POCCUVICKAS] ®EJEPALIUS
O®EJEPAJBHBINA 3AKOH

O BHeceHHM H3MEHEHHH B OTAe/IbHbIE 3AKOHOAATEIbHbIE AKThI
Poccniickoii Pepepanuy B YaCcTH peryjiMpoBaHus oOpamieHusl
JIEKAPCTBEHHBIX CPeCTB /ISl BeTePUHAPHOr0 NpUMeHeHHs

Ilpunsat I'ocynapcrBennoi [Jymoit 23 urons 2019 roga
Opmo6pen CoBeToM demepauuu 26 moaa 2019 roza
Cratba 1

Buectu B 3akon Poccuiickoit @enepanuu ot 14 mas 1993 roma Ne 4979-1
«O Berepunapun» (Bemomoctu Cpe3nma HapoAHBIX JeyTaToB PoccHiicKoit
Qenepanun u BepxoBHoro Cosera Poccuiickoit ®eneparmu, 1993, No 24,
cT. 857; Cobpanue 3akoHomarenscTBa Poccuiickoit @enepanmu, 2004, Ne 35,
cT. 3607; 2006, Ne 1, ct. 10; 2010, Ne 50, ct. 6614; 2015, Ne 29, ct. 4369; 2018,

Ne 53, cr. 8450) cnenyroniue U3MEHEHHUS:

T,



1) abs3am Imecroii dacTH INepBOM cTaTbh 3 JOIMOJHUTH CJIOBaMH
«, YyTBEpP)KICHUWE MOpsAAKa Ha3HAYEHHs JIeKapCTBEHHBIX IIpenaparoB MJis
BETEPHHAPHOTO  IpPUMEHEeHWUsd, (QOPMBI  peLeNTypHbIX  OJaHKOB  Ha
JeKapCTBeHHBIE IIpenaparbl Ul BETEPHMHAPHOIO IPUMEHEHHMs, IOpsaaKa
odopMIIeHHS YKa3aHHBIX PELENTYPHBIX OIAHKOB, X y4eTa U XpaHCHHD»;

2) craThio 16 HOMOTHUTD YaCThIO TPEThel CIEeNYIOIIEero Colep KaHus:

«[Topsimok HazHa4veHUs JIEKAPCTBEHHBIX INpEenaparoB JJisl BETEpHUHAPHOIO
npuMeHeHus, popma pellenTypHbIX OaHKOB Ha JIeKapCTBEHHBIE TIpenapaTsl L
BETEPUHAPHOTO TIPUMEHEHUS, TTOPSIIOK OQOPMIICHHUST YKa3aHHBIX PerenTypHBIX
6/1aHKOB, WX ydYeTa W XpaHEHWS YCTaHABJIMBAIOTCS (elepaabHbIM OpPTraHOM
WCIIOJHUTEILHON BJIACTH B 00JIACTH HOPMATHBHO-TIPABOBOIO PEryIHPOBaHUS B
BETEPUHAPUH.Y.

Cratbs 2

Brectu B ®enepansHbiil 3akoH ot 12 anpens 2010 roga Ne 61-®3 «O6
oOpamennn  JiekapcTBeHHbIX  cpeactB»  (CoOpaHme  3aKOHOJATENbCTBA
Poccwmiickoit ®eneparuu, 2010, Ne 16, ct. 1815; Ne 31, ct.4161; Ne 42,
cT. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; 2013,
Ne 27, c1. 3477; Ne 48, ct. 6165; 2014, Ne 43, ct. 5797; Ne 52, ct. 7540; 2015,
Ne 27, ct. 3951; Ne 29, ct. 4367, 4388; Ne 51, ct. 7245; 2016, No 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, ct. 3407; Ne 49, cr. 7521; Ne 53, ct. 8437; 2019, Ne 23, ct. 2917)
CIeAYIONHE N3MCHEHHUS:

1) B cratbe 4:

a) B IIyHKTE 53 CI0Ba «BETEPUHAPHBIM PaOOTHUKOMY» 3aMEHHTH CIIOBAMH
«CTIEUAIUCTOM B 00JIACTH BETEPUHAPUMY;

6) B myHKTe 54 cI0Ba «MEIUIMHCKUAM WM BETEPUHAPHBIM PaOOTHHUKOM,
AMEIOIUM»  3aMEHUTh  CIOBaMM  «MEOUIIMHCKAM  pabOTHUKOM  WJIH
CHeLraaiucToM B 00JacTU BeTepUHAPUH, UMEIONUMIY, TIOCTIE CIIOB «aITeYHOMR
OpraHu3alii»  JOIOJHUTH CJIOBaMU «WIA  BETCPUHApPHOW  amTeuHOM
OpraHu3alu»;

2) B cTarhe S:

a) MyHKT 10 U3JI0XUTH B CleyIOIeld peaaKiuu:

«10) BBIIaua, ycTaHOBIIEHHE IOpSAJIKa BbIIAYM pa3pelleHus Ha BBO3
KOHKPETHOM MapTHH JIEKapCTBEHHOTO cpencTBa B Poccuiickyro Denepanmio;y;

6) B myukre 10' clOBa «IEKapCTBEHHOrO Mperapara OCYLIECTBICHO B
COOTBETCTBHHM C TpeOOBaHMSMHU TMPaBW HaAJeXamed IPOU3BOJACTBEHHON
TIPAKTUKID 3aMEHUTH CIIOBaMHM «JIEKapCTBEHHOTO IIperapara Jijisi MeIULHMHCKOro
IIPUMEHEHHUSI OCYIIECTBIEHO B COOTBETCTBUHM C TpeOOBaHHUAMH. MPABHII
HaJJIeXaIned IpOU3BOJACTBEHHOM MPAKTUKK MIIM YTO JIEKapCTBEHHBIN IpernapaT
JUIA BETEpUHAPHOTO IpUMEHEeHHs IOIylleH K oOpameHuio B Poccuiickoi

Depeparum»;
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3) B wacty 3 crarthu 8 cjioBa «IOJY4YUTh HOBYIO» 3aMEHHUTh CJIOBOM
«repeoHoOpMHUTHY;

4) B cTatbe 9:

a) 9acTh 4 JJOTIONHATH TYHKTOM 2° CIIEYIOIIEro COCpPKAHN:

«2%) mpoBeieHIe KOHTPOJIBHBIX 3aKyTOK B LIENSX IPOBEPKH COGMIONCHHS
cyObekTamMu  OOpalieHHs] JIEKApCTBEHHBIX CPEJICTB, OCYIIECTBISIONUMHU
PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH IIperiapaTaMH Uil BETEPHHapHOIO
IIpUMEHEHUs, MpaBWJI HaJUIeXKalled anTe4HOH MpPakTHKU JIEKapCTBEHHBIX
npernapaToB Ui BETEPUMHAPHOrO TPHMEHEHUs U (WIH) 3ampera IPOJakd
GbanpcuUIUPOBAaHHBIX  JIGKAPCTBEHHBIX  CPEICTB, HEA0OpOKaYeCTBEHHBIX
JIEKapCTBEHHBIX CPEACTB M KOHTpa(daKTHBIX JI€KAPCTBEHHBIX CPEACTB;»;

0) 4yacTp 6 TOMIONHUTH ITyHKTOM 3 CJIeAYIOLIEro CONCPKAHU:

«3%) IPOBOANTH KOHTPOJBHBIE 3aKYIKH JIEKAPCTBEHHBIX IPENapaToB s
BETEPHUHAPHOTO IPUMEHEHHUS B LEJSIX I[POBEPKU COOMOIeHus CyObheKTaMu
oOpaiieHHss  JIEKApPCTBEHHBIX  CPEACTB, OCYIIECTBISIIOIIUMUA  PO3HUYHYIO
TOPTOBJIIO JIEKAPCTBEHHBIMH IpelrapaTaMH ISl BETEPUHAPHOTO NPUMEHEHHS,
IpaBW HaJIeKalleld anTeyHON TMpPaKTUKU JIEKapCTBEHHBIX IpenapaToB s
BETEPHHAPHOTO NpUMEHEHUS U (WIH) 3alpeTa IPoAaXy GarsCUu(pUIUPOBaHHBIX
JIEKApCTBEHHBIX CPEACTB, HeI0OpOKa4YeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB H
KOHTpa(haKTHBIX JIEKAPCTBEHHBIX CPECTB;»;

5)B craree 17:



a) B 4acTH 3:

B ITYHKTE 4:

INOJAIYHKT  «a»  JIONOJHUTh ClIOBaMU  «(IIpU  TOCYJapCTBEHHOM
perucTpaniyd MMMYHOOHMOJOTMYECKUX JIEKAapCTBEHHBIX  IpernaparoB s
BETEPHHAPHOI0 MPUMEHEHHUS NPEACTaBIAIOTCS CBEIAEHUS O INTaMMe, BKIIrodas
ero HauMeHOBaHWEe, HWHGOPMAIMI0 O MPOUCXOXKIECHUH, €ro CBOMCTBaXx,
XapaKTepUCTUKaX U MECTE JETIOHUPOBAHHMS )»;

HNOAIYHKT «I» JIONOJHUTH CJIOBaMH «(He TIPEACTaBISETCA IIpU
rOCYAapCTBEHHON  perucrpamyvi HUMMyHOOMOJIOTHYECKHX  JIEKapCTBEHHBIX
IpenaparoB JJisi BETEPUHAPHOTO MPUMEHEHU)»;

NOJAIYHKT «I» JONOJHUTh CJOBaMHM «(HE TMPENCTaBIsAETCS IIpH
TOCYNApCTBEHHOH  pErucTpaiyd HUMMYHOOHOJIOTMYECKHX  JICKAapCTBEHHBIX
IpenapaToB AJisi BETEPUHAPHOTO IPHUMEHEHU )»;

HOJIIYHKT <OK» JOIOJHHUTH CJIOBaMHM «(HE TPEACTAaBISIOTCSA IIpH
rOCyJapCTBEHHOH  perucTpalid HUMMYHOOHMOJIOTHYECKHX  JIEKApCTBEHHBIX
nperapaToB JJisi BETEPUHAPHOTO IPUMEHEHHUS)»;

IMOJIYHKT «K» JIONOJHHUTH CJIOBaMU «(HE TIPEACTaBISIOTCH IIPH
rOCYAapCTBEHHOH  perucTpalud HUMMYHOOMOJIIOTHYECKHUX  JIEKApPCTBEHHBIX
IpernapaToB sl BETEPUHAPHOTO IIPUMEHEHHUS )»;

IIyHKT 5 J[ONOJHUTH CJIOBaMH «, BKJIIOYAIONIUH OIIMCaHHE METOIOB

OIpCACHCHUS OCTATOYHBIX KOJIUYCCTB I[GﬁCTBYIOH.IGI‘O BEIIICCTBa (,I[CﬁCTBYIOHII’IX
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BEIIECTB), MJOCTUTAIOLIETO (ZOCTUTAIOMINX) CHCTEMHOTO KpOBOTOKa, B
MPOJAYKLUMHA JKABOTHOTO TMPOUCXOXKIEHUS TMOCIHE IIPUMEHEHHS  TaKOTo
JIEKapCTBEHHOI'O CpPEACTBa, a TakkKe JOKyMEHTAlIbHOE IMOATBEPKICHHE
(Banmuaims) ykasaHHBIX METOJIOBY;

B TOJIYHKTE «p» TIIyHKTa 7 CIOBa «BETEpUHAPHOrO0 Bpaya
(BeTepuHapHOro (enpAIepa), UHOT0» UCKIIOYUTS;

B ITyHKTE 9:

IONIIYHKT «B» JOIOJHUTH CJIOBAMH «, IIOANMCAHHOE B IIOPSJIKE,
YCTAaHOBJIEHHOM B COOTBETCTBHUU C YacThiO 1 HacTosIIeH CTaThny,

INOAIYHKT «I» JOIOJHUTH CIOBaMU «, TIIOJANMCAaHHOE B TIOPSIKE,
YCTaHOBJIICHHOM B COOTBETCTBHMH C 4acThiO 1 HACTOSIIEH CTaThu»,

HOAIYHKT  «JI» JONOJHHUTH CJIOBaMM «C yKa3aHHeM CTaaui
TEXHOJIOTHYECKOTO  IpoLecca, OCYIIECTBISEMBbIX Ha TNPOU3BOACTBEHHBIX
IUIOMIaIKaxX IIPOM3BOAMTENS JIEKapCTBEHHOIO IIpernaparta JJii BeTepHHApPHOIO
IIPUMEHEHHUS;

MOJAINYHKT «ID» IPU3HATh YTPATUBLIVM CHIIY;

JIOTIONTHUTH ITYHKTOM 13 clieiyroliero coiepKaHus:

«13) cBemeHus O TOCYHApPCTBEHHOM pEruCTpallid T'eHHO-HHXXEHEPHO-
MOIU(DUIHUPOBAHHBIX OPraHU3MOB, IIpElHa3HA4YE€HHBIX JUI1 BBIIYCKa B
OKpY>XaloIllylo cpeny (MpHU TrocyJapCTBEHHOW pETUCTPalMM JIEKapCTBEHHBIX

npenaparos IJid BETEPUHaApPHOI'0 MNPHMEHEHHA, IIOTYYCHHBIX C IIPUMEHCHHEM



TeHHO-MH)KEHEPHO-MOIU(UIMPOBAHHBIX OPraHU3MOB WJIH COAEpXKaIldX TaKue
OpraHH3MBbl).»;

0) 4acTb 4 U3N0XKUTH B CIEAYIONIeH peaKIuu:

«4. Ilpu npoBeneHHMM  YCKOPEHHOW  IPOLEAYPhl  SKCIEPTU3BI
JIEKapCTBEHHOI'O Iperapara [Js BETepPUHApPHOrO IPUMEHEHHS B ILeNAX ero
rOCYIapCTBEHHOM pErucTpalyy BMECTO OT4eTa pa3paboTdymka o pesyibTarax
JIOKJIMHUYIECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOI0 CPEACTBA JJIsl BETEPUHAPHOIO
IpUMEHEHUS MOXeT OBITh Npe/cTaBiIeH 0030p Hay4yHBIX paboT o pe3ysbTarax
JOKJIMHUYECKOTO HUCCIIeA0BaHMs peepeHTHOrO IEKAPCTBEHHOIO Mperapara Jis
BETEPUHAPHOr0 IIPUMEHEHUSA, & BMECTO OTYETa O pe3yJsibTaTaX KIHHHYECKOIro
MCCIIEIOBaHMs JIEKApCTBEHHOrO Ipenapara i BETEpUHAPHOTO IPUMEHEHHS
OTYET O pe3ysbTaTax HCCIeN0BaHui OMOIKBHUBaIEHTHOCTH BOCIPOU3BEICHHOTO
JIEKapCTBEHHOTIO IIpernaparta Jijisi BETEpUHAPHOTO IPUMEHEHHS. Y,

B) B 4acTH 5 CJIOBa «YNAaKOBOK Ha KaXIYI0 HO3HPOBKY, KaKIYIO
KOHIEHTPAIMIO, KaXIblii 00beM M KaXJ0oe KOJIHWYECTBO 103 B YIIAKOBKE»
3aMEHUTh CJIOBAaMM «IEPBHYHONM YINAKOBKM W BTOPUYHOM YIaKOBKWY,
JIOMOJHUTh DIPEIJIOKECHHEM clefyomero cofepxkanus: «Ha  wmakerax
NIEPBUYHOM YIIAaKOBKH M BTOPUYHOM YyIaKOBKH yKa3bIBAIOTCS BCE IIPOHU3BOIUMBIE
JIO3UPOBKY, KOHLEHTpAIlMK, OO0BEMBlI K KOJIWYECTBO J03 B YIAKOBKE
JIeKapCTBEHHOIO IIperapara i BETEpUHAPHOTO MPUMEHEHHUS. »;

I') JOTIOJHHUTH YaCThIO § CIIEAYIONIETO COAEPIKAHUS:



«8. Jepxarens wWIM BhIajenel] PErucTPalMOHHOTO YIOCTOBEPEHHUSA
JIEKapCTBEHHOTO Ipernapara il BETEpUHAPHOTO NPUMEHEHUS NpPEeICTaBiseT B
YIIOJTHOMOYEHHBI (peiepalbHbIl OpraH MCIOJIHHUTEIBHON BIACTH OTYET [0
pe3ynbTaTaM (papMaKoHaJ30pa OAHH pa3 B ILIECTh MECALIEB B TEUEHHUE ABYX JIET
mocjae TOCYJapCTBEHHOM perucrpalMy JIEKapCTBEHHOIO Iperapara B
Poccuiickoit ®enepaiiny, 3aTeM €XET0/IHO B TEUCHUE TOCIEAYIOIINX TPeX JIET U
B JIaJIbHEMIIIEM OJIMH pa3 B TPH rojia.»;

6) cratbio 19 HONOIHUTDH YacThIO 6 CISAYIONIErO COAePKAHUS:

«6. Ilpu oTkaze B OpraHM3aLdy 3KCIEPTU3HI, IPEIYCMOTPEHHOM MyHKTOM
4 gactm 1 HacTOosfImed cCTaThM, JOKYMEHTBI, BXOJfAIIME€ B COCTaB
PETUCTPAllMOHHOIO JOChE Ha JIEKAPCTBEHHBIM IpenapaTr Uisi BeTEPUHAPHOTO
NPUMEHEHHUS, MOTYT OBITH BO3BpAalICHH 3asABUTENI0 Ha OCHOBAaHWH €r0
NUCHMEHHOTO 3aIlpoca, HaIlpaBIEHHOIO0 B YIOJIHOMOYEHHBIH (deaepaabHbIi
OpraH MCIOJHUTENIBHOM BIAacTH B TEUYEHHE TPULATM pabodux JHEH co JHSA
TIPUHSATHUS YIIOTHOMOYEHHBIM (e/iepaabHbIM OpPraHOM HMCIOJHUTENBHON BIIacTH
pemeHuss 00 OTKa3ze B OpraHW3alMyd TaKOW O3KCIEPTU3BL. YTOJTHOMOYEHHBIH
benepanbHbli OpraH HUCIOJIHUTENBHONM BIACTH BO3BpaliaeT 3asBUTENIO
yKa3aHHble JOKYMEHTBhl B TE€UEHHE HeCSATH padouux AHEH CO IHS MONy4eHHUs
COOTBETCTBYIOILIETO 3aIIpOCa 3asiBUTENS. »;

7) B wactd 2 cTarbu 24 CJIOBO «IATHAALATH» 3aMEHHUTH CJIOBOM

«TpUOIATHY», cloBa «oOpazer] (apMaleBTUYECKOW CyOCTaHIIUU» 3aMEHUTH



CIOBAMH «B COOTBETCTBYIOILMX ClIy4asX TeCT-IITaMMbl MHKPOOPraHU3MOB,
KyJbTYpBl KJIeTOK, oOpasupl QapMmaueBTudeckoi cyOcTaHIUM, 0Opa3mbl
BELIECTB, IPUMEHSIEMbIE 11 KOHTPOJIS Ka4eCTBa JIEKApCTBEHHOTO CPEJCTBA, Y,

8) B crarpe 29:

a) 4acTb 2 IIOCJE CIOB «JIEKapCTBEHHOro IIpenapaTtay JdOTOJHUTD
CJIOBaMU «JJIsI MEIULIMHCKOTO IPUMEHEHUS;

6) JOTOJHUTE YaCThIO 2! CJIEIYIOLIEro COACPIKaAHMS:

«2'. 3BasBieHMe O IONTBEPIKICHHH roCyAapCTBEHHOW perucTpaluy
JIEKapCTBEHHOTO IIperapara [(Jisl BEeTepUHAPHOTO IIPUMEHEHHUS TIPEACTABIAETCS B
COOTBETCTBYIOIIMH YHNOJTHOMOYEHHBIH (eepaibHbId OpraH HCHOJHHUTETLHOM
BJIaCTH HE paHee 4YeM 3a CTO BOCEMBIECAT AHEH 10 UCTEUYEHHUs CpOoKa AeHCTBHUs
PETUCTPAllMOHHOTO  YAOCTOBEPEHUs  JIEKAPCTBEHHOIO  IIperapara I
BETEPUHAPHOI'0 IIPUMEHEHHUS U HE MO3IHEEe OKOHYAHUS CPOKa €ro ACHCTBHUA. Y,

B) 4acTh 4* HOmONHUT IIPEUIOKEHUSIMH CIISAYIOIIEro cofepxkanus: «B
OTHOIIEHWH HUMMYHOOMOJIOTHYECKUX  JIEKAPCTBEHHBIX IMPErnapaToB i
BETEPUHAPHOI0 IPUMEHEHMS HE IPEJCTaBIIIOTCA CBEICHUSA, yKa3aHHbIE B
MOJIYHKTE «K» IyHKTa 4 dactu 3 crarbu 17 Hacrtosmero ®enepajibHOro
3aKOHa. B OTHOIUEHWM JIEKapCTBEHHBIX IIPENapaToB i BETEPUHAPHOTO
MIPUMEHEHUA, [TOJIyYE€HHBIX v IPUMEHEHUEM I€HHO-HHKEHEPHO-

MOI[H(I)HHHPOB&HHBIX OpraHM3MOB HWJIH COACpXallMX TaKHC OpPIraHU3MBI,
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JIOTIOJIHUTENHHO MPEICTABIAIOTCS CBEICHUsI, YKa3aHHble B IyHKTe 13 wactu 3
cratbu 17 HacTosero MeaepaabHOrO 3aKOHA. »;

r') BYacTy 15 cinoBa « i1 MEIULIMHCKOTO IPUMEHEHUS» UCKIIOYUTh;

9) B cratbe 31:

a) HOMOJIHHUTB YaCTBIO 12 CIIeAYIOMEro coaepIKaHus:

«1>. B ciydae peopraHM3alMM  jep)KaTens WM Blamelbla
PETHCTPallMOHHOTO  YAOCTOBEPEHHUs  JIGKAPCTBEHHOIO  Ipenapara i
BETEPUHAPHOIO MIpUMEHEHMUS, paspaboTunka WIM  IPOU3BOOUTEI
JIEKapCTBEHHOTO Mpenapara I BETEPHHAPHOTO NPHUMEHEHUs B 3asBJICHHH O
BHECCHHM M3MEHEHUI B JOKYMEHTHI, COJIEPKAIIHNECS B PETUCTPALIUOHHOM J10ChE
HA 3aperMCTPUPOBAaHHBIN JIEKAPCTBEHHBIM IperapaTr g BETEPUHAPHOTO
IIPUMEHEHUS, YKa3bIBalOTCS [JaHHbIE IOKYMEHTa, MOATBEPKIAOIEr0 BHECEHUE
COOTBETCTBYIOIIMX W3MEHEHUWW B EIWHBIA TOCyJapCTBEHHBIH  peecTp
IOPUIMYECKUX JUI (AN OpraHU3allMd, 3aperucTpUpPOBaHHBIX Ha TEPPUTOPUU
Poccuiickoit ®enepanuu), WIH HHOIO JOKYMEHTa, IOJATBEPKIAIOIIEro
peopraHu3aluio IOpPUIMYECKOTO auua (s OpraHu3aImi, HE
3aperuCTPUpOBaHHbIX Ha Teppuropun Poccuiickoil @enepanun). 3asgsieHue o
BHECEHWH M3MEHEHHUH B JJOKYMEHTBI, COJIEPKAIIHUECS B PETUCTPALHOHHOM J10Che
Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIA Ipenapar i BETEPHHAPHOIO
NpUMeHEeHHs, W [puUIaraeMble K HEMy JOKyMEHTBl INPEACTaBIAIOTCI B

YIIOJTHOMOYCHHBIN (eiepanbHblii OpraH HCIOIHUTEILHONW BIACTH HE IIO3JIHEE
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yeM dYepe3 TPUALATH pabouux JAHEH cO JHA BHECEHHS COOTBETCTBYIOIIUX
u3MeHeHuH B EIWHBIA TOCYZapCTBEHHBIM peecTp MOPHUANYECKUX JIHL (s
OpraHM3aluil, 3aperiCTpUpOBaHHbIX Ha Tepputopun Poccuiickoii ®enepaiyn)
WIA CO OHS MPUHATUS COOTBETCTBYIOLIETO ITOKYMEHTA, IOJTBEP)KIAIOLIEro
peopraHu3aLyio IOPUIAIECKOTO ura (most oprasu3anui, He
3aperucCTpUPOBaHHBIX Ha Teppuropun Poccuiickoit Pepepanumn). B cioygae
peopraHu3aly JepKaTesd WM BIaLeNblla PETUCTPAalMOHHOIO yIOCTOBEPEHHUS
JIEKapCTBEHHOTO IMpenapaTra Ul BETEPHUHApHOTO IPUMEHEHUS 3asBJICHHE O
BHECEHMH M3MEHEHUN B JIOKYMEHTBI, COJIEpXKaIUecs B PErUCTPALMOHHOM JI0ChE
Ha 3aperdCTPUPOBAHHBIN JIEKAPCTBEHHBIM TIperapar [Uisi BETEPUHAPHOIO
NpAMEHEHHs, IoJaeTcsd IOPHIMYECKUM JIUIOM, KOTOpOMY B  XOje
peopraHuzaliii IepelaHo IpaBO BIAJAEHUS TaKUM PETUCTPAIMOHHBIM
yI0CTOBEPEHHUEM. »;

6) B 4acTu 3 cJIOBa «IIPEICTABIAIOTCSA JOKYMEHTHI, IOITBEPKIAIONIUEY
3aMEHHTh  CIIOBAaMHU  «3asABUTENb  [PEACTABISET KOMHMH  JIOKYMEHTOB,
MOJITBEPKIAIONINXY, CI0Ba «IJIsl BETEPUHAPHOTO MPUMEHEHUS, WUIM U3MEHEHHH,
He TpeOYIOINUX IPOBENCHHAS OSKCIEPTU3bl JIEKAPCTBEHHOI'O CpPEICTBA IS
BETEPUHAPHOTO NPUMEHEHUA» 3aMEHUTh CIOBAMH «, WIM H3MEHEHWH, He
TPeOYIOMHMX TPOBEJEHUSI 3KCIEPTU3HI JIEKAPCTBEHHOI'O CPEJICTBay», JIOMOJHUTH
HIpeAIOKEHUSIMI  cllefyromero cofepxanusi: «B ciaydae HeoOxomumocTu

HU3MCHCHUA CBGIIGHI/II\/‘I, COACPXKAIUXCsA B PEruCTpalliOHHOM YHOCTOBEPCHUH
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JIEKapCTBEHHOI0 Ipernapara sl BETEpUHAPHOTO MPUMEHEHUS, C 3aABICHHEM,
YKa3aHHBIM B YacTH | HacTosAIed CTaTbd, 3asABUTENb JIOMOJIHUTEIHLHO
IIpEJCTaBIIAET KOIIHIO JIOKYMEHTAa, IIOJITBEPKIAIOIIIETO yIiaty
rOCyJapCTBEHHOM ITOLUIMHBl 3a BbIJA4y PETrUCTPallMOHHOrO YIOCTOBEpEHHUS
JICKapCTBEHHOr0 Ipenapara. 3asBUTENb N0 COOCTBEHHOH WHULIMATUBE BIIPaBe
IPEACTaBUTh JOKYMEHTHI 00 yIjlaTe IoCyJapCTBEHHBIX MONUIMH. B ciydae
HENpPEICTaB/ICHUsT 3asBUTENEM JOKYMEHTOB 00 ymare TrocyJapCTBEHHBIX
HOLUUIMH YIHOMTHOMOYEHHBIH (eepanbHblii OpraH HCIOJHUTEIbHOH BIACTH
nposepsieT GaxT yIuiaTel 3asBUTENIEM TOCYAaPCTBEHHBIX MOUUIMH TOCPEACTBOM
UCHONb30BaHUs MHGopManmu 00 yaTe TOCYIapCTBEHHBIX —IOIUINH,
comepxamieiics B ['ocynmapcrBeHHOH — MHOOpPMAllMOHHOHW  CHCTEME O
roCylapCTBEHHBIX M  MYHHMUMIANBHBIX  IUIaT€XaX, Ha  OCHOBaHUH
IPEICTABICHHBIX 3asBUTENIEM KOIHMM OKYMEHTOB, MOATBEPXKIAIOIIUX YILIATY
rOCyIapCTBEHHBIX IOLUINH.»;

B) B 4acCTH 6':

B a03alle IIepBOM CIIOBO IIATH» 3aMEHHUTH CJIOBOM «IECATHY;

JIOTIOJIHUTH ITYHKTOM 3 CIIEYIOIIEro COAepKaHUs:

«3) BBIOACT 3asBUTENI0 HOBOE PETUCTPAllAOHHOE YIOCTOBEpEeHHE
JIEKapCTBEHHOI0 IIpenapara M BETEPUHAPHOTO IPUMEHEHUS B Cllydae

HGOGXOJII/IMOCTI/I HU3MCHCHMA CBGJICHI/II‘/'I, COACpXKaIuXCad B HEM, C COXPaHCHUCM
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HOMEpa paHee BBIIAHHOTO PErHCTPALMOHHOIO YAOCTOBEPEHUS JEKAPCTBEHHOIO
npernapara Jijisi BETEpHHAPHOIO IIPUMEHEHUS.»;

10) B wactu 1 crarbu 37 clioBa «COOTBETCTBYIOUIUM YTIOJTHOMOYEHHBIM
GbenepalbHBIM ~ OpraHOM  HCIIONHUTENBHOM ~ BJIACTH  3afABI€HHUA O
rOCYJapCTBEHHOM pErucTpauuy JIEKapCTBEHHOTO IIpernaparay 3aMeHUTb
CJIOBaMH «YIIOJHOMOYEHHBIM (pellepabHbIM OPTaHOM HCIIOJIHUTEIHHOMN BIACTH
COOTBETCTBYIOIIEH HH(POpMaLUN»;

11) B craThe 45:

a) JIOMOJIHHATB YacThio 4° CleyIolero cogepKanus:

«4*. TIpu IPOM3BOJICTBE NEKAPCTBEHHBIX [PENAPATOB U BETEPHHAPHOIO
NPUMEHEHUs [IOIyCKAeTCs MCIOJIb30BAaHUE IPOU3BEIACHHBIX JUIS peau3alliy
¢bapMalleBTHUECKUX CyOCTaHUMIH, BKIIOYEHHBIX B TOCYINApCTBEHHBIH peecTp
JeKapCTBEHHBIX  CPEACTB  YNONHOMOYEHHBIM  (elepalbHBIM  OpraHoM
VICTIONIHUTENIbHOM BJIAacTH, OCYIIECTBISIIOIIMM BeJEHHE TOCYAapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEACTB Il MEAUIIMHCKOTO PUMEHEHHUSL.»;

6) wacte 7 mocne clOBa «BETEPHHAPHSL,» JOMOJHUTH CJIOBAMHU
«BeTepUHApHO-CaHUTAPHAS IKCIIEPTH3a,»;

B) MYHKT 6 4acTH § U3JI0KUTH B CIEAYIOIIEN peaakLiin:

«6) opraHuMzamMsSM M HMHOUBUAYAIGHBIM  IpeANpPUHUMATEISIM,

OCYIICCTBIAIONINM PAa3sBCICHHUEC, BbIpalllUBAHUC U COLACPIKAHUC KHUBOTHBIX (33
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UCKJIIOYEHHEeM TMpoJaXud UM (apMaleBTHYeCKUX CyOCTaHOUM WM UX
nepeiayn).»;

12) nynkt 5 gactu 1 crareu 50 mocrie ciioBa «300IapKax,» JIOIMOJHHATH
CJIOBAMH «300CajaX, IUpKax, OKeaHapuyMmax, IelbQUHAPUAK, JICUEHUS ITUKUX
KUBOTHBIX, [TOCTOSHHO WM BPEMEHHO HACENSIOIMX TEPPUTOpHIo Poccuifickoit
Qenepauyy, HaXOMAIMUXCA B COCTOSHHMH e€CTECTBEHHOM cBoOoABbl U
IpHHAIEKAIUX K BHAaM, 3aHeceHHBIM B KpacHyio kHury Pocculickoit
Qeneparun u (WiK) KpacHble KHUTH CyObekTOB Poccuiickoit @enepaiuu,»;

13) mynkt 7 gactu 1 cTatbu 53 U3/I0KUTH B CIAEAYIONIEH pelaKITum:

«7)  opraHM3anmusM M WHIUMBUAYAIBHBIM  IpPeANPUHUMATENSIM,
OCYILECTBISAIOIIMM pPa3BeJICHUE, BBIPAIMBAHWE M COJEPKaHWe JXUBOTHBIX (32
UCKJIIOYEHHEM I[pofaku HM (¢apMaleBTUUYECKHX CyOCTaHIMH WIH HX
nepenayn).y;

14) B wactu 4 cratbu 55 BTOpOE MpPEAJIOKEHNHE U3JIOKHUTH B CIIEIYIOLICH
penakuuu: «OTIOyCK JIEKapCTBEHHBIX IIpenapaToB JUid BETEPUHAPHOTO
IPUMEHEHUA OCYLIECTBISIETCA B COOTBETCTBHUM C IIpaBWJIaMH HaJJiexallen
anTe4yHOW MPaKkTUKH JIEKApCTBEHHBIX IpenaparoB [Ji BETEPHUHAPHOTO
NIPUMEHEHHUS, YTBEPXKJIECHHBIMHA YIIOJHOMOYEHHBIM (QeepaqbHbIM OpPraHoM
HCIIOJIHUTEILHOM BJIACTH.»;

15) Byactu 1 cratbu 64 cioBa «BETEPUHAPHBIX CIIELHAATMCTOB» 3aMEHUTh

ClIoBaMH «CTIelIHalInCTOB B obactu BETEPHUHApUND,
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16) B gactu 1 crateu 67 clioBa «, BETEPHHAPHBIX PabOTHUKOBY» 3aMEHHUTH

CJIOBaMHU «pabOOTHHKOB, CIIENUATIMCTOB B 00JIaCTH BETepUHAPHLY.

B.Ilytun

Mocksa, Kpemib
2 arrycra 2019 rona
Ne 297-03



