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MeaULMHCKM OpraHu3aLusiv

O dapmakoHaf3ope BBE3EHHOIO B
Poccuitickyto degepaunm
NeKapCcTBEHHOro npenapara
OHKocnap

depepanbHas cnyxba Mo Hagsopy B cdepe 34paBOOXPaHEHWS BO WCMOMHEHMe
PacriopshkeHus MNpaBuTenbcTBa Poccuiickon ®epepaummn ot 17.04.2020 Ne1059-p o0 BBO3E
B Poccuiickyto defepaumtio  He3aperucTpyMpoBaHHOIO JIEKAPCTBEHHOMO  Mpenapara
OHkocnap (maracnaprasa) HanpasnsieT MefUUMHCKAM OpraHu3auusam pas3bsACHEHUS M0
NMopsAKY OCYLLLeCTB/IEHMA (papMaKOHaA30pa YKa3aHHOrMo /IEKapCTBEeHHOro Cpe/cTBa.

MocTaHoBNneHnem [MpaButenscTBa Poccuiickon Pepepaummn ot 30,06.2004 Ne323
«O6 yTBepxaeHun TlonoxeHnsa o PefepasbHOW Ciy>k6e Mo Haa3opy B cepe
3[jpaBooXpaHeHus» (efepasibHbIM OPraHoM WCMOMHUTE/IbHON BIACTU, OCYLLECTBIAOLLNM
(hapmakoHagzop, onpegeneHa ®egepasbHas  cnyk6a No  Hagsopy B ciepe
3paBooxpaHeHus (Poc3apaBHaasop).

B cooTtBeTcTBUKM C N. 2 cTaTbk 64 PefepanbHOro 3akoHa ot 12.04.2010 Xo61-P3
«O6 obpalweHnn  NeKapcTBEHHbIX  CPeAcTB»  (hapMakOHaA30p  OCYLLECTB/SETCA
Poc3gpaBHag3opom MyTeM aHanuM3a MNpefocTaBfsieMon  cyObekTamy — obpaiieHus
NEeKapCTBEHHbIX CPeACTB  WH(OpMaUMM O MOOOYHbIX [AENCTBUAX, HeXenaTe/lbHbIX
PeaKkLMaX, Cepbe3HbIX HeXenareslbHbIX peakuusaX, HenpeaBuaeHHbIX HeXenaTesbHbIX
peakumsax npu  MNPUMEHEHMN NIeKapCTBEHHbIX npenapatos, 00 WHAMBUAYabHOM
HernepeHOCMMOCTHU, OTCYTCTBUN 3((DEKTUBHOCTM JIEKAPCTBEHHbIX MPENapaTos, a Takxe 06
MHbIX (aKkTax M 06CTOATeNbCTBAX, MPEACTaBAAWMX YrPo3y >XXU3HW WAN 300POBbLIO
yesioBeKa /iMb0 XXMBOTHOIO MpY NMPUMEHEHMWN NIeKAPCTBEHHbIX MpenapaToB W BbISBIEHHbIX
Ha BCeX 3Tanax 06palleHus fIeKapCTBEHHbIX NpenapaTtoB B Poccuiickoi defepaummn u
APYrux rocyfapcraax.

[MopAfOK HanpaBieHWs YKa3aHHOW MH(opMauuyM  cybbekTamy  0bpalLeHus
NNEKapPCTBEHHbIX CPefCTB onpefeneH npukasom PocsgpasHaasopa ot 15.02.2017 Nel071
«O06 yTBEpXAeHMM NOpPALKa OCYLLECTBNEHNS (hapMaKoHaa30pax.

B cooTtBeTcTBUM C N. 35 YKasaHHOrO TMpuKasa O CEePbEe3HbIX HeXenarebHbIX
peakumsx ¢ NeTasbHbIM UCXOA0M WM YrPo30i XMU3HW, 3a UCKNHOUYEHNEM HEXenaTe/lbHbIX
peakLmnil, BbISB/IEHHbIX B X04e NPOBeAEHNA KIMHUYECKUX UCCNefoBaHWA, NPOBOAMMbIX B
[AAHHON MeAMUMHCKON opraHu3aummn, CyobeKTbl 06palleHus NeKapCTBEHHbIX CPeAcTB
(MegMuMHCKMe opraHusaummn) o6sa3aHbl  MHOpMMpoBaTb Poc3apaBHAA30p B CPOK He
6onee 3 paboymx AHe C MOMEHTA UX BbISIB/IEHNS.



B COOTBETCTBMM C M. 36 YKa3aHHOro npukasa CyoObekTbl 0bpalleHus
NeKapCTBEHHbIX CPeAcTB (MeAWLMHCKME OpraHu3auuu) B CPOK, He npesbiwarowmin 15
Ka/leHAapHbIX [AHeW, coobwaT B Poc3gpaBHAA30p O CleAytowmnX Hexenarte/bHbIX
peakumsax U WHOW wHpopMauunm no 6e30MacHOCTN U 3PPEKTUBHOCTK, BbISBIEHHOM
NAHHON MeAMLMHCKON oOpraHu3aumen, 3a WCKIKYEHWEM HeXXenaTeflbHbIX —peakuuia,
BbISIBJIEHHbIX B X0/e MPOBeAeHUsA KIMHUYECKUX MUCCef0BaHUI:

1) cepbe3HbIX HeXenaTe/lbHbIX peakUmsaxX Ha NeKapCTBEHHbIe NpenapaTbl;

2) cnyyasx nepefads  MHMEKUMOHHOrO 3aboneBaHVs 4epe3  /IeKapCTBEHHbIN
npenapar;

3) cny4vasax OTCYTCTBMS 3asB/IEHHOM 3(heKTUBHOCTWN NeKapCTBEHHbIX MPenaparos,
MPUMEHAEMbIX MNpPU 3ab0MeBaHUAX, MPeACTaBNAOWMX Yrpo3y [AN1S XKU3HU YeslioBeka,
BaKUMH 418 MPOPUNaKTUKM NUHJEKLUMOHHbIX 3ab0/1eBaHNI, NIEKapCTBEHHbIX Mpenaparos
ANA NpefoTBpalleHns 6GepeMeHHOCTM, Korga OTCYTCTBME K/MHWYECKOro adipekra He
BbI3BaHO WHAUBUAYA/IbHbIMA  OCOGEHHOCTAMU MauueHTa u  (UaM) CrneumpuKon ero
3a00/1€BaHUS;

4) HexenaTeflbHbIX peakuusxX, BO3HUKLUMX BCMeACTBME  3/10ynoTpebsieHns
npenapaToM, B Clydasax YMbILIEHHOW Mepefo3VpOBKM NIEKApPCTBEHHOMO npernapara, npu
BO3JENCTBUN, CBA3AHHOM C MNPOJIeCCUOHANbHOW AeATENbHOCTbIO, WM B Clyyasx
MCMOJIb30BaHUS JIEKAPCTBEHHOrO Mnpernaparta B LefdaxX YMbIW/IEHHOTO0 MPUYMHEHNA Bpesa
YKN3HW N 300POBbIO0 YENOBEKA.

YunTbiBas W3/I0KEHHOE, WHMOPMAaUMIO O MEepeymnC/ieHHbIX  HeXenartesbHbIX
peakuMaxX Ha eKapCTBeHHbI npenapat OHKOCMap, BbISIBNEHHLIX B  MeLULMHCKUX
opraHusaumax, cnefyeT HanpaensTb B Poc3gpaBHag3op B MOpsiAKe, YCTaHOB/IEHHOM
nn. 35 n 36 npukasa Poc3gpasHagsopa oT 15.02.2017 Nel1071.

MpuHMMas BO BHMMaHWe, 4TO CBeAeHWA O [aHHOM JIeKapCTBEHHOM rMpernapare
OTCYTCTBYIOT B 6a3e [JaHHbIX [0OCYy[apCTBEHHOro peecTpa JeKapCTBEHHbIX CPeAcTB
MwuH3gpaBa Poccun, M aBTOMaTMYeCKOe YyKasaHWe CBEeJEeHW O HeM B pecypce
«®dapmakoHaa3op 2.0»  ABTOMaTU3NPOBaHHOW MH(OPMaLIMOHHOM CUCTEMbI
Poc3fgpaBHaA3opa He MpeACcTaBnseTcsd BO3MOXHbIM, MPeAnoYTUTE/IbHBIM — CIOCOOOM
NpefcTaB/eHNs  AaHHOW  MHOpPMauMK  ABNAETCA  HanpaB/ieHWe  U3BeWeHuUs O
HeXXenaTelbHOW peakuum Wan OTCYTCTBUS TepaneBTUYECKOro ag(eKta /IeKapCTBEHHOO
npenapata no pekoMeHA0BaHHOMY 06pasuy npunoxeHus 1 K npukasy Poc3gpaBHagzopa
oT 15.02.2017 Nel1071, Ha 3NMeKTPOHHbIA agpec importnpr@roszdravnadzQr.ru. ®opma
M3BeleHNs [OCTynHa [Ana  3arpy3km ¢ caiTa Poc3gpaBHagsopa no agpecy
https://roszdravnadzor.ru/drugs/monitpringlp/documents/547.

JononHuTtenbHO B none  «OnucaHWe peakummn»  M3BELLEHUA  LienecoobpasHo
yKasblBaTb MH(opMaumo 06 obbeme MOTpebneHUs npenaparta (B ynakoBKax) B AaHHOW
MeAVLMHCKOM OpraHn3aumm Ha MOMEHT BbISIB/IEHUS HEXXeNnaTe/lbHOW peakuuu.

A.B. Camoiinosa
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