COBET EBPA3UICKO SKOHOMUYECKOI KOMUCCUU

PELLUEHMUE
oT 3 HosA6pn 2016 1. N 87

Ob YTBEPKOEHUU NPABUN
HAONEXALLEN NPAKTUKU ®APMAKOHA30PA EBPASUACKOIO
3KOHOMMWYECKOIO COHO3A

B cooTBetcTBMM co cTatbelt 30 Jorosopa o EBpasniickom 3KOHOMUYECKOM coto3e oT 29 mas 2014
roga, ctatben 12 CornaweHnsa o eAMHbIX MPUHLMMIAX U NpaBuiax obpaLLeHna NeKapCcTBEHHbIX CPeaCTB B
pamKax EBpa3suiickoro askoHommueckoro cotosa ot 23 aekabps 2014 roaa, nyHktom 81 npunoxkeHma N 1 K
PernameHTy paboTtbl EBpa3niiCKON 3KOHOMMUYECKON KOMUCCUM, yTBEpKAEeHHOMY PeweHnem Bbicwwero
EBpasuninickoro skoHommyeckoro coseTa ot 23 gekabpa 2014 r. N 98, u PeweHunem Bbicwero EBpasuitckoro
3KOHOMMYECKOro coBeTa oT 23 aekabpa 2014 r. N 108 "O peanunsaunm CornawieHuns o eauHbIX NpUHLUMNAax
M npaBunax obpaLLeHns NeKapCcTBEHHbIX CPeACcTB B paMKax EBpasninckoro skoHommyeckoro cotosa" Coset
EBpasnincKoi 3KOHOMUYECKOM KOMUCCUWN PeLLn:

1. YTBepauTb npunaraemble lNpasBuna Hagnexallen nNpakTMkM dapmakoHagsopa Espasuiickoro
3KOHOMMYECKOTO coto3a (fanee - MNpasuna).

2. Hactoswee PelieHune BCTynaeT B cuay no ncredeHnm 10 KaneHZapHbIX AHEN C AaTbl BCTYNAEHMA
B cuny lMpoTokona, nognucaHHoro 2 aekabps 2015 roga, o npucoeanHeHnn Pecnybamku ApmeHus K
CornaweHntio o eguHbIX MPUHLMNAX M MpaBuiax obpalleHUs NIeKapCTBEHHbIX CPeacTB B pPaMKax
EBpa3sniCKOro sKOHOMUYecKoro coto3a oT 23 gekabps 2014 roga, HO He paHee Yem Mo ucredeHun 10
KaneHAapHbIX AHel ¢ aatbl odpuumanbHoro onybamkosaHuA HacTosALwero Pewwenus.

Pasgen 4 MNMpasuna Bctynaet B cuay ¢ 1 aHBapa 2017 r.

A63au nATbIM nognyHKTa 7.2.1 nyHKTa 7.2 1 NyHKT 7.4 pasaena 7 Mpaeun BCTynatoT B cuy ¢ 1 UioHs
2016r.

YneHol CoBeTa EBPa3snnCKOM 3KOHOMMYECKON KOMUCCUN:

OT Pecnybinkm Ot Pecnybnmnku Ot Pecnybnmnku OT Kblprbi3cKoi Ot Poccuitckoit
ApmeHun Benapycb KasaxcTtaH Pecny6anku denepaunn
B.FTABPUENAH B.MATIOLLUEBCKH A.MAMWH O.NMAHKPATOB n.LWYBANOB
7
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1. OnpepeneHuns

Ans uenei HacToawwmx MpaBua MCNONb3YIOTCA MOHATUA, KOTOPbIE 03HAYAIOT CieaytoLLee:

"BakHaA oTcyTcTByowan nHbopmauma" (important missing information) - 3HauMmble nNpobensl B
MMeIoLWMXCA 3HAHMAX 0O onpeaeneHHbIX acnekTax 6e30MacHOCTU JIEKAPCTBEHHOrO npenapaTta wWau
rpynnax nawMeHToB, KOTOPbIM Ha3HAYaEeTCA JIeKAaPCTBEHHbIM Npenapar;

"Ba*KHbI NAEHTUDUUMPOBAHHDIN pUCK", "BaKHbIN NOTeHUManbHbIN puck" (important identified risk
and important potential risk) - naeHTMPUUNPOBAHHDBIN PUCK UAM NOTEHLMABHBIN PUCK, KOTOPbIA MOMKET
OKa3aTb BAMAHME Ha COOTHOLWEHME "No/b3a - pUCK" IeKapcTBEHHOTO NpenapaTa UamM MMeTb NocNeacTBUA
ANA 06LeCcTBEHHOrO 310POBbLSA;

"BannaupoBaHHbii curHan" (validated signal) - curHan, ans KoToporo B NpoLecce BbINOAHEHUS
BAa/MZAUMM M OLEHKM MOATBEPKAAOWMX AAHHbIX YCTAHOB/NEHO, YTO MMEHLWAACA AOKYMeEHTaums
[OCTaTo4YHa ANA NPeAnoNOKEHUA HAANYMA HOBOIM NOTEHUMANbHOW NPUYUHHO-CNeACTBEHHOM CBA3U UK
HOBOTO aCMeKTa M3BECTHOM B3aMMOCBSA3UN MEXKAY NPUEMOM NOLO3PEBAEMOr0 JIEKAPCTBEHHOIO NpenapaTa
M pasBUTMEM HeBNaronpuATHOIrO NOC/AeACTBUA UM, CNeAOBaTe/bHO, onpeaeseHa HeobxoaumocTb
OCYLLLECTB/IEHUA KOMMJIEKCA Aa/IbHENLINX AEUCTBUN MO OLLEHKE CUrHana;

"BO34eiCcTBME, CBsi3aHHOe C poaom 3aHAaTMIA" (occupational exposure) - Bo3gelicTBue
JIeKapCTBEHHOro Npenaparta, KOTOPOMY NoABepPrcs Ye/10BeK B pe3y/bTaTe BbiNOJIHEH WA AeATe/IbHOCTU Kak
NPodpecCMOHaNbHOM, TaK U He CBA3AHHOM C NPOdECCUOHAIbHON AEATENbHOCTbIO;

"maTa okoHuyaHuA cbopa AaHHbIX" (data lock point) - gaTta 3aBepweHua cbopa AaHHbIX ANA
BK/IHOYEHMSA B NEPUOAUYECKNI 0BHOBAAEMbIN OTYET No 6e3onacHoCTy;

"NeATeNbHOCTb MO MMHMMM3ALMM PUCKA (Mepbl MO MUHMMM3AUMKM pucka)" (risk minimization
activity (risk minimization measure)) - Komnnekc meponpuUATUIA, HanpaBAeHHbIX Ha NpeaoTBPaLLEHME UK
YMeEHbLLUEHME BEPOATHOCTU BO3HUKHOBEHWA HEXKenaTeNbHON peakuuu, CBA3AHHOW C BO34ENCTBMEM
JIeKapCTBEHHOrO NpenapaTa, IM60 Ha YMEHbLLEHUE CTEMNEHU TAXKECTU HEXenaTelbHON peakLmm B ciydae
ee pasBuTUA;

"3aBeplieHHOe KAMHM4YecKoe wuccnegosaHue" (completed clinical trial) - wnccneposaHue, no
KOTOPOMY NMOATOTOBJ/IEH 3aKIHOUNTESIbHBIA OTYET O KIMHUYECKOM UCC/IeA0BaHNUW;

"3aKpbITbi curHan" (closed signal) - curHan, oueHka KoToporo 6bina 3aBeplieHa B OTYETHbIN
nepuog CocTaBAeHUA Nepuoandeckoro o6HoBASEeMOro otyeTa no 6esonacHocTy;

"3noynotpebneHne nekapctBeHHbIM npenapatom" (abuse of a medicinal products) - noctosiHHOE
AN pa3oBoe 4ypesmepHoe ynoTpebsieHne NeKapCTBEHHOro MpenapaTa, KOTOPOe COMpOBOMAAETCA
HebnaronpuUATHLIMU GU3MONOTUYECKUMU AN NCUXOSIOTUYECKUMN 3ddeKTamU;

"waeHTudnumMpoBaHHbIi puck” (identified risk) - HexxenatenbHoe nocneacTsne papmakorepanuu,
B OTHOLIEHWW KOTOPOrO MOJYYEHO aZEeKBAaTHOE [0KA3aTeNbCTBO Ha/NMuMA  B3aMMOCBA3SU  C
NnoZ03peBaeMbIM JIEKAPCTBEHHbIM NPenapaTom;

"HAMBMAYaIbHOE COOBLLEHME O HEXeNaTeIbHON peaKkummn (OTYET 0 HexenaTtenbHoW peakumn (Ha
NekapcTBeHHbIM npenapart))” (individual case safety report (ICSR) (adverse (drug) reaction report)) -
NHPopMaLma, nepeaaBaeman B COOTBETCTBMM C YCTaHOBAEHHbIMU GOPMON M coaepskaHuem, o6 oaHOoMN
WIN  HECKONIbKMX MOA03PEBaEMbIX HEXenaTeslbHbIX peakuuax Ha NeKapCTBEHHbIM npenapar,
BO3HMKAIOLWWMX Y OTAENbHOMO NaumMeHTa B onpeaeneHHbli MOMEHT BpeMeHH;

"MCTOYHUKM  MOJMYY4EHUA  MHAMBUAYANbHbIX COODLWIEHWI O HeXenaTeNbHblX  peakumsax
JleKapcTBeHHOro npenapata no 3anpocy" (solicited sources of individual case safety reports) -



OpraHM30BaHHble CUCTEMbI NO COOPY AaHHbIX, KOTOPblE BK/AOYAIOT B CEBA KAMHUYECKME UCMbITaHWUA
(nccnepoBaHms), peecTpbl, NOCTPErMCTPALMOHHbIE NPOrPaMMbl NEPCOHANN3NPOBAHHOIO UCMO/b30BaHKA
/IeKapCcTBEHHOro npenapaTa, ApyrMe nporpaMmmbl MO  MNOAAEPXHKE MaLUMEHTOB W MOHUTOPUHIY
3aboneBaHuii, oNpocy NaLMEeHTOB WM fedalmx Bpaden uam cbop MHbopmaumm 06 addeKkTMBHOCTH
Tepanuu 1 NPUBEPKEHHOCTN NALMEHTOB K IRYEHUIO;

"KayectBO cuctembl ¢dapmakoHagzopa" (quality of a pharmacovigilance system) - Bce
XapaKTEPMUCTMKM CUCTEMbI GapMaKoHaA30pa, KOTOPbIE B COOTBETCTBMM C OLLEHKOW BEPOATHOCTU NPUBOAAT
K pesy/sibTaTam, COOTBETCTBYIOLMM LLefAM cucTemMbl GapMaKkoHaa30pa;

"KnuHnueckoe uccnegosarHune” (clinical trial (study)) - KnMHMYecKoe M3ydeHUe, yaoBaeTBOpPAIOLLEE
X0TA 6bl 0AHOMY U3 CAEAYIOLMX YCIOBUIA:

HasHayeHue CybbeKTy KAMHUYECKOro W3ydeHUA KOHKPETHOW TepaneBTUYECKOW CcTpaTternu
(BmellaTenbcTBa) NPOUCXOANUT 3apaHee M He ABNAETCA PYTUHHOW KAMHWYECKOM MpaKTUMKOW (TO ecTb
WabNoHHbIMM  (OAHOTUMHBIMW) MEAULMHCKUMU AMArHOCTUYECKMMU U NledebHbIMKM  npoueaypamu,
TEXHO/IOTUAMU WU MEPONPUATUAMM, KOTOPble BbIMOAHAIOTCA ANA AAHHOM rpynnbl NaUMEHTOB WAn
JAHHOTO CTaHAApTa OKasaHuAa MeAMUMHCKOW NomMowu) B rocygapctse - uneHe EBpaswmiickoro
SKOHOMMYECKOro COlo3a, MCCNeaoBaTesIbCKME LEHTPbl KOTOPOro MPUMHMMAKOT yyacTve B AaHHOM
KAMHUYECKOM U3YYEeHUN;

peweHne 0 HasHa4eHUn nccnegyemoro NekapCrBeHHOro npenaparta npuHMmMmaerca CoOBMeCTHO C
peweHnem O BKNIKYHEHNN CY6'b6KTa B KIMHNYECKOE N3y4YeHue,

CYyObEKTAaM KAMHWYECKOTO WM3YYEHWA, MOMMMO NpPOLeayp PYTMHHON KAMHUYECKOW MPAKTUKK,
BbIMO/HAIOTCA AOMOMHUTE/IbHbIE NpOoLEeAypbl AUAarHOCTUKN UAN MOHUTOPUHT];

"KOHTPO/Ib 1 0becneyeHne KayecTsa cucTemMbl papmakoHaasopa” (quality control and assurance) -
MOHUTOPUHT, oOueHKa, obecneyeHne 3OGEKTUBHOCTM U COOTBETCTBUA CTPYKTYPHbIX 3/1E€MEHTOB W
MPOLLeCCcoB cMcTeMbl hapmMaKoHaA30pa YyCTaHOBAEHHbIM TpeboBaHMAM;

"nekapcrteeHHoe cpeacteo” (medicinal product)" - cpeactBo, npeactasBnstollee coboit nmbo
cofepKallee BeLWEeCTBO UM KOMOMHALMIO BELLECTB, NpeaHa3HavyeHHble ANs eveHus, NpoPuIakTUKK
3aboneBaHWl YenoBEKa WM BOCCTAHOB/IEHUA, KOPPEKLUM UNU U3MEHEHNA GU3MONOTUUYECKUX DYHKLNIA
nocpeacTsom GpapmaKkoa0rM4ecKkoro, UMMYHO10rM4ecKoro 1Mbo meTabosiM4ecKkoro BO3A4enCcTBUA UK A8
ANArHOCTUKM 3a60neBaHU N COCTOAHUA YeN0BEKa;

"nekapcTBeHHbIN npenapat" (drug, remedy) - nekapcTBeHHOE CPEACTBO B BUAE NIeKapCTBEHHOM
dopmbl, BCTynatoLee B KOHTAKT C OPraHM3MOM Ye/10BEKa;

"macTtep-daiin cuctembl papmakoHaazopa, MPCO" (pharmacovigilance system master file (PSMF))
- nogpobHoe onvcaHue cuctembl dapMakoHag3opa, NPUMEHAEMON AeprKaTeiem PerucrpaumoHHOro
YO0CTOBEPEHMUSA B OTHOLIEHUWN AaHHbIX 06 OAHOM MM HECKOIbKUX 3aPErMCTPUPOBAHHbIX 1EKAPCTBEHHbIX
npenaparax;

"mMerayHapoaHan aata ofobpeHus paspabaTbiBaeMoro nekapcrBeHHoro npenapata, MAOPAC"
(development international birth date (DIBD)) - paTa nepBoro ogobpeHua (Mau asTopusaumn)
npoBeAeHUs UHTEPBEHLMOHHOTO KNIMHUYECKOrO UCCe0BaHMsA B N1060M M3 CTpaH MUpa;

"mMerayHapoaHasa gaTa peructpauumn, MAP" (international birth date (IBD)) - mata nepsoit
pernctpauumn (ogobpeHna K npumeHeHuWo) B 06O CTpaHe MMpa JieKapcTBEHHOro npenapara,
CoAepsKallero onpeaeseHHoe AeUCTBYIOLLEE BELLECTBO;

"Hapnerkalan npaktmMka dapmakoHagzopa, HMNP" (Good Pharmacovigilance practices (GVP)) -
PYKOBOACTBO MO OCYyLLecTBAEHMIO (apmaKoHazA30pa B rocygapcTBax - uneHax Espasuiickoro
3KOHOMMYECKOr0 COH33;



"HexenaTtenbHas peakuua" (adverse reaction) - HenpegHamepeHHaa HebnaronpuaATHan peakuus
opraHmMsma, CBfi3aHHaa C MPUMEHEHUMEM NeKapCTBEHHOro  (Mccnegyemoro) npenapata MU
npegnonaratowas Hanuume, Kak MMHUMYM, BO3MOXHOW B3aMMOCBSA3M C NPMMEHEHUEM NOL03PEBAEMOTO
NeKapcTBEHHOro (Mccnesyemoro) npenapaTa. HexenaTenbHble peakumyM MOFYT BO3HMKaTb Npwu
NMPUMEHEHWUM IEKAPCTBEHHOrO Mpenapata B COOTBETCTBMM C 0400peHHOlM 0OLLei XapaKTepUCTUKOM
NeKapCcTBEHHOro Npenapara UAN UHCTPYKLMEN NO MeaNUMHCKOMY NPUMEHEHUIO UK C UX HapyLLEHUEM
NmMbo B pesysibTaTe BO3AENCTBUSA, CBA3AHHOIO C POAOM 3aHATUIA. Ciyyan NMPUMEHEHUA C HapyLleHMEM
o6Lelt XapaKTePUCTUKM IEKAPCTBEHHOIO NpenapaTa UaM UHCTPYKLMU N0 MeANUMHCKOMY NMPUMEHEHUIO
BK/IIOYAOT B CebA NpUMMEHEHWEe, He COOTBETCTBYIOLLEE OOLLEA XapaKTEPUCTUKE WU UHCTPYKLUM,
nepeaosvnpoBKy, 30ynoTpebieHne, HenpasuabHoe ynoTpebaeHne u meauLMHCKME OLWNOKY;

"HexenatenbHoe ABneHue" (adverse event) - ntoboe HebNAronpUATHOE U3MEHEHME B COCTOSHUM
34,0P0BbA MNALMEHTA UMM CyObeKTa KNIMHUYECKOTO NCCNeA0BaHMA, KOTOPOMY Ha3Hauya/cA 1eKapCTBEHHbIN
(nccnegyemblit) npenapaT, He3aBUCMMO OT MPUYUHHO-CNEACTBEHHOW CBA3M C €ro NpPUMEHeHMeMm.
HerkenatenbHoe siBAeHME MOXKET NpeacTaBATb coboi ntoboe HebnaronpmATHOE U HenpegHaMepeHHoe
M3mMeHeHWe (B TOM 4uCae OTKIOHeHMe nabopaTopHOro mnokasaTeNd OT HOPMbI), CMMMNTOM WAU
3aboneBaHue, Bpema BO3HUKHOBEHMA KOTOPbIX HE WCKIKYaeT NPUYMHHO-CNeACTBEHHOW CBA3SU C
NPMMEHEHWEM JIeKapCTBEHHOro NpPenapaTa, BHE 3aBUCMMOCTM OT HA/IMYMA WU OTCYTCTBMA B3aMMOCBA3M
C NPUMEHEHMEM 1eKapCTBEHHOrO NpenapaTa;

"HenHTepBeHUMOHHOE uccneaoBaHue" (non-interventional studies) - uccneposaHue, KoTopoe
COOTBETCTBYET C/1eAYHOLLNM YC/IOBUAM:

NIeKapCTBEHHbIM  MpenapaT Ha3Ha4yaeTca B COOTBETCTBMM C  O6LeN  XapaKTepUCTUKOM
NIeKapCTBEHHOro Npenapara;

peweHne 0 HasHa4YeHn nNauneHTy onpeaeneHHoro 1e4eHna He NpUMHMMaEeTCA 3apaHee CornacHo
npoTOKONY wuccnenoBaHuA, HO pyTVIHHOVI K/IMHUYECKOM NPaKTUKe, U Ha3Ha4veHne NeKapCTBeEHHOro
npenapaTta YeTko OTAe/NIEHO OT peleHnA O BK/IIOYEHUU NaUMeHTa B UCCNEONOBAHUE;

K nNnauneHTam HE NPUMEHAKOTCA Kakne-n néo AONONHUTENbHbIE ANArHOCTUYECKNE TN KOHTPOJ1IbHbIE
npoueanypbl, a 4NA aHannsa Noay4yeHHbIX AaHHbIX UCNOIb3YHOTCA SaNMAeEMMNONIOrN4eckne metToadbl.

HenHTepBEHUMOHHbIE  UCCNEA0BAHMA  OMPeAensAlTcs  MPUMEHSEMbIM  METOL0/I0TMYECKUM
noaxo4oM, a He Hay4yHbIMM Uensami. HeuHTepBEHUMOHHble WCC/efoBaHUA BK/YaloT B cebs
nccnefoBaHMa 6asbl AaHHbIX MAWM NEPECMOTP MEAMUMHCKMX KapT, B KOTOPbIX Ye OnucaHbl BCe
paccmaTpuBaemble ABNEeHUS (B YaCTHOCTM wuccnenoBaHMA "cayyalh - KOHTPOAb", nepekpecTHble W
KOropTHble UcCNeaoBaHMA). HeMHTepBEHUMOHHble WCCNeAoBaHMA TaKKe BKA4YaloT B ceba
uccnefoBaHusa, nogpasymesatowme cOOp MEepPBUYHbLIX  AaHHbIX (B Y4aCTHOCTM  MPOCNEKTUBHbIE
HEMHTEPBEHLMOHHbIE WMCCNEA0BaHMUA W PeecTpbl, B KOTOPbIX UKCUPYIOTCA MOJyYeHHble AaHHble
PYTMHHOrO fie4ebHOro npouecca), NPy BbINOJIHEH MU BbILEN3OMKEHHbIX YC/TOBUNA.

B laHHOM KOHTEKCTE MOryT NPOBOANTLCA MHTEPBbLIO, OMPOChI U OTOMPATLCA NPO6bI KPOBM B paMKax
0ObIYHOWN KIMHUYECKOM NPAKTUKY;

"HenpaBuibHOe nNpumMeHeHue" (misuse) - HamepeHHOe W HeHaganexallee npUMeHeHue
NeKapCTBEHHOrO MpenapaTta, KOTOpOoe He COOTBETCTBYEeT AelcTBylowein obliei XapaKTepucTuke
NeKapCTBEHHOrO Npenaparta Uan MHCTPYKLUK MO MeANLMHCKOMY NPUMEHEHUIO;

"HenpeaBuAeHHaA HexenatenbHas peakuua" (unexpected adverse reaction) - HexenaTtenbHas
peaKkuus, XapaKTep, CTeneHb TAKECTM WAM WUCXOhd, KOTOPOW He COOTBETCTBYET WHOOPMAaLMK,
cogeprrallencs B gencraylowel obLiei xapakTepuCcTMKe eKapCTBEHHOrO npenapaTta 1Mbo B bpoltope
nccnefoBaTtens 418 He3aperMcTpMpPoOBaHHOrO IEKAPCTBEHHOrO NpenapaTa;

"HoBbIA MAeHTUUUMPOBaHHbLINM curHan" (newly identified signal) - curHan, Bnepsble
NOEHTUOULMPOBAHHbIA B TeYeHWe OTYETHOro nepmoaa nepuoamnyeckoro obHOBAAEMOro oT4yeTa Mo



6€30MacHOCTH, C YKa3aHUAMM AasibHENLINX AeACTBUA AR ero OLEHKM;

"ocHoBHas MHbOpMaLMa No 6e3onacHOCTU AepKaTena perucTpaumoHHoro yaoctosepeHmsa, OMBK"
company core safety information (CCSI)) - mHbopmaumsa, nmelowas OTHOLWEHWEe K 6e3onacHoCTu
NleKapcTBEHHOro NpenapaTa, CoAEPKaLLAACA B NepeyHe OCHOBHbIX AaHHbIX O JIEKAPCTBEHHOM MpenapaTe
AepraTens pPerucTpaLmoHHOrO YAOCTOBEPEHUA NEKAPCTBEHHOMO MpenapaTta, pa3paboTaHHas UM U
npeacTaB/siemasn Mo ero 3asB/IEHUIO B YNOJHOMOYEHHbIE OpraHbl rocyAapcTB - YaeHoB Espasuiickoro
3KOHOMMYECKOrO CO03a, HA PbIHKAX KOTOPbIX peasiM3yeTcA AaHHbI JIeKapCTBEHHbIM npenapaTt, 3a
UCK/IIOYEHNEM C/ly4aeB, Korga B MWHPOPMAUMIO BHOCATCA M3MEHEHWA Mo TpeboBaHWMIO 3TUX
yNosHOMOYeHHbIX opraHoB. OMBK npeacTasnseT coboit MHGOPMaLMIO CPAaBOYHOrO XapaKTepa, KoTopas
onpenensier CTaTyC MepPeYUCTEHHbIX W HENEPeUNCNEHHbIX HEeXKeNaTeNbHbIX Peakunin C Uuenbio
COCTaB/IEHMA NEPUOANYECKOTO OBHOBIAEMOrO OTHETA NO 6E30MaCHOCTM JIEKAPCTBEHHOTO NpenapaTa, Ho
He onpeaensAeT OXnaaemble U HEOXKUAAHHbIE HEXKeNaTe/lbHble peakuumn Ana BbiNoAHEHUA TpeboBaHMiA
no HesameanTelbHOMY NPeACTaBEHNIO COODBLLEHMIA O HeKeNaTe lbHbIX Peakumax;

"oTcyTcTByOWan nHbopmauma" (missing information) - HepocTaToK cBeaeHUI No 6e3onacHOCTM
nan 06 0cobeHHOCTAX MPUMEHEHUS SIEKAPCTBEHHOro npenapaTa y onpegesieHHbIX rpynn nauMeHTos,
KOTOpble MOTYT ABAATLCA KAUHUYECKMN 3HAYNMMbIMU;

"oTyeT no besonacHocTM paspabaTbiBaEMOro JieKapcTBeHHOro npenaparta, POOB" (development
safety update report (DSUR)) - neproanyeckunit obHoBAseMbl 0TYET No 6e30NacHOCTM 1eKAaPCTBEHHOTO
npenapara, HaxoAAWerocsa B paspaboTke;

"ownbKka NpPUMEHeHWA NeKapcTBeHHoro npenapata" (medication error)" -  noban
HenpegHamepeHHan ownbKa paboTHMKA CUCTEMbl 34PAaBOOXPAHEHMA, MaumeHTa Uan notpebutens B
Ha3Ha4YyeHMM, OTMYCKe, LO3MPOBKE, BBEAEHWUM UM NMPUEME JIEKAPCTBEHHOrO Npenapara;

"nepeposuposka" (overdose) - npumeHeHWe NeKkapcTBeHHOro npenaparta 3a 1 npuem anbo B
TEYEHWE OHA B KOJIMYECTBE, KOTOPOE MPEBLILLAET PEKOMEHAYEMYIO MAKCMMAJIbHYIO CYTOYHYO A03Y B
COOTBETCTBMM C AENCTBYIOWEN O0OLEl XapaKTePUCTUKOWM JIeKapCTBEHHOro npenapaTa. YuuTbiBaeTcs
TaKXe KyMynaTUBHbIM 3bdEKT, CBA3aHHbINM C Nepeno3npoBKOi;

"nepeyeHb OCHOBHbIX OaHHbIX O /IEKAPCTBEHHOM MpenapaTe AepKaTens pPerncTpaumoHHOro
yaoctoBepeHusa, NOANIC" company core data sheet (CCDS)) - AOKymMeHT, pa3paboTaHHbIN aepkartenem
PEerncTpaLnoHHOro ya0CTOBEPEHUA 1EKAPCTBEHHOMO NpenapaTa, CoAaep Kalumii Hapaay ¢ uHpopmaunen
no 6e30MacHOCTM MaTepuasn, MMEeKWMiA OTHOLWIEHME K YKAa3aHWAM NO MPUMEHEHWUIO, O03MPOBKE,
$apMaKoNorMyeckum cBOMCTBaM, U ApYryto MHGOPMALMIO, KacatoLLLHOCA 1IeKapCTBEHHOrO NpenapaTa;

"nepnogunyeckmii obHoBnsseMblli oTyeT no 6esonacHocTu, NMOOB" (periodic safety update report
(PSUR)) - otueT anAa npeactaBneHns oLEHKU COOTHOLLEHUs "nosb3a - pUck” ekapcTBeHHOro npenapara
AeprKaTenem pPerucTpaumoHHOro YA0CTOBEPEHUS IEKAaPCTBEHHOrO NpenapaTta B onpeaesieHHbIN nepuog,
BPEMEHM B TEYEHME MOCTPETrUCTPALMOHHOrO 3Tana;

"nmnaH ynpasneHua puckamu" (risk management plan) - nogpobHoe onucaHWe CUCTEMBI
yNpaBAeHNA PUCKAMU;

"nocTpernctpayMoHHoe uccnegoBaHue besonacHoctn, NMPUB" (post-authorisation safety study
(PASS)) - nccnegoBaHue, UmetolLee OTHOLEHWE K 3aperucTpupoBaHHOMY ieKapCTBEHHOMY npenapary,
NnpoBeAeHHOE C LEeNblo ONPeaeneHus, XapaKTePUCTUKUM WU KONMYECTBEHHOW OLLeHKM yrposbl
6e3onacHOCTK, noATBep:KAeHMA npoduas 6e30MacHOCTM /IeKapCTBEHHOro npernapata Wau OLEHKM
3bPEeKTUBHOCTM Mep MO ynpas/ieHWUo puckamu. MocTperncrpaumoHHoe ncciegosaHne 6esonacHocTM
MOXeT 6bITb MHTEPBEHLMOHHbIM  KIUHUYECKUM UCCNef0BaHMEM UM MOXET MNpoBOANTbCA KaK
nccnenosaHve HabNoAaTENbHOMO HEUMHTEPBEHLIMOHHOIO AM3aiiHa;

"noteHumManbHbIi puck" (potential risk) - HexkenaTenbHoe nocneacTene dapmakorepanuu, B
OTHOLLEHMM KOTOPOro MMEIOTCA OCHOBaHMA A4/19 NOA403PEHNIM Ha HalMuMe B3aMMOCBA3M C 1EKAPCTBEHHbIM



npenapaTtom, 0AHAKO AaHHAA B3aMMOCBA3b HaaeXKallnm 06pa30M He 6blna noarBepxaeHa;

"notpebutens” (consumer) - MU0, He ABAAOLLEecs PabOTHUKOM CUCTEMbI 3[paBOOXpPaHeHus,
Hanpumep, NAaUMEHT, a4BOKaT, APYr AN POACTBEHHUK (poanTenb), pebeHoK NaumeHTa;

"npumeHeHne "BHe wuHcTpykumn" (off-label) - HamepeHHOe npuUMeHeHMEe NeKapCTBEHHOrO
npenapata C MeAMUMHCKON Lenblo He B COOTBETCTBMM C OOLLEN XapaKTePUCTUKOW JIeKapCTBEHHOrO
npenapaTta Uan UHCTPYKLMEN NO MEANLLUHCKOMY NPUMEHEHUIO;

"npobnema no 6esonacHocTn" (safety concern) - BaKHbI MAEHTUPUULMPYEMBIA PUCK, BarKHbIV
MOTEHLMaNbHbIA PUCK UK BaXKHaA OTCyTCTBYOWAA MHpopmaLms;

"npoponskatowleeca KanMHuM4eckoe uccneposaHue" (ongoing clinical trail) - uccneposaHue, B
KOTOpOE Hayaslocb BKIOYEHME MALMEHTOB, MO0 KOTOPOEe NPOBOAUTCA HA TEKYLMN MOMEHT BPEMEHM,
NMb0 MO KOTOPOMY 3aBEPLUEH aHa/M3, HO PUHANBHOTO OTYETa O KAMHUYECKOM MCC/Ief0BaHUM He
nmeeTcs;

"pUCKK, CBA3AHHble C MPUMEHEHMEM feKapcTBeHHoro npenapata" (risks related to use of a
medicinal product) - puckM, cBA3aHHble C KadyecTBOM, 6e30MacHOCTblO MU  3GDEKTUBHOCTLIO
JIeKapCTBEHHOrO NpenapaTta MO OTHOLWEHMUIO K 340POBbi0 NMALMEHTOB WAW HACENEHUSA UM Beaylme K
HexenaTe/IbHOMY BO34EMNCTBMUIO Ha OKPYHKAIOLLYIO cpeay;

"cepbe3Han HexenatenbHas peakuusa" (serious adverse reaction) - HeenatenbHasa peakums,
KoTopas NPMBOAMT K CMepTU, NPeAcTaBAseT yrpo3y AN XU3HK, TpebyeT rocnuTanmsaummn nauueHTa unm
€e NpPoAJ/ieHUs, NPUBOLUT K CTOMKOM MO0 BbIPaXKEHHON HETPYAOCNOCOOHOCTU UAM MHBANUAHOCTU, K
BPOMKAEHHbIM aHOMaZMAM WAM MOPOKaM pa3BUTUA, TpebyeT MeaMUMHCKOro BMellaTenbCcTBa Ans
npeaoTBpalleHna Pa3BUTUA MepevymncneHHbIX COCTOAHUNI. Jliobaa HenpeaHamepeHHaa noao3peBaemas
nepegaya MHOEKUMOHHOrO areHTa 4Yepes JIeKapCTBEHHbIM MpenapaT TaKKe CUYMTAeTCA CepbesHoM
HeXKenaTenbHOW peakuunen;

"curHan" (signal) - tHGopmaumsa, NocTynatowas oT OAHOrO UAN HECKOJIbKMX UCTOYHUKOB, KOTOPas
npeanonaraeT HaiMuMe HOBOM MOTEHUMaNbHOW MPUYMHHO-CIEACTBEHHOM CBA3W UM HOBOrO acnekKTa
M3BECTHOM B3aMMOCBA3M MeXAYy BO3AEWCTBMEM JIEKAPCTBEHHOrO Mpenapata M HeXKenaTesbHbIM
AB/IEHUEM WM COBOKYMHOCTbIO B3aMMOCBA3AHHbIX HE)KEeNaTeNbHbIX ABNEHUM, OLEeHMBaemas Kak
[O0CTAaTOMHAA oA faNbHENWUX AeNCcTBUIA No BepuduKaumm curHana. Kak npasuno, gna reHepMpoBaHus
curHana Tpebyetca 6onee 1 egMHUYHOrO COObLLEHMA B 3aBUCUMOCTM OT CEPbE3HOCTU HeXeslaTe/IbHOoro
AB/IEHMS U KayecTBa MHbOpMaLnW;

"'curHan, no KoTopomy BbinonHseTcs paboTta" (ongoing signal) - curHan, KoTopblit 6bin BbIBAEH A0
OTYETHOrO Mepuoaa NepuoanMYeckoro obHoBASEeMOro otyeTa no 6e30MacHOCTU M Ha AATy OKOHYaAHMS
cbopa JaHHbIX HAXOAM/ICA B MPOLLECCE OLEHKM;

"cucTema KadecTtBa cucTembl papmakoHagsopa" (quality system of a pharmacovigilance system) -
OpraHU3alUMOHHAA  CTPYKTypa, 00A3aHHOCTWM, npoLeaypbl, MpOLeccbl W  pecypcbl  CUCTEMDI
dapmaKoHaZ30pa, BKIKOYAA Had/iexKaliee ynpas/eHne pecypcamu, OOKYMEHTaUMen M COOTBETCTBUE
HOpPMam perympoBaHuns;

"cuctema ynpasneHua puckamun' (risk management system) - Komnaekc g4encTeuii U MeponpuUaTUit
no <¢apMakoHag3opy, HaMpaB/EeHHbIX Ha BbIAB/MEHME, XapPaKTePUCTUKY, MpPeLoTBpalleHne WK
MWHUMMU3ALMIO PUCKOB, CBA3AHHbIX C JIEKAPCTBEHHbIMM NpenapaTamu, BKAOYan oueHKy 3GdeKTUBHOCTH
AaHHbIX MepOI'IpVIﬂTVII\/‘I N 0eATeNbHOCTU,;

"cuctema papmakoHaasopa” (pharmacovigilance system) - cuctema, opraHusyeman gepatensimm
PErncTpPaunoHHbIX YAOCTOBEPEHUIA JIEKAPCTBEHHbLIX MPENapaToB WM YNOJHOMOYEHHLIMW OpraHammu
rocyZapcTs - yneHoB EBPasmiiCKOro 3KOHOMMYECKOTO CO03a A/1A BbINOJIHEHMA 3a4a4 M 06A3aHHOCTEN Mo
dbapmaKoHaZ3opy, NpeAHasHAYeHHas A9 KOHTPoJsis 6e30MacHOCTM JIeKAPCTBEHHbIX MPEenapaTos,



CBOEBPEMEHHOrO BblABNEHNA BCEX M3MEHEHUI B OLeHKe CooTHOoLWeHNnA "nonsbaa - pMCK" NEeKapCTBEHHDbIX
npenaparTos, pa3pa60TKM 1 BHeapeHnAa mep no obecnevyeHuto npuMeHeHMA NeKapCTBEHHbLIX NPenapaToB
npu nNpesbIWLEHUN NOJIb3bl HA4 PUCKOM;

"cooTHowWweHMe "nonb3a - puck"” (risk-benefit balance) - oueHKa NONOKUTENbHbIX TepaneBTUYeCKUX
3¢ deKTOB NEKAPCTBEHHOrO Mpenapata Mo OTHOLEHWUIO K PUCKaM, CBA3AHHbIM C €ro MpUMEHEHWEM
(noHATME pUCKa BKAKOYAET N10HOMN PUCK, CBA3AHHDBIN C Ka4ecTBOM, 6€30MacHOCTbIO UM 3HEKTUBHOCTLIO
NleKapcTBEHHOTro NpenapaTa No OTHOLWEHMIO K 340P0BbI0 NaUMEHTa AN HaceNeHus);

"cnoHTaHHOe cooblleHMe (cnoHTaHHoe u3BelleHue)" (spontaneous report (spontaneous
notification)) - nobpoBosibHaA nepegaya paboTHUKOM chepbl 34PaBOOXPAHEHUS UM MOTpebuUTenem
YyNOAHOMOYEHHOMY OpraHy rocyZapcrsa - 4YneHa EBpPasMiACKOro 3KOHOMMYECKOrO COHo3a, AepyKaTesnto
PEerncTpaLunoHHOro YAOCTOBEPEHUA /IeKapCTBEHHOro npenapata WM  APYyrold  ynoJHOMOYeHHOM
opraHusauum (B8 Tom uucie BcemMpHOW OpraHuM3aLMu 34p0aBOOXPAHEHUsA, PErMOHANbHBIM LLeHTpam
dbapmaKoHaa30pa, TOKCMKONOTMYECKUM LLEHTPaM) AaHHbIX, KOTOpPble COAepKaT onmucaHWe O4HOM MK
HECKO/IbKMX HeXKenaTe lbHbIX peakumin y naumMeHTa, NPUHUMABLLEro OAMH UAN HECKOJIbKO IeKapCTBEHHbIX
npenapaToB, M KoTopble He OblM MoJlyYyeHbl B X04e MPOBeAeHUA KIMHUYECKOTO MCCef0BaHuAa Uam
NPUMEHEHUA MHOIO MeToAa OpraHM30BaHHOro cbopa AaHHbIX;

"cnpaBoyHana MHboOpMaumMs nNo 6Hes3onacHOCTU JieKapcTBeHHoro npenapaTa" (reference safety
information) - nHdopmauma, BKIOYEHHAA B OCHOBHYIO MHPOpMaumio no 6e3onacHoOCTU AepKaTens
PEerncTpaLnoHHOro ya0CTOBEPEHNA 1EKapCTBEHHOrO Npenapara;

"cyllecTBeHHble U3MEHEHUN MOoKasaHuli K meguuMHCKOMY npumeHeHuto" (significant change in
indication) - M3MeHeHMA NOKas3aHWA K MNPUMEHEHWUIO, KOTOpble BKAOYAOT B cebA U3MeHeHue
paspelleHHbIX MOKa3aHMI K NMPMMEHEHMIO IeKapCTBEHHOMO Mpenaparta, NPU KOTOPOM HOBasA LieneBas
MONy/AAUMA CYLWECTBEHHO OT/AIMYAETCA OT TOW, A8 KOTOPOW MepBOHaYasibHO Oblno paspelleHo
NMPUMEHEHWE JNIEKAapPCTBEHHOIO MpenapaTa, BK/OYEHME HOBOFO HO30J/IOTMYECKOrO MOKasaHua K
NPMMEHEHWIO, HOBOW BO3PACTHOW rpynnbl (Hanpumep, nNeaMaTpUYEcKMe MOoKasaHuA), U3MeHeHue
CTEMEHWN TAMKECTM NOKa3aHUA OT bosiee TAXKENOro COCTOAHUA K MEHEE TAXKENOMY, NMepexos oT BTOpPOW
JIMHWUM Tepannu K NepBoi IMHUM U UHble U3MEHEHUS, CYLLECTBEHHO BAMUAIOLLME Ha COOTHOLLeHMe "nosb3a
- pUCK" neKkapcTBeHHOro NpenapaTa;

"TpeboBaHuMsA K ypoBHIO KavecTBa" (quality requirements) - xapaKTepUCTUKN CUCTEMbI KauyecTsa,
KOTOpble C onpeaeneHHON BEPOATHOCTLIO NMPUBOAAT K SOCTUKEHMIO TPEOYEMbIX PE3Y/IbTaTOB MW LeNew;

"dbapmakoHagzop" (pharmacovigilance) - Bug, OeaTenbHOCTU, HanpaB/ieHHbIA Ha BbIABAEHUE,
OUEHKY, MOHMMaHMe U NpeaoTBpalLeHMe HexKenaTe/bHbIX NMOCAeACTBMI NMPUMEHEHNA NEeKapPCTBEHHbIX
npenapaTos;

"uenesana nonynsuma" (target population (treatment) (treatment population target)) - naumeHTbl,
KOTOPbIM MOXET Ha3Ha4aTbCsA JIeKapCTBEHHbIN NpenapaT B COOTBETCTBMU C NOKa3aHUAMMU K MPUMEHEHUNIO
M NPOTMBOMNOKa3aHMAMM, NPeaYyCMOTPEHHbIMU AENCTBYIOLLEN OBLLEN XapaKTePUCTUKOMN 1eKapPCTBEHHOIO
npenapara.

2. TpeboBaHUs K cMCTEME KayecTBa
2.1. Cuctema KadyecTBa

2.1.1. CucTema KayecTBa AB/AETCA HEOTbEeMJ/IeMOW COCTaBAAIOWEN cucTeMbl dapmakoHagsopa.
Cuctema KayecTBa [O/IKHA OXBaTbiBaTb OPraHM3aLMOHHYIO CTPYKTYpy, 06/1acTM OTBETCTBEHHOCTH,
npoueaypbl, MPOLECChl U pecypcbl cucTeMbl GpapmakoHagsopa. CucTeMa KauyecTBa A0/IKHA BK/IKOYATb B
cebs Hajg/iexallee ynpasneHne pecypcamm, KOHTPO/ib COOTBETCTBUA TpeboBaHMAM 3aKOHOAATebCTBA
rocy4apcTe - 4ieHoB EBPasMIMCKOrO 3KOHOMMYECKOTO COoo3a (fJasiee COOTBETCTBEHHO - roCyAapcTBa-
uneHbl, Col03) MeKayHapoaHbIX AOrOBOPOB M aKTOB, COCTasaAlowWwMx npaso Coko3a, M ynpasieHue



AOKYMeEHTaumen.
2.1.2. Cnctema Kayectsa npegycmaTpuBaer:

CO3JaHNE CTPYKTYPbl CUCTEMBI Y NNAHMPOBAHME UHTErPUPOBAHHbBIX U COracoBaHHbIX NMPOL,ECCOB
(nnaHMpoBaHue KayecTtsa);

BbINO/IHEHUWE 33434 M 06A3aHHOCTEN CUCTEMbI KaYecTBa (KOHTPO/Ib KayecTsa);

KOHTPO/Ib U OLeHKYy 3deKTUBHOCTM pPaboTbl CTPYKTYP M NPOLLECCOB CUCTEMbI KayecTBa
(obecneueHune KauecTBa);

KOPPEKTUPOBKY M yayUlLEHME CTPYKTYPb! M NPOLLECCOB CUCTEMbI KauyecTsa (yaydlleHne KayecTsa).
2.1.3. O6WMMM LEeNsamm CUCTEMbI KauecTBa B cucTeme papMaKoHaa30pa ABNAIOTCA:

BbINO/IHEHWE TPebOBAHMI 3aKOHOAATEIbCTBA FOCYAAaPCTBA-Y/IEHA, MEXKAYHAPOAHbIX AOFOBOPOB U
aKToB, cocTaBastolWmMx NpaBo Coto3a, n 0ba3aHHOCTel No dapmakoHaa3opy;

NpegoTBPALLEHNE  HEeKenaTeNbHbiX  MOCAeACTBUIA  MPUMEHEHWA  3apPerMcTpupoBaHHbIX
NleKapCcTBEHHbIX NpenapaTos;

obecneueHune NpUMeHEHNA NeKapPCTBEHHbIX MPeNnapaToB NPu NpesBbilleHNN NONAb3bl Ha PUCKOM;

COAENCTBME 3aLUMTE 340PO0BbA NMALUEHTOB U OOLLLECTBEHHOMO 34,0POBbA.
2.2. MpuHUMNbI HageXxallen NpakTMKn dapmakoHag3opa

2.2.1. Ona BbINOMHEHWNA OOLUMX LLle/ieit KayecTBa, YKasaHHbIX B NyHKTe 2.1.3 Hacroawmx Mpasu,
cnepnyeT NpPUAEPKMBaTbCA CleAyoWMX NPUHLMNOB NpU pa3paboTKke cMCTEM M NPOLLECCOB, a TaK¥Ke npu
BbINO/IHEHUN BCEX 33434 U 06A3aHHOCTEN:

obecneueHune YO0BNETBOPEHUA Tp66OBaHMVI naymneHTos, megnumHCKnX pa6OTHMKOB n O6LI.I,ECTBa B
Lesiom B OTHOLUEeHNH 6e3onacHocTH NNeKapPCTBEHHbIX MNPenapaTos,

obecneyeHne 3¢pdEeKTMBHOrO PYKOBOACTBA MO BHEAPEHUID CUCTEMbI KavyecTBa M MOTUBALMM
nepcoHana;

BOBJIEYEHME BCEX COTPYAHMKOB OpraHusaumu (npegnpuatus) B NpoLecc Noagepyku cUcTembl
dbapmaKoHaa30pa Ha YPOBHE BO3/10XKEHHbIX Ha HUX 06si3aHHOCTEl;

BoB/1e4YeHne BCcex COTpyaHNKOB OpPraHmn3auunmn (I'Ipe,CI,I'IpMFlTMﬂ) B MOCTOAHHbIM npouecc nosblilWeHUA
Ka4yecCTBa CUCTEMDI d)apN\aKOHap,sopa;

opraHM3auma pecypcHoi 6asbl 1 NocTaB/eHHbIX Nepes cuctemoit papmakoHag3opa 3agdady B popme
CTPYKTYP M MpOoLECccCoB Takum 06pa3om, 4Tobbl ob6ecneunmBaTb aKTMBHYIO, COOTBETCTBYIOLLYIO YPOBHIO
pUCKa, HenpepbiBHYO paboTy no dbapmaKkoHaa30py;

YYeT M OLEeHKa BCEX MMELOLLMECA [0Ka3aTesIbHbIX AaHHbIX O COOTHOWEHMUM "nonb3a - puck". Jaa
NPUHATUA JaNbHENLWMX peLleHN AOMXKHbI PaCcCMaTPMBaTLCA U OLLEHMBATLCA BCE AaHHbIE, KOTOPbIe MOTyT
OKa3aTb B/MSAHUWE Ha JaHHOEe COOTHOLIEHME U MPUMEHEHWE IeKAaPCTBEHHOTO Npenapara;

copeiicteme passuTMio 3GPEKTUBHOIrO COTPYAHMYECTBA MeXAy Pa3paboTymKkamu, geprkaTenamu
PErncTPaLNoHHbIX YAOCTOBEPEHUI JIEKAPCTBEHHbIX MPEnapaToB, YMNOJHOMOYEHHbIMM OpPraHamm
rocy4apCTB-4/IeHOB, YYPEXKAEHUSAMN 34PaBOOXPAaHEHUSA, NaUMEHTaMMU, MEAULMHCKMMU PabOoTHUKaMK,
Hay4YHbIMW  OpraHM3auMAMM U APYTMMM  3aMHTEPECOBAHHbIMM CTOPOHAMM B COOTBETCTBUM C
3aKOHOAATENbCTBOM FOCYAapPCTB-4/1EHOB.



2.3. OTBETCTBEHHbIE 33 CUCTEMY KayecTBa

2.3.1. 3a obecneyeHue paboTbl cncTembl GapMaKoHaZ30pa B COOTBETCTBUM C TpeboBaHUAMM K
cMCTeMe KayecTBa HEecyT OTBETCTBEHHOCTb BCE CMELManucTbl, BbINOAHAKOWME paboTy No opraHu3aumum
cucTemMbl KayecTBa. Heobxoaumo obecrneunTb CUCTEMHbIA MOAXOA K BHEAPEHWIO U MOAAepXaHWUio
CUCTeMbl KayecTBa Ha Hagnexawem yposHe. OpraHusauus [o/MKHA obecneynTb A0CTaTOYHOE
KONMYECTBO  KOMMETEHTHbIX W  ODYYEHHbIX  CMELManncToB, UMEIOLWMX  COOTBETCTBYIOLLYIO
npodeccrmoHanbHyto NOArOTOBKY, ANA BbINOAHEHUA Tpebyemoro ob6bema paboT no papmakoHaa30py Ha
Hag/1eXalllem ypoBHe.

2.3.2. PyKoBOAMTENSIMM OpraHM3aumMm [O/KeH ObITb obecnevyeH CUCTEMHbLIM noaxon K
obecneyeHuto KayecTsa. PyKoBoaANTENM OpraHU3aLmii B paMKax BbiMoAHeHUA GYHKLUKUI No obecnevyeHnio
CUCTEMHOro NoAxoAa HecyT OTBETCTBEHHOCTb 3a:

obecneyeHne AOKYMEHTUPOBAHNA CUCTEMbI KaYecTBa B COOTBETCTBMM C TPebOBaHUAMM HACTOALLMX
Mpasun;

obecneyeHune Hagnexawero KOHTpoNA U AOKYMEHTUPOBaAHUA BCeX M3MEHEHUI B cuUcTeMe
d)apN\a KOHaA30pa N CUCTEME Ka4vecCTBa d)a PMaKOHaA30pa;

obecneyeHne BOSMOXKHOCTU 0ByYeHUs;

obecrneyeHne TpebyembiMn pecypcamn (B TOM 4Yncie HeobXoAMMbIMW  MOMELLEHUAMMU,
obopyaoBaHuem n T.4..);

BbINOJIHEHWE PErYNAPHON OLeHKM PaboTbl cucTembl GapMaKoHaA30pa, BKAOYAA MHTETPUPOBAHHYIO
CUCTEeMY KauyecTBa, C MNoOATBep:KAeHMem ee 3¢pdeKTMBHOCTU. [lpM HeobXOAMMOCTU  [0/KHbI
PEeaNn30BbIBaTLCA KOPPEKTUPOBOYHbIE U NpeaynpeanTebHble MeponpUATUS;

obecrneyeHne Hannumna 3pPeKTMBHOrO MexaHM3Ma peannsaummn COOTBETCTBYIOLMX MEpP B C/lydae
BbIABJEHUA M3MEHeHUI npodunas 6e3onacHoCTU paspabaTbiBaemblX M BbIMYCKAEMbIX EKAPCTBEHHbIX
npenapaTos;

obecneyeHne CBOEBPEMEHHOIO BbIABEHWUA U NMPUHATUAA NMPU HEOBXOANMOCTN KOPPEKTUPOBOYHbIX
M npegynpeguTenbHblX Mep B Clyyae HecobnoaeHus TpeboBaHMI K  KauyecTBY CUCTEMbI
dapmaKkoHaa30pa;

obecneyeHne NpoBeaeHNA PerynapHbIX ayauToB CUCTEMBI.
2.4. ObyyeHune nepcoHana

2.4.1. Bo3MOXHOCTb obecreyeHunsa Tpebyemoro Kayectsa BbIMOJHEHWUA NPOLLECCOB, CBA3AHHbIX C
bapmaKkoHaA30pOM, 1 NOMYHaEMbIX PE3Y/IbTaTOB HEMNOCPEACTBEHHO CBA3aHA C Ha/IMUMEM [0CTAaTOYHOrO
KO/IMYECTBA KOMMETEHTHOTO, KBaIMPULMPOBAHHOIO U 0By4eHHOro nepcoHana.

2.4.2. B opraHusauumn pomkeH 6biTb paspaboraH M AOMKEH BbINOAHATbCA MAaH obydyeHun
cneunanuctos no ¢papmakoHaazopy. ObyyeHne JONKHO BKAOYATL BBOAHOE 0ByyeHWe 1 nocneaytouiee
oby4yeHne Ha MPOTAXKEHUM BCEro nepuoaa paboTbl B COOTBETCTBMM C BbIMOJHAEMbIMU GYHKUMAMM U
nocTaBNeHHbIMK 3aga4amn. ObyyeHne A0MKHO 6biTb HaNPaB/ieHO Ha MOBbiWEHWE COOTBETCTBYHOLLMX
npodeccMoHanbHbIX HaBbIKOB, BHEAPEHWE HaY4YHbIX OOCTUNKEHUM B MNPAKTUKY W  BbINOAHAEMble
npoueaypbl, obecneyeHne COOTBETCTBMA BCEX CMELMANNCTOB TpeboBaHMAM K KBanuduKauum,
npodeccMoHanbHbIM HaBblKaM, 3HAHUAM W MOHWMMAaHMIO BbIMOJAHAEMbIX MpoUeayp, CBA3aHHbIX C
dapmakoHagzopom. Bce cneumanuctbl  AOMKHbI  6biTb  0ByYeHbl  BbINOAHEHWIO  MNPOUEAYP,
NpeayCMOTPEHHbIX NPU BbIABAEHUN N3MeHEeHW Npoduna 6e30MacHOCTM IeKapCTBEHHbIX NpenapaTos.



2.4.3. [leicTtBylowpe B OpPraHM3auMu Mpoueccbl MO MPOBEAEHWUI0 ODy4eHMA  OO/KHbI
npeaycMaTpm1BaTh 3/1IEMEHTbI KOHTPOA Pe3ybTaToB 06y4eHMA NO AOCTUKEHMIO TPebyemMoro NoHMMaHuA
1 BbINOAHEHUS GYHKUMI No papmaKkoHaa3opy.

2.4.4, B opraHu3aumu TpebyeTcs npoBedeHME COOTBETCTBYHOLWEro 0bydyeHWa onpeneneHHbIM
acnektam dapmaKkoHaZ3opa CneumannctoB APYrux NoApasfAeseHni, AeATeNbHOCTb KOTOPbIX MOMKET
NoB/MATb Ha NOKasaTenn cucteMbl GapmMaKoHAZ30pa M BbiNOJHEHME GYHKUMI No ¢apmaKkoHagzopy.
YKasaHHan [eATe/IbHOCTb BK/OYaeT B ceba B TOM uMcine MPOBeAEeHME KAMHUYECKUX UCCef0BaHWUi,
paboTy c Xanobamu, NOAroToBKY MeAMUMHCKOW MHbOPMAUMK, NPOLAXKY U MAPKETUHT, NMOAroTOBKY
PErncTpaLnoHHbIX OKYMEHTOB, NPaBOBble BOMPOCHI U ayauT.

2.5. Cpeactsa 1 06opypoBaHue ana papmakoHag3opa

2.5.1. flocTukeHune Tpebyemoro ypoBHA KayecTBa OCYLLECTB/IEHUA NPOLLEeccoB papmaKkoHaa3opa U
noay4yaemMbix pPesy/nbTaToB CBA3AHO TaKkKe C obecneyeHnem cUCTeMbl HEODXOAMMbBIMU CPEACTBAMM U
060pyaoBaHMEM, UCMOb3YEMbIMM B 3TUX NpOLLEecCcaXx.

2.5.2. Cpeactsa u obopyaoBaHMe [AO0/MKHbI pacnosiaraTbca, 6blTb CKOHCTPYMPOBAHHbIMM,
a4anTUPOBAHHbBIMU N OOCNYKMBAEMbIMM TaKMM 06pa3om, YToObl COOTBETCTBOBATb MOCTAB/IEHHON LLenu
cornacHo uenAm KadectBa B ¢apmakoHagsope. Cpeactsa, obopyaoBaHMe U UX GYHKUMOHaNbHble
CBOWCTBa, BaXHble A1A OCYLIECTBAEHUSs (apmaKoHaa30pa, NnoanekaT COOTBETCTBYIOLLEN MNPOBEPKE,
KBaAnduKaumm u (Mam) BanMaaumm ona NoATBEPKAEHUA COOTBETCTBMA NpeAHasHadyeHHoWn uenu. Ana
onpeaeneHns MacwTaba nNpoBepku, KeanubMKauMm WM Baaugauum  cneayet  UCNosib3oBaTb
OOKYMEHTUPOBAHHYIO OLEHKY PUCKA. ITOT METOZ YNpaBieHUA PUCKamMM HeobXoAMMO MPUMEHATb B
TeueHue BCero CpoKa aKcnyaTaumnm cpeacTs U 060pyA0BaHUA C yHeTOM TakuxX GaKTopoB, Kak BAMAHKUE Ha
6€e30MacHOCTb MauMeHTa M KayecTBO [AaHHbIX, @ TaAKMKe C/IOKHOCTb COOTBETCTBYIOLIMX CPeacTB U
obopyaoBaHuA.

2.6. ObecneyeHune gepRaTeAMU PETMCTPALMOHHbIX
YA0CTOBEPEHUIA NEKAPCTBEHHbIX MPEnapaTos COOTBETCTBUA
TpeboBaHMAM 3aKOHOAATENbCTBA FOCYAaPCTB-Y/1EHOB,
MeXAyHapoaHbIX AO0roBOPOB U aKTOB, COCTaBAAOLLNX
npaso Coto3a

2.6.1. B uensx obecneyeHns COOTBETCTBUS TPeOOBAaHMAM 3aKOHOAATENbCTBA FOCYAAPCTB-Y/IEHOB,
MeXAYyHapoaHbIX AOFOBOPOB M aKTOB, cocTaBaAtowmx npaso Coto3a, gep)KaTensimm permcTpalmoHHbIX
YOOCTOBEPEHUIA NEKAPCTBEHHbIX MPENAPaToOB AOMXKHbI BbINOAHATHCA MpoLeccbl nNo obecneyeHuto
KayecTBa CUCTEMbI, LLe/IAMM KOTOPbIX ABNAIOTCA:

BbINOJIHEHWE MNOCTOAHHOrO MOHWUTOPMHIA AaHHbIX NO GapMaKoHaA30py, pa3paboTka 1 BHeapeHne
MEpP MUHUMM3ALMMU PUCKa NPU onpeaeneHnn UX HeoBXOAMMOCTU, Hadexallan OLUEeHKa AaHHbIX Mo
6€e30MacHOCTM BHE 3aBMCMMOCTM OT UCTOYHMKA MX MNOAYYEHUA (CO CTOPOHbI NALUMEHTOB, MEAULUHCKUX U
dbapmaL,eBTUYECKMX PabOTHUKOB, ONy6/MKOBAHHbBIX B MEOMUMHCKOW NUTEpaType, BbIABIEHHbIX B XO4e
MOCTPErnCTPaLMOHHbIX MCCea0BaHNI);

BbINO/IHEHWE HAy4YHOW OLEHKKU Bcel MHbopMauumn no npodunto 6e30nacHOCTU NeKapCTBEHHOIO
npenaparta, BK/Al4Yasd MHPOPMALMIO O HerKenaTeNlbHbIX pPeaKuusax, PasBMBLUMXCA B TOM 4ucie Npu
NMPUMEHEHWM HEe B COOTBETCTBUM C YTBEPKAEHHOMN 06LLEN XapaKTEPUCTUKON NEKAPCTBEHHOTO NpenapaTa
(manee - OX/IN) UAK MHCTPYKUMEN NO MEAULMHCKOMY MPUMEHEHUIO (MMCTKOM-BKAadblwem) (aanee -
nUMn (NB));

BbiNo/HeHUe TpeboBaHMIA 3aKOHOAATENbCTBA OCYAAPCTBa-y/ieHa MO MPeAcTaBAeHMI0 B
YMNO/IHOMOYEHHbIA OpraH rocyAapcrsa-YieHa MHGOPMALMM O HeXKenaTeNbHbIX Peakuuax M UHOM
nHbopMaumMmn no 6e30MacHOCTM SIeKapcTBEHHbIX npenapatoB. C Leblo Hag/1exKallero BbIMOAHEHUSA
AaHHOW YHKUMKM U obecneyeHna KayecTsa, LefoCTHOCTM U NOAHOTbI NpeacTaBaseMmon MHbopmaumm,



Ha,u,nex(au.l,eﬁ BanMaaunn CUrHanoB, a TaKXe UCKNKYEHUA p,y6nv|pOBava COOGUJ,EHM% OO/1KHbI 6bITb
pa3pa60TaHb| M BHeApPEeHbl COOTBETCTBYHOLWME CTaHAAPTHbIE ONEPALMOHHbIE Npoueaypbl;

obecneyeHne 3pPeKTUBHOW B3aMMOCBA3M C YNONHOMOYEHHBIMU OPraHaMm rocyapcTB-yieHos,
BK/AOYaa nHbopmupoBaHue 06 MameHeHUAX npoduna 6e30nacHOCTM fIeKapCTBEHHbIX NpenapaTtos U
HOBbIX PUCKaX, macTep-paiine cucTembl GAapMaKOHaZ30pa, CUCTEMbI YMNPABAEHUA PUCKAMKU, Mep
MUHMMM3ALMM PUCKA, NEPUOANYECKOrO 06HOBIAEMOro oT4eTa no 6e30MacHOCTU, KOPPEKTUPOBOUHBIX U
npeaynpeamutenbHbiX Mepax, MoCTPerMcTpPaLUmMoHHbIX UCCiea0BaHMAX No 6e3onacHocTy;

obecneyeHne COOTBETCTBUS MHPOPMALMM O NEKapCTBEHHbIX Npenapartax (OX/1M, UMM (N1B))
COBPEMEHHOMY YPOBHIO HayYHbIX 3HAHUI;

obecneyeHne meanLMHCKMX PabOTHUKOB M NauneHToB MHbopmaLmelt no 6e3onacHoCTy.

2.7. ObecneyeHMe yNOAHOMOYEHHbIMWN OpraHamm
rocyapCcTB-4/IeHOB COOTBETCTBMA TPeHOBaAHMAM 3aKOHOAATENbCTBA
rocyapcTB-4/1EHOB, MEXAYHAPOAHbIX OrOBOPOB U aKTOB,
coctasnawowmx npaso Corosa

2.7.1. YNoAHOMOY€EHHble opraHbl rocyapcTB-Y4/1eHOB A0NXHbI MMETb COOTBETCTBYIOLLYIO CUCTEMY
obecneyeHUs KayecTBa NPOLECCOB B LENAX:

OUEHKHM KaveCTBa NPeacTaBIAEMbIX AAHHbIX MO ¢apN\aKOHa,u,30py;

OLEHKM ” 06paboTKM [JaHHbIX No <¢dapmakoHaa30py B COOTBETCTBUM C  TpeboBaHUsMU
3aKOHOAATENbCTBA FOCYAAPCTB-YIEHOB, MEXAYHAPOAHbIX AOFOBOPOB M aKTOB, COCTaBAAKOLWMX MNpPaBo
Coto3a;

obecneyeHns  rapaHTUPOBAHHOM  HE3aBUCMMOCTM B  BbINOSHEHUW  [EATENIbHOCTU MO
dapmaKoHaazopy;

adPekTMBHOrO UHGOPMMUPOBAHMUA MAUMEHTOB, MEAMUMHCKMX pPabOTHMKOB, AOepKaTenei
PEerncTpaunoHHbIX y40CTOBEPEHMI M OOLLECTBA B LLEIOM;

NpPoOBeAEHNA MHCMEKLMIM, BKTHOYAA LOPErUCTPALMOHHOE MHCTIEKTUPOBAHME.

2.7.2. He3aBMCMMOCTb B BbINOJAHEHUN AEeATENbHOCTM NO dapMaKoHaa30py onpegenserca
NPUHATUEM BCEX PErYNATOPHbIX PELEHMI TONbKO B MHTEepecax 340p0BbA MaLMEHTa M 0OLLECTBEHHOrO
340pOBbA.

2.8. YnpaBneHue AOKyMeHTauuen

2.8.1. Cuctema ynpaB/ieHMA [OOKYMEHTaUMen ABAAETCA 4YacTbld CUCTEMbI  KayecTBa,
PacnpoCTPaHAETCA Ha BCE AOKYMEHTbI cucTeMbl dapMakoHaa3opa u obecneunBaeT BOSMOXHOCTb MOMCKA
OaHHbIX M NPOC/IeXKMBAaEMOCTb BbIMO/IHAEMbIX NPOLLeAyp, BKAOYAA Npou,eaypbl OLEHKM HOBbIX AAHHbIX MO
6€30MacHOCTM B OTHOLLIEHUN BPEMEHMW BbIMOSIHEHMSA OLEHKU U NPUHATbIX pPelleHuni.

2.8.2. Cuctema ynpasaeHUsa AOKYMEHTaumel fo1KHa obecneunsaTh:
KayecTBO AaHHbIX No GapmMaKoHaA30pYy, BKAKOYAA UX MOAHOTY, TOMHOCTb U LLe/IOCTHOCTb;
3 PEKTUBHYIO BHYTPEHHIOIO M BHELLUHIOK Nepeaayvy AaHHbIX;

XpaHeHWe AOKYMEHTOB, MMEIOLLMX OTHOLIEHME K cucTemMam hapmMaKoHaA30pa M OCYLLECTBAEHUIO
dapmaKoHag3opa MO KaXkKAOMY M3 JIeKapCTBEHHbIX NpPenapaToB, COMMAcHO MPUMEHMMbIM CPOKam
XpaHeHus.



2.8.3. [ep:KaTenb pPervcTpaLMoHHOro YAOCTOBEPEHWMA JIeKApCTBEHHOro npenapata (manee -
fAepxKaTenb PerncTpauyoHHOro YA0CTOBEPEHMS) A0MKEH 0becneynTb Haanexallee LOKYMEHTUPOBAHME,
obpalleHne M xpaHeHue Bceld MHPopmauum no GapmMaKoHaA30py C Le/Ibio BbIMOJHEHWUA MNpoueayp
TOYHOrO PENOPTUPOBAHUA, UHTEPNPeTaLMn 1 BepudnKaLuMmn AaHHbIX. [epraTtenem perncTpaumoHHOro
YAOCTOBEPEHUA [O0NKHA ObITb obecneyeHa cUCTeMa NPOCNEXMBAEMOCTM W MNOCNEAYIOWEN OLEHKU
COOBLWEHNI O HEXKeNaTe/IbHbIX PeaKLUAX.

B pamkax Hactoawmx Mpasun "penopTupoBaHune” o3Ha4YaeT npouecc nepesayn B yCTaHOB/IEHHOM
dopme nHPopMaLUM O HeXKeNaTeNbHbIX PeakLUMAX B YNOJHOMOYEHHbIE OpraHbl rocy4apcTBa-yaeHa uam
NOAYMHEHHbIE UM SKCMEPTHbIE OPraHM3aumMn B chepy KOMMETEHLMM KOTOPbIX BKIOYEH papMaKoHaA30p.

2.8.4. Cnctema ynpaBneHuMsa [OKYMEHTAUMEN [O0MKHA BKAOYATb B ceba Komniaekc mep no
obecneyeHuto 6€30MaCHOCTU U KOHOUAEHUMANBHOCTU AaHHbIX B LLeNAX BblINOAHEHUs TpeboBaHuUiA no
3alWmMTe MEepCOoHasbHbIX [AaHHbIX MALUMEHTOB B COOTBETCTBMM C TpeboBaHMAMM 3aKOHOAATENbCTBA
rocyapcrBa-usieHa. YKasaHHble mMepbl AO/HbI BKAOYaTb B ceba cTporoe orpaHuWYeHWe, COrnacHo
KOTOPOMY AOCTYN K OKYMEHTaLMM U 6a3amM JaHHbIX UMEETCA TO/IbKO Y YNOJIHOMOYEHHbIX /INLL.

2.8.5. Cuctema ynpasBieHUs AOKYMeHTauMen Oo/XKHa BKAYaTb B ceba npoueccbl obecnedeHums
3aWmTbl MHGOPMaLMM Mo GapMaKOHAA30PY OT NMOTEPU M Pa3pyLLEHNS.

2.9. [lokymeHTauma cmMcTembl KayecTsa

2.9.1. Bce 3nemeHTHI, Tpe6OBaHMH M NONOXKEeHUA CUCTeMbl KayeCTBa [AOO0J1XKHbI ObITb
AOKYMEHTUPOBAHbI U CUCTEMATU3NPOBAHbI COOTBETCTBYHOLLMM 06pa30M B BMnAe TaKMX PYKOBOACTB U
npoueanyp e NMMCbMEHHOM d)opN\e, KaK NJ1aH No Ka4yecCTBy, PyKOBOACTBO NO Ka4eCTBYy N OTYETbLI NO Ka4ecCTBy.

2.9.2. NnaH No Kayectsy OnNpenenseT OCHOBHbIE LLe/IM CUCTEMbI KauecTBa M MPOLLECChI, KOTopble
OO/KHbI  ObITb  BHEApeHbl A8  OOCTUXKEHMA TMOCTaBAeHHbIX ueneid. [poueaypbl MO  Kayectsy
npeacTaBAsoT coboi onMcaHWe YCTaHOBNEHHOrO MOpsAAKa BbINOJAHEHMS MPOLECCOB M MOryT MMETb
dopmMy CTaHAAPTHBLIX ONEpPaLMOHHbIX NpoLeayp M pabounx UHCTPYKUUIA UAK PYKOBOACTB. PYKOBOACTBO
Mo KayecTBy onpegfenser 061acTb PacNpOCTPaHEHUSA CUCTEMbI Ka4ecTBa, NPOL,ECChl CUCTeMbI KayecTBa M
MX B3aMMOCBA3b. OTYETbI MO KauecTBy BK/IOYAIOT B CEHA NONYyUYEHHbIE pe3y/ibTaTbl paboTbl cMcTembl 60
NOATBEPKAEHMSA BbINOJHAEMON AEATENBHOCTMH.

2.9.3. Cuctema KayecTBa A0MKHA ObITb OTPAXKeHa B CneayoWwmMX JOKYMEHTaX:
[OKYMEHTaLMA MO OPraHN3aLMOHHON CTPYKTYpe 1 06A3aHHOCTAM NepcoHana;
naaH o6y4eHmna U oT4eTbl NO NpoBeaeHHOMY 0By4YeHuto;

WMHCTPYKLMN NO COOTBETCTBUIO NPOLLECCOB YNpPaBAEeHUS;

MHCTPYKLMM MO KPUTUYECKMM  rnpoueccam  dapmakoHag3opa, BKAlo4Haa obecreyeHune
HenpepbIBHOCTU Npolecca;

WHOMKATOPbl  BbIMOAHEHWA  MPOLLECCOB,  KOTOPble  WMCMOAbL3YIOTCA A8 MOCTOAHHOrO
MOHWTOPMPOBAHUSA HaZ/1eXKaLLLEro BbINoAHEHUA GYHKLMI Mo papmaKkoHaa3opy;

OTYETbI MO ayAUTY M NOCNEAYIOLEMY ayANUTY CUCTEMbI KauyecTBa, BK/IKOYaA NONyYeHHbIE AaHHbIE U
pesynbTaTbl.

2.9.4. lokyMeHTaLMA No CUCTEME KaYecTBa AO/KHA TaKKe BK/oYaTb B cebs:

MeToAbl MOHUTOPMPOBaAHMA 3GGEKTUBHOCTM (PYHKLMOHMPOBAHUA CUCTEMbI KayectBa W, B
4aCTHOCTU, ee CNOCOBHOCTb BbINOJIHEHUS 33434 CUCTEMbI Ka4yecTBa;



OTYeTbl MO pe3y/sbTaTaM BbIMOJHEHHbIX Npoueayp Mo ¢apMaKoHaZ30py, MNOATBEpKAAtoLWMeE
BbIMO/HEHWE NPEeAYCMOTPEHHbIX 3TanoB U AeUCTBUN;

[OKYMEHTbI U OTYeTbl MO CPeACTBamM WM 06OPYAOBaHMIO, BK/IKOYAA MPOBEpKy (YHKUMOHANbHbIX
CBOWCTB, AeATENbHOCTb NO KBaAMPUKALMM U BaAUAA LMK, KOTOPble MOATBEPNKAAIOT BbINOJAHEHWE BCEX
CTaAuin, NpeayCMOTPEHHbIX COOTBETCTBYIOLWMMM TPeBOBaHMUAMM, MPOTOKOIAMM M NpoLeaypamu;

OT4YeTbl, MOATBEP)KOAOWME KOHTPO/Jb OTK/JOHEHWA OT YCTAHOBNEHHOW CUCTEMbl KayecTsa,
NPUHATUE NPeaynpPeauTeNbHbIX U KOPPEKTUPYIOWNX MEPONPUATUN, OLEHKY 3OPEKTUBHOCTU NPUHATBLIX
mep.

2.10. lononHUTeNbHAA AOKYMEHTALMA NO CUCTEME KayecTBa
AepKatensa perMcTpauMoHHOro ya0CToBEPEHNSA

B gononHeHue K Tpebyemol LOKYMEHTaLUMM MO CUCTEME KauecTBa AepKaTe/lb PerucTpalMoHHOro
YAOCTOBEPEHMA [AO/MKEH YTBEPAUTbL B BUAE AOKYMEHTAa B MUCbMEHHON ¢Gopme OpraHM3auUOHHYIO
CTPYKTYPY, OMNpeaenaiowyo Mepapxuyeckylo B3aMMOCBA3b YMPaB/AIOWErO W KOHTPOIMPYHOLLEro
nepcoHana, a TakKe 06A3aHHOCTU U GpYHKLMM NepcoHana, cMcTemy ynpaBaeHUs pecypcamu.

2.11. lononHUTeNbHAA AOKYMEHTaLMA NO CUCTeME KavyecTBa
YMNOJIHOMOYEHHbIX OPraHOB rocy4apCTB-41€HOB

B ponosnHeHuve K Tpebyemoin OOKYMEHTauuM Mo CUCTEME KadecTBa YMNONHOMOYEHHbIM OpraH
rocyZapcTBa-YN1eHa LO/IKEH AOKYMEHTMPOBATb OPraHM3aLMOHHYIO CTPYKTYpPY, pacnpeaeneHue 3agay u
OTBETCTBEHHOCTM BCEro MEpCcoHana, a TaKXKe Onpeae/MTb KOHTaKTHble Auua 418 obecnevyeHus
B3aMMOAENCTBMSA  MeXAy YNOJHOMOYEHHbIMM  OpraHamu  rocyAapCTB-Y4N€HOB,  AepKaTensimm
PErnCTPaLMOHHBIX YAO0CTOBEPEHUIA U INLIAMU, MPEACTaBAAOWMMM MHPOPMALIMIO O PUCKAX, CBA3AHHDBIX C
NNeKapCTBEHHbIMKM NpenapaTamu.

2.12. Kputnueckume npouecchbl B papmakoHag3ope

2.12.1. Kputnueckme npotiecchbl B papmaKkoHaa30pe BKAOHAIOT B cebs:

HenpepbIBHbIAN  MOHUTOPUHI nNpoduns 6Hes3onacHOCTM WM  cooTHoweHuss "nonb3a - puck”
3aperncTpupoBaHHbIX 1€KAPCTBEHHbIX MPEnapaTos;

BHEAPEHWNE, PEaSIM3ALMIO U OLLEHKY CUCTEMbI YIPABAEH WS PUCKaMM C OLLEeHKOMN 3P PEeKTUBHOCTM Mep
MWUHUMU3ALUN PUCK];

npoueaypbl pa6OTbI C nHamsmnagyaiabHbiMmun COO6LLI,€‘HMFIMVI O HeXenaTtesibHbIX peakunax: c6op,
o6pa60TKy, ynpaBaeHune, KOHTPO/ib Ka4yecCTBa, Nosiy4deHne HeAOoCTaloWnxX AaHHbIX, MPUCBOEHNE HOMEPQ,
K/'IaCCMd)MKaLI,MIO, BblAB/1€HMNE NMOBTOPHDbIX COO6U.I,€HMI7I, OUEHKY 1 CBOEBPEMEHHOE NpeacTtaB/IeHNE;

BblAB/1EHUNE, U3Yy4YEHNE N OLLEHKY CUTHAN0B;

pa3paboTKy, NOArOTOBKY (BKAHOYAA OLEHKY AaHHbIX M KOHTPO/b Kayecrsa), NpeactaBieHve u
OLLeHKY Mepuoanyeckmx 06HOBAAEMbIX OTHETOB No 6e30MacHOCTY;

BblNO/IHEHWE 06A3aTeNbCTB MPU Bbl30BE YNOJHOMOYEHHbIMM OpraHaMu roCcyAapCcTB-YN1eHOB U
npeacTaBieHne OTBETOB Ha 3anMpocbl YMOJHOMOYEHHbIX OPraHOB rOCYAAPCTB-Y4/IEHOB, BKIOYAA
npeacTaB/eHne B yNOJAHOMOYEHHbIE OPraHbl FOCY4apPCTB-4/IEHOB NPAaBUIbLHON N NOAHOW MHPOPMaLMK;

obecrneyeHne B3aUMOZENCTBMA MeKay (GapMaKoHaZ30pOM M CUCTEMOIM KOHTPOAS KadyecTsa
NleKapcTBEHHbIX NpenapaTos;

VIHd)OpMMpOBaH ne ynoJIHoMo4YeHHbIX OpraHoB rocyaapcre-4s1eHoB 060 BCEX UBMEHEHMAX B OLeHKe



COOTHOLEHMA "NoNb3a - PUCK" 3apPerncTPMPOBaHHbIX IeKapPCTBEHHbIX NpenapaTos;

MHPOPMMPOBAHNE MEAMLMHCKUX M papMaLeBTUYECKUX pPabOTHUKOB, naumeHToB 060 Bcex
M3MEHEHMAX B OLLEHKe COOTHOWeHMs "nosnb3a - puUcK" c uenblo obecnevyeHuss 6e3omnacHOCTU U
3$PEKTUBHOIO NPUMEHEHUA IEKAPCTBEHHbIX NPENapaTos;

obecneyeHne CcOOTBETCTBMS MHOOPMALMM O JIEKAPCTBEHHOM npenapaTe, BK/Al4Yasa o0buyto
XapaKTEPMCTMKY JIEKapCTBEHHOrO npenapaTa 414 MeAMLMHCKOro NpUMeHeHNa, COBPEMEHHOMY YPOBHIO
HayYHbIX MEOMUMHCKMX 3HaHMM, BKIOYAA CAeNaHHble 3aK/loYeHUss 06 OUEHKe M pPeKoMeHAaLuu
YMNOHOMOYEHHbIX OPraHOB rOCy4apCTB-4Y/1EHOB;

BbINONHEHWE BCeX Tpebyembix AEeNCTBUI B Cly4yae M3MEHEHWA PEerucTpauMoHHOro cratyca no
npuYMHe nepecmoTpa npoduas 6esonacHoCTU.

2.12.2. NnaH obecnevyeHms HENPEPbLIBHOCTU NPOLLECCa A0KEH BKAOYATL B cebs:

onpegeneHne cobbITUi, KOTOpPble MOTYT CYLLECTBEHHO MOBAMATL Ha MEPCOHaNn OpraHuM3auMu B
Lenom Mbo Ha CTPYKTYpPbI M NpoLeccsl papMakoHaA30opa B YaCTHOCTH;

pe3epBHble CUCTEMbI Ha Cay4Yaih HEoBXOAMMOCTM IKCTPeHHOro obmeHa WHpOpMauUMeln BHYTPU
opraHusauum, ¢ ApyrmmMn OpraHM3aumMamm, BbINOAHAOWMMM GYHKLMM MO dapMaKoHaZ30py, € APYrMMm
paspaboTunkamm, AepKaTenamu PerucTPaumoHHbIX YAO0CTOBEPEHMIA U YNOAHOMOYEHHbIMM OpraHamm
rocyAaapcTB-471eHOB.

2.13. KoHTponb GYHKUMOHMPOBAHUA U 3PPEKTUBHOCTM CUCTEMDI
dbapmaKkoHag30pa n ee cMCTEMbI KauyecTBa

2.13.1. MeToabl KOHTPONA AeATeNbHOCTM U 3GGEKTUBHOCTU cUCTEMbl GapMaKOHAA30pa AOJKHbI
BK/IlOYaTb B cebs:

0630p 1 aHaNN3 CUCTEMbI INLLAMU, OTBETCTBEHHbIMW 33 YNPaB/eHNE CUCTEMON;
ayauThbl;

KOHTPO/1b COOTBETCTBUA TPeboBaHUAM;

MHCNeKkunu;

OLEHKY 3GPEKTUBHOCTM NPUHATLIX MepP N0 MUHMMM3ALMM pUCKa U obecnevyeHna 6esonacHoOro u
3$PEKTUBHOIO NPUMEHEHUS IEKAPCTBEHHBIX MPEnapaTos.

2.13.2. B uensx BbINONHEHUS MOHUTOPMHIA B OPraHM3aumMn LO/KHbI ObiTb 3apaHee onpenesieHbl
MHOMKATOPbl, MO KOTOPbIM BbINOAHAETCA OUEHKa 3(GEKTUBHOCTU QGYHKUMOHMPOBAHUA CUCTEMDI
dbapmaKoHaZ30pa C TOUKM 3peHNs TpeboBaHUI KayecTsa.

2.13.3. AyauT cMCTeMbI Ka4yecTBa, OCHOBAHHbIN HA OLLEHKE PUCKA, A0MKEH BbINONHATLCA PETYISPHO
yepes onpeneneHHble UHTEPBaANbl BPEMEHWN C Le/Ibl0 NOATBEPKAEHUSA COOTBETCTBUSA YCTAHOB/IEHHbLIM
TpeboBaHMAM K KayecTBy 1 onpegeneHns 3dGeKTUBHOCTU. AyauT CUCTEMbI KauyecTBa AO0/KEH BKIOYaTb
ayamT cuctembl papmaKoHaA30pa, MMEKLWEN MHTErPUPOBaAHHYIO CUCTEMY KavecTBa. AyamuT O0JKeH
BbINOJ/IHATLCA CMeUMasuCcTaMum, He BOB/IEYEHHBIMW B BbIMOIHEHME GYHKUMI U npoueayp, Nogexalmx
ayamuty. Mo pesynbTaTam KaxKgoro ayauTa CUCTEMbl KayecTBa W MOC/EAYHOWEro ayauta AO/KeH
COCTaBNATbLCA  OTYET, MOANENKALMA  OLEHKe /IMUAaMW, OTBETCTBEHHbIMM 33  OpraHu3aumio
COOTBETCTBYHOLLMX ayAMPYyEMbIX MPOLLECCOB. B cnyyae HEOOXOAMMOCTY MO pesynbTaTam ayauTa A0KHbI
NPUHUMATbLCA KOPPEKTUPYIOLME U NpeaynpeanTesibHblie Mepbl.

2.13.4. YNONHOMOYEHHble OpraHbl FOCYAAPCTB-Y/IEHOB [AOMXHbl 06ecneyntb MOHUTOPUHT



BbIMO/HEHUA OEPXKaTeNAMU PErnucTPauMOHHbIX YAOCTOBEpPeHMI OYHKUMA M ob6sa3aHHOCTed no
dbapmaKkoHaazopy. B uncno mep no obecneyeHno MOHUTOPUHIA BXOANUT BbINOSIHEHWE MHCNEKTUPOBAHMA
AeprKaTenei perncTpalMoHHbIX YA0CTOBEPEHUI CO CTOPOHbI YNOJHOMOYEHHbIX OPraHoOB rocyAapcTs-
YNEHOB.

2.14. YnonHomo4YeHHoe Lo no ¢apmaKkoHaasopy

2.14.1. [epKaTenb perucTpaumoHHOro yaA0CTOBEPEHUA AOMKEH HA3HAYUTL U UMETb B MOCTOAHHOM
pacrnopaXeHMn ynosHOMOYEHHOEe AMLO No papmakoHaa3opy (manee - Y/IP) B rocymapcTBax-yaeHax,
obnapatoulee Tpebyemolt Keanudukaumein. [epkatenb pPerucrpauMoHHbIX YA0CTOBEpeHUI coobluaer
bamMuAnIo M KOHTaKTHYI0 MHpopmaumio 06 Y/1O B ynosHOMOUYEHHbIE OpraHbl rocyaapcTB-yneHos. Mpu
M3MEHEHUM [aHHOW  WMHPOPMALMKM  Aep)KaTeNb  PErucTPaUMOHHbIX  YAOCTOBEPEHUN  AONKEH
NPOMHPOPMMPOBATL YMNOJHOMOYEHHbIE OpraHbl FOCYAAPCTB-YNEHOB B CPOK, YCTaHaB/AIMBAEMbI
3aKOHOAATENbCTBOM FOCYAapPCTB-Y4/1EHOB.

2.14.2. B Kaxpgoi cucteme dapmaKkoHag30pa MoXKeT bbITb ToNbKO ogHo Y/1D. Yenyrmn YIP moxkeT
ncnosb3oBaTb 6onee ogHOro Aeprkatens PerncTpaLMoHHbIX YA0CTOBEPEHMUIN B OOLLMX UAN OTAENbHbIX
cmctemax GapmMaKkoHag30pa, UK IMLLO MOXKET BbINONHATb GyHKUUK Y/IP 6onee yem gns ogHOM cUCTEMBI
dbapmakoHaz30pa OAHOro AepKaTens PerucTPaumoHHbIX YAOCTOBEPEHUA Npu ycaosuu, yto Y1P B
COCTOSIHUM BbINONIHATL BCE CBOM 06A3aHHOCTU. B gononHeHue K HasHadeHuto Y/IO ynosHOMOYEeHHble
OpraHbl rocyAapcTB-4/1eHOB BNpaBe TPeboBaTb Ha3HAYEHMA KOHTAKTHOro AnLa no G¢apmMakoHaa30py Ha
HaUMOHANbHOM YPOBHe, NogYmMHeHHoro Y/1®. KOHTaKTHOE /MLO HA HAUMOHA/NIbHOM YPOBHE MOMKET
BbINONHATL GYHKUUKM Y1,

2.14.3. O6a3aHHOCTU Y/I® A0MKHbI ONpeaenaTbca AO0NXKHOCTHOM UMHCTPYKLUMEN.

2.14.4. [ep)kaTenb PErnCTPALMOHHOIO YyAOCTOBepeHMA npepoctasnsaeTr Y/IO pocraTouHble
NOJIHOMOYMA NO YNPaBAEHUIO AEATENbHOCTbIO N0 PapMaKoHaA30py U CMCTEMON KauvecTBa. [epxatenb
PervcTpaunoHHOro yaoctoBepeHnsa npepoctasnser YO  pgoctyn K mactep-dainy  cuctemsl
dbapmaKkoHa30pa, a TaKkKe COOTBETCTBYOLME NONHOMOUYNS U obecneymBaeT noaydeHme MHGoOPMaLmMn o
NobbIX U3MeHeHUAX B MacTep-darine. NonHomoums, Kacatolmecs cucteMbl papmakoHaa30pa U macTep-
danna cucrembl papmakoHa[30pa, AOMKHbLI NO3BOAATL Y/IP BHOCUTL U3MEHEHUA B CUCTEMY, NaHbl
YNpPaBAEHUA PUCKAMM, A TAKXKe B MOArOTOBKY PEry/vpylowmx AeNCTBUA B OTBET Ha 4YpesBblyaliHble
CMTyaLUKN MO N3MeHeHUto Npodunsa 6e3onacHoCTH.

2.14.5. [Oep:KaTenb pPerucrpaLMoHHOro yaoctoBepeHna obecnevymBaeT Ha/Mume BCEX CUCTEM U
npoueccos, nossonstowmx Y/IO BbINOMAHATL BO3NOMKEHHble Ha Hero obasaHHocTU. C 3TOM Uenbto
AepyKaTenb PerucTpaumoHHOro ya0CcToBepeHmsa pa3pabaTtbiBaeT MEXaHU3MbI, NPWY MOMOLLM KOTOPbIX Y10
nosiydaeT BCO Heobxoaumyro MHPOPMALMIO U MMeeT AOCTyn KO BCeM AaHHbIM, KOTOpble emy MoryT
notpeboBaTbCA, Hanpumep:

MHbOPMaLMA O Ype3BblYalHbIX CUTyaumax Mo M3MeHeHMsaM npoduna 6e3onacHocTM M apyras
MHPOPMAUMA B OTHOLIEHUWN OLEHKM COOTHOLWIEHWMA "MoJsb3a - PUCK" NEeKapCTBEHHbIX MpenapaTos, Ha
KOTOpble pacnpocTpaHseTca cuctema GpapmaKkoHag3opa;

nHbopMaLmMa O MPOAO/IKAIOWMXCA U 3aKOHUMBLLMXCA KIMHUYECKMX WCCNEA0BaHUAX U MPOUMX
MCCNeaoBaHUAX, O KOTOPbIX 3HAET AeprKaTeNb PErucTpaupMoOHHOrO YAOCTOBEPEHMA U KOTOpble MOryT
MMETb OTHOLLEHWNE K 6@30MacHOCTM JIeKapCTBEHHbIX NpPenaparos;

MHOOPMALMS U3  MHbIX MWCTOYHUKOB, KPOME WCTOYHMKOB JEp)KaTens pPerucrpauyoHHOro
YZOCTOBEPEHUA, HAaNPUMEP, UCTOYHUKOB, C KOTOPbIMU AepiKaTesb PerucTPaLMOHHOIO yA0CTOBEPEHUA
MMeeT KOHTPaKTHble AOrOBOPEHHOCTH;

npoueaypbl dapmakoHag3opa, KoTopble pa3pabaTbiBaeT AeprKaTeNb  PEerncTpaLMOHHOro
YA0CTOBEPEHUA Ha KaXA0M YPOBHE C Lie/blo obecrneyeHmns cornacoBaHHOCTU K cobaoaeHua TpebosaHNi



B Npeaenax opraHusaumm.

2.14.6. YN1® nonyyaeTt nHbOpMaLMIO OT PYKOBOAALLEro NepcoHasna O pesy/ibTaTax MOCTOSHHbIX
0030p0OB CUCTEMbI KayecTBa W MNPeanpuHATBIX Mepax, AaHHble O COOTBETCTBUM TpeboBaHMAM,
NAaHUpPyeMbIM ayanTam cucTeMbl papmakoHagsopa. Y/IO nmeet NOAHOMOYMA UHULMMPOBATbL ayauT B
cnyyae HeobxoammocTu. Pykosoaawmnin nepcoHan npepoctasaseT Y/IP Konuto naaHa KOPPEKTUPYHOLLMX
M NpeaynpeanTenbHbIX MeponpuATUIA MOCAE KaXKAoro ayamTa, 4tobsl Y/1d morno ybeguTbca B NPpUHATUM
COOTBETCTBYIOLUMX KOPPEKTUPYHOLLUX MEPOMPUATUNA.

2.14.7. [lepKaTenb PErMcTPaLMoHHOro yAocToBepeHua obecneunBaeT BO3MOXKHOCTb MOJyYeHUs
nHpopmaumm Y1® 13 6a3bl aHHbIX HEXKENATE/IbHbIX PeaKLU i, MMEIOLLEIACA B €r0 PacnopsrKeHUN.

2.15. KBannduKauma nnua, ynoaHOMOYEHHOro
no ¢apmakoHagzopy B Cotose

2.15.1. Y1® [0MKHO MMETb COOTBETCTBYIOLIME TEOPETUYECKME W MPaKTUYEecKue 3HaHuA Mo
OCYLLECTB/IEHUIO AeATeNbHOCTM Mo ¢dapmaKkoHagzopy. Y/IO [0MKHO MMETb HaBblKM YMpaB/ieHUs
cucteMamn hapmMakoHaA30pa, a TaKKe MPoBeAeHUs 3KCNepTUsbl AN MMETb AOCTYN K NPOoBeAeHUIo
3KCMepTUsbl B TaKMX 06/1acTaX, Kak MeanumHa, dapmaLeBTUYecKMe HayKM, a TaKKe anuaeMmnosiorms u
bunocTaTUCTMKa.

2.15.2. lepkaTenb perucTpaumoHHOro yaocToBepeHmsa nposoant obydeHme Y/1d B obnactn ceoeit
cuctemMbl papmakoHa3opa nepes Tem, Kak Y10 3alimeT 40/1KHOCTb YNOAHOMOYEHHOro Anua. ObyyeHune
M ero pesynbTaTbl AOMKHbI HAagAeXKALWMM 06pa3omM AOKYMEHTUPOBATLCA.

2.16. dyHKUMKM nnua, ynoJHOMOYEHHOro No ¢papmaKkoHaa30py
B Cotose

2.16.1. KBanndumumpoBaHHOE NU1LLO, YNONHOMOYEHHOE No dapmaKkoHaa3opy B Cotose, ABnAeTcA
bU3MYECKUM NNLOM.

2.16.2. Y1d, Ha3HayeHHOEe Aep)KaTeNiemM PervcTpPauMoHHbIX YAOCTOBEPEHUN, AOJIKHO WMMETb
KBaNMPMKaLMIO B COOTBETCTBMM C MYHKTOM 2.15 HacToswmx Mpasua 1 6bITb B NTOCTOAHHOM PacnopaXKeHUn
AepKaTens pernctpaumoHHbIX yaoctosepeHuid. Y/1® gonKHO npoXkmBaTb M paboTatb B OAHOM U3
rocygapcre-4ieHoB. Y/I® oTtsevaeT 3a co3faHne U PyHKUMOHMPOBaHME cucTemMbl papmaKoHaz3opa
AepKaTens perncTpaLMoHHbIX YA0CTOBEPEHUI U, Cef0BaTe/IbHO, MMeEeT AOCTAaTOYHO NOJIHOMOYUI ANA
OKa3aHWA BIMAHUA HA OCYLLECTBNEHNE AEeATENbHOCTU NO GapMAKOHAZ30pY U CUCTEMY KAYecTBa CUCTEMDI
dapmakoHag3opa, copenctsme, cobnogeHWe UM MOBblleHWEe YpPoBHA cobatogeHua TpeboBaHMi
3aKOHOAATEe/IbCTBA FOCYAAPCTB-Y/IEHOB, MEXAYHapOAHbIX AOFOBOPOB M aKTOB, COCTaBAAIOLWMX NPaBo
Coto3a. CneposatenbHo, Y/1® gonkHo 06/1a4ate NONHOMOYUSMU U OTBETCTBEHHOCTBIO B OTHOLIEHUMU
macTep-daitna cuctembl ¢dapmakoHag3opa C Tem, 4Tobbl obecneyumBaTb WM MOBLIWATL YPOBEHL
cobntopenns TpeboBaHMIA 3aKOHOAATENBCTBA FOCYAAPCTB-Y/IEHOB, MEXAYHAaPOAHbIX OrOBOPOB U aKTOB,
cocrasasatowmx npaso Cotosa.

2.16.3. B OTHOWEHWN NEKAPCTBEHHbIX NPEenapaToB, Ha KOTOPble PACNPOCTPAHAETCA CMCTEMA
dbapmaKkoHa30pa AeprKaTeNs PernmcTpaLMoHHbIX yaoctosepeHuid, Y1® nmeet cnegytowme 06a3aHHOCTU:

BbINONHATL 0630p npoduneit 6e30MacHOCTM NIEKAPCTBEHHbIX MNPENApPaToB WM 4YpesBblYaliHbIX
CUTyauuit No M3MeHeHuo npodunel besonacHocTy;

BNafETb MNOMHOM WMHPopMaumert o6 ycnoBusax M 06A3aHHOCTAX, YCTAHOBNEHHbLIX MPU BblAaye
PErncTPauMoHHbIX YAOCTOBEPEHUI, U ApYrMX 06A3aTeNbCTBaX, MMEILWNX OTHOWeEeHMEe K 6e30MacHoCTM
nnn 6esonacHoMy NPUMEHEHMUIO IEKAPCTBEHHbIX NPenapaTos;

BNnaaeTb NoIHOM MHd)opmaumeﬁ 0 Mepax MMHUMN3aUNN PUCKOB;



MPUHUMATL YyyacTMe B M3YYEHUU W  YTBEPXKAEHUM MPOTOKOJIOB  MOCTPErnCTPaLMOHHbIX
nccnenosaHuii 6esonacHocTy;

BNAfETb MONHOW WMHOpMauMel O MNOCTPErMCTPALMOHHBIX UCCAefoBaHMAX No 6e3onacHocTy,
npoBegeHMe KOTOPbIX Ha3HAYEeHO YNOJIHOMOYEHHbIM OpraHOM FoCyAapCTB-4/1€HOB, BK/IOYasn pesy/bTaTbl
TAKMX UCCNefoBaHN;

AONONIHATb NN1aHbl yNpaB/aeHNA PpUCKaMu,

obecneunBatb BbiNOAHEHWE (YHKUMIA MO $apmMaKoHaA30py M NPeacTaBAATb BCE AOKYMEHTbI,
MMelolMe OTHOWEHWE K dapmMaKoHaA30py, COrlacHO TpeboBaHMSAM 3aKOHOAATENbCTBA rOCYAApPCTB-
Y/IeHOB, MEKAYHAaPOAHbIX 4OrOBOPOB M aKTOB, COCTaBAsAoWMX npaso Coto3a;

obecneumBaTb HeobXOAMMOE KayecTBO, BK/AKOYAsA TOYHOCTb WM MOJAHOTY, JAaHHbIX NO
dbapmaKoHaZ30py, NpeacTaBasemMblX B YNOJTHOMOYEHHbIE OpraHbl roCyAapCTB-4/1EHOB;

NpeAcTaB/ATb MNOJIHbIE U CBOEBPEMEHHble OTBeTbl Ha 3anpocbl YMNOJHOMOYEHHbIX OpraHoB
rocyapcrTe-4NeHoB O NpeacTaBAeHUN AO0MNOAHUTENbHON WHOPMALMM, HEeoBXOAUMON ANA OLEHKK
NoJib3bl M PUCKA IEKaPCTBEHHbIX NpenapaTos;

npeacraBiaATb I'II-O6YI-O Mchopmau,mo, MMEWLYH OTHOWEHUE K OUuEHKEe COOTHOWEHUA "nonb3a -
pMCK", B YNO/THOMOY€HHbI€ OpraHbl rocyaapCcTB-4/1€HOB;

OKa3sblBaTb MOMOLLb B MOATOTOBKE PErynATOPHbIX Mep B OTBET Ha u4pesBbldaliHble cuTyauuu
6e3onacHoOCTM (Hanpumep, U3MeHEHUA B PeKOMeHAauusax No MeAnLUUHCKOMY MPUMEHEHUIO, CPOYHbIe
orpaHuyeHua U goseaeHne MHbopMaLmm A0 NALUMEHTOB U MeANLMHCKNX paboTHUKOB);

OYHKUMOHMPOBATb B KayecTBe eAMHOr0 KOHTAaKTHOTO J/vua no  ¢dapmakoHagsopy A4as
YNO/IHOMOYEHHbIX OPraHOB rOCYAapPCTB-Y/IEHOB, A TaKKe B KAUeCTBE KOHTAKTHOrO INLA A8 MHCMEKLMIA
no ¢papmakoHaa3opy c obecneyeHmem 24-4acoBoro AocTyna.

2.16.4. YNI® ocywecTBnfeT KOHTPO/b (GYHKUMOHMPOBAHUA BCEX aACMEKTOB  CUCTEMbI
dbapmaKoHaZ30pa, BK/ItOYAn ee cUCTEMY KauecTsa (Hanpumep, CTaHAapTHbIE OnepaLLMoHHbIe NpoLLeaypbl,
KOHTPAKTHble [0roBOPEHHOCTU, onepauum no 6ase JaHHbIX, BbliNOJHEHWEe TpeboBaHMI cuCTEMbI
KayecTBa, cobntogeHne TpeboBaHUI K NPeacTaBAeHMIO AAaHHbIX B YAacTW NOAHOTbI U CBOEBPEMEHHOCTY,
NpeACTaBNEHNIO Nepuoamveckmx obHoBasemMblx oTyeToB No He3onacHocTn, otyeToB 06 ayguTax U K
obyyeHMo nepcoHana no dapmakoHagzopy). Y/I® gonkHo pacnonaratb  MHbopmaumen o
Ba/MAAUMOHHOM cTaTyce 6asbl AaHHbIX HeXKenaTeslbHbIX PeakuMit Ha NeKapcTBEHHble MpenapaTsl,
BK/1tOMas BCe BbIABAEHHbIE B XO4€ Ba/IMAaLMM HeL04ETbl M NpeanpuHATbIE KOPPEKTUPYIOLLME AeNCTBUA.
Y1® TaKkKe JOMKHO pacnonarate MHopmaumen 060 BCEX CYLLECTBEHHbIX N3MEHEHUAX, BHECEHHbIX B
6a3y [AaHHbIX (Hanpumep, M3MEHEHWs, KOTOpble MOFYT OKas3aTb BAMAHME Ha AeATeNbHOCTb MO

dapmaKkoHagzopy).

YN1d moKeT aenermpoBaTtb BbIMOSHEHWE cneuuMdUYeckMx 3a4aHui nog CBoMm HabatogeHvem
JIMLUAM C COOTBETCTBYIOLLEN KBaMdUKaumen n obydeHnem, Hanpumep, OcyLeCcTBAEHNE AeATE/IbHOCTU B
KayecTBe 3KCNepToB No 6e30NacHOCTM OMNpeneneHHbIX EKAPCTBEHHbIX NMPEnapaTos, NPy YCA0BUK, YTO
Y/1® 6yaeT ocywecTBaaTb KOHTPOb GYHKLMOHUPOBAHUA BCEN cMCTEMbI U Npoduneit 6e3onacHocTn Bcex
NeKapCTBEHHbIX NpenapaTtoB. Takoe AenerMpoBaHWe BbINOMHAEMbIX GYHKUUIA  AONKHO  OblTb
HaZNeXKallMm 06pa3som LOKYMEHTMPOBAHO.

2.17. Cneumndunyeckme NpoLeccbl CUCTEMbI KaYecTBa y AeprKaTenei
PermcTpaumnoHHbIX yaoctoBepeHuii B Cotose

2.17.1. [OepKaTeNb pPerucTpauMoHHbIX YOOCTOBEPEHUIA pa3pabaTtbiBaeT AOMNONAHUTE/bHbIE
cneunanbHble NPOLLEeCcCbl CUCTEMbI KayecTBa C Lesblo:



npeAcTaB/ieHNA AaHHbIX O HeXKelaTe IbHbIX peakuuax B 6a3bl AaHHbIX rocyaapcTa-yuneHos 1 Coto3a
B CPOKM, YCTaHOB/EHHblE 3aKOHOAATENbCTBOM FOCYAaPCTB-Y/1EHOB, MEXAYHAaPOAHbIMMU AOrOBOPaMN U
aKTamu, cocTasasowmmm npaso Coto3a;

COXpaHEHUA AOKYMEHTOB, B KOTOPbIX OMMcCaHa cucTema dapmakoHaa3opa, A0 Tex nop, Moka
CYLLLECTBYET CMCTEMA, ONMCaHHaA B MacTep-daiine cucteMbl GapmakoHa[30pa, B Te4eHNe He meHee 5 et
noc/e NpeKpaLLeHmnn ee CyLLeCTBOBaHMS;

COXPaHEHMs [aHHbIX MO ¢GapMaKoHaA30py W OOKYMEHTOB, WMEKLWMUX OTHOWeHMe K
3aperncTpupoBaHHbIM 1EKAPCTBEHHbIM NpenapaTam B TeyeHne He meHee 10 neT nocne npekpalleHus
OEeNCTBUS YA0CTOBEPEHUI O FroCyAapCTBEHHOM perncTpaumm;

0O6HOB/MIEHNA MHOPOPMALMM O JIEKAPCTBEHHbIX MNpernapaTtax CorlacHO MNOCAegHUM  Hay4YHbIM
3HAHMAM, BK/OYan OLEHKY npoduna 6e30MacHOCTM M cOoOTHoWeHMe "nonb3a - pUCK”, a TaKKe
PEKOMEHAAUMAM, pPasMeLLeHHbIM Ha CaiTax YMNOJHOMOYEHHbIX OPraHoOB TrOCYAApPCTB-Y4/1EHOB B
MHPOPMALUMOHHO-TENEKOMMYHUKALUMOHHON  ceT  "MHTepHeTr". C 3TOM uenblo  AepxKaTtenb
PerncTpaunoHHbIX yA0CTOBEPEHUI NOCTOAHHO NPOBEPAET CaThl YNOIHOMOYEHHbIX OPraHoOB rocy4apcTB-
Y/IEHOB Ha Ha/IMYMe COOTBETCTBYIOWMX U3MEHEHUI B OLLeHKe Npoduas 6e30nacHOCTU U COOTHOLLEHUSA
"nonb3a - puUck", BKIOYAA U3MEHEHUA B PpEKOMEHAAUMAX MO MeOULIMHCKOMY NPUMEHEHWUIO U MHblEe Mepbl
PerynaTopHoOro xapakrepa.

2.17.2. B TeyeHMe nepuvoda XpaHEHMS AOKYMEHTALUMM [epsKaTenn pPervcrpalyoHHbIX
yAOCTOBEPEHMI 0becrneynBatoT BOCCTaHAB/IMBAaEMOCTb AOKYMEHTOB.

2.17.3. [JOKYMEHTbl MOHO XpPaHWTb B 3NEKTPOHHOM dopmMaTe Npu YCA0BUMM Hag/iexallen
Ba/MA4ALMM SNEKTPOHHOM CUCTEMBI U CYLLECTBOBAHMA AOTOBOPEHHOCTEN MO 3aLUMTE CUCTEMbI, AOCTYNY U
pe3epBHOMY KOMMPOBAHMUIO AaHHbIX. B ciyyae nepeBofa AOKYMeHTOB M3 BymaxkHoro dopmata B
SNEKTPOHHbIA MNpouecc nepeBoAd [AOJ/IKEH TrapaHTMPOBaTb COXpPaHeHMe Bcel UHopmauum B
opuUrMHanbHom ¢opmaTte U obecneyeHne COXPaHEHUSs YMTAaEeMOCTM Ha MPOTAMKEHUM BCEro BPEemeHwU
XPaHeHUA cpeacTBaMM, UCNONb3YEMbIMU ANA XPaHEHUA.

2.17.4. B cnyy4ae nornoweHua Opyroi opraHusaumen busHeca AeprkaTens pPermcrpauyoHHbIX
YO0CTOBEPEHUI BCE AOKYMEHTbI A0/1XKHbI ObITb NepesaHbl M COXPaHeHbI B MOJIHOM 06beMe.

2.18. TpeboBaHMA K cMCTEME KayecTBa Npu Ae/IernpoBaHum
AepKaTenem perncTpaumoHHbIX Y40CTOBEPEHUI BbINOHAEMbIX
dYHKUMIA no dapmaKoHaa3opy

2.18.1. Jeprkatenb perucTpaLMoOHHOro y40CTOBEPEHMNA MOXKET AeNlerMposaTtb BCE UM HYaCTb CBOUX
3aZay no ¢papmaKkoHaz3opy, BKAtoYaa GyHKumm Y10, apyroi opraHmMsaumm nav anuy (ecam K Takomy amuy
MOTyT ObITb MPUMEHEHbI TaKMe Ke TpeboBaHUA, KaK K opraHusauum). MNpn sTom OTBETCTBEHHOCTbL 3a
BbINO/MHEHWE 33434 M obA3aHHOCTEH Mo ¢dapmakoHaa3opy, obecneyeHnme KayecTBa M LLEJNOCTHOCTb
cucTeMbl papMaKoHaA30pa HECET AeprKaTeib PEFMCTPALUMOHHOIO YA0CTOBEPEHUS.

2.18.2. B cnyyae pgenerMpoBaHMa onpedeneHHbiX 3agay no ¢dapmMaKoHaA30py AeprKaTesiem
PerucTpaLnoHHOro yA0CTOBEPEHUA APYrO OpraHM3aumMm AeprKaTteb PerncTpaLMoHHOro ya0CcToBepeHus
HeceT OTBETCTBEHHOCTb 3a NpUMeHeHMe 3PPEeKTUBHON CUCTEMbI KauyecTBa MCNONHEHMA AaHHbIX 334au.
TpeboBaHuA K cucTeme papmMaKkoHaA30pa, onpeaensemble HagNeXalllen NPaKTUKoW papmaKkoHaa30pa,
TaKXe NPUMEHAIOTCA K APYrol OpraHn3aumm, KOTOPOW AeNernpoBaHbl 3a4a4u.

2.18.3. lpwu penerMpoBaHMM 3a4ay  APYron OpraHU3auMKM  aeprKaTenb PerncrpaumMoHHOro
yaoctoBepeHma obecneunsaeT nogpobHoe, YEeTKoe M MOCTOAHHO OOHOBAAEMOE [OKYMeEHTa/bHOE
odopMIeHMEe KOHTPAKTHbIX AOrOBOPEHHOCTEN MEXAY AepiKaTesem PerncTpaLMoHHOro ya0CToBepeHna
W [pyron oOpraHusaumMen C OMMCaHMEM [OrOBOPEHHOCTEM MO AeNerMpoBaHHbIM  33aJadyam U
OTBETCTBEHHOCTU Ka*KA0W U3 cTOPOoH. OnncaHne AenerMpoBaHHON AeATeNbHOCTU U (MAK) YyCAYr AOSIXKHO



6bITb BKAOYEHO B MacTep-dpaiin cuctemnol papmarkoHagzopa. [pyrasa opraHn3aLUmsa MOXKeT NoABepraTbes
NpPoBEPKamM No YCMOTPEHMIO YNOIHOMOYEHHOro OpraHa B COOTBETCTBYIOLLEM FroCyAapcTBe-yuieHe.

2.18.4. B uenax KOHTPO/SA BbIMNONHEHUA KOHTPAKTHbIX AOrOBOPEHHOCTENM MO ¢dapmaKoHaZ3opy
pekomeHAOyeTcA BbINOMHEHWe AeprKaTefem pPerncTpalmoHHOro yAO0CTOBEPEHUA PerynfapHbIX ayauToB
OopraHu3aLuii, KOTopbIM BblN AenernpoBaHbl GyHKLUMKM Mo papmaKoHaa3opy.

2.19. Obwme 0b6513aHHOCTU NO PpapMaKOHaA30pYy B pamKax
MeXKAYyHapoaHbIX OrOBOPOB M aKTOB, COCTaBAAOLWMX NpaBo Coto3a

2.19.1. YnonHomo4eHHble OpraHbl rocyAapcTB-4/IeHOB HECyT OTBETCTBEHHOCTb 3a BbIMO/SIHEHWE
3afay no dapmaKoHaZ30py, BO3/IAraeMbiX Ha HWUX 3aKOHOAATE/NbCTBOM TOCYAApCTBA-YNEHa,
MeXAYHapoAHbIMW O0roBOPaMM M aKTamM, cocTasaaowmmmn npaso Coto3a. C 3TOM LeNblo Kaxkabli
YNONHOMOYEHHbIA  OpraH  rocydapcrea-ysieHa obecneumBaeT  PpYHKUMOHMPOBAHME  CUCTEMBI
dapmaKkoHaa3opa, CO343eT W NPUMEHAeT Hagnexalwyto 3PPeKkTUBHY0 cucTemMy  KayecTBa
OCyLLeCTBeMON AeATeNbHOCTU No dapmMaKoHaa3opy.

2.19.2. TocypapcTBa-Y4neHbl COTPYAHNYAIOT C LEeNiblo NOCTOAHHOrO COBEPLUEHCTBOBAHUA CUCTEM
dbapmaKkoHaa3opa Mo AOCTUMEHMIO BbICOKUX CTaHAAPTOB 3alLMTbl 340P0BbA 06LWECTBEHHOCTH, BK/OYasn
NCMo/Ib30BaHNEe O6bEeAMHEHHbIX PEecypcoB B UENAX OMNTUMM3aUMW  UCNONb30BaHMA MMEoLLEencs
pecypcHoi 6a3bl B pamKax Cotosa.

2.19.3. TocyaapcTBa-uneHbl ONpeaenstoT KOHTaKTHbIE TOYKM C Lie/blo YNPOLLEH WA B3aUMOAeNCTBUA
YNO/IHOMOYEHHbIX OPraHoOB rocy4apCTB-Y€HOB, AeprKaTeell PerncTpaLMOHHbIX YA0CTOBEPEHUIA U AnL,
NpeACTaBAfOWMX MHPOPMaLMIO NO papmaKkoHaA30py.

2.20. ®YHKUMM YNONHOMOYEHHbIX OPraHOB rocyAapCcTB-41eHoB

2.20.1. Kaxpoe rocyapcTBO-4aeH SONKHO HAa3HAYMTb YNOJAHOMOYEHHbI OpraH, OTBETCTBEHHbIN 33
ocylecTB/ieHne papmakoHag3opa.

2.20.2. KaxKabl1 yno/JIHOMOY€EHHbIM OpraH rocygapcTBa-yseHa AO/KeH BHeApUTb M obecrneuntb
adpPeKkTMBHOE GYHKLMOHNPOBAHUE CUCTEMbI PapMaKOHaA30pa NPW BbINOJHEHMW CBOMX 334a4 U Y4aCTUK
B OeATeNbHOCTU No dapmakoHaa3opy B pamkax Coto3a. B A4aHHOM KOHTeKCTe YyNOo/HOMOYEHHbIA opraH
rocyJapcreBa-yuneHa OTBEYaeT 3a KOHTPO/Ab 6e30MacHOCTM KarK4oro JIEKapCTBEHHOro npenapara,
3aperMcTpupPoBaHHOrO Ha TEPPUTOPUSAX FOCYAAPCTBA-YIEHA.

2.20.3. 3agauMm n  0683aHHOCTM  YMNOSHOMOYEHHbIX OPraHOB rOCYAAPCTB-Y/IEHOB MO
dbapmaKoHaA30py BKOYAOT B ce6s COTPYAHUYECTBO NPU OOHaAPYKEHMM CUTHANOB U NPUMEHEHNE Mep
MWUHUMM3ALMN PUCKa NPU NPUHATUM COOTBETCTBYHOLLMX PELLEHWNA.

2.20.4. YNoNHOMOY€EHHblE OpraHbl rocy4apcTB-Y4/1EHOB OTBEYAlOT 33 MPOBEPKY OCYLLECTBAEHUA
AeprKaTensimMmm perucTpaumoHHbIX yA0CTOBEPeHU (papMaKoHaA30pa JIeKapCTBEHHbIX MPenapaToB Ha
CBOEW TeppuTOpWUK, BKIKOYAA BbIMOSHEHME MWHCMEKUMn cucTem dapmaKoHaasopa AepikaTenei
PErnmcTPaLMOHHbIX  YAOCTOBEPEHWA.  YMOSHOMOYEHHbIM  OpraH  Ka)K4oro rocygapcrea-ysieHa
obecneumBaeT npeacTaBleHNE BCEX JaHHbIX MO KaxkAok M3 npoueayp no dapmakoHaasopy B
YNOAHOMOYEHHbIE OpraHbl APYrUX rOCYyAapCTB-4/1€eHOB B COOTBETCTBMM C 3aKOHOAATe/1bCTBOM
rocyZapcTBa-yneHa, MeXXayHapoaHbIMU A0roBOpaMM M aKTaMuM, COCTaBAsAOWMMM Npaso Cotosa.

2.21. NnaHnpoBaHMe roToBHOCTU K GpapMaKoHaa30py
NPY BO3HUKHOBEHMW SKCTPEHHbIX CUTYaLMIA
B 06LLEeCTBEHHOM 340aBOOXPaHEHUM

2.21.1. Cuctembl dapmaKoHaa30pa JepKaTeNell PerncTpaumMoHHbIX  YAOCTOBEPEHUNA MU
YNO/IHOMOYEHHbIX OPraHOB FOCYAapPCTB-Y/1EHOB A0/KHbI 6bITb 3AANTUPOBAHbI K SKCTPEHHBIM CUTYaLUAM



B obllecTBeHHOM 34paBooxpaHeHun. Mo mepe HEO6XOAMMOCTM A0/XHbI BbiTb pa3paboTaHbl NaaHbl
rOTOBHOCTW.

IKCTpeHHana cuTyauusa B 0BOLWECTBEHHOM 34paBOOXPaHEHWM nNpeacTaBnseT coboit yrposy
06LeCcTBEHHOMY 340P0BbI0, NPU3HaHHYO BcemmpHoOW opraHusaumelt 3gpasooxpaHerusa (BO3) nmbo
YNOAHOMOYEHHbIMW OpPraHaMu rocy4apcTB-4J1eHOB.

TpeboBaHna dapmMaKoHa[30pa K 3KCTPEHHbIM CUTyauuam B OBLLECTBEHHOM 34PAaBOOXPAHEHMU
OLLEHMBAIOTCA YMOMHOMOYEHHbIMU OpraHaMM roCYZAapCTB-Y/IEHOB Ha WHAMBMAYa/bHOM ocHose. O
TpeboBaHuAX ¢apmakoHag3opa coobllaeTca AepXaTeNaM PerMcTpauMOHHbIX YAO0CTOBEpeHUin U
06LWEeCTBEHHOCTU. YNOAHOMOYEHHbIE OpraHbl rOCYyAapCTB-41eHOB NYyBAMKYIOT yBeLOMAeHus 06
3KCTPEHHbIX CUTYaLMAX Ha CBOMX ODMLMANbHbBIX CalATax.

3. Mactep-daiin cuctembl papmakoHag3opa
3.1. CTpyKTypbl 1 NpoLeccobl

3.1.1. Macrtep-dpaitn cuctembl dapmakoHaaszopa npeaHasHadyeH A4 OMNUCaHMA CUCTEMbI
dbapmaKoHaZ3opa W OOKYMEHTUPOBAHHOrO MOATBEP)KAEHMA €e COOTBETCTBMA  TpeboBaHMAM
3aKOHOZATENbCTBA FOCYAAPCTB-Y/IEHOB, MEKAYHAPOAHbIX AOrOBOPOB M aKTOB, COCTaB/SIOWMX MPaBo
Coto3a. MacTep-dalin nos3sonseT Hagexalumm 0b6pa3om OCyLLECTBUTb MNAHWPOBAHUE U NpoBeAeHMeE
ayamMToB cucTemMbl papmaKoHaA30pa AepiKaTenem PerncTPaumMoHHOIO YAOCTOBEPEHWA, a TaKke
MHCMEKTUPOBAHWI YNOIHOMOYEHHbIMW OpraHamu rocygapcre-ysieHoB. Macrep-daiin BK/toyaeT B cebsn
0630p cucTembl papmaKkoHaZ30pa AepiKaTens pPerncTpalMoHHOMO YAOCTOBEPEHUS, YTO Mo3BoAAET
caenatb ee o6y OLEHKY YNOJIHOMOYEHHbIMW OpraHaMm rocyAapcTB-4/1EHOB HA PErUCTPALMOHHOM U
MOCTPEerMcTpaLMoHHOM 3Tanax.

3.1.2. CocraBneHve mactep-daiina M aKkTyaamMsauma uHGOpMaLMKM, COAepXKalleics B Hem,
MO3BONAIOT AepKaTeNto  PerncTpaupMoHHOro  YAOCTOBEPEHUA W YNONHOMOYEHHOMY AUy no
dapmakoHagzopy:

ybeautbca B TOM, 4TO cucTtema ¢apMaKoHag3opa BHeApeHa CcOorfacHo TpeboBaHMAM
3aKOHOAATENbCTBA FOCYAAPCTB-Y1E€HOB, MEXAYHAPOAHbIX AOrOBOPOB WM AKTOB, COCTABAAIOWMX MNPaBO
Coto3a;

noATBEPAUTL COOTBETCTBME CUCTEMbBI ALWCTBYHOLLMM TpeboBaHUAM;
NoAy4nTb MHGOPMALMIO O HeAOCTaTKaX CUCTEMbI UM BblABUTL HecobaloaeHMe TpeboBaHWiA;

nonyuymTb WMHPOPMaLMIO O pPUCKAX WU  HedIPPEKTUBHOCTU BbIMOAHEHUA oONpeaeneHHbIX
HanpaB/ieHUI AeATesIbHOCTU No papMaKoHaA30py.

3.1.3. WUcnonb3oBaHWe MacTep-¢aiaa cnocobCcTByeT ONTUMM3aLUMKM Mpouecca Hag/exalero
yrnpaB/fieHNA CUCTEMOMN, a TaKKe COBEpPLUEHCTBOBAHMA cuUcTemMbl dapmaKoHagsopa. TpeboBaHUA K
npeacTaB/NeHUI0 KPaTKOro OnucaHua cucTembl dapmMaKkoHagsopa AepaTensa pPerncTpaumoHHOro
y4oCTOBepeHMsi B popme macTep-Paitfia, a TakKe XPOHOMOTUA BHECEHUS COOTBETCTBYHOLMM OpPraHoOM
n3meHeHUin obneryatoT nnaHuMposBaHue U 3dPEKTUBHOE NpoBeAeHUEe YNONHOMOYEHHbIMU OpraHamu
rocy4apcTB-471eHOB MHCNEKLMIA HA OCHOBAHUM METOAA OLLEHKMN PUCKOB.

3.2. Pernctpaums 1 noageprkaHme macrep-daiina

3.2.1. MecToHaxoxaeHue.

MacTep-¢aiin cuctembl dapmMaKkoHaZ30pa AO/MKEH HaXOAWMTbCA Ha TEePPUTOPUAX FOCyAapcTs-
yneHoB, MMB0O B MecCTe BbINOJIHEHUA OCHOBHOM AeaTenbHOCTU No ¢dapmakoHagzopy, iMbo B mecTe, B



KOTOPOM KBanindUUMpPOBAHHOE /AMLO OTBEYAEeT 3a OcyllecTBaeHMe dpapmMaKkoHaa30pa, HE3aBUCMMO OT
dopmata (BymarkHbI UNM INEKTPOHHDIN). YNONHOMOYEHHbIA OpraH rocyAapcrea-yjeHa A0/KeH bbb
nponHGOpPMMPOBaH O MecTe PacnofoKeHUsas MacTep-paina, a TaKKe OAO/KEH Hesamend/IMTeNlbHO
NHPOPMMPOBATLCA O NHODbLIX M3MEHEHMAX MECTa ero pacrnonoxkeHua. Tpebyemas WHPopmauma no
pacnonosKeHuto mactep-dalina BKAOYAET B ceba yKasaHMe HAa MeCTOHAxoXKAeHue (agpec) aeprkaTens
PErncTpaumMoHHOro YAOCTOBEPEHMA WAM TPeTbeil CTOPOHblI MO COrnalleHuto. JTOT aapec MOoXKeT
OTAMYATLCA OT agpeca 3anBuUTeNa WAM AeprKaTeNa PerncTpaumMoHHOro yAOoCTOBEpPEeHUA, Hanpumep, B
C/lyyae yKasaHua agpeca gpyroro oduca fepkatens permcTpalMoHHOro yA0CTOBEPEHNA UK B Caydae
BbINO/IHEHNA OCHOBHOM AeATeIbHOCTU TPETbe CTOPOHOM No cornalueHuto. Mpu onpeaeneHnmn 0CHOBHOMO
MecTa  OCywecTBAeHWA [eATenbHOCTM no  GapmMakoHag3opy JAepKaTeflb  PervcTpaumoHHOro
YOCTOBEPEHUA AO/MKEH YUUTbIBATbL HaM/ydllee MeCTOHaxXoXAeHue Ana cuctembl GapmakoHagsopa B
uesnom. [lepxatenb perMcTpaLmoHHbIX YA0CTOBEPEHNA A0/KEH MMETb COOTBETCTBYIOLLee 060CHOBaHNE
ONA NPUHATUA PeLleHMA O PacrnooXKeHUN macTep-paina. B cuTyaumm, Korga ocHOBHaA AeATeNbHOCTb
ocyulecTtsnserca 3a npegenamv Coto3a UM HEBO3MOXKHO ONPeae/IMTb OCHOBHOE MECTOHaXoMaeHue, no
YMONYAHUIO MECTOHaxoXaeHnem mactep-daina fABNAETCA MeCTO OCYLIECTBNEHUA AEeATe/IbHOCTM
YNO/IHOMOYEHHOro AnLLa No papmMaKkoHaA30py.

3.2.2. Nepepaya ob6s3aHHOCTEN No macTep-daiiny cuctembl papmakoHag3opa.

3.2.2.1. Nepegayy nam genermpoBaHme 06s83aHHOCTEN U AeATENbHOCTM NO MacTep-daliny cMcTeMbl
dapmakoHazzopa Heobxogumo odopmMAATbL  AOKYMEHTAZIbHO W KOHTPOAMPOBATb € LENbio
NOATBEPKAEHMA BbINONHEHMA AeprKaTesleM PEerMcTpaLMOoHHbIX YAOCTOBEPEHUI CBOMX OBA3aHHOCTEN.
YnosHOMOYeHHOe nLo No $apMaKoHaZ30py AOKHO ObiTb NMPOMHGOPMUPOBAHO 06 W3MEHEHWAX,
BHOCUMbIX B MacTep-pamn cuctembl $apmMakoHag30pa B LLeNsAX BbINOJAHEHWS MM MOAHOMOYMIA MO
BHECEHWIO U3MEHEHWIA C LLe/Ibl0 COBEPLLUEHCTBOBAHUA CUCTEMbI. TUMbI MSMEHEHWI, O KOTOPbIX caeayet
HesameaNnTeNbHO MHGOPMMPOBaTb YNOJHOMOYEHHOE NLL0 No dapMaKoHaa30py:

M3MEHEHWNA, BHOCMMble B MacTep-dainn cuctembl ¢apmaKoHaZ3opa, WAM M3MEHEHME ero
MECTOHAXOMAEHNA, CBEAEHUA O KOTOPbIX A0/1KHbI COOBLIATLCA B YNOJHOMOYEHHbIE OpraHbl rocyAapcTs-
Y/IeHOB;

[obaBneHne KoppeKkTUpylowmx U (Mamn) npeaynpeamuTenbHbiX MeponpuAaTuA B mactep-daiin
cuctembl  hapmakoHaz3opa (Hanpumep, NO pesy/ibTaTam MPOBEAEHWUA aAyAUTOB W WMHCMEKUMI) u
yrnpaB/iieHNEe OTKNOHEHUAMM OT MPOLECCOB, YKa3aHHbIX B CMCTEME YMpPaBAEHMS KayeCTBOM CUCTEMbI
dapmaKkoHaa3opa;

M3MEHEHMA, BHOCMMble B cogepiallyloca B macTep-dane wuHPopmaumio, KoTopble
YZAOBJ/IETBOPAIOT KPUTEPUAM HaZ/1eXKaLLLEero KOHTPOASA cuctembl GapMaKoHaZ30pa (B paMKax MOLLHOCTU
cucTembl, GYHKLMOHUPOBAHUA U cobntoaeHua TpeboBaHuit);

n3meHeHunA yCTaHOB}'IeHHOﬁ AOroBopeHHOCT O npeacraBaeHUnN MaCTep—d>a17|na CUCTEMbI
¢apN\aKOHa,u,30pa B YNOJ/IHOMOYEHHbIE OpPraHbl roCy4apCcTe-4/1€HOB.

3.2.2.2. YNOAHOMOY€EHHOE N1MLo No PpapMaKkoHaA30py AOMKHO B NMMCbMEHHOM BUAe NoATBEPAUTb
ero yseilomneHne B OTHOWEHUN CAeayIoWMX U3MEHEHUIA:

BK/IIOYEHME NIeKapPCTBEHHbIX MpenapaTtoB B cucTeMy GapmMaKoHaZ30pa, 3a KOTOpyl oTBedaer
YNOAHOMOYEHHOE NNLLO N0 papMaKoHAA30pY;

nepegaya obsas3aHHOCTEM MO cucTeme GdapmaKoHag3opa  YNOAHOMOYEHHOMY AuULy Mo
dapmakoHagzopy.

3.3. OnucaHue cuctem papmaKkoHagzopa

B mactep-daine cuctembl papmakoHaa3zopa A0MKHA OblTb onncaHa cuctema ¢dapmakoHaasopa 1



nnn 6onee NEeKapCTBEHHbIX MPENapaToB AeprKaTeNna PerucrpaumoHHbIX yaoctoBepeHuit. K pasHbim
KaTeropuam JIeKapCTBEHHbIX MPEenapaToB AeprKaTeNlb PerucTpauMoHHbIX YAOCTOBEPEHUA MOXKET
NMPUMMEHATb pasHble cucTembl papmaKkoHagsopa. Karkaasa Takasa cuctema [O/IKHA ObiTb OnucaHa B
oTaenbHOM macTep-daine cuctembl GapmakoHag3opa. ITM mactep-Ppalinbl LOKHbI B LLENOM OXBaTbiBaTb
BCE JIeKAPCTBEHHbIE MpenapaTtbl AepKaTena PerucTpaLmoHHbIX YAOCTOBEPEHWUM, Ha KOTOpble BblAAHO
YAOCTOBEPEHME O roCyAaPCTBEHHOMN perncTpaLmu.

B cnyyae ecnu y geprkatens pPerucTpaumoHHbIX YAOCTOBEPEHNIN (yHKUMOHUpYeT Bonee yem 1
cuctema papmakoHaa3opa, Hanpumep, cneunduyeckne cuctembl GapMakoHag3opa 414 onpeaesieHHbIX
BMZOB /IEKAPCTBEHHbIX MPENapaToB (BaKUWHbI, CAHUTAPHO-TUIMEHWYECKas NPOAYKUMA M T.4.) uUan
cuctema  ¢dapmMakoHagsopa OXBaTbiBaeT J/IeKapCTBEHHble npenapatel 6onee 1  aeprkatena
PEerncTpaunoHHbIX YyAOoCTOBEepeHMn, npeacTasnfetca 1 mactep-pain cuctembl dapmakoHaa3opa,
OMUCBIBAIOLWNIA KaXKayHo CUCTEMY.

JepskaTtenem perucTpaumoHHOro yA0CTOBEPEHUA AOMKHO OblTb HAa3HAYEHO YMNOJIHOMOYEHHOE
nuo no ¢dapmakoHaA30py, OTBETCTBEHHOE 3a CO3fJaHWe W BedeHWe cucTembl dapmaKkoHaA3opa,
onucaHHol B MacTep-daine cuctembl hapmakoHag3opa.

Ecan 1 cuctema papmakoHaA30pa MCMNONb3YETCA HECKONbKUMM AepKaTeNaMM PermcTpaumoHHbIX
YAOCTOBEPEHUIN, KarKAbl AepKaTeNb PEermcTpaumMoHHbIX YAOCTOBEPEHUI HECeT OTBETCTBEHHOCTb 3a
HasnMume macTep-daiina cuctembl GpapmMakoHag3opa, B KOTOPOM onMcaHa cuctema dapmakoHagsopa
BbINYCKaeMON MM NPOAYKUMKU. [epKaTens PervcTpaumoHHOro yA0CTOBEPEHUA MOXET AefnernposaTtb
yepes MNUCbMeHHOe cornalieHune (Hanpumep, NapTHepy MO JULEH3MM uan cybnoapaaquKy) 4acTb
AeATeNbHOCTM WM BCIO AeATeNbHOCTb Mo dapMaKoHaA30py, 3a Haglexallee BbINOSHEHUE KOTOPOW
HeceT OTBETCTBEHHOCTb AepyKaTe/lb PErncTpaLmoHHOro yaoctoBepeHns. B atom cnydae mactep-daiin
cucTembl GapMaKkoHa30pa AepKaTens PerncTpauMoHHOro yA0CTOBEPEHNA MOXKET UMETb NepeKpPecTHYo
CCbIIKY Ha MmacTep-pain MAM Ha 4acTb Mactep-daiina cuctembl dpapmakoHad3opa, YnpaBAAemMoro
CUCTEMOW CTOPOHbI, KOTOPOI bblNa AenerMpoBaHa AeaTelbHOCTb Ha OCHOBaHMM COrNaLleHns 0 4oCTyne K
AaHHOW MHPOPMALIMM CO CTOPOHbI AeprKaTena PerncTpPaLmoHHOro yA0CTOBEPEHUA U YNONHOMOYEHHbIX
OpraHoB rocyaapcte-yneHoB. [lepxaTenb PervcTpaumMoHHOro YAOCTOBEPEHUA A0/MKeH obecnedynTb
COOTBETCTBME COAEpPXKaHWA CCbiNoyHbIX dalinoB cucTteme ¢dapmakoHaa30pa, MNPUMEHUMMOMN K
NeKapCcTBEHHOMY npernapary.

B COOTBETCTBYIOLMX CAyYasix B MPU/IOMKEHMM YKa3biBaeTCA nepevyeHb macTep-¢paiiioB cucTembl
dapmaKoHaa3opa, MNOAAEPKUMBAEMbIX OAHMM AepiKaTe/lieM PerucTpauuoHHbIX YAO0CTOBEepeHuin. B
npunaraemyto MHGOPMaLMIO BKAKOYAOTCA AaHHble O MEeCTOHaXoXAeHUM MacTep-¢dainnos, MHopmaLma
06 Y/1® 1 COOTBETCTBYIOLLMX IEKAPCTBEHHbIX NpenapaTax.

B KpaTKol MHbOpMaLMKM, NPeacTaBNAeMOi B YNOAHOMOUYEHHbIE OpraHbl rocyapcTB-4/1eHOB, He
MOXKeT ObITb YKa3aHO HECKO/IbKO MECT HaxoXaeHMA ogHoro macrep-daiina cuctembl papmakoHag30pa.

Mpu aenernpoBaHnmM AeaTenbHOCTM NO cucTteme papMaKkoHaA30pa M ee macTep-paiiny gepaTtenb
PErucTpaLUnoHHOro  YAOCTOBEPEHUA HeceT OTBETCTBEHHOCTb 3a cucTemy dapmakoHaasopa,
npeacrasneHne MHGOPMaLUMKU O PACMONOKEHUM MacTep-daina cucTtembl GapMaKoHaA30pa, BeAEHUM
macTep-daitna cucTtembl dapmakoHagsopa W ero npeacTaB/eHMM B YNOJAHOMOYEHHbIE OpraHbl
rocyapcTs-4/eHOB MO 3anpocy. B Hanuumm AoMKHbI 6biTb MUCbMEHHbIE COrNalleHUs C onMcaHuem
OYHKUMIM M 0b6s3aHHOCTel no Mactep-dainy cuctembl GapmakoHag3opa, €ro npeactaBAeHUIO U
noanepaHuio, a TakKe ocyllecTsneHnio apmakoHaasopa.

MpY UCNONb30BaHUKN cUCTEMbI PpapMaKOHAA30Pa HECKONIbKUMWN AEPHKATENSAMU PETUCTPALMOHHDBIX
YAOCTOBEPEHUIN pEKOMEHAYETCA, YTODbI MapTHEPbLI COMIAcCOBA/IM COBMECTHOE BEAEHWE COOTBETCTBYHOLLMX
pa3fenoB B pamKax CBoux Mmactep-¢aiinoB B cucteme. O [OCTYNHOCTM macTep-dainna CUCTEMBI
dapmaKoHag3opa A4NA AeprKaTeneil pPermcTpaumoHHbIX YAOCTOBEPEHWA M ero npeacTaBlAeHun B
YMO/IHOMOYEHHbIE OpraHbl rOCYAAPCTB-YNEHOB AO/IKHO ObITb YKA3aHO B MMUCbMEHHbIX COralLeHUsX.
BakHO, 4TObBbI AeprKaTesb PEerncTPauMOHHbIX YAO0CTOBEpPEHMI ybeaumnca B TOM, 4YTO CUCTema



dbapmakoHa30pa, pacnpocTpaHaemasn Ha UX NPOAYKLMIO, COOTBETCTBYET HEOBX0AMMbIM TPpeboBaHUAM.

3.4. O6s3aTenbHan UHbopmauus B mactep-daine
cuctembl papmakoHaa30pa

MacTep-¢aiin cuctembl GapmMaKkoHaA30pa AO/KEH BKIOYATb B cebA AOKYMEHTbl C ONMCaHWEM
cuctembl papmakoHagzopa. CogeprkaHne mactep-daina cuctemol papmakoHaA30pa AOMKHO OTPaXKaTb
[OCTYNHOCTb MHbOpMauun no 6e30MacHOCTU JIeKAapCTBEHHbIX MPEnapaToB, 3apPerncTpPMPOBAHHbIX B
rocygapcreax-uneHax. Macrep-¢painn foMKeH MMETb OrfaB/eHne C Le/blo obecneyeHns BO3MOMKHOCTU
OPUEHTUPOBAHUA B JOKYMEHTE.

3.4.1. Pazgen mactep-daiina ob Y.
NHdopmauma 06 Y/1O B macTep-daline gonaKHa BKIOYATb B cebs:

onucaHue oba3aHHOCTEN, rapaHTUpyOWMX Haanune y Y/1P cooTBETCTBYIOWMX MOJTHOMOUYMUI MO
cucteme dapmakoHaasopa C Lenblo obecnedeHna, COAeNCTBUA U NOBbILEHWUA YPOBHA COOTBETCTBUA
TpeboBaHuAM;

KpaTKoe pe3tome C OCHOBHOM nHopmaumen o ponu Y/10;

KOHTaKTHY0 MHbOopMaLmio 06 Y/1d, KoTopas 40/XKHa BKAOYATL B ceba dammanio, NoUYTOBbIN agpec,
Homepa TenedoHa, paKca, INEKTPOHHYIO NOUTY U pabounit agpec;

MHOOPMALMIO O MPUMEHEHMM pPE3EPBHbIX COrNalweHuin B cayyae otcytcteusa Y/1d. B caydvae
AenernpoBaHna onpeaeneHHbix 3agad Y/1O MHOMY UCMONHUTENIO NepeyeHb AeferMpoBaHHbIX 3a4ady
[ONKeEH BbITb BKAKOYEH B NMPU/IOKEHMA C YKa3saHMEM ONUCaHMA AeNerMpoBaHHON AeATeIbHOCTU U NnL,
KOTOpbIM OHa 6bl1a AeNnernpoBaHa;

onucaHuve KeanubuKkaumm U onbiTa YD, uMmeloWwMX OTHOWEHUE K [AeATe/bHOCTU Mo
dapmakoHaazopy.

3.4.2. Pasgen mactep-¢aiina o6 OpraHM3aUMOHHON CTPYKTYpe Aep:KaTens pPerucrpalyMoHHOro
YAOCTOBEPEHMS.

3.4.2.1. HeobxoaAMmo NpeacTaBUTb ONUCAHWE OPraHM3aLMOHHOW CTPYKTYPbl COOTBETCTBYHOLLEMN
cuctembl GapMaKoHaZ30pa AeprKaTens perncTpaLmMoHHOro yaocrosepeHus. OnucaHne S0MKHO AaBaTh
yeTKoe NpeacTaBneHNe O 334eCTBOBAHHbIX OpPraHM3aumaX, OCHOBHbIX CTPYKTYPHbIX NOApPa3AeneHUsX,
3aHMMatowmxcA GapMaKoHaA30POM, M B3aUMOOTHOLIEHUAX MEKAY OPraHM3auMsMU U CTPYKTYPHbIMU
noApasgeneHnaAMM, MMELWMMN OTHOWEHUE K BbIMOJHEHWUIO AeATeNbHOCTU no dapmaKoHaasopy. B
macTtep-daine cuctembl papmakoHa3opa A0NKHA ObITb NpeacTaBieHa caeayowan nHGopmaums:

OpraHM3auMoHHaA CTPYKTYpPA AeprKaTena pPerncTpalmMoHHOro yaoCcToBepeHusa, BKAOYaA yYKazaHue
nonoxeHua YJ1® B opraHmnsauuu;

afpec MecTa HaxOX[AeHWA, N0 KOTOPOMY OCYLIECTBAAETCA AeATeNbHOCTb MO dpapMaKoHaa3opy,
BK/to4an CH6OP 1 OLEHKY MHAMBUAYANbHbIX COOBLLEHMI O HEMXKEeNaTe/IbHbIX PeakUmMaX, BBOZA COOBLLEHMI B
6a3y AaHHbIX Mo 6e30MacHOCTU, MOArOTOBKY NEPUOAMYECKOro 06HOBASEMOro oT4eTa no 6e3onacHocTy,
BbIIBJIEHWE WM aHaNN3 CUIHA/IOB, BeAeHMe MAAHOB YNpaBAeHUA PUCKaMu, ynpasaeHWe npoBeaeHUEM
NPeaperucTPaLmMoHHbIX U MOCTPETMCTPALMOHHbBIX WCCAEA0BAHUA U yrpaB/eHUEe MW3MEHEHUAMM,
BHOCMMbIMU B MHOPMaLMIO No 6e30MacHOCTM NEeKapCTBEHHOro Npenapara.

3.4.2.2. Pasgen mactep-danna o p[eATeslbHOCTM MO QapmakoHag3opy, MepeaaBaemolt Ha
AYTCOPCUHT.

3.4.2.2.1. MacTep-dpann cuctembl papmakoHag30pa A0MKEH COAepKaTb ONUcaHWe AeaTe/IbHOCTM



n (MNK) ycayr No BbINOSHEHMIO 06A3aTENLCTB NO papMaKoHaA30pY, NepeaaHHbIX Ha ayTCOPCUHT.

3.4.2.2.2. UHdopmaumAa B pasgene AOJIKHA coaep:KaTb NOATBEPKAEHME B3aUMOCBA3N C APYTUMM
OpPraHM3aUNOHHbBIMKU CTPYKTYpaMu (Hanpumep, CornaieHMe 0 COBMECTHOM MapPKETUHTE JIEKAaPCTBEHHOTO
npenapara, CorfaweHne O BbINOJHEHUM AEATENbHOCTM MO GapMaKOHAL30pYy NOAPAAYMKAMM, a TaKkKe
MHble KOMMEpPYECKMe cornalweHus). HeobxoaMmo yKasaTb MECTOHAXOXAEHWE WM OnucaTb cUCTeMy
MMEIOLLMXCA COrNaleHnin o aeATesbHOCTM Mo ¢dapMaKoHaA30py, MNepenaBaeMonl Ha ayTCOPCUHT.
OnucaHne cncTembl COrNALIEHUI MOKET BbITb COCTaB/IEHO B BUAE NepedHa nam Tabaunubl. Mpu onvcaHum
CUCTEMbI COrfalleHnin B BMAE Tabauubl NPUBOAATCA CBeAeHUs 06 y4yacCTBYIOLWMX CTOPOHAX, MPUHATLIX
06A3aTeNbCTBAX, JIEKAPCTBEHHbIX MpenapaTtax Mo KOTOPbIM OcCylecTBaseTca ¢dapmMakoHaa3op MU
TEPPUTOPUAX TOCY[APCTB-YNEHOB, Ha KOTOPbIX ocyliecTBaserca dapmakoHaasop. lNpu onmcaHum
CUCTEMBI COMNALLIEHNI B BUAE NEPEYHA ero CTPYKTYPUPYIOT MO BUAAM MCNOJIb3yeMbiX YCIyT (Hanpumep,
npeacTaBieHne MeguLMHCKOM MHpOpMaLMK, ayanuTopcKme yeayrm, obecneyeHune nporpamm NoALePKKM
nauneHToB, 06paboTka JaHHbIX 06 UCCNeAoBaHUAX), BUAAM KOMMEPYECKMX CornalleHnit (cornaweHme o
ANCTPUObIOLMM NNEeKAPCTBEHHbIX NPEnapaToB, COrnalleHne O COBMECTHOM MapKeTWUHre, cornawleHne o
COBMECTHbIX NPaBax Ha PerncTpaLMoHHOe YA0CTOBEPEHME, U T.4.) U BUAAM TEXHUYECKOro obecneyeHus
AeATenbHOCTM No dapmaKkoHag3opy (pasmelleHne KOMMbIOTEPHbIX CMCTEM Ha CepBepax NpoBailaepa,
apPXMBMPOBAHME M XpaHeHMe AaHHbIX Mo ¢apmakoHaA30py M T.4.). Konuu oTaeNbHbIX cornalieHui
NpPeACTaBAsOTCA NO 3aMnpocy YNOJHOMOYEHHbIX OPraHOB rocyAapcTB-Y/IEHOB MM B XoA4e NpoBeaeHUs
WMHCNEKUMN U ayaunTa, UX NepeyeHb NPUBOAUTCA B MPUIONKEHUAX.

3.4.2.2.3. MacTep-dpaiin cuctembl papmaKkoHaa30pa AONXKEH COAepaTb KOMUM NOANUCAHHBIX
COrnalleHnit 0 TakoM 3HaUMMOW AeATelbHOCTU, NepeJaHHON Ha ayTCOPCUHT, KaK:

OKa3aHue yciyr no dapmakoHaasopy (YynoaHoMo4eHHoe AMuo no papmakoHaa3opy, BBOA AaHHbIX
no 6e3onacHOCTK, NOArOTOBKA MepuoaMyeckoro obHoBnsiemoro otyeta no 6esonacHocTy,
npeacTaBieHme MHAMBUAYANbHbIX COOBLLIEHMIA O HeenaTeNbHbIX PeakuMsax B 3/1eKTPOHHOM BUAE,
OLeHKa AaHHbIX No 6e30nacHoCTU U T.4,);

AenervpoBaHue AeaTeslbHOCTU Mo macTep-paiiny cuctembl bapmaKkoHaa3opa.
3.4.3. Pasgen mactep-daina 06 UCTOYHMKaX NOAYYeHUs AaHHbIX No 6e3onacHoCTw.

3.4.3.1. OnucaHne OCHOBHbIX OTAEN0B, Kacawlwmxca cbopa MHAMBUAYANbHbIX COOBLLEHUI O
HexenaTeslbHbIX PeakumaAxX, A0NKHO BK/IoYaTb B cebs BCE CTOPOHbI, OTBETCTBEHHbIE 33 CH60p COOBLLLEHWIA,
noay4yaembix Mo 3anpocy, U CMOHTaHHbIX COOBLLEHNI O HeXenaTeNbHbIX PeaKkLMAX Ha JeKapCTBEHHble
npenaparbl, 3aperncTpMpoBaHHbIE Ha TEPPUTOPUAX FOCYAAPCTB-YEHOB. B onvcaHue [o/KHbl ObITb
BK/HOUYEHbI MeCTa HaXOXAeHMA MeAMLUMHCKOM MHGOPMALIMK, a TaKKe AoYepHUe oducbl opraHnsaumm. 3Ta
nHpopmauma MoxKeT OblTb cocTaBneHa B GOpme ChnMcKka C yKasaHWMeM rocyfapcTBa, XapakTepa
OeATe/IbHOCTM M JIeKapCTBEHHbIX MPenapaToB (ecnu JaHHaA AeATeNbHOCTb 3aBUCUT OT BMAa
NleKapCcTBEHHOro npenapara). MHbopmaums o TPeTbUX CTOPOHAxX (MapTHepax No NAULEH3UU, MECTHbIM
ANCTPUOBIOTOPCKMM WM MAPKETMHIOBLIM COT/IALLIEHNAM) TaK:Ke BK/IOYAeTCs B pasfgesn, B KOTOPOM
OMMCaHbI CoralleHus.

3.4.3.2. NcTOYHUKM MHPOPMAUMM MO 6E30NacCHOCTU TaK¥Ke AO/Hbl BKAOYaTb B cebsi CNMCOK
TEKYLWMX MWCCAedOoBaHUN, PEerucTpoB, MNporpaMm MNOALEPNKKM WU HabAOOEHUN, CMOHCUPYEeMbIX
AeprKaTenem perncTpaumMoHHOro yAoCcToBepeHus. B cnncke AonxKeH 6biTb onncaH (Ha MMPOBOM YPOBHE)
CTaTyC KaX[oro WCCAefoBaHUA WAM MNPOrpPammbl, COOTBETCTBYHOLLEE rOCyAapCTBO, JI€KapCTBEHHbIE
npenapaTbl U OCHOBHbIE LeNn. MHTepBeHUNOHHbIE U HEMHTEPBEHLMOHHbI€ UCCNe0BaHNA AOMKHbI ObITb
yKa3aHbl NO OTAENbHOCTU COMACHO AEWCTBYHOLLEMY BELLLECTBY JIEKAPCTBEHHbIX NnpenapaToB. CnMcoK
[OMKEH COAEpPKaTb BCE UCCNEAOBAHMA (MPOrpamMmbl), TEKYLLME UCCNEA0BaHNUA (MPOrpammbl), a TaKke
nccnefoBaHua (MPorpammbl), 3aBepLUEHHbIE B TEYEHME NOCNeaHUX 2 NET.

3.4.4. Pazgen mactep-daiiiia 0 KOMNbIOTEPHbBIX CUCTEMAX M Bas3ax AaHHbIX.



3.4.4.1. B macTep-daine cuctembl dapmakoHag3opa AOMKHO ObiTb ONUCAHO PACMOSIONKEHME,
GYHKLMOHANbHbIE BO3MOXHOCTU M 3KCNAYaTALLMOHHAA OTBETCTBEHHOCTb 3@ KOMMbIOTEPHbIE CUCTEMBI U
6a3bl AaHHbIX, UCMONb3yemble AAA MOJAyYeHUs, BepuduKauum, npeactaBneHna WHPopmaumm no
6€30MacHOCTM U OLEHKM ee COOTBETCTBUA MOCTaBNEHHbIM 334a4aM.

3.4.4.2. B cnyyae MCNo/sib30BaHMA pAda KOMMbHOTEPHbIX cucTeM unm 6a3 AaHHbIX A0/KHA ObiTh
onuncaHa Ux NPUMEHUMOCTb K AeATeNbHOCTM Mo papMaKkoHaA30py Takum obpasom, YTobbl Bbln NOHATEH
06beM KoMnbloTepmnsaLmmn B paMkax cuctembl papmakoHaazopa. Kpome Toro, A0/IXKHbl 6bITb OnMcaHbl
CTaTyC BaAMAaLMM OCHOBHbIX acnekToB ¢GYHKLMOHANbHbIX BO3MOXHOCTEN KOMMbIOTEPHOW CUCTEMbI, a
TaK»Ke CMeHa KOHTPOJIA, CTPYKTYPa UCNbITaHUi, pe3epBHble NPoLLeaypbl U apXUBbl 3NEKTPOHHbIX AaHHbIX,
Heobxoaumble Ana cobnogeHus TpeboBaHUI dpapmakoHaA30pa, U UMEIOLWAACA AOKYyMeHTauma. Yto
KacaeTcA cUCTeM Ha ByMarKHbIX HOcUTensxX (Korga 3/1eKTPOHHas cUcTema MCMoJsib3yeTca TOJIbKO AN
CPOYHOro NpeacTaBAeHUA UHAUBUAYANbHBIX COOBLLEHUA O HexKenaTeNbHbIX peakuusax), Heobxoammo
onucatb ynpasfeHne AaHHbIMWU, MeXaHU3Mbl, MCNO/b3yemble Ana obecneyeHms LeNoCTHOCTU M AoCTyna
K A@HHbIM.

3.4.5 Pasgen macTep-danna o npoueccax.

3.4.5.1. BaXHbIM KOMMOHEHTOM cUCTEMbl QapMaKkoHaa30pa ABASETCA Ha/MYMe Ha MecTe
OCYLLECTB/IEHMA AEATENbHOCTU CTAHOAPTHbIX Npoueayp B NMcbMeHHoM ¢popme. B nogpasgenax 2.6, 2.9 -
2.12 HacTtoAwmx [MpaBun onucaH Tpebyembli MWHUMAAbHBLIX HABOP NMCbMEHHbBIX Npoueayp
dbapmakoHag3opa. B macrep-daitne cuctembl papmakoHaz3opa Ao0AXKHaA ObiTb OnMcaHa MMetloLWanca
npoueaypHasa [AOKYMeHTauma (CCbIIKM Ha KOHKPETHble CTaHAAPTHble OMepauLuOoHHble NpPoLeaypsl,
PYKOBOACTBA M T.A4.), TUMbl AaHHbIX (Hanpumep, TUM JAaHHbIX 06 WHAMBMAYANbHbIX CAy4anX
HexKenaTeslbHbIX peakuuii) n cnocob BeadeHMsa 3anvceit (Hanpumep, 6as3a AaHHbIX Mo 6e3onacHoOCTH,
6ymarkHble daitsibl B mecTe nosyyeHus).

3.4.5.2. B macTtep-daiin cucrembl hpapmakoHag30pa A0NXKHO ObITb BK/TIOYEHO ONUCaHME NPOLLeCcCoB,
npoueayp o6paboTkM U perncrpaumm OaHHbIX NP BbINOAHEHUU AEATENbHOCTM No dapMaKkoHaZ3opy,
KOTOpble LO/IKHbI BKAOUATb B CebA cieaytolime acneKTbl:

NOCTOAHHbIN MOHUTOPUHI COOTHOLWEHUA "Nosb3a - PUCK" NeKapCTBEHHOrO NpenapaTa, pesynbraTt
OLEHKM W MPOLLECC MNPUHATUA PELUEHMA O COOTBETCTBYIOLLMX Mepax, MpPOLEecC reHepupoBaHus,
BEPUDUKALLMM U OLLEHKU CUTHAMOB, MOAYYEHME BbIXOAHbIX AaHHbIX M3 6a3 AaHHbIX Mo 6e3onacHocTy,
06MeH AaHHBIMW C KIMHUYECKUMU OTAENaMU U T.A4.;

cucTema ynpasaeHns PUCKamMmn U MOHUTOPUHT Pe3y/IbTaTOB BHEAPEHMA MepP MUHMMM3ALLMM PUCKOB.
B cnyyae ecnM B 3TOM npolecce 3a4elCTBOBAHO HECKONbKO noApasAeneHuin, nopsadok WX
B3aMMOZENCTBUA onpeaenseTca NMCbMeHHbIMW NPoLLeAypPaMu UK COrNalleHUAMN;

cbop, BepudUKauusa, noaydyeHue mnocneayowen MHPoOpMaUMKM, OLEHKa M npeacTaBiaeHue
MHPOpMaumMM 06 MHAMBUAYANbHBIX C/NY4asX HexenaTesbHbIX peakuui. B npoueaypax no AaHHOMY
pasaeny A0MXKHO BbiTb YETKOE pasrpaHUUYEHMe N0KaNbHbIX U MeXAyHapoaHbIX BUAOB AeATe/IbHOCTH;

NAaHUPOBaHWE, COCTaB/eHUE U NpeACTaB/ieHUEe MEepPUOAUNYECKMX OOHOBAAEMbIX OTYETOB MO
b6e3onacHocCTY;

npeactasieHne noTpebuTensaMm, MeAUUMHCKMM paboTHMKaM M B YMOJIHOMOYEHHbIE OpraHbl
rocyZapcre-4seHos nHdopmaumm o npobaemax no 6e3onacHocTy;

BHECEHME M3MEHEHW, Kacawlwmxcs 6esonacHoctn, B OX/IM n UMM (/1B). Mpoueaypbl A0NKHbI
0XBaTblBaTb BHYTPEHHWUI N BHELIHWI 0BMEH AaHHbIMU.

3.4.5.3. Mo KarKaomMy HanpaBAEHUIO AEATENIbHOCTM AeprKaTe/lb PErMcTPaLMoOHHOrO yYA0CTOBEPEeHUA
JOo/MmKeH ObiTb cnocobeH npeacTaBuTb MNoOATBEPNKAEHME OGYHKUMOHMPOBAHUA Yy HEro CUCTeMbI
CBOEBPEMEHHOr0 NPUHATMA HaZ/eXxKalunx peeHnn n AencTemm.



3.4.5.4. [JomkHbl OblTb NpeacTaBAeHbl AaHHble O APYrUX HanpaBAeHUAX OeATeNbHOCTH,
NoATBEpPXKAAtoWMe Hainune Haanexallen cucteMbl obecneveHns KayecTsa B cMcTeme papmaKkoHaa3opa.
K Taknm AaHHbIM, B YaCTHOCTW, OTHOCATCS AaHHble 0 GYHKUMAX U obasaHHocTaX Y/1P, pearnpoBaHun Ha
3anpocbl yNOJHOMOYEHHbIX OPraHOB roCyAapCTB-4/IEHOB O NPeACcTaBAeHUN MHPOPMALUKM, NUTEPATYPHOM
NMOUCKe, KOHTPOJIe U3MEHEHMI B Ba3ax AaHHbIX Mo 6e30MacHOCTH, cornaleHnsax o6 obmeHe AaHHbIMK NO
6e30nacHOCTK, apXMBUPOBaAHMM AaHHbIX Mo 6e3onacHocTy, ayamTe papmaKoHaA30pa, KOHTPOAE CUCTEMBI
KayecTBa M 0bydyeHun. B xome ob63opa MOXKHO MCMO/b30BaTb Tab/MLy CO BCEMM MpoLEeaypPHbIMU
OOKYMeHTaMn dapmaKkoHaa30pa (BKAKOYAIOLLYI0 UX HAUMEHOBaAHUS U HOMepa).

3.4.6. Pazgen mactep-daiiia o npuMeHeHNN cMcTemMbl papmakoHaa30pa.

MacTep-paiin  cuctembl PapmakoHag3opa n[OMKeH BKAYaTb B ceba noateBeprkaeHue
HEenpepbIBHOrO NPOBEAEHUA MOHUTOPUHIA QYHKUMOHMPOBAHUA cUcTeMbl GapmMaKkoHaA30opa, BKItOYas
KOHTPOJ1b OCHOBHbIX Pe3Yy/IbTaTOB, @ TAKXKe ONMCAHWE METOA,0B MOHUTOPMHIA M KaK MMHUMYM COAEPMKATb:

onuncaHve npoueaypbl OLEHKM NPaBUAbHOCTA NPEACTaBAEHNA UHAMBUAYANbHbBIX COODLWEHUI O
HexenaTesnbHbIX peaKkuuax. [JonxHbl 6biTb NpeacTaB/ieHbl PUCYHKKM (rpaduku), noaTBep:KAatolme
CBOEBPEMEHHOCTb MpeacTaBneHua MHOPMaUMM B COOTBETCTBMM C TPEOOBAHMAMM 3aKOHOAATE/IbCTBA
rocyZapcTB-4/1€HOB;

OnMCcaHWe KOHTPO/bHbIX MOKa3aTeseld, UCNOoNb3yeMblX 417 KOHTPOAA KayecTBa npeacTaBieHHOM
NHPOPMaLMKN U AeATeNbHOCTU No dapmMakoHaa3opy. K TakMum MokasaTensim OTHOCATCA MHbopmaLms,
nosy4YeHHan oT YNoJHOMOYEHHbIX OPraHOB rocy4apcTB-41eHO0B, B OTHOWEHUN KayecTBa NpeacTaB/ieHuns
Co0bLWEHNI 0 HexXenaTenbHbIX peakumax, MOOB nan apyrue npeactaBnsieMble AaHHbIE;

aHa/NM3 CBOeBpeMEHHOCTU npeacTaBaeHuns MOOB B yNo/HOMOYEHHbIE OpraHbl roCy4apcTB-41eHoB
(BOMKHBI BbITb OTpaKkeHbl MNocnNegHWe AaHHble, WUCNOMb3yeMble AeprKaTenem pPermcTpauMoHHOro
YOOCTOBEPEHMS ANA OLEHKM cobntogeHusa TpebosaHuin);

aHa/In3 CBOeEBPEMEHHOCTU BHECEHUA M3MeHeHMA no 6esonacHoCTM Mo CpaBHeHUIO C
YCTaHOBNIEHHbIMUA KOHEYHbIMW CPOKaMU, a TaKXe AOaTy U onncaHue HeO6XO,EI,VIMbIX M3MEHEHUI Mo
6e30ﬂaCHOCTM, KOTOpble 6biK BblAB/1EHbI, HO elle He 6b1n noAaHbl B ynOﬂHOMOHeHHbIﬁ opraH;

B COOTBETCTBYIOLLMX CAyYasiX - aHa/NM3 BbINOJAHEHUA 0653aTe/NbCTB COrIacHO NJaHy ynpas/ieHus
puckamm nnbo apyrux o6asaTenscTs Uan TpeboBaHM, UMEOLMX OTHOWEHNE K dapMaKoHaa30py.

HeobxoaMmo onucaTb WM MNOACHUTb LEAM NpPUMEHeHMA cuctembl dapmaKkoHaasopa. B
COOTBETCTBYIOLLMX C/Ty4anX HEOOXOAMMO NPUNOKNUTL K MacTep-Paiiny cuctembl papmakoHag3opa CANCOK
noKasartenen aeAtTeNbHOCTU No GpapMmaKoHaA30py.

3.4.7. Pasgen mactep-daiina no papmaKkoHaa30py O cMCTeme KayecTBsa.

B pasgene npeacrtaBnaeTcA OMNMCAHUE CUCTEMbl YNPaB/iEHMA KaveCTBOM B pPaMKax CTPYKTypbl
opraHnsauumm n npyumeHeHnAa CMCTemMbl Ka4ecCTea B d)apN\aKOHa,a,aope.

3.4.7.1. NpoueaypHblie AOKYMEHTbI.

CnNUCOK [OKYMEHTA/IbHO OGOPM/IEHHbIX MNpoLeayp W MPOLECCOB, MMEILWMX OTHOWEHME K
AeATeNbHOCTM Mo dapMaKkoHaA30pY, C YKazaHMEM UX B3aUMOCBA3K C APYrMMU GYHKLMAMM U NOAXO4aMM
K oueHKe npoueayp. CNCOK JoNMKEH cogepKaTb HOMEP AOKYMEHTa, HAMMEHOBAHWe, 4aTy BCTYN/1EHUA B
cuny (ana cTaHAAPTHBIX ONepPaLNOoHHbIX MpoLUeayp, Pabounx MHCTPYKLMIA, PYKOBOACTB U T.4,) U oNncaHue
[OCTYyNa K OOKYMeHTam. Jo/XHbl 6blTb yKasaHbl CTaHZAPTHble OnepaupMoHHble NpoLeaypsl,
npuHaaNexKalpe nposanaepam ycayr v Apyrmm TPETbUM CTOPOHaM.

3.4.7.2. O6byyeHune.



MpeacTaBnseTca onucaHMe ynpas/ieHUA pecypcamm B XO[e OCYLLEeCTB/IEHMA AeATeNbHOCTU nNo
dapmakoHaazopy:

OpraHM3aumMoHHAA CTPYKTYpa C KOAMYECTBOM /IIOAEW, Y4YacCTBYIOWMX B  OCYLLECTBIEHUU
AeATeNIbHOCTM Mo  (dapMaKoHaA30py, BK/KOHYAA CCbUIKY Ha MECTO XPaHeHWs KBa/MPUMKaLMOHHbIX
[IOKYMEHTOB;

CMNCOK MeCT HaxoXaeHnA nepcoHana,

KpaTKoe OMMcaHMe KOHTEKCTa ODy4YeHWs, BK/IKOYAsA CCbIIKY HA MECTO XpaHeHWA JOKYMEHTOB 06
obyuyeHuu;

UHCTPYKUNU MO KPUTUYECKMUM MNpOoLeCCaM.

MepcoHan AoMKeH bbiTb COOTBETCTBYIOWMM 06pa3om 0bydeH OCYLLECTBAEHUIO AEATENbHOCTU NO
dbapmaKkoHaa3opy. ITO KacaeTcs He TOIbKO NepcoHana B NogpasgeneHmsax ¢apMakoHag3opa, Ho U uu,
KOTOpble MOFyT NO/ly4aTb COObLLIEHMA N0 6e30NacHOCTH.

3.4.7.3. Ayaur.

NHpopmauua ob aygute cuctembl obecrniedeHmsa KayecTBa B cucteme ¢apmMakoHaa30pa A0/KHA
6bITb BKAIOYEHA B MacTep-¢ain cuctembl dapmakoHaasopa. B npunoxeHue HeobxoAuMO BKAOUYUTb
onucaHuve meToAa NJIaHMPOBaHWA ayAUTOB cucTeMbl GapMaKoHaL30Ppa M MEXAaHU3MOB PEMNOPTUPOBAHMSA,
a TaK¥Ke CNUCOK 3ani1aHMPOBaHHbIX W 3aBEePLUEHHbIX ayAUTOB CUCTEMbI PpapmMaKkoHaA30pa. ITOT CNUCOK
AOMKEH cofep)kaTb AaTbl, 061acTb NPoOBeAeHWA M COCTOsHME 3aBeplueHWA ayaAWuTOB NpoBalgepammu
ycayr, cneunduyeckme Buapl A4eATeNbHOCTM Mo GapMaKoHaA30py WM MeCTa BbIMONHEHUA GYHKLUMI MO
dapmaKkoHag3opy, a TaKKe ornepauuoHHble 061acTM B3aUMOAENCTBUS, MMElOLME OTHOLWIEHME K
BbIMO/HEHWNIO 0653aTe/IbCTB.

MacTep-dpainn cuctembl papmaKkoHaL30pPa AOMKEH COAEPHKATb TAKKE KOMMEHTapUKM NO ayanTam, B
X04e KOTOpbIX OblM NoAy4YeHbl 3HaYMMble pesynbTaTbl. ITO O3HAYaeT, YTO B NEepeyHe NPOBeAEeHHbIX
ayanToB [AO/MKHbI ObiTb YKasaHbl pe3ynbTaTbl, KOTOpble ObLIM OLEHEHbl KaK CYLLeCTBEHHbIe WK
KPUTUYECKME, a TaKKe KpaTKoe OnucaHue niaaHa KoPPEeKTUPYIOLMX UM NpeaynpeauTeNibHbIX AenCcTBUiA
C KOHEYHbIMM CPOKaMU UCNOHEHMA. [losixKHa ObITb YKa3aHa CCbliKa Ha MOJIHbIA OTYET O NPOBEAEHHOM
ayanuTe, LOKYMEHTbI C M1aHOM KOPPEKTUPYIOLMX U NPeaynpesuTeNbHbIX Mep.

KommeHTapuu, KoppeKkTupylowmve W npegynpeguTesibHble Mepbl, a TakKe uHdpopmauusa o
HaxoMAeHWW OTYeTa O MPOBEAEHUM ayauTa AO0/KHbI ObiTb BK/AKYEHbI B MacTep-¢ain cUCTeMbI
dbapmaKoHaZ30pa A0 Tex Nop, NoKa He ByayT B NOHON Mepe OCYLLEeCTB/IEHbl KOppeKTupytowue n (unm)
npeaynpeautenbHble AeNCTBUA, TO €CTb KOMMEHTapuM YAANATCA TO/bKO Nocae Toro, Kak byayt
NPOAEMOHCTPUPOBaHbI PE3YNbTaTbl OCYLLECTB/IEHUA KOPPEKTUPYIOWNX AeACTBUN U (MAKn) NnpeacTaBaeHo
noATBepXaeHue (B TOM YMciae He3aBUCMMOM CTOPOHbI) 3HAYUTEIbHOTO YYYLWEHUA CUCTEMDI.

B KauecTBe cpencTBa ynpaB/ieHUs cucTtemoit papmakoHaz3opa U obecrneyeHns OCHOBaHUA ANA
npoBeAeHMA ayamuTa WKW MHCNEKUMW, mactep-¢pain cuctembl papmakoHaz3opa A0MKEeH coAeprKaTb
TaKKe OnmncaHune NpPoLLEeccoB perucTpaummn, o6 paboTkm U yCcTpaHeHMA BbiBNIEHHbIX B CUCTEME YNPaBAeHMA
KauyecTBOM OTKNOHEHWN.

3.4.8. NMpunoxkeHue K mactep-daiiny.

MpunoxeHne K mactep-daiiny cuctembl dapMakoHaA30pa [AOMKHO COAEpKaTb craeaylolme
[OKYMEHTbI:

nepeyeHb  NIEKAPCTBEHHbIX  MPenapaTtoB, KOTOPble  3aperncTpuMpoBaHbl  AepsKaTenem
PErMcTPaLMOHHOrO YAOCTOBEPEHUA B rOCYAapcTBax-4leHax M B TPETbUX roCyadapCTBax, Ha KOTopble
pacnpocTpaHaeTca mactep-daiia cuctembl GapmaKoHaA30pa, BKIKOHYAA HAMMEHOBAHUA JIeKaPCTBEHHbIX



npenapaToB, MeX/AyHapoAHble HEeMaTeHTOBaHHble HauMMeHOBaHWA AEWCTBYIOWMX BELLECTB U
HaMMeHOBaHWe rocyaapcTBa, B KOTOPOM AENCTBYET PerucTpaLuyoHHOE YA0CTOBepeHue, Homepa
PErncTpaLnoHHbIX YA0CTOBEPEHUIA.

MepeyeHb [o0MKeH 6biTb CTPYKTYPUPOBaH COMacHO AeNCTBYIOWMM BelectBam, M B
COOTBETCTBYIOWMX CAYy4anX [OJKEH COAepaTb YKasaHMe Ha CyllecTBOBaHWe cneuuduyeckux
TpeboBaHWUIA K KOHTPOAl0 6e30MacHOCTM NeKapcTBeHHOro npenapaTa (Hanpumep, BBedeHVE Mmep
MMUHMMM3ALMM PUCKOB, OMMCaHHbIX B NAaHe ynpaBaeHnsa puckamu).

B cnyyae coBMeCTHbIX cucTem hapMaKkoHaA30pa A0MKEH BbiTh BK/AIOUYEH NepeyeHb IeKapCTBEHHbIX
NMpenapaToB W JAep)KaTeneil pPerucTpaLMoHHbIX YAOCTOBEPEHMUM, KOTOpble MPUMEHAIOT CUCTEMY
dapmaKoHaa3opa, onucaHHylo B mactep-daiiie cuctemsl dapmakoHag3opa, Takum obpasom, Ytobbl B
HaAM4YMK BbIN NOJSHLINA NepeYeHb NeKapCTBEHHbIX NPENapaToB, Ha KOTOpbIe pacrnpocTpaHaAeTca MacTep-
¢daiin cnctembl papmakoHa30pa;

nepeyeHb KOHTPAKTHbIX [LOrOBOPEHHOCTEN, KACAlOWMXCA [e/IerMpOBaHHOM AeATeNbHOCTU Mo
dbapmaKoHaa30py, BKAKOUYAsA COOTBETCTBYIOLLME 1IeKapCTBEHHbIe NpenapaTbl U TEPPUTOPUN;

nepeyeHb 3a4a4, AeferMpoBaHHbIX YNOAHOMOYEHHbIM ANLOM No dapmaKkoHaa30py;
CMUCOK BCEX 3aBeplleHHbIX 3a 10-neTHMiA Nnepnoa ayAuToB U CNMCOK 3aniaHMPOBaHHbIX ayANTOB;
nepeyeHb Nokasartenen AeATeNbHOCTM No papmMaKkoHaa30py (Koraa sTo NPUMEHUMO);

nepeyeHb HaXOAALMXCA B BEAEHUN AepKaTensa PerncTpaLlmMoHHbIX YA0CTOBEPEeHNIA APYTMX MacTep-
daiinoB cucTembl GapmakoHaa3opa (Korga 3To NPUMEHMMO).

3.5. KOHTpOAb U3MEHEHWUIA, BEPCUU U apPXMBUPOBaHUE

3.5.1. YNnonHOMO4YEHHblE OpraHbl FOCyAapCTB-4N1E€HOB MOTYT 3aNpocuTb MHGOPMALMIO O BaXKHbIX
N3MeHeHMAX B cucTeme papmaKoHaZ30pa, KOTOpble MOryT BKAtOYATb B Ceb6A B TOM YMcie cieaytowme
N3MEHEHMUA:

a) usmeHeHus B 6ase (6asax) AaHHbIX N0 6e3onacHOCTU cucTeMbl papmaKkoHa30pa, KOTOPbIe MOTyT
BK/ItOMATb B ceba M3meHeHMA B camoli 6ase AaHHbIX MM BO B3aMMOCBA3aHHbIX 6a3ax AaHHbIX, UISMEHEHUA
B CTaTyce Banugaumu 6asbl AaHHbIX, @ TaKXe M3MeHeHMs B MHPoOpMauMM O nepeaaBaembiX MW
NepeHOCUMbIX AAHHBIX;

6) M3MeHeHMA B OKa3aHMM 3HAYMMbIX YCAyr No GpapmakoHag30py, 0COBEHHO ecnn pedb UAET O
BaKHbIX KOHTPAKTHbIX AOrOBOPEHHOCTAX NO NPeACTaB/eHNO0 AaHHbIX No 6e30MacHoCTy;

B) TakMe OpraHM3aUMOHHbIe U3MEHEHWS, KaK MOr/olleHue OA4HON KOMNaHWWM ApYroi, CiusHue,
N3MEeHEeHNe MecTa OCYLLLECTB/IEHNA AeaTeNlbHOCTM No dapMaKoHaa30py UaK genernposaHue (nepegaya)
ynpasneHua mactep-daitnom cuctembl papmakoHagzopa.

3.5.2. lMocKonbKy macTep-patn cuctembl apmakoHaa30pa BKAOYAeT B ceba nepeyHu
JIeKapCTBEHHbIX MNPEenapaTtos M BWAOB [AEATENbHOCTM, KOTOpble MOIYT MEepUOANYECKM MEHATLCA,
AepKaTenn perncTpaumoHHbIX YA0CTOBEPEHUN A0NKHbBI NPUMEHATL CUCTEMbI KOHTPOA M3MEHEHUI U
pa3paboTaTb HafeXHble CNocobbl MOCTOAHHON OCBEAOMJIEHHOCTU O COOTBETCTBYHOLUMX U3MEHEHMUAX C
LEeNnblo Hagnexallero nepecmoTpa Mmactep-painina cuctembl dapmakoHazsopa. Momumo 3Toro,
N3MEHEHWA, BHOCMMbIe B macTep-dainn cuctembl GdapmakoHaa30pa, AOMKHbI PETUCTPUPOBATLCA TaKUM
06pasom, 4YTobbl B HANMYMM NOCTOSHHO Oblna UCTOPUS U3MEHEHMI (C yKa3aHMeM AaTbl U KOHTEKCTa
N3MeHeHWI). TaKyto NOCTOAHHO 0H6HOBASIEMYO MHDOPMALMIO, KaK NMepeyYHU 1EKAPCTBEHHbIX NPENapaTos,
CTAaHZAPTHbIE ONEPAUMOHHbIE NpPOUEAypPbl WAW AaHHbIEe NO COOTBETCTBUIO TPEOOBAHUAM, MOMKHO
pPerucTpmMpoBaTh YEPE3 UCTOPUIO USMEHEHWIA, KOTOPbIE MOTYT BKtOYaTb B cebA AaHHble KOHTPOMPYEMBIX
cuctem (Hanpumep, 3N1EKTPOHHbIE CUCTEMbI YIPaBAEHUS SAHHBIMWU UK NpaBoBble 6a3bl AaHHbIX). TaKMM



06pasom, MOXKHO YNpaBAATb 3aMEHEHHbIMU BEPCUSIMU [OKYMEHTOB 3a Mpefenamum TEKCTOBOro
HanoAHeHMA macTep-daiina cuctembl GapmakoHaa3opa Npu YCI0BUM yYeTa UCTOPUN USMEHEHUIM U UX
npeacTaB/ieHnss YNOIHOMOYEHHbIM OpraHam rocyZapcTB-4eHoB Mo 3anpocy. CyliecTBeHHble WM
Ba)KHble OMnucaTe/ibHble M3MEHEHWA TEKCTOBOrO HanonHeHMsA Mmactep-dalina moryt notpebosatb
C03/4aHu1A HOBOM Bepcun mactep-Ppaiina cuctembl papmakoHag3opa.

3.5.3. [lepaTenun perncrTpalmMoHHbIX YyOAOCTOBEPEHUIM AOMKHbI 060CHOBATb BbIOPaHHbIN MeToq, U
pa3paboTaTb npoueaypbl KOHTPOAA AOKYMEHTALMM C LLebl0 HaA/exalero ynpaBieHUs MpoLeccom
nogaepXaHua mactep-daina cuctemol papmakoHagzopa. OCHOBHOM MPUHLMN 3aKMOYAETCA B TOM, YTO,
npeactasnsa cobolt oCHoBaHWE ANA ayaUTOB M MHCMEKUMA, macTep-daia cuctembl GpapmakoHaasopa
COOEPUT ONUCaHWe cuctembl GapmMaKoHaA30pa B TEKYLWMIA MOMEHT BPEMEHM, HO OLeHKa
GYHKUMOHMPOBAHMA U HanpaB/IEHHOCTU CUCTEMbI GpapMaKoHaA30pa Ha NPeaLlecTBYOLLMX 3Tanax MOXKeT
notpeboBaTb A4ONONHUTE/IbHOIO 03HAKOMIEHMA C CUCTEMON.

3.5.4. MNpwn BHECEHMM M3MEHEHMI B MacTep-daiin cuctembl dapmakoHaa30pa TaKkKe Heobxoanmo
YUMTbIBaTb COBMECTHble cucTeMbl dapmMaKkoHagsopa W [AeNerMpoBaHHYl0 AeATeNbHOCTb Mo
dapmakoHaasopy. HagnerKawmi KOHTPO/Jb WM3MEHEeHW npeaycMaTpuBaeT perucTpauuio aatel U
KOHTEKCTa YBeAOMIEHUI O BHOCUMbIX M3MEHEHMAX YNOJHOMOYEHHbIX OPraHoB rocyaapcTs-yneHos, Y10
M TPETbUX CTOPOH.

3.5.5. Mactep-daiin cuctembl dapmaKkoHaa30pa A0/KEH ObITb COCTaB/IEH B YNTAEMOMN U AIOCTYNHOM
dopme. Heobxoanmo npeactaBuTb ONUCaHME MpoLedypbl apXMBUPOBAHUA Ha 3NEKTPOHHbIX U (1Maun)
neyaTHbIX HocuTenax mactep-daiina cucrembl bapmakoHaa3opa.

3.6. MpeactaBneHne macrep-dpaiina cuctembl papmakoHaa30pa

YN® ponkHO MMeTb MNOCTOAHHLIA  AOCTyn K MacTep-danny cuctembl dapmaKoHagsopa.
YNo/IHOMOYEHHbBIM OpraHam rocy1apCTB-4/1€HOB A0/1KeH ObITb 0becneyeH NOCTOAHHbIN AOCTYN K MacTep-
daitny  cuctembl  dapmakoHagsopa no  3anpocy. WMHPopmauma B mactep-daiinie  cucTembl
dapmaKoHaZ3opa A0NKHA ObiTb MCYEPNbIBAIOWEN, NPaBUIbHOM W OTpaKaTb AEMCTBYIOLLYIO CUCTEMY
dbapmaKoHaZ30pa B TEKYLLMIA MOMEHT BPEMEHU, YTO 03HaYaeT 0ba3aTeNbHoe 0bHOBNEeHME MHbOPMALMK
mactep-paiia M npu HeobXOAMMOCTM BbINOJHEHME MEPEecMOTPa € YYETOM MOJYYEHHOrO OMbITa,
TEXHMYECKOrO W HayyHOro nporpecca, W3MEHeHWin B HOpMax peryampoBaHua. [epxkatenem
PErnmcTPaLNoHHbIX YAOCTOBEPEHUIA [OMKeH ObiTb obecnevyeH AOCTYN YNOAHOMOYEHHbIX OPraHoB
rocyaapcTB-4neHoB K macTep-¢aiiny cuctembl dpapmakoHagsopa B TedeHue 7 paboumx gHei nocne
noay4yeHmna COOTBETCTBYHOLLErO 3anpoca.

3.6.1. ®opmar U CTPyKTypa

MacTep-daiin cuctembl dapmakoHag30pa MOXKET ObiTb B 3NEKTPOHHOW dopme Npu YC/OBUM
COXPaHEHWsi BO3MOXHOCTU MpPeacTaB/eHUs YETKO CTPYKTYPUPOBAHHOW MEeYaTHOM Komuu Mo 3anpocy
YNO/IHOMOYEHHbIX OPraHOB rocygapcTB-yseHoB. B nwobom  dopmaTte macTep-dpaiin  cuctemsl
dapmaKkoHaa3opa AO/KeH ObiTb B 4YMTaemMoil, MoAHOWM W JocTynHol ¢opme, obecneuymBatoLei
BO3MOHOCTb OLLEHKM BCEX [AOKYMEHTOB W MPOCAEXMBAEMOCTb M3MeHeHMI. MoxeT notpeboBaTbcA
orpaHMyYeHMe JocCTyna K mactep-painy cucTembl ¢GapmMaKkoHaA30pa C LEenblo  OCyLWecTBleHus
HaZ/eKalllero KOHTPOAS ero CoAeprKaHus U pacnpefesneHns obsasaHHOCTEN Mo ynpaB/ieHWto macTep-
dannom cuctembl papmakoHaa30pa (B KOHTEKCTE KOHTPOS USMEHEHUI U aPXMBUPOBAHUSA).

3.7. 0643aHHOCTM Y4aCTHUKOB cncTeMbl papmaKoHaA30pa

3.7.1. lepKaTenu perncTpauoHHbIX yA0CTOBEPEHUA.

3.7.1.1. lepKaTenu perncTpaLMoHHbIX YA0CTOBEPEHNIN AOMKHbI pa3paboTaTb U BHEAPUTL CUCTEMY
dbapmaKoHaZ30pa C Lenblo KOHTPOIA U HabIAEHUA 33 OAHMM UK Bonee NeKaPCTBEHHbIM NMPENapPaToMm.



OHM TaKKe OTBeYalOT 33 CO3JaHWe W noAfep:kaHue macTep-danna cuctembl dapmakoHan3opa, B
KOTOPOM OCYLLECTBASETCA PErnCTpauma geaTesIbHOCTU Mo ¢papMaKoHaA30py B OTHOLIEHUN OLHOMO WUAK
bonee  3aperMcTPUpPOBAHHBLIX  NIEKAPCTBEHHbIX  MNpenapatoB. [lepskaTento  pPerncTpaumMoHHOro
YAOCTOBEPEHUS HEOBXOAUMO HasHauUTL 0aHO Y/1®, oTBevatollee 3a co3gaHue U GYHKLMOHUPOBAHUE
cmcTembl papmaKoHag30pa, oNMcaHHOM B MmacTep-daine cuctembl GapmMaKoHaA30pa.

3.7.1.2. lNpn nogaye 3aaBNEHMA Ha PETNCTPALLUIO IEKAPCTBEHHOrO NpenapaTa 3aasuTe b AOJIKEH
MMeTb B CBOEM PACMOPAKEHUN ONUCAHME cucTemMbl GapMaKoHaa30pa, KoTopas byaeT GyHKUMOHMPOBATb
Ha TeppuTopumn Coto3a UAN TEPPUTOPUMN OTAE/bHbIX FOCYAAPCTB-Y/IEHOB. B X04€e OULEeHKU 3aAaBNeHnA Ha
PerucTpaumnio ot 3adaBuTens MoXKeT noTpeboBaTbCA NpencTaBlAeHME C LEeNblo O3HAKOMEHUS KOMWUM
macTep-daina cuctembl papmakoHaa30pa.

3.7.1.3. [lep:KaTenb pPerncTpauMoHHOro yAoCTOBEPEHMA OTBEYaeT 3a co3daHue mactep-daina
cuctembl papMaKkoHaL30pa B FOCYAaPCTBAX-UY/IEHAX U PETMCTPALMIO MECTOHaXOKaeHUs mactep-daina B
YMNOAHOMOYEHHbIX OpPraHax rocy4apcTB-4/1IeHOB MpK Nogaye 3adaBAEHNA Ha PErNCTPALLUIO NEKAPCTBEHHOMO
npenapara. B mactep-daine cuctembl papmakoHaa30pa HEOHX0AMMO ONMCaTb AeMCTBYIOLLYIO B TEKYLLNIA
MOMEHT BpeMeHu cnuctemy dpapmakoHag3opa. MOXKHO BRIHOUNTL MHGOPMALLMIO O KOMMNOHEHTAX CUCTEMBI,
KoTopble 6yayT BHeApATbCA B Byayliem 1 KOTopble A0/XKHbI BbiTb YKa3aHbl Kak 3amn/1aHUPOBaHHbIE, a He
BHEAPEHHble UK AencTByowme.

3.7.1.4. Pabota no co3daHWIO, MOAAEP)KaHUIO W NpPeACTaB/eHUI0 MacTep-¢paina cuctembl
dbapmakoHaz30pa B YNoJHOMOYEHHbIe OpraHbl rocyAapcTB-4/IeHOB MOXET bbiTb nepegaHa TpeTbew
CTOPOHE, HO AeprKaTeNb PEerucTpauMoHHOro  YAOCTOBEPEHUSA COXpaHAeT 3a coboi  MoJHYylo
OTBETCTBEHHOCTb 3a cobNtoaeHUe TpeboBaHMN 3aKOHOAaTeIbCTBA rOCYAapCTB-Y1E€HOB, MeXAYHapPOoAHbIX
OOroBOPOB WM aKToB, cocTaBasatowmx npaso Cotsa. MoggeprkaHne MmacTep-paiiia cucTemsl
dbapmakoHaz3opa B AEUCTBYIOWEM W AOCTYNHOM COCTOAHWKM (MOCTOAHHbLIA AOCTYN ANA ayguTa U
MHCNEKLUMN) MOXHO AenernposaTb, HO AepkaTeslb PerncTpalMoOHHOro yA0CToBEpeHMA Ha NOCTOSHHOWN
OCHOBE HeceT OTBETCTBEHHOCTb 3a obecneyeHuWe BbINOJHEHUS OaHHOM GYHKUMM Ha  YPOBHE,
COOTBETCTBYIOLW,EM TPEHOOBaHUAM 3aKOHOAATEIbCTBA OCYAAPCTB-YEHOB, MEXKAYHAPOAHbIX OrOBOPOB U
aKTOB, cocTaBasAoWMX npaso Coto3a.

3.7.1.5. B cnyyae cmeHbl Y/I® MAM COOTBETCTBYIOLLENA KOHTAKTHOM WMHbOpPMaLUKM, a TaKXKe
MECTOHaxoXaeHna MmacTep-dpamna cucteMbl dapmMaKoHa[30pa AepiKaTeNlb  PerncTpauMoHHOro
YA0CTOBEPEHMA NPeACTaBAAET B YNOJHOMOYEHHbIE OpraHbl FOCYAapCTB-4/1€HOB 3aAB/IEHME O BHECEHUU
COOTBETCTBYOWMX U3MEHEHUN. [eprKaTenn perncTpauoHHbIX YAOCTOBEPEHMIA HECYT OTBETCTBEHHOCTb
3a obHoBneHWne MHpopmaumm o6 YJ1P n agpece HaxoKaeHUa mactep-panna cuctembl papmakoHaazopa.

3.7.2. YNONHOMOYEHHbIe OpraHbl rocy4apCTB-4/1€HOB.

3.7.2.1. YNONHOMOYEHHble OpraHbl rOCYyAapCTB-4Y/1€HOB OTBEYAOT 3@ KOHTPOAb CUCTEM
dapmaKkoHaa30pa geprkaTenen perncTpaumoHHbIX yaocToBepeHun. MonHbiM mactep-daiin cuctembl
dbapmaKoHaZ30pa MOKET ObITb 3anpoLLeH B Ntoboe Bpems (Hanprumep, Npy BO3HUKHOBEHWMW BOMPOCOB Mo
cucteme  dapmaKkoHag3opa, uMauM npoduato 6e30MacHOCTM IeKAPCTBEHHOrO MpenapaTta, Wan npu
noarotoBke K uHcnekuun). UHbopmaumuio 06 M3MeHeHMAX B KpaTKoOM WMHPopmauMM Mo cucteme
dbapmakoHaz30pa MAKN B cogepaHum mactep-daitna cuctembl GpapmMaKkoHaL30pa TaKKe UCMONb3YIOT B
XoAe NAaHNPOBaAHMA M NPOBEAEHNA MHCNEKUUN.

3.7.2.2. YNONHOMOYEHHbIE OpraHbl rocyapcTB-47eHoB 0bMeHUBaOTCA MHbOPMaLLMen o cucTemax
dapmakoHagsopa, B TOM Yncie B Lensax nepefayv AaHHbIX B HaLMOHaNbHble NPOrpaMmbl MHCEKLMIA,
pa3paboTaHHble Ha OCHOBE aHa/iu3a PUCKOB. MHCMEKTOpbl YNOJHOMOYEHHbIX OPraHoB rOCyAapCTB-
4yneHos coobLaloT 0 HecoboaeHUM obAasaTenbHbIx TpeboBaHMi, BrIoYaa TpeboBaHWA MO macTep-
danny cucrembl papmakoHagsopa n cucteme papmakoHaa3opa.

3.8. loctynHocTb macTep-¢daiina cuctemol papmakoHaa3opa



3.8.1. Mactep-¢daiin cuctembl dapmakoHaa30pa NOAAEPHKMBAIOT B AENCTBYIOWEM U AOCTYNHOM
COCTOAHMU AN YNONHOMOYEHHOro nua no ¢papmakoHaazopy. OH TaKKe [0/KeH 6biTb NMOCTOSHHO
OOCTYMEeH A/1A WHCNEKUMM HEe3aBUCMMO OT Toro, 6blno AW caenaHo 3apaHee COOTBETCTBYHOLLEe
YBEAOMNEHNE NN HET.

3.8.2. [lep:aTenb perncTpaumoHHbIX YAOCTOBEPEHWNIA NOALEPKMBAET U NPEeACTaBAAeT Mo 3anpocy
YNO/IHOMOYEHHOTO OpraHa rocyAapcTBa-YjeHa Konmuto Mmactep-dainia cuctembl dapmaKkoHaz3opa.
[ep:aTeNb PerucTpauMoHHOro YAOCTOBEPEHUA NpPeAcTaBAseT Konuio macTep-daina B TedeHue 7
pabouunx gHel nocae NosyYyeHMa COOTBETCTBYOLLEro 3anpoca. Macrtep-dain cuctembl papmakoHaasopa
npeacTaBAsIOT B YNTAEMOM BUAE B 3/1IEKTPOHHOM GopmaTe nam Ha 6ymaykHOM HocuTene.

3.8.3. Ecim oguH 1 TOT e mactep-daiin cuctemsl GpapmakoHaa30pa UCNoAb3yOT bosee ogHOro
[Aep:KaTens pPerncrpaumMoHHOro yaocToBepeHus (B CAyd4ae  WCMNOMb30BaHMA oblier cuctembl
dbapmakoHaz30pa), COOTBETCTBYIOLWMIA MacTep-dalin cucteMbl papmakoHaA30pa AOMKEH ObITb A4OCTYMNEH
ANA KaXO0ro 13 HUX Takum 06pa3om, 4Tobbl KaxKablid U3 AepsKaTenein perucTpaumoHHbIX YA0CTOBEPEH UM
MMe BO3MOXKHOCTb NpeACcTaBUTb MacTep-dalin B yNOAHOMOYEHHbIM OpraH rocy4apcTBa-y/eHa B Te4eHue
7 pabounx gHelt nocse Noay4eHus COOTBETCTBYHOLLEro 3anpoca.

3.8.4. Mactep-panin cuctembl $papmakoHaA30pa, KaK NpaBUAO, He 3anpalluMBaeTca B Xoge
NpPoBeAEHMA OLLEHKN HOBbIX 3asiB/IEHNI Ha NOJyYeHME PErNCTPaL MM IeKapCTBEHHOrO npenaparta (T.e. 4o
PerncTpauum IeKapcTBEHHOro NpenapaTa), HO MOXKET ObITb 3aMPOLEH B 0COObIX C/IyYasX, B YaCTHOCTU B
C/lyYae BHeApeHWA HOBOW cucTemMbl GapMaKoHaA30pa UAKU Npw BbisBAEHUN Npobaem no 6esonacHocTH
NleKapcTBEHHOro npenapata AnMb60 BOMPOCOB MO COOTBETCTBUIO TPeOOBaAHMAM 3aKOHOAATENbCTBA
rocy4apcTBa-yieHa WM MeKAYHapOoAHbIX [OrOBOPOB M aKTOB, cocTaBfslowmx npaso Cotosa, no
dapmakoHaazopy.

KoHcynbTaHTlAOC: NpuMmeYaHume.
Pasgen 4 sctynaet B cuny ¢ 1 aHBapa 2017 roaa.

4. HcneKTupoBaHMe cucTemMbl papmaKkoHa3opa
4.1. BBegeHune

4.1.1. B uenax noATBEPKAEHWUA BbINOJHEHUA AeprKaTeNaMU PErncTPaLMOHHbIX YAOCTOBEPEHNI
0653aTeIbCcTB Mo PpapmMaKkoHaA30py YNOJHOMOYEHHbIE OPraHbl FOCYAapCcTB-41eHOB 065A3aHbl MPOBOAUTDL
MHCMEeKUMM no  GapMaKoHaA30py JAeprKaTenell  PernmcTpaumMoHHbIX  YAOCTOBEPEHUA UAU  MHbIX
OpraHusauuii, NPUBNAEYEHHbIX AepKaTeNaMM PerucTpaLMOHHbIX YAOCTOBEPEHUIA A48 BbINOAHEHUA
obasatenbcte nNo dapmakoHaasopy. MHcnekumn no <¢dapmMakoHaA30py AO/MKHbI  NPOBOAUTLCA
MHCMEeKTOpPamM, HasHa4yaemMbIMN OPraHamm rocyAapcTB-41eHoB, YNOJHOMOYEHHbIMU NPOBOAUTL OCMOTP
nomeLLeHNIM, 3HAKOMUTBLCA C MaTepPUanamm, AOKYMeHTammn n mactep-dainiom cuctembl papmakoHaa3opa
Y OepsKaTens perMcTpaLMoOHHOro yA0CTOBEPEHNA WM MHBIX OPraHn3aLmi, NPUBEYEHHbIX AeprKaTenem
PErncTpPaLnoHHOro yA0CTOBEPEHMS A1 BbINO/HEHMsA 0b6A3aTenbcTe Nno dapmakoHaasopy. [ep:katenb
PerncTpaLnoHHOro yaoCcToBepeHus 06a3aH No TpeboBaHMIO YNONHOMOYEHHOro OpraHa rocyaapcrsa-
yfeHa NpeacTaBAATb Mactep-dann cuctembl GapMaKoHaZ30pa, KOTOpbIM ByAeT MCnosb3oBaTbCa ANA
MHGOPMMPOBaAHMA O NPOBEAEHUN NHCMEKUMIA.

4.1.2. Llensamm nHcnekumin no dapmaKkoHaa30py ABAAOTCA:

a) NOATBEPNKAEHWNE HANNUNA Y AeprKaTeNa PErncTPaLyOHHOrO YA0CTOBEPEHNUA NEPCOHANa, CUCTEM,
a TaKKe MnomeLlleHua, cpeacts M obopyaoBaHua, HeobXoAMMbIX ANA BbiNOSHEHMA 06A3aTeNbCTB No
dapmakoHagzopy;

6) BblfB/IEHWNE, OLLEHKA U PerncTpauma HeCOOTBETCTBUIA, KOTOPbIE MOTYT NPeACTaB/ATb ONAaCHOCTb
015 340Pp0BbA HaceneHus, U tHPopmmpoBaHMe 06 3TOM MHCNEKTUPYEMOM CTOPOHDI;



B) MCMO/Ib30BaHWME PE3YIbTaTOB MHCMEKLUMIA B KAYeCTBE OCHOBbI 4/ 06A3aTeNIbHbIX 417 gepKaTens
PEerncTpaLnoHHOro yaocToBepeHna aenctenii (npu HeobxoamMmocTh).

4.1.3. YNOAHOMOYEHHbIN OpraH rocygapcTBa-4/ieHa BMpaBe MNPOBOAUTb WMHCMNEKLMM MO
dbapmaKkoHag30py nepes, PerucTpaumert NekapCTBEHHbIX NPenapaToB AAA MPOBEPKM COOTBETCTBUA
AenctaytolLeit cuctembl dapmakoHaZ30pa AepKaTens perncTpaumoHHOro yAocTosepeHns TpebosaHnam
3aKOHOAaTeNbCTBA rocyAapcTBa-yneHa u HacrtoAawmx pasua. YnosHOMOYEHHble OpraHbl rocyaapcTs-
Y/NIEHOB OCYLLECTBAAIOT B3aMMOZLENCTBME MO 0OMeHYy MHOpMaLMelt B 4YacTM MHCMEKUMi, KoTopble
NJIAHUPYIOTCA, N PE3YbTaTOB MHCMEKLUMI, KOTOPbIE YKe NPoBeAeHbI.

4.1.4. MNMporpaMmbl MHCMEKUUA No dapmMaKoHAA30py BKAOYAKOT B cebA NnaHOBble MHCMEKLUN B
COOTBETCTBMM C OCHOBaHHbIM Ha PUCKaX MNOAXOAE, a TaKXKe BHEMNNAaHOBbIE MHCMEKL MM, OCYLLECTBAAEMbIE
C LLeNblO OLLEHKM Npeano/iaraeMblX HECOOTBETCTBUI UM MNOTEHLMANbHbIX PUCKOB, KOTOPbIE MOTYT OKa3aTb
B/IMAAHWE Ha BbINOJIHEHME QYHKLUMI MO GapMaKoHaA30py ONpeseNeHHOro 1eKapCTBEHHOro Npenapara.

4.1.5. Pe3ynbTaTbl MHCAEKUWW [0MKHbI OblTb NpPenocTaBAeHbl WMHCNEKTUPYEMOMY CyObeKTy,
KOTOPbIN NOSY4aeT BOSMOXKHOCTb BbICKa3aTb CBOM KOMMEHTapUKM B C/ly4ae BbiBIEHUSA HECOOTBETCTBMUSA
TpeboBaHMAM  3aKOHOZATENbCTBA  rOCyAapcTBa-yneHa W HactoAawwmx [pasun.  [OdepxkaTenb
PEerucTpaLnoHHOro yaoCcToBepeHna 06A3aH CBOEBPEMEHHO YCTPAHUTb BblABAEHHOE HECOOTBETCTBMUE,
pa3paboTaB 1 BHEAPWB MAaH KOPPEKTUPYIOLWMX U NpeaynpeauTebHbIX MeponpuaTuii.

4.1.6. B cnyyae BbISIBEHMA B pe3ynbTaTe WMHCMEKUMU HecobatlogeHua  aeprKatenem
PErnmcTpPaLnoHHOIO yA0CTOBEpPeHMs 0653aTesIbcTB N0 $papMaKoHAA30py YMNOJHOMOYEHHbIWM OpraH
rocyapcTea-yneHa o6a3aH MHGOPMMPOBATL YNOJHOMOUYEHHbIE OpraHbl APYrUX FOCYyAapCTB-4/E€HOB O
BbIABJIEHHOM HapyleHun. B ciayyae HeobXoAMMOCTM YMNOSHOMOYEHHbIM OpraH rocyAapcTBa-ysieHa
JomKeH obecneunTb, 4YTOBbI K gepiKaTento pPerucTpauyoHHOro  yA0CTOBEPEHMA MPUMEHAIUCH
addeKTnBHbIE, COpasMepHble U CAeprKUBatoLWMe mMepbl Bo3aencTeua. MHbopmaumsa o nposeaeHUn m
pesy/ibTaTax MHCMNEKUWUA B paMKax dapMaKoHaL30pa, a TaKKe O MOoC/eaylollem KOHTPOJie U OLEHKe
NnocneacTBUA  pasmMellaeTca rocyAapcTBaMM-YleHamMmn Ha opUUMaNbHbIX CalTax COOTBETCTBYHOLUMX
YMO/IHOMOYEHHbIX OPraHOB FOCYAAPCTB-Y/IeHOB B WMHPOPMALMOHHO-TEIEKOMMYHUKALMOHHOW CeTU
"MHTepHeT".

4.2. CTpyKTYypbl U npoueccsl

4.2.1. Tunbl MHCNEKUNA.

4.2.1.1. UHcneKkuMn cuctembl dapmaKoHag3opa B LEIOM M MO OTAENbHbIM SIEKAPCTBEHHbIM
npenapartam.

4.2.1.1.1. MHcneKumMn B pamMKax cucTembl papmakoHag30pa HanpaB/ieHbl HAa OLEHKY WU aHanu3
MMeLoLLMXCA NpoLeayp, CMCTeM, MepPCcoHaNa, NOMeELLEHUI M 060OPYAOBaHUSA, a TaKKe onpeaeneHus nux
cooTBeTCcTBMA 006A3aTeNbCTBaM MO PpapMaKoOHAA30pY, YCTAHOBEHHbIM 3aKOHO4ATeNIbCTBOM FOCYAapCTB-
YyaeHoB M Hactoawumn [Mpasuaamn. B xoae BbINOAHEHMA AAHHOrO aHaAM3a MOTYT MCMOAb30BaTbCA
KOHKpPETHble NPUMEPbI SIEKAPCTBEHHbIX NPenapaToB 4/ AEMOHCTPALMMN U NPOBEPKM PaboTbl CUCTEMBI
dbapmakoHaz3opa.

4.2.1.1.2. HcneKumMun, HanpaB/ieHHble HA OLLEHKY BbIMOAHEHMA GYHKUMIM no dapmaKoHaasopy B
OTHOLEHMM OnpeaeNeHHOro IeKapCcTBEHHOrO MpenapaTa, BK/AKYAOT B TOM YMUC/Ee OLEHKY M aHanus
MepPOonNpPUATUIA U OKYMEHTALLMKM, CBA3AHHOM C YKa3aHHbIM 1IeKapCTBEHHbIM Npenapatom. OnpeaeneHHble
acnekTbl obwen cuctembl GapmMakoHaA30pa, UCMOAb3yeMble NPU BbINOAHEHUU GYHKLMIA B OTHOLLIEHUK
WHCMNEKTMPYEMOTO IEKAaPCTBEHHOrO NpenapaTa, TakKe MOryT NoAJ/iexKaTb OLEeHKE B paMKaX MHCNEKLMN NO
dbapmakoHa30py, CBA3AHHOM C IeKaPCTBEHHbBIM NPenapaToMm.

4.2.1.2. NnaHoBble U BHENNAHOBbIE MHCNEKL MM cUCTEMbI papMaKoHaa30pa.



4.2.1.2.1. MnaHoBble WHCNEKUMU cuctembl $apmaKoHaa30pa NPOBOAATCS B COOTBETCTBMM C
npeaBapuUTeNIbHO COCTaB/IEHHOM MNPOrPaMMON MHCMEKUMR. B uenax ontmmmsaumm NAaHMPOBAHUA
MEPONPUATUI MO  KOHTPOND (YHKUMOHUPOBAHMA CUCTEMbl  papMaKoOHAA30pa PEKOMeHAyeTCs
NPUMEHATb NOAX0A, OCHOBAHHbLIN Ha OL,EHKE MOTEHLUMA/IbHbIX PUCKOB HEBbINOJIHEHUA COOTBETCTBYIOLLMX
06s3aTenbcTB. MNaHOBbIe MHCMEKLMUN NPEACTaBAAOT COOON CUCTEMHbIE MHCMEKLUN, HO MOXHO BbIOpaTb
OAVH WM HECKOJIbKO onpeaeieHHbIX 1eKapCTBEHHbIX NPENapaToB B Ka4ecTse NPMMeEpPOB A/ MPOBEPKM
bYHKUMOHMPOBAHMA cucTeMbl papMaKoHaA30pa M MOJyYeHUA MPaAKTUYECKOro [OKa3aTenbCTBa ee
3¢ deKTUBHOro GYHKUMOHMPOBAHUA W COOTBETCTBMA TPebOoBaHMAM 3aKOHOAATeNbCTBA rOCYAapCTBa-
Y/ieHa U MeXAyHapoaHbIX LOrOBOPOB M aKTOB, COCTaBAAOLWMX Npaso Coto3a. B nporpammy cTaHaapTHOM
MHCNEKUMN MOMKHO, Hanpumep, BKAIOUYUTb OLEHKY COCTOSHWUA CUCTEMbI MO KOHKPETHbIM Mpobaemam,
BbIAB/IEHHbIM 3KCNEepTaMMU.

4.2.1.2.2. BHennaHoBble MHCNEKUMM cUCTeMbl papMaKoHaA30pa NPOBOAATCA B C/lyYae BbIABAEHUA
UHULUMMpPYlowero d¢aktopa (cuctemMHol npobaembl), MPW 3TOM MHCNEKUMA PaAcCMATPUBAETCA Kak
Hambonee oNTMMabHbIN CNOCOD U3yYeHUA U OLLEHKM BblABAEHHOM Npobaembl. BHeniaHOBbIE MHCNEKLUN
HanpaB/ieHbl Ha OLLEHKY KOHKPETHbIX npoueccoB $hapmaKoHaZ30pa WM BKAOYAOT B cebs M3ydeHue
BbIsiBIeHHOWN Npobiembl (BONPOCOB) U ee BAUAHUA Ha onpeae/ieHHblA NeKapCTBEHHbIM nNpenapar.

B onpepeneHHbIX Cy4aax B 3aBUCMMOCTU OT BbISIB/IEHHOW MHMLI,MMPYIOLLI,eﬁ I'IpO6I'IEMbI MoryT
BbINO/IHATLCA MHCNEKUNN C nosIHoM OLI,EHKOVI cncrembol cbapN\aKOHap,sopa. BHennaHoBbIE MHCMEeKuMn
BbINOJIHAKOTCA B C/ly4ae BblABNEHNA OAHOIO U1 HECKOJIbKUX U3 cneayrownX UHULUUNPYOLWKMX d)aKTOpOB.

4.2.1.2.2.1. daKTOpbI B 4aCTU COOTHOLIEHMA "NMONb3a - PUCK" NIeKapCTBEHHOrO Npenapara:

M3MEHeHWe COOTHoWeHMA "nosib3a - PUCK", ecan NpeacTaBaAseTca HeobxoaMMbIM AasibHelLwan
OLLEeHKa CMCTEMbI NyTEM NPOBEAEHUA UHCNEKUNN;

3aZlep}KKa B BbINOAHEHUU, MO0 HEHa/exKalllee BbINMONHEHWE NPOoLEeaypbl BbISBIEHUA pUCKa UK
MHPOPMMPOBAHNA 0O W3MEHEHWM COOTHOLWEHMA "Monb3a - pucK", MO0 HeBbINOSHEHWE OAHHOW

npoueayps!;

npeacrasieHne uHoopmaumm no npobnemam dapmakoHag3opa B CpeacTBa  MaccoBOW
MHPopMaumn 6e3 NpeaBapuTeNbHOIO UM OAHOBPEMEHHOrO YBEAOMIEHMWS YNTOAHOMOYEHHbIX OPraHoB
rocyZapCcTB-4/1€HOB;

HecobntoaeHne TpeboBaHMIN 3aKOHOAATENLCTBA FOCYAAPCTBA-4Y1EHA, MEXKAYHAPOAHbIX AOrOBOPOB
M aKToB, cocTasialowmx npaso Cowsa, uanm obasatenbcte no obecneveHuio 6e3o0nacHOCTM
NeKapCTBEHHOro npenapaTa, BbiABAEHHOE B XO4E MOHWTOPMHIa AeATeNbHOCTM No dapmMaKoHag3opy
YNO/IHOMOYEHHbIMW OpPraHamu rocy4apcTa-4JeHoB.;

NPUOCTAHOB/IEHWE OOpaLLeHNA MWAM  W3bATME C PbiHKA JIeKapCTBEHHOro rpenapaTa 6es
npeaBapuTeNbHOro YBeAOM/IEHNA YNOJHOMOYEHHbIX OPraHOB rocyAapCcTB-4/1eHOoB.

4.2.1.2.2.2. ®aKtopbl B 4YacTM 06M3aTeNbCTB NO NPeAcTaBAeHU0 MHOOPMaUMKM (CPOUHBIX W
nepuoanyeckux):

3a4epPrKKa nmbo ynyweHunAa B npeacraBaeHnn MHCI)OpMaLI,VIVI no 6e30MacHOCTM B COOTBETCTBUU C
Tpe6OBaHMﬂMVI 3aKOHOOATEeNbCTBa rOCyAapCTBa-4€éHa W MeXAYyHapOoAHbIX OO0roBopoB W aKTOB,
COCTaBAKOWMNX NpaBo Coto3a;

HM3KOE KayecTBO (B TOM YMC/Ie HETOYHOCTb, HEMPOC/IEXMBAEMOCTb, OTCYTCTBUE LLENOCTHOCTH) IN6O
HernoaHOoTa npeacTaBafaemoin MHGopmauuu;

HEeCoOTBETCTBME MEXKAY NpeacTaBasemoi MHGopMaLmeit U g4pYrMmMmmn UCTOYHUKAaMM MHPOPMaLUN.

4.2.1.2.2.3. ®aKTOopbl B YaCTN 3aNPOCOB YNOJAHOMOYEHHbIX OPraHOB rocy4apCTB-4Y/IEHOB:



OTKa3 OT NpeAcTaBNeHNs 3anpalinBaemont MHGoOpMaL MK B CPOKM, YKa3aHHbIE YNoJIHOMOYEHHbIMK
opraHamu rocyapcrs-y/1eHoB;

HU3KOE Ka4yecCTBO npeacrtasadaemblX AaHHbIX MU UX HEHaANeXKallee npencrasieHne no 3anpocam
OT YNO/TIHOMOYEHHbIX OpraHoOB rocyaapcre-4s1eHOB O npeacrtas/ieHnmn MHd)OpMaLI,VIVI.

4.2.1.2.2.4. dakTOpPbI B YACTU BbINOJHEHWNS YCTAHOB/IEHHbIX 0BA3aTENbCTB:

06ecnokoeHHocTb (060CHOBAHHOE MHEHWE OTHOCUTE/IbHO OTCYTCTBUA B PACTOPSMKEHUM AeprKaTenn
PErncTPaumoHHOro YAOCTOBEPEHUA OPraHW3aLMOHHOW CTPYKTYpbl, PecypcHoit 6asbl uauM cucTemsl
obecneyeHnsa KayecTBa cucTemMbl GapMaKkoHag3opa) MO MNOBOAY COCTOSHMA WAM  BbINOJHEHUA
0653aTe/IbCTB B paMKax MNjaHa no ynpasaeH IO PUCKamu;

3aflep!KKa  MAU  HEBbINOJHEHWE KOHKPETHbIX 06A3aTeNbCTB, KacalowWwMxcd MOHUTOPUHra
6€30MacHOCTM NPOAYKLMM, BbiABAEHHbIE BO BPemMs NPOLLeaypbl SKCNEepTU3bl PErMcTPaLMOHHOMO A0Ckbe
NleKapcTBeHHOro npenapaTa;

HM3KOEe KauyecTBO OTYETOB, MPeACTaBAEeHHbIX B OTBET Ha 3amnpoC O BbINOJHEHUU YCTaHOBAEHHbIX
obA3aTenbCTs.

4.2.1.2.2.5. ®aKTOpbI B YaCTN UHCMEKUMU:

334epKKa  BO  BHEAPEHWM WAW  HeHagNerKalee  BbliMONHEHUME  KOPPEKTUPYIOWMUX U
npeaynpesuTenbHbIX 4eACTBUN;

nonyyeHne Npu BbIMOAHEHUN APYrUX MHCMEKLMIA Ha COOTBETCTBME TPeBOBaHUAM HaAnexKalimx
bapmaLeBTUYECKMX MNpPaKTMK WUHPopmaumm o HecobnogeHun TpeboBaHMIA  3aKOHOAATENbCTBA
rocygapcrea-useHa M MexAyHapoaHbIX OOroBOPOB M aKTOB, cocTaBaAlowmx npaso Cokosa, WM
o06a3aTenbcTs No obecneyeHmo 6€30MacHOCTU 1EKAPCTBEHHOrO Npenapara;

npoBepka MHPOPMaLMKN, NONAYYEHHON OT APYrUX YNONAHOMOYEHHbIX OPraHOB rocy4apCcTB-4/1eHos,
KOTOpble MOT/I1 BbIABUTb HECOOTBETCTBUA CUCTEMbI papMaKoHaA30pa.

4.2.1.2.2.6. UHble pakTopbl:
npo6aembl, BbIABAEHHbIE NPU PACCMOTPEHMM MacTep-daiia cuctembl papmakoHag30pa;

WMHas MHPOpMaLMA MAM MOCTynatolme Kanobbl (MpeTeH3nn), yKasbiBalolme Ha OTCYTCTBUE Y
AeprKaTens perncTpaLmMoHHOro ya0CcToBepeHus cuctemsl GpapmakoHag3opa Uam cuctembl obecnedeHmn
ee KayecTsa.

4.2.1.3. loperncTpaumoHHble NHCNEKLUN.

4.2.1.3.1. loperMcTpaLoHHble MHCNEKLMUM cnucTeMbl hapMaKoHaa30pa BbIMNOAHATCA A0 BblAaun
3aABUTE/NIIO  PErUCTPALMOHHOIO yaocToBepeHuA. Lienblo TakMXx WHCNEKUMI ABAAETCA U3y4YeHue
OYHKUMOHMPYIOLWEN MAW NAaHNPYEMON cucTeMbl papMaKoHaA30pa B COOTBETCTBUM C NPeACTaBleHHbIM
3aABUTENIEM OMUCAaHMEM CUCTeMbl. [lOperncrpaumoHHble MHCMEKUMU cucTembl dapmaKkoHaasopa He
ABNAOTCA 06A3aTe/IbHbIMKW, HO MOTYT NOTPebOoBaTLCA NPU ONpeaeeHHbIX 0b6cToATeNbCTBAX. MPUHLMMDI
3anpoca O NpoBeAeHUM A0PErncTPaLMOHHON MHCMEKUMU A0/MKHbI BbiTb onpeaeneHbl 3apaHee U He
[AONKHbI ABAATLCA NMPUYMHON HEOBOCHOBAHHbIX MHCMEKTMPOBAHWIA, KOTOPble MOTYT 3a4epKaTb Bblaauy
PErncTpPaunoHHbIX yAoCToBEpPeHUin. [Mpu  paccmoTpeHun LenecoobpasHOCTM M 0BOCHOBAHHOCTU
BbIMO/HEHUA AOPErNCTPALIMOHHBIX MHCMEKLMI CaeayeT yunuTbiBaTh caeaytolme Gaktopbl:

3aABUTeNIb paHee He paboTan c uMmelolenca cuctemol dapmakoHaa3opa Ha TeppuTopuax
rocy4apcTB-471€HOB UM HaXoAMUTCA Ha CTaaMK CO34aHNA HOBOM cucTeMbl GapmMaKoHaa30pa;

nonyyeHa nHpopmauma (Hanpumep, UCTOPUA MPEeALIECTBYIOLLMX UHCMNEKUMIA Mbo yBeaoMieHe



(MHbopMauma) ApyrMx ynosHOMOYEHHbIX OpraHOB rocy4apCcTB-4/IeHOB O HECOOTBETCTBMM) O TOM, UTO
[Aep)KaTenb PerncTpaumoHHOro YAOCTOBEPEHUA MMEET HapeKaHWAa Mo BbiNOAHEHMIO TpeboBaHU K
cucteme dapmakoHaasopa. Ecnm y aepskatens perncTpaumoHHOro ya0CTOBEPEHUA MMEETCA MCTOpUA
cepbesHbiX W (MAM) NOCTOAHHBLIX HECOOTBETCTBMI cucTemMbl dapmaKoHagsopa AeNCTBYHOLMM
TpeboBaHMAM, TO AOPErNCTPALIMOHHAA MHCMEKLMA CUCTEMbI papMaKoHaA30pa MOXKET 6biTb OAHUM U3
MEXaHM3MOB MOATBEPMKAEHMA TOro, YTO cMcTema bblia COOTBETCTBYIOWMM 0BpPa3om MCMpaB/ieHa uan
yCOBEpPLIEHCTBOBaHa;

npv HanuMumm npobnem, Kacatowmxca 6e30NacHOCTV onpesesieHHbIX IeKapCTBEHHbIX NPEnapaTtos,
MOeT BbITb MPU3HAHO HEOBXOANMbIM OLLEHUTL BO3MOXKHOCTU CO CTOPOHbI AEPHKATENA PETUCTPALMOHHbIX
YAOCTOBEPEHNIA:

peannsaumm MeponpuATUA N0 MUHUMMU3ALMM PUCKOB, CBA3AHHbIX C KOHKPETHLIM 1€KAaPCTBEHHbIM
npenapaTom;

Hagnexallero BbINOJHEHUA 0CobbIX TpeboBaHMN No obecneyeHUto 6e30MacHOCTM NPUMEHEHUS
NleKapcTBEHHbIX NPenapaToB, KOTOPble MOrYT 6biTb YCTaHOBAEHDI;

Haanexalwero BbiNo/IHEHUA MNMpoueayp B pamMKax PYyTUHHOro d)apmaKOHap,sopa NEKapCTBEHHOTIO
npenapara, Bbi3biBAOWEro onaceHnAa B OTHOWEHUN I'IpO(I)VIJ'IFI 6e3onacHocTM.

anIHHTVIe peweHnAa No BbINMOJIHEHUIO ﬂ,OperMCTpaLLMOHHOVI UHCMEKUMN BKNKOHAET B cebs OUEHKY
puckos C KOMM/IEKCHOM OLl,eHKOVI BOMPOCOB, KaCaloWnXCA onpeaeneHHbIX N1eKapCTBEHHbIX MPenapaToB U
CUCTEMDI.

4.2.1.3.2. B cnyydae ecnm B pesynbTaTe AOPErUCTPALMOHHON MHCMEKLMN CUCTEMbI papMaKoHaA30pa
BO3HMKaeT 06ecnoKoeHHOCTb MO NOBOAY CMOCOOHOCTU AeprKaTens PermcrTpalMoHHOro yA0CTOBEPEHUS
BbINONHATL TPeboBaHUA K cucTeme dpapmaKkoHaA30pa, YCTaHOB/IEHHbIE 3aKOHOAATENIbCTBOM FrOCYAapcTBa-
yneHa M HactoAwmmM [MpaBunamm, YNOAHOMOYEHHbIN OPraH rocyAapcTBa-yeHa MOMKET MNPUHATb
cnepyloume mepbl:

a) OTKa3 B perucrpaumu, NoaATBEPKAEHUM PErMcTpaLmm (nepeperncrpaumm) nam nHbiX Npoueaypax,
CBA3AHHbIX C perucTpaumeit;

6) BbIMNONHEHME MOBTOPHOM MHCMEKUUM A0 BblAauM PErNCTPaALMOHHOIO YA0CTOBEPEHUA C Lesbio
NOATBEPKAEHUA YCTPAHEHWNA KPUTUYECKMX HECOOTBETCTBUI 1 BbINONHEHMA peKoMeHAaLumit;

B) BblAaya PErMcTPaLMOHHOrO Y/AOCTOBEPEHUA C PeKOMeHJaumein nNpoBeAeHUsa WMHCMNEKLun
cucTeMbl papMakoHaA30pa Ha paHHEM NOCTPErMcTPaLMoHHOM JTane.

4.2.1.4. NocTperncrpauyoHHble MHCNEKUMN.

MocTperncTpaumnoHHble WHCMEKLMM cucTeMbl dapMaKoHa[30pa MPOBOAATCA NOC/Ae BblAauu
YOOCTOBEPEHMA O TOCYAAPCTBEHHOM perncTpauuMum M npegHasHavyeHbl O1A OLEHKM BblMOJHEHMUA
AepKaTenem perncTpaumMoHHOIO  yAOCTOBEpPEHMA CBOMX 06A3aTenbcTB MO dapMaKoHa[3opy.
MocTperncrpaumoHHbIe MHCMEKLUN MOTYT BbiTb 11060ro TMna B COOTBETCTBMU C NyHKTamn 4.2.1.11n4.2.1.2
HacToAawwwmx MNMpasun.

4.2.1.5. O6baABNEHHbIE U BHE3AMHbIE MHCNEKLUN.

BONbLWNHCTBO MHCNEKLMI cncTemMbl dapmaKkoHag3opa byayT o6bABAEHHbIMK, YTO npegnonaraeT
YBEAOM/IEHNE  WHCMEKTUPYEMOM  CTOPOHbI O  HeobxoaMmMocTM  obecrneyeHus  NpUcyTCTBUA
COOTBETCTBYHOLLMX /UL, BO BPEMA NPOBEAEHWA UHCMEKUMW. B page ciyyaes LenecoobpasHbiMm ABaseTcs
npoBefAeHMEe BHE3aMNHbIX MWHCNEKUUn nbo yBeAOMAEHUE WHCMEKTUPYEMOMN CTOPOHbI HaKaHyHe
npoBeAeHWsA MHCMEKUMN (Hanpumep, eciv npeasapuTeibHoe 06bABAEHNE MOXKET NOCTaBUTb NO4 Yrposy
LLeNN UHCMEKLUN WU eC/TU MHCMEKLMA MPOBOANTCA B CKaTble CPOKM Mo 6e30TnaraTesibHbIM NMPUYMHaM,



CBA3aHHbIM C yrpo3oi 6esonacHocTH).
4.2.1.6. NoBTOpPHbIE MHCMEKLUMMN.

MoBTOPHbIE MHCMEKUMW MOryT MPOBOAUTLCA HA PEerynsipHOi OCHOBE B PaMKax NpPOrpammbl
NNQHOBbIX MHCMEKUUIA cucTembl dapmakoHaasopa. Heobxogumo oueHWTb GaKTopbl pUCKa C Lenbto
onpegeneHnn NPUOPUTETOB MOBTOPHbIX MHCMEKUMI. [TOBTOPHAA MHCMEKUMA Ha paHHEeM 3Tane MOXKeT
NPOBOAMTBLCA B C/y4vae, €C/M  BbIABAEHO 3HAYMTE/NIbHOE YMCAO HECOOTBETCTBUIA U Tpebyetcs
NOATBEPKAEHME HAL/1EXKALLETO BbINONHEHNUA AEUCTBUIA U MEPONPUATUI, HaNPaB/EHHbIX Ha YCTPaHEHWE
3aMeyaHuii, U OLLEHKM NOCTOSHHOTO BbINOAHEHUA 0653aTeNbCTB U cobatogeHns TpeboBaHUM K cucTeme
dbapmaKoHaZ30pa, B TOM UMC/IE OLLEHKM U3MEHEHUI B cucTeme dapmaKoHaa30pa. MoBTopHaA MHCMeKumsa
Ha paHHEeM 3Tare TaK»Ke LenecoobpasHa BCKope noc/ie NpoBeAeHUsA NpeablayLien MHCNeKuMm B ciyvae
HaAMuna MHGOPMaLLUMN O HEBBINOHEHMM UHCMEKTUPYEMOWN CTOPOHOM HaANEXKALUMX KOPPEKTUPYHOLLMX U
npeaynpeauTenbHbIX MePONpPUATUIA No NpeanmMcaHuto 6onee paHHEN MHCMEKLLUN.

4.2.1.7. ANCTaHUMOHHbIE UHCAEKLUN.

ANCTaHUMOHHbIE MHCNEKL MM cucTeMbl GapMaKoHaA30pa MPOBOAATCA MHCNEKTOpamu 6e3 Bblesaa K
[Aep:KaTento  perucTpaumoHHOro yAoCToBepeHua nvMbo  OpraHmsauMu, KOTOPOW  AenerMpoBaHoO
BbiMO/HEHNE JyHKUMIA Mo apMaKoHaZ30py. YKasaHHble MWHCMEeKUMM MOryT MpOBOAMTLCA C
MCMO/Ib30BaHNEM TaKMX CPEACTB CBA3M, KaK MHOOPMALMOHHO-TEIEKOMMYHWUKAUMOHHAA ceTb "UHTepHeT"
nnn TenedoHHaa cBA3b. [MOAOGHbLIM TUM MHCMNEKUMIA MOMKET TaKKe MCMNoNb3oBaTbCA B C/yvae
BO3HWKHOBEHWUA JNOTMCTUYECKUX TPYAHOCTEM MNpuM MNPOBEAEHVMM WMHCMEKUMM Ha MecTe B C/ydae
NCKNOYMTENbHbIX 06CTOATENLCTB. PelleHne 0 NpoBeaeHNM AUCTAHLMOHHOM UHCMEKLMU NO YCMOTPEHUIO
WNHCMEKTOPOB NOAJ/IEXKUT COFNACcoBaHUIO C YNOJAHOMOYEHHbIM OPraHOM rocyAapcrBa-ysieHa, BblAatoLmm
nopy4YyeHve Ha NpoBedeHUe MHCMNEKUUU. JTOrMCTUYECKMe acneKTbl ANCTAaHUMOHHOW MHCMEKUUN cneayet
COrnacoBbIBaTh C AeprKaTesieM PerncTpaLmoHHOro yaocrosepeHus. B ciyyae ecim B xoge nposeaeHun
ANCTaHUMOHHOM WHCMEKUMM BbIABAAIOTCA BOMPOCHI, Tpebyiowme BbINOAHEHUA OLLEHKM CUCTEMDI
dapmaKoHaZ30pa HEMnocpeacTBEHHO Ha MecTe, MPUHUMAETCA pPelleHMe O MPOBEAEHUM MHCNEKLUM C
Bble340M Ha MEeCTO MHCMEKTUPOBaHMA.

4.2.2. MnaHnpoBaHME NHCNEKLMA.

4.2.2.1. TnaHuMpoBaHWE WHCMEKUMA cuctem ¢GapmMaKkoHag3opa AOMKHO OCHOBbLIBATLCA Ha
CMCTEMHOM MOAX0A4e, OPUEHTMPOBAHHOM Ha OLLEHKY PUCKOB, C LEe/IbI0 ONTUMANAbHOrO MCMNO/Ib30BaHUA
PecypcoB B paMKax OCYLLECTBASEMON AeATENbHOCTU MO KOHTPOA0 U 0DOEecrneyeHmto BbICOKOro YpPOBHA
3aLWMTbl 340P0BbA HaceneHus. NMoaxos K NNaHNMPOBAHMIO MHCMEKLMIA, OCHOBAHHbIN Ha PUCKaX, NO3BOAIAET
onpeaennTb YacToTy, HaNPaBNEHHOCTb U 0O BEM MHCNEKTUPOBAHMA.

4.2.2.2. MNporpammbl MHCMEKUUA cucTem dapmMaKkoHag3opa COCTaBAAKTCA YNOAHOMOYEHHbIMM
opraHamu rocyapcTB-41eHoB C Y4EeTOM Caeaytowmx GakTopos:

a) GaKTopbI, CBA3AHHbIE C MHCMEKUMEN:

NCTOPWSA BbIABAEHUSA HECOOTBETCTBUI MO pe3yabTaTaM NpeablayLmx MHCNeKUumMn dapMaKkoHag3opa
AN APYTUX TUMOB MHCMEKLUMIA (B COOTBETCTBUM C HagexKalnmm papmaLeBTUYEeCKMMKN NPaKTUKaMK);

AaTa NOBTOPHOW MHCMNEKUMM, PEKOMEHAOBAHHAA MHCMNEKTOPaMM MAKW 3KCMEepTamn B pesy/bTare
npeablaywen MHCNeKumm;

6) dbaKTOpbI, CBA3AHHbIE C IEKAPCTBEHHbIMU NpenapaTamm:

perucTpauma NeKkapcTBEHHOro MpenapaTta, ANA KOTOPOro Ha3HayeHbl [0NOJIHWUTE/bHblEe
meponpuAaTMA No GapmakoHaA30py UAN MEPONPUATUA, HanpaBNeHHbIe Ha MUHUMW3aLLMIO PUCKOB;

perncTpauma NNEKAPCTBEHHOIoO npenaparta, anAa KOTOpoOoro Ha3Ha4eHOo nposeageHune



NOCTPErncTpaunNoOHHbIX MCCﬂe,D,OBaHMﬁ no 6e30nacHOCTU UK Ha3HaYeH ,EI,OI'IOﬂHMTe!'IbeIﬁ MOHWUTOPUHT,

perncTpauma n nocCtaBKa N1€KAPCTBEHHOroO npenaparta C 6onbWwWKUM 0b6BbEMOM npoaaxx, T1.e. C
noTeHUnanbHO 3HAYNMbIM BO3,£I,€[;1CTBVIGM Ha 6OJ'IbLLIyIO nonynAaunio NnauneHTos,

perncTpayuma nekapCrBeHHOro npenaparta, He MMeKLWero a/ibTepHaTUBbl Ha PbIHKE rocyaapcrea-
YneHa,

B) GaKTOpbl, CBA3aHHbIE C AeprKaTesleM PErMCTPALMOHHOTIO YA0CTOBEPEHUA:

Aep)KaTeNlb PErncTpaumoHHOro yA0CTOBEPEHMSA, KOTOPbIM HUKOr4a He noABeprasaci WMHCNeKkumu
cuctembl papmaKoHa30pa;

Aep)KaTeNlb PErMcTpaLMoHHOrO YAOCTOBEPEHUA, UMEIOLWMIA B 0DPALLEHMN 3HAUYUTENIbHOE YMCIO
NleKapcTBEHHbIX NPenapaToB Ha PbIHKaX rocy4apCcTB-4/1€HOB;

Aep)KaTeNb PerncTpaumMoHHOro YAOCTOBEPEHUA, paHee He WMEBWMWIA YAOCTOBEPEHUN O
rocyZapCTBEHHOW PerncTpauum Ha TeppUTOPUAX roCy4apCTB-Y/1eHOB;

HeraTMBHas MHPOPMaLMA B OTHOLLEHUU BbINOJIHEHNA 0653aTeNIbHbIX TpeboBaHWiA U (UNK) B CBA3M C
BO3HMKHOBEHMEM Mpobaem no 6€30NacHOCTM SIEKAaPCTBEHHbIX MPENAapaToB, NMOMYYEHHAA CO CTOPOHbI
YMNO/IHOMOYEHHbIX OPraHOB rOCYAapPCTB-4/1€HOB W MHbIX FOCYAAPCTB, OCYLLECTBAAOWMX PpapMaKoHaA30p,
a TaK¥Ke YMNOJHOMOYEHHbIX OPraHOB B APYrMx 061acTaX peryMpoBaHUs obpaLLeHUs SIeKapCTBEHHbIX
npenapaToB (T.e. COOTBETCTBYIOLMX HAaANeXalLUMX GapMaLLeBTUYECKUX NPAKTUKAX);

TaKne U3MEHEHUS B OPraHM3aLMOHHON CTPYKTYpe AepiKaTena perncTpaLmMoHHOro yA0CTOBEPEH S,
KaK C/IMSIHUA U NOTNOLWEeHNs;

r) dbakTopbl, CBA3aHHbIE C cucTemol dapmaKoHaa3opa:

Oep)KaTeNb PerucTpauMoHHOro yAoCTOBEPEHMA, MMEeKLWMn cybnoapaaHyo opraHusaumio no
OCYLLLECTB/IEHUIO AeATeNbHOCTU Mo dapmaKoHaazopy (B yactm dyHKuuin Y1 B Cotose, npeacTaBneHms
OTYeTOB MO 6€30MacCHOCTU U T.4,.) U (MAN) HECKO/IbKO OpraHM3aumii, NPUBIEYEHHbIX /18 OCYLLECTBNEHMUSA
MeponpuATMiA No dapmaKoHaa3opy;

3ameHa Y/1® ¢ momeHTa nocieaHen NHcneKkumu;

n3meHeHun B 6ase (6asax) AaHHbIX NO 6€30MacCHOCTU 1IeKAaPCTBEHHbIX MPEnapaToBs, KOTOPbIe MOTyT
BK/IOYATb B CE6S M3MeHeHWe caMmol 6a3bl AaHHbIX UM B3aMMOCBA3aHHbIX 6a3 A@aHHbIX, CTaTyC BaAMAaLLMM
6a3bl AaHHbIX, @ TaK}Ke MHOOPMaLMKN O NepeaHHbIX UK NepeHEeCceHHbIX AaHHbIX;

M3MEHEHNA B AOrOBOPHbIX OTHOLIEHMAX C MOCTaBLLMKAMM YCAyr no dapmakoHaa30py MAM mMecT
BbINOAHEHUs GYHKLUMIA No papmaKkoHaa30py;

AenervposaHue UM nepeaada ynpasaeHna mactep-dpaiiom cuctemsl papmakoHaasopa.

4.2.2.3. YNoNHOMOYEHHble OpraHbl rOCyAapCTB-Y4/1€HOB BrpaBe 3anpalwmsatbh Tpebyemyio
MHPOpMaUMIO y AepKaTeneln permcTpaLMoOHHbIX YA0CTOBEPEHMN B LLENAX NIAHMPOBAHUA MHCNEKUMI Ha
OCHOBaHWWM MoAxo4a MO OLLeHKe PUCKOB, B C/lydae eCnu Ha MOMEHT MNIaHMPOBaHMA OHa He ABAAeTCA
OOCTYMHOM.

4.2.3. UHCneKTUpyemble 0ObEKTbI.

NMoban cTopoHa, OCyLLECTBAAIOLAA MEePOoNpUATUA No GapMaKoHaL30pY NOJHOCTBIO MM YaCTUYHO
OT UMEHU AeprKaTeNa PerncTpaLMoHHOroO yA0CTOBEPEHUA MO COBMECTHO C HUM, MOKET NoABepraTbes
MHCMEeKUMW Ha  NoATBEPXAEHME  CNoCOBHOCTM  HaA/NeXallero  BbiNOSHEHWUA  AeprKaTenem
PErncTpaLnoHHOro YAOCTOBEepeHNa 0653aTeNbCcTB U cobatogeHua o6a3aTenbHbIX TpeboBaHWIA Mo



dbapmaKkoHaasopy. O6bEeKTbl ANA WMHCMEKTMPOBAHUA MOTryT 6biTb Pacno/iOXkeHbl Ha TeppUTOPUAX
rocyaapcre-4neHoB nvbo 3a ux npegenamu. MHcnekumm obbektoB 3a npegenamu Cotosa moryTt
NpoBOANTBLCA, €CAM [NaBHbIM LEeHTp dapmaKkoHaa3opa, 6asbl AaHHbIX W (MAM) BbINOJHAEMas
AeATeNnbHOCTb Mo dapmMaKoHag3opy Haxogatca 3a npegenamu  Coto3a. TMM M KOAMYECTBO
MHCNEKTMPYEMbIX 06BEKTOB A0/KHbI BbIGMPATLCA COOTBETCTBYIOWMM 06pa3om, YTo6bl rapaHTMpPOBaThL
[OCTUNKEHME KoYEBbIX Lieneit MHCNeKUmM.

4.2.4. 06bem NHCMNEeKUUK.

O6bem MHCNEeKUunn 3aBUCUT OT Ll,6ﬂ6171 MHCNEKUUKN, oOXBaTa npeabiaywmmmn mHCNEeKUnAMmmn
YNONTHOMOYEHHbIMMN OpraHamMmu rocyaapcCrB-41€HoB, a TaKXXe OT TUNa MHCNEeEKUUW. ﬂpM nAaHNpPoBaHUU
obbema MHCNEKUUN HEO6XO,£I,MMO Y4UTbIBATb:

a) vHdopmaumio, NpeacTaBaeHHYO B macTep-daiine cuctembl papmakoHag3opa;

6) nHdopmaumio O OYHKUMOHMPOBAHMM CUCTEMbI dapmaKkoHaa30pa, Hanpumep, AaHHble O
COOTBETCTBMM CUCTEMBI, UMELOLLIMECA Y YNIOJITHOMOYEHHOrO OpraHa rocy4apcTa-yseHa;

B) KOHKPETHbIe GaKTOPbl UHULIMMPOBAHUA MHCTMEKLUMWN B COOTBETCTBUM C NYHKTOM 4.2.1.2 HacToAWMX
MNpasun.

4.2.4.1. CTaHAapTHble MHCNeKkuumn dapmaKkoHag3opa.

B npouecce nposBeaeHWA CTaHOAPTHbIX VIHCI'IeKLI,Mﬁ CUCTEMDI ¢apmaKOHap,3opa nposepAeTca
CO6ﬂI-O,CI,EHVIe Tp86OBaHMVI 3aKOHOA4ATeENbCTBA TrOCydapCTBa-y4i1€Ha U MeXAYHapOo4HbIX A0roBopos “
dKTOB, COCTaB/IAKOWMX NpaBo Coto3a, no cbapmaKOHa,qaopy. Ecan 3T0 NMPUMEHNMO, UHCNEKTNPOBaHME
AO0/IXKHO BK/TKOYATb OUEHKY Cheayrowmnx 3/1IeMEHTOB CUCTEMDI:

a) npouenypbl paboTbl C MHAMBWUAYANbHBIMU COODLLEHMAMU O HeXenaTeslbHbIX peakumax Ha
JIeKapcTBeHHbIN Npenapart (aanee - UCHP):

cbop, nonyyeHne n 06MeH COOBLLEHNAMM, MOMYYEHHBIMU U3 BCEX UCTOYHMKOB, OT OOBHEKTOB U
OopraHu3auuini B pamkax cuctembl ¢apMaKkoHaZ30pa, B TOM 4YMcie OT TeX OpraHM3auumii, KoTopble Ha
KOHTPAKTHOM OCHOBe BbINOJHAIOT 00A3aTenbcTBa No  dapMaKoHaa3opy Aas  gepkaTtens
PEerncTpaLnoHHOro yA0CTOBEPEHUA, @ TaKKe OT UHbIX MoApa3ae/eHnin opraHn3aumm, He OTHOCALMXCA K
cucteme papmMaKkoHaA30pa;

OLEeHKa CoobLEeHM, B TOM YMC/le MEXaHWU3MbI MOTyYeHMs U npoueaypa perMcTpaumm oueHK1 anu,
npeAcTaBMBLUMX COOBLLLEHMA, MCNoNb3yeMas TEPMUHOJOTUA, OLLEHKA Cepbe3HOCTU, OXMAaeMOCTU M
NPUYNHHO-CNEACTBEHHOWN CBA3W;

pervcTpaums pesynbTaToB nocaeaylollero HabaaeHna U UCXoao0B (Hanpumep, UCXoa, B Cydanx
BO34ENCTBMA JIEKAapCTBEHHOro npenapaTta Ha nnod B nepuos 6epemeHHOCTM M MeguLMHCKoe
noATBepaeHne coobLeHUn, NONYYEHHbIX CO CTOPOHbI NaLUEHTOB);

BblMNO/IHEHUNE Tpe603aHm‘/’1 3aKOHOA4aTeNbCTBaA NOCYAapCTB-YN1EHOB N MEXAYHAPOAHbIX A40roBOPOB U
dKTOB, COCTaB/IAOWMUX NpaBo Coto3a, no npeacraBneHNo pas/IMyHbIX TMNOB UCHP B cooTBETCTBYHOWMNE
YNO/IHOMOYEHHbIE€ OpraHbl roCcyaapCTB-4,1€HOB;

BegeHue AOKYMeHTaumm n apxusmposaHmne NCHP;
6) neprMoauyeckme obHoBAEMbIE OTYETbI MO 6He30MacHOCTM (eCAN NPUMEHMMO):

NMNO/IHOTA U AOCTOBEPHOCTb BKJ/IKOYEHHbIX AdHHbIX, 060CHOBaHHOCTb DELUEHVIVI, OTHOCALWMXCA K
AaHHbIM, KOTOPble HEe BK/THOYEHDbI,

pelueHue BONPOCOB MO M3MeHeHWUo npoduns 6e3onacHoCT, NpeacTaBieHe COOTBETCTBYHOLMX



AHaNN308B U Mep;
odopmneHme MNOOB B COOTBETCTBMM C YCTAHOB/IEHHbIMM TPebOBaHUAMN;
CBOEBPEMEHHOCTb NpeACcTaBAeHUSA;
B) HenpepbiBHasA OLEeHKa Npoduia 6e3onacHoCcTuU:
MCMO/Ib30BaHNE BCEX UCTOYHUKOB MHPOPMALMU A1 OOHaPYKEHWUA CUTHaNa;
npaBuAbHOE NPUMEHEHNE METOLO/I0TMM aHaNM3a MHPopmaLmm;

COOTBETCTBME MNpoLeayp PacciefoBaHWA WM MOCNedylowmx AencTBuid (Hanpumep, BHeapeHue
pekoMeHAaLUMi noc/ie aHanns3a AaHHbIX);

peann3auma nnaHa ynpasaeHna puckamm Nan apyrnx O6F|3aTeanTB,'

cBoeBpemeHHOEe BbiABeHNE U NpeactaBieHne MNOJIHbIX U TOYHbIX AdHHbIX YNO/THOMOYEHHbIM
OpraHam rocyaapcre-4a1eHoB, B YaCTHOCTU B OTBET Ha KOHKPETHbIe 3anpocCbl AaHHbIX;

BK/NIOYEHWE YTBEPMKAEHHbIX M3MEHEHUI B COODOLLEeHMA, Kacawowpecs 6e30nacHocTM, U
NHPOPMaLMIO O 1IeKapPCTBEHHOM MNpenapare;

r) MHTEPBEHLMOHHbIE (MPU HEOBX0AUMOCTM) U HEMHTEPBEHLIMOHHbIE KIMHUYECKME NCCAeAoBaHuA:

npeacrasneHne COO6LLI,€HMI>1 O nogo3peBaemMblX Cepbe3HbIX HEOXUAAHHbIX HeXXeNnaTesibHbIX
peakumnAax B COOTBETCTBUMN C Tpe6OBaH MAMU 3aKOHOAATENbCTBA rOCyaAapCTB-4/1EHOB;

nonyvyeHume, perncrtpauma n OueHKa C/ydaeB HeXXenaTe/lbHbIX peaKu,Mﬁ, BbIAB/IEHHbIX B XoA4e
MHTEPBEHUMOHHbLIX U HEUHTEPBEHUMOHHbIX KIMHNYECKUX MCCﬂeAOBaHMVI;

npeAcTaB/ieHne pesynbTaToB UCCAeA0BaHMA U COOTBETCTBYOLWEN MHGopMaLmmn no 6e3onacHocTH
NIeKapCTBEHHbIX MpenapaTos B GopMe OTYETOB COrMacHO TpeboBaHUAM 3aKOHOAATE/bCTBA rOCYAapCTB-
YNEHOB;

COOTBETCTBYIOWMI BblbOp chnpaBoyHOM MHOpmaumMmM Mo 6esonacHocTW, noadepKaHue
aKTya/IbHOrO YPOBHSA MHbOPMaLMK B bpoLitopax nccaegosartena uam nHopmaumm no 6esonacHoctn gna
nauueHTa;

BK/IOYEHME [aHHbIX UCCNeA0BaHMA B TEKYLLYH OLLEHKY Npoduna 6e30nacHOCTU NEeKapCTBEHHOMO
npenapaTa;

4) npoueaypbl cuctembl papmakoHag3opa:

ponu n obssaHHocTM Y/IP, Hanpumep, JOCTYN K cMCTeme KayecTBa papmaKoHaz30pa, mactep-
daiiny cuctembl bapmakoHaa3opa, NokasaTensim 3GGEeKTUBHOCTU M MHAMKATOPAM CUCTEMbI, OTYETAM NO
ayamMTam M MHCNEKUMAM, a TaKKe UX CNOCOBHOCTb NPMHMMATb Mepbl MO YaydLLEeHUIO COOTBETCTBUA;

ponn n 06A33aHHOCTM AepsKaTens PerncTpauMoHHOrO YA0CTOBEPEHMS B OTHOLUEHMMU CUCTEMDI
dapmaKoHaa3opa;

TOYHOCTb, NO/IHOTA U NOAAEPXKAHME AKTYaNlbHOro YPOBHA MHPOPMaLMM B MacTep-daiiie cuctemol
dapmakoHaa3opa;

Ka4yeCTBO U1 COOTBETCTBMNE YPOBHA NOArOTOBKMU, KBaJ'IVId)VIKaLI,VIVI M ONbiTa NepCcoHana,

OXBaT U COOTBETCTBME CMCTEMbI KayeCTBa B OTHOLWEHUUN CUCTEMDbI cbapmaKOHap,sopa, B TOM 4ucne
BbINOJ/IHEHUE MPOLLECCOB KOHTPO/1A Ka4eCTBa U obecneyeHunn Ka4ecCTBa,



npuroaHoCTb MUCNOJIb3yeMbIX KOMMbHOTEPU3SUPOBAHHDBIX CUCTEM [O/1A BbINOJ/IHEHNA KOHKPETHbIX
GyHKUMA;

cornawieHna co secemun y4acrtsyrowmMmun CTOpPOHaMK, COOTBETCTBYHOLUMM O6p830M OoTpaXawuime
obazaHHOCTU U MeponpnATnA NO BbINOJIHEHUIO cbapmaKOHa,qsopa, a TaKXe Haanexaulee nx sbinoJIHeEHUE.

MHcnekuma MOXKeT BKOYaTb B cebA OLEHKY COOTBETCTBUA OCYLLECTB/SEMbIX MEP MUHUMMU3ALUK
PUCKOB YCTAHOB/IEHHbIM TPEBOBAHUAM.

4.2.4.2. BHennaHoBble MHCNEKLUMN.

O6bem BHennaHoBoOM MHCNEeKUUN 3aBUCUT OT NPUYUH €e Ha3Ha4deHWUuA. B unMcno oueHuBaembIx
dCNEKTOB CUCTEMbI MOTYT BOMTU YKa3aHHbleé B NMYHKTE 4.2.4.1 HacTOALWMX npaBMl’I, a TaKXe cneaywouimne
aCMeKTbl:

a) BoBneyeHne W UHOOPMMPOBaAHHOCTL Y/I® no Bompocam, CBA3aHHbBIM C KOHKPETHbIM
NleKapCTBEHHbIM NPenapaTom;

6) yrnybneHHoe W3yyeHMe NPOLLECCOB, Mpoueayp MPUHATMS  PeLIeHWi, BbIMOJHEHUSA
MHPOPMMPOBAHNA N Peanmnsaumm mep, CBA3aHHbIX C KOHKPETHbIM GaKTOPOM MHULMUPOBAHMA MHCNEKLUM
n (MM) NEKAPCTBEHHbIM NPenapaTom.

4.2.4.3. ToBTOPHbIE MHCMEKUMHN.

4.2.4.3.1. Onpegenns obbembl paboT Mo NPoOBEAEHUIO NOBTOPHOM MHCNEKLMU, HYXKHO YYUTbIBATh
cnepytowme acnekTbl:

a) aHaNM3 COCTOAHMA CUCTEMbl M (MAKM) NNaHa KOPPEKTUPYIOWMX W NpeaynpeauTenbHbIX
MEPONPUATUIA, pa3paboTaHHOro Mo pesyabTaTaM NpeablayLeln MHCNeKuMM GapmaKkoHaa30pa;

6) aHaNN3 3HAYNTENIbHBIX U3SMEHEHUI, KOTOPbIE BHECEHbI B CUCTEMY papMaKoHaA30pa CO BPEMEHU
nocnegHen MHcnekumn dapmakoHaz3opa (Hanpumep, M3meHeHWe 6asbl AaHHbIX $apMaKoHaA30pa,
C/INSIHUE UMW NOTNOLWEHNE KOMMaHWK, 3HaUYNTEe/IbHble U3MEHEHUA B AOrOBOPHbIX BUAAX AEATENbHOCTH,
3ameHa Y/10);

B) aHanU3 NPOLLeCcCoB M (MAKM) BONPOCOB B OTHOLLIEHMM KOHKPETHOrO JIeKapCTBEHHOro npenaparTa,
BbIAB/IEHHbIX B pe3y/ibTaTe OUEeHKM MHPOpMaLMM, NMPeLCTaBAeHHOW AeprKaTesieM PerncTpaLMoHHOro
YAOCTOBEPEHMSA, UIN HE BKOYEHHbIX B 06beM MHCMEKTUPOBAHNA NpeablayLiei MHCNeKunei.

4.2.43.2. Obbem nNOBTOPHOW MHCMEKUMW onpeaensieTca pesynbTaTaMy NpeaLecTBYoWmMX
MHCNEKUMA M MOXKeT ObiTb pacliMpeH € y4eTom psaa ¢akTopoB (Hampumep, BpPemMeHW OT AaTbl
NpoBeAeHMA NpealwecTByOWeld WHCNeKuMM, obbema npeawecTsyoWwen WHCNEKUUN, €ecan  3To
NPUMEHUMO).

4.2.5. MNMpouecc MHcneKLmu.

4.2.5.1. Hcnekumn dapmakoHaa3opa HeobXoaMMO MAaHMPOBaTb, KOOPANHUPOBATb, NPOBOAUTD,
NPeAcCTaBNATb OTYETbl O HUX, KOHTPO/AMPOBATb BbIMNOJAHEHWE 3aMeYaHUn W AOKYMEHTUPOBaTb B
COOTBETCTBMM C MNpoLEAYypPaMM MHCMEKLWUA, BbINONHAEMbIX Ha TEePPUTOPUAX FOCYAapPCTB-Y/EHOB.
CoBepLUeHCTBOBAHMIO U FAPMOHMU3aLMM NPOBEAEHNA MHCNEKLMI ByayT cnocobCcTBOBATL COMIACOBAHHbIE
npoLeccel M npoueaypbl, COBMECTHble MPOBEPKM, OOMEH OnbITOM W 0by4eHWe MHCMEKTOPaToB
YNONHOMOYEHHbIX OPraHOB rocyapCTB-4/IeHOB.

4.2.5.2. Mpoueaypbl MO MHCNeKUuMsam dapmakoHagsopa cuctem ¢dapmaKoHaa30pa AOJIKHbI
BK/ItOYATb B ce6A cneaytowme npoLeccol:

a) obmeH nHdopmaument;



6) nhaHUMpoBaHNE UHCMEKLUNA;
B) lOPErncTpaLMoHHbIe MHCNEKUUH;
r) KoopAnHaUuMa NHcNeKkuuii cuctem dpapmakoHaa3opa B rocyJapcTBax-yieHax;

A) KoopanHaumsa MHCNEKUM, NPOBOANMBIX B rOCYAapcTBax, He ABAAILWMXCA YieHamu Coto3a (B Tom
yucne UHCNeKUuMin NnoapsaainKkos);

€) NoAroToBKa MHCNeKkumit cuctem dpapmakoHag3opa;
) NpoBeAeHMe MHCNEeKUMIA cuctem GpapmaKoHaa3opa;
3) OTYETHOCTb MO MHCMEKUUAM cucTeM dpapmaKkoHaA30pa U Nocaeayowmii KOHTPOb;

M) UHPOPMMPOBaAHWME U MNPUOPUTETHOCTb MHCMEKUMI dapmaKkoHaa30pa M NOJyYEHHbIX
pe3y/bTaToB;

K) BEAEHME y4yeTa M apXMBUPOBAHUS AOKYMEHTOB, NOAYYEHHbIX B Pe3ynbTaTe UHCMNEKLUA CUCTEM
dbapmaKkoHaa3opa;

fl) BHe3amnHble NHCnekunu;

M) CaHKLUMWN N PerynaTopHblie UAK NPpUHYAUTE/IbHbIE Mepbl B Cydae Cepbe3HOoro HecobntogeHus
TpeboBaHWIA 3aKOHOAaTeNbCTBA rOCYAaPCTB-4/IEHOB U HacToALMX MNpaBu;

H) peKomMeHZauMM Mo MNOArOTOBKE WHCMEKTOPOB,  BbIMOMHAOWMX WMHCMEKUUU  CUCTEM
dbapmaKkoHaz3opa, U 0bMeHy onbIToMm PaboTbl.

4.2.5.3. MNMpu Heob6x04MMOCTN BO3MOXKHA pa3paboTKa HOBbIX NpoLeayp.
4.2.6. KOHTPONb BbINOAHEHWNA 3aMEYaHUN MHCNEKLMN.

B cnyyae BbIABAEHMA B XOZE BbIMOJAHEHMS MHCMEKUUM HecobntogeHus 06a3aTenbCTB Mo
dbapmaKoHaazopy TpebyeTca ycTaHOBNEHME NOC/eAYIOLEro KOHTPOAA A0 MOJAHOro BbINOAHEHMA NiaHa
KOPPEKTUPYIOWUNX U NpeaynpeauTeNbHbIxX agencteunii. CnegyeT yunTbiBaThb Ciedytowme MeToabl KOHTPOAS:

a) aHa/AM3 NNaHa  KOPPEKTUMpPYWMX U npeaynpeguTenbHbiX  OeWCTBUMI  AeprKaTens
PEerncTpPaLnoHHbIX YA0CTOBEPEHUI;

6) aHann3 nepuoanyeckmx obHOBAAEMbIX OTYETOB O XoAe paboT (B caydae HeobxoanMMocCTH);

B) MOBTOPHAA WMHCMEKUMA 41 OLEHKM HaL/1eXKalero BbIMOMHEHUA MIaHA KOPPEKTUPYIOWMX U
npeaynpesuTenbHbIX 4eACTBUN;

r) 3anpoc o npeacTaBNAeHUM paHee He MpPeACTaB/leHHbIX AaHHbIX, M3MEHEHUN (Hanpumep, B
MHPOPMaLUMIO O NEKAPCTBEHHOM MpenapaTe), aHaAn3a BAUAHWUA (Hanpumep, pesy/ibTaT aHaAn3a paHee
He BKIHOUYEHHbIX B aHa/M3 AaHHbIX NPW BbINOAHEHUN NPOLLEAYPbI BbIABAEHUA CUrHaNa);

[) 3anpoc O BbINOAHEHUW HaZ/exallero MHGOPMMPOBAHUA, BK/tOYAA BHECEHME WU3MEHEHWI B
UHPOPMaUMIO, MPEeACTaBAAEMYI0 B PaMKax MAPKETUHrOBOW AeATeNbHOCTH, M (MAn) peKnamHyto
nHdopmaumio;

e) 3anpoc 0 BCTpeye C AeprKaTesieM PerncTpaLMoHHOro yAoCTOBEPEeHUA C Lefibio obcyXaeHus
BblAB/EHHbIX HEAOCTaTKOB (HECOOTBETCTBUI) U UX BAMAHUA Ha MaaH MepPOonpUATUIL;

XK) Nnepepaya pesyibTaToB MHCMNEKLMM APYTUM YNOJHOMOYEHHBIM OPraHam rocyAapcTB-4/1eHOB;



3) Apyrve OencTBMs, CBA3aHHble C JIEKAPCTBEHHbIM MpernapaToM, B 3aBUCMMOCTM OT BJIMSAHMA
HeZ0CTaTKOB (HECOOTBETCTBUI) M Pe3ynbTaToB MNOC/AeayroLMX AeUCTBUI (Clofa MOryT BXOAUTb OT3blIBbI
UAN OeNCTBUA, CBA3aHHble C BblAAYeld PEerucTPaLMOHHbIX YAOCTOBEPEHUI WAW paspelleHuid Ha
npoBeAeHMe KIMHUYECKUX UCTIbITaHUIA).

4.2.7. [lercTBua 1 CaHKLUM YNOJHOMOYEHHbIX OPraHOB rocyAapcTB-4/IEHOB.

4.2.7.1. YNoNHOMOYEHHbIE OpraHbl FroCyAapcTB-4neHoB obecrneymBaloT KOHTPO/b BbIMOJHEHMA
AeprKaTensimm perncTpaLMoHHbIX YA0CTOBEPEHUI 0bA3aHHOCTel No dapMaKoHaZA30py B COOTBETCTBUM C
3aKOHOZATENbCTBOM FOCYAApPCTB-YNEHOB W Hactoswmmu MpasBunamu. B cnyyae oBHapy:KeHUs
HecobtogeHnA TpeboBaHMI UK HEBLINONHEHUA 0653aTeNbCTB N0 GapMaKoHaA30py AEeNCTBUA, KOTopble
HY)KHO NpPeAnpuHATb, AO/KHbI ONPEeAenaTbCa MO KarKAOMY KOHKPETHOMY Cayyato oTAenbHO. Kakue
AeNCTBUA NPeanpUHATb, AONXKHO 3aBUCETb OT NOTEHLMAIbHOTO HEraTUBHOIO B/IMSAHMA HECOOTBETCTBUIM
(HecobntogeHWit) Ha 340pOBbE HaceneHus, Ho 160K Cydait HeCOOTBETCTBUIA (HecobloaAeHMIA) MOXKET
YUUTLIBATLCA NPU MPUMEHEHUN NPUHYAUTENbHBIX Mep. Mpy1 Heo6X0AMMOCTU YNOAHOMOYEHHbIW OpraH
rocyaapcrea-uneHa AoKeH obecneuntb, yTobbl K AeprKaTento PernmcTpauMoHHOrO YAOCTOBEpeHun
npumeHAnncb apdeKTUBHbIE, COpasMepHbIe U CAEPKMUBAtOLLME MePbl BO3AENCTBUA.

4.2.7.2. B cooTBeTcTBMM C Hactoswumu [MpaBunamm M npu HeobxXxogMMoCTM C NpaBUAaMM,
YCTaHOB/IEHHbIMM 3aKOHOAATE/IbCTBOM FOCYAaPCTB-YEHOB, B C/y4ae HecobntoaeHma 0bsa3aTenbCTs no
dbapmaKoHaA30py BO3MOXKHbI C/ieaytowpe BapuaHTbl PeryiMpoBaHus:

a) obyyeHne M cogencTBue: YNOJHOMOYEHHbIE OpraHbl rocyAapcTB-4/1eHOB BrNpaBe 06LaTbea ¢
NpPeacTaBUTEN MU AepKaTeneil PerncTpaumoHHbIX YA0CTOBEPEHUI (Hanpumep, Ha cobpaHuu), 4TobbI
0606WNTL BbIABNEHHbIE HECOOTBETCTBUA, Pa3bACHUTL YCTAaHOB/IEHHble TPeboBaHMA U  OXUAAHMA
YNOJHOMOYEHHOTO OpraHa rocyZ4apCTBa-ufieHa, a TaKKe pPacCMOTPETb KOppeKTUpylowme U
npeaynpeautenbHble AECTBUA, Npeaiaraemble AepKaTesem PerncTpaumoHHbIX y40CTOBEPEHWN;

6) npeacTaBneHne MHGopPMaLMM APYTMM YNTOAHOMOYEHHbIM OPraHam rocyAapcTB-41eHOB B pamKax
[oroBopeHHocTel no obecneyeHmo KOHOMAEHUNANbHOCTY;

B) MHCMEKTUPOBaHUE AepyKaTenein pPerncTpaunoHHbIX YA0CTOBEPEHUIA, KOTOpble He cobntogatoT
0653aTeIbCTBa UM He BbIMOHAIOT TPEOOBaHUA, MOXKET NPOBOANTLCA C LLENbI0 ONpeaeneHnn CTeneHun
HecobntoaeHnsA (HEBbIMOAHEHMS) 3aKOHOA4ATE/IbCTBA FOCYAAPCTB-4/IEHOB M MEXAYHAPOAHbIX LOrOBOPOB
M aKToB, cocTaBaatolwmx npaso Coto3a, M B NOCNEAYIOWEM C Lie/bio MOATBEPKAEHUA UX COBNOAEHMA
(BbINONHEHMSA);

r) nucbmo-npeaynpexaeHue, 3asaBaeHne o HecobaAeHUM (HEBLINOSHEHWUN) UAN YBEAOMIIEHNE O
HapyLweHWK, BblAaBaemble YNOJTHOMOYEHHbIM OPraHOM roCcyZapCcTBa-y/ieHa C yKasaHMem HOpMaTUBHOTO
NPaBoOBOro aKTa, KOTOPbIM 6blA HapylweH, C LeNbld HaNmoOMWHAHMA AepMKaTenam PerncTpaulmMoHHbIX
yaocTtoBepeHuin 06 nx obssatenbcTBax no papmakoHaA30py UK Mepax, KOTOPbIe OHU AOIKHbI MPUHSATD,
a TaK)Ke 0 CPOKaX, YCTaHOBNEHHbIX 4/ YCTPaHEH WS HECOOTBETCTBUMN UM HapyLLEHW;

A) paccmoTpeHne ynoJIHOMOYE€HHbIMMN OpraHamun rocyaapcre-4/1eHOB BOMpPoOCa 06 OI'Iy6}'IMKOBaHMM
CMUCKa ,u,epmaTeneﬁ PEerncTpaLlMoOHHbIX yAOCTOBepeHMVI, KOTOpble CeEPbE3HO NN NOCTOAHHO HapyLWatoT
Tp66OBaHVIﬂ 3aKOHOA4aTe/IbCTBa TOCYyAapCTB-4/1EHOB U MeXAYHapOo4dHbIX A0roBopoB W aKTOB,
COCTaBNAOWMNX NpaBo Coto03a;

e) OelCTBMA B OTHOLIEHWUM PErUCTPALLMOHHOrO YAOCTOBEPEHUA WAM 3aABNEHMA Ha PerncTpauumio
NleKapcTBEHHOro npenapaTa, Hanpumep:

3KCTPEHHOE BBEAEHME OrpaHWMYEHUit, CBA3aHHbIX C Npodunem 6e30MacHOCTM JIeKapCTBEHHOrO
npenapara;

NMPUOCTAHOBKa WAW  aHHYAMPOBaHME PErMcTPaLMOHHOIO Y/AOCTOBEPEHWUA JIEKapCTBEHHOMO
npenapaTa;



MPUMOCTAHOBKA  PAacCMOTPEHMS  HOBbIX 3asiBNEHMIA Ha MNOAyYeHWe  YAOCTOBEPEHUA O
rocyAapCTBEHHOW perncTpauumn 4o peannsaumnm KoppPeKkTUPYHLWMX U NpeaynpeautenbHbiX AeUCTBUIA;

Ha3Ha4YeHMe A0PEerncTPaLMOHHbIX MHCMEKUMI cucTembl GapmaKoHaa30pa;

) OT3blB JIEKapCTBEHHOrO MpenapaTta C pbiHKa (Hanpumep, B cayyae ecav B MHOOpPMaLMIO O
NIeKapCTBEHHOM Mpenapare He BK/HYEHb! BaKHble npeaynpexaeHus no 6esonacHocTu);

3) AeNCTBUA, CBA3AHHbIE C MAPKETUHIOBOM AN PEKNAaMHON MHbOopMaLMei;

n) BHECEHME MOMNPaBOK B MPOTOKOJbl UM MPUOCTAHOBKA KJMHUYECKMX UCCNEAO0BAHUN B Clydae
BbISIBNEHUA U3MeHeHU npoduaa 6e30nacHOCTM KOHKPETHONO JIEKAPCTBEHHOTO NpenaparTa;

K) aAMUHMNCTPATUBHBIE LWTPAdbl B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM rOCYAaPCTB-4/IEHOB.
4.2.8. KBannduKaumns 1 obydyeHme MHCNEKTOPOB.

MHCNeKTopbl, KOTOpble y4acTBYIOT B MPOBEAEHUN UHCNEKLMIA cucTem dapmMaKoHaL30pa, AO/KHbI
6bITb CneunanmucTaMmm YynoHOMOYEHHbIX OPraHoB rocyAapCTB-4/eHOB WAN AULLaMKM, Ha3HaYeHHbIMW B
COOTBETCTBMM C TpeboBaHMAMM 3aKOHOAATENbCTBA FOCYAAPCTBA-YNEHA, a TaKKe AO/KHbl cobaoaaTh
MONOMEHNA PYKOBOACTBA MO KayecTBy WMHCMEKTopaTa YrnoJHOMOYEHHOro OpraHa rocygapcrBa-ysieHa.
PekomeHayeTca, 4TObbl Ha3HaYeHWe WHCMNEKTOPOB OCHOBbLIBANOCL HA WX OMbiTE U MUHUMAaNbHbIX
TpeboBaHMAX, onpeaeneHHbIX YNONHOMOYEHHbIM OpPraHOM rocy4apcTBa-uieHa. MHCNeKTopbl A0/MKHbI
NpoiTH obyyeHne B Tom obbeme, KOTOPbIN HeobxoamMm Ansa obecneyeHna UX KOMMETEHTHOCTU B TeX
ob61acTax, KoTopble HeobXoAuMbl ANA MOArOTOBKM M NPOBEAEHWUA WMHCMEKUMI, a TaKke MOAroTOBKM
oT4YeTa O NPOBeAEHHbIX MHCMEeKUMAX. OHM A0/MKHbBI TaKXKe NPoiTM obydeHme npoueccam 1 TpeboBaHMAM
dapmakoHagzopa Takum 06pa3om, YTobbl BbiTb CNOCOBHLIMU OLEHUTL Pa3INYHbIE AcMeKTbl CUCTEMBI
dapmakoHagzopa B C/lydae OTCYTCTBMA COOTBETCTBYIOLLErO OMbITa.

4.2.9. YnpaBneHue KayecTBOM NpoL,ecca MHcnekumm dapmakoHagsopa.

KayecTBo npouecca MHCMEeKUMU cucTeMbl hapmaKoHaa30pa Perympyerca ynoaHOMOYEHHbIMM
opraHamu rocyAapcTBa-ysieHa, BXOAWUT B YMC/IO BOMPOCOB, HAa KOTOPble PacMpoCTpaHAeTcAs cucTema
KayectBa cucTembl dapmaKkoHaA30pa YMOJHOMOYEHHOro OpraHa rocyAapcTBa-y/ieHa, WM MOAJ/EKUT
ayauTy.

4.3. CoTpygHu4yecTso B pamkax Cotosa

4.3.1. KonnekTMBHoOe UCnonb3oBaHMe MHbOpMaLMK.

YNo/IHOMOYEHHble OpraHbl roCyAapcTB-41eHOB 06A3aHbl COTPYAHUYATb, YTOObI 061erynTb 06MmeH
MHbOopPMaUMeEln No MHCMEKUMAM cUCTeMbl GapMaKoHaA30pa, B YaCTHOCTU:

a) MHd)opmaumeﬁ 06 MHCNEKLUMAX, KOTOpble 3an21aHNPOBaAHbl U NpoBeaeHbl, C UeNblo YCTPaHEHUNA
HEHYXHbIX MOBTOPOB U ,Cl,y6I'IVI|DOBaHVIFI pa60T B Colo3e, a TaKKe 41Aa ONTUMM3ALMM MUCMOSb30BaHUA
MHCNEKUMOHHbIX peCypcCos;

6) nHdopmaumeit 06 ob6beme UHCNEKLUN C TeM, YTOBbI NaHNPOBaTb ByayLiMe MHCNEKUUY;

B) MHOOPMaumell o pesynbTaTax MHCMEKLMM, B YAaCTHOCTM B TOM C/lyyae, Korga pesy/ibTaTom
ABNAETCA BblfiBNEeHME aKTa HEBbINONHEHUA [ep)KaTeNem PermcTpaumoHHbIX  YAO0CTOBEPEHUN
TpeboBaHWIA 3aKOHOAATENbCTBA FOCYAAPCTB-YNEHOB U HAcToALWMX MpaBua. YNOAHOMOYEHHbIE OpraHbl
rocyZapcTB-4neHoB 0b6MeHuBaloTCA MHOOPMALMEN O KPUTUYECKUX W CYLLECTBEHHbLIX BbISIBNEHHbIX
HeA0CTaTKaX, a TaKXKe KPaTKUM U3/I0KEHMEM KOPPEKTUPYIOWWX U NpeaynpeanTenbHblX 4eNCTBUN U UX
AaNbHENLLINMM KOHTPOJIEM.



4.4. Ponb aepskatenei pernctTpaumoHHbIX yA0CTOBEPEHU

[LepKaTenn perncTpaumoHHbIX YA0CTOBEPEHNIA, UMEIOLLME 3aPerncTPUPOBaHHbIE Ha TEPPUTOPUAX
roCyZapCTB-4/IEHOB JIEKAPCTBEHHbIE MpenapaTbl, NOA/ENKaT MHCMEKUMAM CUCTEMbl papmMaKoHaz3opa.
[lepykatenu perncTpaumoHHbIX y40CTOBEpeHU 06A3aHbI:

a) Bcerga bbITb roTOBbIMM K MHCMEKLMM, MOCKO/IbKY MHCNEKUMN MOTYT ObITb BHE3AMHbIMMU;

6) BeCcTM M npeacTaBnATb MO TPebOBaHUIO MHCMEKTOPOB He no3gHee 7 paboumx gHer nocne
noay4yeHma COOTBETCTBYHOLLErO 3anpoca mactep-dpain cucrtembl papmakoHa[3opa;

B) rapaHTMpOBaTb MO/IyYEHWE COracuA [0 Hayana MHCNEKUMW Ha NpoBefeHWe WMHCMeKuMn oT
00BEKTOB, BbIOPAHHbLIX AN MHCMEKLMU, K KOTOPbIM MOTYT OTHOCUTLCA OPraHU3aumu, BbIMOJHAKOWME
dYHKUMM NO papmaKoHaA30py MO COrNalleHUIO C AeprKaTenemM PerncTpaLnoHHbIX yA0CTOBEPEHUI;

r) npeacTaBUTb MHCNEKTOpPam Ntobyo MHPOPMaLMIO U (MNK) AOKYMEHTaUMIO, KoTopaa Heobxoanma
AN1A NOATOTOBKM K MHCMEKLMW, B YCTAHOB/IEHHbIE CPOKM UK BO BPEMS NMPOBEAEHMUS MHCMEKLMU;

4) rapaHTMpoBaTb, YTO COOTBETCTBYHOLWMI TMEPCOHAJ, Y4YacTBYWOLWMIA B AeATeNbHOCTU Mo
dbapmaKoHaa30py MAN B3aMMOCBA3aHHOW AeATeNbHOCTH, ByAeT NPUCYTCTBOBATb BO BPemMsA MHCMEKLMU U
[aBaTb Pa3bACHEHMA NO BO3HMKAOLWMM BONPOCaM;

e) rapaHTMpoBaTb Haj/iexxallee M CBOEBPEMEHHOE BbINOSIHEHUE MaHOB KOPPEKTUPYIOLINX U
npeaynpeamnTeNibHbiX MepPONnpUATUIA A41A YCTPaHEHWUA BbIABIEHHbIX BO BPEMA MHCMNEKUUU HEeA0CTaTKOB
(HecooTBeTCTBMIA) C yCTaHOBAEHWEM MPUOPUTETOB MO KPUTMUYECKMM W CYLLECTBEHHbIM HeAoCTaTKam
(HecooTBeTcTBMAM).

4.5. 'HcneKumoHHble coopbl

C60pb| 3a nposeageHune VIHCﬂGKLI,VIVI B3MMAIOTCA B COOTBETCTBUMN C 3aKOHOAATE/IbCTBOM FoCyaapCTB-
4Yn1eHOB.

5. AyanTt cuctembl hpapmakoHaa3opa
5.1. CTpyKTypbl M npoueccol

5.1.1. Ayaut cuctembl papmakoHaA30pa 1 ero Lenu.

5.1.1.1. Uenbto npoBeaeHMAa ayauTa cucTembl ¢apmaKoHapn3opa ABAAETCS MNOATBEpPrKAEHUe
COOTBETCTBMA U 3PPEKTUBHOCTU BHEAPEHNA N QYHKLMOHMPOBAHUA CUCTEMbI PapMaKoHaa30pa MyTem
aHaNN3a 1 oLEeHKN 06BEKTUBHDIX GAKTOB, BKIOYAA CMCTEMY KadecTBa cucTeMbl papMaKkoHa30pa.

5.1.1.2. AyauT npeacTtaBnAaetr cobol cUCTEMATUYECKUIN, YMNOPALOYEHHbIA, HEe3aBUCUMBbIA U
[LOKYMEHTUPOBAHHbBIN MPOLLecC NosydyeHna U 06 bEKTUBHOM OLLEeHKN GaKTOB, XapaKTepusyowmx paboty
cuctembl  GpapmaKoHaz30pa, C Le/blo OnpeaeneHua CTEeMneHW BbINOJAHEHUA KpUTepUeB ayauTa,
CNOCOBCTBYHOLLMX YAYYLIEHMIO MPOLLECCOB YNPABAEHNA PUCKAMM, KOHTPOAA M yNpaBAeHMA NPOLECCAMMU.
Ayantopckue dakTbl COCTOAT U3 3anUCen, JOKYMEHTANbHbIX NOATBEPKAEHUIA UAN UHON MHbOPMAUUN,
KOTOpas MMEET OTHOLLEHME K KPUTEPUAM ayauTa U Noanaetca nposepke. Kputepum ayauTa oTpaxkaioT
CTaHAAPTbl BbINOAHEHUA U KOHTPONA AEATENbHOCTM, NO OTHOLEHMIO K KOTOPbIM BbIMOIHAETCA OLLEHKA
NPOBEPAEMON CTOPOHbI U ee AeATeNbHOCTU. MPUMEHUTENBHO K cucTeme GapmaKoHaA30pa Kputepum
ayamMTa OOJMIKHbI OTpaXaTb TPeboBaHMA, NpeabaBasemble K cucteme GpapmakoHaA30pa, B TOM Yncie K
CUCTEME KayecTBa BbIMNOAHAEMbIX nNpoueayp Mo ¢apMaKoHaA30py, KOTopble onpeaensatoTca
TpeboBaHWAMM 3aKOHOAATE/IbCTBA FOCYAAPCTB-Y4NEHOB U HacTosLWmMX Mpasu.

5.1.2. OCHOBaHHbIM Ha pPUCKe NOAXOA K ayamTam cMcTemMbl papmakoHag3opa.



OCHOBaHHbIM Ha PUCKe NOAXOLOM SABAETCA TaKOW MOoAXo4, NPy KOTOPOM MCMOJb3YHTCA METOAb!
onpeaeneHuna obnactu pucka. MNoa pUCKOM NOHUMAETCA BEPOATHOCTb HACTYMN/eHUA CobbITUA, KOTOpoe
OKarKeT B/IMSIHME Ha AOCTUKEHME NOCTaB/EHHbIX LLe/IeN, C yY4eTOM CEPbE3HOCTM ero NOCNeacTBUMN U (Mau)
BEPOATHOCTM He OBHapysKeHua apyrumu metogamm. OCHOBaHHbIA Ha PUCKe Mnoaxod K ayauTam
OPVEHTUPOBAH Ha 06.1aCTM CaMOro BbICOKOrO PUCKa 4/18 cMCTEMbI hapmMaKoHaA30pa OpraHM3aumm, B TOm
yncne ANA CUCTEeMbl KadecTBa cucTembl dpapmaKoHagsopa. NepBocTeneHHOe 3HayeHMe UMEET PUCK
NPUYMHEHUA Bpeaa 340P0BbI0 HaceneHUs. PUCK OLLEHMBAETCA Ha CNeayloWwmX 3Tanax:

NNaHMPOBaHME ayaMTa Ha CTpaTerMYyecKOM YPOBHE, pe3y/IbTaTOM KOTOPOro ABAAETCA cTpaTterns
ayauTa (40NrocpoUHbIi NOAX04), KOTopasa A0MXKHA YTBEPKAATHCA BbICLUMM PYKOBOACTBOM;

NJaHWPOBAHME ayAMTa HA TAaKTUYECKOM YPOBHE, pe3y/ibTaTOM KOTOPOro fB/AETCA NPOrpamma
ayamTa, yCTaHOB/IEHME Lefiei ayamTa, a TakKe 06/1acT pacnpocTpaHeHms ayamTa;

nAaHUpoOBaHWE ayauTa Ha OnNepaTMBHOM YPOBHE, Pe3y/bTaTOM KOTOPOro ABAAETCA NaH ayauTa
AR OTAEeNbHbIX ayAUTOPCKUX 3afad, onpenesieHne NpuopuTeToB 3aJady ayamMTa Ha OCHOBaAHWKN OLLEHKU
PUCKOB, NCNOAb30BaHNE METOA0B BbIBOPOYHOro NccNeaoBaHMA U TECTUPOBAHNSA, OCHOBaHHbIX Ha PUCKE,
OTYETHOCTb MO pe3y/nbTaTaM ayAMTOB B COOTBETCTBMM C OTHOCUTE/NIbHbIM YPOBHEM PUCKA, a TaKXke
pekomeHaauMu no ayauTy.

OueHKa PUCKa O0/1)KHa OOKYMEHTAJ/IbHO NMoATBEPXKAATbCA ONA CTPATENMYeCKOoro, TakTu4eCckoro um
onepaTtnBHONo NJ1aHNMpPOBaHUA ayAMTOpCKOﬁ 0eATENbHOCTU CUCTEMDI d)apN\aKOHa,u,sopa B OpraHun3sauun.

5.1.2.1. NnaHnpoBaHWe ayguTa Ha CTpATErM4eCKomM ypOBHe.

5.1.2.1.1. Ctpaterua ayguTa npeacTaBaser coboi onpeneneHme Ha BbiCLUEM YPOBHE NAaHUPOBaH WA
ayAUTOPCKUX MEPONPUATUIA, NPOBEeLEHME KOTOPbIX 3aM1aHNMPOBaHO Ha cpok bonee 1 roga (Kak npasuso,
Ha CPOK 2 - 5 neT). CTpaterna ayamTta BKAOYAET B ceba nepeveHb ayAMTOPCKUX NPOBEPOK, BbIMOAHEHUE
KOTOPbIX MOXeT ObiTb AocTaTouHbiM. CTpaTerMa ayauTta MCNosib3yeTcs Ans onpegeneHuma obnactu,
Hame4YeHHOW ONA NpPOBeAEHUA ayamTa, TEeMbl ayaMTa, a TaKKe MEeTOAO0B M AONyLlieHui (BKatodas,
HanpuMmep, OLLEHKY PUCKa), HA KOTOPbIX OCHOBaHa NpPOorpamma ayamTa.

5.1.2.1.2. CrtpaTterna ayguta [OJ/I)KHAQ OXBaTblBaTb OpPraHM3auuio YynpasBaeHUA MPOLLEeCcCoM,
ynpaBneHne puUCKaMM W  CPeAcTBa BHYTPEHHEro KOHTPOJIA  BCEX COCTaBAAKOWMX CUCTEMDI
dbapmakoHaz30pa, BKAOYAA cneaytolme:

a) Bce npoLiecchl M 3a4a4n cuctembl papmaKkoHaa3opa;
6) cucTema KayecTBa AesaTeNbHOCTM B cucTeMme dpapmaKkoHaa3opa;
B) B3aMMOZENCTBME M CBA3YIOLLME 3BE€HbSA C APYIMMU NoapasaeseHmamm (Npu HeobxoammocTu);

r) meponpuatMa no ¢apmMaKkoHaA30py, MPOBOAMMbIE MOAYMHEHHBIMU OpraHU3aUMAMKM WU
AenerMpoBaHHble Apyro opraHM3auMu (Hanpumep, pPerMoHanbHbIM LEeHTpam, MNpPeacTaBAAIoWMM
UHPopMmaumio, dunmnanam gepRaTens PerucTPpauMoHHOro YAOCTOBEPEHUS, TaKUM TPETbUM NLLAM, KaK
noApsaaHble OpraHM3auum U Apyrme AepKaTen perncTpaumMoHHbIX YA40CTOBEPEHNN).

5.1.2.1.3. dakTopbl pucKa, KOTopble CleayeT y4YuTbiBaTb MPM BbINOJHEHWM MpOLEeaypbl OLEHKK
PUCKa, BKNHOYAIOT B cebA B TOM unc/ie cneaytolme GpakTopbl:

a) uU3mMeHeHMa B 3aKOHOAATENbCTBE TOCYAapCTB-4/eHOB MO $apMaKoHaZA30py MM HACTOALWMX
Mpasunax;

6) KpynHas peopraHusauma wau apyrme npeobpasoBaHuna cMcTemMbl GpapmaKoHag3opa, CAMAHWA,
npunobpeTeHus;



B) MU3MEHEHWE KJIIOYEBbIX YNPaBeHYECKUX QYHKUMI;

r) PUCK HexBaTKM Hag/aexawum o6pa3som NOATOTOBJAEHHbLIX W OMbITHbIX COTPYAHWKOB
dbapmaKkoHazzopa (Hanpumep, BBUAY 3HAYUTENLHON TEKYYEeCTM NepcoHasna, HeJoCTaTKOB B MpoLueccax
0byyeHus, yBennyeHna obbemos paborT);

[) CYLWEeCTBEHHbIE M3MEHEHUA B cUCTeMe ¢dapmMaKoHaA30pa C MOMEHTA MpeablayLiero ayamTa
(Hanpumep, BBEeAeHME HOBOM 6a3bl AaHHbIX NO AEATENLHOCTU MO hapMaKoHaL30py UAM 3HAYUTENbHOE
06HOBNEHMNE cyllecTBylolWeN 6a3bl AaHHbIX, UISMEHEHUS MPOLECCOB U BMAOB AEATE/NbHOCTU C YYETOM
HOBbIX TPeboBaHWI1 3aKOHOAATENbCTBA FOCYAAPCTB-Y/1EHOB);

e) nepBbli NEKapPCTBEHHbI MpenapaT Ha pblHKe (4nA  Aepikatesie  permcrTpaumoHHbIX
YyO0CTOBEpPEHUIA);

) JleKapCTBEHHbIM NpenapaT Ha PblHKE C BBEAEHHbIMM MepPamu MUHUMMU3ALMW PUCKOB WK
APYrMMM YCNOBUAMM 06 paLLeHnn, CBA3aHHbIMK ¢ Npoduaem 6e30nNacHOCTU NEeKapCTBEHHbIX NPenapaTos
(Hanpumep, HasHayeHMe AONOJHUTE/IbHOTO MOHUTOPUHTA);

3) cteneHb KPUTUYHOCTU npouecca, B YaCTHOCTU:

ONA YNONHOMOYEHHbIX OPraHOB rocyAapCTB-4/IEHOB - HACKOJ/IbKO KPpUTUYHA 061acTb UM npoLecc
Mo OTHOLUEHMIO K Had/exallemy GpyHKLUMOHNPOBAHMNIO cMCTEMbI papMaKoHaA30pa rocyaapcTB-4N1eHOoB U
o6 LLen Lenm cucTembl 34paBoOXpaHeHNs;

ANA fepKaTenei perncTpaLmoHHbIX YAOCTOBEPEHNI - HACKObKO KpUTUYHA 061acTb UK NpoLecc
Mo OTHOWEHWIO K Hag/exalemy OYyHKLMOHMPOBAHMUIO cucTeMbl dapmakoHaasopa. [pu NpuHATUM
peweHUa O nNpoBefeHMM ayauTa Kakoro-nmbo o¢wuavana wam  TpeTbero Auvua  AepskaTtesb
PErncTpPaLnoHHOro YAOCTOBEPEHUSA [O/IKEH YUMTbIBATb XapaKTep M KPUTMUHOCTb MEpPOnpuATUIA Mo
dbapmaKoHaZ30py, KOTopble MPOBOAATCA B HacToslee Bpems GpUANANOM WM TPEeTbel CTOPOHOWM OT
UMEHW aeprKaTena PermcTpaLMoHHOro yA0CTOBEPEeHUA, MOMMMO ydeTa Apyrux GakTopos, BKAIOYEHHbIX B
HaCToALLEN NepeYeHb;

n) pesynbTaTbl NpeablayLLMX ayamMToB (NPOBOAMAUCE N KOraa-imbo ayauTbl 3To obnactu mam
npouecca, pesy/bTaTtbl NPeablayLLero ayanTa);

K) BblABJ/IEHHbIE NpouUeAYypPHbIE HEAOCTATKU (HeCOOTBETCTBMﬂ), KacCatowmneca KOHKPETHbIX obnacreit
0eATeNbHOCTU UK NPOoLEeCCOoB,;

N) ApyrMe OopraHM3aumMoHHbIE M3MEHEHWsA, KOTOopble MOTyT HeraTMBHO OTPasUTbCs Ha 0baacTu
AeATeNbHOCTM WAM npouecce (Hanpumep, ecaM NPOUCXOAMUT M3MEHEHMe TaKoW BCromoraTe/lbHOM
bYHKLUMM, KaK MHOOPMALMOHHO-TEXHOOTMYECKan NOALEPIKKA).

5.1.2.2. NnaHMpoBaHWe ayauTa Ha TAaKTUMECKOM YPOBHeE.

5.1.2.2.1. Mporpamma ayguTa npeacrasaseT coboit nepeyeHb ayanToB, COCTOALLMN U3 OQHOIO UK
HECKONbKMUX ayaMTOB, 3amnNaHMPOBAHHbLIX Ha KOHKPETHbIA CPOK, 0bblMHO Ha 1 roa. MoarotoBKa
nNporpammbl ayauTOB OOJ/IKHA OCYLLECTBAATLCA B COOTBETCTBUM C AONITOCPOYHONM CTpaTervein ayauta.
Mporpamma ayauTta O0/KHA ObiTb 0406peHa BbICLIMM PYKOBOACTBOM C 0DOLLUEl OTBETCTBEHHOCTbIO 33
onepaTUBHYIO M yNpaBAeHYECKYHo CTPYKTYpY.

5.1.2.2.2. Mporpamma ayauTa OCHOBbIBAETCA Ha Hag/erKallen OLEeHKe PUCKOB M A0/KHa ObiTb
OPMEHTMPOBAHA Ha OLLEHKY C/IeAYIOLINX aCMNEeKTOB:

a) cucTema KayecTBa cucTembl papmaKkoHaA30pa;

6) KpUTMUYECKME NpoLLecchbl B cucTeme hapMaKkoHaa30pa;



B) K/1lo4EBbIE CUCTEMbBI KOHTPO1A4, ONMpaoWwneca Ha MeponpuAaTmnA ¢apmaKOHa,u,30pa;
I') 06.1aCcTM BbICOKOIO PUCKa nocne BHeapeHunAa npoueayp KoOHTpoaAa U mep MUHUMMU3aAUNN PUCKaA.

5.1.2.2.3. OcHOBaHHAA Ha pPWUCKe MporpamMmma ayamuTa LO/IKHA TaKXKe Y4YUTbIBaTb pe3y/ibTaTbl
npeablAyLLnx ayanMToB B YaCTW HEA0CTAaTOYHOrO oxBaTa 0b1acTel AeATeNbHOCTU, HAaNPaBAEHUA BbICOKOTO
pUCKa, a TaKKe HeNnocpeACTBEHHOrO YKa3aHWA PyKOBOACTBA U (M) NnLL, KOTOPbIE HECYT OTBETCTBEHHOCTb
3a cuctemy papmakoHaa3opa.

5.1.2.2.4. [lokymeHTaLmMA NporpamMmmbl ayanTa JONKHA BKAOYATb B cebA KpaTKoe onncaHme naaHa
KarKAoro ayamuta, KoTopblii byaeT nposeaeH, B TOM yMciae obbem ayamnta un Lenn. O60cHOBaHME CPOKOB,
NepuoaMYHOCTM U 0ObeEMA OTAENbHbIX ayAMTOB, KOTOPble ABAAKTCA 4YacTblo NPOrpamMmmbl ayamTOB,
[OJIKHbl OCHOBbIBATLCA HA AOKYMEHTa/IbHO OGOPMIEHHON OLeHKe pUCKoB. OCHOBAHHblE HA OLLEHKe
pUCKa ayamutbl cuctembl GapmMakoHaA30pa AOJXKHbl BbIMOJHATHCA PEryaapHO B COOTBETCTBUWM C
TpeboBaHMAMM 3aKOHOAATENbCTBA [OCYAAPCTB-YEHOB W MENKAYHApPOAHbIX [OrOBOPOB U  aKTOB,
coctasnatowmx npaso Cotosa. BHeceHne 060CHOBaHHbIX U3MEHEHMI B NPOrpaMmmy ayamTa SOMKHO ObiTb
Hag/exalmm obpa3om AOKYMEHTUPOBAHO.

5.1.2.3. NnaHnpoBaHME N OTYETHOCTb NO ayAMUTY Ha ONEPATUBHOM YPOBHE.
5.1.2.3.1. MnaHupoBaHMe K cbOp AaHHbIX Ha MecTax.

OpraHu3auua A0/KHA BHeAPUTb NpPoLeaypbl, NPUHATbIE B BUAE AOKYMEHTOB B MUCbMEHHOM
dopme, C y4ETOM MNAHMPOBAHUA U NPOBELEHUSA OTAENbHbIX ayauToB. CPOKM peannsaumm BCex Mmep,
HeobX04UMbIX AR BbIMNOSHEHUS OTAE/NbHOrO ayAamuTa, LOMXKHbI BbITb YCTAHOB/EHbI B COOTBETCTBYIOLLMX
npoueaypax, CBA3aHHbIX C npoBejeHMem ayauTa. OpraHusauums [o/KHa obecneynTb NpoBegeHue
ayamMTOB B COOTBETCTBMM C 3TUMM MPOLLEAYPAMM COMNAcHO HACTOALLLEMY pasaeny.

OTaenbHble ayguTbl cucTemMbl dapMaKoHaA30pa AO/MKHbI NPOBOAUTLCA B COOTBETCTBMM C
YTBEPKAEHHON MNPOrpPamMmmoit ayamuTa, OCHOBAHHOM HA pPUCKax B COOTBETCTBMM C NyHKTom 5.1.2.2
HactoAawwmx Mpasun. MNpu NNaHMPOBaHMUK OTAE/NbHbIX ayAUTOB ayaAUTOP onpeaenseT U OLeHUBAET PUCKU,
conpsaXeHHble C paccmaTpuBaemolt 061acTblo, MPUMEHAA Camble NMOAXOAALLME METOAbl BblOOPOUHbIX
nccnenoBaHUn M TecTMpoBaHMA. MeTog, BbINOMHEHUA ayauTa Hagnexawmm obpasom AOKyMeHTUpyeTcA
B N/J1IaHe NpoBeAeHuA ayauTa.

5.1.2.3.2. OT4eTHOCTb.

BblBOAbI ayAMTOPOB [AOKYMEHTA/IbHO OTPaXKakoTCA B ayAMTOPCKOM 3aK/I0YEHUN U CBOEBPEMEHHO
[OKNaApblBalOTCA pyKoBoACTBY. [pouecc ayauTa O0AKeH BKAYaTb B cebs MexaHu3Mbl nepedaqu
BbIBOJOB ayauTa O6beKTy ayauTa, nosydyeHusa obpaTHOW CBA3M U NpeAcTaBfieHVa ayauTOPCKOM
OTYETHOCTU PYKOBOACTBY M 3aMHTEPECOBaHHbIM CTOPOHaM, B TOM YMCAE /MLAM, OTBETCTBEHHbIM 3a
cuctemy dapmaKkoHaA30pa, B COOTBETCTBUM C TpeboBaHUAMM 3aKOHOAATENbCTBA FOCYAAPCTB-Y/EHOB U
MeXAyHapoaHbIX AOrOBOPOB M aKTOB, COCTaBAAlOWMX NpaBo Colo3a, U peKomMeHAAUMAMU MO ayauTy
cuctembl  papmakoHagsopa. PesynbTaThl ayauTa  OO0MXHbI MPEeACTaBAATbCA B COOTBETCTBMM C
OTHOCMTENbHbIM YPOBHEM PWUCKa U KAACCUOUUMPOBATLCA C LE/bI0 YKa3aHMA WX KPUTUYHOCTM No
OTHOLLIEHMIO K PUCKaM, BAUAIOLLMM Ha cucTemy GpapmMaKkoHaa3opa, NPoL,ecchl U KOMMOHEHTbI NPOLLECCOB.
Cucrtema KnaccuduKkauum AoaxHa 6biTb onpeaeneHa B ONMCaHUM CUCTEMbI KadyecTBa papmaKoHaa3opa U1
[AO/IKHA YYUTbIBaTb CNedylolime Noporosble 3HaYeHUsA, KOTopble caeayeT UCNoAb30BaTh B AajlbHelwei
OTYETHOCTH:

KPUTUYECKUM ABAAETCA NPUHLMUNMANBHbIA HEAOCTAaTOK (HECOOTBETCTBME) OAHOIO MU HECKOJIbKUX
NPOL,ECCOB UM BbINOJHAEMbIX NPOLLEAYP cUCTEMbl GapMaKoHaA30pa, KOTOPbIM HEraTMBHO BAMAET Ha
BClO cuctemy dapmakoHagsopa U (unun) npasa, 6esonacHocTb M 6iarononydme naumeHTos, U (Mnu)
npeactaBnser coboi NOTEHLMANbHYIO Yyrpo3y 340POBbI0 HAaceseHUs U (MaKn) cepbesHoe HapylleHue
TpeboBaHMIA 3aKOHOAATENbCTBA [OCYAAPCTB-Y/IEHOB W  MEXAYHapOAHbIX [OOrOBOPOB W  aKTOB,
cocTaBastolwmx npaso Coto3a;



CYLWEeCTBEHHbIM ABMAAETCA 3HAUYNTE/IbHbIN HEAOCTAaTOK (HECOOTBETCTBME) OAHOMO UAN HECKObKUX
MPOLLECCOB  WMAKM  BbINOAHAEMbIX MNpoueayp cUcTemMbl dapMakoHaa3opa, WAM  MPUHLMNNAAbHbINA
HeAO0CTaTOK KaKoM-1M60 4acT OAHOMO WM HECKOAbKMX MNPOLECCOB WM BbINOAHAEMbIX npoueayp
dapmaKkoHag3opa, YTO OTPULATENbHO CKa3bIBAETCA Ha BCEM Mpouecce M (MAnM) NOTEHLMANbHO MOXKET
CKasaTbCA Ha npaBax, 6e3onacHoCTM ¥ 61aronoayyrMn nNauMeHToB, WM (MNM) MONKET NpeacTaBAATb
MOTEHUMAaNbHYIO OMAaCHOCTb ANA 340pOBbA HaceneHua M (Mau) npeactaBnseT coboit HapyweHue
TpeboBaHWI 3aKOHOZATE/NbCTBA OCYAAPCTB-YEHOB W  MEXAYHAPOOHbIX [OrOBOPOB M  AKTOB,
cocTasafoLWmMX NpaBo Coto3a, KOTOPOe, 04HAKO, HE CYMTAETCA CEPbe3HbIM;

HecyLW,ecTBEHHbIM IBNAETCA HEeAO0CTaTOK (HeCOOTBETCTBME) KAaKOro-1Mbo KOMMOHEHTa OAHOro Uan
HECKO/IbKMX MPOLLECCOB MM BbINOMHAEMbIX NpoLeayp cucTeMbl dapmakoHags3opa, KOoTopble, KaK
OXWOAETCA, HE MOTYT OTPULIATENbHO CKa3aTbCA Ha BCel cucteme papmakoHaa3opa uan npouecce, U (Mau)
npasax, 6e30nacHoOCTM 1 61aronoayYnmn NaLMeHToB.

Mo Bomnpocam, KoOTOpble HeobXoAMMO pewatb B CPOYHOM nopsagke, HeobxoaAMMO
He3ameamMTeIbHo MHGOPMMPOBaTb PYKOBOACTBO OBbEKTa ayanTa 1 BbiCLIEE PYKOBOACTBO.

5.1.2.4. leicTBUNA, OCHOBaHHbIE Ha pe3ynbTaTax ayamuTa U Nocneayowero KOHTPoAA ayAuToB.

5.1.2.4.1. Hesamepg/iMTenbHble AeNCTBUA, ONepaTUBHbIE A4ENCTBUA, AENCTBUA B Pa3yMHble CPOKM, a
TaKKe BOMPOCbl, MO KOTOPbIM HEOBXOAMMO CPOYHOE MPUHATUE pelleHus Mbo  CpoYHoe
MHOOPMMPOBaAHME, YKa3aHHble B HACTOALLEM pasgene, npegHasHaydeHbl ANA BbINOJHEHUS B CPOKM,
KOTOpble ABASIOTCA Hag/exallMMu, YMECTHbIMW M COOTBETCTBYIOLMMM OTHOCUTESIbHOMY PUCKY OIS
cuctembl  dapmakoHagsopa. HeobxoAMMO — yCTaHOBWUTb  MPUOPMUTETbI  KOPPEKTUPYIOLWMX U
npeaynpeauTesnbHblX OEACTBUIM  ONA  YCTPAHEHUA BbIAB/IEHHbIX KPUTUYECKUX WU CYLLECTBEHHbIX
HeZOCTaTKOB (HECOOTBETCTBUIA). TOYHblE CPOKM AENCTBUM, CBA3AHHbLIX C BbISBIEHHbIM KPUTUYECKMM
HeoCTaTKOM (HECOOTBETCTBMEM), MOFYT BapbMpPOBaTbCA B 33aBUCMMOCTM OT XapaKTepa BbIBOAOB U
3ana1aHMPOBAHHOO AeNCTBUA.

5.1.2.4.2. PyKoBOACTBO oOpraHu3aumm obecneymBaeT Ha/AMuYME B OPraHM3auuM MexaHW3ma,
NO3BOJIAIOLLLETO HaZ/1eXKalLUMM 06pa3om peLlaTb BOMPOCHI, CBA3aHHbIE C pe3y/ibTaTaMM ayauTa CUCTEMDbI
dapmakoHazzopa. Komnaekec meponpuaTnii SOKEH BKIOYATb B cebA aHasM3 U3HAYaAbHOW NPUYMHDI
BbIAABIEHHOTO HEAOCTATKA, BAMAHUA BbIABNEHHbIX PEe3y/bTaTOB ayAuTa, a TaKXKe MNOArOTOBKY MJiaHa
KOPPEKTUPYIOLLMX U NpeaynpeanTenbHbIX MeponpuaTuUii.

5.1.2.4.3. Bbiclwee pyKoBOACTBO U NMLA, HaAEeNEHHbIE PYKOBOAALLMMM NOAHOMOUYUAMM, OO/IKHbI
no3abotnTtbca o ToMm, 4YTOObl NpeanpuHATL Bce Heobxoaumble 3PPeKTMBHbIE Mepbl NO YCTPAHEHUIO
HeaOoCTaTKOB, BbIABJ/IEHHbIX B MNpoLEcce ayauTa. BbiNoNHEeHWe CcornacoBaHHbIX AENUCTBUIA AOMKHO
CMUCTEMATMYECKN KOHTpOAMpoBaTbCA. MHpopmauma o xofe peanmsaummn  KOPPEKTUPOBOYHBLIX MU
npeaynpeguTenbHbiX MeEpPOnpUATUIA  O0AXKHA Nepuoauyeckm O0BOAUTLCS A0 CBeAeHMs BbiCLIEro
PYKOBOACTBA COOOPA3HO 3annaHMPOBaHHbIM AeicTBuam. lNoaTesepkaeHWe 3aBeplleHMA KOMMAeKca
KOPPEKTUPOBOYHbIX W  NpeaynpeamutesibHbiX  MEpOonpUATUIA  AOMKHO  Hagaexawum obpasom
OOKYMEHTUpPOBaTbCA. [porpamma ayguTta [OMKHA NpeaycMaTpuBaTb MOTEHLMANIbHYHO BO3MOXHOCTb
NPOBEAEHMA KOHTPO/IbHLIX AyAMTOB, KOTOPblE BbINOMHAOTCS NO Mepe HeobxXxoAMMOCTU, C Lenblo
noaTBepKAeHMA 3aBepLLEHUA BbIMNOHEHUA COrNacoBaHHbIX A4eNCTBUA.

5.1.3. Cnuctema Kayectsa U AOKYMEHTUPOBAHUA.
5.1.3.1. KoMNeTeHTHOCTb ayAUTOPOB U YNPABAEHMA Ka4EeCTBOM ayANTOPCKON AeATENBbHOCTH.
5.1.3.1.1. He3aBMcMMOCTb 1 06BEKTUBHOCTb ayAMTa U paboTbl ayaMTOPOB.

OpraHu13aums 4o/1KHA Ha3HAuYNTb KOHKPETHOE /1ML,0, KOTopoe ByaeT oTBeYaTb 3a AeATE/bHOCTb NO
ayauty B obnactm  dapmakoHagsopa. [eaTeNbHOCTb MO BbINOJAHEHWUIO  aygUTOB  CUCTEMbI
dapmaKoHag3opa A0/KHA ObiTb HE3aBUCMMON. PYKOBOACTBO OpraHuM3aumMm OONXKHO obecneyunTb M
[OKYMEHTUPOBATb HE3aBUCUMMOCTb M 06 BEKTMBHOCTbL ayAUTOPOB.



AyauTopbl A0/MKHbI BbITb CBOGOAHBLI OT BMeLWIaTeNbCTBa B onpeaesneHve obbema ayauTa,
nposeaeHue ayauta cuctembl dapmakoHaazopa U MHGoOpMUpoBaHUE O pesynbTaTtax ayauta. OcHOBHas
OTYETHOCTb A40/IXHa HaMpaBAATLCA BbICLEMY PYKOBOACTBY, KOTOPOE HeceT NO/HY OTBETCTBEHHOCTb 33
NCNONHUTENBCKYIO U YIIPaB/IeHUYECKYIO CTPYKTYPY, YTO NO3BOAET ayAUTOPY BbINOMHATL CBOM 06A3aHHOCTM
M NpeaCcTaBNATb HE3aBUCMMOE UM ODBEKTUBHOE ayaAMTOPCKOe 3aKiloveHue. AyauTopbl  MOryT
KOHCY/IbTUPOBATLCA C 3KCMepTamu, NepcoHaNoM, y4acTBYHOWMM B npoueccax no dapmakoHaa3opy, a
TaK¥Ke C JINLOM, YNOJHOMOUYEHHbIM Mo GpapMaKkoHaA30pY, NMPY COXPAHEHNN HENPEAB3ATOrO OTHOLLIEHMA U
OTCYTCTBUU BAUAHMA Ha 06EKTUBHOCTb M KAaYeCTBO BbIMOJ/IHAEMbIX PaboT.

5.1.3.1.2. KBannduKauma, npodeccnoHanmsm, onbiT U HEMPEPbIBHOE MOBbILWEHNE KBAanAUPUKaLUK
ayaMTOpOB.

AyauTopbl OoNXHbI 061a4aTh Tpebyemoi KBanubuKaumen n NoaaepKMBaTh ee B YacCTu 3HAHUMN,
HaBbIKOB M cnocobHocTel, Heobxoanmbix Aaa 3GPeKTMBHOro NpoBeaeHUa ayaAUTOPCKUX MepPONpPUATUIA
cuctembl GapMaKoHaZ30pa, a TaKKe A/1A y4acTua B HUX. AyauTopbl O0/KHbI 06/1a4aTb HaBblKamMy,
YMEHUAMMU 1 3HAHUAMM B YacTu:

a) NpMHLUMNOB, NpoLLeayp U MeTOA0B ayanTa;

6) CyLecTBYOWMNX HOPMATUBHbIX MPaBOBbIX aKTOB, PYKOBOACTB W Apyrvx TpeboBaHWi,
OTHOCALLMXCA K cucTeme hapMaKoHag30pa;

B) MEPONpUATUIA, NPOLLECCOB M Npoueayp ¢apmakoHaa30pa;
r) cuctem ynpasneHus;

[) OpraHn3aLUMOHHbIX CUCTEM.

5.1.3.1.3. OueHKa KavyecTBa ayAMTOPCKOMN AeATEeNbHOCTH.

OLeHKa KayecTBa ayamMTOPCKOW L4eATesbHOCTU MOMKET OCYLLEeCTBAATLCA NOCPEeACTBOM TEKyLLEen U
nepMoamnYeckon OLLeHKM BCE ayaMTOPCKON AeATeNbHOCTM, OT3blIBOB OObEKTa ayamMTa M CaMOOLEHKM
ayAMUTOPCKOM feATenbHOCTU (Hanpumep, KOHTPO/Ib KayecTBa ayAMTOPCKOW AeaTenbHoCTH, cobatoaeHme
KOZleKca NoBeAeHUs, NPorpamm ayamuTta 1 ayauTopckux npoueayp).

5.1.3.2. AyanTbl, npoBeaeHHble BHELWHUMM NOCTaBLMKaMM ayaNTOPCKUX YCAYT.

OcHoBHas OTBETCTBEHHOCTb 33 PYHKUNOHUpPOBaHME U 3PPEKTUBHOCTL CUCTEMbI papMaKoHaA30pa
NEeXMUT Ha opraHMsaumu. B cayyae ecnm opraHusauma NpUHMMAET pelleHrne NpUberHyTb K BHeLHemy
MOCTABLUMKY ayAUTOPCKUX YCAYT O15 BbINOSHEHUA TpeboBaHW No ayauTy cuctembl papmaKkoHaA30pa Ha
OCHOBE COOTBETCTBYHOLMX TpeboBaHMIM HacToAwmX MpaBua, cnegyeT cobaocTu cnegytowme TpeboBaHuA:

a) TpeboBaHMA M NOArOTOBKA OLLEHKW ayAUTOPCKOro pUCKa, CTpaTernm ayauTa, NporpamMmmbl ayamTa
N OTAEeNbHbIX ayAUTOPCKMX 3a4aHUI O0/IKHbI BbiTb A0BeAeHbl OpraHU3aLuein A0 CBeAeHUs BHELHUX
NOCTaBLUMKOB YCAYT B MUCbMEHHON popme;

6) obbem paboTbl, 3a4auM U npoueaypHble TPeboBaHUA K NPOBEAEHMIO ayauTa O0NMHbI BbiTb
[0oBeAeHbl opraHM3aumelt 40 CBeAEHUA BHELLIHMX NOCTaBLUMKOB YCAYT B MMCbMEHHON dopme;

B) oOpraHM3aumMa [O0/BKHA MOAYYUTb [AOKYMEHTA/NbHOE MOATBEPNKAEHWE HE3aBUCUMOCTU M
06bEKTUBHOCTM BHELHMX NOCTaBLUMKOB ayAUTOPCKUX YCAYT;

r) BHEWHMI NOCTAaBWMK ayAUTOPCKUX YCAYTr AOO/KEH TaKke cobnogaTb COOTBETCTByHOLME
TpeboBaHWA, NPeayCMOTPEHHbIE HacToAWMMM MpaBuaamu.

5.1.3.3. XpaHeHue otyeTOB 06 ayamTax.



OTtueTbl 06 ayguMTax M CBeAeHMA, NOATBEPXKAAOLWME 3aBeplieHne AeWCTBUI MO pe3y/ibTaTamM
ayauTa, AONXKHbI XPaHUTbCA B COOTBETCTBUM C TPEOOBAHUSAMM, YKa3aHHbIMW B pasgesne 2 HACTOALLMX
Mpasun.

5.2. TpeboBaHWA K NpoBegeHUIo ayamnTa

5.2.1. lepKaTenu perncTpauMoHHbIX YAOCTOBEPEHUIA.
5.2.1.1. TpeboBaHMA K NpoBeaeHUIO ayauTa.

JepsKaTenu perucTpaLMoHHbIX YA0CTOBEPEHMI 06A3aHbl peryasapHO NMpoBOAWUTL OCHOBAHHbIE Ha
PUCKe ayauTOPCKME MPOBEPKM CBOEW cucTemMbl dapMaKoHaA30pa, BKAOYAA ayauT CUCTEMbl KayecTBa
cuctembl GapmakoHaa30pa, C Lenbio obecrneyeHUss COOTBETCTBMA AENCTBYIOLWENA CUCTEMbI KayecTBa
npeabsasasemblm TpebosaHuam. [aTbl NPoOBEAEHUS AayaUTOB M Pe3ynbTaTbl MPOBELEHHbIX ayaMTOB, a
TaK)Ke KOHTPOJIbHbIX ayAMTOB AO/KHbI HagexKalmMm 06 pa3som AOKYMEHTUPOBATLCA.

5.2.1.1.1. nuo, ynonHoMo4YeHHOe No GpapMaKOHaA30py B rocyaapcTBax-y/ieHax.

Jluo, ynonHoMo4YeHHoe No papMaKkoHaA30py B rocyAapcTBax-YieHax, A0/IKHO NoaydYaTh OTYEThI O
pesy/ibTaTax ayauTa cucTembl $apMaKoHag30pa, a TaKkKe NpeacTaBfsTb MHOOPMAUMIO ayauTopam,
MMEIOWMM OTHOWEHME K OLUEHKEe PUCKOB, BK/lOYas CBEAEHMA O COCTOSHUM  BbIMOJHEHUS
KOPPEKTUPYIOWMNX U NpeaynpeanTebHblX MeponpuaTuii. JInuo, ynonHoMoYeHHoe no dapmakoHaasopy
B rocyZapcTBax-YsieHax, AO/KHO Mojsyd4aTb MHOOPMaLMIO O pesy/bTaTax /iloboro ayauTa, MMelLwero
OTHOWeHNe K cucteme dapmMaKkoHag3opa B rocyAapCTBax-y/ieHax, BHE 33aBUCMMOCTM OT MECTa ero
nposeseHws.

5.2.1.2. YNnonHOMOYEHHbIE OpraHbl rocy4apCTB-4/1EHOB.
5.2.1.2.1. TpeboBaHMA K NPOBEAEHUIO ayaAnTa.

YNO/HOMOYEHHbIA OpraH rocyAapcTBa-y/sieHa AOO0/XEH PeryiapHO MNpPOBOAWUTb He3aBUCMMble
NPOBEPKM 3aJay cucTembl GpapMaKkoHag30pa rocyLapcTB-Y4/eHOB, PEryiApHbIA ayauT CBOEW CUCTEMbI
dbapmaKoHaZ30pa M OCHOBAHHbIE HA PUCKAX ayauTbl CUCTEMbI KayecTBa C Uesiblo obecrneveHus
COOTBETCTBMA CUCTEMbl KayecTBa NpeabaBasieMblM TpeboBaHMAM. [aTbl NpoBeAeHUSA W pesynbTaThl
NMPOBEAEHHbIX ayAMTOB, a TaKKe KOHTPOJIbHbIX ayAWTOB [OJ/IKHbI  Hagjexawum obpasom
[ OKYMEHTUPOBATLCS.

5.2.1.2.2. NpuHATaa metog0a0ruA.

B uenax obecneyeHMa COrnacoBaHHOro 1 rapMOHU3NPOBAHHOIO NNaHUPOBaAaHMA U peasn3aunm
ayanToB N NOArotoBKM UX OTHETHOCTU ayAUTbl, NpoBOAUMbIE B YIMTOJIHOMOYEHHbLIX OpraHax rocygapcre-
4/1€HOB, 0/1XKHbl OCHOBbIBATbCA HA I'IpVIHﬂTOﬁ TEPMUHONOTUN N METOO0/10TNN.

5.2.2. TpeboBaHWs K ayaUTOPCKOMN OTYETHOCTH.
5.2.2.1. OT4eTHOCTb AepKaTena perMcTpaumoHHOro yaoCcToBepeHms.

5.2.2.1.1. [ep)atenb perncTtpaumMoHHOro yAOCTOBEPEHUA AONXKEH BKAKOUYUTb MOACHUTENbHYIO
3aMMcb NO KPUTUYECKMM U CYLLECTBEHHbIM pe3y/bTaTaM ayamuTa cucteMbl papmakoHaa3opa B macTtep-
¢dann cucrembl papmakoHaa3opa. OCHOBbIBAACh HA pe3ybTaTax ayauTa, AepKaTeNb PerucTpaumMoHHoro
yAocToBepeHma AonxeH obecnevynTb NOAFOTOBKY M Peann3aLmMio COOTBETCTBYIOLLENO MJ1aHa, B KOTOPOM
NoAPOOHO YKa3bIBAlOTCA KOPPEKTUPYIOLWME U NpeaynpeauTenbHblie meponpuatus. Mocne BbINOAHEHUSA
KOPPEKTUPYIOWMX U NpeaynpeamTeNbHbIX MeponpuaTiii B nolHOM obbeme 3anucb B macTep-daiine
MOMKeT bbITb yaaneHa. Ona yaaneHusa Kakux-NMbo CBEAEHWUI, KacaloWmMxca ayauTa, us mactep-daina
cuctembl papmaKoHag3opa TpebytoTca 06 beKTMBHbIE NOATBEPKAAIOLME AaHHbIE.



5.2.2.1.2. ep:KaTenb permcTpaumoHHOro yaoCToBepeHUs A0/KeH obecnevmTb BKIOYEHME CNNCKA
BCEX 3aMJIaHMPOBAHHbIX W MPOBEAEHHbIX AYAUTOB B MPUIOKEHME K MacTep-¢panny cucrtemol
dbapmaKoHaA30pa, a TaK»Ke BbINOMHEHME BCEX 3aMN1aHNPOBAHHbIX ayAMTOB ¢ cobatoaeHnem o0b6s3aTenbCTs
Mo OTYETHOCTU, MPedyCMOTPEHHbIX 3aKOHOA4ATENbCTBOM FOCYAapCTB-4/1eHOB, HacToAwmMmmM MNpasmnamm u
BHYTPEHHMMM NPABUNAMU, MPUMEHAEMbBIMU K OTYETHOCTU. [1aTbl U pe3ynbTaTbl NPOBEAEHHbIX ayaUTOB, a
TAKXKe KOHTPO/IbHbIX ayAUTOB AO/KHbI HAgNeKaWnM 06pasom AOKYMEHTUPOBATLCA.

5.2.2.2. OT4ETHOCTb YNOJHOMOYEHHbIX OPraHOB rocyAapCcTB-41E€HOB.

YNONHOMOYEHHbIE OpraHbl rocygapcre-4s1eHOB AO0/1XKHbl NAapPaHTUPOBATb, YTO OHU obecneuunBatoT
CO6I'II-OFI,€HVI€ o0bA3aTenbCTB No npeacrtaBn1eHno OT4ETHOCTU NO BbIMO/IHEHHbLIM ayAUTaMm B COOTBETCTBUU
C HacToAWwWMMHn I'IpanmaMM, mMmexayHapoaHbiMMU 4OroBopamMun U aktamu, COCTaBIAOWMMU NpPaBo Coto3a,
N 3aKOHOAATE/IbCTBOM rOCyAapcCTB-4/21€HOB, a TaKXeé BHYTPEHHUMMU MNMpPaBUIaMn, NPUMEHAEMbBbIMUN K
OTYETHOCTMU.

5.2.3. KoHdnaeHumansHoCTb.

C poKymeHTamMu U UHbopmaumen, cobpaHHON BHYTPEHHUM ayauMTOPOM, cledyeT obpallatbea ¢
cobnoaeHnem TpeboBaHMIN 3aKOHOAATE/NbCTBOM TOCYAapCTBa-4Y/ieHa, B TOM 4uc/ie B chepe 3almThbl
MepPCOHa/bHbIX AAHHbIX M KOHPUAEHUMANbHOW MHPOPMaLLUK.

6. CucTtema ynpaBaeHUsa puckamm
6.1. BBegeHue

I'Ipou,ecc ynpasaneHna puckamm CoCTonT mn3 3 B3aMMOCBA3aHHbIX 1 NOBTOPAOLWUNXCA CTa,ﬂ,MVI:

COCTaB/1IEHNE XapPaKTEPUCTUKN npod)vmﬂ 6e3onacHocTH NNEKAPCTBEHHOro npenaparta, BK/AK4YaA
M3BECTHble N HEN3BECTHbIE aCMNeKTbl,

nAaHWpoBaHME AEATENbHOCTU NO apMaKoHaA30py MO XapaKTEPUCTUKE PUCKOB U BbIABAEHWIO
HOBbIX PUCKOB, @ TaKXe NoBblleHMe 06Lero ypoBHsA 3HaHWit 0 Nnpoduie 6€30MNacHOCTU JIeKapCTBEHHOIO
npenapaTa;

NJIaHUPOBaHME N OCYLLLECTBNIEHNE AEATENbHOCTU MO MUHUMMW3AUMKN NOC/EACTBUIA PUCKOB, a TaKKe
oLeHKa 3¢ eKTUBHOCTU 3TOM AeATENbHOCTY.

6.2. CTpyKTYypbl 1 NpoLeccol

6.2.1. MpUHUMNbI yNpaBAEeHMA PUCKAMMK.

OCHOBHOWM ULeNblo npouecca ynpaBneHUs pUCKamu sBaseTca obecneyveHne MpPUMEHeEHUs
JIeKapCTBEHHOro npenapata Npyv MaKCMManbHO BO3MOMKHOM MPEBbILEHUN MOAb3bl ONpeaeNeHHoro
JIeKapCTBEHHOrO Npenapara (MM COBOKYMHOCTM IEKAPCTBEHHbIX NPenapaToB) Hag PUCKAaMK A1 KarK4oro
nauMeHTa U gns Lenesbix NoNyaaumnin B LefIoM. ITO MOXKET OblTb AOCTUTHYTO NyTEM YBEANYEHWUS NOJb3bI
WKW NYyTEM CHUMKEHUS PUCKOB. MNpouecc ynpaBaeHUa pUcKkamm HOCUT LIMKAUYHBIA XapaKTep U COCTOUT U3
MOBTOPSOLLMXCA 3TANOB N0 ONpeAesIeHNI0 U aHaIM3Y PUCKOB M NOJb3bl, OLEHKEe COOTHOLEeHMA "nosb3a -
puck" ¢ onpegeneHMem BO3MOMKHOCTM ONTMMM3ALMM, BbIOOPY U NAAHUMPOBAHWUIO METOAOB
XapaKTEPUCTUKM W  MUHUMM3ALMW PUCKOB, BHEOPEHUI0O MEepOomnpUATUIA MO XapaKTepuctTuke u
MWHUMM3ALUKN PUCKOB, COOPY AaHHbIX C MOHUTOPUHTOM 3PPEKTUBHOCTM NPUHATLIX MEP.

6.2.2. OTBETCTBEHHOCTb 3a YMNpPaBAEHME PUCKAMU B PAMKAX OPraHn3aumm.

OCHOBHbIMU y4aCTHUKaMn npouecca, HenocpeacCTBeHHO BOBJ/IEYEHHbIMM B MNJIaHUPOBaHUE
ynpaBneHna pPUCKaMKU JIEKAPCTBEHHbLIX MPenapaTtoB, ABAAKOTCA AepXaTen  pPerncTtpaumoHHbIX
y,ﬂ,OCTOBepeHMﬁ N YNONHOMOYEHHbIE OpPraHbl rocygapcrB-41eH0OB, OTBETCTBEHHbIE 3a peryinMpoBaHue



npouecca obpalleHUs eKapcTBEHHbIX NPenapaTos.
6.2.2.1. ep>KaTenm perncTpaumoHHbIX yA0CTOBEPEHUN.

B oTHoOWweHun npouecca ynpasneHna punckamu, CBA3aHHbIMWU C BbIMyCKaeMbIM JTEKAPCTBEHHbIM
npenapaTtom, gepatesb permcTtpatnoHHOro yaoctoeepeHna Hecet OTBETCTBEHHOCTDb 3a:

a) obecneyeHne NOCTOAHHOTO KOHTPOJA PUCKOB, CBA3AHHbIX C MPUMEHEHWEM NEeKapCTBEHHOro
npenaparta, B COOTBETCTBMM C TpebOoBaHWAMM 3aKOHOAATENLCTBA FOCYAAPCTB-Y/1IEHOB M NpeacTaBleHMe
nosy4aembix Pe3ynbTaToB B COOTBETCTBYHOLME YNONHOMOYEHHbIE OPraHbl FOCYAapCTB-4NEHOB;

6) NpuHATUE BCEX HEOOXOAMMbIX MepP AJ1IA MUHUMM3ALUN PUCKOB, CBA3AHHbIX C MPUMEHEHMEM
NleKapCcTBEHHOro NpenapaTa, a TakXe A8 AOCTUMKEHMA MaKCMMalbHO BO3MOMKHOWM MNOMb3bl, BK/AlOYan
obecneyeHne [OCTOBEPHOCTM WHbOpMAUMKM, MPEACTaBAAEMON AeprkaTesem pPerncTpauyoHHOro
YAOCTOBEPEHMS B OTHOLIEHWM JIEKAPCTBEHHbIX MPEnapaToB, ee CBOeBpemMeHHoe obHoBAeHMEe U
npeactaB/ieHe HOBOM MHbOPMALMK MO Mepe ee NoayYeHUs.

6.2.2.2. YNONHOMOYEHHbIe OpraHbl roCyAapCTB-4/1eHOB.

O6s3aHHOCTAMM YNO/HOMOYEHHbLIX OpraHoB TrocyaapcrB-41eHOB B OTHOWEHWKN npoLecca
ynpasaeHnAa pUCKaMum ABAAKOTCA:

a) NOCTOAHHbLIA MOHWTOPUHT NOJIb3bl M PUCKOB JIEKAPCTBEHHbIX MPErnapaToB, BKAOYAs OLLEHKY
COOBLWEHNI O  BbIABNEHHbIX HEXenaTeslbHblX  peaKkumsax, NPeACTaB/leHHbIX  AepMKaTensamu
PErncTpPaLnoHHbIX YA0CTOBEPEHUI, MEONLMHCKUMM U GapMaLLEBTUYECKMMM PabOTHUKAMM, NaLmeHTaMm
M NONYYEHHBIX U3 APYrMX UCTOYHMKOB MHGopMaLmn (Mpu HeobXxoaMMOoCTH);

6) NPUHATME COOTBETCTBYHOWMX PErYNATOPHbIX MEpP MO MWHMMWM3AUMU PUCKOB, CBA3AHHBLIX C
NeKapCTBEHHbIMM MpenapaTtamu, M obecnedyeHne MoNYYEeHUS MaKCMMaJbHO BO3MOKHOM MOJb3bl,
BKAtOYaA obecneyeHMe TOYHOCTM WM NONHOTbI BCel MHPOPMaLMM, NpPeacTaBAAEMON AeprKaTenamm
PErncTpPaLnoHHbIX YA0CTOBEPEHMUI B OTHOLIEHWM NIEKAPCTBEHHbIX NPenapaTos;

B) obecnevyeHue BbINOHEHUA MepOI'IpMHTMﬁ no MUHUMM3aAUNN PUCKOB Ha HALUMOHA/IbHOM YPOBHE,

r) a¢pdeKkTUBHbIN 0BMEH OaHHbIMW C 3aUHTEPECOBaHHbIMM CTOPOHAaMK MPU HaAMYUM HOBOW
OOCTYNHON MHbOopmauun. B aToT obmeH BXoAWUT npenocTtaBieHne MHPOpMaLMM B COOTBETCTBYIOLLEM
dopmaTe naumMeHTam, MeAULMHCKUM U papMaLLeBTUYECKUM PabOTHUKaM, Fpynnam NauMeHToB, Hay4yHbIM
coobuecTsam U T.4,;

) obecneyeHre NPUHATUA COOTBETCTBYIOLLMX MEP MUHUMM3ALLMU PUCKOB (Npy UX onpeaeneHunn)
BCEMMW AepXaTeNamM PerncTpauMoHHbIX YAOCTOBEPEHUN B OTHOLIEHUM KaK OPUrMHAAbHbIX, TaK ©
BOCMNPOU3BEAEHHbIX, BUOaHANOMMUYHbIX NEKAaPCTBEHHbIX NPEnapaTos;

e) npeacrasneHne nHGopmaLmm ApYyrum ynoaHOMOYEHHbIM OpraHam rocyaapcrs-4/eHos, B TOM
yncne yBsegomsieHMe o nwobol  geATenbHoOCTM Mo  obecrnedyeHWo 6e30MacHOCTM B OTHOLIEHUM
JleKapCTBEHHOro npenapara, BKAoYas ysegomieHme ob nsmeHeHusax 8 MHGopmaumm o6 opurnHaabHOM
NleKapcTBeHHOM npenaparTe.

6.2.3. Llenn nnaHa ynpasaeHUA pucKkamu.

6.2.3.1. MnaH ynpaBneHua puckamu (ganee - MYP) cogepknT MHbOPMaLUIO, KOTOpPas O0/KHa
COOTBETCTBOBATb CeAyowmm TpeboBaHUAM:

a) onpeaensaTb U XxapaKTepu3oBaTb NpoduIb 6e30NacHOCTU IEKAPCTBEHHOrO NpenapaTa;

6) yKasbiBaTb, KakMM 0OPa3sOM MOMKHO [OMO/HATL Aa/bHENLIYIO XapaKTePUCTUKY Npoduns
6e30MacHOCTM 1IeKapCTBEHHOro Npenapara;



B) OOKYMEHTa/IbHO MOATBEP)KAATb MPUHATME Mep NO NPeAOTBPALLEHMIO UM MUHUMM3ALUK
PUCKOB, CBA3aHHbIX C MPMMEHEHMEM JIeKapcCTBEHHOro npenaparta, BK/AYasa OUeHKY 3GQPEeKTUBHOCTU
AaHHbIX MEPONPUATUN;

r) AOKYMEHTAaNbHO MOATBEPXKAATb BbINOJHEHWE MOCTPErMCTPALMOHHBLIX 06A3aTeNbCTB MO
obecneyeHunto 6€30MacHOCTM NPUMEHEHNSA, BBEAEHHBIX NPU PEFUCTPALIMM 1EKAPCTBEHHOrO Npenapara.

6.2.3.2. Ona BbINonHeHWUA TpeboBaHWI, yKasaHHbIX B MyHKTe 6.2.3.1 Hactoswwmx [Npasun, B
nHdopmaumio, cogepatytocs B MYP, 4ONXKHbI ObITb BK/KOYEHbI:

a) onucaHme M3BECTHOM M HensBecTHON MHbopMaummn o npodune 6e3onNacHOCTU IEKAPCTBEHHOTO
npenapara;

6) yKa3aHWe, KakoBa CTeneHb YyBEPEHHOCTM B TOM, YTO 3pPEKTMBHOCTb JIEKAPCTBEHHOrO Npenapara,
NPOAEMOHCTPUPOBAHHAA Y LENEBbIX MONYAAUMIA NPU NPOBEAEHUM KIMHUYECKUX UCCNedoBaHWA, byaeT
[OCTUraTbCA B NOBCEAHEBHOW MEAMLMHCKOW NPaKTMKe, U AOKYMEHTabHO NOATBEPXKAATb BO3MOXKHYIO
HeobXxoaMMOCTb UcciefoBaHNn 3PPEKTUBHOCTM B MOCTPErUCTPALLMOHHOM NEpPUOLE;

B) YKa3aHuMe niaHnpyemoro cnocoba oueHKM 3PpPeKTUBHOCTM Mep N0 MUHUMMU3ALMN PUCKOB.

6.2.3.3. MYP sBnsercs AMHAMMUYHO U3MEHAIOWMMCA, CAMOCTOSITE/IbHbIM JOKYMEHTOM, KOTOpPbIM
DOMKeH ODHOBNATLCA Ha MNPOTAMEHUU BCEro KU3HEHHOrO LIMKNA JIeKapCTBEHHOro npenaparta. Ans
JIeKapCTBEHHbIX NpenapaTos, Tpebytolmx cocTasneHma MNOOB, HekoTopble (Y4actn) moaynu MYP moryTt
MCNo/ab30BaTbCA B Lenax coctanenma NOOB.

6.2.4. CtpyKtypa MYP.

MYP BKntoyaeT B cebs 7 MHPOPMALMOHHbBIX YacTen:

yacTb | - 0630pHaA MHGOPMaLMA NO NeKAPCTBEHHOMY Npenaparty;

yacTb Il - cneundmkauma no 6esonacHocTH:

moaynb Cl - snnaemmonorua nokasaHuii No LeaesbiM NONyAALMAM;

moaynb Cll - AOKNNHMYecKan YacTb;

moaynsb Clll - Bo3gelicTBMe NekapCTBEHHOro npenapaTa B Xo4e KANHUYECKUX UCCAeL0BaHNA;
moaynb CIV - nonynaumm, He U3ydeHHble B X04e KNMHUYECKUX UCCNeA0BaHWUA;
moaynb CV - NOCTperncTpaLMOHHbIN ONbIT NPUMEHEHUS;

moaynb CVI - gononHuTenbHble TpeboBaHMA K cneundurKaumnm no 6esonacHocTy;
moaynb CVII - ngeHTMdULMpPOBaHHbIE N NOTEHLMANbHbIE PUCKK;

mogynb CVIII - 0606wweHHaa nHdopmaumsa no npobaemam no 6esonacHoOCTH;
yactb Il - nhaH no papmakoHagzopy;

yactb IV - n1aH NocTperncTpaumoHHbIX UcciefoBaHnn addekTUBHOCTY;

yacTb V - Mepbl N0 MUHUMM3ALUN PUCKOB (BK/IKOYAA OLLEHKY 3GPEKTUBHOCTM MEP MUHUMM3ALNK
PUCKOB);

yactb VI - pestome MNYP;



yacTb VIl - npunoxkeHua.

Echm TMYP cocTaBiAeTcd Ha HECKO/IbKO JIEKApCTBEHHbIX MpenapaTtos, A KaXaoro wus
NIeKapCTBEHHbIX NPEnapaToB A0/XKHA 6bITb NPefyCMOTPEHa OTAE/IbHAA YacTb.

6.2.5. MoapobHoe onucaHme Kaxaon yactm MNYP.

6.2.5.1. Yactb | MYP - 0630pHaa nHGopmaLma No NeKapcTBEHHOMY npenapaTty (1eKapcTBEHHbIM
npenapartam).

[aHHaA 4acTb A0/MKHA coAep KaTb aAMUHUCTPaTMBHYO MHdopmaumio o MNYP, a Takke 0630pHYIO
HdOpPMaUMIO NO IeKapCTBEHHOMY Npenaparty (1ekapcTBeHHbIM NpenapaTam), Ha KOTOPoe COCTaBAAETCA
MnyPp.

YKasaHHan YyacTb A0/XKHA cogepKaTb CneaytoLyo MHbopmaLmio:
a) vHdopmaumsa 06 aKTMBHOM BellecTBe:

aKTuBHble papmaLieBTUYECKNe cybcTaHUmMm (AeNCTBYIOWME BELLECTBA) 1EKapCTBEHHOrO npenapara
(nekapcTBeHHbIX NpenapaTos);

dapmakoTepanesTuyeckan rpynna (kog ATX (ATC));

HaMMeHOBaHMe AeprKaTensa PermcTpPaLMoHHOro YA0CTOBEPEHUS;

AaTa M rocyaapcTeo NepBoi PerucTpaummn B MMpe (ecam npumMeHnmo);

AaTa M rocyaapcTeo, B KOTOPOM Bbl10 HaYaTo MeaUUMHCKOE NPpUMeHeHKe (eCI NPUMEHNMO);
KOJIMYECTBO JIEKAapPCTBEHHbIX NPENapaToBs, KOTopble BKAtoYeHbl B MYP;

6) aAMUHUCTPaTUBHAA MHPopMauma o MYP:

[aTa OKOHYaHWs cbopa AaHHbIX B pamKax Tekywero MYP;

fnaTa npeacrasaeHua NYP n Homep sepcuuy;

nepeyeHb Bcex Yactei u moayneii MYP ¢ npeacrasneHnem nHdopmauum o gate u sepcuu MYP, B
pPaMKax KOTOpOro B nocneaHuin pas 06HOBAANMCE U NPeaCTaBAAANCL YacTb AN MOAYb;

B) MHbOPMaLMA NO KaxkA0My leKapcTBEHHOMY npenaparty, BKatoyeHHomy B MYP:
TOProBble HaMMEHOBaHUA B roCyAapcTBax-yieHax;

KpaTKoe onncaHue NeKkapcTBeHHOro npenapara (BKAtovatolee B cebs: XMMMUYECKUIA Knacc, KpaTKoe
onucaHne mexaHM3Ma AeWCTBMA, BarkHY0 MHPOPMaLMI0O O ero cocTase (Hampumep, NPOMUCXOXKAeHue
aKTUBHOrO BeLLecTBa BUONOrMUYECKUX IEKAPCTBEHHbIX NPEnapaToB, COOTBETCTBYIOWMX aAblOBAaHTOB ANA
BaKUMH));

nokasaHua (ogobpeHHble U npegnaraemblie (€C/IM MPUMEHMUMO));
peXnm A03npoBaHus (0406 peHHbIN 1 Npeanaraemblii (ecan NPUMEHMMO));
JIeKapcTBeHHble GopMbl U A03MPOBKa (0406 pEHHbIE M Npegnaraemble (€CAN NPUMEHMMO));

06LLEeMMPOBON PErYNATOPHDBIN CTAaTyC C YKasaHMEM MO CTpaHam (4aTta perMcTpauymn Uan oTkasa B
perncTpauum, gata pasMelleHuMs Ha pbiHKe, TeKylMi CTaTyc perucTpauuu, MNoACHUTE/bHble
KOMMEHTapumn).



6.2.5.2. Yactb Il MYP - cneundunKauma no 6esonacHoOCTu.

Llenbio AaHHOM 4acTu ABaseTca npeacTaBieHWe KpaTkoro o63opa npoduns 6GesonacHoCTU
NNeKapCTBEHHOro npenapaTta C YKasaHWeM W3BEeCTHOM WHbopmaumMm no 6e30macHOCTM, a TaKkKe
onpeaeneHuna pasaenos npodpuna 6e3onacHocTM, No KOTopbiM 6e30MacHOCTb He ABAAETCA A0CTaTO4HO
nsyyeHHon. Cneumdukauma no 6e30MacHOCTM [OMKHA NPeacTaBAATb coboi  pestome  BaXKHbIX
NAEHTUGULMPOBAHHBIX PUCKOB 1EKAPCTBEHHOrO NPEnapaTa, BasKHbIX MOTEHLMA/bHbIX PUCKOB M BaXKHOM
oTcyTcTByloWen MHpopmaummn. Cneumdukaumsa no 6esonacHoct B MNYP dopmupyer ocHoBy niaHa
dapmakoHag3opa v naaHa MMHUMM3aLMKN PUCKOB.

Cneumnduraumns 6esonacHoctm B MYP BKAtOYaeT B cebs 8 pa3aenos:

moaynb Cl - snnaemmonorua nokasaHui nNo LenesbiM NONyAALUAM;

moaynb Cll - AOKNMHMYecKan YacTb;

moaynsb Clll - Bo3gelicTBMe NekapCTBEHHOro npenapaTa B Xo4e KANHUYECKUX UCCeL0BaHNA;
moaynb CIV - nonynaumm, He U3ydeHHble B X04e KNMHUYECKUX UCCNeA0BaHWUA;

moaynb CV - NOCTPerncTpaLMoHHbIN ONbIT NPUMEHEHUS;

moaynb CVI - gononHuTeNbHble TpeboBaHMA K cneundurKaumm no 6e3onacHocTy;

mozynb CVII - ngeHTMPULMpPOBaHHbIE M NOTEHLUMANBbHbBIE PUCKU;

moaynb CVIII - 0606wweHHas nHdopmaumsa no npobaemam no 6esonacHoOCTU.

CneumdunKkauma no 6e30MacHOCTM MOMKET BKIOYATb B CeBA AOMONHUTENbHbIE 3/EMEHTbl B
3aBMCMMOCTM OT CBOWCTB IEKaPCTBEHHOIO Npenaparta, NPorpamMmmbl ero paspaboTKM U U3y4eHMs, BKItoYan
acrekTbl KayecTBa M WX BAMAHWE Ha Npoduab 6e30macHOCTU U 3DDEKTUBHOCTU NEKAPCTBEHHOMO
npenaparta, PUCKa, CBA3AHHOro ¢ GOPMOW BbIMYCKA, U MHbIX acneKToB, MOANPUUMPYOLWMX Npodub
6e3onacHocTw.

6.2.5.2.1. Moaynb CI MYP - anuaemmMonorMa nokasaHuii no LenesbiMm nonynsunsam.

3NnAaemnonornsa noKasaHui ABnAeTcA NpPegMeToM OMUCaHUA M OLEHKM B AaHHOM mogy/e.
OnvcaHMe [O/MKHO BK/AOYATb B CEOS OLEHKY YPOBHA 3ab60/eBaeMOCT, PacrnpoOCTPaHEHHOCTH,
CMEepTHOCTM, PacMpPOCTPaAHEHHbIX B LE/NEeBOM MONynauMM COMyTCTBYOWMX 3aboneBaHMit M no
BO3MOXHOCTU A0/IKHO BbITh NpeacTaBNeHO Co cTpaTUdMKaLMeld No BO3pacTy, Noay U pacoBomy U (Man)
3THUYECKOMY MPOUCXOMKAEHWNIO. Pasnnums B 3anNUOEMMONOTMM B PA3HbIX PErMOHAX TaK¥Ke [MOJKHbI
noasepraTbCcA oOUeHKe M onucaHuio. CneayeT TakKe NpeaocTaBuTb MHOOPMALMIO O BaKHbIX
COMYTCTBYHOLLMX 3a60/1€BaHUAX LLeNEeBOV MONYAALUMM U BOSMOMKHOM B/IMAHWUM NEKAPCTBEHHOTO NpenapaTa
Ha COMyTCTBYIOLLYIO NaTosorMto. B moaynb BKAtoYaeTca MHOOpMaUMA O NpeanonaraeMom HasHaueHum
NleKapcTBEHHOro npenapaTta, Hanpumep, nNpeaHasHadyeH AW NeKapCTBEHHbIM npenapat  Ana
nNpoduNaKTMKM 3ab0neBaHWi, ONA NPeaoTBPALLEHNA HEKOTOPbIX CEPbe3HbIX MCXOAOB B CBA3U C
onpegeneHHbIMM  3ab0/IEBAaHUAMM  WAM  ONA  TOPMOXKEHMS  MPOrPecCMpPOBaHUA  XPOHUYECKOTo
3abos1eBaHMA. [loNKeH TakxKe BbiTb NpPeACTaBAeH KpaTKuii 0630p MeCcTa JieKapcTBEHHOro npenapara B
TepaneBTUYECKOM apceHase 1eKapCTBEHHbIX MPenapaToB.

6.2.5.2.2. Moaynb Cll MYP - oOKANHMYECKada YacTb.

OaHHbili moaynb NYP OonKeH coaepskaTb Pe3toMe BarKHbIX OaHHbIX, MOMYYEHHbIX B pesy/bTaTe
npoBeAeHUsA SOKIMHUYECKUX UCCNefoBaHNIM 6e30MnacHOoCTH, Hanpumep:

nccneaoBaHne TOKCUYHOCTU (KﬂIOHeBbIe OaHHble O TOKCMYHOCTK, MNOoNydYeHHble B Xo4de
nccnenoBaHuA, Hanpumep, [0} XpOHMLIeCKOf;I TOKCUYHOCTMH, pEI'IpOAyKTMBHOﬁ TOKCUYHOCTHU,



3MOPUOTOKCMYHOCTH, TEPaTOreHHOCTH, HePPOTOKCMYHOCTU, FenaTOTOKCUYHOCTN, TFEHOTOKCUYHOCTY,
KaHLEepOoreHHocTH);

JaHHble 06 06X hapMaKoIorMYecknx CBOMCTBaxX (Hanpumep, BAUAHWE Ha CEPAEYHO-COCYANCTYHO
cucTemy, BKAKoYaa yannHeHue QT-MHTepBana, HEPBHYO cUCTEMY U T.4,);

AaHHblE O peakUunAxX B3aMMOAeﬁCTBMH NEKapCTBEHHOrIO nNpenaparta,
MHblE€ AaHHblIE O TOKCUYHOCTW.

B moayne fonkHa cogepaTbcs MHGOPMALMA O 3HAYMMbIX TOKCUYECKMX CBOMCTBAX M aKTya/IbHOCTH
BbIBOLOB MPW MCMOJIb30BAHWMM Ha NOSAX. 3HAYMMOCTb AAHHbLIX OMpenenseTcs MPUMEHUTEIbHO K
CBOMCTBAM JIeKapCTBEHHOro npenapata, 0CO6EHHOCTAM LEeneBol MNonynauMm U OnbITy NPUMEHEHUA
NoAO6HbIX COEANHEHWNI UV NOAXOL0B K Tepanuy Nnpu NpUMeHEHUN NEKAPCTBEHHbIX MPENapaToB TOM Ke
rpynnbl. MOMUMO 3TOrO, AOMKHbI OBCY»KAATbCA aCMeKTbl KAYecTBa, B C/Iy4ae €C/iM OHU MOTYT 3HaYMMO
0Tpa3suTbCA Ha Npodune 6e30NacHOCTM NEKAapPCTBEHHOro NpenapaTa (B YaCTHOCTK, BarkHaA MHopMaumaA
06 aKTMBHOM BellecTBe WM €ro MpUMecax, HanpuMmep, TeHOTOKCUMYEeCcKUx npumecsx). Ecnu
NIeKapCTBEHHbIW Npenapat npegHasHayeH A8 NPUMEHEHUS KeHWMHaMK LeTOPoAHOro BO3pacTa, B
[OKYMEHTE A0/1XHbl BbITb YNOMAHYTHI AaHHbIE O PENPOAYKTUBHOW TOKCUYHOCTU U BIUSIHUM Ha pa3BUTUE
nnoga, a TakKe O MNOCAeACTBMAX WCMOAb30BaHWA JIEKAPCTBEHHOro Mpenapata y AaHHOW rpynnbl
nauueHToB. MHbOpMaLMIO MO NpoyMm OcobbiM Tpynnam HaceneHus HeobxogMmo NpUMBOAMTL B
3aBMCMMOCTM OT YTBEPKAEHHbIX MOKa3aHWi U LLeNeBOoM NoNyAaLUMM, a TakxKe OT HeobXo0AMMOCTU Hannuma
KOHKPETHbIX AOK/IMHUYECKUX AAHHBIX.

6.2.5.2.3. Moaynb CllIl NMYP - Bo3aelcTBME NEKAPCTBEHHOro Mpenapata B Xo4e KAUMHUYECKUX
nccneaoBaHun.

B mopyne [onXHbl ObiTb MpeAcTaB/eHbl AaHHble O MaUMeEHTax, KoTopble ObliM BK/IKOYEHLI B
KAMHWYECKME WCCNefoBaHMA (Ha KaKMX rpynnax NauMeHTOB M3y4anca JieKapCTBEHHbIM npenaparT).
[aHHble A0NKHbI O6bITb NpeacTaBaeHbl B popmate, yaobHOM 4/1a aHanM3a, Hanpumep, B popme Tabauy,
nnu rpapuros. O6beM ucciesyemont nonyaaumMm foaKeH 6biTb NOAPOOGHO ONMCaH € YKasaHMeM JaHHbIX
0 KONMYEeCTBe NaLMEHTOB M BPEMEHHOIO NPOMeXKYTKa (B BuAe "naumeHTto-net", "nauneHto-mecsaues"), B
TeYeHMe KOTOpPOro nauMeHTbl MOABEPra/iMCb BO3AEWCTBUIO SIEKApCTBEHHOro npenapaTa. [aHHble no
MONyAAUMAM, BKAIOYEHHBIM B K/IMHUYECKNE UCCIEA0BAHNA, TaKKe LOMKHbI OblTb CTPAaTUGUUMPOBAHBI B
3aBMCMMOCTM OT TUMNa MccnegoBaHMA (MONyAAUMM, BKAOYEHHbIE B OCAEMJEHHOE PaHAOMU3MPOBAHHOE
nccnefoBaHue, W NOMYyAAUMKM, BKAKOYEHHblE BO BCE KAMHUYECKME uccienoBaHusn). CTpatudukaums

NONYAALUMOHHBIX NOATPYNM TaKUX B CAYHaAX, KaK NPaBMIo, BKAOYAET B cebs:
BO3pacT 1 Mon;
noKasaHus;
[03MPOBKY;
pacoBoe MPOUCXOXAEHME.

MpoAo/KUTENBHOCTb BO3AEWUCTBUA  OO0MKHA ObiTb M306parkeHa AMb6O rpaduyeckn (nytem
HaHeceHMA Ha rpaduK TOYEK, COOTBETCTBYHOLLMX KOIMYECTBY MAaLMEHTOB U BpemeHu), imbo B popmare
Tabnuupl.

B cnydae HeobxoaMMOCTN AoNKHa bbITb NpeacTaBaeHa MHbOPMaLMA 06 N3y4eHNN BO34ENCTBUA Ha
oTAeNbHble NONYNAUMOHHbIE TPyMnbl (6epemMeHHble KEHLMHbI, KOpMALLME MaTepu, NauueHTbl C
NOYEYHON HefOCTATOYHOCTbIO, NEYEHOYHON HEeAOCTAaTOYHOCTbIO, HapYLWEeHUAMN cepaevyHO-COCYAMCTOM
CUCTEMbI, MOATrPYNMbl HACE/IEHUS C COOTBETCTBYIOLLMM FrEHETUYECKUM NOMMOPPU3MOM). TaKKe A0/XKHA
ObiTb YKasaHa CTeneHb TAMKECTUM HapyweHuA OQYHKUMW MoYeK, NeYeHu WAN CcephedYHO-COCYAMNCTOM
CUCTEMbI, @ TaKXKe reHeTU4Yeckoro noanmopdunsma).



Mpy npeactaBAeHUMU AaHHbIX O BO3pacTe AO/MKHbI ObiTb BbIGpaHbl KaTeEropuu, KOTopble MMetoT
OTHOLUEHME K LieneBor nonynaunn. [laHHble No neanmaTpuUYecknm 1 NOXUAbIM NaumeHTam A0/ KHbl ObiTb
pasaeneHbl B COOTBETCTBUM C MPUHATBIMM BO3PACTHLIMW KaTeropmamu (Hanpumep, No Kateropusam 65 -
74 net, 75 - 84 net un ctapwe 85 neT AnA NOXWUAbIX NaumeHToB). [N NeKapCTBEHHbIX NMPenapaTos,
061aaloWmX TepaToreHHbIM AeNcTBUEM, CTPAaTUOUKALMA LOMKHA CTPOUTLCA UCXOAA M3 BO3PACTHbIX
KaTeropuii }KeHCKon 4actu nonynaumm coobpasHo AeTopogHOMY MoTeHumany. MTorosble pesynbTaThbl
[OMKHBI MPEACTaBAATLCA B KOHLE KaXKA0M TabanLpl uav anarpammel (no mepe HeobxoammocTu).

3a WUCKAOYEHMEM CcAydaeB, KOrga 3TO ABAAETCA HeobXxoAuMbIM, AaHHble MO KAUHUYECKUM
nccnefoBaHUAM AOMKHbI NPEACTaBAATLCA B 0606LEeHHOM popMe C CyMMMPOBaHUEM MOKasaTesnen no
rpadam mn pasgenam (ecam sato o6ocHOBaHO). B cnydae ecan ogHa M Ta Ke rpynna nauueHToB 6bina
BK/IIOYEHA B boslee YyeM 0AHO MccienoBaHMe (Hanpumep, NPOAO/IKEHME OTKPLITOro HabtoaeHUsa nocne
OKOHYaHWA KAMHMYECKOro 1ccieoBaHMA), OHa BKAOYaeTca B Tabamuy no rpynne Bo3pacta, Noaa u pachbl
0AMH pas. B cayyae ecnn mexay TabavMuamm BO3HMKAET HECOOTBETCTBME MO YUC/Y NAUMEHTOB, AO/KHbI
6bITb AaHbI COOTBETCTBYHOLLME PA3bACHEHMSA.

Ecan MYP npeacrasnseTca BmecTe C 3aAB/eHMEM Ha BHeCeHMe HOBOrO MOKa3aHWA, OTAEe/bHO B
Hayane AaHHOro MOAY/Ns U B CBOAHbIX TAabAMLAX AOMKHbI ObiTb NpeacTaBAeHbl AaHHble NO HOBOW
NeKapcTBeHHoM dopme nam cnocoby BBeAeHMS, AaHHble KNTMHUYECKUX UCCef0BaHM, cneunduyHble ann
AaHHOro NoKasaHus.

6.2.5.2.4. Mogaynb CIV MYP - nonyaaumm, He N3y4eHHble B X04e KANHUYECKUX UCCNeaoBaHUN.

B paHHom mogyne NYP pgonkHa 6bITb NpeactaBneHa MHOOPMAUMA O TOM, Kakue noarpynnbl
NaLMeHTOB Le/ieBbIX NONYAALNIA He BblIN U3yUeHbl UK HbIIN U3yYeHbl INLWb B OFPAaHUYEHHON CTENEHN B
npegenax rpynn NauMeHToB, BKAOYEHHbIX B KAMHUYECKUE uccnefoBaHuA. OrpaHUYeHna KIMHUYECKUX
UCCNefoBaHUM TaKXkKe [O/MKHbl OblTb NPeACTaB/ieHbl C TOYKM 3pPEHUA PesieBaHTHOCTU Kputepues
BK/IIOYEHMA U HEBK/KOYEHUA B OTHOLIEHUWU LLENEBbIX MOMNYAALMNA, @ TAKXKe Pas3/IMyMii, KOTOpble MOryT
BO3HMKHYTb B 3aBMCMMOCTM OT MapPaMeTPOB MCCAeAoBaHMI (Hanpumep, 60abHMYHAs uan obwasn
MPAKTUKA). BbIBOAbI O BO3SMOMXKHOCTU NPOrHO3MPOBAHMA 6€30NacHOCTU 419 LeNeBbIX MONYAALUA AOKHbI
OCHOBbIBATLCA HA TOYHOM WM NOAPOOHOIN OUEHKE OrPaHUYEHUI UMERLLMXCA OAHHbLIX KAMHUYECKUX
nccnenoBaHMin AMBO MX OTCYTCTBMM A8 Kakux-nnbo nogrpynn. Takke AoAXHa OblTb NpeacTaB/ieHa
nHbopmauma 06 orpaHNYEHUNAX KAMHUYECKON H6a3bl JaHHbIX B OTHOLIEHWUW BbIABNIEHWUA HeXenaTeNbHbIX
peakuunii No cneayowmm NPUYNHaAM:

KO/1IM4eCTBO BK/IKOYEHHbIX B UCCNnenoBaHUA NaUNEeHTOB,

KYMYNATUBHOE  BO3ENCTBME JIeKapCTBEHHOro npenapata (Hanpumep, crneuuduyeckas
OpPraHOTOKCUYHOCTb);

ANUTENbHOCTb NPUMEHEHNA (Hanpumep, NPy OLEHKE KaHLLepPOreHHOCTH).

Echn  otcyTtcTBytowans MHGOpPMauUMs MOXET NpPeacTaBaATb Cepbe3Hbll PUCK AA  LeneBbliX
nonynaunn, ceeaeHnsa ob 3TOM TaK:Ke cneayeT BKIUYUTL B KayecTBe npobaembl no 6e30macHoCTM B
mogaynb CVII MYP.

6.2.5.2.4.1. PaccmaTtpuBaemble rpynnbl NaLMeHTOB AO/XKHbI BKAOYATb ciegytowme nonyasaumm (Ho
MOTYT HE OrPaHMYMBaTLCA UMU):

neagmaTtpuyeckasa nonynauma - et (oT poxaeHua n ao 18 net ¢ y4eTom pas/IndHbIX BO3PACTHbIX
KaTeropui uam (Mpu HeobXooMMOCTH) C YYETOM APYrUX TPYNM, 3HAYMMbIX C TOUYKM 3PEHMA PA3BUTUA, TO
€CTb C Y4eTOM KOHKPETHbIX Nepnuoaos pa3suTuaA);

NOXW/ble NaumeHTbl. [JO/IKHbI OLEHMBATbCA NOCNeACTBUA MNPUMEHEHUSA  JIEKAPCTBEHHbIX
npenapaToB y MaUMeHTOB B Bo3pacTe cTapwe 65 neT. OueHKa COOTBETCTBEHHbIM 0OPa3OM L0JIKHA
y4uTbIBaTb Hanbonee MNOXKWUAbIX NpeacTaBuTenen gaHHoi rpynnbl. OueHKa BAMAHMA CONYTCTBYOLLEN



NaToNorMM UAK HapyleHUsa GYHKUUM opraHoB (Hanpumep, NoYek, NeyeHn) NPMMEeHUTENbHO K AaHHOM
NonyaAUMOHHOM MoArpynne AenaetcA ¢ y4eTOM BO3MOXHOMO OAHOBPEMEHHOrO Ha/MYUA HECKOJIbKMX
¢dakTopoB (Hanpumep, MHOMKECTBEHHOW COMYTCTBYIOLWEN NAaTONOMMMU U MHOTOKOMMOHEHTHOM
NEeKapCTBEHHOM Tepanuu, OKasblBaloLWMX OAHOBPEMEHHOE BO3AeicTBue, moanduumpytouee npodunb
6e30nacHOCTM IeKapCcTBEHHOrO Npenapara). Creayer oueHNTb HE0HX0AMMOCTb MPOBEAEHUS B NIaHOBOM
nopsake 1abopaTopHOro CKPUHMHIA NPU Ha3HAYEHUU NEKAPCTBEHHOrO NpenapaTa B AaHHOW noarpynne
naunveHToB. B oLeHKe A0KHbI OTAE/NbHO PAacCMaTPMBATLCA HeXKenaTesbHble peakuuu, KoTopble MoryT
npeactaBnaTb 0COBYHO OMacHOCTb A/A MOXMWAbIX MaUMeHTOB (Hampumep, rO/IOBOKPYXKEHME WK
BO3AENCTBME Ha LEHTPANbHYIO HEPBHYIO CUCTEMY);

6epemeHHble WM KOPMALLME KEHWMWHbl. Ecnn B LeneBylo NONYAALMIO BXOOAT MKEHLUMHbI
[EeTOPOAHOrO BO3PacTa, AO/IKHbI PAacCMaTpMBATLCA MOCAEACTBUMA MPUMEHEHMS J1IEKAPCTBEHHOMO
npenapata B nepuos 6epemeHHOCTM W KOpMJIeHWA rpyabto. Eciv neKapcTBeHHbIM npenapaT He
npegHasHayeH cneumanbHo ANa NPUMEHEHUA BO Bpemsa 6epeMeHHOCTHN, HeobX0AMMO OLEHUTb UCXoapbl
N TeyeHue Ntobbix bepemeHHOCTeN, KoTopble bbl1M 3adUMKCMPOBaAHbI B XOAE KANMHUYECKOrO UCCefoBaHmA
NeKapcTBeHHOro npenapata. EcAM ycnoBuMem BKIKOYEHUA B KAMHMYECKOE WuccnedoBaHue 6biio
NPUMeEHEHWE KOHTPALLeNTUBHbIX CPeACTB, aHa/IM3 TeYEHMA U UCXOA0B BepeMeHHOCTM TaKKe A0/KeH
BK/IIOYATb aHanM3 NPUYMH, NO KOTOPbIM MPUHATbIE Mepbl KOHTpauenuMuM He umenn ycnexa (ecnu
NMPMMEHMMO), a TaK¥e MNOCNeACTBUIA ANA WCMNOMb30BaHWUA B MEHEee KOHTPO/IMPYEMbIX YCNOBUAX
NnoBCceAHEBHOM MeaMUMHCKON NPaKTUKK;

nauMeHTbl C HapylleHNAMM GYHKUMU NeYeHu;
NauMeHTbl C HapyLWeHNAMU GYHKLMW NOYEK,;

NauMeHTbl C MPOYMMM 3HAYMMbIMKM COMYTCTBYIOWMMM 3aboneBaHUAMK (Hanpumep, cepaeyvHo-
cocyaucToi natonoruein, UMMyHoaepULMTHbIMM COCTOAHUAMM);

naLuMeHTbl, CTeNeHb TAXKECTN 3a601eBaHUA KOTOPbIX OT/IMYAETCA OT U3YYEHHOM B XOA4e KANHUYECKUX
nccnefoBaHuii. [omKeH paccmaTpuBaTtbcA 060K ONbIT NPUMEHEHMA IEKAPCTBEHHOMO Mpenaparta y
MauMEHTOB C Pa3/IMYHOMN CTEMNEHbIO TAMKECTU 3ab0siIeBaHUA, B YaCTHOCTU, €C/IM 3aABASIEMOE MOKa3aHue
OrpaHNYeHOo B OTHOLLEHWUM NALMEHTOB C KOHKPETHOM CTeMNeHbIo TAXECTN 3a601eBaHus;

NOArpynnbl NMauUeHTOB, ABAAIOWMXCA HOCUTENAMMU U3BECTHOTO M PENEBAHTHOIO TEHETUYECKOro
nonmmopousma. LonxkHa bbiTb paccMoOTpeHa cTeneHb ¢GpapMaKoreHeTUYEecKoro BAWAHWA, BAUSHUE
NPUMeEHEHWA NeKapCTBEHHOro Npenaparta y NauMeHToB C HEM3BECTHbIMM UK Pa3/IMYHbIMU FEHOTUMNAMM,
nocneacTBUA MCNONb30BAHMS TEHETUYECKMX OMOMapKepoB B Le/eBOW rpynne nauneHtos. Cneayert
OLEHUTb BO3MOXKHOE BNAHME Ha LLeNeByto MONyAALMIO, a TaKkKe onpeaennTb, HaCKo/IbKo NpUMeHeHue
JIeKapCTBEHHOro Mpenapata y MauMeHTOB C HEW3BECTHbIM WM OT/IMYHLIM TFEHOTUMOM MOMKET
npeacTasasaTb coboit npobaemy no 6esonacHocTU.

Ecnv noTeHUManbHO KAMHNYECKU 3HaYUMbIA TEHETUYECKMIA NoAnMopdun3m bbin onpeaesnieH, Ho He
MO/NHOCTbIO M3yYeH B XOAE KAMHMYECKOW Mporpammbl pa3paboTku, 3TO caeayeT paccMaTpuBaTb Kak
OTCYTCTBYIOLLYIO MHPOPMALMIO U (MAK) NOTeHUMaNbHbIA PUCK. TakKe 3Ta nHdopmauma AoNKHA 6bITb
oTpakeHa B cneumduKaumMm no 6e3onacHOCTM M B NnaHe dapmakoHagsopa. OnpegeneHne AaHHOMO
ABNEHUA Kak npobnembl nNo 6e30MacHOCTM OLEHMBAETCA WCXOAA W3 KAMHUYECKOM 3HaYMMOCTU
BO3MOMHbIX MOCNEACTBUN;

nauMeHTbl Pa3/IMYHOIO PACcOBOIO M (MIM) STHUYECKOTO NPOUCXOKAEHUA. Jo/IKHbI pacCMaTpUBaThCA
ONbIT NPUMEHEHMA Ha NaUMEHTaX Pas3/IMYHOro PacoBOro 1 (MN) STHUYECKOTO MPOUCXOMKAEHMUSA, @ TaKKe
B/IMAHME [AHHOrO pasnnuma Ha 3PPeKTMBHOCTb, H6e30MacHOCTb U PapPMAKOKMHETUKY B LLENEBbIX
nonynaumax. NMpu HaAMYUKU BEPOATHOCTM BAUAHMA Pa3IMYNIA PACOBOM UM STHUYECKOM NPUHAL/EKHOCTH
Ha 3d(dEKTUBHOCTL JIEKAPCTBEHHOTO MpenapaTa [AeflaeTcs OUeHKa BO3MOMKHOM HeobxogumocTu
npoBeAeHWsA NOCTPErnCTPaLMOHHbIX UcCieao0BaHUM 3G dEeKTUBHOCTM.



6.2.5.2.5. Moaynb CV MNYP - nocTperncTpaunoHHbI onbIT NPUMEHEHUS.

Lenbto gaHHoro moaynsa MYP asnaeTca npeacrasieHne MHGOPMALMKM O KOIMYECTBE NALMEHTOB,
KOTOpPbIM Ha MOCTPErncTPaLUMOHHOM 3Tane MNPUMMEHEHUA Ha3HA4a/iICA JIeKapCTBEHHbIA npenapar,
0COHEHHOCTAX MPUMEHEHMA B MOCTPErMCTPALMOHHON MEAMLIMHCKON NpPaKTUKe, BKAtoYaA HasHauyeHue
0CcobbIM rpynmnam nauMeHToB, yKasaHHbIM B moayne CIV MYP, o Konnyectse NauMeHTOB, BKAKOYEHHbIX B
HabatoaaTeNbHble UCCEA0BAHMUSA, B XO4€e KOTOPbIX Oblaiv cobpaHbl AaHHble MO 6€30MacHOCTU U NPUHATI
perynaTopHble Mepbl 418 npuseaeHMA MHPopMaLMM No 6e30MacHOCTU SIeKapCTBEHHbIX NPenapaTos B
COOTBETCTBME C UMEKLWUMUCA AaHHbIMMU.

6.2.5.2.5.1. Mogynb CV T[YP. Pa3gen "PerynATtopHble AeNCTBUA W [eNCTBMA AeprKaTena
PerucTpaLoHHOro ya0CTOBEPEHNS, CBA3aHHbIe ¢ 6e30NacHOCTbIO IeKapCcTBEHHOro nNpenapara'.

B paHHOM pasfgene MoAyna YKasbiBaloOTCA BCe PerynaTopHble AeNcTBMA Ha NoboM pbiHKe,
NpeAnpUHATbLIE B CBA3M C BbIBAEHHbIMM Npobaemamu no 6e30nacHOCTU 1eKapCTBEHHOro npenaparta (B
TOM YMCAEe MO UHMLMATUBE [epKaTeNa PerncTpaLmMoHHOro yaoctosepeHnsn). JaHHblii nepedyeHb AONKEH
coaeprKaTb nepeyncieHne u onvcaHmne nNpeanpuHATLIX PEryAaTOPHbIX AEUCTBUIN C yKa3aHMEM CTPaHbl U
natbl. Mpu coctaBneHnn obHoBneHuit MYP B paHHOM 4acTM O0/KHbI ObiTb ONMCaHbl AENCTBUS,
npeanpuHATbIE C MOMEHTa nocieaHero npeactasneHus MYP, ¢ KpaTKMM OMMCaHUEM MPUUUH KX
NPUHATUA.

6.2.5.2.5.2. Moayno CV TYP. Pasgen "Pe3ynbTatbl NOCTPErUCTPALMOHHOIO MNPUMEHEHMUS,
NOJIy4EHHbIE HE B XO4€ KNMHUYECKUX UCCNef0oBaHNI".

Mo pesynbTaTam peannsauMu NeKapCTBEHHOro npenaparta Ha Pas/AMYHbIX PbiHKaxX AeprKaTesb
PErncTPauMoHHOro yAOCTOBEPEHUA NPEeACTaBAAET COBOKYMHbIE AaHHble MO KOMMYECTBY MNaLMEHTOB,
NOABEPriUMXCA  BO3AEWCTBMIO Ha  MOCTPErMcTpauMoHHOM  3Tane. [aHHble  OO/KHbI - BbiTb
CTPaTMOULMPOBaHbI (MO BO3MOMHOCTM) NO COOTBETCTBYIOWMM KaTeropuam, BKIOYaIOLWMM BO3PacT, NoA,
noKasaHua, [03y W reorpapuuyeckuii pervoH. B 3aBMCMMOCTM OT JNEKAPCTBEHHOro mnpenapara
NMPUMEHAIOTCA [OMONHUTE/IbHbIE MepemMeHHble CcTpaTudUKaumMn (Hanpumep, KOMMYECTBO KypcoBs
BaKUMHaLUMM, MyTb BBEAEGHWA WAW  MNPOAO/MKUTENbHOCTb  NedeHus). HeobxoaMmo caenatb
KONMYEeCTBEHHYIO U anddepeHLMPOBaHHYIO OLEHKY BO34EWCTBMA JIeKapCTBEHHOro npenapaTta c
ncnonb3osaHnem O06OCHOBAHHOM METOAMKM pacyera BO3AencTBMA  MUcxoad W3 0coBeHHoCTel
NMPUMEHeHUa W LenesbiXx MNonynaumit. BbinoAHeHWe pacyeTa BO3AEMCTBMA MCXOAA W3 KOAMYECTBa
peann30BaHHOrO /EKAPCTBEHHOrO npenapata B BECOBOM WAM  KOJAMYECTBEHHOM W3MEPEHUN U
COOTHECEHMSA ero Co cpeaHein peKomeHayemoin 40301 BO3SMOXHO TO/IbKO B C/TyYae, eC/iM N1eKapCTBEHHbIN
npenapaT BO BCeX CAyd4asAX Ha3Ha4yaeTcA B OJAHOW A03€ M MMEET OAMHAKOBbIN GUKCMPOBAHHbLINA Kypc
npuMeHeHusa. ITOT cnocob He ABNAETCA MPUMEHUMbIM 414 60bLIMHCTBA NEKaPCTBEHHbIX NpPenapaTos,
MOCKO/IbKY UX PEXUMbI 03MPOBAHUA U KYPCbl MPUMEHEHUSA, KaK NPaBUo, He GUKCUPOBaHbI.

[ns nekapcTBeHHbIX NPENapaToB C PasMYHbIMU NYTSAMW BBEAEHUA PACYET BO3AENCTBUS OO/KEH
6bITb CAENaH OTAENbHO A/1A KaXAoro nyTu BBeAeHMA (eCc/iM BO3MOMKHO). YNO/HOMOYEHHbIE OpraHbl
rocyZ4apCcTB-4/1€HOB MOryT 3anpoCUTb AOMOJIHUTE/bHYIO CTPAaTMGUKALMIO AAHHbLIX MO BO3AENCTBUIO
(Hanpumep, paHHble NO BO3AENCTBMIO B Pa3/IMYHbIX BO3PACTHbIX FPYMNMax WAM B PaMKax Pas/IMyHbIX
YTBEPXKAEHHbIX MOKasaHui). O4HAKO, ecan NeKapCTBEHHbIM MpenapaT MPUMEHAETCA MO Pas/IMyHbIM
MOKa3aHMAM, B PasHbIX perKMMax L03MPoBaHMA, TNB0 NPUCYTCTBYIOT MHble GpaKTOPbI, YA0BAETBOPAOWME
Kputepusam cTpatuduKaumu, aepaTenb PerucTpauMoHHOrO yA0CTOBEPEHMA WM3HAYaNlbHO LOJIKEH
npeacTaB/sTb AaHHble C COOTBETCTBYIOWEN cTpaTuduKaumein (ecnm ee nposegeHMe MPUHUMNUAIBHO
BO3MOMHO).

6.2.5.2.5.3. Moaynb CV MNYP. Pazgen "Pe3ynbTaTbl NOCTPErMCTPALMOHHOrO OMNbITa NPUMEHEHUA Y
rpynn NaluMeHTOB, HE N3YYEHHbIX B XOAE KIMHUYECKUX uccnenoBaHuin'.

Ecnn noctpernucTpaumoHHoe MCnosib30BaHMeE IeKAPCTBEHHOrO npenapaTa 6b1/10 3adUKCMPOBAHO Y
0cobbIx rpynn naumeHToB, onpeaeneHHbix B moayne CIV MYP Kak noasepraBlIMXCA OrpaHUUYEHHOMY



BO3JENCTBMIO UAM BOBCE HE MOABEPraBLUMXCA BO3LEWCTBMIO, CneflyeT NpeaCTaBUTb OLEHKY ducna
MauMeHTOB, MNOABEPriLUMXCA BO3AEMCTBMIO, M YKa3aTb METOJ pacvyeTa BHE 3aBUCMMOCTU OT TOrO,
MCMNONIb30BaNCA 1N IEKAPCTBEHHbIN NPENAPaAT MO YTBEPKAEHHbBIM MOKa3aHMAM WU BHE YTBEPKAEHHbIX
NMOKasaHWUM K NpuMeHeHuto. Mpu NpUMeHeHUN Yy NneanaTpuyeckon nonynaummn AoMKHa 6biTb caenaHa
CCbl/IKa Ha pasgen "Ocobble acnekTbl NpumeHeHus B neguaTpum” moayna CVI MYP. TakKe 4o/KHA bbITb
npeacrasneHa nHpopmauma B npodune 6€30NacHOCTM NEKAPCTBEHHOrO NPenapaTa B OTHOLWEHUN 3TUX
0CObObIX FPyNM NALMEHTOB MO CPAaBHEHMIO C OCTa/IbHOM YacTbio LieIeBOM nonyaaumn. B pasgene gonxHa
6bITb NpeactasneHa atob6as MHOOPMALMA O BO3MOMKHOM WM3MEHEHUM Mpoduna nonbsbl (Mpoduns
addeKkTMBHOCTM) B 0Cc0bOIM rpynne nauMeHToB. /Ttobble ocobble rpynmnbl NaLMeHTOB, OKa3aBLUMECS B 30HE
MOBbILIEHHOIO MW MOHUMKEHHOrO PUCKA B OTHOLLEHUW KOHKPETHOro acnekTta npodunaa 6esonacHocTy,
TaKXe A0/1KHbl ObITb PAaCCMOTPEHbI B paMKax OLLEHKKU crneuuduyeckoro pucka B moayne CVI NYP, Ho B
OaHHOM pasgene cnefyeT yKasaHWe 0 PUCKax U rpynnax nauMeHToB, NOABEPKEHHbIX UM.

6.2.5.2.5.4. Moaynb CV NYP. Pazgen "YTBep:KAeHHbIE NOKa3aHUA K NPUMEHEHUIO N daKTUYecKoe
npumeHeHune".

Onsa obHoBNeHUA cneundmnKaumm no 6e3onacHoCT! A0AKHbI ObITb CAeMaHbl KOHKPETHbIE CCbIIKM Ha
TO, Kaknm obpasom daKkTUYeckoe NpMMeHeHUe B MeANLMHCKON NPaKTUKE OT/INYanoCh OT NPUMEHEHUS,
nporHosmpyemoro B mogyne CVII MYP, u oT ono06peHHbIX MOKasaHWM WM MPOTUBOMOKA3aHUM K
NPUMeHeHNo (MCNoNb30BaHWE BHE YTBEPXAEHHbIX MOKa3aHUM K MpuMeHeHuto). B aaHHbIM pasgen
BK/ItOYaeTcA MHbOPMALMA, NONYYEeHHasA M3 UCCAea0BaHMIM MCNOb30BaHUA JIEKAPCTBEHHOrO Npenaparta
(nnun B pesynbTaTe Apyrnx obcepBaLMOHHbIX UCCNEA0BaHUI, B KOTOpble Bbl10 BKAOYEHO UCCed0BaHMe
NoKa3aHWM K MPUMEHEHUIO NIeKapCTBEHHOro npenaparta), BKAKYaA MCCNefoBaHWSA MCNO/b30BaHUA
JIeKapCTBEHHOro Npenapara, KoTopble NPOBOANIUCL NO 3aMpPOCy YNOTHOMOYEHHbIX OPraHOB rocy4apcTs-
Y/NIeHOoB ANA Uenen, OTAUYHbIX OT YNpaBAeHNs PUCKaMU.

MprmeHeHWe He B COOTBETCTBUM C YTBEPKAEHHbIMM NMOKA3aHMUAMM BKIOYAET, MOMMMO NPOYEro,
HeofobpeHHOE NPUMEHEHUE Y NegMaTPUYECKUX NALMEHTOB PA3/IMYHbIX BO3PACTHbIX KAaTEropuii, a TakKe
npumeHeHme No Heogob peHHbIM B OX/1MN NOKa3aHUAM B Cy4asX, eCIM 3TO NPUMEHEHNE NPOUCXOANT He
B PaMKax KMHUYECKOro UccneoBaHms.

B cnydae ecam y ynoTHOMOYEHHOro opraHa rocy4apcTsa-yieHa BO3HMKAOT ONaceHna B OTHOLEHUH
MMEIOLLErocs MPUMEHEHUA SIeKaPCTBEHHOrO MpenapaTta No HeogZobpPeHHbIM MOKA3aHWUAM, AepiKaTenb
PEerncTpaLnoHHOro ya0CcToBepeHma AOKEH KONNYECTBEHHO OLEHUTb AaHHOE NPUMEHEHME C YKaszaHueM
MCMNO/Ib30BaHHOro METOAA OLEHKM NONYYEHUs AaHHbIX.

6.2.5.2.5.5. Moaynb CV MYP. Pazaen "MpumeHeHne B Xoae 3NMAeMMOI0rMYecknx nccnenoBaHmin'.

[aHHbIN pa3gen coaep>KUT nepeyeHb 3NUMAEMUONOrMYECKMX NCCNeA0BaHNIA, KOTOpble BKAKYaNu
(BkntouatoT) cbop M OUEHKY AaHHbIX No 6esonacHocTM. [onxHa 6biTb NpeacTaB/ieHa cieayoLlasn
MHPOPMaUMA: Has3BaHWE UCCNeAOoBaHWUA, TUN UCCNeAoBaHWA (Hanpumep, KOropTHOe ucciedoBaHue,
nccnenoBaHue "ciydai-KoHTposb'"), Mlydaeman nonyaaums (BKAOYaa HaMMeHoBaHME rocyaapcTsa M
Apyrue nonynAaunoHHbIe XapaKTePUCTUKK), NPOAOIKUTENbHOCTb NCCIeA0BaHNA, KONNYECTBO NaLUMEHTOB
B KakAoW KaTeropuu, 3abonesaHue (Npu Heob6XoAMMOCTM), CTaTyC UCCAenoBaHWA (3aBeplIEHO WM
npogonxaerca). Echm uccnegoBaHue 6bino onybavMKkoBaHO, B AaHHbIM pasgen MYP gomkHa 6biTb
BK/IIOYEHA CCbiNKa, a B npunoxeHun N 7 K MYP npeacTtasneHa cooTBeTcTBYOWAA Ny6AnKaums.

6.2.5.2.6. Moaynb CVI MNYP - gononHuTenbHble TpeboBaHUA K cneunduKaumm no 6e30nacHOCTy.
6.2.5.2.6.1. Moaynb CVI MYP. Pazaen "MoTeHUWanbHbIA PUCK Nepeso3npoBKN".

Ocoboe BHMMaHWe cieayeT yAenuTb NEeKApPCTBEHHbIM Mpenapatam, B OTHOLWEHWM KOTOPbIX
CyLLEeCTBYET NOTEHLMaNbHbIN PUCK NEPefO3MPOBKM KaK NpeaHamMepeHHOoM, Tak U cyyainHoi. Mpumepbl
BK/IIOYAIOT JIeKapCcTBEHHbIe NpenapaTthbl C Y3KMUM TepaneBTUYECKMM MHTEPBa/sIOM WM NIEKAPCTBEHHbIE
npenapaTtbl, KOTOpble MOTYT Bbi3BaTb ODLIMPHbIE [0303aBUCMMbIE TOKCMYECKME peaKkuuum u (unum) B



OTHOLIEHMM KOTOPbIX CyLLEeCTBYET BbICOKMA PUCK MNpPefHAaMEPEHHON MNepefo3vpPOBKU Y LLEeNEeBOM
nonyaauum (Hanpumep, Npu aenpeccun). B cnydae onpegeneHnsa pucka nepenosnmpoBKU Kak npobsiembl
no 6e30nacHOCTM No JaHHOMY acneKkTy 6€30MacHOCTM NpeanaratoTca AOMNOAHUTENbHbIE MEPbl B COCTaB
COOTBETCTBYOLWMX MeP MUHUMMU3AUMN PUCKOB, N3NOXKEHHbIX B moayne V MYP.

6.2.5.2.6.2. Moaynb CVI MYP. Pazgen "MoTeHUManbHbIA PUCK Nepenayun MHGEKLMOHHbIX areHToB".

[eprKaTeNb pervcTpaLmoHHOro ya0CTOBEPEHUSA AO/MKEH CAenaTb OLEHKY NOTeHLUMaNbHOro PUCKa
nepeaayn MHOGEKUMOHHbIX areHToB. JTO MOMET ObiTb CBA3aHO C XapaKTepom MNpPOW3BOACTBEHHOrO
npouecca UM UCNonb3yembiMi maTepuanamm. B oTHoWEHMM BaKLMH HEOHX0AMMO pacCMOTPETb Ntoboi
MOTeHLUMaNbHbIM PUCK NMepesayn K1BOro BUpYyca.

6.2.5.2.6.3. Moaynb CVI NMYP. Pazaen "MoTeHuManbHbI PUCK 310ynoTpebieHma U UCNoNb30BaHUA
B HEe3aKOHHbIX Uenax".

B pasgene cneayet caenaTb OLEHKY NOTEHLMANAbHOMO PUCKA 3/10yNOTPebAeHUA U UCNONb30BaHNA
JIeKapCTBEHHOro MpenapaTta B HE3aKOHHbIX Lenax. HeobxoamMmo paccmoTpeTb LiesiecoobpasHocTb mep
(npn HeobxoAMMOCTM) MO OrpaHWYEHUIO 3/10ynoTpPedbsIeHNAs M UCMO/Ib30BAaHWA JIEKAPCTBEHHOTO
npenapaTta B HE3aKOHHbIX LEenax (Hanpumep, WCNONb3OBaHWE CheuuanbHbIX Kpacuteneid u (Man)
apoMaTM3aToOpPOB B JiIeKapCcTBEHHON ¢GOpMe, OrpaHMYeHue pasmepa YMaKOBKM W KOHTpoO/AMpyemoe
pacnpocTpaHeHne eKapCTBEHHOro Npenapara).

6.2.5.2.6.4. Mogynb CVI MYP. Pasgen "MoTeHuManbHbI® PUCK BO3HMKHOBEHWA OLMOOK npu
Ha3HAYeHMM AN NpUeme NeKapCTBEHHbIX NpenapaTos".

[epsaTenb pPerucTpaumMoHHOro YAOCTOBEPEHUA [O/KEH PErYAAPHO MNPOBOAUTL  OLUEHKY
BO3MOYHOCTW BO3HWKHOBEHMA OWMOOK MpU HasHAYeHUU UAN NPUEME NIEKaPCTBEHHbIX NpenapaTos. B
YacTHOCTM, A0 NOCTYMIEHUA JIEKAPCTBEHHOrO Mpenapata Ha PbIHOK OH [O/KEH OueHWUTb oblime
MCTOYHMKM OLUMBOK NPU Ha3HAYEHUN UM NPUEME IEKAPCTBEHHOIO Npenaparta. B xoae pa3paboTku 1 Ha
aTane NpPOeKTUPOBaHMA BbIXOAA JIEKAPCTBEHHOrO NpenapaTta Ha PbIHOK 3aABUTE/b AO/IMKEH MPUHATbL BO
BHMMaHMWE BO3MOXHble NPpU4YnNHbl BOSHUKHOBEHWUA OLLNBOoK NpU HasHa4YeHUU Uan npueme 1eKapCTtBeHHbIX
npenapatoB. [O/KHbl Y4YUTbIBAaTbCA HAMMEHOBAHME, XapaKTEPUCTMKM GOpMbl BbINycKa (Hanpumep,
pasmep, dopma U UBET NeKapCTBEHHOW GOPMbl M YNakoBKK), MHPopmauua B OX/IM (Hanpumep, B
OTHOLIEHWM pa3BefeHus, MAPeHTepasbHOrO MNyTM BBEAEHMS, pacyeTa [03bl) M MAPKMUPOBKA
NeKkapcTBeHHOro npenapata. Heobxoaumo cnegoBaTh TpeboBaHMAM MO obecnevyeHuo YMTaeMoCTU
MapKMPOBKM U MHPOpMaunM AnA naumeHTa. Ecan ucnonb3oBaHWe NeKapcTBEHHOro npenapaTta MMmeet
NOTEHUMaNbHbIA PUCK HAaHECEHUA CEePbe3HOro Bpeaa M3-3a HernpasW/IbHOrO MyTW BBeAEeHWd, ciepyeT
TaK)Ke PacCMOTPEeTb BOMPOC O TOM, KaK M3berkaTb NoA0H6HOro HenpaBWAbHOrO MyTW BBeAeHMA. ITO
onaceHne B ocobeHHOCTM 060CHOBAHHO, KOrAaa YacTbio PYTUHHOM MeAMLMHCKON NPaKTUKU ABAAETCS
NMPMMEHEHWe JIeKapCTBEHHOro npenapata COBMECTHO C APYrMMW JieKapCTBEHHbIMM Mpenapatamu,
BBOAUMbBIMU KaKUM-IMO0 MOTEHLUMANbHO ONacHbiM nyTem. B gaHHOM ciydyae pUCK BO3HMKHOBEHWSA
OLWMBOK NpY Ha3HaYeHMM IEKAPCTBEHHOTO NpenapaTa 4O/MKEH PAaCCMaTPUBATLCA B KayecTse Npobaembl
no 6esonacHocTw.

Mpy Hanumumm ¢opm C pPasAMYHONM [O03MPOBKOM /NIEKAPCTBEHHOIO Mpenapata OLEeHWBaeTcs
OOCTaTOYHOCTb  BM3yasbHOW (MM dusmyeckolt) puddepeHUMaUMM  MeXAYy NEeKapCTBEHHbIMU
npenapaTtamu € pPas/IMYHbBIMM O03MPOBKAMM U MEXKAY JSIEKapCTBEHHbIMM MpenapaTtamMu, KaKk MpaBuio,
HasHa4YaemMbIMM MAU NPUHUMAEMbIMU OOHOBPEMEHHO. B cnyyae eciM Ha pblHKE MMEIOTCA gpyrue
NleKapcTBEHHbIE NpenapaTbl C TEM e AeACTBYHOLWMM BELLECTBOM, A1 KOTOPbIX He Obla NOATBEPKAEHA
6MO3KBMBANIEHTHOCTb, A0/IXKHbI ObITb NPEA/IOKEHbI MePbl NPeaynNpPeXAEHNS MeAULMHCKMX OWNBOK 1
MUHUMU3aUNN PUCKa.

Ecnm nekapcTBeHHbIM npenapaTt npefHasHayeH 4/1a MCNOoNb30BaHMA y cnabosugAwieit rpynnbl
HaceneHus, ocoboe BHMMaHME HEOBXOAMMO YAENNTb BO3MOXKHOCTU COBEPLUEHUNA OWNBKKN Npu Npueme
NleKapcTBEHHOro nNpenapaTta, KoTopble MPY YCTaHOBNEHUW PUCKA AOMKHbI PacCMaTpPMBaTbCA B KauecTee



npob6aembl No 6e30nacHOCTM.

OLEeHNBAOTCA PUCK M Mepbl MO NPEAOTBPALLEHMIO C/Iy4aiHOro NPOriaTbiBaHMA UAKN APYTUX CyYaes
HenpegHamepeHHOro UCMONb30BaHNA AETbMMU.

OwwnbKM Npu Npueme NeKapCTBEHHOIO MPenapaTa, BbifBNEHHbIE B XOAe pPa3paboTKM NpoayKTa,
BK/OYAsA KAMHWMYECKME WCCNeAOBaHWUA, [AO/XKHbI OblTb pPacCMOTPEHbl, a TaKXKe [O/XKHA ObiTb
npeacTas/ieHa MHGOPMaLUA O CAMUX OLLMOKAX, UX MOTEHLMANbHBIX MPUYMHAX M CNOCOBax UX yCTpaHeHus.
B cnyyae HeobxoaMMOCTU cnepyeT yKasaTb, KaKMm 06pa3om Bce yKasaHHble PUCKK BblIn NPUHATBI BO
BHMMAHME Ha OKOHYaTe/IbHbIX CTaAMAX Pa3paboTKM IeKapCTBEHHOrO Npenapara.

B cnyyae eciv B xo4e NOCTPErMCTPALMOHHOrOo neproaa 6biaun BbiiBNEHbI HEXKeNaTeIbHble peakumm,
ABUBLUMECA PE3y/IbTaTOM MEeLMULMHCKUX OLMOOK, OHM A0/IKHbI ObITb paccMOTpeHbl B 06HoBAeHUN MYP 1
npeasioXkKeHbl NyTM MUHUMM3ALMN OLUMBOK.

B cnyyae MameHeHMs cocTaBa M [I03MPOBKM JIEKApCTBEHHOro npenapaTta PUCK BO3HWKHOBEHWA
OWMBOK NpW Npreme eKapCTBEHHOrO NpenapaTta AO/KEH PAacCMaTPMBaTLCA B KayecTse Npobiembl no
6e30MacHOCTHY, @ Mepbl, KoTopble ByayT NpeanpUHATLI AeprKaTesem PerucTpaumoHHOro yA0CTOBEPEHUS
ANA NpeaoTBPaLLEHMA MNepenyTbiBaHUMA MeXAy CTapblM M HOBbIM JIEKAPCTBEHHbIM MpPenapaTom,
NPMBOAATCA B paMKax MaaHa MUHUMM3AUMK pUcKoB. OueHMBaeTCA LeecoobpasHOoCTb MEPONPUATUN NO
MWHUMM3ALMN PUCKOB B OTHOLIEHUU M3MEHEHWUI GOpMbl NPeACTaB/eHWsA, pasmepa YNaKoBKU, MyTu
BBeAEHMA NN NPOYMX XapPaKTEPUCTUK BbIMYCKAEMOro SIeKapCTBEHHOro npenapaTa.

Ecnv neKkapcTBeHHbIN npenapaTt AO0/MKEH NPUMEHATbCA BMecTe C MeAMUMHCKMM YCTPOMCTBOM
(BCTpPOEHHbIM WMAM  HET), HeobxoAMMO paccMOTpPeTb BCe @aKTOpbl OMACHOCTWU, KOTOpble MOryT
npeacTaBAATb PUCK ANA NauMeHTa (HeMcnpaBHOCTb MeAMLMHCKOrO YCTPOMCTBA).

6.2.5.2.6.5. Mogynb CVI MYP. Pazgen "Ocobble acnekTbl NpUMeHeHUA B neamatpum'.

B paHHOM pasgene paccmaTpumBaloTcAa caegylolimMe acnekTbl UCMOJ/b30BaHMA NeKapCTBEHHbIX
npenapaTtos B NneayaTpumn, He yKasaHHble B moayne CIV MYP:

a) npobnembl, BblABAEHHbIE B MaHe NeaMaTPUYECKUX UCCNeloBaHMA. YKasbiBaloTca ftobble
peKoMeH4auMu no nocieayowemy AMTeNbHOMY MOHUTOPUHIY 6e30MacHOCTU U 3GGEKTUBHOCTU NpU
NPUMEHEHUN Yy MaUMEHTOB MeamaTpUyeckol nonyasaumu. B cnydae ecnm gaHHbIM acnekT 6osiee He
ABNAETCA NPeaMeTOM onaceHui no 6e3onacHoOCTU, A01XKHO BbiTb JaHO COOTBETCTBYIOLLEe 06bACHEHME U
obocHoBaHue.

MpeanoxeHna o NpoBeAeHUN omnpenesieHHbIX AOATOCPOYHbIX MeAnaTPUUYEecKUX UccaenoBaHuUii
HeobXoAMMO PacCMOTPETb HA MOMEHT MOoJayu 3aABAEHUA Ha BBeAeHWe NneanaTPUYecKnX nokasaHui.
Ecaun cywecTByoT COMHEHUA B OTHOLWEHUU HEOBXOAMMOCTM AaHHbIX AO0ArOCPOYHbIX NeAMaTpUYecKkmnx
nccnenoBaHNin, HaaNeXxuT NpeacTaBUTb COOTBETCTBYIOWME 06OCHOBaHWA;

6) noTeHuman pgnA NeaMaTPUYECKOrOo MCMOAb30BaHMA BHE YTBEPMKAEHHbIX TMOKasaHWA K
npumeHeHuto. Cneayer oueHUTb PUCK NPUMEHEHUA NEKApCTBEHHOro npenapata BHE YTBEPXAEHHbIX
NMOKa3aHWUM K MPUMEHEHUIO Yy NeguaTPUYeckon nonyasumMm nMbo Kakon-1mbo ee YacTu, B Caydae ecnu
HO30/10T1sA, ABAAOWANACA OA400PEHHBIM MOKAa3aHMEM NPUMEHEHWA NEeKapPCTBEHHOTO Mpenaparta, TakxKe
BCTPEYaeTcsa M B NeAnaTpUyeckon Nonynsumm, Ho NpUMeEHeEHWe y nocneaHen He ABAAeTca 0406peHHbIM.
Bce BO3MOXKHbIe paKTUYECKME HanpaBieHNA NPUMEHEHWA NeKapCTBEHHOMO NP enapaTa cneayeT 0TpasvTb
B pasaene "OnbIT NoCTperucTpaumoHHoro npumeHeHunsa" moaynsa CV MYP (KaK 3To yKa3aHO B MyHKTe
6.2.5.2 HacToAwmx MpaBun) n B pasaene "Pe3ynbTatbl NOCTPErUCTPALMOHHOIO NMPUMEHEHUA Y TPYMN
NaLMEHTOB, HE U3YYEHHbIX B XOA4€E KAMHMYECKUX uccnensoBaHmin" moayna CV MYP (Kak 3To yKas3aHo B
nyHKTe 6.2.5.3 HacToawwmx MNpasun).

6.2.5.2.6.6. Moaynb CVI MYP. Pazaen "MporHo3npyemoe NocTperncTpaumoHHOe Ucnosib3oBaHue".



Ana npepgperucrtpaumonHoro MYP wav npu nogave 3asBAEHUA Ha BBELEHME 3HAUYUTE/bHbIX
M3MEHEHWA B MOKasaHWA MO MEAMUMHCKOMY MPUMEHEHUIO Jep)KaTelb PerncrpaumoHHOro
YOOCTOBEPEHMUSI AOJ/IKEH MPeAcTaBUTb NOAPOOHYI0 MHPOPMAUMIO O MPOrHO3MPYEMOM HamnpaBAeHUU
npMMeHeHua, npeanosaraemom NPUMEHEHUU fIeKapCTBEHHOro npenapata C TeYEHMEM BPEMEHMU,
MONOXKEHUW NIeKapCTBEHHOrO NpenapaTa B TepaneBTMYECKOM apceHasne.

HeobxoamMmo caenatb OLEHKY MOTEeHUMasbHOW BO3MOMHOCTM MNPUMEHEHWUA /IeKapCTBEHHOro
npenapaTta BHe 0406peHHbIX NOKa3aHW K MPUMEHEHUIO.

6.2.5.2.7. Moaynb CVII NYP. "MaeHTMdMLUMPOBAHHbIE U NOTEHLMAIbHbIE PUCKK".

OaHHbli  moaynb TMYP  codepsKuUT WHPOPMaUMI0O O  BaKHbIX WUAEHTUOUUMPOBAHHLIX U
MOTEHUMANbHbIX PUCKAX, CBA3AHHbIX C WCMO/Ab30BAaHMEM JIEKAPCTBEHHOTO MpenapaTta, BKIHOYas
MHPOPMALMI0O O BbIABAEHHbIX M MOTEHUMA/bHbBIX HEMKenaTeNbHblIX PeaKUuusX, BbIABNEHHOM MU
NOTEHLMANbHOM B3aVMOZENCTBUM C APYTMMM JIEKAPCTBEHHBIMU MpenapaTamm, NPOAYKTaMU NMUTaHUA U
OPYrvMMM BeL,ecTBamMm, a TakKe 0 GapMaKoNorMyeckmnx KnaccoBbix adpdeKTax.

6.2.5.2.7.1. Moaynb CVII MYP. Pa3aen "HoBble naeHTUPULMPOBAHHbIE PUCKK".

B paHHOM pasgene AoNXHbl BbiTb NepeyncaeHbl Npobiembl No 6€30MacHOCTH, BbIABNEHHbIE CO
BpeMeHM nocsnegHero npeactasneHua [YP, Kotopble 6yayT nogpobHO NpoaHanM3MpPOBaHbl B
cooTBeTcTBytolWem pasgene moaynsa CVII MYP. B gaHHOM pasgene yKasbiBalOTCA MPUUUHHDLIN daKTop
npobsembl no 6e3onacHocTU, MHbOPMAUMS O TOM, ABAAETCS /IM AAHHbIM acMNeKT PUCKa BaXKHbIM
NOEHTUOULMPOBAHHBLIM WM Ba*KHbIM MOTEHUMANbHbIM PUCKOM, AaeTc 060CHOBaHME MO BO3MOXKHbLIM
HeobXxo4AMMbIM MepaM MUHUMMU3ALMU PUCKOB UAM HOBLIM CNeELMaNbHbIM UCCAeL0BAHUAM NO AaHHOMY
ACNEeKTY pUCKa.

6.2.5.2.7.2. Moaynb CVII MYP. Pazgen "MoapobHas MHGOPMALMA O BaXKHbIX UAEHTUOULMPOBAHHbIX
M BaKHbIX NOTEHLUMANbHbIX pUCKaXx".

B paHHOmM pasgene npeacTaBnseTca  noapobHas uHpopmauuas O Havbonee  BaXKHbIX
NAEHTUOULMPOBAHHbBIX U BaXKHbIX NOTEHUMANbHbIX pUCKaX. [JaHHbIA pa3aen AoKeH BbiTb KPaTKUM U He
OO/MKEeH NpeacTaBnATb coboi BbIOOPKY AaHHbIX M3 Tabanu, U CNUCKOB HeXenaTesbHbIX peakuui,
BO3HMKILUMX B pe3y/ibTaTe KAMHUYECKMX wuccnedosaHuid, nnbo KonuposaTb npedsaraemoe WAn
daKTUYecKoe cogeprkaHume pasgena "HexenatenbHble peakumm' OXJM.

MoHATUE Ba*KHOrO PUCKA 3aBUCUT OT HECKONbKMX GaKTOPOB, BKAKOYasA BO3AENCTBME HA OTAE/bHOMO
NauuneHTa, Cepbe3HOCTb PUCKA U BIMSAHME HA 340p0Bbe HacesneHuA. JTloboi pUCK, KOTOPbIV AOIKEH UK
MOMKET BbITb BKNOYEH B NPOTUBOMOKA3aHMUA UAM NpeaynpexaeHus U mepbl NpegocTopokHocTu OX/IM,
HeobXxoAMMO BK/IHOYATb B A@aHHbIV pasgen. Bsaumogencrensa, umetowwme BaXKHOE KIMHUYECKOE 3HaYeHne
M BaXKHble papmaKonornyeckme Knaccosble 3dPeKTbl, TaKKe cieayeT BKAOYATb B AaHHbIN pa3aen. Kpome
TOrO, PUCKKU, KOTOpble OObIMHO He HaCTO/MIbKO CepbesHbl, 4TOObl B OTHOLWeEHWM ux TpeboBanucb
KOHKPETHble NpeaynpexXaeHns Uan mepbl NPeaoCTOPOXKHOCTU, HO KOTOPble BO3HWMKAOT B OTHOLLEHUM
3HAYUTENbHOM YaCTU UCCAEeAYEMOWM rPYNMbl HACENEHUS, BANAIOT Ha KAUECTBO KM3HU NAaLMEHTA, YTO MOXKET
NPUBECTU K Cepbe3HbIM MOCAEACTBMAM MPU OTCYTCTBUWM Hag/eXKallero neveHuns (Hanpumep, CUbHas
TOWHOTa M PBOTA, CBA3aHHasA C XMMMUOTEpPAnueld WAM WMHOW NEeKapCTBEHHOW Tepanwei), cineayet
PacCMOTPETb Ha NPEAMET BKAOYEHWA B A@HHbIN pa3gen.

[Nna HeKOTOpbIX JIeKapCTBEHHbIX NPEenapaToB LO/KHbI BbiTb PAaCCMOTPEHbLI PUCKKU, CBA3AHHbIE C
yTUAM3aUMEN WCMOMb30BAHHOrO JIeKapCTBEHHOro npenapata (Hanpumep, A48 TpaHCAEPMasibHbIX
nnactbipeit). Takke MOryT 6biTb CAy4anm BO3HWKHOBEHMA 3KOMOMMUYECKOM OMacHOCTM MpMW YyTUAM3ALMUK
NeKapCTBEHHOro npenapaTa M3-3a M3BECTHOro narybHoOro BO3AEWCTBMA Ha OKpPyKalowWylo cpeay
(Hanpumep, BelecTBa, KOTOPbIE ABAAKOTCA 0COBEHHO OMNacHbIMM AnA BOAHOM bopbl U dayHbl U KOTopble
He A0/IKHbI 6bITb YTUIM3MPOBAHbI HA CBasIKax).

I'Ipep,CTaBneHme AdHHbLIX O PUCKaxX AOONXKHO BK/IKOYaTb B cebsn cnepgyouyro I'IO,C],pO6Hle



nHpopmaumio:
yacToTa;
BO34eM1CTBME Ha 3[10p0Bbe Hace/leHUs (CTeneHb TAXKECTU, CePbe3HOCTb, 06PaTUMOCTb, UCX04);
BO3/JENCTBME HA OTAENbHOro NaumMeHTa (BANSHME Ha Ka4yecTBO KU3HW);

baKTopbl pUCKa (B TOM Yncie GaKkTopbl, Kacatlolmecsa NaLneHTa, 403bl, NEPUOL PUCKA, aAANTUBHbIE
WU CUHEPTrUYHble paKTopbl);

npeaoTBpaTMMOCTb (TO €CTb npeacKasyemocCTb, BO3MOXHOCTb NpeaoTBpaTUTb pPas3BUTUE WU
BO3MOXXHOCTb BblAB/IEHNA Ha Ha4a/ibHOM 3TaI'IE),'

BO3MOMHbIA MEXaHU3M Pa3BUTUA;
MCTOYHUK OaHHbIX U YpOBEHb J0Ka3aTe/1IbHOCTU.

[JaHHble Nno YacToTe pasBUTUA LO/IKHbI ObITb NPUBEAEHbI C YYETOM AOCTOBEPHOCTM M YKaszaHMeM
MCTOYHMKaA AaHHbIX N0 6e30nacHOCTM. YacToTa pas3BUTUA He A0NKHA OLLEHMBATbCA Ha OCHOBAHMM AaHHbIX
CMOHTAHHbIX COOBLLEHWIM, NOCKOAbKY AaHHbIA MEeToA He MO3BOAAET BbIMOMHATL OLLEHKY MnapameTpa
4acToTbl C TpebyemMbiM YPOBHEM LOCTOBEPHOCTU. ECIM B OTHOWEHUM BaXKHbIX MAEHTUPUUMPOBAHHBIX
PUCKOB Heo6X0AMMO BbIMMCIWUTL TOYHYKO YacTOTy, C/AeAyeT OCHOBbIBAaTbCA HA CUCTEMATUYECKUX
nccnefoBaHUAX (Hanpumep, KIMHUYECKMEe NCCAeL0BaHMA UK SNNAEMMUNOIOTUYECKME NCCeL0BaHMA), B
KOTOPbIX M3BECTHO TOYHOE YWUCNO NALMEHTOB, MOABEPraloWMXCA BO3AEMCTBUIO NEKAPCTBEHHOMO
npenapaTa, M YMCIO TNAUMEHTOB, Y KOTOPbIX OTMEYanocb MNPOSAB/NEHUE COOTBETCTBYHOLLErO
NaeHTMGUUMPOBAHHOTO PUCKa.

[onkKHO 6biTb yKa3aHO, KaKoW MCMONb3yeTcs NOKasaTe/lb YacToTbl, TO CTb B KaKUX eguHMuax
M3MepeHMa Bblpa)KeH 3HameHaTeslb (Hanpumep, KONMYECTBO MALMEHTOB, MaUMEHTO-AHEeN WK
3KBMBANEHTHbIX eAMHUL, (KypCbl IeveHmns, peuenTbl U T.4.)). TakKe cneayeT yKasaTb A0OBepUTE/IbHbIe
WHTepBanbl. MNpU MCNONb30BAaHUN eAUHULLI M3MEPEHMA "KONMYECTBO NAUMEHTOB B YCTAHOB/IEHHbIN
NPOMEXKYTOK BpeMeHN" HeobXxo4MMO OCHOBbLIBATLCA Ha NPEANON0XKEHNM O TOM, YTO QYHKLMA ONACHOCTH
[O/MKHA ObITb MPAKTUYECKM MOCTOAHHOM B TEYEHWE MOCAeAYHOLWEero BpeMeHn. B npoTMBHOM ciiyyae ee
cnepyet pa3buTb Ha COOTBETCTBYIOLME KaTErOPUK, B PaMKax KOTOPbIX BbINOAHAETCA NPeanonoKeHne o
NOCTOAHCTBE. 3TO 0COBEHHO BaXKHO, €C/IN A/ INTENIbHOCTb IeYeHUA npeacTaBaseT cobon dpaKTop pucka. B
C/lydae  HeobxoAMMOCTM  clefyeT  OnpeaenuTb  nepuos  Haubosbero  pucka.  Yacrota
NaeHTUOUUMPOBAHHOTO PUCKa AO0/KHA bObiTb nNpeacTaBnAeHa AnA MNONyAAUMM B LEOM M Ans
COOTBETCTBYHOLLMX MOMNYAALUMOHHbIX MOArPyn.

YTO KacaeTcs BaXKHbIX MAEHTUGULMPOBAHHBIX PUCKOB, HEOHBXOAMMO NpeacTaBUTb MHGOPMALMIO O
NPeBbILWEHNN YaCTOTbl PA3BUTUA TaKOBbIX B rpynne cpaBHeHna. Heobxoanmo Takke 0606WMTb AaHHble
No BPemMeHM A0 Ha4yana pPasBUTUA HeXenaTeNbHbIX COBbITUI C UCMOAb30BaHMEM METOAOB OLEHKU
BbI’KMBAEMOCTU. Mo3KeT BbITb MCMO/Ib30BaHa PpYHKLMSA COBOKYMHbIX PUCKOB A/19 NpeACcTaB/ieHnsa AaHHbIX
Mo KYMY/ATUBHOM BEPOATHOCTU Pa3BUTUA HEXKeNaTeNbHbIX peaKkLumii.

B OTHOWEHUM NOTEHUMANbHbIX PUCKOB HEOBXOAMMO MpPeAcTaBUTb AaHHble 0 6a3nCHON YacToTe
(pacnpocTpaHeHHOCTM) B LefieBoi NoNyAAUNN.

B MYP, Bkatovatowem B cebs eAnMHUYHblE fleKapcTBEHHblE MpPenapaThl, PUCKW, Kacatolmecs
HenocpeacTBEHHO MOKa3aHWMM K NPUMEHEHUIO MM COCTaBa, Kak MpaBW/IO, PAacCMaTpMBAlOTCA Kak
oTaenbHble npobsembl Mo 6e30MacHOCTM (Hampumep, CAy4alHOe BHYTPUBEHHOE BBEAEHWE MOMKET
npeacTaBAsTb coboi npobnemy No 6€30nNacHOCTU A9 OTAE/NbHOrO IEKAPCTBEHHOrO NpenapaTta Kak ans
€ro nepopasnbHoOMN NekapcTBeHHOM Gpopmbl, Tak GOPMbI A5 MOAKOXKHOIO BBEAEHMs).

B MMYP, Bkaovatowem B cebs HecKosbKo NNEKAPCTBEHHDbIX MPENapaToB, KOTOPblE MOIyT UMETb



3HaYuUTeNbHble Pa3iMuMA B OTHOWEHUM UAEHTUOUUMPOBAHHLIX W  MOTEHUMANbHbIX PUCKOB,
uenecoobpasHoO KaaccuduuMpoBaTb PUCKKM, YTOBbI MOKas3aTb, KAKOW PUCK MMEET OTHOLLIEHME K Kakomy
NeKapcTBeHHOMY npenapaTy. B AaHHOM Knaccudukaumm HeobxoAMMo NpeaycMOTPeTb ciedytolime
3aro/IoBKu:

a) PWCKK, CBA3AHHbIE C OEWCTBYIOWMM BELLECTBOM. B 3Ty KaTeropuio MoryT BXOAMTb BaKHble
NAEHTUGULMPOBAHHbIE WAWM MNOTEHUMANbHbIE PUCKW, OBLWMe A8 BCEX COCTAaBOB J1IEKAPCTBEHHbIX
npenapaTtos, cnocoboB BBeAEHUA U LLeNeBbIX FPYNn HaceseHns. BepoaTHee Bcero, B ZaHHYO KaTeropuio
nonageT 601bWNMHCTBO PUCKOB, XapaKTePHbIX 415 60/bLIMHCTBA IEKAPCTBEHHbIX MPEenapaTos;

6) PUCKM, CBA3AHHbIE C ONpeae/ieHHbIM COCTaBOM MM cnocobom BBeaeHUs. MoryT BK/tovaTca B
MYP c ABymAa NeKapcTBEHHbIMM (GOPMaMW NIeKapCTBEHHOro npenapaTta (Hanpumep Ha ¢opmy ans
BHYTPUMbILIEYHOTO BBEAEHMA NPOJIOHIMPOBAHHOIO AencTBuA M Gopmy ANA NepopasbHOro BBEAEHMUA.
Mpy 3TOM AOMNOIHUTE/IbHbIE PUCKM, KacaloWMeECH C/Iy4aliHOTO BHYTPUBEHHOIO BBEAEHWS, O4EBUAHO, He
6yayT KacaTbCA IEKaPCTBEHHbIX NPENapaToB 4/1A NepopasbHOro BBEAEHUSA);

B) PUCKW, CBA3AHHbIE C LeneBol nonyaaumeit. NMeamaTpuyeckan nonynauma npeacraBaser coboi
Hanbonee o4YeBUAHbLIN NpPUMEP LEeNeBOW MNONyNAUMM, B OTHOLUEHMM KOTOPOM MOryT MPOABAATHCA
AOMONHUTE/NIbHBIE PUCKK, Kacatowpmecs pU3nMYecKoro, MCUXMYECKOro 1 MOJI0BOrO pPasBUTUA, YTO He byaeT
NPUMEHMMO K JIEKAapCTBEHHOMY MpenapaTy, npegHasHAYeHHOMY MCKAOYUTENBHO A/1A B3POC/bIX
NauneHTOB;

I') PUCKKN, CBA3aHHbIE C NepexoaoM Ha OTNYCK /IEKAPCTBEHHOIO npenapaTta 6e3 peuenTa.

6.2.5.2.7.3. Mogynb CVII NYP. Pasgen "WaeHTUPUUMpPOBaAHHbIE U MNOTEHUMasbHbIe
B3aMMOAENCTBUA, BKKOYAOWME B3aMMOLENCTBMA C APYIMMM  NIeKapCTBEHHbIMW MpenapaTamm U
NpoAyKTaMu NUTaHus".

NaoeHTUPMUMpPOBaAHHbIE M MOTeHUManbHble GapMaKOKMHETHYeCKne U dapmakogmMHaMUyecKkmne
B3aMMOAENCTBMA HEOBXOAMMO pPAcCMaTpMBaTb KaK B OTHOLIEHMM CXeM Jie4eHUA NOo Of06pPeHHbIM
NMOKa3aHMAM K MPUMEHEHMUIO, TaK U B OTHOLLEHMM Hanbonee 4acTo UCMOb3yEMbIX B LLe/1IeBOIN Nonyasaumm
NIeKapCTBEHHbIX MpenapaTtoB. 1A KaxKAoro BO3AeNCTBUA cnedyeT 0606lWMTb Mmetowmecs AaHHble U
AOKasaTenbHyto 6a3y, NoATBEPXKAAIOLLYIO B3aMMOAENCTBME M BO3MOMKHbBIM MexaHuM3Mm. [poBoaunTca
OLEeHKa MOTEHLUMANbHbIX PUCKOB AN 340POBbA, BO3HMKAIOWMX MO PA3/IMYHbIM MOKA3AHUAM WU B
Pa3/INYHbIX FPynnax HaceneHms. KAMHMYECKN BaxKHble B3aMMOLENCTBUA HEOOXOAMMO BKAOUUTb B pasaen
MYP 06 naeHTMONLUMPOBAHHBIX M NOTEHLMANbHBIX PUCKAX.

6.2.5.2.7.4. Moaynb CVII NYP. Pa3aen "®apmakonormyeckme Knaccosble apdpeKkTbl”.

B gaHHOM pasgene [aloTCA XapaKTEPUCTMKA M OLEHKA BaXHbIX PWCKOB, CBOMCTBEHHbIX A1A
dapmakonormyeckoro Knacca. OLeHMBaEeTCA COOTHECEHME YacTOTbl Pa3BUTUA HeXenaTesIbHbIX peakuuii
npyv NPMMEHEHUN NEKAPCTBEHHOrO MpenapaTta C YaCTOTOM, XapaKTEpPHOM ANs APYrUX NEeKapCTBEHHbIX
npenapaToB AaHHOW GapMaKoIorMyeckom rpynmsbi.

Ecau PUCK, BOSHMKHOBEHWNE KOTOPOro ABNAETCA 06LLI,VIM ANA OPYyrnx NeKapCTBEHHbIX NMPeEnapaTos
d)apN\a KOJ1I0r’M4eCKoro Knacca, He CHMUTaeTcA I'IpO6fI€MOl71 no 6e3onacHOCTV B OTHOLLIEHMM NeKapCTBEHHOIO
npenaparta n, cnenoBate/sibHO, HE BK/IKOYAETCA B NepeyYeHb Mﬂ,eHTMd)MLI,VIpOBaHHbIX M NOTeHLUUMaNbHbIX
PUCKOB, B AaHHOM pa3saene HEO6XO,£I,VIMO npeacTtaBuUTb NoarBepXAaatowme 3To 0Ka3aTe/IbCTBa.

6.2.5.2.8. Mogaynb CVIII MYP - 0606weHHan nHdopmaums no npobnaemam 6e3onacHOCTU.

B mopayne yKasbiBaeTca o0606WeHHas WHPopmauua Mo onpegensembim npobaemam no
6e30MacHOCTU, KOTOPasA KAaccPULMPYETCA Kak:

a) BaXKHbI MAEHTUPUUMPOBAHHbBIN PUCK;



6) BaKHbIli NOTEHUMANbHbIA PUCK;
B) BaXKHaA OTCYTCTBYIOLLAsA UHDOPMaLUA.

Ecnun NMYP BKAOYAET HECKONBKO JIEKAPCTBEHHbIX NPENApaTos, LenecoobpasHo B JaHHOM moayne
pasgeneHne o0606ueHHON MHPopMauumn no npobaemam no 6e30MacHOCTM Ha rpynnbl (aHANOMMYHO
npeacTaB/NeHU0 AaHHbIX B pasgenax moayna CVII MYP). Mpu 3Tom A0NycKaeTcs MCNonb30BaTb
npeactasneHne MHGOPMaLMK B BUAE CAeayowmx rpynn:

npo6sembl No 6€30NacHOCTM, CBA3aHHbIE C AEACTBYIOLLMM BELLECTBOM;
npobaembl No 6€30NacHOCTK, CBA3AHHbIE C onpeaeneHHbIM COCTaBOM MM cnocobom BBEAEHUS;
npob6aembl No 6€30NacHOCTK, CBA3AHHbIE C L,e/1IeBON Nonynaumei;

npo6aembl No 6€30MacHOCTH, CBA3aHHbIE C MePexXo40M Ha OTMYCK IeKapCTBEHHOrO npenapaTa 6e3
peuenTa.

6.2.5.3. Yacto Il MYP - nnan no papmakoHaazopy.

Llenbio nnaHa no dapmaKoHaZ30py ABAAETCA onpeaesieHue TOro, Kakum obpasom AepikaTesib
PErncTpaumMoHHOro YyAOCTOBEPEHUA MNAaHMPYET Aafee BbIABAATb M (MNM) XapaKTepu3oBaTb PUCKM,
yKasaHHble B TpeboBaHuAx no 6esonacHoctv. MnaH no ¢apmakoHaa30py npeactaBaser cobow
CTPYKTYPMPOBaHHbI NAaH, pa3paboTaHHbIN C Lebio:

BblAB/1IEHNA HOBbIX I'I|DO6I'IeM no 6esonacHocCTyK;

JanbHellen XapaKTepucTUKM U3BECTHbIX Mpobsiem no 6e3onacHOCTM, BKIOYaA onpepeneHue
$aKTOpPOB PUCKa;

nccnefoBaHMA AeNCTBUTENbHOTO HAaIMYMA NOTeHUManbHbIX Npobiem no 6e3onacHocTy;
onpeaeneHna MeToA0B NOJyYeHWA BarKHOMN OTCYTCTBYOLWEN MHGOPMaLUK.

MnaH no ¢apmakoHaa3opy JoAKeH BbiTb OCHOBaH Ha nNpobaemax no 6esonacHoOCcTM, 0606 LW eHHbIX
B moayse CVIllyactu Il NYP - cneumndunKaumsa no 6e3onacHocTu.

[eAatenbHocTb NO  dpapmakoHag3opy noApasfensetcA Ha  pyTUHHble  MeponpuaTMa Mo
dbapmaKkoHaZ30py M OOMNOJIHUTENIbHbIE MEpPOonpuUATUA No dapMakoHag3opy. B OTHOWEHMU KarKaoWn
npobsiembl No 6e30MacHOCTU AepaTeNb PEerncTpPaLyMoHHOIO YAO0CTOBEPEeHUs AONXKEH MepevymncnmTb
3annaHMPOBaHHbIE CO CBOEWN CTOPOHbI MeponpuaTMa no dapmarkoHaasopy. MNaaHbl No papmakoHaa3opy
OOJIKHbl  ObITb COpa3MepHbl PUCKaM MPUMEHEHWUs NIeKapCTBEHHOro npenapaTta. EcnvM  pyTWHHbIe
meponpuatTna no dapmakoHaa30py 06OCHOBAHHO OLLEHMBAKOTCA Kak AocCTaToyHble AnA obecrneyeHus
Hag/1eXallero nocTpPerncTpaumoHHOro MOHUTOPMHIA 6€30NacHOCT M He TPebyloT AO0NOAHUTENbHbIX
AencTeuii  (Hanpumep, uccnegoBaHWin H6e3onacHOCTM), HEOBXOAUMMO OCHOBbLIBATbLCA Ha "PYTUHHOM
dapmakoHaazope", HanpaBAeHHOM Ha AanbHelwy paboTy c npobaremamm no 6esonacHoOCTy.

6.2.5.3.1. Yactsb Il MYP. Pasgen "PyTMHHbIE MmeponpuaTMA no dapmakoHaasopy".

PYyTUHHbIE MeponpuATUA No dapMaKoHaZ30py NPeACTaBAAOT COBOM KOMMNEKC MEPONPUATUN,
PerysapHO MPOBOAMMbIX [eprKaTeseM PerncTpaLMOHHOMO YAOCTOBEPEHUA C Lesiblo obecrneyeHus
BbIMNONHEHUA TpeboBaHWI 3aKoHOAATeNIbCTBA NO PapMaKoHaA30py rocyaapcTs-ysieHoB. MacTep-daiin
cuctembl GapMaKoHaL30Pa COAEPHKNUT NOAPOOHYI0 MHGOPMALMIO O CUCTEMAX M MPOLLECCAX, Peasinu3yembix
[Aep)aTeNem pPerncTpauMoHHbIX YAOCTOBEPEHUM AN OOCTUMKEHWUSA YKasaHHOM Uenu, [AaHHaA
nHdopmaums He aybampyertca B MYP.

YNo/IHOMOYEHHbIN OpraH rocygapcrea-4/1€eHa BMnpaBe npeanoxXuntb gepKaTtento permctpaumoHHoOro



YAOCTOBEPEHMA M3MEHUTb AeNCTBYOWME npoueaypbl cbopa, BepuduKaLmm, OLEHKN U NpeacTaBaeHun
NHPOPMaLMKN O HexKeNaTeNlbHbIX PeaKkuMsax, NONYYeHHON B paMKax CMOHTAHHOIO PenopTUpoBaHuA. B
3TOM C/ly4ae B AaHHOM pasgene AeprKaTeslb PermcTpaLnMoHHOro y40CToBEPEH WS MPUBOAMUT NOSAICHEHWE MO
N3MEHEHUAM B PYTUHHBIX MEPONPUATUAX NO GapMaKoHaA30pYy, BHECEHHbIM COMIAacHO NPeasoKeHNAM
YyNO/IHOMOYEHHOrO OPraHa rocyAapcTBa-yaeHa.

Echu  gna  BbINOAHEHWA  PYTUHHBLIX  MeponpuATMIA  No  papMaKoHaA30py AepKaTento
pPerncTpaunoHHOro yaocTosepeHns TpebyeTcs cocTaBUTb cneupasnbHble ONPOCHUKK MO Nocaeayowemy
HabNOAEHUIO 33 HeXKenaTe/lbHbIMU PeakuMAMM UAM eCM OH MAAHUPYET MCNOoJ/Ib30BaTh CrneumasibHble
OMPOCHUKM O/1A NOJIYYEHUS CTPYKTYPUPOBAHHOM WHGOPMALMM O BbISBEHHbIX HEMXKenaTesbHbIX
peaKkumsax, nNpeacTaBAAOWMX OCObbI WHTepec, To B npunoxeHnn N 6 kK [YP pgeprkatenb
PEerncTpPaLnoHHOro yA0CTOBEPEHUA AOMKEH NPEACTaBMUTbL KOMUKM AAHHbIX ONPOCHUKOB. Mcnonb3oBaHue
cneumanbHbIX ONPOCHUKOB NO nocneAyouemMy HabaloaeHUo 33 PenopTUPYyeMbIMU NOAO03PEBAaEMbIMU
HeXenatenbHbIMU pPeakUMAMU OTHOCUTCA K PYTUHHBIM MepPonpuUATUAM No dapmMmaKoHaa30py.

6.2.5.3.2. Yactsb Il YP. Pazaen "OononHUTENbHbIE MEPONPUATMA MO dapmakoHaazopy".

[ep:KaTenb perucTpauMoHHOro ya0CTOBEPEHUA AO/KEH OLEHUTb CUTyaLMK, B KOTOPbIX TpebyeTca
NPUHATUE AOMNOHUTE/bHBIX Mep Mo GapMaKOHaA30pY MO NPUYMHE HEBO3SMOXKHOCTM AOCTUNKEHUS L/
Mo HaZNeKalllei OLEeHKe U N3Y4YEeHMNI0 PUCKA NPU MOMOLLM PYTUHHBIX METOA0B GpapmaKkoHaa3opa.

Uenn p[ononHUTeNnbHbIX MeponpuatTMiA No $GapMakoHaA30py, Kak MpaBMAO, pPasanyaloTcA B
3aBMCMMOCTM OT npobiem no 6e30nNacHOCTM, HAa KOTOpPble OHW HanpaB/eHbl. MiccnefoBaHMA B pamKax
nnaHa no ¢apmakoHa[30py AOMKHbI ObITb CBA3aHbI C Npobiemamu no 6e3onacHoOCTM, 0603HAYEHHbIMM
B cneundmKaLmm no 6€30MacHOCTU, BHE 3aBUCUMOCTU OT TOFO, HaLLe/IeHbl UCCNeL0BaHNA Ha BbisiBNEHME
N XapaKTEPUCTUKY PUCKOB WAU TOMIbKO Ha OLEHKY 3OPEKTUBHOCTM MEepPOnpUATUIA MO MUHUMM3ALUK
puckos. [leprkaTtenb perncTpaumoHHOro ya0oCTOBEPEHUA OONXKEH BKAIOYUTL CHOAA BCe MUCCNefoBaHuA,
Hanpas/ieHHble Ha U3y4YeHUe U OLEeHKy npobnem no 6e30nacHOCTU, a TaKKe UCCIen0BaHMA, KOTopble
MOryT NPeAOCTaBUTb NOE3HY0 MHPOPMALIMIO N0 6€30MacCHOCTH, XOTA NPU STOM OLEHUBAEMbIE B PaMKaX
MYP npobnembl nNo 6e30MacHOCTM MOTyT He BXOAMTb B YMCIO MPUOPMUTETOB MCCAedOBaHUA. ITn
nccnefoBaHMA BKAOYAIOT B cebA NOCTPEerncTpaumoHHble nccaenosaHma 6e3onacHoCTU, UCCIeL0BaHWA B
obnactn papmakoanuaemmonormmn, GapmakoKMHETUYECKME UCCNEL0BAHUSA, KNMHUYECKME UCCef0BaHUA
WAN  [OMONHUTENbHbIE AOKAMHUYECKMEe uccnefosaHuA. MNpu NpoBeAEHUM [AaHHbIX WUCCAeaoBaHWIA
cnepyert pyKoBOACTBOBATHCA MEKAYHAPOAHBIMWU JOTOBOPAMM M aKTaMu, COCTaBaaowmmm npaso Cotosa,
M 3aKOHOZATE/IbCTBOM rOCyapCcTB-4/1EHOB.

MpoTOKOANbI MCCNeAoBaHMIM B pamMKax nnaHa no ¢apmakoHaa30py M peslome OTYEeToB Mo
pesy/ibTaTaM WMCCAeL0BaHWMA, BbIMOJHEHHbIX B  PAMKAx [AOMOJHWUTE/NIbHbIX  MEepPonpusaTUA Mo
dbapmaKoHaa30py, AOMKHbI 6bITb NPeACTaBAEHbI B NPUAOKEHUAX K MTYP.

BAuvsHME HOBbLIX A@HHbIX HA COOTHOLLEHME "Mo/sb3a - PUCK" NeKapcTBEHHOro nNpenaparta A0NAXHO
6bITb TWATENbHO OLEHeHO, cneunduKauma no 6e3onacHoOCTM, NiaH No dapmakoHaa3opy W naaH no
MUWHUMM3ALUN PUCKOB A0JIXKHbI BbITb A0PabOoTaHbl COOTBETCTBYIOWMM 06pa3om C y4eTOM NOYYEHHbIX
AaHHbIX Mo 6e3onacHoOCTU.

6.2.5.3.2.1. Ocobble cuTyaLmMmM No NOCTPErMCTPALMOHHbBIM UCCIeL0BaHMAM No 6e30nacHOCTH.

NccnepoBaHna 3pdpeKTMBHOCTM Mep MO MUHUMM3ALUMWU PUCKOB CAeAyeT BKAYWUTb B MiaH Mo
dapmakoHagzopy BmecTe ¢ 0cobbiMM GaKTOpaMm OMACHOCTM, a TaKke NogpobHO onucaTb B NaaHe no
MWHUMM3aLUM PUCKOB. OHWM A0NMKHbI BKIKOYATL Cledytolime OCHOBHbIE acneKTbl (HO He orpaHMYMBaTLCS
nMmn):

McCnefoBaHMA MCNONb30BaHWUA IEKAPCTBEHHbIX NPEnapaToB MOryT NPOBOAMTLCA MO TPebOoBaHMIO
YNONHOMOYEHHbIX OpPraHOB rOCYAapCTB-YNEHOB /11 MOHUTOPWUHIA MCMO/b30BaHUA NIEKAPCTBEHHbIX
npenapaToB Ha OnNpeAeseHHOW TepPUTOPUM, YacTO B CBA3M C OLLEHKOW MeXaHW3MOB KOMMeHcaumu



rocy4apCcTBOM HaceseHWIo CPeacTB, 3aTpauMBaemblX Ha NpUobpeTeHUe NieKapCTBEHHbIX MpenapaTos.
[aHHbIA TN UCCNeaoBaHUI HeNOCPeACTBEHHO He NpeaHasHauYeH A1A U3ydeHua acnektos 6esonacHocTH
NNeKapCTBEHHbIX MPEnapaToBs, HO MOXKET AaTb NOAe3HYI0 MHPOPMALMIO O TOM, ABAAIOTCA 1M MEPONPUATUSA
MO MMHMMM3ALMU PUCKOB 3PPHEKTUBHBIMK, @ TaKKe 0 AemMorpadun Lenesbix rpynn HaceneHus;

COBMECTHble nccnenoBaHua. Ecam npobnema no 6es3onacHOCTM pacnpocTpaHAeTca 6onee Yyem Ha
OAMH /leKapCTBeHHbIM npenapaTt (AMbo Ha OAHO OENCTBYIOWEE BELLECTBO MNPUXOAUTCA HECKO/IbKO
AepKaTenen perncTpaLmMoHHOro ya0CTOBEPEHMA), YNOTHOMOYEHHbI OPraH rocyAapCcTBa-4/ieHa AOKEH
NpeanoXnTb  AepXaTenam  pPerucTtpaumMoHHOro yaoctosepeHusa nposectu coBmecTtHoe [1PUB.
MpoBeaeHMe COBMECTHbIX WCCAEAOBaHUM TaKXKe MOMKET OblTb HeobxoAMmbIM B C/Ay4YanX, Koraa
KONMYECTBO MaLMEHTOB OrpaHu4YyeHo (peakne 3abosieBaHWs) wMAM  HebnaronpuaTHble peakumm
HabntogatoTcA  peaKo. YNONHOMOYEHHbIM OpraH rocyAapcTBa-ysieHa Ao/XeH crnocobctBoBaTb
COrNalleHNI0 3aMHTEPECOBAHHbBIX AeprKaTeneil perncTpaLmoHHbIX YA0CTOBEPEHUI pa3paboTaTb eAnHbIN
npoTtokon ana MPUB 1 coBmecTHO NPoBOAMTL UccnenoBaHue. Ecan B TedeHMe CpoKa, onpeaeneHHoro
YNO/NHOMOYEHHbIM OpPraHOM FOCyAapCTBa-yY/eHa, 3aMHTepecOoBaHHble AEepXKaTenu PerncTpaMoHHbIX
YOOCTOBEPEHMIA TaK M HE CMOMIW MNPUATM K COrNaleHuto O CcOo3Z4aHuMW eguHOro NpPOTOKoAa,
YNONIHOMOYEHHbI OpraH rocyaapctea-YieHa BrpaBe HasHauMTb nposegeHue MPUB u onpegenvtb
obWwMiA  OCHOBHOWM MPOTOKO/A MAW  KAKOYEBble 3/IeMeHTbl MPOTOKOANA, KOTopble AepKaTenu
PErvcTpaLnoHHOro yA0CTOBEPEHNA A0KHbI ByayT cobntoaaTth B Tpebyemble CPOKM;

perncTp, KoTopblii npeactasnset coboi BUA, NPOCNEKTUBHbLIX HEMHTEPBEHLMOHHbIX KOrOpPTHbIX
nccnefoBaHuii. PekomeHayeTca NpeayCMOTPETb B PEFUCTPE BKAKOYEHUE TPYMMbl CPABHEHMS, B CBA3M C
3TUM perucTp 3abosieBaHU ByaeT ABNATLCA, KaK NpaBuao, bonee NpeanouTUTENIbHbIM, YeM PEerucTp,
OrPaHUYEHHbIA  onpedeneHHbIM  /IeKapcTBEHHbIM  npenapaTom. [pOTOKOAN  perucTpa  A0JXKeH
npeaycmaTpuBaTb BHECEHWE B PEECTP AaHHbIX MO MauyeHTam, KOTOPbIM BbiNMCaHbl COOTBETCTBYIOLME
NeKapCTBeHHble NpenapaTbl UM KOTOPbIe UMEIOT OAHO U TO ¥Ke 3aboneBaHue.

6.2.5.3.3. Yactb Il MYP. Pasgen "MnaHbl AENCTBUA NO AOMNONHUTE/IbHBIM MEPOMPUATUAM NO
dbapmakoHaz30py B 0OTHOWEHMM Npobiem no 6esonacHocTn".

Mpy HaMYMK AOMNONHUTENBbHBIX MEPONPUATUIA MO PapMaKoHaA30pY, NNaH AENCTBUI B OTHOLIEHUU
Kaxgou npobnembl no 6e3onacHOCTM AonxeH OblTb NpeacTaB/lieH B COOTBETCTBUMM CO CleAyioLleit
CTPYKTYpOIL:

npobaema no 6esonacHocTy;

uenb npeanaraemblx 4eACTBUNR;
npegaaraemble AeNcTBuA;

OCHOBHbIE 3Tanbl OLLEHKMU N OTYETHOCTH.

OAHoM 13 COCTaBAAOWMX Mep, NPeANaraemblx B OTHOLLIEHWM Kaxaom npobiemb! No 6e3onacHocTyH,
Bcerga Oyaer ABAATbCA PYTUHHbIM  dapmakoHagsop. MOMMMO nepevnmcneHna  AOoMNOJHUTENbHbIX
meponpuatTnii B nyHKTe "Mpeanaraemble genctsna” gaHHoro pasgena MYP, B npunoxeHun N 5 k MYP
HeobXxoAMMO MpeaCcTaBUTb NPOTOKO/bI ANA NPOBeAEHUA Ntobbix UccaefoBaHWM (B BUAE NPOEKTa WM
OPYroro fIOKyMeHTa).

6.2.5.3.4. Yactb Il NYP. Pasgen "CBogHaa Tabauua no AOMNOAHMTEbHBIM MEPONPUATUAM NO
dapmakoHaazopy".

B gaHHOM pasgene AosxHa 6biTb nNpeacTaB/ieHa CBOAHAA Tabavua BCEX AOMNOJHUTENbHbIX
MeponpuATMin No dapMmaKkoHaA30pY, BKAOYaA NaaHNUpyemMble AaTbl 3TanoB UX BbIMOJHEHUA.

6.2.5.4. Yactb IV MNYP - nnaH NnocTperncTpaumoHHbIX nccnegoBaHmii 3GpeKkTMBHOCTH.



TpeboBaHMA K  NOCTPErUCTPaALMOHHbIM  MCCNedoBaHMAM No  6e30nacHOCTM  OTHOCATCA
NCKNIOUNTENBHO K 0A40O6PEHHbIM MOKa3aHMAM JIeKapCTBEHHOro npenapaTta, a He K UCC/NeoBaHUAM
OOMNONHUTE/NbHbIX, HE 0406 peHHbIX MoKasaHW. MccnenoBaHuMA No 6e3onacHoCTU, ABAsAOLWMECH 0cobbiMM
06A3aTeNbCcTBAMM U (MAK) yCnoBMEM ANA NOYYEHUA YAOCTOBEPEHMUSA O roCyAapCTBEHHOM perncrpaumiu,
HEeobX0AMMO TaKKe BK/IKOUYUTb B AaHHY0 YacTb MYP.

6.2.5.4.1. Yactb IV NYP. Pasaen "MpeactasneHune aaHHbix 06 adpdekTnBHOCTU".

C uenbto 06bACHEHUA MNPUYMH MNPEANOMKEHHbIX UCCNenoBaHU 3PPEKTUBHOCTU U BKIOYEHMUA
060CcHOBbIBatOWMX AaHHbIX B MYP B AaHHOM pa3gene npeactasnseTca obobuiarowas MHGopmaums no
[OKa3aHHOW 3¢ddEKTUBHOCTU NEeKapCTBEHHOMO NpenapaTa, a TaKXKe YKasaHue, Ha KaKuUX KAMHUYECKUX
NCCNenoBaHMAX M KOHEYHbIX TOYKAX OCHOBAHA AaHHAA oOueHKa. [loskHa OblTb BbIMNOJHEHA OLEHKa
TBEPAOCTM KOHEYHbIX TOYEK, Ha KOTOPbIX OCHOBaHa oLeHKa 3pdeKTUBHOCTH.

B OaHHOM pasgene NpuMBOAMTCA KpaTKas OLEeHKa HeobXoAMMOCTM NpPoBeAeHWA AaNbHEeNLnX
NOCTPErncTpaLMoHHbIX UccaefoBaHN 3PPEKTUBHOCTM MO CAeAYHOLWMM aCleKTam:

NPUMEHNUMOCTb AaHHbIX 06 3dPEKTUBHOCTU ANs BCEX MALMEHTOB B LLeNeBOM Nonyasaumu;

baKTopbl, KOTOpble MOTyT MOBAMATbL Ha 3PPEKTUBHOCTb JIEKAPCTBEHHOrO npenapata B
nosceaHEBHON MeaMLMHCKON NPaKTUKE;

BapnabenbHOCTb TepaneBTUYeckoro a¢pdeKkTta B cybnonynaumax.

B paHHOM pasgene p[oskHa ObiTb npefcTaBneHa cBogHas Tabsivua  3aniaHMPOBAHHbIX
nccnenoBaHNM € yKazaHMEM CPOKOB M OCHOBHbIX 3TAMNOB BbINOAHEHUA. [IPOEKTbl MPOTOKON0B ANA AAHHbIX
KAMHMYECKUX NCCNenoBaHW, BKAOYatoTcA B npuaoxKeHme N 7 K MYP.

6.2.5.5. Yactb V MYP - mepbl N0 MUHMMM3ALNN PUCKOB.

B cootsetctBMM co cneunduKaumeir no 6e30MacHOCTU AeprKaTenb  PEerucTPaLMoHHOro
YOOCTOBEPEHMUS [AO/MKEH OLEHWUTb, KaKMe MeponpuATMS Mo MUHUMMU3ALMKW PUCKOB Heobxoaumbl B
OTHOLLEHUM KaxKaoM npobnembl no 6esonacHocTU. MNaaH MO MUHUMM3ALMKN PUCKOB AOJIKEH BKIOYATH
NoApObHYI0 MHPOPMALUMIO O MEpPONPUATUAX MO MUHUMM3ALMKU PUCKOB, KOTOPblE [O/KHbI ObITb
npoBeAeHbl C Lebl0 YMEHbLIEHUA PUCKOB, CBA3AHHbLIX C KaXkAOW W3 YCTAaHOB/IEHHbIX nMpobaem no
6esonacHocTu. [lpegnaraembie Mepbl MUHMMM3ALMW MO PUCKOB MO KaXgoh M3 npobnem no
6€e30MacHOCTM MOTYT BK/ItOYaTb 6os1ee 04HOr0 MePONpPUATUSA MO MUHMMU3ALUN PUCKOB.

Meponpuatvs No MWHUMM3ALMM PUCKOB MOTYT COCTOATb M3 PYTUHHBIX MEPONPUATMIA Mo
MWHUMU3ALNN PUCKOB M AOMONAHUTENBHbBIX MEPOMPUATUIA MO MUHMMM3ALLMM PUCKOB. Bce meponpuaTusa
MO MMHMMM3ALMM PUCKOB A0JIKHbI UMETb YETKO 0603HAYEHHYIO LLESIb.

6.2.5.5.1. Yactb V NYP. Pazgen "PyTMHHbIE Mepbl MO MUHUMW3ALLUN PUCKOB".

PyTVIHHbIe Mepbl N0 MMHMMWN3aUMN PUCKOB BK/THOYAOT B cebn meponpnaTmnAa (,CI,EVICTBVI‘FI), KOTOpble
NPOBOAATCA B OTHOLLUEHMWN KaXKA0ro 1eKapCTBEHHOro npenapara. PyTMHHbIE mepbl pacnpoCTPaHAOTCA Ha:

oxnn;

MapPKMPOBKY JIeKapCTBEHHOro Npenapara;
UM (JB);

pasmepbl yNaKoBKM;

PEeryaaTOPHbIN CTaTyC JIeKapCTBEHHOro npenapara.



OXN u UMN (NB) ABNAIOTCA BaKHbIMU UHCTPYMEHTaMW MUHUMM3ALUUM PUCKA, MOCKOJIbKY
NPeAcTaBAsOT  CODOOM  KOHTPOAMPYEMbIM W CTaHAAPTU30BaHHbIM  popmaT  MHPopMMpOBaHMA
MEANUMHCKNX U GapMaLLEBTUYECKMX PABOTHMKOB, @ TaKKe NALMEHTOB O SIEKAPCTBEHHOM NpenaparTe.

Pasmep ynaKkoBKW, NO3BOASIOWMI OrPaHUYNTb KOIMYECTBO €A4MHUL, BbINMMCAHHOMO JIEKAPCTBEHHOIO
npenaparta, ABAAETCA elWe OAHWM W3 PYTUHHbIX MEPOMNPUATUA NO MWUHMMM3ALUMKU PUCKOB. [pu
OrpaHUYeHUM KOAMYECTBa eAMHUL, BbIMMCAaHHOrO J/IeKapCTBEHHOro npenapata MauueHT BbIHYMKAeH
06pallLaThCa K neyaliemy Bpady Yepes MeHbLUME NMPOMENKYTKM BPEMEHM, YTO ONTUMM3IMPYET NpoLecce
KOHTPO/IA €ro COCTOAHMS W COKPaTUT BPEMA ero HaxoXKaeHus 6e3 COOTBETCTByHLWEro HabawoaeHus.
BbiNycK YNakoBOK Ha HeBONbLLIOE KOMYECTBO O03MPOBaAHHbLIX eauHUL, (B 0COBbIX Clyyanx - Ha OAHY
[03UPOBAHHYIO eAMHULY) TaKKe MOMKET 6biTb NOME3HbIM B C/y4ae, ec/iv OAHUM U3 OCHOBHbIX PUCKOB
CYMTaeTCA NepesosnpoBKa.

PerynaTopHbIi CTaTyC NEKAPCTBEHHOTO NpenapaTa, NPy KOTOPOM BBOAMTCA KOHTPO/Ib YC/IOBUIA €ro
OTNyCKa HaCeNeHUIo, MOMKET MNOMOYb CHW3UTb PUCKM, CBA3AHHbIE C €ro WCMNo/Ab30BaHUEM WU
HEenpaBuAbHbIM MPUMEHEHNEM. DTO MOMKEeT BbiTb AOCTUrHYTO MyTEM PEryaMpoBaHMA YCIOBUMA, MpU
KOTOPbIX /IEKAPCTBEHHbIV NpenapaT MOKeT ObiTb HasHAYeH, WK YCIOBUIA, MPU KOTOPbIX MaUMEHT MOXKET
MOAYYUTb IEKAPCTBEHHbIN Npenapar.

B peructpaumoHHoe yaoctoBepeHme HeobxoaMMo BKAOYNUTL NOAPOBHYI0 MHPOPMaLMIO O NtobbIxX
YC0BUAX, OrPaHNYEHMAX NOCTAaBOK UAN MCMO/Ib30BAHMM JIEKAPCTBEHHOrO NpenapaTa, BK/oYan yCaoBus,
MPU KOTOPbIX JIEKAPCTBEHHbIA MpenapaT MOXKeT CTaTb AOCTYMHbIM 4/1A nauueHToB. O6blMHO 3TO
Ha3blBaeTca "perynaTopHbIM cTaTycom" NeKapcTBEHHOro npenapaTa. [aHHbIM CTaTyc BKAOYAET B cebn
MHPOPMALMIO O TOM, NOAJIEXKMT /M NIEKAPCTBEHHbIM NpenapaT NpoAarke no peuenTy nam 6es peuenta. OH
TaK)Ke MOMET OrpaHMYMBaTb MeCcTa pacnpocTpaHeHus (Hanpumep, orpaHUYeHne NPUMeHeHMemM TONbKO B
CTaLMOHAPHOM yUpexaeHnm). B OTHOLLIEHNN NeKapCTBEHHbIX NPenapaTos, NPUobpecT KOTopble MOXKHO
TO/IbKO MO peLenTy, HeobXoANMO BBECTU AOMNONHUTE/IbHbIE YCN0BMSA, 3 UMEHHO KnaccuduumpoBaTb UX Ha
NleKapcTBeHHble NpenapaThbl, KOTOPbIe MOXKHO NPUOBPECTU TOMbKO MO CreuunasbHOMY peLenTy.

BonblwmrHCcTBO Npobiem No 6e30MacHOCTU MOryT 6biTb COOTBETCTBYIOLLMM 06Pa3oM peLleHbl Npu
OCYLLECTB/IEHUN PYTUHHbBIX MEPOMNPUATMIA MO MMUHUMM3ALMU PUCKOB. TeM He MeHee B OTHOLLIEHWUK
HEKOTOPbIX PUCKOB PYTUHHbIE MEPOMPUATUA MO MUHUMM3ALMU PUCKOB MOTYT BbITb HEL0CTAaTOYHbIMY,
MO3TOMY MOFyT NOTPEHOBATLCA AOMOIHUTE/IbHbIE MEPOMNPUATUA MO MUHUMM3ALMN PUCKOB.

6.2.5.5.2. Yactb V MNYP. Pazgen "[dononHuTenbHble MeponpuaTisa No MMHUMMU3aLMKU pUCKoB".

JononHuTeNbHbIe MeponpUATUA MO MUHUMMU3AUMKN PUCKOB (TO €CTb MEeponpuATUA, KOTopble He
OTHOCATCA K PYTUHHBIM MEPONPUATUAM NO MUHUMMU3ALMM PUCKOB) AOMKHbI ObITb NPeAsoXKeHbI, Koraa
PYTUHHbIE MEPONPUATUA ABAAIOTCA HEeQOCTaTOUYHbIMM Ana obecneyeHus 6esonacHoro M 3¢¢deKTUBHOroO
NCNONb30BaHWA NEeKapCTBEHHOroO npenapaTta. Pasa AOMOAHUTENbHbIX MEPONPUATAN NO MUHUMM3ALUK
PUCKOB OCHOBaH Ha cnocobax MHPOPMMPOBAHMA, KOTOpble BbIXOAAT 3a pamku OXJTM n UMM (/1B).

Mo AOMONHUTENBHBIM MEPOMPUATUAM MO MUHMMWU3AUMM PUCKOB MNPEeACTaBAATCA AeTasibHoe
onucaHne M 0bOCHOBaHWE HEOOXOAMMOCTM MX MpPUMeHeHusA. B gaHHbI pasgen MYP Heobxoanmo
BK/IIOUYUTb TONIbKO TE€ MEPONPUATUSA, KOTOPbIe CBA3aHbl C 6e30MnacHbIM 1 3¢ EKTUBHbBIM UCMO/Ib30BaHUEM,
OHM TaKXKe A0/IKHbI ObITb HAYYHO 06OCHOBAHHbIMM, PA3PAabOTAHHBLIMW U BbINOJHATHCA CRELMANUCTAMM C
COOTBETCTBYIOLLEN KBaUdUKaLMEN.

[ononHutenbHble MeponpuaATMA N0  MWHMMM3AUMM  PUCKOB NOCAE WX COrnacoBaHusa C
YNO/IHOMOYEHHbIM ~ OPraHOM  FOCY4ApCTB-YN€HOB  CTAHOBATCA  YCIOBMEM AN MOJy4YeHus
PErncTpauMoHHOro  yAOCTOBEpeHMsA. B COOTBETCTBYIOWMX CAy4asx nonHas WHoopmaumsa o
AOMNONHUTEbHBIX MEPOMNPUATUAX MO MUHUMU3ALIMM PUCKOB (B TOM YMC/ie YePHOBOW BapUaHT y4ebHbIX
MaTepurasnoB) AOMKHA ObITb NpeacTasaeHa B npuaoskeHnn N 9 Kk MYP.

Obyyatowme matepuasnbl He AOMKHbI HOCUTb PEKTAMHBIM XapaKkTep. YNOJHOMOYEHHbIe OpraHbl



rocyaapcre-471€HOB COrNnacoBbiBakOT N YTBEPXKOAIOT o6yqa+ou_w|e maTepuanbl, pa3pa60TaHHble B PaMKax
naaHa N0 MMHUMU3aUUN PUCKOB.

[NnAa nexkapcTBeHHbIX NPENapaToB, COAEpXKallMX OAHO M TO e JeicTBylollee BeLLecTBO,
pekomeHayeTca pas3pabaTtbiBaTb MaKcMManbHO 6aM3kue no dopme M coaepiaHuio obydatowme
maTepuasnbl U maTepuanbl 418 NaLUEHTOB.

6.2.5.5.3. dopmat nnaHa (N1aHoOB) MO MUHUMM3ALUN PUCKOB.

Karkpan npobnema no 6e3onacHoOCTU, onpeaeneHHas B cneumdukaumm no 6e3onacHoCTH, A401XKHa
6bITb NpoaHanM3MpoBaHa B AaHHOM pa3sgene NYP no cieaytoleit popme:

onucaHue npobaembl No 6€30NacHOCTH;
Lenb NpeanoKeHHbIX AeNCTBUIA;
PYTUHHbIE MEPbl MMHUMU3ALIMN PUCKOB;

OOMNONHUTENbHbIE MEPOMPUATUA NO MUHUMM3ALMU PUCKOB (€CAM UMEIOTCA), 3a4a4M MO KaxKaomy
AOMONHUTENIbBHOMY MEPONPUATUIO U 06OCHOBaHNE HEOHBXOAMMOCTH;

cnocob OLLEHKA 3¢¢EKTMBHOCTVI MepOI'IpVIFITMﬁ no MWHUMU3AUUN PUCKOB C TOYKM 3peHUnA
AOCTUXKEHUNA NOCTaBNIEHHbIX Ll,E/'IEﬁ;

Leab MUHMMU3aunnm puckos (KpMTepMM OUEHKN YCNEeWHOCTN NPUHATbIX N\ep);
OCHOBHbI€ 3TalNbl OUEHKN U OTYETHOCTU.

[Ns pYyTUHHBIX MEP MO MUHUMM3ALLUN PUCKOB TEKCT, Npeanaraembivi B OXJ1M v UMM (1B), aonxeH
ObITb NpeacTaBNeH BMECTe € AeTa/lbHbIM ONUCAaHUEM APYTMX PYTUHHbBIX MEPOMNPUATUIA N0 MUHUMU3ALMUK
PUCKOB, NPea/IoXKeHHbIX B CBA3W ¢ Npobiemamu no 6esonacHoCcTy.

6.2.5.5.4. O6HOBNEHMA NAaHa NO MUHUMMW3ALMUN PUCKOB.

Mpu obHoBneHnn [YP [OosKeH BKAYATb OLEHKY BbIMOMHAEMbIX PYTUHHbIX W (Man)
OONONHUTE/NbHBIX MEpPonpUATUIA MO MMHUMMU3ALMMU PUCKOB. PesynbTaTbl OGMLMANIBHON OLEHKMU
MepOonpUATUIA N0 MUHUMU3ALUMMU PUCKOB TaK¥Ke A0NKHbI ObITb BK/IKOUYEHbI B IaHHbIN pa3aen. B pamkax
OAHHON KPUTUYECKOM OLEHKM AeprKaTeNb PerncrpauyMoHHOro yaoCTOBEePeHMA O0/KEeH BbISIBAATL U
oueHMBaTb GaKTopbl, KOTopble M60 CNOCOBCTBYIOT IOCTUMKEHWUIO MOCTAaBAEHHbIX Lie/1ei N0 MUHUMM3AL MUK
PUCKa, MO0 MOKa3bIBalOT HU3KNUI ypoBeHb 3DPEKTUBHOCTU MepPOonpUATUIA N0 MUHUMU3ALMM PUCKOB.
JonxeH O6blTb AaH KOMMEHTapMM B  OTHOWEHWWM BO3MOMKHOW HEobXoaMMOCTM  BBeAEHUSA
AONONHUTE/IbHBIX MEPONPUATUIN U (UNU) U3MEHEHUS BbINONHAEMbIX MEPONPUATUIA N0 MUHUMU3AL UK
PUCKOB MO Kaxaol npobneme no 6esonacHocTy.

6.2.5.5.5. Yactb V MYP. Pazgen "OueHKa 3pPeKTUBHOCTM MePONPUATUIN MO MUHUMM3ALUKN PUCKOB".

MeponpuaTtvs No MWUHUMM3AUMKN PUCKOB NpeacTaBasatoT cobol AelcTBMA, Hanpas/ieHHble Ha
npeaoTBPaLLeHME Pa3BUTUA HeXKenaTeNbHbIX Peakumi, CHWMKEHMEe 4acToTbl PasBUTMA WAWU CTENeHu
TAMECTU HEeXenaTeNibHbIX peakuui, a TaK¥Ke MUMHUMU3ALMIO HebnaronpuaTHbIX NOCnenCcTBUiA
BO3AENCTBMA Ha MauMeHTa MPU PasBUTUM HeXKenaTeNlbHOM peaKuuu Ha JieKapCTBeHHbIM npenapar.
OueHKy 3dPEKTUBHOCTM AEATENIbHOCTU MO MUHUMM3ALMN PUCKOB NPU peannsaumm 3Tux uenein cieayer
BbIMO/IHATL HA MPOTAMKEHUM BCETO XKM3HEHHOO LIMKIA IEKAaPCTBEHHOrO Npenapara, YTobbl ybeamTtbea B
TOM, 4YTO HebNaronpuaTHble MNOCNEACTBMA, CBA3AHHbIE C  HEXeNaTeNbHbIMU  PEeaKUMAMMU,
MMWHUMM3NPOBAHbI UM, CnegoBaTeNbHO, COOTHOWeEHWEe "Mosib3a - PUCK" NeKapcTBEHHOro npenapaTta
ONTUMM3NPOBAHO.

B cnyyae BbifABAeHUA HE3IPDEKTUBHOCTU KOHKPETHOM CTpaTerMm mno MMHMMM3AUMKU PUCKOB



HeobxoaAnmo pa3paboTaTb M BHEAPWUTb aNbTePHATUBHbIE MEPONPUATUA. B onpeaeneHHbIX caydaax B
pesy/ibTaTe OLLEHKWN CTpaTermm MoKeT 6biTb cAeNaH BbiBoA, YTO MEPONPUATUA MO MUHUMM3ALMU PUCKOB
He MOTyT KOHTPO/IMPOBATbL PUCKK B Tpebyemol cTeneHn ansa obecneyeHns NPUMeHeHUs NeKAaPCTBEHHOTO
npenapaTa npu MpeBbilleHUM MOMb3bl HaZ PUCKOM, 4YTO O3Ha4YyaeT HeobXO4MMOCTb OT3biBa
NleKapCcTBEHHOro npenapaTta C PbiHKA WAM OFpaHUYEHUA ero NPMMEHEHWA TONbKO TOW MOoArpynnoWn
MauneHTOB, B OTHOLIEHMM KOTOPOW No/b3a NepeBellnBaeT PUCKH.

6.2.5.6. Yactb VI MYP - pestome nnaHa Nno MUHMMM3ALUMN PUCKOB.

Pestome MYP gna Kaxporo nekapcTBEHHONo NPenapaTta AoKHbI 6bITb AOCTYNHbI 06LW,ECTBEHHOCTH.
Pestome [0MKHO BKAOYATb KAtoueBble 3nemeHTbl MYP ¢ ocobbim BblgeneHMemM MeponpusaTuii no
MWUHUMM3ALUMKM  pUCKOB. YTO Kacaetca cneunédukaumm no 6e30MacHOCTM  PaccMaTPUBAEMOrO
JIeKapCTBEHHOrO NpenapaTta, OHa A0J/IKHA coaepKaTb BaKHYO MHPopmaLmio 06 MAEHTUGUUMPOBAHHbIX
M NOTEHLMAbHbIX PUCKaX, @ TaKKe 06 oTCyTCTBYHOLLEN MHOOPMaLUU.

JaHHaa uactb MYP ponkHa cogep:kaTb chegytowme oboblieHHble pasgensl MHpopmauumu,
ocHoBaHHoW Ha moaynsax Cl, CVIll vactu Il MYP nyactax IV u V NYP:

0630p anuaemmonormum 3abosnesaHuii;

0606LLeHHble laHHble MO OLeHKe 3PPEKTUBHOCTU U NOb3bI;
oTCyTCTBYOWAA MHPopMmauma No 3GHeKTUBHOCTM U NOSb3E;
0606ueHHan MHdopmayma no npobaemam no 6esonacHoOCTYH;
Tabnmubl:

cBOAHaA Tabnuua meponpuaTUiA N0 MUHUMM3ALLIMN PUCKOB B OTHOLLEHUW Kaxaoin npobaemsl no
b6esonacHocTy;

nAaHUpyemana MNOCTPEerncTpauMoHHana AeATeNbHOCTb MO oueHKe 3GGEeKTUBHOCTU U PasBUTUIO
dapmaKkoHaa3opa, BKAOYAOWAA AeTasbHOe onucaHWe M ob6bACHEeHWEe MO BCEM MEPOMPUATUAM,
ABNAOLWMNMCA YCAOBUAMM MNONYYEHNA PErMCTPALLUOHHOIO YA0CTOBEPEHMS.

6.2.5.6.1. Yactb VI MYP. Pazaen "0O630p anuaemuonornm sabonesaHna n 060obLLEeHHblIe AaHHbIE NO
oueHKe 3pPeKTMBHOCTM M NOAb3bI".

[epaTtenb perucTpauMoHHOro yA0CTOBEPEHUA A0/MKEH 0606WMTh AaHHbIe MO 3NUAEMUO0TUN
3a60/1eBaHMA MU COCTOAHMA, ABNAIOLLEroca NOKasaHMeM K Ha3HauYeHMUIo IeKapCcTBEHHOro npenapara, C
y4eToMm ZieTanbHoro onncaHuna 8 moayne Clyactu Il NMYP. Mpu 3Tom HbOPMaLUA AOHOCUTCA A0 LLeneBoi
nony AUUM MeTOA0M U3N0MKeHMA GaKTOB M Ha COOTBETCTBYIOLLEM HecneLmnannMpoBaHHOM A3bike. Ecan
JIeKapCTBEHHbIN npenapaTt NPUMeHAeTca B KayecTBe AMarHOCTUYECKOro CpeacTsa, UCMOoNb3yeTcsa npu
aHecTe3sun UAM UMeeT MHble CXOAHbIe MOKa3aHWs, He CBA3aHHble C KOHKPEeTHbIM 3aboneBaHnem Mau
COCTOSIHMEM, aHHbI pa3aen 0630pa MOKeT BbiTb OMyLLEH.

6.2.5.6.2. Yactb VI MYP. Pasgen "O6obuieHHas nHpopmauusa no npobaemam no 6esonacHOCTU
(M3n0KeHHan Ha AOCTYNHOM Ana noTpedbuTens asbike)".

B naHHOM pasgene cienyeT KpaTKo onucate Npobaembl No 6€30MacHOCTU Ha A3bIKE, MOHATHOM 415
NauMEHTOB (1KLL, OCYLLLECTBAAIOLLMX YXO4, 33 NauMeHTamu). Pasgen TakxkKe BKIIOYAET ONMCaHME YacToTbl 1
CTEMEHWN TAMKECTU COCTOAHWM, 00YCNOBEHHbIX Npobiemamm No 6€30MacHOCTU. YTO KAcaeTcs BaKHbIX
noTeHUMaNnbHbIX PUCKOB, HeO6XO,£I,VIMO Pa3bACHUTb NPUYUHbI BOSHUKHOBEHUA OaHHbLIX PUCKOB, a TaKXKe
BO3MOMHbIX HEONpPEeAEeIEHHOCTEN B UX OLEHKe (Hanpumep, PUCK XapaKTepeH A1a COeaANH EHNIN AaHHOro
K/1lacca, HO He Dbl BbISIB/IEH B KIMHUYECKUX UCCAEA0BAHMAX NPU HAa3HAYEHMN SAaHHOMO J1IEKAPCTBEHHOIO
npenaparta). B OTHOWEHWM BaxKHOW OTCYTCTBYHOLLEM MHDOPMaLUMM YKa3biBAeTCA, KaKoe B/MAHUE 3TO



MOMET OKa3aTb Ha LLeNIeBYI0 MONYAALMIO U KaK OTParkaeTca Ha pekomeHaaumax (Hanpumep, Haandune
NPOTMBOMOKAa3aHUI, NPEAOCTEPEIKEHNI).

6.2.5.6.3. Yactb VI MNYP. Pasgen "CBogHaa Tabanua meponpuatuii No MUHUMMU3ALUN PUCKOB B
OTHOLLIEHMM Kaxaon npobnembl no 6esonacHoctn".

B paHHOM pa3gene HeobxoAuMO nepedyncauTb npobsiembl nNo 6e3onacHoOCTM M NpeacTaBUTb
pe3toMe MepPONPUATUIA MO MUHUMM3AUMU PUCKOB, NPEAJIONKEHHbIX 4718 Kaxgon npobiembl no
6e3onacHocTW. Mpu HannMumMm 6onee oAHOrO NAaHa MUHUMM3ALMKU PUCKOB (NpeacTaB/ieHHbIX B YacTu V
MYP) ana Kaxaoro U3 HUX HeObXoAMMO NPeAcTaBUTb OTAENbHYIO TabauLy.

6.2.5.6.4. Yactb VI MYP. Pazgen "MnaHnpyemas NocTpPerncTpaLmoHHan AesTeNbHOCTb MO OLEHKe
3pPeKTMBHOCTM M pa3BUTMIO papmaKoHaa3opa'.

B maHHOM pasgene AoNKeH 6biTb NpeacTaBieH CNUCoK (B TabamnyHom dopmaTe) naaHMpyembix
MeponpuUATUIA B OTHOWEHUU uccnenoBaHua 3GPEKTUBHOCTU M AasibHENLWEro nsydeHusa npobaem no
6esonacHocTu. Llenbto sBnsetcs npeactaBneHne o63opa 3annaHMPOBAHHOINO MOCTPErUCTPALLMOHHOIO
pa3BUTUA NEKAapPCTBEHHOro npenapaTa B OTHOWEHWUN OueHKU 3dpdeKTMBHOCTM M dapmaKoHaa30pa, a
TaKKe PacCMOTPEHME OCHOBHbIX 3TAMNOB, CBA3aHHbIX C KaXAblM UCCNEeA0BaHUEM WU MEPOMNPUATUEM.
[aHHana Tabnvua gonkHa obbeanHATb Tabamubl U3 NyHKTOB 6.2.5.3.4 1 6.2.5.4.1 HacToAwmx Mpasun. B
KarkOon CTpoke Tabauubl yKasblBaeTCs MPUMUMHA MNPOBeAEeHUs WUcCedoBaHMA, HasBaHME M KpaTKoe
OnncaHne UccnenoBaHUA, CPOKM M OCHOBHbIE 3Tanbl BbINOJAHEHUA.

6.2.5.6.5. Yactb VI MYP. Pa3gen "Pe3tome M3MEHEHUIM, BHECEHHDIX B M/1aH YNPaBAeHUA pUckamm".

B pasaene npeacrasnsetca nHpopmauma B TabanyHon bopme ¢ nepedyHemM BCEX CYLLECTBEHHbIX
M3MEHEHWI, BHeceHHbIXx B [YP, B XpoHonormyeckom nopagake. MHbopmaumsa [OAXKHA BKAOYATD,
Hanpumep, AaTy BKAOYEHMSA B NJ1aH HOBbLIX NPo6em No 6€30MaCHOCTU UAKN UCKIOYEHUA 0603HAYEHHbIX
paHee, AaTbl 000aBAEHMA WMAW OKOHYAHMA HOBbIX MCCAeLOBaHMI 6e30MacHOCTM, KpaTKoe pestome
N3MEHEHWIA, BHECEHHbIX B NJIaH MEPONPUATUI NO MUHMMM3ALIMM PUCKOB, @ TaKXKe AaTbl COrNacoBaHUA
OAHHbIX U3MEHEHUN.

6.2.5.7. Yactb VII MYP - npunoxenuna K MNYP.
MYP ponxeH cogepxaTb cneayowme NpUAoKeHUA:

npunoxenne N 1 Kk MYP: Tekywasa (Man npeanaraemasn, €c/iv JIEKAPCTBEHHbIA MpenapaT He
3apernctpupoBaH) sepcma OXJ1M n UMN (N1B);

npunoxkenne N 2 K NMYP: KpaTKuit 0630p BbINOAHAEMbIX U 3aBEPLLIEHHbIX MPOrPaMM KANHUYECKUX
nccnefoBaHum;

npunoxenHne N 3 K [YP: KpaTkmit 0630p BbINOSHAEMbIX W 3aBEpPLUEHHbIX Mporpamm
$bapMaKkoaINMAEMNONOTNYECKUX UCCNEOOBAHNI;

npunoxenune N 4 k MYP: MpoTokonbl Npeanaraembix U NPOBOANMbIX UCCAea0BaHMI no vacTu
Mnyp;

npunoxenune N 5 k MYP: CneuunanbHble dopmbl nocneaytoLero HabatoaeHNa 3a HexXenaTeIbHbIMU
peakumamu;

npunoxenune N 6 K MYP: MpoToKkonbl NpeanaraeMmbix U NPOBOAUMbIX UCCAeA0BaHMI no Yactu |V
Mnyp;

npunoxenune N 7 k MYP: HoBble fAocTynHble oT4eTbl 06 UCCef0BaAHUSAX;

npunoxenHne N 8 K [MYP: MNogpobHaa uWHOpMaUMA O NpessioKeHHbIX AONONAHUTENbHbIX



MEPONPUATUAX MO MUHUMM3ALLUM PUCKOB (€CTM NPUMEHUMO);
npunoxenune N 9 K MYP: [ipyrue BcnomoraTesibHble AaHHble (BK/oYan CCbIOYHbIM maTepuan);
6.2.6. B3anmocsssb mexay MNYP 1 nepnoamyeckum obHoBAsSIEMbIM OTYETOM NO 6e30NacHOCTH.

OCHOBHbIMW NOCTPErNUCTPALMOHHBIMU AOKYMeHTaMn dapmakoHagzopa asasatotca MYP n NOOB.
lnasHol yenbto MNOOB aBAAeTCA NHTErPUPOBAHHAA NOCTPErUCTPALMOHHANA OLEHKA PUCKA U NOb3bl, B TO
Bpems Kak uenbto MNYP asnsetca npe- 1 NocTperncTpaLMoHHoe ynpasaeHme 6af1aHCcoM PUCKa M NOAb3bl U
NNaHMPOBAHME, TakMM 06pPasoM [JaHHble [AOKYMEHTbl ABAAKOTCA B3aumogononHaowmumu. MNOOB
paccmaTpuBaeT obwuin Nnpoduab 6€30MacHOCTU KaK YacTb UHTErPUPOBAHHOM OLEHKWU PUCKA U MOb3bl
NIeKapCTBEHHOrO npenapaTta B YCTAHOB/IEHHble BPEMEHHblEe MNepuogpl, MO3TOMYy B Hem Oyaet
paccmaTpmBaTbca 0bWMIA NPodUab pPUCKa M MOAb3bl SIEKAPCTBEHHOrO MnpenapaTta (B ropasgo 6onee
LWMPOKOM AMana3oHe BO3MOXKHbIX HeXKenaTeNbHbIX peakuuit). MNpeanonaraetca, 4To AMwb HebonbLuas
YyacTb pucKoB OyaeT KaaccMPuMuUMpoBaTbCA KaK BaKHble WUAEHTUOULMPOBAHHLIE WAM  BarKHble
NMOTEeHLMaNbHbIE PUCKU M PAaCcCMATPMBATLCA B KauecTBe npobaem no 6esonacHoctv B pamkax MYP.

B cnyyae ecnn NOOE u MYP npeacrasnatoTca ogHospemeHHo, MNYP gonKeH oTparkaTb 3aKAO4eHue
no npodunio 6esonacHocTn N apdeKTMBHOCTK, caenaHHoe B NOOB. Hanpumep, ecnm B NOOBE caenaH
BbIBOZ, O BbIAIB/IEHWN HOBOFO CUTHa/MA U €ro OTHECEHWWN K YMCAY BAKHbIX MAEHTUOULMPOBAHHDLIX UK
Ba)KHbIX MOTEHUMANbHbIX PUCKOB, AaHHbIA PUCK A0/KeH OblTb BKAOYEH B 4MCAo npobnem no
6esonacHocT B ObHOBNeHHylO Bepcuio MYP, npeacraBnsemyo ogHoBpemeHHo ¢ MNOOB. MnaH no
dbapmakoHaA30py M NAaH NO MUHMMM3ALMM PUCKOB LO/MKHbI B STOM CAy4ae ObiTb COOTBETCTBYOLWMM
06pa3om OOHOB/EHbI C OTPAXKEHUEM NPEAJSIOKEHNIN AepiKaTeNa PerncTpaLMoHHOro ya0CTOBEPEHUS Mo
JanbHelwemMy W3y4eHUI0 QAaHHOW npobnembl no 6He3onacHOCTM M mMepam MO MUHUMMU3ALMM
CONPAMEHHOTO PUCKa.

6.2.7. MpuHumMnbl oueHKu MYP.

OCHOBHbI€ BOMPOCHI, KOTOPbIE 4O/IKHbI ObITb PACCMOTPEHbI MPU MNOArOTOBKE UK nepecmotpe MNYP
AN NEeKapCTBEHHOro npenapaTa, BKAKYAOT aHanv3 MHGOPMaLLMKM, BbINOAHAEMbI C ydeTom npoduns
COOTBETCTBYIOLLEINO [AOKYMEHTa cucTembl GapmMaKoHaZ3opa, WAW  aHanAM3  MeponpuatTMii Mo
dapmaKoHagzopy.

6.2.7.1. Cneumdurkauma no 6€3onacHOCTU aHaIM3MUPYETCA NO CAeAyoLWMM BONPOCaMm:
6111 1N BKAKOYEHDI B crieundmnKaumio no 6e3onacHOCTX BCe COOTBETCTBYHOLLME YACTH;

6blM 1N NEePecMOTPEHbl BCE COOTBETCTBYIOWME AAHHbIE NPW COCTaBAeHWM cneunduKkauum no
6e30MacHOCTM, TO eCTb MMEIOTCA /I BaXKHble (HepelleHHble) BOMPOChbl U3 APYrvx pasgenos Aocbe,
KoTopble He BblIM pacCMOTpPEHbI B cneunduKkalmm no 6esonacHocTy;

€C/In 4acCTb LI,EI'IeBOI\;l nonynauun He 6bina NU3y4yeHa, 6blIN NN BKAKOYEHDI COOTBETCTBYIOLLNE
FIpO6l'I€MbI no 6e30nacHoOCT B CBA3U C noTeHyunasibHbiMn pUCKamu 1 OTCYTCTBy}OLLI,er/'I MH(I)OpMaLI,VIel‘/JI;

KaKMe CYLLLeCTBYHOT OrpaHMuYeHmns 6asbl AaHHbIX MO 6e30MacHOCTM U KaKytlo CTeneHb YBEPEHHOCTU
OHa obecneyvBaeT B OTHOLWEHUWN NPABWUIbHOCTU OLEHKMU Npoduna no 6e30MacHOCTU SeKapCTBEHHOIO
npenapara;

BK/ItOYaET N cneumdrkauma no 6€30nacHOCTU OLLEHKY cneuMdrUUYEeckux PUCKOB, TaKMX, Hanpumep,
KaK NpMMEeHeHMe He Mo oA06pPeHHbIM MOKA3aHUAM, PUCK HENPABWUIbHOFO MPUMEHEHWUS U Pa3BUTUA
3aBMCMMOCTU, PUCK MESMULMHCKON OWMOKN, nepesayn MHOEKLMOHHbIX areHTOB;

npeacrasasetr A cneumédukauma no 6e3onacHoCcTM peasbHoe OTpa)keHwe npobiem no
6e30nacHOCTU (TO ecTb BakHble BbIABNEHHbIE PWCKM, BaKHble MNOTEHLMA/NbHbIE PUCKM M BakHan
OTCYTCTBYHOLAA MHOOPMALWA), KAaCAOLLMXCA IEKAPCTBEHHDBIX NPEnapaTos;



cofepXnT an cneunduKauma no 6e30MnacHOCTU reHepruyeckoro NeKapcTBEHHOro npenaparta Bce
npo6iembl Mo 6€30MNacHOCTK, YCTaHOBAEHHbIE A1 pedepeHTHOro eKapcTBeHHOro npenapara;

COOTBETCTBYET /1M YKAa3aHHOE MEeCTO JIEKAPCTBEHHOrO npenaparta B TepaneBTMYECKOM apcCeHane
npeanosiaraéMomy HasHa4eHUIo U COBpEMEHHOVI Me,CI,VILI,MHCKOVI NPaKTUKe.

6.2.7.2. NnaH no papmaKkoHaA30py aHaNM3MPYETCA MO CAeayoWmMmM BONpocam:

BCe /M npobnembl No 6e30MacHOCTM, ycTaHaB/AMBaemMble cneunduKaumeir no 6esonacHocTy,
BK/IOYEHbI B N1aH No papmaKkoHaa30py;

AOCTaTOYHO /1M PYTUHHBIX MEPONPUATUIA NO GapMaKOoHaA30pY (Kak 3TO NpeacTaBieHO B ONUCAHUMU
cucTembl papMaKkoHag30pa) Uam ectb HeobXxo4MMOCTb B MPOBEAEHNN AOMOAHUTENbHbBIX MEPONPUATUI NO
dapmakoHaazopy;

OAHO NU 4YeTKoe onpeaeneHne M onucaHue AeATeNbHOCTM No ¢papmaKoHaA30py B MNaaHe Mo
dapmaKkoHaa3opy, ABNAETCA AW gaHHaA WHbopmauma [OCTaTOYHOW Ana  uaeHTMdMKaumm, uam
XapaKTEPUCTUKU PUCKOB, UNU NPeACTaBleHNA OTCYTCTBYOLWEN HPopMauum;

BKAoYaeT sm  [IYP cooTeeTcTBYOWME U afeKBaTHble MpeanoXeHuAa Jna  MOHUTOPUHIa
MEeONUNHCKUX ownbOoK npu npuMmeHeHnn N1eKapCTtBeHHOro NnpenaparTa;

ABNAKOTCA NN NpPennoXeHHble AO0NOJIHUTENIbHbIE WMCCNEeO0BaHUA HGO6X0,£I,VIMbIN\VI n (VI}'IVI)
none3Hbimu;

cornaCHo npeacrtaBneHHbIM MPOEKTaM NMPOTOKO/10B VICCI'Ie,CI,OBaHVIﬁ ABNAKOTCA I Npegnaraemble
nccnenoBaHnA B NiaHeE no d)ap:v\aKOHa,u,sopy adEeKBATHbIMN AONA U3Yy4YEHUA HAYYHbIX BOMPOCOB U
BbINMNO/IHUMbIMU;

onpeaesieHbl M COOTBETCTBYHOLIME OCHOBHbIE CPOKM M 3Tarbl B OTHOLIEHWM Npeasaraembix Mmep,
npeacTaB/iieHna pesynbTaToB M 06HOBAEHUA NnaHa No GapmakoHaa3opy.

6.2.7.3. TnaHbl NOCTPErUCTPALMOHHBIX MCCenoBaHUI 6e30MacHOCTU  aHAU3UPYLOTCA  NO
CneayoLmMm BOnpocam:

COOTBETCTBYIOT /I onucaHue 3GPEKTUBHOCTM JIeKapCTBEHHOro npenapata v MHbopmauusa o6
NCCNef0oBaHMAX U KOHEYHbIX TOUYKAX, Ha KOTOPbIX OHA OCHOBbIBANACH, COAEPKAHUIO AOCHE;

HOCAT /1N Kakne-nnbo M3 NpPeaoXKeHHbIX WUCCIef0BaHMIM PeKNamHblit Xapaktep (TO ecTb He
ABNAIOTCA /1M OHN UCCAeA0BaHUAMM, KOTOpble He CTaBAT nepes cobol A0CTOBEPHbI Hay4YHbI BONPOC B
KauecTBe MepBOOYEPEAHOM LEeAM UM  KoTopble MpeAHasHadeHbl A8 MOBbIWEHMA Ccnpoca  Ha
NeKapCTBEHHbIW Npenapar);

HACKOJIbKO HaeXHbl AadHHbIE MO 3¢¢EKTVIBHOCTVI n CylwecTByeTt 1n HeO6XOﬂ,MMOCTb 3anpoca Ha
nposeneHune ,D,aﬂbHeVILUMX MCCJ'Ie,L'J,OBaHVIﬁ 3¢¢EKTMBHOCTM B KayectBe YycnoBumA nony4vyeHuA
PerncTpaunoHHOro yaocrosepeHumsa.

6.2.7.4. Meponpuatma no MMHUMKU3ALLUKM PUCKOB AaHANIM3UPYIOTCA MO CeayoWMM BONPOCaM:

COOTBETCTBYHOLLMM 11 06pa3oM MHPOPMALMA O IeKapcTBEHHOM MNpernapaTe OTpaXKaeT BCe BaXKHbIe
BbISIB/IEHHbIE PUCKW U BaXKHYHO OTCYTCTBYIOLLYHO MHPOPMALMIO;

HeobX04MMO M BKAKOYUTL B MHOOPMALLMIO O SIeKapCTBEHHOM NpenapaTte NoTeHUMaNbHble PUCKK,
[OCTaTOYHO aKTya/lbHble B OTHOLWEHUM 6e3onacHoro u 3pQeKTUBHOrO NMPUMEHEHUS NIEKaPCTBEHHOro
npenapara;

COOTBETCTBYET AU npeanaraemas GpoOpMy/JMPOBKA O PUCKAX U MX BbIABAEHUU MHOOPMALMMK M



pekomeHaaumam 8 OX/T;

PaCCMOTPEHbI MYTU CHUMNKEHUA PUCKA MEAULMHCKMX OWMBOK Npu NMPUMEHEHWUW IEKaPCTBEHHOMO
npenapaTa;

6l NI MEPONPUATUA MO MUHUMM3ALMKN PUCKA UCNONBb30BaHbI Npu paspabotke OXJ1M, UMM (/1B),
cneumanbHbiX Mep MPUMEHEHUA NEeKapCTBEHHOrO npenapaTta (BkAwo4aa paspaboTKy cneuunanbHom
KOHCTPYKLMUM YCTPOMCTBA BBOZA M KOHTEMHEPOB B C/lydae HeOHbX04MMOCTHN) U An3aliHa YNaKOBKM;

6bln nn npegnoXXeHHble meponpuaTma nNo MUHUMU3AUUU PUCKOB adeKBAaTHbIMUA PUCKaM U
AO0CTAaTOYHbIMMU;

6bIN1 M NpeaNoXKeHbl 40NONHUTE/IbHbIE MEPONPUATUA NO MUHUMMU3ALLMM PUCKOB U MOTYT /I OHU
ObITb OUEHEHbI KaK COpPa3MepHble PUCKaM M afeKBaTHO O6OCHOBAHHbIE;

BKNOYEHO /M noapobHoe onucaHue MPeasioNKEHHbIX METOAMK ANA U3MEPEHUA U OLEHKU
3pPEeKTMBHOCTU MePONPUATUIN MO MUHMMM3ALMN PUCKOB U ABASIIOTCA /1IN OHU LLeN1ecoobpasHbiMu;

6bINN NN KpUTEPUN OLLEHKN 3DDEKTUBHOCTU AOMNOAHUTENbHBIX MEPONPUSATUIN N0 MUHMMM3ALLUK
PUCKOB onpesefieHbl M3HAYasIbHO.

6.2.7.5. MNpu oL,eHKe HeobXoAMMOCTU NOAroToBKM obHoBNeHus MYP aHanusupyloTcs cneayouime
BONpPOCHI:

6bIn1 1 HOBbIE AaHHbleé BK/IKOYEHbI B CFIELI,VId)MKaLI,MI-O no 6830I'IaCHOCTVI;

6binM A B niaH no ¢apmaKoHaZ30py BHECEHbl COOTBETCTBYIOLLME WM3MEHeHMA (ecam 3To
HeobX04MMO C Y4ETOM HOBbIX JAHHbIX);

HACKO/IbKO 3G GEKTUBHBIMM BblIM BBEAEHHbIE MEPOMPUATUA N0 MUHUMM3ALLUN PUCKOB;

6blnM M B Caydae HeobXOAMMOCTM NPEeaNoKeHbl U3MEHEHNA B MEPOMPUATMAA N0 MUHUMMU3ALLUN
PUCKOB;

CBMAETENbCTBYIOT M HOBble AaHHbIE O TOM, YTO TpebyeTca opuLManbHan OLLEHKA COOTHOLLEHUA
"nonb3a - puck" (ecnm ato eule He 6bin0 caenaHo B MNOOB).

6.2.8. CucTembl KayecTBa U ynpaBaeHne OKYMeHTaLMEN.

HecmoTpa Ha To yTo B npouecc HanucaHusa [MYP moxKeT OblTb BOBJEYEHO MHOrO 3KCMepToB,
OKOHYaTe/IbHYl0 OTBETCTBEHHOCTb 3a €ro KayecTBO, TO4HOCTb M Hay4yHYl LENOCTHOCTb HecyT
YNONHOMOYEHHbIE LA Mo GapmaKkoHaA30py B rocyaapcreax-yneHax. [epxaTenb perncrpalmMoHHOro
YyO0CTOBEPEHMA HeceT OTBETCTBEHHOCTb 3a ObHoBneHue [YP, Korga CTaHOBWUTCA AOCTYMHOM HOBas
MHbOPMALUMSA, U OO/KEH MPUMEHATb MPUHLMMbI obecneyeHnn KayecTBa, M3N0KEHHble B pasgene 2
HacToAwwmx Mpasua. [ep:KaTesb PerncrTpaLMoHHbIX YAOCTOBEPEHUI [OMKEH 06ecneynTb KOHTPO/b U
OOKYMEHTUpOBaHWe npoueaypbl npeacrasneHuns MYP B ynoNHOMOYEHHbIe OpraHbl rocyAapcTB-Y41eHoB C
yKa3aHMeM AaT NpeacTaBAeHUsa N BCEX 3HAUYUTENbHbIX U3MEHEHMIN, BHECEHHbIX B Kaxayto Bepcuto MYP.
[aHHble 3anucu, MYP n nobble AOKYMEHTbI, UMetoLLMe OTHOLWEHME K MHbopMaLmn B pamKax MYP, moryTt
noABeprHyTbCA NPOBEPKE KBANMPULMPOBAHHBIMU MHCNEKTOPaMK No GapMaKOHaA30py.

6.3. TpeboBaHUA K NpeacTaBNeHUIO

6.3.1. CuTyauum, B KOTOPbIX JOMKEH BbITb NpeacTasnaeH MYP.

MpeactasneHune MYP nam (B cOOTBETCTBYIOWMX CAy4anx) ero obHoBAEHMA MOryT NoTpeboBaTbcs B
ntoboe Bpems B TEYEHME HKU3HEHHOIO LMKNA IEKAPCTBEHHOrO Npenapara.



6.3.1.1. Mpx nepBMYHOIM Nogauye 3aABNEHUA HA perucTpaumio NeKapcTBeHHoro npenaparta MYP
npeacTaBAAEeTCA B CIeAyOLWLMX CAYYanX:

npn nogaye Ha pPEerucTpaunio NEeKapCTtBeHHOro npenaparta, coAdepXawero paHee He
3aperncTtpnpoBaHHoOE rocyaapCreom-4ieHom ,D,EVICTBy}OLLI,ee BeuWLecTBo,

npu noJaye Ha PErvcTpauMio JIeKapCTBEHHOrO MpenapaTa, COAEPXallero paHee He
3apEermcTpUpPOBaHHYIO roCyAapCTBOM-4/IEHOM KOMBMHALMIO AEACTBYOLMX BELLECTB;

Npu 3asB/IEHUM Ha PETMCTPALMIO IEKAPCTBEHHOrO NpenapaTa 6UON0rMYECKOro NPOUCXOXKAEHMS.

YNO/IHOMOYEHHbIN OpraH rocyJapcTBa-ysieHa BrnpaBe noTpeboBatb npeactasneHune MYP npwu
3aABNEHUN Ha PErucTpauMio NeKapCTBEHHOro npenapata B MHbIX CAyyasx, Korga obecneyeHue
NPUMEHEHWA NIEKaPCTBEHHOrO MpenapaTta Npyu MpeBbieHMM NoAb3bl HaZ pPUCKOM TpebyeT BBeaeHMA
AOMNONHUTENbHBIX MEPONPUATUIA MO papMaKoHaA30py UAN MEPONPUATUIN NO MUHUMU3ALMU PUCKOB.

6.3.1.2. YNONHOMOYEHHbIM OpraH rocygapcTBa-yseHa Bnpase notpebosatb npeactasneHue MNYP B
cnepyowmx cayqanx:

NPy BHECEHUW 3HaYMTENbHbIX U3MEHEHWUIN B CYLLECTBYIOLEE PerMcTpaLmnoHHoe yaocToBepeHne
JleKapCTBEHHOro npenapara, 06/1acTb NPUMEHEHMS, acneKTbl MPON3BOACTBEHHONO Npouecca (Hanpumep,
HoBaAa JfiekapcTBeHHaa ¢opma, HOBbIM crnocob BBeAeHWA, HOBbIM cnocob  NPousBoACTBa
HMOTEXHONOMMYECKMUX /IEKAPCTBEHHbIX MpenapaTtos, BBeAeHME MeaMaTpUYecKux MoKasaHun, apyrue
3HaUYUTE/bHbIE U3MEHEHWNSA B NOKa3aHUSAX);

€C/IV cyLLlecTByeT npobiema no 6e3onacHOCTH, OKa3biBaOLLLAA BMAHME HAa COOTHOLLEHMWE "Nosb3a -
n
pucK";

npyv NOATBEPNKAEHUN pernctpaumm (nepeperncrpaumm) NeKkapcTBEHHOro npenaparta, eciu B
OTHOLLEHWM NIEKAPCTBEHHOrO NpenapaTta MMeeTca cyluecTsytowmin MYP.

6.3.1.1. TpeboBaHMA B 0COBbIX CUTYALUSIX.

Kak npasuno, Heobxoanumo npeactaBnAtb Bce Yyactv MNYP. Tem He meHee B HEKOTOPbIX C/Ay4asx,
OMMCaHHbIX HUXKeE, B COOTBETCTBMM C KOHLENUUEn NponopLMOHanbHOCTU HEKOTOPbIE YacTu UAN MOLYN
MOTyT 6bITb ONYLLEHbI, €C/IN TONIbKO YNOJIHOMOYEHHbIM OpraH rocyAapcTBa-4/ieHa He NpeaCTaBAAET UHbIX
TpeboBaHuin. Jliobble npobnembl No 6e30nNacHOCTU, BbIABAEHHble B OTHOWEHUN pedepeHTHOro
NIeKapCTBEHHOro npenapaTta B pasgene, UCKAYeHHOM U3 obuiero npeactasneHua MYP, Heobxoammo
BKAOUMTb B moaynb CVIII NYP, 3a UCKNOYeHNEeM cnydaes, KOraa oHW 60blie He ABNAKTCA aKTyalbHbIMU.

MepBUYHAA NOAAYa HA PETUCTPALIMIO TEHEPUYECKMX JIEKAaPCTBEHHbIX NMPEnapaTos.

B cnyyae nepBMYHOM NOAAYM HA PEFUCTPALMIO TEHEPUYECKMUX NEKAPCTBEHHbLIX NPEenapaTos, AnA
KOTOpPbIX MO OPUIMHANbHBIM NeKapCcTBEHHbIM npenapaTam BeegeH MNYP, mogyan Cll - CV cneymduKkaumm
no 6esonacHoctu MYP moryT 6bITb onyuweHbl. Moayab CVI cneundurkaymm no 6esonacHoctu MYP gonkeH
ObITb OCHOBAH Ha NpeacTaBAeHUN MHOPMAUMK O nNpobsemax No 6e30nacHOCTU, YCTaHOBAEHHbIX ANA
OPUTMHANBHOrO IEKAPCTBEHHOrO MNpenapaTta, ecn To/bKO reHepUYEeCKUn NeKapCTBEHHbIM NpenapaTt He
OT/INYAETCA MO CBOMM CBOMCTBAM HACTO/IbKO CYLLECTBEHHO, YTO 3TO MOXKET NOBAMATb HA Npodub
6esonacHoCcTW, MO0 eciM MHoe He TpebyeT Yno/NHOMOYEHHbIM OpraH rocyaapcrea-ysieHa. Ecan B
OTHOLWEHUN OPUIMHANIbHOIO NIeKApCTBEHHOro npenapata He BBEAEHO HUWKaKUX [OOMOJIHUTENbHbIX
MeponpuATMN No ¢GapmaKkoHa[30py WAM MPOBEAEHUIO UCCNenoBaHUN 3PPeKTUBHOCTM B KayecTse
YCNOBUA ANA NONYYHEHUA perMcTpaunoHHoro yaocrosepenus, 4actu Il n IV MYP n pasgen o nhaHupyemom
NOCTPErncTpaymMoHHom passutnm B 4actn VI MYP moryT He npeacTasnaTbLCA.

Mpu npeactaBneHnn obHosneHus MNYP B ero Heob6xoaMMO BKAOUYNTL Moayib CV cneundurKkaymm no
6e3onacHocTu MYP.



Modaya Ha BK/AOYEHWE HOBOrO MOKa3aHUA MO MeAULUHCKOMY MPUMEHEHWUIO NeKapCTBEHHOro
npenapara, 3aperMcTPMPOBaHHOIO Ha TEPPUTOPUAX FrOCYAapCTBa-YneHa Ha NpoTAXKeHUM nocnegHmx 10
ner.

Mpn nogaye 3asBNEHUS Ha BK/OYEHME HOBOrO MOKAa3aHMA Ha YXKe 3aperMcTpMpoBaHHbIA Ha
npoTaXeHnn nocnegHnx 10 net Ha TePPUTOPUAX FOCYAAPCTB-YNEHOB JIEKAPCTBEHHbIN NPenapaT AaHHble
KMHUYECKNX UCCIef0BaHNSA, CBA3AHHbIE C yXKe 0400PEeHHbIMM NOKa3aHUAMMU, MOTYT ObITb UCK/THOYEHbI U3
moayns Clll cneundukaumm no 6esonacHoctn NMYP, a moayns CIV cneundmkaumm no 6esonacHoctu MYP
OO/MKEH BKAOYATb MHOOPMAUMIO TOAbKO B OTHOLIEHWMM UENeBbiX Fpynn nonyaaunun no HOBOMY
NMoKasaHMIo, eC/IM TO/IbKO YMNOJIHOMOYEHHbIM OpraH rocygapcTBa-yieHa He npeacTaBAAeT WHbIX
TpeboBaHMN. Tem He MeHee MOryT ObiTb BK/OYEHbl AaHHble 06 OnMbiTeé MCMNOJ/Ib30BaHUA YiKe
3aPEerncTpUpPOBaHHbIX N1EKAPCTBEHHbIX NPEMNapaToB y 0COObLIX rPYNN HACeNEeHUA, KOTOPble aHaM3UPYHOTCA
B moayne CIV cneumdpuKauum no 6esonacHoctu MYP.

Mpu nogaye 3asBAEHWUA HA MEPBUYHYIO TOCYAAPCTBEHHYIO perucTpaumnio TpeboBaHuA K
npeacTasieHmio MHbopmaumm no vactam MNYP npuseaeHs 8 Tabnuue 1.

Tabnuua 1. TpeboBaHMA K NpeacTaBAeHMO MHGOPMALMM MO YaCcTAM
MYP npu nogave 3adaBNE€HMA HA perucTpaLuio



Bug, Yacr Yactb Il Yactun

NeKapcTBeHHoro | bl

npenapaTa Ch| cin | cm Clv | cv CvI CVia cvi CVviii 1" v | V| VI Vil
Hosoe + + + + + + + + + + + + + + +
Aencreytowee
BELLEeCTBO
BroaHanormyHbl + + + + + + + + + + + + + + +
7
(6nonoaobHbIN)
NIEKaPCTBEHHbIN
npenapat
leHepuyeckuit + + + + + * * + * +
JNIeKapCTBEHHbIN
npenapat
®PuKcnpoBaHHble + + § § + + + + + + + + + + +
KOMbuHauum
mbpunaHbIn + + * * + + + + + + + o+ 4 +

NEKapCTBEHHbIN
npenapar




Mpumevanns: 1. Cumson "§" osHauyaer, uTo UHOpPMAUMA NO AAHHOMY pa3gesny MOXKET He
NPeACTaBAATLCA B OTAENbHbIX CAydanx (Mpy HaAUYUKU JOKYMEHTaIbHOro 060CHOBaHUSA).

2. Cumson "*" o3HayaeT, YTo NpeabABAAITCA MOANDULIMPOBAHHbIE TPEOOBAHMA K COCTaBAEHUIO
yacTu.

MepBoHayYanbHbIi MYP Ona NeKapCTBEHHbIX MpPenapaTtoB, HaxoAAwmxcA B obpaleHuu Ha
TEPPUTOPUAX FOCYAAPCTBa-YNeHa Ha NpoTaxKeHun 10 nerT.

Echin ynonHOMOYEHHbI OpraH rocygapcTBa-yseHa He onpeaenseT WHble TpeboBaHUs, TO
AepyKaTenu perncTpaumoHHbIX YA0CTOBEPEHWIN, KOTOPble A0/XKHbI NPeAcTaBUTb NepsoHadYanbHbl MYP
ANA peannsyembix Ha PbIHKE rocyaapcTBa-yieHa AeKkapcTBEeHHbIX NpenapaTos, MOryT ONyCcTUTb MOoAyAN
Cll v CIV cneumduKaumm no 6esonacHoctn MYP npu cobatogeHnn Bcex cnenyowmx yCoBuit:

JIeKapCTBEHHbI npenapaT 6bln pa3melleH Ha pbiHKe B TedeHue nocneaHunx 10 net uam paHee ao
ycTaHoB/eHUs TpebosaHua K MNYP;

TpeboBaHue K MYP He cBA3AHO C Mogayeit 3asBKM HA BHECEHME 3HAYUTENbHOTO U3MEHEHUS B
CYLLLECTBYIOLLEE PEFUCTPALMOHHOE YA0CTOBEPEHME, 061aCTb MPMMEHEHMA, aCNeKTbl MPOM3BOACTBEHHOIO
npouecca. Ecan gaHHoe ycnosue He NPUMEHUMO, AAHHbIE KAMHUYECKUX UCCNefoBaHUM, CBA3AHHbIE C
3TUMM U3MEHEHUAMM, AOMKHbI ObITb NpeacTasneHbl B mogyne Clil cneumdumkaumm no 6es3onacHoctm MYP,
a moaynb CIV cneumduKaumm no 6esonacHoctu NMYP moKeT ObITb UCKAOYEH.

O6CyaeHNe CyLLECTBYOLWMX NOCTPErnCTPALUMOHHBIX AAHHbIX M UX MPUMEHMMOCTM K LLeNEBbIM
rpynnam naumeHToB A0KHO 6bITb NOAPO6HO pacnucaHo B pasaesne CV cneundmkaumm no 6esonacHocTy
nyp.

6.3.2. O6HOB/IEHUA NNaHa YNPaBAEHUA PUCKAMMU.

Echm NYP 6bin paHee npeacTaBneH AeprkaTenem pPerucTpauyoHHOro YAOCTOBEPEHMS Mpu
npoLeaype perncTpaumm gns AecTBYHOLLErO BELLECTBa, Ntobble Nociaeayowme npeacTaBaeH s L4ONXKHbI
noaaBaTbCA B BUAE ODHOBNEHUA 3@ UCKAOYEHMEM C/ly4aeB, KOr4a OroBapuBaavCb MHble TpeboBaHUA.
Karkpoe npeacrasneHme MNYP AonXKHO MMETb YETKMN HOMEP BEPCUM U BbiTb AATMPOBAHO. ITO OTHOCUTCA
K npeactasneHuio NMYP NOAHOCTbIO WMAM TOAbKO K ero 4actm uam moaynto. Bepcun ¢ nameHeHuamm,
nmerowme  mnaeHMobUUMpyowyo  MHPoOpMaLMIO, AOMKHbI  OblITb  NpeAcTaB/ieHbl  BMeCTe ¢
COMNpPOBOAMTENbHBIM NMCbMOM, BKAIOYAOWMM NOAPOOHOE ONMcaHNe U3MEHEHMU C MOMEHTa NocaeaHel
npeacTaBNeHHON BEPCUMN.

Cpoku npeactasneHma obHosneHuI MYP ycTaHaBAMBAOTCA NPU ero BBEAEHUUN N TaKKe ABAAIOTCA
YC/IOBUEM COXPaHEHUs PeryisTopHoro ctaTtyca. [laHHble YCTaHOB/IEHHbIE CPOKU ABNAKOTCA MaKCMMAaJIbHO
AONYCTUMbIMWA U HE CHUMAIOT OTBETCTBEHHOCTb C Aep)KaTens PerncTpaLuMoHHOro YA0CTOBEPEHUS Mo
KOHTpOMtO npoduna 6e30nacHOCTM NeKapCTBEHHOro npenapata M TpeboBaHW NO NpeacTaBAEHUIO
obHoBNeHHOoro MYP B c/iyyae BbIABMEHUSA 3HAUMTE/NbHbIX USMEHEHUI B OLLEHKE COOTHOLIEHMA "nonb3a -
PUCK" COOTBETCTBYIOLIUX JIEKAPCTBEHHbIX NPEnapaToBs, BKAoUYeHHbIX B [YP, BHe ycTaHOB/NEHHOro rpaduka
nozayn obHoOBAEHUN.

Ecnv c momeHTa nocneaHero npeactasieHns B NYP He 6b1/10 BHECEHO HUKaKMX M3MEHEHUI (To ecTb
nnaHosoe O6HOBAEHME MNPOUCXOAMT BCKOPE MNOCAE OKOHYaHMA  Mpoueaypbl), AepiKaTenb
PErnmcTPaLnoHHOro YA0CTOBEPEHUA MOMKET NPeACTaBUTb MUCbMO, B KOTOPOM OBbACHAETCA OTCYTCTBUE
N3MEHEHWIA, N NO COrNacoBaHWUIO C YNOJIHOMOYEHHbIM OPraHOM rocyAapcTBa-ylieHa He MPeacTaBAAaTb
obHoBneHue MYP.

Echn He oroBopeHo WHoe, B cnydasax, kKoraa NOOB v MNYP sapnatoTca HeobxogumbiMU ann
JIeKapCTBEHHOrO NpenapaTa, NaaHoBble 0b6HoBAeHMA MYP AonXHbl ObiTb NPeAcTaBAEHbI B TO e Bpems,
YTO U NlaHOBble o6HoBNeHKs MOOB.



Mocne o6HoBNEHMA MMYP nnaH N0 MUHUMMU3ALMKM PUCKOB NPU HEOHXOAMMOCTU JOMKEH BKAKOHYATD
OLEHKY 3(PEeKTUBHOCTM M pPe3yNbTaToOB PYTUHHbLIX W (MAM) [OMNOAHUTENBHBIX MEPONPUATUIA Mo
MUWUHUMM3ALUN PUCKOB (B COOTBETCTBMM C TpeboBaHUAMM NoANYHKTA 6.2.5.5.4 HacToAwmx MNpasun).

6.3.3. Mpo3payHoOCTb.

YNonNHOMOYEHHbIe OpraHbl rocyaapcTB-4ieHoB obecneynBaoT B3aMMHYO AOCTYMHOCTb OTYETOB O
pe3ynbTaTax oueHKu npeactasnsemblix MYP u pestome MYP yepes MHTErpMpoBaHHy0 MHPOPMALMOHHYO
cuctemy Cotosa.

7. OpraHunsauma paboTbl C MHPOPMaLMel 0 HeXKeNnaTeNbHbIX
peaKkumaAxX Ha 1IeKapCcTBEHHbIE NpenapaThl

7.1. CTpyKTypbl M npoLieccol

Hactoawmit pasgen onpeaenser OCHOBHble MNpMHUMMBLI nNpoueayp cbopa, perucrtpauumn u
npeacTaB/ieHns COODOLWEHMI O MOAO3PEBAEMbIX HEXKENaTe/IbHbIX pPeaKkuuax Ha JIeKapCTBEHHble
npenaparbl.

7.1.1. Coop coobLLeHMI O HeXenaTebHbIX peaKkumaXx.

YNONHOMOYEHHBIM  OpraHamM  rocyJapCTB-YNE€HOB W [epKaTenam  PermcTpaumoHHbIX
YAOCTOBEPEH M cnesyeT NPMHMMaTb COOTBETCTBYIOLLME Mepbl, YTOBbl NPOBOAUTL COOP U ynopaaoyeHme
COObLWEHNIT O NOAO3PEBAEMbIX HEXKenaTeNbHbIX peaKkuuax, CBA3bIBAEMbIX C MPUMEHEHWEM
NNeKapCTBEHHbIX NPenapaToB, NOMYYEHHbIX U3 PA3/MYHbIX UCTOYHWKOB 63 NpeaBapuTeNbHOro 3anpoca u
MOCTYNMBLUMX MO 3anpocy.

B uenax obecneyeHns BO3MOXKHOCTM cHopa [OCTAaTOYHOTO KOJIMYECTBa COOOWEHUN O
HeXXenaTesibHbIX Peakumax U nx nocaeayroLlien HaydHo 060CHOBaHHOM OLLEHKM HeobXxoaMMO pa3BMBaTb
cuctemy dapmakoHagzopa.

Cuctema OosiKHa 6bITb pa3paboTaHa TakMm 06pa3om, UToObl OHa obecneynBana Haz/exKallyto
OLLEHKY KayecTBa CObBpaHHbIX COOBLIEHUIA O HeenaTeNbHbIX peakuuax (B OTHOLWIEHUM NOANMHHOCTY,
Pa3bopymMBOCTM, TOYHOCTWU, MOCIAEA0BATE/bHOCTU), BO3MOXHOCTU  BbINOAHEHWA MNPOBEPKM U
MaKCMMa IbHOW NONHOTE AaHHbIX A8 UX KAMHUYECKOWN OLLEHKM.

Cnefyet CTpYKTypupoBaTb CUCTEeMy TakMm o6pa3om, 4YTobbl OHa MO3BONA/NA CBOEBPEMEHHO
BAa/IMAMPOBaTb OTYETbl O MOAO3PEBAEMbIX HEMKENATE/IbHbIX PeaKkuMAaX M OOMeHMBATbCA MMM C
YMO/IHOMOYEHHbIMW OPraHaMM FoCy4apCTB-Y/IEHOB U AeprKaTeNs MU PErMCTPALMOHHbIX YAOCTOBEPEHNI B
CPOKM, yCTaHaB/IMBaeMble 3aKOHOAaTeNbCTBOM roCy/AapCTB-4/IeHOB.

7.1.1.1. CooblieHunn, NoydeHHble He Mo 3anpocy.
7.1.1.1.1. CnoHTaHHble coobLLEeHUS.

CrnoHTaHHOe coobuieHne - 3To coobLieHNe, KOTOpoe CheLmannct cucTeMbl 34paBOOXPAHEHNS,
NMauueHT WAM noTpedbuTenb HanpaBAseT B agpec YNoJHOMOYEHHOro OpraHa rocyAapcTBa-usieHa,
[AepKaTens pPerncTpaumMoHHOro YAOCTOBEPEHUA MW APYroi opraHusauum (Hanpumep, PervoHabHbIN
LLeHTP, TOKCMKONIOTUYECKUIA LEHTP) 6e3 npeaBapuTeibHOro 3amnpoca M KOTOpoe OMMCbIBAET OAHY WM
6onee NoA03pEBAEMbIX HEXKENATE/bHbIX PEaKLMI Y NAaLMEHTA, KOTOPOMY Ha3HaAuYa/cs OaMH Uan bonee
NeKapCTBeHHbIX NnpenapaTtoB. K CNOHTaHHbIM COOBLEHNAM He OTHOCATCA COODLLEHWA, NOAYyYEeHHbIe B
X04e UCCNeaoBaHUM UAN UHbIX BUAOB OPraHM30BaHHOro cbopa AaHHbIX.

MepBOMCTOYHUKOM MOZO3PEBAEMOM HEXKeNaTe/NbHOM peakuun SBAAETCA /MU0, KOTOpoe
npeacTaBma0 MHGOPMALMIO O CyYae PasBUTUA HexKenaTeNbHOW peakuun. B caydae ecnm nHbopmaums
006 OZHOM HEeXefaTeNbHOM pPeakuuy MOoCTyMaeT OT HECKOJIbKMX NEPBOMCTOYHWKOB, B TOM Yucie oOT



paboTHMKA CUCTEeMbl 3APaBOOXPaHEHMA, MalUMeHTa UWAM  NOoTPebuTens, MAaHHble MO BCEM
NepBOUCTOYHUKAM [AO0/KHbI 6biTb BKAOUYEHbl B pasgaen '"MepBoucToYHMK" ¢dopmbl coobLIEHMA O
HeXenaTeNlbHOMN peakuuu.

MonyyeHne coobLEHNA B OTBET Ha Mepbl CTUMY/IMPOBAHMA B BUAE paccbinkn "Ob6palleHuni K
crneumanucTam CUCTEMbl 34paBooxpaHeHma”, nybanKaumii B npecce, onpoca CneLuanmucTos CUCTEMbI
3[paBOOXPaHEHUNA NPEeACTaBUTENAMU AeprKaTenei PerucTpaumMoHHbIX YAOCTOBEPEHUN UAN CyaebHbIX
MCKOB B OTHOLWIEHWM Knacca JIEKAPCTBEHHbIX CPEACTB, C/leAyeT TaKXKe CYMTaTb CMNOHTaHHbIMU
COO0BLEHNAMM.

CoobuieHurs naumeHTa UaM NOTPeEOUTENA O HeXenaTeNbHbIX peakumax cneayet o6 pabaTbiBaTb KAk
CMNOHTaHHble COOBLLLEHNA HE3aBMCMMO OT NOC/IeAyHOLWEro MegULMHCKOro NoATBEPKAEHMUA.

B cnyyae nony4yeHMA CNOHTAHHOrO COOBLEHUA O PAa3BUTUN HEXENATENbHOrO ABNEHMUSA, B KOTOPOM
OTCYTCTBYET YKa3aHWe Ha Hasinine NpUYMHHO-CIeACTBEHHOM CBA3W, OAaHHOE HeXKenatesibHoe AB/eHWNe
PaccMaTpPUBAETC KaK HeefaTenbHas peakuusa. Takum obpa3om, BCe MOCTyrnatowme CroHTaHHble
coobuweHus, npeacraBasemble pPaboTHMUKaMM CUCTEMbl  34PAaBOOXPAHEHUA, MaUMEHTAMW WK
noTpebuTensmm, paccmMaTpMBaKOTCA KaK NOL0O3peBaeMble HexKenaTeslbHble pPeakumMm Ucxoas U3 Toro, YTo
UX NpeacTaB/ieHne COAEPKUT NPeANo/IOKEHNE NEPBOUCTOMHMKA COODLLEHNA O HA/IMYMM B3aMMOCBA3M.
WcKntoyeHWe cOCTaBNAOT COOBLLEHMS, B KOTOPbIX PEMNOPTEPOM CAENAHO YKa3aHMe Ha OTCyTCTBUE
B3aMMOCBA3M MEXKAY HeXKenaTe/lbHbIM fB/IEHUEM W MPUEMOM MOLO3PEBAEMOrO JIEKAPCTBEHHOrO
npenaparta.

7.1.1.1.2. CoobuweHns o HexenaTeNbHbIX pPeakuusax, Onyb/IMKoBaHHbIE B MeAMLMHCKOM
nnTepaTtype.

HayyHas MeguUMHCKaa nuTepatypa ABAAETCA BaXKHbIM  MCTOMHUMKOM  WHPOpMauun  ans
MOHUTOpPUHIa Npoduana 6e3onacHoCTU U COOTHOWEHUA "MO/b3a - PUCK" NEeKapCTBEHHbIX NPenapaTos, B
0CODEHHOCTM B OTHOLLIEHMM OOHAPYKEHMA HOBbIX CUFHAMOB, CBA3aHHbIX C 6e3onacHocTblo, Mbo
aKTya/IbHbIX BOMPOCOB No 6e3onacHoCTU. [epKaTensam perncTpaLmoHHbIX Y40CTOBEPEH UM cneayeT bbiTb
MHPOPMMPOBAHHBIMU O BO3MOXHbIX NYyB/AMKALMAX MYyTEM BbINOJAHEHMA cUCTEMaTMYecKoro ob3opa
IMTepaTypbl, LUMPOKO UCMO/b3YEMbIX CMPABOYHbIX 6a3 AaHHbIX (B Tom yucne Medline, Excerpta Medica
nnn Embase), He pexe 1 pasa B Hegento. [leprKaTento perncTpauMoHHOro yAoCTOBEpeHua ciaeayet
YyAOCTOBEPUTLCA, YTO 0630p NMTepaTypbl BKAtOYaeT B ceba ucnonb3oBaHWe 6a3 AaHHbIX, KOTopble
COAEPHKAT MAKCMMa/IbHOE KOIMYECTBO CCbIJIOK HA CTaTbM, MMEtoWME OTHOLIEHWE K MOHUTOPUPYEMOMY
NeKapcTBeHHOMY npenapaty. [lomMMo 3Toro, cieayeT NpeaycMoTpeTb, YTobbl NPeaCcTaBUTENbCTBA BCEX
KOMNaHUI 6binn ocBEAOM/IEHbI O NYBANKALMAX B MECTHbIX MEANLIMHCKUX U30aHUAX U COOTBETCTBYHOLLMM
obpasom MHDOPMMPOBAAN O HUX OTAEN HE30MACHOCTU KOMNAHWUM.

Jep:aTtenam perucTpauMoHHbIX YAOCTOBEPEHUI cneayeT npoCcMaTpuBaTb COOOLWEHMS O
Nofo3peBaeMblX HeXenaTebHbIX Peakumsax, Ny6AMKyemMbIX B Hay4HO-MeANLMHCKOW nTepaType, B TOM
ynce BaxKkHble onybIMKOBaHHbIE TE3MCbI B MAaTepUanax KoHPepeHLmMii A NpoeKTbl MOHorpadui, YTobbl
BbIAB/ATb U PErMCTPUPOBATL COOBLEHNA O HEXKeNaTe/IbHbIX PEAKUMAX, CBA3AHHBIX C JIEKapCTBEHHbIMU
npenapatamu, npeacrasaatolme cobol CnoHTaHHble COOBLLEHNA MK COOBLLEHNA, BbIAB/EHHbIE B X04e
HEMHTEePBEHLMOHHbIX MOCTPErNCTPALLMOHHbIX UCCe0BaHUNA.

Ecnv B Nny6MKaumMM yNOMMHAETCA HECKO/IbKO SIEKaPCTBEHHbIX NPENAapaToB, TO COOTBETCTBYHOLLEMY
[eprKaTento PerncTpaLmMoHHOro ya0CTOBEPEHUA CleayeT pacCcMaTpMBaTh JIEKAPCTBEHHbIE NpenapaTbl,
KOTOpble ONpesensAloTcA aBTopamu MNybAMKALMM KaK MMEIOLWME MO MEeHbLUEen Mepe BO3MOMKHYHO
NPUYUHHO-CNEACTBEHHYIO B3aMMOCBA3b C  BbIABJEHHbBIMW MOAO03PEBAEMbIMN  HEXKENATE/IbHbIMU
peakumamM. ITO OTHOCUTCA TaK¥Ke WM K COObOLLEeHUsAM, Onyb/IMKOBAHHbIM B Hay4yHO-MeaMLIMHCKOM
NMTepaType B TrOCYAapcTBax, B KOTOPbIX AepiKaTesb PerncTpaLMoOHHOrO YyAOCTOBEPEHUA UMeeT
YOOCTOBEPEHME O pPEerucTpauMM, HO HUKOrZa He OCYLEeCTBASA KOMMEPYECKoe BHeapeHue
JleKapcTBEHHOro nNpenapara.



CoobLieHus, OLeHEeHHbIe KaK BalMaHble, NoAnexKar NpeAcTaB/eHnto B YNOTHOMOYEHHbIE OpraHbl
rocyapcTB-471eHOB COMMacHO TpeboBaHWAM 3aKOHOAATe/IbCTBA rocyJapcTsB-yieHoB. Havano ovcyeta
BPEMEHW, YCTaHOB/IEHHOTO A5 MPEACTAaBNEHUA COOBLLEHUA O HEXeNaTeIbHOM peakLunu, onpeaensercs
C MOMEHTa, KOra B PaCMOPAMEHWM AepiKaTena pPerucTpaLmoHHOro yAOCTOBEPEeHWA OKasanach
MHPOPMALMA O CAyyYae HeenaTeNbHOM peakumu, OTBeyaowas TpebOoBaHMAM K MUHUMANIbHOM
nHpopmaumm Ans cpoyHoro penoptvpoBaHua. CnegyeT obopMAATb OAMH C/yYail HexenaTesnbHOW
peakumMn AN KaXKAOTo MAEHTUOUUMPYEMOro MaumMeHTa, O KOTOPOM COODLAeTcs, U B COObLLEeHUM
NpPeacTaB/aTb BAXKHYK ANA OUEHKU MEAULMHCKYI MHbopmauuto. CcblikM Ha nybavKauwmu cnegyet
MPUBOAMTL KaK UCTOYHUK COOBLLEHUA O HEXKEeNaTeIlbHOW PeakLmu.

7.1.1.1.3. CoobuieHuns 13 ApyrMx UCTOYHMKOB.

Ecnv pepaTento perncTpaumMoHHOrO yAO0CTOBEPEHMS CTAaHOBWUTCA WM3BECTHO O COOBWEHUM O
MOLO3PEBAEMON  HEXKeNaTe/NibHOM  pPeakuum U3  HEMEAMLMHCKOTO MWCTOYHWMKA, Hanpumep, w3
HenpodUAbHbIX NEYaTHbIX U3AAHUIA UK APYTUX CPEACTB MHPOPMaLLMK, eMy cneayeT ob6pabaTbiBaTb €ro
KaK CnoHTaHHoe coobuieHune. CneayeT NPUNOKUTb MaKCUMYM YCUAUI, 4TOBbI NpopaboTaTb cayyalt ans
nosy4eHMa MWHMMANbHON Heobxogumon MHPopMauMu, KoTopas npeactasnser coboit BanugHoe
coobuieHne o HexenaTenbHOM peakumu. K gaHHOMy TUnNy cooblueHuid NpUMeHAITCA TpeboBaHUA B
OTHOLLIEHMM BPEMEHM NpeacTaBAeHNs COODLLEHMN, KaK U /15 BCEX CMOHTaHHbIX COOBLWEeHN .

7.1.1.1.4. NHdopmaums O nNOAO3PEBAEMbIX HEXKeNaTeNbHbIX peakumax u3 MHPopMaLMOHHO-
TeNeKoOMMYHUKauMoHHOM ceTh "UHTepHeT" nnmn undpoBbix cpeacts HGopmaumu.

[epXaTenam peructpauMoHHbIX YAOCTOBEPEHU cnedayeT peryaspHo MpocmaTpusBatb B
MHDOPMALMOHHO-TENEKOMMYHUKALMOHHOM ceTn "UHTepHeT" unm umdpoBbiX cpeactsax MHbopmauum
Beb-caliTbl, Beb6CTpaHUUbl, 610rM, BUaeobnorn, coumanbHble CeTU, UHTEpPHET-GOPYMbl, BMAEOYATHI,
nopTasbl MO TEMe 34paBOOXPAHEHMA, HAaXoAALWMECS MO MX YNpaB/ieHWEeM WU OTBETCTBEHHOCTbIO, Ha
Ha/MuMe MNOTEeHUMaNbHbIX COODOLEHUI O MNOAO3PEBAEMbIX HE)KeNaTe/bHbIX peakumsax. B gaHHOM
KOHTeKcTe umMdpoBble cpeacTBa MHPOPMALIMKN CHUTALOTCA CMOHCUPYEMbIMU KOMMaHUEN, eCNn aepsKaTenb
PErucTPaUnoOHHOrO YAOCTOBEPEHMA B/afeeT, OnJayMBaeT WM  KOHTpoaupyeT ux (npu  3Ttom
nokeptsoBaHue (PpuHaHCOBOE WAM WMHOE) B afpec OpraHM3auumM WAM calTa NpousBoguTenem
NIeKapCTBEHHbIX NpenapaToB WM AepKaTenem pPernctpaluMoHHOro Y/AO0CTOBEpPEeHUs He ABAseTcs
BNageHMeM, MpPW YCI0BUKM, 4YTO NPOU3BOAUTENb JIEKAPCTBEHHbIX MpPenapaTtoB WAW AepiKaTesb
PEerucTpaLMoHHbIX YA0CTOBEPEHUIA HEe KOHTPOAMPYET OKOHYaTe/bHOe coaepskaHue caiita). Cneayet
obecneunTb TaKyld MNEPUOAMYHOCTb MPOCMOTPA YKa3aHHbIX WCTOYHUKOB, YTOBbI BbINOAHANOCH
TpeboBaHME B OTHOLIEHUW BPEMEHU NpPeACTaB/lEHUS MOTEHUMANbHbIX Ba/JUAHbIX COODLEHN O
He)kenaTeslbHbIX peaKkuMax B YyNoJHOMOYEHHble OpraHbl rocyaapcTB-Y/eHOB, HauMHasa C AaTtbl, Koraa
nHbopmaumsa 6blna pasmellieHa.

[ep:KaTenam peructpaumoHHbIX YAOCTOBEPEHUM pPEKOMeHAyeTCcA BbIMNONHEHWE aKTUBHOrO
MOHWTOPUHTA CNeLMabHbIX UHTEPHET-CAUTOB MK LMPOBLIX CPeacTs MHGOPMALLMM, B TOM YMC/IE CAalTOB
NOAAEPKKM NaLMEHTOB UAM FPYNN C onpeaeneHHbIMN 3aboneBaHMAMU, YTOBbl NPOBEPATb, ONUCLIBAIOT
/I OHM BaKHble BOMPOCbI 6€30MacHOCTM, KOTopble MOryT MoTpeboBaTb COCTaB/AEHUS COODLLEHWA B
COOTBETCTBMU C TpeboBaHMAMM. MepuognyHOCTb MOHUTOPMHIA 3TUX CAWTOB MM UUPOBBLIX CPEACTB
NHPOPMaLMN A0NXKHA ONPedensiTbCA PUCKAMW, CBA3AHHLIMM C MOHWUTOPUPYEMbIM JIEKAPCTBEHHbIM
npenapaTom.

Cnyyan nopgos3peBaembiX HEKenaTesbHblX peaKkuui, OonucaHHble B  MHGPOPMALUOHHO-
TEe/IEKOMMYHUKaLMOHHON ceTh "UHTepHeT" uan undposbix cpeactsax MHGoOpmMaLmm, nosayyYeHHble 6es
3anpoca, cnegyet 06pabaTbiBaTb KaK CMOHTAHHbIE COODOLEHNA C MPUMEHEHMEM K HUM TpeboBaHuUl B
OTHOLLEHWM BPEMEHM PEMOPTUPOBAHUSA, KaK AJ1A UHbIX CMOHTaHHbIX COOBLEHWNA.

B OTHOWEHUM cNydyaeB HeMKenaTeslbHbIX  PeakuWi, OnucaHHbIX B  MHOOPMALMOHHO-
TeNeKOMMYHUKauMoHHOM  ceTn  "WHTepHeT"  umamM  umdposBbix  cpeactBax  MHopmaumu,
NOeHTUOULMPYEMOCTb COCTaBUTENA COOBLLLEHNA OTHOCUTCSA K NPOBEPKE CYLLECTBOBAHWUA PeasibHOro Mua,



TO €CTb BO3MOXXHOCTU NPOBEPUTb NMPaBU/IbHOCTb KOHTAKTHbIX AdHHbIX COCTaBUTENA OTYETa (Hanpwv\ep,
6bIn npeacrasieH AeﬁCTBMTe}'IbeIﬁ ajgpec 3J'IEKTpOHHOl71 I'IO‘-ITbI). KoHTaKTHble fAaHHble cneayet
MCNoa1b30BaTb TOJIbKO O/1A u,eneﬁ d)apw\aKOHa,u,sopa. Ecnun OTCYTCTBYET CTpaHa NepPBOUCTOYHUKA, TO B
KayecCTBe CTpaHbl NEPBOUCTOYHUKA CneaAyeT MCNOoNb30BaTb CTPAHY, rae VIHd)OpMaLI,VIFI 6blna nonyvyeHa, B
3aBUCMMOCTU OT TOro, rae BbiNONHAETCA MOHUTOPUHT.

Ecnv pepxatento perncTpaumMoHHOro yAOCTOBEPEHMs CTaHOBWUTCA WM3BECTHO O COO6LWEeHUMM O
NoAo03pEBaeMOoi HeXenaTesibHOM peakuuu, OMuCaHHOM B UMGPOBbLIX CPeacTBax MHOpMaLMK,
CMOHCOPOM KOTOPbIX KOMMNaHWA He ABAAETCA, CAedyeT OueHWUTb cooblieHue, 4Tobbl OnpeaenuTs,
noAnagaet v oHO oA TpeboBaHNA O BbINOJHEHUU CPOYHOrO PENOPTUPOBAHKA.

7.1.1.2. CoobuieHMA 0 HexenaTebHbIX peakumax, NoJlydeHHble Mo 3anpocy.

CoobleHrs 0 nodo3peBaemblX HeXKenaTeslbHbIX peakumax, MNoJjlyyeHHble Mo 3anpocy, - 3TO
Co06LEeHNA, NOSy4EHHblE OT CMCTEM OpPraHM30BaHHOro cbopa AaHHbIX, KOTOpble BK/AHOYAOT B cebA
KJAVHWUYECKNE UCCNefoBaHUsA, HEMHTEPBEHUMOHHbIE UCCIeA0BaHWA, PErucTPbl, NEPCOHAIM3NPOBAHHbIE
nporpaMmbl MCNO/b30BaHUA HE3APErMCTPMPOBAHHbIX IEKAPCTBEHHbIX NPenapaTos, ApyrMe NporpaMmmsi
MCMO/Ib30BaHUA HE3apPerncTPMPOBAHHbIX JIEKAPCTBEHHbIX NPENapaToB B CBA3W C WMCKIOYMTE/bHBIMM
obcToaTenbctBaMM M3 cOObpakeHUn cocTpadaHMa U MOHUTOPUHIA 3aboneBaHuMii, ONpocbl NaLMeEHTOB
AN MEONUMHCKUX PAabOTHUKOB AN cOOP AaHHbIX 06 3G HEKTUBHOCTU MM NPUBEPHKEHHOCTU NALLUEHTOB.
CoobLeHMs 0 HexXenaTeNbHbIX peaKLMaAX, NoJlyYeHHbIe OT KaKol-1Mb0o 13 3TUX cucTem cbopa AaHHbIX, He
cneayeT cuMTaTb CMOHTAHHBLIMW COOBLLLEHUAMM.

B pamkax npoueaypbl PenopTMpoBaHMA COOBLLEHNSA O HEXKEeNaTe/IbHbIX PEaKLMSAX, MOyYeHHbIe Mo
3anpocy, caeayeT KAaccuduLmpoBaTh Kak COO6LLLEHUSA, MONYYEHHbIE B XO4E UCCAEA0BaHUM, U BbINONHATD
OLLEHKY NPUYUHHO-CNEACTBEHHOM CBA3M C LLe/IbIO UX COOTBETCTBUA YC/IOBUAM CPOYHOMO PENOPTUPOBaHMSA.

7.1.2. Banngauma coobeHuni.

7.1.2.1. CpoyHOMY pPEenopTUPOBAHUIO MoANENKaT TONbKO WHAMBMAYAJ/IbHblE COOOLWEHUA O
HeXKenaTeslbHbIX PeakumAX, KOTopble MMEIT MOJIOXKUTEeNbHble pe3yabTaTtel Baangaumu. C uenbto
BbINO/IHEHUA 3TOro TPebOBaHUA BCe COODOLEHWMA O HeXenaTeNbHbIX JIEKAPCTBEHHbIX PEaKUMAX A0 UX
npeacTaB/ieHNA B YNONHOMOYEHHbIE OPraHbl rocy4apCcTB-4/1€HOB A0/1XKHbI ObITb NOABEPIHYTbI BaMAALMM
Ha Hannyme MMHUMaNbHOM Tpebyemoi nHdopmaumnmn. MmHumanoHas Tpebyemas MHPopmauma BKAOYaeT
B cebs:

naeHTMGUUMpyemblii penopTep (NePBOMCTOYHUK), KOTOPbIA MOXKET bbiTb MAEHTUPUUMPOBAH NO
UMEHW WM MHWLMANAM, aapecy nam KBaanpukaumm (Hanpumep, Bpay, nposusop, ¢apmauesT, gPYrom
MEAMLIMHCKNIN CMEeuUManmcT, NaumneHT, NoTpebutenb AN Apyroe nUo, He ABAAIOLLEECA CNeLMaNucTom B
chepe 3apaBooxpaHeHun). PenopTep cuntaeTca MAEHTUPUUMPYEMbBIM B C/Iy4ae HaMUMA KOHTAKTHbIX
JaHHbIX, 0becneynmBaroWmMX BO3SMOXKHOCTb MOATBEPAUTL COODLLEHME WAW BbIMOAHWUTL MOC/eylolee
HabatogeHne, ecan 3To Heobxoaumo. CnepyeT, yTobbl OblIIM UAEHTUPULMPYEMBIMU BCE CTOPOHDI,
KoTopble MNpeAacTaBNAloT MHPOPMaLMIO O CAydyae HexenateNbHOW peakuun, B TOM uucne
AOMONHUTENbHYIO MHPOPMauUMio no 3anpocy. Ecam penopTep He KenaeT npeacTaBfifTb KOHTaKTHble
[AaHHble, cnedyeT cyMTaTb COOBLIEHME O HexKenaTeNbHOW peakuuMu BaAuAHbIM MPU YCNOBUW, UTO
opraHusauua, npoMHGOPMMPOBaHHaA O Cly4ae, CNocobHa NOATBEPAMTL €r0 HaMPSAMYIO C PENOPTEPOM;

NAEHTUOUUMPYEMBINA MALUEHT, KOTOPbIA MOMKET ObiTb MAEHTUPUUMPOBAH MYTEM YKa3aHWUA ero
MHUUMANO0B, NAEHTUUKALMOHHOIO HOMEpA, AaTbl POXKAEHWUSA, BO3PACTa UM BO3PACTHOW rpynnbl U Nnosa.
NHbopmaums 06 naeHTUPUKaLMM NaLMeHTa A4oNXKHA ObiTb MaKCMMaibHO MOJTHOWM;

No MeHbLUEN Mepe OANH NOA03PEBAEMDIN IEKAPCTBEHHbIM Npenapar;

No MeHblIeld Mepe OfHa MOJO03pPeBaeMas HeKenaTesbHasa peakuusa. Ecan nepBoMCTOMHMKOM
cOenaHo yTBep:KAeHue B Npamoit Gopme O TOM, YTO MCKNOYAETCA Hannune NpUUNMHHO-CNEeACTBEHHOM
CBA3M MeXAay HasHauYeHWem SIeKapCTBEHHOro npenapaTta M HeXenaTe/NbHOW peakuunein, U noayyatenb



(ynonHoOMouYeHHbIM opraH rocyfapcTsa-ufieHa WAW Aep’kaTeflb PerncrtpaLuMoHHOro yAoCToBepeHua)
cornaceH C 3TMM, cooblieHWe onpeaensetcs Kak HeBaiuaHOe MWHAMBMAyanbHoe cooblieHne o
HeXenaTes/IbHOW peakuun, MOCKOJIbKY MUHUMasbHasa Tpebyemaa MHPOpMaLUA ABAAETCA HErnosIHOM.
CooblueHre TaKKe onpeaennaeTca Kak HesaninaHoe MHAMBUAYaNbHOe cooblieHMe O HeKenaTeNbHOoWn
peaKkuun, ecnm coobLLaeTca, YTo MauMeHT MEePEHEeC HeXKenaTe/lbHYI Peakuuio U He MnpeacTaB/ieHo
YKa3aHue BUAa HexenaTe/IbHOM peaKkummn Uam onnmcaHmne nepeHeceHHon HesxkenaTeibHon peakumu.

7.1.2.2. TMpu cbope coobLleHU O NOAO3PEBAEMbIX HEMKeNnaTeNbHbIX peakuuax 4yepes
NHOOPMALNOHHO-TENEKOMMYHUKALMOHHYO ceTb "UHTepHeT" nnm umdposbie cpeactsa MHbopmaumm
~n

TEPMUH "MAEHTUPUUMPYEMBIA" OTHOCUTCA K BO3MOXKHOCTM MNPOBEPKM CyLLECTBOBAHWA penopTepa
(cocTaBuTENs cooblEHMS) M NALMEHTA.

7.1.2.3. OTcyTCTBUE KAaKOro-11Mb0 M3 3TUX 4 3N1eMEHTOB MUHUMaIbHON MHbOPMALIMKU O3HAYaAET, YTO
C/ly4all CYMTAETCA HEMOJIHbIM M He NOANEXKMUT npouenype CPOYHOro NpeactaB/ieHnsa cooblieHuA o
HerkenaTeslbHOM  peakuMu.  YNO/NHOMOYEHHble  OpraHbl  FOCYAapCTB-YNE€HOB W AeprKaTenu
PErucTPaLMOHHbIX YAOCTOBEPEHUI AO0MKHbI NPOABAATb OCODYLO TWaTenbHOCTb B pabote no cbopy
HeAOCTaloWMX 31EeMEHTOB AaHHbIX B COOOLEHMAX. Tem He MeHee COODLLEHWA O HeXenaTenbHbIX
peakumax, MUHMMaNbHAA MHGOPMAUMS O KOTOPbIX ABASETCA HEMONHOW, CreayeT pPerncrpuposatb B
paMKax cMcTembl GapMaKoHaA30pa C LLeblo UX UCMNO/b30BaHMA B TEKYLLEN AeATeNbHOCTU MO OLEeHKe
6e3onacHocTw.

7.1.2.4. Ecnv oaHOM CTOpoHe (YNo/JIHOMOYEHHOMY OpraHy rocygapcrBa-ydieHa Uau AepiKaTento
PErncTpaLnoHHOro YAOCTOBEPEHMA) CTaHOBUTCA UW3BECTHO, YTO penoptep Mor coobwmutb o
NoAO03PEeBAEMON HeXeNnaTeNbHOW peakuMn TaKkKe M ApYron 3auHTepecoBaHHOW CTOPOHE, TaKoe
cooblleHne TeM He MeHee C/lefyeT CYMTaTb BalMAHbIM COODOLLEHMEM O HEXenaTeNbHON peakuuu.
CoobLeHMe 0 HexenaTelbHOM peakLnm AOXKHO BKAKOYATb BCHO BaXKHYHO MHbOpMaLmio, Heobxoanmyto
Ans obHapyxeHus aybnmpyroLero coobLeHus.

7.1.2.5. Ecav nmeeTca Hecornacve mMexay ucciegosaTenem W AepyaTenem pPerncrpauyoHHOro
YAOCTOBEPEHWUA WMAW CMOHCOPOM MCCIEAOBAaHUA B OLEHKE MPUYMHHO-CNEACTBEHHON CBA3M MeXay
Ha3Ha4YeHVeMm No403pPeBaeMOoro EKaPCTBEHHOrO NpenapaTa v PasBUTUEM HEXKeNaTeIbHOW peakumu npu
npoBeaeHUM MNOCTPErUCTPALMOHHBIX HEUHTEPBEHLMOHHbIX WUCCNeA0BaHWUA, He cneayeT MnepeBoAmTb
C/lyyaii HeenaTeNbHOW peakuuu B 6osee HM3KYH0 No CTeNeHU A0CTOBEPHOCTM B3aMMOCBA3M KaTeropuio.
B coobLieHnn o HexenaTesIbHOM peakuumn cneayeT NpeacTaBuTb MHEHUA UCCAeoBaTeNs U AepKaTens
PErncTpaLmMoHHOro YA0CTOBEPEHNA UM CNOHCOPA UCC/eA0BaHMS.

7.1.3. Mocneayiouan paboTa ¢ coobLLEHUAMM O HEXeNaTebHbIX peakumax.

7.1.3.1. Echv npy nepBOHaYasbHOM MOAYYEHMU COOBLLEHMA O NOAO3PEBAEMbIX HEXKenaTebHbIX
peakumax MHOOPMALMA B HWUX HeMosHas, creayeT MpoBOAMUTL NOC/Aeaylowyto paboTy C TakMmu
CO0bLWEHNAMM, YTOBbI MOAYUNTL AONONHUTENbHYIO NOAPOBHYI0 MHGOPMALLMIO, ABNAIOLLYIOCA BaXKHOW AR
Hay4YHOM OLEHKM C/Ty4aeB Pa3BUTUA HEXKeNaTeIbHbIX PeaKLMA.

7.1.3.2. TpumeHAemble MeToAbl BOCCTAaHOBAEHMA MHPOpMaLMKM credyeT HauenuTb Ha
ontummsaumio cbopa HepocTarouer nHGopmaumm. Mo BO3MONKHOCTU cneayeT noayvyaTb NUCbMEHHOe
NoATBEPXKAEHNE CBeAEHWI, MpPeacTaBieHHbIX B YCTHOM dopme. ITy CTaHAAPTHYIO AEeATENbHOCTb MO
bapmaKkoHa30py ceayeT OCYLLECTBAATb C MPUMEHEHMEM Mep, MOOLWPAOWMX NEePBONUCTOUHMK
(penopTepa) npeactaBAATb HOBYKD MHPOPMALMIO, BaXKHYKO A/ HAY4YHOM OLEHKU PernopTUpyemoro
Bonpoca 6e3onacHoCTy.

7.1.3.3. Ecan uHboOpmMauusa MosiyYyeHa HenocpeacTBEHHO OT nauueHTa wuauM notpebutens,
NpeAnonaratoLLEro HaIMuMe HeXKenaTeNlbHOM peaKkumn, N ABAAeTCA HEMOAHON, cneayeT NpeanpuHATb
NOMbITKN NOJIYyYeHUA COrNacuA Ha NpeacTaBAeHue AONONAHUTENbHOM MHDOPMALMM Y COOTBETCTBYIOLLENO
MeANUMHCKOro pPaboTHUKA. Ecan meguuMHCKUIA paboTHUK noatsepaun (MOSHOCTbIO MAM YACTUYHO)
C/ly4all HeXXenaTeslbHOM peaKkumu, UcxoaHoe cooblLeHne No KOTOpoMy NpeacTaBaeHo notpebutenem



AN NauMeHTOM, c/iedyeT TOYHO OTPasuUTb AaHHYH MHPOPMaLMIO B MHAMBUAYANbHOM COOBLWEHUN O
HexenaTeNbHOW peakumm.

7.1.3.4. B oTHOWEHNN NOA03PEBAEMbIX HEXENATENbHbIX PEAKUMI, CBA3AHHbIX C IEKAPCTBEHHbIMM
npenapatamn 6MONOrMYECKOro MPOUCXOXKAEHUA, OCOOYHD BaXKHOCTb MMeEEeT TOYHaA MAeHTUdUKauuA
COOTBETCTBYIOLLErO /IeKapCTBEHHOro npenapaTa B OTHOLEHMM ero M3rotossneHudA. ostomy cnegyet
NPUHUMATbL BCe HagNeXkallme mepbl 418 TOYHOTO YKa3aHMA TOProBoro HaMMeH OBaHUA NeKapCTBEHHOroO
npenaparta u Homepa NapTUK IeKapCTBEHHOro Npenapara.

7.1.4.YnpasneHue AaHHbIMMI.

7.1.4.1. JNeKTPOHHble AaHHble U COObLEHUA Ha OyMaXKHbIX HOCUTENAX O MoA03peBaeMbIX
HerKenaTesIbHbIX PeakunaAX cneayeT XpaHUTb U 06paLaTbCA C HUMM TaKUM Xe 06pa3om, KaK 1 ¢ Apyrmmm
MEANUMHCKMMM 3anmcsimm (BKOYAn BbINOHEHWe TpeboBaHMIM No obecneyeHnto KOHPUAEHLNANBHOCTU
B OTHOWEHUN MAEHTUOULMPYEMOCTU MALMEHTOB M PEMNOPTEPOB), B COOTBETCTBMU C TPebOBaHWMAMM
3aKOHOAATeNbCTBA rOCYAApPCTBa-4Y/eHa O HENPMKOCHOBEHHOCTU [AaHHbIX. CnefyeT XpaHUTb B TaliHe
naeHTMdMUMpyemble MEPCOHA/IbHble CBEAEHUA O COCTABAAIOWMX OTYETbl CMeLUANNCTaX CUCTEMBI
34paBooxpaHeHun (penopTepax).

7.1.4.2. Y1066l 06ECNEUYUTL COXPAHHOCTb U KOHOUAEHLMANBHOCTb AaHHbIX NO dapmaKoHaa3opy,
cnenyeT obecneymTb CTPOrUiA KOHTPO/Ib AOCTYNa K AOKYMeHTam 1 6a3am JaHHbIX U NpeocTaBUTb NPaBo
A0CTyna TONbKO YNOJAHOMOYEHHOMY nepcoHany. [JaHHoe TpeboBaHWe no obecnevyeHMto 6e30nacHoOCTH
AaHHbIX PacnpOCTPaHAETCA Ha BCe 3Tambl MPOXOXKAEHUN U 06pallleHUsa AaHHbIX. B cBA3M ¢ 3TUM cieayet
peannsoBaTb npoueaypbl obecnevyeHnss 6e30MacHOCTM U COXPAHHOCTU AaHHbIX BO Bpems nepenayu
OaHHbIX.

7.1.4.3. Ecnn nepepgaya gaHHbIX No papMaKoHaA30py NPOUCXOAUT B Npeaenax opraHM3auum uam
MeXAY OpraHM3auMamn, caeayeTt NPMMEHATb TaKoM MexaHW3M, NPU KOTOPOM MMeeTCA NOoATBEPKAEHME
TOrO, YTO BCE YBEAOM/IEHUSA MONYYeHbl. B JaHHOM ciydae cieayeT obecneymTs NPoLEece NOATBEPKAEHUSA
n (nnn) ceepkn nHpopmaumm. MHdopmaumen o coobLLEHUN O C/lydae Pas3BUTUA HEXKENATeIbHOM peakLmm
MOryT 06MeHMBaTbCA TONbKO 3aMHTEPECOBaHHbIE IMLA B aHOHUMHOM popmare.

7.1.4.4. XpaHeHWe [aHHbiIX B 3/1EKTPOHHOM BMWAE [AO0/MKHO obecneymBaTb K HUM A0CTynN
YNONHOMOYEHHbIX INL, B PEKMME PEeAIbHOTO BPEMEHM.

7.1.4.5. Mpoueaypa MCNoAb30BaHMA CNEUMaNbHON TEPMUHONOTMM MPU BBOAE AaHHbIX AOJIMKHA
MOHUTOPMPOBATLCA U ObITb BaIMAMPOBAHHOW NyTEM BbINOJHEHWUA ayauTa No obecneyeHUO KavyecTsa
cuctematmyeckn nmbo nocpeacTBOM MPOBEAEHUA MepuoamnyecKor BbIOOPOYHOM oueHKM. lNepcoHan
[O/IKeH BblTb MPOMHCTPYKTMPOBAH O Mpouesype BBOAA AaHHbIX C MCMOAb30BAaHUEM TEPMWHOMOIMUM,
KBaMOMKALMA MepcoHana AOJIXKHA nepuoamnyeckn noatsepaatbca. CoobLleHNs O HexenaTenbHbIX
peaKkuusax, NnoJiyyeHHble OT NMepBOMCTOMHMKA (penopTepa), cneayeT obpabatbiBaTb HenpeassAaTo, 6es
TpaHcpopmaumm MHGOPMaLMn M BMeLaTeNbCTBa B €e TEKCT, BO BPeMs BBOAA AAHHbIX UAW nepesayvu
3NeKTPOHHbIX AaHHbIX cnegyeT u3beratb U3MeHeHWN (gobaBneHUAa wMAM yganeHus uHbopmaumm).
CoobLWweHMA [ONKHbI BKAOYATb AOCAOBHbIA TEKCT, UCMNO/Ib3YEMbI B MEPBOUCTOMHUKE, UAU €ro TOYHbIM
nepesos,. McxoaHbIM [OCNOBHbBIN TEKCT ceayeT NepekoanpoBaTb C UCNONb30BaHMEM COOTBETCTBYHOLLEN
TEPMUHONOTNN.

7.1.4.6. XpaHeHVe AaHHbIX B 3NEKTPOHHOM BWAE LO/IKHO obecnevymsaTb NPOC/IEKMBAEMOCTb
("ayanTopckuii cnep'") Bcex BBEAEHHbIX WAN U3MEHEHHbIX AA@HHbIX, B TOM YMC/e AaTbl U UCTOYHUKOB
NoNy4YeHHbIX AAHHbIX, @ TaKXKe AaTbl U MeCTa, B KOTOPOe 3TU JaHHble nepeaatoTcA.

7.1.4.7. Cnepyet perynspHo NpoBOAWTb NPOBEPKY 6a3bl AaHHbIX AN 0OHapyKeHUs n 06paboTKu
Ay6MpyloWmMX COOBLLEHNI O HEXKeNaTeIbHbIX PEAKLMAX.

7.1.5. YnpasneHne KayecTsOM.



7.1.5.1. YNOAHOMOYEHHbIM OpraHam TFOCYZapPCTB-Y/IEHOB M JeprKaTensaM pPerncTpaMoHHbIX
YOOCTOBEpeHuit cnegyeT pas3pabotaTb W BHEAPUTb CUCTEMY YMpaBAEHWA KauyecTBOM, YTOObI
rapaHTMpoBaTb COOTBETCTBME CUCTEMbI PapmMaKoHaA30pa HeobxoguMMbIM CTaHAAPTaM KayecTBa Ha
KakaoW cTaamm obpallleHns ¢ COOBLEHUAMM O HeXKeNaTeNbHbIX Peakumuax (Hanpumep, Ha Takux CTaamsax,
KaK cbop AaHHbIX, Nnepedaya AaHHbIX, ynpaBaeHne AaHHbIMU, KOAMPOBAHME N apXMBUPOBAHME AAHHbIX,
Ba/MZAuUMA C/lyy4as, OLLEHKa C/ydas, MojJyd4eHue nocneaywowern MHPoOpMauum u npeacraBieHue
NHAMBMAYaANbHbIX COOBLWEHUI O HexenaTesbHbiX peakumax). COOTBETCTBME COXPaHEHHbIX AaHHbIX
NCXOAHbIM COOBLLEHNAM 1 COOBLLEHNAM, COAEPKALLMM MHPOPMALIMIO O NOCAeAyIOLLEN OLEHKe, CieayeT
NpPoBepATb C NOMOLLbIO MPOLLEAYP KOHTPO/IA KayecTBa, KOTOpble AefaloT BO3MOMKHOM Banuaauumio
COXpaHEeHHbIX AaHHbIX COMOCTaBAEHUEM C UCXOAHBIMU AAHHBIMU UAU UX 306 paXkeHUAMN. B cBA3M C 3TUM
cneayet UMeTb NOCTOAHHbIN AOCTYN K AaHHbIM NEPBOMCTOYHUKA (HanpuMmep, K MMCbMam, COOBLLEHUAM,
noay4yeHHbIM (nepegaHHbIM) NO 3/1EKTPOHHOM MoYTe, 3anucAM TenedoHHbIX Pa3roBOPOB, KOTopble
COAEPHKAT NOAPOOHbIE CBEAEHUA O PEAKLMM) AN N300 PaXKEHUAM AaHHbIX MCTOYHMKA.

7.1.5.2. TMucbmeHHble COIM p[onKHbI rapaHTUMPOBATb YETKOe pacnpegeneHve ponen u
06A3aHHOCTEN, ACHOCTb MOCTaBAEHHbIX 33434 41A BCEX Yy4yacTBYHWOLWMX B pabote ¢ MHPopmauumen o
HerKenaTeslbHbIX PeakuMAX Ha /NieKapcTBEHHble npenapaTbl CTOPOH. [lo/MmKHO ObiTb paspaboTaHo u
BHEAPEHO MOJIOKEHME O HaA/ieKalleM KOHTposae W npu Heobxoaumoctn 06 M3MEHEHUU CUCTEMBI.
JaHHoe TpeboBaHMe PacnpoCTPaHAETCA Ha AeATe/IbHOCTb, OCYLLECTB/IEHME KOTOPON MPOM3BOAUTCS NO
KOHTPAKTy C TPeTbMMM CTOPOHaMW, nucbMeHHble COIMl  KOTOpbIX c/AeayeT npoBepATb, YTOObI
ygoctoBeputbca, 4to Takve COIl  ABAAKOTCA COOTBETCTBYHOLMMM W OTBEYAKOT MNPUMEHAEMbIM
TpeboBaHUAM.

7.1.5.3. CnefyeT NpoBOAUTL Hag/ierkaliee obyyeHue MepcoHana, KoTopblii HenocpeacTBEHHO
OCYLLLECTB/IAIET AeATEeNbHOCTb Mo GpapMaKkoHaA30pY, a TaKXkKe NepcoHana Apyr1x OTAeN0B, KOTopble MOryT
3aHMMATbLCA NoJlydeHMeM UM obpaboTKoi coobLieHui no 6esonacHocT (Hanpumep, nNoapasaeneHus
Mo KAMHWYECKON pa3paboTKe, npodaskam, MeAULMHCKON MWHbopmauuK, topuaudeckon pabore,
KOHTPO/MO  Kadectsa) Ob6ydeHMe [OO/KHO NPOBOAMTLCA MO COOTBETCTBYIOLWMM  pasgdesnam
3aKOHOZATE/IbCTBA M PYKOBOACTB B chepe PpapmaKkoHaA30pa, a TaKKe BKKOYaTb CreluanbHoe obydeHne
Mo BbINONHEHWNIO 06PabOTKMN OTYETOB.

7.1.6. Ocobble cuTyaumm.

7.1.6.1. Mcnonb3oBaHWe IeKapCTBEHHbIX MpenapaToB Bo Bpema 6epeMeHHOCTU UAM KOpMIeHMUA
rpyAblo.

7.1.6.1.1. bepeMeHHOCTb.

Cnepyet obecrneunTb nocineaylouiee OTCAEXMBaHME C/yyaeB, Korga 3MBpPUOH WMAM NAoA Mor
noasepraTbCA BO3AEMCTBUIO N1€KapCTBEHHbIX CpeacTs (MOCcpeaCcTBOM BO3AENCTBMA Ha MaTb anbo
nepeaayn NeKapcTBEHHOrO CPeACTBa Yepes crnepmy nocsie BO3AeWCTBMA Ha oTua), 4Tobbl cobpaTtb
nHPopmaumio 06 mcxoae HGepemMeHHOCTM U BO3MOMKHOM B/MAHWM JIEKaPCTBEHHOro npenaparta Ha
passutue peberka. Echn geicrsylouee seuectso (Mam 1 n3 ero metabonnToB) MMEET AJIUTE/bHbIN
nepuoa nonyBblBeAeHNs, 3TO CieayeT NPUHMMaTb BO BHUMaHWE NPU OLEeHKe BO3MOMKHOCTWN BO3AeNCTBMA
NleKapCcTBEHHOro npenapaTa Ha Naog4, B C/ly4ae ecin NeKapCTBEHHbIM npenapaT NPMHUMaCA A0 3a4aTtua.

Cnepnyet obecneynTb HaaMuMe MaKCMMasbHO NoAPO6HbIX CBeAeHUI B COOBLWEHUAX O BO3AENCTBUN
NNeKapCTBEHHbIX MpenapaToB Ha OPraHM3mM MaTepu W NAoAa BO Bpems 6epemMeHHOCTU C Lenbio
BO3MOMHOCTU NPOBEAEHUSA OLEHKN MPUYUHHO-CAEACTBEHHOW CBA3U. [NA OLEHKU TaKMUX COOBLLEeHUA
MOrYT 6bITb pa3paboTaHbl U MCNOb30BaTbCA CTaHAAPTHbIE BOMPOCHUKM.

OTAenbHble CyYam C HexXenateabHbIM MCXOA0M, CBA3bIBAEMbIE C BO3AENCTBUEM SIEKAaPCTBEHHOrO
npenapaTta Bo Bpems 6epeMeHHOCTH, KAAaCCMOULMPYIOTCA KaK CepbesHble HexenaTe/ibHble peakuuu,
KOTOpble NOA/IeXKaT CPOYHOMY PEMNOPTUPOBAHMIO B COOTBETCTBUM C TPebOBaHMAMM MEXAyHapOAHbIX
[LOrOBOPOB M aKTOB, COCTaBAAOLWMX NpaBo Colo3a, M 3aKOHOAATE/IbCTBOM rOCYAapCTB-Y1EHOB.



Takue Clydan BKIKOYAKOT:
COO6LLI,€HVIFI O BPOXAEHHbLIX aHOMaINAX UIN OTCTAaBaHNKN B PAa3BUTUN Y N104a NN pe6eHKa;
COO6LLI,€HVIFI O CMepTn Nnoda n CamonpomsBo/ibHOM a6opTe;

COObLWEHN O MNOAO3PEBaeMbIX HexenaTesbHbIX Peakuusax Yy HOBOPOMKAEHHOrO, KOTopble
KNaccudnumpytoTca Kak cepbesHble.

He nognexkat cpoyHOMY PernopTUPOBAHMIO TaKUE MHbIE C/lydau, Kak cOOBLEeHMs O npepbiBaHUU
H6epemeHHOCTU 6e3 yKazaHUa UHGOPMaLMKN O HAIMYUU UK OTCYTCTBUWN BPOXKAEHHOIO NOPOKa Pa3BUTUS,
co06LEeHNA O BO34ENCTBUM NEKApPCTBEHHOro npenaparta Ha TeyeHMe HGepemeHHOCTM 6e3 AaHHbIX 06
NCXoAe NN COOBLLIEHUSA, B KOTOPbIX COAEPXHKUTCA MHOPMaLIMA O HOPMaNbHOM UCXOAE, MOCKONbKY B HUX
He COOEpPKMTCA OAHO3HAYHOIO YKa3aHWs Ha HaanyMe MOoAO03PEBAEMON HeKenaTes/IbHON peakuuu.
O/ HaKo gaHHble coobleHuna cneayet obpabaTtbiBaTb TaKKe, KaK U Apyrne coobLueHMA 0 HexKenaTelbHbIX
peakuUMAX Ha IeKapcTBEHHbIN npenapar.

B onpeaeneHHbiX cayvyasx BCe COOBLLEHMA O BO3AEMCTBMM JIeKapcTBEHHOro npenapaTta Ha
OpraHM3m MaTepu U Mnaoga BO BpeMs 6epeMeHHOCTU MOTYT MoAJIeXKaTb CPOYHOMY PEMOPTUPOBAHMUIO.
[aHHoe TpeboBaHMe (ycnoBue) MOXKET BbiTb BKAOUYEHO B MYP 1, Kak npaBnio, o6yCca0BAEHO Haindmem
NPOTMBOMOKA3aHUA NO MPUMEHEHMUIO NIEKAPCTBEHHOro npenapata BO Bpemsa 6epeMeHHOCTU WAU ero
BbIPA’KEHHOM TepPaTOreHHOCTbI0 U HEeOobXOOMMOCTbIO 0053aTe/IbHOro TLLATE/IbHOTO MOC/AeAyHoLEero
MOHUTOpMHTa 6e3onacHocTM (Hanpumep, B OTHOLIEHWWM JIEKAPCTBEHHbIX CPeacTB, noAo6HbIX
TanMaomuay, N30TPETUHOUHY).

Cnepyetr He3ameANMTENbHO YBEAOMAATb YMNOAHOMOYEHHbIE OpraHbl rOCyAapCTB-YN1EHOB O
BbIABNEHWM CUTHANA O BO3MOXKHOM TepaToreHHom 3ddeKTe (Hanpumep, CUrHana o rpynne CXoAHbIX
aHOMAJIbHbIX UCX0A0B bepemeHHOCTH).

7.1.6.1.2. KopmneHue rpyapto.

CnepyeT coobwatb O MNOAO3PEBAEMbIX HeXKenaTeNbHbIX PeaKuMaX, KOTOopble BO3HMKAOT Y
M/IaZEeHLEB NOC/e BO34ENCTBUA HAa UX OPraHNU3M 1eKapCTBEHHOrO Npenapara npu ero NPOHMKHOBEHUU B
rPy4HOE MOJOKO.

7.1.6.2. icnonb3oBaHUe IEKAaPCTBEHHOrO NpenapaTta B NeamaTpun 1 y NOXUAbIX N0ae.

Cnenyer npeanpuHATL BCE BO3MOMKHbIE Mepbl A1 YCTAHOB/MEHUS M yKa3aHWsA BO3pacta Mau
BO3pPAcTHOM rpynnbl NauueHTa, €CIM O C/ydae HeXenaTeNbHOro AelcTBMA cooblaeT cneumanuct
CUCTEMbI 3[paBOOXpPaHEHMA, MNauMeHT WAM noTpebutenb, ANA Toro 4tobbl MMETb BO3MOXKHOCTb
YCTAHOBUTb MNOTEHUMANbHbIE CUTHAbl N0 6e30nacHOCTH, cneunduyHbie N8 onpeaeneHHON BO3PacTHOM
rpynnbl HaceneHus.

Ecnn ucnonb3oBaHve NekapcTBEHHOro npenaparta PacnpocTpaHeHOo cpeaun rpynn nauMeHToB, He
BK/ItOMEHHbIX B 0406peHHyt0 OXJ1M, BarKHO, 4YTOObl YNOJHOMOYEHHbIE OpraHbl FOCYAapCTB-4/1EHOB U
AepKaTenm perncTpauMoHHbIX YAOCTOBEPEHWUI OCYLLECTBASN MOHUTOPUHI NtOObIX MNOCAeayHoLMX
npobaem no 6€30MacHOCTU U NPUHUMANU COOTBETCTBYHOLLME Mepbl MO paboTe ¢ curHanamm o6 3Tux
npobaemax. [lep:atenam permcTpaLMoHHbIX YA0CTOBEPEHMI U YNTONHOMOYEHHBIM OpraHam rocyaapcrs-
Y/IEHOB C/nedyeT NOOWpPATb CNeumMasnucToB CUCTEMbl 34PaBOOXPAHEHMA COCTaBAATb U MPeACcTaBAATb
coobLeHnsa 060 BCex NOA03PEBAEMbIX HEKENATE/IbHBIX PEAKLMAX, AAXKe eCIM 3TU PeaKL MM UMEOT MECTO
cpean rpynn HaceneHua, He BK/KOYEHHbIX B OA0OPEeHHY 061acTb NMPUMEHEHWUA /IEKAPCTBEHHOIO
npenapata cornacHo ero OXJ/IM.

7.1.6.3. CoobuweHns o nepeao3npoBKe, 310ynoTpebsieHMn W HenpaBUAbHOM MNPUMEHEHUU
JIeKapCTBEHHOrO MpenapaTta, a TaKXKe O MeAULMHCKUMX owmbKax uauM BO3LENCTBUM JIEKAPCTBEHHOIO
npenapaTa, CBA3aHHbIX ¢ NPOdECCMOHANbHOM AeATENbHOCTbIO.



B cnyyae ecnu nepeposmnpoBKa, 3noynotpebneHne, HeNpaBuAbHOE MPUMEHEHUE, MeSMULIMHCKAnA
owmnbKa WA  BO3AENCTBUME JIEKAPCTBEHHOro npenapaTa, CBA3aHHble C  NPo¢decCUMOHaNbHOM
OEeATEeNbHOCTbIO, HE MPUBEN K PA3BUTUIO HEXKENATENIbHOW Peakumun, CBEAEHMA O HUX He noajexat
npoueaype CPOYHOro PENOPTUPOBAHMA. DTU AaHHbIE CeayeT BHOCUTb B cooTBeTCTBYOLWMIM TOOB un MNYP
(ecnn npumeHumo). Ecan gaHHble coobuieHusa cogepykaT gaHHble no 6e3onacHoCTM, BAMAKOWME Ha
COOTHOWeHMe "monb3a - pPUCK" JIeKAapCTBEHHOro Mpenapata, O HUX CcaeayeT  yBeAOMAATb
YMNO/IHOMOYEHHbIE OpraHbl rocyAapCTB-4/IeHOB B COOTBETCTBMM C TpeboBaHMAMM 3aKOHOOATENbCTBA
rocygapcrea-yneHa.

7.1.6.4. OTcyTcTBUE TEPaAneBTUYECKOM 3DPEKTUBHOCTH.

CoobuweHna o6 oTcyTcTBUM TepaneBTMYECKON 3PPEeKTUBHOCTM cneayeT pPerncTtpmpoBatb U
BbINO/IHATL MOCAeAyHoWY0 paboTy No NoaydeHuto NoaHOM WUHPopMauun. [aHHble coobLEeHUn, KaK
NpPaBuIo, He NOANEXKAT CPOYHOMY pernopTUpoBaHMto N yuntbisatoTca B [NIOOB. B onpegeneHHbIx cnydaax
MOXKeT noTpeboBaTbcA NpeacTaBNeHne coobweHMin 06 OTCYTCTBUM TepaneBTUYECKOM 3GPEKTUBHOCTU B
TeyeHue 15-g4HEeBHOro CpokKa. K TakMm caydanm OTHOCATCA OTCYTCTBME TepaneBTUYeCKoM 3¢ EeKTUBHOCTU
npy NPUMEHEHUW NOAO3PEBAEMOrOo J/IEKAPCTBEHHOrO npenapata AaA JevyeHna 3abonesaHun,
NPeACTaBASAOWMX YrPo3y KMU3HM (BKAKOYAA YrpoXKatowme KM3HM WHOEKUMOHHble 3abonesaHus,
BbI3BaHHble YyBCTBUTE/IbHbIMW MWKPOOPraHM3MamM NMB0 CONPOBOXAAOWMECA MOABAEHUEM HOBOIO
YCTOMYMBOrO LWTaMMa MUKPOOPraHW3ma, paHee CYMTABLLErocs BOCNPUMMUMBBIM), @ TaKKe B C/1y4ae ecnin
nog03peBaeMbIMM IEKAPCTBEHHBIMW NpenapaTammn ABAAKTCA BAKUMHbI M KOHTPALENTUBBI.

[na BakuuH cneayeT coobllaTb O CAy4anx OTCYTCTBMA 3DPEKTMBHOCTM, B YaCTHOCTM, YTODbI
BblAE/NTb NOTEHLMA/bHbIE CUrHA/Ibl O CHUMKEHHON MMMYHOreHHOCTU B NOArpynne BakUWH, CHUMKEHHOM
UMMYHUTETE UM 3aMELLEHMN WTaMMma. Takme CUrHanbl MoryT noTpeboBaTb onepaTUBHbIX AENCTBUIA U
JaNbHEWLWero n3y4eHns B NOCTPErMCTPALMOHHbIX UCCAe0BaHUAX 6e3onacHoCTyU.

7.1.7. CpoyHoOe npeacTaBaeHme MHANBUAYA/IbHbIX COOBLLEHMI O HEXKeNaTeIbHbIX PEeaKLUAX U MHOM
nHbopMaummn no 6e30nacHOCTU IeKaPCTBEHHOrO NpenapaTa.

MpeacTaBNeHUIO B YNOJHOMOYEHHbIE OpraHbl rocy4apcTB-41EHOB Noa/exKaT To/bKo coobLieHms o
HexenaTeslbHbIX pPeakuusax, npoweawne Baangaumio. OTCHET BpPemMeHM BbIMOJHEHUA Mpoueaypbl
CPOYHOro penopTMPOBaHMA COOBLLEHNIA HAYUMHAETCA C TOrO MOMEHTa, Koraa MHbopMaums, coaeprKallan
MWHUMaNbHbIE  KpUTEpUM AN NpeacTaBieHMs  cooblieHua, CcTana [OCTyrnHa  AepKaTento
PErncTpPaLnoHHOro yA0CTOBEPEHMA (BKOYAn MeAMLIMHCKUX NPeacTaBuUTeNei U NoapsaaAYMKoB). ITa AaTa
CYMTaeTcs JaTol Hayana otcyeta ("aeHb Hosb").

Echv  pepxkaTenb pPerucTpauMoOHHOrO YAOCTOBEPEHWA OTAaeT u4acTb AeATeNbHOCTM Mo
dbapmaKoHaA30py Ha ayTCOPCUHT, HEObXoaMMO 0becneynTb Hanmune NPUHATLIX B popme NMMCbMEHHOTO
OOKYMEHTa TOYHbIX MPoLeayp UM 3aKNOMEHHbIX COrNalleHnii o pasgeneHnm obasaHHocTen B 061actu
dapmaKkoHai30pa MeKay ayTCOPCMHIOBOM opraHu3auuen (MMuom) U aeprkatenem pPerucTpalyoHHOro
YOOCTOBEPEHUSI A1 BbINOMIHEHUA 006A3aTeNIbCTB MO MPEACTaBNEHUI0 COODLWEHUI O HeXKenaTe/bHbIX
peaKkumsax B NoJIHOM obbeme. [laHHble Npoueaypbl A0MKHbI ONpesenaTb, B 4aCTHOCTU, NpoL,eccbl obMeHa
nHbopmaupeint no 6e30nNacHOCTU NEKAPCTBEHHOrO MpenapaTta, B TOM YMC/le BPEMEHHblE MHTEPBabl
npeacTtasfieHus nHGopmaumm 1 0683aHHOCTb NPEACTABIATL COOOLLEHNA O HEXeNaTe/IbHbIX PeaKkuMsaX B
YMNO/IHOMOY€EHHbIE OpraHbl rocyaapcTe-uneHoB. Cneayet nsberatb Ay61MpoBaHMA Nepeaaymn coobeHni
B YNO/IHOMOY€EHHbIE OpraHbl rocyapcTB-4/1€HOB.

B OTHOLWEHUM MHOMBUAYANbHBIX COODLLEHUI O HEXeNaTe/IbHbIX peakLMaX, ONMCaHHbIX B Hay4yHO-
MeOMLUMHCKOW nuTepaType, OTcdeT BpemeHu ("aeHb Hosb") HaumHaeTcA C AaTbl yBeAOMJIEHMA O
ny6nKaumm, cogeprkallein MUHUMAbHYO WHbOopmaumio. Ecanm € ayTCOPCUHIOBLIM NIMUOM WU
OopraHM3aumeint ycTaHOBJ/IEHbl AOrOBOPHbIE OTHOWEHMA Ha BbINMOSIHEHME MOWCKA MO JUTEPATYPHbIM
WCTOYHMKAM U (MN) cocTaB/IeHUE COOBLLLEHUIA O HeXKenaTeslbHbIX peakumax, HeobxoamMmo, 4Tobbl 6binun
odopmneHbl NMCbMeHHble NoApPOobHble cornaleHma O pacnpeaeneHun obA3aHHOCTEN, No3BondAlLWme
rapaHTMpPOBaTb, UYTO AepKaTe/lb PErnucTPauMOHHOro YAOCTOBEPEHUA CMOMKET BbIMOHUTL TpeboBaHUA



3aKOHOO4ATENIbCTBA rOCYyAapPCTBa-41€Ha No penopTnpoBaHULO.

Ecan nonyyeHa fonosHUTENbHAA BaxKHaA MHGOPMaUMA O paHee NpeacTaBNeHHOM coobweHnn o
HexenaTesIbHOW peaKLnm, OTCHET BPEMEHU A1 COCTaB/IEHUA NMOCAEAYIOLLEr0 COOOLWEHNSA B OTHOLLEHUM
AAHHOW peaKLyMM Ha4YMHAETCA 3aHOBO (TO eCTb CPOK NoZaYM NoCAeayIoLLEero cCoobweHMsA OTCUMTbIBAETCA
C [aTbl MOJMYYEHUA BaKHOM nocneaytowen MHbopmauum). MNMpu cocTaBieHUM COOBLLEHMA BaXKHOM
OONONHUTENbHON MHPOPMALUMEN CYMTAETCA HOBAA MeAULUMHCKAA UAM aAMUHUCTPATUBHAA MHbOPMaLLMA
0 NOJ03pPEBAEMON HEXenaTe/IbHOM peakumu, KOTOpas MOMKET OKasaTb BAMAHME Ha OLEHKY WM
ynpasneHne Cy4aem UM MOXKET U3MEHUTb ero KnaccudukaLmio no cTteneHun TaxkecTn. HecywecteeHHas
AONONHUTENbHAA MHbOPMAUMA BKIOYAET OBHOB/IEHHbIE KOMMEHTAapMU OTHOCUTENIbHO BbIMOJIHEHHOM
OLEHKM C/Ty4aeB UM UCMPABAEHNA TUNOrPadUYecKMxX OLUMOOK B NpesablayLLeM COOBLWEHMUN O CayYae.

7.1.7.1. TpeboBaHMA NO CPOYHOMY NpeAcTaB/IEHUIO COODLLEHMNN O HEXeNaTelbHbIX peaKkLuaX.

[ep:KaTenn perncrpaumoHHbIX YAOCTOBEPEHUM B TeyeHue 15 KasneHZapHbIX AHeW C aaTbl
NoAyYyeHWa  AeprKaTenem  PerucTpaumoHHOro  yAOCTOBEPEHWA WM ero  YNnoJIHOMOYEHHbIM
npeactaBUTeNeM MUHUMAbHOW Tpebyemoi MHPOPMaLMKN B COOTBETCTBMM C NMyHKTOM 7.1.7 HacToAlmMX
Mpasua NpeacTaBAAOT B YyNOJHOMOYEHHbIN OpraH rocyaapcrea-yseHa:

coobLIeHNE O CEPLE3HOI HeXKeNnaTeNbHOM PeakLUn Ha IeKapcTBEHHbIN NpenaparT, BbiAB/AeHHOM Ha
TEPPUTOPUMN FrOCYAaPCTBA-Y/IEHS;

cooblieHne O CepbesHOoM HenpeaBUAEHHON HeXKenaTe/IbHOM peakuMM Ha NeKapCTBEHHbIN
npenapar, BbIABNEHHOM Ha TePPUTOPMUAX UHbIX FOCYAapCTB.

YCTaHOB/NEHHbIW CPOK PENOPTMPOBAHUA PACNPOCTPAHAETCA HA MEPBUYHYHO M AOMONHUTENbHYIO
NHGOPMaLMIO O HeXenaTesIbHOM peakumm Ha IeKapCTBeHHbIM npenapar.

B cnyyae nepeBoa HexKenaTelbHON peakuMm U3 KaTeropumn cepbe3Hoi HexKenate/IbHOM peakuum
B HECEepbesHyl0 HeKenaTe/lbHYyl peakuuio AaHHas uHbopmaumsa AomkHa 6biTb npeacTaBneHa B
YMNO/IHOMOYEHHbI OpraH rocyZapcTBa-yseHa B TedeHune 15 KaneHaapHbIX AHEN.

7.1.7.2. Cnocob n dopma npeacTaBieHMs COOOLEHNIN O HeXenaTeNbHbIX peaKUmsaX.

NHanBuAayanbHble COOBLUEHMA O HeXenaTefbHbIX peakuusax AepiKaTensim pPervcTpaLmoHHbIX
YyOOCTOBEPEHUIA cneayeT NpeactaBaAaTb B YNOJHOMOYEHHbIM OpraH rocyapcrea-y4jieHa B 3/1eKTPOHHOM
Buae. dopmat MHANBMAYaNbHbIX COOBLEHUIA O HeXKenaTesbHbIX Peakuusax AO/KEeH COOTBETCTBOBATb
dopmaTy, YCTaHOBAEHHOMY PYKOBOACTBOM MexayHapoaHOW KOoHdepeHUMn Mo rapmMoHMU3aumm
TeXHUYEeCKnX TpeboBaHMI K IeKapCTBEHHbIM NpenapaTtam Ans MeguLMHCKOro npumeHeHus (ganee - ICH)
"YnpaBneHue AaHHbIMW NO KAMHUYECKOM 6e30NacHOCTU. DIEMEHTbI JlaHHbIX A0S Nepeaayn coobLueHni
06 MHAMBUAYANbHbIX CIy4asX HeXKenaTenbHbiX peakumin" (E2B).

7.1.7.3. TpeboBaHWA MO CPOYHOMY NpencTaBAEeHUIO WMHOW MHPopmauum no 6esonacHoCTU
JIeKapCTBEeHHbIX NpenapaTos.

Cpo4yHOMY NpeAacTaB/ieHNto B TedeHUe He b6onee 15 KaneHOapHbIX AHEN NOONEXUT ceayroLwas
BarKHaA WHdopmauma no 6e30MacHOCTM, KOTOpas MOMKET CBUAETENbCTBOBATL 00 M3MEHEeHUAX B
COOTHOLWEHMM "NoNb3a - pUcK" IeKapCcTBEHHOro NpenapaTa:

NPeBbILEHNE OXMAAEeMON YacTOTbl Pa3BUTUA CEPbE3HbIX HEeXeNaTeNbHbIX PeakLuin, KoTopoe
MOMET OKa3aTb BIMAHME Ha COOTHOLLIEHMe "No/b3a - PUCK" NeKapCcTBEHHOro npenapara;

OrpaHWYEeHMs B PAaCNpPOCTPaHEHNN 1IeKAaPCTBEHHOMO NpenapaTta, OT3blB JIEKapCTBEHHOrO Npenapara
C PpblHKA, Henpog/jeHue, aHHY/IMPOBAHWE WAM  NPUOCTAHOBKA [AENCTBUA  PErncTpauMOHHbIX
YOOCTOBEPEHMUI (paspelleHnit Ha MapKeTMHT) Ha TeppuTOpUAX APYrMx rocyJapcTB Mo NpuUUMHaMm,
CBA3aHHbIM Cc 6e3onacHocTbld M 3PPEKTUBHOCTbIO /IEKAPCTBEHHOrO nNpenapata, a TaKkKe



MHNUNNPOBAHHbIE YNO/ITHOMOYEHHbIMU OopraHamu rocygapcrs-4i1eHoB nnun Aepxartenamm
PEerncTpauMoHHbIX yp,OCTOBepeHMVI AAHHOro N1eKapCTBEHHOrO nNpenaparTa,

BHECEHME CYLECTBEHHbIX M3MEHEHMI B PEKOMEHAALUMM NO MEAMLMHCKOMY MNPUMEHEHUIO Ha
TEPPUTOPUAX APYIUX TOCYAAPCTB MO NPUYMHAM, CBA3AHHbIM C 6e30NacHOCTbIO /1IEKAPCTBEHHOTO
npenapaTa;

npobaema no 6€30MacHOCTA, BbIABAEHHAA B XOA4e HEeMHTEPBEHLMOHHOIO NOCTPErncTPaLMOHHOMO
nccnenoBaHmsA, KIMHUYECKOTo UCCAeA0BaHMA AN AOKANHUYECKOro nccneqoBaHus;

AaHHble No 6e30nacHOCTKN, KOTopble YCTaHOB/EHbl B pe3y/bTaTe AeATe/NbHOCTU MO BbiABAEHUIO
CMrHana U MOryT oKasaTb B/IMAHME Ha COOTHOLWIEeHMe "Nonb3a - puck";

npobnembl No 6e30nacHOCTU, CBA3aHHble C MPUMEHEHMEM JIeKapCTBEHHOro npenapaTta He B
cootBetcTBmmn ¢ OXJ1MM;

npobaembl No 6e30MacHOCTU, CBSA3aHHbIE C oWwMboYHoW MHbopmaumein B OX/IM, UMM (N1B) nan
MapKUPOBKe NIeKapCTBEHHOro NpenapaTa;

HeaocTaTouHan 3¢GPEKTUBHOCTb /NIEKAPCTBEHHbIX NPEenapaTtoB, MPUMEHSIEMbIX MPW NaToNormu,
NPeACTaBAAIOWENA Yyrpo3y KU3HM YeNOBEKa, a TaKKe BaKUMH M KOHTPaUenTUBHbLIX cpeactB (Mnu ee
oTcyTCTBUE);

npo6iembl No 6€30MNacHOCTU, CBA3aHHbIE C UCXOAHbIM CbiPbEeM /18 NMPON3BOACTBA JIEKAaPCTBEHHOMO
npenapara u (Mamn) ero NocTaBkamm.

[aHHasa nHpopmauma no 6esonacHOCTM NPeacTaBAAETCA B MMCbMEHHOM BUAE B YNOJHOMOYEHHbI M
OpraH rocyapcTBa-4/ieHa, Ha TEPPUTOPUM KOTOPOTrO 3aperMcTpMpPOBaH NOL03PEBAEMbII IEKAPCTBEHHbIN
npenapat. [lpeactaBneHMe YyKasaHHOMW MHbopmMaumMm no 6e3onacHocTM uAM  3bPEKTUBHOCTU
NIeKapCTBEHHOrO npenapata caeayeT BbIMOAHATb He3aMea/UTeNbHO, NOC/e TOro, Kak O Hel cTano
N3BECTHO AEeprKaTeto PermMcTpPaLmMoOHHOro yA0CTOBEPEHNA NN €ro YNOJIHOMOYEHHOMY NpeacTaBUTeNto.
B npeacTaBnfsemoit uHPopmaumm caesyet MNPMBECTM OMMCAHWE BblEYyKasaHHbIX AaHHbIX Mo
6e3onacHoCcTM UK 3PeKTUBHOCTM NOL03PEBAEMOrO JIEKAPCTBEHHOrO NpenapaTa, AeNCTBUA UAN Mepbl,
npeasaraemble B OTHOLWEHMM MOLO3PEBAEMOroO JIEKAapCTBEHHOrO npenaparta. YKasaHHble acrekKTbl
npoduna 6e30MacHOCTM NoanexKaT BKAOYEHUIO B cOOTBeTCTBYOWMe pasaensl NMOOB nekapcTBeHHOro
npenaparta 1 aHanusy.

7.2. C60p coobLEHN O HexXeNaTeNbHbIX peakLmnax.

7.2.1. O6a3aHHOCTM rocy4apCTB-4/1EHOB.

YNonHoMoueHHble opraHbl KaxAoro rocygapcraa-yieHa A0MKHbI pacrnonaraTb cuctemoli cbopa u
perucTpaLmumn Bcex coobLleHMn 0 NoA03peBaeMblX HexenaTe lbHbIX PeaKkLMAX, KOTOPble BblABAAIOTCA Ha
ero TeppuTopuMM M Ha KoTopble 06palialoT BHUMaHWE CMeLuanmcTbl CUCTEMbI 3[paBOOXPaHEHUs,
nauMeHTbl, NOTPebUTenn nnu aepskaTenn PerucTPaLMoHHbIX YA0CTOBEPEHUIA.

YNONHOMOYEHHbIE OpraHbl KaXkAoro rocyAapcTBa-y/ieHa A0/KHbl NPUMEHATb COOTBETCTBYOLWME
Mepbl  ANA  MOOLWPEHUA CNELMANNCTOB CUCTEMbl 34PABOOXPAHEHUS HA CBOEM TeppuTopun K
npeacTaB/leHUI0 COODLEHUA O NOoJO03PEBAEMbIX HEMEeNaTe/bHbIX pPeakumMax Ha JeKapCTBeHHble
npenapatbl B YMNOJHOMOYEHHbIA OpraH rocygapcrea-dneHa. Kpome Toro, yno/HOMOYEHHbIM opraH
rocy4apcrea-yseHa BMpaBe HaNOMMTb Ha CMeLMasucToB CUCTEMbI 34PaBOOXPAaHEHUA cheupasnbHble
06s3aTeNbCcTBa MO NPEACTAaBNEHUIO COODLLEHWA O MNOA03PEBAEMbIX HEMKeNaTe/ibHbIX Peakumsax Ha
NeKapcTBeHHbIe NpenapaThbl B YNOJHOMOYEHHbIM OpraH rocygapcrea-yaeHa.

B uenax ontummnsaymm npoueaypbl npeacraBieHnA MHd)OpMaLl,MM O HeXenaTe/bHbIX peaKkuunAax
CTaHOapTHblIEe d)OprI 6/1aHKOB C BO3MOXHOCTbIO UX HenocpedCcTBeHHOro 3ano/JIHeHNUA NoNb3oBaTe/lemMm



OOJIKHbI HaxoauTbcs B CcBOOOAHOM focTyne Ha oduuMasbHbIX CalTax YNOJHOMOYEHHbIX OPraHoB
(ynonHomoYeHHbIX opraHnsauuin) B MUHGOPMaLUMOHHO-TENEKOMMYHUKALNOHHOM ceTh "UHTepHeT" BMecTe
C WHpopMauper o pas3MyHbIX crnocobax npeacTaBiAeHUa WHPOpMauuM O MOoA03PEBAEMBIX
HeKenaTesIbHbIX PeakUUsaX, CBA3aHHbIX C MPUMEHEHNEM JIEKAPCTBEHHbIX NPEenapaTos.

KoHcynbTaHTlAOC: NnprmeYyaHue.
Ab63au, NATbIM NoanyHKTa 7.2.1 nyHKTa 7.2 BCTynuA B cuny ¢ 1 nioHa 2016 roga.

YNONHOMOYEHHBIMW OpraHaMM roCyZAapCTB-Y4/1€HOB O0J/IKHO OblTb ObecreyeHo BKAOYEHME B
eauHyto 6a3y [aHHbIX HeXKenaTefibHbIX PeaKkLMin rocyaapcTB-41eHOB BCEX COOOLEHMA O CepbesHbIX
HexenaTeslbHbIX PEeaKuMAX, BbIABAEHHbIX Ha TEPPUTOPUAX TOCYAAPCTB-Y/IEHOB, MPEACTAaB/lEHHbIX B
COOTBETCTBYIOLLMI YNONHOMOUYEHHbIM OpraH rocy4apcTBa-yaeHa U OUeHEHHbIX Kak BasMaHble.

YNONHOMOYEHHbIM OpraHam rocyAapcTB-YeHOB CneayeT MNPUMEHATb Mepbl  "BblpaKeHus
npusHaTenbHOCcTM" 3a paboTy No NpeacTaBNeHUIO COODLLEHUI O HeXenaTeNbHbIX peakumax, BKAoYas
npeactaB/ieHMe penopTtepam  AONOAHUTENbHOM MHPOpMauMM O pesynbTaTax [AajbHeilwero
PacCMOTPEHWNA COOBLLEHMI O HeXXeNaTebHbIX peakuMAX Ha IeKapcTBeHHbIe NpenapaTbl.

Mpy nNpeacTaBAeHUM COOBLIEHWUIA O HeXKenaTeNbHbIX pPeakuuAaX Ha JeKapCTBeHHble npenapaTbl
AeprKaTeNsiMn PEerncTPaLMOHHbIX YAOCTOBEPEHUIA, YNOJHOMOYEHHbIE OpraHbl roCyAapCTB-4Y/IeHOB, Ha
TEPPUTOPUAX KOTOPbIX MMEeNa MeCTO MoAo3peBaeman Hexenare/bHasa peakuusa, Bnpase MNpuB/eKkaTb
AeprKaTenen perucTpaumoHHbIX YA0CTOBEPEHUI K Noc/ieayowein paboTte No 4aHHbIM COOBLLLEHUAM.

Karkgoe rocyzapctBo-yYsieH [O/MKHO obecneynTtb, 4YTOObl €ro YMOJHOMOYEHHbIA OpraH,
OTBETCTBEHHbIN 32 KOHTPOb 06 paLLEeHNs NeKapcTBEHHbIX NpenapaTos, 6bia NpouHGopMUpoBaH o Nboi
NoAo03PeBAEMOI HeXKeNaTeNIbHON peakuMu, Ha KOTopylo 0bpaTMan BHUMaAHWE cCrneuManmnctsl ntboro
APYroro opraHa rocyAapCTBEHHOro ynpaBAeHWA, BeAOMCTBA, YUYPEX[eHWUs WAM  OpraHu3auuu,
OTBETCTBEHHbIX 32 6€30MacHOCTb MaUMEHTOB B AaHHOM roCygapcTBe, M 4Tobbl 3T coobLWEeHMA 6blu
npeacTaB/ieHbl B HaLMOHanbHyO 6a3y AaHHbIX. B ciydasx Korga coobluieHusa O nopo3peBaemblx
He)kenaTeslbHbIX peaKkumax Bbblan HanpasieHbl HenocpeacTBEHHO B MHble OpraHbl rocyAapCcTBEHHOro
ynpaBneHnsa, BeAOMCTBa, OpraHusaumMm u (ManM) ydpexgeHua B AaHHOM rocCydapcTBe-usieHe,
YMNO/IHOMOYEHHbIM OpraH rocyaapcrBa-YseHa, B MOJIHOMOYMA KOTOPOro BXOAMUT OCYLLECTB/EHME
dapmakoHaz3opa B chepe obpalleHna NeKapCcTBEHHbIX CPeACTB, A0/IKEH MMETb C HUMU cornalleHmsa o6
obmeHe faHHbIMUK, oA TOro, YToObl 3TM COObLLEHNA HANPABAAANCL B AaHHbIM YNOJTHOMOYEHHbI OpraH
rocygapcrea-ysieHa. YKasaHHoe TpeboBaHME pPacnpoCTpaHAETCA TaKXKe Ha C/ydauM  pasBuUTUA
He)kenaTeslbHbIX peaKLUMii Ha IeKapCTBEHHble NpenapaTbl, KOTOPble ABUANUCL CAEACTBMEM MEANLNHCKNX
OLKNOOK.

7.2.2. 06a3aHHOCTM AepKaTenein PermcTPaumoHHbIX YA0CTOBEPEHUN.

Kaxkabli gepatenb perMcTpaLuMoHHOro yAOCTOBEPEHUSA AOJIKEH YCTaHOBUTb U NOAAEPIKMBaATb
cuctemy cbopa M perncrTpaumm Bcex COODOLLEHWMIA O MOAO3PEBAEMbIX HEMKENaTe/bHbIX Peakuuax Ha
NleKapCTBeHHble NpenapaTtbl, KOTOpble MOCTYNaloT B €ro PacnopsiXeHue Kak B pamKax CMOHTaHHOro
pPenopTMPOBaHUA cneLManncTaMm CUCTEMbI 3PpaBOOXPaHEHNs, NaUuMeHTaMu Uan NnoTpebutTenamm, Tak n
B Xo4e NpoBeAeHUs MOCTPEerncTPauMoHHbIX UCCNeaoBaHMA.  [lep:kaTenm  pernmcrpalMoHHbIX
YOOCTOBEPEHUIA [AO0/MKHbI €CO34aTb MexaHW3Mbl, obecnedynBaloliMe BO3MOMKHOCTb MPOC/EXKUBAHUA
coobueHnit n nocneayoLein paboTbl C COOBLLEHMAMM O HEXKeNaTe/IbHbIX peakumsax.

06s3aHHOCTb NO cbopy CBeAEHUI O MOAO03PEBAEMbIX HEMXKEeNaTeNbHbIX pPeaKuuax AepxaTenimu
PErucTPaLMOHHBIX YA0CTOBEPEHMIN PAacnpoCTPaHAETCA B TOM YMCNe Ha COOBLIEHWA, OTHOCALLMECA K
NeKapCTBEHHbIM NpenapaTtam, BnajeHne KOTOPbIMU He MOMKET BbITb MCKNOYEHO MCXOAA U3 YKa3aHHbIX B
co06LeHMM 0 NOLO3PEBAEMON HEXENATEIbHON PeaKLMmn Ha NEKaPCTBEHHDBIW npenapaT HanMeHOoBaHUA
[OeNCTBYIOLLEro BelLecTBa, CoOCTaBa, HOMepa NapTum, cnocoba BBeAEHWA, FOCYAapCcTBa NEPBOMCTOYHMKA
WM rOCYAapcCTBa Pa3BUTMA NMOA03PEBAEMON HEXKeNaTeIbHON peakumu.



7.2.2.1. CnoHTaHHble COObLLEHMUS.

Jep:KaTtenn perncTpaumMoHHbIX YAO0CTOBEPEHUIM AO/KHbI PErUCTPUPOBaATb BCE CMOHTaHHblE
COODOLLEHNA O NOAO3PEBAEMbIX HEXKENATENbHbIX PEAKLMUAX, BO3HUKAIOLLMX Ha TEPPUTOPUAX rOCyAapcTB-
YNIeHOB WM 33 WX Mpefdenamu. Takue coobLEHMs BK/KOYAOT BCE CUTHanAbl O MOZO3pPeBaeMblX
He)KenaTeslbHbIX  Peakumax, MNoJyYeHHble B 3/NEeKTPOHHOM BUAE WU  KAaKUMU-IMBO  Apyrmu
noaxogsawmmm crnocobamu. Jlepratenn perncTpPaumMoHHbIX YAOCTOBEPEHUA MOFYT MCMNO/Ib30BaTh CBOM
CainTbl B MUHGOPMALIMOHHO-TENIEKOMMYHUKALIMOHHOM ceTh "UHTepHeT" ana coaencTeus cbopy ceegeHni
0 NOA03PEBAEMbIX HEXKENATE/IbHbIX PEAKLMAX, NPELOCTAaBMB Ha HUX B1aHKKN 415 3aM0/IHEHUA COOBLLLEHNI
0 HeXKenaTe/bHbIX PeaKLMAX UAN COOTBETCTBYIOLLME KOHTAKTHbIE AaHHble A8 HENOCPeACTBEHHOM CBA3M.

7.2.2.2. CoobLieHmna, nony4YeHHbIe Mo 3anpocy.

[ep:KaTenn perucTpauMoHHbIX YAOCTOBEPEHUI AOMKHbI PErMCTPUpPOBaTb Bce COObLWEHMA O
MOZ03PEBAEMbBIX HEXKENATE/IbHbIX PEaKLMAX, BO3HUKAOLWMX HA TEPPUTOPUAX FrOCYAaPCTB-4Y/1IEHOB UK 33
UX Npesenamm 1 BbIABJAEHHbIX B XOA4e NOCTPErncTpPaumMoOHHbIX UcCaegoBaHui. B gaHHble coobuieHus,
noay4YyeHHble MO 3anpocy, BXOAAT COObLLEHNA, NOAYYeHHbIe NO pe3y/ibTaTam OpraHW3oBaHHoro cbopa
AaHHbIX, KOTOPbIA MHULMMPYETCA, YNPaBAAETCA UM GUHAHCUPYETCA AeprKaTenamm perucTpaLyoHHbIX
yA0CTOBEpPEeHMUI. [JaHHble COOOLEHMS TaKKe BK/IOYAIOT CBEAEHUA, MOCTYNUBLLME B XOLE BbINOJSHEHMUSA
HEMHTEePBEHLMOHHbIX NOCTPErMCTPaLMOHHbIX nccneaoBaHui, nporpamm NCMNoNb30BaHUA
JIeKapCTBEHHOro Mpenapata B CBA3W C WCKAOYMTE/NbHbIMM OBCTOATENBCTBAMWU M3  COODpaKeHWi
COCTPafaHusi,  MEepCoHa/IM3MPOBaAHHbIX  MNPOrPamMm  WCMNONb30BaHMS  HE3aPEerncTPMpPOBAHHOIO
NleKapcTBEeHHOro npenapaTa, APYrMx Nporpamm NoAAep*KKM NnaumeHToB U MOHUTOPUHra 3aboseBaHuUi,
nporpamm MNOAAEPMKKM NauneHToB U cbopa nHdopmaumm 06 3pOeKTUBHOCTU UAN NPUBEPIKEHHOCTU
NauMEeHTOB IeYEHMIO, @ TaK}Ke BeleHUA PeecTpos.

[JepaTenu perncTpaLMoHHbIX YAOCTOBEPEHUI AOMKHbI BHEAPUTb M MUCMOb30BaTb MEXaHM3Mbl
cbopa NosHOW M BCECTOPOHHEN MHDOPMALUK O CAyYanX NOA03PEBAEMbIX HEXKeNATeIbHbIX peaKkumii Npu
MepBUYHOM COCTaB/IEHUM COOBLLEHUI O MOAO3PEBAEMbIX HEXKENaTesIbHbIX PeakUuMAX Mo pe3ynbTaTy
MOYYEeHWA CMOHTAHHbIX COODLLLEH MM O TaKMX pPeaKLMaX B Lefax obecrneyeHns BO3MOXKHOCTU NPOBEAEHUSA
HaZNeXKallel OLEHKM COObLLEHMA WM BbIMOAHEHUA TPebOBaHMI MO CPOYHOMY PEMOPTUPOBAHUIO B
YMNO/IHOMOYEHHbIE OpraHbl roCyZlapcTB-41eHO0B (eCAn NPUMEHNMO).

7.2.2.2.1. CoobLeHMs, MONYYEHHbIE B X0 NPOBEAEHNA HEUHTEPBEHLMOHHbIX MCCNeA0BaHUNA.

Ecan paHHble 0 NoAo3peBaemol HexenaTe/lbHOW peakumMn MonydeHbl B XO4e BbIMNONHEHUA
HEMHTEPBEHLMOHHbIX UCCNeA0BaHUN, cieayeT pas3feNbHO aHanM3MpoBaTb JaHHbIe UCCNeaoBaHUIA Co
c60pOM MepBUYHbIX AAaHHbIX HAaNPAMYIO OT MaLMEHTOB M CNeLmMasncToB CUCTEMbI 3[PaBOOXPaHEHNA U
nccnefoBaHNAMM C TaKUMU OAM3aliHaMU, KOTOpble OCHOBaHbl Ha BTOPUYHOM MUCMO/Ib30BaHUM AaHHbIX
(Hanpumep, UccneaoBaHUA, OCHOBaHHbIE Ha MEPECMOTPE MeAULIMHCKUX KapT UM SNEKTPOHHBIX 3anmncei
34paBOOXPaHEHMSA, CUCTEMATUYECKNE NEPECMOTPbI UM MeTa-aHaAun3bl).

CoobuleHMe COCTaBNAETCA, €eCAM  PernopTepoM  WAU  AepaTenem  pernctpalyoHHOro
yO0CTOBEepPeHUA NpeanonaraeTca Haimume, Kak MUHMMYM, BO3MOXHOW NPUYMHHO-C/IeACTBEHHOM CBA3U C
noAo3peBaeMbIM NeKapCTBEHHbIM npenapatom. CoobLIeHMA O HexKenaTeNibHbIX ABMAEHUAX, B KOTOPbIX
NPUYUHHO-CNEACTBEHHAA CBA3b OLLEHMBAETCA KaK COMHUTENbHAA, CNedyeT BKAOUYaTb B 3aKAH0UUTENbHbIM
oTyeT 06 uccnenoBaHUK.

B OTHOWEHMN HEMHTEPBEHUMOHHbIX MCCIEA0BaHWUIA C NEPBUYHBIM CEOPOM AaHHbIX HaMpPAMYO OT
MauMeHTOB M CMeuManncToB CUCTEMbI 34PABOOXPAHEHWUA MPEACTaBAEHUIO MOA/ENKaT CoobLieHUs O
HeXenaTtesbHbIX peaKuunAax, B OTHOWEHWUU KOTOPbIX penopTtep WAn aepxatesb PerncTtpallMoHHOro
YA0CTOBEPEHUA NOAO3PEBAET, YTO MMEETCA, KaK MUHMMYM, BO3MOXHasA NPUYMHHO-CNEACTBEHHOMN CBA3b
C NOAO3PEBAEMbIM NIEKAPCTBEHHbIM MpenapaTom. Mpoune coobLeHMA 0 HeKenaTeabHbIX Peakumnnx, B
OTHOLLEHUM KOTOPbIX MMEETCA MOJO3PEHME, UYTO OHM CBA3aHbl C JIEKAPCTBEHHbLIMM NpenapaTtamu,
KOTOpble He BXOAAT B YMC/IO UCC/IEdyeMbIX NEKaPCTBEHHbIX NPEnapaToB M B KOTOPbIX HE YCTaHOB/JEHO



Baawmo,qeﬁcmme C uccneapyembiMn  NneKapCTtBeHHbIMM  npenapatamMmi, wUccaegoBatenam cnegyert
Hanpas/ATb B YNOJIHOMOY€EHHbI€ OPraHbl rocyaapCTB-4,1€HOB (ech 3TO I'IpMMeHMMO).

MpyM nNpoBeAEHUMM HEUHTEPBEHLMOHHbIX WCCNEAOBAaHWA, OCHOBAHHbIX Ha  BTOPUYHOM
MCMO/Ib30BaHUN AaHHbIX, MpeAcTaBieHne COOBLEHMI O BbIABAAEMbIX HEXKenaTe/bHbIX Peakuuax He
TpebyeTca. Bce AaHHbIe MO BbIABAEHHbIM HEXeNaTeNbHbIM PeaKkLUAM CYMMUPYIOTCA B 3aK1H0UNTEIbHOM
oT4yeTe 06 Uccnea0BaHUMN.

[lepKaTtesib PermcTpaLMoHHOro yA0CTOBEPEHNA BrpaBe YTOUHWUTL TpeboBaHWA No NPeACTaBAEHNIO
COO06LLEHMIT O HEMXKeNaTe/IbHbIX PEeaKLMAX B COOTBETCTBYIOLMX YNONHOMOYEHHbIX OpraHax rocyaapcrsa-
yneHa.

[lepateno  perncTpaLmMoHHOro yAOCTOBEPEHWA ciedyeT cobnoaatb  3aKOHOAATENbCTBO
rocylapctea-4ieHa, MNpMMEHAEMOe K MPeACTaB/eHMI0 COOBLEHUA O CAydasax NoA03peBaeMblX
HeXKenaTesIbHbIX PEaKLUMI B HE3aBUCHMbIE STUYECKME KOMUTETbI FOCYAapPCTB-Y/IEHOB M UCCeA0BaTeAM.

7.2.2.2.2. Mporpamma MCMo/ib30BaHMA NeKapCTBEHHOrO npenaparta B CBA3WN C UCKAOYMUTENbHbI MK
06CTOATENbCTBAMM M3 COOBPAXKEHNI COCTPaAaHUSA, NepCcoHaNM3NPOBaHHaA NPOrpaMma MCNob30BaHMsA
He3aperncTprpoBaHHOro JIEKapCTBEHHOro NpenapaTa.

Ecnu pepaTtenb perncrpaumMoHHOro yaoCToBEPEHUA UM CNeumanncT CMcTeMbl 34p0aBOOXPaHeEHUA
n3BeuweHbl O d)aKTe rlop,ospeBaeMOﬁ HexXenaTeNlbHOoM peakumn unnn BbIABAAKOT NOA03PEBAEMYIO
HeXenate/sbHylo peakuynto B pPaMKaxX nposeaeHnA nporpammbl MUCNOJSIb30BaHUNA /1€KAPCTBEHHOIO
npenapata B CBA3U C UCKAKOYUTENIbHbIMU obcToaTenbcTBAMM U3 coo6pa>KeHm71 COCTpagaHunAa unun
ﬂepCOHaﬂM3MPOBaHHOVI nporpammbl  UCNOJIb30BaHMA  HE3APErncTtpnupoBaHHOro  J1IeKapCtBeHHOro
npenapara, COOGLLI,GHMH O HeXXenaTesibHbIX peakumnax npeacrtaBadaoTca cnegyowmm o6pa3om:

B C/y4Yae ec/in HexkenatenbHasa peakuus 6blia BbIABNEHA MyTem aKTMBHOrO MOMUCKa, cieayet
NpeacTaB/sATb COOBLWEHMA TONIbKO O HEXENaTeNbHbIX Peakumax, Y KOTOpbIX MPUUMHHO-C/IeACTBEHHAnR
CBA3b C MPUMEHEHNEM MNOA03PEBAEMOr0o JIEKaPCTBEHHOro Npenapara onpeaensaeTca NepBoncTOMHMKOM
COOBLWEHUA AN AeprKaTeieM PEerncTPaLMOHHOrO YA0CTOBEPEHNA KaK BO3MOXKHAA (Kak MUHUMYM). ITH
coobLWeHNs cneayeT paccMaTpMBaTb KaK COODLLEHWMA O HeXKenaTeNlbHbIX PeaKuuaX, MoSyYeHHbIX No
3anpocy;

B C/Iy4ae ec/iM HexenatenbHan peakums 6blaa BbiiBNEHa He MyTem akTUBHOMO NOWMCKa MM 3anpoca,
BCE HexenatelbHble M HenpeaHaMepeHHble peaKkLMM Ha JeKapCTBEeHHbIM npenapaTt cnegyet
paccmaTpuBaTb Kak cooblIeHUA O NOAO03PeBaeMON HexenaTeNbHOW peakumu, NoAy4eHHON He Mo
3anpocy, U NPeAcTaBAATb KaK COOTBETCTBYOLEee coobLieHme.

7.2.2.2.3. Nporpamma noanepKu naLmeHTos.

Mporpamma NOAAEPKKMN NALMEHTOB ABAAIOTCA PAa3HOBUAHOCTbLIO CUCTEM OpraHn3oBaHHoro cbopa
[AaHHbIX, MPU KOTOPbIX AEPXKaTelb PErMCTPALMOHHOrO ya0CcToBEpPEHMA cobupaeT AaHHble, OTHOCALWMeECA
K WCMNONb30BaHWIO JIeKAapCTBEHHOro npenapata 6onblMMKM  rpynnamu  naumeHToB. [lpumepamu
MOCTPErncTPaLMOHHbIX MPOrPaMm MNOAAEPKKM MALMEHTOB ABAAIOTCA MPOrpaMmbl  MOHMTOPWHTA
3aboneBaHUii, MOHNTOPUHIA NauMeHToB, cbopa MHPOPMALUMN O NPUBEPIKEHHOCTU NALMEHTOB /IEYEHUIO,
MOHWTOPMHTA B paMKax CUCTEM KOMMeHcaummn (Bo3melleHuns).

[onyckaetca npoBefeHUE AKTUBHOTO MOMCKA HeKenaTe/bHbiX Peakuuidi B XO4e BbIMOAHEHUS
Pa3/IMYHbIX BUA0B CUCTEM OPraHM30BaHHOro cbopa AaHHbIX, B 3TOM C/Ty4ae 3TN HeXKeNaTe lbHble peakumm
cneayet y4uTbiBaTb KaK COOBLLEHMA, NoaydyeHHble no 3anpocy. OTyeTbl cnemyeT COCTaBAATb TO/bKO O
HeXenaTeslbHblX PeaKuusXx, B KOTOPbIX PEMNopPTEPOM WM  [eprKaTesleM  PerMcrpauyoHHOro
YAOCTOBEPEHMS NPUYMHHO-CNEACTBEHHAN CBA3b YCTAHOB/IEHA KaK BO3MOXKHAA (KaK MUHUMYM).

B C/lydae eC/im B paMKax CUCTEMbl OPraHnM30BaHHOro c6opa AaHHbIX HeXenaTeNbHaA peakuuna 6bina
BblAB/IEHa He B npolecce akKTUBHONro nNowuckKa (33I'Ip0C3), BCe HeXeslaTe/ibHble N HenpeaHaMepeHHble



peakuMM Ha NeKapcTBeHHbIN MnpenapaT, KoTopble 6blan cOObLIEHbl AepXKaTento perncrTpauyoHHOro
yA0CTOBEPEHUA MEANLMHCKUM PaBOTHUKOM MW NaLMEHTOM, CAeayeT paccCMaTpUBaTh Kak COOBLLEHNSA O
NoO/IY4EeHHOM He Mo 3anpocy NoA03pPeBaeMol HesKenaTe/lbHOM peakuun U NpeactaBnATb cooblueHue
COOTBETCTBYIOLLMM 06Pa30oM.

7.2.2.3. CoobuieHunn, onyb6anKoBaHHbIe B HayYHO-MeAMUMHCKOM anTepaTtype.

JepaTenam perncTpaunoHHbIX yA0CTOBEPEHUI CneayeT OCYLEeCTBAATb MOHUTOPUHT NybanKauui
B HAy4YHO-MEAMUMHCKOW nuTepaType BO BCEX rOCYAAPCTBAX, B KOTOPbIX Pa3spelieHO MNpUMEHeHUe
COOTBETCTBYIOWMX NIEKAPCTBEHHbIX NpPenapaToB, W MNpeacTaBAATb OOHapyeHHble coobuweHna o
HerKenaTeslbHbIX Peakumax B YNONHOMOYEHHblE OpraHbl rocyfapCTB-4/IEHOB COrlacHO TpeboBaHMAM
MEXKAYHapPOAHbIX OrOBOPOB M aKTOB, COCTaBAAOWMX Npaso Coto3a.

Cpo4YHOMY pPEnopTUPOBAHUIO HE MOoAJMeXaT c/eaylolme BbIBNEHHbIE NPU  MOHUTOPUHTE
ny6nKauMii  Hay4HO-MEeAMUMHCKON NuTepaTypbl coobuweHua (MHbopMauus) O HeKenaTesbHbIX
peaKkuumax:

€C/N BNaZeHWe JIeKapCTBEHHbIM MPEenapaToM AeprKaTesieM PerMcTpaLMoHHOro y40CTOBEpeHUs
MOHO MCKOYUTb Ha OCHOBAHWMM YKa3aHHbIX B COOBLEHUN HaMMEHOBaAHMUM OEWUCTBYIOLLEro BeLLecTBa,
cocTaBe, crnocobe BBeAeHMUs, CTpaHE MEepPBOMCTOMHMKA COOBLEHUA WKW CTPaHEe MPOMUCXOXKAEHMUA
NnoL03peBaEMON HexXenaTes/IbHOW peakumu;

COObLWEHNA Ha OcHOBe MHOPMaLMWU Hay4yHbIX NyO6AMKauMIA, KOTopble NpeacTaBastoT coboit
06061 eHHbIe aHaIM3bl AaHHbIX M3 06LLEeA0CTYNHbIX 633 AaHHbIX MW COAepKaT CBeAEHMA O NaLMeHTax B
BMAE Tab/iuL, WM MOCTPOYHbIX MNepeynucineHnit. [aHHblA BUA, HAy4YHbIX Myb6/MKaumii onucbiBaet
HexenaTeslbHble PeakLUyK, KOTOpble Pa3BMBALOTCA B rpynne NaLnmeHToB, NPUHUMAIOLWNX OnpeaenieHHbI
NeKapCTBEHHbIW Npenapar, C Le/bto BbIABNEHUA UM KOIMYECTBEHHOW OLEHKM Yrpo3bl Ans 6e30nacHoCTM
YyesloBEKa, CBA3AHHOM C /NEeKapCTBEHHbIM npenapatom. JlaHHble CcTaTbWM 4acTo CBA3aHbl C
bapmMaKkoaNMAEMUONOrMYECKMMU UCCNEAOBAHUAMM, UX TNABHOW LeNblo ABAAETCA OBHapy)KeHne uau
OUEHKa OnpeaesneHHbIX PUCKOB, KOTOpble MOrIM 6bl NOBAMATL Ha COOTHOWEHWEe "nosnb3a - puck”
NleKapCcTBEHHOro NpenapaTa B LLe/IOM.

CeefseHua no 6e30nacHOCTM, NpeacTaBiAeHHble B TaKMX HaydHbIX NybaMKauuax, cneayet
paccmaTpuBaTtb B COOTBETCTBYOWMX pasaenax NOOBb n OHM AO0AXHbI MPUHUMATLCA BO BHUMAHMeE Npu
aHanuse BAMAHUA 3TUX CBEAEHWN Ha COOTHOLIeHMe "nosb3a - pUcK" neKkapcTBeHHoro npenaparta. O
noboli HoBol MHPOoPMaLMM No 6e30NacHOCTMU, KOTOpPas MOXKET MOBAUATL Ha COOTHOLleHWe "Mosb3a -
pUCK" NleKapCcTBEHHOro npenapara, c/iedyeT HesameaMTe/lbHO YBeAOMATb YNONHOMOYEHHbIN opraH
rocyapcrea-ysieHa, Ha TePPUTOPUN KOTOPOrO 3apPerMcTPMpPOBaH NEeKapCTBEHHbIN Npenapar.

7.2.2.4. Tlopo3peBaemble HexenaTesbHble peaKkuuK, CBA3aHHble C AepeKToM KadyecTBa WAU
banbecndnUMPOBaAHHBIMM IEKAPCTBEHHBIMM NpenapaTaMu.

Eciv coobuweHre 0 NOAO3PEBAEMOM HEKENaTe/lbHOM peakuuMu CBSI3aHO C MNPUMEHEHMEM
NeKapcTBeHHOro npenapata, ¢anbcuduKauma KOTOporo noAaos3pesaeTcA AMB0O yCTaHOB/AeHa, WK
NleKapcTBEHHOro  npenapaTta  HeHaANe)Kallero  Kayectsa, JaHHOe  COooblleHWe  MoANexuT
PenopTUPOBaHMIO (B C/Ily4ae OTHECEHMS ero K BaJIMAHOMY COOBLLEHMIO).

B 3TuX cayyaax B LeNAx oxpaHbl O6LLECTBEHHOrO 340POBbA MOXKET NnoTpeboBaTbcA NpoBeaeHue
TAKUX CPOYHbIX Mep, KaK OT3bIB C pbiHKA 1 AedeKTHOW cepumn SeKapCTBEHHOro npenapaTta unu bonee.
Jep:KaTenam pervcTpaumoHHbIX yA0CTOBEPEHUI cneayeT MCMNOAb30BaTb cucTeMy, obecrneymnBatoLLyto
npoBegeHWe He3aMe/INTE/IbHOM OLLEHKU U pacciefoBaHWe No/yYeHHOro coobLLeHNa 0 NoA03peBaemon
HeXXenaTtesbHOM peaKkuun, cBsAzaHHON C (anbCcUPUUMPOBAHHBIM NEKAPCTBEHHbIM MpPenapaTom wam
AedeKTOM KayecTBa 1eKapCTBEHHOrO NpenapaTta. B ciydae noatsepaeHMaA Haanumna gedeKta KayecTsa
TpebyeTca He3amenIUTENbHOE YBEAOM/EHWE JAeprKaTeseM PerucTpauyoHHOro  yA0CTOBEPEHMS
HenocpeaCcTBEHHOrO NPOU3BOAMTENA JIEKAPCTBEHHOrO Mpenapata M YNoJHOMOYEHHbIX OPraHoB



rocyAaapcTB-471eHOB.
7.2.2.5. Nopo3peBaemas nepeaadya MHPEKLMOHHOIO areHTa Yepes JIeKapcTBEHHbIV Npenapar.

NHPEKLMOHHBIM areHTOM cYMUTaeTCs /060 MUKPOOPraHM3M, BUPYC UAM MHOEKUMOHHasA YacTnua
(Hanpumep, NpUOH, NPOTENH, Nepeaatoline TPaHCMUCCUBHYIO rybuaTyto sHUedanonaTmio), NnaToreHHble
WAV HenaToreHHbIe.

Mopo3speHne Ha ¢aKT nepegaum MHOEKUMOHHbIX areHTOB 4Yepe3 JIeKapCTBEHHbIM npenapar
PacCMATPUBAETCA KaK CepbesHas HexKenaTebHas peakums, No4/exallan CPoYHOMY PenopTUPOBAHMIO B
COOTBETCTBMM C TPebOoBaHMAMM 3aKOHOAATE/NbCTBA rOCyAapcTB-YneHoB. [laHHoe TpeboBaHue
PaCMpPOCTPAHAETCA TaK}Ke Ha BaKLUMHbI.

Mepepaya Bo3byaMTeNA MHPEKLMM MOMKET NOA03PEBATHCA HA OCHOBAHUMN KNIMHUYECKUX NPU3HAKOB
AW CMMMTOMOB, @ TaKXe N1abopaTOpHbIX Pe3y/bTaTOB WCCAEAO0BAHWMN, YKasbiBalOWMX Ha Haauyune
MHPEKUMM Yy NauMeHTa, NoABeprileroca BO3AENCTBUIO /ieKapcTBeHHOro npenaparta. CneayeT yaensatb
ocoboe BHMMaHWE OOHapyKeHUo MHPEeKUMiA Mam Bo3byauTeneir MHPEKUU, O KOTOopbIX MMeeTcs
MHPOPMaALMHK, YTO OHM CMOCOOHBI NepesaBaTbCa Yepes SIeKAaPCTBEHHDBIW NPenapaT, HO NPW 3TOM cneayer
YUUTbIBATb TaKKE N PUCK NOABAEHMA HEU3BECTHbIX BO36yauUTeNei.

OueHKy nofo3peBaemolt nepefayn MHOEKLMOHHOrO areHTa MnocpesCcTBOM JIEKaPCTBEHHOO
npenapara ciegyeT NPOBOAMTb C 0COBOM OCTOPOXKHOCTbIO M 06ecneunBaTb, HACKOIbKO 3TO BOSMOXKHO,
pasrpaHMYyeHne MNPUUYNH UHOULMPOBAHMA (HAaNpUMep, MHBEKLMA UAWU MPUEM), UCTOYHUKA WHPEKLMMU
(Hanpumep, KOHTAMMHAUMA NEKAapPCTBEHHOro npenapata) M KJAMHUYECKOrO COCTOAHWMS NauMeHTa Ha
MOMEHT NpeanonaraeMmoro MHGUUMPOBaHMS (MMMyHOLENPEeCCMBHOE COCTOAHME WM MpeallecTBytoLasn
BaKUMHaLmMA).

MoaTBepXAeHME KOHTaMUHALMKU (BKIOYAA HECOOTBETCTBYHOLLYIO MHAKTUBALMIO AN ocnabneHne
BUPYNEHTHOCTU (aTTeHyauuto) Bo3byauTenen MHOEKUMM KaK aKTUBHbIX BeLLecTB) Noao3peBaemoro
NleKapcTBEHHOTro Npenaparta NoBbIWaeT CTeNeHb A0Ka3aTe/IbHOCTU Nepenaum Bos3byamutens MHGeKUUn n
NoL03peHUA Ha HaMumne gedeKTa KauecTBa JIeKapCTBEHHOro nNpenapara.

7.2.2.6. Mepurog mexay nogayert 3asBAeHUA Ha rocyAapCTBEHHYIO PerMcTpaL,uo NeKapCcTBEHHOO
npenapaTta u Noay4eHnem ya0CTOBEPEHMA O ero rocyAapcTBEHHON perncTpaumu.

B nepvoa BpemeHM Mexay nogayeirt 3anABNEHMS Ha rOCYAApPCTBEHHYIO  PErucTpauuto
JIeKapCTBEHHOrO MpenapaTa U MNoay4eHMemM YAOCTOBEPEHUS O €ro rocyAapCTBEHHOW perncrpauum y
AeprKaTens pPermcTpaumMoHHOro YAOCTOBEPEHUS MOMKET MOABUTLCA MHPOPMaUMs, M3MEHsoLAn
COOTHOWweHWe "nonb3a - pPUCK' NeKapcTBeHHOro npenapaTa. B obssaHHOCTM  AeprKaTens
PEerncTpPaLnoHHOro ya0CTOBEPEHMS BXOAUT obecneyeHme HesaMeganTeIbHOro NpPeacTaBaeHns 4aHHOM
MHPOPMALMKN  YNOJIHOMOYEHHOMY OpraHy rocyZapcTBa-y/ieHa, KOTOpbI MPOBOAUT 3SKCNEepTUsy W
PerncTpaLmio 1ekapcTBeHHoro npenapara.

7.2.2.7. Tlepuoa nocne MPUOCTaHOBAEHUA AOEWCTBMA WAW  OT3blBa  PErmcTPaLUoOHHOro
YAOCTOBEPEHMS IeKapCTBEHHOrO NpenapaTa.

[ep:KaTenb perncTpauuMoHHOro YAOCTOBEPEHUS LO/IKEH MNPOAOMKaTb CobupaTb CBEAEHWUA O
MOA03PEBAEMbBIX HENKENATE/IbHbIX PeaKkuusaX, CBA3AHHbIX C PACCMATPUMBAEMbIM JIEKAaPCTBEHHbIM
npenapaTtom, Mocie NPUOCTAHOBNEHUA AOEeACTBUA €ero PerncrpauMoHHOrO  yAO0CTOBEPEHUSA C
BbIMO/NHEHMEM PENOPTUPOBAHMA B C/y4asX, KOTOpble YAOBNETBOPAIOT KPUTEPUAM CPOYHOTO
penopTUpPOBaHMA.

B cnyyae oOT3biBa pPeErmcTpaLMoOHHOIO YAOCTOBEPEHUS YMNOJHOMOUYEHHbIE OpraHbl  JOJ/IXKHbI
MOHYKAATb [AepKaTens PerncTpaumMoHHOrO YAOCTOBEPEHUS NPOAOAKaTb cobupaTb CBeAeHuMAa o
NOL03PEBAEMbBIX HEXKENATE/IbHbIX PEaKLMAX Ha IeKAaPCTBEHHbIN Npenapat (Hanpumep, ansa obaeryeHus
BbIMOJIHEHUA OLLEHKM B C/Iy4ae PasBUTUSA OTCPOYEHHBIX HEXKENaTeNbHbIX Peakumi Uan aaa noayyYeHus



PETPOCMNEKTUBHbIX COOBLLEHUIA O HEXKEeNaTeNbHbIX peaKkuuax).
7.2.2.8. CocTaBneHMe OTYETOB B NEPMO, YPE3BbIYANHBIX CUTYaL M B chepe 34paBOOXPaHEHMS.

YpesBblyaliHaa cuTyaums B chepe 34paBOOXPaHEHUsA - 3TO yrpo3a 06LecTBEHHOMY 340POBbiO,
odunUManbHO ycTaHOBNEHHaA BceMupHOW opraHusaLmMen 3apaBooxpaHeHusa. B ciyyae ypessblYaitHOM
cuTyaumm B cdepe 34paBOOXPAaHEHMA YMNOJHOMOYEHHbIE OpraHbl BMpaBe BHOCWUTb TMOMPaBKM B
TpeboBaHWA K PeryiapHOCTU COCTaBAEHUA OTYETOB O NMOAO3PEBAEMbIX HEXENATE/IbHBIX peakumax. Takue
nonpaBKM NPUHUMAIOTCA OTAE/NbHO A1 KaXK40ro Caydas Ypes3BblYaHON CUTYaumM M U3BELLEHUA O HUX
pasmewarTca  Ha odMUMaANbHbIX CcalTax YMNONHOMOYEHHbIX OPraHOB rOCYAapcTB-Y4/l€HOB B
MHPOPMALNOHHO-TENEKOMMYHUKALMOHHOM ceTh "UHTepHeT".

7.2.2.9. CooblueHunA, OCHOBaHHble Ha CyAebHbIX UCKax B OTHOLEHWW Bpena, NPUYMHEHHOrO
NPUMeHEHNEM IeKapCTBEHHbIX NPenapaTos.

C coobueHnaMM, BO3HMKAOWMMM NO pe3y/ibTaTamM PacCMOTPEHMNA CyAeOHbIX MCKOB B OTHOLL EHUM
NMPUMEHEHWA NEeKaPCTBEHHbIX MPEenapaTos, cieayeT paboTaTb KaKk C COOBLLEHNAMM, NOyYeHHbIMKU be3
3anpoca. Cneayer nNpeAcTaBNATb COODOLLEHWA TOMBbKO O HEXeNaTeNbHbIX Peakuuax, B KOTOPbIX
pPenopTepom MWAW AeprKaTeNem PerucTpaumoHHOro yAoCTOBEpPEeHMA Mpeanonaraetca Haauume Kak
MUHUMYM  BO3MOXHOM  MPUUYMHHO-CNEACTBEHHOW  CBA3M  HEXKEe/NaTeNbHOro  BO3LEWCTBUA  C
NoZ03peBaeMbIM /IEKAPCTBEHHbIM NPenapaToM. B 3Tux ciyyanx HesamegMTeNbHOe PenopTUpOBaHue
OCYLLECTB/IAETCA, eCnu cooblleHne yaoBAeTBOPAET KPUTEPUAM, YCTAaHOB/IEHHbIM MEXAYHaPOAHbIMM
[OroBOpPamMm M akTamm, coctasasrowmmm npaso Coto3a U 3aKOHOAATENBCTBOM FOCY4apPCTB-Y/1EHOB.

7.3. NogrotoBKa UHAMBUAYANbHbIX COOBLLEHNI
O HeXKenaTtesibHbIX peaKkumnax

7.3.1. UHpopmauma o noao3peBaemMbiX, B3AUMOLENCTBYIOLLNX U COMYTCTBYHOLUMX IEKAPCTBEHHbIX
npenaparax.

B cooblleHnn 0 HexenaTeNbHOW peakuun cneayeT yKasbiBaTb HaMMeHOBaHWA NoA03peBaemMblX,
B3aMMOAENCTBYIOWMX U (MIM) CONYTCTBYIOLLMX IEKAPCTBEHHbIX NPENapaToB, UX PEXMMbI 403UPOBaHUA U
AaTbl Hayana M OKOHYaHMA Tepanuu. Ona KOMBUHUPOBAHHbIX NIEKAPCTBEHHbIX NpenapaTos, KoTopble
coaep»at bonee oAHOro [AeNCTBYIOLLEro BellecTBa, HEObXOAMMO OTAEeNbHO YKasbiBaTb Kaxaoe
OEeNCTBYOLLEE BELLECTBO.

Ecnm B cooblueHmMM onmcbiBaemblii Caydai HexenaTeNbHOM peaKkUuMWM yKasaH KaK CBA3aHHbIN C
TepaneBTUYECKMM K/IaCCOM NIEKAPCTBEHHbIX NpPenapaToB, Takoe cCoobleHMe CYMTAETCA HEMOMHbIM U He
OTBEYaET KpUTEPUAM He3amMea/IMTeIbHOro NPeACTaB/eHNsA B YNOJHOMOYEHHbIe OpraHbl. B aTom cayyae
JIMLL0, OTBETCTBEHHOE 33 NPeACTaB/ieHNe COObLEeHMsA B YNOJTHOMOY€EHHbIe OpraHbl rocyAapCcTB-4Y/1EHOB,
[OMKHO MPUHATD Heobxoaumble mepbl No cbopy HepocTaolen MHboOpmaLuM O NOAO3PEBAEMOM
JleKapcTBEHHOM MnpenaparTe.

7.3.2. Mopo3peBaeman HexenaTeNbHasa peakums.

B cooblieHnn 0 HexenaTenbHOM peakumm AoMKeH bbiTb yKasaH BMA, UAWM NPUBEAEHO OnucaHue
NoA03PEBAEMON HEeXKeNaTeNbHON peakLmn.

7.3.3. OnuncaHue HexKenaTenbHo peakuumn 1 oLLeHKa NPUYMHHO-CAeACTBEHHOM CBA3M.

[na Kawaoro oTAenbHOro coobleHUAa npeacTaBadeTcd BCA MMerowasnca WHpopmauma no
pa3BuMBLLENCA HexXenatenbHoW peakunn. MHbopmauma o pa3BUTUN HexXenaTeNbHOW peakunn AoMKHa
6bITb NpeAcTaBneHa B NOMTMYECKOW U BPeMeHHON nocnenoBaTelbHOCTU, B COOTBETCTBUM C XPOHONOTUEN
N3MEHEHWNA COCTOAHMA MaUMeHTa, BKAOYaA KAMHUYECKOe TeyeHue, TepaneBTUYecKMe Mepbl, UCXO4 U
NoMYYeHHYI0 nocaeayoLlyo nHpopmaumio. OnncaHne AOMNKHO 6biTb BCECTOPOHHUM W BbICTYNaTb Kak
CaMOCTOATENbHbIN MeANLMHCKUIN OTYET, CoAepsKallinii BCe N3BECTHbIE BaKHble KAMHMYECKUEe AaHHble U



CBA3aHHble C HUMM cBefdeHus (nabopaTopHble, AMArHOCTUYECKME W WHble CBeAeHWs), BKAOYasA
XapaKTePUCTMKY MauMeHTa, AeTannsauuio JedeHusa, MUCTopuio 60/1e3HKN, KIMHUYECKoe TeuyeHue
NpoABAEHWNIA, ANArHO3, HeXenaTe/lbHble Peakummn U UX UCXOA, BaskHble NabopaTopHble AaHHble U N1obyio
Apyryio uHbopmaumio, KoTopasa NOATBEPXKAAET MM ONPOBEPraeT MoAo03peBaeMble HeKenaTesbHble
peakuun. [omkHbl 6biTb 0606LLEHbI BaXKHbIe Pe3y/bTaTbl BCKPbITUA WMAWM pe3yibTaTbl MOCMEPTHOrO
nccnenoBaHnsa (ecam NPUMeHNMo).

YNONHOMOYEHHbIE OpraHbl rocyZapCTB-Y/IEHOB U AepKaTeNM PerucTpauMOoHHbIX YA0CTOBEPEHUIA
BnpaBse cAenaTb KOMMEHTApWUM B OTHOLUEHMM XapaKTepa M OLEHKU MPUYMHHO-CNEACTBEHHOMN CBA3M
MeXAY NoA03PeBaeMbIM JIEKAPCTBEHHbIM MPEMNAPATOM U HEXKeaTelbHON peakumen AONONHUTENbHO K
OUEHKe NPUYNHHO-CNEeACTBEHHON CBA3WN, KOTOPYIO CAeNan NePBOMCTOMHUK (penopTep), ecam aTa oueHKa
npeacTaB/eHa.

7.3.4. Pe3ynbTaTbl aHA/IM30B N MHCTPYMEHTA/IbHbIX MCCAeA0BaHWA.

B onvcaHumM HexkenaTenbHOM peakumn cneayet GUKCMPOBaTb Pe3y/ibTaTbl aHa/IM30B M Npoueayp,
BbIMO/HEHHbIX C LLe/bl0 AMArHOCTUKA WUAM NOATBEPXAEHUA peaKkuuu (ABneHus) (BKAtoYaAa aHanMsbl,
npoBeAeHHbIe A1 UCC/Ie0BaHUA NPUYMHBI, HE CBA3AHHOW C JIeKapCTBEHHbIM NpenapaTom (Hanpumep,
CeposiorMyeckne aHasM3bl Ha WHQPEKUMOHHbIM renatuT npu MOAO3PEeHUM Ha TrenaTwT, Bbi3BaHHbIN
NeKkapcTBeHHbIM NpenapaTom)). Cheayer coobuiaTtb 0 NONOXKUTENbHBIX M 06 OTPULATENbHBIX pe3yibTaTax
aHa/IN30B Y MHCTPYMEHTA/IbHbIX MCCNEA0BAHUN.

7.3.5. Nocnepytowan nHbopmaums.

OTnpaBuTento COOBLLEHNA O HEXKenaTeNbHON peaKkuuMu ciegyeT HanpasaAaTb MOCAEeAYHOLLYIO
MHPOPMALMIO MO HEXeNnaTeNbHON peakuun HesameauTeslbHO, eC/M MOJlydeHa HOBas BayKHasA
MeaNUMHCKaa MHopMauus. BaxkHas HoBas MHPOPMALLMA O3HAYaeT B TOM YMC/e HOBble Nog03peBaemble
HexenaTeslbHble pPeakuuu, U3MEeHEeHWe B OLLeHKe MPUYMHHO-CNEeACTBEHHOM CBA3M U /Il0OYI0 HOBYIO
MHbOPMALMIO UK AaHHbIEe 06 M3MEHEHMM NepBOHaYanbHOM (NpeawecTsytoLLein) MHPopmaLum o cayyae,
€C/IN OHW BAMAIOT Ha MEAMUMHCKYIO OLLEHKY HexXenaTeNbHOW peakunn. UaeHTMdunKaumsa BaxkHOM HOBOW
MHpOpMaumn, TpebytoLelit CPOYHOro PENOPTUPOBAHMSA, BCErAa HYKAAETCA B MEAULLMHCKOM 3aK/HO4EHUN.

CnefyeT yumtbiBaTb KaK 3HAYUTE/bHble U3MEHEHUSA MHDOPMaUMKN O HEXKeNaTeNbHbIX peaKkumax
Ntobble CUTyauum, MpU KOTOPbIX MO OTAEAbHbIM C/NYYaAM HEXKeNnaTesIbHbIX PeaKkuMii MpoucxoanuT
MOHU)KEHME KpPUTEPUEB CEPbE3HOCTM U  (MAM) OLUEHKM MNPUYMHHO-CNEACTBEHHON (Hanpumep,
nocneaywowas wuHGopmaumMa MNpUBOAUT K W3MEHEHUIO KPUTEPUEB CEPbe3HOCTM C CepbesHOoM
HexenaTes/IbHOW PeakuMy Ha HecepbesHyt UM OLeHKa NMPUUMHHO-CIeACTBEHHONM CBA3U M3MEHAETCH C
MMeloLLEel KaKoM-NMB0o ypoBEHb B3aMMOCBA3M HAa COMHUTE/IbHYIO B3aMMOCBA3b) M CO06LATb O TaKMX
C/ly4asX COrNacHo TPeboBaHUAM K CPOYHOMY NPEeACTaBIeHNI0 MHPOPMALLMM O HEXKEeNATEeIbHbIX PeaKLUAX.

B cnyyae ecanM nocneaywowas wuHGopmaumAa BHOCUT He3HaAyuTesbHble W3MEHEHUA B
nepBOHaYa/ibHble AaHHbIE U OLLEHKY HeXXeslaTe/IbHOM peakumn, OHa He NoS/NeXNUT HesaMeaanTe/lbHOMY
npeactaBneHno. Kak HesHayuTeNbHble W3MEHEHUS PacCMaTPUBAOTCA M3MEHEHUA  OTAE/bHbIX
XPOHOJIOTMYECKMX AAT B MPOLLECCE OMNUCAHMA U OLLEHKWN HeXXenaTesIbHOW peakunm 6e3 BAIMSHUA Ha OLLEHKY
Nmbo nepepady caydas UM UCNpaBiEHUA OMNeYaToK B npeablaylueit Bepcun caydana. Cneayer Tem He
MeHee MnoMYYUTb MEAMUMHCKOE 3KCNepTHOe MHEHWE OTHOCMTENIbHO 3HaYMMOCTM nocieaytoLein
MHPOPMAUMK, TaK KaK ¢opmasibHan OLEeHKa ABAAEeTCA HenoCTaTOYHOM (Hampumep, WU3MeHeHWe B
COOBLWEHNMN O HEXKeNnaTeNbHOM peakumm AaThl POXKAEHMA NaUMeHTa NpeacTasafeT coboit cyliecTseHHoe
nsmeHeHne WHPoOpMaUMM O BoO3pacTe nMauMeHTa, ecin MNpUBOAUT K MepeHocy WHbopmaumn o
HexenaTe/IbHOM AEeNCTBMMW 1IeKapCTBEHHOMO NpenapaTta Ha MHYI0 BO3PACcTHYHO rpynny nauMeHToB).

7.3.6. AHHYNIMpPOBaHMe Cy4vaes.

AHHY/IMPOBAHHbIW CAyYali - 3TO C/lydYald, MHOOPMaLMIO O KOTOPOM Bonee He cneayeT yumTbiBaTh B
npoueaypax OueHKU. AHHY/IMPOBaHMe BbIMOJIHAETCS, ec/iv Bbl10 0BHAPYKEHO, YTO BCA MHPOPMaLMA O



c/lyyae ABAAeTcA oWnBo4HOM MK B ciydae Ay61MpoBaHNA OTUYETOB O C/lydae HexenaTtesIbHoN peakumu.
MpoLecc aHHY/IMPOBaHMA CyYas BbIMOHAETCA NOCPEACTBOM YBEAOMIEHUA OTNPaBUTENeM noayyaTens
0 TOM, YTO C/iydalt Bonee He pacCMaTPUBAETCA KaK AeUCTBUTeNbHbIM. OAHAaKo cooblieHne npu 3Tom
cnefyet coXxpaHuTb B 6ase faHHbIX apmaKkoHaA30pa OTnpaBUTeNs.

KoHcynbTaHTlAOC: NpuMmeYaHume.
MyHKT 7.4 pasgena 7 sctynun B cuay ¢ 1 noHA 2016 roaa.

7.4. CoTpyaHUYecTBO co BcemmpHoi
opraHu3auuneit 34paBooXpaHeHUS

YNO/HOMOYEHHBIMW OpraHaMM rocyAapcTB-4/IeHOB obecrneymBaeTca peryaapHoe npeacrasjieHne
COOBLWEHNI O BbIABMEHHbIX Ha WX TEPPUTOPUAX M MOAO3PEBAEMbIX HEMKeNaTesbHbIX peakumax Ha
NleKapcTBeHHble npenapatbl B COTPyAHMYAOWMI LEHTP BCeEMMPHON OpraHn3aumm 34paBoOXPaHEHNUS C
Lenblo BKAOYEHMA MHDOPMALLMKM 06 3TUX ciyyanx B 6asy AaHHbIX HeXKenaTeslbHbIX peakumin BcemumpHoi
opraHusauum 34paBooXpaHeHNs.

8. MNepuoamyecknin obHoBNAEMbIN OTYET NO 6He30MNaCHOCTH

Mepuoanyecknii obHoBAAeMbIli oT4eT no besonacHocTn (MOOB) npeacTasnseT coboi AOKYMEHT Mo
dbapmaKkoHaA30py, KOTOPbIM MO3BONSAET AEpPMKaTeNt0 PErucTpaumMoOHHOro yAOCTOBEPEHUA MpeacTaBUTb
OLLEHKY COOTHOLLEeHUA "nonb3a - PUCK" NEeKapCTBEHHOro npenapata Ha onpeaesneHHbIX 3Tanax
NOCTPerucTpaLnoHHoro nepmoaa.

YNONHOMOYEHHBIMW OpPraHaMm rocy[apCTB-4NEHOB [A0/HA BbINOAHATLCA oueHKa MMOOB ¢
YCTaHOB/IEHNEM BO3MOKHbIX HOBbIX BbISIB/IEHHbIX PUCKOB U UX BAUSHWA Ha OL,eHKY COOTHOLLEHMA ""Nonb3a
- pucK" nekapcTtBeHHoro npenapata. o pesynbTatam oueHkn [MOOB ynonHOMOYEHHbIM oOpraH
rocyaapcrBa-usieHa  onpegensetr HeobXxoAMMOCTb  BbIMOAHEHWA  AaNbHEWWWX  UCCAef0BaHWM
6e3onacHOCTN AN 3PpPEKTUBHOCTM NEKAPCTBEHHOrO NpenapaTta, NPMMEHEHNS TeX MAN UHbIX LENCTBUIA B
OTHOLWIEHMUM PErUCTPALLMOHHOINO CTaTyca NEKAapPCTBEHHOrO MpenapaTa WM BHECEHUSA U3MEHEHUI B ero
OXNN B uenax obecrneyeHnn ero NPUMMEHEHUA NPU NPEBbILLIEHNM MONb3bl HA, PUCKOM.

8.1. Uenn NMOOB

8.1.1. OcHoBHoOIt uenbto MOOBb sABnsieTca npeacTaBNeHUE MCYEPNbIBAOWErO U KPUTUYECKOro
aHanu3a cooTHoweHMA "nosb3a - PUCK" NEeKAapPCTBEHHOrO NpenapaTta C Y4eTOM BCEX HOBbIX AAHHbIX MO
6€30MacHOCTN U KYMYAATUBHOIO BAMAHUA 3TUX AaHHbIX Ha npodunb GesonacHocTn U 3pPeKTUBHOCTU
NeKapcTtBeHHoro npenapata. [MOOB aABAsAeTcs MHCTPYMEHTOM  NOCTPErucTpauMoOHHON  OLEHKMU
COOTHOLWEHMSA "Nonb3a - PUCK" NeKapCTBEHHOro NpenapaTta Ha onpeaeneHHbIX 3Tanax *KU3HEHHOTo UMK
JIeKapCTBEHHOro npenaparTa.

8.1.2. lepkaTenem perucTpaLmoHHOro yA0CTOBEPEHUA AO/KHbBI MOCTOAHHO BbINOAHATLCA OLLEHKA
Y aHaNN3 BANAHWA HOBbIX AAHHbIX Ha COOTHOLEHWe "Mo/b3a - pUcK", NPOBOANTLCA NEPEOLLEHKA AaHHOTO
MOKasaTens, a TaKKe onpeaenaTbca HeobX0AMMOCTb ONTUMM3ALMKN COOTHOLEHMA "NoNb3a - pUCK" NyTem
BBeAeHUA 3PPEKTUBHbBIX Mep MO YNPaBAEHUIO PUCKAMU U UX MMHUMMU3ALMU MNPU BbIABJEHUM HOBOM
nHpopmauma no 6e3onacHOCTM NeKapcTBEHHOro nmpenaparta B NpoLlecce ero nocTperncTpauoHHOro
NPUMEHEHUA.

8.2. MpUHUMNbI OLLEHKN COOTHOLWEHMA "nonb3a - puck” B NOOB
OugeHKa cooTHOLLEeHUA "Nnosb3a - PUCK" A0MKHA HOCUTb HEMpPEepPbIBHbIM XapaKTep Ha NPOTAMXKEHUN

BCEro KM3HEHHOIO LMK/IA JEeKapCTBEHHOro npenapaTa B LUensx obecnevyeHMsa 3awyTbl 340POBbA
HaceneHus 1 nosblileHMA 6e30NacHOCTM NaUMEHTOB NOCPEACTBOM peannsaunm 3PeKTUBHbLIX Mep No



MWHUMMU3ALMN pUcKa. MHdopmauma no 6e30nacHOCTU U 3GPEKTUBHOCTM NEKAPCTBEHHOMO npenapara,
cobupaeman Ha NPOTAKEHMM COOTBETCTBYHOLLMX NPOMEKYTKOB BPEMEHU, KOTOPbIE COCTABAAIOT OTYETHbIE
nepuoabl, ABNAETCA OCHOBOMN A/ TAKOM OLLEHKM M aHanu3a. OLLeHKa BK/OYAET c/iedytowme 3Tanbl.

8.2.1. Kputnuecknint aHanms Bceit MHPopmMauum no 6e30nacHoOCTM, NONYYEHHOM 33 OTYETHbIN
nepuvof, ¢ onpeaeseHUeM BO3MOMKHbIX BbIIBIEHHbIX HOBbIX CUFHA/NOB, CBUAETENbCTBYIOWMUX O HOBbIX
NOTEHUMANbHbIX WU UAEHTUPUUMPOBAHHBIX PUCKaX MO0 A0NOAHEHUM MHDOPMALMEN STUX CUTHANOB
YKE UMEIOLLMXCA 3HAHWUIM NO paHee NAEHTUULMPOBAHHBIM PUCKAM.

8.2.2. Kputnuyeckoe o606LieHNe Bcel MOAYYEHHOW 3a OTYETHbIM nepuod MHPopmauum no
6e3onacHocTU M3 EKTUBHOCTU 1EKAPCTBEHHOTO NpenapaTa (Kak B pamMmKax KNMHUYECKUX UCCelOBaHWNM,
TaK M Npy NPUMEHEHUWN NEKAPCTBEHHOrO NpenapaTta B MeANLMHCKOM NPaKTUKe) 1 OLeHKa BAUAHUA 3TOM
MHPOPMaLMM HA COOTHOLIEHME "MO/b3a - PUCK" IeKapCTBEHHOro NpenapaTa.

8.2.3. BbINoNHEHWE MHTErpasbHOro aHaAn3a COOTHOWEHUA "Mofb3a - PUCK" Ha OCHOBAHMKU Bcex
KYMYJIATUBHBIX A@HHbIX, HaUMHasA C AaTbl NEPBOM PerucTpauum NeKapCTBEHHOro npenapaTa uav Aatol
NepBoro paspeLleHns Ha NpoBeaeHNe NHTEPBEHLMOHHOIO KNMHUYECKOro NCC1efoBaHMA B KaKOM-1Mbo
M3 rocyaapcTs.

8.2.4. 0606u1eHNEe MHOPMALMK MO MePaM MUHUMMU3ALMM PUCKA, KOTOPbIE MOTM BbIMOJHATHCA
WKW NNAHUPYIOTCA.

8.2.5. OnpeaeneHue nnaHa oLEeHKMU CUrHAN0B, PUCKOB U (MIK) NpeanoXKeHui No AONOJHUTE/IbHbIM
Mmepam no GpapmaKkoHaa3opy.

8.3. MpuHumnbl noarotosku NOOB

[ep»aTenb perncTpaumMoHHOro yAoCTOBEPEHUA [OJIKeH rotoBuTb eguHbii NMOOB ana Bcex
NPON3BOAUMBIX JIEKAPCTBEHHbIX NPENapaToB, COAEPKALLMX OAHO U TO XKe AeMCTByHOLLee BELLECTBO UaN
OfIHY U Ty e KOMOWHAUUIO AEUCTBYIOLWMX BELLECTB MO BCEM O0A40OPEHHbIM NOKa3aHUAM AN AaHHbIX
JIeKapCTBEHHbIX MpenapaTtos, cnocobam ux BeeAeHWUs, Gopmam BbiNyCKa U peXumam O03npoBaHua. B
YaCTHbIX Cy4anx MOXKeT NoTpeboBaTbCa NpPeAcTaB/eHne AaHHbIX MO OTAE/bHbIM NOKa3aHuaMm, popmam
BbIMyCKa, crnocobam BBeAEHUS WM pPeEXMMaM [03UPOBaHUA KaK oTaenbHoro pasgena MNOOB c
COOTBETCTBYIOLLMM OMUCAHMEM W aHA/NM30M acneKkToB npoduns HesonacHOCTM M 6e3 NoAroToBKM
oTtgenbHoro MNOOB. NoarotoBka otaenbHoro NOOB moxkeT 6bITb 060CHOBAHA B MCKNOUYUTENBHBIX CAyYasnX
(Hanpumep, npyn HanMuMM Gopmbl BbINMyCKa C NMOMAHOCTbIO OT/IMYHLIMU MOKa3aHUAMU K MeaULUHCKOMY
NPUMEHEHMIO AaHHOMO 1IeKapPCTBEHHOro Npenaparta oT APYrux ero ¢opm BbIMycKka).

8.4. CopgepaHue NOOB

8.4.1. NOOb gonxeH BKAOYATb KYMYAATMBHbIE AaHHble, HAYMHaA C AaTbl NepPBON perncrpaumm
NIeKapCTBEHHOro npenapaTa W BblAENATb HOBYHD WMHGOPMAUMIO, MOJIYHEHHYIO 33 OTYETHbIA NEpUoA.
KymynatmeHaa wHPopmauma paccmaTpuBaeTca Mpu nposedeHuMM obuiei oueHKM 6e30MmacHoCTM
NIeKapCTBEHHOrO NpenapaTta U MHTEerpMpPOBAHHOM OLLEHKW ero COOTHOLWEHMA "Noab3a - pUcK".

MOOB fonsKeH BKAOYATb 0606 WatoLLyo MHGOopPMaLmio 060 BCeX UCTOYHUKAX NOTYYEHNA 3HAYMMbIX
AaHHbIX N0 3GPEKTUBHOCTM M 6€30MaCHOCTU IEKAaPCTBEHHOTO NPEnapaTa, KOTOPbIe A0KHbI YYUTbIBATHCS
NPV BbINONHEHWUM OYepeHON OLLEHKM COOTHOWEHMA "Nob3a - PUCK" M KOTopble AOCTYMNHbI AepHKaTento
PErncTPaLMoHHOro YA0CTOBEPEHMA. YKa3aHHan MHOOPMaLLMA BKOYAET:

obobuwatowyo MHGOPMALMIO O pe3y/ibTaTax MEeAMLMHCKOTO MNPUMEHEHMA N1EKAapPCTBEHHOIO
npenaparTa:

JaHHble CMOHTAaHHOro PenopPTUPOBAHMS;



AaHHblE MeONLUN HCKOW NnnMTEepaTypbl,;

JaHHble, MOJlyYeHHble B XOA4E MCMO/Ib30BaHMA aKTUBHbIX METOZO0B MOHMUTOPUHIra (Hanpumep,
aHaNN3 BHYTPEHHUX UK BHeWHUX 633 AaHHbIX);

CUTHaANbl No 6e3OI'IaCHOCTVI, KOTOpble eule npoxoaAaT pPacCMOTPEHUNE U OUEHKY AeprKaTenem
pPerncTpaumoHHOro yaoctosepeHumsa;

MHbOPMaLMIO, NOJTYYEHHYIO OT MAPTHEPOB MO MAPKETUHTY UN ANCTPUObIOLUNK;
0606 wWwatoLLyo MHPOPMALMIO O KIMHUYECKMX UCCIe40BaHUAX:

0606LEeHME AaHHbBIX NPOAONKAIOLWMXCA KAMHUYECKUX UCCNEA0BaHUI UAN UHBIX UCCeO0BaHNM,
KOTOpbIE BbINOJIHAOTCA AeprKaTeNeM PErNCTPALLMOHHOTO YA0CTOBEPEHWA WU ero npeacTasuTesem, inbo
6blN1 3aBEPLIEHbI B OTYETHbIN NEpUoa;

AadHHble TepaneBTUYECKOro npumeHeHnA nccneayemoro 1eKapCcTBeHHOro npenaparTa,
AaHHble O6cepBaLl,MOHHbIX UNn annaemmnonorn4eckmnx MCC}'Ie,CI,OBaHVIﬁ,'

AaHHblE MCCﬂeAOBaHMﬁ no oueHKe NCNO01Ib30BaHNA NeKapCTBEHHOIO Npenaparta;
AaHHble AOK/TIMHNUYECKUNX MCCﬂeAOBaHMVI (TOKCMKO/’IOFM‘-IECKMX n MCCI'IELI,OBaHMﬁ in vitro);

AaHHbleé KTNMHUYECKNX MCCﬂe,CI,OBaHMVI, BbINO/IHAEMbIX NapPTHEPaMM AepXKaTena PermctpatlMoHHOro
yAO0CTOBEPEHNA MO pa3pa60TKe NN pasmeLleEHNIO Ha PbIHKE JIEKAaPCTBEHHOIO NpenaparTa;

[AaHHbIe KJAMHUYECKMX UCCNEAOBAHNI, B KOTOPbIX OblNa BbifABAEHA HEAOCTAaTOUYHAA TEpaneBTUYECKan
3GPEKTUBHOCTD, YUTO MOMKET OKa3aTb BAUAHME HA OLLEHKY COOTHOLLEHUA "M0/b3a - PUCK" NEKAPCTBEHHOTO
npenapara;

obo6LwatoLLyto MHGOPMaLMIO U3 APYrUX UCTOYHUKOB:

[OaHHblIe, NONYYEHHbIE U3 UHBIX UCTOYHUKOB, MMEIOLLIMX OTHOLLEHME K oueHKe 3G dEKTUBHOCTU MK
6e30MacHOCTN NeKAPCTBEHHbIX NPenapaToB aHaA0rM4YecKkon dapmakoTepaneBTMYECKOM Frpynnbl;

OaHHble MHbIX [OOB waM otyetoB no 6He3onacHOCTM pa3pabaTbiBaeMblX J1€KAPCTBEHHbIX
npenapaToB (Hanpumep, KOHTPAKTHbIX NAPTHEPOB UM MHULMATOPOB UCCNEe0BAHUN);

Ba*KHYH0 MHbOPMALLMIO, MONYYEHHYIO NOCNe 3aBepLleHus noarotosku MNOOB.
8.4.2.TMOOb pgonxeH BKAOYaTb caeaylowme pasgensi:

8.4.2.1. TUTYNbHbI INCT, BKAOYAA NOAMNWUCH INLLA, OTBETCTBEHHOTO 3a nogrotosKy NMNOOBG.
8.4.2.2. KpaTtkoe usnoxeHue (pestome) MOOBG.

8.4.2.3. CopeprkaHue MNOOB B TabanyHoM dopmare.

8.4.2.4. BeepeHue.

8.4.2.5. PerncrpauMoHHbIN CTaTyC NeKapCTBEHHOrO NnpenapaTta B Mupe.

8.4.2.6. Mepbl, NpuHATbIE 3@ OTYETHbIA Nepuod, B CBA3M C MNOCTYMMBLUMMM AAHHLIMK MO
6€e30MacHOCTM IeKapCTBEHHOMO Npenapara.

8.4.2.7. 'ameHeHUs, BHECEHHbIEe B CMPaBOYHYO MHGOPMaLMIO MO 6He30MacHOCTM IEKAPCTBEHHOMO
npenapara.



8.4.2.8. OueHKa Yncna naumeHTos, noaseprunxca BO3,CI,€17ICTBVHO NEKapCTBEHHOrO npenapara:

a) o6u.|,ee YACNO NaUMeHTOB, NoABEPrInNXca BO3AEI;'1CTBMPO NNEKAPCTBEHHOINO npenapata B
KIMHUYECKNX nccnenoBaHmAX;

6) obliee YMCNO NALMEHTOB, NMOABEPTLUMXCA BO3AEMCTBMIO 1EKaPCTBEHHOrO npenapaTa no AaHHbIM
€ro NPUMEHEHMA Ha PbIHKe.

8.4.2.9. 0606LeHHble TabnYHbIe AaHHbIE:
a) cnpaBo4Han nHdopmaums;

6) O606LLI,EHHaFI MHCI)OpMaLI,Mﬂ MO Cepbe3HbIM HeXXelaTe/IbHbIM peakuunAMm, BblABEHHbIM B XOo4e
KANHU4YeCKnx nccnenosaH l/Il7I,'

B) 0600LeHHas MHPOpMaUMA MO AAHHBIM MOCTPErUCTPALMOHHOIO NPUMEHEHNA IEKAPCTBEHHOTO
npenapara;

8.4.2.10. Pe3loMe 3HAUYMMbIX [AaHHbIX, MOJIYYEHHbIX B XOAE KAWHUYECKUX WCCNeloBaHWA 3a
OTYEeTHbIM nepuoa;:

a) 3aBepLIEHHble KIMHUYECKNe UccneoBaHms;

6) npogoMKatoLMecs KAMHUYECKUe nccneaoBaHus;

B) A/IUTENIbHbIN NOCeAyoWUIA MOHUTOPUHT COCTOAHUA NaLMeHTOB;
r) NHOoe TepaneBTUYECKOE NPUMEHEHNE NeKapCTBEHHOro Npenapara;

4) HoBble paHHble no 6e30mMacHOCTM NpW WMCMNONb30BAaHWMM JIEKAPCTBEHHOrO npenapaTta B
bUKCMpPOBaHHbIX KOMOMHALMAX ,03.

8.4.2.11. JaHHble HEMHTEPBEHLIMOHHbIX MCCNEeA0BaAHUIA.

8.4.2.12. [laHHble ApPYrUX KIMHUYECKUX MCCNenoBaHUMA W AaHHble, MOJYYEHHble W3 APYruX
NCTOYHMKOB.

8.4.2.13. JaHHble AOKAMHUYECKUX UCCNEe0BaAHUN.
8.4.2.14. cnonb30BaHHbIE NCTOYHUKN IUTEPATYpbI.
8.4.2.15. pyrue nepmognyeckme obHoBAAEMble OTYETbl N0 6e30MacHOCTH.

8.4.2.16. HepoctaToyHana TepaneBTMYeCKas 3PPEKTUBHOCTb JIEKAPCTBEHHOrO Mpenapara,
YCTAaHOBNEHHAA B KOHTPO/IMPYEMbIX KITUHUYECKUX UCCNe0BaHUAX.

8.4.2.17. BaxkHaa nHdopmaumsa, noay4eHHaa nocne 3asepeHma nogrotoskm MOOB.
8.4.2.18. 0630p curHanoB (HOBblE, pacCMaTPUBAEMbIE M 3aBEPLUEHHbIE).

8.4.2.19. CurHanbl 1 OLEHKa pUCKa:

a) obobuwatowan MHopmaums no npobaemam 6e3onacHoCTH;

6) oLieHKa curHana;

B) OL,eHKa PUCKOB U HOBOW MHbOpMaLUmu;



r) XapaKTepucTMKa PUCKOB;
) 3GPEeKTUBHOCTb Mep N0 MUHUMMU3ALMU PUCKa (€CAN OHU NPUMEHSIINCD).
8.4.2.20. OueHKa nonb3bl:

a) BaXkHas 6asmcHaa nHbopmauma no 3dpheKTMBHOCTM IEKAPCTBEHHOIO Npenapara, Nosy4eHHasn B
Xo4e KNMHUYECKMX UCCIe0BaHNI U NPUMEHEHUA B MEANLMHCKON MPAKTUKE;

6) HoBasA BbifiBNEHHAA WHpopmauma No 3PpPEeKTUBHOCTKM, MOJIyYEHHaAA B XOAE KAUHUYECKUX
nccnenoBaHNn U NPUMEHEHNA B MEeOMUMHCKON NPAKTUKE;

B) XapaKTepucTMKa nosb3bl.
8.4.2.21. IHTerpupoBaHHbIiA aHasIM3 COOTHOLLEHMA "Nosb3a - pUCK" N0 0406 PEHHBIM MOKa3aHUAM:

a) UIHTErpMPOBaHHbIA aHaIN3 B KOHTEKCTE COOTHOLLEHNSA "MoNb3a - pUCK" (BKIOYas MeaUUMHCKYIO
noTpebHOCTb U BaKHble a/bTePHATUBbI);

6) oueHKa npoueaypbl aHanM3a COOTHOLWEHUA "Nonb3a - pucK".

8.4.2.22. 3akntodeHune NOOb 1 npeanaraembie nocneayowme AeUCTBUSA B KOHTEKCTE cAeNaHHOM
OLLEHKMN.

8.4.2.23. NpunoxeHuna K MNOOB.
8.4.3. TUTYNbHbI NUCT.

Ha TuTynbHOM nucTe [0MXHbI 6biTb yKasaHMe Homepa MMOOBE (MOOB A[OMKHBI MMETb
nocaeA0BaTENbHYIO HYMEPaLUMIO), HaMMEeHOBaHWE JIEKAaPCTBEHHOrO NpenapaTa, MeXayHapoaHaa AaTa
perucTpaumnm, oT4eTHbl nepmog, (MMbo ykasaHue Ha BHeodepeaHon nopsagok nogaum NOOB no 3anpocy
YNONHOMOYEHHOrO OpraHa rocygapcTBa-ysieHa), AaTa COCTaB/leHMA OTdeTa, AaHHble JepKaTens
PEerncTpaLnoHHOro yA0CTOBEPEHMA M YKa3aHNE Ha KOHPUAEHLMANBbHOCTb MHGOPMALNM, BKAKOYEHHOM B
MOOB. TutynbHbIM Anct NOOB aonxKeH BbiTb 3aBEpPEH NOANUCHIO.

8.4.4. KpaTkoe mnsnoxeHue (pestome) NOOB.

Llenbio KpaTKOro U3N0XKeHNA CoaepKaHNa ABNAETCA KpaTKoe npeacTaBieHne B 06061eHHOM BUAae
copepaHus U Hambonee BaKHOM WHPopmaumu, coctasastowert MNOOB. [aHHbIM pa3gen AonXeH
BK/IIOYATb CAeAytoLyo MHbopMaumio:

BBegeHune, yKkadaHne Homepa ot4yeTa U OTYETHOro nepumoaa,

HaMMeHOBaHME JIeKapCTBEHHOro npenapaTta, dapmakoTepaneBTUYECKU KacC, MexaHU3m
AEeNCTBMA, NOKa3aHMA K NnpumeHeHuto, Gopma BbinycKa, A03a, cnocob sBeaeHuUs;

OLEHKa KYMY/NATUBHOrO BO3AENCTBMA B XOAE KNMHUYECKUX UCCef0BaHNA;

OLUEeHKa MHTepBana NoCTPerncTPaLMoOHHOro NPUMEHEHMA U KYMYNATUBHOrO BO3AEWCTBUA 33 3TOT
MOCTPErnCTPaLMOHHbIN Nepunoa;

nepeyeHb rocyAapcTs, Ha TEPPUTOPUAX KOTOPbIX PaspelleHO MPUMEHEHWE NEKapCTBEHHOMO
npenapaTa;

0606ueHHan MHPopMaumsa 06 OLLEeHKe COOTHOLIEHUS "nosb3a - pUCK";

NPUHATbIE U Npe/iaraemble AeNCTBUSA, CBA3AHHbIE C acneKkTamu npoduas 6e3onacHoCTH, BKIKOYasA
CYLLeCTBEHHbIE W3MEHEeHWA, BHECEHHble B 6Opolwtopy wcciegoBaTens Ha 3Tane  KAUMHUYECKUX



MCCﬂeAOBaHMVI n B OX/1M Ha NOCTPErncTpaunmoHHOM atane, Uan MHble mepbl N0 MUHUMU3ALUNN PUCKAQ;
3aK/Il04EHNE.

8.4.5. Pazaen KpaTKOro W3OXMEHUA COLEPXKAHWA OTYETa AOJIKEH COMPOBOXKAATbCA Tabauuen
copepkaHua NOOB.

8.5. TpeboBaHWA K cogepraHnio Kaxagoro pasaena MNOOB.

8.5.1. Pazgen NOOEG "Beeaexue".
BBeaeHWe A0MKHO coaep KaTh cneayoLLyo MHopMaLmio:
MeXayHapoaHasa AaTa perncrpaumm, oT4ETHbIA Nepros U NopsaAKOBbIN HOMEpP OTYeTa;

HaMMeHOBaHMe J/IeKapCTBEHHOro npenapaTta, GdapmakoTepaneBTUYECKUN KaacC, MeXaHW3m
OENCTBUSA, NOKa3aHUA K NpMMeHeHunto, dopma BbiNycKa, A03a, cnocob BBeaeHus;

KpaTKoe onucaHue I'IOI'IYI]FILI,VIVI, KOTOpble noay4aloT nevyeHne C Ha3HadyeHnem NeKapCTBeHHOro
npenapata nan Obl1N BKAOYEHbI B KNIMHUYECKUNE nccnenoBaHuA,

KpaTKoe OnucaHne U pasbaCHEHWE NHOoM MMeloLWEN OTHOWEHNE K Tpebyemoin nHpopmaumm B
MOOBE, KoTopas He bbina BKAOYEHa B nogasaembiii [MOOB.

8.5.2. Pazgen NOOB "PerncrpauoHHbIM CTATyC IEKapCTBEHHOro Npenapara B Mupe".

B paHHom pasgene MNOOB ponxkHa 6bITb npeacTaBneHa KpaTKaa o63opHas MHPopmauus,
BK/IOYAOLLLAA AaTbl NEPBUYHbLIX PEFUCTPALMIA B FOCYAapCTBAX, 0400pEHHbIE MOKA3aHUA K MPUMEHEHUIO,
3aperncTpupoBaHHble GOPMbl BbIMyCKa U A03UPOBKU C YKa3aHWEM AENCTBYIOWMX PErucTpaumnin Ha aaty
noarotosku MNMOOBG.

8.5.3. Pasgen MOOB "Mepbl, NPUHATbIE 338 OTYETHbIN NEpPUOA, B CBA3N C AaHHbIMKM NO 6e30nacHoOCTU
JIeKapCcTBEHHOro npenapaTa’.

B pasaene npeactaBnsieTcA OMMCaHME CYLLECTBEHHbIX Mep, MPUHATLIX YNOAHOMOYEHHbIMM
opraHamuM TrocyJapcTB-Y/NeHOB, Jep:KaTe/fieM  PEerucTpaumoHHOIO  YAOCTOBEPEHUA,  CNOHCOPOM
KJAVHWUYECKUX NUCCNeL0BAHUNA, KOMUTETOM MO MOHUTOPUHIY U OLEHKE AaHHbIX, KOMUTETOM MO 3TUKE Ha
OCHOBaHUWM AaHHbIX NO 6e30NacHOCTM 3a OTYETHbIM Nepuos, Kak B OTHOLIEHMM NPOAOANKAMLMXCA
KAMHUYECKUX UCCNeL0BaHMIA, TaK U NOCTPErMCTPALMOHHOMO NPUMEHEHUSA, KOTOpbIE:

OKa3a/n cyuiecreeHHoe BJ/MAHME Ha COOTHOLWeHune "nonbsa - pMCK" 3aperncTpmnpoBaHHOro
NEKapPCTBEHHOIO nNpenaparta,

OKasann BAMAHME Ha NpoBeAeHNe KOHKPETHOro KJAMHWYECKOro UcCedoBaHuUsa UKW B LLe/IOM Ha
nporpammy KAnMHUYECKol pa3paboTKn 1eKapcTBEHHOro npenaparTa.

B pasaene AonKHbl BbITb YKa3aHbl OCHOBaHWUA A1 NPUHATMA AaHHbIX MEP U NPU HEOBXOANMOCTH
AoNoNHUTENbHAA MHbOPMaUMa (NpU HaMumm).

8.5.3.1. Mepbl, NpuHATbIE B OTHOWEHUW WCCAELYEMOro NEKapCTBEHHOro npenapaTa, MOryT
BK/ItOYATH:

a) OTKa3 B BblAa4ye pa3pewieHnAa Ha nposegeHune KAMHUYEeCKOro unccnegosaHmnA No aCnekTtam
6e30nacHOCTN UM STUYECKUM BOMpOCam;

6) 4YaCTU4YHaA UM NOJIHAA NPUOCTAaHOBKa KIUHUYECKOro nccanenoBaHuA NmMbo nNonHaA OCTaHOBKa
KIMHNYECKaa unuccnegoBaHmA paHee MaaHUPYyeMOro CpoKa Mo npuvymHe BbliABAEHHbIX AdHHbIX MO



6e30nNacHOCTN UM HeJOCTaTOYHOM TepaneBTUYecKon 3PpPeKTUBHOCTY;
B) OT3bIB UCCNEAYEMOTO /IeKapCTBEHHOrO NpenapaTa UaM npenapaTta cpaBHEHUSA;

I') OTKa3 B BblAa4ye paspeweHnA Ha NpumeHeHune no nokKasaHuko, uccinegyemomy B Xoge
KANHUYeCKOoro nccnenosaHua, Bka4ana AO6pOBOI’IbeIl71 OTKa3 OT NoA4a4vu 3aABNEHNA Ha PerncTpayunto,

4) BBeAeHMe mep N0 MUHUMU3ALMN PUCKa, BKAtOYaA:

WN3MEHEHUA, BHOCMMbIE B MPOTOKOA UCCAeA0BaHNA M 06yCN0oBEHHbIE AaHHbIMM NO 6e30MnacHoCTH
nnn 3GPEeKTUBHOCTU (HaNpPUMeEp, U3MEHEHMNE PEXKMMA A03MPOBAHNA, U3MEHEHUA KPUTEPUEB BKIIOYEHUS
AW HEBKJIIOYEHWA, BBELEHWE [OMOJHUTE/IbHBIX MepP MO MOHWUTOPWHIY CYOBLEKTOB MCC/Ien0BaHMs,

orpaHnvyeHmne npoaonKmnTebHOCTU MCC}'Ie,CI,OBaHVIFI);
orpaHn4yeHumA MCCHGAVGMOVI nonynaumun namn NoKasaHum K NMPUMEHEHUNIO:
N3mMeHeHunA MHd)OpMMpOBaHHOFO cornacusa, ceA3aHHble C aCNeKTamMu I'IpO(I)VII'IFI 6e30I'IaCHOCTM;

N3MEHEHUNA COCTaBa J1IEKAPCTBEHHOrO Npenaparta;

AononHutensHoe TpeboBaHME YMNOJHOMOYEHHbIX OPraHOB rOCYAapCTB-Y1€HOB MO 0Cobomy
nopaaxy npeacrasieHUa MHPopmaummn no 6e3onacHoOCTM IeKapCTBEHHOro Npenapara;

cneunanbHoe VIH(I)OpMVIpOBaHVIe Bpaqeﬁ-mccne,qOBaTeneﬁ Ui megNUNHCKNX pa6OTHVIKOB;
n1aHNpPOBaHME NpoBeaeHNA HOBbIX MCCﬂe,ﬂ,OBaHMVI MO OLLEHKE aCneKToB I'IpO(I)VIIIFI 6e3onacHoCTM.

8.5.3.2. Mepbl, NpUHATbIE B OTHOLWIEHWWM 3aPErMCTPUPOBAHHOrO JIEKAPCTBEHHOrO Npenapara,
BK/IIOYAIOT:

a) OTKas B NPOANEHUN AENCTBMA PErMCTPaLIMOHHOMO YA0CTOBEPEHUS;

6) NPMOCTaHOBKa MM OT3bIB PErMCTPaLMOHHOIO YA0CTOBEPEHNS;

B) BBEAEHME NaaHa Mo MUHUMM3ALIMM PUCKA, BKKOYAA:

CYLLECTBEHHbIE OrpaHNYeHMaA B PacnpoCTPaHEeHUN UK BBEAEHNE MHbIX MEP MUHUMU3ALMN PUCKS;

CyLLecTBeHHble n3meHeHusa OX/IM, KoTopble MOryT NOBAUATL Ha NPOrpammy paspaboTKK, BKAOYaA

OrpaHMYeHMA NOKa3aHMIN K Ha3HAYEHWIO MM TPYMN NaLMEHTOB, KOTOPbIM Ha3HAYaeTCA JIeKapCTBEHHbIN
npenapar;

cneunanbHoe VIH(I)OpMVIpOBaHVIe MEeONUNHCKUX pa60THVIKOB;

TpEGOBaHVIe YNO/THOMOYEHHDbIX OopraHoB rocygapcCre-41eHoB no nposeaeHuto
NOCTPErNCTPALMUOHHOIO nccnenoBaHnA.

8.5.4. Pazgen MOOB "M3meHeHMA, BHECEHHble B CMpPaBOYHYO MHbOPMaAUMIO MO 6e30MacHOCTH
JIeKapcTBeHHOro npenapaTta’.

B paHHom pasgene nepeuyucnsetcs uHPopmauma 060 BCEX CYLLECTBEHHbIX M3MEHEHMSX,
BHECEHHbIX B CMPaBOYHYO MHOPMALMIO MO HE30MACHOCTU NEKAPCTBEHHOMO MpenapaTta 33 OTYETHbIN
nepuvod. [aHHble CylWecTBEeHHble W3MEHEeHUA BK/YalOT B ceba M3MeHeHMs B  pasgenbl
NPOTMBOMNOKAa3aHWUN, NPenoCTEPEKEHNN, OCODbIX YKa3aHUN, AONONHEHNE NHDOPMALMEN O CepPbe3HbIX
HexenaTeslbHbIX PeaKLMAX, HeXenaTeNbHbIX Peakuuax, NpeacTaBaAstolLmMX 0cobbI MHTEpeC, peakumax
B3aMMOZENCTBUSA, BaKHble AaHHble NPOAO/KAIOWMXCA M 3aBEPLUIEHHbIX KNMHUYECKUX UCCNeaoBaHUM,
Ba)KHble [aHHble JOK/JAMHUYECKUX UCCef0BaHUM  (Hanpumep, W3y4eHWe KaHLEepOreHHOCTH).



NHpopmaLuma o AaHHbIX U3MEHEHUAX A0/1XKHa 6bITb NpeacTaBAeHa B COOTBETCTBYHOLLMX pa3aenax NOOB.
B npunoxeHun Kk MOOB Ao/XHa CoAep)KaTbCA BepCMA CnpaBovyHoOl MHdopmaumm no 6esonacHocTu
NleKapcTBEHHOrOo NpenapaTa C COOTBETCTBY MMM U3MEHEHUAMM.

Jepatenb perucTpaumMoHHOro ya0CTOBEPEHMA TaKKe NpeacTaBaaeT MHOOPMAUMIO O BHECEHHbIX
N Haxo4ALWMXCA Ha 3Tane BHeceHMA nameHeHusax B OXJ1MN Ha ocHoBaHWM 06HOBAEHHOM BEPCUM OCHOBHOW
nHbopmaumm no 6e3onacHOCTU AepKaTens PerncTpaLmoHHOro yaA0CToBEPeHUA C NpeacTaBieHNEM ee B
NPUNOXKEHUMN.

8.5.5. Pasgen MNOOB "OueHKa 4yncia NauMeHToB, NOABEPTLLUNXCA BO3AENCTBUIO JIEKAPCTBEHHOIO
npenapara".

MOOB gonxkeH cogepKaTb TOYHYHO OLLEHKY YMC/a NAUMEHTOB, KOTOPble NOABEPT/INCL BO3AENCTBUIO
JIEKapCTBEHHOro npenaparta, BK/Al4Yaa Bce AaHHble 06 obbeme npofax M KOAMYecTBe HasHauyeHWN.
JaHHaA oueHKa A0/IKHA COMPOBOXAATLCA KaueCTBEHHbIM M KONMYECTBEHHbIM aHaIM30M MPUMEHEHUA B
peanbHOM MeAMUMHCKOW MPaKTUKE C yKasaHMeM Toro, Kakum o6pasom 3TO MOMKET OT/u4yaTbcA OT
0106 pEeHHOro NPUMeEHEHMA, OCHOBbLIBAACb HA BCEX AaHHbIX AOCTYMHbIX AepPrKaTento PerncTpaumoHHOro
YyOOCTOBEpPEeHUA U pesy/abTaTax HabatogaTenbHblX MCCAeAOoBaHUM MO  OUEHKE WCMNOJ/Ib30BaHWUSA
JIeKapCTBEHHOro npenapara.

B maHHOM pasgene Ao/iXKHa 6biTb NpeacTaBneHa OLeHKa 06bema U XapaKTePUCTUKU NONYyAsaUMK,
noAgepriueinica Bo3AeNCTBMIO NEeKapCTBEHHOro npenapara (BKAto4as KpaTkoe onvcaHue UCNnosib3yemoro
A1 OLLeHKM MeToa M YKa3aHUA HeAoCTaTKOB MCMOo/Ib3yemMoro MeToaa).

Cornacytowmecs MeToAbl MO OLLEHKE BO3AENCTBMA Ha CcybbekTa WAM MNaumeHTa  AO/MKHbI
ncnonb3oBaTbCcA BO Bcex pasgenax NOOBb anA ogHoOro nekapcTtBeHHOro npenapata. Ecan ymectHowm
ABNAETCA 3aMeHa WUCMO/Ib3yeMOro MeToAa OLeHKW, oba MeToga M pacyeTbl MO HUM AONXHbI OblTb
npeacrtasneHbl B MOOB ¢ 06bsicCHEHMEM 3aMEHbI.

8.5.5.1. Moagpasgen MNOOB "Ob6buwee u4MCcNO MaAUMEHTOB, MOABEPrLINXCA BO3AEUCTBUIO
NIeKapCTBEHHOrO NpenapaTa B KAMHUYECKUX UccnenosaHuax".

JaHHbin nogpasgen MNOOB ponkeH cogeprkaTb ciedylowyo MHPOPMaLMIo O NaumeHTax,
BKJIKOYEHHbIX B KIMHUYECKME UCC/IE0BAHNSA (PEKOMEHaYeTca UCNO/1b30BaTb TabiMUHbIN popmar):

a) KYMy/NATMBHOE YMC/IO CyObEKTOB MCC/eO0BaHUs, BKIOYEHHbIX B MNpoZo/Kalowmeca u
3aBEpPLUEHHbIE  K/JMHWYECKME WCCIeL0BaHWA UM MOABEPrIMXCA  BO3LEUCTBUIO  MCCAELYyEeMOro
JleKapcTBEHHOTrOo Npenapara, Naauebo 1 (Mnun) akTMBHOTo Npenaparta CPaBHEHWUA C MEXAYHAPOAHOWM AaTbl
oaobpeHns paspabaTbiBaeMoro eKapcTBeHHOro npenapata. [ns NeKapcTBeHHbIX Mpenaparos,
ONMTE/IbHOE BPEMA HAXOAALLMXCS B ODpalLeHWW, yKasaHHasa AeTasbHas MHGopMauma MOoXKeT ObiTb
HeZOoCTyMNHa;

6) bonee fetanbHasa KyMynsiTMBHasa MHbOpMauuMsa O cybbeKTax McciefoBaHWUs, NMOABEPrumnxcs
BO3AEUCTBMIO (MPM  HanuMumu) (Hanpumep, CrpynnMpPoOBaHHas Mo BO3pacTy, Mo/ay, pPacoBoOM
NPVHAA/IEXKHOCTU MO BCeW Nporpamme pas3paboTku);

B) BarKHblE Pas/INumA MeXay UCCNeOBaHUAMM B OTHOLLIEHUW HAa3HaYaeMbIX 03, MyTel BBeAeHUS,
noArpynn NauneHTos;

r) B cnyyae eciv KAMHUYECKME WUCCAedoBaHWA MPOBOAMAMCL Ha 0cCobbix rpynnax nauueHToB
(Hanpumep, 6epemeHHble KEHLIMHbI, NAUMEHTbI C HAPYWEHUAMMU QYHKLMKN NOYEK, NeYeHU, cepaeyHo-
COCYANCTON CUCTEMbI, NAUMEHTbI C KJAMHUYECKM 3HAYMMbIM FEHETUYECKMM NOANMOPGU3MOM), LONKHbI
6bITb NpeAcTaB/eHbl AaHHble O BO3AeNCTBUNK;

4) NpU Ha/MUMM CYLWLECTBEHHBIX PA3/MYMI MO BPEMEHW BO3AENCTBUSA MeXAy CybbeKTamu,
PaHAOMM3NPOBAHHBIMM Ha MOMYYEHWE MCCeAyeMOro NeKapCTBEHHOro npenapata WAM npenapara



CpaBHEHMA, WAM HECOOTBETCTBMI MO MPOAOAMUTENbHOCTU BO3AEWCTBUA MEXKAY KAUHUYECKUMMU
nccnenoBaHNAMN HEOBXOAMMO NPOBECTM OLLEHKY BO3ENCTBUA B BblpaXKeHUN cybbeKT-8pemsa (nauueHTo-
OHW, -MecALbl UAN -roapl);

€) AaHHble 0 BO34ENCTBMM MCCNedyeMoro npenapaTta Ha 340P0BbiX 406POBO/bLUEB MOTYT UMETb
MEHbLUYI0 3HAYMMOCTb A/1A OLEeHKM npoduas 6e30nacHOCTU NIEKAapPCTBEHHOIO CPeacTsa B LENOM B
3aBMCMMOCTM OT TUMNa Hab/OAAEMbIX HEKEeNaTeNbHbIX Peakuuii, B OCODEHHOCTU ec/iM MNauueHTbl
NnoZBepPraloTca BO3AENCTBUIO eAMHMYHOM f03bl. MoaobHble AaHHble AO0MKHbI ObiTb MpeacTaB/eHbI
OTAENbHO C MNOACHEHUAMM (NpPU HEOBXOAMMOCTU);

) B ciyyae ecnm B 0606WeHHOM MHOPMaLMU O HexKeNlaTe/lbHbIX PpeaKLUMsaX, BbIABAEHHbIX B X04e
KAMHUYECKNX WNCCNefoBaHWUA, YKa3aHbl CepbesHble HeXenaTenbHble peaKkuuu, [AO0KHO 6biTb no
BO3MOXHOCTM CAeNaHO COOTBETCTBYIOLLLEE YKa3aHMe No OLLeHKe BO34eNCTBUA Ha NaLneHTa;

3) ana onpeaeneHHbIX 0Cc060 BaXHbIX K/JANMHUYECKMX MCCﬂEAOBaHMﬁ ,CI,EMOI'pa(I)VILIECKaFI
XapPaKTepUCTUKa NaumeHToB A0/1KHa 6bITb npegcrasaneHa otAae/1bHO.

8.5.5.2. Mopgpasgen MNOOB "Ob6wee 4YMCNO NAUMEHTOB, MOABEPrIMXCA BO3AENCTBUIO
NleKapCcTBEHHOro npenapara, No AaHHbIM ero NPUMeHeHNA Ha PbiHKe".

Mo BO3MOMKHOCTM A0/KHbI ObITb NPeaCcTaBAeHbl OTAENbHAA OLEHKA KYMYIATUBHOIO BO34ENCTBUA
(HaunHas ¢ meXKayHapOAHOM AaTbl PerncTpaLmMm) U BO34eNCTBUA 33 onpeneneHHbIi MHTepBan (C AaTol
OKOHYaHusA cbopa gaHHbIX no npeguwecteyowemy NOOB). B pasgene AonxKHbI 6bITb NPUBEAEHBI OLEHKA
KOJIMYECTBA MaLLMEHTOB, NOABEPTILMXCA BO3LENCTBUIO, U METOA, C NOMOLLLIO KOTOPOrO BbIMOHANUCD
onpegeneHne M oueHKa. [onxkHo 6biTb NpeacTaBleHO 0OOCHOBaHME, €C/lM HEBO3MOXKHO MPOBECTU
pacyeT Yncaa NaumeHToB, NOABEPrLUMXCA BO3AENCTBUIO. ECIM HEBO3MOMKHO BbINO/HUTL OLEHKY YMcAaa
MaUMEHTOB, AONXKHbI ObITb NpeAcTaB/eHbl a/lbTEPHATUBHbIE BapUaHTbI OLEHKM C YKasaHWEM MeToaa UX
BbIMOJHEHWA. AbTEPHATUBHBIMM NMOKa3aTENAMN OLLEHKU BO34ENCTBUA ABNAIOTCA MOKAsaTe b NauueHTo-
OHEeW M YUCIOo HasHavyeHWn (BbiNUCbIBaHWI). ToNbKO B TexX C/yyasx, Korda AaHHble MnokasaTenu
HeZOCTYMNHbI, MOXeT bbiTb UCNONb30BaHa OLEeHKa 06bema NPoaaK, BblparKeHHas B BECOBbIX eAMHMLAX
nnu gosax. MoxeT 6biTb NPUMEHEHA KOHLENUMSA ycTaHOBAEHHOW cyTodyHon Ao3bl (Defined Daily Dose,
DDD) ana nony4yeHuns gaHHbIX O BO34EACTBUM Ha NaLUEHTOB.

[aHHble 0 BO34ENCTBMU A0/KHbI BbITb NpUBeAEHbI MO CeAYOWMM KaTeropmMam MCNo/ib30BaHNSA
NleKapCcTBEHHOro npenapara:

8.5.5.2.1. MocTperncTpauMoHHOE NpUMEHEeHMe (3a UCKAoYEHNEM KNUHNYECKUX UCCNeA0BaHNIA).

[onxHa 6bITb NpeacTaBaeHa 06Lan oueHKa. [aHHble A0/KHbI 6bITb NpeacTaBAeHbl ¢ pa3buBKoii
no nojy, BO3pacTy, NOKasaHWAM, A03aM, GOpPMaM BbiMyCKa M pPerMoHam, ecin 3To npuMeHumo. B
3aBMCMMOCTM OT JIEKAPCTBEHHOrO NPenapaTa UHble NepeMeHHble MOTyT ObITb NPUBEAEHbI, KaK 3HAYMMble
(Hanpmmep, YMCNO BbINOMHEHHbIX BaKUMHALMIA, CNOCO6 BBEAEHUA M NPOAO/KUTENbHOCTb 1IeYEHMSA).

B cnydae ecam 6bina BbifiBeHa cepus COOBLLIEHMI O HeKeNnaTeibHbIX peakumsax, npeanonaratoLias
Ha/nuMe CcurHana, AO/MKHbI ObiTb MO BO3MOXHOCTM MpPeACTaBAeHbl AaHHble MO BO3AEWCTBUIO
NIeKapCTBEHHOrO Npenaparta Ha COOTBETCTBYIOLLLYIO NOATPYNMY NALMEHTOB.

8.5.5.2.2. lMocTperncTpaLmnoHHoe NpMmeHeHne y 0cobblX MONYAALUOHHBIX rpynm.

B cnyyae eciv Ha NOCTPErnCTpaLMoHHOM 3Tane IeKapCTBEHHbIM NpenapaT UCMob3yeTca y 0cobbix
NONYAAUMOHHbBIX FPYNM, AONXKHbI 6bITb NpeAcTaBAeHbl AOCTYNHas MHGOPMALMA O KYMYIATUBHOM Yucie
NauueHTOB, MOABEPrLIMXCA BO3AENCTBUIO, U UCMNONb3YEMbIM METOA, pacyeta. MCTOUHMKM 3TUX AaHHbIX
MOTYyT BK/OYATb HEWHTEPBEHUMOHHblE WCCNenoBaHMA, paspaboTaHHble HEenocpeacTBEHHO ANA
NoAy4YeHWUA JaHHbIX MO 0CObbIM MNONYASAUMOHHBIM MOATPYNMNam, BKAYas perucTpbl. Monynaumm,
BK/IHOYaEeMble B OLLEHKY M0 AaHHOMY pasgeny, BKIHYatoT B TOM YUC/Ie crieaytoLee:



a) negmaTpuyeckas nonynsuus;

6) NnonynaumMs NoOXMIOro BO3pacTa;

B) *KEHLLMHbI B Nepnog 6epemeHHOCTU U KOPMJIEHNS;

r) NauMeHTbl ¢ HapyweHUAMN GYHKLMM NeYeHn U (Man) nodek;
) NauMeHTbl C MHOW BaXKHOW COMYTCTBYIOLLLEN NaToNOMMeElN;

€) MauMeHTbl, CTemneHb TAXeCTM 3aboneBaHWsA KOTOPbIX OTAMYHA OT WCCiedyemol B xoge
KAMHUYECKUX UCCNeL0BaHNIA;

) cybnonynaumMm ¢ HOCUTENbCTBOM FEHETUYECKOTO NoIMMOpPdU3Ma;
3) NaUMeHTbI C MHOW PACOBOM MU STHUUYECKON NPUHAAIEKHOCTbIO.
8.5.5.2.3. OcobeHHOCTM NPUMEHEHNA NeKapCTBEHHOro npenapara.

B cnydae ecnm aepskaTento perncTpaLmoHHOro ya0CToBePeHNs CTaHOBUTCA U3BECTHA MHPopmauma
06 onpegeneHHbIX 0COBEHHOCTAX NPUMEHEHMA 1eKapCTBEHHOro npenapaTa, A0/MKHO 6biTb NpMBEAEHO
onucaHue flaHHbIX 0COBEHHOCTEN U caenaHa COOTBETCTBYHOLLAA OLEHKA U MHTepnpeTauma AaHHbIX No
6esonacHocTn. K yncny TakMx ocobeHHOCTE OTHOCUTCA B YaCTHOCTU MPUMEHEHUE NeKapCTBEHHOro
npenapata B MeAMUMHCKOM NPaKTUKe MO MOoKa3aHWAM, HEe BK/IOYEHHbIM B YMCI0 0A0bpeHHbIX. Ecin
MMELOTCA COOTBETCTBYIOLIME OaHHble, AeprKaTeslb PErmcTPaLmMoHHOro YAOCTOBEPEHUA MOMKET cAenatb
KOMMEHTapUii 0 TOM, HAaCKONIbKO JlaHHOe NpUMEHEeHNe NoAAEPKNBAETCA KAMHUYECKMMM NMPOTOKONamMMU,
OOKasaTe/ibHOM 6as30i KAMHWYECKUX WcciedoBaHW nnbo obycnoBneHo OTCYTCTBMEM B LEOM
3aperncTpupoBaHHbIX anbTepHaTuB. [onxkHa 6blTb NpeacTaB/eHa Ko/ndYecTBeHHas oueHKa obbema
AAHHOro NPUMEHEHMA NPU HaNMYNK NOA06HbIX AaHHbIX.

8.5.6. Pazgen MOOB "O606LieHHble TabnYHbIe AaHHblIe".

Llenbto gaHHoro pa3sgena NOOB sBnsetca npeacTaBieHMe AaHHbIX O HeXenaTelbHbIX peakumax u
AB/IEHMSAX, BbISIBJIEHHbIX B XOA4€ KANHUYECKUX NCCefoBaHNii, B dopme 06006 LeHHbIX TabIMYHbIX AaHHbIX.
JeprKaTenb perncTpalMOHHOro yA0CTOBEPEHUA MOXKET MPUBECTU OnpeaeneHHble acneKkTbl JaHHbIX B
rpadmyeckom BMAE C Lenbio obaeryeHms BOCNPUATAA U NOHUMaHUSA.

OTHeceHMe CUrHafa K YUCAY CEPbE3HbIX HEeXKenaTeslbHbIX PeakumMin B 0600LLEHHbIX TabMYHbIX
AaHHbIX [OO/IKHO COOTBETCTBOBATb KAacCMdMKaLMM  3TOr0  CUMrHana MO  pPe3ynbTaTamM  OLLEHKM
WMHAMBUAYANbHbIX COOBLEHUI O HEXKeNaTe IbHbIX PEAKLMNAX C UCNOIb30BAHUEM KPUTEPUEB CEPLE3HOCTMH,
YCTQHOB/IEHHbIX 3aKOHOAATENbCTBOM FOCYAAPCTB-Y/IEHOB N MEXAYHAapPOAHbIMM AOrOBOPAMM U aKTaMy,
coctasaaowmmn npaso Coto3a. OueHKa cepbe3HOCTU He A0MKHA U3MEHATLCA MPU NOArOTOBKE AaHHbIX
ana sratoveHma 8 NMOOB.

8.5.6.1. Noapasaen NOOB "CnpaBoyHas UHGopmauma".

B gaHHOM nogpasgene  yKasblBaeTcA  BepcMAa  TEPMMHOIOTMYECKOro  KaaccuduKaTtopa,
MCMO/Ib3YEMOrO /1 aHa/IN3a HeXKeNaTe IbHbIX ABJIEHWUI U PeaKumid.

8.5.6.2. MMopgpasgen MOOB "O6obuieHHaa WHbOpMaALUMA NO CepbesHbIM HexenaTesibHbIM
peaKLMaM, BbIABNIEHHbIM B XOA4€ KAMHUYECKUX UccaesoBaHnin',

B gaHHom nogpasgene NOOB gonkHO 6bITb NPUBEAEHO 06OCHOBaHME MO NPUIOKEHUIO, KOTOpOoe
BK/IIOMAET KYMyNATUBHbIE 0606LWeHHble TabMYHbIE AaHHbIE NO CEPbE3HbIM HEXKENATENbHbIM ABEHUAM,
KoTopble OblAN BbIABAEHbI B XOAE KAMHUYECKUX MWCCAEAOBaHUMA, OPraHM30BaAHHbIX AeprKaTesem
PerucTpaLnoHHOro yAOCTOBEPEHMA, HAUMHAA C MEXKAYHAPOAHOM AaTbl 0a06peHna pa3pabaTbiBaemoro
JIeKapCTBEHHOrO npenapaTta 40 AaTbl OKOHYaHWA cbopa paHHbIX No Tekywemy MOOB. [eprkatenb



PEerncTpaunoHHOro yAoCTOBEPEHMA AO0/MKEH AaTb O6BbACHEHMA MO BCEM WCKAKYaeMblM  AaHHbIM
(Hanpumep, AaHHblE Pe3yNbTaTOB KIMHUYECKOrO UCCNeA0BaHUA MOTYT BbITb HEAOCTYNHbI HA MPOTAMXKEHUN
HEeCKOAbKMUX neT). JaHHble B TabanyHoW dopme AO0NXKHbI OblTb CrPYNMNMPOBaHbl B COOTBETCTBUM C
KNacCMPUKALMOHHBIM OTHECEHMEM HeXKenaTe/lbHbIX PeaKkuuii No OpraHo-CMCTEMHbIM Kjaaccam AnA
nccaeayemoro 1eKapcTBEHHOro Npenapara, a Tak:Ke A1s NpenapaTos cpaBHeHUs (aKTUBHbIX U nnauebo).
Koraa aTo aBaserca uenecoobpasHbiM, AaHHble 4ONXHbI 6bITb NPeACTaBAEeHbl B TPYNNMPOBaHHOM BUAE
Mo KAUHUYECKMM UCCAeA0BaHMAM, NOKA3aHUAM, MyTAM BBEAEHUA N UHbIM NEPEMEHHbIM.

[oMmKHbI BbITb PaCCMOTPEHbI CeAyHOLME aCNeKTbl:

npeacTaB/iieHne OLEHKU NMPUYNMHHO-CEACTBEHHOM CBA3M MO PEAKMM HEXeNnaTeibHbIM peaKLusam.
Cnenyet npeacTaBAATb AaHHble 060 BCEX CEPbE3HbIX HEeXKenaTesbHbIX ABAEHUAX AN UCCAedyemoro
NleKapcTBEHHOro npenapaTta v 444 NpenapaToB CpaBHEHUA (aKTUBHbIX M Nauebo) ¢ Tem, 4Tobbl Bbina
BO3MOXHOCTb CAeNaTb FPynnoBoOe CPaBHEHWE, B TOM YMC/Ie B OTHOLIEHUW YacToTbl. [1os1e3HbIM ABAAETCS
npeacTaB/ieHMe AaHHbIX, OTPaXKalolee B3aMMOCBA3b Ha3Ha4YaemMol 403bl U 4YacToTbl;

0606U1eHHble TabANYHbIe AaHHbIE AOMMKHbI BKAOYATh KaK OCAenaeHHble, Tak U pa3ocaenneHHble
JaHHble O Cepbe3HbIX HerKenaTesbHbIX ABNEHUAX B KAMHUYECKUX McciefoBaHUAX. PasocnenneHHble
AaHHble MOTyT BbITb MpeacTaB/ieHbl NO pe3ynbTaTaM 3aBePLUEHHbIX KAMHUYECKMX UCccnenoBaHui U
OTAENbHbIM MHAMBUAYANbHBIM CAy4asaM, KOTOpble Bblan pa3ocienneHbl Mo onpeaeneHHbIM NPUINHAM
(Hanpumep, no acnektam 6e30MacHOCTM UAW ANA BbINOAHEHUA TpeboBaHWA He3aMea/UTeNbHOro
penoptMpoBaHusa). CroHCOpbl KAMHUYECKOTO WCC/AeAOBaHUA U AepskaTeNu  PerucrpaumoHHbIX
Y AOCTOBEPEHUIA HEe BbINOMHAIOT pa3ocaensieHne HenocpeacTBEHHO B CBA3M ¢ noarotoskoi MNOOB;

onpeaesneHHble HeXenaTelbHble PeakLLMn MOryT BbITb UCK/ItOYEHbI M3 0606LWatoLei MHGopmaLmK,
HO BCe MoAOo6Hble MCKAYEHUA O0/MKHbI 06ocHOoBbIBaTbcA B MMOOB. Hanpumep, HekenatesbHble
peakuuu, KoTopble OblAM  onpegeneHbl B MPOTOKOAE KaK MCKAYaloWMecs W3 npoueaypsbl
He3amMea/IMTE/IbHOrO PENOPTMPOBAHUA M TOIbKO BKAOYaeMble B 061yt 6a3y AaHHbIX MO NPUYKHE TOro,
YTO OHM ABAAOTCA NPUCYLLMMMN LLeNEBOI NONYAALUM UNX COBMAAAIT C KOHEYHbIMMN TOUYKaMM.

8.5.6.3. Mopgpasgen MNOOB "O6obuieHHas MHPopMauMA NO AaHHbIM MOCTPErMCTPALMOHHOIO
NPUMEHEHWA IeKapCTBEHHOrO nNpenapara'.

B paHHom pasgene MNOOB npeactaBnserca oboCHOBaHWE MO MPUIONKEHMIO, BKAlOYatOWemy B
TabnnuHoM popme 0606LWAIOLLME AaHHbBIE O HEXENATENbHBIX PEAKLMAX KYMYAATUBHO 33 BECb NepMoa u
33 OTYETHbIN Mepuoa, OT AAaTbl MeXAYHAPOAHON perncTpaumm NeKapcTBEHHOro npenapaTa 40 AaThl
OKOHYaHMA cbopa AaHHbIX, BKAOYAIOTCA CBEAEHUA O HEXKenaTeNbHbIX Peakumax, NnosiyYeHHbIX B XO4e
HEMHTEPBEHLMOHHbIX WUCCNEAOBaHUI W  CMOHTAHHOIO pPEnopTUMPOBaHMA, BKAOYAA JaHHble OT
MEeOMUMHCKUX W  dapmaueBTUYECKMX pPaboTHUKOB, noTpebuteneil, NaUMEHTOB, YNOJHOMOYEHHbIX
OpPraHoB rocyAapCTB-4/IeHOB M AaHHbIX, ONY6/MKOBaHHbLIX B MeAUUMHCKOM anTepaTtype. CepbesHble U
HecepbesHble HeXXenaTeNbHble peakL My A0/1KHbI ObITb NpeacTaB/eHbl B OTAENbHbIX Tabamuax. B Tabanye
AaHHble fOMKHbI ObITb pacnpeaeneHbl COrNacHo KaaccnudmkaLmMm no opraHo-GyHKLMOHAbHBIM KNaccam.
Mo ocobo BaXKHbIM acnekTam npodunsa 6e3onacHOCTU MoryT H6biTb NPeacTaB/eHbl OTAE/bHbIE TabAnLbl
HeKenaTeslbHbIX PeakumMin ¢ rpynnMpoBaHMEM AaHHbIX MO NOKasaHWAM, Cnocoby BBeAEHWUS U MHbIM
napameTpam.

8.5.7. Pasgen NOOG "Pe3tome 3HAYMMbIX AaHHbIX, TOAYYEHHbIX B XO4€ KNMHUYECKUX UCCNef0BaHN
3a OT4YeTHbIN Nepuoa’.

B npunoxeHun K gaHHOMY pa3fgeny AepKaTeslb PerncTpauMOHHOrO YAOCTOBEPEHWMA [0JIKEH
NpeacTaBuUTb MEPeYNCIeHNe OPraHN30BaHHBIX UM MHTEPBEHLMOHHbIX KAWHWYECKUX WCCAeLOBaHWUM,
KoTopble 6blK 3aBepLIEeHbl UK NPOAOANKAIOT BbINONHATLCA B OTHETHbIMA NEpMos, C Leabio BO3MOXKHOCTU
NaeHTMOUKaALUK, XapaKTEPUCTUKN U KOIMYECTBEHHOM OLEHKM YPOBHA PUCKOB, NOATBEPKAEHMA npoduna
6€e30MacHOCTM 1IeKapPCTBEHHOMO Npenaparta Uan oueHKU 3PpdEeKTUBHOCTU MeP N0 MUHUMU3ALMN PUCKA.



Mo BO3MOXHOCTU AaHHble cieayeT pa3buTb Ha KaTeropmm no nos0BOMYy M BO3PacTHOMY NMpPU3HaKY
(8 0COBEHHOCTM B3POCAYIO U AETCKYIO NONYAALMK), MOKa3aHUAM, PEXKUMaM A03UPOBaHUA U PErMoHaM.

CurHasbl, BbIfBNEHHbIE B XO4E KAMHUYECKUX UCCNEAOBaHWN, AO/KHbI OblTb MpeacTaBfeHbl B
TabnnuHon ¢dopme B pasgene MOOB "O630p nNo curHanam: HOBble, Haxogswmeca B paboTe uau
3aBepueHHble". MpoBOANTCA OLLEHKA CUMTHAJIOB Ha NpeaMeT OTHECEHMS UX K MOTEeHLMasibHbIM WK
NAEHTUOMUMPOBAHHBIM PUCKAM. PUCK fonKeH BbiTb OLEHEH M XapaKTepun3oBaH B nogpasgenax NOOb
"OueHKa pUCKOB M HOBOW MHPopMaLMKM" 1 "XapaKTepUCTUKA PUCKOB".

B naHHOM pa3gene NOOB aonxHa 6bITb NpeacTaBneHa obobuatowas MHGOPMaLMA O KIMHUYECKM
Ba’KHbIX OaHHbIX NO 3GPEKTUBHOCTM U 6e30MacHOCTU, MOSYYEHHbIX U3 Caeaylolmx UCTOYHMKOB 3a
OTYETHbIN Nepuoa;

8.5.7.1. Noapazgen NMNOOB "3aBepLUeHHble KIMHUYECKME UcceaoBaHus".

OaHHblli nogpasaen NOOB aonKeH NpeacTaBAATb KPATKYO MHOOPMALMIO O KIMHUYECKN BaXKHbIX
OaHHbIX N0 3GEKTUBHOCTU U 6E30MaCHOCTM, MONYYEHHbIX B pe3y/bTaTe 3aBepLUeHHbIX 33 OTYETHbIM
nepuoga KAMHUYECKUX NccaefoBaHui. aHHana nHGopmaums foKHa ObITb NpeAcTaB/ieHa B CKAaTOM BMAeE
nnn B popme cnHoncmca. OH MOXKET BKIOYaTb MHDOPMaLMIO, KOTOpas NOATBEPXKAAET UM ONpoBepraeTt
paHee MAEHTUOULMPOBAHHBIE CUrHa/bl MO 6€30MacHOCTH, A TaK)Ke A0KA3aTebCTBA MO HOBbIM CUITHaIaM
no 6esonacHocTw.

8.5.7.2. Nogpasgen NMOOB "MpogonxKatowmeca KAMHUYECKME uccieaoBanHus”.

B CQly4dae eCnun aepxatento perncTtpaumMoHHOro yagoctoeepeHmna CtaHoOBUTCA N3BECTHA Kakasa-nnbo
KANHNYECKN BaXXHaA MHd)OpMaLI'VIﬂ, KOTOpa“A 6bina nonyyeHa B Xxoae npoaoKarownxca KANMHUYECKUX
VICCﬂe,CI,OBaHVIﬁ (HaanN\ep, BblAB/Z1IEHHAA B XOA4€e MNPOMEXYTOYHOro aHain3a 6esonacHoCTM uAn B
pe3ynbTaTte pasocnensieHnA BblIAB/IEHHbIX CEPbE3HbIX HeXXe/1aTe/IbHbIX HBJ'IGHMI\;I), B OadHHOM pasgene
AO1XKHa 6bITb KPaTKO U3n10XXeHa HOBaA MHCI)OpMaLl,MFI no 6esonacHocTn. 3ToT noapasaen Takxe MmoXXeT
BK/1HO4ATb Mchopmau,wo, KOTOpaA noATBEpPXAAeT WM OnpoBepraetr paHee VILI,eHTMd)MLI,MpOBaHHbIe
CUrHanbl No 6630I'IaCHOCTVI, d TaKXXe A0Ka3aTeNbCTBa HOBbIX CUIHA/10B NO 6e3onacHoCTK.

8.5.7.3. Nogpasgen NOOB "OanTenvHblii nocnenyowmii MOHUTOPUHT COCTOAHUSA NaLmneHToB" .

Ecan umetoTca gaHHble O ANIMTENbHOM Mocaeaylowem HabniogeHUN NaUMeHTOB, BK/IKOUYEHHbIX B
KAMHUYECKNEe UCCNefoBaHUA, B noapasgene NpuBoaUTCA MHPOPMaLMA O MOAYYEHHbIX B pesyabraTte
OJINTENIbHOrO Noc/ieayoWero HabaeHMa 3HaYNMMbIX C TOYKU 3peHnsa Npoduas 6e30nacHOCTU AaHHbIX.

8.5.7.4. Nopgpasgen NOOB "MHoe TepaneBTUYECKOE NPUMEHEHME 1IEKAaPCTBEHHOro npenaparta’.

[aHHbIM noapasaen OOMKEH BKAOYATb KAMHUYECKU BarkHYO MHdopMauuio no 6e3onacHocTy,
MoOAyYeHHY0 B pe3ynbTaTe APYrMx MNporpamm, NPOBEAEHHbIX AepyKaTefiem pPerncTpaumMoHHOro
YAOCTOBEPEHMA, MO ChneumanbHbIM MNPOTOKONAaM (Hanpumep, NPOrpaMmmbl PacLIMPEHHOro AocTyna,
nporpamMmbl WCMOJIb30BaHUA B CBA3M C WUCKAKOUYMTENbHbIMKM 06CTOATENbCTBAMM U3  COOBpPaXKeHUi
CoCTpagaHusn, MHAMBMAYabHOro A0CTYNa 1 Ap.).

8.5.7.5. Moapasgen NMOOB "HoBble AaHHbIe No 6@30NacHOCTM NPU UCMOIb30BaHUM IEKAPCTBEHHOTO
npenapaTta GMKCUMPOBAHHbIX KOMBUHaUMsX 003",

B cnyyae ecnnm nHoe He onpegesieHO YNO/JIHOMOYEHHbIMU OpraHamm rocyaapcTB-yseHoB, B
OTHOLWEHUN KOM6MHMpOBaHHOl7I Tepannn A0KHbI 6bITb npeacrtaBneHbl cnegyrowme gaHHble:

a) B CNyvae eciiv NeKapCTBEHHbIA NpenapaT o40bpeH A1a Ha3HAYeHMA B KaYecTBe KOMMOHEHTA
OMKCUPOBAHHOM NEKAPCTBEHHOM TeEpanUnN NN MHOTOKOMMNOHEHTHOMO PEXUMa IEKAPCTBEHHOW Tepanuu,
B noapasfene [AONMXKHbl OblTb 0006LWeHbl BarKHble JaHHble Mo 6e30MacHOCTM  NPUMEHeHUs
KOMBMHUPOBAHHOM Tepanuu;



6) B Cnyyae eC/M NEKapCTBEHHbIM MpenapaT ABAAETCA KOMOWHMPOBAHHbLIM /IEKAPCTBEHHbIM
npenapaTom, AaHHbIA Noapasgen Ao/MmKeH 0606waTh BarkHy0 MHbopmaumio no 6esonacHoOCTU no
Ka)KA0MY U3 MHAMBMAYA/bHbIX KOMMOHEHTOB.

8.5.8. Pazgen NOOB "[aHHble HEMHTEPBEHLMOHHbIX UCCIeA0BaHNN".

B snaHHOM pa3sgene o0bobuwaeTtca nHbopmaumsa no 6€3onacHoOCTU UK AaHHbIE, KOTOPbIE NOYYeHbl
no pesynbTaTaM HEUHTEPBEHUMOHHbIX KIUHUYECKUX WCCefoBaHui (Hanpumep, obcepBaLMOHHbIX
nccnefoBaHuii, aNULAEMUONOTMYECKMX UCCEA0BAaHUI, PETUCTPOB, NPOrPaMM aKTMBHOIO MOHUTOPMHTA),
OpraHM30BaHHbIX AeprKaTesIemM PerncTpaLMOHHOro YA0CTOBEPEHUS, CTAIM AOCTYMHbI B OTYETHbIN NEPUOA,
M BAUAIOT Ha OLLEHKY COOTHOWEHMA "nosnb3a - PUCK" NeKapcTBEHHOro npenapata. Pasgen AOMKeH
BKAIOYaTb OaHHble, UMEloLWMe OTHOWEHME K acnektam npoduns 6e30macHOCTM M MONYYEHHble MO
pesy/ibTaTamM UCC1e0BaHMI MO OLLEHKE MCMO/Ib30BaHMA 1EKAPCTBEHHOMO Npenapara.

[ep:KaTenb pPerncTpauMoHHOro YyAOCTOBEPEHUA OOJIKEH BKAOYATb B npunoxeHue K MOOB
nepeyYyeHb BCEX HEMHTEPBEHLMOHHbIX UCCIe40BaHWM, OPraHM30BaHHbIX AeprKaTenem PerncTpaLmoHHOro
YAOCTOBEPEHMS U BbIMNOJHEHHbIX C LEAbI0 BbISBNEHMA, XapaKTEPUCTUKM U KOAMYECTBEHHOM OLEHKU
BbI3bIBAIOLWLMX OMaceHUa acnektoB npoduna 6esonacHocTK, NoaTBepXAeHUsA npoduna HGesonacHoOCTH
JIeKapCTBEHHOrO NpenapaTta Uamn oueHKM 3GEKTUBHOCTY Mep MO MUHUMMU3ALMKN PUCKA, KOTOPbIEe Bbln
BbINOJ/IHEHbI UM BbIMOAHAIOTCA B OTYETHbIA Nepuog, (Hanpumep, NOCTPerncTpaunoHHble nccies0BaHua
H6e3sonacHoCTw).

OTyeTbl O CTaAMM BbINOJSIHEHWA WAW WUTOTOBble OTYETbl, KOTOpble OblM MOArOTOB/IEHbI HA
NPOTAMKEHUM OTHETHOro Nepmnoaa, A0MKHbI BKAKOUATLCA B NpuaoxKeHue K MNOOB.

8.5.9. Pasgen MNOOB "[aHHble APYrMX KAMHUYECKUX UCCAeA0BaHUIA U AaHHble, NO/lyYeHHble U3
APYrUX UCTOYHMKOB".

B pasaene goskHa 6biTb 0606WeHa MHPOPMaLMA, KOTOPas OTHOCUTCA K OLLEHKE COOTHOLUEHUA
"nonbsa - puCK" NeKapcTBEHHOro npenapata M MojsyvyeHa MO Pe3ynbTaTaM MHbIX KAWHUYECKUX
nccnenoBaHuii G0 NosyyeHa M3 MHbIX UCTOYHWMKOB, K KOTOPbIM Y AeprKaTens pPerucrpaumvoHHOro
yaoctoBepeHua 6bl1  OOCTYyNn 3@ OTYeTHbIA nepuod (Hanpumep, pe3ynbTaTbl MeTa-aHa/M30B
PaHAOMM3NPOBAHHbIX KAMHUYECKMX WCCAefoBaHWUM, [OaHHble no 6e3onacHoOCTM MapTHEepoB Mo
pa3paboTKe NeKapCTBEHHOro Npenapara u gp.).

8.5.10. Pa3gen MOOB "[JaHHble AOKANHUYECKUX UccieaoBaHnin'.

B pasgene npepcraBnAetca 0606weHHas MHGOPMAUMS O 3HAYMMbIX B OTHOWEHMU npoduns
6€e30MacHOCTM AaHHbIX, NOMYYEHHbIM B pe3y/bTaTe AOKAMHUYECKMX MUCCNeAOoBaHUM in vivo M in vitro
(Hanpumep, nccaepoBaHus KaHL,EepOoreHHoCTH, penpoayKTUBHOM TOKCUYHOCTHU nnn
MMMYHOTOKCMYHOCTU), BbITIOJIHAEMbIX MW 33aBEPLUEHHbIX B OTYETHbIM nepuod. OueHKa BAMAHMS
NOJIYYEHHbIX AaHHbIX Ha Npodunb 6e30nacHOCTV fOMKHA ObITb NpeacTaBaeHa B pasgene MOOB "CurHanbl
N oueHKa pucka" n pasgene NOOB "MHTerpupoBaHHbIA aHaNN3 COOTHOWEHUA "nonb3a - puck" Mo
0,06 peHHbIM NoKasaHMAM".

8.5.11. Pasgen MNOOB "Mcnonb3oBaHHbIE UCTOYHUKKN ANTepaTypbl'.

B pasaene npeacTtasnsetca 0606wWeHHan MHOOPMaLLMA O NOAYYEHHBIX HOBbIX M 3HAUMMbIX AaHHbIX
no 6e3onacHocTM, KoTopblie 6binM OMNyb/IMKOBaHbI B MpoOLEeAWei 3KCNEPTHYH OLEeHKYy Hay4yHOM
nvTepaType nnbo 6bLIM NoslydyeHbl M3 HeonybAMKOBaHHbIX MOHOrpaduii, KoTopble OTHOCATCA K
NeKapCTBEHHOMY npenapaTy M CTaAn AOCTYMHbl AepyKaTento PerncTpaupvoHHOro yAo0CTOBEepeHus B
OTYETHbIN Nepuoa,

NnTepatypHblii nonck ans nogrotoBku MNOOB ponKeH 6bITb WIMPE, YEM JIMTEPATYPHbIA MOUCK
WHOMBUAYANIbHBIX COODLLEHUI O HexenaTesbHbIX PeaKkLMAX, MOCKOJIbKY [AO/KEH BKAOYaTb TaKkKe
nccnenoBaHMA, B Xo4e KOTOPbIX OblAM OLeHeHbl MCXodpl C TOYKM 3peHusa Be3onacHoOCTM B rpynnax



Cyb6bEeKTOB MCC/Ief0BaHUS.

Ocobble acnektbl npoduas 6e30MacHOCTU, KOTOPble AOMKHbI MPUHUMATLCA BO BHMMAHWe npu
novcke WMHOOPMALMKM, HO KOTOPble MOTYT 6biTb HE BbISBNEHbI MPU BbINOJHEHWM MOUCKA C LENbHO
NONYYEeHMA AAHHbIX MO UHAMBUAYANbHBIM C/Ty4asM HEXKeNaTe IbHbIX PEaKLMI, BKAOYAIOT:

ncxoabl 6epeMeHHOCTM (BK/toYas npepbiBaHME 6epeMeHHOCTM), KOTOPblE He COMPOBOXAANNCH
HexenaTesibHbIMK NOCAeACTBUAMM;

npUMeHeHne NeKapCcTBEHHOro npenapaTa B NeanaTprMyeckon nonyaaummu;

NMPUMEHEHWE NEeKapCTBEHHOro npenapata Mo NPOrpaMmam WCMoNb30BaHWA B  CBA3M C
UCK/IIOUNTE/IbHBIMU  OBCTOATENILCTBAMM M3  COOBPaMKEHUIt COoCTpafaHua W NepCoHaNM3MpPOBAHHbIM
nporpammam HasHa4yeHus;

oTcyTcTBMe 3 HEKTUBHOCTM IEKAPCTBEHHOrO Npenapara;

acMMNTOMaTMYeCcKana nepenosnpoBKa, HecooTeeTcTaytowee OX/IM v HenpasuabHOE NpMMeHeHue
JIeKapCTBEHHOrOo NpenapaTa;

MmegnumnHCRmne 0LLIVI6KVI, He CoOnpoBOXOaBLWNECA Pa3BUTUEM HEXKENATE/IbHbIX HBJ'IEHVII‘/JI;
BaXXHble pe3yibTaTbl AOK/TIMHUYECKUNX MCCﬂep,OBaHMVI.

B cnyyae ecan 3TO NPMMEHMMO, B JaHHOM pasgene TakkKe AO0/MKHA 6blTb NpoaHanM3npoBaHa
MHPOPMaUMA O APYrMX aKTUBHbIX BellecTBax (apMaKo/IOrMYeckon rpynnbl, K KOTOPOW OTHOCMKTCA
NleKapcTBEHHbIW Npenapar.

8.5.12. Pasgen MNOOB "Apyrue nepnoanyeckne obHoBassemble OTYeTbI N0 6e3onacHocTn".

OdaHHbin pasgen MNOOB co3paerca TOMLKO B TeX CAyyasdx, Koraa Mo AOroBOPEHHOCTU C
YNONHOMOYEHHbIMM OpPraHaMKU TOCYAAPCTB-YJIEHOB AepKaTesieM PEerncrpaLmMoHHOro yaocToBepeHuA
noarotasnmeaetca 6onee 1 NMOOB Ha eKapCTBEHHbIN NpenapaT (B cy4ae IeKapCTBEHHOrO NpenapaTa ¢
dMKCUMpPOBaHHOM KOMBMHaLMel 003, NeKaPCTBEHHOrO NpenapaTa C MHOXECTBEHHbIMW MOKa3aHMAMK On
NPUMeHeHna n (Mnun) pasnmdHbiMn dopmamm Bbinycka). Kak npasuio, gepxatenb perncTpauMoHHOro
yaocToBepeHus aonxeH noarotoeuts 1 NMOOB Ha 1 geicTBytollee BelLecTBO. B YacTHbIX caydasx no
peleHnto yNnoJIHOMOYEHHbIX OPraHOB rocyAapcTB-41eHOB AeprkaTenem nogrotrasnunsaetca cepma NOOBb
0N OQHOTO NNeKAPCTBEHHOrO npenapata. MNpyn 3Tom B AaHHOM pa3zene Kaxkgoro nocneaytowero NOOb
TAKOW CepuM OOMKHbI ObiTb 0606LLEHBbI 3HAaYMMble AaHHble No 6e3onacHocTn m3 apyrux MOOB, ecan
TONbKO TaKoe 0606LLeHMe He NpeacTaBNeHO B UHbIX pasaenax gaHHoro MOOB.

MpY HaMYMKM 4OCTyNa Ha OCHOBAHWWM KOHTPAKTHbIX LOroBOPEHHOCTEN K AaHHbim MNOOB apyrmx
AepKaTene perncTpaumoHHbIX YAOCTOBEPEHMI, CMOHCOPOB KAMHUYECKUX UCCNefoBaHUA UAU UHbIX
MapTHEPOB HA aHA/IOTMYHbIE SIEKAPCTBEHHbIE MPEnapaThl AepKaTe b PErMCTPaLLMOHHOMO YA40CTOBEPEH S
AO/KEH MpeacTaBuTb B 060OWEHHOM BUAE 3HAYMMble AaHHble Mo 6e30MacHOCTM, MOJyYeHHble U3
npeacrtasasembix ummn NMOOB 3a oTYETHBIN Nepuoa.

8.5.13. Pasgen MNOOB "HepoctaTouyHas TepaneBTMYeckas 3PPEKTUBHOCTb IEKAPCTBEHHOTO
npenapaTa, yCTAaHOB/IEHHAA B KOHTPOMPYEMbIX KNMHUYECKMX UCCAeA0BAHUAX" .

Ecnv npu BbINONHEHUN KAMHUYECKUX UCCNEeAO0BaHUIN ONA NIeKapCTBEHHbIX MPEenapaToB, KoTopble
MCMO/b3YIOTCA AJ1A IeYEHMA U NPOPUNAKTUKIM CEPLE3HDIX U MKU3HEYTPOXKAIOLLMX 3a601€BAHMI, NOYYEHDI
[aHHble, KOTopble MOTYT CBUAETEIbCTBOBATL 00 MX HEAOCTAaTOMHOM TepaneBTuYeckon 3pGeKTUBHOCTH
b0 HegOCTaTOYHON TepaneBTUYecKoi 3PpPEeKTUBHOCTU B OTHOLLEHMUM NPOBOAUMOTO NEYEHUSA, TO TaKue
[JaHHbIe YKas3blBAlOT Ha HAJiMuMe 3HAYMTE/NIbHOrO PUCKA 414 LefieBON MOonyaauMuM U AOKHbI ObiTb
npoaHann3npoBaHbl U 0606LeHbl B AaHHOM paszaene MOOB.



B cnyyae ecnn 3TO NMPUMEHMMO K OLEHKE COOTHOWeEHUA "Monb3a - puUcK', JaHHble, KOTopble
noayyeHbl MpU MPOBEAEHUM KAMHUYECKMX MUCCNeOOBaHUM UM MNOATBEPXKAAT HeAOoCTaTOoUHYIO
TepaneBTUYECKYIO 1EKaPCTBEHHbIX NPenapaTos, He NpeaHasHaYeHHbIX 418 IeYEHUA KU3HeYrpoXKatoLen
MaToNorMu, LLOMKHbI Tak}Ke BbITb MPOaHaNN3MpPoBaHbl B JaHHOM pasaene MNOO0B.

8.5.14. Pasgen NOOB "BakHan MHbOpMaLmMa, NonydYeHHas nocse 3asepluieHma noarotosku MOOB".

B maHHom pasgene MOOB o6o6uwatoTca NOTeHUManbHO BaKHble AaHHble Mo 6e30macHOCTU U
3$PEKTUBHOCTU, KOTOpble OblIM MOMY4YeHbl MOCAE OKOHYaHMA cbopa AOaHHbIX, HO A0 MNOATOTOBKU
OKOHYaTenbHoW pegakumm MOOB. Cloga OTHOCATCA 3HAYMMbIe KMHUYECKME AaHHble HOBbIX MybanKaLumii,
3HaYMMble [aHHble nocseaylowero HabnwgeHMa 3a  NauMeHTaMu,  KJIMHUYECKUM  BaKHble
TOKCUKONIOTMYECKME [aHHble, a TaKXe BCe AeWCTBUA AepiKaTeNs PerucTpauyoHHOro yAoCToBepeHus,
HE3aBUCUMbIX KOMWTETOB MO OLUEHKEe JaHHbIX, YMNOJHOMOYEHHbIX OPraHOB [OCYA3aPCTB-Y/NEHOB,
npeanpuHATbIE B OTHOWEHUW Mpobsiem, CBA3AHHLIX C npoduiem 6HE30MacHOCTU JIeKaPCTBEHHOrO
npenapara. HoBble MHAMBUAYANbHbIE COOBLLEHUA O HEXKENATE/bHbIX PEaKUMUAX HE AO0NKHbI BKNHOUYATbCA
B pa3gen, 3a UCKIOYEHNEM CNyYaeB, KOr4a OHWM MOTYT NPeACTaBAATb NPUHUMMNUANABHO BaXKHbIN Cy4yai,
NOATBEPXKAAOWMI GaKT HaMUMA HeXKenaTeNbHOM peaKkuum (Hanpumep, Nepsblit 3aperMcTpUpoBaHHbIn
C/lyYail pa3sBUTMA BaXKHOIO HeXKeNaTeIbHOro ABIEHWA Y YeI0BEKa) MW BaXKHbI cUrHan no 6esonacHocTyu.

[JaHHble pasgena Ao/IKHbI ObITb Yy4TEHbI NPU COCTaBAeHMM Noapasgena "OueHKa pUCKOB U HOBOM
nHpopmaummn" pasgena NOOB "CurHanbl 1 OLEHKa pUcKa".

8.5.15. Pa3gen NOOB "O630p cMrHanos (HOBble, paccMaTpuUBaemble 1 3aBepLLeHHble)".

Llenbto gaHHOro pasgena ABAAeTCA nNpeacTtaBieHne MaKCUMANAbHO MOIHOro o630pa BblAB/1IEHHbIX
CUrHasnos (OLI,eHKa KOTOpPbIX ele He HaHVIHaﬂaCb), CUTHANOoB, KOTOPblIE NOy4YeHbl B nepnoa nposeaeHuA
OUEHKN HeXXenaTenbHbIX peaKLI,MVI, a TaKXXe CUIHa/MoB 3@ OTYETHbIN nepunog, oueHKa KOTOPbIX yXKe
3aBepueHa.

[Jep:KaTenem perncTpaumMoHHOro yA0CTOBEPEHUA A0MKHbI ObITb NpeAcTaB/ieHbl KpaTKoe onMcaHme
MeTo/Za, KOTOPbI WUCMOMb3YeTCA ANA BbIABNEHWUA CUrHaNO0B, U UCTOYHWKOB [aHHbIX O1S BblABAEHUA
CUTHaNoB.

K HOBbIM BbIABAEHHbIM CUIHaNaM OTHOCATCA CUrHa/fbl, KOTOPble BblAn BbiABAEHbI 33 OTYETHbIN
nepuoa. K paccmaTtprBaembiM CUrHalam OTHOCATCA CUTHA/bl, KOTOPbIE MPOXOAUAN NMpoLeaypy OLLEHKM
Ha MOMEHT OKOHYaHUA cbopa AaHHbIX. K 3aBeplUeHHbIM OTHOCATCA CUrHasbl, OLEHKa KOTOopbIX 6blfa
3aBeplleHa 3a OTYeTHbIN nepuogd. CUrHanbl, KOTOpble 3a OTYETHbIN Nepuoa, ABAAIOTCA OJHOBPEMEHHO
HOBbIMM U 3aBePLUEHHbIMU (B OTHOLLEHWW NpoLEeaypPbl NPOBEAEHUS UX OLLEHKN), A0NKHbI BbITb OTHECEHbI
B pa3aen 3aBepLUeHHbIX CUTHaNOoB.

Pasgen MOOB goneH BKAOYaTb AaHHble MO pPacCMaTpPUBaEeMbiM W 3aBepLUEHHbIM 33 OTYETHbIM
nepuoa cMrHanam, npeacraBieHHble B TabanyHon dopme. Tabanua asnsetca npunoxkeHnem Kk NOOB. Mo
YCMOTPEHUIO JepyKaTens pPerncrpalMoHHOro yAO0CTOBEPEHMA f[aHHaA MHOOPMaLMA MOMKET TaKKe
BK/tOYATb KYMYASTUBHbIE AaHHble MO CUMrHanam (BKAOYas paHee 3aBepLUeHHble CUrHasbl), Npu 3ToM
OOJIKHa bbITb YKa3aHa A4aTa, C KOTOPOM OTCYMTLIBAETCA CPOK BbINOJHEHHOIO 0606 EHWS NO CUrHaNam.

JeTanbHas oueHKa CMUrHasioB BK/kodaetcs B nogpasgenbl MNOOB "OueHka curHana" m "OueHKa
PUCKOB 1 HOBOWN MHbOpMaLmMn".

8.5.16. Pazgen MNOOB "CurHanbl 1 oLeHKa pucka'.
8.5.16.1. Nogpaszgen NMNOOB "O6o06bwatouan nHGopmaums no npobnemam 6esonacHocTH".

8.5.16.1.1. LUenbio nogpasgena MOOB sBnAaetcs npeacrtaBneHue 6asmcHol obobuaroluei
nHPopmMaumm MO BaKHbIM acnekTam npoouaa 6Hes3onacHOCTM, KoTopble ABAAKTCA npobaemammu
6e30nacHOCTM /IeKapCTBEHHOro npenapaTa, C yKasaHMeM MO KaXXAoMy acnekTy no 6e3onacHocTu



CBEAEHMWI 0 TOM, KaKasa HoBasa MHPOPMaLMA M HOBAA OLEHKA MO AaHHbIM acrneKkTam MOKET 6bITb caenaHa.
Mpu onpeaeneHnn BaxHOCTU KaXA0ro U3 acreKToB pUCKa cneayeT pacCMOTPETb cieaytolupe GakTopsbl:

a) Cepbe3HOCTb PUCKA, CBA3AHHOIO C 1IEKAPCTBEHHbIM MPENapaTom C MEANLMHCKOW TOUKM 3peHus,
BK/11OYaA BANAHME HA MHAMBMAYANbHOE COCTOAHME NaLMEHTOB;

6) yacToTa, NpeacKasyemocTb, NPeaoTBPAaTMMOCTb M 06PAaTUMOCTb PUCKa;

B) NoTeHUManbHOe BAUAHME Ha O6LIECTBEHHOE 340pOBbe (4acToTa pUCKa B MOMyAAUMUM, pasmep
nonyAaunmM, NoABepriniics BO34eNCTBUIO);

r) oLeHKa 0bLWEeCTBEHHOW NPUEMIEMOCTM PUCKA B C/Iy4asix BO3SMOMKHOMO BJIMSIHUA IEKAPCTBEHHOTO
npenapara Ha obLLecTBeHHOE 340P0Bbe (Hanpumep, OTKas OT MPOrpamMmMbl BaKUMHaLUK).

8.5.16.1.2. O6ob6uwatowana uHPopmaLma [O0MKHA MPEeACcTaBNAATb MMEloWMeca cBedeHua no
NleKapCTBeHHOMY npenapaTy OT Ha4Yana otyeTHoro nepuoga MOOB mn oTpaKaThb:

Ba*KHble NAEHTUOUUMPOBAHHbIE PUCKK;

BaX*XHble NOTeHLUMa/ibHble PUCKH,

Ba*KHYHO OTCYTCTBYIOLLYIO MHbOPMaLMIO.
8.5.16.1.3.

B oOTHOwWweHun NEKAPCTBEHHbIX

npenapatos, UWMeEKLWUX

cneunduKaumio no
6e3onacHoOCTH, MHPOPMaLWMSA, BKAOYAEMan B AaHHbIM NoApasaen, AO/MKHA coBnagaTh ¢ obobuiatowei

nHdopmaumen, NnpeacTaBeHHON B TeKyLWen Bepcun cneumduKkaumm no 6esonacHocTU Ha AaTy Havana
otyeTHoro nepuoga MNOOB.

B OTHOLWEHUN NeKapCTBEHHbIX MpPenapaToB, He MMelWwMx cneumduKkaumio no H6es3onacHocTH,
OAHHbIM  nogpasgen L[O/MKEH NpeactaBiaTe MHGOPMALMIO O  BaXKHbIX  UAEHTUDULMPOBAHHBIX,
NOTEHUMANbHbIX PUCKAX W BaXKHOM OTCyTCTBYOWEN WHOpPMaumu,

CBAI3aHHOW C NPUMEHEHNEM
NleKapcTBEHHOro npenaparta Ha OCHOBaHWMM A3aHHbIX NPEAPErncTPaLMOHHOrO U MOCTPErMCTPaLMOHHOro
nepvoga. Mpumepbl MOryT BKIOYATL B ceba cneaytouyto MHGopmaumio:

BaX*XHble HeXe/laTe/ibHble peakuun,

CBEAEHMSA O B3aMMOAENCTBUU C APYIMMM JIEKAPCTBEHHbBIMM NpenapaTamu;

BblAB/1IEHHblE MeAULIUHCKKE OLWMNBKN nan NpPoOMaxu, B CIy4aAax, He CONpPoBOXKAaOWMXCA Pa3BUTUEM
HeXXenaTe/ibHbIX peaKu,Mﬁ;

B3aMMO,ﬂ,eVICTBMe C NPOAYKTaMU NNTaHNA NN NHbIMU BeLLLECTBaMU;

pe3ynbTaTbl BO3,CI,EI71CTBMFI npuv BbiINO/IHEHUN I'IpOd)eCCMOHa}'IbHOﬁ AeATENbHOCTH,

KnaccoBble dpapmakonormyeckme addeKTsbl.

0606uEeHME NO BaXKHOM OTCYTCTBYIOLLEN MHDOPMALLMMN AONKHO OLLEHUTb KPUTUYHOCTL Npobesios B
MMELOLLMXCA 3HaHMAX MO onpeaefieHHbIM acnekTam npoduaa 6e3onacHoCTU 4/1a LenieBbiX Monyasumii.

8.5.16.2. Noapasgen NOOB "OueHka cnrHana".

8.5.16.2.1. UHdopMmaums, NnpeacraBaseman B nogpasgene, 40/ XKHa 0606W,aTe pe3yibTaTbl OLEHKU

CUrHanos no 6630ﬂaCHOCTVI, KOTOpaA 6bina 3aBeplieHa B OTYETHbIM nepuoa. MOFyT 6bITb ABe OCHOBHbIE
KaTeropumu:

a) CUrHabl, KOTOpPbIE NO pe3y/ibTaTaM OUEHKN MOTYT ObITb OTHECEHbI K KaTeropmum noTeHunaabHbIX



AN NAEHTUOULMPYEMBIX PUCKOB, BK/ItOYAA OTCYTCTBUE TepaneBTUYeCcKom addekTMBHOCTM (pasaen NOOB
"HepoctaTtoyHas TepaneBTuMyeckaa 3¢GEKTUBHOCTb JIEKAPCTBEHHOrO npenapaTta, YCTAaHOB/JEHHAan B
KOHTPOJIMPYEMBIX KTMHUYECKMX UcceaoBaHmax");

6) curHanbl, KoTopble MO pe3y/bTaTamM OLLEHKM ObinM OTKNOHEHbI KaK JIOXHbIE CUTHaAbl Ha
OCHOBAHMWM Hay4HOW OLEHKM MMEIOLLENCA HA AaTy NpoBeAeHUa npouesypbl MHGopmaunm. Mo JaHHOM
KaTeropuu cMrHanoB A0MKHO ObITb MPeACcTaBNEHO ONMCAHME KAaXKAO0ro CUrHana ¢ Lesibio 060CHOBaHWA ero
OTK/IOHEHUS OT KaTeropmu curHana. [laHHoe onvcaHue MOXKeT BbiTb BKKOYEHO B OCHOBHOM TeKcT MOOB
WM B NPWUIOXKEHUE K OTYETY.

8.5.16.2.2. inA cMrHanos, no KOTopbiMm Bblna 3aBepLleHa NPoLeaypa OL,EHKM 3a OTYETHbI M Nepuog,
peKoMeHAyeTca CODNIOAEHNE COOTBETCTBUA MeXKAY 06beMoM M AeTanm3aumeint AaHHbIX MO OLEeHKe
CUTHAMA M 3HAYMMOCTbIO JAHHOrO acnekta npoouns 6esonacHocT AnA ob6LLECTBEHHOrO 340POBbSA, a
TaK)Ke CTeneHbto 4OCTaTOMHOCTU AOKa3aTenbHOM H6asbl, KOTOpas BKAtOYaEeT B ceba creaytowime acnekTbl:

a) UCTOYHUK AN NOBYAUTENbHBIN MOMEHT GOPMUPOBAHUA CUTHANa;
6) ob6ocHOBaHMe, UMeloLLLee OTHOLLIEHWE K OLEHKE;
B) METOAbl OLLEHKM, BK/THOYAA UCTOYHMKM JaHHbIX, KpUTEPUM NMOWCKa MW aHANUTUYECKME MOAXOAb!;

r) pesynbTaTbl (0606WEHHAA MHPOPMAUMA) KPUTUYECKOTO aHaIM3a LaHHbIX, pacCMaTpMBaemMblx
NPV OLLEHKe CUrHanNa;

4) obeykaeHue;
€) 3aK/IoYeHne, BKAtoYas npeaiaraemble AenCcTeus.
8.5.16.3. Mogpaszgen MNOOB "OueHKa pUCKOB M HOBOW MHPOpPMaLMK'.

[lep:KaTtenb perncTpaLmoHHOro yA0CTOBEPEHUA LO/IXKEH NPEACTaBUTb KPUTUYECKYIO OLLEHKY HOBOWA
HdOPMaLMK 33 OTYETHbIV Nepuos B OTHOLIEHUW HOBbLIX UM PaHee BbIABJAEHHbIX PUCKOB (BarKHYO UK
UHYI0).

JanHbIn nogpasaen MOOB gonxeH cogeprkaTb ONMCAHWE U OLLEHKY BCEX PUCKOB, BbIABAEHHbIX 33
OTYETHbIM Nepuosa, a TakKe OLLEHKY BIMAHWUA HOBbLIX AaHHbIX HA PaHee BblIBIEHHblEe PUCKU. B pa3gen He
BK/toYaeTca ob6obLuatowan nam noBTopArLwanca MHopmaLma, BKAKOYEHHas B apyrme pasgenb MOOB,
HO NpeAacTaBAAETCA MHTePNpeTaLma U OLLEHKA HOBOWM MHOOPMALMKN NMPUMEHUTENBHO K XapaKTepUCTUKE
npoduna pucka.

HoBas nHdpopmauma AoMKHA 6bITb NPeAcTaB/ieHa Mo CAeayloWwmnm pasaenam:

HOBble NOTEHLMAbHbIE PUCKK;

HOBble NAEHTUOULMPOBAHHbIE PUCKM;

HOBasA MHPOPMALMA MO paHee BbIABJAEHHbIM PUCKaM (NOTEHLMANbHBIM U UAEHTUOULMPOBAHHBIM);
06HOBNEHME MO BaXKHOWN OTCYTCTBYOLWEN MHDOPMALUUK.

MpeacTaBnseTca KPaTKOe ONUCaHME BaXKHbIX PUCKOB. [1A pUCKOB, OTHOCMMbIX K MHbIM PUCKAM U He
OTHOCUMBIX K "BaKHbIM" pMCKam, No KOTOpbIM Bblfia NoslydeHa HOBas MHPOPMALLMA 338 OTYETHbLIN Nepuoa,
YPOBEHb AEeTaNN3aLMN OOMKEH COOTBETCTBOBATL MMEIOLLLENCA [OKA3aTENbHOW 6a3e Mo 3TUM pUCKam U
3HAYMMOCTU UX BANAHUA HA 0OLLECTBEHHOE 34,0POBbE.

BcA HoBasA MHPOPMaLUMA NO BAMSAHUIO NEKAPCTBEHHOrO Npenaparta Ha NonyAaumMio 1Mbo gaHHbIe No
paHee OTCYTCTBYIOLWEN MHOOPMALMM AO0MKHbI ObITb KPUTUUECKM OLLeHEHbl. YKa3blBalOTCA, Kakue u3



ACMNeEKTOB npod)vmeﬁ 6e30I'|aCHOCTM, BbI3blBAOWMKMX OMaceHnAa, U HEeACHbIX aCneKToB I'IpOd)MI'IH
6€30MacHOCTM OCTA/IMCb HEBLISCHEHHbIMM.

8.5.16.4. Noapasaen NOOB "XapakTepucTnka puckos".

B nogpasgene paetcA XapaKTepUCTUKA BaKHbIX MAEHTUGULMPOBAHHLIX PUCKOB U BaKHbIX
NOTEHUMaNbHbIX PUCKOB Ha OCHOBAHWM KYMYATMBHbIX AaHHbIX (B TOM 4MC/ie He OorpaHvMuyMBaembix
OTYETHbIM NEPMOLOM) U OMMCHIBAETCA BaXKHasA OTCYTCTBYIOLWAA MHGopMaLmA.

8.5.16.4.1. C y4yeTOoM WCTOYHMKA AaHHbIX MHPOPMALMA MO PUCKAM OOSXKHA BKAOYaTb B cebs
cnepytoulee (ecnm NPUMeEHUMO):

a) yacrora;
6) UNCNO BbIABNEHHbIX CNyYaeB (UNCNTENb) U TOYHOCTb OLLEHKU;

B) 06bem Ha3zHauyeHuin (3HameHaTenb), BblpaXKeHHOe KaK YMCI0 MaumeHTOB, MaLMeHTO-MecAaLeB
(neT) u gp. 1 TOUHOCTL OLLEHKY;

r) oueHKa OTHOCUTEIbHOrO PUCKa U ee TOYHOCTb;

4) oueHKa abCcoNOTHOTO PUCKa U ee TOYHOCT;

e) BAnsHMeE Ha NaumeHTa (CUMMNTOMbI, KaUeCcTBO XKU3HMU);
) BMAHME Ha 0bLLLecTBeHHOe 340pP0BbeE;

3) haKTOpbI pUCKa (Hanpumep, MHANBUAYANbHbIE GaKTOPbI PUCKa (BO3pacT, bepeMeHHOCTb, Neprog,
NaKTauum, HapylweHne GyHKUMM MEYEHU MM MOYEeK, 3HAYMMas COMYTCTBYHOLWAA MNAaTONOrMsA, CTerneHb
TAXeCTN 3aboneBaHMN, reHeTUYEeCcKUit noammopdusm, pacosasn u (MAK) aTHMYECKAA NPUHAANENKHOCTD,
A03a);

n) NPOAOKMTENBHOCTb SIeYEHNA, NEPUOA, PUCK];

K) nNpesoTBPaTMMOCTb  (OUEHMBAETCA MPeACKasyemoCTb, BO3MOMHOCTb MOHWTOPMPOBATb
COCTOAIHME MO UHAMKATOPHbIM CUMMNTOMaM UM 1abopaTOPHLIM NapameTpam);

) o6paTMMOCTb;
M) NOTEHUMANbHbIA MEXaHU3M;

H) ypoBeHb [0Ka3aTenbHOCTU N HEoNpeaeNneHHOCTHU, BKIoYaa aHann3 NpoTMBopeYallmx $paKkTos
(npu Hannumn).

8.5.16.4.2. MNMpwu nogrotoske MNOOBb gna nekapcTBeHHbIX NPENapaToB C HECKOJbKMMM MOKAa3aHUAMMN,
dbopmamm BbINycKa WAM cnocobamu BBEAEHWS B CAy4ae HaAAMYMA CYLECTBEHHbIX PasaMuMi Mo
NOEHTUOUUMPOBAHHBIM M MOTEHLMANbHBIM PUCKAM MOMKET ObiTb 0DOOCHOBaHHbIM MpeacTaB/ieHne
AaHHbIX MO PUCKAM OTAENbHO MO MOKa3aHUAM, dopmam BbiNycKa uam cnocobam eeegeHna. MoryT 6biTb
npeacTasfeHbl cnegytowme pasaenb:

a) PUCKMN, XapaKTepHble AN AeNCTBYIOLWEro BeLwecTsa;

6) pUCKK, XxapaKTepHble gna onpegeneHHbix Gopm BbiMycKa MAK cnocoboB BBeAeHMA (BKAtoYas
BO3ENCTBME NPU BbINOJIHEHUN NPOPECCMOHANBHOW AEATENbHOCTH);

B) PUCKM, XapaKTepHble ANa onpeaeneHHbIX Nonyaauui;

r) PUCKW, cBA3aHHble C NpumeHeHMem 6e3 HasHayeHus Bpaya (4NA AEeNCTBYIOLLMX BeLlecTs,



KoTopble npeacTaBfeHbl B Gopmax, OTNycKaembix Mo peuenTty n 6e3 peuenta);
A) npobnembl no 6e3onacHOCTU, CBA3aHHbIE C OTCYTCTBYHOLLLEN MHOPMaLMEN.
8.5.16.5. NMoapasaen MOOBG "2PpPeKTUBHOCTL MEP MUHUMM3ALLIUM PUCKa (€CM OHWM NPUMEHAINCH)".

Mepbl MUHMMM3AUMKW PUCKA BKIOYAIOT B cebs AeNCTBMA, HAanpaB/ieHHble HA NpesoTBpalleHue
HexenaTeslbHbIX Peakuuii, CBA3aHHbIX C BO34ENCTBMEM NEKapCTBEHHOro npenapaTta, IMbo CHUMKeHue
CTEMEHN WX TAMKECTU MpPU BO3HUMKHOBEHWMU. Llenblo AeATeNbHOCTM MO MMHMMM3ALMM PUCKA ABAAETCH
CHUXXEHWEe BEPOATHOCTU PasBUTUA MW CTENEHM TAMKECTU HeXenaTefbHbIX NIeKapPCTBEHHbIX peaKLui.
Mepbl MUHMMM3ALUUM PUCKA BKAKOYAKOT B cebA PYyTUHHbIE MEpPbl MWUHMMM3ALMM pUCKa (Hanpumep,
nameHeHna B OX/IM) wauM [ONOAHUTENbHbIE MEpPbl MWHMMM3AUMKM pPUCKa (Hanpumep, nNpsmoe
MHPOPMMPOBAHME CMELMAIMCTOB CUCTEMbI 34P3aBOOXPAHEHMMN UM 0bpa3oBaTesIbHble MaTepUasbl).

B noapasaene [omKHbl OblTb NpeAcTaBieHbl Pe3y/bTaTbl OLEHKM 3PPEeKTUBHOCTU mep
MWHUMM3ALMN pUCKa. B o0606LlLueHHOM BMAe NpeAcCTaBAfeTCs COOTBETCTBYHOWAA MHbopmauuMsa no
3bPEKTUBHOCTU U (MM) OFPaHMYEHUMAM KOHKPETHbIX Mep MWHMMMU3AUMKM PUCKA MO  BaXKHbIM
NOEeHTUOULMPOBAHHBIM PUCKAM, KOTOpasn Oblaa NoslydyeHa 3a OTYETHbIN Nepuod. PesyabTaTbl OLEHKM 33
OTYETHbIN Nepuog NPeacTaBAATCA B NPUNOXKEHUN K OTUETY.

8.5.17. Pa3gen NOOB "OueHKa nonb3bl".

8.5.17.1. Mopapasgen "BaskHaa 6asuncHaa uHdpopmauma no 3¢HEeKTUBHOCTU NEKapCTBEHHOro
npenapara, NoJiyd4eHHasn B Xo4e KAUHUYECKUX UCCNeaoBaHUA U MPUMEHEHUA B MeANLMHCKON NpaKTMKe"
Nnooek.

B noapasgene cymmupyetrca OcCHOBHaA MHdopmauua no 3OPeKTMBHOCTM NEKAPCTBEHHOMO
npenapata B XO4Ee K/AWHWYECKUX MCCNefoBaHuin U 3GOEKTMBHOCTb, MPOAEMOHCTPMPOBAHHAA Mpu
NPUMEHEHUM B MEAMLMHCKOM NPaKTMKe OT Havana OTYeTHOro nepuoaa. JaHHas MHPOPMaLMA A0MXKHa
MMETb OTHOLWEeHune K OAO6DEHHbIM NOKa3aHMAM K NPUMEHEHMUIO.

[ns nekapcTBeHHbIX MPenapaToB C HECKOJIbKMMM MOKa3aHUAMM, LLeNIeBbIMU NONyASUMAMU U (MK)
cnocobamu BBeAEHMA MNONb3a A0/KHA ObITb OXapaKTepM30BaHa B OTAE/bHOCTU NO Kaxgomy daKTopy.

[Nna nekapcTBeHHbIX NPenapaToBs, Y KOTOPbIX 33 OTYETHbIN Nepuog, 6bIan BbiABAEHbI CYLLECTBEHHbIE
n3meHeHma npoduns 6esonacHOCTN UK 3PPeKTUBHOCTU, AAHHbIN NOAPA3AEN AONKEH BKAOYATL B cebA
[0CTAaTOYHY0 MHGOPMALMIO N0 060CHOBAHUIO OOHOBIEHHOM XapPaKTePUCTUKM NONb3bl IEKAPCTBEHHOMO
npenaparta, OTPa)KeHHOW B nogpasgene "XapakrepucTuka nonb3bl" MOOB. CogepaHWe U cTeneHb
AeTanusauum MHPOpMaumn, NPeacTaBNeHHOM B pasfesfie, MOMKET BapbMpOoBaTbCA MO Pas/IMYHbIM
NleKapcTBeHHbIM NpenapaTtam (Npu HeobxoAUMOCTU) cneaytolme acneKTbl:

AINNOEMNONOTNA N NMPOUCXOKOEHNE 3a6OHEBaHMFI}

XapaKTePUCTUKA NONb3bl (Hanpumep, AMarHocTMYecKan, NpodunakTMyeckas, CMMNToMaTU4YecKas,
6onesHb-moauduumpytoLLLan);

BAKHble KOHEYHble TOYKM, MNOATBEPXKAAtoWMe MoAb3y (Hanpumep, BAMAHME HA CMEPTHOCTb,
CMMMTOMATHMKY, UCXoabl);

[l0Ka3aTeIbCTBa 3OPEKTUBHOCTU B KIMHUYECKUX UCCIEA0BaHMAX U MEeAMUMHCKON NpPakTUKe no
CPaBHEHMIO C NpenapaTom CPaBHEHWA (HampUmep, CPaBHUTE/bHbIE KAMHUYECKME WUCCNeAOBaHWA C
aKTMBHbIM KOHTPO/1IEM, MeTa-aHan3bl, 06CepBaLMOHHbIE MCCAea0BaHNA);

TEHAEHUMM M (MAKM) [OKasaTeNbCTBa MOAb3bl MO BaXKHbIM  NOMYASAUMOHHBIM - MOArpynmnam
(Hanprmep, BO3PACTHbLIM, MONOBLIM, STHUYECKMM, MO CTENEHMU TAXKECTU 3aD0NEBAHUA, FTEHETUYECKOMY
nofMmopduUsmy) B caiydae, ec/iv 3T0 UMeeT OTHOLLEHMU K OLLEHKE COOTHOLWEHMSA "Nonb3a - pUcK".



8.5.17.2. NMogapasaen NMNOOB "Hosasa BbisiBAeHHaA MHopmauusa no ahGeKTUBHOCTM, NONYYEHHan B
X0 KNMHUYECKUX UCCNeA0BaHNI U MPUMEHEHUA B MeANLMHCKON NpaKTMKe".

[lna HEeKOTOPbIX NEKaPCTBEHHbIX MPEenapaToB 3a OTYETHbIN Nepunoa MoXKeT 6biTb NoayYeHa Hosas
nHdpopmauma no 3PpPeKTUBHOCTU B KAUHMUYECKUX UCCAeA0BaHUAX U MEeOMLIMHCKON MpaKTUKe, KoTopas
[o/KHa BbiTb npeacTasieHa B nogpasgene. OtaenbHaa uHGOpmaumMAa Mo AoKasaTesbHoON 6ase B
OTHOLUEHNM HEOA0BPEHHbIX NOKa3aHUn MO NMPUMEHEHUIO HE BKJIIOYAEeTCa B Pasdes, 3a MCK/IHYeHMeM
C/Iy4aeB, eC/Iv 3TO UMEET OTHOLEHME K OLLeHKe COOTHOLWEHUA "Nosb3a - puck".

Ocoboe BHMMaHWE B nogpasgene yaensetca BaKUMHAM, aHTUMHOEKUMOHHBIM W WMHbIM
npenapatam, Aas KOTOPbIX M3MEHEHUA TeparneBTUYECKON cpedbl MOTYT MOB/MATbL Ha COOTHOLUEHWE
"nonb3a - puUcK" c TeYEHNEM BPEMEHMU.

CopeprkaHue U cTeneHb geTanmsaumm nHdopmaunn, NpeacTaBnseMon B AaHHOM pa3aesnie, MOXKeT
BApPbMPOBATLCA B 3aBUCMMOCTM OT JIEKapCTBEHHOrO npenapaTa. B ciiyyae oTcyTcTBMA HOBOM MHbOPMaLmn
33 OTYETHbIN Mepuoa, MOXKeT MPUBOAWUTCA CCblJIKa Ha pasgen "BarkHasa 6asucHas WHbopmaumsa no
3dPEKTUBHOCTU fIeKapCTBEHHOro npenaparta, NoAyyeHHas B XO4e KAMHUYECKUMX UCCnedoBaHuini w
NpPUMeHeHna B MeanuMHCKon npaktnke" NOOB.

8.5.17.3. Noapasaen NOOB "XapakTepucTmka nonb3bl'.

B nogpasaene npeacraBniAaeTca O6'be,CI,MHeHHaF| VIHd)OpMaLI,VI‘r'I no 6asnCcHbIM 1 HOBbIM AaHHbIM NO
TepaI'IeBTW-IeCKOﬁ noJsib3e, KOTopble CTa/IMn U3BECTHbI 3a OTYETHbIN nepuoa no O,£|,06peHHbIM NOKa3aHUAM.

B cnydae oTCyTCTBMA HOBbIX AaHHbIX MO NPOGULIO NOJb3bl U OTCYTCTBUA 3HAUMTENbHbIX U3MEHEHU
npodumns 6e3onacHOCTV, AaHHbIN NOAPA3LEN AO/MKEH COAEpPKaTb CCbIIKY Ha nogpasgen "BakHan
6asvcHaa uHPopmauua no 3OGEKTMBHOCTM JIeKapCTBEHHOro npenapata, MNoJydYeHHas B Xo4e
KAMHUYECKUX UCCAeA0BaHNIA U MTPUMEHEHUA B MeANLMHCKON npakTuKke" MOO0B.

B cnyyae ecnn 3a oTyeTHbIM nepuog 6bina nosydeHa HoBas MHOPMaLMA NO TepaneBTUYECKOM
nosib3e U He 6blN0 3HAYMMbIX M3MeHeHUl npoduna 6e3onacHOCTU, B pa3dene KpaTKo npusoasaTcA
0bbeanHEeHHble gaHHble No 6a3ncHoOM M HOBOW MHpOPMaLUUK.

B cnydae HanMumA CyLLECTBEHHbIX U3MeHeHU npoduna 6esonacHoCcTM AMBO NOAYYEHUA HOBbIX
OaHHbIX, NpeanosiaratoWmx 3Ha4YUTeIbHO MEHbLUNI YPOBEHb TEPaNeBTUYECKOM NO/b3bl MO CPAaBHEHUIO C
M3Ha4ya/bHO MPOAEMOHCTPUPOBAHHbLIM, B pa3dene Ao/KHa bbiTb MpuBefeHa KpaTKaa KpuTudeckas
OLLeHKa [oKa3aTenbHoM 6a3bl no 6e3onacHocT! n 3G GEKTUBHOCTU B XOAE KANHUYECKUX UCCNe0BaHUI U
MeOMUMHCKOM NPAKTUKM C YKa3aHMeM cnegytowein MHopmaumu:

KpaTKoe OnucaHMe [AO0KA3aTeNbHOro YPOBHA AAHHbIX MO TepaneBTUYEcKolM Mosb3e (MpoBoOgMTCA
OUEHKa CPaBHUTENbHOrO acnekTa 3¢GQPEeKTUBHOCTU, CTEMEHM BblpaxKeHHOCTU 3ddeKTa, NPaBUAbHOCTM
CTaTUCTUYECKON 06PabOTKK, CIAbbIX U CUIbHBIX aCMEKTOB METOA0/IOTMW, COOTBETCTBUSA AAHHbIX B Pa3HbIX
nccnenoBaHUAx;

HOBas MHPOPMaLMA, NOCTaBMBLLAA NOZ COMHEHME CYpPPOraTHble KOHEYHbIE TOUYKM (MPU HaIM4mK);
KAMHMYECKasA 3HaUMMOCTb BblpaXKEHHOCTU TepaneBTUIecKoro adpdeKTa;

0606LWaemocTb TepaneBTUYecKoro sddekTa mexagy UenesbiMM noarpynnamu (Hanpumep,
nHpopmaums O HeOoCTaTOYHOCTU TepaneBTMyYeckoro 3ddeKTa Mo Kakom-ambo nonynsuMoHHOM
noarpynmne);

aAeKBaTHOCTb XapaKTEPUCTUKK "a03a - TepaneBTUYECKMIA OTBET",;

NPOAONKUTENbHOCTb 3PDEKTa;



CpaBHUTENbHAA 3PPEKTUBHOCT;

onpeaeneHune CTeneHu, B KOTOPON AaHHble Mo 3PPEKTUBHOCTU, MOSYUYEHHbIE B KAMHUYECKMX
nccnenoBaHMaAX, MOryT ObiTb 0600LLEHbI C MOnyasauMein, B KOTOPON MNPUMEHAETCA JIeKapCTBEHHbIN
npenapaTt B MeAULIMHCKOW NpaKTUKe.

8.5.18. Pazgen NOOB "UHTerpMpoBaHHbIM aHaIM3 COOTHOLWEHMA "Monb3a - pUcK" No 0406 peHHbIM
nokasaHuam'".

B pasgene pep:kateniem pPErvcTpaLlMOHHOrO YZAOCTOBEPEHWA [O/KHA ObiTb nNpeacTaBsieHa
0606LEeHHan oueHKa NoJb3bl U PUCKA 1IEKAPCTBEHHOMO NpenapaTta Npu ero NPUMeHEHNN B KIMHUYECKOM
npaktTuKke. MNpeacTtaBndaeTcs KPUTMYECKUA aHaiu3 M obbeduMHeHHaa WHpopmauma no npeablaymm
pa3zenam B 4acTu Nonb3bl U pUCKa 6e3 aybamposaHua c HGopmaumei B nogpasaenax "OueHKa puCKoB
1 HoBOW MHPopMauumn" n "Xapakrepmuctuka nonbsbl" MOOB.

8.5.18.1. NMopapasaen NOOB "NHTerpupoBaHHbIM aHaIM3 B KOHTEKCTE COOTHOLEHMA "Nob3a - pUck”
(BKNtOYAA MeOMUMHCKYIO NOTPEBHOCTb U BaXKHbIe anbTepHaTuBbl)".

B noapaszaene npeacTaBaseTca KpaTKoe onncaHne MeanumMHCKoN NoTPebHOCTM B 1IEKAPCTBEHHOM
npenaparte No oA0bpeHHbIM MOKasaHWAM U CYMMMPOBAHHO MO anbTepHaTMBaM (MeaUKaMEHTO3HbIM,
XMPYPruYeckUM UM MHbIM NOKa3aHWUAM, BKOYan OTCYTCTBUE NeYeHNn).

8.5.18.2. Moapasaen NOOB "OueHKa npoLeaypbl aHann3a COOTHOLLEHUA "Nosb3a - puck'.

CooTHoweHMe "nosb3a - pUck" MMeeT pasanMyHOe 3HayeHMe B 3aBMCMMOCTU OT MOKasaHWi u
uenesbix nonynauuin. CneaosaTeNnbHO, ON18 JIEKAPCTBEHHbIX MNPenapaTtos, 3aperMcTpupoBaHHbIX Mo
HECKOIbKMM MOKa3aHMAM, COOTHOLLEHWE "Mo/b3a - PUCK" AOMKHO BbITb OLEHEHO OTAE/bHO MO KaXKA0MY
MoKasaHuio. B cayyae HaAMumA CyLLeCTBEHHbIX Pa3/iMuMii COOTHOLWeEHMA "nosib3a - puck' mexkay
noArpynnamm B pamkax 1 nokasaHus oleHKa COOTHOLLeHMA "nosb3a - puck” AosKHa BbITb NpeacTasieHa
OTAENbHO U A1A NONYAALMOHHbIX Nogrpynn (ecam NnpuMeHMmo).

8.5.18.2.1. OCHOBHble BOMPOCHI B OTHOLUEHMM MOb3bl U PUCKOB:

KatoyeBasa MHOOpPMaLMA, NPeACTaBleHHana B NPeALWecTBYHOWMX pas3genax Nno nojib3e M PUCKY,
[ONKHa 6bITb 06beANHEHA C LLebH0 OLEHKU UX COOTHOLLEHWS;

OLEHUBAETCA KOHTEKCT MPUMEHEHUsA JIeKapCTBEeHHOro npenaparta (M3nedeHue, NpodUNaKTUKa,
OMArHoCTUKa), cTeneHb TAXEeCTM U cepbe3HOCTb 3abosieBaHWsA, LeneBasa nonynsums (OTHOCUTEIbHO
310pOBble, XPOHUYECcKMe 3abonesaHna);

B OTHOLLEHMM NOJb3bl OLEHNBAETCA ee XapaKTep, KANHMYECKan 3Ha4MMOCTb, NPOAONKUTEIbHOCTb
adpdeKkta, o0b606U@EMOCTb, AO0Ka3aTenbcTBO 3GGEKTUBHOCTM Y MNALMEHTOB, HE OTBeyYalouwMx Ha
aNbTepHaTUBHOE NIeYeHne, BbipaXKeHHOCTb 3¢ deKTa, MHAMBUAYA/IbHbIE 3/1eMEHTbI NOJb3bl;

B OTHOLUEHUWN PUCKA OLLEHMBAETCA KJAMHUYECKAA 3HaUYMMOCTb (Hanpumep, XxapakTep TOKCMYHOCTH,
Cepbe3HOCTb, YacToTa, NpeacKasyemocTb, NPeAoTBPaTMMOCTb, 06PaTUMOCTb, BANAHME Ha MauMeHTa), a
TaKKe acrneKkTbl PWCKA, CBA3aHHbIE C MPUMEHEHWEM He Mo OA06PEeHHbIM MNOKa3aHWAM, HOBbIM
MOKa3aHWAM, HeNpPaBUIbHbIM NPUMEHEHUEM;

npu GOpMyIMPOBKE OLEHKM COOTHOLLEHMA "MONb3a - PUCK" paccMaTpmMBaKOTCA c/labble U CU/IbHbIE
CTOPOHbI, @ TaKXXe HeonpeaeneHHOCTU AO0Ka3aTe/sbHOW 6asbl C ONUCAHMEM WX BJIMAHUA HA OLLEHKY.
MprBOANTCA XapaKTEPUCTUKA OrPaHNYEHUIA BbINMOJIHEHHOW OLLEHKMU.

8.5.18.2.2. MpeAacTaBAaoTcA ONMCcaHME U aprymeHTaumsa UCNo/ib3yemMor MeToA40/10rMN A8 OLEHKU
COOTHOLWeEHMA "Nosb3a - pUck":



a) NpeanoNoXKeHUs, PacCMOTPEHNE, COOTHECEH WA, KOTOpble NOATBEPXKAAIOT CAeNaHHbIN BbIBOA NO
OLLEHKE COOTHOLIEeHUA "nosb3a - puck";

6) KOMMEHTApPUM B OTHOLIEHUN BO3MOXHOCTM BblPaKEHUA MOJ/b3bl M PUCKA B NPEeACTaBAEHHOM
BUAE M UX COMOCTaB/IeHUS;

B) €CNM MpeacTaB/lieHa KONMYECTBEHHAA OLLEHKa COOTHOLWIEHMA, BK/YaeTca 0606LieHHoe
onuMcaHne MEeTOA0B OLEHKM;

r) SKOHOMMYecKas oOueHKa (Hanpumep, "cToMmocTb - 3PPeKTUBHOCTL") He [Ao/MKHa
paccmaTpuBaTbCA NPU OLLEHKE COOTHOLWEHUSA "NoJb3a - pUcK".

8.5.19. Pazgen NOOGE "3akntoueHune NOOB 1 npeanaraemole nocneayoume AeUCTBMUA B KOHTEKCTE
cAeNlaHHOM OUEeHKN".

3aKknounTenbHblii pasaen NOOB AonKeH coaepKaTb 3aKNHUEHME O BANAHUN HOBOW MHpOpMaLmK,
BbISIBIEHHON B OTYETHbIA Nepuog, Ha obLLYyl OLLEeHKY COOTHOWeHMA "nosb3a - pUCK" Mo Kaxagomy
0406peHHOMY NOKa3aHM1IO, a TaKKe Mo NoArpynnam NauMeHToB (eciv NPMMeHUMO).

OcCHOBbIBasiCb Ha OLEHKE KYMYASTUBHbIX [aHHbIX MO 6e30MacHOCTM U aHanM3y COOTHOLIEHUS
"nmonb3a - puck”, gepxkaTtenb PerucTpPaLMoOHHOIO YAOCTOBEPEHUA OO/KEH OLEHUTb HeobXxoamMmocTb
U3MEHEHMA MHPOPMALMM O NEKAapCTBEHHOM MNpenapate U NpeaNoXKMTb KOHTEKCT COOTBETCTBYHOLUMX
U3MEHEHUN.

3aK/lo4yeHne OMKHO BKAKOYATh B ceba npeaBapuTesibHble NPeaoKeHUsa no onTMMM3aLUmMn Uam
OanbHenwen oueHKe COOTHOWeHMs "Monb3a - pUCK" C Uenblo UX nocneayowero obcyKaeHus ¢
YMOJIHOMOYEHHbIMM OPraHaMM rocy4apcTB-41eHoB. JaHHble NpeanoXeHMs MOryT BK/HOYaTb B cebs mepbl
MUHUMM3ALUN PUCKa.

B OTHOLWEHMN NEeKAPCTBEHHbIX MPENapaToB, MMEIOLWMX NAaH No ¢apMakoHaA30py U MUHUMMU3ALMN
pucKa, NPeaNoXKeHUa AOMXKHblI OblTb BKIOYEHbI B MAaH Mo GapmMaKoHaA30py M NaaH MUHUMMU3ALMK
pUcKa.

8.5.20. Pazgen MNOOBb "Mpunoxkenuna Kk MOOB".
Pasaen fomKeH BKIOYATh B cebs creaytowpme NpuaoXKeHus:
a) cnpaBovHasa MHpopmaLus;

6) KymynatusHble obobwatowme TabnyHble AaHHbIe N0 CEPbE3HbIM HeXKeaTe/IbHbIM ABIEHUAM,
BbIAB/IEHHbIM B X0A€ KNMHUYECKMX UCCNeA0BaHMUIA;

B) KYMyNATMBHblE W WHTEpBanbHble obobuiaowpe TabaudyHble AaHHble MO Cepbe3HbIM WU
HecepbesHbIM HeXXeaTe/lbHbIM PEeaKUMAM Mo AAHHbIM NMOCTPErMCTPaLMOHHOIO NPUMEHEH US;

r) TabAnyHble gaHHbIE NO CUrHaNaMm;
A) oueHKa curHanos (ecan NPUMEHUMO);

e) nepevyeHb BCEX NMNOCTPETNCTPALMNOHHbIX MCCﬂe,ﬂ,OBaHMVI no 6esonacHocTu.

8.6. Cucrema Kadectsa NOObB Ha ypoBHe aepKaTens
PErnCTPaLMOHHbBIX YA0CTOBEPEHUI

Jepatenb perncTpaumoHHOro yYA0CTOBEPEHUS AOMKEH MMETb CHOPMMUPOBAHHbBIE CTPYKTYPbI U
npoueccbl Aaa NOArOTOBKMU, KOHTPO/A KayecTBa, 063opa u npeactasneHma NOOB, BKAOYAA KOHTPO/b
WCMNOJIHEHMS B NpoLEecce U Nocae UX OUEHKWU. [aHHble CTPYKTYPbl M NPOLLECCHI A0MXKHbI ObITb ONUCaHbI B



npoueaypax, MNPUHATbIX B BWAE MUCbMEHHONO [AOKYMEHTa, CUCTeMbl KayecTBa Jepskatend
PerncTPaLMoHHOro yA0CTOBEPEHMSA.

Mpoueccbl dapmakoHaa3opa BKAlYaloT B cebsa psaf HanpaB/leHUN, KOTOpble MOryT OKas3aTb
HenocpeacTBeHHoe BAMAHME Ha Kadectso NMNOOB (Hanpumep, obpaboTka cooblieHUid 0 HexenaTenbHbIX
peaKkLMaxX, NONYYEeHHbIX B PaMKax CMOHTAHHOIO PENOPTUPOBAHUA WU KAMHUYECKUX MCCNenO0BaHUMN,
0630p /UTepaTypbl, BbIABNEHWE, BaAMZaAUMA U OLLEHKA CWUrHana, AONOSHUTEsNbHble Mepbl Mo
dapmaKkoHaa30py M NOCTPErMCTPALLMOHHOM NUCC/IeA0BaTe/IbCKON AeATENbHOCTH, Npoueaypbl 06paboTkm
N obbeguHeHNA JaHHbIX NPW OLEHKe MoAb3bl U pUCcKa M Ap.). CucTema KayecTBa A0XKHA OMNUCLIBaTb
B3aMMOCBA3b MeXAy NpoLeccamu, KaHanbl MHGOPMUPOBaAHMA M 0653aHHOCTM NO Npoueaypam cbopa
BCEM MMelllen oTHoleHne MHbopmaummn ans BratodeHna B NOOB. JomkHbl 6biTb paspaboTaHbl U
BHeApPeHbl AOKYMEHTMPOBAHHbIE NPOoLLeAypbl MO KOHTPO/HO KayecTBa NPOLECCoB C Lenbto obecrneveHuns
MONHOTbI M TOYHOCTU AaHHbIX, npeAcTaBasemblx B [MOOB. BaXHOCTb MHTErPUPOBAHHOW OLLEHKMU
COOTHOLLEHMA '"nmonb3a - puck" onpepenser HeobxoAuMocTb obecneyeHUss BKNaAa pPas3/IMYHbIX
AenaptameHTos nnm otgenos npu noarotoske NMNOOB.

NMOOB goneH cogepyKaTb OLEHKY crneumasnbHbIX 3anNpoCcoB NO acnekTam npoduns 6esonacHoCTM
CO CTOPOHbl YMNO/JIHOMOYEHHbIX OPraHOB TrOCYAApPCTB-YNEHOB. Y AepKaTens perncTpauyMoHHOro
YyOO0CTOBEepeHUn aonKeH ObiTb pa3paboTaH M BHegpeH mexaHusm, obecrneymBatoWMin Hag/iexallyto
06paboTKy 1 OTBETLI Ha 3aNPOChbl YNOJHOMOYEHHbIX OPFraHOB FOCYAapPCTB-4/1EHOB.

MpeacTtaBneHne ob6o06WaAOWMX TabAMYHbIX AaHHbIX [OMXKHO MoABepraThCs npoueaype
BepuPUKaLMM AaHHbIX B OTHOWEHMM 6a3 AaHHbIX AepaTena perncTpaLuoHHOro YA0CTOBEPEeHWUs C
uenbio obecneyeHUs TOYHOCTU W MOAHOTbI NPeACTaBAAEMbIX AaHHbIX B OTHOLIEHUU HesKenaTeNbHbIX
peaKkuuit n ABneHui. Mpoueccbl pasmelleHna 3anpocos B 6ase AaHHbIX, UCNONb3yeMble NapameTpbl 41
N3BAEYEHMA AaHHbIX U KOHTPO/Ib KayecTBa A0/ KHbl BbITb HagnexKalmm 06pa3som AOKYMEHTUPOBAHbI.

Hagnealwas cucTema KadvecTBa [JepiKaTens pPerncrpaumMoHHOro YAO0CTOBEPEHMS  A0/XKHA
MCK/IIOUMTb PUCK HEBbINOAHEHMA AepsKaTeNeM PerncTpauMoHHOro yaocToBepeHus TpebosaHui
3aKOHOAATe/IbCTBA, TAKMX Kak:

HenpeacTaBieHWe oTYeTa: NosiHoe HenpeacTasneHne NOOB, HapyweHue rpaduKka waM CPOKOB
nogaun NOOB (6e3 npeABapUTENbHOrO COFNACOBAHUA C YMOJAHOMOYEHHbIMW OpraHamMu rocygapcrs-
YyneHoB);

HeobOoCHOBaHHOE HenpeacrasaeHne 3aI'IpOLUEHHOﬁ MH(bOpMaLI,MM;

HU3KOe KayecTBO OTYETOB (Nn0Xoe AOKYMeHTMpoBaHMe Nnbo HegocTaTouHaa MHGopmMauua mam
OUEHKa, NpeacTaB/ieHHble 419 BbIMOJHEHWA aHa/IM3a HOBOM MHOpPMaL MK No 6e30MacHOCTM, CUTHaIoB
no 6e30NacHOCTMU, OLLEHKWN PUCKA, OLLEHKM MO/b3bl U MHTErPUPOBAHHOMO aHaAM3a COOTHOLWEeHMA "Nonb3a
- pUCK", OTCYTCTBME YKA3aHMUA O HEMPABWUIbHOM MPUMEHEHMMN, OTCYTCTBUE CTAaHAAPTHOWM TEPMUHOIOTUMN,
HeobOoCHOBaHHOE UCK/IIOYEHUE C/Ty4aEeB, HenpeacTaBaeHne MHGopmauun no GakTopam pUcKa);

npeacrtasneHne NOOE 6e3 oTparkeHMA paHee NoyYeHHbIX 3aNPOCOB OT YNOJHOMOYEHHbIX OPraHoB
rocyAaapcTB-471eHOB.

Bce 3HauMMble OTKNOHEHWUA OT MpoLeaypbl NOATrOTOBKM W npeacTtasneHns NMOOB aonkHbl bbiTb
[OKYMEHTUPOBAHbl U MPUHATbI COOTBETCTBYIOLLME KOPPEKTUPOBOUYHbIE U  MpeaynpeauTeNbHble
meponpuatUa. JaHHan 4OKYMEeHTaUMA AOMKHa BbITb LOCTYNHA B N060€e Bpems.

B cnyyae penermpoBaHua obasaHHocTen no noarotoBke NMOOB TpeTbMM CTOpOHAM AeprkaTtesib
PErucTPaLnoHHOrO yA0CTOBEPEHMA AOMKEH 0DEcneynTb Hanuume y TPeTbei CTOPOHbI HagaerKallen
CUCTEMbI KayecTBa, COOTBETCTBYHOLLEN TpeboBaHMAM npaBa Coto3a M 3aKOHOAATENLCTBA FOCYAAPCTB-
Y/1EeHOB.

8.7. ObyyeHune nepcoHana npoueaypam no NOOB



OTBETCTBEHHOCTbIO /INLA, YNOJHOMOYEHHOrO NO ¢apmMaKoHag3opy, ABAsSETca obecrneyeHue
Hagnexalwen KeannmouKaumm, onblTa W obydyeHMA nepcoHana no ¢GapMakoHAA30py, OLEHKe
MEeOMUUMHCKOM MHPOPMALMM U KOHTPONA KavyecTBa, 3a4eMCTBOBAHHbIX B MNpoueaypax MoAroTOBKM,
0630pa, KOHTPONA KayecTBa, OLEHKM U npeacTtasneHuna NMOOB. CneayeT ocywecTsnAaTb Heobxogmmoe
06y4eHMe No Pa3NYHbBIM NpPoLLeccam, acnekTam 3HaHWI U HaBblKaM, CBA3aHHbIM ¢ GapPMaKOHaL30POM.
HanpasneHus oby4yeHUs [0/MKHbI BKAOYATb B ceba acnektol npasa Coto3a M 3aKOHOAATE/IbCTBA
rocyapCTB-4N€HOB, PYKOBOACTB, Hay4YHYHO OLLEHKY AaHHbIX, NMUCbMEHHblE Mpoueaypbl MO acrnekram
noarotosku MNOOB. JokymeHTMpPOBaHME NpoLecca oby4eHna AONKHO NOATBEPKAATL Er0 NPOXOXKAEHNE
[0 Havyana BbIMNONHEHUA COOTBETCTBYOWMX GyHKUMI no MOOB.

8.8. MopagoK npeactasnenuna NOOb

8.8.1. CtaHAapTHbIM nopsaaok npeactasneHuns NOOB.

MNepnoanyHocTb U cpoKkn npeactasneHma OOB neKapcTBeHHbIX NpenapaToB onpeaenArTcA
COrNACHO MEepPeYHto, YTBEPKAAEMOMY YNOJHOMOYEHHBIMM OpraHaMm rocy4apCTB-41€HOB.

OnA nekapcTBEHHbIX NpenapaTtoB, MeXKAYHAPOAHOE HeMaTeHTOBAaHHOE HAMMEHOBAHME WK
rPynnMpoOBO4HOE HaMMeEHOBAHME KOTOPbIX He BK/IHOYEHbl B YKa3aHHbIA MepeyeHb, NepuoaMYHOCTb
npeactasneHua NOOB coctasnseT:

Ka)kgble 6 MecALLeB OT MEXAYHAapPOAHOM AaTbl PEFUCTPALLUN B TEYEHUE NEPBbIX 2 /ET;

€)Xero4Ho B TeYEHME NOCAeayoLWnX 2 NeT;

panee - Kaxable 3 roga.

Cpok nogauu NMOOB coctaBnseT He 6onee 90 KaneHaPHbIX AHEN C AaTbl OKOHYaHMA cbopa AaHHbIX.
8.8.2. BHeouepegHas nogaya MOOB.

NOOB nognexut nogavye HesamepnmtenoHo. lNogrotoska MNOOBb gonXHa OCYWECTBAATLCA He
6onee yem 60 KaneHAAPHbIX AHEN C AaTbl NOAYYEHUA NMMCbMEHHOro 3anpoca YNoHOMOYEHHOro opraHa
rocyaapcrea-yseHa.

8.8.3. ®opma nogaum MOOBG.

NOOB nognexnt nogavye B INEKTPOHHOM BUAE C BO3SMOMXKHOCTbIO TEKCTOBOrO MOUCKA HAa PYCCKOM
A3blKEe WU aHIIUACKOM f3blKe ¢ 06a3aTeNbHbIM NEPEBOAOM HA PYCCKMI S3bIK CAeaylowmX pasaenos:
KPaTKOEe M3/10KeHne OCHOBHOMO COAepPKaHMWA, MHTErpPUPOBaHHbIN aHa/IM3 COOTHOLLEHKUA "nonb3a - puck"”
no 0406 peHHbIM NOKa3aHUAM U 3aKkto4eHue. 1o 3anpocy YNOIHOMOYEHHOMO OpraHa rocyfapcTea-yieHa
OepKaTenb PerncTpauMoHHOro yaocToBepeHuss 06s3aH B TeyeHMM 30 KaneHOapHbIX AHEW co AHA
NOJIy4eHMA TaKOro 3anpoca NpeacTaBuTb NepeBo Ha PYCCKUI A3bIK apyrux pasaenos MNOOB.

8.9. Mpouecc oueHkn NMOOB Ha TeppPUTOPUAX FOCYAAPCTB-4NEHOB
YNoAHOMOYEHHbIMW OpraHamMM roCyapcTB-4/1EHOB AOMKHO 06ecneynBaTbCs BbINONHEHME OLLEHKN
MOOB c uenbto onpeseneHna cooTeeTcTBmA TpebosBaHMAM npasa Coto3a M 3aKOHOAATENIbCTBA FOCYAaPCTB-
Y/IEHOB, A TaKKe BO3MOMKHbIX U3MeHeHWI Npodunns 6€30MacHOCTU NeKapCTBEHHOIO NpenapaTa U BAUAHKA
3TUX U3MEHEHMUI Ha OLLEHKY COOTHOLLEHMSA "Nosb3a - pUCK" NeKapCcTBEHHOro Npenapara.

9. Ynpas/ieHue cMrHanaom

9.1. CTpyKTypbl M NpoLeccol



9.1.1. ICTOYHUKM NONYYEHUA CUTHANOB U UX 0O6paboTKa.

9.1.1.1. UCTOYHUKM MNONYYEHMA CUTHANOB BKAKOYAIOT B cebA Bce AaHHble, MOay4Yaemble Mpwu
NPUMEHEHUN NEKAPCTBEHHbIX NPENapPaToB, BKAOYAA AOKAUHUYECKME U KIMHUYECKUE AAHHbIe, AaHHble
MeToA0B papmMaKoHaA30pa U CUCTEMbI KOHTPO/IA KayecTBa. [laHHble MOryT BKAoYaTb B ceba cBeaeHus,
no/sly4yaemble CUCTEMOIN CMOHTAHHOIO PENOPTUPOBAHUA, CUCTEMAMM AKTMBHOFO MOHMUTOPMWHIA, B
pe3ynbTaTe NPoBeAeHNA HEMHTEPBEHUMOHHbIX NUCCNEeA0BaHNA, KIMHUYECKUX NCCNea0BaHUA U U3 ApyTuX
NCTOYHMKOB MHbOpMaLLUN.

9.1.1.2. CurHanbl W3 CMOHTAHHbIX COOOLWEHUN MOMHO OOHapyXUTb B WHAMBUAYANbHbIX
COOBLLEHUAX O HeXKeNnaTelbHbIX PeakUMAX, BKAOYEHHbIX B 6a3bl faHHbIX O HEXeNaTeNbHbIX Peakumsx,
CTaTbAX W3 HayyHoOW nuTepatypbl, MOOB mMan apyroit nHGopmaLum, NPeacTaBNeHHON AepyKaTenamu
PErucTPauUMoHHbIX YAOCTOBEPEHUA B pamKax npoueayp, onpegeneHHbix npasom Coto3a w
3aKOHOZATE/IbCTBOM  TOCYZAPCTB-Y/IeHOB (Hanmpumep, W3MEHEeHWA W AOMOJIHEHWUA, NPOAJeHue,
06A3aTeNbcTBA MO MOCTPErnCTPaLMOHHBIM - UCCNEAOBAHMAM) WAM  NOCTOAHHO  BbINOJHAEMOrO
MOHUTOPMHIA COOTHOLWEHMA "NO/b3a - PUCK" NIeKaPCTBEHHbIX NPenapaTos.

9.1.1.3. CurHanbl MmoryT 6biTb BbiiB/IEHbI MpWU NPOBEAEHUU PA3NNYHBIX BUAOB UCCAeO0BaHWUN,
BK/IOYAA LOKIMHUYECKNE, UHTEPBEHLIMOHHbIE M HEMHTEPBEHLMOHHbIE UCC/IEA0BAHMSA, CUCTEMATUMYECKME
0630pbl, MeTa-aHann3bl. PasnuuHble BUAbI aKTUBHOTO MOHMTOPMHIA MOTYT MOMOraTb B BblABAEHUU
CUTHAJ/IOB, @ TaK¥Ke CTMMY/IMPOBaTb MPOLECC PENOPTUPOBAHUA CMELMaNMCTaMM OnpeaesieHHbIX TUMOB
HexenaTesIbHbIX peakLui.

9.1.1.4. [dpyrMe  MUCTOYHMKM  MHIOPMaLMM  BKAYaloT B ceba  MHPOPMALMOHHO-
TEe/IeKOMMYHUKaLMOHHY0 ceTb "UHTepHeT", uudpoBble cpeacta (obuwenocTynHole Beb-caiThbl,
coumanbHble cetu, 6aorM) Uau apyrme CUCTEMbI, Yepe3 KOoTopble MauueHTbl U noTpebutenn moryt
€o0bLWUTL 06 OMbITE PA3BUTUA HEXKENATENbHbIX PEAKL M Ha 1EKAPCTBEHHbIE NPenapaThl.

9.1.2. Metogonoruna obpaboTKM CUrHanoB.

9.1.2.1. O6HapyKeHNe CUTHANO0B LAO/IKHO NPUAEPKMBATLCA CTPYKTYPUPOBAHHOM U NPU3HAHHOM
MEeTOZ0/10r MM, KOTOPasA MOXKeT BapbMpOBaTbCA B 3aBUCMMOCTM OT BMAQA JIeKapCTBEHHOrO npenapaTa, B
OTHOLLEHMM KOTOPOTrO BbINOJIHAETCA NpoLeaypa.

9.1.2.2. C uenbio OLEHKU [0Ka3aTe/lbHOW OCHOBbI, NMOATBEPXKAAIOLLEA MOCTYNUBLUUIA CUTHA,
HeobXxoaAMMO MPUMEHATb CTPYKTYPUPOBAHHYIO W MNPU3HAHHYID METOAO0/IONUI0, KOTopaa [AOJIXKHA
YYUTbIBATb KAMHUYECKYIO 3HAYMMOCTb, CTEMEHb A0CTOBEPHOCTM B3aMMOCBA3M, COMMacCoOBaHHOCTb AAHHbIX,
B3aMMOCBA3b CTENEHW BO3AENCTBUA M pPeaKkuMn, NPUYUHHO-CAEACTBEHHYIO CBA3b, OMONOrMYECKyto
npaBAonoA0bHOCTb, IKCNEPUMEHTANIbHbIE Pe3y/bTaTbl, BO3MOMHbIE CXOAHbIE MO XapaKTepy ABAEeHUA
AaHHble.

9.1.2.3. Mpu NprUopmnTU3aLUMN CUFHANIOB YYUTbIBAIOT HOBU3HY BbISIB/IEHHOM B3aMMOCBA3N WU
NEKapCTBEHHOIO nNpenapara, (I)aKTOpr, nmmerume oTHoweHne K 3Ha4MmMoCT B3aMMOCBA3U, CEPbE3HOCTU
COOTBeTCTByIOLLI,Eﬁ peakunm n d)aKTopr, nmeruime oTHoweHne K JOKYMEHTUPOBAHUIO COO6LLI,€HVIF|.

9.1.3. Npouecc 06paboTKN CUrHaNOB.
9.1.3.1. BeeaeHue.

9.1.3.1.1. Npouecc 06paboTKM CUrHANOB BKIOYAET B cebA CTaguMM OT BbIABAEHUA CUrHanNa A0
BbIpaboOTKN pekomeHaaumin. Mpasuna BbiNONHEHUA 0OPabOTKM CUTHANIOB UMEIOT OTHOLIEHME KO BCem
3aMHTEepecoBaHHbIM CTOPOHAM, Y4acTBYKOLWMM B KOHTpose 6e30MacHOCTM 3aperncTpupoBaHHbIX
NleKapCTBEHHbIX NpenapaTos.

9.1.3.1.2. Npouecc 06paboTKM CUrHANOB BK/OYAET B ceba cneayrome cTagmu:



a) BbiABNEHWE CUTHaNa;

6) BaAnaaLma curHana;

B) aHaNu3 U NPUOPUTU3ALMA CUTHaNa;
r) oueHKa curHana;

) pekomeHaaumm no AencTBUAM;

e) obmeH nHpopmaLmein.

9.1.3.1.3. lNpeacraBneHHble Bblwe CcTagun npouecca 06pabOTKM U3NOXKEHbl B JIOFMYECKOM
nocnegosBateNbHoOCcTU. Pabota € OTAEAbHBIMM  AOCTYMHbIMW  MCTOMHMKAaMKM  MHOOPMaLUK,
NCNoNb3yemMbiMU 1A OBHapYKEHUS CUTHAIOB, MOXKET noTpeboBaTb MMOBKoCcTK B 06paboTKe cMrHanos, B
YacTHOCTK:

ecnn obHapyKeHne curHanos 6asmpyerca Ha o0630pe WMHAMBMAYANbHbIX COOOLWEHUN o
HexenaTeslbHbIX peakumax, npoueaypa MOXeT BKAOYaTb BepuUPUKaUMIO U NpeaBapUTeNbHYIO
NPMOPUTU3ALMIO OOHAPYKEHHOTO CUTHANa;

€C/IM CUTHaN BbIAB/IEH N0 06beAMHEHHbIM pe3y/ibTaTamM UCCNeA0BaHMSA, KaK MPaBuIo, HEBO3MOXKHO
OLLeHWTb KaXKaoe UHAMBUAYANbHOE COObLIEHME, U B pe3ynbTaTe BaAMAaLMmM MOXKET noTpebosaTtbea cbop
[LOMOJ/THUTE/IbHBIX AaHHbIX.

PekomeHgaumMmM no pgenctenam (C nocneayowum MPUHATUEM PELIeHUss B COOTBETCTBUU C
MEXAYHAapoAHbIMW [OroBOpPaMM M aKTaMu, cocTaBaswiowmmm npaso Coto3a, M 3aKOHOAATENbCTBOM
rocy4apcrB-4neHoB) M obmeH WHPopMaLMelr ABNAIOTCA KOMMOHEHTaMM, KOTopble Heobxogumo
YUMTbIBATb Ha KakAOoW CTaauu npouecca.

9.1.3.2. BoiaBNeHune curHana.
9.1.3.2.1. Ko Bcem MeToaam BbIiIBIEHUA CUTHANA NPUMEHAIOTCA cieaylolme TpeboBaHuA:

a) Mcnonb3yemblil MeToA, JI0NXKEH COOTBETCTBOBATb 06bemMy AaHHbIX (Hanpumep, UCNo/ib30BaHMe
CNIOMKHBIX CTaTUCTUYECKMUX METOA0B MOKET He NoaxoamnTb ANA HebobLoro obbema gaHHbIX);

6) HeobX0AMMO YUUTbIBATbL AaHHbIE U3 BCEX COOTBETCTBYIOLWMX UCTOYHUKOB;

B) OO/IKHbI BbITb BHEAPEHbI CUCTEMbI, FaPaHTUPYIOLLME KauecTBO BbIMOIHAEMOM AeATe/IbHOCTU No
06HapPYKEeHUIO AaHHbIX;

r) pesynbTatbl 0630pa KYMYAATUBHBIX AaHHbIX AOMKHbI CBOEBPEMEHHO M Had/iexalmnm obpasom
OL,EHMBATLCA KBAANOULMPOBAHHBIM JIULOM;

4) npu  obHapyXeHuW yrposbl OOLWECTBEHHOMY 340POBbI0  AO/IKHbI  MPeAnpPUHMMATLCA
He3amepanTenbHble U 3GPEKTUBHbIE AENCTBUA;

€) NpoLecC BbIABNEHUA CUTHANOB A0/MKeH 6biTb Hagnexawym o6pa3’om AOKYMEHTMPOBAH,
BK/to4an 060CHOBaHWE MeTO4a M NEPUOANYHOCTM BbIMONHEHWS AENCTBUIA NO O6HAPYKEHNIO CUTHA/OB.

9.1.3.2.2. ObHapyKeH1e CUrHaI0B Mo He30MacHOCTM MOXKHO OCYLLLECTB/IATL HA OCHOBAHMM 0630pa
6a3 AaHHbIX MHAMBUAYANbHbIX COODOLLEHUI O HeenaTesbHbIX PeakumAX, CTaTUCTUYECKOro aHasnv3a
6onblumnx 6a3 AaHHbIX MM HA OCHOBaHUM KOMBUHNPOBAHHOO NOAX0Aa, OCHOBAaHHOMO Ha COYETaHMM 3TUX
MeTO/0B.

9.1.3.2.2.1. 0630p MHAMBUAYANbHbIX OTYETOB NO He3onacHoOCTy.



NHanBMAYaNbHbIE COODLLEHUNS O HeXenaTe/IbHbIX PeakUMAX MOTyT BbITb NOAYYEHbI U3 CNIOHTAHHOM
CUCTEMbI PEMOPTUPOBAHMA, aKTUBHbIX GOPM MOHUTOPUHTA, KNIMHUYECKUX UCCAEA0BaHUA UM MOTYT BbITb
ony6/MKoBaHbl B MegMUMHCKOM nuTepatype. Hasnmuve 1 cooblieHWA O CepbesHON WM TAXKeNoWn
HeKenaTesIbHOM peakunn (Hanpumep, 06 aHadUNAKTUYECKOM LLIOKE) MOKET ObITb AOCTAaTOMHO A48 TOTO,
yTo6bl 06PATUTL HA 3TO COOBLIEHNE BHUMaHME M NPeanpUHATL AanbHenwne aencrtema. MHpopmaumsa,
noAanekalas OUEeHKe, [O/KHA BKAOYaTb B CebA KOAMYECTBO COODLEHWA (mocie WCKAYeHUs
MOBTOPSAIOWMXCA  COODLWEHNM U coobLleHnt, O0dOPMJIEHHbIX HeHaa/exawmm  obpasom),
Aemorpaduyeckre AaHHble nauueHTa (Hanpumep, BO3pacT M MoJ), NOAO3PEBAEMbI IeKapCTBEHHbII
npenapat (Hanpumep, BBeAEHHasa [03a) W HEXeNaTesbHYl peakuuio (Hanpumep, MNPU3HaKU W©
CMMMTOMbI), BPEMEHHYI0 B3aMMOCBA3b, KAWHWMYECKMIA WCXod4, B CBA3SU C NPOAO/IKEHMEM WK
npekpaweHneMm npuema JIeKapCcTBEHHOro npenapaTta, Ha/inyMe MOTEeHUMabHbIX aNbTepPHATUBHbIX
NPUYMH Pa3BUTUA HeXKenaTeNbHOro SABNEHMA, OLEHKY OTnpaBuTenem CcoobuweHna NpUYMHHO-
CNencTBeHHOM CBA3M U A0CTOBEPHOCTb 6MOI0rMYeckoi 1 papmaKoorMyeckom cessu.

9.1.3.2.2.2. Ctatuctnyeckme aHaau3bl B 60/blumx 6a3ax AaHHbIX.

CyLLecTBYHOT pa3nnyHble CTAaTUCTUYECKME METOAbI aBTOMATUUYECKOTO BbISIBEHUA CUTHAI0B MCX0AA
13 HeNnpPOnoOpPLMOHANbHOCTM KONMYECTBA OTYETOB, TO eCcTb 60/1ee BbICOKUIA YPOBEHb PENOPTUPOBAHUSA O
npeanonaraemoir nNoao3peBaemMon HexenaTeNbHOM peakuMM Ha COOTBETCTBylOWEee AelcTBylollee
BELLLECTBO UM SIEKAapPCTBEHHbIM NpenapaTt No CPaBHEHUIO C APYTMMU OENCTBYIOWMMN BELLECTBAMMU UAN
JleKapCTBEHHbIMM NpenapaTamu B 6ase AaHHbIX. Mcnonb3oBaHWe CTAaTUCTUYECKMX METOA0B NOAXOANUT He
ONs BCex cMTyaumit. NMpun ncnonb3oBaHMM CTaTUCTUYECKNX METOA0B U BbiOOpe KpuTepres naeHTMduKaumm
CUFHaNoB c/edyeT yduTbiBaTb O0ObEM [AaHHbIX, MOAHOTY AOCTYNHOW MHPOPMALMM U Cepbe3HOCTb
HerkenaTeNbHON peakumm.

nepMOp,VILIHOCTb BbINONHEHNS CTAaTUCTMYECKOro aHanmsa 6asbl AaHHbIX U TreHepupoBaHUA
CTaTUCTUYECKOro OT4eTa 3aBUCUT OT XaPaAKTEPUCTUKU ,CI,GVICTBYPOLLI,EFO Beuwecrea UM N1€eKapCTBEHHOrIo
npenapara, NMoKa3aHui K NMPUMEHEHUIO N NOTEHUMAIbHbLIX NN MAeHTVId)VILI'VIpOBaHHbIX PUCKOB.

9.1.3.2.2.3. KombuHaums CTaTUCTUYECKUX METoAoB M ob3opa WHAMBMAYA/IbHbIX OTYETOB NO
6e3onacHocTw.

CTatMcTMyeckne OT4YeTbl MOryT OblTb NpegHasHayeHbl 4717  BblABAEHUA MOA403PEBAEMbIX
HexenaTeslbHbIX PeaKLuMi, COOTBETCTBYIOWMX NPEeABapPUTENbHO OMPeAeNeHHbIM KPpUTEPUAM 4YacToThbl,
CTEMEHWN TAMKECTWU, KAMHWUYECKOW 3HAYMMOCTM, HOBM3HbI MW CTAaTUCTUYECKOM B3aMMOCBA3M. TaKue
dunbTpyloWMe MeToabl MOTYT YNPOCTUTbL OTOOpP Hambonee BaKHbIX MHAMBUAYaNbHbIX COOBLEHUI O
HexenaTeslbHbIX peakumax, paccMaTpUBaeMbIX Ha NepBoii cTaauu npoueaypsbl. MNpegenbHoe 3HayeHue
nokasaTessi, UCNo/ib3yeMoe B 3TOM GUAbTpyloLEM npouecce (Hanpumep, He meHee 3 cooblieHuiA),
MOMET BapblMpPOBaTbCA B 3aBUCUMOCTU OT KIMHUYECKON 3HAYMMOCTM NOA03PEBAEMON HexKenaTelbHOM
peakuMM W CUrHana, BAMAHMA HA O0OLWEeCTBEHHOE 340pOBbe WM CTEMeHWM PacnpPOCTPAHEHHOCTU
MCMO/Ib30BaHUA JIEKAPCTBEHHbIX MPENapaTos..

anI MCNosb30BaHNMN aABTOMATUYECKOINo CKPWUHWHIA B Mnpouecce O6H3py>K€HVIFI CUrHanos
COOTBETCTBYHOWME MHONBUNAYANbHbIE COOGUJ,QHMH O HeXenaTesibHbIX peaKuunax cneayet B ,Cl,a/'IbHEI‘;ILLIeM
M3y4aTb NO OTAE/IbHOCTU.

He3aBMCMMO OT MCMOMb3YEMOro CTaTUCTMUYECKOro MeTofa npoueaypa ObHapyeHMa CUrHanos
BCerga [O/KHA BKAOYaTb B cebA  KAMHMYECKYHO OLeHKy. CTaTUCTUYECKUit MeTog, ABAseTcs
[OMNONHUTENbHBIM METOAOM BbISIBJIEHUA U BaNNAALUMN CUTHANA.

9.1.3.3. Baangauma curHana.

9.1.3.3.1. MNpK BbIABNEHUM CUIHANA BbINOJHAETCA OLUEHKA AaHHbIX C Lenbio BepudUKauum u
noAaTBepXAeHUA Toro ¢$aKkTa, YTO AOCTYNHaA WUHPOPMALMA COLAEPKUT AO0CTaTOYHblE [O0Ka3aTeNbCTBa
BbIAB/IEHWA HOBON MOTEHLMANbHON MNPUYMHHO-CNEACTBEHHON CBA3M WM HOBOFO acnekta paHee



YCTaHOBﬂeHHOVI B3aMMOCBA3U. Pe3ynbTaTbl BasmMgaumu onpegenatoT HEO6XOAMMOCTb ,a,aaneﬁu.leﬁ
OL€HKU CUTHana.

anI BbIMO/IHEHUN Npoueaypbl Baanaaumn CUrHana HeE3aBUCMMO OT UCTOYHUKa €ro nosydyeHuA
H606XO,CI,MMO Y4YUTbIBATb!

9.1.3.3.1.1. KnnHunyecKaa 3Ha4MMOoCTb, Hanpumep:

YpOBEHb A0KA3aTE/IbHOCTU B OTHOLUIEHUWN MPUYMHBI ABAEHUA (HanpumMep, KOMYeCcTBO CoobLLeHNA
C y4yeTOM BO3AENCTBUA, BPEMEHHOW B3aMMOCBA3M, NPaBAONOAOBGHOCTM (BEPOATHOCTM) MexaHW3Ma
Pa3BUTUA HeXKenaTeSIbHON peakumm, Ppes3ynbTaToB OTMEHbI U NOBTOPHOrO Ha3HAYeHUA NeKapCTBEHHOro
npenapaTa, a/lbTePHATUBHOIO 06 BACHEHUA UK UHBIX MPUYNHHbBIX GaKTOPOB);

Cepbe3HOCTb HexKenatesibHOM peakunn n ee ncxoa,
HOBU3Ha peaKkuunmn (Hanpvw\ep, HOBblE€ U Cepbe3Hble HeXeNnaTe/ibHble peaKLI,MVI);

KAVHUYECKMI KOHTEKCT (Hanpumep, NMoAo3peHMe Ha KAMHUYECKUIA CMHAOPOM, BK/tOYas Apyrue
peakuuu);

BO3MOMHble JIEKAaPCTBEHHbIE B3aMMOAENCTBUA U peaKLMm Yy 0COBbIX rpynn NaLMeHToB.
9.1.3.3.1.2. MNpeawecTaytowana MHGopmaLma:
nHbopMaumsa yxe BrkatodeHa B OX1M nam UMM (N1B);

CUTHAN Y)Ke OLUEHEeH YMNOJHOMOYEHHbIM OpPraHoM rocygapctsa-dsieHa B MOOB wau MYP, nubo
06CyKAeH HA YPOBHE Hay4YHOro 3KCNEepPTHOro KOMUTETA, MO0 ABNANCA OCHOBAHWEM ANA PEryaaTOpPHOM

npoueaypbl.

KaK npaBuio, BaAnAaLmMu nNoasiexkar CUrHanbl, He OTHOCALLMECA K BblleyKasaHHbIM. OgHaKo no
Y)Ke M3BECTHbIM CUrHanam MoxeT notpeboBaTbhca npoBedeHMe BanvMAaaunM B Ciyyae noao3peBaemoro
BbIABJEHUA OT/IMYMA MO YacToTe Pas3BMTUA, ANUTENbHOCTU MEPCUCTUPOBAHUS, CTENEHU TAXKECTU WM
ncxopa (Hanpumep, BbIIBEHHbIV BO B3aMMOCBA3W JIeTasIbHbIN MCXO4) MO CPABHEHUIO C AAaHHbIMU UM
XapaKTEPMCTMKON, BKAKOUYEHHbIMKU B OX/1M naun paHee paccmaTpyBaemMbIMU YNOJHOMOYEHHbBIM OpPraHoOM
rocyaapcrea-yneHa.

9.1.3.3.1.3. Hanuume ApyrMx WCTOYHUKOB WHPOpMaLUN, OBbemM AaHHbIX KOTOPbIX NO
onpeaeneHHOM HexXenaTelbHOM peaKkumn NpeBbilaeT NpeaecTByoLWwyo MHGOPMaUmIo:

a) MTepaTypHble AaHHble 0 NOA06HbIX CO0bLEeHUAX;
6) aKcnepumeHTaibHble pe3yNbTaTbl UM BUONOrMYECKME MEXaHM3MbI;

B) 0630p H6osee KpynHbIx 6a3 AaHHbIX (06beAnHEeHHble 6a3bl 4aHHbIX YNOJHOMOYEHHbIX OpraHoB
rocyaapcrB-4/1eHOB).

9.1.3.3.2. CurHan npuobpeTaeT CTaTyC Ba/JMAMPOBAHHOrO, ecau npouecc BepudbUKauum Bcei
MMeloLLed OTHOWEHME AOKYMEHTaUMM CBUAETENbCTBYET O MNPEANO0XNTENbHO HOBOW MNPUYMHHO-
CNefCTBEHHON CBA3M WM HOBOM acrnekTe W3BEeCTHOM B3aMMOCBA3W, W, Cnef0BaTeNbHO, ABAAETCA
0b60CHOBaHMEM AasibHelLW el OLEHKN.

9.1.3.3.3. CurHan, Ana KoOToporo B npouecce BaavMdauuM He 6blla  noaTBepKaeHa
NpeAnonoXKNUTEbHO HOBasA NPUYNMHHO-CIeACTBEHHAA CBA3b MM HOBbI aCrNeKT N3BECTHOM B3aMMOCBSA3M,
MOKeT noTpeboBaTb BbINONHEHUA JajibHEMWEro aHa/auns3a, Hanpumep, B C/Ay4asaXx HeLOCTaTOYHOCTU
KONMYeCcTBa LAOKYMEHTAUMM MO COOTBETCTBYIOWEMY C/yYald HexenaTteNnbHoW peakuuu. B nogobHbix
CNly4anx HOBble COOBLLLEHUNA O HEXKeNaTeNbHbIX PEAKLMSAX AN pe3ynbTaTbl NOCNeayoLwero HabatoaeHns



no paHee noJyvYeHHbIM Cayd4aam U3 nepuoaa nocTperncTtpallMoHHOro HaGﬂIO,CI,EHMFI AOO/1IXKHbI
nepecmaTpmeaTbCA 4Yepes COOTBETCTBYHWOWME nepuoabl BpemeHun C Uenbto obecneyeHuns yd4eTa "
paccMoTpeHNA BCEX COOTBETCTBYHOLWNX COO6IJ.I,eHMl‘/JI.

9.1.3.3.4. lep:KaTenn perncTpaLMoHHbIX yA0CTOBEPEHNM N YIOTHOMOYEHHbIE OpraHbl rocyaapcTs-
YNEHOB AO/XHbl UMETb CUCTEMbI OTCNEXMBAHUA C LLeNbl0 yyeTa pe3ynbTaToB Baavgauum CUrHanos,
BK/lOYAs WU3yYEeHWE W OTCAEKMBAHME TMPUYMH, MO KOTOPbIM CUrHanbl He O6blAM MNPUHATBI  Kak
CBUAETENLCTBYIOLWLME O NPEANONOKUTENBHO HOBOW MPUYNHHO-CNEACTBEHHOW CBA3M MAM HOBOM acneKkTe
N3BECTHOM B3aMMOCBA3M, a TaKKe MHPOPMaLMK, KOTOpas NMomoraa bbl B NoMcKe NOfOOHbIX C/ly4aes U
OLLeHKe CUTHaNoB.

9.1.3.4. AHanu3 n npmopmnTM3auma CUrHaNOoB.

9.1.3.4.1. KntoueBbiMm 31eEMEHTOM NpOLLEeCCa YNPABAEHMA CUrHalaMKN ABNAETCA He3aMea nUTeNbHOe
onpegeneHne WX BAUAHMA Ha OOLECTBEHHOE 340POBbE WAM COOTHOWeEHWe "nonb3a - puck”
NIeKapCTBEHHOro npenapata y nauMeHToB, Nogsepraromxca Bosgeictemio. Mpouyecc npuoputmusaumm
AOMKEH BKAoYaTh B cebs:

a) AoKa3aTeIbHOCTb U COracoBaHHOCTb MHGOPMAaLLMKM, Hanpumep, BUoorMyeckas 4OCTOBEPHOCTb,
60/1blOE KO/IMYECTBO AOCTOBEPHbIX C/ly4aeB, COOOLLEHHbIX B TeYeHWE HEeNpOLO/IKUTENbHOTO Nepmoaa
BPEMEHM, BbICOKME 3HaAuYeHMsA MOoKasaTeNs O AMCNPONOPLMOHAIbHOCTA, DBbiCTpoe yBe/lMYeHue 3TOro
noKasatens C TeYeHUEeM BPEMEHW, WUAEHTUOUKALMA CUrHana B PasHbIX YCIOBUAX NPUMEHEHUN
(Hanpumep, B aMbynaToOpHOM U KAMHUYECKOW NPAKTUKE), UCTOYHUKMN UK CTPaHbl, U3 KOTOPbIX MNOJyY€EHbI
[AaHHblE;

6) B/IMAHNE Ha NaAUMEHTOB B 3aBUCMMOCTU OT CTENEHU TAXKECTW, O6paTVIMOCTM, norteHyunana
npegorepawleHna U KAIMHUYECKOro ucxoaa HeXXenaTenbHOoM peakunun, pesynbTaTtbl NpPeKpaleHunAa
nevyeHnAa NnpuMeHNUTENIbHO K TEHEHUIO 3aboneBaHuA n apyrue tepaneBTMHECKMNE NOKA3aTeNn;

B) B/AMAHME Ha o0bWwecTBeHHOe 340pPOBbe B 3aBUCMMOCTM OT CTEMEHW MCMNOJb30BaHMA
JIeKapCTBEHHOro NpenapaTa B 06LLei rpynmne nauMeHToB 1 B NONYAALNOHHbIX Fpynnax pucka (Hanpumep,
NeKapcTBeHHble NpenapaTbl, UCNo/b3yemble GepemMeHHbIMU KEHLUMHAMWU, OETbMU WU MOXKUIbIMU
nmoabmun) M cnocoba MCMOAb30BaHWA JIEKApCTBEHHOro MnpenapaTta (Hanpumep, HenpasW/bHOeE
MCMO/Ib30BaHWE WM UCMO/Ib30BaHME He MO 3aABJIEHHbIM MOKa3aHusaM). BanaHue Ha obuiecTBeHHOe
300p0OBbE MOMKET BK/AOYaTb B cebsf OLEHKY KOAMYecTBa MaUMEHTOB, Y KOTOPbIX MOMET pPa3BUTbCA
cepbesHan HexKesaTenbHas peakuus, 3TO KOAMYECTBO AOJ/KHO 6biTb M3yYeHO MO OTHOLEHMUIO K 0bLel
BbIOOpKe nauneHTOB B 06LWel rpynne, rpynne nauMeHToB C UeneBbiM 3abonesaHMem W rpynne
NnauneHToB, NOABEPILLINXCA BO3AENCTBUIO;

F) nosBbllWeHHaA 4aCToTa UIN CTeNEHb TAXKECTU U3BECTHOIO HeXXeNnaTe/IbHOro ,D,EVICTBMFI;

A) HOBM3HA MOAO3PEBAEMON HEXenaTeNbHON peakumu, Hanpumep, €eciM HensBecTHas
nofo3speBaemas HekenaTesibHas pPeakuus pPasBMBAETCA BCKOPE MoC/ie MOCTYNAeHUA HOBOro
NeKapCTBEHHOrO NPOAYKTa B MEANLMHCKYHO MPAKTUKY;

€) ecnn 3asB/JeHne Ha Mo/Ny4YeHue PerncTpPaumMoHHOrO YAOCTOBEPEHUS HOBOMO AENCTBYIOLLErO
BELLLECTBA HAXOAWUTCA HA PACCMOTPEHMU B YNOJHOMOYEHHOM OpraHe rocyZapcrBa-yseHa U curHan no
6€e30MacHOCTM NOMTYYEH M3 TPETbEN CTPAHbl, B KOTOPOW 3TOT IEKAPCTBEHHbIN NpenapaT 3aperMcTpupoBaH,
WM B MHOW Ba3e AaHHbIX N0 HeXenaTelbHbIM PeakLMam 0BHAPYIKeHa TAXKEeNaA HexxenaTebHas peakLums
U3 TpeTbel CTPaHbl, STOMY CUTHANY TaK¥Ke A0/IKHO bbITb yaeNeHO BHUMaHME.

9.1.3.4.2. B HEKOTOPbIX CAYyYaAX NPUOPUTETHOE 3HAUYEHME OLEHKM MOXKET BbITb OTAAHO CUTHaNaM,
NOJIY4EHHbIM B OTHOLUEHMM JIEKAPCTBEHHbIX MPENapaToB WAW ABAEHUA C NOTEHUMANbHO BbICOKMM
BHMMAHMEM CO CTOPOHbl CpeacT8  MaccoBo MHOOPMaLMM UM 3aUHTEPECOBAHHbLIX  CTOPOH
dbapmaKkoHaz30pa C LEeNblo He3ameaIMTENbHOIO AOHECEHUA A0 O6LWECTBEHHOCTU UM MeAMLMHCKUX
PabOTHMKOB PE3yNbTATOB TAKOW OLEHKM.



9.1.3.4.3. PesynbtaT npoueaypbl MNPUOPUTM3AUMM CUTHANA LOO/KEH BKAYaTb B ceba
pekoMeHaaumto Mo BpeMeHHbIM PaMKaM OLEHKM CUrHaNa.

9.1.3.4.4. Pe3synbTaT npoueaypbl NpuopuTU3aLUMKM CUTHaNa AONXKeH OblTb 3aHECeH B CUCTEMY
oTCNeXMBaHMA ¢ 060CHOBAHWEM MPUCBOEHHOMO YPOBHA NPUOPUTM3IALLMM CUTHANA.

9.1.3.5. OueHKa cMrHanos.

9.1.3.5.1. LUenbto OUEHKM CUTHANOB ABNSAETCA U3YyYEeHME A0Ka3aTeNbCTB NPUYNHHO-C/IeACTBEHHOM
CBA3W HeXenaTeNbHOM peaKLmm U NoA03PEBAEMOrO 1IEKAPCTBEHHOIO CPEACTBA C LIe/Iblo KONNYECTBEHHOM
OLLEHKM B3aMMOCBA3M (NpeanoyTMTenbHO B abCOIOTHBIX BEIMUYMHAX) U onpeaeneHns HeobxoanmocTu
cbopa AONONHUTENbHbIX AAHHbIX UM NPUHATUA PErynaTopHbIX mep. OUueHKa COCTOUT U3 TLLATeNbHOro
$apMaKoNorMyeckoro, MeAMLMHCKOIO U 3MNUAEMMONOTMYECKOrO U3y4eHMA BCEN UMetoLenca
nHpopmaumm no  cooTBeTcTBylowemy  curHany. O630p  A0NXKeH  BKAYATb  AOCTYyMHble
dapmaKkonornyeckne, AOKANHUYECKUE N KINHMYECKUE AaHHble N A0KeH BbiTb MAaKCUMaNbHO MOHbIM
NPUMEHNTENBHO K UCTOYHWKAM NOAy4yeHMA MHPOPMaLMM, BKAKOYAA LaHHblEe AOCbE JIEKAapPCTBEHHOrO
npenapara Npu nogade 3asBAeHUA Ha PErMCTPaLMIO U Nocaeayowme U3MEHEHUA, TNTEPATYPHbIE CTaTbM,
CNOHTAHHble COOBLWEHNA M Heonyb/NMKOBAHHYO MHOOPMaLMIO OT AepyKaTenei perncTpaLyoHHbIX
YOOCTOBEPEHUN N YNONHOMOYEHHbIX OPraHOB FOCYAApPCTB-YNEHOB. TaKKe HeobxogMmo Yy4MUTbIBATb
peKkoMeHAauUMM BHELWHUX 3KcnepToB. Ecanm mHbopmauma nosiydeHa M3 HECKO/IbKMX MCTOYHWUKOB,
HeobXxoaAMMO Y4YMTbIBaTb YPOBEHb MX A0KA3aTeNbHOCTU MU OFPaHMYEHUA C LLENIbIO OLEHKM UX BKAada B
oLeHKy Bonpoca no 6es3onacHoct. CoBOKyMNHaa MHGOPMAUUS U3 pPasHbIX MCTOMHMKOB TaKKe Tpebyet
BblbOpa MeXayHapoAHON NPU3HAHHOW TEPMUHONOTUU MeAMLMHCKUX ABNAEHUK. B cnydae oTcyTcTBUs
TAKOro TEPMUHONOINMYECKOro onpeaeneHns HeobxoaMmo onepaumoHHOe onpeaesieHne.

9.1.3.5.2. B HEKOTOPbIX CAy4asx CUrHa/bl HEOBXOAMMO OLLEHMBATb COMIACHO TepaneBTUYECKOMY
YPOBHIO WAM KAAcCy CUCTEMbl OpraHoB AMBO Ha YpOBHE CTaHAAPTM3UPOBAHHOrO 3anpoca (npwu
MCMNO/Ib30BaHUN CNOBapsA MeaUUMHCKoW TepmuHonormnm MedDRA). Mouck uHdopmauum MoKeT
noTpeboBaTbh BKAHOYEHUA APYIMX IEKAPCTBEHHbIX MPEMNAPATOB OAHOMO K/acca U APYrnX HexenaTeNnbHbIX
peakuuii, Hanpumep, OTHOCUTEJIbHO APYIMX TEPMUHOB, UMEIOLLIMX OTHOLLEHME K C/IOXKHOMY 3a60/1eBaHMI0
(Hanpumep, HEBPUT 3PUTENBHOTO HEPBA KaK BO3MOKHbI NepBbli NPU3HaK MHOXECTBEHHOIO CKAepo3a),
paHHen cTaguu peakumm (Hanpumep, ya/JuHeHue uHTepBana QT) UAM KAMHUYECKMM OCNOKHEHUAM
COOTBETCTBYIOWLEN HeMKenaTe/lbHON peakumm (Hanpumep, o06e3BOXKMBAHME WAW OCTpas Mno4vyeyHas
HeA0CTaTOYHOCTb).

9.1.3.5.3. C60p MHDOPMALIMK U3 Pa3HbIX UCTOYHUKOB MOXKET 3aHATb Bpems. B Lenax ontmmmsaumm
npowecca mMoXeT 6bITb MCNONb30BAaH, HAaNPUMMep, MOLAroBbli MEeTo4, OLEHKM CUMrHana. B oTHoweHun
HOBOrO CUrHafa O TAXenol HebnaronpUATHOM peaKkuMM MOXKHO MPUHATb BPEMEHHbIE Mepbl, eciu B
pesynbTaTe NepBOM CTagMM OLLEHKM Ha OCHOBAHWW AOCTYNHOW MHPOpMaLMM caenaH BbiBOg, O
NOTEHLUMANbHOM PUCKE, KOTOPbIN HEOBX0AMMO NPeAOTBPATUTD.

9.1.3.6. PekomeHAaaLMK NO AEUCTBUAM YNOAHOMOYEHHbIX OPraHOB FOCy4apCTB-4Y1eHOB.

9.1.3.6.1. PekomeHgauum no pesynbTaTam OLLEHKM MOryT BapbMpOBaTbCA B COOTBETCTBUM C
TpeboBaHMAMM, YCTAHOB/IEHHbIMW aKTaMuK opraHoB Coto3a U/IM 3aKOHOAATE/IbCTBOM FrOCYA4apPCTB-4Y/1EHOB,
1 BbIBOAAM MO pe3yabTaTam OLLEeHKU CUTHaNa.

HecmoTpa Ha TO, YTO PEKOMEHAAUMM COCTaBAAKTCA MNOCAE OLEHKM CUrHana Ha OCHOBAHWM
COBOKYMHOW MHpOPMaLMK, HeOBXOAMMOCTb AENCTBMIN OLLEHMBAIOT B XOA€e BCEro npouecca ynpasneHus
CUrHazsom, onpeaenss 060CHOBaHHOCTb U Lie1eco0bpa3HOCTb 6osiee paHHWUX AENCTBMIN MO MUHUMM3ALLUK
pUCKa.

9.1.3.6.2. [leicTBMA NO pe3y/bTaTaM OLEHKM CUrHasa MOTYT BK/tOYATb B CeHA AOMNONHUTENbHOE
M3y4YeHUEe PUCKOB WAM Mepbl MUHMMM3ALMM PUCKOB, €CIM MEeXaHW3Mbl PA3BUTMA MOA03PEeBAEMON
HebnaronpuATHOM peakuMM YKasblBAlOT HA BO3MOXHOCTb NMPeaynpeAeHUA WU CHUMKEHUE CTeneHwu



TAXECTU HeXKenateslbHoM peakumun. EcnmM BbIBOA, OCHOBaH Ha OFpaHMHEHHOﬁ MHd)OpMaLI,VIM, MOXeT
I'IOTpE6OBaTbCFI nposeaeHne NOCTpPerncTpaymMoHHOro nccnenosaHnA 6e3onacHocTK ¢ LeNbo U3ydeHunA
noTeHUunaibHOro sonpoca naun Flp06ﬂeMbI no 6esonacHocTu.

9.1.3.6.3. Ecan ynonHOMOYEHHbI OpraH rocygapcTBa-yseHa 3anpawmBaeT y AgepkaTens
PerucTpaLnoHHOro yAoCTOBEPEHUA NpPOBeAEeHME [AOMONHWUTENbHbIX AEWCTBUIA, B TaKOM 3anpoce
HeobXoAMMO YKasaTb CPOK BbINOJAHEHWUA [OeNCTBUIA, BK/IKOYAA OTYETbl O AOCTUTHYTbIX Lenax wu
NPOMENKYTOUHbIX pe3ynbTaTax MNPOMOPLMOHANBHO CTENEHU TAMXKECTM W BAMAHWUIO nNpobaembl MO
6e30MacHOCTM Ha obllecTBEHHOE 340poBbe. [leprKaTeNb PEerncrpaLMoOHHONO  YAOCTOBEPEHUA WU
YNO/IHOMOYEHHbIE OpraHbl rOCYyAapCTB-Y/1EHOB AO/KHbI  Y4MUTbIBaTb BO3MOXKHOCTb MpPOBeAEeHUA
nccnenoBaHNA B YCTAHOB/IEHHbIE CPOKM C YH4ETOM NMApPamMeTpoB MCC/ieQyeMoro Bonpoca 6e3onacHocTy,
Hanpumep, 4YacToTbl Pas3BUTUA M NOTPEBHOCTM B MPOCMEKTMBHOM [AM3ailHe uccienoBaHua. Cneayet
YUYMTbIBAaTb BPEMEHHble Mepbl Mo obecrneyeHnto 6e3omacHOro U 3PPEKTUBHOTO MNPUMEHEHUSA
JIEKApPCTBEHHOrO Mpenapata WAM  YCTPAHEHWUIO PUCKA, BKAKOYAA BO3MOXKHOCTb BPEMEHHOTO
NPUOCTaHOB/IEHUA AENCTBUA PErMUCTPALLMOHHOIO YAOCTOBEPEHMA NEKAPCTBEHHOrO NpenapaTa.

9.1.3.6.4. B cnyyae oTcyTCTBMA PUCKA 418 NALMEHTOB YNOJHOMOYEHHbIN OpraH rocy4apcTBa-y4/ieHa
MOXET MPUHATb peleHne 06 OTCyTCTBMM HEeOoBXOAMMOCTM AafibHeWel OLEHKUM MW AaNbHEMNLWnX
AencTsui.

9.1.3.7. 06 MmeH UHbOpPMaLMEN.

9.1.3.7.1. Cnepyetr obecneynTb BO3MOHOCTb BbINOAHEHUA 0b6MeHa MWHbopMmauMeln mexay
YNONHOMOYEHHbIMM OpraHaMm rocy4apCTB-4/IeHOB, AepKaTeNAMM PErncTPaLMOHHOrO yA0CTOBEPEHMA U
APYTMMM Y4aCTHUKaMM C Lefibio pacnpocTpaHeHus MHpopmauum o curHanax, cbopa AOMNONHUTENbHbIX
OaHHbIX, OanbHeNWen oueHKM Bonpoca 6e30MacHOCTM M NPUHATUA peLleHUA O 3aluTe 340PO0BbA
nauuneHToB. BpemeHHble TpeboBaHUA No 0bmeHy MHPOpMaLMe MOryT BapbMpPOoBaTbCA B 3aBUCUMOCTU OT
npobsembl no 6e3omacHOCTK, HO UWHOOPMALMA O CUrHanax [oaXHa OblTb pacnpocTpaHeHa
He3amen/IMTeIbHO NOC/e BbIMOJHEHMA NPOLLeAypbl UX BAaAMAAUNN M NPU3HAHMA UX BaAUANPOBAHHbIMMU.

9.1.3.7.2. [eprkaTenn perncrpaumoHHbIX YAOCTOBEPEHUIN MepedatdoT BCHO COOTBETCTBYIOLLYHO
MHPOPMALMIO O CUTHANaxX B YMNOJIHOMOYEHHbIE OPraHbl rOCYAapPCTB-Y/IEHOB (Y4TO COCTaBASIET 4acTb
06A3aTenbCcTB N0 $papMaKoHaL30py U MOHUTOPUHIY COOTHOLWEHMA "Nosb3a - PUCK" neKapCTBEHHOro
npenapaTta). BanuManpoBaHHble CUrHafbl, KOTOPble MOFYT OKasblBaTb B/MAHME Ha OOLLECTBEHHOE
340poBbe M COOTHOWeEHWe "mosb3a - pUcK" NeKapcTBEHHOro npenapaTta, AO/KHbI  BbiTb
He3amegMTeNbHO MepefaHbl B YNOJHOMOYEHHble OpraHbl TFOCYZAapPCTB-Y4/IEHOB, a TaKXe B
COOTBETCTBYIOLMX CAYyYaAX NPeACTaBAEHbl NPeaNOKeHMA NO BOSMOXKHbIM AeACTBUAM.

9.1.3.7.3. YNoNHOMOY€EHHbIe OpraHbl rocyAapcTB-4/IeHOB NepeaaloT pesynbTaTbl OLLEHKM CUTHaNoB
AeprKaTensim perucTpaLmoHHOro ya0CTOBepPeHUs.

9.1.4. TpeboBaHMA K KayecTay.
9.1.4.1. NpocnexknsaemocTb.

Banngaums, npuMopuTM3auMA, OLEHKa, BPEMEHHble CPOKW, pelleHus, AeWcTBUA, NAaHbl,
PenopTUPOBaHME, a TaKKe MWHble K/loYeBble NpoLeaypbl AO/MKHbI - Hagnexalwum obpasom
AOKYMEHTUPOBATLCA M MEePUOAMYECKU OTCNEKMBATLCA. CUCTEMbI OTCIEXKMBAHUA TaKKe AOKHbI ObITb
[OKYMEHTUPOBAHbI M BKAOYATb B CebA CUrHabI, B pe3y/ibTaTe NPOBEPKN KOTOPbIX BbiN caenaH BbiBog 06
OTCYTCTBMM HOBOM MOTEHUMANbHOW NPUYMHHO-CNEACTBEHHOW CBA3M MM HOBOTO acrneKkTa W3BEeCTHOM
B3aMMOCBA3M, TaK KaK OHM MOTYT npuBaedYb ocoboe BHMMaHMeE B Cly4ae Nocieaylolero aHaamsa. Bee
3anMcu  JOMXKHbI NOAJEeKaTb apPXMBMPOBAHWMIO U XPaHEHWI0 B COOTBETCTBMM C  AEeNCTBYIOLMMU

npoueaypamu.

9.1.4.2. Cnctembl KayecTBa U AOKYMeHTaumA.



9.1.4.2.1. BakHOW O0COBEHHOCTbIO cuCTeEMbl 0OpPabOTKM CUrHANOB AB/ASIETCA  YeTKoe
OOKYMEHTUPOBaHME C Lenblo obecnedyeHus Hagnexawero uM 3¢¢PeKkTMBHOro ¢yHKLMOHMPOBAHUS
CUCTEMBbI, CTaHAApPTU3aUMn 0bs3aHHOCTEN U TpebyeMblix AeNCTBUIA, BbINOAHEHWUS 3TUX AEUCTBUN NLAMM
C COOTBETCTBYHOLWEN KBanuPuMKaumem wu WX MNOHMMAHUA BCEMM BOBAEYEHHBIMM CTOPOHaAMM,
OCYLLLECTB/IEHUA HagNeXallero KoHTpona M (npy HeobxoAMMOCTM) YCOBEPLUEHCTBOBAHUS CUCTEMBI.
Ncxoana ns gaHHbIx TpeboBaHM AonKHa bbITb pa3paboTaHa cuctema obecrneyeHms U KOHTPONS KayecTBa
B COOTBETCTBUM CO CTAaHAAPTAaMM CUCTEMbI KA4ecTBa, KOTOPas AOJIKHA MPMMEHATLCA KO BCEM MpoL,eccam
ynpaBneHns curHanamu. JomkHbl ObiTb pa3paboTaHbl, AOKYMEHTa/lbHO OdOopmMaeHbl U BHEAPEHbI
nogpobHblie npoueaypbl CUCTEMbI KayecTBa. Heobxoammo pacnpenenvtb GyHKUMM M 06A3aHHOCTU
BHYTPWU KOMMAHUWN OTHOCUTENbHO AENCTBUIA U BeAEeHUA AOKYMEHTAL MM, KOHTPO/IS U U3y4eHns BOMNPOCOB
KauecTBa, a TaKKe MPUHATUSA KOPPEKTUPYOWMX U npeaynpeantenbHbix mep. Ciofa TaKMKe A0NMHbI
OTHOCUTbCA 06A3aHHOCTU MO ayaUTy obecnevyeHms KayecTBa B CUCTEME YMPaB/EHUA CUTHAIaMU, BK/ItOYasn
ayanT cybnoapAaaUYMKOB KOHTPAKTHbIX CTOPOH, BbINOAHAOWMX Kakue-anbo paboTbl no gaHHOMY
Hanpas/eHuto. [omKHa O6biTb rapaHTMpoBaHa KOHOUAEHUMANbHOCTb AaHHbIX W AOKYMEHTaUuMu,
6e30nacHOCTb M AOCTOBEPHOCTb AaHHbIX (BK/OYas LLeIOCTHOCTb NpU nepeaade).

9.1.4.2.2. CucTema OTC/IeXUBaAHUA [0/KHa obecrneymBaTb MOJlyYEHUE BCEMU BOBJIEYEHHbIMMU
CTOPOHAaMM [JaHHbIX MO pe3ynbTaTaM aygMTOB C YKasaHMem AenctBuii no obpaboTke cUrHanos,
COOTBETCTBYHOLUMX 3aMPOCOB U UX pe3ynbTaToB. [oaydyeHHaa MHPoOpPMaLUMs, NOUCK, pe3yabTaTbl NOUCKa,
OLEHKM U pelieHua (NoNosKuUTenbHble M OTpUUATe/IbHbie) MO MNOTEHUMaNbHbIM CUTHANam, a TaKxke
pe3ynbTaTbl MPOBEPKU CUTHANA NOAJEXKAT apXMBUPOBAHMIO. [aHHble AO0MXKHbI BKAOYATb Pe3yabTaThbl
Ba/MAauUMM CUrHana.

9.1.4.2.3. MoeT notpeboBaTbCA W3yYeHUE [AOKYMEHTaUMW AeprKaTeNa pPerncrTpaLyoHHOro
YOOCTOBEPEHMSI O COBNOAEHMM AaHHbIX NOJIOKEHUA [0 M Mocae Mpoueasypbl PErucTpauumn B LEenax
BbIMO/HEHWNA OLLEHKM BbINOAHAEMOW AEATENbHOCTU UAN MHCMEKTUPOBAHUSA.

9.1.4.3. O6y4yeHue.

MepcoHan gonxeH 6bITb cneuManbHO 0b6y4eH BbIMOAHEHUIO AENCTBUI No 0b6paboTKe curHasioB
COrnacHo pacnpegefieHHbIM GyHKUMAM M 06sa3aHHOCTAM. [pouecc MOKeT BKIoYaTb B cebs nepcoHan
oTaena no papmakoHaA3opy, a TakXKe NepcoHas, KOTOPOMY MOXET CTaTb M3BECTHO O MOTeHLMaNbHbIX
CMUrHanax WAM KOTOpblA yyacTByeT B npouecce o06pabOTKM CUTrHaNOB, HanpuMmep, NepcoHan
aAMUHNCTPATUBHOTO (npaBoBoro) oTaena, OOKANHUYECKUX, MeANLMHCKUX,
bapmMaKo3INUAEMMONOTUYECKUX U MapPKETUHIOBbIX UccnenoBaHnin. ObydyeHne A0MKHO BKAOYaTb B cebn
TEPMMUHONOTUIO U AOCTYMNHble 6a3bl AaHHbIX C UCTOYHUKAMK cUrHaioB. MNpoueaypbl cuctembsl 0bydeHun un
pa3mMellleHne AaHHbIX N0 06YyYEeHMIO A0XKHbI BbiThb HaAeXKallMM 06pa3om AOKYMEHTUPOBaHbI, pestome
CNEeLnanncToB U onMcaHue BbiNoAHAEMbIX GYHKLMIA NoANEXKaT apXMBUPOBAHUIO.

9.2. Ponun 1 0ba3aHHOCTU.
9.2.1. Ponn 1 06a3aHHOCTN YNOJIHOMOYEHHbIX OPraHoB rocyapcTB-41eHoB.
YNO/IHOMOYEHHbIN OpraH rocygapcrBa-yseHa:

KOHTPO/IMPYET fAaHHble Ha CBOEW TeppuUTOpWUK, BK/KOYAs JaHHbIE, MONYYEHHbIE M3  MHbIX
MCTOYHWMKOB, YKa3aHHbIX B noapasgene 9.1.1 HacToawmx Mpasun;

BbIMNONHAET Ba/MAAUNIO U UHbIE 3TaMbl npoueaypbl O6pa6OTKM CUrHanNoB, NOJIy4eHHbIX U3
AOCTYNHbIX NCTOYHUKOB,

nepegaer CUrHanbl, Npollealme Yepes npoueaypbl BaAMAaLUMM U OLEHKM, B COOTBETCTBYIOLIME
3KCnepTHbIe KOMUTETbI FOCYAaPCTB C Le/bio onpeaenieHuns LenecoobpasHoCcTU nocaeayolmx AeicTBuiA
no AanbHelLemMy U3y4eHno AN MUHUMU3ALMU PUCK;

BbINONHAET WHGOPMMPOBAHWE APYIUX YNOJHOMOYEHHbIX OPraHOB TrOCYA3pPCTB-Y/IEHOB O



BbIABJEHHbIX CUTHaNax, NPoLeAWnX Banuaaumio,  paspaboTaHHbIX Mepax.
9.2.2. ®YHKUMM 1 06A3aHHOCTM AepiKaTeNs PErMCTPaLMOHHOIO YA0CTOBEPEHHS.
JepKaTenb perncTpaumoHHOro yA0CToBepeHus:
KOHTPO/IMPYET BCE MMeloLLMeca AaHHble U MHPOPMaLMIO MO CUrHaNam;

KOHTPONMPYET BCe MOABAAIOLMECS AaHHble B 6a3ax AaHHbIX W BbINOJHAET MeXAyHapoaHoe
obHapyKeHue curHano. ObHapyKeHWe CUrHAIoB AO/IKHO BKIKOYATb B cebA MX BaMAALMIO C YYETOM
KOMMNOHEHTOB NpeacTaBnsemon nHpopmaLmm, ykasaHHol B nogpasgesne 9.1.3.3 Hactoawmx Mpasun;

BbINOHAET BaNMAALMIO BCEX OBHaPY>KEHHbIX CUrHAN0B U COOBLLAET O HUX B YNONHOMOYEHHbIE
opraHbl rocy4apCcTB-41eHOB;

yBeLOM/IAET YMNOJIHOMOYEHHble OpPraHbl roCyAapcTB-Y/IEHOB B C/lyYyae BbISBIEHUA SKCTPEHHOM
npo6aembl No 6€30NacHOCTM B pe3y/ibTaTe OCYLLECTBAEHUA AEATENbHOCTU NO 06HAPYKEHWUIO CUTHANOB;

COTPYAHWYAET C YNOJHOMOYEHHbIMU OpPraHamn rocyAapcTB-Y4/1€HOB B BbIMOMHEHUX Npoueayp
OUEHKM CUTHANO0B NyTeM NpPeACTaBieHMsA No 3anpocy AOMNOJHUTEIbHOW HPOpPMaLuu;

obecneumBaeT HaAM4YMe ayaUTOPCKOro caesa No BCEM NpOLLeAypam BbIABAEHMA CUTHANA.
9.2.3. lMpoueccbl nocneayoLwero peryampoBaHuA.

B cnyyae NpuHATMA YNOAHOMOYEHHbIM OPraHOM roCyAapCTB-4/IeHOB pPeLleHna 0 HeobxoaMMOoCTH
LOMO/THUTE/IbHbIX AENCTBMIA CUTHA OLLEHMBAIOT 1 COrIacoBbIBAOT NOC/eAYIOLWME AEWCTBMA B OTHOLLIEHUM
PErucTPaLUMoOHHOrO YAOCTOBEPEHMS B MpedesnaX BPEMEHHbIX CPOKOB, COPa3MepPHbIX CTEMeHU W
cepbe3HocT1 Npobaembl o 6esonacHocTu. Mo pesyabTaTtam Npoueayp MoryT 6biTb NPUHATLI Cleayowme
peleHus:

[OOMONIHUTENbHbIE OLEHKa UK AeNCTBUA He TpebytoTcs;

Jep)KaTeNlb PerucTpaLMoHHOr0 YAO0CTOBEPEHUS [O/IKEH MPOBECTU AOMOJHUTENIbHYIO OUEHKY
[AaHHbIX M NPeACcTaBUTb pe3y/bTaTbl TaKON OLEHKM COrNacHO YCTaHOB/IEHHbIM BPEMEHHbIM CPOKaM;

Oep)KaTeNb PEerucTpaLMoHHOro yAoCTOBEPEHUA Jo/KeH npegoctaBute MOOB ¢ ydetom
BbISIBNEHHOrO0 HOBOIO acnekTa npoduaa 6esonacHocTy;

AepxKaTtesnb PerncTpaLMoHHOro y40CTOBEpEeHUA OOJIKEH npopuHaHCMpPOBaTb
NoCTperMcTpaLMoHHOe nccieoBaHMe B COOTBETCTBUM C COMIacoBaHHbIM MPOTOKOAOM U MPeaoCcTaBUTb
3aKNIOYMTE/IbHbIE PEe3Y/IbTaTbl TAKOr0 UCCIe0BaHUSA;

AepKaTeNib PerncTpaLMoHHOro yA0CTOBEPEHUA A0XKeEH nNpeacTasuTb MYP Man ero 06HOBAEHHbIN
BApPMWaHT;

[epKaTe/ib PerucTpaumoHHOro YAOCTOBEPEHUA [AO/KEH MPUHATbL Mepbl, Tpebyemble AN
obecneyeHna 6e3onacHoro n 3GpHeKTMBHOIO NPUMEHEHMA IeKAaPCTBEHHOrO NpenapaTa;

PEerncTpaLMoHHbIA CTaTyC NOANEXUT U3MEHEHWIO, AENCTBME PEerncTpPaumMoHHOro yA0CTOBEPEHUS
AONKHO BbITb NPUOCTAHOBNEHO, OTO3BAHO UM HE MPOAJIEHO;

AO0/1KHbI 6bITb BBeAEHbl CPOYHbIE OrpaHHU4YEeHNA NO 6e3OI'IaCHOCTM,'

HeobXxoAMMO BbINONHEHNE BHEM/IAHOBOTO MHCMEKTUPOBAHMA CUCTEMbI hapMaKoHaA30pa C Lenbio
NOATBEPKAEHMA TOrO, YTO AeprKaTesb PErncTpaLMOHHOrO yA40CTOBEPEHUs cobatogaeT TpebosaHUA K
cucteme dapmaKkoHaa3opa, YCTaHOBAEHHbIe akTamu opraHos Coto3a M 3aKOHOAATENbCTBOM FOCyAapCTB-



Y/IeHOB;

HEO6XO,£I,VIMO BK/IIOYEHNE NMOO03peEBAEMOro 1EKAPCTBEHHOIO Nnpenapara B nepeyeHb npoaykunu,
KOTOpaAa noanexxXmnt 4onoTHUNTENIbHOMY MOHUTOPUHTY.

KoHcynbTaHTlAOC: NpuMmeYvaHue.
Hymepauma nognyHKTOB AaHa B COOTBETCTBUM C OPULMANIbHBIM TEKCTOM AOKYMEHTA.

9.2.5. OTKpbITOCTD.

FocysapcTBa-ysieHbl [OJIKHbl  OCYLLECTB/IATL KOHTPO/Ib CBOEBPEMEHHOCTM [0BeAeHUs [0
06L1EeCTBEHHOCTM BaXKHOM MHbOpMaumu o npobaemax no 6e30nNacHOCTU, BbIABAEHHbIX CUCTEMOM
dapmakoHag3opa, nytem nybanKaummM Ha Beb-nopTtane M MNpU MOMOLLM APYrUX AOCTYMHbIX CPeacTs
nosefeHns nHbopmauuu.

10. MocTperucTpaLMOoHHbIe UccesoBaHUA 6e30MacHOCTM
10.1. BBeaeHune

MocTperucTpaLMoHHoe uccnesoBaHue 6esonacHoctu (ganee - MPUB) nekapcTBeHHoro npenapata
MOMET MHULMMPOBATLCA, KOHTPOIMPOBATLCA MAN GUHAHCMPOBATLCA AepiKaTeNem PerncTpaLuoHHOro
y4OCTOBEpeHUsi [00pOBONBHO MW B COOTBETCTBUM C 00A3aTeNbCTBOM, HajfaraemMbiM Ha Hero
YNO/NHOMOYEHHbIM  OPraHOM  FOCYAapCTB-YNE€HOB KaK YC/IOBME  BblAAYM  PErMcTpaLMOoHHOro
YAOCTOBEPEHUA WAM  MOCAe BbIAAYM  PErUCTPALMOHHOTO  YAOCTOBEPEHMS, €eCAn  CyLLecTByeT
NpeanonoXKeHne 0 HaIMYNN PUCKOB, CBA3AHHbIX C 3aPErMCTPMPOBAHHbLIM JIeKapCTBEHHbIM NpPenapaTom,
TPeObYIOLWMX AOMNONHUTENBHOMO U3YYEeHUA NyTEM NPOBEAEHMSA UCCAEL0BaHWA.

MPUB moxeT npeacTaBaATb cob0ol KNMHUYecKoe nccnegosaHne UM HenmHTepBeHUMOHHOE
nccnenoBaHue.

10.2. CTpyKTypbl U npoLeccsl

10.2.1. O6nacTb NPUMEHEHUA.

TpeboBaHWA AaHHOro pasgena MPUMEHUMbl K HEMHTEPBEHUMOHHbIM MPUB, MHMLUUMPOBAHHbIM,
KOHTPOJIMPYEMbIM MM GUHAHCMPYEMbBIM  AeprKaTesneM PerucTpaLMoHHOrO  yAOCTOBEPEeHMs Ha
TEPPUTOPUUN roCcyAapCTB-4N1eHOB A06POBO/BHO UM B COOTBETCTBMMU C 06sA3aTeNbCTBaMM, HanaraemMbimMm
Ha Hero yrnoAHOMOYEHHbIMW OpraHamu rocygapcte-usieHos. MPUB BkatovaloT B cebsa nuccneaosaHus, B
npouecce KOTOpbIX COBUPAtOTCA AaHHblE OT NMAUMEHTOB U PAabOTHMKOB CUCTEMbI 34PABOOXPaHEHUs, a
TaK}Ke MCCegoBaHUA, KOTOpPble NMOBTOPHO UCMOAL3YIOT AaHHbIE, NONYYEHHbIE paHee AN APYron Leam u
XpaHAWMECA B MeAULMHCKMX KapTax MauMeHTOB MAW APYrUX (B TOM 4YMCie 3/eKTPOHHbIX) dopmax
XpPaHeHMA AaHHbIX.

Ecnn MPUB npeactasnser coboil KIMHUYECKOE MCCefoBaHUE, NpU ero NpoBeAEeHWM [O/KHbl
BbIMOAHATLCA TpeboBaHUA, NpeaycMOTPeHHble aKkTamu opraHos Colo3a M 3aKOHOAATENbCTBOM
rocyaapcTB-4/1€HOB, K OpraHM3aLmm 1 NPOBeAEHUIO KIMHUYECKUX UCCNEa0BaHNN.

10.3. TepmuHonormsa

B HacToswWem pasaene UCNOJb3YOTCA Cledylolime NOHATUA, KOTOpble 03HaYaloT cieaylollee:
"naTta Hayana nccnegoBaHmA" - aata Hadana cbopa AaHHbIX;

"Havyano cbopa AaHHbIX" - AaTa perncTpauMm AaHHbIX MO NepBOMY MaUMEHTY, BKIOYEHHOMY B



nccnenosaHune, B popme (6ase) cbopa AaHHbIX UCCNeA0BaHMA UK B C/lyYae NOBTOPHOMO UCMO/1b30BaHMA
AaHHbIX - AaTa Hayana u3saevyeHns AaHHbIX;

"KoHeLl, cbopa AaHHbIX" - gaTa, Koraa Brepsble NOAHOCTbIO AOCTYMNHA aHaNUTUYecKasa 6as3a AaHHbIX.
10.4. Obwme NpUHUMMbI

[NaBHOW UENblo HeuHTepBeHUMOHHOro [MPUB AonKHO ObITb MOMYYEHWE HaAy4YHbIX AaHHbIX,
UMEIOLLMX MNOTEHUMANBHYIO KIMHUYECKYIO 3HAUMMOCTb UM BaXKHOCTb A1 340P0BbA HaceneHus. Takue
nccneaoBaHUs He [OJIKHbl NPOBOAMTBCA, €CAN UX NpPoBedeHue CrnocobCcTBYET MNPOABUMKEHUIO
JIeKapCTBEHHOrO Npenapara Ha pbiHKe.

3agauun NPUB moryT BKAto4aTh B cebs:

KOJINYECTBEHHYIO OLLEHKY MNOTEHLMANbHbIX UK UAEHTUDULMPOBAHHBIX PUCKOB, HAMPUMEP, OLLEHKA
4acToTbl BO3HWMKHOBEHMWS, OTHOCUTE/IbHbIX PUCKOB MO CPAaBHEHMIO C MONyAsAUMen, He MPUMEHsBLLEN
AaHHbIV NIeKapCTBEHHbIM NpenapaT, UaM nonynauuen, npuMeHaBLIEN APYroi IEKapCTBEHHbIM Npenapat
WAW  KNacC JIEKAPCTBEHHbIX MPEMapaToB, a TaKKe u3ydeHMe ¢aKToOpoB pucka U GaKTopos,
MOANDULMPYIOLIMX AENCTBME SIEeKapPCTBEHHOMo NpenapaTa;

OLeHKa PUCKOB J1IEKapPCTBEHHOrO NpenapaTa, NPUMeHAeMoro no o406 peHHbIM NMOKa3aHUAM y rpynn
nauMeHTOB, KOTOpble He U3Yy4Yaanucb UAK BblIM HEeAOCTaTOMHO M3y4YeHbl Ha AOPEerucTpaLMoHHOM 3Tane
(Hanpumep, 6epemeHHble KeHLWWHbI, 0cobble BO3pacTHble TPynMbl, NaLUMEHTbl C MOYEYHOU WU
ne4yeHoYHON HeJ0CTaTOYHOCTLIO);

OLLeHKa PUCKa, CBA3aHHOIO C A/IMTE/IbHbIM NPUMEHEHWEM JIEKAPCTBEHHOIO NpenapaTa;
NOATBEPIKAEHMNE OTCYTCTBMA PUCKOB JIEKAPCTBEHHbIX NPENapaTos;

OLEHKa CTaHOAPTHOW KAMHUYECKOW MNPAKTMKM Ha3HAYeHMA JIeKapCTBEHHbIX NpenapaTos C
noay4YeHMeM [AONOJSHUTENbHbLIX CBeAeHUI Mo 6e30MacHOCTY MeAMUMHCKOW NpoAyKummn (Hanpumep,
MOKa3aHMA K NPMMEHEHMIO, A03MPOBKM, COMYTCTBYIOLWAA Tepanus, MeAULUHCKUE OLLIMOKK);

oueHKa 3QPEeKTUBHOCTM Mep M0 MWHMMM3AUMKM PUCKa (Hanpumep, M3yYeHWE acneKkToB
MCMO/Ib30BaHUA JIEKAPCTBEHHOrO Npenapara, ONpoc NALMEHTOB UM MeAULMHCKUX PabOTHUKOB).

Mpu pa3paboTKe NPOTOKONOB UCCNELOBAHWUI, NPOBEAEHUM UCCNEA0BAHUI U COCTaBNEHUM OTYETOB
06 uCCneaoBaHUAX — AepKaTeNAMM  PErvcTPaLMOHHbIX  YAOCTOBEPEHWUA  AOMMKHbI  YYUTbIBaTbCA
COOTBETCTBYIOLME HayYHble PYKOBOACTBA. YNOAHOMOUYEHHbIM OpraHam rocy4apcre-41eHoB 415 OUEHKM
MPOTOKO/I0B MCCNEA0BaHNM U OTYETOB 06 MCCAeAoBaHMAX TaKKe cieayeT MPUHUMaTb BO BHMMaHue
aKTya/lbHble  BEepCUM  MPUMEHMMbIX  HaydHbIX PYKOBOACTB, METOAMYECKMEe CTaHAapTbl Mo
bapmakoanmaemmonormu.

Ons NPUB, cnoHcMpyembix AepyKaTenem perncTpalmMoHHOro yaoCcToBepeHus U paspabaTbiBaemblX,
NPOBOANUMBIX U aHa/NU3MPYEMbIX MONHOCTbIO WMAW YacTUYHO WCCe[loBaTeNAMU, He ABAAIOLWMMUCA
HaeMHbIMMU paboTHMKamm aepxartens perncTpaumMoHHoro YO0CTOBEpPEeHUsS, aepxatenb
PEerucTpaLUnoHHOro  yAOCTOBEPEHUA [O/IKEeH rapaHTMpoBaTb, YTO WccnegoBatenun obnagator
Heobxoanmoit kBanmduKkaumein B obnactm o6pasoBaHuUs, NOAFOTOBKM U OMbiTa 415 BbINOJHEHUS CBOMUX
obsA3aHHOCTEN.

10.5. NMpoTokon nccnenosaHmA.

Bce MPUB f0AKHbI BbINOAHATLCA COr/IaCHO Hay4yHO OBOCHOBAHHOMY MPOTOKOAY UCCAEA0BaHUS,
pa3paboTaHHOMY /IMLLAMM C COOTBETCTBYHOLLEN HAYYHOWN MOAFOTOBKOM M OMbITOM.

Ona pobpoBoNAbHO WMHUUMMPOBAHHLIX MPUB AepaTento perncTpauMoHHOro yAoCToBepeHUs



pekomeHAayeTca nepesatb NPOTOKO UCCAEA0BaHMA A0 Hayana cbopa AaHHbIX B YNOJIHOMOYEHHbI opraH
rocyAapcrea-usieHa, Ha TepPpPUTOPUM KOTOPOro MAaHMPYeTca nposedeHne MOCTPerncTpaLMoHHOro
HEeMHTePBEHLMOHHOIo UccneaoBaHmUA 6e30nacHOCTM IeKapCcTBEHHOro npenapara.

Ona MPUB, MHUUMMPOBAHHbIX AeprKaTefiem PerncTpaLMoHHOro ya0CTOBEPeHNUA B COOTBETCTBUM C
0623aTeNbCTBOM,  HANOMEHHbIM  YMOJHOMOYEHHbIM  OPraHOM  rOCYJapCTBA-YneHa, [AeprKaTeNb
PEerncTpaumMoHHOro  yAOCTOBEpPEHUA  Jo/mkeH obecneunTb npeactaBneHe  uHdpopmauum 06
nccnenoBaHWM, BK/KOYAA MPOTOKOA MCCNEAOBaHWUA, B YNOMHOMOYEHHbIM OpraH rocyAapcTBa-ufieHa,
KoTopbIM BblAN HasoXKeHbl 0bA3aTenbcTBa No nposegeHuto NPUB, o Havana cbopa AaHHbIX. B ciyyae
nposeaeHus T[PUB TaKe Ha TeppuTopuMM ApyrMx rocygapcTB-uyneHoB chneayet obecneyntb
NHGOPMMPOBaHME YNONHOMOUYEHHbIX OPraHOB 3TUX FrOCYAapPCTB C NpPeAcTaBNeHNeM KPaTKOro onmncaHms
NPOTOKONa UCCNesoBaHUA.

B Lenax BbINOSHEHUA AeprKaTesieM PerncTpaumoHHOro yAOCTOBEPEHUSA CBOUX 06A3aTesIbcTB MO
OCYLLECTB/IEHWNIO AeATeNbHOCTM Mo ¢dapmMaKkoHaA30py YNO/JHOMOYEHHOe /AMUO Mo ¢dapmaKkoHaa3opy
[ONKHO 6bITb 334€MCTBOBAHO B PACCMOTPEHUM U YTBEPKAEHUM NPOTOKOI0B UCCAeA0BaHMIA. KOHTaKTHOe
MU0 NO  OcylecTBieHnio  papmMaKoHaA30pa Ha  HAUMOHA/NbHOM  YpPOBHE  [O/MKHO  ObiTb
npouHdopmmnposaHo o ntobom MPUB, NpoBOANMOM Ha TEPPUTOPUN COOTBETCTBYIOLLErO rocyaapcTBa-
YsieHa, a TaKKe AOJ/IKHO NOJIYy4aTb KOMUIO MPOTOKO/1a UCC/IEA0BAHMA.

10.5.1. dopmaT 1 cogepKaHne NPOTOKOA UCMbITAHUA.
MpPOTOKON MCCNen0BaHMA AO/IKEH COAEPXKATb C/ieaytowme pasaennl:

10.5.1.1. HanmeHoBaHue MNPUB: MHPopMaTMBHOE HaMMeHOBaHMe, BKAtOYatoLee
061LeynoTpedbUTENbHYIO TEPMUHONOIMIO, ONpejensatolee AM3aliH WUCCAe0BAaHMA U UCCAenyeMbli
NIeKapCTBEHHbIM npenapaT WAM  TPynny MUCCAeAyemoro JIeKapCTBEHHOrO Mpenapata, a Takxke
NoA3aro/s10BOK C yKa3aHWeM pefakuumn n aatel NociegHen pegakumm.

10.5.1.2. [lepxKatenb perncTpauyoHHOro yAoCTOBEpPEeHUA: HAMMEHOBaHME M aapec AeprkaTena
perncTpaunoHHOro yaoCToBEPEHUA.

10.5.1.3. OTBeTCTBEHHbIE CTOPOHbI: UMEHa, AO/IKHOCTU, KBanndUKaLMKM, agpeca U CBeAeHUs Mo
BCEM OTBETCTBEHHbIM CTOPOHAM, BK/OYas MNepBOro aBTOpa MNPOTOKO/A, MNaBHbIX MccneaoBaTenew,
nccnepoBatesien - KOOPAMHATOPOB KaXKAOM CTpaHbl M MCCNeAoBaTeNbCKMX LIEHTPOB, B KOTOPbIX
npoBoamuTCcA uccnegosaHue. [lepedyeHb BCEX BOBJ/IEYEHHbIX B WCCAeAOBaHWE YYPEXKAEHUA U
nccnenosartenen AoMKeH bbITb A0CTYNEH Mo 3anpocy YNoJHOMOUYEHHbIX OPraHoB rocyapcTB-41eHoB.

10.5.1.4. KpaTkoe onucaHue: OTAENbHOE pe3toMe MNPOTOKO/A UCCAefOoBaHMUA, BKAKOYatowiee
cnepyrowme noapasnens:

HanMeHOBaHMWe UCCNel0BaHUA C NOA3aro/I0BKaMM, BKNIOYAA BEPCUIO peaaKLMmu U JaTy NPOTOKONa,
a TaKXe Uma 1 cBefeHna 06 0CHOBHOM MecTe paboTbl NEPBOro aBTopa NPOTOKONA;

o6ocHOBaHME U NPeAnocbIIKM NPOBEeAEHUS;
Le/b 1 33[1a4M UCCNel0BaHus;

AN3aliH uccneaoBaHus;

nccaegyemas nonynAums;
MOHUTOPMPYEMbIE NOKa3aTeNu;

WCTOYHWUKN AaHHbIX;

pa3mep nccnenosaHma (06bem BbIGOPKK);



dHaNN3 OaHHbIX;
OCHOBHbI€E 3Tanbl.

10.5.1.5. UameHeHMA 1 0BHOBNEHUA: BHECEHME N1HOBOrO CyLLLECTBEHHOIO U3MEHEHMA U 0OHOBEHUA
B NPOTOKOA UCMbITAaHUI Nnocsie Havyana cbopa AaHHbIX, BKAKOYAan 060CHOBaHUE KaxK4oro M3MeHeHusa uam
ODOHOBNEHUs, AaTbl KarKAOro M3MEHEHMA M CCbIIKY Ha pasden npoTOKo/sa, B KOTOPbIM BHECEHO
M3MEHEHMNE.

10.5.1.6. OcHOBHble 3Tanbl: AaHHble B TabauyHon ¢opme € 3aniaHMPOBAHHLIMU JaTamu Mo
BbIMO/HEHUIO CIeAyHOLLMX OCHOBHBbIX 3TanoB UCCNEA0BaHUA:

Hayano cbopa AaHHbIX;

OKOHYaHMe cbopa AaHHbIX;

OTYETbl 0 X0/le BbINOAHEHMA UCCNeN0BaHUS;

NPOMEKYTOUYHblE OTYETbI O pe3yabTaTax UCCneaoBaHWA, eCn 3TO NPUMEHUMO;
MTOrOBbI OTYET O pe3ynbTaTax MCCAeA0BaHUA.

LOonKHbI 6bITb npeacrtasaieHbl AaHHblE MO Nobbim APYTMM  BaXXHbIM 3Tanam nposeaeHuA
nccnenoBaHuA.

10.5.1.7. O6ocHOBaHME W NPeanoCbIIKM NPOBeAeHUA: onucaHne npobnembl no 6e3onacHocCTH,
npodmna 6e3onacHOCTU WAM Mep MO YNPaBAEHUIO PUCKAMM, KOTOpble NPUBENM K MHULMALMU
nccnenoBaHMA, a TaKKe KPUTUYECKUIA aHaNIM3 BCEX AOCTYMHbIX ONy6AMKOBAHHbIX M HEOMNYB/IMKOBAHHbIX
[JaHHbIX, COAEPXKaLMX OLLEeHKY COOTBETCTBYHOWEN WHPopmaumm no 6e30nacHOCTM WMAM yKasaHue
HeZOCTAOWMX 3HaHUI No 6e30MacHOCTU, HA NOJyYeHWE KOTOPbIX HanpasiaeHO uccnegosaHne. 063op
MOMET BK/toYaTb B cebs pe3ynbTaTbl COOTBETCTBYHOLUMX IKCMEPUMEHTOB Ha FKMBOTHbIX, KAMHUYECKUX
nccnenoBaHnie, CTaTUCTUYECKME NONYAALNOHHbIE AaHHbIE U AaHHbIE NpeablAyLMX 3NUAEMNONOTNYECKUX
nccnenoBaHnin. 0630p A0NKEH COAEPKATb CCbIIKM Ha Pe3y/ibTaTbl CXOXKMX MCCNEA0BaHUIN U OXKUAAEMDIN
BK/1aZ, JAHHOTO UCCIeA0BaHUA.

10.5.1.8. 3apaya » Uenn UCCIeaoBaHUA: 3a4a4a UccneoBaHuA, ob6bACHAOLLANA, KaKUM 0bpa3om
nccnenoBaHue 6yaeTt cnocobcTBoBaTb PELLEHUIO BONPOCA, KOTOPbIN NPUBEN K €10 MHUUMALLUK, @ TaKXKe
Lenun nccneaoBaHus, BKIOYas Ntobble npeaBapuTesibHble TMNOTe3bl U OCHOBHbIE TE3UCHI, ONMCbIBalOLINE
cBefieHUs WA MHPOPMaLMIO, KOTOpble A0/KHbI ObiTb MNOJyYeHbl B pe3ynbTaTe MNpoBeAeHUs
nccnefoBaHuA.

10.5.1.9. MeToabl nccnegoBaHUA: ONMCAHNE METOA0B UCCNea0BaHMA, BKAOYAA:
10.5.1.9.1. insaliH uccnenoBaHus: onncaHme ansaliHa nccnegoBaHma u obocHoBaHMe ero Bbibopa.

10.5.1.9.2. YchoBuA: nonynaumna uccaenoBaHms, onpegensaeman B KaTeropuax My, mecta, nepuoga
BPEMEHMU N KpUTepmes BbIOOPKM. HeobxogmMmo Hanmunme o6beKTUBHOrO 06OCHOBAHUSA BCEX KpUTepueB
BK/IIOYEHMSA WU HEBK/OYEHUS M OMUCAHUA WX BAMAHWUS Ha KOAMYECTBO CyOBEKTOB McCnenoBaHus,
OOCTYMHbIX ANA nocnegytowero aHanmsa. Ecam nposoautcs nobaa BbibopKa M3 LeneBon Nonyasaumm,
HeobXoAMMbl Ha/IMYME ONNCAHWUSA LEeneBoi NonynsaumMmM 1 nogpobHoCT MeToAoB BbiOOPKU. Ecamn ansaitH
nccnenoBaHWs NpeacTaBndeT cobor cucTemMaTMYecKMn ob30p WMAM  MeTa-aHanms, HeobxoamMmo
0b6BbACHEHME KpUTepMeB BbiIbopa U NPUTrOAHOCTU UCCNEL0BaHNA.

10.5.1.9.3. MepemeHHbI€e: Ucxoapl, BO3AENACTBUA U APYrMe NepeMeHHbIe, B TOM YMC/ie U3MepsaemMble
daKTOpbl PUCKa, NOTeHLMaNbHble GaKTOPbl, MCKaXKatowme pesyabTaTbl, U paKkTopbl, Moanduumpytowme
addeKT, BK/IOYAA onepaumoHHble onpegeneHus.



10.5.1.9.4. ICTOYHMKM OaHHbIX: CTPATErNs U UCTOMHMKN AaHHbIX 41° onpeaeneHns Bo34encTeui,
NCXOA0B M BCEX APYIMX MNEPEMEHHbIX, 3HAUMMbIX ANA Lenein nccnenoBaHua, TakMx Kak noteHupanbHble
daKTopbl, MCKaxKatowme pesynbtathl, U dakTopbl, moandbuumpytowpme sddekr. Mpn Mcnoab3oBaHUK
Ba/IMANPOBAHHbIX UCTOYHMKOB AaHHbIX, MHCTPYMEHTOB U U3MEPEHU HEOBXOAMMO OnMcaHWe MeToda
Bannpauun. Ecnm metoapl MOAyv4eHWA [AHHbIX WMAM  UHCTPYMEHTOB WCMNbITLIBAOT B MUJIOTHOM
nccnenoBaHnM, HeobxogMmo NpeacTaBNAeHMEe MaHOB MPOBeAeHUs MUAOTHOIO MUCCAenoBaHuA.
HeobxogMmo npeacTaBuUTb ONUCaHUE BCEX 3a4eMCTBOBAaHHbIX KOMUTETOB 3KCNEPTOB U NPOLEAYP OLEHKM,
KoTopble B6yayT MCNO/b30BaHbl A4 BaAngaumMmM AMarHo3oB. B ciydae Mcnosib3oBaHMA B UCCAeL0BaHMU
CYLLECTBYIOLLErO WMCTOYHMKA AaHHbIX, TAKOrO KaK 3/1eKTPOHHbIE MeAULMHCKME KapTbl, HEeobxoammo
yKasaHue noboit MHGopMaLun B OTHOLLIEHUN BaAMAHOCTM 3anmnceit U KoguMpoBaHWA AaHHbIX. B cnydae
cucTemaTtmyeckoro ob63opa MM meTa-aHaM3a HeobXoAMMO HanMuyme onncaHmsa cTpaTerMm U NPoL,Eeccos
MOWNCKA, a TaKKe NbbIX METOA0B ANs NOATBEPKAEHUA AaHHbIX UCCneaoBaTeNei.

10.5.1.9.5. O6bem BbI6GOPKK: NAaHUPyeMblit 06bem BbIGOPKU, NIaHNpPyeMas TOYHOCTb Pe3y1bTaToB
nccnesfoBaHMA U pacyeT obbema BbIGOPKKU, KOTOPbIE MOFYT MUHUMAJIbHO ONpeaennTb NpessapuUTesibHO
3aZlaHHbIN PUCK C NpeaBapUTeNbHO 3a4aHHON MOLLHOCTbIO.

10.5.1.9.6. YnpaBneHue AaHHbIMWU: yNpaBieHUE AAaHHbIMW U CTAaTUCTUYECKOE MPOrpammHOE U
annapaTtHoe obecneyeHne, KoTopoe HyaeT MCNONb30BAHO B XoAe uccnenosaHumA. Mpoueaypbl c6opa,
BOCCTAHOBJ/IEHMA M NOATOTOBKM AAHHbIX.

10.5.1.9.7. AHanu3 paHHbIX: BCE BaKHble 3Tanbl OT HeobpabOoTaHHbIX AAHHbLIX A0 MOAYYEeHUs
WMTOrOBOro pe3ynbTaTta, BK/AKOYAA MeToAdpl, MCMNO/b3yemble AN KOPPEKTUPOBKM HECOOTBETCTBMIA WMAU
OWKNOBOK, HeAOCTOBEPHbIX 3HAYEHU, MoaNUKaUMKN HeobpaboTaHHbIX AAaHHbIX, KaTeropmMsaumm, aHanmnsa
N NPeACTaBAEHUA Pe3ynbTaToB, @ TaKXKe MpoLeaypbl ANA KOHTPOA UCTOYHMKOB MOFPELUHOCTEN U UX
BNIMAHMA Ha pe3y/bTaThl, Ntobble CTAaTUCTUYECKME NpoLeaypPbl, MPUMEHUMbIE K AaHHbIM O/18 NONyYeHUs
TOYEYHOM OLLEHKM U JOBEPUTENbHbIX MHTEPBAIOB U3MEPEHUIN YACTOTbl BOSHUKHOBEHWS UM B3aUMOCBSA3U
n Ntoboro aHanM3a YyBCTBUTENIbHOCTMW.

10.5.1.9.8. KoHTpo/ib KauecTBa: onncaHMe MexaHM3moB U Npoueayp Ans obecneyeHmns KayecTsa m
LUENOCTHOCTM [AaHHbIX, BK/IOYAA TOYHOCTb WM YMTAEMOCTb TMOJIYYEHHbIX JAAHHbIX M MEepPBUYHOM
OOKYMEHTaUMK, XPaHEHME 3annCceit U apXMBMPOBaAHUE CTAaTUCTUYECKMX NPOrPaMM, ONMCAHWNE JOCTYMHbIX
AaHHbIX NO BaAMgaumMm npoueayp sepuduKaummn 3anmcein 1 BanMaaumMm KoOHeYHbIX ToueK. BrarovatoTtea
AaHHble no cepTuduKaumm u (nnmn) keanudukaumum nwboK BcnomoraTenbHon nabopaTtopum UK
nccnenoBaTeNbCKUX rpynn (ecam NPpUMeHMMO).

10.5.1.9.9. OrpaHuYeHMA MEeTO0B UCCNeN0BaHUA: Ntobble NOTEHLMANbHbIE OFPaHUYEHNA AM3alHA
nccnenoBaHUsA, UCTOMHUMKOB AaHHbIX WM aHA/IMTUYECKMX METOAOB, BK/AOYana Npobaembl UCKaXKeHMUs
pe3ynbTaToB, OWMOOK, reHepanmsaumm W CAyd4aliHOM norpewHocTM. Heobxoammo obcykaeHue
BEPOATHOCTU yCcrnexa Mep, HanpaB/IEHHbIX Ha YMEHbLUEHWEe KOAIMYeCcTBa OWNBOOK.

10.5.1.10. 3awmTa cybbEKTOB WUCCNeAOBaHUA: Mepbl H6e30nmacHOCTU C Uenbio obecneyeHus
COOTBETCTBMA TPeboBaHMAM 3aKOHO4ATENbCTBA rOCy4apcTBa-yaeHa no obecrnevyeHmto 61arococTosHUA n
npaB y4aCTHMKOB HEMHTEPBEHLIMOHHbIX NOCTPErMCTPaLMOHHbIX UCC/1e0BaHNIM BesonacHoCTU.

10.5.1.11. YnpaBneHue gaHHbIMU 1 NPeACTaBAeHNE MHPOPMALMN O HeXeNaTeNbHbIX ABMEHUAX U
HerKenaTesIbHbIX peaKkLmMaAx: npoueaypbl cOopa, ynpasneHus 1 npeactaBieHmsa coobLweHnin 0b oTaenbHbIX
Cly4anx HeXKenaTebHbIX Peakunit 1 Nobol HoBOM MHGOPMaLUKM, KOTOPana MOXKET OKa3aTb BAUAHME Ha
OLEHKY COOTHOLLEHMA "NoNb3a - pUCK" IeKaPCTBEHHOrO NpenapaTa Npu NpoBeAeHUN UCCNeAOBaHUA.

10.5.1.12. MnaHbl NO pPACNPOCTPAHEHMUIO MOJIYYEHHbIX AAHHbIX M COODLLEHUIO pPe3y/bTaToB
nccnefoBaHWA, BKAOYAA NAaHbl NOAAYM TEKYLIUX OTHETOB, UTOrOBbIX OTYETOB U MYGAMKaLMU.

10.5.1.13. Ccbinku.

Pasgen moxet BKNtoYaTh B cebn !1}06le AONO/IHUTENDBHYIO NI BCNOMOraTe/ibHYyHO VIHd)OpMaLl,MI-O (0}



cneumpuUecknx acneKkTax, KoTopble paHee He paccmaTpuBanucb (Hanpumep, aHKeTbl, ¢GOpPMbl
pPenopTUPOBaHUS).

MccnenosaHna Mo OLLEHKE BbIMOJIHUMOCTU, MPOBEAEHHbIE AAA MNOATBEPNKAEHUA pPa3paboTKu
NPOTOKOMa, Hanpumep, TECTMPOBaHME aHKeT (OMPOCHMKOB) M/AM NPOCTble MNOACYETbl MeAMUMHCKUX
ABMIEHMI MAM Ha3HayeHW no 6ase JaHHbIX C LENblo OnpedesieHUA CTaTUCTUUYECKOW TOYHOCTU
nccnefoBaHUA, [AOMKHbI Pa3mellaTbCA B COOTBETCTBYIOLLEM pasfesie MPOTOKO/Aa WCCAedoBaHua C
KPaTKMM OMnMcaHMem MeToA0B W pesynbTaTos. MccieaoBaHMA NoO OLEHKe BbINOAHUMOCTH, ABAAIOLLIMECS
YacTblo UCCeA0BaTEIbCKOrO NpoLecca, AO/MKHbI BblTb MOMHOCTLIO OMMCaHbl B NPOTOKOAE (Hanpumep,
MUNOTHaA OLLEHKa UCMO/b3YeMOro ONPOCHMKA 415 NaLUMeHTOB).

10.5.2. KoHTpoAb 3a BHECEHNEM U3MEHEHWI B MPOTOKO UCCAEA0BAHUA.

BHeceHMe N3MeHEHU I M 0BHOBNEH M B NPOTOKOA UCCNEA0BaHMA A0/KHO OCYLLECTBAATLCA N0 Mepe
HeobXoAMMOCTU B X0A4e UcCef0BaHMA. BHeceHMe Nt0bbix CyLLLeCTBEHHbIX USMEHEHMWI B MPOTOKOA Nocae
Hayasa uccnenoBaHMA AOIKHO ObiTb 3adUKCMPOBAHO B NPOTOKO/IE TaKMM 06pas3om, YTobbl ero MOXKHO
6blN0 OTCNeAWUTb M NPOBEPUTb, BKAKOYAA [AaTbl BHECEHUA M3MEHEHMI. Ecan BHeceHMe U3MeHEeHWI B
MPOTOKO/A MPUBENIO K TOMY, YTO MUCCAeLOBaHWE OblN0 MPU3HAHO WHTEPBEHLMOHHbBIM KAMHUYECKUM
uccnefoBaHWeM, B JajibHEWLWEeM MUCC/ef0BaHUE MPOBOAUTCA B COOTBETCTBMM C MEXKAYHapPOAHbIMM
A0roBOpPaMm 1 akTamm, COCTaBAAOLMMM NpaBo Colo3a M 3aKOHOAATEIbCTBOM FOCYAapPCTB-4Y/1EHOB.

Ona pobpoBOAbHO WMHULMMPOBAHHLIX MMPUB AeprKaTento PerncTpauMoHHOrO YAOCTOBEpeHUn
pekomeHayeTca nepegaTb NPOTOKOA WCCAeA0BaHWUA C  WM3MEHEHUAMU WM O0BHOBAEHUAMM B
YMNO/IHOMOYEHHbIM  OpraH  rocyZapcCTBa-y/ieHa, Ha  TeppuTOpUM  KOTOPOro  MPOBOAMTCS
MOCTPErncTpaLMoHHOE HeNMHTEPBEHLIMOHHOE UcCiea0BaHe 6e30MacHOCTU 1eKAPCTBEHHOrO Npenapara.

Ana MPUB, MHUUMMPOBaHHbLIX AepXKaTenem perncTpaLMoOHHOro yaoCToBepeHUA B COOTBETCTBUN C
06A3aTeNbCTBOM,  HA/NIOXKEHHbIM  YNOJIHOMOYEHHbIM ~ OPraHOM  FOCYZapCTBa-YsieHa, AeprkaTenb
PErncTPaLnoHHOTO YAOCTOBEPEHUA AO/MKEH obecnevynTb npeactasieHMe UHPOPMaLUM O BHECEHUU
No6bIX CyLLEeCTBEHHbIX MU3MEHEHWUI B NPOTOKO/ UCCNeA0BaHMA B YNIONHOMOYEHHbIN OpraH rocygapciea-
YsieHa, KOTopbIiM BblIN HaoXKeHbl 06A3aTeNbCcTBa NO NpoBeaeHuto MNPUB, 4o MomeHTa nx BBeAEHMA.

10.6. MpeactaBneHne gaHHbIX Mo GapmaKoHad30py B YNONHOMOYEHHblE OpraHbl rocyAapcTs-
Y/leHoB.

10.6.1. [daHHble, 3HaUYMMble A7 OLEHKM COOTHOLIEHMA '"Mosb3a - pUCK" JIEKapCTBEHHOro
npenapara.

Jep:KaTenb perncTpaLMoHHOro YA0CTOBEPEHUA BbIMOMHAET KOHTPO/b AAHHbIX, MOJyYaemMbiX Npu
npoBeAeHUU WUCCAeA0BaHWA, U  OLEHMBAeT WX BAWAHME Ha COOTHOWeHWe '"nonb3sa - puck"
COOTBETCTBYHOLLEIO JIEKAPCTBEHHOTO Npenapata. J/llobas HoBas MHPOPMaLUA, KOTOPas MOKET MOB/IUATD
Ha OL,eHKY COOTHOLWEeHMA "Nosb3a - PUCK" IeKaPCTBEHHOrO NpenapaTa, HesameL/InTeIbHO coobLuaerca
YNOAHOMOYEHHbIM OpraHam rocyAapCcTB-Y41€HOB, Ha TeppuUTOpuUM KoTopbix nposoautca [PUB U
3aperucTpupoBaH MccaeayemMblil IeKapCTBEHHbIN npenapaT. [aHHble, KOTOpble MOTYT OKasaTb BAMSHME
Ha OLEHKY COOTHOLLEHMA "Nonb3a - PUCK" IeKapCTBEHHOro nNpenapaTa, MOryT BKAOUYaTh B cebs AaHHbIe,
nosyyaemble B pesynbTaTe aHanM3a MHGOPMaALMKM O NMOLO3PEBAEMbIX HEKENATENbHbIX Peakumax, Uam
pe3y/ibTaTbl NPOMEKYTOYHOIO aHa/IM3a 0606LEHHbIX ZaHHbIX MO 6e30MacHOCTY.

[daHHoe MHOPMUPOBaAHME HE AOMKHO BAMATL Ha MHPOPMALMIO O pesyabTaTax UCCNedoBaHUN,
KoTopas npeacrasnsetca B pamkax MOOB 1 B obHoBneHuax MYP (ecnv npumeHnmo).

10.6.2. Mopgo3peBaembie HexenaTeNbHble peakuMm M UHaa MHPopmauma no BHesonacHocTy,
noasiexallan CPOYHOMY NPeACTaBAEHMIO.

NHpopmauma no cepbesHbiM HenpeasuaeHHbIM HeXenaTe/lbHbIM PeakLmMam U Haa nHdopmaumsa
no 6e3onacHOCT! A0/XKHa NPeACTaBAATLCA B CPOYHOM MOPSAAKE B YNONHOMOYEHHbIE OpraHbl FocyAapcTs-



Y/IeHOB B COOTBETCTBUWN C TpeboBaHMAMM MpaBua HagNeXKallel KAMHUYECKON NPaKTUKKM EBpasnitckoro
3KOHOMMYECKOoro cotosa. lNpoueaypbl cbopa MHPOPMaLMKU NO HeXeNnaTeNbHbIM PeakUuam, ynpasneHns
AaHHbIMUK (BKAtOYasA 0630p M OLLEHKY, BbINOJHAEMYIO AepXaTeNem PerMcTpaumoHHOro yaocToBepeHus,
€CNN 3TO MPUMEHUMO) M NpPeAcCTaBAeHnA COObLLEHMIA O MOoAO03PEBAEMbIX HeXKenaTeNbHbIX peakumax
[AONKHbI BbINOMHATLCA B LLEeHTPaX NPoBeAeHUsA KIUHUYECKUX NCCAeA0BaHMIA U B KpaTKOW dopme A0NMKHbI
6bITb N3/10XKEHbI B MPOTOKO/1e UCCNeA0BaHMA.

10.6.3. OTyeTbl 06 nccnegoBaHUAX.
10.6.3.1. MpomexKyTo4HaA OTYETHOCTb.

YNONHOMOYEHHbIN OpraH rocyAapcTBa-4/ieHa MOXKET 3aNpoCUTb NPeaCcTaBAeHMEe NPOMEKYTOYHOMO
oTt4yeTa no sbinonHAemomy MNPUB Ha nekapcTBeHHbIe npenapaTbl, 3aperncTpMpoBaHHbIe Ha TEPPUTOPUAX
rocyapcTB-41eHoB. 3anpocbl Ha NpeacTaBAeHMEe MPOMENKYTOYHbIX OTYETOB MOryT ObiTb cAenaHbl A0
Havana uccnegosaHua unm B Ntoboe Bpemsa B xode NpoBeneHuA uccaenosaHusa. MNMpuunHoi 3anpoca
MOMKeT 6bITb MHGOPMaLMA B OTHOWEHUN NPOPUAA 3IPPEKTUBHOCTU U (M) Be30nacHOCTH, BO3HMKaloLWAA
B X04e uccnenoBaHua, nMbo HeobxoauMOCTb MNOSyYeHUA MHPOPMaALMM O XOAe BbINOJHEHMA
nccnenoBaHMA B KOHTEKCTE PEryaATOPHbIX Npoueayp, a Takke BaXKHaa nHpopmauma no 6esonacHoctv
NleKapCTBEHHOro npenapara.

Bpemsa npeactaBneHnsA NPoOMeKYTOUYHbIX OTYETOB A0/1KHO ObITb COr/1aCOBAHO C YNOJHOMOYEHHbIMMU
OopraHamu rocyaapcTB-4/1EHOB W YKa3aHO B NPOTOKO/ie nccaenosaHnii. Xoa BbinonHeHua NMPUB gonkeH
COOTBETCTBYIOWMM 06pa3om oTparkaTtbea B [MOOB u B o6HoBAeHUAX MYP (ecnv npumeHnmo).

CopeprkaHne NPOMEXKYTOYHOro OTYeTa AO/KHO C/e0BaTb JIOTMYECKOM MOC/egoBaTe/IbHOCTU U
[O/IKHO BK/OYATb B ceba Bce AOCTYyMHble faHHble, NMPU3HAHHbIE MMEIOWMMMU OTHOLIEHWE K XoAy
BbINO/NHEHUA WCCNEA0BAHUA, HAMPUMEP, YMCNO BKIKOYEHHBIX B WUCCAeAO0BaHME MNALMEHTOB, YMUCNIO
NauneHTOB, NOABEPrLIMXCA BO34EMCTBUIO JIEKAPCTBEHHOrO NpPenapaTa, UixM YUC0 NaLMEHTOB, Y KOTOPbIX
3aMKCUMPOBaH MOHUTOPUPYEMbIA MCXOM, CNOMHOCTU B BbIMOJAHEHUN NUCCAEA0BAHUA U OTKIOHEHMA OT
oXngaemoro nnaHa. Mocne paccMOTPeHMA OT4eTa YNOJIHOMOYEHHbIM OpraHoOM rocyAapcTBa-YneHa
MOMKET BbITb 3aMpoLWeHa AONOAHUTEIbHAA MHPOPMaLUA.

10.6.3.2. Torosbiit OTYET UCCNeA0BaHUA.

WNtoroebili otyeT MPUB aonkeH 6biTb NOAAH B YNOAHOMOYEHHbIE OpraHbl roCyAapCTB-41eHOB KakK
MOKHO CKOpee Moc/ie ero 3aBeplieHns M B TeyeHMe 12 mecAueB ¢ AaTbl OKOHYaHMA cbopa AaHHBIX.
[ep:KaTeNb perucTpaumMoHHOro yAoCTOBepeHUAa nodaeT uTorosbili otyeT MPUBE B yno/sHOMOYEHHbIEe
opraHbl rocyfapcTB-4/1€HOB, B KOTOPbIX MPOBOAUTCA UCC/eA0BaHME.

Ona NPUB, no6poBONbHO MHULMMPOBAHHbIX AepiKaTefieM PerncTpaumoHHOro YAOCTOBEPEHMS,
TaKKe PEeKOMEHZYeTcs nepeatb WMTOrOBbIM OTYET 06 McCAefoBaHWMM YNOJHOMOYEHHbIM OpraHam
rocyA4apcTB-4/1eH0oB, Ha TePPUTOPMMN KOTOPbIX 3aPErMcTPMPOBaH IeKapCTBEHHbIN Npenapar.

Ana MPUB, nHMUMMPOBaHHbLIX AepXKaTenem perncTpaLMoOHHOro yaoCTOBEPEHUA B COOTBETCTBUN C
06A3aTeNbCTBOM, Ha/laraeMbIM CO CTOPOHbI YNOIHOMOYEHHOIO OpraHa rocyapcTBa-yieHa, ecnm He 6bino
NpeaoCTaBNEHO pa3pelleHMe Ha OTCcTynfieHMe oT TpeboBaHWN, nOepKaTeNb PerncTpPalmMoHHOro
YAOCTOBEPEHUSA LOMKEH B TedeHMe 12 MmecAuEeB ¢ AaTbl OKOHYaHWUA cbopa AaHHbIX SOKEH NPEeACTaBUTD
NTOroBbI OTYET 06 UCCef0BaHMM, BKAKOYAA pe3toMe UCCe0BaHuA gna nybamKaumm.

B C/lydae OCTaHOBKU UccnenoBaHUA NnogaeTcA NTOroBbIN OTYET C 06 bACHEHNEM NPUYNHbI OCTaHOBKHK
nccnenoBaHuA.

Ntorosbiii otueT MPUB ponkeH BKAtoYaTb B cebA cieaytowme pasaenbl u uHdopmaymio:

10.6.3.2.1. HammeHoBaHWe: HaummeHOBaHWE, BKAOYalowee B cebA o0bLleynoTpebuTenbHyto
TEPMUHONOMNIO U YKasbiBalollee AM3aiH MCCefoBaHWA, NOA3aroN0BKM C AaTOM MTOrOBOro OTYETa,
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MMeHEeM U cBeaeHUsMN 06 OCHOBHOM aBTOPE OTYETa.
10.6.3.2.2. KpaTKoe coaeprkaHue: oTAeNbHOE pe3tome B NpeacTaB/ieHHOM HUxKe popmarTe.

10.6.3.2.3. [epkaTenb perncrpaymMoHHOro yOOCTOBEPEHUA: HaMMEHOBaHMe AaepXKaTtensa
perncTpaunoHHOro yaoCcToBepeHna 1 ero agpec.

10.6.3.2.4. UccnepoBatenn: MMeHa, TUTY/bl, y4eHble CTerneHKn, agpeca U ceegeHus o060 Bcex
nccnepoBaTensx, a TaKXKe MNepeyeHb BCEX BOB/EYEHHbIX B WCC/AEAOBaHWE oOpraHuMsauuMi UM MecT
BbIMNO/IHEHUA UCCIeA0BaHUS.

10.6.3.2.5. KOHTpO/ibHble TOYKWU: 3anjaHMpPOBaHHble W aKTUYEeCKMe p[aTbl MO CAeAyHoLWUM
KOHTPOJ/IbHbIM TO4KaM BbIMO/IHEHUA UCCNEeL0BaHMUA:

Hayano cbopa AaHHbIX;

KoHeL, cbopa AaHHbIX;

OTYETHOCTb O XOAe UCCeA0BaHNA, 3aMNpPOoLLeHHaA YNOJAHOMOYEHHbIM OPraHOM rocyaapcTBa-yaeHa;
NPOMEKYTOYHAaA OTYETHOCTb O pe3y/bTaTax UCCAeA0BaHMA (eciM NPUMEHUMO);

MTOrOBbI OTYET O pe3ynbTaTaxX UCCe0BaHUS;

nobble MHble BaKHblE KOHTPOJ/IbHbIE TOYKM, MPUMEHMMbIE K WCCAEA0BaHMIO, BKAKOYas aaTy
YTBEPXAEHMA NPOTOKOa KOMUTETOM MO 3TUKE (€CAN MPUMEHNMO) U AaTy PErMCTPaLLMU UCCNEeA0BaHMA B
3/1IEKTPOHHOM PEECTPE UCCNEL0BAHMIA.

10.6.3.2.6. O6oCcHOBaHME U NPEANOCbIIKM NPOBEAEHUS UCCIef0BaHNA: ON1caHWe npobaembl No
6e30MacHOCTM, KOTOpas NpuBena K WMHULMALMW UCCAELO0BAaHWUA, a TaKXKe KPUTUYECKUA aHanm3 Bcex
[OCTYMHbIX ONYB/AIMKOBAHHbIX U HEOMybNMKOBAHHbLIX AAHHbIX, COAEPMKALLMX OLLEHKY COOTBETCTBYHOLLEN
MHPOPMaLMK No 6€30MacCHOCTU MW YKasaHMe HeAOCTAWMX 3HaHMIA No 6e30MacHOCTH, Ha NosyYeHue
KOTOPbIX Obl/10 HaNPaB/AEHO UCCef0BaHME.

10.6.3.2.7. Uenb 1 3agaumn nccnefoBaHuA: Lelb MCCNea0BaHUA U 334341 NCCe0BaHUA, BKAOYaA
Ntobble NpeaBapuTenbHble TMNoTesbl, B COOTBETCTBUMN C MPOTOKOJIOM UCMbITAaHWUNA.

10.6.3.2.8. U3meHeHMA U OOHOBNEHUS: nepevyeHb OObIX CYLLECTBEHHbIX W3MEHEHUN U
0B6HOBNEHUI MNEPBOHAYaNbHOTO MPOTOKO/A WCMbITaHWMI Nocie Hayana cbopa JaHHbIX, BKAKOYasA
060CHOBaHME KaxKA0ro MUsmeHeHUsA UaM o6HOBNEHMUA.

10.6.3.2.9. MeToabl nccneaoBaHMA, B TOM YUCNE:

AM3alH nccneaoBaHusA: KNKYeBbIe 31eMeHTbl An3aliHa uccneaoBaHus u o6ocHoBaHMe BbiI6paHHOro
AN3alHa;

YC/NIOBUA: YCNOBMA, MECTa W COOTBETCTBYIOLIME JaTbl MPOBEAEHUA MCCAeA0BaHWA, BKIOYAA
nepuoapl Habopa NaumMeHToB, nocaeaytoLero HabaaeHUA 1 c6opa AaHHbIX, B C/lyYae CUCTEMATUHECKOro
0630pa MAM MeTa-aHa/n3a - XapaKTEPUCTUKM UCCeA0BaHUI, UCMO/b3yemMble B KauyecTBe KpUTepues
NMPUEMIEMOCTH, C X 06OCHOBaHMEM;

naumneHTbl: Ntobas ueneBana NOMyNAUMA U KPUTEPUM BKAKOYEHWA MALMEHTOB B MCC/eAOBaHME.
[o/1KHbI BbITb YKa3aHbl UICTOYHMKM M MeTOoAbl NoAb0opa y4aCTHUKOB, BKIOYAA (rae NPUMEHUMO) MeToApb!
UHOMBUAYANN3ALUM CYYAEB, @ TAKXKE KOJIMYECTBO M NPUYMHbBI UCKNOYEHMA U3 UCCNEA0BaHMS;

nepemMeHHble: BCe pe3ynbTaTbl, BO3AENCTBME, MNPOrHOCTUYECKME GaKTopbl, MNOTEHLUMasbHble
ncKaxkatowme dakTopbl M dakTopbl, Mogudnumnpytowme spPeKT, BKAKOYAA ONepaumoHHbIe onpeaeneHuns.



Mpn HeEOBXOAMMOCTU, NPEACTaBAAOTCA ANArHOCTUYECKNE KpUTEPUN;

WCTOYHUKM OaHHbIX U U3MEPEHUE: O/A KaXKAoW paccMaTpuBaemon MepeMeHHON YKasblBatoTcs
NCTOUYHWNKM AaHHbIX U NoAPO6HOE ONMCcaHWe METOA0B OLLEHKU N U3MEPEHUn (eCv MPUMEHMMO), a TaKKe
COMOCTaBMMOCTb METOZOB OLEHKM (Npu Hanuumm 6onee 1 metoga). Ecnm nccnenosaHue ncnonb3oBano
CYLLECTBYHOLLUMI UCTOYHMK AAHHBIX, TAKOM KaK 3N1E€KTPOHHbIE MeANLMHCKME KapTbl, A0NXKHA cO0bLaThes
mobaa nHpopmauma o BanMAHOCTM 3anuceld U KOAMPOBaHWM AaHHbIX. B cnydae cuctematnyeckoro
0630pa WM MeTa-aHaAn3a AO/KHbl OblTb OMMCaHbl BCE UCTOYHMKM MHPOPMAUMK, CTpaTerns Moucka,
MeToAbl ANA Bbibopa UccaeaoBaHWiA, MeToAbl U3B/eYeHUs AaHHbIX U N1tobble NPoLEecch! AR NOAYYEHUA U
NOATBEPXKAEHMA AaHHbIX UCCAeaoBaTenel;

OWWBKM: onucaHne nNpPeanpuHATbIX OENCTBUIA MAM Mep NO O06palLeHMIo C NOTEeHLMANbHbIMK
MCTOYHUKaMU OWNBOK;

06bem BbIOOPKN: 06BbEM BbIGOPKM U 0BOCHOBaHME NIOOOro BbIYMCNEHUA pa3Mepa BbIGOPKU U
MeToZa LOCTMKEHUA NPeanoiaraeMoro pasmepa BbIbopKu;

npeobpasoBaHMe AaHHbIX: NPeobpa3oBaHUs, BbIMMCAEHMA WAM ONepaLmm C AaHHbIMKM, BKIOYas
MeToabl 06pabOTKU KOMMYECTBEHHbIX AaHHbIX NPU BbINOAHEHUN aHanu3a, 060CHOBaHWE BblB6PaHHbIX
METOZO0B rPYNMnMpPOBaHMS AAHHbIX;

CTaTUCTUYECKME MEeTOoApl: ONnCaHne No cleayoWmMm acneKkTam:
OCHOBHble MeToabl 0606 UeHus;

BCE CTAaTUCTUYECKME MEeTO[bl, KOTOpble NMPUMEHANUCh B UCCAEAO0BaHWUM, BKAOYaA MeTodpl A4S
KOHTPONSA MCKa)KEHWM U B OTHOLWIEHMM METa-aHa/IM30B - METOAbl KOMOMHMPOBAHWUA pPe3y/bTaToB
nccnefoBaHum;

nobble MeTobl, UCNOb3yemble 418 U3ydeHUA NoArPynn U B3aMMOLENCTBUM;
noaxo, K peleHuto npobembl No HeAOCTYMNHbIM AaHHbIM;
OL,EeHKa YyBCTBUTEIbHOCTU UCC/Ie40BaHUS;

BCE M3MEHEHMWA NJaHa aHanAu3a AaHHbIX, NPeayCMOTPEHHOro MPOTOKO/NIOM MUCC/NeaoBaHUsA, C
o060CHOBaHMEM U3MEHEHWUIA;

KOHTPO/1b Ka4ecCTBa: MeXaHU3Mbl U npoueaypbl obecneyeHun KayecTsa u LeNOCTHOCTUN AaHHbIX.

10.6.3.2.10. Pe3ynbTaTbl: NpeacTaBaeHme Tabnauu, rpaduKoB U UANKOCTPALUA AN oTOBparkeHus
MoAy4YeHHbIX AaHHbIX M NPOBeAEeHHOro aHanu3a. JonHbl 6bITb NPeACcTaBNEHbl KaK aAanTMPOBaHHbIe, TaK
M HeaZanTMpPOBaHHble pe3ybTaTtbl. OLEeHKa TOYHOCTU AaHHbIX A0/XKHA ObITb BbINONHEHA KOIMYECTBEHHO
C YKasaHMeM [O0BEpUTE/IbHbIX MHTEPBasoB. JTOT pasfen AO/IKEeH BK/AlovaTb B cebs criegyrowme
noapaszaensi:

a) YYaCTHWMKM: KONMYECTBO MALMEHTOB Ha KaXKAOM 3Tane WCCAeAOBaHWA (Hanpumep, 4Mcno
NOTEHUMANbHO COOTBETCTBYIOLLMX, NPOWeAWMX NPoLesypy CKPUHUPOBAHMWSA, MOATBEPMKAEHHbIX KaK
COOTBETCTBYIOLIME, BKIOYEHHbIX B WCCNEAOBaHME, 3aBepLUAOWMX nocneayloulee HabaogeHve wu
NPOAHaNM3NPOBaHHbIX, @ TaKKe MPUYMHbI BblObITUA U3 UccienoBaHUA Ha abom 3Tane). B cayvae
cucTematnyeckoro ob3opa WMAM  MeTa-aHanus3a - KOAMYECTBO CKPUHMPOBAHHBIX, OLLEHEHHbIX Ha
COOTBETCTBME W BK/IOYEHHBIX B 0630p MCCIEA0BAHUIA C YKa3aHUEM MPUYMH UCKIIOYEHUA HA KaXKAoM
aTane;

6) onucaTenbHble AaHHbIE: XapPaKTEPUCTUKM YYACTHUMKOB WCCIenoBaHus, MHOGOPMALMA O
BO3AEUCTBMM U NOTEHUMANbHbIX WCKaXKalowmx GaKTopax, a TaKKe KO/IMYeCcTBO YYaCTHUKOB C



OTCYTCTBYIOLWMMMN AaHHbIMU ANA KaXKAOW paccMaTpMBaemMon nepemMeHHon. B ciydae cuctematmyeckoro
0630pa WM MeTa-aHanM3a - XapaKTEPUCTMKA KaX4oro WcCiefoBaHus, AaHHble KOTOporo 6biau
MCMosIb30BaHbl (Hanpumep, 0b6bem BbIBOPKK, Mocneaytoliee HabntoaeHme);

B) AaHHbIE O pe3ynbTaTax: KO/IMYECTBO YH4aCTHMUKOB MO KAaTETMOPUAM OCHOBHbIX Pe€3y/ibTaTOB,

r) OCHOBHble pe3ynbTaTbl: pPe3y/ibTaTbl HEaZANTUMPOBAHHOM OLEHKM (ecaM NpPUMEHMMO),
a[anTUPOBaHHOM OLEHKM C YYETOM MCKarkalowmx ¢GaKTopoB UM UMX TOYHOCTb (Hanpumep, 95%
[0BepUTENbHbIA  MHTepBan). EcAM NPUMMEHUMMO, OLEeHKA OTHOCUTENbHOrO PUCKA AO0/KHA ObiTb
nepeseeHa B abCONOTHBIN PUCK 4S8 3HAYMMOTO Nepmnoaa BpeMEHH;

ﬂ,) apyrmne sunabl aHanusa: Apyrne nposegeHHble aHan3bl, Hanpumep, aHaamsbl noarpynn wu
B3aMMO,EI,eI\/‘ICTBVIﬂ, d TaKXXe aHa/1M3bl 4yBCTBUTE/IbHOCTH;

€) HeXKenaTesibHble ABNEHUA U HeXXenaTe/bHble peaKkLMu: ynpasieHne AaHHbIMU U NpeacTaBieHme
MHPOPMaLMKN O HeXKeNaTeNbHbIX ABMEHUAX N HeKeNaTeNbHblX peakuuax B YyNoAHOMOYEHHbIe OpraHbl
rocyapcTB-4/ieHOB. B OTHOWeEHMU onpeaeneHHbIX AW3aNHOB WCCAEA0BAaHWM, TaKUX Kak "caydain -
KOHTPO/Ib" MM PETPOCMNEKTUBHbIE KOFOPTHbIE UCCAeA0BaHNS, 0COBEHHO BKAtoYatowmx B cebs aHanms
[AaHHbIX 31EKTPOHHbIX MEAUUMHCKUX KapT, CMCTEMATUYECKME NEepPecMoTpbl M MeTa-aHanu3bl, A0KHO
6bITb YKa3aHO O HEBO3MOMKHOCTU MPOBECTU OLEHKM CTEMEHU L4OCTOBEPHOCTU MPUYUHHO-C/IeACTBEHHOM
CBA3M Ha YPOBHE UHAMBUAYANbHbIX C/ly4Yaes.

10.6.3.2.11. O6cyxKaeHme:

a) KA4yeBble pe3y/bTaThl: K/lOYeBble pesynbTaThl, MMeloWMe OTHOWEHMEe K 3adavyam
nccnenoBaHusA, paHee NPOBEAEHHOE UCCNefoBaHWE, pe3yabTaTbl KOTOPOro COriacylotca  Mau
npoTUBOpEeYaT NoayYeHHbIM TEKYLMM pe3yibTaTaM, BAUAHWE pe3y/bTaToB Ha COOTHOLWeHWe "nonb3a -
pUcK" NeKkapcTBeHHOro npenaparta, ec/in 3To NPUMEHUMO;

6) orpaHuMYeHUA: OrpaHUYEeHUs MCCNenoBaHWA, NMPUHMMAlOLWME BO BHMMaHWEe OBCTOATENbCTBA,
KOTOpble MOTMNN MOB/AMATb Ha KAauyecTBO M LLENOCTHOCTb AaHHbIX, OFPaHWYEHUA NoAxo4a U METOLOB,
KoTopble 6blIM UCMO/b30BaHbl AN MWHUMMU3AUUU WX BAMAHUA (Hanpumep, OTCYTCTBYIOWME WM
HenoJsiHble AaHHble, MPUMEHEHHbIE OLEHOYHble 3HaYeHMA), WUCTOYHMKM MOTEHLMANbHbIX OLWMOOK U
HEeToYHOCTEN M BaNMAHOCTU ABNeHMIA. HeobxoanmMo obCy»KAeHWe KaK HanpasieHWus, Tak U macluTaba
MOTeHUMaNbHbIX OLWMOOK;

B) MHTepnpeTauuMa: UHTepnpeTaumsa pesynbTaToB MCCAeA0BaHUIA C y4eTOM 3a4a4, orpaHUYeHni,
MHOMECTBEHHOCTM aHa/n3a, pPes3yNbTaToB CXOXMX WCCNedoBaHUM U APYrMX COOTBETCTBYOLWMX
noaTBEpPKAEHWUN;

r) o6o6uaemoctb: 0606LaemMocCTb (BHELHAS BaIMAHOCTb) Pe3yAbTaToOB UCC/Iel0BaHMS.
10.6.3.2.12. Ccbinku.

10.6.3.2.13. Apyraa nndopmaums: ntobas goNoNAHUTENbHAA UM BComoraTesibHas MHGopmauus o
cneumnduUecKknx acneKkTax UccneoBaHmA, He PAacCMaTPUBaBLLMXCA PaHee.

10.6.3.3. Pe3slome MTOroBOro oT4yeTa MCCAeAO0BaHMSA AOMKHO BKAOYaTb B cebs 0606LUeHHY
MHPOPMALMIO O METOAAX M pe3y/ibTaTax MCCAeA0BaHUA, NPeaCTaB/EHHYIO B caeaytowem popmaTe:

a) HaMMeHOBaHMWe C NoA3aro/I0BKaMK, BKAIOYAn AaTy COCTAaBNEHUS pe3loMe, UMA U CBeAeHusA No
nepeBomy aBTopy;

6) KntoueBble cioBa (He 6onee 5 KNOYEBLIX CI0B, OTOBPaXKaKOLMX OCHOBHbIE XapaKTEPUCTUKM
nccnenoBaHua);



B) 060oCcHOBaHMeE U NPEAnOCbIIKK;

r) uesb 1 3a4a4m UcCcaeaoBaHUsA;

[) nnaH nccneaoBaHms;

e) ycnosus;

) NaumeHTbl U 06bem BbIOOPKM;

3) nepemeHHble N UCTOYHUKWN OaHHDbIX;
n) pesynbTaTbl;

K) obcyxaeHune (BKAoYan (€cnm NPUMEHUMO) OLLEHKY B/IMAHWUA Pe3ynbTaToOB MCC/eA0BaHUSA Ha
COOTHOLLIEHME "Mo/b3a - pUCK" NeKapcTBEHHOro Npenapara);

N) AeprKaTenb PerncTpaLMoHHOro yA0CTOBEPEHUS;

M) nMMAa U ceeaeHnA No raBHoOMy nccnenoBaTtento.

10.7. MNybaunKauma pesynbTaToB UCCAeA0BaHMUA aBTOPaMM.

[epaTento perucTpaLumoHHOro ya0CTOBEPEHUA PEKOMEH/YETCA 3apaHee COrNacoBaTh CTPaTErnto
ny6AMKaLMiA ¢ TNaBHbIM MCCNea0BaTeNIEM B C/lyyae, eCAU UCC/Ie0BaHNE NMPOBOAUTCA U aHAIM3UPYETCS
MONHOCTbIO WAM  YACTUYHO WCCNELOBATENs MW, He SBAAIWMAMUCA COTPYOHMKAMKU  AepyKaTens
PErucTpaunoHHOro yAoCTOBEpPEHUs. PekomeHayeTcs onpeaensTb CTpaTernio nybanMKaumini Takum
06pa3om, 4Tobbl rNaBHbIM UcCneaoBaTe/lb UMET BO3MOYKHOCTb CaMOCTOATE/IbHO FOTOBUTL NyBAMKauum
no pesy/nbTaTaM UCCNEAO0BaHUA BHE 3aBUCMMOCTM OT aBTOPCTBA AaHHbIX. B aTom cnyvae pepikatenb
PErncTpPaLnoHHOIO YAOCTOBEPEHUA [O/KEH OblTb YNOJHOMOYEH MPOCMATPUBATL Pe3ynbTatbl U UX
WHTEpPNpeTaLMio, BKIIOYEHHbIE B PYKOMNUCb, U NPEACTaBAATb KOMMEHTapUKU A0 Nepenaym pyKonucu B
neyaTb, M3beras HeobOCHOBaHHbLIX 3afepPXKeK NybauKaumm. 3anpocbl Ha BHECEHME W3MEHeHUl B
PYKOMUCb A0/MKHbI ObITb Hay4HO 060CHOBaHbI. [lepKaTeslb PErMCTPALMOHHOIO YAOCTOBEPEHUA AOJIKEH
MMeTb NPaBo 3anpocuTb yaaneHne KoHPUAEHUNANbHOW HPOPMaLUN.

10.7.1. NpepacTtaBneHne onybIMKOBaHHbIX Pe3yNbTaToOB UCCAEA0BaHUA B YNOJHOMOYEHHbIE OpraHbl
rocyAapCcTB-4/1EHOB.

Jep:KaTento perncTpaumoHHOro yA0CTOBEPEHNA PEKOMEHAYeTCs nepesaTb UTOroBYH PYKOMMUCb
CTaTbW B YMNONHOMOYEHHbIE OpraHbl rOCyJapCTB-Y4/IEHOB, Ha TEPPUTOPUM KOTOPbIX 3aperncTpuMpoBaH
NleKapcTBeHHbIW NpenaparT, B TedeHue 2 Hegenb ¢ AaTbl Npuema nybanKauum B usgatenbCcrse.

10.8. 3awwmTa AaHHbIX

[epxatenn perncTpauuoHHbIX YAOCTOBEPEHUA U MccAedoBaTenn  AO/MKHbI  cobaoaaTh
3aKOHO/AaTe/IbCTBO FrOCYAaPCTB-YNEHOB, HA TEPPUTOPUN KOTOPbIX NPOBOAUTCA UCCNeA0BaHME MO 3almTe
JNIMYHBIX [AaHHbIX NaumMeHToB. [lepyKaTenb pPerncTpauyoHHbIX YAOCTOBEPEHUI A0MKeH obecnedyunTb
obpalleHne 1 XxpaHeHue Bcen MHbOopMaLLMM NO UCCNEA0BAHNIO TaKUM 06pa3om, YTobbl ee MOMKHO Bbls1o
TOYHO co0bLWaTh, MHTEPNPETUPOBATL U BEPUPULMPOBATL. B TO Ke Bpema KOHOUAEHLMANBHOCTb AaHHbIX
MeANUMHCKNX KapT NaLMeHTOB He A0KHa BbITb HapyLleHa.

10.9. Cucrtembl KauecTBa, ayanTbl 1 MPOBEPKU
[epatenb perucTpaumoHHOro YyAOCTOBEPEeHUA [JoskeH obecrneyntb BbIMOJHEHNE CBOMX

06s3aTeNIbcTB N0 PapMaKOHAL30PY B OTHOLLEHWWU BbINOJIHEHUA UCCIEA0BaHUA, a TaKke obecneymnTb
BO3MOXHOCTb ayAuTa, NPOBEPKN N BEpUDUKALMM JaHHOMK AeaTeNbHoCTU. J/Tloboe M3MEHEHUE B AaHHbIX



AOMKHO OUKCMpOBaTbCA, 4YTOBbl obecneuynTb MPOCAEKUMBAEMOCTb. [epKaTenb pPervcrTpaumoHHOro
Yy A0CTOBEPEHUA A0NKeH obecneunTb nogaepskaHue B 31eKTPOHHOM popmaTe aHaAnTUYecknx Habopos
[AaHHbIX M CTaTUCTUYECKUX MPOrPamMm, UCNOJIb3yeMblX 418 reHepaLnm AaHHbIX, BKAKOYEHHbIX B UTOTOBbIN
OTYET MO UCCAEA0BaHMIO, @ TaK¥Ke UX AOCTYMHOCTb AN1A ayAnTa U NMPOBEPKU.

10.10. BAnaHue Ha cmcTemy ynpaBaeHMa puckamm

HeuHTepBeHuMoHHble NMPUB (4, B uenom, noboe MHTEPBEHUNOHHOE WU HEWMHTEPBEHUMOHHOE
NOCTPErnCTPaLMOHHOE UCCNef0oBaHMe 6e30MacHOCTM), NPOBOAMMbIE ANA M3yYeHUsA npobaem Mo
6e3onacHOCTK, Kak onucaHo B MYP, ponkHbl BKAtoyatbea B MYP. MpoToKkon mMccnenoBaHWa O0MKEH
npunaratbea K MNYP.

B cnyuyae ecnn MYP oTcytcTByeT, AosixKeH b6biTb pa3pabotaH HoBsbiii MYP, BKAtovatowmii B cebs
[AaHHble MOCTPErncTPaLMOHHOIo nccneaoBaHna besonacHocTM. Bo Bce COOTBETCTBYHOWME pasgenbl U
mogaynu MYP BHOCATCA COOTBETCTBYIOLLME MU3MEHEHMS C YYETOM NPOBEAEHWA UCCef0BaHMSA, BKIOYas
cneumouKaumio 6esonacHocT, NaaH GapmakoHaa3opa U NaaH MUHUMM3ALMKU PUCKOB, a TaKke 0630p
MepP MUHUMM3aLMN PUCKa.

10.11. Npoueaypa obsazaTebHbIX NOCTPErMUCTPALMOHHbIX
nccnenoBaHunin 6esonacHocTn

B rocyiapcTBax-4neHax npoBeAeHUe NOCTPErmcTpaLnMoHHoro uccnefosaHmna 6esonacHoctv (MPUB)
MOXeT ABNATbCA 00s3aTeNbHbIM MPU  OLEHKE MNEepBOHaYas/IbHOM 3asBKM Ha OCYJAPCTBEHHYHO
PEerncTpaumio WA Ha MOCTPErUcTPaLMoOHHOM 3Tane, ecin ectb 0becrnoKoeHHOCTb (06bocHOBaHHOE
3KCMEPTHOE MHEHME OTHOCUTENIbHO OTCYTCTBMA BaHbIX [AaHHbIX, XapaKTepusylowmx npodunb
6e30MacHOCTM NIeKapCTBEHHOrO Mpenapara, MOJlyYeHUE KOTOPbIX TpebyeT BbIMOJHEHUSA aKTUBHbIX
MeToA0B M3y4eHusn 6e30nacHOCTU NO NPUYMHE HEBO3MOXKHOCTM HALJIEXNALLErO U3YYEHUS UM OLLEHKM
pucKka (pPMCKOB) MNpyM MOMOLWM PYTUHHBLIX MeToAoB ¢dapmaKoHag3opa) B OTHOWEHMUM npoduna
6e30MacHOCTM  3aperncTpMpoOBaHHOrO  JIeKapcTBEHHOTro  npenapata.  [aHHoe  TpeboBaHue
YNO/IHOMOYEHHOTO OpraHa AO/MKHO ObiTb Hag/exawum o06pa3om 0H6OCHOBAHO AAHHBLIMWU OLLEHKM
npooduna 6esonacHocTn N 3PPEKTUBHOCTHM, LONKHO BbITb 3aPUKCMPOBAHO B MMCbMEHHOM BUAE U JONKHO
BK/IOYATb 33424M M BPEMEHHbIE PaMKM NOAAYUN U MPOBEAEHUA UCCNe0BaHMA. TpeboBaHNE MOXKET TaKkKe
BK/IOYATb B CebA peKOMeHAaUMW Mo K/AUYEBbIM XapaKTepPUCTUKaM UCCefoBaHWA (Hanpumep, Au3aiH
nccnenoBaHWA, YCNOBUA, BO3AENCTBME, UCxoApl, Lenesasa nonynauua). B umcno pekomeHayembix
METOA0B MOTYT BXOAUTb METOAbI aKTUBHOTO MOHUTOPUHTA (HanprMmep, MOHUTOPUHT Ha onpeaeNeHHbIX
KAMHUYECKNX 6asax, peuenTypHbIi MOHUTOPWHI, PEerucTpbl), CpaBHUTENbHble HabaogaTenbHble
HEWMHTEPBEHLUMOHHbIE  UCCNeAoBaHUA  (Hanpumep, KOTOPTHOe  ucciedoBaHue  (MOHWUTOPUHN),
nccnegoBaHvWe TWMA  CNYY4ali-KOHTPOJb, MWCCNENOBAHME CEPUM CIYH4AEB U WHbIE), KAWHUYECKUE
nccnenoBaHuA, UccnefoBaHua NoTpebaeHus, GapMakoaNUaemMnonormiyeckme NccnesoBaHus.

B TeyeHme 30 KaneHgapHbIX AHEW Moc/ie MOAYYEHUA MUCbMEHHOro YyBeAOM/IeHUa OoT
YNONHOMOYEHHbIX OPraHoOB O Ha3HadyeHuu nposedeHua [MPUB Ha nocTperMcTpaLMoHHOM 3Tane
AepaTenb PerncrpaLuMoHHOro yAO0CTOBEPEHUs BrnpaBe 3anpoCUTb BO3MOMHOCTb MNpeacTaBaeHUua B
KayectBe MPUB nucbMeHHbIX HabntogeHWn OTHOCUMTENbHO 6e30MacHOCTM JIeKapCTBEHHOro cpeacTsa.
YNoNHOMOYEHHbIE OpraHbl rocyAapcTB-41eHOB ONpeaenatoT BpemMeHHble PamMmKM nepuoaa, 3a KOTopbli
NpPeAcTaBAAOTCA Takue HabnwoaeHuAa. Ha ocHOBaHMWM aHaAM3a AaHHbIX MUCbMEHHbIX HabaogeHWui,
NpPeAcTaBNeHHbIX AepKaTefieM  PerncTpauMoHHOro  YAOCTOBEPEHMA,  YNOJHOMOYEHHbIN  opraH
rocyaapcrea-yneHa AO/KEH 0T03BaTb MW NOATBEPAUTL 06A3aTeNbCTBO.

10.12. KOHTpPO/Ib 3@ HEUHTEPBEHLMOHHbLIM NOCTPErNCTPALMOHHbBIMMU
nccnenoBaHmamm besonacHocTu

10.12.1. Ponb 1 069a3aHHOCTM AepKaTeNa PerncTpaLMoOHHOro yA0CTOBEPEHMA.



Ll,ep»(aTenb perncTtpauymnoHHOro ygocrtoBepeHna HeCceTr OTBETCTBEHHOCTb 3a obecneyeHne
COOTBETCTBUA UCCNenoBaHUA KPUTEPUAM HEUHTEPBEHLUMOHHOIO UCCnegoBaHuA.

[epsaTtenb perncTpaumoHHOro yaoctosepeHua B oTHoweHun [MPUB ponkeH obecneuntb
BbIMO/HEHWe cBoMX 06A3aTenbCTB Mo papmaKkoHaA30py, a TaKKe BO3MOXKHOCTb NPOBEAEHUA ero ayauTa,
NpoOBepPKM 1 BepuduKaLmm.

10.12.2. YNOoNHOMOY€EHHbIE OpraHbl rocyAapCTB-4/1€eHOB.

Mocne nMOAyYeHUA pelleHUA  YNOJAHOMOYEHHbIX OPraHoOB O Ha3HayeHUW MpoBeAeHMA
HeuHTepBeHUMoHHoro MPUB gep:kaTenb perncTpaumMoHHOro yaoctoBepeHmsa paspabartbiBaeT NPoTOKON
nccnefoBaHMA U NpeacTaBAseT ero B YNo/JHOMOYEHHbIM OpraH rocyAapcTBa-YjeHa Ha paccmoTpeHue. B
TeyeHne 60 KaneHaapHbIX gHEW OT AaTbl NPEACTABAEHUA MPOEKTA NMPOTOKOAA YNOJHOMOYEHHbI OpraH
rocyfapcrea-yiaeHa cocTaBaAeT OTBET OTHOCUTE/IbHO:

yTBEPXKAEHUA NPOEKTA MPOTOKO/1a UCCNenoBaHUA,
peKOMEH,CI,aLl,VIﬁ Nno BHECEHUIO USMEHEH U B NPOTOKO/N UccnenoBaHuA,
OTKa3a B COrnacoBaHmM NpPoOTOKOJ1a UCcnenoBaHuA;

yBegoOMNeHNA AepxaTtena pPernctpaumMoHHOro yaoctosepeHuna, 4To UccnegoBaHme ABNAETCA
KIMHNYECKM nccnegoBaHmem, nognagatowimm noa Tp66OBaHVI‘r'I MeXOyHapoaHbIX 4OroBOpPOB U aAKTOB,
COCTaBNAWMUX NpaBo Coto3a u 3aKOHOAATEeNbCTBO rOCyaapcCTBa-4seHa B obnactm nposeaeHnA
KTMHUYECKNX MCCJ'IEp,OBaHVIVI.

OTKa3s [ONXKeH BKAOYATb I'IOLI,pO6HOG obocHoBaHMe NPpUYNH HECOOTBETCTBUA B nobom wu3
cnegyouwmnx cnyyvyaes:

€C/IM eCTb OCHOBaHWA MoJsiaraTb, YTO NPOBEAEHNE UCCIeA0BaHUA CNOCOBCTBYET MapKETUHIOBOMY
MPOABMKEHMIO JIEKAPCTBEHHOrO NpenapaTa;

eCcnun nnaH nccneaoBaHmA He NO3BOJIAET BbIMO/IHUTL 3a4a4M UccnenoBaHUA.

UccnepoBaHne moxet 6bITb HayaTO TONbKO MOCAe MUCbMEHHOro yTBEPKAEHUA MPOTOKONA
YNO/IHOMOYEHHbIM OPraHOM rocyaapcraa-4/1eHa.

Mocne Hayana wuccneaoBaHUA Ntobble CyLLECTBEHHbIE M3MEHEHWA B NPOTOKOA MoJakoTca B
YMO/IHOMOYEHHbIW OpraH rocy4apcrBa-yieHa g0 UX BBeAeHUs. YNONHOMOYEHHbIA OpraH rocyaapcrea-
yneHa B TeyeHne 30 KaneHAapHbIX AHEN nocne NoAadn U3MEHEHWI K MAaHy UccneaoBaHWUA A0MKEH
BbIMOJHUTb OLLEHKY 3TUX U3MEHEHWNI U COOBLLMTL AepKaTento PermMcTpaLMoHHOro yaocToBepeHus 06 nx
YTBEPHKAEHWUM WU OTKIOHEHWM.

Mo 3aBepweHUn UCCefoBaHUA AeprKaTeslb PErncTPaLMOHHOrO yA0CTOBEPEHUS MpPeacTaBaser
UTOroBbIi OT4eT 00 MCCIefoBaHMM, BK/IKOYAA pe3lOMe  UccnedoBaHMa  Ana  nybavkaumn, B
YMO/IHOMOYEHHbIW OpraH rocy4apcrBa-4/ieHa Kak MOXHO CKopee, HO He no3aHee 365 KaneHaapHbIX AHel
(12 mecaueB) nocne okoHYaHMA coopa AaHHbIX, EC/IM YTOJHOMOYEHHbIM OPraHOM rocy4apcTBa-yjeHa He
6b110 NPeLOCTAaBNEHO MMCbMEHHOE PA3peLLeHMEe HA YBEIMYEHWE NepUoaa BPEMEHM A/1A NpeaCcTaBieHuA
oTyeTa. YNo/HOMOYEHHbIM OPraHOM rocy4apcTBa-Y/1eHa BbINONHAETCA PAaCCMOTPEHME UTOTOBOro OTYeTa
C nocneayoWwnm NpeacTaBIeHNEM AePKATENO PErUCTPALMOHHOIO YA0CTOBEPEHUA PE3Y/IbTaTOB OLLEHKU
OTYeTa, KOTOpble MOryT BK/IO4ATb B TOM 4WUCile [ONOJSHUTE/NbHbIE BOMPOCHI K  AepyKaTesnto
PEerncTpaunoHHoro yaocrosepeHusa. o pe3ynbTaTy PacCMOTPEHWUA OTYETA M OLEHKM BO3MOMKHOTO
B/IMAHMA NOAYYEHHbIX [AAHHbIX HA COOTHOWeHWe "nosb3a - PUCK' JleKapcTBEHHOro npenapaTa
YMO/IHOMOYEHHbIV OpPraH rocyapcrea-usieHa AOKEH onpeaenvTb HeobX0aMMOCTb PEKOMEHAALMMI MO
BHECEHUIO M3MEHEHWIH B CTATyC perucTpauuu JeKapCTBEHHOro npenaparta, ero npumeHeHve nvbo
onpesennTb HeOBX0AMMOCTb NMPUMEHEHWA UHBIX HaZ/1eXkKallMX Mep C Lenbto obecneyeHmsa npumeHeHus



NleKapCcTBEHHOrOo NpenapaTa NPy NPeBbILLEHUN NOAb3bl HAZ, PUCKOM.
11. UHpopmmpoBaHMe No 6e3onacHOCTU
11.1. CTpyKTypbl 1 NnpoLecchl

11.1.1. 3aga4un MHbOpMUpOBaHUSA MO He30MacHOCTY.
NHpopmmpoBaHme no 6e3onacHOCTM HanpaBaeHO Ha:

a) npeactaBAeHME CBOEBPEMEHHOM, HaydyHO obocHoBaHHOW MHdOpMauMu no 6esonacHomy U
3 PEKTUBHOMY MCNO/Ib30BAHMIO IEKAPCTBEHHbIX NPENapPaToB;

6) cogencTene onNTMMM3aUUM MeAULMHCKOM NPAKTUKN (B TOM YMC/Ie NPAKTUKN CaMoIedeHus) npu
HeobxoaMmocTu;

B) MU3MEHEHME NOAXO/0B, CIOMKMBLUENCA MPAKTUKM U XapaKTepa MCMO/b30BaHMUA IeKapCTBEHHbIX
npenapaTos;

r) noaaepKKy AeaTenbHOCTU, CBA3aHHOW C MMHUMM3aUMEN PUCKOB;

ﬂ,) CO,CI,el‘/JICTBVIe NMPUHATUIO 060CHOBAHHbIX pELUEHMﬁ O pauuoHabHOM UNCNOJ1Ib30BaHUA
NEeKapCTBEHHbIX MPenapaTos.

MoOMMMO  BblllieyYKa3aHHOro, Hagnexalaa wHdopmauma no 6esonacHocTM crnocobersyeT
YKpenjeHuio AoBepua HacereHns K PeryiaTopHon cucteme.

11.1.2. MpuHUMNbI MHGOPMMPOBAHMA MO 6e30MacHOCTK.
CnepyeT NpUMeHATbL caeaytowpme NPUHUMNLI UHGOPMUPOBAHUA NO 6E30NaCHOCTU:

a) HeobxogMmocTb MHPOPMMPOBAHMA MO 6E30MaCHOCTM pPaccMaTPUBaETCA MNPU BbINOJHEHUU
[eATeNbHOCTM No GpapMaKoHaA30py U YNpaBieHUO pUckamu. [aHHbIi KOMMNOHEHT AO/IKEH ABAATLCA
YacTblo NPOLLECCca OLEHKM PUCKA;

6) HeobxoaMMOCTb obecrneyeHMa Hadlexallen KoopauHauum AeATelbHOCTU U B3aUMOAENCTBUA
MeXAY Pa3IMYHbIMN CTOPOHAMM, YHACTBYHOLLMMM B CO34aHMM M 06 MeHe MHbopMaumeli no 6esonacHocTH
(ynonHomoueHHble opraHbl rocyAapCTB-4/ieHOB, WHble TOCYAAapPCTBEHHbIE OpraHbl U AepyKaTenu
PerncTpaLmnoHHbIX YA0CTOBEPEHUIA);

B) HEO6XO,CI,MMOCTb BK/IIOYEHNA B MHd)OpMaLl,MIO no 6esonacHoctn dKTya/lIbHbIX, Y€TKUX,
AOCTOBEPHbIX U KOPPEKTHbIX CBe,CI,EHMﬁ ana nepegaydun u,eneBoﬁ ayanTopun B yCtaHoOB/1EHHbIE CPOKU B
uenax obecneyeHmna BO3MOXKHOCTH NMPUHATUA COOTBETCTBYHOLLUNX Mep,

r) HeobxogumocTb aganTaumMm MHbopmauuMmM no 6e30MacHOCTM MNyTEM  MCNOJb30BaHUA
COOTBETCTBYHIOLLENO A3blKa M C YYETOM Pa3/IMYHbBIX YPOBHEN 3HaHMI M noTpebHoCcTK B MHpopmaumu gns
Pa3/IMYHbIX LEeNEBbIX ayaUTOPUI (Hanpumep, NauMeHToB U paboTHUKOB cdepbl 34paBOOXPaHEHUs), NpK
YCN0BUKN COXPaHEHNA TOYHOCTM U COOTBETCTBUA Nepeaasaemoit nHpopmaumu;

) HeobXoAMMOCTb MPeacTaBNeHns MHGOPMALMKM O PUCKaX C YH4ETOM OBLLENA OLLEHKN MOoJb3bl
NleKapCTBEHHOro npenapara, BKAKYaA AOCTYMHbIE U aKTya/ibHble CBeAeHUA O CEPbe3HOCTU, CTEMeHM
TAMECTWN, 4YaCTOTE HEeMKeNaTe/bHbIX pPeakumit, ¢akTopax puUCKa WX PasBuTMA, BPEMEHM Hadvana,
06paTUMOCTM U, €C/IM BO3MOKHO, NPE/No/iaraeMom nepuoie BOCCTaHOB/IEHNS;

e) WHbopmMpoBaHMe no  6He30nacHOCTM  AO/KHO  CrMOocO6CTBOBATb  paspelleHuto
HeonpeaeneHHocTen B AaHHbIX N0 6e30MacHOCTU. 3TO 0COBEHHO aKTya/bHO B C/ly4ae NosBAEHUA HOBOM



NHPOPMaLMK NPU BbINOAHEHWUN YNONHOMOYEHHbBIMM OpPraHaMu rocyAapcTB-Y41eHOoB NPoueayp OLLEHKK
AaHHbIX No 6e3onacHocTu. Monb3a MHGOPMUPOBAHNA HA AaHHOM 3Tane Ao/XHa b6biTb COOTHECeHa ¢
PUCKOM BO3HWKHOBEHMA OWMBGKM, KOTOPaAs MOMET BO3HWKHYTb B C/lyyae, €CIM WMeBLUMEcS
HeornpeaeneHHble acnekTbl NPoduUaa He cMoram 6biTb Haanexalym 06pPa3omM PasbaCHEHbI;

) B onpeaenieHHbIX cydanax npu npeacrasaeHun MHbopmaumm no 6esonacHoCcTM HeobxoamMmo
YUYUTbIBATb KOHKYPUPYLOLLME PUCKK (HanpuMep, PUCK OTKasa OT JIeYeHus);

3) HEOBX0AMMOCTb MCMOb30BaHNA Hanbosiee 060CHOBAHHbIX KOJIMYECTBEHHbIX NOKasaTenen npu
OMNMUCaHUM W CPaBHEHUW PUCKOB (Hanpumep, NoKasaTeslb He TOJbKO OTHOCUTE/IbHbIX PUCKOB, HO M
abCcoNOTHbIX pUCKOB). [NA CpaBHEHUS PUCKOB TPynnbl  AO/KHbI  OblTb  CXOAHbI MO  CBOMM
XapaKTepuCcTMKam. TaKKe MoryT 6biTb MCNONb30BaHbI U Apyrve cnocobbl NpeacTaBieHUs MHbopmaLmn
(rpadmueckoe npeacraBieHMe OLEHKU PUCKOB U (M/1M) COOTHOLLIEHMA "NoNb3a - puck");

“) HeobxoAUMMOCTb NPOBEAEHUA MNPeaBapUTENbHOIO0 KOHCY/IbTUPOBaHUA WAM TeCTUPOBaHMA
MEANUMHCKMX PabOTHMKOB MM MaUMEHTOB NpWM NoArotoBke uHdopmauum no 6esonacHocTH, B
0cobeHHOCTU B C/lyYae NOAroTOBKM MHPOPMALIMM NO CNOXKHbBIM Npobaemam;

K) MHbopmMpoBaHMe MO 6e30MacHOCTM [O/BKHO BKAOYATb NpeAcTaBfeHue noc/ieaytoLlein
NHPopMaUmK (Hanpumep, NOCAeayIoLUX USMEHEHMI B PEKOMEHAAUMAX, paspelleHns npobiembl no
6e3onacHocTH) (Npyn HeobXoAMMOCTU);

N)  BbiNOMHEHME OUeHKM 3bPeKTUBHOCTM  UHbOopMMpoBaHMA Mo  6esonacHoct  (mpu
HeobxoaMmocCTw);

M) cooTBeTcTBue MHbopMaLmMm no 6e30nacHOCTM TPebOoBaHMAM O 3aLuMTe NEPCOHANbHbIX AAHHbIX.
11.1.3. Uenesble ayamntopum.

OCHOBHOW LLeNEBOW ayauTOpUen, Ha KOTopYo HanpaBaeHo MHGOopMUpPOoBaHKME No 6e3onacHoCTy,
OCYLLECTB/IAEMOE YNOJIHOMOYEHHbIMW OpraHamMm rocy4apcTB-4/1I€HOB 1 AeprKaTeNaAMU PETUCTPALMOHHDIX
YAOCTOBEPEHUMN, ABNAIOTCA PABOTHUKM CUCTEMbI 34PaBOOXPAHEHNA U NALMEHTbI, KOTOPbIE UCMO/b3YIOT
NeKapcTBeHHble npenaparbl.

KntoueByto ponb B OCHOBHOM LLE/IEBOM ayAUTOPUM UrPatoT PaboTHUKM CUCTEMBI 34PaBOOXPAHEHMS.
dddekTMBHOoe WHPOPMMpPOBaHME MO 6E30NaCHOCTU JIEKAPCTBEHHbLIX MpPenapaToB MO3BOMAAET UM
npoBoanTb dapmaKoTepanmio C y4eTOM Hambosee aKTyaslbHbIX CBeAeHuM no 6e3onacHocT w
BblpaboTaHHbIX PeKOMEHAaUMIA, a TaKKe NpeacTaBAATb MOHATHbIE W NOME3Hble CBEAEHMA NaLMeHTam,
cnocobeTBya obecrneyeHMto 6e30MacHOCTM NAUMEHTOB WM MOBbLIWEHUID WX O0BEPUA K pPerynsTopHom
cucTeme M cucTeme 34paBoOOXPaHEHMS.

CpenctBa mMaccoBoi MHbOPMaLUMKM TaKkKe ABAAIOTCA Le/ieBoi ayauTopuen ana nHbopmaumm no
6e3sonacHocTn. CNocobHOCTb CcpeacTB MaccoBOM MHPOPMAaLMK OXBaTbiBaTb MaLMEHTOB, PabOTHUKOB
CUCTEMbI 34 paBOOXPaHEHMSA U LUMPOKME C/IOU HaceNeHUA ABAETCA BaXKHbIM GaKTOPOM pacnpocTpaHeHus
HOBOW W Ba*KHOW MHGOPMALIMM O NIEeKAPCTBEHHbIX MNpenapaTtax. PacnpocTpaHeHue mMHPopmaumm no
6e30nacHOCTM 4Yepes cpencTBa MaccoBOM WMHGOPMALMWM OKasblBaeT BAMSAHME HA O0bLWecTBeHHoe
BOCMNPUATME, NO3TOMY Ba*KHO, UTOBbI cpeacTBa MaccoBOW MHPopMauMu noayyanu uHdopmauuio no
6€e30MacHOCTM HeNoCpPeaCTBEHHO OT YNOJIHOMOYEHHbIX OPraHOB roCcy4apCcTB-4/IEHOB B AOMO/IHEHUE K TOM
MHbOPMaLMKM, KOTOPYHD OHW MOAYHalT U3  APYrMX WUCTOMHMKOB (Hanpumep, OT AeprKaTenew
PerucTpaLmnoHHbIX YA0CTOBEPEHUIA).

11.1.4. CopeprkaHue nHbopmaumm no 6€3onacHoOCTu.

MpuHMMAa BO BHMMAHME MPUHUUNBLI, U30XEHHble B noanyHkre 11.1.2 HactoAwmx [Mpaswun,
nHdpopmauma no 6es3onacHOCT, JONKHA COAEPKATb:



a) NoABAAIOLMECA BaXKHble CBeAEeHMA O /II06OM 3aperncTppoBaHHOM J1IeKapCTBEHHOM Npenapare,
KOTOPblE OKa3blBatOT B/IMSAHWME HA COOTHOLLEHKE "NoJb3a - PUCKA" TEKAPCTBEHHOIO NpenapaTta npu obbIxX
YCNOBUAX MPUMEHEHUS;

6) NPUYMHBI MHULMNPOBAHUA NpoLeaypbl MHGOPMMPOBAHUA NO 6€30MacHOCTU B MOHATHOW ANA
uenesoi ayautopmmn popme;

B) Heobxogumble pekomeHZauuu ans pPaboTHUKOB CUCTEMbI 34PaBOOXPAHEHUA WU MaLMEHTOB,
cBA3aHHble ¢ Npobiemoit no 6e3onacHOCTH, B OTHOLLEHWUM KOTOPOI BbINOHAETCA MHGOPMUPOBAHME;

r) yKasaHMe Ha cOrfalWleHne Mmexay AepXaTesiem pPerncTpaLumoHHOro YAOCTOBEpPEHUs U
YMNO/IHOMOYEHHbIM OPraHOM rocyapcTBa-ysieHa o npeacrasieHnn nHpopmaumm no 6esonacHocTy (npu
HeobxoaMmocCTwn);

4) ceesieHns 060 BCex NpPeasoKeHHbIX USMEHEHUAX B MHGOPMaLMKM O IEKAaPCTBEHHOM NpenapaTe
(Hanpumep, 8 OXJ1N nuan UMN (N1B));

e) bubanorpadmnUeckmini CNMCOK UM CCbIIKU Ha UCTOYHWMKM, FAe MOMKHO HalTK bosiee NoapobHyto
MHPOPMaLMIO O KOHKPETHOM acneKTe 6e30MacHOCTH, YKazaHHOMY B MHPOPMMPOBAHUKM NO Ge30nacHOCTY;

) HanoMuMHaHWe 0 HeobXxoAMMOCTM COObLLLATb O NOLO3PEBAEMbIX HEMKENATe/IbHbIX Peakuuax B
YNOAHOMOYEHHbIA OpraH rocyAapcTBa-y/lieHa 4Yepe3 HaUMOHa/bHYH  CUCTEMY  CMOHTaHHOro
penopTUpPOBaHKA.

NHdopmauma no 6e3onacHOCTU He A0/XKHa BBOAUTb B 3ab1y»KaeHUE U A0/KHa BbITb NpeacTas/ieHa
06beKkTMBHO. UHbOopmaumsa no 6e30MacHOCTM He [O0/MXHA CoAep)aTb Kakux-1Mbo martepuasncs M
COO0BLLEHNI, KOTOpble MOTYT NPeACTaBAATL COBON peknamy u UHYH MHOOPMALIMIO, HaMpaB/IEHHYIO Ha
NPOABMXKEHME NEeKapcTBEHHOro npenapara.

11.1.5. Cnocobbl HPOpMMpPOBaHUSA MO 6e30MacHOCTH.

MpyY BbINONHEHUM MHPOPMMPOBAHMA MO 6E30MaCHOCTM HEOHXOAMMO MCMO/b30BaTb BECH CMEKTP
pa3sHoOBpasHbIX CPeacTs nepejayn MHOOPMALMUM  ANA  OOCTUXKEHWUA LeNeBblX ayauTopuin U
YZA0BJ/IETBOPEHMA UX PACTYLUMX NOTPEOHOCTEN. PasinyHble cpeacTBa KOMMYHUKAUMKM U KaHa bl Nepeaayn
MHPOPMaLMK, KOTOpble CleayeT WCMOAb30BaTb, NOAPOOHO PACCMaTPMBAIOTCA HUMKE B MOAMYHKTaX
11.1.5.1-11.1.55.

11.1.5.1. HenocpeacTBeHHOe obpaLLeHne K paboTHUKAM CUCTEMbI 34 paBOOXPaHEHMA.

Moz HenocpeacTBEHHbIM ObpalleHMeM K PaboOTHUKAM CUCTEMbI 34PAaBOOXPAHEHMSA B HACTOALMX
MpaBunax noapasymeBaeTca NpPeAcTaBAEHME AEp’KaTeNsiMU PErncTPaLMOHHbIX YAOCTOBEPEHUA MK
YNOAHOMOYEHHbIMW OpraHaMu rocyAapcTB-41eHoB Ba*KHON MHbOopMaLMK No 6e30NacHOCTU HanpAMYyo
PaboTHMKaM CUCTEMbI 34PAaBOOXPAHEHUS C LEAbl0 COODWEHNA UM O HeobXoAMMOCTM COBEpLIEHUS
onpeaeneHHbIX AeNCTBUI WMAM adanTauum UX NPaKTUKWM B OTHOLUEHWW NEKapCTBEHHOro npenapaTta B
COOTBETCTBMM C HOBbIMU AaHHbIMM MO 6€30MacHOCTMU.

HenocpegacTeeHHoe 0bpaleHne K paboTHUKaM CUCTEMbI 34PaBOOXPAHEHMS HE ABAAETCA OTBETOM
Ha BONpocbl paboTHMKOB CUCTEMBI 34PaBOOXPaHEHNA TMB0 y4ebHbIMM MaTepraiaMm B paMKax PyTUHHOM
AeATeNbHOCTM MO MUHMMU3ALIMU PUCKOB.

Pa3paboTka MHPOPMALMOHHOrO MaTeprana 41a HenocpeaCTBEHHOro obpalueHnsa npegnonaraet
COTPYAHMYECTBO MEXY AepXKaTesiemM PerncTpaLmoHHOro yaA0CTOBEPEHUA U YNOHOMOYEHHbBIM OpraHoMm
rocyfapcrea-yieHa.

[epKaTenb perucTpaumoHHOro yaA0CTOBEPEHNA AONKEH NOAYYUTb 0406 PEHNE COOTBETCTBYIOLLETO
YNO/IHOMOYEHHOIO OPraHa rocy4apcTBa-YJeHa B YacTM COAEPKaHMsA MHPOPMALLMOHHOIO MaTepuana s



HenocpeacTBeHHOro 06 palleHns K paboTHMKaM CUCTEMbI 34PaBOOXPaHEHUA U NaaHa MHGOPMUPOBAHMA.

CornacosaHue mexagy YynoJHOMOYEHHbIM  OpraHOM rocydapcCtBa-4JlieHa W AepXaTeniem
PerncTpaumMoHHOro yaoctosepeHuna 4oKHO 6bITb 33 BepLEeHO A0 Ha4ala PacCnpoCTpaHeHNA gepXaTenem
PerncTpaunMoHHOro yaocroeepeHmA VIHd)OpMaLI,VIOH HbIX MaTEpPUaIoB.

Opfo06peHne yNnoTHOMOYEHHOIO OpraHa rocyAapcrea-4eHa AOMKHO ObIiTb MONYYEHO B OTHOLLEHUN
cofepXaHua MHPopmMauMn M nnaHa MHGOPMUPOBAHMSA, BKAIOYAn LLENEBYID ayauTopuio M rpadmk
pacnpocTpaHeHusa UHPopMaLUM.

[eprKaTento perncTpalmoHHOro y40CTOBEPEH A HE0BX0AMMO BblAENNTL He MeHee 2 paboumnx aHel
ANA NpeacTaBNeHUMs KOMMEHTapueB Ha 3ameyaHus YNoJIHOMOYEHHOrO OpraHa rocyapcTeBa-uysieHa B
Yyactv cogepikaHna MHGOPMALMOHHOro MmaTepuana Uan niaHa MHGOPMMPOBaHUS.

B cnyyae He0HX0AMMOCTM Ha AaHHYIO NPoLeaypy MOXKET ObiTb BblAeseHO bonblie BpeMeHW Mo
YCMOTPEHMIO YNOSIHOMOYEHHOr0 OpraHa rocy4apcrea-4aeHa, CPoKM MoryT 6biTb aaanTUPOBaHbI C y4eTOM
CPOYHOCTM CUTYaLUN.

MpK HaAMUYUKU HECKOSIbKUX AepsKaTeNen permcTpaLmoHHbIX YAOCTOBEPEHMIA Ha OOHO M TO e
AeNcTByloLLee BeLLecTBOo, 419 KOTOPOro Heo6XoAMMO BbIMYCTUTbL MHPOPMALMIO ANA HENOCPEeACTBEHHOrO
obpalleHna K paboTHMKAM CUCTEMbl 34pPaBOOXPAHEHMA, COObLIeHWE OOMKHO HOCUTb eauHbIN
COrniacoBaHHbIN XapaKTep.

Mpu nogrotoBke MHGOPMALMM 418 HENOCPEACTBEHHOIO OOpaLLLEeHNs PEKOMEHAYETCS NPUB/IEKATb
B COOTBETCTBYIOLLMX CNY4aAX OPraHM3aLMM 34PaBOOXPAHEHWUA WM HayvyHble o0b6LWecTBa, 4TOOLI
rapaHTUpPOBATb, YTO NpeacTaBaAAemas UM MHpopmaLma byaeT NoNe3HON M aJanNTMPOBAHHOW A1 LEeieBoM
ayantopwmu.

11.1.5.1.1. HenocpeacTseHHoOe obpalleHue K paboTHMKaM CUCTEMbl 34paBOOXPAHEHUS MOMKET
BbICTYNAaTb B KaYecTBe AONOJIHUTENbHbIX MeP MUHUMM3ALMUN pUCKoB YP.

NHdopmauua ana HenocpeacTBEHHOro obpalleHns K paboTHMKaM CUCTEMbI 340aBOOXPaHEHUn
[ONKHA PaAcNpPOCTPaHATbCA NpPU HEoBXOAMMOCTU MPUHATUA HEOT/IOMHbIX MEP WAM U3MEHEeHuA
CYLLECTBYHOLLEN NPAKTMKN B OTHOLIEHMM JIEKAPCTBEHHOIO NpenapaTa B C/1eAyowmux Cyyanx:

a) NpUOCTaHOBKA WM aHHY/JMPOBaAHWE YAOCTOBEPEHMA O T[OCYAapCTBEHHOM perncrpaumu,
obycnoBneHHoOM nsmeHeHnAMK npoduaa 6e3onacHOCTN NEeKAaPCTBEHHONO Npenapara;

6) Ba)KHOE M3MEHEHMEe B PEKOMEHJAUMAX MO MPUMEHEHUI0 JIeKAapCTBEHHOro npenapaTta no
NPUYMHE OrpaHMYEeHUA MOKas3aHWA K MPUMEHEHWUIO, HOBOrO MPOTMBOMOKA3aHUA MAN U3MEHEHUA B
pPeKoMeHAyeMbIX [03aXx, 0byC/0B/eHHble K3MeHeHMem npoduas 6e30MacHOCTU NEeKAPCTBEHHOTO
npenapaTa;

B) OrpaHWYEHUA B AOCTYNHOCTM WM NpeKpalleHe NPOn3BOACTBA 1EKAPCTBEHHOrO Npenapara, Yto
MOMKET HeH1TaronpPMATHO CKa3aTbCsA Ha CUCTEME OKa3aHUA MEAMLIMHCKON NOMOLLM.

11.1.5.1.2. Cutyauun, npwu KOTOpPbIX  O0/XKHA paccmaTtpuBsaTtbeA HeobxoaAnMOoCTb
HenocpeacTBEHHOro 06 paLLeHma K paboTHMKaM CUCTEMbI 34PaBOOXPAHEHUA:

a) NosiBNEeHMEe B PEKOMEHZAUMAX MO MPUMEHEHMI0 NEKAPCTBEHHOMO NpenapaTa HOBbIX BaXKHbIX
npefocTeperKeHUm Nan ocobbix YKasaHui;

6) HOBble AaHHble O BblAB/IEHUN pPaHee HEU3IBECTHOIO PUCKa, a TakKXe U3MEeHEHUA YaCTOoTbl NN
cTeneHun TAXXeCTn n3BeCTHOro pucKa;

B) noseaeHne oboCHOBAHHbIX AdHHbIX O TOM, 4YTO J'IEKapCTBEHHbIl}’I npenapart ABNAEeTCA HE CTOJ1b



3P PEKTUBHBIM, KaK CYMUTANOCh paHee;

r) HOBble PEKOMEHAALMU MO MPeAOoTBPALLEHUIO PAa3BUTUA, UM KYNMMPOBAHUIO HeXKenaTeslbHbIX
peaKkuuit N1nbo 310ynoTpebaeHU, UAN CHUMKEHWNIO PUCKa MeANLMHCKUX ONBOK;

A) nHdopmaLma No pesynbTaTam NOCTOAHHON OLLEHKMW BaXKHbIX NOTEH LMabHbIX PUCKOB, AOCTYMNHblE
[JaHHble MO KOTOPbIM Ha OMPeAeNeHHbIA MOMEHT ABAAIOTCA HEAOCTaTOYHbIMM AR NPUHATUA
perynatopHbix mep (B 3TomM c/aydae HenocpeacTBeHHoe obpalleHMe [AO/MKHO COoAelCTBOBaTh
TWATENbHOMY MOHUTOPUHIY Mpobnembl Mo 6e30MacHOCTU B KIMHWYECKON NpPaKTMKe, NpeacTaBneHuto
COOBLIEHNIN O HeKenaTeNbHbIX Peakuuax, a TakKe WHPOPMMPOoBaTb O Mepax MUHUMMU3ALUK
NOTEeHUMaNbHOIO PUCKa).

YNONHOMOYEHHbIA OpraH rocyZapcTBa-y4/ieHa BMpaBe pPaAchnpoCTPaHUTb MHPoOpMaLMilo  Ans
HenocpeacTBEHHOro obpalleHna K paboTHMKaM CUCTEMbI 34paBOOXPAHEHUA UM 3aNPOCUTb AepKaTens
PErncTPaLnoHHOro YA0CTOBEPEHMSA NOATOTOBUTbL, COMIACcOBATb M PACMpPOCTPaHUTb MHPOpMauMio ans
HenocpeacTBEHHOro obpalleHna K paboTHMKAM CUCTEMbl 34PABOOXPAHEHMA B C/yvae, ec/iu
YMNOAHOMOYEHHbI OpraH rocyapcTBa-yeHa CYMTaeT 3To HeobXxoAMMbIM ANA AaNbHelwero 6e3onacHoro
1 3¢ EeKTUBHOro UCNONb30BaHMA IEKAPCTBEHHOMO NpenapaTa.

YNoNHOMOYEHHbIE OpraHbl rocyAapCcTB-4/IeHOB Bnpase onyb/MKOoBaTb OKOHYaTE/bHbIA BapuaHT
MHOOPMALMOHHOIO MaTepuana A8 HernocpeacTBeHHOro obpalweHna K paboTHMKaM  CUMCTeMbl
34paBoOXpaHeHNA. YMNONHOMOYEHHbIE OpraHbl  rOCYAapCcTB-YU/I€HOB MOFYT TaKKe  BblMycKaTb
Aono/sHUTENbHOE coobluieHne no 6esonacHocTM  (NpyM  HEOBXOAMMOCTM) M PaCnpOCTPaHATb
MHOOPMALMOHHBIA  MaTepuan Ccpeay COOTBETCTBYIOWWMX OpraHuM3aumii M paboTHUKOB CUCTEMDI
34paBOOXPaHeHMA.

11.1.5.2. Undopmauma ansa HecneLnanmncTos.

MHbOPMALMOHHBIA  mMaTepuan, HaNMCaHHbIM  NPOCTbIM  (HEMPodecCcMoHabHbIM)  A3bIKOM
(Hanpumep, B dopmaTe BOMPOCOB M OTBETOB), MOMOraeT MaLUMeHTamM W HaceneHuto pasobpaTbca B
Hay4HbIX AAHHbIX U PETYNATOPHbIX MEpaXx, Kacatowmxca npobaem no 6e3onacHoCTy.

JOKyMeHTbl Ha HenpopeccMOHANbHOM f3blKe AOJ/IKHbI COAEPXKATb PEKOMEHZALMM WU COBETHI
YMNOAHOMOYEHHbIX OPraHOB rocyAapCTB-41eHOB N0 MUHMMM3ALLMM PUCKOB ANA NALMEHTOB U PabOTHMKOB
CUCTEMbI 3/PaBOOXPAaHEHWA B OTHOLWEHWW npobsiem, CBA3AHHbIX C OE30MacHOCTbIO, M [OJIKHbI
CONpPOBOXKAATbCA COOTBETCTBYIOLLEN CNPaBOYHON MHOPMaUMEN.

YNo/HOMOYEHHbIE OpraHbl rOCyAapCTB-4/1IEHOB PasMeLLatoT MHGOPMALMIO /151 HECMeL,MAANCTOB Ha
MEAMLMHCKMX MHTEepPHEeT-MopTanax rocyaapcTs-4eHOB M MOTyT AOMNOAHUTENbHO PacnpoCTPaHATb UX
cpeam COOTBETCTBYIOLLMX CTOPOH, HAaNpUMep, NaLMeHTOB M OPraHN3aLLMii 34paBOOXPaHeHus.

PekomeHayeTcs NpuBaeKaTb NAUMEHTOB U PabOTHMKOB CMCTEMbI 34PAaBOOXPAHEHUS K y4acTUIO B
npouecce NOArOTOBKM AOKYMEHTOB Ha HenpodeccMoHanbHOM A3blKe, 4Tobbl rapaHTMpPOBaTb, YTO
npeacraBaseman MMy MHbopmaums byaet NnonesHol U aganTMpoBaHHOW ANA LeNeBon ayauTopum.

11.1.5.3. Undopmaumsa B npecce.

K uvHbopmaumy, pasmellaemoirt B Mpecce, OTHOCATCA MNPEecc-pennsbl U Mnpecc-KoHbepeHumn,
KOTOpble B MepBYH ouepeab NpeaHasHayYeHbl 415 3KYPHaAUCTOB.

YNO/IHOMOYEHHbIEe OpraHbl FOCYAApPCTB-YJIEHOB MOIYT HanpasAATb MNPecc-pesinsbl HanpAMYH
KYpHanMCTam B AOMOJSIHEHUE K UX PAa3MELLEHMIO Ha CalTax YNnoJHOMOYEHHbIX OpraHOB rocyZapcTs-
Y/IEHOB, YTO MO3BO/IUT KYPHANUCTAM HaNPAMYI NOAY4UTb MHPOPMaLMIO, KOTOpAsa COOTBETCTBYET
HAy4YHOM OLLEHKe YMNOJIHOMOYEHHOrO OpraHa rocygapcrea-yneHa. Bsammogpeiicteue co CMU asnaetca
BaXKHbIM CNocobom oxBaTa 6osee LWMPOKOM ayaUTOPUK, a TakKe CNocobCTBYET YKPEeneHNIo A0Bepus K
PerynaTopHomn cucteme.



[LepKaTenn permcTpaumoHHbIX YA0CTOBEPEHMI MOTYT NOArOTOBUTL M ONYBMKOBATL NPecc-penns ¢
npeacrtaBieHMem CBOeil nosuumm no npobneme, ceA3aHHOW C 6e€30NacHOCTbIO, HO OHMU [IOJ/IKHbI
cofepraTb CCbIIKM Ha BCE PeryiaTopHble Mepbl, MPUHUMaeMble YNOAHOMOYEHHbIM OPraHOM rocyaapcTB-
uneHos. CoOTBETCTBYIOLIME BbINOAHAEMbIe 0630pbl A0/KHbI BblTb YKasaHbl B 0601 MHPOpMaLMN,
npeacTaBifaemMon AepsKaTesiemM PerncTpaLMoHHOro yaoCcToBepeHus.

MOCKO/IbKY Mpecc-penunsbl, MOMUMO KYPHAIMCTOB, MOTYT ObITb MPOYUTAHbI APYTMMU YNTATENSAMU
(Hanpumep, paboTHMKaMKM CUCTEMDbI 34PaBOOXPAHEHMA, NALMEHTAMM U LUMPOKOW ayauTopueit), B HUX
HeobXxoAMMO L[enaTb CCbIIKYy Ha WMHGOOPMaLMOHHbIE MaTepuasbl, MUMEIOLLME OTHOLEHME K AAHHOM
npobneme no 6esonacHocTU. B ciyyanx ecan roToBUTCA TaKKe HenocpeacTBeHHOe obpalleHue K
PaboTHMKaM CUCTEMbI 34paBOOXPaHEH M, cneayeT obecneynts MHGOPMUPOBaAHME PaBOTHUKOB CUCTEMBI
34 paBooxpaHeHusa, inMbo go nybanKkauum, nMbo ogHOBPEMEHHO C NyBIMKaLMel AN pacnpPoCcTpaHeHNEM
npecc-penmsa, Ytobbl NPeAoCTaBUTb BO3MOKHOCTb MEAMLIMHCKMM paboTHMKaM 6biTb NOArOTOB/EHHbLIMM
K OTBETaM Ha BOMPOChI NaLMEHTOB.

B cnyyae ecnm npobnema no 6e3onacHOCTM NpeacTaBAAET MOBbILWEHHbIA UHTepec ANA cpeacTs
MaccoBol MHopMaUUK MO0 B caydae HEOOXOAMMOCTU A0BEAEHUNA A0 HACeNeHUsAs MHOroM/1aHoBoM M
CNOXHOM MHbOPMALMM NO BaXKHOMY A/1A 340P0BbA HACENEHMS BONPOCY, YNOAHOMOUYEHHbIMW OpraHamm
rocyZapcTB-4/1eHOB B KayecTBe adpdeKTMBHOro metoga MHGOPMUPOBaHMA 06LLECTBEHHOCTU MOXKET ObITb
PacCMOTPEH BOMPOC NPOBeAEHMA NPECC-KOHPEPEHLMM C KYPHANUCTAMMU,

11.1.5.4. Beb-caunT.

Beb-caliT npeacTaBnaeT coboi BasKHbIM MHCTPYMEHT MHPOPMUPOBAHUA HaceneHus (BKato4yasn
MauMeHTOB U PabOTHUKOB CUCTEMbI 340aBOOXPAHEHUA). YNIONHOMOYEHHbIE OpraHbl FOCYAapCTB-4/1EHOB,
a TaKKe JeprKaTeNn pPerucTpauMoHHbIX YAOCTOBEPEHUM [OJ/IKHbI TapaHTMPOBaTb, YTO BarKHas
nHPopmauma no 6e30MacHOCTM, pasMeLLeHHAs Ha KOHTPOAMpYeMbIX WMW Beb-caivtax, byaert
NNErkoAoCTYNHOW U NOHATHOM nonb3osaTenam. MHbopmaLma Ha canTax fo/KHa MOCTOAHHO OOHOBAATLCA,
a nobas ycTapesluan MHGoOpMaLMA JONKHA BbITb OTMEYEHa COOTBETCTBYIOLLMM 06pa3om UK yaaneHa.

11.1.5.5. Apyrue cpeacrTea UHTEPHET-KOMMYHUKALUNA.

MHpopmauma no 6e30MacHOCTM MOMKET TaKMKe pacnpocTpaHATbca B MHOOPMALMOHHO-
TeNeKoMMYHUKaLMOoHHOM ceTn "MHTepHeT" nocpeacTBomM Apyrmx Beb -npuaoxkeHuin. Mpm ncnonb3osaHUK
60oee HOBbIX, BbICOKOCKOPOCTHbIX KaHaNoB CBA3M CAeAyeT NPUHATb Heobxoaumble Mepbl, YTObbl He
AONYCTUTb HapyleHMs TOYHOCTM nepenaBaemoir MHPopmaumn. B KOMMYHUKAUMOHHOM NpaKTUKe
cnepyeT yuuTbiBaTb MOABASIOLMECA HOBble CPEeACTBA KOMMYHWMKALMM, MCMO/b3yemble Pas/iMyHbIMM
LeneBbiMU ayaAUTOPUAMM.

11.1.5.6. UHPopmaLMOHHbIE NUCbMa U BroNNeTeHN.

NHpopMaumoHHble NUcbMa M 6lonneTeH npeAHasHayeHbl ANA PEryaspHOro npeactasieHun
HOBOW MHPOPMaLMK O IEKAPCTBEHHbBIX NpenapaTtax U ux besonacHocTu U apdekTnBHOCTU. C NOMOLLbLO
3TUX MexaHM3MOB MHPOPMMPOBAHMA YMNOAHOMOUYEHHbIE OpPraHbl rocyAapCTB-4/1€HOB MOTYT OXBaTWUTb
60/1bLUYI0 ayAMTOPUIO, UCMO/b3YA BEG-NPUNOKEHUA U Apyrve A4O0CTyNHble CPeacTBa.

11.1.5.7. B3aumogencreme mexay ynoJsHOMOYEHHbIMM OpraHaMu rocysapcTe-4/eHoB.

MpyY NPUHATUM OAHMM M3 YMOJIHOMOYEHHbIX OPraHOB rOCYAAPCTB-Y/IEHOB MEP PEery/aTOPHOro
XapaKTepa B OTHOLEHWUW onpeaeneHHoi Npobaembl 6€30MNacHOCTU Y APYIMX YNOJHOMOYEHHbIX OPraHoB
rOCyZapCTB-4/1EHOB MOMKET BO3HWKHYTb HEODXOAMMOCTb OTBEYaTb Ha 3anpocbl MAM 0BMeHMBaTbCA
MHPOpMauMelr No 3TOMYy Ke Bonpocy. PekomeHayeTcs WCMNOMb30BaTb  MENKPEryNAaTOPHbIE
MHPOPMALUMOHHbIE MaTepuanbl B Gopme AOKYMEHTOB, MOArOTOB/EHHbIX YNOJHOMOYEHHBIM OPraHoOM
rocyZapcTea-ysaeHa, B NMOMOLLb CBOMM KOJIIEramM /11 OTBETOB Ha BHELLUHME 3amnpocbl WM 0bmeHa
nHdopmaumen No KOHKPETHOM Npobreme nNo 6esonacHoCcTU.



11.1.5.8. OTBeTbl Ha 3aNpPOCbl HAaceneHuA.

YNo/HOMOYEHHbIE OpraHbl rocyAapCTB-YNEHOB U AepXKaTeNn PEerucTpaLMoHHbIX YA0CTOBEPEHUIA
[O/IKHbI pacrnonarate AENCTBYIOWMMKW CUCTEMaMM PearnmpoBaHnA Ha 3anpocbl OTAENbHbIX Fpa)aaH o
NeKkapcTBeHHbIX npenapaTax. OTBETbl A0/MKHbI coAepKaTb MHOOPMALMIO, HaXOAALLYIOCA B OTKPbITOM
[OCTynMe, U BKNtOYaTb B cebA COOTBETCTBYIOLIME PEKOMEHAALMKN A1 NALMEHTOB U PaBOTHUKOB CUCTEMbI
34paBOOXPaHeHNs, NPeACTaBNeHHbIe YNOJHOMOYEHHbIMKW OpraHamm rocyiapcTs-yieHoB. Eciv Bonpocs!
KacaloTCA KOHCYNbTaUMA MO WHAMBUAYA/bHOMY NEYEHMIO, MauuMeHTy caeayeT MopeKkomMeHa0BaTb
06paTUTHLCA K CreumanmcTam CMCTEMbI 34paBOOXpaHeHMA.

11.1.5.9. fipyrmne cpencrea nepegadm HGopmauum.

Kpome paccMoTpeHHbIX Bbille cnocobos MHGOPMUPOBAHUSA, CYLLECTBYHOT ApPYrMe UHCTPYMEHTbI U
KaHanbl nepegayn nHdopmaumm no 6esonacHocTu (Hanpumep, Ny6AMKAUMM B HaydHbIX XKypHanax u
ypHanax npodeccrmoHanbHbIX OpraHn3auymit).

HeKkoTopble WMHCTPYMEHTbl M cnocobbl MHGOPMMPOBAHUA MOTYT WCMNONb30BaTbCcA B 061acTU
yMpaB/ieHUA pPUCKaMW, MEPONPUATUA MO MUHMMM3ALLMM PUCKOB YACTO BK/KOYALOT B cebs cneumasnbHble
nporpammbl MHGOPMMUPOBAHUA O PUCKaxX. MHCTPYMEHTbI, UCMOAb3yEMbIE B 3TUX NPOrpamMmmax, Takme Kak
NamATKM  4Na  NauMeHTOB MM PyKoBoAcCTBa Mo 6e3omacHocTM gia  pabOTHMKOB  CUCTEMB
34,0aBOOXPaAHEHMS, PAaCCMATPUBAOTCA B pasaene 12 HacToswmx Mpasu.

11.1.6. 9ddeKkTnBHOCTb MHPOPMaLMM MO HesonacHoOCTH.

NHdopmaums no 6HesonacHoctM cuuTaetcs 3dGdEeKTUBHOW, ecin nepegaBaemoe cooblueHue
NMPUHUMAETCA M MOHUMAETCA LLeNeBOM ayANTOPUEN TaK, KaK 3TO Obl10 334yMaHO, U LLeneBas ayamtopus
pearpyetr Ha WHPOPMALMIO MPUHATUEM COOTBETCTBYIOWMX Mep. [na oueHKM 3¢EdeKTUBHOCTU
MHOOPMALMKN  OO/MKHBI  NMPUMEHATLCA COOTBETCTBYIOLUME MEXaHW3Mbl, OCHOBAHHbIE Ha YETKUX
napameTtpax (nokasatensax). Ha OCHOBaHWUW BbINONHEHHOM OLEHKU 3PPEKTUBHOCTU O0/MKHbI ObITb
cAoenaHbl BbIBOAbI, OMpenefieHbl MNPUOPUTETbI B  OTHOWEHWW fJafbHeNWen [AeATeNbHOCTM no
MHOOPMMPOBAHMIO, @ TaKXKe NPU HeobXoANUMOCTM BbINOIHEHA aganTaLMa UHCTPYMEHTOB U NPAKTUKKN B
HanpaB/ieHMN COOTBETCTBMA NOTPEOHOCTAM LeneBon aygutopuu. [na yCTaHOBAEHUA COOTBETCTBMA
nHpopmaumm no 6esonacHoctM TpeboBaHuam noanyHkta 11.1.2 HacrtoAwmx [pasun cneayet
MCNoNb30BaTb NOAX0A, OCHOBAHHbBIN Ha UccnefoBaHUK. Mpy NPUMEHEHMM JaHHOTO NOAX0Aa MOryT 6bITb
COMOCTaB/IEHbl Pa3/INYHbIE Pe3y/bTaTbl, B TOM YMCAe NOBEAEHWNE, OTHOWEHMA U 3HAHUS.

[ep:KaTenm pernctTpaumoHHbIX yA0CTOBEPEHMIA HECYT OTBETCTBEHHOCTb 3@ OLLEHKY 3P PeKTUBHOCTH
NPAMOro MHPOPMMPOBAHUA MeAMLMHCKMX PaboTHMKOB nNo npobnemam 6e3onacHocTn. [epKatenu
PErncTPaLnoHHbIX YAOCTOBEPEHUA O0/KHbI MHGOPMMPOBATL YNOJHOMOYEHHbIE OpraHbl FOCy4apcTB-
Y/IeHOB O NONYYEHHbIX Pe3yabTaTaxX OLEHKMU 3DDEKTUBHOCTM NPAMOro MHGOPMMPOBAHUSA, a TaKKe NobbIX
BbIABJIEHHbIX TPyAHOCTAX (Hanpumep, npobsiemax €O CAMCKOM ToaydyaTesiem WM  CpoKamu U
MexaHM3MamMK pacnpocTpaHeHus). COOTBETCTBYIOLME KOPPEKTUPOBOYHbIE M NpeaynpeamTesibHble Mepbl
OO/IKHbl  OblTb  MPUHATBI  BO  BCEX CAYYasiX BbIABAEHWA  HEAOCTAaTOMHOM  3¢bPEKTUBHOCTMU
HenocpeacTBEHHOro 0bpaLLeHms K paboTHMKaM CUCTEMbI 34P3aBOOXPAHEHMA.

11.1.7. TpeboBaHUsA K cucTeme KayectTBa MHGOPMUPOBaHMA No BesonacHoCTy.

B cooTtBercTBUM C TpebOBaHUAMM K cucTeme KayecTBa MHOOPMMPOBAHMA Mo He3onacHoCTH,
U3NOXEHHbIMW B pasaene 2 Hactoawwmx MNpasun, TpebyeTca Ha/aMuMe COOTBETCTBYHOLMX Npoueayp,
obecneymBaloWMX COOTBETCTBME MHPOPMMPOBAHMA MO 6e3onacHOCTM MPUHUMMNAM, onpesenaemblim
nognyHktom 11.1.2 HacTtoawmx Mpasua. [LofKHO 6bITb 06ecne4eHOo BbINONHEHUE U JOKYMEHTUPOBAHNE
KOHTPOJIbHbIX  Mpouesyp B  OTHOWEHWM nepefasaemon uMHbopmauum no  6esonacHocTy,
npeacTasastolLelt coboit 06 bEKT KOHTPONA KayecTsa.

11.2. Bsaumogericteme B 061acTm MHGOPMUPOBAHUSA



no 6e30MacHOCTN Ha TEPPUTOPUAX rocyAapPCTB-4NeHOB

11.2.1. B3auMmogenctBume YMNOJIHOMOYEHHbIX OPraHOB rOCyAapcCTB-4ieHOB B  obnactu
MHPOPMMPOBAHMA NO HE30MACHOCTM TIEKAPCTBEHHbIX NPENapaTos.

B pamKax MHGOPMALMOHHOrO B3aMMOAENCTBUS YNOJHOMOYEHHbIX OPraHOB rocy4apcTB-y/eHoB
YNO/IHOMOYEHHbIMW  OpraHaMy BbINONIHAETCA PEryfspHbii  0bmeH WHPopmauuen B OTHOLIEHUU
NNaHMPYEeMOW K pasmeLleHunto MHdopmaumm no 6esonacHoCTy.

11.2.1.1. HenocpeacTtBeHHOe 0bpalleHne K paboTHMKaM CUCTEMbI 34PaBOOXPaHEHUSA NO BONPOCcam
6e30MacHOCTM IeKapCTBEHHbIX NPenapaTos, 3apPerncTPUPOBaHHbIX HA TEPPUTOPUAX FOCYAAaPCTB-4/1EHOB

B cnyyae ecnvM NieKapCTBEHHbIM MNpernapaT 3aperucTpMpoBaH Ha TEPPUTOPUM OAHOr0 WU
HECKO/IbKMX TOCYZAapCTB-Y4/1EHOB, YMO/JHOMOYEHHble OpraHbl roCcyJapCTB-yNeHOB 06meHMBatoTCA
nHpopmaumen B 4acTu cogeprkaHua MHGoOpMaLUKM o HenocpeacTBeHHOro obpalleHna K paboTHMKam
CUCTEMbI 34PABOOXPAaHEHMA M NaHa MHGOOPMMPOBAHWUA, MPOWEALWNX MNPOoLeaypYy COrlacoBaHus.
YNONHOMOYEHHbIE  OpraHbl  FOCYAapCTB-4/IeHOB  OBMEHMBAIOTCA  OKOHYaTe/lbHbIM  BapWaHTOM
MHPOPMAUMOHHOIO MaTepuana WM nNiaHa nepejayn MHOOPMALMM C WCMONb30BAHUEM CUCTEMDI
MHPOPMALMOHHOro B3aMMOAENCTBUS.

11.2.2. TpeboBaHMSA K AepKaTenam permcTpaLMoHHbIX YA0CTOBEPEHMUIA.

[epxatenb perncTpauuoHHOro yaocToBepeHna o06Aa3aH MHOGOPMUPOBATL YNOAHOMOYEHHbIE
OpraHbl rocyAapcTB-Y4/1€HOB, Ha TEPPUTOPUN KOTOPbIX 3aPErMCTPUPOBAH JIEKAPCTBEHHbIM npenapat, o
CBOEM HamepeHuM caenatb nybnmuHoe coobuweHne, Mam MHOOPMUPOBAHUE, WM pa3melleHue
UHPopMmaumn, oTHocAwelca K uHpopmauum no dapmakoHaasopy, Mam npobnemam, CBA3aHHbIM C
6e30nacHOCTbIO, a TaKXe C nNpuMMeHeHMeM COOTBETCTBYHOLLEIO JIEKAPCTBEHHOrO npenapaTa.
MpeactaBneHne  uHPOpMauMM  YNONHOMOYEHHbIM  OpraHam  rOCyJapCTB-Y41€HOB € Uesbio
MHGOPMMPOBAHMA M MNONYYEHUA COrNACOBAHMA AOMKHO OblTb CAENAHO C YCIOBMEM 3anpeTa Ha ee
nybAnKaLuMio [0 WUCTEYEHWA CPOKa, Kak MUHUMMYM 24 yaca go ee nybauvkauuun. YsepomneHue
YMNO/IHOMOYEHHbIX OPraHOB rOCYAapPCTB-Y/IEHOB OAHOBPEMEHHO C NpeAacTas/ieHMem WHPopmauum
HaceneHMo BO3MOKHO TONIbKO B UCK/IIOYUTE/NbHbIX CIYHAAX U MO BECKMM MPUYUHAM.

K Takum ciydaam M NpUYMHAM OTHOCATCA ODOCHOBAHHAA Yrposa W3HM, 340POBbIO WM
6.1arononyunio LWMPOKMX C/I0EB HaceNeHWA, a TaKKe Cydau, onpeneneHHble U 06ocHoBaHHbIE (Mcxoas
M3 NpeuedeHTHOro onbiTa) B PyKOBOACTBE MO KadyecTBy cUCTEMbl (apmaKoHaz3opa JAepKaTtens
PEerncTpPaLnoHHOro y40CTOBEPEHMA.

Jep:KaTenb perncTpaumoHHOro YAOCTOBEPEHUA HeceT OTBETCTBEHHOCTb 33 OOBLEKTUBHOCTb M
TOYHOCTb NpeAcTaBAAEMOlN HaceneHnto nHGopmaLLmm.

B cnyyae ecnn geprKatenb PerncTpaLmMoHHOro yAoCcToBepeHus noaydyaet nHpopmaLmio o TOm, YTO
TPeTbA CTOPOHa HamMepeBaeTCa pPacrnpoCTPaHUTb MHOOPMALMIO, KOTOPas MOXET MOBAMATb Ha
COOTHOLLIEHME "NONb3bl - PUCKA" NEKapCTBEHHOrO NMpenaparta, 3aperncTPUPOBaAHHOrO Ha TEPPUTOPUSAX
rocy4apcTB-4/1eHOoB, AeprKaTe/lb PEerncTpaunoHHOro YAOCTOBEPEHMA [AO/KeH cooblmTb 06 3Tom B
COOTBETCTBYIOLLME YNOSHOMOYEHHbIE OpraHbl rocyAapcTB-41eHoB.

11.2.3. Bsaumogencrene c TpeTbUMM CTOPOHAMM.

TpeTbum CTOPOHAM (Hay4YHbIM KypHalam, Hay4YHbIM OB LLECTBAM, OPraHM3aLMAM NaLMEHTOB M 4p.)
pekomeHayeTcs WHGOPMMPOBATL YMNOJHOMOYEHHbIE OpPraHbl rOCYAapPCTB-Y4NEHOB O MNOABAAOLLENCA
HOBOWM MHbOPMaLMM NO 6e30NacHOCTM NIEKAPCTBEHHbIX MPEnapaToB, 3aperMcTPUPOBaHHbIX B pPamKax
Coto3a. B cnyyae ecam nnaHupyeTcsa nybanKaumsa gaHHOW MHPOpMaLUnM, HeobX0AMMO 03HAKOMUTb C Hel
YNO/IHOMOY€EHHbIE OpraHbl rOCyAapCcTB-4NEHOB A0 ee Ny6anKaumu.

12. Mepbl MMHUMM3ALMWN PUCKA



12.1. BeegeHue

Mepbl MUHYMM3ALMKN PUCKa NPEACTaBAAIOT COBOM AeNCTBMSA, HanpaB/ieHHble Ha NPeaoTBpaLLeHNe
Pa3BUTUA HEXeNaTeIbHbIX PeaKLIMi, CHUMKEHME YaCTOTbl Pa3BUTUA UAN CTEMEHN TAMKECTM HEXKeNaTe bHbIX
peakumin, a TaKKe MMHUMU3aUUIO HebNaronpuATHbIX NOCAeACTBUIA BO3AEWCTBMA Ha NauueHTa npu
Pa3BUTUM HEXKENATeIbHOM PeaKkumMm Ha IEKapPCTBEHHbIN Npenapar.

Mepbl MMHMMU3ALMM PUCKA, BKAOYEHHblE B AaHHbIA MOAYAb, AO/KHbI PaccMaTpuBaThCcA B
KOHTEKCTe OCHOBHOM 4acTy TpeboBaHUIM K cucTEME MUHMMM3ALIMM PUCKA B COOTBETCTBUM C pa3aesiom 6
HacToawwmx Mpaswun.

Mepbl MUHUMUN3AUUN PUCKA MOTYT BKIKOYATb PYTUHHbIE Mepbl MUHUMM3AUUKN PUCKa WU
AONOJIHUTENIbHbIE MepPbl MUHUMU3AUUN PUCKa. PyTVIHHbIe mMmepbl MUHUMM3aAUUN PUCKA, YKA3aHHblE B
pasaene 6 HacToALLNX I'Ipanm, PaCNPOCTPAHAKOTCA Ha BCE IEKAPCTBEHHbIE NMPENnapaThl.

BonbwKHCTBO Npobaem, CBA3aHHbIX C 6e30MacHOCTbIO, MOryT 6biTb Hagnexawmm obpasom
YMPaBAATbCA PYTUHHBIMM MEepPaMyM MWUHUMM3AUUKM PUCKA, OAHAKO B OTHOLUEHWM HEKOTOPbIX PUCKOB
PYTUHHbIE MEePbl MMHUMMU3ALLMM PUCKA MOTYT BbITb HEAOCTAaTOYHbIMK, U A1 obecneyeHms Hag/lexKallero
YyNpaBAeHUA PUCKAMKU U (MIM) yAydLIEHUA COOTHOLIEHUA "Monb3a - PUCK" SIeKapCcTBEHHOro npenapaTa
NMoHaZobATCA AONO/HUTE/IbHbIE MEPbl YNPaBAeHUA PUCKaMM.

[aHHbIV pasgen comepKuT PyKOBOACTBO MO NMPUMEHEHUIO JOMOAHUTE/IBHBIX MEpP MUHUMM3aLUK
pUCKa ¥ BbIBOPY MHCTPYMEHTOB MMHUMM3ALLUM PUCKa.

Mepbl MMHMMM3aLUMK PUCKa ONPeaenaroTcA Ha OCHOBaHMM Npobiem, CBA3aHHbIX C 6@30MacHOCTbIO,
npeLCcTaBieHHbIX B cneumonKaumm no 6esonacHocTy. Kaxayto npobnemy, cBA3aHHyo ¢ 6e30nacHoCTbIo,
cneayeTt paccmaTpuBaTb B MHAMBUAYaNbHOM NoOpAAKe, Npu Bbibope Hambonee uenecoobpasHoi mepsbl
MWHUMM3aLUM PUCKA HEOBXOAMMO YUUTbIBATb CEPLE3HOCTb NOTEHLMANbHBIX HEMXKEeNaTebHbIX PeaKLunii,
cTeneHb UX TAMECTM, NPeAoTBPAaTUMOCTb MAM KAUHWYECKUE AeNCTBUA, Heobxoaumble ANA CHUMEHUA
PUCKa, MOKasaHWA K MPUMEHEHMIO, NyTb U Cnocob BBeAeHWUA NeKapCTBEHHOro npenapaTa, Lenesble
MONyAALMN U TUM YYPEKLAEHNI 340aBOOXPAHEHNSA, TAe NPUMEHAETCA IeKapCTBEHHbIM Npenapar.

MNpobnema, cBA3aHHaA ¢ 6e30NacHOCTbIO, MOKET ObITb agpecoBaHa 6onee Yem B 0O4HOM Mepe Mo
MWHUMU3ALNM PUCK], @ ONpedeneHHan Mepa MUHUMM3aLIMM PUCKA MOMKET PacnpoCcTpaHATbLCA bonee yem
Ha o4HY nNpobaemy no 6e3onacHoCTU.

[ep:KaTeNb pPerucTpauMoHHOro YAOCTOBEPEeHWA HeceT OTBEeTCTBEHHOCTb 3a obecnedyeHue
HaZ/eKalLero KOHTPO/IA BbIMOJIHEHUS Mep MUHUMM3ALMU PUCKA, KOTOPbIE BKIKOYEHbI B COr/1aCOBaHHbI M
YNOAHOMOYEHHbIMW OpraHammM rocygapcte-uneHos MYP nam KoTopble chHOpMyIMPOBaHbl KaK yCa0BUA
rocyZapCTBEHHOW perncrpaumm.

YNo/HOMOYEHHbIE OpraHbl rocyAapCTB-4/1EHOB HECYT OTBETCTBEHHOCTb 3@ KOHTPO/b Pe3y/bTaToB
BBEAEHMA W peannsaumm mep MUHUMMU3ALUW PUCKa, KOoTopble BKAtoYeHbl B MYP unamM KoTopble
chopMyNnpPOoBaHbl KaK YCA0BUA rocyAapCTBEHHOMN permcrTpaumu.

12.2. CTpyKTypbl 1 NnpoLecchl

12.2.1. O6wme npuHLMNbI.

Mepbl MUHUMM3ALMU PUCKA MMEIOT CBOEM LEeNblo ONTMMU3aLmio 6e30nacHoro U adppeKkTMBHOro
MCMO/Ib30BaHWNA 1eKAaPCTBEHHOMO NpenapaTa Ha MPOTAMKEHUU BCEro KM3HEHHOro uMkna. CooTHoLleHue
"nonb3a - pUCK" NeKapCTBEHHOro Npenapata MOXKeT BbITb YAy4LLIEHO NyTeM CHUMKEHMA PUCKA U CTEMEHU
TAXECTU NOCNEACTBUI HEXKeNaTe/lbHbIX Peakuui, a TakXKe ONTMMM3auMM NoMb3bl MyTEM LLENEeBOro
nogbopa M (MAKM) UCKAOYEHMA MauMeHToB /MO0 MNyTem TLWATE/IbHOTO MOHMUTOPWUHIA JiIeYeHMs



(cneumduyeckans cxema npuema, COOTBETCTBYHOLMI NaboOPaTOPHbLIM MOHUTOPWHT, nNocaeayloliee
HabAloaeHWe 32 NaUMEeHTaMM U T.4.). Mepbl MUHMMU3aLUMM PUCKA A0KHbI ABAATLCA PYKOBOACTBOM AS
OMNTUMAa/IbHOIO MCNONb30BaHUA NEKAPCTBEHHOrO NpenapaTa B MeAULMHCKOW NPaKTUKE B LLENAX FapaHTUn
npeaocTaBAEHMss OMNTMMa/NbHOrO J/IeKapCTBEHHOro npenapaTta A48 OnpeAefneHHoro nauueHTa B
ONTUMaANbHOW A03€ B HY)HOE BpPemMa Cneuuaanuctom, MMEILWMM Haane)Kallylo MNoAroTOoBKY Mo
Ha3Ha4YeHMIO 1IeKaPCTBEHHOrO NpenapaTta U BeAeHMUIo NauMeHTa, a TaKKe C A0CTOBEPHOM MHbopMaumel
N NPU HagNeXKallem KOHTpoAe.

CywecTeyeT pag pasHoobpasHbIX METOZ0B, WMCMOJb3yeMbiX B KayecTBe AOMONHUTENbHbIX Mep
MWHUMM3ALMM  PUCKA. [aHHbIA pasgen peryampoBaHuMs obpalleHWs JIeKapCTBEHHbIX NpenapaTos
HaxoAMTCA B CTaAMM HENPEPbLIBHOMO Pa3BUTUA, U UMEIOLLMECA MEeTOoAbl ByayT AOMONAHATLCA HOBbIMM, B
TOM YMC/Ie OPUEHTUPOBAHHBIMU HA BoJiee LWMPOKOe UCM0/b30BaHNE MHPOPMALLMOHHbBIX TEXHO OTUIA.

YcnewHoe ocywecTBieHne AOMNOMHUTENbHbIX MEP MUHMMM3ALMM PUCKA TPebyeT yyacTus Bcex
3aMHTEepPECcOBaHHbIX CTOPOH, B TOM YMC/E AepiKaTesei perucTpaumoHHbIX YA0CTOBEPEHUI, NALMEHTOB U
COTPYAHUKOB CUCTEMbI 34PaBOOXPAHEHMS.

[ononHutenbHble Mepbl MUMHUMM3ALMU PUCKA AONXKHbI MMETb YETKO OMnpeaeneHHyl Lenb,
COOTBETCTBYIOLLYIO OOLEeN uennm MUHUMM3AUMKU creundUUecknx puUcKoB M (MM) onTMmMU3aumm
COOTHOWeEHUA "nonb3a - puUck". KOHKpeTHble Uean M 3apaHee onpeaesieHHble MapamMeTpbl OLLEHKU
AOCTUKEHWSA NOCTAB/IEHHOW LeN C K/THOYEBbIMM 3TaNamm AOKHbI CTaTb PYKOBOACTBOM Mpu pa3paboTke
AOMONIHUTENbHBIX MEP MUHUMMU3aLMK PUCKA.

JonxeH 6bITb 0becneyeH HagNexalmii MOHUTOPUMHT Mo 3apaHee onpeaenseMbiM NapaMeTpam Kak
Ha 3Tane BHeApeHWA, Tak N 3GHEKTUBHOCTM B MPOLLECCE W MO OKOHYAHWIO BbINOAHEHMA.

XapaKTepuctuka npobnembl, CBA3aHHOM C 6E30MacHOCTbIO, B KOHTEKCTE XapaKTEPUCTUKM
COOTHOLWIEHUA MO/b3bl M PUCKA JIEKApCTBEHHOro npenapata, TepaneBTUYECKON 3HAYMMOCTM
NleKapCcTBEHHOro npenapaTa, LeneBol MonyaaumMm M HeobXOoAUMBbIMU KAMHUYECKMMU AeACTBUAMM,
HanpaBAEHHbIMU Ha MUHUMU3ALIMIO PUCKa, ABNAETCA GpaKTOpaMu, KOTOpble HeoBXOAMMO YUMTbIBATL NPK
Bbl6OpPE MHCTPYMEHTOB UAN METOA0B MUHUMM3ALMKN PUCKA M CTPaTErMKU BHEAPEHUA Mep MUHUMMU3aLIMK
PUCKa C Lenblo obecrnedyeHnsa SOCTUNKEHMUA KeNaeMblX Pe3ybTaToB Mo OXpaHe 06LEeCcTBEeHHOro 340P0BbA.
BbinonHeHWe peryaapHoOn NPOMEKYTOUHOM OLLeHKM 3GOEKTUBHOCTU peannsyembix Mep MUHUMMU3aLIMM
PUCKa [0/1KHO BbITb HanpaB/ieHO Ha CBOEBPEMEHHOE BbisiB/IEHWE UX HeA0CTaTOUHON 3GHEKTUBHOCTU U
BHEAPEHNE COOTBETCTBYIOLLMX KOPPEKTUPYIOLMX MEPOMPUATUIA.

MnaH No MMHMMM3ALMW PUCKA ABAAETCA cocTaBaAtowel YacTtbto MYP. MNaaH no MMHUMM3aUMKM pUCKa
AONKEH BKAOYATb cneaylolme pasgensl:

a) obocHoBaHWe HeObX0AMMOCTU BBEAEHMA AOMONHUTE/NbHbBIX Mep MUHUMU3ALMM PUCKA (B CBA3K
C onpegeneHHbIMM npobnemammn 6esonacHocTu). B gaHHOM pasgene A0/KHO 6biTb cHOpPMYINPOBAHO
060CHOBaHWE NPes/IoKEHHbIX AOMNOJHUTENbHBIX MEP MUHUMM3AUMKN PUCKA, KOTOPOE AO/IKHO BK/IOYATb
KOHKPETHbIE LLe/IN NO KaxKAoM U3 NpeanoXKeHHbIX mep. Jo/KHO 6bITb AaHO YETKOE ONMCaHUe TOro, Kak
npegnaraemas AOMOJHUTE/IbHAsA Mepa MWHMMM3aUMKM pUcKa OyaeT HanpaB/ieHa Ha KOHKPEeTHYIo
npobaemy, cBasaHHYO ¢ 6€30MacHOCTbIO;

6) onncaHne AONOJIHUTENIbHbIX MEP MUHUMU3AUUUN PUCKa. B gaHHOM pasagene OONXKHO 6bITb
npeancrassieHo onncaHne Bbl6paHHbIX AONONHUTENbHbIX Mep MUHUMU3AUUN PUCKA, BKTKOYAA ONUCaHne
MHCTPYMEHTOB UM METOA0B, KOTOpPbIE 6y,u,yT MCNONb30BaHbI, N KNHOYEBbIX 3/IEMEHTOB COAEPHKAHUA,

B) NJaH BbINO/MHEHMA. B AaHHOM pasgenie AONXKHO ObiTb NpeacTaBNeHO NoApobHoe onucaHue
NPeasioXeHUA MO  BbIMOAHEHUIO  AOMOMHMUTENbHbIX MepP MUHMMM3aUMKM  pUCKa  (Hanpumep,
XapaKTEPMCTMKA BMELWIATENbCTB, AETa/ibHad MHPOpMauMa O LLeNeBON ayauMTOpuKM, NaaH NpoBeAeHMUs
06pa3oBaTe/ibHbIX NpOrpamm u (Mamn) pacnpocTpaHeHuUs 06pa3oBaTebHbIX MHCTPYMEHTOB, MEXaHW3M
KOOpPAMHAUMWM [aHHbIX Mep C APYrMMW  AepKaTeNamMn  PerMcTpaLMOoOHHbIX YA0CTOBEPEHWN, MpU



HeobxoaMmocCTwn);

r) nnaH oueHku. B gaHHOM pasaene foskeH 6biTb NpeacTaB/ieH NOAPOOHbIN NAH C KIOYEBbIMU
3Tanamu no oueHKe 3PpPEeKTUBHOCTU AOMOJHUTENbHBIX MEP MUHUMM3ALMM PUCKA C TOYKU 3PEHUA
BbINO/JIHEHWUA 3aM/IaHNMPOBAHHOIO MPOLLECCA M C TOYKM 3peHUs obLWMX NOKasaTenell BAMAHUA Ha UCXoabl
(Hanpumep, cHUXKEHME pUCKa).

12.2.2. Mepbl MUHMMM3ALNWN PUCKA.

JononHuTenbHble Mepbl MUHUMM3aLMK PUCKA NPEA/IAaratoTca B CNY4asnX, eC/iM OHU OLEeHMBAKOTCA
KaK ycnoBua 6esonacHoro 1 3¢p¢$eKTUBHOIo MCNo/b30BaHMA IEKapCTBEHHOrO Npenaparta. Mpeanaraemble
AONONHUTENbHbIE MEPbI MUHUMU3ALMN PUCKA A0NKHbI 6bITb HAY4HO 06OCHOBAHHbIMMU, @ TAKKeE A0/ KHbI
pa3pabaTbiBaTbCA M NPEACTABAATLCA CNELMANMCTAMM C COOTBETCTBYOLWEN KBaMbUKaumei.

JononHuTenbHble Mepbl MUHUMM3ALMU PUCKa MOTYT MMETb PA3INYHbIE LieNn, AVU3aliH, LLeseByto
ayaMToOPUMIO U CNOXKHOCTb. ITU Mepbl MOFYT MCMNOAb30BATbCA C LEeNblo obecnedeHna Haanexallein
npoueaypbl BbIOOPA COOTBETCTBYHOLLMX NMALMEHTOB, 411 KOTOPbIX N0/Ib3a MPUMEHEHUS 1EKAPCTBEHHOTO
npenapata nNpeBblWaeT PUCK, U UCKIKYEHUSA MaUMEHTOB, KOTOPbIM MPUMEHEHME NEKAPCTBEHHOTO
npenapaTta NPOTUBOMOKA3aHO, C Lenblo obecneyeHms HaanexKallero MOHMTOPUHra Tepannu, UMEeLOLLLEro
OTHOLLEHME K KOHTPOJIIO BaXKHbIX PUCKOB M (MIM) Hag/1exKallero ynpasaeHns HexenaTelbHoN peaKkuymeit
B C/ly4ae ee pas3BUTUS.

JononHutenbHo MmoryT 6biTb pa3paboTaHbl cneumMbuyeckne mepbl MUHUMM3ALMU PUCKA B
OTHOLUEHUM PUCKA MEOMUMHCKOM OWnbKM U (Mamn) B uenax obecrevyeHUs HaAeKalero HasHauYeHus
NEeKapCTBEHHOro npenapata B CAy4anaX, €CcAn [AOCTUXKEHWEe 3STOW Lenu TONbKO NoCcpeAcTBOM
npeactaBneHma MHoOpPMaL MK O ekapcTBeHHOM npenapate 8 UMM (J/IB) nnv nHpopmaumm Ha sTUKeTKe
ABNALTCA NPAKTUYECKN HEOCYLLLECTBUMbIM.

Ecnum caenaH 3anpoc Ha AONOAHUTENbHbIE MEPbI MUHMMM3aLUUK PUCKA, 060CHOBaHWe Ana 3anpoca
AOMKHO BbiTb AOKYMEHTUPOBAHO, a TaKXKe AO0/IKHO ObiTb CAEMAHO YKasaHMe KOHKPETHbIX npobnem,
CBA3aHHbIX C 6€30MacHOCTbIO, U NpPeACTaBAeHO AeTa/ibHOe NAAaHMPOBAHME 3TAMNoOB BbINOJAHEHUA Mep
MWHUMMN3ALUN PUCKOB U UX OLLEHKM.

JononHuTeNbHble Mepbl MMHUMM3ALLMKM PUCKOB MOTYT BK/KOYATL Cleaytolme:
a) obpasoBaTesibHan NPoOrpaMmma;

6) nporpamma KOHTPO/IMPYyemMOoro gocCTyna;

B) Apyrne mepbl N0 MUHUMM3ALLMM PUCKA.

12.2.2.1. O6bpa3oBaTenbHas Nporpamma.

JOonoNHUTENbHbIE WHCTPYMEHTbI MAM METOoAbl MWHUMWU3ALMU PUCKA, KOTOpble MOryT ObiTb
MCNoNb3oBaHbl B 00pa3oBaTe/IbHOM MpPOrpaMme, OCHOBaHbl Ha ULeneBoOM MWMHOOPMMPOBAHUM C
npeactasneHuem nMHbopmaumu, coaepxauleica 8 OXJIM mam UMM (N1B). lioboli obpasoBaTenbHbI
maTepuan AosiKeH bbiTb OPUEHTUPOBAH Ha AOCTUNKEHUE ONpeaeneHHbIX Lenein MUHUMKU3aLUmMmn pucka.

Lenbto obpasosBatenbHOM MNporpammbl ABASETCA ONTUMM3AUMA NPUMEHEHWUA NEKAapPCTBEHHOIO
npenaparta nocpeacTBOM NO3UTUBHOIO BANAHUA HA AENCTBUA COTPYAHUKOB CUCTEMbBI 340aBOOXPAHEHNA
M MAUMEHTOB B LLeNAX MUHUMM3AUMKU pucKka. ObpasoBaTesbHbie MaTepuasbl LO/KHbI ObiTb CO34aHbI
ncxoaa M3 NPesnosIoKeHNUs, YTO CYLLLECTBYET NPAKTUYECKM BbINOJHMMAA U AeACTBEHHAA peKoMeHaauma
Ons ueneBoro ob6pasoBaHMA U YTO MPUMEHEHME LAHHOM Mepbl CYUTAETCA BA*KHOM M 3HAYMMOM ANA
MUWUHUMM3ALUKN PUCKa U (MTM) ONTUMM3aLLMM COOTHOLWEHMA "nonb3a - puck”.

Ncnonb3yemble B KOHTEKCTe 0bOpa3oBaTeNbHON nNporpammbl 0O6pasoBaTesibHble WHCTPYMEHTbI



MOFYT MMETb HECKOJIbKO PAa3NYHbIX LieNeBblX ayauTopuii, moryT 6biTb HanpasneHbl 6onee yem Ha 1
npobaemy, cBA3aHHy0 ¢ 6e30MacHOCTblO, MU MOryT NepefaBaTbCA C UCMOMb30BAHMEM KOMOUHAL,UK
MHCTPYMEHTOB M CpeacTB MaccoBoi WHpopmaumm (Ha OGymarkHOM HocuTene, ayamo, BUAEO, B
MHOOPMALMOHHO-TENEKOMMYHUKALLMOHHOM cetu "UHTepHeT", nepcoHanbHoe obyuyeHue).
PekomeHayeTcA NpeacTaBieHNEe MaTeEPMANOB B Anana3oHe GOpPMaToB B Lensax obecneyeHms A0CTyNa, B
TOM YMC/ie B C/ly4ae BbIXOA4A U3 CTPOS CpeacTBa MHPOPMUPOBAHMA UM HEBO3MOMKHOCTU UCMO/Ib30BAHUA
NHGOPMALMOHHO-TENEKOMMYHUKALLMOHHOM ceTn "UHTepHeT".

Copep:kaHue ntobbix 0bpa3oBaTesIbHbIX MATEPUAZIOB AO/KHO ObITb MOAHOCTbIO COMACOBAHO C
AencTeytowen ogobpeHHon MHdOpPMaLMENn Ha NeKapCTBEHHbIN NpenapaT, Takon Kak OX/1M nan UMM
(N1B). 2nemeHTbl peknambl (MpsMble WAM 3aByasIMPOBaHHbIE) HE AO/KHbI BKAOYATLCA B COAeprKaHue.
AKUEHT 0bpa3oBaTe/ibHbIX MaTepuasoB AO/KeH OblTb CAENAH HA PUCKM, MMEIOLLME OTHOLWIEHME K
NleKapcTBEHHOMY MpenapaTty, W ynpaBiaeHWe TakKMmMKU pUcKamu, TPebylowymu AONOAHUTENbHbIX Mep
MWHUMMU3ALUN PUCKa.

Miobaa obpasoBaTenbHaa nporpamma [O/MKHA 6biTb MNONHOCTbIO OTAENEHA OT pPeKNaMHbIX
OENCTBUIM, a KOHTaKTHYO WHOOPMAUMIO Bpayed W MALMEHTOB, MOJYY4EHHYIO MOCPenCcTBOM
06pa3oBaTe/ibHbIX NPOrpaMm, He cieayeT UCNONb30BaTb B PEKNAMHbIX LeNsX.

O6pa3zoBaTe/ibHble MHCTPYMEHTbI, OMMCaHHbIE HUMXKE, MOXKHO paccmMaTpMBaTbh B MHAMBUAYaNbHOM
nopsifKke UavM B KOMOMHaUMK Npu pa3paboTke obpa3oBaTesIbHOM NPOrpaMmbl B LENSX AOMNOHUTE/IbHOM
MWHUMM3ALMN PUCKa.

12.2.2.1.1. ObpasoBaTesibHble UHCTPYMEHTbI.

O6pa3oBaTesibHble MHCTPYMEHTbI A0/KHbI MMETb ONpeAeneHHYI0 HaMpaBAeHHOCTb M BKIKOYATb
OZHO3HAYHOe onpeaeneHne pucka No paccmaTpusaemon npobaeme, XapakTEPUCTUKY AaHHOMO PUCKa U
KOHKPETHbIX AeACTBMI, KOTOPbIE A0MKHbI BbITb NPEANPUHATLI PaBOTHUKAMM CUCTEMbI 34PaBOOXPaHEHNA
1 (MAn) naupeHTamm B LEenax MMHUMM3aLMM TaKUX PUCKOB.

[daHHaa WHobopmauma [OO/IKHA ObiTb aKUEHTMpPOBaHa Ha YETKO OnpeaeneHHbIX AenCTBUsAX,
NMEIOLLIMX OTHOLLEHME K crieudpuyeckmm npobsiemam no 6€3onacHOCTM B NJ1aHe MUHUMM3ALUM PUCKA, U
He [0MXKHa BKAoYaTb MHPOPMaLMIO, KOTOpaa HE MMEET HEeMNOCPEACTBEHHOIrO OTHOLLIEHMA K Npobieme no
6e30MacHOCTM U KOoTopas Haa/exalmm obpasom npeacrasneHa B8 OX/1M van UMM (N1B).

dnemeHTbl MHGOPMALMM O/15 BKIOYEHUS B 0Opa3oBaTe/ibHble MHCTPYMEHTbI MW METOZAbl MOTyT
npeaycmaTtpuBaThb:

a) PYKOBOACTBO NO HAa3HA4YE€HUIO IEKAPCTBEHHOIO NpenapaTta, BK/1K4YanA Bbl60p nauneHTa, KOHTPO/1b
N MOHUTOPWHT, HanpaB/ieHHble Ha MUHUMWN3aL MO BaXXHbIX Bbl60p0‘-IHbIX PUCKOB,

6) pyKOBOACTBO MO YNPABAEHUIO TAKMMUN PUCKAMM (418 COTPYAHUKOB CUCTEMbI 34PaBOOXPAHEHNA,
NauWeHTOB WU L, OCYLLLECTBAAIOLLMX YXO4, 338 HUMM);

B) PYKOBOACTBO MO NPEACTaBAEHUI0 MHOOPMALMM O BbIABJEHHbIX HEKeNaTesIbHbIX peakuusx,
NPeLCTaBAAIOWMX OCOBbIN MHTEPEC AN XaPaKTEPUCTUKM ONpeaeNeHHOro pucka.

12.2.2.1.1.1. O6pasoBaTe/ibHble WHCTPYMEHTbI WAM METOAbl ANA  COTPYAHWKOB CUCTEMDI
34paBoOOXpaHeHus.

Llenbio noboro 06pasoBaTeNbHOrO MHCTPYMEHTa MAM MeToda ANA COTPYAHWKOB CUCTEMBI
34paBOOXPaHEHMA ABAAETCA NpeacTaBieHne cneumduieckmx pekomeHaaumii no npumeHeHuto, u (nam)
NPOTMBOMOKA3aHU, U (MAKN) NpenoCTePEREHMUIM, CBA3AHHbIX C JIEKAPCTBEHHbIM MNpenapaToMm U
cneumMdUUeckMMn PUCKaMM, HYXKAAOWUMMUCA B AONOMHUTENbHbIX Mepax Mo MMHMMU3ALMM PUCKa,
BKIOYAA:



a) BbI6Op NaUMEHTOB;

6) METOAMKY NeYEHUS, PEXKUM LO3MPOBAHNA, KOHTPO/Ib U MOHUTOPUHT;

B) CneumasnbHble aAMUHUCTPATUBHbIE NPOLLeAYPbl UM OTMYCK IeKapCTBEHHOrO Npenapara;
r) aetanbHan nHGopmaLma, KOTOPYIO HEOBXOAMMO NPEACTaBUThL NaLMEeHTaM.

Boibop dopmata 0bpa3oBaTeNbHOr0 WMHCTPYMEHTa MAM MeToda 3aBUCUT OT MpeacTaBaAemoi
nHdopmaumm. Ecnm HeobxoaAMMO COBEPLINTL ONpPELENEHHOE KOMMYECTBO AENCTBUIA nepes, BbIMUCKOM
peuenTta MHAMBUAYANbHOMY MAUMEHTY, TO NOAXOAAWMM GOPMATOM MOXKET ObiTb KOHTPO/bHbINA JIUCT.
®opmat 6poLtopbl MoXkeT 6biTb Honee NoaxoAAWMM A1A OCO3HAHUA CMELMANNCTaMU KOHKPETHbIX
PMCKOB C aKLLEHTOM Ha paHHEM BbISIBIEHUU U YNPABAEHUW HEXKENATENbHbIMU PEAKLMAMM, B TO BPEMS KaK
nAakatbl MOTYT CcoAep)KaTb MPUMEHWMbIE TepaneBTUYECKME PYKOBOACTBA WM CXeMbl Mpuema
NeKapcTBeHHOro npenaparta. MoseT 6bITb 0TAAHO NpeanodTeHre apyrum dopmatam, B 3aBUCMMOCTH OT
HanpaBAeHHOCTH, obbema nHGOPMaLMK, LLeNIEBOM ayAUTOPUN U UHBIX GaKTOPOB.

12.2.2.1.1.2. O6pa3oBaTe/sbHble WHCTPYMEHTbl WAM MeToAbl AN NauMeHTOB W uu,
OCYLLLECTBAAOLWMX YXOL 32 HAMM.

O6paszoBaTe/ibHble WMHCTPYMEHTbI MAM METOoZbl AN MauMeHTa AO/KHbI ObiTb HaueneHbl Ha
yAydlieHne NoOHMMaHUA NaunMeHTammn Uan IMLamm, OCyLLLECTBAAIOWMMM YXO4, NPU3HAKOB M CUMMNTOMOB,
CYLLECTBEHHbIX AO/1A PaHHEro BbIABAEHMA CNeundUUECKUMX HeXKenaTeNbHbIX peakuui, Tpebyrowmx
MPUHATUA LOMNOJHUTEIbHBIX MEP N0 MUHUMMU3ALMKN PUCKA, 3 TaKKe ONTMMM3ALMU 4a/bHeNWero BeAeHNs
nauueHTa. Ecam 3To ABnaeTcA yMecCTHbIM, 06pa30BaTe/ibHbli MHCTPYMEHT WAM MEeToh, MOMKeT bbiTb
MCNO/b30BaH A1A NpeAcTaBieHUs MHPOPMALMMU U HAaNOMMHAHMA MALMEHTY O BaXKHbIX AeWCTBMAX (No
BEAEHMIO 3aNnceit No A03MPOBaHMIO JIEKAPCTBEHHbIX NPenapaToB UAN AMAarHOCTUYECKMM MNpoueaypam,
KOTOpPbI€ A0MKHbI 6bITb 32PErMCTPMPOBAHbI AN BbINOJHEHbI NALWEHTOM C MOCNEAYIOWUM 06 CyKAEHEM
C paboTHMKaMM CUCTEMbI 34pPaBOOXpPaHeHMA B LenAx obecnevyeHuna cobalogeHns NobbIX 3Tanos,
HeobxoaAnmMbIX 418 3GHEKTUBHOIO MPUMEHEHUA IeKapCTBEHHOTO NpenapaTa u ap.).

12.2.2.1.1.3. NamATKa gnAa naumeHTa.

Llenbio AaHHOTO WMHCTPYMEHTa fABAAETCA rapaHTMA TOro, Yto cneuuanbHaa WHboOpmaumsa B
OTHOLUEHUM TEKYLL,ETO JIeYEeHMA NaLMEHTa U CBA3AHHbIX C 1IeYEeHMEM PUCKOB (Hanpumep, NoTeHLUMa bHble
B3aMMOAENCTBMA C APYrMMU NEeKapCTBEHHbIMM Mpenapatamu) Bcerda WUMEETCa B PacnopsXKeHun
nauMeHTa M AOCTyMHa COOTBETCTBYIOWEMY COTPYAHWKY CUCTEMbI 34paBooxXpaHeHusa. MHdopmauma
OOJIKHa coaeprKaTb HEOBXOANUMBIN MUHUMYM O/1A Nepenayn KaUeBbiX MHCTPYKUMIA MO MUHUMU3ALUM
pUCKa U HeOBXoAUMBIX AENCTBUIM, 0BNeryatoLmMx CoOCToAHUE NPU NoBbIX 06CTOATENbCTBAX, B TOM YucCae
SKCTPEHHbIX. OAHOW U3 K/TOYEBbIX XapPaKTEPUCTUK AaHHOro MHCTPYMEHTa A0/1XKHa 6bITb NOPTaTUBHOCTD.

12.2.2.1.2. Mporpamma KOHTPOAMPYEMOro A0CTyna.

I'IporpaN\N\a KOHTPO/IMPYEMOTO O0CTyrna COCTOUT U3 ONePaTUBHbIX Mep, HaUe/NNEHHbIX Ha KOHTPOJ1b
AOCTyna K J1eKapCTBEHHOMY nMnpenapaty 3a npegenamm ypoBHA KOHTPOAA, rapaHTUPOBAHHOIO
CTaHOapPTHbIMKU Mepamn NO MUHUMU3ALUUN PUCKA, TO €CTb PEryNATOPHbIM CTAaTyCOM NEKAPCTBEHHOrO
npenaparta. KOHTpOJ’IMpyeMbII‘/JI A0CTyn cnegyer paccMatpueatb B KayecTtBe METOA4a MUHUMMU3aUUU
Cepbe3HOro pucka anAa NekapCrseHHOro npenaparta C ,EI,OKa3aHHOl\;I I'IOJ'Ib30[;I, KOTOPYIO HeNb3A JOCTUTHYTb
6es AONMO/IHUTE/IbHbIX MEP MUHUMUN3ALUN BCNEOCTBUE PUCKA BO3AEﬁCTBMﬂ Ha 340poBbe NayneHTos.

Mpumepbl TPebOBaHMM, KOTOpbIe AO/MKHbI ObiTb BbINMOJHEHbI A0 HA3HAYeHWA JIeKapCTBEHHOro
npenapata, u (MnM) oTnycka, U (MAM) MCNONL30BAaHUA B MPOrpPamMme KOHTPOJMPYEMOro A0CTyna,
nepeyncsieHbl HUKe (OHM MOTryT BbIMOJMHATLCA WMHAMBMAYAJAbHO MAM B KOMOWHAUMM C Apyrumu
TpeboBaHMAMN):

a) cneuuduyeckme meToabl KOHTpons M (unu) obcnenoBaHWsAs nNauueHTa Ana obecnevyeHun



COOTBETCTBUA onpeaeneHHblM KTIMHUYECKUM KPUTEPUAM;

6) Bpay, BbINUCbIBAIOLWMIM NeKapCcTBEHHbIM NpenapaT, dapmaL,eBTUY ecKUii paboTHUK, OTNYCKaOLWMIA
NeKapcTBEHHbIW npenapaTt, U (MAW) NauMeHT, AOKYMEHTA/bHO MOATBEPKAAIOT CO CBOEN CTOPOHbI
noay4yeHue u NoHMMaHWe MHGOPMaLLMK B OTHOLLEHUW CePbE3HOI0 PUCKA, COMPAXKEHHOTO C NPUMEHEHNEM
NeKapCTBEHHOrO NpenapaTa;

B) TOYHble MNpoueaypbl MO CUCTEMATUYECKOMY MNOCaeaytowemy Habalo4eHMIo 3a NauveHTom
NnocpeacTBOM PErncTpaLmm B cneumanbHomn cucteme cbopa AaHHbIX (B perMcrpe naumeHToB) U ap.;

r) nekapcTBeHHble npenapaTtbl MOryT 6biTb NOAYYEHbI TONbKO B anNTeKax, UMEIOLLMX JULLEH3NIO Ha
OTNYCK TaKOro JIeKapCTBEHHOro Npenapara.

B onpeaeneHHbIX CAyyasx B KayecTBe WHCTPYMEHTa KOHTPO/IMPYEMOro AocCTyna MoryT 6biTb
MCMO/Ib30BaHbl TPebOBaHUA O NPOBEAEHUWN CMELManbHOro 06CNef0BaHNA UM KOHTPOJIS COCTOAHUA
nauueHTa. Hanpumep, KOHTPOAb COCTOAHUA NaumeHTa, NabopaTopHble MOKasaTeAn WAN WHble
xapaktepuctnkm (KM n gp.) oo neveHusa u (Mam) B npouecce NevyeHUs, aHanmsbl GyHKLUUM NeYeHy,
perynapHble aHanusbl KPOBW, TeCT Ha 6epemeHHOCTb (KOTOpbI MOMKET ABAATLCA KOMMOHEHTOM
nporpammbl NpeaoTBpalleHms 6epemeHHOCTH). Mepbl A0/MKHbI 6bITb BBEAEHbI B AENCTBME B LLeNAX
obecneyeHnn KOHTpona B cootseTcTBMM ¢ OX/IM, Koraa 310 ABASETCA KPUTMUECKUM GaKTOPOM C TOYKM
3peHMA COOTHOLLEeHUA "nonb3a - pUck"” NekapcTBeHHOro npenapaTa.

12.2.2.1.3. ipyrne mepbl MMHUMMU3ALNMK PUCKA.
12.2.2.1.3.1. Nporpamma npeaoTspaLLeHnsa 6epemMeHHOCTH.

Mporpamma npepoTepalleHs 6epemeHHOCTM npeacTaBasder coboli  COBOKYMHOCTb  Mep,
HanpaBAeHHbIX HA MUHMMM3ALMIO PUCKa BO3L4ENCTBUA NIEKAPCTBEHHOMO MpenapaTta C M3BECTHbIM WM
noTeHUManbHbIM TepaToreHHbIM AelUCTBMEeM Ha naog B nepuod 6epemeHHocTU. [aHHaa nporpamma
[ONKHa obecneymnsaTb BHeApPEHME TAaKOro MexaHM3ma KOHTPOASA, MPU KOTOPOM MaLMEHTbl EHCKOro
nona He 6blAM 6epeMeHHbIMU B Hauyane Tepanum uam He 3abepemeHen Ha NPOTAXKEHMM Kypca 1eyeHns
n (Mnn) onpegeneHHOro NPOMEXKYTKA BPEMEeHM Mocse npekpalweHus Tepanuu. [Mporpamma
npeaoTBPaLLEHNS BepPeMeHHOCTU TaKKe MOXKET bblTb OPUEHTMPOBAHA Ha MALMEHTOB MY¥KCKOIo Mosia B
CNyyae, ecan MpUMEHeHWe JIeKapCTBEHHOro npenapata 6MONOTMYECKMM OTLOM MOXET MMEeTb
HeraTMBHble NOCNEACTBUA A1 UCxoaa bepeMeHHOCTY.

Mporpamma npenoTBpalleHna 6epemMeHHOCTM CcodveTaeT npUMeHeHue obpasoBaTeslbHbIX
MHCTPYMEHTOB M COOTBETCTBYHOLMX MHCTPYMEHTOB KOHTPO/A AOCTyNa K JieKapcTBEHHOMY npenapary.
Cneaytowpe snemeHTbl cnefyeT pacCcMaTpMBaTb Kak MHAMBMAYAAbHO, TaK WU B COBOKYMHOCTM Mpwu
NNIAHMPOBAHMM NPOrPAaMMBbl NPeaoTBpPaLLEHNA bepeMeHHOCTH:

a) obpasoBaTenbHble MHCTPYMEHTbI, HanpaB/eHHble Ha COTPYAHUKOB CUCTEMbI 340aBOOXPaHEHUA
M NALMEHTOB, B Lenax MHGOPMMPOBAHUA B OTHOLLEHMM TEPATOreHHOro PUCKa U HEO6X0AMMbIX AeNCTBUIMA
ANA  MMHMMM3aUMM  AaHHOTO pUCKa (PYKOBOACTBO MO WCMoOAb30oBaHWIO 6Gonee vyem 1 meToda
KOHTpaLenuuM M pyKOBOACTBO MO PasNMYHbIM BUAAM KOHTPALENTUBHbLIX CPeacTs, MHPOpMaLmMa O
nauveHTa B OTHOWEHUU AAUTENIbHOCTU NEPUOAA, B TEYEHWUE KOTOPOro cieayeT usberatb bepemeHHOCTH
nocse npekpalleHna nedyeHna u ap.);

6) KOHTPOAMpPYEMbII1 AOCTYN HA YPOBHE Ha3HAYeHMs MAM OTMYCKa JIeKapCTBEHHOrO npenapara ¢
obecrneyeHnMem BbINOAHEHUA TecTa Ha HGepeMeHHOCTb M KOHTPOJieM OTpUUATE/IbHbIX Pe3ynbTaTos
MeANLMHCKAM U papmMaL,eBTUYECKUM PaboTHMKOM repes, HasHayeHneM WM OTMYCKOM /IeKapCTBEHHOro
npenapaTa;

B) orpaHn4yeHne maKkCMmasibHOro Cpoka ,D,EVICTBMH peuenTa 30 KaneHaapHbIMU OHAMMU,;

r) KOHCYNIbTUPOBaHWE B CAyd4ae HenpegHamepeHHoM 6epemMeHHOCTU U OLLEHKa ncxoda cay4anHom



bepemeHHOCTHU.

CnepfyeT TaKKe paccMOTPETb LenecoobpasHoCTb BHeAPEHMUS U AM3aliH perncTpa bepemMeHHbIX as
perncTpaumm AaHHbIX MO BCEM MaLMeHTam, KoTopble 3abepemeHeny B MPOLECCEe JIeYeHUs WAU B
COOTBETCTBYIOLLMI NEepUO BPEMEHM C MOMEHTA OKOHYaHUSA iedeHuns (Hanpumep, B TeueHne 3 mecsaues).

12.2.2.1.3.2. HenocpeacTeeHHOE 0bpallleHMe K COTPYAHUKAM CUCTEMbI 34PaBOOXPaHEHUS.

HenocpeacteeHHoe obpallleHne K COTpyAHMKAM CUCTEMbI 34PaBOOXPAaHEHUA ABNAETCA AaKTUBHOWM
dopmont nHPopMMpoBaHUA No He30nacHOCTM, MOCPEeACcTBOM KOTOpon MHdopmauusa npeacraBasercs
AepKaTenem perncTpaloHHOro yA0CTOBEPEHMUA UAN YNOJHOMOYEHHbIM OPraHOM FOCYAapCTB-4/1IEHOB
HEMOCPEACTBEHHO COTPYAHMKAM CUCTEMbI 34PABOOXPAHEHUS B LEeNAX WHPOPMMPOBAHMA UX O
HeobXx0AMMOCTM NpeanpuHATL Cepbes3Hble AEeNCTBMA WAM afanTMpPOBaTb MPUHATYIO MeZULMHCKYHO
NPaKTUKY C LUEeNb0 MUHUMMU3ALMN ONpeaeneHHbIX PUCKOB U (MIN) CHUMKEHUS TAXKECTU HeXenaTeNbHbIX
peaKLnit 1eKapCcTBEHHOrO NpenapaTa, yKasaHHbIX B pa3aene 11 Hactoawmx Mpasun.

12.2.3. BoinoAHEHWE Mep MUHUMM3ALLMMN PUCKOB.

JononHuTeNnbHble Mepbl MUHUMMU3AUUM PUCKA MOTYT BKAOYATb 1 MM HECKONBKO aKTUBHbIX Mep,
KOTOpble A0/KHbI BHEAPATLCA U BbIMOMHATLCA B PamKax onpeaeneHHon uenesoi rpynne. Hagnexauyee
BHUMaHWE AO0/KHO YAENATLCA KaK BPeMeHHbIM paMKam peasniM3auumnm mepbl MUHUMU3ALUN PUCKa, TaK U
npoueaypam, HanpaBAeHHbIM Ha AOCTUXKEHME uenei B LeneBoi rpynne. Hanpumep, ogHOKpaTHoe
BbIMO/AHEHNE 06pa3oBaTe/bHbIX MHCTPYMEHTOB MAM MeTodoB '"nmepes 3anyckom" nporpammbl no
peanusaummn mep MOoXKeT BbiTb HeAOCTaTOUHbIM AN obecnevyeHnn Toro, YTobbl 0XBaTUTb MHGOPMaLMEN
BCEX MEAMLMHCKUX COTPYAHWKOB, MOTEHLMANLHO BbIMMCHIBAOLWMX IEKAPCTBEHHbIW Npenapart, u (1au)
notpebutenei, B TOM Yncne HOBbIX MeAULUMHCKUX PaboTHMKOB U noTpebuTenein. MoxeT BO3HUKHYTb
HeobXoAMMOCTb B AOMNONHUTENBHOM NEPUOAMYECKOM NepepacnpeaeneHnm MHCTPYMEHTOB N METOA0B
nocse 3amnycka NporpaMmmsl Mo peanvsauumn mep. Hagnexkaliee BHUMaHWE A0MKHO YAENATLCA 0bLemy
dopmaty obpasoBaTesibHbIX MHCTPYMEHTOB WAM MeToAoB AnA obecrneyeHua YeTKOro pasanuma c
Pa3/IMYHbIMK  PEKNAMHbIMKM MaTepuanamu. [lpeacTaBneHne o6pas3oBaTeNibHbIX MaTepuanoB  Ans
COrlacoBaHMA B YMOJHOMOYEHHbIM OpraH rocyAapcTBa-YseHa [AO/MKHO OCYLLECTBAATLCA OTAE/IbHO OT
nepeaayun peKksnamHOro matepuana, npm 3TOM B CONPOBOANUTE/IbHOM NUCbME A0/XKHO BbiTb 0603HaYEHO,
ABNAIOTCA /M MaTepuanbl PeknamHbiMM MAM obpasoBaTenbHbiMW. Ob6pasoBaTesibHble MaTepuasbl
cneayeT pacnpocTpaHATb OTAENbHO OT PEKAaMHbIX MaTEPUAIOB C YKa3aHWEM TOTO, YTO OHM He ABNAITCA
peKknaMHbIMK. MexaHn3mbl obecneyeHns KauecTBa AO/IKHbI TapaHTUPOBATL, YTO UMEIOLLMECH CUCTEMDI
PacnpoOCTPaHEHNSA COOTBETCTBYIOT MOCTaB/IEHHOM LEAUM Mepbl MWHMMM3AUMKM PUCKA W ABAAIOTCA
KOHTPOIMPYEMbIMU.

12.2.4. OueHKa 3pPeKTMBHOCTU MEP MUHUMMU3ALNM PUCKA.

OueHKa 3pdHEeKTUBHOCT MEP MUHUMMU3ALMN PUCKa ABAAETCA HEeOoBX0AMMOWN ANA YCTaHOBAEHMSA
3GPEKTUBHOCTM  AKTUBHbIX MEP MWHMMM3AUMKM  PUCKA, NPUYMH  HedIDDEKTMBHOCTM, a TaKkKe
HEoBX0AMMOCTN KOPPEKTUPYIOLWMX AeicTBUA. OueHKa 3pEKTUBHOCTU Mep BbINONHAETCA MO KaXK4oM
Mepe MUHUMM3ALLMM PUCKA U 418 NPOrpaMmbl B LLESIOM.

OueHKa 3bdPeKTUBHOCTM Mep AO/MKHA PAacCMaTPMBaTh Pas/IMYHbIE aCMeKTbl BbINOJAHAEMON Mepbl
MWHMMM3aLMM PUCKA: Cam Npouecc (To ecTb CTeneHb BbINOJAHEHMA 3an1aHWPOBaHHON NPOrpammbl), ee
BO34€MCTBME HA OCBEAOMIEHHOCTb M USMEHEHWA B NOBEAEHWUM LLeIEBOM TPYNMbl, @ TaK¥Ke pe3yabTar (B
KaKoW CTENeHW Bbln AOCTUTHYTbI LEAW MUHUMU3ALLMM PUCKA M 3@ KaKoM CPOK). Bpems OLEeHKM KaxKaoro
acMneKTa aKTUBHOM Mepbl AOMKHO BbITb TWATENbHO CNNAHUPOBAHO B pamKax MYP A0 MHULMMPOBaHMSA
mep.

Ona oueHkn 3PPeKTUBHOCTU Mep MUHUMU3ALMM PUCKa CedyeT WCMNoAb30BaTb 2 TFPynmbl
nokasaTeneu:

a) NoKa3saTe/ i npoL,ecca;



6) Nnokasatenu pesynbTata.

MoKasaTtenu npouecca HeobxoamMmbl gna cbopa LOKA3aTeNbCTB YCNELWHOCTU OCYLLECTBIEHNA BCeX
3TanoB mep MUHUMMU3aUMKN pUcKa. [laHHas rpynna nokasaTesiei npoLecca AoNKHa 00ecneunTb OLLEHKY
CTEMeHW BbINOJHEHUA 3anaHUPOBAHHOM MPOTrPamMMbl U AOCTUMEHMEe Tpebyemoro B/AMAHUA Ha
noBedeHWe UAN OeNcTBMA Lenesoi rpynnbl. MoKasaTenn BbINOJHEHUS MPOrpaMmbl AO0/MKHbI ObiTb
onpeneneHbl 3apaHee M OTCIEXMBATLCA Ha NPOTAXKEHWUM BbINOJHEHMA NPOrPammbl. Moy4eHHbIe AaHHbIe
M ONbIT MOTYT ObiTb WMCMO/Mb30BaHbl A1 ONTUMM3ALUM KOPPEKTUPYIOWMX AENCTBMI B C/lydae MX
HeobxoanmocTn. OLEeHKa BbIMOJAHEHUA NPOLLECCa TaKXKe MOMKET YydlWWUTb NOHMMaHWE NPOLLECCOB U
NPUYMHHBIX MEXaHM3MOB, B CUY KOTOPbIX AONOJIHUTE/IbHbIE MEPbl MUHUMM3AaLMM PUCKA NO3BOIUAN UM
He No3BOAWUAN A0BUTLCA KENAeMOoro KOHTPOAA cneundUIecknx PUCKoB.

MokasaTenu pesynbTaTa obecneymsatoT 06LLYIO OLLEHKY CTeneHM KOHTPOJIA PUCKa, AOCTUTHYTOro
nocpeacTBOM BHEAPEHUA Mep MMHMMMU3ALMKM PUCKA. Hanpumep, ecan Uenbio onepaTUBHOW Mepbl
ABNAGTCA CHUMKEHME YacToTbl U (MNK) TAXKECTU HeXeNaTeNlbHOW peakumu, KOHEUYHbIA KpUTepuii ycnexa
6yaeT NpuBA3aH K AaHHOM Lenu.

Mo pe3ynbTaTam npoLeaypbl OLEHKN 3PPEKTUBHOCTM MEP MUHNMM3ALMM PUCKA AENAETCA BbIBOL O
BO3MOHOCTM AajsibHEWLIEro BbINOJHEHUA OLLEHMBAEMON Mepbl MUHUMM3ALMU pUCKA Be3 nsmeHeHwUi
nmMbo o HeobxoaMmocTn ee M3MeHeHMs. OueHKa 3QDEKTUBHOCTU Mep MMHUMM3AUMKU PUCKA MOXKET
CBMAETENbCTBOBATD, YTO AEATENbHOCTb MO MMHUMM3ALMU PUCKA ABAAETCA HEZOCTaTOYHON WM AOMXKHA
6bITb ycuneHa (NocpeacTBOM BHECEHUS U3MEHEHWI B NPeAOoCTEPEKeHNA uam pekomeHgaumm 8 OX1M n
MMM (N1B), yny4ylweHUs YEeTKOCTU PeKOMEeHAaUMA No MUHUMU3ALMKM PUCKA U (MAKM) NoaKAYEHUEM
AOMNONHUTENbHBIX UHCTPYMEHTOB MO MUHMMM3ALMM PUCKA MW YAYYLIEHWEM CYLLECTBYIOLLMX U Ap.).
UHbIM pe3ynbTaTtom npoueaypbl OLEHKM MOXKET CTaTb BbiABAEHNE HECOOTBETCTBMA Mep MUHUMMU3ALMK
pUCKa MO OTCYTCTBMA B NpoLeaype OLEHKM TpebyeMon HanpaBieHHOCTU, B CBA3U C YeM MOXKET bbiTb
ymeHbleH obbem paboT Mo nporpamme WM PacCMOTPEHO ee ynpolweHue (YymeHblleHue yucna
WHCTPYMEHTOB, MW METOA40B MWMHMMM3ALMN PUCKA, WAM YACTOTbl BbINOAHEHWUA OTAE/NbHLIX Mep Mo
MWHUMM3ALMN PUCKa).

B nononHeHue K oueHKe 3PpPeKTUBHOCTU MEP MUHMMM3ALMN PUCKA B YNPaBAEHUN Npobaemamu,
CBA3aHHbIMU C 6€30MaCHOCTbIO, TAK}KE BAXKHO OLLEHUTb, MOXKET /IN 0NOIHUTE/IbHAsA Mepa MUHUMM3aUMK
pUCKa WMMeTb HemnpegHamepeHHble (HeraTvBHble) MOCAEACTBMA AN paccmaTpuBaemolr npobnemol
34,0pOBbA HAaceNEeHUA B NPUBIUKEHHOM WX OTAANEHHOM BPEMEHHOM MHTEPBANe.

12.2.4.1. Nokasartenun npoviecca.

MokaszaTenu npouecca ABAAIOTCA MNapamMeTpamu OLUEHKM obbema BbINONHEHUA W3HaYyanbHOM
nporpammsl U (MAK) U3MEHEHUI B ee BbINOAHEHUW. oKa3aTenn npouecca AO/MKHbI AOMOHATbL, a He
3amellaTb OLLEHKY AOCTUMKEHWA HaMeYeHHbIX Lienei nocpeactBomM peanusaumMm Mep MUHUMM3aLUK
pUcKa (noKasaTtenu pesynbTaTa). B 3aBUCMMOCTM OT XapaKTepa aKTUBHbIX Mep, Pa3/IMyHble NoKasaTenu
npouecca MmoryT 6biTb onpeaesieHbl AN OLEHKU UX 3PPEKTUBHOCTH.

12.2.4.1.1. JocTU}KeHWe LueneBon Nonynauum.

Koraa mepbl MMHMMM3aUMKN PUCKA BKIOYAIOT NPEeAoCTaB/ieHne MHGOPMaLUN U PyKOBOACTB A
COTPYAHUKOB CUCTEMBI 3 PaBOOXPAHEHMUA U (MM) NALMEHTOB NOCPELCTBOM 06pPa3oBaTe/IbHbIX METOLOB,
cnepyeT UCNob30BaTh MEPbI OLEHKM PacnpocTpaHeHMA MHGOPMaLLMK ANA NoNyYeHMA 6A308BbIX AaHHbIX
Mo BbINOJHEHMIO. [aHHble MOoKasaTenn AOJ/IKHblI ObiTb OPUEHTUPOBAHbI Ha OLEHKY COOTBETCTBMSA
MCMNOJIb3YEMOro MHCTPYMEHTa 4J/18 LeNeBoi rpynnbl (Hanpumep, COOTBETCTBYHOLLMIM A3bIK, PUCYHKM,
anarpammel, rpaduyeckme MHCTPYMEHTbI) UK OLLEHKY GaKTUYeCKOoro nosiyYyeHmsa maTepuanos LeneBoi
rpynnoi.

12.2.4.1.2. OueHKa KAMHUYECKUX 3HaAHWUM.

B Lenax oueHKn oceegoMAEHHOCTH LJ,EHEBOVI rpynnbl N YPpOBHA 3HaHMﬁ, Nnony4YeHHbIX NOCpPpeacTsom



ob6pa3oBaTe/ibHbIX OnepaTuBHbIX Mep U (Man) npeactasaeHuna uHdopmaumm (OXJM u ap.), cneayet
NMPUMEHSATb CTPOrMe Hay4YHble MeToAbl aHaIMTUYECKUX OMPOCOB.

AHanUTUYECKMI ONpOoC 0BbIYHO BK/IHOYAET OCHOBHbIE CTaHAAPTHbIE BOMPOCHI, OTBETbI HA KOTOPbIE
[AOMNycKaeTca NpeacTaBanTb No TenedoHy, B IMYHOM MHTEPBbIO UM OTNPABAATL NO NoYyTe (3N1EeKTPOHHOMN
noute). AHaAUTUYECKME ONPOCHI CiedyeT Bpems OT BpeMeHW NOBToPATb.

Tako noaxos MOMKeT 6biTb aJanTUPOBaH K KOHTPOIO OTHOLEHWA W OCBEAOMJIEHHOCTU B
penpeseHTaTUBHbIX FPynnax COTPyAHUKOB CUCTEMbI 340aBOOXPAHEHNA U (MNM) NAaLMEHTOB NOCPEACTBOM
COOTBETCTBYIOLUMX MCUXOMETPUYECKMX BEAMYMH. [nA BbINONHEHWUSA OLEHKU CleayeT Onpeaentb
aJeKBaTHbI 06bem BbIGOPKK, BK/TIOYEHME B KOTOPYIO BbIMOJIHATL C UCMO/Ib30BaHWEM PaHAOMM3aLMM.

Hagnexallee BHUMaHMe c/iegyeT yAenuTb UEeAsM  aHA/IMTMYECKOro Oonpoca, Au3alHy
nccnenoBaHua, obbemy BbIBOPKN U penpe3eHTaTUBHOCTM, ONepaLMOHHbIM ONPeaeNeHUAM 3aBUCUMbIX U
HEe3aBMCUMMbIX NMEePEMEHHbIX, @ TaKKe CTaTUCTUYECKOMY aHanu3sy. TwaTtesibHOe BHUMaHWe A0/IKHO bObiTb
TaKKe yZeneHo Bblbopy Hambonee COOTBETCTBYIOLMX WHCTPYMEHTOB NO COOPY AaHHbIX (QHKETbI,
OMPOCHUKMK 1 Ap.).

12.2.4.1.3. OueHKa KAMHUYECKUX AENCTBUA.

B uenax oueHKM spPpeKTMBHOCTM 06pa3oBaTeNbHbIX ONepaTUBHbIX Mmep 1 (an) nHdopmaLMoHHOro
obecneyeHus cneayeT onpefenuTb He TONbKO KAMHWYECKME 3HAHMA, HO U OCHOBaHHbIE Ha HUX
KANMHUYECKne aenctema (Hanpumep, HasHaYeHe NeKapcTBEeHHOro npenapara).

UccnepoBaHnA Mo MCNONb30BAHUIO NNEKAPCTBEHHOINO npenapata nNOoCPeactsomMm BTOPUYHOIO
MCNONIb30BaHUA AOdHHbLIX 3NEKTPOHHbIX MEeAWMUMHCKMUX KapPT caeayer pacCMaTpuBatTb Kak LI,EHHbIﬁ
MHCTPYMEHT ONA KONIMYECTBEHHOM OUEHKN KNMHNYECKNX ,D,EI;'ICTBVIP'I anAa npeacrasutena LI,eJ'IEBOl;‘I rpynnbol.

AHanNM3 NUCTOB Ha3HaYeHWs IEKAPCTBEHHbIX NpenapaTos, 0CO6EHHO BO B3aMMOCBA3M C APYrMMHM
OAHHBIMM MAUMEHTOB (KAMHMYECKMe, aemorpaduyeckme OaHHble U Ap.), MOMKET obecrneynTb OLLEHKY
Ha3HAYeHMA NeKapCTBEHHbIX MPEnapaTos, BKAtOYas COBMECTHOE HasHayeHWe 2 B3aMMOLENCTBYHOLLMX
JIeKapCTBEHHbIX MPenapaToB, COOTBETCTBUE PEKOMEHAALMAM NO NabOPATOPHOMY MOHUTOPUHTY, @ TaKXKe
BbI6OP M KOHTPO/Ib COCTOAHMA MAUMEHTa.

MpUMeHsA COOTBETCTBYOLWME CTaTUCTUYECKNE MEeToAbl (aHaNn3 ANHAMMWUYECKUX PALOB, aHau3bI
BbIXKMBAEMOCTU, /IOTMCTUYECKaA perpeccua v Ap.) ANAa KoropTbl notpebuteneil neKkapcTBEHHbIX
npenapaTtoB, MOMHO CAeNaTb OLEHKY pPas3/IMyHbIX acreKTOB HasHaYyeHua WAn  NpUMeEHeHus
JIeKapCTBEHHbIX MpPenapaToB, UYTO MOMKET MO03BO/IUTb BbINOJHUTL MNPOrHO3 MMHUMM3ALMM PUCKA,
BbIXOAALIMIA 33 PAMKKN UCKNOUYNUTENIbHO ONMCAHWA NONYYEHHbIX I0Ka3aTeNbCTB.

12.2.4.2. lokasatenu pesynbraTa.

KOHeYHbIMM MHANKATOPaMK YCNEeLWHOCTU NPorpamMmmbl MMHUMM3ALLMN PUCKA ABNAKOTCA pe3ybTaTbl
noBsbleHMA 6e3onacHOCTU npUMeHEeHNA NEKAPCTBEHHOIO NnpenapaTa (‘-IaCTOTa n (VII'IVI) CTENEHb TAXKECTU
HeXenaTte/ibHbIX peaKu,Mﬁ B CBA3N C Bosp,eﬁcmmem NNeKapCTBEHHOIO NpenapaTa Ha NaLneHTa BHE PaMOK
MHTEPBEHUMOHHOIo uccnenoBaHunAa, TO0 eCTb ero BO3A€VICTBMG B pPaMKaxX HeWUHTepBEeHUWNOHHOro
VICCﬂe,CI,OBaHVIﬂ). Pe3yanaTb| no 6esonacHocTtu AO0/IXKHbI  ABNATbCA MHAOUNKATOPAaMKM  YCNEWHOCTU
nporpammbl MUHUMM3aAL NN PUCKA.

OLI,eHKa, OCHOBaHHaA Ha AaHHbIX NnoKa3saTtenAax, AO0J/1XKHa BK/1KO4YaATb CpaBHEHUE
AINNAEMNONOTUYECKUX MEP YaCTOTHOCTU pPe3yabTaTa, TaKME KaK NOKa3aTesib YaCToTbl NN KyMyﬂFITVIBHOlZ
YacToTbl HeenaTesbHoMU peakuunn, I'IOI'Iy‘-IeHHbIﬁ B KOHTEKCTe MCCHEAOBaHMﬁ 6esonacHocTM Ha
nocTperncTtpaynoHHOM sTane.

B cooTBeTcTBMM C Nt0ObIM nogxoaoM Hay4dHble U NPU3HaHHbIE NPUHUKUNbBI SNNMAEMNOSIOTMYECKOro
nccnenoBaHMA BcCerga AO01XKHbI 6bITb pyrkoBoACTBOM A1 OUEHKM KOHEYHOro paccmMatpuBaemoro



NOKa3saTena pe3synbTaTa.
Cﬂe,EI,YET Y4uUTbIBaATb CPaBHEHUE YaCTOTbl A0 U NOCNE BbINO/THEHNA MEP MUHUMU3AUNN PUCKA.

Korga BbiMOAHEHWE OLLEHKM M pacyeTa [0 W NOC/e BbIMONAHEHUS Mep ABAAETCA NPaKTUYECKU
HEOCYLLEeCTBUMbIM (Hanpumep, mMepbl MUHMMM3ALMM PUCKa OblIM BBeAEHbl B AEWCTBME B MOMEHT
NoNyYeHUsA PerncTpaLMoHHOro yAoCTOBepeHMs), NoKasaTeb YacToTbl UCXOAa, NOJyYeHHbIA Ha 3Tane
nocne BbIMNO/NHEHUA Mep, COOTHOCUTCA C 3apaHee onpegefeHHbIM pedepeHTHbIM 3HaYeHUEM,
NONYYEHHbIM U3 INTEPaTYPHbIX UCTOYHUKOB, PETPOCNEKTUBHbBIX AaHHbIX MEeANLMHCKUX KapT NaLueHTos,
OXMAAaeMO YacToTbl B 06Wen nonynaummn (Habaogaembln aHaAn3 B CPaBHEHUM C NpeanosiaraeMmbim m
AP.), U JONXKEH Yy4UTbIBaTb BO3MOMKHbIN 3PPEKT CTUMYNIMPOBAHMA PENOPTUMPOBaHMSA. Bbibop rpynnbi
CpaBHeHUA A0/XKeH BbITb Haanexalm obpa3om 060CHOBaAH.

YpoBeHb CMOHTAHHOrO PEMNOPTUPOBAHUA (YMC/IO COOBLLEHNA O NOAO3PEBAEMbIX HEMXKEeNaTeIbHbIX
peaKkumax 33 PUKCMPOBAHHbIV NEepPUoS BPEMEHUN) He ceayeT PacCMaTPMBATb KaK NMPUEMIEMYIO OLLEHKY
YacTOTbl HEXKe/aTeNbHbIX ABAEHUIN B MOMyAAUMM, MOAYYAIOLWEN NevyeHWe, 33 UCKIYeHMemM 0Ccobbix
06cToATeNbCTB, Koraa 6asucHana 4acToTa HeMKenaTe/bHOro fABNEHWUA B Tpynne HesHauyuTesnbHas WM
CYLLLECTBYET BblpaKeHHas B3aMMOCBA3b MeXAY IE4EHNEM U HEXKeNaTeIbHOM peaKumen.

Mpu TakMx obcToATeNbCTBaX, Korga npamoe onpeaeneHue cTeneHn pucka B paccmaTpuBaemoin
rpynne ABASETCA NPAKTUYECKM HeoCyLecTBUMbIM, CMOHTaHHble coobuweHna moran 6bl No3BOAUTHL
caenaTb NPeAnoNOXeHUe OTHOCUTENbHO MNPUBAU3UTENbHOrO 3HAYeHUS 4YacToTbl HeenaTtesbHoM
peakuuu B rpynne npu ycN0BUU, YTO HEKOTOPble 0BOCHOBaHHbIE AaHHble MOTYT BbiTb MOAYy4YeHbl ANA
OLEHKM NOoKa3aTe A yPOBHA PENOPTUPOBAHNA B KOHTEKCTE NPUMEHEHMA IeKapCTBEHHOro Npenapara.

XapaKTepHble MNOrpewHocTy, KOTopble BAMAIOT Ha YPOBEHb PEMOPTUPOBAHUA B OTHOLEHUM
npeanonaraembiX HeKenaTeNbHbIX pPeakuuid, MOryT npuMBEeCTM K pesyabTaTam, BBOAAWMM B
3abny:aeHve. Hanpumep, BBeAeHME MPOrpammbl MUHMMM3ALMKM PUCKA KaK peaKkuua Ha npobnemy,
CBA3aHHYIO C 6e30MacHOCTbIO, BbLIBNEHHYID HA 3Tane MoCTPervcTPauMoHHOrO MOHUTOPWMHTA
NleKapcTBEHHOro NpenapaTta, MOXeT cnocobcTBOBaTb MOBbLIWEHWIO OCBEAOM/IEHHOCTM B OTHOLIEHUM
onpeaeneHHbIX HeXenaTesbHbIX PEaKUUin, YTO B KOHEYHOM CYETE MOMKET MPUBECTU K MOBbILLIEHHOMY
nokasaTeslo penopTUPOBaHMA.

Mpy TaKMx OOCTOATENbCTBAX aHA/MM3 CMOHTAHHOTO PEMNOPTUPOBAHMA MOMET MPUBECTM K
OLWMBOYHOMY 3aKNIOYEHMIO, YTO BMELIATE/IbCTBO OKa3an0Cb HeadpdeKTMBHbIM. CHUMKEHHbIe MoKasaTenm
OTYETHOCTU 33 OMpefeseHHbli BPEMEHHON MPOMEXKYTOK MOMYT TaKXe NPMBECTU K owwunboyHomy
3aK/OYEHMIO, YTO BMELLIATENbCTBO OKa3an0Cb 3PpEKTUBHbIM.

12.2.5. KoopanHauma.

EcAin HecKoNbKO NeKapCTBEHHbIX MNpenapaTtoB, B TOM YMCAE JIeKapCTBeHHble npenapatbl C
O[INHAKOBbIM AEMCTBYIOLMM BELLECTBOM, UMEIOTCA B HAaNMYMN HA PbIHKE, A0/XeH 6biTb BbipaboTaH
LEeNOCTHbIN NoAXo4 B MPUMEHEHUN AOMNONHUTENIbHBIX MEP MUHUMM3ALMKU PUCKA, NPeayCMOTPEHHbIN
YNONHOMOYEHHbIMM  OpraHamMm  rocyaapcts-ysieHoB. Koraa  BO3HMKaeT  HeobxoAuMmoCTb B
KOOPAMHALUMOHHbIX AENCTBUAX ANA FPynnbl JEKAPCTBEHHbIX MNpenapaTos, A0/mKeH ObiTb BblpaboTaH
cornacoBaHHbIi noaxod. lMpu TakMx obcCToATENbCTBAX NpeABapuUTenbHOe MAaHUPOBaHUE AO0MKHO
obecneynTb, YTOObl 3PPEKTUBHOCTL MEP MUHUMM3ALMKN PUCKA OLEHMBANACh AN KaXK40ro oTAe/IbHOro
JIeKapCTBEHHOrO Npenapara, a TakKe 418 1eKAaPCTBEHHbIX NPEnapaToB B COBOKYMHOCTM.

12.2.6. Cuctembl KauecTBa Mmep MUHUMMU3ALLUN PUCKA.

XoTa B pa3paboTKy M OcyLlecTB/ieHMe Mep MUHMMM3aUUKU PUCKA MOrYT BbiTb BOB/IEYEHbI MHOTME
3KCMEPTbl, OKOHYaTeIbHasA OTBETCTBEHHOCTb 3@ KAa4eCTBO, TOYHOCTb M HAYYHYIO LLe/IOCTHOCTb TaKUX Mep
BO3MaraeTcAd Ha AepsKaTens PerncrpauyoHHOro YAOCTOBEPEHWA W YMNOJHOMOYEHHOro /vua no
dbapmaKoHa30py B rocyapcTBax-4y/ieHax.



JepKaTenb pPerncrpaumoHHOro yAoCTOBEPEHMA HECeT OTBETCTBEHHOCTb 3a obHoBneHwe MYP B
CNyYae NoABAEHNA HOBOM MHGOPMALMN, @ TaKKe A0KEH NPUMEHATb NPMUHLUMMbI KAYECTBa, YKa3aHHbIe B
pasgene 2 Hactoswmx [Mpasun. OTcnexmnBaemble Bepcun [MYP  gosKHbl 6bITb nNepedaHbl  Aan
PacCMOTPEHMA U BbINOJIHEHNA OLLEHKN YNOJIHOMOYEHHbIMW OpraHamm rocygapcre-yneHos. Otyetsl, MYP
M BKJIHOYEHHbIE B MNJIaH CUCTEMbI YPABJEHUA PUCKOM, A TaK¥Ke tobble AOKYMEHTbl B OTHOLWEHUN Mep NO
MMWHUMM33ALUN PUCKA MOTYT NOABEPraTbCA ayguTy UM MHCNEKTUPOBAHMUILO.

[JepaTeNb PervcTpaLmMoHHOro YyZAOCTOBEpPeHWs f[o/mKeH obecneunTb, 4TOBbl MeXxaHW3Mbl
OTYETHOCTM MO pe3ynbTaTamM MWCCAeAOBaHUMIA WAM aHaNIM30B NO oOueHKe 3GdeKTUBHOCTU Mep
MWHUMM3ALUM PUCKA MOATBEPNKAANNCD AOKYMEHTaNbHO. [laHHble JOKYMEHTbl MOTyT MoABepraTbCs
ayauTY AN UHCMERLUN.

12.3. OTBETCTBEHHOCTb YNOAHOMOYEHHbIX
OpraHoB rocyapcTB-4/1eHoB

YNoAHOMOYEHHbIE OpraHbl roCyAapcTB-4/1€HOB HECYT OTBETCTBEHHOCTb HA HALMOHA/IbHOM YPOBHE
33 OCYWECTBNEHWE AOMOJHUTENbHbIX Mep MWHMMM3AUMW PUCKA, MPUMEHSAEMbIX KaK YCcaoBME Mo
6e3onacHomy 1 addeKTUBHOMY UCMOb30BaHMIO IEKAPCTBEHHOrO Npenapara.

B oTHOwWweHun Mep MUHUMMU3aAUMKN  PUCKaA, KOTOpbie 6b1n BBeAEHbl Nnocne Bblaa4yu
PerncTpauMoHHOro ygoctosepeHna, ynoJlIHOMO4YeHHbIE OpPraHbl rocy4apcTtB-4,1€HOB A0/1KHbl obecneunTb
onepaTtnBHOE PaCCMOTPEHNE U COrslaCcoBaHMe NPeACTAaB/IEHHbIX MEP C AepxKaTtenem pernctpaynoHHOro
yO0CTOBEPEHUA.

YNo/IHOMOYEHHbIE OpraHbl rocyAapcTB-yneHoB nNpy HeobXoaMMOCTM MOTYT OKasaTb COoAencTeune
COrNacoBaHMIO BHEAPAEMbIX Mep MWHMMMU3ALMM PUCKa ANA BOCNPOU3BEAEHHbIX JIEKAPCTBEHHbIX
npenapaTos (reHepPNKOB) C 0AMHaKOBbIM AEMCTBYIOLMM BELLECTBOM. B c/lyuae HeE0bX0AMMOCTV BBEAEHNA
AONONHUTENbHBIX MEpP MUHUMM3ALMW PUCKa 18 BOCNPOU3BEAEHHbIX NEKaPCTBEHHbIX MpenapaTos
(reHepuKoB), 06yCcNOBEHHbIX NpobaeMaMu, CBA3AHHbIMW C 6€30MacHOCTbIO AEMCTBYIOLLErO BELLECTBa,
MEpPbl MWHMMMU3ALMM PUCKA, MPUMEHAEMbIE K BOCMPOM3BEAEHHbIM JIEKapCTBEHHbIM Mpenapatam
(reHepukam), cnegyeT nNpuMBeCTU B COOTBETCTBME C MEPAMM MUHMMU3ALIMM PUCKA A1A pedepeHTHOro
NeKkapctBeHHOro npenapata. [lpu onpedeneHHbIXx 06CTOATENbCTBAX B OTHOWEHUM TMBpPU AHbIX
NeKapCTBEHHbIX NPenapaToB MOryT MOHAA06UTLCA [AONOMHUTENbHbIE MEPbl MUHUMU3ALMU PUCKa,
MOMMMO MepP MWHUMM3ALUMU PUCKa, BBOAMMBIX A1A pedepeHTHOro JIeKapcTBEHHOro mnpenapara
(Hanpumep, ob6YyCNOBAEHHbIE pPasAMUMAMM B CcOCTaBe, crnocobe HasHayeHua wanM npobaemamm
HECOBMECTUMOCTH).

YNONHOMOYEHHbIE OpraHbl FOCYAapCTB-YEHOB AO0/MKHbI 0becneynmTb NPUMEHEHWe Nboro
MHCTPYMEHTA MAM MeToZa MO MWHMMM3AUMM PUCKA. YNOJHOMOYEHHbIE OpraHbl rocyZAapcTB-4Y/eHOB
[ONKHbI COrNacoBaTh C 3aABMTENIEM WM AeprKaTeNeM PerncTpaumoHHOro yaoctosepeHuna Gopmat m
CpeAacTBa MHCTPYMEHTOB MM METOLOB MUHUMU3ALMM PUCKA, BK/THOYAA NeYaTHble MaTepualibl, MUHTEPHET-
nnaThopMbl U MHbIE ayAMO0-BUAEO CPEACTBA, @ TaKKe NnaHMpoBaHue (rpadurK) onepaTUBHbLIX Mep nepes,
BbIXOA0OM /IEKaPCTBEHHOrO NpenapaTta Ha X PbIHOK UKW B APYroe Bpems B Ciydae HeobxoanMmocTu.

YNONHOMOYEHHbIN OpraH rocygapcTBa-yseHa MNPUHMMAeT CaMOCTOATE/NbHOE pelleHue B
OTHOWEHMM BblbOpPa COOTBETCTBYHOLLMX HAUMOHANbHbIX 06pPa30BaTeNbHbIX MATEPUANoB M  WHbIX
WHCTPYMEHTOB WAW METOAOB MO MWUHUMMWM3AUMKM PUCKA, NPU ITOM PEKOMEHAYETCA COrlacoBaHWe
YNO/NHOMOYEHHbIMM  OpraHamu roCyAapCTB-YNEHOB KoYeBbIX 3/1emeHToB [YP. YnosHomoyeHHble
OpraHbl rocy4apcTs-471€HOB Ha HALMOHA/IbHOM YPOBHE OCYLLLECTB/IAIOT KOHTPO/Ib PE3Y/1IbTaTOB BBEAEHUA
Mep MUHUMM3ALMN PUCKA.

12.4. OTBETCTBEHHOCTb AeprKaTenei
PErnCTPaLMOHHbBIX YAOCTOBEPEHWI

ﬂ,ep)KaTenb PErMCTPaUMOHHOIo yaoCTOoBEPEHUA AO0/1XKeH onpeaenntb uUenanm npeanoxXeHHbIX



OOMONHUTENbHBIX MEP MUHMMM3AUMU PUCKA M MOKasaTeNn OLEeHKM ux 3ddeKkTuBHOCTU. Jliobble
[ONONHUTENbHbBIE ONEPATUBHbBIE MEPbI MUHUMM3ALMU PUCKA [ONKHbI ObITb pa3paboTaHbl B COOTBETCTBUN
€ 06WMMM NPUHLMNAMM, YKa3aHHbIMM B pasgenax 12.2.1 u 12.2.2 HacToAwmx MpaBua, U UMeTb NosHoe
OOKYMEeHTanbHOe NoATBEPKAEeHME B NpOorpamme No MUHUMM3aLMN PUCKA B COOTBETCTBUM C pasgenom 6
HacToAawwmx MNMpasun.

Mepbl, 0f06peHHbIe YNONHOMOYEHHbIM OPraHOM rOCyAapcTBa-yieHa B MaaHe MWHMMM3aLmMK
PWUCKa, [O/MKHbI 6bITb BbIMNOJHEHbI Ha HaUMOHAJAbHOM YypOBHe. [lepKaTeNb pPerncTpauuoHHOro
YAOCTOBEPEHUA  JO/MKEH NpeacTaBnATb  MHOOPMaUMIO B OTHOWEHWM CTaTyca  BbINOAHEHWUSA
AOMNONHUTENBHBIX MEp MMHUMM3AUMM PUCKA MO pesynbTaTamM NpeaBapuTesbHON O0rOBOPEHHOCTU C
YNOAHOMOYEHHbIMW OpPraHaMM rocyAapCcTB-4NeHOB, a TaKKe MHPOPMMPOBATL YNOTHOMOYEHHbIE OPraHbl
rocyZapcTB-4/1€HOB B OTHOLUEHUW NHODbIX U3SMEHEHUM, CIOKHOCTEN WM BONPOCOB, BO3HUKAOLWLMX MpU
BbIMOAHEHUN AOMNONHUTENbHBIX MEP MWUHUMM3AUMK pUcka. Jllobble COOTBETCTBYIOWME W3MEHEHUA B
OTHOLIEHUM WHCTPYMEHTOB MM METOAOB BbINONHEHUA MEP MWUHMMMU3AUMM PUCKA AO/KHbI 6bITb
COr/1IacoBaHbI C YNOJIHOMOYEHHbIMW OPraHaMM rocyAapcTB-4/1EHOB.

Mpyv BBEAEHMM B AENCTBUE MHCTPYMEHTOB U/IM METOLOB Ha OCHOBE MHOPMALIMOHHbIX TEXHOIOTUIA
[AepaTenb PerncTpaumoHHOrO yAoCTOBEpPEeHMA AO/KEH MPUMeHATb TpeboBaHMA, XapaKTepHble AnA
KaXkgoro rocygapcrBa-ujieHa, C y4eTOM MOTeHUMasbHbiX Npobnem, CBA3AHHbIX C LOCTYMHOCTbIO,
PaCcrno3HaBaeMOCTbIO, OTBETCTBEHHOCTbI0, KOHOUAEHLMANBHOCTLIO U 3aLUMTON A3HHbIX.

B OTHOWeEHUM BOCNPOM3BEAEHHbIX JIeKAPCTBEHHbIX MpenapaTtoB (reHepuKoB) AeprkaTenb
PEerncTpaLnoHHOro yaA0CTOBEPEHUA A0KeH pa3paboTaTte Mepbl MUHUMM3ALMU PUCKA B COOTBETCTBUM C
06beMom, HanpaBNEeHHOCTbIO, cogepXaHuem U GopMaTOM UHCTPYMEHTOB WU METOA0B, NPUMEHAEMbIX
ANA OPUTMHANBHOrO IeKapcTBeHHOro npenapata. CoctasneHue rpaduKa U NaaHUpPoOBaHME onepaTMBHbIX
Mep AO0NXKHbI 6bITb HaaneKawmm obpasom CKOOPAMHMPOBAHbLI B LEAAX MUHUMMU3ALMKM Harpysku Ha
CUCTEMbI 3[1paBOOXPaHeHus.

OueHKka 3pdEKTUBHOCTM Mep MMHMMM3aLUMM PUCKa B OTHOLIEHUM BOCNPOMU3BEAEHHbIX
NeKapCTBEHHbIX  MpenapatoB  (reHepuMKOB)  OCYLLECTBASETCA  AepiKaTesiem  PerMcTpaumMoHHOro
YZAOCTOBEPEHUA B COTPYAHMYECTBE C YNOJHOMOYEHHbIMM OpPraHamu rocygapcTB-yneHoB. B cnyyae
060CHOBaHHOCTM MNpoOBeAeHWA WCCAeAOoBaHUA B  LENAX MWHMMM3aUMKM HarpyskM Ha  CUCTEMbI
34PaBOOXPaHEHNA HACTOATEIbHO PEKOMEHAYETCA NPOBEAEHNE COBMECTHbIX UcciefoBaHuit. Hanpumep,
€C/IN Ha3HaYeHo NpoBeAeHNe NPOCNEKTMBHOrO KOroOPTHOMo UCC/IeA0BaHMA, BKIOYEHME B UCC/eA0BaHMe
[O/IKHO 6blTb HE3AaBMCMMbIM OT Ha3HaYeHWA NEeKapCTBEHHOro npenaparta ¢ onpeAeneHHbIM TOProBbim
HaMMeHOBaHWEM WKW OT OMpeaeNeHHOro NPoM3BoAMTENA IeKapCTBEHHOro npenapaTa. B aTux cnydyasax
perncTpauma AaHHbIX onpeaeneHHOro NeKapCcTBEHHOro npenapara ABAAETCA BAXKHOMN B LLeNAX BbICTPOM
naeHTMdUKaLMM N1060ro HOBOro PUCKA, MPUCYLLLEFO KOHKPETHOMY JIeKapCTBEHHOMY npenaparTy.

JepkaTenb perucTpaumMoHHOro YAOCTOBEPEHUA [OJIKEH KOHTPO/IMPOBATb pe3ynbTaTbl Mep
MWUHUMM3ALMKN PUCKa, KOTopble BKAtoYeHbI B MYP. O61me npuHUMMbI OLeHKM 3GPEKTUBHOCTM YKa3aHbl B
nyHkTe 12.2.4 HacToAawwmx Mpasun.

JepraTenb perncTpaymMoHHOro ya40CTOBEPEHUSA AOKEH NPEACTAaBUTL OTYET B OTHOLIEHUWN OLLEHKM
3$PEKTUBHOCTU  OOMONHUTE/IbHBIX MEP MWHMMM3AUMWM PUCKA, MMEIOLWMX OTHOLIEHME K OLEHKe
COOTHOLWEHMA "nonb3a - puck" 8 NOOB.

[epaTtesib PerncTpaumMoHHOrO YAOCTOBEPEHUA [AO/IXeH 06ecnevynTb CBOEBPEMEHHYH CBA3b C
YNO/SIHOMOYEHHbIMW OpraHamMm rocyapcTs-4JeHOB 418 BbINONHEHWA COOTBETCTBYIOLLEN PeryaTopHOM
OLLEHKM.

12.5. COTpYAHMKM CUCTEMbI 34PABOOXPAHEHMA N NALLUEHTDI

B3saumopgerictene COTPYAHWKOB CUCTEMbI 34PaBOOXPAaHEHUA M MALMEHTOB ABNAAETCA KpalHe
Ba*KHbIM PpaKTOPOM, HEOBXOAMMBIM A/1A YCNELWHOro BbINOAHEHNA 06pa3oBaTe/bHbIX NPOrpamm u (Mam)



nporpaMmm KOHTPO/AMPYEMOro AoCTyna B LUenax ONTMMM3auMM COOTHOLWEHMA "monb3a - puck".
HeobxoaMmo yaenaTb ocoboe BHMUMaHME N0HON Mepe MUHUMM3ALUMU PUCKA, KOTOpasa MOXKET bBbiTb
BBegeHa ans obecneyeHms 6e3onacHoro n a$peKTMBHOro MCMNo/Ib30BaHMA JIEKAPCTBEHHbIX NPenapaTos.

12.6. BansaHue adpPeKTUBHOCTU Mep N0 MUHUMM3ALIMM PUCKa
Ha NNaH ynpas/iieHna pUCKaMn 1 Nepruoanyeckmnii o6 HoBAAEMbIN
oTtyeT no besonacHocTH

O6HoBneHMa MNOOB n MYP gonXKHbI BKAKOYATb CYMMAPHYIO OLEHKY pesy/ibTaTa A0MNONAHUTENbHbIX
Mep MUHMMM3ALMWN PUCKA, BBELAEHHbIX A1 YMEHbLUEHUA BaXKHbIX PUCKOB, CBA3AHHbIX C MPUMEHEHUEM
NleKapcTBeHHOro npenapata. B TYP akueHT fosxeH 6biTb caenaH Ha TOM, KaK BbINOJHSeMasn
OEeATEeNbHOCTb M ee pe3ynbTaTbl OTPAXKAlOTCA Ha MNAHMPOBAHMM Mep MMHMMMU3ALMU pUCKa U (Man)
dapmakoHaazopa. B NOOb gonxHa 6biTb caenaHa OLEeHKa BO3AENCTBMA BBEAEHHbIX Mep Ha npoduab
6e3sonacHoCcTN U (MNK) cooTHoWEHMe "Nonb3a - PUCK" IeEKapCTBEHHOTO NpenapaTta. AKLUEHT A0/KeH bbiTb
coenaH Ha MHOOpPMauMio, KOTopas MoJlydeHa B Mpouecce OTYETHOrO Mepuoaa WAM C MOMEHTA
OCYLLLECTB/IEHUA HEAABHUX MEP MO MUHUMMU3ALLMU PUCKA.

PesynbTatbl OUEHKM 3PEKTMBHOCTM Mep MWHMMM3AUMKM PUCKA BO BCEX C/AyYanx NogJsiexart
BKAtOUYeHMIo B MYP. Kak YacTb TaKol KPUTUYECKOM OLLEHKM AepsKaTeNb PerMcTPaLMOHHOro ya0CToBepeHUs
OOMKEH caenatb HabnogeHWsi B OTHOWEHUM (GaKTOpPOB, CMNOCOBCTBYIOWMX AOCTUMKEHUIO LEAU WK
NPUBOAALLMX K HEAOCTAaTOYHOCTM UM HESIDPEKTUBHOCTM MEP MUHUMM3ALMU PUCKA. TaKOM KPUTUYECKUIA
aHaNnN3 MOKET BK/KOYaTb CCbI/IKY Ha OMbIT 32 NpeaeamMu rocyAapcTB-4/1eHoB (Npu Hanmdumm).

OueHKa 3pPEKTMBHOCTM MEP MUHUMM3ALMK PUCKA LO/KHA BbITb aKLEHTUPOBAHA Ha TO, bblan nn
OHW YyCMEeWHbIMA B OTHOWEHUUM MWHMMM3AUMKM LeneBoro pucka. OueHKa BbIMOMHAETCA C
MCnosb3oBaHWemM KOMBWHALMKM NOKasaTesel npouecca U pesyabTaTa B COOTBETCTBUM MyHKTOM 12.2.4
HacToAwmx MpaBua. PekomeHAayeTca caenaTb pasrpaHUYeHMe MeXAy MepaMmu MUHUMU3ALUKU PUCK],
BBEAEHHbIMW B MOMEHT BblAa4M YAOCTOBEPEHWSA O roCyAapCTBEHHON perncrpauuun, u Temu mepamu,
KoTopble 6blM BBeAEHbI MO34HEE HA MOCTPErnCTPALMOHHOM 3Tane.

OueHKa 30GEeKTMBHOCTU Mep MUHUMM3aUMKM pUCKa [0/XKHA b6biTb NpeAcTaBieHa C y4yeTom
cnepyowmx peKoMeHgaLnin:

a) oLLeHKa A0NKHa NPeACTaBAATb KOHTEKCT NyTem:

KPaTKOro onucaHua BBeAEeHHbIX Mep MUHUMM3ALMN PUCK];
onpeaeneHns nx uenei;

onucaHuA BbIBpaHHOro Npolecca U Nokasarenei pesynbraTta;

6) oueHKa A0/KHA BKNOYATb COOTBETCTBYIOWMIA aHa/M3 XapaKTepa HeKenaTeNbHbIX peaKuui,
BK/IIOYAA MX CEepbe3HOCTb W MpenoTBPaTMMOCTb. [Ae 3TO YMeCTHO, ciedyeT TaKke BK/IUYNUTb
noructmyeckme $pakTopbl, KOTOPble MOTYT MOBAMATL Ha KAMHUYECKOE BbINOSHEHNE Mep MUHUMU3ELUN
pUCKa;

B) OLLeHKa AO0/IKHA BKNIOYATb UCCNEA0BaHME BbIMONHEHUA MEP MUHUMMU3ALMUM PUCKA B PYTUHHOM
K/IMHWYECKOM NPaKTWKe, BK/IOYAs BCE OTKIOHEHWUA OT MepPBOHaYa/bHOro MiaHa. Takas OLEeHKa MOXeT
BK/1IOYaTb pe3ynbTaTbl UCCIEA0BAHUI MCNO/Ib30BAHMA NEKAPCTBEHHOrO Npenapara;

r) nokasaTtenu pesynbTata (4actoTa U (MNM) CePbE3HOCTb HEXKenaTeNbHbIX Peakuuii) AONXKHbI
ABMATLCA KNHOUEBbIMN KOHEUYHbIMMN TOYKaMM MPU OLLEHKE CTEeMEHMU AOCTUNKEHUA NOCTaB/IEeHHbIX 3a4a4 npu
BbINOSIHEHUM MeP MUHUMM3ALMMN PUCKa.

MNpeanoKeHns B OTHOWEHUN U3MEHEHW MO COBEPLUEHCTBOBAHMIO Mep YMpaBleHUs PUCKamu
OO0/KHbI ObITb NPeaCcTaBNeHbl B COOTBETCTBYOLEM pasaene MOOB. MNaaH MMHUMKW3ALLMN PUCKOB cneayeT



06HOBNATL C yYeTom MnocTynatollein MHGopmaumm B OTHOLWEHUU 3GPEKTUBHOCTM Mep MMHUMMU3AL, UK
pUCKa.

Yactota ob6HoBneHMA MYP fonKHa 6bITb MPONOPLMOHANbHON PUCKAM, CBA3AHHbBIM C MPUMEHEHNEM
NeKapcTtBeHHoro npenapata. O6HoBneHus [MYP ponkHbl OblTb aKUEHTMPOBAHbI Ha Mporpammy
MWHUMM3ALMN PUCKa U NpeacTaBaeHne 06HOBAEHMI NO OCYLLECTBIEHUIO MEP MUHMMU3ALMM PUCKa, Tae
3TO NPUMEHUNMO.

B cnyyae 06HOBIEHMA OFPAaHUYEHHOTO KOJIMYECTBA PA3Ae/IoB, OHU AOMKHbI ObITb NepeyncieHbl B
CONpPOBOAMTE/IBHOM MUCbME MpU MNPeAcTaB/leHUN AOKyMeHTauun. B cnyyae ecam no pesynbratam
BbINONHEHUS MeP MUHUMM3ALMM pPUCKa TpebyeTca BHeceHMe nameHeHmin B OX/1MN, ocHOBaHWA U AaHHble
N3MEHEeHMA A0JIKHbI NoATBEPXKAATbCA Nnogadveit MOOB, oTparkatoLwero yKa3aHHbIe acneKTbl.

12.7. Mpo3pavyHoCTb

YNoNHOMOYEHHbIE OpraHbl roCyAapCTB-4AeHOB obecneymBaloT NPO3PavyHOCTb U AOCTYNHOCTb
MHPOPMALMK MO BBEAEHHBIM MEPaM MUHUMM3ALMU PUCKA MYTEM MX PAasMELLLEHUA Ha COOTBETCTBYHOLLMX
WHTEepPHEeT-NopTanax cneayowen uHpopmaumu: geicTeylowel pegakumm OX/IM, pesiome MYP ¢
YKa3saHWem BBeAEHHbIX Mep MUHUMMN3ALMW PUCKA.

13. lonoAHNTENbHBIN MOHUTOPUHT
13.1. BeegeHune

dapmakoHaa30p ABNAETCA HeobXxoaAMMOol QYHKLMEN CUCTEMbI 34PAaBOOXPAHEHMS U HaMNpPaB/eH Ha
bbICTPOE BbIBNEHME W pearMpoBaHWE Ha MOTeHUManbHble Yrpo3bl 6e30MacHOCTM, CBA3aHHble C
MCNo/b30BaHWEM IEKAPCTBEHHOrO Npenapara.

FocyfpapcTBeHHAA perncTpauusa NeKapCTBEHHOro npenapaTa OCyLecTBAAETCA Ha OCHOBaHMM
NOJIOXKUTENbHOTO HA MOMEHT PErncTpaLmmn COoTHOWEHMA "Nosb3a - PUCK" NeKapCTBEHHOrO NpenapaTa
ONs onpeneneHHbl Leneson rpynnbl NaUMeHToB B Npeaenax o4006peHHbIX MOKa3aHUM U peKomeHgaumi
Mo NPUMEHEHMUIO.

OfHAKo He BCE PUCKM MOTyT b6biTb BbiABAEHbI K MOMEHTY MepBOHaYasbHOW pPerucTpaumu,
HEKOTOpPble PWCKM BbIABAAIOTCA Ha MOCTPErUCTPaLMOHHOM 3Tane Mnpu  LMPOKOM MPUMEHEHMM
NeKapCTBEHHOrO NpenapaTta Ha NPOTAMEHUM BCErO }KU3HEHHOTO LIMKNA 1EKaPCTBEHHOro npenapara.

Ona obecneyeHna BO3MOMKHOCTM BbINOJHEHWA KOHTPO/A 6E30MacHOCTU  JIeKAPCTBEHHbIX
npenapaToB NPOMNOPLMOHaAbHO YPOBHIO PUCKA, CONPAXKEHHOMY C UX NPUMEHEHMEM, LieIecoobpasHbIM
AaBnsetca GopmMMpPOBaHME NEepeyHs JIeKapCTBEHHbIX NpenapaTos, Tpebyrowmx pacwmpeHHoro cbopa
[AaHHbIX N0 6€30MacHOCTM NOC/IE UX PETUCTPALMMN, YTO O3HAYAET BBEAEHME KOHLLENLMU AONOHUTEIbHOrO
MOHUTOPUHTIA B OTHOLLIEHUN HEKOTOPbIX NEKAPCTBEHHbIX NPENAPATOB.

YNO/IHOMOYEHHbIMW OpraHamn rocyaapcTB-4YNeHOB CO34aeTcA, NOAAEPKMBAETCA B aKTyaslbHOM
COCTOAHMM U NybAuKyeTcA  eAuHbId  CMWCOK  NEKApCTBEHHbIX  NpenapaTtoB,  nogjexalumx
[OMONHUTE/IBHOMY MOHWUTOPUHTY (Jafnee - CMAMCOK) Ha TeppuTOpUsAX rOCYyAapCTB-YieHoB. Takue
NeKkapctBeHHble npenapatel B OX/IM wn UMM (/IB) ob603HayatloTcs nNepeBepHYTbIM  YepHbIM

paBHObeAPEHHbIM TPEYroAbHUKOM vV, KOTOPbI COMPOBOMAAETCA C/eAylolein MOoACHUTENbHOM
Hagnucoto: "[aHHbIA NEeKapCTBEHHbIA NpenapaT NOANEXUT AOMOSHUTEbHOMY MOHUTOPWUHTY. ITO
No3BO/INT BbICTPO BbIABUTb HOBYIO MHOPMaLMIo No 6esonacHocTU. Mbl obpallaemca K paboTHMKam
CUCTEMbI 34paBOOXPAaHEHUA C MNpocbboii coobwatb O AtobbiXx MNOAO3PEBAEMbIX HEXKeNaTe/bHbIX
peakumax.".

13.2. CTpyKTypbl U npoLeccsl



13.2.1. MpuHUUNbI NPUCBOEHUA CcTaTyca AOMNOJIHUTE/IbHOrO MOHMTOPUHIA /IEKAaPCTBEHHOMY
npenapary.

Pernctpauma Bcex JIeKapCTBEHHbIX MPEnapaToB OCYLECTBAAETCA Ha OCHOBAHWMM MPU3HAHUA
COOTHOWEHUA "Mo/b3a - PUCK" MONONKMTE/IbHBIM C YYETOM MMEIOLMXCA Ha MOMEHT permcrpauum
CBEAEHUIN  (JAHHbIX KAMHUYECKUX UCCNEAOBaHWIA, KOTOpble NpoBOAMAMCL NpW  paspaboTtke
NeKapcTBeHHOro npenapata). OgHaKo HexkenatesibHble PEeakuMu, KOTOpble BO3HWMKAOT peaKo nbo
Pa3BMUBAIOTCA NPU AJIUTENIbHOM MPUMEHEHUM, MOTYT CTaTb OYEBUAHbLIMM TOJILKO MOCAe NMPUMEHEHUS
NleKapcTBEHHOro npenapaTa 60s1ee WUPOKUM KPYroM MauneHToB U (Mnun) nocae AnuTeIbHOro npuema.
Kpome TOro, nMpemmyllectBa WM PUCKM, CBA3aHHblE C MPUMEHEHWEM JIEKAPCTBEHHOro Npenapara,
BO3MOXHO, OLEHMBA/NCb B YCNOBUAX, OTNNYAIOLLMXCA OT YC/IOBUIA MOBCEAHEBHON MeaNUMHCKOM
MPAKTUKKM, HANpUMep, KAMHUYECKUE NCCAeL0BAHMA MOTYT UCK/HOYATb OnpeaesieHHbIe TUTbl MALMEHTOB C
MHOECTBEHHbIMW  COMYTCTBYIOWMMM 3a60NEBAHUAMU  WAWU  COMYTCTBYIOWMMM  N1EKAPCTBEHHbIMM
npenapatamu. Takum obpa3om, Noc/ie BbIXOAa IEKAPCTBEHHOrO NpenapaTa Ha PbIHOK ero UCMob3oBaHue
PA3/IMYHLIMK  MONYAALMOHHBIMKA  TPynnammu  TpebyeT MOCTOAHHOTO MOHMTOpPMHIA. [epKatenu
PEerncTpaunoHHOro YAOCTOBEPEHMS U YNOJHOMOYEHHbIE OpraHbl roCyAapCTB-YNEHOB OCYLLECTBAAIOT
MOCTOAHHbIW MOHUTOPWHT IEKAPCTBEHHbIX NPenapaToB A4 NoAyYeHUs nossasaoLLeinca nHdopmaumm no
6e30MacHOCTN, a TaKXKe BbIMNO/MHAIT OUEHKY ee B/UAHWA Ha COOTHOWweHWe "monb3a - puUcK"
NeKapcTBeHHOro npenapata. OQHAKO HEKOTOpble NIeKapCTBEHHble NpenapaTbl TPe6YT BbIMNONHEHUA
bosee WHTEHCMBHOrO cbopa AaHHbIX MO 6e30MacHOCTM Nocne NPOXOXKAEHWUA TOCYyA3aPCTBEHHOM
PEerncTpauum ¢ Tem, YTobbl MaKCMMa/IbHO BbICTPO BbIABNATL HOBbIE 3HAYMMBbIe NPObiembl, CBA3aHHbIE C
6€e30MacHOCTbIO, U HEMEAIEHHO NPeANPUHMMATL Hagexalwme mepbl. Ana nosbiweHUa 3GpPeKTUBHOCTU
MOHWUTOPUHIa 6e30MacHOCTM  OnpeAesieHHbIX 1eKAaPCTBEHHbIX MPEnapaTtoB M CTUMYAMPOBaHWA
npeacTaB/ieHUs CMOHTAHHbIX COOBLLEHWNI O BbIABNEHHbIX HEXENATEbHbIX PeaKLMAX BBeAEHA KOHLENLMs
OOMO/HUTENBbHOTO MOHUTOPUMHTA.

CtaTyc AONO/HUTENBHOIO MOHUTOPMHIA MOXET MPUCBAMBATLCA JIEKAPCTBEHHOMY MpenapaTy BO
BpemA BblAaun YAOCTOBEPEHUS O rocyAapCTBEHHOW pernctpaummM uam Ha 6onee no3agHUX 3Tanax
U3HEHHOro UMKNa JIeKapCTBEHHOro npenaparta npu BbiABAEHMM B MPOLLECCe NOCTPErucTpaLnoHHOro
MOHUTOPUHIA HOBOW Npobaembl, cBA3aHHOM ¢ 6e3onacHOCTbIO. B yacTHOCTK, cTaTyC AOMNONHUTE/IbHOrO
MOHUTOPUHTA BasKeH NMpu BblAade pPerncTpaLUOHHbIX YAOCTOBEPEHUI Ha fieKapCTBeHHble npenaparbl,
cogeprKallme HOBOe AeNCTBYloWEee BELLeCTBO, A1 BCEX JIEKAPCTBEHHbIX NpenapaTtoB 6M010rM4yeckoro
NPOUCXOXKAEHUA, KOTOpble ABAAIOTCA MNPUOPUTETAMM O/ OCywecTBneHus ¢dapmakoHagsopa.
YNonHOMOYEHHble OpraHbl rOCYAapcTB-uy/leHOB MOrYT TaKXe notpebosaTb BBedeHWe cTaTyca
OOMNO/IHUTENBHOTO MOHUTOPMHTIA ANA JIEKAPCTBEHHOrO NpenapaTa Npu onpeaeneHHbIX 06CcToATeNbCTBAX,
Hanpumep, Mo pesynbTaTam MPOBEAEHUA MOCTPErucTpaLMoOHHOro mUccneaosaHMa 6e3onacHoCcTU Uan
orpaHuyeHuii B OTHOLLIEHNU 6e30nacHOro U 3GpPeKTUBHOro MCNONb30BaHMA NeKapcTBEHHOro npenapara.

13.2.2. O6MeH AaHHbIMU U MPO3PAYHOCTb.

CTaTyc A4ONONHUTENBHOIO MOHUTOPUHIA AONXEH A0BOAMTLCA A0 CBeAeHWA PaboTHUKOB CUCTEMbI
34paBOOXPaHEHNA M NAUMEHTOB TakMm 06pasom, 4Tobbl YMCNO COOBLLEHMI O npeanonaraembix
HexenaTeslbHbIX PeakUMAX MoBbILWaA0Ch, HO MPU 3TOM He CO34aBasiacb Ype3mepHasa TPeBora. 3To MOXHO
AOCTUTHYTb, HANPUMep, NoAYepPKMBaA He0BXOAMMOCTb flydLlelt XapaKTepmucTUKM npoduas 6e3onacHoCTU
HOBOrO /IeKapCTBEHHOro npenapaTa MyTem BbiIBAEHUA A0MNONHUTENbHbIX PUCKOB, HO COOTHOCATCA 3TK
noTeHUManbHble PUCKM C [AOKa3aHHbIMK MPEMMYLLECTBaMU M TepaneBTUYECKON MNOo/b30i AaHHOro
NeKapcTBeHHOro npenapaTa. O6LWEAOCTYNHbIA CMMCOK /IeKapCTBEHHbIX MpenapaToB CO CTaTycom
AOMNONHUTENbHOrO MOHWUTOPUHIA AO/IXEH MOCTOAHHO OBHOBAATLCA YMNOAHOMOYEHHbIM OpPraHom
rocyaapcrea-yneHa B chepe obpalleHns NeKkapCTBEeHHbIX cpeacTs. Kpome TOro, COTPYAHUKU CUCTEMBbI
34paBOOXPaHEHNA U NALMEHTbI AOXKHbI MMETb BO3MOMHOCTb JIEFKO Pacrno3HaBaTb 3TW MNPOAYKTbI MO UX
Mapkuposke. lyb6anKauma cnnucka BMecTe C COOTBETCTBYIOWMM cooblieHMem A0/KHa nobyxaatb
COTPYZAHMKOB CUCTEMbI 34pPAaBOOXPAHEHMA W naumeHToB coobwatb 060 Bcex MNoLO3peBaemMblx
HeenaTeslbHbIX pPeakuMsaxX Ha JfiekapCTBeHHble npenapaTbl, NoAjexaume AOoMN0JAHUTESbHOMY
MOHUTOPUHTY.



13.3. KpuTepum BKAOYEHWNA N€KapCTBEHHOrO Npenapara B CN1COK
AONONHUTE/IbBHOTO MOHUTOPWHTIA

13.3.1. Ob6s3aTeNbHble KPUTEPUMN BRIIOYEHUA.

B CNMCOK NeKapCTBEHHbIX MpenapaToB, MoOAfEXKaWMX OONOJAHUTENBHOMY MOHUTOPUHTY,
BK/IHOYAIOTCA CAeAyIoWMe KaTeropmm 1eKapPCTBEHHbIX MPenapaTos:

a) JfleKapcTBeHHble npenapatbl, PerucTpupyemble Ha TEPPUTOPMAX OCYAAPCTB-UYNEHOB,
cofeprKallme HOBOe AeiCTByloLLee BELWEeCTBO, KOTOpoe A0 BCTYM/IEHWA B CUAY HacToawmx lNpasun He
6b1710 3apPEernMcTpUpPoBaHO HM B OAHOM M3 FOCYAapCTB-4/1eHOB B COCTaBe KaKoro-n1Mbo NeKapcTBEHHOro
npenapara;

6) nekapcTBeHHble NpenapaTtbl 6UOIOrMYECKOro MPOUCXOXKAEHUA, PETUCTPUPYEMbIE HAa TEPPUTOPUN
rocyZapcTea-yaeHa nocae BCTyraeHusa B cuay HacToAawmx MNpasun;

B) 1IEKAPCTBEHHbIE NPenapaTbl, Ha KOTOPbIE YNOJHOMOYEHHbIM OPraHOM FOCy4apcTBa-yneHa 6110
3aTpeboBaHO BbINOAHEHWE NOCTPErMCTPaLMOHHOro nccienoBaHMa 6€30MacHOCTM Ha MOMEHT BblAaumn
YAOCTOBEPEHMS O rOCYAaPCTBEHHOW PerMcTpaLmMm uam nocse Bblgadym ya0CTOBEPEHNA O roCyAapcTBEHHOM
perncrpauum.

13.3.2. JononHuTenbHble (bakyAbTaTUBHbIE) KPUTEPUM BKTHOYEHUS.

Mo 3anpocy ynoJIHOMO4Y€HHOTI O opraHa rocygapcrea-41ieHa 1IEKAPCTBEHHbIE NMpenapaTbl MOTyT 6bITb
BKNKOYEHDbI B CMUCOK nognexawux AonoNHUTENbHOMY MOHUTOPUHIY HaA OCHOBAHUW Ceayrouinx
AONOJTHUTE/IbHBIX KPUTEPUNEB BKNIIOYHEHNA!

pekoMeHZaUMM MO MPUMEHEHUIO NEKAPCTBEHHOrO npenapata CoAeprKaT CyLlecTBEHHble
orpaHuYeHus, Heobxoammble s obecnevyeHns ero 6esonacHoro u apPeKTMBHOIO NPUMEHEHUS;

YNO/THOMOYEHHbIM OpPraHOM TrocyaapcCrtBa-4seHa onpegeneHo Ucnonb3oBaHMe WHbIX Mep no
obecnevyeHuto 6esonacHOCTH NNEKAPCTBEHHOIO npenapaTta B CUCTEME yNnpaB/ieHNA PUCKAMU,

YNONHOMOYEHHbIM OpPraHOM rOCyAapCTBa-usieHa YCTaHOB/JEHO 06M3aTeNbCTBO A/1A [AepiKaTens
PErMcTPaLMOHHOrO YA0CTOBEPEHNA NPOBECTU MOCTPErMCTPaLMOHHOE UcCaeaoBaHne 3GGEKTUBHOCTU.

PewweHre Mo BKIKOYEHMIO JIeKapCTBEHHOTO MNpenapaTa B CMCOK NOAEXKALLMX AOMNONHUTENBHOMY
MOHWTOPUHTY [IO/MIKHO TaKKe yunTbiBaTb BOMPOC O LLenecoobpasHOCTM AaHHOrO CTaTyca C YY4EeTOM MHbIX
AONONHUTENbHbBIX MEPONPUATUI GapmaKoHaa30pa, NPeanoKeHHbIX B MYP.

13.4. KpuTepun onpeaeneHna HauyaibHOro BpemeHu
KOPPEKTUPOBKM CNUCKA NEKAPCTBEHHbIX NPENapaToB, NoA/IexaLumx
AOMONHUTENBHOMY MOHUTOPUHTY

13.4.1. Ob6s3aTenbHble KPUTEPUM.

[lns nekapcTBEHHbIX MPenapaToB, COAEPKALUMX HOBbIE AEMCTBYIOLLME BELLECTBA, @ TaKXKe ANA BCeX
NIEKApCTBEHHbIX MpenapaTtoB 6MONOrMYECKOr0 MPOUCXOMKAEHUA HauyaslbHbIA MEepuos  BK/IOYEHUA
COCTaBAAET 5 /1eT € AaTbl FOCYAAPCTBEHHON PETUCTPALLMM Ha TEPPUTOPUM rOCYAaPCTBA-YNEHA.

13.4.2. lononHUTENbHbIE KPUTEPUN.

[na  NekapcTBEHHbIX MpernapaToB, BKJOYEHHbIX CMMCOK HA OCHOBAaHUW  YCTAaHOB/IEHWS
onpegeneHHblX YycnoBuA (MpoBedeHME MNOCTPETrMCTPALMOHHLIX  MCCAedoBaHMI  He3omnacHoCTy,
addeKkTUBHOCTU, TPeboBaHUIN K CUCTEME YNPaBAEHUS PUCKaMM), NEPUOL BKIKOYEHUS B CMIMCOK CBA3aH C



BbIMNO/IHEHMEM  COOTBETCTBYHOLUUX ycnosmﬁ n obsasaten bCTB, BO3J/IOXXEHHbIX Ha AepXaTenAa
PEerncTpaunMoHHOro yaocrtoeepeHna, n onpegenaerca yno1HOMO4YeHHbIM OpPraHOM rocyaapcre-4,1eHoB
coo6pa3Ho MX BbIMOJIHEHUIO N NONTyHaEMbIM pe3y/ibTaTaM.

Ha npoTAKEeHMWN KM3HEHHOro UMK/IA JIEKAPCTBEHHOro NpenapaTta BO3MOMKHO ero HeoAHOKpaTHoe
BK/IHOYEHME B CMMCOK JIEKaPCTBEHHbIX MPenapaTos, Nogexalmnx 40N0AHNUTENIbHOMY MOHUTOPUHTY.

13.5. 06a3aHHOCTM YNOJHOMOYEHHbIX OPraHOB rocyAapCTB-4/IEHOB

YNONAHOMOYEHHbIM OpraHam rocygapcre-4s1eHOB CheayeT:

a) MHbOpMMpPOBaTb YNOJHOMOYEHHbIE OpraHbl APYrMX rocyAapcTB-4/IEHOB O NMPUHATOM pPeLleHUm
MO BK/IOYEHUIO PErUCTPUPYEMbBIX (3apPerMcTpUpPOBaHHbIX) NEKApPCTBEHHbIX MNpPenapaToB B CNMCOK
NOANENKALMX AOMOJHUTENBHOMY MOHUTOPUHIY, 06ecneYnTb NpeacTaBieHne 3EKTPOHHOM CCbIJIKU Ha
BE6-CTPaHMLLY YNONHOMOYEHHOro OpraHa rocyapcTea-4yaeHa, rae OTKPbIT 06LWmMit 40CTYN K MHGOopMaLun
0 NlekapcTBeHHOM npenapaTe U pestome MYP;

6) onybankoBaTb Ha canTax B UHGOPMALMNOHHO-TENEKOMMYHUKAUMOHHOW ceTh "NHTepHeT" cnmcok
NIeKapCTBEHHbIX MPEenapaToB, 3apPerucTPMPOBaAHHbIX Ha TEPPUTOPMUAX TOCYAAPCTB-YEHOB, KOTOpble
nognexaTr AONOSHUTENIbHOMY MOHWTOPWHTY. B CnMCKe yKasblBaeTca 3/1EKTPOHHAsA CCbIKA Ha CcauT
YNO/IHOMOYEHHOTO OpraHa rocyAapcTBa-y/ieHa B MHOOPMALMOHHO-TENEKOMMYHUKALMOHHON CeTh
"MHTepHeT", rae oTKpbIT 06LWMiIt fOCTYN K MHGOPMALLMK O IeKapCcTBEHHOM NpenapaTe u pestome MNYP;

B) MHGOPMMPOBATL YNOJTHOMOYEHHbIE OPraHbl APYrMX FOCYAapCTB-Y4/1EHOB O 3aPErncTPUPOBAHHbBIX
Mo HAUMOHANbHOW MNpoUeAype NEeKAPCTBEHHbLIX MpenapaTax, BKAKYEHHbIX B CMMUCOK JIeKapCTBEHHbIX
npenapaTtos, NoA/exKallumX AONONHUTENBHOMY MOHUTOPUHTY;

r) y4UTbIBaTb CMIMCOK NOANIEKALWMX SONONHUTENBHOMY MOHUTOPUHTY JIEKAPCTBEHHbIX MPEnapaTos
npu onpeaeneHnn 4actoTbl U 0COBEHHOCTEN BbIMOMHAEMbIX NPoLeayp No 06HAPYKEHUIO CUTHA/OB;

4) VHOOPMMPOBaATb COOTBETCTBYIOLLErO AepaTens pPerncTpaumoHHOro yAOCTOBEPEHUA O
MPUHATAM PELUEHUA MO BK/IOYEHMIO B CMMCOK /IEKapCTBEHHbIX MpenapaTos, MOANEXaLimX
[LOMO/THUTENIbHOMY MOHUTOPUHTY;

e) NpMHUMaTb BCe Had/iexKallme mepbl 418 TOro, YTobbl COTPYAHUKN CUCTEMbI 3[1paBOOXPaHEHUA U
nauMeHTbl COObLWanM O JobbIX MOAO3PEBAEMbIX HEMENATe/bHbIX PeaKkumsax Ha JIeKapCTBEHHbIN
npenapaTt, BKAIOYEHHbI B CMUCOK /IEKAPCTBEHHbIX Npenapatos, MNoAAeXalluMX AOMOAHUTENbHOMY
MOHUTOPUHTY;

)-K) BbIMONHATL eXemecayHoe OOHOBMEHWe ChucKa NNEKAPCTBEHHbIX NpenapaTtosB, noasnexalunx
AO0NONHUTENBbHOMY MOHUTOPUHTY.

13.6. 06A3aHHOCTM AeprKaTenen perncTpPaumoHHbIX y40CTOBEPEHN

[lep:KaTtenib PerucTpaLuMoHHOro yaocToBepeHua 0bsa3aH:

a) BKAtounTb B OX/IM 1 MMM (/1B) cBOMX NeKapCTBEHHbIX MPenapaToB, BKAOYEHHbIX B CMMUCOK

nognexawmnx Aono/IHNTENIbHOMY MOHUTOPUHTY, CUMMBOJ1 YEPHOIro TPEYroJsibHMKa v, a TaKXe
CTaHOapPTHOE NOACHEHWE O A0MNONTHUTE/IbHOM MOHUTOPUHTE,

6) BKIOUYNTL MHOOPMAULMIO O CTaTyce AOMNOJHUTENbHOIO MOHUTOpPWHra B J/ilobol maTtepuan,
KOTOpbI ByAeT pacnpocTpaHATLCA cpean paboTHUKOB CUCTEMbI 34PaBOOXPaHEHNA U MALMEHTOB, a TaKXKe
LOJIKEH MPUNOXKUTD BCE YCUANSA, YTOBbI CTUMYIMPOBATL PENOPTUPOBAHME HEXKeNaTeNbHbIX PEAKLMM, KaK
3TO COrNacoBaHO C YNOJHOMOYEHHbIMW OPraHaMu rocyapCcTB-4/1eHOB;



B) npeactaBuTb YNOJIHOMOYEHHbIM OpraHam rocygapcCrtB-4n1€HOB AaHHble U NoATBEPXKAEHUA
CTaTyCa BbIMNO/IHEHUNA Kaknx-nnbo YCHOBMVI, HaKnaabiBaemblX AaHHbIMU YITOJIHOMOYEHHbIMU OpraHamu;

r) npeacTaBuTb cCOOTBETCTBYOWME M3MeHeHUs B OX/1MN n UMI (/1B) no BKAKOYEHMIO UK YOANEHUIO
YepHOro CMMBOJIA U CTAaHAAPTU3MPOBAHHOW NOACHUTENIbHON GOPMYANPOBKM B NOPALKE, YCTAHOBNEHHOM
npaBuAaMM PErUCTPALMM U IKCMNEPTU3bl NIEKAPCTBEHHbIX CPEACTB A1 MEAMLMHCKOro NpPUMEHEHUA,
yTBEPKAAEMbIMM EBPA3MCKON 3KOHOMWMYECKOM KOoMMUCCMeRn, U TpeboBaHUAMM K WMHCTPYKUMM NO
MEANUMHCKOMY NMPUMEHEHMIO NEKAPCTBEHHbIX MPEnapaToB U 06Lei XapaKTepUCTUKE NeKapCTBEHHbIX
npenapaTtos An8 MEeOULMHCKOTO MPUMEHEHUSA, YTBEpXAaeMbiMu EBPA3MIACKON 3KOHOMMUYECKOMN
KOoMUCCHEN.

13.7. YepHbIn CMMBOA M NOACHUTENIbHAA 3aNMUCKa

OnA nekapcTBeHHbIX MNPENapaTos, BK/AKOYEHHbIX B CMNMCOK MOAJEXKALWMX AOMNONAHUTENbHOMY
MOHUTOPUHTY, OX1N u UMM (/IB) AonxkHbl coaep)aTb 06O0O3HAuyeHMe nepeBepHYTOro 4epHoro

paBHO6e,£|,p6HHOFO Tpeyro/sibH"Ka v , KOTOpOe conpoBoXaaeTcAa C/'Ie,CI,yIOLLI,eﬁ NOSICHUTEIbHOM HaANMUCbIO:

"[laHHbIN NeKapCTBEHHbIM NpenapaT NoA/feXuUT AOMNOAHUTENBHOMY MOHUTOPUHTY. DTO MO3BOAUT
6bICTPO BbIABMTbL HOBYIO MHPOPMauUMio No 6esonacHocTn. Mbl obpalaemca K COTPYAHUKAM CUCTEMbI
34paBOOXPaHeHMsA ¢ Npocbboii coobLLaTh 0 Nt0bbIX MOA03PEBAEMbIX HEXKENATENbHbIX peakuuax".

Mocne TOro Kak SIeKapCTBEHHbIM NpenapaT BKAOYEH B CMMCOK WMAW yAaseH U3 Hero, Aepkatesb
PEerucTpaunoHHOro yaoctosepeHunsa oba3aH BHECTU COOTBETCTBYHOLWME M3meHeHMsa B OX1M u UMM (N1B),
yTobbl BKAOYUTL WAM YAA/UTb YEPHbIM CMMBOA (B 3aBMCMMOCTM OT OBCTOATENbCTB), 3asB/EHME WU
CTaHOAPTHYIO NOACHUTE/IbHYIO 3aMUCKY.

Ecnn peweHne o BKAKOYEHUWM NEKAPCTBEHHOrO NpenapaTa B CMUCOK MAW YAANEHUU M3 CNUCKA
Aenaetca Npu BbINOJHEHWMW Mpoueaypbl, YCTaHOBAEHHOW npaBom Colo3a MAM 3aKOHOAATENLCTBOM
rocygapcrea-yneHa (npoueaypbl perucTpaumm Uan nepeperncrpaumm, BHeCeHna nsmeHeHunin 8 OX/M u
ap.), To cogeprkaHue OX/IN n UMN (/1B) Tpebyetca 06HOBUTL 4O 3aBepLUEHUs Mpoueaypbl, YTOObI
BK/IIOYMTb B MHOOPMALIMIO O NEKaPCTBEHHOM fpenaparte MAu yAaauTb U3 Hee YepHbl TPeyroNbHUK M
CTaHAAPTHYIO MOSACHUTE/IbHYIO 3aMMUCKY.

Ecnn pelwieHne O BKIIOYEHUM NEKapCTBEHHOro npenapaTa B CAMCOK WMAM YA3ANE€HUM U3 Hero
NMPMHMMAETCA BHE PaMOK NPOBEeAEeHUA NPoLLeaypbl, YCTaHOBAEHHON MeXAyHapoAHbIMM AOrOBOPaMM U
aKkTamu, coctasnalowmmmn npaso Colo3a, AN 3aKOHOAATE/IbCTBOM rOCYAapCTB-4Y/IEHOB, TO AepKaTesb
PEerncTpaLnoHHOro yAocToBepeHus 06s3aH B YCTAaHOB/IEHHOM MOPAJKE BHECTUM COOTBETCTBYOLIME
nsameHeHma 8 OX1M v UMM (NB).



consultantplus://offline/ref=A72D306461A428E00CD94BC16DF6099A44AE0652941DD9918223ED5AE4CCCB949CEDFDD53788ED99D8886663A47EDF0E91F08C293197796441v9O
consultantplus://offline/ref=A72D306461A428E00CD94BC16DF6099A45AA07579919D9918223ED5AE4CCCB949CEDFDD53788ED9ADA886663A47EDF0E91F08C293197796441v9O

	СОВЕТ ЕВРАЗИЙСКОЙ ЭКОНОМИЧЕСКОЙ КОМИССИИ
	Утверждены
	1. Определения
	2. Требования к системе качества
	2.1. Система качества
	2.2. Принципы надлежащей практики фармаконадзора
	2.3. Ответственные за систему качества
	2.4. Обучение персонала
	2.5. Средства и оборудование для фармаконадзора
	2.6. Обеспечение держателями регистрационных
	2.7. Обеспечение уполномоченными органами
	2.8. Управление документацией
	2.9. Документация системы качества
	2.10. Дополнительная документация по системе качества
	2.11. Дополнительная документация по системе качества
	2.12. Критические процессы в фармаконадзоре
	2.13. Контроль функционирования и эффективности системы
	2.14. Уполномоченное лицо по фармаконадзору
	2.15. Квалификация лица, уполномоченного
	2.16. Функции лица, уполномоченного по фармаконадзору
	2.17. Специфические процессы системы качества у держателей
	2.18. Требования к системе качества при делегировании
	2.19. Общие обязанности по фармаконадзору в рамках
	2.20. Функции уполномоченных органов государств-членов
	2.21. Планирование готовности к фармаконадзору

	3. Мастер-файл системы фармаконадзора
	3.1. Структуры и процессы
	3.2. Регистрация и поддержание мастер-файла
	3.3. Описание систем фармаконадзора
	3.4. Обязательная информация в мастер-файле
	3.5. Контроль изменений, версии и архивирование
	3.6. Представление мастер-файла системы фармаконадзора
	3.6.1. Формат и структура

	3.7. Обязанности участников системы фармаконадзора
	3.8. Доступность мастер-файла системы фармаконадзора

	4. Инспектирование системы фармаконадзора
	4.1. Введение
	4.2. Структуры и процессы
	4.3. Сотрудничество в рамках Союза
	4.4. Роль держателей регистрационных удостоверений
	4.5. Инспекционные сборы

	5. Аудит системы фармаконадзора
	5.1. Структуры и процессы
	5.2. Требования к проведению аудита

	6. Система управления рисками
	6.1. Введение
	6.2. Структуры и процессы
	6.3. Требования к представлению
	Таблица 1. Требования к представлению информации по частям


	7. Организация работы с информацией о нежелательных
	7.1. Структуры и процессы
	7.2. Сбор сообщений о нежелательных реакциях.
	7.3. Подготовка индивидуальных сообщений
	7.4. Сотрудничество со Всемирной

	8. Периодический обновляемый отчет по безопасности
	8.1. Цели ПООБ
	8.2. Принципы оценки соотношения "польза - риск" в ПООБ
	8.3. Принципы подготовки ПООБ
	8.4. Содержание ПООБ
	8.5. Требования к содержанию каждого раздела ПООБ.
	8.6. Система качества ПООБ на уровне держателя
	8.7. Обучение персонала процедурам по ПООБ
	8.8. Порядок представления ПООБ
	8.9. Процесс оценки ПООБ на территориях государств-членов

	9. Управление сигналом
	9.1. Структуры и процессы

	10. Пострегистрационные исследования безопасности
	10.1. Введение
	10.2. Структуры и процессы
	10.3. Терминология
	10.4. Общие принципы
	10.5. Протокол исследования.
	10.6. Представление данных по фармаконадзору в уполномоченные органы государств-членов.
	10.7. Публикация результатов исследования авторами.
	10.8. Защита данных
	10.9. Системы качества, аудиты и проверки
	10.10. Влияние на систему управления рисками
	10.11. Процедура обязательных пострегистрационных
	10.12. Контроль за неинтервенционным пострегистрационными

	11. Информирование по безопасности
	11.1. Структуры и процессы
	11.2. Взаимодействие в области информирования

	12. Меры минимизации риска
	12.1. Введение
	12.2. Структуры и процессы
	12.3. Ответственность уполномоченных
	12.4. Ответственность держателей
	12.5. Сотрудники системы здравоохранения и пациенты
	12.6. Влияние эффективности мер по минимизации риска
	12.7. Прозрачность

	13. Дополнительный мониторинг
	13.1. Введение
	13.2. Структуры и процессы
	13.3. Критерии включения лекарственного препарата в список
	13.4. Критерии определения начального времени
	13.5. Обязанности уполномоченных органов государств-членов
	13.6. Обязанности держателей регистрационных удостоверений
	13.7. Черный символ и пояснительная записка



