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BBeaeHue

OaHHbI cTaHaapT HanpaBneH Ha onpeaeneHne obwmnx TpeboBaHMin No NoaroToBKe NeproanYecKknx
0TYeTOB 0 6e30MacCHOCTH (O COOTHOLLEHUN pUCK-NoSb3a, NMOB) nekapcTBeHHBIX NpenapaToB, HaxXoASALWMUXCS B
obpaweHnn B ctpaHax ICH. CTaHaapT coaepxut pekoMeHayeMblii popmat u cogepxaHue MOB, onncaHue
BOMPOCOB, TPEBYHOLLMX BHUMAHWUS, TP MOATOTOBKE MNPeACTaBeHUU B PerynATOPHbIA OpraH AaHHbIX OTHETOB.

Pykosoactey ICH E2C no nogrotoBke nepuognmyecknx oT4eToB 06 OLEHKe prcka-rnosb3abl liekapcTBeH-
Hbix cpeacTs (ICH E2C Periodic benefit-risk evaluation report (PBRER)) MexayHapoaHon koHbepeHLmn no
rapMoHM13aLImMm TeXHUYECKUX TpeboBaHWI 451s perncTpaLumm nekapcTBeHHbIX CpeCTB ANS MeaULMHCKOro npu-
meHenus (International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use; ICH).
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HALUMOHANBbHBLIN CTAHBAPT POCCUMCKOMW @GEOLEPALUUMU

NEKAPCTBEHHbIE CPEACTBA Al MEQULUMHCKOIO
NMPUMEHEHUA

dapmMakoHaasop. Mepuoagunyeckue oTyeThbl 0 6e3onacHocTu 3aperucTpupoBaHHbIX
NneKapcTBeHHbIX NpenapaTtoB

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

DaTta BBepeuna — 2018—08—01

1 O6nactb npUMeHeHus

O6nacTb AeiCTBUA HACTOSALLIEro cTaHAapTa pacnpocTpaHAeTcA Ha BCe flekapcTBeHHble npernaparsl,
Haxoaawmecs B o6palleHun.

1.1 O6wme NpUHLUNBLI

Mepuoaunyeckuin otyeT no 6esonacHoctu (MOB) NnpeacTaBnsaeT cobon AOKYMEHT No bapMakoHaasopy,
Lenblo KOTOPOro ABMAeTCA MpeAacTaBneHWe aepxaTenemM perucTpauvMoHHOro yAOCTOBEPEHUA OLEHKN
COOTHOLUEHUs NMOMb3a-pPUCK NEeKapCTBEHHOro npenapara Ha onpeaeneHHbIX 3Tanax NnocTperncTpauuoHHoOro
nepuoja.

PerynaTopHbiMy opraHaMu AosKHa BbINOMHATLCA oueHka OB ¢ onpeaeneHMeM BO3MOXHBIX HOBbIX
BbISIBMIEHHBLIX PUCKOB U UX BIINSTHUSA HA OLLEHKY COOTHOLWIEHUA Nofb3a-puUck nekapcTeeHHoro npenaparta. Mo
pe3ynbTaTam OLEHKN PErynaToOpHbIA opraH onpeaenseTt HeobXoAMMOCTb BEINOMHEHUS AaNbHEALLMX UCCreno-
BaHUA/McnbiTaHnin 6esonacHocTy NN 3bpeKTUBHOCTL NEKapCTBEHHOTo Npenapara, MPUHATUS PerynaTopHbIX
OEACTBUIA B OTHOLLEHWUW PErNCTPaLUMOHHOMO cTaTyca NekapcTBEHHOro npenapara UM BHeCeHUs1 U3MEeHEHWI B
WHCTPYKLMIO MO MeAUUMHCKOMY NPUMEHEHUI0O NeKkapcTBEeHHOro npenapata B uLensax obecneyeHus ero
NpUMeHeHMs NpuY NPeBbILEHNN MOMb3bl HAA PUCKOM.

1.2 Lenu nepuoguyeckoro ot4yeTa no 6esonacHocTn

OcHogHol Lenbto MOE siBNsieTca npeacTaBneHue UcHepnbiBatoLLero U KpUTUYEeCKoro aHanusa cooTHO-
LLEHWS Norb3a-puUcK NiekapCTBEHHOIo Npenapara ¢ y4eToOM BCeX HOBbIX aHHbIX Mo 6€30MacHOCTM U X KyMyIst-
TUBHOIO BMWSHUSI HA Npoduib 6esonacHocTH 1 achdeKTUBHOCTU NekapcTBeHHoro npenapara. MNOb aensaeTca
WHCTPYMEHTOM NOCTPErncTpaLuoHHOW OLEHKN COOTHOLWIEHWUA MOMb3a-puck fiekapcTBEHHOro npenapaTta Ha
onpeeneHHbIX aTanax XM3HeHHOTro LnKra nekapcTBeHHOro npenapara.

B npouecce nocTpernctpaurMoHHOrO NPUMeEHeHUsl NeKapcTBEHHOro npernapaTa BbisIBASIETCA HOBasi
nHdopmauma no 6esonacHOCTU, Ha OCHOBaHWUN OLEHKU KOTOPOW AepKaTeieMm perucTpaummoHHOro yaqoctosepe-
HWUA JOSHKEH NOCTOSAAHHO BBINOMHATLCA aHanus BAUSIHUS HOBbIX A@aHHbIX Ha COOTHOLLEHWUE NoSb3a-puyUck, nepe-
oueHka AaHHOro MokasaTensl, a TaKkke onpeaensaTbcsl HeoBXoAMMOCTb ONTUMU3ALMKM COOTHOLLEHUS!
nonb3a-puck nytem seeaeHUst 3pekTUBHBLIX MeP Mo ynpasfieHUIo puckaMmm 1 UX MUHAMU3aLUn.

1.3 MpuHUMNBI OLEHKU COOTHOLWEHUA nonb3a-puck B NOB

OueHKa CoOTHOLLEHUS NONb3a-pUCK A0MKHA HOCUTb HENPEPbIBHLIN XapaKTep Ha NPOTSHKeHUU BCETO KN3-
HEHHOro UuKna nekapCcTBEHHOIO nNpenapaTta B uensx obecneveHus 3awuTel 340POBbsl HAaceneHust U NoBblLLe-
HUs 6e30NacHOCTM NaUMeHTOB NyTeM peanuaauun aeKTUBHEIX Mep MUHUMU3aLun pucka. OcHOBOMW Ans
aHanusa senaeTcs nHgopMauus no 6esonacHocTn u acpdekTUBHOCTU, cobrupaemas Ha NPOTSHKEHUA COOT-
BETCTBYIOLMX NPOMEXYTKOB BDEMEHU, COCTABNAIOLLNX OTYETHLIE NEePUoAabI.

OueHka BKIoYaeT criegytoLme atansl:

1) KpuTuyeckuin aHanus Bcei tHcopMauumn no 6e3onacHOCT, NONy4YEHHOW 3a OTYETHBIN Nepuo ¢ onpe-
AeneHnem BO3MOXHbBIX BbISIBIEHHbIX HOBbIX CUrHaNoB, CBUAETENbCTBYIOWMX O HOBbIX NOTEHUUanbHbIX Uu

WUznanwe opmunansHoe
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NASHTUDULMPOBAHHLIX pUckax NGO AONOMHEHUUN UMEIOLLMXCS 3HAaHWA NO paHee NAEHTUMULNPOBAHHLIM
puckam;

2) kpuTnyeckoe 0606LLEeHMEe BCel NOyHYEHHOM 3a OTUYETHBIN Nepurog nHgopmauun no 6esonacHoCT
3 eKTMBHOCTI NEeKapPCTBEHHOTO NpenapaTta (Kak B paMmkax KMUHUYECKNX UCCNeaoBaHNA/UCNbITaHWiA, Tak 1
npy NPUMEHEHUN B MEAULMHCKOW NPaKTUKE) C OLEHKOW BNUAHUS 3TUX AaHHbIX HA COOTHOLLEHWE NOMb3a-PUcK
nekapcTBeHHOro npenapara;

3) BbINOMHeHWE UHTErpansLHOro aHannsa CoOOTHOLLEHUS MONb3a-pPUCK HA OCHOBaHUMN BCEX KYMYATUBHBIX
AaHHbIX, UMEIoLLMXCS 3a Nepruo oT AaThl NepBO perncTpaumnm B kakoi-nubo na cTpaH, AaTel NepBoi perncTpa-
LMW Ans npoBeAeHUs UHTEPBEHLIMOHHOMO KIMHUYECKOTO UCCMNEAoBaHMUS B KaKo-Nn6o 1s cTpakx;

4) 0606LeHne MHdopMaLM Mo Mepam MAHNMAN3aLNUN pyUcKka, KOTOPbIE MOTN BbINOSHATLCS UK NiaHn-
pytoTes;

5) onpegeneHune NnaHa OLEeHKM CUTHAMNOB 1 PUCKOB /UMK NPEANoXKeHW NO AONONHUTENBHOM AeaTenb-
HOCTM Mo chapmakoHaa3opy.

2 MpuHuunel nogrotoekn NOB

[epxartenb peructpaunoHHOro yaocToBepeHust aormkeH rotoBute oanH MOB ans Bcex CBOUX
neKapcTBeHHbIX NpenapaToBs, CoAepKaLlnx 04HO 1 TO e AeNCTBYIoLLee BELLeCTBO UM O4HY U TY e KoMBUHa-
LMo AeAcTBYOLWMX BELLECTB Mo BCeM 0406peHHbIM nokasaHusaM, cnocobam BeedeHuUs, hopMmam Bbinycka u
pexvMaM [o3vpoBaHus. B onpegeneHHbIX criydasix mMoxeT noTpeboBaTbecs npeacTaBrieHe OaHHbBIX Mo
oTAenNbHLIM NoKasaHusaM, hopmam Beiycka, cnocobam BBeAeHUS UK PEXMMaM JO3MPOBaHNUs B OTAENbHOM
pasgene NOB c cooTBETCTBYHOLWUM OTPaxeHWeM acnekTos npodunsa 6eszonacHocti, 6e3 noaroToBKM oTAeNb-
Horo MNOB. B uckniountensHbix cnyyvasx nogrotoska otaensHoro NOB moxeT 6bITb 060CHOBaHa, HaNpuMep B
criyyae oTiIM4Hon PopMel BbIMyCcKa € MOSTHOCTBIO OTIIMYHBIMI NOKA3aHNAMN K MEAULUHCKOMY MPUMEHEHUIO.

2.1 CopgepxaHue NOb

MOB gomkeH BkNtoYaTh KYMYNATUBHBIE AaHHbIE, MOMyYeHHbIe Ha4MHasi OT AaTbl perncTpaumu, ¢ Hanpae-
MEeHHOCTbI0 Ha HOBYIO MHOpPMaLWIO, NMOSyYeHHYIo 3a OTYETHbIN nepuog. KymynatueHas uHdopmaums pac-
cMmaTtpusaeTcs Npy BbINONHEHUN obLen oLeHK 6e30NacHOCTU U MHTErPUPOBAHHOW OLEHKWU COOTHOLLEHWUA
nonb3a-puck.

MOB gormkeH BKoYaTe 0606LWaoLWY0 MHOPMaLMIO MO BCEM UCTOYHUKaM MOSyYeHUs 3Ha4YUMMBbIX AaH-
HbIX M0 3PP EeKTUBHOCTU U 6€30MaCHOCTU, KOTOPLIE AOMKHbI YYUTLIBATLCA NPU BLINONHEHUW O4epeAHON OLIEHKN
COOTHOLLEHUA NOMb3a-PUCK N KOTOPbIE UMEIOTCSA B pacnopskeHUW aepxaTens perncTpaumMoHHOro yaocTose-
peHwus.

YkazaHHasa uHopMaunsa BknodaeT B cebs:

a) oboblatowyto nHdopmaumnio No pesynbTatam MeaULUHCKOro NMPUMEHEHUS:

- OaHHble CMOHTAHHOTO PENnopPTUPOBaHUS;

- OaHHble MeaULMHCKON NUTepaTyphl;

- [AaHHble, NoNyYeHHbIe B XoAe aKTUBHBIX METOA0B MOHUTOPUHIa (HanpuMmep, aHanus BHYTPEHHUX Unu
BHeLWHUX 6a3 AaHHbIX);

- curHanbl no 6e30nNacHOCTU, HaxoaALWMeCs Ha PACCMOTPEHUU Y AepXKaTens perucTpaumoHHOro yaocTo-
BEpPEHUst;

- nHdopmaumsa oT NapTHEPOB NO MapKeTUHTY Ui ANCTPUObLIOLUN;

6) obobLatoLyto MHOPMaLUIO MO KITMHUYECKUM UCCNEA0BAHUSAM/UCNBbITAaHUAM:

- NpPOoAOCTKAWUMCA KNNHUYECKUM UccneaoBaHAM/UCIbITAHUAM UK UHBIM NccneaoBaHUaAM/UCnbITa-
HUSIM, KOTOpbIe BLINOMNHAIOTCA AepXaTenemM perucTpauMoHHOro yAoCTOBEPEHUA UNN ero npeactasuTenem,
nunbo koTopble 6bINK 3aBepLUeHbl B OTYETHBIN Nepuoa;

- TepaneBTU4eCKOMY NPUMEHEHWIo uccneayemMoro nekapcTBeHHOro npenapara;

- obcepBaLMOHHBIM UMW ANUAEMUOTOTMYECKUM UCCIIEA0BAHUSM,;
uccneaoBaHUsM Mo oLeHKe NCNoSb30BaHNA NeKapCTBEHHOro npenapara;

AOKNUHUYECKUM UCCNEAOBaHUAM (TOKCUKONOMMYECKUM U UCCIeA0BaHNAM in Vitro);

- KIMHUYECKUM UCCNefoBaHUAM, BLIMONHAEMBIM NapTHEpaMu1 AepXaTtena perncTpauuoHHoOro yaocTo-
BepeHusi No paspaboTke Unn pasMeLleH1Io Ha pbiHKe NekapCTBEHHOro Npenapara;

- KINUHUYECKUM UccneaoBaHUsM, B KOTOPbLIX Obina BbisiBlieHa HefjocTaTovHas TepanesTudeckas adgek-
TUBHOCTb, YTO MOXET OKasaTb BIMAAHNE Ha OLLeHKY COOTHOLLEHUS MoNb3a-pUCK NEKapcTBEHHOro Npenapara;

B) o6o6watoLyto MHOopMaLnto U3 ApYrnx UCTOUHUKOB!

- OaHHble U3 UHbIX UCTOYHWUKOB, UMEIOLLUX OTHOLLIEHNE K oleHke adycbekTUBHOCTM nnn GesonacHocTu
neKkapcTBEHHbIX NPenapaToB aHanorM4YHoi chapmakoTepaneBTUYECKoN rpynnbl;

2
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- uHble MOB ununoTtyeTsl No 6esonacHocTM paspabaTeiBaeMbIX NekapCTBEHHLIX NpenapaTos (Hanpumep,

KOHTPaKTHLIX MApTHEPOB UM MHALMATOPOB UCCIEeA0oBaHUA);

- BaxHylo nHdopmaLmio, NonyyeHHyo nocne sasepLueHns nogrotoskun NOB.

MOB gonkeH BkNoYaThL cneayolme pasaens:

- TUTYNbHBIA NTUCT, BKITHOYas! yA0CTOBEPSIIOLLYIO MOAMAUCH;

- KpaTKoe U3IoXXeHUe OCHOBHOIO cofepXXaHus;

- Tabnuuy coaepxaHusi otyeTa:

1) BeeneHne

2) PeructpaunoHHbIv cTaTyc B MUpe

3) Mepbl, NpUHATHIE 32 OTYETHBIN NepMoa, B CBA3U ¢ AaHHLIMM no 6e3onacHocTu

4) N3meHeHWUs, BHeCEHHbIe B CNPaBoYHY0 MHopMaLumio No 6e30nacHOCTU iekapCTBEHHOTo Npenapara
5) OueHka konuyecTBa NaUMeHToB, NOABEPTLLMXCS BO3AENCTBUIO NEeKapCTBEHHOro npenapara

5.1 ObLuee KONUYECTBO NaLMEHTOB, MOABEPTLLMXCS BO3AEUCTBUIO B KIMTUHNYECKUX NCCRIEeA0BaHNSIX

5.2 O6Lee KoNMYECTBO NaLMEHTOB, MOABEPTLLMXCS BO3AENCTBUIO, NO AaHHBIM NPUMEHEHWUS Ha PbIHKE
6) O606LWeHHble TabnuyHble AaHHbIE

6.1 CnpasovHasa nigopmarus

6.2 O606ueHHas MHdopMaLus Mo cepbe3HbIM HexenaTenbHbIM peakuusaM, BbISBNEHHBIM B XoAe Kiu-

HUYeCKUX nccnegoBaHuin

HUAX

6.3 0O606weHHas nHgopmaLums, No AaHHLIM NOCTPErncTpaLMOHHOrO NPUMEHEHUS

7) Pestome BaXKHbIX AaHHbIX, MOJTy4YEHHbIX B X04€ KIMUMHUYECKUX UCCNEeA0BaHNUIA 3a OTYETHLIN Nepuos
7.1 3aBeplUeHHble KNMMHUYeCK1e uccnegoBaHus

7.2 Mpogonxatowmnecs KIIMHUYECKME UccneqoBaHust

7.3 OnuTernbHbIA nocrnegyoWwmnin MOHUTOPUHT

7.4 NHoe TepaneBTMYECKOE NPpUMEHEeHWe NleKapCTBEHHOro npenapara

7.5 HoBkle aaHHble No 6e30nacHOCTU B OTHOLLIEHU HasHaYeHUs PUKCUPOBaHHBLIX KoMBUHauuiA

8) [aHHble HeHTepPBEHLIMOHHbIX UCCeA0BaHNA

9) [aHHble ApYruX KMMHUYECKUX UccrnegoBaHUi 1 U3 APYrMX UICTOYHUKOB

10) [aHHble OKIMHUYECKNX NccriefoBaHuiA

11) NuTtepatypa

12) [Opyrue nepnognveckue otT4eTbl

13) HepocraTtouHas TepaneBsTuyeckas apEeKTUBHOCTb B KOHTPONUPYEMBIX KITMHUYECKUX UccneaoBa-

14) BaxHas nHopmauus, nonyvyeHHas nocne sasepLueHums nogrotosku NOb

15) O630p cUrHanoBs: HOBbIe, paccMaTpMBaeMble 1 3aBepLUEHHbIe

16) CurHanbl 1 oLeHKa pucka:

- obobwatowas nHgopmanms no npobnemam no 6esonacHoOCTY;

- OLeHKa curHana;

- OLeHKa pUCKOB U HOBOW MHbOpMaLIUK;

- XapaKTepucTuKa PUCKOB;

- 3 peKTUBHOCTb MEP MUHUMU3ALNU pUcKa (€CITM MPUMEHNMO)

17) OueHka nNonb3bl:

- BaxHas 6asncHasi nHdopmaums no acpekTUBHOCTU B X04€ KMUHUYECKUX UCNBITaHUIA U NPUMEHEHUS B

MeaULMHCKON npakTuke,;

- HoBas BbIsiBNeHHas MHpopmauus no agppeKTMBHOCTM B X0A€E KITUHNYECKMUX UCTLITaHUI U NPUMEHeHUs

B MeJNLMHCKOMR npaxkTuKe;

- XapakTepucTuka nosb3bl;
18) WHTerpupoBaHHbIN aHann3 COOTHOLIEHNA NOMb3a-pPUCK No 0406PEeHHBIM NoKa3aHUAM:

- KOHTEKCT COOTHOLLUEHWS NOMb3a-pUck — MeanLMHCKas NOTPEeBHOCTL U BaXKHbIE anbTepHaTUBLI;

- OLleHKa npoLeaypbl aHannsa COoTHOLIEHUS MoNb3a-pucK

19) 3aknoveHne 1 AencTBUSA

20) NpunoxenunakMNOBb

TUTyNbHBIA AUCT

Ha tTynbHOM nncTe AomkHbI BbITh YKazaHbl HOMep oT4eTa (0TYEThI AOMKHbLI UMeTb NocneAoBaTeNbHYO

HyMepaLuio), HauMeHoBaHMe fneKapcTBeHHoro npenapara, MexayHapoaHaa gata peructpauun, oTYeTHbIN
nepvog (Mnbo ykasaHne Ha BHeoUYepeAHO M NOpSAoK NO4aun no 3anpocy perynsTopHoro opraHa), AaTa coctae-
neHus oTyeTa, AaHHble AepXaTensi perucTpaLMoHHOro yaocTOBEPEHUS U YKasaHue o KoHuaeHUNansHOCTH
nHdbopmaumn, BkrodeHHon B NMOB. TUTYNbHbIA NUCT 4oMKeH ObITL 3aBEpeH NOANMUCHIO.

KpaTkoe n3noxeHne 0CHOBHOMO coaepxxaHua
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Llenbio KpaTkoOro U3NOXeHUA coaepXaHua ABNAeTCs kpaTkoe npepcTaeneHue B o606LIEHHOM Buae
coaepxaHusi u Hanbonee BaxHON MHGOPMaLIMK, COCTABNSAIOLIEC NepUoaUYECKMA OTYET Mo BesonacHoCTU.
[aHHbI pa3gen 4OIDKEH BKOYaTb creayioLlyro MHdopmaumio:

a) BBefeHue, ykazaHWUe HOMepa oT4eTa U 0TYETHOro Nepuoaa;

6) HaumeHOBaHWe nekapcTBEHHOro npenapaTa, dapmakoTepaneBTUMECKUA Kracc, MeXaHU3M
[eicTBUs, NokasaHus K npumeHeHuto, opma Bbinycka, f4o3a, cnocob BBeaeHUN;

B) OLEHKY KYMYISTUBHOTO BO3AENCTBUS B X04€ KIMUHUYECKNX UCCTIeQ0BaHWIA;

r) OUEHKY MHTepBana NOCTPErucTpaLumoHHOTO NPUMEHEHUA U KyMYNATUBHOTO BO3AEMCTBUA 3a 3TOT
nepuoga;

) 4ACcho cTpaH, Ha TepPUTOPUM KOTOPBIX paspeLLeHO NPUMEeHeHne NekapcTBEHHOTo Npenapara;

e) 0606L1eHHYI0 MHDOPMAaLMIO NO OLIEHKe COOTHOLIEHUS NOMb3a-PUCK;

X) NpuHATBIE U Npeanaraemele 4eNCTBUA, CBA3AHHbIE C acnekTamn Nnpodunsa 6esonacHoCTU, BKNOYasn
cylLleCTBEHHbIe U3MeHeHus B GpoLuopy uccreaoBaTesnsa Ha aTane KMMHUYECKUX UCCieAoBaHUIA U B UHCTPYKLUIO
Mo MeANLMHCKOMY NPUMEHEHUIO Ha NOCTPErncTpaunoHHOM aTane NMbo UHbe Mepbl MUHUMU3aLIMKN PUCKA;

W) 3aKnoyeHue.

Pa3zfen kpaTKoro UsnoxeHua cogepXaHus otvyeTa AOSMDKEH COMPOBOXAATLCA Tabnuuein coaepxaHus
nepuoanyeckoro otyeta no 6e3onacHoOCTy.

2.2 TpebGoBaHus K cogepxaHuio kaxaon yactu NOb

2.2.1 Pa3pen OB «BBepeHue»

BeepneHune gonxHo cogepxaTtb cneaytoLlyto uHdopmaumio:

a) MexayHapoaHas gata peructpaunuy, oTYETHbIN Nepuoa U NOpAAKOBLIN HOMEP 0T4HeTa;

6) HaumeHOBaHWe neKapCTBEHHOro npenapata, apMakoTepaneBTUMECKUI KNacc, MexaHU3M
AeiCTBUs, NoKkasaHus K npuMeHeHuto, hopma Bbinycka, Ao3a, cnocob BeeAeHUs;

B) KpaTkoe onucaHue nonynauuii, KoTopble NONYYaloT NeYeHne C HasHaYeHNeM NekapCcTBEHHOMo Npena-
paTa 1 6blnv BKIMOYEHbI B KITMHUYECKUE UCCeaoBaHuUs;

r) KpaTkoe onucaHue upasbacHeHue N6oin MHDopMaLUK, UMetoLLe OTHoLEeHWeE K TpeByeMoin nHdop-
mMaumm B MOB, koTopas He Gbina BkNtoveHa B nogasaemolii NOB.

2.2.2 Pazpen NOB «PernctpauuoHHbIN cTaTyc B MUpe»

B paHHom paszaene MOB gomkHa 6bITh NpeAcTaBneHa KpaTkas 063opHas nHgpopmaums, BKNovaoLwas
AaTbl NepBUYHbIX perncTpauunii B cTpaHax Mupa, oaobpeHHble nokasaHusi K NPUMEHEHUIO, 3aperncTpupoBaH-
Hble hopMbI BbINycKa U JO3UPOBKU C yKasaHWeM AeNCTBYOLWMUX Ha aaTty nogrotosky MOB pernctpauui.

2.2.3 Pazpen MOB «Mepbl, NpuHATLIE 3a OTYETHbIA Nepuop, B CBA3U C AaHHLIMU MO
GezonacHocTu»

B pasgene npeacrtasnsieTcs onucaHue CyLecTBEHHbIX Mep, MPUHSTLIX 3@ OTYETHBIA Nepuos B OTHOLLe-
HAW KakK MPOAC/TKAWMXCA KIMHUYECKUX WUCCNeAoBaHUI/UCTILITAHUA, Tak U MOCTPErucTpaumoHHOro
NpUMeHeHWs1, Co CTOPOHBI PErynATOpPHbLIX OpraHoB, AepXaTensl perMcTpaunoHHOro yaoCTOBEepeHUsl, CroH-
copa/3asBuUTens KNMMHUYECKNX UCCTIeOBaHUIA, KOMUTETA MO MOHUTOPUHTY/OLIEHKE AaHHBIX, KOMUTETA Mo 3TUKE
Ha OCHOBaHWW AaHHLIX MO 6e30MacHOCTU, KOTOpbIE:

a) oKasanu cyLlecTBeHHOe BMIUSAHNE Ha COOTHOLLEHWE NOfb3a-pUCK 3aperucTpUpoBaHHOIO NeKapCcTBEH-
Horo npenapart u/nnu

6) okasanu BNusiHME Ha NPOBeAeHNe KOHKPETHOrO KITMHUYECKOTo UccneaoBaHusa(Min) Unu B LESIoM Ha
nporpammy KnMHn4Yeckol pa3paboTky iekapCcTBEHHOro Npenapara.

B pazgene oomkHel ObITb ykazaHbl OCHOBaHWS AN NPUHATUA AaHHBIX Mep 1 Npu HeobxoauMOoCTH AoNor-
HUTenbHasa nHdopmMaLms, ecnn TakoBas AOCTyrMHa.

Mepkbl, NpUHATLIE B OTHOLLEH W NCCIIeQyeMOro riekapCTBEHHOIo npenaparta, MOoryT BKIoyaTth B cebsi:

a) OTKas B Bblgaye paspeLleHunst Ha NpoBeaAeHe KITMHUYEeCKoro uccnefoBaHua/McnbITaHUs No acnekram
6e30MacHOCTM UM 3TUYECKUM BOMNpPOCaMm;

6) YaCTUYHYO UM MOMHYO MPUOCTAHOBKY KITMHUYECKOTo UccreaoBaHusA/MCnbITaHns Nbo NonHyo octa-
HOBKY KIIMHWYECKOro nccnegoBaHnsi/MCcnbITaHna paHee NaHUpyeMoro cpoka no Npu4uHe BbISIBNIEHHBbIX AaH-
HbIX Mo 6e30NacHOCTM UMMM HEAOCTaTOYHON TepaneBTUYEcKon 3pDEeKTUBHOCTH;

B) OT3bIB MCCMeayeMOro fiekapcTBEHHOro Npenaparta unu npenaparta cpaBHEHUs!;

r) OTKasBMoy4YeHU paspeLleHust Ha NpUMEHEHNe No NokasaHu, UCCrieyeMOoMYy B X0A4e KIMHUYECKOro
nccnegoBaHus, Bktovas 406 poBObHBIN OT3bIB NoAauN 3asiBNEHUS Ha pernucTpaunto;

) BBeAeHne Mep MUHUMN3aLMN PUCKa, BKITHOYas:

- WU3MeHeHUs1 B MPOTOKON NccregoBaHns/McnbiTaHusi, 006ycnoBneHHble gaHHbIMKU No 6e30nacHOCTM Unu
3ppeKTMBHOCTM (Takune, Kak U3MeHEeHUe pexnma 03MpPoBaHUs, N3MEHEHNsT KOUTEPUEB BKIIOUEHUSI/HEBKITIO-
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YeHusl, BBeIeHIE AOMOMNHUTENBHBIX MeP N0 MOHUTOPUHTY Cy6bEKTOB UCCIe0BaHMUSA, OrpaHUieHne NpoaonKu-
TeNbHOCTU UCCMeaoBaHUA/MCTbITaHUSA);

orpaHudeHus UccrneayeMon NonynaLAn UM NokasaHUin K TpUMEHEHMIo!

N3MeHeHUs1 NHPOPMUPOBAHHOrO COrNacus, CBA3aHHbIe ¢ acnekTamm npoduns 6e3onacHoCT;
N3MeHeHUs cocTasa;

AononHuTensHoe Tpe6GoBaHne perynaTopHbIX opraHoBs No oco6oMy NopsaKy NpeacTaBneHns UHgop-
MaLum no 6ezonacHOCTM NeKkapcTBeHHOro Npenapara;

- cneumansHoe HopMUpoBaHMe Bpadeit-uccrnegosarteriei UM MeauuMHCKMX paGoTHUKOB;

- NMnaHWpoBaHMe NpoBeAeHNUS HOBBIX MCCIedoBaHMWi Mo OLeHKe acnekTor Npoduns 6e3onacHoCcTu.

Mepbl, NPUHATLIE B OTHOLLEHW 3aperMcTpupoBaHHOTO NiekapcTBEHHOro Npenapara, BKIovatoT B cebs:

a) oTKas B NPOAMEeHNM AeNCTBUS PerucTpaLMoHHOrO YA0CTOBEPEHMS;

6) npuocTaHOBKa UMK OT3LIB PErUCTPALMOHHOMO YAOCTOBEPEHMS;

B) BBeAeHMWe nnaHa MUHUMMU3ALUN pUCKa, BKIOYas:

- CyLLecTBeHHble orpaHn4eHus B pacnpocTpaHeH v Uni BBeaeHVe MHBIX Mep MAHUMN3ALUK pUcka;

- CyLlecTBeHHble U3MEeHeHNs MHCTPYKLMM MO MeULIMHCKOMY NMPUMEHEHIIO, KOTOPbIE MOTYT MOBAUATL Ha
nporpaMmy paspaboTku, BKIloYas orpaHU4eHUs NoKasaHWii K HasHauYeH!o Uy rpynn nauueHToB, KoTopbIM
HasHa4aeTCcs NekapcTBEHHbI Npenapar;

- cneumanbHoe MHOPMUMpPoBaHe MeaULMHCKMX paGoOTHUKOB U

- TpeBGoBaHMWe Mo NPoBeAEHNIO MOCTPErNCTPaLMOHHOMO UCCREA0BaHUS CO CTOPOHBI PErYMNATOPHBIX Opra-
HOB.

2.2.4 Pazpen NOB «N3meHeHUA, BHeCeHHble B cnpaBoyYHylo uHdopmauuio no 6ezonacHocTU
nekapcTBeHHOro npenapara»

B pasgene nepevncnsieTcsa nHdopmMaumsa 060 Bcex CyLecTBEHHbIX USMEHEHUSIX, BHECEHHbIX B CNpaBOY-
Hyto MHcbopMaLMto No 6e30nacHOCTU NEKapCTBEHHOMO Npenapara 3a 0T4eTHbIA nepuoa. [laHHble cylecTBeH-
Hble M3MEeHEeH s BKINOYaoT U3MEeHEeHUA B pasaenbl NPOTUBONOKa3aHWI, NpeaocTepeXeHnid, 0cobbiX yKasaHui,
AonornHeHue HpopmMaLmneit 0 cepbesHbIX HexenaTenbHbIX peakUuax, HexenaTenbHbIX peakuusix, npeacTas-
naoWwmx ocobblii MHTEPeC, peakuMsax B3auMoaenCTBUSA; BaXHble AaHHbIE NPOAOIDKAIOLLNXCS U 3aBePLUEHHbIX
KIMMHUYECKUX MCCneA0BaHNIA/UCNbITaHWUI; BaXHbIEe AaHHbIe AOKIUMHUYECKUX UCCTeAoBaHWUI (HanpuMep, uay4e-
HUe KaHueporeHHocTu). MHdbopMaums no AaHHbIM U3MeHeHUsIM 4OIDKHa 6biTb NpeAcTaBneHa B COOTBETCTBYHO-
wux pasgenax NOB. B npunoxerHun k NOB gorrkHa npunaratbCa BEpPCUs CNpaBoyYHOW MHGOpMauun no
6e30MacHOCTU NiekapCcTBEHHOrO NpenapaTa ¢ COOTBETCTBYIOLMMU U3MEHEHUAMMN.

OepxaTenb pernctpauuoHHOro yaocToBepeHUs Takke npeactasnaeT UHgopmaunio 0 BHECEHHbIX U
HaxoaaLmxcs Ha aTane BHeCeHN U3SMEeHEHUAX B UHCTPYKLMIO MO0 MeAULMHCKOMY MPUMEHEHUIO HAa OCHOBaHUN
06HOBMEHHON BEPCUM OCHOBHOW MHdopMaLmm o 6e3onacHOCTM AepXaTena perucTpauuoHHOro yaoctosepe-
HWUA ¢ NpeAcTaBNeHneM ee B MPUNOXeHUN.

2.2.5 Pazpen NOB «OueHKa KoNnM4YecTBa NaLUeHTOB, NOABEPrUNXCA BO3OEUCTBUION

MOB gonmkeH cogepkaTb TOHHYIO OLLEHKY KONMYECTBA NaLMeHTOB, KOTOpLIe NoABEPrinch BO3AEeNCTBUIO
neKapCcTBEHHOro NpenaparTa, BKMoYasi Bce AaHHble B OTHOLLIEHUU 06beMa Npoaax U KonndecTBa HasHa4YeHUA.
JaHHas oueHka AOIMKHA COMPOBOXAATHCA KAYECTBEHHBIM WU KOMUYECTBEHHLIM aHaNM3oM MPUMEHEHUSa B
peanbHoM MeaULUHCKO NpaKT1Ke C yKasaHWeM Toro, Kakum 06pasoM 3To MOXEeT oTnmndaTbes oT 04o06peHHoro
MpPUMeHeHWsl, OCHOBbIBAsCh Ha BCeX AaHHbIX, AOCTYMHbIX AepXXaTemno perncTpauuoHHOrO YA0CTOBEPEHUSA, U
pesynbTatax HabnaaTenbHbIX UCCefoBaHWN Mo OLLEHKE NCMONb30BaHUS NeKapCcTBEHHOro npenapara.

B gaHHoM pasgene gomkHa ObiTb NpeAcTasnieHa oleHka o6bema U XapakTepuUcTuki Nonynauvmn, nog-
Beprilencs Bo3gencTBIIO ekapCTBEHHOrO Npenapara, BKtoYas KpaTkoe onMcaHue UCronb3yemMoro Afsi OLeH-
KM MeToAa 1 yKasaHus HeAoCTaTKOB UCMOMb3yeMOoro MeToaa.

Cornacytolmecst MeToabl Mo OLeHKe BO3AeNCTBUA Ha cyObekTa/naumeHTa omKkHbl UCToNb30BaThCH BO
Bcex pasaenax NOB ans ogHoro nekapcTseHHoro npenapara. Ecnv ymecTHol siBNsieTcs 3aMeHa UCnonb3ye-
MOro MeToa oLeHKM, 0ba meToda 1 pacyeTbl NO HAM AOMKHbI ObITh NpeacTasneHbl B [MOB ¢ o6bsAcHeHnem
3aMeHbl.

2.2.5.1 MNoapa3genNOb «O6Lee KONMMYECTBO NALMEHTOR, NOABEPrLUMXCSA BO3AENCTBUIO B KIIMHUYECKNX
nceneaoBaHnsax»

HanHbin nogpasgen NOB gomkeH cogepxath criedytoLyto MHbopMaLMio No NaLMeHTaMm, BKIIOYEHHbIM B
KNUHUYeckne nccredoBaHus/McnbiTaHus (pekomeHayeTcst TabnuuyHblin dopmar):

a) KyMynsiTUBHOE 4Mcrio cyObeKTOB UCCNeAOBaHUSA, BKITFOYEHHBIX B MPoAoIKaloLWMECa U 3aBepLLUeHHbIe
KITUHWUYeCKne ncecnegoBaHna/MCnbiTaH s v NOABEPTLUNXCS BO3AENCTBUIO UCCNeayeMOoro fiekapCTBEHHOro Npe-
naparTa, nnavuebo, n/v akTUBHOro NpenapaTa cpaBHEHUsI OT MeXayHapoaHoi AaTkl ogobpeHuns paspabaTbl-
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BaeMoro nekapctBeHHoro npenapata. MoxeT npusHaBaTbCsl, YTO NS feKapCTBEHHbIX MpenapaTos,
AnuTenbHoe BpeMs HaxogsLnxcsi B obpalueHnn, getansHas nHbopmaums MoxeT 6biTb HeAOCTYMHA;

6) bonee geTanbHyo KYMyATUBHYIO UHGOPMaLMIo (NpK HanuymMmn) no cybbekTam nccrenosaHmns, noa-
BEPriMMcs BO34eNCTBUIO (Hanpumep, CrpynnmMpoBaHHyto No BO3pacTy, Nosy, pacoBor NpuHaaneXxHocT no
BCel NnporpamMmme pa3paboTku);

B) Ba)XHble pasnuuus Mexay uccrefoBaHnAMU/MCNbITaHUAMU B OTHOLLUEHUW HasHaYaeMbIxX 403, nyTel
BBEJEHWs, NOArpynn nayneHToB;

r) B cryyae, ecrnu KNuHUYecKMe nccrnegoBaHua/McnbITaHnst NPOBOAUINCE Ha 0coBbIX rpynnax nawueH-
TOB (Hanpumep, bepeMeHHbIEe XXeHLMHbI, TaUNeHThl C HapyLLUEHUAMN YHKLMK NoYeK, NeYeHn, cepaevHo-cocy-
ANCTON cUCTeMbl; NauUMeHTbl C KAMHWYECKN 3HAYUMbIM FeHeTUYecKUM nonnumopdmsmMoM), OOMKHbI BbiTb
npegcTasneHbl JaHHbIE MO BO34ENCTBUIO;

A) MNpu HanM4MK CyLLeCTBEHHBIX Pasnnyunii no BpeMeHn BO34encTBNs Mexay cybbekTamu, paHaoMusu-
pOBaHHBIMW Ha MONyvYeHue nccrneayemoro nekapcTBeHHOro npenaparta unu npenaparta(oB) cpaBHEHUS, UMK
HecoOoTBETCTBMIA MO NPOAOIKUTENBHOCTU BO3AESNCTBUSA MeXAY KIMHUYECKUMU UCCNe0BaHNAMU/UCNbITaHNS -
MW HeobxoanMo caenaTh OLEHKY BO3AeNCTBUS B BEIPaXKEHNN CYObeKT-BpeMs (NnauneHTo-aHu, -MmecsaLbl unv
-rogbl);

e) AaHHble No BO3AeNCTBUI0 UCCriedyeMoro npenapara Ha 340p0oBbIX 406poBOSIbLEB MOTYT UMETb MEHb-
LLYHO 3HAYMMOCTb A4S oLeHKN npodnns 6e30MacHOCTM NekapCTBEHHOro CpeacTBa B LIeNIOM B 3aBUCUMOCTN OT
Tnna HabngaemMblx HexxenaTenbHbIX peakunii, B 0COBeHHOCT M Koraa nauueHTbl NoaBeprarTca BO3AeNCTBUIG
eAWHUYHOM Ao3bl. MoaobHble AaHHble AOMKHbLI BbITh NpeacTaBnNeHbl OTAENbHO C MOACHEHWSMU B Criyvae
HeobxogumMocTy;

X) B cnyyae, ecnu B 0606LLEHHON MHGOPMaLMK MO HexenaTeNbHbIM peakuusaM, BbiIBNeHHbIM B Xoae
KIMHWYECKNX UCCneaoBaHNA/MCTIbITAaHNI, yKasaHbl cepbesHble HexenaTtenbHble peakumm, 4OKHO BbiTe cae-
naHo COOTBETCTBYIOLLEE YKkasaHUe Mo OLEeHKe BO3AEeNCTBUA Ha NauneHTa, koraa 3170 BOSMOXHO;

W) Anst onpegeneHHblXx 0cobo BaXHbIX KIMHUYECKUX MCcneaoBaHWA/MCnbiTaHnin agemorpaduyeckas
XapakTepucTuKa nauneHToB 4ormkHa OblTb NpeacTaBneHa oTaeNbHo.

2.2.5.2 MNopgpaszagen NOB «Ob6Lee KONMYECTBO NALMEHTOB, NOABEPrLUMXCA BO3AEUCTBUIO, NO AAHHLIM
NMPUMEHEHUS Ha PbIHKE»

B cnyuvasix, koraa 370 BO3MOXHO, Ao/kHa BbITb NpeAcTaBneHa oTAenbHas oueHka no KyMynsTUBHOMY
BO3AENCTBUIO (HAYMHAs OT MeXayHapoaHoM AaThl perncTpauun) u BO3AeNCTBUIO 3a onpeferieHHbIN nHTepean
(oT AaTbl okoHYaHUA cbopa AaHHbIX Mo npeawecteytoweMy NOB). B paszaene gomkHa 6bITh NpeacTaBneHa
oLeHKa Mo KONM4ecTBY NaLWeHTOB, NOABEPTLIMXCA BO3AEUCTBUIO U MeToAy(aM), C MOMOLLbHO KOTOPbIX BbINOSI-
HAMUCH onpedeneHune 1 oueHka. [lomkHo BbITb NpeacTaBneHo 060CHOBaHWE, €Cnu BLINOSIHEHWE pacyeTa Ynuc-
na nauuMeHToB, NOABEPrUMXCA BO3AENCTBUIO, HEBO3MOXHO OCYLIEeCTBUTb. Ecnn HEeBO3MOXKHO BbINOMHUTL
OLIeHKY Y1cna nauueHToB, A0MKHbI BbiTb NpeAcTaBneHbl anbTepHaTUBHLIE BapUaHTbl OLEHKM C yKasaHuem
MeToAaa(oB) UX BbINONIHeHUs1. [TprMepoM anbTepHATUBHOIO NOKa3aTeNs OLEeHKU BO3AENCTBUSA SIBNSAOTCA Noka-
3atenb NauneHTo-AHen NYUCIo HasHaYeHUN (BbINUCLIBaHWIA). TOMbKO B TeX cAyvasix, Korga AaHHble nokasaTe-
NN HeAOCTYMHbI, MOXeT BbITb UCMONb30BaHa oL eHka 06 beMa NpoAax, BblpaXKeHHasi B BECOBLIX eAUHULIaX UMk
Ao3ax. MoxeT 6bITb NpMMeHeHa KoHLEeNUUA YCTaHOBMEHHOM CyTOYHON A03bl (DDD) Ans nony4eHust AaHHbLIX Mo
BO34ENCTBUIO Ha NaLMeHTOB.

[aHHble Mo BO3OEWCTBUIO AOMKHBI ObiTb NPUBEAeHbI MO CNeAyWUM KaTeropusM UCMonb30BaHUs
nekapcTBeHHOro npenapara:

2.2.5.2.1 MocTtpernctpaunoHHoe NpUMeHeHue (3a UCKNIoYEHUEM KIMHUYECKUX UCCReA0oBaHUA/UCTIbITa-
HWUA)

[onxHa 6bITb NpeAcTaBneHa obwan oueHka. B gononHeHWe AaHHble AOMKHLI GbITh NpeAcTaBneHbl ¢
pa3buskoin no nony, Bo3pacTy, NokasaHUAM, Ao3aM, popMaM BbINyCKa WU peruoHaM, rae 310 NPUMEHUMO.
B 3aBUCUMOCTW OT NlekapCTBEHHOro npenapaTa WHble NepeMeHHble MOryT 6biTb NPUBEAEHBI Kak 3HauuMMble,
HanpuUMep YUCNO BbINOMHEHHBbIX BakLUUMHaLUWIA, cnocob BBeAEHUSA N NPOAOIKUTENBHOCTb fle4YeHus.

B cnyvae, ecnu bbina BoisiBfieHa cepusa cooBLUEHNA O HexenaTesbHbIX peakuusix, npeanonaraiowas
Hanuuue curHana, AomkHel 6bITb NpeAcTaBneHbl AaHHbIe Mo BO3AENCTBUIO BHYTPU COOTBETCTBYIOWEN Noa-
rpynnbl, €Cnn 3T0 BO3MOXKHO.

2.2.5.2.2 MocTtpernctpalnoHHoe NpuMeHeHue y 0cobbix NONYNALNOHHBIX Ipyn:

B cnyyae, ecnu Ha NocTperncTpauMoHHOM 3Tane fiekapcTBEHHbIM npenapaTt UCMosb3yeTcsl Y 0cobbiX
NoNyNAUNOHHBIX FPynn, AosPkHA BbITh NpeAcTaBneHa AOCTYNHaA UHDOPMaUnUa B OTHOLLEHUW KyMYSTIATUBHOTO
yucna naunMeHToB, NoABEPTLLMXCA BO3AEUCTBUIO, @ Takke WUCNoNb3yeMell MeToa pacyeta. MCTOUHMKKN 3TUX
AaHHbIX MOTYT BKNOYATb HEMHTEPBEHLUMOHHbIE UCCrieAoBaHNs, pa3paboTaHHble HenocpeACTBEHHO ANs Nony-
YeHUA AaHHbIX MO 0CobbIM NOMYMSILMOHHBIM NOArpyNMnaM, BkAovaa pernctpsl. Monynauuu, BktoYyaemble B
OLEHKY No AaHHOMY pasaeny, BKIoYatoT, HO He OrpaHUYUBAalOTCA cneayoLnumu:
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- neguaTpudeckas nonynauus;

- MONynAUNA NOXNIIOro BO3pacTa;

- KEHLUMHBI B nepuoa 6epeMeHHOCTH U KOPMITEHNS!;

- MauueHTbl ¢ HapyLeHUAMU (YHKLM NeYeHn N/nnm noYex;

- NauuneHTbl C MHOW BaXKHOW COMYTCTRYIOLLe NaTonoruen;

- MauueHThbl, CTeneHb TSXKeCTU 3aboneBaHusl KOTOPbIX OTMIMYHA OT UccregyemMoi B Xoae KMUHUYEeCKNX
ncenegoBaHni;

- noAnonynsumMmM ¢ HOCUTENLCTBOM reHeTUYeCKoro nonMmopdunamMa(os);

- MawuMeHTbl C MHO PACOBOM NN 3THUYECKON NPUHAANEXHOCTLIO.

2.2.5.2.3 OcobeHHOCTUN NPUMEHEHNS NEKapCTBEHHOTO NpenapaTa

B cny4ae, ecniv gepxxaTtento permcTpaLoHHOro yqoctoBepeHns CTaHoBMTCA U3BeCTHa MHbopmaums o6
onpeaeneHHbIX 0COBEHHOCTAX NPUMEHEHNA NeKapCTBEHHOrO NpenapaTta, 4OMKHO 6bITb NpMBeAeHO onncaHne
AaHHbIX 0cOBEHHOCTEN U caenaHa coOOTBETCTBYHOLLAs OLeHKa U MHTeprpeTaums AaHHbIX No 6esonacHocTu. K
YUCNY Takux 0COBEHHOCTEN OTHOCUTCS, B YaCTHOCTU, MPUMEHEHWE B MEAULIMHCKON NpaKTUKe No NoKasaHnam,
He BKITIOYeHHbIM BYUC10 0A06peHHbIX. ECnin nmetoTcst CooTBETCTBYIOWME AaHHble, AepXKaTeNb perncTpaLmoH-
HOTO yAOCTOBEPEHNst MOXKET cAenaTb KOMMEHTapuiA B OTHOLLEHUW TOr0, HACKOMbKG AaHHOE NPUMEHeHWe noa-
AepXvBaeTCa KIMHUYECKMMU NpOoTOKoNamMu, AokasaTerlbHOM 6a3on KIAMHWYEeCKUX UccneaoBaHuid, nmbo
0ByCcroBneHo OTCYTCTBMEM B LeSIOM 3aperMcTpupoBaHHbIX anbTepHaTuB. JomkHa 6biTb npedcTasneHa
KONMYecTBeHHas oLleHKa No 06beMy AaHHOMO NPUMEHeHNs, ecriv NogobHbIe 4aHHbIE UMEIOTCS.

2.2.6 Pa3pen NOB «O606LWWeHHble TaGNUYHbIE AaHHbIE»

Llensto aanHoro pasgena MNOB sisnsieTca npeAcTaBneHne AaHHbIX MO HexenaTenbHbIM peakunsam/sasne-
HUAM, BbISIBMEHHBbIM B XO4e KMMHMYECKNX UCcneaoBaHnin B popMe 0000LWEHHbIX TabnuyHbIX AaHHbIX. Ha
YCMOTPEHUe AepXaTens perncTpaunoHHOro YA4oCcTOBepeHUs MOXeT ObITb NpuBeaeHo rpacgpuyeckoe otobpa-
XKeHWe onpeaeneHHbIX acrnekToB AaHHbIX C LeNbo 06nerdyeHmst BOCpUATUSA U TOHUMAaHUSA.

OTHeceHM1e K Yncny cepbesHbIX HexenaTenbHbIX peakluil B 0606 eHHbIX TabNUYHbIX AaHHbIX A0IDKHO
COOTBETCTBOBATb OTHECEHWIO, CAeNaHHOMY No pe3yribTaTaM OLEeHKU UHANBUAYaNbHbLIX COOBLUEHNIA O Hexena-
TebHbIX peaKLUsiX C UCNOMb30BaHNEM KPUTEPMEB CePbe3HOCTU, YCTaHOBMEHHBIX 3aKoHoAaTenbCTBOM. OueH-
Ka Cepbe3HOCTUN He A0IDKHA U3MEHSATLCSA NPY NOATOTOBKE AaHHbIX AN BkMtoveHua B MOB.

2.2.6.1 MNoapasgenNMOB «CnpaBovHasn uHdopmaumns»

B nanHom nogpasaerne ykasbiBaeTCs BEPCUSA TePMUHOSIOMMYECKoro Kiiaccudunkatopa, Ucnosnb3yemoro
ANdA aHanunsa HexxenartenbHbIX ABMeHUA/ peakuuia.

2.2.6.2 MNogpasgenNMOBb «O60o6weHHble TabnnyHble AaHHbIE MO CepPbe3HbIM SIBIIEHUSIM, BbIABMNEHHbIM B
X0Ae KMUHUYECKUX UccneaoBannii/UcnbiTaHniny

B paHHom nogpasaene MOB gomkHo BbITb NpuBeaeHO 060CHOBAHUE MO NPUIIOXKEHUIO, KOTOPOE BKIItOYa-
eT KyMynsiTuBHble 0606LLeHHble TabnnyHble AaHHbIE NO Cepbe3HbIM HeXenaTemNbHbIM SIBREHUAM, KOoTopble
ObIn BbISIBNEHbI B XOAE KIMHUYECKUX UCCre40BaHNA/MCNBITaHWIA, OpraHU30BaHHbIX AepXXaTenem peructpauu-
OHHOrO YAOCTOBEPEHUS, HauMHas oT MexayHapoaHol aatbl ogobpeHns paspabaTbiBaemMoro nekapcTBeHHOro
npenaparta o AaTbl okoHYaHusi c6opa gaHHbIX No Tekywemy MOB. fepxaTtenemM perucTpaunmoHHOro yaocTose-
PeHWS AOMKHBI 6bITb cAenaHbl 06 bACHEHNS BCeX UCKToYaeMbIX AaHHbIX (Hanpumep, AaHHbIE NO pe3ynbTaTtaM
KIMUHNYEeCKOro nccnegoBaHns/uenelTaHns MoryT 6biTb HEAOCTYMHBI HA NPOTSXKEHUN HECKONBKUX NeT). [laHHble
B TabnuyHoi cbopme OOKHBI BbITh CrPYNNUPOBaHbl B COOTBETCTBMM C KNacCUMUKALMOHHBIM OTHECEHUEM
HexxenaTesbHbIX peakLnii No opraHo-CMCTEMHBIM Knaccam 418 Uccreayemoro NekapcTBEHHOro npenapara, a
Takke 415 NpenapaToB cpaBHeHUs (akTUBHBIX M Nnaue6o). Koraa a1o sABnseTcs LenecoobpasHbiM, AaHHble
AOMKHBlI BbITb MpeacTasfeHbl B rpynnMpoBaHHOM BuAe MO KIAMHUYECKUM UCCNedoBaHUAM/UCNBITaHUAM,
nokasaHusiM, NyTsIM BBEAEHNA U UHBIM NePEMEHHbIM.

Cnepytolme acnekThbl 4OMKHbI ObITb PACCMOTPEHDI:

a) pekoMeHOyeTcs npeAcTaBneHne oUEeHKU NPUYNMHHO-CNEACTBEHHON CBA3KN MO PeaKUM HexenaTelb-
HbIM peakuusiM. CrneayeT NpeAcTaBnATb AaHHbIE MO BCEM CEpPbe3HbIM HeXenaTeNbHbIM ABNEeHUAM 1 ans
nccnegyemoro nekapcTBeHHOro npenaparta, U Ans npenapatos cpaBHeHust v nnavuebo, c Tem 4Tobbl 6bina Bos-
MOXHOCTb caenaTh rpynrnoBoe cpaBHEHWe B TOM YMCrie B OTHOLIEHUN YacToTel. MonesHbIM ABNsAeTCs npea-
cTaBreHne 4aHHbIX C OTpaXkeHeM B3aMMOCBSA3M HasHaYaeMol o3kl M 4acToThl;

6) 0606LeHHble TabnMYHbIE AaHHbIE 4OMKHbBI BKIOYaTh Kak OCnenneHHble, Tak U pa3ocnenreHHble AaH-
Hble Mo cepbe3HbiM HexenaTterbHbIM SABMEeHNAM B KIMHUYECKNX UccreaoBaHusax. PasocnenneHHble gaHHble
MoryT 6bITb MPeACTaBNeHbI MO pesyrbTaTam 3aBepLUEHHbIX KITUHUYECKUX UCcCcreaoBaHuii 1 oTAeNbHBIM MHAW-
BUAYyaslbHBIM CryvasM, KoTopble Obiv pasocnensieHbl Mo onpeaeneHHbIM NpruiMHaM, HanpuMep rnoe acrnektTam
6e30nacHOCTU UNK BbINOMHEHNUA TpeboBaHWA He3amMeaNUTENLHOrO penopTupoBaHusa. CNoHcopbl/3aaBuTenn
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KMUHUYECKOro UCCNeaoBaHUA/MCNbITaHUSA U depXaTenn perncTpaLmMoHHbIX YAOCTOBEPEHUA He BLINONHAKT
pasocrnensneHe HenocpeacTBEHHO B CBA3M ¢ noaroTtoskon MOB;

B) onpegeneHHble HexenaTtenbHble peakuun MoryT BblTb UCKMIOYEHbI U3 0b6obLatoLeit nHgpopmauun,
HO BCe NoAoBHbIe UCKMHOYEHUs1 AOMKHBI 0GOCHOBEIBATLCS B 0TYeTE. Hanpumep, HexenaTenbHble peakuuu,
KoTopble 6bINK onpeaeneHbl B NPOTOKOSE Kak UCKIHoYatoLLMecs U3 NpoLeaypbl HesaMme4nuTenbHOro penopTu-
POBaHWS U TOMNbKO BKTHoYaeMble B 06LLyto 6a3y AaHHbIX MO NPUYUHE TOTO, YTO OHU SIBMISIKOTCA NPUCYLLIMMU Liene-
BOW NONynsilun NN coBNaaatoT C KOHEYHbIMN TOUKaMU.

2.2.6.3 Mopapasaen MOB «0606LweHHbIe TabNUYHBIE AaHHbIE MO AaHHBIM NOCTPErMCTPaLMOHHOTO NpU-
MEHEHUA»

B naHHom pasgene MNOB npeacTasnsieTcs 060CHOBaHWe Mo NPUITOXKEHUIO, BKIIOYatoLWweMy B TabnuyHon
copme oBobLatoLmMe JaHHbIe NO HexenaTenbHbIM peakLMsiM KYMYSSITUBHO 3a BECb Nepuoa 1 3a OTYETHLIN
nepuos, oT AaTbl MEXAYHaPOAHON perMcTpaLnm nekapcTBEHHOTo Npenapara Ao AaTbl okoH4YaHusa c6opa aaH-
HblX. BKMovatloTea ceBegeHUs 0 HexenaTenbHbIX peakunsx, MofyYeHHbIX B X0A4e HEUHTEPBEHLMOHHBIX Uccne-
OOBaHUA W CMOHTaHHOTO PenopTUPOBaHWS, BKMOYAA AaHHble OT MeOUUMHCKUX U hapMaueBTUYECKUX
paboTHUKOB, NOTpebuTeNen, NaUMeHTOB, perynsaTOPHLIX OpraHOB U AaHHbIE, ONY6MKOBaHHbIE B MeAULIMHCKON
nutepatype. CepbesHble U HecepbesHble HexenaTenbHble peakLuun A0IPKHbI ObITb NpeacTaBneHbl B 0TAe b
HbIX Tabnuuax. B Tabnuue gaHHble 4omkHbI GbITh pacnpeaeneHsbl CornacHo knaccudukauum no opraHo-hyHk-
LMoHanbHbIM KraccaM. Mo 0cobo BaxkHbLIM acnektam npoduns 6e30nacHOCTU MoryT GbiTb NpeacTaBnEeHb!
oTAenbHble Tabnuubl HexenaTenbHbIX peakuuin ¢ rpynnupoBaHMEM AaHHbIX MO MOKasaHUsM, Crnocoby
BBEJEHWA N NHBIM NapamMeTpam.

2.2.7 Noppa3nen OB «Pe3ome BaXHbIX AaHHbIX, MOMy4YeHHbIX B Xo4e KNMUHU4YeCKUX uccnenosa-
HUI/MCNbITaHUIA 32 OTYETHbLIN Nepuoa»

[epxatenb perncTpaunoHHOro yaocToBepeHUss OMMKeH NpeacTaBUTb B MPUMOXEHUU NepevucrieHne
OpraHu3oBaHHbIX UM MHTEPBEHLMOHHBIX KITMHUYECKUX NCCIe0BaHUA C LeNbio BO3MOXHOCTU naAeHTUdKaumn,
XapakTepUCTMKU U KOMUYECTBEHHON OLEHKN YPOBHS PUCKOB, noATBepXxaeHua npoduns 6GesonacHocTu
neKapcTBEHHOrO rMpenapaTta UNu oLeHKn 3 pekTUBHOCT MEP MUHUMU3aLMN pUCKa, KOTOpble Obinn 3aBepLue-
Hbl UM NPOOOIXKAOT BbIMOMHATLCA B OTYETHBIN Nepros.

Ecnu aTo npeacTaensieTcst BO3MOXHbIM, AaHHble criegyeT pa3buTb Ha kaTeropuy No NOIOBOMY U BO3-
pacTHOMY Npu3sHaky (B 0COBeHHOCTN B3pOCTble MO CPaBHEHMIO C AETCKOM MONynAumneit), nokasaHuaMm, pexxmmam
[031MPOBaHNS U perMoHam.

CurHarnbl, BLISIBNEHHbIE B X04€ KNMUHNYeCKNX uccneaosaHui, 4OMmKHbI ObiTb NpeAcTaBneHbl B TabnuyHon
dopme B pasgene 15 MNOB («O630p No curHanam: HoBble, HaxoAsLMecs B paboTe Unu 3aBepLueHHbIe»). Ana
CUTHanoB AenaeTcs oueHka, ABMSIOTCA NN aHHbIe CUrHarbl MOTeHLManbHbLIMU U UAEHTURULMPOBaHHBIMU
pucKaMu, pUCK AOSKeH BbiTb OLLEHEH U oXapakTepunsosaH B nogpasgenax 16.3 NOB («OueHka puckos U HOBOM
nHdopmaummn» ) n 16.4 («Xapakrepuctuka puckos») COOTBETCTBEHHO.

B aanHom pasgene NOB gonxkHa 6bITe NpedcTasneHa ob6obwatowwas nHopmMaL s No KIMHUYECKN BaX-
HbIM AaHHbIM Mo 3¢heKTUBHOCTU U 6E30MacHOCTU, NOMYyYEHHBIM 13 CedyoLMX UCTOYHUKOB 3a OTYETHBIN
nepuvoa:

2.2.7.1 MNopapasaen «3aBepLUeHHbIe KNIMHUYECKE NCCIef0BaHMNAY»

HaHHbin nogpasgen MNOB gonxeH NpeacTaBnATb KpaTKyo MHOPMaLMo MO KNMHUYECKN BaXKHBIM AaH-
HbIM N0 3P EKTUBHOCTU M BE30MNACHOCTU, NOMYYEHHBIM B pe3ynbTaTe 3aBeplUeHHbIX 38 OTYETHBIA Nepuoa Knu-
HUYECKNX ccrneaoBaHnin/ueneiTaHuiA. JanHas nHdopmaLumMa AomkHa B6biTh NpeAcTaBneHa B CKaToM B1Ae Unu
B chbopme cuHorncuca. OH MOXET BKMOYaTh MHOPMaLMIo, KoTopasi MoATBepKAaeT UMM ONpOoBeEpraeT paHee
naeHTUdULMPOBaHHbIe cUrHanbl Mo 6e3onacHOCTU, a Takke AoKasaTenbCTBa MO HOBbIM CUTHamam no
6e30nacHoCTW.

2.2.7.2 Noppasgen NOB «lMpogomkatoLnecs KNMHNYeckue nccneagoBaHus/UcnbITaHUs »

B cny4ae, ecnu gepxaTento pernctpalMoHHOro yaocToBepeHusl CTaHOBUTCS U3BECTHA Kakasa-nmbo knu-
HUYeCKN BaxkHas MHdopMaLus, koTopas Bblna nonyveHa B xo4e NpoaorikaoLWmnxcs KNMHUYeCKMX uccrneaosa-
HUW/MCNBITaHWUIM (HanpUMep, BbISIBNEHHAS B X04€ NPOMEXYTOYHOro aHanuaa 6esonacHocTn Nnbo B peaynbTaTe
pasocnenfieHns BbisiBIeHHbIX CePbe3HbIX HeXXenaTenbHbIX ABMeHWIA), B AaHHOM pasaerne 4oSkHa ObITb KpaTko
n3noxeHa nHpopMaLuns no BbISBNEHHON HOBOW MHbopMaLum No 6esonacHocT. JTOT pasden Takke MOXeT
BKITHOYaTb MHopMauuto, KoTopas nogTBepXKaaeT U ornpoBepraeT paHee MAeHTUDULMPOBaHHbIE CUrHamMb
no 6e30MacHOCTK, a Takke 4oKasaTenbCTBa Nno HOBLIM cMrHanam no 6esonacHoOCTU.

2.2.7.3 Mopapaszaen MNMOB «[nnTensHoe nocneaytollee HabnwoaeHne»

B Tex cnyvasx, korga MMeloTcs AaHHble Mo AnvMTenbHOMY nocneaytowemMy HabniogeHno nauneHTos,
BKIIHOYEHHBIX B KITMHUYeCcKNe nccrneaoBaHUs/UCMbITaHNSA, B pasaene NnpuBoanTcs MHdopmauus no nonyyeH-
HbIM B pe3yfbTaTte ANUTeNbHOro nocrneayoLwero HabntogeHns 3Ha4uMMbIM € TOUKK 3peHust npodunns Gesonac-
HOCTW A@HHbIM.
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2.2.7.4 MNMopapasnen OB «MHoe TepaneBTUYeCKoe NPUMEHEHNE NeKkapCTBEHHbIX NpenapaToB»

OanHbi nogpasnen NMOB gormkeH BKAYaTh KIMMHWYE CKW BaXKHYHO MHopMaLmio no 6e3onacHocTu, nony-
YeHHYIo B pesynbTaTe ApYrnx NporpamMm, NpoBeAeHHbIX AepKaTenemM permcTpaLnoHHOro yaocToBepeHust, no
cneunanbHbIM NPOTOKOMaM (HanpuMep, NPorpaMmMel paclMPEHHOro 4oCTyna, NporpaMMbl UCMONb30BaHMS B
CBSI31 C UCKIMIOUUTENBHBEIMU 06CTOSITENBLCTBAMU U3 COOBPaKeHWin cocTpadaHus, MHauBMAyanbHOro AocTyna u
NHblE).

2.2.7.5 MNoapa3nenNOB «HoBble AaHHbIe N0 6e30MacHOCTU B OTHOLLEHWN Ha3HauYeHUS! PUKCUPOBaHHBLIX
KomMOuHauun»

B cnyyae, ecnu nHoe He onpeaeneHo HauMoHanbHbIMU PEryfsiTOPHLIMU OpraHaMu, criegylolme gaHHble
[OMKHBI 6bITb NpeacTaBreHbl B OTHOLEHUW KOMBUHNMPOBaHHON Tepanuu:

a) B cCnyyae, eCnv NekapCTBEHHbIA NpenapaT Takke 0406peH AMst Ha3HaYeHUs B KA4eCTBE KOMMOHEHTa
bNKCMpPOBaHHON NeKapCTBEHHON Tepanu UM MHOrOKOMMOHEHTHOMO peXXUuMa NekapcTBEHHOW Tepanuu, B pas-
aene OOMKHbI OblTb 0600LEeHbI BaXKHble AaHHble No 6e30NacHOCTM NPUMEHeHUsI KOMOMHUPOBaHHOW Tepanuu;

6) B cnydvae, ecnv nekapcTBEHHbIN Npenapart ABNAeTcsl KOMOMHUPOBaHHLIM NekapCTBEHHLIM npenapa-
TOM, AaHHbln pa3aen gomkeH 06obLwaTth BaxHyo MHopmauumio no 6e30nacHOCTU Mo KaXKAOMY U3 MHAMBUAY-
anbHbIX KOMMOHEHTOB.

2.2.8 Paznen NOBb «[laHHble HEUHTEPBEHUUOHHbIX UCCNEeQOBaHUA»

B naHHoM pasgene o6o6LiaeTca cooTBeTCTBYOWAA HopMaLmsa no 6e3onacHoCTV (MK AaHHble 06 X
BIIMSIHM Ha OLLEHKY COOTHOLLEHWS MOMb3a-pyuck), NofydYeHHas Nno pesynbTatam HeMHTePBEHLUMOHHBIX KIIMHK-
YeckMX WccneaoBaHUA/MCbITaHUA (Hanpumep, oBcepBaLMOHHBLIX UCCNeAoBaHUN, 3MUAEMUONOrMYecKnX
“ccneaoBaHuin, PerncTpos, NPOrpaMm akTUBHOrO MOHUTOPUHIa), OpraHM3oBaHHbIX AepXaTeniem pernctpauu-
OHHOrO Y10CTOBEPEHMSI, KOTOpas cTana JOCTYMNHa B 0TYETHLIN Nepuod. Pasaen AomkeH BKOYaThb AaHHbIE,
“MetoLL e OTHOLLEeHMe K acriekTam npoduss 6e3onacHOCTK, NoMyYeHHbIe No pesynsTaTtam UccneaoBaHui no
oLieHKe UCMob30BaHWs NekapcTBEHHOro Npenapara.

Jepxatenb perucTpaUMoHHOTO yA0CTOBEPEHMA AOIDKEH BKIIOYATh B MPUNOXEHUE K OTYETY nepeveHb
BCEX HeWHTEPBEHLIMOHHBLIX UCCNeaoBaHWA/MCNbLITAaHUIA, OpraHU30BaHHbIX AepXKaTenemM perucTpauuoHHOro
YOOCTOBEPEHUS, BbIMOMHEHHBIX C LIEMbi0 BbISIBIIEHUA, XapaKTepUCTMKN 1 KONTMYECTBEHHOM OLIeHKW Bbi3bIBalo-
LLMX onaceHus acnekToB npodunsa 6esonacHocTy, NoaTeepxaeHusa npodunsa 6e3onacHOCTM NeKapcTBEHHOro
npenapara Unm oLeHK 3hdEeKTUBHOCTU MEP MUHUMMW3ALIMN PUCKA, KOTOPbIE BbIN BbINOMHEHbI UMK BbIMOMHS-
t0TCA Ha NPOTSKEHUM OTYETHOrO Nepuoaa (Hanpumep, NOCTperncTpaLMoHHbIe UccreaoBaHus 6esonacHocTH).

OT4yeTbl 0 CTaguM BbINOIHEHWUA UMM UTOTOBLIE OTYETHI, KOTOPbIE GbiN NOArOTOBEHbI Ha NPOTSHKEHUM
OTYETHOro Nepunoaa, AOMKHLI BKMoYaTbeA B npunoxeHue k MOB.

2.2.9 Pa3pen MNOB «[aHHble APYrUX KNNHUYECKUX UCCNeA0BaHUNA U U3 APYTMX UCTOYHMKOBY

B pasgene gomkHa 6biTb 0606WeHa MHOpMaUUs, UMelollas OTHOLEeHNe K OLeHKe COOTHOLUeHUs
nonb3a-pucK NekapcTBEHHOro npenapara 1 NoAyYeHHas no pesynbTaTam UHbIX KITMHUYECKUX ccneqoBaHuii
nnBo nony4eHHasn U3 UHBIX UCTOUYHWUKOB, K KOTOPBIM UMENCA A0CTYN Y AepXKaTens perncTpaumoHHoro yaoctoBe-
peHUs, 3a OTYETHBIN nepuog (Hanpumep, pesynbTaTbl MeTa-aHanM30B PaHOOMUIUPOBAHHBIX KIUHUYECKUX
nccrnegosaHuin, AaHHele no 6e30MacHOCTU NapTHEPOB Mo pa3paboTke NekapCTBEHHOTO Npenaparta U UHble).

2.2.10 Pa3pen NMNOB «[JaHHble AOKMTUHUYECKUX UCCNeLOBaHUN»

B pasgene npeactasnseTca 0606LWweHHasn MHpopmaLumsa no 3Ha4MMbIM B OTHOLLEH MM Npochuns Besonac-
HOCTU AaHHbIM, MOyYEHHbIM B pesyrbTaTte AOKTMHUYECKNX uccneaoBaHni in vivo uin vitro (Hanpumep, uccne-
AOBaHUA KaHLLePOreHHOCTH, PenpodyKTUBHON TOKCUMHOCTUM MMM MMMYHOTOKCUYHOCTU), BBIMOJSHSIEMbIX UMK
3aBepLUeHHbIX B OTYETHBIN Nepuog. OueHKa BUSHUSA NonyyYeHHbIX AaHHbIX Ha npoduns 6esonacHOCTU AOMMKHA
6bITb NpeacTaBneHa B pasaene 16 («CurHan v oueHka purcka») u pasgene 18 («<MHTerpMpoBaHHbIil aHanu3
COOTHOLUEHUsI NOMb3a-puUck No 0406peHHbIM NokasaHuamy» ) MOb.

2.2.11 Pa3pen OB «Jlutepatypa»

Pasgen BkntoyaeT o606LieHMe NonyYeHHbIX HOBBLIX U 3HAaYUMMBbIX AaHHbIX No 6e3onacHoCTU, KoTopbie
661 ony6rmMkoBaHel B npoluelei 3KCNepTHY0 OLEHKY HayvyHOW nuTepatype nvMbo 6binu nomydeHbl U3
HeonybMKoBaHHbIX MOHOTrpaduin, KOTOPLIE UMEIOT OTHOLLIEHWE K NIEKapCTBEHHOMY Npenapary U cTany 4ocTyn-
Hbl AepKaTesto PermcTpaLMoHHOro yAoCTOBEPEHNA B OTHETHBIN Nepunog.

IutepaTypHbI nouck anst noarotosky MOB gorkeH ObITh WKpe, YeM OCYLLECTBIIAEMbIN C LLEMbIo NoUCKa
NMHAMBMAYaNbHBIX COOBLLEHNIA 0 HeXenaTenbHbIX peakLmaX, NOCKOMbKY A0OKEH BKNOHaTh Takke Uccnegosa-
HUS, B X04e KOTOPbIX BbINn oLeHeHbl UCXOAbI C TOYKY 3peHus 6e3onacHoCcTU B rpynnax CybbekToB uccnegosa-
HUS.
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Ocobble acnekTbl Npodunsa 6e3onacHoCTU, KOTOPbIE AOMKHbI BKIHOYATHCH B MOUCK, HO KOTOPbIE MOTYT He
6bITb BbIsIBMEHbI PY €ro OCYLLECTBIEHM C Lief1bHo NOMyYeHNst AaHHbIX N0 UHAMBUAYaNbHBIM CyYasiM Hexena-
TeNbHbIX PeakLi, BKITHoYaloT:

a) ucxodbl 6epeMeHHOCTH (BKOYas NpepbiBaHne), KOTOpbIE He CONPOBOXAAKTCS HexenaTenbHbIMU
nocneacTsusMu;

6) npyMeHeHWe B neanaTpu4ecKo NonynaLmm;

B) NpMMeHeHWe Nno nporpaMmmMam MCnosfib30BaHNS B CBA3U C UCKIIOUNTENbHBIMN 0BCTOATENBECTBAMMU U3
coobpaxeHni cocTpagaHuns, NepcoHan3npoBaHHbIM NporpaMMam HasHavyeHns;

r) oTcyTcTBUE 3D PEKTUBHOCTY;

A) acuMnTomartuyeckas nepefosmpoBka, HeCOOTBETCTBYIOLEE U HeMpaBUbHOE NPUMEHEHNE;

e) MeauuMHcKkue olwmnbkn, He CoONPOBOXAaBLUMECS PA3BUTNEM HEXeNaTeNbHbIX ABNEHWUN;

) BaXkHble pesyrbTaThl AOKIMHUYECKUX UCCNEA0BaHUN.

B cnyyae, ecnu aTo npuMeHrMO, B pasgene AormkHa BbiTb paccMoTpeHa MHGopMaLLms No APYruM akTUB-
HbIM BelLecTBaM AaHHOM rpynmbl.

2.2.12 Pa3pgen NOB «dpyrue nepuoguyeckue otyeThbI»

HaHHbIn pazgen NMOB npruMeHUM TOMbKO B TeX onpeferieHHbIX Cnyyasx, Koraa no AoroBOpeHHOCTU ¢ pery-
NSATOPHBIMUW OpraHaMu gepXaTterniemMm perucTpaunoHHOro yaoctoBepeHus rotoButcs bonee ogHoro MNMOB Ha
neKkapcTBEHHbIV NpenapaT: B criydae PUKCMPOBaHHOW KOMBUHALMKM, NekapCTBEHHOro npenaparta ¢ MHOXeC-
TBEHHbIMU NoKasaHUsAMnU W/nnu ccopmamm Beinycka. B Lienom gepxaTens perucTpaumMoHHOro yaoCToBEpeHUst
rotoBuT oguH NMOB Ha oaHO AeNCTBYOLEe BELLEeCTBO (3a UCKIIOYEHWEM Cly4YaeB, ecrv uHoe He TpebyeTcst
perynaTtopHbIMU opraHammu); B criydae ecnv nogrotosneHo Heckonbko MNOB ans oaHoro nekapcTBeHHOro npe-
napaTta, B AaHHOM pasfgerne AorkHbl OblTb 0606LeHbl 3HaYnuMble AaHHbIe No 6esonacHocTu n3 apyrux MNOB,
€CN1 OHW He NpeacTaBneHbl B UHbIX pasgenax gaHHoro MOB.

B cnyyae Hanuuns gocTyna Ha OCHOBaHWUMU KOHTPaKTHBIX JOrOBOPEHHOCTEN AepXaTerb perncTpaLyuoH-
HOro Y10CTOBEpPEHNsI AOMKEH NpeacTaBnTb B 0606LeHHOM Buae 3HauMMble AaHHbIe o 6e3onacHoCTK, nony-
YeHHble B npeacTasnsemMblx B OB 3a oT4eTHBIN Nepuoa ApYrMMu CTopoHamu (Harnpumep, CrnoHcopamm unm
WHBIMU NapTHepamu).

2.2.13 Paspen MNOB «HepoctaTtouyHana TepaneBTU4YecKkas 3th¢eKTUBHOCTL B KOHTPONMUpPYeMbIX
KNMUHUYECKUX UccnefoBaHUAX»

[aHHble, NonyyeHHble B XoAe KNMHUYECKUX UCCneaoBaHUi, KOTopble MOryT CBMAETEeNbCTBOBaTL O HedoC-
TaToOYHOW TepaneBTUHECKON 3PPEKTUBHOCTU B OTHOLIEHUN NPUHATON Tepanun ANA NekapcTBEHHbIX nNpena-
paToB, UCMOMb3yeMblX ANA NeYeHnsa 1 NPoUNAKTUKN CEPLE3HBIX N XU3HEYrpoxarowmux 3abonesaHuin, atu
OaHHblE MOTYT CBUAETENLCTBOBATL O 3HAYUTENBbHOM pUCKe AN Leneson NonynaumMm u 4osmkHel 6biTe Npo-
aHanuaupoBaHbl 1 0606LeHbl B AaHHOM pasgene MOB.

B cnyyae ecnun 310 NPUMEHUMO K OLLEHKE COOTHOLLEHUA NOMb3a-pPUCK, AaHHbIE KNMHUYECKUX uccneaosa-
HWIA, AEMOHCTPUpPYIOLLIME HeAOCTaTOYHYI0 TepaneBTUYeckyo ahdeKTUBHOCTL NekapCcTBEHHbIX NpenapaTos,
He NpeAHasHa4YeHHbIX A4NA NeYEHUs XU3HEeYrpoXxaloLwwen NaTonornm, AoMKHbI Takke BblTb NPOaHaNM3npoBaHbI
B JaHHOM pasgerne.

2.2.14 Pazpen OB «BaxHaa uidopmauun, nonyyeHHas nocne sasepLueHus noarotosku NOb»

B pa3sgene 060611ai0Tca NoTeHUMansHo BaxHble AaHHble No 6e30nacHOCTU U 3dhheKTUBHOCTU, KOTOPbIE
6biAY NOMyYeHs! Nocne AaThl OKoHYaHUA cBopa AaHHbIX, HO B Nepuod noarotosku MOBG. MpuMepb! BkoYaloT
AaHHbIe KITMHUYECKM 3HaYMMbIX HOBIX Ny6GnuKaumi, BaxkHble AaHHbIe nocneaytowero HabnoaeHus, KNMHUYec-
KM BaXXHble TOKCUKONOrMUYeckue AaHHble, a Taikke BCe AeNCTBUA AepXkaTens perncTpaunMoHHoro yaoctosepe-
HUS, KOMUTETOB MO OLIEHKE AaHHLIX, PErynATOPHLIX OPraHoB, NPeANpPUHATLIE B CBA3W C acnekTaMun npoduns
BesonacHocTU. HoBble MHAMBUAYaNbHbIE COOBLLEHUA O HeXenaTeNbHbLIX PeaKLMAX He AOMKHbI BKNOYaTLCA B
pasgern, 3a UCKIIOYEHUEM Cyyaes, KOraa OHWU MOryT NPeACTaBNATL BaXHbIA NoKasaTeNbHbIN cnydait (Hanpu-
Mep, NepBLIN Criyyain pasBUTUA BXXHOMO HeXenaTenbHOro IBReHNA ) Uni BaXHbI curHan no 6eaonacHocTy.

LaHHble pasfena A0MKHbI GbITb YUTEHbI NPU OLEHKe puUcka U HOBOW MHopMaLmK.

2.2.15 Paznen OB «O630p cUrHanoB: HOBble, pacCMaTpuBaeMble U 3aBepLUeHHbIe»

Llenbto gaHHoro pasaena AsnaeTca npeacTasneHne ncyepnoisarowero o630pa BblABMEHHbIX CUTHaIoOB,
CUrHamnoB Ha aTane oLueHKU U Npolweawnx oUeHKy 3a OTYETHbLIN nepuoa.

[epxxaTenem pernctpaunoHHOro yaoctosepeHna AomKHO 6bITb npeacTaBneHo KpaTtkoe onnucaHmne MeTo-
Aa, KoTophbii Mcnonb3yeTca ANA BblABNEHUA CUrHanoB, a Takke UCTOYHUKU AaHHbIX ANA BbIABNEHUA CUTHarnoB.

K HOBBIM BLISIBIEHHBLIM CUrHaNam OTHOCATCA CUrHankl, KOTopble 6b1Nn BbISIBNEHbI 32 OTYETHbIN nepuoa. K
paccMmaTpuBaeMbiM CUTHaamM OTHOCAT CUrHarnbl, KOTOpblIe HAXOAUNMUCH Ha 3Tane OUeHKU Ha AaTy OKOHYaHuA
cGopa AaHHbIX. K 3aBepLUeHHBbIM OTHOCAT CUrHanNbI, OLEHKa KOTOpPbIX 6bina 3aBeplleHa 3a OTYETHBIN Nepuoa.
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Cuvrnanel, koTopble SBMAAIOTCA OQHOBPEMEHHO U HOBLIMW, W 3aBepLUEHHEIMU 32 OTYETHbLIA Nepuroa, A0MKHbI
6bITb OTHECEeHEI B pa3aen 3aBepLUeHHbIX CUrHaroB.

Pasaen gomkeH BkNoYaTh AaHHbIE MO paccMaTpvBaeMblM M 3aBepLUEHHBIM 3a OTYETHbIN Nepnoa curHa-
nam, npueeaeHHble B TabnuyvHol coopme. Tabnumua npunaraeTcs KoT4eTy B hopMe npunoxeHus. Ha ycMmoTtpe-
HWe JdepxaTens perucTpauuMoHHOro yAOCTOBEpeHWs pJdaHHas wuHdopMauusi MOXeT Takke BKIYaTb
KYMYNATUBHbIE aHHbIE MO CUrHanam, BkNioyas paHee saBepLUeHHble CMrHanbl, Mpy 3ToM AokHa ObITb ykasa-
Ha JaTa, OT KOTOPOW BbINOMHEHO 0600LLEeHe No curHanam.

JeTanbHas oleHKka curHanos BkrovaeTcs B nogpasgensl MOB 16.2 («OueHka curHana» ) u 16.3 («OueH-
Ka pUCKOB N HOBOW UHApopMaLIUny).

2.2.16 Paspen NMOB «CurHanbl U oLeHKa pucka»

2.2.16.1 MogpasnenNOB «O606weHHaa nHgopmaLms no npobrnemam no 6esonacHOCTU»

Llensto nogpasgena siBnsieTca npeactasneHne 6asncHoi o6obluatollein MHopMauum Nno BadkHbIM
acnekram npocuns 6e3onacHOCTU, NpeAcTaBnALLMM NpobnemMbl No 6€30MacHOCTM, C yKasaHUeM Mo Kaxxaown
npo6eme no 6e30MacHOCTA, Kakas HoBasi MHPOPMaLNA U oLeHKa Mo AaHHbIM acnekTaMm MoryT GbiTb MONy4YeHbl.
Mpu onpegeneHnn BaXKHOCTN KaXK40ro U3 acnekToB pucKa cneayeTt paccMoTpeTh crneaytolne dakTopsl:

a) cepbesHOCTb pUCKa C MEANLMHCKON TOUKN 3pEHUS, BKITHOYAs BIINSIHUE HA UHAMBUAYaNbHOE COCTOsHUE
nauMeHToB;

6) 4acToTa, npeackasyeMocTb, IPeaoTBPaTMMOCTb U 06PaTUMOCTb;

B) noTeHUMansHoe BUsiHWe Ha obLlecTBeHHOEe 300pOBbE (HacToTa B MONyNsauun; pasmep nonynsuum,
noABeprniicst BO3AeNCTBUIO);

r) obLecTBeHHOe MPUATME pUCKa B Crydasix BO3IMOXHOCTW BMUSIHUS Ha OOGLLECTBEHHOE 3[0pOBbEe
(Hanpumep, 0TKas OT NporpamMMebl BakLHaLnn).

O6o6watoLuas nHopmaL s AomKkHa NPeACTaBNATb MMeloLLMecs CBeAeHWs Mo NekapcTBEHHOMY npena-
paTy oT Ha4yana otdeTHoro nepuoga NOE n oTpaxaTs:

a) BaXHble MASHTUULNPOBAHHBIE PUCKN;

6) BaXkHble MOTeHUManbHble PUCKN;

B) BaXXHYH OTCYTCTBYIOLLYIO nHOPMaLMIO.

[ns nekapcTBeHHbIX NpenapaToBs, MMetoLMX cneumdmrKkaLnmio no 6esonacHoCTU, MHpopmauus, BKoYa-
emas B aHHbIV Nogpasgen, 4oMmKHa coBnagath ¢ ob6obuatowwen nHgpopmaumen, npeacTaBNeHHON B TEKYLLIEN
Bepcun cneundmrkaLlmm no 6e3onacHOCTU Ha MOMeHT Hadyara oT4yeTHoro nepuoaa MOB.

[nsa nekapcTBEHHbIX NpenapaTtoB, He MetoLWKUX crieludukalnm no 6GesonacHoCTU, AaHHbIA noapasaen
AOMKeH npeAcTaBnaTb MHGOPMaLIMIO NO BaXKHBIM MASHT U MLMPOBAHHBIM, NOTEHUMANBHBIM PUCKaM U BaXKHON
OTCYTCTBYOLLEN NHOPMALIUUN, CBA3AHHON C MPUMEHEHUEM NeKapCTBEHHOro NpenapaTta Ha OCHOBaHUN AaH-
HbIX JO- U MOCTPErucTpaumnoHHoro nepuoga. NMpumepebl MOryT BKNOYaTh cneayoLyio nHdopmauuio:

a) BaxHble HexernaTenbHble peakuun;

6) B3aumMoaencTBUA C APYTMMU NeKapCTBEHHBIMU NpenapaTamu;

B) BbISIBfIEHHble MeAMUMHCKNE OLWMBKM 1K NpoMaxu B Cryyasx, He CONpPOBOXAABLUMXCA passBUTUEM
HexenaTenbHbIX peakLuii;

r) B3aMMOAeNCTBUA CNPOAYKTaMN MUTaHUSA UM UHBIMU BELLLECTBaMMU;

) pesynbTaTbl BO34EeNCTBUA NPU BbINOHEHUN NpodheccnoHansHon AeAaTeNbHOCTH;

e) Knaccosble hapmakonormyeckme acpdekTbl.

O606LeHne Mo BaXXHOW OTCYTCTBYHOLWEN NHMOPMaLMN OOITKHO codepXaTb KPUTUMHOCTL Npobenos B
NMetoLLMXCH 3HaHUSX No onpegeneHHbIM acnekTam npoduns 6esonacHoCT 4NA LenesbIX NoNynauni.

2.2.16.2 Mopapaznen OB «OueHka curHana»

WHdopmauums, npeacrasnsemMas B noapasaene, AomkHa obobwats pesynbTaThl OLEHKU CUrHanoBs no
6es3onacHocTU, koTopasi bblna 3aBepLUeHa B OTYETHbIN Nepunoa; MoryT ObITh B OCHOBHbIE KaTeropuu:

2.2.16.2.1 CwurHanel, KoTopble NO pe3yfbTaTaM OLEHKM MOryT BblTb OTHECEHBI K KaTeropum noTeHumnans-
HbIX UM MAEHTUDULMPYEMBIX PUCKOB, BKIOYAsA OTCYTCTBME TepaneBTUYEcKon 3cpdeKTUBHOCTU. [aHHble
3aBepLUeHHbIe curHanbl o6cyxaatoTes B pasgene 16.3 MOB («OueHKa pUcKoB U HOBOWM MHbopMaLmny ).

2.2.16.2.2 CwurHanel, KoTopble Mo pe3yrbTaTtaM oLeHKN BbIfin OTKITOHEHbI KaK JTOXHbBIE CUrHar bl Ha OCHO-
BaHWUMU Hay4YHOW OLIEHKN UMEIOLLIeCS Ha MOMEHT NpoBeAeHns npoLeaypbl MHdopmauuu. MNo gaHHol kaTeropum
CUrHanoB AoMmKHO 6bITb NPpeacTaBNEHO ONMCaHNEe KaXXaoro curHana ¢ Lenbio 060CHOBaHWS ero OTKIMOHEHNUS OT
KaTeropuu curHana. flaHHoe onucaHne mMoxeT OblTb BKIOYEHO B OCHOBHON TeKeT MNOB unu B npunoxeHue kK
oTyery.

[ns curHanos, no koTopbiM Gbina 3aBepLUeHa NpoLieaypa OLEHKN 3a 0OTYETHBIA Nepuod, pekoMmeHayeTcs
cobntogeHne COOTBETCTBUA Mexay 06beMoM U AeTanmaaunein 4aHHbIX Mo OLEHKe curHana u 3Ha4YuMMocCTbio
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AaHHoro acnekta npoduns 6e3onacHoCTM ANs 06LLECTBEHHOMO 340POBbS, a TakkKe CTeNeHbo 40CTaTOUYHOCTH
JokasaTtenbHol 6a3bl. laHHas nHhopMaLms AoMKHa BKIoYaTh cneayoLme acnekTbl:

a) MCTOYHUK MM NobyanTenbHBIN MOMEHT (hOPMUPOBaHUA cUrHana;

6) obocHoBaHWe, MMetoLLee OTHOLLIEHWE K OLLEHKe;

B) MeTOAbl OLEHKN, BKIOYAast UCTOUYHUKM AaHHBIX, KPUTEPWUM MONCKa UK aHanuTu4ecKne noaxoasl;

r) pesynbTaTtbl: 0606LEeHHasn nHpopMaLmMa No KPUTUIECKOMY aHanuay AaHHbIX, paccMaTprBaeMblX Npu
OLeHKe curHana;

a) obcyxaeHue;

e) 3aknueHue, BKIToYas npegnaraeMole 4eACTBIS.

2.2.16.3 Mopapazgen NOB «OugHKa pUCKOB 1 HOBOW MHGOPMaLUnN»

Oepxatenb perncTpaulMoHHOro y4OCTOBEpeHUs OOMKeH MNpeAcTaBuTb KPUTUYECKYID OLEeHKY HOBOM
MHOPMaLIMM 32 OTUETHBIA NEPUO B OTHOLLIEHN HOBBLIX UM paHee BbISIBIEHHBIX PUCKOB (BaXKHYHO UM UHYIO).

OanHbin nogpasgen NMNOB gonmkeH cogepkaTb onucaHne 1 oLeHKy BCeX PUCKOB, BbISIBNEHHBIX 32 OTYeT-
HbIA Nep1oA, a TaKkKe OLEeHKY BIIMSHUSI HOBBIX AaHHbIX Ha paHee BbisiBNIeHHbIE prcku. B pasgen He BkovaeTcs
obobLatoLas unu noBTopsioLwascs UHpopmaLus, BKItoueHHasi B Apyrue pasgensi NOB, Ho npeacTasnseTcs
NHTepnpeTaLmsa 1 oLieHKa HOBO MHpopMaLMM NPUMEHUTENBHO K XapaKkTepucTuke npoduns pucka.

HoBas nHdpopman s gomkHa 6blTb NpedcTaBneHa no cregyowmm pasgenam:

1) HOBbIE NOTEHUMANbHBIE PUCKU;

2) HoBble AEHTUMULMPOBAHHBLIE PUCKU;

3) HoBasi uHdopmaLMsi No paHee BbIsIBNIEHHbIM pUcKaM (MoTeHUMaNbHbIM 1 UAEHTUULUPOBAHHBLIM);

4) obHOBMEHWe NO BaXXHOW OTCYTCTBYIOLLER MHopMaLnK.

MpenctaBnsieTcs KpaTKoe ONUCAHMUE BaXKHbIX PUCKOB. [115 pUCKOB, OTHOCUMBIX K UHBIM U HE OTHOCUMBIX K
«BaKHBIM» pUcKkaMm, Mo KoTopbIM Bbifia nonyvyeHa HoBasi UHpopMaLus 3a OTYETHBIN NepUoa, ypoBeHb AeTanu-
3aLM1 JOIMKeH COOTBETCTBOBATL MMetoLLelica fokasaTenbHon 6a3e No JaHHOMY PUCKY U 3HAUUMOCTU ero Bnst-
HWNS Ha obLLIeCTBEHHOE 3A0POBLE.

Bcsa HoBas MHpopmaLysi Mo BANSAHWIO NeKkapCTBEHHOMo NpenapaTa Ha nonynsuunio nubo aaHHbIe No paHee
OTCYTCTBYIOLLEN MHDOPMALMM AOMKHBI BbITb KPUTUYECKM OLIEHEHDI. YKa3biBaeTcs, kakue U3 acnekTos npodu-
nein 6e30NacHOCTU, Bbi3blBaOLUMX ONMACEHUS, U HESACHBIX acnekToB Npodunng 6e3onacHOCTU OCTaNMCh HEeBbISIC-
HEHHbIMW.

2.2.16.4 MNMoapasnen MNOB «XapakTepuctuka puckos»

B nogpaspgene gaeTtcsl XxapakTepucTuka BaXkHbIX MAeHTUMULUMPOBaHHBIX PUCKOB U BaXKHBIX MOTeHUMarb-
HbIX PUCKOB HA OCHOBAHWUN KYMYNATUBHBIX AaHHBIX (B TOM YACAE HE OrpaHNYNBaEMBbIX OTYETHBEIM NeproaoMm) U
OnUCLIBaETCs BaXkHast OTCYTCTBYIOWAA UHbopmauns.

B cnyyae, koraa 3T0 NPUMEHUMO, NPUHUMAA BO BHUMaHNE MCTOMHWK AaHHBIX, MHpOpMaLns No puckam
OOMKHa BKNoYaThb cnegytoluee:

a) vacToTa;

6) 4MCro BbIABIIEHHBIX CRyYaeB (HymepaTtop); TOYHOCTb OLEHKM, MPUHUMAs BO BHUMaHWE UCTOMHUK faH-
HbIX;

B) 06beM HasHaueHU (AeHOMNHATOP), BbIPaXKEHHbIN KaKYACNO NALMEHTOB, NauneHTo-MecAUeB (-neT)u
T. A1.; TOMHOCTb OLIEHKMU;

r) OLEeHKa OTHOCUTENbHOrO pUCKa U TOMHOCTb OLIEHKMU;

) oueHKa abCcornoTHOro pUcka M TOYHOCTb OLEHKU;

€) BrUsiHWe Ha NauneHTa (BNUAHUE Ha CUMNTOMBI, KAYECTBO XKU3HU);

X) BnusiHue Ha obLeCcTBeHHOE 3A0POBLE;

3) bakTopbl pucka (Hanpumep, MHAMBUAYanbHbIe dakTopkl pucka (paccmaTpuBaloTca BospacT, 6epe-
MEHHOCTb/NakTauus, HapyweHue byHKUUWM NeveHn/nodek, 3HauMMas ComnyTCTBYIOLWaa NaTonorusl, cTeneHb
TskecTu 3aboneBaHuiA, reHeTU4eckuin nonnumopduram, pacosas u/nnu sTHUYeCKas NPUHaANEeXHOCTb, 403a);

W) NPOACITKATENBHOCTL NeYeHUs, Nepnoa pucka;

K) NpeaoTBpaTUMOCTb (OLEHUBaETCA NPeAcKkasyeMoCTb, BO3MOXHOCTb MOHUTOPUPOBATL COCTOSIHUE NO
NMHAUKATOPHBIM CUMMTOMaM UNK NabopaTopHLIM NapameTpam);

n) obpaTtumMocTb;

M) NoTeHUMasrbHbIN MeXaHU3Mm;

H) ypoBeHb AoKaszaTenbHOCTN N HeonpeaeneHHOCTI, BKITloYasi aHanus3 npoTMeopevaLmx akTtos npum ux
Hanu4nn.

MpunogroToske MOB ANs nekapcTBeHHLIX PenapaTos C HECKONbKMMU NoKasaHUAMU, hopMamm Bbinyc-
Ka unu cnocob6amu BBeAEHUS, B CRyvae HanUuMsa CYLECTBEHHbIX pasfnuMuuin no MaeHTUMULMPOBAHHLIM U
noTeHUManbHbIM puckam, MoxeT OblTb 060CHOBaHHBIM NpeAcTaBieHMe AaHHbIX MO PpUCKaM pasaenbHo No
nokasaHusiM, bopMam Beinycka unu cnoco6am seeaeHusA. MoryT 6bITb NpeAcTaBneHbl cneayowue pasaensi:
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a) PUCKU, XapakTepHble AN AeACTBYIOLLEro BeLLecTBa;

6) pucku, xapakTepHble Ans onpeaeneHHbIX hopM Bbinycka Unu cnocoboB BBedeHUs1 (BKNoYasa BO3-
AencTaune Npu BLINOAHEHUU NPodECCUOHANbHON AeATENBHOCTH);

B) PUCKUW, XapakTepHble 1151 onpeaeneHHbIX NonynsiLui;

r) pucku, ceAzaHHble ¢ NpuMeHeHWeM 6e3 HazHauYeHus1 Bpayda (415 AeACTBYIOWNX BELecTB, KoTopble
npeacTaBneHsl B popmax, oTnyckaemblx nNo peuenty n 6es peuenta);

A) npobnemsbl Nno 6e30nNacHOCTA, CBA3aHHBIE C OTCYTCTBYIOLLEN MHopMmaLumen.

2.2.16.5 MogpasgenNOb «3dheKTUBHOCTL Mep MUHUMU3ALIMMN pUcKa (ECIA MPUMEHUMO)»

Mepbl MUHUMU3ALMKW pUCKa BKMOYaOT B ceb5 AeiCTBUS, HanpaBneHHbIe Ha NpeaoTBpalleHne Hexena-
TeNbHbIX peakuni, CBA3aHHbLIX C BO3AENCTBUEM JIEKAPCTBEHHOMO npenapaTta, IMbo CHKeHWe cTeneHn ux
TAXKECTU NPU BOZHUKHOBEHUU. Llenblo AeaTenbHOCTU O MUHUMU3ALIMKN PUCKa AABNSIETCA CHUKEHNE BEPOATHOC-
TU PasBUTUS UK CTENEHU TAXKECTU HeXenaTebHbIX feKapCTBEHHbIX peakuuidi. Mepbl MUHUMU3aUUN pUcka
BKIMIOYAIOT PYTUHHbIE MePbl MUHUMMU3aLWUK pyUcka (HanpuMep, U3MEHEHUs] B UHCTPYKLMIO N0 MeaULIMHCKOMY
NPUMEHEHUIO) UINN AONOMHUTESbHBIE Mepbl MUHUMAU3aLMK pyUcka (HanpuMep, NpsaMoe nHdopMnpoBaHue crne-
LManucToB cucTembl 3gpaBooxpaHeHunsa/obpasoBaTtefibHble MaTepuarnsbl).

B nogpasgene gomkHel 6bITb NpeacTaBneHbl pe3ynbTaThl OLeHKU 3¢ eKTUBHOCTU Mep MUHUMU3aLIUA
pucka. B 0606wweHHOM Buae npedcTaBnseTcs cooTBeTCTBYOWas MHdopmaums no addgekTUBHOCTU n/unm
OrPaHNYEHUSAM KOHKPETHBIX Mep MUHUMW3aLMWU pUcKa Mo BaXKHbIM UAeHTUMhULMPOBAHHBIM pUcCkaM, KoTopast
6bina nonydeHa 3a OTYeTHbLIM nMepuod. PesynbTaThl OLEHKA 3a OTYETHbIA Nepuod NpeacTaBnsaloTCa B
NPUNOXEHUN K OTYETY.

2.2.17 Pa3pen OB «OueHka nonb3bi»

2.2.17.1 MNopapasgen NOB «BaxHaa 6a3ucHasa nHgopmauma no apeKTUBHOCTU B Xoae KNMHUYECKMX
UCNbITAHWA U NPUMEHEHMUS B MEAMLIUHCKON NPaKTUKe»

B noapasgene cymmupyeTtcs ocCHoBHasa MHopmauust no acpeKTMBHOCTU NiekapCTBEHHOMO Npenaparta B
xofe KIUHNYecknx ncenefoBaHuin n acpdekTUBHOCTb, MPOAEMOHCTPUPOBaHHAA NPU NPUMEHEeHUU B MeULINH-
CKOW NpakTuke oT Havyana oT4eTHOro nepuoaa. flaHHas uHdopmaumst 4oMKHa UMEeTb OTHOLLEHWE K 0106peH-
HbIM NMOKa3aHWAM K MPUMEHEHUIO.

[ns nekapcTBEHHbBIX NpenapaToB ¢ HECKOMbKUMUW NokasaHUSMK, LeneBbiM1 NONYNALUsSMU U/ Unn cnoco-
H6amu BBeAeHWs Nob3a AoMKHa ObITh OXapaKTepuaoBaHa B 0TAENbHOCTH NO KaxkaoMy dakTopy.

[na nekapcTBeHHbIX NpenapaToB, ¥ KOTOPLIX 3@ OTYETHLIN Nepuod 6binuv BbIsIBMEHb CYLEeCTBEHHbIe
nsmeHeHus npodnna 6esonacHoCTV U 3 ekTUBHOCTK, AaHHLIA NoAPasaen AOIDKEH BKNYaTb AoCTaTou-
Hyto MHbopMaLuo no 06ocHOBaHMIO OBGHOBMEHHON XapakTepUCTUKU MNOoSMb3bl NleKapCTBeHHOro npenapara,
oTpaxeHHol B nogpasgene NOB 17.3 («XapakrepucTuka nonbabl»). CogepxaHue U cTeneHb getanusaunm
nHcpopMaLn, NpeAcTaBNeHHON B pasgene, MOryT BapbUPOBaTLCA MO Pas3fMUYHLIM NlekapcTBEHHBLIM Npenapa-
Tam, BKMoYas B Cryyasix, Korga ato npUMMeHUMO, crieayroLne acrnexTbl:

a) anMgeMuonorus 1 npoucxoxaeHue sabonesaHus;

6) XapakTepucTMKa Mosb3bl (HanpuUMep, AMarHocTuYeckoe, NpodunakTuieckoe, cUMnTomaTuyeckoe,
6onesHb-MoauuLmpytoee);

B) BadKHble KOHEYHbIE TOYKW, NOATBEPXAatoLLMe Nonb3y (HanpuMep, BINSIHAE Ha CMEPTHOCTb, CUMNTO-
MaTuKy, ucxoapl);

r) AokasaTenbcTsa 3hPEKTUBHOCTU B KIMMHUYECKNX UCCNEAOBaHNAX U MEANLIUHCKOM NpaKT1Ke No cpae-
HeHUto ¢ NpenapaToM CpaBHEHUs (Hanpumep, CpaBHUTENbHbIE KIMMHUYeCcKNe nccrneaoBaHnsi C akTUBHBLIM KOH-
Tponem, MeTa-aHanuael, 06cepBaLMOHHbIE NCCe0BaHUS);

A) TeHAeHUUN U/nn fokasaTenbeTBa NoMb3abl MO BaXHbLIM MOMYNSALMOHHBIM NogrpynnamM (Hanpumep,
BO3PACTHbIM, MOMNOBbLIM, 3THUYECKUM, NO CTENeHN TAKeCTU 3abonesaHusl, reHeTUYeckoMy noMMmopcusmy) B
crnyyae, eCcrnn 370 UMeeT OTHOLLEHME K OLIEHKE COOTHOLLEHWSA NoMb3a-puck.

2.2.17.2 Topapasgen NOB «HoBas BbisiBNeHHasn nHpopmaLus no achdeKTUBHOCTM B X04e KNMUHUYECKUX
ncernegoBaHnin v NPUMEHEHNS B MEQNLMHCKON MpaKTUKe»

[lna HekoTopbIX NekapCTBEHHbIX NpenapaToB 3a 0TYETHbIA Nepuoa MoXeT GblTb NONyYeHa HoBas MHGIOP-
MaLus no apPeKTUBHOCTU B KIIMHUYECKUX UCCIeJ0BaHUsAX N MEAULMHCKON NPaKTUKe, KoTopas AcIKHa BbITb
npeacrasneHa B nogpasaene. OTtaensHas nHgopmauuns no gokasatensHon 6ase B 0THOLIEHUM He ofo6peH-
HBIX MOKa3aHW K MPUMEHEHUIO He BKITloYaeTCA B pasaer, 3a UCKIYeHEM CryyaeBs, Koraa aTo UMeeT OTHoLLe-
HUE K OLIEHKE COOTHOLLEHUSA NoMb3a-prckK.

Ocoboe BHUMaHWe B noapasaene yaenseTcs BakUUHaMm, aHTUMHMDEKLMOHHBIM U UHBIM Npenapartam, A8
KOTOPbIX N3MEHEHUA TepaneBTUYEeCKON cpedbl MOTyT MOBMUATL HA COOTHOLLEHWE NOMNb3a/PUCK C TeYeHneM Bpe-
MEHMU.
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CopaepxaHue 1 cTeneHb geTanuMsaummn uHdopMaunm, npeacTaBnsaeMoin B JaHHOM pasaene, MoryT Bapbin-
poBaTbCsl B 3aBUCUMOCTW OT NleKapCTBEHHOTO Npenapara; B Criydae oTCyTCTBUS HOBOM MHdopMaLMm 3a 0TYeT-
HbIl nepvop MoxeT ObiTb caenaHa ccbiNka Ha pasgen 17.1 («BaxHaa GasucHas WHdopmaums no
3 PeKTUBHOCTU B KNUHUYECKUX UCCNEAOBaHUAX U MeAULMHCKON NPaKTUKE» ).

2.2.17.3 MNoapasgen NOB «XapakTepucTuka Nonb3abi»

B noapasaene npeacrasnaetca obbeanHeHHas HdopmaLms no 6asncHbBIM U HOBbIM AAaHHBIM MO Tepa-
NeBTUYECKON NOoJIb3e, KOTOPble CTaNN U3BECTHLI 32 OTUETHLIN NepMo Mo 0f06peHHLIM NOKa3aHUAM.

B cnyyae oTCyTCTBUA HOBBIX AaHHbIX N0 NPOUNIO NOMb3bl U OTCYTCTBUA 3HAYUTENBHBIX U3SMEHEHWIA NPO-
¢una 6esonacHOCTU AaHHbIN NoApasAen A0KeH coaepKaTb CChiNKy Ha noapasaen 17.1 («BaxHas 6asucHasn
3(p(PeKTUBHOCTb B KIIMHNYECKNX CCNEA0BaHNsX U MHopMauma No acdeKTMBHOCTU B MeANLMHCKON NPaKTy-
Ke»).

B cnyyae ecnu 3a oT4eTHbIA Nepuog bbina nonyyeHa HoBas UHopMaLIMs No TepaneBTUYECKOW Nonbae U
He 6bIN0 3HAYUMBIX U3MeHeHUI Npocduna 6esonacHoCcTK, B pasgene KpaTko NpueoaaTca o6beanHeHHble aaH-
Hble Mo 6a31cHON 1 HOBOW MHOpMaLUN.

B cnyyae Hannunsa cywecTBeHHbIX nsmeHeHW npoduna 6e3onacHocTn MMG0 NoNyYeHNs HOBLIX AaHHbIX,
npeanonaraoWmx 3Ha4uTeNbHO MEHbLINIA YPOBEHb TepaneBTUHECKON NOMb3bl MO CPaBHEHUIO C U3HAYaNbHO
NpoAEMOHCTPUPOBaHHBIM, B pasaene AorkHa 6biTb NpuBeaeHa kpaTkasa, Ho KpUTUYeckas oueHka AokasaTeb-
Hol 6a3bl No 6ezonacHOCTU U 3hHEKTUBHOCTA B X0AE KITMHUHECKUX UCCNEA0oBaHNA M MeANLIMHCKON NpaKTUKe, ¢
npuseAeHUeM aHHbIX NO CReayoWwnM acnekTam:

a) KpaTkoe onucaHue AokasaTenbHOro ypoBHS AaHHbIX MO TepaneBTUIeCcKoN Nosb3e; paccMaTpuBaloTCA
CpaBHUTENbHBIA acnekT 3pheKTUBHOCTA, CTeNeHb BblipaXkeHHOCTU achdekTa, NPaBUbHOCTL CTAaTUCTUYECKON
06paboTkn, cnabble U cuUnbHble acnekTbl METOAONOMMN, COOTBETCTBUE AaHHbIX B pasHbIX UCCNeAoBaHU-
Ax/mcnbITaHnsX;

6) HoBas uHdopmMauna, NOCTaBUBLLAA MO COMHEHUE CYpporaTHble KOHeYHble TOYKWU, eCrii TakoBble
MCNOMNb30Banuch;

B) KIIMHMYeCKan 3HA4YMMOCTb BblpaXXeHHOCTU TepaneBTudeckoro acgexTa;

r) oboblaemocTb TepanesTudeckoro addekra Mexay LienesbiMu noarpynnamm (Hanpumep, uHdopma-
Li1a 0 HeJOCTAaTOMHOCTU TepaneBTUYecKkoro acdexTa no kakon-nnubo NonynaunoHHoN noarpynne);

) agekBaTHOCTb XapaKTepUCTUKU Ao3a — TepaneBTUYECKUA OTBET;

e) NpoaoKMTeNbHOCTL addekTa;

X) cpaBHUTenNbHasi 3cpeKTUBHOCTB;

3) onpepgeneHne cTeneHu, B KOTOPOU AaHHble NO 3hheKTUBHOCTU, NOMAYUYEHHbIE B KIUHUYECKUX UCCe-
A0BaHUsIX, MOTYT ObITb 0606LLEHEI ¢ NONYNAUME, B KOTOPOWU NPUMEHAETCA NekapcTBEHHbIN NpenapaT B Mean-
LIMHCKOM NpaKkTuke.

2.2.18 Pasgen NOB «UHTerpupoBaHHbLIA aHanNU3 COOTHOLIEHUA NOoMb3a-PUCK NO 0[06PEHHLIM
NoKa3aHNAM»

B pasgene gepxartenem permMcTpaLmMoHHOro yaoctoBepeHns AomkHa 6biTb npeactasneHa 06o6weHHas
oLeHKa Nonb3abl 1 pUcKa NeKapCTBEHHOro npenapara npy ero NPUMeHeHUU B KNMHUYeCcKon npakTuke. MNpea-
cTaBnsieTcs KpUTUYECKU aHanms n o6beanHeHHas MHgopmaLums No NpeablAyLIMM pasaenam B 4acTyi Nonb3abl
1 prcka 6e3 gybnuposaHna c MHbopMaunen B pazaenax 16.3 («OueHka puckos U HoBOW HbopMaumum» ) u 17.3
(«XapakTepucTuka nosb3bl»).

2.2.18.1 Mopgpasgen MNOB «KoHTeKCT COOTHOLWIEHUS NONb3a-pUck — MeauunHckasa noTpebHoCTb B
neKapcTBEHHOM MpenapaTe U BaXKHble anbTepHaTUBbI»

B nogpasgene npeactaBnaeTca KpaTkoe onucaHue MeauUMHCKON NoTpeBHOCTU B NekapcTBEHHOM npe-
napate no ogobpeHHbIM NokasaHUAM U CyMMUPOBAHO MO anbTepHaTuBam (MeaukaMeHTO3HbIM, XUpyprudec-
KM UM UHBIM, BKITOYasi OTCYTCTBUE NeYeHns ).

2.2.18.2 Moppasgen NMOB «OueHka Nnpolueaypbl aHanu3a COOTHOLLEHUSI NMOfb3a-pPUCK»

CooTHolLeHWe Nonb3a-puck UMeeT pasnUYHoe 3HavYeH1e B 3aBUCMMOCTM OT NOKa3aHUI U LeneBbIX Nony-
nauun. CnegosaTenbHO, ANA NeKapCTBEHHLIX NPenapaToB, 3aperucTpPUPOBaHHbIX MO HECKONBbKUM NoKasaHu-
SIM, COOTHOLLEHUE NOJIb3a-PUCK AOMKHO BbITb OLEHEHO OTAENbHO NO KaxkAOMY NokasaHu. B cnyyae Hanuuua
CYLLIeCTBEHHbIX Pa3NUYUii COOTHOLLIEHWUA NOMb3a-PUCK MeXy NoarpynnamMuv B paMKax 04HOro NokazaHus oLeH-
Ka COOTHOLLUEHUS NoMb3a-pPUCK A0MKHa BbITb NpeAcTaBneHa oTAeNbHO U ANs NONyNsSUMOHHBIX NOArpynn, ecnu
3TO BO3MOXHO.

a) OCHOBHbIe BOMPOCHI B OTHOLLUEHWN NONb3bl N PUCKOB:

- kroyeBas MHdopMaumsa, NpeacTasneHHas B NpeALecTBYIOLWMX pasaernax rno nonb3e U pucky, 4ofmkHa
6bITb 06beAnHEeHa ¢ Lenbi OLEHKN UX COOTHOLLEHUS;
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- OLEHWUBAETCA KOHTEKCT NPUMEHEHNA NeKapCTBEHHOro npenapara: usnedyeHue, NpodunakTuka, anar-
HOCTMKA; CTENEHb TAXECTU U CEPbE3HOCTL 3a60M1eBaHNs; Lienesas NonynaLums (0THOCUTENbHO 300POBLIE, XPO-
HUYecKue sabonesaHus);

- B OTHOLIEHWUN NOSb3bl OLIEHUBAKOTCA €e XapaKTep, KMMHUYEecKast 3HaYMMOCTb, MPOAOIKATENbHOCTb
adppekTa, 0606WaemMocTb, A0Ka3aTENLCTBO 3 (HEKTUBHOCTU Y NALMEHTOB, He OTBEYAaIOLLMX Ha aNbTepHaTUB-
HO€ NneyeHune, BbipaeHHOCTb adhdekTa, UHAMBUAYATIbHbIE 3MIEMEHTbI MOSb3bI;

- B OTHOLIEHUN PUCKA OLEHMBAETCA KMMHUYECKAs 3HAYMMOCTb (Hanpumep, XapakTep TOKCUMHOCTM,
CepbesHOCTb, YacToTa, NPeAckasyeMocTb, NPeAoTBPaTUMOCTb, 06paTUMOCTb, BIISIHWE Ha NaUMeHTa), a Takke
acnekTbl pUcka, CBA3aHHbIE C NPUMEHEHUEM He Mo 0A06PpeHHBIM NMoKasaHWsAM, No HOBLIM NOKasaHUAM, ¢ Henpa-
BUMbHLIM MPUMEHEHNEM;

- Npyn opPMYNUPOBKE OLLEHKN COOTHOLIEHUS NMOJb3a-PUCK pacCcMaTpUBaloTCs cnabble U CUrbHbLIE CTOPO-
Hbl, @ TaKke HeonpedeneHHOCTU AoKasaTenbHoW 6asbl ¢ oNUCAHUEM MX BIUSIHUA Ha oLieHKy. MpusoanTcs
XapaKTepuUCTKa OrpaHUHYeHNI BLINOMTHEHHOW OLIEHKH,

6) MpeacTaBnATCA ONMCaHWe U apryMeHTaums UCNOMb3yeMoi MeTOA0NOrN 1Ml OLEEHKN COOTHOLLe-
HWSA NONb3a-pPUCK:

- NpeanosnoXeHns, pacCMOTPeHNe, COOTHECEHUS, KOTOPbIE MOATBEPXAAIOT CAeNaHHbLIA BLIBO/ NO OLEeH-
K€ COOTHOLLEHUS NOMNb3a-pUCK;

- KOMMEHTapu1 B OTHOLLEHNN BO3MOXHOCTM BbIPaXKEHWSA NOMb3bl M pUCKa B NPeCTaBNeHHOM BiAe U X
conocTaBneHus;

- ecnu npeacTaBneHa KONMYECTBEHHAA OLEHKA COOTHOLWEHUs, BKMoYaeTcsl 0606lieHHoe onucaHne
MeTO0B OLIeHKM;

- 9KOHOMUYECKas OLEeHKa (HanpuMep, CTOUMOCTb-3¢pheKTUBHOCTL) HE A0IKHA paccMaTpUBaThes Npu
oLeHKe COOTHOLIEHUA NOSb3a-pUCK.

2.2.19 Pas3gen NOB «3akno4veHue u gencTBUA»

3aknountenbHbin pasgen NOB gomkeH coaepXxaTtb 3akniovYeHue 0 BNNsIHUKM Bcell HOBOW UHcbopMaumn,
BbISIBITIEHHON B OTYETHLIN Nepuoa, Ha obLLYI0 OLEHKY COOTHOLWEHWUS NoMb3a-pPUCK NO Kaxkaomy ogobpeHHoMyY
rnokasaHuio, a TaKke NoAarpynnam nauneHToB B CriydasnXx, Korga 3To npuMMeHnMo.

OcHoBbIBasicb Ha OLEHKe KyMyMmATUBHBIX AaHHbIX Mo 6e3onacHoCTM M aHanusy COOTHOLLEHMSA
nonb3a-puck, Aepxartens perncTpalnuoHHOro yaoCTOBEepeHNa AOMKeH OLeHUTb HeobXoauMoCTb BHECEeHUs!
N3MeHeHNA B WMHGOPMauMic O fekapCTBEHHOM npenapate U MpeanoXuTb KOHTEKCT COOTBETCTBYHOLMX
U3MEHEHUIA.

3akntoveHne OOMKHO BKoYaTb NpedBapuTenibHble NpeasioXeHns no onTuMmMsauun unn ganbHenwen
OLleHKe COOTHOLLEeHNsI NoMb3a-pPUCK C LieMbio UX Nocreayrollero o6cyXaeHns ¢ COOTBETCTBYOWMMU peryns-
TOPHBIMU OpraHamu. [JaHHble NpeanoXeHUs MOTyT BKMoYaTh Mepbl MUHUMM3ALIMM prcKa.

AnganekapcTBeHHbIX MpenapaToB, UMerLLMX NaH No hapMakoHaa3opy N MUHUMU3aL, MK pucKa, Nnpeano-
XKEeHUS! AOMKHbI ObITh BKMHOYEHbI B MaH no dpapMakoHaa30py v nraH MMHUMU3aLUM pucka.

2.2.20 Pa3zaenNOB «Mpunoxenua k NMNOb»

MOB gomkeH BKIoYaTh cneayroLne NpUNoXKeHUa:

1) cnpaBoyvHasi UHopmauus;

2) kymynatusHble oboblalme TabnuyHble daHHble MO CepbesHbiM HeXenaTenbHbIM ABMEHUAM,
BbISIBNEHHbIM B X0 e KITMHUYECKMX nccriefoBaHNA/MCNbITaHNIA;

3) KyMynaTUBHbIE U UHTepBarnbHble 06o6LWarouime TabnnyHble AaHHbIE NO Cepbe3HbIM U HecepbesHbIM
HexenaTenbHbIM peakLumsaM Mo aHHbIM MOCTPErnCTPaLMOHHOrO MPUMEHEHNS;

4) Tabnu4yHble gaHHbIE NO CUrHanam;

5) oueHka curHanoBs, ecrnv NPUMEHUMO;

6) nepedveHb BCEX NOCTPErMCTPaLIMOHHBIX MCCrefoBaHNA No 6e30nacHoCTU.

2.3 Cucrtema kavectBa OB Ha ypoBHe AepxkaTensa perucTpauuoHHLIX YA0CTOBEpPeHUIA

JepxaTenb perucTpaLMoHHOro yaocToBepeHus JOIMKeH UMeTb ChoPMUPOBaHHLIe CTRPYKTYpLI 1 NpoLiec-
Cbl ANS NOArOTOBKN, KOHTPONS KadecTea, o63opa 1 npeactasneruns MOB, BKoYas KOHTPOMb UCMOMHEHNS B
npoLiecce Unocne nx oLeHKW. laHHble CTPYKTYPbI U NPOLLECCH A0MKHbI GbITb ONMcaHbI B MMCbMEHHbIX NpoLieay-
pax cUCTeMbl KauyecTBa AepikaTens perncTpaLmMoHHOro YaoCTOBEPEHUS.

Mpouecchl hapMakoHaA30pa BKITHYAOT P HanpasrieHnid, KoTopble MOTYT oKkasaTb HeMoCPeACTBEHHO.
BNusiHNe Ha kavecTso MOB (Hanpumep, o6paboTka coobLueHuid 0 HexenaTenbHbIX peakuusX, NonyYeHHbIX B
pamMKax CMOHTaHHOrC PenopTUPOBaHUA UMM KITMHUYECKUX UCCNedoBaHuin; o63op nuTepaTypbl; BhIABNEHME,
BanugaLus 1 oLeHKa curHana; 4ononHuTensHble Mepbl Mo papMakoHaasopy 1 NocTPerucTpaLmMoHHoN nccne-
[0BaTeNbCKOW AeATENbHOCTU; MpoLieaypbl 06paboTku M 06beANHEHWS AaHHbIX NPpY OLieHKe NoMb3kl 1 prcka U
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nHble). CucTema kavecTBa 4OMKHA ONMCLIBATL B3aUMOCBA3b Mexay npoLeccamu, KaHansl nHpopmMupoBaHus
n 06s3aHHOCTM No Npoueaypam cbopa BCell MMetoLeln oTHoWeHNe MHpopMaumum ang BkitodeHus B MOB.
JomkHel 6bITb paspaboTaHbl M BHeAPEHbI 4OKYMEHTUPOBaHHbIE NPOoLeAYpbl MO KOHTPOIIO KAaYecTBa NpoLeccos
¢ Lenbto obecneveHuns NonHOTbI U TOYHOCTU AaHHbIX, NpeacTaBnaembix B MOB. BaxHOCTb MHTErpupoBaHHON
OLIeHKM COOTHOLIEeHUs Mofb3a-puck onpegensieT HeobxoaumocTb obecneyeHust BkIIaga pasMYHbIX
AenapTameHToB/oTAenoB npy nogrotoske MNOB.

MOB agonxeH cogepxaTtb OLEHKY crielynarnbHbIX 3anpocoB No acnekram npodcguns 6esonacHoOCTH co cTo-
POHbI PErynsiTOPHbLIX OpraHoB. Y AepXaTtens perucTpaLMoHHOro yaoCcToOBepeHNUs A0IDKEH UMETLCS MEXaHU3M,
obecneymBatoLnin Hagnexatyro 06paboTKy M OTBETHI Ha 3anpOoChl PerynsiTOpHLIX OpraHoB.

MpenctaBneHve o606 aroWMx TabnMYHbIX AaHHBIX AOJDKHO NoaBepraThes npoleaype Bepudukaummn
OaHHbIX B OTHOLLEHNM 623 AaHHbIX AepKaTerns perncTpaLMoHHOro yaocToBepeHus ¢ Lienbio obecneyeHuns Tou-
HOCTU W NOMHOTLI NpeAcTaBNsAeMbIX AaHHbIX B OTHOLLIEHWUN HexenaTenbHbIX peakuuit/asneHuid. Mpoueccel pas-
MeLLeHUs 3anpocoB B Gase AaHHbIX, UCMOMb3yeMble MapameTpbl AN U3BIMEYEHUS] AaHHbIX U KOHTPONb
KavecTBa JOMKHbI ObiTb HagnexaLmm 0bpasom AOKYMEHTUPOBaHbI.

Hagnexallas cucteMa KkayecTBa gepxaTens perncTpauuoHHOro yaoCcTOBEPeHUst A0SDKHA UCKNIOUNUTD
PUCK HEBBLIMOMHEHUS OepXaTeneM perucTpauuoHHOro yaocToBepeHust TpeboBaHuil 3akoHodaTeNbCTBa,
TaKUX Kak:

a) HenpeAcTaBneHue oTyeTa: nonHoe HenpeacTtasneHue MOB, HapyLueHUe rpaduka UM cpokoB Noaa-
4n MOB (6e3 npegBapuTENbLHOrO COrNacoBaHus ¢ PErynsiTOpHLIMU OpraHamMu);

6) HeoBocHoBaHHOE HeMpeacTaBneHue 3anpoLLEHHON MHbopMauuK;

B) HW3KOE KayecTBO OTYETOB (NIIOXOE AOKYMeHTUpoBaHuMe nNubo HegocTaTovHas WUHdgopmMauusa unu
oueHKa rnpeacTasreHbl No HoBoN HdopMaLumy No 6e30nNacHOCTU, cUrHarnel No 6e3onacHOCTU, oueHKa pucka,
OLeHKa Nosb3bl M MHTErpUPOBaHHBIA aHanNM3 COOTHOLLEH NS MOMb3a-PUCK, OTCYTCTBUE YKa3aHUA O HeNpaBuib-
HOM MPUMEHEHWN, OTCYTCTBME CTaHAAPTHON TEPMUHONOMMN, HEOBOCHOBaHHOE UCKIIOYEHNE CRyYaes, Henpea-
cTaBneHue nHpopmaumm no chakTopam pucka);

r) npegctaeneHue NMOB 6e3 oTpaeHUsi paHee NOMyYeHHbIX 3arNPOCOB OT PEryNATOPHbIX OPraHoB.

Bce 3Havymmble OTKNOHEHMs OT NpoLeaypbl No4roToBkW U npeacTasneHus NOB AomMKHbI BbITe 4OKYMEH-
TUPOBaHbl N COOTBETCTBYIOLLME KOPPEKTUPOBOYHBIE 1 NpeaynpeanTesibHble MeponpuUATUSA NPUHATLL. JaHHasa
OOKYMeHTaLust fomkHa BblTb 4OCTYNHA B Nloboe BpeMms.

B cnyyae generuposaHusi o6szaHHocTel no nogrotoske MOB TpeTbeit cTOpoHe, AepXaTerb perncrpa-
LIMOHHOTO yAOCTOBEPEHNA AOMKEH 06ecnevnTb Hanuume y TpeTbell CTOPOHbI HagneXall el CUCTEMbI Ka4ecTBa,
COOTBETCTBYIOLWEN TpeboBaHNAM 3akoHoA4aTeNbCTBA.

2.4 OGy4eHue nepcoHana npoueaypam no Nob

OTBETCTBEHHOCTLIO NN, YNOSIHOMOYEHHOro Mo chapMakoHagsopy, ABnsieTcsl obecneveHne Hagnexa-
Len keanudukaLm, onelTa n oby4yeHns nepcoHana no cpapmakoHafsopy, oLeHKe MeaULMHCKON HdopMaumm
1 KOHTPOISA KavecTBa, 3afeNCTBOBaHHLIX B NpoLedypax noAroToBku, 063opa, KOHTPOISA Ka4yecTBa, OLEHKU U
npeactasnenns MOB. Mpu Heo6XoAMMOCTHY BbINOMHSAETCS HeobxoaMMoe obydeHue No pasnuyHbIM COCTaBNA-
oMM npoLeccaM, acrnekTam 3HaHuin 1 HaBblkam. HanpasneHus 0byyeHWs AOMKHbI BKMOYaTb acnekThbl 3aKo-
HoOaTernbCcTBa, PYKOBOACTB, HAYYHYIO OLEHKY AaHHbIX, NMCbMEeHHbIe MnpoLleaypbl Mo acnektam NoAroToBKW
MNOB. [okymeHTUpoBaHWe npouecca obydyeHUs AOMKHO NOATBepXAaTb ero MNpoxoxaeHue A0 Hadana
BbIMOSHEHNSA COOTBETCTBYOLWMUX oyHKUMA no MNOB6.

2.5 Nopsapok npeacrasneHusn NMNOb
2.5.1 CtaHpapTHbIN NOpALOK npegcTtaBneHus NMNOb

MepnognyHOCTL N CPOKK MpeacTaBneHns Nepruoanyeckmx oT4eToB rno 6es3onacHoOCTU nekapCcTBEHHLIX
npenapaToB onpeaensoTCs CornacHo NepeyHio, yTBepXxgaeMomy perynsaTopHbIMYM opraHamn rocyaapcts —
yneHos EASC.

[na nekapcTBeHHbIX NpenapaTos, MeXayHapoaHoe HeNaTeHTOBaHHOe HauMeHOBaHWe Unu rpynnupo-
BOYHOE HaMMeHOBaHMe KOTOPbIX He BK/OUEHbI B YKa3aHHbIN NepeYveHb, NepuoganiHocTs NnpeacTtasnequs NMNOB
cocTaBnserT:

- kaxaele 6 MecaLeB 0T MeXayHapoaHoi AaThl perncTpaLum Ha NpoTsKeHUN NepBbIX ABYX ET;

- eXerogHo Ha NpPoTsXXeHUW NocneayLwWwnx AByX NeT;

- Janee — Kaxable TPy roga.

Cpok nogaun INMOB oT gaTkl okoHYaHWs cbopa AaHHbIX cocTaBnseT He 6onee 90 kaneHaapHbIX AHEN.

2.5.2 BHeouepenHasa nogavallOb

MOB noanexut nogadve B cpok Ao 60 kaneHgapHbIX AHER OT AaThbl NOMyYEHNA NMMCbMEHHOro 3anpoca
perynaTopHoro opraHa rocygapcrsa — 4neHa EASC.
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2.5.3 ®opmanogauu NOB

MOB noanexart noaaye B 3NeKTPOHHOM BUAE C BO3MOXHOCTLIO TEKCTOBOTO MOMUCKa Ha PYCCKOM S13bIKe UK
aHrMUMINCKOM A3bIke C0Bs3aTenbHbIM NePEeBOAOM Ha PYCCKUN A3bIK CrieAyOLLNX Pa3aenoB: KpaTKoro UsnoXeHus
OCHOBHOrO cofiepXXaHWsi, UHTErPUPOBAHHOTO aHaNM3a COOTHOLUEHUS MOSb3a-PUCK Mo 0g0BpEHHBIM NoKasaHu-
AaM 1 3aKmtodeHuaA. Mo 3anpocy perynsaTopHoOro opraHa Aepxatesb perncTpaunoHHoro yaoctosepeHus obsasaH
B TedeHue 30 kaneHaapHbIX AHEW NpeAcTaBUTb NepeBo Ha pycckunin Asbik apyrux pasgenos MOB.
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YK 615.038:615.012:006.354 OKC 11.120

KntoueBble crioBa: nekapcTBeHHble CpeacTaa, (hapMakoHaasop, nepuoanyeckie otyeTsl 0 6esonacHocTu, sa-
PErncTPMpPOBaHHbIE NeKapcTBEHHbIE Mpenaparsl
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