pesims c
npeactaBfieHMeM cBoer nosnuum no npobseme, cBA3aHHOW C 6€30MAaCHOCTbIO, HO OHW [O/IKHbI
COAEPXKaTb CCbIJIKM HA BCE PErynsTOPHbIE MepPbl, MPUHUMAEMbIE YIOJIHOMOYEHHbIM OPraHOM rocy4apcTB-
yneHoB. CoOTBETCTBYIOWME BbiNONAHAEMble 0630pbl A0/XKHbI ObITb YKasaHbl B n0b6oi MHbopmauuu,
npeacTaBiAeMon aeprkaTesieM PerncTpaLmoHHOro yaoCToBepPeHUs.

MoCcKo/IbKY npecc-penunsbl, TOMUMO KYPHAUCTOB, MOTYT ObITb MPOYUTAHbI APYrMMU YUTATENAMM
(Hanpumep, paboTHMKaMK CUCTEMBI 34PaBOOXPaHEHUs, NaLuMeHTaMM U WUMPOKOK ayauTopueit), B HUX
HeobxoaAMMOo fenaTb CCbIAKY Ha WMHGOPMALMOHHbIE MaTepuanbl, UMEOLWME OTHOWEHME K OaHHOM
npobneme no 6e3onacHocTM. B cayyasax ecam roToBMTCA TaKKe HenocpencTBeHHoe obpalleHue K
paboTHMKaM cUCTEMbI 34paBOOXpPaHeHus, cieayeT obecneyntb UHPOPMUPOBAHME PAOOTHUKOB CUCTEMDI
34paBoOXpaHeHms, 1nbo fo nybamMKkaumm, 160 ogHOBPEMEHHO C Nyb6AMKaLMel Uan pacnpocTpaHeHNEM
npecc-pennsa, Ytobbl NpeoCcTaBUTb BO3MOXKHOCTb MEAULIMHCKMM PaboTHUKaM BbITb NOArOTOB/IEHHbIMM
K OTBETaM Ha BOMPOChI NaLMEHTOB.

B cnyyae ecnn npobiema no 6e30nacHOCTM MpeacTaB/seT MOBbIWEHHbI UHTEpPeC AA CpeacTs
MaccoBOM MHbOpMALUKN MO0 B Clyvyae HEOOXOAMMOCTU AOBEAEHUA A0 HACENEHUs MHOronaaHoBOW U
C/IO¥KHOW MHbOPMALMM MO BarKHOMY A5 3[,0POBbA HaceleHUs BOMPOCY, YNOJHOMOYEHHbIMWU OpraHamu
rocyf,apcTB-41eHoB B KayecTBe 3pPeKTMBHOro MmeTosa MHGOPMMPOBAHUA O6LLLECTBEHHOCTU MOXKET BbITb
paccMOTPEeH BOMPOC NPoBEAEHMUA NPecc-KOHQEePEHLMN C KyPHAINCTaMMU.

11.1.5.4. Beb-caunr.

Beb-caliT npeacTaBnnaeT coboili BaXKHbI MHCTPYMEHT MHOOPMMPOBAHMA HaceneHus (BKAkoYan
nauneHToB 1 PaboTHWKOB CUCTEMbI 34,0aBOOXPaHEHMs). YNOJIHOMOUYEHHbIE OpraHbl FroCyAapcTB-4/1€HOB,
a TaKXKe JepiKaTeNu PerucTpaumoHHbIX YAOCTOBEPEHUI AOMKHbI rapaHTMPOBaTb, YTO BaXKHas
WHPopmaLums no 6e30MacHOCTM, pasmeleHHas Ha KOHTPOAMpYyeMblX MMM Beb-caitTax, byaper
NerkoA,0CTyrnHOM M NOHATHOM Nosib3oBaTensam. MHbopmaLma Ha caliTax A0IXKHA NOCTOSHHO 06HOBAATLCA,
a Ntoban yctapeBlwan MHPopMaums A0/KHA ObITb OTMEYEeHa COOTBETCTBYHOLLMM 06pa3om Man yaaneHa.

11.1.5.5. ipyrue cpencrea UHTEPHET-KOMMYHUKALLNIA.

MHPopmaumsa no 6e30MacHOCTM MOMKET TaKMKe pPacnpocTpaHATbca B MHOOPMALMOHHO-
TeNeKOMMYHUKALUNOHHOM ceTu "MIHTepHeT" nocpeacTBom Apyrux Be6-npunoxkeHnin. NMpu ncnoib3oBaHnu
60/1ee HOBbIX, BbICOKOCKOPOCTHbIX KaHa/NOB CBA3W C/leAyeT NMPUHATb Heobxoaumble mepbl, YTobbl He
AONYCTUTb HapyweHUsa TOYHOCTM nepedaBaemolt nHoopmaumn. B KOMMYHMKAUMOHHOM NpaKTuKe
cnepyeT yuuTbiBaTb MNOABAAIOWMECA HOBblE CPEACTBA KOMMYHMKALMMK, WUCNOJb3yemble PasInNyHbIMU
LeneBbIMN ayaUTOPUAMMU.

11.1.5.6. MHdopmaLMOHHbIE NUCbMa U BloNeTEHW.

NHPopmaLmoHHble NUcbMa UM BlonneTeHn npedHasHayYeHbl ANA PeryiapHoro npeacraBiAeHus
HOBOW MHPOPMaLMKN O IeKAPCTBEHHbIX NpenapaTax U nux 6esonacHocT 1 apdeKTMBHOCTU. C NOMOLLbIO
3TUX MEXaHM3MOB MHOOPMMPOBAHMA YMNOJAHOMOYEHHbIE OpPraHbl roCyAapCTB-Y/I€HOB MOFYT OXBaTUTb
60/1bLYI0 ayAMUTOPUIO, UCMONb3YA BEO-NPUNOKEHMA U ApYyrUe AOCTYMHbIe CPeacTBa.

11.1.5.7. Bsaumogeicteme mexay ynoJIHOMOYEeHHbIMU OpraHamm rocy4apcTB-4/1eHoB.

Mpy NPUHATAM OAHMM M3 YNOJIHOMOYEHHbIX OPraHOB rOCYAAPCTB-YEHOB MEP PEeryiaTopHOro
XapaKTepa B OTHOWEHWM onpegeneHHon npobaiembl 6€30NacHOCTM Yy APYrMX YNOAHOMOYEHHbIX OPraHoB
rocyAapcTB-4/1€HOB MOMET BO3HWKHYTb HEOBXOAMMOCTb OTBeYaTb Ha 3anpocbl MAM OBMeHMBaTbCA
WHPOpMaLMeld No 3TOMY Ke BOMpocy. PeKomeHAyeTCcA WCNO/Mb30BaTb  MENKPErynaTopHble
MHPOPMALMOHHbIE MaTepuanbl B popMe AOKYMEHTOB, NOATOTOB/EHHbIX YNOAHOMOYEHHbIM OpPraHom
rocyAapcrsa-usieHa, B NOMOLLb CBOMM KO/INEram AN OTBETOB Ha BHELWHWe 3anpocbl UAn obmeHa
MHpOPMaLMelt No KOHKpeTHoM Npobieme No 6e3onacHoOCTU.



11.1.5.8. OtBeTbl Ha 3anNpoOCbl HaceneHus.

YNo/IHOMOYEHHbIe OpraHbl roCyZlapCTB-YNIEHOB U Aep)KaTeNn PerncTPaLmMoHHbIX YA0CTOBEPEHU
OOJ/KHbI pacnonaratbh AeWCTBYIOWMMM CUCTEMAMWN pPearMpoBaHUA Ha 3anpocbl OTAENbHbIX FPpaXaaH o
NleKapcTBeHHbIX npenapatax. OTBeTbl AO/MKHbI COAEPXKaTb MHPOPMALMIO, HAXOAALLYIOCA B OTKPbITOM
[0CTyne, U BKAOYaTb B cebA COOTBETCTBYIOWME PEKOMEHAAUMMN AN NALUMEHTOB U PabOTHMKOB CUCTEMBI
34,paBOOXpPaHeHNs, NpeacTaBieHHble YNOAHOMOYEHHbIMW OpraHaMm rocyaapcTe-4aeHoB. Ecnm Bonpocsl
KacaloTca KOHCY/NbTauMi NO MHAMBUAYANbHOMY JIeYEeHW0, MauMeHTy cieayeT MopPeKoMeHAoBaTb
06paTUTLCA K CMEeLNannucTam CUCTEMbI 34PaBOOXPaHEHUS.

11.1.5.9. [ipyrune cpepacTea nepegadm nHpopmaumm.

Kpome paccmoTpeHHbIX Bbile cnocoboB MHGOPMUPOBAHUA, CYLLECTBYIOT APYrMe UHCTPYMEHTbI U
KaHa/bl nepegayn nHpopmaumm no 6esonacHocTn (Hanpumep, NyH6AMKALMKM B HaydHbIX KYpPHanax u
KypHanax npodeccMoHaibHbIX OPraHn3aLmii).

HekoTopble MHCTPYMEHTbl M cnocobbl MHPOPMMPOBAHUA MOFYT WCMOJSIb30BaTbCA B 06/1acTH
ynpaBAeHUa pPUCKaMK, MEPONPUATUA MO MUHUMM3ALIMM PUCKOB YacTO BK/OYalOT B cebs cneymasnbHble
nporpaMmmbl MIHGOPMUPOBAHUA O PUCKAX. MHCTPYMEHTbI, NCMOJ/Ib3yeMble B 3TUX NPOrpaMmax, Takme Kak
NamMATKM AN NauMeHTOB WM PyKOBOACTBA MO 6e3omacHocTM  gasa  paboTHWKOB — CUCTEMbI
34paBOOXPAHEHMS, paccMaTpuMBaloTca B pasgene 12 Hactoawmx Mpasua.

11.1.6. 3dPeKkTUBHOCTb MHPOPMaLMM MO He30NacHOCTH.

NHdopmauusa no 6esonacHocTM cumTaetcs 3dPeKTUBHOW, eciu nepegaBaemoe cooblieHue
NPUHUMAETCA U NOHUMAETCA LeNeBO ayANTOPUEN TaK, KaK 3To Hbl10 3a4yMaHO, U LeneBas ayautopusa
pearpyet Ha WHPOPMALMIO NPUHATMEM COOTBETCTBYHOWMX Mep. [na oueHKM 3PeKTUBHOCTM
MHOOPMALMN  LO/MKHbI  MPUMEHATLCA COOTBETCTBYHOLIME MEXAHU3Mbl, OCHOBAHHbLIE HA YETKMUX
napametpax (nokasatenax). Ha OCHOBaHWM BbINOAHEHHOW OLEHKM 3PPEKTUBHOCTU AOMKHbI ObiTbh
cOoenaHbl BblBOAbI, ONpeaeneHbl MNPUOPUTETbI B  OTHOWEHWW A[aNbHellen [eATeNbHOCTM No
MHOOPMMPOBAHUIO, @ TaKkKe NPU HEOHBXOAMMOCTU BbINONHEHA afanTalMA MHCTPYMEHTOB U NPaKTUKKU B
HanpaB/JIeHUM COOTBETCTBMA MOTPeBHOCTAM uenesBon ayauTopuu. [na yCTaHOBAEHMA COOTBETCTBMA
nHdopmaumm no 6GesonacHocTM TpeboBaHMAM noanyHkTa 11.1.2 HactoAwwmx [pasun cneayet
MCNONb30BaTb NOAX0A, OCHOBAHHbIM Ha nccnefoBaHuu. Mpu NpUMeHeHUM JaHHOMO Noaxoaa MoryT ObiTb
COMOCTaBNEHbI Pa3/IMiHbIEe Pe3yabTaTbl, B TOM YMC/AE NOBEAEHWNE, OTHOWEHMUA U 3HAH KA.

[ep:KaTenm perncTpaumoHHbIX y40CTOBEPEHUIA HECYT OTBETCTBEHHOCTb 33 OLEHKY 3 GEeKTUBHOCTH
npAMOro MHGOPMUPOBAHMA MEAULMHCKMX paboTHMKOB no npobnremam 6esonacHocTu. [eprkaTenu
PErncTPaUMoHHbIX YAOCTOBEPEHUIN A0MKHbI MHOOPMMPOBATL YNOJAHOMOYEHHbIE OpraHbl rocyAapcrs-
YNIeHOB O MOJIyYEHHbIX PE3YyAbTaTaxX OUEHKM 3GPEKTUBHOCTM NPAMOTro MHGOPMMUPOBAHUSA, a TaKKe o6 bIX
BbIABJAEHHbIX TPygHOCTAX (Hanpumep, npobnemax Cco CNUCKOM MoAydYaTenell MAM CpoKamu U
MeXaHM3Mamu pacnpocTpaHeHus). COOTBETCTBYIOLLME KOPPEKTUPOBOYHbIE U NpeaynpeanTebHblie Mepbl
AO/MKHbI  6bITb  NPUHATbI  BO  BCEX C/Ay4YasX BbIABNEHWA  HeAOCTaTOMHOW  3ddEeKTUBHOCTU
HenocpeacTBEHHOro obpalleHna K paboTHMKaM CUCTEMbI 34PaBOOXPAHEHMA.

11.1.7. TpeboBaHMA K cMcTeMe KayecTBa MHPOPMUPOBaHNA No 6e30NacHOCTM.

B cooTBeTCTBUM C TpebOBaHUAMM K CUCTEME KayecTBa WMHPOPMMPOBaHMA MNo HesonacHocTy,
M3/I0XKEHHbIMW B pasgene 2 Hactoawmx Mpasun, TpebyeTcs HasMyMe COOTBETCTBYHOLLMX MpOLeayp,
obecneymBatoWmx cooTBETCTBUE WMHPOPMMPOBAHMA NO 6e30MaCHOCTM MPUHUMNAM, ONpeaensaemblm
nognyHktom 11.1.2 HacToawmx Mpasun. JoMKHO 6biTb 06ecneyeHo BbINOSHEHWE U JIOKYMEHTUPOBaHUE
KOHTPO/MIbHbIX  Mpoueayp B  OTHOWEHWW nepefaBaemoirt  WHPopmauum no  6e30nacHocTH,
npeacTasastowein cobon 06bEKT KOHTPONA KayecTsa.

11.2. Bsaumopelicteme B 061acTv MHPOPMUPOBAHUS



no 6e30nNacHOCTM Ha TEPPUTOPUAX rOCYAapPCTB-4NEHOB

11.2.1. B3aumoaencTBMe  YroSIHOMOYEHHbIX OpPraHOB TrOCYAapCTB-Y41€eHOB B  0b6aactu
MHPOPMMPOBaAHMA NO 6€30NaCHOCTM JIeKapCTBEHHbIX NPENapaTos.

B pamKax MHPOPMaLMOHHOIO B3aMMOLENCTBUA YNOJHOMOYEHHbIX OPraHOB rOCY4apCTB-4/1eHOB
YNO/IHOMOYEHHbIMW  OpraHaMM  BbIMOJIHAETCA pPerynspHbolin  obmeH WHPopmaumein B OTHOLIEHWUM
NAaHUPYEMOW K pasmelleHuto nHbopmaLumm no 6es3onacHocTy.

11.2.1.1. HenocpeacteeHHoe obpalleHme K paboTHMKam CUCTEMBI 34,0aBOOXPAHEHUSA MO BONPOCAM
6€e30nNacHOCTM IeKapCTBEHHbIX MPenapaToB, 3aperncTPUPOBaHHbIX HA TEPPUTOPUAX FOCYAaPCTB-41EHOB

B cnyyae ecnu nekapCTBEHHbI MpenapaT 3aperncTtpMpoBaH Ha TeppuUTOPUM OAHOMO WM
HECKOJ/IbKMX TOCYAapCTB-Y4/IeHOB, YMOJIHOMOYEHHblE OpraHbl rocyfapcTB-uyieHoB obmeHuBatoTcA
MHbOpMaL e B YaCTU coaepKaHUA nHGopMaLMK ANA HenocpeacTBEHHOro obpalleHnsa K paboTHMKam
cUCTeMbl 34paBOOXPaHEHMA M MaHa MHOOPMMPOBAHUA, MpoweawWmnx npoueaypy COrnacoBaHuA.
YNosHOMOYEHHble  OpraHbl  roCyAapcTB-4NeHOB  OOMEHMBAOTCA  OKOHYATe/IbHbIM  BapWaHTOM
WHPOPMALMOHHOrO MaTepuana W nNaaHa nepegayn MHGOPMAUMM C WUCNOJ/IL30BAHUEM CUCTEMDI
MHPOPMaLMOHHOIO B3aMOAENCTBHUA.

11.2.2. TpeboBaHUA K AeprKaTeNnam permcTpaLMoHHbIX YA0CTOBEPEHUA.

[JepkaTenb perncTpaumoHHOro yaoctoBepeHus 06s3aH MHGOPMMPOBATb YMNOJHOMOYEHHbIE
OpraHbl roCyapcTB-Y/IeHOB, Ha TEPPUTOPUM KOTOPbIX 3aperncTpMpoBaH JIeKapcTBEHHbIM npenapat, o
CBOEM HamepeHun caenatb nybaMyHoe coobuieHne, WaM WHPOPMUPOBAHWE, WM pPasMeELLEHUe
MHPOPMaLMK, OTHOCAWENCA K MHPOopMaumn no dapmakoHaa3opy, uan npobiemam, CBA3aHHbIM C
6e30MacHOCTbIO, a TaKXKe C MNPUMMEHEHMEM COOTBETCTBYIOLLErO JIEKAapCTBEHHOrO Mpenaparta.
MpeacraBneHve  MHOOPMAUMM  YNOJHOMOYEHHBIM  OpraHam  roCyAapCTB-Y4/IEHOB C  Le/bio
MHPOPMMPOBAHNA U MOJYYEHUS COMNACOBAHMA LO/KHO ObITb CAENAaHO C YC/OBMEM 3anpeTa Ha ee
ny6AMKaUMI0 [0 MUCTEYEHUS CPOKa, KaK MUHMMYM 24 4aca Ao ee nybavkauuun. YsegomeHue
YMNO/IHOMOYEHHbIX OPraHOB TrOCYAapPCTB-Y/IEHOB OAHOBPEMEHHO C NpeacTaBieHnem WHbopMaunUn
HaCeNEeHMIO BO3MOKHO TONIbKO B UCK/TIOYUTE/NbHbIX CIy4aaX U N0 BECKUM NMPUUMHAM.

K Takum caydyaAam M NpUd4NHam OTHOCATCA obocHoBaHHas yrposa »Xw3Hu, 3400pPpO0BbHO WU
6narononquo LWMPOKNX CNOEB HACENEHUA, a TaKXKe C/alydan, onpegeneHHbole n 0b60CHOBaHHbIe (MCXOAﬂ
U3 npeueneHTHoro OﬂbITa) B PYKOBO,CI,CTBE NO Ka4dectBy CUCTEMDI cbapmaKOHa,u,sopa Aepxarena
PETNCTPALLMOHHOIO yA0CTOBEPEHMUA.

Jeprkatenb perncrtpaumoHHOro ynoCToBepeHUA HeceT OTBEeTCTBEHHOCTb 3a 0BBEKTUBHOCTb U
TOYHOCTb I'Ipe,CI,CTaB}'IFIEMOIZ HaceneHuto MHd)OpMaLI,MM.

B cnyyae ecam geprkaTesib PernMcTpaLMoHHOro yA0CTOBEPEHUA NOAYyYaeT MHPOPMALMIO O TOM, YTO
TpeTbA CTOPOHAa HaMepeBaeTCA PaCMPOCTPaHUTb WHPOPMALMIO, KOTOpaa MOXKeT MoBAMATb Ha
COOTHOWEHMWE "NoAnb3bl - pUcKa" fleKapcTBEHHOro nNpenapaTa, 3aperncTpMpPoOBaHHOIO Ha TEPPUTOPUAX
rocyAapcTB-Y41eHOB, AeprKaTesb PErucTPaumoHHOIO YAOCTOBEPEHMA AO/MKEH cooblWMTb 06 3TomM B
COOTBETCTBYIOLME YNONHOMOYEHHbIE OpPraHbl FOCYAapCcTB-Y1EHOB.

11.2.3. B3anmoaencrame ¢ TpeTbMMM CTOPOHAMM.

TpeTbMm CTOPOHaM (HayYHbIM KypHanam, Hay4HbIM 06LLECTBaM, OpraHM3aUMaM NaLMeHTOB 1 4p.)
pekomeHayeTcA MHGOPMMPOBATb YMNOAHOMOYEHHbIE OpraHbl rOCYAapCTB-Y/I€HOB O NOABAAIOLWENCA
HOBOW MHbOPMaLMM NO 6e30NacHOCTM JIeKAPCTBEHHbIX MPEenapaTos, 3aperncTPUMpPOBaHHbIX B PamMKax
Coto3a. B ciyyae ecam nnaHupyetca ny6ankauma aaHHo nHGopmaummn, HeobXoANMMO 03HAKOMUTh C Helt
YMNOAHOMOYEHHbIE OpraHbl FOCy4apcTB-4/71eHOB 40 ee Ny6aMKauum.

12. Mepbl MMHUMM3ALUMWN PUCKA



12.1. BeeaeHune

Mepbl MUHUMM3ALMN PUCKA NPeACTaBAAOT COOO0M AeNCTBUA, HanpaB/eHHble Ha NpeaoTBpaLleHmne
Pa3BUTMA HEXKENATENbHbIX PEAKUUI, CHUMKEHWE YACTOTbl Pa3BUTMA UM CTENEHU TAXKECTM HEXKeNaTebHbIX
peakunit, a TaKXKe MWHUMM3ALUIO HebNaronpuATHLIX MOCAEeACTBMA BO3LENCTBMA Ha NauMeHTa npwu
Pa3BUTUKN HeXKeNaTesIbHOM peakLMn Ha IeKapPCTBEHHbIM Npenapar.

Mepbl MUHUMM3ALUMN PUCKA, BKAKOYEHHbIE B AAHHbIA MOAYAb, AOJIKHbl pPaccCMaTpuBaTbCcA B
KOHTEKCTE OCHOBHOW YacTu TPeboBaHUI K cucTeMe MUHUMMU3ALLMKN PUCKA B COOTBETCTBMM C pa3aesiom 6
HacToAwwmx MNpasua.

Mepbl MUHUMU3AUMN PUCKE MOFYT BKAOYATb PYTMHHbIE MEPbl MUHUMM3ALMM PUCKA WM
AONONIHUTENbHbIE MEPbl MUHUMM3ALMN PUCKA. PYyTUHHbIE Mepbl MUHUMM3ALMU PUCKA, YKasaHHble B
pasgene 6 HacToALwmx MNpaBua, PacNPOCTPAHAIOTCA Ha BCe IeKapCTBEHHbIe Npenaparts.

BonbwnHCTBO nNpobaem, cBA3AHHbIX C 6E30MacHOCTbIO, MOryT ObiTb Haaaexawmm obpasom
ynpaBaaTbCA PYTUHHbIMM MepaMn MUHUMU3aAUUUN PUCKA, OOAHAKO B OTHOLIEHWUUN HEKOTOPbIX PUCKOB
PYTUHHbIE MEPbl MUHUMM3ALLMKN PUCKa MOTYT BbITb HEAOCTaTOYHbIMUK, U ANA obecneyeHma Haaexallero
ynpasaeHua puckamm u (MAKn) yaydweHua cooTHoweHua "nob3a - pUCK" NekapcTBeHHOro npenaparta
NnoHafobATcA AONONHUTENbHbIE MePbl YNPaBAeHUA PUCKaMU.

[aHHbI pasgen CoAep:KUT PYKOBOACTBO NO NPUMEHEHUIO AOMOJHUTENbHLIX MEP MUHUMM3ALMM
pPUCKa 1 BbIBOPY MHCTPYMEHTOB MUHUMMU3ALMN PUCKA.

Mepbl MUHUMM3ALLMM PUCKA ONPEAEeNsoTCA Ha OCHOBaHMM Npobaem, CBA3aHHbIX C 6€30MacHOCTbIO,
npeacTaBieHHbIX B cneundurKaumm no 6esonacHoctu. Kaxayto npobaemy, cBAsaHHyto ¢ 6e3onacHocTbo,
cnepyeT paccMaTpMBaTh B MHAMBUAYA/bHOM NopsAaKe, Npu Bbibope Hanbonee LenecoobpasHoit mepbl
MWHUMU3AUMN PUCKA HEOBXOAMMO YUMTbIBATb CEPbE3HOCTb MOTEHLMAbHBIX HEXKeNaTebHbIX peaKLuuii,
CTeneHb MX TAXKECTW, NPeaoTBPaTUMOCTb WM KAMHUYECKUE AeNCcTBUA, Heobxogumble O/ CHUMKEHUA
PWCKa, NOKa3aHMsA K MPUMEHEHMIo, NyTb M Cnocob BBeAEeHMA NIeKapCTBEHHOrO npenapara, Lenesble
NONyAALUMN U TUN YYPEKAEHWUI 34paBOOXPAHEHNA, TAe NPUMEHSAETCA IEKAapPCTBEHHbIV Npenapar.

Mpobnema, cBA3aHHas ¢ 6€30MacHOCTbIO, MOXKET bbITb agpecoBaHa 6osiee Yem B 04HON Mepe No
MWHUMU3AUMM PUCKA, 3 ONpeaeseHHas mepa MUHUMM3aLMK PUCKa MOXKET pacnpocTpaHATbes bonee Yem
Ha ofHYy Npobnemy no 6e3onacHocTy.

[epKaTeNb pPerucTpauMoHHOro YyAOCTOBEPEHWUA HeceT OTBETCTBEHHOCTb 3a obecneyeHue
HaANeKaLLEro KOHTPOIA BbIMOJAHEHUSA MEP MUHMMM3ALLMM PUCKA, KOTOPbIE BK/IIOYEHBI B COT1aCOBaHHbIN
YMNOHOMOYEHHbIMW OpraHamm rocyaapcTe-usneHos MYP uan Kotopble cHOpMyNMpPOoBaHbl KaK ycaoBua
rocyAapCTBEHHOM perncTpauun.

YNo/IHOMOYEHHbIe OpraHbl rocyAapcTB-4/1eHOB HECYT OTBETCTBEHHOCTb 32 KOHTPO/Ib pe3ynbTaToB
BBEAEHMUA W peannsaumm mep MWUHMMM3ALMU PUCKA, KOTopble BK/toYeHbl B MYP wuamM KoTopble
chopMyNMpPOBaHbI KaK YCNOBUA rOCYAapCTBEHHOW pernctTpaumuu.

12.2. CTpyKTypbl 1 NpoLecchl

12.2.1. O6wme NpUHLMNbI.

Mepbl MUHUMM3ALMM PUCKA MMEIOT CBOEN Lieabio ONTUMM3auuio 6e3onacHoro u a¢ppeKTUBHOro
MCMO/Ib30BaHMNA N1IEKAPCTBEHHOIO NpenapaTa Ha NPOTAMKEHUWN BCErO KM3HEHHOro LuKna. CooTHoWweHMe
"nonb3a - pMcK" NeKapcTBEHHOrO Npenaparta MoXeT 6bITb YAYULIEHO NYTEM CHUXKEHUA PUCKA U CTEMNEHM
TAXECTM MNOCNeACTBUA HeKenaTeNbHbIX peakumi, a TaKKe ONTMMMU3aumKu MoAb3bl NyTEM LLENEBOro
nogabopa M (MAKM) WCKNOYEHUMA NauMeHToB /MBO MNyTeM TWATENbHOrO MOHWTOPWMHIA NeYeHMs



(cneumduyeckan cxema npuema, COOTBETCTBYIOLIMK NabopaTOPHbIA MOHUTOPUHT, Mocaeaytollee
HabnoaeHMe 3a NaumeHTamm n T.4.). Mepbl MUHMMM3ALMK PUCKA A0KHbI ABNATLCA PYKOBOACTBOM A4
ONTMMaNIbHOIo UCMO/Ib30BAHUA IEKAPCTBEHHOMo NpenapaTa B MeAULIMHCKON NPaKTUKe B LLeSIAX rapaHTum
npeaocTaB/ieHnas ONTUMA/ZIbHOIO JIeKAapCTBEHHOro npenapata A/a onpeaeneHHOro mnauveHtTa B
ONTMMaNbHOM [03e B HYXHOE Bpems CrneunasncTtom, MMELWMM Hagnexallylo NoAroToBky nNo
Ha3HaYeHMIO IEKAPCTBEHHOMO NpenapaTa M BeAEHWUIO NALMEHTA, @ TaKXKe C 4OCTOBEPHOW MHbOpMaLMEN
M NpY HaZ/1eXKallem KOHTpoIe.

CyuwiectsyeT pag pa3sHoob6pasHbIX METOAOB, WMCMOJb3yeMbIX B KayecTBe AOMNOJHUTE/bHbIX Mep
MUHUMMU3ALUMU pUCKa. [aHHbIA pasgen peryanposaHua o6palleHUA JeKapCTBEHHbIX MNpenapaTos
Haxo4MTCA B CTaAMUM HENPEPLIBHOrO PasBUTUA, N MMeloLLMecA MeToabl ByayT AOMOAHATLCA HOBbIMU, B
TOM YMCNIE OPUEHTMPOBAHHLIMK Ha 6oee WKUPOKOe NCNo/ib30BaHUE MHGOPMALIMOHHbIX TEXHOOTUA.

YcnewHoe ocylecTBAeHre AOMNOAHUTEbHbIX MEeP MUHUMMU3aLMU pUCKa TpebyeT ydactua Bcex
3aMHTEPECOBAHHbIX CTOPOH, B TOM YUCNE AepiKaTenei perncTpaumoHHbIX YA0CTOBEPEHUI, NALUEHTOB U
COTPYAHUKOB CUCTEMBI 340aBOOXPAHEHMA.

[ononHutenbHble mMepbl MUHUMM3ALUUU PUCKE AO0/BKHbI MMETb YETKO OMnpefesieHHYHo Lesb,
COOTBETCTBYHOLLYIO 06LWer uenm MUHUMM3AUUK cneunuduUuecknx PUCKoB U (MAM) onNTMMM3aLMK
COOTHOLWEHUA "nonb3a - pUck". KOHKpeTHble Lenn M 3apaHee onpegeneHHble MapamMeTpbl OLEeHKU
AOCTUMKEHMA NOCTaBIEHHOM LLeN C K/OYEBbIMU 3Tanamm A0MKHbI CTaTb PYKOBOACTBOM NpU paspaboTke
AOMNONHUTENbHBIX MEP MUHMMU3ALMM PUCKa.

JDonxeH 6bITb 0becneyeH HaAI'IE)‘KaLLI,Mﬁ MOHUTOPUHTI MO 3apaHee onpeaenaeMbiM NapaMeTpPpamM Kak
Ha 3Tane BHeApPEeHUNA, TaK U ad)d)EKTMBHOCTVI B npouecce n no OKOH4YaHUIO BbIMOJIHEHUA.

XapaKTepuctuka npobnembl, CBA3aHHOW C 6Ee30MacHOCTbIO, B KOHTEKCTE XapaKTepPUCTUKK
COOTHOLWIEHMA TMOMb3bl M PUCKA NIEKAPCTBEHHOrO MpenapaTta, TepaneBTUYeCKOM 3HAYMMOCTU
NIeKapCTBEHHOrO npenaparta, LefeBoir NOMyasuuMuM M HeobXoAUMBbIMU KAMHUYECKUMU OeACTBUAMM,
HanpaBAEHHbIMW HA MUHUMM3ALLMIO PUCKA, ABNSETCA GaKTOPaMM, KOTopble He0BX0AMMO yUMTbIBATb NP
BblI6OpE MHCTPYMEHTOB UM METOA,0B MUHUMM3ALLMM PUCKA U CTPATErMWN BHEAPEHNUA MEP MUHUMU3ALMM
PUCKa C LueNblo obecnevyeHns OCTUNKEHNA KelaeMbliX Pe3y/IbTaToB MO OXpaHe 0bLWeCTBEHHOro 340P0BbA.
BbiNosHEHME peryispHOi MPOMEKYTOUHOM OUEHKN 3GDEKTUBHOCTU peanmsyembiX Mep MUHUMMU3ALUN
pUCKa A0/IXKHO 6bITb HaNPaB/IeHO Ha CBOEBPEMEHHOE BbisiIBIeHWE UX HeA0CTaTOYHOM 3PPEKTUBHOCTM U
BHEAPEHNE COOTBETCTBYIOLMX KOPPEKTUPYIOLMX MEPONPUATUN.

MnaH No MMHMMKU3ALUKN PUCKa ABNAETCA COCTaBﬂFHOLLI,eﬁ yacTtbto MYP. MnaH N0 MUHUMM3aUUM PUCKa
AO/1IXKeH BKIYaTb chegyrowmne pasgenbl:

a) obocHoBaHMe HeOBXOAMMOCTM BBEAEHUA AOMONHUTEbHBIX MEP MUHUMM3ALMN PUCKa (B CBA3M
c onpeaeneHHbIMKU Npobnemamn 6esonacHocTu). B AaHHOM pasaene A0MKHO 6biTb CHOPMYANPOBAHO
060CHOBaHWE NPeaOKEHHbIX AONONHUTENbHBIX MEP MUHUMMU3AUMKN PUCKA, KOTOPOE A0/IKHO BKAOYATb
KOHKPETHbIE Lie/IM NOo KaxK40M U3 NpeasioKeHHbIx mep. [JoMKHO 6biTb 4aHO YETKOE OMUcaHWe TOoro, Kak
npegnaraemas AOMOJHWUTENbHAA Mepa MWHUMM3AUMKM pucka byaeT HanpaB/ieHa Ha KOHKPETHYIo
npobaemy, cBA3aHHYO ¢ 6€30MNacHOCTbIO;

6) OonucaHuve AOMNOAHUTENbHbIX Mep MUHUMMU3AUMW PUCKA. B AaHHOM pasgene OONXKHO 6bITb
npeagcraBneHo onncaHme Bbl6paHHbIX AONO/THUTENIbHbIX Mep MUHUMUN3ALNUN PUCKA, BKIKOYAA OnNncCaHue
UHCTPYMEHTOB NI METOA0B, KOTOpPbIE 6yp,yT MCNOJ1Ib30BaHbl, N KNKOYEBbLIX 39/1IEMEHTOB COAEPHKAHUA;

B) NnaH BbINOAHEHUA. B gaHHOM pasgene AOMKHO BbiTb NpeacTaBAeHO NoApobHOoe onucaHue
nNpeaoXKeHUiA Mo  BbLIMNOJAHEHUIO AOMOMHUTENbHLIX MEpP MWHUMM3AUMKM  pUCKa (Hanpumep,
XapaKTepMCTUKA BMELIaTeNbCTB, AeTaNbHaa MHbOPMaLMA O LLeneBoi ayauTopuu, naaH nposeneHuA
0b6pasoBaTeNibHbIX Nporpamm u (Uau) pacnpocTpaHeHUAa obpasoBaTe/bHbIX MHCTPYMEHTOB, MeXaHU3M
KOOPAMHAUMW OaHHbIX Mep C APYrMMKW  AepKaTeNamU PerncTpauMOHHbIX YAOCTOBEPEHWUNR, Npu



HeobxoamMmocTn);

r) nnaH oueHKW. B gaHHOM pasgene fo/xKeH bbiTb NpeacTaB/ieH NOAPOOHbBIN NAaH C KAYeBbIMU
aTanamm no oueHke 3PpOEKTUBHOCTU AOMNONHUTENIbHBIX MEP MWUHMMMU3ALMU PUCKA C TOYKU 3peHUs
BbINOJIHEHWSA 3aMIAHNUPOBAHHOIO NPOLLECCa U C TOYKM 3peHUs 0bLWmx NokasaTenen BAUAHMUA Ha UCXOabI
(Hanpumep, CHUXKEHME pUCKa).

12.2.2. Mepbl MMHUMM3ALMN PUCKA.

[JononHutensHble Mepbl MUHUMM3aL MK PUCKa NPEA/IaratoTcA B CyYasnX, €C/IM OHU OLEeHUBALOTCS
KaK ycn0Busa 6e30nacHoro 1 3¢p¢$eKTMBHOIO MCNOJIb30BAHMA IeKapCTBEHHOIO Npenapara. Mpeasaraemole
AO0MOJIHUTE/IbHbIE MEPbl MUHUMM3ALIMKN PUCKA A0/IXKHbI ObITb HAYy4HO 0B6OCHOBAHHbIMM, A TAK¥Ke A0/KHbI
pa3pabatbiBaTbCA M NPEACTABAATLCA CNeLuMa ncTamm ¢ COOTBETCTBYHOLEN KBaUdUKaLMe.

[ononHutenbHbie Mepbl MUHUMMU3ALMM PUCKA MOMYT MMETb Pas/INyHble LUenun, AM3aiH, Lenesyo
ayaMTOPUI0 U CIOXKHOCTb. ITU Mepbl MOTYT MCMO/b30BaTbCA C Le/blo obecrnedyeHus Haanexkaluein
npoueaypsb! BbI6Opa COOTBETCTBYIOLMX MNALLMEHTOB, 4/19 KOTOPbIX MNO/b3a NPUMEHEHUA IEKAPCTBEHHOTO
npenapata MNPEeBbILAET PUCK, U WCK/IOYEHMS MALUMEHTOB, KOTOPbIM MPUMEHEHUE NIeKapCTBEHHOro
npenapaTa NPOTUBOMOKA3aHO, C Leblo obecneyeHms HaaNexKallero MOHUTOPMHIa Tepanuu, UMetoLLero
OTHOLLEHME K KOHTPOJIIO BAaXKHbIX PUCKOB U (MIM) HaZ/1eXKaLLero ynpaB/ieHUs HexenaTelbHOM peaKkumei
B C/ly4ae ee pasBuTUs.

[dononHutenbHo MoryT 6biTb paspaboTaHbl cneumdbuyeckme mepbl MUHUMM3ALMU PUCKA B
OTHOLWIEHMM PUCKA MeOULMHCKOM OoWunbKM 1 (Man) B uenax obecrneyeHMs HaAa/eKalero HasHayeHus
NleKapCTBEHHOro npenapata B CAyYasX, €CAM AOOCTUXEHMe 3TOM UenuM TOAbKO nocpencTBOM
npeacTaBAeHns MHGoOpMaLuK o NeKapcTBeHHOM npenapate 8 MMM (/1B) nam nibopmaumm Ha 3TUKETKe
ABNAETCA NPAKTUYECKU HEOCYLLLECTBUMbIM.

Ecnn cpenatH 3anpocC Ha JOoNO/IHUTENIbHblIE MEPbl MUHUMU3ALUNN PUCKA, obocHoBaHMe AnAa 3anpoca
AO/TXKHO 6bITb AOKYMEHTUPOBAHO, a TaKXe OO0J/TXKHO 6bITb COENAHO YKa3aHWe KOHKPETHbIX I'IpO6I'IEM,
CBA3aHHbIX C 6e30ﬂaCHOCTbIO, 1M npegcraBneHo AeTtasibHoe NNaHUPOBaAHME 3TANOB BbIMNO/IHEHUNA Mep
MUHUMU3aAUNN PUCKOB N UX OUEHKWN.

JononHuTenbHble Mepbl MUHUMM3ALMKN PUCKOB MOTYT BK/IKOYaTb Ceaytolme:
a) obpaszoBaTesibHan NPoOrpamma;

6) nporpamma KOHTPOMPYEMOTO AOCTYNa;

B) Apyrve mepbl N0 MUHUMM3ALLMW PUCKA.

12.2.2.1. ObpasoBaTenbHas nporpamma.

JononHuTeNbHblE WMHCTPYMEHTbI MAW MeToAbl MWHMMMU3ALUKM PUCKA, KOTOpble MOryT ObiTb
MCNONb30BaHbl B 06pa3oBaTeNbHOW NpPOrpamme, OCHOBAHbl Ha UENeBOM WHOOPMUPOBAHUM C
npeacrasneHem uHbopmauum, cogeprauerica 8 OXMN nan UMM (N1B). Nlioboit obpasoBaTenbHbll
MmaTepuan AoKeH OblTb OPUEHTUPOBAH HA JOCTUKEHME ONpeneNieHHbIX Uene MMHUMM3aLLMN PUCKa.

Llenbto obpasoBaTenbHOM NPOrpammbl ABAAETCA ONTUMM3AUMA NPUMEHEHWA NEKAPCTBEHHOro
npenapaTta NocpeacTBOM NO3UTUBHOMO BANAHMA Ha AENCTBUA COTPYAHUKOB CUCTEMbI 340aBOOXPAHEHUSA
M NaUMEHTOB B LENAX MUHMMM3aAUMKM pucka. ObpasoBaTtenbHble maTepuanbl A0MXHbI 6biTb CO34aHbI
NCX0AA M3 NPEANOOKEHNA, YTO CYLLECTBYET NPaKTUYECKM BbINOAHMMAA U AeMCTBEHHan PeKomMeHaaums
ANA uenesoro obpasoBaHMA M UYTO MPUMEHEHME OAHHOW Mepbl CYMTAETCA BarKHOM M 3HaYMMOWN AnA
MUHUMM3ALMM PUCKA U (M) ONTMMM3ALUM COOTHOLWEHMS "MONb3a - pUCK'.

Mcnonb3yemble B KOHTEKCTe o6pa3OBaTean01‘/’1 nporpammsl O6pa3OBaTEJ'IbeIe MHCTPYMEHTbI



MOTYT MMETb HECKONbKO PA3/IMYHbIX LLeNeBbIX ayauTopuit, moryT bbiTb HanpasaeHbl 6onee yem Ha 1
npobnemy, cBA3aHHylO C 6€30MacHOCTbIO, U MOTYyT NepenaBaTbCA C MCMNONb30BaHWMEM KOMOWHaL MK
WMHCTPYMEHTOB M CPeACTB MaccoBol WHpopmaumm (Ha 6ymarKHOmM HocuTene, ayauo, BUAEO, B
MHPOPMALMOHHO-TENIEKOMMYHMKALMOHHOM cetn "HTepHeT", nepcoHanbHoe obyuyeHue).
PekomeHayeTcsa npeacTaBlAeHMe MAaTeEPUAIOB B AManasoHe popmaTos B Lendax obecneyeHns AocTyna, B
TOM YMCAe B C/ly4ae BbIXoZa U3 CTPOA CpeacTBa MHGOPMUPOBAHMA AN HEBO3SMOMXKHOCTU UCNO/Ib30BAHMSA
MHOOPMALMOHHO-TENIEKOMMYHMKALMOHHON ceTn "UHTepHeT".

CopeprkaHue nobbix 0bpa3oBaTeibHbIX MaTePUANoB AO0MKHO ObiTb MOJIHOCTbIO COr/IACOBAHO C
aencreyowen oaobpeHHol nHGopMmaumen Ha IeKapCTBEHHbIM NpenapaT, Takoh Kak OXJ1MN wan UMM
(N1B). 2nemeHTbI peknambl (Npsmble MW 3aByaMPOBaHHbIE) HE AO0/KHbI BKAOYATLCA B COAEpPrKaHue.
AKLEHT o0bpa3oBaTe/ibHbIX MaTepuanoB A0/MKeH ObiTb cAenaH Ha PUCKM, UMEeoWMe OTHOWeHWe K
JIeKapCcTBEHHOMY npenapaTty, U ynpaBaeHWe TakKMMWU PUCKaMK, TPebyroLMMN LONOAHUTENbHBIX Mep
MWHUMM3ALLUN PUCKA.

Niobasa obpasoBaTesnbHaa Nporpamma f[O0MXKHa OblTb MOJHOCTbIO OTAENEeHA OT pPeKJaMHbIX
OENCTBUIM, a KOHTaKTHYO WHOOPMAUMIO Bpayen W NAUMEHTOB, MOJIYYEHHYID MNOCPEACTBOM
ob6pasoBaTesibHbIX MPOrpPaMm, He ceayeT UCNONb30BaTb B PEKAAMHbIX LLENsX.

Ob6pasoBaTesibHble MHCTPYMEHTbI, ONMUCAHHbIE HUXKE, MOXHO PacCMaTpuBaTb B MHAMBUAYAbHOM
nopsake uavM B KoMbMHauMm Npu paspaboTke o6pasoBaTe/IbHOM NPOrPaMmmbl B LENSX SOMNONHUTE/IbHOM
MWHUMU3aUMN PUCKA.

12.2.2.1.1. ObpasoBaTesibHble MHCTPYMEHTbI.

O6pasoBaTenbHble UHCTPYMEHTbI A0/KHbI MMETb onpeaeneHHY HanpaBAeHHOCTb M BK/OYaTb
0AHO3HaYHOe onpeaeneHne pMcKa No paccMmaTpMBaemol Npobaeme, XapaKTepPUCTUKY AaHHOTo pUCKa U
KOHKPETHbIX AeNCTBUI, KOTOPbIE A0NXKHbI 6bITb NPeANPUHATLI PabOTHUKaMM CUCTEMBI 34paBOOXPaHEHUS
n (UAK) NauMeHTaMK B LLeNsX MUHUMMU3aLLMU TaKUX PUCKOB.

[JaHHaa wuHbopmauma p[oMKHA OblTb aKUEHTMPOBaAHA Ha YEeTKO onpefesieHHbIX AeNCTBUSX,
MMEIOLLIMX OTHOLLEHUeE K cneunduyeckmm npobiemam no 6€30nacHOCTM B N1aHE MUHUMM3ALUM PUCKa, U
He A0JIKHa BKAOYaTb MHPOPMALLUIO, KOTOPan HE MMEET HeNOCPeACTBEHHOIO OTHOLWEHUSA K npobieme no
6e30nacHOCTM M KoTopas Hagsexxawmum obpasom npeacrasaeHa B OXMN nan UMM (N1B).

dnemeHTbl MHGOPMALMK ANA BKAOYEHMS B 0BpasoBaTe/ibHble MHCTPYMEHTbI MAN MEeTOoAbl MOTyT
npeaycmaTpuBaTb:

a) PyKOBOACTBO NO HAa3HAYEHWNIO IEKAPCTBEHHOIO NpenapaTa, BK/1lo4anA Bbl60p nayneHTa, KOHTPO/Jib
N MOHUTOPWHT, HanpaB/ieHHbleé Ha MUHUMN3ALUIO BaXXHbIX BbI60pO‘-IHbIX PUCKOB,;

6) pyKOBOACTBO MO YNPaBAEHMNIO TAKMMMU PUCKaMM (N7 COTPYAHNKOB CUCTEMbI 34PaBOOXPAHEHNS,
NauneHTOB UAW ML, OCYLLECTBAAIOWMX YXO4 33 HUMM);

B) pykoBoACTBO NO npeacrtasieHUto MHd)OpMaLl,MM O BbIAB/ZIEHHbIX HEXeNaTe/ibHbIX peaKuuax,
npeagcrasnaowmnx 0COobbI UHTEpPEC ONA XapPaKTEPUCTUKM onpeaeneHHOro pnucka.

12.2.2.1.1.1. O6pasoBaTenbHble WHCTPYMEHTbI WAN MeToAbl ANA COTPYAHWUKOB CUCTEMbI
3 paBOOXPaHEHUA.

Lenbto noboro o06pasoBaTenbHOro MHCTPYMEHTa WMAM MeToda ANA COTPYAHWKOB CUCTEMbI
34paBOOXPaHEHMA ABAAETCA NpeacTaBieHne cneumdUyeckmx pekomeHaaumii No NPUMEHeHNo, 1 (Mam)
NPOTUBOMNOKAa3aHMi, U (MAK) nNpenocTepeXkeHU, CBA3AHHbIX C JIEKAPCTBEHHbIM NpenapaTom U
cneundUYecKUMM PUCKaAMM, HYXKAAWMMUCA B AOMNOAHUTENbHLIX Mepax Mo MMHMMU3ALMK PUCKa,
BKKOYAA:



a) BbIBOpP NaLMEHTOB;

6) MeTOANKY NeYeHUs, PEXKUM A03UPOBAHUA, KOHTPOJIb U MOHUTOPUHT;

B) cneuuyanbHble aAMUHUCTPATUBHbIE NPOLLeYPbl MU OTNYCK IEKAaPCTBEHHOMO NpenapaTa;
r) aetanbHaa nHGOpMaLMaA, KOTOPYO HEOBXOAMMO NpPeAcTaBuTb NaLMeHTam.

Bbibop dopmaTta 06pas3oBaTe/IbHOrO WMHCTPYMEHTa WAM METOoAa 3aBUCUT OT MPeacTaB/iaeMol
nHpopmaumm. Ecam HeobxoanMmMo coBepLINTb onpeneseHHOe KOMMYECTBO AEWCTBUIN nepeps, BbIMUCKON
peuenTta UHAMBMAYAbHOMY MaUMEHTY, TO NoaxoAswmMm GOopPMaToOM MOXKET ObiTb KOHTPOJIbHbIM JIUCT.
®opmaT bpolwtopbl MOXKeT 6biITb H6osiee NoaxoAAWMM A5 OCO3HAHWUA CneumasiMcTaMm KOHKPETHbIX
PUCKOB C aKLLEHTOM Ha paHHEeM BblAB/IEHNU U YNPaBNEHUN HEXeNNaTe/IbHbIMU peaKUMNAMMU, B TO BPEMA KaK
nnakKaTbl MOTYT COAEpPXaTb MNPUMEHMMbIE TepaneBTUYECKME PYKOBOACTBA WM CXeMbl NpUeEMa
NleKapCcTBeHHOro npenaparta. MoxeT 6bITb OTAAHO NpeanoYTeHne Apyrum ¢popmaTtam, B 3aBUCUMOCTU OT
HanpaB/ieHHOCTH, 06bema MHGOPMaLMK, LEeNeBON ayaANTOPUN U UHbIX PaKTOPOB.

12.2.2.1.1.2. O6pa3oBaTenbHble WHCTPYMEHTbI WAM MeToAbl AAA NAUMEHTOB W auu,
OCYLLECTBAAIOLLNX YXOA 32 HUMMU.

ObpasoBaTesibHble MHCTPYMEHTbI WM MeToAbl ANS MauMeHTa AO/MKHbl ObiTb HaueneHbl Ha
y/lyyLlIeHne NOHMMAHUA NALUEHTAMMN U IMLLAMMU, OCYLLECTBASAIOLLMMM YXOA, MPU3HAKOB U CUMMNTOMOB,
CYLWLECTBEHHbIX A7 PAHHEro BbIABAEHUA CNeuMPUUECKUX HeKenaTeNbHbIX Peakuui, Tpebylowmx
NPUHATUA JOMNOJHUTE/IbHBIX MEP MO MUHUMM3ALMU PUCKA, @ TaKKe ONTUMM3ALLMU Ja/bHELEero BegeHuns
naupyeHTa. Ecam 3To ABAAETCA YMeCTHbIM, 06pa30BaTe/bHbIA UHCTPYMEHT WM METOh, MOXKET ObiTb
MCMO/b30BaH A1A NPeacTaBieHna MHPOPMaLUM U HAaNOMUHAHUA NALMEHTY O BaKHbIX AencTBUAX (no
BEAEHMIO 3anuceli No A03MPOBaHUI0 NEKAPCTBEHHbIX NPenapaToB UM ANArHOCTUYECKUM NpoLeaypam,
KOTOpble A0/IKHbI ObITb 3aPerncTpMpPOoBaHbl UK BbINONHEHbI MALMEHTOM C NOCAEAYIOLWMM 06CYKAeHNEM
C paboTHWMKamMK CUCTEMbl 34paBOOXPaHeHMs B Lensx obecrnedyeHua cobntogeHuna Nobbix 3Tanos,
HeobxoaAnmMbIX oA 3PEKTUBHOrO MPMMEHEHUSA IeKapPCTBEHHOIO NpenapaTa u gp.).

12.2.2.1.1.3. NamATKa 4Na naymeHTa.

Llenbto JaHHOrO MHCTPYMEHTa fABAAETCA rapaHTUA TOro, 4to cneumanbHas uHbOpPMauMsa B
OTHOLLEHMM TEKYLLETO SIeYEHMNA NaumeHTa M CBA3aHHbIX C IeYEHMEM PUCKOB (Hanpumep, NoTeHLMaNbHble
B3aMMOZENCTBMA C APYrMMM JIeKapCTBEHHbIMM NpenapaTamu) Bcerga MMeeTca B PacnopsrKeHun
nauyeHTa M [O0CTyMHa COOTBETCTBYIOWEMY COTPYAHWKY CUCTEMbI 34paBooxpaHeHusa. UHpopmaums
AO/IKHA COAEpKaTb HEOBXOAUMbIA MUHUMYM 1A NEepPeaaydr KAoUYeBbIX MHCTPYKLUI N0 MUHUMMU3ALMUK
pUCKa N HEOBXOAMMbIX AeNCTBUI, 0BNeryaloWwmx coCToaHNe Npu Ntobbix 06CTOATENbCTBAX, B TOM YNCIE
3KCTPEHHbIX. OAHOW U3 KNIOYEBbIX XapaKTePUCTUK AaHHOTO MHCTPYMEHTA A0/IKHA 6biTb NOPTAaTUBHOCTb.

12.2.2.1.2. NMporpamma KOHTPOAMPYEMOTO A0CTyNa.

Mporpamma KOHTPO/IMPYEMOrO A0CTyMNa COCTOUT M3 ONepaTUBHbIX MEP, HaLLeNIEHHbIX Ha KOHTPO/b
AOCTyna K JleKapcTBEHHOMY npenapaty 3a MnpeAefamu YPOBHA KOHTPOAA, rapaHTMPOBAHHOMO
CTaHAAPTHBIMW MepaMy MO MUHMMM3ALUKN PUCKA, TO €CTb PEryaaTOPHbIM CTaTyCOM NeKapCTBEHHOIO
npenapata. KoHTpoauvpyemblit gocTyn cnedyer paccmaTpuBaTb B KayecTBe MeToda MWHMMM3aLUM
CepbesHOro pUcka ANs NeKapCcTBEHHOrO NpenapaTa ¢ A40Ka3aHHOM N0/b301, KOTOPYIO HeMb3A AOCTUMHYTb
6e3 40NONHUTENbHbIX MEP MUHUMM3ALMU BCAEACTBUE PUCKA BO3AENCTBUA Ha 340P0BbE NALMEHTOB.

Mpumepbl TpeboBaHMI, KOTOpble AOMHbI BbiTb BbINOAHEHbI 40 HA3HAYEHWA SIEKAPCTBEHHOro
npenapata, u (Man) oTnycka, u (MAM) UCNONb30BaHMA B MPOrPaMMe KOHTPOAMPYEMOro AOCTyna,
nepeuyncneHbl HuxKe (OHWM MOryT BbINOAHATLCA WHAMBUMAYANbHO MAW B KOMBMHAUMKM C ApyrUMU
TpeboBaHMAMM):

a) cneumduryeckne metoabl KOHTpPoAA M (Man) obcnepoBaHua naumeHTa ans obecnedyeHus



COOTBETCTBUA onpeaeneHHblIM KIMHNYECKUM KPUTEPUAM;

6) Bpay, BbINMCbIBaOLLINI NEKAPCTBEHHbIN Npenapart, dapmaleBTUYeCcKUin paboTHUK, OTNYCKatoLNiA
NIeKapCTBEHHbIM npenapaT, U (MAK) NauMeHT, OOKYMEHTANbHO MOATBEPXKAAIOT CO CBOEN CTOPOHbI
noJsiydeHue U NoHMMaHne MHGopMaL MM B OTHOLLEHUM CEPbE3HOIO PUCKA, CONPAXKEHHOTO C NPUMEHEHNEM
JIeKapCcTBEHHOrO NpenaparTa;

B) TOYHble npouenypbl MO CUCTEMATUYECKOMY Mociaefytouwemy HabatoAeHUIo 3a NaluMeHTOM
nocpeaCcTBOM PErMCTpaLLmMm B cneumanbHoi cucteme cbopa AaHHbIX (B perucTpe nauneHToB) 1 ap.;

r) NeKapcTBeHHble npenapaTbl MOryT 6bITb NO/YYEHbI TO/IbKO B anTeKax, MMeILMX ANLEH3UIO Ha
OTNYCK TaKoro NeKkapcTBeHHOro npenapara.

B onpegeneHHbIX C/yd4asx B KayecTBe WHCTPYMEHTa KOHTPOAMPYEMOro A0cCTyna MoryT 6biTb
MCMO/Ib30BaHbl TPebOBaHUA O MPOBEAEHUMN CMEeunanbHOro 06C/e0BaHUSA WM KOHTPO/A COCTOSHUS
nauyeHTa. Hanpumep, KOHTPOJIb COCTOSIHMA MNauMeHTa, NabopaTopHble TMOKasaTenn WaM WHble
xapakTepuctukm (KM n gp.) oo neyeHus u (Man) B npouecce NevyeHus, aHanmsbl GYHKLMU NEYeHw,
perynspHble aHanu3bl KPOBW, TeCcT Ha 6epemeHHOCTb (KOTOpbIM MOXKET ABAATbCA KOMMOHEHTOM
nporpammbl NpeaoTBpaweHus bepemeHHOCTM). Mepbl LOMKHbI 6biTb BBEAEHbI B AENCTBME B LEAAX
obecrneyeHUn KOHTpoAsA B cooTBeTcTBUM ¢ OX/IMM, Korga 3To ABASETCA KPUTUYECKUM GaKTOPOM C TOUKM
3peHUs COOTHOLLEHUS "NoJIb3a - PUCK" NeKapCcTBEHHOrO Npenapara.

12.2.2.1.3. ipyrue mepbl MUHUMM3ALUN PUCKA.
12.2.2.1.3.1. Mporpamma npenoTBpaLLeHNs GepemMeHHOCTH.

Mporpamma npepoTBpalLeHns 6epemMeHHOCTM nNpeacTaBAseT coboil  COBOKYMHOCTb  Mep,
HanpaBAEHHbIX HA MMHUMMM3ALMIO PUCKA BO34EMCTBMA NEKAPCTBEHHOMO Npenapata C M3BECTHbIM WM
NOTEHLMA/NbHbIM TEPATOreHHbIM AEeWCTBMEM Ha Maog B nepuog bepemeHHoCTU. [aHHas nporpamma
[O/MKHA obecrneymBaTb BHEAPEHWE TAaKOTO MeXaHW3Ma KOHTPO/A, NPy KOTOPOM MNaLMEeHTbl }KEeHCKOro
nosa He 6bi1n 6epeMeHHbIMK B Hayasle Tepanun AN He 3abepemMeHenIn Ha NPOTAXKEHUN Kypca IeYeHus
n (Mnn) onpepeneHHOro nNPOMEXKYTKA BPEMEHW Moc/ie npekpaweHua Tepanuu. [lporpamma
npeaoTBpaLleHMs BepeMeHHOCTU TaKKe MOXKET BbiTb OPUEHTMPOBAHA Ha MaLMEHTOB MYKCKOro Nnosa B
Clyyae, eciM NPUMEHEHWE JIeKapCTBEHHOro mnpenapata 6WMONOTMYECKMM OTLOM MOXKET MMeTb
HeraTuBHble NOCAeACTBUA ANA Ucxona bepemeHHOCTH.

I'Iporpamma npeaoTBpalleHnA 6epeMeHHOCTM coyeTaer npumeHeHune O6pa3OBaTEIIbeIX
UHCTPYMEHTOB N COOTBETCTBYHOWNX MHCTPYMEHTOB KOHTPO/IA AO0CTYNa K /IEKAPCTBEHHOMY Nnpenapary.
Cnep,yrou.l,me 3/1EMEHTbI CneAyeT pPacCMaTpuBaTb KakK UHAUBUAYA/NIbHO, TaK U B COBOKYMHOCTU NpwU
NNAaHUPOBAHUN NpOrpamMmmbl NnpegoTepalleHnA 6epeMEHHOCTMZ

a) o6pasoBaTeibHble MHCTPYMEHTbI, HanpaBAeHHbIE Ha COTPYAHWKOB CUCTEMbI 34PaBOOXPaHEHUA
M NaLMEHTOB, B LEeNsxX MHGOPMMPOBAHMA B OTHOLLEHWUM TEPATOreHHOrO PUCKa U HEOBXOANMbIX AEACTBUIA
AN MMHMMM3aUMKM [AHHOTO pPUCKa (PyKOBOACTBO MO WCNoO/Ab30BaHWio 6Gosee yem 1 meToga
KOHTpaLenuMM U PyKOBOACTBO MO Pas/iMyHbIM BMAAM KOHTPALENTMBHbIX Cpeacts, MHboOpmauma Ans
nauyeHTa B OTHOLIEHUN ANUTENbHOCTM Nepnoaa, B TeYeHne KoToporo caeayet usberatb 6epemMeHHOCTH
nocse NpekpaLweHmsa nedeHns n gp.);

6) KOHTPO/IMpPYEMbI AOCTYN Ha YPOBHE HAa3HAYeHMA UM OTMYCKa NIeKapCTBEHHOro npenapara C
obecneyeHMeM BbINOAHEHMA TecTa Ha 6epeMeHHOCTb M KOHTPOJeM OTPULATENbHbIX Pe3y/abTaToB
MeANLMHCKMUM 1 hapMaLEeBTUYEeCKMM PaboTHUKOM nepes HasHauYeHNeM MAKN OTMYCKOM /IeKapCTBEHHOrO
npenapara;

B) orpaHn4yeHne maKCMmasibHOro Cpoka ﬂ,eVICTBMH peuenTa 30 KazleHAapHbIMU AHAMMU;

r) KOHCYNbTUPOBaHME B CyYae HenpegHaMepeHHON 6epemMeHHOCTU N OLLeHKa MCXoaa CyYanHoM



bepemeHHOCTH.

Cneayert TaKKe pacCMOTPETb LiesecoobpasHOCTb BHeAPEeHUA N AM3aliH perncTpa bepemeHHbix Aaa
perucTpaummn faHHbiX MO BCeM MaumeHTam, KoTopble 3abepemeHenn B MNPOLLECCE NeYeHUs WM B
COOTBETCTBYIOLLMIA NEPUO, BPEMEHM C MOMEHTA OKOHYaHMA nedeHnsa (Hanpumep, B TedeHne 3 mecaues).

12.2.2.1.3.2. HenocpeacTBeHHOe 0bpalleHne K COTPYAHMKAM CUCTEMbI 3 paBOOXPAHEHMA.

HenocpeactBeHHOe 0bpalleHue K COTpYAHMKAM CUCTEMbI 3[40aBOOXPaHEHUS ABAAETCA aKTUBHOW
dopmoit nHpopmupoBaHMA Mo H6e30MacHOCTU, MOCPeaCcTBOM KOTOPOM MHbOpMaUMsa npeactaBiasercs
AepKaTtenemM perncTpaLmMoHHOro ya0CTOBEPEHNA UAN YNOJIHOMOYEHHbIM OPraHOM rocyAapCcTB-Y1eHOB
HenocpeAcTBEHHO COTPYAHUKAM CUCTEMbl 34pPaBOOXPaHEHUA B Uenax WMHPOPMUPOBAHMA WX O
HEeobXo4MMOCTN MNPeanNpPUHATbL Cepbe3Hble AEUCTBMA WAWM a[anTMPOBaTb MNPUHATYIO MEAUUMHCKYIO
NPAaKTUKY C Uenbio MUHUMU3aLNN onpegenieHHbIX PUCKOB U (VI}'IVI) CHUXEeHNA TAXKEeCTU HeXenaTesibHbIX
peakuuii NeKapcTBEHHOro Npenapara, yKasaHHbIX B pasaene 11 Hactoawwmx Mpasun.

12.2.3. BbinonHeHWe mep MUHUMM3ALUN PUCKOB.

JononHutenbHble Mepbl MUHUMM3aL MU PUCKA MOTYT BK/OYaTb 1 MM HECKO/IbKO aKTUBHbIX Mep,
KOTOpble A0/IKHbI BHEAPATLCA W BbINONHATLCA B PaMKax OnpeaeseHHoN uenesol rpynne. Haanexauee
BHMMaHWE SO/IKHO YAENATLCA KaK BpeMEHHbIM PaMKaM pPeannsaumnmn mepbl MMHUMM3aUMKN PUCKA, TaK U
npoueaypam, HanpaB/ieHHbIM Ha AOCTUXKEHWe Lenei B LieneBoi rpynne. Hanpumep, ofHOKpaTHoe
BbIMO/IHEHWE 06pa3oBaTe/ibHbIX WMHCTPYMEHTOB MM METOAO0B ''nepes, 3anyckom" nporpammbl Mo
peanusauumn mep MOXKeT BbiTb HEJOCTaTOUYHbIM A1 obecneyeHus Toro, YTobbl OXBaTUTL MHPOPMaLMel
BCEX MEAMLMHCKMX COTPYAHMKOB, MOTEHLMAbHO BbIMMCbIBAOWMX JIEKAPCTBEHHbIN Npenapat, u (1au)
notpebutenein, B TOM YMCNE HOBbIX MeAMULMHCKUX PabOTHUKOB U noTpebuteneii. MoxeT BO3HUKHYTb
HeobXxoAMMOCTb B AOMOJHUTENLHOM NEPUOAMYECKOM NepepacnpeaeneHnn MHCTPYMEHTOB UM METOL0B
nocse 3anycka nporpammbl Mo peanvsauun mep. Hagnexallee BHUMaHUE OOMKHO YAENATbCA 06lemy
dopmaTy 0b6pasoBaTesIbHbIX MHCTPYMEHTOB WM METOAO0B A/nA obecrneyeHus 4YeTKOro pPas/ivuva C
PasIMYHbIMKM  PEKNaMHbIMKM  MaTepuanamu. [peacraBneHne o06pas3oBaTesIbHbIX MaTepuasnoB As
COrnacoBaHUs B YNOJIHOMOYEHHbIM OpraH rocyAapcrBa-y/sieHa A0/IKHO OCYLLEeCTBAATLCA OTAE/NbHO OT
nepesayun peksamHoro matepuana, npu sTOmM B CONPOBOAUTENBHOM NMUCbME A0/XKHO 6biTb 0603HaYEHO,
ABNAIOTCA /M MaTepuanbl pekNamHbiMu UM obpasosatenbHbimu. Ob6pasoBaTesibHble MaTepuasbl
cnepyeT pacnpoCTPaHATb OTAE/bHO OT PEKNAMHbIX MaTepPUasioB C yKasaHMEM TOrF0, YTO OHW He ABAAIOTCA
peknamHbiMU. MexaHM3Mbl obecneyeHmns KayecTBa AO/IKHbI TapaHTUPOBATb, YTO UMEHOLMECA CUCTEMDI
pacnpoCcTpaHeHMs COOTBETCTBYIOT MOCTAB/IEHHOW LEAM Mepbl MUHMMM3ALMM PUCKA M SABASIOTCA
KOHTPO/IMPYEMbBIMM.

12.2.4. OueHKa 3dpPEeKTUBHOCTN MEP MUHMMM3ALNM PUCKA.

OueHKa 3pPEeKTUBHOCTM MEP MUHUMM3ALMKN PUCKA ABAAETCA HEOBXOAMMON AN yCTaHOBAEHUSA
3QPEKTUBHOCTM  AKTUBHbLIX MEP MMHMMU3ALUMM PUCKA, MPUUMH  HedDDEKTUBHOCTM, a TaKXke
HEeobXoAMMOCTN KOPPEKTUPYIOWMX AehcTBUR. OueHKa 3GDEKTUBHOCTM MepP BbIMOAHAETCA MO KarKaoM
Mepe MUHMMM3ALLMK PUCKA W ANSA NPOrPaMMbl B LLE/IOM.

OueHka 3¢pPEeKTMBHOCTM Mep A0/KHA PAacCMaTpMBaTb Pas/iMyHble acneKTbl BbINOJHAEMON Mepbl
MWHUMU3AUMM PUCKA: Cam npoLiecc (To ecTb cTeneHb BbINOAHEHMA 3aNNaHMPOBAHHOM NPOrpaMmmbl), ee
BO3JENCTBME Ha OCBEAOMNEHHOCTb M U3MEHEHUA B NOBEAEHWM LieIeBOM Pynnbl, @ TaKKe pesynbTaT (B
KaKol cTeneHu 6bIAn AOCTUMHYTbI LeIM MMHUMM3ALLMM PUCKA U 33 KaKoW CPOK). Bpems OLLEHKM KaxKaoro
acrneKkTa aKTMBHOW Mepbl AO/KHO BbiTb TWATENLHO CM/AHMPOBAHO B pamKax MYP 4o MHMUMKMPOBaHMA
mep.

Ona oueHKkn 3PpPeKTUBHOCTM Mep MUHUMU3ALMWU PUCKA caedyeT WCMNo/sb3oBaTb 2 rpynnbl
rnokasaTenen:

a) NOoKa3aTe/in npouecca;



6) nokasaTenu pesynbTaTa.

MokasaTenu npouecca Heobxogumbl A1A cbopa AOKa3aTENbCTB YCNELHOCTU OCYLLECTBIEHUS BCEX
3Tanos Mep MMHMMMU3aLUMM pUCKa. JaHHaa rpynna nokasartesein npouecca A0/XHa obecneyntb OLeHKY
CTeneHW BbIMONHEHUA 3anNaHUPOBAHHOM MpoOrpammbl U AOCTUXEHWEe Tpebyemoro BAMAHMA Ha
nosefaeHne UM AencTBusa Lenesoi rpynnbl. MoKasaTenn BbINOAHEHWUA NPOrpammbl A0MKHbI 6bITb
onpeaeneHbl 3apaHee 1 OTCAEXMBATLCA Ha MPOTAMXKEHMM BbIMOIHEHUA NPOrpammbl. [osyYeHHble AaHHble
M OMbIT MOrYT 6bITb MCMONb30BaHbl AN ONTUMM3ALUMN KOPPEKTUPYIOLWMX AENCTBUIA B C/yyae uX
HeobxoanMmocTh. OUEHKa BbIMOMHEHMA MPOLLECCA TaKMKe MOMKET YAYULUTb NOHMMaHME MPOLLECCOB M
NMPUYMHHBIX MEXaHM3MOB, B CUJTY KOTOPbIX A0MO/HUTE/IbHbIE MEPbI MUHUMM3ALLIMN PUCKA MO3BONAN UK
He Mo3BOINAN A06UTLCA KEeNaemoro KOHTPOAA cneunduyeckmx pUckos.

MoKasaTenun pesysbTata 06ecneynBatoT ObOLLYIO OLLEHKY CTENEHWU KOHTPO/A PUCKA, AOCTUFHYTOrO
NnocpesCcTBOM BHEAPEHWA Mep MUHMMM3aALMK pUcKa. Hanpumep, ecan Lenbio onepaTMBHOW Mepbl
ABNAETCA CHUMKEHME YACTOTbl U (MIM) TAXKECTU HEXKeNaTeIbHOW Peakuun, KOHEYHbIN KpUTepuin ycnexa
6yaeT NpMBA3aH K AaHHOW Lenu.

Mo pe3ynbTaTam npouesypbl oueHKU 3PPEKTUBHOCTU MEP MUHUMM3ALLMWN PUCKA AEeN1AeTCA BbIBOA, O
BO3MOXHOCTW [a/ibHENLWEero BbiMNO/JHEHMA OLEHMBAaEMON Mepbl MUHUMM3ALUM PUCKa 6e3 nameHeHuMn
nmbo o Heobxoamoctn ee M3meHeHMA. OueHKa 3GEKTUBHOCTM Mep MUHMMMU3AUMM PUCKA MOMKET
CBUAETEeNbCTBOBATb, YTO AEATE/IbHOCTb N0 MUHUMM3ALMKN PUCKA ABAAETCA HEAOCTaTOYHOW U AOJIXKHA
6bITb ycUeHa (MocpeacTBOM BHECEHUS U3MEHEHUI B NpeAocTepeskeHus Uam pekomeHgaumm 8 OX/M u
UMM (NB), ynydlleHUs YeTKOCTU PEeKoOMeHOAUMiA No MUHUMMU3AUUKM pUCKa U (MAK) NoAKAYeHUEM
OONONHUTE/IbHBIX MHCTPYMEHTOB NO MMHMMM3ALMU PUCKA UAWN YyAyylLeHUMEeM CYLLEeCTBYIOWMX U 4p.).
MHbIM pe3ynbTaTom npoLenypbl OLLEHKM MOXKET CTaTb BblAB/JIEHNE HECOOTBETCTBMA MEP MUHUMMU3ALUK
pUCKa MbO OTCYTCTBMA B NpoLeaype OueHKU Tpebyemoi HanpaBAeHHOCTM, B CBA3WN C YEM MOXKET ObiTb
yMeHblleH obbem paboT no nporpamme MAM PACCMOTPEHO ee ynpolleHMe (YyMeHblleHWe 4ucna
MHCTPYMEHTOB, MM METOLOB MWHMMM3AUUM PUCKA, UAM YaCTOTbl BbINOSIHEHUA OTAENbHbIX MEp No
MUHUMM3ALMU PUCKA).

B gononHeHue K oueHKe 3pHeKTUBHOCTU Mep MUHUMMU3aUMKN PUCKA B yNpaBaeHMM npobaemamm,
CBA3aHHbIMM C 6€30MaCHOCTbLIO, TAK}KE BAaXKHO OLLEHUTb, MOXKET /1N AONOAHUTENIbHAA MepPa MUHUMMU3aLUN
pUCKa MMeTb HenpegHamepeHHble (HeraTuBHble) NocneacTBMA AN paccmaTpuBaemol npobaemsi
34,0POBbA HaceNeHUs B NPUBAMMKEHHOM UM OTAANEHHOM BPeMEeHHOM MHTepBane.

12.2.4.1. NokasaTtenu npouecca.

MoKasaTenn npouecca ABAAIOTCA MapameTpaMy OUEHKM obbema BbINOSHEHWA WM3HAYa/bHOM
nporpammbl 1 (MAKM) U3MEHEHUI B ee BbIMOAHEHUU. OKasaTenn Npouecca A0/MKHbI A4ONONHATb, a He
3aMelLaTb OUEHKY OOCTUMKEHWA HaMeuYeHHbIX ueneil NocpencTBOM peannsaumm mep MUHMMM3aUUK
pucKa (nokasaTenu pesysibTaTa). B 3aBUCMMOCTM OT XapaKTepa aKTUBHbIX Mep, Pas/IMYHbIe NoKasaTenu
npouecca mMoryT 6biTb onpeaeneHbl g1a oLeHKU UX 3GpPeKTUBHOCTH.

12.2.4.1.1. [locTUKeHMe LeneBoin Nonyaaumu.

Korga mepbl MMHMMM3ALMM PUCKA BKOYAIOT NpeaocTaBieHne MHGOPMaLMn U PyKOBOACTB AS
COTPYAHWMKOB CUCTEMbI 34P0aBOOXPAHEHUS U (MAK) NALMEHTOB NOCPEACTBOM 06PA30BaATE/IbHbLIX METOL0B,
cnefyeT UCNoib30BaTb MepPbl OLEHKM PacnpocTpaHeHnsa MHGopMaumMm ana noayvyeHns 6a3oBbiX AaHHbIX
Nno BbIMOAHEHWMIO. [aHHble NOKAa3aTenu AOJKHbl OblTb OPMEHTUPOBAHbI Ha OLEHKY COOTBETCTBMA
MCNONb3YEMOro MHCTPYMEHTa SAS LeneBoi rpynnbl (Hanpumep, COOTBETCTBYHIOLIMM A3bIK, PUCYHKM,
Anarpammel, rpadmuyeckme UHCTPYMEHTbI) UM OUEHKY GAKTMUYECKOro NOJly4eHUs MaTepuasos Lienesoi
rpynnoi.

12.2.4.1.2. OueHKa KAMHUYECKUX 3HAHUN.

B LenAx oueHKn ocBef0MIEHHOCTH u,eneBon rpynnbl 1 ypOBHA 3HaHWUN, NnoNy4YeHHbIX NoCpPpencTBoOM



0bpas3oBaTesibHbIX ONepaTMBHbLIX Mep M (Man) npeacraBneHua uHpopmaumm (OXNMN wn ap.), cnegyet
NPUMEHSATb CTPOrMe Hay4Hble MeToAbl aHaIMTUYECKMX ONPOCOB.

AHaIMTUYECKMIA ONPOC OBbIMHO BK/IOYAET OCHOBHbIE CTaHAAPTHbIE BOMPOCHI, OTBETbI HA KOTOPbIE
[OMyCKaeTca NpeacTaBanaTb Mo TesedoHy, B IMYHOM MHTEPBbLIO UKW OTNPABAATbL MO NOYTE (3/1IEKTPOHHOM
noyte). AHaIMTUYECKME ONPOCHI CNeayeT BpemMs OT BpeMeHM NoBTOPATb.

Takoit nogxod, MoeT 6biTb aganTUPOBaH K KOHTPO/IO OTHOLEHWA M OCBEAOMNEHHOCTU B
penpeseHTaTUBHbIX rPynnax COTPYAHMKOB CUCTEMbI 34PaBOOXPaHEHUA 1 (MM) NaLMEHTOB NOCPeaCTBOM
COOTBETCTBYIOLMX MCUXOMETPUYECKUX BeSMUMH. [N BbINOAHEHMS OUEHKM CAedyeT onpeaennTb
afleKBaTHblI 06bem BbIGOPKK, BKAOYEHME B KOTOPYIO BbIMOHATL C UCMNO/b30BaHUEM PaHAOMM3aLMM,

Hapnexallee BHWMaHME chnefyeT yAeNUTb UEeNAM  aHa/MTUYECKOro onpoca, Au3aiHy
nccnenoBaHus, 06bemMy BbIOOPKKU U penpe3eHTaTUBHOCTU, ONEPALLMOHHbBIM ONpPeAeNeHUAM 3aBUCUMbIX U
HEe3aBMCUMMbIX NMEPEMEHHbIX, @ TaKKe CTaTUCTUYECKOMY aHanu3y. TwaTtenbHoe BHUMAHME SOMKHO ObITb
TaKkKe ypeneHo Bblbopy Hambosiee COOTBETCTBYIOLWMX WHCTPYMEHTOB MO CHOpPY AaHHbIX (aHKEThbI,
OMPOCHWKN 1 Ap.).

12.2.4.1.3. OueHKa KAMHUYECKUX AENCTBUIA.

B Lensax oueHKn appeKTMBHOCTM 06pa30oBaTeIbHbIX ONEPATUBHBLIX Mep U (MAKn) MHGOPMALLUMOHHOTO
obecrneyeHnn cnegyer OMNpefenTb He TOJIbKO KAWHWYECKME 3HAHWA, HO M OCHOBAHHbIE Ha HWX
KAMHWUYECKUE AelCcTBUA (Hanpumep, HasHaYeHWe IeKapCTBEHHOrO Npenapara).

UccnepoBaHnAa nNo  MCNOJIb30BAHMUIO NNEKAPCTBEHHOIO npenapata nocpeaActeOom BTOPUYHOIO
NCNONb30BaHUA AOAHHbLIX 3/1EKTPOHHbIX MeAUUMHCKUX KapT ceayer pacCMaTpuBaTb Kak LLEHHbIVI
UHCTPYMEHT ANnA KONNYECTBEHHOM OUEHKN KNTNMHUYECKNX AEVICTBMD’I ana npencraBuTena Ll,e}'IEBOf/‘I rpynnbl.

AHaNM3 NUCTOB Ha3HaYeHUA IeKapCTBEHHbIX NpenapaTos, 0cOb6eHHO BO B3aMMOCBA3N C APYrUMMU
AaHHbIMM NaUMEHTOB (KAMHMYECKUe, Aemorpadpuyeckme AaHHbie U Ap.), MOXeT obecneunTb OLEHKY
Ha3HayYeHWA NIeKapCTBEHHbIX MpenapaToB, BK/AOYas COBMECTHOE Ha3HayeHue 2 B3aMMOAEMNCTBYHOLLMX
NleKapCTBEHHbIX NpenapaToB, COOTBETCTBME PeKOMeHAaUMAM No 1abopaToOpHOMY MOHUTOPUHIY, a TaKKe
BbIBOP M KOHTPOb COCTOAHMA NaLUeHTa.

anMEHﬂﬂ COOTBETCTBYHOWMNE CTATUCTUHECKNE METOAbI (aHanms ANHaMU4YeCKnX pAaaoB, aHanns3bl
BbI)KMBAEMOCTU, JNOTUCTUHECKAA perpeccma wu ,u,p.) Ana  Koroptbl I'IOTpEGVITe!'Ieﬁ NEeKapCTBEHHbIX
npenapartos, MOXHO CA€eNaTb OUEHKY pPa3/IndHbIX aCNeKTOB HA3HAa4YeHUA WUAM  NPUMEHEHUA
NEeKapCTBEHHbLIX MpPenapaTtoB, 4YTO MOXET NOo3BOJ/INTb BbINO/IHUTL MPOrHO3 MUHUMMU3AUUNU PUCKa,
BleO[],ﬂLLI,VIVI 3a PaMKUN NCKNHOYNUTENIbHO ONMUCaHUA NONYYEHHbIX 4O0KA3aTENbCTB.

12.2.4.2. Nokasatenu pesynbraTa.

KoHe4yHbIMKM WHOWKATOPaMU yCnewHOCTU nporpammbl MUHUMU3ALUNUN PUCKA ABNAKOTCA pPe3y/1bTaTbl
noBblLWEeHNA 6e30nacHOCTH nNPpUMeHEeHNA NeEKApPCTBEHHOIO nNpenaparta (HaCTOTa n (MJ'IVI) CTeneHb TAXeCTU
HeXXeNaTe/IbHbIX peaKLl,MVI B CBA3U C BO3AEVICTBM€M NEKapPCTBEHHOIO NpenapaTta Ha NaunMeHTa BHE PaMOK
UHTEPBEHLMOHHOIO wMccnegoBaHmA, TO eCTb €ro BO3A€V1CTBM€ B pPaMKax HeWHTepBEHUWMOHHOro
MCC!'IeAOBaHVIﬂ). Pesynbtatbl Mo 6e3sonacHocTH AO/TXKHbI  ABNATbCA MWHAWKATOPaMh YCNELWHOCTU
nporpammbl MUHUMKU3ALLUN PUCKA.

OueHKa, OCHOBaAHHaA Ha AaHHbIX NOKa3aTenAx, AO0/XKHa BK/1IO4aTb CpaBHeHUeE
ANNAEMNONOTMYHECKUX MepP YaCTOTHOCTU pe3ynbTaTa, TaKMe KaK NokKa3aTesib 4aCToTbl U KyMy}'IFITMBHOVI
YacToTbl HeXenatesbHOM peakuuun, I'IO}'IyLIEHHbIﬁ B KOHTEKCTe MCCﬂe,CI,OBaHVIVI 6e3onacHOCTM Ha
NOCTPErNCTPaULMOHHOM 3Tane.

B cooTBetcTBMU C NtobbIM noaxoaoMmM Hay4yHble U NMPU3HAHHbIE NPUHUKUNbI 3NNOEMNOIOTMYECKOTO
nccnegoBaHMA Bceraa AO01XKHbI 6bITb pykoBoAaCTBOM AN1A OUEHKM KOHeYHOro pacCmMmaTpuBaemoro



roKasaTens pesy/braTa.
Cnep,yeT Y4nTbiBaTb CpaBHEeHWME YaCTOTbl A0 U NOC/Ne BbINMNO/IHEHNA MeP MUHUMU3AL NN PUCKa.

Korga BbIMO/MIHEHWE OLEHKM U pacdeTa A0 W NOC/e BbINOJHEHUA Mep ABASETCA MPAKTUYECKU
HEOCYLLECTBUMbIM (Hanpumep, mepbl MUHUMM3AUUKU PUCKa ObliM BBeAEHbl B AeNCTBME B MOMEHT
noJlydeHns PerncTpaLmMoHHOro yA0CTOBEePeHMA), NMOKasaTe b YacToTbl MCXOAa, NOMYYEHHbIA Ha 3Tane
nocne BbIMNOJAHEHWA Mep, COOTHOCUTCA C 3apaHee onpegeneHHbIM pedepeHTHbIM 3HaYeHUeM,
NoJly4eHHbIM U3 INTEPATYPHbIX UCTOYHMKOB, PETPOCMEKTUBHBIX AAaHHbIX MEAULMHCKUX KapT NauMeHTOB,
OoXMAaemolt YacToTbl B obLuel nonynaumm (Habaogaembln aHanu3 B CPaBHEHUM C NpeanosaraemMbim U
Ap.), N OOMKEH y4ynUTbIBaTb BO3MOXKHbIN 3PPEKT CTUMY/IMPOBaAHUSA penopTUpoBaHua. Boibop rpynnbi
CpPaBHEHMA J0/KEH ObITb HageKalmm o6pa3om 060CHOBAH.

YpOBEHb CMOHTAHHOrO PEMOPTUPOBAHMUSA (YMCNO COOBLIEHMI O NOAO3PEBAEMbIX HEXKeNaTesbHbIX
peaKkumax 33 GUKCUPOBAHHbIN Nepuos BpeMeHU) He ciedyeT pacCMaTPMBaTh Kak NPUEMIEMYIO OLLEHKY
YaCTOTbl HEe)KenaTeNbHbIX ABNEHWA B MONYyAAUMM, MOMYYAIOLEN fedeHue, 3a UCKAoYeHUMeM 0cobbix
06cToATeNbCTB, Koraa 6asucHas 4YacToTa HeKesnaTeslibHOro ABJAEHWA B rpynne HesHayuTesbHas M
CYLLEeCTBYET BblpaXKeHHan B3aMMOCBA3b MEXAY IeYEHUEM U HeXXenaTeNbHOW peakumnei.

I'Ile TaKUX 06CTOF|T€ﬂbCTBaX, KOorga npamoe onpegeneHume cteneHn pucka B paCCManMBaeMOVI
rpynne ABNAETCA NPakKTUYECKN HeOoCyuweCTBMMbIM, CMNOHTAHHbIE COO6LLI,€HVIF! moran 6bl MO3BOAUTL
caenatb npeanonoxeHnme OTHOCUTENbHO l'IpI/I6I'IVI3VITel'IbHOI'O 3HAYEHWs YacTOTbl HerKenaTesibHOM
peakunn B rpynne npu ycnosumn, 4To HEKOTOpPbIE 060CHOBaHHbIE AaHHble MOTyT 6bITb nony4yeHol anA
OLLEHKM NOKa3aTenAa ypoBHA penopTUpPOBaHUNA B KOHTEKCTE NPUMEHEHNA NEKAPCTBEHHOIO nNpenapara.

XapaKTepHble MOrpewHoCcTH, KOTopble BAUAIOT Ha YPOBEHb PEMNOPTUPOBAHUA B OTHOLIEHMM
npeanosiaraeMbix HexKenaTeslbHbIX PeakuMi, MOryT MpuBEeCTM K pesy/sbTaTaM, BBOAWMM B
3abnyKaeHne. Hanpumep, BBeAeHME NMPOrpammbl MUHMMM3ALMKM PUCKA KaK peakums Ha npobaemy,
CBA3aHHYyl0 C 6€e30MacHOCTbIO, BbIAB/JAEHHYID Ha 3Tane MoCTPErncTPaLMoOHHOTO  MOHMUTOPUHIa
NIeKapCTBEHHOrO npenapaTa, MOXeT CnocobCTBOBaTb MOBbLIWEHUIO OCBEAOM/IEHHOCTM B OTHOLWIEHMM
onpeaeneHHbIX HexenaTesibHbIX peakuuii, YTo B KOHEYHOM CYeTe MOXKEeT NMPWMBECTM K MOBbILLEHHOMY
NoKasaTento penopTMPOBaHMUS.

an TaKMX O0OCTOATENbCTBAX aHa/AM3  CMOHTAHHOrO pPeEnopPTUPOBaHNA MOXET NpuUBECTU K
ou.w160qumy 3aK/IDYEHUIO, YTO BMELLATE/IbCTBO OKa3a/10Cb Hea(beEKTVIBHbIM. CHUMKeHHble NoKasaTenu
OTYHETHOCTN 3a OﬂpeAeﬂeHHblﬁ BPEMEHHOﬁ NMPOMEXKYTOK MOTYT TaKXe npumBectn K OLLIVI60‘-IHOMy
3aK/IIOYEHUIO, HTO BMELLATE/IbCTBO OKAa3a/10Cb 3d)d)eKTVIBHbIM.

12.2.5. KoopauHauyma.

Ecnn HeCKONbKO NeKapCTBEeHHbIX MNpenapatoB, B TOM YUC/e JleKapCTBeHHble npenapaTtbl C
OANHAKOBbIM ﬂ,eﬁCTByIOLLI,MM Beuw,ecTtsom, MMerTCA B HA/IMYUUN HaA PbIHKE, OO0/IXKEH 6bITb Bblpa6OTaH
LLEHOCTHbIVI noaxon B nNpuMmeHeHUnU OONOJIHUTENIbHbIX Mep MUHUMU3AUUUN PUCKAa, I'Ipe,EI,YCMOTFJEHHbIﬁ
YNO/THOMOYEHHbIMU opraHamu rocyaapcCra-4/1€HOB. Korpga BO3HUKAET HEO6XOAMMOCTb B
KOOPAUHAUNOHHDbIX ﬂ,eﬁCTBMﬂX AnAa rpynnbl NeKapCTBEHHbLIX MPENapaToB, AO0J/IXKeEH 6bITb Bblpa6OTaH
COrNacoBaHHbIN noaxod. [pu Takmx obcTosaTenbcTBax npeasaputTenbHoe nNAaHUPOBaHUE AO0/1KHO
06ECI'IeLIVITb, yTObbI 3¢¢EKTMBHOCTb Mmep MUHUMUN3aAUUN PUCKA OLUEeHMBANACb OANA KaxXgoro otge/sibHOro
NEeKapCTBEHHOrIO NpenapaTa, a TakXke ANA IEKAaPCTBEHHbIX MPENAapPaToB B COBOKYMHOCTU.

12.2.6. CucTembl KayecTBa Mep MUHUMM3ALUN PUCKA.

XoTa B pa3paboTKy M OCYLLECTBAEHME MEP MUHUMMU3ALMN PUCKA MOTYT BbiTb BOBAEYEHbI MHOTUE
3KCMepTbl, OKOHYaTeIbHAsA OTBETCTBEHHOCTb 3@ Ka4eCTBO, TOYHOCTb M HAYYHYIO LLe/IOCTHOCTb TaKUX Mep
BO3/1araeTca Ha Jep)KaTens pPerucTpauyoHHOro YAOCTOBEPEHMA WM YNOJHOMOYEHHOro /uua Mo
dapmaKkoHag30py B rocyAapcTBax-yieHax.



Jepatenb perncTpaumoHHOro yA0CTOBEPEHMA HECET OTBETCTBEHHOCTb 3a ob6HoBAeHue MYP B
Cny4ae NoABAEHUA HOBOM MHPOPMALLMK, @ TAKIKe L0/MKEH MPUMEHATb NPUHLMMbI KAYECTBa, YKa3aHHbIe B
pasgene 2 Hactoawmx Mpasun. Otcnexxkusaemble Bepcun [MYP aosxKHbl ObITb nNepedaHbl  Ans
pPaccMOTPEHUA U BbIMONHEHUA OLEHKN YNOJIHOMOYEHHbIMW OpraHamu rocygapcrs-ysieHoB. Otyetsl, [MYP
W BK/IIOYEHHbIE B NAAH CUCTEMbI YNIPABAEHMUA PUCKOM, a TaKKe Ntobble LOKYMEHTbI B OTHOLLEHUM Mep MO
MUHUMU3ALUM PUCKA MOTYT NOABEPraTbCA ayanTy UM MHCNEKTUPOBAHMUIO.

[JepkaTenb perncTpaumoHHOro YAOCTOBEPEHUA [O/KeH obecneuyntb, 4TOObl MeXaHU3Mbl
OTYETHOCTM MO pe3yabTaTaM MUCCNeA0BaHUA WAM AHANM30B MO OUEHKe 3PPEeKTUBHOCTU Mep
MUHUMM3ALUM PUCKA MNOATBEPMKAANUCH AOKYMEeHTasnbHO. [aHHble AOKYMEHTbl MOryT noasepratbcA
AYAUTY NAN NHCNEKLUNN.

12.3. OTBETCTBEHHOCTb YNOJAHOMOYEHHbIX
OpraHoB rocyAapcre-4JeHoB

YNOAHOMOYEHHbIe OpraHbl roCyAapCTB-4/1€HOB HECYT OTBETCTBEHHOCTb Ha HALMOHAIbHOM YPOBHE
33 OCYyLLECTB/IEHWE AOMNOJIHUTE/IbHLIX MEP MWMHMMU3ALMU PUCKA, MPUMEHAEMbIX KaK ycnosue no
6e3onacHomMy 1 3 EKTMBHOMY MCNOJIb30BAHMIO IEKAPCTBEHHOIO Npenapara.

B oTHOwWweHun Mmep MUHMMU3aUMKNU  PUCKa, KOTOpPbIE 61K BBeAEHbl NocCne BblAa4yun
PErMcTpaLlMoOHHONo ygocrtoBepeHuna, ynoslTHOMO4Y€EHHbIE OPraHbl rocy4apcCTB-4/1€HOB A0J/TXKHbI obecneuntb
onepaTtMBHOE PacCMOTpPEHME U COrnacoBaHne npeacrtaB/I€HHbIX MepP C AepXKaTtenem perMcTtpalMoHHOro
YO0CTOBEPEHUA.

YnonHomo4YeHHble opraHbl rocyAapcTB-41eHOoB Npu HeobXoAMMOCTM MOTYT OKasaTb cogencteume
COrNacoBaHUIO BHeAPAEMbIX Mep MWHUMM3AUMM pUCKa ANA BOCMNPOU3BEAEHHbIX JIeKapCTBEHHbIX
npenapaTtos (reHepuKoB) C 0ANHAKOBbIM AEWACTBYHOLLMM BelLecTBOM. B cnydyae HeobxoanMmMocTn BBeeHNA
OONONMHUTENbHLIX MEp MMHMMU3ALMM PUCKa ANA BOCNPOU3BEAEHHbIX NEeKapCTBEHHbIX NpenapaTos
(reHepuKoB), 06ycnoBAEHHbIX Npobaemamm, cBA3aHHbIMM C 6€30NaCHOCTbIO AENCTBYIOLLErO BELLECTBa,
Mepbl MUHUMM3AUMM PUCKa, NPUMEHSieMble K BOCMPOU3BEAEHHbIM /IeKapCTBEHHbIM MNpenapaTam
(reHepuKkam), cnegyeT NpUBECTU B COOTBETCTBME C MEpamMu MUHUMU3ALMUM PUCKa ONA pedepeHTHOoro
NekapcTBeHHOro npenapata. [lpyM onpeaeneHHbiXx 06CTOATENbCTBAaX B OTHOLWIEHUM TUBPUAHBIX
NIeKapCTBEHHbIX MNpenapaTtoB MOryT NOHaAobUTbCA AONOAHUTENbHble Mepbl MUHUMM3ALMU PUCK],
NOMMMO Mep MMHUMM3ALMU PUCKA, BBOAUMBIX ANA pedepeHTHOro NeKapcTBEHHOro mnpenaparta
(Hanpumep, obycnoBneHHble pasAMUYMAMKM B CcOCTaBe, crnocobe HasHayeHMAa WM npobaemamu
HecoBMeCcTMMOCTH).

YNo/HOMOYEHHbIE OpraHbl roCYyAapCTB-Y/IEHOB AO0MXHbl obecneunts npumeHeHue nwboro
WHCTPYMEHTa MAM MeToda MO MWHMMMU3AUMKM PUCKA. YNONHOMOYEHHblE OpraHbl rocyAapcTB-4/ieHoB
[AO/IKHbBI COrNacoBaTb C 3aABUTENEM UKW AeprKaTeNem pPerMcTpauMoHHOro yaocToBepeHmsa GpopmaT M
CPeAacTBa MHCTPYMEHTOB MW METOL,0B MUHUMM3ALMM PUCKa, BKAKOYAA NeYaTHble MaTepuaibl, UHTEPHET-
nAaTGopmMbl U MHbIE ayAM0-BUAEO CPEACTBA, a TaKKe NaaHMpoBaHue (rpadmK) onepaTUBHbLIX Mep Nepes,
BbIXOZ,0M JIEKaPCTBEHHOr0 Npenaparta Ha UX PbIHOK WM B Apyroe Bpems B clyyae HeobxogmmocTy.

YNONHOMOYEHHbIM OpraH rocygapcrea-d4sieHa NpUHUMMaeT CaMoCToATe/NIbHOeE pelleHne B
OTHOLWEHUN Bbl60pa COOTBETCTBYHOWMNX HAUMNOHA/IbHbIX 06pa3OBaTEI'IbeIX mMaTepnanos U  UHbIX
UHCTPYMEHTOB WUAN MeToa40B MO MUHUMMM3AUUU PUCKE, NPU I3TOM pPEKOMEeHAYETCA COornacoBaHue
YMNONHOMOYEHHbIMW OpraHamu rocyAapcCTB-4/IeHOB K4YeBblX 371emeHToB [1YP. YnonHOMOYeHHble
OpraHbl rocyaapcre-4,1eH0B8 Ha HaUMOHA/IbHOM YPOBHE OCYLLECTBNAKOT KOHTPO/1b pe3y/1bTaTOB BBEAEHUA
Mep MUHUMUN3aUNN PUCKa.

12.4. OTBETCTBEHHOCTb AeprKaTenei
PEerncTPaLNOHHbIX YA0CTOBEPEHNI

[eprkaTtenb perncrTpauMoHHOro yAOCTOBEPEHUA LAO/MKEH onpeaenntb Uenan npessioXeHHbIX



OOMOJIHUTENIbHbIX Mep MUHMUMM3ALUMM PUCKA W MOKasaTenn oueHKM ux addektnsHocTu. Jlobble
AONONHUTE NIbHbIE ONEePaTUBHbIE MEPbI MMHUMM3ALLMKN PUCKA AONKHbI ObITb pa3paboTaHbl B COOTBETCTBUM
C 06WMMM NPUHLMNAMM, YKa3aHHbIMKU B pasaenax 12.2.1 n 12.2.2 HactoAawmx MpaBun, 1 UMeTb NOJHOE
OOKYMEHTaibHOe NoaTBep KAEHME B NpOorpamme No MMHUMKU3ALLMN PUCKA B COOTBETCTBUM C pasgenom 6
HacToAwwmx Mpaswnn.

Mepbl, 0406peHHbIe YNOJIHOMOYEHHbIM OPraHOM roCyAapcTBa-yieHa B MaaHe MUHUMMU3ALUU
PUCKa, AO0/XHbl OblTb BbIMNO/HEHbl HAa HaUWOHAaNbHOM ypoBHe. [lep)KaTenb pPerncTpaumMoHHOro
YAOCTOBEPEHMA AO0/KEeH npeacTaBnaTb WMHPOPMaUMI0O B  OTHOWEHMM CTaTyca  BbIMNOJIHEHUA
AONOSIHUTENbHbBIX MEP MUHUMM3ALMU PUCKA MO pesynbTaTam npensapuTesbHOW AOroBOPEHHOCTU C
YMNO/IHOMOYEHHbIMW OpPraHaMu rocyaapcTB-41eHoB, a TakKe MHGOPMMPOBaTb YNOJTHOMOYEHHbIE OpraHbl
rocyAapcTB-4/1€HOB B OTHOLWWEHUWN N1I0BbIX U3MEHEHMIA, C/IOKHOCTEN WM BOMPOCOB, BO3HUKAIOLWLMUX NpU
BbIMO/IHEHUN AOMNOJIHUTE/IbHLIX MEP MWUHUMM3ALMK puUcKa. Jllobble COOTBETCTBYIOLIME M3MEHEHUA B
OTHOLLEHWUM MHCTPYMEHTOB MM METOAOB BbIMONHEHMSA MEP MUHUMM3ALMN PUCKA AO/XKHbI BbITb
COrNacoBaHbl C YNOAHOMOUYEHHbIMM OpraHamm rocyAapCcTB-4/1IeHOB.

Mpu BBEAEHMM B AEWCTBUE MHCTPYMEHTOB UM METOA0B Ha OCHOBE MHPOPMALMOHHbIX TEXHONOTMIA
LepKaTeb PerucTpaLMoHHOro yA0CTOBEPEHUSA LO/BKEH MPUMEHATb TPeboBaHWA, XapaKTepHble AAas
KaXk[oro rocyfapcrBa-y/ieHa, C y4eTom MoTeHUManbHbIX Npobsiem, CBA3AHHbIX C AOCTYNHOCTbIO,
pPacno3HaBaeMOCTbIO, OTBETCTBEHHOCTbH, KOHPUAEHLMANBHOCTHIO M 3aLMTON AaHHbIX.

B oOTHOWeHun BOCNPOn3BEAEHHDBIX JNEKAPCTBEHHbLIX NpenapartoB (I'EHepl/IKOB) AepXxaTesib
PErncTpaLMoHHOro ygqoCcrtoBepeHua Oo/1KeH pa3pa60TaTb mMmepbl MUHUMN3ALUMKU PUCKA B COOTBETCTBUN C
06BEMOM, HanpaB/€HHOCTbIO, COAEPHKAHUEM U d)OpN\aTON\ MHCTPYMEHTOB UM METOA0B, NPUMEHAEMbIX
ANnAa OPUrMHaNbHOIoO NEKAPCTBEHHOTO nNpenaparta. CocrasneHue rpad)MKa M NNaHUpPOBaHUE ONepaTUBHbLIX
Mep AO0/IKHbI 6bITb Hagnexauwmm o6pa30M CKOOpANHNPOBAHbI B UeIAX MUHUMU3ALUN HAlFPY3KN Ha
CNCTEMbI 34PaBOOXPAHEHMUA.

OueHka 3DEKTUBHOCTM Mep MWHMMM3ALMM  pPUCKA B  OTHOLUEHWWM BOCMPOU3BELAEHHbIX
NNeKapCTBEHHbIX MNpenapaToB  (FeHEePUKOB)  OCYLLECTBASETCA  AepiKaTeslieM  PerucTpauyoHHOro
YAOCTOBEPEHUS B COTPYAHWUYECTBE C YMNOJHOMOYEHHbIMM OpraHamu rocyAapcTB-yieHoB. B ciyyae
060CHOBAHHOCTM MPOBEAEHUS WCCAEAOBAaHWA B LUENAX MUHMMM3ALUMKM  HarpyskM Ha CUCTEMbI
3paBOOXPAHEHMS HACTOATE/IbHO PEKOMEHAYETCA NPOBEAEHNE COBMECTHbIX UCCNeAoBaHUI. Hanpumep,
€C/IM Ha3HaYeHo NpoBeeHNe NPOCNEKTUBHONO KOFOPTHOMO UCCeA0BaHMA, BKIOYEHWE B UCCe0BaHMe
[O/MKHO BbITb HE3aBMCUMbIM OT Ha3HAYeHWUA NIeKapCTBEHHOTO NpenapaTta C onpeaeneHHbIM TOProBbimM
HaMMeHOBAHMEM WX OT ONpeaeNeHHOro NPoM3BOAMTENA IEKAPCTBEHHOrO npenaparta. B atux cayyasax
perucTpaums AaHHbIX onpegeneHHoro eKapcTBEHHOro npenapaTa ABAAETCA BaXKHOM B Lensax 6bicTpol
naeHTudmnKaummn n1to6oro HOBOro pUcka, NPUCYLLErO KOHKPETHOMY IEKAPCTBEHHOMY Npenapary.

Jepxatenb perncrpaumoHHOrO YAOCTOBEPEHUA [O/KEH KOHTPO/IMPOBATb pe3ysbTaTbl Mep
MWHUMM3AUMKN PUCKA, KOTOpPble BKAtoYEHbI B [TYP. Obwwme npuHLMMbI OLEeHKM 3PPEKTUBHOCTM YKa3aHbl B
nyHKTe 12.2.4 HacTtoawmx MNpasua.

[epKaTenb perncTpaumoHHOro yA0CTOBEPEHNA A0MKEH NPEACTaBUTb OTYET B OTHOLIEHWM OLLEHKM
3OPEKTUBHOCTM AOMONAHUTENBbHBIX MEP MWHMMM3ALMM PUCKA, MMEIOLMX OTHOLEHME K OLEHKe
COOTHOLLEeHMs "nosb3a - puck" s MOOB.

[eprkaTenb perucTpaumoHHOro yA0CTOBEPEeHUA A0/KeH obecneynTb CBOEBPEMEHHYIO CBA3b C
YNONHOMOYEHHbIMW OpraHaMu rocyaapcTB-Y41eHOB A/1A BbIMNOAHEHWA COOTBETCTBYIOLLEN pPerynaTopHOM
OLLEHKMU.

12.5. COTpyAHMKM CUCTEMbI 34PaBOOXPAHEHNA U NALMNEHTbI

B3aumopgeincTene COTPYAHWKOB CUCTEMbl 34PaBOOXPAaHEHMA M NAUMEHTOB ABAAETCA KpaliHe
Ba*KHbIM paKTOPOM, HEOBXOAMMbIM ANA YCNELWHOro BbINOAHEHNA 06pa30BaTeNbHbIX NPOrpaMmm u (Mam)



NpPoOrpamMm KOHTPO/IMPYEMOro AOCTyna B LUeAaX ONTMMM3auMM COOTHOLWEeHMs "nosb3a - puUck'.
Heobxogmmo yaenatb ocoboe BHMMaHWe A06ON mepe MUHUMU3ALMKW PUCKA, KOTOpas MoXKeT ObiTb
BBeAeHa ana obecneyeHuns 6esonacHoro n adpPeKTMBHOIro NCNOIb30BAHUA NEKAPCTBEHHbIX MPenapaTos.

12.6. BanaHne apdeKTMBHOCTU MeP MO MUHMMM3ALMM PUCKA
Ha NJ1aH ynpaB/ieHUsa pUCKaMn 1 NePUOANYECKUN 0OHOBAAEMbIN
oT4yeT no 6e3onacHoOCTM

O6HoBneHns NOOB n MYP gonXKHbI BKAOYATb CYMMaPHYIO OLEHKY pesy/ibTata A0NOJ/IHUTENbHbIX
Mmep MMHMMU3aUUN PUCKa, BBeAEeHHbIX ANA YMeHbLleHUA BaXXHbIX PUCKOB, CBA3aHHbLIX C NpUMeHeHnem
JlekapcTBeHHoro npenapata. B [YP akueHT pgosxeH ObiTb caenaH Ha TOM, KakK BbIMOJHAEMas
AeATeNbHOCTb M ee pe3y/bTaTbl OTPArKaloTCA Ha MNJAAaHMPOBAHUM MepP MUHMMU3ALMU PUCKa U (Man)
dapmaKkoHagsopa. B MOOB gonxkHa bbITb caenaHa oueHKa BO34ENCTBMA BBEAEHHbIX Mep Ha Npodub
6e30nacHOCTM U (MK) cooTHOLIEHME "NO/b3a - PUCK" NEeKapCTBEHHOTrO npenapaTa. AKLUEHT A01XKeH bbiTb
coenaH Ha uHdopmauMmio, KOTOpas MNoJiydeHa B Mpouecce OTYETHOrO Mnepuoga WAM C MOMEHTA
OCYLLECTBAEHWNA HeAaBHUX Mep N0 MUHMMU3ALMM PUCKa.

Pe3ynbTaTbl OUEHKM 3DDEKTUBHOCTM MeEpP MMHMMM3ALMKM PUCKA BO BCEX C/yYasx nogjexar
BKAtoYeHMo B MYP. Kak 4acTb TaKoW KPUTUYECKOW OLLeHKM AepiKaTeslb PErMCTPALLMOHHOIO Y4,0CTOBEPEHWS
[O/KEeH caenatb HabnoaeHUs B OTHOWeEHUM (aKTOpPOB, CMOCOBCTBYIOWMX AOCTUMKEHUIO LEAN UK
NPUBOAALLMX K HELOCTAaTOYHOCTU UM HEIPPEKTUBHOCTM MEP MUHUMM3ALLIMM PUCKA. TaKOM KPUTUYECKUTA
aHa/IM3 MOXKET BK/IHOYATb CCbIJIKY HA OMbIT 33 NpeAeammn rocyAapcTB-41eHoB (Mpu Haimumm).

OueHka 3d)d)eKTVIBHOCTM Mmep MMHUMU3aUNN PUCKa O0/TKHa 6bITb dKUEeHTUpPOBAHa Ha TO, 6b1An Nn
OHMU YycnewHbiMM B OTHOWEHUN MUHUMU3AUUKN LEeNneBoro puUucCka. OueHKa BbINOAHAETCA C
MCnosb3oBaHNEM KOM6VIHaLI,MM nokasartenew npouecca n pe3ynbrtata B COOTBETCTBUUN MYHKTOM 12.2.4
HaCToAWMNX I'Ipanm. PEKOMEHAVETCH COEeNaTb pasrpaHN4YeHne mexay mepamm MMHUMn3auumnm pUCKa,
BBeAEHHbIMMN B MOMEHT BblAa4yn ya0CTOBEPEHNA O FOCY,D,apCTBeHHOVI perncTtpauunmn, n TeMn Mmepamm,
KOTOpble 6b1n BBeAEHbI NO34gHEe Ha NOCTPErncTpaunMoHHOM 3Tane.

OueHKa 3PPeKTUBHOCTU Mep MUHUMM3aALMM PUCKA AO0/MKHA ObiTb NpeacTaB/ieHa C y4eTom
cneayowmx pekomeHaaumii:

a) oueHKa A0NKHa NPeACcTaBAATb KOHTEKCT NyTem:

KpaTKOro onncaHus BBeAeHHbIX Mep MUHMMU3ALMU PUCKa;
onpeaeneHuns nx uene;

onucaHuA BbIBpaHHOro Npolecca U NoKasaTtenel pesynbTaTta;

6) oueHKa AO0/MXKHA BKAOYaTb COOTBETCTBYHOLIMIA aHANM3 XapaKTepa HexenaTesbHbIX peakuui,
BK/lOYaA WX Cepbe3HOCTb U NpeaoTBPaTMMOCTb. [Ae 3TO YMeCTHO, cnedyeT TaKXe BK/AUYUTb
noructuyeckue $GakTopbl, KOTOPble MOTYT NOBAUATL Ha KAMHUYECKOE BbIMOAHEHUE Mep MUHUMU3ALNN
pUCKa;

B) OUEeHKa AO0/1XKHA BKAKOYaTb nccneaosaHne BbiNOIHEHUA MeEP MUHUMU3AUNN PUCKa B pyTVIHHOVI
KNIMHUYECKOM NPaKTUKe, BKAOYAA BCe OTK/IOHEHMA OT MepBOHAYaIbHOrO nJjaHa. Takasa oueHKa MoXeT
BK/1IO4ATb PE3Yy/IbTaTbl MCCHEAOBaHMVI MCNO/1b30BaHNA NIEKAPCTBEHHOIO NpenaparTa;

r) nokasaTenu pesynbTaTa (4actoTa M (MNM) CepPbe3HOCTb HEeXKeNaTeNbHbIX Peakuuit) 4OMXKHbI
ABNATLCA KNHOUYEBbIMN KOHEYHbIMM TOYKaMU MPU OLEHKE CTEMEHN AOCTUNKEHUA NOCTaBAEHHbIX 33434 Npu
BbIMOJAHEHUN MEP MUHUMM3ALMN PUCKa.

MpeanoxeHna B OTHOLIEHUM M3MEHEHWI NO COBEPLUEHCTBOBAHWIO Mep ynpasieHUA puckammu
AO/IXHbI BbITb NpeAcTaBaAeHbl B COOTBETCTBYIOWEM pa3aene MOOB. MNaaH MUHUMKW3aLUM PUCKOB cieayeT



0b6HOBMATL C y4eTom nocTynawuwen MHbopmaumm B OTHOWEHUU 3PPEKTUBHOCTM MEP MUHUMU3AL UK
puCKa.

YacTtota o6HoBAeHUA MYP goaxKkHa 6bITb NPONOPLMOHANIbHOM PUCKAM, CBA3aHHbIM C MPMMEHEHNEM
NeKkapcTtBeHHoro npenapata. O6HosneHua TMYP ponxkHbl ObiTb aKUEHTUPOBaHbl Ha Mporpammy
MMHUMM3ALUN PUCKA U NPeacTaBaeHne 0OHOBAEHMI MO OCYLLECTBAEHMIO MEP MUHUMMU3ALMN PUCKa, Fae
3TO NPUMEHUMO.

B cnyyae o6HOBAEHMA OFPAaHUYEHHOIO KOJIMYECTBA Pa3fesioB, OHM A0NXKHbI ObITb NepeyYncieHsbl B
CONpPOBOAMTENILHOM MUCbME MpPU NpeacTaBNeHnn AOKYMeHTauuu. B cnyvyae ecam no pesynbtatam
BbIMNO/IHEHUA MEP MUHUMM3ALUN PUCKa TpebyeTca BHeceHMe nameHeHnn B OXJIIM, ocHoBaHUS U AaHHble
M3MEHEHMA JOMKHbI NOATBEPKAATbCA Nogayen MOOB, oTparkatowero ykasaHHble acnekTbl.

12.7. MNpo3payHoOCTb

YNonHOMOYEHHbIE OpraHbl rocygapcTB-4seHoB obecrneymBaloT MPO3PaYyHOCTb M AOCTYMHOCTb
MHopmaL MM No BBEAEHHbIM MEPAM MUHUMM3ALMU PUCKA MYTEM UX PA3MELLLEHWUS HA COOTBETCTBYHOLLMX
WHTEPHET-NopTaNax chegyowen mHPopmaumm: gencteyollen pegakumn OX/M, pestome MYP ¢
YKa3aHMeM BBEAEHHbIX Mep MUHUMM3ALIMM PUCKa.

13. lononHUTENbHbIN MOHUTOPUHT
13.1. BeegeHue

dapmakoHaa30p ABASETCA HEOBXOAMMON QYHKLMEN CUCTEMBI 34,0aBOOXPAHEHUS U HaNpaB/eH Ha
6bICTpOE BbLISBIEHWE M pearMpoBaHMe Ha MOTeHUMaNbHble yrposbl 6e30nacHOCTW, CBA3AHHblE C
NCMO/Ib30BaHNEM JIEKAPCTBEHHOrO Npenapara.

FocyfapcTBeHHaa pernctpauva NeKkapcTBEHHOro npenapaTa OCYLLECTBAAETCA Ha OCHOBaHWUM
NoOJIOXKUTENbHOrO Ha MOMEHT perncTpauum cooTHoWeHMA "Monb3a - PUCK" NeKkapcTBeHHOro npenaparta
ANA onpeaeneHHbl Lenesoi rpynnbl NauMeHToB B npegenax o406 peHHbIX MOKa3aHU U pekomeHaaumii
Nno NPUMEHEHMUIO.

OpgHako He Bce PUCKN MOTyT 6bITb BbIABNEHbI K MOMEHTY I'IepBOHa‘-IaJ'IbHOI\/‘I perncTtpauum,
HEKOoTOopbleé pPUCKN BbLIABNAKOTCA Ha NOCTPErncTtpaLtMoHHOM 3Tane npu WUPOKOM NpUMEHEHUN
NEeKapCTBEHHOIO nNpenaparta Ha NPOTAXEHUN BCETO XXN3HEHHOIO UMK/1a NEKAPCTBEHHOIO Npenapara.

Ona obecneyeHWs BO3MOMKHOCTM BbINOJHEHWA KOHTPO/AA 6e30MacHOCTU  JIeKAPCTBEHHbIX
npenapaToB NPOMNOPLMOHAAbHO YPOBHIO PUCKA, CONPAXKEHHOMY C UX MPUMEHEHUEM, LLeNecoobpasHbIM
ABNAeTca GOPMMPOBaAHME MEPEeYHA NEKAPCTBEHHbLIX Mpenapartos, TPebylowmx paclumMpeHHoro cbopa
[aHHbIX N0 6€30NacHOCTM NOCNE UX PEFUCTPALMM, YTO O3HAYAET BBEAEHWE KOHLENLMM A0N0JHUTENbHOMO
MOHMWTOPMHTA B OTHOLLIEHWUM HEKOTOPbIX IEKAPCTBEHHbIX MPENapaTos..

YNONHOMOYEHHbIMMU OpraHamu rocyAapcTB-4NeHOB CO343eTcA, NoAAEpPKMBAETCA B aKTya/lbHOM
COCTOAHMM U NYyOAMKYeTCA  eAMHbIM  CMUCOK  JIEKAPCTBEHHbIX  MPenapatos,  NOAJEXALLMX
AONONHUTENBHOMY MOHWUTOPUHIY (4anee - CNMCOK) Ha TeppUTOPUAX FOCy[apcTB-yseHoB. Takue
NeKapcTBeHHble npenapatel B OX/MM u UMMM (/IB) o603HauyaloTcA NepeBEPHYTbIM YEPHbIM

paBHOOEAPEHHbIM TPEYrobHUKOM V, KOTOPbLIA COMPOBOXAAETCA CAeAylowen MNOACHUTENbHON
Haanucblo: "[laHHbIA NEeKapCTBEHHbIM MNpenapaT NoOSNeXUT AOMONHUTENbHOMY MOHUTOPUHIY. 3TO
NMo3BOJIUT BbICTPO BbIABUTb HOBYIO MHbOPMaumio no 6esonacHocTn. Mbl obpalaemca K paboTHUKam
CUCTEMbI 34pPaBOOXpPAaHEHMA C Npocbbol coobwatb O NObbIX MNOAO3PEBAEMbIX HeEXKeNaTe/bHbIX
peakumax.".

13.2. CTpyKTypbl 1 NpoLecchl



13.2.1. TMpuHUMNbI NPUCBOEHMA CTaTyca LOMOJAHUTENbHOIO MOHUTOPUHIA NEeKAaPCTBEHHOMY
npenapary.

Pernctpaumsa Bcex NEKAPCTBEHHbIX MPENApPaTOB OCYLLECTBAAETCA Ha OCHOBAHWUM MNPU3HAHWUA
COOTHOLWEHMA "Monb3a - PUCK" MONOKUTENbHBIM C YYETOM MMEIOLMXCA HA MOMEHT perucrpaumm
CBeAEHU (AaHHbIX KAMHWUYECKUX WCCNefOBaHWI, KOTOpble MpPOBOAUAWCH NpuU  paspaboTke
JIEKapCTBEHHOrO npenapaTa). OAHAKO HeKesnaTesibHble peaKLMu, KOTOpble BO3HMKAIOT peako anbo
pa3BMBalOTCA NPU AJAUTEbHOM NMPUMEHEHUWU, MOFYT CTAaTb OYEBMAHLIMU TONILKO MOCAE MPUMEHEHMUA
JIEKapCTBEHHOTO MpenapaTta 6o/iee WUPOKMM KPYrom MaumMeHToB v (Maun) nocie ANUTENbHOro npuema.
Kpome TOro, npeuMmyliectBa M pPUCKM, CBA3AHHble C NPUMEHEHMEM JiIeKapCTBEHHOro npenapaTa,
BO3MOXHO, OLUEHWMBA/IMCb B YC/OBUAX, OTANYAIOLWMXCA OT YC/J0BUI NOBCEAHEBHOM MEAMULMHCKON
NPAKTUKKU, HaNnpUMep, KIMHUYECKMEe NCCAe0BaHMA MOTYT UCKOYaTb onpeseneHHble TUMbl NaLMeHTOB C
MHOXECTBEHHbIMU  CONYTCTBYIOWMMM  3ab60NEBAHUAMM  UAM  CONYTCTBYIOLUMMWU  JIEKAPCTBEHHbIMM
npenapatamu. Takum 06pa3om, Noc/e BbIXOAa IEKAPCTBEHHOIO NpenapaTta Ha PbIHOK ero UCNoJ/ib30BaHMe
PasNUYHBLIMKU  MOMNYAAUMOHHBIMM  Tpynnamu  TpebyeT MNOCTOAHHOrO MOHMUTOPUHra. [eprkaTtenu
PerucTpaLmoHHOro yA0CTOBEPEHMA U YMNOJHOMOYEHHbIE OpraHbl FOCYAapCTB-YNEHOB OCYLLECTBAAIOT
NOCTOAHHbIN MOHUTOPUHT JIEKAPCTBEHHbIX NPENApPaToB A1A NOJlyYeHUsA noasastowencs nHdopmauymm no
6€e30NacHOCTM, a TaKKe BbINOMHAOT OLEHKY ee B/AWAHMA HA COOTHoweHue "nosnbsa - puck"
NlekapCcTBeHHOro npenapaTta. OAHAKO HEKOTOPble NEKApCTBEHHble npenapaTbl TPebyloT BbINOAHEHUA
6onee MHTEHCMBHOrO cbopa A[aHHbIX NO 6e30MacHOCTM MNocae MNPOXOXKAEHUA T[OCYAAPCTBEHHOM
perucTpaummn ¢ Tem, 4Tobbl MakKCMMaibHO BbICTPO BbIABAATL HOBblE 3Ha4YMMble NPobeMbl, CBA3aHHbIE €
6€e30NacHOCTbIO, U HEMEANIEHHO NPeanPUHMMaTL Hagaexalme mepbl. [na nosbiweHUA 3G PeKTUBHOCTH
MOHWUTOpPUHIra 6e30MacHOCTM onpeaeneHHbIX JIeKAPCTBEHHbIX MPenapaTtoB W  CTUMY/IMPOBAHUA
npeAcTaBAeHUA CNOHTAHHbIX COOBLLEHNI O BbIABAEHHbIX HEXeNaTeIbHbIX Peakuuax BBeAeHa KOHLenuus
AONONHUTENBHOTO MOHUTOPUHTA.

CTaTYC AONONHUTENIBHOIO MOHUTOPUHIA MOXET NMPUCBaMBaATbCA NNIEKAPCTBEHHOMY NpenapaTty BO
BpemMmAa Bblga4yn yaoctoBepeHna o FOCV,D,apCTBEHHOVI perncrpauun Uam Ha bonee no3AHUX 3Tanax
KU3HEHHOIO UMKNa NEKApCTBEHHOIO npenapara npun BbliABNEHUU B npouecce nocTtperncTtpallMoHHOro
MOHUTOPUHTA HOBOW ﬂp06ﬂeMbI, cBA3aHHOM c 6e3sonacHocTbio. B 4aCTHOCTU, CTAaTyC AONOJIHUTE/IbHOTO
MOHUTOPUHTA BaXXeH Npu Bblaa4ye PerncTtpaymnoHHbIX y,ﬂ,OCTOBGpEHMﬁ Ha NEKApPCTBEHHbIE Mpenaparthbl,
coaepxaume Hosoe ,ﬂ,eﬁCTByPOU.Lee Beuw,eCTso, ANA BCEX NEKAPCTBEHHbLIX NMPenapaTtoB 6uonormyeckoro
NPOUCXOXKAOEHNA, KOTOpble ABAAKTCA NpPUOPUTETAMU ONA  OCyWeCTB/1E€HUA cbapmaKOHa,u,3opa.
YNONHOMOYEHHble OpraHbl rocyaapcCrB-4/1€HOB MOTYT TaKXKe I'IOTpGﬁOBaTb BBeAgeHUe CTaTtyca
AONO/THUTE/IbHOTO MOHUTOPUHIA ANA NEKAPCTBEHHOIO NpenapaTta npu onpeaeneHHbIX OGCTOﬂTe}'IbCTBaX,
Hanpumep, nNo pe3sysibTaTaM npoBeneHunA NnoCTperncTtpaunmoHHOro mnccneanosaHuA 6esonacHoCcTU WAn
OrpaHMHeHMVI B OTHOLWEHUK 6e3onacHoro u 3¢¢EKTMBHOI'O MCNO/1Ib30BaHNA /IEKAPCTBEHHOIO Npenaparta.

13.2.2. O6MeH AaHHbIMW 1 NPO3PAYHOCTb.

CTaTyc AONOAHUTENBHOTO MOHUTOPUHIA AO/IKEH A0BOAMUTLCA A0 CBeAeHUA pabOTHUKOB CUCTEMbI
34paBOOXPAHEHMA M MNALMEHTOB TakMm obpasom, 4Tobbl uMcno coobuweHuii o npegnosiaraembix
HexKenaTebHbIX PeaKLMAX NOBbILANO0Ch, HO MPU 3TOM He CO3aBa/lacb Ype3mepHas TPeBora. 3To MOXKHO
AOCTUTHYTb, HAaNpPUMep, NoAYEPKMBAA HEOBXOAMMOCTb NyULLE XapaKTePUCTMKM Npodunsa 6esonacHocTH
HOBOTO JIEKAPCTBEHHOrO NpenapaTa NyTeEM BblABAEHUA OOMNOAHUTENbHbIX PUCKOB, HO COOTHOCATCA 3TK
NoTEHLUMaNbHble PUCKM C [OKa3aHHbIMM MPenMMyLLecTBaMW W TepaneBTMYECKOM MOAb30M OaHHOro
NeKapcTBeHHoro npenapata. O6LWEeAOCTYMHbIA CNWCOK /IeKAPCTBEHHbIX MPenapaToB CO CTaTycom
AONONHUTENBHOIO MOHWUTOPUHIA [O/KEH MNOCTOAHHO OBHOBAATLCA YMNOAHOMOYEHHbIM OpPraHoOMm
rocyaapcrea-uneHa B chepe obpalleHns NeKapCTBEHHbIX CPeacTB. Kpome TOro, COTPYAHUKM CUCTEMbI
34paBOOXPaAHEHMA U NaUMEHTbI AOXHbI UMETb BO3MOXHOCTb /IEFKO Pacno3HaBaTh 3TM NPOAYKTbI NO MUX
MapkupoBKe. lNy6aMKauma Cnmncka BMeCTe C COOTBETCTBYIOWMM cooblieHMem Ao/mkHa nobyxaatb
COTPYAHWKOB CUCTEMbI 34paBOOXpPaHeHWMA W nauMeHToB coobuwatb 060 Bcex NoAo3peBaemblxX
He)enaTesbHbIX pPeakumMAX Ha NeKapCTBEeHHble npenapaTtbl, MoAneXalme AOMNOAHUTENbHOMY
MOHUTOPUHTY.



13.3. Kputepumn BKAIOYEHUA NEKAPCTBEHHOrO Npenaparta B CNUCOK
AONONHUTENbHOrO MOHUTOPUHIA

13.3.1. Ob6s3aTenbHble KPUTEPUM BKAOYEHUA.

B CNMCOK NeKapCcTBEHHbIX MPEenapaToB, MoA/feXaluMX AOMOJIHUTENbHOMY MOHUTOPWUHIY,
BK/IIOYAIOTCA C/iefyloLme KaTeropmm IeKapCTBeHHbIX NpenapaTos:

a) J/leKapCTBeHHble npenapatbl, PerucTtpupyemble Ha TEepPpPUTOPUAX  TOCYAapCTB-Y/1EHOB,
cofepxallime HOBOe AeiNCTBYIoLLee BELLEeCTBO, KOTOPOE A0 BCTYMNJ/IeHUA B CUAY HacToAlwmx Mpasua He
6bIJI0 3aPErnCTPUPOBAHO HU B OJHOM M3 roCcyJapcTB-4/IeHOB B COCTaBe KaKoro-nmbo sieKapCTBEHHOro
npenapaTa;

6) nekapcTBeHHble NpenapaTbl GUOIOrMUYECKOrO NPOUCXOXKAEHNA, PErMCTPUPYEMbIE Ha TEPPUTOPUN
rocyapcTea-yaeHa nocae BCTYNAeHus B CUAY HacToaLwmx Mpasun;

B) IeKapCTBEHHbIE NpenapaThbl, Ha KOTOPble YNOAHOMOYEHHbIM OpraHOM rocyAapcrea-yneHa 6110
3aTpeboBaHO BbIMOJHEHWE MOCTPErUCTPALMOHHOIO MUCCNeaoBaHUA 6€30MacHOCTM Ha MOMEHT Bblaaun
YAOCTOBEPEHMUS O roCyAapCTBEHHOW PErucTpaLMm Uam noc/e BblAauum ya0CTOBEPEHMA O TOCYLapPCTBEHHOM
peructpaumm.

13.3.2. lononHuTeNbHble (haKyNbTaTUBHbIE) KPUTEPUM BKAKOYEHUS.

Mo 3anpocCy yno/IHOMOYEHHOTIO OpraHa rocyaapcrBa-4/1€Ha 1IEKapCTBEHHbIE NpenapaTbl MOTYT 6bITb
BK/IIOYEHbI B CNUCOK nognexawunx AonoJIHUTENbHOMY MOHUTOPUHIY Ha OCHOBaHWKU cCaeayrownx
AONO/IHUTE/IbHbIX KpUTEPUNEB BKIOYEHUNA!

pekomeHgaununm no nNpuMeEHEHUKD NEKAPCTBEHHOIO npenapata coaepat CcyueCTBeHHbIe
orpaHun4eHuA, HeO6XO,£I,MMbIe AanAa obecneyeHus ero 6esonacHoro u 3¢¢GKTMBHOI'O NMPUMEHEHUA,

YNO/IHOMOYEHHbIM OpPraHOM TrocyaapcCrtBa-4sieHa onpegeneHo uUcnoab3oBaHWe UHbLIX Mep Mo
obecneyeHuto 6esonacHOCTH NEKapPCTBEHHOrO nNpenapata B CUCTEME YyNPaB/EHNA PUCKAMMU;

YNO/ITHOMOYEHHbIM OpPraHOM rocyaapcrBa-4/s€Ha yCTaHOBJ/IEHO 0b6A3aTeNbCTBO Aana aepxarena
PETNCTPALLMOHHOIO yA0CTOBEPEHUA NPOBECTU NOCTPETNCTPALLMOHHOE NcchegoBaHne Bd)d)eKTMBHOCTM.

PeweHre No BKAKOYEHMIO IEKAPCTBEHHOIO Npenaparta B CNUCOK Nog/eKallmx 4oNoJHUTENbHOMY
MOHMUTOPUHIY AOMKHO TaKKe Y4nTbIBaTb BOMPOC O LLes1eco06pasHOCTM AaHHOro CTaTyca C Y4eTOM MHbIX
AONONHUTENbHbIX MEPONPUATUI hapMaKoHaa30pa, NpeaaoXKeHHbIX B MYP.

13.4. Kputepumn onpegeneHma HayaabHOro BpemeHu
KOPPEKTUPOBKM CNUCKA IEKAPCTBEHHbIX NPenapaToB, NoA/exalumx
O0NONHUTEIBHOMY MOHUTOPUHTY

13.4.1. O6s3aTenbHble KPUTEPUMN.

[nAa neKapcTBeHHbIX NpenapaTos, cogepKalmx HoBble AEVICTBYPOLU,ME BellecCTBa, a TakXKe AnAa Bcex
NeKapCTBEHHbLIX MNpenapaTtos 6uonormueckoro nponcxoxageHna Ha4aNbHbIM nepmon BKAKOYEHUA
cocrasnaeT 5 net c gatol FOCVAapCTBEHHOﬁ PerncTpaunm Ha TeppuUToOpUN rocyaapcraa-4ieHa.

13.4.2. loNnONHUTENbHbIE KPUTEPUN.

[nAa  NneKkapcTBEHHbIX MNPEnapaTtoB, BK/OYEHHbIX CMAMCOK Ha OCHOBAaHUM YCTAHOBAEHMA
onpeaeneHHbIX YCNoBUiA  (MpoBedeHME MNOCTPErncTPaLMOHHbIX  MCCAeAoBaHWiA  6e3onacHoCTH,
appeKTMBHOCTU, TpeboBaHUI K cUCTeMe yNpaBAeHUsA pUcCKkaMu), Nepuos BKAOYEHUA B CIMCOK CBA3AH C



BbIMO/IHEHMEM COOTBETCTBYIOLWMX YCNOBMIA U 06A3aTeNbCTB, BO3/OMEHHbLIX Ha JepsKaTens
PEerncTPaLmoHHOro yA0CTOBEPEHUSA, U ONPeaenseTcs YnoJHOMOYEHHbIM OPraHoOM rocyAapcrs-41eHoB
c006pa3HO UX BbIMOJHEHMIO U MOJlyYaeMbIM pe3y/ibTaTam.

Ha npoTAXeHUMU KM3HEHHOro UMKAA fIeKapCcTBEHHOro npenapaTta BO3MOXHO ero HeoA4HOKpaTHoe
BK/HOYEHME B CMMCOK JIEKAPCTBEHHbIX MPENapaTtos, NoAiexKaliyx 40N0NHUTEIbHOMY MOHUTOPUHTY.

13.5. O6583aHHOCTM YNOJIHOMOYEHHbIX OPraHOB rocy4apCcTB-4/1€HOB

YNo/IHOMOYEHHbIM OpraHam rocyapcTs-4/1eHoB cieayeT:

a) MHPopPMMpPOBaATb YNONHOMOYEHHbIE OpraHbl APYrnX rocy4apCcTB-4/IeHOB O NMPUHATOM pPeLleHUK
MO BK/IOYEHUIO PEFUCTPUPYEMBIX (3apPErMCTPUPOBaHHbLIX) NEKAPCTBEHHbIX MPEenapaTtoB B CMWCOK
nogsexawmx AONOAHUTENBHOMY MOHUTOPUHTY, obecneuynts NpeacTaBiAeHMe 3NEKTPOHHOM CCbIJIKU Ha
Beb6-CTpaHULY YNONHOMOYEHHOIO OpraHa rocy4apcTBa-yieHa, rae oTKpbIT 06WwuiA focTyn K MHGopmaumm
O NeKapcTBeHHOM npenaparte u pestome YP;

6) ony6MKoBaTb Ha caiiTax B UHPOPMALNOHHO-TENEKOMMYHUKALLMOHHOM ceTh "UHTepHeT" cnncokK
NIeKApCTBEHHbIX MPENapaToB, 3aperucTpUpPOBaHHbIX Ha TEPPUTOPUAX TOCYAapPCTB-UY/IEHOB, KOTOpble
NnoAafeXKaT AOMNONHUTE/NIbHOMY MOHWTOPUHTY. B CnucKe yKasbiBaeTCs 3/1eKTPOHHAsA CCblJIKa Ha CalT
YNO/IHOMOYEHHOTO OpraHa rocyZapcTBa-y/ieHa B WHPOPMALMOHHO-TENIEKOMMYHUKALMOHHON CeTu
"MHTepHeT", rae oTKPbLIT 06LWMI A0CTYN K MHOPMALIMM O IeKapCTBEHHOM npenapaTe u pestome MYP;

B) MHPOPMUMPOBATL YNOJHOMOYEHHbIE OPraHbl APYrMX roCyAapCTB-Y4/1€HOB O 3aPEerncTPUPOBAHHbBIX
Nno HauMoHa/IbHOW Mpoueaype NeKAapCTBEHHbIX MpenapaTtax, BK/AOYEHHbIX B CMWUCOK NIEKAPCTBEHHbIX
npenapaTos, NOAEXKALLMX AOMNONHUTENLHOMY MOHUTOPUHTY;

F) Y4UTbIBATb CNUCOK noanexawnx A40oNOTHUTEIbHOMY MOHUTOPUHTY JIEKAPCTBEHHDbIX NMPENapaToB
npu onpeneneHnm 4actoTbl n 0COBEHHOCTEeM BbINONHAEMbIX npoueanyp no 06Hapy>+<eHmo CUrHanos;

4) vHOOPMMPOBATb COOTBETCTBYIOWErNO [Ep’KaTens pPerncTpauMoHHOrO yA0CTOBEpPEeHUA o
NPUHATUM  pelleHWA MO BK/YEHUIO B CNWCOK NIEKAPCTBEHHbIX MNPenapaTtos, MNoA/erKalmx
AONONHUTENBHOMY MOHUTOPWHTY;

€) NPUHUMATL BCe Haa/ierKalume mepbl gAa TOro, YTobbl COTPYAHWMKM CUCTEMbI 340aBOOXPAHEHUSA U
nauyeHTbl coobwann o bbiXx NoAO3PEBaEMbIX HeXKeNnaTeslbHbIX PeaKkumsxX Ha JIeKapCTBEHHbI
npenapaTt, BK/IOYEHHbIN B CMNUCOK JIeKAPCTBEHHbIX MPEenapaTos, MNOAJEKaWmMX LONONHUTENbHOMY
MOHUTOPUHTY;

)K) BbINO/IHATL EXEeMecAYHOEe OOHOBNEHME CMKUCKA NEeKapCTBEHHbLIX MpenapaTtos, noanexalwux
AONO/THUTE/IbHOMY MOHUTOPUHTY.

13.6. O6sA3aHHOCTU AeprKaTenen perucTpaLMoHHbIX yA0CTOBEPEHNI

[epKaTenb perncTpaumoHHOro ya0cToBepeHns 06s3aH:

a) BkaounTb B OX/IM n MMM (/IB) cBOMX NEeKapCTBEHHbIX MPEenapaToB, BK/OUYEHHbIX B CMUCOK

nognexawux AonoSHUTE/IbHOMY MOHUTOPUHTY, CMMBONT 4YEpHOro TpPEeyroJsibHUKa V, a TaKXe
CTaHAapPTHOE NoACHEHME O AONO/IHUTE/IbHOM MOHUTOPUHTE,;

6) BKAOYWUTL MHPOPMALMIO O CTaTyce AOMOAHUTENbHONO MOHMTOPUHra B A0bol maTepuan,
KOTOpPbIN ByAeT pacnpocTpaHATLCA cpeamn PaboTHUKOB CUCTEMbI 34PaBOOXPAHEHNA U NALUMEHTOB, a TaKKe
AO/IKEH NPUNOKUTL BCE YCUAUA, YTOBbI CTUMYANPOBATL PENOPTUPOBAHME HEXeNaTeNbHbIX peakuuii, Kak
3TO COrN1acoBaHO C YNOAHOMOYEHHbIMM OpraHamm rocyapcTB-4/eHOB;



B) NpeacTaBuMTb YMOJIHOMOYEHHbIM OpraHaM rocyAapCTB-Y4/IeHOB JAaHHble M MOATBEPXKAEeHUA
CTaTyca BbINONHEHMA KaKMX-TMDB0 YCN0BUM, HaKNaAblBAEMbIX AaHHbIMW YNOJIHOMOYEHHbIMW OpraHamu;

r) npeacTaBuTb COOTBETCTBYIOWME M3meHeHna B OXJIM u UMN (/1B) No BKAOYEHUIO UK YOANEHUIO
YepHOro CMMBOJIA U CTAHAAPTU3MPOBAHHOWN NOSACHUTENIbHON GOPMYINPOBKM B MOPAAKE, YCTAHOB/IEHHOM
NpaBuUIaMU PErnucTpaLmMm U 3KCNepTU3bl JIEKAPCTBEHHbIX CPeACTB ANA MEeAWMUMHCKOrO MPpUMEHeHUs,
yTBEepXaaembiMn EBpPasMMCKON 3KOHOMUYECKON KOMUCCUEN, U TPebOoBaHUAMM K MHCTPYKUUKM MO
MeAMULMHCKOMY NMPUMEHEHUIO IEKAPCTBEHHbIX MPENapaToB M 0OLLEN XapaKTEePUCTUKE NEKAPCTBEHHbIX
npenapaTtoB Aas MegMLUMHCKOTO MNPUMEHEHMUS, YTBEepXKAaeMbiMmu EBPAsMIACKO 3KOHOMMYECKOM
KOMUCCUER.

13.7. YepHblIi CUMBON M NOACHUTENIbHAA 3aMNMCKa

[na nekapcTBEHHbIX MNPEnapaTos, BK/KOYEHHbIX B CMNMCOK NOAJENALLMX AOMNOJHUTENbHOMY
MOHUTOpUHIY, OX/IN n UMM (/1B) mo/mKHbI cogepKaTb 0OOO3HAYeHMEe MepeBepHYTOro YepHOoro

paBHObeApeHHOro Tpeyro/ibHUKa vV, KOTOpOE CONPOBOMXKAAETCA CNefytoLei NOACHUTENbHOW HAZNUCBIO:

"[laHHbIN NleKapCTBEHHbIM NpenapaT NoANEeXUT AO0NONHUTENbHOMY MOHUTOPUHIY. 3TO NO3BOAUT
6bICTPO BbIABUTL HOBYIO MHbOpPMauuio no 6esonacHocTn. Mbl obpallaemcs K COTPYAHUKAM CUCTEMbI
34paBOOXpaHeHms ¢ npocbboi coobwaTtb o tobbIX NOAO3PEBAEMbIX HEXKENATENbHbIX peakumax".

Mocne TOro Kak fIeKapCTBEHHbIM NpenapaT BKAKOYEH B CMMUCOK WAW yAaNeH U3 Hero, AepKaTesb
PEerncTpaumoHHOro ya0cToBepeHns 0b6a3aH BHECTU COOTBETCTBYIOWME M3meHeHua B OXJ1MN u UM (/1B),
4yTOObl BKAOYUTD WAU YAANUTb YEpHbIA CMMBOA (B 3aBUCMMOCTM OT OOCTOATENLCTB), 3asBieHME U
CTaHAAPTHYH NOACHUTEJIbHYIO 3aMUCKY.

Ecnn pelweHne 0 BKAOYEHMM JIEKAPCTBEHHOrO MNpenapaTa B CMUCOK WMAM yAANeHWM U3 CNUCKa
AenaeTcA Mnpu BbINONHEHMM NpoLeaypbl, YCTaHOB/AEeHHOW npaBom Colo3a MAM 3aKOHOZATE/IbCTBOM
rocyfapcrea-yseHa (Mpoueaypbl PperncTpaunm uam nepepeructTpalmmn, BHeceHus nsmeHeHuin 8 OX/1M u
ap.), To cogepxanne OXJM n UMM (NB) TpebyeTca 06HOBUTbL 4O 3aBepLleHWUs Mpoueaypbl, YToObI
BKIOYMTb B MHOOPMALMIO O JIeKapcTBEHHOM MpenapaTte UAKW yAaauTb U3 Hee YepHbIN TPEeyroibHUK U
CTaHAAPTHYIO NOACHUTE/IbHYIO 3aMMUCKY.

Ecnu pelweHne o BK/IOYEHWUM NIEKAPCTBEHHOrO Mpenapata B CNWCOK WAM YAANeHUU U3 Hero
NPUHMMAETCA BHE PAMOK NMpoBeAeHMUsA Npoueaypbl, YCTaHOBNEHHOW MeXAYHAaPOAHbIMWU 40TOBOPAMM U
aKTaMu, cocTasaawolwmmn npaso Coto3a, UM 3aKOHOAATENbCTBOM TOCYZapCTB-Y/IeHOB, TO AeprKaTeslb
PerucTpaumoHHOro yaocToBepeHus 06s3aH B YCTaHOB/JIEHHOM MOPSAAKE BHECTW COOTBETCTByHOLME
nameHeHus 8 OX1M u UMM (NB).
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