PEILIEHUE
00 OTKa3e B COMIACOBAaHHUH MPOEKTA PEIICHUS
opraHa UCTIOJHUTENIBLHON BlacTu cyobekTa Poccuiickoit denepanun
00 yCTaHOBJICHUH NPEJICTbHBIX Pa3MEPOB ONTOBBIX U PO3ZHUYHBIX HAJ0aBOK
K (aKTUUECKUM OTITYCKHBIM II€HaM JIEKAPCTBEHHBIX MPENapaToB

B coorBerctBuu ¢ myHktoMm 12 IlpaBun ycTaHOBIIEHHSI TNPEAEIBHBIX Pa3MEPOB
ONTOBBIX W TMPEJCIbHBIX PAa3MEPOB PO3HUYHBIX HAJ0ABOK K (PAKTUYECKUM OTIYCKHBIM
LIEHaM, YCTaHOBJICHHBIM MPOU3BOJUTEISMH JIEKAPCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B
nepeueHb JKU3HEHHO HEOOXOMUMBIX W BAXKHEUINHMX JIGKAPCTBEHHBIX IMpENaparoB, B
cyobekTax Poccuiickoit denepariuu, yTBEp)KICHHBIX TOCTaHOBICHHEM [IpaBuTenncTBa
Poccuiickoit ®@enepanuu ot 29.10.2010 Ne 865 (manmee - IlpaBuna), DenepanbHas
AHTUMOHOIIOJIbHAS ~ CIy»0a paccMoTpena JOKYMEHTbI, NPEICTaBIECHHbIE MUCbMOM
Komurera no tapudnomy perynupoBanuto Mypmanckoir odnactu ot 05.08.2016 Ne 06-
02/2347-BI, u npuHsiia perieHre o0 OTKa3e B COIVIAaCOBAHUU MPOEKTA IMOCTAHOBIICHUS
Komurera nmo tapudnomy perynupoBanuto MypmaHckoi ob6nactu «OO0 ycTaHOBIEHUU
MpeACIbHBIX pPa3MEpPOB ONTOBBIX HAA0ABOK M MPEACTbHBIX Pa3MEPOB PO3HUYHBIX
HaZ0aBOK K (AaKTUYECKHM OTIYCKHBIM II€HaM MPOU3BOAMUTENICH Ha JIEKAPCTBEHHbIC
mpenaparbl, BKJIIOYEHHbIE B IMIEPEUYCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIMX
JIEKapCTBEHHBIX TpenaparoBy (majgee — mpoekt [locTtaHoBieHus) B CBS3H €
HenpeacTtasiennem B PAC Poccun 1okymMeHTOB, yka3aHHbIX B myHKTe 10 [IpaBun.

B cootBeTcTBUM ¢ moanyHKTOM «r» nyHKTa 13 IlpaBun npeacraBiieHHE HETIOIHOTO
KOMIUIEKTa JOKYMEHTOB W MarepualoB, ykazaHHbIX B mnyHkre 10 IlpaBun, sBasercs
ocHoBanueMm mis otkaza OAC Poccum B comiacoBaHMM MPOEKTA COOTBETCTBYIOIIETO
pElLIeHHs OpraHa UCIIOTHUTENIbHON BIacTH cyobekTa Poccuiickoit denepanuu.

Kpome toro, ®AC Poccun BBISIBIEHBI HECOOTBETCTBUSA MPEACTABICHHOIO MPOEKTa
[TocTtanoBnenuss Meroauke onpeAesieHuss opraHaMy MCIOTHUTENbHON BIIACTU CYyOBEKTOB
Poccuiickoit ®enepanu MpeAeiabHBIX Pa3MEPOB OMNTOBBIX HAA0aBOK M MPEIETbHBIX
pa3MepoOB PO3HUYHBIX HAJI0ABOK K (PAKTMUUECKUM OTIYCKHBIM I[€HaM, YCTaHOBJICHHBIM
MPOU3BOAUTENSAIMUA  JIEKAPCTBEHHBIX IPENapaToB, HAa JIEKAPCTBEHHBIE MpENaparsl,
BKJIIOUEHHBIE B TMEpPEYCHb KU3HEHHO HEOOXOAMMBIX M BAXKHEMIIHUX JIEKAPCTBEHHBIX
npenaparoB, yTBepxkAaeHHON npukazoM @CT Poccun ot 11.12.2009 Ne 442-a (nanee —
Metoauka) B yactu ycTtaHoBieHuss Komurterom 10 TapudHOMY peryaupOBaHHIO
MypmaHCckoil 00NacTH MpEAeNbHBIX Pa3MEpPOB ONTOBBIX HAA0ABOK M TPEIETbHBIX
pa3MepoB PO3HUYHBIX HAJA0aBOK Ha JICKAPCTBEHHBIC Mpemaparbl s OECIIaTHOTO U
JBFOTHOTO OTIYCKA JICKAPCTBEHHBIX MPEMAPATOB OTJACIbHBIM KaTETOPUSAM IPaXK/IaH.

B coorBercTBMM ¢ TyHKTOM 5.6 MeETOOMKM OpraHsl MCIOJIHUTENBHOM BIIACTH
cyonekta Poccuiickoit denepanrii MOTYT BBLACISATh U3 OOIIET0 O00beMa peau3yeMbIX
JKU3HEHHO HEOOXOAUMBIX M BaXKHEUIIUX JICKAPCTBEHHBIX IIPENapaTtoB B OTIEIbHYIO
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rpyniy ¥ yCTaHABIMBAaTh pa3Mepbl HaJ0aBOK C YUETOM JIOTIOJHUTEIBHBIX PACXOJOB MO UX
peanu3aluy KU3HEHHO HEOOXONMMble W BaKHEHINME JIEKapCTBEHHBIE Ipernaparbl, M0
KOTOPBIM ONTOBBIE OPraHU3allMM MW OPraHU3aldd PO3HUYHOW TOPrOBIM HECYT
JOTIOJTHUTENIbHBIE PACXOIbl, CBA3aHHBIE C OCOOBIMU YCIOBHSMHU UX TPAHCIIOPTUPOBKU U
XpaHeHus (HApKOTUYECKHUE U TICUXOTPOIHBIE JICKAPCTBEHHbIE MPEMAPAThI).

A.b. Kamesapos
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