O nopspke Bblgaa4u opraHaM UCNOJIHUTEJIbHOMW BJIACTU CYOBLEKTOB
Poccunckoun depepauum npeanmcalHum o npuBeaeHUM B
COOTBETCTBUE C 3aKOHOAaTeNbCTBOM Poccunckon depepauum
peLwleHMn 00 ycTaHOBJIEHMM NpeaesibHbIX pa3MepoB ONMTOBbIX
HapbaBOK M NpepesibHbIX pa3MepoB PO3HUYHbIX HaA0aBOK K
¢aKTUYeCKUM OTNYCKHbIM LLeHaM NPoU3BOAUTENIEN Ha
NiIeKapCTBeHHble npenapaTthbl, BKJIIOYEHHbIe B Nepe4yeHb )XU3HEHHO
HeobXoaMMbIX U Ba)KHEULLUUX NIeKapPCTBEHHbIX NpenapaTos

MocTtaHoBneHue MpaBuTenbcTBa Poccuinckon Gepepaumm - Ne 1221 - o1 31.12.2010 - MpaBuTebCTBO POCCMICKON
®epepauny - eNCTBYET C U3MEHEHNAMU

NMPABUTENIbCTBO POCCUNCKOW ®ELEPALIAN
NMOCTAHOBJIEHME
OT 31 IEKAGPS 2010 I'. Ne 1221
MOCKBA

O nopsifke BblAayu NCMONHUTENbHLIM OpraHam cybbekToB Poccuinckon ®epepaumm npeannucaHnii o
NpPUBEOEHNN B COOTBETCTBME C 3aKOHOAATENbCTBOM Poccunckon ®egepaunm pelieHmnin 06 yCTaHOBAEHUN
npenesibHbIX pa3MepoB ONTOBbIX HaAbaBOK 1 NPeAesibHbIX Pa3MepPOB PO3HMYHbLIX HaAbaBOK K (haKTUYECKUM
OTMYCKHbIM LleHaM NPOU3BOAMTENEN Ha IEKapPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYeHb XXU3HEHHO
HeobX04MMbIX N BaXKHENLLMX JIEKAPCTBEHHbIX MPenapaToB

(HaumeHoBaHMe B pepakumm MNMoctaHoBneHua MpasuTenbcTBa Poccuinckon ®epepaumm ot 08.04.2025 Ne
462)

B cooTBeTCTBUM C NyHKTOM 7 CcTaTbk 60 PenepanbHOro 3akoHa "06 obpalleHnn NekapCTBEHHbIX CPeacTB"
MpaBnTenbcTBO Poccuinckon deaepaumy NOCTaHOBASET:

1. YcTaHOBUTb, 4TO Bblfayva NCMONHUTENBHBIM OpraHaM CybbekToB Poccuinckon depepauny npeanucaHnii o
npvBeAeHNn B COOTBETCTBME C 3aKOHOAATENbCTBOM Poccminckon ®egepaunm pelieHnin o6 yctaHoBAEHUN
npeaenbHbIX pa3MepoB ONTOBbIX HaAbaBOK U MpeaeNbHbIX Pa3MePOB PO3HMYHBLIX HaA0aBOK K (haKTUYeCKNM
OTMYCKHbIM LleHaM, YCTaHOBJIEHHbLIM MPOU3BOAUTENAMN JIEKAPCTBEHHbIX NPenapaToB, Ha 1IeKapPCTBEHHbIE
npenapaTbl, BKJOYEHHbIE B MepeY€eHb XN3HEHHO HEOBXOANMBIX N BaXKHEMLWINX JIeKapCTBEHHbIX MpenapaToB
(manee COOTBETCTBEHHO - MpeAnNncaHmne, NpeaenbHble pa3Mepbl HaabaBok), ocywecTenseTcs PenepasibHON
aHTUMOHOMNOIbHON CyX6oN.

2. OcHoBaHveM LN19 BblAayn NpeanncaHna SBnseTCs HapyLleHne 3akoHohaTenbCcTea Poccumnckon
depepaumm, BkoYas MNpaBuna ycTaHOBAEHNSA NCNOHUTENbHLIMY OpraHamMmn cybbekToB Poccuinckon
depepaunm npefenbHbIX Pa3MepoB ONTOBbLIX HaabaBOK M NpeaesbHbIX Pa3MepPoB PO3HNYHBLIX HabaBoOK K
(haKTUYeCKMM OTMNYCKHbIM LleHaM, yCTaHOBNEHHbIM MPOM3BOAUTENIAMUN NNEKapCTBEHHBIX NPenapaTos, Ha
JIeKapCTBEHHbIE NMpenapaThbl, BKAIOYEHHbIE B MEePEeYEHb XXN3HEHHO HEOBXOAUMbIX 1 BaXXKHENLINX
JleKapCTBEHHLIX NpenapaToB, yTBEPXAEHHbIE NOCTaHOBNeHeM [MpaBuTensCcTBa Poccuinckon ®egepaumnm
oT 8 anpens 2025 r. Ne 462 "O rocyfapCTBEHHOM peryampoBaHMm LIeH Ha JIeKapCTBEHHbIe npenapaTsl,
BKJIOYEHHbIE B NEPEYEHb XXN3HEHHO HEOBXOAMMbIX N BaXXHENLIMX JIEKAaPCTBEHHbIX MPenapaToB 4Jis
MeONLMUHCKOro NpMMeHeHNa", Npu yCTaHOBAEHUN NCNOSIHUTENbHLIM OpraHoM cybbekTa Poccuinckon
denepaumm npedenbHbIX pa3MepoB HagbaBok, BbiiBeHHOe PegepanbHON aHTUMOHOMOJIbHOW Ciy>X6ol B
TOM YuC/ie NP NPOBELEHNN COOTBETCTBYIOLLNX NPOBEPOK B X04€ PAacCMOTPEHNS obpalleHuni
(nHopMaLMn) rocyaapCTBEHHbIX OpraHOB, OPraHOB MECTHOIO CaMOyMpaBAeHUS, PUANYECKUX 1
pursnyecknx nuy,.

3. MNpoBefeHme NPOBEPOK B YaCTU YCTAaHOBIEHUS NCMOJHUTENbHBLIMK OpraHaMu cybbekToB Poccuinckonm
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denepaumm npefenbHbIX pa3MepoB HaabaBoK 1 0hOPMIIEHNE pPe3y/ibTaTOB YKa3aHHbIX MPOBEPOK, BKIIKOYAS
BblAayy npeanucaHnin, ocywectenseTca OenepabHOM aHTUMOHOMONALHONM CyX60i B paMKax
thefepanbHOro rocyLapCTBEHHOrO KOHTPOJIA (Hag3opa) B 0bnacTu peryanpyeMbix rocyaapcTBOM LieH
(Tapudos).

4. ®opma npeanucaHns o NpMBEeAEHNN B COOTBETCTBME C 3aKOHOA4ATeNbCTBOM Poccuinckon ®efepaLimm
PeLUeHNI NCNOJIHUTENbHBLIX OpraHoB CybbekToB Poccuiickon ®enepaumm 06 yCTaHOBNEHNN NpedenbHbIX
pa3MepoB ONTOBbIX HaAbaBOK 1 NpefebHbIX Pa3MePOB PO3HUYHbLIX HaAbaBOK K PaKTUYECKMM OTMYCKHbIM
LeHaM npoun3BoauTenen Ha JieKapCTBEHHbIE MpenapaThl, BKAYEHHbIE B MepPeYeHb XN3HEHHO
HeobX0aMMbIX 1 BaXXHENLLNX NNEKAPCTBEHHbIX MPeEnapaToB, yTBepXxaaeTca ®enepanbHom
aHTUMOHOMNOIbHON CyX6oN.

5. MpeanncaHmsa HanpaBASOTCA UCNONHUTENIbHOMY opraHy cybbekTa Poccuinckon ®enepauunm B 3-OHEBHbIN
CPOK CO OHS ero Bblga4yn. HeBbiNoONHEHME NpeanucaHns B YCTAaHOB/IEHHbIM CPOK BJieYeT YCTaHOBJIEHHYO
3aKoHo4aTenbCTBOM Poccuiickon ®enepaumm 06 aiMMHUCTPATUBHBLIX NMPABOHAPYLLUEHNSAX OTBETCTBEHHOCTb.
6. MpennuncaHne MoXXeT BbITb OCMOPEHO B CyAe B NOPSAKE, YCTaHOBIEHHOM 3aKOHOA4ATENbCTBOM
Poccuinckon ®egepaumm.

Mpencenatens MNpaBuTensCTBa
Poccuickon ®epepaunn B.MyTnH
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