JNEPKABHA CJIVKBA YKPAITHU THE STATE SERVICE OF UKRAINE

3 IIMTAHDb BE3INEYHOCTI ON FOOD SAFETY AND
XAPYOBHUX MPOAYKTIB TA CONSUMER PROTECTION
3AXUCTY CIIOKHUBAYIB

PEECTPALIMHE NOCBIJJYEHHA
REGISTRATION CERTIFICATE

Binmosiguo mo 3akony Ykpainu «[Ipo BeTepHHapHY MEIHLMHY», MocTaHoBu KabiHery MiHicTpiB
Vkpainu Bix 21.11.2007 p. Ne 1349 «IIpo 3aTBEPIUKCHHSL IOJIOXKEHD TPO JEPKABHY peQCTpauuo
BeTEepPHHAPHHUX MpEraparis, KOPMOBHX JI00aBOK, MPEMIKCIB Ta FOTOBHX KOPMiB» Ta Ha MiJCTaBi
EKCIIEPTHOTO BHCHOBKY 02.10.2019 Ne 3346-K/06, pexomennauiit JlepxaBHoi (hapMaKosoriyHoi
KoMicil BeTepuHapHm MeIMIMEN, Hakasy JlepkaBHOi ciykOn YKpaiHH 3 mHTaHb Ge€3MeYHOCTI
Xap4oOBHX TPO/YKTIB Ta 3aXUcTy criokuavis 11.10.2019 Ne 979 3apeectpoaHo:

MPOIYKT Cypamoxc 50% O.C.I1.

¢dopma IMopowox 045 npuzomyBanHs nepopasbHo20 po3uuH
p F P A pop 4 Y

BI1acHUK peecTpaLiifHOro IOCBITYEHHS:
BIPBAK
1-wa aBenro - 2065 m - JI.I.II. 06516 KAPPOC, ®PAHLIAT

3apeecTpoBaHo B YKpaiHi 3a No AA-05274-01-14 BiJl 11.10.2019

BupobHuk:
BIPFAK
8-10 Pye dec Ayanaiec, 95420 Mazni en Bexcin, PPAHLIA

ITpu Gyab-skiii 3MiHI B peecTpaLiifHOMy I0ChE BIACHUK MOCBiA4CHHS (BUpOGHHK) MOBUHEH TOBIIOMHMTH
OpraH peecTpauii.

OG0B’ 13KOBI AOAATKH:

- KOpOTKa XapaKTepHCTHKa Inpenapaty (aoaarok 1);
- TMCTiBKAa-BKJIa/IKa npemnapary (J0oAaTok 2);

- eTHKeTKa (J10aTOoK 3).

PeectpaliiiiHe TOCBiT4EHHS NIHCHE 10: 10.10.2024

Lle nocBimueHHs He € 30608’ I3aHHSAM LIOJIO 3aKyTMiBJIi JAHOTO NPOMYKTY.
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Jlupextop Jlenapramenty Ge3ne4HOCTi Xap4OBHX NPOAYKTIB Ta BeTepHHAPHOT MEHHHHH.. Y
Director of Department for Food Safety and Veterinary Medicine NN



JIEPYKABHA CJIYXBA YKPATHH 3 ITMTAHb BE3ITEYHOCTI
XAPYOBHUX INMPOJIYKTIB TA 3AXHUCTY CIIOXKHBAUYIB

[lep#aBHHIl HAYKOBO-I0CTiIAHHIT KOHTPONBLHUIT IHCTHTYT
BeTepHHAPHUX Npenaparis Ta KOPMOBUX 100aBOK

HauioHa/ibHe Ar€HTCTBO BeTePUHAPHHUX
NpenapariB Ta KOpPMOBHX 100aBOK

P/p 26006000027909 y AT «Ykpekcimbani»
M®O 322313, €JIPTIOY 00485670
By, Jloneuska, 11, m. JIbgiB, 79019, Ykpaina
Ten.: (032) 252-82-84;  ¢akc: (032) 252 -11-93
e-mail: agency@scvip.lviv.ua www.scivp.lviv.ua

STATE SERVICE FOR FOOD SAFETY AND
CONSUMER PROTECTION OF UKRAINE

State scientific-research control institute of veterinary
medicinal productsand feed additives

National agency of veterinary medicinal
products and feed additives

Acc. 26006000027909 «The State Export
Import Bank of Ukraine» Public Joint Stock Company.
Sort Code 322313 EDRPOU 00485670
Donetska str.,11, Lviv, 79019, Ukraine
tel.: 380 32 252-82-84; fax: +380 32 252-11-93
e-mail: agency@scvip.lviv.ua www.scivp.lviv.ua

02.10.2019 Ne 3346-K/06

Jupexropy JdenapramenTy Ge3nmeqHocTi
Xap4Y0BHUX MPOAYKTIB Ta BeTEPUHAPHOT
MeaHUHHH JlepKnpoacnoKuB eIy Kou
Kobaaro b.1.

BIPBAK, ®PAHIIIA

EKCIONEPTHUMU BUCHOBOK

3a pe3yJIbTaTaMi HayKOBOI €KCIIEPTH3H PEECTPALIIMHOrO 0ChE Ta aHANITHYHUX BUIIPoOyBalb npernapary
Cypamoxc 50% O.C.IL
siaacauk BIPBAK, (PPAHLILA)
BupoOHUK BIPBAK, (DPAHIIIA)
3rigHo 3 koHTpakToMm Ne 100 Bix 15.03.2019 p.

3a pesy/ibTaTaMH IMPOBEAEHOI HAYKOBOI EKCIEPTH3HM PEECTPallifHOro JOChe Ta BHUIPOOYBaHb
npenapary Cypamoxc 50% O.C.IL., Tlopomok mjis NpHroTyBaHHs IE€POPATBHOr0 pPO3UMHY, BIIACHUK

BIPBAK, (®PAHIIIS), supobuuk BIPBAK, (®PAHIIIST) pexomenmoBaHo ioro mnepepeecTpauniio B
YkpaiHi.

Peecrpartiitae mocsimuenus: AA-05274-01-14

Jdupextop IncruryTy, /
A.B.H., ipodecop, M

akanemik HAAH L.A. Komrombac

I'osroBa ArenrcrBa, A.0.H. M. Kocenko

Ocranie Haramis BikropiHa
+38(032) 252-82-84



JonaTox 1
10 peecTpaliiinoro nocsigueHas AA-05274-01-14

1110 200

Koporka xapakTepHcTHKA npenapary

1. Ha3Ba

Cypamoxkc 50% O.C.IL.

2. Cxaap

1 r npenapaty MiCTHTb JiI09y PEYOBHHY:

amokcuumIiH (y ¢opmi tpurigpary) — 500,0 mr.

JlonmoMiXHi pedOBUHH: HATpiif KapOOHATY IUIILMH, BAHUTIH, KPEMHIIO JIOKCH KOJIOINHUI Oe3BOIHHUH,
HaTpiii rekcameradocdar.

3. ®apmaneBTu4Ha Gopma

[Topomrox Jutsi MPUTOTYBaHHS NEPOPAILHOTO POZYHHY.

4. ®apmakoJIoriyHi BJIacTHBOCTI

ATC vet knacudixauiitauii kox QJO1 — anTHOaKTepianbHi BeTepHHAPHI NIpenapaTu Ui CHCTEMHOIO
3actocyBaHHS. QJ01CA04 — AMOKCHIIMIIIH.

AMOKCHLIMIJIIH - AaHTUOIOTHMK TPYNH HAMIBCHHTETHYHHX NEHINWIiHIB (aMiHONeHilmmiHiB). Bin
nmopyurye CuHTe3 OakTepiaqbHOI KIITHHHOI CTIHKM IUISAXOM iHriOyBaHHS €H3UMMIB TPaHCIENTHIA3H Ta
KapOOKCHIIENITH/Ia3H, 110 BUKJIIMKAE OCMOTHYHHU# qucOananc Ta 3arubens 6axrepii y ¢asi pocty. [Ipenapar
aKTUBHUH npoTH rpamno3utHBHEX (Clostridium spp., Corynebacterium spp., Actinobacillus spp., Bacillus
anthracis, Listeria monocytogenes, Staphylococcus spp., Streptococcus spp.) Ta TpaMHEraTHBHHX
(Actinobacillus spp., Escherihia coli, Fusobacterium spp., Haemophilus spp., Moraxella spp., Pasteurella
spp., Salmonella spp., Klebsiella spp.) Mikpooprai3miB Ta iHIIHX.

AMOKCHIIMIIIH 106pe a6copOyeThes Mics MepOPaIbHOrO 3aCTOCYBaHHS Ta € CTIHKHM Y IPHCYTHOCTI
KHCJIOTH LLIYHKOBOTO COKY. AMOKCHIMIIH J00Ope PO3MOAUISETHCS B PiIMHAX Ta TKaHMHAX OpPraHi3my.
Oco6IMBO BHMCOKI KOHIIEHTpAIlii HOro CIOCTepiraloThcs B HHpKaxX. BiOJOCTYNHICTH aMOKCHLMIIIHY
CTaHOBHUTH 65-93 %.

[Ticis mepopaIbHOrO 3aCTOCYBAHHS Ipenapary CBIMCBHKiH NTHII Y PEKOMEH/IOBAHHUX Jlo3ax depes 1,5
rOJMHY MaKCHMaJIbHA KOHIEHTPAIlisi aMOKCHIIIIIHY B T1a3Mmi kpoBi gocsrae 0,015 ta 0,193 mkr/min.

BUBOIMTECS aMOKCHIIMIIIH TE€PEBAXHO HUPKAMH y HE3MIHEHOMY BUIVIAIl IUIAXOM KaHAJIBIEBOI
ceKpellii, aje He3HauyHa YacTHHA MeTaboJi3yeThCs IUISXOM TiJpoJi3y JO HEAKTHBHOI MEHILMIIHOBOI
KHCJIOTH, SIKa BHBOJMUTHCS 13 CEYero.

5. Kniniuni ocoduBocTi

5.1. Bua TBapuH

CsuHi, cBiiicbka NTHIS (KypH-OpoiiiepH).

5.2. Iloka3zaHHS A0 32CTOCYBAHHS

CBuHi: JiKyBaHHS TBAPWH T0PH 3aXBOPIOBAHHSX OpraHiB JHUXaHHS, IO CIPUYMHEHI
Mikpooprauismamu (Actinobacillus pleuropneumoniae), 9y TTABAMHE 0 aMOKCHIIHIIIHY, & TAKOXK JIiKyBaHHS
TBapHH, XBOpUX Ha XBopoOy ['neccepa (reModiyib03HMIA OIICEPO3HUT).

Caiiceka nuis (Kypu-Opoitepn): JiKyBaHHA NTHII IPH 3aXBOPIOBAHHIX opthiB IVXAHHS, 10
CITPUYMHEH] MiKpOOpraHi3MamH, Yy TJIMBHMH 0 aMOKCHITUITIHY.

5.3. IIpoTunokazaHHs.

He 3acTocoByBaTH TBAPHHAM 3 BiJIOMOIO Tillep4YyTIMBICTIO O NEHILWIIHIB Ta iHIIMX GeTa-naKramis.

He 3acTocOBYBaTH TBapHHAM i3 TSHKKHMH ITOPYLICHHAMH HUPOK, BKIIOYAIOUH aHYPilO Ta OJIrypiro.

He 3acTOCOBYBaTH, SKIIO BH3HAYEHHH MATOTEHHHM MIKpOOpPTaHi3M CTilKMil 10 NeHiNWIiHIB Ta
iHIOHEX OeTa-maKkTamiB.

[IpenapaT He 3aCTOCOBYBaTH KpOJSIM, MypdYakaM, XOM’sKaM 4YH iHIIAM JpiOHMM TpPaBOiXHHM
TBapUHaM.

He 3acTocoByBaTH )XyHHHUM TBapHHAM Ta KOHSIM.

He 3acTocoByBaTH KypsSIM-HECY4KaM, SHIIS SKUX BUKOPHCTOBYIOTh /IS CIIOJKMBAHHS JIFOJABMH.

He 3acTocoBYBaTH O{HOYACHO 3 HEOMILIMHOM, OCKIJIBKH 1€ 6510Kye abcopOiio nepopaibHo
BBEJICHHX MEHIIMIIHIB, a TAKOXK 3 XJIOpaM(EeHiKOJIOM, TeTpaluKIiHaMH Ta Cy/IbdaHiIamiaMu.

5.4. Ilobiuna mist
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B okpemux BuNagkax MOXJIMBI alepriyHi sBHINA (BUCUIIAHHSA Ha IIKipi, cBepOixk Ta HAOpsKM,
TPOMOOIMTONEHIs, JIeHKONeHist, aHeMis, aHadinakTuyHuii wok). [Ipy iX BUHUKHEHHI 3aCTOCYBaHHS
npenapary NpHIKMHAIOTH Ta IPU3HAYAIOTh JeCEHCHO1Ii3yI04uy Tepario.

Bemuki no3u abo TpuBasie 3aCTOCYBAaHHS Ipemnapary MOXKYTh BHKJIIMKATH HEMPOTOKCHYHHU edexT
(HampHKIaa, aTakciio).

5.5. Ocob.1uBIi 3acTepeskeHHs IPH BHKOPHCTAHHI

BignoBimHo A0 KIIIHIYHOI NMPAaKTHKH JTIKYBaHHS MOBHHHO 0a3yBaTHCSi Ha TECTyBaHHI YyTIMBOCTI
MiKpOOpraHi3MiB 10 Iperapary.

5.6. 3acTocyBaHHsA miJ Yac BariTHOCTI, JaKTamii, HECY40CTi

JlabopaTopHi JOCHIDKEHHA Ha IMypaX He IIOKa3ajJd TEepPaTOreHHOro eQexTy, IMOB’SI3aHOro i3
3aCTOCYBaHHSIM aMOKCHIIHITIHY.

He pekoMeHAYIOTh 3aCTOCOBYBAaTH CBHHSM B IEpioJ CYINOPOCHOCTI Ta JakTamii. 3acTOCyBaHHS
Ipenapary BariTHAM a0o JIAKTYIOYHM TBapHHaM JOIYCKAIOTh TIIBKA y TOMY BHIAIKy, KOIH €(pEeKT BiJ
3aCTOCYBaHHS IIEPEBAXKAE€ MOJKJIMBI HETaTHBHI HACIIJKH.

He 3acTocoByBaTH KypsM-HECYUYKaM, SHI IKHX BAKOPUCTOBYIOTh ISl CIIOKHBAHHS JIFOJIbMH.

5.7. B3aemonin 3 iHnmuMu 3aco6amu Ta inmi ¢popmu B3aemonii.

He 3acToCOBYBaTH OJHOYACHO 3 HEOMIIMHOM, OCKUIBKM Iie OJIoKye abcopOLilo INepopaibHO
BBEJICHUX IeHiWwIiHiB. He 3acTrocoByBaTH OAHOYACHO 3 XJopaMm(eHiKoJoM, TeTpauuKIiHaMH Ta
cynbganinamigamu. [CHye CHHEpri3M MiX KIIaByJIaHOBOIO KHCIIOTOIO Ta aMOKCHIIMITIHOM.

He 3acrocoByBaTH OAHOYACHO 3 OakTepioOCTAaTHYHHUMM AaHTUOIOTHKAaMH, TaK SK IIPH LBOMY
3HHXKYETHCS aHTHOAKTepiaIbHUH e(eKT.

5.8. lo3u i cnoco0u BBeIeHHSI TBAPHHAM Pi3HOro BiKY

[TepopaibHO 3 TUTHOI BOOO a00 PiIKMM KOPMOM Yy J03aX:

CBHHI - IIpH JIIKYBaHHI aKTHHOOAUMIIAPHOI IIEBPOITHEBMOHIT — 20 MI' aMOKCHIIMIIIHY TpHUTipaTy Ha 1
KT MacH Tina moa0608o (To6To 400 Mr npenapary Ha 10 kr Macu Tijia Ha 100y), mpoTsrom 5 ai0 MocHib.
IIpu niKyBaHHI reMO(}iIBO3HOTO MMOTICEPO3UTY /1032 CTAaHOBHTH 10 MI' aMOKCHIIMIIIHY TpHTifpaTy Ha 1 Kr
MacH Tiia aBiui Ha 100y (To6To 200 Mr mpenapary Ha 10 kr Macu Tina ABiyi Ha 100y), mpoTarom 5 ni6
nocninb. Jna 3abe3nedyeHHs NPaBHIBHOTO MO3yBaHHA Macy Tijlla CJiJi BH3HAUaTH SKOMOTa TOYHIIIE,
CnoXuBaHHS PiIKOro KopMy a0o IMHTHOI BOJHM, IO MICTHTH Ipenapar, 3aleKHTh Bill (i3i0JI0riYHHX
IIOKA3HUKIB TBAPUHH Ta BiJ il KJIIHIYHOrO CTaHy;

cBilicbka nTHLs (Kypu-Opoitnepu) — 20 Mr aMOKCHIMJIIHY TPHUTiipaTy Ha 1 Kr MacH Tuia monao0oBo
a60 400 mr npenapary Ha 10 xr Macu Tina moa060Bo npotsarom 5 ai6. [lepen 3actocyBaHHsAM KOHTEHHED 3
TIpenapaToM CTPYLIYIOTh. Ilepel 3acTOCyBaHHSM HperapaT PO3YMHSIOTH Y HEBENHKil KiTbKOCTI BOIH,
iCJIs YOro JOJAIOTh Y IMUTHY BOAY JI0 PEKOMEHIOBAHOI JO3H.

5.9. IlepenosyBaHHs (CHMIITOMH, HEBIAKIaAHi 32X01, AaHTHIO0TH).

Bunajaky HeraTMBHOI JIil Ipenapary, BUKJIMKaHi OTHOPa30BUM IEpe103yBaHHAM, HEBIIOMI.

5.10. CnenianbHi 3acTepeskeHHs ISl KOXKHOI0 OKPEMOro BHAY.

Hemae.

5.11. Ilepiox BuBeaeHHs (KapeHIil).

3a6iii TBapHMH Ta NTHUI Ha M'ACO J03BOJISIIOTH Yepe3 10 ni6 (cBMHI IpH PO3YMHEHHI Ipenapary y
nuTHIH Boxi), 14 1i6 (cBMHI NIpH J0AaBaHHI Npenapary y piakuii kopM) Ta 1 1o0y (kypu-Opoitnepn) micis
OCTaHHKOTO 3aCTOCyBaHHs npemapary. OTpuMane, 1O 3a3HaYE€HOTO TEPMiHY, M'ACO YTHII3YyIOTh abo
3ro/IOBYIOTh HEIPOAYKTHBHUM TBapHHaM, 3aJI€)KHO BiJl BUCHOBKY JIIKapsi BETEPUHAPHOI MEIMIIMHH.

5.12. CneniajbHi 3acTepexeHHs s 0¢i0 i 00¢IyroByr4oro nepcoHasry

Mo>xIHBi anepriusi MposiBU B 0€i6, AKi MarOTh MiABHILEHY YyTIHBICT 0 aMOKCHIMIIHY. MOXIHBI
ToApasHeHHs oYeil, mKipu abo AMXaTbHHX LULXiB. ToMy mpu poOGoTi 3 BeTEpHHAPHHM IIpENaparoM Ta
KOPMOM, SIKHif MICTHTh Liei Tpenapar, il yHUKATH MPSIMOro KOHTaKTy 3 0YMMa, LIKipOKO Ta CIM30BUMH
00ONOHKaMH Ta BASTaTH 3aco0M iHauBimyamsHoro 3axucry. Ilicis poGoTH 3 mpemapaToM HEOOXiTHO
BUMMTH PYKH.

6. ®apmaneBTHYHI 0c00JIHBOCTI



IIponosxenns noxarky 1
10 peecTpamniiinoro nmocBigyenas AA-05274-01-14

1110 2019

6.1. ®opmu HecyMicHoCTI

He 3acTocoByBaTH 0IHOYACHO 3 6AKTEPIOCTATHYHUMH AHTHOIOTHKAMH.

6.2. Tepmin npugaTHOCTI.

2 POKH.

TepMiH mpuaaTHOCTI Mic/s MepIIoro Bixbopy mpenapary 3 ynakyBaHHs - 10 xi6.

TepMmin npunatHOCTI - 24 ronuny (micis po3YMHEHHS y BOAi) Ta 4 roxuHH (micis 3MIIIYBaHHS 3
PLAKHAM KOPMOM).

6.3. Oco06.1uBi 3ax0am 30epiranns

Cyxe TemMHe, HEOCTyIHE UIs AiTel Micue 3a TeMneparypH Bix 10 °C mo 25 °C.

6.4. IIpupopaa i ck1ax KOHTeliHePa MEPBUHHOIO NAKyBAHHS.

[TomieTunenoBi 6aHKH, TepMETHYHO 3alleyaTaHi ATIOMiHIEBOIO IUIOMOOIO Ta 3aKpUTiI KPHUIIKAMH, I10
100 Ta 200 r.

bararomaposi (mosieTunen/amomiHii/ nonierunentepedranar) Mimky i3 3imacri6roro mo 500 T, 1,
2T IR,

6.5. OcobuBi 3ax0au Oe3nNeKH NPH NMOBOIKEHHI 3 HEBHKOPHCTAHHM NpenapaToM abo 3 ioro
3AJINIIKAMH

llopoxHIO ynmakoBKy Ta 3alMIIKH HEBUKOPHCTAHOTO Iperapary IOTpiOHO YTHIIi3yBaTH 3TigHO 3
YUHHUM 3aKOHOJABCTBOM.

7. HazBa Ta Miclie3HAXO0’KeHHS BJIACHHKA PECCTPANiHOrO MOCBiTYeHHS

BIPBAK VIRBAC
1 - wa aBento — 2065 m — JI.I.JT. lere avenue - 2065 M - L.1.D.
06516 KAPPOC 06516 CARROS
Opanitis France
8. Ha3sa Ta MicHe3HAXO0/sKeHHS BHPOOHHKA roToBOro NPOAYKTY:
BIPBAK VIRBAC
8-10 Pye nec Aymnnaiec, 8-10 Rue des Aulnaies
95420 MarHi en Bekcin 95420 MAGNY EN VEXIN
®panmis FRANCE

9. lonaTkoBa indopmanis
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Cypamoxkc 50% O.C.II.
(MOPOIIOK ISl MPHrOTYBAHHS MEPOPAJILHOr0 PO3YHHY)
JIKCTIBKa—BKJIAJKa

Onuc

[Topomok Big 61J10T0 4O KOBTYBATOrO KOJIBOPY.

Cxnap

1 r npenapaTy MiCTHTH AiI09y PEUOBHHY:

amoxkcuiywiid (y dopmi tpurigpary) — 500,0 mr.

JlonoMi>kHi pedOBHHHU: HATPil KapOOHATy IUIIHH, BAHLTiH, KPEMHIIO TIOKCHI KoyloinHui 6e3BoHUIA,
HaTpiii rekcameradocdar.

@®apMaKoJIOTidHi BJaCTHBOCTI

ATC vet knacudikanifiauit ko QJO1 — anTHOaKTEepiasibHI BeTEpUHAPHI NpenapaTu Ui CHCTEMHOIO
3actocyBaHHs. QJ01CA04 — AMOKCHITMIIIH.

AMOKCHIWIIH - aHTHOIOTHK TIpyNd HANMiBCHHTETHMYHHMX MEHINWIIHIB (aMiHONEHIiIuIiHIB). BiH
nopylIye CHHTe3 OakTepialibHOI KITHHHOI CTIHKH IUIAXOM iHTiOyBaHHS €H3HMMIB TPAaHCIENTHJA3H Ta
KapOOKCHUIIENTHIa3H, 110 BUKJIMKAE OCMOTHYHMHN JucOananc Ta 3arubens 6akrepii y ¢asi pocty. Ilpenapar
akTHBHHMH mportu rpamnosutuBuux (Clostridium spp., Corynebacterium spp., Actinobacillus spp., Bacillus
anthracis, Listeria monocytogenes, Staphylococcus spp., Streptococcus spp.) Ta IrpaMHEraTHBHHX
(Actinobacillus spp., Escherihia coli, Fusobacterium spp., Haemophilus spp., Moraxella spp., Pasteurella
spp., Salmonella spp., Klebsiella spp.) MikpoopraHi3miB Ta iHIIAX.

AMOKCHIUIIH 100pe abcopOyeThes micis MepopaJbHOTO 3aCTOCYBAHHA Ta € CTIHKHMM y IIPUCYTHOCTI
KMCJIOTH ILIYHKOBOIO COKY. AMOKCHIIHIIH J0Ope PO3MOAUIAETBCSA B PilMHAX Ta TKaHHHAX OPraHi3my.
Oco6iHBO BHCOKI KOHIIEHTpalii MOro CIOCTEpIiraloThCsi B HHUPKaX. bBioJOCTYNHICTH aMOKCHIMUIIHY
CTaHOBHTH 65-93 %.

ITic/sa mepopaBHOro 3aCTOCYBaHHS MperapaTy CBiMChKil NTHII y peKOMEHIOBAHMX J03ax yepe3 1,5
FOJIMHA MAaKCUMaJIbHA KOHIEHTPAIlisi aMOKCHIIJIIHY B 1u1a3mi kposi gocsrae 0,015 ta 0,193 Mxr/mi.

BHBOIMTECS aMOKCHIMIIH IEPEBAXXHO HHUPKAMH Yy HE3MIiHEHOMY BHMIVIAAI LUISXOM KaHAJbLEBOI
CeKpellii, ajle He3HAYHAa YacTHHA MeTaboNi3yeThCs LUIIXOM TipoJi3y M0 HEAKTHBHOI NEHINUIIHOBOI
KHCJIOTH, SIKa BUBOJUTHCS 13 CEUe€lo.

3acTrocyBaHHs

CBuHI: JKyBaHHS TBapMH IIPM 3aXBOPIOBaHHSAX OpPraHiB JUXaHHS, MO CIPHYHHEHI
Mikpoopranismamu (Actinobacillus pleuropneumoniae), 4y TIUBAUMHA 10 aMOKCHIIMIIIHY, & TAKOXK JIIKYBaHHS
TBapHH, XBOPHX Ha XBopoOy I'eccepa (reModinbo3HHH MOTICEPO3HT).

Ceilicbka nTHIE (KypH-OpoiisiepH): JTiKyBaHHs ITHII NMPH 3aXBOPIOBAHHAX OpPraHiB JMXaHHA, IIO
CIIPHYHHEH] MiKpPOOpraHi3MaMH, 9y TJIMBHMH JI0 aMOKCHITHIIIHY.

JlosyBanHs

ITepopansHO 3 MUTHOT BOJIOIO 200 PIIKUM KOPMOM Yy J103aX:

CBHHI - IIPH JIIKyBaHHI aKTHHOOAIIMIIAPHOT IJIEBPOITHEBMOHIT — 20 MI' aMOKCHIIMIIiIHY TpHriapary Ha |
KT MacH Tilta mozno608o (To6To 400 Mr npenapaty Ha 10 kr Macu Tijia Ha 5o0y), IPOTAroM 5 Ai0 MOCHib.
IIpu nikyBaHHi reMO(diIBO3HOTO MONICEPO3UTY 032 CTAHOBHTH 10 MI aMOKCHIMJIIHY TpHriapaTy Ha 1 Kr
MacH Tina aBigi Ha no6y (To6To 200 Mr mpemnapary Ha 10 kr macu Tina JaBidi Ha 100y), mpoTsrom 5 16
nocnink. J{ns 3a0e3neyeHHs MPaBHIBHONO AO3yBaHHS Macy Tijla CIIiJl BU3HAa4aTH SKOMOra TOYHIIIE.
CnoXMBaHHS PiIKOTO KOpMy a00 MHUTHOI BOAM, INO MIiCTHUTH IIpemapar, 3aleXHTh BiJ (iziomoridaux
IIOKA3HUKIB TBAPUHH Ta BiJ 11 KJIIIHIYHOTO CTaHy;

cBiliceka nTuns (Kypu-6poitnepu) — 20 Mr aMOKCHIIWITiIHY TPHUTipaTy Ha | KT MacH Tina moa000Bo
a60 400 mr npenapary Ha 10 xr Macu Tina mono6oso mpotsarom 5 Ai6. Ilepen 3acTocyBaHHsIM KOHTEHHED 3
TpenapaToM CTpynryioth. [lepe 3aCTOCYBaHHSM IIpenapaT PO3YHHSIOTh Yy HEBEIHKiH KibKOCTI BOJM,
IiCJIst 4Oro AOAAIOTH Y MMUTHY BOAY 10 PEKOMEHIOBAHOI IO3H.

IIporunokasanus

He 3acTocoByBaTH TBapUHAM 3 BiZIOMOIO TiNepUyTIHBICTIO JI0 NEHILMIiHIB Ta iHIIKX OeTa-IaKkTaMiB.

He 3acTOCOBYBATH TBApHHAM i3 TSHKKAMH MOPYLIICHHAMH HUPOK, BKIIIOYAIOYH aHYPIIO Ta OJIrypiko.



[TponoBixeHHs nonaTky 2
JI0 peecTpaniiHoro moceigueHHs AA-05274-01-14
. , _ , 11102009,
He 3acrocoByBaTH, SKIIO BHU3HAYCHWM MAaTOTCHHHWN MIKpOOpraHi3M CTIMKMH 1O MNEHIIMIIHIB Ta
iHmmX Oera-IaKTamis.
[lpenapatr He 3acTOCOBYBAaTH KpOJSM, MypyakaMm, XOM’sSKaM YH IHIOHUM JpiOHHM TpaBOIAHUM
TBapUHaM.
He 3acTocoByBaTH )XyHHHUM TBapHHAM Ta KOHSM.
He 3acTocoByBaTH KypsM-HECYUYKaM, SIS SKMX BUKOPUCTOBYIOTh IS CIIOXKHBAHHS JIFOABMHU.
He 3acrocoByBaTH OJHOYAaCHO 3 HEOMIIIMHOM, OCKUIbKH 1€ Onokye aGcopOuio mnepopaabHO
BBEJICHUX TMEHIIIIIHIB, @ TAKOXK 3 XJIOpaM(EHIKOIOM, TETpallHKIiHAMU Ta CyJIb(aHlIaMiIaMu.
3acrepe:keHHsA
Iobiuna din
B okpeMHX BHMagKax MOXJIMBI ajlepriyHi siBHINa (BUCHIIAHHS Ha IIKipi, cBepODK Ta HaOpsKH,
TPOMOOLUTONEHIS, NEeHKONeHid, aHeMis, aHadinakTuyauii mwok). [Ipy iIX BHHUKHEHHI 3aCTOCYBaHHS
npenapaTy IpUIHHSIOTH Ta IPH3HAYAIOTh AeCEHCHOLTI3yI0UY Tepariio.

Benuki 1034 aGo TpHBalie 3aCTOCYBaHHS MpenapaTy MOXYTh BHKIMKATH HEHPOTOKCHYHHH edexT
(HampHKJIaJ, aTakclio).

Ocobnusi 3acmepedicenHs npu 6UKOPUCMAHHI

BifmoBimHO [0 KIJIIHIYHOI NMPAaKTHKH JIIKYBaHHS MMOBHHHO 0a3yBaTHUCS Ha TECTYBaHHI YyTJIMBOCTI
MIKpOOpraHi3MiB JI0 IIpernapary.

3acmocyeanns nio yac eazimnocmi, 1akmayii, Hecyyocmi

JlaGoparopHi JOCHI/PKEHHS Ha IMypax He IOKa3ald TEpaTOreHHOro eQekry, MOB’A3aHOro i3
3aCTOCYBaHHSM aMOKCHIIMIIIHY.

He peKkoMEH/IYIOTh 3aCTOCOBYBAaTH CBHHSM B IIEPiON CYIMOPOCHOCTI Ta JaKTamii. 3acToCyBaHHS
Tpenapary BariTHUM abo JIaKTYIOYHM TBapHHAM JOIYCKAIOTh TiIBKH Yy TOMY BHIAJIKy, KOJH e(peKT BiJ
3aCTOCYBaHHsS IIEPEeBaXKa€ MOMXJIMBI HEraTWBHI HAaCIiJKH

Iepioo eusedenns (kapenyii)

3a6iif TBapMH Ta NTHLI Ha M'ICO N03BOJsIOTH yepe3 10 ni0 (CBHHI NpH PO3YMHEHHI Ipenapary y
nUTHiH Boxi), 14 1i6 (CBMHI IpU NoaaBaHHI mpenapary y pinkuii kopM) Ta 1 106y (xypu-6poiinepun) micis
OCTAaHHBOIO 3aCTOCYBaHHs mpemnapary. OTpumaHe, JIO 3a3HAYEHOrO TEPMiHYy, M'ACO YTHI3YIOTH abo
3rOZI0BYIOThH HENPOLYKTHBHUM TBapHHAM, 3JIE)KHO BiJl BACHOBKY JIIKaps BETEPHHAPHOI MEIUIIHHH.

Chreyianvni 3acmepedicenns 015 0cib i 06¢1y2068y104020 hepcoHany

MoxHBi anepriusi MposiBu B 0Ci6, AKi MAIOTH MiABULICHY YyT/IHBICTH 0 aMOKCHIHMIIHY. MOXIIHBI
ToJIpa3HeHHs OuYel, IKipyu abo quxanbHuX nupixiB. Tomy mpu poGOTi 3 BETEpUHAPHHUM IIPENApaToM Ta
KOPMOM, SIKHil MICTHTB Ii€¥ Ipenapar, CJIiJ yHHKATH PSAMOro KOHTAKTy 3 OYMMa, MKIPOK Ta CIM30BMMH
06OJIOHKAMH Ta BJAraTH 3aco0M IHAMBiAyanpbHOro 3axucry. Ilicis poGoTH 3 mpemapaTtoM HeOOXiTHO
BUMHTH PYKH.

®opma BHIIYyCKY

[TonieTHaeHOBI GaHKH, FepPMETHYHO 3alleyaTaHi aATIOMiHIEBOIO IJIOMOOIO Ta 3aKPHUTI KPUIIKAMH, 110
100 Ta 200 r.

Baratomaposi (mosieTuieH/aoMinii/ monietwieHTepedTanar) Milky i3 3im3acri6koro mo 500 r, 1,
278.3 ¥T.

30epiranus

Cyxe TeMHe, HEIOCTyIHE [UIs HiTel Micue 3a Temneparypu Bin 10 °C mo 25 °C.

TepMiH nmpUIaTHOCTI — 2 POKH.

Tepmin mpuAaTHOCTI MicIs IepUIOro Binbopy mpenaparty 3 ynakyBanus - 10 mi6.

Tepmin npuaaTtHOCTI - 24 roguHu (Iic/Isi PO3YHMHEHHS Yy BOMi) Ta 4 roguHH (micis 3MillyBaHHS 3
PIIKHM KOPMOM).

Jlis 3aCTOCYBAHHSI Y BeTepHHAPHii MeauuHi!

BaacHuk peecTpaniifHoro nocigueHns

BIPBAK VIRBAC
1 - ma aBenro — 2065 m — JL.IJI. lére avenue - 2065 M - L.I.D.
06516 KAPPOC 06516 CARROS

Opanis France
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BHpPOOHHK roToBOro NpoayKTy
BIPBAK VIRBAC
8-10 Pye nec Aynnaiec, 8-10 Rue des Aulnaies
95420 MarHi eH BekciH 95420 MAGNY EN VEXIN

®panis FRANCE
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HO[IOHIOK s ﬂpHFOT}’BHHHH nepopaslbnoro pO34YHHY
CRIAJL: 1 r npenapary MCTHTS JUCHY POBHIY: anvoxcrpin (y dropai TpuTizpaty) — 300.0 Mr
JlomoMUKHI PEOBHHH. HaTpiil KApOUHATY [THIHN, BAHUTE, KPeMHIFO TOKCRIL KT GesmopHmit, natpil rexcaMeraocthar
OIHC: Nopotmox Bl Sioro o KoBTYBATOIO ROTHOPY.

GAPMAKOIOITYHE BIACTHBOCTI: ATC vet knacudixamitit son Q01 ~ ARTHGAKTEIALEL BETCPHHAPHE NPETapIH VI CHCTEMHOTD
sacocyanmg. QI01CAN4 ~ AMOKCHITHEE,

AMOKCHIDATIIH = H TWOI0THK [Py HATBCHHTETHUHHX TISHIHIHIE (aMisoneHimCiinR). Bil TOpyLIye cHETES BakTepia/biol KITHIHOT CTIHKH
QXM IHTI0YBAHFS CFAAMIB TPAHCICTITIVIASH T KapOOKCHTIENTHIASH, TIO BHIUBKAT oeMOTIHIE michanae Ta srubenh Garrepil y as pocty.
[Ipenapar aKTHERWA HPOTH rpanmosH THEHIX (( Yostridium spp., Corynebacterium spp., Actinobaeillus spp., Bacillus anthracis, Listeria
monocyiogenes, Staphylococeus spp., Streptococcus spp.) Ta TPAMBCTATHBHIX (Actinobacillus spp., Escherihia coli Fusobacterium spp.,
Haemophihis spp., Morasella spp., Postewrella spp., Sulmonelia spp., Klebsiella spp.) MIKPOUPI AHISMIB T3 IHIHX

AMOKCHIDRIH 00pe abcopGyeThes ICTR NEpopaBHoTD 546 TOCYBAHHA T € CTHKHM Y HpACYTHOCT KHEAOTH GUTYHKDBOID COKY. AMOKCHIHIH
J106pe PoIIOILIETHE B PUIHHAX T2 TRAHHHAX oprasizy. Ocolimeo BHCOKE KOHTISHTPAILiT HOr0 CTIOCTEPITEOTHER B HUPKIX. BioAoCTYIHICTS
avorcHImmIy cranoRrT 63-93 %o

[Tic/ix NepopaiIbOTD JCTOCYBARHA IPEapaty cRifichill TTHIE Y PeROMEHIOBIRI 103X Hepes | 5 oM MAKCHMATHHA KUHIICHTPAILS
AMDKCHIIUIHY B [TIASAMI KPOBL JI0CATAE 0,015 1a 0,193 s/mn.

BHBEOIHTHCA AMOKCHIEMH TepeBAANO HHPKAMH ¥ HEAGHEHOMY BRI HUBXOM RAHATHICBUD cekpellii, A%k HEIMMHA HACTHHA
MeETA0NIIVETHCE NLDBINOM DJipomsy 4o HCAKTHRHOD TEHIHMHOBOT KHCIOTH, S13 BHBOATECH 13 CEMCHO.

JACTOCYBAHHSA: Cruui: mryBanis TRAPIH PR HIXBOPIOBAIAX OPTAHIS HAHHA, 10 CTIpIMRHER] MIKPOOPIIHITMAMI {Actinobacillus
plevropneumonice). Iy TIHERMI 210 AMOKCHIWITHY, A TAKOA JHKYBAHEHA THAPHH, XBOPHX fia xropody [Tieceepa {reMoiTbo3HIH NOHCeposRT).
Cpiftcbic T (KypH-Gpoil7ieph): THKYBAHA ITHIN OpH SQXBOpIOBANIAK OPFANIS MXAHHA, IO CHPHIHHCH MIKPOOPTARIEMAMI, Yy THEIMA [0
AMOKCHIGIHY.

MPOTHIIORASAHHSA: He sacTocosyBaTil THAPHHINM 3 BLIOMORO TiTICpHY TTHBICTIO 210 TEHIWIE T2 iHIX GeTa-AKTIMIB,
He 5ac TUCOBYBATH TBAPHHAM 13 DO THOPYICHHAMY HHPOK, BEHCHAICHH AHYpIlO TA QIHTYPIO.

He nacTocosyBITH, SKII0 BUSHIMCERR [aTOTEHHII MIKpOOprania etk 1o CHIMHHIB T (R GeTa-TAKTAMIE,
TIpenapar He SACTOCOBYBATH KPOTLIM, MYPHAKIM, M KM Y (LM DIDHMM TPABOITHIM TRADHHAM.

He sacivcosyBatil AQHRHEM TBApRHAM 18 HOMANM.

.
He 3¢ 10COBYBATH KypaM-HECY KM, i{lig TKIDX BUEUPHETORYEOTE UL CTIGAMBAHHA MOTEMIL n,‘
He 3acTocoByBaTH QHOYACHO 3 HeOMITUHOM, OCKUTLEN He GnoKye abCOpOILiIo TIEPUPATHHO BBCIICHHX TCHILDUTHIE, & b4
TaRv 3 XI0pAMTEHIRI0M, TeTpaIHKTHAMH T4 Cy N M. 5]
JIOZYBAHHSE: [TepopatbHo 3 MHTHOIO BOVIO abo PUIKHM KOpMOM Y A03aX: =
CRHHI = TIPH TUKYBaHHI aKTHOGAIAIAPHOT TERpoNEeEMOHE — 20 ME AMOKCHITRITIRY TPHIIpATy Ha 1 kr MacH TUE =
moofoso (TofTe 400 M npenapaty Ba 10 g MacH TUIA HA 100V ), BpOTHIOM 5 mif gocm. Tpa MKy RN H
TeMOGIUIROSHOTO NOLCEPOIHTY 4033 CTRHORHTS 10 MI MOKCHIGUTIHY TpHIipary Ha 1 K Mack Tkt JIBMI 2 A0y (To610 g
200 Mr npenapaty Ha 10 K Mack Tk ABiMi Ha oGy ), IpoTAroM 3 16 noeris. [l 3abeaneucHid NPARRIRHOTY (-]
OBYBAHHS MACY THLA CITL BHSHAMATH ZKUMOIR Toumine. CrosMBAHISE PLIKOTO KOPMY 60 MUTHOE BOTIL, 10 MICTHTD s
NIPETIAPAT, JATKANT Rt SIONIOTIVHIX OKASHIKIE TRAPHHH T BUL T KNHMHOTY CTRHY.

Criiichka i (kvpu-Gpoiizeps ) — 20 Mr AMOKCHIATINY TPUIIAPATY HA | KT MicH rina nofoeboBo abo 400 Mr

npenapary Ha 10 Kr aac Tt mooGoso porwos 5 6. [lepe sacTocyBanmAM KOHTEREED 3 TPENaparoM CIPYRIyIoTh.
Tlepes sac10cy BAHHEM HPENAPAT POTHHIIOTH ¥ HCBE! [Kii KLIBKDCTI BOJH, RIGL HOID JOKIOTH Y HUTHY BOily J0
PEROMCHIOBRHOL T03H.

IACTEPERERHS: [epion BuBecuin {Rapenii)

Sl THADHH T HTHIL HA MACO HUSBOIEHTH HEPE 10 00 (cuiii ups PUSHHHCHHL HPEIapay ¥ yw i Bom ), 14 w6

(CBHMHI PR JOTIABAHEL TPENApaTy ¥ it op) Ta | oGy (Kypu-GpoitiepH) [T OCTARHEBOTO 3¢ TOCYBANHL

npenapary. OTpHMate, A0 3a3RACHOT TepMily, M40 VIHIVIOTh 400 3TUI0RYIOTE HETIPOJTY KTHEHHM TBAPHHAM, ok
naAHO BiJ BECHOBKY JHKADY RETEPHEADHO! MC/THIHHIL TTepet sacTOCY BARHEM [THB. SHCTIRKY-BIIATIY. 7
TEPMIH HPHIATHOCTL: 2 posat. =
Tepnin NPHAATHOCTL MLT NEPIIOTD BZIBOPY TIPEIApary 3 YNAKYBAH = 10 mb. =
Tepam Yipu A THOCT - 24 romEl {THic/4 pOMHHERRE ¥ i} Ta 4 TOMHE A a
(ML SMITYBAHHA 3 PLUIKHM KOPMOM) s
IGEPITAHHA: Cyxe reMHe, HeoSTyIIHE T JiTeil MicTie 3 TeMTEpATypH =

i 10 °C 1o 25 °C
RIACHHK PECCTPAIIHHOIO HOCBTYEHHA
BIPGAK 1-i11a actio— 2065 s—JLLJL 06516 KAPPOC Opariig

BHPOBIIK TOTOBOTO MPOIYRTY s 4
BIPGAK 3 2
8-10 Pye gec Ay-maiec, g il
95420 Marni et Bewcint E - - >:
Dpannis E =t

%
PIL:

*4100r, 200 r, 500, 1 kr, 2 Kr, 3 KI.



