TOCYIIAPCTBEHHAS IYMA _
®EJIEPAJTILHOTO COBPAHUSL POCCUMCKOMN ®EJEPALIN
CEJTbMOT'O CO3LIBA

BBIIIUCKA M3 ITPOTOKOJIA ot 01.04.2019 Ne 183
3ACEJIAHUSA COBETA I'OCYJIAPCTBEHHOU JIYMBI

"01" ampens 2019r.

52. O npoexre penepanbHoro 3akoHa Ne 661684-7 "O BHeceHHH H3MeHeHU#H
B ®enepanbubiii 3akoH ""O6 oGpameHuH JiekapCTBEHHBIX CPeACTB' B 9aCTH pery-
AMpOBAHMS O0pamieHHs JIeKaPCTBEHHBIX CPEACTB /IS BETEPHMHAPROIO NpHMEHe-
aus" - BHocHT IlpaBuTenscrBo Poccuiickoit ®eaepanuu

[IpuusTo pemenne:

1. HanpaBuTh ykazaHHBIH NpoekT ¢enepansHoro 3akona IIpesunenty Poccuii-
ckoit @enepanuu, B KOMUTETHI, komuccuto ['ocynapcreennol Jlymnl, dpakiuu B 'ocy-
napcteennot {yme, Cober ®@enepanuu denepansnoro Cobpanus Poccuiickoit ®ene-
panuu, IIpasutensctBo Poccuiickoit ®enepannu, CueTHyro nanary Poccuiickod ®ene-
pauuu, O6mecteeHHy1o nanaty Poccuiickoit deneparnuu, 3akoHoAaTeNbHEIE (IpeacTa-
BHTENILHBIC) H BHICIIME HCNOJHHUTENbHbIE OPTraHbl IOCYJapCTBEHHOMR BIacCTH CyOBLEKTOB
Poccuiickoii demepaumu Jis NOATOTOBKM OT3BIBOB, IpEIOXKEHHH M 3aMedaHul, a
TaKKe Ha 3akmodenue B [IpaBoBoe ynpasnenue Annapata l'ocynapcrsentoi Jymei.

Ha3HauMTh OTBETCTBEHHBIM B paboTe HaJ MpoekToM (elepalbHOro 3aKOHa
Komurer I'ocynapcreenno#t JIyMul o arpapHeIM BOIpocaM, CoUcrionHuTeneM — Komu-
teT I'ocymapcTBenHO# J[yMEI 10 0XpaHe 300POBBA.

OT3kIBHI, MpeIOKeHHA M 3aMedyaHus HanpaBuTh B Komurer I'ocynapcTBeHHOMR
JlyMel o arpapHbIM BorpocaMm 1o 1 Mag 2019 ropa.

2. Komurtery I'ocynapcrBenHo# JlyMBl 110 arpapHBIM BOIIPOCaM € y4eTOM MOCTY-
NVMBIIMX OT3LIBOB, MpPEAJIOKEHUH U 3aMeyaHuil MOATOTOBUTh yKa3aHHBIN [IPOEKT dese-
paJIbHOro 3aKOHa K paccMoTpeHMIo I'ocynapcreenHoi Jlymoit.

3. BrmouuTs yka3zaHHBIH [IpOeKT ¢eAepanbHOrO 3aKOHa B IPUMEPHYIO IIpOrpaM-
My 3aKOHOIpoekTHo# paborhl I'ocygapcTBenHO# J[yMEI B NmepHOMX BECEHHEH CecCHHU
2019 roaa (mait).

B.B.Bonoguun



['ocynmapctBenHas J[yma
®epnepansHoro Cobpanus

IMTPABUTEJIBCTBO Poccuiickoit ®enepayu
POCCHHCKOH ®EJEPALIMH

Q7 »__MapTa 2019 r
Ne_1976m-M111
MOCKBA

O BHeceHUH MpoekTa (eAepalIbHOrO 3aKOHA
"O BHeceHUM H3MeHeHuit B DefepanbHelii
3axoH "O6 obpallieH!H TeKapCTBEHHAIX
CpelCTB" B HaCTH peryJupOBaHHUs
obpallleHus JIeKapCTBEHHBIX CPEJCTB

JJIs BETEpUHAPHOrO NpUMEHeHUs"

B cooterctBuH co craTheit 104 Koncturyuuu Poccuiickoit ®Demepanuu
IlpaButensctBo  Poccuiickoit  demepauud  BHOCHT Ha  pacCMOTpEHHE
[ocynmapcrBennoit {ymer ®enepansHoro Cobpanus Poccuiickoit denepauuu NpoekT
dencpansHoro 3akoHa "O BHeceHMM WU3MeHeHHM B DefepanpHBIE  3aKOH
"O6 ofpalleHNH JE€KapCTBEHHBIX CPEACTB" B YACTH pEryIMpOBaHus oOpalleHus
NIEKapCTBEHHBIX CPEACTB [/l BETEPUHAPHOTO MPUMEHEHU".

IIpunoxenue: 1. TexcT 3akoHONpoekTa Ha 14 1.

2. IosicHurensHas 3anucka Ha 9 1.

3. GuHaHCOBO-3KOHOMHYECKOEe 0OOCHOBaHME Ha | 1.

4. Ilepeuens enepanbHBIX 3aKOHOB, MOIEXALIUX TPUIHAHUIO
yTPaTUBHIMMU CHIly, NPUOCTAHOBIEHUIO, U3MEHEHUIO WU
IIpUHATHIO, Ha ] 1.

5.IlepeyeHr HOpPMAaTUBHBIX [IPaBOBBIX akToB [Ipe3upeHta
Poccuiickoit  ®epmepanun, IlpaButennctBa Poccuiickoit
Depepanun U deaepalbHBIX OPraHOB HMCMOJHHUTENBHOM
BIAcTH, MOMJEKALIUX IIPUIHAHUIO YTPATUBLIMMH CHIY,
[IPHOCTAHOBJICHUIO, U3AMEHECHUIO UITH MPUHATHIO, Ha 3 1.
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6. Pacriopsxxenue IlpaButennctBa Poccuiickoit ®epepauuu o
Ha3HayeHuH oduuuanbHoro npepacrasureis [IpasuTenscTBa
Poccuiickoit denepanuu Ha 1 1.

IIpencenarens [IpaButenscraa
Poccuiickoii Penepanuu A Mensenen

29022838.doc
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BHocutcs [IpaBurensctsom
Poccuiickoit @eepanuu

ITpoekt

b 816
®EJEPAJILHBIN 3AKOH

O BHecenuu usMeHennii B ®exepanbHsblii 3axoH "'06 odpaleHHu
NeKaPCTBEHHBIX CPEACTB' B YACTH peryTHpoBaHUs 00paLeHUust
AeKapCTBEHHbIX CPEJCTB AJisi BeTePHHAPHOr0 NPpUMEHEeHHUs

Cratba 1

Buectu B Denepancheiii 3akoH or 12 anpenst 2010 roma Ne 61-@3
"O6 obpamenun fekapcTBeHHBIX cpencTB” (CobpaHue 3aKOHOJATENIBCTBA
Poccuiickoit ®enmepamum, 2010, Ne 16, cr.1815; Ne3l, cr.4161; Ned2,
CT. 5293; Ne 49, ct. 6409; 2011, Ne 50, cr. 7351; 2012, Ne 26, ct. 3446; 2013,
Ne 27, cr. 3477; Ne 48, c1. 6165; 2014, Ne 43, cr. 5797; Ne 52, ct. 7540; 2015,
Ne 27, e1. 3951; Ne 29, cT. 4367, 4388; Ne 51, c1. 7245; 2016, Ne 1, c1. 9; Ne 23,
cT. 3287; Ne 27, ct. 4194, 4238; 2017, Ne 31, c1. 4791, 4827; 2018, Ne 1, cT. 9;
Ne 24, c1. 3407; Ne 49, ct. 7521) cnenyrouue U3MEHEHUS:

1) B cTaree 4:

a) B YHKTE 53 cMoBa "BeTepHMHAPHBLIM PabOTHUKOM" 3aMEHUTh CIIOBaMHU
"crienuaniucToM B 06acTH BeTepUHapuu';

0) B myHKTE 54:

28110307.doc
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clloBa "MENMLMHCKUM HJIM BETEpUHAPHBIM pPabOTHUKOM, HUMEIOLIUM"
3aMEHUTH CMOBaMM "MEIUIIMHCKUM pabOTHUKOM WM CIENUAIUCTOM B 0OnacTu
BETEPUHAPUH, UMEIOLIUMHU";

nocne  cioB  "anTeyHOM — opraHu3aguu"  JOMOJHUTE  CJIOBaMH
"WIY BeTepUHAPHOIt arTeyHoi opraHuzanuu";

2) B cTarhe S:

a) nyHKT 10 mpU3HATH YTPATUBLIUM CHITY;

6) myuxkt 10'  mocne  cnoB  "nmekapcTBEHHEi  mpemapart B
COOTBETCTBYIOILIEM [afieke [JOMOJHUTh CIIOBaMH "a/is  MeAUUHUHCKOro
MpUMEHEHUs",; |

B) JOMOMHUTE ryHKTOM 10° CIIEAYIOUIErO COAEPHAHUS:

"10%) BBIgaUa, YyCTaHOBJICHUE TOpsiAKa BbigayMt U GOpPMBI JJOKYMEHTA,
KOTOPBIH IOATBEPXKAAET, YTO JIEKAPCTBEHHBIH Mperapar [ BeTepUHAPHOTO
NpUMEHEHUS AONYyLeH K oOpatenuto B Poccuiickoit Deepatiniv ¥ MogexuT
IPEeICTABICHUIO 110 TpeOOBaHUIO YIIOJIHOMOYEHHOrO OpraHa CTpaHbl, B
KOTOPYIO  BBO3UTCA  JIGKAPCTBEHHBIH  TipemapaT AfNd  BeTEpUHAPHOTO
MpUMeHEeHus;";

) JOMOMHUTE MYHKTOM 26 CleyIoIero CogepxXaHus:

28110307.doc
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"26) yTBepxaeHHe (HOpMBI pelenTa Ha JIEKapCTBEHHBIM Mpenapar Ajs
BeTEpUHAPHOrO IMPUMEHEHUs, mopsaka odopmiieHUs, ydeTa M XpaHEHHS
pELENTOB Ha JIEKapCTBEHHBIE NIpenapaThl 11 BETEpUHAPHOTO IPUMEHEHUA. "

3)B vactu 3 crathu 8 cnoBa "MOJNIyYUTh HOBYKO" 3aMEHHMTh CIIOBOM
"nepeodopMHTE";

4) B cTarwe 17:

a) B 4acTtu 3:

B MyHKTE 4:

noanyHkTe! "a", "r" u "n" mononHuTk criopamMu "(He MpeACTaBRIACTCS MPU
roCyJJapCTBEHHONW perucTpauv HUMMYHOOUONOTHMYECKUX JIEKapCTBEHHBIX
IpenapaToB AJIsi BETEPUHAPHOIO MPUMEHEHUSA)" ;

NOANMYHKTHI "X" U "k" nomnonHuTh cnoBamu “(He MpeACTaBISIOTCS MpPH
rOCylapCTBEHHOM perucrpalud HUMMYHOOMOMOTHYECKUX JEKAPCTBEHHBIX
MIpEnapaToB JJisi BETEPUHAPHOIO NPUMEHEHHS)";

JOTIOJIHUTE MOAMYHKTOM "M" CIIEYIOILEro COAepKaHUsA:

"M) cBeieHMS O  IITaMMe:  HaMMeEHOBaHUe, HHpopmauus O
[IPOUCXOXKAECHUU, KYIbTYpaIbHO-MOPGOIOrHUecKUe CBOUCTBA, MOJIEKYIISAPHO-

FCHCTUYCCKHE, TaKCOHOMHUYECKUE  XApPaKTEPUCTUKHU U OHOJOrMYecKue

XapaKTCpUCTUKH MTaMMa U MECTO ACITOHUPOBaHHA (HpCIICTaBJISIIOTCﬂ npu

28110307.doc
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roOCyJapCTBEHHOM pErucTpauus HUMMYHOOMOTOTHMYECKUX JIeKApPCTBEHHBIX
TIpenaparoB s BETEPHHAPHOTrO MpUMEHEeHHS);";

MYHKT 5 JONOJHUTH CJIOBaMH ", a TakXKe OMHCaHHE METOHOB
ONpefie/IEHUsT OCTAaTOYHBIX KOJIMYECTB JEHCTBYIOIIEro BeleCTBA MM
JEACTBYIOIUX BELIECTR MPOTUBOMUKPOGHOrQ JIEKApCTBEHHOTO CpefiCcTBa IJIs
BETCPUHAPHOrO MPUMEHEHUS B MPOAYKIUU XXUBOTHOTO MPOUCXOXKIEHUS ITOCTIE
IpUMEHEHUS COOTBETCTBYIOILETO NeKapCTBEHHOTO cpencTBa U
JIOKyMEHTAJIbHOE MOATBEPXKAEHUE (BaTMAALIMIO) YKA3aHHBIX METOAOB",

B  moamyHkre "p"  nyHkta7  clioBa  "BeTepuHApHOro  Bpaua
(BeTepuHapHoro densauiepa), MHOr0" UCKIIOYMTE;

B [TyHKTE 9:

NMOAMYHKTH "B" u "r" pgomonHute cinoBaMud ", [MOANMUCAHHOE
PYKOBOAMTENEM  MNPOM3BOAMTENS  JIEKApCTBEHHOrO  Mperapara  Ans
BETEPUHAPHOrO IpUMEHEHUs: MO0 pYKOBOAUTENEM HOPUIMYECKOro JIMIIA,
YIONTHOMOYEHHOIO  [POU3BOJUTENEM  JIEKAPDCTBEHHOTO TMpemapara  JJis
BETEPUHAPHOrO MPUMEHEHUS";

MOAMYHKT "A" MOTOMHUTE CIOBaMU "C yKa3aHUeM CTaJuil MpOM3BOJACTBA,
OCYLIECTBISIEMBIX HAa MPOM3BOACTBEHHBIX IUIOIIAAKAX IPOU3IBOAUTENS

JIEKApCTBEHHOTO Mpenapara s BETEpUHAPHOro IpUMeHEHHU ",

MOANYHKT "I'" MpU3HATh YTPATUBILLIHUM CHUITY;

28110307.doc



JOTNIOJIHATE MTyHKTOM 13 cnefyrolero coaepxaHus:

"13) cBelleHMs O TOCYZapCTBEHHOM pErucTpalyuu TreHHO-HHXKEHEPHO-
MOAU(HUUMPOBAHHEIX  OPraHMU3MOB, MpEIHA3HAYEHHBIX JJA  BBEITYCKa
B OKPYXatoLlyto cpedy (IIpH roCyaapCTBEHHOU perHCTpaliuy JIEKapCTBEHHBIX
MpenapaToB JJIi BETEPUHAPHOIO NPUMEHEHUS, IMONMYYEHHBIX C MPUMEHEHUEM
reHHO-UHXEHEPHO-MOAU(DUIIMPOBAHHEIX OPraHU3MOB WM CONEPKAIUX TAKHUE
OpraHuambi).";

0) yacThb 4 U3NOXKUTH B CIEAYIOLIEH peaKIIUU:

"4, Tlpu rocyaapCTBEHHOM perucTpaluu BOCIPOU3BEAEHHBIX
NIeKapCTBEHHBIX MpenaparoB MJisl BETEPHMHAPHOTO TNPUMEHEHHUS JOMYCKAETCS
MpeJICTaBIeHHE BMECTO OTYETa pa3paboTuuka O pe3ynbTaTaxX JOKIHHUYECKOIo
MCCIIEI0BaHUS JIEKAPCTBEHHOrO CpPEACTBAa ISl BETEPHHAPHOTO NpPUMEHEHMUS
o630pa HayyHBEIX pabGOT O pe3yNbTaTaX JdOKIMHHMYECKOr0 HCCIeHOBaHUS
pedepeHTHOro IeKapCTBEHHOTO Mpenapara JUisi BETEpHHAPHOTO IPUMEHEHUS U
MpeJICTaB/IEeHHEe BMECTO OTYETA O pe3yNbTaTaX KIMHUYECKOro HCCIeqOBaHUSA
JIEKapCTBEHHOro Iperapara i BETEPHMHAPHOTO IpPHUMEHEHUS B IOJIHOM
obbeMe oOT4eTa O pe3ynbTaTax HCCIeNOBaHMIi  GUOIKBMBANEHTHOCTH
BOCIIPOM3BEACHHOIO  JIEKAPCTBEHHOrO0  fipemapata JUis  BETEepUHAPHOrO

",
OpUMEHEHUs.",;

28110307.doc
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B)B uaCTM 5 cjoBa "ymakoBOK Ha KaXAYIO JO3HPOBKY, KaXKIYIO
KOHLEHTPALUIO, KAXKABIA 00bEM M KaXJ0e KOJMYECTBO J03 B yNaKoBke.'"
3aMEHMTh CIIOBaMM "MEpBUYHOH YMAKOBKMU M BTOPUYHOH YMaKOBKH.
Ha makerax nepBHYHO#N YNMakOBKH M BTOPHYHOM YMaKOBKH YKA3bIBAIOTCH BCE
MPOU3BOAUMBIE [TO3UPOBKM, KOHLUEHTpaUuH, OOBEMBI M KOJUYECTBO JO3
B YIIAaKOBKE JIEKapCTBEHHOIO NpelapaTa il BeTepUHApHOro MpUMEHEHHS.";

T) JOIMOMHHUTB YacThio § CIEAYIOLIEro CofepKaHuUS:

"8. llepxatens MM Biafenel PEerMCTPalMOHHOTO YAOCTOBEPEHMSA
JIEKapCTBEHHOr'0 Tpenapara Al BETEPUHAPHOrO MpPUMEHEHUS NpejAcTaBNsET
B YIIOJJHOMOUYEHHBINA (efepalbHbIi OpraH UCIMONHUTENBHOM BIaCTH OTYET IO
pesynbTataM ¢apMaKoHaa30pa OAHMH pa3 B LIECTh MECSLIEB B TeUeHHE JBYX JIeT
nocjie roCyJapCTBEHHOM perucrpaldd JieKapCTBEHHOro [pernapata B
Poccuiickoit Denepalini, exerofHo B TEUEHUE MOCHEAYIOIUX TpeX JET U B
JalibHeH1IeM OJIUH pa3 B TpH roja.";

5) cTaTeio 19 JOMONHUTE YaCThIO 6 CIENYIOLIET0 COAEPIKAHHUS:

"6.[lpy oTkase B oOpraHu3aUMd IKCIOEPTHU3BI, IMPeyCMOTPEHHOMH
NYHKTOM 4 4Yactu 1 Hacrosweid cTaTbd, MOKYMEHTHI, BXOAMAIIHE B COCTaB
PETUCTPALIMOHHOIO JOChE€ Ha JIEKApPCTBEHHBIN Mpernapar Julsl BeTepUHApHOIO
NPUMEHEHHA, MOryT OBITh BO3BpallleHHl 3asfBUTEN0 Ha OCHOBAaHUU

MHCBMEHHOTO 3alpoca 3adBHUTEJIA, HAIpPaBJICHHOIO B }’HOHHOMO‘-ICHHBIﬁ

28110307.doc
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denepanbHEId OpraH UCIONHUTENBHOW BMACTU B TEYeHHE TPUAUATH padoyux
JHE CO [OHA T[PUHATHA YIONHOMOYEHHBIM (elepalbHBIM OpraHoM
UCMOJIHUTENBHONR BMacTH pellleHds o0 oTkase B OpraHMU3alldd TakKou
JKCIEePTU3BL. Y TOJIHOMOUYEHHBIH (efiepalbHbIi OpraH UCIOJHUTENBHON BIIACTH
BO3BpAllaeT 3asSBUTENIO yYKa3aHHBIE MOKYMEHTHl B TeUEHHUE AECATU pabouux
JIHEH co IHS MONMYyYEHUs. COOTBETCTBYIOLLETO 3allpoca 3asBUTENS. "

6) yacThb 2 cTaTh¥ 24 U3OXUTH B CIIEAYIOLIEH pelaKLUU:

"2. B TeueHue TpuaunaTH pabouux [AHEHd CO IHA MOJyYEHUS peLUEHUS
YIIOTHOMOYEHHOro  (ellepaTbHOrO OpraHa UCMOMHUTENBHON BNACTH O
MPOBEIEHUU YKa3aHHBIX B YacTH | HacTosuled cTraTbd 3KCHEPTHU3 3asiBUTEIb
MpPEACTABISET B OKCIEPTHOE YUYpEeXAEHUE Ui MPOBEJEHUS IKCIEPTHU3BI
KayuecTBa JIEKAPCTBEHHOTO cpeACTBa 0Opa3Libl JIEKApCTBEHHOTO MpenapaTta s
BETEpUHAPHOTO  MNpPUMEHEHUs, [POU3REJEHHOTO B  COOTBETCTBUU C
TpeOOBaHUAMU TEXHOJIOTUYECKUX periaMeHToB, YTBEPXXAEHHBIX
PYKOBOJAUTENIEM T[MPOW3BOAMTENS JIEKAPCTBEHHBIX CpEACTB, a TakkKe B
COOTBETCTBYIOLUX ciydassix oOpasubl ¢apManeBTHUYeCKOd cyOCTaHLUHU, TECT-
[ITaMMa MHMKPOOPraHHU3MOB, KYNbTYphl KIE€TOK, 00pa3ubl BELIECTB,
MIPUMEHSAEMBIX /IS KOHTPONA KauyecTBa JIEKAPCTBEHHOrO CpeACTBa MYTEM
CpaBHEHHUS C HUMH HCCIEAYEMOro JIEKApCTBEHHOrO0 CPEACTBA, B KOMUYeCTBaX,

HCOGXOAI/IMBIX JJ1s1 BOCITPOU3BCACHNA METOJOB KOHTPOIA Ka‘lCCTBa.";
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7) B cTatbe 29:

a)4acTh 2 focle COB "JIEKapCTBEHHOro mpenapara" AOMONTHUTH
CJIOBaMM "1 MEAUIIUHCKOrO MPUMEHEHHU";

6) JOMOMHUTE YacThio 2! CIIEYIOIIETO COEPKAHMUS:

"2, BasBneHne o MOJATBEPXKACHUM TOCYAAPCTBEHHON perucTpaluu
NeKapCTBEHHOrO Mpernapara JJjisi BETEPHHAPHOTO NMPUMEHEHHS MTPeICTaBIISIETCS
B COOTBETCTBYIOILMI YITOJIHOMOUYEHHbIH (pefepanbHbBIi opraH UCIOMHUTEIBHOM
BNIACTU HE paHee YEM 3a CTO BOCEMBAECAT JHEH N0 UCTEUEHHUS CpOKa NeHCTBUS
PETUCTPALIMOHHOIO  yJOCTOBEPEHHMS  JIEKapCTBEHHOrO  [Mpernapara  And
BETEPUHAPHOTrO NMPUMEHEHUS U He MO3HEE CPOKa OKOHYAHUS ero AeHcTBUL."

B) yacTh 4° JIONONHHUTE NPEJIOXEHUIMH CIIEAYIOIEr0 COAepKAHUS:
"B OTHOWICHMH MMMYHOOHMONOTMYECKUX JIEKAPCTBEHHBIX  MpENapaToB
AN BETEPHUHAPHOrO IMpPHUMEHEHUS BMECTO CBEJEHMi, YKa3aHHBIX B
noanyHkTax "a" u "k" nyHkra 4 yactu 3 crateu 17 Hactosuero deaeparbHOro
3aKOHA MPENICTABIIAOTCS CBEJEHHS, yYKa3aHHblE B MOANMYHKTe "M" myHkTa 4
uactd 3 ctathu |7 Hactosiiero PDegepanvHoro 3akoHa. B OTHOIIEHHH
JIEKapCTBEHHBIX IIPENapaToB AN BETEPUHAPHOTO MIPUMEHEHHUS, [TONYYEHHBIX C

IMPUMEHCHUEM FCHHO-I/IH)KCHCPHO-MOJIH@)MLIHpOBaHHLIX OpraHu3sMoB WU

CoICpxKaluX TaKHE€ OPraHU3Mbl, JOIOJHUTEIBHO NPEACTABIAIOTCS CBEOACHHUA,
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ykazaHHele B MnyHKTe 13 wactu 3 crateu 17 Hacrosiero ®@epmepanbHoro
3aKoHa.";

r) B 4acTu 15 cnoBa "y MEAULUHMHCKOTO MPUMEHEHHS " UCKITIOUHTh;

8) B crathbe 31:

a) JIOTIONHUTE 4acThiO 1 CEYIOIEro CoNepIKaHus:

"12.B cnyuae peopraHuzaLuy IOpUAUYECKOro nuia (Aepxarens WIH
BJIaielblla PErMCTPAlHOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO IMperapara
JUI4  BETEPUHAPHOIO [pPHUMEHEHHUs, pa3paboTyuMka UM MPOU3BOIUTENS
JIeKapCTBEHHBIX MPENApaTOB AJi1 BETEPUHAPHOTO MPUMEHEHHS) B 3asBJICHUU O
BHECEHUW U3MECHEHUR B JOKYMEHTHI, COAepXKaliuecs B PErUCTPALMOHHOM
JIOChe Ha 3aperdCTPUpPOBaHHBIN JIEKAPCTBEHHBIH MpenapaT Ui BETepUHAPHOrO
NPUMEHEHHUs, YKa3blBalOTCA MAaHHBIE AOKYMEHTa, MOATBEpXKIaromero ¢akt
BHECEHUs COOTBETCTBYIOLINX U3MEHEHUH B EQUHBIN rocyqapcTBeHHBIH peectp
IOPUINYECKUX JIUL (A1 OpraHu3aluil, 3aperMCTPUPOBAHHEIX HA TEPPUTOPUU
Poccuiickoit ®Pepepanuu), WIX MHOTO AOKYMEHTa, MOATBEPKAAIOLIETO
peopraHu3aLuio opyadeckoro  quuma (a8 opraHM3alui, HE
3aperMCTpUpPOBaHHBIX Ha Tepputopuu Poccuiickoit ®epepauuu). B 31OM
Cllyyae 3asiBJIECHHE O BHECEHUU U3MEHEHUH B JOKYMEHTHI, coJepxalluecs B
PETHUCTPALMOHHOM JOChE HAa 3aperMCTPUPOBAHHBIN JeKapCTBEHHBIH Iperapar
JNs BETEPUHApPHOIO IPUMEHEHHsS, W I[IpUiaraeMele K HEMY JOKYMEHTHI

PEICTABIISIOTCS B YIOJHOMOYEHHBIH (efiepabHbIil OpraH HCIONHUTENBHOM
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BJIACTH HE [I03[HEe 4YeM uepe3 TpUAUuarTh pabouux AHEH cO JHS BHECEHHSA
COOTBETCTBYIOLIMX H3MEeHEeHU B EAuHBIR rocyAapcTBEHHBIH peecTp
FOpUAMYECKUX NuLl (A1 OpraHu3aluii, 3aperucCTPUPOBaHHBIX HA TEPPUTOPUU
Poccuiickoit ®epmepaudd) UAX €O OHS TPHUHATHS COOTBETCTBYIOILETO
JIOKYMEHTa, MOJTBEPXIAIOIIEr0 pEeopraHUu3aliMi0 IOPUAUYECKOr0o  JIHIa
(nns opraHu3auMif, HE 3apEerMCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoi
Depepaun).";

0) yacTb 3 U3NOXKUThH B CIIEAYIOLIEH peAaKLUU:

"3. C 3asBlIeHHEM O BHECEHUU U3MEHEHUI B JOKYMEHTHI, COJEpKALUECS
B pErHCTPALlMOHHOM J0ChE Ha 3aperuCTPHUPOBaHHBIN JIEKAPCTBEHHBIH Npenapat
JUIs BETEPUHAPHOTO MpPUMEHEHUs, Hapsiy ¢ JOKYMEHTaMH, YKa3aHHBIMHU
B yacTH | HacTosieil craTbM, 3asBUTENb MPEJCTABISET KOMUM HOKYMEHTOB,
MOATBEPXAAIOUIMX YIUIaTy T[OCYJapCTBEHHON IIOLUIMHBI 3a BHECEHUE B
JIOKYMEHTHI, coJiepxartiuecs B perucTpaliMoHHOM J0ChE Ha
3aperUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  Npemapar ANl  BeTEpUHAPHOro
NpUMEHEHUs,  U3MEHEHUH,  TpeOyrlux  MNpoBeJeHUS  IKCIEPTU3EI
NEKapCTBEHHOrO CpEeACTBA, WU HM3MEHEeHHi, He TpeOyIoIMX OpOBEIACHUS
3KCIIEPTU3bI JIEKAPCTBEHHOTO cpeAcTBa. B ciyyae HEOOXOAUMOCTH U3MEHEHHUS
CBeJICHUH, colepXalmxcs B PETUCTPALlHOHHOM  YJOCTOBEPEHHH

JICKapCTBEHHOI0 mpenapara Al BETEPUHAPHOIO NMPUMECHCHHS, C 3asiBJICHHUEM,
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yKazaHHBIM B 4YacTM | HacTosUled CTaThd, 3asgBUTENH JAOIOIHUTENLHO
NIpeACTaBIIsAeT KOMUIO JOKYMEHTa, IO TBEPXAAOIIEro ymiary
roCyZlapCTBEHHON MOMUIMHBI 3a BBIJAYY PETUCTPALMOHHOrO YJOCTOBEpPEHUS
JIEKapCTBEHHOrO mpemnapara. 3asgBUTENb BIpaBe 10 COOCTBEHHON WHUIIMATHBE
IIPeICTaBUTh YKa3aHHBIE JOKYMEHTHI 00 yIulaTe rocyAapCTBEHHBIX MOLUIUH. B
cllyyae  HeNpeAcTaBJeHUs  3asBUTENIEM  JOKYMEHTOB 00  ymnare
roCyJlapCTBEHHBIX  MOLUIUH  YIOMHOMOYEHHBIH  (deaepanbHeld  OpraH
UCIIOJIHUTEIBHOM  BJlacTU  MpoBepsieT  GakT  YImjaaTkl  3asBUTENEM
roCylapCTBEHHBIX MOLIHH IMMOCPEACTBOM HCIIONB30BAHUS HHGpOpMaLMU 00
ynjiare rocyJapCTBEHHBIX TOLNMH, coaepxaiueiica B [ocyaapcTBeHHON
MH(OOPMALIMOHHOMR CUCTEME O FOCYAAPCTBEHHBIX U MYHHIUITAIBHBIX MIATEXaX,
Ha  OCHOBAaHMMU  TMpPEJACTABIEHHBIX  3asBUTEJIEM KONMUK  JOKYMEHTOB,
MOATBEPXKAIOIUX YIIIATy rOCYJapCTBEHHBIX MOULIUH.";

B) B yacTH 6':

B a03alie IEpPBOM CIIOBO "MATH" 3aMEHUTE CJIOBOM "HecsaTH";

JOMOJIHUTE MMYHKTOM 3 CIEAYIOUIEro COAepIKaHuS:

"3) BBIJaeT 3aABHTENII0O HOBOE pEruCTPALMOHHOE YAOCTOBEpEHUE
JIEKapCTBEHHOrO fMpenapara Jjisd BETEpUHAPHOrO NpPUMEHEHUs B Cllydae

HCO6XO}II/IMOCTI/I U3MEHEHUS CBEJICHUH, coacpiKaliuXxcsa B HEM, C COXpaHEHUEM
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HOMepa paHee BBIIAaHHOTO pPerucTparioOHHOro yIOCTOBEpEHUS
JIEKapCTBEHHOTO Mpenapara A/ BETepUHApHOro MpUMEHEHHS. "

9)B uvactu 1 crathu 37 cioBa "COOTBETCTBYIOIIUM YITOJHOMOYEHHBIM
dbenepaibHBIM OpraHom HCTIOJIHUTEIBHOH BJIACTH 3asIBJICHUS
O TOCYHApCTBEHHO! perucTpalydud JEeKapcTBEHHOTO MpernapaTta” 3aMeHUTh
ClIOBaMU "COOTBETCTBYIOlIeH MHDOpMALMU YIOTHOMOYEHHBIM (efepalibHbIM
OpraHoM UCIOJIHUTENBHOK BlIacTH";

10) B craTbe 45:

a) IOTIOMHMUTD YACTRIO 4 CENYIONIEro CoepKaHU:

"4* TIpu pou3BOACTBE NEKAPCTBEHHBIX MPENapaToB A/ BETEPUHAPHOTO
NIPUMEHEHUs] JOMYCKAETCs HUCIONbh30BaHUE (apMalleBTHUYECKUX CYOCTaHLHIA,
IPOM3BEAEHHBIX ISl pealu3allli, BKJIIOUYEHHBIX B TOCYJapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX  CPEACTB  YMOMHOMOYEHHBIM  (efepalbHEIM  OpPraHoM
WCHOJNIHUTENBHONR BNACTH, OCYLIECTBIISAIOIIUM BeJeHHEe TIOCyAapcTBEHHOIO
peecTpa JIeKapCTBEHHBIX CPEACTB AJI MEIULIMHCKOTO MPpUMEHEHUS. ",

0) NyHKT 6 4acTH 8 U3NIOXKUTE B ClIeyolleld peJaKIuu:

"6) opraHu3alUIM 2 UHAUBUAYATBHBIM NpeAnpUHUMATENSAM,
OCYHIECTBJIAIONIUM pa3Be/icHUe, BHIpAllMBaHUE U COJepKaHUe XUBOTHBIX (32

UCKITIOYEHUEM MTPOIAXH UK nepeaauu uM apmareBTHIecKUX cybcTaHuuit).";
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11) mynkt 5 yactu 1 cratem 50 mocne cnoBa "3oomapkax,” JOMOTHUTH
crnoBaMM  "300cajmax, LUpKaX, OKeaHapuyMmax, Jelb(UHApHAX, JUKHUX
YKUBOTHBIX, [IOCTOSHHO WJIX BPEMEHHO HaceNsoLuUX Tepputopuio Poccuiickoit
denepaumd, HaXOQALIMXCA B COCTOSHMM  €CTECTBEHHOH  CBOOOIBI
U NpUHAIIEXAMUX K BUgaM, 3aHeceHHBIM B Kpachyio kuury Poccuiickoit
®enepanun 1 (WK) KpacHble KHUTH cyOnekToB Poccuitckoii deaepanuu,”;

12) nynkt 7 yactu 1 cratbu 53 U3JTOXHTE B clieayloue peJakLuuu:

"7) oprauuzanusm 7§ UHIUBUAYATBHBIM npeanpUHUMATENAM,
OCYILECTBISIOILIMM pa3BeeHHE, BBIpAIIMBAHUE U COACPKAHUE KUBOTHBIX
(32 UCKIIOUEHHEM TMpOJaXH WM mepefaud UM ¢apMaleBTUYECKUX
cyOcTaHLuif).";

13) BTOpOE npexoxeHue YacT 4 CTaTbd 55 HU3NOXKUTH B ClEIYHOLIEH
penakuuu: "OTOyck JeKapCTBEHHBIX [penapaToB M BETEPUHAPHOTO
MIPUMEHEHUS OCYLLECTBIISETCS B COOTBETCTBUU C IMpaBUNAMH HaJJexallcH
anTe4yHoOM TMpPaKTUKH, YTBEPXKICHHBIMH YIMNONHOMOYEHHBIM (eaepanbHbIM
OpraHoM UCIOJTHUTENbHO BIacTu.";

14) B yactu 1 cratbu 64 coBa "BeTepHHAPHBIX CMIEHUATUCTOB" 3aMEHUTD
CloBaMH "CreLUAITUCTOB B 06/1aCTH BEeTepUHapUu'';

15) B yactu | crateu 67 cioBa "BeTepUHApHEIX paOOTHUKOB" 3aMEHUTH

cnoBaMu "paGOTHUKOB, CIIELMATUCTOB B 0OJIACTU BETEpUHAPUM".
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Cratbsa 2
[TpusHarte yTpaTHUBIIMM CUJIy MOAMYHKT "X" MyHKTa2 CTaThy 1
MenepansHoro 3akona ot 22 gekabps 2014 roma Ne 429-d3 "O BHeceHUM
u3MeHeHuii B @exepansHeiit 3akoH "O6 obOpalleHUM JIeKapcTBEHHBIX CpPeICTB"
(Cobpanue 3akonomatensctBa Poccuiickoit @enepanuu, 2014, Ne 52, cr. 7540;

2015, Ne 10, cr. 1404; Ne 29, c1. 4367).

IIpe3ugeHt
Poccuiickoit deneparuu
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MMOSACHUTEJIBHASA 3AIIMCKA

K npoekTy ¢enepanHoro 3akona 'O BHeCeHUH H3IMeHEHMii
B ®enepanbHblii 3axoH ''06 o6panieHun JekapcTBeHHbIX cpeaAcTs'
B YaCTH peryJiipoBaHus o6palieHHs JeKapPCTBEHHbIX CPEACTB
AJIsi BeTepHHApPHOro NpuMeHeHus "'

ITpoext ¢enepansHoro 3akoHa "O BHeceHUH HU3MeHeHUt B DenepanbHbIi
3akoH "OO6 oOpalleHUd JIEKApCTBEHHBIX CPEACTB" B HYacTU perylvupoBaHuUs
oOpalleHus JTeKapCTBEHHBIX CPEACTB A BETEepHHApHOro mnpuMeHeHus' (manee -
3aKOHOIPOEKT) pa3paboTaH B LEAIX COBEPIIEHCTBOBAHUS HOPMATHMBHOIO IIPaBOBOIO
perynupoBaHus B chepe obpalileHUs NEeKapCTBEHHBIX CPEACTB [Nt BETEPUHAPHOTO
NpUMEHEHUS 4 B paMKax HUCIHonHeHus mnopydeHus I[IpasutensctBa Poccuiickoit
®epepanuuu ot 26 urons 2016 r. Ne AJ[-1111-4429.

3aKOHOMPOEKTOM  Mpe[NiaraeTcsi BHECTH CIEAYIOLME U3MEHEHHUS B
Oepepanpubiif  3akoH  OT 12 ampens  2010r. Ne61-d3 "O6 oOpaueHuu
JleKkapCTBeHHBIX cpeAcTB" (nanee - 3akoH Ne 61-03).

. ITynkToMm 1, a63amem IecThIM TMOANYHKTA "a" nyHkTa 4, OYHKTOM 14,
NMYHKTOM 15 cTaThu |  3aKOHOMpOEKTa NpeJnaraeTcs BBECTH YTOYHEHHE,
Kacarollieecs olpefeneHus cneuuanucra B odnacty BeTepuHapuu. Vicnonb3yeMsele B
Hacrosiilee Bpemsi B 3akoHe Ne 61-D3 noHsTus "BerepuHapHBId pabOTHHK",
"BeTeprHapHbIil Bpay", "BeTepUHapHbIA denpuiep"”, "BeTEpHHapHBI cieUanucT” U
"cieuwandctT B oONAcTH BeTepuHApuu" HA MpaKTUKE TMNPUBOLAT K Cly4yasM
PasHOPEUHUBOTO TOJKOBAHUSA UMEIOILIMXCS HOPM.

2. ITynkroMm 2 craThu 1 3akoHompoekTa npegnaraercs B myHkre 10.1 cratbu 5
3akoHa  Ne 61-O3  yroyHstoTCA ~— MONHOMOUMA  diefiepalbHbIX  OpraHoB
UCTONIHUTEIbHOM BAACTH NMPHU 0O6pallieHHH JIeKapCTBEHHBIX CPEJCTB.

[To wurtoram cocrosBuiMxcs oOCYXAeHUN c MpeAcTaBUTENIMu Ou3Hec-
coof1iiecTBa BBISBICHA MpoOiieMa MpPU 3KCIOPTE OTEUECTBEHHBIX JIEKAPCTBEHHBIX
MpenapaToB AN BETEPUHAPHOrO MpPUMEHEHUS M3-3a pas3nuyuil TpeOoBaHU# cTpaH-
HUMIIOpPTEPOB.

Kpome Toro, B 3akoHe Ne 61-®3 conepxaTcs NpOTHBOPEYUBHIE MOJIOKEHUS
OTHOCHUTENBHO YPOBHS HOPMAaTHBHOIO MPaBOBOIO aKTa, KOTOPHIM yCTaHaBIHBaeTCs
IIOPSIOK BBO3a JIEKAPCTBEHHBIX CpeACTB B Poccuiickyro ®eepariuio.

Tak, B cooTBeTcTBUM ¢ 4YacTeio 1 crateu 47 3akoHa Ne 61-d3 BBO3
JleKapCcTBeHHBIX cpeAcTB B Poccuiickyro ®enepaliuio ocyllecTBAseTCS B MOPSIKE,
ycranoBneHHoM IlpasurensctBom Poccuiickoit ®enepanuu.

[Ipu stoMm myHkroMm 10 crateu 5 3axona Ne 61-P3 mnpeaycMOTpeHO, YTO
YCTaHOBNIEHHE MOPSAAKA BBO3a JIEKApCTBEHHBIX CpeACTB B Poccuiickyio denepaiuro
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M BBIBO32 JIEKapCTBEHHEBIX CpeACTB M3 Poccuiickoit ®depepauyii OTHOCHUTCH K
MONIHOMOYHMAM (heJlepanbHBIX OpraHOB MCIIOJIHUTENBHOM BNAacTH Mpu oGpaleHuu
JIeKapCTBEHHBIX CPEJICTB.

B uensx yctpaHeHMs yka3aHHOrO MPOTHBOpPEYMS IOANYHKTOM "a" IyHKTa 2
CTaThd 1 3aKOHOMpOEKTa MpeUIaraeTcs UCKMOYUTh COOTBETCTRYIOIIEE MMOJHOMOYUE
(enepanbHOro opraHa UCHONIHUTENLHOM BIACTH, COXpaHHUB ero 3a [IpaBuUTensCcTBOM
Poccuiickoit @enepauun.

Takum  oOpasoM,  3aKOHOMPOEKTOM  MPEAYCMOTPEHO  IIONHOMOYHE
QenepanbHBIX OpraHOB MCIONHUTENBHOM BIACTH NPU OOpAlIEHUH NEeKAPCTBEHHBIX
CpeACTB MO Bblaye, YCTAHOBIEHUE IOpAAKA BbIIAYM W (GOPMEBI JTOKYMEHTOB,
KOTOpble MOATBEPXKAAIOT, YTO IPOMU3BOJACTBO JIEKAPCTBEHHOTO IIpemnapara JJIs
MEJULMHCKOTO MPUMEHEHUsI OCYIIECTBICHO B COOTBETCTBHM C TpeGOBaHUAMMU
npaBuUi HaJJexaruei MPOU3BOACTBEHHOH  MPAKTHKH, NPOU3BEAEHHBIA
NeKapCTBEHHBIA MpenapaT A BeTepUHAPHOTo NPUMEHEHHS JOMyIIeH K 0GpalieHuIo
B Poccuiickoit ®eniepanuy, a Takxke MOANEXAT MPEACTABICHUIO N0 TPeGOBAHUIO
YIIOTHOMOYEHHOr'0 OpraHa CTpaHbl, B KOTOPYI0 BBO3ATCS JIEKAPCTBEHHBIE [IpenapaThl
JUls BETEPUHAPHOIO NPUMEHEHHUS U MEJULIMHCKOTO PUMEHEHUS;

Taxxe moanmyHkTOM "r" MyHKTa 2 CTaThM | 3aKOHOMPOEKTa K MMOTHOMOYHSIM
denepanbHBIX OpPraHOB MCMONHUTENBLHOW BNACTH MpH OOpalieHHU JTeKapCTBEHHBIX
CPeACTB OpelIaraeTCs OTHECTH YTBep)KAeHHe (DOPMEI peLienTa Ha NeKapCTBEHHBIH
npernapar JANA BETEPHHAPHOIO IPUMEHEHMs, MOpAAKa oQopMIeHHsd, ydeTa H
XpaHeHUs peuenToB Ha JEeKapCTBEHHble MpenapaTbl [ BeTEPUHAPHOIO
[IpUMEHEHUSI.

B oTHOIIEHHM JT€KapCTBEHHBIX IMPENApaToB I MEAMLUHCKOro NPUMEHEHUS
yKa3zaHHBIA Borpoc yperynupoBaH DenepairHeIM 3akoHOM OT 21 HosGps 2011 r.
Ne 323-®3 "O6 ocHOBax 0XpaHbI 30pOBEs Ipakaan B Poccuiickoit ®enepanuu’.

3. Ilynktom 3 crateu | 3aKoHONpoekTa TNpemiaraercsi BHECTH HU3MEHEHUS
IOPUANKO-TEXHUYECKOr0 Xapakrepa Ul IPHUBEIEHUS TMOJNIOXKEHURA YacTH 3 cTaThu 8
3akoHa Ne 61-®3 B coorBercTBue ¢ DemepanbHeIM 3akoHoM oT 4 mas 2011 T.
Ne 99-®3 "O nMUEH3UPOBaHUM OTHAENBHBIX BUIOB NEATENLHOCTH", KOTOPBIM
NpeAyCMOTpeHa He BbIJaya HOBOM NHUIEH3UM, a MepeodopMIeHUE NULEH3UHd B
Clyyae W3MEHEHMS [I€peyHs BBIMNONHAEMBIX paboT, OKa3bIBaeMBIX YCIYT,
COCTaB/AIOUIMX TULIEH3UPYEMBIHA BU AEATENRHOCTH.

4. IlynkToM 4 cTaThu | 3aKOHOMpOEKTa MpeilaraeTcs BHECTH YTOYHEHHUS B
JNOKYMEHTBI, K3  KOTOphIX (OpMUpyeTCSs  pErMCcTpaldOHHOEe [0Che  Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Npenapar Al BeTepUHAPHOrO MpUMEHEHUS
(manee - perucTpallHOHHOE JOChe) B LEMAX IKCIEPTHU3bI JIEKAPCTBEHHOTO Npenapara
JUIs BETEpUHAPHOTO [IPUMEHEHUS.

28110308.doc



Tak, ans nMpoBefeHUs SKCMEPTH3BI KMMYHOOMONTOTHYECKOTO JIEKAPCTBEHHOI0
npernapata I BETEpUHAPHOIO IMpPUMEHEHUS TPEOYIOTCA CBEINEHUA O LITaMME.
ITpu 3TOM HcyesaeT HEOOXOAUMOCTh TPeOOBATE y 3asiBUTENs BKIIOYATh B COCTaB
JOKYMEHTOB, IpeCTaBAIEMBIX npu rocyZapcTBEHHOU perucTpanvu
UMMYHOOHOJIOTHYECKOTO  JIEKAPCTBEHHOrO  IIperapaTa, TaKHe CBEJEHHUS O
dapManeBTHYeCKOl cybcTaHuy, Kak uHdopMalud 0 mpuMecsx, crendukanvs Ha
(papMaleBTUYECKYIO CYOCTaHLHMIO, pe3yNbTaThl aHANM3a cepuil GapMaleBTUYECKOM
cybCcTaHLIUM, TaHHBIE O CTAOMIBHOCTH.

B cBasu ¢ Berymnendem B cuny |l urons 2017r. HOBBIX OpaBUN
rocyAapCTBEHHOI perucTpauuu reHHO-HH)XXEeHEepHO-MOXU (PULIMPOBAHHBIX
OpraHM3MOB, MpeAHa3HA4YeHHBIX AJIS BBIMYCKa B OKPYXAWOIIYIO Cpely, a TakKXxe
MPOAYKIMH, MONYYEHHOM C NpPUMEHEHMEM TaKMX OpPraHU3MOB MMM COfepKalien
TaKue OPraHu3MBl, YTBEPXIEHHBIX ToCTaHOBNeHWeM [IpaButenncTBa Poccuiickoi
®enepauuu ot 23 centabpsa 2013 r. Ne 839, B cocraB JOKYMEHTOB, U3 KOTOPBIX
dhopMHpYyeTCS pervcTpalMOHHOE [OChe IPU TOCYAApCTBEHHONW perucTpauuu, a
TaKK€ NpU MNOATBEPXNAEHUM TOCYJApPCTBEHHON pPErucTpaiuM JieKapCTBEHHBIX
TMperapaToB /i BETEpHHAPHOrO NPUMEHEHUS, MOMYUYEHHBIX C IPUMEHEHHEM IeHHO-
HMH)XEeHepHO-MOAUGUIUPOBAHHBIX OPraHU3MOB UJIU COAEPXKAIMX TaKKe OpraHU3MBl,
TpebyeTcs BKIIOYMTH CBEfEGHHUA O TIOCYJAapCTBEHHOW perucrpauuu reHHO-
VHXEHEPHO-MOAU(DHUIMPOBAHHEIX OPraHU3MOB, IpeAHA3HAYEHHBIX MAJIS BHITYCKA B
OKpY XalollyI0 Cpeny.

YcranaBnuBaeTcs HeOOXOAUMOCTh MOANMMUCAHUS PYKOBOJUTENEM
MIPOU3BOJMTENS JIEKAPCTBEHHOrO Mpenapara JUls BeTepUHAapHOro NpUMeHeHus nubo
PYKOBOAUTENEM  IOPHAMYECKOrOo MNHILa, YNOJHOMOYEHHOr0 MPOU3BOAUTENIEM
JIEKapCTBEHHOr0 Mpemapara AMs BETEPUHAPHOrO [PUMEHEHHs, CBEJCHHH O
EeKapCTBEHHOM Mperapare [Afis BeTEPUHAPHOrO MNPUMEHEHUS, KacarOoLUXCs
OTUCaHHUs IIpollecca MPOM3BOJACTBA M €ro KOHTpOIS M ONHCAHHUA KOHTPOJIA
KPUTHYECKUX  CTagdii  MPOM3BOACTBA M MPOMEXYTOYHON  MPOAYKLHH,
MPEACTaBAfEMBIX B  COCTaBE JOKYMEHTOB, M3 KOTOphIX  (opmupyercs
pPETUCTPallMOHHOE AOChE.

Yacth 4 crateu 17 3akona Ne 61-®3 npennaraeTcs M3MOXKUTh B HOBOH
PENAKLMH, YTO TIO3BONAET U30EXATh HEOMHOIHAYHOTO TOJIKOBAaHUS CYUIECTBYHOLUEH
PENAKLMM YKA3aHHOM YaCTH U JaeT BO3MOXHOCTb 324BUTEIIO [IPU TOCYAapCTBEHHON
pErHCTpalid BOCIPOM3BENEHHBIX JIEKAPCTBEHHBIX IMPENapaToB AN BeTepUHAPHOIO
MpUMEHEHUsT IMpEACTaBNATH BMECTO OT4YeTa paspaboTuMka O pesynpTaTax
JOKNMHUYECKOro MUCCNEeOBaHUsA JIEeKapCTBEHHOTO CpeAcTBa [ BeTEpUHApHOIro
npuMeHeHUsT 0030p HaydyHBIX paboT 0 pe3ynbTaTax AOKIMHHYECKOr0 HcCIeNOBaHHA
pedepeHTHOro JeKapCTBEHHOrO Mpenapara [Jisi BETEPUHAPHOrO MpPUMEHCHHUA H
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NpeCTaBUTh BMECTO OT4ETa O pe3ynbTaTax KIMHUYECKOro HCCIeXOBaHUS
JIeKapCTBEHHOrO IpenapaTta s BETEPUHAPHOTO NMpPUMEHEHUS B IMOJHOM 00BeMe -
OTYET O pe3yabTaTaX HCCIENOBaHUM OUOIKBUBAIEHTHOCTH BOCIPOU3BEAECHHOTO
JIeKapCTBEHHOTO Mpernapara A1 BeTepUHAPHOTO TPUMEHEHHS.

Takxe 3aKOHONPOEKT yCTpaHIET BO3IMOXHOCTE HEOJHO3HAYHOI'O TOIKOBaHUS
gactd 5 craTbd 17 3akoHa Ne 61-D3 B OTHOILIEHHH KOJIHYECTBA MPEACTaBIIIEMBIX
JUI TIPOXOXXJEHUS TOCYJapCTBEHHOU pPErucTpallidl B COCTaBe PErMCTPAUOHHOIO
JIOChE MaKETOB [TEPBUYHON M BTOPUUHOU (ITOTpeOUTENBCKOI) YIIaKOBOK.

5.TlynktoM S cTaThu | 3aKOHOMpPOEKTa IpelyCMAaTPUBAETCS BO3MOXXHOCTH
BO3BpaTa 3asBUTENIO JOKYMEHTOB, CONEPKALIUXCA B PETUCTPALHOHHOM JOChE, B
Cllydae MpUHATHSA pelIeHUs 00 0TKa3ze B OpraHM3alldi 3KCIEPTU3bI IEKAPCTBEHHOI'O
CpeACTBa JJIS BETEpUHAPHOTO IPUMEHEHHUS.

6. Ilynktom 6 crateu | 3akoHompoekra B craThe 24 3akoHa Ne 61-®3
npefycMaTpyMBaeTcsd YTOUHEHUE OOpa3sLoB, MpEACTaBNsIEMbIX IS [pPOBEJEHUA
JKCMEPTU3bl KayecTBa JIEKAPCTBEHHOTO CPEACTBA, C YUETOM H3MEHEHHil, BHOCHUMBIX
IIYHKTOM 2 CTaThU | 3aKOHOMPOEKTa.

7. Ilynktom 7 ctaTeu | 3aKOHONMPOEKTa IMOMUMO HOPUAUKO-TEXHHUUECKUX
U3MEHEHUH TpeanaraeTcs YCTaHOBUTb HEOOXOAMMOCTh MOJAYU 3asABUTEIIEM
3asBIEHUA O TMOJATBEPKIACHUM TOCYIapCTBEHHONW perMcTpauydd JeKapcTBEHHOIrO
npernapata HE MNO3[HEE CpOKa OKOHYAHUS JEHCTBUA pPEeruCTpalMOHHOTO
yIOCTOBEpEHUS JIEKAPCTBEHHOr 0 Npenapata s BETEPUHAPHOTO IPUMEHEHHS.

Kpome Toro, ycraHaBnmuBaeTcs BO3MOXHOCTh OOpallleHus O UCTeYeHUsT CpoKa
FOZHOCTH JIEKQpCTBEHHBIX [pernapaToB JUIS BETEPUHAPHOIO  MMPUMEHEHMUH,
NpOM3BECHHBIX B TEYEHUM CTAa BOCBMHUAECATH KaJleHOAPHBIX AHeH Mocie JaThl
NPUHATUSA YTONHOMOYEHHBIM (efiepanbHBIM OpPraHOM HCIONHHUTENHHO! BIACTH
pelleHuss O MOATBEPXAECHUU TrOCYJapCTBEHHOIl perucTpauuu, B COOTBETCTBUU C
uHbopManueit, comepxaiuefics B JOKyMEHTaX perMcTpalMOHHOrO JOChe Ha
JIeKapCTBEHHBIH npernapar, [0 AaThl NPHHATHUS TaKoro pelleHWs. B Hacrosduiee
BpeMs yKa3zaHHas HOpMa pacIpOCTpaHSETCs TOJbKO Ha oOpalleHue JieKapCTBEHHBIX
MpenapaToB Ui MEIULUHCKOTO IPUMEHEHHS.

8. IlynkToM 8 crathu 1 3akOHONpPOEKTa MpelycMaTpUBaeTCs Pl U3MEHEHUH,
KaCaloIMXCA MpOLEAYpPhl BHECEHUsS H3MEHEHUNl B JIOKYMEHTBI, coAepXKaliuMecs
B PECUCTPAIMOHHOM JIOChE, B YACTHOCTH:

yCTaHOBJIEHHE HEOOXOMUMOCTH IMOJA4YM 3asiBICHHSA O BHECEHUM M3MEHEHHH B
JIOKyMEHTBI, COIEpIKAIIUECS B PErHCTPALIMOHHOM JIOChE, B ClIydae peopraHu3aluy
IOpUAUYECKOr0  JHLa  (mep)kaTens  WAM  BlafieNblla  perucTpallMOHHOIo
YHAOCTOBEpEHHS JIEKapCTBEHHOrO I[perapara AN BeTepUHApHOro MpUMEHEHUH,
pa3paboTyHKa WU POU3BOJUTENS JIEKAPCTBEHHBIX MPENapaToB AJi BETEPHHAPHOIO
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NpPUMEHEHUs) HE MO3JHEEe 4YeM yepe3 TPUALATE pabouux AHed cO AHA NPUHATHS
JOKyMEHTA, MOATBEPXKAAIOLET0 (PAKT BHECEHHS COOTBETCTBYIOIMX H3MEHEHHI B
€IUHBI TOCYNApCTBEHHEIM peecTp IOpUAMYECKMX 1ML (A8 OpraHusauui,
3aperdCTPUPOBAHHBIX Ha Tepputopud Poccuiickoit @epmepauuu), UMK HHOrO
JIOKYMEHTa, MOATBEPXKAAOIUETO peopraHu3alMio opuaudeckoro muua (and
OpraHu3alMii, He 3aperuCTpUpPOBaHHBIX Ha TeppuTOopuH Poccuiickoit Menepanun);

npusesneHue 3akoHa Ne 61-D3 B cooTBeTcTBUHE ¢ DefiepalbHBEIM 3aKOHOM OT
27 urons 2010 r. Ne 210-®3 "O6 opraHu3alUuy MPETOCTABIEHUS TOCYAaPCTBEHHbIX U
MYHHIUNATBHBIX YCIyr" B YaCTH YCTaHOBJIEHHS 3ampera TpeGOBaTh OT 3asiBUTENs
MPEACTaBIECHUs JOKYMEHTOB, B TOM YMCIE [TOATBEPXXKIAIOIINX BHECEHUE 3aiBUTEIIEM
[IaTel 3a IIpelOCTaBlICHHE TOCYAapCTBEHHOH YCIyrd, KOTOpble HaxXOASATCH B
pacnopsxeHUM HUHBIX OPraHOB, yYaCTBYIOIIHUX B IIPeIOCTaBIEHUH I'OCYAapCTBEHHOM
yCyrd (B 4acTH AOKYMEHTOB 00 yIlnaTe rocyAapCTBEHHOM MOILIHHEI);

yBeNUYEHHE CpPOKa, B Te€YeHUE KOTOPOro YIOJHOMOYEHHBINH (erepanbHbIi
OpraH MCIOMHUTENBHOM BIACTU MPUHUMAET pellieHWe O BHECEHHM WU3MEHEHUU B
JIOKYMEHTBI, COJEpKAllUecs B pETUCTPALIMOHHOM JJOChE, UIIH 00 OTKa3e BO BHECEHUH
TaKMX H3MEHEHHUH, BHOCUT B TOCYJapCTBEHHBIH peecTp JEKapCTBEHHBIX CPEJICTB
HeOOXOAUMBIE U3MEHEHUS U BO3BpAIlaeT JOKYMEHTHI 3asBUTENIO, C MATH IO AECATH
JHEH [0 aHAJOTMM C [pOHEAYypaMH TrOCYAApCTBEHHOW perucTpaluu U
IOATBEPXACHUS FOCYAAPCTBEHHOR perucTpalium;

YCTaHOBJECHUE BO3MOXHOCTH COXpaHeHUs HOMepa BbIIQHHOTO
perucTpallMOHHOr0 yJOCTOBEPEHMS JIEKApCTBEHHOIO Iperapara B ciilydae BHECEHHUS
M3MEHEHUH B YAaCTH CBEICHUH, COlepXKaUXCS B PETHCTPALIMOHHOM YIOCTOBEPEHUH.

9.logmyukrom "6" nyHkra 10 u nyHkroMm 12 crateu |  3akoHONpOEKTa
BHOCSITCS. M3MEHEHHs C LENbl0 AOMyCKa MpOoJaXu, Iepefadyd JIeKapCTBEHHBIX
CPEICTB NPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEACTB M OpraHU3alUIMH OITOBOM
TOProOBJIM JIEKaPCTBEHHBIMU CpPEACTBAMM WHAMBUIYABHBEIM NPEANPUHUMATENIM,
OCYIIECTBIAIOIIUM pa3BeJICHUE, BRIPAILUBAHUE U COAEp)KaHHe )XUBOTHBIX. [Ipu 3TOM
yCTaHaBIMBAaeTCs 3alpeT Ha [pojaxy U Iepejayy oOpraHusalusM H
HHIUBUAYATBHBIM npeAnpUHUMATENAM, OCYLIECTBIISIOLIUM pa3BeJeHHUe,
BBIpalllUBaHUE U COJCpKAHUE KUBOTHBIX, dapMalleBTHYECKUX CyOCTaHIMM, TaK KaK
yKa3aHHble JIMLA HE BIIpaBe OCYLIECTBIATH MPOM3BOJACTBO MM H3rOTOBIECHUE
JIEKapCTBEHHBIX [IpenapaToB.

10. ITynkTom 13 cTaTeM 1 3aKOHOIPOEKTA npexycMaTpUBaeTCA
OCYUIECTBAEHHE OTMyCKa JIEKapCTBEHHBIX [IpermapaTtoB Ml BETEPHUHAPHOrO
IIPUMEHEHUST B COOTBETCTBUU C IIpaBUIaAMH HaJNexalledl anTeyHol NpaKTHUKU
JIEKapCTBEHHBIX MPENapaToB I BETEPUHAPHOTO NPUMEHEHUS.
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B Hacrosiee BpemMs B 3akoHe Ne 61-D3 mnpenycMOTpeHO YTBEpXKIeHUE
YNIOTHOMOYEHHBIM (efiepalIbHRIM OPraHOM HCIIONHUTENBHONU BIIACTH HECKONBKHUX
HOPMAaTHUBHBIX IIPaBOBBIX aKTOB, KACAIOILUXCS OTIYCKA JIEKAPCTBEHHBIX IPENIapaToB
JUIf BETEpHHApHOro NMpUMeHeHUs (YacTh 4 cTaThM 55 M yacth | cTaThu 55 3akoHa
Ne 61-®3). dakTudeckd TmpaBuna OTIYCKA JIEKAPCTBEHHBIX IIPENapaToOB JiIA
BETEPUHAPHOTO MPUMEHEHMS BETEpPUHApPHBIMU  allT€YHbIMM  OpraHU3aLUsIMU,
BETEpUHAPHBEIMU  OpPraHU3alUsAMH, HHAUBUAYAIBHBRIMU  [peJIIpUHUMATEIIIMH,
UMEIOIIUMH JIHLIEH3UI0 Ha (papMaleBTUYECKYIO AESATENBHOCTh, SBISIOTCA YACTHIO
NpaBUn Hajexalel anTeyHo! NPaKTUKH.

11. TTognynkTom "r" nyHkrta 14 craThud | 3aKOHONMpOEKTa yCTaHaBIUBAETCS
TpebOBaHUE K JAepXKaTell0 UM BlaJelblly PETHCTPALMOHHOTO YXOCTOBEPEHHA
NexapCTBEHHOro mnpenapara Afs BETCPUHAPHONO NPHUMEHEHUS MpPEACTaBIsATH B
YIIOTHOMOYEHHBI (efepanbHblit OpraH HCNOMHUTENEHOR BIIaCTH OTYET II0
pesynbTatam (apMaKOHaA30pa, a TaKXe MEPUOAUYHOCTH IPEeJCTaBICHHUS TaKOro
or4eta. B HacTosiee BpeMs ykasaHHas HOpMa IpefycMOTpeHa YacThbio 22
crated 18 3akoHa No 61-03 u pacnpocTpaHseTcs NUIIb Ha Aepxareled WU
BNaJiCNblEB PErMCTPALlMOHHOIO YAOCTOBEpPEHHUsS! JIeKapCTBEHHOro IIpernapaTra s
MEIULIUHCKOTO MPUMEHEHHSL.

12. IIpenycMmoTpenHble 3aKOHOIPOEKTOM H3MEHEHHs, Kacarol[Hecs BOIIPOCOB
obpallleHUss JIeKapCTBEHHBIX CpPEACTB KaK Juls BeTepHHapHOro, Tak M Jnd
MEIULUHCKOTO IPUMEHEHUS, HOCAT TEXHUYECKU XapaKTep.

Tak, nyHkT9 crathM 1  3aKOHOMpOEKTa  YCTpaHAe€T  UMeIoIleecs
HecoOoTBeTCTBME B cTaThe 37 3akoHa Ne 61-03. B HacTosimiee Bpemst He
MpEACTaBNAETCA BO3MOXHBIM pa3MelieHUe YITOJHOMOYEHHbIM (penepanbHbIM
OpraHoM HCIOJHUTENBHOH BIAcTH Ha CBOeM OQHUMATBHOM caiite B CeTH
"Unteprer" undopmanun, cBA3aHHON ¢ NPOBEAEHUEM IKCIIEPTU3BI JIEKAPCTBEHHBIX
cpeactB  (BKJIOYAas ~ pe3y/lbTaThl  ee  MpOBelieHus), HUHPoOpMaLMH O
3aperucTpUPOBAaHHBIX JIEKAPCTBEHHBIX Mpernaparax M JeKapCcTBEHHBIX Mperaparax,
UCKJIIOUEHHBIX U3 rocyJapCTBEHHOTO peecTpa NEeKapCTBEHHBIX CPEACTB, B TEYECHHUE
nsTH pabo4yux AHe# Co JHA MONydeHHs 3asBIeHUS O FOCYTApCTBEHHOMN perucTpaluu
JIEKapCTBEHHOrO IIpemnapara.

13. Moanyskrt "a" nyskra 10 cTaTe¥ |  3aKOHONpPOEKTA HampaBieH Ha
CO3JlaHHE 3aKOHOJATeNbHOH OCHOBBI, [O3BONAIOLIEH Npd  NPOU3BOJACTBE
JIEKapCTBEHHERIX [penapaToB ANs BeTEPUHAPHOTO IMPUMEHEHUS MCIIOIb30BaTh
dapmalleBTUYECKUE CYOCTaHIMM, BKIIOYEHHBIE B T[OCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB A MEIULMHCKOro MPUMEHEHHUs U MpeJHasHaYeHHbIe AN
IIPOU3BOJCTBA JIEKAPCTBEHHBIX MPENapaToB AJI MEAULIMHCKOrO IIPUMEHEHHUS.

CooTtBercTByIOIIIEE MpeIoKeHHe CHOPMUPOBAHO UCXOS U3 CIEAYIOIIETO.
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Crarpeit 34 3akoHa Ne61-O3 npenycMOTpeH MOPAAOK — BKIIOYEHUS
¢bapmaneBTHHYEeCKOH  CyOCTaHLMHM, [pPOU3BEAEHHOX  [ANd  peanu3alud, B
rocyIapCTBeHHBIA peecTp JIEKapCTBEHHBIX CPEeACTB. B oTIHMYHE OT 3HAYMTENBHBIX
pasnuuuit MeXxJy rocylapCTBEHHOU perucrpaliyeil 1eKapcTBEHHBIX MpenapaToB Ois
MEJUUUHCKOr0 MpUMEHEHUS U JIEKAPCTBEHHBIX IIPENaparoB s BETEPUHAPHOIO
NpUMEHEHUA  IMpolieAypa  BKIIOYEHUS  (apMaleBTHYecKod  cyOcTaHLuMH,
TIPOM3BEACHHON JJIs peanu3alldd, B TOCYAAapCTBEHHBIN peecTp JIeKapCTBEHHBIX
CpeNCTB OAMHAKOBA, YTO CBHAETENLCTBYET, 110 MHEHUIO OU3Hec-coobllecTBa, 00
H30BITOYHOCTH TpeOOBaHUI O TMPOBEAEHUM JUIMTENBHBIX U JOPOrOCTOSIHIUX
npoueayp IOBTOPHOrO BKIKOYEeHUS (QapMaleBTUHECKUX CYOCTaHLMM, yxe
BKJIIOYEHHBIX B TOCYHNApCTBEHHBI peecTp JIEKapCTBEHHBIX CPEACTB  JUIA
MeJULUHCKOT0 NMpUMEHEHMs, B rOCYIapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPEACTR
JUTS. BETEPUHAPHOr'O MPUMEHEHUS.

Kpome Toro, [Tonoxenue o NUIeH3UpPOBaHUU MPOU3BOJACTBA IIEKApPCTBEHHBIX
CpelCTB, YTBepXAeHHOe nocTaHoBileHreM [IpaBurensctea Poccuiickoit deneparuu
or 6 uronsg 2012 r. Ne 686, ycTaHaBIMBaeT EAUHBIA MOPANOK JIMLEH3UPOBAHUSA
JeATeIBHOCTH [0 [POU3BOJCTBY JIEKAPCTBEHHBIX CpEACTB, OCYIIECTBIsIEMOHR
IOPUANYECKHUMU JTULAMH B COOTBETCTBUU ¢ 3akoHOM Ne 61-D3.

[lpaBuna Hagmexaleit MNPOU3BOJACTBEHHOH IMPAaKTUKHM, YTBEPKICHHbBIE
npukazoM Munnpomropra Poccun ot 14 utons 2013 r. Ne 916, ycraHaBnusaroT
obpe TpeOOBaHUS K OpraHU3alMM [MPOU3BOJACTBA M KOHTPOISA KadecTBa
NeKapCTBEHHBIX CPEeACTB M MEOUIUHCKOro MPHUMEHEHUS U BETEpHUHAPHOIO
NpUMEHEHUS.

B cooTBercTBuM ¢ myHKTOM 2 cTathbd 4 3akoHa Ne 61-D3 dapmanepTyeckoii
cyOcTaHLMEN SBJISETCS JIEKAPCTBEHHOE CPEACTBO B BHUJE OAHOIO MIIM HECKOJIBKHX
obnagatonux (apMakoNOruyeckol aKTUBHOCTBIO MACHCTBYIOIMX BELIECTB BHE
3aBUCUMOCTH OT TNPUPOABI TMPOUCXOXIAEHHUS, KOTOpOE IpeAHa3HaYeHO [UIA
IPOU3BOACTBA, H3TOTOBJIEHHS JIEKAPCTBEHHBIX IPENapaToB M ONpPENEIAET HX
3¢ deKTUBHOCTD.

K dapManeBTuyeckuM CyOCTaHIMSAM OTHOCATCSH, B YaCTHOCTH, CJIEHYIOLIHE
BEIIECTBA: CYXH€ OKCTPAaKThl TpaB, AMHUHOKUCIOTHI, IECTHLM/BI, BHTAMHHBI,
AHTUOUOTHKU M J[pYrde KaTeropuMu BellecTB, obnajmaroumx (apmaneBTHYECKOH
aKTHBHOCTBIO. BhIlIeyKka3aHHBIE BeEIIECTBA HCIONB3YIOTCS KakK AN [POU3BOJCTBA
JIEKapCTBEHHBIX [MpemapaToB JUII MEAMLIHMHCKONO [pUMEHEHMs, TaKk M I
MIPOM3BOJICTBA JEKAPCTBEHHRIX NPENapaToB [Isi BETEpUHAPHOrO NPUMEHEHMU .

Hanpumep, rmnpd  [OpOU3BOJACTBE  JIEKApCTBEHHOro  Ipemapara  AJA
BeTepUHApPHOTO npuMeHeHus KeTomkekT wucnonb3yercs QapManeBTHYECKas
cyOcTaHIMsS KeTorpodeH, KoTopast OXHOBPEMEHHO UCIONb3yeTCs [l MPOU3BOACTBA
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JIEKapCTBEHHOTO Mpemapara JUis MeJULUHCKOro mpumeHeHus Ketonpoden
(50 wmr/mMn, pacTBOp AN BHYTPMBEHHOTO BBEAEHMS), NpPH IMPOU3BOJACTBE
JIEKapCTBEHHOIrO  Mpemapara Ui  BeTepUHapHOro  npumeHeHus Ilunpow
ucnone3yercss  ¢apMmaleBTHYeckas CcyOcTaHUMs — UMNPOQIOKCAalMH, KOTopas
ONIHOBPEMEHHO HCIIONB3YyeTCH AJA [POU3BOACTBA JIEKAPCTBEHHOrO IIpenaparta s
MEAMLMHCKOro npumeHeHus Lunpomern.

O6beM (apManeBTHUECKUX CYOCTaHLMM, UCIONb3yeMBIX OJHOBPEMEHHO Kak
JUIS TIPOM3BOJICTBA JIEKAPCTBEHHBIX MTPENapaToB il MEAULMHCKOTO Ha3HAYEHUS, TaK
U JUIs MPOM3BOJCTBA JIEKAPCTBEHHBIX MpENaparoB Uil BETEPUHAPHOTO Ha3HAYEHUS,
N0 pa3lIMYHBEIM OLIEHKaM, cocTaBnseT Ho 67% Bcero obbeMa (apManeBTUHECKUX
CyOCTaHLMI, HCHONB3yEeMBIX NMPU MPOU3BOACTBE JIEKAPCTBEHHBIX MPENapaToB JUis
BETEpUHApHOro InpuMeHeHus. Ilpu 3ToM Takue ¢apmaneBTUYeCKHE CyOCTaHIIUU
npuobperarorcss y S50 pa3nuuHBIX MPOM3BOAMTENEM JIEKAPCTBEHHBIX CPEICTB,
pacronoxeHHbIX B 19 cTpanax mupa.

B Hacrosuee BpeMs MPOU3BOACTBO JIEKAPCTBEHHBIX [peNnapaTtoB st
BETEPUHAPHOI0 MPUMEHEHUS JOMYCKAETCS WCKIIOYUTENbHO C HCMONb30BaHUEM
(hapmMaLeBTHYECKUX CYOCTaHLMit, BKIIOYEHHBIX B TIOCYJapCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEACTB AN BETEpHHApHOro NpuMeHeHus. [nda ocylnecTBIEeHUs
JEATENBHOCTH MO MPOU3BOJACTBY Takux ¢apMalieBTHUYECKUX cybcTaHIMil TpebdyeTcs
MoJly4yeHHe COOTBETCTRYIOLIEH TULEH3UM, BbIjaBaeMoil Poccenbxo3Hai30poM.

Ipoussomurento apmaneBTHYeckod CyOCTAHLUMM, WMEIOIIEMY BBLOAHHYIO
MuunpoMtoprom PoccuM nHMHEH3UI0 Ha OCYIUECTBIeHUE [AEATENbHOCTH 110
[IPOM3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, AN peanu3alliu 3Toi ¢dapMalieBTHYECKOMH
Ccyb6CTaHLM MPOM3BOAMTENIO JIEKAPCTBEHHBIX IpernapaToB INsS BETEPUHAPHOTrO
NpUMEHEHUsT TpebyeTcs Takke [ONMydeHUEe COOTBETCTBYIOLUEH JHMIIEH3UHU,
BeIlaBaeMolt Poccenbxo3Han3opoM, 4YTO BiedeT 3a coboif JBOiiHON KOHTpOMB CO
CTOPOHBI (efiepallbHbIX OPraHOB UCITOJHUTENLHOM BIACTH. '

N3menenus B craThio 45 3akoHa Ne 61-D3, nmpepiaraemble MOAMYHKTOM "a"
nyHkta 10 crated |  3aKOHOMpOEKTa, IO3BONSIOIIME [pH  MPOU3BOACTBE
JIEKApCTBEHHBIX IMIPENapaToB i BETEPUHAPHOIO IIPUMEHEHUS HCIIONL30BAThH
dapMaueBTHUECKUEe CyOCTaHLMM, BKIIOYEHHBIE B TI'OCYJapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJCTB TS MEIULUHCKOrO MPUMEHEHUS U NpeJHa3HaYCHHBIE IS
ITPOU3BOJCTBA JIEKAPCTBEHHBIX IpENapaToB IS MEAMIMHCKOrO IpUMEHEHUS, HE
MIOBNIEKYT 3a COOO0H AOMONHUTENBHBIX AIMUHHUCTPATABHBIX H UHBIX MOCHEACTBUMA AL
Mun3zapasa Poccuu.

14. B Muncensxo3e Poccuu uMeroTcsi oOpallleHUsT poCCUHCKUX 30011apKOB,
pPErMOHANBHBIX OpPraHOB BNAaCTH, OOLIECTBEHHBIX OpPraHMU3alMil O HEOOXOAUMOCTH
BBO3a HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpenapaTtoB M JICYEHUsS TUKHUX
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)KMBOTHBIX, IPHHAJIEXXAUMX K BUAaM, 3aHeceHHHIM B KpacHyro kuury Poccuitckoit
Denepauuy U HyXXIAIOHMIMMCA B 0c060it oxpaHe. .

Ycranosnennas myHkToM 5 uacté 1 crathu 50 3akona Ne 61-d3 Hopma
O BO3MOXHOCTH BBO3a HE3aperUCTPUPOBAaHHBIX JIEKapCTBEHHBIX IpPENapaToB
pacnpocTpaHseTcs JIMIIb Ha cllydau Je4eHUS] KOHKPETHBIX XMBOTHBIX B 300ITapKax,
a TaKe XHUBOTHBIX, BBO3UMBIX B Poccmiickyto Pepepauuto Ans ydyacTus B
CIIOPTHBHBIX U 3pPETUIIHBIX MEPOTIPUATHUSIX.

TaxuMm o6pasom, neyeHHe AUKUX JKUBOTHBIX, MPHHANIEXAIUX K PEAKUM H
Haxo[AIWMMCS MO Yrpo30d MCUE3HOBEHWH BUAAM, JXUBOTHBIX B 300cCajax,
Aens(GUHApUSX, OKeaHapHUyMaX He MOMajgaeT MOX AeiicTBue MyHKTa 5 ctaThu SO
3akoHa Ne 61-03.

ITyaktoM 11 crathu | 3akoHOmMpOeKTa Mpe[iaraeTcsi pPacnpoCTPAHUTH
yKazaHHYIO HOpPMY TakKXe B OTHOLICHHM JI€KapCTBEHHBIX IIpErapartos,
npeqHa3sHa4YeHHBIX [ JIEYEHUS KOHKPETHBIX JKMBOTHBIX B  300Cajax,
OKeaHapuyMmax, AenbOUHApUsX ¥ AUKUX JKUBOTHBIX, MOCTOSHHO HIU BpPEMEHHO
HacengroWMUX Tepputoputo Poccuiickoit Defepaliun, HaXOAAIUXCA B COCTOSHUM
€CTECTBEHHON CBOOOBI U NMpUHAANEXAIUX K BUJIaM, 3aHECEHHBIM B KpacHyr0 KHUTY
Poccuiickoit ®epepaumu u (unmu) KpacHele kHuru cy6bektoB Poccuiickoit
Denepanuu.

B Poccuiickoit ®enepanu B KauecTBe JIEKapCTBEHHBIX MpeNnapaTroB s
BETEPUHAPHOr0 IPUMEHEHHUS 3apEerUCTPUPOBaHB! B GOJIBILIMHCTBE CBOEM MpenapaThl,
npeqHasHaYeHHbIE JUIS JICYEHUS CEJIbCKOXO3SIMCTBEHHBIX XXUBOTHBIX M MEJKUX
JOMAIIHUX XUBOTHBIX. BUAORBIE OCOOEHHOCTH OpPraHU3Ma AUKUX U OK3OTHMHECKUX
KMBOTHBIX HE MO3BOJAIOT PUMEHATD yKa3aHHbIe JIEKAPCTBEHHEIE MpenapaThl TAKUM
XHUBOTHBIM. D(QQEeKTUBHOCTL JIEKAPCTBEHHBIX [PenaparoB MAJdd BeTEPUHAPHOrO
NpUMEHEHUs, MTPpeIHa3HAUEHHBIX NS JICUEHUS XXUBOTHBIX OJHOTrO BUJA, 3a4acTYiO
HEJOCTaTOYHA [JI OKa3aHUs IOMOIUM >KUBOTHBEIM JAPYroro BHAA MpU pa3IMYHBIX
3ab0/eBaHUSX.

3aKOHOIIPOEKT He IMPOTHBOpEHHUT MonoxeHusM Jlorosopa o Eppasuiickom
3KOHOMHMYECKOM COI03€, 4 TaKXe ITOIOXKEHHUAM HHBIX MEXIyHapOAHBIX JOTOBOPOB
Poccuiickoit ®enepauuun. IIpennaraeMele UM pelieHUS He BIUSIOT Ha JOCTH)KEHHE
Liesiedt rocy AapcTBEHHBIX MporpaMM Poccuiickoit Mepepauuu.

Peanuzanus npenycMOTpeHHBIX 3aKOHONPOEKTOM MOTHOMOUYHIt (heiepalibHOro
opraHa HMCIIONHUTENLHON BIaCTH, OCYIUECTBIAIOLIErO roCyJapCTBEHHBIH KOHTPOJIb
(Ham3op) B cdepe oOpallleHHsT JTeKapCTBEHHBIX CpPEACTB it BETEpHHapHOIO
MpUMEHEHUs], Oy IeT OCYLIECTBIATLCA B Mpefenax ycTaHOBNeHHOU [IpaBUTennsCcTBOM
Poccuiickoit ®enepanuu yucieHHOCTH pabOTHUKOB U OHOMXETHBIX aCCUTHOBAHMA,
IPEeyCMOTPEHHBIX UM B (pemepasibHOM GOJKETe Ha PYKOBOJCTBO U YIIpaBJICHHE
B cepe YCTaHOBIEHHBIX (GYHKLHIA.

£
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OPUHAHCOBO-3KOHOMHUYECKOE OBOCHOBAHHUE

K MPOeKTY (eaepaibHOro 3aKOHa
"O BHeceHnu u3mMeHeHuii B Gegepanbuntii 3axon "06 o6pamennu
JIEKapCTBEHHBIX CPEACTB'' B YacTH peryJMpoBaHUs 0GpaleHus
JIEKapCTBEHHDBIX CPEACTB AJISl BEeTEPUHAPHOIrO NpUMeHeHus "

Peanusauus OeznepansHoro 3akona "O BHeceHUHU u3MeHeHUM B DenepalbHbIi
3akoH "O6 oOpalieHHM JeKapCTBEHHBIX CpPeACTB" B YacTH peryaupOBaHHA
oOpallleHHss  I€KapCTBEHHBIX CPEJACTB M  BETEPUHAPHOrO INpPUMEHEHHS"
He TI0TpeOyeT yBENMYEHMS INTAaTHOH YMCIEHHOCTH (efiepalbHbIX OpPraHoB
UCMOJTHUTEIBHOM BIIACTH U JONONHUTENBHBIX pacXooB (elepalbHOro OroIKeTa.
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HEPEYEHD

(heaepaibHbIX 32KOHOB, MORNEKALIHX NMPUIHAHHUIO YTPATHBLUMMH CHJTY,
NPHOCTAHOBJIEHHIO, U3MEHEHHIO UJTH NIPUHATHIO B CBSAI3H C IPOEKTOM
denepannHoro 3akona 'O BHeceHnu uameneHuii B @egepanbHblil 3aKOH
"0 ofpaleHHH JleKapCTBEHHBIX CPEACTB' B YACTH peryiupoBaHUs
o0panieHHs 1eKapCTBEHHbIX CPeACTB AJS BeTePHHAPHOIo NpuMeHeHus "

ITpunartue depepansHoro 3akoHa " BHeceHur W3aMeHeHWid B DenepanbHblit
3akoH "OO6 ofpaliieHUd JIEKapCTBEHHBIX CPEACTB" B YaCTH peryJIHpPOBaHMS
obpallleHUss EeKapCTBEHHBIX CPEACTB IS BETEpPUHAPHOrO IpUMeHeHus" He
nmoTpebyeT MpU3HAHMSA YTPATUBIUIUMH CHJy, TPUOCTAHOBMEHUS, WIMEHEHUS,
JOMONHEHUS WM NPUHATUS defepanbHbIX 3aKOHOB.
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IIEPEYEHD

HOpPMaTHBHBIX NpaBoBbix akToB [Ipe3uaenta Poccuiickoit Menepanuu,
IIpaButenncrBa Poccuiickoii ®egepanuu u dpeaepalibHbIX OPraHoB
MCIMOJHHTENbHOM BJIACTH, MOJIEXKALMX MPUIHAHUIO YTPATHUBIIHUMH CHITY,
NpPHOCTAHOBJIEHHI0, K3MEHEHUIO U/ NPUHATHIO B CBSI3H ¢ MPHHATHEM NPOEKTA
t¢enepanbHoro 3akona 'O BHeceHUH u3MeHeHu# B @eepabHbIH 3aKOH
"O6 o6pauieHUHU JIeKAPCTBEHHbBIX CPEACTB'' B YACTH pery/jiHpoBaHUs
oOpamieHus JieKapCTBEHHBIX CPeICTB AJif BeTepHHAPHOTO NpUMeHeHun'"'

[Tpuusarue ®enepansHoro 3akoHa "O BHeceHMU U3MeHeHUH B DenepanbHblit
3akoH "O6 oOpalleHHHd JeKapCTBEHHBIX CPEeACTB" B YacTH perylMpoOBaHUS
obpallleHus JNeKapCTBEHHBIX CPEACTB JUId BETEPHHAPHOTrO HpuMeHeHus" (nanee -
3aKOHONPOEKT) NOTpedyeT:

1. BHeceHuss u3MeHeHUH B ClieylOlMe HOPMAaTUBHBIE IPAaBOBBIE AaKThI
IlpaButensctBa Poccuiickoit denepanuu:

a) [Tonoxenue o MuHucTepcTBe celbckoro xo3siiictBa Poccuiickoit
Odepepanuy, yTBepXKIeHHOe rMocTaHoBneHuem IIpaButensctBa Poccuiickoit
®denepaunu ot 12 utons 2008 r. Ne 450 (nanee - [Tonoxenue Ne 450).

O6ocHoBaHMEM HeOOXOAMMOCTH BHeceHMs uaMeHeHui B [Tonmoxenue Ne 450
ABNIAIOTCS MyHKTHI 2 U 13 crarbu 1 3akoHONpOEKTA.

[lensamu BHeceHUs uameHeHuit B ITonoxenue Ne 450 sBnstorcs:

UCKIIOYeHHe MonHoMouus MuHcenbxo3a Poccuu 1o MNpHUHATHIO TIPaBHI
OTNMyCKa JIEKapCTBEHHBIX [penaparoB JAAA  BETEPUHAPHOTO  NpPUMEHEHHS
BEeTEpUHAPHBIMU AaNTEYHBEIMHU OpraHU3alUsAMU, BETEpPUHAPHBIMU OpraHU3aLUIMH,
UHAUBUAYATBHBIMU npeAnpUHUMATENSIMH, UMEIOLIUMU JTULEH3UIO Ha
(bapMaLEBTUYECKYIO  JEATENbHOCTh, IPEIyCMOTPEHHOrO  IMOAIYHKTOM 5.2.25%
ITonoxenuss Ne 450. Tlopsmoxk oTmycka NEeKapCTBEHHBIX [IpenaparoB UL
BeTEpUHAPHOTO MPHUMEHEHHS OyeT yCTaHOBJIEH B MpaBUIax HaJjexalied anTeuHon
[pPaKTUKK JIEKAPCTBEHHBIX [MpENapaToB [Jys BETEPUHAPHOrO0  MPUMEHEHHS
(moxnyHKT 5.2.25'° ITonoxenus Ne 450);

yTOUHEHHE InoJiHoMouus MuHcensxo3a Poccuu [0 NOpUHATUIO MOpsjKa
BblIa4M U (OPMBI JOKYMEHTa, KOTOpBIH MOATBEPXKAAET, YTO [POU3BOJACTBO
JIEKapCTBEHHOr0 IMpemnapara AN BETEPUHAPHOTO IPUMEHEHUS OCYIIECTBIIEHO B
COOTBETCTBHH ¢ TpeOOBaHUAMH MPaBUJI HaJIexalleid NPOU3BOACTBEHHON IIPAKTHKH,
[IPEeLyCMOTPEHHOT0  MOAIYHKTOM 5225 Tlonoxenus Ne450. Ilpu aToM
3aKOHOMPOEKTOM IIPeyCMaTPUBAETC YCTAHOBIEHUE MOpAAKa BBIAa4YH U (QOPMBI
JOKyMEHTa, KOTOpBIH MOMJIEKUT npeaCTaBIECHUIO mo  TpebGoBaHHUIO
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YIOJJTHOMOYEHHOI0 OpraHa CTpaHEl, B KOTOPYIO BBO3UTCS JIEKapCTBEHHBIN Ipenapar
JUIS BETEpHHAPHOr0 MPUMEHEHMUS;

UCKIIo4YeHUe nonHoMouus MuHcensxo3a Poccuu nmo yTBEpKACHHUIO MOpSAKA
BBO32 JIEKAPCTBEHHBIX CPEACTB AN BETepUHapHOro npuMmeHeHus B Poccuiickyro
Ddenepauuio ¥ BbIBO32 IEKAPCTBEHHBIX CPEACTB IS BETEPUHAPHOr0 NMPUMEHEHUs U3
Poccuiickoii demepauuu, npeaycMoTpeHHoro moamyrktoM 5.2.25'" IMonoxernus
Ne 450. B coorBercTBuUM uacThlo | crathu 47 @emepanbHOro 3aKOHa
"O6 oOpallleHUH JIeKapCTBEHHBIX CPEACTB" BBO3 JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyto  denmepauuio  OCYLIECTBISETCS B  [OPAAKE, YCTaHOBJIIEHHOM
[TpaButenscTBoM Poccuitckoit denepariuu; '

Hajleneuue MuHcensxo3a Poccuu monHomMouyueM Mo yTBepKIAeHUIO (OPMBI
peuenra Ha JEKapCTBEHHBIM Npenapar AJid BeTepUHAPHOrO MPUMEHEHUS, MOpAaKa
obopMIIEHUS, yd4eTa M XpaHEHUs pELEeNTOB Ha JIeKapCTBEHHbIE MpenapaThl [UIs
BETEpUHAPHOTO MPUMEHEHUS.

["onoBHO# ucnionuuTens - MuHcensxo3 Poccuu.

Coucnonuutens - Mungun Poccun, Munskonompasputus Poccun.

Cpok moAroToBkH - utois 2019 r.

6) Ilonoxenne o @DepepanbHolt cnyxbe 10  BeTepUHapHOMY M
GUTOCAaHUTApHOMY HAZ30pY, YTBEpPXKAEHHOe IOcTaHOBNeHWeM [IpaBUTENbCTBA
Poccuiickoit ®eneparuu ot 30 utons 2004 r. Ne 327 (nanee - [Tonoxenue Ne 327).

O6ocHoBaHMEM HEOOXOAUMOCTU BHeceHUs u3MeHeHMil B ITonoxeHue Ne 327
SBIAIOTCA NOAMYHKTHI "6" 1 "B" myHKkTa 2 cTaThU | 3aKOHOMpPOEKTA.

Ilensto BHeceHus usMeHeHuit B [lomoxenue Ne 327 sgBnsgeTcs yTOUHEHHUE
nogHoMouus Poccenbxo3Haf3opa o Bhaue NOKYMEHTa, KOTOPBIH MOATBEpPIKIAET,
YTO NPOU3BOJACTBO NEKAPCTBEHHOIO Mpemapara Ui BeTepHHAPHOTO MPHUMEHEHUS
OCYIIECTBIEHO B COOTBETCTBHM C TpeOOBaHUAMM IpaBUJI  HaJIexalei
MPOU3BOACTBEHHON MPAaKTHUKH, NMPEAYyCMOTPEHHOro MOANyHKTOM 5.2.8 IlomoxeHus
Ne 327. Tlpu 3TOM 3aKOHOMPOEKTOM MpPERYCMATPHUBAETCS YCTAHOBIEHHE IMOPAAKA
BblJa4u U (OpMBI AOKYMEHTa, KOTOpBIH IIOATBEPKIAET, YTO JEKAPCTBEHHBIMH
npernapar JJis BETEpUHAPHOIO NpUMEHEHUS NOMYylIeH K obpauenuio B Poccuiickoi
Qenepaludd U IMOMIEKUT MPEACTABICHUIO MO TPEOOBaHHUIO YITOJIHOMOYEHHOIO
opraHa CTpaHbl, B KOTOPYIO BBO3UTCS JEKAPCTBEHHBIN Mpenapar A1 BETEPUHAPHOT'0
MIPUMCHEHUS. ‘

["onoBHO# ucnonuurtens - Muncensxos Poccuu.

Coucrnonautens - Mundun Poccun, MuHakoHOMpa3BuTHsa Poccui.

Cpok MoAroToBKH - U0 2019 r.

2. llpuHATHS HOPMATHBHBIX MPABOBBIX aKTOB MruHcenbxo3a Poccuy,
IpeAyCMaTPHUBAIOLLINX
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yTBEpXAEeHHE TOpsaKka Bbigauyd H  ¢GOpMBI  JOKYMEHTa, KOTOpBIii
MOATBEPXAAET, YTO JEKAPCTBEHHBIM mpenapar AN BETEPUHAPHOIO IPHUMEHEHUS
JomnyieH k obpamenuro B Poccuiickoit @enepaiuu U NOLIEKUT NPEACTABIEHUIO 10
TpeOOBAaHUIO  YINOJIHOMOYEHHOTO OpraHa CTpaHel, B KOTOPYK BBO3UTCH
JIeKapCTBEHHBIN Mpenapar AJis BeTEpUHAPHOT0 IPUMEHEHUS,;

yTBepXxJeHUe ¢OpMBI pelLleiTa Ha JIEKapCTBEHHBIA IMpenapar s
BETEPUHAPHOr0 NMPUMEHEHHUS, Mopsjka oGopMiIeHHus, ydeTa U XpaHEHHUS PEIENTOB
Ha JIEKapCTBEHHbIE MpenapaThl 111 BETEPUHAPHOr0 IPUMEHEHUSL.

O6ocHOBaHUEM HEOOXOAUMOCTH MPUHATHSA COOTBETCTBYIOLIHMX HOPMATUBHBIX
MPaBOBBIX akTOB MuHcenbxo3a Poccuu, sBNSIOTCS MOAMYHKTH "B" M "r" myHkTa 2
cTaThU | 3aKOHOIpOEKTA.

lensto NpPUHATHS COOTBETCTBYIOLUX HOPMATUBHBIX IIPABOBBIX aKTOB
Muncensxo3a Poccuu fBNsSeTCS YCTAaHOBNEHWE TMOPSAKAa BBIAAYM U (OPMBI
JIOKYMEHTa, KOTOpBId [OATBEPKIAAET, 4YTO JIEKApCTBEHHBIA [Mpemnapar Ojidg
BeTEPUHAPHOro MPUMEHEHUs AO0MYylieH k oOpaienuio B Poccuiickoit Oenepaiuu u
MOJJIEXKUT TPEACTABIEHHUIO M0 TpeOOBaHHUIO YMOJHOMOYEHHOIO OpraHa CTpaHhl, B
KOTOpPYIO BBO3UTCS JIEKAPDCTBEHHBIH MperapaTr A BETEPUHApHOIO NMpUMEHEHHA, a
TaK)Xe YyCTaHOBAeHHE (OPMBI pelenTa Ha JIeKapCTBEHHBIM Ipenapar mJjid
BETEpUHAPHOIo NpUMEHEHUS, Nopsaaka oGopMICHUS, yUeTa U XpPaHEHHUs PELENTOB
Ha JIeKapCTBEHHbIE MIpenapaThl AJi BETEPUHAPHOTO MPUMEHEHHS.

["onoBHOM ucnonuutens - MuHcensxo3 Poccuu.

Cpok noarotToBku - okTa6ps 2019 r.
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IPABUTEJIb.CTBO POCCUIICKON ®ENEPAIIN
PACIOPSIXEHUE

oT 7 mapta 2019 r. Ne 364-p

MOCKBA

1.Brectu B TocymapctBennyro [lymy ®enepansHoro CoOpaHus
Poccuiickoii ®enepanuu npoekt ¢efepanbHoro 3akoHa "O BHeCeHUU
u3MeHeHUd B @enepansHeiit 3akoH "O06 oOpaieHWH JeKapCTBEHHBIX
CpelcTB" B 4YacTH peryiaupoBaHHA oOOpallleHHS JeKapCTBEHHBIX CpEACTB
JUIsL BETEPUHAPHOTO IPUMEHEHHU".

2. HasHauute craTc-ceKpeTaps - 3aMecTHTeNsl MHHHCTpa CeJIbCKOro
xo3giictBa Poccuiickoit ®epepauuu Jlebenesa IIBana BsuecnasoBu4a
obunuanbHeM npencrasureneM [IpaBurensctBa Poccutickoit ®emepauuu mpu
paccmoTtpenuH nanaramu ®DepepansHoro Cobpanus Poccuiickoit ®enepanuu
npoexTa denepanbHOro 3akoHa "O BHeceHNH U3MeHeHuH B DeiepanbHelil 3aKOH
"O6 obpallieHHM JIeKapCTBEHHBIX CPEACTB" B HaCTH perynupoBaHus obpalneHus
JIeKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO MPUMEHEHHS".

A Mensenes
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