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MHCTPYKIUA

10 BeTEpUHAPHOMY NTPUMEHEHHIO JIEKAPCTBEHHOTO Npernapara
CHUHKIaBUp 151 UHbEKLUH
(Opranuzauus-pazpadotunk: OO0 «ArpodrocHad»,

105064, ropox MockBa, BH.Tep.I'. MyHULMNIAJIBHBIA OKpYT bacMaHHBIH,
yi. Kazakosa, 1.6, ctp. 1.)

Howmep peructpaunoHHOro yaoctoepeHus: 77-3-05.24-5123NeI1BP-3-05.24/03927

[. O0uue cBeaeHus
1. ToproBoe HaMMeHOBaHHe JieKapcTBeHHOro npemnapara: CHHKIABUp JUIs

uHbekuuit (Sinclavir for injection).

MexayHapoJHO€  HEMaTeHTOBAaHHOE  HAaWMEHOBAaHWE:  aMOKCHIMIIIMH,
KJIaBYJIaHOBAsl KUCJIOTA.

2. JlekapcTBeHHast popma: CycreH3us s HHbEKLHH.

JlexapcTBeHHbI mnpenapaT CHHKIABUP 1S MUHBEKUUH COAEpkKUT B | Mi B
Ka4yecTBe JCHCTBYIOLIMX BEILECTB: aMOKCULWIIMHA Tpuruapar — 161 mr (B
nepecyere Ha aMOKCHIMIUTUH — 140 Mr), kanust knaBynaHat — 41,3 Mr (B nepecuere
Ha KJIaBYJaHOBYIO KUCJIOTY — 35 Mr).

B kauecTBe BCrioMoraresbHbIX BELIECTB JIEKAPCTBEHHBIN Ipenapar COAEpPKUT:
OeH3UJIOBBIH CrIUPT, copOHUTaHa os1ear, (pakLiHOHUPOBAHHOE KOKOCOBOE MaCJIo.

3. Tlo BHemHeMy BHIY JIEKApCTBEHHBIH MpenapaT NpeacTaBiIseT CcoOoM
MacCJISHUCTYIO CYCTIEH3UIO OT CBETJIO-0€KEBOro A0 KEeITO-KOPUYHEBOrO LIBETA.
JlomyckaeTcsi pacciioeHue CyCleH31H, Hcue3atollie 1ocie B30aaThIBaHus.

CpoKk TOJHOCTH JI€KapCTBEHHOro Tpernapata MNpU COOJIIOJEHUU YCIOBUH
XPaHEHMsl B 3aKpbITOH YNaKoOBKe MPOU3BOAMTENS - 2 rofa ¢ AaThl MPOU3BOJCTBA.
CpoK ToAaHOCTH JIeKapCTBEHHOrO MpernapaTta IMocie MEPBOro MpokKosia MpoOKu
cocTasiisieT 28 1HeH NpH yKa3aHHBIX YCIOBUSIX XpPaHEHHUSI.

3arnpeliaercs NpUMeHeHHe JIEKapCTBEHHOrO Iperapara Mo MCTEYeHWU CPOKa
FOJAHOCTH.

4. JlekapctBeHHbld mnpenapar CHHKIABUP Ul WHBEKUMHA BBIMYCKAIOT
pacdacoBanHbM 1o 10 mu, SO mn u 100 mMa Bo iakoHBI M3 TEMHOTO CTeKJia



COOTBETCTBYIOLEH BMECTMMOCTH, TI€PMETUYHO YKYIOpPEHHble pPe3UHOBBIMU
NpOOKaMHU, yKpPEeIJEeHHbIMU aJIOMHHHEBBIMHM KoJmnaykamu. (PJIakoHbI MOIITYYHO
YNaKOBBIBAIOT B KAPTOHHBIE MaAYKH.

Kaxnyro notpeOUTenbCKylO  YMAaKOBKY  CHA0XalOT  MHCTPYKLUMEH o
IPUMEHEHHUIO.

5. JlekapcTBEHHBIN Mpenapar XpaHsT B 3aKPBITOM yIaKOBKe MPOU3BOIAMUTENS, B
3alIUILEHHOM OT MpPSAMBIX COJHEYHBIX Jydyed MecTe, OTAENBbHO OT MPOAYKTOB
IIUTaHUsI U KOPMOB, Npu Temnepatype ot 2 °C go 25 °C.

6. JlekapcTBeHHBIH MNpenapar ciedyeT XpaHUTh B HEJOCTYIHOM ISl JeTei
MecTe. \

7. Heucnonp3oBaHHBIA  JIeKapCTBEHHBIM  Mpemnapar  YTHIM3UPYIOT B
COOTBETCTBUU C TpeOOBAaHUSIMH 3aKOHO/1aTeJIbCTRA.

8. VYcioBus OTIycKa: OTIYCKAeTCs MO pelenTy Ha JeKapCTBEHHbIN mpenapar
WK TpeOOBaHUIO BETEPUHAPHOM OpraHu3aluy.

[1. ®apmakonoruueckue (OMOJOrHYECKHE) CBOMCTBA
9. JlekapcTBeHHbld mnpenapaT CHHKJIABUP ISl UHBEKUUH OTHOCHUTCS K

(apMakoTepaneBTHYECKOMN IpyIIe: NeHUUUIUIMHBL B KOMOWHALIUAX.

10. JlekapctBenHblii mnpenapaT CHHKIaBUP [JJIs WHBEKUUH COHEPKUT
MOJYCUHTETUYECKUIM TMEeHMUWUIMH aMOKCULIMJUIMH M HMHrubutop [-nakramas
KJIaByJIaHOBYIO KMCJOTY. AMOKCHUMJIMH B KOMOMHAlLMM C KJIaBYJaHOBOMW
KUCJIOTOH 00s1ajaeT IMPOKUM CIIEKTPOM aHTHOAKTepHalbHOTrO 1eHCTBHS, aKTHBEH
B OTHOILUEHUH OOJBIIMHCTBA TPAMIIOJNOXKHUTEIBHBIX W TIPaMOTpULIATEbHBIX
MHKpOOpraHu3MoB, B ToM uucie: Escherichia coli, Salmonella spp., Pasteurella spp.,
Clostridium spp., Staphylococcus spp., Erysipelothrix rhusiopathiae, Listeria
monocytogenes, Bordetella spp., Haemophilus spp., Streptococcus spp., Klebsiella
spp., Bacillus anthracis, Campylobacter spp., Corynebacterium spp., BKjtouas
IITaMMBbl, TPOYLUPYIOLIUE B-IaKkTaMasy.

MexaHu3M AeicTBUS aMOKCULMJUIMHA 3aKII0YaeTCsl B HApYIIEHHWH CHHTE3a
MYKOTIENTH/IA, BXOASLIET0 B COCTaB KJIETOYHON CTEHKH MUKPOOPTaHHU3MOB, ITyTeEM
MHIHOMPOBaHUS (EPMEHTOB TPAHCIENTHUAA3bl M KApOOKCHMIIENTUAA3bl, 4YTO
MPUBOAMT K HAPYIIEHHUIO OCMOTUYECKOro OanaHca U pa3pylleHHI0 OaKTepranbHOMI
KJIeTKH.

KnaBynanoBas kucinota, UHrUOUpys PB-akTamasy, 3aliMIIaeT aMOKCHLMIIMH
OT pa3pyLIE€HHs, YTO MI03BOJISET €My 0Ka3bIBaTh ObICTPOE OAKTEPULIMIHOE IEHCTBHE,
B TOM YHCJIEe HAa MEHULUUIMHPE3UCTEHTHbIE MUKPOOPTraHU3MBbI.

AMOKCHUMIUIMH W KJIaByJaHOBasi KKMCJIOTA OBICTPO BCACHIBAIOTCS M3 MeCTa
MHBEKUMH M JIOCTUIAlOT MMKA KOHLUEHTpAaLMH 4Yepe3 2 4Yaca Iocie BBEIEHUS



JIeKapCTBEHHOTrO Npenapara. BeiBeieHHe TeKapCTBEHHOI O Mpenapara U3 OpranusmMa
MIPOUCXOJIUT IJIaBHBIM 00pa3oM ¢ MOYOH.

JlekapcTBeHHbIM mpenapaT CHHKIABUp JJIsi HMHBEKLUUHA MO CTENEHU
BO3JEHCTBUSI HA OpPraHM3M OTHOCHUTCS K MaJloONacHbIM BellecTBaM (4 Kiacc
onacHocTu 1o 'OCT 12.1.007-76).

[11. [Topsimox npuMeHeHuUs
11. JlekapctBeHHbl mnpenapaT CHUHKIABUP MUl MHBEKLMHA IPUMEHSIOT C

ne4yeOHOH U JleueOHO-NIPO(DUIAKTUUECKON LEeNbI0 KPYTTHOMY U MEJIKOMY pOraToMy
CKOTY, CBHUHBSIM, CIIOPTHUBHBIM JIOWIAJsM, BepOatogaM, cobakaM W KOLIKaM IpH
Oone3Hsax OaKTepHAbHOW JTHOJIOTMH, B TOM 4YHUC]Ie MpU KOJIUOaKTepuose,
cajibMOHeJIe3e, mnacrepesuie3e, OPOHXOMHEBMOHUHM, HEKPOTHUYECKOM DJHTEpPHTE,
pecrnupaTopHbIX,  JKEJIyJI0YHO-KUIICYHBIX  3a0ojieBaHUsIX,  MOCIEPOAOBOM
3H/IOMETPUTE U METPUTE, MACTUTE, CENTHLEMHM, UH(PEKUMAX KOXKHU MU MIATKUX
TKaHed, MOYEBBIBOIALIMX IMyTeH, a Takke TMpuU JAPYrux HH(EKLUMOHHBIX
3a00J1eBaHUSAX, BO30YAUTENN KOTOPBIX YyBCTBUTENbHBI K aMOKCULIUIIIIMHY.

12. IlpoTrBONOKa3aHUeM K MPUMEHEHHIO JIEKAPCTBEHHOTO IIpenapara sBIsieTcs
WHAWBUYyallbHasl  TOBBIIIEHHAss  YYBCTBUTEJIBHOCTH  JKMBOTHOIO K  €ro
KOMITOHEHTaM (B TOM uuciie B aHamHe3e). C 0CTOPOXKHOCTBIO CIeNyeT NPUMEHSTh
JIeKapCTBEHHBIN Mpenapar KUBOTHBIM C HapylleHHeM (YHKLHHU [e4YeHU H/Wiu
MOYeK.

3anpemiaeTcs CMENIMBaHWE JieKapcTBeHHoro mpernapata CHHKIABUp VIS
WHBEKLUNA B OJHOM IUTPULIE C IPYTUMHU JEKaPCTBEHHBIMU IIpENapaTamH.

JlekapcTBeHHBIM Mpernapar He CcledyeT MPUMEHsTh IpbI3yHaM (KpoJiMKam,
MOPCKHM CBHHKaM, XOMSIKaM WJIM MeCYaHKaMm).

13. Ilpn paboTe ¢ JeKapCTBEHHBIM IpernapaToM cliefyeT coOmroaaTh o0lue
npaBwia JUYHOM THUTHEHbl U TEXHUKHM O€30MacHOCTH, MPEAYyCMOTPEHHbIE IIpH
paborte ¢ JiekapCTBEHHbIMHU IpenapaTamu 1151 BETEpUHAPHOI0 NPUMEHEHUSI.

JltogsiM ¢ TUNEpPUYYBCTBUTENBHOCTBIO K KOMIIOHEHTaM JIEKapCTBEHHOTO
npernapara cieayer u30eratb MNpsIMOTO KOHTakTa ¢ HUM. llpu ciyuyaiiHoM
nornaaaHuy JIeKapcTBEHHOTO MpernapaTa Ha KOXY WM CIIM3UCTbIe 000J0UYKH IJ1a3 UX
HEeoOXOJIMMO TIPOMBITH OOJBIIMM KOJWYECTBOM BOJBL. B cnydae mnosiBieHus
QJIEPTUYECKUX peakUuuMd WM [pU CIydyaHOM [MOMNaJaHUuU JIeKapCTBEHHOIO
npernapara B OpraHu3M yesioBeKa ciielyeT HeMeAJIeHHO 00paTUThCS B MEIMIIMHCKOE
yupexaeHue (mpu cebe UMeTb MHCTPYKUHMIO MO MPUMEHEHHWIO IperapaTta WIin
TUKETKY).

[Iyctyro ynmakoBKy M3-MOJi JIEKapCTBEHHOTO TMperapara  3ampeliaeTcs
MCII0Ib30BaTh I OBITOBBIX lieJied, OHA MOMJEKHUT YTHUIM3AUUH C OBITOBBIMU
OTXOJIaMH.
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14. CamkaMm B nepuoj; OepeMeHHOCTH U BCKapMJIMBAaHUs MOTOMCTBA, a TaK¥Ke
MOJIOJIHSIKY JIEKapCTBEHHBIM mNpenapar Npv HEOOXOJAMMOCTH IPUMEHSIOT M0/
KOHTpOJIEM BETEPUHAPHOr0 Bpauya Ha OCHOBAHMM OLIEHKHU OTHOLIEHHUS 0XKUAAeMOU
M0JIb3bl K BO3MOXKHOMY PUCKY €ro MpUMeHEHHSI.

JlonyckaeTcss mnpuUMeHeHHEe JIeKapCTBEHHOIO Ipernapara HOBOPOXKAEHHBIM
YKUBOTHBIM.

15. JlexapctBeHHbI mnpenapar CHHKJIABUpP Ul HMHBEKLUHMH IPUMEHSIOT
YKUBOTHBIM 1 pa3 B cyTKH B 03e | M (3kBUBaneHTHO 140 Mr amokcuumiuinHa + 35
MT KJIaBYJIaHOBOM KUCJ0ThI) Ha 20 KT Macchbl )KMBOTHOTO. Kypc ieuenus coctaBisieT
OT 3 10 5 IHEH.

[lepen KaXIbIM HCMOJb30BaHHEM (DJIAKOH C JIEKAPCTBEHHBIM IIperapaToM
TIIATEJIbHO BCTPSAXUBAIOT A0 MOJIY4YEHHUsI OHOPOJHOM CYCIIEH3UHU.

KpynHoMy M MeJNKOMYy poratomy CKOTY, CBUHbBSIM, JIOLIAAsM U BepOIoaam
JIeKapCTBEHHBIM TMpernapar BBOJAST BHYTPUMBILIEYHO, COOAKaM M KOILUKAM -
BHYTPUMBIIIEYHO WUJIM MOJKOKHO.

MecTo  UMHBEKUMM  [OCJIe  BBEIAEHUS  JIEKapCTBEHHOro  Mpernapara
pexoMmeHayeTcsi rnomaccupoBaTh. Jlnsi BBeAE€HMs JIEKApCTBEHHOIO Iperapara
MCIIOJIb3YIOT TOJIBKO CyXH€e IUMPHULIBI U UIJIBL.

JlexapcTBeHHbIN npenapat CUHKIABUP /IS UHBEKLMH 3anpelaercs BBOJUTD
BHYTPUBEHHO WJIM UHTPATPaxXeaabHO.

16. IToOOYHBIX SIBJEHUM M OCJIIOKHEHUW Yy I>KUBOTHBIX IIPU IPUMEHEHHUH
JIeKapCTBEHHOT'O TMperapaTta B COOTBETCTBHM C HACTOSLIEH MHCTPYKLMEH, Kak
npaBuiio, He HaOmogaeTcs. B ciydae mMosiBIEHUS alUIEPrUYECKMX peaKkLHi
MCII0JIb30BaHUe JIEKapCTBEHHOTO IMpernapaTa MpeKpallaoT U Npu HeoOX0IUMOCTH
Ha3HAYalOT JeCEHCHOUTU3UPYIONLYIO TEPAIUI0. Y HEKOTOPBIX KUBOTHBIX B MECTE
MHBEKIMH BO3MOXKHO IMPOSIBIEHUE MECTHOW peaklLUud B BUIAE OTEKa, KOTOPBIH
CaMOIIPOU3BOJILHO paccachIBaeTCsl B TeYeHUe 1-2 CyToK.

17. Tlpu nepeno3upoBKe JIEKAPCTBEHHBIM IMPENAPATOM Yy YXUBOTHOIO MOTYT
HaOJII01aThCs 0TKAa3 OT KOpMa, pBOTa U 1Mapes.

18. JlekapcTBeHHBIN mnpenapaT He CclelyeT NPUMEHSTh OJHOBPEMEHHO C
JPYTUMHU npenaparamu TPYyIIIbI NEeHULMIIMHA, TeTPaLMUKIMHAMH,
cyabpaHuIaMUIaMH, XJIOpaMPEHUKOJIOM U MaKpOJIMIaMH.

19. OcobenHocTeil AeHCTBUS JIeKapCTBEHHOrO MpernapaTta MpU ero IepBoM
NIPUMEHEHUHU U OTMEHE He BBISBJIEHO.

20. Cnenyer u30eraTb HapylIeHUH 103 U Kypca MPUMEHEHHsl JIeKapCTBEHHOTO
npenapara, Tak Kak 3TO MOXET IMPUBECTH K CHIKEHHIO €ro TepareBTHYEeCKOM
>pdexktuBHOCTH. B ciyyae mpomycka onHOW WIIM HECKOJIBKUX 103 MMPUMEHEHHE
JIEKapCTBEHHOIO MpernapaTta BO300OHOBIISIIOT B TOU e J103€ U M0 TOH XKe CXeMeE.



21. Mo10KO IOMHBIX )KUBOTHBIX MOYKHO MCII0JIb30BaTh JJIS MMUILEBBIX 1ieJiel He
paHee, yem uepe3 108 yacoB mocie MocieAHEro MPUMEHEHUs JIEKapCTBEHHOIO
npenapara. MoJIOKO, MOJIy4EHHOE 0 UCTEYEHHUs YKa3aHHOTO CPOKa, MOXKET ObITh
MCIIOJIb30BaHO I KOPMJIEHUS KUBOTHBIX TOCIE TEPMUYECKOH 00paboTKH.

VY60ii Ha MICO KPYITHOTO U MEJIKOT0 POraToro CKOTa pa3pellaercs He paHee Yem
yepe3 42 1Hs, CBUHEH — He paHee, yem uepe3 31 JOeHb MOCJE MOCIEIHEro
MPUMEHEHHsl JIeKapCTBEHHOTO npernapara. Msco )KUBOTHBIX, BIHYKAEHHO YOUTBIX
710 UCTEUEHHUs YKA3aHHOIO CpPOKa, MOXET OBITh HMCIOJB30BAHO ISl KOPMIIEHHUS
MyLIHBIX 3BEPEU.

HaumenoBaHus u anpeca 00O «ArpobuocHab», 143985,
MPOU3BOJCTBEHHBIX IJI0LLA0K MockoBckast obnacte, banamuxa,
MPOU3BOAUTEIS JIEKAPCTBEHHOTO [TonTeBckoe mocce, BrageHue 4.
npenapara AJisi BETepUHApPHOIO

MPUMEHEHMUSI.

HanmeHoBaHue, aipec opraHu3aluu, 00O «ArpobuocHabt», PO,
YIOJIHOMOYEHHOM JiepKaTesieM HIIH 105064, ropon MockBa, BH.Tep.T.
BJIa/I€JIbLIEM PETrUCTPALIMOHHOTO MYHULIMTAIbHBIA OKpYr bacMaHHbIN,
yIOCTOBEPEHUS JIEKaPCTBEHHOIO yin. Kazakosa, 1.6, ctp. 1.
npernapara Ha NPUHSATHE TPETEH3UN OT

notpeduTens.

['eHepanbHbIi AUPEKTOP

00O «ArpobduocHabd» B.U. Yynaxux
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