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MockBa

OG0 yTBep:x1eHuH TpeGOBaHHH K 00beMy Tapbl JT€KapPCTBEHHbIX
NpenapaToB i BeTEPHHAPHOIO IPHMEHEeHHHA

B CcOOTBETCTBMH ¢ MOANMYHKTOM «0» myHKTa 3 IlpaBun dbopmupoBaHus
HepevHs JIEKQpCTBEHHBIX MpENnapaToB i MEIUIMHCKOTO NpPHUMEHEHU,
B OTHOIIEHMHM KOTOPBIX YCTaHAaBIMBAIOTCA TpeOoBaHWS K 0OBEMY Tapsl,
yMakoBKe W KOMIUIEKTHOCTH, II€PEYHS JIEKApCTBEHHBIX IIpenapaToB MM
BETEpUHAPHOTO TNPUMEHEHHUS, B OTHOLIEHHMU KOTOPBIX YCTaHaBIUBAIOTCS
TpeGoBaHHsL K 0OBbEMy Taphel, M ONpeAelieHHs TakKux TpeGoBaHHUH,
YTBEPXKICHHBIX TocTaHoBleHHeM IlpaButensctBa Poccuiickoit ®enepauyu
or 23 wmona 2016 1. Ne 716 (CobOpanue 3akoHOAaTenbCcTBa Poccuiickoi
®enepanun, 2016, Ne 31, ct. 5030), tpu ka3 bl Ba o:

YTBepAuTh mpuiaraeMeie TpeOOBaHUS K 00BEMY Taphl JIEKAPCTBEHHBIX

IperapaToB I BETCPUHAPHOTO IIPUMEHEHUS.

Munuctp A.H. TxaueB




YTBEPXEHDI
npuxa3zom MuHcenbxo3a Poccnu
ot 26 utons 2017 r. Ne 303

TPEBOBAHMSA
K 00beMY Taphbl JIeKAPCTBEHHbBIX NPENaparoB /115 BEeTEePHHAPHOIO

NpUMEHEeHHUs

Tapa 5ekapCTBEeHHBIX IIpelapaToB Ui BETEPMHAPHOIO TMPHMEHECHUS
(masee — JEeKapCTBEHHBIA mpemapar), NpelHA3HAYCHHBIX M BHYTPEHHErO
WM U8 Hapy)XHOTO TPHMEHEeHHUs, JOIDKHA COAepXKaTh 00heM IIEKapCTBEHHOTO
mperapara:

He Golee 25 MWIIMIMTPOB NpH oOBeMHOW noine crupTa cBeimie 50%,
KYpCOBOM 03¢ JieKapcTBeHHOro mpemapara He O6onee 100 Muuimmurpos
BKJIIOYUTENBHO M HAIMYMM He MeHee 25 TMpeanoXKeHHd O BKIIOYECHHH
JIEKapCTBEHHOTO  TMpemapata B  HepedyeHb  JIEKApCTBEHHBIX  IpEIapaToB
IJi BETEPHHAPHOTO TNpPHMEHEHHs, B OTHOIUCHHH KOTODHIX YCTaHABIHBAIOTCS
TpeGoBaHus K 00beMy Taphl (fajnee — MepedeHb JIEKApCTBEHHBIX IPENaparoB A
BETEPHHAPHOTO TMPUMEHEHUs), TIpeACTaBleHHBIX B MuHcensxo3 Poccun
B COOTBETCTBUH ¢ IyHKTOM 9 IlpaBuin (opMHpOBaHUsS NMEPEUHS JIEKAPCTBEHHBIX
IpenaparoB Uil MEOUIUHCKOTO NpPUMEHEHHs, B OTHOIIEHHH KOTOPBIX
YCTaHABIMBAIOTCA TpeOOBaHMSA K 00BEeMy Taphl, YIAaKOBKE W KOMILIEKTHOCTH,
IlepeYHsl JIEKAPCTBEHHBIX IIPENapaToB il BETEPUHAPHOrO IMPUMEHEHHs,
B OTHOLICHMM KOTOPBIX YCTAaHABIUBAIOTCA TpeOOBaHHI K O0OBEMY Taphl,
U OmpefeieHHs TakuxX TpeOOBaHWM, YTBEPXKICHHBIX IMOCTAHOBJICHHEM
IMpaButensctBa Poccuiickoit @enepammu ot 23 momaa 2016 r. Ne 716
(nanee - IlpaBuwia), comepxamux HHGopMamuio 00  HCHOIB30BaHHA
JIeKapCTBEHHOTO IIperapara He 110 Ha3HAUYEHHIO;

He Oonee 50 MWUTMIMTPOB mpu o0BeMHON mone cmupra cBbie 50%,
KypCOBO#i [103e JeKapcTBeHHOro Ipenapara 6osnee 100 MUIIHIMTPOB U HANUINH
He MeHee 25 npeaioXeHHi 0 BKIIIOYEHHH JIEKapCTBEHHOTO Npenapara B IepeveHb

JIEKApCTBCHHBIX NpenapaToB il BETCPUHAPHOIO IIPUMEHCHMI, npeacTaBjICHHbIX




3

B Muncensxo3 Poccuu B cooTBercTBuH ¢ myHKTOoM 9 llpaBumin, comeprkaritnx
HH(QOPMaIHIO 06 UCIIOIB30BaHKUH JIEKAPCTBEHHOTO MpenapaTa He 10 Ha3HAYEeHHIO;

He Gonee 50 MWITHIHTPOB NpH 06beMHol noite crmpta ot 30% no 50%,
KypcoBo# 03¢ JieKapcTBeHHOro mnpemapata He OGomee 100 wmummMmMTPOB
BK/IIOUMTENFHO Y HaIMYMM He MeHee 25 IpeAJOXeHHH O BKIIOUCHHU
JIEKapCTBEHHOTO Tpenapata B I€peYeHb JICKapCTBCHHBIX MPENapaToB ULl
BETEPHHAPHOr0 TNpHMEHEHWsl, MPe[CTaBIeHHBIX B MuHcensxo3 Poccun
B coorBercTBMH ¢ nyHktoM 9 [lpaBun, comepamux — HH(OPMALHIO
06 MCIIOIB30BaHUH JIEKAPCTBEHHOIO IIperapara He 1Mo Ha3HAYCHHIO;

ne Gonee 100 MunnHINTPoB NpH 06beMHOM mose cnupta ot 30% no 50%,
KypCOBOIi J103€ JiekapcTBeHHOTo npenapara Gosee 100 MHLTAIATPOB U HATHIHAH
He MeHee 25 MpeIoXKeHNH 0 BKIIOUEHUH JIEKapCTBEHHOTO IIperapara B NepeveHb
NIeKapCTBEHHBIX MPENapaToB Ui BETEPUHAPHOTO MPUMEHEHHS, NPEICTaBICHHBIX
B Muncensxo3 Poccuu B coorBercTBud ¢ myHkToM 9 Ilpasui, comepikaimux
nHpopMAaLHIo 06 UCIOIB30BaHNH JIEKAPCTBEHHOTO Mpenapara He 10 Ha3HAYEHHIO;

He Gosree 100 MUILTHAMTPOB Ipu 06BeMHOi fone cnupTa 10 30%, KypcoBoH
Jo3e JekapcTBeHHOro mpemnapara He Gomee 200 MHUTMIMTPOB BKIIOYHUTENIBHO
M HAJIMYWU He MeHee 25 NpeJioXKeHni 0 BKIIOUEHHHM JIEKApCTBEHHOTO TIpemnapara
B IiepedeHb JIEKapCTBEHHBIX [pENapaToB Ui BETEPUHAPHOTO MNPHMEHEHHS,
[Ipe/CTaBIeHHEIX B MuHcenpxo3 Poccun B cooTBeTCTBHM C TyHKTOM 9 IlpaBmi,
cofepxalpx WHGOpPMAIMIO 00 MCMOIB30BAHUM JIEKAPCTBEHHOIO Ipenapara
HE 0 Ha3HAYEHHUIO;

e Gonee 200 MUTTHIMTPOB npH 06beMHO# fone criupta A0 30%, KypcoBoH
J03e JexapcTBeHHoro mpenapaTa 6onee 200 MUUTHIIATPOB U HAIMYUU HE MEHEE
25 mnpenjioxeHuit O BKIIOYEHHH JIEKapCTBEHHOTO IIperapara B II€PEYCHb
JIeKapCTBEHHBIX IPEapaToB Ui BETEPMHAPHOrO NPUMEHEHHS, NMPENCTaBICHHbIX
B Muncensxo3 Poccuu B coorBercTBuu ¢ myHkToM 9 IlpaBumi, comepxaiux

I/IH(bOpMaHI/IIO 00 HCHOJIE30BAaHUH JIEKapCTBECHHOI'O IIpenapaTta HE 110 Ha3Ha4YCHHUIO.




