POCCHUIMCKAS ®EJEPALIAS
@EI[EPAJII:HLIfI 3AKOH

O BHeceHHH H3MeHEHH B OTAe/IbHBIE 32AKOHOJATE/ILHBIE AKTHI
Poccniickoii @exepannu B 4ACTH peryIMpoBaHus o0fpalenus
JIEKaPCTBEHHBIX CPEACTB /15l BETEPHHAPHOTO IPHMEHEHU

ITpunsar Iocynapcreennoit lymoit 23 urons 2019 ropa
Opo6pen CoseToM Pelepauunt 26 moaa 2019 rogma
Cratbs 1

Brectu B 3akon Poccuiickoit @eneparmuu ot 14 Mast 1993 roga Ne 4979-1
«O Berepunapum» (Bemomoctn Cbe3na HapoAHBIX nemyTaTtoB Poccumifckoif
Oepneparuu u BepxosHoro Coseta Poccwuiickoit @eneparmu, 1993, Ne 24,
ct. 857; Cobpanue 3akononatenscTBa Poccuiickoit ®enmepanun, 2004, Ne 35,
ctT. 3607; 2006, Ne 1, ct. 10; 2010, Ne 50, ct. 6614; 2015, Ne 29, cr. 4369; 2018,

Ne 53, ct. 8450) crnenyronue U3MEHEHHUS:
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1) ab3am mecrod 9acTH NEPBOM CTaThbd 3 JONOJHUTL CJIOBaMH
«, YTBEpXKIeHHEe MOps/IKa Ha3HAYCHHs JIGKapCTBEHHBIX NPENapaTtoB s
BETEPUHAPHOrO  NpUMeHeHWd, (OpPMBI  pelenTypHbIXx  OJaHKOB  Ha
JIeKapCTBEHHBIE IIpenaparbl Ul BETEPHHAPHOTO TIPUMEHEHMS, IOpsAaKa
o opMIleHNs YKa3aHHBIX PEIENITYPHBIX OIaHKOB, HX yUeTa U XpaHCHUD);

2) cratbio 16 JOMOMHATE YaCTHIO TPEThEH CICAYIOIEro CoMlepIKaHus:

«ITopsiok Ha3HAa4YEHMS JICKAPCTBEHHBIX IIperaparoB Ajs BETEPHHAPHOIO
npuMereHus, popMa pelenTypHBIX GIaHKOB Ha JIeKapCTBEeHHEIe MpenapaTsl A
BeTEpHHAPHOTO NPHMCHEHUS, TOPSI0K O(QOPMIIEHHS YKa3aHHBIX PeleNnTypPHBIX
6/1aHKOB, WX y4YeTa W XpaHEHHsS YCTaHABIHBAIOTCA (elepalbHbIM OpPraHOM
HCHOJIHATENBHON BJIACTH B 00JIACTH HOPMAaTHBHO-IIPABOBOTO PETYIHPOBAHUS B
BeTEPHHAPHHL.Y.

Cratbs 2

Brectu B @enepansHblii 3akoH ot 12 anpens 2010 roga Ne 61-@3 «O6
ofpameHunt  JnekapcTBeHHBIX  cpenctBy  (CoOpamme  3akoHOAaTebCTBA
Poccuiickoit @enepanuy, 2010, Ne 16, cr. 1815; Ne 31, ct. 4161; Ne 42,
cr. 5293; Ne 49, c1. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; 2013,
Ne 27, ct. 3477; Ne 48, cr. 6165; 2014, Ne 43, ct. 5797; Ne 52, ct. 7540; 2015,
Ne 27, c1. 3951; Ne 29, ct. 4367, 4388; Ne 51, c1. 7245; 2016, Ne 1, cT. 9; Ne 23,

cT. 3287; Ne 27, ct. 4194, 4238; 2017, Ne 31, cT. 4791, 4827; 2018, Ne 1, ct. 9;



Ne 24, c1. 3407; Ne 49, cr. 7521; Ne 53, ct. 8437; 2019, Ne 23, ct. 2917)
CleyrOIMe U3MEHEeHU:

1) B craTbe 4:

@) B IIYHKTe 53 CI0Ba «BETEPHHAPHBIM PaOGOTHUKOM)» 3aMEHHUTH CIIOBaAMH
«CTEHUANUCTOM B 00/1aCTH BeTepUHAPUI»;

6) B myHKTEe 54 ciioBa «MEIUIMHCKHAM WM BETCPHHAPHBIM PabOTHHKOM,
AMEIONMM)»  3aMEHHTh  CIOBAaMH  (MEJULMHCKAM  pabOTHHKOM  HIIA
CIIENAANICTOM B 00acTH BeTepUHApUM, UMEIOMHMUY, 110CTIe CIIOB «anTedHoi
OpraHM3alUK»  JONONHUTH CJIOBAMH «WIM  BETCpHHApHOM  anreuHoit
OpraHH3aLINY;

2) B cTaThe 5:

a) MyHKT 10 U3JI0XKUTH B CEAYIOIel peIaKkium:

«10) BbImaya, ycTaHOBJEHHE NOpSIKA BHINAYH pa3pelleHHs Ha BBO3
KOHKpETHO} MapTHH JIEKapCTBEHHOTO cpeAcTBa B Poccuiickyro Denepanuio;»;

6) B nyHkre 10' clOBa «IEKapCTBEHHOTO MpENapaTa OCYLIECTBICHO B
COOTBETCTBHM C TpeOOBaHMSIMH TpaBUJl HamJexameH INPOW3BOJCTBEHHON
TIPaKTHKI) 3aMEHUTH CII0BaMU «JIEKapCTBEHHOTIO IpenapaTa AJIsl MeJHLMHCKOro
IPHMEHEHHs] OCYUIECTBIIEHO B COOTBETCTBHH C TpPeOOBaHWAMH IPaBHI
HaJutexanieil MpOM3BOACTBEHHON NPaKTUKH MM 9TO JIEKapCTBEHHEIH Ipenapat
JUI BeTeprHApPHOTO MpPHMEHEeHHs JoNyIleH K obpameHmo B Poccmifckoi

Denepanuny;
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3) B wactd 3 craThu § CJOBAa «IIOJIYYUTh HOBYIO» 3aMEHUTb CIIOBOM
«1iepeoopMuUTEY;

4) B cratbe 9:

a) 4acTh 4 JOTIONHUTE ITyHKTOM 2% cexyromero COIepKaHug:

«2%) npoBejeHye KOHTPOIBHBIX 3aKyIOK B HENAX IPOBEPKH COBMIONCHHS
cyObexTaMH  OOpalNeHHss JIEKapCTBEHHBIX CPEICTB,  OCYIIECTBISIOLMMU
PO3HIYHYIO TOProBIIO JIEKapCTBEHHBIMH IperapaTaMH Ui BETEPUHAPHOIO
IPUMEHEHUs, NpaBWI Hajuexaliell anTeyHOM INPaKTHKH JIeKapCTBEHHBIX
IIpenaparoB Uil BETEPUHAPHOTO IMpHMEHEHUA U (WIM) 3ampera IpPONKH
GbanpcuUIUPOBaHHBIX  JIEKAPCTBEHHBIX  CPEACTB, HENOOPOKaYeCTBEHHBIX
JeKapCTBEeHHEIX CPE/ICTB U KOHTpa(aKTHEIX JTEKapCTBEHHBIX CPE/CTB;Y;

6) "yacTp 6 ZONOJTHUTH ITyHKTOM 3? CIIEAYIOMIEro COAePIKAHUS:

«3%) IpPOBOAMTE KOHTPOJILHEIE 3aKyIIKH JIEKAPCTBEHHBIX IIPENapaToB A1
BETEPUHAPHOIO INPHMEHEHHs B LE/SIX MPOBepKH coOnrozieHns cyObheKTaMu
obpamieHns JIeKQpCTBEHHBIX CPEACTB, OCYIIECTBISIONINMHA  POZHHIHYIO
TOPrOB/IIO JI€KapCTBEHHBIMH IpernapaTaMi Uil BETEPHHAPHOIO IPHMEHEHMS,
TpaBHiI Ha[IexKallell anTeyHOM MpaKTHKU JIeKapCTBEHHBIX MpernapaToB AN
BETEPHHAPHOTO IPUMEHEHUS U (HIK) 3alpeTa NPoAaXH (aabCHOUIUPOBaHHBIX
JIEKapCTBEHHEBIX CPEJICTB, HEJ0OPOKaYeCTBEHHBIX JEKAPCTBEHHBIX CPEACTB H
KOHTPa(aKTHEIX JIEKapCTBEHHBIX CPELCTB;»;

5) B craree 17:



a) B 4acTH 3:

B MHKTE 4:

MOJIYHKT «a»  JOIOJHHUTH CIIOBaMH «(IIpH  TOCYyAapCTBEHHOM
perucTparg HMMMYHOOHONOTHYECKHX JIGKapCTBEHHBIX IIpenapaToB AN
BETepHHAPHOTO MPHUMEHEHHs IIPeJICTaBIAIOTC CBEJEHHsA O IITaMMe, BKIIIoYas
€ro HauMeHOBaHWe, HWHGOOPMAaIMIO O IIPOMCXOXICHHH, ero CBOWCTBAX,
XapaKTepUCTHKAX H MecTe JeOHUPOBAHNA)»;

HONIYHKT «I» JIOIONHHTh CHOBaMM «(HE TIpEACTaBIseTCsS IIpH
TOCYHapCTBEHHOM  perucTpald HMMyHOOHONOIMYECKUX  JIEKapCTBEHHBIX
IIperapaToB AJisA BETEPUHAPHOTO IIPUMEHEHHA)»;

MOANYHKT «I» MJOIONHWUTH CJIOBaMH «(He HpeACTaBiseTCs MpH
roCcyJapCTBEHHOM  perucrpalid HMMMYHOOHONOTHYECKMX  JICKapCTBEHHBIX
HpenapaToB Uil BETEPUHAPHOTO IPHMEHEHHS)»;

NOANYHKT <«K» JOHOJHHUTH CJIOBaMH «(He TMpeJCTaBIAIOTCA MpH
TOCYHapCTBEHHOM  pericTpalii HMMYHOOHONOTMYECKHX  JIEKapCTBEHHBIX
MperapaToB AJ BETEPUHAPHOTO NPHMEHEHHA)»;

NOAMYHKT «K» JONONHHTH CIIOBaMH «(He MPEACTABIAIOTCA TPH
TOCYJapCTBEHHOH peTHCTpaliyl HMMYHOOMOJIOTHYECKHX  JIeKapCTBEHHBIX
TpenapaToB JJIs BETEPUHAPHOTO IPUMEHEHNS)»;

IyHKT 5 [OMONHHUTH CJIOBAMH «, BKIIOYAIOUIMII ONMCAaHHE METOMOB

OIIpe/IeeH s OCTATOUHBIX KOIMYECTB AeHCTBYIONMETO BelllecTBa (JeHCTBYIOLINX
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BEMIECTB), JOCTHTAIOIEr0 (HOCTUTAlOMKX) CHCTEMHOLO KpPOBOTOKA, B
TMPOAYKIMH  JKHBOTHOIO IIPOMCXOXJEHHS MOCIE IPUMEHEHHA TaKoro
JICKapCTBEHHOTO  CpEe/ICTBA, a TakKe JOKYMEHTAIBHOE OATBEP)KACHHE
(Banuzayg) YKa3aHHBIX METOJOBY;

B MOANYHKTE «p» TyHKTa 7 CJIOBa «BETEPHHAPHOTO Bpaya
(BeTepUHAPHOTO (eNbuIepa), HHOTO» UCKIIOYHTS;

B IIyHKTE 9:

IOAIYHKT «B» MJONOJHATH CJIOBAMH «, TOINHCAHHOE B IOPsIKe,
YCTaHOBIEHHOM B COOTBETCTBHH C YacThiO | HACTOSIIEH CTaTh»;

HOAIYHKT «I» JOIOJHUTh CJIOBaMH «, TIONNHMCaHHOE B TOPSIKE,
YCTaHOBJIEHHOM B COOTBETCTBHHY C YacThio | HAacToAIIeH cTaThu»;

HONIYHKT  «&»  JOIIONHUTb CIOBaMM «C yKa3aHHeM CTaJuii
TEXHOJIOTHYECKOTO  IIpOLiecca, OCYIIECTBIASEMbIX Ha IPOM3BOACTBEHHBIX
IUIOHIaKaX IPOM3BOAMTENS JEKAPCTBEHHOro I[penapara Uil BeTEPMHAPHOIO
IIPUMEHEeHHY;

MOAMYHKT «I1» IIPU3HATh YTPATHBILINM CHILY;

JIOTIONTHATE ITyHKTOM 13 crientyromero copepxanus:

«13) cBeneHus O TOCYNApCTBEHHOM pPErMCTpallii T'€HHO-HHXXEHEPHO-
MOZU(UIUPOBAHHBIX OPTaHM3MOB, HpeAHa3sHAa4YeHHBIX MJIS BBIIYCKa B
OKpYyXaloIlylo cpefy (IpH IoCyZapcTBEHHOH PErMCTpaliM JIeKapCTBEHHBIX

npenaparoB I BETEPHUHAPHOIO0 MPHMCHCHUSA, IONYYCHHBIX C IIPUMCHEHHEM



T€HHO-HHXXEHEPHO-MOIU(DUIIMPOBAHHBIX OPTraHH3MOB WM COAEPKAIIMX TaKue
OpTaHU3MbI).»;

6) JyacTh 4 U3NOXKUTD B CIIEYIOIEeH pefaKIum:

«4. Tlpu 1mpoBelieHMM  YCKOPEHHOM  IIpOIemypbl  IKCIEPTH3BI
JIGKapCTBEHHOI'0 Tiperapara Uil BETEPHHAPHOTO MPHUMEHEHHS B LIENAX €ro
rocyqapcTBEHHOH PErucTpalii BMECTO OT4YeTa pa3paboTuMKa O pe3yNbTarax
JIOKITMHUIECKOT0 HUCCIe0BaHUS JIEKapCTBEHHOIO CPeJICTBa sl BETEPUHAPHOIO
HNpEMEHEHHS MOXeT OBITh NpeCTaRIeH 0030p HAYIHBIX paboT O pe3y/ibTaTax
JOKITMHUYECKOT0 UCCIeI0BaHAs Ped)epeHTHOTO TEKapCTBEHHOTO MpenapaTa Ui
BETEPUHAPHOTO NPUMEHEHHs, a BMECTO OTYeTa O PEe3yJbTaTax KIMHHNYECKOro
HCCIIefOBAaHUS JIEKapCTBEHHOro IIperapara Uil BETEpPHHAPHOTO IIPUMEHEHHS
OTYET O pe3ysbTaTaX HCCIeNOoBaHMi OMOIKBUBAJICHTHOCTH BOCIIPOU3BEICHHOIO
JIEKapPCTBEHHOI'0 NpeTiapaTta JJisi BETePHHAPHOTO IPUMEHEHHS.»;

B) B YaCTH 5 CJI0OBa (yNMakoBOK Ha KaXIYI0 JO3MPOBKY, KaXIyIO
KOHIICHTPAITNIO, KaXBIA 00BeM M KaxIoe KOJIHYECTBO JI03 B YIAKOBKE)
3aMEHHTh CIOBAMM «(IIEPBHYHOM YIAKOBKM M BTOPHUYHON YIaKOBKH»,
JOTIONIHUTG  TIPeIJIOKeHHeM cliefytomero comepxkanus: «Ha makerax
MIePBUYHON YIIaKOBKY U BTOPUYHON YIAKOBKH YKa3bIBAIOTCS BCE MPOH3BOJUMBIE
JO3MPOBKH, KOHIEHTPALMM, OObeMbl ¥ KOJMYECTBO JO3 B YIIAKOBKE
JIEKapCTBEHHOT'O IIperapara AJis BETepHHAPHOTO IPUMEHEHHSL.»;

I’) IOIOJTHATB JacThIO 8 CIeAYIONIEero CofeprKaHus:



«8. Jlepxarenp WM Biafenel] pPEeTHCTPAIIOHHOIO YIOCTOBEPEHHMS
JIGKAPCTBEHHOI'0 TIpenapaTa JJIs BeTepHHAPHOIO NPHMEHEHHS IIpeACTaBlseT B
YIOIHOMOYEHHBIH (pefepanbHbii opraH HCIONHHUTENBHOH BNACTH OTYET IO
pesynnraTtaM (apMakoHam30pa OqUH pa3 B MIECTh MECAIEB B TEUEHHE ABYX JieT
mocie TOCYJApCTBEHHON perHCTpamHH  JICKapCTBEHHOTO  Iperiapara B
Poccuiickoit enepallni, 3aTeM eXErofHO B TCYCHHe MOCISAYIOMIHX TPEX JeT 1
B JaJIbHe#IeM OJIMH pa3 B TPH I'ofia.»;

6) crathio 19 JOIONHUTE YacThio 6 CIEIYIOMEro COAEPKAHHUA:

«6. TIpu oTKa3e B OpraHU3allH SKCIIEPTH3HI, IIPSIyCMOTPEHHOM IyHKTOM
4 wvactu | Hactosmiel cTaTBH, JOKYMEHTBI, BXONSIIHE B COCTaB
PErUCTPaIMOHHOIO JIOChe Ha JIGKApCTBEHHBIH IIperapar Uil BeTEPHHAPHOIO
NpUMEHEHH, MOryT OBITH BO3BpameHbl 3ajABUTENIO HAa OCHOBAHHH €ro
HHCEMEHHOTO 3alpoca, HAMpaBlIeHHOro B YNOJHOMOYCHHEBIH (eepalbHbIi
OpraH HCIOJHUTENHbHOH BIACTH B Te€UeHHE TPHAUATH pabouumx AHeH co AHS
TPUHATHS YIOTHOMOYCHHEIM (eiepabHEIM OPraHOM HCIONHUTENBHOM BIACTH
pelieHus 00 oTKase B OpraHM3alMid TaKOW IKCIEPTH3BL. YIIOIHOMOYEHHBIH
tdenepanbHBIl  OpraH MCIONHATENHGHOH BIACTH BO3BpallaeT 3asBUTENIO
yKa3aHHBle HOKYMEHTHI B TEYCHHE AECATH paboumx xHeH co IHA IMONyYeHWs
COOTBETCTBYIOILET'O 3aIPOCa 3asiBUTEIS. )}

7) B WacTH 2 cTaTbul 24 CJOBO «IATHAALATHY 3aMEHHTH CIOBOM

«TpPUALIATHY, ClOBa «o0pasen (hapMaueBTHUECKO CyOCTaHIMMY 3aMEHHTH



CIIOBAaMH «B COOTBETCTBYIOIOHMX CIy4YasX TeCT-IITAMMBI MHKPOOPTaHH3MOB,
KyJIbTypbl KIETOK, o00pasnpl QapMaleBTHYeCKOH cyOcraHuuy, oOpasisl
BeIIeCTB, IPUMEHsAeMble U1 KOHTPOJI KauecTBa JIEKAPCTBEHHOTO CPELiCTRA,»;

8) B craTee 29:

a) YacTh 2 TOCIE CNOB <«JIEKapCTBEHHOIrO IIperapara» [OIOJIHHUTE
CIIOBAMH «JUIS MEIUIIMHCKOTO IIPUMEHEHHUSY;

0) IOTONHUTP YaCThIO 2! CIIe[IyIOIIeTO CONePIKAHMIS:

«'. 3asBreHME O MOXTBEPKICHMH TOCYAAPCTBEHHOM PETHCTPAIHH
JIEKApCTBEHHOTO Tpernapara Jjisl BETepHHAPHOTO IIPUMEHEHHUS NPECTABIACTCA B
COOTBETCTBYIOIIMH YIIONMHOMOYCHHBIH (efepaibHblii OpraH HCIIOJHHTEILHOM
BIIACTH HE paHee YeM 3a CTO BOCEMbAECAT JHeH J0 MCTeYeHUs CPOKa ASHCTBHS
PETHCTPAllMOHHOTO  YINOCTOBEPEHUS  JIEKAPCTBEHHOI'O  mperapara s
BETEPUHAPHOTO IPUMEHEHHS U He I03{Hee OKOHYAHUS CPOKa ero JeHCTBUA. Y,

B) 4YacThb 4% [OTIONHHTE TIpeTIOKEHNAMH CJIEAYIOIIEro comepkanus: «B
OTHOIIICHHM HMMMYHOOMOJIOTMYeCKHX JIEKAapCTBEHHBIX  IPENapaToB s
BeTCPHHAPHOTO INPUMEHCHHS HE MpEJCTaBIIOTCS CBEJCHHS, yKa3aHHBIE B
HONIYHKTe «K» IyHKTa 4 uyactu 3 crateu 17 Hacrosmero ®ejepaibHOro
3aKk0Ha. B OTHOINEHHH JIGKapCTBEHHHIX NPEMapaToB Ml BETCPUHAPHOIO
MpUMeHEHHS, [OTyIeHHBIX c npUMeHEeHHEM TeHHO-HHXEHEPHO-

MO}IPI(i)HHHpOBaHHLIX OPraHu3MOB WM COACpXKaIIUX TaKHE€ OpPraHu3MBL,
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JIOTIOJTHATENHHO TPEICTaBIAIOTCI CBE/ICHNs, yKa3aHHble B MyHKTe 13 vactu 3
crathi 17 HacTosmero PenepanbHOrO 3aKOHA.»;

) B 9acTH 15 cioBa « U1 MEAUITMHCKOTO NPIMEHEHHUS» UCKIIOYHTD;

9) B ctaTbe 31:

a) JIOTIONHUTH YacThIO 12 CIIC/YIOmEro coaepKaHus:

«1:. B ciyuae peopraHM3allMM  JepXaTens HIH  Bialelbla
PEeTHCTPALMOHHOTO  YJIOCTOBEpEHMsl  JIEKapCTBEHHOTO  Ipemapara  Juid
BeTEpPUHAPHOTO  MpPHUMEHEHWs,  pa3paboTyMKa  WIM  IIPOM3BOJUTENS
JIEKapCTBEHHOr0 IperapaTa A/ BETEpPHHAPHOTO NMpPHUMEHEHHUS B 3asBICHUU O
BHECEHHH M3MEHEHUH B JOKYMEHTHI, COJIEPXKAIIUECS B PETHCTPAHOHHOM A0CHE
Ha 3aperducTpHpOBAaHHBIA JIEKAPCTBEHHBIH IpenapaT AJs BETEPUHAPHOIO
IIPEMEHEHNs, YKa3bIBAlOTCS JaHHBIE JOKyMEHTa, NOATBEP)KAAIOIIEro BHECEHHE
COOTBETCTBYIOIIMX W3MeHeHM#i B EAuHBII roCylapcTBEeHHBIH peectp
FOPUANYECKHX JIUL (Al OpraHu3anuii, 3aperucTpUpOBaHHBIX Ha TEPPUTOPHU
Poccuiickoii ®emepanuu), uIM HHOIO JOKYMEHTa, HOATBEPXKJAIOIIETO
PEOPraHu3anuio IOPUAHYIECKOIO nmna (s oprasu3alyy, He
3aperHCTPUPOBAHHBIX Ha Teppuropud Poccuiickoit ®enepanun). 3asBlieHHe O
BHECeHHH W3MEHEHHUH B JOKYMEHTHI, COJIepIKaIHecs] B peTHCTPaLlAOHHOM A0Che
Ha 3aperiCcTPUPOBAaHHBIM JIEeKapCTBEHHBIH MpemapaT IJii BETEPHHAPHOIO
IpUMeHeHHs, H [IpWiaracMbie K HeMy JOKyMEHTBl INpE[CTaBIAIOICI B

YHOIHOMOYEHHBIH (eiepaibHbIil OpraH MCIONHUTEIPHON BIACTH HE IIO3ZHES
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yeM depe3 TPHALATh pabodyumx JHeH CO [JHA BHECEHHS COOTBETCTBYIOIIHMX
u3MeHeHHH B EnWHBIA ToCyTapCTBEHHBIM peecTp MHOpUAMYECKHMX Juil (s
opraHu3alui, 3aperMCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoii ®eneparum)
WIH CO IHA OPHHATHMA COOTBETCTBYIOIIEIO JOKYMEHTa, IMOATBEPIKIAIONIETO
peopraHM3all0  IOpPHIMYECKOro  Juuma (s opraHusaudii,  He
3aperHCTPUPOBAHHLIX Ha TeppuTopuM Poccuiickoit ®epepaunwu). B ciyuae
PEoOpraHU3aLMy AEpKaTess WM BIIaJeiblla PETHCTPAlHOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO IIpeTiapaTta I BETCPHHAPHOrO NPHMEHEHHS 3asBJIEHHE O
BHECEHWH N3MEHECHHH B JOKYMEHTBI, COEPIKAIIECS B PETHCTPALIHOHHOM J0Che
Ha 3aperHCTIPUPOBAHHEIN JIEeKapCTBEHHBIH IIpenapar s BETEPUHAPHOTO
NpPHMEHEHHA, I[O0JaeTcsd IOPHAMYECKMM  JIMIIOM, KOTOpOMYy B  XO.€
peoprasM3alli¥ INEpejaHO TIpaBO  BIAJCHUS TaKUM  PETUCTPALMOHHBIM
YIAOCTOBEPEHHEM. »;

6) B 4acT 3 ci0Ba «IPEICTABIIOTCH JIOKYMEHTBI, MOATBEPKIAIONIHEN
3aMEHHTh CJOBaMH  «3ajdBUTeNb IIPEICTAaBIAET KONMH  [OKYMEHTOB,
TIOATBEPKAAFOLIUXY», CIOBA «IJIsI BETEPHHAPHOTO IIPUMEHEHHS, WM U3MEHEeHHH,
He TpeOyomuX IIPOBENEHUS JIKCIIEPTH3bI JIEKAPCTBEHHOTO CPEACTBA I
BETEPHHAPHOTO IPUMEHEHHS» 3aMEHMTh CIOBAMH «, HJIM HM3MEHEHUH, He
TpeOyIOMUX NpOBEJEeHNA SKCIEPTH3h! JEKapCTBEHHOIO CPENCTBa», NOMONHHUTD
IpeUIOKEeHUsIMI  cliefytommero cojepxanus: «B cmydae HeobxomumocTd

U3MCHCHUA CBC,ZICHPIFI, CoAepXKaluxCcs B PErucTpalliOHHOM YIOOCTOBEPECHUH
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JIEKapCTBEHHOrO IpenapaTa JJsl BETEPMHApPHOrO NPHMCHEHMS, C 3asABICHUEM,
YKa3aHHBIM B dYacTH | HacTosmedl craThy, 3asBUTENH JOMOIHHUTEIBHO
IPeCTaBIIIET KOTIHIO JIOKyMEHTa, MOATBEPAIAIOIIETO ymnaty
rOCYJapCTBEHHOH MONUIMHBl 33 BBIIAYy pPETHCTPAIMOHHOIO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Mpernaparta. 3asBUTENb II0 COOCTBEHHOH MHYLIMATHBE BIPaBe
TIPeNCTaBUTh JOKYMEHTHE 00 yIlaTe ToCymapCTBEeHHBIX IomumH. B ciydae
HENpEACTaBICHHs 3asABHTENIEM JOKYMEHTOB 00 yIjiaTe TIoCyRapCTBEHHBIX
HOULIMH YHOJHOMOYEHHBIH (eJepalbHBIl OpraH HCIIONHUTENBHOM BiacTu
nposepseT $GaKT YIUIaThl 3asBUTENEM TOCYAAPCTBEHHBIX HOLLIHMH MOCPEACTBOM
HCHONB30BaHMA HMHGOpMalMM 00 yIulaTe TIOCyJapCTBEHHBIX —MOLUIHH,
cozepxameiica B I'ocynmapcTBeHHoH  uHQOpManMOHHON  cucreMe ©
TOCYyJapCTBEHHBIX M  MYHUIUNANBbHBEIX  IJIaTeXaX, Ha  OCHOBaHWH
[IPEJCTaBICHHBIX 3asBUTENIEM KOMHMH JOKYMEHTOB, MOATBEPKIAIOMHUX YILIATY
FOCYapCTBEHHBIX TIONIIHH.»;

B) BUacTH 6':

B a03alie IepBOM CIIOBO IIATH» 3aMEHUTh CIIOBOM «JECATHN;

JIOTIOJIHUTE IIYHKTOM 3 CIEIYIONIEro CoepKaHus:

«3) BBINAET 3asABUTENIO HOBOE PETHCTPALIOHHOE YHOCTOBEpPEHHE
JEKapCTBEHHOI0 IIpeliapara A BETEPHMHApHOTO IIPHMEHEHMS B clydae

HEeO0OXOMUMOCTH M3MEHEHHS CBEJICHUH, COOCpXKaIUXCS B HEM, C COXPpaHCHUEM
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HOMepa paHee BHIJAHHOTO PErHCTPAiOHHOTO YOOCTOBEPEHUS JIEKapCTBEHHOIO
nperniapara JUIs BETePHHAPHOTO IPUMEHEHHUSL.Y;

10) B gyactu 1 cratbu 37 CiOBa «COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM
¢denepalbHBIM ~ OpPraHOM  HCHOJHHTEABHOH  BJACTH  3asBi€HUA O
TOCYJapCTBEHHOM pPerHCTpalii JGKapCTBEHHOTO IIpemapaTay 3aMCeHHTHh
CJIOBaMH «YTIONTHOMOYEHHBIM ¢(eJiepalibHbIM OPraHOM HMCIIOJHUTENBHOM BIACTH
COOTBETCTBYIOIIEH HHPOPMaLIUI»;

11) B cratse 45:

a) IOMOIHUTH YacThio 4 ciiesyromero coxepkanus:

«4*. TIpu MpOW3BO/ICTBE NEKAPCTBEHHBIX MPEAPATOB IS BETEPHHAPHOTO
NpPEMEHEeHUs [OIyCKaeTCs HCIIONB30BaHNE IPOMU3BENEHHBIX Ul peali3alliu
tapMaileBTH4ECKIX CyOCTaHIMMH, BKIIOYEHHBIX B TOCYIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX  CPEACTB  YIOJNHOMOYEHHBIM  ¢eAepalbHBIM  OPraHoM
WCIIONHUTENBHON BNAacTH, OCYLIECTBIIONMM BeAEHHE TOCYAapCTBEHHOIO
peecTpa JISKapCTBEHHEBIX CPECTB I MEIHUIIMHCKOTO IPHMEHEHHUA. Y}

6) wuacte 7 TIIOCIe CIIOBAa «BETEPUHAPHS,» MOMOJIHUTH CJIOBAMH
«BeTepHHAPHO-CAHUTAPHAS DKCIIEPTH3A,»;

B) IIYHKT 6 4acTU 8 M3JI0OXKUTH B CIIEAYIOMEeH peqakiun:

«6)  opraHMzaEsM M WHAMBHAYAIBHBIM  IpEeIIPUHAMATENAM,

OCYIIECTBIISIONIMM pa3BeieHHe, BRIpANIWBaHUE M CONEpIKaHME XKUBOTHHIX (3a
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ACKIIOYEHHEM TIPORaXH UM (¢apMalleBTHYECKUX cyOcTaHmmii MM MX
repefadn).»;

12) nynkr 5 wacté 1 crateu 50 nocie cioBa «300mapkKax,» JOHNOJHHTh
CJIOBAMH «300CaaX, LUHAPKaX, OKeaHapuyMaXx, AeNbQUHApUIX, JCICHNUI JUKAX
JKHBOTHBIX, TIOCTOSHHO WJIA BPEMEHHO HacelfIomMX Tepputopyio Poccumiickoit
Oepepaliuy, HaXOASIIAXCA B COCTOSHHM €CTeCTBEHHOH CBOOOABI M
MpUHaUTeKAMMX K BHAaM, 3aHeceHHBIM B Kpacuyro xmury Poccuiickoit
Deneparmu 1 (HIK) KpacHBIe KHUTH cyOBbekToB Poccuiickoit ®enepanym,»;

13) mysxt 7 9acTé 1 cTaThi 53 U3NOXKUTE B CIEAYIOMIEH peTaKIiu:

«7) opraHmzanMAM W UHAMBHAYAIBHBIM  IpeJIPHHAMATEIISM,
OCYLIECTBIISIOMUM pa3BejieHMe, BBIpAIUBAHHE M COJep)KaHHe JKMBOTHBHIX (3a
HCKIIOYCHHEM TIpoNaxy uM  (apMaleBTUYecKUK CyOcTaHlmil WIH HX
Hepesadn).»;

14) B 9actu 4 cTaThu 55 BTOpOE MpEIOXEHHE M3JIOKUTH B CIIENYIOMeH
pemakimu: «OTIOYCK JIEKapCTBEHHBIX IIpenapaToB MO  BETEPUHAPHOIO
TPUMEHEHHs. OCYIIECTBIAETCS B COOTBETCTBHH C IpaBWIaMy Hamujexarreit
anTedHO® INPaKkTHKH JIEKAPCTBEHHBIX IIPElapaToB [y BETEPHHAPHOTO
IpPUMEHEHHS, YTBEPXKISHHBIMU YIIOIHOMOYEHHBIM (ellepaibHbIM OpraHOM
UCTIONHHUTEIBHOM BIacTH.»;

15) B yactu 1 cratbu 64 clioBa «BeTEpHUHAPHBIX CIELHATMCTOBY 3aMEHHTh

CIIOBaMH «CIIEIHAIIUCTOB B 00IaCTH BETEPHHAPHW»;
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16) B gactu 1 cTaThH 67 clloBa «, BETEPHHAPHBIX PaOOTHUKOBY 3aMEHHTH

CJI0OBaMu «pa6OTHHKOB, CIIEUAIUCTOB B 00JIaCTH BETCPUHAPUID).

B.Ilytun

Mocxksa, Kpemnb
2 aBrycta 2019 rona
Ne 297-03
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