PELLIEHWE

06 OTKA3€e B COrAQCOBAHUM MPOEKTA PELLEHMST OPraHA MCNOAHUTEABHOM
BAQCTW cybbekTa Poccumckon Pepepaumm 06 yCTAOHOBAEHNM
NPEeASAbHBIX PA3MEPOB OMNTOBbLIX U PO3HNYHBIX HOIADOBOK K GAKTUYECKNM
OTMYCKHbIM LLEeHOM HO AEKAPCTBEHHbIE MPenapaThl

B cootBetCTBMM C NyHKTOM 6 [IpABMA YCTOHOBAEHUST OpPraHAMU
WCMOAHUTEABHOW  BAQCTM  cybbekTtor  Poccumckom — Qepepaunmn
NPEAEAbHbIX PA3MEPOB OMTOBbIX HAADOBOK U MPEAEAbHbIX PA3MEPOB
PO3HNYHBIX HOABOBOK K GAKTUYECKMM OTMYCKHBbIM LLEHAM, YCTOHOBAEHHbIM
NPOOU3BOANTEASIMN  AEKAPCTBEHHbBIX MPENAPATOB, HA AEKAPCTBEHHbIE
NPENAPAThI, BKAIOYEHHBIE B MNEPEYEHb >KM3HEHHO HEOOXOAVMbBIX U

BAYKHEMLLWX AEKAPCTBEHHbIX npenapaToB, YTBEPIKAEHHbIX
NOCTAHOBAEHMEM [TpaeuTeAbCTBA Poccumckom Geapepaumm ot 29.10.2010
Ne 865 (Aanee cooOTBeTCTBEHHO — [lpPABMAQ, MPEAEAbHBIE PA3MEPDI

OMTOBbIX % PO3HUNYHbIX HOABABOK, YXKHBATD), PepepanbHas
QOHTUMOHOMOABHAS  CAYXKOO  PACCMOTPEAA  MPOEKT  MOCTAHOBAEHWS
MUHUCTEPCTBA TAPUPHOTO PENYAUPOBAHUST U SHEPIETUKM [lepMCKOoro
Kpast «O MpeAEAbHbIX PA3ZMEPAX OMTOBbIX U MPEAEAbHBIX PAIMEPAX
PO3HNYHbIX HaABaBOK K DAKTUYECKMM OTMYCKHbIM LeHaM
NOOUN3BOAUTEAEN  HA  YKMBHEHHO  HEOBXOAMMbBIE 11 BODKHEWLIVE
AEKAPCTBEHHbIE MpenapaTtbl» (AaAee — [IpOEeKT MNOCTAHOBAEHWUS),
NPEACTABAEHHbBI MMCbMOM MUHUCTEPCTBA TAPUDHOIO PENYANPOBAHUS U
sHepreTrkn lNepmckoro Kpast (aanee — MunHmnctepcTeo) ot 14.07.2021 Ne
46-01-16-ncx-99, n nNpvHIAG peleHne o6 OTKa3e B COrAQCOBOHUMU
[MpoeKTA NOCTAHOBAEHMSI.

B COOTBETCTBUN C MOAMYHKTOM «Q» MYHKTA 8 [1paBUA HECOOTBETCTBME
POCYETOR MPEAEABHBIX PA3MEPOB OMTOBbIX HAADABOK W MPEAEAbHbIX
PA3MEPOB PO3HNYHBIX HAABABOK K (POAKTUYECKMM OTMYCKHBbIM LIEHAM
NPOM3BOAUTEAEN PACHETAM, MPEAYCMOTPEHHBIM MYHKTOM 5.4 MEeTOANKU
YCTOHOBAEHWMSI  OPraOHOMMU  UCTMOAHUTEABHOM  BAGCTM  CyObeKkToB
Poccumnckon Qepepaumm NpeAeAbHbIX PA3MEPOB OMTOBbIX HOADOBOK W
NPEAEABHbBIX PA3SMEPOB PO3HNYHBIX HOADBABOK K PAKTUYECKMM OTMNYCKHbIM
LeHAM, YCTAOHOBAEHHBIM MPOU3BOAUTEASIMUN AEKAPCTBEHHbBIX MPEnapATOB,
HA AEKQPCTBEHHble MNPEnapaTbhl, BKAKOYEHHble B MepedYeHb MU3HEHHO
HEOBXOAMMBIX 1 BAMKHENLLNX AEKAPCTBEHHbBIX MOENAPATOB, YTBEPYKAEHHOM
npukasom OAC Poccum ot 09.09.2020 Ne 820/20 (aanee — MeToamnka),
SIBASIETCSI OCHOBQOHMEM  AASI  OTKO3A B COrAQCOBAHMM  [lpoekTa
MNOCTAHOBAEHMS, A WMMEHHO MpeEBbilleHne MNPEeAEAbHOro AOMYyCTUMOro
PA3MEPA  OTKAOHEHUSI BOAOBOM MPUOBIAM, KOTOPYKD MOMYT MOAYYUTb
OPraHn3auMmM OMNTOBOM U PO3HUYHOM TOPrOBAM B MACQHOBOM MNEPUOAE



PErYAUPOBAHUST MPU MPUMEHEHUN MPEeAAAraeMblx MMHUCTEPCTBOM K
YCTAHOBAEHUIO MPeAEAbHbIX PA3MEPLOB ONTOBbLIX N PO3HNYHDIX HOABABOK.

B COOTBETCTBUU C MOAMYHKTOM «M™ MNYHKTA 8 [1lpaBMA MPEACTOBAEHME
HEMOAHOIO KOMMAEKTA AOKYMEHTOB, YKA3AHHbIX B MyHKTE 4 [1paBUA
SIBASIETCSI OCHOBOHMEM  AASI  OTKO3A B COrAQCOBAHUM  [lpoeKkTa
MNOCTOHOBAEHUST, A MMEHHO OTCYTCTBME B AOKYMEHTAX, MPEACTOBAEHHbIX
MWHUCTEPCTBOM, PACHETOBR MPEAEABHBIX PA3MEPOB ONTOBbLIX HOADOABOK K
LEHAM HA HOpPKOTUYeCKMnE 1 NncuxoTpornHbie XXHBATT.

Mo pe3yAbTaTaM AO0PADBOTKM [1POEKTA MOCTAHOBAEHUST TEPMUHOAOTUS
AOMNKHO  OblTb  MPVBEAEHO B COOTBETCTBME C  TEPMUHOAOTUEN,
npeAyCMOTPEHHOM [paBUAOMU 1 METOANKOWN,

Taioke PAC Poccmm obpallaeT BHAMAHME, YTO B COOTBETCTBUU C MYyHKTOM
12 MpaBKA MNPOEKTOM NMOCTAHOBAEHUST B OOSI3AQTEABHOM MOPSIAKE AOAXKEH
ObITb MPEAYCMOTPEH CPOK BCTYMNAEHUST B CUAY PELLEHWS], YYUTBIBAKOLLNM
BO3MOYXHOCTb CODBAOAEHMST OBSI3OHHOCTU MUHUCTEPCTBA HE MEHEE YeM
3a 10 paboumx AHEM AO AHSI BCTYNAEHUSI B CUAY PELLEHWNST PABMECTUTb
MHOOPMALMIO O TMPUHSITOM  pPelleHnn 06 UBMEHEHUN MPEAEAbHbIX
PO3SMEPOR OMTOBbIX HOABABOK W MPEAEAbHBIX PA3ZMEPOB PO3HUYHbIX
HOABOBOK HAO OPUUMAABHOM camTe MUHUCTEPCTBA B MHOOPMALMOHHO-
TEAEKOMMYHUKALMOHHOW CeTU «AHTEepHET».

PAC Poccum oBpallaeT BHUMMOHME, YTO COFAQCHO  MYHKTY 2
nocTtaHoBAeHus MpaButenbctea Poccuimckom Peapepaumm ot 31.12.2010
Ne 1221 «O nopsiaAke BbIAQYM OPraHAM  WCMOAHUTEABHOWM BAQCTU
cybbekTor Poccumnckonm Peapepaumm NpeAnMCaHUmM O MNPUBEAEHUN B
COOTBETCTBME C 3AKOHOAOATEABCTBOM Poccumckom Qeaepaumm peLleHnin
06 YCTOHOBAEHUM TMPEAEABHBIX PA3MEPOB OMTOBbIX HAADABOK U
NPEAEAbHBIX PAZMEPOB PO3HNYHBIX HOADOBOK K PAKTUYECKM OTMYCKHbIM
LEeHAOM MPOnN3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B
nepeyeHb MMIHEHHO HEOBXOAUMbBIX U  BODKHENLLUMX AEKOPCTBEHHbIX
NPenapaATOR» HAPYLLUEHNE 3AKOHOAAQTEALCTBA Poccumckon Peaepaumn,
BKAKOYQS [TpaBUAQ, NPW YCTAOHOBAEHMN OPIrAHOM UCMOAHUTEABHOW BAQCTHU
cybbekta Poccumckom Pepepaumm NpeAeAbHbIX PA3MEPOB HAABOBOK,
BbISIBAEHHOE DeAEpPAABHOW AHTUMOHOMOABHOW CAYXKOOM B TOM YMCAE NPU
NPOBEAEHMMN COOTBETCTBYIOLWMX TMPOBEPOK B XOAE [PACCMOTPEHMS
obpaileHnn ( MHOOPMALMM ) TFOCYACQPCTBEHHBIX OPraHOB, OPraHOB
MECTHOrO CAOMOYMNPABAEHUS, IOPUANYECKUNX N DUNYECKUNX AUL, SIBASIETCSI
OCHOBAHMEM AAS BbiAQYM DAC Poccum OpraHy MCNOAHUTEABHOM BAQCTU
cybbekta Poccumnckon Peapepaumm MNpeAncaHns O MNPUBEAEHUN B
COOTBETCTBME C 3AKOHOAQTEABCTBOM Poccumckon Qeaepaumm peLleHni



06 YCTOHOBAEHUM TMPEAEAbHBIX PA3MEPOB OMTOBbIX HAADABOK W
NPEeAEAbHbIX PA3ZMEPOB PO3HNYHBIX HOABOBOK K GAKTUYECKMM OTMYCKHbIM
LEeHAM, YCTAOHOBAEHHBIM MPOU3BOAUTEASIMUN AEKAPCTBEHHbBIX MPENAPATOB,
HA AeKAPCTBEHHbIE MPEnAPAThl, BKAIOYEHHbIE B nepedeHb XXKHBATT,

T.B. HmkeropoaLes



