KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3SPEHIEHHUE 3A ThPT'OBHUS Ne 0022-2528

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT
L.S. INJECTION

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHY CyOCTAHIUM:

Spectinomycin 2HCI, 5H,0 100.00 mg/ml
Lincomycin HCI, H;0 50.00 mg/ml
ExcuunuenTu:

3a IeJIeH CIIMCHK Ha ITOMOITHHUTE BEIIECTBA, BIK T. 6.1.

3. DAPMALIEBTUYHA ®OPMA

NHxeKunoHeH pa3TBop.

4, KIMHUYHU JAHHHA
4.1 Bujose ;KkuBOTHH, 32 KOMTO ¢ npexHasnayed BMII

Tenera (¢ Hepa3BUTH MPEICTOMAIIIHNS), OBLIE, KO3H, IIpaceTa, ITULHU U KydeTa.

4.2 TepaneBanHM MOoKa3aHusl, ONMPEAC/JICHA 3a OTACTTHUTEC BUA0OBEC ) KUBOTHHU

Wudexiyu, MpUYMHEHN OT MUKPOOPTaHU3UMHU, YyBCTBUTEIHM KbM Lincomycin u Spectinomycin. L.S.
Injection e mpenHasHaueH 3a JIeUeHHWE HA YECTO CPEIIAHHW PECIHMPATOPHU WHOeKImu (¢ wWin 6e3
YCIIOKHEHUS, IPUYMHEHN OT MHUKOILIa3MH) U TacTPO-MHTECTUHAIHN MHEKIMU NPH TENeTa, Ipacera,
OBIIe, KO3H, NITHIM U Ky4eTa; JU3CHTEPHs, YePBEHKA U apTPUT MPHU MPACeTaTa; KOMUTEH THUICL TPU
osiere U ko3ute; XPB (c miu 6e3 ycinoxxHeHus1, npuurHenu ot E. coli) npu nruimre.

4.3 IIpoTuBomoKa3zanus
Ja He ce n3Mno3Ba NpY CBPHXYYyBCTBUTEITHOCT KbM aKTUBHUTE CYOCTAHIINH.
Ja He ce 3noa3Ba NpY )KUBOTHH C KPHBHU MM TEXXKKH YEPHOAPOOHH YBPEIKIAHHS.

Ja He ce u3non3Ba npu 3aniid, MOPCKU CBUHYETA U YUHYUIIH.

4.4 CneuuajaHu Npeana3Hu MepKH 3a BCeKH B ;KUBOTHH, 32 KOUTO € npeaHazHaden BMII
Hswma.
4.5 CrnenmnaJIHu NpeANa3Hu MEPKH MIPH ynoTpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KMBOTHUTEC IIPHU VHOTDC6aTa Ha IIPOAYKTa

He ce npuiarar.
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CHGLII/IEU'IHI/I Opeanasiy MCPKH 3a JUIiaTa, Impujaraimy BETCPUHAPHOMCANNMHCKHSA IPOAYKT HA X XUBOTHHUTC

[a He ce nue, My Wix A€ Opu padboTa ¢ MPOAYKTa.
Ja ce m3MuAT phIieTe ciex padboTa ¢ IPOayKTa.

Ja ce n305rBa CAMOMHKEKTHPAHETO.

4.6 CrpaHun4HHU peakuuu (4ecTOTA U BAasKHOCT)

HCHOCpCI{CTBCHO CJIC MHIXKCKTHUPAHE MOKE [1a CC Ha6J'IIOI[aBa ciaba 6onka Wiu C’I)p6e>l<.

4.7 Ynorpebda mo BpeMe Ha OPEeMEHHOCT, JIAKTAIMS WJIH sIiiIleHOCeHe
Mo:xe z1a ce U3M0I3Ba O BpeMe Ha OPEMEHHOCT U JaKTalusl.
He ce n3non3Ba npy KOKOIIKK HOCAUKH, SHIIaTa HAa KOUTO ca IMPeJHa3HaueHN 32 KOHCYMAIus OT Xopa.

He ce n3mon3sa IIpH ) XUBOTHU, MJIIAIKOTO Ha KOHUTO € NPE€AHA3HAYCHO 3a KOHCyMaluAa OT XOopa.

4.8 B3amMmopeiicTBHE ¢ IPYrd BeTEPHHAPHOMEIUIIMHCKH MPOAYKTH U IPYyru popmMu Ha
B3aHUMOJeHCTBHE

He ca u3BectHHU.

4.9 Jl0o3a M HAYMH HA MPUJIOKEHHUE
3a MOAKOXKHO NPUIOKEHHE IPU NTHIIH.
3a MyCKyJIHO TIPUIJIO’KEHHE TIPH BCUYKH OCTAHAIIM BUIOBE KUBOTHH.

Tenera, npacera: 1 ml na 10 kg TenecHa maca 3a 3-7 1HH.

OBIie, KO3H: 1 ml na 10 kg TenecHa maca 3a MakCUMyM 3 JTHH.
Kyuera: 1 ml Ha 10 kg TenecHa maca 3a MakcumMyMm 3 JIHH.
IMtuum: 0.2 ml na 10 kg TenecHa maca 3a MakcuMyM 3 JTHH.

4.10 IIpemo3mpaHe (CHMITOMH, CIEIITHH MEPKH, aHTH0TH), AKO € HEOOXOTUMO

He ca u3BectHHU.

411 KapeHTHHU CPOKOBe

bv0Openu u yepen apoo: 21 nau

Meco: 14 nau

He ce pa3pemiaBa 3a ynorpe6a npu >KHBOTHH, YHETO MJISIKO € TIPeTHa3HaYeHO 3a YOBEIKa
KOHCyMaIlusl.

He ce pas3pciiaBa yHOTpeGaTa IIpu 0Ty, YUUTO HfILIa Ca MPEAHA3HAUCHU 3a YOBCIIKA KOHCyMallu.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmMakoTepaneBTHUHA TPyIia: aHTHOAKTEPUATIHH CPEJCTBA 3a CUCTEMHA yroTpeda, JIMHKOMHUIIMH,
KOMOMHAINU

Berepunapuomenuiacku Anatomo-Tepanesrudyen Koa: QJO1FF52

2/4



JIMHKOMHMIIMHBT MPUTEKABa O0AKTEPUOCTATHUECH MEXaHHW3bM Ha JICHCTBUE CpeEIly OCHOBHHUTE ['pam-
monoxwurenaun Oakrepun (kato Staphylococcus aureus, Streptococcus pyogenes, Str. suis, Str.
agalactia, Diplococcus pneumonia, Corynebacterium pyogenes, Clostridium perfringens, Cl. tetani u
Pasteurella multocida). Entepokokure u ['pam-oTpuuarennure OakTepuu ca TPYAHO MOAATIUBH.
AHaepoOHHTE MHKPOOPTaHM3MHU MPOSBABAT CHJIHA YYyBCTBUTEIHOCT, Karto Bacteroides spp.,
Fusibacterium spp. u muxormasmu (karo M. gallisepticum, M. hyosynovia, M. meleagridis, M. canis u
M. hyorhinis; M. pneumonia e mo-ycroituusa). LlInpoko ce pa3npocTpaHsBa B TIOTO U METa0OIHU3Upa
B 3HAYUTCIIHA CTCIICH.

CHeKTHHOMHUIIMHBT MIPUTEKABA MHUPOK OAKTEPHUOCTATHYEH CIEKTHD Ha AeHcTBHE. UyBCTBUTEIHH KBM
CIICKTUHOMHIIMH Ca OCHOBHO FpaM-OTpI/IHaTCHHI/ITe u Hiakou I PaM-IIOJIOKUTCITHU 6aKTepI/II/I (KaTO
Aerobacter aerogenes, E. coli, Klebsiella pneumonia, Proteus vulgaris, Pseudomonas aeruginosa,
Salmonella spp., Vibrio coli u Diplococcus pneumonia). CTpenTOMUIMHBT MPOSIBSIBA aKTHBHOCT M
cpemry mukoruiazmuu (karo M. gallisepticum, M. meleagridis u M. synvia). ClieKTHHOMHIUHBT CHILO
LIUPOKO C€ Pa3IPOCTPaHsIBa B TSAIOTO U € OCHOBHUAT EKCKPETUPAH KOMIIOHEHT.

Moske na ce HabmIOaBa KPhCTOCAHA PE3UCTEHTHOCT MEXKY JTMHKOMHIIMHA U €PUTPOMHULINHA U JPYTH
MaKpOIUIN.

6. DODAPMAIIEBTUYHHA OCOBEHOCTH
6.1 Chnucbk Ha eKCHUITHEHTHTE

Benzyl alcohol

Sodium metabisulphite

Trisodium citrate 2H,O

Citric acid H.0

Water for injection

6.2 HecbBMecTHUMOCTH

He cmecBaiite unm pasTtBapsiiite ¢ Apyr BeTepUHAPHOMEAUIMHCKH IPOIYKT.

6.3 Cpok Ha rogHocT
Cpok Ha FOJIHOCT Ha KpaiHUsI BETEPUHAPHOMEIUIIMHCKHU MPOJYKT: 2 TOJAUHHU.

CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHE HA IITbPBUYHATA OIIAKOBKaA: 30 JHH.

6.4. CnenuaJnu npeanasHd MEPKH 32 CbXpaHeHHe HA MPOAYKTAa
Ja ce cpxpansBaBa rnpu Temmeparypu mexxay 15° C u 25° C.
Ja ce mpeamnassa OT CBETIIMHA.

I[a CC CbXpPaHsBa Ha CyXO MsACTO.

6.5 BwuaucbcTaB HA MBPBUYHATA ONAKOBKA
100 mut 11 250 MIT MHOTOJIO30BHY CTHKIICHU (IIAKOHH.

He Bcuuku pa3mepu Ha ommakoBKaTa MOTat Aa ObAaT MpeaiaraH Ha ma3apa.

6.6 CrhennajJHM MepPKH 32 YHHII0:KaBaHe HA HEU3MOJI3BaH MPOAYKT MJIM OCTATHIU OT Hero
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Bcekn Hen3noa3BaH BETEpHHAPHOMEIUIIMHCKY IMPOAYKT WJIH OCTATBITM OT HETO, TpsiOBa 1a ObaaT
YHUIIOKEHU, B CbOTBETCTBHUE C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATEINICTBO.

7. HNPUTEXATEJI HA PASPEHIEHUETO 3A ThPI'OBUs

Kepro B.V. Tel: + 31 (0) 570 66 29 00
Kuipersweg 9 e-mail: info@kepro.nl
3449 JA Woerden

the Netherlands

8. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUsA

0022-2528

9. JATA HA ITBPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThPI'OBUSA

03.06.2010

10. [JATA HA NOCJIEJHATA PEJAKLUSI HA TEKCTA
06/2023

3ABPAHA 3A ITPOJAXKBA, TOCTABKA UW/NJIA YIIOTPEBA

He e npunoxxumo.

J-P BAIEHTHH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JIUPEKTOP
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