[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

COBET EBPA3VWNWCKOWN 3KOHOMUYECKOW KOMMUC

PEWEHWE
oT 3 HodaA6psa 2016 r1 . N 87

Ob YTBEPXOEHWUW NPABWIN
HAONEXAWEW NPAKTUKN ®APMAKOHAAL3OPA EBPA
OQKOHOMMYECKOIOo COHIS3A

B cooTBeTcTBMM co cTaTbelt 30 JoroBopa o EBpasnitckom sSKoOHOMUYECKOM cotoze oT 29 mas 2014
roga, cratbei 12 CornaweHus o eanHbIX NPUHUKMNAX M NpaBuiax 0b6paLleHns N1eKapCTBEHHbIX CPeACTB B
pamkax EBpasniickoro skoHommM4YecKoro cotosa ot 23 aekabpa 2014 roga, nyHKTom 81 npunoxenuma N 1
K PernameHTy paboTbl EBpa3sMincKOM SKOHOMUYECKON KOMUCCUK, YTBEPKAEHHOMY PelieHnem Bbicwiero
EBpasuiickoro 3skoHomMM4yeckoro coseta oT 23 pgekabps 2014 r. N 98, n PeweHnem Bbicwero
EBpasuiickoro skoHomu4yeckoro coseta ot 23 aekabps 2014 r. N 108 "O peanusauum CornaweHusa o
e4MHbIX NpUHUMNAX M NpaBuiax oOpalleHUsA JNIeKapCTBEHHbIX CPeacTB B pamkax EBpaswuiickoro
3KOHoMMYecKkoro coto3a" CoseT EBPasMiNCKON SKOHOMUYECKOM KOMUCCUN PELLNAL

1. YTBepantb npunaraemble paBuna Hagsexalled npakTukM dapmakoHagsopa EBpasumiickoro
3KoHOMUYecKoro cotosa (aanee - Npasuna).

2. HactoAuwee PeweHune BcTynaeT B cuay no uctedeHnn 10 KaneHZapHbIX AHEN C AaTbl BCTYMJ/eHUA
B8 cuny MNpoToKona, noanucaHHoro 2 aekabpa 2015 roga, o npucoeanHeHmn Pecnybavkn ApmeHusa K
CornalweHnio o0 eauHbIX MPUHLMMAAX M NpaBuaax obpalleHUs SIeKapCTBEHHbIX CPeACTB B pPaMKax
EBpasMMCKOro aKOHOMMYECKOro cotosa oT 23 aekabps 2014 roga, HO He paHee 4yem Mo mcredeHuum 10
KaNeHZapHbIX AHel ¢ aatbl opuumanbHoro onybaMKoBaHMA HacToAwero PeweHus.

Paspen 4 MNpasun BcTynaeT B cuay ¢ 1 AHBapa 2017 .

A63ay, nAaTbIM nognyHKTa 7.2.1 nyHKTa 7.2 W NyHKT 7.4 pasgena 7 Mpasua BCTynatoT B cuay ¢ 1
nioHa 2016 r.
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1. Onpepenenusa

[na ueneit HacToAwmx MNpaBMa NCMONb3YIOTCA NOHATUA, KOTOPbIE 03HAYaIOT cieayloLlee:

"BakHaA oTcyTcTBYlOWasa MHopmauua" (important missing information) - 3HauMMble Npobesnbl B
MMEIOLLMXCA 3HAHUAX 0O onpegeneHHbIX acnekTax 6e30nMacHOCTM NEeKApPCTBEHHOMO MNpenapata MAu
rpynnax NauMeHToB, KOTOPbIM HA3HAYaETCA IeKapCTBEHHbIN Npenapar;

"BarKHbI MAEHTUMOUUMPOBAHHBIN PUCK", "BaXKHbIM NOTEHUMaNbHbIM puck" (important identified
risk and important potential risk) - ngeHTMPULUMpPOBAHHBIA PUCK UM NOTEHUMANbHBLIN PUCK, KOTOPbIM
MOXET OKasaTb B/MAHME HA COOTHOLWEHWe "Mosb3a - PUCK" JIeKapCTBEHHOro npenapata UAn UMETb
nocneacTeva ans obLecTBeHHOro 340P0BbLSA;

"BanngmpoBaHHbIi curHan" (validated signal) - curHan, gns KoToporo B npouecce BbINOJAHEHUS
Ba/IMAALMM WU OLEHKU NOATBEPMKAAIOWMX [AAHHbIX YCTAaHOBNEHO, YTO WMMEILWANACs AOKYMeHTaums
OO0CTaTO4YHa AN NPeanonoXKeHUsA HalMuns HOBOW MOTEHLMAbHON NPUYNHHO-CNEACTBEHHOMN CBA3M UK
HOBOrO acrnekTa W3BEeCTHOW B3aMMOCBA3M MeX4y NpPUemMoM MNoLO03PEBAEMOro J1IEKAaPCTBEHHOTO
npenapata W pasBUTMEM HebnaronpusTHOro nocneacTeua W, CAeAoOBaTe/lbHO, oOnpenesieHa
HEeOHX04MMOCTb OCYLLECTBAEHMUA KOMMIEKCA Aa/IbHENLWNX AENCTBUIN MO OLLEHKE CUTHANa;

"BO34eliCcTBME, CBfi3aHHOe C poaom 3aHATMI" (occupational exposure) - Bo3aencTsve
JIEKapCTBEHHOrO npenaparta, KOTOPOMY NOABEPrcA Ye/NI0BEK B pe3ynbTaTe BbIMNOJIHEHUS AEATENbHOCTU
KaK npodeccnoHanbHON, Tak U He CBA3AHHOM C NPopeCcCUoHaNbHOM AEeATENbHOCTbIO;

"nata okoHuyaHus cbopa paHHbix" (data lock point) - gaTa 3aBeplweHus cbopa AaHHbIX ONS
BK/IIOYEHMSA B Nepnoanyecknini obHoBAAeMbIN oTyeT no 6e3onacHoCTy;

"neaTenbHOCTb N0 MMHUMM3AUMKM PUCKA (Mepbl MO MUHMMM3aUMK pucka)" (risk minimization
activity (risk minimization measure)) - KomMnaeKkc MeponpuATUIA, HaNPaB/EHHbIX Ha NpeaoTBpaLLeHMe
WUAN YMEHbLUEHME BEPOATHOCTU BO3SHUKHOBEHUS HEXenaTebHOW peakunn, CBA3aHHOM C BO3AENCTBUEM
JIeKapCTBEHHOro npenapaTta, AMB60 Ha YMEHbLUEHME CTEMeHU TAXKECTU HexkenaTe/llbHOW peakuuu B
CNy4yae ee pa3BUTUS;

"3aBeplweHHoe KAuHMYeckoe uccnegoBaHue" (completed clinical trial) - wnccnepgosaHne, no
KOTOPOMY NOATOTOB/IEH 3aKNHOUUTEbHbIN OTYET O KAMHUYECKOM UCCef0BaHUK;

"3aKkpbITbilt curHan" (closed signal) - curHan, oueHKka KOToporo 6bina 3aBepllieHa B OTYETHbIN
nepuog cocTaBaeHUA nepnoanyeckoro o6HoBASEMOro oTyeTa no 6e3onacHocTy;

"3noynotpebneHne nekapcTeBeHHbIM npenapatom" (abuse of a medicinal products) - noctosHHOE
UAN pa3oBoe YpesmepHoe ynoTpebneHne NeKapCTBEHHOro rMpenaparta, KOTOPOe COMpPOBOXKAAETCA
HebnaronpuATHLBIMU GUINONOTUYECKMMMU MU NCUXONOTUYECKMMM 3bdeKrTamu;

"naeHTndunumposaHHbiii puck” (identified risk) - HexenatenbHoe nocneacTene dapmakoTepanuu,
B OTHOLWIEHWW KOTOPOro MOJYyYeHO afeKBaTHOe [0Ka3aTenbCTBO Ha/AMuMA  B3aMMOCBA3M C
NoA03pPeBaEMbIM SIEKAPCTBEHHbIM NPenapaTom;

"MHAMBMAYaNbHOE COOBLIEHNE O HEeXKenaTebHOM peaKkLmmn (OTYET O HexenaTeslbHOW peakumu (Ha
NekapcTBeHHbI npenapaT))" (individual case safety report (ICSR) (adverse (drug) reaction report)) -
NHdopMaumna, nepeaaBaeman B COOTBETCTBMM C YCTaHOBAEHHbIMM GOPMOI M cogeprKaHmem, 06 ogHoM
MW  HECKONbKMX NOAO03PEBAaEeMbIX HeKenaTeslbHblX pPeaKuMsaX Ha JIeKapCTBEHHbIM npenapar,
BO3HMKAIOLWMX Y OTAENbHOMO NaUMeHTa B ONpeaeneHHbIi MOMEHT BPEMEHU;

"MCTOYHMKM  MOAYYEHMA  WHAMBUAYANbHbIX COOBLWEHWMIA O  HexenaTeNbHbIX  peakumax
NleKapcTBeHHOro npenapaTta no 3anpocy” (solicited sources of individual case safety reports) -



OpraHu3oBaHHble cucTemMbl NO cbOpPy AaHHbIX, KOTOpble BKAKOYAOT B CebA KAMHMUYECKME WUCMbITaHUA
(uccneposaHus), peecTpbl, NoCTperncTpauyoHHble nporpammbil nepcoHaIn3npPoBaHHOro
NCMO/Ib30BaHWS JIeKAPCTBEHHOro Mnpenaparta, ApyrMe nporpammbl MO MNOAAEPXKKE MNauMeHToB WU
MOHUTOPUHTY 3abosieBaHUIA, ONpoCy MAUMEHTOB WMAW Nedalimx Bpaden mam cbop MHbopmaumm o6
3pPEeKTUBHOCTU TEpanUM U NPUBEPIKEHHOCTU NALUEHTOB K IEYEHMIO;

"KayectBOo cuctembl dapmaKkoHaasopa" (quality of a pharmacovigilance system) - Bce
XapaKTePUCTUKN cuctembl papmakoHaA30pa, KOTOPble B COOTBETCTBUM C OLEHKOW BEPOSATHOCTM
NPUBOAAT K pe3y/ibTaTaM, COOTBETCTBYIOLUM LieNAM CUcTeMbl hapMaKoHaa30pa;

"KnnHuyeckoe nccnegosanme" (clinical trial (study)) - KnMHMYecKoe nsyyeHune, yaoBaeTeopAoLLEE
X0TA 6bl 0AHOMY M3 CIeAYIOLNX YCAOBUIA:

HasHayeHWe CyObeKTY K/AMHWYECKOTO W3YYEeHUs KOHKPETHOW TepaneBTUYECKOW CcTpaTernu
(BmeLlaTenbcTBa) NPOUCXOAMT 3apaHee W He ABAAETCA PYTUHHOM KAMHUYECKOM NpPaKTUKOM (To ecTb
WabNOHHbIMM  (OAHOTUMHLIMKU) MEAUUMHCKMMU  AMArHOCTUYECKMMM U le4yebHbIMU  NpoLleaypamu,
TEXHONIOTUSMUN WU MEPONPUATUAMM, KOTOPble BbINOJHAOTCA A4 AAHHOW rpynnbl MauUeHTOB WAu
[JAHHOrO CTaHOapTa OKasaHUs MeAMUMHCKOM MoMOoLM) B rocygapctee - uneHe Espaswuiickoro
3KOHOMMYECKOTrO COH03a, MCC/EA0BATE/IbCKME LIEHTPbl KOTOPOro MPUHUMAOT y4yacTue B [AaHHOM
KJIMHUYECKOM U3YYEeHUU;

peweHne 0 HasHa4YeHUn nccnegyemoro NeKapCrteeHHOro npenaparta NpuHMmMmaeTca COBMeECTHO C
peweHnem o BKAK4YeHNN CY6'bEI-(Ta B K/IMHNYECKOE N3y4yeHUe,

Cy6beKTamM K/AMHMYECKOrO WM3YYeHWs, MOMMMO Npoueayp PYTUHHOM KAMHMUYECKOW NPaKTUKMK,
BbINOIHAIOTCA LONOIHUTE/IbHbIE NPOLEAYPbl AMAarHOCTUKN NN MOHUTOPUHTA;

"KOHTpo/Ib 1 obecneyeHme KayecTBa cuctemMbl dapmakoHagsopa” (quality control and assurance) -
MOHWTOPUHT, OLeHKa, obecneyeHne 3PEKTMBHOCTM WM COOTBETCTBUA CTPYKTYPHbIX 3/IEMEHTOB U
npoLeccoB cuctembl papmMakoHaA30pa YCTAaHOBIEHHbIM TPEOOBAHMAM;

"nekapcreeHHoe cpeactBo” (medicinal product)" - cpeactBo, npepcrasnawowee coboit Ambo
cofeprKallee BELLEeCTBO MAM KOMOWHAUMIO BEL,ecTB, npegHasHavyeHHble gnsa fedyeHnsn, NpodUaaKkTUKK
3ab60s1eBaHNN YeNIOBEKA MU BOCCTAHOB/IEHWA, KOPPEKLMM UAN U3MEHEHUS GU3NONOTUYECKUX DYHKLNIA
nocpeacTsom $GpapmaKoIOrMyeckoro, MMMYHOJIOTMYECKOro 6o meTabonnyeckoro Bo3AenCTBUA UK
AN AMarHOCTUKKU 3ab0neBaHNI U COCTOSIHUA Ye/I0BEKa;

"nekapcreBeHHbI npenapat” (drug, remedy) - nekapcTBeHHOE CPeACTBO B BMAE /IEKAPCTBEHHOM
$OopMbl, BCTyNatoLee B KOHTAKT C OPraHM3MOM YeN0BEKa;

"macTtep-daiin cuctembl dpapmakoHagzopa, MOPCP" (pharmacovigilance system master file
(PSMF)) - nopgpobHoe onucaHne cucTemMbl GapmakoHaz30pa, MPUMEHAEMON aepxkaTenem
PErucTpauMoHHOrO  yOOCTOBEPEHMA B OTHOWEHWMM JaHHbIX 06 OAHOM  WAM  HECKOJIbKUX
3aperucTpupoBaHHbIX NEKAPCTBEHHbIX NpenapaTax;

"mexayHapoaHas AaTa ogobpeHua paspabaTbiBaemoro siekapcTBeHHoro npenaparta, MAOP/IC"
(development international birth date (DIBD)) - pata nepsoro ogobpeHua (uau asTOpM3aLMK)
npoBeAeHNA MHTEPBEHLMOHHOIO KNMHUYECKOro UCCaeAoBaHNnA B N0601 13 cTpaH MUpa;

"mexayHapoaHaa AaTa peructpaummn, MAP" (international birth date (IBD)) - paTta nepsoi
peructpaunmn (ogobpeHus K npumeHeHuto) B 06O CTpaHe MUpa /IeKapCTBEHHOro npenapara,
coAepKallero onpeaesieHHoe AeNCTBYIOLLEE BELWECTBO;

"Haanexawan npakTuka dapmakoHaazopa, HNP" (Good Pharmacovigilance practices (GVP)) -
PYKOBOACTBO MO oOcylwecTBieHnio ¢GapmakoHaa3opa B rocyfapcTBax - ujeHax EBpaswuiickoro
3KOHOMMYECKOT0 CO033a;



"HerkenaTtenbHaa peakums" (adverse reaction) - HenpegHamepeHHas HebnaronpuATHan peakuus
opraHvM3mMa, CBfi3aHHaa C MPUMMEHEHMeM JNIeKapCTBEHHOro  (Mccnegyemoro) npenapata M
npeanonaratowas  HaanMuMe, Kak MWHMMYM, BO3MOHOM B3aMMOCBA3M C MNPUMEHEHUEM
noAo3peBaemMoro JNeKapcTBeHHOro (Mccnegyemoro) npenapata. HekenatenbHble peakumm MoryT
BO3HMKaTb MPU NPUMEHEHUM JNIeKAapCTBEHHOro Mnpenapata B COOTBETCTBMU C 0406peHHOM obuiel
XapaKTepPUCTMKOM IeKapCTBEHHOTO NpenapaTta Uan MHCTPYKUMEN NO MeAULUHCKOMY NMPUMEHEHWUIO WU C
NX HapyLlleHnem Mbo B pesynbTaTe BO34ENCTBMA, CBA3AHHONO C POAOM 3aHATUN. Caydyam NPUMEHEHUSA C
HapyleHMem obLel XapakTePUCTUKN NEeKAaPCTBEHHOTO NpenapaTta Uan UHCTPYKLMU N0 MegULUHCKOMY
NPUMEHEHMIO BKAOYAOT B CebA NMpPMMEHEHWe, He COOTBETCTBYlOLEee OOLEN XapaKTeEPUCTUKE MK
WMHCTPYKLMMK, Nepeso3npoBKy, 3n0ynotpebneHne, HenpasuibHOe ynotpebseHne u meguuMHCKue
OLWNBKY;

"HerkenaTtenbHoe ABneHne" (adverse event) - nloboe HebnaronpmuATHOE M3MEHEHWNE B COCTOAHUM
340pOBbA  NauMeHTa MAM  CybbeKTa  KAMHWYECKOro UCCNefloBaHMsA, KOTOPOMY  Ha3Hayasncs
NIeKapCTBEHHbIN (Mccneayemblit) npenapaT, He3aBUCMMO OT MNPUYMHHO-CIEACTBEHHOMW CBA3M C ero
npumeHeHnem. HexenaTenbHoe ABAEHWE MOMKET NpeacTaBnATb coboi nwboe HebnaronpuaTHoe U
HenpeaHamepeHHoe M3MeHeHUe (B TOM 4Yucae OTKAOoHeHMe NabopaTopHOro MokasaTens OoT HOPMbI),
CUMMTOM MK 3aboneBaHUe, BpemMa BO3HMKHOBEHUA KOTOPbIX HE UCKAKYaeT MNPUYUHHO-CAeACTBEHHOM
CBA3N C NPUMEHEHWEM JIEKapCTBEHHOro npenaparta, BHE 3aBUCMMOCTM OT Ha/MuUSA MAM OTCYTCTBUSA
B3aMMOCBS3M C NPUMEHEHWEM JIeKapPCTBEHHOIO NpenapaTa;

"HenHTepBeHUMOHHOE uccneaosaHue" (non-interventional studies) - nccnepgosaHue, KoTopoe
COOTBETCTBYET C/IeAYOWMM YCAOBUAM:

JIEKApCTBEHHbIA  NpenapaT Ha3Ha4yaeTca B COOTBETCTBMM C  Ob6WEN  XapaKTepUCTMKOM
NleKapCcTBEHHOro Npenapara;

peweHne 0 HadHa4YeHUn nNauneHTy onpeaeneHHoro n1e4eHnAa He NpUHMMaeTCcA 3apaHee CornacHo
NPOTOKONY UCChengoBaHuUA, HO DYTMHHOﬁ K/IMHUYECKOM NPakKTUKe, U Ha3Ha4YeHune NeKapCTBEHHOro
npenapaTta YeTKo OTAENEHO OT peleHnAa O BKIl0YEHUN NalMeHTa B UCCnegoBaHUeE,;

K nauueHTam He MPUMEHAIOTCA Kakue-nnbo AONONHUTENbHble AMarHOCTUYECKUe  WUan
KOHTPO/IbHble MpoLeaypbl, @ AAA aHaM3a NOYYEHHbIX AAaHHbIX UCMO/b3YIOTCA 3MUAEMUOIOTNYECKME
MeToAbl.

HenHTepBEHUMOHHbIE  MCCAeA0BaHWUA  OMPeaenAloTCA  MPUMEHSAEMbIM  METOA0/0TMUYECKUM
Noaxo4oOM, a He HayyYHbIMM Uenamu. HeuHTepBEHUMOHHble MWCCNeAO0BaHUA BKAOYalOT B cebsA
nccnenoBaHua 6asbl AaHHbIX MAM NEPECMOTP MEAMLMHCKMX KapT, B KOTOPbIX Y)Ke onucaHbl Bce
paccmaTpuBaemble fABAeHMA (B 4YaCTHOCTM MCCAefoBaHMA "caydalh - KOHTPOAb', mepeKkpecTHble U
KOropTHble UccneaoBaHWA). HeWHTEpPBEHUMOHHblE WCCAeA0BaHMA TaKKe BKAYaloT B cebsd
uccnepoBaHuaA, noapasymeBarowme cbop NepBUYHLIX  AaHHbIX (B YAaCTHOCTM  MNPOCNEKTUBHbIE
HEMHTEePBEHLMOHHbIE WMCCNAEA0BaHMA W PEecTpbl, B KOTOPbIX (UKCUMPYIOTCA MNOJIyYEHHblE AaHHble
PYTUHHOrO NeYebHOro npouecca), NPy BbINOJHEHUN BbILIEN3IOKEHHbIX YCAOBUNA.

B 4aHHOM KOHTEKCTe MOryT MpoOBOAMTLCA WMHTEPBbLIO, ONPOCbI M OT6BMpaTbcA NPobbl KPOBM B
pamKax 06bIYHOMN KIMHUYECKOM NPAKTUKY;

"HenpaBuibHOe MpuMeHeHMe" (misuse) - HamepeHHOoe W HeHag/exalee npUMeHeHue
NIeKapCTBEHHOTO nNpenapaTa, KOTOPOe He COOTBETCTBYET JAeNCTBYHOLWEN o06Llei XapakTepuctuke
JIeKapCcTBEHHOTO NpenapaTa Uan MHCTPYKLUW MO MeAULMHCKOMY NPUMEHEHUIO;

"HenpeaBuaeHHaa HexenatenbHas peakuma" (unexpected adverse reaction) - HeskenaTenbHas
peakuusa, XapaKTep, CTeneHb TAMeCTM WAM UCXOA, KOTOpPoM He cooTeeTcTByeT MHbOopMaLmy,
codeprKallenca B AelCTByoLLEel 06lLelt XxapaKkTepuUcTUKe IeKkapcTBEHHOro npenapaTta AMbo B 6poluope
nuccnenoBartena Ana He3aperucTpMpoBaHHOTO JIEKapCTBEHHOTO Npenapara;



"HoBbI MAeHTMdUUMPOBaHHbIM curHan" (newly identified signal) - curHan, Bnepsble
NaeHTUOULUMPOBAHHbIA B TeyeHWe OTYETHOro Mnepuoaa nepuoamyeckoro o6HOBAAEMOro oTyeta Mo
6e30MacHOCTH, C YKa3aHUSAMM Aa/ibHEeMLWNX AeACTBUIM ANA ero OLLEHKMU;

"OocHoBHas MHpopmauma no 6e30nacHOCTU AepkaTena pPerncTpauyoHHOrO yAOCTOBEPEHMS,
OWBK" company core safety information (CCSI)) - nHpopmauma, nmerowLan oTHOLWEHME K 6€30MacHOCTH
JIeKapCTBEHHOrO nNpenapaTta, COoAep)Kallasacs B MepeyHe OCHOBHbIX AaHHbIX O JIeKapCTBEHHOM
npenapare feprKaTens perncTpaumoHHOro YA0CTOBEPEHUA IeKapCTBEHHOTO NpenapaTa, pa3paboTaHHas
MM U npeacTaBAsemas No ero 3asB/leHUI0 B YMOJHOMOYEHHbIE OpraHbl TOCYZAapCTB - 4/IeHOB
EBPA3MINCKOro 3KOHOMMYECKOTO COM03a, Ha PbIHKAX KOTOPbIX PeannsyeTcs AaHHbI NeKapCTBEHHbIN
npenapart, 33 UCKNOYEHMEM C/lyYaeB, KOrga B MHGOPMALMIO BHOCATCA U3MEHEHMs No TpeboBaHMIo 3TUX
YNONHOMOYEHHbIX opraHoB. OWMBK npeactasnser coboii MHGOPMALMIO CNPaBOYHOIO XapaKTepa,
KoTopas onpegenser CTaTyC NepeyncaeHHbIX U HenepeuncieHHbIX HeXenaTelbHbIX Ppeakumin ¢ Lenbio
COCTaB/IEHUSA NEPUNOANYECKOTO 0BHOBAAEMOro oTyeTa No 6€30MacHOCTM IeKaPCTBEHHOro Npenapara, Ho
He onpeenseT OXnaaemble U HEOXKUAAHHbIE HeXenaTe/ibHble peakuun gnsa BbiNOAHEHUA TpeboBaHM
no HesameaNnTeIbHOMY NPeAcTaBNeHMIO COOBLLEHUI O HeXKeNaTeIbHbIX Peakumax;

"oTcyTcTBytowan nHpopmauma" (missing information) - HegocTaTok cBegeHuit no 6es3onacHoOCTU
nnnm 06 ocobeHHOCTAX NMPMMEHEHMA NEeKapCTBEHHOIO MpenapaTa y onpeaeneHHbIX rpynn nauneHTos,
KOTOpPble MOTYT ABAATLCA KAMHUYECKN 3HAYMMbIMU;

"oTyeT nNo 6e3onacHOCTU pa3pabaTbiBaemMOro neKkapcTseHHoro npenaparta, POOB" (development
safety update report (DSUR)) - nepuoanyeckunii o6HoBAAEMbIN OTYET No 6e30MacHOCTU NeKapCTBEHHOMO
npenapara, HaxoAsALWerocs B pa3paboTke;

"owmnbKa nNpuMMeHeHMA neKkapcTBeHHoro npenapaTta" (medication error)' -  nwobasn
HenpeaHamepeHHana ownbKa paboTHMKa CUCTEMbl 340aBOOXPaAHEHMSA, MaUMEHTA WAM NOTpebutens B
Ha3Ha4YeHMM, OTNyCKe, A03MPOBKE, BBEAEHWUM UM NPUEME IEKAPCTBEHHOrO Npenapara;

"nepeposnpoBKa" (overdose) - npumMeHeHUEe NeKapCTBEHHOro npenapaTta 3a 1 npuem Anbo B
TeYeHue OHA B KOJIMYECTBE, KOTOPOE MPEBbILAET PEKOMEHAYEMYIO MAKCUMAJIbHYIO CYTOYHYIO 403y B
COOTBETCTBUM C LENCTBYIOLLEN OOLLEN XapPaKTEPUCTUKOW NeKapCTBEHHOro npenapaTa. Y4YuTbiBaeTcs
TaK¥XKe KYMYAATUBHbIN 3P PeKT, CBA3AHHbIN C Nepeso3npPOBKON;

"nepeyeHb OCHOBHbIX AaHHbIX O JIEKAPCTBEHHOM npenapaTte AepKaTena PerncTpaumoHHOro
yaoctosepeHusa, NOAJIC" company core data sheet (CCDS)) - AoKymeHT, pa3paboTaHHbI AepkaTenem
PerncTpaLnoHHOro yA0CTOBEPEHMA NEKapCTBEHHOTO NpenapaTa, coAepalluii Hapaay ¢ MHpopmaumei
no 6e30MacHOCTM MaTepuasn, WUMElWMUA OTHOLIEHWE K YKa3aHMAM MO MNPUMEHEHMUIO, A03UPOBKe,
$bapMaKosIorMuecknm CBOMCTBaM, U Apyryto MHGOPMaLLMIO, KacaloLLyHCA 1EKapCTBEHHOTO NpenapaTa;

"nepuoguyecknin obHoBAsemblli oTyeT no 6esonacHoctn, MOOB" (periodic safety update report
(PSUR)) - oTueT ans npeacraBnaeHUs OLEHKU COOTHOLWIEHMA "Nosb3a - pUCK" NeKapcTBEHHOro npenapaTta
AepKaTeniem perncTpaumoHHOro YAOCTOBEPEHUA IeKapCTBEHHOro npenaparta B onpeaeneHHbIn nepuos
BPEMEHM B TeYEHME NOCTPErNCTPALMOHHOTO 3Tana;

"nnaH ynpasneHua puckamu" (risk management plan) - nogpobHoe onucaHuve cuUcTeMbI
yMpaB/ieHnsa puckamu;

"nocTpernctpaumMoHHoe uccnedoBaHme 6esonacHoct, MPUB" (post-authorisation safety study
(PASS)) - nccnepgoBaHue, Umetolee OTHOLLEHME K 3aperncTpMpoBaHHOMY JIeKapCTBEHHOMY npenapary,
NpoBeAeHHOE C UEeNblo onpeaeneHusa, XapakTepUCTUKM WAM  KONMYECTBEHHOW OUEHKM Yrposbl
6e30nacHOCTM, MNOATBEPXKAEHMA npoduaa 6e30MacHOCTM NEeKapCTBEHHOrO npenapaTta WMAM OLEeHKM
3ddeKTUBHOCTM Mep MO ynpaBAeHUIO pUCKamM. MocTperucTpaumoHHoe uccneaoBaHue 6e3onacHocTu
MOXeT O6biTb MHTEPBEHUMOHHbIM KAMHUYECKUM UCCNEAO0BaHMEM WM MOMKET MNPOBOAMTLCA KaK
nccneaoBaHve HabNto4aTENbHOTO HEMHTEPBEHLMOHHOIO AN3aliHa;



"noteHymanbHbIn puck” (potential risk) - HexkenaTenbHoe nocneacTeve dapmakoTepanuu, B
OTHOLIEHMM KOTOPOro WMMEIOTCA OCHOBaHMA Ana NoAO03PEHMIA Ha  HaAnuMe B3aMMOCBA3U  C
NIeKapCcTBEHHbIM MPENapaTom, OZHAKO JaHHas B3aMMOCBA3b Haajexawum obpasom He 6bina
noATBepXKAeHa;

"notpebutens" (consumer) - AMLO, He ABAAlOLLEECA PABOTHUKOM CUCTEMbI 34pPaBOOXPaHEHMUS,
Hanpumep, NaLMeHT, aABOKaT, APYr NN POACTBEHHUK (poanTens), pebeHoK naumeHTa;

"npumeHeHne "BHe uWHCTpyKumn" (off-label) - HamepeHHOe npuMMeHeHMe neKapCTBEHHOro
npenapata ¢ MeAULMHCKOM LUEeNblo HEe B COOTBETCTBMM C OOLLEN XapaKTEPUCTMKOM JIeKAaPCTBEHHOIO
npenapaTta Uan UHCTPYKUMEN N0 MEANULUMHCKOMY NPUMEHEHWUIO;

"npobnema no 6esonacHoctn" (safety concern) - BaKHbI MAEHTUOULMPYEMBIA PUCK, BarKHbIM
NOTEHUMANbHbIN PUCK UM BaXKHas OTCYTCTBYOLWAn MHGopmaLms;

"npogonatouieeca KAMHWYeckoe wuccnegosaHue" (ongoing clinical trail) - uccneposaHuve, B
KOTOpPOEe HayasioCb BK/OYEHME NALMEHTOB, MO0 KOTOPOE MPOBOAMUTCA HA TEKYLLMIA MOMEHT BPEMEHH,
nMbo MO KOTOPOMY 3aBeplleH aHaiu3, HO PUHANBHOTO OTYEeTa O KAMHUYECKOM WCCAef0BaHUM He
nmeercs;

"PUCKKU, CcBA3AHHblIE C MPUMeEHeHMeM feKapcTBeHHoro npenapata"” (risks related to use of a
medicinal product) - puckK, cBA3aHHble C KayecTBOM, 6e30MacHOCTbi0 UAM  3PPEKTUBHOCTLIO
NeKapcTBEHHOrO NpenapaTta Mo OTHOLWEHMIO K 340POBbIO MALMEHTOB MAN HACeNeHUsA WM Beaylume K
HexkenaTe/IbHOMY BO34EeMCTBUIO HA OKPY»KaloLLYIO cpeay;

"cepbe3Han HexenatenbHas peakumsa" (serious adverse reaction) - HexkenatesnbHas peakums,
KOTopas NPMBOAMT K CMEpPTU, NPeACTaBAseT yrpo3y AN KU3HU, TpebyeT rocnuTanmsaumnmn naumeHTa uam
ee npoa/sieHnsn, NPUBOAUT K CTOMKOM MO0 BbIParKeEHHOM HETPYAO0CNOCOOHOCTU UAM UHBAINAHOCTHU, K
BPOXAEHHbIM aHOMaJMAM WAW MOPOKaM pPasBuTMA, TpebyeT MeauUMHCKOro BMeLaTenbcTBa A4Ja
npeAoTBPaLLEeHUA Pa3BUTUS NepednceHHbIX CoCTosHMIA. Jliobas HenpeaHamepeHHas nozo3peBaemas
nepegaya MHOEKLUMOHHOIO areHTa 4Yepes JIeKapCTBEHHbIVM MpenapaT TaKKe CYUTaeTcs CcepbesHoM
HerKenaTesbHOM peaKkumels;

"curHan” (signal) - HPpopmaumsa, NOCTynatoLWas oT O4HOTO UM HECKOJIbKMX UCTOYHUKOB, KOTOPas
npeanonaraeT HaiuMyMe HOBOM MOTEHUMANbHOM MPUYNHHO-CNEACTBEHHON CBA3W MM HOBOFO acreKTa
M3BECTHOM B3aMMOCBA3M MEXKAY BO3LENCTBMEM JIEKAPCTBEHHOrO Mpenapata WM HerKenaTesNbHbIM
ABNEHMEM WAW COBOKYMHOCTbIO B3aMMOCBA3AHHbIX HEXKenaTesbHbIX ABAEHUW, OLEeHMBaemas KaK
AO0CTaTO4HasA ANA faNbHENLWMX AeNCTBUN No BepudmKaLmm curHana. Kak npasuno, 4na reHepmpoBaHus
curHana Tpebyetca 6osee 1 eAUHUYHOTO COOBOLLEHWNS B 3aBUCMMOCTM OT CEPbE3HOCTU HEXKeNnaTebHOro
AB/IEHMA U KayecTBa MHPOpMaLLMK;

"curHan, no KoTopomy BbinosHAeTca paboTta” (ongoing signal) - curHan, KoTopblii 6bIN BbIABAEH A0
OTYETHOro Mepuosa NepUoanyYeckoro o6HOBASEMOro oT4yeTa No 6e30MacHOCTU M Ha 4aTy OKOHYaHWA
cbopa JaHHbIX HAXOAW/ICA B NPOLLECCE OLEHKMY;

"cucTema KadecTBa cucTembl papmakoHagsopa” (quality system of a pharmacovigilance system) -
OpPraHM3aUMOHHAsA  CTPYKTypa, O06A3aHHOCTM, nNpoLeaypbl, MPOLECccbl W pPecypcbl  CUCTEMbI
dbapmaKkoHaZ30pa, BKAKOYAA HaZ/eKallee ynpaB/ieHWe pecypcamu, AOKYMEHTauMel U COOTBETCTBME
HOpMaM peryMpoBaHus;

"cuctema ynpasneHus puckamu" (risk management system) - Komnnekc AOencTBUn U
MeponpuaTUii No GpapmMaKkoHaA30pYy, HaNPaBEHHbIX Ha BbISBIEHNE, XapPaKTEPUCTUKY, NpesoTBpaLLeHne
WAN  MUHUMM3AUMIO PUCKOB, CBA3AHHbIX C JIEKAPCTBEHHbIMW MpenapaTamu, BK/IOYAA OLEHKY
3 EKTUBHOCTU AAHHBIX MEPONPUATUIA U LEATENBHOCTY;

"cnuctema papmakoHaazopa' (pharmacovigilance system) - cuctema, opraHusyemas Aepratensamu



PEruCTPaLMOHHBIX YAOCTOBEPEHUI NEKAPCTBEHHbIX MpenapaToB W YNOJHOMOYEHHbIMU OpraHamm
rocyapcTs - YieHoB EBPa3snincCKOro sKOHOMMYECKOro COto3a A/1A BbINOMHEHMA 3a4a4 U 06A3aHHOCTEN No
dapmaKoHaa3opy, npegHasHayeHHada Ana KOHTponAa 6e30nacHOCTUM /JIeKapCTBEHHbLIX NpPenapaTtos,
CBOEBPEMEHHOTIO BbIABNEHWUA BCEX U3MEHEHUI B OLLEHKE COOTHOLLEHUA "NO/b3a - PUCK" NeKapCTBEHHbIX
npenapaToBs, pPa3paboTKn N BHeAPEHUA Mep NO 0becnevyeHM0 MPUMEHEHUA NEKAPCTBEHHbIX MpenapaToB
Npw NpPeBbIWEHUN NOAb3bl HAA, PUCKOM;

"cooTHolleHuMe "nonb3a - puck" (risk-benefit balance) - oueHKa NONOKUTENbHbIX TEPaNeBTUYECKMX
3¢ deKToB NeKapcTBEHHOro npenapaTa MO OTHOLWEHWUIO K PUCKaM, CBA3aHHbIM C ero npumeHeHuem
(noHATUe pucKa BKAOYaeT N060M PUCK, CBA3AHHbIN C Ka4ecTBOM, 6€30MNacHOCTbIO UM 3DEKTUBHOCTbLIO
NIeKapCcTBEHHOro NpenapaTta No OTHOLIEHMUIO K 340P0Bb0 NaLMeHTa UK HaceneHus);

"cnoHTaHHoe coobuieHMe (cnoHTaHHoe u3BeweHue)" (spontaneous report (spontaneous
notification)) - nobpoBonbHas nepesaya paboTHMKOM cdepbl 34pPaBOOXPaHEHUA UAK noTpebutenem
YNOJHOMOYEHHOMY OpraHy rocyapcrea - uYseHa EBpPasMiACKOro 3KOHOMMYECKOro COok3a, AeprKaTesto
PEerncTpaumoHHOrO YAOCTOBEPEHWA NEeKapCTBEHHOrO npenapata WAW  APYroi  ynoJIHOMOYEHHOM
opraHusaumm (B Tom uucie BcemMMpHONM opraHM3auMy 34paBOOXPAHEHUA, PErMoHasibHbIM LLEeHTPam
dbapmaKkoHaz30pa, TOKCUKONIOTMYECKMM LLEHTPaM) AaHHbIX, KOTOpble CoAep:KaT ornucaHue oaHOU unu
HECKOJIbKMX HeKefaTesbHbIX peakumin Yy naumeHTa, MPUHMMABLIEro OAMH WAU  HECKOJ/IbKO
JIeKapCTBEHHbIX MpenapaToB, M KOTOpble He 6bin Mosy4YyeHbl B XOA4e MNPOBEAEHUA KIMHUYECKOTO
nccnenoBaHna UM NPUMEHEHNA MHOTO MeToa OPraHM30BaHHOMO COopa AaHHbIX;

"cnpaBoyHaa MHbopmaums no 6HesonacHOCTM JfeKapcTBeHHoro npenapata” (reference safety
information) - MHbopmauma, BKAOYEHHAs B OCHOBHYI WHboOpMauuio no 6esonacHoCTU AepykaTens
pPerucTpaLnoHHOro ya0CTOBEPEHNA IeKapCTBEHHOrO Npenapara;

"CcylecTBeHHbIE M3MEHEHUA MOKa3aHWM K MeauuMHCKOMY npumeHeHuto" (significant change in
indication) - M3MeHeHMA NOKasaHWM K NPUMEHEHUIO, KOTOpble BKAOYAOT B cebs M3MeHeHue
paspelleHHbIX MOKa3aHUI K NMPMMEHEHMIO IeKapCTBEHHOMO Npenaparta, NPu KOTOPOM HOBaA LefeBas
NONyAAUMA CYWECTBEHHO OT/IMYaeTca OT TOW, A8 KOTOPOW MepBOHa4YanbHO 6bl10 paspeLleHo
NPMMEHEHWE NEeKapCTBEHHOrO npenapaTta, BK/AOYEHME HOBOrO HO30/IOTMYECKOro MNOoKasaHua K
NPUMEHEHWIO, HOBOM BO3PACTHOM rpynnbl (Hanpumep, NeAvaTPUUYECKME MOKasaHuAa), U3MeHeHue
CTEMEHW TAXKECTU MOKasaHWsA OT boJiee TAMKENOro COCTOSHUA K MeHee TAXKes/IoMy, nepexos, oT BTOpOM
JIMHAM Tepanuu K NepBON JIMHUU U UHblIE U3MEHEHWA, CYLLECTBEHHO B/IMAIOWME Ha COOTHOLWIEHME
"nosb3a - pUCK" NekapcTBEHHOroO NpPenapaTa;

"TpeboBaHuA K ypoBHIO KayecTBa" (quality requirements) - xapaKTepPUCTUKMU CUCTEMbI KayecTBa,
KOTOpble C onpeneneHHOW BepOATHOCTbIO MPUBOAAT K OOCTUMKEHMIO Tpebyembix pesy/nbTaToB MM
uenen;

"papmakoHagzop" (pharmacovigilance) - Bua AesTeNbHOCTM, HaMNpPaBAEHHbIM Ha BbISBAEHUE,
OUEHKY, NOHMMaHWE U NPeaoTBPALLEHNE HEXKenaTeNbHbIX NOCAeACTBUIN NPUMEHEHNA NEKAPCTBEHHbIX
npenaparos;

"uenesas nonynauma" (target population (treatment) (treatment population target)) - naymeHTsbl,
KOTOPbIM MOXET Ha3HayaTbCA JIEKAPCTBEHHbIM nNpenapaT B COOTBETCTBMM C MOKa3aHUAMM K
NPMMEHEHUIO U MPOTUBOMNOKA3aHUAMM, NPEAYCMOTPEHHbLIMWU AeNCTBYIOWEN 06LLe XapaKTePUCTUKON
JleKapCcTBEHHOTrO Npenapara.

2. TpeboBaHUA K cUCTEME KayecTBa
2.1. Cnuctema Kayectsa

2.1.1. Cuctema KayecTBa AB/AAETCA HEOTbeEM/IEMOW COCTaBﬂFIPOU.LEVI cncrembl d)apmaKOHap,sopa.
Cnctema KayectBa 40/1KHA OXBaTblBaTb OpPraHM3aunoHHYIO CTPYKTYpY, obnactu OTBETCTBEHHOCTHU,



npoueaypbl, NPOLLECChl U pecypcbl cucteMbl papmakoHaasopa. CMcTema KavyecTsa A0NXKHaA BKAOYaTb B
cebs Haanexallee ynpaB/ieHMe pecypcamu, KOHTPO/b COOTBETCTBMA TpeboBaHMAM 3aKOHOAATe/bCTBa
rocyaapcrs - useHoB EBPasMiACKOro s3KOHOMMYECKOro coto3a (gasniee COOTBETCTBEHHO - rocyAapcTBa-
yneHbl, Colo3) mexayHapoaHbIX AOrOBOPOB M aKToB, cocTasasowmx npaso Colsa, U ynpasaeHue
AOKyMeHTaumen.

2.1.2. Cnuctema Kayectsa npegycmaTpuBsaert:

CO3JaHuMe CTPYKTYPbl CUCTEMbI U NAAHUPOBAHUE UHTErPUPOBAHHbIX WU COr1acOBaHHbIX NPOLLECCOB
(nnaHnpoBaHMe KayecTBa);

BbIMNOJ/IHEHWE 3a4a4 U o0ba3aHHOCTEN CMCTEMbI KayecTBa (KOHTpOﬂb I-(a‘-IeCTBa),'

KOHTPOJIb U OUEHKY 3GPEeKTUBHOCTU pPaboTbl CTPYKTYP M MPOLECCOB CUCTEMbl KayecTsa
(obecneueHune KayecTBa);

KOPPEKTUPOBKY U yydLLEHNE CTPYKTYPbI U NMPOLLECCOB CUCTEMbI KauecTBa (y/yylleHune KayecTsa).
2.1.3. O6WwumM LenAMM CUCTEMbI KayecTBa B cucteme papmaKoHag3opa ABASIOTCA:

BbIMNOJIHEHWE TPeboBaHMIN 3aKOHOA4ATENbCTBA FOCYAAPCTBA-Y/IEHA, MEXAYHAPOAHbIX AONOBOPOB U
aKToB, cocTaBsAowWwmxX npaso Cotosa, M 0bA3aHHOCTEN NO papmMaKkoHaA30pY;

nNpefoTBpalleHNe  HeXenaTenbHblX  MOCNeACTBUMA  MPUMEHEHMA  3apermcTpuMpoBaHHbIX
NeKapCTBEHHbIX NPenaparos;

obecneyeHne NPMMeHeHMs IEKaPCTBEHHbIX NPenapaTos Npu NPeBbIWEeHNN NoJib3bl Had PUCKOM;

coaeincTeme 3alumTe 340P0BbA NaLMEHTOB M 06LLECTBEHHOMO 340P0BbA.
2.2. MprHUMNbI Hag/exKalleh NpakTUKK dpapmakoHaa3opa

2.2.1. nA BbINONHEHUA 06WMX Lenei KayecTBa, YKasaHHbIX B NyHKTe 2.1.3 Hactosawmx Mpasun,
cnefyeT NpUAEPKMBATLCA CeAyOWNX NPUHLUMINOB NPU Pa3paboTKe CUCTEM M NPOLLECCOB, A TaKKe Mpu
BbINOJIHEHUW BCEX 33434 M 06sA3aHHOCTEN:

obecneveHue YO0BNETBOPEHUA Tp66OBaHMﬁ nayneHTos, meanumnHCKnNX pa6OTHVIKOB n O6U.I,eCTBa B
Le/IoM B OTHOLLUEHNN 6esonacHocTH NNeKapCTBEHHbIX NPenapaTos,;

obecneyeHne 3PpPeKTMBHOrO PYKOBOACTBA MO BHEAPEHWUIO CUCTEMbI KayecTBa M MOTMBALMK
nepcoHana;

BOB/IEYEHME BCEX COTPYAHWKOB OpraHvsauuu (nNpeanpuatna) B NpoLECcC NOAAEPMKKU CUCTEMbI
dbapmaKoHaa30pa Ha YPOBHE BO3/I0KEHHbIX Ha HUX 0bA3aHHOCTEN;

BOB/ievyeHUNe BCex COTPYAHUKOB OpraHn3sauunmn (I'Ipeﬂ,I'IpMﬂTMH) B MOCTOAHHbIN npouecc nosblilweHUA
KayecTBa CUCTEMDbI d)aplv\aKOHap,sopa;

opraHusauna pecypcHo 6asbl M MOCTaB/EHHbIX Nepes cuctemol ¢apmaKoHaz3opa 3aJday B
dbopme CTPYKTYp M MpoLEeccoB Takmm obpasom, 4Tobbl obecneumMBaTb aKTUBHYHO, COOTBETCTBYIOLLYIO
YPOBHIO PUCKa, HEMpepbIBHYO paboTy No ¢apmakoHaa3opy;

Y4YeT U OUEHKa BCeEX Mmeruwmeca A0Ka3aTe/ibHbIX AaHHbIX O COOTHOLWEHUU "nonb3a - pVICK“. Ona
NPUHATUA /.'l,al'leeﬁUJMX peLLIEHVIﬁ AOONIXKHbI paCcCMaTpuUBaTbCA U OLEHUBATbCA BCe AaHHble, KOTOpble
MOTyYyT OKa3aTb BIMAHNE Ha AaHHOE COOTHOLWEHNE U NPpUMEHEHNE NEeKAPCTBEHHOIO NpenapaTa;

cogeincTeme pas3BuTMio 3GpHEKTUBHOIO COTPYAHMYECTBA MEXAY Pa3paboTunmKamu, geprKaTenamu



PEerncTpaumoHHbIX YAOCTOBEPEHUI /IeKApPCTBEHHbIX MPenapatos, YMNOJHOMOYEHHbIMM OpraHamu
rocyAapcCTB-Y/EHOB, YUPEKAEHUAMN 34PaBOOXPAHEHUSA, NaUMEHTAMU, MEANUMHCKUMKU paboTHUKamM,
HayYHbIMW OpPraHM3auMAMM M APYTMMW  3aMHTEPECOBaHHbIMM CTOPOHaMM B COOTBETCTBUM C
3aKOHOAaTe/IbCTBOM rOCYyAapCTB-4Y/1eHOB.

2.3. OTBETCTBEHHbIE 33 CUCTEMY KayecTBa

2.3.1. 3a obecneyeHune paboTbl cucTembl PpapmaKoHaA30pa B COOTBETCTBUM C TpeboBaHUAMMK K
cuUCTemMe KayecTBa HecyT OTBETCTBEHHOCTb BCE CMELManuUCTbl, BbiMNO/HAKOLIME paboTy No opraHusaumm
cuctembl KadectBa. Heobxoammo obecneunTb CUCTEMHbLIM MOAXOA K BHEAPEHUIO U MNoAJepXaHWuio
CMCTEeMbl KayecTBa Ha Hagnexawem yposHe. OpraHusauua [o0AXHa obecnedynTb AocCTaToOYHOE
KONMYECTBO  KOMMETEHTHbIX W O0By4yeHHbIX  CNeuuanuctoB, UMeWMUX  COOTBETCTBYIOLLYIO
npodeccnoHanbHyo NOAroTOBKY, ANA BbINONHEHUA Tpebyemoro ob6bema paboT nNo hapmakoHag3opy Ha
HaZnexKalllem ypoBHe.

2.3.2. PyKkoBogutTenamu opraHuMsaumm pOomkeH 6biTb obecneyeH CUCTEMHbIM noaxod K
obecneyeHnto KayectBa. PykoBoaMTeNu opraHusauMii B pPaMKax BbINOSHEHUA GYHKUMK no
obecneyeHno CUCTEMHOIO NOAX0Aa HECYT OTBETCTBEHHOCTb 3a:

obecrneyeHne [AOKYMEHTUPOBAHMA CUCTEMbl KayecTBa B COOTBETCTBMM C TpeboBaHMAMM
HacToAwwmx Mpasun;

obecrneyeHne Hag/eKallero KOHTPOAA U AOKYMEHTMPOBAHMA BCEX W3MEHEHW B cucTeme
dbapmaKkoHaa3opa M cucTeme KadyecTsa papmMaKkoHaA30pa;

obecneyeHne BO3MOMKHOCTU O6y‘-|€HVIFI,'

obecneveHne TpebyembiMu pecypcamm (B TOM uucie HeobXoAMMbIMU  NMOMELLEHUAMMU,
obopyaoBaHMem 1 T.4.);

BbINO/NHEHWE  PEryfApHO  OUEeHKM  paboTbl  cucTembl  papmakoHaasopa,  BKAkOYan
MHTErPUPOBaHHYIO CUCTEMY KayecTBa, C MoATBep:KaeHuem ee 3dpdeKTnBHOCTU. Mpu HeobxoaAMmoCTH
[OJIXKHbI Peasin30BbIBaTbCA KOPPEKTUPOBOYHbIE U MPEeAyNpPeanTebHbIE MEPONPUATUS;

obecneyeHne Hannuma 3bPeKTMBHOIrO MexaHM3ma peasnv3auuy COOTBETCTBYIOLLMX Mep B Clydae
BbIABNEHNA M3MeHeHWi npoduna 6e3onacHoCcTM paspabaTbiBaembliX W BbIMyCKaeMbIX JI€KAPCTBEHHbIX
npenaparos;

obecneyeHne CBOEBPEMEHHOIO BbIABAEHUA U NPUHATUA NPU HEOBXOAMMOCTU KOPPEKTUPOBOUHbIX
M npeaynpeauTenbHblX Mep B C/Ay4ae HecobaoaeHus TpeboBaHMI K KayecTBy CUCTEMbI
dbapmakoHaa3opa;

obecneyeHne NposBeaeHUA perynapHbIX ayaAuToOB CUCTEMBI.
2.4. ObyyeHune nepcoHana

2.4.1. Bo3morKHOCTb obecneyeHus TDE6VEN\OI'O Ka4yecCTBa BbINMNO/IHEHNA NMPOLECCOB, CBA3aHHbIX C
¢apmaKOHap,3op0M, M nony4yaembiX pe3ynbrtatoB HENOCPEACTBEHHO CBA3aHA C Ha/iIMMMEM O0CTAaTOYHOIO
KO/in4ectBa KOMNETEHTHOrO, KBaﬂVId)VILI,MpOBaHHOI'O n Oﬁy‘-lEHHOI'O nepcoHana.

2.4.2. B opraHusaumm [o/mKeH 6biTb paspaboTaH M A0/KEH BbIMNOAHATLCA MNAaH 0b6ydYeHus
cneumnanncTos no dapmakoHagsopy. ObydeHre AOMKHO BKAOYATb BBOAHOE 0byyeHne 1 nocneaytouiee
obydyeHMe Ha MPOTAKEHWWU BCero nepuoga paboTbl B COOTBETCTBUM C BbIMOAHAEMbIMU YHKUMAMU U
nocTas/ieHHbIMM 3agadyamun. ObyyeHne AOMKHO 6biTb HaMPaB/AEHO Ha MOBbILWEHWE COOTBETCTBYIOLLMX
nNpodeccMoHanbHbIX HaBbIKOB, BHEAPEHWE Hay4HbIX OOCTUMKEHWA B MNPAKTUKY W  BbINOJHAEMblE
npoueaypbl, obecneyeHne COOTBETCTBMA BCeX CMeUManncToB TpeboBaHMAM K KBanndpukauumu,



npodeccMoHanbHbiM HaBblKam, 3HAHMAM M MOHMMAHWIO BbIMOJHAEMbIX MPOoLeaAyp, CBA3AHHbIX C
dapmakoHagsopom. Bce cneumanuctbl  A0/MKHbI  6biTb  0B6yyeHbl  BbINOJHEHWIO  Npoueayp,
npeAyCcMOTPEHHbIX MPU BbIABNIEHUN U3MEHEHUI Npodura 6e30NacHOCTM IeKAPCTBEHHbIX NPenapaTos.

2.4.3. [encteylowme B OpraHM3aUMM MpouUeccbl MO NpPOBeAeHUI0 OOy4YeHUs  [AO/KHbI
npeaycmaTpmsBaTb 31eMEHTbl KOHTPO/A pe3ynbTaToB 0Oy4eHMA MO  OOCTUMKEHUID Tpebyemoro
NMOHMMAHMA N BbINOAHEHNA PYHKUNI MO dapMaKoHaa30py.

2.4.4. B opraHu3aumm TpebyeTcA npoBeAeHWEe COOTBETCTBYHOLWEro obyyeHUA onpeneneHHbIM
acnektam ¢apmakoHag3opa CneunannucToB ApPYyrux noapasfeneHuii, OeaTeNlbHOCTb KOTOPbIX MOMKET
NoBAMATL Ha MOKasaTenn cuctembl GapMaKoHaZA30pa M BbINONHEHUE GYHKLUMIA NO dapmaKkoHaA30py.
YKa3aHHaa AeATeNbHOCTb BKAOYAET B cebA B TOM umc/ie NpoBedeHWe KAMHUYECKUX UCCAedOBaHWUMA,
paboTy c xanobamu, NOAroTOBKY MeAUUMHCKON WHPOPMAaUMKM, NPOSAXKY U MaPKETUHI, NOArOTOBKY
perncTpaunoHHbIX JOKYMEHTOB, NPaBoBble BONPOCHI U ayauT.

2.5. CpeacTBa 1 obopyaoBaHue aAna papmakoHaasopa

2.5.1. JoctuxeHne Tpebyemoro ypoBHA KayecTBa OCyLLECTBeHUA npoLeccos dapmakoHaa3opa u
nosly4aemblx pe3y/ibTaTOB CBA3AHO TaKKe C obecrneyeHMem CUCTEMbl HEOOXOAMMBIMW CPeaCcTBaMU U
obopyaoBaHMeM, MCNONb3YEMbIMM B STUX NPOLLECCAX.

2.5.2. CpepctBa u o060pyaoBaHME [OJIKHbI PacnosiaratbCa, ObiTb CKOHCTPYMPOBAHHbIMM,
a4anTUPOBAHHBLIMU N 0BCNYKMBAEMbIMU TaKMM 06pa3om, YTOObl COOTBETCTBOBATL NOCTAaB/IEHHOM Len
COrnacHoO uUenam KadyectBa B ¢apmakoHagzope. CpeacTtsa, obopyaoBaHMe M UX PYHKUMOHA/bHbIE
CBOWCTBA, Ba)KHble ANA OcyllecTBneHus dapmaKoHag3opa, nogierkaT COOTBETCTBYIOLLEN MpOBepKe,
KBanudukaummn u (Mam) Banmaaumm Ana NOATBEPIKAEHMA COOTBETCTBMA NpegHasHayeHHoW uenun. Ona
onpeaeneHns macwTtaba npoBepku, KBanMdUKaUMKM MAM  BanMAauMM cneayeT  MCNoab3oBaTb
OOKYMEHTUPOBAHHYIO OLEHKY pUCKa. ITOT METoZ YnpaBAeHUA pPUCKamM HeobXxoAMMO NPUMEHATb B
TeYeHue BCEro CPOoKa aKcnayaTauuu cpeacts U obopyaoBaHMA C yYETOM TaKMX GpaKTOpOB, KaK BAUAHUE
Ha 6e30MacHOCTb MauMeHTa M KauyecTBO AaHHbIX, @ TaKXKe C/I0XKHOCTb COOTBETCTBYHOLIUX CPEACTB U
obopyaoBaHuA.

2.6. ObecneyeHune gep>KaTensimm permcTpaLMoHHbIX
YA0CTOBEPEHUIA IEKaPCTBEHHbIX MPernapaToB COOTBETCTBUA
TpeboBaHMAM 3aKOHOAATENLCTBA FOCYAAPCTB-YNEHOB,
MeXAYyHapOoAHbIX 4OrOBOPOB U aKTOB, COCTaBAAIOLLMX
npaso Coto3a

2.6.1. B uenax obecneyeHma cooTBeTCTBMA TpebOBAHNAM 3aKOHOLATE/IbCTBA FOCYAAPCTB-4Y/1EHOB,
MeXAyHapO4HbIX AOrOBOPOB M aKTOB, COCTaBAAOWMX NpaBo Coto3a, AeprKaTenamm perncTpaLoHHbIX
YAOCTOBEPEHUIA NIEKAPCTBEHHbIX MNPEnapaToB [AO0/KHbI BbINOJHATLCA Mpoueccbl nNo obecneyeHuto
KauyecTBa CUCTEMbI, Lie/IAMU KOTOPbIX ABAAIOTCA:

BbIMOJIHEHWE NOCTOAHHOIO MOHWUTOPMHIA AAHHbIX N0 GapMaKoHaA30py, pa3paboTKka u BHeapeHue
Mep MUHMMM3ALMK PUCKa NpWU onpeaeneHnn UX HeobXOAMMOCTW, HAANEeXKallan OLUEHKa AaHHbIX No
6e30MacHOCTM BHE 3aBUCMMOCTM OT UCTOYHMKA UX NOAYyYeHMA (CO CTOPOHbI NAaLMEHTOB, MEANLMHCKUX U
dbapmaueBTUYECKMX PabOTHUKOB, ONy6MKOBaHHbIX B MeAULUMHCKOW AnTepaType, BbiABAEHHbIX B X04e
NOCTPErMCTPALMOHHBIX UCCNeA0BaHNIM);

BbIMO/IHEHWE Hay4YHOW OLLEHKM Bcei MHpopmaumm no npoduato 6€30nacHOCTM NeKapCTBEHHOMO
npenaparta, BKAO4Yaa WMHGOPMAaLMIO O HeXKenaTeNbHbIX PeakuusaX, PasBMBLLUMXCA B TOM 4YuUCAe MNpU
NPUMEHEHWM HE B COOTBETCTBUM C YTBEPIKAEHHOM 06LLEN XapaKTEPUCTUKOMN NIEKAPCTBEHHOTO NpenapaTta
(manee - OX/1N) UAN MHCTPYKUMEN NO MeAULMHCKOMY NMPUMEHEHUIO (TMCTKOM-BKAagbliwem) (aanee -
MMM (NB));



BblINONHEHME TpeboBaHWI 3aKOHOAATENbCTBA rOCYAAPCTBA-Y/ieHa MO MNPEeACTaBAEHUIO B
YNONHOMOYEHHbIN OpraH rocygapcTBa-uneHa WMHPOPMALMM O HeXenaTeNbHbIX PeakuuMax U UHOM
nHpopmauum no 6e30nNacHOCTU NEeKAPCTBEHHbIX npenapatoB. C Uenbio Haa/eXKallero BbINOJHEHUN
AaHHOM GYHKUMKM 1 obecnedyeHUa KavyecTBa, LLE/IOCTHOCTU U NOJIHOTbI NpeacTasisemon MHbopmaumu,
Hagnexallel BanaauMm CUTHANOB, a TaKKe UCKAYEeHUA AyO6anMpoBaHMA COOOLEHUI A0MKHbI ObiTb
pa3paboTaHbl M BHeAPEHbI COOTBETCTBYOLLME CTAHAAPTHbIE ONEPALMOHHbIE NpoLeaypbl;

obecneyeHune adpPpeKTMBHON B3aMMOCBA3U C YNOJHOMOYEHHbIMM OpraHammM rocyaapcTB-4/IEHOB,
BKNOYaa MHPopmUpoBaHMe 06 M3meHeHMax npodunsa 6e3onacHOCTU NeKapCcTBEHHbIX MpenapaTos U
HOBbIX pUCKax, MmacTep-dpaiine cuctembl dapmakoHags3opa, CUCTEMbl YMNPaBAEHUA PUCKaMU, Mep
MWHUMM3ALNKN PUCKa, NepUoANYECcKoro 06HOBAAEMOro oT4eTa No 6e30MacHOCTU, KOPPEKTUPOBOUHbIX U
npeaynpeauTenbHbIX Mepax, MoCTPerncTpaLuMoHHbIX UCCieloBaHUAX No 6e30MnacHoCTY;

obecneyeHne COOTBETCTBMA MHGOOPMALMM O NEeKapCTBEHHbIX npenapatax (OX1M, UMM (/1B))
COBPEMEHHOMY YPOBHIO Hay4HbIX 3HAHW;

obecneveHune MeanLUNHCKNX pa6OTHMKOB 1M nayneHTos MHq)OpMaLI,MEﬁ no 6esonacHocTu.

2.7. ObecneyeHne yNoJAHOMOYEHHbIMM OpraHamu
rocyapcTB-41eHOB COOTBETCTBMA TpeboBaHMAM 3aKOHOAATEIbCTBA
rocyapcTB-4NeHOoB, MeXAYHapOoAHbIX 4OrOBOPOB U aKTOB,
cocrasnaowmx npaso Cotosa

2.7.1. YNONHOMOYEHHbIE OpraHbl roCcyaapcre-471€HOB AO/1IXKHbl MMETb COOTBETCTBYHOLWYIO CUCTEMY
obecneyeHns KayecTBa npoueccos B Lenax:

OLLEHKM Ka4eCTBa npeacraBaaembixX AaHHbIX MO d)aplv\aKOHap,sopy;

OUEHKM W 06paboTKM JaHHbIX no ¢dapmMaKkoHaa30py B COOTBETCTBUM C  TpeboBaHUsMMU
3aKOHOZATe/IbCTBA FOCYAAPCTB-YNEHOB, MEXAYHAPOAHbIX AOrOBOPOB WM aKTOB, COCTABAAKOLWMX NPaBO
Coto3a;

obecneyeHna  rapaHTUPOBAHHOW  HE3aBUCMMOCTM B  BbIMOJIHEHUM  AEATENbHOCTM  NO
dapmaKoHaazopy;

addeKkTMBHOrO MHOOPMMPOBAHMA  NALMEHTOB, MeAUUMHCKMX paboTHWKOB, AeprKaTenen
perncTpaunoHHbIX yA0CTOBEPEHUIA U OOLLECTBA B LLEIOM;

nposeaeHnA VIHCI'IEKLI,MVI, BK/1t0O4aA JOpPerncTpautMoHHOE MHCNEKTUpOBaHKe.

2.7.2. He3aBUCMMOCTb B BbINONHEHUN fAeATeNbHOCTM No  dapmMakoHazs3opy onpeaenserca
NPUHATMEM BCEX PEryAATOPHbIX PELeHNt TONbKO B MHTEpecax 340P0BbA NauMeHTa U obLwecTBeHHOro
340POBbA.

2.8. YnpaBneHne 4OKyMeHTauuen

2.8.1. Cucrema ynpasaeHunA AOKYMGHTBLLMEIZ ABNAETCA  4aCTbl0  CUCTEMDI Ka4yecTBa,
PacnpoCTpaHAETCA Ha BCe€ AOKYMEHTbl CUCTEMDI d)apN\aKOHap,aopa n obecneynmBaeT BO3MOMKHOCTb
NMOUCKa OAHHbIX N NPOCNEXNBAEMOCTb BbINO/IHAEMbIX Npoueayp, BKAKOYaA npoueaypbl OUueEHKN HOBbIX
AaHHbIX NO 6€30nacHOCTM B OTHOLLIEHUM BpeMeHU BbINOZIHEHNA OUEHKN U NPUHATbIX peLLIEHMl\;I.

2.8.2. Cuctema ynpaBneHus 4OKyMeHTaumel AoKHa obecneymBaTh:
KayecTBO AaHHbIX N0 GdapMaKoHaA30pY, BKAOYAA UX MOIHOTY, TOYHOCTb U LLEeIOCTHOCTb;

3G PEKTUBHYIO BHYTPEHHIOK W BHELLHIOW Nepeaayvy AaHHbIX;



XpaHeHWe AOKYMEHTOB, MMeIOLWMX OTHOLWEHME K cucTemMam GpapmaKoHaZ30pa M OCYLLECTBAEHUIO
dbapmaKkoHaa3opa MO KaxAoMy M3 fIeKapCTBEHHbIX NpPenapaToB, COFMAcHO MPUMEHMMbIM CPOKam
XpaHeHus.

2.8.3. [epskaTenb pernctpaLmoHHOrO YAOCTOBEPEHWsA JIeKapCTBEHHOro npenapata (panee -
AepskaTesnb pPerucTpaumMoHHoro y40CTOBEpPEHUS) OOJIXKEH obecneuntb Hag/exallee
OOKYMeHTUpoBaHue, obpalleHMe U XxpaHeHuMe Bcel UHPopmauum no ¢apmakoHaA30py C LEbio
BbINO/IHEHUA MpOLeAyp TOYHOrO pPEenopTUPOBAHUA, WHTEpnpeTaunMn u BepuPUKaumMm  AaHHDIX.
Jep:kaTenem  perncTpaumMoHHOro  yAOCTOBEpPEeHMs  JO/KHa  6biTb  obecneyeHa  cucTema
NPOCAEXKMBAEMOCTM U NOC/EAYIOLLEN OLLEHKN COOBLLEHWNIM O HexXenaTe bHbIX peaKkLusax.

B pamkax Hactosawmx Mpasua "penopTuposaHMe"” 03HayYaeT npouecc nepesaym B YyCTaHOBAEHHOM
bopme nHpopmaLmm 0 HeXenaTeNbHbIX PeaKUMAX B YNOJHOMOYEHHbIE OpraHbl FOCYAapCTBA-YAeHa UK
NOAYMHEHHbIE WM  3KCMEPTHble oOpraHu3auMm B chepy KOMMETEHUMM KOTOPbIX  BK/OYEH
dapmakoHagzop.

2.8.4. CucTema ynpaBAeHWA AOKYMeHTauMein A0/KHa BKAOYaThb B cebAa Komnaekc mep no
obecneyeHnto 6e30MacHOCTU U KOHOUAEHUMANbHOCTM AAHHbIX B LENsSX BbIMOAHEHUA TpeboBaHUi no
3aWmMTe MNEepcoHasbHbIX AAHHbIX MALMEHTOB B COOTBETCTBMM C TpeboBaHWAMM 3aKOHOAATE/bCTBA
rocyfapcrBa-ysieHa. YKasaHHble Mepbl AOJIXKHbl BK/AOYaTb B ceba CTporoe orpaHWYeHWe, COrnacHo
KOTOPOMY A0CTYN K AOKYMEHTaumMmn 1 6a3am AaHHbIX UMEETCA TO/IbKO Y YNOJAHOMOUYEHHbIX 1L,

2.8.5. Cuctema ynpaBsneHMa OOKYMEHTaUMEN A0JIKHa BKAOYaTb B cebs npoueccbl obecrneyeHus
3aWwmTbl MHGopMmaLmm No GapmakoHaa30py OT NOTEPU U Pa3pyLLEHUS.

2.9. lokyMeHTauma cucTembl KayecTsa

2.9.1. Bce 3nemeHThl, Tpe6OBaHMﬂ M NONOXEeHUNA CUCTEMbI KayecCTBa [AO0JIKHbI 6bITb
AOKYMEHTUPOBAHbI U CUCTEMATU3NPOBAHbI COOTBETCTBYHOLLUM o6pa30M B BMAEe TaKUX PyKOBOACTB U
npoueaoyp B NUCbMEHHOM d)opme, KaK n1laH MO Ka4yecTBy, PYyKOBOACTBO MO Ka4yeCTBy M OTYETbLI NO
Ka4ecTBy.

2.9.2. NnaH no KayectBy onpeaenseT OCHOBHbIE Le/IN CUCTEMbI KayecTBa M MpPOoLLecChbl, KoTopble
OO/MKHbI  ObITb BHeApeHbl ANA  AOCTUXKEHMSA NOCTaBfeHHbIX uenei. [Mpoueaypbl MO KayecTsy
npeacTasnatoT coboil onncaHMe YCTAHOBAEHHOIo MOPALKA BbINOJHEHUSA NPOLLECCOB U MOFYT MMETb
dopmy CTaHZaAPTHbLIX ONEPALMOHHbIX Npoueayp U pabounx MHCTPYKUMIA UAKM PYKOBOACTB. PYyKOBOACTBO
Mo KauyecTBy onpeaenaeT 061acTb PacnpPOCTPaHEHMA CUCTEMbI KayecTBa, NPOLECChbl CUCTEMbI KayecTBa U
nx B3anmmocBA3b. OTYETbl MO KAYecTBY BK/OYAOT B €6 nonyyeHHble pes3ynbTaTbl paboTbl cUCTEMbI
60 NoATBEPKAEHUS BbINOJIHAEMON AEATENbHOCTMY.

2.9.3. CucTtema KadyecTsa A0/1KHA BbITb OTPaXKeHa B CieAyoWmMX AOKYMEHTaXx:
AOKYMEHTaLUMA No OpraHM3aLMoHHOM CTPYKTYpe M 06A3aHHOCTAM NepcoHana;
naaH obyyeHMA 1 OTYETbI N0 NPOBEAEHHOMY 0BYYEeHUIo;

WMHCTPYKLMM NO COOTBETCTBUIO NPOLLECCOB YNpPaBAeHUS;

UHCTPYKUUU no  KpUTU4YEeCKMM npouyeccam d)apmaKOHap,aopa, BK/1l04aA obecneyeHue
HenpepbIBHOCTU Npouecca,

WHOMKATOPbl  BbIMNO/HEHMA  MPOLECCOB, KOTOPble  MCMOAbL3YTCA  ANA  MOCTOSHHOrO
MOHMWTOPUPOBAHUA HaA/1eXKaLLEro BbiNoAHEHNA GYHKLMI No GpapmaKoHaa30py;

OTYeTbl MO ayAuUTY U Nocieaylolemy ayanuTy CUCTEMbI KauyecTBa, BKAOYAA NoAyYeHHble AaHHble U
pesynbTaThbl.



2.9.4. ,ﬂ,OKYMeHTaLI,VI‘r'I no CUcTteme Kayectea A0J/1KHA TaKXKe BK/1K0YaTb B cebs:

MeToAbl MOHUTOPUpPOBaHMA 3EKTUBHOCTM (YHKLMOHUPOBAHMA CUCTEMbI KavyectBa W, B
YacTHOCTK, ee CNOCOBHOCTb BbINOJHEHMSA 3a/1a4 CUCTEMbI KayecTBa;

OT4YeTbl MO pe3ynbTaTaM BbIMOJIHEHHbLIX Mnpoueayp Mo dapmakoHaA30py, NoATBEPXKAatoLme
BbINOJIHEHWE NPeayCMOTPEHHbIX 3TanoB U AeCTBUM;

AOOKYMEHTbI U OT4YETbl NO CpeacrBam MU o6opy,u,osaHmo, BK/1KO4HaA NPOBEPKRY d)YHKLI,MOHa}'IbeIX
CBOﬁCTB, AeATENIbHOCTb MO KBaI'IMd)MKaLI,MM 1 Banngaynmn, KOTopble noarsepx4atoT BbINOJIHEHUE BCEX
CTaﬂ,Mﬁ, npegycMmoTpeHHbIX COOTBETCTBYHOLWMMUA TpeﬁoBaHMHMM, NPOTOKO/IaMMN U npoueaypamu;

OTYeTbl, MNOATBEP!KAAIOLME KOHTPO/Ab OTKAOHEHUM OT YCTAHOBAEHHOM CUCTEMbI KayecTsa,
NPUHATME NpeaynpeauTeNbHbIX U KOPPEKTUPYIOWMX MEPONPUATUIA, OLEHKY 3PPEKTUBHOCTM MPUHATbLIX
mep.

2.10. lonoaHuUTeNnbHaA AOKYMEHTaLMA N0 CUCTEME KayecTBa
JepXaTena perncTpauoHHOro ya0CcToBepeHuns

B AononHeHuWe K Tpebyemol AOKYMEHTaL MM NO CUCTEME KayecTBa AepiKaTesib perncTpaLmMoHHOro
YAOCTOBEPEHUA [AO/KEH YyTBEpAUTb B BMAE AOKYMEHTa B MUCbMEHHOM ¢Gopme OpraHM3auUoHHYI0
CTPYKTYPY, ONpeaensAiowylo MepapxmMyeckylo B3aMMOCBA3b YMNPABAAIOWEN0O W  KOHTPOJMPYIOLLEro
NepcoHana, a TakKe 0683aHHOCTU U GYHKLMM NepcoHana, CUCTEMY YNpaBAEHMS Pecypcamu.

2.11. lononHuTeNbHaA AOKYMEHTaLUMA NO CUCTEME KadecTBa
YNONHOMOYEHHbIX OPraHOB rocyAapcTB-41eHoB

B gononHeHue K TpebyemoW AOKYMEHTauuW MO CUCTEME KayecTBa YNOJIHOMOYEHHbI opraH
rocyAapcTBa-uneHa AO/KeH SOKYMEHTMPOBATb OPraHM3aLMOHHYI0 CTPYKTYPY, pacnpegeneHue 3adad u
OTBETCTBEHHOCTM BCEro MepcoHana, a TaKKe OonpeaenvTb KOHTaKTHble avua Ans obecnedyeHus
B3aMMOZEMNCTBMA  MeXAy YNOJAHOMOYEHHbIMW  OpraHamm  roCyAapcTB-Y/EHOB,  AepXKaTensammu
PErucTPaLnoHHbIX Y40CTOBEPEHUI U INLAMMU, NPEACTaBAAIOWMMU MHPOPMALMIO O PUCKAX, CBA3AHHbIX C
JIeKapCTBEHHbIMM NpenapaTamu.

2.12. KpuTtunyeckme npoueccobl B papmakoHagsope

2.12.1. Kputnyeckune nporeccol B GapMakoHaa30pe BK/OYALOT B cebs:

HenpepbIBHbIN  MOHUTOPUHI nNpoduna 6e30MacHOCTM W COOTHOWeHMA '"monb3a -  puck”
3aperncTpupoBaHHbIX NEKAPCTBEHHbIX MPenapaTos;

BHeApeHNe, pean3aunio N OUEHKY CUCTEMDI ynpaBaeHNA PUCKaMun C OLI,EHKOﬁ ad)d)EKTVIBHOCTVI
Mmep MUHMMU3ALUUN PUCKAa;

npoueaypbl pa6OTbI C nHaAnBMAyaibHbiMU COO6LLI,€HVIFIMVI O HeXenaTtesibHbIX peakyunax: c6op,
o6pa60TKy, ynpasaeHne, KOHTPO/1b KayecTBa, NosiydeHne HegOoCTaloWwmnX AaHHbIX, MPUCBOEHNE HOMEPQ,
Kl'IaCCVId)MKaLI,I/IIO, BblAB/IEHMNE NMOBTOPHbIX C006LIJ,EHMI7I, OLLEHKY U CBOEBpeMeHHOE nNpeacTaB/1eHUE,;

BblAB/1€EHUNE, U3y4eHUE N OLEHKY CUTHANOB;

pa3pa60TKy, noAaroToBKy (BKﬂI-O‘-IaFl OUEHKY AaHHbIX U KOHTPOJb Ka'-IeCTBa), npegcraBneHne u
OUEeHKY nepnoanyeckmnx 0bHOBNSIEMbIX OTYETOB MO 6e3OI'IaCHOCTM;

BbINO/NHEHUE 0653aTenbCTB npu Bbl30Be YMNO/IHOMOYEHHbIMMX OpraHamMu rocyaapcrtB-41€HOB U
npeacraBieHne OTBETOB Ha 3anpocbl YNO/IHOMOYEHHbLIX OpPraHOB TrOCy4apcCTB-4/1€HOB, BK/KO4YaA
npeacrasaeHmne B ynoJIHOMOYEHHbIE OpraHbl rocyaapcrtB-4a1eHOB I'IpaBM/'IbHOﬁ M NONHOM MHd)OpMaLJ,MM,'



obecneyeHune B3aMMO,£I,el\;1CTBMFI mexagy ¢apmaKOHap,3op0M M cucTemom KOHTPONA Ka4yecTBa
NNEKapPCTBEHHbIX MPENapaTos,

MHPOPMMPOBAHME YMOJHOMOUYEHHbIX OPraHOB rOCYAApPCTB-4/eHOB 060 BCEX WM3MEHEHMAX B
OUEHKe COOTHOLWEeHNA "Nob3a - pUCK" 3aperncTpMpoBaHHbIX IEKaPCTBEHHbIX NpenapaTos;

MHOOPMUPOBAHNE MEAUUMHCKUX W  dapMaLeBTUYECKUX pPaboTHMKOB, NauMeHToB 060 Bcex
M3MEHEHMAX B OLIEHKE COOTHOWeEHMA "nonb3a - puUCK" c uenbio obecnevyeHus 6e3omacHOCTU U
3dPEKTMBHOIO NPUMEHEHMA NEKAPCTBEHHbIX MPENapaTos.;

obecneyeHne COOTBETCTBUSA MHq)OpMaLI,MM O J/1eKapCTBeHHOM npenapaTte, BKAKOYaA O6LLI,YI'0
XapPaKTEPUCTUKY NEKAPCTBEHHOrIO Npenapata Ana meanumHCKOro nppmeHeHmnAa, cCoepemeHHoOMY yYpPOBHIO
HAy4YHbIX MeONUUNHCKUNX 3HaHMﬁ, BK/1lO4aA cCAeNaHHble 3aKn4eHuA 06 OUEeHKE W peKomeHaauunuun
YNO/THOMOYEHHbIX OPraHOB rocyapCcrB-4,1€HOB;

BbIMO/IHEHME BCeX Tpebyemblx AENCTBMA B C/Ay4ae U3MEHEHMUA PerncTpalMoHHOro cratyca no
npuyrHe nepecmoTtpa npoduas 6e3onacHoCTy.

2.12.2. NMnaH obecneyeHns HEMPEPbLIBHOCTU NpOLILECCa AO0/IXKEH BK/OYATb B cebs:

onpeaeneHne cobbiTWil, KOTOpPble MOFYT CyLLECTBEHHO MOB/AWATb Ha NEPCOHan OpraHusauum B
Lenom Mbo Ha CTPYKTYpbI U NpoLeccbl papmMaKkoHaA30pa B YaCTHOCTH;

pe3epBHble CUCTEMbl Ha C/y4alh HEOBXOAMMOCTU IKCTPEHHOro obMeHa WHpopmaunen BHYTPU
opraHv3aummu, ¢ APYrmmm OpraHn3aumsamm, BbINOJHAWMMN GYHKLMM MO papMaKkoHaA30py, C APYrMmu
pa3paboTunKkamu, AepaTensimu PerucTpaunoHHbIX YA0CTOBEPEHUA U YNOAHOMOYEHHbIMM OpraHamm
rocyapcrB-Y4NeHoB.

2.13. KoHTpoib PpYHKLMOHNPOBAHMA 1 3OPEKTUBHOCTM CUCTEMDBI
dapmaKkoHag3opa 1 ee cucTeMbl KayecTsa

2.13.1. MeToabl KOHTPOAA AeATeNbHOCTU U 3PPEKTUBHOCTU cUCTEMbI GapMaKOHAA30Pa AOJKHbI
BK/ItOYATb B cebs:

0630p M aHaan3 CUCTeMbl TMUaMU, OTBETCTBEHHbIMU 3a ynpaBieHWe CMCTGMOVI,‘
ayaAuTbl;

KOHTPOJ1b COOTBETCTBUA Tp66OBaHMﬂM;

UHCNEeKUunn,

OLLeHKY 3PDEKTUBHOCTU NPUHATLIX MEP MO MUHMMM3ALMM PUCKA U obecnedyeHna 6e30nacHoro u
3 EKTUBHOIO NPUMEHEHUA IEKAPCTBEHHbIX NPenapaTos.

2.13.2. B uenAx BbINOJHEHNA MOHUTOPUHIA B OPraHM3auMm A0MXHbl BbiTb 3apaHee onpeaeneHbl
WMHAOMKATOPbl, MO KOTOPbIM BbIMNOAHAETCA OLEHKa 3OGEKTUBHOCTU GYHKUMOHMPOBAHMA CUCTEMbI
dbapmaKkoHaa3opa C TOYKM 3peHnn TpeboBaHUI KavecTBa.

2.13.3. AyauT cuCTeMbl KayecTBa, OCHOBaHHbIA Ha OLUEeHKe pPUCKa, AOO01IXKEH BbINO/IHATLCA
PerynapHo 4epe3 onpegesieHHble UMHTEPBaA/Zbl BpeMEHU C UEesIblo noAaTBepXAeHnA COOTBETCTBUA
YCTAaHOBJ/IEHHbIM TPE6OBaHVIFIM K Ka4decCTtBy U onpeaeneHunA 3¢¢EKTI/IBHOCTM. Ay,CI,MT CUCTEMDbI Ka4ecTBa
AO0J/IKEeH BKNKOYaTb ayauUT CUCTEMDbI d)apmaKOHap,sopa, VIMEI-OLIJ,EI‘/JI UHTETPUPOBAHHYIO CUCTEMY Ka4yecCTBa.
AYLI,MT AO0J/1XKEH BbINO/THATLCA Cneunaancramm, He BoBJ1e4eHHbIMU B BbINOJIHEHUE d)yHKLI,I/IVI nnpoueayp,
nognexawunx ayauty. Mo pe3ynbtaTtam KaxXaoro ayamta CUCTeMbl KavyecTBa M nocnegyrouwero ayaumta
AO0J/IXKEeH COCTaBNATbCA OTHET, I'IOLI,JTG)KBU.I,I/Iﬁ OoUueHKe Jnuamun, OTBETCTBEHHbIMU 3a OpPraHuM3auyunio



COOTBETCTBYIOLMX ayaNMPYEMbIX MPOLLECCOB. B cnyyae HEOBXOAMMOCTH MO pe3ybTaTam ayauTa AO0MKHbI
NPMHMMATbLCA KOPPEKTUPYIOLME U NpeaynpeanTe/ibHble Mepbl.

2.13.4. YNONHOMOYEHHble OpraHbl rOCYAAPCTB-YIEHOB AOMXHbl 00ecnevyntb MOHUTOPUHT
BbIMOJ/IHEHUA [ep)KaTeNaMM PermcTpPaunoHHbIX YAO0CTOBEpeHMn OJYHKUMA U o0bA3aHHOCTEM no
dapmaKkoHaazopy. B uncno mep no obecneyeHnMto MOHUTOPUHTA BXOAUT BbINOJIHEHME MHCNEKTUPOBAHUSA
JeprKaTenein perncTpaumoHHbIX YAOCTOBEPEHUI CO CTOPOHbI YNOJHOMOYEHHbIX OPraHOB roCy4apcTs-
Y/1EHOB.

2.14. YnonHOMO4YeHHOoe AnLo no ¢apmaKkoHaa3opy

2.14.1. [epxatenb pPerucTpaumMoHHOro yAOCTOBEPEHMA [AOMKEH Ha3HaAuMTb W UMEeTb B
MOCTOAHHOM PACMOPAMXKEHMUM YMNOJHOMOYEHHOE MU0 MO  ¢dapmakoHagsopy (manee - YI1P) B
rocygapcreax-uneHax, obnagawowee Tpebyemoint KeanuobuKkaumein. J[eprkatenb PerncTpaunmoHHbIX
yA0CcTOBEPEHUI CO0bOLaeT GaMmUanIO N KOHTAKTHYIO MHbopMaLmio 06 Y/1P B ynoSHOMOYEHHbIE OpraHbl
rocygapcre-4sieHoB. [lpM  U3MeHeHMM [aHHOM  uHbOpMauMKM  gep)KaTenb  PerncTpauyoHHbIX
YO0CTOBEPEHUIN [A0/IKEH NPOUHPOPMUPOBATHL YNONHOMOYEHHbIE OpPraHbl roCyAapCTB-Y1EHOB B CPOK,
yCTaHaB/MBaeMbI 3aKOHOA4ATE/IbCTBOM rOCYyapCTB-4/IEHOB.

2.14.2. B kaxkgoi cucteme papmaKkoHag3opa MOXKET O6biTb TONbKO ogHOo Y/1P. Yeayrn VIO moxer
ncnonb3oBaTb 6onee O0AHOIO AepKaTena PerncTPaLmMoHHbIX YA0CTOBEPEHNUI B OBLLMX AN OTAENbHbIX
cuctemax dapmakoHag3opa, WAM NULO MOMKET BbINOAHATL GyHKUMM Y/IO 6onee yem gns opHoM
cuctembl GapmakoHaZ30pa O4HOMO AepyKaTensa PerucTpaumMoHHbIX YA0CTOBEPEHUI NPU YCAOBUM, YTO
Y1® B COCTOAHMW BbINONAHATL BCE CBOM 06fA3aHHOCTU. B gononHeHMe K HasHavyeHuwo Y/1P
YNOJIHOMOYEHHbIE OpraHbl FOCY[apCTB-4/IeHOB BNpaBe TpeboBaTb HAa3HAYEHMA KOHTAKTHOroO Auvua no
dapmaKoHaa30py Ha HaLMOHaNbHOM YPOBHE, NoAYNMHEHHOTO Y/1P. KOHTAaKTHOE NNL0 Ha HaUMOHAIbHOM
YPOBHE MOKET BbINOHATb GYHKUMK YD,

2.14.3. 06sa3aHHOCTM Y/ID A0oNKHbI ONPeAenaTbca AOKHOCTHOM UHCTPYKLUMEN.

2.14.4. [eprKaTenb pPerucTpauMoHHOro yaoctoBepeHua npegoctasnsetr Y/I® poctatoyHble
NOJIHOMOYMA NO YNPaBAEHUIO AEeATEeNbHOCTbIO N0 PapMaKoOHaA30py U CUCTEMON KavecTBa. [lep:kaTesb
pPerucTpaLnoHHOro yaocToBepeHusa npegoctasnser Y/I®  pgoctyn K macTep-dainy  cuctemsl
dbapmakoHaz30pa, a TaK¥Ke COOTBETCTBYOLWME NOAHOMOYMA N obecneymBaeT noayyeHme nHGopmaumm o
NtobbIX M3MeHeHUsx B macTep-daine. MonHomouma, Kacarlmeca cuctembl papmakoHag3opa M macTep-
daina cuctembl papmakoHaA30pa, AONKHbI N03BOAATb Y/IP BHOCUTbL U3MEHEHWMA B CUCTEMY, MAaHbI
ynpaBAeHNa pUCKamK, a TaK¥Ke B MOAFOTOBKY PEeryinmpylowmx AencTBU B OTBET Ha 4YpesBblyaliHble
CUTyaLMm No u3meHeHuto npoduan 6e3onacHocTK.

2.14.5. [lep:KaTenb pPerncTpaumoHHOro yaoctoBepeHuns obecneymBaeT HanuMume BCEX CUCTEM M
npoueccos, nossonstowmx Y/1P BbINONHATL BO3/N0MKEHHble HA Hero obssaHHocTM. C 3TOW Lenbio
OepKaTeNb PEerncTpaumoHHOrO yAOCTOBEPEHUs pa3pabaTbiBaeT MEXaHWM3Mbl, NPU MOMOLLM KOTOPbIX
YN1® nonyyaet Bcto Heobxoanmyro MHGOPMALMIO U UMEET AOCTYN KO BCEM AAHHbIM, KOTOPbIE emy MOTyT
notpeboBaTbCA, HANpUMep:

MHPOPMaLMA O YpesBblUalHbIX CUTyauMAX MO M3MeHeHMsam npoduaa 6esonacHoOCTM M Apyras
MHPOPMaLMA B OTHOLLEHUM OLLEHKM COOTHOWEHMA "Nosib3a - PUCK" NEKapCTBEHHbIX MPenapaTtos, Ha
KOTOpble pacnpocTpaHaeTcsa cuctema papmakoHaa30pa;

MH¢OpMaLI,MFl O npoAao/uKakrwnMxca U 3aKOHYUBLUNXCA KIMHUYECKUX UCCNeaOoBaHUAX U NPOYUX
nccnegoBaHMAX, O KOTOPbIX 3HaeT AepixaTesib PErncTtpaymoHHOro yaoctoBepeHmnAa U KOoTopble mOoryTt
MMeTb OTHOLLEHWE K 6e3onacHoCTH NEKaPCTBEHHbIX NPENapaTos,

MH¢OpN\aLI,MFi M3 WUHbIX WNCTOYHUKOB, KpOMe WUCTOYHMUKOB AepxKaTtena pernctpatlMoHHOro
yAo0CTOBEPEHNA, HAanNpuUmep, UCTOYHUKOB, C KOTOPbIMU AepXKaTesib PeErMCTpauMoOHHOINo yaocrtoBepeHUA



nmeetT KOHTPaKTHble 4OroOBOPEHHOCTH,

npoueaypbl  dapmakoHaz3opa, KoTopble paspabaTbiBaeT AeprkaTesb  PErMcTpaLMOHHOro
YOOCTOBEPEHNA HA KaXKAOM YpPOBHE C Uenblo obecrneyeHWs COrnacoBaHHOCTM W cobaogeHua
TpeboBaHMI B Npeaenax opraHn3aumnm.

2.14.6. Y1® nonyyaetr nHPopmaumio OT PYKOBOAALLErO MEPCOHANa O pe3ynbTaTax NOCTOAHHbIX
00630pOB CMCTEMbI KayecTBa W MPeanpuHATbIX Mepax, AaHHble O COOTBETCTBMM TpeboBaHMAM,
naaHMpyembiM ayamtam cuctembl GapmakoHagzopa. Y/1d nmeet NoAHOMOUYUA UHULUMMPOBATL ayauT B
cnyyae HeobxoamMmocTu. PykoBoasawmii nepcoHan npepoctasaseT Y/IO Konuo naaHa KOPPEKTUPYIOLLMX
W npeaynpeauTenbHbiX MeEpPONPUATUA Moc/e KaxKaoro ayauta, utobbl Y1P morno ybeautocs B
NPUHATUM COOTBETCTBYIOLLMX KOPPEKTUPYIOLLMX MEPONPUATUIA.

2.14.7. OepxaTenb perucTpaLmMoHHOro yaoctoBepeHnsa obecneynsaeT BOSMOMKHOCTb MOJyYeHUA
nHbopmauum YJ1® 13 6asbl aHHbIX HEXKENATENbHbIX PEAKLMIA, UMEIOLLENCA B €r0 PacnopsaKEHUN.

2.15. KBanudukauma amua, ynoaHOMOYEHHOO
no ¢apmakoHagzopy B Cotose

2.15.1. Y1® poMKHO MMETb COOTBETCTBYHOLIME TEOPETUYECKME M MNpPAKTUYECKME 3HaHMA Mo
OCYLLECTB/IEHUIO AeATeNbHOCTU Nno dapmakoHaazopy. Y/I® [o/KHO MMETb HaBbIKM yrpaB/ieHUs
cuctemamm GpapmMaKoHaA30pa, a TaKKe MPOBeAEHUA IKCMEepPTU3bl MW UMETb AO0CTYN K MpPOoBeAeHUIo
3KCNEepTU3bl B TaKMUX 06/1acTAX, Kak meauumHa, GdapmaueBTUYECKME HayKK, a TaKXKe anMaeMnosorms um
6uocTaTUCTHKa.

2.15.2. lepkaTenb perMcTpaLMoHHOro yA0CTOBEpeHUS NpoBoauT obydyeHune Y/1d B obnactu ceoei
cuctembl dapmaKkoHagsopa nepes Tem, Kak Y/1P 3alimeT [A0/MKHOCTb YNOAHOMOYEHHOTO AMUa.
ObyuyeHue v ero pesynbTaTbl ZOMKHbI HagAEXKaLMM 06Pa30oM LOKYMEHTMPOBATLCA.

2.16. ®yHKUMM NMUA, YNOAHOMOYEHHOro No dapmakoHaa30py
B Coto3e

2.16.1. KBannduumpoBaHHoe N1LLO, yNoJHOMOYEeHHoe No ¢dapmakoHagzopy B Cotose, ABnAETCS
OUBNYECKMM INLLOM.

2.16.2. Y/I®, Ha3HayeHHOe JAeprkaTenem pPerucTpauMoHHbIX YAOCTOBEPEHUMN, AOJIKHO WMMETb
KBanMdMKaLMIO B COOTBETCTBUM C NyHKTOM 2.15 Hactoawmx [paBun M ObiTb B MNOCTOAHHOM
pacnopsaXXeHUn AepraTens PerncTPaumoHHbIX yaoctosepeHuin. YJI® fonkHO NpoXKmeatb M paboTaTb B
OfHOM M3 rocygapctB-yneHoB. Y/I® oTBevyaeT 3a co3gaHuMe WU PYHKUMOHMPOBAHME CUCTEMDI
dbapmaKoHa30pa aepKaTena perncTPaLmoHHbIX YAO0CTOBEPEHUI U, Cief0BaTeIbHO, UMEEeT A0CTaTOYHO
NOJIHOMOYMI ANA OKA3aHMA BAUAHUA HA OCYLLECTBIEHWE AEATENbHOCTU NO GapMaKoHaA30py U cucTemy
KayecTBa cucTembl hapmaKoHag3opa, coaeincTemne, cobntofeHme U NOBbIWEHWE YPOBHA coba0AEHNA
TpeboBaHMI  3aKOHOAATENbCTBA FOCYAAPCTB-YIEHOB, MEXAYHApPOAHbIX AOrOBOPOB M  AKTOB,
coctagnsaowmx npaso Coto3a. CneposatenbHo, Y/1® ponkHo 06713gaTb  NOAHOMOYMAMKU U
OTBETCTBEHHOCTbIO B OTHOLIEHUN MacTep-daitna cuctembl papmakoHag30pa ¢ Tem, YTObbl obecneumBaThb
M noBsblaTb ypoBeHb cobnaogeHna  TpeboBaHMI  3aKOHOAATENbCTBA  OCYAAPCTB-Y/IEHOB,
MeXAYHapOoaHbIX 4OrOBOPOB U aKTOB, COCTaBAAOLWMX Npaso Coto3a.

2.16.3. B OTHOWEHMM NeKapCTBEHHbIX MpenapaToB, Ha KOTOpble PacnpoCTpaHAeTca cuctema
dapmakoHag3opa AepXkaTens  perncTpauuoHHbIX — yaoctoBepeHuid, Y/IO wumeeT cineayowme
0653aHHOCTU:

BbINO/MIHATL 0630p npoduneit 6e3onacHOCTU NIEKAPCTBEHHbIX MpPenapaToB M 4pesBblYalHbIX
CUTyaLMi Mo M3MeHeHUIo Npodunein 6esonacHocTy;



BNafeTb NoAHOW MHPopmaumeit 06 ycnoBusax M 06A3aHHOCTAX, YCTAHOB/IEHHbIX MPM Bblaaye
PEruCTPaLMOHHBIX YAOCTOBEPEHUM, N APYrMX 06A3aTeNbCTBAX, MMEIOLWMX OTHOLWEHWe K 6e3o0nacHoCTH
nnn 6e3onacHoOMy NPUMEHEHUIO NEKAPCTBEHHbIX MPENApPaTos;

B/IafleTb NOJIHOM MHpOpMaLMeln o Mepax MUHUMU3ALNK PUCKOB;

NPUHMMATb y4yacTUe B U3YYEHUN U  YTBEPXKAEHUM MNPOTOKONOB MOCTPErnCTPaLMUOHHbIX
nccneaoBaHuit besonacHoCcTH;

BNnageTb NoJIHOM MH(I)OpMaLI,MEl\/‘I O NOCTPErncTpaumoHHbIX nccneaosaHmAxX no 6e30ﬂaCHOCTM,
nposeaeHMe KOTOpPbIX Ha3Ha4YeHO YMNOJIHOMOYEHHbIM OpraHOM TrocyaapcrB-4i1€eHOB, BK/AKO4YaA
PE3yNIbTaTbl TAKUX MCCHEAOBaHMﬁ;

AONOJIHATb N1aHbl yNnpaBaeHNA pUCKamMu;

obecneunBaTb BbINOAHEHWE GYHKUMI MO dapMaKoHaA30py M NpencTaBnATb BCE AOKYMEHTHI,
MMeloLMe OTHOLWeEHWe K dapmaKkoHag3opy, cornacHo TpeboBaHMAM 3aKOHOAATENbCTBA OCYAAPCTB-
Y/IEHOB, MEXAYHAPOAHbIX JOFOBOPOB M aKTOB, COCTaBAAOLWMX Npaso Coto3a;

obecneunBaTb HeobBXOAMMOE KAyecTBO, BK/OYAA TOYHOCTb W MOJIHOTY, JAaHHbIX NO
dbapmakoHaa3opy, NpeacTaBasembiX B YyNOJHOMOYEHHbIE OpraHbl roCyAapCTB-4/1IEHOB;

npeagcraBnATb NOJIHblIE U CBOEBPEMEHHbIE OTBETblI HA 3aMpocCbl YNOJIHOMOYEHHbLIX OpPraHoB
rocygapcCrtes-471€eHoB O npeacraBaeHnn LI,OI'IOHHMTE/'IbHOﬁ MHd)OpMaLI,MM, HEO6XO,£],MMOVI AanAa oueHKn
NONb3bl U PUCKA NNIEKAPCTBEHHbIX NPENapaTos,

npeacTaBaATb 06y MHGOPMALMIO, MMEIOLLYD OTHOLLEHWE K OLEHKE COOTHOLWEHMA "nosb3a -
puck", B yNO/IHOMOYEHHbIE OpraHbl roCy4apCcTB-4/1€HOB;

OKasblBaTb NOMOLLb B MOArOTOBKE PEryifATOPHbIX Mep B OTBET Ha 4pesBblyaliHble cUTyauuu
6e30MnacHOCTM (Hanpumep, U3MEHEHUA B PEeKOMeHAaUMAX N0 MeAULUUHCKOMY NPUMEHEHUIO, CPOYHble
orpaHMyeHus 1 goseaeHne MHGopmMaLnmn A0 NALUUEHTOB U MeAULMHCKUX PaBOTHUKOB);

OYHKLUMOHMPOBAaTb B KayecTBe e4MHOr0 KOHTAaKTHOro Auua no  ¢dapmakoHagsopy Aans
YNOAHOMOYEHHbIX OPraHOB rocyapCTB-Y/IEHOB, @ TaKXKe B KAaYeCTBE KOHTAKTHOro A1Ua ANSA MHCNEKLMIA
no ¢papmakoHaa3opy c obecneyeHnem 24-4acoBoro AocTyna.

2.16.4. YN® ocywecTBnfeT KOHTPO/b  OYHKUMOHMPOBAHMA BCEX aCMEeKTOB  CUCTEMbI
dbapmaKkoHaZ3opa, BK/IOYas ee CcUCTeMy KadvecTBa (Hampumep, CTaHAApPTHble OMepauMoHHbIe
npoLeaypbl, KOHTPaKTHble AOroBOPEHHOCTW, onepaumu no 6ase AaHHbIX, BbINOJHEHME TpeboBaHUi
CUCTeMbl KayecTBa, cobnwogeHne TpeboBaHMIM K NPeAcTaBAEHMIO [aHHbIX B 4acTM MOJIHOTbI M
CBOEBPEMEHHOCTH, NPeACTaBNEHNIO NEPUOLUYECKUX OOHOBIAEMbIX OTYETOB N0 6E30MacCHOCTH, OTYETOB
06 aygmMTax u K obyyeHuto nepcoHana no ¢apmakoHagzopy). Y/1O gonkHo pacnonaratb MHbopmaumein
0 Ba/MZALMOHHOM cTaTyce 6asbl AaHHbIX HeXenaTesbHbIX peaKkuMii Ha JIeKapCTBEHHble Mpenapartsl,
BK/1I0YAA BCE BbIABNEHHbIE B XOA4€e BaANAALMM HEA0UYETbl M NPeAnpUHATbIE KOPPEKTUPYIOLLME AEUCTBUA.
YNI® TaKkKe A0AXKHO pacnonaratb MHPopmaumelnn 060 BCeX CYLWECTBEHHbIX U3MEHEHUAX, BHECEHHbIX B
6a3y [AaHHbIX (Hanpumep, WM3MEHEHMA, KOTOpPble MOryT OKas3aTb BAMAHME Ha AeATeNbHOCTb Mo

dbapmakoHagzopy).

Y1d moKeT AenernposaTtb BbiNOSHEHWE CneuuduyYeckmx 3adaHuii nof cBoMm HabawogeHuem
IML,AM C COOTBETCTBYIOLWEN KBanndmKaumen n obydyeHnem, Hanpumep, OCyLLECTBAEHME AeATeIbHOCTU B
KauecTBe 3KCMepToB No 6e30MacHOCTM onpeaeneHHbIX eKapCTBEHHbIX NPenapaTtos, Npu YCAOBUK, YTO
YN1® 6yneT ocywecTBaaTb KOHTPOAb QYHKLMOHUMPOBAHUSA BCEN cCUCTEMbl U npodunen 6esonacHoCTU
BCEX JIEKAPCTBEHHbIX MpenapaTtoB. Takoe AeferMpoBaHWe BbIMOJAHAEMbIX QYHKUWMIA OOMKHO ObiTb
Hag/exalmm o6pa3om 4OKYMEHTUPOBAHO.



2.17. Cneumnduyeckmne npoLecchbl CUCTEMbI KaUecTBa y AeprKaTtenei
perncTpaumnoHHbIX yaoctosepeHuii B Cotose

2.17.1. [depxxatenb permcTpaumoHHbIX YAO0CTOBEpPEHWU pa3pabaTbiBaeT AOMOJIHUTE/IbHbIE
crneuuyanbHble NPOoLECcChl CUCTEMbI KayecTBa C Lenblo:

npeacTaB/ieHns AaHHbIX O HeXenaTe bHbIX peakumax B 6a3bl AaHHbIX rocyaapcTs-yneHos 1 Cotosa
B CPOKM, YCTaHOB/IEHHbIE 3aKOHOAATeNbCTBOM OCY/IapCTB-Y/1€HOB, MeXAYHapoAHbIMU AOroBOPaMn U
aKTamu, coctasaamowmmu npaso Colo3a;

COXpaHeHNA AOOKYMEHTOB, B KOTOPbIX ONMMCaHa CUCTEMaA d)apmaKOHa,u,sopa, A0 TeX nop, NnokKa
cyuiecTByetr cumcrema, onncCaHHaA B MaCTep-¢al7|ne CncrTembl d)apfv\aKOHa,qsopa, B TeyeHue He meHee 5
NEeT nocne npekpauleHnAa ee cyuleCrsoBaHuA,

COXpaHeHMA AaHHbIX No (apmMaKoHaA30py W AOKYMEHTOB, MMEIWMX OTHOLEHNEe K
3aperncTPUpPOBaHHbIM JIEKAPCTBEHHbIM MNpenapaTam B TeyeHMe He meHee 10 NeT nocne npekpaLleHns
[encTBMA yA0CTOBEPEHMI O TOCYyAapPCTBEHHOM perncrTpaumu;

06HOBNEHNs WMHPOPMALMM O NEKAPCTBEHHbIX Mpernapartax CoracHO MNOC/AeAHMM Hay4YHbIM
3HaHUAM, BKAOYas OUEHKY npoduns 6e30nMacHOCTU M COOTHOWeEHMe "nosb3a - pUCK”, a Takxke
pPEKOMEHOAUMAM, pa3MeLLeHHbIM Ha caiTax YMNoJIHOMOYEHHbIX OPraHOB TOCYAapCTB-4Y/IeHOB B
MHPOPMALMNOHHO-TENEKOMMYHUKALUMOHHOM  ceTu  "MHTepHeT". C  3TON  Uenblo  AepxkaTenb
PerucTpaLmoHHbIX  YAOCTOBEPEHUA MOCTOAHHO MpPOBepseT CcalTbl YNOJIHOMOYEHHbIX OpraHoB
rocyapcTB-Y4NeHOB Ha Hajn4yMe COOTBETCTBYIOLWIMX M3MEHEHWUI B oueHKe npoduns 6esonacHoCcTU U
COOTHOWeEHNA "nonb3a - pUCK", BKAOYAA W3MEHEHMA B PEeKoMeHAauMAx Mo MeAULUHCKOMY
NPUMEHEHUIO U UHbIE MepPbl PEryaaTOPHOro XapakKkTepa.

2.17.2. B TeyeHMe nepuoda XpaHeHMs [OOKYMEHTauuMuM [epKaTenu permcrpalmoHHbIX
yA0CTOBEepeHUit obecneunsatoT BOCCTaHaB/IMBAEMOCTb AOKYMEHTOB.

2.17.3. [JOKyMeHTbl MOXHO XPaHWUTb B 3/IEKTPOHHOM ¢opmaTe NpU YCAOBUM Hag/exalen
Ba/IMAALMM 3N1EKTPOHHOM CUCTEMbI U CYLLECTBOBAHMA AOTOBOPEHHOCTENM NO 3alMTe CUCTEMbI, LOCTYNY U
pe3epBHOMY KOMWPOBAHMIO AaHHbIX. B cnyyae nepeBosa AOKYMeHTOB M3 HymaxkHoro ¢opmata B
SNEKTPOHHbIA npouecc nepeBoja [AO/KEH TrapaHTMPOBaTb COXpaHeHue Bcen uHPopmaumm B
OpPUTNMHA/IbHOM ¢opN\aTe n obecneyeHue COXpPaHeHMA YUTAEMOCTU Ha NPOTAXKEHUU BCEro BpemeHU
XpaHeHuA cpeacrtsamu, UCNOJb3yeMbiMU ONA XPaHEHUA.

2.17.4. B cnyyae nornoweHua ApPYyron opraHusaumeint 6usHeca AepiKaTens PerucrTpaLyMoHHbIX
YAOCTOBEPEHUI BCE AOKYMEHTbI AOKHbI ObITb NEpeAaHbl U COXpaHeHbI B NOJIHOM obbeme.

2.18. TpeboBaHUsA K cMCTEME KayecTBa Npu AeNernpoBaHmum
AepKaTenem perucTpaumMoHHbIX YA0CTOBEPEHMUI BbINOHAEMBbIX
dYHKUMIM no dapmakoHaa3opy

2.18.1. leprKaTenb perncTpaLMoOHHONO yA0CTOBEPEHMA MOKET Ae/1erMpoBaTh BCE UM YaCTb CBOMUX
3aZa4y no dapmaKkoHaa3opy, BKAoYas GpyHKUMM V1O, apyroit opraHmnsaumMm uam avuy (ecim K Takomy
JIMLY MOTYT BbITb NMPUMEHEHbI Takue Ke TpeboBaHUA, KaK K opraHusauum). Npu aTom OTBETCTBEHHOCTb
3a BbINOJIHEHME 3aZay M 0bsA3aHHOCTel No dapmaKkoHag3opy, obecneyeHne KayecTBa M LLeJIOCTHOCTb
cuctembl GapMaKoHaA30pa HECET AepKaTe b PerncTpaLMoHHOIO y40CTOBEPEHNS.

2.18.2. B cnyyae penermpoBaHuA onpegesneHHbiX 3agady no ¢apmakoHaasopy AeprKaTtenem
PErncTPaLMOHHOIO  YAOCTOBEPEHMA  APYFrOM  OpraHuM3auuuM  gep)kaTeNb  PerucTpaLmMoHHOro
YO0CTOBEPEHNA HECET OTBETCTBEHHOCTb 33 NpUMeHeHWe 3GEKTUBHON CUCTEMBI KQyecTBa MCMOJIHEHUA
OaHHbIX 33ga4. TpeboBaHMa K cucteme dapmaKoHag3opa, onpesensemble HagnerKalen npakTUKon
dapmaKoHaA30pa, TakKe NPUMEHALOTCA K APpYroi opraHnsaLmm, KOTOpPOoK AenernpoBaHbl 3a4a4u.



2.18.3. Mpun penernpoBaHMM 3afa4y APYroM OpraHWsauMm AeprkaTenb PerncrTpaumoHHoro
yaoctoBepeHua obecneunBaeT nogpobHoe, YeTKoe M MNOCTOSIHHO OOHOBASEeMOe AOKYyMeHTa/bHoe
odopmMNEHNE KOHTPAKTHbLIX AOrOBOPEHHOCTEN MENKAY AEPrKaTeNeM PerncTpaunmoHHOro ya0CToBEPEHNS
W Apyroln opraHMsaumen C oOnuMcaHMem [JOroBOPEHHOCTEM MO AeferMpoBaHHbIM 3agavyam U
OTBETCTBEHHOCTU KaKAol M3 CTOpoH. OnncaHne AenerMpoBaHHON AeATeNbHOCTU U (M) YCAYT AO0/IKHO
ObITb BK/IIOMEHO B MacTep-dann cuctembl papmakoHaasopa. Jpyraa opraHM3aLUmMsa MOXKET NoasepraTbes
NpoBepKamM Mo YCMOTPEHUIO YNONHOMOYEHHOIO OpPraHa B COOTBETCTBYHOLLLEM FOCYAapPCTBE-YNEHE.

2.18.4. B uenax KOHTPOJA BbINOJIHEHUA KOHTPAKTHbIX AOroBOPeHHOCTEN Mo ¢apmaKoHaasopy
pekomeHAayeTcA BbINOJIHEHME AeprKaTenem pPerncTpaumMoHHOro yAO0CTOBEPEHUA perynapHbIX ayauMToB
OpraHusaLmin, KoTopbiM BblIN AenerMpoBaHbl GyHKUUK No dapMaKkoHaa30py.

2.19. O6bwume o0b6s3aHHOCTM NO PpapMaKoHaA30pYy B paMKax
MeXAYyHapoAHbIX 4OrOBOPOB U aKTOB, COCTaBAAtOWMX NpaBo Coto3a

2.19.1. YnonHoMo4YeHHble opraHbl rocyaapcTB-4/eHOB HecyT OTBETCTBEHHOCTb 3a BbIMOJIHEHUE
3afa4 no ¢apmaKoHaA30py, BO3/laraembiX Ha HUX 3aKOHOAATENbCTBOM rOCy[apcTBa-yieHa,
MeXAyHapoAHbIMU A0roBOpamMM M akTamMu, cocTasaslowmmm npaso Coto3a. C 3TOM LeNblo Kaxkabli
YNO/IHOMOYEHHbIA  OpraH  rocygapcrBa-ysieHa  obecneymBaeT  GYHKUMOHMPOBAHME  CUCTEMDI
dapmaKkoHag3opa, Co34aeT UM NPUMEHSEeT Hagjiexalyto 30PeKTMBHYIO CcUcTemMy  KadvecTsa
OCYLLECTBNAEMOI AeATeNbHOCTM No papMaKoHaA30py.

2.19.2. TocypapcTBa-yY/ieHbl COTPYAHMYAIOT C LLEeNbl MOCTOAHHOIO COBEPLUEHCTBOBAHUA CUCTEM
dapmaKoHaa30pa NO JOCTUMKEHMUIO BbICOKMX CTAHAAPTOB 3aLLMUTbl 340P0BbA 0OLW,ECTBEHHOCTH, BKAKOYaS
Ncnosb3oBaHMe OOBEAMHEHHbIX PECYpPCOB B LEeAAX ONTMMM3auMM WCNO/Ib30BAHUA MMetoLwencs
pecypcHoi 6a3bl B pamkax Cotosa.

2.19.3. TocymapcTBa-ufieHbl ONPeAEeNnAloT  KOHTAKTHble TOYKM C  UEeAbl  YNpoLweHus
B3aMMOZEMNCTBMA YMNOJHOMOYEHHbIX OPraHOB rOCYAAPCTB-Y/IEHOB, AeprKaTenel pPerucTpaLmoHHbIX
YAOCTOBEPEHUI U 1L, NPeaCTaBAAIWMX MHbOPMaLMIO MO papmaKkoHaA30pYy.

2.20. ®YHKLMM YNONHOMOYEHHbIX OPraHOB rocy4apCTB-4/1eHOB

2.20.1. Kaxkgoe rocyaapcTBO-YneH AONKHO HAa3HAYUTb YNOSIHOMOYEHHbIA OpraH, OTBETCTBEHHbIM
3a ocywecteneHve papmakoHaasopa.

2.20.2. KaxKabiii yno/IHOMOYEHHbIM OpraH rocyAapcTBa-y/ieHa AOo/KeH BHeapuTb U obecneynTb
adpdekTMBHOE DYHKLMOHNPOBAHME CUCTEMbI PapMaKOHAA30pa NPU BbINOJHEHUN CBOMX 33434 M y4acTum
B 4eATe/IbHOCTU Mo dpapMaKoHaa30py B pamkax Coto3a. B JaHHOM KOHTEKCTe YyNo/IHOMOYEHHbI opraH
rocyapcrBa-ysieHa OTBeYyaeT 3a KOHTPO/b 6e30MacHOCTM KarKAoro J/IeKapCTBEHHOro npenaparta,
3aperucTpupoBaHHOro Ha TePPUTOPMAX rOCY4apcTBa-Y/leHa.

2.20.3. 3agauM M 06A3aHHOCTM  YMOJIHOMOYEHHbIX OPraHOB TrOCY[AapPCTB-YNEHOB MO
$bapmaKoHa30py BK/OYAOT B CeBA COTPYAHMYECTBO NP OOHAPYKEHUN CUTHANOB U NMPUMEHEHUE Mep
MWHUMMU3AUMM PUCKA NPU NPUHATUN COOTBETCTBYHOLMX PELLEHWA.

2.20.4. YNonHoMOYeHHble OpraHbl roCyAapCcTB-4/IeHOB OTBEYaloT 3a MPOBEPKY OCYLEeCTBAEHUA
AepyKaTeNiMn PervcTpaLMoHHbIX YAOCTOBEPEeHU $apMaKoHaA30pa JIeKapCTBEHHbIX MpernapaTtoB Ha
CBOEM TeppuTOopWM, BKJOYAA BbINOJHEHME WHCNEKUMIA cucTem dapMaKoHag3opa geprkaTenei
PEerucTPauMoHHbIX  YAOCTOBEPEHUN.  YMOSIHOMOYEHHbIM  OpraH  KaXkAoro rocyAapcrBa-ysieHa
obecneumBaeT npeacTaB/ieHWe BCEX [MaHHbIX MO KaxAoW M3 npoueayp Mo ¢apmakoHaa3opy B
YMNO/HOMOYEHHbIE OpraHbl APYrMX TrOCYZapCTB-Y4/1€EHOB B COOTBETCTBMM C 33aKOHOZATENbCTBOM
rocyfapcrBa-yneHa, MexXayHapo4HbIMU LOrOBOPAaMM M aKTaMM, coCTasasAoWwmMmmM npaso Cotosa.

2.21. NnhaHnpoBaHUe roTOBHOCTU K papmaKoHaa3opy



NP1 BO3SHNMKHOBEHWUN 3KCTPEHHbIX cmyau,mﬁ
B O6UJ,ECTB€‘HHOM 34paBOOXpPaHEHUN

2.21.1. Cwuctembl dapmaKoHag3opa AepKaTeneil  PerncTPaumMoHHbIX YAOCTOBEPEHUA MU
YNOJHOMOYEHHbIX OPraHOB rOCyAapCTB-Y1EHOB AOKHbI ObITb aAaNTUPOBAHbI K SKCTPEHHBIM CUTYaLMAM
B 0OLIEeCTBEHHOM 34paBooxpaHeHuu. Mo mepe HeobxoAMMOCTM AO0NXKHbI ObiTb Pa3paboTaHbl NaaHbI
FOTOBHOCTM.

JKCTpeHHasa cuTyauus B OOWECTBEHHOM 34paBOOXPaHEHUW npeacTaBaseT coboi yrposy
obuecTBEHHOMY 340pP0OBbI0, NPU3HAHHYIO BcemupHON opraHusaumen 3gpaBooxpaHeHus (BO3) anbo
YNONHOMOYEHHbIMW OPraHaMM rocyAapCTB-Y1eHOB.

TpeboBaHuA dapmaKoHaZ30pa K 3KCTPEHHbIM CUTyauMam B OBLWECTBEHHOM 34paBOOXPaHEHUU
OLUEHMBAOTCA YNONHOMOYEHHbIMW OpraHamMuM rocyAapCTB-Y/ieHOB Ha WHAMBUAYaNbHOW ocHose. O
TpeboBaHMAX ¢apMaKoHag3opa coobliaeTca gepKaTeNam  PerucTpauuoHHbIX  YAOCTOBEPEHUI U
06LEeCcTBEHHOCTU. YNONHOMOYEHHbIE OpraHbl rOCYyAapCTB-4/eHOB Ny6/AMKYIOT yBeaomaeHua 06
3KCTPEHHbIX CUTYaUMAX Ha CBOUX OPULIMANbHBIX CalTax.

3. Mactep-dainn cuctemnl papmakoHaa3opa
3.1. CTpyKTypbl 1 Npoueccol

3.1.1. Mactep-pann cuctembl apmakoHaa3opa npegHasHayeH AAA OMNUCAHUA CUCTEMDI
dapmaKoHaa3opa W OOKYMEHTMPOBAHHOIO MOATBEPKAEHMA ee COOTBETCTBMA TpeboBaHMAM
3aKOHOAATENbCTBA FOCYAAPCTB-Y/IEHOB, MEXAYHAPOAHbIX LOTOBOPOB M aKTOB, COCTaBAAKOLWMX MPaBO
Coto3a. MacTep-dain nossonsieT HagaexKawmm obpasom OCyLLECTBUTb MIAHUPOBAHME U NpPOBeAeHUE
ayauMToB cUCTeMbl dapmMaKoHaf30pa Aep:KaTesieM PerncTpaumMoHHOro YAOCTOBEPEHUS, a TaK¥XKe
WMHCNEKTUPOBAHUI YNOJIHOMOYEHHbBIMU OpraHamu rocyaapcTe-yneHoB. MacTtep-dann BKAOYaeT B cebn
0630p cuctembl dpapmakoHaa30pa AeprKaTena pPerncTpaumoHHOro YAOCTOBEPEHMA, YTO MO3BOASET
caenatb ee 06LLYI0 OUEHKY YNOJHOMOYEHHbIMM OpraHamm rocyapcTB-4/IeHOB Ha PErucTpauMoOHHOM U
NoCTperncTpaLMoHHOM 3Tanax.

3.1.2. CocTaBneHuve macTep-¢aiia M akTyanusauma WHPOPMALUKM, COLEPKALLEMCA B HEM,
MO3BO/IAIOT  AEeprKaTeNto  PerucTpauuMoHHOrO  YAOCTOBEPEHUA W YNONHOMOYEHHOMY /MUy No
dapmaKoHaazopy:

ybeautbca B TOM, 4TO cucTema ¢apmaKkoHag3opa BHeLpeHa CcorfacHo TpeboBaHMAM
3aKOHO4ATE/IbCTBA FOCYAAPCTB-Y/IEHOB, MEXAYHAPOAHbIX AOTOBOPOB WM aKTOB, COCTaBAAMOLWMX MPaBo
Coto3a;

NoATBEPANTL COOTBETCTBME CUCTEMbI AENCTBYIOWMM TPE6OBaHMAM;
noayYnTb MHGOPMaLMIO O HEAOCTaTKax CUCTEMbI UAN BbIABUTb HecobatoaeHUe TpeboBaHUiA;

noayuymtb WMHGOPMaUMIO O pPUCKaX WAN  HedPPEKTUBHOCTU BbIMOAHEHUA OMNpeae/ieHHbIX
Hanpas/ieHUI AeATeNbHOCTM No papMaKoHaA30py.

3.1.3. Ucnonb3oBaHWe MacTep-¢arina cnocobCTBYeT ONTMMM3aALMKM MpPOLLecca HaA/lerKallero
YMpaB/ieHNs CUCTEMON, a TaKXKe COBEPLUEHCTBOBAHWUA cucTeMbl dapmakoHazsopa. TpeboBaHMA K
NPeacTaBNEeHUIO KPATKOrO OMMCaHWA cucTembl GapMaKoHaZ3opa [JeprKaTens pPerncTpaumoHHOro
yaocToBepeHus B popme mactep-daiia, a TakKe XPOHOJIOMMA BHECEHUA COOTBETCTBYIOLMM OPraHOM
n3meHeHunin o6aeryaroT naaHMpoBaHMe U 3dPEKTUBHOE MpoBeAeHUE YNONHOMOYEHHbIMU OpraHamu
rocyAapcTB-47eHOB MHCNEKLMIA Ha OCHOBaHUM METOAa OLLEHKMN PUCKOB.

3.2. Peructpaums n nogaepxaHune macrep-daiina



3.2.1. MecToHaxoXaeHue.

Mactep-dpaiin cuctembl papmakoHagsopa AOJKEH HaAxXoAMTbCA HA TEepPpPUTOPUSAX roCcyaapcTB-
yneHos, M60 B MecTe BbIMNOMIHEHMA OCHOBHOM AeATesbHOCTM No dapmakoHaa3opy, Mbo B mecTe, B
KOTOPOM KBaNMPUUMPOBAHHOE NNLO OTBEYAET 3a ocyllecTBiaeHne dapmMakoHaz30pa, HE3aBUCUMO OT
dopmata (BymarkHbI UAU SNEKTPOHHbIN). YNONHOMOYEHHbI OpraH rocyaapcTBa-ysieHa A0/XKeH bbiTb
NPOoMHGOPMUPOBAH O MEeCTe pacno/ioXeHua mactep-daina, a TaKKe [O/KEH He3ameanuTesibHO
MHOOPMMPOBATLCA O NIOObIX U3MEHEHUSX MecTa ero pacnonoxeHus. Tpebyemasa uHpopmauma no
pacnonoxeHuto mactep-daina BKAOYAET B cebs yKaszaHMe Ha MeCTOHaxoxaeHue (agpec) aeprKartens
PEernmcTpauMoHHOro YAOCTOBEPEHUA WU TPETbel CTOPOHbI MO COrfaleHuto. ITOT agpec MOXKeT
OT/INYATLCA OT agpeca 3anBUTENA WU OepraTens PerucTpalMoHHOro yAOCTOBEPEHUs, Hanpumep, B
C/lydae yKasaHus agpeca gpyroro obuca aeprkatens pernctpaumoHHOro ya0CTOBEPEHUA UKW B Caydae
BbINO/NHEHNS OCHOBHOW [AEeATeNbHOCTU TPEeTbel CTOPOHOW Mo corsiaweHuto. lMpu onpegeneHun
OCHOBHOIO MecCTa OCYLLECTB/IEHUA AeATeNbHOCTU No GapMaKoHaA30py Aep:KaTesb PerncTpaumoHHoro
YOOCTOBEPEHUA AO0/MKEH YYUTHIBATb Hauydllee MECTOHaxoXaeHue ans cuctembl dapmakoHaz3opa B
uenom. [leprkatenb perucTpaumoHHbIX YA0CTOBEPEHUIA AONKEH UMETb COOTBETCTBYIOWEe 060CHOBaHME
ONS NPUHATUA PEeLLeHNs O PacnosioXKeHuM mactep-daina. B cuTyaumm, Korga OCHOBHas AeATeNbHOCTb
ocyuiectBaseTca 3a npegenammu Coro3a UM HEBO3MOXKHO ONpPeseIMTb OCHOBHOE MECTOHAXOXKAEHNE, NO
YMOJ/IYaHUIO MECTOHaxXOXAeHMEM MacTep-paiia ABAAETCA MECTO OCYLLECTBAEHUA AeATeNbHOCTU
YNOJHOMOYEHHOTIO NLA No GpapmaKkoHaA30py.

3.2.2. MNepepaya ob6s3aHHOCTENM NO MacTep-Ppanay cuctembl papmakoHaasopa.

3.2.2.1. Mepepgadyy wan penernpoBaHne ob6A3aHHOCTENM U AeATeNbHOCTM Mo  mactep-danny
cuctembl papmaKkoHaasopa HeobxoaMmo OPOoPMAATL AOKYMEHTaNbHO M KOHTPO/IMPOBaTb C LE/blo
NoATBEPXKAEHNA BbINOJHEHUA [epiKaTeseM PerMcTpaumoHHbIX yA0CTOBEpeHUiA CBOUX 0bsA3aHHOCTEN.
YnonHomoyeHHoOe MU0 MO ¢$apmMakoHaA3opy AO0MKHO b6biTb NPOUHPOPMUPOBAHO 06 MU3MEHEHMUSX,
BHOCUMbIX B MacTep-palin cuctembl dapmakoHagszopa B LENAX BbIMNOAHEHMA UM MOJHOMOYMUI NO
BHECEHMIO U3MEHEHWI C Le/ibio COBEpPLLIEHCTBOBAHUA CUCTEMbI. TUMbl USMEHEHUI, O KOTOPbIX creayeT
He3ameannTebHO MHGOPMMPOBATL YNOAHOMOYEHHOE NMLO MO dapMakoHaa30py:

M3MEHEeHUA, BHOCMMble B MacTep-pain cuctembl GapmMaKkoHag3opa, WAM M3MEHEHUEe ero
MECTOHAXOXAEHUA, CBEAEHUS O KOTOPbIX AOOMKHbI COO6LWATbCA B YNONHOMOYEHHblEe OpraHbl
rocyAapcTB-4/1eHOB;

[obaBfeHNe KOPPEKTUPYIOLWMX U (Man) npeaynpeauTesibHbIX MepOonpuAaTUA B macTep-dain
cuctembl dapmakoHagsopa (Hanpumep, Mo pesysibTaTam MPOBEAEHWUA ayauMTOB WM MHCNEKUWA) M
ynpasieHWe OTK/JIOHEHUAMM OT MPOLLECCOB, YKa3aHHbIX B CUCTEME YNpaB/ieHWUs KayecTBOM CUCTEMbI
bapmakoHagzopa;

M3MEHEHWA, BHOCMMble B cogepiKallyloca B  macTep-daine wuHOOpmauuio, KoTopble
YA0BNETBOPAIOT KPUTEPUAM HAA/EXKALLErO KOHTPOAA cMCTEMbI PpapmaKkoHaAa30pa (B pamMKax MOLLHOCTM
cuctembl, GYHKUMOHUPOBAHMA U cobaloaeHns TpebosaHuit);

n3meHeHunA yCTaHOBﬂeHHOVI AOroBopeHHOCTM O npeacrtaBaeHunn MaCTep—d)al‘/'ma CNCTembl
¢apmaKOHap,3opa B YNO/IHOMOYEHHbIE OpPraHbl rOCyaAapCcTB-4/1€HOB.

3.2.2.2. YNoAHOMOYEHHOE Lo No hapMaKkoHaA30py AOKHO B MMCbMEHHOM BUAE NoATBEPAUTb
€ro yBeJoM/IeHME B OTHOLIEHUM C/leAyOLNX USMEHEHUIA:

BK/IIOYEHME JIEKApPCTBEHHbIX MpPenapaToB B cucTemy ¢apMaKkoHag30pa, 3a KOTOpylo OTBevaeT
yNOAHOMOYEHHOE Lo No GapmaKoHaA30py;

nepedada obAsaHHOCTE NO cucTeme ¢dapmMaKkoHag3opa YNOJHOMOYEHHOMY Auuy Mo
dbapmakoHagzopy.



3.3. OnucaHue cuctem papmaKkoHaazopa

B mactep-daiine cuctembl bapmakoHaa3opa A0/KHA ObITb onncaHa cuctema dapmakoHaasopa 1
Unn bonee NeKapCTBEHHbIX MpenapaToB AeprKaTens PerncTpPaunoHHbIX yaoctoBepeHuin. K pasHbim
KaTeropnam neKapCTBEHHbIX MpenapatoB AepXaTe/lb pPernctpaunmoHHbIX YAOCTOBGDEHVIVI MOXKeT
NPUMEHATb pasHble cuctembl dapmakoHafasopa. Kakgaa Takas cucTema A0/KHa 6biTb onuMcaHa B
oTaenbHoM Mmactep-daine cuctembl dapmakoHaazopa. 3T mactep-daiiibl  AONIKHLI B LE/oM
OoXxBaTbiBaTb BCE JIEKAPCTBEHHble MpenapaTbl JepXatena PerncTpaLumoHHbIX YA0CTOBEPEeHUN, Ha
KOTOpble BblAAHO YA0CTOBEPEHME O rOCYAAPCTBEHHOM perucTpauunn.

B cnyyae ecnn y aepskatens pPerucTpaumoHHbIX yAOCTOBepeHUn QyHKUMOHUpYyeT 6osee yem 1
cuctema dapmaKkoHag3opa, Hanpumep, cneunduryeckme cuctembl papmakoHaa30pa 418 onpeaesieHHbIX
BMAOB JIEKAPCTBEHHbIX MPEnapaToB (BaKUMHbI, CaHUTAPHO-TUIMEHMYecKaa NpPoAyKuMs M T.4.) uau
cuctema  $apmaKoHaz30pa OXBaTblBAaeT JieKapcTBeHHble npenapaTbl 6onee 1  aeprkatena
PEerncTpaumMoHHbIX YAOCTOBEPEHMI, nNpeacTasnaseTca 1 mactep-dpain cuctembl dapmakoHaa3opa,
ONMCbIBAIOLLMI KaxKayto CUCTEMY.

[epxatenem pernctpaumMoHHOrO yAOCTOBEPEHUA A0/MKHO 6biTb Ha3HauyeHo YMNo/IHOMOYEHHoe
Muo no dapmakoHag3opy, OTBETCTBEHHOE 3a CO3J4aHuMe W BedeHMe cucTembl $apmakoHag3opa,
onuncaHHoOM B macTep-danne cuctemol GapmakoHaasopa.

Ecnm 1 cuctema dapmakoHaa30pa UCMO/b3YETCA HECKOIbKUMU AepKaTeNssMU PerncTpaLmoHHbIX
YOOCTOBEPEHUM, KarKAbl AeprKaTenb PEermcTpaumMoHHbIX YA0CTOBEPEHUI HeceT OTBETCTBEHHOCTb 3a
Hannume macTtep-¢aiina cuctembl GpapmakoHaZ30pa, B KOTOPOM OMNMCaHa cucTema dapmakoHag3opa
BbIMyCKaeMON MM NpoayKuuW. [leprKaTenb PerncTpaumMoHHOIO yAOCTOBEPEHUA MOXKET AenernposaTtb
yepes NUCbMEHHOEe CornaleHue (Hanpumep, NapTHepy MO JIMLUEH3MM WUAM cybnoapaaumnKy) 4acTb
AeATeNbHOCTU UK BClO AeATeNbHOCTb No papMaKoHaA30py, 3a HaA/eKallee BbINo/NHEeHWE KOTOpOM
HeceT OTBETCTBEHHOCTb AeprKaTesb PerucTpaLMoHHOro yAoCToBepeHUs. B aTom cinyyae mactep-¢daiin
cuctembl  GapmaKoHaZ3opa  AeprkaTens  PermcTpauMoHHOTO  YAOCTOBEPEHWMA  MOMKET  WUMETb
NepeKkpecTHYIO CCbINKY Ha macTep-¢alin MAM Ha 4yacTb macTep-daina cuctembl ¢papmakoHaa30pa,
yMNpaB/AfAeMOro CUCTEMOW CTOPOHbI, KOTOpoi 6blia AenermpoBaHa AeATeNbHOCTb Ha OCHOBAHUM
CornaleHna o pJocTyne K A[aHHOM WHPOpMauMm CcO CTOPOHbI AeprKaTena pPerncTpaumoHHOro
YAOCTOBEPEHUS W YMNOJIHOMOYEHHbIX OPraHOB TrOCYZapCTB-4/eHOB. [lep:KaTeNb PerncTpaumoHHOro
YAOCTOBEPEHUSI [AO/MKEH 0bOecneynMTb COOTBETCTBME COAEPNKAHWA CCbIIOYHbIX GalNoB cucteme
dapmaKoHaa30pa, NPUMEHMMOM K IeKapCTBEHHOMY Npenapary.

B COOTBETCTBYHOWMX CAYYanx B NPUIOMKEHMM YKasblBaeTca nepedyeHb macTep-painos cucTembl
bapmaKkoHag3opa, MNOAAEPIKMBAEMbIX OAHUM AeprKaTeNem PerucTpaumoHHbIX YAOCTOBEpeHuid. B
npuaaraemyto MHGOPMaLMIO BKAKOYAKOTCA AaHHbIE O MECTOHAXOXAeHUN macTep-daiinos, nHbopmaums
06 Y/1® 1 cOOTBETCTBYHOLLMX NEKAPCTBEHHbIX Npenaparax.

B KpaTKoli MHbOpMaLMKM, NPeacTaBAfsEeMO B YNOJAHOMOYEHHbIE OpraHbl rocy4apCcTB-4NeHoB, He
MOXET 6bITb YKa3aHO HECKO/IbKO MECT Hax0XKAeHNA og4HOro mactep-daina cuctembl bapmakoHagsopa.

Mpu generMpoBaHUM AeATENbLHOCTU MO cucTeme dapmMakoHag3opa 1 ee mactep-dainy aeprraTesb
PEerucTpauMoHHOTO  YAOCTOBEPEHMS  HeCeT OTBETCTBEHHOCTb 3a cucTemy  ¢dapMaKoHazsopa,
npeacrasneHve MHGOPMALMM O PACMONIOKEHUN macTep-paiina cuctembl papmMaKkoHaA30pa, BeAeHUU
macTtep-darina cuctembl ¢GapMaKkoHag3opa W ero nNpeacTaBleHUM B YNOJHOMOYEHHbIE OpraHbl
rocyfapcTB-47eHOB NO 3anpocy. B Hanvumu AoNKHbI 6biTb NMUCbMEHHbIE COTIAlIEHWUA C ONMUCAHUEM
JYHKUMA M obasaHHocTeM no macTep-dainy cuctembl dapmMaKkoHag30pa, €ro NpPeacTaBAEHUIo U
NoAAEPYKAHMIO, @ TaK¥Ke OcyLLecTBeHNIo dapMaKoHag3opa.

an ncnonb3oBaHNN CUCTEMDI d)apmaKOHap,aopa HECKOJZIbKUMU OeprKaTenamm perncTtpaumoHHbIX
yAOCTOBepEHMﬁ pekomeHAyeTCcA, yTOObI napTHEpPbI cornacosanu coBmecCTHOe BeaeHune



COOTBETCTBYIOLIUX Pa3AesioB B paMKax cBOMX macTep-¢annos B cucteme. O 40CTynHOCTM macTep-daiina
cuctembl hapmakoHaa30pa A1a AepraTenen perucTpalMoHHbIX YA0CTOBEPEHUI U ero npeacTaBaeHnm
B YNOJIHOMOY€EHHbIE OpraHbl roCyAapCTB-Y/1EHOB AOJ/I}KHO ObiTb YKa3aHO B MUCbMEHHbIX COr/lalleHUsX.
Ba)kHO, u4TOObl Aep)KaTeNb PEerncTpaumMoHHbIX YAOCTOBEepeHuin ybeaunca B TOM, 4YTO cuUcTema
dapmaKkoHag30pa, pacnpocTpaHAemas Ha X NPOAYKLNIO, COOTBETCTBYET Heobxoammbim TpeboBaHMAM.

3.4. O6s3atenbHan nHdopmauusa B mactep-daiinie
cuctembl dapmakoHaa3opa

Mactep-dpann cuctembl dapmakoHaz30pa AO/IKEH BKAOYATb B cebs AOKYMEHTbl C ONUCaHUEM
cuctembl papmakoHaasopa. CoaepykaHme mactep-dpalina cuctembl papmakoHag3opa AOKHO OTpaXkaTb
AOCTYNHOCTb MHPOpMauMM no 6e30NacHOCTM IeKapCTBEHHbIX NpPenapaTtoB, 3apPerucTPMpPOBaHHbIX B
rocyaapcreax-uyneHax. MacTtep-daiin AoMKeH MMeTb ornaBneHue ¢ Lenbio obecnevyeHns BO3MOXKHOCTH
OPUEHTUPOBAHMA B AOKYMEHTE.

3.4.1. Pazgen mactep-daiina 06 YNOP.
NHdbopmauus 06 Y/1d B macTep-daline AoNKHa BKAOYATL B cebsn:

onucaHue 06sA3aHHOCTEN, rapaHTUPYIOLWNX HaauMune y Y/IO cooTBETCTBYIOLWIMX MOJHOMOUYMUI NO
cucteme papmaKkoHagsopa C Lesbio obecneyeHus, COAENCTBMA M MOBbIWEHNA YPOBHA COOTBETCTBUSA
TpeboBaHUAM;

KpaTKOe pe3tome ¢ 0CHOBHOM MHdopmaumein o ponu Y1P;

KOHTaKTHyl0 MHdopmaumio ob Y/1®, KoTopasa A0/MKHA BKAOYATb B cebs hbamuamio, NoYToBbIN
agpec, Homepa TenedoHa, pakca, 3NEKTPOHHYIO NOUTY U pabounii agpec;

MHPOPMALMIO O MPUMEHEHMM pPe3epPBHbIX COrMaleHnit B cayyae oTcytcTBua Y19, B caydae
AenervupoBaHua onpeaeneHHbix 3agad Y/1® MHOMY MCMOAHWTENIO MepedyeHb AeNerMpoBaHHbIX 3a4auy
[O/KeH BbITb BKAOYEH B NPUNOMKEHMA C YKasaHMEM ONUcaHWs AeNerMpoBaHHON AeATeNbHOCTU U Au,
KOTOpPbIM OHa Bbl1a AenernpoBaHa;

onucaHve KeanudbuKkauum U onbita Y1, umelowmMx OTHOWEHME K [eATeNbHOCTU Mo
dapmaKoHaazopy.

3.4.2. Pasgen mactep-¢aiina o6 OpraHM3aUMOHHOWN CTPYKTYpe Aep:KaTens PerucrTpalyMoHHOro
YAOCTOBEPEHUS.

3.4.2.1. Heobxoanmo npeactaBUTb ONMWCaHWE OPraHM3aLMOHHOWM CTPYKTYpbl COOTBETCTBYHOLLEN
cucTembl hapMaKkoHag3opa AeprKaTens perucTpaumMoHHOro yaoctosepeHms. OnncaHme A0MKHO 4aBaThb
yeTKoe NpeLcTaBNeHMe O 3a4elCTBOBaHHbIX OpraHM3aLmMaX, OCHOBHbIX CTPYKTYPHbIX MOApasaeneHusX,
3aHMMaloWmMxcA GapMaKkoHaA30pOM, M B3aMMOOTHOLLEHMAX MENKAY OPraHM3aumsaMmu U CTPYKTYPHbIMK
noApasfeneHnaAMU, MMEIOWMMIN OTHOWEHWE K BbIMOJHEHWUIO AeATeNbHOCTU no dapmakoHazzopy. B
macTep-daiine cucteMbl GapMaKkoHaL30pa AO/KHA BbITb NpeacTaBneHa ceayrowan MHopmaLums:

OpraHM3aUMOHHAA CTPYKTYpa AeprKaTena perncTpaumMoHHOro yAoCcToBepeHmnsa, BKAOYaAA yKaszaHue
nonoxexHuna YJ/1® B opraHmnsaumm;

afpec MecTa HaxoMAeHMA, N0 KOTOPOMY OCYLIECTBAAETCA AeATeNbHOCTb Mo dapmakoHaa3opy,
BKNtOYasA c60p M OLEHKY MHAMBUAYANbHbIX COOBLLEHNIA O HeXenaTenbHbIX peakuusax, BBoA, CoobLLeHW
B 6asy pgaHHbIXx no 6e30nacHOCTM, MOAFOTOBKY MepuMoaMyecKkoro ob6HoBASEeMOro oTyeTa no
6e30nacHOCTH, BbIABAEHWE U aHaNWU3 CUTHa/OB, BefeHue NAaHOB yNpaBAeHUA PUCKamMu, ynpasiaeHue
nposeAeHMeM MNpPeaperucTpaumMoHHbIX M MOCTPErnCTPALMOHHbLIX UCCNedoBaHUA UM ynpasaeHue
N3MeHEeHUAMU, BHOCUMbIMU B UHDOPMaLUuio No 6e30nacHOCTM IeKapCcTBEHHOro npenapara.



3.4.2.2. Pasgen macTtep-dana o p[eATesbHOCTM NO dapmakoHag3opy, nepenaBaemoit Ha
AYTCOPCUHT.

3.4.2.2.1. MacTep-dpann cuctembl papmakoHaA30pa AOMKEH COAEPKATb ONUCaHNE AEATENbHOCTU
1 (nn) ycayr no BbinosiHeHUIo 06a3aTenbCTB No GapmakoHaA30py, NepeaHHbIX Ha ayTCOPCUHT.

3.4.2.2.2. IHdopmauma B pasaesie AOMKHA coAepKaTb NOATBEPKAEHNE B3aMMOCBA3N C APYIMMMU
OPraHU3aLUMOHHbIMKU  CTPYKTypamu  (Hanpumep, cornawieHne O  COBMECTHOM  MapKeTUHre
NIeKapCTBEHHOrO nNpenapaTta, COrNalWeHWe O BbINOJIHEHUM AOeATENbHOCTM MO papMaKoHaA30py
noapAaaYMKamm, a TakKe MHble KOMMepUecKkue cornaweHuns). HeobxoanMmo yKasaTb MECTOHaXoXAeHue
N onMcaTb CUCTEMY MMEOLLMXCA COrNalleHn o AeaTeNbHOCTM No papmaKoHag30py, NnepenaBaemoit Ha
ayTcopcuHr. OnMcaHMe cUcTeMbl COrNalLEeHU I MOXKET BbITb COCTaBAEHO B BUAE NepeyHa Uan Tabaumubl.
Mpu OMNMCaHMM cUCTEMbI COrNaleHUn B BuAe Tabauubl NPUBOAATCA CBeAeHUs 06 y4yacTBYHOLLMX
CTOpPOHax, MNPUHATbIX 06A3aTeNbCTBaX, JIEKAPCTBEHHbIX MpenapaTtax Mo KOTOPbIM OCYLWEeCTBAAETCS
$dapmaKoHa[30p U TEPPUTOPUAX FOCYAAPCTB-Y/1EHOB, HA KOTOPbIX ocylecTBafeTca ¢apmakoHaA30p.
Mpn onncaHUM cUCTeMbl COTNALIEHUA B BUAE MEPEYHA €ro CTPYKTYPUPYIOT NO BUAAM MCMONAb3YeMbIX
ycnyr (Hanpumep, npeacTaBaeHUe MeaUUMHCKOW MHbOpMaLMM, ayauTOPCKUe ycayru, obecnedyeHue
nporpamm MOoAAEPXKKM MauueHToB, 06paboTKa AaHHbIX 06 MCCNefoBaHUAX), BUAAM KOMMEPYECKUX
cornaweHuit (cornaweHre o gUCTPUBBLIOLMN IeKAPCTBEHHbIX MPenapaToBs, COrNaleHMe 0 COBMECTHOM
MapKeTUHre, CoralleHne 0 COBMECTHbIX MpaBax Ha PerucTpaumMoHHoe yaA0CTOBEPEHUE, U T.4,.) U BUAAM
TexHM4yecKoro obecrneyeHus geatenbHOCTU No GpapmakoHaa30py (pasmelleHne KOMMNbITEPHbIX CUCTEM
Ha cepBepax MpoBaiaepa, apXMBUPOBAHWE U XpPaHeHWe AaHHbIX No papmakoHaz3opy M T.4.). Konuu
OTAENbHbIX COrnaeHnin NpeacTaBAAOTCA MO 3aNpoCcy YNOJHOMOYEHHbIX OPraHOB FrOCYAapCTB-YN1E€HOB
WX B XO04€ NPOBEAEHMUA NHCNEKLUUM U ayAnNTa, NX NepedyeHb NPUBOAUTCA B MPUNOKEHUAX.

3.4.2.2.3. Mactep-daiin cuctembl papmaKoHag3opa AOJIKEH cCOoAepKaTb KOMUKU MOAMUCAHHbIX
CornaweHuin o TaKoW 3HaYMMOM AeaTeNbHOCTM, NepeaaHHOM Ha ayTCOPCUHT, Kak:

OKasaHue ycayr no papmakoHaa3opy (YNoAHOMOYEHHOE ML No GpapmMaKoHaA30pY, BBOA, AaHHbIX
no 6esonacHocTM, MNOAroTOBKa Mepuoauyeckoro o6HoBAsemoro otyeta no 6HesonacHocTy,
npeacraBieHne UHAMBUAYANbHbIX COOBLEHUIA O HexenaTesbHbIX PeakuMsaX B 3/EeKTPOHHOM BUAE,
OLeHKa faHHbIX No 6e30nacHoCTU 1 T.4.);

AenerMpoBaHue AeATelbHOCTM No MacTep-daliny cuctemol dapmakoHag3opa.
3.4.3. Pa3gen mactep-daiina 06 UCTOYHUKAX NOYYEHUS AaHHbIX N0 6e30MacHOCTMY.

3.4.3.1. OnucaHMe OCHOBHbIX OTAE/0B, Kacawwmxca cbopa MHAMBMAYAbHbLIX COOBLLEHNA O
HeXkenaTesNbHbIX pPeakumax, [O/KHO BKAYaTb B cebAa BCE CTOPOHbI, OTBETCTBEHHble 3a cHop
co0bLLEeHNI, NonydyaemMbIX MO 3aMpocy, U CMOHTAHHbIX COOBLEHMI O HeKenaTefbHbIX PeakuMax Ha
NleKapcTBeHHble npenapaTtbl, 3aPerucTPUPOBaHHbIE Ha TePPUTOPMUAX TOCYAapCTB-4NeHoB. B onucaHue
AONKHbI 6bITb BKAOYEHbI MECTA HAaXOXKAEHUA MeAUUMHCKON MHPOPMaUMK, a TaKKe JovyepHue oduchl
opraHusaumu. 3ta MHGOPMaLMA MOKET BbITb cocTaBaeHa B GOpPMe CNUCKA C YKasaHWeM rocyaapcTea,
XapaKTepa AeATeNbHOCTU M IeKapCTBEHHbIX NpernapaTtos (ecan AaHHas AeATeslbHOCTb 3aBUCUT OT BUAA
NleKapcTBEHHOTo npenapata). MHpopmaumsa o TpeTbux CTOPOHax (MapTHepax Mo JNLEH3UU, MECTHbIM
ANCTPUOBLIOTOPCKMM WM MAPKETMHIOBLIM COTMMIALEHUAM) TaK¥Ke BK/OYaeTCcA B pasges, B KOTOPOM
OMNMCaHbI COrNaLIeHun.

3.4.3.2. NcToYHUKM uHPOopmauum no 6e30nacHOCTU TaKMKe AO0/MHbl BKAOYATb B cebA CNUCOK
TEKYLWMX WCCNef0BaHUN, pPernuctpos, MNPOrpamm noAAEPKKU WAM  HabaaeHW, CNOHCUPYEMBbIX
AepKaTeniem perncTpauMoHHOro yaocToBepeHus. B cnucke gosxkeH 6biTb onvcaH (Ha MMPOBOM YpOBHE)
CTaTyC KaXK4Oro wccnefoBaHWMA WAM MPOrpaMMbl, COOTBETCTBYHOLLEE TOCYAAPCTBO, JIEKAPCTBEHHbIE
npenapaTtbl U OCHOBHble Lenn. NHTepBeHUNOHHblIE U HEMHTEPBEHLUMOHHbIE UCCAeA0BAHUA AOJIKHbI
6bITb YKasaHbl MO OTAENbHOCTM COMNACHO AENCTBYIOWEMY BeL,EecTBY JIEKAapCTBEHHbIX MPenapaTos.
Cnuncok A0MKeEH cofepiKaTb BCe UCCnenoBaHUA (Mporpammsl), TEKYLLME McCaefoBaHUs (Nporpammel), a



TaK¥Ke uccnenosBaHua (Nporpammsl), 3aBepLUEHHbIe B TeYeHWe NnocaeaHux 2 ner.
3.4.4. Pa3pgen mactep-dpaina o KOMNbIOTEPHbIX cUCTEMAX U 6a3ax AaHHbIX.

3.4.4.1. B macTep-danne cuctembl papmMakoHag3opa LOMKHO ObiTb ONMUCAHO PaCMO/IONKEHWUE,
dYHKLMOHaNbHbIE BO3MOXHOCTM M 3KCNAYaTaLMOHHAA OTBETCTBEHHOCTb 33 KOMMNbIOTEPHbIE CUCTEMDI U
6a3bl faHHbIX, WUCMONb3yemble AAs MOJAydYeHUA, BepudUKaLUW, NpeacTaBaeHus WHPOPMauMn Mo
6€30MacHOCTM U OLLEHKM ee COOTBETCTBMA NOCTABAEHHbIM 3343a4aM.

3.4.4.2. B cnyyae MCNosib30BaHMA pAada KOMMbHOTEPHbIX CUCTEM MAM 6a3 AaHHbIX A0XKHA 6biTh
onucaHa Ux NPUMEHMMOCTb K AeATeNbHOCTM Mo dapmMaKkoHaA30py TakMm 06pa3om, YTobbl 6bl1 NOHATEH
06bem KOMMbOTEPM3ALMN B pamKax cucTembl dbapmakoHagsopa. Kpome Toro, A0XHbl 6bITb ONMcaHbl
CTaTyC BaAnAaLUMM OCHOBHbIX acneKToB (YHKLUMOHAbHbIX BO3MOXHOCTEN KOMMbIOTEPHOW CUCTEMDI, a
TAKXXe CMEeHA KOHTPOJA, CTPYKTypa WCMNbITAaHWI, pe3epBHble NpoLesypbl M apXvBbl 3/EKTPOHHbIX
OaHHbIX, Heobxoaumble ana cobnwoaeHua TpeboBaHW  dapmaKoHags3opa, W MMetoLasnca
OOKYMeHTauuMA. YTo KacaeTca cuUCTeM Ha OymaxkHbIX HocuTensax (Korga 31eKTPOHHaA cucTema
MCMNO/Ib3yeTCcs TO/IbKO A1 CPOYHOro NpeAcTaBAeHUs UHAMBUAYA/IbHbBIX COOBLLEHMI O HexKenaTesbHbIX
peakuusx), HeobxoAMMO oOnucaTb YMpaBleHME [aHHbIMM, MEXaHW3Mbl, WCMONb3yemble O/A
obecnevyeHns LENOCTHOCTM M A0CTYNa K AaHHbIM.

3.4.5 Pa3gen mactep-daina o npoueccax.

3.4.5.1. BaHbIM KOMMOHEHTOM CUCTeMbl ¢dapmakoHag3opa ABAAETCA HanAuuMe Ha MmecTe
OCYLLECTBNEHNA AeATeNbHOCTU CTaHAaPTHbLIX NpoLeayp B nMcbmeHHoW dopme. B nogpasaenax 2.6, 2.9 -
2.12 HactoAawmx [paBun onucaH Tpebyemblid MUHUMANbHbLIA Habop MUCbMEHHbIX npoueayp
dapmakoHagszopa. B macTtep-daitne cuctembl dhapmakoHaasopa A0AXKHA 6biTb onncaHa Mmelowancs
npoueaypHaa [AOKYMeHTauma (CCbINKM Ha KOHKpEeTHble CTaHAapTHble onepauuoHHble npoueaypsbl,
pyKOBOACTBA WM T.4.), TUNbl AaHHbIX (Hanpumep, TUN JaHHbIX 06 WHAMBMAYANbHbIX CAy4Yasnx
He)KenaTeNbHbIX peakuuin) u cnocob seaeHus 3anucelt (Hanpumep, 6asa AaHHbIX No He30MacHOCTH,
6ymaxkHble dainbl B MecTe nosiydeHus).

3.4.5.2. B macrtep-dpaiin cuctembl ¢apmakoHag3opa LAOKHO OblTb BKAKOYEHO OMNKUCaHWeE
npoueccos, npoueayp 06paboTKM W pPerncTpaumm OaHHbIX MPU  BbIMNOJHEHUW AEATENIbHOCTM MO
dbapmaKkoHaa30py, KOTOpble AOJIKHbI BK/IOYATL B CeOA creaylowme acnekTbl:

NOCTOAHHbIN MOHUTOPMHI COOTHOLLEHWNA "NoAb3a - PUCK" NeKapCcTBEHHOro npenapaTa, pesyibTaTt
OLEHKM M Mpouecc MPUHATUA pPeLIeHUs O COOTBETCTBYIOWMX Mepax, MPOLEecc reHepupoBaHwus,
BEPUPUKALMM U OLLEHKM CUTHAMOB, MOJIyYEHME BbIXOAHbIX AAHHbIX M3 633 AaHHbIX MO 6e30nNacHOCTH,
06MeH AaHHBIMU C KIMHUYECKUMUN OTAENAMU U T.4,.;

cucTemMa ynpaBfieHWA PUCKAaMU U MOHWUTOPMHI PEe3yNbTaTOB BHEAPEHUA MepP MUHMMM3aUUK
pucKoB. B cnyyae ecan B 3TOM npolecce 3a4eiCTBOBAHO HECKObKO MOApasAesneHuid, Nopagok Wx
B3aMMOZENCTBUA onpeaenseTcs NMCbMEHHbIMW NpoLeaypaMn UK COrnalleHUaMM;

cbop, BepuodUKauMA, MNoayyeHue nocsedywowen MHPOPMaLMKM, OLEHKa M NpeacTaBaeHue
MHPopMauumn 06 MHAMBUAYANbHBIX C/NyYasx HexenaTesbHbIX peakuuid. B npoueaypax no AaHHOMY
pasaeny [0/KHO BbiTb YETKOE pasrpaHUYeHMe IOKabHBIX U MEXAYHAPOLHbIX BUAOB AeATeIbHOCTY;

NAaHUpOBaHWe, COCTaBleHME U MNpeacTaBNeHUe NepuoauyeckMx OBHOBAAEMbIX OTYETOB Mo
be3onacHocTu;

npeactasieHne nNoTpebutenam, MeguuUMHCKUM PaboTHMKAM W B YMNOJHOMOYEHHbIE OpraHbl
rocyaapcrs-yaeHos nHdopmaumm o npobaemax no 6esonacHoCTy;

BHECEeHMEe M3MeHeHU, Kacatolwmxca 6esonacHoctn, B8 OX/IM u UMM (N1B). Mpoueaypbl A0AKHbI
0XBaTblBaTb BHYTPEHHWUI U BHELIHUI OOMEH AaHHbIMM.



3.45.3. Tlo Kaxaomy HanpaBneHUO  OeATeNbHOCTU  AepraTelb  perncrpaymMoHHOro
y40CTOBEPEHNA A0/KeH bbiTb cnocobeH npeacTaBUTb NoAaTBepKAeHWEe GYHKUMOHWPOBAHUA Y HEro
CUCTEMbI CBOEBPEMEHHOIO MPUHATUA HagNeXalWmX PeELlEeHUA U AEeNCTBUN.

3.4.5.4. [onxHbl ObiITb NpeacTaBAeHbl AaHHble O APYrMx Hanpas/eHUsaX [AeAaTesIbHOCTH,
NnoATBep)KAaloWMe HaAMuMe  Hadjiexallenm cuctembl obecnevyeHmss KayectBa B cucteme
dapmakoHagzopa. K TakMm AaHHbIM, B YaCTHOCTM, OTHOCATCA AaHHble 0 GYHKLMAX M 06a3aHHOocTAX YO,
pearnpoBaHMM Ha 3anpocCbl YMNOAHOMOYEHHbIX OPraHOB rOCYAapCTB-Y/1EHOB O MpeacTaBaeHumn
MHbOpMaAUMKM, NUTEPATYPHOM MOUCKE, KOHTPOJie M3MeHeHW B 6asax AaHHbIX Mo 6e3onacHocTw,
cornaweHunax o6 obmeHe AaHHbIMWM MO 6€30MaCHOCTM, APXMBUPOBAHUM AaHHbIX MO 6e3o0nacHocTH,
aygute ¢dapmaKkoHag3opa, KOHTPO/e CUCTeMbl KayectBa M obyyeHun. B xoge o630pa MOXKHO
MCNosib3oBaTb TabauLy Co BCEMM MpoueaypHbIMU AOKYMEHTamMM dapmaKoHag3opa (BKAOYAOWYO UX
HaMMeHOBaHMA U HOMepa).

3.4.6. Pazgen mactep-daiiia o npuMmeHeHUN cuctembl papmakoHaazopa.

Mactep-paiin cuctembl dapmMaKkoHag3opa [AOO/MKEH BKAYaTb B ceba  noaTBep:KAeHue
HenpepbIBHOrO NPOBEAEHUA MOHUTOPUHIra GYHKLUMOHMPOBAHMA cucTeMbl GapmaKoHaa3opa, BKAOYasA
KOHTPO/Ib OCHOBHbIX PE3Yy/bTaTOB, @ TaKXe OMnuCaHWe METOAO0B MOHMTOPUHIA M KaK MUHUMYM
cofepKarb:

onucaHve npoueaypbl OUEHKW NPaBUAbHOCTU NPEACTaBAEHUA WUHAMBUAYANbHbIX COOBLLEHWIA O
HexkenaTenbHbIX peakuusax. [onkHbl 6biTb NpPeAcTaBAeHbl PUCYHKM (rpadukn), noaTBep:Kaatowme
CBOEBPEMEHHOCTb NpeacTaBAeHUs UHGOPMaLUM B COOTBETCTBMM C TPebOBaHMAMM 3aKOHOAATE/bCTBA
rocyAapcTB-4Y1eHoB;

ONMCaHWe KOHTPOJIbHbIX MOKa3aTesnen, UCNOAb3yeEMbIX ANA KOHTPOAA KavyecTBa NpeacTaB/ieHHON
nHPopmauum N geatenbHoCcTM No ¢GapmakoHaa3opy. K TakMm nokasatensm OoTHOCATCA MHbOopmaums,
NoJly4eHHas OT YNOJHOMOYEHHbIX OPraHOB rocyAapCTB-4/1€HOB, B OTHOLIEHUN KadyecTBa NpeacTaBieHUs
COO0bLLEHN O HexenaTenbHbIX peakumax, MOOB nan apyrue npeactaBasemble AaHHbIE;

aHanu3 ceoeBpemeHHoCcTU npeactasneHna NOOB B ynoAHOMOYEHHbIe OpraHbl rocy4apcTB-41eHoB
(moMmKHBI ObITb OTpParkeHbl MOC/AeAHWE [AaHHbIe, WCMOJIb3yemble AepsKaTeNem PerncTpaLmoHHOro
YO0CTOBEPEHMUA AN OUEHKKN cobntogeHuns TpeboBaHuit);

dHa/n3 CBOeBpPEeMeHHOCTM BHeCeHUuA M3MeHeHMH no 6esonacHoCcTM no CpaBHeEHUKO C
YCTAaHOB/IEHHbIMX KOHEYHbIMW CPOKaMH, a TaKXKe AOaTy U onncaHume H606XO,CI,MMbIX M3MEHEeHMN no
6e3OI'IaCHOCTM, KOTOpble 6b1nn BblABJ/IEHbI, HO elle He 6b1K noAaHbl B yHOﬂHOMOHEHHbIVI opraH;

B COOTBETCTBYIOLLMX C/AyYasX - aHaNU3 BbIMOAHEHUA 0653aTeNbCTB COFNACHO NAaHy ynpaBfeHus
puUcKammn nMbo apyrmx 06a3aTenbCTs UM TpeboBaHWM, MMEeLWMX OTHOLWEHME K dapmMaKoHaa30py.

Heobxoanmo onucaTb M MNOACHUTbL UEAM MPUMEHEHMs cucTembl  dapmakoHaasopa. B
COOTBETCTBYIOWMX CAYyYasX HeobxoguMmo MNpuaoKWUTb K Mactep-dainy cuctembl $apmakoHazlopa
CMWCOK NOKasaTesiel AeATesIbHOCTM No dapMaKoHaA30py.

3.4.7. Pazgen mactep-daiina no papmakoHa[30py O cMCTEME KayecTBsa.

B pasgene npeacraBafeTcA ONMCaAHME CUCTEMbl YNpPaB/ieHUMA KayeCcTBOM B pPaMKax CTPYKTypbl
OopraHnsaunn n npuMmeHeHnA CUCTeEMbI Ka4eCTBa B d)apmaKOHa,a,sope.

3.4.7.1. MpoueaypHble AOKYMEHTDI.

CNUCOK [OKYMEHTaNbHO OGOPMIEHHbIX MNPOLEAyP M MNPOLECCOB, MMEILWMX OTHOLIEeHWe K
AesATeNlbHOCTM Mo $apMaKOHaA30py, C YKasaHMemM MX B3aMMOCBA3M C APYyrMMy  GYHKUUAMU U
NoAxoAamu K oueHKe npoueayp. CMCOK Jo/IKeH cogepkaTb HOMeEpP AOKYMEHTa, HAMMEHOBaHUe, AaTy



BCTYM/IeHNA B CUAY (ANA CTaHAAPTHbIX OMNepPauMoHHbIX Npoueayp, Pabounx UHCTPYKLUMIA, PYKOBOACTB M
T.4.) U OMUCaHMe JoCTyna K AOKymeHTam. [1o/KHbl 6biTb YKasaHbl CTaHAAPTHble OMNepauvoHHble
npoueaypbl, NpUHagNexKalme Nnposanaepam ycayr v Apyrmm TPETbUM CTOPOHAM.

3.4.7.2. ObyyeHne.

MpeacraBnseTca onucaHWe ynpasieHUsA pPecypcamy B XO4e OCYLLECTBAEHMA AeATesIbHOCTM Mo
dbapmakoHaazopy:

OpraHn3aunMoHHaA CTPYKTypa C KOJIM4eCTBOM J'II-OAEﬁ, ydyacTtBywowmx B OCyWwecCTBE€HUU
AeATENbHOCTU NO d)apmaKOHa,u,sopy, BK/1IO4AA CCbIZIKY Ha MeCTO XpaHeHUA KBaﬂMd)MKaLI,MOHHbIX
AOKYMEHTOB,

CMUCOK MECT HaXxoXaeHnA nepCoHana;

KpaTKoe OMnmucaHue KOHTEKCTa Oby4YyeHWs, BK/IOYAA CCbIIKY Ha MECTO XpaHeHWs AOKYMEHTOB 06
o0byyeHuu;

WMHCTPYKLMN MO KPUTUYECKMM NPOLLECCAM.

MepcoHan gonxeH 6biTb COOTBETCTBYOWMM 06pa3som 06yUYeH OCYLLECTBAEHUIO AEATENbHOCTM MO
dbapmakoHaa3opy. ITO KacaeTca He TONIbKO NepcoHana B NoapasaeneHusax GpapmakoHagsopa, Ho U iuu,
KOTopble MOTyT Noay4aTb coobLieHnn no 6e3onacHoOCTy.

3.4.7.3. Aygur.

NHpopmaums 06 ayaute cucTembl obecrneyeHns KadecTBa B cucteme papmaKkoHaz30pa O0JKHA
ObITb BK/OYEHA B macTep-¢daiin cuctembl dapmakoHagsopa. B npusioreHne HeobxoaMmo BKAOYUTb
onucaHMe MeToda MJaHWPOBAHMA  ayguToOB  cUCTemMbl  GapmaKoHaZ3opa W MexaHW3MOB
pPenopTUPOBaHUA, a TaKKe CNUCOK 3anNaHUPOBaHHbIX W  3aBeplUeHHbIX ayAuTOB  CUCTEMb
dbapmakoHag3opa. IDTOT CMNUCOK [AOJXeH coaepXaTb AaTbl, o6aacTb MNpoBeAeHUAs WU COCTOAHUE
3aBeplieHnsa ayamMToB NpoBsaiaepamm ycayr, cneyuduyeckme suabl 4eaTesbHOCTU No dapmaKkoHaa3opy
MAN  MecTa BbIMOAHEHMA OGYHKUMA no  dapmMaKoHaA30py, a TaKKe onepauuoHHble obnactu
B3aMMOAENCTBUA, UMEIoLIME OTHOLLIEHUE K BbINOIHEHWNIO 06A3aTeNbCTs.

MacTtep-daiin cuctembl dapmakoHag3opa A0MKEH COAEPKaTb TaKKe KOMMEHTApUM MO ayauTam,
B XOfZie KOTOPbIX BblAN NOAYyYeHbl 3HaYMMble pe3y/bTaTbl. ITO 03HAYaEeT, YTO B NepeyHe NpPoBeAeHHbIX
ayAWTOB AOJIKHbI OblTb YKasaHbl pe3y/ibTaTbl, KOTOPble OblIM OLEHEHbl KaK CYyLLECTBEHHble WU
KPUTUYECKME, A TaKXKe KPaTKOe OMMCcaHUe NaaHa KOPPEKTUPYHIOLWLMX UK NpeaynpesuTesbHbIX AeACTBUN
C KOHEYHbIMU CPOKaMM UCNOSIHEHMSA. [loNKHA ObITb YKa3aHa CCblIKa Ha MOJ/IHbIM OTYET O NPOBEAEHHOM
ayauTe, LOKYMEHTbI C MNJIaHOM KOPPEKTUPYIOWNX U NpesynpeanTenbHbIX Mep.

KoMmeHTapuu, KoppeKkTupylowme W npeaynpesutesibHble Mepbl, a Takke WHbopmauma o
HaxoXKAeHWW OT4YeTa O MPOBEAEHUM ayauTa LOJ/IKHbI ObiTb BK/OYEHbI B MacTep-dann cucTembl
dbapmakoHaa3opa A0 Tex nop, NoKa He 6yayT B NONHON Mepe OCYLLEeCTBAEHbl KOpPEeKTUpYyowme u (Mam)
npeaynpeautenbHble AeNCTBUA, TO €CTb KOMMEHTapuUW YyAanAlTcA TONbKO MNocne Toro, Kak 6yayt
NPOAEeMOHCTPUPOBAaHbI Pe3y/bTaTbl OCYLLECTBIEHNA KOPPEKTUPYIOWNX AeNCTBUIN U (MAK) NpeacTaBieHo
noateepXaeHue (B TOM Yncie He3aBUCUMOM CTOPOHbI) 3HAYUTENIbHOTO YAYULIEHUSA CUCTEMbI.

B KauvectBe cpeacTtBa ynpasseHuA cucTemom d)apmaKOHap,sopa n obecneyeHma OCHOBaHMUA ana
nposeaeHnA ayauMta Uan MHCNeEKUUU, MaCTep—¢a17|n CUcrTtembl ¢apmaKOHap,3opa AO/IXKeH codepXKaTb
TaKXe oOonuncaHume npoueccos perncrTpaunu, O6pa6OTKM N YCTPpaHEHUA BbIABNEHHbLIX B CUCTEME
ynpas/sieHnA Ka4yeCTtBOM OTK/IOHEHMUIA.

3.4.8. NpunoxeHue K mactep-danny.



MpunoxkeHne K MmacTtep-dainy cucTtembl GpapmMaKoHaZA30pa AO/KHO COLEpPaTb creaylolme
AOKYMEHTbI:

nepeyeHb  /IEKAPCTBEHHbIX  NPenapaToB, KOTOpble  3aperncTpuMpoBaHbl  AeprKaTenem
PerncTpaunoHHOro yAOCTOBEPEHUA B rocydapcTBax-YjleHax M B TPETbWMX roCyAapcTBax, Ha KOTopble
pacnpocTtpaHaeTca mactep-daiin cuctembl GapMakoHaA30pa, BKAOYAA HaMMEHOBAHWUA NIeKapCTBEHHbIX
npenapaTtoB, MeMAyHapoAHble HenaTeHTOBaHHble HaMMEHOBaHWA AEWCTBYIOWMX Belwects W
HaMMeHOBaHWe rocyAapcTBa, B KOTOPOM AEWCTBYeT PerucTpauuoHHoe yAocToBepeHue, Homepa
PerucTpaunoHHbIX yA0CTOBEPEHWUNA.

MepeyeHb [0/MKeH ObiTb CTPYKTYPMPOBAH COMAcHO AEeNCTBYIOWMM  BellectBam, W B
COOTBETCTBYIOWMX C/yYanX [O/MKEH COAEp:aTb YKasaHuMe Ha CyWwecTBOBaHWE creuupuyeckmx
TpeboBaHMIN K KOHTpOA0 6e30MacHOCTM /IeKapCTBEHHOro npenapaTa (Hanpumep, BBeAeHWE Mmep
MWHMMM3ALMU PUCKOB, OMMUCAHHBIX B NJaHe YNpaBAeHUa puckamm).

B cnyyae COBMeCTHbIX cuUCTeM ¢apmakoHagsopa AOo/KeH 6biTb  BKAOYEH nepedyeHb
JIeKapCTBEHHbIX NPEenapaToB U AepskaTenei PerucTpalMoHHbIX YA0CTOBEPEHMNI, KOTOpble NPUMEHSIOT
cuctemy dapmakoHaZ30pa, ONMCAHHYIO B mactep-daiisie cuctembl papmaKkoHaa3opa, Takum obpasom,
yTO6bI B HANIMUYMK BblN NOJIHBIN NEepeYeHb IeKaPCTBEHHbIX NPENapaToB, Ha KOTOPbIEe PacnpPOCTPaHAETCS
macTtep-pann cuctembl papmakoHag3opa;

nepeyeHb KOHTPAKTHbIX [AOrOBOPEHHOCTEM, KacalolWMXCA AeNerMpoBaHHON AEATENbHOCTU Mo
dbapmaKkoHaa30py, BKAOYAsA COOTBETCTBYIOLLME NEKAPCTBEHHbIE NPenapaTsbl U TEPPUTOPUN;

nepevyeHb 3a4a4, AeNerMpoBaHHbIX YNOJHOMOYEHHbIM NLOM No dapmaKkoHaa3opy;
CMUCOK BCex 3aBepLlleHHbIX 3a 10-n1eTHUIA Nepmos ayanToB M CMMCOK 3an1aHNPOBaHHbIX ayauTOoB;
nepeyeHb Nokasartenein AeaTeNbHOCTU No papMaKoHaA30py (Koraa 3To NPUMMEHUMO);

nepeyeHb HaxoAAWMXCA B BEAEHUU JepXaTens pPerucTpauyoHHbIX YAOCTOBEPEHUN ApYrux
macTep-daiinos cuctembl papmakoHaa3opa (Koraa aTo NpUMEHUMO).

3.5. KOHTPO/Ib U3MEHEHWI1, BEPCUU N apXMBUMPOBaHUE

3.5.1. YNo/IHOMOYEHHble OpraHbl roCcyAapcTB-4/1€HOB MOTYT 3aMpoCUTb MHPOPMALMIO O BaXKHbIX
M3MEHEHMAX B cucTeme GpapmaKkoHaA30pa, KOTopble MOTyT BK/loYaTb B cebsA B TOM yMcae cneayolme
N3MEeHeHun:

a) MameHeHus B 6a3ze (6asax) gaHHbIX No 6e3onacHocTU cuctembl GapmaKoHaA30pa, KOTopble
MOTYT BK/tOYATb B cebsi M3meHeHUs B camon 6ase AaHHbIX UM BO B3aMMOCBA3aHHbLIX 6a3ax AaHHbIX,
M3MeHeHUA B CTaTyce Baanaaumm 6asbl JaHHbIX, @ TaKXKe U3MeHeHUa B MHPopmMaLumn o nepesaBaemblxX
WA NePEHOCUMBIX AAHHbIX;

6) M3MeHeHUs B OKa3aHWM 3HAUYMMbIX YCAYr Mo $papMaKkoHag30py, OCOBEHHO ecnn peyb UAeT o
BAKHbIX KOHTPAKTHbIX LLOrOBOPEHHOCTAX MO NPeACTaBNeHUIO AaHHbIX MO 6€30MacHOCTY;

B) TakMe OpraHM3aumMoHHble MU3MEHEHMA, KaK MOr/ioleHMe 04HON KOMMaHWUM APYroi, CANAHUeE,
M3MeHEeHMe MecTa OCYLLECTB/IEHNA AeATeIbHOCTM No dapMaKkoHaa3opy Uau generposaHue (nepegaya)
ynpasneHuna mactep-danaiom cuctembl papmaKkoHagsopa.

3.5.2. Tlockonbky macTep-paitn cuctembl apmaKoHag3opa BKAOYaeT B ceba nepedyHu
NeKapCTBEHHbIX NpenapaToB M BWUAOB [AEATe/IbHOCTM, KOTOpble MOTyT MNEepuoAMYEcKM MEHATLCS,
AepyKaTeNn PerucTPaumoHHbIX YAOCTOBEPEHUIN A0/IKHbI MPUMEHATL CUCTEMbI KOHTPOA M3MEHEHUI U
paspaboTaTb HageXkHble cnocobbl MOCTOSHHOW OCBEAOM/IEHHOCTM O COOTBETCTBYIOWMX U3MEHEHUAX C
LUenblo Hagnexallero nepecmoTpa MacTep-danna cuctemsl ¢dapmakoHagsopa. [omumo 3Toro,



N3MeHeHWs, BHOCMMble B macTep-dain cuctembl GapmakoHaa30pa, A0IKHbI PETMCTPUPOBATLCA TaKUM
06pa3om, 4TOObl B Ha/IMYMM MOCTOAHHO Oblna UCTOPUS U3IMEHEHUI (C yYKasaHMem AaTbl U KOHTEKCTa
n3ameHeHun). TaKylo MOCTOAHHO oO6HOBAAEeMyl0 MHOOPMALMIO, KaK MNepeyYHn JIeKapCTBEHHbIX
npenapaToB, CTAaHAAPTHble ONepaLMOHHbIe NPoLeaypbl UAM AaHHbIE MO COOTBETCTBUIO TPebOBaHUAM,
MOXHO PErnmcTpMpoBaTb 4Yepe3 MUCTOPUIO M3MEHEHWI, KOTOpble MOTyT BK/AOYaTb B cebA paHHble
KOHTPOAMPYEMbIX CUCTEM (Hanpumep, 3/IEKTPOHHbIE CUCTEMbI YNpaBAeHUs OAaHHbIMKM MM NPaBOBble
6a3bl gaHHbIX). TakMm 06pasomM, MOXKHO YNpaBAATb 3aMeHEHHbIMW BEepPCUAMM [OOKYMEHTOB 3a
npegenamm TEKCTOBOTO HAMoOJHeHUA macTep-daiina cuctembl dapmakoHaZ30pa NpU YCAOBUM y4yeTa
NUCTOPUN U3MEHEHWUI U UX NPEACTABAEHUA YNOJHOMOYEHHbBIM OpraHam rocy4apcTB-4/IEHOB MO 3anpocy.
CyliecTBeHHblE MM BaXKHble ONMcaTe/ibHble MU3MEHEHMA TEKCTOBOTO HanoAHEeHUA macTep-daitna moryTt
notpeboBaTb CO34aHMA HOBOW Bepcumn mactep-daina cuctembl papmakoHaa30pa.

3.5.3. [ep:KaTenm perncTpalmMoHHbIX YA0CTOBEPEHUI AONKHbI 060CHOBATL BbIOPaHHbIN MeToa U
paspaboTaTb npoueaypbl KOHTPOAA AOKYMEHTaUMKM C LeNblo Hag/eXKallero ynpasjeHUs MpPoLeccom
noagep:KaHua mactep-paina cuctembl papmakoHagzopa. OCHOBHOW NPUHLMM 3aKt0YaAETCA B TOM, YTO,
npeactasnsas coboi ocHoBaHMeE AAA ayAWMTOB M MHCMEKUWUH, macTep-paiin cuctembl GpapmakoHaasopa
COAEPKUT ONUCaHWe cucTembl GapmMaKkoHag3opa B TEKYWMI MOMEHT BPEMEHW, HO OLeHKa
OYHKLMOHUPOBAHNA W HaMpaBJEHHOCTU cuUcTembl GapmaKoHaZ30pa Ha NpeALecTBYHOLWMX 3Tanax
MOKeT NoTpeboBaTb AONOAHUTENIbHOTO 03HAKOMIEHNA C CUCTEMO.

3.5.4. MNpwn BHECEHMU U3MEHEHMI B MacTep-dalin cuctembl GapMakoHaZ30pa TaKkKe Heobxoanmo
YUUTbIBAaTb COBMECTHble CUCTEMbl dapMaKoHag3opa W AeNerMpoBaHHYyl0  AeATeNbHOCTb  NOo
dapmaKoHaasopy. Hagnexawmin KOHTPO/b M3MEHEHWI NpesyCMATPMBAET PerncTpauuto aatoel U
KOHTEKCTa YBeAOMIEHUA O BHOCUMMbIX M3MEHEHMUAX YMNOJHOMOYEHHbIX OPraHOB rOCYAaPCTB-UY/IEHOB,
Y/1® n TpeTbmX CTOPOH.

3.5.5. Mactep-daiin cuctembl dapmakoHaasopa A[o/MKeH b6biTb COCTaB/NeH B UYMTAemMon M
AOCTyNHON dpopme. Heobxoanmo nNpeacTaBuTb oNMcaHMe NpoLueaypbl apXMBMPOBAHUA Ha 3NEKTPOHHbIX
1 (MNK) NeyaTHbIX HoCUTeNAX macTep-daina cuctembl bapmakoHagzopa.

3.6. NpeacraBneHne macrep-daiina cuctemsl papmakoHaasopa

YN® [omKHO MMETb MOCTOAHHbLIA  AOCTYyn K macTep-danny cuctembl dpapmaKoHagzopa.
YNO/HOMOYEHHbIM OpraHam roCyAapcTB-Y/IeHOB A0/KEeH ObiTb obecneyeH MOCTOSHHbLIA AOCTyn K
macTtep-danny cuctembl dpapmakoHagsopa no 3anpocy. MHPopmauma B Mmactep-danie cucTemol
dapmaKoHaa30pa AOJIKHA ObITb McYepnbiBatoWwen, NPaBUAbHOM U OTpPaKaTb AEMCTBYIOWYO CUCTEMY
dapmaKoHa30pa B TEKYLUMIA MOMEHT BPEMEHM, YTO O3HaYaeT oba3aTeslbHoe 0bHOBAEHWE MHPOPMaALMK
mactep-daiia M nNpu HeobXOAMMOCTM BbINOJIHEHME MEPEeCcMOTPa C YYETOM MOJIYYEHHOTO OMbITa,
TEXHMYECKOrO M HayyHOro nporpecca, W3MeHeHWi B HOpMmax peryaumposaHus. [epxkaTenem
PEernucTpaunoHHbIX YAOCTOBEPEHUIA [0/KeH ObiTb obecnevyeH [OCTYN YMNOJHOMOYEHHbIX OPraHoOB
rocygapcTB-4/ieHOB K mactep-painay cucrembl dapmakoHaglopa B TeyeHue 7 paboumx gHeit nocne
NoJly4YeHMsA COOTBETCTBYIOLLErO 3anpoca.

3.6.1. dopmart 1 CTpyKTypa

Mactep-daiin cuctembl dapmakoHag30pa MOXKET b6biTb B 3NEKTPOHHON dopme npu yCcNoBUU
COXPaHEHMA BO3MOMKHOCTM MPEACTaBNEHNA YETKO CTPYKTYPUPOBAHHOM MeYaTHOM Konuu Mo 3anpocy
YNOJIHOMOYEHHbIX OPraHoB rocygapcTs-yneHoB. B nobom  dopmaTte mactep-dpaiin  cucTemsl
dapmaKoHaz30pa A0/KeH ObiTb B 4YMTaemMol, MNonHoM W aocTynHol dopme, obecneymBarolLei
BO3MOHOCTb OLEHKW BCEX AOKYMEHTOB W MPOC/AEXMBAEMOCTb M3MeEHeHUI. MoxeT notpeboBaTbea
orpaHMyeHMe JocTyna K macTep-painy cuctembl GapmMaKkoHaA30pa C LEeAblo  OCYLLEeCTBAEHUS
HaZ/1eXKalllero KOHTPOSA ero CoAep’KaHus U pacnpegeneHns obs3aHHOCTEN MO ynpaBAeHUIO MacTep-
darinom cuctembl GpapMakoHaA30Pa (B KOHTEKCTE KOHTPO/IA U3MEHEHUI U apXMBUPOBaHUA).



3.7. 06A3aHHOCTM YYaCTHUKOB cucTeMbl apmaKoHaa3opa

3.7.1. OepKaTtenm perucTpaumoHHbIX YA0CTOBEPEHNA.

3.7.1.1. [ep:aTenn perncTpaumoHHbIX YAOCTOBEPEHUN [AOKHblI pa3paboTaTtb U BHeAPUTb
cuctemy papmaKoHag3opa C Le/blo KOHTPOAA U HabaoaeHusa 3a ogHMM UM 6osiee IeKapCTBEHHbIM
npenapatom. OHWM TaKXKe OTBEYAlOT 33 CO3JaHME W  noAjep)kaHMe mactep-dalina  cuctemol
dapmaKoHaa30pa, B KOTOPOM OCYLLECTBAAETCA PEerncrpauua AeatenbHOCTM Mo ¢papmakoHaa3opy B
OTHOLUEHUM oJHOro wunn 6onee 3aperncTPMPOBAHHbLIX JIEKAPCTBEHHbIX npenapaToB. [eprkatento
PerncTpaunMoHHOro yaoCToBEpPeHUs HeobxoAMMO HasHauuTb ogHo Y/I®, oTBevatoulee 3a co3gaHue U
dYHKUMOHNPOBaHME  cuctembl  papmaKoHaf30pa, OMNMcaHHOWM B macTep-dainne  cucTembl
dapmakoHagzopa.

3.7.1.2. Mpu nopaye 3asB/EHNA HA PErUCTPALMIO NEKAPCTBEHHOTO NpenapaTta 3asBUTeNb A0/IKEH
MMeTb B CBOEM PAacCropsKeHWW oOonucaHue cuctembl GapmaKoHagsopa, KoTopasa byaer
dYHKLUMOHMPOBaTb Ha TeppuTtopumn Coko3a WAM TEPPUTOPUU OTAENbHbIX FOCYAapCTB-Y/eHOB. B xoae
OLUEHKM 3afB/IEHNA HA PErucTpaLMio OT 3afBUTENS MOMKET MoTpeboBaTbCA MpencTaB/eHUe C Lesbilo
03HAKOMJIEHMA KONUM MacTep-dpaina cuctembl papmakoHag3opa.

3.7.1.3. [eprKaTesib PErncTpaLmMoHHOIO yAOCTOBEpPEeHMA OTBeYaeT 3a co3daHume mactep-daiina
cuctembl papmaKkoHaa30pa B rocy4apcTBax-4/eHax U perncTpaumio MecToHaxoKaeHma mactep-dalina B
YNOJIHOMOYEHHbIX OpraHax rocyZJapcTB-Y4JIeHOB NpW nojaye  3asABAEHWA Ha  Perucrpaumio
JNIeKapcTBeHHOro npenapaTta. B macrep-daiine cuctembl dapmakoHaaszopa Heobxoaumo onucaTb
OENCTBYIOLLYIO B TEKYLWMA MOMEHT BpemMeHM cuctemy dapmakoHaasopa. MOXKHO BKAOUUTb
MHOOPMALUMIO O KOMMOHEHTAX CUCTEMbI, KOTOpble ByayT BHeAPATbCA B OyAyLIEM U KOTOPbIe AOJIKHbI
6bITb YKa3aHbl KaK 3an1aHUPOBaAHHbIE, @ HE BHEAPEHHbIE UAN AEUCTBYIOLLME.

3.7.1.4. Pabota no co3daHWIO, NOAAEP)KaHWIO W NpeAcTaBNeHUI0 MacTep-daiina cucTemsl
dbapmakoHag3opa B YNoJHOMOYEHHbIe OpraHbl rocyAapcTB-Y4NeHOB MOMKeT bbiTb nepegaHa TpeTbei
CTOpPOHE, HO JepXaTenb pPernctpauMoHHOro YAOCTOBEPEeHMA CcoxpaHsAeT 3a coboll  MoAHylo
OTBETCTBEHHOCTb 3a cobtoaeHe TpeboBaHMIM 3aKOHOAaTeIbCTBA rOCYAaPCTB-Y/1eHOB, MEXKAYHAPOAHbIX
OOroBOPOB UM aKToB, cocTaBaswowmx npaso Cotos3a. [MoagepaHne mactep-daiia cucTemsl
dbapmakoHag3opa B AeNCTBYIOWEM WM OOCTYNMHOM COCTOAHMKM (MOCTOAHHbLIA AOCTYN ANA ayauta u
MHCMNEKLMN) MOXKHO AeNernpoBaTb, HO AepKaTe/lb PErMcTPaLMOHHOrO YA0CTOBEPEHMNA Ha NMOCTOAHHOM
OCHOBE HeceT OTBETCTBEHHOCTb 3a obecneyeHue BbLIMOJHEHUS [aHHON OGYHKUMKM Ha YPOBHE,
COOTBETCTBYHOLWEM TPebOBaHMAM 3aKOHOAATENbCTBA FOCYAAPCTB-Y/IEHOB, MEXAYHAaPOAHbIX AOroBOPOB
M aKTOB, cocTaBAAoWMX npaso Cotosa.

3.7.1.5. B cnyyae cmeHbl Y/I® uanM CcOOTBETCTBYIOWEN KOHTAaKTHOM WMHPOPMaLMK, a TaKkKe
MECTOHaxXOXAeHMA MacTep-paiina cuctembl  papmMaKkoHAA30pa  AeprkaTeNb  PerucTpaumoHHOro
yA0CTOBEPEHMUA NPeACTaBAAET B YNOJHOMOYEHHbIE OpraHbl FOCYAapCTB-YNEHOB 3aAB/IEHME O BHECEHUU
COOTBETCTBYHOLLMX U3MEHEHWUIN. [leprKaTenn pPerncTpaumoHHbIX YAO0CTOBEPEHUI HECYT OTBETCTBEHHOCTb
33 o6HoBneHMe WHPopmaumm 06 YIO w©n  agpece HaxoxKAeHUs macTep-daitna  cuctembl
dbapmakoHagzopa.

3.7.2. YNOAHOMOYEHHbIE OpraHbl roCcyAapcTB-4/1eHOB.

3.7.2.1. YNONHOMOYEHHble OpraHbl TrOCYyAApPCTB-Y/IEHOB OTBEYalOT 32 KOHTPOAb CUCTEM
dapmaKoHa30pa AeprkaTenein perncrpauyoHHbIX yaocToBepeHuin. MonHbi mactep-dpaiin cuctembl
dbapmakoHaz3opa MoXKeT bbITb 3anpolleH B At0boe Bpema (Hanpumep, Npu BOSHUKHOBEHUW BOMPOCOB
no cucteme dapmakoHaasopa, uan npoounto 6es3onacHOCTU NEeKAPCTBEHHOrO npenaparta, WauW npu
NnoAroToBKke K MHcnekuun). UHbopmaumio 06 M3MeHeHMAX B KpaTKoW WMHopmaumm Mo cucteme
dbapmakoHaz3opa Man B coaepaHum mactep-dainna cuctemol GapmMaKkoHa[30pa TAKKe UCMONb3YIOT B
X0/ NNAHUPOBAHUA U NPOBEAEHUSA UHCNEKLMN.



3.7.2.2. YNnonHOMOYeHHble opraHbl rocyaapcTs-4seHoB obmeHuMBatoTcs MHGopmaLmeit o cuctemax
dbapmakoHag30pa, B TOM YUC/ie B LeNsaxX nepenadn AaHHbIX B HaLMOHa/bHble MPOrpammbl UHCMEKLUIA,
pa3paboTaHHble Ha OCHOBE aHanAu3a PUCKOB. MHCNEKTOpbl YMNOJHOMOYEHHbIX OpPraHOB rocyaapcTs-
ysieHoB co0bLW AT 0 HecobntogeHUn obs3aTenbHbIX TpeboBaHMIA, BKAOYana TpeboBaHMA Mo macTep-
daiiny cuctembl papmakoHagzopa n cucteme papmakoHagsopa.

3.8. JoctynHocTb mactep-daina cuctemol papmakoHaasopa

3.8.1. Mactep-daiin cuctembl papmakoHaa30pa NOAAEPHKMBAIOT B AENCTBYIOWEM M AOCTYMHOM
COCTOSIHUM AN1A YNOJHOMOYEHHOro Auua no dapmakoHaazopy. OH TakyKe A0/KeH ObiTb MOCTOAHHO
OOCTYNeH ANA WHCMEKUMM He3aBUCMMO OT Toro, Oblno AnM caenaHo 3apaHee COOTBETCTBylOLLEe
YBEOOMNEHUE UM HET.

3.8.2. [lepKaTenb perncTpaumoHHbIX YA0CTOBEPEHUIN NoAdepKUBAET U NpeacTaBaseT no 3anpocy
YNONHOMOYEHHOTO OpraHa rocy4apcTBa-yseHa Konuilo macTep-daina cuctembl $apmaKkoHagsopa.
[epyKaTenb perncTpaumoHHOTO YAOCTOBEPEeHWUA NpeacTaBaAdeT Konuilo mactep-dainna B TeyeHue 7
pabounx gHel nocne NoayvyeHns cooTBETCTBYHOLWEro 3anpoca. Mactep-daiin cuctembl papmakoHagsopa
NpeacTaBAsAOT B YNTAEMOM BUAE B 3/1EKTPOHHOM GopmaTe nam Ha BymaykHOM HocuTene.

3.8.3. Ec/iv oaMH 1 TOT »Ke mactep-dain cuctembl GpapmaKkoHaa30pa UCNOIb3YIOT 6osiee 04HOro
OepXKaTens perucTpaumoHHOro yaocToBepeHusa (B C/lyyae UCMOJIb30BaHUA 0bLWein cuctembl
dapmaKoHaf30pa), COOTBETCTBYHOLINK MacTep-bain cuctembl papmakoHaaszopa Ao/KeH 6biTb
OOCTyNeH ANA KaXKkAoro U3 HMX Takum obpas3om, YTobbl KaxKabld U3 AepyKaTenen PerucrTpauyoHHbIX
VAOCTOBEPEHU MMEST BO3MOXKHOCTb NpPeAcTaBuTb mactep-¢daiil B YNOJHOMOYEHHbIA OpraH
rocyaapcrBa-ysieHa B TedeHne 7 pabounx gHei nocae nosydyeHMsa COOTBETCTBYHOLLErO 3anpoca.

3.8.4. Mactep-dpaitn cuctembl dapmaKkoHag3opa, Kak MNpaBuiO, He 3anpaluvBaeTcs B Xo4e
npoBeAeHMA OLUEHKM HOBbIX 3aAB/IEHUI HA NOJIyYeHMe PerncTpaLLmMm IeKapcTBEHHOro npenapara (T.e. 4o
perncTpauumn NekapcTBEHHOTO NpenapaTa), HO MOKeT 6bITb 3aMpPOoLIEH B 0COBbIX C/yYanX, B YaCTHOCTM B
c/lyyae BHeApeHUA HOBOW cucTembl papmaKoHaA30pa MK Npu BbiABAEHUN Npobaem no 6esonacHocTu
NleKapcTBEHHOro npenapata AnMbO BOMPOCOB MO COOTBETCTBMIO TpeboBaHMAM 3aKOHOAATENbCTBA
rocyaapcrea-uneHa M MeKAyHapoAHbIX [AOFrOBOPOB M aKTOB, cocTasiaslowmx npaso Cotosa, no
dbapmakoHagzopy.

KoHcynbTaHTIAKOC: NpumeyaHue.
Paspen 4 sctynaet B cuny ¢ 1 auBapa 2017 roaa.

4. IHcneKkTUpoBaHWe cnuctemol papmakoHag3opa
4.1. BBeageHue

4.1.1. B uenax NoATBEP)KAEHWUA BbINONHEHUA AeprKaTeNaMM PermcTpaumMoHHbIX YA0CTOBEPEHUI
06s3aTeNbCTB MO GapMaKoHaA30py YNOJHOMOYEHHbIE OpPraHbl roCy4apcTB-41eHOB 0643aHbl NPOBOAUTL
MHCMEeKUuMM no  GapmMaKoHaA30py JepKaTenell pPerncTpaumMoHHbIX YAOCTOBEPEHUI WAM  WHbIX
OpPraHuM3auuii, MPUBJIEYEHHbIX AepKaTeNAMM PErucTPaLMOHHbIX YAOCTOBEPEHWUIA A/ BbINOJHEHUA
06s3aTenbcTB Mo dpapmakoHagzopy. WMHcnekuun no  ¢apmakoHaA30py AOJ/KHbI  NPOBOAUTLCA
MHCMEKTOPaMM, Ha3HaYaeMbIMKW OPraHamm rocyLapCcTB-41eHOB, YNOJHOMOYEHHbIMU NMPOBOAUTL OCMOTP
NOMELLLEHNI, 3HAaKOMUTBCA C  MaTepuanamu, LOKYMEHTamMM U mactep-paniom  cucTembl
dbapmaKkoHag3opa y gepiKatens pPerncTpauMoHHOIO  YAOCTOBEPEHUS WM WMHbIX OPraHM3auuid,
NPUB/IEYEHHbIX [Ep’KaTeNem PerucTpPaumoHHOro yA0CTOBEPEHUA 4718 BbIMNOJHEHUs 0653aTesbCTB Mo
dapmakoHagzopy. [ep:Katenb  PermcTpaumMoHHOTO  yAOCTOBEpeHWa 06s3aH no  TpeboBaHUio
YNO/IHOMOYEHHOIO OpraHa rocyapcTea-yjeHa NpeacTaBaaTb mactep-$aia cuctemsl hpapmakoHaa3opa,
KOTOpbIi ByaeT ncnoib3osaTbcA ANa MHGOPMUPOBAHMA O NPOBEAEHNN UHCMEKLNIA.



4.1.2. Llensamum MHcnekumn no dapmakoHaa30py ABASIOTCA:

a) NOATBEPAEHWE HaAnuMAa y JepXaTtena perncTpaLmoHHOro YyAOCTOBEPEeHMA MepcoHana,
CUCTEM, a TaK}Ke NOMeELLEeHUA, cpeacTs u 0b6opyaoBaHNs, HEOOXOANMBbIX ANA BbINOAHEHMA 06A3aTeNbCTB
no ¢apmakoHaazopy;

6) BblABNEHME, OLLEHKA M PErncTpaLmsa HeCOOTBETCTBUIA, KOTOPble MOTyT NPeACTaBAATb ONAaCHOCTb
AN 300Pp0BbA HaceneHns, U MHGOPMUPOBaHME 06 STOM MHCMEKTUPYEMOM CTOPOHDI;

B) MCMNO/Nb30BaHMe pe3yNbTaToB MHCNEKUMI B KayecTBe OCHOBbl ANA 06dA3aTeNbHbIX A4NA
AeprKaTens perncTpaumMoHHOro yaocToBepeHma aenctemnm (npn HeobxoamMmocTtu).

4.1.3. YNO/NHOMOYEHHbIN OpraH rocy4apcTBa-ysieHa BMpaBe MNpPOBOAUTL WHCNEKUMU Mo
dapmaKoHaa30py nepes pervcTpalMeit IeKapCTBEHHbIX NpenapaTtoB ANs8 MPOBEPKUM COOTBETCTBUSA
aencrteylowen  cuctembl  papmaKoHaglopa  AeprkaTens  PernctpauMoHHOro  yAoCTOBepeHun
TpeboBaHMAM 3aKOHOAaTeNbCTBA rOCYAapPCTBa-YieHa M HacToAawmx MNpasun. YNosHOMOYEHHbIe OpraHbl
rocyAapcTB-4/1€HOB OCYLLECTBASIOT B3aUMOAENCTBME MO 06MeHy uMHopmaumeir B 4acTu MHCNEKUWNA,
KOTOpbIE NIAaHUPYIOTCSA, N Pe3y/IbTaTOB MHCMEKLUUI, KOTOPbIE YXKe NpoBeaeHbl.

4.1.4. NMporpaMmbl MHCMEKUUI NO dapmMaKoOHaA30py BKAOYAKOT B cebA NAaHOBble MHCMEKLUN B
COOTBETCTBMM C OCHOBaHHbIM Ha pUCKax Noaxoae, a TakXe BHen/1aHoBble MHCMEKUUU, OCYLLLeCTBAAEeMble
C Lenblo OLEHKM npepgnosaraemblX HECOOTBETCTBUM WAW MOTEHUMaNbHbIX PUCKOB, KOTOpble MOryT
OKasaTb B/IMAHME Ha BbINOAHEHWEe QYHKUMN No dapmaKoHa[30py onpeneneHHOro NeKapCTBEHHOrO
npenapara.

4.1.5. Pe3ynbTaTbl WMHCMEKUWUM AO0/MXHblI 6biTb MPEAOCTaBAEHbl MHCMNEKTUPYEMOMY CyBbeKTy,
KOTOPbIN NO/yYaeT BO3SMOMKHOCTb BbICKa3aTb CBOM KOMMEHTaPMM B C/lyyae BbifBIEHUA HECOOTBETCTBUA
TpeboBaHMAM  3aKOHOAATENbCTBA  rOCyAapcTBa-ysieHa M Hactosawwux [pasun.  [epxkatenb
pPerncTpaumoHHOro yaoctosepeHua obA3aH CBOEBPEMEHHO YCTPaHUTb BbiAB/MEHHOE HECOOTBETCTBUE,
paspaboTas 1 BHEAPWB NJiaH KOPPEKTUPYIOLLMX U NpeaynpeamTesibHbIX MepPonpUATUN.

4.1.6. B cnyyae BbiABNEHMA B pe3y/sbTaTe MHCAEKUMM HecobaogeHua aeprKatenem
pPerucTpaLmnoHHOro yaocToBepeHna o06sA3aTenbcTs No  GapmMakoHaA30py YNOAHOMOYEHHbIA OpraH
rocyfapcrea-ysieHa 06s3aH MHGOPMMPOBaATb YNOSHOMOYEHHbIE OpraHbl APYrMX FrOCyAapcTB-Y/1€HOB O
BbIABIEHHOM HapylweHun. B cnyyae HeobXxoAMMOCTM YMOJHOMOYEHHbIM OpPraH rocyAapcTBa-ysieHa
OOMKeH obecneuntb, 4YTobbl K AepKaTento PerucTpaumMoHHOrO  YAOCTOBEPEHMSA MPUMEHANNCH
adpdeKTMBHbIE, COpasMepHbie U cAepP)KMUBAIOLWME Mepbl Bo3aelcTemA. MHGopmaumna o nposeaeHmn u
pe3ynbTaTax MHCMEKUUI B pamKax papmMaKoHa[30pa, a TaKKe O Moc/iefylowem KOHTPOJie U OLEeHKe
nocneAcTBM pa3MeLlaeTca rocyfapcTBaMmu-yneHamn Ha odpUUManbHbIX calTax COOTBETCTBYHOLUMX
YNOJHOMOYEHHbIX OPraHOB rOCYAapCTB-4/1eHOB B WHGOPMALNOHHO-TENEKOMMYHUKALMOHHON CeTU
"NnTepHeT".

4.2. CTpYKTypbl U Npouecchl

4.2.1. Tunbl UHCNEKLNIA.

4.2.1.1. WNHcnekumMn cuctembl dapmaKkoHaZ30pa B LEAOM M MO OTAE/IbHbIM NeKaPCTBEHHbIM
npenapartam.

4.2.1.1.1. MHcneKuMn B pamKax cucTembl GpapmaKkoHag3opa HanpasieHbl Ha OLUEHKY M aHanus
MMEIOLLMXCA NpoLeayp, CUCTEM, NepcoHana, NoMeLleHnin 1 06opyaoBaHMA, a TaKKe onpeaeneHna nux
COOTBETCTBUA 06A3aTeIbcTBam No GapMaKOHaA30pY, YCTAHOBAEHHbIM 3aKOHOAATE/IbCTBOM rOCYAapCTB-
YNeHoB M HacToAwMMK [Mpasuaamn. B xoge BbINOAHEHMA AAHHOMO aHanM3a MOTYT MCNOAb30BaTbCA
KOHKpPETHble NPUMepPbI EKAPCTBEHHbIX NPENapaToB 418 AEMOHCTPAUMN U NPOBEPKN PaboTbl CUCTEMDI
dbapmaKoHaazopa.



4.2.1.1.2. 'HCNeKumnn, HanpaB/ieHHble HA OLEHKY BbINOJHEHMA GYHKUMIA No dpapmaKkoHaa3opy B
OTHOLLEHUM ONpefeNeHHOro NeKapCTBEHHOMO MpenapaTta, BKAOYAOT B TOM YMCAE OLLEHKY M aHanu3
MEPONPUATUIA U AOKYMEHTAUWMKM, CBA3AHHOM C YKA3aHHbIM  JIEKAPCTBEHHbIM  MPEMNaPaTOM.
OnpepeneHHble acnekTbl obuwen cuctembl dapmakoHad30pa, WCNOSb3yemMble MPU  BbIMNOJHEHUM
®YHKLMIA B OTHOLIEHMW MHCMEKTUPYEMOTO IEKAPCTBEHHOIO NpenapaTa, TakKe MOryT NoA/1eXKaTb OLLeHKe
B PaMKax MHCNeKuumM no papmaKkoHaA30py, CBASAHHOM C IeKAPCTBEHHbIM NPenapaTom.

4.2.1.2. NnaHoBble U BHEM/IAHOBbIE MHCNEKLNM cUCTEeMbl papMaKoHaa30pa.

4.2.1.2.1. MnaHOBble MHCMNEKLUN CUCTEMDbI (apMaKOHaA30pa MNPOBOAATCA B COOTBETCTBMU C
npesBapuTeNbHO COCTAB/JIEHHOM MPOrpamMmMoiN MHCMeKUuMiA. B uenax ontuMmMsauuu naaHMpPOBaHUA
MEPONPUATUA MO  KOHTPOAO  GYHKLMOHMPOBAHUA cucTeMbl  GapMaKoHaA30pa peKomMeHAayeTcs
NPUMEHATb NOAX0A, OCHOBAHHbIN Ha OLLEHKE MNOTEHLMA/IbHbBIX PUCKOB HEBbINOIHEHUA COOTBETCTBYOLLMX
06s3aTenbcTB. MNaHOBbIE MHCMEKL MM NPeACTaBAAT COBO0M CUCTEMHbIE MHCMEKLMU, HO MOXKHO BbIOpaTb
OZMH UN HECKOIbKO OnpeeieHHbIX JIeKapCTBEHHbIX MPENapaToB B Ka4ecTBe NPMMEPOB 415 NPOBEPKU
bOYHKUMOHNPOBaAHMA cucTeMbl papmakoHag30pa W NOMyYeHWA MPaKTUYECKOro [AoKasaTenbCTBa ee
3pPeKTUBHOro (PYHKUMOHMPOBAHUA U COOTBETCTBMA TPeboBaHMAM 3aKOHOAATE/NbCTBA rocyAapcTBa-
YleHa U MeXAYHApPOAHbIX [OroBOPOB W aKTOB, cocTasrawowmx npaso Cow3a. B nporpammy
CTaHZAPTHOM MHCMEKLUN MOXKHO, Hanpumep, BKAOYUTb OLEHKY COCTOSIHUA CUCTEMbI MO KOHKPETHbIM
npob6aemam, BbIBNEHHbIM 3KCNEPTAMMU.

4.2.1.2.2. BHennaHoBble MHCMNEKLUN CUCTEMbI papMaKoHaA30pa NPOBOAATCA B C/ly4ae BbIABAEHMUA
MHUUMMpYylowero d¢akTopa (cMcTemHoOW npobaembl), NPW 3TOM WMHCMEKUMSA paccMaTpuBaeTcAa Kak
Hanbonee oONTUMa/bHbIK CNOCODO M3y4YeHUA U OUEHKM BbIABAEHHOW npobaembl. BHennaHosble
WMHCNEKLMM HanpaB/eHbl Ha OLEHKY KOHKPETHbIX npoueccoB GapMaKkoHaA30pa MAM BKKOYAOT B cebn
U3yyeHne BbIABNEHHOW nNpobiembl (BOMPOCOB) M ee BAMAHWMA Ha ONpPeAeNeHHbl IeKAaPCTBEHHbIN
npenapar.

B onpepeneHHbIX caydyaax B 3aBUCMMOCTU OT BblAB/IEHHOM VIHMLI,MMpyPOLLI,El\;I I'IpO6J'IEMbI MOTyT
BbINO/THATLCA MHCNEKUNN C nonHom OLI,EHKOVI CNCTemMbl ¢apmaKOHap,3opa. BHennaHoBble MHCNEKLUn
BbIMOJIHAKOTCA B C/1y4ae BbiAB/EHNA OAHOIO U1 HECKOJIbKUX U3 CneaAyrownX NHUUUNPYHOLWKNX d)aI-(TOpOB.

4.2.1.2.2.1. ®aKTOpbI B 4aCTM COOTHOLIEHMA "NONb3a - PUCK" NEeKAaPCTBEHHOrO NpenapaTa:

M3MeHeHMe COOTHOLWEHUA "Mosb3a - pUCK", ecn npeacTaBaseTcs HeobxoaAMMbIM AafibHenLwan
OUeHKa CUCTeMbl nyTem nposegeHnAa MHCNnekunn;

3a4eprKKa B BbINOJIHEHUN, IMBO HeHag/iexKallee BbINONHEHME NPOLEAYPbI BbIABNEHUA PUCKA UK
MHGOpMMpPOBaHNA 0O M3MEHEHUM COOTHOLeHUA '"nonb3a - pUCK", NMBO HEeBbINOJAHEHWE AaHHOM

npoueaypsl;

npeacrasneHve UHbopmauum no npobiemam ¢dapmakoHagsopa B CPeacTBa  MacCoBOW
nHdopmauun 6e3 npesBapuTebHOIO UAN OAHOBPEMEHHOIO YBEAOMNEHUA YNONHOMOYEHHbIX OPraHoB
rocyAapcTB-4Y/1eHOB;

HECO6J'II-OLI,EHVIE Tp66OBaHMﬁ 3aKOHO4aTeNbCTBA roCyaapcCrBa-v4seHa, MmexXayHapogHbIX 40rosopos
M aKTOB, COCTaBaAlOWMUX NpaBo Coto3a, uam obasatenbctB no obecneyeHuto 6He30MacHOCTU
NNEKaApPCTBEHHOro npenaparta, BbiABJIEHHOE B XO04€ MOHUTOPWUHra OeATeNbHOCTU Nno d)apmaKOHa,u,sopy
YNO/THOMOYEHHbIMM OpraHamm rocyaapcre-41€HOB;

npnoctaHoBAeEHNE O6anJ,EHMF| UM mn3bvATUE C pPbIHKA J1IEKAPCTBEHHOINO MpenapaTa 6es
npeasapunTesibHOro yseaomaeHmnAa ynosIHOMO4YEHHbIX OPraHOB rocyaapcre-4/1€HOB.

4.2.1.2.2.2. ®daktopbl B 4acTu o06s3aTenbCcTB MO nNpeacTaB/ieHMio UHoOpMauuM (CPOYHBbIX U
nepuoanyecKkux):



3a4eprKKa Mbo ynyweHus B npeactaBieHnn nHpopmaumm no 6e3onacHOCTU B COOTBETCTBUM C
TpeboBaHMAMM 3aKOHOAATENbCTBA [OCYAAPCTBA-Y/IEHA WM  MEXAYHApPOAHbIX [AOroBOPOB W aKTOB,
coctasaatowmx npaso Cotosa;

HM3KOe KayecTBO (B TOM 4MCAe HETOYHOCTb, HEMPOCAEKMBAEMOCTb, OTCYTCTBME LENOCTHOCTH)
MB0o HenosIHOTa NpeacTaBAseMoi MHbopmaLmK;

HEeCOOTBETCTBUE MeXKAY NPeAcTaBAfseMon MHGoOpMaLMEN U APYTUMN UCTOYHUKAMU MHGOPMALUN.
4.2.1.2.2.3. ®aKTopbl B 4aCTN 3aMpoCOB YNOJHOMOYEHHbIX OPraHOB rocy4apCTB-41€HOB:

OTKa3s OT Npe/cTaBAeHnA 3anpalumsaemoit MHGOPMaL MM B CPOKM, YKa3aHHbIe YNOJHOMOUYEHHbIMM
opraHamm rocyapcrs-4aeHos;

HM3KOEe KayecTBO NPeACcTaBAAEMbIX AAHHbIX MU UX HEHaA/eXallee NpeacTaBieHWe Mo 3anpocam
OT YNOJIHOMOYEHHbIX OPraHOB FOCYAapPCTB-YNEHOB O NPeACTaBAEHUN UHDOPMALLUN.

4.2.1.2.2.4. ®aKTOpPbI B 4ACTU BbINOJIHEHWUS YCTAHOB/IEHHbIX 06A3aTENbCTB:

obecnokoeHHocTb (06OCHOBaHHOE MHeHMe OTHOCUTE/IbHO OTCYTCTBMA B PaCMopPAXKEeHUU
AepyKaTens PerncTpaumoHHOro yA0CTOBEPEHMSA OPraHM3aLMOHHOW CTPYKTYpbl, PecypcHoi 6asbl nau
cuctembl obecrneyeHmsa KayecTBa cucTembl GapMaKoHag3opa) No NoBody COCTOSHUA UAW BbINOJHEHUA
0653aTeNbCTB B paMKax NiaHa Nno ynpasJeHUI0 PUCKaMK;

3aflepXKa WAM  HEeBbIMNONHEHWE KOHKPEeTHbIX 06A3aTeNbCTB, KacalowmxcA MOHUTOPUHIa
6e30MacHOCTM MPOAYKLMM, BbiABIEHHbIE BO BPpemMs NpoLeaypbl SKCNepTUsbl PerncTpaumMoHHOro Aoche
NleKapcTBEHHOTO npenapara;

HM3KOe KayecTBO OTYETOB, NpeAcTaB/ieHHbIX B OTBET Ha 3anpoc O BbINOJAHEHUW YCTAHOBAEHHbIX
obasaTenbcTs.

4.2.1.2.2.5. ®aKTOpbl B 4aCTN MHCMNEKUMNU:

3a/leprKKa BO  BHEAPEHWM UAM  HeHaJjiexallee  BbINOJHEHWE  KOPPEKTUPYHOLWMX WU
npeaynpeauTencHbIX AeNCTBUIA;

nosy4yeHue Npu BbINOJHEHUU APYTUX MHCMNEKLMA Ha COOTBETCTBME TpeboBaHMAM HagnexKalumx
dapmaLeBTMUYECKUX NPAKTUK MHPopmaumMm o HecobnwgeHun TpeboBaHMM 3aKOHOAATENbCTBA
rocyfapcTBa-yieHa W MeXAyHapoaHbIX [OroBOPOB M aKTOB, COCTaBasloWwmMx npaso Coto3a, wau
ob6A3aTenbcTB No obecneyeHUto 6€30MacHOCTM NEKAPCTBEHHOIO NPenapaTa;

npoBepka MHGOPMaLMK, NONYYEHHOWM OT APYIUX YNOJHOMOYEHHbIX OPraHOB rocyAapCcTB-4Y/1eHOB,
KOTOpble MO/ BbIABUTb HECOOTBETCTBUA CUCTEMbI papmaKkoHaA30pa.

4.2.1.2.2.6. NHble paKTopbl:
npo6siemMbl, BbiiBJIEHHbIE NPU PACCMOTPEHMM MacTep-dalina cuctembl GapmakoHag30pa;

WHas WHpOpMauMa MAM MOCTynawowme Kanobbl (NpeTeHsuu), yKasbiBalolWmMe Ha OTCyTCTBUE Y
AepyKaTens perncTpaLMoHHOro yA0CTOBEPEeHUs cucTeMbl GapMaKkoHag30pa UK cucTembl obecneyeHns
ee KayecTBa.

4.2.1.3. JopernctpaumoHHble MHCAEKLWUN.

4.2.1.3.1. loperMcTpaLMoHHble MHCNEKLMUM cucTeMbl hapMaKoHaA30pa BbIMNOAHAIOTCA 4O Bblgauun
3aABUTENIO  PErncTPauMOHHOrO yaoctoBepeHuA. Lienblo TakKMX WMHCNEKUMA ABASETCA  U3ydeHue
OYHKLMOHUPYIOLWEN UAW NAaHUPYEMON cuCTEMbI hapMaKoHaA30pa B COOTBETCTBMM C NPeACTaBAEHHbIM



3anBUTE/IEM OMUCaAHUEM cuUcTeMbl. [JOPerucTpauMoHHbIe MHCMEKUMU cuctembl dbapmaKkoHaz3opa He
ABNAOTCA 0653aTeIbHbIMKW, HO MOTYT NOoTpeboBaTbcA NPU onpeaeneHHbIXx obcToaTenscTBax. MpUHLMNLI
3anpoca O NPOBEAEHUN AOPErncTPaLMOHHON MHCNEKUMU A0MKHbI ObiTb onpefeneHbl 3apaHee U He
OO0JIXKHbI ABNATLCA NPUYMHON HEOBOCHOBAHHbIX MHCMEKTUPOBAHWUM, KOTOPblE MOTYT 3a4epKaTb Bblaady
PErncTPaUMOHHbIX yaocToBepeHuin. [Mpu  paccmoTpeHun LenecoobpasHocTM M 060CHOBAHHOCTU
BbIMOJIHEHUA AOPErUCTPALMOHHbBIX MHCNEKLUNIM cneayeT yumTbiBaTb caeaytolmne GakTopbl:

3aABUTENb paHee He paboTan c uMmetowenca cucTtemolr dapmakoHaa3opa Ha TeppUTopUAX
rocyAapcTB-Y471€HOB UM HAXOAMTCA Ha CTaAMM CO34aHNA HOBOM cucTeMbl papmMaKkoHaA30pa;

nosiyyeHa nHdopmauma (Hanpumep, UCTOPUA NPEALECTBYIOWMX UHCNEKUMA Inbo yBegomaeHune
(MHPOpPMaLMA) APYTUX YNONHOMOYEHHbIX OPraHOB roCyAapCTB-Y4/1EHOB O HECOOTBETCTBMMU) O TOM, YTO
AepyKaTeNb PerncTpauMoHHOro YAOCTOBEPEHUS MMEEeT HapeKaHWa Mo BbINOJHEHUIO TpeboBaHMI K
cucteme dapmaKkoHazsopa. Ecam y geprkaTenn perncTpalMoHHOrO yA0CTOBEPEHMSA UMEEeTCA UCTopuUsA
cepbesHblX W (MAM) NOCTOAHHbLIX HECOOTBETCTBMA cucTeMbl dapmaKoHag3opa AeNCTBYHOLWMM
TpeboBaHMAM, TO AOPErUCTPALMOHHAA MHCMEKUMA cucTembl GapMaKoHaA30pa MOXKET BbiTb OAHUM U3
MEXaHM3MOB NOATBEPKAEHUA TOro, YTo cuctema 6bina COOTBETCTBYIOLWMM 06pa3om ucrpasieHa Uau
YCOBEPLIEHCTBOBAHa;

npu Hannmumm npobnem, Kacarowmxca 6e3o0nacHOCTU onpeaesieHHbIX IeKapCTBEHHbIX NPenaparos,
MOXeT O6biTb  NPM3HAHO HeobBXOAMMbIM  OLLEHWTb  BO3MOMHOCTM CO CTOPOHbl  AepaTens
PErncTPaLnOHHbIX YA0CTOBEPEHWUN:

peannsaummn MeponpuaTUA N0 MUHUMMU3ALLMM PUCKOB, CBA3AHHbIX C KOHKPETHbIM JIeKapCTBEHHbIM
npenapaTom;

Hagnexauwero BblNoJIHEHUA 0cobbix Tp66OBaHMﬁ no obecneyeHnto 6esonacHocTU NPUMEHEHNA
NNEKAPCTBEHHbIX MPenapaToB, KOTOPblIE MOTYT 6bITb YCTaHOB/IEHDbI;

HaA/1eXalllero BbIMOJIHEHUA MPoLEeAYP B pamKkax PyTMHHOrO ¢papmakoHaA30pa /eKapCTBEHHOMo
npenapara, Bbi3bIBalOLLEr0o ONaceHWs B OTHOLWEHUN npoduas 6esonacHoCTy.

MpuHATUE pelleHns MO BbIMONHEHMIO AOPErMCTPALMOHHON NHCNEKUMM BKAOYAET B cebA OUEHKY
PUCKOB C KOMM/IEKCHOM OLEHKOW BOMPOCOB, KacaloLWmMxca onpeaeeHHbIX 1eKapCTBEHHbIX NPenapaTos u
cucTemsl.

4.2.1.3.2. B cnyyae eciM B pesynbTaTe OOPErnCTPALMOHHON  MHCMEKUUM  CUCTEMBI
dbapmakoHaa3opa BO3HMKaAET 06eCcnoKOeHHOCTb NO NOBOAY CNOCOBHOCTM AeprKaTena perncTpaLMoHHOro
YOOCTOBEPEHUA  BbLINOAHATL  TpeboBaHMA K  cucTeme  GapmakoHaAa30pa,  YCTaHOB/IEHHble
3aKOHOZATEeNbCTBOM FOCYAApCTBa-y/leHa W  HacToAwMmM [paBuaamu, YNOAHOMOYEHHbIA opraH
rocyAapcrBa-uneHa MOXeT NPUHATL CAeaylowme mepbl:

a) oTKas B pernctpauuu, nOATBEPKAEHUN perucTpaumm (nepeperucTpaumm) WUAM  UHbIX
npoueaypax, CBA3aHHbIX C perucrTpaumen;

6) BblMOJ/IHEHUE I'IOBTOpHOﬁ MHCNEKUMN 00 BblAa4yn perncTtpaymoHHOro yaocroeepeHuna C Lenbko
noatreepXaeHnA yCTpaHeHUA KPUTUYECKNX HEeCOOTBETCTBUI M BbINOAHEHUA pEKOMEH,D,aLLMVI;

B) Bblda4a pPerncTtpaumMoHHOro yaocrosepeHuA C peKomer,aumeﬁ nposegeHNAa WHCNeKUunn
Cncrembl d)aplv\aKOHap,sopa Ha paHHeM NOCTPEerncTpauMoHHOM 3Tane.

4.2.1.4. NocTperncTpauyoHHble MHCNEKLUMN.

nOCTpeI'VICTpaLI,I/IOHHbIe MHCNEKUMUN CUCTEMDI ¢apmaKOHap,3opa npoBogATCA nocne Bblaa4dun
yOoCToBepPEHNA O I'OCVAapCTBEHHOﬁ perncrtpaunmn n npegHasHadyeHbl 014 OUEHKM BbINOJIHEHUA
Aaepxarenem  pernctpavtmMoHHOro yaocrtoBepeHuAa CBOUX obnaAsaTenbcTe Mo d)apN\aKOHap,aopy.



MocTperncTpaumoHHble MHCNEeKUUM MOryT ObiTb Nt060ro TMNa B COOTBETCTBMM C NyHKTamu 4.2.1.1 u
4.2.1.2 HacToAwwmx Mpaswna.

4.2.1.5. O6bsABAEHHbIE U BHE3AMHbIE MHCNEKLUUNN.

BONbLWMHCTBO MHCNEKUMIN cucTeMbl dapmMaKoHaalopa byayT ob6baBAeHHbIMM, YTO Npeanoaaraert
yBEAOMNEHNE  MHCMEKTUPYEMOM  CTOPOHbl O  HeobxoguMmocT  obecrneyeHus  NPUCYTCTBUA
COOTBETCTBYIOLIMX /ML, BO BpeMa NPoBeAeHUA UHCNeKumn. B page cnyyaeB LenecoobpasHbiM ABAAETCS
NpoBefEHME BHE3AMHbIX WHCNEKUMA NN60 YBEAOM/IEHME WHCMEKTUPYEMOMN CTOPOHbI HaKaHyHe
NpoBeAeHMA WMHCNEKUMM (Hanpumep, ecnn npeaBapuTenbHoe 0ObABAEHME MOXKET MOCTaBUMTb MoA,
Yrposy Lesn MHCMNEeKUUU UAM eCNU UHCMEKUMS MPOBOAUTCS B CXKaTble CPOKU Mo HesoTnaraTesibHbiM
NpPUYMHaAMm, CBSI3aHHbIM C Yrpo3oi 6esonacHocTu).

4.2.1.6. NNoBTOpPHbIE MHCMEKL MM,

MOBTOPHbIE MHCMEKUMM MOTYT MPOBOAUTBLCA Ha PEryaspHOM OCHOBE B pPaMKax MpPOrpammbl
MNAaHOBbIX MHCMEKUMN cuctembl dapmakoHagsopa. Heobxogmmo oueHUTb ¢GaKkTopbl PUCKA C LE/bHo
onpeaeneHna NpUopUTETOB MOBTOPHbIX MHCMEKUMA. MOBTOPHAA MHCMEKUMA Ha pPaHHEeM 3Tane MOKeT
NpoBOAMTLCA B C/Ayvyae, €CAW BbIIBEHO 3HauYUTe/IbHOE YWUCA0 HECOOTBETCTBUI U  TpebyeTcs
NnoATBEPKAEHME HAAEKALLEro BbINOJHEHUS AEACTBUIA U MEPONPUATUI, HANPABNEHHbIX Ha YCTPaHeHue
3aMeyYaHui, U OLLEHKN MNOCTOAHHOIO BbINOJIHEHUA 0653aTeNbCTB M cobatogeHMA TpeboBaHMIN K cucteme
dbapmaKkoHag3opa, B TOM YMCAE OLEHKM M3IMEHEHM B cucTteme dapmakoHaasopa. [MoBTopHasA
MHCNEKUMA Ha paHHeM 3Tane TakKe LUenecoobpasHa BCKOpe MOCAe MNPOBEAEHWA Npeablaylueit
WMHCNEKUMM B C/y4ae HaauMuma WHPOPMAUMM O HEBBLINOAHEHUM WUHCMEKTUPYEMON CTOPOHOM
HaZ/1eXKallMX KOPPEKTUPYIOLWNX U NpeaynpeaunTesibHbIX MEPONPUATUI No nNpeanucaHnto 6onee paHHe
WUHCNEKLMN.

4.2.1.7. ANCTaHUMOHHbIE UHCMEKLUN.

[ncTaHUMOHHbIE MHCNEKLMK cucTeMbl GapmaKoHaa30pa NPOBOAATCA MHCNeKTopamu 6e3 Bble3aa
K [OepMaTenlo perucTpauyoHHOro yaoctoBepeHusa anboO opraHusaumu, KOTOPOW [enermpoBaHo
BbiNOMIHEHNE YHKUMIA no  dapmakoHaa3opy. YKasaHHble MHCMNEKUMM MOTyT MpoBOAUTLCA €
MCNONb30BaHMEM TaKMX CPeACTB CBA3M, KaK WHOOPMALMOHHO-TENEKOMMYHUKALUMOHHAA CeTb
"UnTepHeT" nnu TenedoHHan cBasb. Mog06HbIA TN MHCNEKLUIA MOXKET TaKKe MCNOb30BaTbCA B C/lyyae
BO3HWKHOBEHMUA JIOTUCTUYECKUX TPYAHOCTEM NpWU MNPOBEAEHUUM MHCMEKUMM HA MecTe B C/yyae
NCKOUNTE/IbHBIX 06CTOATENLCTB. PeleHne o npoBeaeHUN ANCTAHLMOHHON MHCMEKL MM NO YCMOTPEHMIO
WHCNEKTOPOB MOAJ/IEXKMUT COr/IaCOBaHWUIO C YNOJIHOMOYEHHbBIM OPraHOM roCyAapCTBa-4ieHa, BblAaoWMM
nopy4yeHWe Ha NpoBefeHUe UHCNEKUUN. JIOTUCTUYECKME acnNeKTbl AUCTAHLUMOHHOM UHCNEKLMM cneayeTt
COrNacoBbIBaThb C AeprKaTeNem perncTpalmMoHHOro yaoctosepeHua. B cnyyae ecnm B xoge nposegeHus
AWCTaHUMOHHOM MHCMEKUMU BbIABAAKOTCA BOMPOCHI, Tpebyloline BbINONHEHUA OLLEHKM CUCTEMDI
bapmakoHaa3opa HenocpeaCcTBEHHO Ha MecTe, MPUHUMAETCA PelleHWe O NPOBeAEeHUU MHCMEKUUU ¢
Bbl€30M Ha MECTO MHCMEKTUPOBAHMUA.

4.2.2. NnaHUpoOBaHME UHCNEKUMIA.

4.2.2.1. MnaHuMpoBaHWe WHCNEKUMA cuctem ¢apmMaKoHag30pa SLOMKHO OCHOBbLIBATbCA Ha
CUCTEMHOM NOAX0AE, OPUEHTUPOBAHHOM Ha OLEHKY PUCKOB, C Le/iblo ONTUMA/IbHOrO MCMOJIb30BaHMA
pecypcoB B paMKax OCYLLECTBASEMOW AeATEeNIbHOCTU MO KOHTPO/II0 U 06ecneyeHmnto BbICOKOTO YPOBHA
3aWMTbl 340pOBbsA HaceneHusa. lNoaxon K MNAAHWMPOBAHWMIO WMHCMEKLUMIA, OCHOBaHHbIA Ha pPUCKax,
No3Bo/IAET ONPeAEeNNTb YacTOTy, HanpPaBAeHHOCTb U 06BEM MHCNEKTUPOBAHUA.

4.2.2.2. Mporpammbl MHCMEKUMI cucTem ¢apMaKkoHaA30pa COCTaBAAOTCA YMNOJHOMOYEHHbIMM
opraHamu rocyAapcTB-4/1eHOB C y4eTOM Creaytolmx GaKTopoB:

a) baKTopbl, CBA3aHHbIE C MHCMEKUMEN:



NCTOPUSA BbIABAEHUSA HECOOTBETCTBUIM MO pe3ynbTaTamM Npeablaywmnx MHeneKkumin dapmakoHazsopa
WAW APYTUX TUMOB MHCMEKUMI (B COOTBETCTBUM C HageKalnMmm papmaLeBTUYECKMMM NPaKTUKaMK);

[aTa NOBTOPHOM MHCNEKUMU, PEKOMEHA0BAHHAA WMHCMEKTOPaMM UM SKCNepTaMu B pesysibTaTe
npeablayLLen MHCNeKunm;

6) dpaKTOpbI, CBA3AHHbIE C IEKAPCTBEHHLIMW NpenapaTamu:

perncTpauma  NeKkapCTtBeHHOro npenaparta, 414 KOTOpPOro Ha3Ha4deHbl OOMOJIHUTENbHbIE
meponpuAaTmnAa no ¢apmaKOHap,3opy UM meponpuAaTmnAa, HanpasaeHHblie HA MUHUMKN3ALLUMIO PUCKOB;

perncTpaums  IeKapcTBEHHOrO  npenapaTta, A8  KOTOPOro  HasHayeHo  MpoBedeHue
NOCTPErncTPaLMoHHbIX UCCeA0BaHMN Mo 6@30NacCHOCTM MU Ha3zHaYyeH A0MNO/IHUTENbHbIN MOHUTOPUHT;

perucTpaums M MnocTaBKka JIeKapCTBEHHOro npenapata ¢ 60/blMM 0BbEMOM MPOAA, T.e. C
MOTEHLMANbHO 3HaYMMbIM BO3AeNCTBUEM Ha BO/bLLYIO MONYAALMIO NALMEHTOB;

perucTpaums eKapcTBEHHOro npenapara, He MMEOLLEro anbTepHaTUBbl Ha PbiHKE rocyaapcrsa-
yneHa;

B) GaKTOpPbI, CBA3AHHbIE C AeprKaTesIeM PErMCTPALMOHHOIO YA0CTOBEPEHUA:

AepXaTenb pPerucTpaumoHHOro yA0CTOBEPEeHUA, KOTOPbIM HUKOrAa He noasepranca MHCNeKuuu
cuctembl GapmaKkoHaa30pa;

[AepKaTeNb PerncTpaumoHHOro yAOCTOBEPEHUA, UMELWMIA B 06palleHUM 3HaYNTENbHOE YMCI0
NleKapCcTBEHHbIX MPenapaTos Ha PbIHKaxX rocyAapcTB-4/1eHoB;

Aep)KaTeNb PerucTpauMoHHOro Y/AOCTOBEPEHWUA, paHee He WMEeBIUMIA YyA0CTOBEpPEeHWUin o
rocy4apCTBeHHOMN perncTpaLmm Ha TeEPPUTOPUAX rOCYAapPCTB-Y/1IEHOB;

HeraTMeBHasA MHOOPMaLMA B OTHOWEHUN BbINONHEHUA 06A3aTeNbHbIX TpeboBaHWiA U (MaK) B CBA3U
C BO3HMKHOBeHMEM npobaem no 6e30nacHOCTU NEKAPCTBEHHbIX NPENapaToBs, NOYyYeHHasAs CO CTOPOHbI
YNOAHOMOYEHHbIX OPraHOB rocyAapCTB-41I€eHOB M MHbIX FOCYA4apCTB, OCyLLecTBAAOWMNX GapMaKoHaa3op,
a TaK»Ke YMOJIHOMOYEHHbIX OPraHoB B APYrnX 06/1acTAX peryanposaHna obpalleHns NeKapcTBEHHbIX
npenapaTtos (T.e. COOTBETCTBYIOLWMNX HaaNexalumMX GapmaLeBTMYECKUX NPaKTUKaX);

Takue U3MEHEHUA B OPraHM3aLMOHHOW CTPYKTYpe AeprKaTena perncTpaumMoHHOro yaocToBepeHus,
KaK CIMAHUA N NOTNOLLEHUS;

r) paKTOpbI, CBA3aHHbIE C cucTeMon hapmaKkoHaa30pa:

AepXKaTenb PerncTpaLmMoHHOro YAOCTOBEPEHUA, UMEHLWMA cybnoapaaHyo opraHusauuMio no
OCYLLECTBNEHNIO AeATeNbHOCTM No dapmakoHaa3opy (B Yactn pyHKkumin Y/1d B Cotose, npeacTaBieHus
oT4yeTOB Mo 6e30MacHOCTN U T.4.) U (MAK) HECKONIBKO OpraHM3aLmii, MPUBAEYEHHbIX A5 OCYLLECTBNEHUA
meponpusaTuii no ¢apmakoHaa30py;

3ameHa Y/1® c MomeHTa nocneaHen MHCNeKunu;

n3meHeHun B 6ase (6a3ax) AaHHbIX NO 6e3sonacHoCTH NNEKAPCTBEHHDbIX NMPenapaToB, KOTOPblIE MOTYT
BK/OYaTb B cebsi M3meHeHWe camoit 6asbl AadHHbIX AN B3aUMMOCBA3AHHbIX 6a3 AadHHbIX, CTaTyC
Bangaummn 6a3bl AaHHDbIX, a TaKXKe I/IH(bOpMaLI,VIVI O nepenaHHbIX Nan nepeHeCeHHbIX OaHHbIX;

U3MEHEHMA B AOTOBOPHbIX OTHOLIEHMAX C NMOCTABLWMKAMMK yCayr no ¢papmMakoHaa3opy MAM mecT
BbINOAIHEHUA PYHKUMI NO dapMaKOHaA30pYy;

AenernpoBaHue uav nepegada ynpasneHua mactep-danaom cuctembl papmakoHaasopa.



4.2.2.3. YNO/NHOMOYEHHbIE OpraHbl rOCyAapCTB-Y4/IEHOB BMpaBe 3anpawmsatb Tpebyemyto
MHOOPMAUMIO y AepKaTenell perucTpaLmMoHHbIX YA0CTOBEPEHNUI B LENAX NAAHUPOBAHUA MHCNEKUMIA Ha
OCHOBAHMM MOAX04a NO OUEHKe PUCKOB, B CAyyae eCc/ii Ha MOMEHT MJaHUPOBaHWA OHa He ABNAEeTCA
[OCTYMHOWN.

4.2.3. 'HcneKTupyemble 06beKTbI.

Jlilobana cTopoHa, OCyLLEeCTBAAIOLLAA MEPONPUATMA NO GpapMaKoHaA30pPY NMOAHOCTLIO MAM YacTUUHO
OT MMEHU AiepyKaTens perucTpaLnmoHHOro yaocToBepeHns IMbo COBMECTHO C HUM, MOXKeT NoABepraTbea
MHCNEKUMM Ha  NOATBEepXAEHWe  CMOCOBHOCTM  HaA/exallero  BbIMNOJHEHUA  [epyKaTenem
perucTpaumoHHOro yaocToBepeHns 0683aTenbcTB M cobnogeHua obAsaTenbHbix TpeboBaHMIA No
dapmakoHagszopy. O6beKTbl ANA MHCNEKTUPOBAHUA MOryT ObiTb Pacno/oMKeHbl Ha TeppuTopuAaAx
rocyaapcre-yneHos nuvbo 3a ux npegenamu. MHcnekumm obbekToB 3a npegenamu Coko3a moryt
NpoBOAMTLCA, €CAU T[NaBHbI LeHTp ¢dapmakoHaasopa, 6asbl AaHHbIX M (MAKM) BbiNoAHAEMan
AeAteNbHOCTb Mo  dapmakoHaas3opy Haxogatca 3a npegenamu Cotoza. TMn M KO/AMYECTBO
MHCNEKTUPYEMbIX 06BHEKTOB A0/KHbI BbIBUPATbCA COOTBETCTBYHOLWMM 06pa3om, YTobbl rapaHTUpPOBaTh
OOCTUXEHME KNHOUEBbIX Lie/Iei MHCMEeKUUN.

4.2.4. O6bemM MHCMEKLUN.

O6bemM MHCMEKUMM 3aBUCUT OT LEeNel WHCHEeKUMM, OXBaTa MpeablaywmMmy  MHCAEKLUAMMU
YNOJIHOMOYEHHbBIMW OPraHaMKn roCyAapCTB-YNEHOB, a TaKXKe OT TMNa MHCnekuun. MNpu NaaHMpPoBaHUK
06beMA MHCNEKUMN HEOBXOANMMO YUMTbIBATD:

a) MHbopmaumio, NpeacTaBNeHHY0 B MacTep-daiine cuctembl GapMakoHag30pa;

6) MHPopmauuio O PYHKUMOHMPOBAHMM cuUCTeMbl (apmaKoHaA30pa, HanpuMmep, AaHHble O
COOTBETCTBUMN CUCTEMbI, UMEIOLLMECH Y YNOJHOMOYEHHOrO OpraHa rocyaapcrea-y4aeHa;

B) KOHKpeTHble (aKTopbl MHULUUMPOBAHUA WHCMEKLMM B COOTBETCTBMM C nyHKTOM 4.2.1.2
HacToAwmx MpasuA.

4.2.4.1. CTaHAapTHble MHCNEeKUUKU dapmaKkoHaa30pa.

B npouecce nposegeHUA CTaHAAPTHbIX MHCI'IeKLI,VII‘a Cncrembl d)apmaKOHap,aopa nposepAeTca
CO6I'IIOAGHM€ Tpe6OBaHVIﬁ 3aKOHO4ATeNbCTBA rOCydapcCTBa-vyieHa U mMexAayHapoAHbIX O0rosopos u“
dKTOB, COCTaBaAKOWMNX NpaBo Coto3a, no d)apmaKOHap,sopy. Ecnm 31O NnpUmeHMMO, MHCNeKTUpoBaHue
AO0/KHO BKNIIOYATb OLLEHKY Caieayrownx anNemMeHTOB CUCTEMbI:

a) npoueaypbl paboTbl C UHAMBUAYANbHBIMM COOBLLEHUAMMU O HEXenaTesNbHbIX peakuuax Ha
JleKapcTBeHHbIN nNpenapat (ganee - UCHP):

cbop, nosyyeHne n obmeH coobLLEHUAMM, NOSYYEHHBIMU U3 BCEX MCTOYHWMKOB, OT OOBEKTOB U
opraHu3auuii B pamMkax cuctembl papmakoHaA30pa, B TOM Yucae OT TeX OpraHuM3aumii, KoTopble Ha
KOHTPaKTHOM OCHOBe BbINOMHAIOT o0b6fA3aTenbctBa nNo  dapmakoHaaszopy Ana  AepikaTens
PerucTpaLnoHHOro YA0CTOBEPEHUSA, a TaK¥Ke OT MHbIX NoApasAeNeHNn opraHn3aUmmn, He OTHOCALMXCA K
cucteme hapmakoHaa3opa;

OLeHKa COO6LLI,€HMI\;1, B TOM 4YuUCne MeXaHU3Mbl nonyvyeHmA U npoueaypa pernctpaumm oueHKu
nnud, npeacrasmnBLUNX coo6u.|,eva, ncnosablyemaa TepMUHONIOINNA, OUEHKa CEPbE3HOCTU, OXKNAAEMOCTU
n anHMHHO-CﬂeACTBeHHOVI CBA3MN,

perucTpauma pesynbTaToB Nocieayrolwero HabalaeHna U NCxog40B (Hanpumep, Ucxoq, B Caydanx
BO3JENCTBMA JIeKapCTBEHHOrO rpenapata Ha niof B nepuos 6epeMeHHOCTM W MeaMUMHCKoe
noATeepKAeHMe CoobLLEHWNI, NOYYEHHbIX CO CTOPOHbI NaLMEHTOB);



BbINO/NHEHWEe TpeboBaHMI 3aKOHO4ATENbCTBA FOCYAAPCTB-YNEHOB M MEXKAYHAPOAHbIX AOrOBOPOB
M aKTOoB, cocTasaatowmx npaso Coto3za, No npeacTasaeHuto pasnndHbix Tunos MCHP B cooTBeTcTBYOWME
YMNONHOMOYEHHbIE OpPraHbl rOCy4apCTB-Y1E€HOB;

BeJeHWe JOKYMeHTauun n apxmsmposaHue NCHP;
6) nepmoanyeckme obHoBAAEMbIE OTYETLI MO 6€30MacHOCTM (ecIv NPUMEHUMO):

NONTHOTA U AO0CTOBEPHOCTb BKJ/IKOYEHHbLIX AdHHbIX, 060CHOBAHHOCTb peLLIEHMﬁ, OTHOCALWMUXCA K
AadHHbIM, KOTOPblE HE BK/TIOYEHbI;

peleHne BONPOCOB NO U3MeEHEeHUIO Npodunsa 6e3onacHoCTM, NPeacTaB/ieHne COOTBETCTBYHOLWMX
aHaNM30B M mep;

odpopmneHmne NOOB B cOOTBETCTBUM C YCTAHOBAEHHbIMU TpeboBaHMAMMU;
CBOEBPEMEHHOCTb NPeaCTaBAEHUS;

B) HEMpepbiBHas oueHKa npoduaa 6esonacHocTu:

MCNONb30BaHME BCEX UCTOYHMKOB MHPOPMaLUUM ANA 0BHapyXKEeHUsA CUrHana;
npasubHOE NPUMEHEHNE METOA0N0MM aHaNN3a MHPopMaLmK;

COOTBETCTBME MpOLEAyp pacciefoBaHUs WM Mocaeaylolmx OAencTsuid (Hanpumep, BHegpeHue
pekomeHAaLunit nocne aHannsa AaHHbIX);

peanusaums nnaHa ynpasaeHns pUckamm Uan Apyrnx 0b6as3atensbCrs;

cBoeBpemMeHHOE BblABNEHNE WU NpeactaBaeHne NOJIHbIX U TOYHbIX AdHHbIX YNO/THOMOYEHHbIM
OopraHam rocygapcre-4a1eHoB, B YaCTHOCTM B OTBET Ha KOHKPETHbIE 3anpocCbl AaHHbIX;

BK/IIOYEHME YTBEPNKAEHHbIX WM3MEHEHM B cooblieHMs, Kacawolwmeca 6e30nacHOCTH, W
MHOOPMALMIO O NIEKAPCTBEHHOM Npenapare;

r)  WHTEepPBEHUMOHHble (NpM  HEeobXoAMMOCTM) U HEWHTEPBEHUMOHHbIE  KNMHUYECKUe
nccnenoBaHuA:

npeagcrasneHne COO6IJ.I,€HVII7I O MnopJo3peBaeMblX Cepbe3HbIX HeOXUAAHHbIX HeXXenaTtes/ibHbIX
peakumnax B COOTBETCTBUN C TpE6OBaHMﬂMM 3aKOHOOaTeNbCTBa roCy4apCTB-4/1EHOB;

nonyyeHue, perncTtpauma M oueHKa CydaeB HeXXenatTesibHbiIX peaKU,MVI, BblAB/ZIEHHbIX B Xo4e
MHTEPBEHUMNOHHbLIX N HEUHTEPBEHUNOHHbIX KINHNYECKUX MCCJ'Ie,CI,OBaHVIVI,'

npeacTaBieHne pesynbTaToB UCCAeA0BaHMUA U COOTBETCTBYIOWEN MHPOPMaUMnN No 6e3onacHoCcTH
NleKapCTBEHHbIX NpenapaToB B popme OTYETOB COracHO TpeboBaHUAM 3aKOHOAATeNbCTBA rocyAapcTs-
Y/eHOB;

COOTBETCTBYIOWMIA BblbOp cnpaBoyHOM WHbOpmauuM no 6GesonacHOCTWM, noanep:KaHue
aKTyanbHOro ypoBHA MHdopmauum B Bpolutopax uccnegosatens uav mHpopmaumm no 6esonacHoOCcTU
ANA NauueHTa;

BKNIOYEHME AaHHbIX UCCeO0BaHMA B TEKYLLYHO OLEHKY npoduns 6e30nacHOCTU NeKapCTBEHHOMO
npenapara;

A) npoueaypbl cucteMbl bapmakoHagzopa:

ponu n 06a3aHHOCTM Y/I®, Hanpumep, JOCTYN K cUCTEME KayecTBa ¢apmMakoHaa30pa, macTep-



daiiny cuctembl papmakoHaa3opa, nokasaTenam aGPeKTUBHOCTM U MHAMKATOPAM CUCTEMbI, OTYETAM MO
ayamMTam 1 MHCNEKUMAM, a TaKKe UX CNOCOBHOCTb MPMHMMATbL MepbI MO YAY4LLIEHUIO COOTBETCTBUSA;

posin U 0653aHHOCTM AepXKaTenda PerucTpauMoHHOro yAO0CTOBEPEHMA B OTHOLUEHWM CUCTEMDbI
dapmakoHagzopa;

TOYHOCTb, NOJIHOTA M NOAAEPKAHME aKTyaNbHOIO YPOBHA MHPOpMaLMK B MacTep-daiisie cuctembl
dapmaKoHaaszopa;

KayeCTBO N COOTBETCTBUE YPOBHA NOATrOTOBKYU, KBaJ'IM(I)MKaLI,MVI M onblTa NepcoHana,

OXBaT U COOTBETCTBME CUCTEMDI Ka4yeCTBa B OTHOLWEHUN CUCTEMDI cbapN\aKOHa,u,30pa, B TOM 4ucne
BbINOJ/IHEHUE MNPOLECCOB KOHTPO/1A Ka4yecCTBa U obecneyeHus Ka4yecTBa,

NPUroAHOCTb MUCNOJIb3yeMbIX KOMMNbHOTEPU3INPOBAHHbLIX CUCTEM AONA BbINO/IHEHUA KOHKPETHbLIX
GyHKUMA;

COrNalleHNa CO BCEMM Y4YaCTBYIOLLMMM CTOPOHAMM, COOTBETCTBYIOLIMM 0BpPasom OTpakalolime
06A3aHHOCTM W MEponpUATMA MO BbINOAHEHUIO (dapMaKoHaA30pa, a TaKKe Hagnexalee ux
BbINONHEHME,

MHCneKuma MorKeT BKAOYaTb B cebn OLUEHKY COOTBETCTBMNA OCYLLECTBAAEMDbBIX MeP MUHUMN3ALLUN
PUCKOB YCTAaHOB/IEHHbIM Tpe6OBaHMﬂM.

4.2.4.2. BHennaHoOBbIe MHCNEKLUMMN.

O6bem BHENNAHOBOM WMHCMEKUUM 3aBUCUT OT MPUYMH ee HasHayeHua. B umcino oueHuBaemblx
aCMeKToB CUCTEMbl MOTYT BOWTU YKasaHHble B NyHKTe 4.2.4.1 HacToAwmx MNpaBun, a TakKe cieayolme
acnekKTbl:

a) BoBsiedyeHne W MHOOPMUPOBAHHOCTL Y/I® no BoMpocam, CBA3AHHLIM C KOHKPETHbIM
NleKapcTBEHHbIM NpenapaTom;

6) yrnybneHHoe W3yyeHWe NPOLECCOB, MpoUEAyP NPUHATUA  pPELIeHWA, BbINONHEHMWSA
MHOOPMMPOBAHUA U peannsaumnm Mep, CBA3AHHbIX C KOHKPETHbIM (GaKTOpPOM WHULMUPOBAHUA
MHCNEKLMU U (UKN) NeKapCTBEHHbIM NpenapaTom.

4.2.4.3. NNoBTOpPHbIE MHCMEKLMUH.

4.2.4.3.1. Onpegenss o6vembl paboT No NPoBeLEHMIO NOBTOPHOM MHCMEKLUN, HYXKHO YYUTbIBATb
cnepytolime acnekTbl:

a) aHanu3 COCTOAHMA CUCTeMbl W (MAM) NNaHa KOPPEKTUPYIOWMX WM NpeaynpeamuTenbHbiX
MeponpuAaTUiA, pa3paboTaHHOro No pesyabTaTam NpeaplayLielt MHCNekumm GpapmakoHaa3opa;

6) aHanM3 3HauUTeNbHbIX M3MEHEHWI, KOoTopble BHECeHbl B cucTemy dapmakoHagsopa co
BPEMEHW nocnedHen WHcnekuuMm dapmakoHagsopa (Hanpumep, u3meHeHMe 6asbl  AaHHbIX
dapmaKoHaa30pa, CAUSHWE WU MOr/IOWEHNEe KOMNAHWKM, 3HAYUTENIbHbleE M3MEHEHMUA B A0rOBOPHbIX
BMUAAX AeATeNbHOCTU, 3ameHa Y/1P);

B) dHaAn3 npoueccos “ (MIWI) BOMNPOCOB B OTHOWEHUN KOHKPETHOIO /IEKAPCTBEHHOIO npenaparta,
BbIAB/IEHHbIX B pe3y/ibTaTeé OLLEHKU MHd)OpMaLI,I/IVI, I'Ipe,El,CTaBHEHHOﬁ aepxarenem pernctpaunuoHHOro
yAO0CTOBEPEHNA, NN HE BKIKOYEHHDbIX B ob6bem MHCNEKTUPOBAHNA npe,u,blp,yu.l,eﬁ MHCI'IeKLI,VIEVI.

4.2.4.3.2. Obbem nNOBTOPHOW WHCNEKUMM ONpeaenserca pesyabTaTaMu NpeaLlecTBYHoLLmMX
MHCNEKUMIA M MOXKeT 6bITb pacluMpeH C ydeTom psaga ¢GakTopoB (Hanpumep, BpemeHu OT AaTbl
npoBeAeHWA NpPeaLecTBYOWeN WHCNeKuMM, obbema npeaLlecTByloWen WHCNEKUMU, ecam 3To



NPUMEHUMO).
4.2.5. Mpouecc nHcnekumu.

4.2.5.1. MHcnekuumn dapmakoHaa3zopa HeobxoaAMMo NaHMPOBaTb, KOOPAMHUPOBATbL, NPOBOAUTD,
NpeacTaB/ATb OTYETbl O HWX, KOHTPO/IMPOBATb BbIMOJIHEHME 3aMeYaHui U AOKYMEHTMPOBaTb B
COOTBETCTBUM C MpPOLEAYPaMM WHCNEKLMN, BbIMOAHAEMbIX Ha TEepPPUTOPUAX FOCYAapPCTB-Y/IEHOB.
CoBepLUEHCTBOBAHMIO U rapMOHM3aLMM NPOBEAEHUSA MHCMEKUMIM ByayT cnocob6CTBOBATb COr/1acOBaHHbIE
npoueccbl M npoueaypbl, COBMECTHble MPOBEPKU, OOMEH OonbIToMm M 0byYyeHMe WHCNEeKTopaToB
YNOJHOMOYEHHbIX OPraHoOB rocy4apcTB-4NeHOB.

4.2.5.2. Mpoueaypbl N0 MHCOeKUMAM dapmMmakoHag3opa cuctem ¢dapmMakoHaa3opa A0/KHbI
BK/tOYATb B cebA cneaytowme npouecchbl:

a) obmeH nHdpopmauueis;

6) nhaHMpoBaHUE MHCMNEKLNIA;

B) A4OPErncTpaLmoHHbIe MHCMEKLUUY;

r) KOOpAMHALMA MHCNEKUMNIA cucTem papMaKkoHaA30pa B rocyJapcTBax-yieHax;

[) KoopAMHaUMA MHCNEKUMA, NPOBOANMbBIX B rocyapcTeax, He asasowmxca YaeHamu Cotosa (B
TOM YMCIE UHCMEKLMIA NOAPASYNKOB);

€) NoAroToBKa MHCNEKUMI cuctem dpapmakoHaa30pa;
X) NnpoBeaeHMe NHCNeKuui cuctem hapmakoHag3opa;
3) OTYETHOCTb NO MHCNEKUMAM cucTeM dhapmakoHaasopa 1 NocieayoWwmnin KOHTPOb;

n) WHPOPMMPOBAHME U MNPUOPUTETHOCTb MHCMEKLUMI (apmaKkoHaa3opa U MNOJYYEHHbIX
pe3y/bTaToB;

K) BeeHue yyeTa U apXMBMUPOBAHUA JOKYMEHTOB, MONYYEHHbIX B pe3y/ibTaTe MHCNEKUUN cucTemM
dapmaKoHaa3opa;

N1) BHE3anHble MHCNeKuuu;

M) CaHKUUN N perynaTopHbie nan npuHyantTenbHble mepbl B C/ly4ae Cepbe3HOro HeCO6}'IlO,CJ,EHVIFI
TPE6OBaHMl7I 3aKOHOZaTeNbCTBa rocyAapCTB-4/1€HOB M HacToAwmX MNpasun;

H) peKomeHAauMM No MOArOTOBKE WMHCMNEKTOPOB, BbIMOJHAIOWMX WMHCNEKUUM CUCTEM
dapmaKoHaasopa, n 0bmeHy onbIToMm pPaboThbl.

4.2.5.3. Npun Heo6xo04MMOCTM BO3MOKHaA pa3paboTKa HOBbIX NpoLeayp.
4.2.6. KOHTPONb BbINOHEHUA 3aMEYaHNI MHCNEKLMN.

B cnyyae BbIABAEHMA B XOAE BbIMOAHEHMA WHCMEKUMM HecobaloaeHna 0683aTenbcTs Mo
dapmakoHaazopy TpebyeTca ycTaHOBAEHME NOCAEAYIOWEro KOHTPOAA A0 MOJHOMO BbINOMHEHUA NaHa
KOPPEKTUPYIOWMX U NpeaynpeautencHbix Aencteuin. CneayeT yuuTbiBaTb CAeAyloWMe MeToAbl
KOHTpOAA:

a) aHanM3 NNaHa KOPPEeKTMpPYLWMX W  npeaynpeauTenbHbiXx  AEWCTBUIA  AeprKaTens
PerncTpaunoHHbIX y40CTOBEPEHUI;

6) aHanM3 Nnepuoamyeckmx 0bHOBAAEMbIX OTYETOB O Xo4e paboT (B caydae Heob6Xxo4UMOCTH);



B) NOBTOPHAas WMHCMNEKUMA OS5 OUEHKM HaANeXKalLero BbINMOJHEHWUS M/1aHa KOPPEKTUPYIOLLMNX U
npeaynpeanTenbHbIX A4eNCTBUI;

r) 3anpoc o npeAacTaB/EHUMM paHee He MPeACTaB/eHHbIX AaHHbIX, M3MEHeHWn (Hanpumep, B
MHPOPMaLMIO O SIeKapCTBEHHOM npenapare), aHaansa BAMAHUA (Hanpumep, pesynbTaTt aHan3a paHee
He BK/IIOYEHHbIX B aHaIN3 AaHHbIX MNPU BbIMOAHEHUN NPOLEAYPbI BbIABNEHNA CUrHaNa);

[) 3anpoc O BbINOJIHEHMM Haa/iexKalero MHGOPMUPOBAHUSA, BKIKOYAA BHECEHWE M3MEHEHWUI B
MHOOPMALMIO, NPEACTaBAAEMYI0 B PaMKax MapKETUHTOBOM AeATeNbHOCTM, U (MAKM) pPeKNaMHyIo
nHpopmaumtio;

6) 3anpocC O BCTpe4de C Aepratenem pernctpaumnoHHOro yagocrtoBepeHunAa C Uenbtlo 06CY)K,£I,€HM$1
BblAB/IEHHbIX HEAOCTATKOB (HeCOOTBETCTBMﬁ) N UX BAMAHUA Ha NJ1aH MepOﬂpMHTMVI;

X) nepegaya pesybTaToB UHCMEKLMU APYTMM YNOJHOMOYEHHbIM OpraHam rocyaapcTB-4Y/1EHOB;

3) Apyrve AencTBuA, CBA3aHHble C JIEKAPCTBEHHbIM MPEenapaTtom, B 3aBUCMMOCTU OT BAUAHUA
HeA0CTaTKoB (HECOOTBETCTBUI) M pe3ynbTaToB MOC/AeAYOWMUX AeNCTBUI (CtoAa MOrYyT BXOAWUTb OT3bIBbl
WAN OEWACTBUA, CBA3AHHbIE C BblAAYed PEerncTpaLMoHHbIX YAOCTOBEPEHUIN WAW paspelleHnin Ha
nposeaeHUe KAMHUYECKUX UCTbITaHWNN).

4.2.7. LeicTBMA M CaHKUMM YNOJHOMOYEHHbIX OPraHOB rocyAapCcTB-41eHOB.

4.2.7.1. YNONHOMOYEHHbIE OpraHbl rocyAapcTB-4ieHOB 06ecneynBatoT KOHTPO/b BbIMOAHEHMUSA
OeprKaTensimMmm perucTpaLmMoHHbIX yA0CTOBepeHuii 06a3aHHOCTEN MO papMaKkoHaA30pYy B COOTBETCTBUM C
3aKOHOAATEeNbCTBOM FOCYAAPCTB-YNEHOB W HacToawmmu [NpaBunamun. B ciydae o6Hapy»KeHus
HecobntogeHna TpeboBaHWM WMAM HEBbLINOJHEHWSA 0053aTeNbCTB NO  GapMaKOHAA30py AEeNCTBUA,
KOTOpPbIE HY)KHO NPeANnpPUHATb, AO0XKHbI ONPeaenaTbCa MO KaKAOMY KOHKPETHOMY C/ly4yato OTAE/bHO.
Kakve pgencrteua npeanpuHAaTb, [AO/KHO 3aBUMCETb OT MOTEHUMA/IbHOrO HEraTMBHOIO  BJIMAHUSA
HecooTBeTCcTBMI (HecobnwaeHnn) Ha 340pOoBbe HaceneHusa, Ho Jobol cayyail HECcOoOTBETCTBUIA
(HecobMOAEHWNI) MOKET YUMTLIBATLCA MPU NMPUMEHEHUU MPUHYAUTENBHBIX Mep. Mpu HeobxoaMMOoCTH
YNOJIHOMOYEHHbIM  OpraH rocy4apcTBa-y/sieHa fOo/KeH obecneunTb, 4TobBbl K JepyKaTesnto
PErucTPaLnoHHOrO YyAO0CTOBEPEHUS NpUMeHaAnck 3ddeKTUBHbIE, COpasMepHble U caepXuBalowme
Mepbl BO34ENCTBUA.

4.2.7.2. B cooTBeTcTBUM C HacToAwmMmM [paBuaamu M nNpu HeobxogMMOCTM C MpaBUAaMM,
YCTaHOB/IEHHbIMM 3aKOHOAATE/IbCTBOM FOCYAaPCTB-Y1EHOB, B C/ydyae HecobatogeHua 06s3aTenbCTB Mo
dbapmaKoHaA30py BO3MOKHbI C/ieaytolme BapmMaHTbl PeryMpoBaHus:

a) obyyeHMe U cogencTBue: ynoJIHOMOYEHHbIe OpraHbl rocyAapcTB-4/IeHOB BrnpaBe 06LlaThes C
NpeAcTaBUTENAMU AepXKaTenen perncTpaumoHHbIX YA0CTOBEPEHUI (Hanpumep, Ha cobpaHumn), YTobbl
0606WMTb BbIABAEHHbIE HECOOTBETCTBUA, Pa3bACHUTb YCTAHOBJIEHHble TPebOBAaHUA U  OXWUOAHUS
YNO/ITHOMOYEHHOIO OpraHa roOCyZapcTBa-yYseHa, a TaKXe pPacCMOTPEeTb KOppekTupylowme W
npeaynpeauTesibHble 4eNCTBUA, Npegnaraemble AeprkaTesiem PerncTpPaumoHHbIX Y40CTOBEPEHUIA;

6) npeacrtaBneHne MHOOPMALMM APYTMM YNOJHOMOYEHHbIM OPraHam rocyAapcTB-4/ieHOB B
paMKax A0roBopeHHoCTen No obecneyeHno KOHPUAEHLMANbHOCTY;

B) MHCMEKTMPOBaHME AeprKaTenel PerncTpaumMoHHbIX YAOCTOBEPEHMI, KOTopble He cobatoaatoT
0683aTeNbCTBa UAM He BbINONHAIOT TPebOoBaHUA, MOMKET NPOBOAMUTLCA C LENblo onpeaeneHna CTeneHn
HecobtoaeHMA (HEBbINOAHEHMSA) 3aKOHOAATENbCTBA rOCYAaPCTB-YNEHOB U MEXKAYHaPOAHbIX 4OTOBOPOB
M aKTOB, cocTaBaatowmx npaso Coto3a, U B NOCAEAYIOWEM C LeNblo NOATBEPIKAEHUA MX cobaoaeHUs
(BbinONIHEHMA);

I') nncbmo-npeaynpexgeHmne, 3aAasieHne o HeCO6/'IIOLI,EHMM (HeBbII'IO/'IHeHMM) nnn ysegomnaeHume o
HapyweHwunn, BblaaBaemble YNO/IHOMOYEHHbIM OPraHOM rocyapcrea-4sieHa ¢ ykasaHnmem HOpmaTtTuBHOro



NPaBoOBOro aKTa, KOTOPbIM OblA HapyweH, C LUefbld HaNOMWHAHWUA AepXKaTensim PerncTpaumoHHbIX
yAocToBepeHuit 06 ux obsasatenbctsax no ¢GapmakoHaA30py MAM Mepax, KOTOpble OHM A0/XHbI
MPUHATb, @ TaK¥Ke 0 CPOKaX, YCTaHOBAEHHbIX AJ1A YCTPaHEHWUA HECOOTBETCTBUA MW HaPYLLEHWNA;

A) paccmoTpeHme ynoJIHOMOYEHHbIMUM OpraHamu rocyaapcTe-4seHoB Bonpoca o6 onyb6ankosaHum
CNUCKa AeprKaTesiell permMcTpaLMoHHbIX YA0CTOBEPEHNM, KOTOPbIE CEPbE3HO MW MOCTOAHHO HapyLllaloT
TpeboBaHMA 3aKOHOAATENbCTBA FOCYAAPCTB-YJIEHOB W  MEXAYHapoAHbIX [OroBOPOB W  aKTOB,
coctasaatowmx npaso Cotosa;

€) AeicTBUA B OTHOLIEHMM PEerMcTpPaLMOHHOrO YAOCTOBEPEHUA WM 3afB/EHUA Ha PEerucTpaumio
NleKapcTBEHHOTO NpenapaTa, Hanpumep:

3KCTPEHHOE BBEJEHWE OrpaHMuYeHMit, CBA3aHHbIX ¢ npodunem 6e30NacHOCTU NEeKapCTBEHHOro
npenapara;

NPUOCTAHOBKA WAM  aHHYIMPOBAHWE PEerMcTpPaLuoHHOro YA0CTOBEPEHUA NEeKapCTBEHHOro
npenapara;

MPUOCTaHOBKAa  PacCMOTPEHMA  HOBbIX 3afABJAEHUMI Ha MOAyYeHue YAOCTOBEPEHWA O
rocy4apCTBeHHOMN perncTpaummn 40 peanmsaumm KoppPeKTMpPYIoLWMX 1 NpeaynpeantenbHbiX 4eNCTBUIA;

Ha3HavYyeHwne JoperncTpaLMoHHbIX VIHCI'IGKLI,MVI cncrembl cbapN\aKOHap,sopa;

) OT3bIB NIEKAPCTBEHHOIO MpenapaTta C pbliHKa (Hanpumep, B C/yyae ecanm B MHPOPMaLMIO O
NeKapCcTBEHHOM Mpenapare He BKAYEHbI BasKHble NpeaynpexaeHus no 6esonacHoctu);

3) gencTBuA, cBA3aHHbIE C MAPKETUHIOBOW UM PEKaMHOMN MHpOopMmaLmel;

VI) BHeCeHMe nonpasoK B NPOTOKO/ibl UM NPUOCTAaHOBKA K/IMHUYECKUX VICCI'IGAOBHHVIVI B Cny4ae
BbIAB/IEHNA U3MEHEHUN I'IpOd)VII'IFI 6esonacHoCTH KOHKPETHOro 1IeKapCTBeHHOro npenaparta;

K) aAMUHUCTPATUBHBbIE WTPadbl B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM FOCY4apCTB-Y/1IEHOB.
4.2.8. KBanuoukaumsa n obyyeHne MHCNEKTOPOB.

MHCNeKTopbl, KOTOPbIE YYacTBYIOT B NPOBEeAEeHUN MHCNEKUMI cucTeM dapMaKoHag30pa, A0JXKHbI
6bITb CMeunannucTamm ynoJIHOMOYEHHbIX OPraHoOB rocyAapCcTB-4/IeHOB WAWU NLAMM, Ha3HAYEHHbIMU B
COOTBETCTBUM C TpeboBaHUAMM 3aKOHOAATE/IbCTBA FOCYAapPCTBA-YeHa, a TaKMKe AO0/KHbI cobnoaatb
NOJIOXKEHNA PYKOBOACTBA MO KayecTBY WMHCMEKTopaTa YNOJHOMOYEHHOrO OpraHa rocyZapcrBa-y/ieHa.
PekomeHayeTca, 4TObbl Ha3HaYeHWEe MHCMNEKTOPOB OCHOBLIBA/IOCb HAa MX OMbITE U MWHUMAa/bHbIX
TpeboBaHUAX, ONpeaeNeHHbIX YNOJHOMOYEHHbIM OPraHOM rocyAapcCTBa-yieHa. MHCNEeKTopbl A0NXKHbI
npoinTn obyyeHne B ToM obbeme, KOTOpbIN Heobxoanm ana obecneyeHWss UX KOMMNETEHTHOCTM B Tex
061acTAX, KoTopble HEObX0AMMblI ANA MOATOTOBKM WU NPOBEAEHUA MHCMEKUMA, a TaKXe MOAroTOBKM
oTyeTa 0 NpoBeAeHHbIX MHCMeKUMAX. OHM A0/KHbI TaKyKe NpoiiTK obyyeHne npoueccam U TpebosaHMAM
dbapmakoHag3zopa Takmm ob6pasom, Ytobbl HbITb CNOCOBHLIMU OLEHUTb Pa3/iMUHble acneKTbl CUCTEMbI
dbapmakoHaa30pa B c/lyyae OTCYTCTBUA COOTBETCTBYIOLLErO OnbiTa.

4.2.9. YnpaB/ieHne KayecTBOM npouecca MHcnekuumn dapmakoHaasopa.

KayecTBo npouecca MHCNEKUUU CUCTEMDI ¢apmaKOHap,3opa perynmpyetca ynoiHOMOYEHHbIMU
OopraHamun rocygapcrsa-4/1€Ha, BXOAUT B 4YNC/IO BOMPOCOB, Ha KOTOPbIE PaACnpoOCTpaHAETCA CUCTEMA
Ka4yectBa CUCTEMDI d)apN\aKOHap,3opa YNO/NTHOMOYEHHOIO OpraHa rocyaapcrea-vsieHa, u noanexut

ayauTy.

4.3. CoTpygHu4yectso B pamkax Cotosa



4.3.1. KonnektMBHoe UCNonb3oBaHMe MHPOopmMaLmu.

YNo/HOMOYEHHbIe OpraHbl FOCYAapCTB-41eHOB 06A3aHbl COTPYAHNYATL, YTOObI 061erynTe 06MmeH
nHpopmaumelnt No MHCNeKUMAM CUCTeMbl papMaKoHaa30pa, B YaCTHOCTU:

a) nHdopmaumen 06 MHCNEKLMAX, KOTOpble 3anNaHNPOBaHbl M NPOBEEHbI, C LEe/blo YCTPpaHeHUs
HEHYXHbIX MOBTOPOB M AybaMpoBaHus paboT B Coto3e, a TakKe ANs ONTUMM3AUMKM MCMNONb30BaHUA
WMHCNEKLMOHHbIX PECYPCOB;

6) MHpopmaumelt 06 o6beme MHCNEKUUM C TEM, YTOObI NAaHMPOBATbL OyAyLLIME UHCNEKLMUN;

B) MHPOpMaumelt o pesynbTaTax MHCMEKLUMM, B YAaCTHOCTM B TOM C/yyae, Korga pesy/ibTaTom
ABNSAETCA BblAB/eHMe (aKTa HEBbINOJIHEHMA Aep’KkaTeNieM  PEerMcTpaumoHHbIX  YA0CTOBEepPeHMI
TpeboBaHMI 3aKOHOAATE/IbCTBA FOCYAAPCTB-YNEHOB M HacToAwmx MpaBua. YNOJHOMOYEHHbIE OpraHbl
rocyapcrB-4neHoB ObMeHMBalOTCA WHPOPMaUMEN O KPUTUYECKUX WM CYLLECTBEHHbIX BbIABAEHHbIX
HeAOCTaTKaX, a TaKKe KPaTKMM U3/TOXKEHMEM KOPPEKTUPYIOWMX U NpeaynpeaunTesibHbiX AeUCTBUI U UX
OANbHENLIMM KOHTpOEM.

4.4. Ponb aepkatenen permcTpaumoHHbIX YA0CTOBEPEHUIN

[epKaTenm perucTpaumoHHbIX YA0CTOBEPEHNIN, MMEoLLME 3aperMcTPUPOBaHHbIE Ha TEPPUTOPUAX
rocyAapcCTB-Y4/1€HOB /IEKapPCTBEHHbIE NMpenapathbl, NoanexKaT MHCNEKUMAM cucTembl GapmaKoHaa3opa.
[epyKaTenn perncTpaLmMoHHbIX YA0CTOBEPEHNI 0653aHbl:

a) Bceraa 6bITb FOTOBLIMM K MHCNEKUNU, NOCKOJIbKY MHCNEKUUN MOTYT 6bITb BHE3aMHbIMU;

6) BecTM M nNpeAcTaBNATb NO TPebOBaHWIO MHCMNEKTOPOB He nosgHee 7 paboymx AHel nocne
NoJly4eHUsA COOTBETCTBYIOLLLErO 3anpoca mactep-daia cuctembl GapmaKkoHaa30pa;

B) rapaHTMpoOBaTb MOJyYeHUE Coriacua A0 Hayana MHCMNEKUMM Ha MpoBeAeHUEe WMHCMEeKUuMU OT
06'beKTOB, Bbl6paHHbIX ONnAa UHCNnekunn, K KOTopbiM MOTYT OTHOCUTbCA OpraHuM3auuun, BblinoJaHAKOWME
dYHKLMM No bapMaKoHaL30pY MO COrNALLEHUIO C AepKaTeeM PErnMcTPALLMOHHbIX YAOCTOBEPEHU;

r) npeacTtaBuTb MHCMNEKTOpam byt UHbopmauuio M (MAKM)  AOKYMEHTauuto, KoTopas
HeobxoaMma AN NOArOTOBKM K WHCNEKUMW, B YCTAHOB/NEHHblE CPOKU WM BO Bpems MNpoBedeHun
MHCNEeKUMu;

[l,) rapaHTMpoBaTb, 4TO COOTBE’TCTBleLLI,VIVI nepcoHan, yHaCTBleU.LMﬁ B AO€eATe/IbHOCTU nNoO
¢apmaKOHap,30py WU B3aMMOCBA3aHHOM AeATENDbHOCTH, 6yAET NMPUCYTCTBOBATb BO BpeEMA UHCNEKLUN U
AaBaTb Pa3bACHEHUA NO BO3HUKAOLWMM BONPOCaM,;

e) rapaHTMpOBaTb HaaNexalllee M CBOEBPEMEHHOE BbIMOJIHEHME M/IAHOB KOPPEKTUPYIOLWMX U
npeaynpeanTe/ibHbIX MEPONPUATUIN ANA YCTPAHEHUA BbIAB/EHHbIX BO BPEMA MHCMEKUMN HeQ0CTaTKOB
(HecooTBeTCTBMIA) C yCTaHOBAEHMEM MPUOPUTETOB MO KPUTMUECKUM M CYLLECTBEHHbIM HeAOoCTaTKam
(HecooTBeTCTBUAM).

4.5. HcneKuMoHHbIe cbopbl

C60pb| 3a nposeaeHme VIHCI'IeKLl,VIVI B3MMaAIOTCA B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM FOCyaapcCTB-
4Y/1€HOB.

5. Ayant cuctembl bapmakoHaasopa
5.1. CTpyKTypbl 1 NpoLeccol

5.1.1. Aygut cuctembl papmaKkoHan3opa 1 ero Lenu.



5.1.1.1. Uenblo npoBegeHua ayamuta cucTembl dapmakoHagsopa SBAAETCA NOATBEPKAEHME
coOoTBETCTBUA U 3PPEKTUBHOCTU BHEAPEHMA U PYHKUMOHMPOBAHMA cucTeMbl dapmaKoHaZ30pa nytem
aHanM3a 1 oLEeHKN 06EKTUBHBIX GAKTOB, BKAKOYAA CUCTEMY KadecTBa cMcTembl dapMaKoHaa3opa.

5.1.1.2. Ayaut npeactaBasetr coboi cUCTeMATUYECKMN, YMNOopAAOYEHHbIA, HE3aBUCUMbIN WU
[OKYMEHTUPOBAHHbIN NPOLLECC MOJIy4eHMA U 0O BbEKTUBHOM OLEHKM HAKTOB, XapaKTepuyloLwmx paboTy
cuctembl papmaKoHagsopa, C Uenbio onpedeneHus CTeneHu BbINOJIHEHUSA KpUTEepUeB ayauTa,
CNOCOBCTBYOWMX YAYULLIEHNIO MPOLECCOB YyNPaBAeHUs PUCKaMM, KOHTPOA U yNpaBaeHMA NPoLeccamm.
Ayauntopckue $paKTbl COCTOAT U3 3aNUCEN, AOKYMEHTA/IbHbIX NOATBEPHKAEHUN UAU MHOW MHPOPMALLUN,
KOTOpas MMEeeT OTHOLLIEHME K KpUTepUsm ayamuta n nogaaerca nposepke. Kputepum ayamra otpaxkator
CTaHAapTbl BbINOAHEHUA U KOHTPOIA AEATE/NIbHOCTM, NO OTHOLWEHUIO K KOTOPbIM BbIMOJIHAETCA OLLEHKa
NPOBEPSAEMOM CTOPOHbI U ee AeaTenbHoCTU. [pUMeHUTENbHO K cucteme dapmakoHagsopa KpuTepum
ayauTa AOJ/IKHbI OTpaXKaTb TpeboBaHMA, NpeabaBasaemble K cucTeme papmakoHagsopa, B TOM yucie K
CUCTEME KayecTBa BbIMOMHAEMbIX npoueayp Mo ¢dapmakoHag30py, KoTopble onpeaenstorTca
TpeboBaHMAMM 3aKOHO4ATENbCTBA rOCYAaPCTB-Y/IEHOB 1 HacToAwWwMX Mpasua.

5.1.2. OcHOBaHHbI Ha PUCKe NoAX0o4, K ayaAuTamM cucTembl papmakoHaa3opa.

OcCHOBaHHbIM Ha PUCKe NOAXOA0M fAIBAAETCA TaKOW MOAX04, NPy KOTOPOM MCMOJb3YHOTCA METOAbI
onpeaeneHna obaactn pucka. Moa pUCKOM NOHMMAETCA BEPOATHOCTb HacTynaeHua cobbiTuA, KoTopoe
OKaeT BAMAHME Ha AOCTMMEHME MOCTaB/EHHbIX Liesiell, C YyYeTOM Cepbe3HOCTU ero MocieAcTsui U
(nnn) BepoATHOCTM He OBHapyXeHusa ApyrMmu metogamu. OCHOBaHHbINM Ha PUCKe MOAXOA K ayAuTam
OpuMeHTMpOoBaH Ha 06/1aCTM Camoro BbICOKOrO pUCKa A1A cucTembl hapmaKkoHad3opa opraHM3auuu, B
TOM YMCNe ONA CUCTEMbI KayecTBa cucTeMbl papMakoHag3opa. NepBocTeneHHoe 3HauYeHne MMeeT PUCK
NpUYMHEHNA Bpesa 340P0BbI0 HaceneHUs. PUCK oLeHMBaEeTCA Ha Cneaytowmx aTanax:

nAaHWpPOBaHME ayaWTa Ha CTPaTErMyeckom YpPOoBHE, Pe3ynbTaTOM KOTOPOro ABAAETCA cTpaTerus
ayauTa ([0NrocpoYHbIi NOAX0A), KOTOPas A0/KHA YTBEPKAATbCA BbICLLUMM PYKOBOACTBOM;

nAaHWpOBaHWE ayauTa Ha TaKTMYECKOM YPOBHE, Pe3y/nbTaTOM KOTOPOro ABAAETCA Nporpamma
ayAuTa, yCTaHOB/EHME Leneit ayanTa, a Takske 061acTv pacnpocTpaHeHus ayamTa;

naaHWpoBaHWe ayauTa Ha OnNepaTMBHOM YPOBHE, Pe3y/ibTaTOM KOTOPOro ABASAETCA MaaH ayauTa
ONA OTAeNbHbIX ayAUTOPCKUX 3a4ad, onpedeneHve NpMopMTEeToB 3a4a4y ayAamTa Ha OCHOBaHMM OLLEHKM
PUCKOB, NCMO/Ib30BaHWE METOA0B BbIBOPOYHOro UCCNEA0BaHNA U TECTUPOBaHUA, OCHOBaHHbIX Ha pUCKe,
OTYETHOCTb MO pesynbTaTaM ayAWTOB B COOTBETCTBMM C OTHOCMTE/IbHbIM YPOBHEM PUCKa, a TaKKe
pekomeHaaumMu no ayauTy.

OueHKa PUCKa O0N1XKHaA OOKYMEHTA/IbHO NoATBeEPXKAATbCA ANA CTPATENMYECKOro, TaKTU4YeCKOoro m
onepaTnBHOro Ni1aHNpPoBaHUA ay,CI,MTOpCKOﬁ AeATENbHOCTU CUCTEMDI d)apmaKOHap,sopa B OpraHunsauunu.

5.1.2.1. NnaHWpoBaHWe ayamTa Ha CTpaTErMYeCcKoOM YPOBHeE.

5.1.2.1.1. Crpaterns ayauta npeactasnser cobol onpegeneHMe Ha BbICLWIEM YPOBHE
NAAHUPOBAHMA AYAUTOPCKUX MEPONPUATUIA, NPOoBeAEHME KOTOPbIX 3anjiaHMpOBaHO Ha cpok Honee 1
roga (Kak npasuno, Ha cpok 2 - 5 net). CTpaTerna ayauTta BK/AtoYaeT B ceba nepeyeHb ayAaMTOPCKUX
NPOBEPOK, BbIMNO/SHEHNE KOTOPbIX MOMET OblTb A0CTaTouHbIM. CTpaTerns ayauTa MCNonb3yeTca AnA
onpeaeneHna obnactn, Hame4YeHHOW ANA NPOBEAEHWA ayauTa, TeMbl ayAWTa, a TaKXKe MeTOLO0B U
AOnNyLLeHW (BKAKOYan, HaNpUMep, OLLEHKY PUCKA), Ha KOTOPbIX OCHOBaHa NPOrpaMmma ayauTa.

5.1.2.1.2. CtpaTterMa ayauTa [O0/IKHA OXBaTbiBaTb OPraHM3aUMIO YMNpPaB/JeHUA MPOLECCOM,
yrnpaBieHWe pUCKamM W CPeacTBa BHYTPEHHEro KOHTPOAA BCEX COCTaBAAOWMX  CUCTEMBI
dbapmakoHaa3opa, BKAOYas cneayowme:

a) Bce NpoLLecchbl U 3a4a4n cuctembl papmakoHaa30pa;



6) cucTema KayecTBa AeATe/IbHOCTU B cucTeme hapmMaKkoHaa30pa;
B) B3aMMOAENCTBME U CBA3YIOLLME 3BEHbA C APYrMmMM noapasaeneHnamm (npm HeobxoammocTn);

r) meponpuatna no ¢dapmaKkoHag3opy, NPOBOAMMbIE MOAYMHEHHBIMW OPraHU3aUMSAMN UK
OeNnernpoBaHHble APYro opraHusaummn (Hanpumep, PEervoHasbHbIM LEHTPam, NpeacTaBAAWMM
UHbopMaumio, puarvanam aep:atena PerucTpaumMoHHOro yAOCTOBEPEHMA, TAKUM TPETbUM IMLLAM, KaK
noapaaHble opraHM3aLmm U Apyrue SepPrKaTeNN PErucTPALMOHHbIX YA0CTOBEPEHUN).

5.1.2.1.3. daKTopbl pUCKa, KOTOpble CledyeT yYuTbiBaTb MPU BbINOJHEHUWN NPOLEAypPbl OLLEeHKK
pWCKa, BKNKOYALOT B cebsa B TOM umcie cneaytome GakTopbl:

a) U3MEeHeHMA B 33aKOHOAATENbCTBE FOCYAAPCTB-YNEHOB MO GapMaKOHaZ30py MAM HACTOALMX
MNpasunax;

6) KpynHas peopraHusaums UaM apyrue npeobpasoBaHUsA cucTeMbl papMakoHaA30pa, CAMAHUSA,
npuobpeteHus;

B) U3SMEHEHME KNHOYEBbIX YNPaBAeHYECKUX GYHKUNI;

r) PUCK HexBaTKM Hagjexawum o6pasom MOATOTOBAEHHbIX WM OMbITHbIX COTPYAHMKOB
dbapmakoHaa3opa (Hanpumep, BBUAY 3HAUMTENIbHOM TEKyYecTU NepcoHasna, HeaoCTaTKoB B NpoLleccax
0byyeHus, ysenmyeHmna ob6bemos paborT);

[) CyllecTBeHHble U3MEHeHUs B cucTeme dapmaKkoHaA30pa C MOMEHTa npedplayllero ayaura
(Hanpumep, BBeAeHWE HOBOM 6a3bl AaHHbIX MO AeATe/IbHOCTM Mo papMaKOHaA30py UAN 3HaYUTeIbHOE
0o6HOBNEHME cyliecTBytolwen 6asbl AaHHbIX, USMEHEHWUS MPOLLECCOB M BMAOB AEATE/IbHOCTU C YYETOM
HOBbIX TPebOBaHMIN 3aKOHOAATENbCTBA rOCY1apPCTB-Y/1€HOB);

€) nepBbll JIeKAapPCTBEHHbIA MpenapaT Ha pblHKe (oA  AepykaTenei  PervcTpaumoHHbIX
YyA0CTOBEPEHUNN);

)K) HEKapCTBEHHbIVI npenapat Ha pPblIHKeE C BBeAEHHbIMXU MepamMmn MUHUMUN3AUUN PUCKOB WU
APYyrmMmun ycnosmamm O6anJ,eHMﬂ, CBA3aHHbIMU C npod)vmelv\ 6e3sonacHocTH NEeKapCTBEHHbIX NMPenapaTos
(Hanpmmep, Ha3Ha4YeHune JoNoNHUTENbHOIO MOHMTOpMHFa),'

3) cTeneHb KPUTUYHOCTK NpoLiecca, B HaCTHOCTU:

AN YNONHOMOYEHHbIX OPraHOB rOCYAapCTB-Y/IEHOB - HACKOJ/IbKO KPUTUYHA 061acTb MAKM npoLecc
MO OTHOLUEHUIO K Hag/iexawemy GYHKLMOHUPOBaHUIO cUcTEMbI papMaKoHaA30pa roCcyAapcTB-YEHOB U
obLen Lenm cuctembl 34paBOOXPaAHEHNS;

ONA fepskatenein perucTpaumMoHHbIX YA0CTOBEPEHUI - HACKObKO KpUTUYHA 061acTb Mau npouecc
Mo OTHOLWEHUIO K Hagaexawemy OyHKUMOHMPOBAHUIO cUcTeMbl dapmakoHagsopa. Mpu npuHATAK
peleHna O MNpoBeAeHWM ayauTa Kakoro-nmbo d¢uavana waM  TpeTbero /vua  Aepikatenb
PerncTpaunoHHOro YAOCTOBEPEHUA AO/KEH YUYUTbIBATb XapaKTep M KPUTMYHOCTb MEpOnpuATMiA Mo
dbapmaKkoHaa3opy, KOTopble MPOBOAATCA B HacTosllee BpemAa GpUAMANOM MAN TPETbeN CTOPOHOMN OT
UMEHW AeprKaTena PerucTpaumoHHOro yAoCTOBEPEHMA, MOMUMO yyeTa ApYrnx GaKkTopoB, BKAKOUYEHHbIX
B HacToALWEN NepeyeHs;

W) pesynbTaTbhl NpeablaylimMx ayamuToB (MpoBoAUANCL N Korga-Anmbo ayauTtbl 3Tol obnactn uam
npouecca, pesynbTaTbl Npeablayliero ayamTa);

K) BblAB/IEHHbIE NpouUenypHble HEAOCTATKU (HECOOTBeTCTBWr'I), Kacaoumeca KOHKPETHbIX obnacren
AeATENbHOCTU UM NPOLECCOB;

/'I) apyrmne opraHMsaunMoOHHble U3MeEeHEeHUA, KOTOpbleé MOryT HEratTMBHO OTPa3UTbCA Ha obnactu



AeATeNbHOCTM MAWM npouecce (Hanpvmep, ecan MPOUCXOAUT M3MEHEHME TaKoM BcnomoraTesibHOM
bYHKLMU, KaK MHOOPMALMOHHO-TEXHOIOMMYECKan NOAAEPIKKA).

5.1.2.2. MnaHnpoBaHUe ayanTa Ha TAaKTUYECKOM YPOBHE.

5.1.2.2.1. Nporpamma ayanTta npeactaBnaseT coboi nepeyeHb ayanToB, COCTOALLNI U3 O4HOTO UAN
HECKOJ/IbKUX ayaMTOB, 3aNNaHUPOBAHHbIX Ha KOHKPETHbIM CPoK, 06blMHO Ha 1 roa. MoaroToBKa
nporpammbl ayamuTOB A0/KHA OCYLLECTBAATLCA B COOTBETCTBMM C [OJIFOCPOYHOM cTpaTernen ayguTa.
Mporpamma ayguTa AomkHa 6biTb 04006peHa BbICLUMM PYKOBOACTBOM C 06WEen OTBETCTBEHHOCTbIO 3a
OonepaTUBHYIO U YNPaB/IEHYECKYIO CTPYKTYPY.

5.1.2.2.2. Mporpamma ayguTa OCHOBbIBAETCA Ha HaA/iexKalen OoueHKe PUCKOB M AOJIKHA ObiTb
OPUEHTMPOBAHA HA OLLEHKY CNeAyHLMX aCNeKTOB:

a) cucTema KayectBa cucTembl GapmMaKoHaa30pa;

6) KpUTHMUeckne npolecchl B cucteme papmakoHaa3opa;

B) K/IlOYEBbIE CUCTEMbI KOHTPOJIA, ONMPAIOLLMECs Ha MeponpuATUSA dapMaKkoHag30pa;

r) o61acTu BbICOKOro pMUCKa Noc/ie BHeAPEHUA NpoLeayp KOHTPOIA U Mep MUHUMMU3ALUK PUCKa.

5.1.2.2.3. OcHOBaHHaA Ha PWUCKe Mporpamma ayauta [ONXKHA TaK¥e y4duTbiBaTb pesyabTaThbl
npeaplaywmx ayamtoB B 4aCTM HeAOCTaTOYHOro oxBaTa obsacTell AeATeNbHOCTM, HanpasAeHUiA
BbICOKOIO PMCKa, @ TaKKe HemocpeAcTBEHHOro yKasaHusA PYKOBOACTBA M (MAM) NuUL, KOTOpble HecyT
OTBETCTBEHHOCTb 3a cucTeMy dbapmakoHaa3opa.

5.1.2.2.4. [JokymeHTaLmMaA NPOrpamMmmbl ayaAnTa AONXKHA BKIOYATb B cebA KpaTKoe onucaHue niaHa
KaXk[oro ayauTa, KOTopbili byaeT npoBeAeH, B TOM Yncie obbem ayamta u uenmn. O60CHOBaHUE CPOKOB,
nepmoamMyHoCcTM U obbema OTAEeNbHbIX ayAUTOB, KOTOPble ABAAIOTCA YacTblo NPOrpaMmbl ayauToB,
[OOMNKHbl OCHOBbIBATbCA Ha AOKYMEHTA/IbHO OPOPMAEHHON OLEHKe PUCKOB. OCHOBaHHble Ha OLEHKe
puUcKa ayamutbl cuctembl $apMaKoHaz30pa AO/XKHbl BbINOMAHATLCA PEryaspHO B COOTBETCTBUM C
TpeboBaHMAMM 3aKOHOAATE/NIbCTBA T[OCYAAPCTB-YNEHOB W MEMKAYHAPOAHbIX [OrOBOPOB M aKTOB,
cocrasasowmx npaso Cotoza. BHeceHMe 060CHOBAHHbIX U3MEHEHWUI B Nporpammy ayauTa AONXKHO ObITb
HagNeXalmm obpasom JOKYMEHTUPOBAHO.

5.1.2.3. MnaHMpoOBaHME M OTYETHOCTb MO ayAUTY Ha ONepaTUMBHOM YpPOBHE.
5.1.2.3.1. MnaHupoBaHue u cbop AaHHbIX Ha MecTax.

OpraHusauusa [0/XKHA BHeApUTb Mpoueaypbl, NPUHATbIE B BUAE OOKYMEHTOB B NMUCbMEHHOM
dopme, C y4eToM NNaHMPOBAHUA U NMPOBEAEHUA OTAENbHbIX ayauToB. CPOKM peannsaumnmn BCEX mep,
HeobXoAMMbIX A5 BbIMONHEHWUA OTAENBbHOMO ayAuTa, A0/KHbI ObiTb YCTAHOBNEHbI B COOTBETCTBYHOLMX
npoueaypax, CBs3aHHbIX C npoBeaeHvMem ayauTta. OpraHusauusa [o/KHa obecneynTb nNposegeHue
ayamMTOB B COOTBETCTBUM C 3TUMM NPOLEAYPAMM COTNACHO HACTOALLEMY Pa3aeny.

OTtgenbHble ayauTbl cucTembl dapmakoHaa3opa AO0/KHbl MPOBOAUTLCA B COOTBETCTBMM C
YTBEPKAEHHOM MPOrpamMmoi ayauTa, OCHOBAaHHOMW Ha PUCKax B COOTBETCTBMM C MNyHKTOM 5.1.2.2
HacToawwmx Mpasua. Mpu NAaHUPOBAHMM OTAENbHbIX ayAUTOB ayAUTOP onpeaenseT v OLeHUBAET PUCKH,
COMpPsXKEHHbIe C PAacCMaTpMBaemol 06/1acTblo, MPUMEHAS camble NoAXOoAsALME MEeToAbl BblIGOPOUHBIX
nccnefoBaHWiA M TeCTUPOBaHWA. MeToZ BbINONHEHMS ayAnTa HaANeXKaWmMm 06pasomM LOKYMEHTUPYeTCA
B MN1aHe NpoBeAeHuA ayanTa.

5.1.2.3.2. OT4eTHOCTD.

BbiBOAbI aAyaAUTOPOB OOKYMEHTA/IbHO OTPAXAKTCA B ayAUTOPCKOM 3aK/IlO4EHUN N CBOEBPEMEHHO



JOKNaAblBalOTCA PyKoBOoACTBY. [pouecc ayauta A0/BKeH BKAOYaTb B ceba mexaHusmbl nepeaayu
BbIBOAOB ayauTa O6beKTy ayauTta, noayyeHusa obpaTHOW CBA3M W MpeacTaBieHMA ayauTOPCKOM
OTYETHOCTU PYKOBOACTBY M 3aMHTEPECOBaHHbIM CTOPOHAMm, B TOM 4YMC/Ae NNLAM, OTBETCTBEHHbIM 3a
cuctemy $hapmakoHag3opa, B COOTBETCTBUM C TPEOOBAHUSMM 3aKOHOAATENbCTBA FrOCYAAPCTB-Y/IEHOB U
MEXKAYHaAPOAHbIX AOrOBOPOB U aKTOB, COCTaBAAlWMX NpaBo Colo3a, U pPeKomMeHAaUuMAMKU No ayauTy
cuctembl  papmakoHaasopa. PesynbTaTbl ayauTa  AOMXKHbI NPEACTaBAATbLCA B COOTBETCTBUM C
OTHOCUTE/IbHbIM YPOBHEM PUCKa U KNacCMOULMPOBATLCA C LEAbI0 YKa3aHUA WX KPUTUYHOCTM MO
OTHOLLIEHUIO K PUCKaM, BAUAIOLLMM Ha cuctemy dpapmakoHaa3opa, NpoL,eccbl U KOMMOHEHTbI MPOLLECCOB.
Cuctema KnaccuduKaumm aonxHa 6biTb onpeaeneHa B onMcaHUM CUCTEMbI KadecTBa GpapmakoHaasopa
M [OO/KHA Y4YMTbIBaTb C/eAylolie MNoporoBble 3Ha4yeHus, KOTopble c/ledyeT UCNonb30BaTh B
JanbHelLlen oT4eTHOCTU:

KPUTUYECKMM ABAAETCA NPUHLMNMUANBHBIA HEeA0CTaTOK (HECOOTBETCTBME) OAHOMO UAN HECKOJ/IbKUX
NPOLECCOB UM BbINOJIHAEMbIX Npoueayp cucTembl GpapmaKkoHaA30pa, KOTOPbIM HEraTUBHO B/MAET Ha
BClO cuctemy dapmakoHagsopa u (mnm) npaa, 6esonacHocTb M 6narononyyve naumMeHToB, U (Man)
npeacrasnset cobol NOTEHLMANbHYIO Yrpo3y 340POBbl0 HAaceneHus U (MAu) cepbesHoe HapylleHue
TpeboBaHMI 3aKOHOAATENbCTBA TOCYAAPCTB-YEHOB M MEXAYHApOAHbIX [AOrOBOPOB W  aKTOB,
cocTasnsaowmx npaso Cotosa;

CYLLECTBEHHbIM ABAAETCA 3HAYUTE/IbHbIA HEAOCTAaTOK (HECOOTBETCTBME) OAHOFO UM HECKO/IbKUX
MPOLECCOB WM  BbINOJIHAEMbIX Npoueayp cuctembl GapMaKoHaZA30pa, WAW  NMPUHLMMIMA/bHbBIN
HEeZOCTAaTOK KaKoW-1Mbo 4acT OAHOTO WM HECKOJIbKMX MPOLECCOB WM BbIMOJHAEMbIX Mpoueayp
dbapmaKkoHaZ30pa, YTO OTPULLATE/IbHO CKA3biBAaeTCA Ha BCEM Mpouecce U (Man) NOTeHUUAZIbHO MOXKET
CKaszaTbCA Ha npaBax, 6e3onacHOCTM M 61aronosy4nMu MauMeHToB, U (MM) MONKET npeacTaBAATb
MOTEHLUMAbHYIO OMACHOCTb A/ 3[40pOBbA HaceneHWa WU (uan) npencraBnseT coboi HapylweHue
TpeboBaHMI 3aKOHOAATENbCTBA TOCYAAPCTB-YEHOB M  MEXKAYHApOAHbIX [AOrOBOPOB W  aKTOB,
cocTasnsaowmx npaso Coto3a, KOTOPOE, 0AHAKO, HE CYMTAETCA CePbE3HbIM;

HeCcyLLEeCTBEHHbIM AB/IAETCA HEeAOCTAaTOK (HECOOTBETCTBME) KAaKOro-1Mbo KOMMOHEHTA O4HOMO MK
HECKO/IbKMX MPOLLECCOB WMAW BbINOAHAEMbIX MPoUeayp cucTeMbl ¢apmakoHaa30pa, KOTopble, Kak
0XKMAaeTcs, He MOryT OTpMLATENbHO CKa3aTbCA Ha BCEW cucTeme papmakoHag3opa MAKM npouecce, u
(nnn) npaax, 6e3onacHocTy U 61aronony4Ymnmn NauMeHToB.

Mo Bonpocam, KoTopble HeobxoAMMO pewaTtb B CPOYHOM MoOpsAKe, Heobxogumo
He3ameanuTenbHo MHGOPMMUPOBATL PYKOBOACTBO 06BEKTA ayAWTa U BbiCLLEE PYKOBOACTBO.

5.1.2.4. JencTBus, OCHOBAHHbIE HA pe3y/ibTaTax ayAnuTa U NOCAeayHoLEero KOHTPOAs ayaMTOB.

5.1.2.4.1. HesamegnuTenbHble 4eNCTBUSA, ONepaTUBHbIE AENCTBUSA, 4eNCTBUA B Pa3yMHbIe CPOKM, a
TaKXe BOMPOCbl, MO KOTOPbIM HEOBXOAMMO CPOYHOE MPUHATME pelleHMAa nAuMbo cpovHoe
MHPOPMMPOBAHME, YKa3aHHble B HACTOALWEM pa3gesie, NpeaHasHayeHbl ANA BbINOAHEHUA B CPOKM,
KOTOpble ABAAIOTCA HagneXKalwMmu, YMECTHbIMU M COOTBETCTBYHOLWMMWU OTHOCUTENIbBHOMY PUCKY AAA
cuctembl  dapmaKkoHazsopa. HeobxoAumo  yCTaHOBUTbL  MNPUOPUTETbI  KOPPEKTUPYIOLMX U
npeaynpeantenbHblX AeACTBUA ANA  YCTPAHEHUA BbIAB/IEHHbIX KPUTUYECKUX WU CYLLECTBEHHbIX
HeaoCTaTKoB (HecooTBeTCTBUI). TOYHble CPOKW AENCTBWUIM, CBA3AHHbLIX C BbISBAEHHLIM KPUTUYECKUM
HeaOoCTaTKOM (HEeCOOTBETCTBMEM), MOrYT BapbUMpOBaTbCA B 3aBUCMMOCTM OT XapaKTepa BbiBOAOB U
3an/s1aHMPOBAHHOIO AEeNCTBUA.

5.1.2.4.2. PyKoBOACTBO oOpraHu3aumm obecneymMBaeT Ha/MuMe B OPraHM3aLMM MexXaHU3Ma,
NO3BO/IAIOLLEr0 HaAeXKalMm 06pa3som pellaTb BOMNPOCHI, CBA3aHHbIE C pe3yibTaTaMun ayaAnTa CUCTEMBI
dbapmakoHag3opa. Komnnekc meponpuATUIA JOMKEH BKAOYATb B cebs aHaNAN3 M3HAYa/IbHON NPUYUHDI
BbIAB/IEHHOIO HEeAOCTaTKa, BJMAHWUA BbIAABJEHHbIX Pe3y/bTaTOB ayAuTa, a TaKXKe MOAroTOBKY NaaHa
KOPPEKTUPYIOLLMX U NpeaynpeanTenbHbIX MeponpuATUIA.

5.1.2.4.3. BbiClllee pyKOBOACTBO U NMLA, HaAeNeHHble PYKOBOAALWMMMN MNONHOMOUYNAMMU, AOKHbI



no3aboTntbca o0 TOM, 4Tobbl NpeanpuHATL BCce Heobxoaumble 3dPeKTUBHbIE Mepbl MO YCTPAHEHUIO
HeAOCTaTKOB, BbIAB/NEHHbIX B MpoLecce ayauta. BbinonHeHWe COornacoBaHHbIX AEWCTBUI  AOSIKHO
CUCTEMATUYECKM KOHTpoAupoBaTbca. MHPopmauma o Xxone peannsaumm KOPPEKTUPOBOYHbLIX U
npeaynpeauTenbHbIX MEPONPUATUIA [OMKHA MNepuoanyvYeckm A0BOAMTBCA A0 CBeAEHMA BbICLIEro
pyKoBOACTBA COOOPA3HO 3annaHUMPOBaAHHbIM AencTBuAM. lMoaTBep)KAeHUe 3aBeplUeHUs KoMMJieKca
KOPPEKTUPOBOYHbLIX W NpeaynpeanuTesibHblX  MEPONpUATUA  AO/KHO  Hagnexawum obpasom
OOKYMeHTUpoBaTbcA. lMporpamma ayguTa AO0/KHA NpesycMaTpuBaTb MOTEHLMANbHYIO BO3MOXHOCTb
NpPoBeLEHMA KOHTPOJIbHbIX ayAUTOB, KOTOPbIE BBIMOJHAKOTCA NO Mepe HeobXoAMMOCTW, C LLeNbto
noATBEPKAEHMA 3aBEPLUEHNA BbIMNOJIHEHMA COrNACOBaHHbIX 4ENCTBUIA.

5.1.3. Cuctema KayecTBa U AOKYMEHTUPOBAHUA.
5.1.3.1. KOMNeTeHTHOCTb ayANTOPOB U YNPABAEHMA KAYECTBOM ayAUTOPCKON AeATENbHOCTY.
5.1.3.1.1. He3aBMCMMOCTb U 0O6BEKTUBHOCTb ayauTa 1 paboTbl ayanTOPOB.

OpraHunsaums AoNKHa Ha3HauYWUTb KOHKPETHOoEe Lo, KoTopoe ByaeT oTBevaTb 33 AeATeNbHOCTb Mo
ayouty B 0bnactm ¢apmaKkoHagsopa. [eAaTenbHOCTb MO  BbIMOJAHEHWUIO ayAWTOB  CUCTEMBI
dapmaKkoHag3opa AonKHa ObiTb He3aBMCMMOW. PYKOBOACTBO OpraHM3auUMu O0J/IKHO obecrneuntb U
OOKYMEHTUPOBATb HE3aBUCMMOCTb M 06BEKTUBHOCTb ayAMTOPOB.

AyauTopbl OO/KHbI 6bITb CBOBGOAHLI OT BMellaTeNbCTBa B onpegeneHue obbema aygura,
npoBegeHWe ayamTa cucTeMbl papmakoHagsopa U MHGopmMpoBaHMe O pesysbTaTax ayauta. OcHOoBHas
OTYETHOCTb A0/I}KHA HAaNPaBAATLCA BbICLIEMY PYKOBOACTBY, KOTOPOE HECET NO/IHYIO OTBETCTBEHHOCTb 3a
WCMONHUTENbCKYIO W YNPaBAEHUYECKYO CTPYKTYpPYy, 4YTO TNO3BOASET ayauTopy BbIMNOAHATbL CBOWU
0653aHHOCTM M NpeacTaBAATb HE3aBUMCUMOE W OBBLEKTMBHOE ayAMTOPCKOE 3aKaloueHue. AyamuTtopbl
MOFYT  KOHCY/NbTUPOBATbCA C  3KCMepTamMu, MNepCcoHaNOM, Yy4yacTByHOLWMM B nNpoueccax no
dbapmMaKkoHaA3opy, a TaKXKe C AULOM, YNOAHOMOYEHHbIM NO (apmaKoHaZA30py, NPU COXPaHEHUU
HenpeaB3ATOro OTHOLLEHWUA U OTCYTCTBUMN BIMAHUA Ha 06BbEKTUBHOCTb M Ka4eCTBO BbIMOHAEMbIX paboT.

5.1.3.1.2. KBannoukauma, npopeccuoHanm3m, onbIT U HeNpepbIBHOE MOBbIEHWE KBaAnbUKaLmum
ayanTopos.

Ayantopbl gonxHbl 061agatb Tpebyemol KBanmdurkaumen n nogaepxusaTb ee B YacTU 3HaAHUN,
HaBblKOB M CMOCOBHOCTEN, HEOBX0AMMbIX ANA 3GPEKTUBHOrO NPOBEAEHMA ayAUTOPCKUX MEPONPUATUI
cuctembl dapmaKkoHad30opa, a TaKXe A8 yyacTusa B HUX. AyAMTOpbl A0/KHbI 061aAaTh HaBblKamu,
YMEHUAMM U 3HAHUAMM B YaCTU:

a) NPUHUMNOB, NPOUEAYP U METOAOB ayaunTa;

6) cylwecTBylOWMUX HOPMATUBHbIX NPaBOBbIX aKTOB, PYKOBOACTB U ApyrMx TpeboBaHWiA,
OTHOCALLMXCA K cucTeme papMaKkoHaA30pa;

B) MeponpuATUiA, NpoLeccos U npoueayp papmakoHaa3opa;
r) cuctem ynpaeneHus;

[) opraHn3aLUMOHHbIX CUCTEM.

5.1.3.1.3. OueHKa KayecTBa ayaMTOPCKOM AeATeNbHOCTH.

OueHKa KayecTBa ayAUTOPCKOM AeATeNIbHOCTU MOMKET OCYLLEeCTBASATLCA MOCPeACTBOM TEKyLLen u
NepuoanYecKon OLEHKWU BCeW ayAWTOPCKON AEeATeNIbHOCTM, OT3blIBOB OOBEKTa ayAuTa M CaMOOLEHKM
ayAWUTOPCKON AeATeNbHOCTU (Hanpumep, KOHTPO/Ib KayecTBa ayaUTOPCKOM AeATeNbHOCTU, cobaogeHmne
KoZeKca NoBeAeHus, NporpaMmm ayamta U ayauTopcKux npoueayp).



5.1.3.2. AyauTbl, NnpoBeaeHHble BHELIHNUMM MOCTaBLUMKAMM ayANUTOPCKUX YCAYT.

OcHOBHas OTBETCTBEHHOCTb 3a PYHKLUMOHMPOBaHME N 3OPEKTUBHOCTb cMCTEMbI papMaKkoHaa30pa
NIEUT Ha opraHMsaumun. B cnyvae ecnm opraHusauma NpUHMMaET pelleHne NpUMberHyTb K BHELWHemMy
NOCTaBLLUNKY ayaANUTOPCKMX YCAYT ANA BbINOAHEHMA TpeboBaHMM Mo ayauTy cuctembl papmaKkoHaasopa Ha
OCHOBE COOTBeTCTBYIOWMX TpeboBaHUI HacToAwmx [paBwua, cneayer cobaoctu  creayowme
TpeboBaHMA:

a) TpeboBaHMA U NOArOTOBKA OLEHKM ayAMTOPCKOro PUCKa, CTpaTernmn ayguTa, NporpaMmmbl ayauta
N OTAENbHbIX ayAUTOPCKUX 3afaHMI AO/KHbI ObiTb AOBeAeHbl OpraHusaumMein 40 CBeAeHUs BHELIHUX
MOCTaBLUMKOB YC/YT B NUCbMEHHOM dopme;

6) 06bem paboThbl, 3a4aun M NpoueaypHble TpeboBaHMA K MPOBeAeHUI0 ayauTa AONXKHbI ObiTbh
[oBeaeHbl OpraHM3aumen 40 CBeAEHUA BHELHNX NOCTaBLLMKOB YCAYr B MMCbMeHHOM dopme;

B) oOpraHu3aumsa AO0MXHa MNOAYYUTb [AOKYMEHTA/ibHOE MOoATBEpXKAeHMEe He3aBUCMMOCTU W
06BEKTUBHOCTM BHELIHUX NOCTaBLMKOB ayANUTOPCKNX YCAYT;

r) BHEWHMI MOCTaBLWMK ayAMTOPCKUX YCAYr AOMKEH Takke cobnogaTb COOTBETCTByHOLLME
TpeboBaHMsA, NPeAYyCMOTPEHHbIE HACTOALLMMM MpaBunamm.

5.1.3.3. XpaHeHue oT4eToB 06 ayauTax.

OtyeTbl 06 ayauTax M CBeAEeHMA, MOATBEPXKAaloLWMe 3aBeplueHMe AeNCTBUIA No pesy/ibTaTam
ay4uTa, OONXKHbI XPAaHUTBCA B COOTBETCTBUM C TPebOOBaHMAMM, YKa3aHHbIMM B pasgesie 2 HacTOALLUX
Mpaswun.

5.2. TpeboBaHuMA K NpoBeAeHUIO ayamTa

5.2.1. lep:KaTenn perncTpauMoHHbIX y40CTOBEPEHUA.
5.2.1.1. TpeboBaHMA K NpoBeAEHUIO ayauTa.

[ep:KaTenm perucTpaLMoHHbIX YA0CTOBEPEHUI 06a3aHbl peryaapHO NPOBOANTb OCHOBAHHbIE Ha
pUCKe ayaAWTOPCKME NMPOBEPKM CBOEW CUCTEMbl papMaKoHag30pa, BKAKOYAA ayamMT CUCTEMbI KauyecTBa
cuctembl hapmaKkoHag3opa, C Lenblo obecneyeHMs COOTBETCTBUA AEWNCTBYIOWEN CUCTEMbl KayecTsa
npegbasnsembim TpebosaHuaAM. [aTbl NPOBEAEHUA ayAUTOB M Pe3y/bTaTbl NPOBEAEHHbIX ayamuTOB, a
TaKXKe KOHTPO/bHbIX ayAUTOB A0/XHbI Hag/exKawmm 06pa3om AOKYMEHTUPOBATbLCA.

5.2.1.1.1. lmyo, ynonHoMo4YeHHOe No GpapMaKoHaA30py B roCy4apcTBax-yaeHax.

Mo, ynonHomoueHHoe no $apMaKkoHaA30py B rocyAapcTBax-uiaeHax, AOKHO MoJy4aTb OTYETbI
0 pesynbTaTax ayamMta cuctembl GapMaKkoHaf30pa, a TaKKe NpeacTaBnaTb MHGOPMaLMIO ayautopam,
MMEIOWMUM OTHOWEHME K OUEHKe PUCKOB, BK/OYAsi CBEAEHUA O COCTOAHWM  BbIMOJHEHUS
KOPPEKTUPYIOWMX U NpeaynpeanTenbHbiX MeponpuaTuii. JIuuo, ynoaHoOMoYeHHoe no ¢papmakoHaa3opy
B roCyAapcTBax-y/ieHax, AO/IKHO Moay4aTb MHPOPMaLMIO O pesynbTaTax Aboro ayamuta, UMEOLLEro
OTHOWeHMe K cucteme dapmMaKkoHag3opa B rocygapcTBax-4Y/eHax, BHE 3aBMCMMOCTM OT MecTa ero
npoBeaeHus.

5.2.1.2. YNOAHOMOYEHHbIe OpraHbl roCy4apCTB-Y4/1E€HOB.
5.2.1.2.1. TpeboBaHUsA K NpOBEAEHUIO ayanTa.

YNO/IHOMOYEHHbIM OpraH rocyfapcTBa-yneHa [OJIKEH PeryaspHoO NpPoBOAWUTb He3aBUCUMble
NPOBEpPKM 3aZay cucTembl papMaKoOHaA30pa rocyAapcTB-Y/IEHOB, PEryisipHbIA ayauT CBOEW CUCTEMbI
dbapmaKkoHaZ30pa M OCHOBAHHbIE HA PUCKAX ayamTbl CUCTEMbI KayecTBa C Lenblo obecnevyeHus



COOTBETCTBMA CUCTEMbI KayecTBa npeabaABaseMbiM TpeboBaHuAM. [aTbl NpoBeAeHWUA WU pesysbTaTbl
NPoBeAEHHbIX ayAMTOB, a TaKKe KOHTPOJIbHbIX ayaMTOB [AOJIKHbl  Hagjexalmm obpasom
OOKYMEHTUPOBATbCA.

5.2.1.2.2. MNpuHATaa metoaon0rus.

B uenax obecrneyeHns cornacoBaHHOroO M rapMoHU3NPOBAHHOIO N1IaHNPOBAHUA U peansauunmn
ayanuToB U NOArotoBKN X OTYETHOCTU ayauTbl, NpoBOAMMbIE B YNOJIHOMOYEHHbIX OpraHax rocyaapcre-
41eHOoB, 401X KHbl OCHOBbIBATbCA Ha I'IpMHFITOl\/‘I TEPMUHONIOTUN N METOA0/TI0TUN.

5.2.2. TpeboBaHMsA K ayAUTOPCKON OTYETHOCTM.
5.2.2.1. OT4eTHOCTb AepKaTena perMcTpaunoHHOro yaoctoBepeHums.

5.2.2.1.1. [epkaTenb perncTtpauMoHHOro yAOCTOBEPEHUA AO/KEH BKAKOYUTb MOACHUTENbHYIO
3aMNnCb NO KPUTUYECKMM U CYLLECTBEHHbIM pe3ysibTaTaM ayamuta cuctembl GapmMakoHag30pa B Mactep-
dainn cucrembl papmakoHaa3opa. OCHOBbLIBAACH HA pe3ybTaTax ayauTa, AepKaTenb PerMcTpaumoHHOro
yAo0cToBepeHua fomKeH obecneynTb NOAFOTOBKY M peasiiv3aLmio COOTBETCTBYIOLWLErO MaaHa, B KOTOPOM
noapobHO YKa3bIBalOTCA KOPPEKTUpPYIOLLIME U NpeaynpeauTenbHble Meponpuatua. Nocne BbiNoSHEHUA
KOPPEKTUPYIOLLMX M NpeaynpeauTeNbHbIX MepPONpPUATUI B NoJHOM obbeme 3anucb B mactep-daine
MOMKeT ObITb yaaneHa. Ona yaaneHua Kakux-nMbo cCBefeHMI, Kacalowmxca ayamta, us mactep-oainna
cuctembl apmakoHaazopa TpebytoTca 06 beKTUBHbIE NOATBEPKAAOLWME AAHHbIE.

5.2.2.1.2. [lepxaTenb perucTpaumoHHOro yaocToBepeHna AoaxKeH obecneymnTb BKAOYEHWE CNUCKa
BCEX 3aMnfiaHMPOBaHHbIX W NPOBeAEHHbIX ayAuMTOB B NPUAOXKEHMEe K MacTep-¢ainy cucTemsl
dbapmakoHaz30pa, a TaKKe BbIMOJAHEHME BCeX 3anilaHMpPOBaHHbIX ayauToB C cobaogeHnem
06A3aTe€NbCTB MO OTYETHOCTM, NPEAYCMOTPEHHbIX  3aKOHOAATe/IbCTBOM  rOCYAapCTB-Y/1EHOB,
HacToAWwMMK [paBMaaMM W BHYTPEHHUMM MpaBUAaMK, NPUMEHAEMbIMM K OT4YeTHOCTW. [aTbl U
pe3ynbTaTbl NPOBEAEHHbIX ayAUTOB, a TaK¥Ke KOHTPOJIbHbIX ayAUTOB AO/IKHbI Hagnexalmm obpasom
AOKYMEHTUPOBATLCA.

5.2.2.2. OTY4eTHOCTb YNONHOMOYEHHbIX OPraHOB rocyAapcTB-4/1eHOB.

YNONHOMOYEHHbIE OpraHbl rocygapcre-4a1eHoB AO0/1XKHbl FrapaHTUpPOBATb, YTO OHU obecneumsatoT
CO6I'IIOLI,€HM€ obAsaTenbCTB No npeacrtaBneHnto OTYETHOCTU NO BbIMOZIHEHHBIM ayAUTamM B COOTBETCTBUU
C HacToAwmMMM lNMpasuinamm, mexayHapoaHbIMU JOTOBOPAMM U aKTaMM, COCTaB/IAOWMMM NPaBo Coto3a,
M 3aKOHOAATEe/IbCTBOM TrOCYyAapCTB-Y4/1€HOB, a TaKXe BHYTPEHHUMMW NpaBuiamun, NpUMMeEHAEMbIMUN K
OTYETHOCTWU.

5.2.3. KoHduaeHumanbHoCTb.

C poKymeHTamu 1 nHdopmaumen, cobpaHHOM BHYTPEHHUM ayaMTOpPOM, cieayeT obpalaTbes ¢
cobntopeHnem TpeboBaHUI 3aKOHOAATE/NILCTBOM FOCYAAapPCTBA-Y/ieHa, B TOM uucie B chepe 3awmTbl
NepCoOHaNbHbIX AaHHbIX U KOHOUAEHLMANbHON MHPOPMaLLMK.

6. Cnctema ynpasneHUa puckamm
6.1. BeegeHune

Mpouecc ynpasBneHUAa puckamm COCTOUT U3 3 B3aMMOCBA3aHHbIX 1 NOBTOPAOLWNXCA CTa,D,MVII

COCTaB/1IeHNE XaPaKTEPUCTUKU I'IpOd)Mﬂﬂ 6e3sonacHocTH NNEKapCTBEHHOIoO npenaparta, BK/KOYaA
n3BeCTHble U HEN3BECTHbIE aCMEeKTbI;

nNaHWMpoBsaHne AeATeNbHOCTU NO cbaplv\aKOHa,a,sopy NO XapaKTepuctnke PUCKoB U BbIABNEHUIO
HOBbIX PUCKOB, a TaKXXe nosblleHNe O6LIJ,€I'O YPOBHA 3HaHUI O npod)vme 6e3sonacHocTH NNEKapPCTBEHHOIO



npenapara;

NAaHUPOBAHUE N OCYLLLECTBAEHNE AEATENbHOCTU N0 MUHUMMU3ALIMK NOCNEACTBUA PUCKOB, a TaKXKe
OLeHKa 3pPEeKTUBHOCTU ITON AATENBHOCTU.

6.2. CTPYKTYypbl ¥ Npouecchl

6.2.1. MpuHUMNbI yNnpaBaeHNA pUCKamm.

OCHOBHOM LEeNblo Npouecca YNpaBNeHUs pPUCKaMK sABAAeTcA obecneyvyeHWe npuUMeHeHuA
NIeKApCTBEHHOrO nNpenapata MpyM MaKCMManbHO BO3MOMKHOM MPEBbILWEHUN MOJ/Ib3bl ONpeaeseHHOoro
NIeKapCTBEHHOrO npenapaTa (MW COBOKYMHOCTM JNIEKAPCTBEHHbIX MNPENapaToB) Hag pPUCKamu aas
KarKAOro naumMeHTa M ANA UeneBblX MONyAsAuMiA B LEeNoM. ITO MOXKeT ObiTb [OCTUTHYTO MyTem
YBE/IMYEHMA MONb3bl UAK MYTEM CHUXKEHMUA PUCKOB. Mpouecc ynpaBaeHUs pUCKamMM HOCUT UUKANYHbBIN
XapaKTep U COCTOUT M3 NOBTOPAOLLMXCA 3TANoOB No ONpeAesieHU0 U aHaAN3y PUCKOB U NOJb3bl, OLLEHKE
COOTHOWeEHNA "nonb3a - pUCK" C onpegeneHMem BO3MOMKHOCTM  ONTMMM3aLMKM, BblIGOpy U
NAaHUPOBAHUIO METOLAOB XaPaKTEPUCTUKM M MUHUMU3ALMU PUCKOB, BHELPEHUIO MEPONPUATUN MO
XapaKTEPUCTUKE U MUHUMU3ALMUN PUCKOB, COOPY AAHHbBIX C MOHUTOPUHIOM 3GPEKTUBHOCTU NMPUHATBIX
mep.

6.2.2. OTBETCTBEHHOCTb 3a YNpaB/IeHWEe PUCKaMM B paMKaX OpraHu3aLmu.

OCHOBHbIMW y4YaCTHMKaMM npolecca, HernocpeaCcTBEHHO BOB/EYEHHbIMM B MaHUPOBaHUeE
ynpaBAeHUA pPUCKaMM fIeKapCTBEHHbIX MpenapaTtoB, ABAAIOTCA AepXaTenu pPerncrtpaumoHHbIX
YyAOCTOBEPEHUIA U YNONHOMOYEHHbIE OpraHbl rocyAapcTB-4NeHOB, OTBETCTBEHHbIE 33 peryanpoBaHue
npouecca obpalleHns NeKapcTBEHHbIX NpenapaTos.

6.2.2.1. JepxaTenu perucTpaunoHHbIX Y40CTOBEPEHMUIA.

B oTHOweHUn npouecca ynpasneHMAa puUCKamu, CBA3aHHbIMU C BbiNyCKaeMbIM NEKAPCTBEHHbLIM
npenapatom, gepxartesib permcTtpaymnoHHOro yaoctoeepeHmna HeceT OTBETCTBEHHOCTb 3a:

a) obecneyeHne MOCTOAHHOMO KOHTPO/1A PUCKOB, CBA3aHHbLIX C NpUMeHEeHUeEM NeKapCTBEHHOIO
npenaparta, B COOTBETCTBUU C Tpe6OBaHMHMVI 3aKOHOAaTeNbCTBa rocyaapcTB-4/1€HOB U npeacrtaBieHne
nosly4aeMblX Pe3y/ibTaTOB B COOTBETCTBYOLWME YNO/IHOMOYEHHbIE OPraHbl roCyAapCTB-4/1€HOB;

6) NpuHATME BCEX HEOBXOAMMbIX Mep A1 MUHMMM3AUMKU PUCKOB, CBA3AHHBLIX C NPUMEHEHNEM
NleKapcTBEHHOTO NpenapaTa, a TakXKe ANA AOCTUMEHMA MaKCMMalbHO BO3MOXKHOM MO/b3bl, BK/AKOYan
obecneyeHne [OCTOBEPHOCTM MWHPOPMALUKM, NPEACcTaBAfEeMON AeprKaTenem PernmcTpaumoHHOro
YOOCTOBEPEHUS B OTHOLIEHWMM JIEKAPCTBEHHbLIX MPEenapaTtoB, €e CBOEBPEMEHHOE O6GHOB/EHWE WU
npeacrasneHne HoOBOM MHOOPMALMM MO Mepe ee NoayYeHUS.

6.2.2.2. YNONHOMOYEHHble OpraHbl rocy4apCTB-Y41E€HOB.

0O6s3aHHOCTAMM YNO/THOMOYEHHbIX OpraHoB TrocCyaapcrB-4/1€HOB B OTHOWEHWU npouecca
ynpasaieHnA pUCKaMun ABNAKOTCA:

a) NOCTOAHHbIA MOHWTOPUHT MOJIb3bl U PUCKOB JIEKAPCTBEHHbIX MPEnapaToB, BKAOYaA OLLEHKY
COOBLIEHNII O  BbIABAEHHbIX  HEXenaTe/lbHbIX  peakumax, nNpPeACTaBleHHbIX  AeprKaTenamu
PEernucTPaumMoHHbIX  YAOCTOBEPEHUN, MEOUUMHCKMMM U dapmaueBTUYECKMMM  paboTHMKamu,
nauneHTammn 1 NoAYyYEHHbIX U3 APYTMX UCTOYHUKOB MHPOPMaL MK (Npy HeoBXoAUMOCTH);

6) NPUHATUE COOTBETCTBYHOLWUNX PErynaTopHbIX mep nNo MUHUMU3AUNN PUCKOB, CBA3aHHbIX C
NNEKAPCTBEHHbIMM TMpenapatamu, w“ obecneyeHue nosiy4eHnAa MaKCMMaJibHO BO3MOXKHO nonb3bl,
BK/ItoYan obecrneyeHMe TOYHOCTM M MNONHOTbI BCeM I/IH(bOpMaLI,I/II/I, Hpe,ﬂ,CTaBﬂﬂeMOVI aepxarenamum
PErMcTpaLlMOHHbIX yAOCTOBEpEHMﬁ B OTHOLWEHWUUN NEKAPCTBEHHDIX NMPENAPaTOB,



B) obecrneyeHue BbINOAHEHUS MEPOMNPUATUIA NO MWUHMMM3AUMKM PUCKOB HA HaLMOHa/IbHOM
YPOBHE;

r) appeKkTMBHbIN 0bMeH AaHHBIMM C 3aMHTEPECOBAHHbLIMW CTOPOHAMM MPWU HA/MYUU HOBOM
AoctynHon nHpopmauum. B 3ToT obmeH BXoAMT npenoctaBieHMe MHPOpPMaLMM B COOTBETCTBYHOLLEM
dopmaTte naumeHTam, MeAMUMHCKUM U  dapmaLleBTUYECKMM pPabOTHMKAM, rpynnam MauueHTos,
Hay4YHbIM coobLLeCTBAM U T.4.;

A) obecneyeHne NPUHATUA COOTBETCTBYIOLLMX MEP MUHUMM3ALLIMKU PUCKOB (NpW MX onpeaeneHnm)
BCEMMW AEPKATENAMM PErMCTPALMOHHBIX YAOCTOBEPEHUI B OTHOWEHMM KAK OPUIMHANbHbIX, TaK U
BOCMNPOU3BEAEHHbIX, BMOAHANOMMYHbIX TEKAPCTBEHHbIX NPENAPATOB;

e) npeacrtasneHne nHdopmaumm ApYyrum ynosiHOMOYEHHbIM OpraHam rocyaapcTB-4/1eHOB, B TOM
ynucne ysedomseHne o nAwbon peatenbHocTM Mo obecneyeHUto 6€30MacCHOCTM B OTHOLWIEHUMU
JIEKAapPCTBEHHOrO Npenapara, BKAYan yBegomaeHme 06 nsmeHeHumax B HGopmaunm o6 opurmHaibHOM
JleKapCcTBEHHOM npenapare.

6.2.3. Llenu nnaHa ynpaBaeHUA puckamu.

6.2.3.1. NnaH ynpaBneHua puckamu (ganee - MNYP) comepuUT MHOPMaLNIO, KOTOpaA AO0NXKHaA
COOTBETCTBOBATH cNedytolmMm TpeboBaHUAM:

a) onpeaensaTb U XapaKTepr3osaTb NPoduab 6e30MacHOCTU NEeKAPCTBEHHOTO Npenapara;

6) yKasbiBaTb, KakMm 06pa3oM MOMKHO AOMNOMHATb AaNbHEMLLYIO XapaKTepUcTUKy npoduns
6e30MacHOCTM 1IeKapCTBEHHOTO Npenapara;

B) AOKYMEHTa/ibHO NOATBEPXKAATb MPUHATME Mep MO NPeaoTBPALLEHUIO UAM MUHUMMU3ALLMK
PUCKOB, CBA3A@HHbIX C NMPUMEHEHWEM NeKapCTBEHHOro npenapaTa, BK/OYaA OLUeHKy 3dpdeKTMBHOCTM
OAHHbIX MepPONpPUATUI;

r) [AOKYMEHTasibHO MOATBEPX4aTb BbINOJHEHUE TMOCTPErMCTPALMOHHbIX 0653aTeNnbcTe Mo
obecneyeHnto 6€30NacHOCTU NPUMEHEHUS, BBEAEHHbIX NPU PEFUCTPALLMM IeKapCTBEHHOTO NpenaparTa.

6.2.3.2. Onsa BbiNnONHEeHUs TpeboBaHWI, yKasaHHbIX B MNyHKTe 6.2.3.1 HacTtoAwwmx [MpaBun, B
MHbopMaumio, cogeprraltytocs B NMYP, fo0MKHbI ObITb BKAOYEHDI:

a) onucaHMe U3BECTHON N HeM3BeCTHOM MHbopmaLmMKn o Nnpodune 6e30NacHOCTU NeKapPCTBEHHOTO
npenapara;

6) yKasaHMe, KaKoBa CTereHb YBEPEHHOCTM B TOM, 4YTO 3PPEKTUBHOCTb JIEKAPCTBEHHOTO
npenapata, MNPOAEMOHCTPUPOBAHHAA Y LEeNeBblX MNOMNyAAUMiA NpuM  NPOBEAEHUM  KAMHUYECKUX
nuccnenoBaHuiA, byaeT [OCTUraTbCA B MNOBCEAHEBHOW MEAMUMHCKOW MPAKTUKE, WU LOKYMEHTa/bHO
NoATBEPXKAaTb BO3MOXKHYIO HE06X0AMMOCTb MccaeaoBaHnii 3pGeKTMBHOCTU B MOCTPErMCTPALMOHHOM
nepuoae;

B) YKa3aHue naaHnpyemoro cnocoba oueHKkn 3GpPpeKTUBHOCTM Mep N0 MUHUMU3ALLMM PUCKOB.

6.2.3.3. NMYP asnaetca ANHAMMUYHO W3MEHAIOLWMMCA, CAMOCTOATE/IbHBbIM JLOKYMEHTOM, KOTOPbIN
[OMKeH OBHOBAATLCA Ha MPOTAMEHMM BCErO KM3HEHHOrO UMKNA JIeKapCTBEHHOro npenapaTa. [nAa
NleKapCcTBEHHbIX NpenapaTtos, Tpebyowmx coctasneHusa NMNOOB, HekoTopble (YacTv) moaynu NYP moryT
MCNOAb30BaTbCA B Uenax coctaBneHma NOOB.

6.2.4. Ctpyktypa MYP.

MYP BkAtoyaeT B cebs 7 MHOOPMALMOHHbIX YacTen:



yacTb | - 0630pHan MHbOpPMaLLMA NO NEeKAPCTBEHHOMY Npenapary;

yactb Il - cneundpukauma no 6esonacHocTU:

mozynb Cl - anuaemmonorva nokasaHuin No LenesbiM NONyAAUNAM,;

moaynb Cll - OKAMHMYeCKan 4acTb;

moaynsb Clll - Bo3aencTeme NeKapCcTBEHHOIO NpenapaTa B X04e KJMHUYECKUX UCCNea0BaHUI;
moaynb CIV - nonynsaumm, He N3yyeHHble B X0A4e KAUHUYECKUX UcCnesoBaHNUi;
mozaynb CV - NOCTperncTpaumoHHbIi OnbIT NPUMEHEHUS;

moaynb CVI - gononHutenbHble TpeboBaHMA K cneumduKkaumm no 6esonacHocTu;
moaynb CVIl - M AeHTUDUUNPOBAHHbBIE M MOTEHLMANbHbIE PUCKK;

moaynb CVIII - o6obueHHas nHdopmauusa no npobaemam no 6e3onacHoOCTY;
yacTtb Il - nhaH no dpapmakoHaazopy;

yacTb IV - n1aH NOCTPErncTpaLmMoHHbIX UCCNeaoBaHMUN 3PPEKTUBHOCTY;

yacTb V - mepbl N0 MUHUMM3ALMUN PUCKOB (BKItOYAA OLEHKY 3PpPEKTUBHOCTM Mep MUHUMM3ALUK
pUCKoB);

yacTtb VI - pestome MYP;
yactb VIl - npnaoxeHua.

Ecahn T[YP coctaBnaeTcA Ha HECKOJIbKO JIeKApPCTBEHHbIX MpenapaTtos, A48 KaXaoro wus3
JIeKapCTBEHHbIX NPENapaToB AOJIXKHA ObITb NPeAyCMOTPEHA OTAE/IbHAA YacTb.

6.2.5. NoapobHoe onucaHne Kaxaon yactm NYP.

6.2.5.1. Yactb | NYP - 0630pHan MHGopmauusa No NeKapCTBEHHOMY Nnpenapaty (NeKapCTBeHHbIM
npenapartam).

[aHHas 4acTb JOMKHA coaepKaTb aAMUHUCTPATUBHYIO nHbopmaumio o NMYP, a Takke 0630pHYIO
NHOOPMaLMIO NO NEKAPCTBEHHOMY NpenapaTy (NeKkapcTBEHHbIM NpenapaTam), Ha KOTOPOe COCTaBNAETCS
MypP.

YKasaHHanA YacTb A0/KHA COAEPKaTb CAeayIoLLy0 MHPOPMaLMIO:
a) MHpopmauma 06 aKTUBHOM BelLLLeCTBE:

aKTUBHble dapmaLeBTUYeCKMe cybcTaHumMK (4eMCTBYIOLLME BELLECTBA) 1IeKapCTBEHHOrO NpenapaTa
(nekapcTBeHHbIX NpenapaTos);

dbapmaKoTepaneBTUyeckan rpynna (kog ATX (ATC));
HaMMeHOBaHMWe AeprKaTens PermcTpaLMoOHHOrO YA0CTOBEPEHUS;
[aTa 1 rocy4apcTBoO NepBOM perncTpawmMm B Mupe (ecim npumeHumo);

AaTa U rocyaapcrteo, B KOTOPOM 6b1710 HayaTo MmeaunumHCKoe npnmeHeHune (ech I'IpMMEHMMO),'



KONMYECTBO JIEKAPCTBEHHbIX NpenapaTos, KOTopble BKAOYEeHbI B [YP;
6) agMuHucTpaTnBHas uHdopmauus o MyP:

[aTa OKOHYaHUA cbopa AaHHbIX B pamKax Tekyuiero MYP;

Aata npeacrtasneHua NYP n Homep Bepcuu;

nepeyeHb Bcex yacten u moaynei NMYP c npeacrasneHmem nHdopmauum o gate m sepcun MYP, B
paMKax KOTOpOro B Noc/ieAHui pa3 0bHOBAANMCH M NPeACTaBAAANCD YacTb UAN MOAYNb;

B) MHPOPMALMSA MO KaxKA0MY 1eKapCTBEHHOMY Npenapary, BKAtoueHHomy B MYP:
TOProBble HAMMEHOBaHWA B rocyAapCcTBax-uieHax;

KpaTKoe onucaHWe NeKapCTBEHHOro mnpenapaTta (BKAwoualouiee B cebs: XMMUYECKMIA Knacc,
KpaTKoe oOnucaHue MexaHuM3Ma [JelCcTBUA, BaKHylo MHbOpMaLMIO O ero cocTtaBe (Hampumep,
NPOUCXOXAEHNEe aKTUBHOrO BelllecTBa BMONOrMYECcKUX IeKapCTBEHHbIX MpenapaTos, COOTBETCTBYIOLWMNX
aAbloBaHTOB A/1A BaKUMH));

noKasaHua (ogobpeHHble 1 Npeanaraembie (€CAn NPUMEHUMO));
peXnm A031poBaHNA (0406PEHHbIN N Npeanaraemsbiii (eCan NPUMEHMMO));
NeKapcTBeHHble popMbl U A03UPOBKa (0406peHHbIe U Npeanaraemble (ecanm NPUMeEHUMO));

06LLEMMPOBOW PErySATOPHBIN CTATyC C YKa3aHMeM Mo CTpaHam (4aTa perucTpaumm uam oTkasa B
peructpauum, Qgata pasMelleHMa Ha pPbiHKe, TEeKyLWMWA CTaTyCc perncrpaumu, nNoAcHUTE/bHble
KOMMEHTapun).

6.2.5.2. Yactb Il NYP - cneundurKkayma no 6€3onacHoCTM.

Llenblo fgaHHOM 4YacTu ABAAETCA NpeacTaBleHWe KpaTkoro ob63opa npoduns 6esonacHocTu
JIeKapCTBEHHOrO npenapata C YyKasaHMem W3BeCcTHOM MHopmauMm no 6e30MacHOCTM, a TaKXkKe
onpeaeneHuna pasgenos npoduna 6e3onacHoOCTU, NO KOTOPbIM 6e30NacHOCTb He ABAAETCA AO0CTaTOYHO
nsyyeHHon. CneumduKkauma no 6e3onacHOCTM [OSKHA NPeacTaBnATb cobon pestome  BarKHbIX
NOEHTUOULMPOBAHHbIX PUCKOB JIEKAPCTBEHHOTO NMpenapaTa, Ba*KHbIX MOTEHLMAbHbIX PUCKOB U BaXKHOM
oTcyTcTBytowen uHbopmaumun. Cneumdukaums no 6esonacHoctn B MYP dopmupyeT ocHoBy nnaHa
dbapmakoHaz30pa U NNaHa MUHUMKW3ALMIN PUCKOB.

Cneuunduraumns 6esonacHoctm B MYP BKAtoYaeT B cebs 8 pa3aenos:

moaynb Cl - anuaemmonorva nokasaHui No LenesbiM NONyAALNAM;

moaynb Cll - noKNnMHMYecKan 4yacTb;

mopaynb Clll - Bo3aencTBME NEKaPCTBEHHOIO NpenapaTa B X04€e KANMHUYECKUX UCCef0BaHN;
mogaynb CIV - nonynaumm, He U3yYeHHble B XO4€e KIMHUYECKMX UCCNeA0BaAHUI;

mozaynb CV - NOCTperncTpaumoHHbIA ONbIT NPUMEHEHUS;

moaynb CVI - nononHutenbHble TpeboBaHMA K cneuuduKaummn no 6esonacHocTyH;

moaynb CVIl - ngeHTMdUUMpoBaHHbIE N NOTEHUMNASbHbIE PUCKMY;

moaynb CVIII - o6obuweHHas nHdopmauma no npobaemam no 6e3onacHoOCTU.



Cneumdukaumsa no 6e30MacHOCTU MOXKET BK/A4YaTb B Cebsi AONONHUTE/NIbHbIE 3/1€MEHTbl B
3aBMCMMOCTU OT CBOWMCTB /IEKAapCTBEHHOro npenaparta, NporpamMmbl ero paspaboTKM U U3ydYeHUs,
BK/IlOMAnA acCMeKTbl KayectBa W WX BAMAHME Ha npoduab 6GesonacHoCcTM U 3hPEKTUBHOCTU
NIEKapCTBEHHOrO npenapaTa, pPWUCKa, CBA3aHHOrO C ¢GOPMOM  BbIMNYCKA, M WMHbIX aCNEeKToB,
moanduumpyrowmx npodpuns 6esonacHocTu.

6.2.5.2.1. Mogaynb CI MYP - anuaemmonorua nokasaHuii no Lenesbim Nonyaaumnsm.

dNNAemMnoNorMa MnoKasaHuii ABnAeTcA NpeaMeToM OMUCaHWUA UM OLEHKM B AaHHOM moayne.
OnucaHMe [JO/MKHO BKAYAThb B cebAa OUeHKY YypoBHA 3abo/seBaemocTv, PacnpoCTPaHeHHOCTH,
CMepTHOCTM, PacnpoCTPaHEeHHbIX B LEMeBOM NOoNynauuu conyTtcTeylowmnx 3aboseBaHnUin M no
BO3MOXHOCTM [I0NXKHO BbITb NPeAcTaBAeHO Co cTpaTUdMKaLmMelt No Bo3pacTy, Noay U pacoBomy U (Mam)
3THUYECKOMY MPOUCXOXKAEHUIO. Pasnnuma B 3NMAEMMONOTMU B PasHbIX PErMoHax TaKMKe [AOJIXKHbI
noasepratbcA oOUEHKe W onucaHuio. ChnedyeT TakKe MpenocTaBuUTb WMHPOPMALMIO O BaXKHbIX
conyTcTByOWMX 3aboeBaHUAX LeNeBON MNONyNAAUUM W  BO3MOMKHOM BAUAHUM NIeKapCTBEHHOro
npenapaTta Ha COMYTCTBYIOLLYIO MaTonoruMio. B moaynb BKAOYaeTca MHPopmauma o npeanonaraemom
Ha3Ha4YeHMM NIeKapCTBEHHOro Npenapara, Hanpumep, NpeaHasHayeH /1M IeKapCTBEHHbIN npenapaTt gns
npodunakTMkn 3aboneBaHUi, AN NPefoTBPALLEHUS HEKOTOPbIX Cepbe3HbIX MCXO40B B CBA3U C
onpeaeneHHbiMM 3ab0NEBaHUAMU  UAM AN TOPMOXKEHUS MNPOrpeccUpoBaHUA  XPOHMYECKOro
3aboseBaHuA. [JonKeH TakKe ObITb NpeacTaBieH KpaTkuii 0630p mecTa /1IeKapCcTBEHHOrO npenapaTa B
TepaneBTUYECKOM apceHasie IeKapCTBEHHbIX NpenapaTos.

6.2.5.2.2. Mogyns Cll NMYP - pOKANHMYECKAA YacTb.

JaHHblt moaynb MYP f0MKeH cofepskaTb pe3tomMe BaKHbIX AaHHbIX, NONYYEHHbIX B pe3y/ibTaTe
npoBeAeHUA AOKANHUYECKUX UCCNeL0BaHNA 6e30NacHOCTU, Hanpumep:

NCCNefioBaHWE TOKCMYHOCTM (K/AlOYeBble [AaHHble O TOKCMYHOCTM, MOAYy4Y4eHHble B Xoge
uccnegoBaHUA,  Hanpumep, O  XPOHWYECKOM  TOKCMYHOCTWU,  PEernpoAyKTUBHOW  TOKCUYHOCTM,
SMBPUOTOKCUYHOCTM, TEePaTOreHHOCTH, HePPOTOKCMYHOCTU, TenaTOTOKCUMYHOCTH, TFEHOTOKCMYHOCTY,
KaHLLepOreHHoCTH);

JaHHble 06 o06wWmnx ¢apmMaKoNOrMYeckMx CBOWCTBax (Hanpumep, BAUSHME HA CcepaevHo-
COCYAMCTYIO CUCTEMY, BKIOYAA yanuHeHne QT-MHTepBana, HePBHYO cucTeMy U T.4.);

[aHHble O PeaKkLMAX B3aMMOALENCTBMA NEKapCTBEHHOrO Npenapara;
WHble AaHHbIE O TOKCUYHOCTM.

B moayne [O/MKHA coAeprKaTbCA WHPOPMaUMA O 3HAYMMbIX TOKCMYECKMX CBOMCTBAX W
aKTyaNbHOCTM BbIBOAOB MpPW  WCMOAb30BAaHUM Ha HOAAX. 3HAYMMOCTb AaHHbIX onpeaensercs
NPUMEHUTENIbHO K CBOMCTBAM JIeKapCTBEHHOro NpenapaTa, 0CO6eHHOCTAM LeseBoin NonyaaLMm 1 OnbITy
NPMMeHEeHUA NoAobHbIX COeAMHEHMI WAM MOAXOA0B K Tepanuu Mnpu MPUMEHEHUU NeKapPCTBEHHbIX
npenapaToB TOM e rpynmnbl. TIOMMMO 3TOro, AOKHbI 0H6CYKAATHCA ACMEKTbI KAYeCcTBa, B C/yYae ec/u
OHM MOTYT 3HAYMMO OTPA3UTLCA Ha Npoduie 6e30NacHOCTM SIEKAPCTBEHHOro Npenapara (B YacTHOCTH,
BaKHasA MHboOpmauMA 06 aKTMBHOM BeLLeCTBE WM €ro MpuUMecAx, Hanpumep, FeHOTOKCUMYECKUX
npumecsx). EcnnM  nekapcTBEHHbIM Mpenapat npeaHasHayeH AN MPUMEHEHMS  KeHLWUWHaMu
[EeTOpogHOro BO3pacTa, B [OKYMEHTE [O/IKHbl OblTb YNOMAHYTbl AaHHble O PEenpoAyKTUBHOM
TOKCMYHOCTU U BAVAHUM HA Pa3BUTUE NI0AA, @ TaKXKe O NOCNeACTBUAX UCNONb30BaHUA IEKAPCTBEHHOIO
npenapata y AaHHOW rpynnbl nauueHToB. MHpopmaumio no npodnMm ocobbim rpynnam HaceneHus
HeobXoAMMO NPMBOAUTL B 3aBUCUMOCTU OT YTBEPKAEHHbIX MOKa3aHWUiA U LefeBoin Nonyaauun, a Takxe
OT HEOHX0AMMOCTU HANIMUMNA KOHKPETHbIX AOKANHUYECKUX AaHHbIX.

6.2.5.2.3. Moaynb ClIl MYP - Bo3agelicTBME NEKAPCTBEHHOrO MNpenapaTta B XO4e KAMHUYECKUX
nccnenoBaHUM.



B moayne pomKHbl 6bITb NpeacTaBieHbl AaHHble O NAuUMEHTax, KoTopble OblM BK/AKOYEHbI B
KAMHUYECKME WCCNeoBaHMA (Ha Kakux rpynnax nauyeHTOB M3y4yaica /JeKapCTBeHHbIM npenaparT).
[aHHble A0/KHbI ObITb NpeacTassieHbl B dopmaTe, yaobHOM Ana aHanunsa, Hanpumep, B popme Tabamy,
nnu rpadumkoB. O6bem nccaegyemon NonyaaumMm AosxeH bbiTb NoAPOOHO ONMCcaH C yKasaHMeM AaHHbIX
0 KO/IMYecTBe NalMeHTOB U BpeMeHHOro NpomekyTka (B Buae "naumneHto-net", "naymeHTto-mecaues"), B
TeYeHMe KOTOPOro nauneHTbl NoABEPrasiMCb BO3AENCTBUIO JIEKAPCTBEHHOro npenapata. [JaHHble no
nonyaaumam, BKAOYEHHbIM B KIMHUYECKUE UCCNEA0BAHMA, TaKXKe A0/KHbI ObiTb CTPATUPULMPOBAHLI B
3aBMCMMOCTU OT TUMNa UCCNeAoBaHUA (NONyASALUUKN, BKAKOUYEHHbIE B OC/EeNIeHHOe PaHA0MM3MPOBaHHOe
nuccnefioBaHne, M MNonynsauUW, BKAKOYEHHble BO BCE KAMHMYECKUE uccnenosaHus). CTpatudukauma

NONYAALMOHHBIX NOATPYNM TaKMX B C/y4asnx, Kak NpaBunio, BK/OYaeT B cebs:
BO3PacT 1 Mnon;
noKasaHus;
[LO3MPOBKY;
pacoBOEe MPOUCXOXKAEHME.

MpPoAo/ XKUTENBHOCTL BO3AENCTBMA AO0NXHA ObiTb M306paxeHa aMbo rpaduyeckn (nytem
HaHeceHMA Ha rpaduK ToUYeK, COOTBETCTBYHOLLMX KOANYECTBY NaLMEeHTOB U BpemeHu), anbo B dpopmaTe
Tabaunupbl.

B cnyyae HEO6X0AMMOCTU A0MKHA BbITb NpeacTaB/ieHa MHGOpPMaLMA 06 M3ydyeHUM BO3AENCTBUA
Ha OTAe/IbHble MONyAAUMOHHbIE TPYNMbl (bepeMeHHble KEHLMHbI, KOPMSALLME MaTepu, MauUeHTbl C
NoYyeyHoM HeAOCTaTOYHOCTbIO, MeYEeHOYHOM HedoCTaTOYHOCTbIO, HaPYLEHUAMMN CepPAeYHO-COCYANCTOM
CUCTEMbI, NOATPYMNNbl HACENEHWA C COOTBETCTBYIOWMUM reHeTUYeCKUM noaumopdunamom). TakkKe L0NKHa
6bITb YKa3aHa CTeMeHb TAMECTU HapyweHus OYHKUMW MO4YeK, MeYeHU WM cepaeyHO-CoCyamCTol
CUCTEMDbI, A TaK¥Ke reHeTMyeckoro noanmopdunsma).

Mpn npeacTtaBNeHUN [AHHbLIX O BO3pacTe AOJIKHbl ObiTb BbIOPAHbI KaTeropuu, KoTopble MMerT
OTHOWeHUne K LLG}'IEBOVI nonynauun. ,ﬂ,aHHbIe no neavatTpuyeCkMmMm MU NOXWUAbIM NaUUMEeHTaM AOJ1KHbI
6bITb pa3geneHbl B COOTBETCTBMM C MPUHATbIMM BO3PACTHbIMU KaTeropmamm (Hanpumep, nNo Kateropmam
65 - 74 net, 75 - 84 net 1 cTaplwe 85 NeT AN NOXUAbIX NauneHToB). [N NeKapcTBEHHbIX NPenapaTos,
obnapaolmx TepaToreHHbIM AeNCTBUMEM, CTPaTUPUKAUMA OO0MKHA CTPOUTLCA UCXOAA M3 BO3PACTHbIX
KaTeropuit }XeHcKon vyacTu nonynaumMm coobpasHo AeTopoAaHOMY NnoTeHuuany. UTorosble pesynbTaTbl
OO0MKHbI NPeACcTaBAATbLCA B KOHLE KaxKAoW Tabanubl MAu guarpammsl (No mepe HeobxoaMmocTH).

3a WCKNOYEHMEM Cy4aeB, KOrga 3TO ABAAETCA HeobXOoAMMbIM, AaHHble MO KAMHUYECKUM
nccneaoBaHUAM LOMKHbI NPeACTaBAATbCA B 0606WeHHON popMe C CyMMUPOBAHUEM MOKasaTenei no
rpadam u pasgenam (ecam ato obocHoBaHO). B cnyyae ecnn ogHa v Ta Ke rpynna nauueHTos 6bina
BKtOYeHa B 60/1ee Yem 04HO McciegoBaHMe (Hanpumep, NPOAO/IKEHUE OTKPbLITOro HabaogeHusa nocne
OKOHYaHUA KJAWHMYECKOro UCCneaoBaHuA), oHa BK/ovaerca B Tabnauuy Mo rpynne so3pacrta, nona u
pacbl 0guH pas. B cnyyae ecnn mexay Tabanuamm BO3HMKAET HECOOTBETCTBME MO YUCY NaLMEHTOB,
AONIKHbI ObITb AaHbl COOTBETCTBYIOLLME PA3bACHEHUS.

Ecaun NYP npeacrtaBnAaeTcA Bmecte C 3aAB/IEHUMEM Ha BHECEHME HOBOIO MNMOKasaHuA, OTAE/IbHO B
Ha4dane AaHHOro moAaysia u B CBOAHbIX Ta6nmu,ax AOJTXKHbI 6bITb npeacraBneHbl AaHHble MO HOBOWM
ﬂeKapCTBEHHOﬁ d)opme nnn cnoco6y BBeAEeHUA, AadaHHble K/IMHUYeCKUX MCCﬂeAOBaHMVI, CI'IELI,VId)M‘-IHbIe
AnAa AaHHOrro NokKa3aHuA.

6.2.5.2.4. Mogynb CIV NYP - nonynsaunmn, He n3yyeHHble B Xo4e KNAMHUYECKUX UCCNea0BaHUN.

B gaHHom mogyne MYP ponxkHa 6biTb npeactaBneHa MHGoOpmMauma O TOM, Kakue noarpynnbl
MauMeHTOB LLeIeBbIX NONYAALMI He BblM U3yYeHbl UK BbIN U3YYeHbl INLb B OTPAaHNYEHHOM CTeneHn
B NpeAenax rpynmn nauuMeHToB, BKAOYEHHbIX B KAMHUYECKME uccaefoBaHnsA. OrpaHUYeHUs KIMHUYECKUX



NUCCNelOBaHUI TaKMKe [A0/MKHbl ObiTb MNpeAcTaBiAeHbl C TOUYKUM 3pPEHMA pPeneBaHTHOCTU KpuTepues
BK/IIOYEHMA U HEBK/OYEHUA B OTHOLWIEHUW LIeNEBbIX MOMNYAALUMUNA, a TaKKe pas/Munii, KoTopble MOryT
BO3HWKHYTb B 3aBMCMMOCTM OT NapamMeTpoB uccneaoBaHui (Hanpumep, 60abHUYHAA waM obuan
NpaKkTMKa). BbiBOAbl O BO3MOMKHOCTM MNPOrHO3MpPOBaHMA 6e30MacHOCTM AN UeneBblX NONyAsALnii
[OOJIKHbl OCHOBbIBATbCA Ha TOYHOM M NOAPOOHOM OLEHKe OrpaHUYEeHU MMEIOLWNXCA AaHHbIX
KIMHUYECKUX MCCNedoBaHUMN MO0 UX OTCYTCTBUM ANA KakMX-1Mbo noarpynn. TaKkxKe Ao/kHa ObITb
npeacrtassieHa MHGOpMaLMA 006 OrpaHUYEHUAX KAMHMYECKOW 6a3bl AaHHbIX B OTHOLIEHWM BblABAEHUS
HeenaTte/ibHbIX peakunin No cieayowmm NpUYNHaMm:

KO/IN4eCTBO BK/IKOYEHHbIX B UCC/1eA0BaHNA NMAaUNEHTOB,

KYMYNATUBHOE  BO3ZENCTBME  JIEKAPCTBEHHOro npenapata (Hanpumep, cneuuduyeckas
OPraHOTOKCMYHOCTb);

ONMNTENBHOCTb NPUMEHEHUA (Hanpwvlep, npu oueHKe I-(aHLl,epOI'EHHOCTVI).

Echn oTcyTtcTBylOWaA MHbOPMaUMsA MOXKET MpPeAcTaBiAaTb Cepbe3Hbli PUCK ANA  LeneBbiX
nonyaaunn, ceegeHnss 06 3ToM TaKKe cneayeTt BKAOYUTb B KayecTBe npobaembl No 6e€30nacHoOCTU B
moaynb CVII NYP.

6.2.5.2.4.1. PaccmaTpuBaemble rpynnbl NaLMeHTOB A0/XKHbI BKAOYATb c/ieaytolime nonyaaumnmn (Ho
MOTYT HEe OrpaHMUYNBaTLCA UMU):

neamaTtpuyeckas nonynauma - getu (ot poxaeHusa n go 18 net ¢ y4eTom pasMYHbIX BO3PACTHbIX
KaTeropui uam (Npn HeobxoaMMOCTHN) C YYETOM APYrMX rPynm, 3HAYMMBbIX C TOYKM 3PEHUA PA3BUTUA, TO
€CTb C Y4EeTOM KOHKPETHbIX Mep1oL0B Pa3BUTHSA);

MoMKuable nauueHTbl. [O/KHbI OLEHMBATbCA MOCNAEACTBUA TMPUMEHEHUA N1eKAaPCTBEHHbIX
npenapaTtoB y NaLMeHTOB B BO3pacTe cTapwe 65 neT. OueHKa COOTBETCTBEHHbIM OOPa3omM A0JIKHa
YyuuTbiBaTb Hambosiee MOXKWUAbIX NpeacTaBUTenei gaHHoW rpynnbl. OueHKa BAMAHUA COMYTCTBYIOLLEN
naToNoOrMN AW HapyweHna GYyHKUMKM opraHoB (Hanpumep, Noyek, NeyeHn) NPUMeHUTENbHO K AaHHOM
NonyiAUMOHHON nogrpynne Aenaetcs C y4eTOM BO3MOXHOTO OAHOBPEMEHHOIO Ha/IMuMUA HECKOIbKUX
dakTopoB (Hanpumep, MHOMKECTBEHHON COMyTCTBYIOWENW NaTtoNorMM U MHOTOKOMMOHEHTHOM
JIeKapCTBEHHOM Tepanuu, OKasblBalOWMX O4HOBPEMEHHOE BO3AeNCcTBME, moanduumpyowee npodub
6€e30MacHOCTM fleKapcTBeHHOro npenapata). CnegyeT OULEHUTb HeobBXOAMMOCTb NPOBEAEHMA B
NJIaHOBOM NopsAaKe N1abopaToOPHOro CKPUHWHIA NPU HA3HAYEHWM IEKAPCTBEHHOIO NpenapaTta B AaHHOM
noarpynne naumMeHToB. B oOuUEHKe [O/KHbI OTAE/IbHO PACCMATPMBATLCA HeKenaTesbHble pPeakLumu,
KOTOpble MOrMyT MNPeAcTaBNATb OCOOYHO OMacHOCTb  ANA  MOXWAbIX  NAUMEHTOB  (Hanpumep,
rO/IOBOKPY!KEHME MU BO3AENCTBUE HA LIEHTPANIbHYIO HEPBHYIO CUCTEMY);

6epemeHHble UAN KOPMALWME KeHWMHbl. Ecnn B ueneBylo NOMyNALMIO BXOAAT MEHLUMHbI
[eTopoAHOro BO3pacTa, AO0/IKHbl PacCMaTpmMBaTbCA MOCAEACTBUA MNPUMEHEHUA JIeKapCTBEHHOro
npenapata B nepuoa 6GepemeHHOCTM M KOPM/eHUA rpyabto. ECAM nekapcTBeHHbI npenapar He
npegHasHayeH cneumanbHoO 1A NPMMEHEHWA BO Bpema bepemeHHOCTH, He0BX0AMMO OLEeHWUTb UCXOAbl
M TeyeHuWe JObbIX bGepemeHHOCTEN, KoTopble OblIM  3adUKCMPOBAHbI B XO4E KIMHUYECKOTO
nccnefo0BaHWA IEKaPCTBEHHOro npenapaTa. Ecav ycnoBrMem BKAKOYEHUS B KAMHUYECKOE McC/iefoBaHMe
6bIN10 MPUMEHEHME KOHTPALLENTUBHbIX CPEACTB, aHa/M3 TeYeHUs U UCXOLO0B HEepeMeHHOCTU TaKKe
AOJIKEH BKAKOYATb aHaNM3 MPUYMH, MO KOTOPbIM MPUHATbIE MEPbl KOHTPALENUUMUM He MMenu ycnexa
(ecnn npumeHMMO), a TaKkKe MOCNeACTBUI AJ1A UCMO/Ib30BaHUA B MEHee KOHTPOJIMPYEMbIX YCI0BUAX
NoBCeAHEBHOM MEANLMHCKON NPaKTUKK;

nayneHTbl C HapyweHnAMun d)yHKLI,VIM nevyeHu;
nayneHTbl C HapyweHnaAMun d)YHKLI,VIVI noyek;

nayneHTbl C NpoYnmm 3HAYMMbIMU CONYTCTBYHOWMMMU 3aboneBaHnAMU (HaanN\ep, cepaeyvyHo-



cocyaucTol naTosiornen, UMMyHOAeDULUTHBIMU COCTOSHUAMM);

NaumeHTbl, cTeneHb TAXECTM 3aboseBaHMA KOTOPbIX OT/AMYAETCA OT M3Yy4eHHOW B XoAe
KNAMHUYECKUX MCCneaoBaHui. [JonxkeH paccmaTpuBatbca N060M ONbIT NPUMEHEHUA JIEKaPCTBEHHOMO
npenapaTta y NauUMEHTOB C Pa3/IMYHON CTENEHbIO TAXKECTU 3aboeBaHMA, B YAaCTHOCTM, eCAM 3aABAAEMOE
NMoKasaHWe OrpaHMYEHO B OTHOLIEHMM NALMEHTOB C KOHKPETHOM CTENEHbLIO TAXKECTM 3ab01eBaHus;

nogrpynnbl NalLMeHTOB, ABASIOWMXCA HOCUTENAMU M3BECTHOTO U PENEeBAHTHOrO FreHeTUYecKoro
nonmmopousma. [onkHa 6biTb paccMoTpeHa cTeneHb (papMaKOreHeTUYecKoro BAWAHWA, BAUSHUE
NPMMEHEHWA NEKAPCTBEHHOTO NpenapaTa y NaumeHToB C HEM3BECTHLIMU UK PA3/IMYHBIMKU TEeHOTUNAMM,
NnocneacTBMA MCMONb30BAaHUA TEHETUYECKMX BMOMapKepoB B LEeNeBoW rpynne nauueHtos. Cneayet
OUEHMUTb BO3MOKHOE B/IMSIHME Ha LLeNeBYI0 NOMNYAALMIO, @ TaKXKe oNpeaennTb, HaCKONbKO NPpUMeEHeHMe
NleKapcTBEHHOTO npenapaTta Yy NauuMeHTOB C HEW3BECTHbIM WAM OT/IMYHLIM TFEHOTUMOM MOMKET
npeacTasasTb coboit npobaemy no 6es3onacHoOCTy.

Ecnn noTeHUManbHO KAMHUYECKM 3HAYMMbIA FeHETUYECKUI nonnmopdursm 6bin onpeneneH, Ho He
MO/IHOCTbIO M3y4YeH B XOAE KJAMHMYECKOW Nporpammbl pa3paboTKu, 3TO cnepyeT paccmaTpmBaTb Kak
OTCYTCTBYIOLLYIO MHPOPMALMIO U (MKN) NOTEHUMANbHBLIN PUCK. TaKXe 3Ta MHPoOpMaLMA AO0MKHA BbiTb
OTpakeHa B cneuuduKkaumm no 6esonacHocTM U B naaHe dapmakoHagzopa. OnpeaeneHve AaHHOroO
ABNEHUA Kak npobnembl Mo 6e30MacHOCTM OLLEHMBAETCA MCXOASA M3 KAMHMYECKOM 3HAYUMMOCTM
BO3MOXHbIX NOCNEACTBU;

NauMeHTbl  PasIMYHOrO  PacoBoro M (MAM)  STHUYECKOTO  MPOUCXOXKAeHUA.  [1o/KHbI
paccmaTpuBaTbCA OMbIT MPUMMEHEHMSA Ha nauMeHTax pasNUMYHOro pPacoBoro U (MAM) 3THMYECKOro
NPOUCXOXAEHNA, a TaKKe BAWAHME [JaHHOro pasnuMuma Ha 3¢ddeKTMBHOCTb, 6e30MacHoOCTb MU
$apMaKOKMHETUKY B LeneBbix nonynaumax. Mpu HaanumMm BepoATHOCTU BAUAHUA Pa3inyUin pacoBoi
WUAN 3THUYECKOW MNPMHAANEXHOCTU Ha 3PPEeKTUBHOCTb NEeKapCTBEHHOro npenapaTta AenaeTca OuUeHKa
BO3MOXHOI HEOBXOAMMOCTU NPOBEAEHUA NOCTPErMCTPALMOHHbIX NcCneaoBaHUin 3GHEKTUBHOCTH.

6.2.5.2.5. Moaynb CV MNYP - nocTperucTpauMOoHHbIN ONbIT NPUMEHEHMUSA.

Uenbto gaHHoro moayna MNYP senaetca npeacraBneHne MHGopmaumm 0 KOAMYeCTBe NaLMEHTOB,
KOTOPbIM Ha MOCTPErUCTPaLMOHHOM 3Tane MNPUMEHEHWs Ha3Ha4ya/AcA JIeKapCTBEHHbIM npenapar,
ocobeHHOoCTAX npumeHeHuA B nOCTpeFMCTpaLI,MOHHOﬁ MG,CI,MLI,VIHCKOVI NPaKTUKe, BKNAKOYaA Ha3HadyeHue
0CO6bIM rpynnam NauueHToB, yKasaHHbIM B mogyne CIV MYP, o KonnyecTse NaLmMeHTOB, BKIOYEHHbIX B
HabntogaTenbHble UCCAeA0BaHMUA, B X04e KOTOPbIX O6bln cobpaHbl AaHHble No 6€30MacHOCTU U NPUHATBI
perynstopHble mepbl AN8 NpuBeAeHMA MHPopMaLMM No 6e30MacHOCTU SIeKapCTBEHHbIX NPenapaTos B
COOTBETCTBUE C UMEIOLLMMUCA AaHHbBIMM.

6.2.5.2.5.1. Moaynb CV TMYP. Pasgen "PerynatopHble AOeNCTBUS UM [EUCTBMA AepKaTens
pPerncTpaunoHHOro y0CToOBEpPEHUs, CBA3aHHbIe C 6@30MacHOCTbIO IeKapCcTBEHHOrO Npenapara’.

B AaHHOM pasfsene MoAayna YyKasblBalOTCA BCe perynaTopHble AeicTBuMA Ha NtobomM pbiHKe,
npeAnpuHATbLIE B CBA3W C BbiABAEHHbIMM Npobaemamu No 6e30nacHOCTM NeKapcTBEHHOro npenaparta (B
TOM Yncae NO UHULMATUBE AeprKaTensa perncTpaLMoHHOro yaoctosepeHua). JaHHbI nepeyeHb A0XKEH
cogeprKaTb NepeuyncieHne 1 onmcaHne NpeanpuHATLIX PeryasaTopHbIX AeNCTBUIA C YKa3aHUeM CTPaHbl U
AaTbl. Mpu coctaBneHnn obHoBneHWn MYP B AaHHOW 4acTM AOO0/MKHbI 6biTb ONUCaHbl AEWCTBUS,
npeanpuHATbIE C MOMEHTa nocneaHero npepacrasneHusa MYP, ¢ KpaTKMM ONUCaHUMEM MNPUYUH UX
NPUHATUA.

6.2.5.2.5.2. Moagynb CV NYP. Pasgen "Pe3ynbTaTbl NOCTPEruCTPaLMOHHOIO MNPUMEHEHMUS,
NoJiy4eHHbIE He B X04e KAMHUYECKUX UcCnesoBaHuin".

Mo pe3ynbTatam peanns3aunM NEeKAapCTBEHHOrO npenapaTta Ha Pas/IMYHbIX PbIHKax AeprkaTesb
PETMCTPaULMOHHOIO yaoCcTtoBepeHUNA npeacrtaBaAeT COBOKYMNHble AaHHble MO KOJ/IMYECTBY MAUMEHTOB,
noaseprwmnxca BO3A€VICTBMPO Ha NOCTPErNCTPpaUNOHHOM aTane. JaHHble AO/TXKHbI 6bITb



cTpatuduumMpoBaHbl (MO BO3MOXKHOCTWN) NO COOTBETCTBYIOLLIMM KaTeropmaMm, BKAKOYaOLWMM BO3PacT, Mo,
nokasaHua, A03y W reorpaduyecknii perMoH. B 3aBMCMMOCTM OT NeKapCTBEHHOro npenapaTa
NPUMEHSAIOTCA  AOMNONHUTENbHbIE MepeMeHHble CcTpaTudMKaumMm (Hanpumep, KOJIMYECTBO KypcoB
BaKUMHAUMKW, MNyTb BBEAEHMA WAU  NPOAO/IKUTENbHOCTb NedeHus). Heobxoammo caenaTb
KO/INYeCTBEeHHYIO U aAnddepeHUMpPoBaHHYIO OLEHKY BO3AENCTBUSA JIEeKAapCTBEHHOro npenapaTta ¢
ncnosb3oBaHMem o06OOCHOBAHHOM METOAMKM pacyeTa BO3AENCTBMA Mcxoaa W3 ocobeHHocTel
NPUMEHEHNA M LeneBbix nonynsauuin. BbinonHeHWe pacyeTa BO3AENCTBMA UCXOAA M3 KOAMYeCTBa
peanu3oBaHHOrO JIeKapCTBEHHOTO Mpenapata B BECOBOM WAW KOJIMYECTBEHHOM M3MEPEeHUN W
COOTHECEeHMA €ero co CpeAHen peKoMeHayemon [030M BO3MOXHO TOJIbKO B C/yyae, eciau
JIeKapCcTBEHHbIA NpenapaT BO BCEX C/y4asx Ha3Ha4yaeTca B OAHOM A03e M UMeeT OAMHAKOBbLIN
OUKCUPOBaAHHbIM Kypc NpUMeHeHua. 3ToT crnocob He ABASEeTCA NPUMEHUMbIM Aia 60/bLNHCTBA
JIEKapCTBEHHbIX NpenapaToB, MOCKOJIbKY UX PeXUMbl 403UPOBAHUA U KypCbl NPUMEHEHUS, KaK NpPaBuo,
He PUKCUPOBaHbI.

[Nna nekapcTBeHHbIX NPenapaToB C PasAUYHbIMK NYTAMU BBEAEHUA pacyeT BO3AeNCTBUA A0KeH
6biTb CAeNaH OTAEeNbHO ANA KaxKAoro nyTu BeBeAeHMA (eCNM BO3MOXKHO). YNONHOMOYEHHbIE OpraHbl
rocyapcTB-4NeHOB MOTYT 3amnpoCUTb AOMNOAHUTENbHYIO CTPaAaTUGUKALUMIO AaHHbIX MO BO3AENCTBUIO
(Hanpumep, AaHHble NO BO3AEWCTBUIO B Pa3/iMUHbIX BO3PACTHbIX FPyMnax MAM B pamKax PasinyHbIX
YTBEPKAEHHbIX MOKasaHuii). OQHaKo, ecnu NeKapCTBeHHbIN npenapaTt NPUMEHAETCA MO Pa3ANYHbIM
MOKas3aHMAM, B  pPasHbiX pPeXumax [O03MpoBaHMA, /MO0  MNPUCYTCTBYIOT  UHble  GaKTOpbI,
YOO0BNETBOPAOWME KPUTEPUAM CTpaTUOUKALMKM, LOeprKaTeslb PerncTpauMoHHOINo  yAoCTOBepeHus
M3HaYa/NbHO [JO/IEeH nNpeAcTaBAATb JAaHHble € COOTBEeTCTByloWeir cTpaTuduKkauuein (ecnm ee
nposeaeHue NPUHUUMNUANABHO BO3MOXKHO).

6.2.5.2.5.3. Moaynb CV MYP. Pasgen "Pe3ynbTatbl NOCTPErNCTPALMOHHOIO ONbITa MPUMEHEHMUA Y
rpynn nauMeHToB, He U3YUYEHHbIX B XOAE KJIMHUYECKUX UcCneqoBaHuin".

Ecan nocTperncTpaumoHHoe UCnoib3oBaHMe IeKapCTBEHHOTO npenapaTa 6b110 3adUKCMpPoBaHO Y
ocobbix rpynn nauMeHToB, onpegeneHHblx B moayne CIV MYP Kak noaBepraslIMXcA OrpaHUY4eHHOMY
BO34ENCTBMIO MW BOBCE He MOABEPraBLUIMXCA BO3AENCTBUIO, cCleayeT NpeacTaBUTb OLEHKY 4uMcaa
NauMeHTOB, MOABEPrLIMXCA BO3AEWUCTBUIO, M YKasaTb METOJ pacyeTa BHe 3aBMCMMOCTM OT TOrO,
MCNONIb30Ba/ICA /1N IEKAPCTBEHHDIV NpPenapaT No yTBEPKAEHHbIM MOKa3aHUAM UAU BHE YTBEPKAEHHbIX
NnoKasaHui K NpuUMeHeHuto. Mpu NPUMeEHEHUN Y NeanaTPUYEcKon NONyAsLMM A0KHA ObiTh caenaHa
CCbl/IKa Ha pasgen "Ocobble acnekTbl NpuMeHeHuA B neguatpumn" moayna CVI MYP. TakKe gonxkHa 6biTb
npeacraBieHa MHoopmauus B npodusie 6€30MNacHOCTM IeKapCTBEHHOTO NpenapaTa B OTHOLWEHUWU 3TUX
0CObbIX rpynn NaLMeHTOB MO CPAaBHEHMIO C OCTA/IbHOM YacTbio LLesieBOM nonyasauun. B pasgene AoskHa
6bITb NpeacTaBiaeHa Nobas UHGOPMaAUMA O BO3MOMKHOM M3MEHEHWM Npoduas nonb3bl (Npoduns
addeKkTMBHOCTU) B 0cobOW rpynne naumeHToB. Jltobble ocobble rpynnbl NauMeHToB, OKa3aBLUMECSA B 30He
NOBbILWLEHHOINoO NN NMNOHUNXEHHOIo PUCKa B OTHOWEHUUN KOHKPETHOro acnekta I'IpOd)VII'IFI 6e3OI'IaCHOCTVI,
TaK¥Ke [40JIKHbl OblTb PAaCCMOTPEHbI B PamKax OLLEHKKU cneumduyeckoro pucka B mogyne CVI MYP, Ho B
JaHHOM pasgesnie cefyeT YKasaHWe O PUCKAX U rpynnax nauveHToB, MOABEPIKEHHbIX UM.

6.2.5.2.5.4. Mogynb CV MNYP. Pasaen "YTBepKaeHHble NOKa3aHMA K NPUMEHEHUIO U PaKTMUecKoe
npumeHeHne".

Ona obHoBNeHMA cneumdrKaumm no 6e30NacHOCTM AOMKHbI ObITb CAeMaHbl KOHKPETHbIE CCbIIKU
Ha TO, Kakum ob6pasom aKTMYeckoe MNpPUMEHEHME B MEAMUMHCKOM MpaKTUKe OTAU4Yanocb OT
npUMeHeHus, nporHosnpyemoro B Moayne CVII MYP, n oT o0A06peHHbIX MNOKasaHUn W
NPOTUBONOKA3aHWUIN K MPUMEHEHUIO (MCNONBb30BAHME BHE YTBEPKAEHHbIX MOKa3aHUI K NPpUMeHeHu0). B
OaHHbIM  pa3gen BKAoYaeTcs WMHPopmauMAa, MNOJYyYeHHas U3 UCCNef0BaHWM  MCMNO/b30BAHMUA
NleKapcTBEHHOTO npenapata (MaM B pesynbTate APYyrMx 06CepBaLMOHHbLIX UCCNeL0BaHUM, B KOTOpble
6bIN0 BK/IOYEHO WCCef0BaHME MOKA3aHMI K MPUMEHEHMIO JIeKAPCTBEHHOro npenapara), BKAto4as
NUccnenoBaHMA MCMNONb30BaHUA NIEKapCTBEHHOro npenapaTa, KOoTopble NPOBOAUAUCH MO 3anpocy
YNOJIHOMOYEHHbIX OPraHOB roCyAapCTB-4/IEHOB 1A Lenen, OTANYHBIX OT YNPaBAeHUA PUCKaMU.



NprmeHeHWe He B COOTBETCTBMU C YTBEPKAEHHbIMW NOKA3aHMAMM BKAOYAET, MOMMMO NPOYEro,
HeoAobpeHHOe MPUMEHEHWE Yy NeaMaTPUYECKUX MaLMeHTOB pPas/IMYHbIX BO3PACTHbIX KaTeropuii, a
TaKXe npumeHeHne no HeogobpeHHbim B OXJI MOKasaHWAM B C/Ay4Yasx, €cn 3TO MPUMEHEHMe
NPOMCXOANT HE B PAaMKaXx KIMHUYECKOro uccaeaoBaHuA.

B cnyyae ecin y YMNOAHOMOYEHHOro oOpraHa rocyAapcrBa-ysieHa BO3HMKAKOT OMaceHua B
OTHOLIEHUM UMEIOLLLErocA NPUMEHEHNA NeKapCcTBEHHOro npenapara no HeoAo06peHHbIM NOoKasaHUAM,
JepaTenb PerucTpaLuMoHHOro YA0CTOBEPEHMA A0MKEH KOIMYECTBEHHO OLEHUTb AaHHOE NMpUMeHeHue
C YKa3aHMeM UCNOo/1Ib30BaHHOIO MeToAa OLEHKN NONAYyYeHNA AaHHbIX.

6.2.5.2.5.5. Moagynb CV NYP. Pasgen "lMpumeHeHMe B XoAe 3NUAEMMUONOTNYECKUX
nccnegoBaHmn".

[aHHbIN pa3gen coaeput nepedyeHb aNMAEeMMOIOrMYecknx UcciesoBaHni, KOTopble BKAKOYaNm
(skntoyatoT) cbop M oOUEHKY AaHHbIX No 6e3onacHocTu. [lonkHa 6biTb MpeacTaBneHa caeaylollas
MHbOPMaUMA: Ha3BaHME WUCCNedoBaHWA, TUM UCCneaoBaHWa (Hanpumep, KOropTHOe ucciegoBaHUe,
nccnenoBaHue "cnyvyai-KoHTpoAb'"), M3yyaemaa nonynauma (BKAOYaAa HaMMeHOBaHWe rocyaapcrsa U
Apyrue  MOnynsiuMOHHbIE  XapPaKTEPUCTUMKK), MNPOAO/IKUTENbHOCTb  UCCNeAOBaHUA,  KOJMYECTBO
nauMeHTOB B Ka)kAol KaTeropun, 3aboneBaHue (Npu HeobxoAuMoOCTM), cTaTyC WUCCNeA0BaHUA
(3aBeplieHo mau npogonxaerca). Ecam uccneposaHne 6bino onybanMKoBaHo, B AaHHbIA pasaen MYP
OO/MKHA ObITb BK/AIOYEHA CCbl/IKa, a B npuaoxkeHun N 7 K [YP npepacrtaBneHa COOTBETCTBYHOLLAA
ny6anKaums.

6.2.5.2.6. Moaynb CVI NYP - pononHutenbHble TpeboBaHMsA K cneymdpuKkaumm no 6e3onacHocCTu.
6.2.5.2.6.1. Moaynb CVI MYP. Pazgen "MoTeHUMaNnbHbIN PUCK Nepeao3npoBKu”.

Ocoboe BHMMaHWE crefyeT YAEAUTb JIEKAPCTBEHHbIM Mpenapatam, B OTHOLIEHMM KOTOPbIX
CYLLLECTBYET NOTeHLUMaAbHbIA PUCK Nepeso3npoBKM KaKk NpeaHamMepeHHOM, Tak U caydaiiHol. Mpumepsl
BK/IIOYAIOT JIEKAPCTBEHHbIE NMpenapaTbl C Y3KMM TepaneBTUYECKMM MHTEPBAZIOM UAW JIEKapCTBEHHbIe
npenapatbl, KOTOpPble MOTyT Bbi3BaTb OOWMPHbIE [A0303aBUCMMbIE TOKCMYECKME peakuuu u (unu) B
OTHOLLEHWM KOTOPbIX CYLLEeCTBYET BbICOKMIA PUCK NpesHaMepeHHOMW nepeao3vpoOBKM Y LEeNeBoi
nonyaauumn (Hanpumep, Npu genpeccun). B cnyyae onpeaeneHuns pucka nepenos3vpoBKU Kak npobaemsl
no 6e3onacHOCTN MO AaHHOMY acrneKTy 6e30MacHOCTM NpesaaralnTca AOMNOJHUTEbHbIE MePbl B COCTaB
COOTBETCTBYIOLWMX Mep MUHUMU3ALUU PUCKOB, N3N0XKEHHbIX B moayne V MYP.

6.2.5.2.6.2. Mogynb CVI MYP. Pazgen "MoTeHUMaNbHbIN pUCK Nepesaym MHOEKUMOHHbIX areHToB".

[ep:KaTenb perncTpaumoHHOro yaocToBepeHms AOMKEH CAeNaTb OLEHKY NOTEHLMANbHOMO PUCKa
nepefadn MHQPEKLUMOHHbIX areHToB. ITO MOMeT ObiTb CBA3aHO C XapaKTepoM MPOW3BOACTBEHHOMO
npouecca uaM UCnoab3yeMbiMU MmaTepuanamu. B oTHoLWEHMM BaKLMH HEOBXOAMMO PacCMOTPETL Nt060oI
NOTEHLMANbHBIN PUCK Nepeaaqn Xuneoro Bmpyca.

6.2.5.2.6.3. Mogynb CVI NYP. Pasgen "MoTeHUManbHbIN PUCK 3710ynoTpebaeHns U UCNoNb30BaHUA
B HE3aKOHHbIX Lenax".

B pasaene cnegyet caenatb OLEHKY NMOTEHLMANbHOTO PUCKA 3/10ynoTpebaeHns n ncnoib3oBaHUA
NleKapCcTBEHHOrO MpenapaTta B HE3aKOHHbIX Uensx. HeobxoamMmo paccmoTpeTh LenecoobpasHocTb mep
(npn Heob6x0AMMOCTM) MO OrpaHUYEHUIO 310ynoTpebAeHMA WM UCNOb30BaHMA NEKaPCTBEHHOMO
npenapaTta B HE3aKOHHbIX Lensx (Hanpumep, UCNOAb30BaHWE CheumanbHbiX Kpacutenen u (uau)
apoMaTU3aToOpOB B JIEKApCTBEHHOW ¢opme, OrpaHMYeHWe pasmepa YNaKoBKM W KOHTpOAMpyemoe
pacnpocTpaHeHuWe eKapCTBEHHOro npenapara).

6.2.5.2.6.4. Moaynb CVI MYP. Pasgen "MoTeHUMaNbHbI PUCK BO3HMKHOBEHUSA OLIMBOK Npu
Ha3Ha4YeHUM UM NpUeme NeKapCTBEHHbIX NpenapaTos”.



Jepatenb perncrtpaLMoHHOrO YAOCTOBEPEHUA [O/KEH PEerynapHO MPOBOAUTb  OLLEHKY
BO3MOHOCTM BO3HMKHOBEHMA OLIMOOK NPU HAa3HAYEHUU WM MPUEME JIeKapCTBEHHbIX npenapaTos. B
YaCTHOCTM, A0 NOCTYMN/JEHMA JIeKapCTBEHHOrO npenapata Ha PbIHOK OH AOJ/IKEH OLEeHUTb obume
WCTOYHUKM OLUIMBOK NpY HAa3HaYeHUN NAKN NpUeMe IEKapCTBEHHOMO NpenapaTa. B xoae pa3paboTkm u Ha
3Tane NPOEeKTMPOBAHMA BbIXOAA NEKAPCTBEHHOrO NpPenapaTa Ha PbIHOK 3aABUTE/b AOMKEH NPUHATL BO
BHMMaHME BO3MOXHbIE€ MPUYMHbI BO3HMKHOBEHMA OWMOOK MNPW  HA3HAYEHUM WAM  Npueme
JNIeKapcTBEHHbIX NpenapaTos. [Jo/KHbI Y4MTbIBaTbCA HAMMEHOBAHWE, XapaKTePUCTUKM GOPMbI BbINyCKa
(Hanpumep, pasmep, dopma M UBET NeKapcTBEHHOM GopMbl M yNakoBKM), MHPopmauma B OXJN
(Hanpumep, B OTHOLWEHUW pa3BedeHUs, NapeHTepasibHOro MnyTM BBEAEHMA, pacyeTa [A03bl) U
MapKMpPOBKa JIeKapCcTBEHHOro npenapaTta. Heobxoamumo cnepoBatb TpeboBaHuam no obecneyeHuto
YNTAEMOCTU MAPKUPOBKU M WMHPOPMaUMKM ANA naumeHTa. EcnmM ucnonb3oBaHWe /EeKapCTBEHHOMO
npenapaTta MMeeT NOTEHLMANbHbIA PUCK HAHECEHWA Cepbe3HOro Bpeaa M3-3a HenpaBWIbHOMO MyTU
BBELEHMA, CNEeAYET TaKKe PacCMOTPEeTb BONPOC O TOM, KaK M3berKaTb NoA0bHOro HenpaBubHOMO NyTH
BBeZEHMA. ITO onaceHMe B OCOHBEHHOCTM 0OOCHOBAHHO, KOrAa YacTbl PYTUHHOW MEeAMUMHCKOMN
NPaKTUKKN ABNAETCA NPUMEHEHME NIeKapPCTBEHHOrO nNpenapaTa COBMECTHO C APYTMMU NEKAPCTBEHHbIMM
npenapaTtamu, BBOAMMbLIMM KaKUM-IMBO MNOTEHLMANbHO OMacHbIM NyTemM. B AaHHOM ciyyae puUCK
BO3HWMKHOBEHMA OLWMOOK MPUM HA3HAYEHMM NIEKAPCTBEHHOrO Mpenaparta LO/IKEH PaccMaTpuMBaTbCA B
KayecTse npobsembl No 6e3onacHoCTU.

Mpyn Hanuumum ¢opm C pPas3NNYHON [03UMPOBKOM JIeKapCTBEHHOrO npenapaTta oOLUEHWBaeTcs
[OCTaTOYHOCTb  BU3yanbHOW (MAn  pusmnueckoit) anddepeHUMaLUU MeXay NeKapCTBEHHbIMU
npenapatamn C pasIM4HbIMU O03NPOBKaMU U MeXAY /1eKapCTBEHHbIMU NpenapatamMu, KaK npasuao,
Ha3Ha4YaembiMn NN NPUHUMaeMbiIMN OAHOBPEMEHHO. B CNly4ae eC/in Ha pblHKe MmerTca apyrue
JIeKapCTBEHHbIE NMpenapaTbl C TEM e AeVCTBYHOLLMM BELLEeCTBOM, AJ1A KOTOPbIX He bblla NoATBep:KAeHa
6M03KBMBAIEHTHOCTb, AO/KHbI BbITb NPEANOKeHbl Mepbl NpeaynpexXaeHna MeauLMHCKUX OWNBOoK U
MUHUMUN3ALLUN PUCKA.

Ecnn nekapcTBeHHbI NpenapaT npefAHa3HavyeH AAA MCMNO/b30BaHWA Yy cnabosuasliei rpynnol
HacefneHus, ocoboe BHUMaHUe HeobxoaAMMO YaAeNNTb BO3SMOXHOCTU COBEpLUEHMA OLINMBKM Npu npueme
JIeKapCTBEHHOro npenapara, KOTopble NpU YCTaHOBAEHUN PUCKA A0/IKHbI PaccMaTpMBaTbCA B KayecTse
npobaembl No 6e3onacHOCTy.

OueHuBatoTcA PUCK KN Mmepbl NO nNpeaoTBpalleHUIO cnyanHoro npornaTtbiBaHMA WUAN APYrnx
Chy4yaeB HenpegHamepeHHOro NCNoJib30OBaHUA AETbMMU.

OwwnbKM Npu Npueme NEKAPCTBEHHOIO MpPenapaTa, BbiABAEHHbIE B X04e Pa3paboTKM MpPoAyKTa,
BK/IIOYAA K/IMHUYECKME WCCIef0BaHWA, [O/MKHbI OblTb PAcCMOTPEHbl, a TaKXKe [JOJIKHa ObiTb
npeacrasneHa uHopmauma O camux ownbKax, UX MOTEHUMANbHbIX MPUYMHAX U cnocobax wux
yCTpaHeHwus. B cnyyae HeobXxo4MMOCTM ceayeT yKasaTb, KakMm 0bpa3som BCe yKasaHHble PUCKKU Bblan
NPUHATBI BO BHUMaHWE Ha OKOHYATE/IbHbIX CTaAMAX Pa3paboTKM NeKapCTBEHHOTO Npenapara.

B cnyyae ecnM B xode NOCTPErncTpaLMOHHOrO nepuoga 6binn BbiBAEHbI HeXKenaTesbHble
peakuuu, ABMBLUMECA PE3y/NbTaTOM MeAMLMHCKMX OWWBOK, OHM A0MXHbI 6biTb PACCMOTPEHbI B
06HoBAeHUN NYP 1 NpeanoskeHbl NyTM MUHMMMU3ALUM OLLINGOK.

B cnyyae M3ameHeHMA cocTaBa M [A03MPOBKW IeKAapPCTBEHHOTO Mpenaparta PUCK BO3HUKHOBEHMSA
OWWBOK NpW NpMeme SIeKapCTBEHHOro npenapaTa AO/IKEH PacCMaTpPUBATLCA B KayecTBe Npobiembl no
6e30MacHOCTM, @ Mepbl, KOTopble ByayT NpeanpUHATLI AeprKaTesleM PErnCTPALMOHHONO YAOCTOBEPEHUA
ANA NpefoTBPalleHMs NepenyTbiBaHWUA MeXAy CTapblM M HOBbIM JIEKAPCTBEHHbIM MpernapaTom,
NPUBOAATCA B PaMKax NaaHa MUHMMM3ALMK pUCKOB. OLLeHNBaETCA LLe1eco0bpasHOCTb MePONPUATUIA Mo
MWHMMM3ALMM PUCKOB B OTHOLIEHUM M3MEHEHW Gopmbl NpencTaB/ieHWsA, pasMepa YNaKoBKU, NyTU
BBEAEHMWA W NPOYMX XapaKTEPUCTMK BbIMyCKAaEMOro JIeKapCTBEHHOro npenapara.

Ecnv neKkapcTBeHHbIM npenapaT LO/IKEH NPUMEHATbCA BMECTe C MeAUUMHCKUM YCTPOMCTBOM
(BCTpOEHHbIM WMAM  HET), HeobxoAMMO paccMOTpPeTb Bce ¢aKTopbl OMNAacHOCTW, KOTOpPble MOryT



npeacTaBAATb PUCK ANS NaUneHTa (HeMcnpPaBHOCTb MeAULIMHCKOrO YCTPOMCTBA).
6.2.5.2.6.5. Moaynb CVI NYP. Pazgen "Ocobble acnekTbl NPpUMeEHeHUs B neguatpun'.

B paHHOM pasgene paccmaTpuBaloTCA cliefylowme acnekTbl MCMOJ/b30BaHUA NeKapCTBEHHbIX
npenapaTos B NnegyaTpumn, He yKasaHHble B moayne CIV MYP:

a) npobnembl, BbIABAEHHble B MNJaHe nNeAvaTpUYecKUX uccnedoBaHMA. YKasbiBaloTcA Ntobble
pekomeHaaumMu no nocneayowemy ANUTeNbHOMY MOHUTOPUHIY 6e3onacHocT U 3ddEeKTUBHOCTM Npu
NPUMEHeHUN Yy NaumMeHTOB neguaTpuyeckon nonynaumun. B cnyyae ecan AaHHbIA acnekT 6onee He
ABNAETCA NpeaMeTOM onaceHuit no 6e3onacHOCTU, A0KHO BbIThb AAaHO COOTBETCTBYIOLLIEE 06bACHEHNE
1 obocHoBaHuMe.

MpeanoxeHua o nNpoBeAeHUN onpeaefieHHbIX AOATOCPOYHbIX MeauMaTpUYeckux muccneaoBaHuii
HeobXoAMMO PacCMOTPETb Ha MOMEHT MOAAUN 3aABNEHUSA Ha BBeAEHWEe NeanaTPUYecKMx NoKasaHui.
Ecnun cyllecTBylOT COMHEHMA B OTHOLWIEHUN HEOBXOAMMOCTU AAHHbIX [A0JIFOCPOYHbIX NeamMaTpuyeckux
nccnenoBaHUin, HaaNeXuT NpeacTaBUTb COOTBETCTBYIOLLME 0OOCHOBAHMUS;

6) noTeHuMan ANA NeANaTPUUECKOr0 UCMO/Ib30BaHUA BHE YTBEPMKAEHHbLIX MOKa3aHUM K
npumeHeHuto. Cneayet OLEHUTb PUCK NPUMEHEHUA NEKAPCTBEHHOro npenapata BHe YTBEPXKAEHHbIX
MOKa3aHWi K NPUMEHEHUIO Y NeanaTpUYeckon nonynaumm nmbo Kakom-nMbo ee 4actu, B Cayvae ecnu
HO30/10T1sA, ABNAIOLWLANACA 0A06PEHHbIM NOKA3aHMEM NPUMEHEHUA NEeKAapPCTBEHHOIO NpenapaTa, TakKe
BCTPEYAETCA M B NeAMaTpUYeCcKon NonNynsaLmm, HO NPUMEHEHWE Y NoCNeaHeN He ABAAETCA 0406pPEHHbIM.
Bce BO3MOMHble (aKTUYeCKMe HanpasBAeHUA MNPUMEHEHUA JIeKapCTBEHHOro npenapaTta cnegyet
OTpasuTb B pasgesne "OnbIT NOCTPErncTpaumMoHHoro npumeHernma' moayna CV MYP (Kak 3To yKasaHo B
nyHKTe 6.2.5.2 HacToswwmx Mpasun) n B pasgene "Pe3ynbTaTbl NOCTPErUCTPALMOHHOIO NPUMEHEHMUA Y
rpynn NauMeHTOB, He U3YYEHHbIX B XO4€ KNMHUYECKUX nccnegosaHmii moayna CV NYP (Kak 3To yKasaHo
B NyHKTe 6.2.5.3 HacToswwux Mpasun).

6.2.5.2.6.6. Mogynb CVI MYP. Pa3gen "MporHosnpyemoe NocTperncTpaLunoHHoe Ncnoib3oBaHue".

Ana npeppernctpaumoHHoro MYP uan npu nogadve 3aAB/feHUA Ha BBeAeHUE 3HAYUTESIbHbIX
M3MEHEHMA B MNOKasaHMA NO MEAULMHCKOMY MPUMEHEHUIO fAepKaTelb PerncTpaunmoHHOro
YyA0CTOBEPEHUA [A0/KEH MNPeAcTaBUTb NOAPOOHYHD MHOOPMaUMIO O NPOrHO3MPyeMOM HamnpasaeHUn
npMMeHeHWa, npeanonaraeMom MPUMEHEeHUU NeKapCTBEHHOro npenapaTa C TeYeHUem BpemeHMu,
NONOXKEHUN NeKapCTBEHHOrO Npenapara B TepanesTUYECKOM apceHane.

HEO6XOAMMO caenatb OUEHKRY I'IOTEHLI,Ma/'IbHOﬁ BO3MOXHOCTU NPUMEHEHUNA J1eKapPCTBEHHOIO
npenapaTta BHe OAO6pEHHbIX NOKasaHui K NPUMEHEHNIO.

6.2.5.2.7. Moaynb CVII NMYP. "MaeHTUdMUMPOBAHHbIE U NOTEHUMaNAbHblE PUCKN".

OdaHHbin  mogynb TMYP  comepUT WHPOPMALMIO O BaXHbIX UAEHTUPUUMPOBAHHDLIX U
NOTEHUMaNbHbIX PUCKaX, CBA3AaHHbIX C WCNONb30BaHMEM JIEKapCTBEHHOrO npernapaTta, BK/OYas
MHOOPMALMIO O BbIABAEHHbIX W MOTEHLUMANbHbBIX He)eNaTeNbHbIX pPeakuuAxX, BbIABEHHOM U
NoTEHUMANbHOM B3aMMOLENCTBUM C APYTUMW JIEKAPCTBEHHbIMW NpenapaTaMu, NPOAYKTamMM NMUTAHMA U
OPYrMMUM BELLeCTBAMM, A TaKKe 0 GapMaKOorMYecknx Knaccosbix apdeKrTax.

6.2.5.2.7.1. Moaynb CVII MYP. Pa3gen "HoBble naeHTUPULMPOBAHHbIE PUCKM".

B gaHHOM pasgene A0/XKHbI ObiTb NepeyncsieHbl npobaembl No 6€30MacHOCTH, BbiABAEHHbIE CO
BpeMeHW nocnegHero npeacrasneHma [MYP, Kotopble 6yayT noapobHO npoaHanM3MpoBaHbl B
cooTBeTCTBYlOWEM pasgene moaynsa CVII MYP. B gaHHOM pasgene yKasblBAlOTCA MPUUUHHbBIN PaKTop
npobnembl no 6e3onacHocTU, MHOOPMALMA O TOM, ABAAETCA NM AAHHbIA ACNEKT PUCKA BaXKHbIM
NOEHTUOULMPOBAHHBIM UAWN BaXKHbIM MOTEHLMANbHbIM PUCKOM, AaeTcA 060CHOBaHWE NO BO3MOMKHbIM
HeobxoAMMbIM MepaM MUHUMU3ALLIMN PUCKOB MM HOBbIM CNeLManbHbIM UCCAeA0BaHMAM NO AAHHOMY



acrneKkTy pucKa.

6.2.5.2.7.2. Moayno CVIl NYP. Pasgen '"MogpobHas wuHPopmauma O  BaAXKHbIX
NAEHTUPUUMPOBAHHbBIX M BaXKHbIX MOTEHLMANbHbIX pUCKax".

B paHHOm pasgene npeactasndetca  nogpobHaa uHPopmauma o  Hambonee  BarKHbIX
NOEHTUOULMPOBAHHbBIX U BaXKHbIX NOTEHUMANbHBIX PUCKAX. JaHHbIN pa3gen fomKeH ObiTb KPaTKUM U He
OO/KEeH npeactaBnATb coboli BbIGOPKY AaHHbIX M3 Tabauy, M CMMCKOB HeXKenaTeslbHbIX Peakuui,
BO3HUKLIMX B pe3y/ibTaTe KAMHUYECKMX WCCNeaoBaHWi, AMbO KoMMpoBaTb npeanaraemoe MU
daKTUYecKoe coaeprkaHue pasgena "HexkenaTenbHble peakumn' OX/IM.

MoHATME BaXKHOTO PUCKA 3aBUCUT OT HECKOJIbKMX GaKTOPOB, BK/tOYas BO34ENCTBME HA OTAE/IbHOMO
nauMeHTa, CEPbe3HOCTb PUCKA U BAUAHME Ha 300POBbe HaceneHus. JIIo6oM pUCK, KOTOPbLIN AONKEH UK
MOXKeT ObITb BKAKOYEH B MPOTUBOMOKA3aHUA UKW NpeaynpexXLeHna U Mepbl NpeaocTopoxHoctn OXJIMM,
HeobxoAMMO BK/OYATb B [AaHHbIM pasgen. BsaumopelncTtBus, MmelowMe BaxKHOE KAMHMYEcKoe
3HauyeHne U BaXKHble papmaKosormyeckme Knaccosble 3¢dEKTbl, TaKKe caeayeT BKAOYaTb B AaHHbIN
pa3gen. Kpome TOro, puMcku, KoTopble OObIYMHO He HACTO/IbKO Cepbe3Hbl, YTOObl B OTHOLIEHUU WX
TpeboBasIMCb KOHKPETHbIE NpeaynpeKAeHNA NAN Mepbl NPEeAOCTOPOXKHOCTU, HO KOTOPble BO3HMKAIOT B
OTHOLUEHUM 3HAYMTENIbHON YacTu WCCNeZyeMOoOM Tpynmnbl HACENEHWs, BAUAIOT Ha KayecCTBO MKU3HU
naumMeHTa, YTO MOXKET NPMUBECTU K CEPbE3HbIM NOCNEACTBUAM NPU OTCYTCTBUM HaLNEKALLErO leyeHun
(Hanpumep, cunbHas TOWHOTAa W pPBOTA, CBA3aHHaA C XMMWUOTEpanue’l WM WMHOW NeKapCTBEHHOWM
Tepanuei), cneayeT pacCMOTPETb Ha NpPeaMET BK/IOYEHUA B AaHHbIN pasgen.

[nA HeKOTOpPbIX /IeKapCTBEHHbIX MPenapaToB A0XHbI 6biTb PACCMOTPEHbI PUCKK, CBA3AHHbIE C
yTUAM3auMen WMCNoib30BaHHOIO JIEKAPCTBEHHOro npenapaTa (Hanpumep, AONA TpaHCAEPMasbHbIX
nnacTbipent). Takke MoOryT 6biTb C/lyyan BO3HUKHOBEHMSA 3KOJIOMMUYECKOM OMACcHOCTU NpW yTUAU3ALUK
NleKapcTBEHHOrO npenapaTta M3-3a WM3BECTHOro narybHOro BO3AENCTBMSA Ha OKpYKalolylo cpeay
(Hanpumep, BellecTBa, KoTopble ABAAOTCA OCOBEHHO OMacHbIMM ANa BOAHOW ¢Gopbl U ayHbl U
KOTOpble He A0/XKHbl 6bITb YTUAN3NMPOBaHbI Ha CBaJIKaXx).

MpeactaBneHMe [AaHHbIX O PUCKaAX [OMKHO BKAOYATb B ceba cneaytouyo noapobHyto
MHbOPMaLmIo:

YacToTa;
BO34EMCTBME Ha 340POBbe HaceeHNn (CTeneHb TAXECTH, CEPbe3HOCTb, 06PaTUMOCTb, MCXOA);
BO34eiCTBMEe Ha OTAE/IbHOrO NauMeHTa (BAUAHNE Ha KaYeCTBO XKU3HM);

daKTopbl pucKka (B TOm uucne ©aKTopbl, Kacawowumecs nauuMeHTa, [A03bl, Nepuos pPUcka,
aAaMTMBHbBIE UM CUHEpPTUYHbIe GaKTopbI);

NpesoTBPaTUMOCTb (TO €eCcTb MNpeAcKasyemMoCTb, BO3MOXKHOCTb MNPesoTBPaTUTL PasBUTME WK
BO3MOKHOCTb BbIIB/IEHWA HAa Ha4Ya/IbHOM 3Tane);

BO3MOXHbIN MEXaHU3M Pa3BuTUA,
NUCTOYHUK OaHHbIX N YPOBEHb A0Ka3aTe/IbHOCTH.

JaHHble No YacToTe pPa3BUTUA LOXKHDbI 6bITb npmeeaeHbl C y4HeTomMm A0CTOBEPHOCTUN U YKa3aHUeEM
MUCTOYHUKA AaHHbIX MO 6esonacHocTn. YactoTa Pa3BnUTUA HE LOO01XKHA OueHMNBATbCA Ha OCHOBAHUU
AadHHbIX CNOHTAHHbIX COOﬁLI.I,GHI/IVI, NOCKOJIbKY ,Cl,aHHbIﬁ MeTo4 He MNO3BOJIAET BbIMNOJ/IHATL OLUEHKY
napameTpa 4actoTbl C Tp96yeMblM YpoBHEM OOCTOBEPHOCTMW. Echn B OTHOWEHUU BaXKHbIX
M,Cl,eHTM(bMLI,MDOBaHHbIX PUCKOB HEO6XOAI/IMO BblHNCNINTb TOYHYHKO 4aCTOTy, cCneayetr OCHOBbIBATbCA Ha
CnctemaTnyeCKknx nccnegoBaHnAax (Hanpmmep, KIMHU4YECKne nccnegoBaHnAa mnm anngemmonornyeckme
MCCJ'Ie,CI,OBaHI/IFI), B KOTOPbIX WM3BECTHO TOYHOE YMUC/IO NaUMEHTOB, NOABeEPrakoWnxca BO3,CI,€I7ICTBI/II-0



NNeKapCTBEHHOINo npenaparta, M 4YMCcno naumneHToB, Yy KOTOPbIX OTMe4yasloCb npoABaeHUe
cooTBeTCTBYHOLWLErIO VI,CI,EHTVId)VI LUMPOBAHHOIO pUCKa.

JonXHo 6bITb YKa3aHO, KAaKOM MCMO/Ib3yeTcA NOKasaTeslb YacTOTbl, TO €CTb B KAaKMX eaMHMULAX
M3MEPEHMA BbIPa)KeH 3HameHaTenb (Hanpumep, KOAMYECTBO MaUMEHTOB, NaLUMEHTO-AHEN WU
3KBMBAJIEHTHbIX eAuHMUL, (KypCbl nedeHus, peuentsl M T.4.)). TakxKe cneayeT yKasaTb A0OBEpUTENbHble
nHTepBanbl. MNpu NUCNONb30BAaHUN eauHULbI M3MepeHUa "KONMYeCcTBO MaUMEHTOB B YCTAaHOB/IEHHbIM
NPOMEXYTOK BpemeHU" HeobxoAMMO OCHOBbLIBAaTbCA Ha MPEANOJIOKEHUM O TOM, 4YTO YHKLUS
OMACHOCTU A0/KHA BbITb NPAKTUYECKM NOCTOAHHOM B TeYEHUE NoCeayoWwero BpemeHu. B npotmsHom
cnyyae ee cnedyeT pasbuTb Ha COOTBETCTBYIOLWIME KATEropuu, B pPamKax KOTOPbIX BbINO/HAETCA
npeanosioXKeHne o NocTofHCTBE. 3TO OCOOEHHO BaXHO, €CN ANUTENIbHOCTb JIeYeHUa npeacTaBafeT
coboli dakTOp pucka. B cnyyae HeobxoaMmOCTM cnedyeT onpeaenvTb nepuog Hambonblero pucka.
YacTtoTa MAeHTUPULMPOBAHHOIO pUCKa A0XHA ObiTb NpeacTaBieHa Ana NONyAAuMM B LEJOM U OAs
COOTBETCTBYIOLMX NONYAALMOHHbIX NOArpynm.

Y70 KacaeTca BaXKHbIX AEHTUOULMPOBAHHbIX PUCKOB, HEOBXOAMMO NPEACTaBUTb MHPOPMALMIO O
NPEBbILEHNN YaCTOTbl PA3BUTUA TAaKOBbIX B rpynne cpaBHeHUA. HeobxoaMmo Tak:ke 0606WWMTb AaHHble
No BPeMeHW A0 Hayaja PasBUTUA HeXKenaTeNbHbIX COObITUI C WUCMOSb30BaHUEM METOLOB OLEHKU
BbI)KMBaeMOCTU. MOMKeT BbITb MCMONb30BaHa PYHKLUMA COBOKYMHbIX PUCKOB ANS NPeACTaBAeHUA AaHHbIX
Mo KYMyNSTUBHOMN BEPOATHOCTU Pa3BUTUA HEXKeNaTebHbIX PpeaKLWii.

B oTHOWeEHUN NoTeHUMaNbHbIX PUCKOB HEOOXOAMMO NMPeacTaBUTb AaHHble 0 6GasMCHOM YacToTe
(pacnpocTpaHeHHOCTU) B LIeNeBO NONYAALUMU.

B MNYP, BKkAtoyatowem B cebs eauMHMUYHbIE NEKapCTBEHHbIE NpenapaTbl, PUCKK, Kacatowmecs
HenocpeAcTBEHHO MOKAa3aHMI K MPUMEHEHUIO WAM COCTaBa, Kak NpaBM/IO, PaccMaTpUBalOTCA Kak
oTaenbHble npobaembl No 6e3onacHOCTM (Hanpumep, Cayd4aliHoe BHYTPUBEHHOE BBEAEHWE MOMKET
npeacTaBnaTb coboi npobaemy no 6esonacHoOCTM ANS OTAE/NbHOIO IeKapCTBEHHOTO NpenapaTta Kak ans
€ro nepopasnbHOM NekapcTBEHHON GOPMbI, TaK GOPMbI 417 NOAKOKHOIO BBEAEHWA).

B MYP, BkAoyalowem B ceba HECKONbKO NIEKapCTBEHHbIX MPenapaToB, KOTOpble MOryT UMETb
3HauMTe/IbHble Pa3fiMuMA B OTHOLIEHUM UAEHTMOUUMPOBAHHLIX U  MOTEHLMANbHbIX PUCKOB,
uenecoobpasHo KnaccuduLMpoBaTb PUCKK, YTOObI NOKa3aTb, KAKOM PUCK MMEET OTHOLIEHME K KaKomy
NeKkapcTBeHHOMY npenapaty. B maHHOM Knaccudmkaumm Heobxo4MMO NpeaycMOTpeTb cieaytouine
3aro/I0BKM:

a) PUCKW, CBA3aHHble C AEMCTBYIOWMM BELLECTBOM. B 3Ty KaTeropuio MOryT BXOAMTb BakKHble
NOoeHTUOULUMPOBAHHbIE WMAM MNOTeHUManbHble PUCKU, OblWMe [aa BCeX COCTaBOB JIEKAPCTBEHHbIX
npenapaTtoBs, cnocoboB BBeAEHMA U LiefIeBbIX rPYnn HaceneHus. BepoaTHee Bcero, B AaHHYIO KaTeropuio
nonaget 60/NbLUMHCTBO PUCKOB, XapaKTePHbIX A1 6ONbLUMHCTBA IEKAPCTBEHHbIX NPenapaTos;

6) puCcKM, cBA3aHHbIE C onpeAeneHHbIM COCTaBOM MK cnocobom BBegeHMA. MoryT BKAloYaTca B
MYP c gsyma nekapcTBeHHbIMM GOPMamMu NEeKapCTBEHHOro npenapaTta (Hanpumep Ha dopmy Ans
BHYTPUMMbILLEYHOTO BBEAEHMUS MPOJIOHIMPOBAHHOIO AeNcTBUA U Gopmy AA NMepopasbHOro BBEAEHWUA.
Mpu 3TOM LONOJIHUTE/IbHbIE PUCKM, KACalOLWMECA C/Ty4alHOro BHYTPMBEHHOTO BBEAEHUSA, OYEBUAHO, HE
6yAyT KacaTbCA IEKAPCTBEHHbIX NPenapaTos 4/11 NepopasibHOro BBeAEHUSA);

B) PMUCKM, CBA3aHHbIE C LUenesol nonynauuneit. Meamnatpmyeckaa nonynauusa npeacrasnset coboi
Havbonee o4YeBUAHbLIN MpUMMep LEeNeBoW NONynAuuM, B OTHOLUEHUM KOTOPOM MOTYT MPOABAATLCA
OONOMIHUTENbHbIE PUCKU, Kacatowmeca GU3MYECcKoro, NCUXMYECKOro M NoJIoBOro pa3BuUTUSA, YT He ByaeT
NPUMEHUMO K JieKapCTBEHHOMY npenapaTty, npeAHa3sHaYeHHOMY WCKAOUYUTENbHO AN B3POC/bIX
naLuMeHToB;

I') PUCKWN, CBA3aHHbIE C NepexogoM Ha OTNYCK /1IeKapCTBEHHOIO Npenaparta 6es peuenTa.

6.2.5.2.7.3. Moaynb CVIl NYP. Pasgen "WNaeHTuduumpoBaHHble W NOTEHLUA/bHbIE



B3aMMOAENCTBUA, BKIOYAKOWME B3aMMOAENCTBUA C APYrMMM JIeKAapCTBEHHbIMM Mpenapatamn U
npoAyKTamu nutaHms".

NaeHTUOMUMPOBAHHbIE U MNOTEHUMaNbHble QapMaKoOKMHeTMYecKne un dapmakoanHaMUyeckmne
B3aMMOAENCTBMA HEeobXOAMMO PaccMaTpmMBaTb KaK B OTHOLUEHUW CXEM JieYeHMA Mo 0A06peHHbIM
MOKa3aHMAM K MPUMEHEHMI0, TaK M B OTHOLIEHUN Hambosiee 4acTo MCMO/Ib3YEMbIX B LIE/IEBOM
nonyaauMn IeKapCTBEHHbIX NpenapaTtos. [as Kakaoro Bosaenctsuns cneayet 0606WuUTb nmerowmecs
OaHHble M [oKasaTeNbHyto 6a3y, NoATBEpP)KAAloLY B3aMMOAENACTBME M BO3MOMKHbLIN MEXaHM3M.
MpoBoAUTCA OUEHKA NOTEHLMANbHbIX PUCKOB A5 340PO0BbA, BO3SHUKAIOLMX MO Pa3/IMYHbIM NOKa3aHUAM
M B Pas/IMYHbIX rpynnax HaceneHus. KAMHNMYECKM BarKHble B3aUMOAENCTBMA HEOOXOAMMO BKIHOUUTL B
pasaen MNYP 06 naeHTMOUUMPOBAHHBIX M NOTEHLMA/bHbBIX PUCKAX.

6.2.5.2.7.4. Mogynb CVII MYP. Pa3gen "dapmakonormyeckune Knaccosble apdekTs!".

B paHHOM pasfene [aloTCA XapaKTePUCTMKA U OUEHKa BayKHbIX PUCKOB, CBOMCTBEHHbIX AN
dapmaKonornyeckoro knacca. OLeHMBaeTCA COOTHECEHME YacTOTbl Pa3BUTUA HEXKenaTe/lbHbIX peakuuii
npu NPUMEHEHUN IeKapCTBEHHOrO MpenapaTa C YacTOTOM, XapaKTepHOW ANA APYruX NeKapCTBEHHbIX
npenapaTtos AaHHOW $apMaKOIOTMYECKOM rPynmbl.

Ecnn pUcK, BOSHUKHOBEHUE KOTOPOTO ABAAETCA 0bWUM A1A APYrUX NeKapCTBEHHbIX NpenapaTos
dapmaKoIorMyeckoro Kjaacca, He cyuTaeTca npobaemoit no 6e30MacHOCTM B OTHOLWEHUU
NleKapCcTBEHHOro npenapaTa M, cneaoBaTefibHO, He BK/YaeTca B nepedyeHb UAEHTUOULMPOBAHHbLIX U
NoTeHUMaNbHbIX PUCKOB, B AaHHOM pasgene HeobxoAMmo nNpeacTaBUTb MNoATBEpXAatolme 3TO
[OKa3aTenbCTBa.

6.2.5.2.8. Moaynb CVIII MYP - 0606uweHHan nHbopmaums no npobnemam 6e3onacHoCTy.

B mopgyne vyKasbiBaeTcA o0606uweHHas uWHPopmauma no onpegensembim npobnemam Mo
6e30nacHOCTH, KoTopas KaaccuuuMpyeTcs Kak:

a) BaXKHbIN MAEHTUPULMPOBAHHDBIN PUCK;
6) Ba*KHbIN NOTEHLMANbHbIV PUCK;
B) Ba)KHasA OTCYTCTBYHOLLAsA MHPOPMaLUS.

Ecnn MYP BKAOYAET HECKO/IbKO JIEKAPCTBEHHbIX NPENapaTos, LLenecoobpasHo B JaHHOM Moayne
pasgeneHne 0606WeHHON MHbOpMauuKn no npobnaemam no 6e3omacHOCTM Ha rpynnbl (aHaNOrMYHO
NpeAcTaBNeHUI0 faHHbIX B pasgenax mogyns CVII MYP). Mpu 3Tom [0NYCKaeTcs MCNnosib3oBaTb
npeacTaBneHne HGopMaLum B BUAE caeayowmx rpynn:

npob6aembl No 6€30NacHOCTH, CBA3AHHbIE C AEMACTBYOLWMM BELLECTBOM;
npobaembl Mo 6e30MNacHOCTH, CBA3aHHbIE C ONpeaeNeHHbIM COCTaBOM UM CNOCcOboM BBEAEHUS;
npobaembl No 6e30NacHOCTH, CBA3AHHbIE C LeNeBoi nonyaaumnen;

I'Ip06ﬂeMbI no 6e3OI'IaCHOCTM, CBA3aHHbIE C Nepexoa0oM Ha OTNYCK /1IEKAPCTBEHHOIO NpenapaTa 6es
peuenTa.

6.2.5.3. Yactb Il NYP - nnaH no ¢papmakoHaazopy.

Llenbto nnaHa no ¢papmMakoHaA30py ABASAETCA OnpefeseHne Toro, Kakum obpasom aep:katesb
PerncTpaunoHHOro YyAOCTOBEPEHUA NAaHUpPYeT Aanee BbiABAATb M (UMW) XapaKTepusoBaTb PUCKM,
yKasaHHble B TpeboBaHuAx no 6e3onacHocTu. [naH no d¢apmakoHaa3opy npeacrtasaseT cobolt
CTPYKTYPUPOBaHHbII NAaH, pa3paboTaHHbIl C Lenblo:



BblAB/IEHUA HOBbIX I'IpO6J'IEM no 6E30ﬂaCHOCTM;

OaNnbHeENLEN XapaKTePUCTUKU M3BECTHbIX Npobsem no 6e30macHOCTW, BKAKOYas onpepesneHve
$aKTOpPOB pPUCKa;

nccnenoBaHUs AeNCTBUTENbHOIO HaIMYMA NOTEHLMAbHbIX Npobiem no 6e30MnacHoCTY;
onpeaeneHns MeToLoB NoayYeHUsA BarKHOM OTCYTCTBYIOLEN MHDOPMALMMK.

MnaH no ¢papmakoHag3opy AoAKeH ObiTb OCHOBAH Ha Npobaemax no 6esonacHoOCcTN, 0606LWEHHbIX
B mogyne CVIll yactm Il NYP - cneumdpukaumsa no 6esonacHocTy.

JeatenbHocTb Mo ¢dapmMaKkoHaa3opy nogpasgensercd Ha  pPyTUHHblE  MeponpusaTua  no
dbapmaKkoHaZ30py M OOMNOJHUTENbHbIE MeponpuaTMA No ¢dapmaKkoHag3opy. B oTHOWeEHWMM KaxKaol
npobaembl No 6e30MacHOCTU AepiKaTesb PErucTPauMoOHHOrO YAOCTOBEPEHUA OO/IKEH NEPEYNCAUTb
3an1aHNUPOBaHHbIE CO CBOEM CTOPOHbI MeponpuaTUA No dapmakoHaazopy. MaaHbl no dapmakoHaazopy
OOJ/KHbI  ObITb COpa3MepHbl PUCKAM MPUMEHEHUS NeKapCTBEHHOro npenapata. Eciv  pyTUHHbIe
MeponpuaTua no dGapmakoHag3opy 060CHOBAHHO OLEHMBAIOTCA KaK A0CTaTOYHble Ans obecnevyeHus
Hag/iexallero nocTPerncTPaLMoHHOIO MOHUTOPUMHIA 6e30MacHOCTU U He TpebytoT AOMONHUTENbHbIX
Aenctenin (Hanpumep, uccnenoBaHMM 6e3onacHOCTM), HEOBXOAMMO OCHOBbLIBAaTbCA Ha "pPyTUHHOM
dbapmakoHaazope", HanpaB/AeHHOM Ha ganbHelwyto paboTy ¢ npobaemamm no 6e3onacHoOCTK.

6.2.5.3.1. Yactsb Il MYP. Pazaen "PyTMHHbIE meponpuaTUA No dapmakoHaasopy".

PYyTMHHbIE MeponpuATMA No GapmakoHaA3opy NpPeacTaBAAloT cobol KOMMNIAEKC MeponpuaTUi,
PerynsipHoO MpoOBOAMMbIX AepKaTeNemM pPerncTpauMoHHOro YZAOCTOBEPEHUs C Lenblo obecnedyeHus
BbIMOJIHEHUA TPebOoBaHUI 3aKOHOAATE/IbCTBA MO apMaKOHaA30py rocydapcrs-yneHoB. MacTtep-daiin
cuctembl  dapmakoHaZ30pa  COAEPKUT MNoAPOOHYI0 MHOPMALMIO O CUCTEMAX W Npoueccax,
peanusyembix AepyKaTesem pPerucTpauMoHHbIX YAOCTOBEPEHUM AONA AOCTUXKEHWMS YKa3aHHOW Uuesnu,
AaHHaA MHpopmauma He gybanpyetcs B MNYP.

YNONHOMOYEHHbIM opraH rocyAapcrea-yneHa BNpase NpeanoXuTb AeprkaTento
PerncTpaunoHHOro yA0CTOBEPEHUA N3MEHUTb AeUCTBYOWME NpoLeaypbl cbopa, BepudnKkaummn, oueHKM
N npeacTaBAeHns MHPOPMaLMM O HeXKenaTesibHbIX Peakumax, NoNyYeHHOM B pamKax CMOHTAHHOMO
penopTMpoBaHua. B 3Tom ciyyae B AaHHOM pasgesie AeprKaTeNb PerncrpauMoHHOro yaoCTOBEPEHMS
NPMBOAUT NOACHEHWE MO M3MEHEHUAM B PYTUHHbIX MEPONPUATUAX NO GapMaKoHaA30pY, BHECEHHbIM
COrNacHo NpeaoXKeHUAM YNOJHOMOYEHHOMO OpraHa rocyAapcraa-ysieHa.

Echu  pgna  BbINONHEHWA  PYTUHHbIX  MeponpuATM  no  dapMaKoHaA30py Aep:KaTento
perucTpaLnoHHOro yaocToBepeHma TpebyeTca CoCTaBUTb CneLmanbHble ONPOCHUKKU NO nocaeayowemy
HabNoAEeHUIO 33 HeXenaTeNbHbIMU PeaKUMAMKU WA eCN OH MAHWPYeT MCMOAb30BaTb CneLnasbHble
ONPOCHUKN ANA NOAYYEHUA CTPYKTYPUPOBAHHOM WMHOOPMALMM O BbIABAEHHbIX HerKenaTesbHbIX
peakumax, npeacTaBafloWmMx 0cobbliit MHTepec, To B npuaoxkenun N 6 K TYP peprkatenb
perncTpaunoHHOro yaoCToBEPEHNA AO/KEH NPeACTaBUTb KOMUKN AaHHbIX OMPOCHUMKOB. Micnonb3oBaHue
CneLmManbHbIX ONPOCHWKOB MO MocaeayrolemMy HabaoaeHWUIO 33 PENOPTUPYEMbBIMU NOA03PEBAEMbBIMU
HeXKeNaTeNbHbIMU PeaKUUAMMN OTHOCUTCA K PYTUHHBIM MeponpuATUAM No GapmaKkoHaa30py.

6.2.5.3.2. Yacts Il MYP. Pasgen "JononHuTenbHbIe MeponpuaTMA No dapmakoHagzopy".

[ep:KaTenb perucTpaLMoHHOro ya0CTOBEPEHMA AOKEH OLEHUTb CUTYaLMK, B KOTOPbIX TpebyeTcs
NPUHATUE AONONHUTENbHbLIX Mep Mo dapMaKkoHaA30py NO NPUYNHE HEBO3MOMKHOCTU OOCTUKEHUA LEeAn
No HagexKallein oLueHKe U U3YYEeHUIO PUCKA NPU MOMOLLM PYTUHHBIX METOA0B GpapmaKkoHaa30pa.

Llenn pononHUTENbHbIX MeponpuATMA no $apMaKoHaA30py, Kak NpaBwao, pPas/ivyaloTca B
3aBUCMMOCTM OT Npobaem no 6e30MacHOCTM, Ha KOTOpPble OHM HanpaBaeHbl. MccnenoBaHMa B pamKax
niaHa no ¢papMakoHaa30py AO/KHbI ObITb CBA3aHbI C Npobiemamm no 6e3onacHoCTU, 0603HAYEHHbIMU



B cneundmkaymm no 6e3onacHOCTN, BHE 3aBUCMMOCTU OT TOFO, HaLeeHbl UCCNeA0BaHUA Ha BblABNEHME
N XapaKTepPUCTUKY PUCKOB MU TONIbKO Ha OUEHKY 3OPEKTUBHOCTU MEpPONnpPUATUA N0 MUHUMU3ALUU
puckos. [lep)kaTtenb perncTtpaLmoHHOro yaoCTOBEPEHUA AO/IKEH BKAOYUTL CHOA4A BCE UCCNeAO0BaHUA,
HanpaB/eHHble Ha U3y4YeHWe M OLEeHKY npobaem no 6e30MacHOCTU, a TaKKe UCCNeoBaHuMA, KoTopble
MOTyT NPeaocTaBUTb MOJIE3HYID MHPOpPMALMIO Mo 6e30MNacHOCTU, XOTA MPW 3TOM OLEHMBAemble B
pamkax MYP npobaembl no 6e30MacHOCTM MOTYT HE BXOAMUTb B YNCA0 NPUOPUTETOB UCCAeA0BaHNA. ITU
nccneaoBaHMA BKAKOYAOT B ceba NOCTperncTpaumoHHbie uccaeaoBaHmMa 6€30nacHOCTH, UccienoBaHUA B
obnactu dapmakoannaemmonorum, dapmaKoKMHeTUYecKme nccnenoBaHuA, KAWHUYECKune
UccNneaoBaHUA WAN  OONONIHUTENIbHbIE AOKJIWMHUYECKMe wuccnegoBaHuAa. lpu npoBegeHun [aHHbIX
nccneooBaHMA  ciedyeT  PYKOBOACTBOBATbCA — MEMKAYHApoAHbIMM  AOrOBOpPaMM M aKTamMu,
coctasaaowmmmn npaso Coto3a, M 3aKOHOA4ATENLCTBOM rOCYAapCTB-4/1EeHOB.

MpoTOKONbI MCCNeOOBaHMI B pamMKax niaHa no ¢apmakoHaa30py M pestomMe OTYETOB Mo
pesy/nbTaTam WCCNeAO0BaHWM, BbLIMOJHEHHbIX B PaMKax AOMNOAHUTENIbHbIX  MEPONpPUATUA  No
dbapmaKkoHaa3opy, A0KHbI BbITb NpeacTaBaAeHbl B TPUAOKEHUAX K MYP.

BAMAHME HOBbIX AaHHbIX Ha COOTHOLWEHME "NoAb3a - PUCK" SIeKapcTBEHHOrO NpenapaTta A0/XKHO
6bITb TLLATENbHO OLEHEHO, cneundurKauma no H6e30nacHOCTM, NaaH No papmaKkoHaA30py U NAaH no
MWHUMM3ALNN PUCKOB AONXKHbI ObITb A0PabOTaHbl COOTBETCTBYIOLWMM 06Pa3oM C YYETOM MOYYEHHbIX
[AaHHbIX No 6e30nacHoOCTy.

6.2.5.3.2.1. Ocobble cuTyaumm no NoCTPErncTpaLMoHHbIM UCCaea0BaHMAM Mo 6e30nacHoCTU.

NccnepoBaHna adpPpeKTUBHOCTM Mep MO MMHUMM3ALMN PUCKOB CAeayeT BK/OUYUTL B MJIAH Mo
dbapmakoHaa3opy BMecTe ¢ 0cobbiMM GaKTOpamMm OMacHOCTM, a TaKKe NoApobHO onucaTtb B NaaHe no
MUHUMM3AUMU PUCKOB. OHM A0/IKHbI BKNIOYATh CAeAytoLLMe OCHOBHbIE acneKTbl (HO He orpaHnMYMBaTheA
nMn):

NCCNeL0BaHNA UCNONb30BaHUA IEKAPCTBEHHbIX MPENapaToB MOryT NPOBOAMTLCA NO TpeboBaHMIO
YMO/IHOMOYEHHbIX OPraHOB TOCYAAPCTB-YIEHOB [AJIf MOHUTOPUHIA WMCMNO/b30BaHWA JIEKAPCTBEHHbIX
npenapaToB Ha OnNpeAeNeHHON TepPPUTOPUM, YacTo B CBA3M C OLLEHKOW MEXaHM3MOB KOMMeHcauuu
rocyapCTBOM Hace/seHUI0 CPeACcTB, 3aTPauMBaeMbIX Ha NMpuobpeTeHue JIeKapCTBEHHbIX MPEenapaTos.
[aHHbI  TMN  MCCNeaoBaHU  HEMoCpPeACTBEHHO He MpeAHasHayeH /s WM3YYeHWs  acneKToB
6e30MacHOCTM IEKAaPCTBEHHbIX MPEnapaToB, HO MOMKET AaTb MOJE3HYI0 MHPOPMALMIO O TOM, ABAAIOTCA
I MeponpuUATAA MO MUHUMM3ALMK PUCKOB 3PPEKTUBHBIMM, A TaKKe 0 Aemorpadun uenesbix rpynn
HaceneHus;

COBMECTHble nccneaoBaHua. Ecam npobnema no 6esonacHocTy pacnpocTpaHsaetca bonee yem Ha
OOMH NEeKapCTBEHHbIM npenapaT (AM6o Ha o4HO AEeWCTBYIOWLEE BELWECTBO MPUXOAUTCA HECKO/bKO
AepKaTenen permcTpaLMoHHOro yA0CTOBEPEHMSA), YNIONHOMOYEHHDbIN OpraH rocy4apcTBa-yaeHa AOKeH
NPeasioXUTb  AepKaTenam PernmcTpaumMoHHOTO  YAOCTOBEpPeHWA npoBecTM coBmecTHoe [1PUB.
MpoBeaeHWEe COBMECTHbIX WMCCAEAOBaHWUIA TaKKe MOMKeT 6biTb HeobxoAMMmbIM B C/y4asX, Koraa
KO/MIMYECTBO MaUMEHTOB OrpaHuyeHo (peakue 3abonesaHus) uAM  HebNaronpuATHble pPeakumm
Habalo4alTcA  peako.  YMNO/NHOMOYEHHbIM OpraH rocydapcTBa-yleHa AOMKeH cnocobcTeoBaTb
COrNalleHMIo 3aMHTEePEeCOBaHHbIX AepiKaTeieil perncTpaLmMoHHbIX YA0CTOBEPEHUI pa3paboTaTb eaunHBbIN
npoTokon ansa NPUB 1 coBmecTHO NpoBOAMTL UCCeaoBaHMe. ECAn B TeyeHUe CPoKa, onpeaeseHHoro
YNO/HOMOYEHHbIM OPraHOM TOCYAapCTBa-y/ieHa, 3auMHTEepPecOBaHHble AeprKaTe/Nv PerncTpaumoHHbIX
YAOCTOBEPEHUI TaK WM HE CMOMAM MPUITM K COMNAlEHWI0 O CO34aHWW eAMHOro MpPOTOKOAa,
YMO/IHOMOYEHHbIA OpraH rocyfapcTBa-yjleHa BrnpaBe HasHauuTb nposBegeHue MPUB 1 onpepenutb
06WMIN  OCHOBHOW MNPOTOKON WM  K/lOYeBble 3/1eMeHTbl MPOTOKO/A, KOTopble AeprKaTenu
PerncTpaunoHHOro yA0CTOBEPEHNA A0MKHbI OyayT cobnogaTh B Tpebyemble CPOKY;

perncrp, KOTOprVI npeacrasnAaeTt coboi BUL NPOCNEKTUBHbLIX HEMHTEPBEHUMOHHbLIX KOTFOPTHbIX
MCCJ'IEAOBE]HMVI. PekomeHayeTcAa npeaycMoTpeTb B perncrpe BK/AKOYEHWe rpynnbl CPAaBHEHUA, B CBA3N C
3TUM PErncTp 3abonesaHui 6y,EI,ET ABNIATbCA, KaK npaswmno, 6onee npeanovYTuTeIbHbiIM, Yem peructp,



OrPaHWYEHHbI  onpeaeneHHbIM  NeKapCTBEHHbIM  MnpenapatoM. [1pOTOKOAN  perucTpa  [AO/KeH
npeaycmaTpuBaTb BHECEHME B PeecTp AaHHbIX MO NauMeHTam, KOTOPbIM BbiMMCaHbl COOTBETCTBYOLME
NeKapcTBeHHble npenapaThbl UM KOTOPble MMEIOT O4HO M TO Xe 3abonesaHue.

6.2.5.3.3. Yacto Il MYP. Pa3gen "MnaHbl AENCTBUI NO AOMNOAHUTENBbHLIM MEPOMNPUATUAM NO
dapmaKkoHag30py B OTHOLWEHMM Npobaem no beszonacHocTu".

Mpn  HanMuUM [ONONHUTENbBHLIX MEPONPUATUI No dapmaKkoHaA30py, NNaH AeUCTBUA B
OTHOLUEHUM KaKaon npobnembl no 6e3onacHOCTM AO0/KeH ObiTb NpeacTaBAeH B COOTBETCTBUM CO
cnenyowen CTpyKTypon:

npobnaema no 6esonacHocTy;

uesb npeanaraembix AencTBuit;
npeasiaraemble AenNCTBUS;

OCHOBHbI€ 3Tanbl OLEHKNU M OTYETHOCTU.

O4HOM U3  COCTaBAAOWMX Mep, MpeasaraemblX B OTHOLWEHWM KaxKaoh npobaemsl Mo
6esonacHocTM, Bcerga OyaeT ABAATLCA PYTUHHbLIM  dapmaKkoHagsop. [oMMMO nepeyncieHus
AOMONHUTENbHbIX MeponpuaTUiA B nyHKTe "lpepnaraemble Aeincteua" paHHoro pasgena [MYP, B
npunoskeHnn N 5 K MYP HeobxoanMMo NpeacTaBUTb NPOTOKOAbI ANA NPOBeAeHUsA NtobbiX UCCea0BaHUM
(B BMAE NPOEKTA MW APYroro AOKYMEHTa).

6.2.5.3.4. Yactb Il NYP. Pasgen "CBogHas Tabsnvua no AOMNOJIHUTE/IbHbIM MEPONPUATUAM MO
dapmaKoHaazopy".

B maHHOM pasgene goskHa 6biTb mpeactasneHa CBOAHAA Tabnvua BCeX AOMOAHUTENbHbIX
MeponpuaTUii No papmaKkoHaa30py, BKAKOYAA NAaHUPyeMble AaTbl 3Tanos UX BbINOJHEHUA.

6.2.5.4. Yactb IV MYP - nhaH nocTperncTpaumoHHbIX nccnegoBaHnin adPekTMBHOCTH.

TpeboBaHMA K  MNOCTPErUCTPALMOHHBIM  MUCCNeAOoBaHMAM MO 6e30nacHOCTM  OTHOCATCS
WCKOUNTENIBHO K 0f006pEeHHbIM MOKA3aHWAM JIEKAPCTBEHHOrO MnpenapaTa, a He K UCCaefoBaHUAM
OOMNONIHUTENbHBIX, He O0A0bpeHHbIXx noKasaHuih. WccnepoBaHma no 6e30nacHOCTM, ABAAOLWMECA
0cobbiMK 06s3aTeNbCTBAMU U (MAIM) yCNOBMEM ANA MOJYYEHUA YAOCTOBEPEHUA O roCyAapCTBEHHOM
perncTpaumnmn, HeobxoaMMOo TaK»Ke BKAOYMTL B ZaHHYLO YacTb MYP.

6.2.5.4.1. Yactb IV MYP. Pa3gen "MpeactaBneHne gaHHbix 06 apdekTneHocT'.

C uenblo 06BACHEHUS MPUYMH NPEANIONKEHHbIX MCCnenoBaHUn 3GEKTUBHOCTU U BKIOYEHMUS
obocHoBbIBalOWMX AaHHbIX B [TYP B AaHHOM pasgene npeacraBaseTca obobuiatowan nHbopmaumsa no
AOoKa3zaHHOMN 3O }EKTUBHOCTM NEKAPCTBEHHOrO NpenapaTta, a TaKKe yKasaHue, Ha KakUX KANHUYECKUX
NCCNelOBaHUAX M KOHEYHbIX TOYKax OCHOBaHa [AaHHasA oueHKa. [JonXHa 6biTb BbINOJHEHA OLEHKa
TBEP/AOCTM KOHEYHbIX TOYEK, Ha KOTOPbIX OCHOBaHa OLEeHKa 3GdEeKTUBHOCTHU.

B gaHHOM pasgene nNpUBOAUTCA KpaTKasa OUEHKa HeO6XOAMMOCTM nposeaeHuA ,u,aanei/'lu.mx
NOCTPErnCTPpaynoOHHbIX MCC}'IEAOBaHMl‘;i 3¢¢GKTMBHOCTVI no cneayruwmrm aCnektam:

NMPUMEHMMOCTb AaHHbIX 06 3d)d)eKTVIBHOCTI/I Ana Bcex naymneHTos B LI,EI'IEBOI‘;I nonynayunu;

baKTopbl, KOTOpble MOTYT MOBAMATb Ha 3PPEKTMBHOCTb NEKAPCTBEHHOIO npenapata B
noBcegHEBHOM MEANUMHCKOMN NPaKTUKeE;

BapuabenbHOCTb TepanesBTMYecKkoro addeKTa B cybnonynaumax.



B paHHOM pasgene [oMXKHaA ObiTb MpeacTaBfeHa CcBoAHasA Tabavua 3annaHWMPOBAHHbIX
NUcCcneaoBaHMM C YKasaHMEM CPOKOB M OCHOBHbIX 3TanoB BbiNo/HeHMA. [poeKTbl NPOTOKOA0B AN
[AAHHbIX KIMHUYECKUX NCCneaoBaHui, BKAoYaloTca B npuaoxkeHue N 7 K MYP.

6.2.5.5. Yactb V MYP - mepbl 10 MUMHUMU3ALUN PUCKOB.

B cootBerctBMM cO cneumduKaumMen no 6e30MacHOCTM AeprKaTesb PerncTpaumMoHHOro
YAOCTOBEPEHUS [O/IKEH OLLEHWUTb, KaKMe MeponpuaTMA Mo MMHMMM3ALMKM PUCKOB HEobXoauMbl B
OTHOLUEHMM Kaxgon npobnembl No 6e3onacHOCTU. MAaH No MUHUMU3AUMN PUCKOB OO/IKEH BKAKOYATb
noapobHylo MHPOPMaUMIO O MEeponpPUATUAX MO MUHUMMMK3ALMM PUCKOB, KOTOPble [O/KHbI 6bITb
npoBeAeHbl C Liefblo YMEHbLUEHWUA PUCKOB, CBA3AHHbLIX C KaX4oOW M3 YCTAHOBAEHHbIX Npobnem no
6esonacHocTU. [peanaraemble Mepbl MUHMMM3ALMM MO PUCKOB NO Kaxgon u3 npobnem no
6e30MacHOCTM MOTYT BK/Ilo4aTb 6onee 04HOIro MeponpUATUA No MUHMMMU3ALLUM PUCKOB.

MeponpuaTMA N0 MWHUMM3AUMM PUCKOB MOTYT COCTOATb M3 PYTUHHbIX MEPONPUATUIN Mo
MWHUMM3ALNN PUCKOB U AOMNOJHUTENbHBIX MEPOMNPUATUIA MO MUHMMMU3ALMM PUCKOB. Bce meponpuaTtus
No MUHUMM3ALUKN PUCKOB AOJIXKHbI UMETb YETKO 0603HAYEHHYIO Leb.

6.2.5.5.1. Yactb V MYP. Pazgen "PyTUHHbIE Mepbl N0 MUHUMMU3ALLUKN PUCKOB".

PYTMHHbIE Mepbl MO MUHMMU3ALMU PUCKOB BK/IIOYAIOT B cebs meponpuatua (aencTems), KoTopsble
NpPoBOAATCA B OTHOLUEHUM KarKAOro NeKapCTBEHHOro npenapata. PyTUHHblIE Mepbl pacnpocTpaHatoTca
Ha:

oxnn;

MapKUPOBKY JIeKapCTBEHHOrO Npenapara;

nmn (NB);

pa3mepbl yNaKoBKY;

perynaTopHbIi CTaTyc IeKapCTBEHHOro Npenapara.

OXN u UMM (/1B) ABAAKOTCA Ba*KHbIMMU MHCTPYMEHTAMWU MMHUMU3ALMU PUCKA, MOCKOJIbKY
npeacTaBnaoT  coboM  KOHTPO/AMPYEMbI UM CTaHAAPTU30BAHHbIM  dopmaT  UHGOPMMPOBAHMUA
MeANLMHCKNX N dapMaLLeBTUYECKMX PAaOOTHMKOB, a TaKKe NaLMeHTOB O 1eKapCTBEHHOM npenaparTe.

Pasmep ynakoBKM, NO3BOAIOLMIA OrPaHNYUTb KOJIMYECTBO €4MHUL, BbINMCAHHOTO JIEKAPCTBEHHOTO
npenapaTta, ABAAETCA elle OAHMM M3 PYTUHHbLIX MEPONPUATUI N0 MWHMMM3AUMKU PUCKOB. MMpu
OrPaHUYEHUN KOJIMYECTBA EAMHWL, BbINMMCAHHOIO JIEKAPCTBEHHOTO MpenapaTta MauMeHT BbIHYKAEH
0b6palLaTbCA K sievallemy Bpayvy Yepes MeHbluMe MPOMENKYTKM BPEMEHM, YTO ONTUMUIMPYET Mpouecc
KOHTPONA €ro COCTOAHMA U COKPaTUT BPEMA ero HaxoXKaeHua 6e3 cooTBeTcTBylOWeEro HabaoaeHUA.
Bbinyck ynakoBOK Ha Hebonbluoe KO/AMYECTBO [A03MPOBaHHbLIX eauHUL, (B 0COBbIX Clyvasax - Ha OAHY
[03MPOBAHHYIO eMHULY) TaK¥Ke MOMET OblTb NO/Se3HbIM B C/ly4Yae, ec/iM OAHUM U3 OCHOBHbIX PUCKOB
CYMTaeTCA Nepeso3npPOoBKa.

PerynatopHbIii CTaTyC IeKapCTBEHHOrO Npenapara, Npy KOTOPOM BBOAMTCA KOHTPO/b YC/I0BUIA €ro
OTNyCKa HaCe/eHUI0, MOMKET MNOMOYb CHMU3UTb PUCKKW, CBA3AHHbIE C €ro WCMNO/Jb30BaHWEM WU
HenpaBWAbHbIM NPUMEHEHUEM. ITO MOXKeT ObITb AOCTUFHYTO MyTEM PEryIMPOBaHUA YCAOBWUIA, Npu
KOTOPbIX JIEKAPCTBEHHbIV NpenapaT MOXKeT ObiTb Ha3HAYEH, UM YCIOBUI, MPU KOTOPbIX NALMEHT MOXKET
NOJIYYMTb JIEKAPCTBEHHBIN Npenapar.

B pernctpaunoHHoe ya0cToBepeHne HeobXoAMMO BKAOYUTL NOAPOOHYI0 MHbOPMaLMIO O N06bIX
YC/I0BUAX, OTPAaHNYEHMAX NOCTAaBOK UAN MCNOJIb30BAHMM IEKAPCTBEHHOIO Npenapara, BK/oYas ycioBus,
NPV KOTOPbLIX JIEKAPCTBEHHbIM MpenapaT MOMKeT CTaTb AOCTYNHbIM A8 naumeHToB. O6bIYHO 3TO



Ha3blBaeTcA "perynsTtopHbiM CTaTycom" neKapcTBeHHOro npenaparta. [aHHbIM cTaTyc BKAOYaeT B cebs
MHDOPMALMIO O TOM, NMOAJEXKUT N JIEKAPCTBEHHbIW NpenapaTt NpoAaxke no peuenTty uau 6es peuenTa.
OH TaKXe MOMKeT OrpaHu4YMBaTb MecTa PacrnpoCTpaHeHusa (Hanpumep, orpaHMYEHME MPUMEHEHMEM
TONIbKO B CTaLMOHAPHOM Yy4ypexaeHun). B OTHOWEHUWM NeKapCTBEHHbIX NpenapaTtos, npuobpectu
KOTOpble MOXHO TO/IbKO MO peuenTy, HeobxoAMMO BBECTM AOMOJHUTENbHbIE YCNOBWUA, @ MMEHHO
KnaccuduumpoBaTb MX Ha JIEKApPCTBEHHbIE MpenapaTtbl, KOTOPble MOXHO MpPMOBpPecT TOAbKO Mo
cneunanbHOMY peLenTy.

BonbwmHcTBo Npobnem no 6e30nacHOCTU MOFyT BbiTb COOTBETCTBYIOWMM 06pa3om pelleHbl npu
OCYLLECTBIEHUM PYTUHHBIX MEPOMNPUATUIA MO MUHUMMU3AUMKM PUCKOB. TEM HE MEHEee B OTHOLIEHWUM
HEKOTOPbIX PUCKOB PYTUHHbIE MEPONPUATUA MO MUHUMM3ALLMMU PUCKOB MOTYT BbiTb HELOCTAaTOYHbIMM,
No3TOMY MOTYT NoTpeboBaTbCA AOMNONHUTE/IbHbIE MEPONPUATUA MO MUHUMM3ALUN PUCKOB.

6.2.5.5.2. Yactb V MYP. Pazgen "[ononHUTENbHbIE MEPONPUATMA MO MUHUMU3ALMKN PUCKOB".

JononHuTenbHble MeponpuATMSA MO MUHUMM3ALUN PUCKOB (TO eCcTb MeponpuAaTUs, KOTopblie He
OTHOCATCA K PYTUHHbBIM MEPONPUATUAM MO MUHUMMU3ALMM PUCKOB) AO/MKHbI ObITb NPeaorKeHbl, Korga
PYTUHHbIE MEPONPUATUA ABAAIOTCA HELOCTATOUHbIMM AnA obecneveHna 6esonacHoro u a¢pHeKTUBHOIO
NCMOJIb30BaHWNA JIEKAPCTBEHHOTO npenaparta. Pag AonosHUTEeNbHbIX MEepPonpUATUN MO MUHUMMU3ALUK
PUCKOB OCHOBaH Ha cnocobax MHGOPMUPOBAHUA, KOTOpble BbIXOAAT 3a pamku OXJ1M u UMM (N1B).

Mo AONONHUTENbHBIM MEPOMPUATUAM MO MUHMMM3AUMU PUCKOB MPEeAcTaBAAOTCA AeTasbHoe
onucaHue 1 obocHoBaHWe HeobXOAMMOCTM MX NpumeHeHuAa. B aaHHbId pasgen MYP Heobxoanmo
BK/NIOUNTb TONbKO Te MepOonpuATUA, KoTopble cBA3aHbl Cc 6e3onacHbiM UM 3ddEeKTUBHbIM
MCNONb30BaHMEM, OHM TaKXKe [ONXHbl 6blTb HaydyHOo 060CHOBaHHbIMK, pPa3paboTaHHbIMK U
BbINO/IHATLCA CMeLManmMcTamm C COOTBETCTBYOLLEN KBannduKaLmei.

JononHutenbHble MeponpuATMA NO MUHMMM3AUUM PUCKOB Mocae WX CcornacoBaHua C
YNONHOMOYEHHbIM  OpPraHOM  roCyJapCTB-Y41€HOB  CTAHOBATCA  YCNOBMEM  ANA  MOJyYeHuA
PerucTpaLMoHHOro  yAOCTOBEpPEeHUA. B COOTBETCTBYIOWMX CAyvasx MoAHaA uMHbopmauua o
AONOJTHUTENbHbBIX MeponpuUATUAX N0 MUHUMU3aAUNUN PUCKOB (B TOM 4Yucne qepHosoﬁ BapuaHT yqe6Hb|x
MaTepuanoB) A0XKHa bbITb NpeacTasneHa B npunoxkeHun N 9 k NYP.

Obyuatolwme matepuanbl He AO0MKHbI HOCUTb PEKNaMHbIM XapakTep. YNOAHOMOYEHHbIe OpraHbl
rocyapcTB-41eHOB COrNacoBbIBAOT M YTBEPKAAIOT 0byyalolme maTepumansl, paspaboTaHHble B paMKax
naaHa no MUHMMM3ALMU PUCKOB.

[na nekapcTBeHHbIX NpPenapaToB, COAEPMKallMX OAHO U TO e [JeiCcTBylollee BeLecTBo,
pekomeHayeTca paspabaTbiBaTb MaKcMmanbHO 64M3KMe no ¢opme M cofeprKaHuio obyyalowme
maTtepuanbl U maTepuanbl ANA NALUEHTOB.

6.2.5.5.3. dopmart nnaHa (N1aHOB) NO MMHMMM3ALMM PUCKOB.

Kaxkaas npobaema no 6e3onacHocTH, onpeseneHHas B cneundukaLmm no 6e3onacHocTy, L0KHA
6bITb NPOaHaM3MpPOBaHa B AaHHOM pa3zene MYP no cnepytowweint dopme:

onucaHue npobaemol No 6e3onacHoCcTy;
Lenb NpeanoxeHHbIX 4eUCTBUIA;
PYTUHHbIE MePbl MUHUMWN3ALMN PUCKOB;

AONO/THUTE/IbHble meponpnuAaTA N0 MUHUMUN3aUNN PUCKOB (ECﬂM MMGIOTCH), 3a4a41 NO KaxXaomy
AONO/THUTE/IbHOMY MEPONPUATUIO U obocHoBaHWe HEO6XOAVIMOCTVI}

cnocob OLUEHKU 3¢¢EKTMBHOCTVI MepOﬂpMﬂTMﬁ no MUHUMM3AUUN PUCKOB C TOYKU 3pEHUA



AOCTUMKEHMA NOCTaBNEHHbIX Liene;
uenb MUHUMMU3ALIMN PUCKOB (KPUTEPUU OLLEHKW YCMELLHOCTU NPUHATLIX Mep);
OCHOBHbIE 3Tanbl OLEHKU U OTYETHOCTU.

[Na pyTUHHBIX Mep MO MUHUMM3ALLUKN PUCKOB TEKCT, Npeanaraemblii B OXJ1M u UMM (N1B), ponxkeH
6bITb NPeACTaBAEH BMECTE C AeTa/lbHbIM ONUCAHNEM APYTUX PYTUHHBIX MEPOMNPUATUIA MO MUHUMU3ALMUN
PUCKOB, NPea/IoKeHHbIX B CBA3U ¢ Npobiemamu no 6e3onacHoCcTu.

6.2.5.5.4. O6HOB/IEHMA N1aHa NO MUHUMM3ALMN PUCKOB.

Mpn o6HoBNeHUM [YP ponXeH BKAOYATb OLEHKY BbIMOJAHAEMbIX PYTUHHBIX U (MaK)
OONONHUTENIbHBIX MEPONPUATUIA N0 MUHUMM3ALMU PUCKOB. PesynbTaTbl OPUUMANBHOM OLLEHKM
MEePONPUATUIN MO MUHMMM3ALUM PUCKOB TaKKe A0/MKHbI ObITb BKAOYEHbI B AaHHbIN pa3gen. B pamkax
OAHHON KPUTMYECKOW OUEHKM AeprKaTeslb PerucrpauMoHHOrO yAO0CTOBEPEHUA AOMMKEH BbIABAATb U
oueHuBaTb (aKToOpbl, KOTOpble J/NOO CNOCOOCTBYIOT AOCTUMKEHUIO TMOCTAaB/EHHbIX LUenei no
MUHUMM3ALUMN  PUCKA, /MO0 MOKa3biBAOT HU3KUN ypoBeHb 3PEPEKTUBHOCTU MeponpuaTUiA  no
MWHMMM3AUMM PUCKOB. [JonkeH BbiTb AaH KOMMEHTapuii B OTHOLLEHWN BO3MOMKHOW HEOBX0AMMOCTU
BBELAEHMA LOMNONHUTENbHBIX MEPONPUATUA U (UAN) M3MEHEHUS BbIMNOAHSAEMbIX MEPONPUATUIA NO
MWHUMM3ALLMKN PUCKOB NO Kaxaoi npobneme no 6e3onacHoCTy.

6.2.5.5.5. Yactb V NYP. Pasgen "OueHKa 3PpPEKTUBHOCTU MEPONPUATUA MO MUHMMM3ALUU
puckos".

MeponpuaTtua No MWUHUMU3AUMKN PUCKOB MNPEACTaBAAT coboi AeiCTBUA, HanpaB/ieHHble Ha
npeoTBpaLLeHMe Pa3BUTUA HEXKenaTeNbHbIX Peakuui, CHUXKEHME 4YacToTbl Pa3BUTUA UKW CTENeHU
TAMECTM HEe)KenaTesNbHbIX pPeakuui, a Tak¥e MUHMMU3aUUIO HebMaronpuAaATHbIX NOCAeaACcTBUMA
BO3ENCTBMA HA MaLMeHTa MPU PasBUTUM HEXKeNaTe/IbHOM pPeaKLuMUM Ha JIeKapCTBEHHbIM npenapar.
OueHKy 3dPEeKTUBHOCTM AeATENbHOCTM N0 MUHUMM3ALMN PUCKOB NPU peannsaunmn aTux uenen cnegyet
BbIMO/IHATL HA MPOTAMKEHUM BCETO }KM3HEHHOTO LMK/A IEKapCTBEHHOTO npenapara, Ytobbl yoeantocsa B
TOM, 4YTO HebnaronpuATHble MOCNEACTBUS, CBA3AHHbIE C  HEXENATE/IbHbIMW  PeaKuUaMM,
MWHUMMU3IMPOBAHbI W, CNefoBaTeNbHO, COOTHOWeHWe "Mosib3a - PUCK" NEeKapCTBEHHOro npenapaTta
ONTMMU3NPOBAHO.

B cnyyae BbifiBNEeHUA HEIDDEKTUBHOCTM KOHKPETHOM CTpaTerMm no MMHUMMK3ALMM PUCKOB
Heobxoanmo paspaboTaTb M BHEAPUTb anbTepHaATUBHbIE MEPONpPUATMA. B onpeaeneHHbIX cayyanx B
pesy/bTaTe OLUEHKN CTpaTermm MoKeT 6biTb cAeNaH BbiBOA, YTO MEPONPUATAA MO MUHUMM3ALMU PUCKOB
HEe MOryT KOHTPO/IMPOBaTb pPUCKM B Tpebyemoil cTeneHn pAna obecneyeHnsa npUMeEHEHUs
NleKapcTBEHHOrO npenapata Mpu MpeBblleHUM MOAb3bl HAZ PUCKOM, YTO O3Ha4YaeT HeobXxoAMMOCTb
OT3blBa /IEKAPCTBEHHOTO Mpenapata C pPblHKA WAM OrpaHUYeHUA ero MNPUMEHEHMs TONbKO TOM
noArpynnoii NaumMeHToB, B OTHOLIEHMM KOTOPOM MO/Ib3a NepeBeLLMBaET PUCKM.

6.2.5.6. Yactb VI MYP - pestome naaHa N0 MUHUMU3ALMN PUCKOB.

Pestome TMYP pna  KakAOro /IeKapCTBEHHOro npenapata  AO/MKHbI - ObiTb  AOCTYMHbI
obLecTBeHHOCTU. Pe3lome AO0MKHO BK/OYATb KjloueBble 31emeHTbl YP ¢ ocobbiMm BblaeneHnem
MEponpuATUIA MO  MUHMMM3ALMKM pPUCKOB. YTO KacaeTca cneumdukaumm no 6HesonacHOCTU
paccMaTpMBaeMOro /IeKapCTBEHHOro Mpenaparta, OHa A0J/IKHAa COAEpPXKaTb BarKHYl MHpopmauuio 06
NAeHTUOULMPOBAHHbIX U NOTEHLMANbHbIX PUCKAX, @ Tak:Ke 06 OTCyTCTBYIOWEN MHGOPMaLUK.

OdaHHaa yactb MYP ponkHa cogep:kaTb cieayouimMe o0606LieHHble pasgenbl MHbopmMmaumm,
ocHoBaHHoM Ha moaynsax Cl, CVIIl yactu Il MYP n yactax IV n V NYP:

0630p annaemmonormmn 3a6OHEBaHMﬁ;



0606LeHHble faHHble No oueHKe 3PPEKTUBHOCTU U NONb3bI;
oTcyTcTBYlOWAs MHbopmauma no apHeKTUBHOCTM U NO/b3E;
0606LleHHas MHPopmauma no npobaemam no 6€3o0nacHoCTy;
Tabnuupl:

cBOAHaA Tabavua meponpuATUiA N0 MUHUMMU3ALMKN PUCKOB B OTHOLIEHUU KaxkaoW npobaembl Nno
besonacHocCTY;

naaHUpyeman MOCTperncTpauMoHHaa AeATeNbHOCTb MO oueHKe 3pPeKTUBHOCTM U PasBUTUIO
dbapmakoHag30pa, BKAOYAKOLWEA AeTaNbHOe onucaHne U ob6bACHEHME MO BCEM MEPONPUATUAM,
ABNAIOLIMMCA YCIOBUAMM NOYHEHNA PETUCTPALIMOHHOIO YA0CTOBEPEHMA.

6.2.5.6.1. Yactb VI NMYP. Pazgen "O630p snnaemmoniornn 3abosneaHna n 0600LEHHbIE AaHHbIe
no oueHKe 3¢ HeKTUBHOCTU 1 NoNb3bI".

[ep:KaTeNb perncTpauMoHHOro yA0CToBepeHUa A0MKeH 0606WMTb AaHHblIE MO 3NUAEMWONOTUN
3a6071€BaHNA UM COCTOAHMA, ABAAIOLLErOCA NOKAa3aHMEM K HAa3HAYeHMIO IeKapCTBEHHOTO Npenapara, ¢
y4YeToMm ZeTanbHoro onucaHus B mogyne Cl yactu |l MYP. Mpu aToM MHPOPMaUMa AOHOCUTCA 40 LLeNeBOM
Nonyaauvmn MeTOAOM M3/10XKEHMA GAKTOB U Ha COOTBETCTBYHOLLEM HECMeLnann3MpoBaHHOM s3bike. Ecam
NeKapcTBEHHbIM nNpenapaT NPUMEHsAEeTCA B KayecTBe AMArHOCTMYECKOro cpeacTBa, MCMo/b3yeTca npu
aHecTesun UAN UMeeT UHble CXOAHble MOKa3aHMWA, He CBA3AHHbIE C KOHKPETHbIM 3aboneBaHuem Man
COCTOAHMEM, A@HHbIN pa3gen 0630pa MOKET ObITb ONyLLEH.

6.2.5.6.2. Yactb VI MYP. Pasgen "O6obuWweHHas MHPopmauma no npobaemam no 6e€30nacHoOCTU
(M3n03KeHHanA Ha AOCTYNMHOM A/1A noTpebutens Asbike)".

B AaHHOM pasgene ciedyeT KpaTKO onucaTb npobsiembl Mo 6e30MacHOCTU Ha A3blKE, NOHATHOM
ANA NauMeHToB (NWL, OCYLLeCTBAAIOWMX YXOZ4 33 MaumMeHTamu). Pasgen TaksKe BKAOYAeT OonucaHue
YaCcTOTbl M CTEMEHW TAMKECTU COCTOAHUIA, 0ByCN0BNEHHbIX NpobiemMammu nNo 6esonacHocTn. YTo KacaeTtcs
BaKHbIX NOTEHLMANbHbIX PUCKOB, HEOBXOAMMO Pa3bACHUTb NPUUUHbI BOSHUKHOBEHUA AAHHbIX PUCKOB,
a TaKXe BO3MOXKHbIX HEOMNpeaeNeHHOCTEN B UX OLLEHKe (Hanpumep, PUCK XapaKTepeH AaA CoeANHEHWI
[JAHHOro Knacca, HO He 6bln BbiABNEH B KAMHWYECKMX WMCCAEAOBaHMAX MPM Ha3HAYEHUM AAHHOrO
NleKapcTBEHHOro Npenapara). B oTHOWeHMN BayKHOM OTCYTCTBYIOLWEN MHPOPMALMK YKa3bIBAETCA, KaKoe
BAMAHME 3TO MOMKET OKasaTb Ha UENeBYID MNONyAAUMIO M KaK OTpParkaeTca Ha PeKoMeHAaumax
(Hanpumep, HaAMuMe NPOTUBOMNOKA3AHWNA, NPeaoCTEPEKEHUIA).

6.2.5.6.3. Yactb VI MYP. Pasgen "CBogHaa Tabnvua meponpuaTMii N0 MUHMMMU3ALUM PUCKOB B
OTHOLLEHWM KaxKgoi npobaembl no 6esonacHocTn".

B paHHOM pasgene Heobxoaumo nepeyncantb npobaembl No 6e3onacHOCTM U NpPeacTaBUTb
pestome MeponpuUATUA MO MUHUMM3ALMU PUCKOB, NPEO/IOKEHHbIX AR Kaxgon npobaembl no
6e3onacHocTU. MpKn Hannuum 6onee 04HOMO NaaHa MUHUMU3AUMKN PUCKOB (NpPeAcTaBAeHHbIX B YacTh V
MYP) ana Kaxaoro U3 HAUX He06Xo0AMMO NPeaCcTaBUTbL OTAE/bHYO Tabaunuy.

6.2.5.6.4. Yactb VI NYP. Pasgen "MnaHupyemasn NOCTPErncTPaLMOHHAN AEATe/IbHOCTb MO OLEHKe
3pdeKTUBHOCTU U pa3BuTUIO dapMaKoHaa3opa'.

B naHHOM pasgene gonxeH 6bITb NpeacTaBaeH CNUCOK (B TabanuHom dopmarte) naaHMpPyeMbIX
MepPONPUATUIN B OTHOLIEHUN UccnenoBaHUA 3GGEeKTUBHOCTU U AanbHelero usyyeHus npobnem no
6esonacHocTu. Llenbto siBnaetcs npeacraBaeHne ob63opa 3annaHMPOBAHHONO MOCTPErncTPALUMOHHOIo
pa3BUTMA NEKAPCTBEHHOro npenapaTa B OTHOLWEHUM OueHKM 3dPeKTMBHOCTM M dapmaKoHah30pa, a
TaKXKe PacCMOTPEHME OCHOBHbIX 3TAMNOB, CBA3AHHbIX C KaXAbIM MCCAEA0BAHUEM MU MEPONPUATUEM.
[aHHana Tabnnua fonxKHa o6beanHATb Tabamubl U3 NyHKTOB 6.2.5.3.4 1 6.2.5.4.1 HacToawwmx Mpasua. B



Ka)-K,EI,Oﬁ CTpOKe Ta6}1VILI,bI YKa3biBaeTCcA NpuYnHa nposegeHnA uUccnegoBaHuUA, Ha3BaHMe U KpaTKoe
onuncaHume nccaeanosaHmA, CPOKM U OCHOBHble 3Tamnbl BbINO/IHEHUA.

6.2.5.6.5. Yactb VI MYP. Pa3gen "Pe3tome M3MeHEHW, BHECEHHbIX B MAaH ynpaBaeHna puckamm'”.

B pasaene npeacrasnaserca MHopmauma B TabamyHoM dopme C NepeyHem BCEX CYLLLECTBEHHbIX
M3MEHEHUN, BHeceHHbIXx B [YP, B XpoHonorunyeckom nopsgke. MHpopmauma [ONXKHA BKAKOYATD,
Hanpumep, 4aTy BKAKOYEHMA B NAaH HOBbIX NPo61emM No 6€30nNacHOCTU UAKN UCKYEHMUA 0603HAUYEHHbIX
paHee, gaTbl A06aBNAEHMA WM OKOHYaHMA HOBbIX WMCC/AeAOBaHWM 6e30nacHOCTKU, KpaTKoe pestome
N3MEHEHMN, BHECEHHbIX B MJIaH MEPONPUATUIA MO MUHUMM3ALMU PUCKOB, a TaK)Ke AaTbl COrnacoBaHmA
OaHHbIX U3MEHEHWN.

6.2.5.7. Yactb VII MYP - npunoxeHuna K MNYyP.
MYP pgonxeH cogepraTb cneayowme npuaoKeHua:

npunoxeHne N 1 K MYP: Tekywasa (uan npepnaraemasi, €Cin NeKapCTBEHHbIM npenapaTt He
3apeructpuposaH) sepcua OX1M v UMM (NB);

npunoxeHune N 2 K MYP: KpaTkuii 0630p BbINOSHAEMbIX M 3aBEPLUEHHDbIX MPOrPaMM KAUHUYECKUX
nccnenoBaHui;

npunoxkeHne N 3 K MYP: KpaTkuii 0630p BbINOAHAEMbIX W 3aBEPLIEHHbIX MPOrpamm
$bapMaKoaNMAEMMONOrMYECKUX UCCAEL0BAHMIA;

npunoxeHue N 4 k MYP: MpoTokoabl NpeasaraembiX U NPOBOAMMbIX UcCeaoBaHM no YacTtu i
Myp;

npunoxeHne N 5 Kk TMYP: CneuuanbHbie ¢opmbl nocneayowero HabawogeHua 3a
HeXKeNnaTeNbHbIMM peakumamm;

npunoxerHue N 6 K MYP: MNpoToKonbl Npegnaraemolx U NPOBOANMBIX UCCAeA0BaHUI No YacTu IV
nyp;

npunoxeHune N 7 k MYP: HoBble A40CTyNHbIe OTYETbI 06 UCCeA0BaAHUAX;

npunoxkeHne N 8 Kk [YP: lMNoapobHasa wHPopmaumMa O NPeaNOMKEeHHbIX AONOJAHUTENbHbIX
MepPONpPUATUAX MO MUHUMM3ALMU PUCKOB (€CIN NPUMEHUMO);

npunoxkeHune N 9 K MYP: [ipyrue BcnomoraTte/ibHble AaHHble (BK/10Yas CCbIIOYHbIM mMaTepuan);
6.2.6. B3anmocsasb mexay MNYP 1 neproamyeckum o6HOBASEMbIM OTYETOM MO 6€30MaCHOCTMH.

OCHOBHbIMW NOCTPErNCTPALMOHHBIMM AOKYMEHTamK dapmaKkoHaasopa Asasatotca MYP u MOOB.
InasHol uenbto NOOB aBAseTcA MHTErPUPOBaHHAA NOCTPErMCTPALMOHHAA OLEHKa PUCKA M NOAb3bI, B TO
BPEMSA KakK uenbto MYP ABnseTcs npe- n NocTperucTpaLMoHHoe ynpasaeHne 6anaHCoOM pUCKa M NoJb3bl
M NAaHWPOBaHWE, TakMm 06pPa3somM JaHHble AOKYMEHTbl ABAAIOTCA B3aumogonosHswowmmu. NOOB
paccmaTpuBaeT obwuin Npoduab 6€30NacHOCTM KaK YacTb MHTETPUPOBAHHOM OLLEHKM PUCKA U NOJb3bl
NIeKapCTBEHHOTO Mpenapata B YCTAaHOB/IEHHblE BpPEMEHHble nepuoAbl, MO3ToMy B Hem bOyaer
paccmaTpuBaTtbcAa o6WMin Npoduab puUcka M NOMb3bl JIEKAPCTBEHHOro npenapata (B ropasgo bonee
LWUMPOKOM [Mana3soHe BO3MOXKHbIX HeKenaTe/lbHbIX peakuuit). MpeanonaraeTcs, Y4To Avwb Hebonbluas
YacTb PUCKOB byaeT KnaccudUUMpoBaTbCA KaK BaHble WAEHTUOULMPOBAHHbLIE WM  BaXKHble
NoTeHUMabHbIE PUCKM U PAaCCMATPMBaTLCA B KayecTse nNpobsiem no 6esonacHocTu B pamKkax MYP.

B cnyvyae ecam MNOOB wn TYP npepcrtasnaatotca ogHoBpemeHHo, [YP ponxeH oTparkaTb
3aKatoyeHre no npoduato 6esonacHoctM U 3dpdeKkTUBHOCTH, caenaHHoe B MNOOB. Hanpumep, ecam B
NMOOB cpenaH BbIBOA O BbIABAEHWM HOBOFO CWUFHaNA WM €ro OTHECEHUM K UWUCAY BaAXKHbIX



NAEHTUDMLMPOBAHHDBIX AN BaXKHbIX MOTEHUMANBbHbIX PUCKOB, AaHHbIA PUCK A0MKeEH OblTb BKAKOYEH B
yncno npobnem no 6esonacHocTM B 0H6HOBAEHHYO Bepcuto MYP, npeacTtaBasemyo 04HOBPEMEHHO C
MOOB. MnaH no ¢dapmakoHaA30py M NAAH MO MUHUMM3ALMW PUCKOB AOJ/IKHbI B 3TOM C/ay4yae ObiTb
COOTBETCTBYOWMUM 06pa3om 0OHOBAEHbLI C OTPAXKEHUEM MPEASIONKEHUN AeprKaTeNA PErNCTPALNOHHOIO
YAOCTOBEPEHUA MO Aa/ibHerlemMy W3ydYeHUto AaHHOM npobnembl no 6e3onacHOCTM M mMepam Mo
MUHUMM3ALMN CONPAXKEHHOTO PUCKA.

6.2.7. MpuHunnbl oueHKku MYP.

OcHOBHble BOMPOCHI, KOTOPbIE AO/KHbI 6bITb PACCMOTPEHbI MPY NOArOTOBKE UK NnepecmoTpe MYP
ANA NeKapcTBEHHOro Npenapara, BKAYAloT aHaAu3 MHGOPMALMKM, BbINOAHAEMbIN C y4eTom npoduns
COOTBETCTBYIOWLErO AOKYMEHTa cucTeMbl ¢GapmMakoHaa30pa, WAM  aHaiM3  MeponpusaTMiA  no
dbapmakoHagzopy.

6.2.7.1. CneundunKayma no 6€30nacHOCTM aHaNM3MPYETCA MO CAeayoWUM BONpPocam:
OblM M BKAKOYEHDI B cneundmKaumio no 6e30nacHOCTM BCe COOTBETCTBYOLME YacTy;

BblIN 1M NEPEeCcMOTPEHbI BCE COOTBETCTBYIOWIME AaHHble MPW COCTaBaeHUM cneumduKkaumm no
6€e30MacHOCTM, TO eCTb MMEIOTCA /I BaKHble (HepelleHHble) BONPOChbl M3 APYrux pas3fenos A0Cbe,
KOTopble He BbINK paccMoTpeHbl B cneuuduKkaumm no 6esonacHocTy;

€C/In 4acCTb LI,EJ'IEBOﬁ nonynaunn He 6bina U3y4eHa, 6bIIN 1M BK/KOYEHDI cooTBeTCTBYHOWMNE
I'IpO6/'IEMbI no 6e3onacHoOCTU B CBA3MU C noTeHUymnanbHbiM PpUCKaMn n OTCVTCTBytOLLI,EVI MHd)OpMaLI,MEﬁ,‘

KaKue CyLLecTBYIOT orpaHnyeHna 6asbl JaHHbIX N0 6E30NacHOCTN U KaKylo CTeNeHb YBEPEHHOCTH
oHa obecneumBaeT B OTHOLIEHUW MPaBUIBHOCTU OLEHKM Npodunsa no 6e3onacHOCTU IeKapCTBEHHOMo
npenapara;

BKAtOYAET /M cneundurKauma no 6e30nacHOCTU OLEHKY crneundUUYecKnx PUCKOB, TakMX, Hanpumep,
KaK npuUMeHeHue He Mo 0A40BPeHHbIM MOKa3aHMAM, PUCK HEMPaBWMIbHOTO MPUMEHEHWA U Pa3BUTUSA
3aBUCMMOCTM, PUCK MEAULIMHCKON OLNBKK, Nepeaadm MHGEKUNOHHbIX areHToB;

npeactasaser An  cneumdukaums no 6e30MacHOCTUM peanbHOE OTpaykeHwe npobaem no
6e30MacHOCTM (TO eCTb BaKHble BbIABNEHHbIE PWCKM, BakHble NOTEHLUMAaNbHble PUCKM W BayKHanA
oTCyTCTBYlOLWAA MHOPMALMSA), KACalOLLMXCA NEKAPCTBEHHbIX MPEnapaTos;

CoOAEPXUT AN cneundurKauma no 6e3o0nacHOCTU reHepMYECcKoro NeKapcTBEHHOro npenaparta Bce
npo6aembl No 6€30MacHOCTH, YCTaHOBAEHHbIE A4/ pedepeHTHOro JeKapcTBeHHOro npenapara;

COOTBETCTBYET /M YKAa3aHHOE MeCTO JIeKapCTBEHHOro rnpenapata B TepaneBTUYECKOM apceHane
npegnoaaraeMomy HasHa4Ye€HMUIO U COBPEMEHHON MeAULNHCKOM NPAKTUKe.

6.2.7.2. MNnaH no ¢papmaKkoHaA30py aHAM3UPYETCA MO CAeayOWMM BONPOCaM:

BCE /M npobaembl No 6e30MmacHOCTW, ycTaHaBAMBaemble cneumduKaumMein no 6GesonacHoCTH,
BK/KOYEHbI B N1aH No papmaKkoHaa3opy;

AOCTaTOYHO 1N PYTUHHbIX MEPONpPUATMIA No bapMaKkoHaA30py (Kak 3To NpeAcTaB/ieHo B ONMcaHUM
cuctembl GapmaKoHaZ30pa) UaM ecTb HeobXxoAMMOCTb B MPOBEAEHUN AOMOJHUTE/IbHBIX MEPONPUATUIA
no ¢papmakoHaasopy;

[aHO M YyeTKoe onpegefieHve U onucaHue AeATe/bHOCTM Mo $papmaKoHaA30py B MJjaHe Mo
dbapmakoHag3opy, ABAAETCA /M [aHHAA MHPOpPMaUMs [OCTaTOYHOM Ans WMAEHTUOMKALMMK, WK
XapPaKTEPUCTUKMN PUCKOB, UV NPEACTABIEHNA OTCYTCTBYIOLLEN MHOPMALLMK;

BKAtoYaeT nm [IYP cooTeeTCcTBYIOWME W afeKBaTHble nMpeanoXeHna AAA MOHUTOPMUHIa



MeaNUNHCKNX ownbok npu npuMmeHeHnn NeKkapCTtBeHHOro npenaparTa;

ABNAIOTCA M NPEANIONKEHHbIE [AOMNOJHUTENbHbIE UCCNeA0oBaHMA HeobxoaumMbiMKU U (UaK)
NnonesHbIMu;

COrnacHoO npeAacraB/ieHHbIM MPOeKTamM MPOTOKOJ10B MCCﬂeAOBaHMVI ABNAKOTCA NN npeanaraemsbie
nccnegoBaHMA B NaHe Mo ¢apmaKOHa,q3opy dAEKBATHbIMM ONA U3Yy4YEHUA HAY4YHbIX BOMPOCOB WU
BbIMO/THUMbIMMU;

onpeaeneHbl M COOTBETCTBYHOLME OCHOBHbIE CPOKW UM 3Tanbl B OTHOLIEHUN Npeaaaraembix mep,
npeacTaBneHnsa pesybTaToB M 06HOBEHUS NAaHa No papmMakoHaa3opy.

6.2.7.3. MnaHbl NOCTPErucTpaLMOHHbIX WcciedoBaHU 6e30nNacHOCTU  aHAAM3UPYHTCA  No
cnegyowmym Bonpocam:

COOTBETCTBYIOT /I onucaHue 3¢dEEKTUBHOCTM JIEKAPCTBEHHOrO npenapata M MHbopmaums ob
NCcCNefoBaHUAX M KOHEYHbIX TOYKaX, Ha KOTOPbIX OHA OCHOBbLIBANACh, COLAEPHKAHUIO 4OCHE;

HOCAT /M Kakne-nMbo U3 NpeanoXKeHHbIX UCCNeAOoBaHUN PeKNaMHbIi Xapaktep (To ecTb He
ABNAOTCA M OHU UCCAEA0BaHMAMM, KOTOPble He CTaBAT nepes coboi 4OCTOBEPHbIA Hay4HbI BONPOC B
KayecTse mMepBooYepedHON UEAM W  KOTopble MpeAHasHayeHbl A4 MOBblWEHMA Cchnpoca Ha
NleKapCcTBEHHbIN Npenapar);

HACKONbKO HadeXHbl gaHHble Mo 3¢dEeKTUBHOCTU U cyllecTByeT M HeobxoaAMMOCTb 3anpoca Ha
nposeaeHne JanbHEWWNX ucciefoBaHUin 3PEPEKTUBHOCTM B KayecTBe YC/IOBMA  MOJy4YeHus
PEerucTpaLnoHHOro ya0CTOBEPEHMUS.

6.2.7.4. MeponpuATMA N0 MUHUMU3ALMU PUCKOB aHANU3UPYIOTCA MO CAeayoWmMm BONpoCcam:

COOTBETCTBYIOWMM /i1 06pasom MHPOpMaLMA O NEKapCTBEHHOM MpenapaTe OTpaskaeT BCe
BaX<Hble BbIABJAEHHbIE PUCKM N BaXKHYIO OTCYTCTBYIOLLYIO MHGOPMaLMIO;

HeobXoAMMO NN BKAKOYNUTL B MHPOPMALMIO O IEKaPCTBEHHOM MpenapaTte NoTeHUMaNbHbIE PUCKH,
[AOCTaTOMHO aKTya/bHble B OTHOLWeEHUW 6e3onacHoro u 3¢peKTUBHOrO MPUMEHEHUSA NEKAPCTBEHHOrO
npenapara;

COOTBETCTBYET AU npegnaraemas GOPMYIMPOBKA O PUCKAX M MX BblABAEHUM WHbOPMALUM U
pekomeHgaumam s OX/1MT;

PacCMOTPEHbI MYTU CHUMKEHUA PUCKA MEOMULMHCKUX OWMBOK NpU NPUMEHEHUN SIEKAapPCTBEHHOTO
npenapara;

6blIN 1N MeponpUATMA N0 MUHUMU3ALMKU PUCKA MCNOMb30BaHbI NpU paspaboTke OX/1M, UMM
(NB), cneumManbHbIX Mep NPUMEHEHUA NEeKAapPCTBEHHOMO npenapaTta (BKAo4Yan paspaboTKy cneunanbHoMi
KOHCTPYKLMM YCTPOICTBA BBOAA U KOHTEMHEPOB B C/ly4ae HEOOXO0AMMOCTHN) U AM3aiiHa YNaKOBKY;

661 K npeanoXxeHHble meponpmaTna no MHUMHMMU3aAUUNU PUCKOB aaeKBaATHbIMU PUCKaM U
AO0CTAaTOYHbIMW;

6b11n N npeanoXxeHbl 4ONONHUTENbHbIE MeponpnATUA N0 MMHUMMN3aUunMn PUCKOB U MOTYT 1IN OHU
6bITb OUEHEHbI KaK CoOpa3mepHble PUCKaM U a4 EKBATHO O6OCHOBaHHb|e;

BK/IIOYEHO /1N I'lO,EI,pOGHOE onncaHne npeanoXXeHHbIX MEeTOOUK ONA U3IMEPEHUA U OLEHKHU
Qd)d)EKTMBHOCTM Meponpvmmﬁ no MUHUMUN3aUNN PUCKOB U ABNAKOTCA /I OHU Ll,eﬂeC006pa3HbIMVI,'

6611 K KpUTepmnN OUEHKU 3¢¢EKTMBHOCTM AONO/THUTENIbHbIX MepOI'IpMﬂTMﬁ no MMHMMU3aUUNN
PUCKOB onpeaeneHbl U3Ha4a/1bHO.



6.2.7.5. Mpwn oueHKe HeEOHXOAMMOCTM NOArOTOBKN 0bHOBAeHUA NMYP aHanusnpyoTca cnegyowme
BOMPOCHI:

OblNM M HOBblE AaHHble BKAOYEHbI B cneuuduKaumio no 6esonacHocTu;

6blA M B naaH no ¢dapmakoHaA30py BHECEeHbl COOTBETCTBYHOWME K3MeHeHusa (ecau 3To
HeobX0AMMO C Y4ETOM HOBbIX AAHHBbIX);

HaCKOJ1IbKO 3¢¢EKTMBHbIMM 6b11n BBEAEHHbIE MEPONPUATUA MO MUHUMU3AUNN PUCKOB;

66N NN B Cy4ae HEOBXOAMMOCTU NPEANONKEeHbl UBMEHEHUA B MEPOMPUATUA MO MUHUMMU3ALUU
PUCKOB;

CBUAETENbCTBYIOT /I HOBblE AaHHble 0 TOM, YTo TpebyeTca oduMuManbHaA OLEHKa COOTHOLWEeHMUA
"nonb3a - puck"” (ecnm ato ele He 6110 caenaHo B MOOB).

6.2.8. CuCTeMbl KayecTBa W ynpaBaeHne 4OKYyMeEHTaUNEN.

HecmoTpsa Ha To yTto B npouecc HanucaHusa MYP moxKeT 6biTb BOBJIEYEHO MHOrO 3KCMNEpTOB,
OKOHYaTeNbHYIO OTBETCTBEHHOCTb 3@ €ro Ka4yecTBO, TOYHOCTb M HAYYHYHO LENOCTHOCTb HecyT
YNONHOMOYEHHbIE LA No dapMaKoHaA30py B rocygapcTBax-yneHax. [epKatenb perncTpaumoHHOro
YyOOCTOBEPEHNS HECeT OTBETCTBEHHOCTb 3a obHoBneHue MMYP, Koraa CTaHOBWUTCA AOCTYNHOW HOBas
MHbOpMaUMA, N AO/IKEH MPUMEHATb MPUHLUMMbI obecneyeHns KayecTBa, W3/I0XKEHHble B pasgene 2
HacTosawwmx Mpasun. [eprKatenb PErncTPaUMOHHbIX YAOCTOBEPEHUN A0/MKEH 06eCneyYnTb KOHTPO/b U
OOKYMEHTUpPOBaHMe npoueaypbl npeactasneHma MYP B ynoJIHOMOYEHHble opraHbl FoCy4apcTB-41eHoB C
YKa3aHMem AaT NpeacTtaBAeHUsa U BCEX 3HAUYUTE/IbHbIX U3MEHEHUI, BHECEHHbIX B Kaxkayto sepcuio MYP.
HanHble 3anucu, MYP 1 n1obble JOKYMEHTbI, MMEIOLLIME OTHOLWIEHME K MHPOopMauum B pamKax MYP, moryT
NoABEpPrHyTbLCS NPOBEPKE KBATNMPULNPOBAHHBIMU MHCMEKTOPaMKU No papMaKkoHaa30py.

6.3. TpeboBaHUs K NpeacTaBNEHUIO

6.3.1. CuTyaumm, B KOTOPbIX AOIKEH B6bITb NpeacTasaeH MYP.

MpeacTasneHue MYP nam (B COOTBETCTBYIOWMX CyYasnx) ero obHoBAEHMA MOryT notTpeboBaTbca B
ntoboe Bpems B TEYEHME HKU3HEHHOTO LMKA JIEKAPCTBEHHOTO Npenapara.

6.3.1.1. MNMpu NepBUYHON NoJaye 3anABJAEHMA Ha PErUCTPaLMI0 leKapcTBeHHOro npenapata MYP
NpeacTaBAsfeTcA B CieAyoLWmx CAyYanx:

npM nojaye Ha pPerucTpauMio IeKapcTBEHHOro MpenapaTta, COAEpMKallero paHee He
3aperncTpupoBaHHOE rocyLapcTBOM-4Y1eHOM AENCTBYIOLLEE BELLECTBO;

npuM nofaye Ha PerucTpaumio JIeKapcTBEHHOro npenapaTa, COAEpXKallero paHee He
3aperucTpupoBaHHY0 rocyAapCcTBOM-U4/IeHOM KOMBUMHALMIO AeCTBYIOWMX BELLECTB;

npwn 3aABNEHUN Ha PETUCTPaLUIO NeKAPCTBEHHOIO NpenapaTa 6uonormyeckoro NPOUCXoXaeHNA.

YNOAHOMOYEHHbIW OpraH rocyaapcrsa-yneHa Bnpase noTpebosaTb npeactasneHve MYP npwu
3aAB/IGHUN Ha PEerucTpaumio IeKapcTBEHHOro npenapaTta B WMHbIX C/Ayyasx, Korga obecneuyeHue
NPUMEHEHWA NEeKAPCTBEHHOTO MpenapaTta npy NpeBbleHUN Nosb3bl HAL PUCKOM TpebyeT BBeAeHUs
AOMONHUTENbHBIX MEPONPUATUI NO GapMaKOHaAZ30PY UM MEPONPUATUIA O MUHUMMU3ALMU PUCKOB.

6.3.1.2. YNoNHOMOYEHHbI OpraH rocyaapcTBa-ysieHa Brnpase noTpebosatb npeacrasneHue MYP 8
cneayowmx cayyanx:

npn BHECEHUN 3HAYUTEJIbHbIX N3MEHEHUI B cyuiecTsyrowiee perucrtpallMoHHoOe ygocrtoBepeHune



JIeKapCcTBEHHOro nNpenapara, 061acTb NPUMEHeHMA, acnNeKTbl NPOU3BOACTBEHHOIO NpoLecca (Hanpumep,
HOBana JNleKapcTBeHHaa ¢opma, HOBbIM cnocob BBegeHWA, HOBbIM cnocob NpPou3BOACTBA
6MOTEXHONOTNYECKMX JIEKAPCTBEHHbIX NPEnapaToB, BBEAEHME NeAMATPUUECKMX MOKa3aHWN, apyrue
3HauYUTE/IbHbIE U3MEHEHUS B MOKa3aHUSAX);

ecnm cywectsyeT npobnema no 6e30NacHOCTH, OKA3bIBalOLLAA BIMAHME HA COOTHOLIEHME "N0b3a
- puck";

npyv MNOATBEPNKAEHUN pernctpaumm (nepeperncrpaumm) NeKkapcTBEHHOro npenaparta, ecau B
OTHOLLEHMM 1eKapPCTBEHHOTO NpenapaTa MMeeTcA CywecTeytowmii MYP.

6.3.1.1. TpeboBaHMA B 0COBbIX CUTYALUSIX.

Kak npasuno, Heobxogumo npeactaBnaTb Bce yactu MYP. Tem He MmeHee B HEKOTOPbLIX C/Ay4anx,
OMUCaHHbIX HNXKe, B COOTBETCTBUU C KOHLI,EI'ILI,VIeVI nponopuynoHaabHOCTU HEKOTOPbIE YaCTU NN MmoAayun
MOTYT ObITb OMYLLEHbI, €CIM TO/IbKO YNOJIHOMOYEHHbIM OpraH rocy4apcTBa-4/eHa He npeacTaBaseT UHbIX
TpeboBaHuMi. Jliobble npobnembl No 6e30NacHOCTH, BbIABMEHHbIE B OTHOLWEHUM pedepeHTHOro
JIeKapCTBEHHOMO npenapaTta B pasgene, UCKAoYeHHOM M3 obuiero npeactasaeHua MYP, Heobxogumo
BKAOUMTL B moaynb CVIII MYP, 3a WCKAOYEHMEM C/ly4aeB, Korga OHW bosiblie He ABAAKTCA
aKTya/IbHbIMU.

MepBUYHaA Nogaya Ha PErmcTpaLLmMio reHepMYEeCcKUX NEKapCTBEHHbIX NMPenapaTos.

B cnyyae nepBMYHOM NOJayM Ha PErUCTPALLUIO FTEHEPUYECKUX NEeKapCTBEHHbIX NpenapaTos, AnA
KOTOPbIX MO OPUTMHA/IbHbIM JIEKAPCTBEHHbIM Npenapatam BeegeH MYP, moaynu Cll - CV cneundmkaumnm
no 6esonacHoctn MYP moryt 6biTb onyuweHbl. Mogynb CVI cneundukaumm no 6esonacHoctn MYP
OOJI)KeH OblTb OCHOBaH Ha MpeAacTaBAeHUM MHPopmaumMm o npobnemax no 6HesonacHocTy,
YCTQHOB/NIEHHbIX A1 OPWUIMHANIbHOFO /NIEKAPCTBEHHOrO MpenapaTta, €ec/ TONbKO FeHepUYecKui
JIeKapCTBEHHbIM NpenapaTt He OTAMYaeTcsA N0 CBOMM CBOMCTBAM HACTO/IbKO CYLLECTBEHHO, YTO 3TO MOXKET
noBavATb Ha npodwunb 6esonacHoctTn, nMbO ecam MHoe He TpebyeT YNONHOMOYEHHbIN opraH
rocygapcrea-ysieHa. Eciv B OTHOWEHMM OPUIMHANBHOTO NEKAapCTBEHHOro npenapata He BBeAEHO
HUKaKUX [OMNOJIHUTE/IbHbIX MeponpuATUA No ¢GapMaKOHaZ30py MAM NPOBEAEHUIO WUCCAeAO0BAHWUM
3G PEKTUBHOCTM B KayecTBe YC/A0BUA 4N1A NOJYYEHUS PErncTpaunMoHHOro yaoctosepenus, yactu Il n IV
MYP wn pasgen o naaHUMpyemom nMOCTperncTpaumoHHom pas3sutum B 4vactu VI MYP moryt He
npeacTaBaATbLCA.

Mpwn npeacrtasneHnn obHoBaeHMA MNYP B ero Heob6xoaMMo BKAKOYUTL Moayb CV cneunduKkaymm
no 6esonacHocTu MYP.

Mofdaya Ha BK/OYEHME HOBOFO MOKasaHMA MO MeAUUMHCKOMY NMPUMEHEHWMIO JIEKAPCTBEHHOMO
npenapara, 3aperncTpMpoBaHHOIO Ha TEPPUTOPUAX FOCYAAPCTBA-Y/eHa Ha NPOTAXEHMM nocnegHux 10
ner.

Mpn nopaye 3aABNEHUA Ha BK/OYEHME HOBOFO MOKA3aHWSA Ha y¥Ke 3aperncTpupoBaHHbLIA Ha
NpoTaAXXeHnn nocaeaHnx 10 net Ha TepPPUTOPUAX rOCYAAPCTB-YIEHOB JIEKAPCTBEHHbIN NpenapaT AaHHbIe
KAMHUYECKUX UCCef0BaHUSA, CBA3AHHbIE C YXKe 0406peHHbIMU NOKa3aHUAMMU, MOTYT OblTb UCKAOYEHDI
n3 moaynsa Clll cneymdukaumm no 6esonacHoctn NYP, a mogynb CIV cneundmkaumm no 6esonacHocTu
MYP ponxeH BKAOYATb MHPOPMALMIO TOJIbKO B OTHOLIEHMM LeNeBbIX rpynn nonyasuuu no HoBOMy
MOKasaHWIO, €eCc/lIM TOJIbKO YMNOJIHOMOYEHHbIN OpraH rocygapcTBa-yleHa He npeacTaBAdAeT WHbIX
TpeboBaHMii. Tem He MeHee MOryT ObITb BK/OYEHbl JaHHble 06 oOnbiTe WCNO/Ib30BaHMA YiKe
3aperucTpUpPOBaHHbIX  JIEKAPCTBEHHbIX MNpenapatoB Yy 0cobbix rPynn  HacefeHus, KoTopble
aHanmsunpytotca B moayne CIV cneumdurkaumm no 6esonacHoctum MYP.

Mpyv nopaye 3asABAEHUI Ha MEPBUYHYIO TOCYAAPCTBEHHYIO pernctpauuto TpeboBaHuA K
npeacrasaeHuto uHdopmauum no yactam MYP npuseaeHs! B Tabnaunue 1.



Tabnuua 1. TpeboBaHMA K NpeacTaBAeHUIO MHGOPMALMM NO YacTAM
MYP npu nogaye 3aABAeHUA HA perncTpauuto



Bug Yacrt Yaco Il Yactun

JleKapcTBeHHoro | b |

npenapata Cl | Cll | c Clv | cv o] CVia Cvil Cvii I v | VvV | VI VI
Hosoe + + + + + + + + + + + + + 4+ +
aencreyolwee
BeLLeCcTBO
BuoaHanormyHobl + + + + + + + + + + + + + 4+ +
7
(6nonoaobHbI)
JNIeKapCTBEHHbIM
npenapart
leHepuyeckui + + + + + * * + * +
JNIeKapCTBEHHbIM
npenapart
dukcMpoBaHHbIe + + § § + + + + + + + + + + +
KOMbMHaLmm
MbpnaHobii + + * * + + + + + + + o+ 4+ +

NIeKapCTBEHHbI
npenapat




Mpumeyarus: 1. Cumson "§" o3HauvaeT, 4YTo MHOPMaUMA NO AAHHOMY pPa3gesly MOXKET He
NPeACTaBAATLCA B OTAE/bHbIX CAy4YanX (NpW HAIMYMKU JOKYMEHTaIbHOro 060CHOBaHMS).

2. CumBon "*" o3HauaeT, UTO NpeabLABAAIOTCA MOAUPULMPOBAHHbIE TPeboBaHUA K COCTaB/IEHUIO
yacTu.

MepBoHavanbHbIi [YP an1a NeKapcTBEHHbIX MpenapaTtoB, HaxoAAwwmxcs B obpalweHun Ha
TEPPUTOPUAX FOCYAAPCTBA-Y1eHa Ha npoTaxKeHun 10 nert.

EcnM ynonHOMOYEHHbIM OpraH rocydapcTBa-y/ieHa He onpegenseT MHble TpeboBaHWs, TO
OepKaTeNn perncTpaumoHHbIX YAOCTOBEPEHUI, KOTOPbIe AOJIKHbI NPeACcTaBUTb NepBoHaYvaabHbIn MYP
ONA Peannsyemblx Ha PbIHKE roCyAapCTBa-Y/1IeHa JIEKaPCTBEHHbIX MPenapaToB, MOTYT ONyCTUTb MOAYN
Cll n CIV cneumdumkaumm no 6esonacHoctu MYP npu cobnoaeHnn BCex caeayroLmx yCoBUiA:

JIeKapCTBEHHbIM NpenapaT 6bin pasmelLeH Ha pbiHKe B TeyeHue nocaegHux 10 neTt unum paHee o
yCTaHOBNEHMA TpeboBaHuA K MYP;

TpeboBaHue K [MYP He cBA3aHO C Nofayen 3asaBKM Ha BHECEHME 3HAUYUTE/IbHOTO U3MEHEHUs B
cyliecreytouLee perncTpaunoHHoe yA0CTOBEpPEHMUE, obnactb NPUMEHEHMUSA, aCneKTbl
NpPoOM3BOACTBEHHOrO npouecca. Ecam pgaHHoe ycnosBue He NPUMEHMMO, [AaHHble  KAMHUYECKUX
NUCCNefioBaHUM, CBA3aHHble C 3TUMU M3MEHEHUSIMUM, AONXHblI b6biTb nNpeacTtaBneHol B moayne CliI
cneundmrkaumm no besonacHoctu MYP, a moaynsb CIV cneundurKkaumm no 6esonacHoctu MYP moxeT 6bITb
WCKNIOYEH.

ObcyKaeHue cyWecTBYIOLWMX MNOCTPErnmcTPaLMOHHbIX AAHHbIX U UX MPUMEHUMOCTU K LLeNeBbiM
roynnam naumeHToB AO/MKHO 6biTb noapobHo pacnucaHo B pasgene CV cneumdukauum no
6esonacHocTtu MYP.

6.3.2. O6HOBNEHMA NAaHA YNPaBAEHUA PUCKaMU.

Echu MYP 6bin paHee npeacTaB/ieH JAeprkaTesiem pPerucrpauyMoHHOro yaoCTOBEpPeHUs Mpu
npoueaype peructpaumMmM Ana [OenCTBYlOLero BellecTBa, tobble nocnegyowme npeacTaBaeHms
OOJ/IKHbI MoAaBaTbCA B BUAe OOHOBAEHMA 33 WCKAKOYEHUEM C/y4vyaeB, KOrAa OroBapuBajUCh WHbIE
TpeboBaHuA. Kaxpoe npeacrasneHne NYP f0NKHO UMETb YETKMI HOMEP BEPCUU U BbiTb AaTMPOBAHO.
3To oTHOCUTCA K npeacTaBsieHuto MYP NOAHOCTbIO AW TONBKO K €ro 4actm uam mopynto. Bepcum c
N3MEHEHUAMU, UMetoLMe UAEHTUOMLMPYIOLWYIO MHOPMaLMIO, A0/XKHbI OblTb NpeAcTaBAEHbl BMECTE C
COMPOBOAUTE/NIbHBIM MUCbMOM, BKAIOYAOLWMM NOAPOOHOE ONMCaHNE U3MEHEHWUI C MOMEHTa NoCneaHel
npeacTaBAeHHON BEPCUMN.

Cpoku npeactaBneHmsa obHosaeHu NMYP ycTaHaBAMBAIOTCA NPU ero BBEAEHUW U TaKKe ABAAIOTCA
YC/I0BUEM COXPAHEHUA PEryiaTOPHOro cTaTyca. [lJaHHbIe YCTAaHOB/IEHHbIE CPOKM ABASAIOTCS MAaKCMMA/IbHO
AOMYCTUMBIMM U HE CHMMAIOT OTBETCTBEHHOCTb C AepiKaTefd PerncTpaLMoHHOro yAoCTOBEPEHMA Mo
KOHTpOJIto npoduasa 6e30macHOCTU JIeKapCTBEHHOTO npenapata M TpeboBaHW MO NpeACcTaBAeHUIO
obHoB/IeHHOro NYP B clyyae BbiBNEHUA 3HAUUTENIbHBIX U3SMEHEHMUI B OLLEHKE COOTHOLWEHMSA "Nob3a -
pUCK" COOTBETCTBYIOLLMX NEKAPCTBEHHbIX NPEnapaToB, BK/OYEHHbIXx B MYP, BHe yCTaHOBJAEHHOrO
rpadvka nogaum o6HOBAEHMIA.

Ecan ¢ momeHTa nocneaHero npeacrtasneHuns B NMYP He 6bl10 BHECEHO HUKAKMX U3MEHEHUI (To
ecTb nnaHoBoe OBGHOBAEHWE MPOMCXOAMT BCKOPE MOCAE OKOHYaHMA npoueaypbl), AepaTenb
PerucTpaLnoHHOro YA0CTOBEPEHMUA MOXKET NPEeACTaBUTb NMMCbMO, B KOTOPOM OBbACHAETCA OTCYTCTBUE
M3MEHEHU, U MO COrNacoBaHWMIO C YNOJIHOMOYEHHbIM OPraHOM rocyAapcTBa-ysieHa He NpeacTasATb
obHosneHue MYP.

Echn He oroBopeHo WHOe, B cay4yasix, Koraa MNOOB u MYP asnaawTcA HeobxoAuMbIMKM ANs
JIeKapCTBEHHOro npenapara, naaHoBble 06HoBAeHMA NMYP AoMKHbI BbITb NPeACTaBAEHbI B TO XKe Bpems,



YTO M NNaHoBble obHoBNeHua MNOOB.

Mocne ob6HoBNEHUA MYP nnaH No MUHMMM3ALUKN PUCKOB NPU HEOOXOAMMOCTU A0/IKEH BKAOYATb
OLEHKY 3GGEKTMBHOCTM W Pe3ynbTaTOB PYTUHHbIX WU (MAKW) OOMNOJNHUTENbHbIX MEepPonpUATUIA No
MWHUMM3ALNN PUCKOB (B COOTBETCTBMU C TpeboBaHMAMM NognyHKTa 6.2.5.5.4 HacToAawwmx Mpasun).

6.3.3. lMpo3payvyHoCTb.

YNONHOMOYEHHble OpraHbl FOCYAapCcTB-41€HOB 06eCNeYnBalOT B3aMMHYH AOCTYNHOCTb OTYETOB O
pe3ynbTaTax oueHKKU npeactasnaembix MYP n pestome MYP yepes MHTErpMpPOBaHHYO MHGOPMALMOHHYIO
cuctemy Cotosa.

7. OpraHusaums paboTbl ¢ MHGOPMALIMEN O HeKenaTebHbIX
peaKkumMaAxX Ha NekapcTBeHHbIe npenaparbl

7.1. CTpyKTypbl 1 NpoLeccol

Hactoawuin pasgen onpeaenser OCHOBHble MPUMHUMMbI npoueayp cbopa, perucrpaumm u
npeactasneHua CcoobLEeHMIA O MOA03PEBAEMbIX HeXenaTe/bHbIX PeaKUMAX Ha JIeKapCTBEeHHble
npenaparbl.

7.1.1. C60p coObLLEHMI O HEXKENATENBbHbIX PEAKLMAX.

YNO/IHOMOYEHHbIM ~ OpraHam  FOCyZapCTB-Y4N€HOB WM gepaTeNam  PerncTpauMOoHHbIX
YAOCTOBEPEHUI cnesyeT NPMHUMATL COOTBETCTBYIOLLME MepbI, YTO6bl NPOBOAWTL COOP U ynopaaoueHme
CoObLEHN O nNOJO3PEBAEMbIX HEXKeNaTeNbHbIX pPeaKuMsX, CBA3bIBAEMbIX C MNPUMEHEHUEM
NleKapcTBEHHbIX NPenapaTos, NOMYYEHHbIX U3 Pa3/INYHbBIX UCTOYHMKOB 6e3 NpeaBapuUTeNbHONO 3anpoca
M NOCTYNMBLUMX NO 3anpocy.

B uenax obecneyeHMA BO3MOMKHOCTM cbopa [OCTAaTOMHOMO KOAMYECTBAa COOOLWEHU o
HeXKenaTesbHbIX PeakUMax U UX nocaeayroLlein Hay4yHo 060CHOBaHHOM OLEHKM HEOHXO4MMO Pa3BMBaTb
cuctemy papmakoHag3opa.

Cuctema poskHa b6biTb paspaboTaHa Takum obpasom, 4Tobbl OHa obecneuymBana HagieXKallyro
OLUEHKY KauyecTBa COBpaHHbIX COOBLLEHNI O HeKenaTeNbHbIX Peakumsax (B OTHOLWEHWU NOAJIMHHOCTH,
pa3sbopumMBOCTM, TOYHOCTM, MOCNEAO0BATENbHOCTM), BO3MOMKHOCTM  BbINOJSIHEHWA MNPOBEPKM U
MaKCMMabHOM NOIHOTE AAHHbIX ANA UX KIMHUYECKOM OLLEHKM.

CneayeTt CTPYKTypMpOBaTb CUCTeMy Takmm o06pa3om, 4Tobbl OHa MO3BO/A/MA CBOEBPEMEHHO
BAaNMAMPOBATb OTYETbl O MOAO3PEBAEMbIX HEKENaTe/bHbIX peakumax M obmMeHMBaTbCA UMK C
YNOAHOMOYEHHbIMW OpraHaMu rocy4apcTB-Y1eHOB U AeprKaTenaMu PermcTpPaumoHHbIX YA0CTOBEPEHMI
B CPOKM, YCTaHaBAMBaeMble 3aKOHOAATEIbCTBOM rOCYy4apCTB-Y1EHOB.

7.1.1.1. CoobuieHuMA, NOAyYeHHbIE He NOo 3anpocy.
7.1.1.1.1. CnoHTaHHble coobuleHus.

CnoHTaHHOe cooblieHne - 3TO coobleHMe, KOTOpoe CheumannucT CUCTEMbI 34PaBOOXPaHEHMSN,
nauveHT WAM noTpebuTenb HanpasAAeT B agpec YMNOJHOMOYEHHOrO oOpraHa rocyAapcTBa-y/ieHa,
Aep)KaTens PerncTpauMoHHOro yAOCTOBEPEHUA MAW APYrOW OpraHusauMm (Hanpumep, PerMoHabHbIN
LEHTP, TOKCMKOMOMMYECKUI LLeHTp) 6e3 npeaBapuTebHOro 3anpoca U KOTOpoe ONWCbiBaeT OAHY WM
60/1ee N0A03PEeBAEMbIX HEXKenaTe/bHbIX Peakumil y naumneHTa, KOTOpoMy HasHavanca oauH uau 6onee
NeKapcTBeHHbIX NpenapatoB. K CNOHTaHHbIM COOBLLEHNAM HEe OTHOCATCA COOBLLEHMA, NONYYEHHbIE B
X0A4e UCCNeA0BaHNIA AW UHbIX BUAOB OPraHM30BaHHOro cbopa AaHHbIX.

nepBOMCTO‘-IHVIKOM ﬂOAO3peBBEMOVI HeXKenaTeNbHoM peakunn  AaBnAaeTtca  nngo, KoTtopoe



npeacTaBmI0 MHGOPMALIMIO O C/lydae PasBUTUA HexKenaTesibHOM peakuuun. B cnydae ecam nHpopmaumn
06 OAHOWM He)enaTe/NbHOW peakuMy MOCTynaeT OT HECKONbKUX MEepBOUCTOUYHMKOB, B TOM 4yucie oT
paboTHMKa cucCTeMbl 34paBOOXPaHEHMA, MauMeHTa WAM  noTpebutena, p[aHHble NO  BCEM
NepBOUCTOMHMKAM A0/XKHbl ObiTb BKAtOYeHbl B pasgen '"MepBoucTouHMK" dopmbl coobuieHns o
HeXKenaTesbHOM peakumu.

MonyyeHne coobLlLeEHNA B OTBET Ha Mepbl CTUMYAMPOBAHUA B BMAE paccblikm "Ob6palieHunii K
cneumanmctam CUCTEMbI 3a4paBooxpaHeHua”, nybankaumMin B npecce, onpoca Cheunasncrtos CUCTEMbI
3/1paBOOXPaHEHMA NPeACcTaBUTENAMN AepKaTenein pPerncTpaumoHHbIX YAOCTOBEPEHUN UAn cyaebHbIX
WCKOB B OTHOLWIEHWW Knacca JIeKapCTBEHHbIX CPeacTB, c/AedyeT TaKKe CYMTaTb CMOHTaHHbLIMU
coobLeHnamu.

COO6LLI,€HVI$1 nauneHTa nnum ﬂOTpEGMTeﬂﬂ O HeXenaTe/ibHbIX peakuunAax cneayer O6pa6aTbIBaTb KaK
CMOHTaHHbIE COO6LLI,EHVIF| HE3aBUCMMO OT nocneayrowero megnmumnHCKoro noarsep>xXaeHuaA.

B cnyuyae nony4eHMsa CNOHTAHHOTO COOBLIEHNA O PAa3BUTUMN HEXENATEIbHOrO ABNEHMSA, B KOTOPOM
OTCYTCTBYET yKa3aHWe Ha Ha/iuume NPUUYNHHO-CNEACTBEHHON CBA3W, AaHHOE HeenaTe/bHoe ABAeHue
paccMaTpMBAETCA KaK HexenaTtenbHas peakuua. Takum o6pasom, BCe MOCTynatolme CrOoHTaHHble
coobuieHnn, npeacrasasemble pPaboOTHUKAMM  CUCTEMbI  34PaBOOXPAHEHWUA, MauMeHTaMu  MAK
NoTPebUTEeN MK, PaCCMaTPMBAIOTCA KaK No403peBaeMble HexenaTesbHble peakummn Ucxoan us Toro, 4to
MX NpeacTaBNeHUe COAEPKUT NPeanoioXKeHe NepBoONCTOYHMKE COOBLLLEHNA O HAMYMM B3aUMOCBA3N.
MCKloueHne cocTaBAAaIOT COOBLLEHNA, B KOTOPbIX PErnopTepom CAenaHo YyKasaHWe Ha OoTCyTcTBue
B3aMMOCBA3M MeXAY Hexenate/bHbiM ABAEHUEM W MPUEMOM MOA03PEBAEMOr0o /1€KapCTBEHHOMO
npenapara.

7.1.1.1.2. CoobuweHns 0 HexenaTenbHbiX peakuuax, onyb/MKoBaHHblIE B MeAMUMHCKOM
nntepaTtype.

HayyHasa MeaMUMHCKaa nuTepaTypa ABAAETCA BaXHbIM  WMCTOYHWMKOM MHPOpMaLMU  Ans
MOHUTOpPUHTra npoduna 6e3onacHOCTU U COOTHOLWEHMA "NoMb3a - PUCK" NeKapCTBEHHbIX NpenapaTos, B
0CODEHHOCTM B OTHOLWIEHUU OOHAPYXKEHUSA HOBbIX CUIHANIOB, CBA3aHHbLIX C HEe30MacHOCTblo, /IM6O
aKTya/IbHbIX BOMPOCOB MO 6e30nacHoCTU. [leprKaTensam pPerucTpaLMOHHbIX YAOCTOBEPEHUN credyeT
6bITb MIHOOPMUPOBAHHBIMM O BO3MOXKHbIX NyHAMKaALMAX MyTEM BbINOSHEHUA cUCTEMATUYeCKoro ob3opa
JITepaTypbl, LUMPOKO UCMO/Ib3YEMbIX CMPaBOYHbIX 6a3 AaHHbIX (B Tom ymcie Medline, Excerpta Medica
unn Embase), He pexe 1 pasa B Hegeno. [epKaTento pPerucTpaumoHHOro yaoCTOBEPEHUA credyeT
YAOCTOBEPUTLCA, YTO 0030p MTepaTypbl BKAKOYAET B cebs UCNO/sb30BaHWe 6a3 AaHHbIX, KoTopble
COAEpPYKAT MAaKCUMAJIbHOE KOJIMYECTBO CCbIJIOK Ha CTaTbM, MMEIOLLME OTHOLIEHME K MOHUTOPUPYEMOMY
NlekapcTBeHHOMY npenapaty. [lomumo 3Toro, cieayeT NpeasycMOTPETb, YTOObI NPesACTaBUTENbCTBA BCEX
KoMnaHuin  6blan  ocsefomieHbl O NybAMKAUMAX B MECTHbIX MEAWMUMHCKUX  U3LAHUAX U
cooTBeTcTBYOWUM 06paszom MHGOPMMPOBaAAM O HUX oTAen 6e30NacHOCTU KOMMAHUMN.

[ep:KaTensam perucTpauMoHHbIX YAOCTOBEPEHUI cnedyeT MpPoOCMaTpuBaTb COOBLWEHMA O
NoA03pPEBAEMbIX HEXKEeNaTebHbIX Peakumax, Ny6AMKyeMbIX B HayYHO-MeANLMHCKON AnTepaType, B TOM
yncae BakHble onybAMKOBaHHbIE Te3WUCbl B MaTepuanax KoOHpepeHUuMi WAM MPOEeKTbl MoHorpadui,
ytobbl BbLIABAATL W PErMCTPUPOBATb COOBLEHUA O HeMKenaTeNbHbIX pPeaKkuMsaX, CBA3AHHbIX C
NeKapcTBeHHbIMKM Mpenapatamu, npeactaBastolmMe coboi CNOHTaHHble COOBLWEHNA UAN CoOBLLEHMS,
BbIfIB/IEHHbIE B XO4€ HEMHTEPBEHLUMOHHbIX NOCTPErUCTPALMOHHbIX UCCIEA0BAHUIM.

Echu B I'IV6IIVIK3LI,VII/I YNOMUNHaETCA HECKOJIbKO /IEKAaPCTBEHHbIX NMPENApPaToB, TO COOTBETCTBYHOWEMY
AepXKaTesnto perncTtpaumMoHHOro yaocroeepeHna cnegyet pacCMatpmuBatTb 1EKAPCTBEHHbIE NMpenaparhl,
KOTOpble onpenenAarTcaA aBTOpamMm I'Iy6l'IMKaLI,VII/I Kak umewuwmne no MeHbLUel mepe BO3MOXKHYIO
NMPUYNHHO-CNeACTBEHHYIO B3aMMOCBA3b C BblIABJIEHHbIMKX  MO403pPEBAEMbIMU  HEXENATE/IbHbIMU
peakynamm. OTO OTHOCUTCA TaK¥Xe U K COO6LLI,€HVIF|M, Oﬂy6}1MKOBaHHbIM B HaquO-MEﬂ,MLLMHCKOﬁ
nnTepaTtype B TroCydapCrtBaX, B KOTOPbIX AepXaTesb pPernctpaunoHHOro yaoctoBepeHunAa Uumeet
yaoctosepeHne o perncrpauun, HO HUKOrga He OCywecTtBnAan KomMmepyecKkoe BHepgpeHue



NleKapcTBEHHOro npenapara.

CoobLeHuns, oueHeHHbIe KaK BaangHble, NogaexaT NpeacTaBAeHNIo B YNONHOMOYEHHbIE OPraHbl
rocyfapcTB-4/IEHOB COF/IAacHO TpeboBaHMAM 3aKOHOAATENbCTBA FOCYAApPCTB-4ieHOB. Hayano oTtcyeta
BPEMEHM, YCTAHOB/IEHHOIO ANA NPeACTaBAEHUA COOOLLEHNA O HeXenaTeNbHON peakLmn, onpeaenaeTca
C MOMEHTA, KOr4a B pPACMOPAXKEHUW [eprKaTens PerncTpaumoHHOro yaoCTOBEPEHMA OKasasacb
nHpopmauma O c/ydae HeXKesaTe/ibHOM peakumu, OTBeyvatlolwaa TpeboBaHUAM K MWUHMMANbHOM
MHGOPMAUMM ANA CPOYHOro penopTupoBaHusa. CneasyeT oPOPMAATbL OAMH CAYYalh HeXXenatesnbHoM
peakunmn ANnA Kaxkporo uaeHTMouMuMpyemMoro naumeHTa, O KOTOpOM coobuiaeTtca, u B COObLeHUn
NPeACTaBAATb BAXKHYHO A1 OUEHKM MeAMUMHCKYI MHbopmaumto. CCcblKM Ha nybaukauuu cnepyet
NPUBOAMTL KaK UCTOYHMK COODLLEHMA O HEXKENaTeNIbHOMN peaKLmu.

7.1.1.1.3. CoobueHus U3 gpyrmux MCTOYHMKOB.

Echn pep:kaTtento pernucrpauyMoHHOrO YAOCTOBEPEHMA CTaHOBUTCA M3BECTHO O COOBOLEHUM O
Nnogo3peBaemMoi  HeXKenateNbHOW peakuuu W3  HeMeaMUMHCKOTO  MCTOYHWMKA, Hanpumep, U3
HenpodUAbHbLIX NeYaTHbIX N3AaHUN UIN APYTUX CPeacTB MHbopmaumn, eMmy creayet obpabaTtbiBaTb ero
KaK CroHTaHHoe coobuieHne. Cneayet NPUIOKUTb MAaKCUMMYM YCUAN, 4Tobbl NpopaboTatb cayyan ans
Nosly4eHUA MMHMMANbHON Heobxoammol uHpopmauum, KoTopas npeactaBnaseTr cobol BanmgHoe
coobuieHne 0 HexenaTeNbHON peakumun. K gaHHOMY TUNy coobuieHWMn npumeHatoTca TpeboBaHMA B
OTHOLUEHUM BPEMEHW NPeACcTaBIeHMA COOOLWEHUI, KaK U A/151 BCEX CMOHTAHHbIX COOOLEHUN.

7.1.1.1.4. UHdopmauma o nomo3peBaemMblX HeXKenaTesbHblX peakuusx M3 MHPOpMaLMOHHO-
TENIeKOMMYHMKaUMOHHOM ceTh "UHTepHeT" naun undposbix cpeacts MHGopmaLmu.

[ep:KaTensam pPerucTpaumoHHbIX YAOCTOBEPEHUI cleayeT perynsapHo NpocmaTpueBaTb B
MHPOPMALMOHHO-TENEKOMMYHUKALMOHHOW ceTn "MHTepHeT" nan uudpoBbix cpeactsax MHGOPMaLMM
Beb-caitTbl, BebCTpaHWUubl, 610rM, BUAEOHBAOTKN, cOUManbHble CETU, UHTEpPHET-GOpPYyMbl, BUAEOYATHI,
nopTasnbl N0 Teme 34paBOOXPaHEHUA, HAXOAALLMECA NOA, UX YyNpaBAeHWeM WM OTBETCTBEHHOCTbIO, Ha
Ha/MuMe MOoTeHUMaNbHbIX COOBLLEHUA O MOA03PEBAEMbIX He)enaTesibHblX peakumax. B aaHHoOm
KOHTEKCTe undpoBble cpeactBa MHOOPMALIMM  CUMTAIOTCA CMOHCMPYEMbBIMM  KOMMaHWeNn, ecnu
AepKaTeNib PerncTpaumoHHOro yaoCcToBepeHus BAaAEEeT, ONIavnMBaeT UaM KOHTPOAUPYET mx (Mpu 3Tom
no)eprsoBaHue (¢pUHAHCOBOE MWAM MHOE) B aApec opraHuM3auMuM WAM caiTa Mnpou3BoOAMUTENIEM
NIeKapCTBEHHbIX MPenapaTtos MWAW AepaTe/seM PerncTpaumMoHHOro YAOCTOBEPEHUA He ABAfeTcA
BAaJdeHMEeM, NpPU YCMOBMM, YTO MPOU3BOAMUTENb JIEKAPCTBEHHbIX NpPenapaTos WAWM AepiKaTtesb
PerncTpaumnoHHbIX YAOCTOBEPEHUIA HE KOHTPO/IMPYET OKOH4YaTes/ibHOe coaepaHue caiTa). Cneayet
obecrneunTb TaKyl0 MEPUOAMYHOCTb MPOCMOTPA YKasaHHbIX WCTOYHWKOB, 4TOBbl BbIMOAHANOCH
TpeboBaHME B OTHOWEHUW BPEMEHM MNPeACTaB/NeHUA MOTEHUMA bHbIX BaANAHbIX COOBLIEHUA O
HexkenaTesbHbIX PeaKkuusax B YNOJHOMOYEHHble OpraHbl rocy4apcTB-41eHOB, HauyMHaA C AaTbl, KOraa
NHdopMaumna bbina pasmeLleHa.

Jepxatenam perncrtpaumoHHbIX yAOCTOBepeHMVI pekomeHAyeTCcA BbINO/IHEHNE AKTUBHOIO
MOHUTOPUHIa cneunanbHbIX MHTepHeT-caﬁTOB nnun LI,Md)pOBbIX cpeAacts MHd)OpMaLI,MM, B TOM 4Yucne
canTos noagaepXkKn naumeHToB UAKM rpynn C onpeaeneHHbIMu 3a60!'IeBaHMﬂMM, yTOObI nposepATb,
OnNnCbIBalOT /1M OHWU BaXHbleé BOMPOCHI 6e3OI'IaCHOCTVI, KOTOpble MOryT I'IOTpe6OBaTb COCTaB/1eHuA
COO6LLI,€HMFI B CoOTBeTCTBUUN C Tp66OBaHMFIMM. MNepruoanNYHOCTbD MOHWUTOPUHrA 3TUX canToB wnu
Ll,l/ld)pOBbIX cpeacrte I/IHd)OpMaLI,I/II/I AOJ/IXKHA onpeaenAaTbCA PpUCKamu, CBA3aHHbIMKU C MOHUTOPUPYEMbIM
NNEKAPCTBEHHbIM NpenapaTtom.

Cnyyam nopgospeBaemblX HeXKenaTesbHbIX  PeaKkuui, OnucaHHble B MHPOPMALMOHHO-
TeNIEKOMMYHUKAUNOHHOM ceTn "UHTepHeT" unn umndposbix cpeacTsax MHPopmaumm, nosyyeHHble b6es
3anpoca, cneayet 0b6pabatbiBaTb KaK CMOHTAHHbIE COOOLLEHUA C NPUMEHEHMEM K HUM TpeboBaHui B
OTHOLUEHMM BPEMEHW PEMOPTUPOBAHUSA, KaK A1 UHbIX CIOHTAHHbIX COOBLLLEHWIA.

B oOTHOWweHWM C/yyYyaeB HexKenaTesibHbIX peaKu,m‘/i, OMUCaHHbLIX B MHCI)OpMaLI,MOHHO-



TeNeKOMMYHUKaunmoHHon  cetu  "UHTepHeT" nnm umMdpoBbIXx  cpeactBax  MHPopmaumu,
NOEHTUOULMPYEMOCTb COCTaBUTENSA COODOLLEHUS OTHOCMTCA K MPOBEPKE CYLLECTBOBAHMA pPeanbHOro
LA, TO ecTb BO3MOXHOCTM NPOBEPUTb MPaBUIbHOCTb KOHTAKTHbLIX A3HHbIX COCTaBUTENA OT4yeTa
(Hanpumep, 6bin NpeacTaBAeH AENCTBUTE/NbHbLIA aapec 3NEKTPOHHOW MouyTbl). KOHTaKTHble AaHHble
cnepyeT UCNONb30BaTb TONIbLKO ANA ueneit papmakoHagopa. Ecam oTcyTcTByeT cTpaHa NePBOMCTOYHMKA,
TO B KayecTBe CTpaHbl MEPBOUCTOYHWMKA CAeAyeT MCMNOMb30BaTb CTpaHy, rae uHbopmaumsa 6Hoblaa
nosly4yeHa, B 3aBUCMMOCTM OT TOFO, FAE BbINOAHAETCA MOHUTOPUHT.

Ecnv pepxKaTento perncTpaumMoOHHOrO yAOCTOBEPEHMS CTaHOBWUTCA M3BECTHO O COOBLLEHMM O
NOAO3PEBAEMON HEXKeNaTe/NbHOM peakumu, OnNUCaHHOW B UMPPOBbLIX CpeacTBax MHPopmaLuu,
CMOHCOPOM KOTOPbIX KOMMaHWA He SBAAETCA, CleayeT OLeHWUTb CcooblieHue, 4YTobbl onpesenvTs,
noanagaeT M oHo nog TpeboBaHUA 0 BbINOJIHEHUM CPOYHOTO PEMOPTUPOBAHUS.

7.1.1.2. CoobuLieHMA 0 HexenaTebHbIX PeakLMaAX, NOAyYeHHbIe Mo 3anpocy.

CoobuweHns o noaospeBaemMblX HexenaTesNbHbIX peakumsax, NoayyeHHble Mo 3anpocy, - 3To
COO0bOLLEHNA, NOSIYYEHHbIE OT CMUCTEM OPraHM30BaHHOrO cbopa AaHHbIX, KOTOpble BK/AOYAOT B cebs
KJIMHUYECKNE UCCNef0BaHUA, HEMHTEPBEHUMOHHbIE UCCIe40BaHNA, PErUCTPbI, MepPCOHaNN3UPOBaHHbIE
NpPorpammbl UCMOb30BaHNA HE3aPErMCTPUPOBAHHbIX JIEKAPCTBEHHbIX NPEenapaTos, Apyrue nporpammsl
NCMNO/Ib30BaHUS HE3apPerMcTPpMpPOBaHHbIX JIEKAPCTBEHHbIX MPEnapaTtoB B CBA3M C WUCKAOUYUTENbHbIMM
obcToATENbCTBAMM U3 COOOPAXKEHUI COCTPAAAHNA MU MOHUTOPUHra 3aboseBaHuin, ONPOChl NaLUEHTOB
AN MeANUMHCKUX PabOTHMKOB MK cbop AaHHbIX 06 3PPEKTUBHOCTU MM NPUBEPIKEHHOCTU NALMEHTOB.
CoobLeHNs 0 HexKenaTeNbHbIX PeakLmMaX, NoJlydeHHbIe OT KaKoW-1nMbo M3 aTux cuctem cbopa AaHHbIX,
He cneayeTt CYMTaTb CMOHTAHHbIMM COOBLLEHNAMMU.

B pamkax npoueaypbl PenopTUPOBaHMUA COOBLLEHUNA O HeXKeNaTebHbIX Peakumax, NoyYeHHble No
3anpocy, ciegyeT KaaccuduumMpoBaTb Kak CcoOobLEeHWsA, MOJydYeHHble B Xo4e WCCefoBaHWM, WU
BbIMNONHATL OLLEHKY MPUYMHHO-CNEeACTBEHHOM CBA3M C LENbl0 MX COOTBETCTBMA YCIOBMAM CPOYHOrO
penopTUpoBaHuA.

7.1.2. Bannpauma coobuieHumn.

7.1.2.1. CpoyHOMYy penopTMPOBAHUIO NOA/eXaT TO/NbKO WHAMBUAYa/bHble coobleHnA o
HeXkenaTe/bHbIX PeakUMAX, KOTopble MMEIOT MNOJIOKUTEeNbHble pe3yabTaTbl Baangaumm. C uLenbio
BbINOJIHEHUA 3TOro TpPeboBaHMA BCe COOBLEHNA O HeXKenaTeNbHbIX JIEKAPCTBEHHbIX peakumuax 40 WX
npeacTaBNeHUa B YMNOJHOMOYEHHblE OpraHbl ToCyAapCTB-YNEHOB JAO/KHbl  ObiTb  NOABEPrHYTHI
BaNMAALMM Ha HaAMyMe MUHUManbHoU Tpebyemon wuHdopmaumm. MuHUManbHaa Tpebyemas
nHopmauma BKAOYaeT B ceba:

naeHTMUUMpyemblii penoptep (NEePBOMCTOYHMK), KOTOPbIA MOXKET BbiTb MAEHTUPULMPOBAH NO
UMEHW AW MHULMANAM, agpecy Uam Keaandukaumm (Hanpumep, Bpay, NPoBusop, GapmauesT, 4pYroi
MEAMLMHCKMUIA CNeLManmnCT, NaumneHT, NnoTpebutenb AN Apyroe AnLO, He ABAAIOWEECA CNEeLNaNnCTOM B
cdepe 3apaBooxpaHeHus). PenopTep cunTaeTca MAEHTUGULMPYEMBIM B C/yYae HaNMUMUA KOHTAKTHbIX
[JaHHbIX, 06ecneymBaloWMX BO3MOXKHOCTb MOATBEPAWUTL COOBLLEHME WAW BbINOJAHUTL MOC/AeayloLee
HabalogeHne, ecan 3to Heobxogumo. CnepyeT, yTobbl 6bLIM MAEHTUPUULMPYEMBIMU BCE CTOPOHDI,
KoTopble NpeacTaBAAloT WMHOOPMAUMIO O C/lyyae HexenaTesibHOW peakuun, B TOM  uuUCne
AONONHUTENbHYI0O MHPOpMauMio no 3anpocy. Ecam penopTep He KenaeT NpeacTaBisTb KOHTaKTHble
JaHHble, cnefyeT cyMTaTb COOBLIEHME O HeXKenaTes/lbHOW PeakumMu BaaUgHbIM MpPU YCAOBUM, YTO
OpraHun3aums, NPOoMHPOPMUPOBaHHAsA O C/lyyae, CNocobHa NOATBEPAUTL Ero HAMPSMYIO C PENOPTEPOM;

naeHTUGULMpPYEMbIA NALUEHT, KOTOPbIA MOXeT bbiTb UAEHTUPULMPOBAH NyTEM YyKa3aHMA ero
MHUUMANOB, NAEHTUOUKALMOHHOTO HOMEpa, AaTbl POXAEHMA, BO3pacTa WAM BO3PACTHOM rpynnbl M
nona. MHdopmauma 06 MaeHTUONKALMM NALMEHTA A0KHA BbiTb MAaKCMMaIbHO MOAHOW;

Nno MeHblUel Mepe 0AMH NOA03PEBAEMbIN NEKAPCTBEHHbIN Npenapar;



Nno MeHbllel mepe OfHa MOAO3peBaeMas HexenaTenbHaa peakums. Ecanm nepBOMCTOYHUKOM
COENaHo yTBEpXKAeHWE B NpsAMoi Gopme O TOM, YTO UCKIKOYAETCA Ha/nune NpPUYMHHO-CEeACTBEHHOM
CBA3SN MeXAy Ha3HauYeHMEeM NEeKAPCTBEHHOrO NpenapaTa M HeXenaTeslbHOW peakumen, n nonyyatens
(ymonHOMOYEHHbIM OpraH rocyAapcTBa-yieHa WM AeprKaTeNb PerncTpauyMoHHOro yaoCToBepeHus)
cornaceH c 3Tum, coobuieHve onpenenseTca Kak HeBaAuAHOe WHAMBMAyasbHOe CcoobuieHne o
HeXXenaTesbHOMW pPeakuuu, NOCKONbKY MWMHUMANbHaA Tpebyemaa MHPopmauma SABAAETCA HEMNONHOMN.
CoobueHne TakKe onpegenseTca Kak HeBanuaHoe MHAMBUAYA/bHOE COObLLEHME O HeXKenaTesbHOM
peakuumn, ecnm coobulaeTca, YTO NALMEHT NepeHec HeXKenaTesbHYH Peakuuio U He npenctaB/eHo
YyKasaHuMe BMAa HEXKeNaTeNbHOM peakLmMn Nan onmcaHue nepeHeceHHoOM HexenaTelbHOM peakumu.

7.1.2.2. Npu cbope coobuEeHMn O nNOAO3PEBAEMbIX HeXKenaTe/lbHbiX peakumsax uvepes
MHGOPMALNOHHO-TENEKOMMYHUKALMOHHYIO ceTb "MHTepHeT" nan uymdpoBble cpeactsa MHbOpMaLUn
~n

TEPMUH "MAEHTUOULMPYEMDBIN" OTHOCUTCA K BO3MOXHOCTM MNPOBEPKWU CYLLECTBOBaHMA penoprtepa
(cocTaBuTens coobueHns) n naumeHTa.

7.1.2.3. OTcyTCcTBME KaKoro-mbo 13 aTux 4 31eMeHTOB MUHUMaNbHOM MHPOPMALIMKN O3HAYAET, YTO
CNy4Yail cYMTaeTCA HEMoNHbIM M He MOoANEXUT Npoueaype CPOYHOro npeacTtaBAeHUs CooblieHns o
HeKenateNbHOW  peakuuu. YNONHOMOYEHHble  opraHbl  rOCYZAapcCTB-Y1eHOB W AepkaTenu
PEerucTpPaunoHHbIX YAOCTOBEPEHUI AOJIKHbI MPOABAATL 0COOYH TUATe/NbHOCTbL B paboTte no cbopy
HeAOoCTaloWMX 3/N1eMEHTOB AaHHbIX B Co0buleHUsAX. TeM He MmeHee cOOBUIEeHUA O HexenaTesbHbIX
peakumax, MMHUManbHas UHPOPMALINA O KOTOPbIX ABASAETCA HEemnosIHOM, cneayeT pernctpuposBaTb B
pamMKax cuctembl papMakoHaA30pa C LEblo UX UCMNO/Ib30BaHWA B TEKYLLEW AeATeNbHOCTU MO OLEHKe
6e3onacHocTu.

7.1.2.4. Echv ogHOM CTOpOHe (YNOAHOMOYEHHOMY OpraHy rocyJapcrsa-yfieHa UAW AepsKaTesnto
PEernmcTpauMoHHOro YAOCTOBEPEHMA) CTAaHOBWUTCA W3BECTHO, YTO penopTep Mor coobwutb o
NnoA03peBAaEMOMN HEXKeNaTeNbHOM peakuun TaKXe W APYyron 3anMHTEepPecoBaHHOWM CTOPOHe, TaKoe
cooblleHNe TEM He MeHee c/eflyeT CuYuTaTb Ba/MAHbIM COOBLLEHMEM O HeXKenaTe/lbHOW peakuuu.
CoobuieHne 0 HexenaTeNbHOW peakunmn A0MKHO BKAKOUYATb BCHO BarKHYO MHPopmaumMio, Heobxoaumyto
Ans obHapyxeHus aybanpytouLero coobuieHus.

7.1.2.5. Echm umeeTca Hecorfacme Mexay uccnefosateniem U AepaTesieM pernctpaumoHHOro
YAOCTOBEPEHUA WM CMOHCOPOM WCC/eAO0BaHMA B OLEHKE MNPUYMHHO-CNeACTBEHHOM CBA3M MeXAay
Ha3HaYeHMem NoAO03PEBAaEMOro /EKapCTBEHHOMO Mnpenaparta M pasBUTUEM HeXeNaTe/bHOW peaKkumu
Npv NPOBEAEHNN MOCTPErUCTPALMOHHbBIX HEMHTEPBEHLMOHHbIX UCCNEA0BaHNN, He cneayeT nepesoauTb
ClyYail HexKenatenbHOW peakumm B 6onee HU3KYID MO CTeneHU [A0CTOBEPHOCTM B3aMMOCBA3N
KaTeropuio. B coobuieHnn o HexenaTesibHOW peakuun cieayeT npeactaBuTb MHEHUA UCCea0BaTens u
AepKaTens perncTpaunoHHOro yaoCToBEPeHNA NN COHCOPa UCCAea0BaHMA.

7.1.3. Nocneaytowan paboTa c COOBLLEHUAMM O HEXKeNATebHbIX PeaKLUAX.

7.1.3.1. Ecnn npy nepBoHavasbHOM MOAYYEHUM COOBLLEHUA O MOAO03PEBAEMbIX HEXKENATENbHbIX
peakumax uHbOpMaUMA B HWUX HEMo/Has, cneayeT MNPOBOAUTbL Nocneaylowyio paboTy C TakKMMM
coobuieHnAMM, YTOBbI MOAYUUTb AOMNOAHUTENbHYIO NOAPOBHYI0 UHPOPMALMIO, ABAAIOLLYIOCA BarKHOW
ONA HAYYHOMN OLEHKM C/TYYaeB Pa3BUTMA HEXeNaTesbHbIX peakLui.

7.1.3.2. TMpumeHsaemble MeTOAbl BOCCTAHOBAEHMA MWHPOPMALMM cnedyeT HauenuTb Ha
onTumM3aumio cbopa HegocTatowen nHdopmaumm. Mo BO3MONKHOCTU c/iedyeT MoJydyaTb NUCbMeHHoe
noATBEpPKAEHMNE CBEAEHWI, MPeAcTaBAeHHbIX B YCTHOW dopme. DTy CTAaHAAPTHYH AEATENbHOCTb NO
dbapmaKkoHag3opy creayeT OCYWEeCTBAATb C MNPUMEHEHVWEM Mep, TMOOLLPAIOWNUX NEPBOUCTOUHUK
(penopTtepa) npeacTaBAATb HOBYHO WMHPOPMALMIO, BAaXKHYI AN HAYYHOM OLEHKU pPenopTMpyemoro
Bonpoca 6e30nacHoCTy.

7.1.3.3. Ecam wuHbopmaums nosyyeHa HENOCPencTBEHHO OT MauMeHTa Wan noTpebutens,
npeanoaaraloLLEro HaMuMe HeXenaTesbHOM peaKkumn, U ABNAETCA HEMOJIHOW, cieayeT NpeAnpuHATb



NONbITKM MOMIYYEHUA COrNacus Ha NpeacTaBaeHne A0NOAHUTENbHON MHGOPMaLUMKM Y COOTBETCTBYHOLLETO
MeANUMHCKOro paboTHMKa. Ecnn meauumHcKuii paboTHMK noaTtsepamun (MOSIHOCTbIO MAM YACTUYHO)
CNyYal HexenatesNbHOW peakuuun, ucxogHoe cooblieHre No KOTOPOMY MpeacTaBieHo noTpebutenem
WAW NauMeHTOM, cnegyeT TOYHO OTPasuTb AAHHYK MHPOPMaLMIO B MHAMBMAYANbHOM COOBLLEHUN O
HeXKenaTesbHOM peakumu.

7.1.3.4. B oTHOWEHMM NOAO3PEBAEMbIX HEXENATENbHbIX PEAKLMIA, CBA3AHHbIX C IEKAPCTBEHHbLIMMU
npenapatammM BMONOTMYECKOro NPOMUCXOXKAEHMA, OCODYIO Ba*KHOCTb MMEET TOYHAA MAeHTUdMKaumA
COOTBETCTBYIOLLEro NeKapCTBEHHOro npenapaTa B OTHOLWEHUU ero M3rotosneHuda. loatomy cnegyet
NPUHUMATb BCe Hagnexalme mepbl 419 TOYHOrO YKa3aHUA TOProBoro HAMMEHOBAHMA IEKapCTBEHHOro
npenaparta U HOMepa NapTUK NeKapCTBEHHOro nNpenapaTa.

7.1.4. YnpasneHue AaHHbIMU.

7.1.4.1. JNeKTPOHHblE AaHHble U COOBLWEHUS Ha OYMaXKHbIX HOCUTENAX O MNOAO03PEBAEMbIX
HeXXenaTebHbIX Peakumax cneayet XPaHuTb U 06paLLaTbCA C HUMM TaKMM e 06pa3om, Kak 1 ¢ gpyrumu
MeAULIMHCKMMM 3anucamm (BKAtoYanA BbiNosiHeHMe TpeboBaHMiA No obecneyeHnio KOHOUAEHLMANBHOCTH
B OTHOLIEHUU WMOEHTUDULMPYEMOCTM NALMEHTOB WM PEnopTepoB), B COOTBETCTBMM C TpPeboBaHUAMMU
3aKOHOAATEeNbCTBA OCYAAPCTBA-YN€HA O HEMPUKOCHOBEHHOCTU AaHHbIX. CneayeT XpaHUTb B TalHe
NAEHTUOMLMPYEMbIE MEPCOHA/IbHbIE CBEAEHMA O COCTABAAIOWMX OTYETbl CRAELMANUCTax CUCTEMbI
34 paBooxpaHeHun (penopTepax).

7.1.4.2. Y106bI 0bECNEYNTb COXPAHHOCTb U KOHPUAEHLMANbHOCTb AaHHbIX MO ¢papmMaKoHaa30py,
cnenyet obecneynTb CTPOrMM KOHTPOb AOCTYNA K AOKYMEHTam 1 6a3am AaHHbIX M NpeaoCcTaBUTb NPaBo
A0CTyna TO/IbKO YNOAHOMOYEHHOMY NepcoHany. [laHHoe TpeboBaHMe nNo obecrneyeHnto 6esonacHOCTU
[AaHHbIX PacnpoOCTPaHAETCA Ha BCE 3Tamnbl NPOXOXKAEHUA N 0bpalleHNsa AaHHbIX. B cBA3M ¢ aTum cneayeT
peanus3oBaTb npoueaypbl obecrneyeHMa 6e30NacHOCTU M COXPAHHOCTU AaHHbLIX BO BpemsA nepenayu
OaHHbIX.

7.1.4.3. Ecav nepepaya AaHHbIX Mo papMakoHaA30py NPOUCXOAMT B Npeaenax opraHMsaumm uam
MEXKAY OpraHn3aLmMamm, ciesyet NPUMEHATb TaKOM MeXaHU3M, NP KOTOPOM UMEETCS NOATBEPKAEHNE
TOro, 4YTO BCE YyBeOAOMNEHMA MoaydYyeHbl. B pgaHHom cnydae cneayeT obecneyuntb npouecc
noaTeepxaeHna u (unm) ceepknm mMHdpopmaumn. NHPopmaumeir o coobuieHMM O ciyyae pasBuTUA
He)kenaTeNlbHON peakuMm MOryT OBMeHMBATbCA TOJIbKO 3aMHTEpPecOoBaHHble /NMLUA B aHOHMMHOM
dopmare.

7.1.4.4. XpaHeHWe [aHHbIX B 3/1EKTPOHHOM BMAE A[O/MKHO obecneymBaTb K HMM  AOCTyn
YNOJIHOMOYEHHbIX UL, B PEXUME peanbHOro BpeMEHM.

7.1.4.5. MNpoueaypa MCNoib30BaHMA CneunanbHON TePMUHONOTMX NPU BBOAE AAHHbIX AO0/KHA
MOHUTOPNPOBATLCA U BbiTb BaANAMPOBAHHOW MyTEM BbIMNOAHEHUA ayauTa No obecnedyeHUo KayecTsa
cuctemaTtuyeckn nMbo mocpeAcTBOM MPOBeAeHUsA NepuoaMYecKkoi BblBOpPoYHOI oueHKU. MNepcoHan
[O/KeH BbITb MPOMHCTPYKTUPOBAH O npoueaype BBOAA AaHHbIX C UCMO/b30BaHNMEM TEPMUHONOTUN,
KBandUKaLMA nepcoHana AONXKHa Nnepuoamyeckn noarsepskaaTbcA. CoobueHna o HexenaTesbHbIX
peakuusax, NoaydyeHHble OT MepPBOMCTOYHMKA (penopTepa), cneayetr obpabaTtbiBaTh HenpeaB3ATo, 6es
TpaHchopMauumn MHGOPMaLMKM U BMeLIATeNbCTBa B €e TEKCT, BO BPeMa BBOAA AaHHbIX UAK nepegayu
3NIEKTPOHHbIX AaHHbIX cnepyetr u3beratb M3MeHeHW (go6aBneHus WMAM yganeHua wWHbopmaumu).
CoobLeHNA AOMKHbI BKOYATb AOCAOBHbIN TEKCT, UCMONb3YEeMbI/ B NEPBOUCTOYHMKE, UAU €0 TOUHbIN
nepesoA. McxogHbIi AOCNOBHbIN TEKCT C/ieayeT NepekoamMpoBaTh ¢ UCNO/Ib30BaHMEM COOTBETCTBYIOLLEN
TEPMUHONOTUN.

7.1.4.6. XpaHeHWe [aHHbIX B 3/IEKTPOHHOM BMAE AO0/KHO obecneymBaTb MPOC/IEXMBAEMOCTb
("ayguTopckuit cnen") Bcex BBEAEHHbIX UAN M3MEHEHHbIX [laHHbIX, B TOM 4YMUC/e AaTbl U UCTOYHUKOB
NOlYYEHHbIX AaHHbIX, a TaKXe AaTbl U MecTa, B KOTOPOe 3TU AaHHble nepeaaloTca.



7.1.4.7. CnepyeT perynapHo npoBoAuTb NpoBepKy 6a3bl AaHHbIX 417 06HApYKeHUsa n 06paboTkm
Ay6ANpyIOLWNX COOBLLEHUI O HEXENATENbHbIX PeaKLUAX.

7.1.5. YnpaBieHue KayecTBOM.

7.1.5.1. YNO/NHOMOYEHHbIM OpraHam rocyaapcTB-4Y/€HOB U AeprKaTeNdM pPerucTpaumoHHbIX
ypoctoBepeHuidi  cnepyet paspabotaTtb M BHEAPWUTb CUCTEMY YMNPaB/EHUA KavyecTBOM, 4TOObI
rapaHTUMPOBATb COOTBETCTBME CUCTEMbI PapMaKoHAA30pa HeobXoAMMbIM CTaHAAPTaM KayecTBa Ha
KaXKAOW CcTaaun obOpalleHMA C COOBLWEHUAMM O HeXXenaTeNbHbIX peakuusax (Hanpumep, Ha TaKux
CTaamAX, KaKk cbop AaHHbIX, Nepeayda AaHHbIX, yNpaBAeHMe AaHHbIMU, KOAUPOBAHUE U AapPXMBUPOBAHME
OaHHbIX, BaANAALMA CNyYan, OLEHKA CAyYan, NoslyyeHne nocaeayowen nHpopmaumm n npeacraBieHune
WHOMBUAYANbHBIX COODOLWEHUI O HexenaTenbHbIXx peaKkuuax). COOTBETCTBME COXPAHEHHbIX AAHHbIX
MCXOAHbIM COOBLEHNAM W COODLLEHUAM, coaepKalWum WMHPOPMALMIO O NOCAeAyloWEeh OUEHKE,
cnefyeTr NPOBepATb C MOMOLLBIO MPOUeAypP KOHTPO/AA KayecTBa, KOTOpble AEeNatoT BO3MOMKHOM
Ba/IMAALMIO COXPAHEHHbIX AAHHbIX CONOCTaBAEHNEM C UCXOAHBIMW AAHHBIMU UAU UX M306paKeHUAMM.
B cBA3U C 3TUM cneayeT MMeTb NOCTOSHHbIN AOCTYN K AaHHbIM MePBOMCTOYHMKA (HAanpUmep, K MMCbMam,
Co06UIEHNAM, NONYYEHHbIM (MepeaaHHbIM) MO 3/IEKTPOHHOM NoYTe, 3anncaAM TenePpoHHbIX Pa3roBopos,
KOTopble coaepykaT NogpobHble CBeAEHUA O Peakunn) nam n3obpaxkeHUamM SaHHbIX UCTOUYHMKA.

7.1.5.2. MucbmeHHble COIN  [O0/MKHbI rapaHTMPOBATb YETKOE pacnpedesieHne poaen wu
06A3aHHOCTEN, ACHOCTb MOCTABAEHHbIX 3a4ay A4/A BCeX y4acTBylOWMX B paboTe ¢ uHpopmauueln o
He)KenaTeslbHbIX PeakUMAX Ha JIeKapCTBEHHble npenapaTbl CTOPOH. [o/iKHO 6biTb pa3paboTaHo U
BHEAPEHO TMOJIOXKEHNE O HaZ/eXKalleM KOHTpoJsie U Mpu HeobxogumocT 06 M3MEHEHMU CUCTEMBI.
[aHHoe TpeboBaHWe pacnpoCTpPaHAEeTcA Ha AeATeNbHOCTb, OCYLECTB/IEHME KOTOPOM Npou3BoauTcA no
KOHTPaKTy C TpeTbMMW CcTopoHamu, nucbmMeHHble COIl  KoTopbiXx cneayeT MpoBepATb, 4YTOObI
yaoctoBeputbea, 4yto Takue COIM  ABAAKOTCA COOTBETCTBYHOLWMMW UM OTBEYAKOT MNPUMEHAEMbIM
TpeboBaHUAM.

7.1.5.3. CnegyeT npoBoanuTb Hag/exauiee obyvyeHWe NepcoHana, KOTopblii HEMOCPeACcTBEHHO
OCYLLEeCTBASET AeATe/IbHOCTb N0 GaPMAKOHaAA30pY, A TaKkKe NepcoHana ApyrMx OTAEN0B, KOTOpble MOTYT
3aHMMATBCS NoJlyYeHMeM Uan 06paboTKoin coobLeHUt No 6e3onacHOCTM (Hanpumep, NoapasneneHus
Mo KAMHMYECKON paspaboTKke, NpogarkaM, MeaMUMHCKOM WHpopMaumu, topuanyeckon paborte,
KOHTPOJIlO  KayectBa) O6yyeHMe [O/PKHO MNPOBOAWUTLCA MO COOTBETCTBYIOWMM  pasfesam
3aKOHOAaTeNbCTBA M PYKOBOACTB B chepe papMaKoHaA30pa, a TaKKe BKIOYATb cneLmanbHoe obydyeHne
Mo BbINOJIHEHMIO 06PabOTKN OTYETOB.

7.1.6. Ocobble cutyaumm.

7.1.6.1. icnonb3oBaHWe IeKAapCTBEHHbIX MpPenapaToB BO Bpems BepeMeHHOCTM UAN KOPMAEHUS
rpyAbto.

7.1.6.1.1. bepemeHHOCTb.

Cnepyet obecneuntb nocseaylollee OTCAEXUBaHWE C/aydvaes, Koraa smMOBpMOH WAW MAo4 MOr
noasepraTbCcA BO3AENCTBUIO /JIEKAapPCTBEHHbIX CpeacTB (NocpeAcTBOM BO34EACTBUMA Ha MaTb MbBO
nepegayn leKapCTBEHHOro CpeAcTBa 4yepes3 cnepmy Moc/ie BO3Z4eNCcTBMA Ha oTua), 4tobbl cobpaTb
MHbopmaumio 06 ucxoae 6epeMeHHOCTM U BO3MOMKHOM BAMAHUM JIEKAPCTBEHHOro npenaparta Ha
pa3BuTUe pebeHKa. Ecnm peicteylowee Bewectso (MamM 1 U3 ero meTabonnToB) MMeET AJUTENbHbIN
nepvos mMoNyBbiBeAeHUs, 3TO cnedyeT MNPUHUMaTb BO BHUMAHWE MNPU  OLEHKe BO3MOXHOCTU
BO34ENCTBMA /NIeKapCTBEHHOrO MpenapaTa Ha nao4, B C/Ay4Yae ec/iM JIeKapCTBeHHbI npenapar
NPUHUManNcA 4o 3a4aTus.

Cne,u,yeT obecneunTb HaAMumMe MaKCMMAaJIbHO I'lOﬂ,pO6HbIX CBe,CI,EHMﬁ B COO6LLI,eHVIF|X o
BOBAG%CTBMM NEeKapCTBEHHbIX MPeNapaTtoB Ha OpPraHNM3ImM matepun U nNaoda BO BpemA 6epeN\eHHocm C
uenbo BO3MOXXHOCTU NpoBedeHNA OUEHKU I'IpM‘-IMHHO-C/'Iep,CTBeHHOVI cBA3M. [NAa OUEHKM TaKux



coobuieHnn MoryT 6biTb pa3paboTaHbl U UCMOAb30BaTLCA CTaHAAPTHbIE BOMPOCHMKM.

OTaenbHbIe CyYaun C HeXenaTesibHbIM UCXOA0M, CBA3bIBAEMbIE C BO3AENCTBMEM NIEKAaPCTBEHHOIO
npenapata BO Bpema 6epeMeHHOCTH, KNaccudULMPYIOTCA KaK Cepbe3Hble HexKenaTesbHble peakumm,
KOTOpble NOA/EXaT CPOUYHOMY PEMNOPTUPOBAHUIO B COOTBETCTBUM C TPEBOBaHUAMM MEXKAYHAPOAHbIX
[OroBOPOB M aKTOB, COCTaBAAWMX Npaso Coto3a, U 3aKOHOAATEIbCTBOM FOCYAapCTB-4Y/1E€HOB.

TaKkne cnyvyam BKAKOYALOT:
COO0bLWEHNS O BPOXKAEHHbIX aHOMAIUAX MU OTCTaBaHUW B Pa3BUTUM Y NA043 UK pebeHKa;
COO0bLWEHNS O CMepPTM NNo4a U CaMONPOn3BO/IbHOM abopTe;

coobuieHna 0 noJo3peBaembliX HexenaTesbHblX Peakumax Y HOBOPOXKAEHHOro, KoTopble
KNaccuduUUMpyoTca Kak cepbesHble.

He noaneskat cpoYyHOMY PenopTUPOBAHUIO TakMe UHble Clydan, Kak coobLieHMs O npepbiBaHUM
6epemeHHOCTM 6e3 yKazaHUAa MHGOPMaLMN O HAIMYUKU UM OTCYTCTBUWN BPOXKAEHHOIO NMOPOKa PasBuUTHS,
coobLeHNa 0 BO3AENCTBMM JIeKapCTBEHHOro npenapaTta Ha TedeHWe bepemeHHOCTM 6e3 AaHHbIX 06
ncxoae Um cooblLLeHUs, B KOTOPbIX coaepKuTcAa MHGOopMaLMA O HOPMaIbHOM UCXOAE, MOCKOAbKY B HUX
He COAEepP’KUTCA OAHO3HAYHOIO YKas3aHUA Ha HanMuMe NoAO03PEeBaeMON HexenatenbHoW peakuuu.
OAHako fAaHHble coobueHna cneayeT obpabaTbiBaTh TaKXe, KakK M ApyrMe cooblieHus o
He)enaTe/bHbIX PeakUuax Ha IeKapCTBeHHbIN npenapar.

B onpeaeneHHbIX cAyyasx Bce coobuleHMA O BO3AENCTBUWM JfIeKapCTBEHHOro npenapaTa Ha
OpraHM3M maTtepu U naoga BO Bpemsi 6epemMeHHOCTM MOTyT MoAJsieXKaTb CPOYHOMY PEenopPTUPOBAHMUIO.
[aHHoe TpeboBaHMe (ycnoBue) moxeT bbiTb BKAOYEHO B MYP 1, Kak NpaBuio, obycnoBAeHO Haandmem
NPOTUBOMOKA3aHUA MO MPUMEHEHMUIO JIeKapCTBEHHOIO MNpenapata Bo Bpemsa 6epemeHHOCTU WA ero
BbIPAXXEHHOW TepaToOreHHOCTbld M HeobxoaMMOCTblo 06A3aTeNlbHOro TLLATEeNbHOIO MOC/eAyHoLLEero
MOHWUTOPUHra 6He3onacHocTM (Hampumep, B OTHOLWIEHUM JIEKAPCTBEHHbIX CPeAcTB, MOAO06HbIX
TaNMAOMUAY, N3OTPETUHOMHY).

Cnep,yeT He3amea/nTeNIbHO YyBegoOMNATb YMNOJIHOMOYEHHblIE OpraHbl rocygapcrB-4a1eHoOB O
BblAB/IEHNN CUTHaA/1IA O BO3MOXHOM TepPaATOreHHOM 3¢¢EKTG (Hanpmmep, CUrHana O rpynne CxXoAHbIX
dHOMaJIbHbIX NCXO408B 6ep6MEHHOCTM).

7.1.6.1.2. KopmneHue rpyapto.

Cnegyet coobwatb O NOAO3PEBAEMbIX HeMenaTesbHblX pPeaKkuMsaX, KOTOpble BO3HWKAOT Yy
MNageHLEeB Noc/ie BO3AENCTBUA HA UX OPraHN3M IeKapCTBEHHOTO Npenaparta npu ero NPOHUKHOBEHUW B
rpyAHOe MOOKO.

7.1.6.2. Ucnonb3oBaHMe IeKapCTBEHHOTO NpenapaTta B NeAnaTpum U y NOXKUAbIX 04eN.

Cne,u,yeT npeaonpuHATb BCE BO3MOXHble mepbl 014 YCTaHOBNEHUA U YKa3aHUA BO3pPacCta UK
BOBpaCTHOVI rpynnbl nauyneHTa, eCanm O CAydae HexXenatenbHoro AGVICTBMH COO6UJ,aeT cneunanunct
CNCTemMbl 34pPaBOOXPaHEHUA, NaAUMNEHT WU I'IOTpEGMTeﬂb, ana Toro yTobbl UMETb BO3MOXKHOCTb
YCTaHOBWUTb NMNOTEHLUHMA/IbHbIE CUTHA/IbI NO 6630I'IaCHOCTM, CI'IeLI,VId)VI‘-IHbIe ana onpe,u,eneHHoﬁ BO3paCTHOﬁ
rpynnbl HacenexHuaA.

Ecnv Mcnonb3oBaHMe NeKapCcTBEHHOrO MNpenapaTta PacnpoCTpPaHEHO cpeau rpynn NaumeHToB, He
BK/IIOYEHHbIX B 0f06peHHyto OX/IM, BaXKHO, 4TOObI YNOJIHOMOYEHHbIE OpraHbl rOCy4apcTB-Y/IeHOB U
AepyKaTeNn pPerucTpaLMoHHbIX YAO0CTOBEPEHUI OCYLLEeCTBAAAM MOHUTOPUMHT N06bIX MNOCAeayoLMX
npobaem no 6e30MacHOCTU M MPUHUMAIM COOTBETCTBYIOLLME Mepbl Mo paboTe ¢ curHanamu ob 3Tux
npobnemax. [leprKaTenam PeErucTpaLMoHHbIX YAOCTOBEPEHMI U YNOJHOMOYEHHbIM  OpraHam
rocyfapcTB-Y4/IeHOB C/leAyeT MNOOLWPATb CMeunasncToB CUCTEMbl 34PaBOOXPAHEHUA COCTaBAATb M



npeacTaBnATb coobOLWEHMA 000 Bcex MNOAO3PEBAEMbIX HEXenaTeslbHbIX pPeaKkuuax, Aarke ecam 3Tu
peakuMmn MMeoT MeCTO cpeaun rpynn HaceNeHus, He BKAOYEHHbIX B 0400peHHY0 061acTb NpUMMeHeHNs
NleKapcTBEeHHOro npenapaTta cornacHo ero OX/M.

7.1.6.3. CoobleHna o nepeno3vMpoBKe, 3/10ynoTpedbaeHMU M HenpaBubHOM MNPUMEHEHUN
JIEKAPCTBEHHOrO Mnpenaparta, a TakKXKe 0 MeAMUMHCKMX OWWMOKax WUAM BO3AENCTBUM N1IeKapCTBEHHOIO
npenapaTa, CBA3aHHbIX C NPOPECCUMOHANBbHON AEATENBHOCTLIO.

B cnyyae ecnm nepepno3npoBKa, 3n10ynoTpebaeHne, HenpaBuAbHOE NPUMEHEHUE, MeAMULMHCKasA
oWwMnbKa MAM BO3AEWNCTBME NEKApPCTBEHHOrO nNpenapata, CBA3aHHble € NPo¢decCMOHANbHOM
OeATENbHOCTbIO, HE MPUBEAN K PA3BUTUIO HEXKENATENIbHOW peakuuu, CBEAEHUA O HUX He nogaerat
npoueaype CPOYHOro PenopTMPOBaHMA. ITU JaHHble ceayeT BHOCUTb B cooTBeTcTBytowmii NMOOE u MNYP
(ecnn npumeHmnmo). Ecnm pgaHHble cooblieHuA cogepkaT faHHble no 6e3omnacHoOCTH, BAMAOWME Ha
COOTHOWeEHNe "nosnb3a - pUCK" JNEeKapCTBEHHOrO MpenapaTa, O HUX CcheayeT yBeAOMAATb
YNO/JIHOMOYEHHbIE OpraHbl rocyAapcTB-4€HOB B COOTBETCTBMM C TpeboBaHMAMM 3aKOHOAATE/bCTBA
rocyfapcraa-yaeHa.

7.1.6.4. OTcyTCTBUE TEPaAneBTUYECKOM 3DEKTUBHOCTH.

CoobuieHna 06 OTcyTCTBUM TepaneBTUYEecKOM 3¢GEPEKTUBHOCTU CaedyeT perucTpmposBaTb WU
BbINOJIHATL MOC/AEeAyoWyo paboTy Mo MNoJiydeHMto MoJsiHOM MHPpopmaumu. JaHHble coobueHus, Kak
npaBuIo, He NodexaT CPOYHOMY PenopTMpPOoBaHMIO U yunTbiBatoTca B MOOB. B onpeaeneHHbIX caydanx
MOKeT noTpeboBaTbcA NpeacTaBneHne cooblueHnit 06 oTCyTCTBUKM TepaneBTUYeckon 3¢hdeKTUBHOCTU B
TeyeHue 15-aHEBHOro cpoka. K Taknm ciydasm OTHOCATCA OTCYTCTBUE TepaneBTUYecKon 3dpPeKTUBHOCTU
npu nNPUMEHEeHUN MNoA03PEeBaEeMOro JIeKapCTBEHHOro npenapata Ana nedeHua 3abonesaHuid,
NPeAcTaBAAOWMNX YrPo3y MU3HU (BKAKOYAA YrposKawlimMe 3KU3HU UHOEKUMOHHble 3aboneBaHus,
BbI3BaHHble YYBCTBUTE/IbHBIMW MWKPOOPraHM3mamu nMbo conpoBoXAatowmeca NoAsAEHUEM HOBOrO
YCTOMYMBOro WITaMMa MWKPOOPraHM3ma, paHee CYMTaBLIErocA BOCMPUMMUMBLIM), a TaKKe B C/yyae
€C/ NoA03peBaeMbIMU IeKaPCTBEHHbIMK NpenapaTamm ABAAIOTCA BaKLUMHbI U KOHTPaLENTUBbI.

[na BaKuMH cnegyeT coobwatb O caydyasax OTCyTCTBUA 3PEKTMBHOCTM, B 4YACTHOCTM, YTOOBI
BblAE/IUTb NOTEHUMANbHbIE CUTHAJbI O CHUKEHHON MMMYHOTEHHOCTU B NOATPYnne BaKUMH, CHUKEHHOM
UMMYHUTETE UAWN 3aMeLLeHUN WTamma. Takme curHanbl MOryT noTpeboBaTb OnNepaTUBHbLIX AENCTBUIA U
OaNbHENWero 3y4yeHns B MOCTPErnMcTPaLMOHHbIX UCC/Ief0BaHUAX 6e3onacHoCTU.

7.1.7. CpoyHoe npeacTaBieHUe MHANBUAYANbHbIX COOOLLEHUI O HeXKenaTesbHbIX pPeakuuax u
WMHOMN MHPopMaLMM No 6e30MacCHOCTM IeKAapPCTBEHHOTO Npenapara.

MpeAacTaBAEHWIO B YNONHOMOYEHHbIE OpraHbl FOCYAapcTB-Y/1eHOB NoAAeXKaT TONIbKO coobuieHmaA o
He)kenaTeslbHbIX peakumax, npoluealive Banuaaumio. OTcHeT BpPemeHW BbINOJHEHMA npoLueaypsl
CPOYHOro penopTUpPoBaHMUA COOBLLLEHNIN HAYMHAETCA C TOrO MOMEHTa, Koraa MHGopmaLmsa, coaepKallian
MWHUMa/bHbIE  KpUTEpUM ANa  npeactasneHua  coobuleHua, cTana  AOCTynHa  Aep’kaTtenio
PerucTpaLmnoHHOro yAOCTOBEPEHUA (BKAOYaA MeAMUMHCKUX NpeacTasBuTenei u noapaavukos). ITa
JaTa cuMTaerca AaTon Hayana otcyeTa ("AeHb Honb").

Ecnv  pepkaTenb  pPerucTpauMoOHHOrO  YAOCTOBEPEHUS OTHAET 4YacTb [AeATeNIbHOCTM Mo
$bapmaKoHaA30py Ha ayTCOPCUHT, HEOBX0AMMO obecneynTb Haanune NPUHATLIX B popme NUCbMEHHOTO
AOKYMEHTa TOYHbIX MPOLEeAyp MK 3aKOUYEHHbIX COTNALIeHU O pasaeneHnumn obssaHHocTel B obnactu
dbapmaKoHaZ30pa MeXK4y ayTCOPCUHIOBOM OpraHusauuen (MMLOM) U aepskaTenem pervcTpaLMoHHOro
YAOCTOBEPEHUSI A/ BbINOSHEHUA 06A3aTeNbCTB MO MPEACTaBAEHUIO COOOLLEHMI O HeXKenaTesbHbIX
peakuuax B MosHom obbeme. [aHHble MNpouenypbl LOKHbI ONPeaensTb, B YaCTHOCTW, NPOLLEeCChl
obmeHa uHdopmaumeit no 6e30MacHOCTM /IeKAapCTBEHHOro npenapaTta, B TOM YMUC/e BpPeMEHHble
WHTepBasbl NpeacTaBneHna MHPopMaLnmM N 06A3aHHOCTb NPEACTaBAATb COOBLLEHMNA O HeXenaTebHbIX
peaKkumaAx B yNno/JIHOMOYEHHble OpraHbl rocygapcTs-4neHos. Cneayet usberatb 4y6AMpoBaHua nepeaayu
co0bLLeHNI B yNONHOMOYEHHbIE OpraHbl rocy4apCcTB-41eHOB.



B OTHOWEHMM MHANBUAYANbHBIX COOOLLEHNN O HEXKenaTe/ibHbIX PeaKUmsaX, ONMCAHHbIX B HAy4YHO-
MeAULMHCKOM nuTepatype, otcyeT BpemeHu ("AeHb HOAb") HauMHaeTcA C AaTbl yBEAOMIEHUA O
nybAnKaumm, copepaled MWHUMANbHYI WHPopMaumto. EcAM C ayTCOPCUMHIOBLIM NIMLOM  WAM
OpraHusaumen ycTaHOB/AEHbl [OrOBOPHblE OTHOLWIEHWA HA BbINOAHEHME MOWUCKA MO JIUTEPaATYPHLIM
WUCTOYHUKaAM U (M) cocTaBNeHMe COOBLLLEHNI O HeXenaTenbHbIX peakumnsax, HeobxoAnmo, YTobbl Bbian
odopmeHbl MUCbMEHHbIe NoAPObHbIE cornaweHua o pacnpegeneHnm obasaHHOCTEN, No3BosAoWMme
rapaHTMPOBATb, YTO AeprKaTesb PErmcTpauMoOHHONO YAO0CTOBEPEHUA CMOXKET BbINOAHUTL TpeboBaHuA
3aKOHOAATEeNbCTBA FOCYAAPCTBA-Y/IEHA NO PENOPTUPOBAHMUIO.

Ecan nonyyeHa gonosiHMTeNbHAA BaXkHaA MHdOpMaLMa O paHee npeacTaBieHHOM COObLLEeHUN O
HeXkenaTeNlbHOM peakuun, oTcHET BpeMeHW 408 COCTaBAeHUA nocieayowero coobueHns B OTHOLWEHMM
OaHHOM peaKuMM HauMHaeTcA 3aHOBO (TO ecTb CPOK NoAaun nocneayrollero coobleHmna oTcHUTbIBaeTCA
C [aTbl MOAYyYeHUA BaXKHOW nocnepytolleir uHdopmaumm). MNpu coctaBneHMM cOOBLLEHMA BaXKHOM
AO0NONHUTENbHOW MHbOPMaLMen cuuTaeTca HoBaa MeAMLUMHCKan UM agMUHUCTPaTUBHaA MHpopmauma
0 MNoAo03peBaemMolt HexenaTeNbHON peakumK, KoTopas MOMKeT OKasaTb BAMAHME Ha OUEHKY WM
ynpasaeHne cnyyaem UamM MOXeT U3MEHUTb ero KnaccuduKaumio No cTteneHu TAxKecTu. HecyllectseHHas
AONOoNHUTENbHAA UHPOPMALMA BKAOYaeT OBHOB/IEHHbIE KOMMEHTapUN OTHOCUTENbHO BbINOHEHHON
OLEHKU CNyYaes MAKU UcnpasaeHus Tunorpaduyeckmx onMboK B npeablayllem coobLeHnn o cayyae.

7.1.7.1. TpeboBaHMA NO CPOYHOMY NPEACTABAEHUIO COOOLLEHNN O HEXKeNaTe lbHbIX peakLumax.

[epaTtenm perncTpaumoHHbIX YAOCTOBEPEeHU B TedeHue 15 KaneHAapHbIX AHeN € AaThbl
MoNyYeHUA  AepaTesieM  PermcTpaumoHHOro  yAOCTOBEPEHUA  WAW  ero  YNo/SIHOMOYEHHbIM
npeacraBuTeIEM MUHUMAbHOM Tpebyemoi MHPOPMaLMN B COOTBETCTBUM C MYHKTOM 7.1.7 HacToAWwMX
MpaBun NpeAcTaBAAOT B YNOJHOMOYEHHbIN OpraH rocyaapcrea-usieHa:

COObLLEHNE O CEPbE3HON HeXKenaTeNbHON pPeakumMy Ha SIeKapcTBEHHbIM Npenapart, BbiABAEHHOW
Ha TEPPUTOPUM rOCYAapPCTBA-YNEHA;

COObOLEHNE O CepbesHOM HenpeaBuUAEHHON HeXenaTenbHOM peakuMn Ha NEeKapPCTBEHHbI
npenapar, BbIAB/IEHHOM Ha TEPPUTOPMAX UHBIX FOCYLAPCTB.

YCTQHOBNIEHHbIV CPOK PEMOPTUPOBAHWUA PACMPOCTPAHAETCA Ha MEPBUYHYIO U AOMNOJHUTENbHYHO
MHGOPMALMIO O HeXKenaTeNIbHOM peakLMn Ha IEKapCTBEHHbIM Npenapar.

B cnyyae nepeBoaa HexXenaTenbHOW peakL M U3 KaTeropumn cepbesHOMn HexKenaTebHOM peakumm
B HECepbe3HYID HeXKenaTeNbHyl peakuuio JaHHaa WHpopmauma [oMKHa 6biTb NpeacTaBiAeHa B
YNOAHOMOYEHHbIV OpraH rocyAapcTBa-yaeHa B TedeHne 15 KaneHaapHbIx AHEN.

7.1.7.2. Cnocob v popma npeacTaBaeHUn coobLEHMI O HeXenaTebHbIX peakumnax.

MHamBmnayanbHble cOOBLLEHMA O He)enaTeNbHblX peakuuAx AepKaTensm perncTpalmoHHbIX
YyO0CTOBEPEHUIA cneayeT NpeacTaBATb B YNOJHOMOYEHHbIM OpraH rocyapcTsa-yieHa B 3/1eKTPOHHOM
Buae. GopmaTt MHANBMAYANbHbIX COOBLWEHNA O HesKenaTesbHbIX peaKkuusax A0NKeH COOTBETCTBOBaTb
dopmaTy, YCTaHOBAEHHOMY PYKOBOACTBOM MexXayHapoaHON KOHpepeHUMU Mo rapmoHu3auumu
TEeXHUYECKMX TpeboBaHUI K NeKapCTBEHHbIM Mpenapatam Aaa MeaMUMHCKOro npumeHeHua (ganee -
ICH) "YnpaBneHue p[aHHbIMM MO KAMHUYECKON 6e30nacHOCTU. DNeMeHTbl AaHHbIX ANA nepegayn
coobLeHnn 06 MHAMBMAYANbHBIX CAYyYanX HexKenaTebHbIX peakumii" (E2B).

7.1.7.3. TpeboBaHWs NO CPOYHOMY MpPEACTaBAEHUIO WHOW WHPopMauMM no 6Ge30nacHOCTH
JIeKapCTBEHHbIX NPeNapaTos.

CpoyHOMYy MpeAacTaBAeHUIO B TedeHMe He 6osiee 15 KaneHAapHbIX AHEW NOANEXUT cieadytolasn
BaXKHasA uHdopmauma no 6e30MacHOCTH, KOTOpas MOMKET CBMAETENbCTBOBAaTb 06 M3MEHEeHUsX B
COOTHOLLEHNM "NoNb3a - PUCK" NEeKapCTBEHHOIO NpenaparTa:



npesbilweHne O)KMAHEMOVI 4aCTOTbl Pa3BUTUA CeEPbE3HbIX HeXXeNaTes/ibHbIX peaKu,Mﬁ, KOTOpoe
MOXET OKa3aTb B/IMAHME Ha COOTHOLWEHMe "Nosb3a - pVICK" NNeKapCTBEHHOrO nNpenapara,

OorpaHuYeHuMA B pacnpoCTpaHeHUM NeKapCTBEHHOro NpenapaTa, OT3bIB JIEKapCTBEHHOMO NpenapaTa
Cc PblIHKa, HenpoaneHue, dHHY/IMpOBaHUe nnn NPUOCTaHOBKa ,D,GVICTBVIFI perncTpaunoHHbIX
yO0CTOBEpeHUI (paspelleHnin Ha MapKeTUHT) Ha TeppuTopMAaX APYrUX TFOCYHapCTB MO MPUYMHAM,
CBA3aHHbIM C 6e3onacHocTblo U 3OPEKTUBHOCTBIO  JIEKAPCTBEHHOrO npenapaTta, a TaKxe
MHNUNNPOBAHHbIE YNO/THOMOYEHHbIMKN OopraHamu rocygapcre-4a1eHoOB N Aepxartenamum
perucTpaLmnoHHbIX YA0CTOBEPEHUIA AaHHOrO 1eKapCTBEHHOTO Npenapara;

BHECEHWE CYLLECTBEHHbIX M3MEHEHUI B PEKOMEHAAUMM MO MEeAULMHCKOMY MNPUMEHEHWUIO Ha
TEPPUTOPUAX APYrMX TFOCYAAPCTB MO MNPMYMHAM, CBA3AHHbIM C 6E30MacHOCTbIO JIEKAPCTBEHHOrO
npenapaTa;

npo6nema no 6E30ﬂaCHOCTVI, BblAB/1IEHHAA B XO04€ HEUHTEPBEHLMOHHOIO NOCTPErNCTPayUMNOHHOTO
nccnenoBaHnA, KAIMHMYeCKoro nccaneaosaHna nan JOKANHNMYECKOro nccneaoBaHuma;

AaHHble No 6e30MacHOCTU, KOTOpble YCTAHOB/IEHbI B pe3y/ibTaTe AeATe/IbHOCTU MO BbIBIEHUIO
CUTHa/la M MOTYT OKa3aTb B/MAHME Ha COOTHOLLEHME "Nonb3a - puUck";

npobnembl No 6e30MacHOCTU, CBA3AHHbIE C MPUMEHEHWEM JIEKAPCTBEHHOrO npenapata He B
cooTtBeTcTBUM ¢ OX/1MT;

npobaembl No 6e3onacHocTK, cBA3aHHbIE C OWMBOYHOM MHPopMaumein B OXM, UMM (N1B) nan
MapKMPOBKe /IeKapCTBEHHOTO NpenapaTa;

HefocTaTouHan 3GPEKTUBHOCTb JIEKAPCTBEHHbIX NPEnapaToB, MPUMMEHAEMbIX MPU NaToNormu,
NpPeacTaBAAIOLLIEN YrpOo3y XU3HM YesI0BEKa, a TaKMKe BaKUMH W KOHTpaUenTUBHbIX CPeacTB (uau ee
oTcyTCTBUE);

npobnembl no 6e€30MacHOCTM, CBA3aHHblIE C MWCXOA4HbIM  CbipbeM A8  MPOU3BOACTBA
NleKapcTBEeHHOTro NpenapaTa U (MAK) ero NocTaBkamm.

JaHHaa wuHdopmauma no 6e30MacHOCTM  NpeacTaBnseTcs B NUCbMEHHOM  Buae B
YNO/HOMOYEHHbIN  OpraH  rocyfapcTBa-yfeHa, Ha TeppuTopMM  KOTOPOro  3aperucTpumpoBaH
noao3peBaemMblit  NeKApPCTBEHHbINM  npenapat. [lpeacrtaBneHne  yKasaHHOM  MHboOpmaumn  no
6€30MacHOCTM MK 3PPEKTUBHOCTM SIEKAPCTBEHHOTO NpenapaTa cneayeT BblMONHATL He3amMeaIUTEeNbHO,
nocsne TOro, Kak O Hel CTaNo WM3BECTHO JeprKaTento PerucTpauyMoHHOrO yAOCTOBEPEHUA WAWU €ro
YyNoJHOMOYEHHOMY npeAacTaBuTento. B npepcrasnaemort nHGopmaummn cnegyer npuBecTM OMMCaHUe
BbllleyKa3aHHbIX AaHHbIX MO 6e30MmacHOCTU MAM 3GGEKTUBHOCTM MOAO3PEBAEMOrO JIEKAPCTBEHHOTO
npenaparta, AEWCTBMA WMAW Mepbl, Npegnaraemble B OTHOWEHUM MOAO03PEBAEMOr0 JIEKAPCTBEHHOTO
npenapaTta. YKa3aHHble acnektbl npoduaa 6e30macHOCTM NoaaerKaT BKAOYEHUIO B COOTBETCTBYHOLLME
pasgensbl MOOB nekapcTBeHHOro NpenapaTa n aHaAnsy.

7.2. C60p COOOLLEHNI O HeXenaTebHbIX PeakLmnaXx.

7.2.1. O6a3aHHOCTU roCy4apCTB-Y/IEHOB.

YNONHOMOYEHHbIE OpraHbl Ka*Xao0ro rocyaapcrea-yvsieHa gO1XKHbl pacnonaratb cucTemol c60pa n
perncTtpaumnm Bcex COO6LLI,eHMl7| O NMoao3peBaeMbIX HEXENATE/IbHbLIX PeEaKUMAX, KOTOPbIE BbIABNAKOTCA Ha
ero Tepputopun MU Ha KOTOpPble o6pau.|,a|0T BHMMaHUWE cneunmanncrtbl CUCTEMbI 34pPaBOOXPaHEHUA,
nauuneHThbl, I'IOTp€‘6MTe!'IM NN aepateanm permCtpaumMoHHbIX yAOCTOBEpEHMI‘;L

YNONHOMOYEHHbIE OpraHbl KaX40ro rocygapcrBa-yneHa OMXKHbI NPUMEHATb COOTBETCTBYHOLWME
mepbl  AnAa  noowpeHunAa cneunasnctoB CUCTEMbl 34PaBOOXPaHEHUA Ha cBoe TepputTopun K
npeacraBaeHuo COO6LIJ,€HVIIZ O noJo3peBaeMblX HeXenaTesibHbIX peakunAax Ha J/1IEKapCTBEHHbIE



npenapaTtbl B YNO/JHOMOYEHHbIA OpraH rocyaapcrsa-dneHa. Kpome TOro, yno/iHOMOYEHHbIN OpraH
rocyfapcrBa-yjieHa BrnpaBe HaNOMWUTb Ha CMeLuMasmMcToB CUCTEMbI 3[paBOOXPaHEHUA crneumasbHble
oba3atenbcTtBa MO NpPeACTaBAEHUID COOOLWEHMA O MNOA03PEeBaEMbIX HeKenaTesibHbIX pPeakuusx Ha
JIeKapcTBeHHbIE NpenapaTbl B YNOJHOMOYEHHbI OpraH rocyapcraa-y4aeHa.

B uensx ontummMsaummn npoueaypbl NpenctaBneHus MHOOPMaLMM O HexenaTesbHbIX Peakumuax
cTaHAapTHble Gopmbl 6/1aHKOB C BO3MOXHOCTBIO MX HEMOCPEACTBEHHOIO 3aMo/IHEHUA NOJ/Ib30BATENEM
OOJ/IKHbI HaxoAuTbcs B CBOBOAHOM AocTyne Ha oduuMasbHbIX CalTax YNoJIHOMOYEHHbIX OpPraHoB
(ynoNHOMOYEHHbIX OpraHM3aumii) B WMHPOPMALMOHHO-TENEKOMMYHUKAUMOHHOW ceTn "UHTepHeT"
BMecTe C WHpOopMaumelr 0 pas/IMYHbIX cnocobax npeacTaBiAeHUs MHPOPMALMM O MOLO3PEeBaAEMbIX
HexkenaTesIbHbIX PeakLmaX, CBA3aHHbIX C NPUMEHEHNEM NEKAPCTBEHHbIX MPENapaTos..

KoHcynbTaHTlAOC: NnpuMeyaHme.
A63au, NATbIN NognyHKTa 7.2.1 nyHKTa 7.2 BcTynuAa B cnny ¢ 1 nionHs 2016 roaa.

YNONHOMOYEHHbIMM OopraHamun rocygapcre-4a1eHoOB AOO01XKHO 6bITb 0becneyeHo BKIOYEHWE B
egnHYyIo 6a3y AdHHbIX HeXXenaTesibHbIX peaKu,Mﬁ rocyaapcCrB-41eHOB BCeEX COO6LLI,€HM171 O Cepbe3HbIX
HeXenateNlbHbIX peakuunAax, BbIABNIEHHbLIX Ha TEPPUTOPUAX TOCYyAapCTB-4/1€HOB, NpPeacCTaB/IEHHbLIX B
COOTBETCTBleLLI,VIﬁ yI'IO}'IHOMO‘-leHHbIﬁ OpraH rocyaapcrea-yv4seHa 1 oueHeHHbIX Kak Ba/iMaHblIE.

YNONHOMOYEHHbIM OpraHam rocyAapcTB-YNeHOB c/eayeT MNPUMEHSTb Mepbl  "BbliparkeHus
npusHaTenbHocTM" 3a PaboTy Mo NPeAcTaBAEHUIO COOOLEHUA O HeXenaTesibHbIX peakuuax, BKaoYas
npeactaB/eHMe penopTepam  AOMOAHUTENbHON WHbOPMaLUMM O  pe3ysibTaTax JdajibHenLlero
paccMOTPEeHUA COOBLEHNI O HeXKeNaTeIbHbIX PeakumMaX Ha 1IeKapCTBEHHbIE NpenapaTbl.

Mpu npeacraBAeHUM COOBLLEHUIA O HeKenaTeNbHbIX PeaKkUMAX Ha JeKapCTBEHHble mpenapathbl
AepXKaTeNiMN PerncTpaumMoHHbIX YAOCTOBEPEHUIA, YNOJHOMOYEHHbIE OpraHbl roCyAapcTB-4/eHOB, Ha
TEPPUTOPUAX KOTOPbIX MMeNa MecTo NoJo3peBaemas HeKesnaTe/NbHas peaKkuus, BNpaBe NpUBAEKaTb
AepKaTenen perucTpaLmoHHbIX YA0CTOBEPEHUIA K nocieaytolein paboTe No AaHHbIM COOBLEHUAM.

Kaxgoe rocygapctBo-yfieH A[O/KHO obecneynTtb, 4Tobbl €ro  Yno/NHOMOYEHHbIM OpraH,
OTBETCTBEHHbIN 33 KOHTPO/Ib O6pPalLeHMA NEeKApCTBEHHbIX MpenapaTtoB, 6bl1 MPOUMHPOPMMPOBAH O
noboi Nogo3peBaemMolt HexXenaTeslbHOMW peakuuu, Ha KOTopyr obpaTuaM BHUMAHWE CheuumanncTbl
noboro Apyroro opraHa rocygapCTBeHHOrO ynpaB/ieHUs, BEAOMCTBA, YYPEKAEHUA UM OpraHn3auuu,
OTBETCTBEHHbIX 33 6€30MacHOCTb MaLMEHTOB B AaHHOM FOCYAapcTBe, U YTobbl 3TU coobuieHma Bblan
npeacTaB/eHbl B HaUuMOHa/bHyl0 6a3y AaHHbIX. B ciyyasx Korga coobuieHus o nofo3peBaemMbix
He)kenaTesbHbIX peaKkuMax bbln HanpaB/ieHbl HEMOCPeACTBEHHO B MHble OpraHbl rocygapcTBEHHOro
ynpaBneHua, BeAOMCTBA, OpraHusaumMmM W (MaM) yupexkgeHua B [AaHHOM TOCy[apcTBe-u/ieHe,
YNOJIHOMOYEHHbBIM OpraH rocyfapcTBa-ysieHa, B MOJHOMOYMA KOTOPOrO BXOAWUT OCYLLECTB/IEHME
dapmakoHag3opa B chepe obpalleHns NeKapCcTBEHHbIX CPeACTB, AO/MKEH UMETb C HUMM COrnalleHus ob
obmeHe faHHbIMU, 18 TOro, YTobbl 3TU COOBLEHUS HaNPaBASAUCL B AaHHbIM YNOJHOMOYEHHbIM OpraH
rocyfapcrea-yneHa. YKasaHHoe TpeboBaHME pPACNPOCTPAHAETCS TaKKe Ha C/yYanm  pPasBUTUS
HexkenaTe/IbHbIX peaKLMit Ha IeKapCTBEHHbIe NpenapaTbl, KOTOPble ABUAUCH CAEACTBUEM MEAULIMHCKUX
OLINBOK.

7.2.2. 0653aHHOCTM AeprKaTesieil PerMcTpaLMoHHbIX Y40CTOBEPEHNN.

Kaxabln aepxaTenb perncTpauyoHHOro YAO0CTOBEPEHMA AONAXMEH YCTaHOBUTb U NOAAEPXHMBATbh
cuctemy cbopa M perncTpauum Bcex coobleHWin O NoAo3pPeBaeMbIX HexKenaTesbHbIX peakuuax Ha
NleKapcTBeHHble Mpenapatbl, KOTOPble MOCTYNalT B €ro pacrnopsMKeHUe Kak B pPaMKax CMOHTaHHOro
penopTUPOBaHUA CNeuManncTaMm CUCTEMbI 34PaBOOXPAaHEHUSA, NaLMEeHTaMMU UK NOTPEBUTENAMMU, TaK U
B Xo4e nNpoOBeAeHMA MOCTPEerncTpauMoHHbIX —UcCAedoBaHMIA.  [lepKaTenn  perucTpaumMoHHbIX
YOOCTOBEPEHUIA [ONXHbI CO34aTb MeXaHM3Mbl, obecneumBatolMe BO3MOXKHOCTb NPOC/AEKUBAHMUSA
coobLeHnin n nocnepytowein paboTbl C COOBLEHUAMM O HEXKeNaTeIbHbIX peaKkumsX.



06sA3aHHOCTL MO cOOpY CBEAEHUIM O NOAO3PEBAEMbIX HEXKENATE/IbHbIX PeaKUMaX AepyKaTensmu
PerncTpaumnoHHbIX YA0CTOBEPEHMIA PACNpOCTPaHAETCA B TOM 4YMCae Ha CooblieHua, oTHocAwMeca K
NNIeKapCTBEHHbIM MNpenapatam, BlageHne KOTOpbIMU HE MOXKET ObITb UCKAOYEHO NCcxoaAa N3 yKasaHHbIX B
COO6LLEHNN O NOA03PEBAEMOI HEXKENATE/IbHON PeaKUMM HA IEKapCTBEHHDIM Npenapat HauMeHOBaHMA
[AelCTBylOLLero BELWECTBa, COCTaBa, HOMepa napTuu, cnocoba BBeAeHUA, rocyaapcTBa NepBOUCTOYHMKA
WAW ToCyAapcTBa pa3BMTUA NOA03PEBAEMON HeXKenaTe/IbHOM peakuuu.

7.2.2.1. CnoHTaHHble coobueHus.

[ep:KaTennm perncTpaumoHHbIX YAOCTOBEPEHUI AOMKHLI PErncTPUMPOBaTb BCE CMOHTaHHbIE
Co0bLLEeHNA 0 NOA03PEBAEMbIX HEXKENATE/IbHbIX PEAKLMAX, BO3HUKAIOLWMX Ha TEPPUTOPUAX FOCYAaPCTB-
UNEHOB WAM 33 WX Npedenamu. TakuMe COObOLEHMA BKAKOYAKOT BCE CUIHaNbl O MOA03PEBAEMBIX
HeXkenaTesbHbIX PeakuusAxX, MOoJyYeHHble B 3/IEKTPOHHOM BUAE WAW  KaKUMWU-IMBO  Apyrvumu
noaxoAawmmmn cnocobamm. [epaTenn perncTpaumMoHHbIX YA0CTOBEPEHUA MOTYT MCMONb30BaTb CBOM
canTbl B MHPOPMaLMOHHO-TEIEKOMMYHMKALMOHHOM ceTn "UHTepHeT" ana coaeicteusa cbopy ceeaeHui
0 MNoAO3peBaemblX HexenaTesbHblX Peakuuax, MNPeaoCcTaBMB Ha HUX 6NaHKM Ans  3anosiHeHuA
COOBWEHNI O HesKenaTeNbHbIX peakuMaX WAM COOTBETCTBYIOLWME KOHTAKTHble AaHHble Ans
HenocpeaCcTBEHHOM CBA3M.

7.2.2.2. CoobuieHuna, nosy4eHHble Mo 3anpocy.

[epatenn perncTpaumoHHbIX YAOCTOBEPEHUI [OMXKHbI PErucTpupoBatb Bce coobuweHna o
Nof03peBaeMbIX HeXenaTebHbIX PeakUUAX, BO3HUKAOLWMX HA TePPUTOPUAX FrOCYAapCTB-4NEHOB UK 33
WX Npenenamm 1 BbIABNEHHbIX B XOAEe MOCTPErncTpaumMoHHbIX UccnegoBaHUin. B aaHHble coobuieHus,
Nosly4yeHHble MO 3anpocy, BXOAAT COOOLEeHUA, NOAyYeHHble NO pe3yabTaTam OpraHn3oBaHHoro cbopa
[aHHbIX, KOTOPbIN MHWULMUPYETCA, YNPaBAAETCA UAN GUHAHCUMPYETCA AEPKaTEeNAMU PEerncTpaLmoHHbIX
yaocToBepeHuit. [laHHble COODOLLEHNA TaKKe BK/IOYAIOT CBEAEHUA, NOCTYNUBLLME B XOL€e BbINOSHEHUA
HeMHTePBEHLMOHHbIX NOCTPEerucTpaLMoHHbIX uccnefoBaHuUM, nporpamm NCNonb30BaHUA
NeKapcTBEHHOTO Mpenapata B CBA3W C WCKAHOUMTE/bHbIMU 0OCTOATENBCTBAMM U3 COOBpaxkeHuU
COCTPafaHuA,  MepCcoOHaNM3UPOBAHHbLIX  MPOrpaMm  UCMOAb30BaHUA  He3aperncTpuMpoBaHHOMO
NeKapcTBEHHOTO NpenapaTa, APYrnx NPorpaMmm NOoAAEP:KKM NaLMeHTOB U MOHUTOPUHra 3abosneBaHuUi,
nporpamm noanepKKM nauneHtoB M cbopa MHbopmauumn 06 3PPEeKTUBHOCTU UAM NPUBEPHKEHHOCTU
NauneHTOB JIeYEHUIO, @ TaKKe BefeHNA peecTpos.

[JepskaTenm perucTpaLMoHHbIX YA0CTOBEPEHUI AO/MKHbI BHEAPUTb U MCMO/Ib30BaTb MEXaHU3Mbl
cbopa NosIHOM M BCECTOPOHHEN MHPOPMALLMM O CYyHanX NOL03PEBAEMbIX HEXKENATENbHbIX Peakuuii npu
NepBMYHOM COCTAB/IEHWM COODLLEHMI O MOAO3PEBAEMbIX HEXKeNaTesIbHbIX Peakuuax no pesysbraty
nonyvyeHnNA CNOHTAHHbIX C006I.Ll,eHl/Il7I O TaKuxX peakuunax B ULenax obecnevyeHNs BO3MOXKHOCTU
nNpoBeAeHWUA HaafeXkaleld OUEHKM COoobLEeHNa W BbiNoAHeHMA TpeboBaHMI MO  CPOYHOMY
pPenopTUPOBaHMIO B YNONHOMOYEHHbIE OPraHbl rocy4apCcTB-41eHOB (eCAn NPUMEHMMO).

7.2.2.2.1. CoobuieHus, Nony4yeHHbIe B X04e NPOBEAEHNA HEMHTEPBEHLIMOHHbIX UCCNEA0BaHMUNA.

Echn pgaHHble O nop,o3peBaeM017| HeXenatenbHOM peakunn nosiyd4eHbl B Xode BbINO/IHEHUA
HEUHTEPBEHLUMNOHHDbIX I/ICCI'IeAOBaHI/If/Jl, cneagyet pasgesibHO aHaIM3npoBaTb AdHHbIE I/ICCI'IE,CI,OBBHI/IVI co
C60pOM NepBUYHbLIX OAHHbIX HAaNPAMYIKO OT NAUMNEHTOB U CNeLnaInCTtoB CUCTEMbI 34PaBOOXPAHEHNA U
ncenegoBaHMAMUM C TaKUMK AVI3al7IHaMVI, KOTOpbl€é OCHOBAHbl HAa BTOPUYHOM UCMO/Ib30BAHUU OAHHbIX
(Hanpmmep, nccnenoBaHMA, OCHOBAHHbIE Ha nNepecmoTpe MegUUMHCKUX KapT WM 3N1EKTPOHHbIX
3anucem 34pPaBOOXpPaHEHUA, CUCTEMAaTUYECKKNE NepeCMOTpPbI NN METa-aHaﬂM3bl).

COO6LLI,€HVI€ COoCTaBaiAeTCcA, ecniun penoprtepom nnn Aepxartesiem perncTtpauynoHHOro
yOO0CTOBEPEHNA NpeanonaraeTcA Haan4dme, Kak MUHUMYM, BO3MOKHOM I'IpVILIMHHO-CJ'Iep,CTBeHHOﬁ cBA3n
C noao3peBaemMbiM NEKAPCTBEHHbIM NMpenapaTom. COO6LLI,eHMﬂ O HeXXenaTesibHbIX ABIEHUNAX, B KOTOPbIX
NPUYNHHO-CNeaACTBEHHAA CBA3b OLLEHNUBAETCA KaK COMHUTE/IbHAA, CheayeT BKAKOYaTb B 3aK/1OYUTENbHbIN
oT4eT 06 ncenenoBaHUN.



B OTHOLWEHMN HEMHTEPBEHLMOHHbIX UCCAEA0BaHUI C NEPBUYHbIM COOPOM AaHHbIX HaNpPsMYy OT
NauMeHToB W CMNeumnanmcToB CUCTEMbl 3paBOOXPaHEHUA NpeAcTaBAeHMI0 MnoaneskaT cooblleHua o
HeKenaTeslbHbIX PeaKkuMsax, B OTHOLIEHWW KOTOPbIX PEenopTep WAM AeprkaTesb pPerncTpalyoHHOro
YyO0CTOBEPEHMA NOA03PEBAET, YTO UMEETCA, KaK MUHUMYM, BO3MOXHAA NMPUYNHHO-CNeACTBEHHOM CBA3b
C NMoAo03peBaeMbIM JIEKAPCTBEHHbIM MpenapaTom. Mpoune coobLeHUs 0 HexXenaTeNbHbIX Peakumsx, B
OTHOLUEHUM KOTOPbIX MMEETCA MOA03PEHME, YTO OHM CBf3aHbl C JIEKAPCTBEHHbIMW MpenapaTamy,
KOTOpble He BXOAAT B YMC/IO UCC/IeAyEeMbIX SIEKAPCTBEHHbIX MPEnapaToB U B KOTOPbIX HE YCTAHOBJ/IEHO
B3aMMOAENCTBME C UCC/IeQyeMbiMU  NIEKAPCTBEHHbIMM Mpenapatamu, wucciaedoBaTensm cnegyet
HanpaB/ATb B YNOJIHOMOYEHHbIE OpraHbl FOCYAapCTB-Y/1IEHOB (€C/IM 3TO NPUMEHUMO).

Mpn npoBeAeHUN HEUHTEPBEHUMOHHbIX WCCNeAO0BaHMM, OCHOBAHHbIX Ha  BTOPUYHOM
NCNO/Ib30BaHMM OaHHbIX, NPeAcTaBAeHne COOOLWEHMI O BbIABASEMbIX HEXKeNaTesibHbIX peakumax He
TpebyeTcs. Bce gaHHbIE NO BbISIBAEHHbIM HEMXKENATENbHbIM PeakuMaM CYMMUPYIOTCA B 3aKNOYUTENIbBHOM
oTyeTe 06 MccnegoBaHUK.

[epxaTtenb perncTpaloHHOro yaAocToBepeHms Bnpase YyTO4HUTb TpeboBaHUA No NpeacTaBieHuto
COOBLLIEHNI O HEXKeNaTebHbIX PeaKUMAX B COOTBETCTBYIOLMX YNOJHOMOYEHHbIX OpraHax rocyaapcrea-
uneHa.

[lepsKaTeno  perucTpaumMoHHOro yAOCTOBEpeHMa ciedyeT cobnogaTb  3aKOHOAATENbCTBO
rocyfapcrea-usieHa, MPUMEHAEMOE K MPEACTaBNeHMIO COOBLEHNA O Caydaax MoA03peBaembix
HexKenaTesIbHbIX PeaKLMii B HE3aBUCUMbIE 3TUYECKME KOMMUTETbI rOCYapCTB-Y/1IEHOB U UCCNeA0BaTeNAM.

7.2.2.2.2. lNporpamma MCcno/ab30BaHNA NEKAPCTBEHHOrO npenapaTta B CBA3U C UCKAOYUTENbHbIMU
obcToATeNbCTBAMM M3 COOBPArKEHMIN COCTPaAaHMA, NepPCoHaNM3MPOBaHHasA NPorpamMmma MCrno/ib30BaHMA
He3aperncTpupoBaHHOro IeKAaPCTBEHHOrO Npenapara.

Ecnn aepxaTenb perMcTpaumoHHOro yaoCToBePeHNs NN Cneumnanmnct cMcTeMbl 34paBooXpaHeHNn
n3BelleHbl 0 (aKTe noAo3peBaeMOM HEXKeNaTeNbHOM peakuun Wan BbIABAAIOT NOA03PEeBaeMyto
He)kenaTeNbHYO peaKkuMio B pamKax npoBeAeHUs NporpaMmbl WCMO/Ib30BAHUA 1IEKAPCTBEHHOTO
npenapata B CBA3W C MUCKAKOYUTENbHbIMM OBCTOATENLCTBAMW U3 COOBPAXKEHUIA COCTpafdaHus Man
NepcoHanU3NPOBaHHOW MNPOrPaMmbl  MCMNOMb30BaHMA  HE3apPerucTPMPOBaAHHOIO  /1IEKAPCTBEHHOIO
npenapara, coobLLeHMA 0 HeXXenaTeIbHbIX Peakumnax NpeacTaBaAaoTCa cieayoWwmm obpasom:

B C/lyYae ecnu HexenatesbHasa peakums 6blia BbIABNEHA MyTEM aKTMBHOIO MOMWCKa, cnemyet
NPeacTaBAATb COOBLLEHNA TONbKO O HeXenaTeNbHbIX PeakuMaX, Y KOTOPbIX NPUYMHHO-CNeACTBEHHAS
CBA3b C NPMMEHEHNEM NOA03PEBAEMOrO SIEKaPCTBEHHOrO Npenaparta onpeaensaeTcs NepBoOUCTOYHUKOM
Co0bLLIEeHNA UK AepiKaTeNemM PerMcTPaLMoHHOro YA0CTOBEPEHMA KaK BO3MOXKHaA (Kak MUHUMYM). ITn
coobuieHnn cnegyeT paccMaTpuBaTbh KaK COOBLEHWMA O HeXenaTesbHbIX Peakumax, NoJyY4eHHbIX no
3anpocy;

B Cny4yae eCnn HeXkenatesibHaAa peakyunAa 6blna BbiAB/NEHA He nyTtem aKTUMBHOIo nOouCKa Wan
3anpoca, BCe HeXenaTtesibHble U HeENpeAHaMepPEHHbIE peakunn Ha ﬂEKapCTBEHHbIﬁ npenapart cheayer
paccmaTpuBaTb Kak COO6LLI,€HM‘/'I (0} I'IO,CI,OSpEBBEMOVI HeXKenaTeNbHoM peakuunu, I'IOI'Iy‘-IEHHOﬁ Heé no
3anpocy, n npeacrtaBnATb Kak COOTBETCTBYHOLLEE COOﬁLIJ,EHME.

7.2.2.2.3. Mporpamma noaaepku naLmnmeHTos.

I'Iporpanla noaaepKM naumMeHToB ABAAKTCA Pa3HOBUAHOCTbIO CUCTEM OPraHM30BaHHOIO c6opa
AaHHbIX, NPU KOTOPbIX AepXKaTe/lb PETMCTPAUNOHHOIO yaoCToBepeHUA co6mpaeT AaHHble, OTHOCALWLMECA
K  MCNONb30BaHUKO /1€KApPCTBEHHOIoO npenapaTa 601bLLNUMU rpynnamum naumeHtos. [lpumepamm
NOCTPENNCTPAUNOHHbIX MNporpaMmm nogaepXKn nauneHToB ABAAKOTCA Nporpammbl MOHUTOPUHTA
3860ﬂeBaHMl\;1, MOHWUTOPUHIa NaUnNEeHTOB, c6opa MHdJOpMaLI,MM O NPUBEPKEHHOCTN NAUNEHTOB N1IEe4EHUNIO,
MOHUTOPWUHIa B paMKax CUCTEM KOMNEHCaUunn (BO3MELLI,€HMF|).

Jonyckaetca nposegeHne akKTUBHOIO MOWUCKA HexKesaTesibHbIX peaku,m‘/'l B XoA4e BbINOJIHEHUA



Pa3/INYHbIX BMAOB CUCTEM OPraHM30BaHHOIO cbopa AaHHbIX, B 3TOM C/y4ae 3TU HeXKenaTeslbHble
peakuumn cnepyeTt yuMTbiBaTb KaK coobLieHMA, noaydeHHble no 3anpocy. OT4eTbl ciegyeT COCTaBAATb
TO/IbKO O HEeXKenaTesibHbIX PeakuMsax, B KOTOPbIX PENopTeEPOM WU AepyKaTesieM PerucTpauymoHHOro
YyO0CTOBEPEHMA NPUYMHHO-CeACTBEHHAA CBA3b YCTAaHOB/IEHA KaK BO3MOXHAA (Kak MUHUMYM).

B cnyyae ecivM B pamkax CUCTeMbl OpPraHM30BaHHOrO cHbopa AaHHbIX HeKenaTefNbHaa peakuus
6blna BbiABAEHAa He B MpoLECce aKTMBHOMO MNOWMCKa (3ampoca), Bce HeenaTenbHble W
HenpeaHamepeHHble peakuuMy Ha SIeKapCTBEHHbIM Mpenapat, KoTopble 6biin cooblieHbl AepKaTento
PEerucTpaLMoHHOrO  yAOCTOBEPEHUA  MeAMUMHCKMUM  PaboTHMKOM  WMAM  MNauueHToM, cieayeT
paccmaTpuBaTb Kak coobuieHuAa O MoAyYeHHOW He No 3anpocy NoAo3peBaemMoli HexkenaTeslbHOoM
peakuumn 1 NpeacTasnaTb coobLieHne COOTBETCTBYIOWMM 06pa3om.

7.2.2.3. CoobuieHunn, onybanKoBaHHbIE B HAYYHO-MeAMLUNHCKOM anTepaType.

Jdep:KaTensam  perncrpaumoHHbIX  YAOCTOBEPEHW  cledyeT  OCYLWeCTBAATb  MOHWTOPUHS
nybAnKauMin B Hay4yHO-MeAMLUMHCKON fnMTepaType BO BCEX FOCYAapCTBaX, B KOTOPbIX paspelleHo
NPUMeHeHNEe COOTBETCTBYIOLWLMX JIEKAPCTBEHHbIX MPEenapaTtoB, W NpeacTaBNATb OOHAPYMKeHHble
COObLLEHNA O HeXenaTebHbIX Peakuuax B YNOJHOMOYEHHbIE OpPraHbl rOCyAapCTB-4Y/€HOB COMNAcHO
TpeboBaHMAM MeKAYHAPOAHbIX LOTOBOPOB M aKTOB, COCTaBAAOWMX npaso Coto3a.

Cpo4YHOMY PENoOPTUPOBAHMUIO He MOoAJ/eNKaT c/iedylolme BbiBAEHHble MNPU  MOHUTOPUHre
nybAnKauMii  Hay4yHO-MEeAUUMHCKOW iTepaTypbl cooblueHna (MHGopmauma) O HexkenaTesbHbIX
peaKkumsax:

ecnn BnageHne nekapCrBeHHbIM npenapatom gepatenem pernctpaynoHHOro yagoctoBepeHumaA
MOXHO MNCKNKYNUTb Ha OCHOBAaHUWN YKA3aHHbIX B COO6LLI,EHMM HanmMmeHOBaHUK AEﬁCTByDMEFO BelwecTBa,
CocCTase, cnocobe BBeAeHUA, CTpaHe NnepBOUCTOYHUKA COO6LLI,€HVIFI nnn CtpaHe MnpoucxoxXaeHua
I'IO[],O3p€BaEMOf;I HexenatenbHown peakunu;

coobLeHNs Ha OcHOBe MHPOPMaLMKM Hay4yHbIX Nyb6AMKaLMiA, KOTopble NpeacTaBnaoT coboit
0606LeHHble aHaN3bl AaHHbIX M3 06LWenoCTyNHbIX 633 AaHHbIX AKX COAEPIKAT CBEAEHUA O NaLMeHTax
B BMAe Tabauy WMAW NOCTPOYHbIX MepeyucneHuid. [aHHbIM BUA Hay4yHbIX Nyb6AMKauui onucbiBaeT
He)KenaTtesibHble peakLMn, KOTopble Pa3BUBAIOTCA B rpynne NauneHToB, NPUHMMAIOWMX ONpeaeeHHbIN
JNIeKapCTBEHHbIM NpenapaT, C LeAblo BbISBJAEHUA WAM  KOJMYECTBEHHOW OUEHKM Yrposbl Ans
6e30MacHOCTU YenoBeKa, CBA3AHHOM C JIeKapCTBEHHbIM npenapaTtom. [JaHHble CTaTbM YacTO CBS3aHbl C
bapMaKoaNnaeMmonorMyeckMmm UcciefoBaHUAMMU, UX FAaBHOW Lefblo ABAAeTcA OOHapyKeHue uau
OLLeHKa onpeAeneHHbIX PUCKOB, KOTOpble MOMIM Obl MOBAMATb Ha COOTHOLWEHMe "nonb3a - puck"
JIeKapCTBEHHOrO NpenapaTa B Le/iom.

CBegeHna no 6e3onacHOCTM, NpeacTaBAeHHble B TaKMX HaydHbiX Myb6avKaumax, cneayet
paccmaTpuBaTh B COOTBETCTBYOWMX pasgenax NOOB M oHW A0AXKHbBI NPUHMMATLCA BO BHUMaHWE Npu
aHaNM3e BAMAHUA 3TUX CBeAEHUI Ha COOTHOLWeHWe "nosib3a - pUcK" NekapcTBeHHoro npenapata. O
nto6oi HoBoW MHbOPMaLMM NO 6e30MacHOCTU, KOTOPaA MOMKET MOB/AUATb Ha COOTHOLEHWe "nonb3a -
pUcK" NeKkapcTBEHHOro npenapara, clefyeT He3amea/IMTeNIbHO YBEAOMATb YNOJHOMOYEHHbIA OpraH
rocyfapcTBa-yseHa, Ha TepPUTOPUM KOTOPOTO 3aPErncTPMPOBAH JIeKapCTBEHHbIN Npenapar.

7.2.2.4. MNMopo3peBaemMble HexenaTesibHble peakuuu, cBA3aHHble C AedeKTom KavecTBa MU
banbCcPUUMPOBAHHBIMM IEKAPCTBEHHBIMM NPenapaTamu.

Ecnv coobuieHrMe O NOA03pEeBAEeMOM HeXKenaTeslbHOW peaKkuMu CBA3aHO C NpPUMEHEHWEeM
NeKapcTBeHHOro npenapata, ¢anbcuduKaumMa KOTOporo nogospesaetca /MB60 yCTaHOB/EHa, WM
NleKapCcTBEHHOTO  MpenapaTta  HeHaAdNekallero  KayectBa, [JaHHoe  cooblieHWe  MoAnexuT
pPenopTUPOBaHMIO (B C/lyyae OTHECEHUA ero K BaAMAHOMY COOBLLEHMIO).

B 3TUX cnay4asx B LeNAX oxpaHbl 06LLECTBEHHOIO 340P0BbA MOKET NoTpeboBaTbCcA NpoBedeHUe
TaKMX CPOYHbIX Mep, KaK OT3bIB C pblHKa 1 AepeKTHOM cepumn NekapcTBEHHOro npenapaTta uau 6onee.



JepXaTtenam pernctpauMoHHbIX Y40CTOBEPEHUI CreayeT MCNo/b30BaTb CUCTEMY, obecrneuynBatoLLyto
nposegeHve He3aMea/IMTE/IbHOM OLEHKM U paccnegoBaHWe  MNOAyYeHHoro coobuweHunsa o
NnoAo3peBaeMoi HeXenaTeNbHOW peakuuu, CBA3aHHOMW C ¢anbcMPUUMPOBAHHBIM NEKAPCTBEHHbLIM
npenapatom uam gedekTom KayecTBa JIEKapCTBEHHOMO npenapata. B cayyae noatsepXAeHMA Hannuuma
nedekta KayectBa TpebyercAa HesamegnuTesibHOe YBeAOM/IEHUE JeprKaTeNeM pPerncTpalmoHHOro
YO0CTOBEPEHNA HENOCPEACTBEHHOIO NPOM3BOAUTENA SIEKAPCTBEHHOMO Npenapata M YNOAHOMOYEHHbIX
OpraHoB rocyAapcTB-4/IEHOB.

7.2.2.5. Noao3peBaemas nepesada MHPEKLUMOHHOIO areHTa Yepes 1eKapCTBeHHbIM npenapar.

NHPEKLMOHHBIM areHTOM cyMTaeTcs 1060 MUKPoOpPraHnsm, BUPYC UAN MHPEKLUMOHHAn YacTmua
(Hanpumep, NPUOH, NPOTENH, NepeaatoLlMe TPAHCMUCCUBHYIO rybyaTyto sHLedanonaTmio), NaToreHHble
WY HenaToreHHble.

MopospeHue Ha ¢akT nepenauym MHOEKUMOHHbIX areHToB 4epes3 NeKapCTBEHHbIM npenapat
paccMaTpMBAETCA KaK Cepbe3Han HeenaTe/bHaa peakums, nogsexallan CPoYHOMY PenopTUPOBaHUIO B
cooTBETCTBMM C TpeboBaHMAMM 3aKOHOAATENbCTBA rocyAapcTs-uyneHos. [laHHoe TpeboBaHue
PacnpoCTPaHAETCA TaKKe Ha BaKUMHbI.

Mepepava BO36YyAMTEN WHPEKUMM MONKET MOA03PEBATbCA HA OCHOBAHUM  KAUHUYECKUX
MPM3HAKOB MM CUMMMTOMOB, a TaK¥Ke /1abopaTopHbIX Pe3y/abTaToB MCCAeA0BaHUM, YKasblBaOWMX Ha
HanuumMe MHdEKUMM Yy nNauMeHTa, NoABeprilerocs BO3AEUCTBUIO fleKapcTBeHHOro npenapata. Cneayet
yoenate ocoboe BHMMaHME OBHapyKeHUo UHbeKuuit uan Bo3byauteneit UHGEKUMM, O KOTOPbIX
nmeeTca MHPOPMaLLMK, YTO OHM CNOCOBHbI NepeaaBaTbhCcA Yepes IeKapCTBEHHbIM npenapar, HO NPu 3TOM
cneflyeT yumTbiBaTb TaK¥Ke U PUCK NOABAEHNA HEM3BECTHbIX BO3byauTenei.

OueHKy nofo3peBaemMolt nepefaynm MHPEKUMOHHOro areHTa nocpeacTBOM JIeKapCTBEHHOMO
npenaparta cneayeT NpoBOAMTb C 0CO60IM OCTOPOXKHOCTbIO U 0becneymBaTb, HACKOIbKO 3TO BO3MOMKHO,
pasrpaHuMYyeHne NPUUYUH UHOULMPOBAHUA (Hanpumep, UHBEKUMA UKW NPUEM), UCTOYHMKA UHEKUUK
(Hanpumep, KOHTaMMHALMA NEKapCTBEHHOro npenapaTa) M KAMHUYECKOrO COCTOSIHMA MNauMeHTa Ha
MOMEHT Mpeanosaraemoro MHGULMPOBaHUA (MMMYHOAENPECCUBHOE COCTOAHME WM NPeALIecTBYHOLLAA
BaKUMHaLuA).

MoaTteepAeHMe KOHTaMUHALMK (BKIOYAs HECOOTBETCTBYIOLLYIO MHAKTUBALMIO UK ocnabieHune
BMPY/IEHTHOCTU (aTTeHyauuio) BO3byauTenen MHGOEKUMM KaK aKTUBHbIX BeLLecTB) NoAo3peBaemMoro
JIeKapCTBEHHOTO MpenapaTta NoBbIWAET CTeMNeHb A0KA3aTeNbHOCTV Nepeaayuv Bo3byauTens MHPeKLmn u
NoA03PEHMA Ha Hannume gedeKTa KauecTBa IeKapCTBEHHOro nNpenapara.

7.2.2.6. Mepunoa mexay nogayeit 3asBNeHNA Ha rOCYAapPCTBEHHYIO PErUCTPALMIO IEKAaPCTBEHHOTO
npenaparta 1 NoiyYeHNEM yA0CTOBEPEHMA O ero rocy4apCTBEHHOW PerncTpaumm.

B nepvos BpemeHM Mexay MoJayen 3anBAEHMSA HA TOCYAAPCTBEHHYIO  pPerucrpauumio
NIleKapCTBEHHOro NpenapaTta U Mojsy4YeHWem yA0CTOBEPEHUA O ero rocyfapCTBEHHOM perncrpauuu y
AepyKaTens pPerucTpauyMoHHOro yAOCTOBEPEHMS MOMKET MOosABUTbCA MHOOPMALMA, U3MEeHAoLWan
COOTHOWeHWe "monb3a - pUCK" JleKapcTBEHHOro npenapata. B obAsaHHOCTM  geprKaTens
PEerncTpaunoHHOro yA0CTOBEPEHMS BXOAUT obecrneyeHme HesamMenMTeIbHOro NpeacTaBAeHUs AaHHOM
MHPOPMALMKN  YNONHOMOYEHHOMY OpraHy roCyAapCTBa-y/ieHa, KOTOPbIA MPOBOAUT 3KCMEPTU3Y U
perncTpaumio 1eKapcTBEHHOro Npenapara.

7.2.2.7. TMepuog nocne MNPUOCTAHOBNEHUA LOENCTBMA WAM  OT3blBa PErucTPaLMOHHOrO
YO0CTOBEPEHMA IeKapCTBEHHOMO NpenapaTa.

[epKatenb perncTtpaunoHHOro yAoCTOBEPEHUA AO0J/IKEH NpoaoaKaTb CO6VIpaTb cBegeHna o
noao3peBaeMbIX HeXXenaTe/ibHbIX peakunAax, CBA3aHHbIX C pPaCCMaTpuUBaeMbIM J1IeKapCTBEHHbLIM
npenapatom, nocne nNpuUoCTaHoOBNAEHUA I,Cl,el\/"ICTBMFl ero perncTtpaumMoHHoro yaocrtosepeHna C
BbIMO/IHEHUEM  PENOPTUPOBAHMNA B CAy4YaAX, KOTOpPble YAOBNETBOPAKT KpUTEPUAM CPOYHOIo



penopTMpoBaHuA.

B cnyyae o0T3biBa pPEerncTpauMoHHOrO YAOCTOBEPEHMA YMNONHOMOYEHHbIE OpPraHbl AOXHbI
MOHYXAaTb Aep)KaTena pPerucTpaumMoHHOro YAOCTOBEPEHUA MPOAOMKaTb cobupaTb CBeAeHMA O
nogo3peBaembIX HeXenaTeNibHbIX PpeakuMsax Ha JIeKapCcTBEHHbIM npenapaT (Hanpumep, 414 obaeryeHus
BbINO/IHEHUA OLLEHKW B C/lydae Pa3BUTMUA OTCPOYEHHbIX HexenaTesbHbIX Peakumnii uamM gasa nonyyeHus
PETPOCNEKTUBHbIX COOBLLEHWNI O HeXKeNnaTesIbHbIX PeakumaXx).

7.2.2.8. CocTaBneHne OTY4ETOB B NEPUOL Ype3BblYaliHbIX CUTYaUKil B chepe 34paBOOXPAHEHMS.

YpesBblyaitHaa cuTyauua B chepe 34paBOOXPAHEHMA - 3TO Yrpo3a Ob6LLECTBEHHOMY 34,0PO0BbtO,
odMLManbHO yCTaHOBAEHHAA BceMupHoOW opraHusaumeit 34paBooxpaHeHus. B cayyae ypessblvaliHOM
cuTyaummn B cdepe 34paBOOXPAHEHUA YNONHOMOYEHHblE OpraHbl BrpaBe BHOCUMTb MOMPaBKM B
TpeboBaHMA K perynspHOCTU COCTAaBEHUA OTYETOB O NOA03PEBAEMbIX HEXENATENbHbIX peaKkumax. Takue
NMONpPaBKM NPUHMMAIOTCA OTAENbHO A1A KaXKAOro C/y4an YpesBbl4aMHON CUTYaUMKN N U3BELLEHUA O HUX
pasmellaloTca  Ha oduUManbHbIX CaWTax YMNO/JHOMOYEHHbIX OPraHOB rOCYAAPCTB-Y/IEHOB B
MHGOPMALNOHHO-TENEKOMMYHUKALMOHHOM ceTh "MHTepHeT".

7.2.2.9. CoobuieHunA, OCHOBaHHble Ha CyAebHbIX MCKax B OTHOLWIEHMW Bpeda, MPUYNHEHHOTO
NPUMeEHEHMEM IeKapCTBEHHbIX NPenapaTos.

C cooblueHNAMM, BO3HUKaIOWMMM MO Pe3yibTaTam PacCMOTPEHMA CyAebHbIX MCKOB B OTHOLLIEHWUU
NPUMeHeHUA NIeKapCTBEHHbIX NpenapaTos, caeayeT paboTaTh Kak C COOBLLEHNAMM, NOAyYEeHHbIMKU 6e3
3anpoca. CneayeT npeactaBiATb COOBGLIEHMSA TOMbKO O HeXenaTenbHbIX peakuusax, B KOTOPbIX
penopTepomM UAM AepxkaTenem perncTpauuMoHHOro yA0CTOBepeHUA npeanonaraeTca Haanudme Kak
MWHUMYM  BO3MOMHOW  NPUYUHHO-CNIEACTBEHHOM  CBA3M  HEXenaTenbHoro  BO3AencTBMA  C
noAo3peBaembiM €KapCTBEHHbIM NpenapaTom. B aTux cayyaax HesameaMTenbHoe penopTUpoBaHue
OCYLLECTBNACTCA, eCAN CoobleHNe ya0BNETBOPAET KPUTEPUAM, YCTAHOB/IEHHbIM MENKAYHaPOAHbIMU
[0roBOpamMm M akTamu, coctasnaowmmm npaso Coto3a U 3aKoHOAaTeIbCTBOM roCy4apCTB-4Y/1eHOB.

7.3. MoAroToBKa MHANBUAYANbHbIX COOOLLEHN
0 HexKenaTesibHbIX pPeakumnax

7.3.1. Uudopmauma o nofo3peBaemMbiX, B3AUMOAENCTBYIOLUMX U COMYTCTBYIOLWLMX IEKAPCTBEHHbIX
npenaparax.

B cooblieHnM 0 HexenaTesibHOW peakuumn cnedyeT yKasblBaTb HaMMEHOBAHWA MOA03PEBaAEMbIX,
B3aMMOZENCTBYIOLWMX M (MAN) CONYTCTBYIOLWMX NEKAPCTBEHHbIX NPENApaToB, UX PEXUMbI 403MPOBaHNA U
4aTbl Hayana M OKOHYaHWA Tepanuu. [nA KOMBUHMPOBAHHLIX NIEKAPCTBEHHbIX NpPenapaTos, KoTopble
cogep:kat 6onee oAHOro [AeNCTBYIOWErO BeLWECTBa, HeOBX0AMMO OTAENbHO YKasblBaTb Kaxkaoe
AeNCTBYoLLEE BELWECTBO.

Ecnv B cOOBLLIEHNN OMUCbIBAaEMbIN Caydall HexenaTeslbHOW peakumMy yKasaH Kak CBA3aHHbIN C
TepaneBTUYECKMM KNAaCCOM JIEKAPCTBEHHbIX NMPernapaToB, Takoe COObLEeHME CYNTAETCA HEMOHbIM U He
OTBEYAET KPUTEPUAM HE3aMEL/IUTEIbHOTO NPeACTaBNeHUA B YNOJHOMOYEHHbIE OpraHbl. B aTom cayvae
JIML0, OTBETCTBEHHOE 33 NpeACTaB/ieHne CoobLWEeHMA B YNONHOMOYEHHbIE OpPraHbl rocyAapcTB-4/IeHOB,
OOMIKHO MPUHATL Heobxogumble mepbl Mo cbopy HeaocTatowel MHOOpPMALMM O MOAO03pPeBaeMOM
JleKapcTBEHHOM MpernaparTe.

7.3.2. Mopo3peBaeman HexXeaTelbHaA peaKkuma.

B COO6LIJ,EHI/II/I 0 HexenaTenbHom peakunn 0onxeH 6bITb YKa3aH B4 nan npuneegeHo onncaHue
nop,o3peBaeM0171 HexenatenbHom peakuyunu.

7.3.3. OnncaHne HexkenaTenbHoM peakunn n oueHkKa I'IpMLIVIHHO-CJ'Ie,EI,CTBEHHOﬁ cBA3N.



Ons Ka)kaoro oTaenbHoro coobuweHus npeactaBasieTcd BCA Mmerowancs uMHpopmauma no
pa3BMBLUENCA HexenaTeNbHOW peakumn. MHdbopmaumusa o pasBUTUM HeXKenaTesibHOM peakuuu A0/KHa
ObITb NpeacTaB/eHa B IOMMYECKOM U BpeMEHHOM NocneaoBaTe/IbHOCTU, B COOTBETCTBUM C XPOHOI0TMEN
M3MEHEHMA COCTOAHWA NaUMEHTA, BK/OYas KAMHMYECKOE TeyeHue, TepaneBTUYEeCcKne mMepbl, Ucxoq u
NosyYeHHylo nocseaytowyto nHoopmaumio. OnmcaHne A0MKHO ObiTb BCECTOPOHHMM UM BbICTYNaTb Kak
CaMOCTOATE/IbHbINM MEAULIMHCKUIN OTYET, CoAepKallMini BCE U3BECTHbIE BaXKHble KINMHMYECKME AaHHble U
CBA3aHHble C HMMU cBeaeHus (nabopaTopHble, AMArHOCTUYECKME W UHble CcBeAeHuA), BKAo4as
XapaKTEPUCTUKY MaUMeHTa, AeTanu3aumio NedYeHus, UCTopulo 60ne3HU, KAUHUMYECKoe TeyeHue
NpoAB/MEHWUN, AMATHO3, HEXKENATE/IbHbIE PEAKLMN U UX UCXO/, BaXKHble labopaTopHble AaHHble 1 1tobyio
Apyryto MHbopmaumio, KOoTopas MNOATBEPXAAeT MAW ONnpoBepraeT NoAo3peBaemble HexenaTesbHble
peakumn. JonkHbl ObiTb 0606LLEHbI Ba*KHble Pe3y/NbTaTbl BCKPbITUA WAWU pPe3ynbTaTbl NOCMEPTHOTO
nccnefoBaHus (ecan NpUMeHNMO).

YNONHOMOYEHHbIE OpraHbl roCcygapcCrB-471€HOB U AepXKaTe/n PerncTtpaumnoOHHbIX y,CI,OCTOBepeHMﬁ
Bnpase CcAennaTb KOMMEHTApPUM B OTHOLWUEHUU XapaKTepa U OLEHKK ﬂpVI‘-IMHHO-Cﬂe,CI,CTBEHHOﬁ cBA3Nn
meXxay nogo3peBaeMbiM /IEKAPCTBEHHbIM NMpPenapaTtom “ HeXenatesbHoOM peaKumeVl AONO/THUTENIbHO K
oueHKe I'IpM‘-IVIHHO-C/'IEACTBEHHOVI CBA3UN, KOTOPYHO cAeNan NeEPBOUCTOYHUK (penopTep), €C/11 3Ta OUEeHKa
npeacraBieHa.

7.3.4. Pe3ynbTaTbl aHAIN30B U MHCTPYMEHTA/IbHbIX UCC/IeA0BaHUN.

B onucaHuuM HexenatenbHOW peakuuun cneayeT GUKCMPOBaATb Pe3y/ibTaTbl aHA/IM30B U Npoueayp,
BbINOJIHEHHbIX C LIE/bl0 AMATHOCTUKM WAWU MOATBEPNKAEHUA peakuuu (ABneHus) (BKAoYas aHanusbl,
npoBeAeHHble AN UCCNeA0BaHMA NPUUMHBI, HE CBA3AHHOM C IEKAPCTBEHHbIM NMpenapaTom (Hanpumep,
ceposiorMyeckMe aHaausbl Ha WMHGOEKUMOHHbIM renaTUT Npu NOLO3PEHWM Ha renaTuT, BbI3BaHHbI
NeKkapcTBeHHbIM npenapaTtom)). CnepyeT cooblaTb O MONOKUTENbHbIX W 06 OTpUUATENbHbIX
pesynbTaTax aHaM30B U MHCTPYMEHTAbHbIX UCCIef0BaHMM.

7.3.5. Nocnepgytowan nHbopmaums.

OTnpaBuTeNto COOBLLEHMA O HEeXenateNbHOW peakuuu crieayeT HanpasasTb MNOCAeAYHOLLYHO
MHPOPMaLMIO MO HeXKenaTesbHOW peaKkuuu He3amen/IMTe/IbHO, €CNu MoJiyYyeHa HOBas BaXKHasA
MeANUMHCKaa uHopmauma. BaxkHasa HoBasa WHopmauuma oO3HayaeT B TOM 4ucae HOBble
Nof03peBaeMble HEXKeNaTesibHble peakLuu, U3MEeHEHUE B OLEHKe MPUYMHHO-CIeACTBEHHOW CBA3U U
nobylo HoBylo MHPOPMALMIO WAW OaHHble 06 M3MEHEeHWW nepBOHaYyaNbHOW (MpealecTByIOLWEN)
MHPOpPMaLMKN O C/iyyae, eCiM OHWU BAWAIOT Ha MEAWMUMHCKYIO OLLEHKY HeXKenaTe/ibHOM peakuuu.
NoeHTUdMKaumMa Ba*KHOM HOBOM WHboOpMaLun, Tpebytoweld CPoOYHOro pPenopTUPOBaHMA, Bceraa
HYyXXJaeTcA B MeANUNHCKOM 3aK/TIl04eHUMN.

CneayeT yuMTbiBaTb KaK 3HaAYMTE/bHble M3MEHEeHUA MHOOPMALMM O HeXKenaTesbHbIX peaKkumsax
nobble cUTyauum, NpU KOTOPbIX MO OTAE/NbHbIM C/AYYaaM HeXKenaTeNbHbIX Peakuuii Npomucxogut
NOHMMEHME KPUTEPUEB CEPbE3HOCTM U  (MAM) OUEHKM NPUYUHHO-CNEACTBEHHOW (Hanpumep,
nocneayouwan wuHbopmaumMa nNPUBOAUT K W3MEHEHUIO KPUTEPUEB CEePbEe3HOCTU C CepbesHOoM
HexkenaTe/IbHOW peakumMn Ha HecepbesHy MAM OLEHKa MPUYMHHO-CIeACTBEHHOM CBA3WM M3MEHAETCA C
nmeloLwein Kakon-nMbo ypoBeHb B3aMMOCBA3M Ha COMHMUTE/IbHYIO B3aMMOCBA3b) U co0bLWaTb O TaKMX
CNyyanx cornacHo TpeboBaHMAM K CPOYHOMY MpPEeACTaBAEHUIO MHPOPMALUM O HeKenaTesbHbIX
peaKkLumsXx.

B cnyyae ecnum nocneayowas wMHGOPMaUMA  BHOCUT HE3HAuuUTesIbHble W3MEHeHWs B
nepBOHaYa/ibHble AAHHbIE U OLLEHKY HeXKesaTe/IbHOM Peakumn, OHa He NOA/IEXUT HesaMeLINTeIbHOMY
npeactasneHvio. Kak He3HauuTesbHble W3MEHEHMA PAcCMaTPUBAOTCA WM3MEHEHWA OTAE/bHbIX
XPOHONOIMYECKMX AAT B MPOLECCE OMUCAHUA U OLLeHKM HEeXKenaTeNbHOW peakumu 6e3 BAMAHMA Ha
OUEHKY nMbo nepepady cayyas WaM UCMPAB/EHUA OMeYaToK B npenplaylieit Bepcuu cayyas. Cnegyet
TEM HE MeHee NoYyYUTb MegULMHCKOE 3KCMepTHOE MHEHWE OTHOCUTENbHO 3HAYMMOCTU NoCaeayoLLei
MHPopMaumMK, Tak Kak ¢opmanbHana oOUeHKa ABAAETCA HeAOoCTaTOYHOW (Hanmpumep, M3MeHeHue B



coobLLeHNN O HexenaTebHOM peakumm AaTbl POXKAEHUA NauMeHTa npeacTasaneT coboli cylecTBeHHoe
M3mMeHeHWe WHPopMauMK O BO3pacTe MauMeHTa, ecan MNPUBOAMT K NepeHocy WHGopmauum o
HexkenaTe/IbHOM AeNCTBUM NeKapCTBEHHOrO NpenapaTta Ha MHYI0 BO3PacTHYIO rpynny nauneHTos).

7.3.6. AHHyIMpOBaHue cay4aes.

AHHY/IMPOBAHHbLIN CAYyYal - 3TO cAyyal, MHGoOpMaLMio 0 KoTopom Bosiee He cneayeT yunTbiBaTb B
npoueaypax oueHKU. AHHYMPOBaHME BbINOAHAETCA, ecnn 6bin10 06HapYKeHO, YTo BCA MHPOPMALMA O
cnyyae aBnAeTcA oWwMbOYHON NaK B cnyvae Ay6aMpPOBaHUA OTYETOB O C/lyYae HEXenaTeNbHOM peakLmu.
Mpouecc aHHYAMPOBAHMA CyYana BbINOAHAETCA NOCPEACTBOM YBEAOMIEHUA OTNPABUTENEM MNOydaTens
O TOM, 4YTO cay4ya bosee He paccMaTPMBAETCA KaK AencTBUTENbHbIN. OAHaKo cooblieHMe npu 3Tom
cnefyeT COXpaHUTb B 6a3e AaHHbIX papMaKkoHaA30pa OTNpaBuTens.

KoHcynbTaHTlAKOC: NpumeyaHue.
MyHKT 7.4 pasgena 7 sctynun B cuny ¢ 1 nioHa 2016 roaa.

7.4. CoTpyAaHU4YecTBo co BcemmpHo
opraHu3aumeln 34paBooxXpaHeHus

YNo/HOMOYEHHbIMM OpraHamMM rocyZapcTB-4neHoB obecneymBaeTcs perynsapHoe npeacraBiaeHue
COOBLEHNI O BbIABNIEHHbIX HAa WX TEPPUTOPUAX M NOJO3PEBAEMbIX HEXKenaTesbHbIX Peakumax Ha
NeKkapcTBeHHble npenapatbl B COTpyAHWYAOWMI LEeHTP BcemMpHOWM opraHn3aumm 34paBoOXpaHEHUSA C
LeNblo BKAKOYEHMA MHPOPMALMK 06 3TMX Cnydanx B 6asy AaHHbIX HEXenaTe/bHbIX peakunin BcemmpHoli
OpraHM3aLMm 34paBOOXPAHEHNA.

8. MNepurogmnyeckuint 06HOBASEMbIN OTYET NO BE30MNaCHOCTH

Mepuoamyecknin obHoBAAeMbIlt oTYeT no 6esonacHoctn (MOOB) npeacTaBaseT coboit AOKYMEHT
no ¢apmakoHag30py, KOTOPbIM MO3BOJISET AEpPKaTeso PErMCTPaALMOHHOIO YA0CTOBEPEHUA NPeaCcTaBUTb
OLLEHKY COOTHOWeEHUA '"monb3a - pUCK" NleKapCTBEHHOro mnpenapaTta Ha OnpefeneHHbIX 3Tanax
NOCTPErucTpaumnoHHOro nepmoaa.

YNONHOMOYEHHbIMM OpraHammn rocy4apcTB-Y41eHOB A0/IKHA BbINOAHATLCA oueHka [MOOb ¢
YCTAaHOBNEHMEM BO3MOXHbIX HOBbIX BbIAB/NEHHbIX PUCKOB U UX BAMAHWUA HA OLEHKY COOTHOLIEHMA
"nonb3a - puck" nekapcTeeHHoro npenapara. Mo pesynbTatam oueHKn NMOOB ynonHOMOYEHHbIN opraH
rocygapcrea-ysieHa onpeaenset HeobXxoAuMMOCTb  BbIMOJIHEHMA  AafibHEMLIMX  UCCAeAO0BaHWUiMA
6e3onacHOCTN AN 3pPeKTUBHOCTM NEKaPCTBEHHOrO Npenaparta, NPUMEeHEHUsA TeX UAU UHBIX AENCTBUN B
OTHOLUEHWM PErucTPaUMOHHOro CTaTyca JIeKapCTBEHHONO Npenapata MAM BHECEHMA U3MEHEHUIN B ero
OX/1MN B uensax obecneyeHUs ero NPUMEHEHUS NPU NPEBbILWEHMUM NONb3bl HAZ PUCKOM.

8.1. Llenn NOOB

8.1.1. OcHoBHoI1 uenbto MOOB sBnseTcA npeacTaBNeHME MCYEPNbIBAOWErO U KPUTUYECKOro
aHanM3a CooTHOLWeHMA "Nosb3a - PUCK" NeKapcTBEHHOro npenapaTa C y4eTOM BCEX HOBbIX AAHHbIX MO
6€30MacHOCTU U KYMYIATUBHOIO BAUAHWUA STUX AaHHbIX Ha npoduab 6e3onacHocTu U adpdeKTUBHOCTU
nekapcTBeHHoro npenapata. [OOB ABnAeTcA  MHCTPYMEHTOM  MOCTPErMCTPaLMOHHON  OLEHKMU
COOTHOLWEHNA "nosb3a - PUCK" NeKapCTBEHHOrO Mnpenapata Ha onpefesnieHHbIX 3Tamnax *KU3HEHHOro
LMK/ JIEKAapCTBEHHOTO npenapara.

8.1.2. lep:kaTeneM PerucTpaumoHHOro yA0CTOBEPEHUA A0/KHbI MOCTOAHHO BbINOJIHATLCA OLEHKA
M aHanu3 BAWAHWMA HOBbIX AAHHbIX Ha COOTHOWEHMe "nosb3a - pPUCK", NMPOBOAMTLCA MepeoueHKa
[JAHHOro NokKasaTend, a TaKKe onpeaensaTbcd HeobXoAMMOCTb ONTUMMU3ALMN COOTHOLIEHMA "NOMb3a -
puck" nytem BBedeHMA 3ODEKTUBHbIX Mep MO YNPaBAEHUIO PUCKAMM W WX MUHUMU3AUMK MNpU
BbIAB/EHMN HOBOW WHPOpMauma no 6e30MacHOCTM NEeKapCTBEHHOrO npenapata B Mpouecce ero



NoCTPErncTpaLuMoHHOro NpUMeHeHus.
8.2. MNpuHUMNbI OLEHKN COOTHOLEHUA "nonb3a - puck" B NOOB

OugeHKa cooTHoLWeHUA "nonb3a - pUck" f0NXKHA HOCUTb HEMPEPbIBHbIM XapaKTep Ha NPOTAXKEHUM
BCEro M3HEHHOMO UMKNA /IeKapCTBEHHOro npenapata B uenax obecneyvyeHWsa 3almTbl 340POBbA
HaceneHus M nosblweHna 6e30NacHOCTM NALMEHTOB NOCPEACTBOM peanu3aunm 3pPpeKkTMBHbIX Mep No
MUHUMM3AUMN pucka. MHPopmauma no 6esonacHocTn M 3dHEKTUBHOCTM SIEKAPCTBEHHOrO Npenapara,
cobMpaemas Ha nNPOTAXKEHUM COOTBETCTBYHOLLMX MNPOMENKYTKOB BPEMEHW, KOTOPbIE COCTABAAIOT
OTYETHblE MEpPMOAbIl, ABAAETCA OCHOBOM A/1A TaKOM OLLEHKM M aHanusa. OueHKa BKAOYaeT cneaytowme
sTanbl.

8.2.1. Kputnyeckuit aHanus Bcelr MHPopmaumMm no 6e30MacHOCTM, MOJIYYEHHOM 33 OTYETHbIM
nepuoga, c onpegeneHMem BO3MOMKHbIX BbIfBIEHHbIX HOBbIX CUTHAN0B, CBUAETE/NbCTBYHOWMX O HOBbIX
NOTEHUMANbHbIX MU UAEHTUPULMPOBAHHBIX PUCKax MO0 AOMNONHEHUM UHPOPMAUMEN 3TUX CUFHANOB
YKE UMEILLMXCA 3HAHUI NO paHee NAEHTUOULMPOBAHHBIM PUCKAM.

8.2.2. Kputnyeckoe ob6o06ueHne Bcelt NOAYyY4eHHOW 3a OTYETHbIM nepuod, MHPopmauum no
6e3onacHOCTM U 3PPEKTUBHOCTM NEeKAapCTBEHHOro npenapata (Kak B paMKax KAMHUYECKUX
nccnegoBaHU, Tak M MNMpU MPUMEHEHUM JIEKAapCTBEHHOro npenapaTa B MeAMUMHCKOW MpakTuKe) U
OLLeHKa BAUAHMSA 3TOM MHPOPMaALMM Ha COOTHOLEHME "Nob3a - pUCK" NeKapCcTBEHHOro NpenapaTa.

8.2.3. BbInosHEHME MHTErPanbHOrO aHasn3a COOTHOLWEHMA "Mosb3a - PUCK" HA OCHOBAHUM BCEX
KYMYNATUBHBIX AaHHbIX, HAYMHAA C AaTbl NEPBOM PErMcTpauyMu AeKapCcTBEHHOro npenapaTta AWM Aatbl
NepBoro paspeleHns Ha NPoBeAeHNEe UHTEPBEHLMOHHOMO KNIMHNYECKOTO UCCea0BaHMA B KAKOM-IMB0
M3 rocyaapcrs.

8.2.4. 0606wWeHMe MHPOPMALMM MO MEPAM MUHUMU3AUMKN PUCKA, KOTOPbIE MOTIN BbINOHATLCA
WM NNaHMPYOTCA.

8.2.5. OnpegeneHne nnaHa OUEHKM CWUFHANOB, PUCKOB W (MAM) NPeaNnosKeHnin no
AONONHUTENBbHBIM Mepam Mo GapMaKkoHaa3opy.

8.3. MpuHymnbl nogrotoskm NOOB

JepKaTenb pPerncTpaumoHHOro yAOCTOBEPEHMA AO0/KEH rotoBuTb eguHblit MOOB gna Beex
NPOn3BOAUMbBIX SIEKAPCTBEHHbIX MPENapaToB, COAEPKALLMX OL4HO U TO Ke AEeNCTBYIOLLEE BELLECTBO UK
OLHY M Ty e KOMOWMHALMIO AEeMCTBYIOWMX BELLECTB NO BCEM OA0OPEHHbIM MOKa3aHUAM AAA AaHHbIX
JIeKapCTBEHHbIX NpenapaTtos, cnocobam ux BBeAeHUA, GopmamM BbINyCKa U pexMmam A03UpoBaHuA. B
YaCTHbIX C/lyYasX MOMKET noTpeboBaThcA NpeAcTaB/ieHMe AaHHbIX N0 OTAe/IbHbIM NOKasaHuAM, dopmam
BbINyCKa, cnocobam BBEAEHUS WAM peXMMaM [03MPOBAHUA KaK oTaenbHoro pasgena MNOOB c
COOTBETCTBYIOLIMM OMUCAHMEM W aHA/NM30M acnekToB npoduns 6HesonacHOCTM M 6e3 NoAroTOBKU
otaenbHoro MNOOB. MoarotoBka otaenbHoro MNOOB moxeT 6biTb 0BOCHOBaHa B WUCKAOYUTENbHbIX
cnydasx (Hanpumep, nNpuM HaanuuMm GOPMbl BbIMYCKa C MOJIHOCTbIO OT/IMUYHLIMKU MOKa3aHUAMU K
MeAULMHCKOMY MPUMEHEHUIO IaHHOro IEKapCTBEHHOrO NpenapaTa oT Apyrux ero Gopm BbiNycKa).

8.4. Copepanune NMNOOB

8.4.1. NOOBb ponKeH BKAOYATb KYMYAATUBHbIE AaHHble, HAYMHAA C AATbl NEPBOM perncrTpauumn
NIeKapCTBEHHOrO MpenapaTta W BblAENATb HOBYD WHGOPMAaUMIO, MONYYEHHYO 33 OTYETHbI nepuoa,.
KymynaTMBHaa WHPopmauma paccmaTpuMBaeTcs npu nposedeHuMM obuweit oueHkM 6HesonacHocTu
NIeKapCTBEHHOIO NpenapaTta U MHTEerpMPOBAHHOM OLLEHKM ero COOTHOLWEHMA "Nob3a - pUCK".

MOOB ponkeH BKAtoYaTb 0b6o6WalOWYO MHOOPMaLMIO 060 BCEX WMCTOYHMKAX MOJYYEHUS
3HAYMMBbIX JaHHbIX N0 3GPEKTUBHOCTU M HE30NaCHOCTM SIeKAaPCTBEHHOTO NpenapaTa, KoTopble A0/KHbI



YUMUTBIBATLCA MPU BbINOJHEHNN 0YepeaHON OLLEHKN COOTHOLWEHUA "Nob3a - PUCK" 1 KOTOpble AOCTYMHbI
AepKaTento PerncTpaumMoHHOro yaoctosepeHua. YkasaHHana nHGopmauma BKAOYaET:

obobuatowyto MHbopmMaLMio O pesynbTaTax MeAULMHCKOTO MNPUMEHEHUS NeKapCTBEHHOro
npenapara:

AaHHblé CNMOHTAHHOIO PenopTUPOBaHUA,
AaHHble Me,D,VILI,MHCKOﬁ NNTEPATypbI;

AaHHble, NONyYeHHble B XOAE WCMNOJIb30BAHUA aKTUBHbLIX METOAOB MOHMTOPWHra (Hanpumep,
aHaNM3 BHYTPEHHUX NN BHELLHUX 6a3 JaHHbIX);

CUrHanbl No 6e30MacHOCTM, KOTOpble elle MPOXOAAT PacCMOTPEHME M OLEHKY AeprKaTenem
PerncTpaLnoHHOro ya0CTOBEpPEHNS;

MHGOPMaLMIO, NONYYEHHYIO OT MaPTHEPOB MO MAaPKETUHTY UK AUCTPUBLIOLINUK;
06061LatoLLYy0 MHOOPMALMIO O KNUHUYECKUX UCCAeA0BaHUAX:

0606lLeHNe AaHHbIX NPOAO/IKALLMXCA KANHUYECKUX UCCNedoBaHUN UAN MHbIX UCCNenoBaHWUi,
KOTOpble BbINONHAIOTCA AepaTenem PerucTpaumoHHOro yAOoCTOBEPEeHUs UAW ero npeactaBuTesem,
60 6bINK 3aBepLUEHbl B OTYETHbIM Nepuos;

[AaHHble TepanesTUYECKOro MPUMEHEHMA UCCeAyeMOro IeKapCTBEHHOro Npenapara;
AaHHble 06CcepBaLMOHHbIX MW 3NUAEMNONOTUYECKMX UCCNEA0BAHNN;

AaHHble uccneaoBaHMii NO OLLEHKE MCNO/b30BaHMA 1eKapCTBEHHOro Npenapara;
AaHHble AOKANHNYECKUX UCCNel0BaHUI (TOKCUMKONOMMYECKUX U UccneqoBaHni in vitro);

[laHHble KNNMHWUYECKUX UCCNeA0BaHMA, BbINOHAEMbIX MaPTHEPaMK AepsKaTeNns perncTpaLmoHHOro
YA0CTOBEPEHMA MO Pa3paboTKe UAKN Pa3MELLEHMIO Ha PbIHKE IEKAaPCTBEHHOTO NpenapaTa;

JaHHble  KJAWHUYECKUX WCCNef0BaHMIK, B KOTOPbIX Oblla  BbiiBNEHa HeLOCTATOYHas
TepaneBTUYecKas 3QPEKTUBHOCTb, YTO MOMKET OKa3aTb B/AMAHME Ha OLEHKY COOTHOLWEHMA "nosb3a -
pucK" NeKkapcTBeHHOro npenapara;

ob6ob6uwatoLyto MHGOPMALMIO U3 APYTUX UCTOYHUKOB:

[AaHHble, NOlyYEeHHbIE U3 UHbIX UCTOYHUKOB, MMEIOLLIMX OTHOLIEHUE K OUEHKE 3QDEKTUBHOCTU UK
6e30MacHOCTM IeKapPCTBEHHbIX NPenapaToB aHaI0rMyeckon papmakoTepaneBTUYECKON rpynnbl;

JaHHble WHbIX MOOB MAn oT4eToB MO 6€30MacHOCTM pa3pabaTbiBaeMbIX JIEKAPCTBEHHbIX
npenapaTos (Hanpumep, KOHTPAKTHbIX MAPTHEPOB MW MHULMATOPOB UCC/Ief0BaHUM);

BaKHY0 MHPOPMaLMIO, NONyYEeHHYO Nocne 3aBeplueHmsa noarotosku NOOB.

8.4.2. MOOBb pgonxeH BKAOYATL cegytowme pasgenoi.

8.4.2.1. TUTYNbHbIN ANCT, BKAOYAA NOAMNNCH MLA, OTBETCTBEHHOIO 3a noarotosky NMOOB.
8.4.2.2. KpaTtkoe nsnoxeHue (pestome) NOOB.

8.4.2.3. CogepkaHne NOOE B TabanyHom popmare.

8.4.2.4. BeegeHue.



8.4.2.5. PernctpaLMOHHbIN CTaTyC NeKAapCTBEHHOro npenapaTta B MUpe.

8.4.2.6. Mepbl, NpUHATbIE 33 OTYETHbIN Nepuod, B CBS3M C MOCTYNUBLUMMWU AAHHbIMU MO
6e30nacHOCTU IeKapPCTBEHHOTO Npenapara.

8.4.2.7. '3ameHeHUs, BHECEHHbIE B CMPaBOYHYO MHOOPMALMIO MO 6€30MaCcHOCTM IEKAPCTBEHHOTO
npenapara.

8.4.2.8. OueHKa Yncna naumeHTos, noasepruwnxca BO3AEVICTBVII'O NEKapPCTBEHHOrO nNpenapara:

a) 06u.|,ee 4YMCcno nauymeHToB, noaBeprunxca BO3,CI,EI\;ICTBMPO NNEKAPCTBEHHOIO npenapata B
KNNHNYECKNX nccnenoBaHmAx,

6) obliee uyMCNO nNaLMEHTOB, MNOABEPrLUMXCA BO3AEWCTBUIO J/IEKAPCTBEHHOro mnpenaparta Mo
AAHHbIM €ro NPUMeHeHMA Ha pPbIHKe.

8.4.2.9. 0606LWeHHble TabANYHbIE AAHHbIE:
a) cnpaBoyHasn MHGopmaLms;

6) 0606LLI,EHHaFI MHd)OpMaLI,MFI NoO Cepbe3HbIM HeEXeNaTe/NIbHbiIM peaKunAam, BblABZIEHHbIM B Xo4e
KTNMHNYECKNX MCCﬂe,ﬂ,OBaHMﬁ,'

B) 0606L1eHHas uHGopmMaLUUsa NO AaHHbIM NOCTPErUCTPaLMOHHOIO NPUMEHEHNS NeKapPCTBEHHOTO
npenapara;

8.4.2.10. Pe3tome 3HAYMMbIX [AAHHbIX, MOJIYYEHHbIX B XO4€ K/IMHUYECKUX UCCAedoBaHWUM 3a
OTYETHbIN Nepuoa;

a) 3aBepLUEHHbIE KNMHNYECKME UCCNEA0BaHMS;

6) NpoaoNKaloLWMeca KNMHNYECKME UCCAeA0BaHNS;

B) A/IMTENbHbIA NOCAeAYIOLMIA MOHUTOPUHT COCTOAHUA NaLNEHTOB;
r) MHOe TepaneBTMYECKOE NPUMEHEHUE IEKAaPCTBEHHOrO Npenapara;

[l) HOBble AaHHble no 6e30MacHOCTM MpPM WUCMO/b30BaHWM NEKAPCTBEHHOrO npenapaTa B
OUKCUMPOBAHHbIX KOMBUHAUMAX 4,03,

8.4.2.11. laHHble HEMHTEPBEHLMOHHbIX UCCNeA0BaAHUN.

8.4.2.12. [laHHble APYrMX KAMHUYECKUX WUCCNeAOBaHWA WM AaHHble, MNOJYYEHHblE W3 APYrUX
NCTOYHUKOB.

8.4.2.13. laHHble AOKJNHUYECKUX UCCNIel0BaHUN,
8.4.2.14. Ncnonb30BaHHbIE NCTOYHUKU UTEpaTypbl.
8.4.2.15. ipyrue nepmoanyeckme obHoBAAEMbIE OTYETbI MO 6€30MacHOCTU.

8.4.2.16. HepoctaTouHaa TepaneBTUYecKada 3PPEeKTUBHOCTb /IeKApCTBEHHOro npenapara,
YCTaHOB/IEHHAsA B KOHTPOIMPYEMbIX KIMHUYECKUX UCCe0BaHUAX.

8.4.2.17. BaxkHaa nHbopmaLms, Nosy4yeHHan nocne 3aBeplueHma nogrotoskm NOOB.

8.4.2.18. 0630p cUrHanoBs (HOBble, pacCMaTpPUBaEMble U 3aBepLUEHHbIe).



8.4.2.19. CurHanbl 1 oueHKa pucka:

a) oboblatoulan nHpopmaLma no npobnemam 6esonacHocTy;

6) oueHKa curHana;

B) OLLEHKA PUCKOB 1 HOBOM MHbOPMaLNW;

r) XxapaKTepucTuKa pUCKOB;

A) abdeKTUBHOCTL MepP N0 MUHUMMU3ALMN PUCKE (€CN OHU MPUMEHSANCS).
8.4.2.20. OueHKa nonb3bl:

a) BaXHasa 6asuncHaa nHbopmaumsa no apPeKTUBHOCTM IeKapPCTBEHHOTO NpenapaTa, NolyyeHHas B
X04e KNMHUYECKUX UCCef0BaHNN M MPUMEHEHUSA B MEAMULIMHCKOM NPaKTUKE;

6) HoBas BbiABNAEHHAaA WHPOpMaUMa No 3PPEeKTUBHOCTM, MOJYYEHHAA B XOA4E KAMHUYECKUX
nccnesoBaHUiA U MPUMEHEHUA B MEANLLMHCKON NPaKTUKE;

B) XapaKTepUCTUKA NO/b3bl.
8.4.2.21. IHTerpmMpoBaHHbIi aHaN3 COOTHOLEHMA "No/b3a - pUCK" No 0406pEeHHbIM NOKa3aHUAM:

a) UHTErPUPOBAHHbIN aHaNN3 B KOHTEKCTE COOTHOLLEHUA "Nonb3a - pUcK" (BKAKOYaA MeAULIUHCKYIO
NoTPebHOCTb M BasKHble aNbTepHaTUBbI);

6) oueHKa npoueaypbl aHaNM3a COOTHOLWEHMA "Nonb3a - puck'.

8.4.2.22. 3akntoueHune NOOBb n npegnaraemble nocnegyolme 4ENCTBUA B KOHTEKCTE CAeNaHHOM
OLLEHKMU.

8.4.2.23. NMpunoxeHuna k NOOB.
8.4.3. TUTYNbHbIN NNCT.

Ha TuTynbHOM snMcTe [O0NXKHblI ObiTb yKasaHMe Homepa [MNOOB (MOOB AonKHbI MMETb
nocneaoBaTeNibHyt0 HYMepaLmio), HAMMeHOBAHWE NIEKAPCTBEHHOIO NpenapaTta, MeXayHapoaHas aaTa
perucTpaumun, oT4eTHolM Nnepmog (nnMbo yKasaHue Ha BHeodepegHon nopagok nogavm NOOB no 3anpocy
YNOJIHOMOYEHHOrO OpraHa rocyAapcTBa-y/ieHa), AaTa COCTaB/JeHMA OTYeTa, AaHHble AepKaTens
PEerncTpaLMoHHOro yA0CTOBEPEHMA M YKa3aHUEe HAa KOHPUAEHUNANBHOCTb MHPOPMALLMK, BKIOYEHHOM B
MOOB. TutynbHbIA AncT NOOB gonxKeH 6biTh 3aBEPEH NOANUCHIO.

8.4.4. KpaTKoe usnoxxeHue (pestome) NOOB.

Llenbio KpaTKOro M3/0MKEeHUs codepaHuA ABNAEeTCA KpaTKoe npeactaBneHue B 0606LeHHOM
BMAE COAepsKaHUA U Hanbonee BaxHOW MHPopMaunn, cocTasasaowen NOOBb. JaHHbIN pa3gen OONKeEH
BK/1IOYATb CeaytoLyto MHpopmaumio:

BBeAeHne, ykadaHne Homepa oT4eTa 1 OTYETHOIO Nepmnoaa,

HanmMmeHOBaHME JN1eKapCTBEHHOINo npenaparta, d)apMaKOTepal'leBTMLleCKVIﬁ KNacc, MeXaHU3m
,EI,GVICTBVIFI, NOKa3aHMA K NPpUMeHeHUuto, d)opma BbIMNyCKa, A03a, cnocob BBeAEeHUA,

OLL€HKA KYMYJZIATUBHOIO BO3,CI,e[;1CTBMFI B XO04€e KAIMHN4YeCKux MCCﬂe,EI,OBaHMVI}

OLEHKa MHTepBana NOCTPErucTPaLMOHHOrO NPUMEHEHMA U KYMYISTUBHOIO BO3L4EMCTBMSA 3a 3TOT
MOCTPErUCTPALMOHHBIN NeproL;



nepeyeHb rocyZapcTs, Ha TEPPUTOPUAX KOTOPbIX Pas3pelleHO MPUMEHEeHUEe NeKapCTBEHHOro
npenapara;

0606LeHHas nHPopmauma ob oLueHKe COOTHOLWEHUA "nosb3a - puck";

NPUHATbIE U Npea/iaraemble AeNCcTBUA, CBA3aHHbIE C acnektamm npoduaa 6e3onacHoOCTH, BKAOYas
CYLLEeCTBEHHble M3MeHeHWA, BHeCeHHble B 6polwopy WUccnenoBaTeNAa Ha 3Tane  KAMHUYECKMX
nccnenosaHunin u 8 OXJ/1MN Ha NoCTperncTpaLuMoHHOM 3Tane, AU UHble Mepbl N0 MUHUMU3ALUKN PUCKA;

3aK/lo4yeHune.

8.4.5. Paszgen KpaTKoOro M3/0XEeHUs COAEpPaHWA OT4YeTa AO0J/IKEH COMPOBOXKAATbCA Tabauuen
cogeprkaHua MOOB.

8.5. TpeboBaHuMA K coaeprkaHuio Kaxaoro pasaena NOOB.

8.5.1. Pasgen MNOOG "BeegeHune".
BeefeHWe JO/IKHO COAEPKATD CAEAYIOLLYI0 MHbOPMaLMIO:
MeXayHapoaHan AaTa pernctTpaumm, oTYeTHbIM Nepuos U NOpALKOBbIA HOMEpP OTYeTa;

HanmMmeHOBaHME N1€eKapCTBEHHOrNo npenaparta, d)apMaKOTepaI'IEBTM‘-IECKMﬁ K/acC, MEXaHU3Im
AEVICTBMH, NOKa3aHUA K NPUMeHEeHUIo, cbopma BbIMNyCKa, 4034, cnocob BBEAEHUA,

KpaTKoe onucaHue I'IOI'IyﬂﬂLI,VIVI, KOTOpble NONy4atkoT fevyeHne C HasHa4YeHUeEM JIeKapCTBEHHOIO
npenaparta naun 61211 BKAOYEHbI B KNMHUYECKUNE nccnenoBaHuA;

KpaTKoe onncaHue u pasbAcHeHWe Ntoboi nmetowen oTHoweHue K Tpebyemolt nHbopmaummn B
MNMOOE, KoTopas He bbina BKAOYEHA B nogaBaembint MOOB.

8.5.2. Pazgen MNOOB "PerncrpauMoHHbIl CTaTyC IeKapCTBEHHOrO nNpenapaTa B mupe".

B paHHom pasgene MOOB ponxkHa ObiTb NpeacTaBneHa KpaTkaa o630pHaAa MHPopmauums,
BK/ItOYAIOLLLAs AaTbl NEPBUYHbIX PErMcTpaLmii B rocy4apcTBax, 04006 peHHble MOKa3aHUA K NPUMEHEHMIO,
3apernctTpupoBaHHble GOPMbl BbINyCKa U A03MPOBKM C YKa3zaHUEM AENCTBYIOLMUX PErncTpaumii Ha gaty
nogrotosku MNOOB.

8.5.3. Pasgen MOOB "Mepbl, NpUHATbIE 3@ OTYETHbIA Nepuos, B CBA3SU C AaHHbIMM NO
6e30nacHOCTU IeKapCTBEHHOTO Npenapara’.

B pasgene npeactaBAsetcA OMNMCaHME CYLLECTBEHHbIX Mep, MPUHATbIX YNOJHOMOYEHHbIMU
opraHamm rocyaapcCTB-Y1EHOB, JeprKaTesieM PerucTpalMOHHOrO  YAOCTOBEPEHUs, CMOHCOPOM
KNMHUYECKUX UCCNed0BaHUA, KOMUTETOM MO MOHUTOPUHIY M OLEHKEe AaHHbIX, KOMUTETOM MO 3TUKe Ha
OCHOBaHMWU AaHHbIX Mo 6e30MacHOCTU 3a OTYETHbIA Mepuoa, Kak B OTHOLUEHWMM MPOAO0/NKAOLMXCA
KNMHUYECKUX UCCNe0BaHWNIN, TaK U NOCTPErncTpaLMOHHOrO NPpMMEHEHUs, KOTopble:

OKasa/n cyulectBeHHOe B/NAHME Ha COOTHOLWlEeEHWne "nonbsa - pVICK" 3aperncTpnposaHHoOro
NNEKAapPCTBEHHOTIO nNpenaparta,

OKa3anu B/AUSIHWE Ha MPOBeAEHNEe KOHKPETHOro KAMHWYECKOro UCCNeA0BaHUA WM B LENOM Ha
nporpammy KJMHUYECKOM pa3paboTKuM leKapcTBEHHOro Npenapara.

B paszene fo/KHbI BbITb YKa3aHbl OCHOBAaHWA 418 MPUHATUA AaHHbIX MeP U NPU HEOBX0AMMOCTH
AOMNONHUTENbHAA MHPOPMaLMA (NpK HaAUUUK).

8.5.3.1. Mepbl, NpUHATbIE B OTHOWEHUW WCCAEAYEeMOro NEeKapCTBEHHOro npenapaTa, MOryT



BK/1IOYaATb:

a) oTKas B Bblgaye paspelleHns Ha MNpoBeAeHUME KANMHWYECKOro MUCC/e[0BaHUA MO acrnekTam
6e30MacHOCTM UM STUYECKUM BOMPOCaM;

6) yacTUYHasA MAM NOJIHAasA MPUOCTAHOBKA K/MHUYECKOro UccaeaoBaHMa AMB6O NoAHasA OCTaHOBKA
KNMHMYECKaA MWCCNefoBaHMA paHee MJ/aHMPYEMOro CpPOKa MO MNPUYMHE BbISBJAEHHbIX AaHHbIX MO
6e30nacHOCTU UM HeAoCTaTOYHOM TepaneBTUYECKon 3PPeKTUBHOCTY;

B) OT3blB UCCNeQyeMOro 1IeKapCTBEHHOIO Npenaparta UWin npenaparta CpaBHEHUA,

r) oTKas B Bblgaye paspelleHMA Ha MpPUMeHeHMe NOo MOoKasaHWK, ucciegyemomy B Xxoge
KIMHUYECKOTO UCC/e0BaHNA, BKAOYaA A06POBO/IbHbINA OTKa3s OT NoAaum 3a8B/IeHUA Ha PErMcTpaLmio;

A1) BBEAEHNE Mep N0 MUHUMU3ALIMKN PUCKA, BKAKOYaN:

W3MEHEeHUA, BHOCMMbIE B MPOTOKO UCCAea0BaHNA U 0ByCNOBAEHHbIe AaHHbIMKW No 6e30MacHOCTH
unn  3GPEKTUBHOCTM  (Hanpumep, MW3MEHEeHWe peKMma [03MPOBaHUA, U3MEHEHMS KpuTepues
BK/IOYEHUA WAW  HEBK/IOYEHMA, BBeAEHME [AONOJHUTENbHbIX MepP MO MOHUTOPUHIY CyObeKToB
nccnenoBaHuA, orpaHUYeHne NPOAOIKUTENbHOCTM UCCAeA0BaHUA);

orpaHn4yeHunA MCCI'IE,D,VEMOVI nonynaunn naun NMoKasaHui K NMPUMEHEHUIO!
N3MeHeHuA VIH(I)OpMMpOBaHHOI'O cornacuaA, ceA3saHHblIe C aCNeEKTaMuU I'IpOd)VI}'IFI 6e30I'IaCHOCTM;
M3MEHEHUA COCTaBa Z1IEKAaPCTBEHHOIO NpenapaTa;

AonosHuTenbHoe TpeboBaHWe YNOMHOMOYEHHbIX OPraHOB roCyAapcTB-41eHoB No ocobomy
nopaaKy npeacrasneHns nHpopmaumm no 6e3onacHOCTN NeKapcTBEHHOro nNpenapaTa;

cneunanbHoe MHd)OpMMpOBaHVIe Bpaqeﬁ-mccnep,OBaTeneﬁ N meanunmHCKnX pa6OTHMKOB;
nAaHWMpoBaHMe nposeageHNA HOBbIX VICCI'Ie,CI,OBaHVIﬁ No OUEeHKe aCnNeKToB I'IpOd)M/'IFI 6e3sonacHocTW.

8.5.3.2. Mepbl, NpPUHATbIE B OTHOLIEHUM 3aPErMcTPUPOBAHHOIO JIeKAapCTBEHHOro Mpenapara,
BKJIHOYAIOT:

a) OTKas B NPOA/IEHUN AENCTBUA PErmcTPaLmMOHHONO yA0CTOBEPEHUS;

6) NpMoCTaHOBKA WM OT3bIB PETMCTPALMOHHOTO YA0CTOBEPEHNS;

B) BBeAEHWe NaaHa No MUHMMM3ALMMN PUCKa, BKIOYanA:

CYLLECTBEHHbIE OrPaHNYEHMUA B PACNPOCTPAHEHNN UAN BBEAEHWNE UHBIX MEP MUHUMMU3ALLMN PUCKA;

CyL,ecTBeHHble n3meHeHus OX/IMM, KoTopble MOTYT NOBAMATL Ha NPOrpPammMy pPa3paboTKu, BKAOYAS
OrPaHWYEHUs MOKA3aHMI K HAa3HAYEHUIO UK TPYNN NaLMEeHTOB, KOTOPbIM Ha3HAYaeTCs JIeKapCTBEHHbIV
npenapar;

cneunanbHoe MH(bOpMMpOBaHllle MeaAUUNHCKNX pa6OTHVIKOB;

Tpe6OBaHME YNO/THOMOYEHHDbIX opraHos rocygapcCre-41eH0OB no nposeaeHUo
NOCTPErMCTPaunoHHOIro nccnegoBaHuA.

8.5.4. Pasgen MNOOB "MU3meHeHWs, BHECEHHble B CNPaBOYHYH MHPOPMaLMIO Mo H6e30MacHOCTM
JIeKapcTBEHHOro npenapaTta’.

B paHHOM pasgene nepeyvynmcnAaeTca MHd)OpMaLI,MFI obo Bcex CylWwecCTBEHHbIX WU3MEHEHUAX,



BHECEHHbIX B CNpaBoOYHYO MHPOopMauuto no 6e30nacHOCTM NeKapCTBEHHOro npenapaTa 3a OTYETHbIN
nepuod. J[laHHble CyWeCTBEHHble W3MEHeHMA BKAYalT B ceba uM3MeHeHMA B  pasaensbl
NPOTMBONOKa3aHWUN, NPenoCTeEPEKEHNN, 0COObIX YKa3aHWUi, AonoaHeHne UHGOPMAUMEN O Cepbe3HbIX
HeXenaTeslbHbIX Peakuuax, HeXkenatenbHblX peakumax, NpeacTasaatowmx ocobbli MHTepec, peakumax
B3aMMOAENCTBMA, BaXKHble AaHHble NPOAO/IKAIOLWMNXCA U 3aBEPLUEHHbIX KAUHUYECKUX UCCAenoBaHWUiM,
Ba)XHble JaHHble AOKAMHUYECKUX UCCNedoBaHMA  (Hanpumep, WU3yYeHUe KaHLLepOoreHHoCTH).
MHpopmauma o AaHHbIX U3MEHEeHMAX A0/IXKHa ObiTb NpeAcTaBAeHa B COOTBETCTBYOLWMX pasgenax MNOOBb.
B npunoxkeHnn K NOOB ponkHa coaepkaTbCA Bepcus cnpaBoyHOM MHopmauum no besonacHOCTU
JIeKapCTBEHHOrO NpenapaTa C COOTBETCTBYIOWMMWN U3MEHEHUAMMN.

[epaTtenb perncTpaumoHHOro yaoCTOBEPEHMA TaKKe npeacrasaseT MHGoOPMaLmio O BHECEHHbIX
M HaxodAWMXCcA Ha 3Tane BHeceHWA u3mMeHeHuax B OX/IM Ha OCHOBaHUMM OBHOBNEHHOW Bepcun
OCHOBHOM WHPoOpPMauun no 6e3onacHOCTU AepXaTens pPernctpauMoHHOro yAO0CTOBepeHua C
npeacTaBNeHNEM ee B NPUNOHKEHUM.

8.5.5. Pasgen MNOOB "OueHKa yncna NauMeHToB, NOABEPrINXCA BO3AENCTBMIO NEKAPCTBEHHOIO
npenapata".

NMOOBb ponKeH copeprkaTb TOYHYK OLEHKY 4Mcina NauMeHTOB, KOTOopble MoABeprincb
BO34ENCTBUIO SIEKAPCTBEHHOIO MpenapaTta, BKAKOYas BCe AaHHble 06 0b6beme npoaax M Kosauyectse
HasHayeHui. [laHHas OLEeHKa A0/*KHA COMPOBOXAATbCA KAYECTBEHHLIM M KOANMYECTBEHHbLIM aHANM30M
NPMMEHEHUNS B PeasibHOM MeAULMHCKOM MPaKTUKE C yKasaHMem TOro, KakMm obpa3om 3TO MOXKeT
OT/INYATLCA OT 0A0OPEHHOro NPMMEHEHWUs,, OCHOBbLIBAACb Ha BCEX AaHHbIX AOCTYMHbIX AEprKaTento
pPernmcTpauMoHHOro YAOCTOBEPEHUA U pesysbTaTax HabnoaatenbHbIX WUCCNefoBaHUM MO OLUEHKe
MCNO/1Ib30BaHMA NEKAPCTBEHHOrO Npenapara.

B paHHOM pasgene O0MXKHA 6bITb npeacras/sieHa OoUeHKa obbema u XapaKTepUCTUKM nonynauunm,
I'IO[],BepI'LLIEVICFl BO3,E|,€VICTBMI'O NNEKAPCTBEHHOrIO Npenaparta (BKJ'HOHaFI KpaTKoe onnmcaHune ncnosibsyemoro
AnAa OueHKMN meToaa U YKa3aHUA Hea40CTaTKOB MCNO/1b3yeMOTO MeTOLI,a).

Cornacywolmeca metoabl MO OLEHKE BO3AEUCTBMA Ha CybbekTa MAM NaumeHTa [A0JKHbI
ncnosb3oBaTbcA BO Bcex pasgenax MNOOB gns ogHoro /fieKapcTBeHHOro npenapata. Ecam ymectHowm
ABNAETCA 3aMeHa MCMO/Ib3yemMOoro MeToga OLEeHKW, oba meTofda WM pacyeTbl MO HUM AO/KHbI ObITb
npegacrasneHbl B MOOB ¢ 06bAcCHEHMEM 3aMeHb!.

8.5.5.1. Mopgpasgen MNOOB "O6wee u4MCNO MaLMEHTOB, NOABEPrMXCA BO3LAENCTBUIO
NIeKapCTBEHHOrO Npenapara B KANHUYECKUX UccneaoBaHuax".

OaHHbin nogpasgen MOOB po/mKeH cofepXaTbh caeaylowyo MHbGOpMauUMio O nNauMeHTax,
BK/IOUYEHHbIX B KIMHUYECKNE UcCef0oBaHNA (peKomeHayeTca NCnonb30BaTh TabanyHbli popmar):

a) KYMY/NATMBHOE 4YMCNO CYBbLEKTOB WCCNeOO0BaHUA, BKJIOYEHHbIX B NpoAo/ Kalowmecs Wu
3aBEpLIEHHbIE  KAMHUYECKME  UCCAef0BaHWA U MOABEPrUMXCA  BO3LEWCTBMIO  MCCAeAyemoro
NleKapcTBEHHOTO npenapara, naauebo v (MaM) akTMBHOTO NMpenapaTta CPaBHEHUS C MEXAYHapOAHOM
4aTbl 0406peHus pas3pabaTbiBaemMoro JIeKapCTBEHHOro npenapata. [Jaa fieKapcTBeHHbIX NpenapaTtos,
ANMTEeNIbHOE BPeMs HAxo4ALLMXCA B 0bpalleHWW, yKasaHHasa AeTasbHas MHGopMauua MoKeT ObiTb
HeLOoCTyMNHa;

6) bonee peTanbHas KymMynaTMBHAsA MHPOpPMaLMA O CybbeKTax UCCNefoBaHWA, MOABEPrLIMXCA
BO34ENCTBMIO (MpM  Hanuumu) (Hanpumep, CrpynnupoBaHHas Mo BO3pacTy, oAy, PacoBoi
NPMHAANEKHOCTU NO BCeW Nporpamme paspaboTku);

B) BaXXHble pa3inyna mexagy nccnegoBaHnMAmm B OTHOWEHUN Ha3Ha4YaeMbIX 403, I'IYTEﬁ BBeAEeHUA,
noAarpynn naLmeHToBs,;

I') B C/ny4yae eCnunm KAnHum4eCkune wmccneaoBaHmA npoBoan/IMCb Ha 0CcobbIx rpynnax nawluneHTOB



(Hanpumep, BepemeHHbIe KeHLWWHbI, MaUMeHTbl C HapyweHUAMKU GYHKLMK NoYeK, NeYeHun, cepaeyHo-
COCYAMCTON CUCTEMBI, MALMEHTbI C KAMHUYECKM 3HAYMMbIM FreHETUYECKUM NOAUMOPGU3IMOM), AONKHbI
6bITb NPeACTaBeHbl AaHHbIE O BO3AENCTBUM;

A) NpU HaNMUYUM CYLLECTBEHHbIX Pa3NYMiA MO BPEMEHW BO3AEWUCTBUA Mexay cybbektamu,
PaHAOMM3NPOBAHHBIMW Ha MOJyYEeHUe WUCCAeQyemMOoro JIEKapCTBEHHOro npenapata WAM npenapaTa
CPaBHEHUA, WAM HECOOTBETCTBMA MO MPOAO/IKUTENbHOCTU BO3AENCTBUA MEXAY KIMHUYECKUMU
nccneaoBaHMAMKM  HeobXxoAMMO MNPOBECTU OUEHKY BO3AENCTBUA B BblPaKeHUU CcybbekT-Bpems
(naymeHTO-AHM, -MecAUbl UK -Toabl);

e) AaHHble 0 BO3AENCTBUN UcCaeayemoro npenapaTa Ha 340pPOBbIX A06POBOAbLLEB MOMYT UMETb
MEHbLUYIO 3HaYMMOCTb ANA OLEHKU npoduns 6e3onacHOCTU /NeKapCTBEHHOro cpeacTsa B LeAOM B
3aBMCMMOCTM OT TUNa HabaogaeMbiX HexkenaTesbHbIX peaKkuuii, B 0COBEHHOCTM ecan NaumeHTbl
noasepraroTcs BO3AEUCTBUIO eAMHWYHON A03bl. MMoAobHble AaHHble A0/MKHbI 6biTb MpeacTaBAeHbI
OTAEeNbHO C NoACHEHUAMM (NpPU HEOBXOAMMOCTH);

*) B cnyyae ecav B 0606LEHHON MHPOPMALMN O HEXKEeNaTe/bHbIX PeaKLMAX, BbIABJEHHbIX B X04e
KAVHWYECKNX WCCNEA0BaHUM, YKasaHbl Cepbe3Hble HexKesnaTeNbHble peakumu, AO0/MKHO 6biTb Mo
BO3MOHOCTU CAE/aHO COOTBETCTBYIOLLLEE YKa3aHMe Mo OLEHKe BO3AEUCTBUA HA NaLUEHTa;

3) 4nA  onpedeneHHbIX 0COB0 BaKHbIX KAMHUMYECKUMX uUcciedoBaHMi  aemorpaduyeckan
XapaKTepUCTMKa NaumMeHToB A01XHa bbITb NpeacTasieHa oTAe/NbHO.

8.5.5.2. Mopgpasgen MNOOB "Ob6uwee u4MCNO MaUMEHTOB, MOABEPrWNXCA BO3AENCTBUIO
JIeKapCTBEHHOrO NpenapaTa, Mo AaHHbIM ero NPUMEHEHMUA Ha pbiHKe".

Mo BO3MOMXKHOCTM A0/IKHbI ObITb NPeACcTaBAeHbl OTAENbHAA OLEHKA KYMYAATUBHOMO BO34ENCTBUSA
(HauMHaA ¢ mexayHapoAHOM AaTbl PErucTpaumnn) u Bo3AencTBUA 3a onpeaenieHHbl MHTepBan (c aaTtbl
OKOHYaHuA cbopa AaHHbIX o npeawecTsytowemy NOOB). B pasaene AonXHbI 6bITb NpUBEAEHbI OLIEHKA
KO/IMYeCcTBa NALMEHTOB, NOABEPILUMXCA BO3AENCTBUIO, U METOL, C NOMOLLBIO KOTOPOrO BbINOJAHAANCH
onpeaeneHne u oueHKa. [osKHO OblTb NpeactaBieHO 06OCHOBaHWME, eClM HEBO3MOXKHO MPOBECTU
pacyeT yMcna NauMeHTOB, NOABEPrLIMXCA BO3AENCTBMIO. ECM HEBO3MOMXKHO BbINOJIHUTL OLEHKY YMncaa
NnaLMeHTOB, AOMXKHbI ObITb NPeACTABAEHbl a/IbTEPHATUBHbIE BapMaHTbl OLLEHKWU C YKa3zaHMeM MeToaa Ux
BbINO/HEHWSA. AZIbTEPHATMBHBIMM NOKA3aTENAMM OLEHKM BO3AENCTBUA ABAAOTCA NOKa3aTe b NaLNEHTO-
OHEeW M uYMCNo HasHauyeHW (BbINUCbIBaHWI). TONIBKO B Tex C/yyasx, KOraa QAaHHble MNoKasaTenu
HefOoCTYMHbl, MOXKET 6bITb MCMO/Ib30BaHa OLEHKA 06beMa NPoLarK, BblparkeHHas B BECOBbIX eANHMLLAX
unn posax. Moxet 6biTb NPUMEHEHA KOHLENUMA YCTaHOBNEHHOW cyTodHoM fo3bl (Defined Daily Dose,
DDD) ana nony4yeHns AaHHbIX O BO34ENCTBMM Ha MALUMEHTOB.

JaHHble o BO3A€V1CTBMM AO/TXKHbI 6bITb npueeaeHbl No cieayroumm KaTteropuam MCcnosib3oBaHUA
NeKapCTBEHHOTIO nNpenaparta:

8.5.5.2.1. MocTperucTpaumoHHoe NPUMEHEHUE (32 UCKAIOYEHMEM KIMHUYECKUX UCCNe0BaHMIMA).

[onxHa 6bITb NpeacTasneHa obuan oueHKa. JlaHHble A40/KHbI 6bITh NpeacTasieHbl ¢ pa3brBKoi
Mo Mmojy, BO3PacTy, MOKasaHWAM, A03am, GOPMaM BbIMyCKa M PerMoHam, eciv 3To npumeHumo. B
33aBMCMMOCTM OT JIEKApCTBEHHOro Mpenaparta WHble MepemMeHHble MoryT 6biTb MpuBeAeHbl, Kak
3HauyMMble (HanpyMmep, YUCAO BbIMOJNHEHHbIX BaKUMHAUMA, cnocob BBeAeHWA W MNPOAO/IKUTENbHOCTb
neyeHuna).

B cayyae ecam 6blna BblAB/EHA cepuma COO6LLI,eHMl\;1 O HeXenaTesibHbIX peakuuax,
npegnonaratowaa Hanan4dyme CurHana, AOONXKHbI 6bITb MO BO3MOXHOCTU npeacrtaBaeHbl daHHbleE MO
BOBAG%CTBMI‘O NNIEKAPCTBEHHOIO NpenapaTa Ha COOTBETCTBYHOLLYHO noAarpynny nauneHTos.

8.5.5.2.2. MNocTpernctpaunoHHoe NpUmeHeHne y 0cobbiX NONYAALUMOHHDBIX rpynn.



B cnyyae ecnM Ha MOCTPErvcTPaLMOHHOM 3Tane NIeKapCTBEHHbIM MpenapaT MCnosb3yeTtca y
0CcobbIX NOMYAAUMOHHbLIX rPYnn, AOOMAXHbI 6biTb MpeacTaBAeHbl AO0CTynHaa wHGopmauma o
KYMYNATUBHOM 4MC/e MNauMeHTOB, MOABEPrIMXCA BO3AEWCTBUIO, M WMCMO/b3YeMblii MeTog pacyeTa.
MCTOYHMKN 3TUX AaHHbIX MOTYT BKAKOYaTb HEUHTEPBEHUMOHHble WCCAeA0BaHWA, pa3paboTaHHble
HenocpeacTBEHHO AN MOAYyYeHMA AaHHbIX MO 0COBbIM MONYAAUMOHHLIM NOArPYnnNam, BK/KOYARA
pernctpbl. Monyaauun, BKAOYaEeMble B OLEHKY MO AaHHOMY pasfesny, BK/AYalT B TOM 4ucie
cnepyouee:

a) neanaTpuyecKkas nonynsums;

6) nonynaumna NOXUN0ro BO3pacTa;

B) YKEHLLMHbI B Nepuos 6epemMeHHOCTU U KOPMIEHUS;

r) NayuMeHTbl C HapyweHUAMU GYHKLMM NeYeHU U (Un) NoYek;
[) NauMeHTbl C MHOM BaXKHOM COMYTCTBYIOLWEN NaToNorne;

€) naumeHTbl, CTeneHb TAMeCcTU 3aboneBaHWs KOTOPbIX OTIMYHA OT UCCAelyemMol B Xoje
KANMHUYECKNX UCCNea0BaHUiA;

X) cybnonynaumMm ¢ HOCMTENbCTBOM FEHETUYECKOTO NOAMMOPOU3IMA;
3) NauMeHTbl C MHOW PAcoOBOM AN STHUYECKOM NPUHALANEKHOCTbIO.
8.5.5.2.3. OcobeHHOCTM NPUMEHEHNA IEKapCTBEHHOMO NpenapaTa.

B cnyyae ecnuM gepikatento  perMcTpalyMoHHOro  Y/AOCTOBEPEHWMS CTaHOBUTCA W3BECTHa
nHdopmauma o6 onpegeneHHbiXx 0CO6EHHOCTAX MPUMEHEHMA NEKapCTBEHHOro npenapaTa, AO0/XHO
6bITb NpMBEAEHO OMUcCaHMe AaHHbIX O0COBEeHHOCTE M caenaHa COOTBETCTBYIOWAA OLUEHKa U
MHTepnpeTauma AaHHbIX No 6e3onacHocTM. K umcay Takux 0COBEHHOCTE OTHOCMTCA B YaCTHOCTM
NnpMMeHeHue NeKapcTBEHHOro npenapara B MeANLMHCKOMN NPaKTUKE MO NOKa3aHWUAM, He BK/IOYEHHbIM B
uncno opobpeHHbiXx. ECAM MMeloTcA COOTBETCTBYIOWME AaHHble, AepsKaTeslb PerncTpaumoHHOro
YOOCTOBEPEHNA MOMKET CcAenaTb KOMMEHTapuii O TOM, HACKO/JbKO JaHHOe MpUMEHeHue
NoAAepXMNBaETCA KAMHUYECKMMM MPOTOKONAaMW, AOKa3aTeNbHOW 6a30M KAMHWYECKUX McCaenoBaHui
b0  06YC/I0BNEHO OTCYTCTBMEM B LLE/IOM 3aperucTpupoBaHHbIX anbTepHaTvs. JosikHa 6biTb
npeacrasieHa Ko/JuMYecTBeHHasa oueHKa obbema AaHHOTO MNPUMEHEHMA MPU HaIMYMUM MOAOBHbIX
OaHHbIX.

8.5.6. Pa3gen MOOB "O606uieHHble TabanYHbIE AaHHbIE".

Lenbto gaHHoro pasgena NOObB asnaetca npeactaBieHUe JaHHbIX O HeXenaTesibHbIX peakunax u
ABNEHUAX, BbIAB/MEHHbIX B XO4E K/MHWUYECKUX MUCCNefoBaHui, B dopme 0606UeHHbIX TabaNYHbIX
OaHHbIX. [lep)KaTenb PEerncTpauMoHHOro YyAOCTOBEPEHMA MOXKET MPUBECTU OnpeaesieHHble acneKThbl
AaHHbIX B rpadpuyeckom Bue c Lenbio obneryeHma BOCNPUATUA U MOHUMAHUS.

OTHeceHMe CUrHana K YUC/Yy CepbesHbIX HeKenaTesbHbIX peakuuin B 0606LEeHHbIX TabAUUYHbIX
OAHHbIX [A0/KHO COOTBETCTBOBATb KnaccMdMKauum 3TOFO CUrHana Mo  pe3ynbTaTaM  OUEHKMU
WHAMBMAYANbHBLIX COOBLIEHU O HeXenaTeNbHbiX PeaKkuuMax C MCMNOAb30BaHUEM KpUTepues
CEepbe3HOCTM, YCTAHOBJIEHHbIX 3aKOHOAATE/NIbCTBOM  FOCYAAPCTB-UJIEHOB U MEXAYHAPOLHbIMMU
[0roBOpaMM M akTaMu, COCTaBaAloWMMM NpaBo Coto3a. OLeHKA CePbe3HOCTU He A0/IKHA U3MEHATbCA
npu NOAroToBKe AaHHbIX Ana BKAtoYeHuA B [MOOB.

8.5.6.1. MNogpasgen NOOB "CnpasoyHas nHbopmauua".

B AgaHHOM nogpasaene yKa3blBaeTtCcA  BepcnMA  TEPMUHONOIMYECKOro KﬂaCCVId)MKaTOpa,



MCNONb3yeMoro gna aHain3a HeXxXenate/ibHblIX ABNEHUN U peaku,wi/'l.

8.5.6.2. Moapasgen MNOOBb "Ob6obuweHHaa WHbOPMALUS MO CEPbe3HbIM HeXKesaTe/ibHbIM
peakumam, BblAB/IEHHbIM B XO4e KIMHUYECKUX nccaeaoBaHnn'.

B naHHom noapasgene NOOB aonxKHO 6bITb NpMBeAEHO 06OCHOBAHME NO NPUNOXKEHUIO, KOTOPOE
BK/IIOYAET KyMYAATUBHble 06006LLeHHble Tab/WYHble f[aHHblE MO  CEPbE3HbIM  HeXKenaTesNbHbIM
ABNEHUAM, KOTopble ObliM BbIABNEHbI B XOA4E KAMHUYECKUX WCCAefOBaHUNA, OPraHM30BaHHbIX
AepKaTenem perncTpaumoHHOro YAOCTOBEPEHMA, HAUYMHAA C MeXAYyHapoAHOW pAaTbl oaobpeHus
pa3pabaTtbiBaeMOro JIeKapCcTBEHHOrO npenapaTa A0 AaTbl OKOHYaHWMA cbopa AaHHbIX MO TEKyLLemy
MOOB. [ep:kaTenb pPerucTpaLMOHHOIO YAOCTOBEPEHUA LOOMKEH [AaTb OObACHEHMA MO BCEM
WCKOYaEMbIM AaHHbIM (Hanpumep, AaHHble Pe3yabTaToOB KAMHWUYECKOrO MUCCNeAoBaHUA MOTyT ObiTb
HeAOCTYMNHbl Ha MPOTAMEHMM HECKONbKUX neT). [daHHble B TabauuyHol dopme [AO0NKHbI ObITbh
CrpynnMpoBaHbl B COOTBETCTBUM C KNACCUOUKALUMOHHBIM OTHECEHWMEM HEXKenaTesbHbIX peaKkuuii no
OpraHo-CUCTEMHBIM Kaccam s uccsieyemoro IeKapCTBEHHOTrO NpenapaTa, a TakKe A/1a npenapaTos
cpaBHeHMA (aKTMBHbIX M naauebo). Koraa ato ABnsetcs uenecoobpasHbiM, AaHHblE AOKHbI ObITb
NpeAcCTaB/eHbl B TPYNMUPOBAHHOM BUAE MO KAWMHUYECKMM MUCCNeLO0BaHMAM, MOKA3aHUAM, NyTAM
BBEAEHUA U MHBIM NEPEMEHHbIM.

[onxHbl 6bITb PacCMOTPEHbI CeayloLLMe acneKTbl:

npeacTasieHne OUeHKM NPUYUHHO-CEACTBEHHOM CBA3M MO PeAKMM HeXenaTesibHbIM peaKLusam.
CnepyeT npeactaBnAaTb AaHHble 060 BCEX CEPbE3HbIX HexKenaTesbHblX ABAEHMAX ANA UCCAeLyeMOoro
NleKapcTBEHHOTro npenapaTta U ANs NpenapaToB CpaBHEHMA (aKTUBHbIX M naauebo) ¢ Tem, Ytobbl Hbina
BO3MOKHOCTb CAENaTb rPYynnoBoOe CPaBHEHWE, B TOM YMC/Ie B OTHOLIEHUW YacToTbl. MonesHbIM ABAAETCSA
npeacraBieHue AaHHbIX, OTParKatolee B3aMMOCBA3b HasHAa4YaeMol A403bl U YacTOThl;

0606LeHHble TabNYHbIE AaHHble AOJIKHbI BKNOYATh KaK OC/NENeHHbIe, TaK U pa3ociensieHHble
OAHHbIE O CepPbe3HbIX HEeXKesaTeslbHbIX ABMEHMAX B KAMHUYECKUX MCCnenoBaHuAX. PasocnenseHHble
OaHHble MOTyT ObITb MpeacTaB/ieHbl NO pe3y/bTaTam 3aBepLUEHHbIX KAWHUYECKUX UCCefoBaHUn ©
OTAENbHbIM UHAMBUAYANIbHBIM CNYy4YasAM, KOTopble Bblan pasocaenneHbl No onpeaeneHHbIM NpUYMHam
(Hanpumep, no acnektam 6e30MacHOCTM WAW ANA BbINOJSIHEHUS TpPeboBaHWA He3amea/IUTeNIbHOro
penopTupoBaHua). CnoHCOpPbl  KAMHUYECKOTO UCCNef0BaHUA U AepKaTeNn  PerucTpaumoHHbIX
YO,0CTOBEPEHUI HE BbINONHAIOT pa3ociensieHMe HenocpeacTBEHHO B CBA3M ¢ nogrotoskoi MOOEG;

onpefeneHHble HexenaTesbHble peakuMm MoryT OblTb  UCKAOYeHbl M3 obobuwatoutel
MHPopMaumn, HO BCe NOAO6HbIE MUCKAOYEHUA A[OMKHbI 060cHOBbIBaTbcA B [OOB. Hanpumep,
HexenaTesbHble peakuun, KoTopble 6bliM onpegeneHbl B MPOTOKOAE KaK MUCKAlYalowmecs us
npoueaypbl He3aMeaAUTENbHOTO PEMOPTUPOBAHUA M TONbKO BKAKOYaeMble B 06Lyt0 6a3y AaHHbIX NO
NpUYMHE TOro, YTO OHW ABAAIOTCA MNPUCYLLMMU LEeNeBOon NOMyAAUuMM UMW COBMAAalOT C KOHEYHbIMM
TOYKaAMM.

8.5.6.3. MNopapasgen NOOB "O606uieHHas MHPoOpMaUMA NO AaHHbIM MOCTPErUCTPALIMOHHOTO
NPUMeHeHMA IeKapcTBEHHOTO npenapara’.

B gaHHom pasgene MNOOB npeactaBnsercA 060OCHOBaHWE MO MPWU/IONKEHWIO, BKAOYAOWEMY B
TabnuuHoli popme o606LWatOWME AaHHbIE O HEXeNaTe/lbHbIX PeakUMAX KYMYAATUBHO 33 BECb Nepuoa u
33 OTYETHbIA Nepuoa, OT AaTbl MeXAYHapPOAHON perucTpaumm NeKapcTBEHHOrO npenapata A0 AaTbl
OKOHYaHUA cbopa AaHHbIX, BKAOYAIOTCA CBEAEHUA O HexKeNaTeNbHbIX peaKkumaAx, NoyYeHHbIX B Xo4e
HEUHTEPBEHLMOHHbIX MUCCNeAOBaHMIA U CMOHTAHHOTO PEenopTUPOBAHMA, BKAKOYAA [JaHHble OT
MeANUMHCKMX M papMaueBTUYeCKMX pPaboTHUKOB, noTpebuTenein, nNaLMeHTOB, YMOJHOMOYEHHbIX
OPraHoOB rocyapcTB-YNEHOB M AaHHbIX, ONyb6AMKOBAHHbLIX B MeAUUMHCKOW nutepaTtype. CepbesHble U
Hecepbe3Hble HerKenaTesibHble peaKkuMu AO0/MKHbI ObiTb NpeacTaBfieHbl B OTAE/bHbIX Tabauuax. B
Tabnuue paHHble  JO/KHbI  ObITb  pacnpegeneHbl  COMAcHO  KnaccuduKauMm MO OpraHo-
dYHKUMOHaNbHbIM Knaccam. Mo ocobo BarKHbIM acnektam npoduna 6es3onacHoCcTM MoryT ObiTb



npeactaBieHbl OTAe/IbHblEe Ta6!'IVILI,bI HeXenaTe/ibHbIX peaKLI,MVI C rpynnupoBaHnem JAaHHbIX MO
NOKa3aHUAM, cnoco6y BBeAEeHNA U MHbIM NMapameTpam.

8.5.7. Pasgen [OOB "Pe3stome 3HauYMMbIX [AaHHbIX, MOJYYEHHbIX B XOAEe KAMHUYECKUX
nccnenoBaHMM 3a OTYETHbIM nepuoa”.

B npunoxeHUM K OAHHOMY pasgeny AeprkaTesib PerMcTpaumMoHHOro YAOCTOBEPEHUS AONXKeH
npeacTaBUTb NEPEYUCNEHME OPraHM30BAHHBIX MM MHTEPBEHLMOHHbLIX KAMHUYECKUX MUCCNedOoBaHWUM,
KoTopble 6bin 3aBepLIeHbl UM NPOLO/IKAIOT BbINONHATLCA B OTYETHbIN NEPUOL, C LLENbIo BO3MOMKHOCTU
NOEHTUOUKALNN, XaPaKTEPUCTUKM U KONMYECTBEHHOW OLLEHKM YPOBHA PUCKOB, MOATBEPKAEHUSA
npoouna 6e30MacHOCTM NeKapCTBEHHOTO npenapata WM  OUEHKU 3OPEKTUBHOCTM Mep Mo
MWHMMM3ALMU PUCKA.

Mo BO3MOXHOCTU AaHHble cieayeT pa3buTb Ha KaTeropuu Nno NoA0BOMY M BO3PaCTHOMY NPU3HaKY
(B 0COBEHHOCTM B3POC/YIO U AETCKYIO MONYAALMM), NOKA3aHUAM, PEXKMMAM A03MPOBAHUA U PETMOHAM.

CurHanbl, BbiIBIeHHblE B XO4€ K/NMHMYECKUX WUCCNedoBaHWA, AO/KHbI ObiTb MpencTaBieHbl B
TabnnuyHot dopme B pasgene MOOB "O63op nNo curHasam: HoBble, HaxogdAwmeca B pabote wan
3aBeplieHHble". MpoBOANUTCA OLLEHKA CUTHA/IOB HA NpeamMeT OTHECEHMS MX K MOTeHUMasbHbIM WK
NAEHTUDMLMPOBAHHBIM PUCKaM. PUCK fonxKeH OblTb OLEHEH M XapaKTepun3oBaH B nogpasaenax MOOb
"OueHKa pnckoB U HoBOW MHpopMaLmm™ 1 "XapaKTepucTmka pnckos".

B paHHom pasgene MNOOB ponkHa 6biTh NpeacTaBneHa ob6obuiaowlas UHbopmauus o
KAMHUYECKN BaXKHbIX [aHHbIX MO 3PPEKTUBHOCTM M 6e30MacHOCTM, MOMAYYEHHbIX W3 CcAeayowmx
MCTOYHMKOB 3a OTYETHbIN Nepuoa;

8.5.7.1. Nogpaszaen NOOB "3aBeplUeHHble KNMHUYECKUE ncciegoBanHms'.

HanHbih noapasgen NMNOOB gonxeH NpeacTaBasTb KPATKYO MHPOPMALMIO O KIMHUYECKN BarKHbIX
OaHHbIX No 3pEKTUBHOCTU M 6E€30MaCHOCTU, NOJIYYEHHbIX B pe3y/ibTaTe 3aBEpLUEHHbIX 3@ OTYETHbIN
nepuos KAWHUYECKUX uccnedoBaHMi. [aHHaa uHbopmauma AonxKHa ObiTb NpeacTaBneHa B CXKATOM
Buae manm B dopme cuHoncmuca. OH MOKeT BK/IYaTb MHPOPMALMIO, KOTopas MOATBEPXKAAET WK
onpoBsepraeT paHee WAEHTUOMLMPOBAHHbIE CUrHa/bl MO 6E30MacHOCTKU, a TaKMKe A0Kas3aTe/bCcTBa Mo
HOBbIM CUrHanaM no 6e30MacHoOCTM!.

8.5.7.2. Nogpazaen NOOB "MpoaonKatoWmecs KNIMHUYECKMe uccnegoBaHuns".

B cnyyae ecnu aepskatento perncTpaLMoHHOro YAOCTOBEPEHUA CTaHOBUTCA M3BECTHA KaKaa-n1nbo
KAMHWMYECKN BarKHasA MHdopMauma, KoTopas bblia nonydyeHa B Xo4e NPOAO/KAOWMXCA KAMHUYECKUX
uccnefoBaHWi (Hanpumep, BbIABJAEHHAA B XOA4e MNPOMENKYTOYHOro aHaiusa 6e3omacHocTM wMAn B
pesynbTaTe pPa3’oCcaeneHus BbIABNEHHbIX CEPbe3HbIX HeMKenaTe/bHbIX ABJEeHWI), B AAaHHOM pasgene
[OKHA BbITb KPaTKO M3/10XKeHa HoBas MHPOpMaLMA No 6e30NacHOCTU. DTOT NOAPA3LAEN TaKKe MOMKET
BK/AOYaTb MHPOPMALMIO, KOTOpas MNOATBEPIKAAET WMAM onpoBepraeT paHee WUAEHTUOULMPOBAHHbLIE
CUrHabl No 6e30MacHOCTK, A TaKKe LOKa3aTe/IbCTBa HOBbLIX CUIHA/I0B Mo 6e30MacHOCTU.

8.5.7.3. Nogpasgen NOOB "OanTenbHbi NocaeayoWwmnit MOHUTOPUHT COCTOAHUSA NauneHToB".

Ecnm nmetoTca gaHHble O AAUTEeNbHOM Mocaenyrolem Ha6}1IOLI,eHMM nauneHToB, BKNIKOYEHHbLIX B
KIMHN4YeCKkne unuccnegoBsaHuAa, B noapasgene npmBoguTca MHd)OpMaLI,MFI O NONYYEHHbIX B pe3y/sibTaTe
ANNTEeNbHOro nocnegytouiero Ha6l1IO,CI,eHVIFI 3HAYUMbIX C TOYKU 3peHnA I'IpOd)VIﬂFl 6esonacHoCTH AaHHbIX.

8.5.7.4. Nogpasaen NOOB "NHoe TepaneBTUYECKOE NMPUMEHEHME IeKapCTBEHHOrO nNpenaparta’.

[aHHbI noapasaen AO/KEH BKAKOYATH KAMHUMYECKU BakHylo MHboOpMauMio no 6esonacHocTy,
MOJIyYEeHHYIO B pe3y/abTaTe JApPYyrux Mporpamm, TMPOBEAEHHbIX AeprKaTesieM PerncTpaumoHHOro
YAOCTOBEPEHUS,, MO CheuMasbHbiM MPOTOKOMaM (Hanpumep, MPOrpaMmmbl PacWMPeHHOro AoCTyna,



NporpamMmbl MCMOJIb30BaHUA B CBA3M C MCKAKOYUTENbHbIMKU OBCTOATENbCTBAMU M3 COOBpParkeHui
cocTpafaHus, UHANBUAYANbHOIO A0CTYNa U Ap.).

8.5.7.5. Mopgpasgen [MOOB "Hosble pAaHHble no 6e30nMacHOCTM MNpU  UCNOJIb30BAHUMU
JNIeKapCcTBEHHOro npenapaTta PUKCUMPOBAHHbIX KOMBOUHaLMAX 403",

B cnyyae ecnm MHoe He onpeaesieHo YMNoJIHOMOYEHHbIMW OpraHamMy rocyaapcTB-4Y/1eHOB, B
OTHOLWIEHUM KOMBUHUPOBAHHOM Tepanuun A0MKHbI 6bITb NPeAcTaBAeHbl cneaytolimMe AaHHbIe:

a) B C/lyyae ecnu NieKapcTBEHHbIN npenapaTt ogobpeH 418 Ha3HAYEHUs B KayecTBe KOMMOHEHTA
OUKCMPOBAHHOW NEKApCTBEHHOW Tepanuu WAM  MHOFOKOMMOHEHTHOTrO peXKMma JieKapcTBEHHOM
Tepanuu, B nogpasgene Ao/KHbl 6biTb 0606LWEeHbl BaskHble AaHHble No 6e30MacHOCTU NPUMEHEHUA
KOMBMHMPOBAHHOM Tepanuu;

6) B c/nydyae ecnm NeKapCTBEHHbIM MpenapaT ABAAETCS KOMOWHMPOBaHHbIM J1I€KapPCTBEHHbIM
npenapatom, AaHHbIA noapasnen Ao/KeH 0606uwatb BarkHyo MHPOPMaLMIO Mo HGe3onacHoCcTU no
KaXXgomy 13 HAMBUAYANbHbIX KOMNOHEHTOB.

8.5.8. Pa3gen MOOB "[daHHble HEMHTEPBEHLMOHHbIX UCCaeaoBaHMn".

B paHHOM pasgene o6o6u.|,aeTc9| MHCbOpMaLI,MFI no 6e3onacHoOCTM Unu AaHHble, KOTOpPblE NOJZIy4€EHbI
no pe3ynbTatTaM HEUHTEPBEHUMOHHbLIX K/IUMHUNYECKUX MCCHE,[],OBaHMVI (Hanpwv\ep, O6C€pBaLI,VIOHHbIX
MCCJ'IELI,OB&HMVI, AINNAEMNONOTNYECKNX MCC}'IEAOBaHMﬁ, perncrpos, nporpamm akTMuBHOro MOHMTOpMHI'a),
OpPraHMN30BaHHbIX AepXXaTesiem pPerncTtpaunmoHHOro yaoctoBepeHuAa, CTaanm AO0CTYMHbl B OTYETHbLIN
nepunoa M BNAKOT HA OUEHKY COOTHOLWEHUA "nonbsa - pMCK" NleKapCcTBeHHOro npenapata. Pasgen
AO0/XKeH BK/1I0YATb AaHHblE, UMEKOLWNE OTHOLWEHNE K aCNEKTAM I'IpO(anﬂ 6e3onacHOCTM U nony4yeHHble
no pe3ysbTaTam VICCJ'IE,EI,OBBHVIVI no oueHKe NCNO/Ib30BaHNA NeKapCTBEHHOrO npenaparta.

[eprKatenb perncTtpaumMoHHOro YyAOCTOBEPEHMA A0/KEH BKA4YaTb B npuaoxeHume K [MOOB
nepeyeHb BCEX HEMHTEPBEHLMOHHbIX UCCAEA0BAHNMI, OPraHM30BaHHbIX AepKaTeNeM PermcTpaLMoHHOro
YO0CTOBEPEHNA WU BbINOJIHEHHbIX C LENb0 BbISBAEHUA, XapPaKTEPUCTUKU U KOJIMYECTBEHHOW OLLEHKM
BbI3bIBAOLLMX OMAceHUa acnekToB npoduna H6es3onacHocTM, NoATBepKAeHMA npoduns 6esonacHocTH
JIeKapCTBEHHOMO NpenapaTta Uan oueHKn 3GPEeKTUBHOCTM Mep MO MUHUMMU3ALIMKN PUCKA, KOTopble Bblin
BbINONHEHbl MU BbINONHAKOTCA B OTYETHbIN nepunoa (Hanpvuv\ep, NOCTPEerncTpaumoHHble nccneaoBaHuA
6e3sonacHoCTH).

OT4yeTbl O CTaguMn BbINOAHEHUA WAN WUTOrOBbIE OTYETDI, KOTOpble 6bin noAroToB/EHbl Ha
NPOTAXEHUN OTYETHOIO Nepmnoaa, AO/IXKHbI BKNKOYATbCA B NPUTOKEHNE K MNOOBb.

8.5.9. Pasgen MNOOB "[aHHble APYrUX KAMHUYECKUX UCCNEAO0BaHUIA M AaHHble, NONYyYeHHble U3
OPYTUX UCTOYHMKOB".

B pasgene pgonkHa 6biTb 0606LeHa MHGOPMaUMA, KOTOPas OTHOCUTCA K OLEeHKe COOTHOLLEeHUS
"nonb3a - pPUCK" NeKapcTBEHHOTO npenapaTa M MoJlyyeHa MO pPes3y/ibTaTaM MHbIX KJAWHUYECKUX
uccnefoBaHWii 1MBO MOYYEHA U3 MHBIX UCTOYHMKOB, K KOTOPLIM Y AepKaTens pPerncTpauuoHHOro
yaocToBepeHuss Obll  AOCTYN 33 OTYETHbIM nepuwog (Hanpumep, pesy/ibTaTbl MeTa-aHa/N30B
PaHOAOMM3NPOBAHHbBIX KAMHUYECKMX WCCAeAoBaHWI, AaHHble no 6e30nacHOCTM NapTHEpPOB Mo
paspaboTKe nekapcTBEHHOro Npenaparta 1 4p.).

8.5.10. Pazgen MOOB "[aHHble AOKANHUYECKUX UCCneaoBaHMIA".

B pasgene npeacrasnsetca obobuieHHaa MHGOpMaUMA O 3HAYMMbIX B OTHOLUEHWW NpoduAsA
6e30MacHOCTM AaHHbIX, NOJIYYEHHbIM B Pe3y/bTaTe AOKJMHUYECKMX MCCef0BaHUI in vivo U in vitro
(Hanpumep, nccaefoBaHUA KaHL,EeporeHHoCTH, PenpoLyKTUBHOWM TOKCMYHOCTH nm
MMMYHOTOKCMYHOCTU), BbINONHAEMbIX WAW 3aBepLIeHHbIX B OTYETHbIM nepuos. OueHKa BAMAHUSA
MOJIyYeHHbIX AAHHbIX Ha npodwuab 6HesonacHOCTM Ao/KHA 6ObiTb npeacTaBneHa B pasgene MNOOB



"CurHanbl 1 oueHKa pucka" n pasgene NMNOOB "NHTerpupoBaHHbI aHaIN3 COOTHOLWEHMA "Nonb3a - puck"
no o4o06peHHbIM NoKasaHuAM".

8.5.11. Pazgen NMOOBb "Mcnonb3oBaHHbIE UCTOYHUKM INTEPATYPLI'.

B paspene npeacrasaseTcs 0606uieHHas MHPOPMaUMA O MNOMYYEHHbIX HOBbIX M 3HAYMMbIX
JaHHbIX No 6e30nacHOCTK, KoTopble 6blIM ONy6MKOBaHbI B NpoLIeALlel 3KCNePTHYIO OLLEHKY Hay4yHOM
nuTepatype nnbo 6blaM NosyyeHbl M3 HeonybAMKOBAHHbIX MOHOrpaduii, KoTopble OTHOCATCA K
NeKapcTBEHHOMY NpenapaTty M CTaAu AOCTYMHbl AepiKaTenio PerncTpaumMoHHOIO yA0CTOBEPEHMS B
OTYEeTHbIV Nepuoa,

NlutepatypHblt Nouck ana nogrotosku MOOB dosxKeH 6biTb WKMPE, YeM AUTePaTyPHbIM NOUCK
WMHAMBUAYANbHbBIX COOBLEHUI O HexenaTenbHbIX peaKkuMAX, MOCKOJIbKY [AOJ/IKEH BKAYaTh TaKkKe
nccnenoBaHnA, B Xxoae KOTOPbIX 6blnn oLeHeHbl ncxoabl C TOYKUN 3peHuAa 6e3sonacHoCcTK B rpynnax
cy6beKTOB MCC/Ie0BaHMA.

Ocobble acneKkTbl npoduns 6e30nacHOCTH, KOTopble AO0/MKHbI MPUHMMATLCA BO BHMMaHME Npu
noucke MHOOPMALMMK, HO KOTOpPble MOFYT ObiTb He BbifB/AIEHbI MPU BbIMNOJHEHUW MOUCKA C LEbo
NOJIyYEeHUA AAHHbIX MO UHANBUAYA/IbHBIM C/TY4asiM HeXKenaTe lbHbIX PeakLUMin, BKIKOYatoT:

ncxonpl 6epemeHHOCTM (BK/OYas npepbiBaHUMe BepeMeHHOCTU), KOTOpble He COMPOBOMAaANCh
HeKenaTeIbHbIMU NOCAeACTBUAMM;

npuMmeHeHne NeKapCTBEHHOrIO nNpenapara B nep,manquCKoﬁ nonynaunu;

NpUMeEHeHWe /NEeKapCTBEHHOro npenapata Mo MporpamMmaM WCMO/b30BaHMA B CBA3U C
UCKNIOUYNTENIbHBIMU  OBCTOATENbCTBAMMU M3 COOBPAXKEHUI COCTPajaHMA WM NepCOHaNU3MPOBAHHbLIM
nporpaMmmam HasHayeHus;

oTtcyTcTBUe 3¢pPEKTMBHOCTU IEKAPCTBEHHOIO Npenapara;

acMMnToMaTMyeckana nepenosnpoBKa, HecooTeeTcTBytowee OXJIM n HenpasuabHOE NpUMeEHeHue
JIeKapCTBEHHOTO NpenapaTa;

megnumnHCKue OLUM6KVI, He conpoBoOXAaBLWMECA Pa3BUTUEM HEXeNATE/IbHbIX ABNEHNN;
BaXXHbl€ pe3ynbTaTbl AOKTUHUYECKUX MCC!'Iep,OBaHMl\;I.

B cnyyae ecnm 37O NpMMEHUMO, B JAaHHOM pasgefie TaKKe [0J/KHaA ObiTb NpoaHann3MpoBaHa
MHOOPMALMA O APYrMX aKTMBHbIX BellecTBax (GpapMaKONOrMYecKoW rpynnbl, K KOTOPOM OTHOCKTCA
NleKapcTBEHHbIV Npenapar.

8.5.12. Pa3gen NMNOOB "Apyrue nepuoanyeckme obHoBasemble oTYeTbl N0 HesonacHocTn".

HaHHblh pasgen MNOOBb co3gaeTcs TOAbKO B Tex CAyyasax, KoOrga NO AOroBOPEHHOCTU C
YNONHOMOYEHHbIMM OpraHaMWn rocyAapCTB-Y/IEHOB AeprKaTe/ieM PerncTpauMoHHOro yAoCTOBEpeHuA
noaroTtasnmneaetca 6onee 1 NOOB Ha neKapcTBEHHbIM Npenapar (B c/iyyae NeKapCTBEHHOTO Npenaparta C
dUKCUpPOBaAHHOW KOMBMHauMelt [03, NeKapCTBEHHOro npenapaTa C MHOMKECTBEHHbIMM MOKa3aHUAMM
Ana  npumeHeHua u  (uan)  pasandyHbiMM - dopmamu  BbinycKa). Kak npaBuio, Aepkatenb
perncTpaunmoHHoro ygocrosepeHns aoakeH nogrotoeute 1 NMOOB Ha 1 pgeicteylouee Bewectso. B
YaCTHbIX C/AyY4aaX MO PpPEeWeHU YNOJHOMOYEHHbIX OpPraHoB rOCYAapCTB-Y/IEHOB AeprKaTesiem
noarotasansaetca cepua NMNOOB gnsa og4HOro NeKapcTBEHHOro npenaparta. MNpu 3Tom B JaHHOM pa3aene
Kaxkgoro nocnegytowero MOOB Takon cepumn [0MKHbI 6bITb 00606LEHbI 3HAYMMble AaHHble Mo
6esonacHocTn 13 apyrux MOOB, ecnm Tonbko Takoe 0bobLeHne He npeacTaBAeHO B MHbIX pasgenax
paHHoro MNOOB.



Mpn HannMuMmM JocTyna Ha OCHOBAHWM KOHTPAKTHbIX AOroBOpeHHocTen K AaHHbim MOOB apyrux
AepsKaTenein perucTpaumoHHbIX YA0CTOBEPEHUI, CMOHCOPOB KANMHUYECKUX UCCAeAO0BaHUNA WU WHbIX
MapTHEPOB HA  aHa/IoTM4YHble  /IEKAPCTBEHHble MNpenapaTtbl  AepKaTelb  PerncTpaunmoHHOro
YAOCTOBEPEHUA AOJIKEH MNpeacTaBUTb B 0606LLIEHHOM BMAe 3HauMMble AaHHble Mo 6e30macHOCTY,
nosyyeHHble n3 npeacrasasemoix Mmu NOOB 3a oT4YeTHbIN Nepuoa.

8.5.13. Paspgen MOOBb "HepoctaTouHaa TepaneBTMYecKas 3PPEKTUBHOCTb JIEKAPCTBEHHOTO
npenapaTa, yCTaHOBMIEHHAA B KOHTPOANPYEMbIX KIMHUYECKUX UCCnefoBaHuMAxX" .

Ecan npy BbINOMHEHUU KAMHUYECKUX UCCNeaoBaHUN ANA NeKapCTBEHHbIX NpenapaTos, KOoTopble
NCNOb3YIOTCA AN NleYeHns U NPoPUNAKTUKU CEPbE3HbIX W KU3HEYrpoXKalLmnx 3aboneBaHui,
MoslyyeHbl AaHHble, KOTOpble MOryT CBUAETENbCTBOBATb 00 WX HEAOCTAaTOYHOW TepaneBTUYECKOM
3dPeKTUBHOCTM NMBO HEeOOCTAaTOUYHOM TepaneBTUYECKOW 3OPEKTUBHOCTM B OTHOLWEHUU MPOBOANMOrO
JleyeHun, To TaKMe JaHHble YKa3blBalOT Ha Ha/iMuMe 3HaYUTENIbHOro pUCKa NS LeneBon nonynauum u
O0/KHbI BbITb NPOaHaNM3MpPOBaHbI U 0606LLEHbI B AaHHOM pasgene MNOOB.

B cnyyae ecnn 3To NPUMEHMMO K OLEHKE COOTHOWeEHWs "mosb3a - pUCK", AaHHble, KOTopble
MoJsIlyY4eHbl NpU MNPOBEAEHUU KJIUHUYECKUMX WCCAeAOoBaHUA W MNOATBEPXKAAT HeAOoCTaTOYHY
TepaneBTUYECKYID  JIEKAPCTBEHHbIX npenapaTos, He npegHasHayeHHbIX  AnA neyeHuns
YKU3HEYTporKatoLLel NaToIornu, A0XKHbI Takke ObITb NpoaHannM3nMpoBaHbl B AaHHOM pasgesne NMOOBb.

8.5.14. Pasgen MOOB "BakHaa MHPOpmMaLMA, MOJIyYEHHaA MNOC/Ae 3aBepLIeHMA MOAroTOBKM
Nnook".

B paHHom pasgene MOOB o606uwatoTca NoTeHUMabHO BaKHble AaHHble Mo 6e3omnacHoOCTU U
3¢ dEeKTUBHOCTH, KOTOpble OblM MOAYYEHbl NOC/AEe OKOHYaHMA cbopa AaHHbIX, HO A0 MNOArOTOBKM
OKOH4YaTenbHOM pepakumn MNOOB. Citoga OTHOCATCA 3HAYMMble  KJAMHUYECKME [aHHble HOBbIX
nyb6anKaumi, 3HaUMMble AaHHble Mocaeaytowero HabAAeHUs 3@ NAUMEHTAMU, KJIMHUYECKU BayKHble
TOKCMKO/IOTMYECKME AaHHble, @ TaKXKe BCe AEWUCTBMA AepKaTena PerncTpaumoHHOro yAoCTOBEPEHUA,
HE3aBUCUMbIX KOMWTETOB MO OUEHKe [AaHHbIX, YMNOJHOMOYEHHbIX OPraHOB FOCYAAPCTB-Y1EHOB,
npeanpuHATblE B OTHOLWEHMW Npobnem, CBA3aHHbIX C npodunem 6e30MacHOCTU JIeKapPCTBEHHOTO
npenaparta. HoBble MHAMBUAYAbHbIE COOBLLEHMA O HEXeNaTeNbHbIX PEAKLMUAX He AOKHbI BKAOYATHCA
B pa3Agen, 3a UCKIIYEHMEM C/Iy4aeB, KOr4a OHU MOTyT NPeacTaBAATb NPUHLMNMANABHO BaXKHbIM CNyyal,
NnoATBEPXKAAWMI GAKT HAIMUMA HeXKeNaTelbHOM peakumm (Hanpumep, NepBbiii 3aperncTPUpPOBaHHbIN
CNy4Yalh pPasBUTMA Ba’KHOTO HEMKENATe/IbHOTO SAB/IEHUS Y YeNOBEeKa) MAM  BaXKHbIA CUTHaA no
6e3onacHOCTK.

JaHHble pasgena [oMKHbI 6bITb yYTEHbI NPU cocTaBaeHUn nogpaszgena "OueHKka pUCKOB U HOBOWM
nHbopmauumn" pasgena NOOB "CurHanbl 1 oLeHKa pucka'.

8.5.15. Pasgen MOOBG "0630p curHanos (HoBble, paccMaTpuBaemMble U 3aBepLUeHHble)".

Llenbto gaHHOro pasgena AsndeTca npeacraBieHne MakCMmasbHO MNOJIHOTO o63opa BbIABNIEHHbIX
CuUrHanos (OLI,EHKa KOTOpPbIX ewe He Ha‘-IVIHaﬂaCb), CUrHanos, KOTOpPbIe NOay4YeHbl B nepno nposBeneHunA
OLUEHKN HeXenaTe/ibHbIX peaKLl,Mﬁ, a TaKKe CWUrHa/NoB 3a OTYETHbIU nepunoa, oueHKa KOTOPbIX YyXKe
3aBepLlieHa.

ﬂ,ep»(aTeneM PerncTpautMoHHOro yaocrosepeHna AO01KHbl 6bITb npeacraBneHbl  KpPaTKoe
onuncaHne metogda, KOTOprVI ncnonb3yetca OnAa BblABIEHUA CUTHANOB, U UCTOYHUKOB AaHHbIX AO1A
BblAB/1IEHNA CUTHANOB.

K HOBbIM BbIABAEHHbIM CUTHANAM OTHOCATCA CUrHasbl, KOTOpble 6bIN BbIAB/IEHbI 32 OTYETHbIN
nepuoa. K paccmatpusBaembiM CUTHaNAM OTHOCATCA CUTHasbl, KOTOpble NPOXOANAN Npouenypy OLEeHKU
Ha MOMEHT OKOHYaHUA c6opa OaHHbIX. K 3aBeplleHHbIM OTHOCATCA CUIHasbl, OLLEHKA KOTOPbIX 6bina
3aBeplieHa 3a OTYETHbIN nepwuoa. CurHanbl, KOTOpble 3a OTYETHbIN nepuoa AsBAAKOTCA OAHOBPEMEHHO
HOBbIMU W 3aBeplleHHbIMU (B OTHOWEHNN npoueaypbl nposegeHUAa UX OLI,eHKM), AO/KHbI 6bITb



OTHeCeHbI B pa3gen 3aBepLlleHHbIX CUTHaN0B.

Pasgen NOOB pomkeH BKAOYATb AaHHbIe MO PAacCMATPMBAEMbIM W 3aBEPLUEHHBIM 33 OTYETHbIN
nepuoj, curHanam, npeacrassieHHble B TabanyHon dopme. Tabaunua sensetcs npunoxeHmem K MNOOB.
Mo ycMOTpeHUo aepKaTensa pPerucTpauMoHHOro yAoCTOBEPEHUA AaHHAs MHOOPMALUA MOMKET TaKxKe
BK/IIOYATb KYMY/IATUBHbIE [laHHble MO CUrHanam (BK/Alo4as paHee 3aBeplUeHHble CUrHabl), NPU 3TOM
[0/1’>KHa ObITb YKa3aHa AaTa, C KOTOPOIA OTCYMTBLIBAETCA CPOK BbIMOJIHEHHOrO 0606LWEeHNA MO CUrHaNaM.

[eTanbHan oueHKa CUrHaNoB BK/oYaeTca B noapasgensl MOOB "OueHKa curHana" mn "OueHKa
PUCKOB 1 HOBOWM MHbOpMaLUn".

8.5.16. Pasgen MOOB "CurHanbl M oLEeHKa pucka'.
8.5.16.1. Mopgpasaen NOOE "O6obwatowas nHdopmauusa no npobaemam 6esonacHocTn".

8.5.16.1.1. Uenbto noapasgena [MOOBb saABnAetca npeacTaBneHue 6asucHoM obobuatouei
MHPopMaLUUM NO BaXKHbIM acnekTam npoduna 6e30nmacHOCTH, KoTopble ABAATCA npobaemamu
6e30MacHOCTM NeKapCTBEHHOTO npenapaTta, C YKasaHMemM MO KakAoMy acrneKkty no 6esonacHocTu
CBeAeHMN O TOM, KaKas HoBas MHPOpMaLMA M HOBAA OLIEHKA MO AaHHbIM acreKTam MOMKeT ObITb
caenaHa. Mpu onpegeneHnn BaxKHOCTU KaXKAoro U3 acneKkToB pUCKa cliedyeT pacCMOTPETb cneaytoume
daKTopbl:

a) Cepbe3HOCTb PUCKa, CBA3aHHOIO C /IEKAPCTBEHHbLIM NMPENAPAaTOM C ME,D,MLI,MHCKOVI TOYKU 3peHUA,
BK/1l0O4aA BIMAHNE Ha MHAMBUAYA/IbHOE COCTOAHUE NAUNEHTOB;

6) yacToTa, NpeAcKasyemMocCTb, NPeAoTBPaTMMOCTb M 06PaTMMOCTb PUCKA;

B) NOTeHUMabHOE BAUAHME Ha 0bLLecTBEHHOE 340pOBbe (4acToTa pUCKA B MOMNyAALUK, pasmep
nonynsauumn, NoAsepriininca Bo3aencTauio);

r) oueHKa 0bLLecTBEHHOM NPUEMIEMOCTU PUCKA B CIYHasAX BOSMOMKHOIO BIMAHUA NEKAPCTBEHHOIO
npenapara Ha obLiecTBeHHOE 340PO0Bbe (Hanpumep, 0TKas OT MPOrpPamMbl BaKUMHaUUK).

8.5.16.1.2. O6ob6uwatowana uHPopmauMa [0MKHA MPEeACcTaBAaATb MMEloWMecs cBedeHus no
NIeKapCcTBEHHOMY NpenapaTy oT Hayana oTtdeTHoro nepunoaa NOOBb v oTpaxaTh:

BaXkKHble UAEHTUOULNPOBAHHBIE PUCKU;
Ba)kKHble NOTEHLMANbHbIE PUCKK;
BAXKHYIO OTCYTCTBYHOLLYIO MHbOPMaLMIO.

8.5.16.1.3. B OTHOWEHUN NEKAPCTBEHHbIX MNPENapaToB, WMeWMX cneundmKkauuo no
6e30nacHOCTM, MHbOPMALMA, BKAOYAEMAA B AaHHbIA Nnogpasaen, AOMKHa coBnagatb ¢ obobuatouel
MHbOopMaumei, NpeacTaBNEHHOW B TEKyLLEN Bepcun cneumdmkaumm no 6e3onacHOCTM Ha AaTy Hadvana
oTt4yeTHoro nepmnoaa MOOB.

B OTHOLIEHUM NEKapCTBEHHbIX MpenapaTos, He umelowmx cneumMdukaumio no 6es3onacHoCTH,
OaHHbIM  nogpasfen OO/KEeH NpeacTaBAATb MHOOPMALUIO O BaKHbIX  UAEHTUDULMPOBAHHDIX,
NOTEHUMANbHbIX PUCKAX W BaXHOM OTCYTCTBYIOWENW MWHOOPMaLUK, CBA3AHHON C MNPUMEHEHUEM
JIeKapCTBEHHOro Npenapata Ha OCHOBaHMM [AaHHbIX NPeAPerucTpaumoHHOro U NoCTPerncTpaLuoHHOro
nepuoga. Mpumepbl MOryT BKAOUYATb B cebs cneaytoluyto MHpopmaLmio:

BaXXHbl€ HEXeNaTe/ibHblE peakynu;

cBeageHuAa o B3aMMOAEV1CTBVIM C APYTMMUN NeKapCTBEHHbIMU MPenapaTamu,



BblAB/IEHHbIE MeaULUNHCKUEe OWNBKM man npomaxu, B Cay4dadax, He conpoBOoXAakownxca
pa3BuUTUEM HeXxXenatesibHbIX peaku,mﬁ;

B3aMMOAENCTBUE C NPOAYKTAMM NUTAaHMUA UAWN UHBIMM BELLECTBAMMU;
pe3y/bTaTbl BO34ENCTBMA NPU BbINOJHEHNUM NPOPECCUOHANbHOMN AeATENbHOCTY;
KNaccoBble dpapmakonormyeckme spPekTbl.

0606LeHne MO BayKHOM OTCYTCTBYOWEN MHOOPMALLIMM AOKHO OLEHUTb KPUTUYHOCTL Npobenos
B MMEIOLLMXCS 3HAHMAX NO onpeaeneHHbIM acnektam npoduan 6e3onacHoCTV ANA LeneBbIX NONyAAUMNA.

8.5.16.2. NMoapasaen MOOB "OueHka curHana".

8.5.16.2.1. WUHdopmauma, npeactaBnsemas B nogpasgene, AoO/KHA 0606Watb pesynbTathl
OLIeHKM CUrHanoB No 6e30nacHOCTU, KoTopas Obla 3aBeplleHa B OTYETHbIN nepuog. MoryT bbiTb Ase
OCHOBHbI€E KaTeropuu:

a) CUrHanbl, KOTOpble Mo Pe3yAbTaTaM OLEHKM MOTYT BbITb OTHECEHbI K KaTeropmm NoTeHUMaAbHbIX
UM NOEHTUOULMPYEMBIX PUCKOB, BK/KOYAA OTCYTCTBME TepaneBTMYecKolh 3ddeKTMBHOCTU (pasgen
MOOB "HepocTaTouHan TepaneBTUYECKaa 3PPEKTUBHOCTb NEKAPCTBEHHOrO NpenapaTa, YCTaHOBAEHHasA
B KOHTPOIMPYEMbIX KAMHUYECKUX UCCNefoBaHMAX");

6) curHanbl, KoTopble MO pe3ynbTaTamM OLLEHKM OblM OTKAOHEHbI KaK /IOXKHble CUrHaAbl Ha
OCHOBaHMM Hay4YHOM OLLEHKM MMeIOLLEeca Ha AaTy nposeaeHua npoueaypol MHGopmaumm. Mo gaHHoM
KaTeropum CUrHasaoB A0/KHO ObITb NpeacTaBAeHO ONUcaHMe KaXAoro curHana ¢ uenbio 060ocHOBaHMA
€ro OTK/IOHEHMA OT KaTeropuu curHana. [laHHoe onucaHve MOKeT BbiTb BK/IHOYEHO B OCHOBHOWM TEKCT
MOOB nnun B NpuUnoKeHNe K oTYETY.

8.5.16.2.2. AnAa curHanos, No KoTopbiM Oblia 3aBeplleHa Mpoueaypa OLEHKM 33 OTYETHbIM
nepuos, pekoMeHAyeTcs cobntofeHMe COOTBETCTBMA MeXAy 0ObeMOM W geTanvs3aumeit AaHHbIX No
OLEHKEe CMIHaNa M 3HAYMMOCTbIO [AHHOrO acnekta npoouns 6e30nacHOCTM ANA 0bLLeCcTBEHHOrO
3[10pOBbA, A TaKXXe CTeneHblo [OCTAaTOYHOCTM [0Ka3aTeNbHOW 6asbl, KOTOpas BK/AOYaeT B cebs
cneayolme acneKTbl:

a) UCTOUYHUK MAK NOBYAMTENbHbIN MOMEHT GOPMUPOBAHUA CUrHaNa;
6) obocHOBaHME, UMEIOLLLEE OTHOLLEHME K OLLEHKE;

B) MeTOAbl OLUEHKW, BK/OYAA WMCTOYHUKM AaHHbIX, KPUTEPUM MOMUCKA WAM aHaAUTUYEeCKue
noaxoasl;

r) pesynbTatbl (0606WEHHaA MHPOPMALMA) KPUTUYECKOTO aHaNM3a AaHHbIX, paccMaTpUBaeMbIX
NP OLEHKE CUTHaNa;

n) obcyxaeHue;
€) 3aKNtoYeHue, BKAoYaA Nnpeanaraemble AenNCTBUS.
8.5.16.3. Mopgpasaen NOOE "OueHKa pUCKOB M HOBOW MHpOpMaLMn'.

[Jep:KaTenb pPerncTpaumoHHOro YAOCTOBEPEHUA [OJIKEeH NPeaCcTaBUTb KPUTUYECKYIO OLEHKY
HOBOW MHGOPMAaUMM 33 OTYETHbI Nepuod B OTHOLIEHWW HOBbIX WUAM PaHeEe BbIABAEHHbIX PUCKOB
(BaKHYIO MU UHYIO).

HaHHbllt noapasaen NMOOB AoXKeH coaep)kaTb ONMCaHME U OLEHKY BCEX PUCKOB, BbISB/IEHHbIX 33
OTYETHbIV Nepnoa, a TaKKe OLEeHKY BAMAHMA HOBbIX AaHHbIX HA paHee BbiAB/AEHHblE PUCKW. B pasaen He



BK/ItoYaeTca obobLiatowan nam nosropalowasca nHpopmaumsa, BKAOYEHHan B apyrue pasgenbl NOOB,
HO NpeacTaBAseTCcA MHTepnpeTauma U OLeHKa HOBOW MHPOPMALUKN MPUMEHUTENBHO K XapaKTepucTuKe
npoduna pucka.

Hosas nHdopmauma fonxkHa bbiTe NpeacTaBieHa No cneayowmm pasaenam:

HOBbI€ MNOTEHUMANbHbIE PUCKY;

HOBble AEHTUDULMPOBAHHbIE PUCKY;

HoBaA MHPOPMALMA NO paHee BbIABAEHHBIM PUCKAM (NOTEHUMANBHBIM U UAEHTUGULNPOBAHHBIM);
06HOBNEHME NO BAXKHOM OTCYTCTBYOLLEN MHOOPMALUMN.

MpeacTaBnseTca KpaTKoe ONUCAHWE BaXKHbIX PUCKOB. 158 PUCKOB, OTHOCUMbIX K MHbIM PUCKam n
He OTHOCMMbIX K "BaKHbIM" pMCKam, MO KOTOpbIM Oblia Noay4yeHa HOBasA MHOOPMAUMA 33 OTYETHbLIN
nepuos, ypoBeHb AeTaNM3aLmm AO/IKEH COOTBETCTBOBATL MMEIOLWENCA A0Ka3aTe/ibHON 6ase no aTum
PUCKaM M 3HAYMMOCTU UX BAUAHMA Ha 06LLEeCTBEHHOE 340P0BbE.

Bca HoBan MH(I)OpMaLI,MFI Nno BZIMAHUIO NEKAPCTBEHHOIO nNpenapaTta Ha nonynayuto nmbo AaHHble
no paHee OTCVTCTBYPOLLI,EVI MHd)OpMaLI,MM AO/TXKHbI 6bITb KPUTUYECKN OUEHEHDI. YKa3bIBalOTCA, Kakne us
acCneKToB I'IpOd)VIJ'IEVI 6e30I'IaCHOCTM, Bbi3bIBalOWNX oOMNaceHnA, U HEACHbIX aCNeKToB I'IpOd)M}'IFI
6e30nacHOCTN OCTaNIUCb HEBbISCHEHHbIMM.

8.5.16.4. Mopgpasaen NOOB "XapakTepucTmka puckos".

B noapasaene faetca XapaKTepPUCTMKA BaXKHbIX WAEHTUOMLMPOBAHHbLIX PUCKOB W BaKHbIX
NOTEHUMAbHbIX PUCKOB Ha OCHOBaHMM KYMYIATMBHbLIX AaHHbIX (B TOM 4YMcae He OrpaHMYMBaEmMblIX
OTYETHbLIM NEPMOAOM) M OMUCLIBAETCA BarKHasA OTCYTCTBYOWAn MHGopmaLms.

8.5.16.4.1. C yyeTOM WMCTOYHMKA AaHHbIX MHMOPMAUMA MO PUCKAM OO0NKHA BKAOYATb B cebn
cneaytouiee (ecnm NPUMEHUMO):

a) yacTorTa;
6) UMCNO BbISBNEHHbIX C/lyYaeB (YUCAUTENB) U TOYHOCTb OLEHKU;

B) 06bem HasHayeHuin (3HameHaTenb), BblpaXKEHHOE KaK YMUCI0 MauMeHTOB, NaLMeHTO-MecALEeB
(neT) u Ap. U TOYHOCTb OLEHKY;

r) oLeHKa OTHOCUTE/IbHOIO PUCKA U ee TOYHOCTb;

A1) oueHKa abCcoNOTHOrO pUCKa U ee TOYHOCTb;

e) BAanaHMe Ha naumeHTa (CUMNTOMbI, KAYeCTBO U3HM);
) BAMAHME Ha obuecTBeHHOe 340P0BbE;

3) daKkTopbl pucKa (Hanpumep, MHOMBUAYanbHble GaKTopbl pUCKa (Bo3pacT, BepemMeHHOCTb,
nepuoa NakTauuu, HapyweHue ¢GpyHKUMM MeYEeHM MAW MOYeK, 3HaYMMmaa COMyTCTBYHOLLAA MaTo/orus,
cTeneHb TAXecT 3ab6oneBaHW, reHeTUYecKMit noaumopdusm, pacosas M (MAM) 3THMYECKan
NPUHAANEKHOCTb, 4033);

M) NPOoAONTXKUTENbHOCTb /iIe4eHuA, Nnepnoa puUckKa,

K) npeaoTBpaTnMOCTb (OLI,EHMBEIETCFI npeacKkasyemoctb, BO3MOXXHOCTb MOHUTOPUPOBATL
COCTOAHME MO MHOUNKATOPHbIM CMMNTOMamM Uan na6opaTopr|M napameTpaM);



n) obpaTmocTs;
M) NOTEHLMANbHbIA MEXaHU3M;

H) YpOBeHb [0KA3aTeNbHOCTU U HeonpeaeeHHOCTU, BKAOYan aHaan3 NpoTuBopeYyalmx GaKkToB
(npu Hannuum).

8.5.16.4.2. TMpu nogrotoBke [MOOB AanAa NeKapCTBEHHbIX MpenapaTtoB C HECKOJAbKMMU
nokasaHuamu, Gopmamu BbINycKa WAM CNOcobamMu BBEAEHMA B CAy4Yae HaAMYMA CYLLECTBEHHbIX
pasAnunin o MAEHTUPUUMPOBAHHBIM W MNOTEHUMANbHBIM PUCKaM MOXeT 6biTb 060CHOBaHHbLIM
npeAcTaBNeHNE AaHHbIX MO PUCKaM OTAE/bHO NO MNOKa3aHuWAM, Gopmam BbiMycka WMAM cnocobam
BBeAeHMA. MoryT 6bITb NpeacTaBaeHbl Cneayolme pasaenbl:

a) PUCKWK, XapaKTepHble AN AeNCTBYIOLLEro BELLecTBa;

6) PUCKM, XapaKTepHble Ans onpeaeneHHbiXx Gopm BbiNycKa MaM cnocobos BBeaeHUA (BKaloYan
BO3/elCcTBME NPU BbINOJHEHUN NPOdEeCcCMOHaNbHOW AeATENbHOCTH);

B) PMUCKM, XapaKTepHble 410 onpegesieHHbIX Nonyasauni;

r) PUCKW, CBA3AHHble C MPUMeHeHMem 6e3 HasHayeHuAa Bpaya (41A OEeNCTBYIOLWMX BeLLecTs,
KoTopble NpeacTaBneHbl B popmax, OTNycKaemblx Mo peuenty 1 6e3 peuenta);

A) npobaembl No 6€30MacHOCTU, CBA3AHHbIE C OTCYTCTBYIOWEN nHGOpPMaLUMeN.

8.5.16.5. MNopapasgen MOOB "Id¢pdeKTUBHOCTL Mep MUHUMM3ALUN PUCKa (ecan  OHM
NpUMeHsANUCL)".

Mepbl MUHUMM3ALMU PUCKA BKIOYAIOT B cebA LeNCTBUA, HanpaB/eHHble Ha NpesoTBpaLleHue
HexkenaTesbHbIX PeakuMii, CBA3AHHbLIX C BO3AEMCTBMEM NIEKAPCTBEHHOrO Mnpenaparta, AMbo CHUXKeHue
CTEMNEHWN UX TAXECTM NPW BO3HMKHOBEHUMU. Llenblo geATeNnbHOCTM MO MMHMMM3AUMW PUCKA ABASAETCA
CHU}KEHWE BepOATHOCTM PasBUTUA WAM CTEMEHU TAKECTU HeXKenaTeNbHbIX NIEKAPCTBEHHbIX PeaKkumii.
Mepbl MUHUMMU3AUMKN PUCKA BKAKOYAKOT B cebA PYyTUHHbIE MEPbl MMHUMMM3AUMM PUCKA (Hanpumep,
nsmeHeHna B OXJIM) wAM [ONOAHUTENbHbIE MEPbl MWUHMMMU3ALUMKM pPUCKa (Hanpumep, npamoe
MHPOPMMPOBAHME CNELMANNCTOB CUCTEMbI 34PaBOOXPaHEHUM UM 06pa3oBaTebHble MaTepuanbl).

B noapasgene A0/MmKHblI 6biTb MpeAcTaBiAEHbl Pe3ynbTaTbl OLEHKM 3PPEKTUBHOCTM mep
MWHUMMU3AUMM pUcKa. B 0606lieHHOM BUAE NPeacTaBAseTcA COOTBeTCTByloWan wuHbopmaumua no
3bdeKTMBHOCTY U (MM) OrpaHMUYEHUAM KOHKPETHbIX Mep MUHUMM3AUMM PUCKA MO  BarKHbIM
NAEHTUGULMPOBAHHBIM PUCKaM, KoTopas Bblna NoayyYeHa 3a OTYETHbIM Nepuos,. PesyabTaTbl OLEHKM 3a
OTYETHbIM Nepunoa NPeACcTaBAAOTCA B MPUIOKEHUM K OTUETY.

8.5.17. Pa3gen NOOB "OueHka nosb3bl".

8.5.17.1. Moppaspen "BaxHaa 6asucHaa MHPopmaums no 3OPEKTUBHOCTM IEKAPCTBEHHOrO
npenapaTa, NONy4YeHHasA B XOA4€ KIMHUYECKMX UCCNeA0BaAHUI U NPUMEHEHNA B MEAMULIMHCKOM NPaKTMKe"
MNOOBb.

B noapasgene CymMMMpyeTca OCHOBHasa WHpopmauma no 3PPeKTUBHOCTU NEKAPCTBEHHOMO
npenapata B Xo4e K/JAWHUYECKUX MUCCNeaoBaHuin u 3P eKTUBHOCTb, NMPOAEMOHCTPUPOBAHHAA MNpu
NPMMEHEHUM B MEAMLMHCKOW NPaKTUKE OT Ha4yaia OTYeTHOoro nepuoga. JaHHas nHdopmaumsa SO/IKHa
MMETb OTHOLLIEHWE K 0406pEeHHbIM NOKa3aHUAM K MPUMEHEHMUIO.

Ona NEKaPCTBEHHbIX MPENapaToB C HECKOJIbKUMU NMOKa3aHUAMU, LLeNEBbIMU NONYyAALNAMU U (I/IJ'IM)
cnocobamm BBEAEHMA NOJIb3a O0/1}KHA 6bITb OXapakKTepmnsoBaHa B OTAE/IbHOCTU MO KaxKgomy d)aKTopy.

OnAa nekapcTBeHHbIX MpenapaToB, Y KOTOpPbIX 3a OTYETHbIN nepuos 6bl1N  BbIABNEHbI



CyLLecTBeHHble U3meHeHua npoduns 6esonacHoCTU Unn 3pPeKTUBHOCTU, AAHHbIM NoApasaen A0/XKEH
BK/tOYaTb B ceba gocTaTouHy0 MHPOopMaLUto No 060CHOBAHUIO OOHOBNEHHOWN XapaKTePUCTUKM NOb3bI
JIEKApCTBEHHOrO npenapaTta, OTPa*KeHHoM B nogpasgene "Xapaktepuctmka noab3bl" [OOB.
CopepraHuMe UM cTeneHb JAeTanusauum  UWHOOPMAUMKM, NPEeACTaBAeHHON B  pasgene, MOXKET
BapbMPOBATbCA MO PA3/IMYHLIM JIEKAPCTBEHHbIM Mpenapatam (Npyu HeobxoAMMOCTM) caeayolme
acneKTbl:

3NMAEMUOJIOTUA U MPOUCXOXKAeHMe 3aboieBaHNs;

XapaKTepuCTMKa Noab3bl (Hanpumep, AMarHocTMyecKkasn, npodunakTuieckas, CMMNToOMaTUYecKas,
6onesHb-MmoanbmUmMpyoLwan);

Ba)XHble KOHEYHble TOYKM, MNoaTBep}KAatolwme nonb3y (Hanpumep, BAUAHWE HA CMEPTHOCTb,
CUMNTOMATUKY, UCXOAbl);

[0Ka3aTenbcrsa 3PPEKTUBHOCTU B KAUHUYECKUX UCCNeA0BaHUAX U MeAMLUMHCKON NpaKTUKe no
CPaBHEHMIO C MNpenapatoM CpaBHeHWA (Hanmpumep, CPaBHUTE/IbHbIE KAWHWMYECKUE MCCNeAO0BaHUA C
aKTUBHbIM KOHTPO/IeM, MeTa-aHan3bl, 06CcepBaLMOHHbIE UCCeA0BaHMA);

TeHAgeHUMM u (MNKM) [OKasaTeNbCTBAa MOJIb3bl MO BaXKHbIM  MOMNYAALUMOHHBIM - MOArpynnam
(Hanpumep, BO3PACTHbIM, MOMAOBLIM, 3THUYECKMM, NO CTENEHM TAXKECTU 3ab0oNeBaHUA, reHeTUYecKomy
nonanmopdusmy) B cayyae, ecm 3To MMEET OTHOLLIEHMM K OLLeHKe COOTHOoLWeHMA "nosb3a - puck".

8.5.17.2. Noapasaen NOOB "HoBasa BbisBAeHHaA UHOPMaUUA No 3bHEeKTUBHOCTU, NOAYYEHHAs B
X04€e KAMHUYECKUX UCCNEAOBAHUIA U NPUMEHEHMA B MEANLMHCKON NpPaKTuke".

[na HEKOTOPbIX NEKAaPCTBEHHbIX MPENAapaToB 3@ OTYETHbIM Nepros MOXKET BbITb Nosy4yeHa HOBas
nHbopmauma no apPeKTUBHOCTU B KIMHUYECKMX UCCNEL0BaHMAX U MEAMUMHCKOM MpPaKTUKe, KoTopas
OOJ/I)KHa ObITb npeactasneHa B noapasgene. OtaenbHas MHPopmauma No AoKasaTesbHon base B
OTHOLLEHUM Heod0bpPEeHHbIX NMOKa3aHMI MO NPUMEHEHUIO HE BKIOYAETCA B Pa3fen, 3a UCKAKYEHMEM
C/ly4yaeB, eCNN 3TO UMeET OTHOLLEHME K OLLeHKe COOTHOLEHUA "Nosb3a - pUcK".

Ocoboe BHWMaHWe B MoApasgene YyAeNserca BaKUMHaAM, aHTUMHPEKUMOHHBIM U WMHbIM
npenapatam, A1 KOTOPbIX M3MEHEHUA TepaneBTUYECKOW cpeabl MOTYT MOBAMATb Ha COOTHOLIEHWE
"nonb3a - pUCK" € Te4EHUEM BPEMEHM.

CopepKaHue 1 cTeneHb AeTanmsaunm nHdopmaumm, NpeacTaBAseMon B AaHHOM pa3aese, MOXeT
BApbMPOBATbCA B 33aBUCMMOCTM OT JIEKAPCTBEHHOro npenapaTta. B cayyae OTCyTCTBMA HOBOM
MHbOPMAUMM 33 OTYETHbIM MNepuos MOXKET NPUBOAUTCA CCblIKa Ha pasgen "BaxHaa 6asucHas
nHoopmauma no 3PpPeKTUBHOCTM IeKAaPCTBEHHOro npenapaTa, MOJIyYeHHasd B XOA4Ee KAMHUYECKUX
nccnefoBaHU U NPUMEHEHMA B MeANUMHCKOM npakTmke" MNMOOB.

8.5.17.3. NMoppasaen NOOE "XapaKkTepucTMKa Nonb3bl".

B nogpasaene npencraBnaeTca O6'be,LI,I/IHeHHa‘r'I MHd)OpMaLI,Wr'I no 6asncHbIM M HOBbIM AaHHbIM NO
TepaI'IEBTM‘-IeCKOﬁ nonb3e, KOTopble CTa/nMm WU3BECTHbl 3a OTYETHbIN nepmnoa no 0A06peHHbIM
NOKa3aHUAM.

B cnyyae OTCYTCTBMA HOBbIX AaHHbIX NO NPOGWUAID MOJMb3bl U OTCYTCTBMA 3HaAYUTE/IbHbIX
M3MeHeHUn npoduna 6esonacHOCTU, AaHHbIN NoAPasAen AO/KEH CoAep)KaTb CCbIIKY Ha noapasaen
"BaskHas 6asucHaa nHpopmauma no 3GpPeKTMBHOCTM NEeKapCTBEHHOro npenapara, NojsydyeHHas B xoje
KAMHUYECKUX UCCNeA0BaHUI U NPUMEHEHUA B MeAMLUMHCKOM npakTuke" MOOB.

B cnyyae ecnv 3a oTYeTHbIN nepuog 6biia nonydeHa HoBas MHOGOPMaLMA NO TepaneBTUYECKOM
nosib3e U He 6blN0 3HAYMMbIX M3MeHeHU npoduna 6esonacHocTM, B pasgene KpaTKo npuBoaATcA
ob6beanHeHHble gaHHble No 6a3ncHO U HoBOM MHOPMALMK.



B cnyyae HannuumAa CylecTBEeHHbIX M3MeHeHu npoduns 6es3onacHocTM AM60 NoAyYeHUA HOBbIX
AaHHbIX, NpeanonaratoWmnx 3HaUNTEIbHO MEHbLINI YPOBEHb TepaneBTUYECKOW MNO0JIb3bl MO CPABHEHMUIO C
M3Ha4yaNbHO MPOAEMOHCTPMPOBAHHbLIM, B pasgenie Ao/KHa OblTb MpPMBEAEHA KpaTKas KpuTuMyecKas
OLIeHKa AoKa3aTenbHoM 6a3bl No 6e3onacHOCTU N 3HEKTUBHOCTU B X04€ KNAMHUYECKUX NCCNed0BaHUN U
MeANLMHCKOM NPaKTUKM C yKazaHMeM cnegytowein MHopmauuu:

KpaTKoe OMnucaHue [0Ka3aTes/IbHOro YPOBHA AaHHbIX MO TepaneBTUYECKOM nosib3e (npoBoguTcs
OLLEHKa CpPaBHUTENbHOIo acnekta 3¢PEeKTUBHOCTM, CTEMEHM BblPAXKEHHOCTU 3dPdeKTa, NPaBUIBHOCTU
cTaTMcTMYecko 06paboTkM, cnabbiX M CUAbHBIX ACMEKTOB METOA0/10rMU, COOTBETCTBMA [aHHbIX B
pasHbIX UCCNEAOBAHUAX;

HOBaA VIHd)OpMaLI,VIFl, nocrasuBLlan noa COMHEHME CypporaTHble KOHEYHbIE TOYKU (an HaﬂVI‘-IVIM),'
KNNHNYECKaA 3HAYNMMOCTb BblPaXXeHHOCTU TepaneBTUYECKOTO 3¢¢EKT3;

06061aemMoCcTb TepaneBTMYECKOro 3¢deKTa mexay LuenesbiMu noAarpynnamu (Hanpumep,
nHpopmauua O HeOoCTaTOYHOCTU TepaneBTUYecKoro 3ddekTa Mo Kakom-1mbo nonynAauMOHHOM
noarpynne);

a[EeKBATHOCTb XapaKTEPUCTUKM "[103a - TepaneBTUYECKMN oTBeT";
NPOAONKUTENBHOCTb 3P PEKTa;
cpaBHUTeNbHAsA 3G PEKTUBHOCTb;

onpeaeneHue CTeneHu, B KOTOPOW AaHHble No 3PpPeKTUBHOCTU, MONYUYEHHbIE B KAUHUYECKUX
NcCcneaoBaHMAX, MOTyT ObiTb 0606LLEHbl C MONyaAUMEN, B KOTOPON MPUMEHAETCS JIeKaPCTBEHHbIN
npenapaTt B MeANLUHCKON NpaKkTUKe.

8.5.18. Pa3gen MOOB "UHTerpmMpoBaHHbIA aHa/IM3 COOTHOLWEHKA "Nosib3a - PUCK" NO 0A06pEeHHbIM
nokasaHuam".

B pasgene pep:katenem pPerucTpauMoOHHOrO YAOCTOBEPEHMA [O/MKHA 6biTb NpeacTaBieHa
0606LLEeHHasA OLLEHKA NOMb3bl U PUCKA NEKAPCTBEHHOrO NpenapaTta Npu ero NPMMeHEHUM B KIMHUYECKOM
npakTuke. MNpeacTaBAAeTcs KPUTUMYECKUIA aHanu3 M obbeAnMHeHHas WHPopMauma no npeablaywum
pasgenam B 4acTW Nosib3bl U puUcKa 6e3 aybampoBaHusa ¢ uHdopmaumeit B noapasgenax "OueHKa
PUCKOB 1 HOBOM MHbOopMaumn" 1 "Xapaktepuctmka nonbsbl” MOOB.

8.5.18.1. Mogapasgen NMNOOB "MHTerpnpoBaHHbIM aHanM3 B KOHTEKCTE COOTHOLWEHMA "nosb3a -
puck" (BKAOYAA MeANLMHCKYIO MOTPEBHOCTb U BaXKHble afibTepHaTuBbI)".

B noapasgene npeactaBafeTca KpaTkoe onucaHue MeguumHCKoi NoTpebHOCTH B 1IeKapCTBEHHOM
npenapate No og406pPeHHbIM MOKa3aHWAM M CYMMWPOBAHHO MO anbTepHaTMBaM (MeAMKaMEHTO3HbIM,
XMPYPrUYECKMM UM MHBIM MOKa3aHMUAM, BKlOYan OTCYTCTBUE NeYeHus).

8.5.18.2. Mogpasaen NOOB "OueHKa npoueaypbl aHanM3a COOTHOLLEHMA "Nonb3a - puck'.

CooTHoweHMe "nonb3a - pMCK" nmeet passinyHoe 3Ha4yeHmne B 3aBUCUMOCTU OT NMoKasaHui u
Luenesbix I'IOI'IynFiLI,VIﬁ. CnepoBaTenbHo, AnA NEKAPCTBEHHbLIX NpenapaTtoB, 3apernCTtpnupoBaHHbIX MO
HECKOJIbKMM TMNOKa3aHnAM, COOTHOLWEHWNE "nonbsa - [IJI/ICK|| AOJ/TXKHO 6bITb OoueHeHO OoTAe/iIbHO Mo
Ka*X4omy MnOKa3aHUHo. B CQlydae Hanndma CywecCcTtBeHHbIX pa3nw4|/||7| COOTHOLWeEeHMA "nonb3a - pl/ICKII
mexagy nogrpynnamn B pamMKax 1 nokasaHMA OueHKA COOTHOLIEeHMUA "nonbsa - pVICK" AO0/1XKHa 6bITb
npeacraBneHa oTAe/ibHO U ANA NoONyAALMOHHbLIX noAarpynn (ECI'IM I'IpMMEHMMO).

8.5.18.2.1. OcHOBHble BONPOCHI B OTHOLWEHWU NOAb3bl U PUCKOB:

Knro4yeBan MHd)OpMaLI,MH, npeacrtasneHHaAa B NpeawecTtByrOWMX pa3genax no nosibse n pucky,



[0/KHa 6bITb 06beiHEHA C LLe/IbI0 OLLEHKU UX COOTHOLLIEHUS;

OLEHMBAETCA KOHTEKCT MPUMEHEHMA JIeKapCTBEHHOro npenaparta (M3nedeHue, npodunakTuka,
AMarHoOCTMKa), cTeneHb TAMECTU M CepbesHOCTb 3abosieBaHuA, Lenesas nonynaumsa (OTHOCUTE/bHO
340pOBble, XPOHMYeCKMe 3aboseBaHuA);

B OTHOLUEHMM MONb3bl OLLEHUBAETCA €€ XapaKTep, KANHUYECKasA 3HaYMMOCTb, MPOAO/IKUTENIbHOCTb
apdeKkta, 0606laeMoCTb, [0Ka3aTenbcTBo 3IPPEKTUBHOCTM Y MAUMEHTOB, He OTBEYaloWMX Ha
anbTepHaATUMBHOE SIeYeHWe, BbIParKEHHOCTb 3P deKTa, UHANBUAYANbHbIE 3/IEMEHTbI NOJb3bl;

B OTHOWEHUN PUCKA OLLEHMBAETCA K/IMHNYECKAA 3HAYMMOCTb (HaanN\ep, XapaKTep TOKCUYHOCTH,
Cepbe3HOCTb, 4aCTOTa, NPEACKA3YEMOCTb, NPeaoTBPaTUMOCTD, 06paTVIMOCTb, B/IAHNE Ha I'IaLI,MGHTa), a
TaKXe acCneKTbl pPUCKa, CBA3aHHblE C MNMPUMEHEHUEM HE nNo O,ﬂ,06peHHbIM NOKa3aHnAM, HOBbIM
NMOKa3aHUAM, HENPaBU/IbHbIM NMPUMEHEHUNEM;

npu GOpPMyNIMPOBKE OLEHKM COOTHOLIEHMA "NOMb3a - pUCK" paccmaTpmBatoTca cnabble U CUbHbIE
CTOPOHbI, a TaK¥Ke HeonpeaeneHHOCTU AOKa3aTeNbHOU 6asbl C ONUCaHMEM WX BAUAHWUA HA OLLEHKY.
MpuBOAMTCA XapaKTEPUCTUKA OrPaHNYEHUI BbINONHEHHOM OLEHKU.

8.5.18.2.2. MNpeAacTaBaAOTCA ONUCaHME U apryMeHTaLmMa NCNOb3yeMOM METOLOIOMMN A1A OLEHKU
COOTHOLLEHUA "Nonb3a - pUcK™:

a) NpeAnoNoXKeHUs, PacCMOTPEHNe, COOTHeCeHUA, KOTopble NMOATBEPXKAAlOT cAeNaHHbIN BbIBOA,
Mo OUEHKe COOTHOLLEHUA "Nonb3a - pucK";

6) KOMMEHTap1M B OTHOLIEHUU BO3MOMKHOCTU BbIPayKeHMA MOJb3bl U PUCKa B NpeAcTaB/ieHHOM
BMAE M MX CONOCTaBAEHUS;

B) ecnu npeacTtaBneHa KOJMYeCTBEHHas OLEeHKa COOTHOLIEeHMA, BK/loyaeTca 0606LeHHoe
onucaHne MeTO0B OLEHKMU;

r) 3SKOHOMWYecKas oueHKa (Hanpumep, "ctoumocTb - 3ddeKTUBHOCTL") He A0/KHa
paccmaTpuBaTbCA NPU OLLEHKE COOTHOLLEHUA "Nosb3a - pUcK".

8.5.19. Pasgen NOOBG "3akntoueHune NOOB 1 Nnpegnaraemble nocneayowme 4eNCTBUS B KOHTEKCTE
cAenaHHoOM oUeHKn".

3aKkntoumTensvHblt  pasaen [MOOB gonxeH cogepXaTb 3ak/AlOYeHWEe O  BAWAHWMM  HOBOW
MHbOPMaALUUM, BbISIBEHHOW B OTYETHbIV Nepuos, Ha obLLyto OLEeHKY COOTHOLWeEHUA "nosb3a - puck" no
Kaxkaomy o406peHHOMY NOKa3aHMIo, a TaKKe Nno noarpynnam naumMeHToB (ecim NPUMEHMUMO).

OCHOBbIBasiCb Ha OLEHKe KyMyASTUBHbIX AaHHbIX MO 6e30MacHOCTM M aHanAn3y COOTHOLUEHWA
"nonb3a - puck", geprkatenb pPerncTpaLuMoHHOro YAOCTOBEPEHMA OO0/MKEH OLEHUTb HEO0BXOAMMOCTb
M3MEHEHMA MHPOPMALMN O NEeKAapCTBEHHOM MpenapaTe U NPeAoKUTb KOHTEKCT COOTBETCTBYHOLMX
U3MEHEHUN.

3aKntoueHne A0MKHO BK/YaTh B ceba npeasapuTesibHbie NPeaioXKeHna no onTMMmnsauumn uam
JanbHenllen oueHKe CcOooTHoweHuA "monb3a - pUck" C Uenbilo MX nocaeaylowero obcy>KaeHusa c
YNO/IHOMOYEHHbIMW OpraHamu rocyaapcrs-ysieHos. [laHHble NpeanoXeHua MOryT BKAoYaTb B ceba
Mepbl MUHUMM3ALMKN PUCKA.

B oOTHOWeHun NNEKAPCTBEHHbLIX NpenapaTtoB, WMMeEWWUX naaH no d)apmaKOHap,aopy n
MUHUMKN3ALUN PUCKa, NPeaNOXEHUA OO01KHbI 6bITb BK/OYEHbI B MAAH MO d)apN\aKOHap,3opy 1M nnaaH
MUHUMKN3ALLN PUCKA.

8.5.20. Pasgen MOOB "MpunoxkeHusa kK MOOB".



Pasgoen nonskeH BKAOYATh B ceba cneayowme npunosKeHns:
a) cnpaBoYHan nHbopmaLums;

6) KymynsaTUBHbIe 0606LatolMe TabMUYHbIe AaHHbIE NO CePbE3HbIM HeXenaTeNbHbIM ABAEHUAM,
BbIAB/IEHHbIM B X04€ KNAMHUYECKUX UCCAen0BaHNIA;

B) KYMYNIATUBHbIE U WHTEPBAJZIbHbIE o6o6u.|,arou.|,14e TabnnyHble AaHHbleé NO Cepbe3HbIM W
HeCepbe3HbIM HEXENATE/IbHbIM peakunAam No AaHHbIM NOCTPETrNCTPAUNOHHOTO NPUMEHEHUNA;

r) TabnnyHble AaHHble NO CUrHaNaMm;
[) oleHKa cMrHanos (ecam NPUMeHNMO);

€) nepeyeHb BCeX MOCTPErMCTPaLMOHHbIX MCCNeA0BaHNi No 6e30MacHOCTH.

8.6. Cnctema Kavecrsa NOObB Ha ypoBHe ageprkatens
pPerncTpaunoHHbIX y40CTOBEPEHNI

[ep:KaTenb perncTpaumoHHOro yA0CTOBEPEHNA AO0/MKEH MMETb CPOPMMUPOBAHHBIE CTPYKTYPbI U
npoueccbl AN NoAroTOBKKM, KOHTPOAA KayecTBa, 0630pa U npeacrasneHma MOOB, BKAOYas KOHTPOJIb
MCMONIHEHUA B NPOLEcce M Nocae UX OLeHKU. [laHHble CTPYKTYPbl U NPOLECChl A0MKHbI 6bITb ONMCaHbI B
npoueaypax, MPUHATbIX B BUAE MNUCbMEHHOro [OKYMEHTa, CUCTEMbl KayecTBa JepKaTtens
PEerncTpaunoHHOro y40CTOBEPEHMUA.

Mpoueccbl dapmakoHag30pa BKAKOYAOT B cebsa pAg HanpasB/ieHU, KOTOpble MOryT OKasaTb
HenocpeAcTBeHHOe BAUAHME Ha KadectBo MOOB (Hanpumep, 06paboTKa coobLieHUI 0 HexenaTenbHbIX
peakuusx, MoJyYeHHbIX B PaMKax CMNOHTAHHOrO PEMNOPTUPOBAHUA WA KAUHUYECKUX UCCNedO0BaHUM,
0630p AuTepaTypbl, BbISBAEHWE, BaAWZAUMA W OLLEHKA CWUrHana, LONOAHUTENbHblE Mepbl Mo
dapmaKoHaA30py M NOCTPErNCTPALMOHHOM UCCIef0BaTeIbCKOM AeATeIbHOCTM, NpoLeaypbl 06paboTkm
N 0bbeauHEeHNA AaHHbIX NPW OLEHKe MOoJMb3bl U pUcka U Ap.). CMcTeMa KayecTBa A0JIXKHA OMMCbIBaTb
B3aMMOCBA3b MeXKAY MpoLeccamu, KaHanabl MHGOPMMPOBaAHMA M 006A3aHHOCTM NO npoueaypam cbopa
BCEM MMmelolen oTHoweHne MHbopmaummn ana BrkaoveHua B MOOB. JonxkHbl 6biTb paspaboTaHbl U
BHEeZpPEHbl LOKYMEHTMPOBaHHbIE NPOLLeAYPbl MO KOHTPOJIO KayecTBa NPOLECCOB C Liesblo obecrneyeHun
MO/IHOTbI M TOYHOCTU AaHHbIX, npeacTtasasemblx B [MOOB. BaXHOCTb WMHTErpMpPOBaHHOW OLEHKM
COOTHOWeHNsA "nonbza - puck" onpegenser HeobxoAuMMoOCTb obecneyeHWss BKNada PasMYHbIX
AenapTamMeHTOB UM oTAeNoB Npu noarotoske MOOB.

MOOB foMKeH coaep:KaTb OLEHKY crneumanbHbIX 3anpocoB No acnekTam npoduns 6esonacHocTy
CO CTOPOHbl YMNONHOMOYEHHbIX OPraHOB rOCYAapCTB-YAEHOB. Y AepiKaTens perncTpaumoHHOro
YyAOCTOBEpPEHUA A0MKEH bbiTb pa3paboTaH M BHegpeH mexaHu3Mm, obecneumBalolMii HagexKallyto
06paboTKy M OTBETbI Ha 3aMPOChl YNOJHOMOYEHHbIX OPraHOB rOCYAapPCTB-4Y1EHOB.

MpeacTtaBneHne ob6obwarowmx TabAMUHbIX AaHHbIX  [AOMXKHO MoABeprathCA npoueaype
BepUPUKALMN AaHHbIX B OTHOWEHUM 6a3 [AaHHbIX AepaTens PerucTpaumoHHOro yaocToBepeHUsa C
uenbio obecneyeHUss TOYHOCTU U MOMHOTbI NPEACTaBAAEMbIX AAHHbIX B OTHOLIEHUW HeXenaTeNbHbIX
peakuuii u asneHni. Mpouecchbl pasmeLleHna 3anpocoB B base AaHHbIX, UCNOIb3yeMble NapaMeTpbl ANa
M3BAEYEHMA JaHHbIX M KOHTPOJIb Ka4ecTBa A0KHbI ObITb HaaeXalmm 06pa3om AOKYMEHTUPOBAHbI.

Hagne)awaa cuctema Kadvectsa Aepxarena perncTtpaumMoHHOro yaocrtoBepeHmAa AOO0J1XKHa
UCKNHYNTL PUCK HEBbLINOZIHEHNA AepXKaTenem pernctpaunoHHOro yaocrtoBepeHuna Tpe6OBaHMVI
3aKOHO4aTeNbCTBa, TAKUX KaK:

HenpeacTaB/eHNe oTyeTa: nonHoe HenpeacrasneHne MNOOB, HapyweHue rpaduka AN CPOKOB
nogaun NOOB (6e3 npeABapuTENbHOrO COFNACOBaHUA C YMNOJHOMOYEHHbLIMW OpraHamMu rocyaapcrs-
Y/NeHoB);



HeoboCHoBaHHOeE HenpeacrasaeHne 3anp0L|.|eHH0171 MHd)OpMaLI,MVI}

HU3KOEe KayecTBO OTYETOB (MN10X0e AOKYMEHTMpPOBaHME NMBO HepocTaToyHas MHbOpMaLMsa uUan
OLeHKa, NpeacTaB/ieHHble A1a BbINOJHEHWA aHaM3a HOBOW MHbopMauumn no 6e3onacHOCTH, CUrHanoB
no 6e30MacHOCTA, OLLEHKM PUCKA, OLEHKWU MOJb3bl U MHTErPUPOBAHHOTO aHa/IM3a COOTHOLWEHMA "nosb3a
- PUCK", OTCYTCTBME YKa3aHMA O HENpPaBU/IbHOM MPUMEHEHMU, OTCYTCTBME CTaHAAPTHON TEPMUHONOTUM,
Heob0oCHOBAHHOE UCK/OYEHME CyYaeB, HenpeacTaBaeHne nHpopmaumm no GpakTopam pucka);

npepacrasneHme MOOB 6e3 oTpaxeHWs paHee MNOJYYEHHbIX 3aMNPOCOB OT YNOAHOMOYEHHbIX
OpraHoB rocyapcTB-4/IeHOB.

Bce 3HauMMble OTKAOHEHMA OT npoueaypbl NOArOTOBKM M npeacTasneHua NOOB gonKHbI 6biTh
OOKYMEHTUPOBaAHbl M  MPUHATbI COOTBETCTBYIOWME KOPPEKTUPOBOYHbIE W NpeaynpeanTeNbHble
meponpuaTtua. [laHHaa AOKyMeHTauma AoKHa bbiTb AOCTyNHa B toboe Bpems.

B cnyyae pgenervposBaHua obasaHHocTen no noarotoBke MOOB TpeTbMm CTOPOHaAM AeprKaTesib
PEerncTpaLnMoHHOro ya0CTOBEPEHUA AO0/MKEH obecneynTb Hanuuume y TpeTbel CTOPOHbI Haa/exallen
CUCTEMbI KayecTBa, COOTBETCTBYHOLLEN TpeboBaHMAM npaBa Coto3a M 3aKOHOAATENbCTBA FOCYAapCTB-
YNEHOB.

8.7. ObyuyeHue nepcoHana npoueaypam no NOOBb

OTBETCTBEHHOCTbIO /ML, YMNOJAHOMOYEHHOrO Mo ¢apmakoHagsopy, saBasetca obecneyeHue
Hagnexallen KBanudpukauuu, onbitTa M obydyeHMa nepcoHana no ¢apmakoHaA30py, OLEHKe
MeAMLMHCKOM MHPOPMaUMM M KOHTPONA KauyecTBa, 3afeMCTBOBAHHbIX B MNpoueaypax MoAroTOBKM,
0630pa, KOHTPONA KayecTsBa, OLEHKN U npeactasneHna NOOB. CneayeT ocywecTBaAaTb Heobxogumoe
obyyeHMe No PasANYHbIM MNPOLECCaM, acNeKTamM 3HaHUI U HaBblKaM, CBA3AHHbIM C papMaKoOHaA30POM.
HanpaBneHus obyyeHMs [O0MKHbI BKAOYaTb B cebsa acnekTbl npasa Coto3a M 3aKOHOAATENbCTBA
rocyAapcTB-Y4/1€HOB, PYKOBOACTB, Hay4yHYl0 OLUEHKY OaHHbIX, MUCbMEHHblEe MpoLeaypbl NO acnekTam
noarotosku NOOB. [JokymeHTMpPOBaHWe NpoLecca 0by4eHnsa LOMKHO NOATBEPKAATb €ro NPOXOXKAEHNE
[0 Hayana BbINOJIHEHNA COOTBETCTBYIOLWMX GyHKLUMIA no MOOB.

8.8. Mopanok npeacrasneHuna NOOBb

8.8.1. CTaHZapTHbIM nopsagok npeactasneHuns NMOOB.

MNepunoanyHocTb U cpokn npeactasneHna OOB nekapcTBeHHbIX MNpenapaToB onpeaenArTca
COrNacHO NepeYHIo, yTBEPKAAEMOMY YNOJTHOMOYEHHBIMW OPraHamMm rocyAapcTB-4/1eHOB.

Ona nekapCTBeHHbIX NpenapaTtoB, MeXAyHAapoAHOe HenaTeHTOBaHHOE HaMMeHOBaHue Wan
rpynnuMpoBOYHOE HAaMMEHOBAHWE KOTOPbIX HEe BK/IOYEHbl B YKa3aHHbIA nepeyeHb, NEepUOANYHOCTb
npeactasneHna NOOBb cocTasnaerT:

Kakable 6 mecaLes OT MeXAyHapoaHOW AaTbl perncTpauumn B TedeHme nepsbIx 2 NeT;
€¥KeroAHo B TeyeHue nocneayroLlmx 2 neT;
Janee - Kaxgble 3 roga.

Cpok nogaum MOOB cocTtaBnseT He 6onee 90 KaneHpapHbIX AHEM C AaTbl OKOHYaHWA cbopa
[OAHHbIX.

8.8.2. BHeouepeaHas nogaya MOOB.

NOOBb noanexut nogavye HesamepamtenoHo. lMopgrotoBka MNOOB AonXKHA OCYLWECTBAATLCA He
6onee yem 60 KaneHAAPHbIX AHEN C AaTbl NOAYYEHMA NMUCbMEHHOTO 3anpoca YNoJHOMOYEHHOTO OpraHa



rocyaapcTBa-yneHa.
8.8.3. dopma nogaum MNOOB.

MNOOB nogneXxut nogaye B SNEKTPOHHOM BUAE C BO3MOXHOCTbIO TEKCTOBOIO NMOUCKA HA PYyCCKOM
A3bIKE UM aHTUMIACKOM A3blKe ¢ 06A3aTeNbHbIM NEPEBOAOM HA PYCCKUIA A3bIK CNeAyoWmX pa3aenos:
KpaTKOe U3/10’KEHNE OCHOBHOMO COAEPIKAHUA, MHTErPUPOBAHHbIN aHaNN3 COOTHOLWEHMA "nonb3a - puck”
no ofob6peHHbIM MOKA3aHMAM W 3akAtodeHue. Mo 3anpocy yNnoNHOMOYEHHOrO OpraHa rocyAapcTsa-
yfieHa AepKaTenb PerncTPaLMoHHOro yaoctoepeHmsa o6a3aH B TedeHmmn 30 KaneHAapHbIX AHEN CO AHA
NoJlydeHMA TaKOro 3anpoca NpeAcTaBMTb NepPeBo, Ha PYCCKUI A3bIK apyrux pasaenos MOOB.

8.9. Mpouecc oueHkn MOOB Ha TeppUTOpPUAX FOCYJAPCTB-YNEHOB

YNO/IHOMOYEHHbIMM  OpraHamu roCyAapCTB-Y4/I€HOB AO/IKHO 06ecneymBatbca  BbINOJHEHUE
oueHKkn MNOOB ¢ uenblo onpegeneHnsa cooTeeTcTBusA TpeboBaHMAM npaBa Coto3a M 3aKOHOLATENbCTBA
rocyAapCTB-Y4/1€HOB, @ TaKXe BO3MOMKHbIX WM3MeHeHWMW npoduna 6e30MacHOCTU NEeKAPCTBEHHOMO
npenapata u BAUAHUA 3TUX U3MEHEHMIM Ha OLLEHKY COOTHOLWEHWA "nonb3a - PUCK" NeKapCcTBEHHOro
npenapara.

9. YnpaBsieHne CUrHanom
9.1. CTpyKTypbl M NpoLECcChl

9.1.1. MCTOYHMKM NOSIY4EHUNA CUTHANOB U UX 06paboTKa.

9.1.1.1. WNCTOYHWKM NONYyYEHMA CUFHANOB BKAOYAOT B cebAa Bce AaHHble, Mojyvyaemble Npu
NPUMEHEHUN NeKapCTBEHHbIX NPenapaTos, BKAOYAA AOKAMHUYECKNE N KIUHUYECKMEe AaHHble, AaHHble
MeToa08B GapMaKoHaA30pa U CUCTEMbI KOHTPOAA KayecTBa. [laHHble MOTyT BK/OYaTb B cebs cBegeHus,
nosly4aemble CUCTEMOM CMOHTAHHOIO PENOPTUPOBAHUA, CUCTEMAMM aKTUBHOIMO MOHUTOPUHIA, B
pe3ynbTate MNpPOBeAEHUA HEUHTEePBEHUMOHHbIX WCCAeAOBAHUM, KAMHUYECKUX WCCNefoBaHUA U U3
OPYTrUX UCTOYHUKOB MHDOPMaLLUW.

9.1.1.2. CurHanbl W3 CMNOHTaHHbIX COOBLWIEHNM MOMHO OOHAPYXUTb B WHAMBUAYANbHbIX
COOBLLEHNAX O HeXenaTeNbHbIX PeakLMAX, BKAOYEHHbIX B 6a3bl AaHHbIX O HEXKeNaTesbHbIX PeaKuusx,
CTaTbAX M3 HayyHoi nutepatypbl, MOOBb mnan apyroit MHbopMmaLmn, NPeACTaBNEHHON AeprKaTensimu
PerucTpaLmMoHHbIX YAOCTOBEPEHUI B pamKax npoueayp, onpegeneHHblx npasom Cotosa
3aKOHO4ATE/IbCTBOM  FOCYAAPCTB-Y/IeHOB (Hanpumep, W3MEHEeHWA U AOMOJIHEHWUS, NPOAJIeHue,
06s3aTeNbCcTBAa MO MOCTPErUCTPALMOHHBIM  UCCEL0BAHUAM) WAW  MOCTOSIHHO  BbIMOJIHAEMOTO
MOHWTOPUHIa COOTHOLWEHMA "No/b3a - PUCK" NEKAPCTBEHHbIX NPenapaTos.

9.1.1.3. CurHanbl MoryT ObiTb BbIAB/AEHbI MNPV MNPOBEAEHUN PA3/INYHBIX BMAOB WCCAELOBAHWMA,
BK/II0OYAA JOKIMHUNYECKME, MHTEPBEHLMOHHbIE U HEMHTEPBEHLMOHHbIE UCCAEA0BAHUA, CUCTEMATUYECKME
0630pbl, MeTa-aHanM3bl. PasnnyHble BUAbI aKTMBHOTO MOHWMTOPMHIA MOTYT MOMOraTb B BblIBJEHMUM
CUTHANOB, @ TaK¥Xe CTUMY/IMPOBATb MPOLECC PENOPTUPOBAHMA CMELMANNCTaMN ONpeseneHHbIX TUNoB
HeXKenaTeNbHbIX Peakuui.

9.1.1.4. [dpyrMe  WUCTOMHMKM  UHPOpMaAUMM  BKA4YaloT B  ceba  MHPOPMALIMOHHO-
TeNIeKOMMYHMKaUMOHHYIO ceTb "UHTepHeT", uudpoBble cpeactsa (obuwenocTynHble Beb-caiiThl,
couuanbHble cetu, 6a0rM) UAN ApyrMe CUCTeMbl, Yepe3 KOoTopble MaumeHTbl M noTpebutenn moryt
coobWwmMTb 06 ONbITe Pa3BUTUA HEXKeNaTeIbHbIX PeaKLMiA Ha IeKapCTBEHHbIE NpenapaThbl.

9.1.2. MeTtogonorua o6paboTKM CUrHANOB.

9.1.2.1. ObHapyKeHNe CUTrHaI0B LO/IKHO MPULEPHKMUBATLCA CTPYKTYPUPOBAHHOM WM MPU3HAHHOWM
METOA0/10rMM1, KOTOPan MOXKET BapbMpOBaTbCA B 3aBMCMMOCTM OT BMAA IeKapCTBEHHOrO npenapaTta, B



OTHOLWEHNN KOTOPOTro BbINO/THAETCA npoueaypa.

9.1.2.2. C uenblo OUEHKM AO0Ka3aTe/SbHOW OCHOBbI, MOATBEPKAAOWEN MOCTYNUBLUMIA CUTHAA,
HEeobxoAMMO NPUMEHATb CTPYKTYPUPOBAHHYIO U MNPU3HAHHYIO METOA0/I0MUI0, KOTOpas [AO0JIXKHa
YYUTbIBATb K/IMHMYECKYID 3HAYMMOCTb, CTeMeHb [AOCTOBEPHOCTM B3aMMOCBSI3M, COM1aCOBAaHHOCTb
OAHHbIX, B3aMMOCBS3b CTEMeHW BO3AENCTBMA W peakuuu, NPUYMHHO-CAeACTBEHHYIO CBA3b,
6100rMYecKy0 NpPaBAONOA06HOCTb, 3KCNEPUMEHTA/IbHbIE pPe3y/bTaTbl, BO3MOXHble CXOAHble NO
XapaKTepy ABNAEHUA AaHHble.

9.1.2.3. Mpu NPUOPUTU3ALUM CUTHANOB Y4YUTHIBAOT HOBU3HY BbIABAEHHOW B3aMMOCBA3U UK
NleKapcTBEHHOro npenapaTa, GaKTopbl, MMeloWmMe OTHOLWEHNe K 3HAaYMMOCTM  B3aUMOCBA3M,
Cepbe3HOCTU COOTBETCTBYIOLLEN peakuun M GaKTopbl, MMeoWMe OTHOLIEHNE K AOKYMEHTUPOBaHUIO
coobueHus.

9.1.3. Npouecc 06paboTKN CUrHANOB.
9.1.3.1. BeegeHwue.

9.1.3.1.1. Npouecc 06paboTKM CUTHANOB BKAOYAET B ceba CTaamMm OT BbIABAEHMA CUTHana Ao
BbIpaboTKM pekomeHZaumit. Mpasuaa BbiNoAHEHUA 06PabOTKM CUTHANOB MMEIOT OTHOLWEHWE KO BCEM
3aMHTEPEeCOBaHHbLIM CTOPOHAM, YYacTBYIOWMM B KOHTposne 6e30NacHOCTM 3aperncTpupoBaHHbIX
NeKapcTBEHHbIX NpenapaTtos.

9.1.3.1.2. Mpouecc 06paboTKM CUTHAIOB BKAOYAET B ceba cieaytowme cTagmu:
a) BbIIB/IEHWE CUTHANa;

6) BanMaaLmAa CUrHana;

B) aHa/In3 M NPUOPUTU3ALUA CUTHANa;

r) oueHKa curHana;

[) pekomeHaaunmn no AencTBmUaAMm;

e) obmeH nHdopmaumei.

9.1.3.1.3. lMpepcraBneHHble Bble cTaguM npouecca 06paboOTKM M3NOXKEHbI B JIOTMYECKOM
nocnefoBatesibHOCTU. Pabota ¢ OTAENbHbIMM  AOCTYNMHbBIMW  UCTOYHMKAMM  MHOpPMaLLUW,
NCNONb3yeMbIMW 1A OGHAPYKEHUA CUTHANOB, MOXET NoTpeboBaTb rMbKocTn B 06paboTke cMrHanos, B
YacTHOCTM:

ecnn obHapyeHue curHanos 6asupyetca Ha o0630pe UHAMBMAYaNbHbIX COOBLEHWUA O
HexkenaTesNbHbIX peakumax, npoueaypa MOMET BKAOYaTb BepPUPUMKALMIO M  NpesBapUTesbHYIO
NPMOPUTU3aLMI0O OBHAPYIKEHHOIO CUTHANa;

ecinm  CUrHan BbiABAEH MO O6'bep,MHEHHbIM pe3ynbtatam wUcCCneagoBaHMA, KakK npasunio,
HEBO3MOXHO OUEHUTb Kaxgoe unHaAMBuUAyaJibHOE C006LIJ,EHI/IE, M B pPeE3ysbTate BaiMAauUnN MOXKET
I'IOTpE6OBaTbC’r'I c60p AONO/THUTENDbHbIX OAaHHbIX.

PekomeHZauumn no Jenctsusm (C Mociemylowmm MNPUHATUEM pPELeHUs B COOTBETCTBUMM C
MeXKAYHapOAHbIMM AOTOBOPAaMM U aKTamu, cocTasasowmmmn npaso Coos3a, M 3aKOHOAATE/bCTBOM
rocyaapcrs-yieHoB) M obmeH uHbOpPMauMen ABAAIOTCA KOMMOHEHTaMM, KOTopble HeobxoauMmo
YUMTbIBATb Ha KaXK4oM cTagum npouecca.

9.1.3.2. BbiABNeHME CUTHANA.



9.1.3.2.1. Ko Bcem MeToam BbIiIBAEHMA CUTHANA NPUMEHSIOTCA cieayolme TpeboBaHus:

a) ncnonb3yemblii MeToa, AONKEH COOTBETCTBOBaTb 06beMy AaHHbIX (Hanpumep, UCMOIb30BaHUe
CNIOXKHbIX CTaTUCTUYECKMX METOA0B MOXET He NOAXOAUTb AN HE6ONbLIOro 06beMa AaHHbIX);

6) He06X0AMMO YUMTbIBATL AaHHbIE U3 BCEX COOTBETCTBYHIOLNX MCTOUYHUKOB;

B) LO/IKHbI BbITb BHEAPEHbI CUCTEMbI, FAPAHTUPYIOLLME KAauyecTBO BbINONHAEMOWN AeATeIbHOCTU Mo
06HapYKEeHUIO AAHHbIX;

r) pesynbTaTbl 0630pa KYMYNATUBHbIX AaHHbIX AOJI*KHbI CBOEBPEMEHHO M HaA/exawmm obpasom
OLLeHNBaTbCA KBAAMDULMPOBAHHbBIM INLLOM;

A) npy  OBHapy»KeHUW yrposbl OOLLECTBEHHOMY 340POBbI0  AO/IXKHbI  NPeanpPUHUMATLCS
HesameganTenoHbole U 3GPEKTUBHbIE AENCTBUS;

e) npouecc BbIABAEHUA CUIHA/NOB [AO/MKEH OblTb Hag/ieawum o06pa3som AOKYMEHTUPOBaH,
BK/toYas 060CcHOBaHUE MeToAa U NepnoaNUYHOCTM BbINOSHEHUA AEUCTBUIA NO OBHAPYXKEHWNIO CUTHANO0B.

9.1.3.2.2. ObHapyKeHue cMrHanoB no 6e30nNacHOCTU MOXKHO OCYLLECTBAATL HA OCHOBaHMM 0630pa
6a3 [aHHbIX MHAMBMAYA/IbHBIX COOOLWEHUIA O HeXenaTesibHblX Peakumax, CTaTUCTMYECKOro aHanau3a
60/bluMx 6a3 AaHHbIX MM Ha OCHOBAaHWMM KOMBMHMPOBAHHOIO MOAX043, OCHOBAHHOIO HA COYETaHUU
3TUX METOL0B.

9.1.3.2.2.1. O630p MHAMBUAYANbHbIX OTYETOB NO He3onacHoOCTMU.

MHagmBuayanbHble COOBLWEHUA O He)KenaTesNbHbIX pPeakuusax MOryT ObiTb MOJlyYeHbl U3
CMOHTaHHOW CUCTEeMbI penopTnpoBaHnA, aKTUBHbIX CI)OpM MOHUTOPUHIa, KANHUYECKUX VICCﬂe,EI,OBaHVI[/‘I
WM MOTYT BbITb ONYBMKOBaHbI B MeANLMHCKON anTepaTtype. Haanume 1 coobuieHma o cepbesHon uam
TAXENON HexenaTenbHol peakumm (Hanpmumep, 06 aHapUNaKTUUECKOM LLIOKE) MOKeT BbITb AOCTaTOUYHO
ANnA Toro, 4tobbl 06paTUTL Ha 3TO cooblieHMe BHUMaHWE U NPeAnpPUHATb AanbHellne AencTBuA.
MHbopmauma, noanekallaa oueHKe, [AO0AXHA BK/A4YaTb B ceba KonumyecTso coobueHunin (nocne
WCKIOYEHNA MOBTOPAOWMNXCA COOBLIEHMIA U coobleHnin, 0DOPMNEHHbIX HeHagaexKawum obpasom),
Aemorpaduryeckme AaHHble nauueHTa (Hanpumep, BO3PacT M MoA), NOAO3PEBAEMbIA NEKAPCTBEHHbIN
npenapat (Hanpumep, BBeAeHHas [03a) M HeKenaTesbHYI peaKkuuio (Hanpumep, NPU3HaKKM U
CUMMTOMbI), BPEMEHHYI0 B3aMMOCBA3b, KAMHWYECKUA UCXOO, B CBA3M C MPOAO/INKEHMEM UM
npeKkpaleHnem npuema JeKapcTBEHHOro npenapaTta, HaauumMe noTeHUMabHbIX afbTePHaTUBHbIX
NPUYUH  Pa3sBUTUA HEXKeNaTeNbHOro ABNEHWA, OLEHKY OTnpasuTenem CcooblleHUs MNPUYNMHHO-
CnefiCTBEHHOW CBA3M U AOCTOBEPHOCTb BMONOrMYECKOM U papMaKoI0rMYeCcKom CBA3MN.

9.1.3.2.2.2. CTaTUCTMYeCKMe aHanu3bl B 60/1binx 6asax AaHHbIX.

CyIJJ,GCTByIOT pPa3nInyHble CTaTUCTUUHECKME MeTOObl aBTOMATUYECKOIo BblAB/IEHNA CUTHA/I0B UCXo4A
M3 HEMPONOPUMOHA/IbHOCTU KO/IMYeCTBa OTYETOB, TO €CTb b6onee BbICOKMI YPOBEHb peENOPTUPOBAHNA O
npe,u,nonaraemoﬁ no,u,ospeBaeN\oﬁ HexenatenbHoM peakuynnm Ha COOTBETCTBYyHOLLEE I,CI,EI\/’ICTByK)LLI,ee
BeLLecTtso nnun l'IeKapCTBEHHbII‘;I npenapart Nno CpaBHEHUIO C APYrMMHU ,EI,EI‘;ICTBWOU.I,MMM Beuwiecteamn naun
NeKapCTBEHHbIMU NpenapaTamu B 6ase LaHHbIX. Mcnonb3oBaHMe CTaTUCTUYECKMX MEeTOA40B NOOXOANUT He
ana  Bcex cmyau,mﬁ. Mpn U“CNONBL30BAHMM CTATUCTUYECKUX METOO0B WU Bbl60pe Kputepmnes
Mp,eHTM(I)VIKaLI,MM CUrHanoB cneayetr ydntbiBaTb 0bbem AaHHbIX, NONHOTY ,CI,OCTYI'lHOI‘;I MHdJOpMaLI,MM n
CeEpPbe3HOCTb HexenatenbHoM peakunun.

MNepnoaANYHOCTb BbINOJIHEHUA CTAaTUCTUYECKOro aHanusa 6a3bl AadHHbIX W TreHepunpoBaHUA
CTaTUCTUYECKOIro OTHETa 3aBUCUT OT XaAPaAKTEPUCTUKU AEIZCTBYPOUAGFO Bpeuwectea Uan NeKapCTtBEHHOIO
npenaparta, NoKasaHui K NMPUMEHEHUNIO N NOTEHLMNA/IbHbBIX NN VILI,eHTMd)MLI,VIpOBaHHbIX PUCKOB.

9.1.3.2.2.3. KombuHauma CTaTUCTUYECKMX MeTodoB M 0630pa MHAMBMAYANbHLIX OTYETOB MO



6e3onacHoOCTH.

CTaTUCTMYECKME OTYEeTbl MOryT ObITb MNpegHa3HavyeHbl AAA  BblABMEHMA MNOAO3PEBAEMbIX
HeXKenaTeNbHbIX peaKkunil, COOTBETCTBYIOWMX NPeABapuUTENbHO OMNPEeLEeNeHHbIM KPUTEPUAM 4acTOTbl,
CTEMNEHU TAMKECTU, KAMHWUYECKOM 3HAYMMOCTM, HOBWM3HbI WM CTAaTUCTMYECKON B3aMMOCBA3KU. TaKue
dunbTpytoWwmMe mMeToabl MOTyT ynpocTUTb O0TOop Hambosee BaXKHbIX UHAMBMAYaANbHbIX COOBLLEHNI O
He)KenaTesbHbIX PeakLMAX, PAacCMATPMBAEMbIX Ha MepBOMN cTagumn npoueaypbl. MNpeaenbHoe 3HavyeHne
nokasaTensi, MCNosb3yemoe B 3TOM UAbTPYIOLLLEM npouecce (Hanpumep, He meHee 3 cooblueHui),
MOMET BapbWpOBaATbCA B 3aBUCMMOCTM OT KAMHUYECKON 3HAaUYMMOCTU MOLO03PEBAEMON HEXeNnaTenbHOM’
peakuMm U CUrHana, BAMAHMA Ha OOLLECTBEHHOE 340POBbE W CTEMEHM PACNPOCTPAHEHHOCTM
MCNO/Ib30BaHWUA IEKAPCTBEHHbIX NpenapaTos.

an MCNOZ1Ib30BaHNUN aBTOMATUYECKOTO CKPUHWHIA B Mnpouecce OGH&py»(GHMﬂ CuUrHanos
cooTBeTCcTBYHOLLLMNE MHOUBUAYA/IbHbIE COO6LLI,EHMF| O HeXXeNaTe/ibHbIX peakuunAax cneayet B AaﬂbHeVILUGM
M3y4aTb NO OTAE/IbHOCTU.

He3aBMCMMO OT UCMO/Ib3yeMOro CTaTUCTUYECKOro mMeToda npoueaypa obHapyXeHua CUrHanos
BCeraa [AO/KHa BKAOYaTb B ceba  KAMHMYECKYD oOueHKy. CTaTUCTMUYeCKMA MeToa fBAAeTCA
AOMONHUTENbHBbIM METOAOM BbIABAEHUA W BaiMAaunm curHana.

9.1.3.3. Baangauma curHana.

9.1.3.3.1. MNpwn BbIABNAEHUN CUTHANA BbINONHAETCA OLLEHKA AaHHbIX C LUe/blo BepUdMKauum wm
NoATBEPXKAEHUA TOro @aKTa, 4TO AOCTYyNHaA MHPOPMALMA COAEPMKUT AOCTATOUHblE A0KA3aTeNbCTBa
BbIAB/IEHNS HOBOW MNOTEHUMANbHOM MNPUYMHHO-CNEACTBEHHOM CBA3M WMAM HOBOrO acneKkTa paHee
YCTQHOB/IEHHOM B3aMMOCBA3W. Pe3ynbTaTbl Banngauuu OMNpeaensatoT HeobxoAMMOCTb AasbHellwen
OLLeHKM CUrHana.

Mpu BbINOAHEHUWM Npouesypbl BaMJALUKU CUTHANA HE3aBUCMMO OT UCTOYHWKA ero noayyvyeHuA
HGO6XOFI,VIMO Y4nTbIBaTb:

9.1.3.3.1.1. KnnHunyeckasa 3Ha4YMmMOCTb, Hanpumep:

YPOBEHb A,0Ka3aTe/IbHOCTU B OTHOLLEHMMU NPUYUHBI ABJAEHUA (Hanpumep, KOMYECTBO COOBLIeHNIA
C y4YeTOM BO34EWCTBMA, BPEMEHHON B3aMMOCBA3M, MPaBAONOA06HOCTM (BEPOATHOCTU) MexaHWM3Ma
Pa3BUTUA HeXKenaTe/bHOM peaKkumu, pesynbTaToB OTMEHbl M MOBTOPHOIO Ha3HaYeHUA NEeKapPCTBEHHOMO
npenapara, aAbTePHATUBHOIO 06BACHEHMA AW UHBIX NPUYNHHBIX GAKTOPOB);

CEpPbe3HOCTb HeXKenaTeIbHOM peakuun 1 ee UCXoL;
HOBW3Ha peaKkLumMmn (Hanpumep, HOBbIE U CePbE3HbIE HeXeNaTebHble peakuumn);

KNMHUYECKUIN KOHTEKCT (Hanpumep, NOAO3PEHME Ha KAMHMYECKUI CUHAPOM, BKOYasa apyrue
peaKkunn);

BO3MOMHble /IeKapCTBEHHbIE B3aUMOAENCTBUS U peaKkLLmMm y 0cobbIX rpynn naumeHTos.
9.1.3.3.1.2. MNpepawecTytow,ana tHpopmauua:
nHdopmauusa yKe BKAodeHa B OX/1M nam UMM (N1B);

CUTHaN y)Ke OLLeHEeH YNoJIHOMOYEHHbIM OpraHoOM rocygapctea-yieHa B MOOB wam NYP, anbo
06CyKAeH Ha YPOBHE HAay4YHOro 3KCNEepPTHOro KOMUTETA, IMBO ABNANCA OCHOBAHWEM ANA PEryNATOPHOM

npoueaypbl.

Kak npasuvao, Baangaunnm nognexat CUrHanabl, He OTHOCALWMECA K BbllLEYKA3aHHbIM. OpHako no
yXe U3BECTHbIM CUTHa/1laM MOXKET I'IOTpE6OBaTbCH nposeaeHune Baangaunm B cnydyae nogo3pesaemoro



BbISIB/IEHNA OT/IMYMIA MO 4YacTOTe Pa3BUTUA, OAUTENIbHOCTM MEPCUCTUPOBAHUA, CTEMEHU TAXKECTU WU
ncxoda (Hanpumep, BbisSIBIEHHbIM BO B3aMMOCBA3W NIE€TA/IbHbIN UCXOA) MO CPAaBHEHMUIO C AAHHBIMU UK
XapaKTePUCTUKON, BKAOYEHHbIMK B OXJ1M nam paHee paccmaTpuBaemMbiMU YNOJHOMOYEHHbBIM OPraHOM
rocyfapcrea-yneHa.

9.1.3.3.1.3. Hanuume p[gpyrux WUCTOYHMKOB WHPOpMaLMN, O0ObeEM [aHHbIX KOTOPbIX MO
onpeaeneHHoOM HexenaTeNbHOM peakummn npesbiaeT NpeaLecTByoLLyo MHOopMaLMIo:

a) nnuTepaTypHble AaHHble 0 NOA06HbIX CO0bLLEHMAX;
6) sKcnepuMmeHTanbHble pe3ynbTaTbl AN BUONOTUYECKME MEXaHU3MbI;

B) 0630p 6onee KpynHbix 6a3 AaHHbIX (06beANHEHHble 6a3bl AaHHbIX YNOJHOMOYEHHbIX OpPraHoB
rocyaapcrs-4/seHoB).

9.1.3.3.2. CurHan npuobpeTaeT cTaTyCc Ba/MAMPOBAHHOIO, €C/AM Mpouecc BepudMKaumm BCeit
MMeloLLeld OTHOLLEeHME [OOKYMEHTaLMU CBUAETENbCTBYET O MNPeAnONOMKUTENbHO HOBOW MPUYMHHO-
CNefCTBEHHOW CBA3W MM HOBOM acneKTe W3BEeCTHOW B3aMMOCBA3W, W, CAef0BaTesbHO, ABAAETCA
ob0ocHOBaHMEM [albHENLLEN OUEHKM.

9.1.3.3.3. CwurHan, pgns KOTOPOro B Mpouecce BanMaauMm He 6blna noATBEpPXKAEHa
npeanonoX1TeNbHO HOBaA NPUYNHHO-CNEeACTBEHHAA CBA3b MM HOBbIM aCNeKT M3BECTHOM B3aMMOCBA3M,
MOXKeT noTpeboBaTb BbIMNOJSIHEHMA AajibHEMLIero aHanus3a, Hanpumep, B CAydaax HenoCTaTOYHOCTU
KO/IMYECTBA AOKYMEHTALUMM NO COOTBETCTBYIOLWLEMY C/y4alo HeXKenaTesibHOM peakumn. B nogobHbIx
CNly4asx HOBble COOBLLEHMA O HeXenaTe lbHbIX peakunax Uan pesynbTaTbl NOCAeAyoLero HabnoaeHns
Nno paHee TMO/MYYEeHHbIM CAy4YasmM M3 nepuoga MoCTPerucTpaumMoHHOro HabnoaeHUs  A0/XKHbI
nepecmaTpuBaTbCa Yepe3 COOTBETCTBYHOLME MEepuoabl BPeMeHM C Le/blo obecrnevyeHua yyeta WM
pPacCMOTPEHMA BCEX COOTBETCTBYHOLLMX COOOLLEHNA.

9.1.3.3.4. [lepxaTenn pPerncTtpaumoHHbIX YAOCTOBEPEHUMA W  YNOAHOMOYEHHble OpraHbl
rocyZapCTB-4/1€HOB AO/IKHbI UMETb CUCTEMbI OTC/IEKMBAHWA C LLE/Ibl0 yYeTa pe3y/ibTaToB Ba/MAaLLMm
CUTHanNoB, BKNKOYaA nlyvyeHne n oTcaexkmnsaHme nNpudnH, NoO KOTOPbIM CUrTHa/Ibl He 6blnun NPUHATbLI KaK
CBUAETENBCTBYIOLLME O NPEANOIOXKUTENbHO HOBOW NPUYMHHO-C/IEACTBEHHOM CBA3W UM HOBOM acneKkTe
M3BECTHOM B3aMMOCBA3M, @ TaKXKe MHPopMaLMK, KOTopasa nomorsa bbl B NOMCKe NOAOOHbIX CayYyaeB m
OL,eHKe CUIHaNoB..

9.1.3.4. AHannM3 n NPUOPUTU3aLMA CUTHANOB.

9.1.3.4.1. KnoyeBbiM 31€MEHTOM NpoL,ecca ynpasieHns curHanamu ABaaeTca HesameamTenbHoe
onpegeneHne WX BAMAHUA Ha oOOLWECTBEHHOe 340POBbe WAM COOTHOWeEHMe '"monb3a - puck”
JIeKapCTBEHHOro NpenapaTta y NauMeHToB, NoABepralowmxca BosgeincTeuto. Mpouecc npuoputTMsaumm
OOJIKEH BKAoYaTh B cebn:

a) [O0KasaTenbHOCTb M COMAcOBAaHHOCTb  MHGOPMAUMM,  Hanpumep, OBUosorMyeckas
[OCTOBEPHOCTb, 6O/bLIOE  KOMMYECTBO  AOCTOBEPHbIX  C/y4aeB, COOOLLEHHbIX B  TeyeHwue
HEeNpPoAO/IKUTENLHOTO NEPUOLA BPEMEHW, BbICOKME 3HAYEHUSA NOKasaTelA 0 AMCNPONOPLMOHANBHOCTH,
6bICTPOE yBEAMYEHME 3TOTO MOKasaTens C TeYEeHUEM BPEMEHM, MAEHTUPMKAUMA CUTHaNa B PasHbIX
YCNOBUAX NPUMEHEHUA (Hanpumep, B ambynaToOpHOM WM KAMHWYECKOW MNPaKTUKE), MUCTOYHUKM MK
CTPaHbl, U3 KOTOPbIX NOAYYEHbI AaHHbIE;

6) BINAHNE Ha NaUNEHTOB B 3aBUCMMOCTU OT CTENEHU TAXKECTU, O6paTMMOCTM, noTteHuwmana
npeagorspawleHna U KAIMHUYECKOro wucxoda HeenaTe/ibHOM peakuun, pe3ynbTatbl nNpekpauwleHnA
nevyeHnAa NpUMeHUTENIbHO K TeYEHUIO 3aboneBaHuns u apyrue TepaneBTU4eCKME NOKa3aTeNNn,

B) BANAHUE Ha O6LLI,eCTBeHHoe 340poBbe B 3aBUCMMOCTU OT CTeneHnM WnCnosib3oBaHUA
NNEKAPCTBEHHOIO npenaparta B 06LLI,EI;1 rpynne naunMeHToOB M B NONYAAULMOHHbLIX Trpynnax pPUCKa



(Hanpumep, nexkapcTBeHHble npenapaTtbl, UCMO/b3yemble GepeMeHHbIMU KeHLMHAMM, AeTbMU MK
MNOMWUAbIMM  filoabMKU) M cnocoba  MCNO/Mb30BaHMA  JIeKapCTBEHHOro npenapata (Hanpumep,
HenpaBW/bHOE MCMO/b30BaHUE WU WUCMO/Ib30BaHWE He MO 3asB/IeHHbIM NOKasaHuAM). BansHue Ha
06L1ecTBEHHOE 3[0P0Bbe MOMKET BK/IOUYaTb B CeEBA OLEHKY KOMYECTBa MaLUEHTOB, Y KOTOPbIX MOXET
pPa3BUTbCA Cepbe3Has HexKenaTe/ibHaA peakLma, 3TO KONMYECTBO A0/IKHO BbITb U3YYEHO NO OTHOLLEHWUIO
K 0bLLel BbIOOpKe NauneHToB B 0buel rpynne, rpynne nauMeHToB C Lenesbim 3abonesaHnem v rpynne
nauneHToB, NOABEPrLIMXCA BO3AEUCTBUIO;

I') nosBblilWeHHaA YaCToTa NN CTeNeHb TAXKeCTU N3BECTHOIo HeXXenaTe/IbHOro ILI,EI\/‘ICTBI/IFI;

,D,) HOBWU3Ha no,qospeBaeMOﬁ HeXKenaTesibHo M peakuun, Hanpumep, ecam Heun3BecCTHaA
noao3peBaemMan  HeXenartesibHaAa peakuuAa pa3BmBaeTCA BCKOpe nocne nocrtynaeHna HOBOro
NEeKapCTBEHHOIO NPOAYKTa B MEAULUNHCKYHO NMPAKTURY,

e) ecan 3asABneHMe Ha MosyyeHUe PerncTPalUoHHOro YAOCTOBEPEeHUs HOBOro [AelCTBYIOLLEro
BelllecTBa HaxoAMTCcA Ha PacCMOTPEHUM B YNOJIHOMOYEHHOM OpraHe rocygapcrsa-yieHa W curHan no
6e3o0nmacHOCTM MO/Ay4eH W3 TpeTber CTpaHbl, B KOTOPOM ITOT JIEKAPCTBEHHbIM npenapar
3aperncTpupoBaH, WaM B MHOW 6Hase JaHHbIX MO HexKenaTeslbHbIM peakumam obHapyKeHa TAXKenas
HeKenaTesnbHas peakLumMa U3 TPeTbel CTPaHbl, STOMY CUTHaNY TaK¥Ke 4O/IKHO ObITb yAeNeHO BHUMaHMeE.

9.1.3.4.2. B HEKOTOPbIX C/Iy4anX NPUOPUTETHOE 3HAYEHUE OLEHKM MOXKET ObiTb OTAAHO CUTHANAM,
NoJsly4eHHbIM B OTHOLIEHWW JIEKAPCTBEHHbIX MpPenapaToB WAW ABAEHUN C MOTEHLMANbHO BbICOKMM
BHMMaHMEM CO CTOPOHbl CPeacTB  MaccoBOM MHPOpMaUMM U 3aMHTEpPeCcOBaHHbIX CTOPOH
bapmaKkoHaz30pa C UeNblo He3amenMTeNIbHOTO LOHECEeHUs A0 OOLEeCTBEHHOCTM U MeAMLMHCKUX
pabOTHMKOB Pe3yabTATOB TAaKOW OLEHKM.

9.1.3.4.3. Pe3synbtaT npoueaypbl NPUOPUTU3ALMKM CUTHANA [AONKEH BKAYaTb B cebs
peKOMEHAALMNIO MO BPEMEHHbBIM paMKaM OLEHKMW CUTHana.

9.1.3.4.4. Pe3synbtaT npoueaypbl NPUOPUTM3AUMM CUFHaANA OOAKEH OblTb 3aHECeH B cuUCTemy
OTCNEeXMBaHUA C 060CHOBAHMEM NPUCBOEHHOTO YPOBHSA NPUOPUTU3ALMM CUTHANA.

9.1.3.5. OueHKa cMrHanos.

9.1.3.5.1. Llenbio OUEHKM CMTHAOB ABNAETCA U3YYEHWE A0KA3aATeNbCTB NPUYNHHO-CEACTBEHHOM
CBA3M HEeXenatenbHOM peakuuMm U NOA03PEBAEMOr0  /IEKAPCTBEHHOrO CpPeacTBa C  Lesblo
KO/IMYECTBEHHOM OLEHKM B3auMOCBA3N (NpeanoyTuTesibHO B abCONOTHbLIX BEANYMHAX) U onpeaeneHus
HeobxoaMMOoCTN cbopa AOMONHUTENbHbIX AAHHbIX WU NPUHATUSA PerynaTtopHbiXx mep. OueHKa cocTouT
M3 TWaTeNbHOro ¢$apMaKoNOrM4eckoro, MeaULMHCKOTO U 3NUAEMMONIOTMYECKOTO W3YYeHUs BCEM
nMmeloLLenics MHPopmMaLMM MO COOTBETCTBYHOLLEMY curHany. O630p A0MKeH BKAOYATb AOCTYMHbIe
dapmaKonornyeckue, AOKANHUYECKUE U KNMHUYECKME AaHHbIe U A0J/IKEH BbiTb MaKCUMaJIbHO NMOHbIM
NPUMEHUTENIBHO K WCTOYHMKAM NOAyYeHUA MHPOPMALMKU, BKIKOYAA AaHHble O0Cbe JIeKapCTBEHHOTO
npenapata npuv nojaye 3asaBAEHMA Ha PErnucTpaumuio U nocnenymolimne M3MeHeHUusa, NuTepaTypHble
CTaTbW, CMNOHTaHHble coobuweHMa U Heonyb/AMKOBaHHYO  WMHbOpPMaLMIO  OT  gep:kaTenei
PErnmcTPauMoOHHbIX YAOCTOBEPEHUI U YNOJHOMOYEHHbIX OPraHoOB TrOCYAapCTB-YNeHOB. TaKiKe
HEeobX04MMO Y4YMTbIBaTb PEKOMEHZaLMM BHELWHWUX 3KcneptoB. Ecam uHbopmaums nosayyeHa wus
HECKO/IbKUX WMCTOYHWKOB, HEODXOAMMO YYUTbIBATb YPOBEHb WX [0KA3aTe/NIbHOCTM U OrpaHUYeHUs C
Le/blo OLLEHKM MX BKAaZa B OLLEHKY Bonpoca no 6e3onacHocty. CoBoKynHas MHpopmauma ns pasHbIx
WUCTOYHUKOB TaKKe TpebyeT Bbibopa MeXAyHapo4HOW MNPU3HAHHON TEPMMHOIOTMN MeOULMHCKUX
ABNEHUI. B cnyyae OTCYyTCTBUSA TaKOro TEPMMHOIOMMYECKOro onpeaeneHna HeobxoaMmo onepaLMoHHoe
onpegeneHue.

9.1.3.5.2. B HEKOTOpPbIX C/yYasX CUTHA/bl HEOOXOAMMO OL,EHMBATb COIIACHO TepaneBTUYECKOMY
YPOBHIO WM KNaccy CUCTEMbl OPraHoB MBO Ha YPOBHE CTAaHAAPTM3MPOBAHHOrO 3anpoca (npu
MCNO/Nb30BaHMM C/lOBapA MeauUMHCKON TepmuHonorm MedDRA). Mouck uWHbOpMauuM MOXKeT



noTpeboBaTh BKAOUYEHMA APYIMX IEKAPCTBEHHbIX NPenapaToB OAHOrO0 Kiacca U ApYrnx HexKenatenbHbIX
peaKkuuit, Hanpumep, OTHOCUTENIbHO [APYrUX TEPMMHOB, MMEIOLWMUX OTHOLLUEHME K C/I0XKHOMY
3aboneBaHnio (Hanpumep, HEBPUT 3PUTENIBHOTO HEPBa KaK BO3MOMKHbIM NepBblid  NPU3HAK
MHOKECTBEHHOTO CK/Jepo3a), paHHe:n cTaguu peakumm (Hanpumep, yanuHeHuwe wHTepsana QT) wam
KAMHUUYECKUM OC/IOKHEHUAM COOTBETCTBYIOLLIEN HexXenaTeNbHON peaKkunn (Hanpumep, ob6e3BoxKnBaHue
WA OCTPan NoyeyHas HeLOoCTaTOYHOCTb).

9.1.3.5.3. C6op UHPpOpMaLUM U3 Pa3HbIX NCTOYHUKOB MOXKET 3aHATb Bpemsa. B uensax ontummsaumm
npouecca MOEeT 6bITb MCNONb30BaH, HAaNpPMMeEp, MOLIAroBblIM METoA OLUEHKU CUrHana. B oTHoweHun
HOBOrO CUrHana o TAXKesioh HebMaronpUATHOM peakuMn MOMKHO MPUHSATb BPEMEHHbIE Mepbl, ecin B
pesynbTate MnepBoi CTaaMW OLUEHKM Ha OCHOBAHUM AOCTYNHOM MHPOpPMaLMWU cAenaH BbiBOA, O
NnoTeHLMaNbHOM PUCKE, KOTOPbI HEOBXOAMMO NPeaoTBPaTUTD.

9.1.3.6. PekomeHaaLMM Mo AeNCTBUAM YNONHOMOYEHHbIX OPraHOB rocyAapCcTB-41eHOoB.

9.1.3.6.1. PekomeHgauMm no pesynbTaTaM OLLEHKM MOFyT BapbMpOBaTbCA B COOTBETCTBMU C
TpeboBaHMAMM, YCTAaHOBNEHHbIMW akTamu opraHos Coto3a UM 3aKOHOAATEIbCTBOM rOCYAaPCTB-4/IEHOB,
W BbIBOAAM MO pe3y/ibTaTaM OLLEHKN CUTHaNa.

HecmoTps Ha TO, YTO pPEKOMEeHZALUMWM COCTaBAAIOTCA MOC/AE OLUEHKW CUTHana Ha OCHOBaHMUM
COBOKYMHOM MHpOPMaLMKN, HEOBXOANMMOCTb AENCTBMIA OLLEEHUBAIOT B XOA4E BCEro npouecca yrnpaBieHus
CUrHanom, onpeaenss 060OCHOBaHHOCTbL W  UenecoobpasHocTb 6onee paHHUX AencTBMiA  No
MWHUMU3ALUN PUCKa.

9.1.3.6.2. [eiicTBuA N0 pe3ynbTaTamM OLLEHKWM CMrHaNa MOryT BK/AOYaTb B cebA A0NOAHUTENbHOE
M3yyeHMe PUCKOB UM Mepbl MUHMMU3IALMU PUCKOB, €C/IM MEXaHM3Mbl Pa3BUTMA NOA03PeBaeMOoM
Heb6N1aronpUATHOW peakuMM YKasblBalOT Ha BO3MOMKHOCTb NPeAynpexAeHUA WAN CHUNKEHUE CTeneHu
TAKECTU HeKesnaTesibHOM peakumu. ECAM BbIBOA, OCHOBAaH Ha OrpaHUYeHHOW WHOGOPMAaLMKU, MOXKeT
notpeboBaTbCA NpoBeAeHNe NOCTPErncTPaLMoOHHOIO MUccieoBaHMa 6e30MNacHOCTM C LEeNblo M3ydYeHun
noTeHUMa bHOro Bonpoca uaun npobaembl no 6e3onacHocTu.

9.1.3.6.3. EcAM ynoO/IHOMOYEHHbIN OpraH rocygapcTBa-y/ieHa 3anpawmBaeT Yy JAeprkatens
PEerncTpaLnMoHHOro YyAOCTOBEPEHUA NpOBeAeHWe [AOMOJIHUTE/bHbIX OEWCTBMA, B TaKOM 3anpoce
Heob6XO4MMO YKasaTb CPOK BbIMNOJIHEHUA AEWCTBUWA, BKAKOYAA OTYETbl O AOCTUTHYTbIX LENsax w
NPOMENKYTOUHbLIX pe3yabTaTaxXx NPONOPUMOHANIbHO CTeneHUn TAXeCTU U BANAHUIO Flp06ﬂeMbI no
6e3onacHOCTM Ha obuwecTBeHHOe 340poBbe. [lepiKaTeNb PEerncrpauMoHHOrO  YAOCTOBEPEHUA W
YNONHOMOYEHHbIE OpraHbl rOCYAApPCTB-YNEHOB AO0/XKHbl YUYMTbIBaTb BO3MOXHOCTb NpoOBeAeHuA
NcCNefoBaHUA B YCTAHOBEHHbIE CPOKM C yYETOM NapameTpoB Ucciedyemoro Bonpoca 6esonacHocTy,
HanpuMMep, 4YacToTbl Pa3BUTMA U MOTPEBHOCTM B NMPOCNEKTUBHOM AM3ailHe uccneposaHua. Cneayet
YUYMTbIBAaTb BPEMEHHble Mepbl No obecneyeHnto 6esonacHoro U 3GGEKTUBHOTO MPUMEHEHUS
NIeKapCTBEHHOrO npenapata WM  YCTPAaHEHWIO PUCKA, BKAOYAA BO3MOMKHOCTb BPEMEHHOrO
NPMOCTAHOBAEHUA AENCTBUA PEFNCTPALLMOHHOIO YA0CTOBEPEHUA NEKAPCTBEHHOMO NpenapaTa.

9.1.3.6.4. B ciiydae oTCyTCTBMA PUCKa 414 NaLMEHTOB YNOJHOMOYEHHbIN OpraH rocyaapcrea-yneHa
MOMEeT MPUHATb pewleHMe 06 OTCYTCTBUM HEOobXOAMMOCTM AafbHelliei OUEHKU WAW AanbHenLux
AencTeni.

9.1.3.7. ObmeH nHbopMaLMEN.

9.1.3.7.1. Cneapyet obecneuntb BO3MOXKHOCTb BbINOAHEHUS ObOMeHa WHpopMauumeln mexay
YNOJHOMOYEHHbIMM OpPraHamm rocy,apcTB-4/eHOB, AEPKATENAMMU PETUCTPALMOHHOIO YAOCTOBEPEHMUA U
APYTMMK YYaCTHUKAMM C LEeNblo pacnpocTpaHeHusa nHGopmaLmm O CUrHanax, cbopa AoNOHUTENbHbIX
OaHHbIX, Ja/ibHEWWeN OLEeHKM Bonpoca 6e30MacHOCTU U MPUHATUA PELUeHMs O 3almTe 340POBbA
nauMeHToB. BpemeHHble TpeboBaHUA No 0bmeHy MHbOpMaL e MOryT BapbMpPOBaATLCS B 3aBUCMMOCTU
OoT npobaembl No 6e30nacHOCTM, HO WMHPOPMAUMA O CUrHafNAX AOJKHA ObITb pacnpocTpaHeHa



He3ameannTenbHO nocsae BbINOJIHEHUA Npoueaypbl UX Banngaunm n npuUsHaHnA Nx BaiManMpPoBaHHbIMU.

9.1.3.7.2. [epKaTtenu pPerncTpaumoHHbIX YAOCTOBEPEHMN nepenardT BCHO COOTBETCTBYHOLLYHO
MHOOPMALUMIO O CUrHanax B YMNOJHOMOYEHHble OpraHbl roCyAapCTB-Y4/1eHOB (YTO cocTaBAseT 4acTb
oba3atenbct8 No papmakoHaA30py U MOHUTOPUHIY COOTHOLWIEHMA "Mosb3a - PUCK" NeKapCTBEHHOro
npenaparta). BanvampoBaHHble CUrHaAbl, KOTOpble MOTYT OKasbiBaTb B/WAHME Ha obLWecTBEHHOe
3[0pOBbe W COOTHOWeHWe "Monb3a - pPUCK"' JIeKapCTBEHHOro MnpenapaTta, [AOJ/IKHbl  ObiTb
He3amea/MTeNIbHO nepedaHbl B YNOJIHOMOYEHHbIE OpraHbl FOCYAapCTB-Y/IEHOB, a TaKXKe B
COOTBETCTBYIOLMX C/IyYanX NpeacTaBieHbl NPeasioKeHMA MO BO3MOXKHbIM AeACTBUAM.

9.1.3.7.3. YNONHOMOYEHHbIE OpraHbl roCcyA4apCTB-4/1€eHOB NepeaatoT pesyabTaTbl OUEHKM CUTHANOB
AeprKaTensim perncTpaumoHHOro yaoCcToBepeHus.

9.1.4. TpeboBaHMA K KayecTay.
9.1.4.1. NpocnexxknsaemocTb.

Bannpaums, npuopuTU3aLMA, OLLEHKA, BPEMEHHblE CPOKM, peleHusa, [AEeWCTBUS, MaHbl,
pPeENoOpPTUPOBaHUE, a TaKKe MWHble K/lyeBble Mpoueaypbl [AO/MKHbI  Hagnexawum obpasom
OOKYMEHTUPOBATLCA M Mepuoamyeckn oTcaeskmnsaTbca. CUCTEMbl OTCAEKMBAHUA TaKMKe A0NXHbl 6bITb
OOKYMEHTUPOBaHbI U BKAOYaTb B cebA CUTHanNbI, B pe3yabTaTe NPOBEPKM KOTOPbIX Bbln caenaH BbiBOA,
06 OTCYTCTBMM HOBOM NOTEHLMANbHON MNPUUYUHHO-CNEACTBEHHOM CBA3M WM HOBOIO acrneKkTa M3BeCTHOM
B3aMMOCBSA3M, TaK KaK OHW MOTYT npusaedb ocoboe BHMMaHWE B Cay4ae nocaeayollero aHanusa. Bee
3anMcuM  OO0/KHblI NOANEXKaTb apXMBUPOBAHUIO WM XPaAaHEHWIO B COOTBETCTBUMM C AEWCTBYHOLMMMU

npoueaypamu.
9.1.4.2. Cuctembl KayecTsa M AOKYMEHTaumA.

9.1.4.2.1. Ba)kHOM OCODOEHHOCTbIO CcUCTEMbI 0OpPabOTKM CUTHANIOB ABJAETCA  YeTKoe
OOKYMeHTMpOBaHMe C uenbio obecnedeHua Hagnexkawero v 3¢¢deKTMBHOrO YHKLMOHUPOBAHUA
CUCTEMbI, CTaHAaPTM3aLMK 06A3aHHOCTEN U Tpebyembix A4ENCTBUIN, BbINOAHEHNA 3TUX AEACTBUA NLAMMU
C COOTBETCTBYHOLLEN KBa/MdMKaumMeld M WX MNOHMMAHMA BCEMW BOBJIEYEHHbIMMU CTOPOHAMM,
OCYLLECTB/IEHNA HaAJ/1eXkKaLLero KOHTPosA U (Npy HeobxoAMMOCTU) YCOBEPLUEHCTBOBAHUA CUCTEMBI.
Ucxopa u3 paHHbIX TpeboBaHMI Ao0MKHA ObiTb pa3paboTaHa cucTema obecneyvyeHUa U KOHTpoas
KayecTBa B COOTBETCTBMM CO CTaHAAPTaMM CUMCTEMbI KayecTBa, KOTOpan A0J/IKHA NPUMEHATLCA KO BCEM
npoueccam ynpasieHUA curHanamu. [onxkHol ObiTb pa3paboTaHbl, AOKYMEHTasibHO OdopmaeHbl U
BHeApeHbl MoApobHble npoueaypbl cUCTeMbl KavecTBa. Heobxoammo pacnpenenntb ¢GyHKUMU U
00653aHHOCTN BHYTPU KOMMAHUW OTHOCMTE/NIbHO AENCTBUA U BeAEHMSA AOKYMEHTaLMMU, KOHTPOAA M
M3y4YeHMA BOMPOCOB KAauecTBa, a TaKKe NPUHATUSA KOPPEKTUPYIOWMX U NpegynpeantenbHbix mep. Cloga
TaKKe [O/IKHbl OTHOCUTbCA 06A3aHHOCTM MO ayauTy obecneyeHUs KavecTBa B cUCTeMe YMpaB/ieHuUsA
CUrHaNamu, BKAKOYAA ayauT cybnoapaaunMKoOB KOHTPAKTHbIX CTOPOH, BbINOJIHAOWMX Kakne-nnbo paboTbl
no JAaHHOMYy HanpasaeHuto. [osKHa ObiTb rapaHTMpPoBaHa KOHPUAEHUMANBHOCTb [AaHHbIX W
OOKyMeHTauuMm, 6e30nacHOCTb M A0CTOBEPHOCTb AaHHbIX (BK/OYasA LENOCTHOCTb NpW Nepeaaye).

9.1.4.2.2. Cuctema OTC/eXMBaHMA [0/KHaA obecneymMBaTb MOJlyYeHME BCEMMU BOBJIEYEHHbIMM
CTOPOHaMM JAaHHbIX MO pe3y/ibTaTaM ayaAMTOB C YKasaHMem f[encTBui no obpaboTke curHanos,
COOTBETCTBYHOLUMX 3aNpPOCOB U UX pe3yabTaToB. MosyyeHHana MHbopMaLMA, NOUCK, pe3yabTaTbl MOUCK],
OLEHKM U pelweHusa (NosioXuTenbHble U OTpuUaTeNbHble) NO MNOTEHUMaNbHbIM CUTHaNam, a TaKxke
pe3ynbTaTbl NPOBEPKM CUTHANA NOANEXKAT apXMBMPOBAHMIO. [laHHble AO/IXKHbI BKAOYATb pPe3y/ibTaThbl
BaNM4AUMM CUTHaNa.

9.1.4.2.3. MoxeT noTpeboBaTbCA W3yYeHMEe [OKYMEHTaLuMM JeprKaTensa pPerucTpalmoHHOro
YyA0CTOBEPEHMA O COBNIOAEHUN AAHHBIX MOMIOXKEHUN A0 U MOc/ie NPoueaypbl PerucTpauumn B Lenax
BbINO/IHEHWUSA OLEHKM BbINONHAEMOMN AeATENBHOCTU UAM MHCNEKTUPOBAHUA.

9.1.4.3. ObyueHue.



MepcoHan gonkeH ObITb crneuManbHO 0byYeH BbIMONHEHUIO AEUCTBMIA Mo 0b6paboTKe cUrHanos
COrnacHo pacnpefeneHHbiM GpyHKUMAM U 06s3aHHOCTAM. Mpouecc MoXKeT BKAYaTbh B cebs nepcoHan
oTaena no ¢apmakoHaZ30py, a TaK¥Ke NnepcoHan, KOTOPOMY MOKET CTaTb M3BECTHO O MOTEeHUMANbHbIX
CUFHafNax WAW KOTOPbIA y4yacTByeT B Mnpouecce 06pabOTKM CUTHANOB, HanNpuMmep, MepcoHan
aAMUHUCTPATUBHOIO (npaBoBoro) oTaena, DOKNMHUYECKUX, MeAULMHCKMX,
$apmaKkoaINUMAEMNONOTMYECKMX U MAaPKETUHIOBbLIX UccneaoBaHMin. ObydyeHne AONXKHO BKAOYATb B cebs
TEPMUHOIOTNIO U AOCTYNHbIEe 6a3bl AaHHbIX C UICTOYHUKAMM CUTHaNOoB. Mpoueaypbl cUCTEMbI 0ByYeHMA U
pasmelleHMe AaHHbIX N0 06yYeHUto A0NXKHbI ObITb HagNeXKalmMM 06pa3oM AOKYMEHTUPOBAHbLI, pe3tome
CNeunanncToB U onncaHMe BbINOAHAEMbIX GYHKLUUI NoANeKaT apXMBUPOBAHMUIO.

9.2. Ponu 1 ob6a3aHHOCTW.
9.2.1. Ponn n 06a3aHHOCTN YNONHOMOYEHHbIX OPraHoOB rocy4apcTB-4/IeHOB.
YNo/IHOMOYEHHbIW OpraH rocyaapcTBa-ysieHa:

KOHTPO/IMPYET [MAaHHble Ha CBOEN TEepPpPUTOPUM, BKAOYAs [AaHHbIe, MOJYYEHHblE U3 WUHbIX
MCTOYHMKOB, YKa3aHHbIX B nogpa3saene 9.1.1 HacTtoawmx Mpasun;

BbIMO/IHAET BaMAALUMIO M WMHble 3Tanbl npoueaypbl 06pabOTKM CUrHANOB, MOJYYEHHbIX W3
OOCTYMNHbIX NCTOYHUKOB;

nepegaeTr CUrHanbl, npouweglwmne 4yepe3 npoueaypbl saangaumnm U oueHKM, B COOTBETCTBYHOLWMNE
9KCNEPTHbIE KOMUTETbI FOCYAapPCTB C UENBIO onpeaeneHna LI,EJ'IECOO6pa3HOCTM nocneayrowmnx ,El,el\;ICTBMIZ
no p,aaneVlLuemy NU3y4eHU0 NI MUHUMU3AUNN PUCKa,

BbIMOAHAET WHPOPMMPOBAHUE AOPYTUX YNONHOMOYEHHbIX OPraHOB TrOCYAapCTB-Y/NEHOB O
BbIAB/IEHHbIX CUrHaMax, MPOLLEALWNX BaAUAALMIO, U pa3paboTaHHbIX Mepax.

9.2.2. ®yHKUMKM N 06A3aHHOCTM AepKaTensa PerncTpaLMoOHHOro ya40CTOBEPEHMA.
Jepxatenb perncTpauMoHHOro y40CTOBEPEHUA:
KOHTPOIMPYET BCE MMEIOLMEca AaHHble U UHGOPMALMIO MO CUFHANAM;

KOHTPOMPYeT Bce nosBaaloWMeca AaHHble B 6a3ax AaHHbIX W BbINONHAET MeXAyHapogHoe
obHapyXeHue curHanos. O6HapyKeHNe CUTHANOB AO/IKHO BKAOYATb B ceba MX BanMAaLMIO C y4eToMm
KOMMNOHEHTOB NpeAcTaBaseMon MHopMaLmn, yKkazaHHOM B nogpasgene 9.1.3.3 Hactoawmx MNpasun;

BbINOHAET BaAMAaLMIO BCEX OBHAPYKEHHbIX CUTHANO0B U COOBLAET O HUX B YNOAHOMOYEHHbIE
opraHbl rocyAapcTB-41eHOB;

yBeooOMIAET YNOJHOMOYEHHbIE OPraHbl roCyAapcTB-4/eHOB B C/Ay4Yae BbIABAEHMSA 3KCTPEHHOW
npob6aembl No 6€30NacHOCTM B pe3ynbTaTe OCYLLECTBAEHUA AEATENbHOCTU NO 06HAPYKEHWNIO CUTHANOB;

COTpyAHUYaeT C YyNnOJIHOMOYEHHbIMX OpraHamum rocyaapcre-47e€HoOB B BbINOJIHEHUW Mpoueayp
OUEHKWN CUTHaN0oB NyTem npeacrtassieHna no 3anpocy AOI'IOHHMTGI'IbHOVI VIHCI)OpMaLI,VIVI,'

obecneumBaeT Ha/Mune ayaAUTOPCKOro caesa No BCEM NpoLeaypam BbIABAEHUA CUTHANA.
9.2.3. Mpoueccbl nocneaytowLero peryimpoBaHumA.

B cnyyae NpUHATMA YNOJHOMOYEHHbBIM OPraHOM rOCYAapCTB-Y/IEHOB PeLleHns 0 HeobXxoAMMOCTH
OOMONHUTENbHbIX OEWCTBUIA CUIHAA OLEHMBAIOT WM COMacoBbIBAKOT Nocineaylowmne AencTena B
OTHOLUEHMM PErncTPaLMOHHOrO YA0CTOBEPEHMA B NPeAeiax BPEMEHHbIX CPOKOB, COPa3MEpPHbIX CTENeHM
N cepbesHocT npobnembl no 6esonacHocTu. o pesynbTaTam npoueayp MoryT 6biTb NPUHATLI
cneaytolime peLleHnn:



AONO/IHUTE/IbHbIE OLLeHKa NN ,EI,EI\;ICTBMFI HE TpE6YI-OTC‘r'I;

JepXaTenb perncTpauumoHHOro YAO0CTOBEPEHMA AO0/KEH MPOBECTU [AOMOJIHUTENbHYIO OLEHKY
AaHHbIX M NPeACcTaBUTb Pe3y/bTaTbl TAKOW OL@HKMU COrNacHO YCTaHOBAEHHbBIM BPEMEHHbIM CPOKaM;

AepXaTenb pPerncTpaumMoHHOro yaoctosepeHua [oaxeH npegoctasutb [MOOB ¢ yyetom
BbISIBJIEHHOIO HOBOTO acnekTa npoduna 6esonacHocTy;

Aepxartesib pPerncTpaumoHHOro yAoctoBepeHUA AO0/KEH ﬂpOd)VIHaHCMpOBaTb
NOCTPErncTpaynoHHoe nccnegoBaHmne B COOTBETCTBUKU C COr1IaCoBaHHbIM MPOTOKOJIOM U NMPenoCTtaBUTb
3aK/TIOYUTENNbHbIE PE3Y/NIbTATbl TAKOIro UCCnefoBaHUA;

AepKaTeNlb PerucTpaLMoHHOro yA0CTOBEPEHMA A0/MKEH npeacTaBuTb MYP nav ero 06HOBAEHHbIN
BapuaHT;

AepaTeNb PerucTpalMOHHOIO Y/O0CTOBEPEHUS [A0/BKEH MPUHATL Mepbl, Tpebyemble Aans
obecneyeHunsa 6es3onacHoro n apHeKTMBHOrO NPUMEHEHUA JIEKAPCTBEHHOIO Npenapara;

PErncTPaLMOHHbIA CTaTyC MOAJIEXUT U3MEHEHUIO, AENCTBUE PErncTpaLmMoHHOro yA0CTOBEPeHUsA
OOKHO 6bITb MPUOCTAHOBNEHO, OTO3BAHO UM HEe NPOA/IEHO;

OO/TKHbI 6bITb BBeAEHbI CPOYHbIE OrPaHNUYEHNA NO 6e3OI'IaCHOCTM;

HEOo6X0AMMO BbINOJIHEHWE BHEMNAHOBOIO MHCNEKTUPOBaHNA cUCTeMbl GpapMaKoHaa30pa C Lesbio
NOATBEPXKAEHMA TOrO, YTO Jep’KaTesib PErmcTPaLMoHHOro yaoctosepeHus cobnogaet TpeboBaHua K
cucTeme dpapmaKkoHaA30pa, YCTaHOBNEHHble akTamu opraHos Colo3a M 3aKOHOAaTe/IbCTBOM rOCY/1apCTB-
UNEHOB;

Heob6X04MMO BK/IOYEHME NOLO3PEBAEMOrO JIEKAaPCTBEHHOIO MpenapaTta B NepeYyeHb NPOAyKLMK,
KOTOpas NOA/IEKUT AOMNONHUTENIbHOMY MOHUTOPUHTY.

KoHcynbTaHTIAOC: NpUMmeYaHue.
Hymepauma noanyHKTOB AaHa B COOTBETCTBUU C 0DULMANIbHBIM TEKCTOM AOKYMEHTA.

9.2.5. OTKpbITOCTb.

locypapcTBa-YneHbl  [OMKHbI  OCYLLECTBAATb KOHTPOJIb CBOEBPEMEHHOCTM [OBeAeHuA [0
06LEeCTBEHHOCTN BaXHOU MHPoOpmaLunM o npobnemax nNo 6e30MacHOCTU, BbIABAEHHbIX CUCTEMOM
dbapmakoHag3opa, nytem nyb6amkaumm Ha Beb-noptane M MpuM MOMOLLM APYIMX AOCTYMHbIX CPencTs
aoseneHuna nHpopmaumm.

10. NocTperncTpaymoHHbie nccresoBaHna 6e3onacHoCcTH
10.1. BeegeHune

MocTperncTpauMoHHoe uccnesoBaHne besonacHocTu (aanee - NMPUB) nekapcTBeHHOro npenaparta
MOMET MHULMUPOBATLCA, KOHTPOJIMPOBATLCA MM GUHAHCUPOBATLCA AepiKaTeNem PerncTpaLnmoHHOro
yaocToBepeHuss [06pOBOJIBHO MM B COOTBETCTBUM C 00A3aTe/NbCTBOM, HanaraembiM Ha Hero
YNOAHOMOYEHHbIM  OPraHOM  rOCyZ4apCTB-Y4/€HOB KaK  YC/l0BME  BbldauM  pPerncTpaumoHHOro
YOOCTOBEPEHMA WMAM MOCAe BblAayM  PErucTpauMoHHOrO  YAOCTOBEPEHMA, €CAM  CYLWecTByeT
NpeanoNoKeHNEe O HAIMYNN PUCKOB, CBA3AHHbIX C 3aPErnCTPMPOBAHHbIM JIEKaPCTBEHHbIM NpenapaTom,
TpebyloLmx 40NOJAHUTENbHOMO U3YYeHNA NyTemM NPOBEAEHUA UCCAeA0BaHNA.

NMPUB moeT npeacTtaBnATb coboli KAMHU4Yeckoe nccnenosaHne A HenHTepBeHULMOHHOE
nccnegosaHue.



10.2. CTpyKTYpbl ¥ NpoLEeCcChl

10.2.1. O6nacTb NPUMEHEHMUA.

TpeboBaHMA AaHHOMO pasfena NPUMMEHUMbl K HEUMHTEPBEHUMOHHbIM MPUB, MHULUMNPOBAHHbLIM,
KOHTPONIMPYEMbIM UM PUHAHCUPYEMbIM  AeprKaTeNeM PerucTpauumoHHOro YAO0CTOBEPEHUS Ha
TEePPUTOPUN FOCYAaPCTB-Y/IEHOB A40OPOBO/ILHO MU B COOTBETCTBMM C 065A3aTe/IbCTBAMU, HanaraembiMm
Ha Hero yno/IHOMOYEHHbIMW OpraHamu rocyaapcre-uneHoB. MPUB BKAtoyatoT B ceba uccnenoBaHus, B
npouecce KOTopbix cobupatoTcs AaHHble OT NaUMEHTOB U PabOTHUKOB CUCTEMbI 34paBOOXPAHEHMS, a
TaK¥Ke uccnenoBaHMA, KOTOpble MOBTOPHO MCMOb3YIOT AaHHbIE, MONYYEHHbIe paHee A1A APYroi Leam u
XpaHaWwmecs B MeAUMLUMHCKMX KapTax MauueHTOB MAW Apyrux (B TOM 4ucne 3/1EeKTPOHHbIX) dbopmax
XpaHEeHUA AaHHbIX.

Echn NPUB npeactasnseT cobol KAMHMYECKOe UccnenoBaHWe, NPU ero NpoBefAeHUU [A0JXKHbI
BbINONHATLCA TpeboBaHMA, NpPeaycMOTpeHHble akTamu opraHos Colo3a UM 3aKOHOAATe/IbCTBOM
rocyAapcCTB-4/eHOB, K OpraHM3aLmmn 1 NpoBeaeHNIO KAMHUYECKUX UCCNeA0BaHNA.

10.3. TepmuHonorma

B HacTosALleM pasgene UCNO/b3YOTCA Caeaytolme NOHATUS, KOTOPble 03HaYaloT cieaylouee:
"nata Havyana uccnegosaHua" - gata Hayana cbopa AaHHbIX;

"Hayano cbopa paHHbIX" - AaTa perncrpauMm AaHHbiX MO MNepBOMY MAUMEHTY, BKIOYEHHOMY B
uccnegosaHve, B ¢opme (6ase) cbopa [AaHHbIX WCCNe4OBaHWA WMAM B CAyY4ae MOBTOPHOTO
MCMNONb30BaHMNA AaHHbIX - AaTa Hayana U3BJeYEHNA AaHHbIX;

"KoHeu, cbopa paHHbIX" - gaTa, Korga BhnepBble MOJHOCTbIO AOCTYMHa aHanAuTMyeckas 6asa
AaHHbIX.

10.4. O6wue npuHUMNbI

NaBHOW UeNblo HeuHTepBeHUMoHHoro MPUBE [omKHO ObiTb MOJYyYEHME HayYHbIX AaHHbIX,
UMEeIOLWMX MOTEeHUMANbHYIO KIMHUYECKYIO 3HaUMMOCTb MK BAXKHOCTb AN1A 340P0BbA HaceneHuda. Takue
NUCCNefOBaHUA He LO0J/KHbI NPOBOAMTBCA, €CANM MX NpoBeAeHMe CnocobCTBYeT MPOABUMKEHMIO
JIeKapCTBEHHOro npenapara Ha pblHKe.

3agaum MPUB moryT BKAtOYaTb B cebs:

KO/IMYECTBEHHYIO OLLEHKY MOTEHUMANbHbIX WAW UAEHTUOULMPOBAHHbLIX PUCKOB, Hanpumep,
OLEeHKA 4acToTbl BO3HMKHOBEHWSA, OTHOCUTE/NbHbIX PWCKOB MO CPaBHEHWIO C Nonyasauuen, He
NPMMEHABLUEN [AaHHbIN NEeKapCTBEHHbIA npenapat, WAXM nonyaauMen, NPUMEHABLIEN ApPYyroW
NIeKapCTBEHHbIN NpenapaT UK KNacc NEKAaPCTBEHHbIX NPENAPATOB, a TaKKe ulyyeHne GakTopoB pMUCKa U
$baKkTOpOoB, MOANPULUNPYIOLLMX AENCTBUE NEKAPCTBEHHOTO NpenapaTa;

OLeHKa PUCKOB NIeKAapCTBEHHOro npenapaTa, NPUMEHAEMOro Mo oA06peHHbIM MOKa3aHUAaM Y
rpynn naumeHToOB, KOTOPble He U3y4yanncb Man Bblan HeAOoCTaTOYHO M3y4YeHbl Ha AO0PEerucTpaLMoHHOM
aTane (Hanpumep, bepemeHHble KeHLWMHbI, 0cobble BO3PACTHblE FPYMMbl, NaUuUeHTbl C NOYEeYHOU WK
neyeHoOYHOM HeAOCTaTOYHOCTbIO);

OLL€HKa PUCKa, CBA3aHHOTO C ANINTENIbHbIM NPUMEHEHNEM JIEKAPCTBEHHOTO NpenaparTa;
noavteepxageHne oTCyTCTBMUA PUCKOB NNIEKAPCTBEHHbIX MPENAPATOB;

OLeHKa CTaHAapTHOVI KNMHUYECKoM NPaKTUKM Ha3Ha4YeHUA JN1eKapCTBEHHbLIX MNpPenapaTtoB C



nosiydeHMemM [AOMOJSIHUTENbHbLIX CBefeHMIA no 6e30nacHOCTM MeAMLMHCKON npoayKuuu (Hanpumep,
noKasaHuA K NPUMeHeHUI0, 03MPOBKK, COMYTCTBYIOLLAA Tepanusa, MeauLMHCKUE OLNBKK);

OLEeHKa 3PQPEeKTUBHOCTM Mep MO MMHMMM3ALUMKM PUCKa (Hampumep, W3y4YeHMe acreKToB
MCMNO/Ib30BaHWUSA IeKaPCTBEHHOrO Npenapara, onpoc NauneHToB UM MeAUUMHCKUX PabOTHUKOB).

Mpu pa3paboTKe MPOTOKO/MOB MWCCAEAOBaHMI, MNPOBEAEHUMM UCCNeAO0BaHUI W COCTaBAeHUU
oTyeToB 06 MCCNEAOBAHMAX AEPMKATENAMMU PErncTPaALMOHHbIX YAOCTOBEPEHUN AOMMHbI YYUTbIBATHCA
COOTBETCTBYIOLME HAay4YHblE PYKOBOACTBA. YNOJIHOMOYEHHbIM OpraHam rocyapcTB-4/1eHOB 417 OLEHKM
NPOTOKONOB MCCNeA0BaHMI U OTYETOB 06 MCCNeLOBaHMAX TaKKe ciedyeT MPUHMMATb BO BHMMAaHMWe
aKTya/lbHble  BEepCMM  MPUMEHMMBIX HAy4HbIX PYKOBOACTB, METOAMYEcKMEe  CTaHZapTbl MO
bapmaKkoanMaeMmonormu.

Ona MPUB, cnoHcMpyeMbIx AepyKaTenem perncTpauMoHHOro yaocToBepeHusa U paspabaTtbiBaemblx,
npoBoOAUMDBIX WU aHaAnU3npyembliX MNOJHOCTbIO WAM 4YaCTUYHO WwnccneagoBaTtenAMMH, He ABAAWMMUCA
HaeMHbIMK paboTHMKamuU Aepskatens PerncTpaLmoHHOro YyA0CTOBEPEHMUS, aepkaTenb
PEerucTpauMoHHOro  yA4O0CTOBEPEeHUs  [OJIKEH rapaHTMpoBaTb, 4TO MccregoBatenuM obnagator
HeobxoamMmon kBanudukaumen B obnactu obpa3oBaHUA, NOATOTOBKU M ONbITA A1 BbINOJHEHMA CBOMX
obs3aHHoCTEN.

10.5. NpoTtokon nccneposaHuA.

Bce MPUB f0AKHbI BbINOAHATLCA COFTACHO Hay4yHO 06OCHOBAaHHOMY MPOTOKOY MUCCAEeA0BaHMA,
pa3paboTaHHOMY INLLAMM C COOTBETCTBYHOLLEN HAYYHON NOATOTOBKOW M OMbITOM.

Ana pobpoBoNbHO WMHWUUMMPOBAHHbLIX MPUB aeprKaTento pPerucTpaumoHHOro yAoCTOoBepeHus
pekomeHayeTcs nepefatb NPOTOKO/ MUCCNefo0BaHMA A0 Hadvana cbopa AaHHbIX B YNOJHOMOYEHHbIN
OpraH rocygapcrea-yjeHa, Ha TEPPUTOPUM KOTOPOro NAaHMPYeTCA NPOBEAEHNE NOCTPErNCTPALMOHHOIO
HEeWHTepPBEHLMOHHOrO UccNefoBaHMA 6e30NacHOCTM eKapCcTBEHHOTo npenapara.

Ana NMPUB, MHUUMMPOBAHHBIX AeprKaTenem perucTpaLMoOHHOro yaoCToBepeHMA B COOTBETCTBUU C
06A3aTeNbCTBOM,  HA/NIOXKEHHbIM  YNOJIHOMOYEHHbIM ~ OPraHOM  FOCyAapCTBa-YNeHa, AeprKaTesnb
PerucTpaLmMoHHOro  yaoocToBepeHUMA  AO/MKeH obecneunTb npeactaBieHne  uHoopmauum 06
nuccnenoBaHWM, BKOYAA MPOTOKON UCCNeL0BaHUA, B YNOJHOMOYEHHbIA OpraH rocyAapcrea-y/ieHa,
KOTOpbIM BblNM HaNoXKeHbl 0b6A3aTenbcTBa No npoeegeHuto NPUB, fo Hayana cbopa gaHHbIX. B cnyyae
nposeseHma [PUB TaKke Ha TeppuTopuM APYrUX rocygapcTB-y/ieHoB cneayeT obecneynTb
MHGOPMMpPOBaHME YNONHOMOYEHHbIX OPFraHOB 3TUX FOCYAAPCTB C NpeAcTaB/leHMEM KPaTKOro onncaHusa
NPOTOKO/a UccnefoBaHUA.

B Lensax BbINOSHEHUA AepKaTeseM PerncTpaumoHHOro ya0CTOBEPEHMA CBOUX 06A3aTenbCcTB Mo
OCYLLECTBNEHUIO AEATeNbHOCTM NO papMaKoHaA30py YMNOJHOMOYEHHOe /AMUO No ¢papmakoHaa30py
OOMKHO 6biTb 334eMCTBOBAHO B PAacCMOTPEHWUM W YTBEP)KAEHWWM MPOTOKONOB WCCAeA0BaHUNA.
KOHTaKTHOE AMLO NO OCYWEeCTBAeHN0 dapMaKoHag30pa Ha HaLMOHAa/bHOM YPOBHE AO/MKHO ObiTb
npovHpopmupoBaHo o atobom MPUB, NnpoBOANMOM Ha TEPPUTOPUM COOTBETCTBYHOLLETO FOCYAapPCTBa-
uNIeHa, a TaKXKe OJIKHO NOJIyYaTb KOMMUIO MPOTOKO/1a UCC/IeA0BaHUS.

10.5.1. dopmaT un coaeprkaHne NPOTOKOA UCMbITAHWUA.
MpoToKoAn uccnefoBaHMA AOMKEH COAEPXKaTb Caeayolme pasaenbl:

10.5.1.1. HanmeHoBaHue MNPWUB: MHPopmaTMBHOE HanMeHOoBaHMue, BK/ItOYatoLee
06LLeynoTpebuTeNbHYI0 TEPMUHOMIOMMIO, ONpeaensiollee AmsaliH WUCCNefoBaHUA W UCCAeAyeMbli
NIeKapCTBEHHbIA Npenapat WAW  TPynny WUCCAeAyemMOoro J/IeKapCTBEHHOrO npenapata, a TaKXke
NnoA3aro/I0BOK C YKa3aHNeM pefakumu U AaTbl NOCAeHen peaakumnu.

10.5.1.2. [lepKaTenb PErucTpaumoHHOro yAOCTOBEPEHUA: HaMMeHOBaHME W adpec AepiKaTens



perncTpaunoHHOro yaoCTOBEPEHMA.

10.5.1.3. OTBETCTBEHHbIE CTOPOHbI: MMEHA, AO/IKHOCTU, KBandMKauumM, agpeca U cBeaeHusa no
BCEM OTBETCTBEHHbIM CTOPOHAM, BK/OYMas MepBOro aBTopa MPOTOKOANA, MNaBHbIX UccneaoBaTenei,
nuccneaoBateneit - KOOPAMHATOPOB KaXKAOW CTpaHbl U UCCNeA0BaTeNIbCKMX LEHTPOB, B KOTOPbIX
npoBoAnTCA UccneaoBaHue. [lepeyeHb BCEX BOBJEYEHHbIX B WUCCAEAOBAHME YyYpPEXKAEHUN WU
nccneaoBartenei AoaKeH bbiTb AOCTYMNEH MO 3anpocy YNoJIHOMOYEHHbIX OPraHOB rocy4apcTB-41€HOB.

10.5.1.4. KpaTKoe onucaHue: OTAENbHOE pe3toMe MPOTOKOAA WUCCNeaoBaHWA, BKAKOYaloLwee
cnepyowpe nogpasgensi:

HanmeHoBaHMe wuccnegoBaHnA C NoA3aro/ioBKamu, BKAKOYaA BeEPCUO pedakumn un aaty
NMPOTOKO/1a, a TaKXKe UMA N cBegeHnA 06 OCHOBHOM MecTe pa6OTbI NnepBOro aBTopa NPOTOKONQ,

obocHOBaHMe 1 NPeANoCbUIKN NPoBeAeHNS;
uenb v 3a4a4v UccneaoBaHms;

An3aliH uccienoBaHus;

nuccneagyemas nonynauma;
MOHUTOPUPYEMble NOKasaTenu;

UCTOYHUKUN OaHHDbIX;

pa3mep nccnegosaHua (06bem BbI6OPKK);
aHanun3 JaHHbIX;

OCHOBHbIe 3Tanbl.

10.5.1.5. M3meHeHUAs U O06HOBAEHUA: BHeceHMe J6Ooro CyLIeCTBEHHOMO W3MEHeHMsa U
obHOBNEHNA B NPOTOKON MCMbITaHMI Nocne Havana cbopa AaHHbIX, BKAKOYass 06OCHOBaHME KaXKAoro
N3MEHEeHUA NN 0BHOBNEHUS, 4AaTbl KaXKAOTO M3MEHEHUA U CCbINIKY Ha pa3genl NPOTOKoNa, B KOTOPbIN
BHECEHO U3MeHeHue.

10.5.1.6. OcHoBHble 3Tanbl: AaHHble B TabnuuHoi ¢dopme € 3anNaHUMpPOBAHHBIMW AaTaMW MO
BbINOJIHEHWUIO C/IEYHOLLIMX OCHOBHBbIX 3TANOB UCCAe0BaHNA:

Ha4yano c6opa AaHHbIX;

OKOH4YaHue c6opa AaHHbIX;

OTYETbI O XO4e BbINMNO/THEHNA NCCNeA0BaAHNUA;

NPOMEKYTOYHbIE OTHETbI O pe3y/sibTaTax UccnegoBaHmnAa, eCcam 3To NPUMEHNMO;
WUTOrOBbIN OTYET O pe3ynbTaTtax nccnegoBaHuUA.

LOonKHbI 6bITb npeacrasaeHbl AaHHble MO NobbIm APYrMM  BaXHbIM 3TalMamMm nposBedeHnA
nccnengoBaHuA.

10.5.1.7. O6ocHoBaHME M NPeAnoCbIIKM NPoBeAeHMA: onucaHne npobaembl no 6esonacHocTy,
npoouna 6e30nacHOCTM MAM Mep MO YMNPaBJAEHUIO PUCKAMK, KOTOpble MPUBENM K WHULMALUM
UCCNef0BaHWsA, a TaKKe KPUTUYECKUIA aHaIM3 BCEX AOCTYMHbIX ONYy6AMKOBAHHBIX U HEOMYH/IMKOBAHHbIX
JaHHbIX, COZEpKalMX OLLeHKy cooTBeTcTBylowen uHGopmaumm no 6e30nacHOCTM WM YKasaHue
HeZOCTaloWMX 3HAaHMIM No 6e30MacHOCTK, Ha MoJlyYeHWe KOTOPbIX HanpaBaeHo uccnegoBaHue. 063op



MOXET BK/OUYaTb B cebs pesy/ibTaTbl COOTBETCTBYIOLWMX SKCMEPUMEHTOB Ha KUBOTHbIX, KAMHUYECKUX
nccnefoBaHnii, cTaTUCTUYECKME NonynAUMOHHbIEe AaHHble n AaHHble npeablayLimnx
aNnaemmoniormdeckux uccnenosaHnin. O63o0p A0MKEH cofepkaTb CCbIJIKM Ha pe3ysibTaTbl CXOMUX
nccneaoBaHUM U OXKUaaeMbl BKAa4 AaHHOTO UCCAea0BaHMA.

10.5.1.8. 3agava » uenn nccnegoBaHusA: 3aZa4a UccienoBaHns, 06bACHAIOWLAA, Kakum obpasom
nccneagoBaHue byaet cnocobcTBOBaTb PELLEHMIO BONPOCA, KOTOPbIA NPUBEN K €ro MHMUMALMUN, A TaKKe
uenu uccnenoBaHus, BKAoYas obble npeaBapuUTe/bHble  TUMOTE3bl UM OCHOBHblE  TE3WUCh,
onucbiBallMe cBegeHus wuanm MHGOpPMaUMIO, KOTopble OO0MXHblI ObiTb MOJYYEHbl B pesy/bTaTe
nposegeHna nccaefoBaHus.

10.5.1.9. MeToabl nccnenoBaHUA: ONMCAHNE METOA0B UCCNeA0BaHMA, BKAOYAA:

10.5.1.9.1. AusaiiH uccnenoBaHWA: OMUCaHWe Au3aHa wuccnegoBaHWsas M 0bocHoBaHWE ero
BbibOpa.

10.5.1.9.2. YcnosuA: nonynaumAa uUCCNenoBaHUA, onpeaensemas B KaTeropuax /aul, MecTa,
nepuoaa BPeMeHU U KpuTepues BblbopKkM. Heobxoammo Hannume ob6bEKTMBHOIO 06OCHOBaHMA BCex
KPUTEPMEB BKJ/IIOYEHMA U  HEBK/IKOYEHUA U OMNUCAHUA UMX BAMAHMA Ha KOJIMYECTBO CyObHEKTOB
nccnefoBaHUsA, AOCTYNHbIX 4AA nocaeaytowero aHanusa. Ecnm nposogutca ntobasa sbibopKa M3 Leneson
nonyaaunmn, HeobxoAMMbl HaIMYME ONMCaHMA LeIeBOM NONyaaUuMn U NOAPOOHOCTU MeToA0B BbIOOPKU.
Ecnv amsaliH nccnegoBaHuAa npeactaBnaser cobol cucTemaTMyeckmii 063op MAM  MeTa-aHanus,
HeobxoaMMO 06bACHEHME KpUTepUeEB Bbibopa U NPUrogHOCTU UcCneg0oBaHUN.

10.5.1.9.3. TepemeHHble: UCXOoabl, BO3AEUCTBMA W A[pyrne nepemMeHHble, B TOM 4ucne
nsmepaemble ¢GaKTOpbl PUCKA, MNOTEHUMaNbHble (GaKTOPbl, WCKa)Katowme pe3ynbTatbl, U GaKTopbl,
moauduumpytowme adpdeKT, BKAOYAA onepaLMOHHbIe onpeseneHua.

10.5.1.9.4. CTOMHMKM AaHHbIX: CTpaTerna U UCTOMHUKM AaHHbIX 4NA onpeaeneHna BO34eNCTBUIA,
NCXOL0B M BCEX APYIUX NMEPEMEHHbIX, 3HAYMMbIX O1A Llenei nccnenoBaHma, TakMX Kak NoTeHLUManbHble
daKTopbl, MCKaxKatowme pesynbtatbl, U ¢akTopbl, moanduumpytowme sdpdekrt. Mpu ncnoab3oBaHUK
Ba/IMAMPOBAHHbLIX UCTOYHUKOB AaHHbIX, MHCTPYMEHTOB U U3MEpPEHU HeobXoaMMO OonMcaHue meToda
BaAngauuun. Ecnn meTogpl MOAYYEHUA AAHHbBIX WMAM  MHCTPYMEHTOB WCMbITbIBAOT B MWUAOTHOM
nccnefoBaHUM, HeobxogMMO NpeacTaBAeHWE NNaHOB MNPOBeAEHMA MUIOTHOMo  UCC/efoBaHuUA.
HeobxoamMmo npeactaBuUTb OMNUCAHWE BCEX 3a4eMCTBOBAHHbLIX KOMWUTETOB 3KCMNEPTOB M Mpoueayp
OLLEeHKM, KoTopble 6yayT MCNonb30BaHbl A8 BaAvAauMn AuarHo3oB. B cnyyae uvcnonb3oBaHua B
NcCcnenoBaHMM CYLLECTBYHOWEro MCTOYHMKA AaHHbIX, TAaKOTO KaK 3N1eKTPOHHble MeAULMHCKME KapThbl,
HeobxoaMMO YyKasaHue nobon MHPopmMaLMM B OTHOLIEHUM BaANMAHOCTU 3aMUCEl U KoAMpoBaHMUA
OaHHbIX. B cnyyae cuctemaTuuyeckoro obsopa MM mMeTa-aHanu3a HeobxoAUMMO Ha/iuMuue onucaHuA
cTpaTerMm W MPOLECCOB MNOMCKA, a TaKkKe Jobbix MeTo4oB ANA MNOATBEPXAEHMA  AaHHbIX
nccnepoBsartene.

10.5.1.9.5. O6bem BbIGOPKK: nNNaHUpyemblli 06bem BbIBOPKKM, NAaHMPyemas TOYHOCTb
pe3ynbTaToB UCCNef0BaHUA UM pacyeT obbema BblOOPKM, KOTOPblE MOMYT MUHUMANbHO OMpeaenuUTb
npeaBapuTenbHO 334aHHbIN PUCK C NPeaBapUTENIbHO 3aaHHON MOLLHOCTbIO.

10.5.1.9.6. YnpasneHue AaHHbIMW: ynpasaeHUe OAHHbIMW U CTAaTUCTUYECKOe MPOrpammHoe u
annapatHoe obecneyeHne, KoTopoe ByaeT MCNONb30BaHO B xoAe uccnefsoBaHuA. Mpoueaypbl cbopa,
BOCCTAHOBJ/IEHMA N MOATOTOBKM AAHHbIX.

10.5.1.9.7. AHanu3 paHHbIX: BCE BaKHble 3Tanbl OT HeobpaboTaHHbIX AaHHbIX A0 MNOAyYeHUs
WMTOrOBOro pPe3ynbTaTa, BK/AOYAs METOAbl, MCMO/b3yeMble ANA KOPPEKTUPOBKU HECOOTBETCTBUN WU
OWWBOK, HeAOCTOBEPHbIX 3HAYeHWl, moandpUKauuM HeobpaboTaHHbIX [AaHHbIX, KaTeropusaumu,
aHaM3a 1 NpeacTaBaAeHUA pPe3yAbTaToB, a TaKKe nNpoueaypbl 418 KOHTPOAA UCTOYHMKOB NOrpeLlHoCTen
M UX BAUSHUA Ha pe3y/bTaTbl, /ilobble CTaTUCTUYECKMEe Npoueaypbl, NPUMEHUMbIE K AaHHbIM AnA



nonyyeHuAa TOYe4yHoM OUEeHKN U noBepUTENIbHbIX NHTEPBA/ZIOB M3MepeHMl7I 4aCTOTbl BO3HMKHOBEHUNA NN
B3aMMOCBA3U U1 10OOro aHan3a YyBCTBUTE/NbHOCTWU.

10.5.1.9.8. KoHTpo/1b KayecTBa: onMcaHMe MexaHM3MOB U npoueayp Ana obecneyeHms Kayectsa u
LEeNOCTHOCTM [aHHbIX, BKAKOYAA TOYHOCTb M YMTAEMOCTb MOMYYEHHbIX JAaHHbIX W MNEPBUYHOM
OOKYMEHTaLMN, XpaHEHUE 3aNnUCeEN U apXMBUPOBAHME CTAaTUCTUYECKMX NPOrpamm, onnucaHme AOCTyNHbIX
OAHHbIX NO Ba/AMAauMKM npoueayp BepuduKkaumm 3anncei U Baangaumm KOHEYHbIX ToYeK. BKatovyatoTca
OaHHble no ceptTuouKkaumm un (am) KBanudwmkaumm noboli BcromoraTenbHol nabopatopumn Man
nccnenoBaTeNbCKUX rpynn (ecim NpMMeHMUMO).

10.5.1.9.9. OrpaHnYeHMA MeToa0B UCCNeA0BaHUA: Ntobble NOTEeHUNAbHbIE OrPaHUYEHNS An3aiiHa
NCCNefoBaHUA, MUCTOYHMKOB AaHHbIX U aHA/JIUTUYECKUX METOAOB, BK/AOYAs MNPoBAeMbl UCKaXKeHus
pesynbTaTtoB, OWMOOK, reHepanMsaumMm W CAy4aiHOM norpewHoctu. Heobxoammo obcyxaeHue
BEPOATHOCTM ycrnexa Mep, HanpaB/IeHHbIX Ha YMEHbLUEHNE KONIMYeCTBa OLWMOOK.

10.5.1.10. 3awmuta cybbEKTOB WCcnedoBaHUA: Mepbl He3onacHOCTM C uenbto obecneyeHus
COOTBETCTBUA TPEOOBAHUAM 3aKOHO4ATENbCTBA FOCYAapCTBA-YieHa no obecnevyeHunto 61arococToaHNA U
NnpaB YY4aCTHMKOB HEMHTEPBEHLMOHHbIX MOCTPETMCTPALMOHHBIX UCCefoBaHMN 6e30onacHoCTy.

10.5.1.11. YnpaBneHue gaHHbIMU U NpeacTaBieHne NHGOPMaALUM O HEMKeaTe/IbHbIX ABMEHUAX U
HexenaTeslbHbIX pPeakumsax: npoueaypbl cbopa, ynpaBAeHUA W nNpeacTaBieHua coobuweHnin ob
OTAENbHbIX CNYYasaX HeXenaTeNbHbIX peakunn n noboi HoBol MHPOPMaLMK, KOTOPaAAa MOMKET OKasaTb
B/IUAHME HA OULEHKY COOTHOLWEHWA "nonb3a - PUCK' NeKapcTBEHHOro npenapaTa NpuM MNpPoBeAeHUU
nccnenoBaHmA.

10.5.1.12. NnaHbl NO PaACNPOCTPAHEHUID MONYYEHHbIX AAHHbIX U COOOLWEHUIO pPe3ynbTaToB
nccnenoBaHMA, BKAKOYAA NAaHbl NO4AYN TEKYLLMX OTYETOB, UTOTOBbIX OTYETOB M NYyHAMKaLMMK.

10.5.1.13. Ccbinku.

Paszen moxkeT BKOYaTh B CebA N1t0OYI0 AONONHUTENBHYIO MW BCMOMOTaTeIbHYO0 MHPOPMaLMIo 0
cneumdUUYecKMXx acnekTax, KOTOpble paHee He paccMaTpuBanucb (Hampumep, aHkeTbl, GopMbI
penopTupoBaHus).

UccnepoBaHnAa No oOuUEHKe BbINOJAHMMOCTY, nposegeHHble AON1A NOATBEPXAEHUA pa3pa60TKM
NPOTOKO/1a, Hanpummep, TeCTUpoBaHWE aHKeT (OI'IpOCHMKOB) U1 npocCTtblie noacyeTbl MeaAUUUHCKUX
ABNEHUNA WAW Ha3HayeHuit no 6Hase AaHHbIX C Uenbko onpepgeneHuAa CTaTUCTUYECKOM TOYHOCTU
nccnengoBaHnA, AO/IXKHbI pa3dmellaTbCA B COOTBETCTBYHOUWEM pasaene npoToKOo/la uccnenoBaHmAa C
KPaTKMM ONMcaHMem MeTo[0B U pe3ynbTaToB. NccaenoBaHMA Mo OUEeHKe BbIMONHUMOCTU, ABAAIOLWMECA
4aCTblO NCCneanoBaTesIbCKOro npouecca, A01XKHbl 6bITb MOMIHOCTbIO OMMUCaHbI B npoToKoNe (Hanpmmep,
NMNNOTHAA OUEeHKa UCNOJZIb3yeMOro onpoCcHMKa ana I'IaLI,MEHTOB).

10.5.2. KOoHTpOoAb 3a BHECEHNMEM U3MEHEHWI B MPOTOKO/ UCCAEA0BAHUA.

BHeceHne M3meHeHuir U 0O6HOBNEHUN B NPOTOKON UccneaoBaHMA O0/1XKHO OCYyLWeCTBAATbCA MO
mepe HeO6XOAMMOCTM B Xo4e uccnenosaHua. BHeceHue NobbIX CyLieCTBeHHbIX U3MEHEeHUN B NPOTOKOAN
nocne Ha4dyana nccneaosaHmAa A0/KHO 6bITb Bad)MKCMpOBaHO B MPOTOKO/1€ TaKUM o6pa30M, yTobbI ero
MOXHO 6bln0o oTcnegntb M NpPoBepPUTb, BKAKOYaAA [AaTbl BHECEHUA n3mMeHeHUn. Ecnm BHeceHue
N3MEHEeHUN B NPOTOKOAN NpwmBENO K TOMY, 4YTO UCChenoBaHUe 6b110 NPU3HAHO WMHTEPBEHUWMOHHbIM
KIMHNYECKUM UnccnenosaHnem, B ,u,aaneﬁLueM nccnegosaHnMe nposoauTCcA B COOTBETCTBUU C
MmexayHapoaHbiMn A0Orosopamm M aKTamMmu, COCTaBaAlOWMMUN NpaBo Coto3a M 3aKoHOAATENbCTBOM
rocygapcCra-4/1€HOB.

Ona pobpoBoNbHO WMHUUMMPOBaAHHbLIX MMPUB AaepKaTento PerncTpaumoHHOro YA0CTOBEPEHUS
pekomeHayeTcA nepegaTb MPOTOKOA WCCAeH0BAaHUA C  U3MEHEHUAMWM UAM  OBHOBAEHUAMM B
YNO/HOMOYEHHbIA  OpraH  rocyAapcrBa-y/ieHa, Ha  TeppuTOpMM  KOTOPOro  MPOBOAMTCS



NoCTperncTpaunoHHoe HenmHTepBeHUMNOHHOE NccneaoBaHme 6e3onacHocTH NNeKapCTBEHHOrO nNpenapara.

Ona NPUB, nHUUMNPOBAHHBIX AeprKaTenem permcTpaLMoHHOro yaocToBepeHna B COOTBETCTBUM C
06A3aTenbCTBOM, HANOMEHHbIM  YMOJIHOMOYEHHbIM  OpPraHOM  rOCyAapcCTBa-y/sieHa, JAeprkaTesb
PEerucTpaunMoHHOro yAoCTOBEPEHUS A0/KeH obecneuyntb npeactaBieHMe MHPOPMaLUM O BHECEHWUU
NOObIX CYLLECTBEHHbIX U3MEHEHMIN B MPOTOKOA UCC/eA0BaHMA B YNOJAHOMOYEHHbIN OpraH rocyapcraa-
YysieHa, KOTOPbIM ObIIM HaNoXKeHbl 0653aTenbeTBa No nposeaeHuo NMPUB, 40 MOMeHTa UX BBEAEHUA.

10.6. MpeacTaBneHve AaHHbIX N0 GpapMaKoHaA30py B YNOJHOMOYEHHblE OpraHbl rocyAapcrs-
YNeHoB.

10.6.1. [aHHble, 3HaYMMble A/1A OLEHKM COOTHOWEHMA "Mmosb3a - PUCK" NeKapCTBEHHOro
npenapara.

JepKaTenb perucTpalMoOHHOro yA0CTOBEPEHUA BbINONHAET KOHTPOJb AaHHbIX, NOy4YaemMbliX Npwu
npoBeAeHUN UCCAeAOoBaHUA, W OLEHMBAET WX B/AMAHME HaA COOTHOoleHMe '"monb3a - puck"
COOTBETCTBYIOLLErO /IEKaPCTBEHHOrO npenapaTa. J/llobas HoBaAa MHPOPMaLMA, KOTOPasA MOXKET NOBAUATb
Ha OLLEHKY COOTHOWEHMA "NnoJsib3a - pUCK" IeKapCTBEHHOTO npenapaTa, HesameanTesibHo coobulaeTtcs
YNONHOMOYEHHbIM OpraHam roCy4apCTB-Y4/IEHOB, Ha Tepputopuu KoTopbix nposoantca MNPUB wn
3aperncTpupoBaH 1ccielyeMblii NeKapCcTBEHHbIN npenapaT. [laHHble, KOTOpPble MOTYT OKa3aTb BANSAHUE
Ha OLEHKY COOTHOoWeHUA "Mosb3a - PUCK" NeKapCTBEHHOro npenapara, MOryT BK/IoYaTb B cebs AaHHble,
noJsiy4aemble B pe3y/sbTaTe aHanu3a MHPOPMaLMKU O NOAO03PEBAEMbIX HEXKENaTe/IbHbIX PeaKkUuusax, uam
pe3ybTaTbl MPOMENKYTOYHOIO aHaAM3a 0606LEeHHbIX AaHHbIX N0 6e30nacHOCTW.

[daHHoe MHbOPMMPOBaHUE HE AO/IKHO BAUATb Ha MHPOPMALMIO O pesynbTaTax UCCNefoBaHWUM,
KoTopas npeacTtasaseTca B pamKax [NOOB n B o6HosaeHuAx MYP (ecan npumeHnmo).

10.6.2. MNopo3peBaemble HexKenaTenbHble peakuun U MHas WHPopmauma no 6esonacHocTy,
NoA/eXKallan CPOUHOMY MpeacTaBiaeHuIo.

NHbopmauma no cepbesHbIM HENPEABUAEHHbBIM HeXenaTe/ibHbIM peakLumAM U MHasa nHbopmaLma
no 6e30MacHOCTM [JO/KHA NPEeACTaBAATbCA B CPOYHOM MOpsAAKe B YNOJHOMOYEHHbIE OpraHbl
rocyZapCTB-4/1eHOB B COOTBETCTBMM ¢ TpeboBaHuaAMM [paBua Hag/exKawen KAMHUYECKOW MpPaKTUKK
EBpasuickoro 3sKoHOMMYecKoro cotosa. [lpouegypbl cbopa uHPoOpmMaLMM MO  HexenaTenbHbiM
peakuuam, YyrnpasJeHUs JaHHbIMM (BKAKOYas 0030p M OLEHKY, BbIMOJHAEMYIO AeprKaTesiem
PEerucTpauuoHHOIO YAOCTOBEPEHUA, €C/IM 3TO NPUMEHMMO) W NPeACTaB/leHUsa coobueHuit o
NOAO3PEBAEMbIX HEXENaTe/NbHbIX PeakuMAX [AO/KHbl BbINOJHATLCA B LEHTpax npoBeseHUs
KAMHWUYECKUX UCCNeA0BaHNIA U B KpaTKOW popme A0/1KHbI BbiTb M3N103KEHbI B NPOTOKO/1E UCCNEA0BaHUSA.

10.6.3. OTyeTbl 06 nccnegoBaHUAX.
10.6.3.1. NMpomeKyTo4HaA OTYETHOCTb.

YNo/IHOMOYEHHbI OpraH rocyAapcTBa-y4ieHa MOXKET 3aNpPoCuTb NPeLCcTaBeHNe NPOMEKYTOYHOTO
oT4yeTa no BbinoaHaemomy MPUE Ha flekapcTBEHHbIE NpenapaTbl, 3apPerncTpMpPoBaHHbIE Ha TEPPUTOPUAX
rocyfapcTB-47eHOB. 3anpocbl Ha NPeACTaB/eHNe MPOMEKYTOUYHbIX OTYETOB MOTYT ObiTb CAeNaHbl A0
Hauyana uccaefoBaHuA Man B Ntoboe Bpems B Xo4e NpoBeAeHus uccnenoBaHus. MpuunMHOM 3anpoca
MOXeT 6biTb MHbOpMauusa B OTHoweHun npodunsa sbdekTMBHOCTM M (MaKM) 6HesonacHOCTH,
BO3HMKalOWaAsA B XOA4e WCCAefoBaHWA, /MBO HeobXxoAMMOCTb MoayYyeHus WHOOPMAUMM O Xoae
BbIMNO/IHEHUA UCCNEA0BAHNA B KOHTEKCTE PeryaaTopHbIX Mpoueayp, a TaKkKe BarKHaa MHdopmauma no
6e30MacHOCTM IeKapCTBEHHOTO Npenapara.

Bpemsi npeacTaBneHMs  MPOMEXKYTOYHbIX  OTYETOB  AO/KHO  OblTb  COracoBaHo ¢
YNOJHOMOYEHHbIMM OpraHaMM FOCYAApPCTB-YEHOB M YKa3aHO B MNPOTOKOJe ucCaefoBaHUN. Xop,
BbiNnonHeHus MPUB gonxkeH cooTBeTCTBYHOLWMM 0b6pasom oTpaxkatbeca B [MOOB u B 06HoBAeHUAX MYP
(ecnn npymeHnmo).
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CoaeprkaHue NpoMeXKyTOYHOro oTyeTa AO/IKHO CAeA0BaTb IOrMYECKOW MOC/eA0BaTeIbHOCTU U
JO/MKHO BKAOYaTb B cebs BCce AOCTYMHble AaHHble, NPWU3HAHHbIE MMEILWMMMU OTHOLIEHWE K Xoay
BbINO/IHEHUA WUCCNEeA0BaHUA, HaNPUMEpP, YUC/IO BKIOYEHHbIX B MCCAeAO0BaHME NaLMEeHTOB, YMUCIO
NauMeHToB, NOJABEPriIMXCA BO3AENCTBUIO NEKAapCTBEHHOro npenaparta, WMAM UYUCAO NaLUUEHTOB, Y
KOTOPbIX 3apUKCUPOBAH MOHUTOPUPYEMbBIN UCXOA, C/IOXKHOCTU B BbIMNOJIHEHUN UCCAEAO0BaHUA W
OTK/IOHEHUS OT OXMAaemoro nnaHa. llocne paccMOTPeHUss oTyeTa YMNOJHOMOYEHHbIM OPraHoOM
rocyaapcraa-yseHa MOKeT 6bITb 3anpolleHa A0NoHUTENbHaA MHbopMaLmS.

10.6.3.2. UTOroBbIi OTYET UCCNEA0BAHMA.

Wtorosbiit oTyeT MPUB fonKeH 6biTb NOAAH B YNONHOMOYEHHbIE OPraHbl rOCYyAapCTB-Y/IEHOB KaK
MOXHO CKOpee Moc/ie ero 3aBeplleHns U B TedeHue 12 mecAaueB € AaTbl OKOHYaHMA cbopa AaHHbIX.
[ep:KaTenb perncTpaumoHHOTO yAOCTOBEPEHWA NogaeT WUToroBbiit otyeT MPUB B yno/sIHOMOYEHHble
OpraHbl rocy4apcTB-4/1eHOB, B KOTOPbIX NPOBOAUTCA UCCEA0BaHME.

Ona MPUB, no6poBOAbHO MHULMMPOBAHHBLIX AepKaTenem pPerncTpauMoHHOro yaocToBepeHus,
TaKXe peKkoMeHayeTcA nepeaaTb WUTOrOBbI OT4eT 06 McCAeaoBaHWMM YMONHOMOYEHHbIM OpraHam
rocyAapcrB-4/1eHOB, Ha TEPPMTOPUM KOTOPbIX 3aPErncTpMpoBaH IeKapcTBEHHbIN npenapar.

Ana NMPUB, MHUUMMPOBAHHbLIX AeprKaTenem perucTpaLMoOHHOro yA0CTOBEPEHUA B COOTBETCTBUU C
06M3aTeNbCTBOM, HajsaraeMblM CO CTOPOHbI YNOJIHOMOYEHHOrO OpraHa rocyZapcTBa-yfieHa, eciun He
6bl10 NPeAOCTaBAEHO pa3pelleHre Ha OTCTyrn/eHue oT TpeboBaHWN, AeprKaTeNb PerncTpaLMoHHOro
YA0CTOBEPEHMUA A0IKEH B TedeHMe 12 mecAueB C AaTbl OKOHYaHMA cOopa JaHHbIX AOMKEH NPeacTaBUTb
UTOroBbIN OTYET 06 UCCNef0BAHNUM, BKAKOYAA pestome UccienoBaHna aaa nybamkauuu.

B cnyyae o0OCTaHOBKM wucCNefoBaHMA noAaeTcA WUTOTOBbIN OTYET C OB6BACHEHUEM NMPUYnHDbI
OCTaHOBKM nUccnenoBaHuA.

Wtorosbiit otyeT MPUB aokeH BKAOYaTb B cebs cneaytowme pasgensl n MHGopMaLmio:

10.6.3.2.1. HammeHoBaHWe: HaMMeHOBaHWe, BK/OYatlowee B ceba obleynoTpebutTenbHyto
TEPMUHO/IOTNIO M YKasblBaloWee Au3aliH MccaefoBaHMA, Nog3arosoBKM C 4aTOW MTOrOBOrO OTYeTa,
MMeHeM 1 cBeAeHUAMN 06 OCHOBHOM aBTOPE OTYeTa.

10.6.3.2.2. KpaTKkoe coaeprKaHue: oTaenbHOe pe3tome B NpeacTaBleHHOM HUKe popmarTe.

10.6.3.2.3. [epkaTenb pPerncrpaumMoHHOro YyaoCTOBEpPEHUA: HAMMEHOBaHWe aepKatens
pPerncTpaLnMoHHOro yA0CTOBEPEHUA M ero agpec.

10.6.3.2.4. UccnepoBaTenu: MMeHa, TUTY/bl, y4eHble CTeneHu, agpeca U ceedeHua obo Bcex
nccnefoBaTeNaX, a TaKXKe nepeyeHb BCEX BOBJ/IEYEHHbIX B WMCCAeLOBAaHWME OpPraHW3auMin m mect
BbIMNOJIHEHMA UCC/IeA0BaHUSA.

10.6.3.2.5. KOHTpO/ibHble TOYKW: 3anjaHUpPOBaHHble M ¢aKTUYECKMe A[aTtbl MO CAeayrowum
KOHTPO/IbHbIM TOYKaM BbINO/IHEHUA UCCNe0BaHUA:

Hayano cbopa AaHHbIX;
KoHeL, cbopa AaHHbIX;

OTYETHOCTb O XOAE MCCNefOoBaHWUA, 3anpolleHHas YNoJHOMOYEHHbIM OpraHOM rocygapcTsa-
yneHa;

NPOMEKYTOYHAA OTYETHOCTb O pe3y/ibTaTaX NCcnenoBaHnA (ECI'IVI I'IpVIMEHI/IN\O);

WUTOrOBbIN OTYET O pe3ynbtaTtax uccnenoBaHuA,



Nobble UHblE BaXKHble KOHTPOJIbHbIE TOYKW, MPUMEHMMbIE K WMCCAeA0BaHMIO, BKIOYan aaTty
YTBEPKAEHMA NPOTOKONA KOMUTETOM MO 3TUKE (ecnn NPUMEHUMO) U AaTy perncTpaumm uccnefoBaHna B
3/1EeKTPOHHOM peecTpe UCCAeA0BaHNN.

10.6.3.2.6. ObocHOBaHME M NPeanoCbIIKM NPOBeAEHUS UCC/eA0BaHWNA: onnucaHne npobaembl No
6e30MacHOCTK, KOTOpas nNpuBena K MHULMAUMM UCCNEe[OBaHMA, a TaKKe KPUTUYECKMN aHanu3 BCex
AOCTYMHbIX ONy6/MKOBAHHbIX M HEOMNYO/IMKOBAHHbIX AaHHbIX, COAEPXKALMX OLLEHKY COOTBETCTBYHOLLEN
nHpopmauum no 6e30nacHOCTU UAM YKaszaHMe HeAOoCTaWMX 3HaHMA No 6e30MacHOCTU, Ha NoJyYeHue
KOTOPbIX OblI0 HanpaBAEHO UCCea0BaHMe.

10.6.3.2.7. Uenb n 3agaumn nccnenoBaHua: Lenb UccnegoBaHUA M 3a4a4m UCCe0BaHMA, BKIOYas
Ntobble NpeasapuTenbHble rMNoTesbl, B COOTBETCTBUMN C MPOTOKO/IOM UCNbITAHWUA.

10.6.3.2.8. MN3meHeHMA u OBHOBNEHUs: nepeyeHb /OObIX CYLWECTBEHHbIX WM3MEHEHUN U
O0OHOB/IEHWUI MNEepPBOHAYa/IbHOrO MPOTOKONA MCMbITaHUIM nocie Havana cbopa AaHHbIX, BKAOYAA
060CHOBaHMeE Kaxa0ro UsMeHeHua nan obHoBAEHMUS.

10.6.3.2.9. MeToabl nccnenoBaHmA, B TOM Ynche:

OV3aliH  UCCNedoBaHUA:  K/OYEBbIE 3/1IEMEHTbI  AM3aliHa ucciedoBaHUs UM 0H6OCHOBaHUE
BblIBpaHHOro AN3aiHa;

ycnosuma: ycnosuAa, MeCta U COOTBETCTBYHOWME [OaTbl NpoBedgeHUNA wUcCCaeanoBaHWA, BK/OYaA
nepunoabl Ha6opa naumneHToB, nocneayrowero Ha6/'II'OAEHMﬂ n c6opa AaHHbIX, B Chay4dae
cncremaTmnyeckoro o630pa W MeTa-aHa/M3a - XapaKTepUCTtuku MCCHEAOBaHMVI, ncnonb3lyemblie B
Ka4yecTBe Kputepmes npnemnemocTu, ¢ nx 06OCHOBaHMEM;

nauueHTbl: ntobaa uenesas MONynsauMa U KPUTEPUM BKKOYEHUA MaUMEHTOB B MCCieLOBaHUe.
[O/MKHbI 6bITb YKasaHbl UCTOYHUKM M MeToabl noabopa yd4aCTHMKOB, BK/OYas (rae npuMMeHMmO)
MeToAbl UHAMBUAYANM3ALMM CTYHAEB, @ TAKXKE KOJIMYECTBO U MPUUMHBI UCKAIOYEHMA U3 UCCNeA0BaHUS;

nepemeHHble: BCe pe3ynbTaTbl, BO3AEWCTBME, MNPOrHOCTMYECKMEe GaKTopbl, MNOTEHLUMasbHble
WUCKakatowme daktopbl UM ¢daKkTopbl, moguduumpytowme 3dPeKkT, BKAKOYAA OMNepaunoHHble
onpeaenexusa. Mpu He0bXoAMMOCTH, NPEACTABAAIOTCS ANATHOCTUYECKME KPUTEPUU;

WUCTOYHMKN OAHHbIX WU U3MepeHue: ANA KaxAoM paccMaTpuMBaemoi NepemMeHHOl yKasbiBaloTca
WCTOYHMKM AaHHbIX M noapobHoe onucaHMe MeTOA0B OLEHKUM UM M3mepeHus (ecnm NpUmeHumo), a
TaK)Ke COMoCTaBMMOCTb METOAO0B OUeHKM (npu Hanuumm 6onee 1 metoma). Ecam umccneposaHue
MCNONb30BaN0 CYLIECTBYIOWMIA UCTOYHUK [AaHHbIX, TaKON KaK 3/1eKTPOHHble MeAMLMHCKUE KapTbl,
OO0MKHA cooblwaTtbea ntobas MHPopMaLma O BaMAHOCTM 3anMcein U KOAMPOBAHUM AaHHbIX. B cnyyae
cucTemaTtuyeckoro ob3opa MAM MeTa-aHasn3a AO0JIKHbl B6biTb ONMCaHbl BCE UCTOYHUKU MHOOPMALMMK,
cTpaTterMa noucka, meToAbl Ana Bblbopa McCNenoBaHUMKA, METOAbl WM3B/EYEHUS AaHHbIX U fobble
NPOLECChI 41A NONYYEHUA U NOATBEPIKAEHMA AaHHbIX UCCneaoBaTeneu;

OLMOBKMK: onucaHue npegnpuHATbLIX LI,EI‘/JICTBI/II‘/JI nanm mep no o6pau.|,eHmo C noTeHuuManbHbIMU
NUCTOYHUKaMU OLUI/I6OK;

06bem BbIBOpPKKN: 06bEM BbIBOPKU U 0BOCHOBaHWE NO6Oro BblYMUC/IEHUA pa3mepa BblBOPKKU U
MeToAa AOCTUNKEHUA Npeanosaraemoro pasmepa BblI6opKuy;

npeo6pasoBaHme AaHHbIX: npeo6pasoBaHMﬂ, BblMUCNEHNA UKW onepaunn C AaHHbIMW, BKIKOYaA
MeTo4bl O6pa6OTKM KO/IN4ECTBEHHbLIX AadHHbIX MPWU BbINO/IHEHUN aAHA/IN3a, obocHoBaHue Bbl6paHHbIX
MEeTOo40B rpynnnMpoBaHnA OaHHbIX;

CTaTUCTUYECKME MeTOo4bl: ONNCaHMe No cheyrowmm aCnexkTam:



OCHOBHble MmeToabl 0606LLeHUs;

BCe CTaTUCTUYECKNEe MeTOoAdbl, KOTopble NpUMEHANNCb B UCCAea0oBaHWKU, BKAKOYaA meToabl ANA
KOHTpOANA UCKa)eHUM M B OTHOLUEHUM MeTa-aHa/In30B - meToapbl KOM6VIHVIpOBaHVIFI pPe3ynbTaTtoB
nccneaoBaHum;

nobble MeToapl, UCNOb3yeMbIe A8 U3YYEHMA NOATPYNM U B3aUMOAENCTBUIA;
noaxon, K peleHnto npobaembl No HeAOCTYNHbIM AAHHbIM;
OLeHKa YyBCTBUTEIbHOCTU UCCNeA0BaHUSA;

BCE W3MEHEHMA NnaHa aHa/n3a AaHHbIX, NPeayCMOTPEHHOrO MNPOTOKO/JOM WUCCAeAO0BaHUSA, C
060CHOBaHNEM U3MEHEHUI;

KOHTPO/Ib KayecTBa: MexaHM3Mbl U NpoLeaypbl obecnevyeHns KayecTsa U LENOCTHOCTM AaHHbIX.

10.6.3.2.10. Pe3ynbTaTtbl: NpeacTaBneHune Tabauu, rpadmKoB U UANKOCTPALUA ANnA oTobparkeHus
NoOJly4eHHbIX AAHHbIX WU NPOBEAEHHOrO aHanun3a. Jo/KHbl OblTb NPeacTaBAeHbl KaK aganTUPOBaHHbIe,
TaK M HeajanTMpoBaHHble pe3ynbTatbl. OLEHKA TOYHOCTM LOAHHbIX AO0MKHA ObiTb BbINOAHEHA
KO/IMYECTBEHHO C YKa3aHWEM [OBEPUTE/IbHbIX MHTEPBA/NOB. ITOT pa3fen AO/MKEH BKAOYATb B ceba
cnepyowme nogpasgensi:

a) YYaCTHMKM: KOJIMYECTBO MaLMEHTOB Ha KasKAOM 3Tane uccnedoBaHusa (Hanpumep, 4MCIo
MOTeHUMaNbHO COOTBETCTBYIOWMX, MPOLIEAWNX MNPOLEAYyPY CKPUHUMPOBAHWUA, MOATBEP)KAEHHbIX KaK
COOTBETCTBYIOWIME, BK/IOYEHHbIX B MCCNEAOBaHME, 3aBeplualoliMx nocaeaywollee HabalogeHue wu
NPoaHaNM3MPOBaHHbIX, @ TaKKe MPUUYUHbLI BblObITUA M3 KUcciedoBaHMA Ha aobom stane). B caydae
cuctematMyeckoro o63opa MAM  MEeTa-aHanM3a - KOJIMYECTBO CKPUHWMPOBAHHbIX, OLLEHEHHbIX Ha
COOTBETCTBME U BKIOHYEHHbIX B 0630p MCCAeA0BaHMI C YKa3aHWEM MPUUYUH UCKAOYEHMA Ha KaXKAoM
3Tane;

6) onucaTenbHble [aHHblE: XapPaKTePUCTUKM YYaCTHUKOB MCC/eAO0BaHUsA, MHbopmauuMa o
BO3AENCTBMM U MNOTEHUMANbHbBIX WCKaXKalowmx ¢GakTopax, a TaKKe KOJIMYECTBO YYaCTHWKOB C
OTCYTCTBYIOLLMMW SAHHBLIMWU 1A KaXKA0N paccmaTpMBaemMol nepeMeHHoi. B cayyae cuctematmyeckoro
0630pa WMAM MeTa-aHa/NM3a - XapaKTEPUCTMKA KaXKAOro MCCNefoBaHWMA, AaHHble KOTOporo 6biau
Ncnonb3oBaHbl (Hanpumep, ob6bem BbIBOPKK, Nocneaytouee HabnogeHue);

B) AaHHble O pe3ybTaTax: Ko/IM4YeCTBO Y4aCTHUKOB MO KaTErOpmUAM OCHOBHbIX pPe3ynbTaToOB;

r) OCHOBHble pe3y/bTaTbl: pPe3yabTaTbl HEaAanTUPOBAHHOW OLEHKM (ecnM npuMEHMMO),
afanTUPOBaHHOM OLEHKM C Yy4YeTOM MCKarkKalwmx ¢akTopoB M WX TOYHOCTb (Hanpumep, 95%
[OBEPUTENIbHBIN  MHTepBan). EcAM NpUMEHWMO, OLEeHKa OTHOCUTE/IbHOrO PUCKa [JO/KHA ObiTb
nepeseneHa B abCONOTHBIN PUCK AN 3HAYMMOTO Nepnoaa BpemMeHu;

LI,) apyrne Buabl aHaAuU3a: Apyrue npoBendeHHble aHa/lnM3bl, Hanpumep, aHaan3dbl noarpynn v
B3aMMOAEﬁCTBMﬂ, a TaKXe aHa/1n3bl 4yBCTBUTE/IbHOCTH,

e) He)enatenbHble ABAEHUA U He)KefaTesibHble pPeakuun: ynpasieHuMe [AaHHbIMU  ©
npeacrasneHne MHOGOPMaLMM O HeXenaTesbHbIX ABAEHUAX W HEXenaTeNbHbIX peakumax B
YNOJIHOMOYEHHbIE OpraHbl FOCyapCcTB-41eHOB. B OTHOWEHMM onpeaeneHHbIX AN3aiiHOB UCCef0BaHNA,
TAaKMX Kak 'cnyyalh - KOHTPO/b" WAM  PEeTPOCMNEKTUMBHbIE KOrOpTHble WcCnenoBaHWA, OCOHEHHO
BK/IIOYAOLLMX B ce6A aHaNM3 AaHHbIX 31€KTPOHHbIX MEeANLMHCKUX KapT, cucTeMaTUyYeckme nepecmoTpbl
N MeTa-aHanu3bl, AO/IKHO BbITb YKa3aHO O HEBO3MOXHOCTU MPOBECTU OLLEHKM CTENEHN AOCTOBEPHOCTU
NPUYUHHO-CNEeACTBEHHOW CBA3W HA YPOBHE MHANBUAYA/IbHbIX C/yYaes.

10.6.3.2.11. ObcyxaeHme:



a) KAoYeBble pes3y/bTaTbl: K/OYEBblE pes3y/bTaTbl, WMMElWMe OTHOWeHWe K 3agayam
UccnefloBaHUA, paHee MpOBeAEHHOEe UCCAeAoBaHUe, pe3ynbTaTbl KOTOPOro COrNacyloTca  Wau
NPOTUBOpPEYaT MOJIYYEHHbIM TEKYLUMM pe3yanbTaTaM, BAUAHME pe3ynbTaTOB Ha COOTHOLWeHMe "nosb3a -
puck" nekapcTBeHHOro npenapara, ec/iv 3To NPUMEHUMO;

6) orpaHuYeHuMA: orpaHMUYEHUs WUCCNeOBaHWUA, MPUHUMAIOLME BO BHUMaHUe O06CTOATENbCTB],
KOTOpPble MOF/IM NOB/AMATb HAa KAyeCcTBO W LLeJIOCTHOCTb AaHHbIX, OFPaHUYeHns noaxona M MeTO/0B,
KOTOpble 6blIN UCNONb30BaHbl ANA MWHUMM3ALUMK UX BAMAHUA (Hanpumep, OTCYTCTBYIOLLME WK
Heno/siHble AaHHble, MPUMEHEHHbIE OLEHOYHble 3HAYEHWs), UCTOYHUKM MNOTEHLMaNbHbLIX OWWOOK U
HEeTOYHOCTEN M BaZMAHOCTU ABNeHU. Heobxogmmo obcy:KaeHue Kak HanpasneHus, Tak U macwTaba
NoTeHLUMaNbHbIX OLIMOOK;

B) MHTepnpeTauusa: MHTepnpeTaums pesynbTaToB MCCed0BaHUI C yY4eTOM 3a4ay, OrpaHUYeHui,
MHOECTBEHHOCTU aHafiM3a, pe3yNbTaTOB CXOXWMX WCCNeAoBaHWUA W APYrUX COOTBETCTBYHOLLMX
noaTBepKAeHUN’;

r) o6o6bwaemoctb: 0606WaemMocCTb (BHELWHAS Ba/IMAHOCTb) Pe3ynbTaToOB UCC/IeA0BaHUA.
10.6.3.2.12. CcblfIKK.

10.6.3.2.13. Opyraa nundopmaums: ntobas 4ONOAHUTENBbHAA UK BCNOMOraTe/ibHaa MHPopMaLma o
cneundrYECKNX acneKTax UCccaeoBaHuA, He pacCMaTPMBABLLUMXCA paHee.

10.6.3.3. Pe3stlome MTOroBOro OT4eTa MCCNeAO0BaHMA AOJIKHO BKAOYaTb B cebs 0606LeHHYIo
MHPopMaUMIo 0 MeTogax n pesyabTaTax UCCNefoBaHMA, NpeacTaBAEHHYIO B cieaytowem dopmaTe:

a) HaMMeHOBaHMWe C No/3aroN0BKaMM, BKAKOYAA AaTy COCTaBNEHUA Pe3loMe, UMA U CBeAEeHUsA No
nepBomy aBTopY;

6) Kknouesble cioBa (He 6bonee 5 KAoUYEBLIX CNOB, OTOBPAXKAIOLLINX OCHOBHbIE XapPaKTEPUCTUKK
nccnenoBaHus);

B) o60CHOBaHWE 1 NPeanoCbINKY;

r) uenb 1 3a4aum UccnesoBaHus;

A) NNaH nccnepoBaHus;

e) ycnosus;

X) NauMeHTbl U 06bem BbIGOPKY;

3) NepeMeHHble U UCTOYHMKM AaHHBbIX;
n) pesynbTaThbl;

K) obcykaeHue (BKAOYAsA (ecnnM NMPpUMMEHUMMO) OUEHKY BAMAHUA pe3y/ibTaToB UCCAe40BaHWA HA
COOTHOLLEeHMe "Nonb3a - pUck" NeKkapcTBeHHOro npenapara);

I'I) AepXaTesib permcTpatlMoHHOro yaoCtoBepeHuA,;

M) nmMma n ceeaeHnAa No rMaBHOMyY UccnegoBaTesto.

10.7. My6banKaumsa pesynbTaToB UCC/el0BaHNA aBTOPaMMU.

[eprKatento perncTpaunoHHOro ya0CcToBepeHnsa pekoMeH4yeTca 3apaHee coraacoBaTb CTpaTernto
I'Iy6l'|MKaLl,VIﬁ C rnaBHbIMm uUccnepgosartesiem B Ciiydae, eczim uccnegoBaHme nposognTCcAa U aHaIM3NPYETCA



NO/IHOCTBIO MM  YaCTUYHO WCCNeAoBaTENAMWU, He ABAAWMMUCA COTPYAHUKAMU AepKaTens
PEernmcTpaLnoHHOro YyaoCToBepeHuA. PekomeHayeTcA onpeaenatb cTpaTerMio nybaMkaumin Takum
obpa3om, 4Tobbl rNaBHbIN UCCAeA0BaTE/lb MME BO3MOMXKHOCTb CAMOCTOATE/IbHO FOTOBUTb NyBAMKaumm
no pesy/abTaTamM MCCAeA0BaHMA BHE 3aBUCMMOCTM OT aBTOPCTBa AaHHbIX. B 3TOM ciyyae aepxKartenb
PEerncTpaLnoHHOro yAoCTOBEPEHUA AO0/MKEH ObiTb YNOAHOMOYEH NPOCMaTPMBaTb pPe3ynbTaTbl U WX
WMHTEepnpeTaLumio, BKAOYEHHbIE B PYKOMUCb, U NPeACTaBiATb KOMMEHTAPUN [0 Nepeaadn pyKonucu B
neyatb, m3beraa HeOBOCHOBaHHbLIX 3aJep}eK nybauMKauMn. 3anpocbl Ha BHECEHWE W3MEHEHWUI B
PYKOMUCb I0/13KHbI BbITb Hay4HO 060CHOBaHbI. [lepXaTenb PerucTpalMOHHOro YA0CTOBEPEHUA [0JIXKEH
MMeTb NPaBOo 3aNpPOCUTb yaaneHne KoHouaeHUnanbHON MHopMaLUN.

10.7.1. MpeacTtaBneHne onNyb6AMKOBAHHbLIX Pe3y/AbTaTOB MCCAeA0BaHMA B YNOJIHOMOYEHHbIE
OpraHbl rocyAapCcTB-4a1eHOoB.

[ep:KaTento perncTpaumoHHOro yA0oCTOBEPEHUS PEKOMEHAYeTCA nepenaTtb UTOrOBYHD PYKOMUChb
CTaTbM B YMNOJIHOMOYEHHbIE OPraHbl roCyZAapCTB-Y/NEHOB, HAa TEPPUTOPUN KOTOPbIX 3aPErucTPMpPOBaH
NleKapcTBEHHbIV Npenapart, B TeyeHue 2 Hegenb ¢ AaTbl Npuema nybankaummn B U3aaTenbCTBe.

10.8. 3awmTa AaHHbIX

Jepatenm perncTpaumoHHbiX YAOCTOBEPEHWM WU UCCedoBaTeIM  AO0MKHbI  cobnogatb
3aKOHOAAaTeNbCTBO rOCYAapCTB-Y/1EHOB, HAa TEPPUTOPUM KOTOPbIX MPOBOAUTCS UCCNeL0BaHME MO 3aluUTe
JINYHBIX [aHHbIX NauueHToB. [lepXaTenb PerucTpalMoHHbIX YA0CTOBEpPEeHWit AoKeH obecneyntb
obpalleHune n xpaHeHne Bcelt MHGopMaLMN NO UCCIeA0BaHMIO TAaKMM 06pa3om, YTOObI ee MOXKHO 6bl10
TOYHO cO06LLaTb, UHTEPNPETUPOBATL M BEPUPUUMPOBATL. B TO e BpeMa KOHPUAEHUNANbHOCTb AaHHbIX
MEeANLMHCKUX KapT NaLMeHTOB He A0JIKHA ObITb HapyLleHa.

10.9. Cuctembl KayecTBa, ayguTbl U NPOBEPKMU

JepxaTenb pernctpaumMoHHOro YAOCTOBEPEHUA [A0J/IKEeH obecneunTb BbINOJNHEHUE CBOMX
obA3aTenbCTB No d)apmaKOHap,sopy B OTHOWEHWN BbINOJIHEHUA UCCNEeNO0BaAHWUA, a TaKXKe obecneunTb
BO3MOXXHOCTb ayanTa, NPOBEPKU U BepMd)MKaLI,MM AaHHOVI AeATENbHOCTU. Nioboe nsmeHeHne B AaHHbIX
AO0/KHO d)VIKCVIpOBaTbCFI, yTobblI 0b6EecneunTb npocnexknBaemocTb. [lep)atenb perucTpaymoHHOro
yAOo0CToBEPEHNA O0/1KEH obecneunTb nogaepXaHne B a1IEKTPOHHOM cboplv\aTe AHATINTUYECKUX Ha60pOB
AadHHbIX N CTAaTUCTUYECKUX NPOrpamm, UCNONb3yeMbiX ONA reHepaunn AaHHbIX, BKTHOYEHHbIX B NTOTOBbIN
OTYET NO nccnegoBaHUIo, a TakXke NX A0CTYNHOCTb ANA ayanuTa U NPOBEPKMU.

10.10. BavaHne Ha cuctemy ynpasaeHUa puckamm

HeuHTtepBeHuMoHHble MPUB (K, B uenom, noboe UHTEPBEHLMOHHOE WU HEUHTEPBEHLUMOHHOE
NOCTPErUCTPaUMOHHOE UcCedoBaHKe 6e30nacHOCTU), NPoBOAMMbIE ANSA MU3ydyeHus npobnem no
6e3onacHOCTH, Kak onucaHo B MYP, gonxkHbl BKAoYaTbcA B MYP. MpoToKon mMccnenoBaHWA OOMKEH
npunaratbea K MYP.

B cnyyae ecam MYP oTcyTcTByeT, foakeH ObiTb pa3paboTaH HoBbii MYP, BKAtoyatowmii B cebs
[AaHHble NOCTPerncTpauMoHHOro uccneaoBaHna 6esonacHocTU. Bo Bce coOTBETCTBYHOWME pasgenbl U
moaynun MYP BHOCATCA COOTBETCTBYIOLWME U3MEHEHMUA C YY4ETOM NPOBEAEHMA UCCNef0BaHMA, BKAOYasA
cneundukaumnio 6esonacHocTM, NaaH papmakoHaa3opa U NaaH MUHUMM3ALMK PUCKOB, a TaKKe 0630p
Mep MUHUMMU3ALMN pUCKa.

10.11. NMpoueaypa obA3aTeNbHbIX NOCTPErNCTPALMOHHBIX
nccnenoBaHNn 6esonacHocTH

B rocypapcrBax-useHax nNpoBefeHWe MNOCTPerncTpaLMoHHOIO uccienoBaHus 6e3onacHoCcTy
(MPUB) moxkeT ABAATbCA 06A3aTENbHBLIM MPU OLEHKE MepBOHAYas/IbHOW 3afBKM Ha roCyAapCTBEHHYIO



PEervcTpaumio MAM Ha MNOCTPErncTPaumMoHHOM 3Tane, ecin ecTb 06ecrnoKoeHHOCTb (06oCHOBAHHOE
3KCMepTHOe MHEHME OTHOCUTENIbHO OTCYTCTBMA BaKHbIX AAHHbIX, XapaKTepusywowux npoduab
6€30MacHOCTM /IEKAPCTBEHHOrO Mpenaparta, MoJlydeHMe KOTOpbIX TpebyeT BbIMONHEHWUS aKTUBHbIX
METOA0B M3y4yeHUss 6e30MacHOCTM MO NPUYMHE HEBO3MOXKHOCTU HAANENKALLEro U3yYeHUs UAN OLLEHKM
pucka (pMCKOB) MNpWM MOMOLWM PYTUHHBIX MeTogoB ¢apmaKkoHag3opa) B OTHOWEHMM npodunn
6e30MacHOCTM  3apernucTpMpoBAHHOIO  JIEKAPCTBEHHOro  npenapata. [aHHoe  TpeboBaHue
YNOJIHOMOYEHHOIO OpraHa [AOJIKHO ObiTb HagnexKawum ob6pasom OO6OCHOBAHO AaHHbIMW OUEHKU
npoduna 6esonacHoct U 3PPEKTUBHOCTU, AOMKHO ObiTb 3adUKCMPOBAHO B MUCbMEHHOM BMAE U
OOJ/IKHO BK/OYATb 33434M M BPEeMEHHble PamMKu Mogauvm M npoBefeHuA ucciegoBaHus. TpebosaHue
MOMET TaK¥e BK/IYaTb B cebs pekoMeHZauuu Mo K/YeBbIM XapaKTepMCTUKAM UCC/en0BaHUs
(Hanpumep, AM3alH UccnenoBaHWUA, YCI0BUA, BO3AENCTBUE, UCXOAbl, Lenesas nonynsauma). B uncno
PEKOMEHAYEMbIX METOAO0B MOTYT BXOAWUTb METOAbl aKTUBHOTO MOHMUTOPUHIA (Hanpumep, MOHUTOPUHT
Ha onpegeneHHblX KAMHMYECKMX 6a3ax, peuenTypHbli MOHMUTOPUHE, PErncTpbl), CPaBHUTE/bHbIE
HabntogaTeNbHble HEWHTEPBEHUMOHHbIE UCCNe0BaHUA  (Hanpumep, KOrOpTHOe wuccnepoBaHue
(MOHUTOPUHT), WccnepoBaHWME TUMA CAYYal-KOHTPO/b, MUCCAEAOBaHWE CEPUM CAy4aeB U UHbIE),
KIMHUYECKME  WUCCNedoBaHMA,  UccnegoBaHua  notpebnenuns,  GapmakoanMAEMMONOrMYecKme
nccnenoBaHus.

B TeueHne 30 KaneHAapHbIX AHEeN Mocne MNOAYyYEHUA MUCbMEHHOrO YyBeAOMEHMA OT
YNONHOMOYEHHbIX OPraHoB O Ha3HayeHun nposegeHmna [PUB Ha nocTperncrpauMoHHOM 3Tane
JepKaTenb PerucTpaumMoHHOro yAOCTOBEPEHMA BMpaBe 3anpoCUTb BO3MOXHOCTb MpPeAcTaBAeHMA B
KayectBe MPUB nucbmeHHbIX HabAOAEHUIA OTHOCUTENbHO 6e30MacHOCTM NeKapCTBEHHOIO CpeacTBa.
YNoAHOMOYEHHbIE OpraHbl roCyAapcTB-4/1EHOB ONPeAEeNA0T BpEMEHHbIE PaMKM Nepuosa, 3a KOTopbli
npeacTaBnAloTCA Takue HabaogeHuAa. Ha OCHOBAaHWMM aHanM3a AaHHbIX MUCbMEHHbIX HabnaoaeHwi,
NPeacTaBNEHHbIX  Aep)KaTefieM  PerncTpaumMoHHOrO  YA0CTOBEPEHMs, YMNONHOMOYEHHbIA  OpraH
rocyfapcrBa-ysieHa AOMKEH 0TO3BaTb UM NOATBEPAUTL 06A3aTENbCTBO.

10.12. KOHTpOAb 32 HENHTEPBEHLLMOHHbLIM NOCTPErNCTPALMOHHBIMMU
nccneaoBaHnaAMM 6e3onacHoCcTU

10.12.1. Ponb 1 0653aHHOCTM AepKaTena PerucTpaLmMoHHOro ya0CTOBEepPeHUS.

Jepxatenb perncTtpaumMoHHOro yaoCTOBepeHUA HeceT OTBETCTBEHHOCTb 3a obecneyeHune
COOTBETCTBMA NCcnenoBaHnA KpUtepmnam HeEMHTEPBEHUNOHHOIO UCCNenoBaHUA.

Oep>kaTenb pPerucTpauMoHHOro yaoCToBepeHUs B OTHoweHun [MPUB ponkeH obecneunTtb
BbINOJIHEHUE CBOMX 06A3aTeNbCTB N0 GapMaKOHaA30pY, @ TaKKe BO3MOXKHOCTb MPOBEAEHUA €r0 ayaAnTa,
NPOBEPKN U BEPUPUKALIUN.

10.12.2. YNnoAHOMOYEHHbIe opraHbl FocyaapcTB-4/1eHOB.

Mocne noayyeHUa pelleHMA YMNOJHOMOYEHHbIX OPraHOB O Ha3HAYeHUW MPOBEAEHUSA
HeuHTepBeHUMOHHOro MPUB aep»katenb perncTpaumoHHOro yaocToBepeHnn paspabaTbiBaeT NPOTOKON
nccneaoBaHUA M NPeacTaBAsEeT ero B YNo/JHOMOYEHHbIN opraH rocyAapcTea-yjeHa Ha paccmoTpeHue. B
TeyeHune 60 KaneHAaPHbIX AHEN OT AaTbl NPeACTaBAeHNA NPOEKTa NPOTOKOIa YNOJHOMOYEHHbIN opraH
rocyAapcTBa-ysaeHa CoCTaBAAET OTBET OTHOCUTENbHO:

yTBEPXKAEHNA NPOEKTA MPOTOKO/1a UCCneaoBaHUA,
peKOMEH,CI,aLI,I/If/‘I Mo BHECEHMIO NU3SMEHEHU B NPOTOKON UCCnenoBaHUA,
OTKa3a B COrzacosaHmn nNpoToKO/Jia UCCnenoBaHuA,

yBegoOMNEHNA AepXKaTesiad pPernctpaumMoHHOro yaocrtosepeHuA, 4YTO UCCNenoBaHME ABNAETCA
KINMHNYECKUM nccnegoBaHnem, nognagatowimm noa Tp86OBaHMH mMeXAyHapoaHbIX A40roBOpoOB U aKTOB,



coctasnaowmx npaso Cow3a M 3aKOHOAATENbCTBO [OCYAapcCTBa-yjieHa B obnactu nposeaeHUA
KNNHNYECKNX MCCﬂeAOBaHMVI.

OTKas [0/KeH BKAW4YaTb MNoApobHoe 06OCHOBaHME MPUYMH HECOOTBETCTBMA B Jilobom U3
cneayrowmx cayyaes:

€C/In eCTb OCHOBaHMA NOANaratb, YTO NpoBeaeHne nccaeaoBaHuA CI'IOCO6CTBy€T MapKeTnHroeomy
npoABUXKEHUNIO NEKAPCTBEHHOIO Npenaparta,

eCcn nNnaH nccnenoBaHMA He NO3BONAET BbIMNONTHUTL 3a4a4N UCCNeoBaHUA.

UccneposaHne moxet 6bITb HaYaToO TO/ILKO NOC/AE MUCbMEHHOrO yTBEPHKOEHNA NPOTOKO/A
YNO/THOMOYEHHbIM OPraHOM rocyaapcrea-4sieHa.

Mocne Hayana uccregoBaHUA Ntobble CyLLECTBEHHbIE M3MEHEHWs B MPOTOKO/A MoJatoTcs B
YNOJIHOMOYEHHbIN OpraH rocygapcrea-yieHa Ao MX BBeAeHUA. YNOJIHOMOYEHHbIM opraH rocygapcrea-
ysneHa B TeyeHue 30 KasleHOAPHbIX AHEN nocne nofayvu M3MEHEHUI K MiaHy UCCNefoBaHMA AOMKEH
BbINOJIHUTb OLLEHKY 3TUX U3MEHEHUI N COOBLLNTL AeprKaTesllo PerncTpaLMoHHOro ya0CcToBepeHmaA 06 ux
YTBEPXKAEHUN UNN OTKJIOHEHUN.

Mo 3aBeplweHUN WccNenoBaHUA AepraTeNb PerncTpauMoHHOro yA0CTOBEpPEeHUA npeacTaBaseT
MTOroBbI OTYEeT 06 UCCNefoBaHWWM, BKAKOYAA pestome WUccnefoBaHua ansa  nybaukauuun, B
YNONHOMOYEHHbIA OpraH rocyAapcTBa-yseHa Kak MOXHO CKopee, HO He nosgHee 365 KaneHAapHbIX
AHel (12 mecaueB) nocne OKOHYaHMA cbopa AaHHbIX, €C/IM YNOJHOMOYEHHbIM OPraHOM rocyapcTBa-
yneHa He 6bl10 NPeAOCTaBNAEHO NUCbMEHHOE paspelleHMe Ha yBeJWYeHue nepuoaa BpemeHu ans
npeacraBneHna otyeTa. YNOoNHOMOYEHHbIM OPraHOM rOCYyAapCTBa-yY/eHa BbINOJIHAETCA PAacCMOTPEHMUE
MTOrOBOrO OTYETa C MOC/eAYIOWMM NPeaCTaBeHNEM AEPKATENO PEerncTpaLMoOHHOIO yA0CTOBEPEHUSA
pe3y/sibTaTOB OLLEHKM OTYeTa, KOTOpble MOTYT BK/OYaTb B TOM 4MC/ie AOMOJIHUTE/IbHblE BOMPOCHI K
AepyKaTesilo  PerucTpaumoHHOro yaoctosepeHus. o pesynbTaTy PacCMOTPEHWMA OTYETA U OLLEHKM
BO3MOXHOIO BAMSAHWMS MOMYYEHHbIX AaHHbIX Ha COOTHOWEHME "nonb3a - PUCK" JIeKapCTBEHHOTO
npenapata YMo/JIHOMOYEHHbIM OpraH rocyfapcTBa-YleHa [JOJIKEeH onpefenvTb HeobxoaMmocTb
pPEKOMEHAAaLMI N0 BHECEHUIO U3MEHEHWI B CTAaTyC PerucTpauuu JeKapCTBEHHOro npenapata, ero
npMmeHeHve MbO onpesennTb HeobXOAMMOCTb NPUMEHEHUA WHbIX HAAJEXKAWUX Mep C Lesbio
obecneyeHns NPMMEHEHUS IeKapPCTBEHHOro NpenapaTta Npu NpeBbIleHUN NOb3bl Had, PUCKOM.

11. UHPopmmpoBaHMe No 6e3onacHOCTH
11.1. CTpyKTYpbl M NpoLecChl

11.1.1. 3agaum MHPopmMpoBaHUA No He30nacHOCTU.
NHbopmmpoBaHMe No 6e30nacHOCTN HamnpaBAEHO Ha:

a) npeacTaBfeHNe CBOEBPEMEHHON, HayyHO 06ocHOBaHHOM MHOpMauumM no 6esonacHomy W
3bPEKTUBHOMY MCNOJIb30BAHMIO JIEKAaPCTBEHHbIX NPEnapaTos;

6) coaeicTeMe ONTUMU3ALUMU MEAULMHCKOWM MPaKTUKK (B TOM YMCe NPAKTUKM CaMoNeyeHus) npu
HeobxoAMMOoCTH;

B) MU3MEHeHMe NOAXOAO0B, C/IOKMUBLLENCA NPAKTUKMU U XapaKTepa MCMNo/b30BaHUA JIeKapCTBEHHbIX
npenaparos;

I') noaaepXKy 4eATeNIbHOCTH, CBsiI3aHHOM C MVIHVIMM3aLI,M€l‘;1 PUCKOB,;

ﬂ,) COAGVICTBVIG NPUHATUIO 060CHOBaHHbIX peLueHm‘/i O paunoHa/bHOM WKNCMOJZIb30BaAHUU
NNEKAPCTBEHHbIX NMPenapaTos.



MomMMMO BbllieyKa3aHHOro, Haajexawas WHPopmaums no 6esonacHocTM cnocobcTeyeT
YKpenneHuio 4oBepua HaceneHus K peryisaTopHon cucteme.

11.1.2. NMpuHUMNbI MHPOPMMPOBAHUA NO HE30MaCHOCTH.
Cnepyet npyMeHaTb caeaytolmne NpUHLUMUNGLI MHGOPMUPOBAHWUA NO 6&30MacHOCTY:

a) HeO6XO,£I,MMOCTb VIHCI)OpMVIpOBaHVIH no 6esonacHocTu paccmaTpmnBaeTCcA Nnpn BbINOJIHEHUN
AeATENbHOCTU NO d)apN\aKOHa,qsopy M ynpaBneHno pucCkamu. ﬂ,aHHblﬁ KOMMOHEHT OO0/IXKEH ABNATbCA
4aCTblo nNpouecca OUueHKN PUCKa;

6) HeobxoaumocTb obecneyeHUs Haganexalen KoopaANHaUUN AeATeIbHOCTM U B3aMMOAENCTBUA
MeXay Pas/iYyHbIMM CTOPOHAMM, YYacTBYOWMMWU B CO34aHMM U obOMeHe WHpopmauueir no
6e30nacHOCTN (YyNONHOMOUYEHHbIE OpraHbl FOCYapCcTB-Y/1€HOB, MHble TOCY[apCTBEHHbIE OpraHbl U
AepKaTenun perncTpaLmnoHHbIX YA0CTOBEPEHUN);

B) HeobXoAMMOCTb BKAOYeHUA B UHOOPMaUMO Mo 6e30MNacHOCTM  aKTyanbHbIX, YETKUX,
[OCTOBEPHbIX M KOPPEKTHbIX CBeAeHUI Ana nepedayn Leneson ayauTopum B YCTaHOB/IEHHbIE CPOKM B
uenax obecneyeHna BO3MOXKHOCTU MPUHATUA COOTBETCTBYIOLWMX Mep;

r) HeobxoaMmocTb agantaumm uHbopmaumMm Mo 6e30nacHOCTM MNyTemM  WMCMNO/b30BaHMA
COOTBETCTBYIOLLErO A3blKa U C YYETOM Pa3ANYHbIX YPOBHEN 3HAHMI U NoTpebHOCTU B MHGOpMaunn gna
Pas/IMYHbIX LEeNeBbIX ayauTopuii (Hanpumep, NaLMeHTOB M paboTHUKOB cdepbl 34paBOOXPaHEHMA), NpU
YCOBUK COXPaHEHNA TOYHOCTM U COOTBETCTBUA NepeaaBaemor MHGopmaunm;

A) HeobxoAMMOCTb NpeAcTaB/ieHUs UHPOPMaLMM O PUCKaX C ydyeTom obLlei OoueHKM NOoAb3bl
NleKapCcTBEHHOrO Mpenapara, BK/OYas AOCTYMHble M aKTyasibHble CBeAeHMS O Cepbe3HOCTW, CTereHu
TAMECTM, YacToTe He)KenaTesbHblX peakumi, ¢akTopax pUCKa WX PasBUTUA, BPEMEHU Hadana,
06paTUMOCTM U, €C/IM BO3MOXKHO, NpeanoiaraeMom nepnoae BocCTaHoBAEHUS;

e) wuWHbopmupoBaHMe no  6e30nacHOCTM  OO/KHO  CNOco6CTBOBaTb  pPaspelleHmto
HeonpeaeneHHoCTel B AaHHbIX No 6e3onacHOCTU. 3ToO 0COBEHHO aKTya/lbHO B C/lyYae NosABAEHUA HOBOM
MHPOPMaLMKN NPU BbINONHEHMM YNOJHOMOUYEHHBIMM OPraHaMy rocyfapcTB-4/eHOB NpoLeayp OLEeHKM
JaHHbIX No 6e3onacHocTU. Moib3a MHPOPMMPOBAHMA HA AAHHOM 3Tane AO/KHA ObiTb COOTHECEHa C
PUCKOM BO3HMKHOBEHMA OWWBKKM, KOTOPAs MOMKET BO3HMKHYTb B C/yyae, €c/iM WMeBLUMecs
HeonpeaeneHHble acnekTbl NPoduaa He CMOTIK BbITb HagEeXKaLLMM 06Pa30M Pa3bACHEHDI;

X) B onpeAenieHHbIX cayyasx Npu npeacrasaeHun MHpopmauum no 6e3onacHoOCTM Heobxoanmo
YUMUTbIBATb KOHKYPUPYHOLLME PUCKK (HanpuMep, PUCK OTKa3a OT JieueHns);

3) HEObXO0AMMOCTb UCMNONb30BaHMA Hanbonee 060CHOBAHHbIX KOJIMYECTBEHHbIX NOKasaTenen npu
ONUCaHMUMU N CPaBHEHUW PUCKOB (HanpuMep, MOKasaTe/lb He TONbKO OTHOCUTE/IbHbIX PUCKOB, HO U
abCcoNOTHbIX PUCKOB). [N CpaBHEHWA PUCKOB TPynnbl  OO/KHbI  ObiTb  CXOAHbI MO CBOMM
XapaKTepuctukam. TaksKe MoryT 6biTb UCMOJIb30BaHbl U Apyrne cnocobbl NpeacTaBaeHUa MHbopmMmaLmm
(rpadmyeckoe npeacTaBneHMEe OLLEHKM PUCKOB U (MIM) COOTHOLLEHUA "NoNb3a - pUCK");

M) H606X0,EI,VIMOCTb npoeeaeHMA npeaBapuUTesIbHOroO KOHCY/IbTUPOBAHUMA WU TeCTUPOBaHUA
MeaNUNHCKNX pa6OTHMKOB Wi naumueHToB nNpu noArotToBke VIHd)OpMaLJ,VIVI no 6e3sonacHocT, B
0cobeHHOoCTH B CQly4ae noArotoBku MHd)OpMaLI,MVI MO CNIOXKHbIM npo6nemaM;

K) uHPopmupoBaHMe Mo 6e30MacHOCTM [O/MKHO BKAYATb MpeacTaBAeHue nocaeaytolleit
MHbopMaUuKn (Hanpumep, NOCAEAYIOWMX USMEHEHMI B PeKOoMeHAaLmMaAxX, paspelleHunsa npobiembl no
6e3onacHocTH) (Npy HeobXxoANMMOCTH);

N)  BbINOJAHEHME OUEHKM 3PPEKTUBHOCTU UHPOpMMPOBaHMA Mo 6esonacHoctn  (mpm
HeobxoAMMOoCTH);



M) cooTBeTCcTBME MHPOPMaLMM No 6e3onacHOCTN TPebOBaHUAM O 3aLLMTe NePCOHAbHbIX AAHHbIX.
11.1.3. UeneBble ayantopuu.

OCHOBHOWM LUEeNeBol ayaAnTopuei, Ha KOTOPYo HanpaBieHo MHPopMMpoBaHMe No 6e30nacHOCTY,
ocyuwecrsniaemoe YNO/THOMOYEHHbIMU OopraHamu rocygapcre-4i1eHoB n Aepxatenamum
PEerncTpaunoHHbIX YAOCTOBEPEHWUM, ABNAIOTCA PabOTHUKM CUCTEMbI 340aBOOXPAHEHUA M MALMEHTHI,
KOTOPbIE UCMOJIb3YHOT IeKaPCTBEHHbIE Npenaparhbl.

KnioueBylo posb B OCHOBHOM LENEBOM  ayauTopuy  wurpatloT  paboTHUMKKM  CUCTEeMbI
34paBooOXpaHeHus. IpdeKTBHOe MHPOpPMUpPOBAHME MO 6GE30MaACHOCTU JIEKAPCTBEHHbIX MpenapaTos
nossonseT MM NpoBOAWTb GapMaKoTepPaAnuIo C Yy4eTOmM Haubosiee aKTyasbHbIX CBEAEHWA Mo
6e30MacHOCTM M BbIPabOTaHHbLIX PEKOMEHAAUMI, a TaKkKe MpeacTaBAAaTb MNOHATHble W None3sHble
cBeAeHMA naumeHTam, cnocobcteys obecrneveHuo 6e30MacHOCTM MALMEHTOB M MOBbIWEHMIO WX
[0BEPUA K PErYNATOPHOM CUCTEME U CUCTEME 340aBOOXPaHEHUS.

CpepctBa maccoBoM MHGOPMALMM TaKKe ABAAIOTCA L,eNeBOi ayautopuen aas nHpopmaumm no
6e3onacHocti. CnocobHOCTb CpeacTB MaccoBoM WMHGOPMALMM OXBaTbiBaTb MaALMEHTOB, PabOTHMKOB
CUCTEMbl  34pPaBOOXPAHEHMA W  LWPOKME C/OM  HAceNeHus ABAAETCA BaKHbIM  paKTopom
pPacnpoCTpaHEHUss HOBOM U BaXHOM MHPOPMaLMM O NEeKAPCTBEHHbIX npenapaTax. PacnpoctpaHeHue
nHpopmauum no 6e30nacHOCTU Yepe3 cpeacTBa MaccoBoM MHPOPMAUUM OKas3biBAET BAUSHWE Ha
oblecTBeHHOe BOCMNPUATME, MO3TOMY BaXHO, 4YTOOblI CpeacTBa MaccoBOW MHPoOpMaUMKM MosydYanu
nHbopmaumto no 6e3o0nacHOCTU HEMOCPEACTBEHHO OT YNOJHOMOYEHHbIX OPraHOB roCyAapCTB-Y1EHOB B
OONONHEeHUe K Ton MHOOPMALUM, KOTOPYK OHM NOAy4YatoT U3 APYrUX WUCTOYHWUKOB (Hanpumep, OT
AeprKaTenein perMcTpaumoHHbIX YyA0CTOBEPEHUN).

11.1.4. CopeprkaHue nHbopmaLmm no 6€3onacHOCTu.

MpuHMMaa BO BHMMAHME NPUHUMNbLI, MU30XKeHHble B noanyHkTe 11.1.2 HactoAwwmx [lpasun,
MHbOpMauma no 6€30NacHOCTM, AO/KHA COAEPHKATD:

a) NOABAAIOLLMECA BaXKHble CBEAEHUA 0 JI0OOM 3aperncTpMpoBaHHOM JIEKAPCTBEHHOM Npenapare,
KOTOpble OKa3blBalOT B/AMAHME Ha COOTHOLIEHME "NMonb3a - pUCKa" NIeKAapCTBEHHOrO npenapata npu
NoBbIX YCNOBUAX NPUMEHEHUS;

6) NPUYUHBI MHULMMPOBAHMA NpoLeaypbl MHGOPMMUPOBAHMA MO 6e30NacCHOCTU B MOHATHOM ANA
ueneson aygutopum popme;

B) HeobxoAMMmble peKoMeHAauuu gna paboTHMKOB CUCTEMbI 34PAaBOOXPAHEHMA U NaLMEHTOB,
cBA3aHHbIe ¢ Npobaemol No 6e30MacHOCTM, B OTHOLLEHWN KOTOPOW BbINOIHAETCA MHGOPMUPOBAHKE;

r) yKasaHuMe Ha cor/alleHvMe MeXay AepKaTesieM pPerncrpaumMoHHOro YAOCTOBEPeHUAa W
YMO/IHOMOYEHHbIM OPraHOM rocyAapcTea-ysieHa o npeacrasneHnn nidopmaumm no 6esonacHoctn (npm
HeobxoaMMOoCTH);

A1) cBefeHuna 060 Bcex NpeasIorKeHHbIX U3SMEHEHUAX B UHPOPMaLMKM O 1IEKapCTBEHHOM Npenapare
(Hanpumep, 8 OXM nan UMM (NB));

e) 6ubnmorpadmyecKmii CNUCOK MAKN CCbIIKM Ha UCTOYHMKM, FAE MOXKHO HallTh 6osiee NoapobHyto
MHOOPMaLMIO O KOHKPETHOM acnekte 6e30MacHOCTM, YKasaHHOMY B MHGOPMWPOBAHMM MO
be3onacHocTu;

) HanoMMHaHMe 0 HeobXoAMMOCTM CoobLaTh O MOAO3PEBAEMbIX HEMXKEeNaTe bHbIX peakumnax B
YNO/HOMOYEHHbIA  OpraH  rocyAapcTBa-ysieHa 4Yepe3  HAUMOHa/IbHYI  CUCTEeMY  CMOHTAaHHOro
penopTUpoBaHwA.



MHbopmauus no 6e3onacHOCTM He [0/KHA BBOAUTb B 3abayKaeHWe U O0/MKHA 6biTb
npeacrasneHa ob6beKTMBHO. MHdopmauma no 6e30MacHOCTM He [0/IKHA coAep’kaTb KaKux-1nmbo
MaTepManoB U COODLLEHWUIM, KOTOpble MOrYT MPeAcTaBiaTb CObON peKknamy M WMHY WHPopmauuio,
HanpaB/IE€HHYIO HA NPOABUMXKEHMNE NEeKapCTBEHHOro nNpenaparTa.

11.1.5. Cnocobbl HPOpMUpPOBaHMA MO 6€30MaCHOCTW.

Mpwn BbINONHEHUU MHDOPMUPOBAHMA NO Be3onacHOCTU HEOHXO4MMO MCMONb30BaATb BECH CMEKTP
pa3sHoObpasHbIX CPeacTB nepefayn  WHOOPMALMM  ONA  OOCTUMKEHMA LENeBblX ayguTopui m
YOOBNETBOPEHUA UX PaACTYyLLMX MOTpebHOCTeN. PasnuyHble cpeacTBa KOMMYHMKAUMM U KaHanbl
nepegayn uHboOpmaLummM, KoTopble CrefyeT MCNoNb30BaTb, MOAPOOHO pPAcCMaTPMBAlOTCA HUXKE B
nognyHkrax 11.1.5.1-11.1.5.5.

11.1.5.1. HenocpeactBeHHOe 06paLleHne K paboTHUKAM CUCTEMbI 34,paBOOXPAHEHMUS.

Mopa, HenocpeAcTBEHHbIM 0bpalleHNneM K PaboTHMKaM CUCTEMbI 34PaBOOXPAHEHUS B HACTOALLMUX
MpaBuaax noApasymeBaeTcs MpeacTaBleHME AepsKaTeNAMU PerncTpalMoHHbIX YAOCTOBEPEHUN MK
YNOJHOMOYEHHbIMM OpPraHamm rocyZapcTB-4/eHOB BaXKHON MHPOpMaLMK No 6e30NacHOCTU HaNpPAMYHO
paboTHMKam CUCTEMbI 3[4PaBOOXPaHEHUS C LIE/IbI0 COOOLEHNA MM O HEobXoAMMOCTU COBEpLUEHUS
onpeaeneHHblX AEUCTBUA UKW afanTaumMm UX NPaKTUKW B OTHOLLEHWW NEKAPCTBEHHOro npenapaTta B
COOTBETCTBUM C HOBbIMM AaHHbIMM NO 6e30MacHOCTH.

HEI'IOCpe,D,CTBEHHOE o6pau.|,em4e K paGOTHMKaM CNCTEMDI 34pPaBOOXPAaHEHNA HE ABNAETCA OTBETOM
Ha BOMNpPOChHI pa6OTHVIKOB CNCTembl 34pPaBOOXPaHEHUNA nmbo yqe6HbIMM MaTepmnanamm B pPamKax
pyTMHHOVI AeATeNbHOCTU NO MUHUMUN3AUNN PUCKOB.

PaspaboTka nHGOPMaLIMOHHOrO MaTepuana ANsa HenocpeacTBeHHoro obpalieHuns npeanonaraer
COTPYAHMYECTBO MENKAY [AepiKaTenem PerncTpaumMoHHOro YAOCTOBEPEHMS WM YNOJHOMOYEHHbIM
OpraHom rocyaapcrsa-yseHa.

[JepaTenb perncTpaunoHHOro yA0CTOBEPEHNA AOMKEH NOAYYNTL 0A0b6peHme COOTBETCTBYIOLLErO
YNOJHOMOYEHHOTO OpraHa rocyAapcTea-yieHa B YacTh coAepKaHna MHPOPMaLMOHHOTO maTepuana ana
HenocpeAcTBEHHOro  obpalleHna K  paboTHMKaM  cUCTeMbl  34PaBOOXPAHEHMA U MNaaHa
MHPOPMUPOBAHUSA.

CornacoBaHue mexagy YynoIHOMOYEHHbIM OpraHOM TroCyAapcCrtBa-yseHa W AepXaTenem
PErncTpauMoHHOro ygocrtosepeHnAa AO0/KHO 6bITb 3aBepweHo 40 Ha4dasna pPacnpocTtpaHeHuA
Aepxartenem permMCTpauMoHHOro yaocrosepeHua MH¢OpMaLl,MOHHbIX mMaTepnanos.

OpobpeHre yNoIHOMOYEHHOTO OpraHa rocyaapcTea-yieHa AOMKHO ObITb NOAYYEHO B OTHOLIEHUN
cogepXaHua mHGopmauum M nnaHa WUHGOPMMUPOBAHMA, BKAKOYAA LENEBYHO ayguTopuio M rpadumk
pacnpocTpaHeHuna nHpopmaumm.

ﬂ,ep»(aTemo pPerncTtpaymMoHHOro yaocrtosepeHua HEO6XOLI,MMO BblAeNUTb He meHee 2 pa6o-w|x
AHEI‘;i ana npeancrasieHnA KOMMEHTapueB Ha 3amedaHnA YNOJIHOMOYEHHOIO OopraHa rocyaapcrea-4seHa
B 4aCTh cogepaHuAa I/IHCbOpMaLI,MOHHOI'O mMaTepuana Uan nnaaHa I/IHd)OpMI/IpOBaHMFI.

B cnyyae Heo6X0AMMOCTM Ha AaHHYIO Npoueaypy MOXKeT 6biTb BbiAeneHo 60/blue BpeMeHn no
YCMOTPEHMIO YMOJHOMOYEHHOIO OpraHa rocyaapcrBa-uneHa, CPOKM MOryT 6biTb a4anTUPOBaHbl C
YUYETOM CPOYHOCTM CUTYaLMN.

MpU HaNAMUYUN HECKONbKUX AepyKaTeneil perncTpauuoHHbIX YAO0CTOBEPEHUA Ha OAHO W TO e
OelicTBylollee  BeLEeCTBO, A4  KOTOpOro  HeobxoAMMO  BbiNyCTUTb  WMHboOpMauuio  ana
HenocpeacTBEHHOro 06palleHMa K paboTHMKaM CUCTeMbl 34paBOOXPaHEeHUsi, COooblieHMEe AOOJIKHO
HOCWUTb eMHbI COrNacoBaHHbIN XapaKkTep.



Mpun noarotoBke MHbOPMALUN ANA HENOCPEACTBEHHOIrO 0bpalleHma peKoMeHayeTcA NpuBAeKaTb
B COOTBETCTBYIOLMX C/Ay4asX OPraHU3auMm 34paBOOXPaHEHUAs WAU HaydHble obuiectBa, 4TObbI
rapaHTMpoBaTb, YTO npeAcTaBademas MM MHPopmauma O6yaet nosnesHoM W aganTUPOBaAHHOM AnA
LeneBoi ayanutopuu.

11.1.5.1.1. HenocpeactseHHoe obpalieHne K paboTHMKamM CUCTEMbI 34PAaBOOXPAaHEHUA MOXKET
BbICTYNaTb B Ka4YecTBe JONOMHUTE/IbHbIX Mep MMHUMM3aLMK puckos MYP.

NHbopmauma ana HenocpeAcTBEHHOrO obpalleHna K paboTHMKAM CUCTEMbI 34PaBOOXPaHEHUSA
OOJ/IKHA  PacnpoCTPaHATLCA MPU HEOBXOAMMOCTM MPUHATUA HEOTNOMHbIX Mep WAM WU3MEHeHMUA
CYLLECTBYIOLWEN NPAKTUKM B OTHOLIEHWUW IEKAPCTBEHHOMO NpenapaTa B CAeAyIoLWMX CyYasX:

a) NpMOCTaHOBKA W/IM aHHYAMPOBAHWE YAOCTOBEPEHMA O [OCYAAPCTBEHHOM perncrpauuu,
0bycnoBsieHHO! M3MeHeHnaMmM npodpuna 6e30nacHOCTU NeKapCTBEHHOrO Npenapara;

6) Ba)XHOE M3MEHeHMe B peKoMeHZauuAX Mo MPMMEHEHUIO fIeKapCTBEHHOro npenapata no
NpuMYMHE OrpaHMYeHUA MOKasaHW K MPUMMEHEHMIO, HOBOrO MNPOTMBOMOKa3aHWA WAM M3MEHEHUs B
pekomeHayemblXx [03aX, O06yC/l0BAEHHble M3MeHeHuem npoduns 6e30MacHOCTM NEeKapCTBEHHOMO
npenapara;

B) OrpaHMYeHus B AOCTYMHOCTM WAM NpPEKpalleHue MPou3BOACTBA /IEKapCTBEHHOro npenapara,
YTO MOKET HEe61aroNPUATHO CKA3aTbCA Ha CUCTEME OKa3aHMA MeAULMHCKON NOMOLLN.

11.1.5.1.2. Cutyaumn, npu KOTOPbIX  OOJIKHA paccmaTtpuBaTtbCa HeobXxoaMMOCTb
HenocpeacTBEHHOro 0bpaLLeHMsA K paboTHMKaM CUCTEMbI 34,0aBOOXPaHEHUA:

a) nosiBIeHNe B PEKOMEeHZaLMAX MO MPUMEHEHMUIO JIEKAPCTBEHHOTO Mpenapata HOBbIX BaXKHbIX
npeaocTepeXkeHUn Nanm ocobbiX YKasaHWUiA;

6) HOBble AaHHble O BbIABIEHUN paHEe HEeM3BECTHOrO PUCKA, a TaKXKe M3MEHEHMUS YacToTbl MAU
CTENEHN TAXECTU N3BECTHOTO PUCKa;

B) NosB/ieHne 0H60CHOBAHHbIX AAaHHbIX O TOM, YTO JIEKAPCTBEHHbIN NpenapaTt ABASETCA He CTOJb
3bPEKTUBHDBIM, KaK CUMTANOCh paHee;

r) HoBble PeKOMeHAAUMW MO NPeAOoTBPALLEHMIO PA3BUTMA, UM KYMUPOBAHUIO HeXKenaTesbHbIX
peaKkumit 1Mbo 310ynoTpebaeHUi, UNN CHUKEHWNIO PUCKA MEAULIMHCKUX OLUMBOK;

4) WHPopmauua no pesynbTaTam MOCTOAHHOM OLEHKM BaXKHbIX MNOTEHUMaNbHbIX PUCKOB,
[OCTynNHble AaHHbIe NO KOTOPbIM HA OnpeaesieHHbIi MOMEHT ABAAKOTCA HEAOCTAaTOYHbIMUN ANA MPUHATUA
perynatopHbix mep (B 3TOM cC/lyyae HenocpeacTBeHHoe obpalieHve J[O/MXKHO COAeNCTBOBaTb
TWATEeNbHOMY MOHWUTOPUHIY Npo6aembl Mo 6€30MacHOCTM B KNAMHWYECKOW NpaKkTUKe, NpeacTaBieHuto
COOBLWEHNN O HeenaTeNbHbiX peakuusax, a Takke WHOOPMMPOBATL O Mepax MWHUMMU3ALUM
NOTEHUMANbHOTO PUCKA).

YNONHOMOUYEHHbIA OpraH rocyaapcTBa-yfieHa BMpaBe pPacnpocTpaHuTb MHbopmauumio  Ansa
HenocpeacTBeHHOro 06palleHna K paboTHMKamM CUCTEMbI 34PaBOOXPaHEHMA UAKN 3aNPOCUTL AepiKaTens
PerncTpaunoHHOro yAoCTOBEPEHMA MNOATOTOBUTL, COFNAcoBaTb M PacnpocTpaHMTb MHGOPMaUUIO ANA
HenocpeacTBEHHOro o06pauleHna K paboTHMKAM CUCTEMbI 34pPaBOOXPaHEeHMA B C/Ayyae, eciu
YNOAHOMOYEHHbIA OpraH rocyAapcTBa-yfieHa CYMTaeT 3TO HeobXxoAMMbIM AN  AanbHellero
6e3onacHoro 1 3pdHeKTMBHOIO MCNOAb30BaHUA IEKAPCTBEHHOTO NpenaparTa.

YNONHOMOYEHHbIE OpraHbl rocyAapcTB-41eHOB BMpase Ol'ly6}1VIKOBaTb OKOHYaTesbHbIl BapunaHT
MHd)OpMaLI,MOHHOI'O maTtepunana aAnAa HenocpeacrtBeHHOro 06paLIJ,eHMFi K pa60THVIKaM cncremol
34PaBOOXPaHEHNA. YNOAHOMOYEHHble OpraHbl  rocyaapcCrB-471€HOB  MOTyT TaKXe  BblMyCKaTb
A0ONO/IHUTE/IbHOE COO6LLI,€HI/I€ no 6esonacHocTH (an HEO6XOLI,I/IMOCTI/I) M pPacnpocCcTpaHATb



MHPOPMALMOHHBIA MaTepuan cpeam COOTBETCTBYIOWMX OpraHuM3aumMii 1 paboOTHUKOB CUCTEMBI
34paBOOXPaHEHMS.

11.1.5.2. MHdopmauma ana HecneumaancTos.

NHbopMaUMOHHBIA  MaTepuan, HanucaHHbIA  NpocTbiM  (HenpodeccMoHanbHbIM)  A3bIKOM
(Hanpumep, B dopmaTe BONPOCOB M OTBETOB), MOMOraeT MauMeHTamM W HaceNeHUo pas3obpaTtbca B
HaAY4YHbIX AaHHbIX U PETYNATOPHbIX Mepax, Kacatowmxcs npobaem no 6es3onacHoCTU.

[JOKyMeHTbl Ha HenpopeccMoHaNbHOM fA3blKe AO/IKHbI COAepKaTb PEeKOMEeHAAUMM W COBETbI
YNOHOMOYEHHbIX OPraHOB roCyAapCTB-Y/1€HOB N0 MUHUMM3ALLMM PUCKOB 1A NALMUEHTOB U PabOTHMKOB
CUCTEMbl 3[paBOOXPaHEHMA B OTHOWeEHWWM npobnem, CBA3AHHbIX C 6e30MacHOCTbIO, M AOJKHbI
COMPOBOXKAATbCA COOTBETCTBYIOLLEN CNPaBOYHON MHDOPMALMEN.

YNONHOMOYEHHbIE OpraHbl rocyAapcTB-YNEeHOB pasmeLaoT MHOOPMaLMIO AN Hecneunanncros
Ha MeAMLMHCKUX UHTEPHET-NOPTaax rocyAapcTB-4/IeHOB U MOTYT AOMNO/IHUTE/IbHO PACcpPOCTPAHATb UX
Cpean COOTBETCTBYHOLLMX CTOPOH, HanpMmep, NauMeHTOB U OpraHM3aumnini 34paBooXpaHeHuns.

PekomeHayeTcs npusieKaTb NaUMEHTOB M PabOTHMKOB CMCTEMbI 34PaBOOXPAHEHMA K y4acTUIO B
npouecce NOArOTOBKM [OOKYMEHTOB Ha HenpodeccMoHanbHOM f3blKe, YTObbl rapaHTUMPOBaTb, 4TO
npeacrasasemas UMM MHGopmMmauus byaeT NnonesHom M aganTMpPoBaHHON ANA LeNEeBOM ayauTopun.

11.1.5.3. MHPopmauma B npecce.

K MHPopmaumKu, pasmeliaemoit B Npecce, OTHOCATCA MpPecc-penusbl U npecc-KoHdepeHumn,
KOTOpble B NepByto ovepeb npeaHasHaueHbl A5 3KYPHAINCTOB.

YNO/IHOMOYEHHbIE OpraHbl FOCYAAPCTB-4/IEHOB MOFYT HaMnpasAATb Mpecc-pesiv3bl HanpAmyto
JKYPHANMUCTaM B AOMOJIHEHME K MX pa3MeLlLeHMI0 Ha CalTax YynoJIHOMOYEHHbIX OPraHOB rocynapcTB-
Y/IEHOB, 4YTO MO3BOJIUT KYPHANUCTAaM HaNpPAMYK NOAYy4YMTb MHPOPMALMIO, KOTOpas COOTBETCTBYET
HAy4yHOM OLLEeHKe YMNOJIHOMOYEHHOrO OpraHa rocygapcTBa-ysieHa. Bsammogericteue co CMU asnsaetca
Ba*KHbIM cnocobom oxsaTta bosee WMPOKOM ayaUTOPMM, 3 TaKKe CNOCOOCTBYET YKPENIEHMIO A0BEPUA K
perynaTopHon cucteme.

[ep:KaTenn perncTpaumoHHbIX Y40CTOBEPEHMIA MOMYT NOArOTOBUTL M ONy6/MKOBaTb Npecc-penuns
C NpeacTaBneHMEM CBOEW MNOo3MuMKM Mo npobieme, cBA3aHHOW C 6€30NacHOCTbIO, HO OHW AO/KHbI
COAEp!KaTb CCbUIKM Ha BCE PErynaTopHble Mepbl, MNPUHMMAEMbIE YNOAHOMOYEHHbIM OpPraHoOM
rocyaapcre-yneHos. CooTBeTCTBYIOWME BbINOAHAEMble 0630pbl A0/MKHbI 6bITb YKasaHbl B 060N
MHOpPMaUMK, NPeacTaBAAEeMON AepiKaTenem PerncTpaumoHHOro y40CTOBEPEHNA.

MOCKO/IbKY Mpecc-pennsbl, MOMUMO KYPHANNCTOB, MOTYT BbiTb MPOYUTAHbI APYTMMU YUTATENAMM
(Hanpumep, paboTHMKAMM CUCTEMBI 34PaBOOXPAHEHMA, NAaLMEHTAMM U LUMPOKOU ayauTopueit), B HUX
HeobXxoAMMO AenaTb CCbIIKY Ha WMHPOPMALMOHHbIE MaTepuasbl, MMEIOLME OTHOWEHME K AaHHOM
npobneme no 6esonacHocTW. B ciyyasx ecny roTOBUTCA TaKKe HenocpencTBeHHoe obpalleHue K
paboTHWKaM cUCTEMbI 340aBOOXPAHEHUA, caeayeT obecneynTs MHGOPMUPOBaHME PABOTHUKOB CUCTEMDI
3[paBooxpaHeHua, anmbo po nybauvkaumm, AnMb6O OOQHOBPEMEHHO C  nNybauKauuen wau
pacnpocTpaHeHMem npecc-pennsa, 4ytobbl NpeaocTaBUTb BO3MOMKHOCTb MEAUUMHCKUM PaboTHMKam
6bITb NOArOTOB/MIEHHBIMM K OTBETaM Ha BOMNPOCHI NaLMEHTOB.

B cnyyae ecan npobnema no 6e30nacHOCTM NpeacTaBAAET NOBbIWEHHbIN UHTEpeC ANA CPeacTB
maccoBoi nHbopmaumm nmbo B caydae HeobXxo4MMOCTM AOBEAEHUA A0 HaceneHWA MHOronaaHoBOM U
C/IOXKHOW MHbOPMALMM NO Ba*KHOMY ANS 340P0BbA HaceseHNn BONpocCy, YNOJAHOMOYEHHbIMWU OpraHamm
rocyAapcTB-41eHoB B KadecTse 3pHeKTMBHOIO MeToaa MHGOPMMPOBaHNA 06LLECTBEHHOCTU MOXKET BbITb
paccMoTpeH BOMpPoC NpoBeaeHMA Npecc-KoHGepeHLUN C }KypHaAUCTamum.

11.1.5.4. Beb-caur.



Be6-caT npeactaBnsetr cobol BaKHbIM WMHCTPYMEHT WHGOPMMpPOBaAHMA HaceneHua (BKAtovas
NauMeHTOB N PabOTHMKOB CUCTEMbI 34PaBOOXPAaHEHUS). YNONHOMOYEHHbIE OpraHbl rocy4apCcTB-4/1EHOB,
a TaKKe feprkaTenn pPerncTpauMoHHbIX YAO0CTOBEPEHUI [AOOJIKHblI rapaHTUPOBaTb, UYTO BayKHas
nHpopmauua no 6e30nacHOCTH, pasMelleHHas Ha KOHTpoaupyembix umn Beb-caiTax, Oyaer
NEerKoAOoCTYMHOM M MOHATHOM nosb3oBaTenam. WMHPopmauma Ha caiTax [AOKHA MNOCTOAHHO
obHoBANATbCA, a Nt0bas ycTapesLlwana MHPopMaLma A0AKHA BbITb OTMEYEHA COOTBETCTBYHOLLMM 06pa3om
AW yaaneHa.

11.1.5.5. ipyrmne cpeacrTea MUHTEPHET-KOMMYHMKaLLUNA.

MHPopmauma no 6e30MacHOCTM MOMKET TaKKe pPacnpocTpaHATbca B MHOOPMALMOHHO-
TeNIEKOMMYHUKAUMOHHOMW  ceTu  "UHTepHeT" nocpeAcTBOM  Apyrux  Beb-npunoxkeHun. [Mpwm
MCMNONb30BaHNKN 6osiee HOBbIX, BbICOKOCKOPOCTHbIX KaHa/loB CBA3W c/iedyeT NPUHATbL Heobxoaumble
Mepbl, YTOObI HE AONYCTUTL HAPYLWEHWA TOYHOCTU NepesaBaemoit MHGopMaLMK. B KOMMYHUKALMOHHOW
NPaKkTUKe cneayeT YyyuTbiBaTb MOABAAIOWMECA HOBble CPeACcTBA KOMMYHMKaUMW, WUCMNOJib3yemble
PasNIMYHbIMUN LLeSIEBbIMUN ayAUTOPUAMM.

11.1.5.6. MHPopmaLuMOHHbIE NNUCbMa U BloneTEHN.

NHdopmaumoHHble nucbma U 6lonneTeHn npegHasHadeHbl A4 PeryiapHoro npeacrasieHus
HOBOW MHPOPMaLMM O SIeKapCTBEHHbIX Npenapartax U ux 6esonacHocT n 3dpekTBHOCTU. C MOMOLLLbIO
3TUX MEeXaHM3MOB MHOOPMMPOBAHMA YNONHOMOYEHHbIE OpPraHbl rocyAapcTB-Y/1IeHOB MOTYT OXBAaTWUTb
60/1blWYI0 ayAMTOPUIO, UCNONb3YA BEG-NPUNOKEHMA U ApyrMe AOCTYyNHble CpeacTBa.

11.1.5.7. Bsaumogencreme mexay ynoJHOMOYEHHbIMM OpraHamm rocy4apcTB-4/1eHoB.

Mpy NPUHATUM OOHWM M3 YMNOSIHOMOYEHHBIX OPraHOB rOCYAApPCTB-Y/IEHOB MEpP PeryisaTopHOro
XapaKTepa B OTHOLUEHMW onpeaeneHHon Npobiembl 6€30MacHOCTH Y APYrMX YNOJHOMOYEHHbIX OPraHoB
rocyapcTB-4/IeHOB MOXET BO3HMKHYTb HEOBXOAMMOCTb OTBeYaTb Ha 3anpocbl UAM obmeHuBaTbcA
nHbopmaumet no SToMy Ke Bompocy. PekomeHAyeTcs  WCMONb30BaTb  MEXKPEryiaTopHble
MHPOPMaUMOHHbIE MaTepuanbl B Gopme LOKYMEHTOB, MOArOTOB/EHHbIX YNOJHOMOYEHHBIM OPraHOM
rocyapcrea-ysieHa, B MOMOLLb CBOMM KOJileraM /1A OTBETOB Ha BHELHWe 3anpocbl UAn obmeHa
MHbopMaumel No KOHKPeTHOM Npobneme no HeszonacHoCTU.

11.1.5.8. OTBETbI Ha 3aNPOCbl HAaCeNEeHMA.

YNoNHOMOYEHHble OpraHbl roCygapcTB-41eHOB U AepXaTesn perncTpaunoHHbIX yAOCTOBepeHMﬁ
AO/XKHbI pacnonaraTtb AeﬁCTBYPOLLI,MMM Cnctremammn pearmpoBaHnA Ha 3anpocCbl OTAE/NIbHbIX rpaxKdaH O
NNEKaPCTBEHHbIX Mpenapartax. OTBETbl AO0NXKHbI coaepxaTb MHd)OpMaLI,MIO, HaXo4ALWyCcAa B OTKPbITOM
AO0CTyne, N BKAKOYaThb B cebn COOTBETCTBYHOWMNE peKomeHOaUunn ona nauneHToBs n pa6OTHMKOB CNCTembl
34paBOOXpaHeHnA, npeacTaBAeHHble YNOJHOMOYEHHbIMM OpraHamm rocygapcre-4aeHoB. Ecan sonpocsl
KacCaloTcA KOHCVI'IbTaLI,M[;I no wHAMBUAYa/IbHOMY JNne4vyeHUto, nauneHty canegyetr MnopekomeHOoBaTb
06paTMTbCFI K cneuynanncrtam cuctembl 34paBOOXPaHEHUA.

11.1.5.9. ipyrme cpeactea nepegaym nHGopmaumm.

Kpome paccMoTpeHHbIX Bbille cnocobosB MHGOPMUPOBAHMSA, CYLLLECTBYIOT APYrMe UHCTPYMEHTbI U
KaHanbl nepedadn nHdopmaumm no 6esonacHocTv (Hanpumep, Ny6AMKALMUM B Hay4HbIX *KypHanax u
XypHanax npodeccmoHanbHbIX OpraHn3auuii).

HeKkoTopble WMHCTPYMEHTbl M cnocobbl MHGOPMMUMPOBAHUA MOFYT WCMOAb30BaTbcA B 06/1aCTy
ynpaBAeHna pUCKaMm, MEPONPUATMA N0 MUHUMM3ALMM PUCKOB YacTO BKAIOYAIOT B cebs cneunanbHble
nporpammbl MHGOPMUPOBAHUNA O PUCKAX. MHCTPYMEHTbI, MICNO/Ib3yeMble B 3TUX NPOrpaMmmax, Takme Kak
NamMATKM 4NA  NauMeHTOB WMAM  pyKoBoacTBa no 6esonacHoct AnAa  paboTHMKOB  CUCTEMB
34,0aBOOXPaAHEHMS, PacCMATPUBAOTCA B pasaese 12 Hactoawmx Mpaswu.



11.1.6. 9pPeKkTMBHOCTb MHPOPMaLMM MO BE30NaCHOCTH.

NHpopmauma no 6esonacHocTM cumtaetca 3¢PEeKTMBHOW, ecnum nepegaBaemoe coobuieHue
NPUHUMAETCA U NOHUMAETCA LLe/IEBOM ayAMTOPMEN TaK, Kak 3TO Obl10 3ayMaHo, U LeseBasa ayantopus
pearvpyeT Ha MWHPOpPMaLMIO NPUHATMEM COOTBETCTBYHOWMX Mep. [ns oueHKn 3PPeKTMBHOCTU
MHGOPMALUMM  [OMKHBI  MPUMEHATBCA COOTBETCTBYHOWME MEXaHW3Mbl, OCHOBaHHble Ha YETKUX
napameTtpax (nokasartensx). Ha OCHOBaHWW BbIMOAHEHHOW OLUEHKM 3PPEeKTUBHOCTM [O/MKHbI ObITb
cAoenaHbl BbIBOAbI, OMpefeneHbl NPUOPUTETbI B  OTHOWEHWUW JAanbHehwen [AeATeNbHOCTM Mo
MHPOPMMPOBAHUIO, @ TaKkKe NPU HeOHBXOAMMOCTM BbINOIHEHA afanTaLMA MHCTPYMEHTOB M NPAKTUKM B
HanpaB/fieHMM COOTBETCTBMA MOTPEOHOCTAM ueneBoi ayguTopuu. [na yCTaHOBAEHMA COOTBETCTBUA
nHbopmauum no 6esonacHocTM TpeboBaHMAM nognyHkTa 11.1.2 HactoAwmx [pasun cneayet
MCNONb30BaTb MOAXOA, OCHOBaHHbIM HA uccnenoBaHuu. Mpu NpUMeHeHUUM JAHHOMO NOAXOAa MOTyT
6bITb CONOCTaB/IEHbI PA3/IMYHbIE PE3YNbTaTbl, B TOM YMC/Ie NOBEAEHNE, OTHOLIEHWUS U 3HAHUA.

JepKaTenu perncTpaumoHHbIX yA0CTOBEPEHNI HECYT OTBETCTBEHHOCTb 33 OLLEHKY 3P PEKTUBHOCTHU
NpPsMoro MHPOPMMPOBAHUA MEAMUMHCKUX paboTHMKOB no npobnremam 6esonacHoctu. [Odeprkatenu
PErncTPaLNOHHbIX YAOCTOBEPEHUIA [0NKHbI MHGOPMMPOBATL YNOJHOMOYEHHbIE OPraHbl FOCYAapcTB-
Y/IEHOB O MOJIYYEHHbIX pe3y/sibTaTax OUEHKM 3OPEKTUBHOCTM MPAMOro MHPOPMUPOBAHUA, a TaKKe
NobbIX BbIABMEHHbIX TPYAHOCTAX (Hanpumep, nNpobaemax co CAMCKOM MoJsiydaTenell AU CPoKamu U
MexXaHW3Mamu pacnpocTpaHeHus). COOTBETCTBYIOLME KOPPEKTUPOBOYHbIE W NpeaynpeauTesibHble
Mepbl  A0MXKHbI ObITb MNPUHATBI BO BCEX CAyYaAX BbIABAEHMA HeAOoCTaTOYHOM 3dPeKTUBHOCTU
HernocpeACcTBEHHOrO 06paLLeHmA K paboOTHUKAM CUCTEMbI 34,paBOOXPAHEHMS.

11.1.7. TpeboBaHUs K cucTeMe KayecTBa MHGOPMUPOBAHUA Mo be3onacHoCTHU.

B cooTBeTcTBUM C TPeBOBAHMAMM K CUCTEME KayecTBa MHPOPMMPOBaHMA No 6e3onacHocTy,
M3NI0}KEHHbIMM B pasgenie 2 Hactosawwmx Mpasun, Tpebyercsa HanvMuMe COOTBETCTBYHOLWMX MNpoueayp,
obecneumBaloWNX COOTBETCTBUE MHPOPMMPOBAHUA MO HE30MaCHOCTM MPUHLMNAM, OMNpeaensembiM
noanyHkTom 11.1.2 HacToswmx MNpasun. [JonKHO 6biTb 06ecneyeHo BbINOAHEHME U OKYMEHTMPOBAHMUE
KOHTPO/IbHbIX Mpoueayp B OTHOWeEHWM nepedaBaemoir uHopmaumMm no  6HesonacHocTy,
npeacTasastolLein coboii 06bEeKT KOHTPOA KayecTsa.

11.2. Bsaumogeictaume B 061acTm MHGOPMUPOBaHUA
no 6e30MacHOCTN Ha TEPPUTOPUAX FOCYAAPCTB-YIEHOB

11.2.1. Bs3aumopgencTtBume YNOJHOMOYEHHbIX OpPraHoOB rOCY[ApPCTB-Y4/IeHOB B  06nacTu
MHPOPMMPOBaHUA NO 6€30NaCHOCTM SIEKaPCTBEHHbIX NPenapaTos.

B pamKkax MHPOPMAaLMOHHOIO B3aMMOLEUCTBUA YNOJHOMOYEHHbIX OPraHOB roCy4apcTB-Y/eHOB
YNOAHOMOYEHHbIMW OpraHaMy BbINONHAETCA PEeryaspHbii 06meH MHPOpMaLMeid B OTHOLIEHUM
NAaHMPYEMOW K pasmeLLeHNIo MHbOopMaLMKM no 6e3onacHoCTy.

11.2.1.1. HenocpeactBeHHoe obpalleHne K paboOTHMKaM CUCTEeMbl 34paBOOXPAaHEHUs Mo
BOnpocam 6e30MacHOCTM JIEKAPCTBEHHbIX MPENApaToB, 3apPerucTPUMPOBaHHbIX HaA  TEPPUTOPUNAX
rocyaapcTB-4seHosB

B cnyyae ecnM neKapCTBEHHbIM npenapaT 3aperncTpupoBaH Ha TeppUTOPUM OOHOMO WM
HECKO/IbKMX TOCYAApPCTB-Y/IEHOB, YMOJIHOMOYEHHblE OpraHbl TrOCYZapCTB-4/1€HOB OBMeHMBatOTCA
MHOpPMaUMel B YaCTU COAEPIKAHUA MHPOPMALMKN A5 HEMOCPEACTBEHHOro 0bpaleHnsa K paboTHUKaM
CUCTEMbl 34PABOOXPAHEHMS M MaHa MHPOPMMPOBAHUA, MpPOLWeALMX Mpoueaypy COracoBaHus.
YNONHOMOYEHHbIE  OpraHbl  rOCYAapCTB-4Y/IEHOB  OOMEHMBAOTCA  OKOHYaTe/IbHbIM  BapWaHTOM
MHPOPMALMOHHOIO MaTepuana WM naaHa nepegayv WMHGOPMAUMM C UCMO/Ib30BAaHUEM CUCTEMDbI
MHPOPMaALMOHHOTO B3aMMOAENCTBUA.

11.2.2. TpeboBaHWA K AepiKaTeNaM PEerncTPaLMOHHbIX YAOCTOBEPEHUIA.



Jep»aTenb perucTpaumMoHHOro yaocToBepeHuss 0683aH UMHGOPMMPOBATb YMNONHOMOYEHHbIE
opraHbl rocyZ1apcTB-4/IeHOB, Ha TEPPUTOPUN KOTOPbIX 3aperncTpMpoBaH NeKapCTBEHHbIN npenapat, o
CBOEM HaMepeHuu caenatb nybanyHoe coobuieHne, uanM MHGOPMUPOBAHUE, WAU pasMelleHue
nHpopmauum, oTHocalwenca K MHbopmaumm no dapmakoHagsopy, uam npobaemam, CBA3AHHbIM C
6e30MacHOCTblO, a TaKXe C MPUMEHEHMEM COOTBETCTBYIOLLErO JIEKAPCTBEHHOrO MpenapaTa.
MpeactaBneHne  MHOPMALUKM  YNOJIHOMOYEHHbIM  OpraHam  roCcydapCTB-Y4/1eHOB C  Lefblo
MHPOPMMPOBAHMA N MOJNYYEHUA COrNacoBaHUA AO0MKHO ObiTb CAEe/NaHO C yCNOBMEM 3anpeTa Ha ee
nybAnKauMio A0 WCTEYEHUA CPOKA, Kak MMHMMYM 24 4yaca o ee nybamkauuu. YeBegomseHue
YNO/IHOMOYEHHbIX OPraHoOB roCyAapCcTB-Y41€HOB OAHOBPEMEHHO C npeacTaBAeHMeEM WHbOopMaLnn
Hace/IEHNIO BO3MOXHO TOJ/IbKO B UCK/TIOMUTE/IbHbIX CYyYanX U MO BECKUM MPUYMHAM.

K Takum cyd4aam U NpUdYNHaM OTHOCATCA obocHoBaHHas yrposa »wu3Hu, 3400pOBbHO WU
6narononquo LWNPOKUX CNOEB HACENEHUA, @ TaKXKe Caydaun, onpegeneHHble 1 0b60CHOBaHHbIe (VICXO,CI,FI
U3 npeueneHTHoro Ol'IbITa) B PyKOBOACTBE NO Ka4decCcTtBy CUCTEMbI d)apmaKOHa,u,sopa aepxarena
PErmcTpauLMoHHOIo yaoCcrtoBepeHusa.

[ep:KaTeNb perncTpaumoHHOro YAOCTOBEPEHUA HeceT OTBETCTBEHHOCTb 33 OO6BEKTUBHOCTb U
TOYHOCTb NPeACTaBAAEMON HaceneHuo nHbopmaumu.

B cnyyae ecnu aeprkaTenb perMcTpaumoHHOro yaocToBepeHus noaydyaeTr MHGopmaLmio 0 TOM, YTO
TpPeTb CTOPOHa HamepeBaeTca pPacnpocTpPaHUTb MHOOPMALMIO, KOTOpas MOXKET MOBAUATbL Ha
CoOTHOWeHMe "Mosb3bl - pUCKa" NeKapCcTBEHHOro npenapara, 3aperMcTPUPOBAHHONO Ha TEPPUTOPUSAX
rocyapcTB-Y4/€HOB, AeprKaTesib PEerucTpaumMoHHOro yAO0CTOBEPEHUA LO/IKEH CO0bWMTb 06 3TOM B
COOTBETCTBYHOLLME YNONHOMOYEHHbIE OpraHbl rocy4apCcTB-4/1eHOB.

11.2.3. B3aumoaencrame c TpeTbMmMm CTOPOHAMM.

TpeTbnM CTOPOHAM (Hay4YHbIM KYpPHaANam, HayyHbIM 0bLLeCTBaM, OpraHM3auMAM NaLMEHTOB U 4p.)
pekomeHayeTca MHGOPMMPOBaATb YMOJHOMOYEHHbIE OpraHbl FOCYAapCTB-Y/IeHOB O MOABAAIOLLENCA
HoBOW MHbOpMaLMM Mo 6e30MacHOCTM SIeKaPCTBEHHbIX MPEenapaTos, 3aperMcTPUPOBaHHbIX B pamKax
Coto3a. B cnyyae ecam naaHupyetca nybankauma gaHHOW MHGOopMaLmMm, Heo6X0AMMO 03HAKOMMUTb C Helt
YMO/IHOMOYEHHbIE OpraHbl FOCYAapCcTB-4/1eHOB A0 ee Ny6anMKauumu.

12. Mepbl MUHUMM3ALMN PUCKA
12.1. BeegeHune

Mepbl  MWHMMM3AUMW  PUCKA NpeacTaBnsaoT coboil  AelicTBMA,  Hanpas/ieHHble  Ha
NpegoTBPaLLEHNE PA3BUTUA HEXKenaTeNbHbIX PeaKkumi, CHUXKEHME 4acToTbl Pa3sBUTMA WMAM CTENEeHM
TAXECTU He)KenaTesbHblX pPeakuuii, a TaKkKe MUHUMU3AUMIO HebNaronpuaTHbIX NOCAeaCcTBUIA
BO34EMCTBMA Ha NaLMEHTa NPU Pa3BUTUUN HEXKENATENIbHOM peakuyumn Ha IeKapCTBEHHbIM nNpenapar.

Mepbl MMHMMM3AUMM PUCKA, BKAKOYEHHbIE B AaHHbIl‘a mMmoAaynb, AO/IXKHbl pPacCMaTpunBaTbCA B
KOHTEKCTe OCHOBHOW 4acTu Tp66OBaHMﬁ K cucteme MMHUMM3ALLMU PUCKA B COOTBETCTBUM C pasgesiom 6
HacToAwmx Mpasunn.

Mepbl MWUHUMM3AUMKM PUCKA MOTYT BK/IKOYATb PYTUHHbIE MEPbl MUHUMM3ALUKM PUCKA WU
AONO/IHUTE/IbHbIE MEPbl MUHUMU3ALLUN PUCKA. PYTMHHbIe Mmepbl MUHUMU3AUNN PUCKA, YKa3aHHbIE B
pasgene 6 HacToALMX I'IpaBl/m, PacnpPoCTPaHAKOTCA Ha BCE 1IEKAPCTBEHHbIE NpenapaTbl.

BonblWwMHCTBO Npobaem, CBS3aHHbIX C 6€30MacHOCTbIO, MOTYT ObITb Hagnexawmm obpasom
YyNpaBAATbCA PYTUHHBLIMW MepaMu MMHUMM3ALUMM PUCKA, OAHAKO B OTHOLUEHWM HEKOTOPbLIX PUCKOB
PYTUHHbIE Mepbl MWHMMM3AUMM pPUCKA MOTyT 6biTb HeAOoCTaTOYHbIMKM, M ana  obecneyeHus
Hag/NeKalllero YynpaB/ieHMA pPUCKaMu U (ManM)  yaydlleHuMa COOTHolleHMa '"monb3a - puck”
NeKapcTBeHHOTO NpenapaTa NoHag06ATCA A0NONHMUTENbHbIE Mepbl YNPaBAEHUA PUCKAMMU.



[aHHbI pasaen coaepKuUT PyKOBOACTBO MO NPUMEHEHMUIO SOMOJAHUTENbHLIX MEP MUHUMM3ALLMM
pUCKa 1 BbIBOPY MHCTPYMEHTOB MUHUMMU3ALMN PUCKA.

Mepbl  MWMHMMM3AUMKM  PUCKA ONpepesnatoTcaA Ha OCHOBaHMM Npobnem, CBA3@HHbLIX C
6€e30MacHOCTbIO, NpeAcTaBNeHHbIX B cneundukaumm no 6esonacHocty. Kaxayo npobnemy, cBasaHHyto
c besonacHoCTbiO, CneayeT paccmMaTpuMBaTb B MHAMBUAYaNbHOM nopsAgKe, npu Bblbope Haubonee
uenecoobpasHom mepbl MUHUMMU3AUUM PUCKA HEOBXOAMMO YYUTbIBATb CEPbE3HOCTb MOTEHUMANbHbIX
HeXenaTteNbHbIX peaKu,Mﬁ, cteneHb WX TAXeCTHU, NpeaoTBpaTUMOCTb UAUN KAUHUYECKne LI,EVICTBVIFI,
HeobxoAuMmble ANA CHUMEHUA PUCKa, MOKasaHMA K MPUMMeEHeHuto, nyTb M cnocob BBedeHUA
NleKapCTBEHHOro npenapaTta, uUeneBble MONyAAUMM U TUN yUYPEeXAeHWI 34paBOOXpaHeHusa, rae
NPUMEHAETCA IeKapCcTBEHHbIN Npenapar.

Mpobnema, cBasaHHas ¢ 6€30NacHOCTbIO, MOXKET bbiTb agpecoBaHa bosiee Yem B OZ4HOM Mepe No
MWHMMM3ALMM PUCKA, @ ONpeaesieHHas mMepa MMHUMMM3ALMM PUCKA MOXKET PacnpocTpaHaTbea bonee
yem Ha oZHy npobaemy no 6esonacHoCTH.

Oep>kaTenb perncTpaumoHHOro YyAOCTOBEPEHUs HECeT OTBETCTBEHHOCTb 3a obecneyeHue
HaA/1eKalllero KOHTPOA BbINMOJHEHUSA MeP MUHMMM3AUMM PUCKA, KOTOPbIE BKAKOYEHbI B COM1IaCOBAHHbIN
YNO/IHOMOYEHHbIMM OpraHaMmu rocyaapcts-yneHos MYP uan Kotopble chopMynnMpoBaHbl Kak yca0BuA
rocyfapcTBEHHOM PerucTpaumm.

YNo/IHOMOYEHHble OpraHbl rOCyAapcTB-4/1€HOB HECYT OTBETCTBEHHOCTb 3@ KOHTPO/Ib Pe3y/1bTaToB
BBEAEHWUA W peanusaunm mep MUHUMMM3ALMU pPUCKA, KOTopble BKAlYeHbl B MYP uan KoTopble
chopMyIMpPOBaHbI KaK YCNOBMA rOCYAaPCTBEHHOW PErncTpaumm.

12.2. CTpyKTYpbl ¥ NpoLecchl

12.2.1. O6wme NpUHLMNbI.

Mepbl MUHMMM3ALMN PUCKA MMEIOT CBOEN LLeNbI0 ONTUMM3aUmMio 6e30nacHoro U adppeKTMBHOro
MCMO/Ib30BaHNA IEKAPCTBEHHOIO Mpenapata Ha NPOTAXKEHWU BCErO KU3HEHHOTO UuKAa. COOTHOWeHne
"nonb3a - pUCK" NEeKapCTBEHHOMO NpenapaTa MOXKET ObiTb YYYLEHO NYTEM CHUMKEHMA PUCKA U CTENEHMU
TAXECTU MOCNAEACTBUNA HEKEeNaTesibHbIX PEeakuMid, a TaKKe ONTMMM3auMKu MoJb3bl MyTEM LENEBOro
nogbopa M (MAM) UCKAOYEHUA MALMEHTOB /MBO NyTeM TWATE/NIbHOrO MOHWUTOPUHIa nevyeHus
(cneunduyeckas cxema npuvema, COOTBETCTBYIOLWMA NaboOpPaTOPHbLIA MOHWUTOPUHI, Noc/eaylolee
HabntogeHWe 33 NauMeHTamu 1 T.4.). Mepbl MUHMMU3aLMU PUCKA AONXKHbI ABAATLCA PYKOBOACTBOM A/1A
ONTUMAJIbHOTO WCMOJIb30BAHUA JIEKAPCTBEHHOrO Mpenapata B MEAMUMHCKOM MpPaKTUKe B Lensx
rapaHTMM NpeaoCcTaB/IeHUS ONTUMAIbHOTO JIEKAPCTBEHHOIO Npenapara 411 onpeAeieHHOro nauveHTa B
ONTUMaNbHOM [03€ B HY)XHOE Bpems ChneumanncTom, UMEKLWMM Haanexkallylo noAroToBKy nNo
Ha3Ha4YeHMIO IeKapCTBEHHOro NpenapaTta M BeAeHMWIO NauMeHTa, a TaKKe ¢ A0CTOBePHOM MHpopmMaumel
M NPW HaZNEKALLEM KOHTPOIE.

CywecTteyeT pajg pa3sHoob6pasHbIX METOAOB, MCMO/b3yeMbIX B KayecTBe AOMNOSHUTE/bHbIX Mep
MUHMMM3AUMM PUCKa. [aHHbIA pasgen peryanpoBaHua ob6palleHMA eKapCTBEHHbIX npenapaTos
HaxoAMTCA B CTaAMM HENPEPbLIBHOTO Pa3BUTUA, U UMEIOLLMECA MeToabl byayT AONOAHATLCA HOBbIMU, B
TOM YMCNE OPUEHTMPOBAHHBIMK Ha 6onee WMPOKOe NCNOb30BaHWE MHGOPMALMOHHbIX TEXHOIOTUN.

YcnewHoe ocywecrsneHne OAONONHUTENIbHbIX Mep MUHUMU3aLUN PUCKa Tpe6yeT y4yactna BcCex
3aUHTEPECOBAHHbLIX CTOPOH, B TOM 4Yucne p,epmaTeneﬁ PErncTPpaLLMOHHbIX yp,OCTOBEpEHVIﬁ, nayneHTosB 1
COTPYAHUKOB CUCTEMDI 34P0aBOOXPaAHEHUA.

JononHutenbHble Mepbl MUHMMM3AUMKM PUCKA AOKHbI MMETb YETKO OMpeaeseHHYHo Lesb,
COOTBETCTBYIOWYIO 06WEeN uUeam MUHUMU3AUMM cneumdUyeckMx PUCKOB M (Mau) onTumusaumm
COOTHOWeHMA "nonb3a - puck'. KOHKpeTHble Lenu U 3apaHee onpegeneHHble MapameTpbl OLEeHKM
OOCTUXEHMA TMNOCTaBJAEHHON ULEeAM C KAYEBbIMM 3Tanamm  AOMKHbI CTaTb PYKOBOACTBOM Mpu



paapa60TKe AONONHUTENIbHbIX Mep MUHUMUN3aAUNN PUCKaA.

JoneH 6bITb obecneyeH Haa/eXKalmMin MOHUTOPUHT MO 3apaHee onpegensembim napameTpam
KaK Ha aTane BHegpeHus, Tak 1 3pEeKTUBHOCTU B MPOLLECCE M MO OKOHYAHUIO BbIMOIHEHMA.

Xapaktepuctuka npobnembl, CBA3aHHOM C 6€30MaCHOCTbIO, B KOHTEKCTE XapaKTEePUCTUKM
COOTHOLWIEHMA MOMb3bl M PUCKA NEKApCTBEHHOrO MpenapaTta, TepaneBTUYECKOW 3HAYMMOCTU
NeKapcTBEHHOTO Mnpenaparta, WeneBol Monyaaumm u HeobXogUMbIMU KAMHUYECKUMWU AeNCTBUAMM,
HanpaB/eHHbIMW HA MMHUMM3ALMIO PUCKA, ABNSETCA GaKTOpamu, KOTopblie He0BX04MMO YUNTbLIBATL NPU
Bbl6OpE MHCTPYMEHTOB MM METOA40B MUHUMM3ALLMM PUCKA U CTPATENMWN BHEAPEHUA MEP MUHUMM3ALMM
pUCcKa C uenbto obecneyeHUs OOCTUMKEHMUS KeNAeMbIX Pe3y/nbTaToB MO OXpaHe O6WecTBEHHOro
340p0BbA. BbINONHEHME pErynsapHOl MPOMEKYTOUYHOW OUEHKM 3PEKTUBHOCTU PeaNnsyembix Mep
MWHMMM3ALUMM PUCKA AO/MIKHO ObiTb HANPaB/NEHO Ha CBOEBPEMEHHOE BbIIBJIEHME WX Hef0CTaTOYHOWM
3$PEKTUBHOCTU U BHEAPEHME COOTBETCTBYHOLMX KOPPEKTUPYIOLLMX MEPOMNPUATUIA.

MnaH No MMHMMM3AUMM PUCKa ABASIETCA cocTasastower yactbto MYP. MnaH no MMHUMKU3ALMU
PUCKa A0/KEH BK/IOYATb C/ieaytowme pasgensi:

a) obocHoBaHME HEOBXOAMMOCTU BBEAEHMA AOMNOJHUTENbHBIX Mep MUHMMU3aLMK PUCKa (B CBA3K
c onpeaeneHHbIMU npobnemamn 6esonacHocTn). B agaHHOM pasgene A0/KHO 6biTb chOpMyAnMpPoOBaHO
060CHOBaHME NPEeANOKEHHbIX AOMNOJHUTENbHbIX MEP MUHUMM3ALMUN PUCKA, KOTOPOE AO0NKHO BK/OYATb
KOHKpETHbIe Lenn No Kaxaolh 13 npeanosKeHHblx mep. [JoaxKHo bbiTb AaHO YeTKoe onucaHue Toro, Kak
npeanaraeman AONOAHUTENIbHAA Mepa MUHUMM3AUMKM puUCKa byaeT HanpasBaeHa Ha KOHKPETHYH
npobaemy, ceAzaHHY0 ¢ 6e30MacHOCTbIO;

6) OonucaHue AONOJHUTENbHbIX Mep MUHUMU3AUUKM pUCKa. B AaHHOM pasgene OONXKHO 6bITb
npeacrtaBaneHo onncaHune Bbl6paHHbIX AONONHUTENbHbIX MEP MUHMMU3AUUN PUCKA, BKIKOYAA ONMUCaHne
MHCTPYMEHTOB NI MEeTO40B, KOTOpPbIE 6yAYT MCNONb30BaHbI, U KNKOYEBbLIX 3/IEMEHTOB COAEPKaAHUA;

B) NMAaH BbINOJHEHUA. B gaHHOM pasgene A0/MKHO 6biTb NpeacTaBAeHO NoapobHoe onucaHue
NPeaNoXeHUn MO  BbINONHEHUIO  AOMOJNHUTENIbHLIX Mep MWHMMM3AUMU  PUCKa  (Hanpumep,
XapaKTepUCTMKa BMeELWIaTeNbCTB, AeTasbHas WMHbOpMauMsa O LeneBoi ayauTopuu, NaaH NpoBeAeHMs
06pa3oBaTesibHbIX NporpaMmm U (MauM) pacnpocTpaHeHna 0b6pa3oBaTesibHbIX MHCTPYMEHTOB, MEXaHU3M
KOOPAMHAUMKM OaHHbIX Mep C APYTMMWU  Aep)KaTensiMu  PerucTpauyoHHbIX YAOCTOBEPEHWUM, npwu
HeobxoaMMOCTH);

r) NAaH OueHKKU. B JaHHOM pasaesie f0/KeH ObiTb NpeacTaBieH NoAPOOHbIN NAaH C KAKYEBbIMU
3Tanamu no oueHKe 3GHEKTUBHOCTU AOMOAHUTENbHBIX MEP MWHMMM3AUMKM PUCKA C TOYKM 3peHUn
BbIMNOJIHEHWA 3aMN/1aHMPOBAHHOIO NPOLECCA M C TOYKM 3peHuA 0BLMX NOoKasaTeneil BAMAHUA Ha Ncxoapl
(Hanpumep, CHUKEHMeE pUcKa).

12.2.2. Mepbl MUHUMM3ALUMN PUCKA.

JononHuTenbHble Mepbl MMHUMM3aL MK PUCKA NPEANaraloTca B Cy4Yasx, C/iM OHU OLLeHWBALOTCS
Kak ycnoBus 6He3onacHoro M 3QGEKTUBHOTO  MCMO/Ib30BaHUA  JIEKAPCTBEHHOIO  Mpenapara.
Mpepnaraemble JONONHUTENIbHbIE MEPbI MUHUMMW3ALMW PUCKA A0KHbI 6bITb HAYYHO 06OCHOBAHHbLIMM,
a TaKXKe [JO/KHbl pa3pabaTbiBaTbCA M NPEACTaBAATbCA CMEuMannucTamum C  COOTBETCTBYHOLLEW
KBanuduKaumen.

JononHuTtenbHble mMepbl MUHUMU3aALUN PUCKa MOTYT MMETb pPa3J/indHble Uenu, ,D,M3al7IH, uenesyto
aAyaAUTOPUIKO N CNOXKHOCTb. otn Mepbl MOTYT MCNOJ1Ib30BaTbCA C LENbIO obecneyeHusn Hap,nemam,eﬁ
npoueaypbl Bbl60pa COOTBETCTBYHOLWMNX NAaUMEHTOB, ANA KOTOPbIX NMNOJ/Ib3a NPUMEHEHNA NEKAPCTBEHHOIO
npenapata npesbilaeT PUCK, U UCKNKOYEHMNA NaAUMEHTOB, KOTOPbIM MNpUMeHeHWe J1eKapCTBEHHOrO
npenapata NPOTUBOMNOKA3aHO, C LeNblo obecneveHus Hagnexawero MOHUTOPUHra Tepannn, MMetoLLero
OTHOLWEHNE K KOHTPOJ1H0 BaXXHbIX PUCKOB U (M}'IM) Hagnexaulero ynpasaneHuma HexenatenbHoM peaxu,meﬁ
B C/1ly4yae ee pa3BnUTuUA.



JononHutenbHo MoryT 6biTb pa3paboTaHbl cneuupuyeckme mepbl MUHMMM3ALMU PUCKA B
OTHOLUEHUM PUCKA MEOMLMHCKOM OWUNBKM U (Man) B uensax obecneyeHMa Haa/ieXKallero HasHauyeHus
NIeKapCTBEHHOIO Mpenapata B CAy4YaAX, eCcAuM [AOCTUXKEHMEe 3TOM LenrM TOAbKO MocpencTBomM
npeacTaBaeHna MHGopmMmaummn o nekapcTeeHHom npenapate 8 UM (1B) nam nudopmaumm Ha aTUKETKe
ABNAETCA NPAKTUYECKN HEOCYLLLECTBMMBbIM.

Ecnu caenaH 3anpoc Ha A0NOJ/IHUTENbHbIE MEPbl MMHUMU3ALIMK PUCKa, 060CHOBaHMe ANA 3anpoca
JO/MKHO BbITb IOKYMEHTUPOBAHO, a TaKXe AO0/MKHO bbiTb CAeNaHO yKasaHUe KOHKPETHbIX npobnem,
CBA3aHHbIX C 6e30MacHOCTbIO, M MPEeACTaB/EHO AeTasibHoe MJaHMPOBAHWE 3TAanoB BbIMNOMHEHUA Mep
MWHMMM3ALUM PUCKOB U UX OLEHKU.

JononHuTenbHble Mepbl MUHUMM3ALMUM PUCKOB MOTYT BK/IKOYATb Caeaytowme:
a) obpasoBaTesibHaA NPorpaMmma;

6) Nporpamma KOHTPOMPYEMOTO AOCTYNa;

B) ApYyrne mepbl N0 MUHUMM3ALMN PUCKA.

12.2.2.1. ObpasoBaTesibHan Nporpamma.

JononHuTenbHble WHCTPYMEHTbI MAW METoAbl MMHMMM3ALMW PUCKA, KOTOpble MOryT ObiTb
MCNONb30BaHbl B 00pa3oBaTe/ibHOM MNPOrpamme, OCHOBAHbI HA LENEBOM WMHPOPMMUPOBAHUMN C
npeacrasneHnem nHbopmaumu, cogepxaweics 8 OXAMN mam UMM (N1B). ioboit obpasoBaTenbHbIN
maTepuan fonKeH bblTb OPUEHTUPOBAH HA AOCTUNKEHUE ONpeaeieHHbIX Lene MUMHUMU3AUMM PUCKa.

Llenbto obpasoBaTenbHOW MNpOrpammbl ABASETCA ONTUMM3AUMA MPUMEHEHUS JIeKapCTBEHHOro
npenaparta nocpeacTBOM NO3UTUBHOTO BAUSAHMA Ha AeNCTBUA COTPYLAHUKOB CUCTEMBI 340aBOOXPaHEHU
M MauMeHTOB B LEeNAX MUHMMM3aLMKM pucka. ObpasoBaTesibHble MaTepuanbl AONXKHbI ObiTb CO34aHbI
NcXoan U3 NpPeanosorKeHUs, YTo CYLLLeCTBYET MPaKTUYECKM BbINOJHUMAnA U AeCTBEHHAsA peKomMeHaaums
Ans uenesoro ob6pasoBaHMA M YTO NPUMEHEHME LAHHOW Mepbl CYUTAETCA BAXKHOM W 3HAYMMOWN AnsA
MWUHMMM3ALUMUM PUCKA U (MAK) ONTUMU3ALMM COOTHOLIEHUSA "NoJb3a - pUCK".

Mcnonb3yemble B KOHTEKCTe 06pa3oBaTenbHOM MNporpammbl 06pa3oBaTesibHble MHCTPYMEHTbI
MOTYT MMETb HECKO/IbKO Pa3/IMYHbIX LLeSIEBbIX ayAuUTOPUIA, MOryT OblTb HanpasaeHbl 6onee Yyem Ha 1
npobnemy, cBA3aHHyIO C 6e30MacHOCTbIO, M MOTYT nepenaBaTbCAd C WCMO/b30BaHMEM KOMOWMHaLMK
WMHCTPYMEHTOB W CpeacT8 MaccoBon WHpopmaumm (Ha OymakHOM HocuTene, ayauo, BUAEO, B
MHOOPMALNOHHO-TENEKOMMYHUKALMOHHOM cetu "NnTepHeT", nepcoHanbHoe obyueHue).
PekomeHayeTca npeacTaBaeHne MaTepuanos B gnanasoHe ¢opmaToB B Lensx obecneyeHns AoCTyna, B
TOM YMUC/Ie B C/IyYae BbIXOAA U3 CTPOA cpeacTBa MHGOPMUPOBAHMUA UM HEBO3MOXKHOCTU UCMO/1b30BaHNA
MHPOPMALNOHHO-TENEKOMMYHUKALMOHHOWM ceTh "UHTepHeT".

CopepykaHue ntobbix 06pa3oBaTesIbHbIX MATEPUAIOB AO/KHO ObiTb MOJHOCTBIO COM/IACOBAHO C
AencTeyloLlen ogobpeHHoM MHOPMaUMEN HA SIeKapPCTBEHHbIN npenapat, Takoh Kak OX/1MN wan UMM
(1B). dnemeHTbl peknambl (NpsMble UAN 3aBYa/IMPOBaHHbIE) HE OOJIKHbI BKAOYATLCA B COAEprKaHue.
AKLEHT obpasoBaTe/ibHbIX MaTepuasoB AO/MKEH OblTb CAefaH Ha PUCKKU, MMEIOLME OTHOWEeHWe K
NeKkapcTBeHHOMY Mpenapaty, W ynpaejeHue TaKUMWU PUCKaMK, TPEBYIOWMMMN AOMOAHUTENbHbIX Mep
MWHMMM3ALNU PUCKa.

Jllobaa ob6pasoBaTesnbHaa nNporpamma [O/KHA ObiTb MNOMHOCTbIO OTAENEHA OT PeKJAaMHbIX
OENCTBMIA, a KOHTAaKTHYIO MWHPOPMaLMIO Bpayeld M NAUMEHTOB, MOAYYEHHYIO NOCpeacTBOM
06pasoBaTeibHbIX MPOrpamMmm, He cieayeT UCMO1b30BaTb B PEKAAMHbIX Liennx.

O6pasoBaTesibHble UHCTPYMEHTbI, ONMCaHHbIE HUXE, MOXKHO paccmaTpuBaTb B MHAMBWUAYANbHOM
nopsifke Ui B KoMbuHauMm Npu paspaboTke obpa3oBaTesIbHOM NPOrpammbl B LIeAX LONOJHUTEbHOM
MWHMMM3ALMU PUCKA.



12.2.2.1.1. ObpasoBaTtesibHble MHCTPYMEHTbI.

Ob6pa3oBaTefibHble MHCTPYMEHTbI A0/IKHbl MMETb ONpPeAe/sIeHHY0 HanpaBAeHHOCTb M BK/OYaTb
OZiHO3HaYHOEe onpefesieHMe pMUCKa NO paccmaTprMBaeMon Npobneme, xapaKTePUCTMKY AaHHOIO PUCKa U
KOHKPETHbIX  AEeNCTBUIA, KOTopble  AO/IKHbl  ObITb  nNpeanpuHATbl  PaboTHUKaAMKM  CUCTEMbI
3/1paBOOXpPaHeHMA U (MAK) NauMeHTamM B LeNaX MUHUMMN3ALLIMN TaKNX PUCKOB.

daHHas wuHbopmauns [A0/MKHA ObiTb aKUEHTMpOBaHa Ha YeTKO onpedesnieHHbIX AeUCTBUSIX,
MMEIOLLUX OTHOLWEHME K cneundryeckum npobaemam no 6€3o0nacHOCTM B N1aHE MUHUMMW3AUUM PUCK],
M He JONXKHA BKAOYaTb MHPOPMaLMIO, KOTOpas He UMeeT HenocpeacTBEHHOIrO OTHOLWEHUA K Npobaeme
no 6e30nacHOCTU M KOTOpas Haa/exKawmm obpasom npeacrasneHa 8 OX/1M nav UMM (NB).

dnemeHTbl MHPOPMALIMM ANA BKAKOYEHUA B 06Pa3oBaTe/ibHble MHCTPYMEHTbI UM MEeToAbl MOTyT
npeaycmaTpusaTb:

a) PYKOBOACTBO MO Ha3HAYeHMIO NEKapCTBEHHOro npenaparta, BKAlYaA BblbOp nauueHTa,
KOHTPOJ/1b 1 MOHUTOPUHT, HanpaBaeHHbIE HA MUHUMM3ALMIO BaXKHbIX BbIBOPOUHbIX PUCKOB;

6) pyKOBOACTBO MO YNpPaBAEHMIO TAKUMWN PUCKAMM (419 COTPYAHNKOB CUCTEMbI 34PaBOOXPaHEHNS,
NaLMeHTOB UK NNL, OCYLLECTBAAILLMX YXO4, 32 HUMM);

B) PyKOBOACTBO NO npeactaBaeHUto MHd)OpMaLI,MM O BbIAB/NEHHbLIX HEXeNaTe/ibHbIX peakyunax,
npeacraBnAarowmx 0cobblit UHTEPeEeC ANA XapPaKTeEPUCTUKKN onpeaeneHHoOro pucka.

12.2.2.1.1.1. OG6pasoBaTenbHble WHCTPYMEHTbl WAW MeToAbl [ANA COTPYAHUMKOB CUCTEMDI
3[paBOOXPaHEHMA.

Uenbio noboro o6pasoBaTenbHOro WMHCTPYMEHTa WAM MeToda ANsA COTPYAHMKOB CUCTEMBI
3/ paBOOXPaAHEHNA ABNAETCA NpeacTaBieHne cneundnyecknx peKomeHaaumii No NpUMeHeHuto, U (1an)
NPOTUBOMOKA3aHU, U (MAKN) NPesoCTePEerKeHUI, CBA3aHHbIX C JIEKAPCTBEHHbIM Mpenapatom U
cneumMdUUYEcKMMU PUCKaAMU, HYXKAAOWMMUCA B OOMNOJIHUTENbHBIX Mepax No MWUHUMU3ALUKM PUCK],
BK/lOYasA:

a) BbIGOp NaLMEHTOB;

6) METOAMNKY NeYeHUn, PEKUM A03NPOBAHNA, KOHTPOJIb U MOHUTOPUHT;

B) CneumanbHble aAMUHUCTPATUBHbIE NPOLLEAYPbI UM OTMNYCK IeKapCTBEHHOTO Npenapara;
r) geTanbHas MHPopMaLMA, KOTOPYH HEOBX0AMMO NpPeaCcTaBUTb MaUuUeHTam.

Boibop ¢dopmaTta obpa3oBaTesibHOFO MHCTPYMEHTa WAW MeToZa 3aBUCUT OT MpeacTaBasemoi
nHpopmaumn. Ecnm HeobxoaMmo coBepwnTb ONpeaeNeHHoe KOMYECTBO AEWCTBUI nepes BbIMMUCKOWM
peuenTa MHAMBMAYANbHOMY MaUMEHTY, TO NOAXOAALMM GOPMATOM MOMKET BbiTb KOHTPO/IbHbIN JINCT.
dopmaTt 6polutopbl MOXKeT bbiTb 6onee NOAXOAAWMM A1A OCO3HAHMA CNeLUMasMCTaMn KOHKPETHbIX
PUCKOB C aKLLEHTOM Ha PaHHEM BbIABAEHUWN U YNPaBAEHUN HeXKeNaTeNbHbIMU PeakuMamMK, B TO BpemMs
KaK naakaTbl MOTyT codep:kaTb MPUMEHWMble TepaneBTUYECKMEe PYKOBOACTBA WMAM CXEMbl Mpuema
NeKkapcTBeHHOro npenapata. MoxeT 6biTb 0TA4AHO NpeanoyTeHne Apyrum dopmaTam, B 3aBUCMMOCTU OT
HanpaeaeHHOCTHN, 06beMa MHPOPMaLMK, LLeNeBOMN ayAUTOPMM U UHbIX GaKTOPOB.

12.2.2.1.1.2. OG6pasoBaTesibHble WHCTPYMEHTbl MAM MeToAbl [AAA NauMeHToB W v,
OCYLLECTBNAIOLMX YXO4 338 HUMMW.

O6pa3OBaTEI'IbeIe UHCTPYMEHTbI UAN MeTOo4bl ANnA nauneHTa OOJTIKHbI 6bITb HaueneHbl Ha
yaydweHune noHMMaHunAa nauneHTamm nam aimgamm, ocywecTtBaarownmmm yxon, npu3Hakos n CMMNTOMOB,
CywecCTBeHHbIX ONA pPaHHEro BblABAEHUA CI'IELI,M(I)MLIECKMX HeXenaTe/ibHbIX peaKLI,VIVI, Tp66WOUJ,MX



NPUHATUA OONOJHUTENbHbIX Mep N0 MMHMMM3ALMM PUCKA, A TaKKe ONTMMMU3auMKM JanbHenero
BeAeHUA naumeHTa. Ecam ato aBnAeTca ymecTHbIM, 06pa3oBaTeIbHbI UHCTPYMEHT WM METOL, MOMKET
6bITb MCNONB30BaAH ANA NpPeacTaBAeHMA MHPOPMaLMM M HAMOMUHAHMA NALUUEHTY O BaXKHbIX AENCTBUAX
(no BemeHuo 3anuceit NO [A03MPOBAHUIO JIEKAPCTBEHHbLIX MPENAPaToOB WM  AUATHOCTUYECKUM
npoueaypam, KoTopble A0/XKHbI ObiTb 3aperncTpMpoBaHbl UK BbINOJHEHDBI NALUEHTOM C NOCAEAYOWMM
obecyKaeHnem ¢ paboTHMKaMM CUCTEMbI 34PaBOOXPaHEHUA B Lenax obecneyeHnsa cobaopeHma ntobbix
3TanoBs, HeobXxo4MMbIX 1A 3GGEKTUBHOTO NPUMEHEHUS IEKAaPCTBEHHOTO Npenapara 1 ap.).

12.2.2.1.1.3. MamATKa AN NauneHTa.

Llenblo AaHHOTMO MHCTPYMeHTa fBASETCA rapaHTMa TOro, 4To crneuuanbHas wHopmauua B
OTHOWEHMM TeKyWero JieyeHMs MnNauMeHTa W CBA3AHHbIX C JIeYEHMEM PUCKOB (Hanpumep,
noTeHUManbHble B3aMMOOENCTBUMA C APYIMMW JIEKAPCTBEHHbIMKM NpenapaTamu) Bcerga MmeeTcs B
pacrnopsXeHUn nauMeHTa M AOCTyNHa COOTBETCTBYIOLWEMY COTPYAHMKY CUCTEMbI 34PaBOOXPAHEHMs.
NHpopMaums foMKHA CoepKaTb HEOBXOAMMbI MUHUMYM A8 Nepefayn KNUeBbiX UHCTPYKLUMI No
MWUHMMM3AUMM  PUCKA M HeobXxoguMbIX  AeUCTBMM, obneryarowmx CoCTosHME npu  NobbIx
06CTOATENbCTBAX, B TOM YMC/IE SKCTPEHHbIX. OAHOW M3 KAOYEBbIX XapaKTEPUCTUK AAHHOTO UHCTPYMEHTa
[A0N1XHa 6bITb NOPTATUBHOCTb.

12.2.2.1.2. lporpamma KOHTPOANPYEMOTO 4OCTyNa.

Mporpamma KOHTPO/IMPYEMOrO AOCTyMNa COCTOMT U3 ONepPaTUBHbIX Mep, HaLle/IeHHbIX Ha KOHTPO/b
AOCTYNa K JIeKapcTBEHHOMY npenapaty 3a npeaenamu YPOBHA KOHTPOAA, rapaHTMPOBAHHOMO
CTaHAAPTHBIMM MepamMu N0 MUHUMM3ALMWM PUCKA, TO €CTb PeryiaTOPHbIM CTaTyCOM JIeKapCTBEHHOMO
npenapata. KoHTponupyembliA AOCTYyN ciaefyeT paccMaTpuBaTb B KayecTBe MeToZa MMHMMM3ALMM
CEpPbE3HOT0 PWUCKA ANA NeKapCTBEHHOIO npenapata C A0Ka3aHHOW MNOAb30WM, KOTOPY Henb3A
AOCTUTHYTb 6€3 AOMNONHUTENbHbIX MEP MWUHMMMU3ALMKW BCAeACTBME PUCKA BO3AENCTBMA Ha 340pOBbe
NauneHToB.

Mpumepbl TpeboBaHMI, KOTOpble AO0/MKHbI 6biTb BbINOMHEHbI A0 Ha3HAYEHUA NEeKapPCTBEHHOrO
npenapata, U (Mau) oTnycka, M (MAM) MCNONb30BaHMA B MPOrpamme KOHTPOJIMPYEMOro AO0CTyna,
nepevyncneHbl HUXe (OHVI MOTYT BbINOJIHATLCA UHAOUBUAOYA/IBHO WAU B KOM6MHaLI|VIVI Cc gpyrumu
TpeboBaHMAMM):

a) cneunduuyeckme MeToAbl KOHTpona u (Man) obcnefsosBaHua nauueHTa Ana obecnedyeHus
COOTBETCTBUA ONpeae/ieHHbIM KANHUYECKUM KPUTEPUAM;

6) Bpay, BbINWUCbIBAIOWMI NEKAPCTBEHHbIM nNpenapaT, GapMaLeBTUYECKUI  pPabOTHMK,
OTNYCKaloWMI IeKapcTBEHHbIN Npenapart, U (MAn) nauneHT, AOKYMEHTaNbHO NOATBEPKAAIOT CO CBOEW
CTOPOHbI NOJIyYeHNE U NOHMMAHME MHPOPMALMUN B OTHOLLIEHWUM CEPbLE3HOTO PUCKA, COMPAXKEHHOrO C
NPMMEHEHWEM IeKapCTBEHHOro Npenapara;

B) TOYHble npoueaypbl MO CUCTEMaTUYECKOMY nocneadyloliemy HabalaeHUIo 33 MauueHTOM
nocpeacTBOM PerucTpaumm B cneumanbHom cucteme cbopa AaHHbIX (B perucTpe naumeHToB) u ap.;

l') NEKapPCTBEHHbIE NMPenapaTbl MOTyT 6bITb nony4yeHbl TO/IbKO B aNTEKaAxX, UMerLWnX TMUEH3NIO Ha
OTNYCK TaKOro IeKapCTBeHHOIo npenapara.

B onpegeneHHbIX Cy4yasx B KayecTBe MHCTPYMEHTa KOHTPOJIMPYEMOro AocTyrna MoryT 6biTb
MCNoab3oBaHbl TpeboBaHMA O NPoBeAEeHUWM cheumanbHOro 06ciefoBaHUA MAM KOHTPOIA COCTOAHUA
nauneHTa. Hanpumep, KOHTPOAb COCTOSHMA NaumeHTa, NabopaTopHble MOKasaTenu WAM WHble
Xapaktepuctnkun (3Kl u ap.) go nedyenusa u (Man) B npouecce AevyeHun, aHanmsbl GYHKLUUU MEYEHMU,
perynapHble aHanu3bl KPOBW, TECT Ha 6GepemeHHOCTb (KOTOPbI MOXKET ABAATbCA KOMMOHEHTOM
nporpammbl NpeaoTspalleHns 6epemeHHOCTM). Mepbl O0MXHbI ObiITb BBEAEHbI B AeNCTBUE B LENAX
obecneyeHna KOHTpoNa B cooTeeTcTBuM ¢ OXJIM, Korga aTo ABAAETCA KPUTUYECKMM GAaKTOPOM C TOYKU
3peHuMA COOTHOLLEeHMA "Nonb3a - pUCK" NekapcTBeHHOro npenapaTa.



12.2.2.1.3. ipyrne mepbl MUHUMM3ALUN PUCKA.
12.2.2.1.3.1. Mporpamma npeLoTBpaLLeHNa GepeMeHHOCTH.

Mporpamma npenoTBpalleHna 6HepemeHHOCTM npeacTaBaseT coboil  COBOKYMHOCTb  Mep,
HanpaB/eHHbIX Ha MMHUMM3ALMIO PUCKA BO3AENCTBMA NEeKapCTBEHHOrO npenaparta C U3BECTHbIM WK
NOTEHUMaNbHbIM TepaToreHHbIM AENCTBMEeM Ha naog B nepuos 6epemeHHocTW. [JaHHaa nporpamma
AONKHa obecneunBaTb BHEAPEHWE TaKOTO MeXaHM3Ma KOHTPOASA, NPU KOTOPOM MaUMEHTbl YKEHCKOro
nosna He 6bln 6epeMeHHbIMM B Hayane Tepanuu A He 3abepemeHenn Ha NPOTAXKEHUN Kypca JleYeHus
n (Mnn) onpepeneHHOro NPOMEXKYTKA BpemeHW Moc/ie MNpeKpalleHna Tepanuu. [porpamma
npegoTBpaLLEHNs BepeMeHHOCTM TaKKe MOXKET BbiTb OPUEHTMPOBAHA Ha NALMEHTOB MYKCKOroO nosa B
Clyyae, eciM MNpUMEHEHWe JfIeKapCTBEHHOro npenapata 6MONOrMYECKMM OTLUOM MOXKET MMETb
HeraTMBHble NOCAeACTBUA ANA Ucxona bepemeHHOoCTy.

Mporpamma npeaoTBpalleHMa OepemeHHOCTM coYeTaeT MpUMeHeHMe 0b6pasoBaTesibHbIX
WMHCTPYMEHTOB M COOTBETCTBYIOLMX MHCTPYMEHTOB KOHTPOAA AOCTyNa K JIeKapCTBEHHOMY npenapary.
Cneayiowme snemeHTbl cnegyeT paccMaTpuBaTb Kak WHAOMBWUAYANbHO, TaK M B COBOKYMHOCTM MpM
NJIaHMPOBAHMM NPOrPAaMMbl NPeAOoTBPaLLEHN BepeMeHHOCTH:

a) obpasoBaTesibHble MHCTPYMEHTbI, HamnpaB/ieHHbIE Ha COTPYAHWKOB CUCTEMbI 34PaBOOXPAHEHUS
M NauMeHToB, B LENAX MHGOPMWMPOBAHMA B OTHOWEHWUM TEpPaTOreHHOro pPUCKa U HeobXoAUMbIX
AeNCTBUI ANA MMHMMM3ALMU OAaHHOTO pUCKa (PYKOBOACTBO MO MCNOAb30BaHUIO 6onee yem 1 meTosa
KOHTpauenuuMn 1 pyKoBOACTBO MO Pas/IMYHbIM BUAAM KOHTPALENTUBHbIX CpeacTs, MHbopmaLMa Ans
naumneHTa B OTHOLIEHWUW ANUTENbHOCTU Nepunoaa, B TeYeHne KoToporo cneayet usberatb 6epeMeHHOCTH
nocsae NpekpaLweHns NeYeHnsa u ap.);

6) KOHTPO/IMPYEMbI/ AOCTYN Ha YPOBHE Ha3Ha4YeHMA MKW OTMYCKa NeKapCTBEHHOro npenapaTa
obecneyeHnem BbINONHEHUA TecTa Ha 6epeMeHHOCTb M KOHTPOJIEM OTPMUATENbHbIX pPe3y/abTaToB
MeANLMHCKMM 1 hapMaLeBTUYECKMM PaboOTHUKOM nepes HasHauYeHWeM UM OTMNYCKOM /IeKapCTBEHHOMO
npenapara;

B) OrpaHMYeHne MakcMMasibHOro CpoKa AencTBuA peuenTa 30 KaneHaapHbIMK AHAMM;

r) KOHCY/IbTUPOBAHME B C/lyyae HenpegHaMmepeHHON 6epeMeHHOCTM U OLLEHKa UCX04a CayvalHow
bepemeHHOCTH.

CneayeT TaKKe paccMOTPeTb LienecoobpasHOCTb BHEAPEHUA U AM3aliH perncTpa 6epemeHHbIX aan
perncTpauum AaHHbIX NO BCEM MNaUMEHTaMm, KoTopble 3abepemeHenn B NpoLecce edyeHus Wau B
COOTBETCTBYIOWMI NEpUoa BpemMeHM C MOMEHTA OKOHYaHMA neyeHus (Hanpumep, B TeuyeHue 3
mecAues).

12.2.2.1.3.2. HenocpeacTeeHHoOe obpalleHne K COTPYAHMKAM CUCTEMbI 34p0aBOOXPaHEHMS.

HenocpeactseHHoe obpalleHme K COTPYAHMKAM CUCTEMbI 34PaBOOXPAHEHNA ABAAETCS aKTUBHOM
dopmoit MHPopmMpoBaHMA Mo H6e30MacHOCTU, NOCPeACcTBOM KOTOPON MHPopMauma npeacTaBaseTcs
AepyKaTeniem pPerucTpaLmoHHOro yA0CTOBEPEHUA WM YNOJHOMOYEHHbIM OpPraHOM rocyAapcTB-4/1IeHOB
HenocpeacTBEHHO COTPYAHMKAM CUCTEMbl 34PaBOOXPAaHEHMA B Uenax WMHOOPMMPOBAHMA UX O
HeobXoAMMOCTU MNPEeANpPUHATbL CepbesHble AEeWCTBUA WMAM afanTMPOBaTb MPUHATYI0 MeAMUMUHCKYIO
NPaKTUKY C LeNblo MUHUMU3AUMK ONPeaeneHHbIX PUCKOB U (MAKN) CHUMKEHUA TAXKECTU HeXKenaTesbHbIX
peaKkumii 1eKapcTBEHHOro Npenapara, ykasaHHbIX B pasgene 11 HacToawmx Mpasua.

12.2.3. BbinosiHEHNE Mep MUHUMM3ALUN PUCKOB.

JononHutenbHble mepbl MUMHUMU3ALUN PUCKA MOTYT BKAKOYATb 1 MAM HECKOJIbKO aKTUBHbIX Mmep,
KOTOpble OO0NXKHbI BHEAPATLCA U BbINMO/IHATLCA B PaMKaX OI'IpG,CI,EﬂGHHOVI u,enesoﬁ rpynne. Hagnexxawee
BHUMaAHWE OO/TKHO yOENATbCA KaK BPEMEHHBbIM paMKaM peasin3daunmn mepbl MMHUMU3AUNN PUCKA, TaK U



npoueaypam, HanpaB/feHHbIM Ha [OCTUXKEHMe ueneil B uenesoi rpynne. Hanpumep, oaHoKpaTHoe
BbiMO/IHEHME 06pa3oBaTe/ibHbIX WMHCTPYMEHTOB WMAM MeToAoB "nepen 3anyckom'" nporpammbl no
peannsaunm mep MoXKeT bbITb He0CTaTOYHbIM A1 obecnevyeHmns Toro, YTobbl OXBAaTUTb MHPOpPMaLMei
BCEX MEAMULMHCKUX COTPYAHWMKOB, MOTEHLMAIbHO BbIMMCbIBAIOWMX IEKAPCTBEHHbIW npenapat, u (uam)
notpebuteneir, B TOM YMCne HOBbIX MeAUUNHCKMX PabOTHUKOB U noTpebutenein. MoKeT BO3HUKHYTb
HeOHXOAMMOCTb B AOMNONHUTE/NIBHOM MNEPUOANYECKOM MepepacnpeseneHUn UHCTPYMEHTOB WM
MeTOZ0B Noc/ie 3amnycka NporpamMmmbl MO peanusaumm mep. Hagaerkaliee BHUMaHME AOMKHO yaenaTbea
obwemy popmaTy 06pa3oBaTeNbHbIX MHCTPYMEHTOB UM METOA0B A5 obecnevyeHna YeTKOro pasnmuma
C PasANYHbIMU peKkNnamHbIMM MaTepuanamu. [peactaBneHne o6pa30OBaATENbHLIX MaTepuanos ANs
COrnacoBaHMA B YMNOJHOMOYEHHbIN OpraH rocyAapcTBa-yieHa AOJ/IKHO OCYLEeCTBAATLCA OTAENbHO OT
nepeaayv pekaMHoro matepuasna, npyM 3TOM B CONPOBOAUTENBHOM NUCbME A0JIKHO 6bITb 0603HauYeHo,
ABNAOTCA NM  MaTepuanbl pPeknamHbIMM MAM obpasoBatenbHbiMU. Ob6pasoBaTesibHble MaTepuansi
cnenyeT PacnpoCTPaHATb OTAE/IbHO OT PEK/IAMHbIX MaTepMUanoB C YKa3aHMEM TOrO, YTO OHU He ABASIOTCA
peknamHbiMU. MexaHM3Mbl obecneyeHnn KayecTBa AOJIXKHbl rapaHTUPOBaTh, YTO MMEIOLLMECS CUCTEMDI
pacnpocTpaHeHMs COOTBETCTBYIOT MOCTaBJAEHHOW UEANn Mepbl MUHMMM3AUMM pPUCKa U sBAAKOTCA
KOHTPO/IMPYEMbIMMU.

12.2.4. OueHKa 3¢ PEeKTUBHOCTM MEP MUHUMU3ALLUM PUCKA.

OueHka 3pPEeKTUBHOCTN MEP MUHUMM3ALUN PUCKA ABAAETCA HeobXxoAMMOM ANnA yCTaHOBAEHMUA
3QPEKTUBHOCTM aAKTUBHbLIX MEpP MWHMMMU3AUMM pPUCKA, NPUUUH  HeaDEeKTUBHOCTM, a TaKKe
HEeobXoAMMOCTU KOPPEKTUPYIOLWNX AencTBUN. OueHKa 3GPEKTUBHOCTU MEpP BbIMOJIHAETCA MO KaxKaoWn
Mepe MUHUMMU3ALUKN PUCKA M ANA NPOrPaMMbl B LLEIOM.

OueHka 3¢pPeKTUBHOCTM Mep A0/KHA PacCMaTpMBaTb Pas/iMyHbIe acreKTbl BbIMOJHAEMON Mepbl
MMHUMM3ALNKN PUCKA: caM NpoLecc (To ecTb cTeneHb BbINOAHEHUA 3an1aHNPOBAaHHOW NPorpammsl), ee
BO34ei1CTBME Ha 0CBEAOM/IEHHOCTb U U3MEHEHUA B MOBEAEHUM LLesIeBOM rpynnbl, a TakxKe pe3yabTaT (B
KaKoW cTeneHu bbian AOCTUMHYTLI e MUHUMMW3aUMKN PUCKa U 33 KaKOM CPOK). Bpems oueHKN Kaxaoro
acnekTa aKTUBHON Mepbl A0NXKHO 6biTb TLWLATENbHO CNAAHMPOBAHO B pamKkax MYP 40 MHMLMMPOBaHUA
mep.

Ona oueHKn 3GPEKTUBHOCTM Mep MUHUMM3ALUMW pUCKa CaedyeT MCnoib3oBaTb 2 rpynnbl
nokasartenen:

a) NoKasaTenu npouecca;
6) nokasaTtenu pesynbrara.

NokasaTenn npouecca HEO6XOAMMbI anAa c6opa AOKa3aTe/1bCTB yCNewHOCTU OCyLWeCTB/1EHNA BCEX
3TanoB mep MMHMMMU3ALMKU pUcKa. [JaHHaa rpynna nokasartenem npouecca A0NMKHa obecneuntb OLLeHKY
cteneHn BbINONHEHUA 3aI'I}'IaHMpOBaHHOﬁ nporpammbl N A0OCTUXKEHUE Tpe6yeN\oro BINAHNA Ha
nosegeHne mnun AEVICTBMH u,eneBoﬁ rpynnobl. NoOKasaTenn BbIMNONHEHWA MPOrpPaMmmbl AO0JIKHbI 6bITb
onpegenieHbl 3apaHee M OTCAEXMBATBCA HA MPOTAXKEHMWU BbINOAHEHUA Nporpammebl. loayyeHHble
AadHHblI€ N ONbIT MOTyT 6bITb MCNOIb30BaHbI ANA OoNTUMU3aLLUN KOPPEKTUPYHOLW KX AeﬁCTBMVI B Cay4dae ux
HGO6XOLI,I/IMOCTI/I. OueHKa BbINOAHEHMUA npouecca TakXe MOXKET yny4ywunTb NOHMMaHME npoueccos m
NMPUYUHHBIX MEXaHU3MOB, B CUTY KOTOPbIX AOMO/IHUTENbHbIE MEPbl MUHUMU3AUNN PUCKA NO3BOJINN
UM He No3BO NN ,£|,06MTbC‘r'I KeNaemoro KoOHTpoAa CI'IeLl,VId)VI‘-IECKVIX PUCKOB.

MokasaTenu pesynbTaTa obecneunBaoT OBLLYIO OLLEHKY CTeneHW KOHTPOAA pPUCKa, AOCTUIHYTOro
NnocpeacTBOM BHEAPEHUA Mep MMHMMU3ALMKM pUCKa. Hanpumep, ecan uUenbio onepaTMBHOW mepbl
ABNAETCA CHUMKEHME YacTOTbl U (MIN) TAXKECTU HexenaTeNbHOW peakumn, KOHEeYHbI KpUTepuii ycnexa
byaer npusA3aH K AaHHOW Lenun.

Mo pesynbTaTam npoueaypbl OLUEHKN 3GPEKTUBHOCTM MEP MUHUMMU3ALMK PUCKA AeNaeTcs BbiBOA,
0 BO3MOKHOCTU AaNbHENLLEro BbINONHEHMA OLEHUBAEMOW MEPbl MMHUMMU3ALMK PUCKa 6e3 M3MeHeHui



nmMbo o HeobxoguMmMocTn ee M3MeHeHUs. OueHKa 3GPEKTUBHOCTU Mep MUHUMM3AUUN PUCKA MOXKET
CBMAETENbCTBOBATb, YTO AEATE/NIbHOCTb MO MMHMMMU3ALMU PUCKA ABASETCA HeLOCTAaTOMHON U [ONXKHa
6bITb ycuaeHa (nocpeacTBOM BHECEHUA U3MEHEHUI B NpeocTeperKeHna nan pekomeHaaumnu 8 OX/1MN u
MMM (N1B), ynyylweHUs YETKOCTU PEKOMEHAAUMIA N0 MUHUMU3AUUKM PUCKA U (MaKM) noakaoHeHnem
OOMNOJIHUTENbHBIX UHCTPYMEHTOB MO MMHMMM3ALMKU PUCKA WU yydlleHUMEM CYLLEeCTBYIOWMX M Ap.).
MHbIM pe3ynbTaToM NpoLeaypbl OLEHKM MOXKET CTaTb BbIIBAEHWE HECOOTBETCTBUA MEP MUHUMMU3AUMM
pUcKa MBO OTCYTCTBMA B Npoueaype OLEHKN TpebyeMoi HanpaBAeHHOCTU, B CBA3WN C YEM MOXKET ObITb
yMeHblleH obbem paboT no nporpamme WM PacCMOTPEHO ee ynpouleHue (yMeHblieHue 4ucna
WHCTPYMEHTOB, AN METOLOB MWMHUMM3ALMWU PUCKA, UM 4YacTOTbl BbINOAHEHWA OTAENbHLIX Mep Mo
MUHMMM3ALMUU PUCKA).

B gononHeHue K oueHKe 3GPEKTUBHOCTU Mep MUHUMMU3ALMKN PUCKA B yYNpaBaeHMK npobaemamu,
CBA3aHHbIMM C 6E30MacHOCTbIO, TaKXe BaXKHO OUEHUTb, MOXET /M  [ONONHUTENbHAA Mepa
MWHMMM3ALMU PUCKA MMETb HenpegHamepeHHble (HeraTMBHbIE) NOCNeACTBUA AN pPacCMaTpUBaeMON
npobaembl 340P0Bbs HAaceNeHUA B NPUBIUKEHHOM UM OTAANIEHHOM BPEMEHHOM MHTEpBAe.

12.2.4.1. Nokasartenu npouecca.

MNMokasaTenn npouecca ABAAOTCA MapamMeTpaMm OLEHKM obbema BbINOAHEHUS W3HaYyanbHOM
nporpammbl U (UIK) U3MEHEHUI B ee BbINONHEHUW. MOKasaTenn npouecca AO0NXKHbI AOMOJHATb, a He
3aMellaTb OLUEHKY AOCTUMEHUS HaMeYeHHbIX Lenein nocpeAcTBOM peanusaumMm mMep MUHUMU3AUUK
pucka (nokasaTtenu pesynbTata). B 3aBUCMMOCTM OT XapaKTepa aKTMBHbIX Mep, Pa3/InyHble NokasaTenu
npoLecca MoryT bbiTb onpeaesieHbl A8 OUeHKN X 3dEeKTUBHOCTH.

12.2.4.1.1. JocTuKeHWe LeneBom Nnonyaaumm.

Koraa mepbl MMHMMU3AUMKU PUCKA BKIOYAIOT NPeaocTaBieHne UHPOPMaLUN U PYKOBOACTB ANSA
COTPYAHWKOB CUCTEMbI 34PaBOOXPaHEHMs W (MAM) nauueHTOB MoCpeacTBOM 06pasoBaTesibHbIX
MeToZ0B, C/eayeT WCMo/b30BaTb Mepbl OLEHKM PacipOCTPaHEHUs MHbOpMauun aasa MnoayvyeHus
6a30BbIX AAHHbIX MO BbINOJHEHMIO. [JaHHbIe MOKa3aTenn AOJIKHbI ObITb OPUEHTUPOBAHbI Ha OLLEHKY
COOTBETCTBUA UCMOIb3YEMOTO0 MHCTPYMEHTA AJ/1A LeNeBoW rpynnbl (Hanpumep, COOTBETCTBYIOLLMIA A3bIK,
PVCYHKM, AMArpaMmmbl, rpaduyeckme MHCTPYMEHTbI) UM OLEHKY GAaKTUYECKOro NoJlyYeHUss maTepuanos
LeneBon rpynnoi.

12.2.4.1.2. OueHKa KAMHNYECKNX 3HAHWUA.

B uUenax OUEHKM OCBeAOM/IEHHOCTM LeseBOM rpynnbl M YPOBHA 3HaHWNA, MOAYYEHHbIX
nocpeacTsom obpasoBaTesibHbIX ONepaTUBHbIX Mep U (Maun) npeactasneHna nHbopmaumm (OX1M m gp.),
cnegyeT NPUMEHATbL CTPOTME Hay4YHble METOAbl aHAIMTUYECKUX OMPOCOB.

AHanUTUYECKMIM oNpoc 06bIYHO BK/IHOYAET OCHOBHbIE CTaHAAPTHbIE BOMPOCHI, OTBETHI HA KOTOpbIe
AONycKaeTca NpeacTaBaATb Mo TenedoHy, B IMYHOM MHTEPBbLIO UM OTNPABAATL NO NoYTe (3/1eKTPOHHOM
noute). AHANUTUYECKNE ONPOCHI CIeAYeT BPems OT BPEMEHU NOBTOPATD.

Takol noaxon MOXeT 6bITb adanTnpoBaH K KOHTPOJZIKO OTHOWEHMA U oCBEeOOMNIEHHOCTMN B
penpe3eHTaTuBHbIX rpynnax COTPYAHUKOB CUCTEMDbI 34PaBOOXPaHEHNA U (I/II'II/I) naunMeHToB NocpencTtsom
COOTBETCTBYHOLUMNX NCUXOMETPUYECKUX BEJIUHUH. Ona BbINOAHEHUA OUEHKMU cneagyer onpenenntb
aAEKBaTHbIﬁ obbem Bbl60pKV|, BK/IlO4YEHKME B KOTOPYHO BbIMOJ/IHATb C UCNOJ/Ib3OBAaHNEM PaHOOMU3aALNN.

Hagnexawee BHWMaHVEe credyeT yaenuTb UeAsM  aHAa/IMTMYECKOro Oonpoca, AW3aiiHy
nccnenoBaHua, o6bemy BbIBOPKM U penpe3eHTaTUBHOCTU, ONepPaLMOHHbIM OnpeaeeHUAM 3aBUCUMbIX
N HE3aBMCUMMbIX MEePEeMEHHbIX, a TaKKe CTaTUCTMYECKOMY aHanu3y. TuaTenbHoe BHUMaHWEe AONKHO
6bITb TaKKe yaeneHo Bblbopy Hanbonee COOTBETCTBYIOLWLMX NHCTPYMEHTOB NO CO0PY AaHHbIX (aHKeTbI,
ONpPOCHUKKN 1 Ap.).

12.2.4.1.3. OueHKa KIMHUYECKUX AeNCTBUNA.



B uenax oOueHKM IPPEeKTUBHOCTM 06pasoBaTeNbHbIX ONepaTUBHbIX Mep U (KMau)
nHpopmaumoHHoro obecneyeHnsa cnegyeT onpeaennTb HE TOMbKO KAMHMYECKME 3HAHMA, HO M
OCHOBAHHbIE HA HUX KIMHUYECKME AeUCTBUA (Hanpumep, HasHaYeHMe NeKapCTBEHHOTO npenapaTa).

NccnepoBaHMa NO  MCNONb30BAHUIO /IEKAPCTBEHHOrO npenapata nocpeacTBOM BTOPUYHOIO
NCMO/Ib30BaHMA [AaHHbIX 3/EKTPOHHbIX MEAMLMHCKMX KapT c/iedyeT paccMaTpuMBaTb KaK LLEHHbIN
WHCTPYMEHT AN KOAIMYECTBEHHOM OLEHKM KAMHUYECKUX AEUCTBUI ANna npeacTaBuTens uUenesBoi
rpynnbi.

AHaNM3 NUCTOB Ha3HaYeHUA IeKapCTBEHHbIX NpenapaTos, 0CO6EeHHO BO B3aMMOCBA3U C APYrMMMU
OaHHbIMM NaUMEHTOB (KAMHMYECKMe, Aemorpaduyeckme AaHHble U Ap.), MOXKeT obecneynTb OLEHKY
Ha3HauyeHMA NeKapCTBEHHbIX NpenapaToB, BKAOYaA COBMECTHOE Ha3HayeHue 2 B3aMMOeNCTBYOLLMX
NIeKapCTBEHHbIX MpenapaTtos, COOTBETCTBME pPeKoMeHAaumMaM no NabopaTopHOMY MOHUTOPUHTY, a
TaK)Ke BbI6OP N KOHTPO/Ib COCTOAHUA NaLMeHTa.

MpUMeHAs COOTBETCTBYIOLLME CTAaTUCTUYECKME METOoAbl (aHaNN3 AMHAMUYECKMX PALOB, aHaAU3bI
BbIXXMBAaEMOCTH, JIOTUCTUYECKAn perpeccus W Ap.) ANA KOropTbl noTpebuteneir nNeKkapcTBEHHbIX
npenapatoB, MOXHO CAenaTb OLUEHKY pPa3INYHbIX acMeKToB Ha3HayeHus Wan nNpUMeHeHun
NIeKapCTBEHHbIX MPEenapaTtoB, 4YTO MOMKET MO3BO/UTb BbIMOJAHUTL MPOrHO3 MWHUMM3ALIMK  PUCKA,
BbIXOAALLMNA 33 PaMKU UCKNHOYUTENbHO ONUCAHMUA NOMYYEHHbIX 0Ka3aTeNbCTB.

12.2.4.2. NokasaTtenu pesynbraTa.

KoHe4yHbIMKu MHOWNKATOPaMM yCnewHOCTU nporpammbl MMHUMU3aAUNN PUCKa ABNAKOTCA pPe3yNbTaTtbl
noBsblleHMA 6e3onacHoOCTH NPUMeEHEHNA NEKAPCTBEHHOIO Npenaparta (‘-IaCTOTa n (M}'IM) CTeneHb TAXXeCTn
HeXXenatesibHbIX peaKu,m‘/'l B CBA3N C BO3AEﬁCTBMEM NeKapCTBEHHOrO NpenapaTta Ha NauneHTa BHE PaMOK
MHTEPBEHUMOHHOIO MUcCCnegoBaHMA, TO €eCTb €ro BO3,C|,€I7ICTBVIE B pPamMKaX HeWHTepBEHLMOHHOIO
MCCJ'IEAOBE]HMH). Pesynbtatbl No 6e3onacHoCTH AO/IKHbI  ABNATbCA MHAWKATOPaMh  yCNewHOCTU
nporpammbl MUHUMU3aAUNN PUCKa.

OueHKa, OCHOBaHHas Ha  AaHHbIX  MNOKasaTenAx, LO/BKHA  BKAYaTb  CPaBHeHMWe
aNNAeMNONOrM4eCKNX mep YaCToTHOCTU pe3ynbTaTa, TakMe KaK NoKa3aTesib YaCToTbl Uan KyMyﬂﬂTMBHOﬁ
YacTOTbl HeKenaTes/lbHOW peaKkunn, MONAYYEHHbIM B KOHTEKCTE MCCNefoBaHMK 6e30MacHOCTM Ha
NOCTPErucTpaumoHHOM 3Tane.

B cooTBeTcTBUM C N10OBIM noaxoAomM Hay4Hble U NPU3HaHHblIE NPUHUWNbI 3NN4EeMNON0INYeCcKoro
nccnengoBaHMA Bceraa AO0J1KHbl 6bITb pykoBoacCcTBOM ANnA OUEHKM KOHEeYHOro pacCcMatTpuBaemoro
NOKa3aTeNA pe3sy/sibTaTta.

C/'Ie,CI,VET Y4uUTbIBATb CPaBHEHME YaCTOTbl A0 U NOC/NE BbINO/IHEHNA MeP MUHUMU3AUNN PUCKa.

Koraa BbIMONHEHME OLLEHKM M pacyeTa 4O WM MOC/AE BbINONHEHUA Mep ABAAETCA MPaKTUYEeCKM
HEeOoCyLEeCcTBUMbIM (Hanpumep, Mepbl MUHMMM3ALUUU pPUCKa 6bliv BBeAeHbl B AeNCTBME B MOMEHT
NoJIyYeHUA PEerucTpaLMoHHOrO yA0CTOBEPEHMSA), NMOKa3aTe/lb YacToTbl MCXOZA, MOJIyYeHHbIM Ha 3Tane
nocie BbIMNOJHEHUA Mep, COOTHOCWUTCA C 3apaHee onpegesieHHbIM pPedepeHTHbIM 3HAYEeHUEM,
NOJIyYEHHbIM U3 IMTEPATYPHbIX MCTOYHMKOB, PETPOCMEKTUBHBIX AaHHbIX MEAULMHCKMX KapT NauueHToB,
0XKMAAEeMOoW YacToTbl B 06Wen nonyaauumn (Habaogaemblii aHaAn3 B CPAaBHEHMM C NpeanosaraembiMm U
4p.), VU JO/MKEH yuuTbiBaTb BO3MOMKHbIA 3PPEKT CTUMY/IMPOBAHMSA PenopTMpoBaHMA. Bbibop rpynnsbi
CPaBHEHMWA JO/MKEH BbITb HagNexKalmMm 06pasom 060CHOBaH.

YpoBeHb CNOHTAHHOIO PENOPTUPOBAHUA (YMCIO COOBLLEHNIA O NOAO3PEBAEMbIX HeXKenaTebHbIX
peaKkumax 3a GUKCMPOBaHHbIM NEPMOA BPeMEeHN) He CaedyeT paccMaTpMBaTh Kak NPUEMIEMYIO OLEHKY
YaCcTOTbl HEXKenaTeNbHbIX ABJAEHUI B MONYyAALMKM, MOAyYalOLWEeN neyeHWe, 3a WUCKAKOUYEHMEM OCObbIX
06CcTOATENBLCTB, KOrga 6asMcHas 4acToTa HeenaTeslbHOro fABAEeHWA B Trpynne HesHayuTesnbHas U
CYLLECTBYET Bblpa*KeHHan B3aMMOCBA3b MEXAY IeYeHNEM U HeXKeNaTeNbHON peakLuue.



Mpn Takux obCcTOATENBCTBAX, KOrga NpAMOe onpenefneHue CTerneHn puUcKka B paccmaTpuBaemon
rpynne ABAAETCA MNPAKTUUYECKU HEOCYLECTBUMbIM, CMOHTaHHble cooblleHMa morin 6bl No3BONUTH
caenatb NpeanosioKeHue OTHOCUTENIbHO MNPUOAU3UTENIbHONO 3HA4YeHMA YacToTbl HeXKesaTesibHOM
peakuMu B rpynne npu ycloBUKW, YTO HEKOTOPble 0OOCHOBAHHbIE AaHHble MOTyT ObITb NMOJIYYEHbl AA
OLLeHKM NOKasaTe 1A YPOBHSA PENOPTMPOBAHMA B KOHTEKCTE NPUMEHEHMA IeKapCTBEHHOro Npenapara.

XapaKTepHble MOrpewHoCcT!, KOTopble BAMAIOT Ha YPOBEHb PEnopTUPOBAaHWA B OTHOLUEHUM
npeanonaraemMblx HexenaTe/bHbIX pPeakuuid, MOryT MpMBECTM K pesynbTaTtaMm, BBOAAWMM B
3abny:kaeHue. Hanpumep, BBegeHME MPOrpPammbl MUHMMM3ALMU PUCKA KaK peakuusa Ha npobnemy,
CBA3aHHYI0 C 6e30MacHOCTbIO, BLIABMEHHYIO Ha 3Tane MOCTPErucTPaLMOHHOrO  MOHUTOPWHIA
NleKapcTBEHHOTO NpenapaTa, MOMKEeT CNocobCcTBOBATb MOBbLIWEHUIO OCBEAOM/IEHHOCTM B OTHOLIEHUM
onpeaeneHHbIX HexXenaTe/bHbIX Peakunii, YTO B KOHEYHOM CYETEe MOMKET NMPUBECTU K NOBbILEHHOMY
MOKasaTe/to pernopTMPOBaHUS.

Mpn Takmx o06CTOATENbCTBAX aHA/IM3  CMOHTAHHOIO PENOPTUPOBAHUA MOMKET MPUBECTU K
OLWMBOYHOMY 3aK/THOYEHMIO, YTO BMELLATENILCTBO OKa3anocCb HeapPeKTUBHbIM. CHUMKEHHbIe NoKasaTenu
OTYETHOCTU 3a OMpPede/ieHHbIt BPEMEHHOW MPOMEXKYTOK MOFYT TaKXe MPUBECTM K olwunbovyHoMy
3aK/IIOYEHMIO, YTO BMELLIATE/IbCTBO OKa3a/10Cb 3pHEKTUBHbIM.

12.2.5. KoopauHauus.

ECNM HECKONbKO JIeKapCTBEHHbIX MpPenapatos, B TOM YMC/le JieKapCTBeHHble npenapaTbl ¢
OAMHAKOBbIM [EeMNCTBYIOWMM BELLeCTBOM, MMEIOTCA B Ha/IMYMM HA PbIHKE, A0/KeH BbiTb BblpaboTaH
LLeNOCTHbIN NOAX0A, B NPUMEHEHUN AOMNOAHUTENbHBLIX MEP MUHUMU3ALMKU PUCKA, NPEeaYCMOTPEHHbIM
YNONHOMOYEHHbIMM  OpraHamn  rocyfapcTB-uneHosB. Korga  BO3HMKaeT  HeobXoAMMOCTb B
KOOPAMHALMOHHBIX AENCTBUAX ANA PYNnbl NEeKapCTBEHHbIX NpenapaTtos, A0MKeH 6biTb BblpaboTaH
COrNacoBaHHbIN nogaxod. Mpu TakMx OBCTOATENLCTBAX NpeABapuTeNbHOE MNAaHMPOBAHME [0/KHO
obecneynTb, UTo6bl 3GHEKTUBHOCTL MEP MUHUMU3ALMN PUCKA OLEHMBANACL A/1A KaXK40ro OTAE/bHOro
NeKapCTBEHHOTO Npenapara, a TakXKe A8 NeKapcTBEHHbIX NPenapaTos B COBOKYMHOCTU.

12.2.6. CucTembl KauecTBa Mep MUHUMM3ALLUM PUCKA.

XoTa B pa3paboTKy M OCyLLecTBAeHMe Mep MUHUMU3ALMKN PUCKA MOTYT BbiTb BOBJEYEHbI MHOTME
3KCMepTbl, OKOHYaTEIbHAsA OTBETCTBEHHOCTb 3@ KaYecTBO, TOYHOCTb M Hay4YHYIO LLeIOCTHOCTb Takux Mep
BO3MAaraeTca Ha AepiKaTens PerncTpauyoHHOro YAOCTOBEPEHMA M YNOJHOMOYEHHOrO Auua no
dbapmaKkoHag30py B rocyaapcTBax-yieHax.

[epaTenb perncTpauMoHHOro yAOCTOBEPEHWA HeceT OTBETCTBEHHOCTb 3a obHosneHue MYP B
cny4ae NosB/eHUA HOBOM MHMOPMALMKM, a TaKKe A0/IKEH NPUMEHATb NPUHLMNbI KAYecTBa, YKa3aHHble
B pasgene 2 Hactoawmx [pasua. OTtcnexusaemble Bepcum MNYP aomkHbl 6biTb NepeaaHbl Ana
PaccMOTPEHUA U BbINOJHEHMA OLLEHKM YNONHOMOYEHHbIMM OpraHamu rocyaapcre-uaeHos. Otyetsbl, MYP
M BKHOYEHHbIE B M/1aH CUCTEMbI YIPaBAEHMUA PUCKOM, a TaKXKe Ntobble AOKYMEHTbI B OTHOLLIEHUX Mep No
MWUHUMM3ALMKN PUCKa MOTYT NOABEPraTbCa ayaAUTY NN MHCMEKTUPOBAHUIO.

ﬂ,epmaTenb pPerncTtpaymnoHHOro yaocrtosepeHmna OO01KeEH O6€CI’1€'~IMTb, 4YTObbl MEXaHU3Mbl
OTYETHOCTU NO pe3ynbrTatam MCCI'IE,D,OBBHVIIZ Wan aHa/In30B NO OuUeEHKe 3d)¢eKTI/IBHOCTVI mep
MUHUMU3ALUNUN PUCKa NOATBEPHKOANMNCL OO0KYMEHTAJ/IbHO. [aHHble AOKYMEHTbI MOTYT noABeprartbCA
ayanTy nam nHcnekyuun.

12.3. OTBETCTBEHHOCTb YNOJHOMOYEHHbIX
OpraHoB rocyAapcrB-471eHoB

YNOAHOMOUYEHHbIE OpraHbl rOCy4apCTB-4/1eHOB HECYT OTBETCTBEHHOCTb HA HALMOHAbHOM YPOBHE
33 OCYLLEeCTBAEHME AOMOAHUTE/NbHbIX MEP MWHUMM3AUMKM PUCKA, MPUMEHAEMbIX KaK ycnoBue no
6e3onacHomy 1 3pHEKTUBHOMY MCMOb30BaHMIO IEKaPCTBEHHOrO Npenapara.



B OTHOWEHUM mMep MUHMMM3AUUWU PUCKa, KOTopble ObiNM  BBedeHbl NOCAe  BblAauu
PEerncTpaLmoHHOrO  YAOCTOBEPEHMUA,  YMNOJIHOMOYEHHblE  OpraHbl  FOCYAapCTB-Y/IEHOB  AONMHbI
obecrneunTb OnepaTMBHOE PAaCCMOTPEHWE U COrfacoBaHWe MpPeACTaBleHHbIX Mep C AeprKaTesem
PEerucTPaLnoHHOrO YA0CTOBEPEHMS.

YNo/IHOMOYEHHble OpraHbl rocyaapcTs-41eHoB Npu Heobxo4MMOCTM MOFYT OKasaTb coaencTeune
COrNacoBaHUIO BHeAPSAEMbIX Mep MWUHMMMU3AUMK PUCKa A1A BOCNPOU3BEAEHHbIX JIEKAPCTBEHHbIX
npenapaTtoB (reHepuKoB) C OAMHAKOBbIM AEWCTBYIOLIMM BeLLeCTBOM. B cnydyae Heob6xoaMmocTy
BBeZEeHMS [AOMONHUTE/IbHbIX Mep MWHUMU3AUUKM PUCKa ANA BOCNPOU3BEAEHHbIX /IeKapCTBEHHbIX
npenapaTtoBs (reHepuKos), 06ycnoBAeHHbIX NpobaeMamu, cBA3aHHbIMK C 6@30NacHOCTbIO AENCTBYIOLLErO
BellecTsa, Mepbl MUHMMMU3ALMM PUCKA, MNPUMEHSAEMble K BOCMPOU3BEAEHHbIM JIeKapCTBEHHbIM
npenapatam (reHepukam), cnegyet NpMBECTU B COOTBETCTBME C Mepamu MUHMMU3ALMU pPUCKa ANnA
pedepeHTHOro NeKapcTBeHHOro npenapata. [lpu onpeaeneHHbIX 06CTOATENbCTBAX B OTHOLIEHUU
rTMBPUAHBIX NEKAPCTBEHHbIX NpenapaToB MOryT NOHaA06UTLCA AOMNONHUTENbHbIE MepPbl MUHUMMU3ALUK
pucka, MOMUMO Mep MUHUMU3ALMMU PUCKA, BBOAUMbIX AN pedepeHTHOro NeKapcTBeHHOro npenaparta
(Hanpumep, obycnoBneHHble pasnMuMAMKM B cOocCTaBe, crnocobe HasHadeHna wuan npobnemamu
HEeCOBMEeCTUMOCTH).

YNonHOMOYeHHble oOpraHbl rOCyAapCTB-4eHOB A0/KHbI obecneuyntb npumeHeHne nAoboro
WHCTPYMEHTa WUAM MeToda MO MMHUMMU3ALUMU PUCKA. YNOJHOMOUYEHHbIE OpraHbl rocyZapcrs-41eHoB
OOJIKHbI COTNAacoBaTh C 3aABUTENIEM WM AeprKaTesieM PerncTpaluMoHHOro yaoctoBepeHus dopmat m
CpeacTBa MHCTPYMEHTOB WAM METO40B MMHMMM3AUMM  PUCKA, BKAKOYAA MedvyaTHble MmaTepuansl,
WMHTEPHET-NNaTGOPMbl U MHbIE ayAM0-BUAEO CPEACTBa, a TakKe naaHnposBaHue (rpaduk) onepaTUBHbIX
Mep nepen, BbIXOAOM JI€KAapCTBEHHOrO MpenapaTa Ha WX PbIHOK WAW B Apyroe Bpems B caydae
HeobxoaMMoCTH.

YNonHOMOYEHHbIM OopraH rocygapcrea-d4sieHa NpUHMMaeT CaMoOCTOoATE/IbHOE pelleHne B
OTHOLWEHNN Bbl60pa COOTBETCTBYHOLWMNX HAUWMOHA/bHbIX O6pa3OBaTEI'IbeIX mMmaTepnanos U UHbIX
UHCTPYMEHTOB WAKM MeTog40oB MO MUHUMMM3AUUU PUCKa, NPU 3TOM pPeKOMeHAYeTCA cornacosaHue
YMNONHOMOYEHHbIMW OpraHammn rocyAapcTB-Y4/IeHOB K/toyeBbiX 3nemeHToB [1YP. YnosHOmouYeHHble
OpraHbl rocyaapcre-41e€Ho0B Ha HAaUMOHA/IbHOM YPOBHE OCYLWECTBIAKOT KOHTPO/1b Pe3y/21IbTaTOB BBEAEHUA
Mep MUHUMU3AL UK PUCKa.

12.4. OTBETCTBEHHOCTb AeprKaTenemn
PEerncTpaunoHHbIX YA0CTOBEPEHUI

JepaTenb perucTpaumMoHHOro YyAOCTOBEPEHUA [LO/BKEH onpeaenvTb Lenn NpeasnoXKeHHbIX
OONONHUTENIbHBIX MEep MWMHUMM3ALMM PUCKA W MNOKasaTen oueHkn wux 3dpdekTuBHoCcTU. Jlobble
OOMNONIHUTENbHbIE OMepaTMBHblE Mepbl MUHUMWM3ALUMM  PUCKA [O/KHbI  ObiTb  pa3paboTaHbl B
COOTBETCTBUM C OOLLMMM NPUHLMNAMM, YKa3aHHbIMM B pa3genax 12.2.1 n 12.2.2 HacToAwwmx MNpasun, u
UMETb MNOJIHOE [AOKYMEHTA/IbHOE NOATBEPKAEHME B MporpamMmme MO MWHMMU3ALMM  PUCKA B
COOTBETCTBUM C pasgenom 6 HacToAwmx Mpasun.

Mepbl, OAOGDEHHbIe YNO/THOMOYEHHbIM OpPraHoOM rocyagapcrBa-4/1€Ha B nNJlaHE MUHUMU3aAUUU
PUCKa, AO0NXKHbl 6bITb BbIMNOJIHEHbI Ha HauMOHaNbHOM YypoBHe. [lep)kaTenb perncTpaymoHHOro
yaoctoBepeHnAa  Ao0/XKeH nNpeAactaBiATb MHd)OpMaLI,MPO B OTHOWEHWUMU CTaTyCa BbINOJIHEHUA
AONO/THUTENIbHbLIX Mep MUHUMU3AUNN PUCKA MO pe3yibTaTam npe,a,BapMTeanoiz’l AOroBOpPeHHOCTN C
YNO/THOMOYEHHbIMMN OpPraHamMmmn rocyaapcCcrtB-4,1€HOB, a TaKXe MHCI)OpMMpOBaTb YNO/THOMOYEHHbIE OpraHbl
rocygapcCre-4/,1€HOB B OTHOLWEHUN N06bIX N3MEHEHUN, CNOXKHOCTEN UK BOMPOCOB, BO3HNKaKOWUX Npu
BbINO/IHEHUN OOMNONHUTENIbHLIX MepPp MUHUMU3ALUN PUCKA. Nobble CoOoTBETCTBYHOWLMNE U3IMEHEHUA B
OTHOWEHUNN WUHCTPYMEHTOB WM METOAO0B BbINOJIHEHNA MepPp MUHUMU3AUUU PUCKaA LOO0JTKHbI 6bITb
cornacoBaHbl C YNOJIHOMOYEHHbIMU OpraHamMmu rocyaapcre-41€HOB.

an BBeaeHNN B AEVICTBMG UHCTPYMEHTOB W/IM METOAO0B HA OCHOBE I/IHd)OpMaLI,I/IOHHbIX
TEXHONOMNM Aepxartenb pPerncTpavtMoHHOro yaoctoBepeHuAa OO0JIKEH NPUMEHATb TDE6OBaHVIFI,



XapaKTepHble AN KaAoro rocyaapcTBa-yfeHa, C YY4eTOM MOTeHUMasbHbiX npobsiem, CBA3aHHbIX C
[AOCTYMHOCTbIO, Pacno3HaBaeMOCTbO, OTBETCTBEHHOCTLIO, KOHPUAEHLIMANbHOCTbIO U 3aLLMTON AaHHbIX.

B OTHOWEHUM BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MPEenapatoB (reHepuwKoB) [aepkaTenb
perncTpaunoHHOro yAoCToBepeHMs A0/KeH pa3paboTaTb Mepbl MMHMMM3ALMM PUCKA B COOTBETCTBUM C
06beMoM, HanpaBAEHHOCTbIO, coaepaHnem U GOpPMaTOM UHCTPYMEHTOB MAN METOA0B, NPUMEHAEMBbIX
ANA OPUTMHANbHOIO NIeKapcTBeHHOro npenapaTa. CoctasneHue rpaduKa U NAaHNPOBaHME ONepPaTUBHbIX
Mep A0/KHbI 6biTb Hagnexalmm o06pasom CKOOPAMHMPOBAHbLI B LEAAX MUHUMMU3ALMKN Harpyskn Ha
CUCTEMbI 34paBOOXPaHEHNA.

OueHKa 3QPEeKTUBHOCTY Mep MUHUMM3ALMM PUCKa B OTHOLIEHMM BOCNPOU3BEAEHHbIX
NIeKapCTBEHHbIX MNpenapatoB  (reHepPUKOB)  OCYWECTBAAETCA  [epiKaTesNemM  pPerucTpauyoHHOro
YyOO0CTOBEPEHMA B COTPYAHMYECTBE C YNONHOMOYEHHbIMW OpraHaMu rocygapcTs-yieHoB. B caydae
060CHOBAHHOCTM NpPOBEAEHUA WCCNeAO0BaHUA B LEeNAX MWUHUMM3AUUW  Harpyskm Ha CUCTEMb
3/ paBOOXPaHEHNA HACTOATENbHO PeKoOMeHayeTcs NpoBeAeHne COBMECTHbIX UccneaoBaHnin. Hanpumep,
€C/IM Ha3HaYeHo NpoBeAeHMe NPOCNEKTUBHONO KOrOPTHOMO UCCAeA0BaHMA, BKAOYEHMEe B UCCief0BaHNe
AONXHO 6bITb HE3aBUCMMbIM OT Ha3HaYeHWA NEeKapCTBEHHOMO npenapara C onpeaeseHHbIM TOProsbim
HaMMeHOBaHWEM UKW OT onpeaeNeHHOro NPON3BOAMUTENA IEKAapPCTBEHHOMO npenaparta. B aTux caydyasx
pernctpauma AaHHbIX onpeaeneHHoro 1eKapcTBeHHOro npenapara ABAAETCA BaXKHOM B Lenax 6bICTpoi
naeHTMdMKauum 11060ro HOBOro PUCKa, NMPUCYLLETO KOHKPETHOMY JIEKapCTBEHHOMY npenapary.

Jepxatenb perncTtpauyoHHOro YyAOCTOBEPEHUA [AO/KEeH KOHTPO/AMPOBATb pes3ynbTaTbl mep
MMUHUMU3ALMN PUCKA, KOTOPble BK/oYeHbI B [TYP. O6uwme npuHUMnbl oueHKU 3G PEKTUBHOCTU YKa3aHbl B
nyHKTe 12.2.4 HacToAawmx Mpasun.

[ep:KaTenb perncTpaumoHHOro yA0CTOBEPEHNA A0KEH NPeACcTaBUTb OTYET B OTHOLIEHUU OLEHKM
3GPEKTUBHOCTU AOMONHUTENBLHLIX MEP MWHMMM3ALMM PUCKA, MMEILWMX OTHOWEHME K OUEHKe
COOTHOLLEHUA "nonb3a - puck" B MOOB.

[ep:KaTenb perncTpaumoHHOro yAoCTOBEPEHUA A0MXeH 0b6ecneynTb CBOEBPEMEHHYHO CBA3b C
YNO/IHOMOYEHHbIMU OpraHamu rocyapcTB-47eHOB 418 BbINONHEHUA COOTBETCTBYIOWEN PerynaTopHOM
OLLeHKM.

12.5. CoTpyaHUKN cUCTEMbI 34paBOOXPaHEHNA N NALMUEHTbI

B3saumopeiicTere COTPYAHWKOB CUCTEMbl 34PAaBOOXPAHEHWUA W MaLMEHTOB ABASETCA KpalHe
Ba*KHbIM GaKTOPOM, HEOBXOAMMbIM ANA YCMNELWHOro BbIMONHEHNA 06pa3oBaTe /bHbIX NPorpaMmm 1 (unm)
NPOrpamm KOHTPOJIMPYEMOrO [OCTYNa B LeAAX ONTUMM3aLUMW COOTHOWEHMA "nosnb3a - puck".
Heobxoanmo yaenatb ocoboe BHMMaHMe 06O Mepe MUHMMM3ALMM PUCKA, KOTOpas MOKeT 6biTb
BBegeHa ans obecneyeHuns 6e3onacHoro n apeKTMBHOro MCNO/Ib30BaHMA I€KAPCTBEHHbIX NPEnapaTos.

12.6. BansHue spPpeKTMBHOCTM Mep N0 MUHUMM3ALMM PUCKA
Ha NNaH ynpasAeHUa pUCKamm 1 Nepmoauyecknii 0bHOBASEMbIIA
oTyeT no 6e3onacHoCTH

O6HoBneHua MOOB n MYP AoKHbI BKAOYATb CYMMapPHYIO OLLEHKY pesy/bTaTa AO0NOAHUTE bHbIX
Mep MUHUMMU3ALIMKU PUCKA, BBEAEHHbIX A1 YMEHbLUIEHMUA BaXHbIX PUCKOB, CBA3AHHbIX C NPUMEHEHNEM
JNleKapcTBeHHOro npenapata. B MYP akueHT foskeH ObiTb cAenaH Ha TOM, KaK BbINOJHAeMas
AeATe/IbHOCTb U ee pesy/ibTaTbl OTPaXKaloTCA Ha MNAHMPOBAHUM MepP MUHMMM3AUMU PUCKA U (KMan)
dapmakoHag3zopa. B MOOB ponxkHa 6bITb cAenaHa OLLEHKA BO3AENCTBUA BBEAEHHbIX Mep Ha npoduab
6e30MacHOCTM U (MAKM) COOTHOLWEHWE "Mosb3a - PUCK" NIEKAPCTBEHHOro npenapata. AKUEHT LOJIKeH
6bITb caenaH Ha MHOOpPMaLMIO, KOTOpAa MOJyYeHa B Npouecce OTYETHOrO nNepuMoa UAM ¢ MOMEHTA
OCyLLEeCTBNEHMA HeJaBHUX Mep MO MUHUMMU3ALMN PUCKA.

Pe3y1’IbTaTbI OLEHKHN Bd)dDEKTMBHOCTVI MEP MUHUMMU3ALUUU PUCKA BO BCEX CNy4aAax nognsiexKart



BKAoYeHMo B [YP. Kak 4acTb TaKOW KPWUTUYECKON OUEHKM AepKaTelb pPerncTpaumoHHOro
YAOCTOBEPEHUA AOMKEH cAeNaTb HabnoaeHMA B OTHOLWEHMU GaKTOPOB, CNOCOBCTBYIOWMNX AOCTUKEHUIO
LenvM WM NpuBOSALLMX K HEAOCTaTOYHOCTU MU HEIDODEKTUBHOCTU Mep MUHUMM3AUMU PUCKA. TakoW
KPUTUYECKMIA aHaNM3 MOXKET BK/IOYATb CCbIIKY Ha OMbIT 3a npeAenamMu rocyaapcTB-yieHoB (npu
Hanuumm).

OueHKa 3¢ HEeKTUBHOCTM MEP MUHUMM3ALUN PUCKA AO0JIXKHA ObITb aKLEeHTUPOBaHa Ha To, bbln n
OHW ychnewHbIMU B OTHOLWEHUM MWHMMM3AUMM LeneBoro pucka. OueHKa BbINOJHAETCA C
MCNosib30BaHMEM KOMBMHaLMKM NoKasaTenein npouecca WU pesynbTaTa B COOTBETCTBUMM NyHKTOM 12.2.4
HacToswwmx MpaBun. PekomeHayeTcs caenaTb pasrpaHUYEHME MeEXKAY Mepamu MUHUMU3ALMU PUCKA,
BBEAEHHbIMM B MOMEHT BblAauM YAOCTOBEPEHUS O FrOCYAapPCTBEHHOM perncrpauum, u TeMu mepamm,
KOTopble 6blM BBEAEHbI NO34HEE HAa NOCTPErMCTPaLMOHHOM 3Tane.

OueHKa 3¢PeKTUBHOCTM Mep MMHMMM3ALMM PUCKA [0/XKHA 6biTb NpeacTaBieHa C yyeTom
cneayowmx pekoMmeHaaumin:

a) OUEeHKa A0/IKHA NPEeACTaBNATb KOHTEKCT MyTEM:

KPaTKOro onncaHnA eeeaeHHbIX Mep MUHUMU3aUNN PUCKa,
onpeneneHuna nx uenemn;

onucaHus BbiIbpaHHOro Npouecca U NoKasaTe el pesynbraTa;

6) oueHKa AO0/MKHA BKAKOYaTb COOTBETCTBYHOLWIMIA aHANM3 XapaKTepa HesKenaTeslbHbIX peaKkuuid,
BK/KOYAA WX Cepbe3HOCTb M MpeaoTBpaTMMOCTb. [Ae 3TO YMECTHO, C/edyeT TaKMKe BKAYMTb
niormcTmyeckme paKkTopbl, KOTOPbIE MOTYT MOB/NATL Ha KJAUHUYECKOE BbIMOJIHEHUE MEP MUHUMM3ALUU
pUCKa;

B) OLLEHKa A0/1XKHa BKAOYaTb UCCNEA0BAHMNE BbINOSHEHUA MEP MUHUMU3ALLMM PUCKA B PYTUHHOM
KJMHWYECKOW NPaKTUKe, BKAIOYAasA BCE OTKJOHEHWA OT NepBOHaYasbHOro niaHa. Takas oueHKa MOXKeT
BK/OYATb pe3ynbTaTbl UCCNEA0BAHMI MCNONb30BAHMA IEKAPCTBEHHOIO NpenapaTa;

r) nokasatenu pesynbTaTta (4actoTa U (MAM) CEPLE3HOCTb HEXKenaTefibHbIX PEeaKuuin) AOMKHbI
ABNATLCA K/OYEBbIMW KOHEUYHbIMM TOYKAMKM MPU OLEHKE CTeNeHU AOCTUMEHMA MOCTaBAEeHHbIX 3adad
NP BbINOAHEHUN MEP MUHUMM3ALMN PUCKA.

MNpepnoxeHna B OTHOWEHUN U3MEHEHWI MO COBEPLUEHCTBOBAHMIO Mep YMNpaB/ieHUA PUCKaMu
OO/MKHbI OblTb NpeacTaBneHbl B cooTBeTcTBYOWeEM pasgene MNOOB. MnaH MWMHUMMM3ALMKM PUCKOB
cnepyet OOHOBAATbL C y4yeTOmM MoOCTynatowein WHPopmaumm B OTHOWeEHUU 3OPEKTUBHOCTU Mep
MWHMMMU3ALUMM PUCKA.

Yactota o06HOBneHuss [MYP ponkHa ObiTb NPONOPUMOHANBHOM  PUCKAM, CBA3AHHLIM €
NPMMEHEHWEM JIeKapCTBEHHOro npenapata. O6HosneHusa MYP [o/iKHbI ObITb AKUEHTMPOBAHbLI Ha
nporpamMmy MWHUMM3AUMKM  pPUCKa W npeacTaBneHMe OBHOBAEHM NO  OCYWECTBAEHUID Mep
MUHMMM3ALNU PUCKA, TAE 3TO NPUMEHUMO.

B cnayvae obHoBNEHUA OrpaHNYeHHOro Kosin4ecTea pasaenos, OHU O0/1XKHbI 6bITb nepe4vyncineHbl B
CONPOBOAMTENIBHOM MNUCbMe NPU NpeacTaBAeHUU OOKYMeHTauuu. B cayyae ecam no pesynbTaTam
BbIMNO/IHEHNA MeP MUHUMU3ALUNN PUCKa Tpe6yeTc;| BHeceHne nameHeHuii B8 OX/1M, ocHoBaHUA n AaHHble
MU3MeHeHNA JONXKHbI NoATBEPXKAATbCA no,a,aqeﬁ Mook, OTpa*akoLWero ykasaHHble aCneKTbl.

12.7. MNpo3payHocTb

YNONHOMOYEHHbIE OpraHbl rocygapcre-41eHOB obecneumnsatoT NPO3pPa4YHOCTb U AOO0CTYNMHOCTb
MHd)OpMaLI,MI/I no BBeAEHHbIM mepamM MUHUMU3ALUN PUCKa NYTEM UX pasMeLLEHNA Ha COOTBETCTBYHOLLNX



WHTepHeT-nopTanax cnaeaywowenn wuHdopmaumu: aencteyrowein pegakumm OX/M, pestome MYP ¢
yKasaHueM BBeAEHHbIX Mep MUHUMMU3ALLMWN PUCKA.

13. [lonoAHUTENbHBIN MOHUTOPUHT
13.1. BeeaeHue

dPapmakoHaa3op AsnaseTcA HeobxoaMmolt GyHKLMEN CUCTEMbI 34,0aBOOXPAHEHNA M HanpaB/eH Ha
6bIcTpOe BbIABNEHWE W pearMpoBaHMe Ha MNOTeHUManbHble yrposbl 6e3omnacHOCTH, CBA3aHHbIE C
NCNO/Ib30BaHMEM NIEKAPCTBEHHOrO Npenapara.

I'ocy,a,apCTBeHHaﬂ perncTtpaumna nekapCrBeHHOro npenapara OoOcCywecTtBAeTCA Ha OCHOBaHUU
NONOXKUTENIBHOIO HA MOMEHT perncrtpaunm CoOOoTHOLWEHNA "nonb3a - pMCK" NEeKapCTBEHHOIO npenapata
Aana OI'IpeAEIIEHHbIVI LLeﬂeBOVI roynnbl nNauueHTOB B nNpegenax O,D,O6p€HHbIX NoKasaHuh u
pEKOMEH,D,aLI,VIﬁ no NPUMeHeHuIo.

OaHako He Bce PUCKN MOryT 6bITb BbIIBNEHbI K MOMEHTY nepBOHaqaanoﬁ perncrpauun,
HeKoTopble PUCKU BbIABNAKOTCA Ha MNOCTPEerncTtpaLMoHHOM 3Tane npu LWUPOKOM NpUuMeHeHUun
NNeKapCTBEHHOIO NpenapaTta Ha NPOoTAXeHUN BCero XXUM3HEHHOro LLMKNa NeKapCTBEHHOrIO npenaparta.

Ona obecneyeHns BO3MOMKHOCTM BbIMOJIHEHWUA KOHTPOAA 6e30MacHOCTU  JIeKapCTBEHHBbIX
npenapaToB NPOMOPLIMOHANILHO YPOBHIO PUCKA, COMPAKEHHOMY C UX MPUMEHEHMEM, LenecoobpasHbiM
asnaetca GOPMMPOBaAHME MEpPeUHsA JIeKapCTBEHHbIX MNpenapaTtos, Tpebylolmx pacimpeHHoro cbopa
AaHHbIX No 6e30nacHOCTM Moc/ie WX PerucTpaumu, 4YTO O3Ha4YaeT BBEAEHME KOHLUenumu
AONONHUTENBHOTO MOHUTOPUHIA B OTHOLLEHUN HEKOTOPbIX IEKapCTBEHHbIX NPenaparos.

YNONHOMOYEHHbIMWU OpraHamu rocyaapcTB-Y41eHOB CO34aeTcA, NOAAEPIKMBAETCA B aKTyaslbHOM
COCTOAHMM U NYOJMKYETCA  eAMHbI  CNUCOK  NEKApPCTBEHHbIX  MPEnapaTos, MOANEXKalumx
OOMNOJIHUTENBHOMY MOHWUTOPUHTY (Zanee - CMNMCOK) Ha TeppuTopusaX FOCyAapcTB-yieHoB. Takue
NleKapcTBeHHble npenapatel B OX/IM v UMMM (/IB) o6o3HauyatoTca MNepPeBEPHYTbIM  YepHbIM

paBHOGEAPEHHBIM TPEYroNbHUKOM D, KOTOPbIA COMPOBOKAAETCA C/eAyloWen MNOACHUTENbHOM
Hagnucbto: "[aHHbI NEKapCTBEHHbIA NpenapaT MNOANEXWUT AOMNOAHUTENbHOMY MOHUTOPUHIY. ITO
No3BOAUT BbICTPO BbIABUTL HOBYIO MHbOPMaUMo No 6esonacHocTU. Mbl obpaliaemca K paboTHMKam
cUCTeMbl 34paBOOXpaHeHWa C npocbboit coobwatb 0 NbbIX MNOAO3PEBAEMBIX HeEXKenaTesnbHbIX
peakumsax.".

13.2. CTpyKTYypbl ¥ NpoLecchl

13.2.1. TlpuHUMNbLI NPUCBOEHUA CTaTyca AOMNOJIHUTENbHOrO MOHWUTOPUHIA ANeKapCcTBEHHOMY
npenapary.

Pernctpauma BCeX JIeKapCTBEHHbIX MpPenapaTtoB OCYLLECTBAAETCA Ha OCHOBAaHMM NpPU3HaAHWA
COOTHOWeEHMA "Mosb3a - PUCK" MONOMUTENbHBIM C YYETOM MMEIOLLMXCA HA MOMEHT perucrpauum
CBEAEHUN (JaHHbIX KAMHWYECKMX WCCNAef0BaHWM, KOTOpble MPOBOAMAMCL MNpu  paspaboTke
NekapctBeHHOro npenapata). OQHAKoO HexenaTesbHble Peakuuu, KOTOopble BO3HWMKAOT peako nAnbo
pasBMBalOTCA NPU ANUTENbHOM MPUMEHEHMU, MOTYT CTaTb OYEBWUAHLIMM TObKO MOC/AE MPUMEHEHUS
NleKapcTBeHHOTro npenapata 60/iee WNPOKMM KPYyrom naumeHToB u (Maun) nocae AnuTenbHOro npuema.
Kpome TOro, nMpemmyLiectBa WM PUCKM, CBA3aHHble C NPUMEHEHMEM JIeKapCTBEHHOro npenapaTa,
BO3MOHO, OLIEHMBAAUCb B YC/AOBMAX, OTNMYAIOLLIMXCA OT YC/AOBWUIA MOBCEAHEBHON MeaUUMHCKOM
NPaKTUKKU, HaNnpUMep, KAMHWYECKNE NCCAe0BaHMA MOTYT UCKOYaTh onpeaesieHHble TUMbl MaLUEeHTOB C
MHOXECTBEHHbIMW  COMYTCTBYIOWMMM 3a60NEBAHUAMM  WAM  CONYTCTBYIOLMMWU  NIEKAPCTBEHHbBIMM
npenapatamu. Takum o6pa3om, MNocAe BbIXOAA JIEKAPCTBEHHOro npenapata Ha pPbIHOK ero
MCMNONb30BaHWE Pa3ANYHBIMKM MONYAALUMOHHBIMU Tpynnamu TpebyeT MOCTOAHHOTO MOHWTOPWMHrA.
[epyKaTennm perucTpauMoHHOr0 YAOCTOBEPEHUA U YMOJHOMOYEHHbIE OpraHbl TOCYyAapCTB-Y/1€HOB



OCYLLECTBASAIOT NOCTOAHHbIA MOHUTOPUHT JIEKAapPCTBEHHbIX NPenapaTtos AN NOAyYeHUs NOABAAOLLENCA
nHbopmauum no 6e30NacHOCTU, a TaKXKe BbINONHAOT OLEHKY ee BAUSHUA Ha COOTHOLWIeHMWe "nonb3a -
puck" nekapctBeHHoro npenapata. OAHAKO HEKOTopble JieKapCTBEHHble npenapaTtbl TpebyloT
BbiMO/IHEHUA 6osee UHTEHCMBHOro cbopa [AaHHbIX MO 6e30MacHOCTM Noc/ie  MPOXOXKAEHUA
rocyAapCTBEHHOM perncrpaumm c Tem, 4Tobbl MAKCMMaNbHO ObICTPO BbIABAATb HOBblEe 3HauyMMble
npobsiembl, cBA3aHHble C 6€30MacHOCTbIO, U HEMeANeHHO MpeAnpPUHUMATL Haaaexkawme mepbl. Ons
nosblweHna 3¢PEKTUBHOCTM MOHUTOPUHIA 6E30MaCHOCTU onpeaesieHHbIX JIEKAapCTBEHHbIX MpenapaToB
N CTUMYZIMPOBaHNA NpeacTtaB1eHNA CNOHTAHHbIX COO6LU,€HVIVI O BbIAB/NIEHHbIX HEXeNnaTe/IbHbIX peaKunax
BBeJeHa KoHLenuma A0MO0JIHNTE/IbHOrO MOHUTOPUHTA.

CraTyc AOMONHUTENbHOrO MOHWUTOPMHIA MOMKET MPUCBAMBaTbCA /IEKApPCTBEHHOMY MpenapaTty BO
BpemaA BblAauM YAOCTOBEPEHWAs O rocyAapCTBEHHOM pernctpaumMmM uam Ha 6osee No3AHWUX 3Tanax
YKM3HEHHOro UMKANA /IeKapCTBEHHOro npenaparta Npu BbiABAEHWM B NpoLLecce NocTPerncTpaLuoHHOro
MOHWUTOPUHIa HOBOM NPobaembl, CBA3aHHOM ¢ 6@30MacHOCTbO. B YacTHOCTK, CTaTyC AONOHUTENLHOIO
MOHWTOPWUHIa BaKeH NPW Bblaaye PerucTpaumoHHbIX YA0CTOBEPEHUIA Ha /leKapCTBEHHble Npenapars,
cogeprkallme HOBOe AelCTBYylollee BEWECTBO, AR BCEX /IeKaPCTBEHHbIX npenapatoB 6M0N0rMyeckoro
NPOUCXOXAEHNA, KOTopble ABAAIOTCA NpUopuTeTamM ANs  ocylwecTenaeHva ¢dapmakoHaasopa.
YnonHoMoYeHHble OpraHbl rocyAapcCTB-y/ieHOB MOryT TaKXe notpebosaTb BBedeHWe cTaTyca
OO0MNOJIHATENbHOTO MOHUTOPMHIA ANA IEKAaPCTBEHHOTO NpenapaTa Npu onpeaeneHHbIX 06CToATeIbCTBAX,
Hanpumep, Mo pesy/sbTaTam MPOBEAEHUSA MOCTPErMCTPaLMOHHOrO uccnegoBaHna 6e3onacHoOCTU MK
OrpaHMYeHUI B OTHOLWEHUN Be3onacHoro n a$pdeKTUBHOIO UCMOJIb30BaHMA JIEKAPCTBEHHOTO Npenapara.

13.2.2. O6MeH AaHHBIMU U NPO3PAYHOCTb.

CraTtyc AOMONHUTENBHOIO MOHUTOPUHIA A0/IKEH A0BOAMTLCA A0 CBeAeHUA PabOTHUKOB CUCTEMbI
34paBOOXPAHEHMS M NALUMEHTOB TakMm o06pasom, 4yTobbl uYMCNO COOBLEHWA O npeanonaraembix
HekenaTesbHbIX peaKkuusax MOBbIWaAoCb, HO MPU 3TOM He CO34aBajnacb YpesmepHas Tpesora. ITO
MOHO [OCTUTHYTb, Hanpumep, NOAYEPKMBAA HEOBXOAMMOCTb Nyuyllel XapaKTepuUCTUKM npoduns
6e30MacHOCTM HOBOro NEKAPCTBEHHOro npenaparta MyTeM BbIABAEHUA AOMOAHUTENbHbIX PUCKOB, HO
COOTHOCATCA 3TU MNOTEHUMANbHbIE PUCKA C O0KAa3aHHbIMKU MPenMyLLEeCTBAMU W TepaneBTUYECKOW
NoNb30M AaHHOIO IEKaPCTBEHHOro Npenapata. O6LweA0CTYNHbIM CNUCOK IeKapCTBEHHbIX NPEnapaToB co
CTaTyCOM [AOMNOJIHUTENIbHOFO MOHUTOPWUHIA AO0/MKEH MNOCTOAHHO O6HOBAATLCA YMNOJAHOMOYEHHbIM
OpraHom rocyfapcrea-uneHa B cpepe obpalleHna NeKapCTBEHHbIX cpeacTB. Kpome Toro, coTpyaHUKM
CUCTEMbl 34paBOOXPAaHEHMA M MaUMEHTbl AO/KHbI MMETb BO3MOXHOCTb /IerKO pacrno3HaBaTb 3Tu
NPOAYKTbI NO MX MapKuposkKe. MybanKaLma cnucka BMecTe C COOTBETCTBYIOLLMM COObLLEHNeM A0/KHa
nobyxaaTb COTPYAHMKOB CMCTEMbI 34PaBOOXPaHEHMs M nauueHToB coobuwate o060 Bcex
MOAO3PEBAEMbIX HEXEenaTe/lbHblX Peakuusax Ha JIeKapCTBEHHble MnpenapaTtbl, nogjexalime
AOMONHUTENIbHOMY MOHUTOPUHTY.

13.3. Kputepun BKAIOYEHUA NeKapCTBEHHOro nNpenapaTa B CNMUCOK
[OMONHUTENIbHOIO MOHUTOPUHIA

13.3.1. O6s3aTesibHble KPUTEPUWN BKTHOYEHMUS.

B CNMCOK NeKapcCTBeHHbIX MpenapaTtos, nogfexawmx OOMNOJIHUTEeNbHOMY MOHUTOPUHTY,
BK/TIKOYAIOTCA ceayrouine Kateropmm NeKapCTtBeHHbIX NPenapaTos:

a) NeKapcTBeHHble npenapaTbl, pPerucTpupyemble Ha TEpPPUTOPUAX TrOCYAapPCTB-Y/EHOB,
cofepKalime HOBOE [eNCTByloLLee BelwecTBO, KOTOPOe A0 BCTYMN/eHWUs B CUAY HacToAwmx Mpasun He
6bIN10 3aPErncTpPMPOBaHO HU B OAHOM M3 FOCYAAPCTB-Y/IEHOB B COCTAaBe KAaKOro-iMbo /ieKapcTBEHHOTO
npenapara;

6) nekapcTBeHHble npenapaTbl OMONOrMYECKOro MPOUCXOXKAEHWA, pPerncTpupyemble  Ha
TEPPUTOPUM TOCYLAPCTBA-YNEHA NOCAE BCTYMN/IEHWUA B CUY HacToAwwmx MNpasun;



B) IeKApPCTBEHHbIE NPenapaTbl, HA KOTOPbIE YNONHOMOYEHHbBIM OPraHOM FrOCyAapCcTBa-yneHa 66110
3aTpeboBaHO BbIMOJIHEHWE MOCTPErnCcTPaLMOHHOIO UccaefoBaHMA 6e30MacHOCTM Ha MOMEHT Bbl4auM
YOOCTOBEPEHNA O T[OCYAAPCTBEHHOM  perncTpaumm  wWam  nocne  Bblgaydnm  yaoOCTOBEPEHUA O
rocyfapCcTBEHHOM PermcTpaumm.

13.3.2. ononHuTenbHble (GakyNbTaTUBHbIE) KPUTEPUM BKITIOYEHMA.

Mo 3anpocy ynoJHOMOYEHHOro OpraHa rocy4apcTBa-y/ieHa /IeKapCTBEHHble mpenapaTbl MoryT
6bITb BK/IOYEHb! B CMUCOK MoAneKalumx A0NOAHUTENbHOMY MOHUTOPUHIY Ha OCHOBAHUU CaeayhoLmX
OONONHUTENbHBIX KPUTEPUEB BKAOYEHUSA:

pekomeHagaumMmn  no nNpUMMEHEHUIKO JIEKAPCTBEHHOINO nNpenaparta coAepaT CywecCcTBeHHbIEe
orpaHun4yeHusA, HeOGXO,D,MMbIe AanAa obecneyeHuns ero 6esonacHoro u 3¢¢eKTMBHOI'O NPUMEHEHUA;

YMONHOMOYEHHbIM OPraHOM rOCyAapcTBa-y/ieHa OnpeaesieHo WCMOAb30BaHWE MHbIX Mep Mo
obecneyeHnio 6e30MacHOCTU NEKAaPCTBEHHOTO Npenaparta B CUCTEME YrpPaBAeHUA PUCKaMU;

YMNO/IHOMOYEHHbIM OPraHOM rOCYyAapcTBa-4Y/jeHa YCTaHOBAEHO 06A3aTeNbCTBO ANA AeprKaTtens
PerncTpaLmoHHOro YA0CTOBEPEHNA NPOBECTM NOCTPErMCTPaLMOHHOE UcCiefoBaHne SGPEKTUBHOCTH.

PeweHre No BKAKOYEHUIO IEKAPCTBEHHOIO NpenapaTa B CMUCOK NOANEKAWMX AONOAHUTENBHOMY
MOHUTOPUHTY O0/IKHO TaKXKe yYnTbIBaTb BONPOC O Lie1Iecoo0b6pasHOCTM AaHHOIO CTaTyca C YYETOM MHbIX
AOMNONHUTENbHbIX MEPONPUATUI dapMaKoHag30pa, NpeaoxKeHHbIX B MYP.

13.4. Kputepum onpeaeneHma HayaNbHOro BpemeHm
KOPPEKTUPOBKU CMMCKA SIeKapCTBEHHbIX NpenapaTos, NoA/exaLmx
OOMOJIHUTENIBHOMY MOHUTOPUHTY

13.4.1. Ob6s3aTesibHble KPUTEPUMN.

[Nna nekapcTBeHHbIX NpenapaToB, COAeprKaluMX HOBble AEMNCTBYIOLLME BELLeCTBA, a TaKXke And
BCEX /1IeKApCTBEHHbIX MPenapaToB GUOAOrMYECKOrO MPOMUCXOMKAEHMA HauyaibHbIM Nepuos, BKAKYEHMS
COCTaBnAeT 5 ieT ¢ AaTbl rOCYAapCTBEHHOW PEerncTpaumm Ha TeppuUTOpMM rocyAapcTBa-yieHa.

13.4.2. lononHuUTeNbHbIE KPUTEPUN.

[NnA  NeKapCTBEHHbIX NPenapaTtoB, BK/AOYEHHbIX CMAMCOK Ha OCHOBAHUW  YCTAHOBAEHUSA
onpeaeneHHbIX YCA0BUIA  (NpoBeAeHME MNOCTPErncTPauUMOHHbIX  McCaedoBaHM  6e3onacHoCTH,
3bPEKTUBHOCTU, TPEOOBAHUI K CUCTEME YNPABAEHUA PUCKAMM), NEPUOA BKAKOUEHMA B CMIMCOK CBA3AH C
BbINOJIHEHMEM  COOTBETCTBYHOLIMX YCIOBMI U 06S3aTeNbCTB, BO3/IOXKEHHbLIX HA  AepKaTens
PerncTpaumoHHOro yA0CTOBEPEHUsA, U OnNpeaenseTca ynoJHOMOYEHHbIM OpPraHOM rocy4apcTB-4jaeHoB
Co06Pa3HO MX BbINOSHEHWUIO U NOY4aEeMbIM Pe3yabTaTam.

Ha NPOTAXKEHUN KUSHEHHOIO UWMK/NA NEKAPCTBEHHOIO nNpenaparta BO3SMOXHO ero HeO4HOKpaTHOe
BK/IKOYEHUE B CNMNCOK NEKAPCTBEHHbIX NpPenapaTos, noanexXawnx 40NO/THUTENIbHOMY MOHUTOPUHTY.

13.5. 06A3aHHOCTM YNOAHOMOYEHHbIX OPraHOB rocyAapcTB-41eHOB

YNONHOMOYEHHbIM OpraHam rocy4apcTs-4/1eHOB creayeT:

a) MHGOPMMPOBATb YNONHOMOYEHHbIE OpraHbl APYr1X rocyAapcTB-41EHOB O NMPUHATOM pelleHun
MO BK/IOYEHUIO PEFUCTPUPYEMBIX (3aperMcTpUpOBaHHbIX) NEeKapCTBEHHbIX MpenapaTtoB B CMNMCOK
noAanexawmx A0NoNAHUTEIbHOMY MOHUTOPUHIY, obecneynTb NpeacTaBAeHUEe INEKTPOHHOM CCbIIKM Ha
Be6-CTpaHMLY YNOAHOMOYEHHOrO0 OpraHa rocyAapcTBa-ufieHa, rae OTKpbIT obwuii  goctyn K
MHOpMauun o NekapcTBEHHOM Npenapate 1 pestome MYP;



6) onybnuMkoBaTb Ha caWTax B WHOOPMAUMOHHO-TENEKOMMYHUKALMOHHON ceTn "MHTepHeT"
CMWCOK NEKapCTBEHHbIX MPENapaToB, 3apPerucTPMpPOBaHHbLIX Ha TEePPUTOPUAX FOCYAaAPCTB-Y/EHOB,
KOTOpble NognexKaTt AOMNOJSHUTE/IbHOMY MOHUTOPUHIY. B CNUCKe yKa3blBaeTCA 3/1EKTPOHHAs CCbl/IKa Ha
CalT YNONHOMOYEHHOIO OpraHa rocyaapcrea-yseHa B MHGOPMaLMOHHO-TENIEKOMMYHUKALNOHHON ceTu
"MHTepHeT", rae oTKpbLIT 06LWMIA A0CTYN K MHGOPMALIMKM O NEKAPCTBEHHOM NpenapaTe u pestome MYP;

B) MHPOPMMPOBATbL YNOJHOMOUYEHHbIE OpraHbl APYrMX rocy4apcTB-4/1IeHOB O 3aPerncTpUpPoOBaHHbIX
No HaLMOHaNbHOW MpoLeAype NEeKAPCTBEHHbIX MpenapaTax, BKAYEHHbIX B CMUCOK NEKAPCTBEHHbIX
npenapaTos, NoA/eXKallUMX 4ONONAHUTENBHOMY MOHUTOPUHTY;

I') Y4UTbIBATb CMNUCOK noanexawnx 40oNO/THUTE/IbHOMY MOHUTOPUHTY NIEKAPCTBEHHBIX NMPenapaToB
npu onpeaneneHnmn 4actoTbl n 0COb6eHHOCTEN BbINOAHAEMbIX npoueayp no O6Hapy)K6HMIO CUTrHanos.,

A) vHOOPMMpPOBaTb COOTBETCTBYIOWErO JepyKaTens PerncTpaumMoHHOIO yA0CTOBEpPeHUA o
MPUHATUN  pelleHWUA MO BK/IOYEHMIO B CMNUCOK JfIeKAapCTBEHHbIX MPenapaTtos, MOANEeXKalmX
AOMNONAHUTENBHOMY MOHUTOPUHTY;

€) NpUHMMaTL BCe Ha/iexallme Mepbl 415 TOro, YTobbl COTPYAHUKU CUCTEMbI 34PaBOOXPaHEHUA
M nauueHTbl cooblianm o ntobbix NOAO3PEBAEMbIX HEMXKenaTeNbHbIX PeaKkuMAaX Ha NeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbI B CMNUCOK /IEKApPCTBEHHbIX MPEnapartos, MNOA/eNKalmx AOMNOAHUTENbHOMY
MOHWTOPUHTY;

)K) BbINONHATL €XemecsiyHoe OOHOBNEeHMe CrucKa NEKapPCTBEHHbIX MpenapaTtoB, noasexalunx
AONO/THUTE/IbHOMY MOHUTOPUHTY.

13.6. 06A3aHHOCTU AeprKaTenen perncTpaLMoHHbIX yA0CTOBEPEHN

[ep:KaTenb perucTpaumoHHOro yaocToBepeHns o0bssaH:

a) BKkAUMUTL B OX/IM 1 UMM (/1IB) cBOMX NEKapCTBEHHbIX MPenapaToB, BKAKYEHHbIX B CMUCOK

nognexawmnx AOonoNHUTeENbHOMY MOHUTOPUHTY, CUMBOJ1I 4YEpHOro TpeyrosibHMKa D, a TaKXxe
CTaHAapPTHOE NoACHeHMe O AONO/IHUTE/IbHOM MOHUTOPUHTE;

6) BKAOUUTL MHPOPMALMIO O CTaTyce AOMNOJIHUTENbHOrO MOHUTOpPMHra B obol maTtepwuan,
KOTOpPbIA ByAeT pacnpocTpaHAaTbcAa cpean PaboTHUKOB CUCTEMbI 340aBOOXPAHEHMA M MAUMEHTOB, a
TaKKe [OJIKeH NPUAOKUTb BCE YCUAUA, YTOBbl CTUMY/MPOBATb PEnoOpPTUPOBAHME HEXKenaTesbHbIX
peakuuii, KaK 3TO COrnacoBaHoO C YNOJHOMOYEHHbIMM OpraHamM rocyapcTB-4/1€HOB;

B) NPeACTaBUTb YMONHOMOYEHHbIM OpraHam roCyAapCTB-4/IEHOB AaHHble M MOATBEPXAEHUA
cTaTyca BbIMONHEHUNA KaKUX-1M60 yCA0BUIM, HaKkNaAblBaeMblX AaHHbIMU YNOJAHOMOYEHHbIMW OpraHamu;

r) npeacTaBUTb COOTBETCTBYOWME U3MmeHeHusa B OX/1M n UM (/1B) no BKAOYEHUIO MU YAANEHUIO
YEepHOro CMMBOJIAa W  CTaHAAPTU3UPOBAHHOM  MOACHUTENBbHOM  GOPMY/IMPOBKM B MOPALKE,
YCTAaHOBNEHHOM MNpPaBMAaMM PerncTpaunum U 3KCNepTU3bl NeKAPCTBEHHbIX CPeacTB ANA MeAULMHCKOro
NPUMEHeHWA, YyTBepKAaeMbiMn EBpPasMMCKOM 3KOHOMMUYECKON KomMccuelr, u  TpeboBaHUAMM K
WHCTPYKLMM NO MeAULIMHCKOMY NMPUMEHEHUIO NEKAPCTBEHHbIX NPENapaToB U O6LLel XapaKTepucTmke
NIeKapCTBEHHbIX NpenapaToB AA8 MeAUUMHCKOrO MNPUMEHEHUsA, yTBepXaaembiMu EBpasuiickoi
SKOHOMWYECKON KOMUCCHEN.

13.7. YepHbI CUMBOJ U NOACHUTEIbHAA 3aNM1CKa

OnAa nekapcTBeHHbIX MNPenapaToB, BK/AKYEHHbIX B CMMCOK MOA/EXKAWUX [ONOJAHUTENBHOMY
MOHUTOPUHTY, OX/IN u UMM (N1IB) ponHbl cogepxaTb 0603HayeHUe MepeBepHYTOro YepHOoro

paBHO6eAp8HHOFO TpeyrosibH"nKa D, KOTOpoe conpoBoXAaaeTcAa CJ'IELI,YIOUJ,EVI NOACHUTEIbHOM
Ha4MUCbIO:
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"[laHHbIA NeKapCcTBeHHbIM NpenapaT NOANEKUT AONONHUTENbHOMY MOHUTOPUHIY. 3TO NO3BOAMUT
6bICTPO BbIABUTL HOBYIO MHOPMaLMIO Mo BesonacHocTM. Mbl obpalllaemca K COTPYAHMKaM CUCTEMBI
3/1paBOOXPaHeHUs ¢ Npocbboit coobliaTh O /10ObIX NOA03PEBAEMbIX HEXeNaTe IbHbIX peakumsx".

Mocne TOro Kak NeKapCTBEHHbIVM NpenapaT BK/OYEH B CMUCOK WM yAaneH U3 Hero, AepKartesb
perncTpaLnoHHOro yaocToBepeHna 0ba3aH BHECTU COOTBETCTBYOLIME U3MeHeHua B OX/1N u UMM (N1B),
yTobbl BKAOYUTL WAWU YAANUTb UYePHbIN CMMBOA (B 3aBUCMMOCTM OT OBCTOATENLCTB), 3asaB/eHME U
CTaHAAPTHYHO NOACHUTE/IbHYIO 3aMUCKY.

Ecnv peweHne o BKAOYEHMM NEKAPCTBEHHOro npenapaTta B CMMCOK WAM yAaneHWu M3 CruckKa
AenaeTtca Nnpu BbINO/NHEHMM NpOLLeAypbl, yCTaHOBAEHHOW npaBom Coko3a WMAM 3aKOHOAATE/IbCTBOM
rocyfapcrea-uneHa (npoueaypbl perncTpaumm uam nepeperncTpaunmn, BHeceHusa nsmeHeHuii 8 OXMN u
ap.), To cogepxaHne OXIM n UMM (NB) Tpebyetca obHOBMTL A0 3aBeplUEeHUs npoueaypbl, YToObI
BK/HOYNTb B MHPOPMALMIO O SIeKAaPCTBEHHOM MpenapaTte MW yaanuTb U3 Hee YepHbI TPeYroNbHUK u
CTAaHAAPTHYIO NOACHUTE/IbHYIO 3aMKUCKY.

Ecnv pelweHWe O BKAKOYEHMM NIEKAPCTBEHHOro npenapata B CMMCOK WAW YOANEHUU U3 HEero
NPUHUMaETCA BHE PaMOK NpoBeAeHUsA Npoueaypbl, YCTAaHOBNEHHOW MeXAYyHapoAHbIMKU A0roBOpamMu U
aKTaMu, cocTaBastolmMmn npaso Coto3a, WM 3aKOHOAATENbCTBOM FOCYAAapCTB-Y/NEHOB, TO AeprKaTesb
PEerncTpaunoHHOro yAOCTOBEPEHUss 00M3aH B YCTAaHOB/IEHHOM MOpPSZKE BHECTM COOTBETCTBYHOLIME
nameHeHua 8 OX/IM u UMM (NB).




