IMPABUTEJILCTBO POCCUIICKON ®FJIEPAIIAN
ITOCTAHOBJIEHUE

oT 30 mapta 2020 r. Ne 365

MOCKBA

O BHeceHHH H3MeHeHHH B HeKOoTOpbIe akThl [IpaBuTe/ibcTBa
Poccuiickoii ®eaepanuu no Bonpocam odpalieHHs JeKapCTBEHHbIX
CpeaCTB Jisl BeTePHHAPHOIO NPHMEHEeHHs

[IpaButenbctBO Poccuiickoit Genepailii nocTaHOBJA ST €T ¢

1. YTBepauTh npujaraeMble HU3MEHEHHUs, KOTOpBIE BHOCSITCSA B aKThI
[IpaButensctBa Poccuiickoii  ®epepauuu 1o  Bompocam  oOpallieHus
JIeKapCTBEHHBIX CPEJCTB ISl BETEPUHAPHOIO IPUMEHEHHUS.

2. Peanu3zanus IIOJIHOMOYHH, NpeyCMOTPEHHBIX HACTOSILAM
[OCTaHOBJIEHHEM, ocyllecTBisseTcs PeaepalibHON Ci1y)K00H M0 BeTepUHAPHOMY
H (GUTOCAHWTAPHOMY HAA30pYy B Mpeaenax ycTaHOBJEeHHOH [IpaBUTenbCTBOM
Poccutickoit @enepanuu npeaenbHOR YHCIEHHOCTH paOOTHUKOB LIEHTPAIBHOIO
afnrapata ¥ TEppUTOpHalbHbIX opraHoB CiyxObl, a Takke OHIKETHBIX
AaCCHTHOBAaHUH,  MPENyCMOTPEHHbIX €l B  (¢enepaJbHOM  OlOpDKeTe
Ha PYKOBOJICTBO U YIIpaBJIeHHE B cepe yCTaHOBIEHHBIX (QYyHKIUH.

[Tpencenarens [IpaBUTENBYE

Poccutickoit @enepauye M.Muuryctun
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YTBEPXJIEHbBI

nocraHoBieHueM [IpaBuTenscTBa
Poccuiickoit ®enepaiuu
ot 30 mapta 2020 r. Ne 365

N3MEHEHMUJI,

KoTopble BHOcATCA B aKkThl [IpaBurenbcrBa Poccuiickoii ®eaepanun
1o BONpocaM o0pallleHHsl JIEKAPCTBEHHBIX CPEACTB
AJisl BETEPHHAPHOTO NMPHMeHEeHHS

1.Buectu B myHkt 5 Ilonoxenus o DenepanbHoit  ciyxbe
M0 BETEPUHApDHOMY M  (UTOCAHUTAPHOMY  HAA30pPY, YTBEP)KICHHOTO
noctanoBieHueM lIpasurensctBa Poccuiickoit ®enepauyu ot 30 urons 2004 r.
Ne 327 "O6 yrBepxaenuun llomoxenus o @DepepanpHol  cityxbe
o BeTepuHApHOMY U (purocanutapHomy Hamzopy" (Poccuiickas razera, 2004,
15 urons; Cobpanue 3akoHomatenscTBa Poccuiickoit @eaepanuu, 2005, Ne 33,
cT. 3421; 2006, Ne 22, ct. 2337; No 26, cT. 2846; Ne 52, cT. 5587; 2008, Ne 25,
cT. 2980; 2010, Ne 16, ct. 1917; Ne 40, ct. 5068; 2011, Neo 18, cT. 2649; Ne 22,
cT. 3179; Ne 43, ct. 6079; 2013, Ne 24, ct. 2999; 2015, Ne 38, ct. 5297; 2016,
Ne 8, ct. 1120; Ne 38, ct. 5540; 2017, Ne 4, ct. 662), cneayrolie M3MeHEHHUS:

a) MOAMYHKT 5.2.8 NpU3HaTh YTPaTUBIIUM CHILY;

0) DONOIHUTH HOAIIYHKTaMHU 5.2'32-5.2'39 CIEAYIOLIEro COiep KaHuUs:

"5.2'.32. paccMoTpeHre Bompoca © NPHOCTAHOBICHHH peanu3aiuu
U IpMMEHEHUS JIEKAPCTBEHHBIX [IPEnapaToB sl BETEPUHAPHOTO ITPUMEHEHHS,

5.2'.33. ycraHoBlleHHe  TOpSAKA  [PHOCTAHOBJICHHS peanusanuu
¥ TIpUMEHEHHMs JIEKapCTBEHHBIX [IpenaparoB il BETEpMHAPHOTO TPUMEHEHMS;

5.2'34. pacCMOTpPEHHE BOIIpOCa O BO3MOXXHOCTH NPHOCTaHOBIEHMS
oOpareHnst JeKapCTBEHHBIX NPenaparoB i1 BeTepUHAPHOTO NPUMEHEHHSI,

5.2'.35. ycranoBneHue nopsigka  MNPUOCTAHOBJICHUS oOpatleHus
JIeKapCTBEHHBIX MPENapaToB Il BETEpPUHAPHOIO IPUMEHEHHS;

5.21.36. BbLJIaYy JOKYMEHTA, KOTOPBIi MIOATBEPXKIACT, qTO
JIeKapCTBEHHBIA Ipenapar [Ajs BETEPUHAPHOTO NpPUMEHEHHs JOIyIIeH
K oOpamenuto B Poccuiickoit ®epepauuu, U MNOAJEKUT IPeACTABICHHUIO

4444562



no TpeOOBaHHUIO YIOJHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3HUTCS
JIeKapCTBEHHBIN Mpenapar;

5.2'.37. ycTaHoBiIeHHe MoOpAKa BBIIAYM M QOPMEI JOKYMEHTa, KOTOPBIH
TIOATBEPXKIAaeT, YTO JIEKAPCTBEHHBIN Mpenapat AJ11 BETEpUHAPHOro IPUMEHEHUS
aomyiieH kK obpawmeHuto B Poccuiickoit  ®epepaunu, M [NOJIEKHUT
NpeCTaBIICHUIO 10 TPEOOBAHUIO YIOJHOMOYEHHOIO OPraHa CTpaHbl, B KOTOPYIO
BBO3UTCS JIEKAPCTBEHHBIH Mpernapar;

5.2' 38. pa3mernenue Ha CBOEM odulMaIEHOM caiite
B HMH(GOpPMAIIHOHHO-TEIeKOMMYHHKallMOHHOM cetu "MHTepHer" nHbopmauuwy,
CBSI3aHHOM C OCYIIECTBJIEHUEM I'OCYyAapCTBEHHOW PETHCTPalUU JIE€KapCTBEHHBIX
npenapaTtoB Ul BETEPUHAPHOTO MPUMEHEHUs, B TOM 4YHUCIIE IPOBEICHHUEM
9KCIIEPTU3bl JIEKAPCTBEHHBIX CPEACTB (BKJIOYasi pe3ysbTaTbl €e IpPOBEIEHH:),
HHpOpMallMM O  3apEerUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  IIpemnaparax
M JIeKapCTBEHHBIX Mpernaparax, HUCKIIOUYEHHBIX M3 TOCYJapCTBEHHOIO peecTpa
NIeKapCTBEeHHBIX CPEACTB;

5.2'.39. ycTaHOBNeHHe TIOpSAKA pa3MelleHHs Ha CBOeM O(HINATEHOM
cafite B  HUHPOPMALMOHHO-TEICKOMMYHUKallMOHHON  cetd  "HMHrepHer"
UH(pOpPMAIIUY, CBSI3aHHOM C OCYLIECTBJIEHHEM OCYAApPCTBEHHOW perucTpauuy
JIEKapCTBEHHBIX TPENAapaToB IJIs BETEPUHAPHOIO NPUMEHEHHS, B TOM YHMCIIE
MpOBeAEHUEM OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB (BKJIIOYas pe3ynbTaThl
ee TMpoBeleHUs), HUH(OpPMALUKM O 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparax " JIeKapCTBEHHBIX npenaparax, UCKJIFOYEHHBIX
U3 rOCYTapCTBEHHOI'O PEECTpa JIEKapCTBEHHBIX CPEACTB.".

2. MopnynkTet 5.2.25°, 5.2.25", 5.2.25% 5.2.25'"" 1 5.2.25' nyukra 5
[Tonoxennss 0 MUHUCTEPCTBE CeNBCKOro Xxo3sicTBa Poccuiickoit ®denepauuy,
yTBepxaeHHoro nocraHoBieHueM IlpaBurenscrBa Poccuiickoit ®enepanuu
or 12wumous 2008r. Ne450 "O MuHHCTEpCTBE CEIBCKOIO XO3SHCTBa
Poccuiickoii  ®Denepanun”  (Cobpanue  3akoHonarenbcTBa  Poccuiickoi
®eneparmn, 2008, Ne 25, cr. 2983), npu3HaTh yTpaTUBLIMMU CUITY.

3. AG3allpl JeCAThIM, YeThIpHAAUATHIA U BOCEMHALAThIA MOAMYHKTa "B"
MyHKTa 3 U3MEHEHHUH, KOoTopble BHOCATCS B akThl [IpaButenscTBa Poccuiickoit
(enepauud N0 BompocaM OOpalleHus JIeKapCTBEHHBIX CPEACTB IS
BETEPHHAPHOTO IIPUMEHEHUS, YTBEPXKIEHHBIX NMOCTaHOBIeHUeM [IpaBurenscTBa
Poccuiickoii ®@enepauuu ot 26 anpens 2011 r. Ne 323 "O BHeceHUH U3MEHEHUM
B Hekoropble akThl IIpaButenscTtBa Poccuiickoit ®denepanuu 1mo BoIpocaMm
oOpalleHusT JEKapCTBEHHBIX CPEICTB Il BETEPUHAPHOIO MpUMEHEHus"

4444562 .doc



(Cobpanue 3axoHonarenbctBa Poccuiickoit ®@epepauun, 2011, Ne 18, c1. 2649),
MpU3HATh yTPaTUBIIUMHU CHILY.

4. Iyskt 5 Tlonoxkenuss o ¢eaeparbHOM TOCYAapCTBEHHOM HAI30pe
B cbepe  oOpallleHMS  JIEKAPCTBEHHBIX  CpPEACTB,  YTBEPXKJICHHOrO
noctaHoBieHueM [lIpaBurensctBa Poccuiickoil ®enepauuut oT 15 okTaOps
2012r. Ne 1043 "O6 yrBepxmenuu [losoxenus o  dengepaibHOM
rOCyIapCTBEHHOM Haa3ope B cdepe oOpalleHUs JeKapCTBEHHBIX CpeicTB"
(Cobpanue 3akoHoaaresnsctBa Poccuiickoit @enepauuu, 2012, Ne 43, ct. 5877,
2015, Ne 25, ct.3672; 2019, Ne 47, ct. 6667), NONOJHUTH MOAMYHKTOM K"
CJIETYFOILETO CONEPIKAHUS:

") MpOBeeHNEe KOHTPOJbHbLIX 3aKyNOK B LEJIX MPOBEPKU COOIIONEHUS
cyObekTaMu  OOpallleHHsl JIGKAPCTBEHHBIX  CPEJCTB, OCYLIECTBISIIOIIUMHU
PO3HUYHYIO TOPIOBIIXO JIEKAPCTBEHHBIMU IpenapaTaMmy Uil BETEPUHApHOTO
MpUMEHEHHUs, [PaBWJl HAJUIeXKalleHd anTeyHOH NPaKTUK{ JeKapCTBEHHBIX
npernapaTtoB AJs BETEPUHApHOTO IMpPHMEHEHHs M (WIM) 3amlpeTa MpoJaKu
danbcubUUMpPOBaHHBIX  JIEKQPCTBEHHBIX  CPEACTB, HEAOOpOKaueCTBEHHBIX
JIEKaPCTBEHHBIX CPEICTB U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB.".

5. Ab3an Tpetud noanyHkTa "a" myHkTa 1, nmoamyHKT 'r" u ab3aubl
IIeCTOM M JBEHAaAUAThld MNOAMNYHKTA "'N" NOyHKTa 2 W3MEHEHHWH, KOTOphIe
BHOcsATc B akThl [IpaBurenbctBa Poccuiickot @Penepauuu no Bompocam
oOpallleHUs JIeKapCTBEHHbIX CPEACTB JJIsi BETEPUHAPHOr0 MPUMEHCHMS,
YTBEpPXKJICHHbIX MocTaHoBileHueM IIpasurensctBa Poccuiickoin ®Penepauuu
ot 12 centsa6ps 2015 . Ne 971 "O BHeceHMM U3MEHEHHUH B HEKOTOpbIE AKThI
[TpaButensctBa  Poccuiickoit  ®epepauuu 100  Bompocam  oOpallleHus
JICKapCTBEHHBIX CpPEACTB s BeTepuHapHoro npumeHeHus” (Cobpanue
3akoHojarenscTBa Poccuiickoit ®@enepanuu, 2015, Ne 38, ct. 5297), npusHaTh
YTPaTUBLIUMH CHUITY.
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