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Mocksa

OG6 yTBepKAeHHH
Tpe6GoBanuii K 00beMy Taphbl, YIaKOBKe H KOMILIEKTHOCTH
JEeKAPCTBEHHBIX NPENapaToB A/ MeIHIHHCKOrO NPHMEHEHH

B COOTBETCTBMH ¢ MOANYHKTOM «6» myHkTa 2 IlpaBui (opMHpOBaHUS HEPEYHS
JIEKapCTBEHHBIX IPENapaToB [ MEIULMHCKOrO INPHMEHECHHS, B OTHOIICHHH KOTOPBIX
yCTaHABJIMBAIOTCA TpeOOBaHUA K 0OBEMy Taphbl, YAaKOBKE M KOMIUIEKTHOCTH, NEPETHA
JIEKapCTBEHHBIX MPENnaparoB Ui BETEPUHAPHOIO IPYMEHEHHs], B OTHOIIEHHH KOTODPBIX
YCTaHABJIMBAIOTCA TpeOoBaHMs K 00beMy Tapbl, M OIPEACNCHMSI TaKuX TpeGoBaHuUH,
yTBEpXKIEHHBIX mocTaHoBieHHeM IlpaBurenbcra Poccuiickoi ®enepanuul OT 23 HIOJA
2016 . Ne 716 (Cobpanue 3akoHO#aTeNbCTBa Poccuiickoi ®denepanuu, 2016, Ne 31,
cT. 5030), npuKa3 b Balo:

1. ViBepmourh mpunaraeMsle  TpeGoBaHHA K = 00beMy  Tapbl,  yIaKOBKe
1 KOMIUIEKTHOCTH JIEKAPCTBEHHBIX IPENapaToB i METULIIMHCKOrO MPUMEHCHNU.

2. Hacrosuuif mpukas BcTymaeT B cwny ¢ 1 smBaps 2021 r. # JeCTBYET
no 1 saBaps 2027 roaa. '

MHHﬁCTp , ( | ~ M.A. Mypamko




YTBEPXIEHbBI
prka3oM MHUHKCTEPCTBA 34PaBOOXPaHEHUS
Poccuiickoit ®eaepanuu

oT «37 » Lrosf 2020 . Ne ZA94/

TpeGoBanns
K 00beMy Tapbl, yIaKOBKe H KOMILICEKTHOCTH
JICKAPCTBEHHBIX NMPENapaToB sl MEAHUHHCKOr0 IPAMEHEHH sl

1. TIpon3BOACTBO JIEKAPCTBEHHBIX MPENApaToB ISl MEIULAHCKOTO IPUMEHEHHS
(manee — JeKapCTBEHHbIe IIperaparhbl), IPEAHA3HAYCHHBIX [JIA BHYTPEHHETO
IpUMEHEHHs, a TaKkXkKe HX IpoJaxa YU Iepejada IIPOU3BOAMTEIAMH JICKapCTBEHHBIX
CPEACTB OCYLIECTBIISIOTCA B Tape, coepKaiieil 00beM JIEKapCTBEHHOI'O Ipenapara:

‘He Gonee 25 MWUIMIMTPOB IpH o0beMHOM Jone cmupra cBeime 50 %
W KypcoBOM Ji03¢ JIEKapCTBEHHOrO mpenapara He Oojee 75 MUJLTHIATPOB
BKJIIOUUTEIBHO;

He Gonee 50 MIWLLWINTPOB Ipu o6bemHoOM aone crupta oT 30 % mo 50 %
M KypcoBOHM [03€ JieKapCTBeHHOro npemapara He O6onee 100 MuUIHIAHTPOB
BKIIIOYUTENBHO;

He 6onee 100 MULIHAMTPOB IIpH 00BeMHOM nose cupTa 10 30 % u KypcoBoii
7l03€ JIeKapCTBEHHOT O mpenapara He 6osee 200 MHJUTMIUTPOB BKIIOYHUTEIBHO.

2.Ha nepsuuHOM M BTOPUYHOM (TIpM HaJH4HM) YIIAKOBKE JICKapCTBECHHOIO
Tnperapara yKa3bslBaeTcsl KOHIEHTpALUs CIIUPTa, BXOJALIETO B COCTAB JICKAPCTBEHHOT'O
mpernapara.

3. JlekapCTBEeHHBIE IIpeMapaThl MpH IpPOJaXe U Iepenaye MPOM3BOAUTEILIMU
JICKApCTBEHHBIX CPEICTB KOMILUIEKTYIOTCS B COOTBETCTBHM C HHCTPYKIHEH
0 MEIWIMHCKOMY TpPHMEHEHHMIO JIeKapCTBEHHOTo  Ipenapara,  BbIIaHHOH
OJHOBPEMEHHO C PETHCTPAlMOHHBIM YHAOCTOBEPEHHEM JIEKapCTBEHHOI'O Mpernapata
B COOTBETCTBHH C IyHKTOM 3 dacTu 1 ctateu 27 ®enepainsHoro 3akona ot 12.04.2010
Ne 61-@3 «O6 obpareHur JieKapCTBEHHBIX cpeacTB» (CobpaHue 3aKOHOJATENBCTBA
Poccuiickoit ®exneparmn, 2010, Ne 16, ct. 1815; 2020, Ne 29, ct. 45 16).




