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Linn NekapcTBEHHbIX CPeACTB A1 MefumumHekoro npumeHeHus (International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use; ICH)1>

HanmeHoBaHVe HacTosLEero ctaHgapTa M3MEHEHO MO OTHOLEHWIO K HAVMEHOBaHMNI0 MEXAYHapO4HOro
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HUSX K HACT0sLWEeMy CTaH4ap Ty Ny6nKye TCs B eXXerogHom (No COCTOSHUIO Ha 1iHBaps T EeKyL,ero roga)
UH(OpPMaLMOHHOMYKa3aTene «HaunoHanbHble CTaHAapThi», a opuumanbHbIi TEKCT N3MeHeHuli nnonpa-
BOK— BeXOMecsuyloM nHhopMaLnoHHOM yKa3aTens «HalnoHanbHble cTaHgapThi». B cnyyas nepecmoT-
pa (3aMeHbl) WM OTMEHbl HACTOALWEero cTaHjapTa COOTBeTCTBYWLee YyBeAoM/eHne 6yaeT
ony6/IMKOBaHO B GnvkaiilleM BbIMyCKE €XEeMeCAYHOro MHGOpMaLMOHHOro ykaszaTensa «HauunoHanbHble
cTaHgapTbi». CooTBeTCTBYyWasa UHPopMaLms, yBeLOM/IEHNE N TEKCTbl pasmewalnTca Takke B
MHPOpPMaLMOHHOW cucTeme 06L1ero noNb3oBaHUs — Ha ohuymansHoOM caliTe defepasibHOro areHTcTBa
Mo TeXHNYEeCKOMY peryimpoBaHunio 1 MeTposornm B ceTv NHTepHeT (Www.gost.ru)
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MY perysiupoBaHuio 1 MeTposiorum
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BsepeHune

[aHHblli cTaHAapT HanpaB/ieH Ha onpefenieHne o6wmx TpeboBaHuin No NOAroTOBKE NMEepPUOUYEcKnX
0TYeTOB 0 6€e30nacHOCTH (0 COOTHOLLIEHUN pPUCK-NoNb3a, NMOB) NekapCTBEHHbIX MpenapaTos, Haxo4saLnXcs B
obpaueHnn B cTpaHax ICH. CTtaHfapT cofepXuT pekomeHgyemblit hopmat v cogepxanve MOB. onucaHne
BOMNPOCOB, TPEOYIOLMX BHUMAHUS, NPV NOATOTOBKE U NpeACcTaBeHUN B PEryaTOPHbIA OpraH aHHbIX OTHETOB.

PykosopacTtBy ICH E2C no noarotoBke nepuogmyecknx oT4eToB 06 oueHKe pucka-nonb3bl 1eKapCTBeH-
Hbix cpefcTB (ICH E2C Periodic benefit-risk evaluation report (PBRER)) MexayHapoaHoli KOHhepeHuumn no
rapmMoHu3aLnm TeXHUYecKknx TpeboBaHui ANna perncTpauuy 1eKkapcTBEHHbIX CPeACTB A8 MeANLUHCKOro Npu-
MeHeHus (International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use; ICH).
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

NEKAPCTBEHHbBIE CPEACTBA A1A MEAVNLUMHCKOIO
NMPUMEHEHWA

dapmakoHaa3op. lMNepuoguyeckue oT4eTbl 0 6€30MaCHOCTV 3aPErNCTPUPOBAHHBIX
leKapCTBEHHbIX Mpenaparos

Medicines for medical applications. Pharmacovigilance. Periodic reports on the safety of registered drugs

faTta sBegeHna — 2018—08—01
1 O6nacTtb nNpUuMeHeHn4d

06/1acTb AEiCTBUA HACTOALWEr0 CTaHAapTa PacnpoCTPaHAETCs Ha BCe NeKapCTBEHHble npenaparsl,
Haxoaslmecs B obpateHnn.

1.1 O6wwme NpUHUUNBI

Mepuoanueckuin otyeT no 6esonacHocTn (MOB) NnpeacTaBnsieT cO60M [OKYMEHT Mo papMakoHag30py,
LUenblo KOTOPOro SBASIeTCA MpeAcTaB/eHne [fepxXaTesieM PerucTpauuoHHOro YA0CTOBEPEHUS OLEHKM
COOTHOLLEHWSA NOMb3a-pPUCK SIEKAPCTBEHHOTO npenapaTa Ha onpefeneHHbIX aTanax nocTperncTpayMoHHOro
nepuoga.

PerynsiTopHbIMW opraHamy Ao/mKHa BbINOHATLCS oueHka MOB ¢ onpefeneHMeM BO3MOXHbIX HOBbIX
BbIAB/IEHHbLIX PUCKOB N UX BIMAHUA Ha OLEHKY COOTHOLWIEHNA Nob3a-pPUCK JIeKapCTBEHHOro npenapara. Mo
pesynbTaTtam OueHKN PerynsiTopHbIli opraH onpegensiet Heo6Xo0A4MMOCTb BbINOSTHEHUS AaNbHERLX Uccneno-
BaHwWiA/McnbiTaHnii 6e30nacHOCTY UK 3P PEeKTUBHOCTb SIEKAPCTBEHHOIO Npenapara, NPUHATUA PerynsiTopHbIX
[eliCTBWiIA B OTHOLLUEHUN perncTpaLoHHOro ctaTyca fIekapCTBEHHOTO Npenapara Win BHECEHUS U3MEHEHUI B
WMHCTPYKUMIO MO MeAMUUMHCKOMY NPUMEHEHWU0 NeKkapCcTBEHHOrO npenapata B Lensx o6ecnevyeHus ero
NpUMeHeHNA Npu npeBbIlLEeHNN NOMb3bl HAA4 PUCKOM.

1.2 Llenv neproanyeckoro otyeTa no 6e30nacHoCcT”

OcHoBHoIi Lenbto MOB siBNsieTcsi NpeAcTaB/IeHNe CHEPbIBAOLLETO Y KDUTUYECKOTO aHaIn3a COOTHO-
LUEeHMs No/b3a-pPUCKIeKapCTBEHHOTO NpenapaTa c yueToM BCEX HOBbIX AaHHbIX N0 6€30MacHOCTW U UX KyMYy/si-
TUBHOTO BUSAHWSA HA NPOnIb 6€30NaCHOCTM U 3hheKTUBHOCTU leKapcTBeHHoro npenapara. MNOB siBnseTcs
MHCTPYMEHTOM MOCTPErMCTPALMOHNON OLEHKN COOTHOLUEHWS MOJb3a-PUCK SIEKAPCTBEHHOMO npenapaTa Ha
onpefeneHHbIX aTanax XM3HEHHOTO LKA fiekapCTBeHHOro npenapara.

B npouecce NOCTPerncTpaLyoHHOrO NMPUMEHEHUsT JIEKAPCTBEHHOTO MNpenapata BbisiBAseTCs HoBast
uHhopmMaLusa no 6e30NacHOCTU, Ha OCHOBaHMUI OLLEHKM KOTOPOI AiepxaTtesieM perncTpaLoHHoro yaoctosepe-
HUS1 AO/MKEH MOCTOSHHO BbINOHATLCS aHaIM3 BIMSIHWS HOBBIX JJaHHbIX HA COOTHOLLEHWE NO/b3a-puck, nepe-
OUEHKA [AHHOTO MokasaTesisi, a Takke OonpeaensiTbCs HEeo6X0AMMOCTb ONTUMM3auuKM COOTHOLIEHUS
nofb3a-puck nyTeM BBeAeHUst AP EKTUBHbLIX MEp MO YNPABEHNI0 PUCKAMMW U UX MAHUMU3ALNN.

1.3 MpuHUMNBI OUEHKN COOTHOLLEHNSA Nnosb3a-puck B NOb

OLeHKa COOTHOLLEHNS NOJb3a-PUCKA0/MKHA HOCUTbL HENPEPbIBHbIN XapakTep Ha NPOTSHKEHUN BCETO XN3-
HEHHOrO0 LMK/Ia IeKapCTBEHHOIO npenapara B Lensax o6ecneyeHns 3anTbl 340p0Bbs HACENEHNUS U NOBbILLE-
HUsi 6e30MacHOCTY MaLUMEHTOB NyTeM peanusauun 3aeKTUBHbIX Mep MUHUMW3auuKU pucka. OCHOBO ansi
aHanu3a siBfisieTcs MHgopMaumsi No 6e30MacHOCTU U a(PMEKTUBHOCTH, COBMPaeMas Ha NPOTSHKEHUU COOT-
BETCTBYIOLLMNX NPOMEXYTKOB BPEMEHU, COCTABSAOLUX OTYETHbIE Nepuospl.

OueHKa BK/tOYAET criegytolme aTanbl:

1) KpUTWUECKNii aHanu3 Bceii MHopmaumm no 6e3onacHoCTy, NOTyUYEHHOM 3a 0TYETHbIN Nepuo conpe-
[leNNEHNEM BO3MOXHbIX BbISIBIEHHbIX HOBbIX CUTHA/I0B, CBUAETENLCTBYOWMX O HOBbIX NOTEHLMAMBHBIX UK

N3paHvne opuymnanbHoe
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NAEHTUULMPOBAHHBIX pUCKax NM60 AOMOSTHEHUN WMEILMXCA 3HAHWI N0 paHee NAEHTU(ULMPOBAHHBIM
pvickam;

2) KpuTunyeckoe 0606LLeHMEe BCeli NOYyYeHHON 3a 0TYETHbI nepuog nHopMaLl M no 6e3onacHocTy 1
30h(hEeKTMBHOCTU /IEKAPCTBEHHOIO NpenapaTa (kak B paMkax KIMHUYEeCKUX UccrefoBaHun/ucnbiTaHnii. Tak n
npu NPUMEHEHUN B MEAULMHCKON NPaKTUKE) C OLLEHKOWN BIMSHUA 3TUX AaHHbIX HA COOTHOLLEHME NoJib3a-puck
NleKkapCTBEHHOrO nNpenapara;

3) BbINOMHEHNE NHTErPaSIbHOTO aHaIM3a COOTHOLLEHNA NOJIb3a-PUCK HA OCHOBAaHWUM BCEX KYMYTATUBHbIX
[aHHbIX, MMEeLLMXCA 3a Mepuog oT AaThl NepBON perncrpanmumn B Kakoin-nmbo us cTpaH, gatbl NepBoii peructpa-
Ly ANS NPOBeLEeHNs MHTEPBEHLMOHHOTO K/IMHUYECKOro UCC/1e0BaHus B KaKoW-Nnbo 13 cTpaH;

4) o0606LleHre nHopMaL M No MepamMm MUHUMU3aLMK pUCKa, KOTOPbIE MOT/IV BbIMOTHATLCS WX NJ1aHU-
pytoTcs;

5) onpegeneHune nnaHa oLeHKN CUTHaN0B Y PUCKOB U/UV NpeaioXeHul No AONONHUTENbHOW AesTe Nb-
HOCTM No hapMakoHaa30py.

2 MpwuHuunnbl noarotosku NMNOB

[epxatenb peructpauyvoHHOro yAoCTOBEpPeHus [O/DKeH rotoButb ofauH OB fans Bcex CBOWX
NleKapCTBEHHbIX NpenapaToB, COAEPXaLLMX OLHO 1 TOXe AeliCTBYOLee BELLEeCTBO UIN OAHY U Ty e KOMOUHa-
LMo AeiicTBYOLWMUX BELLEeCTB N0 BCeM 0A06PeHHbIM noka3aHusam, cnocobam BBeAeHWs, hopmMam Bbinycka v
pexumam [o3upoBaHuns. B onpegeneHHbIX cryyasx MoxeT noTpe6osatbCs NpefcTaBfieHne faHHbIX No
oTAeNbHbIM Noka3aHuaMm, hopMam Bbinycka, cnocobam BBeAEHNUA UN pexumam [03MpoBaHUsA B OTAE/TbHOM
pa3gene MNOB c COOTBETCTBYIOLMM OTpaXKEHMEM acnekToB npoduisa 6esonacHocTy, 6e3 NofroToBKM OTAENb-
Horo MOB. B ucknoumMTeNnbHbIX Cyvyanx NoArotoska otaenbHoro NMOB MoxeT 6bITb 060CHOBaHa, Hanpumep B
cnyyae OT/IM4HOW DOPMbI BbiNycKa C MOHOCTHI0 OT/IMYHBIMU NOKa3aHMSAMMN K MeAULIMHCKOMY NPUMEHEHMUIO.

2.1 CopepxaHue NOBb

MOB gomKeH BKIOYaTb KYMYIATUBHbIE AaHHbIe, NO/TlyYEHHbIE HAYMHAS OT AaTbl perncTpalun, c Hanpas-
NIEHHOCTbIO Ha HOBYIO MHOPMAaLMIO, NMOSTYYEHHYIO 3a OTHYETHbIA nepuog. KymynatusHas nHdgopmaumns pac-
cMaTpuBaeTCcs Npu BbINOMHEHWUM 06Leli OLeHKM 6€e30MacHOCTU M UHTErpYpOBaHHOW OLEHKM COOTHOLIEHUS
nonb3a-puck.

MOB ponmkeH BkAOYaTbL 0606LatoLLy0 MHOPMALMIO MO BCEM MCTOYHMKAM NOYYEHUST 3HAUNMbIX AaH-
HbIX N0 3hHEKTVBHOCTH N 6€30MACHOCTM, KOTOPbIE AO/KHbI YUNTbIBATLCA NPU BINO/THEHUM O4EPeHO OLLeHKN
COOTHOLUEHUS N0JIb3a-PUCK N KOTOPbIE UMEIOTCS B PacrnopsxeHnn fepxaTtens perncTpayMoHHOro yaocToee-
peHus.

Yka3zaHHas nHopmauusa BknoyaeT B Ceo6s:

a) o6obuiatoLLyto MHhopmaLmio No pesynbTatam MeAnLMHCKOTO NPUMEHEHNS:

- [aHHble CMOHTaHHOro AenopTupoBaHus,

- [aHHble MeANLVHCKOV NuTepaTypsl;

- [aHHble, NOSlyYeHHble B X04€e aKTVBHbIX METOA0B MOHUTOPUHIA (Hanpumep, aHanns BHYTPEHHUX Unn
BHeLUHUX 6a3 AaHHbIX);

- curHanbl no 6e30nNacHOCTN, HaxoALWMeCs Ha PaCCMOTPeHNN yaepxaTens perncTpayMoHHOro yaocTo-
BEPEHUS;

- MHdopMaLus OT NapTHEePOB N0 MapKeTUHTY UK AUCTPUObLIOLMK;

6) 0606LatoLLy0 MHhopMaLuio MO KTMHNYECKM UCCeA0BaHUAM/UCTBITAHUSAM:

- MpoAO/KAKLWNMCA KNMHUYECKUM UCCNefoBaHUAM/UCNBITAHUAM UKW UHBIM UCCNefoBaHnaM/UcbITa-
HUSAM, KOTOpble BbIMOMHAITCA AepXaTeseM perncTpauvoHHOro yA0CTOBEPEHUS UK ero npeactaButenem,
60 KOoTopble GblNIN 3aBEpPLLEHbI B OTYUETHbI Nepros,;

TepaneBTUYECKOMY MPUMEHEHMNIO UCCIefyeMOoro ekapcTBEHHOro npenapara,

- o6cepBaUMOHHbIM UV ANUAEMNOIOTUYECKUM NCCef0BaHNAM.

- uccnefoBaHnaM Mo OLeHKe NCNOJIb30BaHNS TeKapCTBEHHOrO Npenapara:
LOKNUHUYECKUM NCCnefoBaHUAM (TOKCUKONOTMYECKUM 1 uccnefoBaHuam in vitro)]

- K/IMHWYECKUM WCC/ie0BaHusAM, BbINOSIHAEMbIM NapTHepamu Aepxartens perncTpauroHHoro yAaocTo-
BEpeHWs No pa3paboTke UK pasMeLLeHnio Ha PbIHKe IeKapCTBEHHOMO Npenapara,;

- K/IMHWYeCKUM ccnefoBaHnsaM, B KOTOPbIX Obla BbisiBNieHa HegocTaTouHasa TepaneBTuyeckas adgek-
TUBHOCTb. YTO MOXET OKa3aTb B/IMSIHWE Ha OL,eHKY COOTHOLLEHMA NOMNb3a-pPUCK IEKAPCTBEHHOrO NpenapaTta;

B) 0606LalLLyo MHopMaUUIo U3 ApYrnxX NUCTOUHUKOB:

- [aHHble 13 WHbIX NCTOYHUKOB, UMEIOLLNX OTHOLIEHNE K OLeHke athdekTMBHOCTM nunn 6e3onacHocTu
NleKapCTBEHHbIX NpenaparoB aHa/1I0MMyYHoN hapmakoTepaneBTUYeCcKo rpynnbl:

2
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- WHble MNOB unn oTyeThbl N0 6e30nacHOCTM pa3pabaTbiBaeMbIX IeKapCTBEHHbIX Npenapartos (Hanpyumep,
KOHTPaKTHbIX NapTHEPOB UIN UHWMLMATOPOB UCCNEf0BaHN);

- BaXKHYH MHDOpMaLMIO, MONYYEHHYI0 NOC/e 3aBepLueHns nogrotosku MOB.

MOB pomKeH BKIOYaTh CneayloLme pasgensbi:

- TUTY/bHbIW INCT, BKOYAsA yA0CTOBEPSIOLLYIO NOANUCH;

- KpaTKoe U3/10KeHNEe OCHOBHOTO COlePXaHus;

m Tabnvuy cogepxaHusa otyera:

1) BeegeHue

2) PerncrpauunoHHsblii cTaTyc B MUPO

3) Mepbl, NPUHATLIE 3@ OTYETHbIN NEpuos, B CBA3U C AaHHbLIMU N0 6€30NacHOCTM

4) V3MeHeHUs, BHECEHHbIE B CNPaBOYHY0 MHhopmaLmio o 6e30nacHOCTV 1IeKapCTBEHHOrO Npenapara

5) OueHKa KomyecTBa NauMeHToB, NOABEPrLNXCS BO3LENCTBUIO TeKapCTBEHHOTO Npenapara

5.1 O6Lee KONMYecTBO NaLeHToB, NOABEPTLLMXCSA BO3AENCTBUIO B KTMHUYECKNX NCCeA0BaHUAX

5.2 O6uiee KOIMYECTBO NaLMEHTOB, NOABEPILLUNXCS BO3AENCTBUIO, MO AaHHbIM MPUMEHEHNS HA PbIHKE

6) O606LLeHHbIe TabNNYHbIE faHHbIe

6.1 CnpaBoy4Has nHgopmauns

6.2 O606LleHHas nHdopmaLmsa No Cepbe3HbIM HeXenartebHbIM peakunsaM, BbIABMIEHHbIM B X0A4e Kn-
HUYeCcKMX nccnenoBaHui

6.3 O606LeHHas nHchopmauus, no AaHHbIM NOCTPErNCTPaLMOHHOIO NPUMEHEHNSA

7) Pe3toMe BaXHbIX AaHHbIX, MONYYEHHbIX BX04e KTUHUYECKNX NCCIef0BaHNI 3a 0THETHbIV Nepuog,

7.1 3aBeplUeHHble KNIMHUYECKME NCC/Ief0BaHnsA

7.2 TlpogonxaloLmecs KINHUYecKne ncenefosaHns

7.3 [AnuTenbHblli nocneayowmnini MOHUTOPUHT

7.4 WHoe TepaneBTMYECKOE NPUMEHEHME NIEKAPCTBEHHOIO npenapara

7.5 HoBble faHHble N0 6e30MacHOCTU B OTHOLLEHUN Ha3HaYeHNs (hMKCUPOBaHHbIX KOMOUHALLWI

8) [laHHble HEMHTEPBEHLMOHHBIX UCCIef0BaHNIA

9) [aHHble ApYTUX KNMUHUYECKUX NCCef0BaHNi N N3 ApYruX NCTOYHUKOB

10) [AaHHble AOKTMHUYECKNX UCC/Ief0BaHNIA

11) NutepaTypa

12) [Opyrue nepuofmyeckme oTyeTsbl

13) HepoctatouHas TepaneBTuyeckas apeKTUBHOCTb B KOHTPO/IMPYEMbIX KIMHUYECKUX UCcneaoBa-
HUAX

14) BaxHas Hhopmauus, nosly4eHHas nocsie 3aBepLueHns noarotoskm NOB

15) O630p cUrHas0B: HOBblEe, paccMaTpMBaeMble 1 3aBepLUEHHble

16) CurHanbl 1 OLEeHKa pucka:

- o6ob6uatuas nHhopmaums no npobiemam no 6e3onacHoCTu;

- OUEeHKa curHana;

- OLEHKa pUCKOB 1 HOBOW MHhopMaLuK;

- XapakTepucTuka puCcKoB;

- ah(PeKTUBHOCTb MEP MUHUMM3ALUUN pUCKa (€C/IU MPUMEHNMO)

17) OueHka nonb3bl:

- BaxHas 6asucHasa nHdopmaumsa no athPeKTUBHOCTU B X0 KTUHUYECKUX UCNbITAHNA U NPUMEHEHUS B
MeAVLMHCKOW NpakTuke;

- HOBas BbIfiB/IEHHAA MHOpPMaLMA No ahPEKTUBHOCTM B XOA4e KMHUYECKUX UCTIbITAHWUI N NPUMEHEHUS
B MeAULMHCKOW NpakTuke;

- XapakTepucTuKa nosib3bl;

18) WHTerpmpoBaHHbIli aHann3 COOTHOLLEHWSA N0JIb3a-pPUCK N0 OJ06PEHHBIM NOKa3aHNAM:

- KOHTEKCT COOTHOLIEHMSA NOMb3a-pPUCK — MefULMHCKas NOTPEBHOCTb 1 BaXKHble albTePHATUBbI;

- OUeHKa npoueaypbl aHasm3a COOTHOLLIEHUSA NOMb3a-pPUCK

19) 3aknouyeHue n gelicTeuns

20) MpwunoxeHwus k NMOB

TUTYNbHbIA NCT

Ha TTynbHOM ncTe AO/MKHbI ObIThb YKa3aHbl HOMep oTyeTa (0TUYETbI LO/IKHbI UMETb NOC/Ie0BaTe bHYI0
HymMepaumio), HarMeHoBaHue fleKapCcTBEHHOro npenapara, MexayHapogHasa AaTta permcrpauuu, oT4eTHbIN
nepuog (MnM6o ykasaHne Ha BHeoUYepeaHOW MOpaL0K nogaym no 3anpocy perynsaTopHOro opraHa), Aata cocras-
NleHns oTyeTa, faHHble AepxaTens perncTpaunoHHoro yaoCcToBepeHmns 1 ykazaHue o KOHOUAEHLMaNIbHOCTH
nHdopmalmnu, BktoveHHol B MOB. TUTYNbHbLIV UCT AO/KEH ObiTh 3aBEPEH NOANUCHIO.

KpaTkoe n3noxeHue 0CHOBHOrO CoiepXxaHus
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Llenbio KpaTkoro U3noXeHus cofepxaHus ABASETCA KpaTkoe npeacTaBfieHne B 0606LeHHOM BuAe
cofepxaHna U Hanbosiee BaxHON MHpopMauun, cocTaBnsawLWein nepuoguyeckunii oT4eT No 6e30nacHoOCTy.
[aHHbIli pa3gen oo/MKEH BKIKOYATb CrieAyoLLyo MHGOpMaLmio:

a) BBefjeHMe, ykasaHue HoMepa oTyeTa 1 0THETHOTO NEpPUoaa;

6) HaMMeHOBaHVe JfIeKapCTBEHHOro npenapaTa, hapMakoTepaneBTUYECKUii Knacc, MexaHu3M
AelicTBUSA, NoKasaHUs K NpMMeHeHuno, hopMa BbiMycka, A03a, CNocob BBeAEHUS;

B) OL,EHKY KyMY/ISTUBHOIO BO3EMCTBUSA B XO4€ KIMHUYECKMX UCCNeaoBaHunii;

r) OLEHKY MHTepBasia NOCTPErucTpauuoHHOro MPUMEHEHUS U KyMYNSTUBHOrO BO34eNCTBUA 3a 3TOT
nepvog;

[1) uMCno cTpaH, Ha TeppUTOPUU KOTOPbIX paspeLleHo NPYMEHeHNe 1eKapcTBEHHOro npenapara;

e) 0606w eHHY0 MHhoPMAaLMIO MO OLLEHKE COOTHOLUEHUS NOMb3a-pPUCK;

X) NpUHATbIE U NpeAnaraemble AelicTBUSA, CBA3aHHbIe C acnektamu npoduns 6e3onacHocTH, BKIoYas
CyLL,eCTBEHHbIE U3MEHEHUS B GPOLLIOPY MCC1e[0BaTENA HA 3Tane KNUHUYECKUX UCCeL0BaHNI U B MHCTPYKL MO
no MeAWLMHCKOMY MPUMEHEHUNIO Ha MOCTPErncTpaLoHHOM 3Tarne /iMb0 MHble Mepbl MUHUMMU3aL MU pucka.

n) 3aknryveHue.

Pazfen KpaTKoro U3noXeHWs cofepXaHus oTyeTa AOJDKEH COMPOBOXAATbCA Tabnuuel copepxaHus
neprmoamn4eckoro otyeTta no 6e3onacHocTu.

2.2 TpeboBaHusA K cogepXaHuo kaxgon yactun NOb

2.2.1 Pas3pen NOBb «BBegeHne»

BBefeHve f0MKHO cogepxaTb CriefyoLwyo nHopMaLmio:

a) MexayHapojHas faTa peructpaluu, OTYEeTHbI Nepuog U NopsAKOBbIA HOMep 0TYeTa;

6) HavMeHOBaHMEe JfleKapCTBEHHOro npenapaTta, apmakoTepaneBTUYECKUiA Knacc, MeXaHu3m
[AelicTBUSA, nokasaHusi K NpyMeHeHuto, hopma Bbinycka, A03a, Cnocob BBeeHUS;

B) KpaTkoe onvcaHue nonynsuuii, KoTopble NoyyarT IeYeHne C Ha3HaYeHeM JiekapCTBEHHOro npena-
pata unu 611 BK/IOYEHBI B KTMHUYECKUE UCCef0BaHNS;

r) KpaTkoe onucaHve 1 pasbscHeHne Nboii nHchopMaLmmn, umerLL el OTHOLLIEHME K TpebyeMoii MHdop-
mauuu B MNOB. koTopas He 6bin1a Bk/IloYeHa B nogasaemsliii MNOB.

2.2.2 Pa3zpgen MNOB «PerncTtpaunoHHbIii cTatyc B MUPO»

B naHHoM pasgene MNOB fonxHa 6bITh NpeacTaB/ieHa KpaTkas 0630pHas MHopMaLys, BKIYatLas
[aTbl NepBUUYHbLIX perucTpauuii B cTpaHax Mvupa, 0406peHHbIe NMoKasaHust K NPUMEHEHWIO, 3aperncTprpoBaH-
Hble (hOPMbI BbINYCKa 1 A03MPOBKM C YKasaHWeM eiicTBYoLWMX Ha AaTy noAroToBku MOB peructpauuii.

2.2.3 Pazgen MNOB «Mopbl, NpUHATbIE 3a OTYETHbIA nepuos, B CBA3WM C [AaHHbIMU MO
6e3onacHoCcTU»

B pasgene npefctaBnsieTcs onncaHne CyLeCcTBEHHbIX MeP. MPUHATBIX 38 OTYETHbIV Nepuos B OTHOLLe-
HAM KakK MPOAO/MKAIOWMNXCS  KIMHUYECKUX WUCCNefoBaHU/MCMbITAHUA, Tak W MNOCTPerncTpalmoHHOro
NPMMEHEHUS, CO CTOPOHbI PErysIATOPHbIX OPraHoB, AepXaTess PerucTpauuoHHOro y0CTOBEPEHNs, CMOH-
copa/zanButens KIMHNYECKUX nccnefoBaHmnii, KOMUTETA MO MOHUTOPUHIY/OLEHKE AaHHbIX, KOMUTETA MO 3TUKE
Ha OCHOBaHUM faHHbIX N0 6€30MacHOCTU, KOTOPbIE:

a) okasav CyllecTBEHHOe BINSHNE Ha COOTHOLLEHME N0JIb3a-pUCK 3apermcTpupoBaHHOro ieKapCTBEH-
HOro npenapart uunmn

6) okasanu BAUSIHME Ha NPOBEAEHMNE KOHKPETHOro K/IMHWYECKOro MccnefoBaHusi(Min) nnm B LEesom Ha
nporpaMmy K/IMHNYecKol pa3paboTku IekapCTBEHHOIO npenapaTa.

B pasgene AoMXHbI 6bITb yKa3aHbl OCHOBaHUA 4151 NPUHATUSA AaHHbIX Mep U Npyu He06X04MMOCTU AONO0-
HUTesbHas MHopMaLus, ecnn TakoBas AOCTyMHa.

Mepbl, NPUHSATbIE B OTHOLLIEHMM UCCEeAYEMOr0 IeKapCTBEHHOrO Npenapara, MoryT BK/tlouaThb B ce6s:

a) oTKas B Bblaye pa3peLleHns Ha NpoBeLeHNe KIMHUYECKOro UCC/Ief,0BaHUA/UCMbITAHUSA N0 acnekTam
6e30MacHOCTU WU 3TUYECKUM BOMpocaMm:

6) 4acTU4YHYIO UM NOJTHYI0 MPUOCTAHOBKY K/IMHUYECKOTO MccnegoBaHma/ucnbiTaHns Nnbo NosiHyo ocTa-
HOBKY K/IMHWYECKOro UccnefoBaHUsA/MCNbITaHUS paHee MaHUPYyeMOoro Cpoka no nNpuYrHe BbISIBAIEHHbIX AaH-
HbIX N0 6€30MacHOCTM NN HE0CTATOYHON TepaneBTUUYECKON 3(hhEeKTUBHOCTHY;

B) OT3bIB MCCeAyeMOro SIeKapCTBEHHOIO NpenapaTa Win npenapara CpaBHEHMS;

r) oTkas BMOJyYeHWUV paspeLleHns Ha NpYMeHeH e Mo nokasaHuio, uccneayeMomMy B X0Ae KIMHNYECKOro
nccnepoBaHus, BKOYas 406POBONbHBIN OT3bIB NOAAUM 3asB/IEHUS HA PETUCTPALMIO:

) BBeJEeHUEe Mep MUHVMMU3ALUN pUCKa, BKIKYas:

- M3MEHEeHUs B MPOTOKOM UcCcefoBaHUA/MCNbITaHUsA. 06yCNoB/IEHHbIE AaHHbIMY N0 6e30nacHOCTY Unn
appekTMBHOCTU (Takne, Kak U3MEHeHNEe pexnma A03MPOBaHNSA, NU3MEHEHNS KPUTEPUEB BKTHOUYEHUS/HEBKIIO-
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YeHus, BBEAEHWE [ONONHATE/TbHbIX Mep MO MOHUTOPWHIY CYyObEeKTOB UCC/Ief0BaHNS, OrpaHnyeHne npoaomKu-
TeNIbHOCTU UccnenoBaHnsa/MCnbITaHUs);

- orpaHvyeHus nccnegyemoi Nonyasauny NN nokasaHnii K NPUMEHEHNI0.

- M3MEHEeHMs NHPOPMMPOBAHHOIO COorlacusl, CBA3aHHbIe C acnekTamy npodumis 6esonacHocTy;

- N3MEHEeHMs cocTaBa,;

- [OMOJSIHMTENbHOE TpeboBaHMe perynsTopHbIX OpraHoB N0 0CO60MY NOpPsAAKY NpefcTaBneHnsa Hdop-
Mauum no 6e30nacHOCTM NekapCTBEHHOrO Npenapara;

- cneymanbHoe MHOPMUPOBaHME Bpayeii-uccnenosaresneli U MeguumHCKnX paboTHUKOB.

- MNaHupoBaHVe NPOBeAEHNS HOBbIX UCC/IeA0BaHUIA MO OLeHKe acnekToB Npodnis 6e3onacHoCTy.

Mepbl, MPUHATbIE B OTHOLLEHWM 3apErnCTPMPOBAHHOIO /IeKapCTBEHHOrO nNpenapara, BKoYalT B cebs;

a) 0TKas B NMPOA/IeHNN AeACTBUA PETNCTPALMOHHOIO Y0CTOBEPEHNS;

6) NpuOCTaHOBKa W OT3bIB PETMCTPALMOHHOIO YAOCTOBEPEHUS;

B) BBeAEeHVe NnnaHa MMHMMU3auny pucka, BKIoYas;

- CYLLUEeCTBEHHble OrpaHnyeHns B pacnpocTpaHeHn NN BBeAEHNE NHbIX Mep MUHUMKU3aLIMK pUcka,

- CYLLEeCTBEHHbIE U3MEHEHUS MHCTPYKLMM N0 MEAULMHCKOMY NPUMEHEHNIO, KOTOPbIE MOTYT NOBAUATL HA
nporpammy paspaboTku, BKIOYas OrpaHMyeHns nokasaHuii K Ha3HauYeHWIo Unv rpynn nayMeHToB, KOTOPbIM
Ha3HayaeTcs NeKapCTBEHHbIV Npenapar;

- cneumasnbHoe MHhopMUpPOBaHE MEeANLUHCKUX PaBOTHNKOB 1

- TpeboBaHMe No NPOBEAEHNI0 NOCTPErMCTPALMOHHOIO NCC/eA0BaHNs CO CTOPOHbI PeryaTOpHbIX opra-
HOB.

2.2.4 Paspgen MNOB «W/3MeHeHUsl, BHECEHHbIE B CNPaBOYHY MHAOpMauMio No 6e30nacHoOCTU
NekapcTBEHHOro npenapara»

B pasgene nepeuncnsetca nHopmaumns 060 BCeX CYLECTBEHHbIX U3MEHEHUSAX, BHECEHHBIX B CNpaBouy-
Hyt0 MHhopmaLmio No 6e30NacHOCTU 1IekapCTBEHHOIO npenaparta 3a 0TYeTHbIN nepnog. [laHHble CyLecTBeH-
Hble N3MEHEHUS BK/THOYAIOT U3MEHEHUS B pa3fenbl NPOTUBOMNOKa3aHuiA, NnpefocTepexeHnii, 0cobbIxX ykasaHwii,
fononHeHne nHgopmalmeli 0 Cepbe3HbIX HexXenaTesbHbIX peakuusax, HexenaTenbHbIX peakuyusax, npeacTas-
NALWMX 0CO6bIN NHTEpeC, peakLMsix B3aMMOoAeNCTBNSA; BaXHble faHHble NPOAO/MKAILLMXCA N 3aBEePLUEHHbIX
KNMHUYECKNX NccneoBaHnin/vcnbiTaHni; BaXHble AaHHble AOKNNHUYECKNX nccneosanHuii {Hanpumep, nsyye-
HWe kaHueporeHHocTu). iHchopmauma nogaHHbIM U3MEHEHNAM J0/DKHA 6bITb NpeAcTaB/ieHa B COOTBETCTBYIO-
wmx pasgenax MOB. B npunoxeHun k MOB go/mkHa npunaratbCs BEpCUs CNpaBOYHOl MHGOpMauuu no
6€e30MacHOCTN NIekapCTBEHHOrO Npenapara ¢ COOTBETCTBYOLUMN U3MEHEHNSAMMU.

[lepxatenb pernctpaunoHHOro y4OCTOBEPEHNS Takke npeacTaBaseT MHAOPMAaLMo O BHECEHHbIX 1
HaxoAsLWNXCA Ha aTarne BHECEHNS U3MEHEHUSAX B UHCTPYKLMIO N0 MeAULMHCKOMY NMPUMEHEHWIO HA OCHOBaHWUU
06HOB/IEHHOI BEPCUW OCHOBHOI MHghopMaLMmn No 6€30NacHOCTY gepxaTens perucTpaunoHHoro yaoctosepe-
HUA C Npe/cTaB/ieHNEM ee B NPUNOXEHUN.

2.2.5 Paspgen MOB «OueHKa KoNmMyecTBa NauneHToB, NOABEPTLUNXCS BO3LENCTBUIO»

MOB gonxeH cogepxaTb TOUHYH OLEHKY KOIMYecTBa NaunmeHToB, KOTOpbIe MOABEPI/INCL BO3AENCTBUIO
NeKapCTBEHHOro npenapaTta, Bk/1oYas BCe AaHHble B OTHOLIEHUN 06beMa NPoAax 1 KonyecTBa HasHaueHui.
[JaHHaa oueHka [0/MKHA COMPOBOXAATbCA KaYeCTBEHHbIM WM KOMIMYECTBEHHbIM aHa/iM3oM MPUMEHEHUs B
peanbHOl MeULMHCKON NpaKTUKe ¢ ykasaHneM TOoro, KakvM 06pa3om 3TO MOXET OT/INYaTbCA 0T 0J06PEeHHOro
NPUMEHEHMNSA, OCHOBbLIBAACb Ha BCEX AaHHbIX, 4OCTYMHbIX AepXaTenio perncTpauvoHHOro yA0CToBEPEHUs, 1
pesynbTartax HabnwaaresibHbIX NCCnefoBaHnli MO OLEHKE NCMOIb30BaHNS fIeKapCTBEHHOTO nNpenapara.

B gaHHOM pasgene fonmkHa 6biTb NpeAcTaBfeHa oueHka o6bemMa 1 xapakTepucTukim Nonynsuuu, nog-
Bepriieiics BO3eiCcTBMIO TeKkapCTBEHHOIo Npenapara, BK/IoYas KpaTtkoe onncaHne ncnosib3yemoro s oueH-

KM MeToAa 1 ykazaHusi He,0CTaTKoB NCNONb3yeMOoro MeToza.

Cornacyolymecs MeToAbl No OLeHKe BO3AeiCTBNA Ha cyObekTa/naureHTa fo/mMKHbI MCNOIb30BaTbCsA BO
Bcex pasfenax MOB gna ogHoro nekapcTBeHHOro npenaparta. Ecnv ymecTHol siBnseTca 3aMeHa ncnosnb3ye-

MOro meToja oueHKku, 06a MeTofa ¥ pacyeTbl N0 HUM A0/MKHbI 6bITh NpeacTasieHbl B NMOB ¢ 06bsACHeHeM
3aMeHbl.

2251 Mopgpasgen NOB «O6Lee KONNYECTBO NALVEHTOB, MOABEPILUNXCSA BO3AENCTBUIO B KIIMHUYECKNX
nccnenoBaHnsax»

[JaHHbili nogpasgen NOB fonxeH cogepxaTb cnefyoLLyo MHopMaLnio No nauMeHTam. BKIYEeHHbIM B
KNMHUYECKMe nccneoBaHua/vcnbiTaHns (pekoMmeHayeTca TabnnyHbli hopmar):

a) KYMYNSITUBHOE YMCNO CY6BHEKTOB CCef0BaHUs, BKNIOYEHHbIX B MPOAO/MKAOLLMECS U 3aBepLUEHHbIe
KNVHNYeCKne nccnefoBaHnsa/McnbITaHnA n NOABEPTLLNXCA BO3AENCTBUIO MCCNeAyemMoro iekapcTBEHHOro npe-
napara. nnaue6o, MAn/m akTMBHOro Npenapara cpaBHeEHUS OT MeXAyHapoaHol faTbl 0f06peHnsa paspabarbl-
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BaeMOro JiekapCTBeHHOro npenapara. MoXeT npusHaBaTbCA, YTO [/ JIeKapCTBEHHbIX Npenaparos,
ANuTenbHOE BPEMS HaxoAsALWwmnXca B o6palleHnm, getanbHas uHpopmaumus MoxeT 6bITb HEOCTYMHA;

6) 60see AeTanbHY0 KYMYIATUBHYIO MHbOpMaLMIO (MPY Hanmummn) no cybbekTam nccnefoBaHvs, noa-
BEPriiMMcsa BO3AENCTBUIO (HanpyMep, CrpynnmMpoBaHHyo No BO3pacTy, MoJly, PacoBOW MPUHAANEXHOCTH No
BCeli nporpaMmmMe pa3paboTku);

B) BaXHble pasnuna mexay nccnefoBaHnaMu/VcnbiTaHUAMY B OTHOLIEHUW Ha3HaYaeMbIX 403. nyTei
BBEJEHUs, NOArpynn NauMeHTos;

r) BcCryvae, ecnv KNMHMYeckne nccnefoBaHna/McnbiTaHusa NPOBOANINCE Ha 0COObIX rpynnax nauueH-
TOB (Hanpumep, 6epeMeHHbIe XEHLLMHbI, NaUuneHTbl C HapYyLLIEeHNAMU OyHKL MM MOYEK, MeYeHUn, cepaeyHo-cocy-
OVCTOW cuCTeMbl; NMauveHTbl C KAMHUYECKU 3HAYMMbIM FeHeTU4yeckuM MnoaMMoptn3MoMm), AOMKHbI BbiTb
npeAcTas/ieHbl JaHHble M0 BO3AECTBUIO;

) Npu HaNMYMK CYLLEeCTBEHHbIX Pasnuunii No BpeMeHu BO3AeiCTBMSA Mexay CybbekTamu, paHaoMu3u-
poBaHHbLIMU Ha MNoJlyYyeHune uccaeayemoro fekapCcTBEHHOro npenapara unn npenapara(os) CpaBHEHUA, NN
HEeCOOTBETCTBUI N0 MPOAO/MKUTENBHOCTHN BO3AENCTBMA MEXAY KTMHUYECKUMMN NCcCnefoBaHnAMU/MCnbITaHNS-
MV HeOBX0AUMO caenaTb OLeHKY BO34eiCTBUA B BbipaXeHUN CyObeKT-BpemMs (NauueHTo-4HK, -MecsLlbl nin
-rogpl);

€) AaHHble No BO34eCTBMIO UCCieAyeMOoro npenapaTa Ha 3,0p0BbIX 406POBO/IbLEB MOTYT UMETb MEHb-
LLYI0 3HAYMMOCTb /19 OLLEeHKM Npodhnsia 6e30nacHoCTU IeKapCTBEHHOTO CPeACcTBa B Lie/1IOM B 3aBUCMMOCTM OT
TMna HabngaemblX Hexenare bHblX peakyunii, B 0CO6eHHOCTY Korga naumeHTbl NoABepraTcsa BO3AeNCTBUIO
eVHUYHON A03bl. Mofo6HbIe AaHHble [0/MKHbI OblTb NPeAcTaBfeHbl OTAENbHO C NOACHEHUAMWU B cryyae
HeobxoanMoCTH;

X) B cnyyae, ecniv B 0606LeHHON MHhopMaLnn Mo HexenatesibHbIM peakunsm, BbIsIBNIEHHbIM B X04e
KTMHWYECKNX nccnefoBaHnii/ucnbiTaHnid, ykasaHbl CepbesHble HexenaTesbHble peakuun, 4o/MKHO 6bITb cae-
NlaHO COOTBETCTBYIOLLEE yKa3aHne No oLeHke BO3AEeNCTBUA Ha NauneHTa, Korga aTo BO3MOXHO,

n) ANa onpefeneHHbIXx 0co60 BaXHbIX KIMHUYECKUX UCCNefoBaHuiA/ucnbiTaHnii gemorpaduyeckas
XapakTepucTrka naymeHToB A0/KHa 6bITb NpeAcTaBieHa OTAEeNbHO.

2.2 5.2 MNMogpasgen NOB «O6Liee KONMYECTBO NaLVEHTOB, NOABEPTLUMNXCSA BO3A4ENCTBUIO, MO AAHHbIM
NPUMEHEHUS Ha PbIHKE»

B cnyyasx, korga aTo BO3MOXHO, f0/MKHA ObITh NpeAcTaB/ieHa oTAe bHasA OueHKa No KyMy/IaTUBHOMY
BO3elCTBUIO (HAYMHaA OT MeXAYHapOAHOW faTkl perncTpawmmn) u Bo3aeiicTBUIO 3a onpeaesieHHbIi MHTepBan
(oT AaTbl OKOHYaHWA cbopa faHHbIX Mo npeglwecTsyowemy MNOB). B pasgene fgomkHa 6biTh NpeacTaBieHa
oLeHKa Mo KoNn4ecTBy NauMeHToB, NOABEPILLUMXCS BO3AEWCTBUIO N MeToAy(am), C MOMOLL b0 KOTOPbIX BbINO/I-
HANWCL onpejeneHne u oueHka. [JomkHo 6bITb NpeAcTaBeHo 060CHOBaHNe, ecv BbINO/THEHNE pacyeTa vuc-
Na nauveHToB, NOABEPrUNXCS BO3AEWCTBUIO, HEBO3MOXHO OCYLEeCTBUTb. ECNM HEBO3MOXHO BbINOMHUTL
OLEHKY yncna nauuMeHToB, AO/MKHbI OblTb NpefcTaBneHbl afbTepPHATUBHbIE BapuaHTbl OLLEHKM C yKasaHuem
meToAa(0B) UX BbINONHEHWS. MNpuMepoM anbTepHaTUBHOIO NokasaTens OLeHK/ BO3AeiCcTBIA ABNAIOTCA NokKa-
3aTesib NauMeHTo-AHel 1 YnCno HasHayveHui (BbinucbiBaHWii). TONbKO B TeX Cyyasx, Korga fAaHHble nokasare-
NIV HEAOCTYMHbI, MOXET ObITb UCNONb30BaHAa OLeHKa 06beMa Npofax, BblpaxeHHas B BECOBbIX egUHNLLAX Un
fo3ax. MoxeT 6bITb TPUMEHEHa KOHLIeNLUMSA yCTaHOBIEHHO CYyTO4YHOM A03bl (DDD) Ans nonyyvyeHns AaHHbIX No
BO3/eCTBUIO HA NALMEHTOB.

[aHHble no BO3AelCTBUIO AO0/KHbI ObiTb NPMBEAEHbI N0 CAeAyWMM KaTeropuam WUCnosib30BaHus
NlekapCTBEHHOrO nNpenapara,

22521 MocTperncrTpayMoHHOEe NPUMEHEHUE (3a NCK/TIIOYEHNEM KIIMHUYECKUX NCCneaoBaHuii/ucneita-
HWiA)

[omkHa 6bITb NpefcTaBneHa obwas oueHka. B gononHeHve gaHHble fOMKHbI 6bITb NpeAcTaBieHbl ¢
pa36buBKoi No nony, BO3pacTy, NokasaHuaM, Ao3am, hopmam BbiMycka W perroHam, rge 3To NPUMEHUMO.
B 3aBNCMMOCTY OT /leKapCTBEHHOrO npenapaTa WHble NepeMeHHble MOryT 6biTb NMPUBEAEHbI Kak 3HauYMMbIe,
Hanpumep YCNO0 BbINOMIHEHHbIX BaKLMHALMWIA, cNOCO6 BBEAEHUS U NPOAO/MKNTENBHOCTb IEYEHUSI.

B cnyuae, ecnu 6bina BbiSiBIEHa cepusl COOBLLEHNI 0 HexenaTtenbHbIX peakuuax, npegnonaratoLlas
Hanuune curHana, [o/KHbI 6biTb NpeAcTaB/eHbl JaHHbIe N0 BO3AENCTBMIO BHYTPY COOTBETCTBYHOLEA nos-
rpynnbl, €C/v 3TO BO3MOXHO.

2.2.5 2.2 MNocTperncrpaymoHHoe nprMeHeHne y 0cobbIX NONYIALUMOHHBIX FPYynM;

B cnyuyae, ecnu Ha nNoCTperncTpaLroHHOM 3Tane fiekapCTBEHHbI npenapart MCMno/b3yeTcsl Y 0CO6bIX
nonynsaUNOHHBIX Fpynn, 4o/HKHA 6bITb NpeAcTaBieHa AoCTYyNHas UHopMaumsa B OTHOLLEHUN KYMYTIATUBHOIO
yucna nauveHToB, NOABEPTLLUMXCSA BO3AENCTBUIO, a Takke MCnosib3yemblii MeTo4 pacyeTta. VICTOUHMKN 3TUX
[aHHbIX MOTyT BKtOYaTb HEMHTEPBEHLMOHHbIE NCCNef0BaHus, pa3paboTaHHble HenocpeacTBEHHO A1 Noy-
YeHWs JaHHbIX M0 0CO6bIM NOMYALMOHHBIM NOArpynnamM, BkaYas perncrpbl. Monynauun, BkAYaemble B
OLIeHKY M0 fJaHHOMY pa3fiesly, BK/Io4YatoT, HO He OrpaHNYNBalOTCA CeayoWwnumu,;
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negvaTpuyeckas nonynauus.
nonynauus NoOXwaoro BospacTa;
- XEHLUWHbI B nepnog 6epeMeHHOCTU U KOPMIEHNS,
naumeHTbl C HapyLUEHNAMN PYHKLUN NeYEHN U/UNN MOYEK;
nayneHTbl C MHOW BaXKHOM COMYyTCTBYIOLLEN NaToorne;
nauueHTbl, CTENEHb TAXECTW 3a60N1eBaHNs KOTOPbIX OT/IMYHA OT UCC/IeAyeMoli B X04e KIUHUYECKMX
nccnenoBaHuii;

- MOANONyNASLUU C HOCUTENBLCTBOM FeHeTUYECKOro nonnmMopcunsma(os).

- MauMeHTbl C MHON pacoBOl UV 3THUYECKON NPUHAATEXHOCTbIO.

2.2.5.2.3 OC06€eHHOCTU NPUMEHEHUSA IEKapCTBEHHOIO NpenapaTa

B cnyuae, ecnv gepxaTento perncTpaloHHOro yaocToBEPEHNSt CTARHOBUTCA U3BECTHA MHJpOpMaL s 06
onpefeneHHbIX 0CO6EHHOCTAX MPUMEHEHMS lIekapCTBEHHOIO Npenapara, 40/KHO 6bITb NPYBEAEHO ONCaHNe
[aHHbIX 0COGEHHOCTEN 1 caenaHa COOTBETCTBYIOLLAA OLeHKa U MHTepnpeTaunsa gaHHbIx No 6e3onacHocTu. K
YNCNy TakMx 0COBEHHOCTEl OTHOCUTCS, B YHACTHOCTU, MPUMEHEHME B MEANLIMHCKOW NPakKTUKe Mo nokasaHusam,
He BK/TI0YEHHbIM B Y/C/10 0406PEHHbIX. EC/IM MMeloTCA COOTBETCTBYIOLLME faHHbIe, AepXaTe b perncTpaLmoH-
HOr0 yOCTOBEPEHUS MOXET CAeiaTb KOMMEHTapuii B OTHOLLEHWMN TOTO, HACKOJIbKO aHHOe NpUMEHEHVEe Noj-
[epXnBaeTcs KANHWYECKMMM NPOTOKO/aMK, foKasaTesibHOW 6a3oli KIUHWYECKMX wccnefoBaHuii, nvbo
06yC/I0B/IEHO OTCYTCTBMEM B LE/IOM 3aperucTpupoBaHHbIX anbTepHaTtvB. [osmxHa ObiTb npefctasrieHa
KO/IMYecTBEHHAs OLEeHKa No 06beMy JaHHOro MPUMEHEHUS, ec/in NoA06HbIe fAaHHbIe NMETCS.

2.2.6 Pas3pen NOB «O606LeHHble TabNINYHbIE AaHHbIE»

Llensto gaHHoro pasgena MNOB sBnseTca npeAcTaBieHne flaHHbIX N0 HexenartebHbIM peakuusam/asne-
HVAM. BbISIBMIEHHbIM B XOfe KIMHWYECKMX nccnefoBaHuii B hoopMe 0606LLEeHHbIX TabnnyHbIX faHHbIX. Ha
YCMOTpPeHMne fepxaTens perMcTpauuoHHOro yaoCcToBEPEHMA MOXET 6bITb NpUBEAEHO rpaduyeckoe otobpa-
XeHve onpegenieHHbIX acnekToB AaHHbIX C Lie/lbio 061er4yeHns BoCnpuaTsa U MOHUMaHUS.

OTHeceHune K YAC/Y Cepbe3HbIX HexenaTebHbIX peakuuii B 0606 eHHbIX TabNUYHbIX faHHbIX JO/HKHO
COOTBETCTBOBATb OTHECEHUIO, CAE/TaHHOMY MO pe3ybTaTtam OLEeHKU MHANBUAYabHbIX CO0OLLEHNI O Hexena-
TeJIbHbIX peakLuaX C UCNoJb30BaHeM KPUTEPUEB CEPLE3HOCTHU, YCTAHOB/IEHHbIX 3aKoHOAAaTe/IbCTBOM. OLeH-
Ka Cepbe3HOCTU He A0/KHA U3MEHATLCA NPY NOATOTOBKE AaHHbIX 415 BKIoUeHnA B MNOb.

2.2.6.1 Mopgpasgen MNOB «CnpasoyHas nHopmMaLmns»

B naHHOM nopgpasgfersne ykasbiBaeTCA Bepcus TEPMUHOMNOTMYECKOro KiaccugukaTopa, UCnosib3yemoro
NS aHanusa HexenaTesbHbIX ABeHUNgeakLnii.

2.2.6.2 Mopgpasgen NMOB «O606LeHHble TabNyHble flaHHbIEe MO CEPbE3HbIM AB/IEHWUSM, BbISIB/IEHHbIM B
X0Ze KNMHUYECKNX nccnefoBaHnii/ucnbITaHniny

B gaHHoM nogpaspgene MNOB A0/KHO ObITb NpUBEAEHO 060CHOBaHME MO NPUIOXKEHWNIO, KOTOPOE BK/IlOYa-
eT KyMy/nATUBHblE 0606l eHHble Tab/iMyHble AaHHble N0 Cepbe3HbIM HeXenaTeflbHbIM SAB/IeHUAM, KOTopble
ObINV BbISIBNIEHbI BXOA,E KTMHUYECKNX NCCNef0BaHNA/MCNbITaHNiA. OpraHn30BaHHbIX AepxaTesnem perncrpaum-
OHHOTO YA40CTOBEPEHUS, HAYMHAA OT MeXAyHapoAHOol AaTbl 0406peHunsa paspabaTbiBAEMOro 1eKapCTBEHHOMO
npenapartafo Aatbl OKOHYaHUA coopa faHHbIXMNo Tekywemy MNOB. [lepxaTtenem perucTpalMoHHOro ygocTose-
PeHusA A0/KHbI ObITb CAeNaHbl 06 bACHEHNA BCEX NCK0YaeMbIX AaHHbIX (Hanpumep, faHHble Mo pe3ysibTatam
KAIMHWYECKOro nccnefoBaHna/MCNbITaHNA MOTYT 6bITb HEAOCTYMHbI HA NPOTSXEHUN HECKONbKUX NeT). [laHHble
B TabsmyHoli chopme [O/DKHbI 6bITb CrPYNNMpPOBaHbl B COOTBETCTBUN C K1ACCUUKALNOHHBIM OTHECEHWEM
HeXxenaTtenbHbIX peakLmnii No OpraHo-CMCTEMHbIM Knaccam s nccnegyemoro nekapCTBEHHOro npenapata, a
TaKke A1 npenapaTosB cpaBHeHUA (aKTUBHbLIX U Nnauebo). Korga ato ABnseTca LesiecoobpasHbIM, faHHble
JOMKHbI ObITb MpefcTas/eHbl B PYNMUMPOBAHHOM BUAE MO KIAMHUYECKUM WCCNef0BaHUAM/MCNbITAHUAM,
nokasaHuAM, NyTAM BBEAEHNS 1 UHbIM NepeMeHHbIM.

Cnegaytwouimne acnekTbl [LO/KHbI 6bITb PACCMOTPEHbI:

a) pekoMeHAyeTcs npefAcTaB/ieHne OLEHKW NMPUYUHHO-CNEACTBEHHON CBA3N NO PefKnM Hexenatesb-
HbIM peakunam. Cnepyet npeAcTaBnATb AaHHbIE MO BCEM CEPbe3HbIM HeXenatesibHbIM SAB/IEHUAM W 4118
nccrefyemMoro nekapcTBeHHOro npenapara, nansa npenapaTtos cpaBHeHus v nnaue6o, cteM YTobbl 6bin1a BO3-
MOXHOCTb CAefiaTb rpynnoBoe CpaBHeHNe B TOM Ync/ie B OTHOLEHUN YacToThl. [1one3HbIM ABNAETCA npeg-
CTaB/eHNe AaHHbIX C OTPAXEHWEM B3aMMOCBA3M Ha3Ha4YaeMoii 403bl Y HaCTOThI;

6) 0606LeHHble TabNNYHbIE AaHHbIe J0/MKHbI BK/TOYATb Kak 0C/iensieHHble, Tak M pa3ocnensieHHble AaH-
Hble M0 Cepbe3HbIM HexenaTesibHbIM AB/IEHUAM B KNIMHUYECKUX UCCnefoBaHnsaxX. PasocnenneHHble gaHHble
MOryT 6bITb NPeACTaB/EHbI N0 pe3y/ibTaTaM 3aBepLUEHHbIX KIMHUYECKNX nccnefoBaHnii n OTAENbHbIM MHANW-
BMAYaSIbHBIM C/ly4Yasm, KOTopble 6bi/In pa3ocnensierbl Mo onpegeneHHbIM NpuyMHaM, Hanpumep fno acnekTam
6€30MacHOCTN MW BbINOMHEHNA TpeboBaHWil He3ameanuTebLHOro penopTupoBaHus. CNoHcopbI/3aaBuTeNm
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K/TMHAYECKOTO WUCCNeA0BaHUA/MCNbITAHNA W AepXaTenn perncTpaunoHHbIX YA0CTOBEPEHNIA He BbIMOMHAIT
pasocriensieHne HenocpeacTBEHHO B CBA3M C NOAroToBKOW MNOB;

B) onpejesnieHHble HexenaTesbHble peakum MoryT 6bITb UCKNOYEHBI U3 06o6LatoL et nHopmadum,
HO BCe NofO6GHbIE UCKIOYEHMS A0MKHBI 060CHOBbLIBATLCS B OTYeTe. Hanpumep, HexenaTesnbHble peakuuu,
KoTopble 6blv onpeenieHbl B MPOTOKOME Kak UCK/IovatoLwwmecs u3 npoueaypbl HesaMe4/iMTeIbHOro penopTu-
poBaHVsA 1 TOSIbKO BKNOYaeMble BOOLLLYI0 6a3y aHHbIX MO MPUYKHE TOTO, YTO OHU ABASIOTCA NPUCYLLMMU Liene-
BOW NoNynauuM nan coBnafatoT C KOHEYUHbIMU TOUKAMU.

2.2.6.3 Mopapasaen NMOB «O606LeHHbIE TAaGNNYHbIE AaHHbIE N0 AAaHHbIM NOCTPErNCTPaLNOHHOIO Npu-
MEHEHUsA»

B naHHOM pa3pgene NOB npeacTaBnseTcs 060CHOBaHWE N0 NPUIOXKEHNIO, BKIOYatOLWEeMY B Tab/IMYHO
dhopme o6o6LLaoLLMe AaHHbIE MO HeXenaTe lbHbIM peakumaM KyMynsiTUBHO 3a BECb Nepuof v 3a OTYeTHbIN
nepvop, oT AaTbl MeXAyHapoAHOW perncTpauum n1ekapcTBEHHOro npenapara 0 AaThl OKOHYaHWA cbopa faH-
HbIX. BK/toyaloTCa CBefEeHUsA 0 HeXenaTebHbIX peakuusx, nosy4yeHHbIX B X0A4e HEMHTEPBEHLMOHHBIX UCC/e-
[OBaHWA M CNOHTAHHOrO PEMOPTMPOBAHMUSA, BKMOYas AaHHble OT MeAMUMHCKUX U hapmaueBTUYeckux
paboTHWKOB, NOTpebuTene, NnaLMeHToB, perynsTOPHbIX OPraHoB U AaHHble, 0Ny6InKoBaHHbIE B MeANLMHCKOW
nutepaType. CepbesHble N Hecepbe3Hble HeXxenaTesbHble peakuun A0/KHbl ObiTb NpeAcTaB/eHbl B OTAe/b-
HbIX Tabnuuax. B Tabnuue gaHHble 0/KHbI ObITh pacnpefeneHbl CoracHo knaccutukauum no opraHo-gyHk-
LMOHanbHbIM kaccam. Mo 0co60 BaxHbIM acnektam npoduns 6e30MacHOCT MOryT ObiTb NpeAcTaBneHbl
oTAeNbHble Tabnuvubl HexenatesbHbIX peakuuii € rpynnupoBaHMeM fAaHHbIX MO MoKasaHWsM, cnocoby
BBEJIEHMA 1 MHBIM NapaMeTpam.

2.2.7 Mopgpasaen NOB «Pe3toMe BaxXHbIX flaHHbIX, MOTYYEHHbIX B XO4e K/IMHUYeCKUX nccrefoBa-
HUA/MCNbITaHUI 3a OTYETHbIN Nepuoa»

[epxartenb pernctpaunmoHHOro yaoCcToBepeHnsa AO/KEH NpeAcTaBuTb B MPUIOXKEHUN NepeyncrieHne
OpraHn30BaHHbIX UM MHTEPBEHLIMOHHbIX KIIMHUYECKUX NCCNEef0BaHNIA C Lie/1bio BO3MOXHOCTU NeHTudukaumn,
XapakTepucTukM U KONUYECTBEHHOW OLEHKM YPOBHS PUCKOB, MOATBEPXAEHUSA npodhuns 6e3onacHocTu
NeKkapCTBEHHOro npenapaTa Wan oLeHKN atheKTMBHOCTM Mep MUHUMM3ALIMMN pUCKa, KOTOpble Bbl/n 3aBeplue-
Hbl NN NPOLO/MKAIOT BbINOMHATLCA B OTYETHbIV NEpUog,.

Ecnn aTo npeacTtasnseTcs BO3MOXHbLIM, JaHHble criefyeT pa3butb Ha Kateropum no nososBoMy 1 BO3-
pacTHOMY Npu3Haky (B 0CO6EHHOCTM B3POC/ble MO CPABHEHWIO C e TCKOW nonysumeit), nokasaHusam, pexvmam
[031POBaHUA U pernoHam.

CurHanbl, BbIiB/IEHHbIE B XOA€ KIIMHUYECKNX NCCeA0BaHNii, AO/MKHbI ObITb NpeAcTaBneHbl B TaGNNYHONA
thopwme B pasgene 15 MOB («O630p No curHanam: HoBble, HaxoaswWmecs B paboTe unm 3aBeplUeHHble»). ns
CUTHaNoB fleniaeTcs OUeHKa, ABMSAITCA /N fJaHHble CUTHasIbl NOTEeHUUAbHBIMU UK UAEHTUMULNPOBAHHBLIMA
prcKamu, pUck fo/mKeH ObiTb OLleHEeH 1 oxapakTepunsosaH B nogpasgenax 16.3 NOB («OueHka pUCKoB 1 HOBO
NHbopmauumn») n 16.4 («Xapakrepuctuka prckos») COOTBETCTBEHHO.

B aanHom pa3sgene MNOB gomkHa 6bITb NpeacTasieHa o6obuatolasn MHhopMaLus no KNMHNYECKN BaX-
HbIM AaHHbIM M0 3hheKTUBHOCTH 1 6e30NacHOCTH, MOMYUYEHHBIM M3 CAeAyloLWwmnX NCTOYHUKOB 38 OTYETHbIN
nepvoa;

2.2.7.1 MNoppa3sfen «3aBepLlleHHbIe KIVHNYECKUE UccneoBaHnsa»

[JaHHblii nogpasgen MOB fomkeH NpeAcTaBnAaTb KpaTkyo MHAOPMaLMIO N0 KTMHWYECKN BaXHbIM faH-
HbIM N0 3¢ hEKTUBHOCTU 1 6€30NaCHOCTH, NOSTYHEHHbIM B pe3y/ibTaTe 3aBepLUeHHbIX 38 0TYETHbIV Nepnoa K-
HUYeCKnX nccnegosanuii/ucnelTannii. laHHaa nHpopmaumsa Ao/mxHa 6bITb NpeAcTaB/ieHa B CxkaTom Buae nnm
B hopme cuHorcuca. OH MOXeT BKoYaTb MHpopMaLuuo, koTopas noaTeepxaaeT uav onposepraeT paHee
NAEeHTUdVLMPOBaHHbIE CUTHanMbl NO 6e30MacHOCTM, a Takke [AoKasaTenbCTBa MO HOBbIM CUrHanam no
6e3onacHoCTu.

2.2.7.2 Nopgpasgen NOB «MpogonxawLwmecs KAMHAYECKMNEe nccneoBaHna/McnbiTaHnA»

B cnyvae, ecnu gepxartento perncTpaLMoHHOro yA0CTOBEPEHNA CTAHOBUTCA M3BECTHA Kakas-mbo Kiu-
HUYeCKN BaXKHas nHopMauus, Kotopas bblna nosyyeHa B Xo4e NPOAO/MKAOLWMXCA KIMHUYECKUX nccneosa-
HU/McnbITaHWi (Hanpumep, BbISBIEHHAS B X0 MPOMEeXyTOUYHOro aHannsa 6e3o0nacHocT iMbo B pesynbtare
pas30cC/Cn/eHNs BbISB/IEHHbIX CEPbE3HbIX HeXenaTe bHbIX ABNEHWA), B 4aHHOM pa3gene Ao/kHa 6bITb KpaTko
n3noxeHa nHgopmaLms No BbiABNEHHOW HOBOW MHopMaLuuy no 6e3onacHOCTU. 3TOT pasgen Takke MoxXeT
BK/OYATb MHPOpMAaLMIO, KOTopasa NoATBepxaeT uan onposepraeT paHee UAEHTUMULMPOBAHHbIE CUTHASTbI
no 6e3onacHOCTK, a Takxe AokasaTtesibCTBa No HOBbIM CUTHa1aMm no 6e30nacHoCcTH.

2.2.7.3 Nogpasgen NOB «AnuTensHoe nocnegyrowee HabnlaeHne»

B Tex cnyvasx, korga MMelTcs AaHHble Mo A/IMTeNbHOMY nocnegyrlwemMy HabniogeHNo nauneHTos,
BK/IIOYEHHBIX B K/IMHUYECKNE NCCNefoBaHUSA/MCNbITaHUA. B pasfene npusoanTcs UHopMaumsa rno nosyyeH-
HbIM B pe3yfnbTarte A/INTeNbHOro nocnegytoLero HablAeHNs 3HauMbIM € TOYKM 3peHuns npoduns 6e3onac-
HOCTU laHHbIM.
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2.2.7.4 Noppasnen NOB «/Hoe TepaneBTUYeCKOe NPUMEHEHWE NNeKapCTBEHHbIX NpenapaTos»

[JanHblli nogpasgen NOB fonXeH BKAYATL KNMHUYECKN BaXHYO MHChopMaLMio no 6e30nacHocTu, noy-
YEeHHYI0 B pe3ynbTaTe Apyrnx nporpaMmm, NpoBefeHHbIX fepxaresieM perncTpaunoHHoro ya0cToBepeHuns, no
cneumanbHbIM NPOTOKONaM (Hanpumep, NporpamMmmbl pacLlUMpeHHoro 4ocTyna, NporpamMmmbl UCMONb30BaHUA B
CBS13U C NCKNIOUNTENbHBIMU 06CTOATENLCTBAMU U3 COOBPaXKEHUIA cOCTpajaHns, MHAVBUAYaNbHOrO 4oCTyna v
UHblE).

2.2.7.5 Mogpasgen NOB «HoBble AaHHble N0 6€30NacHOCTM BOTHOLIEHUN Ha3HaYeHUs (OUKCUPOBAHHbIX
KOMOUHaLWA»

B cnyyae, ecnun nHoe He onpefenieHo HaluMoHaIbHbIMU PEry/IATOPHLIMU OpraHamMu, cneayolme AaHHble
[O/MKHbI 6bITh NPefCTaBNeHbl B OTHOLLIEHNN KOMOUHNPOBAHHO Tepanun:

a) BcCnyvae, ecnu nekapCTBEHHbIN Npenapar Takke 0406peH 415 Ha3HAYeHNS B KaYeCTBE KOMMOHEHTa
dKCUpPOBaHHO NeKkapcTBEHHOM Tepanun M MHOrOKOMMNOHEHTHOTO pPeXnma fIekapcTBEHHOW Tepanuu, B pas-
fene AOo/MKHbI 6bITb 0606LLEeHbI BaXHble AaHHbIE N0 6€30MacHOCTU NPUMEHeHNA KOMOUHVPOBAaHHOV Tepanuu;

6) B Cryyae, ecnu fiekapcTBEHHbIV Npenapar ABAsSeTcA KOMOGUHUPOBAHHBIM IEKaPCTBEHHbLIM Npenapa-
TOM. laHHbIVi pasgen fo/mkeH 0606LaTh BaXHy MHopMaLnio No 6€30MacHOCTM N0 KaXA0MYy M3 UHAWBULY-
a/lbHbIX KOMMOHEHTOB.

2.2.8 Paszgen NOB «[aHHble HEMHTEPBEHLMOHHbIX NCC/1IEf0BaHNIA

B naHHOM pasgene o6o6LuaeTca COOTBETCTBYOLWAA UHpopMauns no 6e3onacHOCTU (UM faHHble 06 nx
B/INSIHUW Ha OLLEHKY COOTHOLLEHMWSA MONb3a-pPUCK), NOSTyHEHHasA Mo pe3y/ibTaTaM HeMHTEPBEHLNOHHBIX K/TUHW-
Yyeckux wuccnegoBaHuii/vMcnbiTannii (Hanpumep, 06CepBaLMOHHBLIX UCCNefOoBaHWl, 3NMAEMUONOTNYECKUNX
nccnefoBaHnii, perncTpoB, NPOrpamMm akTMBHOrO MOHUTOPWHIA), OPraHM30BaHHbIX AepxaTesnemM perncrpauu-
OHHOrO YA0CTOBEPEHNSA, KoTopas cTana [oCTynHa B OTYETHbI nepuog. Pasfen fo/mKeH BKAOYATb AaHHble,
MMeroLLne OTHOLLEHME K acnekTam npochuan 6e3onacHoOCTu, NoyyYeHHble No pesyibTaTaM nccnefoBaHuii no
OLleHKe 1CNo/Ib30BaHNs IeKapCTBEHHOro npenapara.

[JepxaTtenb perncTpaurvoHHOro yA0CTOBEPEHNS AO/KEH BKIOYATb B NPUIOKEHNE K OTYETY NepeyeHb
BCEX HEWHTEPBEHUMOHHbIX UccnefoBaHWUi/MCAbITaHNA. OpraHN30BaHHbIX AepxaTeneM perncrpalMoHHOro
YAOCTOBEPEHNS, BbIMOMIHEHHbIX C Lie/1bl0 BbIAB/IEHUSA, XapakTePUCTUKN N KONNYECTBEHHON OLEHKW Bbi3blBat0-
LL|MX OnaceHus acnekTos Npouis 6e3onacHoCcTy, NoATBEPXAEHMSA Npodnisa 6e30NacHOCTH ieKapCTBEHHOMo
nponapata uimn oLeHkn 3athPeKTMBHOCTM MepP MUHNMMN3ALMN PUCKA, KOTOPbIE Bbl/TN BbINOTHEHbI UIN BbINOSHS-
0TCA Ha NPOTAXKEHUV OTYETHOro nepuoga (Hanpumep, I0CTPerncTpaLmoHmnble nccnefosaHnsa 6e30nacHocTH).

OT4eTbl 0 CTaAnM BbIMOSIHEHUSA WIW UTOTOBbIE OTYETbI, KOTOPble Obl/IM MOATOTOBEHbI HA NPOTSXEHUN
OTYETHOrO Nepnoaa, AO0/MKHbI BKOYATLCA B npunoxeHue k MNOB.

2.2.9 Pa3pos MNOB «[aHHble fpYrux KIMHUYECKNX UCCNeA0BaHNIA N N3 APYTUX UCTOYHUKOB»

B pasgene pgonxHa 6biTb 0606LWeHa MHOPMaUWs, uMerolas OTHOLEHMEe K OLEeHKe COOTHOLUEHUS
nosib3a-puck NeKapcTBEHHOro npenapaTa 1 noslyyeHHas no pesysibTatam UHbIX KIMMHUYECKUX UCCNefoBaHuii
NGO NoslyYeHHas U3 MHbIX UCTOYHMKOB, K KOTOPLIM MMESICA A0CTYN Y AepXaTens permcTpalMoHHOro yaocToBe-
peHUsi. 3a OTYETHbIN nepuog (Hanpumep, pesysibTaTbl MeTa-aHa/IM30B PaHAOMU3NPOBAHHbBIX KITUHUYECKMX
nccnefoBaHuii, aaHHble No 6e30nacHOCTY NapTHEPOB MO pa3paboTKe IeKapCTBEHHOIO Npenapara u UHble).

2.2.10 Pasgen NOB «[aHHble 4OKTNHNYECKUX UCCIeA0BaHNN»

B pasgene npeacrasnseTcsa 0606uweHHas nHdopmauma no 3Ha4MMbIM B OTHOLLEHUM npodunsa 6e3onac-
HOCTW flaHHbIM, NONYYEHHbIM B pe3yfbTaTe JOKIMHUYECKUX UCCnefoBaHunii in vivo nin vitro (Hanpumep, nccne-
[l0BaHUS KaHLepOreHHOCTW, PenpoayKTUBHOW TOKCUYHOCTU UM MMMYHOTOKCUYHOCTHW), BbINOJIHAEMbIX WK
3aBepLUEHHbIX BOTHYETHbIM nepnog,. OueHka BAUSHUA NONYYEeHHbIX AaHHbIX Ha Nponnb 6e30nacHOCTU A0/KHA
6bITb NpefcTasneHa B pasgene 16 («CurHan v oueHka pucka») v pasgene 18 («HTerpmpoBaHHbIil aHanu3
COOTHOLUEHNS NOJIb3a-pPUCK N0 0A406PEHHBIM NokasaHuam») MOB.

2.2.11 Pa3pen NOb «J/Intepatypa»

Pa3sgen BknoyaeT 0606LeHe MONYYEeHHbIX HOBbIX M 3HAYUMbIX AaHHbIX N0 6e30MacHOCTU, KOTopble
6bl/1M ony6MKOoBaHbI B MpoOLUefLIeli 3KCNEPTHYI OLEeHKY Hay4yHol nuTepaType nAnbo 6biin nosayyveHbl u3
Heony61MKoBaHHbIX MOHOTrpadiuii, KOTOpPble MMEKT OTHOLLEHME K/lekapCTBEHHOMY npenapaTy v cTanu AocTyn-
Hbl flepXXaTenio PerucTpauroHHOro yA0CTOBEPEHNSA B OTUETHbIV Nepuog.

NntepatypHbiii nonck gns noarotoBky MOB go/mkKeH 6bIThb LWMPE, YEM OCYLLECTB/ISAEMbIN C LeNbio nomcka
VHAMBUAYaNbHbIX COO6OLLEHNI 0 HeXenaTeNbHbIX peakumsax, NOCKObKY AO/KEH BKYaTh Takxe nccnenoBa-
HMSA. B XOAe KOTOPbIX 6bI/IN OLLeHEHbI UCXOZbl C TOUKM 3peHnst 6e30nMacHOCTU B rpynnax cy6bLeKToB nccnefosa-
HUSA.
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Ocob6ble acnekTbl Npodnas 6e30nMacHOCTU, KOTOPbIE AO/DKHbI BKIHOYATLCSA B MOUCK, HO KOTOPbIE MOTYT He
6bITb BbISIB/IEHBI NPU €0 OCYLLLECTBNEHWM C LLe b0 NOSTYYEHUA AaHHbIX N0 UHAUBUAYANBHBIM ClyYasam Hexena-
Te/IbHbIX peakL1ii, BKIHOYaloT:

a) ucxopbl bepemMeHHOCTU (BKIOUAs npepbiBaHUe), KOTOpble HE CONPOBOXAAKTCA HeXenaTesbHbIMU
nocneacTeuaMu;

6) npumMeHeHWe B NneAnaTpUYecKoin nonynsauum;

B) MPUMEHeHMe No nNporpaMmam MCrnosib30BaHUA B CBA3N C UCKIYUTENbHBIMU 06CTOSATEIbCTBAMM U3
coob6paxeHunii cocTpajaHuns, NepcoHaIM3MpoBaHHbIM NporpaMMaM HasHauYeHus;

r) oTcytcTBue adhheKkTUBHOCTY;

) acumnTomaTtmnyecxasi nepefo3rpoBka, HECOOTBETCTBYHOLLEE M HENPABU/IbLHOE NPUMEHEHNE;

e) MefMLUUHCKUE OWNGKN, He CONPOBOXAABLUNECS PA3BUTUEM HeXenaTe/bHbIX ABNEHWA:

X) BaKHble pe3ynbTaTbl LOK/TMHUYECKNX NCCNEN0BaHNIA.

B cnyuyae, ecnv 3To NpUMEHMMO, B pasfene A0/xHa OblTb pacCMOTpPeHa MHhopMaL s No A4pyrumM akTuB-
HbIM BeLLecTBam AaHHON rpynnbl.

2.2.12 Pa3pen NOB «[pyrne nepnogmnyeckmne oTyeTbI»

JaHHblii pazgen MOB NpYMEHVM TOMbKO BTEX ONpPeAeneHHbIX Cllyyasix, Korga noAoroBOPEHHOCTU C pery-
NATOPHLIMK OpraHamMu gepxarefnieM percTpalMoHHOro yAoCToBepeHus rotoButcs 6onee ogHoro NMOB Ha
NekapcTBeHHbI Npenapart: B ciiyyae MKCUPOBaHHOK KOMBUHALMM, IEKAPCTBEHHOTO Npenaparta ¢ MHOXec-
TBEHHbIMW NOKa3aHUAMN u/unv hopMamu Beinycka. B Lesom gepxartesb perucTpayMoHHOro yA0CTOBepeHNst
roToBUT oAuH MOB Ha 0AHO AelicTByloLLee BELecTBO (3a UCKII0UYEHUEM CyyaeB, ecin UHoe He TpebyeTcs
PEerynsTopHbIMU OpraHamu): B c/iy4yae eciv noAroToB/IEHO HECKObKO MOB ANA 0fHOr0 IeKapCTBEHHOTO Npe-
napaTa. B JaHHOM pasfesie A0/KHbI 6biTb 0606LLLEeHbl 3HaUMMbIe faHHble Mo 6e30nacHocTy 13 apyrux MoB,
€C/V OHU He NpeacTaBieHbl B MHbIX pa3genax gaHHoro MOB.

B criyuae Hainums 4oCTyna Ha OCHOBAHWUM KOHTPAKTHBIX [JOrOBOPEHHOCTEN AepxXKaTe/lb PerncTpaunoH-
HOrO Y10CTOBEPEHMS OMKEH NPEACTaBUTL B 0606LLEHHOM Byie 3HaYMMble AaHHble No 6e30MacHOCTH, Nosy-
UeHHble B npefcTasnsieMbix B [OB 3a OTYETHbIV Neprog ApyruMu cTopoHamuy (Hanprmep, CroHcopamMu um
MHBIMU NapTHepamu).

2.2.13 Pasgen NOB «HepocTtaTouHasa TepaneBTuyeckas 3PPEKTUBHOCTbL B KOHTPOMPYEMbIX
KTMHUYECKNX NCCNefoBaHnsax»

[JaHHble, nolyyeHHble B X04€e KNMHUYECKUX NCCNe0BaHuii, KOTOpble MOTyT CBUAETebCTBOBATbL O He0C-
TaToYHOW TepaneBTNYecKoin 3pHEKTUBHOCTM B OTHOLLEHWUW NPUHATON Tepanun ANA NeKapCcTBEHHbIX npena-
paToB. MCNOJIb3yeMbIX AN NEeYeHNs U NPOUNAKTUKA CePbEe3HbIX W XU3HEeyrpoXxatLwmux 3abonesaHunii, atn
JaHHble MOryT CBMAEeTeNIbCTBOBaTb O 3HAYMTENIbHOM pUCKe A48 LeneBol Nonyasaunnm u Ao/MxkHbl O6biTb Npo-
aHanm3npoBaHbl M 0606LLeHbl B AaHHOM pa3gene MNOb.

B cnyyae ecnu aTo NPYMEHVMO K OLeHKe COOTHOLLIEHWSA NOJib3a-pUCK, idHHbIEe KTMHWYECKNX nccnenosa-
HWI. AEMOHCTPUpPYIOLLME HEAOCTATOUYHYO TepaneBTnYeckyto appeKTVBHOCTb /1IeKapCTBEHHbIX NpenapaTos,
He NpefHa3HayYeHHbIX 419 IeYEHNS XNU3HeYrpoXatoLLLeli NaTonorum, A0/KHbI Takke 6bITb MPOaHaIM3npoBaHbl
B laHHOM pasperne.

2.2.14 Pasgen NOB «BaxHas MHdopMayms, NoslyvyeHHas nocrsie 3aBepluieHns noarotosku MNOB»

B pasgene 0606Lat0TCA NOTEHLUMaNbHO BaXHbIe AaHHble N0 6€30NacHOCTU U 3thhEKTUBHOCTH, KOTOPbIE
6b17IM NONyYeHbl Nocne gaTtbl OKOHYaHUs cbopa AaHHbIX, HO B nepuog noarotosku MOB. Mpumepsbl BKAOYaOT
ZAaHHble KTMHNYECKV 3HAYUMbIX HOBbIX My6nkaLmii, BaXHble AaHHble nocneaytolero HablaeHns, KnmHuyec-
K1 BaXKHble TOKCUKOJ/IOrMYeckme faHHble, a Takke BCe AeiiCTBUA AepxaTesna perncTpauMoHHOro ygqoctosepe-
HUSA, KOMUTETOB NO OLEeHKe AaHHbIX, PEry/IATOPHLIX OpraHoB, NpeAnpuHATbIE B CBA3M C acnekramu npoduns
6e3onacHocTu. HoBble MHAVBKAYabHbIe COOOLLEHUS O HeXenaTe bHbIX Ppeakuymax He A0/KHbI BKI0YaTbCA B
pasgern, 3a UCK/IloUYeHeM ClyyaeB, Korga OHW MOTYT NMpeAcTaB/AaTh BaXHbI NokasaTeNbHbIA cnyyai (Hanpu-
Mep, NepBblii Clyyal pasBUTUSA BaXKHOTO HeXenaTe/IbHOro ABIEHNA) AN BaXHbI CUrHan no 6e3onacHocTu.

[JaHHble pa3gena Ao/KHbI ObITb YUTEHbI NPV OLEHKE pUcKa 1 HOBO MHopMaLMu.

2.2.15 Pa3gen NOB «O630p cMrHasoB: HOBbIle, paccMaTpuBaeMble U 3aBepLUEHHbIE»

Lienblo AaHHOro pasfena ABnAeTca npeAcraB/ieHne ncyepnbiBatoLLLero o630pa BbIAB/1€HHbIX CUTHa/0B,
CUrHasioB Ha 3Tane oueHKN nnpowealunx oueHKy 3a OTYETHbI nepuoa.

[epxaTtenem pernctpalmoHHOro y40CToBepeHus 0N1XHO 6bITb npeacrtaB/ieHO KpaTKoe onncaHne MeTo-
aa. KOTOprI7I NCcnonb3yeTca A/ BbiAB/IEHUA CUTHAMN0B, a TakKe NCTOYHUKU AaHHbIX ANA BbIAB1EHNA CUTHA/0B.

K HOBbIM BbISIBNEHHbLIM CUTHANaM OTHOCATCA CUTHasIbl, KOTOpble 6bl/IM BbISIBNIEHbI 32 OTYETHbINA nepuog. K
paccMmaTpmnBaeMbiM CUTHas1aM OTHOCAT CUTHas1bl, KOTOPbIE HaxXxoAU/TINCb Ha aTane OUeHKM Ha AaTy OKOHYaHuA
c60pa OaHHbIX. K 3aBepLlUeHHbIM OTHOCAT CUTHasIbl, OLLeHKa KOTOPbIX 6bina 3aBepliueHa 3a OTYETHbIA nepuoa.
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CurHanbl, KOTopble ABAAITCA OLHOBPEMEHHO M HOBbIMU, U 3aBEPLUEHHbIMU 3a OTYETHbI Nepuod, AO/KHbI
6bITb OTHECEHbI B pasfes 3aBepLUeHHbIX CUTHasI0B.

Pa3pgen fonxeH BkloYaTb AaHHbIE MO paccMaTpuBaeMbIM U 3aBEPLUEHHbIM 38 OTHETHbI Mepunog curHa-
nam. npuBefeHHble B TabnnyHoi hopme. Tabnuua npunaraetcs KoTyeTy B hopme npuioxeHms. HaycmoTtpe-
H/e [epxXaTtens perucTpaumoHHOro YAO0CTOBEpPeHUs faHHas WHopMauma MOXeT TaKke BkIvaTtb
KYMYNSITUBHbIE IaHHbIE MO CUrHaNaMm, BK/IlYas paHee 3aBepLUeHHble CUTHasIbl, NPW 3TOM A0/KHA BbITb ykasa-
Ha jaTa, OT KOTOpPOli BbINO/IHEHO 0606LLEHME MO CUTHaaM.

[eTanbHas oueHka curHanos BkoyaeTcs B nogpasgesnsl MOB 16.2 («OueHka curHana») n 16.3 («OueH-
Ka pYCKOB 1 HOBOI MHhOpMaLNn»),

2.2.16 Pas3gen NOBb «CurHanbl 1 oLeHKa pucka»

2.2.16.1 Mopgpaspen NOB «O606LeHHas MHhopmayus no npobieMam no 6e3o0nacHOCTM»

Llenblo nogpasgena siBNsetcs npeacTaBrieHne 6asvcHoi o6obujatoweli nHdopmauuM no BaXHbIM
acnektam npochunas 6e3onacHoCcTu, NpeACcTaBASOLWNM NPo6eMbl MO 6€30MNacHOCTU, C yKasaHUeEM MO Kaxoi
npo6seme no6e3onacHoOCTH, kakast HoBas MHhOpMaLWs NOLEHKa MOAaHHbIM acnekTam MoryT ObITb MOyU€EHbI.
Mpw onpefeneHnn BaXXHOCTUN KaXA0ro U3 acnekToB pucka crefyeT pacCMOTpeTb crieaytoLme akTopsl:

a) Cepbe3HOCTb pUcka c MeAULIMHCKON TOUKM 3pEHNUS, BK/THOYAs BIMSHWE HA UHAWBUAYalbHOE COCTOsIHME
nauneHToB;

6) yacToTa, NpeAckasyemMocTb, NpeoTBPaTUMOCTb M 06PaTUMOCTD;

B) MOTEHLUMasNIbHOE B/IMSIHWE Ha 0