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3apeructpupoaHo B MuHiocte Poccum 20 mapta 2017 r. N 46039

MWHUCTEPCTBO 30PABOOXPAHEHUSI POCCUACKON ®EQEPALIUN
®ENEPAJIbHAA CNYXXBA MO HAO3O0PY B COEPE 3[IPABOOXPAHEHUA

NPUKA3
ot 15 cbeBpans 2017 r. N 1071

OB YTBEPXOEHWW NMOPAOKA OCYLLECTBJIEHUA ®APMAKOHAO3OPA

B cooTtBeTcTBMM CcO cTaTbsiMn 64, 65 PepepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-®3 "O6 obpaiyeHun
nekapcTBeHHbIX cpeacTts" (CobpaHune 3akoHogaTenbcTBa Poccunckon degepaummn, 2010, N 16, cT. 1815; N 31, cT.
4161; N 42, cT. 5293; N 49, ct. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; N 53, cT. 7587; 2013, N 27, cT.
3477; N 48, c1. 6165; 2014, N 11, cT. 1098; N 43, c1. 5797; N 52, cT. 7540; 2015, N 10, cT. 1404; N 27, c1. 3951; N
29, cT. 4359, 4367, 4388; N 51, cT1. 7245; 2016, N 1, cT. 9; N 23, cT. 3287; N 27, cT1. 4238, 4283), npnka3sbiBalo:

1. YTBepanTb npunaraemsin MNopsaok ocyliectTesneHns hapmakoHaasopa CorfacHo NpunoXeHuio.

2. KoHTponb 3a MCMOMHEHNEM HACTOSLLIEro Npukasa ocTaBnsio 3a cobon.

PykoBogutenb
M.A.MYPALLKO

YTBEpXKaOEH

npukasom PegepanbHon cnyxobbl

no Haas3opy B cpepe 3apaBoOXpaHeHns
oT 15.02.2017 N 1071

NOPAAOK OCYLLECTBJIEHUA PAPMAKOHAL3OPA

1. HacTosawwi Nopsagok yctaHaBnmBaeT TpeboBaHUS K OCYLLLECTBIIEHUIO (hapMakoHaa3opa.

2. dapmakoHaa3op - BUMA AEATENbHOCTU N0 MOHUTOPUHTY 3dEKTUBHOCTN U Be30MacHOCTU NeKapCTBEHHbIX
npenapaToB, HaMpaBfeHHbIA Ha BbISBMEHUE, OLEHKY W MpefoTBpalleHne HexenaTenbHbIX MoCneacTBum
NPMMEHEHWS NEKAPCTBEHHbIX NpenapaTtos <1>.

<1> TMyHkt 52.1 ctaten 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalieHun
nekapcTBeHHbIX cpeacTtB” (CobpaHue 3akoHogatenbcTBa Poccuiickon ®epepaumu, 2010, N 16, ct. 1815; N 31, cT.
4161; N 42, c1. 5293; N 49, cT. 6409; 2011, N 50, cT1. 7351; 2012, N 26, cT1. 3446; N 53, cT. 7587; 2013, N 27, cT.
3477; N 48, cT. 6165; 2014, N 11, cT. 1098; N 43, cT. 5797; N 52, c1. 7540; 2015, N 10, cT1. 1404; N 27, c1. 3951; N
29, cT. 4359, 4367, 4388; N 51, c1. 7245; 2016, N 1, cT. 9; N 23, cT1. 3287; N 27, cT1. 4238, 4283).

3. ®apmakoHag3op ocyuectensetca degepanbHon cnyxbov nNo Hagsopy B cdepe 34paBOOXPaHEHUS
(oanee - Poc3gpaBHag3op) nyTeMm aHanu3a npeacraBngemon cybbektamu obpalleHunss NnekapcTBEHHbIX CPeacTs
MHpopMaumMm O MNOOOYHBLIX [OEWCTBUAX JIEKAPCTBEHHBIX CPEACTB, HeXenaTemnbHbIX peakuusX, CepbesHbIX
HexxenaTenbHbIX peakuusax, HenpeaBWAEHHbIX HeXenaTenbHbIX peakuusax npyv MNPUMEHEHUMM NEKapPCTBEHHbIX
npenapaToB, 00 MHAMBUAYANbHOW HEMNEPEHOCUMOCTM, OTCYTCTBUU 3PAEKTUBHOCTU NIEKAPCTBEHHbLIX NMpenapaToB
(Danee - HexenaTenbHbIX peakuui), a Takke 00 MHbIX dakTax U obCToATENbLCTBAX, NPEACTABMSOLINX Yrpo3y
XU3HU UNN 300POBLI0 YenoBeka Npu NPUMEHEHUN NEKAapCTBEHHbLIX NMpenapaToB (fanee - MHOW MHopmauun no
6e3onacHocTn M 3dEKTUBHOCTH), BBISIBIIEHHLIX HAa BCEX 3Tanax obpalleHusi NeKapCTBEHHbIX MpenapaToB B
Poccuiickon ®egepaumm n gpyrmx rocygapcteax B LENsIX BbISIBIIEHUS BO3MOXHbIX HEraTMBHbIX MOCNEACTBUA UX
NPUMEHEHWs, MHOUBMAYaNbHON HENEPEHOCUMOCTH, NPeaynpexaeHns MeanUMHCKNX paboTHUKOB, NALUMEHTOB M KX
3alnTbl OT NPUMEHEHUA TaKNX NeKapCTBEHHbIX NpenapaToB.

4. dapmakoHag3op ocylecTBnaeTca € cobniogeHnem 3akoHopatenbctBa Poccunckon ®Pepepauun B
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obrnacTtu 3aWmnTbl NepCoHanbHbIX AaHHbIX.

5. JOMKHOCTHLIMM ML AMW, YNONHOMOYEHHBIMWN OCYLLECTBNATL hapMakoHaa30p, ABNAKTCA:

1) pykoBoauTens (3amectutenu pykosogutens) PocagpaBHagsopa;

2) pykoBOAMTENM CTPYKTYpPHbIX nogpasgeneHun Poc3gpaBHagsopa, WX 3aMecTUTENW, OOSMKHOCTHbIMU
pernameHTamMmmn KOTOpbIX NpeayCMOTPEHbI MOMIHOMOYMS MO OCYLLECTBNEHUIO ddapMaKkoHaa3opa;

3) WHble rocyoapCTBEHHble rpaxaaHckue crniyxawme Poc3gpaBHagsopa, AOMKHOCTHBIMW pernameHTamu
KOTOPbIX NPeayCMOTPEHbI MOMIHOMOYMS MO OCYLLECTBNEHUIO dapMakoHaasopa.

6. PapmakoHaasop ocyllecTengaeTcs Poc3apaBHag3opomM Ha OCHOBaHMM CBEAEHUIN, NOMYYEHHbIX B BUAE:

1) coobLieHnin cybbekToB obpallieHns nekapCTBEHHbIX CPeacTB (aanee - coodLeHun);

2) nepvoanyeckmx oT4eToB No 6e30NacHOCTN NeKapCTBEHHbIX NpenapaTtos (ganee - NOB), HanpaBnseMbIX B
Poc3gpaBHagsop adepxatenamm  wnu  Bnagensuamu  permcTpaumoHHbIX  yOOCTOBEPEHUW  NeKapCTBEHHbIX
npenapaTtoB WM  YMNOMTHOMOYEHHbIMM UMW  MHBIMW  LOpUOANYECKAMU §Muamu  (ganee - gepxartensmu
perncTpaumoHHbIX YAOCTOBEPEHUI);

3) nepvoagnyeckmx oT4eToB Mo 6Oe3onacHOCTU paspabaTbiBaeMoro (UCCregyemMoro) FeKapCTBEHHOro
npenapata (gnanee - POOB), HanpaBnsembix B Poc3gpaBHag3op OpUOUHECKUMU NMLAMM, HA UMS KOTOPbIX
BblJaHbl paspeLleHus Ha NpoBeAeHME KIMHUYECKUX uccregoBaHui B Poccuiickon depepaunn, nubo apyrumu
YNOMHOMOYEHHBIMW  IOPUAMYECKMMU NULAMK  (Janee - puanvyeckme nuuamu, Ha MMs KOTOPbIX BblAaHbl
paspeLleHnss Ha NPoBeAEeHME KITMHNYECKMX UCCNefoBaHN);

4) nHdopmaLmm, NOfy4YeHHON B XO4e OCYLLECTBNEHUS rocyaapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHnst NekapCTBEHHbLIX CPEACTB.

7. B uenax oueHkM MHMOpMaUMM Hay4yHOro M KIMMHUMYECKOro XapakTepa, coaepXallencs B JOKYMeHTax u
JaHHbIX, MepeyvncneHHblx B MyHKTe 6 Hactosiwero [lopsagka, PocsgpaBHagsop npuBnekaeT ®PefepanbHoe
rocygapcTtBeHHoe OlopKeTHoe yupexaeHue, Haxogseecs B BedeHun Poc3gpaBHagsopa (ganee - akcneptHas
opraHmsaums).

8. OueHka MHpopMaLUN Hay4YHOTO M KIMMHUYECKOrO XapakTepa, codepallencs B JOKYMEeHTax W AaHHbIX,
nepeymncrieHHblX B MyHKTe 6 HacTosiwero lNMopsaka, OCHOBLIBAETCS Ha MpUHLIMNAX 3aKOHHOCTU, cobnogeHns npas u
cBobO, 4ernoBeka W rpaxgaHuHa, MpaB HOPUAMYECKOrO NUuA, HE3aBMCUMOCTM 3Kcnepta, OOBEKTUBHOCTW,
BCECTOPOHHOCTU U NOJTHOTbI UCCNEAO0BaHUN, NPOBOANMBIX C UCMOSTb30BaHNEM COBPEMEHHbIX AOCTUXEHUI HAyKn U
TEXHMWKWN, OTBETCTBEHHOCTUN IKCMEPTHOW OpraHM3aummn rno NpoBeAEHMIO 3KCNEPTHOM OLIEHKN U KavyeCTBa SKCMEPTHOWN
OLIEHKWN.

9. CooblyeHunsa cybbekToB obpalleHns NeKapCTBEHHbIX CPeaCTB, 3@ MCKIMYEHNEM OPUANYECKUX MU, Ha
UMSI KOTOPbIX BbldaHbl paspelleHns Ha NPOBeAEHME KITMHUYECKMX uccrenoBaHun B Poccunckon depepaumy,
HanpasnstoTcsa B PocagpaBHag3op no pekoMeHayemomy obpasuy "V3BeLleHns 0 HexXenaTenbHOW peakuun umm
OTCYTCTBMM TepanesTuyeckoro adpchekta NnekapcTBeHHOro npenapaTta”, npusedeHHoMy B npunoxeHun N 1 k
HacTodLwemy [Mopaaky.

10. CoobLLeHns1 IpUANYECKMX NUL, HA MMSI KOTOPbIX BblAaHbl paspelleHnss Ha NpoBeAEHUE KITMHUYECKMX
nccrnegoBaHun, HanpaensawTca B PocsgpaBHag3op Mo pekomenayemomy obpasuy "CoolueHus o cepbesHon
HenpeaBUOEHHON HexenaTernbHOW peakuum Ha neKkapCTBEHHbIW npenapaTt, Uu3yvallwunucs B KINUHUYECKOM
nccnegoBaHun”, npusegeHHomy B npunoxerHun N 2 k Hactosiwemy MNopsaaky.

11. B cnyyae, ecnu xapaktep cBegeHui, ykasaHHblX B nognyHkte 1 nyHkta 6 Hactoswero [lopsgka, He
COOTBETCTBYET coAepxaHuto nonen dopm, npuseaeHHbIM B npunoxenmax N 1 n N 2 k HacTosiwemy MNopsaaky, unm
B CNnyyae, ecnu ykasaHHble CBeeHus1 Obinn BbisiBNEHbI 3a npegenamu Poccuiickon depgepaumm, gonyckaeTca ux
npeacrasneHve B Poc3gpaBHansop B NponssoribHOW hopMme.

12. CoobuweHua HanpaensioTca B PocsgpaBHag3op 4depe3 ABTOMATU3MPOBAHHYH MH(OPMAaLMOHHYO
cuctemy PocsgpaBHagsopa (ganee -  AUC  Pocs3gpaBHagsopa), NmMbo N0 3NEKTPOHHOW  nodTe
pharm@roszdravNadzor.ru. NMOB, POOB npegcraensitotca B Poc3gpaBHansop 4depe3 ANC PocsgpaBHagsopa
NnBOo Ha 3NEKTPOHHbIX HOCUTENSX.

13. JdepxaTenu perMctpaumoHHbIX YAOCTOBEPEHUIA B CPOK He Gonee 15 kaneHgapHbIX AHeN coobuialT B
PocsgpaBHaa3op cBedeHWss O HexenaTenbHbIX peakumsax, YkasaHHblx [lpaBunax Hagnexaiwlenh npakTuku
dapmakoHaas3opa, yTBepXAeHHbIX peweHnem CoseTa EBpasuiickon dkoHommnveckon Kommnccum ot 3 Hosbps 2016
rrN87<2>(n.n7171,7.1.7.3).

<2> [paBuna Hagnexawewn npakTvku capmakoHagsopa. YTBepxaeHbl peweHvem CoeTta EBpasuinckon
OkoHomunyeckon Kommcenm ot 3 Hosi6psa 2016 r. N 87 (OcbuumanbHbein caiT EBpasuinckoro 9KOHOMMYECKOro coto3a
https://docs.eaeuNioN.org/docs/ru-ru/01411948/cNcd_21112016_87, 21 Hoabps 2016 r.).

14. Cpok ans cooblieHVst 0 HexenaTernbHbIX peakuusx, ykasaHHbiXx B [paBunax Hagnexallen npakTUku
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dapmakoHagszopa EAJ3C (n. 7.1.7.1), wncuncnsietca B COOTBETCTBMM C [lpaBunamun Hagnexawlem npakTuki
dapmakoHagsopa EASC (n. 7.1.2.1).

15. Cpok coobLieHns nHoW MHopmaumn no 6esonacHocTM M 3pdEeKTMBHOCTM, ykazaHHoW B [MpaBunax
Hagnexawlen npaktuku ¢apmakoHansopa EASC (n. 7.1.7.3), ucumucnsetca € Jatbl, Korga pgepxatenem
perncTpaumMoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenaparta Obinn ycTaHOBNEHbI COOTBETCTBYIOWME (PAKTHI U
obcToATensCTBa.

16. [epxaTenu perucTpauMoHHbIX YOOCTOBEPEHUN JEKApCTBEHHbIX MpenapaTtoB MNpPeAcTaBnsioT B
PocagpasHaasop MNOB no dopme, npusegeHHon B MNpaBunax Hagnexallen npaktukn apmakoHagsopa EASC (n.
n. 8.4 - 8.5).

17. Topsigok wucuMcneHus gaTbl OKOHYaHWs cbopa JgepxaTenem perucTpaumoHHOrO yOOCTOBEpPEeHMS
CBEJEHUN O HexXenaTenbHbIX peakuusix, MHOM WuHdopmaumm no 6GesonacHocT And oyepegHoro OB wn
nepuognyHocTe npeactaeneHua [1OB gnd  nekapCTBeHHbIX MNpenapaToB  pasfnuYHbIX  MeXOyHapOOHbIX
HenaTeHTOBaHHbIX HAMMEHOBaHUIM UMW rPYMNMMPOBOYHBLIX HAMMEHOBaHWIA yTBepxaarTca PocsgpaBHag3opom.

18. [ns nekapcTBeHHbIX MpenapaToB, CPOKU M MepuoanyHocTb npegctasnennss NOB Ha koTopble He
yTBepXxaeHbl Poc3apaBHag30poM, NepnoamyHoCTb U cpoku npeactasnerus NMOB oTcuntbiBaloTCA OT AaThbl MEPBON
rocygapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapaTta B MMpe 1 COCTaBnsoT:

1) Kaxxgble 6 mecdaueB OT AaTbl NepBOW roCyAapCTBEHHOW pernctpaumMm B Mupe Ha NPOTSKEHWUM NepBbiX 2
ner;

2) eXxxerogHoO Ha NPOTSKEHWW nocneaywmx 2 ner;

3) panee - kaxgple 3 roga.

19. MNMOBb npeactaBnsitoTcs B Poc3gpaBHag3op B CPOK, yKasaHHbIi B [MpaBunax Hagnexallen npakTUuKu
dapmakoHagsopa EA3C (n. 8.8.1).

20. MNpu BbIABNEHUN HeXenaTenbHbIX peakuuin 1 MHOW MHopmauun no GesonacHoCcTn U 3hEEKTUBHOCTH,
He cogepXXalmuxcsa B MHCTPYKLUMM MO MEOULMHCKOMY MPUMEHEHUIO, U3MEHSIIOLLMX OTHOLUEHUE OXUOAeMOW NoMb3bl
K BO3MOXXHOMY PUCKY NPMMEHEHWS NeKapCcTBEHHOro npenapara, Poc3gpaBHaas3op BrnpaBe 3anpocuTb Y AepxaTens
permcTpaumMoHHOro yaoCTOBEPEHMS NIEKAPCTBEHHOIO nNpenapaTa BHeoyepenHown MNOB.

21. BHeouepegHow NMOB npeactasnsetcs B Poc3gpaBHag3op B CPOK, yYkasaHHbIN B [paBunax Hagnexatleun
npakTukn hapmakoHaasopa EASC (n. 8.8.2).

22. HOpugunyeckne nuvua, Ha WMSA KOTOPbIX BblAaHbl pPaspelleHns Ha MpPOBEeAEHNE  KIUHUYECKMX
nccrnegoBaHnn, B Cpok He 6Bonee 7 kaneHdapHblx AHen coobwakwT B Poc3gpaBHags3op O neTanbHbIX WUiv
YrpoXatoLUX XU3HN CePbe3HbIX HENPEABUOEHHbIX HeXenaTernbHbIX peakumsax Ha uccnegyembln nekapCTBeHHbIN
npenapaT, BbISIBMEHHbIX B XO4E KIMHWYECKMX WCCnefoBaHwi, paspelleHHbiX K nposedeHutio B Poccuiickon
depnepaumm, ecnv MHOe He NPefyCMOTPEHO 040OPEHHBIM MPOTOKOSIOM KITMHUYECKOTO UCCreJoBaHus.

23. HOpugunueckne nuua, Ha WUMSA KOTOPbIX BblOaHbl pa3pelleHnss Ha MpoBeAeHNe  KITMHUYECKMX
uccrnegoBaHun, B Cpok He Oomee 15 kaneHgapHbix OHen coobwawT B Poc3gpaBHag3op O CepbesHbIX
HenpeaBMOEHHbIX HeXenaTenbHbIX peakuusix, 3a UCKIIOYEHUEM peaKkLMIi, yKasaHHbIX B MYHKTE 22 HacTOsLLEro
Mopsgka.

24. HOpugunyeckne nuvua, Ha WUMS  KOTOPbIX BblOaHbl pa3pelleHnss Ha MpoBeAeHNEe  KITMHUYECKMX
nuccnegoBaHUn, B CPok He Gonee 15 kaneHgapHbix AHen coobwaiT B Poc3gpaBHag3op WHgopmauuo no
6e30MacHOCTU UccnegyemMoro fiekapCTBEHHOro npenapara, ykasaHHyl B [paBunax Hagnexallewm KnmMHUYecKown
npakTukn  EBpasmMmnckoro  SKOHOMUYECKOrO  COlo3a, YTBEPXAEHHbIX peweHnem CoseTta EBpasunckon
OkoHomunyeckon Komuceum ot 3 Hoabps 2016 r. N 79 (ganee - MNpaBuna Hagnexallen KIMHUYECKOW MPaKTUKK
EA3C) <3> (n. 1.5 MpunoxeHna N 11).

<3> lpaBuna Hagnexawien KrMHUYEeCKOW MpakTukM EBpasmMncKkoro SKOHOMMYECKOro coto3a. YTBepXAeHbl
peweHnem CoBeta EBpasuickori SkoHomudeckor Kommccumn ot 3 Hosiopsa 2016 r. N 79 (OdmuymanbHeii cant
EBpasuiickoro akoHoMmuyeckoro cotosa https://docs.eaeuNioN.org/docs/ru-ru/01411924/cNed_21112016_79, 21
HoA0ps 2016 T.).

25. Cpokn gns coobLieHuss O HexenaTenbHbIX peakuusiX, YKa3aHHbIX B MyHKTax 22 v 23 HacTosLLEero
Mopsaaka, ncuucnaTcs B cooTBeTCTBMM C [lpaBunamu Hagnexawen knuHuyeckom npaktukm EASC (m. 1.3.1
Mpunoxexna N 11).

26. Cpok coobuieHns nHon uHopmaumm no 6e30nmacHOCTVM UCCreayemMoro nekapCTBEHHOro npenapara,
ykasaHHbI B NyHKTe 24 HacToswero MNopsaaka, ucumcnsieTcs ¢ Aathl YCTAHOBMNEHWUS OPUANYECKAM NIULOM, HA UMS
KOTOPOro BblOaHO paspelleHne Ha MPoBeAeHME KIUHWYECKMX WCCregoBaHUW, COOTBETCTBYHOLMX (hakToB U
06CTOATENBLCTB.

27. HOpwugnyeckoe nuUo, Ha WMs KOTOPOrO BbIAHO paspelleHne Ha MNpOBEeAEHUE  KITMHUYECKMX
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nccrnegoBaHU, packpbiBaeT paHAOMU3ALUMOHHBIA KO B COOOLLEHMAX O HeXenaTerbHbIX peakuusax, yKasaHHbIX B
NyHKTax 22 u 23 HacTosLero nopsaka, ecnn nHoe He NpeaycMoTPEHO NPOTOKOIOM KITMHUYECKOro uccneaoBaHus.

He nognexat coobLieHnto B Nnopsigke, ykazaHHOM B NyHKTax 22 n 23 HacToswwero NMopsgka, HexenaTtenbHble
peakuuu, npousoLlelie y y4aCTHUKOB KITMHUYECKMX UCCneaoBaHuii, nonyyaswmnx nnauebo.

28. CoobueHns o BbIIBMEHHbIX Ha Tepputopun Poccuiickon defepaumm HexenaTernbHbIX peakumsix Ha
nekapcTBeHHble npenapaTbl CpaBHEHWS, 3aperncTpupoBaHHble B Poccuiickon ®egepaumnm, noanexaT COOOLEHUIo
B NopsiAake, ykasaHHOM B NyHkTe 12 HacToswero [Nopsaaka.

29. Opuguyeckne nuua, Ha WMSA KOTOPbIX BbIAAHO paspelleHMe Ha MpPOBEAEHNE  KITMHUYECKMX
nccnegoBaHun, npeacrasnsaoT B PocsgpasHagsop POOB B cootBeTcTBUM € NyHKTOM 4 npunoxeHus N 12 MNpasun
Hagnexawlen knuHudeckon npaktukn EAJC. K POOB npunaraetcsa konus Opolwtopbl  MccriegoBaTtenst
KNMHUYECKOro UccneaoBaHus, paspelleHHoro K nposegeHutio B Poccuiickon ®depepaumu, gencTsyowlas Ha
MOMeHT npeacTaenexHns POOB.

30. POOB npeacraenawTca B Poc3gpaBHag30p e€XerogHo B CPOK, OTCYMThIBAEMbIM OT AaTtbl Hadvana
NnepBoro KNMHWYECKOro nccrneaoBaHus fekapcTBEHHOMo npenapaTa B MMpe uUnuv oT AaTbl NepBOn rocyJapCTBEHHON
perncTpaumy nekapcTBeHHOro npenapara B Mupe.

31. POOB no nekapcTBeHHbIM npenapaTam, uccriegyembiM Ha Tepputopumn Poccuiickon depepaumm,
npeacraBnstoTca B Poc3gpaBHaasop B CPOK, He npeBbiwaiwmn 60 kaneHgapHbix AHEN OT AaTbl OKOHYaHWs cbopa
aepxxaTeneMm perucTpauMoHHOro YAOCTOBEPEHWs CBeOEHVWM O HeXenaTemnbHbIX peakuusax Ans  AaHHOro
nekapCTBEHHOro npenapara.

32. lMpn BbIABNEHWM CBEAEHWMN, WU3MEHSIIOWMX OTHOLLUEHME OXUOAEMOMW MNONb3bl K BO3MOXHOMY PUCKY
NpPUMEHeHUs NekapcTBEHHOro npenaparta B KIMMHUYECKOM uccnefosaHuu, PocsgpaBHaasop Bnpase 3anpocuTb Y
IopuanYeckoro nuua, Ha WMMSA KOTOPOro BblAaHO paspelleHMe Ha npoBefeHue KIMHUYECKUX WCCreaoBaHui
nekapcTBEeHHOro cpeacTsa, BHeovepeaHon POOB.

33. BHeouepeaHoit POOB npeacraensieTcs B Poc3gpaBHag3op B CpokK, He npeBbiwatowmin 60 kaneHaapHbIX
OHen oT paTbl MOMyYeHUs HPUOMYECKMM §MMLUOM, Ha WUMS KOTOPOro BblJAHO paspelleHue Ha npoBefdeHue
KNMHUYeCcKnx uccnenosaHui sanpoca PocagpasHaasopa, ykasaHHoro B nyHkTe 31 HacTosiwero Nopsaaka.

34. OcywecTtBneHne paboTbl CybbekToB obpalleHns NnekapCTBEHHbIX CPeAcTB (MeQULMHCKNX OpraHn3auunii)
MO BbISBNEHWIO HeXenaTenbHbIX peakuun u WHOW MHpopMauun no 6esonacHoCcTM K 3PMEKTUBHOCTU MpU
NPUMEHEHUM NEKApPCTBEHHbIX MNPENapaToB pPernaMeHTUpPyeTcss BHYTPEHHUMMWU MNpuKasamMmn  MeOULUHCKOW
opraHm3auun.

35. CybbekTbl 06palLeHnss neKkapCTBEHHbIX CPeACTB (MeanUMHCKMe opraHnsauun) oba3aHbl B CPok He bonee
3 pabounx gHen coobwiatb B Poc3gpaBHaa30p 0 cepbe3HbIX HeXenaTerbHbIX peakumsx ¢ netanbHbIM MCXO40M
UNU Yyrpo3on Xn3HW, 3a UCKMIOYEHNEM HexenaTenbHbIX peakunid, BbIABMEHHbIX B X0o4e NPOBEeAEeHUs KIMHUYECKUX
nccnegoBaHUm, NPOBOAMMbBIX B JA@HHOW MeMWLMHCKOW opraHu3aLmu.

36. CyObekTbl 0OpalLeHNst TeKapCTBEHHbIX CPEACTB (MeOULMHCKME OpraHu3auumn) B CPoK, He NpeBbiLLatoLLni
15 kaneHgapHbIX OHen, coobwatoT B Poc3gpaBHag3op O Criegylowmx HexXenaTenbHbIX peakumsx M UHOM
MHpopmaumm no 6esonacHoCcT M 3PAEKTUBHOCTU, BbISBIIEHHON OaHHOW MEAMUMHCKOW opraHusauuen, 3a
UCKNIOYEHMEM HexenaTerbHbIX peakuyui, BbIIBNEHHbIX B XOA4e NpoBeAeHUs KINUHUYECKUX UccrnefoBaHum:

1) cepbesHbIXx HexenaTerbHbIX peakuMsax Ha fekapCTBEeHHble npenapatbl, 3a MWCKIOYEHWEM CEepbe3HbIX
HeXxenaTtenbHbIX peakuui, ykasaHHbIX B nyHKTe 35 HacToswero Nopsagka;

2) cnyyasx nepegayn MHPEKLMOHHOIO 3aboneBaHns Yepes nekapcTBeHHbIN npenapar;

3) cnyyasax oOTcyTCTBUS 3asiBNEHHOM 3O(EKTMBHOCTU NEKAPCTBEHHbLIX MPEnapaToB, NPUMEHSEMbIX MNpu
3aboneBaHusiX, NPeaCcTaBNALWMX Yrpo3y ANSA XMU3HWM 4YenoBeKa, BakUuMH AMs NpOoUNakTUKM UHMEKLMOHHBIX
3aboneBaHniA, FEeKapCTBEHHbIX MpenapaToB [Ans NpefoTBpalleHuss OepeMeHHOCTW, Korga OTCyTCTBUE
KnMHu4veckoro adcpekta He BbI3BaHO WMHAMBMAYaNbHBIMM OCOOEHHOCTSIMM MauveHTa u (unu) cneumdukon ero
3aboneBaHus;

4) HexenaTenbHbIX peakuusax, BO3HUKWWX BCNEACTBUE 3MoynoTpebneHus npenapaTtoMm, B CryyYasx
YMBILLMEHHON Nepefo3npOBKN NeKapCTBEHHOMo npenapaTa, Npu BO3geNcTBUN, CBA3aHHOM C NPogdeccuoHanbHom
OEeaTenbHOCTbIO, UNU B Criyyasx UCMNOMb30BaHUSA NekapCcTBEHHOro npenaparta B LensaxX YMbILNEeHHOro NpUYnHEHUs
Bpeda XW3HU 1 300POBLI0 YErNoBeKa.

37. Cnyyan vHOMBUOYyanbHOM HEMepeHOCMMOCTU JeKapCTBEHHbIX CPEACTB, SBMBLUMECH OCHOBaHMEM OIS
BbIMWCKN FEKapCTBEHHbIX MpenapaTtoB MO TOProBOMY HaVMEHOBaHUIO B paMKax MporpaMMm JbrOTHOro
nekapcTBeHHOro obecneveHus, nognexar HanpasneHuio B PocsgpaBHag3op BpayvyebHbIMM  KOMUCCUSIMU, B
nopsigke, yctaHOBNeHHOM npuka3om MunsgpaBa Poccum ot 5 masa 2012 r. N 502+ "O6 yTBepxaeHun nopsigka
CO3[aHusa U JeaTenbHOCTM BpayebHOM KOMUCCUM MEAMNLIMHCKON opraHmn3aumm” <4> B Cpok, He NMpeBbIaoLwLni NaTn
pabounx AHEeN ¢ gaTthbl BbIMUCKMA COOTBETCTBYHOLLETO JIEKAPCTBEHHOIO NpenapaTa no TOProBOMy HauMeHOBaHMIO.
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<4> Tlpuka3 MwuHucTepcTBa 3gpaBooxpaHeHuss Poccunckon degepaumm oT 5 mas 2012 r. N 5021 "O6
YTBEPXKAEHUN TNOpsiAka CO34aHUs W JeATenbHOCTM BpayebHOM KOMUCCMU  MEOWUMHCKOW  opraHusaummn”
(3apernctpmpoBan MuHioctom Poccum 9 mioHs 2012 r., pernctpaumoHHbin N 24516, P 22 nioHst 2012 1. N 141) B
penakumun MNpukasza MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon ®epepaumm ot 2 gekabpsa 2013 r. N 886H "O
BHECEHUM n3MeHeHu B opsiook co3faHnsa u AesiTenbHOCTU BpavyebHOM KOMUCCUU MEOULMHCKOW OpraHu3aLmu,
YTBEPXKAEHHbIN Npuka3omMm MuUHUCTepCTBa 30paBOOXpaHEHUS 1 coumanbHoro passuTtusa Poccuinckon denepauum ot
5 mas 2012 r. N 502H, n B Nopsigok HasHa4YeHUs U BbINUCbIBAHMS NEKApCTBEHHbLIX NpenapaToB, YTBEMKAEHHbIN
npuka3om MuHuctepcTBa 3gpaBooxpaHeHusi Poccuinckon ®epepauum ot 20 pgekabpa 2012 r. N 11754"
(3apernctpuposaH MuHioctom Poccnn 23.12.2013 N 30714).

38. Cpok Onsi coobLieHnss O HexenaTenbHbIX peakuusx M WHOW uHdopmaumm no 6esonacHocTn u
3hPEKTUBHOCTH, YKa3aHHOM B nyHkTax 35 - 36 Hactoswero [lopsgka, ucuucnsieTcs € gaTbl, Korga
OTBETCTBEHHOMY MO (hapMakoHaA30py OOJPKHOCTHOMY nuvuy cybbekTa obpalleHusi NeKapCTBEHHbIX CPEACTB
(MeanumMHCKOM opraHu3aumnn) cTanu U3BeCTHbl Credylolmne CBEAEHUS O HexenaTernbHOW peakuun unu ocobon
cUTyauuu:

1) wHdopmaumsa, nossondawLLaa naeHTUGUUMPOBaTL OpUMAMYECKOE UK (br3myeckoe nuuo, BbisIBUBLLEE
HexenaTenbHyl0 peakumio unu ocobyto cutyaumio;

2) uvHdopMauud, nossonswas MAoeHTUPUUMPOBaTL U3NYeckoe nuuo, y KoToporo Habnoganach
HexenaTenbHas peakums;

3) nHopmaums, No3sonsLLas MAeHTMPUUMPOBaTb NeKapCTBEHHbIV Npenapar;

4) nHdbopmaLms, NO3BONALLAA UAEHTUDULMPOBATL CUMNTOMbI HEXENATENbHOW peakuum.

39. Konuu coobleHnin, HanpaeneHHbIX B Poc3apaBHag3op, B COOTBETCTBUM € NyHKTaMu 35 - 36 HacTosILLEro
Mopsaka, coxpaHATCs B MEAULIMHCKOW LOKYMEHTaUUM NauneHToB.

40. CoobuweHusn, MOBb, POOB, noctynatowue B anektpoHHoM Buage B AWMC PocsgpaBHagsopa,
pPerncTpupyoTCst aBTOMaTUYECKM.

41. CoobuweHus, noctynatowume B Poc3gpaBHag3op Mo 3nekTpoHHoW noyTe, a Takke [10Bb, POOB,
noctynawowme B Poc3gpaBHag30p Ha SMNEKTPOHHbIX HOCUTENsX, perncTpupyrotca u  BHocaTca B AUC
PocagpaBHaasopa B TeveHune 5 paboumx aHen ¢ aatbl X NOCTYMMAEHMS.

42. OueHka WHGOpPMAUUM HAYYHOrO W KAMHUYECKOrO XapakTtepa, coAepxalencs B CoobLieHusX,
noctynatowwmx B AIC PocagpaBHaasopa, OCyLeCTBNSAETCS 9KCNEPTHOW opraHu3auuen B TedyeHue 5 pabounx gHen
C AaTbl NOCTYNMEHUS.

OueHka uHdopMaumM Hay4YHOro 1 KIMHWYECKOro xapaktepa, cogepxauercs B OB n POOB, nposogutcs
3KCMepTHON opraHmnsauunen B TedeHne 60 paboumnx gHel ¢ gaTbl X NOCTYNSIEHUSA B 9KCMEPTHYIO OpraHvM3auumio.

43. Pe3ynbTaTthl OLEHKN MHAOPMAaLMN HAayYHOTO U KIMHUYECKOrO XapaKkTepa, CoAepKallencst B COOOLLEHNSAX,
HanpasnstoTcs B PocaapaBHag30p 3KCNepTHOW OpraHn3aumveit B cocTaBe exXeHeaernbHbIX OTYETOB.

PesynbTatbl WHMOpMaUMW Hay4yHOro W KIMHWYECKOro xapaktepa, copepxawenca B MOB n POOB,
HanpaensoTcs B PocagpaBHag30p B cOCTaBe EXXKEMECSYHbIX OTYETOB 3KCNEPTHOW OpraHu3aumm.

44. Tpwu BbISIBNEHUN 3KCNEePTHOW opraHu3auunen HecootBeTcTBUA npeactasneHHoro NMOB nyHktam EASC 8.4
- 8.5 lpaBun Hagnexawew npaktvkn ¢apmakoHagsopa, n POOB nyHkty 4 npunoxeHus N 12 [lpasun
Hagnexallen knuHudeckon npaktukn EASC, PocsgpaBHag3op B Cpok, He npesbiwatowmi 10 pabounx gHen ¢
AaTtbl NOCTynneHus AaHHoW wHdOopMauuu, HanpaendeT AepxaTenio perncTpauuoHHOro  YAOCTOBEPEHMS
NeKkapCTBEHHOro npenapara unu lpuaudyeckomy nuuy, Ha UMSA KOTOPOro BbldaHO paspelleHne Ha npoBedeHune
KMMHUYECKNX NccneoBaHnin, 3anpoc o BHeceHun nameHexun B NMNOB nnm POOB.

45. [epxaTtenb permcTpaumMoHHOro YAOCTOBEPEHWS NIEKapCTBEHHOIO Npenapara unv tpuanyeckoe nuuo, Ha
UMS KOTOPOrO BbiJaHO pas3pelleHne Ha NpoBedeHME KIMHUYECKUX UCCRefoBaHUN, B CPoOK, He npesbiwatowmii 30
pabounx OHen c fatbl nonyyeHus 3anpoca Poc3gpaBHaasopa, ykasaHHOro B nyHkTe 44 Hactosiwero Nopsigka,
HanpasnseTt B PocagpasHaasop NOB B cootBeTcTBUM € NnyHKTamn EASC 8.4 - 8.5 NMpasun Hagnexalyen npakTukm
hapmakoHaasopa, u POOB B cootBeTcTBUM C NyHKTOM 4 npunoxeHus N 12 lMpasun Hagnexawen KnMHN4eckon
npaktnkn EASC.

46. lMpn BLISBMEHUN 3KCNEPTHOW opraHwWsauuen B Xo4e OLEHKM WHpOopMaunm HayydHOro U KiMHUYECKOro
Xapaktepa, cogepxawmxca B coobuweHnsx, OB, POOB cBegeHwid, OTCYTCTBYKOLWMUX B MHCTPYKUMM MO
MEOUUMHCKOMY MPUMEHEHWI0 UMW  OOKYMEHTauuMM KIMHUYECKOrO WCCMedOBaHUSA, M3MEHSIIOLINX OTHOLLEHWe
OXMOAEeMOW MOosb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWs NeKapCTBEHHOro npenapaTta, 3KCnepTHas opraHusauus
HanpasnseT 3aknoveHne ob atom B PocsgpaBHag3op B Cpok He no3gHee 5 pabouux gHew ¢ AaTtbl BbiABNEHUSA
COOTBETCTBYHLUMX CBEOEHUMN.

47. B cniy4qae, eCnv COIMacHO 3aKSiOYEHWIO0 3KCMEPTHOW OpraHmn3auun, NpUYMHON HeXenaTemnbHOW peakuun
WUNN yrpo3sbl >KU3HW U 340POBbLI0 YENOBEKa MOIIO SIBNSATLCHA HapylleHWe cybbekTamu obpalleHnst nekapCTBEHHbIX
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cpeacTB  3akoHofaTenbHblX TpeboBaHum K dapMakoHag3opy, MO0 HapylleHue npaBuil  Haanexallen
KMMHUYECKOW MpakTukyM, Poc3gpaBHag3op MpuHMMaeT pelleHve O NpoBedeHuMM NpOoBEepkM  cobnogeHus
cybbekTamn OOpalleHNsl NEeKapCTBEHHbIX CPeacTB YCTaHOBIEHHbIX PepepanbHbiM 3akoHoM oOT 12.04.2010 N
61-03 "O6 obpalleHun nekapcTBeHHbIX CPeACTB" U MPUHATBIMU B COOTBETCTBUM C HUM MHBIMU HOPMAaTMBHbLIMU
npaesoBbiMn aktamu Poccuinckon Pepepauumm TpebOBaHUN K KMMHUYECKUM WCCRefoBaHUsIM NEKapCTBEHHbIX
npenapaToB, XpaHeHWo, nepeBo3ke, BBO3y B Poccunckyto denepauuto, OTNYCKy, peanusaumm nekapCTBEHHbIX
CpPeacTB, NPUMEHEHUIO NEKapCTBEHHbIX NpenapaToB B nopsiake, ycTtaHoBneHHoM depeparnbHbiM 3aKOHOM OT 26
aekabpsa 2008 r. N 294-03 "O 3awmte npaB lOPUANYECKUX NUL, U MHOMBMAYANbHLIX MNpeanpuHumMaTenen npu
OCYLLLEeCTBMNEHMM rOCYAapCTBEHHOIO KOHTPOIS (Hag3opa) v MyHMUMNanbHOro KoHTpona" <5>.

<5> ®depepanbHbii 3akoH oT 26 gekabpsa 2008 r. N 294-03 "O 3zawuTe npaB OPUANYECKUX IUL, W
WHOMBMAYaANbHbLIX NpegnpuHMMaTtenen nNpu  OCYLEeCTBNIEHUN TOCygapCTBEHHOro KOHTpons (Hagsopa) u
MyHuumMnanbHoro koHTponsa" (CobpaHue 3akoHogartenbcTBa Poccunckon ®epepaumm, 2008, N 52, cT. 6249; 2009,
N 18, cT. 2140; N 29, cT1. 3601; N 48, ct. 5711; N 52, cT1. 6441; 2010, N 17, cT. 1988; N 18, cT1. 2142; N 31, cT.
4160, cT1. 4193, cT. 4196, N 32, cT. 4298; 2011, N 1, c1. 20; N 17, c1. 2310; N 23, cT. 3263; N 27, cT. 3880; N 30,
cT. 4590; N 48, cT. 6728; 2012, N 19, cT. 2281; N 26, cT. 3446; N 31, cT. 4320, cT. 4322).

48. B cniyyae, ecnv COrnacHoO 3akioYeHW0 3KCMEePTHON OpraHmn3auun, NPUHMHON HeXenaTenbHON peakuun
MOrMO SABMATbCA HECOOTBETCTBME JieKapCTBEHHOro mnpenapata TpeboBaHuaAM KayecTtBa, PocagpasHagsop
NPMHUMAaeET pelleHVe O npoBedeHMU BbIDOPOYHOro KOHTPOMS KayecTBa COOTBETCTBYHOLLEro JeKapCTBEHHOro
npenapaTta B Nopsigke, yCTaHOBIIEHHOM 3akoHoAdaTenbcTBoM Poccuiickon ®egepauun. <6>

<6> lMpukas PegepanbHoi cnyxobl N0 Hag3opy B cdepe 3apaBooxpaHeHns ot 7 aerycta 2015 r. N 5539
"O6 yTtBepxaeHun [Mopsgka ocylwecTBNeHUs BbIOOPOYHOrO KOHTPOSMS KavyecTBa fEKApCTBEHHbIX CPeacTB Ans
MeauumMHckoro npumeHeHus" (3apeructpmpoBaH MuHioctom Poccum 9 asrycta 2015 r., perncrtpauuoHHbin N
39263, "bronneTeHb HOPMATUBHBIX akTOB befeparnbHbiX OpraHoB ucnonHutensHon Bnactu”, N 48, 30.11.2015).

49. B TeyeHne 5 pabounx gHen ¢ gaTbl NOCTYMNEHMS 3aKIHOYEHNS 3KCNEPTHOM OpraHM3auun, cogepxallero
WMHOpPMaLMIO O BbISIBIIEHUM HOBbIX AaHHbIX N0 6e30MacHOCTN U 3h(PEKTUBHOCTM NEKAPCTBEHHbIX NpenapaToB, He
CoAepXaLmMxcsa B UHCTPYKLUUN NO MEAULMHCKOMY NMPUMEHEHUIO UMW OOKYMEHTALMM KITMHUYECKOrOo UCCNeaoBaHUs,
N3MEHSAIOLLMX OTHOLLUEHME OXWOAEMOWN MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHbIX Npenapartos,
PocagpaBHag3op yBepomnissieT o6 3TOM  gepXaTena perncrpaumMoOHHOrO0  YAOCTOBEPEHUS NeKapCTBEHHOro
npenapata wnu opuanyeckoe nuuo, Ha MMSA KOTOPOro BblJAHO paspelleHve Ha npoBedeHue KIUHUYECKUX
nccrnegoBaHun.

50. epxaTtenb perncTpaunoHHOro yaoCTOBEPEHUS NeKapCTBEHHOMO npenapaTa unu tpuamyeckoe nuuo, Ha
MUMS KOTOPOrO Bbl4AHO paspeLleHne Ha NPOBEAEHNE KITMHUYECKMX UCCrefoBaHun, B TedeHme 10 pabounx gHen c
MOMeHTa nony4yeHus yseaomneHna Poc3apasHansopa, ykaszaHHoro B nyHkte 49 Hactosduwero Nopsagka, nposoauTt
NpoBepKy AOCTOBEPHOCTU MOMYyYEHHOW MHOPMaUUM MU NpeacTaBnseT MHOPMaUUIo O pesynbTaTtax NpoBepKn B
Poc3sgpasHaasop.

51. B nepuog nposedeHus npoBepkw, ykasaHHOM B nyHkte 50 HacTtoswero [lopsgka, gepxartenb
PErncTpaumMoOHHOrO YAOCTOBEPEHUSA NEKAPCTBEHHOrO MnpenapaTta Wnu KpUAMYEcKoe NULOo, Ha WUMSA KOTOPOro
BblJaHO paspeLleHne Ha NpoBeAEHUE KITMHUYECKMX UCCReAOBaHWUNA, MpUHUMaEeT Heobxooumble Mepbl ANns TOro,
4yTOOBI BpEen, CBA3aHHbIN C obOpaLLleHMeM COOTBETCTBYHOLLENO NIEKAPCTBEHHOrO Npenapara, He yBENUYMIICS.

52. B TeyeHne 10 paboumx OHeln ¢ AaTtbl NOCTYMMEHUSA Pe3ynbTaToB NMPOBEPKW, YkaszaHHOW B nyHkTe 50
HacTodwero [lopagka, npoBedeHHOW [AdepXaTenem perncTpaumoHHOro yaocTtoBepeHusi, PocsgpaBHagsop
yBegoMmnaeT MuHUCTEPCTBO 3apaBooxpaHeHus Poccuitickon degepaumt O BbISIBIEHUM HOBbIX [aHHbIX MO
Ge3onacHoOCTM U 3(PADEKTUBHOCTU JIEKAPCTBEHHBIX MNPENapaToB, HE COAEpPXallMxCcsi B  WMHCTPYKUMW MO
MeOMWLMHCKOMY MPUMEHEHUIO UMW [AOKYMEHTaUMU KIMHUYECKOro UcCnegoBaHus, U3MEHSAILWMX OTHOLLeHue
OXuMOaeMon norb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS TNeKapCTBEHHbIX MpenapaToB, W HanpasnseT
COOTBETCTBYIOLLYIO WMHGPOPMaLMIO AMs1 PacCMOTPEHMs BOMpoca O HeobXO4MMOCTW BHECEHUS W3MEHEHWIA B
perncTpaumMoHHoOe [0Cbe JIEKAapCTBEHHOro mnpenapara, OTMEHbl FOCyJapCTBEHHOW perucTpauuu, npoBedeHun
OOKIMMHUYECKNX WUNN  KIMHUYECKUX WUCCNEeAOoBaHWMN JeKapCTBEHHOrO npenapara, nMbo MHbIX OOMONTHUTENBHbIX
nuccrnegoBaHUM  kavectBa, addekTmBHOCTM M Ge3onacHOCTM  NeKapCTBEHHOro npenapaTta (ganee -
OOMONHUTENbHBIX MUCCNefoBaHWMi), a Takke O HeobxogumocTn, nmbo 06 OTCyTCTBUM HEOoBXOAMMOCTU
NPUOCTAHOBIIEHUSA OOpalleHnUs JNEeKapCTBEHHOro npenapata Ha Nepuod MNPOBEAEHUs  AOMOSTHUTEIbHbIX
nccrnegoBaHun, NMbo Ha nepuod, HeOOXOAUMbBIA AN BHECEHUS] UBMEHEHUI B PEMMCTPALMOHHYIO OOKYMEHTALUUIO
nekapcTBEHHOro npenapara.
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53. Mo utoram paccMOTpeHUs pe3ynbTaToOB MPOBEPKM, yKa3aHHOM B nyHkTe 50 Hactoswero lMopsagka,
npeacTaBneHHbIX AepXaTenem perncTpaumMoHHOro YA0CTOBEPEHNS fekapcTBEHHOro npenapara, PocagpasHaasop
B TeyeHne 30 paboumx gHewW C [JaTtbl MOMyYeHWs pes3ynbTaTOB MPOBEPKW, BMpaBe HanpaBUTb OepXaTento
perncTpaumoHHOro yaoCTOBEPEHUs 3anpoc 0 HeobxoanmocTu paspaboTku NnaHa ynpaBneHus puckamu (ganee -
MYP) B cooTBeTCTBUM C NyHKTaMu 6.2.4 - 6.2.5 MNpaBun Hagnexatlemn npakTuku papmakoHagsopa EASC.

54. MYP nognexut HanpaeneHuto B PocsgpaBHag3op B TeyeHwe 60 paboumx AHen ¢ gaTbl NOnyyYeHust
3anpoca Poc3agpaBHaasopa, ykasaHHOro B nyHkTe 52 HacTosiwero Nopsaka.

55. MNpwu BbISBNEHUN OepkaTenem perncTpaumMoHHOro yOOCTOBEPEHUSI NEKapCTBEHHOro npenapara, B xofe
npoBefeHus npoBepku, ykasaHHoW B nyHkTe 50 HacTtoswero [lopsagka, vHdoOpmauum O HECOOTBETCTBUM
nekapcTBEHHOro nmnpenapata TpeboBaHMsSM kKavecTBa, a3dPeKkTMBHOCTM U  Oe3onacHOCTH, JdepxaTernb
perncTpaumMoHHOro yAOCTOBEPEHUS] NIEKApCTBEHHOrO Mpenapata BnpaeBe camocToATenbHO paspabotatb [MYP u
npeacTasuTb ero B PocsgpaBHansop.

56. TIYP BknoyaeT nogpobHoe onucaHMe MeponpusaTuiA no  dapMakoHag3opy, HamnpaBneHHbIX Ha
BbISIBNEHWE, OUEHKY W npegoTBpalleHne unn  MUHUMU3auMIo  PUCKOB, CBA3aHHbIX C  feKapCTBEHHbIMU
npenapaTtamu, BKroYasa oueHKy 3(pekTUBHOCTM JaHHbIX MEPOMNPUATUN.

57. Poc3gpaBHag3op B CPOK, He npeBbllakLmi 5 pabounx gHen ¢ aatel noctynneHus MNYP, Hanpasngaet
€ro B OKCMEpPTHYH oOpraHu3auuio And NPOBEAEHMSI HayYHO-KMUMHUYECKOW OLEHKM C LUenbio onpeaeneHus
OOCTaTOYHOCTU MnpeanaraemblX MeponpuaTUn NS NpeaoTBpalleHMst Bpeda XM3HM U 300POBbI0 FpaxaaH npu
NpPUMEHEHMM NeKapCTBEHHOro nNpenapara.

58. 3aknodeHne 9KCMEepTHOM oOpraHu3aumMm O [OCTaTOMHOCTU npeasnioxeHHbix [MYP meponpustuin ang
npefoTepalleHMs Bpeda XW3HM W 300POBbI0, rpaxaaH npu MNpUMEHEHUW FeKkapCTBEeHHOro npenapara
Hanpaensietca B Poc3gpaBHag3op B TeyeHne 20 paboumx gHer ¢ gaTtbl noctynneHust TYP B 3KCNepTHYHO
opraHusauumio.

59. Poc3gpaBHansop B TedeHne 5 paboumx gHen ¢ aatbl MOMYyYeHUs 3aKiio4eHNs SKCNepTHOM opraHmM3auuu,
yKasaHHOro B nyHKkTe 57 HacTtosiwero [lopsgka, HanpaBnseT AepXaTeno perncTpauuoHHOro yaoCTOBepeHust
nekapCTBEHHOro npenaparta yBegomneHue o cornacosanum MNMYP, nubo yBegomneHne o He06X04MMOCTU BHECEHNSA
nameHeHun B MYyP.

60. B cnyyae nonyyeHus yBedoMneHWss O HeobGXOAMMOCTM BHeceHusi uameHeHun B [MYP gepxartenb
PErncTpaumoHHOro YAOCTOBEPEHNS NEKAPCTBEHHOrO npenapaTa B CPOK, He npesbiwatowmii 20 pabounx gHen co
OHS nonyyYyeHus AaHHOro yeegomreHus, npeacraengaet B PocsgpasHaasop MYP ¢ yueTom BHECEHHBIX U3BMEHEHUN.

61. Mo uToram paccmoTpeHusi pe3ynbTaToB MNPOBEPKWU, ykadaHnHbIX B NyHkTe 50 HacTtoswero opsgka,
NpeAcCTaBreHHbIX PUANYECKUM NULOM, Ha MMS KOTOPOrO BbldaHO paspelleHne Ha NPoBeAEeHWE KIMHUYECKMX
nccrnegosanun, Poc3gpaBHagsop B TedeHue 30 paboumx OHew € gaTtbl MOMyYeHMsl pe3ynbTaToB MPOBEPKM,
paccmatpuBaeT BOMPOC O HanpaeneHun MuHucTepcTBYy 3apaBooxpaHeHuss Poccunckon ®degepauum u
IopuandeckoMy nuly, Ha MMs KOTOpPOro BblJaHO paspelleHue Ha MpoBedeHUe KIUHUYECKUX WCCredoBaHui,
COOTBETCTBYIOLLEV MHGPOPMALIMM st PaCCMOTPEHNS BOMpoca 0 HE0B6XoANMMOCTU NMPUOCTAHOBMNEHUS KITMHUYECKOTO
nccrneoBaHusi, JOCPOYHOMO 3aBepLUEHMS KITMHUYECKOrO UCCreoBaHusi, MMbo BHECEHMS U3MEHEHWUA B MPOTOKON
KNUHUYECKOro UccrefoBaHums.

62. Mo pesynbtatam chapmakoHaasopa Poc3gpaBHaasop pa3mellaeTt Ha CBOEM ohmLmManbHOM canTe B CETU
"UnTtepHeT" cBegeHus o peweHusx MuHucTtepcTBa 3gpaBooxpaHeHuss Poccuiickon ®Pepepaumun, NPUHATBIX MO
pesynbTatam paccMoTpeHus nHgopmaumm Poc3gpasHaasopa, ykasaHHoW B NyHKTe 52 HacToswero MNopsaaka.

Mpunoxexne N 1

k Mopsaky ocywecTBneHns
dapmakoHagsopa, yTBepXO4eHHOMY
npvkasom PegepanbHon cnyxobl

no Hafas3opy B cdpepe 3apaBoOOXpaHeHns
oT 15.02.2017 N 1071

PekomeHayembili obpasey

3 N3BELWEHNE
O HEXXENATEJIbHOW PEAKLINN UINU OTCYTCTBUWM TEPANEBTUYECKOIO
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Mpuka3 Poc3gpaBHagsopa ot 15.02.2017 N 1071 [lokyMeHT npeaocTasneH KoHcynsTaHTlnioc
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(3aperucTpuposaHo B Mu... [ata coxpaHerus: 26.03.

OOODEKTA NIEKAPCTBEHHOTI O MPEMAPATA

|:| MepBnyHOE |:| JononHuTtenbHas MHdopmauus K coobLLeHuto
N oT

[aHHble nauneHTa

MHnumanel nauneHTta (Ko naumeHTa) <*> Mon |:| M |:| W Bec Kr

Bospact BepemeHHOCTb |:| , CPOK HeOenb

Anneprus |:| Het |:| Ectb, Ha

Neyenne |:| ambynaTopHoe |:| cTaumoHapHoe |:| camorneveHue

JlekapcTBeHHbIe cpeacTBa, NPeAnooXUTENbHO BbidbiBatowmne HP

HanmeHoBa | MNpousso | Homep | [Josa, nyTb | [aTta Havyana HaTta MNokasaHne
Hue J1C auternb cepun BBEJEHUSA Tepanum OKOHYaHu4A
TOproesoe) Tepanuu
<*>
1
2
3
HexenartenebHasa peakuus [arta Hayana HP
OnucaHve peakunn <*> (yKkakute BCce AeTanw, BKMNoyasi JaHHble Kputepun cepbesHocTn HP:

nabopaTopHbIX UCCNeaOBaHNN)

|:| CwmepTb

|:| Yrposa xusHu

|:| FocnuTanusauus unn ee
npoanexue

|:| MHBanuaHocTb

|:| BpoxaeHHble aHoOManum

|:| KnuHunyeckn sHaummoe
cobbITne

HaTa paspeweHua HP

|:| He npumeHrmo

MpeanpuHsATLIE Mepbl

KoHcynbTaHnTlInroc
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Mpuka3 Poc3gpaBHagsopa ot 15.02.2017 N 1071
"O6 yTBepxxaeHum MNMopsaka ocylecTBneHus dapmakoHaasopa”
(BapernctpupoaHo B Mu...

[okymeHT npegoctasneH KoHcynbTaHTtlnoc
[arta coxpaHeHus: 26.03.2017

|:| Bes neuenusa |:| OtmeHa nogospesaemoro J1IC |:| CHwxeHune gosbl J1C

|:| HemeankameHTO3Hasa Tepanusa (B T.4. XMpypruieckoe BMeLIaTenbCcTBO)

|:| HEKapCTBEHHaﬂ Tepanua

Ncxon

|:| Bbizgoposnexune 6e3 nocnencraun |:| Yny4iweHne coCcToAHNSA |:| CocTosiHne 6e3 n3meHeHwii

|:| BbiagopoeneHue ¢ nocrneacTemsiMu (ykasaTb)

|:| CwmepTb |:| HeussecTHO |:| He npumenunmo

Conpogoxganacbk nim oTmeHa J1C |:| Het |:| Ma |:| NC He oTMeHsnoch |:| He
ncumsHoseHvem HP?

NPUMEHNMO
HasHauanock 1 nekapcTso NOBTOPHO? |:| Het PesynbTat |:| He
D Ma NPUMEHNMO

Opyrve nekapcTBeHHble CpPeAcTBa, NPUHMMaemble B Te4eHne nocnegHux 3 mecsues, Bknoyas J1C,
NpUHMMaeMble NaLMeHTOM CaMOCTOATENbHO (MO COBCTBEHHOMY XeNaHuto)

HaumeHoBa | Mpousso | Homep | Josa, nyte | Jata Havyana Jata MNokasaHune
Hue JIC avntenb cepun BBeAEHUS Tepanum OKOHYaHus
(ToproBoe) Tepanuu

1

2

3

4

5

[aHHble cooblatoLlero nuua

|:| Bpau |:| [pyron cneunanuct cucTembl 34paBoOXpaHeHunst |:| MNauneHt |:| NHon

KoHTakTHbIV TenedoH/e-mail: <*>

®.1.0.

HomKkHOCTb U MecTo paboTbl

[aTa coobLueHuns
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<*> [Tone ob6sa3aTenbHO K 3anonHeHuto.

CoobLeHne MOXeT ObITb OTNPaBMEHO:

- e-mail: pharm@roszdravnadzor.ru,

- thakc: +7(495)698-15-73,

- OH-NarH Ha cante www.npr.roszdravnadzor.ru

- noytoBLIN agpec: 109074, r. MockBa, CnaBsiHCKasi nnowagp, 4. 4, ctpoeHune 1.

Mpunoxexne N 2

Kk MNopsaky ocyLllecTBreHns
hapmakoHaasopa, yTBepxaeHHOMY
npukasom PegepanbHon cnyxoObi

no Haas3opy B cdpepe 3apaBoOXpaHeHus
ot 15.02.2017 N 1071

PekomeHayembinn obpasel

CoobLeHne
0 CepbesHOol HenpeaBUaEeHHOW HeXenaTenbHON peakumm
Ha NekapCTBEHHbI Npenapar, U3y4atoLniics
B KNMMHWYECKOM UCCreaoBaHum

N NPOTOKOJ1a KITMHNYECKOro
ncecnenoBaHuA

HaumeHoBaHue J1C

HanmeHoBaHue npoToKoNa

N paspelueHusa Ha npoBegeHue KU 8 PO

HanmeHoBaHMe ne4eGHOro yupexaeHus,
B KOTOPOM BbIsIBNEHa HexenartenbHas
peakums (ecnv peakuus NpounsoLLnia B
Poccuickon ®egepauun)

I. MHbopmaums o HexxenaTenbHOW peakumm

1. Mhnumansi 1a. CtpaHa | 2. [aTta 2a. | 3.Mon | 4-6.OdaTta |8-12. OTmeTbTe BCe,
naumeHTa poxaeHn | Bosp Havana 4YTO COOTBETCTBYET
4 act HexenaTtens | HITP
HOW peakumm
|:| CmepTb
(oeHb/mecsu r
ocnutTanuaaums
/ron) D 4

unn ee npoaneHune

7 - 13. OnucaHue HexenaTenbHOW peakunn (BKMYasa AaHHble |:| Croiikasi yTpaTa

KoHcynbTaHnTlInroc
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"O6 yTBepxxaeHum MNMopsaka ocylecTBneHus dapmakoHaasopa”

(BapernctpupoaHo B Mu...

[okymeHT npegoctasneH KoHcynbTaHTtlnoc
[arta coxpaHeHus: 26.03.2017

nabopaTopHbIX U MHCTPYMEHTAaNbHbIX NCCneaoBaHni)

TPYAOCNOCOBHOCTU nnu
WHBanNMaHOCTb

|:| Yrpo3sa Xu3Hu

Il. NHdhopmaLumna o nogo3peBaeMom NekapCTBEHHOM

npenapaTte (npenaparax)

HanMeHoBaHue)

14. Nopo3peBaeMblli NIeKapCTBEHHbIN Npenapar (Bko4as
MeXayHapOoaHOe HenaTeHTOBAHHOE HAaUMEHOBaHWE Uy rPYNNUPOBOYHOE

20. Ncyesna nn
peakums nocrne oTMeEHbI
npenapara?

|:| Ha |:| Het

|:| Henpumerumo

15. CyTtouHas gosa(bl)

16. MNyTb(-n) BBEAeHUs

21. Bo3Hukna nu

17. MNokasaHune(s) K Ha3HaYeHWIo:

peakumsi BHOBb Mocrne
MOBTOPHOrO
npnmeHeHna
neKapCTBEHHOro
npenaparta?

|:| [a |:| Het

|:| Henpumexnmo

18. [laTbl NneyeHus c no

19. MNMpoJoNKNTENLHOCTL TEpanuu

Ill. ConyTcTBYlOLLAA NekapcTBeHHas Tepanus 1 aHamHes3

22. ConyTCcTBYIOWMNA NeKapCTBEHHbIM npenapat(-bl) U [aTbl BBEOAEHUS (3a MUCKMYEHWeM Tex,
KOTOpble MPUMEHANM ANA NeYeHNs HexenaTenbHON peakumm)

23. [pyrve peneBaHTHble OaHHble aHamMHe3a (Hanpumep, AuarHo3sbl, annepruu, 6epeMeHHOCTb C
yKkasaHWeMm BpeMeHW nocrnegHen MeHcTpyaumu v T.4)

KoHcynbTaHTlM0C: NpumMeyaHue.

Hymepau,vm pa3genoB AaHa B COOTBETCTBUN C O(*)I/ILI,I/IaJ'IbeIM TEKCTOM OOKyMEHTa.

. NHas nadopmaums

24. HavmeHoBaHuWe 1 agpec nponssoauTens

24a. U geHTUKaLMOHHBIN HOMepP criyyas

246. data nonyyeHus nHgopmalmm o
HeXXenaTenbHOW peakumn Npou3BoauTenem

248B. ICTOYHUK MHDOPMALMK O HeXenaTenbHoW peakumm

KoHcynbTaHnTlInroc
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|:| WNccnepgoeanne |:| JNutepatypa |:| CneuuanucT 34paBooxXpaHeHust |:| PerynatopHble

opraHbl |:| [pyron

25. [lata gaHHoro cooOLueHns

26. Tun coobLeHns

|:| MNepBuyHoe |:| MoeTtopHoe
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