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Focynapcteennas J{yma ®egepansHoro Cobpanua Poccuiickoii

®Denepaiiyii NOCTAHOBJMET:

1. [IpuHATH B IEpBOM YTEHHH INpoekT (emepanbHoro 3akoHa Ne 19688-8
«O BHeceHMM H3MEHeHHMH B cTathu 17 u 26 @efgepanpHOro 3aKoHa
«O6 ofpallleHUH  JIEKApCTBEHHBIX  CpEACTB», BHECEHHBIHt  JeMMyTaToM
I'ocynapcrBennoit lyms1 B.B.bypMatoBemM.

2. HampaBuTh ykasaHHBI 3akoHompoekt Ilpesumenty Poccuiickoit
®epepanun, B CoBer ®Penepammu DegepansHoro Cobpanus Poccutickoit
®enepanuy, KOMHTETHI M KoMuccud [ocynapctBeHHo#t [ymbr, Bo ¢paxuuu
B TocymapctBenHoit [lyme, B HpaBPITeJIBCTBO Poccuiickoii  ®enepauum,

3aKOHOAaTelNIbHbIe opraHel cy6bekToB Poccuiickoit @enepauun.



YCTaHOBHTB, YTO IMOMpaBKH K  YKa3aHHOMY  3aKOHOIIPOEKTY
HampasisioTcss B Komurer ['ocymapcrBenHo#t J[yMBI MO OXpaHe 3AOpOBbs
B TPUALATHIHEBHEIH CPOK CO AHA NMPHHATHA HacToswero [TocranosneHus.

3. Komurery I'ocynapcteenHo#t JIyMsl o oxpaHe 310pOBbs ZopaGoTaTh
yKa3saHHBEIi  3aKOHOMPOEKT C  y4YeTOM  IOCTYNHBIIMX  IOMPABOK
H BHECTH €ro Ha paccMoTpeHnHe ['ocyaapcTBeHo#t J[yMEI BO BTOPOM YTEHHH.

4. Hacrosmee IToctaHoBNeHHe BCTyMaeT B CHIIY CO JHS €0 NPHHSATHA.

IIpencemarens 'ocynapcTBen
®enepansrHoro CobpaHiggk

Poccuiickoit depeparu B.B.Bonoauu
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®EJIEPAJNBLHBINA 3AKOH

O BHeceHHn H3MeHenHi B cTaThi 17 1 26 ®egepanbHOro 3aKoHa
«00 o6pamennn JIeKAPCTBEHHLIX CPEACTE

Crarps 1

BrecTH B DepepanbHelii 3aKOH OT 12 aﬁpeﬁa 2010 roma Ne 61-@3
«O6 obpamieHMM  JIeKapCTBEHHEIX  cpeict»  (Cobpanue 3aK0HonaTe;ILcha
Poccnﬁclcoﬁ ®epepanun, 2010, Ne 16, ct. 1815; 2012, Neo 26, ct. 3446; 2013, Ne 27,
cT. 3477; 2014, Ne 52, ct. 7540; 2015, Ne 29, ct. 4367; 2018, Ne 49, ct. 7521; Ne 53,
ct. 8437; 2019,' Ne 23; cT. 2917; Ne 31, ct. 4456; Ne 52, or. 7793, 7799; 2020, Ne 14,
ct. 2035) cnemyromye H3MEHECHUS:

1) craTsio 17 HOMONHUTE JACTHIO 4 CIIeJyIOMIEro ConepKaHu:

«4'. TIpu TIPOBEACHHH yckopeHHoﬁ np'oﬁeﬁypm SKCIEpTU3EI JIEKAPCTBEHHOIO
mpenapata JUii BETSPUHAPHOTO MPUMEHEHWS, NPE/HA3HAYEHHOTO AN JeHeHHs
nOMamHHX YWBOTHBIX, ONpeeeHHbIX PelepanbHEIM 3aK0oHOM oT 27 Jekabps 2018
r. Ne 498-®3 «0O6 OTBeTCTBeHHoM obpamienuu ¢ JHBOTHBIMA ¥ O BHECEHHH
U3MEHEHUH B éT;xenLHme 3aKOHOJATENHHBIE AKTHI Poccnﬁcxoﬁ ('Denepaunn»,h LemnsIx

€ro rocyJapCTBEHHOH DETHCTpauMM BMeCTO OTYeTa pa3paboTyMKa O pesylbTarax
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JOKJIMHHYIECKOTO uccnenéﬁanm ' IeKapCTBEHHOTO cpenéﬁ;é IJi1 BETEPHHAPHOrO
IpUMEHEHHS  MOTYT GLIfL NpeCTaBIeHbI pesyim'ra'rm JOKJIMHIYECKOTO
HCCNEIOBaHHA céoTBe'Tc'Tisylomefo. neKapCTBeHHofo npemnapaTa jisi MEQULMHCKOTO
l'IpI/IMCHeHI/I}I; a BMECTO OTHeTa O pe3ypTaTax KIMHMYECKOTO HCCICAOBaHHS
NIEKapCTBEHHOTO Nperapata it BETEpHHAPHOTO IpAMEHEHHd — 0030p Hay4HBIX
nanﬁmx O pe3ynbTaTax nccﬁenoaaﬂnﬁ Ha BHAAX OKMBOTHBIX, KOTOPHIM
TpeAHA3HAYAETCS UCCIEy eMBIH JIEKapCTBEHHBIA Ipenapar»;

2) 4Yacte 1 crated 26 MOCHE CIIOB «TPYMIHPOBOYHOTO HAUMEHOBAHHS
NIeKapcTBEHHOTO MperiapaTa,» AOMOJIHUTE CIIOBaMH ((HeKapCTBeHI%BIX IpenapaToB i
BETEPUHAPHOTO IMpUMEHEHWsA, [OpeJHasHaYeHHBIX MIA  JIEIeHHs JOMAIIHUX
JKUBOTHBIX, OIpENEIeHHBIX CDenepanmLIM 3akOHOM oT 27 pekabps 2018 r.
Ne 498-CD3 «OG6 0TBETCTBEHHOM OOPAIIEHNY C XUBOTHEIMM M O BHECEHMH M3MEHEHUH
B OTHeNbHBEIE 3aKOHOJAaTeNbHbIe akThl Poccuiickoit ®Depepaumm», paHee
3aperucTpupoBaHHbiXx B Poccuiickoit ®epmepanuu B KauecTBe neKapéTBemim
IIpenapaToB IS MEUIIHCKOrO IpUMEHEHH ).

Cratps 2

Hac¢rosuii ®enepaibHblil 3aKOH BCTYIAeT B CHILY CO AHS €ro dtbnﬁnanbﬂoro

Oy OJINKOBaHUS.

Hpéanz[ém ‘ |
Poccuiickoit ®epepanyn B.Ilytun



HOSACHUTEJIbHAS 3AIIMCKA
K IPOeKTY ¢eJepajbHOro 3aKoHA
«O BHeceHnH n3MeHeHni# B cTaThu 17 1 26 PelepanbHOro 3aKoHa
«00 o6pamenun JexapCTBEHHBIX CPEACTB»

3aKOHOMPOEKTOM npe,z:maraercxv B  3aKOHOAATeNsCTBE 00  obpameHun
JIEKapCTBEHHBIX CPEACTB YCTAaHOBUTh YINPOLICHHYIO IIPOLIEAYPY TIOCyJapCTBEHHOM
PETHCTpalli¥  JIEKAPCTBEHHBIX IMPENaparoB M BETEPUHAPHOIO MpPHMEHEHMH,
HCIIONB3YEMBIX U JIeUYeHUWs JOMalIHMX JKMBOTHHIX. TaKylo NpoUeRypy Ipemjiaraercs
YCTaHOBUTH IJI1 T€X BHIOB JIEKQPCTBEHHBIX CPEACTB I BETEPHHAPHOIO NMPHMEHEHHS,
Koropme MpONLTU Héoﬁxo;[nMLIe_ HCCNE/IOBAHMA, a4 TAKKE 3aPETHCTPUPOBAHE! B
Poccuiickoit ®efepanuu B _Kél‘iéCTBé nexa{pcménnwi cpencrn UIL  MeIULMHCKOTO
TIPUMEHEeHUS. | | | "

IIpuMmeHenue JIeKapCTBeHHLD(' npeﬁapaTOB Ha TeppHTopnn Poccuiickoi ®epnepaluu
BO3MOJKHO TOJIBKO B CIIy4ae, €ClIi OHH 3apeTHCTPHUPOBAHEI B COOTBETCTBYIOLIEM pPEECTpe
TIEKapCTBEHHBIX CpeAcTB. B HacTosimee BpeMsa B Poccuiickoit denepaiyu AHCTBYIOT NBa
peecTpa J€KapCTBEHHBIX CPEACTB — MM MEQUIMHCKOrO H JUIA BETEPHHAPHOIOo
npuMmeHeHus. JlaHHBIe peecTpbl BeOyTCA Pa3HBIMH TOCYOApCTBEHHBIMHM OpraHaMH.
CooTBeTcTBEHHO, 4TOOHl BeTepHHApHas KIMHHKA WM BeTEpUHApHBIH Bpad MOIIH
IPHMEHATh KaKoi-1u60 MeJHUMHCKMI Tpenapar JUii JIeYeHHs JOMAIIHWX >KUBOTHEIX,
3TOT mpemapar JODKEH OBITh BHECEH B PEECTp JIEKApCTBEHHBIX CPEACTB s
BETEpHHAPHOI'O IIPUMEHEHHUS.

JlexapcTBeHHbIE TIPeNapaThl Js BETEPUHAPHOIo IPUMEHEHUA NpefAHa3HaYeHbl JIIs
JIE4eHUs SKUBOTHHX, B TOM gpcre IS CENbCKOXO3AHCTBEHHBIX (TIPOIYKTUBHBIX)
YKMBOTHBIX, ¥ JJI JOMAITHUX )KHBOTHBIX.

Ha Ttexymu#t MOMEHT peecTp JIEKapCTBEHHBIX CpEACTB IS BETEPHHAPHOrO
IIPUMEHEHHs CONEPXMT BCEro OKONO 2 THIC. NMOSHLMH, a peecTp A MERHLIHHCKOro
TIpUMeHeHUs1 conepkuUT OGonmee 18 Thic. HamMeHoBaHWil. B peecrpe JeKapCTBEHHEIX
CPEACTB ANA BeTePUHAPHOTO NpPUMEHEHHUS, KaK IpPaBUNO, COAEepXKarcs Mpemaparsl A
nedeHus Gone3Heit MUBOTHBIX, KOTOPBIE MOTYT OBITH OOIIMMY AJIS JKUBOTHBIX W YENIOBEKA
(mpotuBonapasuTapHele, TPOQHIAKTHYIECKHE U T.IL). B TO e Bpemd, KHBOTHBIE J4CTO

605e0T TEMH Ke _6OJIe3HﬂMI/I, YTO U JIFOJH, U MIPOLIECC UX JICYCHUI COMMOCTaBHUM.
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Ceromua Gonee .50% cemeit B Poccur MMeEOT AoMamIHMX NUTOMIEB. B Hamreit
CTpaHe HACUUTHIBAETCS OKOJIO 65 MIH. KomeKk M co0ak, KOTOphleé HaXONATcd Ha
COllEpXKaHUM y TpaXk[JaH, H 3TO YMCIO ¢ KaXIBIM TOJOM pacréT. Ipu stoMm, 83-%
BIAZIeNBIEB CUATAIOT AOMAMIHEe KUBOTHOE WICHOM CEMBbH, APYIOM, KOMIIAaHEOHOM.
BesycrnoBHO, BialeNbIp!l JKHBOTHEIX IIEDEXMBAIOT 32 CBOMX MMTOMIEB M CTApaloTCA
TIPOJUTHTD UM KU3HB. o

Berepunapusie KIMHAKA H BeTCPHHAPHBIE Bpaid B CBOed MpakTHKe OCTpPO
HYXJAIOTCA B HCTIONB30BAHHK JNEKapCTBEHHBIX NPEHapaToB id Me;:mim{cxoro
OpUMEHEHHA B CBOEH JEATeNbHOCTH, TaK KaK OHHM 4acTo 3(deKkTHBHEe, a HHOTAA He
MMEIOT aHaJIOrOB JIEKAPCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B BETEPHHAPHEIH peectp.
3710 03HaYaeT, 9To OPMAIBHO BETEPUHAPHEIM Bpay He MMEET HEOOXOMUMBIX CPEACTB IS
JMIEYEHHs JKMBOTHOIO, XOTH OOBEKTMBHO HHYETO HE MPENATCTBYET HCIOMb30BAHMIO
HY)XHOTO MEIHIMHCKOIO IpeMnapara, T.K. IpaKTUKa MPUMEHEHHA TaKHX IpenapaToB yxe
HaBHO CIIOXUIIACK. |

Taxum obpa3oM, BeTepHHapHBIE Bpaid CEPbe3HO OTPaHUYEHEI B HCIIOJIb30BAHUM
TpenaparoB I lleYeHHMs KUBOTHBIX. JleKapCTBEHHEIE NMpenapaThl VI BETePHHAPHOTO
TIPUMEHEHMA /I aHECTE3UH JKUBOTHBIX IPH NPOBEAECHHH ONepaluii He HAlOT HYXHOro
apexra, mO5TOMY 4HacTo Bpayd B HapyLIEHHE 3aKOHOJATeNhCTBA MCIIONB3YIOT
MEJMUMHCKHE NPENaparhl, HHaYe XUBOTHOE MOXET NMOrHOHYTh, He CMOXET [EpEeHECTH
‘Gonepoit miok. Jlis peaHMMauMM JKMBOTHBIX HCTONB3YeTCS afpEHANMH, ~aTpOIIHH,
MONaMHH, HOpPaJpeHANNH, JMAOKOMH, HO BCe 3TO MpemapaThl JIi MEJULMHCKOTO
npmehe,HHﬂ, IUI4 IeYeHUs mo;ief/i_. AHaJoroB uM 1o 3(PEKTHBHOCTH B BETepUHAPHM HET.
Ilpenapatel mis niedenus 3y60B Takxke OTCYTCTBYIOT B BETEPHHAPHOM peecTpe, IIOTOMY
YTO 3TO HE aKTyalbHO LA CEIECKOXO3MHCTBEHEEIX XHUBOTHBIX, HO BECbMa aKTyaJIbHO I
IOOMANIHUX ITHTOMIIEB.

Takue MemuIMHCKHE MpemapaThl MOTYT GBITE BKITIOUCHEL B BeTEpUHApHEIN peecTp,
HO Ha TEKYIIMH MOMEHT MPOU3BOAHUTEIAM Me,unumicm TIEKapCTB MPOCTO HEBBITOJHO
TIPOXO/MTH BCIO MPOILEAYpY periucTpaluy NpenapaToB IS BETEPUHAPHOTO npymenenm,

a TaloKe aJalTHPOBATh POU3BOICTBEHHEIE MPOLECCH. B 3Toi CBA3H mpobieMa ocTaeTcs

=

HEpPEUIEHHOM.
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IlosToMy npennaraercsi yHpPOCTUTH INPOUEAYPY PETHCTpAlMM JieKapCTBEHHBIX
IpernapaTtoB AN BETEPHHAPHOTO [NPHMEHEHMs, IIpENHAa3HAYECHHBIX [IA JICYEeHHUs
JIOMAIlIHMX JKUBOTHBIX, OMpefieNeHHBIX DeflepanbHbiM 3akoHOM oT 27 nekabps 2018 r.
Ne 498-03 «O6 OTBETCTBEHHOM obpanieHyH ¢ JKMBOTHEIMH M O BHECEHHH M3MEHEHHUH B
OT/IeNbHbIE 3aKOHOAATENbHbBIE = aKThI Poccuiickoi ®epepauun», paHee
3apeTHCTPUPOBaHHEX B Poccuiickoit Denepanuu B Ka4ecTBe IeKapCTBEHHBIX IpenapaToB
AN MEJUIMHCKOrO IPUMEHEeHHUA. =

Takoif MOZXOA MPEXOCTABHT BO3MOXHOCTE (apMALEBTUYECKUM KOMITAHHAM
PETUCTPHUPOBAaTh CBOM Ipelapathl He TONEKO HCKITIOYUTENBHO Ul MEIMIMHCKOrO
TIPUMEHEHUS, HO ¥ ISl BETepMHAPHOTO IIPHMEHEHH. |

BerepuHapHbIM = KIMHHKAM H BpaiyaM peanusalis [aHHOIO 3aKOHONPOEKTa
MIO3BOJIMT HKCIONB30BaTh MpPH JI€YEHUM nomamnm{ KHUBOTHBIX JOIOJHUTEIbHbIE
JIEKapCTBEHHBIE CPEJICTBA U3 pacIMPEHHOI0 rOCyJapCTBEHHOIO peecTpa JIeKapCTBEHHBIX

CPEACTB I BETEPUHAPHOTO IIPUMEHEHUSL.




®UHAHCOBO-9KOHOMMYECKOE OBOCHOBAHUE
K NPoeKTy (eiepaibHOro 3aK0OHA
«0O BHecenun H3mMeHennii B crathi 17 1 26 PeaepainbHOro 3aKoHa
«06 o6pamennn JeKapCTBEHHLIX CPEACTB)

Peanmzanus monoxenuii mnpoekta (enepanpHoro 3akoHa «(O BHECEHUM
u3MeHeHud B crateM 17 u 26 (DenepanLHoro sakoHa «OO0 ' oOpaieHuH
JIeKapCTBEHHBIX ‘CpeIlCT_B» He moTpebyeT (HMHAHCOBBHIX 3aTpaT M3 CpEACTB
denepanbHOro OHODKETa, a TakKe CpelcTB OIOmKeTOB cyOBekToB Poccuiickoi

Denepaiu.




INEPEYEHb ,
32KOHOB H HHBIX HOPMATHBHBIX PABOBLIX AKTOB, NOAJIEKAIUX PH3HAHHIO
YTPATHBUINMHE CHIIY, IPHOCTAHOBJICHHIO, H3MEHEHHIO, JONOJHEHHIO HIIH
HPHHATHIO B CBA3H ¢ IPHHATHEM K NPOeKTa (elepaibHOro 3aKOHa

«O BHecennn n3MeHeHuii B craThi 17 1 26 ®enepanbHOro 3aKoHa
«00 o6pamennn JeKapcTBEHHBIX CPERCTB»

IMpunsatHe npoexra (penepaﬁLHoro ‘3akoHa «O BHECEHWH W3MeHEHUH B
cratsu 17 1 26 @enepanbHoro 3akoHa «O6 obpaleHuy JTeKapCTBEHHBIX CPEICTB» He
noTpebyeT NPHHATHS, NPHU3HAHHA YTPATHBIMMA CHIY, NPHOCTAHOBICHHS HIH
u3MeHeHus ¢emepanbHEIX 3aKOHOB, ’HopMamBHbD{ IIpaBOBBIX akToB [Ipe3unenra
Poccuiickoit ®epeparum, IIpaButenscrBa Poccuiickoit ®enepanyu, ¢egeparbHBIX

OpraHOB UCIIOMHUTENHHOMN BIACTH.




