®AC Poccuu paspabotaet HOBYIO
MeToauKy pacuyéta npenesibHbIX ONMTOBbIX U
PO3HUYHbIX Haa6aBOK K (hakKTUYECKUM
OTNYCKHbIM LLeHaM Ha XWU3HEeHHO BaXHble
NeKapCTBEHHbIe npenaparbl

03 asrycta 2020, 16:19

Ob 5TOM BEnOMCTBO yBeLOMWUIO PeruoHalbHble OpraHbl UCMOHUTEIbHOM Bactu CyOBbeKToB
P®, a rakxe npencraButesiedi opraHu3auuyi ONToOBOW U PO3HUYHOU TOProB/in, PasMecTuB
coorBetcTByrowmn [poekT npukasa Ha regulation.gov.ru

depepanbHas aHTMMOHOMONbHAs cnyxba npuctynaet K paspabotke [lpoekta npurkasa,
KoTopbIM ByneT yTBepXaeHa HoBas MeToanka ycTaHOBNEHUS NPeLeNbHbIX Pa3MePOB ONTOBbIX
N PO3HUYHbIX HanbaBOK OpraHamu UCMOMHUTENbHOW BnacTu cybbekToB PP Kk dhakTuyeckmm
OTMYCKHbIM LieHaMm, KOTOopble YycCTaHaBnMBalOTCA (PapMNpon3BOAUTENAMU Ha XUIHEHHO
HeobxoaumMble 1 BaxHeilwme nekapcTeeHHble npenapatol (XHBJMM).

«Paspabotka [lpoekta npuka3a obycnosneHa npuHsnem 475-d3!". Hoeas
Metoauka pacyéta npenenbHbIX pasMepoB OMTOBLIX M PO3HMYHLIX Ha#baBOK K
OTMYCKHbIM LieHaM Ha XW3HEHHO BaXHbIE Mpenapartsi MO3BOMUT MPUBECTA BCE
HOpMAaTUBHbIE MPAaBOBbLIE aKTbl B CPEPE YCTAHOBNEHNS HAA6ABOK K e4UHO0Bpa3uto

n un3bexartb pas3HOYTEHUV u MpoTuBopeynii», - noscHset Hapexnpa LlWapasckas,
3aMecTuUTeNb HavanbHUKA YNpaBneHns KOHTPONS coumanbHON cdoepbl U TOProsm
dAC Poccum.

HanoMHuM, B HacTosiee BpeMsi NpefenbHble pasMepbl ONTOBbIX M PO3HWYHbIX HanbaBoK K
J0akTUYECKUM OTMYCKHbIM LieHaM MNpou3BOAUTENEN Ha XWU3HEHHO BaXHble NeKapCTBEHHble
npenapaTbl yCTaHaBNMBAKOTCS OpraHamMu WCMONHUTENbHOW Bnactn cybbekToB Poccuiickoi
depepaunmn B cooTteetctBun ¢ Metoaukon, yTteepxaéHHom [lpukazom dCT Poccum ot
11.12.2009 N2 442-a.

CnpaBo4Ho:

[1] depepanbHblii 3akoH 0T 27.12.2019 Ne 475-d3 «O BHECEHUN U3MeHeHuil B DeaepanbHblil
3akoH «06 obpalueHnn neKkapcTBEHHbIX cpencTB» M PenepanbHbli 3aKoH «O BHECEHMU
n3MeHeHuin B denepanbHblii 3akoH «O6 obpalueHnn nekapcTBEHHbIX CPeaCTB».
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