KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A THPT'OBHUS C BJIII Ne 0022-2528

1. HAMMEHOBAHUWE HA BETEPUHAPHMUS TEKAPCTBEH NIPOAYKT

L.S. Injection nHXeKIIMOHEH pa3TBOP 3a TelieTa (C Hepa3BUTH MPEACTOMAIIINS ), OBIIC, KO3H,
mpacera, ITUIA U KyJeTa

2. KAYECTBEH U KOJIMYECTBEH CBHCTAB

AKTHBHH BelllecTBA:

Spectinomycin 2HCI, 5H,O  100.00 mg/ml
Lincomycin HCI, H,O 50.00 mg/ml

ITomolHM BemecTBa:

KauecTBeH chCTaB Ha MOMOIIHUTE BeIIECTBA U IPYIUTE CbCTAaBKHU

Benzyl alcohol

Sodium metabisulphite

Trisodium citrate 2H,0O
Citric acid H.O

Water for injection

3. KIMHNUYHU UH®OPMALIUSA
3.1 Bunose :kMBOTHH, 32 KOUTO e npeaHa3znaden BJIII
Tenera (c HEpa3BUTH NIPEICTOMAIIINSA), OBLIE, KO3H, TIpaceTa, NTUIH U KydeTa.

3.2 Iloka3anus 3a ynorpeda 3a BceKHM BUJI ;KUBOTHH, 32 KOWTO € MpeIHA3HA4YeH NPOAYKTbT
WNudexnyu, npuuuHEHN OT MUKPOOPTaHU3UMH, YYBCTBUTEIHU KbM Lincomycin u Spectinomycin.
L.S. Injection e npeaHa3HaueH 3a JICYCHUE HA YECTO CPEIIaHU PeCIUpaTOpHU HHOEKIMH (C 1iau 0e3
YCIIOKHEHUS1, TPUYMHEHHN OT MUKOIUIa3MH1) U TaCTPO-MHTECTHHAIHU HH(PEKIMH NIPH TeJeTa, pacera,
OBII€, KO3H, NITUIIH U Ky4eTa; TU3EHTEPHsI, YepPBEHKA U apTPUT MPH MpaceTaTa; KOMUTEH THIJIEI] PpU
oBuete u ko3ure; XPb (c nnu 6e3 ycnoxuaenus, npuurnHenu ot E. coli) nmpu nrumnure.

3.3 IIporuBonoxazanus
Jla He ce M3IMO0JI3Ba IPH CBPhXIYBCTBUTEIHOCT KbM aKTHBHHUTE BEIECTRA.

Jla He ce M3MOI3Ba MPH )KUBOTHH C KPHBHH WIIH TEXXKH YEPHOIPOOHH YBPEKIAHUA.

I[a HE CC U3I10JI3Ba IIpU SaflL[PI, MOPCKH CBUHYCTA U YNHYUIIH.

3.4 ChnenmajiHu mpegynpes;KaeHus

Hsawma.



3.5 CnenuaJilHu mpeana3Hu MepKH NMpu ynorpeda

Croenuanany npeana3Hyu MEPKH 3a Oe3omacHa ynoTpeba IpH BUIOBETE KUBOTHH, 3a KOUTO €
npennaszHauen BJIII:

He e npunoxxumo.

CHCIII/IaJ'IHI/I OpcarnasHy MCPKHU 3a JIUIiaTa, mpujaraiy BETCPpUHApPHUA JICKAPCTBCH MIPOAYKT Ha
KHUBOTHHUTC!

Jla He ce mHe, MyIH WIH 1€ Tpu paboTa ¢ MPOoayKTa.
Ha ce u3MusT pbLeTe ciea padoTa ¢ IpOIyKTa.
Ha ce n30srBa CAMOMHKEKTUPAHETO.

3.6 HebsaronpusiTHA peakuuu

Tenera (c Hepa3BUTH MPEACTOMAIIINS), OBLIE, KO3, IpaceTa, NTHLHU U KydeTa:

Heomnpenenena yectoTa (0T HAJIMYHHUTE Bonka B MICTOTO Ha MHKEKTHpaHE (caba)*,
JTAHHYW He MOXe J1a ObJie HanpaBeHa oneHka): | Cpp0Oex Ha MACTOTO HAa WH)KEKTHpaHe™

* Moxe J1a ce Ha0IIto/1aBa HETIOCPECTBEHO CIIe/l NHKEKTHPaHe.

CroOmaBaneTo Ha HEOIArOMPUSATHH PEAKIIUH € BayKHO. ToBa MO3BOIISIBA HEMTPEKHCHAT MOHUTOPHHT
Ha 0e30MacHOCTTa Ha BETEPHHAPHUS JIEKapCTBeH MPoayKT. ChoOIeHnsATa TpIOBa Ja ce M3Mpariar, 3a
MpearnovrTaHe Ype3 BeTepUHAPEH JeKap, WK Ha PUTEkKATe sl Ha pa3pelIeHUeTo 3a THPTOBHS WK Ha
MECTHHSI My TIPEACTABUTEIN, MJIM Ha HAITMOHATHISI KOMIIETEHTEH OpPTaH 4pe3 HallMOHalTHATa CHCTeMa
3a cpoOlIaBaHe. 3a CHOTBETHUTE JaHHU 32 BPB3Ka BIXKTE CBILO TOYKA 16 OT IMCTOBKATA.

3.7 ¥Ymnorpeb6a mo BpeMe Ha OPeMEHHOCT, JIAKTAIUSA WIH siiilleHOCeHe

Moxe Ja ce mpuiara 1o BpeMe Ha OpeMEHHOCT M JIaKTallHs.

3.8 B3ammopneiicTBHe ¢ APYT¥ BeTEPUHAPHU JeKAPCTBEHH MPOAYKTH U APYTrH (OPMH HA
B3auMoJeiicTBHe

He ca u3BecTHu.

3.9 Hauun Ha NMPUJTO0KCHUE U T103UPOBKA

3a MOAKOXHO IMPUIJIOKCHUC ITPU IITHLH.
3a HUHTPAMYCKYJIHO MIPWJIOKCHUC ITPU BCUYKH OCTaHAJIM BUAOBEC JKUBOTHH.

Tenera, npacera: 1 ml na 10 kg Tenecna maca 3a 3-7 aHu.

Ogiie, K03H: 1 ml Ha 10 kg TenecHa maca 3a MakcuMyM 3 JIHH.
Kyuera: 1 ml Ha 10 kg TenecHa maca 3a MaKCUMyM 3 JHH.
[Ttumu: 0.2 ml Ha 10 kg TenecHa Maca 3a MaKCUMYM 3 JTHH.

3.10 Cumnromu Ha npego3upane ((M KOraTo e NPUJIOKMMO — MPOLEAYPH HA AeiicTBHe NPH
CHELIHHU CIy4Yan ¥ AHTHI0TH)

He ca usBectHu.

3.11 CrnenuajaHu orpaHUYEHHS 32 YIOTPeda U CeHHATHH YCJIOBHS 3a yHoTpeoa,
BKJIIOUUTETHO OTPAHUYEHHS 32 YIOTpedaTa HAa AHTUMHUKPOOHYU U NMPOTHBONAPA3ZUTHH
BETEPHHAPHH JIEKAPCTBEHHN MPOIYKTH, € I[eJI 1a ce OTPAHNYM PUCKBT OT Pa3BHTHE HA
Pe3UCTEHTHOCT



He e npunoxumo.
3.12 KapeHTHH cpokKoBe

BwrOpenu u uepen apoo: 21 nau

Meco: 14 nHu

He ce paspemasa 3a ynorpeba mpu >KHBOTHH, YMETO MIISIKO € IPEAHA3HAUYEHO 3a

KOHCYMallus OT X0pa.

He ce pa3pemasa ynorpebaTa npu NTUIH, KOUTO MPOU3BEKAAT HITH ca MIPEeJHA3HAYCHH Ja
MIPOM3BEXKIAT SAHIA 32 KOHCYMALHs OT X0pa.

4. DOPAPMAKOJIOI'MYHA UH®OPMALIUA
4.1 Berepunapet jexkapcTBeH anaTomMo-TepaneBTu4eH ko (ATCvet Code): QJIO1FF52
4.2 ®apmakoguHAMHKAA

JIMHKOMHUITUHBT MPHUTEKaBa 0AKTEPUOCTATUYCH MEXaHU3bM Ha JICHCTBHE cpelry ocHOBHUTE [ pam-
nosoxkutennu 6akrepun (karo Staphylococcus aureus, Streptococcus pyogenes, Str. suis, Str.
agalactia, Diplococcus pneumonia, Corynebacterium pyogenes, Clostridium perfringens, Cl. tetani u
Pasteurella multocida). Earepokokute u I'pam-oTpuniatenHuTe 6akTepru ca TPYAHO NOAATIUBH.
AnaepoOHHTE MUKPOOPTaHU3MHU MIPOSIBSIBAT CHIIHA 4yBCTBHTEIIHOCT, Kato Bacteroides spp.,
Fusibacterium spp. u muxommasmu (kato M. gallisepticum, M. hyosynovia, M. meleagridis, M. canis u
M. hyorhinis; M. pneumonia e mo-ycroitunga). [1Iupoko ce pasnpocTpaHsBa B TSIOTO U
MeTa6OJ'II/I3I/Ipa B 3HAYHUTECIIHA CTCIICH.

CreKTHHOMHIIMHBT MPUTEkKABA IUPOK OAKTEPUOCTATHYCH CIIEKTHP Ha AeiicTBre. UyBCTBUTETHA KbM
CIICKTUHOMUIIUH ca OCHOBHO ['paM-0TpHUIIaTeIHUTE U HAKOM [ paM-TIOJI0XKHUTETHN OaKkTepuu (KaTo
Aerobacter aerogenes, E. coli, Klebsiella pneumonia, Proteus vulgaris, Pseudomonas aeruginosa,
Salmonella spp., Vibrio coli u Diplococcus pneumonia). CTpenTOMHUIIMHBT MPOSIBABA AKTHBHOCT U
cpenry mukoriazmun (karo M. gallisepticum, M. meleagridis u M. synvia). ClieKTHHOMHITHHBT ChIIIO
IIAPOKO C€ Pa3IpOCTPaHsIBa B TAJIOTO U € OCHOBHUAT €KCKPETUPAH KOMIIOHEHT.

Moxe aa ce Ha6moz[aBa KPpbCTOCaHAa PE3UCTCHTHOCT MCKAY JIMHKOMUIIMHA U EPUTPOMHUILIMHA U JPYT'U
MaxkpoOJuau.

5. OAPMAIUEBTUYHU JAHHU
5.1 OcHOBHHM HECHBBMECTHMOCTH
He cmecBaiite wim pa3TBapsiiTe ¢ Apyr BETEpUHAPEH JIEKAPCTBEH MPOTYKT.

5.2 Cpok Ha romHocT

CpoK Ha TOIHOCT Ha KpaltHUS BETEPUHAPEH JIEKAPCTBEH MPOAYKT: 2 TOIUHHU.
CpoK Ha TOTHOCT CJIel ITFPBO OTBApSHE Ha MbpBUYHATA OIMakoBka: 30 qHU.

5.3 CnenmuajiHy ycJI0BHS 32 CbXpaHeHHe
Ja ce cpxpanaBaBa pu Temnepatypa nox 25 °C.
Jla ce ma3u OT cBeTIMHA.

[a ce cpxpaHsBa Ha CyX0 MACTO.

54 Bl/lll U CbCTAB HA MbPBUYHATA OIIAKOBKaA



100 ml u 250 ml MHOT01030BY CTHKJICHH ()JIaKOHH, OTTAKOBAHH B MHIUBHIYAIHH KAPTOHCHU KyTHH.
He Bcuukm pasmepn Ha omakoBKaTa MoraT Aa ObJaT Npeajarany Ha nasapa.

5.5 CrhenuajaHu MepKH 32 YHHII0KABaHE HA HEM3MOJI3BAHN MPOIYKTH MU OCTATHIM OT TAX

BerepuHapHuTe JIeKapCTBEHU POYKTH HE TPSOBA Jia ObJaT U3XBHPISTHH YPE3 OTITATHH BOIU HITH
OUTOBHU OTIIAIBIIN.

H3non3Baiite IIporpamMu 3a BpbUIaHC IIPU YHUIIOKAaBAHETO HAa HEU3IIOJI3BAHNU BETCPUHAPHU JICKAPCTBCHU

MPOAYKTHU WM OCTATHUU OT TAX B CbOTBETCTBHUE C U3MCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO U C
BCHYKH HallTMOHaJIHU CUCTEMU 3a C’L6I/IpaHe, MNPWIOKHUMHU 3a CbOTBECTHUSA BETCPUHAPCH JICKAPCTBCH

MPOJYKT.
6. HUME HA TPUTEKATEJISAA HA PASPEIIEHUETO 3A ThPIOBHUSA

Kepro B.V.

7. HOMEP HA PAPEHIEHUETO 3A TBPT'OBHUSA

0022-2528

8. JATA HA IT'bPBOTO U3JABAHE HA PASPEIIEHUETO 3A ThbPI'OBUSL

03/06/2010

9. JATA HA TIOCJIEAHATA PEJAKIINS HA KPATKATA XAPAKTEPUCTHUKA HA
MHPOAYKTA

10/2024

10. KJACUOPUKALINA HA BETEPUHAPHUTE JIEKAPCTBEHU NPOAYKTHU
Ja ce oTIrycka caMo IO JIEKapCKO MPEAITUCAHNUE.

[ToxgpoOHa nHpOpMaKs 3a TO3U BETEPHHAPEH JIEKApCTBEH MPOIYKT MOXKE J]a HAaMepHTe B Oa3arta
nanau Ha Cpro3a oTHOcHO npoayktute (https://medicines.health.europa.eu/veterinary).
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