I'OCYJIAPCTBEHHAS IYMA
®EIEPAJIBHOTO COBPAHMS POCCUMCKON ®EIEPALIAM
CEZIbMOI'O CO3bIBA

BBIIIUCKA M3 ITIPOTOKOJIA ot 01.04.2019 Ne 183
3ACEJJAHVAA COBETA I'OCYIAPCTBEHHOUN JYMBbI

"01" anpems 2019r.

52. O npoekre denepannnHoro 3akoHa Ne 661684-7 "O BHeCeHHH HIMeHEHHIH
B MeaepanbHbiit 3akoH "O6 o6pamtenHn TexapcTBEHHBIX CPeACTR" B 9aCTH pery-
AupoBaHuMs o6pamieHHs JeKaPCTBEHHBIX CPEACTB AJS BETEPHHAPHOrO NpHMeHe-
nua" - BHocHT IlpaBuTenncTBO Poccuiickoit ®egepanun

IIpunsTo pemenne:

1. HanpaBuTh yka3za”HEIH NpoekT ¢enepanmsHoro 3akona Ilpesunenty Poccuii-
ckoit Denepaunn, B KOMHTETH, kKomHccHio ['ocynapcreenHo# Jymul, ppaxiuu 8 Iocy-
aapcteennoit [{yme, Coer ®enepanuu denepansioro Cobpanus Poccmitickoit ®epne-
panuu, IIpasurensctBo Poccuiickoit ®eaepanuu, CuetHyto nanary Poccuiickoit ®ene-
pamuu, ObmecTBeHHYI0 nanaty Poccuiickoit Deneparuu, 3akoHogaTeNbHEIE (IpeaCTa-
BHTE/IbHEIE) H BRICHIME HCMOMHUTENbHBIE OpPraHbl FOCYIapCTBEHHOM BIaCTH CyOBEKTOB
Poccuiickoit denepalldd Jis NMOATOTOBKM OT3BIBOB, HMpeliOXEeHHH H 3aMedaHuil, a
TaKKe Ha 3akmodenue B [IpaBoBoe ynparnenne Annaparta ['ocynapcreentoit J{yMml.

Hassaxmte OTBETCTBEHHHIM B paboTe Hang mpoekToM (emepalbHOr0 3aKoHa
Komurer I'ocynapctBeHHo# JIyMBl 110 arpapHRIM BOIIpocaM, CoHcniomHHTeneM — KoMu-
teT I'ocyaapcTBeBHOM JlyMbl IO OXpaHe 310pOBbA.

OT3uiBHI, NpeUIOXKEHHA H 3aMedaHHs HanpaBHTh B Komuter I'ocymapcrBenHoit
JyMal o arpapHBIM BonpocaM fto 1 Mag 2019 rona.

2. Komurery IN'ocynapcrsensoit [JyMu 110 arpapHBIM BOIIPOCaM ¢ y4€TOM MOCTY-
NUBLIMX OT3BIBOB, NPEIUIOKEHHH H 3aMeyaHuii NOATOTOBHTH YKa3aHHBIN IpoekT dene-
paJIbHOr0 3aKOHa k paccMoTpeHHIo I'ocyaapcTBenHo# JlyMoi.

3. Bkmo9uTh yKasaHHEIH NpoekT QenepanbHOro 3akoHa B IPUMEPHYIO NporpaM-
apcTBeHHOW J[yMEI B mepHOX BeceHHeN CeccHH
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FocynapcrBerHas [fyma
DepepansHoro CobpaHus
Poccuiickoit Pepnepauuu

MMPABUTEJBCTBO
POCCHHCKON OEXEPALIHU

«0? »_MapTa 2019 r
Ne_1976n0-M11

MOCKBA

O BHeceHHH npoekTa $enepantHOro 3aKoHa
"O BHeceHuH uaMeHeHUit B DenepanbHblit
3akoH "06 obpatleHHH IeKapCTBEHHAIX
CPeACTB" B HaCTH perynupoBaHUs
obpalleHHs IeKapCTBEHHBIX CPEACTB

AN BETEPUHAPHOTO MPUMEHEeHUs"

B cootserctBuM co cratheit 104 Koxctutynuu Poccuitckoit depepanuu
[IpaBurensctBo  Poccmitckoit ~ Pepmepaud  BHOCHT Ha  pacCMOTpEHHE
I"'ocynapcreennoit {ymer ®enepansHoro Cobpanus Poccuiickoit denepanun npoext
denepansHoro 3akoHa "O BHeceHHH wu3MeHeHud B (DenepansHBIi  3aKOH
"O6 obpalueHHH JieKapCTBEHHBIX CPEACTB" B YacTH pEryiupoBaHus OOpaileHus
JIEKapCTBEHHBIX CPEACTB AJI BETEPUHAPHOTO MPUMEHEHH" .

[punoxenue: 1. TexcT 3akoHONpoekTa Ha 14 .

2. [TossccuurensHas 3anucka Ha 9 1.

3. OUHAHCOBO-3KOHOMHYECcKoe OOOCHOBaHMeE Ha | 1.

4. ITepeyens QenepanbHBIX 3aKOHOB, MOJIEXKAINUX IPU3HAHUIO
YTPATHBIIMMH CHIy, TPHOCTAHOBJIIEHHIO, H3MEHEHUIO HIH
NpUHATHIO, Ha ] 1.

5.IlepeyeHs HOpPMAaTHBHBIX MpaBoBbIX akTOB [Ipe3uneHra
Poccuiickoit ®epepauuu, IIpaBurensctBa Poccuiickoi
Depepauun U (QefepalbHBIX OpPraHOB HMCMOJHHTENBHOM
BMNACTH, MOANEXAIMUX TNPUIHAHHIO YTPATHBLIIMMH CHTY,
[IPUOCTAaHOBIIEHUIO, H3MEHEHUIO WIH IIPUHATHIO, Ha 3 1.
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6. Pacnopsxxenue IIpaBurtensctBa Poccuiickofi Degepauuu o
Ha3HaueHuH odHMiManbHOro mpeacrasurtens Ilpasurenscrea
Poccuiickoit Qenepanuu Ha 1 1.

[Ipencenarens [IpaBuTenscTra
Poccuiickoit @epepanuu J.Mengenen
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Buocurtcs Ilpasutensctsom
Poccwiickoit Qeaepatuu

IIpoekTt

87165~
®EJTEPAJIBHBIA 3AKOH

O BHecennn mimeHennit B @egepannuelii 3aKoH 06 obpatieHun
JeKapCTBEHHBIX CPeACTB'' B HaCTH peryiHpoBaHus o0palneHust
JeKapCTBEHHbBIX CPEACTB /it BeTePHHAPHOI 0 NPUMEHEHHs

Crarbsa 1

Buectu B Depmepanvubiif 3akoH ot 12 anpenss 2010 roga Ne 61-93
"O6 ob6pamieHuu nekapcrBeHHbIX cpefactB” (CoOpanHue 3akOHOJATENLCTBA
Poccuiickoit ®epeparnuu, 2010, No 16, cr.1815; Ne3l, cr.4161; Ne42,
CT. 5293; Ne 49, ct. 6409; 2011, Ne 50, cr. 7351; 2012, Ne 26, ct. 3446; 2013,
Na 27, ct. 3477, Ne 48, c1. 6165; 2014, Ne 43, c1. 5797; Ne 52, c1. 7540; 2015,
Ne 27, ct. 3951; Ne 29, cr. 4367, 4388; Na 51, ct. 7245; 2016, Ne 1, cr. 9; Ne 23,
cT. 3287; Ne 27, c1. 4194, 4238; 2017, Ne 31, cr. 4791, 4827; 2018, Ne 1, c1. 9;
Ne 24, c1. 3407; Ne 49, ct. 7521) cnepyromue H3MEHEHUS:

1) B crathe 4: |

a) B myHKTe 53 cnoBa "BeTepHHApHBIM PabOTHUKOM" 3aMEHUTh CIOBaMHU
“criennanucToM B obnactu BeTepuHapuu”;

0) B yHKTE 54:
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cloBa "MEIMUMHCKUM MM BETEPHHAPHBIM pPabOTHUKOM, HMEIOLHM"
3aMEHUTh CIOBaMU "MeJUUHMHCKUM pabOTHHKOM WIM CHelHaTuCTOM B 061aCTH
BeTEpHHAPUH, UMEIOILIUMH";

mocne CcAoB  "anTeyHOX  opraHu3auuMu”  JOMONHHUTRE  CJIOBAMH
"unu BeTepuHApHOM anTeuHo opraHu3auuu’;

2) B cTaree S:

a) nyHKT 10 Mpu3HATh YTPaTUBLUMM CHITY;

6) nyuxt 10'  mocne  cnmoB  "nexapcTBEHHBI  mpemapat! B
COOTBETCTBYIOILIEM [Majieke JAOMOJIHUTh CNOBaMU "Ais MEJULHHCKOro
MpUMEHEHUR"; |

B) ZOMOMHUTE myHKTOM 10° CIIEAYOLErO COAEPKAHHUA!

"10") BeIgaua, yCTAaHOBIEHME MOPAAKA BbLAYHM M popMEI 10KyMeHTa,
KOTOpBIH MOATBEPXJAET, YTO JIEKAPCTBEHHHIH MMpemapar A1 BeTepUHapHOTIO
NpUMeHEeHUsA AOMyleH k oOpaweHuto B Poccuitckoit defepaiiuu U MOAJIEKUT
MpeacTaBleHUI0 M0 TpeOOBaHMIO YIONHOMOYEHHOrO OpraHa CTpaHbl, B
KOTOPYIQ  BBO3UTCA  JEKAPCTBEHHEIX Tnpenapar ANs  BETEPUHAPHOTO
[pHMEHEHH4;";

) ZOMONHUTE MYHKTOM 26 cnefyomero coaepxanus:

28110307.doc



"26) yTBepkAeHiHe (OpPMBI pellenTa Ha JIEKapCTBEHHBIH Operapar s
BETEPMHAPHOTO MPUMEHEHUs, mnopsaka oQopMIIeHHs, yuyeTa U XpaHeHUs
pelieNTOB Ha JIEKAPCTBEHHBIE MpenapaThl 114 BETEPHHAPHOTO TPUMEHEHHUS. "

3)B wyacTu 3 cTaTeM 8 cioBa "HIOJIYYUTH HOBYHO" 3aMEHHMTH CJIOBOM
"nepeodhopMUThH";

4) B ctaree 17:

a) B 4acTH 3:

B NyHKTE 4:

noanyHkTe! "a", "r" u "n" AOMOMHUTE coBaMH "(HE MPEACTABIAETCH MpU
roCyJJapCTBEHHOM perucTpalud HMMYHOOHOMOIMYECKHX JIEKApCTBEHHBIX
fpenapaToB A/t BETEPUHAPHOrO NPUMEHEHH)";

MoANYHKTH "X" ¥ "K" nonomHuTh ciioBaMH "(He MpPEACTaBIAIOTCA MPH
rOCyJapCTBEHHOH perucrpauMd HMMYHOOHMONOTHMYECKUX  JIEKAPCTBEHHBIX
NpenapaToB sl BETEPUHAPHOTO NPUMEHEHUA)";

JOTONIHUTH MOAMYHKTOM "M" ClIeYIOLHETO COACPKAHUL:

"M) CBeileHUs O  IUTaMMe:  HaWMEHOBaHHe, HHpopMauus O
IIPOUCXOXAEHHH, KYJIbTYpUIEHO-MOp¢ONOrHieckie CBOHCTBA, MONEKYIAPHO-

FCHETHYECKHE, TAKCOHOMHYECKUE  XApPAKTCPUCTHKH H GuoJIorHyecKue

XapaKTepUCTHKH LWWITaMMa U MECTO HACIMIOHUPOBAHUA (npenc*rasnmorcx npu
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roCyJapCcTBEHHOW  perucTpauu¥ HUMMYHOOHONOMYECKUX JIEKapCTBEHHBIX
1Ipenaparos IS BETEpUHAPHOrO MpUMEHeHHUS);";

MYHKT 5 [JOMOJHMTB CJlOBaMH ", a TakKXe OMNUCAHUE METO/OB
OnpefejieHUss OCTAaTOUHBIX KOJNMYECTB JEHCTBYIOILUEr0 BEIIECTBA MM
ACHCTBYIOLIMX BELIECTB MPOTHROMHUKPOOHOrO NEKapCTBEHHOTrO CpPeAcTBa s
BETEPUHAPHOIO NMPUMEHEHHS B IPOAYKLIMH XUBOTHOIO MPOUCXOXKACHUS MTOCTIE
NpUMEHEHUS COOTBETCTBYIOILETO JIEKapCTBEHHOTO cpeacTsa %
JOKYMEHTAILHOE MMOATBEPKACHHUE (BalMAAIMIO) YKA3aHHBIX METOIOB";

B roanyHkre "p"  mnyHkTa7  cnoBa  "BeTepUHApPHOro  Bpaua
(BeTepunapHoro ¢enpauepa), HHOro" UCKIIFOYHUTD;

B IyHKTe 9:

MOAMYHKTHI "B" ¥ "r" JOMONHUTH ClOBaMH ", MNOAMUCaHHOE
DYKOBOAMTENEM  [POM3BOAUTENS  JIEKapCTBEHHOro  Nperapara AN
BETEPHHAPDHOIO TMPUMEHEHUS IIMOO0 pYKOBOAMUTENEM HOPUIHYECKOrO JIULA,
YMONHOMOYEHHOTO  MpPOMU3BOAMTENEM  JIEKApCTBEHHOro Ipemapara s
BETEPUHAPHOI0 IPUMEHEHUS";

MOANYHKT "A" MOTMOMHUTH CIOBaMH "C yKa3aHUEM CTaJuif MPOU3BOACTBA,
OCYUIECTBNIIEMEIX Ha TIPOM3BOACTBEHHBIX MNIOIIAAKAX MPOHU3BOAMTENS

JIEKapCTBEHHOTO MMpeMnapara Jisl BETepUHAPHOr0 IpUMEHEHHUA"

MOANMYHKT "' MpU3HATh YTPATUBIUUM CHITY;

28110307 doc



JIOMIOJTHUTE MyHKTOM 13 cneyrollero coaepxaHus:

"13) cBeleHMss O TrOCYJapCTBEHHOH pEruCTpalui TeHHO-WHXKEHEPHO-
MOAUQUUUPOBAHHEIX  OPraHU3MOB,  [peHa3HA4YEHHRIX A BBIIYCKA
B OKpYXalollyro cpefy (MpU rocyJapCTBEHHO! perucTpaluy NeKapCTBEHHBIX
npenapaTroB QI BETEPHHAPHOTO NMPUMEHEHUS, IMONYYEHHBIX C MPUMEHEHUEM
reHHO-UHKEHEPHO-MOAM(PUIMPOBAHHBIX OPraHU3MOB WM COJEPKALUIMX TaKue
OpraHu3Mbi).";

6) yacThb 4 U3NOXHUTE B CEAYIOIIEH pelaKI{Uu:

"4. [Tpu rocyAapcTBeHHOU perucTpanuy BOCIPOU3BEAECHHBIX
JICKAPCTBEHHLIX [penapaToB AN BETEPUHAPHOrO TPUMEHEHHsS JAOMYCKaeTcs
MpeJICTaB/IEHHE BMECTO OTYETa pa3paboTuuka 0 pe3ynbTaTtaXx JOKIMHHYECKOro
MCCNeIOBAHUS JIEKAPCTBEHHOrO CPEJACTBA /IS BETEPHHAPHOrO IPHMEHEHHS
of30pa HayyHBIX paboOT O pe3ynbTaTax JOKIMHMYECKOrO HCCIEAOBAHMUA
pedepeHTHOro IEKApCTBEHHOIO Mpenapara Uil BETEPUHAPHOrO MPUMEHEHUS 1
MpeICTaBlIeHHEe BMECTO OTYETa O pe3y/ibTaTaX KIUHHUYECKOro HCCIeJ0BaHHUA
JIEKapCTBEHHOr0 Mpemnapara A8 BETEPUHAPHOTO MPUMEHEHUS B IOJIHOM
obbeMe oOT4eTa O pe3ynbTaTax HKCCIENOBaHHI GHOIKBHBANEHTHOCTH
BOCIPOU3BEACHHOrO  JIEKAPCTBEHHOIO  Mperapata Jis  BETEPUHAPHOTO

pUMeHeHus.";
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B)B H4acCTH 5 cloBa "YMakOBOK Ha KaXAYI0 [O3HMPOBKY, KaXAYIO
KOHLEHTPALMIO, KaKABHA 00BEM M Kaxa0oe KONHYECTBO J03 B YIaKOBKe."
3aMEHUTh COBaMM "MEPBHUYHOH YMAaKOBKH M  BTOPUYHOM  YIMAaKOBKH.
Ha makerax nepBHYHO# ynakoBKH M BTOPHYHOM YIAaKOBKH YKa3bIBAlOTCS BCe
MPOU3BOUMBIE JO3UPOBKM, KOHUEHTpauuu, oOBEeMBI M KOJMYECTBO O3
B yNIaKOBKe JIEKapCTBEHHOI'O Nperapara Ji BEeTepUHAPHOr0 MPUMEHEHHS.";

I) JOTOMHUTE YacThiO 8 ClIeYIOILEro coAepKaHHs:

"8. llepxatens WM Bnajenel] pPErHCTPALHOHHOTO  YHIOCTOBEPEHUSA
NeKapCTBEHHOro MpenapaTa [is BETEPUHAPHOrO MpPUMEHEHHWs TNpeACcTaBIIsSET
B YIIONTHOMOYEHHBIN (hefepanbHbIi OpraH HCIOIHUTENLHON BIAaCTH OTYET IO
pe3ynbTaTaM papMakoHaa30pa OJMH pa3 B LIECTh MECSALIEB B TEYEHHE JBYX JIET
nocie roCyAapCTBEHHOM perucrpaluM JIeKapcTBEHHOro [penapara B
Poccuiickoit Denepariuu, eXEroHO B TEUEHHE MOCHEAYIOMMX TpeX JIET U B
JanbHEHLIEM OUH pa3 B Tpu roja.";

5) cTaTeio 19 NOMONMHUTE YacThIO 6 CAEAYIOLErO COAEPHAHMSI:

"6.Ilpy oTKase B OpraHu3aUMHd OSKCIEPTH3B], [peIyCMOTPEHHOH
NyHKTOM 4 4acTH | HacToAulei CTAaTbH, MOKYMEHTEI, BXOASAIIME B COCTaB
pPEerMcTpauMOHHOro JA0ChE Ha JIeKapCTBEHHBIH Mpenapar Al BeTepHHAPHOTrO
IPUMEHEHUS, MOrYT OBITE BO3BpAallleHH 3aABHTENI0 Ha OCHOBAHHHU

MHCBEMEHHOT'O 3amnpoca 3adBHUTEJNIs, HaIlpaBJI€HHOIO B YHOHHOMO‘{CHHbIﬁ
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deepanbHblil OpraH WCIONHUTENBHOM BNACTH B TEUEHWE TPUAUATU paboumx
JHEH CO [OHA TPUHATHA YINONHOMOYEHHBIM (elepadbHBIM  OPraHoM
UCIIOJIHUTENILHOM BIAcCTH pelleHHWs o0 OoTKaze B OpraHu3aluH  TakoH
9KCIEPTU3LI. YIONMHOMOYEHHEIH (efiepanbHEIf OpraH UCIOJHUTENBHON BIACTH
BO3BpalllaeT 3aABUTENIO yKA3aHHBIE NOKYMEHTHl B TedeHHE AeCATH paboumx
JIHEH Co JHS MOJyYeHHs COOTBETCTBYIOLLEro 3arpoca 3asBuTeNs." ;

6) yacth 2 cTaThu 24 U3NOXUTE B CIEAYIOLIEH peaaKIMH:

"2. B TeueHue TpuUAUATH pabouux AHEH CO IHSA MOMYYEHHUS pelleHUS
yIoMHOMO4YeHHOro (deepanbHOro OpraHa UCMOMHUTENBHOM BlacTH O
NpOBEeJeHHU YKa3aHHBIX B 4acTH | HacToslEeH CTaTbH JKCMEPTH3 3asiBUTEIND
[IPeCTaBISET B OKCIEPTHOE YUpEeXACHUE I MNPOBEJEHHS IKCNEPTH3HI
KayecTBa JIEKAPCTBEHHOrO cpe/icTBa 0OpasLbl JIeKapCTBEHHOTO fpenapara s
BETEPUHAPHOr0  TPUMEHEHHUS, [IPOU3BEJEHHOTO B  COOTBETCTBUU  C
TpeOOBaHUAMU TE€XHONOTMYECKUX pernaMeHToB, YTBEPXKIAECHHBIX
PYKOBOAUTENIEM [IPOU3BOAMTENS JIEKAapCTBEHHBIX CPEACTB, a TaKkKe B
COOTBETCTBYIOILIMX cliydastix obpasisl (apManeBTHYECKOH CyOCTaHIIMM, TecT-
lITaMMa MMKPOOPraHU3MOB, KyJbTYypel KIETOK, 00pa3si(sl BELIECTB,
NpPUMEHSEMBIX I KOHTPOJA KadyeCTBa JIEKAPCTBEHHOTO CpEACTBA MyTeEM
CpaBHEHHUsS C HUMHM HCCIIEAYeMOro JIEKapcTBEHHOrO CpeACTBa, B KONUYECTBAX,

HCO6XOIU/[MBIX A1 BOCNTPOU3BEACHHUA METOOB KOHTPOJIA Ka‘-leCTBa.";
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7) B cTaThe 29:

a)yacTp 2 [ocie CJI0B '"JIEKAapCTBEHHOrO TMpenapara" JOIMOTHHTH
cloBaMHM "I MEAMLMHCKOrO MpUMeHeHus";

6) NOMOMHUTE YacThiO 2' CleyIOWero CoJlepXKaHUA:

"2', 3asBreHne o MOATBEPXKACHHU TOCYJApCTBEHHOH perucTpauuu
NIeKapCTBEHHOTO Mpenapara s BETepUHAPHOTO MPHMEHEHHS MTpeACTaBseTCs
B COOTBETCTBYIOLIHIi YITOIHOMOYEHHBIN (eAepanbHbIit OpraH UCMONHHTEIBHON
B/IaCTH HE paHee YeM 3a CTO BOCEMBAECAT JIHEH A0 MUCTEUEHHUs CpOKa AeHCTBHUS
pErUCTPalMOHHOrO  YAOCTOBEPEHHA  JIeKapCTBEHHOrO  mNpernapara s
BETEPUHAPHOro NMPUMEHEHHS U HE TO3JHEE CPOKA OKOHYAHHSA ero AeicTBHsL.";

B) 4acTb 4° JIOMONHHTE NPEMUIOKEHHAMH CIELYIOLIETO COflepXKaHUSA:
"B OTHOIIEHHH MMMYHOOMONOTHYECKUX  JIEKAPCTBEHHBIX  MpernapaToB
JJI1  BETEPHHAPHOrO MpPHUMEHEHHUS BMECTO CBEJEHMil, YKa3aHHBIX B
noanyHkTax "a" u "k" nyHkra 4 yactu 3 crarteu 17 HacTosuero ®egepatbHOro
3aKOHa MPEACTAaBIAIOTCS CBeJEHUSA, YKa3saHHBIE B MOAMYyHKTe "M" myHkra 4
yacty 3 crarteu |7 HacTosinero PeaepasbHOro 3akoHa. B OTHOLIEHHH
JIEKApCTBEHHBIX MPENapaToB AN BETEPUHAPHOrO MPUMEHEHUS, TONyYEHHBIX C
MPUMEHEHHUEM TIEeHHO-HHXKEHEPHO-MOAU(UIMPOBAHHEIX OpraHU3MOB  WIIH

COACpXKAUIUX TAKUE€ OpraHu3Mbi, JOMOJMHUTENBHO NPECACTABIAAIOTCA CBEOACHHS,
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yKazaHHble B MnyHKTe 13 wactu 3 crateu 17 Hacrosmiero depepanbHoro
3akoHa.";

r) B 4acTu 15 cnoBa "1 MEXULMHCKOrO MPUMEHEHUS" UCKITIOYUTH;

8) B crathe 31:

a) JOTIONHHUTE YacThiO 1% CleIyIolero cofepaxus:

"12.B cmyuae peopraHu3anuu IOPUAMYECKOro JHULA (Aepxarenns WiH
BJIaJeNIblla PErMCTPALMOHHOIO YJOCTOBEpPEHUS JIEKapCTBEHHOro IMpernapara
ANl BETEPMHAPHOIO TpPHUMEHEHUs, pa3paboTyWKa UKW TMPOM3BOJUTENS
NIeKapCTBEHHEIX IPENApaToB A1 BETEPUHAPHOTO NPHMEHEHUS) B 3aABJICHHU O
BHECEHMM W3MEHEHHU B JOKYMEHTHI, COJAEpXKAlllMecs B PErHCTPAHOHHOM
Jl0che Ha 3aperMCTPHPOBAHHBIA NIEKapCTBEHHBIIH MpenapaT A BETEPHHAPHOTO
NpUMEHEHUs, YKa3blBalOTCA JaHHbIE JOKYMEHTa, MOATBepxkpaaowero (akt
BHECEHUS COOTBETCTBYIOLMX U3MEHEHHH B EAUHBIN rocy1apcTBeHHBId peectp
IOPUAHYECKUX JIML (I OpraHu3aunuii, 3aperdcTpUpPOBAHHABIX HA TEPPUTOPHH
Poccuitckoit ®Demepauuu), HIH WHOrO [JOKYMEHTa, MOATBEPKAAIOLIETO
peopraHu3auMio  IOpYAMYEcKOro  juua (Mg opraHulauMii, — He
3aperdcTpUpOBaHHEIX Ha Teppuropuu Poccuiickoit ®epepanuu). B 3rom
Cllyyae 3asiBJICHHE O BHECEHUU H3IMEHEHHUH B JOKYMEHTHI, COAepXKalLUecs B
PEerucTpauMOHHOM JOChE HAa 3aperMCTPUPOBAHHBIA JIEKapCTBEHHBIH Mpenapar
JUl BETEPHHAPHOI'O IPUMEHEHHS, U [IpUJlaraeMeleé K HEMY JOKYMEHTHI

NpEACTABIIAOTCA B yHOHHOMO‘lCHHBIﬁ (beuepanmmff{ OopraH HCIOJHUTENBHOM
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BJIaCTH He MO3AHEE 4YeM uepe3 TpUALATh pabouux AHeHd CO AHA BHECEHHUSH
COOTBETCTBYIOWIMX HM3MEHEHWH B EAuHBIH rocymapcTBeHHBI peecTp
IOPUAMYECKUX JIHLL (418 OpraHu3auuii, 3aperHCTPUPOBAHHBIX Ha TEPPUTOPHH
Poccuiickoit ®enepauuu) WIH co [OHA T[PHHATHA COOTBETCTBYIOLLETO
JIOKYMEHTa, [OATBEPXJAIOIIET0 pEOpraHy3alidio IOPUANUYECKOro  JHIa
(ans opraHuzauui, He 3aperMCTpPUpPOBaHHBIX Ha TeppuTopuu Poccuiickoii
denepatun).";

6) yacTh 3 M3MOXHUTh B CIIEAYIOIIEH pefaKLHUu:

"3. C 3asB/IeHHEM O BHECEHUH U3MEHEHHIi B JOKYMEHTEI, COlepX)aluecs
B pErucTpallMOHHOM JOChe Ha 3aperuCTpHpPOBAHHBIN TeKapCTBEHHBIH Mpernapar
JUI BETEPUHApPHOrO MPUMEHEHHUS, Hapsfly ¢ JOKYMEHTaMHM, YyKa3aHHBIMH
B yacTH | Hacrosluel CTaThbM, 3asBUTENb MPEACTABNSET KOMUW JOKYMEHTOB,
MOATBEPXKAAIOUIMX YIUIATy TOCYAapCTBEHHOW TIOUITMHBEI 32 BHECEHHE B
JOKYMEHTBHI, cojiepxaliecs B pErHCTPaLMOHHOM A0cke Ha
3aperUCTPUPOBAaHHBIA  JIEKApCTBEHHBIA  Mpemapar [is  BeTEepUHAPHOIO
NpUMEHEHUs,  U3MEHECHUH,  TpeOymOIIMX  MPOBEAECHHUsS  3KCIEpPTHU3E
JIEKapCTBEHHOIO CpPEJACTBA, WIH M3MEHEHHH, He TpebOyrlMx MNpoBeAcHHS
3KCMEepTU3bl JIEKAPCTBEHHOrO CpeACTBa. B ciiyyae He06X0QUMOCTH U3MEHEHHUS
CBEJEHUH, cofiepaluxcs B pErUCTPaLIHOHHOM YAOCTOBEPEHHH

JICKAPCTBEHHOr'0 Mpernapara Ajid BETCPUHAPHOrI0 NMpUMEHEHU A, C 3ajABJICHUEM,
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YKa3aHHBIM B YacTH | Hacrosuled CTaThd, 3asfBUTENL JAOMOMHHTENBEHO
NpeaCcTaBnseT KOIHIO JOKYMEHTa, NIOATBEPXAAIOLIETO yIiary
rOCyAapCTBEHHONW MOLIIMHBEI 3a BHIAYY PErMCTPALMOHHOIO YAOCTOBEpPEHUS
JIeKapCTBEHHOrO Mpenapara. 3asBUTENb BIpaBe M0 COOCTBEHHON MHHUIIMATHBE
NpeACTaBUTh YKa3aHHEIE JOKYMEHTHI 00 yIiaTte rocyAapCTBEHHEIX MOLUIHH. B
ciiyyae  HempeaCTaBiieHUs  3asBUTeNeM  JOKyYMeHTOB 00  ymumare
rocylapCTBEHHBIX  MOLITUH  YMONHOMOYEHHBIR  deaepanbHEIl  opraH
UCMOJIHUTENIBHOX  BMacTM  mpoBepseT  ¢GakT  yIUIaThl  3asBUTENIEM
roCyJapCTBEHHBIX MOLUIHH MOCPEJCTBOM HCIOJIb30BaHUS HHopMauuu o6
ynjiate rocyJapcTBEHHBIX IIOLUIMH, coaepxauieiica B ['ocymapcrBeHHO#R
UHPOPMALIMOHHO CUCTEME O FTOCYAapCTBEHHRIX U MYHHLUITAIBHBIX TLIATEkKaX,
Ha OCHOBAaHHU  IMpPEACTABIIEHHBIX  3asfBUTEJIEM  KOMNMH  JIOKYMEHTOB,
MOATBEPXKAAIOMUX YINATy rOCYyZapCTBEHHBIX MOILUTHH.";

B) B yacTu 6':

B ab3alie IepBOM CIOBO "NATH" 3aMEHHTH CITOBOM "ecATH";

JOMOHUTD MYHKTOM 3 ClIeyIOUIEr0 COAEPKAHUS:

"3) BBIAAET 3ajdBUTENII0O HOBOE PErMCTPALMOHHOE YAOCTOBEpEHHE
NIEKapCTBEHHOro TIipernapara MAjis BeTepUHApHOTO MpPUMEHEHUs B Cclydae

HCOﬁXOﬂHMOCTH U3MEHEHUSA CBEJCHMH, coAcpxKalMXCqd B HEM, C COXpaHEHUEM
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HoMepa paHee BBLIAHHOTO PErucTpalidOHHOTO YIAOCTOBEpEHUSA
NIEKapCTBEHHOTO Nperapara Al BETEPUHAPHOro IpUMeHeHU.";

9)B yactu 1 crathu 37 cnoBa "COOTBETCTBYIOIINM YIOJTHOMOYEHHbIM
denepansHEIM OpraHom HCTIOTHUTENBHOMN BJIACTH 3asBJICHHA
O TOCYJapCTBEHHOW pericTpalidd J1€KapCTBEHHOrO Mpenapata” 3aMeHUTh
CIIOBaMH "COOTBETCTBYyIOLIeH WHPOpMAIMK yMOTHOMOYEHHEIM (eaepaibHbIM
OpraHoM MCIIOJIHUTENBHOU BlacTH",

10) B cratbe 45:

a) OMONHUTH YacThio 4° crenyrotero COePXaHUA:

"4*, [Tpu MPOM3BOJICTBE NIEKAPCTBEHHBIX MPENAPaToB s BETEpUHAPHOTO
NPUMEHEHHsT JOMyCKaeTcs UCMONb30BaHHE ¢apMaleBTHUECKHMX CyOCTaHLIHMH,
NPOU3BEJEHHBIX A pealiu3alldi, BKIIOYEHHBIX B FOCYJapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX  CPEACTB  YIOJIHOMOYEHHBIM  (eiepanbHEIM  OPraHoM
WCTIOJTHUTENBHOM BIAcTH, OCYILUECTBIAIOIUM BeJeHHE TIOCyAapCTBEHHOrO
peecTpa JIeKapCTBEHHEIX CPEACTB A/ MEIUIMHCKOTO IPUMEHEHHUSL.";

6) NyHKT 6 YyacTH 8 U3JIOKHUTE B ClEAYyIOLIeH peakiun:

"6) opraHu3aLUsIM u UHIUBUAYATbHBIM npeanpHHUMATENSIM,
OCYIIECTBIISIOIMM pa3Be/ieHHe, BEIpAlIMBAaHUE U COJepXaHHe XUBOTHBIX (32

MCKITIOUEHUEM TTPOIAXH HIIH Nepeaadu uM dapMalieBTHHECKUX CyOcTaHIuif).";
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11) mynkt 5 uyactu 1 crateu 50 mocne cnosa "3oomapkax,” AONOIHUTh
crnoBaMM  "3oocajax, LMpKaxX, OKeaHapuymax, JeilbQUHApHAX, JUKUX
YUBOTHEIX, IOCTOSIHHO WJIM BPEMEHHO HaceNsoLuX TeppuTopHio Poccuiickoi
Ddenepalldd, HaXOAAIMXCS B  COCTOSHMM  €CTECTBEHHOW  CBOGOAMI
M [pUHAJJIeXamuX K BUgaM, 3aHeceHHBIM B Kpachyto kHury Poccuiickoit
Denepanu ¥ (WK) KpacHele kKHUTH cyOnekToB Poccuiickoit denepauuu,”;

12) nyHkTt 7 yactu 1 cratbu 53 U3/I0XKHUTE B cleayouen pelakiyu:

"7) opranu3anusm %8 MHIAUBUAYAIIBHBIM npeAnpUHUMATENAM,
OCYILECTBAAIOUMM pa3Be[€HHE, BhIpAIMBaHUE U COACPXKAHHUE KUBOTHBIX
(3a vCKIIOYEHMEM MpOJaXWU WM nepefayd uM  ¢apMaleBTHUECKHUX
cybcraHiuit).";

13) BTOpOE mpeasioxxeHre yacTH 4 CTaThbU S5 HU3NOKMUTH B CleAYIONIEH
penakuud: "OTnyck JIeKapCTBEHHBIX [penapaToB Als BETEPUHAPHOTO
MIPUMEHEHUS OCYILECTBIIAETCA B COOTBETCTBUM C [MpaBUIIaMM HaJexalned
afnTeyHOM TMpPaKTHKH, YTBEPXKAECHHBIMU YNONHOMOYEHHBEIM (eaepalbHbIM
OpraHoM HCIOJHUTENBHOM BacT.";

14) B yactu 1 cTaThu 64 cioBa "BeTepHHAPHBIX CIIELUATUCTOB" 3aMEHUTH
cjioBamH "crieManucToB B 0O1acTH BeTepUHapHH”;

15) B wactu | crareu 67 cnoBa "BeTepUHApHEIX pabOTHUKOB" 3aMEHHUTH

coBaMH "paGOTHHUKOB, CIIELHANUCTOB B 00aCTH BeTepUHapUH".
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Cratbs 2
Ilpusnare yTpaTHBHIMM CuJIy TOOMYHKT "X" MNyHKTa2 CTaThi |
DeaepanpHoro 3akona ot 22 aexabps 2014 roma Ne 429-03 "O BHeceHUM
n3MeHenuid B eaepaneHnlit 3akoH "O6 obpalieHUU JiekapCTBEHHBIX CpeacTB"

(Cobpanue 3akoHogaTenbcrBa Poccuitckoit @eneparnu, 2014, Ne 52, ct. 7540;

2015, Ne 10, ct. 1404; Ne 29, cT. 4367).

ITpe3uneHT
Poccuiickoit depepaunn
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MNOSACHUTEJBHAS 3AIIMCKA

K npoekTy ¢enepannHoro 3akoHa 'O BHeceHUM H3MEHEHHH
B Penepanbubiii 3akoH ''06 obpaumeHun JeKapcTBEHHbIX cpeaAcTR"
B YaCTH peryJiupoBaHud o6paleHus JeKapCcTBEHHbIX CPeICTB
AJA BeTEpHHAPHOrO NpUMMeHEeHHud'"'

ITpoext ¢enepansHoro 3akoHa "O BHeceHMM M3MeHeHMH B DenepanbHblit
3akoH "O6 oOpalleHUH NEKApPCTBEHHBIX CPEACTB" B HacTH peryjJIHpOBaHUsA
oOpallueHUs TeKapCTBEHHBIX CpEACTB AN BEeTepUHApHOro NpuMeHeHud" (manee -
3aKOHOMPOEKT) pa3paboTaH B LieIX COBEPLICHCTBOBAaHUS HOPMATHBHOIO [IPaBOBOrO
perynupoBanus B cdepe oOpalleHUs JeKapCTBEHHBIX CPEACTB AN BETEPHHAPHOTO
NpUMEHEHUd ¥ B paMKax HcrnonHeHus mnopydeHus IIpaButenscrsa Poccuiickoii
Denepauuu ot 26 utons 2016 r. Ne AJ1-I111-4429.

3akOHOMPOEKTOM  Npeafnaraercd BHECTH  CHedyIoUlHe H3MEHEHHs B
Qepepanpubiii  3akoH or 12 ampens 2010r. Ne61-03 "O6 obpawmeHuu
neKapcTBEHHBIX cpeAcTB" (nanee - 3akoH Ne 61-D3).

1. ITynkrom |, aG3amem mmecTeiM noAanyHkTa "a" nyHkTa 4, NyHKTOM 14,
NMyHKTOM 15 crateu |  3aKOHOMpOEKTa [peANaraeTci BBECTH YTOYHEHHE,
Kacarolieecs onpeneneHus crneianucra B obnactu serepunapuu. McnonslyeMsie B
HacTtodiliee BpeMs B 3akoHe Ne 61-®3 nonsTus "BeTepHHApHBIA pabOTHHK",
"BeTepUHapHbIil Bpau", ""BeTepUHapHLIil denpauep”, "BeTepMHAPHbIH cielUanuCT" |
"cneuuanucT B oONacTH BeTepuHApuM" Ha TNpaKTHKe TNPUBOOAT K CIydYasm
Pa3HOPEYHUBOro TOJIKOBAHUS UMEIOLLUXCS HOPM.

2. INyHkroM 2 cTaThH 1 3akoHoOnpoekTa npeanaraercs B nmyHkre 10.1 crateu 5
3akoHa  No 61-d3  yroyHsioTcs  MONHOMOUMS  dieflepanbHBIX  OpraHoB
MCTIOJIHMTEIIbHOM BNAcTH NpHU o6pallleHHH JIeKapCTBEHHBIX CPEACTB.

[To wuroram cocrosBmuxcs o6CyXOeHUH C MpeacTaBUTENAMH Ou3Hec-
coobI1lecTBa BBIABICHA pobieMa MpPH IKCIOPTE OTEUECTBEHHBIX NEKAPCTBEHHBIX
npenapaToB AN BeTEPUHAPHOro NpHMEHEHUS H3-3a pa3iuyuil TpeOoBaHM CTpaH-
UMIIOPTEPOB.

Kpome toro, B 3akone Ne 61-®3 comepxaTcsa NMpOTHBOpEYHBHIE MOJNOXKEHUS
OTHOCHTENBHO YPOBHA HOPMaTMBHOI'O IIPaBOBOrO aKTa, KOTOPHIM YCTaHAaBIMBAaeTCS
NOpANOK BBO3a JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyio denepanuio.

Tak, B cootBercTBHM ¢ 4YacThio | cTaThu 47 3akona Ne 61-D3 BBO3
JlekapcTBeHHBIX cpeAcTB B Poccuiickyro ®Denepalivio ocyluecTBiseTcs B MOpAAKE,
ycta"oBneHHoM [1pasurensctBom Poccuiickoit denepaunu.

[MIpu a3tom nyHkroM 10 crateu 5 3axkonHa Ne 61-D3 npemycMOTpeHO, HTO
YCTaHOBIIEHHUE MOPA/IKa BBO3a JIEKApCTBEHHBIX CpeAcTB B Poccuiickyto Denepauuro
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M BBIBO3a JIEKapCTBEHHBIX CpeAcTB M3 Poccuiickoit Depepaiy¥ OTHOCHTCH K
MONTHOMOYHAM (efepanbHbIX OpraHOB UCIONHHUTENBHOM BNacTH NpH o6palieHUH
NIeKapCcTBEHHBIX CPEACTB.

B nemsx ycTpaHeHMs yka3saHHOro MPOTHBOpeYMS MOAMYHKTOM "a" IyHKTa 2
cTaThbM | 3aKOHOMpPOEKTa MpEUIaraeTcs HCKIIOYUTE COOTBETCTRYIOLIEE MOTHOMOYME
(enepansHOro oprasa MCHOMHUTENLHOM BIIACTH, COXPAaHHB ero 3a [IpaBHTENBCTROM
Poccuiickoit @enepanumn.

Takum  o6pasoM,  3aKOHONPOEKTOM  INPELYCMOTPEHO  NORHOMOUHE
QerepabHBIX OPraHOB MCMOMHHUTENLHOM BIACTH NpH OBpAIEHHH NeKapCTBEHHBIX
CpeACTB MO BblOa4ye, YCTAHOBJIEHHE TNOPAAKA BbAYH U (QOPMEI JOKYMEHTOB,
KOTOpBlE [MOATBEPXKAAIOT, YTO MPOM3BOACTBO JIEKAPCTBEHHOTO IMpenapara s
MEAULMHCKOrO MPUMEHEHHS OCYIUECTBIEHO B COOTBETCTBUM C TpeOOBaHUAMH
IpaBu Hagnexalen NPOU3BOACTBEHHON MPAKTHKY, npou3BeAeHHBIN
JleKapCTBEHHBIA Npenapar Ui BeTepUHAPHOTo MPUMEHEHHA NOMyLIEH K 06palleHHIO
B Poccuiickoit denepauuu, a Takke MOANEXAT MPEACTABNEHHIO 1O TPEGOBAHHMIO
YMOJIHOMOYEHHOT'0 OpraHa CTPaHkl, B KOTOPYIO BBO3ATCS JIEKApCTBEHHRIE NpenapaThl
A1t BETEPUHAPHOIO MPUMEHEHUS U MEAULIMHCKOIO MPHMEHEHHUS;

Takxe nommyHkTOM "r" myHKTa 2 cTaTh | 3aKOHOMPOEKTa K MOTHOMOYHSIM
¢enepanbHbIX OpraHOB WCMONTHWUTENBHON BNAcTH NMpH O6palleHHH J1eKapCTBEHHBIX
CPeACTB Npe/ilaraeTcs OTHECTH yTBEpXKJAEHHE (OPMEI pelLEeNnTa Ha JEeKApCTBEHHAIH
npenapat ANA BETEPHHAPHOTO IPUMEHEHHs, NOpAAKAa oQopMIeHHs, ydeTa H
XpaHeHMs pELENTOB Ha JIEKAapCTBEHHblE TMpenapaTthl Ul  BeTEPHHAPHOTO
NIpUMEHEHUS.

B oTHoOUIEHHH JTeKapCTBEHHBIX MPENapaToB M MEIHULHMHCKOro NMpUMEHEHHS
yKa3aHHBIA BOMpoC yperynuposaH PenepanbHbiM 3akoHOM oT 21 HosGps 2011 r.
Ne 323-03 "O6 ocHoBax oxpaHsI 370poBbs rpaxiaH B Poccuiickoit ®eneparuu”.

3.IlynxTomM 3 cTaThu | 3aKoHOMNpoOeKTa MNpeiaraeTcs BHECTH H3MEHEHHS
IOPUANKO-TEXHUYECKOr0 Xapaktepa [/ NMPUBENCHHS MONOKEHUI YacT 3 cTaThy 8
3akoHa Ne 61-®d3 B coorBerctBHe ¢ DemepansHbpiM 3akoHoM oT 4 mas 2011 r.
Ne 99-03 "O nMUEH3MPOBaHHM OTHENBHBIX BUIOB MAEATENBHOCTH", KOTOPBIM
NpelycMOTpeHa He BbIAaya HOBOW IHLEH3WM, a MepeoQopMiieHUE JULEH3IHH B
Clyyae W3MEHEHHS [IepeyHsA BHIMOJHAEMBIX paboT, OKa3bIBaeMBIX YCIYT,
COCTABISAIOUIMX TULIEH3UPYEMBIil BUI IE€ATETLHOCTH.

4. [TyuktoM 4 cTtaTh | 3aKOHOMpOEKTA MpedJaraeTcs BHECTH YTOYHEHHUs B
JOKYMEHTBI, M3  KOTOpbIX (OpPMHUpYETCd  pErHCTpaudOHHOE [0Cke  Ha
3aperuCTPUPOBAHHBIA NEKapCTBEHHBIN Npenapar 8 BETEPHHAPHOTO MPUMEHEHHUS
(nanee - peruCTpalHOHHOE JOChE) B LENAX IKCIEPTH3BI JIEKAPCTBEHHOro Mpenapata
JUTS BETEPHHAPHOTO MPHMEHEHHS.

28110308.doc



Tax, ans MpoBeieHUS IKCIEPTU3BI KIMMYHOOHOTOrHYECKOro JIEKApCTBEHHOro
nperapara i1 BETEpHHApPHOro IMpHMEHeHUA TpeOyIOTCA CBEAEHUA O LITaMMe.
ITpu 3TOM Hcue3zaeT HeoOXOAMMOCTh TpeOOBATh Yy 3asBUTENS BKIIOYATh B COCTaB
HOKYMEHTOB, npeCTaBaAEMbIX npH rocyAapCTBEHHOM perucTparuu
UMMYHOOHMONIOTMYECKOTO  JIEKAPCTBEHHOrO Mpenapara, Takue CBEAEHHS O
dapmanesTHyeckoil cyGCTaHUMM, KaK UHbOpMALUS O IPUMecsX, cienuduKauusa Ha
(apMaleBTHYECKYI0 CyOCTaHLMIO, pe3yNbTaThl aHANU3a cepuil PapMaleBTHIECKOH
cyGcTaHIUM, JaHHBIE O CTaOHIBHOCTH.

B cBaau ¢ Beryruendem B cuny lwrons 2017 r. HOBRIX IIpaBKN
rocyAapCcTBEHHOM perucTpauuu reHHO-HH)KEHEPHO-MOAU(PULIMPOBAHHBIX
OpraHM3MOB, MNpeNHa3HaYeHHBIX IS BBIOTYCKA B OKPYXKAlOLU(YIO Cpefy, a TaKxe
NPOAYKLUHM, TOJYyYEHHOM ¢ NMpUMEHEHWEM TAaKUX OpPraHU3MOB WM cojepXatuei
TaKue OPraHu3Mbl, YTBEpXIEHHBIX mocTaHoBneHueM [IpasurenbcTBa Poccuickoit
®epepaunu ot 23 centsabps 2013 r. Ne 839, B cocTaB JAOKYMEHTOB, U3 KOTOPBIX
¢dbopmupyeTcs perucTpalMOHHOE AO0Cheé [PU TOCYAAPCTBEHHOH perucTpauud, a
TAaKXKe INpU OOATBEPKIEHUHM T[OCYJapCTBEHHONW perucTpaiuu JieKapcTBEHHBIX
TNpenapaToB A1 BETEPHHAPHOrO NMPUMEHEHUS, MTOJyUYEeHHBIX ¢ IPUMEHEHHEM MeHHO-
HHXEHEpHO-MOAUHIIHPOBAHHBIX OPraHU3MOB HIIM COAEPKAIIUX TaKUe OpraHU3MBl,
TpeOyeTcd BKAIOYMTH CBEAEHUA O TOCYRApCTBEHHOW perucrpauydu reHHo-
HHXEHEPHO-MOAU(HUIMPOBAHHEIX OPraHU3MOB, NpPEAHAa3HAYCHHBIX JJIA BHITYCKAa B
OKpY KaloOILy1O Cpeny.

YcranaBnusaeTcs HeoOXOIUMOCTh NOANKMCAHUS PYKOBOJHTENEM
TIPOM3BOAMTENA JIEKAPCTBEHHOrO Npenapata s BeTEPUHAPHOTO NpUMEHeHUs THho
PYKOBOAMTENEM IOPHAMYECKOr0 ML, YMOITHOMOYEHHOIO I[IPOM3BOAMTENEM
JIeKapCTBEHHOr0 I[penapara AJAd BETEPHHAPHOrO [PUMEHEHHUA, CBEACHHH O
NeKapCTBEHHOM TMipenapare MJif BETEPUHAPHOTO TMPUMEHEHHUs, KacaloLUXcs
OIMCAHHMA [Ipolecca MPOM3BOACTBA M €ro KOHTPOAf U ONHMCAHUA KOHTpOJIA
KPHTHYECKHX  CTaguif  MpOM3BOACTBA U MPOMEXYTOYHOH  MPOLYKLIMH,
MpeicTaBlifeMblX B  COCTaBe OOKYMEHTOB, U3 KOTOpHIX  (opmupyercs
pEerucTpalMoHHOE JOCheE.

Yacte 4 crareu 17 3akona Ne 61-03 npeqmaraercs H3NOXKHTH B HOBOH
pefaKkuyH, YTO MO3BONAeT U3GeXaTh HEOLHOIHAYHOIO TOJKOBAHUA CYILIECTBYHOLIEH
pefakuMy YKa3aHHOW YaCTH M J2eT BO3MOXHOCTh 3asiBUTEINIO NIPH rOCYAapCTBEHHOH
pErHcTpaludyd BOCHPOU3BENEHHBIX JIEKAPCTBEHHBIX MPENapaToB A/ BETEPHHAPHOTO
NpPUMEHEHUsT NpPEACTaBNATE BMECTO OT4eTa pa3paboTuMka O pe3ynbrarax
AOKIMHUYECKOro MCCeJOBaHUA JIEKapCTBEHHOTO CpPEACTBA JUIS BETEPUHApHOIO
npuMeHeHUs 0630p Hay4HBIX paboT 0 pe3ynbraraX ROKIHHUYECKOIO MCCIeOBaHUA
pedepeHTHOro NeKapcTBEHHOro Mpemnapara Uil BETEpHHApPHOrO IPUMEHEHHA U
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NpeJCTaBUTh BMECTO OTYETa O pe3ylbTaTaX KIMHHYECKOTO HCCIeIOBaHUS
NIeKapCTBEHHOTO IIperapara JNis BETEPHHAPHOro NMpUMEHEHWA B IONHOM 0OBeMe -
OTYET O pe3ynbTaTaXx MCCIEAOBaHUA OHO’KBUBANIEHTHOCTH BOCIIPOM3BEAEHHOTO
NIeKapCTBEHHOTO Ipernapara A BeTepHHAPHOTO MPUMEHEHHUS.

Takxe 3aKOHOINPOEKT YCTPaHAET BOIMOXHOCTh HEOJHO3HAYHOIO TONKOBAHUS
yactd 5 ctathd 17 3akoHa Ne 61-®3 B OTHOLIEHHWH KOJMYECTBA MpPeACTABIISIEMBIX
JUTS MPOXOXAEHUSA TOCyRapCTBEHHOHW pEerucTpalldd B COCTaBe PErHCTPAlMOHHOrO
JI0OCbe MaKETOB [EPBUYHON U BTOpUUHOI (MOTpeOUTENbCKOI) YITAaKOBOK.

5.TlynkToM 5 cTaThM 1 3akOHONMpPOEKTa IpPefyCMATPHUBAETCH BO3MOXKHOCTD
BO3BpaTa 3asBUTEMIO JOKYMEHTOB, COAEPXALMXCA B PErHCTPAllHOHHOM NOCHE, B
cllydae MpUHATHSA pellieHUud 00 oTkase B OpraHU3aLlH 3KCIEepTU3bl JIEKAPCTBEHHOTO
CpeJCTBa U1 BETEpUHAPHOTO NpUMEHEHHS.

6. [Tynktom 6 crateu | 3akoHorpoekta B cTaThe 24 3akoHa Ne 61-03
npeaycMaTpHUBaeTCs YTOdHEHHe o0O6pas3loB, NpeACTaBNsAEMEIX IS MPOBEHEHUA
JKCMEepTH3kl Ka4eCTBa JIEKapCTBEHHOrO CPefiCTBA, C YYETOM U3MEHEHH, BHOCHMEBIX
MYHKTOM 2 CTaThH | 3aKOHOMpOEKTA.

7. TlynktomM 7 crathd | 3aKOHONMpPOEKTa MNOMHMO HOPHAUKO-TEXHHYECKHX
M3MEHEHHH IpeayaraeTcs YCTaHOBUTh HEOOXOAUMOCTb MOJAYH 3aABHTEIIEM
3agBMEHUA O MOATBEPNAECHUH TOCYJapCTBEHHOH pErucrpalud eKapCTBEHHOIo
npernapata HE [O3QHEE CpOKAa OKOHYAaHHA [JOeHCTBUA PperucTpalHOHHOrO
YAOCTOBEpEHHA JIEKAPCTBEHHOIO NpenapaTa Jjif BETEpHHAPHOIO NPHMEHEHHS.

Kpome toro, ycraHaBnHBaeTCS BO3MOXHOCTh OGpallieHHs 10 HCTeUeHHS CPOKa
FTOAHOCTH JIEKapCTBEHHBIX TIpemapaToB IS BETEPHHAPHOrO MpPUMEHEHHUS,
NpoU3BeJieHHBIX B TEHYEHWH CTa BOCBMHUJECHTH KaJEeHHAPHBIX OHEH MOCle aaThi
NpPHHATHA YMOMHOMOYEHHBIM (eflepanbHBIM OpPraHOM HCIOMHUTENRHOR BIACTH
pelleHuss O MOATBEPXJEHHH TOCyapCTBEHHOW perucTpauuH, B COOTBETCTBHUU C
uHbopMalHelt, codepxkaiieiicda B JOKYMEHTaX perMcTpauUMOHHOro JOChe Ha
NIeKapCTBEHHBI# Ipenapat, A0 OaThl MPUHSATHA TAKoro peueHus. B Hacrtosuiee
BpeMs yKa3aHHass HOpMa paclpOCTpaHSeTCA TONBKO Ha ofpallleHUe JeKapCTBEHHBIX
MpenapaToB Ui MEAULMHCKOTO PUMEHEHHUS.

8. [lynkTom 8 cTaThu | 3aKOHONpOEKTA MpeAyCMAaTPHBAETCA AN U3IMECHEHHH,
KacalollUXcs MpoLEeAypsl BHECEHHS H3MEHEHUHl B [OKyMEHTHI, colepxaluecs
B PErHCTPAlHOHHOM AOChE, B YaCTHOCTH:

yCTaHOBNIEHHE HEOOXOMMMOCTH IMOAAYM 3asABACHHS O BHECEHHH M3IMEHEHMH B
JOKYMEHTBI, CoJepXKalluecs B PeriCTPallHOHHOM JOChe, B CTydae peopraHH3aLHH
IOpUIMYECKOTO  JHLa  (#epkaTensd  MIM  BIafeNbla  perucTpalMOHHOTrO
YHOCTOBEpEHHs IIEKapCTBEHHOro Ipernapara JJjs BETEpUHApHOIO MNPHUMEHEHUH,
pa3paboT4yMKa HIIH [TPOU3BOAMTENS TeKapCTBEHHBIX MpeNnapaToB A1 BETEPUHAPHOTO
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NPUMEHEHUA) HE MO3JHEe 4eM uepe3 TpPUAUATH pabouux AHed co AHA NMPUHATHA
JOKyMEHTa, MOATBEpXJAlolEro (akT BHECEHUS COOTBETCTBYIOUIMX H3MEHEHMH B
eNUHBIM TOCYNApCTBEHHBIA peecTp MOPUAMYECKHX JHL (AN OpraHH3aIuii,
3aperCTPUPOBaHHBIX HAa TeppuTopud Poccuitckoit depepauuu), UMM HUHOro
JIOKYMEHTa, MOATBEPXKJAIOIIET0 peopraHu3auMIo IOpHAMYecKoro mHua (ans
OpraHu3alui, He 3aperucTpUpOBaHHAIX Ha TeppuTOpuM Poccuiickoit Meaepanun);

npuseneHue 3akoHa Ne 61-P3 B coorBeTcTBUE ¢ DesepaNbHBIM 3aKOHOM OT
27 wrons 2010 r. Ne 210-®3 "O6 opranuzanuu NpeJoCTaBlIeHUS rOCY JapCTBEHHBIX U
MYHUIMIATBHBIX yCIyr" B 4HaCTH YCTaHOBNIEHUs 3ampeTa TpeGOBaTh OT 3asBUTENS
MpeACTaBlIeHUS JOKYMEHTOB, B TOM YHCIE MIOJTBEPXKAAIOUIMX BHECEHUE 3aABUTENEM
Mnatel 3a IpPeROCTaBICHHE TIOCYHApPCTBEHHOR YCIIYTHM, KOTOpbIE HaxXOAATCS B
pacnopseHUH HHBIX OPTaHOB, YYACTBYIOIUX B IIPEIOCTaBIEHUH rOCyAapCTBEHHOMN
yciyry (B HacTH JOKYMEHTOB 00 yIiaTe rocyAapcTBEHHOMH MOULTHHEI);

yBEIHUYEHHE CpOKa, B TeYeHUE KOTOpPOro YMOJHOMO4YEHHBIH denepanbHbId
opraH HCMOJHUTENBHON BIaCTH NPHHUMAET pelieHUe O BHECEHHH H3MEHEHUH B
JIOKYMEHTBI, COJIEPIKAII[MECS B PErHCTPALIMOHHOM JOChE, HIIM 06 OTKa3e BO BHECEHUH
TakUX H3MEHEHHH, BHOCUT B rOCyJapCTBEHHBIH peecTp JIeKapCTBEHHBIX CpPEACTB
HeOOXOAUMBIE U3MEHEHUS ¥ BO3BpAlLaeT JOKYMEHTHI 3agBUTEMIO, C MATH 10 AECATH
JHEH [0 aHaJIOrMH C [poUEAYpPAMM TOCYRApCTBEHHOH perucrpauud U
NOATBEPKACHUA rOCy AapPCTBEHHON perucTpaLuy;

yCTaHOBNEHUE BO3MOXKHOCTH COXpaHeHUst HOMepa BBbITAHHOTO
PETUCTPALIMOHHOrO YOCTOBEPEHHS JIEKApCTBEHHOTO Ipenapara B cjiydae BHECEHMS
H3MEHEHHUH B YaCTU CBEJCHUH, COepiKaILUXCS B PETUCTPALIHOHHOM Y0CTOBEPEHHH.

9. Tlonnmynkrom "6" nynkra 10 W nyukrTom 12 crarteu | 3aKkoHOmpoekTa
BHOCATCS H3MEHEHUSA C LENbI0 JOMycKa IIpOAaXku, MepeAadd JeKapCTBEHHBIX
CPENCTB MPOU3BOJUTENSIMH JIEKAPCTBEHHBIX CPEACTB M OpraHH3allMAMH OIITOBOM
TOPrOBJIK JIEKAPCTBEHHBIMU CpPEACTBAMH HUHAMBHAYANEHBEIM [peXpHHUMATENAM,
OCYILECTBIAIOIIMM pa3Be/IEcHHE, BhIpAlIMBaHHE U COlepIKaHKe XUBOTHBIX. [Ipu s3TOM
YCTaHaBIHBAETCS 3alpeT HAa MpPOAAXy H Mepefgady OpraHusalusaM U
HHIUBUAYaTbHBIM NpeanpUHUAMATENAM, OCYILIECTBIAIOILIM pasBescHHUe,
BBIpALIHBaHHE U COJAEPKAHUE KUBOTHBIX, papMaLeBTHUECKHX cybcTaHLUiM, TaKk KakK
yKaszaHHble JIMA HE BIIpaBe OCYIIECTBIATH MPOM3BOACTBO WM U3rOTOBIEHME
NIeKapCTBEHHBIX [IpernapaTos.

10. ITynkrom 13 crateu 1 3aKOHOMpOEKTa npexycMarpuBaeTcs
OCYLUECTBIEHHE OTMyCKa JI€KapCTBEHHBIX MpPENapaToB [ BeTepUHAPHOIO
NPUMEHEHUS B COOTBETCTBHU C [MpaBUIaMH HaANexalued antTeyHoi MpaKTUKU
JIeKapCTBEHHEBIX IIpENapaToB /i1 BeTEPHHAPHOrO PUMEHEHHS.
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B Hacrosiee Bpems B 3akoHe Ne 61-D3 mpenycMOTpEHO YTBEpXKAeHHE
YNOJIHOMOYEHHBIM (DefiepalbHBIM OpPraHOM HCIIOJHUTE/IBHOH BIACTH HECKOIBKHX
HOPMATHBHBIX I[IPABOBRIX AKTOB, KAaCalOIUMXCA OTITYCKa JIEKapCTBEHHBIX IPEIIapaToB
JUI BETEpUHAPHOro NMpuMeHeHUus (YacTh 4 CTAaThM 55 4 yacth | cTaThd 55 3akona
Ne 61-03). dakTuyeckd TmpaBuna OTMYCKa JIEKAPCTBEHHBIX I[IPENApaTOB s
BETEPUHAPHOrO MNPUMEHEHUd BETEpHHApHBIMHM  alTEeYHBIMM  OpraHM3allUsMH,
BETEpUHApHBIMH  OpraHU3auMAMH, HHIWBUAYATBHRIMU NpPEANPUHUMATENAMH,
MMEIOIIMMH JTHUEH3MI0 Ha (PapMalEeBTHHECKYIO JEATENBHOCTh, SBIAIOTCA 4AaCThIO
MpaBul HajIexale anTeuHO! NPaKTHKH.

11. TogmyHkroMm "r" myHkTa 14 craTh | 3aKOHONMpPOEKTa YCTaHaBIMBAETCA
TpeboBaHHE K JAepXKaTelqio MIM BIAJeNbly PErHCTPaLHOHHOIO YAOCTOBEPEHHS
NMEeKapCTBEHHOr0 Mpenapara A BEeTEPUHAPHOTO NPUMEHEHHA MPEACTaBIATh B
YMOTHOMOYEHHBIA (eaepanbHblii OpraH HCIOJHUTENLHOR BJIACTH OTYET [0
pe3ynbTataM (papMakoHa30pa, a TaKkKe MEPHOAUYHOCTh MPEACTABIEHHUS TAKOro
otdiera. B Hacrosuee BpeMs YykasaHHas HOpMa IpPeXyCMOTpeHa 4YacThio 22
cratei 18 3akoHa Ne 61-d3 u pacnpocTpaHsercs JMIUL HA JAepXaTeneid WM
Blajfie/blieB peruCTPaliMOHHOTO YAOCTOBEPEHMs JIEKAapCTBEHHOrO IIperapara Juist
MENULHUHCKOr0 MPUMEHEHHUS.

12. IlpenycMoTpeHHBIE 3aKOHOMPOEKTOM H3MEHEHMS, KacarolHecs BOIIPOCOB
obpallleHUst II€KapCTBEHHBIX CPEACTB KakK JAA BETEpUHApPHOro, TaK M AN
MEIHUMHCKOTO MPUMEHEHUS, HOCAT TEXHU4ECKUI XapaKTep.

Tak, nyHkt9 crateml  3aKOHOINpoeKTa  YCTpaHfeT  HMelolleecH
HecooTBeTcTBHE B cTaThe 37 3akoHa Ne61-®3. B Hacrosmee BpeMs He
Mpe/CTaBAseTCd BO3MOXHEIM pasMelieHUe YITOTHOMOYEHHBIM  (eaepanbHBIM
OpraHOM HCHONHHUTENbHOM BNACTHU Ha CBOeEM O(QUUHATLHOM caite B CETH
"Unreprer" undopmanun, cBa3aHHOR C MpOBENEHHEM 3KCIIEPTH3BI JIEKapCTBEHHBIX
cpeacts  (BxmoHas — pe3ynbTaThl €€ MpOBEfeHHA), HUHGOpPMAlHH O
3aperucTpUPOBAHHABIX JIEKAPCTBEHHBIX IMpernaparax M JIeKapCcTBEHHBIX Nperaparax,
UCKAIOYEHHBIX M3 rOCYJApCTBEHHOTO peecTpa JEeKApCTBEHHBIX CPEACTB, B TEYEHHE
OsATH pabo4uX JHEH co [HA MONyUeHUs 3asBIEHHUA O FOCYRapCTBEHHOW percrpauuu
JIeKapCTBEHHOrO Npemnapara.

13. ToanyHkT "a" mnyHkTa 10 cTaThu |  3aKOHOMpPOEKT2 HAMpaBieH Ha
co3faHMe 3aKOHOJAaTelbHOH  OCHOBBI, MO3BOJAIOIIEH Npd  NPOU3BOACTBE
JIEKapCTBEHHRIX [IpEMNapaToB JJif BETEpPUHAPHOTO IPUMEHEHHS HCIOJIb30BaTh
dapMalleBTHYECKHE CYOCTaHIMM, BKIIOYEHHbIE B TOCYNAapCTBEHHHIH peecTp
JI€KapCTBEHHERIX CPEJICTB AN MEAUIMHCKOro MpUMEHEHUs U NMpeaHasHaYeHHbIe I
IIPOU3BOACTBA JIEKAPCTBEHHBIX IperapaToB A/ MEAULIMHCKOrO MPUMEHEHH .

CooTtBeTcTBYIOLIEE MpeoxeHHe CHOPMUPOBAHO HCXOs U3 CIEAYIOUIETO.
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Crarpeit 34 3akoHa Ne61-®3 mpesycMOTpeH MOPSAJOK — BKIFOYEHHUSA
¢dapManeBTUHEeCKOM  CyOCTaHUMH, NpPOM3BEJECHHOW  ANA  pealu3alyu, B
roCyIapCTBEHHbI peecTp JIEKapCTBEHHBIX CpPeACTB. B OTIHUHE OT 3HAYMTENBHBIX
pasnuuuii MeXAy rocylapCTBEHHON perucTpalueil TeKapCTBEHHBIX MPENapaToB s
MEIHULWHCKOT0 NpPHMEHEHHUS U JIEKapCTBEHHEBIX MpEMNaparoB A BETEPHHAPHOrO
NpUMeHeHHUd  [polefypa  BKIIOYeHHSs  (papmalleBTHUeCKOH  cy6CcTaHLuH,
NPOM3BEJIEHHON JUIs peanu3aldd, B TOCYAApCTBEHHBIA peecTp IleKapCTBEHHBIX
CpEeACTB OJMHAKOBA, YTO CBHJETENLCTBYET, 110 MHEeHMIO Gu3Hec-coobllecTBa, 06
M30BITOYHOCTY TpeGOBaHUN O MNPOBENEHUH JUIMTENBHBIX H JOPOTOCTOSIMIKX
npouenyp [MOBTOPHOrO BKIIOYeHMS <¢apMaleBTUYeCKHX CcyOcTaHUui, yxe
BKJIIOYEHHBIX B T[OCY[JAapCTBEHHBI# peecTp JIeKapCTBEHHBIX CPEACTB s
MEULMHCKOr0 MPUMEHEHHs, B rOCyAapCTBEHHbIH peecTp NeKapCTBEHHBIX CPEACTR
JU1s BETEPUHAPHOI0 NMPUMEHEHU.

Kpome Toro, [TonoxeHue o NHIEH3UPOBAHUM MIPOU3BOJCTBA TEKAPCTBEHHBIX
CpeACTB, YTBepXxIeHHoe nocraHoBieHueM [IpaBurenncra Poccuiickoit ®denepauuun
or 6utona 2012 r. Ne 686, ycTaHaBNIUMBaeT €AMHBIA MOPANOK JIMLIEH3UPOBAHUS
JeSTeNbHOCTH [0 IPOM3BOACTBY JIEKAPCTBEHHBIX CpEACTB, OCYILUECTBIsAEMOi
IOPUAMYECKUMU IMLIAMHU B COOTBETCTBHH ¢ 3akoHOM Ne 61-D3.

[TpaBuna Hagmexauieid MPOU3BOACTBEHHOM IPAKTUKH, YTBEPXACHHBIE
npukazoM Muunpomropra Poccun ot 14 utonst 2013 r. Ne 916, ycraHarnuparoT
obume TpeOOBaHMA K OpraHM3alMd TMPOM3BOACTBA M KOHTPOJIA Ka4iecTBa
JEKapCTBEHHBIX CPEACTB ANA MEJULMHCKOro MpHMEHEHUS U BETEPHHApPHOIrO
NpUMEHEHU.

B cootBercTBuM ¢ nmyHkToM 2 ctathk 4 3axoHa Ne 61-D3 dapmanenruyeckoit
cyOcTaHUMel SBNSETCA NEKAPCTBEHHOE CPENCTBO B BHIE OJHOrO MM HECKOJIBKHX
obnaparomux (GapMakonorHyeckod akTHUBHOCTBIO MAEHCTBYIOUIMX BELIECTB BHE
3aBUCHMOCTH OT TpPHUPOABI IPOMUCXOXAEHHSA, KOTOpOe IpefHa3sHa4YyeHO I
[IpOU3BOACTBA, H3TOTOBIEHHS JIEKAPCTBEHHBIX [IPENApaToB M ONpefeNnseT MX
3¢ PeKTHBHOCTE.

K dapMauesTuyeckuM cyOCTaHLIMAM OTHOCATCS, B YacCTHOCTH, CJIEAyOLIHE
BELIECTBA: CyXHe OKCTPaKThl TpaB, aMHHOKHCIOTHI, MECTHLHAbI, BHTAMUHBEI,
aHTUOMOTUKM M JApYrHe KaTeropud BellecTB, obmanarommx ¢apmaleBTHYECKOH
aKTHBHOCTBIO. BhIleyka3zaHHble BeUIECTBa HCMONB3YIOTCA KakK IS NpPOU3BOJCTBA
NEKapCTBEHHRIX [MpeNnapaToB MANA MEOUIMHCKOIO MpUMEHEHHs, Tak M Ul
MPOU3BOACTBA JEKapPCTBEHHBIX NPENapaToB AJIA BETEPHHAPHOrO IPUMEHEHHUS.

Hanpumep, npu npou3BOACTBE  JIEKApPCTBEHHOro  Ipernapara  Ais
BeTepHHapHOro rmnpuMmeHeHus KeromkekT wucnonbsayercs ¢apMaieBTHYECKAS
cybcTaHIUs KeTonpogeH, KoTopas OJHOBPEMEHHO UCIIONb3yeTcs Ui MIpPOM3BOACTBA
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TIEKapCTBEHHOro Mpemapara U4 MEAMUMHCKOro mpuMeneHus Ketompoden
(50 wmr/mn, pacTBOp .M BHYTPMBEHHOTO BBEJiEHHA);, NPH MPOUIBOACTBE
JIEKapCTBEHHOI0  nperapata a4  BeTepHHapHoro npuMeHeHus Ilunpon
ucnoneiyercs  ¢apMalesTMyeckas CyOCTaHLUMA  UHMIPOQUIOKCALMH, KOTOpas
OJJHOBpEMEHHO HCHO/B3YeTCs JJIA NPOU3BOJACTBA JIEKAPCTBEHHOro Npenapara mis
MeAMLIMHCKOro npuMeHenus Lunpomen.

ObreM dapmaneBTHIECKHX CYOCTaHLMH, HCIONB3YEMEIX OJHOBPEMEHHO KaK
JUTS TIPOM3BOJCTBA JIEKAPCTBEHHBIX IPENapaToB AN MEJULIMHCKOr0 HasHaYeHUs, TaK
W Ui MPOU3BOJACTBA NEKAPCTBEHHEIX MpPENaparoB A BETEPUHAPHOTrO Ha3HAYEHUS,
o pa3fiMYHbIM OLEHKaM, COCTaBnseT Jo 67% Bcero obnreMa ¢apMaleBTHYECKUX
Cy6CTaHUMM, MCIONB3YEMBIX MPH MPOM3BOACTBE JIEKAPCTBEHHBIX MPENapaToB MM
BeTepMHApHOro rnpuMeHeHust. Ilpu sToM Takue dapmauesTHueckue CyGCTaHLUU
npuobpetarorcs y 50 pasnUYHBIX MPOM3BOAMTENEH JIEKAPCTBEHHBIX CPEACTS,
pacnooxeHHsIX B 19 crpanax mupa.

B HacTosdiee BpeMA MPOMU3BOACTBO JIEKAPCTBEHHLIX [IPENapaToB s
BETEpUHAPHOTO MPHMEHEHHS JOMYCKAaeTCsd WCKIIOUHTENRHO C HCIO0Nb3OBaAHUEM
¢dapMaleBTHYECKUX CYOCTaHUMM, BKIIIOYEHHBIX B T[OCYJapCTBEHHBIH pEECTp
JIEKapCTBEHHBIX CPENCTB AN BETEpHHApHOro NpuMeHeHud. Ui ocylecTBIEHHS
AEATENLHOCTH MO0 MPOU3BOACTBY TakUX (hapMaueBTHUECKMX cyOCcTaHIMit Tpebyercs
nonyyeH1e COOTBETCTBYIOLIEH MHULIEH3UM, BbIiaBaeMoit Poccennxo3Hag3opoM.

[Ipoussomutento QapManeBTHYECKOR CYOCTAHUMM, HMEIOUIEMY BHIIAHHYIO
MunnpomroproM PoccuM JHMUEH3UIO HAa OCYIIECTBICHHE JEATENBHOCTH 110
NPOU3BOACTBY JIEKAapCTBEHHBIX CPEACTB, AJIA peanu3aluu 3Toil (apMaleBTHYECKO
CYOCTaHUMH [POU3BOAMTENIO NI€KAPCTBEHHBIX MpernaparoB A BeTEPUHAPHOrO
NpUMEHEHUst TpeOyeTcs TakkKe [MOJyueHUE COOTBETCTBYIOILEH  JIMLIEH3UH,
BeIlaBaeMoi Poccenibxo3Han3opoM, 4TO BlieyeT 3a coGOl ABOMHON KOHTPOMb CO
CTOpPOHBI (eiepabHBIX OPraHOB HCIIONHHUTENLHOR BIACTYU. '

WsMeHenus B cTaThio 45 3akoHa Ne 61-®3, npeanaraeMsle MOANYHKTOM "a"
nyukra 10 craTeM |  3aKOHOMpOeKkTa, [O3BONSIOLIME (pPH  MPOM3BOLCTBE
JIEKapCTBEHHBIX MpENapaToB [ BETEPUHAPHOrO MPHUMEHEHUS MCIIONIB30BaTh
dapmalieBTHUECKME CYOCTAHLMH, BKIIOYEHHBIE B TIOCYJAPCTBEHHBIA peecTp
JIEKapCTBEHHBIX CPEACTB AMS MERULIUHCKOIO NMPUMEHEHUS W MpeJHa3Ha4eHHbIE OIS
NMPOU3BOACTBA JIEKAPCTBEHHBIX IpENapaToB AAsS MEAMLIMHCKOrO MpUMEHEHUS, He
NOBNEKYT 3a 060/ NOMOTHUTENBHBIX AAMHUHUCTPATHRBHAIX H MHBIX MOCIEACTBUA 1A
Munanpasa Poccun.

14. B Muncensxo3e Poccun umerorcs oOpallleHUst pOCCHICKHX 300I1apKoB,
PErMOHAIBHBIX OpPraHOB BIACTH, OOLIECTBEHHBIX OpraHM3aUUi O He0OXOAMMOCTH
BBO3a HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpENapaToB IS JeYeHUS OUKUX
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KMBOTHBIX, pHHAIEKAIMX K BUAaM, 3aHeceHHbIM B KpacHyro kuury Poccuitckoit
Qenepauny U Hy>kIaoumUmcs B ocoboit oxpasxe.

VcraHosieHHass myHkToM 5 vacti | crateu 50 3akona Ne 61-®3 HopMma
O BO3MOXHOCTH BB03a He3aperHCTPUPOBAaHHBIX JIEKapCTBEHHBIX IIpenapaToB
pacrpoCcTpaHseTcs JIUIIE Ha Cly4ad JIeYEHUS KOHKPETHBIX XHUBOTHBIX B 300MapKax,
a TaKXke >WBOTHBIX, BBO3MMBIX B Poccuiickyro @epepanuio s ydacTus B
CIIOPTUBHBIX M 3pENUIIHBIX MEPOIPHUATHUSAX.

Takum obpaszom, neyeHHe AMKUX >KUBOTHBIX, NMPHHAMIEKAIMX K PEOKUM H
HAXOJAWMMCH [OJT Yrpo3oél UCYE3HOBEHUA BMIAM, XUBOTHEIX B 300Cajax,
JensQUHApHAX, OKeaHapHyMmaX He MoMagaeT MOX JeicTBHe MyHKTa 5 crathu 50
3akoHa Ne 61-03.

IMynkrom 11 crateu | 3aKkoHOMpOEKTa [MpejaracTcs pPacnpoCTPaHUTh
yKazaHHYI0 HOpPMY Takke B OTHOLIEHHHM JIEKApCTBEHHBIX IIPEraparos,
npegHa3zHa4YeHHbIX A JIeYeHHS  KOHKPETHBIX IKMBOTHBRIX B  300cajax,
OKeaHapuymax, JenbOUHApUsX W JUKUX XXUBOTHBIX, [OCTOSHHO HIM BPEMEHHO
HacensmowWux Tepputopuio Poccuiickoit Meaepaiun, HaxoQALIUXCA B COCTOSHHM
ecTecTBEHHOH CBOOOAR! ¥ MPUHAIEXAIUX K BUAAM, 3aHECEHHBIM B KpacHYI0 KHHIY
Poccuiickoit ®enmepaunu u (unu) KpacHsie kHuru cy6pekTtoB Poccuickoi
Depepauun.

B Poccuiickoit defepauuu B KayecTBEe JIEKAPCTBEHHBIX IIpeNiapaToB JUiA
BETEPUHAPHOrO IPUMEHEHHUS 3aperMCTpHpPOBAHbI B 60OJIBIIMHCTBE CBOEM MpENapaThl,
npegHa3HaY€HHbIE [N JICYEHHA CEJIbCKOXO3AHCTBEHHBIX >XMBOTHBIX H MEIKHX
JOMalIHUX >XUBOTHBIX. BUIOBRie 0COOEHHOCTH OpraHu3Ma AMKUX U IK30TUYECKUX
HMBOTHBIX He MO3BOJIAIOT MPUMEHATh yKa3aHHbIE JICKAPCTBEHHEIE TIpeNapaThl TAKUM
KHUBOTHBIM. O(QQeKTUBHOCTS JIEeKAPCTBEHHBIX I[IpEeNaparoB /IS BETEPHHAPHOIQ
NpUMEHEHUS, NMpeqHa3HAYEHHBIX I JIeYeHUS XMBOTHBIX OJHOTO BUAA, 3a4acCTYIO
HEJOCTATOYHA AJI OKa3aHWs MOMOIIM >XHBOTHEIM ApPYroro BHAA MpPH pas3IMUHBIX
3aboneBaHUAX,

3aKkOHONPOEKT He MpOoTHBOpedUT MonoxeHuaMm J[lorosopa o EspasuiickoM
9KOHOMHUYECKOM COl03€, a TaKXKe [TOJI0OKEHHAM HHBIX MEXAYHapOAHEIX AOrOBOPOB
Poccuiickoit ®enepauun. Ilpeqnaraemple UM peHieHUs He BIUAIOT Ha JOCTHXEHHE
Henei rocyaapcTBeHHsIX mporpamm Poccuiickoit ®eneparui.

Peanuzanus npeycMOTpeHHBIX 3aKOHONPOEKTOM MOTHOMOYHIi deaepanbHOro
opraHa HMCIMOIHMTENBHOR BJIACTH, OCYIHECTBISIOIIEr0 rocyAapcTBEHHBIH KOHTPOIB
(Ham3op) B cdepe oOpalueHHs JIEKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOTO
NpHMeHeHHs, O6yeT OCyLIEeCTBIATLCA B Ipeenax ycraHoBileHHO# IIpaBurenscTBOM
Poccuiickoit ®enepauuyu YMcnieHHOCTH PaGOTHUKOB U OHOKETHBIX ACCUTHOBAHMI,
NPERYCMOTPEHHBIX UM B ¢enepaibHOM OrOfKeTe Ha PYKOBOACTBO H YIIpaBlICHHE
B cepe YCTaHOBNEHHBIX QYHKIHIA.

£
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OHNHAHCOBO-3KOHOMNYECKOE OBOCHOBAHHUE

K npoekTy ¢deaepabHOro 3aKoHa
"O BHeceHuHU HiMeHeHuil B Degepannuniit 3axon ""O6 oGpawenuu
JIEKApCTBEeHHBIX CPEACTR'' B HacTH peryJMpoBaHus o0paieHHs
JIeKapCTBEHHBIX CPEICTB /A BETEPHHAPHOIO NpUMeHeHHs "

Peanuzauus OegepansHoro 3akoHa "O BHeceHUU u3MeHeHHH B DeaepansHelit
3akoH "O6 oOpallleHHd JeKapCTBEHHBIX CpeJCTB" B YacTH peryJdpoBaHHs
obpallleHHs  JIeKapCTBEHHBIX CpPEACTB  [Jjif  BETEPMHApHOIO NpPUMEHEHHUS"
He rmoTpeOyeT yBeNW4YEHUs IUTAaTHOR HMUCIEHHOCTH (efepalbHEIX OpraHoB
HCTIONMHUTENRHOM BIACTH U JOMONHUTENLHBIX pacXonoB deaepanbHoro 6romxera.
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HEPEYEHB

(peaepaibHBIX 32KOHOB, NOAEKALIUX PUIHAHUIO YTPATHBLIUHMH CHJTY,
NPpUOCTAHOBJIEHHIO, H3MEHEHHIO MJTH IPHHATHIO B CBA3H C NIPOEKTOM
(deaepansHoro 3akoHa 'O BHeceHUH H3MeHeHUi B DeepabHbIi 3aKOH
"00 oOpameHuu JieKkapcTBEHHbIX cpeCTB' B HACTH peryJupoBaHHUA
ofpaleHHs JeKapCTBEHHbIX CPEACTB A/ BeTepPHHAPHOIro nNpuMeneHns’’

[Tpunsarine ®epepansHoro 3akoHa "Q BHeceHUH W3MeHeHWd B DefepasnbHblit
3akoH "OO6 ofpallieHuH JIEKApCTBEHHBIX CPEACTB' B HYacTH peryJHpPOBaHUS
obpallleHUst JE€KapCTBEHHBIX CpPENCTB [MIA BETEPUHAPHOTO IPUMEHEHHA" He
norpedyeT MpU3HAHUA YTPATUBIIUMM CHJTy, NPHOCTAHOBMEHHUA, HIMEHEHUS,
JOMONHEHUS UK NPHHATUA efepanbHbIX 3aKOHOB.
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IIEPEYEHD

HOPMaTUHBHBIX NpaBoBbiXx akTOB [Ipe3naenta Poccuiickoit Peepaunm,
IIpaButennctBa Poccniickoii Pegepanuu u ¢esepabHbIX OPraHoB
HCMOJHUTEIbHOH BJIACTH, MOAJEKAUMX NPHIHAHHIO YTPATHBILHMH CHY,
NPHOCTAHOBJIEHHIO, H3MEHEHHIO HJIH NPHHATHIO B CBAI3H C IPHHATHEM POEKTA
tdbenepanbHoro 3akona 'O BHeceHHH H3MeHeHHIt B PeepalibHLIi 3aKOH
"O6 ofpaileHun JeKapcTBEHHBIX CpelcTB'' B YACTH pery/IHpoBaHUNA
o6paleHHR JIeKapCTBEHHBIX CPEACTB JJifi BeTepUHAPHOT0 MpHMeHeHun "'

ITpunsatue PenepansHoro 3akoHa "O BHeceHUM U3MeHeHUl B DeaepanbHbli
3akoH "O6 oOpalieHdHd NeKapcTBEHHBIX CpeAcTB' B HacTH perylMpOBaHHA
obpalllecHHs eKapCTBEHHBIX CPEJACTB ANA BeTEpHHApPHOTrO NpUMeHeHHs" (nanee -
3aKOHOMPOEKT) noTpedyerT:

1. BHeceHHss u3MEHEHMI B ClleAyiOUIMEe HOPMATHBHbIE [PABOBBIE AaKThI
ITpaBuTenscTBa Poccuiickoit deneparuu:

a) [Tonoxenne o Munucrepctee censckoro xoasictea Poccuitckoit
Qenepauuyu, yTBepXAeHHoe rnoctaHoBnenueM [lpaButennctBa Poccuiickoit
Genepaunu ot 12 utons 2008 r. Ne 450 (nanee - [Tonoxenue Ne 450).

O6ocHoBaHMEM HeOOXOAMMOCTH BHeceHUs uaMmeHeHU# B [lomoxxenue Ne 450
ABNAIOTCA MyHKTHI 2 U 13 craThH | 3aKOHONpOEKTA.

Ilenamu BHeceHus uaMeHeuuit B ITonoxenue Ne 450 asnsioTcs:

MCKIIFOYeHHe MnonHoMouns MuHcenpxo3a PoccuM Mo NpUHATHIO TNPaBHI
OTHYCKa JIEKapCTBEHHBIX  IpenapaToB [Ans  BETEPUHADHOTO  [PUMEHEHHS
BETEPUHAPHBIMU AaNTEYHBIMH OpraHU3alMsAMK, BETEPHHAPHBIMHU OpraHHU3aLUAMH,
MHAUBHAYANBHBIMH  NpeANpUHUMATENSMH,  HMEIOUMMH  JIHLUEH3HIO  Ha
(apMalLeBTHYECKYIO  JEATENhHOCTh, IPEAYCMOTPEHHOrO  MOAMYHKTOM 5.2.25%
IMlonoxenns Ne450. TIlopsmox oTmycka JeKapCTBEHHBIX MpenapaToB JUid
BETEPUHAPHOT0 MpUMEeHEHUs 6y1eT YCTaHOBJIEH B MMpaBUiIaxX Hajulexalled anTeqyHou
MNpakTHKH  JIEKapCTBEHHBIX MpenapaTroB [Uis BETEPMHApHOrO  [IPUMEHEHHS
(noanyHkT 5.2.25'% Tonoxenus Ne 450);

yTOYHEHHE MoJMHOMO4YMs MuHcensxo3a Poccud [0 OPHUHATHIO TOPAJKA
BblJaud W (OpMBI HOKYMEHTa, KOTOpBIi TMOATBEPXKAAET, YTO INPOHU3BOACTBO
JIEKapCTBEHHOIrO IMpernapara [ BETEpHHAPHOIO IMPUMEHEHHUS OCYLUECTBICHO B
COOTBETCTBUU ¢ TpeOOBaHUSMH PaBHII HaAlexallei NPOU3BOACTBEHHON MIPAKTHKH,
NpefyCMOTPEHHOT0  MOJANYHKTOM 5.2.25""  Tlonoxenus Ne450. IIpu aToM
3aKOHOMPOEKTOM [IPeIyCMaTPUBAETCA YCTAaHOBJEHHE MOPAAKA BhIAa4YH U (HOPMBI
OOKYMEHTa,  KOTOPBIA  MOMMEXUT  [peACTaBieHHI0O Mo  TpeGoBaHHIO
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YNOJHOMOYEHHOTO OpraHa CTPaHEI, B KOTOPYIO BBO3MTCSH JIeKapCTBEHHEIN NMpemnapar
JUIS BETEPUHAPHOrO MpHUMEHEHUS;

UCKIIOYeHHe nonHoMoyus Muncensxo3a Poccuu mo yTBepXKAeHHMIO MOpsaka
BBO3a JIEKAPCTBEHHBIX CPEACTB MM BETEpUHApHOro npHMeHeHus B Poccuiickyro
(enepalyio 1 BHIBO3a NIEKAPCTBEHHBIX CPEJCTB IS BETEPMHAPHOro PUMEHEHUS U3
Poccuitckoit Demepauuu, HpeaycMoTpeHHoro moamysktoM 5.2.25'"7 IMonoxernus
Ne 450. B coorBerctBuM uHacThio 1| crathu 47 DefepansHOro 3aKoHa
"O6 oOpallieHUX JI€KapCTBEHHBIX CPEICTB" BBO3 JIEKAPCTBEHHBIX CPEJICTB B
Poccuiickyro  denepanuio  OCYIIECTBASETCS B  [IOPAAKE, YCTAHOBIEHHOM
[paBurenscreom Poccuiickoli Menepauyu;

Hanenenue Muncensxo3a Poccuu monHoMouHeM MO YTBepXAEHHIO (DopMEI
peLenrta Ha JEKapCTBEHHBIN Mpenapar AfAf BETEpUHAPHOro MpUMEHEHHUI, MOpAAKa
obopMmiieHHs, YUY€Ta U XpaHEHHS pELEeINTOB Ha JeKapCTBEHHBIE [penapaThl s
BETEPUHAPHOT'O MPUMEHEHUS.

[lonoBHo# ucnionHuTeNs - Muncensxos Poccuu.

Coucnonuurens - Mundun Poccun, Munakonompaseutus Poccun.

Cpok nmoAroToBkH - uiofb 2019 .

6) Ilonoxene o DeaepanwHoét chayxOe 10  BETEPUHAPHOMY M
GUTOCAHUTAPHOMY HAA30pY, YTBEpKAEHHOE NOCTaHOBIeHUeM [IpaBuTelnncTBa
Poccuiickoit ®enepatuu ot 30 utons 2004 r. Ne 327 (nanee - [Tonoxenue Ne 327).

O6ocHoBaHHeM HEOOXONUMOCTH BHeceHHs u3MeHeHHit B [Tonoxenue Ne 327
ABJIAIOTCA NOAMYHKTHI "6" 1 "B" MyHKTa 2 cTaTh¥ | 3aKOHOMpOEKTA.

[ensto BHeceHus usmeHeHuit B Ilomoxenuwe No 327 gRmIseTcs YTOUHEHHE
nonHomouus Poccenbxo3Hansopa Mo BbIAaue JOKYMEHTA, KOTOpBIH ITOATBEPKIAET,
YTO MPOU3BOACTBO IIEKAPCTBEHHOrO Npenapara s BeTepUHAPHOTO MPUMEHEHUS
OCYLIECTBICHO B COOTBETCTBHM ¢ TpeOOBaHUAMH IpaBWil  HaJIeXallei
MPOU3BOACTBEHHON MPAKTHKH, NPEAYCMOTPEHHOro MOAMyHKToM 5.2.8 TlomoxeHus
No 327. Tlpu 3TOM 3aKOHONPOEKTOM MpPERyCMAaTPUBAETCA YCTAHOBJEHHE MOPAAKA
BBIJAY¥ U (OpMBI JOKYyMEHTa, KOTOpbI IONTBEPKAAET, YTO JNEKAPCTBEHHBIH
Npenapat /11 BeTEPUHAPHOrO NPUMEHEHHs OOoMmylleH k oOpawenuio B Poccuitckoit
Qenepaudy ¥ MOMANEXKHT IPEJCTABICHHIO MO TPeGOBAaHMIO YIIONHOMOYEHHOIO
OpraHa CTPaHbl, B KOTOPYIO BBO3UTCSA JIEKAPCTBEHHBIH Mpenapart IS BETEPUHAPHOTO
NPUMEHEHHS. ‘

["onosHO#R UcnonHuTeNk - MuHcensxos Poccuu.

Coucrnionaurens - Munduu Poccun, MunskonoMpassutus Poccun.

Cpok MoAroToOBKH - urons 2019 r.

2. IlpunaTHA HOPMATHBHBIX MpABOBEIX akToB MuHcensxo3a Poccu,
[IpeayCMaTpHBAIOLLINX :
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yTBepXOeHHe TOpsAAKa BbJayd U (GOpPMBI  JNOKYMEHTa, KOTOpBIM
MOATBEPXIAET, YTO JEKAPCTBEHHBIH MNpenapar Ansg BETEPUHAPHOIO MPUMEHEHUS
JonyuieH K obpatuenuro B Poccuiickot denepaluu ¥ NOMIEKUT MPEJCTABIEHHUIO 10
TpeOOBAaHHIO  YMONHOMOYEHHOro OpraHa CTpaHbl, B KOTOPYIO BBO3MTCS
NeKapcTBEHHEIA Mpenapat A1 BETEPUHAPHOTO NPUMEHEHHH,

yTBepxaeHHe ¢GOpMBI pelenta Ha JIEKapCTBEHHBIA Mpemapar  Ans
BETEPHHAPHOTO MpPUMEHEHUA, nopsaka oQopMIeHus, y4eTa U XpaHeHUS pPEeLenToB
Ha JIeKapCTBEHHBIE [TpernapaThl AJi1 BETEPUHAPHOIo IPHMEHEHHH.

O6ocHoBaHHEM HEOOXOAUMOCTH MPUHATHA COOTBETCTBYIOIIMX HOPMATHBHBIX
NMpaBoBhIX akTOB MuHcensxo3a Poccuu, ABNAOTCA MOAMYHKTHI "8" U "I myHkTa 2
ctaThi | 3aKoHOMpoexTa.

[lensto MPUHATHS COOTBETCTBYIOMIMX HOPMATUBHEIX IIPABOBBIX aKTOB
Muncensxo3a Poccuu sfBaseTcd YCTaHOBNEHHe TMOpAAKa BbIIAYM M QOpPMBI
JOKYMEHTa, KOTOpPBIf MOATBEpXAAeT, 4YTO JIEKApCTBEHHBIA Mpemapar s
BETEPMHAPHOr0 TpUMeHeHUs fomyllieH k oOpaienuio B Poccuiickoit Penepaunu
MOAJIEXXUT MPEeJICTABIEHUIO N0 TpeOOBaHHIO YMOTHOMOYEHHOr0 OpraHa CTpaHhl, B
KOTOPYHO) BBO3HTCS [1€KapCTBEHHBIHA MpenapaT A1 BETEPUHAPHOro NMPUMEHEHHS, a
TaKKe YCTaHOBNeHHe ¢GOpMEI peLenTa Ha JeKapCTBEHHBIA mpenapat s
BETEPUHAPHOTO TPUMEHEHHS, NMopsjgka oGOpMICHUS, y4eTa U XpaHEHHS pELENTOB
Ha JIeKapCTBEHHBIE [IpernapaThl 11 BETEPMHAPHOI0 IPUMEHEHHSI.

["onoBHo# HcnonHuTeNb - MuHcenbxo3 Poccuu.

Cpok moAroToBkH - okTa6ps 2019 .
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NIPABUTEJILCTBO Poccm‘/‘ICKoﬁ ®F/IEPAIINH
PACIIOPSIXKEHUE

ot 7 Mapta 2019 r. Ne 364-p

MOCKBA

1.Buectu B TocymapcrBenHyro [ymy ®eaepanbHoro Cobpaxus
Poccuiickoii ®epepauuu mnpoexr degepanbHoro 3akoHa "O BHeceHHU
usMeHeHuid B Depmepansublii 3akoH "OO6 ofpaineHud JeKapCTBEHHBIX
CpeAcTB" B YacTH perynHpoBaHHs oOOpalleHHd JeKapCTBEHHBIX CpenCTB
JUTSt BETEPHHAPHOIO IPUMEHEHHA "

2. HazHauutk cTarc-cexperaps - 3aMecTuTenss MuMHHCTpa CelBCKOro
xo3siictBa Poccuiickoit ®epepanuu Jlebenesa Hpana BsadecnaBosuda
opunuansHeIM mpejcraBureneM IlpaBurenncrBa Poccuiickoit ®enepauuu MpH
paccMotpendH manaramu PepepansHoro Cobpanus Poccuiickoit ®Penmepauuu
npoexTa degepansHoro 3akoHa "O pHeceHHH U3MeHeHUH B DeepanbHblii 3aK0H
"O6 obpaiieHun JIeKapCTBEHHBIX CPEACTB" B YaCTH peryiupoBalus obpalieHs
JIeKapCTBEHHBIX CPEJICTB JUIS BETEPUHAPHOrO NpUMeHEeHHs".

ITpencenarens IlpaButes

Poccuiickoit Pementd J.Mengenen
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