JIMCTOBKA

il HaumeHnoBanue Ha BeTepUHAPHUS JT€KAPCTBEH NPOIYKT

IF'EHTAMACT ©
GENTAMAST F
NuTpamamapra cycrieH3us 3a KpaBH B JTAKTAI[IOHEH TTEPHOT

2. CncraB

B 1 g ce chabpxkar:
AKTHBHO BellleCTBO:
Gentamicin sulfate 10 000 1U (0.0167 g)

IloMomHHu BelecTBa:

Methyl parahydroxybenzoate 0.007 g
Paraffin liquid

Paraffin white soft

3. Bunose :XuBOTHH, 32 KOUTO € npegHasHaven BJIIT
KpaBu B naktanmoneH nepuo/.
4. Iloxka3zanus 3a ynorpeda

Jleuenne Ha KIMHUYHU U CYGKHI/IHI/I‘IHI/I MAaCTUTHU, IPUIUHCHU OT MUKPOOPraHUu3MHU, YyBCTBUTCIIHU KbM
reHTaMuInH, karo E. coli (komudopmu), cTadhUIOKOKH U CTPEITOKOKH.

5. IIpoTuBonoka3zanus

I[a HE CC U3I10JI3Ba IPU KPpaBU B CYXOCTOCH IIEPHUOA.
)Ia HE C€ U3110JI3Ba MMPU CBPBXYYBCTBUTCIHOCT KbM dKTUBHOTO BEIICCTBO WX KbM HAKOC OT ITIOMOIIHUTE
BCIIICCTBA.

6. CrnenunaJiHu npeaynpe:RIeHus

CrnenuanHy TpeaynpesKIeHuUs:

B rpynaTta Ha aMUHOTTIMKO3U/IMTE YECTO CE HAOI0/IaBa MbJIHA KPhCTOCAHA PE3UCTCHTHOCT.
Ynorpebara Ha BEeTepUHAPHUS JICKAPCTBEH MPOYKT TPsAOBAa BHUMATEITHO J1a C€ OOMHUCIIH, KOTaTO TECTHT
3a UYBCTBUTEIHOCT € MOKa3aJ PE3UCTEHTHOCT KbM aMHHOTJIMKO3UIH, Thil KaTO HEroBara e(pUKacHOCT
MoOXe Jia ObJic HaMalleHa.

Crennaiiy npeana3siy MEpKH 3a 0e3omacHa ynorpeda Ipy BUIOBETE )KMBOTHH, 38 KOUTO €
nopeadasgauey BJIIL:

Ynorpebara Ha BeTepUHAPHUS JIEKApPCTBEH MPOAYKT TpsiOBa /la c€ OCHOBaBa Ha MICHTHU(UIMPAHE U
TECTBAaHE 32 UYyBCTBUTEIIHOCT Ha IEIBUTE OakTeprun. AKO TOBa HE € Bh3MOXKHO, TEparusTa TpsoBa 1a ce
OCHOBaBa Ha EIHUJAEMHUOJIOTHYHA MH(pOPMAIMS W YyBCTBUTEIHOCTTA Ha IICJIBUTE OAKTEPHHM Ha HUBO
(hepMa MM Ha MECTHO/PETHOHAITHO HUBO. YTIOTpeOaTa Ha BEeTEPUHAPHHUS JIEKAPCTBEH MPOYKT TPSOBa
na Objie B ChOTBETCTBHE C OQUIIMATTHUTE, HAIIMOHATHN U PETHOHAIIHA aHTUMHUKPOOHHU TIOJIMTHUKH.
HenpaeuiHata ynorpeba Ha MPOIyKTa MOXKE JIa YBEJIUYM Pa3lPOCTPAHEHHUETO HA MUKPOOPTaHU3MH,
PE3UCTEHTHU KbM T€HTAMHUIIVH U JIa HaMali €(eKTHBHOCTTA OT JICUCHUETO C aMUHOTJIMKO3H/TH.




CroenmaaHy npeana3sHyd MEPKH, KOUTO TpsAOBa Ja B3eMe JIMIIETO, IPWIArall0 BETEpHHAPHHUS JIEKAPCTBEH
NPOJIYKT Ha KMBOTHHTE.

Xopa ¢ yCTaHOBEHa CBPBXYYBCTBUTCIHOCT KbM T'CHTAMHUIIUH TpsOBa Ja W30STBaT KOHTAaKT C
BETEpUHAPHUS JIEKAPCTBEH MPOIYKT.

NnpuBunyanHo mpeanazHo o0opyBaHe, ChCTOAIIO C€ OT PHKABHIM M 3alllUTHA OYMIIA, TPsOBa aa ce
HOCH, KOTaTO Ce padOTH C BETEPUHAPHUSI JICKAPCTBEH MPOJIYKT.

[Ipu mpunarane Ha MPOIYKTa Ja HE ce s, mue wiK mymu. Cien NpuKiIYBaHe Ha paboTa phIeTe U
OTKPUTHUTE YaCTH Ha TSIIOTO JIa CE M3MHBAT C BOJA M CAIyH.

BbpemeHHocCT:
Moske ia ce mpuiara 1o BpeMe Ha OpeMeHHOCT.

JlakTamnus:
[IponykThT € mpenHa3HadeH 3a ynoTpeda Mpu KPaBH B JTAKTAIIMOHEH MIEPHO/I.

BzanMoaeicTBHE ¢ IPYTH BETEPUHAPHU JIEKAPCTBEHN IPOIAYKTH M IPYTH (GOPMH Ha B3aUMOIEHACTBHE
Jla He ce mpwiara €IHOBPEMEHHO C MPOAYKTH, ChABbPXKAIIM TETPAIMKIMHOBA W MAaKpPOIUIHU
AHTHOMOTHULIH.

OCHOBHY HECEBMECTHMOCTH:
[Ipu nunca Ha JaHHUW 32 CBBMECTUMOCT TO3H BETEPHHAPEH JIEKAPCTBEH MPOAYKT He TpsiOBa 1a Oblie
CMECBaH € APYTY BETepUHAPHU JIEKAPCTBEHU MPOIYKTH.

7. HebaaronpusiTHu peakuuu
He ca nabmogaBanu.

CroOmaBaneTo Ha HEOIATONPUATHHU PEAKIIMU € BaKHO. T0oBa 1MO3BOIISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e3omacHOCTTa Ha MPOIYKTa. AKO 3a0eJIe)KUTE HIKAKBU HEOJNArONPHUITHU PEaKkiH, BKIIOUUTETHO U
TaKHBa, KOUTO HC Ca OIIMCaHHU B Ta3Hu JIMCTOBKA WJIHM MUCIIUTEC, Y€ BeTepI/IHapHI/Iﬂ HeKapCTBCH HpOZ[yKT
HE JEICTBa, CBBPXKETE c€ MbpBO C Bammus BeTepuHapeH Jjekap. Moskere CblIo Ja cboOIIaBaTe
H66J'IaFOHpI/IHTHI/I PCAKIHU Ha MPUTECIKATECIIA HA PA3PCHICHUCTO 34 ThbProBUs, KaTO U3IOJI3BATC JAHHUTC
34 KOHTAKT B Kpasd Ha Ta3W JIMCTOBKAa WJIHW YpE3 Bamara HallMOHAJIHA CHUCTEMA 3a CLOGHlaBaHei
https://kvmp.bfsa.bg/phv.

8. )_1031(1[)03163 3a BCEKM BH/I )KUBOTHO, HAYMUHU U METOA HA NMPUJIOKCHUE

WuTpamaMapHO NpUIIOKEHHE.
IlocraBere kaHroIaTa B KaHaja HA MJIeYHATa MallWia U BbBEIETE CyCICH3UITA.

IIpy KINHUYHU MACTHTH:

W3znon3gaiite efHa CIOPUHIIOBKA HA MJICYHA YETBBPTHUHA, KATO TPETHPATE BCHYKUTE YETHPH MIICUHU
YETBBPTUHH, cjiel 12 yaca TpsiOBa Jia U3I0MTE MIICYHUTE YETBBPTUHH J00PE U TOBTOPETE TPETHUPAHETO
JI0 ITHJTHO U3JIeKyBaHe (0T 3 10 5 IHU).

IIpu cyOKJIMHUYHN ¥ XPOHHYHH MACTHTH.

Beudep cnen rb1HO H30SIBaHE, U3MIOI3BANTE €IHA CIIPUHIIOBKA HA MJICUYHA YETBHPTUHA, KATO TPETHPATE
BCUUYKHUTE YETUPU MJICUHU 4eTBbPTUHU. ClIeBAIIOTO U3/I0SIBAHE CE€ U3BBPIIBA CYTPUHTA U CE MOBTAps
npe3 3-4 yaca npe3 uenus aeH. [IoBTOpHOTO TpeTHpaHe ¢ MPOIyKTa Ce U3BbPIIBA Ha CIeABAIIaTa Beuep
(24 qaca cinen TEPBOTO).



https://kvmp.bfsa.bg/phv

9. CbBeTH 32 IPAaBUJIHOTO NMPUJIATaHe HA MPOAYKTA

[Ipenu npunarane MjaeyHUTE YSTBHPTUHH TPsIOBa Aa ce u3a0sT goope. llouncrere u nesuHdexupaite
MJICYHHTE MATHITIH.

10. KapenTHu cpokoBe
Meco u BpTpentHu opranu: 30 THU.
Musixo: 96 gaca.

11. CpoenuajJHu ycJIOBUS 32 CbXpPaHeHHe

Jla ce cpxpaHsBa Janed OT MOIJe1a U Ha HEAOCTHIIHY 3a JIela MecTa.
Ha ce cpxpansiBa npu Temneparypa mon 25 °C.

[a ce ma3u oT 3aMpb3BaHe.

Ja ce chxpaHsiBa MbPBUYHATA OIIAKOBKA INTBTHO 3aTBOPEHA.

Jla ce ma3u OT CBETJIMHA.

[a ce cbxpaHsBa Ha CyX0O MACTO.

12. CnenmanHu npeana3Hu MePKHU NPH YHUIIOKABaHE

BerepunapHuTe jgekapcTBEHH MPOAYKTH HE TPsiOBa a ObJaT M3XBBPISIHU 4pe3 OTHAaJHU BOAM WU
OUTOBHU OTIIAIBIIN.

M3non3Baiite mporpaMu 3a BpbBINAHE IPU YHHINOKABAHETO HA HEU3IIOI3BAaHU BETEPUHAPHU
JIEKapCTBEHH MPOAYKTH HIM OCTaTbIM OT TAX B CBOTBETCTBUE C HM3WUCKBAHUATA HAa MECTHOTO
3aKOHOJATEJICTBO M C BCHUYKM IPWIOKUMH HAIMOHAJIHW CHCTEMH 3a cbOupaHe. Te3u mepku 1me
ITOMOTHAT 3a Ola3BaHe Ha OKOJHATA CPeAa.

ITonuraiite Bamus BeTepuHApeH JeKap KAaK J1a YHUIIOKUTE HEHYXXHU BETCPUHAPHU JICKApCTBEHU
MPOAYKTH.

13. Kaacupukanus Ha BeTePpUHAPHHUTE JIEKAPCTBEHH MPOAYKTH

)Ia CC OTITYCKa CaMO II0 JICKApPCKO MpEAIIMCaHue.

14. Homepa Ha pa3pelieHHETO 32 THPTOBHUS U Pa3MepPH ONAKOBKHU

Ne 0022-2176
Nutpamamapuu cripuniioBku (10 g) oT 051 MOTMETHIIEH ¢ BUCOKA TUTBTHOCT, ChCTOSIIH CE OT TSUIO,
OyTaJo M KaHIoJA.

15. JlaTa Ha mocjieAHATA peJaKkUus HA TeKCTa
03/2024

IToapo6Ha uHpopMaIs 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOKE J1a HaMepuTe B 6azara
nannau Ha Chro3a oTHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

16. laHHH 3a Bpb3Ka

IIpurexaren Ha pa3pelIeHUETO 34 THProBUs U IIPOU3BOAMTEN, OTLOBaPILL 33 OCBOOOKIABAHETO HA
MapTHAN U JAaHHHU 3a BPH3Ka 33 CHOOIIaBaHe Ha MIPEAIIOIaracMi HEOIArONPUSITHI PEAKIINMN.
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