FOCYAAPCTBEHHAS IYMA
®EJEPAJIbHOI'O COBPAHHS POCCHUCKOM ®ENEPALIMU
CEZIBMOT'O CO3BIBA

BBIININCKA U3 ITPOTOKOJIA ot __13.09.2021 Ne _32]1
3ACEJAHHUSA COBETA MOCYJIAPCTBEHHOU TYMBI

13 ceHTH0ps 20 21 .

13. O npoexrte ¢eaepaanHoro 3akona Ne 1238560-7 ""O BHeceHHH H3MeHe-
Huit B 3axon Poccuiickoit ®enepanuu 'O BerepuHapun" H craTbh 4 u 13 Pejge-
panbHoro 3akoHa "O6 obpaileHHH JIEKAPCTBEHHBIX CpeacTB' (B 9acTH ofecneye-
HHSl KOHTPOJIAl 32 Ha3HAYIeHHEM H NPHMEHEHHEM JIEKAPCTBEHHBIX PeNnapaTos A1
BeTEPHHAPHOTO NpHMeHeHHA) - BHOCHT IIpaBuTenncrBo Poccuiickoit deaepaunu

IIpunaro pemenue:

1. HanpasuTe ykasaHHBIN NpoekT pelepanbHoro 3akoHa Ilpesupenty Poccmii-
ckoit enepaluu, B KOMHTETH, KOMHCCHIO I"ocynapcTerHoit JIyMel, dpakuuu B ['ocy-
napcreenHoit Jlyme, Coser ®enepauun ®enepansaoro Cobpanus Poccuiickoit Pege-
pauus, [TpasurensctBo Poccuiickolt denepanun, CueTHylo namaty Poccuiickoit dene-
paud, O6mecTBeHHyIo Nanaty Poccuiickoit @enepaiuu, 3akoHoNaTeNbHbBIE (MpeaCTa-
BHTENBHBIE) U BBICIIHE HCIIOJHHTENBHBIE OPraHkl FOCYJApCTBEHHOMR BIACTH CyOBEKTOB
Poccutickoit @egepauun [AiA NOATOTOBKH OT3hIBOB, IPEANOKEHHHA H 3aMeyaHui, a Tak-
e Ha 3aKmoyeHHe B [IpaBoBoe ynpasneHue Annapara I'ocynapcrBennoit J{ymsl.

Ha3HauuTh OTBETCTBEHHHIM B paboTe Haa NpoekToM (emepalbHOro 3aKoHa
Komurter 'ocynapcreennoit JIlyMsl 1o arpapHbIM BOIIPOCaM, COMCIIONHUTeNEM —~ KoMu-
Tet ['ocynapcTBenHO#M J[yMbl 10 OXpaHe 3J0POBbA.

OTt35IBBI, NpeNOKEHHA H 3aMedaHHs HanpasutTs B KoMuter [ocynapcreenHoi
HyMsl o arpapHBIM BompocaM 10 12 okta6pa 2021 roga.

2. Komurery I'ocynapcrBenHo#t JlyMbl 1o arpapHsIM BOIPOCAaM C YY4ETOM MOCTY-
NMBIIMX OT3BIBOB, MPEJJIOXKEHHUHA H 3aMeuaHHA MOArOTOBHTH YKa3aHHEIH mpoekT deae-
pabHOro 3akoHa K paccMoTperuIo I"ocynapctBenHoi Jymoii.

3. BKIIOYHTE yKa3aHHBIH MpPOEKT (efepalbHOrO 3aKkOHA B MpPOEKT MPHMepHOM
MporpaMMEI 3aKOHOMNpoeKTHOH paboTel I'ocymapcTBeHHol JIyMEI B MepHon oceHHel
ceccuu 2021 roaa (okTAOpE).

®enepansroro Cobpaiff

Poccuiickoit @epepe B.B.Bonoauxn
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Tocynapcreennas fyma
®OenepansHoro Cobpanus
Poccutickoit Penepanuu

NPABHTEJBCTBO
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CeyaRpCTIAIONE Jyhce
Jura 25.08.2021 16:44
O BHeCEHHH NPOeKTa QenepanbHOro 3aKoHa 301238560-7; 1.1
"O BHeCEHHH H3MEHEHHIt B 3aKOH
Poccuiicko#t ®enepauun "O Berepurapuu"
K cTaThi 4 ¥ 13 DenepanbHoro 3akoHa

"O6 obpallieHUH JIeKapCTBEHHEIX CpeACTB"

B cootserctBuH co ctathelt 104 KoHcTuTynuu Poccuiickot Pegmepamuu
[IpasurensctBo  Poccuiickoi ~ Pemepau  BHOCHMT HA  pacCMOTpPEHHE
FocynapcrBennoit Jymer @enepansHoro Cobpanus Poccutickoit Oenepauun nmpoexrt
¢enepansHoro 3axona "O BHeceHMH H3MeHeHuit B 3akoH Poccuiickoit ®enepaunn
"O BerepuHapuu" u crathd 4 u 13 Qenepanshoro 3akona "O6 obpameHuu
NIeKapCTBEHHBIX CPEACTB".

[Tpunoxenue: 1. TexcT 3akoHONpoekTa Ha 6 II.

2. [TosicHuTenbHAA 3amucKa K NPOEKTY (eAepalbHOro 3akoHa
Ha2 1

3. ®HHAHCOBO-2KOHOMHYECKOE OGOCHOBaHHE K ITPOEKTY
denepanbHOro 3akoHa Ha 1 J1.

4. IepedeHs efiepalbHBIX 38KOHOB, HOMIEKAMX MPUIHAHHIO
YTPAaTHBIIHMH CHIY, TPHOCTAHOBICHHIO, U3MEHEHMIO MWIH
NPHHATHIO B CBA3H C INPHHATHEM (QeaepanbHOrO 3aKoHa,
Ha l .

5.TlepeyeHr HOPMATHBHBIX INPaBOBEIX akTOB [IpesHzenTa
Poccuitckoit ®eneparmn, IlpaButenscTBa Poccuifckoit
Qenepaltid H  (QenepaNbHEIX OPraHOB HCIONHHTENBHOM
BNaCcTH, MNOAJEXAIMX NPH3IHAHHIO YTPaTUBIIMMH CHIY,

paiih ey
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NPHOCTAHOBNEHUIO, H3MCHEHUWIO MK MPHHATHIO B CBA3M C
npUHATHEM denepansHOro 3aKoHa, Ha 2 J1.

6. Pacnopsoxenue IIpasutenscrBa Poccuiickoit demepaupu mo
JaHHOMY BOMpocy Ha 1 1.

[Ipencemarens [Ipasurenscraa
Poccuitckoit @eneparun MMumyctun

21073039.doc
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Brocurcs IIpasurenscTBoM
Poccuitckot Penepannn

[poext
N TA3P560 - F
®EJEPAJBHBIN 3AKOH

O BHecenuH u3meHeHnil B 3akon Poccniickoit Penepauun
" BeTepHHApHH" H cTaTHH 4 K 13 DenepanbHOro 3aK0oHa
"6 o6paweHnd NeKapCTBEHHLIX cpeacTB"

Cratbs 1

Brectu B 3akon Poccuiickodt Demepauuu ot 14 mMag 1993 rona
Ne 4979-1 "O sBerepunapuu" (Bemomoctu Che3sa HapOAHBIX JEITYyTaTOB
Poccuiickolt dDegepauuu u Bepxosroro Cosera Poccuiickodt Penmepaumu,
1993, Ne 24, cr. 857; Cobpanne 3akoHomarensctBa Poccuifckolt denepaumy,
2009, Ne 1, cr. 17, 21; 2015, Ne29, cr.4369; 2018, Ne53, cr. 8450; 2019,
Ne 31, ct. 4456; Ne 52, ct. 7765) cnenyioue H3MEHEHHUS:

1) nonomuuts cratseit 13' cnemyromero conepxanus:

"Cratpsa 13'. TpeGoBaHus Kk MPOM3BONCTBY (H3TOTOBJICHHIO) KOPMOB
¢ no6aB/ieHHeM JIeKapPCTBEHHbIX NpeNapaToB
AJISt BETEPHHAPHOr0 NPHMeHEeHHUs

IOleIH‘leCKHM JIKLIAM, HHAUBUAYAJIBEHEIM NnpeanpHHUMaTe/sIM,
OCYWIECTBIAOIUM [POU3BOACTBO KOPMOB, 32 HCKIIIOYCHHEM opraansarmﬁ,

UMCIOLLUX ROUYCpHUC X03afCTBEHHEIE onec'rBa, OCYUICCTBJIAIOMIHE

21032703.doc
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MPOU3BOACTBO KOPMOB, a TakkKe TaKHUX HOUYEPHHX XO3AMCTBEHHBIX OOMIeCTB,
sanpemaeTcs Ao0aBjieHHe B KOpMa INpH HX NPOM3BONCTBE JIEKAPCTBEHHBIX
NpenaparoB A BETEPUHAPHOTrO MPUMEHEHHUS, MPeAHA3HAYCHHEBIX MK JICUCHUs
MHDEKUHOHHBIX M TNApasHTApHRIX OoNesHel IKMBOTHBIX, BHI3BIBAEMBIX
NaToOreHHbIMHU MHKpPOOpraHU3MaMH H YCIIOBHO-TIaTOr€HHEIMH
MHKPOOpraHH3MaMu (fajiee - aHTHMHKPOOHEIE NpEMapathl), NP OTCYTCTBHH
NUMUeH3MH Ha  (apMaleBTHYECKYIO | JeATeNIBHOCTE M 0QOpMIIEHHOTO
B COOTBEICTBMM cO  cTaTheit 16' HacTosmero 3akoHa peuenta
Ha JIEKapCTBEHHHI! mpenapar unu TpeOOBaHUA BETEpHHAPHOM OpraHu3aluu
MM OpraHM3auuu (MHAMBUAYANBHOTO NpEeANpHHUMATENS), OCYIIECTBIIMIONIei
(ocymiecTBNAONIEr0) pasBefieHHe, BEIpAIlMBAHHE M COAEpPIKAHHE >KHBOTHEIX
(manee B HacTosAWel cTaThe - peuent (TpeboBaHue).

OpraHusauusM, HMEIOIHUM [OYEpPHHE XO34HCTBEHHBIE OOIIeCTBa,
OCYILECTBIIAIOMHE TPOM3BOACTBO KOPMOB, TaKMM MOUYEPHHM XO3AHCTBEHHBIM
obumecTsaM M opraHu3anuaM (MHAMBHAYIBHBIM MPEANPHHUMATENM),
OCYILECTBISIOLIUM pasnenenne, BRIPAIIUBaHHE, COAEpPXKAHHE >KMBOTHEIX
H H3rOTOBIEHHE KOPMOB, ' 3anpelaerca gobaBiieHHEe B KOpMa IpH HX
NPOH3BOACTBE (M3rOTOBNECHHH) aHTHMHUKPOOHBIX MPENapaToB MpPU OTCYTCTBUM
peuenta (TpeboBaHu).

Ilpy OTCYTCTBMH JIHMUEH3WH Ha (apMaleBTHYECKYIO JesTenbHOCTh

M peuenta (TpeOOBaHHSA) 3ampellacTCs peanH3auus KOPMOB, B KOTOpHIE

21032703.doc
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no6asieHbl aHTHMHKPOGHEIE NpenapaTsl, 3a HCKIIOYEHHEM PeaTH3aLUH MEXIY
HOYEPHHMH XO3ARCTBEHHEIMH OOLIECTBAMH OJHOrO IOPHAMYECKOrO JHLA,
a TaKXe MEXAy IOPHIHYECKUM JIMIOM H €ro ROYCPHHMH XO3AXCTBEHHHIMH -
obecrBamHu.

Ilpn orcyrcrBum peuenra (TpeOoBaHHA) 3ampellaeTcAd peaH3alus
KOpPMOB, B KOTOphle H00aBneHEl aHTUMMKpOOHEIE mpemapaThl, MeXIY
JOYEpHHUMH XO3AHCTBEHHBIMH O0O0iecTBAMH OJHOrO IOPHAHYECKOro JIHIA,
a TaKXKe MEXAY FOPHIMYECKHM JIHLOM W ero JOYepHHMH XO3SHCTBEHHHIMH
obiecTeamMu.";

2) yacTh TPETHIO CTaThH 16 NPU3HATH YTpPATHBILEH CHITY;

3) JOMOJNHUTE CTaThelt 16 ciemyrommero conep KaHus:

"Crates 16'. HasHaueHHe JEKAPCTBEHHBIX MPENApPaTOB s

BeTePHHAPHOI0 NPHMEHCHUS

1. HasHayeHue JieKapCTBEHHBIX MpenapaTroB JUii  BETEpHHApHOro
NPUMEHEHHS OCYLIECTB/IACTCA CIEUaTHCTAaMH B O6GNacTH BeTepHHApHH
B COOTBETCTBHH ¢ TpeOOoBaHHAMH HacTofmero 3akona u PeaepaibHOro 3aKoHa
ot 12 anpens 2010 rona Ne 61-®3 "06 obpaleHHH TeKapCTBEHHBIX CPEACTB".

2.Ilopsnok  Ha3HaYeHHWA  JICKApCTBEHHBEIX  MpemapaTtoB  AJA
BETEPUHApDHOIO IIpHMEHEHMs, [MepeyeHb JIEKApCTBEHHHIX CpPeACTB JUIA
BETEGpUHADHOrO MNpPHUMEHEHHd, B TOM UHCIEe 3apErHCTPHPOBAHHHIX

B cooTBeTCTBHH ¢ DenepancHemM 3akoHOM OT 12 anpens 2010 roga Ne 61-@3
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"O6 ofpaiieHHH JIEKapCTBEHHEIX CPEACTB" aHTHMHKpPOGHHIX Ipenaparos,
OTITYCKAaeMBIX I10 peleNnTaM Ha JIeKapCTBEHHHIH npenapar HiH 1o TpeGoBaHHAM
BeTCpHHApHON  opraHusaUuM WJIM  OpraHusaluu  (MHIMBHAYANBHOIQ
NpeAnpHHUMaTeNs), ocyiuecTBiamomeldt (OCYILEeCTBAAIOWEr0) pa3BeleHHue,
BLIDAIIMBAHHE M CONEPXKAHME JKMBOTHBIX, (OPMa pELENTYPHBIX GNAHKOB
Ha JIeKapCTBEHHBIC MpenapaThl AN BETEpHHAPHOro mNpuMeHeHus, ¢opma
Tpe6oBanuit BeTEpUHAPHBIX opraHusauuit WIH OpraHu3aiui
(MHOMBUOYANBHEIX IMpeanpHHUMaTenelf), OCYIUESCTBIAIOMIMX pasBeleHHe,
BbIpalllMBaHUE U COAEPXKAHHE XKUBOTHBIX, MOPAIOK OGQOPMIICHHUA YKa3aHHBIX
peuenTypHbIX 6J1aHKOB H Tpeﬁésannﬁ, MX y4YeTa i XpaHeHHs YCTaHABMBAIOTCS
¢enepanbHEIM OpraHOM HCIIQJIHMTEJNBHON BNacTH B 00NMacTM HOpPMATHBHO-
NPaBOBOro PEryaMpoOBaHUs B BETepUHAPUH.".

Crarbs 2 |

BHectu B PepepanbHrif 3akoH or 12 ampens 2010 roma Ne 61-03
"O6 obpamennu nexapcTtBeHHBIX cpeAcTB" (CobOpaHHe 3aKOHOJATENHCTBA
Poccuitckoit <Denepannn, 2010, Ne 16, ct. 1815; 2011, Ne 50, ct. 7351; 2013,
Ne 48, ct. 6165; 2014, Ne 52, ct. 7540; 2015, Ne 29, cr. 4367; 2017, Ne 31,
cT. 4791; 2018, Nel, c1.9; Ne24, cr.3407; 2019, Ne31, ct.4456; Ne 52,
cT. 7793; 2020, Ne 14, ct.2028, 2035; Ne29, crt.4516) crenyromue

H3IMCHCHH A
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1) MyHKTH 53 B 54 CTaTHH 4 H3NOKMUTH B CAeAYIowmel penakuuu:

"53) peuent Ha JEKapCTBEHHEI Npenapar - MEAMUMHCKHA JOKYMEHT
YCTaHOB/IEHHOM  QOpMHEI, copepXalllMif Ha3HaYeHHE  JIEKAPCTBEHHOIO -
npenapata i1 MEOWUMHCKOTO NPHUMEHEHHs, BBIGAHHBEI MEIULIMHCKHM
pabOTHHKOM B LeNAX OTIYCKa JIEKAPCTBEHHOTO MperapaTa HIH €ero
U3rOTOBJIEHHUS U OTITyCKa Ha GyMakHOM HOCHTENIC MM C COTNIacHs IallueHTa
MIHd ero 3aKOHHOIO MPEACTaBHTENd B GOpMe IJIEKTPOHHOIO JOKYMEHTa,
-nonnncannoro C HCNONB30BaHHEM  YCHNCHHOM  KBanudHUMPOBaHHOMN
3NEKTPOHHOX MNOAMMCH MeAUUMHCKOro paGoTHuKa, JuGO0 HOKYMEHT
YCTaHOBNEHHON  (GOpMBI, cofepkaluif HasHa4YeHHE JIGKAPCTBEHHOTO
npenapara Ais BETEPUHAPHOro NPHMEHEHUs, BHINAHHHIA CrenHaNUCTOM
B 061aCTH BeTepUHApPHHU B LEAX OTNYCKa JIEKapCTBEHHOIO MpenapaTa WK ero
M3rOTOBNEHHS H OTITycKa Ha OyMaKHOM HOCHTENIEC MIIM C COTJIacHs BJIajfenbLa
’KHBOTHOT'O MJIM €r0 3aKOHHOIO NMpeACTaBUTeNs 0dOPMICHHEI B PenepanbHoit
rocyzapctTBeHHON HHGOpMaUOHHON CHcTeMe B 00/1aCTH BeTepHHAPHH,

54) Tpe6oBaHue MeJHIUHCKOH OpraHH3aluH, BETEpUHApHOH
OpraHM3allMd MM OpraHusauud (MHAUBUAYAJIBHOIO MNpeaNpHHHUMATE),
oCyIlecTBiMOLWIE#  (OCYLIECTBAAIOUIEr0)  pa3sBeAcHHE, 'BEIpaIliUBaHKe
H colepxKaHHe XHUBOTHBIX - AOKYMEHT YCTaHOBJICHHON (oOpMEI, KOTOpHIH
BEIMHCAH MENAMLUMHCKAM pabOTHHKOM MM CNEHHAIMCTOM B o6iactd

BETEpHHAPHH, UMEIOLIMMH Ha 5TO NMPaBO, ¥ COJECPXKHUT B NMUCBMEHHON hopme

21032703.doc
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yKa3zaHHE anTe4yHO! OpraHu3allMy WM BeTepUHApHOM anTeuHoit opraHu3aluy
06 oTImycke eKapCTBEHHOIO Mpenapara WK O ero H3roTOBJIEeHUH U 06 OTmycKke
ans obecneyeHus seuyeGHOro0 mnpouecca B MEIMIMHCKOM OpraHHM3alluy,
BETEpUHAPHOM OpraHM3alMM HIH B OpraHM3alMM, OCYIecTBAAIoNIelH
pasBeneHue, BRIPALIMBAHUE H COAEPXKaHUE KUBOTHEIX, THO0 HHAMBHAYAIBHEIM
NpeanpUHUMATENIeM,  OCYINECTBJIAIOINMM  pasBelleHHe,  BHIpalllMBaHHE
U comepxaHHe XKUBOTHBIX;";

2) myHKT 1 4acTe S craThi 13 NOMONHUTHL CIOBAMH "MIIM OpraHU3aLHit
(MHOMBUOYaNBHEIX MpeANpUHUMaTeNeif), OCYILIECTBIMIOMMX pa3BeleHue,
BRIpalllUBaHUE U COAEp)KaHUE XKHBOTHAIX".

Cratba 3

Hacroamuit ®enepancHHif 3aKOH BCTYMmaeT B cHiIy ¢ 1 ceHTsOps

2022 ropa.

[pe3upenr
Poccuifckoit Depepauuu

21032703.doc



INIOSACHUTEJIBHAS 3AITNCKA

K NpoeKTy pegepanbHOro 3akona 'O BHeceHHH H3MeHenHil
B 3axoH Poccuiickoil ®eaepaunu "O BerepuHapuu" u crathi 4 u 13
PenepanbHoro 3axona "06 ofpameHnn NeKapCTBEHHBIX CpeacTB"

ITpoekt denepanpHOro 3akoHa "O BHeceHUM H3MeHeHH B 3akoH Poccutickoit
Qenepauun  "O perepuHapuu" M cTaThM 4 M 13 QemepantbHOro 3akoHa
"O6 ofpamieHuH JeKapCTBEHHBIX CpEACTB" (najnee - 3aKOHOMpPOEKT) paspaboTaH
BO MCMONHEHHE NMyHKTOB 2 M 3 nnaHa MeponpHatuit Ha 2019 - 2024 roaw
no peanusauud CTpaTeru NpeayNpexXACHUA paclpOCTpaHeHHs aHTHMHMKpOGHOIK
pesucreHTHOCTH B Poccuiickolt ®emepaumu Ha nepuox no 2030 rona,
yTBepXKIeHHOro pacnopsxenneM IlpasurenscrBa Poccuifckoit  Penepaumu
ot 30 mapta 2019 r. Ne 604-p.

3aKOHONPOEKTOM mnpeanaraeTcs BHECTH ClEHYIOIIHe H3MEHEHHd B 3aKOH
Poccuficko#t ®emepauuu or 14max 1993 r. Ne4979-1 "O BerepuHapun"
H O@enepanpHelf 3axkoH oT 12anpena 2010r. Ne61-®3 "O6 o6pamenun
NeKapCTBEHHEBIX CpelICTB":

1. YCTaHOBHTP BO3MOXHOCTE OQopMileHHs TpeGoBaHMit 06 oTmycke
NeKapCTBEHHBIX IpenapaToB AJA BETEPHHAPHOTO IpPHMEHEHHA OpraHH3alLMAMH
(MHOMBHAYaNBHBIMH  IpEANPHHHUMATENAMH), OCYINCCTBIAIOMMME COJCpXKaHHUe,
pasBefieHHe H BbIpalllMBaHHe XKHUBOTHBIX (iajiee - TpeGOBaHHA).

2. YcTaHOBHTH 3anper Ha Jo6aBiieHHe JIeKapCTBEHHBIX NpenapaToB I
BETEepUHAPHOTO NPHMEHEHHA, NpeAHasHaYeHHBIX N4 JIeYeHHA MH(PEKLHMOHHBIX
H napa3suTapHbIX OoJie3Hel, BEI3BIBAEMBIX IaTONCHHEIMH MMKPOOpraHH3MaMH
H YCIOBHO-NATOrCHHEIMH MHKpOOpraHM3MaMH (damee - aHTHMHKpOGHEIC
npenapaThl), B KOpMa ¥ pEANU3aLMIO TAKHX KOPMOB IIPH OTCYTCTBHH TpeboBaHMS
HITH pellenTa Ha aHTHMHKPOOHEIH npenapar.

3. YCTaHOBUTD KaTeropuH Jull, KOTOPhIM Tpefyerca Hajuuue JIMUEH3UH
Ha (apMaleBTHYECKYI0 [HEATENBHOCT JA  JOGaBleHHd aHTHMHKPOGHEIX
npenapaToB B KOpMa IIPH UX MPOU3BOACTBE U peanu3aliuy,

4. YCTaHOBUTD BO3MOXHOCTD OQOpMIEHHMA pelenTa Ha JieKApCTBEHHLIH
npenapar JIUIA BETEPHHAPHOTO NpPHMEHEHHA B (¢enepalbHOM rocyaapcTBEHHOM
HHGOpMAUHOHHOM cHCcTeMe B 00/1aCTH BeTepHHAPHH.

5.BBectH moNHOMOYHE (enepaNbHOrO0 OpraHa HCHOJHHUTENbHON BIacTH
B o0nacT®  HOpPMATHBHO-NIPARBOBOIO  PEry/IMpOBAHMA B  BeTEpUHAPHH
N0 YTBEPXKACHHIO TMEpPEYHA JIEKAPCTBEHHBIX CPEACTB JUIs BETEpHHApHOI0
NPUMEHEHHA, B TOM WYHCIE aHTHMHKPOOHEIX IpemapaToB, OTITYCKAEMEIX

21032704.doc
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no peutentaM unu TpeboBaHHAM, (opMel TpeGoBaHHHE, nMopsaka HX OQOPMIIEHHMH,
ydeTa U XpaHeHH4. '

Berynnenne B cuny ®eaepansHoro 3akoHa "O BHECEHMHM H3MEHEHHI
B 3akon Poccuiickoit ®epnepauun "O BeTepuHapun" u cTaThi 4 U 13 denepansHoro
sakoHa "O6 ofpameHHH JieKapCTBEHHBIX CPeACTB" NPEAYCMOTPEHO ¢ 1 ceHTA6ps
2022 r. , .

IIpepnaraeMele 3aKOHOIIPOSKTOM MeEphEI HampaBlieHB Ha obecnedenue
KOHTpONA 32 Ha3sHaYeHHEM M INpHMEHEHHEM JIeKapCTBEHHBIX IIpemapaToB Ui
BETEPUHAPHOTO NPUMEHEHHUA (B TOM YHCe aHTMMHMKPOOHBIX Mpenaparos).

Peanmusanua PepepansHoro 3akoHa "O BHeceHMH M3MeHeHHit B 3akoH
Poccuiickoit ®enepanuu "O BerepunHapun" u crathi 4 u 13 QeaepanbHOro 3akoHa
"O6 obpamieHMH JIeKapCTBEHHBIX CPeNCTB" He MOTpefyer yBenM4eHHA INTaTHOR
YHCNEHHOCTH (efilepabHbIX OPraHOB HCIIOHUTENbHOM BIACTH.

[TonoxeHus 3akOHOMpOEKTa cooTBeTcTBYIOT JloroBopy o EbpasuitckoM
3KOHOMHYECKOM coro3e OoT 29Mas 2014r., a Takke NONOKEHHAM HHBIX
MEXAYHapoAHBIX Jorosopos Poccuitckoit denepaltny ¥ He BIUAIOT Ha JOCTIDKEHHUE
uenet rocyaapcTBeHHBIX nporpaMM Poccutickoit Oenepanuu.

3aKOHOITPOEKT COMEPXKHUT OOA3aTeNnbHEIE TpeGOBaHMA, OLEHKA COOMOmEHMS
KOTOPBIX OCYIIECTBIACTCA B paMKax ¢elepalbHOro rocyfapCTBEHHOTO KOHTPOJA
(Hamsopa) B cdepe obpaimeHHs NeKapCTBEHHBIX CPEACTB OIS BETEPHHAPHOrO
npuMeHeHUA. AIMHHHUCTPATHBHAA OTBETCTBEHHOCTh 32 HapymlIieHHe 06A3aTeNnbHEIX
TpeGoBaHUN! HE ycTaHOBIIEHA.
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©®UHAHCOBO-3KOHOMAYECKOE OFOCHOBAHUE

K NPOeKTY QeaepaibHOro 3akoHa 'O BHeceHHH H3IMCHEHHUH
B 3axoH Poccriickoit ®Penepaunuu 'O perepuHapuu' u craTbi 4 H 13
®Depepanbroro 3akoHa 06 o6pamennn JiekapcTBEHHLIX CpeACTB"

Peanusauua  QensepanbHoro  3akoHa "O  BHECEHHM  H3MCHEHHit
B 3axoH Poccutickoit ®enepauun "O Berepunapuu” u crarhi 4 u 13 OenepansHoro
sakoHa "O6 oOpalileHHH JIeKADCTBEHHBIX CpeACTB" He MOTpefyeT yBeMYeHHA
IUTaTHOX YHUCICHHOCTH (QelepalbHEIX OpPraHOB HCHONHHTENBHOR  BNAacTH
H JOTONHATENBHBIX OI0/KEeTHRIX acCHTHOBaHui U3 defiepabHOrO O10MxKeTa.
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IHEPEYEHD

demepanbHbIX 3aKOHOB, MOAJIEKAMHX IPH3HAHHIO YTPATHBIIHMH CHIY,

NPHOCTAHOBJIEHHIO, H3MEHEHHIO HJIH NPHHATHIO B CBSI3H C NPHHATHEM

DenepaabHOro saxona "Q Baecenuu usmeHeHuit B 3axon Poccniickoi

Pegepauun "O BeTepuHapuu" ¥ cTaThH 4 ¥ 13 DeaepanbHOro 3aKkoHa
"O6 ofpaimenun JeKapCTBEHHLIX CpencTB'

B cBasu ¢ npunatueM QenepansHoro 3axoHa "O BHeCeHMH H3MeHeHHit
B 3akoH Poccniickoit ®enepaunu "O Berepunapuu” u ctaThi 4 M 13 ®epepansroro
3axoHa "O6 obpalileHHH JIeKapCTBEHHbIX CPEACTB" NMpPH3HAHUA YTPATHBIIMMH CHIY,
NPHOCTAHOBNEHHA, H3MECHEHMA WIH NPUHATHA MHHBIX (efepanbHbIX 3aKOHOB
He notpebyercs.
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NEPEYEHD

HOpPMaTHBHLIX NpaBoBLIX aKkTOB [Ipesusenta Poccuiickoit Pegepanun,
IpaBuTenscrsa Poccuiickoit ®eacpaunn H GpeacpaabHbIX OPraHoB
HCTIONHUTEIbHON BJIACTH, NOAJMEKAINX TPH3HAHAIO YTPATHBIIHMH CHIY,
NPHOCTAHOBNCHHIO, H3MCHEHHIO HJIH NPHHATHIO B CBA3H C NPHHATHEM
®enpepanbHoro sakoHa 'O BHeceHuH H3MeHeHNR It B 3axon Poccuifckot
®enepauun 'O Berepurapuu' H cTaTh 4 ¥ 13 GefepanbHOro 3aKoHa
"00 ob6panieHHH JeKapCTBEHHbIX cpeacTB"

[Tpunarue @enepanbHoro 3akoHa "O BHeCEHHHM H3MeHeHHN B 3akoH
Poccuiickoit @enepauuu "O BerepHHapuu" U cTaThd 4 U 13 PepepanbHOro 3aKkoHa
"O6 ofpameHHH JeKapCTBEHHbIX cpeAcTB" (manee - emepanbHH 3aKOH)
notpedyert:

1. U3panua npukasa MuHcensxosa Poccun "O6 yrsepxpeHun [Topsaaka
Ha3sHaYeHHs JIeKapCTBEHHBIX NPEnapaToB A1 BETEPHHAPHOTO NNPUMEHEHHS, NepedHs
NIEKapCTBEHHbIX CPEACTB JUIi BETEPHHAPHOrO MNpPHMEHEHHsA, B TOM YHCIE
3apeTHCTPHPOBAHHEIX B COOTBETCTBHH ¢ DepepanbHBIM 3aKOHOM OT 12 ampens
2010 r. Ne 61-®3 "O6 obpallieHHH JTeKapCTBEHHEIX CpeACTB" H NpeAHa3HaYeHHBIX
INs Ne4yeHHA UHQEKUHOHHBIX H Mapa3suTapHHX Gosie3Heit JKHBOTHEIX, BEI3BIBAEMBIX
NaTOreHHBIMH MHKPOOPraHH3MaMH H YCJIOBHO-NAaTONeHHBIMH MHMKPOOPTaHH3MaMH,
OTMyCKaeMBIX MO pelenTaM Ha JeKapCTBEHHH mnpenapaT HWIH TpeGOBaHHUAM
BeTepUHapHOH# OpraHM3alHu HIM  OpraHM3alMu (MHZUBHIYAJIBHOIO
npeanpUHUMaTeNd),  OocylwlecTBimowmel  (OCYIIeCTBIAIOINEr0)  pasBefieHHE,
BEIpAlIMBaAHHE M COMEpXaHHe KHMBOTHEIX, GOPMBI pelenTypHHX OJaHKOB
Ha JNeKapCTBEeHHEIE TMpenapaThl IS BETEPHHAPHOIO NPHUMEHEHHsA, (GOpMbI
TpeGoBaHUH BETCpUHAPHBIX OpraHM3auui WM opraHuM3auuil (MHIMBHAYATbHbIX
npeanpuRHMarTesneif), OCyLIECTBAAIOUIMX pa3BeicHHe, BEIpaliUBaHUe H COepXKaHue
KUBOTHBIX, TNoOpAfka OG(OpMIECHHMA  YyKa3aHHBIX  peleNTYpHBIX  GNIaHKOB
¥ TpeGoBaHHIA, HX y4eTa U XpaHeHHA" .

O6ocHoBaHHEM H3IaHHA COOTBETCTBYIONIEr0O HOPMaTHBHOIO MPABOBOIO akTa
MuHcensxo3a Poccuu apigerca crathd 1 denepanbHoro sakoHa. Llensio u3gaHus
COOTBETCTBYIONIEr0 HOPMATHBHOIO NPaBOBOro akTa MuHcensxo3a Poccun apnsercs
yrBepxjeHHe [lopAnka  Ha3sHauYeHHs  JICKADCTBEHHBIX  [MpenapaToB  mid
BETEpHHAPHOr0 NMPHMEHEHHS, NepeYHs JIEKAPCTBEHHBIX CPEACTB AJIA BETEPHHAPHOTO
NPHMEHEHHS, B TOM YHCJIE 3aperHCTPHPOBAHHEIX B COOTBETCTBHH ¢ PemepalsHEIM
3axkoHOM oT 12 anpens 2010 r. Ne 61-®3 "O6 oGpaineHHH 1eKapCTBEHHEIX CPeACTB"
M TNpenHa3sHa4eHHBIX IUIA JiedeHHS HHQEKHMOHHBIX M TNapasHTapHEIX GosesHei
KHBOTHBIX, BBI3BIBAEMEIX MATOleHHBIMH MHMKDOOpPTaHH3MaMH H  YCIIOBHO-
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NaTOreHHEIMM MUKPOOpPraHU3MaMH, OTITYCKaeMbIX IO peleNiTaM Ha JIeKapCTBeHHBIR
npenapat MNM TpeGoBaHUAM BETepHMHapHOR OpraHM3alMM WIH OpraHH3alMU
(MHOMBHAYaNBHOTO MNpEANPUHMMATENSA), OCYMIECTBASIOME# (OCYyIIeCTBIAIOLIErO)
pasBelieHHe, BhIpallliBaHHE M COACPKAHME OKMBOTHBIX, (OPMBI peLENnTYpPHBIX
6/1aHKOB Ha JIEKAPCTBEHHBIE MpEMNapaTsl Mjis BETEPUHAPHOTO MPUMEHEHHA, HOPMEI -
TpeGoBaHHii BeTepPHHApHBIX OpraHM3aLMit WIM OpraHM3aLMit (MHAMBUAYATBHBIX
npeanpyHUMareneit), OCYIECTBIAIOMMX pasBeieHUe, BhIpallliBaHie U CONEpKaHUe
KHBOTHBIX, MOpAnKa OQOpPMIEHHS YyKa3aHHBIX pELENTYpHEIX OJaHKOB
U TpeboBaHMil, MX y4eTa H XpaHEHHA.

[onosHo ucrionautens - Muncensxos Poccun.

CoucnonauTens - Poccenbxo3Haa3op.

Cpox moaroTosku - Mait 2022 r.

2.[TpusHauua  yTpaTMBIOMM CUIy mnpukasa MuHcensxo3a Poccuu
or 17 pmexabpa 2020 r. Ne 761 "O6 yTBepKAEHMH IMOpAAKAa HA3HAYEHHA
NIEKApCTBEHHBIX  MpenapaToB MO8 BeTEPUHAPHOrO  NpHMeHeHHd, GOpMEI
peuentypHoro OnaHka Ha JIeKapCTBEHHBI MpemapaT i BETEPHHAPHOIO
NpUMEHEHHUd, NMopAaka odopMIeHHs YKa3aHHBIX peLleNTYPHBIX GNaHKOB, HX ydeTa
U XpaHeHHa".

O6ocHOBaHMEM HM3JaHHS COOTBETCTBYIOIIENO HOPMATHBHOIO NPABOBOrO aKTa
Muncensxo3za Poccuu saBnsercs cratbd 1| ®DegepansHoro 3akoHa. Llenpio ero
H3/IaHKA ABIAETCA CO3flaHHe YCJIOBHi AN M3NaHMA npukasa MuHcemsxosa Poccun,
IIpeAyCMOTPEHHOr 0 MYHKTOM 1.

TonoBHo ucnonuutens - Muxcensxos Poccuu.

Coucnonaurens - Poccenbxo3nansop.

Cpok MOArOTOBKH - Mait 2022 r.
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[MPABUTEJILCTBO POCCHIICKON ®EJIEPALIAN
PACIIOPSXEHMUWE

ot 23 aBrycta 2021 r. Ne 2300-p

MOCKBA

l.Brectu B Tocynapcteennyto [Hymy ®Penepansioro CoGpanus
Poccuiicko#t ®enepaunu npoekr denepanbHoro 3akoHa "O BHECeHMH
n3MeHeHu B 3axoH Poccuiickoit @enepaumu "O BerepuHapuu” U crathu 4 u 13
®epnepansHoro 3akoHa "O6 obpallileHUH NeKapCTBEHHBIX CPEACTB".

2. HaszHayute craTc-cekperaps - 3aMecTuTens MuHucTpa cennckoro
xo3aiictBa Poccuiickoit ®@enepauun JleGeneBa ViBana BsauecnasosHua
obunHanbHeIM npencTaBuTeneM [IpaButensctBa Poccuiicko#t Penepauuu npu
paccMotpenuu nanatamu Pegepansnoro Cobpauua Poccuifckoft depepauuu
npoekra QenepansHoro 3akoHa "O BHeceHuM u3MeHeHu#t B 3akoH Poccuiickoi
@epepauun "O BerepuHapuu" u crtathM 4 u 13 PepmepanrHoro 3akoHa
"O6 obpalieHHH JIeKapCTBEHHBIX CPEACTB".

IMpencenarens [pasute e/

Poccuiickoit denepal M.Muuyctun
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