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

MUHUCTEPCTBO 3[PABOOXPAHEHUSA POCCUNCKOW ®EOEPALMUMU
SENEPANIbHAA CNYXXBA MO HAO3OPY B COEPE 3[1IPABOOXPAHEHUA

NPUKA3
ot 15 deBpans 2017 r. N 1071

OB YTBEPXOEHUN NOPAOKA OCYLWECTBJIEHUA ®APMAKOHAL3OPA

B cooTtBeTcTBMM co cTaTbsamu 64, 65 PengepanbHoro 3akoHa oT 12 anpenst 2010 r. N 61-®3 "O6 obpalleHun
nekapcTBeHHbIx cpeacTts” (CobpaHne 3akoHogatenbcTBa Poccuiickon ®egepaumm, 2010, N 16, cT. 1815; N 31, cT.
4161; N 42, cT. 5293; N 49, ct. 6409; 2011, N 50, cT1. 7351; 2012, N 26, cT1. 3446; N 53, cT1. 7587; 2013, N 27, cT.
3477; N 48, ct. 6165; 2014, N 11, c1. 1098; N 43, cT. 5797; N 52, cT. 7540; 2015, N 10, cT1. 1404; N 27, cT. 3951; N
29, cT. 4359, 4367, 4388; N 51, c1. 7245; 2016, N 1, cT. 9; N 23, c1. 3287; N 27, cT1. 4238, 4283), npukasbiBato:

1. YTBEpanTb npunaraembii [llopsaok ocylecTBneHms dhapmakoHaa3opa CorfacHO NPUITOXEHNIO.

2. KoHTponb 3a MCNOMHEHMEM HaCTOSILLErO NpuKasa OCTaBIsHo 3a cobon.

PykosoguTtenb
M.A.MYPALLKO

YTBEpPXKOEH

npukasom degepanbHoOn Criyxbbi

no Hag3opy B cdepe 30paBoOXpaHeHs
oT 15.02.2017 N 1071

NOPANOK OCYLLECTBJIEHUA ®APMAKOHALI30PA

1. HacTosawwmn MNopsgok ycTaHaBnmMBaeT TpeboBaHNA K OCYLLIECTBNEHMIO hapMaKkoHaa3opa.

2. ®apmakoHag3op - BUA4 OEATENbHOCTU N0 MOHUTOPUHTY 3(PMEKTUBHOCTN U BE30MacHOCTU NeKapCTBEHHbIX
npenapaToB, HanpaBMeHHbIi Ha BbIBEHWE, OUEeHKY W npedoTBpalleHue HexenaTenbHbIX MNOoCneacTBui
NPUMEHEHWs NekapCcTBEHHbIX NpenapaTtos <1>.

<1> TMlyHkt 52.1 ctatbm 4 PepepanvHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaleHun
nekapcTBeHHbIX cpeacTts” (CobpaHne 3akoHopaTtenbcTBa Poccuiickon ®egepaumm, 2010, N 16, cT. 1815; N 31, cT.
4161; N 42, c1. 5293; N 49, cT. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; N 53, c1. 7587; 2013, N 27, cT.
3477; N 48, cT. 6165; 2014, N 11, cT. 1098; N 43, cT. 5797; N 52, cT1. 7540; 2015, N 10, c1. 1404; N 27, c1. 3951; N
29, c1. 4359, 4367, 4388; N 51, c1. 7245; 2016, N 1, cT. 9; N 23, cT. 3287; N 27, cT. 4238, 4283).

3. dapmakoHagsop ocyulectBnsietcs dPenepanbHon cnyxboi no Haglopy B cdepe 3a0paBOOXpaHEeHUs
(banee - Poc3gpaBHag3op) nyTeMm aHanusa npegcraBnsgemon cybbektamm obpalleHus nekapCTBEHHbIX CPeacTs
MHdopmaumm O MNOBOYHLIX [OEWCTBUSIX JIEKAPCTBEHHbIX CPEeACTB, HeXenaTeNbHbIX peakuusix, CepbesHbiX
HeXXenaTenbHbIX peakuusix, HenpeaBUOEHHbIX HeXenaTernbHbIX peakumsix Npyv NPUMEHEHUM NeKapCTBEHHbLIX
npenapaTtoB, 06 UHAMBUOYaNbHON HENepeHOCUMOCTU, OTCYTCTBUM I(PMEKTUBHOCTN NEKapCTBEHHbIX NpenapaTos
(manee - HexenaTenbHbIX peakuui), a Takke 00 MHbIX hakTax n obcToAaTenbCcTBax, NPeaCcTaBMSIOWMX Yrpo3y
XW3HU MI 300POBbLI0 YerioBeEKA NpY NMPUMEHEHMU NEKApPCTBEHHbIX NpenapaToB (Aanee - MHOW WUHopmauun no
6e3onacHoCcTM M 3(PEKTUBHOCTH), BbISIBMIEHHBIX HA BCEX 3Tanax obpalleHWsi NeKapCTBEHHbIX MpenapaToB B
Poccunckon depepaumm n gpyrmx rocygapctBax B LieNsiX BbISIBIIEHWS BO3MOXHbIX HEraTUBHbLIX NOCNEACTBUN UX
NPVYMEHEHWS, MHOVBMAYaNbHOW HENEePEeHOCMMOCTH, NPeayNpeXaeHNs MeQNLMHCKMX PabOTHMKOB, MALUEHTOB U UX
3alMThI OT NMPUMEHEHWS TakUX JIEKAapPCTBEHHbIX NPenapaTos.

4. dapmakoHag3op ocylwecTBnsetca ¢ cobniogeHmeM 3akoHogartenbcTtBa Poccuiickon Pepepauumn B
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obrnacTtu 3awmThl NEPCOHarnbHbIX AaHHbIX.

5. [OMKHOCTHBIMM NML@MK, YNONHOMOYEHHBIMU OCYLLECTBATL hapMakoHaa30p, ABMAAKTCA:

1) pykoBoauTens (3amectutenu pykosogutensi) PocsapaBHansopa;

2) pykoBOOMTENW CTPYKTYPHbIX noapasgeneHunn Poc3gpaBHagsopa, WX 3aMecTuTenu, AOSPKHOCTHLIMU
pernaMmeHTamMy KOTopbIX MPegyCMOTPEHbI MOMTHOMOYMS MO OCYLLECTBIEHNO hapMakoHaa3opa;

3) WHble rocygapCTBEHHbIE rpaXaaHckue crnyxawme Poc3gpaBHag3opa, AOMKHOCTHBIMW perfiameHTamm
KOTOPbIX NPeAyCMOTPEHbI MOSTHOMOYMS MO OCYLLIECTBNEHMIO (hapmMakoHaasopa.

6. ®apmakoHag3op ocyulectsngeTca PocagpaBHag3opom Ha OCHOBaHWM CBEAEHWI, MOSyYEHHbIX B BUZE:

1) coobLeHnn cyOLEKTOB 0bpallleHMs NeKapCTBEHHbIX CPEeACTB (ganee - coobLeHnn);

2) nepnoanyeckmx oT4eToB No 6e30nacHOCTM NekapcTBeHHbIX NpenapaTos (ganee - NOB), HanpaBnNAeMbIX B
PocsgpaBHags3op gepxatendamu  unu  Bnagenbuamum  perMcTpauuoHHbIX — YOOCTOBEPEHUA  NEKapCTBEHHbIX
npenapaTtoB WM  YNOMTHOMOYEHHBIMM UMW  MHBIMW  LOPUOUYECKUMW NMULaMK  (ganee - gepXartensmu
perncTpaLmoHHbIX YAOCTOBEPEHUN);

3) nepuoanyeckmx oOT4eTOoB nNo 6esonacHocT paspabaTbiBAaeMOro (Mccreayemoro) JfiekapCTBEHHOMO
npenapata (ganee - POOB), HanpaBnsiembix B Poc3gpaBHag3op HOpUOUYECKMMW NUUAMKW, HAa UMSA KOTOPbIX
BblJaHbl pa3peLleHnst Ha MpPOBEeAEHUE KINMHMYECKUX uccnepoBaHui B Poccuiickon ®epepauun, nubo gpyrumm
YMONTHOMOYEHHBIMU  KOPUONYECKUMIN TNMuaMKn  (ganee - OpuUaMYEcKMe nvuaMu, Ha WMs KOTOpbIX BblOaHbI
paspeLLeHnst Ha NpoBeAeHNE KIMHUYECKNX UCCef0BaHUN);

4) nHdopmMaumm, MOSlyY4eHHONM B XOAE OCYLLECTBIIEHUS rocyaapCTBEHHOrO KOHTpons (Hagsopa) B cdepe
obpalleHns nekapCTBEHHbIX CPEACTB.

7. B uenax oueHkn nHdopMaLmMm HayyHOro M KIMHWYECKOro XapakTepa, COAepXallencs B AOKYMEHTax u
OaHHbIX, MepedYncrieHHbIX B NyHKTe 6 Hactoswero [lopsgka, PocsgpaBHagsop npuenekaet depepanbHoe
rocyaapCTBEHHOE OHOMKETHOE yypexaeHue, Haxogsieeca B BefeHun PocsgpaBHagsopa (panee - akcrneprtHas
opraHusaums).

8. OueHka MHOpMaLMM HAY4YHOrO U KNMHUYECKOrO XapakTepa, cofepKallenca B JOKYMEHTaxX U AaHHbIX,
nepeyvmcrieHHbIX B NyHKTe 6 HacToswero Nopsaaka, OCHOBLIBAETCS Ha NPUHLUMNAxX 3aKOHHOCTW, COOMOAEHNUSI NpaB U
cBobo 4ernoBeka W rpaxgaHuHa, MNpaB HOPUAMYECKOrO fMua, HEe3aBWCUMOCTUM JKcnepTa, OOBbEeKTMBHOCTH,
BCECTOPOHHOCTU M MOJSIHOThLI MCCIEAOBaHWIN, NPOBOAUMBIX C UCMOSIb30BAHMEM COBPEMEHHbIX JOCTVXKEHUIN HayKn U
TEXHWUKM, OTBETCTBEHHOCTM 3KCMEPTHON OpraHn3aumm no NpoBEAEHUI0 SKCMEPTHOM OLIEHKM U KavyecTBa 3KCMEePTHON
OLIEHKM.

9. CoobuieHnsa cyObekToB obpalleHns NeKapCTBEHHbIX CPEACTB, 3a WCKIIOYEHMEM HPUAMYECKUX NN, Ha
UMS KOTOPbIX BblAaHbl paspeLleHus Ha MpoBedeHWe KNMHMYECKUX uccnepoBaHum B Poccuiickon ®epepauuu,
HanpaensaTca B Poc3gpaBHaa3op no pekomeHaoyemomy obpasuy "M3BeLieHns 0 HexenaTenbHOW peakumm unm
OTCYTCTBUM TepaneBTu4eckoro adpdekra nekapcTBeHHOro npenapara”, npuBegeHHoMy B npunoxeHun N 1 K
HacTosLwwemy MNopsaky.

10. CoobLLeHNS IOPUANYECKMX ML, HA UMS KOTOPbIX BblAaHbl pa3peLleHus Ha NpoBeAeHNE KIMHUYECKUX
nccnefoBaHui, HanpaenswTcs B Poc3gpaBHagsop no pekomeHayemoMy obpasuy "CoobuieHns o cepbesHon
HenpeaBVAEHHON HexenaTtenbHOW peakuuy Ha JeKapCTBEHHbIM MpenapaT, WU3y4alolMACA B  KITMHUYECKOM
nccnegosaHuun", npusegeHHoMy B npunoxeHun N 2 k Hactoswemy MNopagky.

11. B cnyyae, ecnu xapaktep CBedeHWW, yKa3aHHbIX B noanyHkte 1 nyHkta 6 Hactoswero lMopsagka, He
COOTBETCTBYET COAEPKaHUIO nonen cdopm, npueaeHHsIM B npunoxeHusax N 1 n N 2 k HacToswemy MNopsaky, nnm
B Crny4vae, ecnv ykasaHHble cBefeHus Oblnn BbiSBREHbl 3a npegenamu Poccuickon depepaumm, JonyckaeTcs mx
npegcraesneHne B PocsgpaBHag3op B NPon3BosibHON dhopMe.

12. CoobleHua HanpaensiTcs B Poc3gpaBHags3op 4depe3d ABTOMATM3MPOBAHHYKD UWH(OPMALMOHHYIO
cuctemy PocsgpaBHag3opa (manee -  AUMC  PocsgpaBHagsopa), nmbo N0 3NEKTPOHHOW  noyTe
pharm@roszdravNadzor.ru. N'Ob, POOB npeactaBnsiotca B Poc3gpaBHags3op yvepe3 AVC PocsgpaBHazsopa
nMbo Ha 3NEKTPOHHbLIX HOCUTENSAX.

13. [depxaTenun peructpaumoHHbIX YAOCTOBEPEHU B CPOK He Gonee 15 kaneHgapHbiX gHeW coobLialoT B
Poc3gpaBHaa3op cBefeHWA O HexenaTenbHblX peakuusiX, ykasaHHbiX [lpaBunax Hagnexalwen npakTuku
dhapmakoHaz3opa, yTBepXaeHHbIx peweHnem CoseTa EBpasuiickon SkoHoMmdeckon Komuccum ot 3 Hoabps 2016
rrN87<2>(n.n.71.7.1,71.7.3).

<2> [paBuna Hagnexawlen npakTuku cdapmMakoHagslopa. YTBepxaeHbl peweHnem CoeTa EBpaswmiickon
OkoHoMunueckon Komuccum ot 3 Hosiopsa 2016 r. N 87 (OdmumanbHbii cant EBpasninckoro 3KOHOMMYECKOro coto3a
https://docs.eaeuNioN.org/docs/ru-ru/01411948/cNcd_21112016_87, 21 Hoabpsa 2016 r.).

14. Cpok ans coobLieHnss 0 HexenaTenbHbIX peakuusX, YkasaHHbix B [lpaBunax Hagnexalwen npakTtukm
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apmakoHaasopa EAJ3C (n. 7.1.7.1), ncuucndetrca B cooTBeTCTBMM C [lpaBunamm Hagnexailen npakTuku
tapmakoHaasopa EASC (n. 7.1.2.1).

15. Cpok coobLieHnst nHon uHcpopmauum no GeszonacHocTM M 3EKTUBHOCTH, yKasaHHOM B [NpaBunax
Hagnexawlen npakTukn dapmakoHagsopa EAJ3C (n. 7.1.7.3), wcuucnsetcs C Aatbl, Korga JepxaTtenem
PEerMcTpaumoHHOro yaAOCTOBEPEHNS NEKAPCTBEHHOMO NpenapaTta Obln yCTaHOBMEHbI COOTBETCTBYOLWMNE (DaKTbl U
obcTosATenbCTBAa.

16. [epxaTtenu peructpaumMoHHbIX YOOCTOBEPEHMIN FNEKapCTBEHHbIX MNpenapaTtoB MNPeAcTaBnsalT B
PocsgpaBHagsop NMOB no chopme, npuBeaeHHom B MNpaBunax Hagnexawen npaktmkn gapmakoHagsopa EAIC (n.
n. 8.4 - 8.5).

17. TNopsigok wucymncneHus paTbl OKOHYaHWs cbopa fgepxaTtenem perncTpauuoHHOro  YAOCTOBEPEHMUS
CBeJEHMN O HexenaTenbHbIX peakuusax, WHOM uHgopMauun no 6esonacHoctn Ana odepegHoro 106 wu
nepyoamyHocTb npeactasneHvss [1OB  ana  nekapCTBEHHbIX MNpenapaTtoB  pasfnuUyHbIX — MeXAyHapoOHbIX
HenaTeHTOBaHHbIX HAMMEHOBaHMWI UMK rPYNNMPOBOYHBIX HAMMEHOBaHWUI yTBePXaatTcsa Poc3apaBHag30poMm.

18. [Ins nekapCTBEHHbIX MpenapaTtoB, CPOKM U NepuoamyHocTb npeactasneHna OB Ha koTopble He
yTBepXaeHbl PocaapaBHag30poMm, NepUoanYHOCTb 1 cpokn npeactasneHms NMNOB oTcunTbiBalOTCA OT AaTbl NEPBON
rocygapCTBEHHON perMcTpaunm nekapCTBEHHOMO Npenaparta B MUPE U COCTaBIISAOT:

1) Kaxable 6 mMecsueB OT AaTbl NEPBOV FOCYAapPCTBEHHOW perucTpaumm B MMpe Ha MPOTSPKEHUM MEPBbIX 2
ner;

2) eXXerogHo Ha NPOTSHKEHMM NOCneayLwWwmx 2 fneT;

3) panee - kaxgble 3 roga.

19. MNOB npeacTaBnsoTcA B Poc3gpaBHag3op B CPOK, ykasaHHblM B [MpaBvnax Hagnexawen npakTuku
dapmakoHaasopa EASC (n. 8.8.1).

20. lMpu BbIABNEHUN HexenaTenbHbIX peakunii 1 MHOM UHopMaunmM No 6e3onacHoOCTU N 3PMEKTUBHOCTH,
He coepXallMxcs B UHCTPYKLUUN NO MeOULMHCKOMY NPUMEHEHMIO, U3MEHSIIOLWNX OTHOLLEHNE OXMAAeMOMW NOMb3bl
K BO3MOXHOMY PUCKY NPUMEHEHUs NekapCTBeHHOro npenapata, PocagpaBHaasop Bnpase 3anpocuTh y AepxaTens
perncTpaLmoHHOro yaoCToBEPEHUS NekapCcTBEHHOro npenapara BHeoyepeaHon MNMOBb.

21. BHeouepepgHon MOB npeacrtaBnsieTca B PocaapaBHag3op B CPOK, yka3aHHbIV B [NpaBunax Hagnexaiien
npakTukn bapmakoHaasopa EASC (n. 8.8.2).

22. KOpuguyeckme nvua, Ha WMMS KOTOpPbIX BblgaHbl paspelleHns Ha MNpoBedeHMEe  KIMHUYECKUX
nccnenoBaHW, B CPOK He Oornee 7 kaneHaapHbiX OHen coobuwiatoT B Poc3gpaBHag3op O feTanbHbIX UIK
YrpOXatLLMX XKN3HU CEPbE3HbIX HenpeaBMOEHHbIX HexenaTenbHbIX peakumsx Ha nccrnegyembli IEKapCTBEHHbIN
npenapaTt, BbISIBMEHHbIX B XO4€ KIMHUYECKUX WCCNefoBaHUM, paspelleHHbIX K npoBedeHuto B Poccuiickon
depepaumm, ecnm MHoe He NPeayCMOTPEHO 0406PEHHBIM MPOTOKOMOM KIMHUYECKOTO UCCREeA0BaHUS.

23. KOpugudeckne nuua, Ha WMSA KOTOPbIX BblAaHbl pas3pelleHns Ha NpoBeAeHMEe  KITMHUYECKMX
nuccriegoBaHun, B cCpok He Oonee 15 kaneHgapHbix AHel coobwatT B PocsapaBHag3op O CEPbE3HbIX
HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusix, 3a UCKMYEHWEM peakuui, yKasaHHbIX B MyHKTe 22 HacTOsLero
Mopsgka.

24, HOpuguyeckne nvua, Ha WMMS KOTOPbIX BblgaHbl paspelleHus Ha MNpOBedEeHME  KITMHUYECKUX
nccnegoBaHu, B CPOK He Oonee 15 kaneHgapHbix AHen coobwatT B PocsgpaBHags3op vHGopMauuio Mo
6Ge3onacHOCT nccnegyemMoro fekapCTBEHHOro npenapaTa, ykasaHHyko B [MpaBunax Hagnexallen KIMHUYECKON
npaktukn  EBpasnickoro 9KOHOMMYECKOro  CO3a, YTBEpPXAEHHbIX peweHvem CoBeta EBpasuiickon
OkoHoMunueckon Komucemm ot 3 Hosbpsa 2016 r. N 79 (manee - lNpaBuna Hagnexawen KIMMHUYECKON MPaKTUKK
EABC) <3> (n. 1.5 MNpunoxenna N 11).

<3> [lNpaBuna Hagnexallen KIMHUYECKOW MpakTUKM EBpasmMincKkoro 3KOHOMUYECKOro coto3a. YTBepXAdeHbl
peweHvem CoseTa EBpasuiickon JkoHommdeckon Komwmccum ot 3 Hoabps 2016 r. N 79 (OdwmumanbHbein cant
EBpasuiickoro akoHomuyeckoro coto3a https://docs.eaeuNioN.org/docs/ru-ru/01411924/cNcd_21112016_79, 21
Hos6psa 2016 1.).

25. Cpokn Anst coobLEeHUA O HexenaTernbHbIX peakuusx, yKa3aHHbIX B MyHKTax 22 u 23 HacTosLwero
Mopsigka, ncumcnarTca B COOTBETCTBUM C [lpaBunamm Hagnexailen knvHudeckow npaktmkm EASC (n. 1.3.1
Mpunoxexns N 11).

26. Cpok coobLieHnst MHoM MHdopmauumn no 6e3onacHOCTU MCCreQyemMoro fiekapCcTBEHHOro npenapara,
yKa3aHHbI B NyHKTe 24 HacTosiwero MNopsigka, ncumcnsieTcst ¢ Aatbl yCTaHOBNEHUST OPUONYECKMM JTMLIOM, Ha UMSI
KOTOpPOro BblJAaHO paspelleHne Ha NpoBefeHUEe KIMHUYECKMX WUCCneaoBaHuKi, COOTBETCTBYHOLUMX (hakToB U
obcToATENbLCTB.

27. HOpuguyeckoe nuuUo, Ha UMS KOTOPOro BblAAHO paspelleHMe Ha npoBeAeHMEe  KIUMHUYECKUX
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nccrnefoBaHun, packpbiBaeT paHAOMU3ALMOHHBIA KOO B COOOLLEHMAX O HeXenaTerbHbIX peakuusax, yKkasaHHbIX B
nyHKTax 22 1 23 HacTosLWwero nopsaka, ecrnv MHOe He NpegycMOTPEHO NPOTOKOMOM KIMHUYECKOro ccneoBaHus.

He nognexat coobLueHnto B nopsiake, ykazaHHOM B NyHkTax 22 un 23 HacToswero MNopsaaka, HexenarternbHble
peakuun, NPOM3oLLELINE Y YHAaCTHMKOB KIMMHUYECKUX UCCIIeq0BaHNMiA, Nony4vasBLumnx nnaueodo.

28. CoobuweHnsa o BbISIBIEHHLIX Ha TeppuTtopun Poccuiickon Pepepauunmn HexenaTesbHbIX peakuusix Ha
nekapCcTBEHHbIE NpenapaTtbl CpaBHEHWs], 3aperMcTpupoBaHHbie B Poccuiickon Pegepaumm, nognexart coobLeHnto
B Nopsake, ykasaHHOM B nyHkTe 12 HacToswwero MNopsagka.

29. KOpuguueckne nuua, Ha WMSA KOTOPbIX BblJAHO paspelleHVe Ha MpOBeAEHUEe  KIMHUYECKUX
nccnenoBaHun, npegctaensaoT B PocagpaBHaasop POOB B cooTBeTcTBUMM € NyHKTOM 4 npunoxenusa N 12 Mpasun
Hagnexawen knuHnyeckon npaktukm EASC. K POOB npunaraetcs konusa Gpoluiopbl  MccrnegoBaTens
KMMHUYECKOrO MccneaoBaHns, paspelleHHoro K nposedeHuto B Poccuickon ®depepauun, OenCTBYyOWas Ha
MoMeHT npeactasneHns POOB.

30. POOB npegcrasnsawTca B PocagpaBHaasop exerogHo B CPOK, OTCUMTbIBaeMbl OT AaTbl Havana
NepBOro KNMHUYECKOro 1ccrefoBaHns NekapCcTBEHHOMo npenapaTa B MUpe U oT AaTtbl NepBoOv rocyaapCTBEHHON
pervcTpaunm ekapCTBEHHOMO Npenapara B MUpe.

31. POOB no nekapcTBeHHbIM MpenapaTaM, uccrnegyembiM Ha TeppuTopum Poccunckon Pepepaumu,
npepcTtaensoTca B Poc3gpaBHag3op B CPoOK, He npesbiwatowmin 60 kaneHaapHbIX AHEN OT AaTbl OKOHYaHWs coopa
AepxaTtenem pervcTpaumMoHHOrO yAOCTOBEPEHUS CBEOEHUA O HexemnaTemnbHbIX peakuunsx Ansg  AaHHOro
nekapcTBEHHOro npenapaTa.

32. lMpu BbIABNEHUN CBEOEHWA, U3MEHSIOLIMX OTHOLUEHWE OXUOAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHMs NeKapCTBEHHOro npenapaTta B KIMHUYECKOM mnccnegosaHuy, PocsapaBHag3op Bnpase 3anpocutb Y
IOPMAMYECKOrO NWLA, Ha UMS KOTOPOro BblOAHO paspelleHve Ha MNpoBeAeHUe KIMHUYECKUX WUccrenoBaHuin
neKkapcTBEHHOro cpeacTea, BHeovepeHon POOB.

33. BHeouepegHon POOB npeactaBnsieTcs B Poc3apaBHaz3op B CPOK, He NpeBbllaiowmin 60 kaneHaapHbIX
OHen OT pJaTbl NOMNyYEeHUS KPUOUNYECKUM JIMLOM, Ha WMMsS KOTOPOro BbiAAHO paspelleHue Ha MpoBeaeHune
KNMHUYECKNX nccreoBaHuin 3anpoca PocsgpaBHaasopa, ykasaHHoro B nyHkTe 31 HacToswero Mopsaka.

34. OcyuiectBneHve paboTbl CyOBbEKTOB OOpaLLeHUs NEKapCTBEHHbIX CPeacTB (MEANLIMHCKNX OpraHm3aumi)
MO BbISIBMIEHWNIO HEXenaTemnbHbIX peakuMn KM MHOW wuHdopmaumm no 6Ge3onacHocT M 3dPEeKTUBHOCTM Npwu
MPMMEHEHUM TEKAPCTBEHHbIX MpenapaToB perfnamMeHTUpPyeTcs BHYTPEHHUMW MNpuKasamMyu  MeOULMHCKON
opraHv3sauum.

35. CybObekTbl 06paLleHnst NeKapCTBEHHbIX CPeacTB (MeQULUHCKME opraHmM3aumnmn) ob6s3aHbl B CPoK He Bonee
3 pabounx gHen coobwate B Poc3apaBHan30p O CEpbEe3HbIX HeXenaTenbHbIX peakumsax ¢ netanbHbIM UCXOA0M
UNN Yrpo30N KU3HW, 33 UCKIMIOYEHNEM HEeXenaTeNbHbIX Peakuun, BbiIBNEHHbIX B XO4e MPOBEAEHNS KITMHUYECKNX
nccrnegoBaHuin, NPOBOAUMBIX B JAHHON MEAMLIMHCKOW OpraHv3aunu.

36. CybbekTbl obpalLeHns nekapCcTBeHHbIX CpeacTB (MeauLMHCKMe opraHn3anum) B CPOK, He MPeBbILIALLNIA
15 kaneHaapHblx AHew, coobwalT B Poc3gpaBHagsop O criedylowmx HexenaTenbHbIX peakumsax WM MHOW
nHdopmaumm no GesonacHocTM U 3PAEKTUBHOCTU, BbLISIBIEHHOW [OAHHOW MEAMLMHCKOW OpraHusauuven, 3a
UCKIMIOYEHVEM HEeXenaTesbHbIX PeakUnii, BbISBIIEHHBIX B XO4€ NPOBEAEHUS KIMMHUYECKNX NCCNe0BaHNN:

1) cepbes3HbIX HeXemnaTenbHbIX PeakuMsX Ha fekapcTBEHHble MnpenapaThl, 3a WCKIHYEHUEM CEepbe3HbIX
HexenaTenbHbIX peakumi, yKasaHHbIX B NyHKTe 35 HacTodAwero Nopaaka;

2) cniyyasx nepegayvm MHAEKLMOHHOIO 3aboneBaHns Yepes NekapCTBEHHbIV Npenapar;

3) cnyyasx OTCyTCTBMS 3asiBMEHHOW 3P(EKTUBHOCTM NEKapCTBEHHbIX MpenapaToB, MPUMEHAEMbIX Mpu
3aboneBaHnsx, NPeacTaBnsIOWMX Yrpo3dy AMs XW3HU YenoBeka, BakuumH And npoduNakTuKM MHEEKLMOHHBbIX
3aboneBaHuii, neKapCTBEHHbIX MpenapaTtoB Ans npegoTBpawleHns 6epeMeHHOCTM, Korga OTCyTCTBuE
KnuHuveckoro adpdekta He BbI3BAHO WHAMBUAYaNbHLIMW OCOBEHHOCTAMM nauueHTa un (Mnu) cneundukon ero
3aboneBaHus;

4) HexenaTemnbHbIX peakuusiX, BO3HUKLIMX BCneacTBuMe 3noynotpebneHus npenapatom, B Chly4vasx
YMbILINIEHHOW Nepefo3vpOoBKU NeKapCTBEHHOrO npenapara, Npu Bo34encTBUKN, CBSA3AHHOM C NpodeCccnoHansHon
0edTenbHOCTLI0, UMK B CriyYasix UCMOMNb30BaHWS NeKapCTBEHHOro npenapaTa B Lenax YMbILWUIEHHOro NpU4MHeHns
BpeOa X13HU 1 300POBbLI0 YENoBEKa.

37. Cnyyan mHOMBMOyanbHONW HENEPEHOCMMOCTM NEeKapCTBEHHbIX CPeacTB, SBUBLUMECS OCHOBaHMEM OIS
BbIMWCKMN FEeKapCTBEHHbIX MpernapaTtoB MO TOProBOMYy HaMMEHOBAHMIO B pamKax nporpamm fbroTHOro
nekapcTBeHHoro obecnedeHus, nognexar HanpaeneHuto B Poc3gpaBHagsop BpadebHbIMM KOMUCCUMSMU, B
nopsiake, yCTaHoOBNEHHOM npuka3om MuHagpaBa Poccum ot 5 masa 2012 r. N 5021 "O6 yTBepxaeHuMn nopsigka
co34aHns 1 gesaTenbHOCTN BpavyebHoM KOMUCCUN MeAULIMHCKOM opraHu3aummn” <4> B CpoK, He MPeBbILLaoLWLMN NATU
pabounx gHen ¢ gaTbl BbINUCKM COOTBETCTBYIOLLErO fIeKapCTBEHHOro npenapara no TOproBOMy HauMeHOBaHWIO.

KOHcyn bTaHTlntoc www.consultant.ru Crtpanuua 5 u3 13

HajeXHas NnpaBoBasi noaaepxka



Mpukas Poc3apaBHaasopa ot 15.02.2017 N 1071
"O6 yTBepxaeHum MNMopsigka ocyllecTBneHust papmakoHagsopa”
(3apernctpuposaHo B Mu...

HokymeHT npegoctasneH KoHcyneTtaHTl Intoc
[aTta coxpaHeHusa: 22.03.2017

<4> Tpuka3 MuHucTepcTBa 3gpaBooxpaHeHuss Poccuickon ®epepauum ot 5 mas 2012 r. N 502H "O6
YTBEPXKAEHUN TMOpPsiAKa CO3L4aHUS W OesTeNnbHOCTM BpayvebHOM KOMUCCMM  MEeOUUMHCKOW  opraHu3aumn’
(BapeructpuposaH MuHioctom Poccun 9 mnioHa 2012 r., pernctpaunoHHbin N 24516, PIT 22 uioHa 2012 r. N 141) B
penakumn lNMpukasza MuHucTepcTBa 3apaBooxpaHeHns Poccuinckon ®enepauum ot 2 gekabpst 2013 r. N 886H "O
BHECEHUW n3MeHeHun B [Mopsaok co3gaHns v OedATenbHOCTM BpayebHOM KOMUCCUM MEAMLIMHCKOW OpraHmsauuu,
yTBEPXXAEHHBIN Npuka3om MnHMCTepCTBa 30paBOOXPaHEHNS U coumManbHOro passutus Poccunckon degepauun ot
5 maga 2012 r. N 502H, n B lNopsgok Ha3Ha4YeHUs1 N BbINMUCLIBAHWS FIEKAPCTBEHHbIX MpenapaToB, YTBEPXKOEHHbIN
npukasom MwuHucTepcTBa 3gpaBooxpaHeHusi Poccunckon Pepepaumm ot 20 gekabps 2012 r. N 1175H"
(3apeructpuposaH Muntoctom Poccum 23.12.2013 N 30714).

38. Cpok Onsa cooblieHns O HexenaTemnbHbIX peakumsx U WMHOW WHopmauun no 6Ge3onacHOCTU U
appekTMBHOCTK, YyKazaHHOM B nyHkTax 35 - 36 Hactosiwero [lopsigka, wucuucnseTcda € Aatbl, Korga
OTBETCTBEHHOMY MO (hapMakoHaA30py [OOJPKHOCTHOMY nuvuy cybbekTa obpalleHusi NeKapCTBEHHbIX CPeACTB
(MeaMLUMHCKOM OpraHv3aumm) cTanu U3BEeCTHbl Creaylolne CBEAEHUS O HeXenaTernbHOW peakumm unm ocobon
cuTyauum:

1) nHdopmaumsa, No3BonsawLas naeHTUMuMpoBaTe OpUanyeckoe unu U3NYecKoe nuuo, BbisiBUBLLEE
HeXernaTenbHyH peakumio nnm ocobyo cutyaumio;

2) wHdopmauus, nos3ponswWan wuaeHTUMUMpoBaTb ¢uU3nMYeckoe nuuo, y KoToporo Habnganach
HexenaTenbHas peakuus;

3) nHcdopmaums, no3sonsoLas MAEHTUOULMPOBATL JIEKAPCTBEHHbIV Npenapar;

4) nHchopmaumsa, no3sonaLLaa NaeHTUMOUUMPOBATE CUMATOMbI HEXENaTENbHOW peakuuu.

39. Konuu coobuieHunin, HanpaeneHHbIX B Poc3apaBHag3op, B COOTBETCTBUM C NyHKTamu 35 - 36 HacTosLwero
Mopsigka, coxpaHATCA B MEAULMHCKOW AOKYMEHTaUMW NaLeHTOB.

40. CoobuweHusa, MMOB, POOB, noctynawwme B 3nekTpoHHoM Buge B AWNC PocsgpaBHagsopa,
pPerncTpupytoTcs aBToMaTuyecku.

41. CoobuieHnsi, noctynatowme B Poc3gpaBHag3op Mo SMeKTPOHHOM nodte, a Tawke [10B, POOB,
noctynawwme B Poc3gpaBHag30p Ha  3MEKTPOHHbIX HOCUTENSX, peructpupyrotca u  BHocAtcs B AUC
PocsgpaBHaasopa B TeueHue 5 paboumx gHen ¢ gatbl UX NOCTYNIEHNUS.

42. OueHka WHGOPMALMM HAYYHOrO M KIMHWYECKOrO XapakTepa, cogepXalwenca B COooOLLeHusX,
noctynatowmx B AVIC PocagpaBHaa3opa, OCyLLECTBIAETCS SKCMEPTHOW opraHmM3aLmen B TedeHne 5 paboumx gHen
C AaTbl NOCTYMNIIEHUS.

OueHka MHdopMauun Hay4dHOro 1 KIMHUYECKOro xapakTtepa, cogepxawlenca B NOB n POOB, nposoantca
3KCMEepTHOM opraHmnsauuen B TedeHme 60 pabounx gHer ¢ AaTbl UX NOCTYNMEHUS B 9KCNEPTHYIO OpraHn3auuio.

43. Pe3ynbTaTbl OLEHKM MHA)OPMALMKN HAY4YHOrO M KITMHUYECKOro XapakTtepa, coaepallencs B COO0LWeHnsXx,
HanpaensTca B Poc3apaBHaa30p aKCnepTHOW opraHu3aumnen B COCTaBe exeHeaenbHbIX OTYETOB.

PesynbTtatbl WHGOpMaUUM Hay4yHOro UM KINWHUYECKOro Xapaktepa, cofaepxaulerica B 106 u POOB,
HanpaensaTca B Poc3apaBHaf30p B COCTaBE XeMeCAYHbIX OTHETOB IKCNEPTHOM OpraHmn3aLmm.

44. Tpw BbIABNEHUN 3KCMEPTHOW OpraHu3aumein HecooTBeTCTBUS npeactasnenHoro MNMOB nyHktam EASC 8.4
- 8.5 TlpaBun Hagnexaiien npaktuki capmakoHagsopa, n POOB nyHkty 4 npunoxenusa N 12 [lpasun
Hagnexawlen knuHudeckon npaktukm EAJC, PocsgpaBHag3op B Cpok, He npeBbiwakowmi 10 pabounx gHen ¢
Aatbl  MOCTYMNEHUs [OaHHOW MHOpMauuK, HarnpaensdeT AepXaTent pPerncTpauuoHHOro  YAOCTOBEPEHUS
NeKapCTBEHHOrO npenapara Wnv puaMyYeckomy nvuy, Ha MMsi KOTOPOro BblAaHO paspelleHne Ha NpoBeaeHune
KIMUHNYECKUX MCCrnenoBaHnii, 3anpoc o BHeceHun nameHenunn B NOB unn POOB.

45. lepxaTtenb perucTpaLmMoHHOro yaoCTOBEPEHNST NEKAPCTBEHHOrO Npenapara unm puaudeckoe nuuo, Ha
NUMSA KOTOPOro BblAaHO paspelleHne Ha npoBedeHWe KIMHUYECKMX UCCNeaoBaHui, B CPOK, He npesbiwatowmn 30
paboumx gHen ¢ gatbl nonyyeHus 3anpoca PocagpaBHaasopa, ykasaHHOro B nyHkTe 44 Hactosuwlero [Mopsiaka,
HanpaenseT B PocagpasHaasop NOB B cootBeTcTBUM € nyHkTamu EASC 8.4 - 8.5 NMpaBun Hagnexallen npakTuku
hapmakoHaasopa, 1 POOB B cootBeTcTBUM C NyHKTOM 4 npunoxeHust N 12 NMpaBun Hagnexawen KNMHNYeCcKon
npaktukn EA3C.

46. lMpun BbLIABMEHMM IKCNEPTHOW OpraHusaumen B Xode OUEeHKU MHAOPMauUM HaAYYHOro U KIMHUYECKOro
Xapaktepa, cogepxawmxca B coobuweHusx, OB, POOB cBegeHwun, OTCYTCTBYIOLMX B WMHCTPYKUUWM MO
MEOWLMHCKOMY TMPUMEHEHMIO WM AOKYMEHTauMM KIMHUYECKOrO MWCCneaoBaHusi, M3MEHSIIOWNX OTHOLUEHne
OXMOaeMon Mnomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHWST NEKAPCTBEHHOro npenapara, 3KCnepTHas opraHusaumsi
HanpaenseT 3aknoveHne o6 atom B Poc3gpaBHaa3op B Cpok He nosgHee 5 paboumx gHen ¢ gatbl BbISBEHMS
COOTBETCTBYIOLLMX CBEAEHUN.

47. B cnyyae, ecnv COrnacHo 3akrtoYeHU0 SKCMEePTHOW OpraHM3auumn, NpUYMHON HexenaTenbHOW peakunm
UNKN yrpo3bl XXN3HW 1 300POBbBI0 YeroBeka MOrfo ABMASATLCA HapylleHue cybbektamm obpalleHns nekapCTBEHHbIX
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CpeacTB 3akoHogaTenbHbiX TpeboBaHMM K dapMakoHazs3opy, nvMbo HapylleHve npaBuil  Hagnexallen
KNMMHUYECKOW MpakTukn, Poc3apaBHag3op MNpUMHUMAET pelleHne O MpPOBEAEHUM MpPOBEPKM cobntogeHust
cybbekTamum obpalleHns NeKapCTBEHHbIX CPEACTB YCTaHOBMEHHbIX PepepanbHbiM 3akoHoM OT 12.04.2010 N
61-®3 "O6 obpaleHnn NekapcTBeHHbIX CPeACTB" U MPUHATBIMA B COOTBETCTBUN C HUM MHbIMU HOPMaTUBHbLIMU
npaeBoBbiMn aktammu Poccunckon depepaumm TpeboOBaHUM K KIMHUYECKUM WCCIEAOBaHUSM NeKapCTBEHHbIX
npenapaTtoB, XpaHeHWo, NepeBo3ke, BBO3y B Poccunckyto Penepaumio, OTNyCcKy, peanv3aumy NeKapCTBEHHbIX
CPEACTB, NPUMEHEHNIO NEKApPCTBEHHLIX NMPenapaToB B nopsake, ycTaHoBneHHOM depeparnbHbiM 3aKOHOM OT 26
aekabpst 2008 r. N 294-03 "O sawmte npaB OpUANYECKMX NUL, U UHOVBUAOYAIbHbBIX NpeanpuHuMmarenen npu
OCYLLIECTBMNEHNM TOCYAAPCTBEHHOIO KOHTPONs (Haa3opa) v MyHMLMNanbHOro KoHTpons" <5>.

<5> ®epgepanbHbii 3akoH OT 26 gekabpsa 2008 r. N 294-03 "O 3zawwute npaB OPUOANYECKUX UL Y
MHAMBMAYanbHbIX NPeAnpuUHMMAaTenen npu  OCYLLEeCTBIIEHMW [OCYAApCTBEHHOro KOHTponsa (Haasopa) W
MyHuLmMnanbHoro koHTpons" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®epepaumm, 2008, N 52, ct. 6249; 2009,
N 18, cT. 2140; N 29, c1. 3601; N 48, c1. 5711; N 52, cT. 6441; 2010, N 17, c1. 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, c1. 6728; 2012, N 19, cT. 2281; N 26, cT. 3446; N 31, cT. 4320, cT. 4322).

48. B crniyyae, ecrniv COrnacHoO 3akrto4eHUI0 SKCMEPTHOW OpraHM3auun, NpUYMHON HeXenaTenbHOM peakunm
MO0 SBMATbCA HECOOTBETCTBME NeKapCTBEHHOro npenapata TpeboBaHnuam kadvectBa, PocsgpaBHagsop
NPMHUMAET pelleHne O NpoBedeHMM BbIOOPOYHOrO KOHTPOMS KayecTBa COOTBETCTBYIOLLEIO fleKapCTBEHHOMO
npenaparta B nopsgke, yCTaHOBMEHHOM 3akoHogaTenbcTBOM Poccuiickon Pegepaumm. <6>

<6> lMpukas PenepansHoi cnyxbbl N0 Haa3opy B cdepe 3apaBooxpaHeHus oT 7 asrycta 2015 r. N 5539
"O6 yTtBepxaeHun lNopsigka ocyLlecTBneHMsT BbIDOPOYHOIro KOHTPOMS KayecTBa J1EKapCTBEHHbIX CPEACTB A4S
MeauumHckoro npumeHenns" (3apeructpuposaH MuHioctom Poccunm 9 asrycta 2015 r., peructpauuoHHbin N
39263, "bBronneteHb HOPMATUBHLIX aKTOB dheaepanbHbIX OpraHoB ucnonHuTensHon sractu”, N 48, 30.11.2015).

49. B TeyeHue 5 pabounx gHen ¢ gatbl MOCTYNSIEHUS 3aKMIOYEHMS SKCMEPTHON OpraHM3aunmy, cogepxallero
MHGOPMALMIO O BbISIBIIEHNM HOBbIX AAHHBLIX MO 6€30MacHOCTU U 3¢hPEKTUBHOCTU NEKAPCTBEHHbIX NPenapaToB, He
cofepXallmxcs B MHCTPYKUMM MO MEOULUHCKOMY NMPUMEHEHUIO MU JOKYMEHTaLUUW KIMHUYECKOro MCCNeaoBaHus,
N3MEHSIIOLLMX OTHOLLUEHUE OXMOAEMOW MOfb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHWUS NeKapCTBEHHbIX NpenapaTtos,
PocsgpaBHagsop yBegomnseTr o6 3TOM  gepxaTens pernctpaumoHHOro YAOCTOBEPEHUS NeKapCTBEHHOMO
npenapaTta wunu puandeckoe nuuo, Ha WUMS KOTOPOro Bbl4AHO paspelleHne Ha npoBedeHWMe KIMHUYECKUX
nccnegoBaHum.

50. [epxaTtenb pernctpauuoHHOro yaqocToBepEeHUs NekapCTBEHHOIO npenapara unu topnanyeckoe nuuo, Ha
NUMS KOTOPOTO BbI4AHO paspelleHne Ha NPOBEeAEHUE KITMHUYECKMX uccrnedoBaHuin, B TedeHne 10 paboymnx OHen ¢
MOMeHTa nonyveHus ysefomrneHus PocagpaBHaasopa, ykasaHHOro B nyHkte 49 Hactosulero MNMopsaka, npoBoauT
NpOBEPKY AOCTOBEPHOCTW MOMYYEHHOW MHpOpMauun 1 NpeacTaBnaeT MHOpMaLuio O pesynbTaTax NpoBEPKU B
PocagpaBHaasop.

51. B nepvoa npoBedeHUs nNpoBepkun, ykasaHHoW B nyHkTe 50 HacTodwero [lopsaka, gepxartenb
pPervcTpaumoHHOro yAOCTOBEPEHUS NEKapCTBEHHOrO npenapata Wiv lpugudeckoe nuuo, Ha WMSA KOTOpOro
BblJAHO paspelleHne Ha MpOBeAEeHUEe KITMHWYECKMX UCCNedoBaHui, NpMHUMaeT Heobxoaumble Mepbl AN TOro,
4YTOObI Bped, CBA3aHHbLIN C OOpaLleHnem COOTBETCTBYIOLLErO NIekapCTBEHHOrO nNpenapaTta, He YyBENMYNIICS.

52. B TeuyeHvne 10 pabounx gHew C¢ gatbl NOCTYNMEHUA pe3ynbTaToB MPOBEPKX, YKa3aHHOW B nyHkTe 50
HacToswero [lopsigka, nNpoBedeHHOW [AepXaTernem perncTpaumMoHHOro yaoocToBepeHusi, PocsgpaBHagsop
yBegomnsaetr MuHuCTepCcTBO 3a4paBooxpaHeHuss Poccunckon Pepepauumn O BbISIBIEHUM HOBbIX AaHHBIX MO
6es3onacHoCTM U 3(PPEKTUBHOCTU FEKAPCTBEHHbLIX MNPENapaTtoB, He COAEPXALUMXCA B WHCTPYKLUMKM MO
MEOVLUMHCKOMY TMPUMEHEHUIO UMW [OOKYMEHTaUMM KIMHUYECKOro UCCneaoBaHusi, U3MEHSIIOWNX OTHOLLeHue
OXMOaemMon nMomnb3bl K BO3MOXHOMY PUCKY NPUMEHEHWsS neKkapCTBEHHbIX nNpenapatoB, W Hanpasnsaet
COOTBETCTBYIOLLYH MHGOPMALMIO AN PacCMOTPEHMST BOMpoca O HEeoOXOAMMOCTM BHECEHWST U3MEHEHUA B
pervcTpaumoHHOe JOCbe JIeKapCTBEHHOrO npenaparta, OTMEHbl rOCy4apCTBEHHOW perncrpauun, npoBeaeHUn
OOKIUHNYECKMX WM KIMMHUYECKUX WCCnedoBaHWiA JieKapCTBEHHOro npenaparta, nNMbo WMHbIX OOMOSHUTENbHbIX
nccnegoBaHMM  kadectBa, adpekTMBHOCTM U ©e30nmacHOCTM  JIEKApCTBEHHOro npernapaTta (ganee -
OOMOSNHUTENBHBbIX WUCCMEeAOBaHUN), a Tawkke O HeobxogumocTtu, nubo o6 OoTcyTcTBMM HeobxogmMmocTu
NPUOCTAHOBIEHUA OOpalleHnss NnekapCTBEHHOro npenapata Ha nepuoa NPoOBeAEeHMs  OOMOMHUTENbHbIX
nccnegosaHumn, 6o Ha nepuon, HeOBXOAUMbIA NSt BHECEHMSI UBMEHEHUN B PErMCTPALMOHHYHO AOKYMEHTaLMIO
neKapCTBEHHOro npenapara.
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53. MNo uToram paccMOTpeHUs pes3ynbTaToB MNPOBEpKW, ykasaHHoM B nyHkTe 50 Hactosiwero [Nopsiaka,
npeacTaBneHHbIX AepXaTenemM perucTpauroHHOro yaoCToOBEpEeHUs NekapcTBEHHOro npenapata, Poc3gpasHaasop
B TedeHue 30 paboumx gHen C paTbl NONyYeHUs pe3ynbTaToB MNPOBEPKM, BMpaBE HanpaBuUTb AepXaTento
pervcTpaumoHHOro YOOCTOBEPEHMS 3anpoc 0 HeobxoammocTu paspaboTku NMnaHa ynpaBneHusa puckamu (ganee -
IMYP) B cooTBETCTBUM C NMyHKTamu 6.2.4 - 6.2.5 NMpaBun Hagnexawen npaktukmi hapmakoHagsopa EASC.

54. TIYP nognexut HanpasneHuto B Poc3gpaBHagsop B TeyeHne 60 pabouvx AHen C¢ gaTbl NOMyYeHus
3anpoca PocsgpaBHag3sopa, ykasaHHOro B NyHKTe 52 HacToswero Nopsaaka.

55. lNpun BbIABNEHUN OepXaTenem perncTpauuoHHOro yooCTOBEPEHUS NEKAapPCTBEHHOrO npenapara, B xoge
npoBegeHns MNpoBepKW, ykasaHHOM B nyHkTe 50 HacTtoswero [lopagka, vHdoOpmauMM O HECOOTBETCTBUMU
nekapcTBeHHoOro npenapata TpeboBaHMAM kKadecTBa, 9MEKTUBHOCTM U BGe3onacHoCTH, AepxaTerb
perncTpaLmoHHOro yooCTOBEPEHUST NIEKAPCTBEHHOMO npenaparta BrpaBe CcamocToATenbHO paspabotatb [MYP wu
npeacrasuTb ero B PocsapasHansop.

56. TYP BkntovaeT nopgpobHOe onucaHve MeponpuaTUn no  dapMakoHag3opy, HamnpaBreHHbIX Ha
BbiiIBNEHWe, OLEeHKY W npefoTBpalleHne WNU  MUHUMU3AUMI0  PUCKOB, CBHA3aAHHbLIX C  JleKapCTBEHHbLIMU
npenapaTtamu, BKMNoYas oLeHKY 3pEKTUBHOCTU AaHHBIX MEPONPUATUN.

57. Poc3gpaBHaas3op B CPOK, HE NpeBblawun 5 pabounx gHen ¢ gatel noctynnexus MNMYP, HanpaBnseT
€ro B OKCMEPTHYH OpraHuM3aumio ONnd MNpOBEAEHUS HayYHO-KITMHWYECKOW OLEHKM C Lenbil  onpegenexHvs
OOCTaToOYHOCTV npeanaraemMbix MeponpuaTuii Ans nNpeoTBpalleHns Bpeda >KU3HWM W 300POBbLI0 rpaxaaH npu
NMPVYMEHEHWM NieKapCTBEHHOIO npenapara.

58. BaknouyeHne 3KCNepTHOW OpraHu3auum O [OCTAaTOYHOCTUM npeanoxeHHblx [MYP meponpuatui ang
npefoTBpalleHnss Bpeda XW3HUM W 300POBbIO, rpaxaaH npu MNPUMEHEHMM TNEKapCTBEHHOro npenapaTta
Hanpaensetca B Poc3sgpaBHagsop B TedeHnve 20 paboumx gHen ¢ paTel noctynneHus [MYP B akcnepTHyto
opraHusauuio.

59. Poc3gpaBHaa3op B TeyeHne 5 paboyumx gHEN ¢ AaThbl NONMyYEHUS 3aKOYEHNUsT SKCMEPTHOW opraHnu3aumu,
yKasaHHOro B nyHkte 57 HacTtoswero [lMopsigka, HanpaBngeT AepXaTento perucTpauuoHHOro yaoCTOBepeHust
NeKkapcTBEHHOro NpenapaTa yBegoMmIieHne o cornacosanum MNYP, nubo yBegomMneHne 0 HEOOXOAMMOCTM BHECEHUS
nameHeHuin B MYP.

60. B cnyyae nonyyeHus yBeLOMIEHWST O HEOOXOOUMMOCTU BHeceHus mameHenun B [YP pepxartenb
pPerMcTpaumoHHOro yaAOCTOBEPEHNS NEKAPCTBEHHOMO NpenapaTa B CpoK, He npesbiwarowmn 20 pabounx gHen co
OHS nonyvyeHuss AaHHOro yBegomrieHus, npeacrtasnseT B PocsgpaBHagsop MNMYP ¢ y4eToOM BHECEHHbBIX U3MEHEHNIA.

61. Mo uToram paccmoTpeHusi pe3ynbTaTOB MPOBEPKM, YKa3aHHbIX B MyHkTe 50 HacTtoswero [opsgka,
npeacTaBneHHbIX PUONYECKMM NUMLIOM, HA UMSA KOTOPOro BblOAHO paspelleHne Ha NpoBefeHUe KIMHUYECKUX
nccrnepgosaHun, Poc3gpasHagsop B TedeHve 30 pabounx gHew € gaTbl MOMyYeHUs pesynbTaToB MpPOBEpKW,
paccmaTpvBaeT BOMPOC O HanpasneHuu MwuHucTepcTBy 3apaBooxpaHeHust Poccuiickon dPepepaumm wm
IopuandeckoMy nuuy, Ha MMS KOTOpPOro BblAaHO paspelleHne Ha npoBefeHue KIMHUYECKUX WuccrneaoBaHun,
COOTBETCTBYIOLLEN MHGOPMALMX ONsi paCCMOTPEHUsT BONPOca O HEOOXOAUMOCTM NPUOCTAHOBINEHUS KITMHUYECKOTO
nccrnefoBaHus, JOCPOYHOIO 3aBEPLUEHUST KITMHUYECKOrO UCCNeaoBaHus, MO0 BHECEHUS U3MEHEHWIA B MPOTOKOS
KMMHUYECKOro UCCreaoBaHus.

62. lNo pesynbTatam papmakoHagsopa PocsgpaBHaa3op pasMeLlaeT Ha cBoeM ohulmnansHOM canTe B ceTn
"MIHTepHeT" cBeageHna o pelweHusx MuHucTepcTBa 3gpaBooxpaHeHuss Poccuinckon depepaumm, ANPUHATBIX NO
pesynbTaTtam paccMoTpeHns nHpopmaumm PocsgpaBHaasopa, ykasaHHOM B nyHKTe 52 HacToswero MNopsagka.

Mpunoxexue N 1

Kk Mopsagky ocyLlecTBrneHus
dapmakoHaasopa, yTBepXaeHHOMY
npvkaszom PepepanbHol crnyXobl

no Hag3opy B cdepe 30paBoOXpaHeHs
oT 15.02.2017 N 1071

PekomeHayembin obpasel

3 N3BELWEHNE
O HEXENATENBHOW PEAKLIMU UITN OTCYTCTBUN TEPANEBTUYECKOIO
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OQOOEKTA JIEKAPCTBEHHOI'O MNMPEMNAPATA

D MepBunyHoe D HononHutenbHas nHdopmaums K CoOobLLEHNIO
N oT

[aHHble nauneHTa

WHuumanel naumeHTa (ko naumeHTa) <*> Mon D M D K Bec Kr

Bospact BepemeHHOCTb D , CPOK Hegenb

Anneprusa D Het D Ectb, Ha

Nevenne D ambynaTopHoe D cTaumoHapHoe D camorneyeHne

JlekapcTBeHHbIe CpeacTBa, NPeAnoNoXUTENbHO Bbi3biBalowme HP

HaumeHosa | Mpousso | Homep | Josa, nyTb | data Hauyana [ata lNokasaHue
Hue J1C autenb cepuu BBEOEHUS Tepanum OKOHYaHUs
TOpProeoe) Tepanun
<>
1
2
3
HexxenatenbHaga peakunsa [arta Havana HP
OnucaHue peakumn <*> (ykaxute Bce AeTanu, BKnoyas JaHHble Kputepun cepbesHoctu HP:

nabopaTopHbIX UCCneaoBaHnin)
D CmepTb

D Yrposa xusHu

D Focnutanusauma unum ee
npoaneHue

D NHBanuaoHocTb

D BpoxaeHHble aHomanmm

D KnuHuyecku 3Hadmmoe
cobbITne

[aTa paspeweHua HP

D He npumeHnmo

MpeanpuHsTLIe Mepbl
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D bes neueHua D OtmeHa nogospesaemoro JIC D CHwmxeHune nosbl JIC

D HemegnkameHTO3Hasa Tepanusd (B T.4. XMpypruyeckoe BMeLLaTensCTBo)

D NekapcTBeHHan Tepanus

Ncxon

D BbizgoposneHue 6e3 nocrneacTsumn D Yny4lieHne CoCTosIHNSA D CoctosHune 6e3 nsmeHeHun

D BbizgopoBneHue ¢ nocneacTemsiMu (ykasaTb)

D CwmepTb D HewussecTHO D He npumennmo

ConpoBoxaanacbk nu otMmeHa J1C D HeT D fa D NC He OTMEHSHOCh D He
ncunsHoseHnem HP?

NPYMEHUMO
HasHavyanocb nn nekapcTso NMOBTOPHO? D Het Pesynbtar D He
D Ma NPUMEHUMO

[pyrve nekapcTBeHHble CpPeacTBa, NPYHUMaeMble B Te4eHue nocregHux 3 mecsiues, Bkroyas J1C,
NpUHMMaeMble NALUMEHTOM CaMOCTOSITENbHO (MO COGCTBEHHOMY XKeraHWo)

HaumeHosa | Npousso | Homep | Josa, nyTb | data Hauyana [ata lNokasaHue
Hue J1C auTenb cepumn BBEOEHUS Tepanuu OKOHYaHUs
(ToproBoe) Tepanuu

4

5

[aHHble coobLuatoLlero nuua

D Bpau D [pyron cneumanuct cucteMbl 34paBoOXpaHeEHNS D MauuneHT D MHon

KoHTakTHbIV TenedoH/e-mail: <*>

®.1N.0.

HomkHocTb 1 MecTo paboTbl

[aTa coobLieHus
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<*> [Tone o6a3aTenNbHO K 3anofIHEHUIO.

CoobLeHne MOXET ObITb OTNPaBIIEHO:

- e-mail: pharm@roszdravnadzor.ru,

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

- OH-NanH Ha cante www.npr.roszdravnadzor.ru
- noyToBbIn agpec: 109074, r. Mockea, CnaBsiHcKkas nnowagp, 4. 4, ctpoeHue 1.

CoobueHne
0 Cepbes3Hol HenpeaBUOEHHOM HexenaTenbHo peakuun
Ha rnekapCTBEHHbIN NpenaparT, u3ydarLmincs

B KITMHWYECKOM MccrneaoBaHum

MpunoxeHue N 2

K MNopsigKy ocyLlecTBneHms
dapmakoHaasopa, yTBepXaeHHOMY
npvkaszom PenepanbHO crnyXoObl

no Hag3opy B cdepe 30paBoOXpaHeHns
oT 15.02.2017 N 1071

PekomeHngyembli obpasey,

N NPOTOKO1Aa KIMNMHNYECKOro
nccnenosaHnAa

HanmeHoBanue J1C

HavnmeHoBaHue npoTokona

N paspelueHus Ha npoeneHue KN B PO

HanmeHoBaHue nevebHoro yypexneHud,
B KOTOPOM BbIABJIEHA HEXENNaTeribHadA
peakuna (ECJ'IVI peaKkuuna npounsoLuna B

Poccunckon ®enepavmn)

I. MHbopmaLms o HexXenaTenbHON peakumm

1. UHnumansl 1a. CtpaHna
naumeHTa

2. daTta

POXaeHU
a

2a.
Bosp
act

3. Mon

4 -6. ata
Hadana
HexenaTtenb
HOWN peakuummn

(aeHb/mecsLy
Irop)

8 - 12. OTmeTbTE BCe,
YTO COOTBETCTBYET
HIP

D CmepTb

D lNocnutanusaumns
Unn ee NpoaneHne

7 - 13. OnucaHue HexenaTenbHOW peakuun (BKrnoYvas AaHHbIe

D Crovikas ytpaTa

KoHcynbTaHTlntoc
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nabopaTopHbIX U UHCTPYMEHTAaNbHbIX UCCIEA0BaHUN) TPYyAoCnocoBHOCTM Unn
MHBANMMOHOCTDb

D Yrposa Xu3Hu

Il. MHbopmaLms o nogo3peBaemMoM NnekapcTBEHHOM
npenapare (npenaparax)

14. Nopo3peBaeMbli ekapCTBEHHbIN NpenaparT (Bkno4as 20. Wcyesna nn
MeXOyHapO4HOe HenaTeHTOBaHHOE HaMMEHOBAHWNE UIN TPYMMUPOBOYHOE | peakLms MOCHe OTMEHbI
HaMMeHOoBaHue) npenapata?

D Ja D Het

D HenpumeHumo

15. CytouHas pnosa(bl) 16. lNMyTb(-1) BBEOEHMSA 21. BosHukna nu

peakumsi BHOBb nocrie
17. NokasaHne(s) K Ha3Ha4YEeHMIO; NMOBTOPHOrO

NpUMeEHeHNs
neKapcTBEHHOro
npenapara?

D Ha D Het

D Henpumerumo

18. [aTbl nevyeHus c ao 19. MpoAoMKNTENBHOCTL TEPannn

Il. COFIyTCTBYIOLLI,aFI NeKkapcTBeHHada Tepanmda n aHaMHe3

22. ConyTCTBYIOLWNA NEeKapCTBEHHbIN npenapaTt(-bl) U AaTbl BBeAEHUS (3@ WCKMIOYEHUEM Tex,
KOTOpble NPUMEHSNY ANg NeYeHns HexenaTenbHON peakLmm)

23. [pyrne peneBaHTHble OaHHble aHaMHe3a (Hanpumep, AuarHosbl, anneprum, 6epeMeHHOCTb C
yKasaHvem BpeMeHu nocrnegHen MeHcTpyauum v T.4)

KoHcynbTaHTlnoC: NnpuMmeyaHue.
Hymepauusa pasgenoB faHa B COOTBETCTBUM C opuLManbHbIM TEKCTOM JOKYMEHTa.

lll. MHaga nHpopmaums

24. HanmeHoBaHWe 1 agpec nponsBoauTens

24a. NpeHTndUKaunoHHbIN HoMep cny4vas 246. lata nonyyeHus nHdopmaumm o
HexenaTenbHOW peakumMm Npon3BoanTeENem

24B. ICTOYHUK nHdOpMaLmMm 0 HexenaTenbHOM peakumnm
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D WMccneposaHne D Jlntepartypa D CneunanncTt 3gpaBooxpaHeHns D PerynsatopHble
opraHbl D Opyron

25. [lata gaHHoro coobuieHns

26. Tun coobLieHuns

D MNepsuyHoe D MoeTopHoe
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