KPATKA XAPAKTEPUCTHUKA HA TITPOJAYKTA
KBM JIMIEH3 3A YIIOTPEBA Ne 0022-1660
1. HANMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUS ITPOAYKT
Alamycin LA (Amamunun JIA)
HWHXCKIIMOHCH pa3TBOP 3a rOBCJa, OBLIC U CBUHC
Oxytetracycline 200 mg/ml
2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Beeku ml chabpika:

AKTHBHA cyOCTaHIMA:
Oxytetracycline (karo oxytetracycline dihydrate) 200 mg

Excunnuenrtu:
Harpues popmangexun cynpoxcumar 2 mg

3a mBIHUS CIIUCHK HA EKCLIUIUEHTHTE, BUXK T. 6.1.
3. DAPMAIIEBTUYHA ®OPMA

WHXeKIHOHEH Pa3TBOP.
buctsp, xexmubapeH pa3TBop.

4, KINMHNYHUAU JAHHU

4.1 Bwunose :KMBOTHH, 32 KOUTO € npeanazHayen BMII

I'oBena, oBIIe ¥ CBUHE.

4.2 TepaneBTHYHHU NMOKA3AHUS, ONIPeIeTeHH 32 OTETHUTE BHI0BE JKUBOTHH

[TponyKTHT € moKa3aH 3a ynotpeda npu ropeaa, OBLE U CBUHE 33 TPETHPAHE Ha:

- Artpoduuen punut, npuurHen ot Bordetella bronchiseptica, Mannheimia haemolytica u

Pasteurella multocida.
- IIemHo-cTaBHa Oomect, mnpuumHeHa oT Arcanobacterium pyogenes, E.
Staphylococcus aureus.

- Mactut, npuuunen ot Corynebacterium pyogenes, E. coli, Staphylococcus aureus,

Streptococcus agalactiae wau Streptococcus uberis.
- Merpur, npuunnen ot E. coli wau Streptococcus pyogenes.

- TMacteopenosa u WH(EKIMH HA PECNUPATOPHUS TPaKT, NpUuMHEeHH OT Mannheimia

haemolytica u Pasteurella multocida.
- Cenruuemus, npuarHena ot Salmonella dublin u Streptococcus pyogenes.
- UYeprenka, mpuunHena ot Erysipelothrix rhusiopathiae.

[IpoayKkThT MOXKe ChIIO 1a Ob/ie YHOTPeOsIBaH 3a KOHTPOJI Ha €H300TUYHUS a00pT IIpU OBLIETE.

4.3 TIlpoTuBomoKa3aHus

I[a HEC CC U3MO0JI3Ba IMMPU KOHC, KyUCTa U KOTKHU.

I[a HC CC HU3IMOJ3Ba HPHU CBPBXUYYBCTBHUTCIHOCT KbBM d4KTHBHATA CY6CTaHI_II/I$I WIH KbM HSIKOH OT

eKCLUITUEHTHTE.
[la He ce u3Moa3Ba NP )KMUBOTHH, CTPAJAIIX OT YePHOAPOOHN MK 6b0peyuHn 3a00IIBaHuSsI.



4.4 ChnenuajaHu mpeana3sHu MepKH 3a BCEKH BU/ KMBOTHH, 32 KOUTO e npeaHasnaye’n BMII
Hsawma.
4.5 CheuuajaHu mpeana3sHd MepKHU NpH ynorpeoda

CrenpaiHy Ipeana3siyd MEPKHU 3a )KUBOTHHUTE IIPU ymoTpeOdaTa Ha IIPOIYKTA

[TponykThT He TpsAOBa Aa ce pa3pexna. BbIpeku ve MpoAyKThT MpHUTEXaBa N00pa MOHOCHMOCT,
MOHSIKOTa ce HalyogaBar cabM peakiuH ¢ MpexoAHa mpupozaa. [la He ce W3Moi3Ba MpU KUBOTHHU,
CTpajalllyl OT XeMaTaJlHH WM peHaTHU 3a0ojsBaHus. Yrorpebata Ha OXytetracycline mo Bpeme Ha
Pa3BUTHETO Ha 3b0UTE M KOCTUTE, BKIIOUUTEIHO MO BpeMe Ha KbCHaTa OpEMEHHOCT, MOXKE Ja I0Bele
JI0 IpOMsSiHa B IBeTa Ha 3b0MTe. AKO ce Ipuiiara eJHOBPEMEHHO TPETHPaHe, TO Ja Ce M3BBHpIIBAa B
Jpyro MSICTO Ha HHXKCKTHPAHE.

CHGHI/I&J’IHI/I OpealiasH  MEpPKM  3a JMiaTa, IIpujaaraiy BETCPUHAPHOMCAMIIMHCKHA ITPOAYKT Ha
KHUBOTHUTC

Cren mpuiarane Ha NMPOAYKTa, Ja ce W3MHUBAT pblieTe. B ciydail Ha KOHTAaKT Ha MPOJYKTa C OUYHTE
WIN KOXKaTa, He3a0aBHO Ja C€ M3MHAT OOWJIHO C BOJa, ThH KAaTO MOXKE Ja HACTBIHU Jpa3HEHE.
Cry4yaifHOTO cCaMOMHXEKTHpaHe TPSOBa Jja ce N30sTBa.

4.6 Heb0saronpusiTHu peaknuu (4eCTOTa U Ba)KHOCT)

Bropeku ye npoayKThHT IpHUTEXaBa n00pa MOHOCHMOCT, B PEIKH Cllydyad MOTaT Aa ce HabIromaBaT
JIEKU JIOKAJTHU PEaKIMHU ¢ TIPEX0HA MIPUPOJIa.

Pssko ce cpoOImaBa 3a peakiMd Ha CBPBHXUYBCTBHTEIHOCT, BKIFOUHTEIHO aHa(uiIakcus (MMOHAKOra
(aTanHa).

4.7 Ymnorpeda mo BpeMe Ha OPEeMEHHOCT, JIAKTAIUS WIH sliilleHOCeHe

Vnorpebara na oxytetracycline mo Bpeme Ha pa3sBUTHETO Ha 3bOWTE M KOCTHTE, BKIIOUHUTEIHO IO
BpEME Ha KbCHAaTa OPEMEHHOCT, MOKE JIa JIOBEJIE 10 POMSIHA B IIBETA Ha 3HOUTE.
Moske j1a ce mpuiiara 1mo BpeMe Ha OpEeMEHHOCT M JIaKTarlusl.

4.8 B3aumopeiicTBHe ¢ APYrd BeTePUHAPHOMEIMIMHCKH MPOIAYKTH u Apyru ¢opmMu Ha
B3auMojelicTBHe

He ca u3BecTHH.
4.9 [lo3a ¥ HAYMH HA MPUJIOKEHHE

Jb100K0 MHTPaMyCKYIIHO.

[Ipenopbunrennara go3a e 20 mg/kg temecna maca (1 ml/10 kg Tenecha maca), mpuIOKeHa
€HOKpaTHO.

OG6eMbT, IPUIIOKEH B €IHO MSCTO Ha MHXKEKTHpaHe, He TpsOBa aa npesuinasa 20 ml mpu rosexa, 10
ml npu ceure, 5 ml mpu osie, 0.2 Ml npu npacenia Ha Bb3pact 1 geH, 0.3 ml nmpu npacenna Ha
BB3pact 7 auu, 0.4 ml nmpu npacenna #a Bs3pact 14 qum, 0.5 ml npu npacenia Ha Bb3pact 21 auu u 1
ml npu npaceHna Ha Bb3pacT Hax 21 JAHU.

[TpoayKTHT € mpernopbyaH caMmo 3a €HOKPATHO MPHIIOKECHHUE.
4.10 Ilpeno3upaHe (CHMNTOMHU, CIIEIIHA MEPKH, AHTUAOTH), AKO € He00X0TUMO

Hsama wm3BecTen CHCHI/I(i)I/I‘-IeH AHTHUAO0T. AKO HACTBIAT Bb3MOXKHH npu3Haoyd Ha OpPEa0o3UpaHE,
HGKYBaﬁTC JKHBOTHHUTC CUMIITOMATHUYHO.
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4.11 KapeHTHH CPOKOBe

I'oBena:

Meco u BbTpEITHN OpTraHu: 35 THMA.
Misko: 10 qam.

Osue:

Meco u BbTpPEITHU OpTaHu: 9 THM.
Msko: 7 nau.

Caune:

Meco u BbTpemHy opranu: 15 aau.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

®dapmMakoTepaneBTHYHA Tpyma: AHTHOAKTEpHAIHU CPEACTBA 3a CUCTEMHA ynoTpeda, TEeTPaIllUKIHHY,
OKCUTETPAIUKIIUH.

Berepunapnomenunmacku Anaromo-TepanestuueH Koa: QJOLAAQG.
5.1 ®apmakoauHaMUYHH CBOiicTBA

Oxytetracycline e OakreprocTaTHdeH aHTHOHMOTHK, KOWTO WHXMOWpa NPOTCHHOBHS CHHTE3 BbHB
BB3NPUEMUUBUTE MHKDOOPTaHW3MH . BbTpe B KieTkata TOW ce€ CBbp3Ba HEOOpaTHMO KbM
peuenTopuTe Ha

30S cyOemuHnilaTa Ha OakTepHalHUTE pPHOO30MH, KBICTO BB3MPEMSATCTBA CBHP3BAHETO Ha
amuHoanwiI-TpancnoptHata PHK kbM MsicToTo ¥ Ha cBbp3Bane ¢ uHpopmanmoHHara PHK B
prbo3oMHMS KoMIUIeKC. Taka e(eKkTMBHO NpemoTBparsBa I00AaBIHETO HA aMHUHOKUCEITMHH KbM
yIbIDKaBallaTa ce MenTUAHa BEPUTra, MHXUOUPAKH MPOTEHHOBHS cUHTE3. [IpoayKThT € crienuduaHo
pa3paboTeH Ja TpenocTaBs MPOABIDKUTEIHO [EWCTBHE, H3pa3sBallo Cce€ B MPOABIDKUTEIHA
aHTHOaKTepHaIHa aKTUBHOCT.

Oxytetracycline e moxkaszan in Vitro edexkTHBHOCT cCpelly CIEAHUTE BHIOBE MHUKPOOPraHU3MH:
Bordetella bronchiseptica, Corynebacterium pyogenes, Erysipelothrix rhusiopathiae, Escherichia coli,
Haemophilus somnus, Mannheimia haemolytica, Pasteurella multocida, Salmonella dublin,
Staphylococcus aureus, Streptococcus agalactiae, Streptococcus faecalis, Streptococcus pyogenes u
Streptococcus uberis.

5.2 ®apMaKOKHHETHYHH 0CO0EHOCTH

KpT:BHI/ITe HUBA MICP3UCTHUPAT IMOHC 4 JAHU CJICA UHTPAMYCKYJIHO ITpUJIaraHe. MaxkcumanHuTe KPbBHU
HHUBA CC€ JOCTUTAT MCKIY 4 u 8 yaca CJIC MHTPAMYCKYJIHO IIpUJIaraHe.

6. DPAPMAIIEBTUYHU OCOBEHOCTH
6.1 CnucbK Ha eKCIUITHEHTHTE

Marne3ueB OKCHJI

2-TMPOITUAOH

Harpues dhopmanaexun cyndokcHaaT UXUIpaT
IToBugon

MoHoeTaHOTaMHUH W/WIIK XUPOXIIOPHA KUCETHHA
Bona 3a umkeknun

6.2 OCHOBHHM HECHLBMECTHMOCTH

He ca uzBectHu.
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6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPHOMEAUIIMHCKY IPOAYKT: 2 TOUHMU.
CpoK Ha TOTHOCT CJIEH ITHPBO OTBApSHE Ha ITbPBUYHATA OMTAKOBKa: 28 JHU.

6.4. CrnenuajJHM ycJ0BHS 32 CbXpaHeHHE HA MPOIYKTA

Jla He ce chxpaHsBaBa npu Temmeparypa naj 25 °C.
Jla ce ma3u oT CBETJIHHA.

Ja ce ma3u mbpBUYHATA OTIAKOBKA BHB BHHIIIHATA OMAKOBKA.
6.5 Bwuau chbCTaB HA NBPBUYHATA ONIAKOBKA

Kexnubapenu crbkienn Guakonu 3a nmwkekuuu tui I or 50 ml u 100 ml, 3atBopenu cbe 3amymianka
OT XJIOPOOYTHIT W IUIOMOHPAHU C ATyMHUHHEBO Karade.

He Bcuuku pa3Mepu Ha onakoBKaTa Morar ja ObJIaT Mpe/siaraHy Ha rasapa.
6.6 CrHenmajaHu MepPKH 32 YHHI0’KABaHEe HA HEM3MOJI3BAH MPOAYKT WM OCTATHIH OT HEr0

Bcekn HewsmonsBaH BETEPUHAPHOMETUIIMHCKH MPOAYKT WIM OCTAaTBIM OT Hero TpsOBa na Obaar
YHUIIIOKEHU B CHOTBETCTBHUE C M3UCKBAHMITA HA MECTHOTO 3aKOHOJATEJICTRO.

7. HNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA
»ACKIJIEIT - DPAPMA” OO/]

rp. Codus, x.k. Jltonun - 7, 61. 711 A, marazus 3
PerryOnmka beirapust

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
0022-1660

9. JATA HA TBbPBOTO N3JABAHE/IMOJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA
JaTa Ha TEPBOTO M3AaBaHe Ha JUIeH3 3a yrotpeba: 17/11/2011

JlaTta Ha mocneHO MOTHOBSIBaHE Ha JIMIICH3 3a yroTpeba: 17.11.2011

10. [JATA HA NOCJIEJHATA PEJAKLHUSI HA TEKCTA
12/2022

3ABPAHA 3A ITIPOJAXKBA, CHABJISABAHE U/WJIA YIIOTPEBA

Camo 3a BeTepHMHAapHOMEIHMLIMHCKA yroTpeoa.
[a ce oTmycka camo II0 JIEKapCKO MpeIicaHue.

A-P UBAH HIUKOB
HUBITBJIHUTEJIEH JJUPEKTOP
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