PoccetbX03Ha/130p BHISIBIII ONIACHYI0 AMEPUKAHCKYI0 BAKIIUHY JUISl JIeYeHUs CBHHeMH

Poccenbx03Haq30pOM BBISIBIEH B OOpAlCHUM HEKAueCTBEHHBIN JekapcTBeHHbIM mpemnapar «MurensBak® HP-1». D10
WHAKTUBUPOBaHHAs BaKLKMHA MPOTUB reMo(miI€3HOro nojucepo3uta cBuHen (6onesnu ['neccepa), Homep PY 276-1-3.17-
3636NelIB1-1-17.11/03534, npoussenéunas "Boehringer Ingelheim Animal Health USA Inc." na mmomanke B CIIA.
BakirHa He MpolLIa MPOBEPKY KauyecTBa 10 MOKA3aTel0 «CTEPUIIbHOCTY (YUCTOTA), B HEH ObLI BBISIBICH HEIOMYCTHMBII
YpOBeHb OaKTepHUaIbHON 00CEMEHEHHOCTH.

ITapTHs HECOOTBETCTBYIOILETO TPEOOBAHUSAM KadecTBa JEKAPCTBEHHOro mpemapara Ne7460487A moIIexUT U3BATHIO U3
rpaxaaHckoro o0opora.

HpI/IMeHeHI/Ie KOHTaMHUHUPOBAHHBIX MOCTOPOHHUMHU 6aKTepI/IHMI/I JICKapCTBCHHLIX IPENIAapaTOB MOXET BbI3bIBATH
HMHTOKCHUKAIWIO OpraHu3Ma XHUBOTHOI'O C MPOSABICHUEM XapaKTCPHBIX CHMIITOMOB: MOBBINICHHUE TEMIICPATYpPbl, YaCTOThI
NbIXaHMS U THIIOTOHHUSA. HeraTuBHBIN UCXO/I TAHHOTO COCTOSHUS IS )KUBOTHOT'O - TOKCUUECKHUHU IIOK M JICTAJIbHBIM UCXO/I.

B ciyuae mosiBieHUs y JKMBOTHBIX HENPEIBUICHHBIX HEXeNaTeNbHBIX PeaKkUuid IMociie MPUMEHEHHs JIeKapCTBEHHBIX
MpenapaTroB, IMPOCHM HE3aMEIIUTEIFHO HH(POPMHUPOBAaTH 00 ASTOM Poccenpx03HaA30p WM €ro TeppUTOpHANBHBIE
yIpaBJIeHHUS.

[Ipu MOBTOPHOM BBISBICHWH HECOOTBETCTBMM KadecTBa JAaHHOW BaKLMHBI, IpenapaTr OyleT MepeBeleH Ha MOCepUHHBIN
KOHTPOJIb.

[IpousBoacTeenHas wiomazaka "Boehringer Ingelheim Animal Health USA Inc." (2621 North Belt Highway, Saint Joseph,
Missouri, 64506, CIIIA) aBaxxapl ¢ 2018 roma He mponuia OYHbIE POCCUHCKUE HHCTICKITUY Ha TIOATBEPIKICHHE COOTBETCTBHUS
MpaBWiIaM HaJuiexamieil mpou3BoacTBeHHOW mpakTuku GMP. HoBas wuHCHekmuss NpOW3BOACTBEHHOW IUIOMIAAKH
3alJIaHUPOBaHa B TUCTAaHIIMOHHOM (hopmaTe Ha Hauvano 2023 roja.

Bwmecte ¢ Tem, ¢ 1 centsiOps 2023 roma mpaBmiia BBOJA B IPaKIAHCKUH 000poT Ha TeppuTopuu Poccum BeTepHHAPHBIX
IpenapaToB U3MEHATCS — K TIOCTaBKaM OyIyT JOIMyCKaThCs TONBKO T€ MPEANPUATHSI, KOTOPhIE YCIECIIHO IPOIUTH IIPOBEPKY
Ha COOTBETCTBHE TPeOOBAHUSIM Ha UIeXKaIlel MPOU3BOCTBEHHOI MpakTuki EBpazuiickoro SkOHOMHYIECKOr0 CO03a.

AKTHUBHOH NPOTUBHUIIEH YKa3aHHOM HOPMBI BBICTYIAET acCOLMalLUs, KOTOpas B YUCIIE IPOYEro NPEACTABISAET UHTEPECHI
«Boehringer Ingelheimy.

B KocTpomckoii 06/1acTi yepe3 HHTEPHET ¢ HAPYIIeHHeM MPOIABAJIH CAKEHIIbI sI0JI0Hb

B Koctpomckoii obnactu B HOsiope 2022 rojga cOTpyIHUKH yrpaBiieHUs Poccenbxo3Han3opa 0OHApYKUIIU, YTO
OPUINYECKOE JIUIIO MPOJIAET Yepe3 WHTEPHET CaKEHIIBl IUIOZO0BBIX KYJIBTYp, COpTa KOTOPBIX HE BKJIIOYEHHI B [ocpeectp
CEJICKIIMOHHBIX JOCTIKEHH, TOMYIICHHBIX K UCTOIb30BaHMI0. B MX dncie ObuM caxkeHIbl sI0J0Hb cOpTOB «MemyHuIa,
«Yanen», «'moctep», u T.A.

Peanuzauus Takux ceMsH BieYeT HapyILlEHHEe, OTBETCTBEHHOCTH 3a KoTopoe npeaycmorpena cratbeit 10.12 KoAIl
PO.

IOpuamueckomy Ity 0OBSIBICHO IPEIOCTEPSKEHUE O HEAOITYCTUMOCTH HapyIIeHUS TPEOOBAHUH IPH peaTn3aliium
CEMSIH CEeJIbCKOXO03UCTBEHHBIX PACTCHUM.

Ipeanpusituio B KocrpomMckoil o0jiacT 00bABJICHO NpeocTepekeHHe 3a OTCyTCTBHe MH(popManum 06
arpoxumukartax B0 ®I'MC «Carypu»

[IpencraBurens Poccenb3onanzopa B HOsiOpe 2022 roja nMpoBepusl IOPIINLI0, KOTOPOE 3aHUMAETCsl BhIpallUBaHUEM
OJIHOJIETHHUX, MHOTOJIETHHX KyJIbTYp 1 IpyruM B KpacHocensckom patione Koctpomckoii obmacTy.

Koormepatus npruoOpen 11l celIbCKOX03SMCTBEHHOHN IEATEIIbHOCTH MIUHEPAIIbHOE YI00peHue — a30(pocKy.

[To 3akoHy, Bce MeCTULXIBI MOAIEXKAT BHECEHUIO B DeiepalibHyI0 TOCYJapCTBEHHYIO HH(POPMAIIMOHHYIO CUCTEMY
MIPOCIIEKUBAEMOCTH TIecTULUI0B U arpoxuMukatoB (PI'UC «Catyph»). 3a HCKIIOUEHUEM TEX, YTO MPOJAIOTCS IS TMYHOTO
noJsib3oBanusl. OHAaKo, B HACTOSAIIEE BPeMsl B CUCTEME 3TH JIaHHbIE OTCYTCTBYIOT.

HecoGumonenne HOpM 1o y9eTy oOpamieHus NECTHINIOB U arPOXUMHUKATOB, BIICUET HAPYIICHIE 3aKOHOAATEIIECTBA
P®. Cenpxo3npeanpusaTHiO 00BSIBICHO MPEAOCTEPEKECHUE O HETOMYCTUMOCTH HAPYIICHHS.



