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Mpeacepatento KomuteTa
[CocynapcTBEHHOW [dyMbl
Nno arpapHbIM Bomnpocam

B.N.KALLUVNHY

YBaaeMblin Bnagumup ViBaHoBmY!

Ha paccmotpeHunsa [ocyaapctBeHHO [ymbl ®PepepansHoro CobpaHus
Poccuiickoin ®epepaumm HaxogmTca NPOeKT (efepasbHOro 3akoHa «O BHECEHUU
n3MeHeHU B DefepasibHblii 3aKOH «O6 06palleHUn IeKapCTBEHHbIX CPeACTB»
914677-7, NOArOTOB/NEHHbLIA C Y4yeTOM MopyyeHnsa 3amectutens [lpeacenatens
MpaButenscTBa Poccuiickon depepauun ot 4 anpensd 2019 roga Ne Al-111-2622
ANA perynvpoBaHuWA  BBedEHUSS B TPaXKAAHCKMI  060pPOT  NeKapCTBEHHbIX
npenapaTtoB A/ BeTepMHapPHOr0 MPUMEHEHUS Ha Tex e MpUHLUMNiax, KoTopble
onpegeneHbl  ANA  IEKaPCTBEHHbIX MPenapaTtoB MeAWUMHCKOro NPUMEHEeHUS
(PepepanbHbIM  3aKOHOM OT 28 Hos6pa 2018 r. No 449-®3 «O BHeceHUU
M3MEHEHWI B OTAeNbHblE 3aKOHOAATeNlbHble akTbl Poccuiickor dPefepaunn no
BOMPOCY BBOAA B TIpPaXKAaHCKMI 060POT /NeKapCTBEHHbLIX MpenapaToB  ANs
MeAMUNHCKOrO NPUMEHEHUA» JNIEKApPCTBEHHbIe npenapaTbl AN BETepUHapPHOro
MPUMEHEHNS UCKoYeHbl M3 epeyHs NpoayKumu, nogsexaliend 06s3aTenbHOM
cepTuukaymm, 1 MepeyHs NpPoayKUUKN, MOATBEPKAEHNE COOTBETCTBUA KOTOPOWA
OCYyLLleCTBNIAETCA B (pOpMe  MPUHATUSA  AeKnapauum 0  COOTBETCTBUW,
YTBEPXAEHHbIX MocTaHoBNeHWeM [paBuTenbcTBa Poccuiickoin ®Pegepaunn o1 1
aekabpsa 2009 r. Ne 982, B cBA3nM € 4yeM C 29 Hoab6pa 2019 r sonpoc BBOAA B
rpaXkaaHCK1in 060poT NIeKapCTBEHHbIX MpenapaToB BETEPMHAPHOr0 MPUMEHEHNUS,
BK/OYas BaKUMHbI MPOTUB 3apa3HbiX (0C0O0 OMacHbIX) 060Me3Hei XXUBOTHbIX,
3aKOHOAATe/IbHO He YperynMpoBaH).

B ¢vHaHCOBO-3KOHOMMYECKOM 0060CHOBAHUM 3aKOHOMPOEKTA YKa3bIBaeTCA,
4yTO peasiM3aumsa NPeayCMOTPEHHbLIX  3aKOHOMPOEKTOM  MO/IHOMOYMIA  OyaeT
OCYLLECTBNATLCA B nNpefenax YcTaHOBMEHHOW [1paBUTeNbLCTBOM POCCUINCKOMN
degepaunt  YNCNEHHOCTM  PabOTHMKOB U OKOMKETHLIX  aCCUTHOBAHWNA,
NpeAyCMOTPEHHbIX UM B (heflepa/ibHOM OHOpKETe Ha PYKOBOACTBO M YNpaB/ieHVe B
cpepe BeTepuHapun. Mexay Tem, 30 mapta 2020 roga Ha 3aKOHOMPOEKT
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MoNy4YeHo 3aknroudeHue MpaBoBOro YnpaeneHus FocyaapCTBEHHON [yMbl O TOM,
4YTO peasiM3aumns MNPOEKTUPYeMbIX MOSTHOMOYMIA MOXET MOTPeboBaTh Pacxofos,
MOKPbIBaEMbIX 32 CYET CPeACTB (PefepasibHOro 6HMKeTa, B CBA3M C YEM Ha MPOEKT
HeobXoAMMO MONyuYnTb 3akoueHWe [lpaBuTenscTBa Poccuidickoi degepaunn.
JaHHoe 3aknwuyeHue [1paBOBOro ynpas/ieHWAs O HECOOTBETCTBMM NpoeKTa 4.3
CT. 104 KoHcTUTyuumn Poccuiickon ®eaepaumm  NpPensatcTByeT AasibHenwemy
PacCMOTPEHUIO 3aKOHOMPOeKTa (KOTOPbIA MOANEXMT BO3BpALLEHWIO aBTopaM Ha
OCHOoBaHMM 44.2.1 1 3.1 ¢T1.107 PernameHTa "ocyaapcTBeHHON [dymbl).

CneflyeT OTMETUTb, YTO MO MNPOEKTY (heaepanbHOro 3akoHa Ne 374838-7 «O
BHECEHUN W3MEHEHWA B OTAeNlbHble 3aKoHofaTe/lbHble aKTbl POCCMIACKOM
defepaumyt Mo BONPOCY BBOAA B rPaXKAaHCKUA  000POT  NeKapCTBEHHbIX
npenapaToB A/ MeAVLMHCKOrO MpUMeHeHns» (N0 aHaliorMM € KOTOPbIM
MOAroToB/eH MNPOeKT 3akoHa No 914677-7) B (PUHAHCOBO-3KOHOMWYECKOM
000CHOBaHMM BbINO TaKXe YKa3aHO, YTO MPOEKT He MOTpebyeT AOMOMHUTENbHBLIX
pacxogoB M3 egepansHoro 6romkera. Kpome t0ro, MuHMCTEPCTBOM (PUHAHCOB
oTMeuvaeTcs B nucbMe oT 28.04.202 Ne19-09-05/34556 OTCYTCTBME BO3PaXKEHWUN
MWHUCTEPCTBA M BO3MOXXHOCTb COr/1IaCOBaTb MOMIOXUTE/NIbHOE 3aK/IKUEeHUe Ha
NpoekT (NOCKO/IbKY OH He npegnonaraet pacxogbl U3 defepanbHOro 6ro4KeTa).

B cBA3M C WM3N0XKeHHbIM, npowy Bac paccMOTpPeTb BO3MOXXHOCTb
noAfepXartb NPUHATUE K paccMOTpeHuto [ocyaapcTBeHHON [ymon npoekTa No
914677-7 Kak cooTBeTcTBYylOLWEro 4yactu 3 cr.104 KoHcTuTyumm Poccuiickoi
®efepaunn, NOCKOMbKY 3aKOHOMPOEKT He npefycMaTpPMBAET AOMOJIHUTENbHbIE
pacxofbl U3 (efepasibHOro OHOMKeTa, U PacCMOTPETb B Ciyvae MPUHATUA K
PacCMOTPEHUIO BO3MOXKHOCTb y4yacTus B paboTe HaA [daHHbIM  MPOEKTOM
KomuTeTa no arpapHbIM BonpocamM B KayecTBe KOMWUTETA-COUCMONHUTENS.

[MpunoxxeHune: Ha 3 1. B 13K3.

McnonHutens: 3.B. VBaHOBa
8 495 986 66 15



MWHWCTEPCTBO ®VHAHCOB
POCCUNCKOW ®EAEPALINI
(MUH®UH POCCUI)

SAMECTUTENNb MNHNCTPA

MnbuHka, a. 9, Mocksea, 109097
Tenetaiin: 112008
thakc: +7 (495) 625-08-89

28.04.2020 Ne 19-09-05/34556

YM-25-23/61570T1 24.04.2020;
Ha Ne M11-21027 ot 16.04.2020

MWHNCTEPCTBO  CeNbCKOro X0351cTBa

Poccuiickoin depepaunm

MuH(pMH Poccumn paccMoTpesn MNPOEKT 3akntoyeHus MNpaBuTenscTsa PocCUiiCKom
defepaymm Ha NPOEKT (efepanbHOro 3akoHa Ne 914677-7 «O BHECEHUU WU3MEHEHWI
B ®eaepanbHblii 3akoH «O6 06palleHNn NeKapCTBEHHbIX CPEACTB»,
MwnHcenbxo3om Poccun, 1 cunTaeT BO3MOXXHbIM €ro coriiacoBaTb.

MpunoxxeHne: Ha 2 n.

JOKYMEHT MNOAMNUCAH
3NEKTPOHHOW MOAMUCHIO

CepTtudukat; 01D52A61D374F730000000AD00060002
Bnapgeneuy: MBaHoB AHApeii HOpbeBuy
[felictButenen c 24.06.2019 go 24.00.2020

Aranosa /1.1.
8 (495) 983-38-88 *1922

NOArOTOB/EHHbIN

A.1HO. VIBaHOB



MpoeKT

3SAKNKOYEHWE
MpaBuTenbcTBa Poccuiickon degepaumm
Ha NPoeKT theaepanbHOro 3akoHa Ne 914677-7 «O BHECEHUN U3MEHEHWIA B
defepaibHbIN 3aK0H «O6 06paLLeHNM NeKapCTBEHHbIX CPeACcTB»

B MpaButenbctBe Poccuiicko  degepaumm  pacCMOTPEH  MPOEKT
(hepgepanbHoro 3akoHa Ne 914677-7 «O BHECEHMM U3MeHEHMI B PefepasibHbli
3aKOH «O6 obpallleHnM eKapCTBEHHbIX CPeACTB» (Aanee - 3aKOHOMPOEKT).

3aKOHOMNPOEKTOM MpeA/iaraeTca BHECTU M3MeHeHUs B PeflepanbHblil 3aKOH
ot 12 anpens 2010 r. Ne 61-®3 «O6 o6palieHUN NeKapCTBEHHbLIX CPEACTB»,
npegycmarpuBaroLie yCTaHOB/IEHE MeXaHM3Ma BBOAA B rpaXKAaHCKMii 060poT Ha
Tepputopun  Poccuiickor — @efepauum  NeKapCTBEHHbIX  MpenapaTtoB  Ans
BETEPMHAPHOIO  MNPUMMEHEHUS WX MPOU3BOAUTENAMU U XO3AWCTBYHOLUMU
cybbekTaMu, OCYLLECTBAAOWMMY BBO3 B Poccuinickyro ®efepauuto nekapcTBEHHbIX
npenapaTtos A/ BETEPUHAPHOro MPUMEHEeHWs, MOCPeACTBOM MpefcTaB/eHns B
(hepepanbHbI OpraH UCNONHUTENIbHON BNAaCcTW, OCYLLECTBAAIOWMA (DYHKUUN MO
KOHTPOMKO M HaA3opy B ciepe oOpalleHNs NeKapCTBEHHbIX CPeacTB AN
BETepMHapHOro npumeHeHus (Poccenbxo3Hagsop), CBefeHWMA O  KadecTBe
NeKapCTBEHHbIX MPenapaTos WaM MOay4YeHUs COOTBETCTBYHOLLErO paspeLlleHmns ang
NMMYHOONOMOTMYECKNX  JIEeKAPCTBEHHbLIX MpenapaTtoB A1  BETEPUHAPHOro
NPUMeHeHNUs.

MpeayCMOTPEHHbIN 3aKOHOMPOEKTOM MexXaHW3M BBOAA B FpaXKAaHCKMWIA
000pOT  NeKapCTBEHHbIX  MpenapaToB A9 BETEPUHAPHOro  NPUMEHEHUs
npegnaraeTcs B3aMeH MexaHu3ma 006s3aTe/lbHOro MOATBEPXKAEHMSA COOTBETCTBUA
NeKapCTBEHHbIX NpenapaTtoB A/17 BeTepPUHAPHOro MPUMEHEHUs, NPUMEHSABLLErOCS
[0 29 Hoabpsa 2019 .

MpuHATUE 3aKOHOMpPOoeKTa OyAeT cnocobCcTBOBaThL YCTPAHEHMIO NPaBOBOro
BaKyymMa o BOMNPOCY MOATBEPXAEHUA KayeCTBa /IeKapCTBEHHbIX MpenapaTtoB A/is
BETEPMHAPHOro MPUMEHEHUS MPU UX HEMOCPEACTBEHHOM BBOAE B rpaXAaHCKWA
o6opor.

BmecTe ¢ TeM 3aKOHOMNPOEKT HEOOXOAMMO AOMOMHUTL NOJIOXKEHNEM O TOM,
4yTO NIML0, YMOSIHOMOYEHHOE AepkaTesieM WAV BafefblemM perucTpauuoHHOro
YOOCTOBEPEHUSA NEeKapCTBEHHOro mnpenapara A1 BeTepMHAPHOro MpPUMEHeHus,
AO/MKHO COOTBETCTBOBATbL TPEOOBAHMAM, NPEeAYCMOTPEHHbIM YacTbio 7 cTaTbkl 45
depepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 «O6 ob6paweHun
NEKapCTBEHHbIX CPeACTB».

[aHHOe MofoXeHWe COOTBETCTBYET OAHOW M3  K/HOUEBbIX  UAeW
3aKOHOMPOEKTA, 3aK/oyatoLenca B Heo6Xo4NMOCTH NVKBUAAL UK
ANCKPUMUHALMOHHbBIX YCNOBUIA 415 POCCUIACKMX NMPOU3BOAUTENEN NEeKaPCTBEHHbIX
npenapartoB 4719 BETEPUHAPHOr0 NPUMEHEHWSA, U NO3BOMUT NPeAYCMOTPETb PaBHbIe



TpeboBaHMA AN OTEYECTBEHHbIX Y MHOCTPaHHbLIX Y4YaCTHUKOB pPblHKa Mpu BBOJE B
rpaXkjaHCKMii  060pOT  NIeKapCTBEHHbIX — MpenapaTtoB A0S BeTepUHApHOro
NPUMEHEHMS.

CornacHo NOSICHUTENbHOW 3anUCKe K 3aKOHOMPOEKTY peanunsauus
NpeayCMOTPeHHbIX 3aKOHOMPOEKTOM MOMHOMOYMIA  Poccenbxo3Hagsopa Oypnet
OCYLLECTBNATLCA B nNpefenax YycTaHOBMEeHHOW [MpaBUTeNsCTBOM Poccuiickoi
degepaun  YNCNEHHOCTM  PabOTHUKOB U OKOMKETHbIX  aCCUTHOBAHWNA,
NpeayCMOTPEHHBIX UM B pefepanibHOM BHOIKETe Ha PYKOBOACTBO U yNpaBfieHue B
cthepe yCTaHOBMEHHbIX QYHKUWIA. pKn 3TOM Nnata 3a AencTBus, NpeayCcMOTPEHHbIe
3aKOHOMPOEKTOM, Oy[eT B3MMaTbCs C 3asBUTENEW W MOKPOEeT BCE pacxofbl
Poccenbxo3Hagsopa 1 nofBeJOMCTBEHHOIO eMy (pefilepaibHOro rocyaapCTBeHHOro
OIOKETHOIO  yYpeXxAeHus, Heobxoaumble AN OCYLWECTBNEHUS  YKa3aHHbIX
nosHomo4unii. C yyeToMm MNpeanoXKeHHOro noaxoaa HageneHne PoccenbXxo3Hag3opa
N MOABEAOMCTBEHHOIO emy (efepasibHOro rocyaapCTBEHHOrO OGHIKETHOIO
yupexaeHus COOTBETCTBYHOLLUMMU [ONONHUTENbHBIMY NOTHOMOYUSMM,
npeanaraeMbIMn  3aKOHOMPOEKTOM, He MOB/eYeT Heo6X04MMOCTU  BblAeNeHUs
AOMNOSTHUTENbHBIX BHOKETHbIX aCCUrHOBaHWA efepasibHOro GroIpKeTa.

MpaBuTenbcTBO Poccuiickoin Pegepaumm NOAAEPXKUBAET 3aKOHOMPOEKT
C YYETOM YKa3aHHOro 3ameyvaHus.

AOKYMEHT NoArinCAH
3NEKTPOHHOWM MOAMWNCHLIO

CepTudhmkar: OOE1036E1BO7EOF7BOE91127ADB0O3ADOD9
Bnageney: YBaiifoB Makcum Mocudosmy
[leiictButenen: ¢ 23.07.2019 go 23.07.2020

AJOKYMEHT MOANMMCAH
3NEKTPOHHOW MOANNCHIO

Ceptudukat: 01D52A61D374F730000000AD00060002
Bnapeney: MeaHoB AHApeli KOpbeBny
[HelictBuTeneH ¢ 24.06.2019 pgo 24.08.2020



