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®enepanpHas ciyxba 1O BeTEPUHAPHOMY H (GHUTOCAHUTAPHOMY HAZ30pPy
coobIiaer, 4T0 NpU NPOBEACHHH KOHTPONIA Ka4yecTBA JIEKAPCTBEHHBIX CPEJCTB IS
BETEPUHAPHOIO  NPUMEHEHHSl  BBIABIEHO  HECOOTBETCTBHE  YCTAHOBJICHHBIM
TpeDOBaHHsIM KayecTBa O6pa3sloB JIeKapCTBEHHBIX IPENapaToB NPOH3BOACTBA
«Industrial Veterinaria, S.A, (Invesa)», Ucnanus:

- «laHacynepBuT», perucTpaumoHHoe  yaocToBepeHHe  724-3-9.13-
1376 NeIIBH-3-0.2/01136 (cepus J-003, cpok romsoctu 08.2018), mpomssoacTsa
«Industrial Veterinaria, S.A.», HWcnauus, ycTaHOBJIEHHBIM TpeOOBaHUsIM 11O
nokasatensM «Buramun Aw, «Butamun Bly», «Buramun B2», «Butamun B6y,
«Buramun J13», «Butamun Ey», «Butamun C», «IOITHHHOCTD KaJIbLIUsl XJIOpH/Ia»,
«TIOUIHHHOCTE MeJH CyinbdaTa MEeHTaruapaTa», «IOMIHHHOCTh I[HHKA CyJbdara
MOHOTHAPATa», «IOMLIMHHOCTh CyibpaTta MarHusm», «COJIepXKaHHE  KaIbLIMsI
XJIOpUia», «CONepIKaHUE MeIH Cyibpara MNEeHTArHApaTa», «COAepIKaHWE LUHKA
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cynbdara MOHOTHOpATay, «CYTR(Qar —MAarmHw, oTofpaHHOro YupapneHueM
PoccensXo3nan30pa o Pecnybnuke Mopgosus 1 Ilenzenckoi obnacty;

—  «laHacyUepBHT», PETMCTPAlHOHHOE  YAOCTOBEPEHHE 724-3-9.13-
1376 NeIIBH-3-0.2/01136 {cepusz J-013, cpokx rOXHOCTH 10.2018), Npou3BOACTBA
«Industrial Veterinaria, S.A.», Vcpanmd, YCTaHOBICHHBIM TpeGoBaHMAM TIO
moxasaTensM «BuTamusE Ay, «BurtamuH Bly, «Butamua B2», «Buramur B6»,
«Brramun 13y, «Buramun E», «BuranuH C», «OOJIUHHOCTE KaIBOHA XIIOPHAAY,
IIOUTHHEOCTS MEIH CyAbhaTa NeHTarkipata», «KIOMIMHHOCTh ndEKa cyiedara
MOHOTHApaTay, «IOANHHHOCTD cyae(aTa Mar”Husy, KCOAEPKaHHe KalbIUs
XJIOpHAA», «COofepXKaHHe MenH cynb(aTa TEHTATHApATay, «COIEpXaHHEe HHKA
cyinbdara MOHOTHApATAR, «cynbdar MarHEE», OTOGPaHHOTO YmpasnenueM
PoccensXO3HaA30pa N0 POCTOBCKO, Bosrorpanckoit 4 ACTpaxaHCKOH obnacTiM H
PecrryGiuke KanMbIKHA.

B COOTBEICTBMH C OyHKTOM 67 AZMHHHCTPaTHBHOTO pernamMeHTa
sicqonmerms DexgepansHoi cryxbofl mo BETEPHAAPHOMY H (QHTOCAHHTAPHOMY
Haj3opy  TrOCYLApCTBEHHOH QYBKEM 1O  OCYIIECTBJICHMIO cbe,z:epaﬁbﬂoro
FOCYJAapCTBEHHOTO HA/30p2 B cdepe 0oOpalieHHs JeKAPCTBEHHBIX CpencTB nNA
BETEpUHAPHOrO NPHMEHEHHA, YTBEPKACHHOTO npeKkasom MuHcensxosa Poccur
o1 26.03.2013 Ne 149, yBegomuseM O NMPUOCTAHOBJICHMH peanu3andy YKa3saHHBIX
cepuii TeKapCTBEHHBIX CPENCTB AMA BETEPHHAPHOI 0 NTPHMEHESHIA;

O6s3pmBa0 PyKoBOTHTeIeH YIpaBIeHuH Poccenbxo3Haazopa 1o PocTOBCKOMH,
Bonrorpanckod ¢ ActpaxaHckoi obnactaM M Pecrrybnuxe KaiMbIKKA, IO
Pecyonuke Mopaosusd K TTenseHcKoit 0BTacTH OCYUIECTBATE KOHTPOME 32 H3BATHEM
©3 OOpalieHAs ¥ YHHYTOXKEHUEM B YCTAHOBIEHHOM TMOPAAKE TapTHH yKa3aHHBIX
cepuil HeHoOpPOKaIeCTBEHHBIX JEKApCTBEHHEIX IIPENapaToB MJi BETCPUHAPHOIO
- MPUMEHEHMS. O pe3ylbTaTax yBeAOMETE B CPOK no 10.11.2017.

PyKOBOMATESAM TEPPHTOPHATILHBIX ynpapiieHni PoccensXosHansopa.

— 00eCneduTh WHbOPMUPOBAHHE XO3AHCTBYIOUIMX cyOBexTos,
OCYIIECTBISIOIMX OfOpallleHHe JIEKapCTBEHHBIX IpenapaToB Hjs BETEPHHAPHOIO
MpAMEREHMs, O BRUABICHUM YKa3aHHBIX cepuil JIEKAPCTBEHHEIX TIPENApaTos,
KaueCTBO KOTOPHIX HE OTBEYAET YCTaHOBJICHHBIM TpeCoBaHMAM;

—~B Ciyygae BEIABIEHHA  YKa3aHHLIX cepuit  HeAOOPOKaIECTBEHHBIX
eKapCTREHHBIX PENapaToB [jig BETePHHAPHOTO NpHMeHeHns 06ecIe T KOHTPOIE
sa CONHeHMeM — cyDbexTamMm  oOpameHud JeKapCTBEHHBIX  CpPeJcTB  IJIA
BETEPMHAPHOIC IPHMCHEHHA TpeboBaruii cTaTEM 57 QepepalbHOI0 33aKOHA
or 12.04.2010 Ne 61-D3 «O6 obpallieHus TeKapCTBCHHEIX CPEICTE» B 9acTA 3ampera
HA DPCANV3ALMIO JEKApCTBEHHBIX NPenapaTor A BETEPHHAPHOTO NPUMEHEHHS N0
ONTBEpXK/CHMS. ~ COOTBETCTBHA  KawuecTsa YCTAHOBJEHHBIM  O0s3aTeIpHbIM
TpeGoBaHMAM.




O nposefieHHO} paboTe npouH$opMHpOBaTh PoccepX03Han30p.

OmsHoBpeMeHHO coofliaeM, 9TO TNPOU3BOAMTENS JIEKApPCTBEHHOrO Mpenapata
«Tanacynmepsut» — «Industrial  Veterinaria, S.A. (Invesa)», Hcnanus,
npouHGOPMHPOBaH O HEOOGXONMMOCTH TNPOBEJEHM? MEPONDHATHH B COOTBETCTBUH
¢ TpeGOBAHMAMH 3aKOHORATENHCTBA,

[MpunoxeHnve: Ha 2 1.

3amectuTenb PykoBoauTel / H.A. Bracon

B.A. I'pamox 495-607 89 36



[Tpunoxenue Ne 1 x mucsMy Poccensxosnagaopa

ot £7. 032078 2017 Ne FP~KE K /6 I5 L

IMepeueHs JIeKapCTBEHHBIX CPEACTB Ui BETEPHHAPHOr0 NPHMEHEHHA,
HE COOTBETCTBYIOIIHX YCTAHOBJIECHHBIM TPeOOBAHHAM

HaunMeHoBaHHe JIEKAPCTBEHHOr0
cpeacrsa, cepHf, CPOK rOAHOCTH

IokazaTenb Ka4YyeCcTBa:

Pe:;y.n bTAT HCNLITAHNA

Hopmarus

08.2018)

Butamun A, % OT 3a8BICHHOTO

44 95-105

Burtamun Bl, % oT 3as8BI€HHOTO

1 | 95-105

Buramun B2, % oT 3agBJIEHHOTO

27 | 95-105

BurtamMuH B6, % OT 3a8BJEHHOTO

930 | 95-105

Buramun 13, % oT 3adBJIECHHOrO

39 | 95-105

Butamus E, % ot 3asBJIeHEOTO

37 | 95-105

Buramun C, % OT 3aABIEHHOTO

28 I 95-105

TloaHHHOCTE KankiiHg XJIOpHIA

He BouzepxuBacT Jlo/KeH BhIAEpHHBATE
HCIIBITAHHE HCIIBITaHHE

«"anacynepeut» (cepus J-003, cpoK romHOCTH

[ToaIMEHOCTL MEAH CYNb(aTa neHTArHapara

He BrioepxHBacT Jlon:xKeH BBIZCPKHUBATE
HCMBITARHE HMCObITAHHE

TloaTHHHOCTL UMHKA CYbdaTa MOHOTHApATa

He BrinepxuBaer JlomxeH BRIAEPXKUBATD
HCIIBITAHHE HCTIBITaHKE

TMonmEHOCTS cyabdara Maruus

He seigepxuBaer JlomkeH BLIIEpKMBAThL
HCIBITAaHHE HCIBITAHHE

ConepxanHe xalnbLHs XJIOPHAA, % OT 3a4BIEHHOIO

0,75 [ 95-105

Copnepxanne Menu cynbhara nesraruapara, % ot
3asBIEHHOTO

He obuapyxen [ 95-105

ConepxaHHe UMHKA cynbthaTa MOHOrHIpaTta, % OT
3aABICHHOrO

0,208 | 95-105

Cynetat Marans, % oT 3a4BJCHHOI0

1,08 ] 95-105

10.2018)

Buramun A, % OT 3adBIEHHOIO

«["anacynepeuT» (cepusa J-013, cpok roaqHocTH

37 95-105

Burtamuu Bl, % ot 3agBneHnoro




38 | 95-105

Baravax B2, % OT 3a4BIEHHOC0

28 | 95-105
Buramuu B6, % 0T 3a48JEHHOTO
80 | 95-105
Burammd /3, % OT 3a4BNEHHOTQ
34 ] 95-105
BrrampH E, % 0T 3aIBRNEHHOIO
37 i 95-105
Buramus C, % oT 3aABIEHHOTO
38 1 95-105
TloMEAROCTD KAJILIMS XIOpHUaa
He srimepxaiBaer JOIDKEH BELIEDKHBATE
HCOBITAHUE HACTBITAHUE
[TornMHEOCTL MeJH cyNb(haTa TEHTArHAPaTa
He BoiepxuBaeT JlomKes BLINEPAHUBATE
HCIBITAHHE HCIIBITAHHE
MoxTMHHOCTE UHHKA CYNb(aTa MoHOrupaTa
He pripep#m@BacT JlomxeH BELIEPKUBATE
HCIIBITAHKE HCORITAHHE
MoanuHHOCTE CYIb(haTa Margus
He BrLOEDXKMBACT Joipkex BELIEPXHBATE
HCIIBITAHTE HCIIBITAHAS
ConeprkaHue KaJIbLHs XA0pEAa, Yo 0T 3a4BIEHHOTO:
0,73 l 95-103
Coaepxanue MeIH CyTbhara IeKTarHApaTa, % oT
3aABNEHHOIO
He o6Hapyxen | 95-105
CoJlepanie UAHKA CYIb(aTa MOHOrHApaTa, % OT
3a4BNECHHOTD
0,243 | 95-105

Cynnhar Maransg, % OT 3aiBJICHEOTO

1,04 | 95-105




