JMCTOBKA

1. HaumeHoBaHMe HA BeTEPUHAPHUS J€KAPCTBEH MPOAYKT

OxcuretparuiinH 10% WHXEKIIMOHEH pa3TBOP 3a TOBEAA, CBUHE, Ky4eTa M KOTKH
Oxytetracycline 10% solution for injection for cattle, pigs, dogs and cats

2. Concras

Bceku ml ot pa3TBopa chabpika:
AKTHBHO BellleCTBO:
Oxytetracycline hydrochloride 100 mg

MuXeK1roHeH pa3TBOp

3. BujioBe :knBoTHH, 32 KOUTO € npeanasnayen BJIII

I'oBena, cBuHE, KydeTa U KOTKH

. tall ]

4. Iloka3anus 3a ynorpeoda

VYnorpebara Ha Oxcuterpauukind 10% ce npenopbuBa npu HaTMUKe Ha HHGEKIUK IPY CBUHE, TOBE/A,
KydeTa M KOTKH, NPUYMHEHH OT MHKPOOPIaHW3MH, UyBCTBUTEIHHM Ha OKCHTETPALMKIMH M TO-
CIIELIUAJIHO IIPU CIICIHUTE CIIydyau:

T'oBena:

- 3a0onsBaHUsl HA JUXaTelHATa CHCTEMa, KaTO ITHEBMOHHWS M CHHIPOM Ha TPAHCIIOPTHATa TPeckKa,
npuunnaenn ot Pasteurella spp., Haemophilus spp., Streptococcus spp., Corynebacteria u
Staphylococcus spp.

- EdreputH, MeTpuTH W HHQEKIMH HAa YPHHAPHUS TPaKT, NPHUYMHEHH OT YYBCTBUTEIHH Ha
OKCUTCTPAIUKIMH MUKPOOPIraHU3MHU.

CBune:
- [Ipu nedeHue Ha EHTEPUTH, MHEBMOHUS W HMH(EKIMM HA YPUHAPHHS TPAKT, MPUUYUHCHH OT
YYBCTBUTEJIHUA Ha OKCUTETPAIIUKIMH MUKPOOPTaHU3MH.

Kyuera u koTKu:

- [Ipn nevenne Ha nH(MEKINH, TPUYINHEHU OT YyBCTBUTEIHH HA OKCUTETPALNKINH MUKPOOPTaHU3MHU.
S. IIpoTuBONOKa3aHUA

Jla He ce U3Mn013Ba 32 HMHTPABEHO3HO NPUIIOKEHHUE.

213 HE CC€ H3MOJ3Ba IMPU CBPBXYYBCTBUTCIIHOCT KbM AKTUBHOTO BCHICCTBO HJIUW KBbM HAKOU OT
IIOMOIIHHUTEC BCUICCTBA.



6. CrnenmaJHu npegynpeRIeHus

CoenmanHy IpeanasHd MEpKU 3a 0e3ollacHa ymoTpeda Ipd BHJOBETE JKMBOTHH, 32 KOWUTO €
npeanazHaueH BJIIT:

Ynorpebara Ha mpoayKTa TpsiOBa J]a ce OCHOBaBa Ha WISHTH(HUIMPAHE U TECTBAHE 32 YyBCTBUTEITHOCT
Ha meneBus(Te) matoreH(M). AKO TOBa HE € BB3MOXKHO, JICUCHHETO TPsSOBa Ja ce OCHOBaBa Ha
SIUJICMHUOJIOTUYHA WHGOpPMAIMI W IMO3HAHUS 32 YYBCTBUTCIHOCTTA HA IICJICBUTE IMATOTCHU Ha
MECTHO/PETHOHAITHO HUBO. YTIOTpebaTa Ha MpoayKTa TpsiOBa fa ObJie B ChOTBETCTBHUE C O(UITUATHUTE,
HallHOHATHU W PETHOHATHA aHTUMHUKPOOHH TTOTUTHKH.

CrielnaJiHy Ipea3Hyu MEPKU, KOUTO TPsIOBa J1a B3EME JIUIIETO, IPUJIAralio BeTePUHAPHHUS JICKAPCTBCH
IPOIYKT Ha KUBOTHHTE!

Xopa ¢ ycTaHOBEHa CBPBXYYBCTBHTEIHOCT KbM OKCHUTETPAIMKIMH TPIOBa Ja M30STBAT KOHTAKT C
BETEpUHAPHUS JIEKAPCTBEH MPOTYKT

bpeMeHHOCT M JTaKTaIH.

Moske 1a ce mpuiara o BpeMe Ha OpeMeHHOCT.

VYnotpebara Ha TETPAUKIUHHA TI0 BpEMe Ha Mepruoja Ha pa3BUTHE Ha 3bOUTE, BKIIOYUTEIHO U IPe3
Meproja Ha KbCHA OPEMEHHOCT, MOXKE J1a TOBEJIe 10 OI[BETSIBAaHE HA 3HOHMS eMailll.

B32H/IMOI[GI710TBI/IC C ApYIu BETCPUHAPHU JICKAPCTBCHU NPOAYKTHU U IPYI'H d)ODMI/I Ha BSaHMOﬂCﬁCTBHe:
He ca u3BecTHH.
Jla He ce pa3TBaps WM CMECBa C IPYTH MPOAYKTH.

IIpenosupane:
He ce HaGmomaBaT npyru HEOIAroNpUATHU PEaKIiU, OCBEH ONMUCAHNTE B T.7

CrenuaaHy OrpaHUYCHUS 33 YIOTpeOa 1 CIIeIMaIHK YCIOBHS 32 yIoTpeba:
3a pHIOKEHHE CaMo OT BETEPHHAPEH JIeKap.

OCHOBHH HECHBMECTUMOCTH.
IIpu nunca Ha JaHHU 32 CHBMECTUMOCT TO3U BETEPHHAPEH JICKAPCTBEH MPOIYKT He TpsOBa 1a Obje
CMECBaH C JIPYTH BeTCPUHAPHH JICKAPCTBEHH MTPOTYKTH.

7. Heo6aaronpusTHu peakuun

I'oBena
MHoro penku OTOK B MSICTOTO Ha NPHJIOKEHUE HA IPOIYKTA.
(mo-manko ot 1 Ha 10 000 Tperupanu
JKUBOTHHU, BKIJIIOUHTEIIHO HW30JIUPaHH
CHOOIIEHUS):

Cho0IaBaHeTo Ha HEOIArONPUATHH PEaKIK € BaXKHO. TOBa MO3BOJSBA HEMPEKHCHAT MOHUTOPHHT HA
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0eneXuTe HIKaKBH HEOJArONMpHUATHU PEaKliH, BKIIOUYUTEIHO U
TaKMBa, KOUTO HE Ca OMKMCAHH B Ta3U JIMCTOBKA WM MUCIIUTE, Y€ BETEPUHAPHHUS JICKAPCTBEH MPOIYKT
He JeiicTBa, CBBPXKETE ce MbPBO ¢ Bamims BeTepuHApeH Jiekap. MokeTe ChII0 Aa ChOOIaBaTe
HEeOIAroMPHUSTHY PEAKIMY Ha TIPUTEXKATENS HA Pa3pENICHUETO 3a ThPTOBHS WK MECTHHS ITPEACTABUTEN
Ha MPUTEKATENS Ha Pa3pelIeHUETO 3a ThPTOBHMS, KATO U3IOJI3BaTe JAHHUTE 32 KOHTAKT B Kpas Ha Ta3u
JUCTOBKA WK Ype3 Baiara HanmoHanHa cuctema 3a chobinasane: https://kvmp.bfsa.bg/

8. I[03I/Ip0BKa 34 BCCKM BHU/I )KUBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHUE


https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

CaMo 3a HHTPaMyCKYJTHO MPHJIOKEHHUE.

I'oena: 5-10 mg/kg T.M. AHEBHO, B IPOABIDKEHHUE HA 3 THH.
Temera: 10 mg/Kg T.M. THEBHO, B IIPOIBIKEHHIE Ha 3 [THH.
Csune: 10 mg/kg T.M. IHEBHO, B IPOABIDKEHNE HA 3 JTHU.
Kyuera u xotku: 2 mg/kg T.M. IHEBHO.

9. CbBeTH 32 IPAaBUJIHOTO NPWJIATAHE HA MPOAYKTA

3a rapaHTHpaHe Ha MPaBUIIHA JIO3MPOBKA TeJeCcHAaTa Maca TpsOBa Ja ce Ompeaeid Bb3MOXKHO Hai-
TOYHO.

10. KapeHTHH cpokoBe

I'oBena u cBuHe:

Meco u BbTpELIHU OpPTraHu: 28 THU.
I'oBena:

Misiko: 3 qHH.

11. CrnenyajaHu ycJI0BUS 32 CbXpPaHeHue
Jla ce cpxpaHsBa gajied OT IOTJIe/ia ¥ Ha HEJJOCTBITHY 32 JIela MeCcTa.

Ha ce cpxpansia npu temmneparypa 8 °C - 15 °C.
Jla ce ma3u OT CBETJIMHA.

Ja ce cbxpaHsBa B OpUTHMHAJIHATA OMAKOBKA.

[a ce ma3u ot 3aMpb3BaHe.

Cpoxk Ha TOAHOCT Clie/l IbPBOTO OTBAPSIHE HAa IbPBUYHATA ONAKOBKa: 28 THHU.
Jla He ce U3110J13Ba TO3U BETEPHHAPEH JIEKAPCTBEH NIPOAYKT CJIe U3TUYaHEe CPOKA HA FOJJHOCT, [I0COUEH
BBPXY €THKETA.

12. Cneuna.mm npeamnasii MEPKU IPA YHUIIIOKaBaHE

BerepuHapHUTE JIEKAPCTBEHU MPOJIYKTH HE TpsiOBa Jla ObJAT M3XBBPJISHU Ype3 OTIAIHU BOJHU WU
OUTOBH OTITAIbBIIH.

Wsnonsgaiite mporpaMd 3a BpbIIaHE NPU YHHUIIOKABAHETO HA HEHM3IMOJI3BAHU BETEPUHAPHH
JICKAPCTBEHU TPOAYKTH WM OCTATBIM OT TAX B CHOTBETCTBHE C H3MCKBAHUSTA HAa MECTHOTO
3aKOHOJATEJICTBO M C BCHYKHM NPUJIOKUMH HAIMOHAIHHM CUCTEMH 3a ChOupaHe. Te3n MepKH Iie
ITOMOTHAT 3a Ola3BaHe Ha OKOJIHATA Cpea.

[MonuTaiiTe Bamus BeTepuHapeH Jiekap Kak Jla YHHUINOKUTEC HEHY)XKHH BETCPUHAPHHU JIEKAPCTBECHU
MPOJYKTH.

13. Knacudukauus Ha BeTepuHAPHHUTE JIeKAPCTBEHU MPOAYKTH
Jla ce oTirycka caMo Mo JIEKapCKO MpeIITUCaHHNE.

14. Homepa Ha pa3penieHuneTo 3a ThProBusi 4 pa3MepH ONMAKOBKH



®nakxonu oT kKadsiBO CTHKIIO, THII [1, ¢ uepBeHa ryMeHa 3aITyaka 1 eJJHOKpaTHa alTfyMUHIEBa Karavka
ot 100 ml mim 250 ml.

He Bcuukm pasmepn Ha omakoBKaTa MoraT Aa ObJaT npeajarany Ha nasapa.

15. JlaTa Ha mocJIeqHATA PeJaKIHs HA TeKCTa

12/2025

[NoapoOua nndopMarys 3a TO3U BETEPHHAPEH JICKapCTBEH MPOAYKT MOXKE J]a HAMEpUTE B 0a3aTa JaHHH
Ha Cpio3a orHocHO nipoxykrute (https://medicines.health.europa.eu/veterinary).

16. JlaHHHU 32 BPb3Ka

IIputexaten Ha pa3pelIcHUETO 3a ThPrOBUS.

Alfasan Nederland B.V.
Kuipersweg 9

3449 JA Woerden

The Netherlands

IIpousBoauTes, OTTOBapPSIIL 38 OCBOOOKIABAHETO HA HAPTHIU:

Alfasan International B.V.
Kuipersweg 9

3449 JA Woerden

The Netherlands

MecTHE TIpencTaBUTENN W JaHHU 3a BPH3Ka 3a CHOOIIABaHE Ha MpeanojaraecMu HeOIarompusTHH
peaknuu:

ALFAPHARM - 2025 LTD
I'p. XackoBo

Byn. OcBoboxaenue 57

Ten. 00359 38 624841

ex. moma: info@alfapharm.bg

3a BCsKakBa I/IH(I)OpMaLII/IH OTHOCHO TO3H BCTCPUHAPCH JICKAPCTBCH HNPOAYKT, MOJI, CBBPIKCTE CC C
MCCTHUSA MPEACTABUTEI HAa MMPUTEKATEIIA HAa pa3pCIICHUCTO 3a ThbProBUs.
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