NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

[TOCTAHOBJIEHUE
oT 12 aBrycra 2020r. N 1212

O BHECEHMU MU3MEHEHUI
B [TPABUJIA ®OPMUPOBAHU S ITEPEUYHEN
JIEKAPCTBEHHBIX ITPEITAPATOB
JJI1 MEJULIMHCKOI'O ITPUMEHEHUA 1
MVWHNMAJIbHOI'O ACCOPTUMEHTA
JIEKAPCTBEHHBIX ITPEITAPATOB, HEOBXOJVMbIX
HJI1 OKA3AHNA
MEJIMITMHCKOW ITOMOIIN

[TpaBuTenbcTBO Poccuiickoit @emepaiiynu
IOCTAHOBJISIET:

1. Buectu B IIpaBuia hbopMuUpoBaHMs MepEUHEI
JIeKapCTBEHHBIX MperapaToB I/ MeOUIIMHCKOTO
MMpUMeHeHUs U MUHUMAaJIbHOr0 aCCOPTUMEHTA
JIeKapCTBEHHBIX MTpernapaToB, HeOOXOAVMBbIX 1T
OKa3aHMs MeIULIMHCKO MTOMOIIU, YTBEPKIeHHbIe
rnocraHosysieHneM IIpaBuTenbcTBa Poccuiickoi
®eneparum ot 28 aBrycta 2014 . N 871 "06
yTBepkaeHuu [IpaBui hopmupoBaHus repeyuHeit
JIEKapCTBEHHBIX IIPeIapaToB IJIsI MeIUIIMHCKOTO
MpUMeHeHMs ¥ MMHMMAaJIbHOTO aCCOPTUMEHTA
JIeKapCTBEHHBIX IpernapaToB, HeOOXOAVMBIX 11






OKa3zaHus MeauuyuHcKoii momouiu” (Cobpanne
3aKOHozmaTtebCcTBa Poccuiickoin ®enepannn, 2014, N

36, cT. 4855; 2017, N 25, cT. 3691; 2018, N 45, cT.
6943; N 48, ct. 7431; 2020, N 24, cT. 3795),
clenylole M3MeHeHUSI:

a) MOJMYHKT "6" MyHKTa 2 IOMOTHUTH CJIOBaMM a
TaKKe 3a60IeBaHMIA, TIPEICTABIISIIOIINX OITACHOCTD
IJIST OKpy>XKawmux";

6) DOMOJTHNUTD ITYHKTOM 9(2) c/ieAyIoIero
comepkaHus:

"9(2). OmnepaTBHOE BHECEHNE B IIepeYeHb
BaKHENIIMX JIeKapCTBEHHbBIX MpernapaToB
M3MEHEHMI1 B YaCTU BKJIKOUYEHMS JIeKapCTBEHHbBIX
MperapaToB, BO3MOXHbIX K HA3HAUEHUIO U
MIPUMEHEHMUIO JIJIS1 JIeUeHUS U MPOGWIaKTUKA
3a60/1€BaHM1, TPeACTaBIISIONIVX OMTAaCHOCTD JJIsT
OKPYKaloLMX, IPeyCMOTPEHHBIX METOANYECKUMU
pekoMeHIauusIMy MyUHMUCTEPCTBA 3IpaBOOXPaHEeHMS
Poccuiickoit @epepannm, B yCI0BUSIX Ype3BbIUAHON
cuTyauuu u (M) Ipy BOSHUKHOBEHUM YIPO3bI
pacripocTpaHeHUs TaKUX 3a001eBaHNA,
OCYLIeCTBJISIETCS 10 NpeacTaBaeHI0 MyuHucTepCcTBa
6e3 MpUMeHeHMS ITOJI0KEeHNI, YCTAHOBIEHHbBIX
myHkTamu 13 - 35 HacTosmux [TpaBui.

[TpencraBieHHbIe MMHUCTEPCTBOM






3apaBooxpaHeHust Poccuiickoii ®enmepaiium
TMpeIJIOKEeHMS 10 BHECEHUIO YKa3aHHbBIX M3MeHeHU

B lepevyeHb BaKHENIINX JIeKapCTBEHHBIX MpernapaToB
MOAJIeXKaT OnepaTUBHOMY PaCCMOTPEHMIO Ha
3acejaHMUM KOMUCCUU C yUYaCTHUEM IIpefCTaBUTenein
MuHucTepcTBa 34paBooxpaHeHs: Poccuiickon
Oenepanyvu, MMHUCTEPCTBA TTPOMBIIIJIEHHOCTU U
Toprosau Poccurickoin ®enepanum, PegepanbHOM
CJTY3KOBI 110 HaZ30pY B cdepe 34 paBoOXpaHeHMs],
denepasibHOI CITYKOBI IO HAA30PY B cepe 3aIUThI
IpaB MMOTpebuTeselt 1 6J1aronoydns YeJioBeKa u
denepaibHO aHTUMOHOIIOJIBHOM CTYKOBI,
SIBJISTIOIIMIXCS WieHaMy Komuccun. Ha 3acemanme
KOMMCCUM IIPUTJIAIIAIOTCS [JIaBHbIN 3KCIIEPT, & TAKXKe
MpeaCcTaBUTEb TPOMU3BOAUTEIS TIEKAPCTBEHHOTO
rpernapara B 1IeJisIX pacCCMOTPEeHU S U COTJIaCOBaHMUS
LIeHbI Ha JIeKapCTBEHHBIN Mpernapar, KOTOPYIO
MIPOU3BOANUTE/Ib IJIAHUPYET 3apErUCTPUPOBATD. ".

2. Hacrosiiee moCcTaHOBIeHNE BCTYIAET B CUITY CO
IHS ero o(pUILMaJIbHOIO OITyOJIMKOBAHMSI.

[Tpencepnatens IIpaBuTeIbCTBA
Poccuiickoit @engepannn
M.MUITYCTUH






