3aperucTtpupoaHo B MuHiocte Poccnn 20 mapta 2017 . N 46039

MMWHUCTEPCTBO 3[PABOOXPAHEHMUA POCCUNCKOW ®EQEPALINA
®EAOEPAINBbHAA CINYXXBA MO HAA3O0PY B COEPE 3[]PABOOXPAHEHUA

NMPUKA3
ot 15 cheBpansa 2017 r. N 1071

OB YTBEPXXOEHMU NOPAOKA OCYLLECTBNEHNA ®APMAKOHAI3OPA

B cootBeTcTBUM cO cTatbsmn 64, 65 degepanbHoro 3akoHa ot 12 anpens 2010 . N 61-®3 "O6 obpalieHun
nekapcTBeHHbIx cpeacTts” (CobpaHne 3akoHopatensctea 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, cT.
6165; 2014, N 11, cT. 1098; N 43, cT. 5797; N 52, cT. 7540; 2015, N 10, cT. 1404; N 27, ct. 3951; N 29, cT1. 4359, 4367,
4388; N 51, cT. 7245; 2016, N 1, cT. 9; N 23, cT. 3287; N 27, cT. 4238, 4283), npnkasbiBalto:

1. YTBepaunTb npunaraemoin Mopsgok ocywecTeneHms hapmakoHag3opa CornacHO NpUNOXeHNIo.
2. KoHTponb 3a UCNONMHEHNEM HACTOSILLErO NpuKasa ocTaBnsAo 3a Cobon.

PykosoauTenb
M.A.MYPALLKO

YTBEpPXaOeH

npuka3om PenepansHON cnyxobl

no Haas3opy B chepe 30paBOOXPaHEHNS
o1 15.02.2017 N 1071

NOPAAOK OCYLUECTBIIEHUA PAPMAKOHA3OPA
1. Hactosawmi Nopsigok yctaHaBnmBaeT TpeboBaHWs K OCYLLECTBIEHMIO hapMakoHaa3opa.
2. dapmakoHaasop - BUMA AEATENbHOCTM MO MOHUTOPUHIY 3(PEKTMBHOCTM M BE30NacHOCTM neKapCTBEHHbIX

npenapaTtoB, HamnpaBlieHHbIi Ha BbISIBIEHWE, OLEHKY M NpedoTBpalleHue HexenaTerlbHbIX MOCNeacTBUA NpUMeHeHus!
rieKapCTBEHHbIX NpenapaTtos <1>,

<1> MyHKT 52.1 cTtatbn 4 ®eanepanbHoro 3akoHa ot 12 anpenda 2010 r. N 61-®3 "O06 ob6palleHnn NekapCTBEHHbIX
cpenctB" (CobpaHue 3akoHogaTtenbcTBa Poccunckon deagepaumm, 2010, N 16, ct. 1815; N 31, cT. 4161; N 42, cT. 5293;
N 49, c1. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; N 53, cT1. 7587; 2013, N 27, cT1. 3477; N 48, cT. 6165; 2014, N
11, cT. 1098; N 43, c1. 5797; N 52, cT. 7540; 2015, N 10, cT. 1404; N 27, cT. 3951; N 29, cT. 4359, 4367, 4388; N 51, cT.
7245; 2016, N 1, cT. 9; N 23, cT. 3287; N 27, cT. 4238, 4283).

3. ®dapmakoHaasop ocyulectensaetca ®enepansHon cnyxbon no Hagsopy B cdepe 3opaBoOOXpaHeHus (goanee -
PocsgpaBHagsop) nytem aHanu3a npeacrtaBnseMon cybbektamy obpalleHns nekapCcTBEHHbIX CPeacTB MHAOpMaLmmn o
NOOOYHbIX OENCTBUSAX JEKAPCTBEHHbIX CPEACTB, HEXenaTenbHbIX peakuusiX, Cepbe3HbiX HeXenaTerbHbIX peakuusx,
HenpeaBUOEHHbIX HeXenaTenbHbIX peakuusax Mpu MPUMEHEHUN TNEKAPCTBEHHbLIX MNpenapaToB, 00 WHAMBUOYANbHON
HenepeHoCMMOCTU, OTCYTCTBUM 3(PEKTMBHOCTM NEKAPCTBEHHbLIX MPEnapaToB (4anee - HexernaTenbHbIX peakuuin), a
Takke 00 MHbIX (hakTax 1 06CToATENBCTBAX, NPEACTaBNALNX YIPO3Y XU3HN NN 300POBLI0 YernoBeka npu NpUMeHeHUm
NEeKapCTBEHHbIX MpenapaToB (ganee - MHom MHdopmauun no 6e3onacHOCTN 1 3PPEKTUBHOCTH), BbISIBIIEHHBIX Ha BCEX
aTanax obpalleHus nekapcTBeHHbIX NpenapartoB B Poccuiickon ®egepauum n gpyrmx rocygapcreax B Liensix BblSBIEHNS
BO3MOXHbIX HEraTMBHbIX MOCNEACTBUA WX MPUMEHEHWs, VHOMBUAOYaNbHOW HENepeHOCMMOCTU, NpeaynpexaeHus
MeONLMHCKNX pabOTHMKOB, NALMEHTOB U MX 3aLLMTbI OT MPUMEHEHUS TAKUX NIEKAPCTBEHHLIX NpenapaTos.

4. dapmakoHaa30p OCyLLeCTBNseTcA C cobnogeHneM 3akoHogartenscTBa Poccuiickon depepaumm B obnactu
3aLMTbl NEPCOHarnbHbIX AaHHbIX.

5. JOMKHOCTHBIMK NI aMU, YNOJTHOMOYEHHbIMU OCYLLECTBIIATb (bapmaKOHap,sop, ABNAOTCA:

1) pykoBoauTenb (3amecTuTenu pykosoautens) PocsgpaBHaasopa;
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2) pykoBoOAUTENIN CTPYKTYPHbIX I'IOD,pa3,D,e.I'IeHI/II7I Poca/:l,paBHap,3opa, nx 3amecTtutenn, OOJMNKHOCTHbIMU
pernameHTamMmmn KOTopbIX NpeayCMOTPEHbI NOJTHOMOYUA MO OCYyLWEeCTBNEHNIO cbapmaKOHa,u,sopa;

3) MHblEe ToCydapCTBEHHbIE rpaXaaHCKune criy>awune Pocs,u,paBHap,sopa, AOOJDKHOCTHbIMU perfiaMmeHTaMn KOTOpbIX
npenycMoTpeHbl NOJIHOMOYUA NO OCYLLEeCTBIEHUIO cbapmaKOHap,sopa.

6. ®apmakoHaa3op ocylecTensieTcs Poc3gpaBHaa30poOM Ha OCHOBaHUM CBEAEHWI, NOMyYEeHHbIX B BUAE:
1) coobLyeHnit cybbekToB 0bpaLleHns NeKkapCTBEHHbBIX CPeacTB (ganee - coobLeHnin);

2) nepuognyveckmx OT4eTOB MO 0e30macHOCTU NekapCTBEHHbIX npenapatoB (ganee - MOB), HanpaBnsiembix B
PocsapaBHaasop aepxaTtensiMv unu BnagenbLuamMmu permcTpaumoHHbIX YA0CTOBEPEHNIA NEKapCTBEHHbIX NpenapaToB Unm
YMNOMTHOMOYEHHBIMU UMW UHBIMUW IOPUANYECKUMI NMLAMU (Aanee - AepxXaTensMm permcTpaumoHHbIX YAOCTOBEPEHWI);

3) nepuoamyecknx otyeToB no 6GesonacHocTu paspabaTbiBaeMoro (Mccriegyemoro) nekapcTBeHHOro npenapata
(oanee - POOB), HanpaBsnsiemblx B PocaapaBHag3op Hpuanyecknmm nuuamMmu, Ha MMs KOTOpbIX BblAaHbl paspeLueHns Ha
npoBeAeHne KIMHNYeCKnx uccregosanuii B Poccuickon ®egepavmm, nubo gpyrumm ynoriHOMOYEHHbIMW IOPUANYECKUMU
niuuamu (ganee - OpuaMYecKMe nuuamu, Ha WMMsS KOTOPbIX BblAaHbl paspelleHnss Ha MNpoBeAeHWNE KIMHUYECKMX
nccneaoBaHuin);

4) wvHdopmMaLuMK, MONMYyYEHHOM B XO4€e OCYLUECTBMEHUS FOCYAApCTBEHHOrO KOHTponsi (Hags3opa) B cdepe
obpalLeHnst TeKapCTBEHHbIX CPEACTB.

7. B uenax oueHkM MHGopMaumnmn Hay4dHOro M KITIMHUYECKOro Xapaktepa, cogepKalwencs B AOKYMEHTax 1 AaHHbIX,
nepeyncrieHHblx B MyHKTe 6 Hactodwero [lopsigka, PocsgpaBHagsop npusrnekaer PegepanbHoe rocygapCTBEHHOE
GroKETHOE yyYpexaeHue, Haxoasieecs B BeaeHun Poc3gpaBHaasopa (ganee - akcnepTHas opraHv3aums).

8. OueHka WHGOpPMaLMM Hay4yHOro W KIMHWYECKOTo XapakTepa, CoAepalleics B AOKYMEHTaX W [aHHbIX,
nepedncrneHHbliX B NyHKTe 6 HacTtosuwero lMopsiaka, OCHOBbLIBAETCS Ha MPMHUMNAX 3aKOHHOCTM, cobrniodeHus npas u
cBo6of 4enoBeka W rpaxaaHuHa, NpaB PUOMYECKOro nuua, Hes3aBUCMMOCTU 3KcrnepTa, OObekTUBHOCTH,
BCECTOPOHHOCTU U MOMHOTHI MCCMenoBaHui, MPOBOAMMBIX C WCMOMb30BAHUEM COBPEMEHHbLIX AOCTUMKEHWUA Hayku ©
TEXHWKW, OTBETCTBEHHOCTU 3KCTMEPTHOM OpraHM3auuMu Mo MPOBEdEHWI0 3KCTMEepPTHOM OLEHKM M KayecTBa IKCMEpTHOM
OLIEHKM.

9. CoobLleHns cyObekToB ObpalleHNs NeKapCTBEHHbIX CPEACTB, 3a MCKMOYEHWEM OPUONYECKUMX NUL, HA UMS
KOTOpbIX Bbi4aHbl pa3peLleHnss Ha NPoBedeHME KITMHUYECKNX uccrneqoBaHum B Poccunckon ®enepaunn, HanpaenswoTcs
B Pocs3gpaBHag3op no pekomeHOoyeMomy ob6pasuy "M3BelleHnss O HexenaTernbHOW peakuun Wunm OoTCYTCTBUM
TepaneBTU4eckoro adekra nekapcTBeHHOro npenapara”, npusegeHHomy B npunoxeHun N 1 k HacToswemy MNopsaky.

10. CooOLleHNst HOPUANYECKMX NUL, HA WMsi KOTOPbIX BblAaHbl paspelleHns Ha npoBedeHue KITMHUYECKUX
nuccnegosaHuin, HanpasnsawTca B PocsgpaBHagsop no pekomeHgyemoMy obpasuy "CoobuweHus o cepbesHon
HenpeaBUAEHHOW HexenaTenbHOW peakuuu Ha fekKapcTBEHHbIW npenapart, U3yyawlwuinca B KIAUHUYECKOM
nccnegosaHumn", npuBegeHHoMy B npunoxeHnn N 2 Kk HacTodwemy NMopsaky.

11. B cny4ae, ecnn XxapakTep CBedeHWW, yKasaHHblX B nognyHkte 1 nyHkta 6 Hactosiwero [lMopsgka, He
COOTBETCTBYET cofepxaHuto nonen copMm, npmeegeHHsiM B npunoxeHnax N 1 n N 2 k Hactosawemy Mopsagky, nnn B
cryyae, ecnu ykasaHHble cBefdeHusi Obinv BbisiBeHbl 3a npegenamu Poccunckon ®depepaumu, AONyckaeTcs uX
npeacraeneHune B Poc3gpaBHaasop B NpoOM3BONbHON hopme.

12. CoobuweHus HanpaenswTca B Poc3gpaBHags3op vepe3 ABTOMaTU3MPOBAHHYD MH(OPMAaLMOHHYK CUCTEMY
PocsppasHagsopa (ganee - AUC PocagpasHaasopa), nmbo no anektpoHHon nodte pharm@roszdravNadzor.ru. MOB,
POOB npeacTaensitotca B Poc3gpasHaasop Yepe3 AVIC PocagpaBHaasopa NMbo Ha aneKTPOHHBIX HOCUTENSX.

13. [OepxaTtenu peructpaumoHHbIX YOOCTOBEPEHUN B CPOK He OGonee 15 kaneHgapHbIX OHen cooblialT B
Poc3gpaBHag3op cBedeHMA O HexenaTemnbHbIX peakuusx, ykasaHHbix [lpaBunax Hagnexawewn npakTuku
dapmakoHaa3opa, yTBepXKaeHHbIX pelieHnem Coseta EBpasniickon QkoHommuveckorn Kommnccum ot 3 Hosibpa 2016 . N
87 <2>(n.n.7.1.71,7.1.7.3).

<2> [lpaBuna Hagnexawen npakTuku dapMakoHaasopa. YTBepxaeHbl pewweHnem CoseTta EBpaswuickon
OkoHomumyeckon Kommccum ot 3 Hosiopsa 2016 r. N 87 (OdmumanbHbii canT EBpasvMinckoro 3KOHOMUYECKOro COH3a
https://docs.eaeuNioN.org/docs/ru-ru/01411948/cNcd_21112016_87, 21 Hos6ps 2016 1.).

14. Cpok Ons coobLieHNst O HexenaTterbHbIX peakumsix, ykasaHHblx B [lpaBunax Hagnexailien npakTUKu
¢dapmakoHagszopa EA3C (n. 7.1.7.1), wncuducnsaerca B COOTBETCTBUM C [lpaBunamu Hagnexawen npakTukm
dapmakoHagsopa EASC (n. 7.1.2.1).
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15. Cpok coobuweHus wnHoOM wuHdopmaumm no ©Oe3onacHocTM M 3deKTUBHOCTM, YkadaHHoW B [lpaBunax
Hagnexauwen npakTukun dapmakoHansopa EAS3C (n. 7.1.7.3), mncumcnsetrca c [atbl, Korga pgepxatenem
perncTpaLmMoHHOro yaoCTOBEPEHUA FeKapCTBEHHOro npenapata Obiiuv yCTaHOBMEHbI COOTBETCTBYOLME (aKTbl U
obcToaTenbcTBA.

16. [depxaTenu perncTpaumoHHbIX YOOCTOBEPEHWUI NeKapCTBEHHbLIX NpenapaTtoB MNpencTaBnsiioT B
PocsagpasHagsop NMOB no dopme, npueeneHHon B NpaBunax Hagnexallen npaktukn papmakoHagsopa EASC (n. n. 8.4
- 8.5).

17. Mopagok ncuncneHms aatbl OKOHYaHWst cOopa gepkatenem perucTpaumMoHHOrO YOOCTOBEPEHUSI CBEAEHMI O
HexxenaTemnbHbIX peakuusix, WHOW WHdopMauum no OesonacHocTu ans odepegHoro OB u nepuognyHoCcTb
npegctaenexus NMOB onsa nekapCTBEHHbIX NPenapaToB pasnuyHbIX MEXAYHapoaHbIX HEMATEHTOBAHHbIX HAUMEHOBaHUN
UNU rpynnMpoBOYHbIX HAMMEHOBaHUI yTBEepXaatTcs Poc3apaBHaa30poM.

18. [Ina nekapcTBEHHbIX NpenapaTtoB, CPOKM U NepuoanyHocTb npeacTtaeneHus MNOB Ha koTopble He YTBepPXXOEHb!
PocagpaBHag3opoM, NeprMoanyHoCTb M cpoku npeactaeneHus MOB oTcuMTbIBalOTCA OT AaTbl NEPBOM rocyaapCTBEHHOM
perucTpaumm nekapcTBeHHoro npenapara B MUpe U COCTaBMAIoT:

1) kaxable 6 MecsaUeB OT AaTbl NEPBON rOCy4apPCTBEHHOM perncTpauumn B MMpe Ha NpoTSKEHUUN NePBbLIX 2 NET;
2) exxerogHo Ha NpoTSXXeHUW nocrneayoLLmx 2 nerT,;
3) panee - kaxgple 3 roga.

19. TNOB npeacraensoTca B Poc3gpaBHaa3op B CPOK, yKasaHHbIM B [MpaBunax Hagnexawlen npakTUKu
dapmakoHaasopa EASC (n. 8.8.1).

20. lMpun BbIABRNEHUN HexXenaTenbHbIX peakuMin M MHOW MHdopMaummn no 6esonacHocT n adPEeKTUBHOCTU, He
cogepXalmuxcs B MHCTPYKUMM MO MEAMLUHCKOMY MPUMEHEHMIO, M3MEHSIIOWMNX OTHOLUEHUE OXMOAEMOW MOonb3bl K
BO3MOXHOMY PWUCKY NPYMEHEeHUs fekapcTBeHHOro npenaparta, Poc3gpaBHagsop Brpase 3anpocuTb y AepxaTtens
perncTpauvoHHOro yAOCTOBEPEHNS NlekapCTBEHHOro npenapara BHeoyepeaHon NOB.

21. BHeouepegHon OB npepcraensietca B PocagpaBHag3op B CpPOK, YKkasaHHbId B [lpaBunax Hagnexatiien
npakTukn bapmakoHagsopa EASC (n. 8.8.2).

22. lOpuauyeckre nuua, Ha UMS KOTOPbIX BblAaHbl paspeLleHnsl Ha NpoBedeHue KIMUHUYECKUX MCCrefoBaHui, B
CPOK He Gonee 7 kaneHgapHbIX AHel coobLyatoT B PocaapaBHaa30p o netasbHbIX UMK YrpoXKatoLMX KU3HU Cepbe3HbIX
HeNpeaBUAEHHbIX HEXenaTenbHbIX peakuusix Ha uccrefyeMblil NeKapCTBEHHbI Mpenapat, BbISIBIIEHHbIX B Xode
KIMMHUYECKUX UCCIedoBaHWI, paspeLleHHbIX K npoBeaeHuto B Poccuiickoin ®enepaunm, ecnm nHoe He NpegycMoTpPeHO
0806pEeHHBIM MPOTOKONOM KIMUHUYECKOTO UCCNEfoBaHuSI.

23. |'OpVI,CI,VI'~IeCKI/Ie nnua, Ha MMA KOTOPbIX BblAaHbl pa3peleHna Ha npoBegeHne KImMHN4YeCKnx nccrnegoBaHum, B
CpPOK He bonee 15 KaneHgapHbIX AHen coobLiatoT B Pocs,u,paBHa,u,3op O Cepbe3HbIX HenpeaBnaeHHbIX HeXenaTeslbHbIX
peakuunax, 3a NUCKINtYeHnem peaKLl,I/IVI, YKa3aHHbIX B MYHKTE 22 HacTosLLEero I'Iop;u:\Ka.

24. lOpuauyeckme nuua, Ha UMS KOTOPbIX BbiAaHbl paspeLleHnsi Ha NpPoBeAeHMe KIMMHUYECKUX nccrnegoBaHun, B
cpok He bonee 15 kaneHpapHbIX gHen coobuiatoT B Poc3gpaBHan3op MHgopmauuto no 6e3onacHoCcTu uccregyemoro
nekapcTBeHHOro npenaparTa, ykasaHHyto B [lpaBunax Hagnexawen KnuHu4eckon npakTukun EBpasnnckoro
3KOHOMMYECKOrO CO3a, YTBEPXKAEHHbIX peweHnem Coseta EBpasunckon dkoHomuveckorn Kommucemm ot 3 Hoss6pst 2016
r. N 79 (nanee - lNpaBuna Hagnexatuen knHudeckon npaktukm EA3C) <3> (n. 1.5 MNpunoxenusa N 11).

<3> [lpaBuMna Hagnexaiwlenm KIMHUYECKOM MpaKTUKM EBPasMincKkoro 3KOHOMWYECKOro coto3a. YTBepXAeHb!
peweHvem Coseta EBpasunckonn 3koHomudeckon Komuccum ot 3 Hosiopa 2016 r. N 79 (OdwuumanbHbin cant
EBpaswiickoro akoHomuyeckoro coto3a https://docs.eaeuNioN.org/docs/ru-ru/01411924/cNcd_21112016_79, 21 Hos6ps
2016 r.).

25. Cpokun anga coobLeHnsa o HexenaTternbHbIX peakuusix, YkasaHHbIX B nyHkTax 22 u 23 Hactosuwero lMNopsaka,
NCYMCRAKOTCA B COOTBETCTBUM C [paBunammn Hagnexaiien knmHudeckon npaktukm EASC (n. 1.3.1 Mpunoxexna N 11).

26. Cpok coobuieHnss nHoW wHcopmauum no ©6e3onacHOCTM MCCneayemMoro nekapCTBEHHOro npenapara,
yKasaHHbIi B NyHKTe 24 HacTtoswero [lopsigka, McYMCNsSeTcs ¢ AaTtbl YCTAHOBMEHWS OPUONYECKMM FMLOM, Ha UMS
KOTOPOro BblAAHO paspelleHne Ha MNPOBEAEHME KIIMHUYECKUX WCCMEeAOBaHUN, COOTBETCTBYHOLLNX (PAKTOB W
obCcToATENLCTB.

27. |'OPVID,I/I‘-I€CKOB ngo, Ha MMA KOTOpPOro BblAaHO paspelwleHne Ha npoBeaeHune KIMMHUYeCKunx nccrnegoBaHum,
pacKkpbiBaeT paH,EI,OMI/I3aLI,I/IOHHbIl7I KOO B COOOLLEHUSIX O HexenaTerbHbIX peakundax, yKas3aHHbIX B MYHKTax 22 n 23
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HacTodLero nopsaaka, ecrnim MtHoe He npeayCcMOoTpPeHO NPOTOKOJTOM KITMHUYECKOro nccrnegoBaHus.

He nognexaT coolLieHuio B NMopsiake, ykasaHHOM B MyHKTax 22 u 23 Hactosiwero opsigka, HexenaTerbHble
peakuun, Npom3oLLeLllne y y4aCTHUKOB KIMHUYECKUX NCCreaoBaHui, nonyyasLwmx nnauebo.

28. CoobueHnsa o BbisBNEHHbIX Ha Tepputopun Poccuinckon Pepepaumm HexenaTenbHbIX peakuusix Ha
nekapcTBEHHble Npenapartbl CPaBHEHWs, 3aperncTpupoBaHHble B Poccuiickon ®Pepepauumun, noanexar COOOLEeHUO B
nopsifike, ykasaHHoOM B nyHkTe 12 HacToswlero MNopsaka.

29. KOpuguyeckne nuua, Ha UMS KOTOPbIX BblOAHO pas3peLleHne Ha MPOBEAEHWUE KIMHUYECKUX WUCCredoBaHuN,
npeacraensoT B Poc3gpasHaasop POOB B cooTtBerctBuM ¢ nyHKTOM 4 npunoxenus N 12 [Npasun Hagnexailen
knuHudeckon npaktnkm EASC. K POOB npunaraetca konvs ©poLutopbl nccrnegosatens KNMHUYECKoro nccregoBaHus,
paspeLleHHOoro K npoeeaeHuto B Poccunckon ®enepaunm, AencTytowas Ha MomeHT npeactaenerHns POOB.

30. POObB npeacTtaenstoTca B Poc3gpaBHaa30p €XerogHo B CPOK, OTCUMTbIBAEMbI OT AaTbl Hayana nepBoro
KNMMHUYECKOrO UCCNenoBaHUs NeKapCTBEHHOMO Npenapata B MMpe MM OT AaTbl NepBoN rocyaapCTBEHHON perncTpaumm
nekapcTBEHHOro npenapaTta B Mupe.

31. POOB no nekapcTBeHHbIM Mpenapartam, uccnegyeMbiM Ha Tepputopum Poccuinckon degepaunm,
npeactasnsoTcs B PocagpaBHags3op B CPoK, He npeBbillatowmii 60 kaneHgapHbIX OHEN OT gaTbl OKOHYaHusi cbopa
JepxaTenem perMcTpaunoHHOIO YAOCTOBEPEHUSI CBEAEHUN O HEXenaTeNnbHbIX peakunsix Anst JAaHHOTO fIeKapCTBEHHOIO
npenaparta.

32. lMNpw BbISIBNEHUM CBEOEHUIA, NBMEHSIOLLNX OTHOLLEHME OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNS
nekapcTBEHHOro npenaparta B KNMHWYECKOM MccrieqoBaHum, Poc3apaBHaas3op Bnpase 3anpocuThb y topuamnyeckoro nuua,
Ha MMsi KOTOpPOro BbiJaHO paspelleHne Ha MNpPOBEAEeHWE KIMHUYECKUX WCCNedoBaHMI IeKapCTBEHHOro cpencTsa,
BHeouepenHon POOB.

33. BHeouepenHon POOB npegcTtaensieTca B Poc3gpaBHaa3op B CPOK, He npeBbiwatowmin 60 kaneHgapHbIX gHEN
OT gaTbl MOMyYEeHUS IOPUAMYECKMM NWLOM, Ha WMMsI KOTOPOrO BbiAAHO pa3pelleHMe Ha NpoBedeHue KITMHUYECKMX
nccrnegoBaHui 3anpoca Poc3gpaBHaasopa, ykasaHHoro B nyHkTe 31 Hactosiwero Mopsaka.

34. OcyuwecTBneHne paboTbl CyObEeKTOB 0OpalleHUsi NeKapCTBEHHbIX CPEACTB (MEAUUMHCKUX OpraHusaumin) no
BbISIBNIEHUNIO HeXenaTenbHbIX peakuuid U UHOW MHdopmauun no 6e3onacHocTM M 3ddEeKTUBHOCTA MPU NPUMEHEHUN
NeKapcTBeHHbIX NpenapaTos pernameHTUpPYeTCs BHYTPEHHUMM NPUKa3amMn MeaMLMHCKON opraHnsaLmu.

35. CybObekTbl obpalleHuss nekapCTBEHHbIX CpeacTB (MeaMLMHCKME opraHv3aumm) obsizaHbl B Cpok He Oonee 3
pabounx gHen coobuwate B Poc3gpaBHaa30p O Cepbe3HbIX HeXernaTenbHbIX peakuusx € neTanbHblM WUCXOAOM Win
prO3OI7I XN3HN, 3a WCKIKYeHnemMm HexXenartesibHbiX peaKu,wh, BbIAB/TIEHHbIX B Xo4e npoBeaeHUnA KIUMHUYEeCKUX
nccnegosaHui, NPOBOAUMbIX B JAaHHOW MEAULMHCKOM OpraHmM3aumu.

36. CyObekTbl obpalleHMs NeKapCTBEHHbLIX CPEACTB (MeAMLMHCKME OpraHvM3aLmm) B CPOK, He npeBbiwarowmi 15
KaneHaapHbIX AHEN, cooblatoT B PocaapaBHaA30p O CNEAyWMX HexenaTenbHbIX peakumsix U MHOW MHdopMaumm no
6e3onacHOCTN N 3PEKTUBHOCTH, BbISIBIEHHOW AAHHOW MEAULIMHCKOM OpraHM3aLumeit, 3a UCKIHYEHMEM HeXenaTenbHbIX
peakuuii, BbIIBIIEHHbLIX B XOA4E NPOBEAEHUST KITMHUYECKMX UCCIEN0BaHWIA:

1) Cepbe3HbIX HeXenaTtelibHbIX peaKundax Ha JeKapCTBeHHble nMnpenapatbl, 3a WCKINKYEHNEM CepPbE3HbIX
HeXxXenaTteslbHbIX peaKLI,MI7I, YKa3aHHbIX B MYHKTE 35 HacTosuero Hopﬂnka;

2) cnyvasx nepefayn MHPEKLMOHHOIO 3a6oneBaHnsa Yepes nekapcTBeHHbIN Npenapar;

3) cny4asix OTCyTCTBMSA 3asiBNEHHOW 3(EKTUBHOCTU NEKAPCTBEHHbIX MNpenapartoB, MNPUMEHSEMbIX Mpu
3aboneBaHusIX, NpeacTaBNSAOWMX Yrpo3y Ans KU3HU 4eroBeka, BakUMH Ans npounakTUKU MHGEKUMOHHBIX
3aboneBaHnii, NeKapCTBEHHbIX MpenapaTtoB Ans npefoTBpalleHust 6epeMeHHOCTH, Korda OTCYTCTBME KITMHUYECKOro
adpbekTa He BbI3BAHO MHAMBMAYANBbHLIMW OCOOEHHOCTAMM NauueHTa u (unun) cneumdurkon ero 3abonesaHus;

4) HexenaTenbHbIX peakuusix, BO3HUKLINX BCIeACTBUE 3M0ynoTpebneHust npenapaTom, B Cryvasix YMbILUIEHHOM
nepeno3vpoBKU NIeKapCTBEHHOTO Npenapara, Npy BO3AENCTBUM, CBA3AHHOM C NPOGECCUOHaNbHON AESTENbHOCTLIO, NN
B Crnyyasix UCMonb30BaHWS NEKapCTBEHHOTO npenapara B LeNnsiX YMbIWIEHHOrOo NPUYMHEHUS BPEAA XU3HU U 300POBbI0
Yyerno.eka.

37. Cnyyaun nHameuayansHOW HENEPEHOCUMOCTU NIEKAPCTBEHHbBIX CPEACTB, ABUBLUMECS OCHOBaHUEM 151 BbIMMCKU
neKkapcTBEHHbLIX MpenapaTtoB MO TOProBOMY HaWMEHOBAHUIO B pamKax NporpamMM JbroTHOrO feKapCTBEHHOMO
obecneveHus, noanexar HanpasneHuio B PocsapaBHan3op BpayebHbIMKM KOMUCCUAMWU, B MOpsSiaKe, YCTAHOBMEHHOM
npukaszom MwuH3gpaBa Poccum ot 5 mas 2012 . N 5021 "O6 yTBepXOeHWn nopsigka Co3daHus U OedATeNbHOCTU
BpayYebHOM KOMUCCUM MEONLMHCKOWN opraHm3aummn” <4> B CpoK, HEe MpeBbILAKLWNA NATU pabounx OHEWN ¢ aaTbl BbIMNCKA
COOTBETCTBYIOLLENO JIEKAPCTBEHHOIO Npenapara no TOProBoMy HaMMEHOBAHMIO.
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<4> T[lpukaz MwuHucTepcTBa 3apaBooxpaHeHusi Poccuiickon Pepepauum ot 5 mas 2012 . N 502 "O6
YTBEPXKAEHUN MOPSIAKA CO3AaHUA U A4eATENbHOCTU BpadyebHON KOMUCCUM MEQULNHCKON opraHn3auun” (3apernctpupoBaH
MuHioctom Poccumn 9 uioHa 2012 r., peructpaumoHHein N 24516, PIT 22 nioHa 2012 . N 141) B pepakumn [Npukasa
MuHucTepcTBa 3gpaBooxpaHeHust Poccuickon ®epepaumm ot 2 gekabpsa 2013 . N 886H "O BHeceHUN U3MEHEHUA B
Mopagok cosgaHust U OeATeNnbHOCTU BpavyebHOM KOMUCCUM MEOULMHCKOW OpraHusaumn, YTBEPXKOEHHbIA NPUKasoM
MwuHncTepcTBa 3gpaBOOXpaHeHUs n coumanbHoro pas3sutust Poccuiickon degepaumm ot 5 mas 2012 . N 502H, n B
MopsagoK Ha3HayeHUs W BbIMUCBIBAHWUS JEKAPCTBEHHbLIX MNPEnapaTtoB, YTBEPXAEHHbIN Mpuka3om MwuHucTepcTBa
3gpaBooxpaHeHns Poccuiickon ®epepauum ot 20 gekabpsa 2012 r. N 1175H" (3apeructpupoBaH MuHioctom Poccum
23.12.2013 N 30714).

38. Cpok ans coobLyeHns o HexxenaTenbHbIX peakumsax u MHOM MHopmauuy No 6e3onacHOCTU U 3PPEKTUBHOCTMH,
ykasaHHon B nyHkTax 35 - 36 HacToswero NMopsgka, ncuncnseTcsa ¢ Aatbl, korga OTBETCTBEHHOMY MO hapMakoHag3opy
AOIMKHOCTHOMY nuuy cybbekta obpalleHns nekapCTBEHHbIX CPEeACTB (MeOMLMHCKOW opraHv3auun) ctanu U3BeCTHb
criegyloLime cBeeHUs O HexenaTtenbHOW peakumm unm ocobomn cutyauum:

1) wHdopmaums, nossonawwas WMAESHTUPUUMPOBATL topugnyeckoe unu @GU3NYEeCcKoe IMUO, BbIsIBUBLLEE
HexxenarternbHyl peakumo unmn ocobyto cuTyauuio;

2) uHdopmauusi, nossonsowas MAeHTUdUUMpoBaTb Guandeckoe nuuo, y KoToporo Habrnoganach
HeXenaTerbHas peakuus;

3) HdopMauus, no3sonsoLas naeHTUMLMpoBaTh NEKAapCTBEHHBIN Npenapar;
4) nHcpopmaums, No3BonsaoLLAs MAEHTUULNPOBATL CUMMITOMbI HEXXENaTeNbHOM peakuun.

39. Konumn coobuieHunii, HanpaeneHHbiXx B Poc3gpaBHaA30p, B COOTBETCTBMM C NyHkTamu 35 - 36 Hactosiwero
Mopsiaka, coxpaHsTCs B MEAULIMHCKOM AOKYMEHTaUun NauneHToB.

40. Coobwenunsa, MNMOBb, POOB, noctynatowme B anektpoHHoMm Buae B AVIC PocsgpaBHagsopa, pernctpupyrorcs
aBTOMaTUYECKH.

41. CoobLleHuns, noctynatowue B Poc3gpaBHaa30p Mo 3feKTpoHHOM noute, a Takke MNOBb, POOB, noctynatowue B
PocaapaBHaas3op Ha 3MeKTPOHHBLIX HOCUTENSX, permcTpupytotcss U BHocsaTca B AUC PocsgpaBHagsopa B TedeHue 5
pabounx AHen ¢ aatbl NX NOCTYNIEHNS.

42. OueHka MHdOPMaUMM Hay4YHOro M KIMMHUYECKOrO XapakTepa, codepXalleincs B COOOLEHMSIX, MOCTYNaoLWmMX B
ANC PocsgpaBHag3opa, OCyLLECTBISETCA 3KCNEPTHON opraHM3aunelt B Te4eHne 5 paboumx gHen ¢ gatbl NOCTYNNEHUS.

OueHka MHOpMaUMM HaydHOro M KIMHUYECKOro xapaktepa, cofaepxallencsa B OB n POOB, nposoautcs
3KCNepTHON opraHu3auuen B TedeHue 60 pabounx gHen ¢ gaTbl UX NOCTYNNEHNA B SKCMEPTHYHO OpraHM3auuio.

43. PesynbTaTbl OLEHKM MHGOPMAaLUM Hay4yHOTO UM KIMHMYECKOro XapaKTepa, cofep)kalleics B COOBLLEHMSIX,
HanpaensatTca B PocagpaBHagsop akcnepTHOM opraHu3aLmeit B CocTaBe exeHeaernbHbIX OTYETOB.

Pesynbrathl MHGOpMAaLLMM HAy4YHOrO U KITMHUYECKOro XapakTtepa, cogepxallencs B NMOB n POOB, HanpaBnstoTcs
B Poc3gpaBHaas3op B cOCTaBe eXXeMeCaYHbIX OTHETOB SKCMEPTHOW OpraHu3aumm.

44. lNMpw BbIABNEHMM SKCNEPTHOW opraHu3auuen HecooTBeTcTBua npeactasneHHoro MNOB nyHktam EASC 8.4 - 8.5
MpaBun Hagnexawen npakTukn capmakoHagsopa, u POOB nyHkty 4 npunoxenns N 12 [Npasun Hagnexaiien
KnuHndeckon npaktukn EAJC, PocsgpaBHag30p B Cpok, He npesbiwakowmi 10 pabounx gHen ¢ gatbl NOCTYNEHUS
OaHHOW WHopMauun, HanpaensdeT AepXKaTeno perMcTpauMoHHOIO YOOCTOBEPEHMS NEKapCTBEHHOrO npenaparta unm
IOPUAMYECKOMY FMLY, Ha UMSA KOTOPOro BblAaHO paspelleHne Ha MpoBeAeHME KIMMHUYECKUX MUCCNEeLOBaHUN, 3anpoc o
BHeceHun nameHeHun B NOB nnu POOB.

45. [lepxaTenb perncTpaLoHHOro yOoCTOBEPEHUS NIEKAPCTBEHHOIO Npenapara unv puanyeckoe nuuo, Ha nmsi
KOTOPOro BblAaHO paspelleHne Ha npoBedeHue KIMHUYECKUX MUCCreoBaHuM, B CPOK, He npeBbiwatowmn 30 paboymx
OHen ¢ paTbl nonyyeHus 3anpoca PocsgpaBHags3opa, ykasaHHOro B nyHkte 44 Hactosiwero [opsgka, HanpasnsieT B
PocsapasHagsop MNMOB B cootBeTcTBUM € nyHkTamu EASC 8.4 - 8.5 NMpaBun Hagnexallen npakTukm oapMakoHagaopa, 1
POOB B cootBeTcTBMM C NyHKTOM 4 npunoxexus N 12 MNpaBun Hagnexawuen knnHudeckon npaktmkn EASC.

46. lpn BbISBNEHMM I3KCNEPTHOW oOpraHus3auMen B XOAe OUEHKM WHGOPMauUUK HayYHOro WU KIIMHUYECKOro
Xapaktepa, cogepxalmxca B coobweHusx, NOBb, POOB cBegeHun, OTCYTCTBYIOLUX B MHCTPYKLUMU NO MEOULMHCKOMY
NPUMEHEHUIO WUNW [OOKYMEHTaLMU KMMHUYECKOrO WCCReOoBaHWs, WU3MEHSIOWNX OTHOLLUEHME OXWUAaeMoW Mnomfb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUSI NEKApPCTBEHHOrO Mpenapara, SKCNepTHas opraHuM3auus HanpaBnseT 3aknioyeHue ob
3TOM B Poc3gpaBHaz30p B CPOK He nosgHee 5 paboumnx gHern ¢ Aatbl BbiiBNEHWUS COOTBETCTBYIOLLMX CBEAEHUN.
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47. B cnyyae, ecrnim COrmacHO 3akSIl04YEHWIO 3KCMEPTHOM OpraHM3auuv, NPUYMHON HEeXernaTenbHOW peakuun Wnm
Yrpo3bl XM3HU M 300POBbLI0 YenoBeKa MOITO SBMATLCA HapylleHue cyObekTaMu obpalleHus NeKapCTBEHHbIX CpeacTB
3aKkoHopatenbHbIX TpeboBaHui Kk hapmakoHaasopy, NMMOO HapylleHWe NpaBun Haanexallenh KINMHUYECKON MPaKTUKK,
Poc3apaBHaasop npuHMMaeT peLleHne O NpoBeAeHUM NPOBEpKM cobniogeHns cybbektammu obpalleHns nekapcTBEHHbIX
CpencTB ycTaHoBNEHHbIX ®PenepanbHbiM 3akoHOM OT 12.04.2010 N 61-03 "O6 obpaleHnn nekapCTBEHHbIX CPEACTB" U
MPUHATLIMU B COOTBETCTBMM C HUM MHBbIMW HOPMaTMBHbLIMU MpaBoBbIMK akTamu Poccuickon Pepepaummn TpeboBaHni K
KNMHUYECKUM UCCNEeOBaHNSIM NEKApPCTBEHHLIX NMpenapaToB, XpaHeHU0, NepeBo3ke, BBO3y B Poccuiickylo Penepaumio,
OTNYCKy, peanu3aumn nekapcTBEHHbIX CPeACTB, MPUMEHEHUIO NeKapCTBEHHbIX NpenapartoB B Nopsiake, yCTaHOBMEHHOM
degepanbHbIM 3akoHOM OT 26 aekabps 2008 r. N 294-03 "O 3awmTe npaB OPUMAMYECKUX MWL, U MHOUBMAOYATbHbIX
npegnpvHumarenen npy ocyLecTBIEHNM rocy4apCTBEHHOTO KOHTPOMs (Hag3opa) U MyHULMNanbHOro KoHTponsa" <5>.

<5> OdepepanbHbIl 3akoH OT 26 pgekabps 2008 r. N 294-03 "O 3awuTe npaB OPUONYECKUX NUL, U
NHAMBMAYanbHbIX NPeanPUHUMAaTENEN NpU OCYLLECTBMNEHNM FOCYAapCTBEHHOMO KOHTPOMS (Hag3opa) u MyHUUMnanbHOro
koHTpons" (CobpaHune 3akoHogaTenbcTBa Poccumckon ®enepaunm, 2008, N 52, ct. 6249; 2009, N 18, cT. 2140; N 29, cT.
3601; N 48, ct. 5711; N 52, cT. 6441; 2010, N 17, cT. 1988; N 18, cT. 2142; N 31, cT. 4160, cT. 4193, cT. 4196, N 32, cT.
4298; 2011, N 1, ct. 20; N 17, ct. 2310; N 23, cT. 3263; N 27, ct. 3880; N 30, cT. 4590; N 48, ct. 6728; 2012, N 19, cT.
2281; N 26, c1. 3446; N 31, cT. 4320, cT. 4322).

48. B cnyyae, ecnv cornacHoO 3akmnioYeHno 3KCNepTHOW opraHuM3aunn, NPUYNMHON HeXenaTernbHON peakumm Morno
SBNATLCA HECOOTBETCTBUE JIEKAPCTBEHHOrO npenaparta TpeboBaHuAM kadecTBa, PocaapaBHag3op NpUHUMAaET pelueHne
O npoBefeHMM BbLIDOPOYHOrO KOHTPOSS KadecTBa COOTBETCTBYHOLLErO JIEKAapCTBEHHOro Mpenaparta B nopsiake,
yCTaHOBNEHHOM 3akoHogaTenbcTBoM Poccunckon depepaumm. <6>

<6> lNpukas depepansHoi cnyxbbl Mo Hag3opy B cdepe 3gpaBooxpaHeHus oT 7 aerycta 2015 . N 5539 "O6
yTBepxaeHun Nopsagka ocyLwecTBneHns BbIGOPOYHOro KOHTPOMSA KavyecTBa NekapCTBEHHbIX CPeAcTB ANA MegULMHCKOro
npumeHerunsa" (3apernctpupoBaH MuHioctom Poccum 9 asrycta 2015 r, pernctpauuoHHbii N 39263, "bionneTteHb
HOPMAaTMBHbIX aKTOB (pefiepanbHbIX OpraHoB ncnonHuTensHon enactn”, N 48, 30.11.2015).

49. B TeyeHue 5 paboumx gHeW C AaTtbl MOCTYNNEHUS 3aKITHOYEHMSI SKCMEPTHOW OpraHmsaumu, coaepkallero
WMHpopMaUMO O BbISIBIIEHMN HOBLIX AaHHbLIX MO Ge3onacHOCTM M 3pdEKTUBHOCTM JFIEKApPCTBEHHbLIX MpenapartoB, He
cogepXalmuxca B UHCTPYKUUW MO MEAWULIMHCKOMY MPUMEHEHUIO UMW OOKYMEHTaUMU KIMHUYECKOTO WCCRenoBaHus,
NU3MEHSIOLLMX OTHOLLUEHME OXWOAEeMOW MoMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS NeKapCTBEHHbIX Npenaparos,
PocsgpaBHagsop yBegomnsieT 06 3ToM gepkatens permcTpauuoHHOro yaoCcTOBEPEHUSA NEKapCTBEHHOIO npenapara unm
topuanyeckoe nmuo, Ha UM KOTOPOTo Bbi4aHO pa3peLleHne Ha NpoBedeHNE KIMHUYECKUX UCCIEO0BaHNN.

50. depxatenb perncTpaumoHHOro yaoCcTOBEPEHUS NeKapCTBEHHOMO nNpenapaTta unm lopuanyeckoe nuuo, Ha uMms
KOTOPOro BblAAHO paspeLleHne Ha NpoBedeHne KIMHUYECKUX UccrieqoBaHuii, B TedeHne 10 paboumx gHem ¢ MOMeHTa
nonyyeHus ysegomneHus Poc3gpaBHagsopa, ykaszaHHOro B nyHkTe 49 Hactoswero [Mopsaka, npoBoauT MpPOBEPKY
JOCTOBEPHOCTM NOMyYeHHON UHpopMaumn 1 npeactasngeT nHopmMaLmio 0 pesynesratax Nposepkn B Poc3gpasHaasop.

51. B nepuoa npoBedeHuMa npoBepku, ykasaHHOW B nyHkTe 50 HacTtosawero [lopagka, gepxaTternb
perncTpaLmMoHHOro yAOCTOBEPEHNS NEKApPCTBEHHOro npenapara Wnu puavyeckoe nuuo, Ha MMSA KOTOPOro BbiAaHO
paspelleHne Ha npoBefeHUe KIMHUYECKUX UCCNEeAoBaHUN, NpuHUMaeT Heobxooumble Mepbl Ans Toro, 4Ytobbl Bped,
CBSI3aHHbIN C 0OpaLleHeM COOTBETCTBYHOLLENO IEKAPCTBEHHOIO NpenapaTta, He YBeNn4umncs.

52. B Teuenne 10 paboumx gHen ¢ gatbl NOCTYNNEHNs pesynbTaToB NPOBEPKN, yKka3aHHONM B nyHkTe 50 HacToswero
Mopsagka, NnpoBegeHHOW gepXaTenem pernctpaumMoHHOro ygocrosepeHus, PocagpasHaasop ysegomnser MUHUCTEPCTBO
3gpaBooxpaHeHuss Poccuickon Pegepaumu O BbISBEHWM HOBbIX AaHHbIX MO 6esonacHOCTM U 3dEKTUBHOCTU
rnieKkapCTBEHHbIX NMpenapaToB, He COoAepXalUMXCA B MHCTPYKUMU MO MeOUUMHCKOMY MPUMEHEHUI0 UMM AOKYMeHTauuu
KNMHUYECKOTO WCCNeaoBaHWs, WU3MEHSIOWNUX OTHOLUEHWE OXMAaeMOW Mnomfb3bl K BO3MOXHOMY PUCKY MNPUMEHEHMUS
NeKapCTBEHHbIX MpenapatoB, W HanpaBnseT COOTBETCTBYIOLWYID MHOPMAaUUI0 AN pacCMOTPEeHus Bomnpoca o
HeobxoAMMOCTN BHECEHWS W3MEHEHWN B perncTpaunmoHHOe AO0Cbe feKapCTBEHHOro npenapaTta, OTMEHbI
rocyAapCTBEHHOW perucTpaumn, npoBeAeHUN AOKMUHUYECKUX WM KIMHWUYECKUX WCCIeAoBaHWA NeKapCTBEHHOro
npenapata, fMbo MHbIX AOMOMHUTENbHBIX UCCNeaoBaHUN KavecTBa, 3pdeKTMBHOCTM U 6e30MacHOCTU NekapCTBEHHOMO
npenaparta (ganee - [OMOMHUTENbHbBIX UCCNEeAoBaHMI), a Takke 0 HeobxoanMocTH, NMM6o 06 OTCYTCTBUM HEOOXOAMMOCTM
NpMoCTaHOBMNEHUA obpalleHns nekapcTBEHHOro npenapaTta Ha nepvog npoBedeHUs AOMNOMHUTENbHbLIX UCCNeaoBaHUn,
nmbo Ha nepuop, HeobxoauMMbIM ANs BHECEHWS W3MEHEHWUN B PEerucTpauMOHHY0 OOKYMEHTaUMIo NeKapCTBEHHOro
npenapara.

53. o wuTtoram paccMOTpeHus pesynbTaToB MNpPOBEepKu, ykasaHHoM B nyHkTe 50 Hactodwero [lopsaka,
npeacTaBneHHbIX AepXaTenem perncTpaumoHHOr0 yAOCTOBEPEHMS NeKapCTBEHHOro npenapata, Poc3gpaBHaasop B
TeyeHne 30 paboumx pHenm c JaTbl NOMyyYeHWs pe3ynbTaTOB MPOBEPKM, BMpaBe HanpaBuTb JepXaTento
perncTpaLmoHHOro yaocToBepeHus 3anpoc o HeobxoamMmocTu paspaboTku [naHa ynpaeneHusa puckamu (ganee - NYP) B
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COOTBETCTBUM C NyHKTaMu 6.2.4 - 6.2.5 MNpaBun Hagnexawen npaktukn papmakoHagsopa EA3C.

54. MYP nognexuT HanpaeneHuto B Poc3gpaBHaasop B TeveHne 60 pabounx gHen ¢ gartbl NonyyYeHust 3anpoca
PocsapasHagsopa, ykazaHHOro B nyHkTe 52 HacTosiwero Mopsaaka.

55. Mpu BbIABMEHUU [OepXaTeNeM pPervcTpauuoHHOrO YAOCTOBEPEHUST JNEKAPCTBEHHOrO npenapaTa, B Xoae
NpoBeaAeHNst NPOBEPKU, yKasaHHOM B NyHkTe 50 HacToswero MNopsiaka, nHdopmaumMm o HECOOTBETCTBMUN NIEKAPCTBEHHOIO
npenapata TpeboBaHUsIM KayecTBa, 3PEKTUBHOCTN U BE€30NaCHOCTU, AepXaTefb PerMcTpaunoHHOIO YOOCTOBEPEHMS
neKkapCcTBEHHOro npenapara BrnpaBe camocToATernbHO pa3pabotats MYP u npeactasuTh ero B Poc3gpasHaasop.

56. MNYP BkntovaeTr nogpobHoe onucaHne MeponpuaTUiA No hapMakoHaZ30py, HanpaBneHHbIX Ha BbiSIBNEHMWE,
OLUEHKY U npepnoTepalieHne nnm MMHUMMM3aunto pUCcKoB, CBA3aHHbLIX C NNEKapCTBEHHbIMU nNpenapaTtamMu, BKIo4Haa OUEHKY
APPEKTUBHOCTU AAHHBIX MEPONPUATUMN.

57. Poc3gpaBHaas3op B CPOK, He npeBbiwakowmn 5 pabounx gHen ¢ gatbl noctynnexus YP, HanpaenseTt ero B
9KCMEPTHYK OpraHu3auuio Ons MpoBeOeHVst Hay4YHO-KIMHWYECKOM OLEHKW C Lernbi OnpegeneHvsl JOCTaTOMHOCTM
npegnaraemMblX MepoNpuATUA Ons NpefoTBpalleHus Bpeda XW3HW WM 340POBbI0 rpaxaaH npu MpUMEHEHUU
nekapcTBEHHOro npenapara.

58. 3akntoyeHne 3KCNepTHOW opraHM3auMm O AOCTaTOMHOCTU npeaniokeHHblx [MYP meponpuatunm ans
npegoTBpaLleHns Bpeaa XXU3HW U 340POBbI0, FpaxkaaH npy NMpUMEHEHUN NeKapCcTBEHHOro npenapara HarpasrsieTcs B
PocsgpasHaasop B TedeHue 20 pabouunx gHen ¢ gatel noctynneHus MNYP B akcnepTHy0 opraHm3aumio.

59. PocsgpaBHag3op B TeyeHuve 5 pabounx AHEN C AaTbl MOMyYeHus1 3aKkioYeHUst 3KCMEPTHOW OpraHu3auuu,
yKasaHHOro B MyHKTe 57 HacTtoswero [lopsaka, HanpasnseT JdepXaTtenio pernctpauyMoHHOro yOoCTOBEpeHUs
NeKapCTBEHHOro npenapara yBegomrieHne o cornacoBaHun YR, nmbo yBegomneHne O HEO6XOAMMOCTU BHECEHWUSI
nameHeHnn B MNYP.

60. B cnyvyae nonyvyeHus yBedoOMSIEHMS O HeOOXOAMMOCTM BHeceHust mameHeHunm B [1YP pgepxartenb
pervcTpaumnoHHOro yAOCTOBEPEHMS FIEKApPCTBEHHOIO npernaparta B Cpok, He npesbiwatowmn 20 pabounx AHen co AHA
nonyyYeHus AaHHOro yBeAoMeHus, npeacraenset B Poc3gpaBHaasop MYP ¢ yueToM BHECEHHBIX U3BMEHEHMWN.

61. Mo wuToram paccMOTpeHUsa pes3ynbTaToB MNPOBEPKU, YKasaHHbIX B nyHkTe 50 HacTodwero [lopsagka,
NpencTaBrneHHbIX PUANYECKMM JIMLOM, Ha MMS KOTOPOro BblOAHO paspelleHMe Ha MNpPOBEOEHUNE  KITUHUYECKUX
uccrnegoBaHun, PocsgpaBHag3op B TedeHne 30 paboumx AHen € gaTbl NOMyYeHUs pes3ynbTaToB MPOBEPKM,
paccmaTtpuBaeT BOMPOC O HanpaeneHun MuHucTepcTBy 3apaBooxpaHeHust Poccuiickon depepauum n lopuanyeckomy
niudy, Ha WUMS KOTOPOrO BblOaHO paspelleHve Ha MnpoBedeHMe KIMHUYECKUX WCCregoBaHWiA, COOTBETCTBYIOLLEWN
MHdopMauun Ons pacCMOTPEHMS BOMpoca O HeobXOOMMOCTM MNPUOCTAHOBMEHUS KIMHUYECKOTO WCCedoBaHus,
OOCPOYHOrO 3aBepLUeHUsT KIMHUYECKOTO MWCCnefoBaHusl, nNnbo BHECEHMS W3MEHEHWA B MNPOTOKON  KIIMHMYECKOTO
nccneaoBaHus.

62. Mo pesyneratam dapmakoHaasopa PocsgpaBHag3op pasmellaer Ha CBoeM oduuMansHOM canTe B CeTu
"UHTepHeT" cBedeHnss O pelweHuax MuHuctepcTBa 3gpaBooxpaHeHus Poccuickon ®Pegepaumu, NPUHATBIX MO
pesynbTataM paccMoTpeHns nHdopmaummn PocaapaBHaasopa, yka3aHHOW B NyHKTe 52 HacTosiwero Mopsiaka.

Mpunoxexne N 1

k MNopsaky ocylecTBneHns
hapmakoHaz3opa, yTBepXXOEeHHOMY
npukasom PegepansHon cryxobbi

no Haa3opy B cdhepe 30paBoOXpPaHeHNs
ot 15.02.2017 N 1071

PekomeHayembin obpaseL
M3BELLEHWE

O HEXENATENIbHOW PEAKLIUW UNIK OTCYTCTBUM TEPAMEBTUYECKOIO
OQOOEKTA NEKAPCTBEHHOIO MNPEMNAPATA

MepBryHOE HononHuTtenbHas MHopMaLms K COOBLLEHMIO
N oT

[aHHble nauneHTa
WHnumanel nayneHTta (Kog nayumeHTa) <*> Mon M X Bec Kr
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Bospact BepemeHHOCTb , CpOK _ Hefdenb
Anneprua Het EcTb, Ha
JleyeHne ambynaTopHOe CTauMOHapHOEe CcamosievyeHue

JlekapcTBeHHble cpeacTBa, NPeAnonoXmMTenbHO Bbl3biBatowmne HP

HaumeHoBaH = [lpownseog Howmep [osa, nyTb Jata Hayana Jata
ne JIC uTernb cepun BBEAeHUs Tepanuu OKOHYaHMs
TOpProBoe) Tepanuu
<*>
1
2
3
HexenaTtenbHasa peakuus Jata Hayana HP
Onucanune peakuun <*> (ykaxute BCe AeTanu, BKIoYas AaHHble Kputepuun cepbesHocTu HP:
nabopaTopHbIX UCCenoBaHU) CwmepTb
Yrpo3sa XusHu
locnuTanusauus unm ee
npoaneHne
MHBanngHocCTb
BpoxaeHHble aHoManmu
KnuHmnyeckn sHaunmoe
cobbiTne
[aTa paspewernsa HP He npumeHnmo

MpeanpuHATLIE Mepbl

Bbes nevyeHnss OtTmeHa nogospesaemoro JIC CHwxkeHne gosbi J1IC

HemegukameHTo3Has Tepanus (B T.4. XMpyprmieckoe BMeLLaTenbCTBO)

JlekapcTBeHHas Tepanus

Mexon

BeisgopoeneHue 6e3 nocneactesuii YnydweHne coctosiHua CocTosiHue 6e3 naMeHeHun

BbisgopoBneHune ¢ nocnegctensamMm (ykasatb)

CwmepTb HewnssectHo He npumeHumo

Conposoxganacb nim otmeHa J1C ncyesHoBeHMeM Het Oa J1C He oTmeHanocs He npumeHumo

HP?

HasHavanocbk nu nekapcteo noBTopHo? Het [a Pesynerar He
NPYMEHUMO

[Opyrue nekapCTBeHHble CpeacTBa, NPUHMUMaeMble B TedeHue nocnegHumx 3 mecsaues, Bkrtodas J1C,

NpUHMMaeMble NaLMEHTOM CaMOCTOATENBHO (MO CODCTBEHHOMY XeErNaHuio)

HanmeHoBaH @ [Mpowussoa Homep [osa, nyTb [ata Hayana HaTta
ne JIC uTernb cepun BBEAEHUS Tepanuu OKOHYaHus
(Toprosoe) Tepanum

AP wON -

[aHHble coobuwiatowero nuua

Bpau [pyron cneunanucT cuctembl 3agpaBooxpaHeHus NaumeHt WHon
KoHTakTHbIN TenedoH/e-mail; <*>
®.1.0.

HomKkHOCTb M MecTo paboThl
Hata coobLeHuns

<*> [None o06s3aTenbHO K 3anoNHEHNIO.
CoobLeHne MoxeT BbITb OTNPaBMeHo:
- e-mail: pharm@roszdravnadzor.ru,

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

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

MNokasaHune

lNokasaHune
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- noytoBbIN agpec: 109074, r. Mockea, CnaBsiHcKkas nnowiaab, 4. 4, ctpoenune 1.

Mpunoxexune N 2

Kk MNopsaky ocyLlecTBneHus
drapmakoHaasopa, yTBEPKAEHHOMY
npukaszom PenepanbHON criyobi

no Haas3opy B cpepe 30paBOOXPaHEHNS
ot 15.02.2017 N 1071

PekomeHayembii obpasey,

CoobueHune
0 CepbesHOol HenpeaBuaeHHON HexenaTernbHOW peakumm
Ha NnekapcTBEHHbIN Npenapart, n3yyatoLmincs
B KNUHWUYECKOM UccneaoBaHnn

N NPOTOKOJ1a KINMMHNYEeCKOro nccnenoBaHna
HaumeHoBaHue J1C

HaunmeHoBaHWe npoTokona

N paspeleHusa Ha npoBegeHne KA B PO
HaunmeHoBaHWe nevebHOro yupexaeHus, B
KOTOPOM BbisIBNieHa HeXenaternbHas
peakuusi (ecnu peakums nNponsoLuna B
Poccuiickon ®egepaunn)

I. Hdbopmaums o HexxenaTenbHOW peakuum

1. MHnumansl 1a. CTpaHa 2. daTta 2a. 3. MNon 4 -6. lata 8 - 12. OTmeTbTE BCe, YTO
naumeHTa poxaeHna = Bospac Ha4dana cootBetcTByeT HJIP
T HexenatenbHo = CmepTb
N peakumm

(oeHb/mecau/ | Tocnutanusauums unu ee

roq) npoanexHune

7 - 13. OnucaHue HexenaTtenbHOW peakuun (Bknoyas AaHHbIe Crovikas yTpata
nabopaTopHbIX U MHCTPYMEHTarbHbIX UCCNEaOBaHUN) TPYAOCNOCOBHOCTM nnm
WHBaNMaHOCTb

Yrposa Xu3Hu

Il. MHbopmaums 0 nogo3peBaeMoM fieKapCTBEHHOM
npenapate (npenapaTtax)

14. Nopo3peBaembll NEKAPCTBEHHbIV Npenapart (Bkntovast mexayHapogHoe | 20. Wcyesna nu peakuus
HenaTeHTOBaHHOE HaUMeHOBaHMWE WM FPYMNMMPOBOYHOE HAMMEHOBaHNE) nocre OTMeHbI
npenapata?
Ja Hert
HenpnmeHumo
15. Cyto4yHas posa(bl) 16. lNMyTb(-n) BBEAEHUSA 21. BosHukna nu
peakums BHOBb Mnocrie
NOBTOPHOTO
NpUMEHEeHNs
neKapcTBEHHOro
npenaparta?



17. MokasaHue(a) K Ha3Ha4YeHWIo:
Oa Hert
HenpnmeHumo
18. [atbl neyeHuns c no 19. MNpogomknTensLHOCTL Tepanum

Ill. ConyTcTBYlOLWAas nekapcTBeHHasa Tepanus U aHaMmHe3

22. ConyTCTBYOLMI NekapCTBEHHbIN nNpenapaT(-bl) U AaTbl BBEAEHUS (3a UCKIMIOYEHMEM TeX, KOTopble
NPUMEHSANN ANSA NeYEHNS HeXenaTenbHOW peakumm)
23. [pyrve peneBaHTHble AaHHble aHaMHe3a (HanpuMmep, AWarHosbl, annepruv, GepemMeHHOCTb C
yKkasaHvem BpeMeHu nocregHen MeHcTpyaummn n 1.4)

ll. MHaga nHdpopmaums

24. HanmeHoBaHWe 1 agpec npoussoauTens

24a. V\IneHTnMKaLMOHHbIA HOMepP cny4vast 246. data nony4eHus nHdopmMaLmm o
HexenaTenbHON peakunm Npon3BoamTenem

24B. \CTOMHUK MHpOpMaLMM O HexenaTenbHOM peakumnm
NccnepoBanune Jlntepatypa CneumanucT 3gpaBooxpaHeHnst PerynaTtopHble opraHbl [Opyron
25. lata gaHHoro coobLueHus

26. Tun coobuieHns
MepBnyHoe [NoBTOpPHOE



