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OG0 yTBepxKIeHHH
TpeGoBaHuii K 00beMY Taphl, YIAKOBKE H KOMILJIEKTHOCTH
JIEKAPCTBEHHBIX NPenapaTos 118 MEANIHHCKOro NpUMeHeHHs

B COOTBETCTBHMH C NOANYHKTOM «0» myHkTa 2 [IpaBun (pOpMHPOBaHHMS IEpEUHS
JIEKApCTBEHHBIX MpernapaToB Ui MEIUIMHCKOTO NPUMEHEHHs, B OTHOIICHHUM KOTOPBIX
yCTaHaBIUBAIOTCS TpeOOBaHUA K 00BEMY Taphl, YIIAKOBKE U KOMIUIEKTHOCTH, NepedHsd
JIEKAPCTBEHHBIX TIPENapaToB A BETEPUHAPHOIO NMPUMEHEHHS, B OTHOMICHUH KOTOPBIX
YCTaHABIMBAIOTCA TpeOGOBaHWI K OOBEMY Tapsl, M OIpENeNeHHs Takux TpeOoBaHHIA,
yTBepKIECHHBIX MocTaHoBleHueM IlpaButenbcTBa Poccuiickol ®enepauuy ot 23 HIONA
--2016 1. Ne 716 (Cobpanue 3akoHomatenscTBa Poccuiickoii ®enepanun, 2016, Ne 31;
cT. 5030), npuka3bsBalo:

VrBepauth mpuiaraeMele TpeOoOBaHUSA K 00beMy Taphl, YIaKOBKE U KOMIUIEKTHOCTH
JIEKapCTBEHHBIX MPETapaToB Il MEJULIMHCKOTO IPUMEHEHHS.

Munuctp » B.A. Cksopuosa

[koMus BEPHA

!

33M€CT UTEHH HAYAN LHUKE

)mu o omcnz




YTBEPX/IEHBI
puKka3oM MuHHCTEPCTBA 3JpaBOOXPaHEHUS
Poccuiickoit denepanun
oT «21» nexabps 2016 r. Ne 9791

TpeGoBanus
K 00beMy Tapbl, yHaKOBKE H KOMILIEKTHOCTH

JICKAPCTBEHHBIX NMPENapaToB A MEAUMIHHCKOro NIPHMEHEHHUA

IIpOM3BOJICTBO JIEKAPCTBEHHBIX TIPENApaToB IS MEIUIMHCKOTO IPUMEHEHHS
(mamee — JEKapCTBEHHBIE TIPENApaThl), NPEAHA3HAYEHHBIX IS BHYTPEHHETO
NPUMEHCHUSA, a TAaKKe MX NpoJaXka M IepeAada MPOM3BOIUTENSIMH JIEKAPCTBEHHBIX
CPEICTB OCYLIECTBIAIOTCS B Tape, CoAepkKamiel 06beM JIeKapCTBEHHOTO Ipemnapara:

He bonee 25 MIILTMITMTPOB NpH 06BEMHOM KolIe crupTa cBEIE 50 %, KypcoBoii
J03¢ JICKapCTBCHHOTO Ipemapara He Oonee 75 MIWUTWINTPOB BKIIOYUTEIHHO'
H HallM4MH WHQOpMaluH M3 He MeHee YeM 25 cyb6wrekToB Poccuiickoit Denepanuu
00 HCMONB30BAHUH JIEKAPCTBEHHOTO NPENapaTa He B COOTBETCTBHM C HHCTPYKLUEH IO
€ro MEIMLIMHCKOMY TIPUMCHEHHI0O M (WwiM) 06e3 Ha3HAYCHHUS MEIWLHHCKOTO
paboTHUKaZ;

He Oonee 50 MummmmHTpOB mpH o6beMHOM nome crmpra ot 30 % mo 50 %,
KypCOBOH 1103¢ JIeKapCTBEHHOTO Tmpenapata He 6omee 100 MIUIMIHTPOB
BKJIFOUHTENBHO' 1 HAMYNM HHQOPMAIIHNH U3 HE MEHee 9eM 25 cybnexToB Poccuiickoii
®enepaunn 00 WCMONB30BAHWM JICKAPCTBEHHOTO IIpENapaTta He B COOTBETCTBUM C
MHCTPYKIHEH II0 €ro MEIMIMHCKOMY HpPUMEHEHHIO W (WIH) 03 HasHadYeHHd

METUIIMHCKOTO paGOTHHKAZ;

1 Ilpu onpegeneHun pexuma H03MpOBaHMA, CIOCOGA BBEAEHMS M IPUMEHEHHS JIEKapPCTBEHHOI'O Ipenapara,
TIPOZOIDKUTENBHOCTA JICICHHS, & Takke OOBLEMHOH NONH STHIOBOrO CIMPTA, CONEPXKANEHCH B JIEKapCTBEHHOM
TIperapaTe, HCTOMb3YIOTCA CBENIEHHS, YKa3aHHBIE B HHCTPYKIMH II0 €0 MEAHMIMHCKOMY IPHMEHEHHIO.

2 BO3MOXHOCTS  HCTIONB30BAaHMS IEKAPCTBEHHOTO IIpENapaTa He 10 HA3HAYCHUIO YCTaHABIHBACTCA
MEXBEIOMCTBEHHOH KOMHCCHEH Ha OCHOBAHWH TMOATBEPXICHHOH OpraHaMH TOCYNApCTBEHHOH BIacTu cy6beKToB
Poccuiickoit Genepanun B cdepe oxXpaHbl 370poBbS HHGOPMALMHI 06 UCTIONB3OBAHUH JIEKapCTBEHHOTO Mperapara He 1Mo
Ha3HAYEHHIO.
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He Gosnee 100 MummmuTpoB mpu 00beMHOM poie crmpTa g0 30 %, KypcoBoi
703 IEKapCTBEHHOTo mpemapata He Oomee 200 MMILIMIMTPOB BKITFOYUTENBHO !
1 HaMuuK MHpOpMaIlMd U3 He MeHee 4eM 25 cyObekToB Poccumiickoit denepanuu
00 HCIIONL30BaHUM JIEKAPCTBEHHOTO IIperapaTa He B COOTBETCTBHM C HHCTPYKIIHEH
[I0 €ro MEJMIHHCKOMY TNpHUMEHEHWIO W (uimu) 6e3 Ha3sHAuYeHHUS MEAMLIMHCKOTO

paborHuKa’,




