KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBM JIMIIEH3 3A YIIOTPEBA Ne 0022-1694

1. HAMUMEHOBAHHUWE HA BETEPUHAPHOMEJIULUHCKUSA TPOAYKT
HOPOLHUKJIUH LA HHXEKTUBEH/NOROCYCLINE LA INJECTION wuHXeKUHOHEH
pa3TBOp 3a roBeaa, OBIIC U CBHHE

Oxytetracycline 200 mg/ml

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceexu ml cpappxka:

AKTHBHA cyOCTaHIMSA:

Oxytetracycline (kaTo oxytetracycline dihydrate) 200 mg
Excuunuenru:
Hatpues ¢popmannexun cynpoxcninatr AUXUIPAT 2 mg

3a IBJIHUS CIIUCHK Ha SKCIIUITUEHTHUTE, BIK T. 6.1.
3. OAPMAIIEBTUYHA ®OPMA

NnxexkuyroHeH pa3TBop.
Buctbp, kexaubapeH pazTBop.

4. KIMHUYHU JAHHHA

4.1 Bupgose XKUBOTHM, 32 KOUTO e npegHazHadyeH BMII

I'oBena, oBlle M CBHHE.

4.2 TepaneBTHYHU MOKA3AHUS, ONIPeeJeHH 32 OTIEJHUTE BUIOBE ;KUBOTHHU
[MpoxykThT € moka3aH 3a yrnorpeda mpu roBeia, OBIC U CBUHE 3a TPETUPAHE Ha!

- ArtpoduueH punuT, npuuuHeH ot Bordetella bronchiseptica, Mannheimia haemolytica n
Pasteurella multocida.

- IIpmHO-cTaBHa Oonect, mnpu4yMHEHAa OT Arcanobacterium pyogenes, E. coli wmm
Staphylococcus aureus.

- Macrur, npuuunen ot Corynebacterium pyogenes, E. coli, Staphylococcus aureus,
Streptococcus agalactiae vnu Streptococcus uberis.

- Merpur, npuunneH ot E. coli wmu Streptococcus pyogenes.

- Tlacthopeno3a ¥ WHOEKINKW HA PECIUPATOPHHS TPAKT, NPUUMHEHU OT Mannheimia
haemolytica n Pasteurella multocida.

- Cenrunemusi, npuarHeHa ot Salmonella dublin n Streptococcus pyogenes.

- Uepsenka, npuuuHeHa ot Erysipelothrix rhusiopathiae.

[TpoaykThT MOXeE CBINO J1a ObJC YIOTPEOsSBaH 32 KOHTPOJ Ha €H300TUYHHS a0OPT MPH OBIIETE.

4.3 IIporuBomokazaHus

Jla He ce u3Mmo3Ba Npu KOHE, Ky4eTa U KOTKHU.

Jla He ce W3MON3Ba MPU CBPHXYYBCTBHTEIHOCT KbM AKTUBHUTE CyOCTaHIIMM WM KbM HSKOW OT

CKCIHUIIUCHTUTC.
I[a HC CC M3M0JI3Ba IIPU JXKUBOTHU, CTpAAalll OT XCIIaTaJIH!U UJIN PCHAJIHU 3a00/9BaHU.
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4.4 CnenuajaHM Mpeala3HH MePKH 32 BCEKH BUJ )KMBOTHH, 32 KOUTO e MpeaHasHaveH BMII
Hsama.
4.5 Cnenuajanu mpealna3Hu MepKHU NPH ynorpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

[IponykTsT He TpsAOBa Aa ce paspexna. Bbpopeku ye MpoAyKTHT NMPHUTEKaBa A00pa MOHOCHMOCT,
MOHsIKOra ce HaOmogaBaT caaOu peakluu C MpexoAHa mpupoaa. [a He ce M3Mon3Ba NpU KUBOTHH,
CTpajaiy oT 4YepHOApOOHU miu ObOpedHu 3abonsBaHus. YToTpebaTa Ha oxytetracycline mo Bpeme
Ha pa3BUTHETO Ha 3bOMTE M KOCTUTE, BKIIOUUTEIHO IO BpeMe Ha KbCHaTa OpEeMEHHOCT, MOXE Ja
JOBEZIE 10 MPOMsIHA B I[BETa Ha 3b0MTE. AKO ce mpujara eTHOBPEMEHHO TPETHpaHe C APYT MPOAYKT,
TO JIa C€ U3BBPILBA B APYrO MICTO HA HHKEKTUPAHE.

CHCLII/IaJ'IHI/I Opeanasdy MCEPKH 3a Juiara, nOpujiaraimy BCTCPHHAPHOMCIMIIMHCKHA TIPOAYKT Ha
KHMBOTHHUTC

Crnen nmpunarase Ha MPOAYKTa, a C€ U3MUBAT pblieTe. [Ipu ciiyyaeH KOHTAaKT Ha MPOAYKTa C OYMTE
WIH KOXKaTa, He3a0aBHO /Ja ce M3MHUSAT OOWJIHO C BOAA, ThH KaTO MOXE Ja HACTBIM Jpa3HEHE.
CaydaliHOTO caMOMHXEKTUpaHe TpsiOBa aa ce n30area.

4.6 HebOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

B’LHpeKI/I 4c MPOAYKTHT IMPUTCIKABa z[06pa IMOHOCUMOCT, B pCAKH CIydanl MOraTt aa cc Ha6J'IIOI[aBaT
JICKH JIOKAJIHU PCAKIUU C IPEXO0JHa MprUpoaa.

Psanxo ce cpo0maBa 3a peakMu Ha CBPBXYYBCTBUTEIHOCT, BKIIIOYMTENHO aHaduiaakcus (MOHSKOra
¢aTanna).

4.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe

VYnotpebaTa Ha oxytetracycline mo BpemMe Ha Pa3BUTHUETO HA 3BOUTE W KOCTHTE, BKIIOYUTETHO IO
BpeMe Ha KbCHaTa OpeMEHHOCT, MOKE J1a I0BeJie 10 IPOMsIHA B LIBETa Ha 3b0HUTE.
Mosxe aa ce mpujiara 1o BpeMe Ha OpeMEHHOCT U JIaKTaLHsl.

4.8 BzamMmopeiicTBHe ¢ APYrH BeTePHHAPHOMEIMIMHCKH NPOAYKTH W Jpyrn ¢opmMH Ha
B3aMMO/IelicTBHe

He ca n3BectHu.
4.9 [lo3a 1 HAYMH HA IPWJIOXKEHHE

J5100K0 HHTPaMyCKYJIHO.

[Ipenoppuntennata goza ¢ 20 mgkg temecma maca (1 ml/10 kg Temecma maca), mpuioxeHa
€HOKPATHO.

O6embT, MPUIIOKEH B €THO MACTO HAa MHXEKTUPaHe, He TpsiOBa na mpesummaBa 20 ml mpu roeena, 10
ml npu cBuHe, 5 ml npu osue, 0.2 ml npu npacenuna Ha BB3pact 1 geH, 0.3 ml npu mpaceHua Ha
BB3pact 7 auu, 0.4 ml npu npacenua Ha Bb3pact 14 mau, 0.5 ml npu npacenna Ha Bp3pact 21 qau u 1
ml mpu mpaceHa Ha Bb3pacT Haja 21 qHH.

[IpoaykThT € mpenopbrYaH camMo 3a €AHOKPATHO MPUIOKECHHUE.
4.10 IIpemo3dmpane (CHMIITOMH, CHIEIIHA MEPKH, AHTU/IOTH), AKO € HeOOXOAUMO

Hama wusBecren CHCLII/I(l)I/I‘-IeH AHTHUOOT. AXO HACTBIIIT BB3MOXKHU npu3Haoy Ha MOpCeAO3UpPAHE,
J'ICKYBaf/’ITe KHUBOTHHUTC CUMIITOMAaTHYHO
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4.11 KapeHTHHU cpoKoOBe

I'oBena:

Meco u BbTpelIHu opranu: 35 1HU.
Musiko: 10 gam.

Osue:

Meco 1 BbTpEIIHN Opranu: 9 qHu.
Musixo: 7 nHu.

Caune:

Meco u BbTpelIHU Opranu: 15 nHu.

5. GOAPMAKOJOTUYHU OCOBEHOCTHA

dapmakoTepaneBTHYHa Tpyna: AHTHOAKTEpUAIHU CPEICTBa 3a CUCTEMHa YNOTpeOa, TeTpaluKINHY,
OKCHUTETPALUKIINH.

Berepunapromenunnacku Anatomo-TepanestiudeH Kox: QJO1AA06.
5.1 ®apmakoaMHAMHYHH CBOIiCTBA

Oxytetracycline e OakrepuoctaTHdeH AaHTHOMOTHK, KOWTO WHXUOHMpa NPOTEHHOBHS CHUHTE3 BbHB
BB3IPUEMYNBUTE MUKPOOPTaHU3MU. BbTpe B KieTkaTa TOM ce CBbp3Ba HEOOPaTUMO KbM PELENTOpUTE
Ha

30S cyOemunumara Ha OakTepuaimHUTE pPHOO30MH, KBAETO BB3MPEIATCTBA CBBP3BAHETO Ha
amuHoaumi-TpancroptHata PHK keM Msictoro # Ha cBbp3Bane ¢ wuHpopmaunonHata PHK B
pubo3oMHHsT KomIieKc. Taka e(eKTHBHO NpPEAOTBpaTsIBa NOOABSIHETO HAa aMHHOKHCETUHH KbM
yIbJDKaBalaTa ce NernTHAHA BepUura, MHHXHONpaKu NpoTenHoBUs cuHTe3. [IpogykTsT e cnenuduyno
pa3paboTeH [a mpenocTaBsl MNPOABIDKUTEIHO JEWCTBHE, H3pa3sABallo Ce€ B MNPOXBIDKHTENHA
aHTUOAKTEpUATHA aKTUBHOCT.

Oxytetracycline e mokasan in vifro epeKTHBHOCT cpelly CleiHuTe BuAoBe Oakrepuu: Bordetella
bronchiseptica, Corynebacterium pyogenes, Erysipelothrix rhusiopathiae, Escherichia coli,
Haemophilus somnus, Pasteurella haemolytica, Pasteurella multocida, Salmonella dublin,
Staphylococcus aureus, Streptococcus agalactiae, Streptococcus faecalis, Streptococcus pyogenes n
Streptococcus uberis.

5.2 GapMaKOKHHETHYHH 0CO0EHOCTH

Kp’LBHI/ITe HHBa MEP3UCTUPAT ITOHC 4 AHU CJICd MHTPAMYCKYJIIHO ITpUJIaraHe. MakcumanHuTe KPbBHU
HHBaA CC JOCTHUTAT MCKIY 4 u 8 yaca CJICA UHTPAaMYCKYJIHO IpujiaraHe.

6. ODAPMAIEBTUYHHA OCOBEHOCTH
6.1 Chnucbk Ha eKCHUINEHTHTE

Marue3ueB OKCH/I

2-NIUPOIUIOH

Hatpues popmanmexun cyndokcunaT muxuapart
IToBnaon

MoHoeTaHOIAMUH ¥/HITH XUPOXJIOPHA KHCEIHHA
Bopa 3a umkekuyun

6.2 OCHOBHH HECHLBMECTHMOCTH

He ca usBectHu.
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6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCIAUIIMHCKA IPOAYKT: 2 TOONHU.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA ITbPBUYHATA OITAKOBKA: 28 JHH.

6.4. CrenuanaHu ycJI0BHA 32 CbXPaHEHHE HA MPOAYKTA
Jla He ce chXpaHsaBaBa npu TeMmeparypa Haxa 25 °C.

Jla ce ma3u oT cBETJIMHA.

Ja ce mas3u mbpBUYHATA OMIAKOBKA BB BHHIIHATA OMAKOBKA.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONAKOBKA

Kexnmubapenu crbxnenu ¢uakonn 3a nmkekuuu tam Il ot 50 ml, 100 ml u 250 ml, 3aTBOpeHH che
3aIymanka OT XJIOpOOYTHII U MIIOMOUPaHU ¢ alyMUHHEBO Karade.

He Bcnukm pazmepn Ha omakoBKaTa MoraT a ObJat IpeiiaraHy Ha nasapa.
6.6 CrenuajaHu MepKH 32 YHHI0KaBaHe HA HEM3II0JI3BaH NMPOAYKT MJIH OCTATHIM OT HEro

Bceku HemsmomsBaH BCTCPUHAPHOMCAUIIMHCKA TIPOAYKT WJIN OCTAaThbLU OT HEIO TpSI6Ba Ja 6’I>I[aT
YHUIIOXKXCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. INPUTEXATEJI HA JIMIEH3A 3A YIIOTPEBA

»ACKIJIEIT - DAPMA” OO

rp. Codus, x.kx. Jlrtonus - 7, 61. 711A, marazus 3

Peny6nuka bearapus

8. HOMEP HA JIMLEH3A 3A YIIOTPEBA

0022-1694

9. JATA HA IBPBOTO U3JABAHE/TIOJHOBSBAHE HA JIMLIEH3A 3A YIIOTPEBA

Jlata Ha TBEPBO U3IaBaHe Ha JHIIEH3 3a ymoTpeda: 01.02.2012.
Jlata Ha moCIIeIHO TIOJJTHOBSIBAHE HA JIMIIEH3 3a yrotpeda: 06/01/2017

10. JATA HA INOCJIEJHATA PEJAKIIUS HA TEKCTA
12/2022
3ABPAHA 3A ITPOJAXKBA, CHABJIABAHE U/NJIA YIIOTPEBA

Camo 3a BCTCPHUHAPHOMCIUIIMHCKA yHOTpe6a.
I[a CC OTIIYCKa CaMo I10 JICKapCKO MpCAIINCaHuc.

J1-P NBAH IIIUKOB
HU3ITBJIHATEJIEH IHPEKTOP

4/4



