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SAKOHOIJATEJBHOE
COBPAHUE
OPEHBYPI'CKOH OBJACTH

CEJBMOM CO3LIB
IMOCTAHOBJIEHHE

Ne

r. Opendypr

O 1mpoexre QenepalbHOIO 3aKOHA
Ne 1238560-7 «O BHeceHHH H3MEHe-
uuil B 3akoH Poccuiickoit @enepanuu
«O BeTepHHapum» H CTaThH 4 u 13
MenepaneHoro 3axoHa «O0 obparre-
HYH JIEKapCTBEHHBIX CPEJCTB»

PaccmotpeB npunsTeiii I'ocynapersennoii Jymoit @enepansroro Cobpanus
Poccuiickoli Pepepanuu B IEepBOM UTSHHWH IPOEKT (eflepalbHOro 3aKoHa
No 1238560-7 «O BHeceHMHu u3MeHeHuH B 3axoH Poccniickoit Peneparmu «O Bete-
puHapuu» ¥ ctaThd 4 ¥ 13 MenepansHoro 3akoHa «O06 oOpaleHHH TeKapCTBEHHBIX
CpeAcTBy, 3akoHoAaTensHoe Cobpanue obnactu

NIOCTAaHOBAAET:

1. Ono6puts nmpoexT enepansHoro 3akoHa Ne 1238560-7 «O BHeCEHHH 13-
MeHeHH# B 3axoH Poccuiickoit @emepanuu «O BerepuHapuu» U cTaThi 4 u 13 De-
JepansHoTro 3aKkoHa «O6 obpallleHnH TeKapCTBEHHBIX CPEACTBY.

2. Hanpasuts noctaHoBneHue B Komurer ['ocymapctsennoit dymsr Dene-
pansHoro CoOpanus Poccuiickoit @enepanud Mo arpapHEIM BOIIPOCAM.

3. KoHTposb 32 HCTIOMHEHHEM JAHHOFO IIOCTAHOBIEHHMS BO3IO0MHUTh HA KOMH-
TeT 3akoHogarenpHoro CoOpaHus 00NacTH IO arpapHO-IPOMEIIUIEHHOMY KOM-
TUIEKCY.

4. Hacrosmiee IIocTaHOBIEHHE BCTYIIAET B CHILY CO JHS €ro IIPHHSTHSL.

IMpencenarens 3akoHOAATENRHOIO
Cobpanus Openlyprekoii obaactu C.HW.I'paueB



3JAKOHOJATEJBHOE COBPAHHME
OPEHBYPI'CKOH OBJIACTH

KoMHTET 110 arpapHO-NPOMBIIIJICHHOMY KOMIUIEKCY
460015, r. Openbypr, lom Coretos, Texn. 78 63 69

or 2 Hoabps 2021 roja, Ha Ne

SAKJIOYEHHE

Ha TIPOeKT (enepansHoro 3akona Ne 1238560-7 «O BHecenny u3meHeHHi B 3akoH Poc-
cuiickoit @enepanyy «O BeTepuHapuu» 1 ctaThd 4 u 13 Pemepansroro 3akoHa «06
o6palIeHrH JIEKApCTBEHHEIX CPeNCTB» — BHOCUT lIpaBHrensctBo Poccuiickont Penepa-

Ne | ®HO npeacenareins KOMHTETA OnoOputs | BHecTH 11onpaBKH

1. | AsepbsHoB .M.

Kynunopckuid A.A.

2

3. |babun C.A.
4. | Typuus B.A.
5

6

7

Xpomyumza O.H.

Heimbamox KO .51
1HenuHoB MLA.

el e o

3aKOHONPOEKT HampaBleH Ha obeclicyeHMe KOHTPOJs 332 Ha3sHAUCHHEM H
NpHMEHEHHEM JICKAPCTBEHHBIX PETIapaToB i BCTEPHHAPHOTO NPUMEHEHHS (B TOM
YHClie AHTHMHKPOOHBIX TIPENapaToB).

WsMmenenus BHOCATCA B 3akoH Poccuiickoit ®enepanun ot 14 Mas 1993 roaa
Ne 4979-1 «O Betepunapum» (nantee — 3akoH Ne 4979-1) n DemepalbHbl 3aKOH
or 12 ampens 2010 roma Ne 61-@3 «O6 oOpalliehuy IIeKapCTBEHHBIX CDPEINCTB»
(nanee - PenepanbHblit 3akoH Ne 61-D3).

3aKOHONMPOEKTOM IpeijiaraeTcss 3akpenuts B 3akoHe Ne4979-1 Hopmy
0 TpeGOBAaHMAX K IIPOM3BOACTBY (M3TOTOBIEHHIO) KOPMOB C JioGaBleHHEM
JleKapCTBEHHBIX TIperapaToB U1 BETEPHHAPHOTO NpHMEHEHNS,
KOTOPOY  INpeAnuchHIBaeTCs, YTO IOPHAMYECKMM  JIMUaM, HHAMBHIYaIbHBIM
NpeANpUHEMATENSM - IPOM3BOJUTENSAM KOPMOB, KpOMe OpraHM3alii, HMEIoMX
JodepHHEe XO3AMCTBEHHblE OOLIECTBA, OCYLIECTBIISIOIIHE IMPOM3BOACTBO KOPMOB,




aTAKKE TakuX JOYEePHMX XO3SWCTBEHHBIX 0OUIeCTB (Janee — OpraHH3aluH,
BXOJALIKE B COCTAB XO3AACTBEHHOIO KOMILIEKCa), 3aMpemaeTcs A100aBlIcHHe B KOpMA
Ipd HX TPOM3BOACTBEG JIEKapPCTBEHHBIX IIPENApaToB MM  BETEPHHAPHOIO
NpPUMEHEHHs, TPeIHA3HAUeHHbIX [UIA JeYeHHS HHOEKIHOHHBIX W IapasHTapHbIX
GoJie3Hell JXUBOTHBIX, BEI3LIBAEMBIX NATOTEHHBIMH MUKPOOPTraHM3MaMHd H YCIOBHO-
MATOTeHHEIMH MHKpOOPTaHM3MaMH (malee - aHTHMHKPOOHBIE —Mpenaparsi),
TIPH OTCYTCTBHK JIAIEH3HM Ha (apMaleBTHIECKyIO AeATEILHOCTh ¥ O(OPMICHHOTO
B COOTBETCTBUM C IIPOEKTHpyeMoil craTheif 16' ykaszaHHOro 3akoHa pelenTa
Ha JeKapcTBeHHblli npemapar KoM TpeOOBaHMA BETEPMHAPHOM OpraHH3aluM
WM OpTaBH3aiui  (MHIMBHAYATBHOTO  TPCHONPHHHMATENS),  OCYIIECTBIAIOICH
(OCYIIECTBIISIONIEr0) pa3BeeH e, BEIpalHBaHie H COIepKaHue KUBOTHBIX (Jaree -
penent (TpedoBaHHE).

IIpy OTCYTCTBHM JMUEH3MM Ha (apMaleBTHYECKyI0 NEATeNbHOCT W PeenTa
(Tpe6oBanma) OynmeT 3ampelieHa pealn3alii KOPMOB, B KOTOpHIE [00aBICHBI
AHTUMHUKPOGHEIE NPEIapaThl, 33 HCKIIOUEHHEM Pealu3anii MeXAy OpraHu3aliiMy,
BXOJAIIMMU B COCTaB XO3KOMILIEKCA.

Takke mNpemiaraeTcss yTOYHHTh HOPMEI, KacaloLIHECS MOpsAAKa Ha3HaYCHUA
IeKAPCTBEHHBIX  TPENapaToB JUI1  BeTepHMHapHOTo IpumeHeHus. ITopsamox
oQOpPMIIEHHSI PELENTYPHBIX OJAHKOB YCTAHABIMBAETCS (efepalbHBIM OpPraHoM
HCIIONHATENBHO BIACTA B OONACTH HOPMATHBHO-NPABOBOIO DPEryjivpOBaHMS B
BETEpPUHAPHH.

3aKOHONPOEKTOM YCTAHABIMBAETCS BO3MOXHOCTh O(OPMIIEHHS pelenTa
Ha JIeKapCTBEHHBIA IIpernapar Ajs BEeTEPHHAPHOTO NpUMeHEeHWs B deeparbHOU
rocyZiapcTBeHHOH HHGOpPMaUMOHHOH chcTeMe B 00OJNacTW BETEPUHAPUH H
3aKpENISIOT [I0THOMOUHE (efepatbHOr0 OPraHa UCTIOIHATENBHOH BIACTH B 00ACTH
HOPMATHBHO-TIPABOBOIO PEryIUPOBAHUA B BETEPUHAPUH [0 YTBEPKICHHIO MEPEYHH
JIEKAPCTBEHHBIX CPEACTB [l BETEPUHAPHOIO IIPUMEHEHHsd, B TOM YHCIE
AHTAMMKPOGHBIX TIPETapaToB, OTIYCKAaeMBIX [O DEIenTaM MM TpeGoBaHMsM,
dopmbl TpeGoBaHus, HOPAAKA HX OQOPMIICHHUS, yIeTa U XPaHESHHUS.

KOMHTET PEKOMEH/IYET IIPOEKT 0J00PHUTE.

Ipencenarens KOMHTETA /%/W“j C.A.ABepkues



JlveT cornacoBaHusA

,ﬂoxymeHT 3aknoueHre xomuTeTa
3aronosok NpoekT degepanbHoro 3akoHa Ne 1238560-7 «O BHeceHU N3MeHeHvi B
3akoH Poccuiickol ®efepaumni «O BeTepuHapum» U cTaTbn 4 1 13
defepanbHoro 3akoda «06 obpallieHn NekapcTBeHHLIX CPeacTB»
Moanuck Agepkues C.A., Mpeaceaarens komuteTa, Komurer no arpapHo-
MPOMBILLINIEHHOMY KOMMNEeKey
WenonHuTens Benoyc O.B., KoHcynsTaHT
Cornacyiowuit Busa Hara, Bpemsa KommeHTapuit
AsepbsdoB .M., lNpegceaarens CornaceH 02.11.2021 12:47 KOMMEHTaPUWN HE YKa3aHsl
KoMUTETA
LbimBaniok HO.A., Mpeacepatens CornaceH 02.11.2021 14:20 KOMMEHTAPUU HE YKa3aHbl
KomuTeTa
TypuuH B.A., Npeacegatens Cornaced 02.11.2021 15:35 KOMMEHTaPWWU He YKa3aHbl
Komurtera
Babun C.A., Mpeacegarenb CornaceH 02.11.2021 15:35 KOMMEHTapUK He yKa3aHbl
koMuTeTa
Wenunos M.A., MNpeacenarenb CornaceH 02.11.2021 15:48 KOMMEHTaPHUIK HE yXa3aHsl
KOMUTETA
KyHunosckuin AA., CornaceH 03.11.2021 09:08 KOMMEHTapWK He yKasaHbl
MNpenceparens xomuTeTa
Xpomywwna O.H., NpegcepaTtens CornaceH 08.11.2021 10:06 KOMMEHTaPUK He YKa3aHbl
KkomuTeTa




TOCYJIAPCTBEHHASA YMA
GOEJEPAJIBHOI'O COBPAHUS POCCUUCKOU ®ENEPALIUH
BOCBMOI'O CO3BIBA

IMMOCTAHOBJJIEHHUE
TOCYIAPCTBEHHOI IYMBI

O npoekre Qenepaannoro 3axona Ne 1238560-7
«O BHecennu H3menennii B 3axon Poccniickoii ®enepanuu
«O BerepuHapum» H cTaThH 4 H 13 PefepaabHOro 3aKoHa
«06 oOpaiennn JeKapcTBEeHHADIX CPEACTBY

FocymapcrBenHas [Iyma ®epepansHoro Cobpammus Poccuiickoit

Qefepanii NOCTAHOBJAAET:

1. IlpuHAT, B MEpBOM YTEHHH TPOEKT (efepalbHOr0 3aKOHa
Ne 1238560-7 «O BHeceHum u3MmeHeHuidt B 3akoH Poccuiickoit ®epmepauuu
«O BerepuHapum» u crathi 4 u 13 depepanbHoro 3akona «0O6 obpameHwH
JIeKapCTBEHHBIX CpeACTB», BHeceHHHI# IIpaButensctBoM  Poccuiickoi
Denepaiu.

2. HanpaBute yka3zaHHbIf 3akoHompoekT Ilpesumenty Poccuiickoi
®epepauu, B Coper Penmepauuu CDenepam.Horo Cobpanusa Poccuitckoit

denepauun, KOMHUTETHI M KOMHCCHHM I'ocymapcTBeHHO# JlyMmEI, Bo ¢pakiuu

Annapar 3akoHogaTenbLHOro
CobpaHuna OpeHbyprckom
ob6nactu

«28»10.2021 Ne 23-02/5199
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B TocymapctBenHo#t [lyme, B IlpaBurensctBo Poccuiickoit denepaumu,
3aKOHOAATeNbHEe (TpeCTaBUTENbHBIE) OpraHsbl rocy,uapcmenﬁoﬁ BIIaCTH
cy6pexToB Poccuiickoit @enepaumu.

VCTaHOBHTb, YTO TONpaBKM K  YKa3aHHOMY  3aKOHOIIPOEKTY
HanpabnaioTcs B Komurer chynapcmermoﬁ JyMBI 10 arpapHBEIM BOIIpOCaM
B TPMALUATUAHEBHEIH CPOK CO IHS NMpUHATHA HacTosuiero [loctanoBneHus.

3. Komurery TocymapcrBennoit JIymBlI 1O arpapHBIM BOMpocam
JopaboTaTh YKa3aHHBIH 3aKOHOMPOEKT C YYeTOM HOCTYNMMBINMX MOMpPaBOK
U BHECTH ero Ha paccMoTtpeHue ['ocyaapcTBennoit JlyMEI BO BTOPOM YTEHHH.

4. Hacrosmee [TocTaHOBIIEHHe BCTymaeT B CHITy CO JHA €r0 MPHHATHUS.

IMpencenarens I'ocynapcTBeHHGE
DenepanbHOr0 COOPAHYSE (.o v 1 Borves
Poccuiickoit d>enepaun”{a HOPMATHBHIbIX AKTOB

B.B.Bonogux

MockBa _
26 oxkraopa 2021 ropa
P 78-8T]



Brocurcs [IpaBuTenscTBOM
Poccutickoii epepannn

ITpoekr
W I3 P60 7
®EJEPAJBHBIN 3AKOH

O BHeceHuM n3meHeHHUM B 3akoH Poccuiickoii @enepauuu
"O BerepuHapuu' u cTaThi 4 u 13 PefepalbHOro 3aKoHA
"O6 obpaleHUH TeKapPCTBEHHBIX cpeacTB"

Cratbs 1

Buectu B 3akoH Poccmiickoit ®enepauuu oT 14 mas 1993 roga
Ne 4979-1 "O Berepunapuu" (Begomoctu Cme3na HapOIAHBIX [AEMyTaTOB
Poccuiickoit ®epepauuu u BepxosHoro Coera Poccuiickoit Penepauum,
1993, Ne 24, cr. 857; Cobpanue 3akoHopmarenbcTBa Poccuiickoit denepanum,
2009, Ne 1, cr. 17, 21; 2015, Ne 29, cT.4369; 2018, Ne 53, ct. 8450; 2019,
Ne 31, ct. 4456; Ne 52, ct. 7765) cnepyroliue N3MEHEHHUS:

1) momonHuTH cTathel 13! cnenymomero conepxaHus:

"CraTba 13'. TpeGoBaHUs K NPOM3BOACTBY (M3rOTOBJIEHHIO) KOPMOB
¢ 100aBJieHHEM JieKapCTBeHHBIX NpenapaToB
AJIA BeTepUHAPHOr0 MpUMeHeHUSs

IOpH,Z[H'-[ECKI/IM JuaaM, HHIAUBUAYAJIBHBIM npeanpuHuMaTeIIsaM,
OCYILICCTBJIAOIKUM MMPOU3BOACTBO KOPMOB, 3a HCKIIIOUCHUEM opranmaunﬁ,

HUMCHIINX AOYEPHHUE X034 CTBEHHEbIE onecrsa, OCYIIECCTBJIAOIINE

21032703.doc
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IIPOM3BOJCTBO KOPMOB, a TaKXKe TaKUX JOYEPHHX XO3AHCTBEHHBIX OOIIECTB,
3anpemaercss gobaBneHHe B KOpMa MNpH HUX NPOH3BOJACTBE JIEKAPCTBEHHEBIX
MpenapaToB i BETepUHAPHOrO MIPUMEHEeHUs, IpeJHa3HAYSHHBIX I JICUSHHUS
MHPEKIMOHHBIX M MapasUTapHBIX Ooyie3He#t KUBOTHBIX, BBI3BIBAEMEBIX
MaTOreHHBIMHU MHKpPOOpraiu3MaMu H YCIIOBHO-TIATOT' € HHEIMH
MHUKpPOOpraHu3MaMu (Janee - aHTUMHUKpOOHBIE IpenapaThl), PH OTCYTCTBUM
JULEH3MM Ha  (papMalleBTHUECKYIO | IeATeNBHOCTE M 0hOpMIIEHHOrO
B COOTBETCTBMM CO  cratheif 16'  HacTosmero 3akoHa  perenta
Ha JIEeKapCTBEHHHI Npenapar unu TpeGoBaHUS BETEPUHAPHOW OpraHMU3alUH
WJIM opraHu3auuu (MHAMBUAYAITBHOTrO NMpEeANpUHUMATENS), OCYILECTBISIOINIEH
(OCYLLIECTBIIAIOIIEr0) pa3BeleHUEe, BHIpAIlMBAaHHE U COJNEP)KaHHE KUBOTHBIX
(manee B HacTosLlEH cTaThe - pelenT (TpeboBaHueE).

OpraHuszauusM, HMELUIMM JOYepHHE XO3IWCTBEHHBIE OOIIeCTBa,
OCYILECTBIISIIOLIME MPOU3BOJCTBO KOPMOB, TAaKUM JOUYEPHUM XO3AHCTBEHHEIM
ofuiecTBaM ¥ OpraHu3auusM (MHOMBUAYaIbHBIM MpeANpUHUMATENAM),
OCYILECTBJIAIOIIMM pa3BeJeHUE, BhHIpalllUBaHUE, COIOEpKaHHE IKUBOTHBIX
U U3rOTOBJIEHHE KOPMOB, 3allpeliaeTcs ,u66aBneHHe B KOpMa MpH HX
MPOU3BOACTBE (M3TOTOBICHHH) aHTHMUKDPOOHBIX NPENApaToB MpPH OTCYTCTBUH
peuenTta (Tpe6oBaHuUs).

[Ipy OTCYTCTBMM JIMLEH3UHM Ha (apMaleBTHYECKYIO [JeATeIbHOCTD

¥ pelernTta (TpeOOBaHHS) 3ampellaeTcs pealn3alus KOPMOB, B KOTOpHIE

21032703.doc
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no6aBneHsl aHTUMHKPOOHBIE MpenapaThl, 33 UCKIIIOYEHHUEM pEATU3aLUU MEXIY
JOUYEpHUMH XO3SHCTBEHHBIMM OOILECTBaMH OJHOTO IOPUAMYECKOrO JIHIIA,
a TaKke MeXAy IOpHAWYECKHM JMLOM M €ro JOUepHUMH XO39HCTBEHHBIMH
obuiecTBaMu.

Ilpu otcyrcTBuUM peuenrta (TpeOOBaHUA) 3ampellaeTCs peanu3alus
KOPMOB, B KOTOpble [OOaBiIeHB aAHTUMHUKPOOHEIE INpemapaThl, MeXIy
OOYEPHUMH XO3MCTBEHHBIMU OOIIECTBaMH OIHOTO IOPUAMYECKOTO JIUIIA,
a TaKkxke MEeXAy IOPUAMYECKUM JIMLOM U €ro AOYEPHHUMH XO3SHCTBEHHBIMU
oOulecTBaMu.";

2) 4acThb TPEThIO CTAaThH 16 NpU3HATEH YTpAaTUBLIEH CUIY;

3) ZOTMONHUTH cTaTheil 16 crenyrommero conepxanus:

"Craths 16'. HazHadeHne IeKAPCTBEHHBIX NpeNapaToB s

BeTepUHAPHOr0 NMPHMeHeHHUs

1. HazHayeHHe JIeKapCTBEHHBIX IpemapaTroB JJs BETEPUHAPHOIO
NpUMEHEHUST OCYILECTBIAETCA CIELUaTUCTaMU B 00NacTH BETEpHHApUH
B COOTBETCTBHH C TpeOOBaHUAMH HacTosAuIero 3akona u PefepanbHOro 3aKOHa
ot 12 anpens 2010 roga Ne 61-®3 "O6 obpaieHuH JIeKapCTBEHHBIX CPEACTB".

2. Tlopsmox ~ Ha3HayeHUsT  JIEKAPCTBEHHBIX  I[IpeNapaToB pid) £}
BETEpHHAPHOTO MPHUMEHEHHUS, IepeueHb JIEKApCTBEHHBIX CpEeACTB A
BETEPUHAPHOTO IMPUMEHEHHsA, B TOM YHCIE  3aperHCTPUPOBAHHBIX

B cooTBETCTBHM ¢ DelepallbHEIM 3aKOHOM OT 12 ampens 2010 roga Ne 61-@3

21032703.doc
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"O6 oOpalleHUHd JIEKApCTBEHHBIX CpPEACTB" aHTUMHUKPOOHEIX MpernapaTos,
OTITYCKaeMBIX 110 pelLienTaM Ha JIEKapCTBEHHBII Npenapar Uil 1o TpeboBaHUAM
BEeTEpPUHAPHOM  OpraHM3aldd  WIA  OpraHusauuu  (MHIMBULYaJLHOTO
NpeanpUHUMATENs), OCYIUECTBISIOUEH (OCYIIECTBIMIONIET0) pa3BeleHHUe,
BHIpAllliBaHUE M COAEPXKAHME >KUBOTHEIX, (OpPMa pELENTYpHHIX O6IaHKOB
Ha JIeKapCTBEHHBIE IMpenapaThl AJI BETEPUHAPHOr0 IpHUMEHEHHs, ¢opMa
TpeboBaHuU BETEPUHAPHBIX OpraHu3alun WIH OpraHu3auui
(MHOMBUAYAIBHEIX MpeANpUHUMATENel), OCYLIECTBIAIOIIUX pa3BelcHUe,
BhIpalllMBaHHE U COAEpXKaHHe >XKUBOTHBIX, NOPSAAOK O0QOpMIIEHHs YKa3aHHBIX
peLenTypHbIX 61aHKOB U TpeOOBaHUM, UX yueTa U XpaHEHHs YCTaHABIMBAIOTCA
demepaNbHBIM OpraHOM HCMOMHUTENBHOM BAacTH B 06MacTM HOPMAaTHBHO-
NPaBOBOrO PEryJMpOBaHUs B BETEpUHApHUH.".

Cratba 2

Buectu B Pepmepanbubiii 3akoH oT 12 ampens 2010 roma Ne 61-3
"O6 ofpauieHun jekapcTBeHHBIX cpefacTB" (CobpaHue 3aKOHONATEIhCTBA
Poccuiickoit ®enepauun, 2010, Ne 16, ct. 1815; 2011, Ne 50, cr. 7351; 2013,
Ne 48, cr. 6165; 2014, Ne 52, ct. 7540; 2015, Ne 29, ct. 4367; 2017, Ne 31,
cT. 4791; 2018, Ne 1, cr.9; Ne24, cr.3407; 2019, Ne 31, ct.4456; Ne 52,
cT. 7793; 2020, Ne 14, cr.2028, 2035; Ne29, cr.4516) cnenyrompue

HU3MCHCHMU .
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1) nyHkTel 53 ¥ 54 cTaThH 4 U3NOXKUTH B CAEOYIOIIEH peaaKIyu:

"53) peuent Ha JIEKapCTBEHHBIH Npenapar - MEAULMUHCKUHA JOKYMEHT
YCTaHOBIEHHOW  QOpMEI, cojepxalliuii Ha3HaueHHe  JIEKAPCTBEHHOIO
npenapara A1 MEOUIUHCKOrO INpPUMEHEHHs, BBIAAHHBIA MEIULIMHCKUM
pabOTHUKOM B LeisAX OTIycKa JIEKapCTBEHHOro IIpenapara HIH  €ero
U3rOTOBJIEHUS U OTIIYCKA Ha GYMa)XHOM HOCHTENIe MM C COIJIacHs MaIlheHTa
WIA €ro 3aKOHHOrO MNpeAcTaBHTeNs B (GopMe 3IEKTPOHHOro HOKYMEHTa,
NOAMUCAHHOTO C  HCMONB30BaHHEM  YCHIEHHON  KBaNUpUUUPOBaHHOM
DJIEKTPOHHOM  MOAMUCH MEAULMHCKOro paboTHUKA, JIMOO HOKYMEHT
yCTaHOBJIEHHOW  GOpMEI, COOEpXKallMii  Ha3HauYeHHe  JIEKApCTBEHHOro
nmpenapata s BETEpUHAPHOTO MPUMEHEHHs, BBIAAHHBIM CIELHATHCTOM
B 00nacTH BeTepUHApUU B LIENAX OTIYCKa JIEKApCTBEHHOIO Mpemnapara MM ero
M3rOTOBJIEHUS U OTIycKa Ha OyMaKHOM HOCHTENie WM C COTJIacHs Biajesbla
’KUBOTHOI'O HJIM €r0 3aKOHHOIO MpPeACTaBUTENS OQOPMIIEHHEIR B denepanbHol
rocyJapCTBEHHOM HHGOpMallMOHHOMN cucTeMe B 00JIaCTH BETEpUHAPUY;

54) Tpeb6oBaHue MeJULIMHCKOHN OpraHu3aLuH, BeTEpUHapHON
OpraHu3alldd MM OpraHusaluy (MHAMBUAYAIBHOTO MpeANpHUHHUMATEN),
OCYIIECTBJIAtOWIEH  (OCYILECTBISIIOIIEr0)  pasBeleHHE,  BEIpalllUBaHUE
U colepXaHHe XHUBOTHBIX - JOKYMEHT YCTaHOBJIEHHOH (OpMEI, KOTOpBIit
BBIMUCAH MEIOMIMHCKMM pabOTHUKOM MM CHEHHaTUCTOM B OO6IacTH

BETCpHHApHUH, UMEIOIIIUMU Ha 3TO IIpaBO, H COOCPXXHUT B [MUCbMEHHOH (bopme
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yKa3aHHe alNTe4yHO! OpraHH3alMy UM BEeTEpHHApHOH anTe4yHON opraHu3aluu
06 OTIyCKe JIekapCTBEHHOTr0 MpernapaTa il O ero U3rOTOBIEHUH U 00 OTITycke
s ofecneyeHuss JieueOHOro Impouecca B MEIUIUHCKONW OpraHU3alluy,
BeTepUHAPHON OpraHM3alMd MIM B OPraHU3alMK, OCYLIECTBIAIOLIEH
pasBefieHHe, BEIPAILMBAHUE U COJEPKAaHUE XUBOTHBIX, TM60 HHAUBHAYATBHEIM
NpeAnpUHUMATENEeM,  OCYIIECTBIAIOIIMM  pasBeleHNe,  BBIpallluBaHWe
M collepKaHHe KUBOTHEIX;";

2) myHKT 1 yactu 5 crathi 13 JONONMHUTEH CIOBaMM "HAHM OpraHU3aLUil
(VHAMBUOYAJIBHBIX INpeANpUHUMATeNeil), OCYLIECTBISIONMX pa3BeleHUe,
BBIpaLlIUBaHUe U COAEpIKaHNe )KUBOTHEIX" .

Crartba 3

Hacrosammit PemepanbHeIii 3aKOH BCTYMaeT B CHIy ¢ 1 ceHTA6pd

2022 rona.

[TpesupeHT
Poccuiickoit Denepanuu
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IMOACHUTEJBHAS 3AITNCKA

K NpoeKTy ¢eaepabHOro 3axona 'O BHeceHHH U3MeHeHMii
B 3akoH Poccuiickoii ®egepanuu "O Berepunapun' u cratbu 4 u 13
®Degepasibaoro 3axkona '"O06 oOGpaleHHH JleKAPCTBEHHbIX CpeacTB"

I[TpoexT demepansuoro 3akoHa "O BHeceHHU u3MeHeHU#t B 3akoH Poccuiickoit
Qenepaiu  "O BerepuHapuu" H cTathM 4 u 13 DengepanbHOro 3aKoHa
"O6 ofpameHUM JeKapCTBEHHBIX CPEeICTB" (Hanee - 3aKOHONPOEKT) paspaboTaH
BO HCIIOJIHEHHE ITYHKTOB 2 M 3 miuaHa Mepompuatuit Ha 2019 - 2024 ropsl
no peamusauuu CrpaTeruu NpelynpeXAeHHs paclpOoCTpaHEHHsS aHTHMUKPOOHOM
pesucteHTHocTH B Poccuiickoit @Penmepauuum Ha mnepuon xo 2030 roga,
yTBepXIeHHOro pacnopsbkeHueM IIpaBurenscrBa Poccuiickoit  ®epepariuu
ot 30 mapta 2019 r. Ne 604-p.

3aKOHOMIPOEKTOM TMpeJJIaraeTCs BHECTH CIEAylolle H3MeHeHHi B 3aKOH
Poccuiickoit ®emepauuu ot 14mas 1993r. Ne4979-1 "O Berepunapum"
u Depepancupiii 3akoH oT 12 anpens 2010r. Ne61-®3 "O6 obpameHuu
JIeKapCTBEHHBIX CPelCTB":

1. YcTaHOBUTH BO3MOXHOCTE OQoOpMIIeHHs TpebGoBaHMii 06 oOTmycke
JIEKapCTBEHHBIX IIpEeNapaToB MUl BETEPUHAPHOTO INpUMEHEHHs OpraHU3alUsIMHU
(MHOMBUOYANTbHBIMM — NpeANpPUHUMATENSIMHU), OCYILIECTBISIOIIMMHE COAep)KaHUe,
pa3Be/leHHE U BhIpallliBaHUe XKUBOTHBIX (Haee - TpeOGoBaHUA).

2. YCTaHOBUTL 3ampeT Ha JoOaBieHHE JIEKApCTBEHHBIX MpenapaToB MJIA
BETEPUHAPHOTO MpPHUMEHEHHUs, NpefHAa3HAYEeHHBIX A JIeYeHUd HHPEKIIMOHHBIX
M MapasuTapHbIX Oone3Hel, BHI3BIBAEMBIX ITaTOFEHHBIMH MMKPOOpPraHM3MaMH
M YCNOBHO-TIATOTEHHBIMH MHKpDOOpraHM3MaMu (Iamee - aHTUMHUKPOOHEIE
fnpernaparsl), B KOpMa U peajM3alliio TaKUX KOPMOB IIpH OTCYTCTBUH TpeGOBaHHA
WM peLienTa Ha aHTUMUKPOOHBIH Mpernapar.

3. YCcTaHOBUTh KaTeropuu 1ML, KOTOpbIM TpebyeTcs Hanmu4uue JIUUEH3UU
Ha (apMalEBTHHECKYI0 [JeATENBHOCTh A  N00aBNeHHA AHTHMMKPOGHEBIX
TnpernaparoB B KOpMa IIpK KX MPOU3BO/ICTBE U peau3aLluH.

4, YCTaHOBUTH BO3MOXXHOCTH OGOPMIIEHHS pelenTa Ha JeKapCTBEHHBIH
npernapar JUii BeTEpUHApHOro INpHMeHeHHd B (emepalbHOM rocyaapCTBEHHOH
uHGOpPMaLIHOHHOM cucTeMe B 061aCTH BeTepHHAPHH.

5.BBecT mNONHOMOYME ¢QeAepaNbHOrO0 OpraHa MCHOMHUTENBHOM BIIACTH
B oOmacTH  HOPMAaTUBHO-TIPAaBOBOTO  PEryNHUpOBAaHMA B  BETCpPUHAPHUH
M0 YTBEPKAEHHIO TIEpedHs JIeKapCTBEHHBIX CpPEACTB JJIA BETEpHHAPHOIO
NpUMeHEHUs, B TOM 4YHCI€ AHTUMHUKDOOHBIX IIpenapaToB, OTIyCKAaeMBIX
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no peuenrtam WM TpeGoBaHUAM, GopMbl TpeboBaHHH, mopsaxa X OQOPMIIEHHS,
y4era ¥ XpaHeHHs.

Betynnenne B cuny ®epepanbHoro 3akoHa ''O BHECEHHH H3MEHEHHMIA
B 3axoH Poccuiickoit ®enepauuu "O BerepuHapun" u ctated 4 U 13 OenepanbHoro
3akoHa "O6 ofpallieHHH JIEKapCTBEHHBIX CPEACTB" NPeAYCMOTpeHO ¢ 1 ceHTAOps
2022 r. )

IIpennaraeMble 3aKOHONPOEKTOM MepH HANpABNeHB Ha obecredeHue
KOHTPOJNA 32 Ha3sHAYeHHEM M MpPUMEHEHHEM JIeKapCTBEHHBIX IIperapaTroB I
BeTepUHApHOro IpUMEHEHU (B TOM YHCIIe aHTUMHKPOOHBIX IpenapaTos).

Peanuzauus ®@epepanbHoro 3akoHa 'O BHECEHHMHM H3MEHeHMH B 3akoH
Poccuiickoit ®enepanun "O BeTepuHapuu" u ctathi 4 u 13 QenepansHOrO 3aKOHA
"O6 ofpameHnU JeKapCTBEHHBIX CpPeACTB" He MOTpeOyeT yBeIWUYEHHS ILTATHOIM
YUCJIEHHOCTH (eiepalibHBIX OPraHOB UCIIONHUTENBHOM BIACTH.

[TonoxeHus 3akoHONpoeKkTa cooTBeTcTBYOT JloroBopy o EBpasuiickom
9KOHOMHYECKOM coio3e OT 29mMas 2014r., a Takke I[OJNOXKEHHAM MHBIX
MeXIyHapoAHBIX HOroBopoB Poccuiickoit @enmepauny ¥ He BIUAIOT Ha HOCTIKEHUE
ene# rocyaapcTBeHHbIX nporpaMM Poccuiickoit @eaepanuy.

3aKOHOMPOEKT COIEpPKUT oOsA3aTesbHbIe TpeOOBaHMs, OLEHKA COOJIOIEHHUST
KOTOPBIX OCYLIECTBNIAETCA B paMKax (emepalbHOro rocyldapCTBEHHOTO KOHTpPOJISA
(Ham3opa) B cepe oOpallleHHS JEeKapCTBEHHBIX CPEACTB Ui BETEPHHAPHOIO
NpUMeHEeHUs. AJMUHUCTPAaTUBHAs OTBETCTBEHHOCTh 32 HapylleHHe 00s3aTelbHbIX
TpeGoBaHMIt HE yCTaHOBNEHA.
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®UHAHCOBO-3KOHOMHYECKOE OFOCHOBAHME

K MpoeKTYy ¢efepaibHOro 3akoHa 'O BHeceHHH U3MeHeHHH
B 3axoH Poccniickoii ®epepauun "O Berepunapuu' u cratbu 4 u 13
®egepanabHoro 3akoHa "'O0 ofpalieHHH JieKapCTBEHHBIX CpeacTB"

Peamuzanus  PegepaneHoro 3akoHa "O  BHECEHMM  H3MEHEHHH
B 3akoH Poccuitckoit ®epepanuu "O Berepunapuu" u ctatei 4 u 13 PepepansHOro
3akoHa "OO6 oOpauleHUM JeKapCTBEHHBIX CpeACTB" He IoTpedyeT yBeIMYEHHUS
IUTATHOM  YHUCIEHHOCTH (¢elepanbHbIX OpPraHOB  HCIIONHHUTENBHOH  BIIACTH
M JOTIOHUTENBHBIX OFOKETHBIX aCCUTHOBaHUH U3 denepanbHOro 6romxera.
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IIEPEYEHD

¢denepabHbIX 32KOHOB, MOAJIEKAIUUX MPH3HAHUIO YTPATHBLIIHMH CHJTY,

NPHOCTAHOBJCHHIQ, H3MEHEHHUIO H/IH IPUHSTHIO B CBA3H ¢ PUHATHEM

®DepepanbHoro 3axkoHa 'O BHecennHn n3MeHenuii B 3axon Poccuiickoii

Depepauuu O BerepuHapuu'' ¥ cTtaThi 4 n 13 PesepanbHOre 3aKQHa
"O0 oOpamennu NekapcTBeHHBIX cpeacTB"

B cBasu ¢ npuHatuem PepepansHoro 3akoHa "O BHECEHHM H3MeHEHHH
B 3akoH Poccuiickoit ®epepanun "O BerepuHapuu" u ctathi 4 U 13 ®enepanbHOro
3akoHa "O6 obpalleHHH JIeKapCTBEHHBIX CPEICTB" NMPH3HAHUS YTPaTUBIIUMHU CHILY,
MPHOCTAHOBIICHUA, H3MECHEHMS WIJIM MNPUHATHA UHBIX ¢efepalbHEIX 3aKOHOB
He MoTpebyeTcs.
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INEPEYEHD

HOpMAaTHBHBIX NpaBoBbIx aKkToB IIpe3sugenta Poccuiickoit Pegepaunu,
IIpaBuTenncrBa Poccuiickoit @egepauuu u pegepaibHbIX OPraHoOB
HCIOJHHTENbHOMH BJAACTH, MOAJIEKAMUX NPH3HAHUIO YTPAaTHBLIMMH CHJY,
NPHOCTAHOBICHHIO, H3MEHEHH IO UJIH NPUHATHIO B CBA3H C MPUHATHEM
®DepepanbHoro 3axoHa 'O BHeceHnu H3MeHeHHMH B 3akon Poccuiickoii
®Depepauuu "O Berepunapun'' u ctatbu 4 u 13 PegepanbHOro 3aKoHa
"O6 oOpaleHnH JeKapCTBEHHBIX CpeacTB"

[Mpunsatue PenepanpHoro 3akoHa "O BHECEHHM H3MEHeHHH B 3akoH
Poccuiickoit ®enepauun "O BetepuHapuu" u ctathu 4 u 13 PegepansHOro 3akoHa
"O6 ofpaiieHun IleKapCTBEHHEIX CpeAcTB" (manee - enepaibHBIA 3aKOH)
notpedyert:

1. U3panusa npuxasa MuHcensxoza Poccuu "O6 yrtBepxkaenuu [lopsaaka
Ha3Ha4eHUs JIeKapCTBEHHBIX NIPenapaToB Ui BETEpUHAPHOTO IPUMEHEHU S, IIepeYHs
JIEKapCTBEHHBIX CPEACTB JJIS BETEPUHApPHOIO IpPHMEHEHHdA, B TOM 4YUCIE
3apEerMCTPUPOBaHHBIX B COOTBETCTBUH ¢ DefepanbHBIM 3aKOHOM OT 12 ampens
2010 r. Ne 61-®d3 "O6 obpallieHUH JIEKApCTBEHHBIX CPeICTB" U MpelHa3HaueHHBIX
Ins nedeHUs WHQEKIMOHHBIX M Mapa3suTapHBIX 0ojie3Hell )KUBOTHBIX, BBI3BIBAEMBIX
MaTOreHHBIMH MHKpPOOPTraHW3MaMH U YCIOBHO-TIATOreHHBIMU MUKpPOOpPraHHU3MaMH,
OTITyCKaeMBIX [0 pelenTaM Ha JIeKapCTBEHHBI Ipernapar HIH TpeOoBaHUAM
BeTEpUHApHOU OpraHU3aluu WK OpraHu3aluu (MHIUBUIYaANBHOTO
NpennpuUHUMATeNns),  OCYUIECTBIAIOWIeH  (OCYLUECTBAAIOIUET0)  pa3BelCHHE,
BRIpAallMBaHUE U COQIEPXKAHHWE IKUBOTHBIX, (OPMBI pelEenTypHbIX O6laHKOB
Ha JIEeKapCTBEHHBIE TMpenapaThl [ BETEPHHApDHOTO MpHMEHeHusA, GOopMEl
TpeOOBaHMiT BeTEepHHAPHBIX OpraHU3alMil HIM OpraHu3auuil (MHIUBUAYAIBHBIX
npeAnprUHUMaTeneil), OCYIECTBIAIOMMX pa3BeiecHUe, BhIpallUBaHHE U CONCP)KaHUE
KHMBOTHBIX, IOpAfKa OQOpMIIEHHS  YyKa3aHHBIX  pELEeNTYpHBIX  OJlaHKOB
1 TpeOOoBaHM, HX yueTa U XpaHeHUs".

O6ocHoBaHHEM WU3JaHHUA COOTBETCTBYIOLIETO HOPMATHUBHOIO [IPaBOBOTO aKTa
Muncensxo3a Poccuu siBasercss cratbs 1| denepansHoro 3akona. Llensio u3naHus
COOTBETCTBYIOIIEr0 HOPMAaTHBHOr'O NPaBOBOro akTa MuHcensxo3a Poccun saBngercs
yrBepkgeHue Ilopsnka  HasHaueHHs  JIEKapCTBEHHBIX  MpenapaTtoB  JJIA
BeTEPUHAPHOT0 MPUMEHEHMUS, TEpPEdH JICKapCTBEHHBIX CPEJCTB AT BETEPHHAPHOro
TpUMEHEeHUs, B TOM YHCIe 3aperHCTPUPOBAHHEIX B COOTBETCTBHU ¢ DelepalbHBIM
3axoHOM OT 12 ampens 2010 r. Ne 61-®3 "O6 ob6parueHun 1eKapCTBEHHBIX CPEACTB"
M TpenHa3HAUYeHHBIX IS JieYyeHUsd HHGEKUMOHHBIX M MapasuTapHbIX OolnesHei
KMBOTHBIX, BBI3BIBAEMBIX IIaTOTEHHBIMH MHKPOOpPraHM3MamMM M  YCIOBHO-
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NaTOT€HHBIMU MUKPOOPTaHHU3MaMH, OTIIYCKAaEMBIX IO pellenTaM Ha JieKapCTBeHHBIH
npernapar HIM TpeOOBaHHAM BETEpUHApHON OpraHH3allMd MW OpTraHH3alMU
(MHIMBHUAYaNpPHOTO INPEANPHHUMATENS), OCYIUECTBIAIONIEH (OCYLIECTBIIAIOIIETO)
pa3sBellcHHe, BBIPALUMBAHME M COJEpXKaHHE JKUBOTHBIX, (GOPMBI peLEeNnTypPHBIX
GNaHKOB Ha JIeKapCTBEHHBIE NMpeMNapaTsl AJI BETEPMHApHOIO NpUMEHEeHHs, GOpPMEI
TpebOoBaHHI BETEpHHAPHBIX OpraHW3alWil WnKM opraHusauuit (MHIUBHUOYATBHBIX
NpeanpHHUMareiel), OCYILECTBIAIOIMX pa3BedeHHe, BolpalliBaHue H COAepKaHHUe
KUBOTHEIX, [MOpsAAKa OQOpMIECHUS  YyKa3aHHBIX  pELEeNTYpPHBIX ONaHKOB
U TpeGoBaHUif, X yYeTa U XpaHEeHHS.

["onoBHo#t ncnonHutens - MuHcensxo3 Poccun.

Coucnonuurens - Poccenbxo3Hansop.

Cpok noaroToBkY - Maii 2022 r.

2.IlpusHaHus  yTpaTHBIIMM CHIy 1pHKasza MuHcensxo3a Poccuu
or 17 pmexabps 2020 r. Ne 761 "O6 yTBepXKOeHHH MOpAOKa Ha3HAYEHHUS
JEKapCTBEHHBIX  MpenapaToB AN  BETEPUHAPHOrO  MPUMEHEHHH, (OPMBI
peuenTtypHoro 6naHkKa HAa JIEKapCTBEHHBI IpemapaT MANf BETEPUHAPHOTO
MPUMEHEHUA, MOpAaKa OQOPMIICHUS YKa3aHHBIX PELEHNTYPHBIX ONAaHKOB, HX ydeTa
M XpaHeHus".

O6ocHoBaHNEM H3aHHA COOTBETCTBYIOLIEr0O HOPMATHBHOIO MPaBOBOrO aKTa
MuHcensxo3a Poccuu sBnsercs crates | DepepansHOro 3akoHa. llensro ero
U30aHHUs ABNSETCS CO3NAaHHE YCIOBUM Ans M3aHMA npuka3za MuHcensxosa Poccuu,
NpeAyCMOTPEHHOrO ITYHKTOM 1.

["onosHo#t ucnonHuTens - Muncensxo3 Poccuu.

Coucnonnurtens - Poccensxo3nagzop.

Cpok noaroToBky - Maii 2022 .
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