JMCTOBKA

1. HaumeHoBaHue HA BeTePUHAPHUS JIEKAPCTBEH MPOAYKT

I'EHTAMUIIMH 4% wmkeknnoHeH pa3TBOp 32 TOBENa, CBHHE, KydeTa U KOTKH

2. CbcraB

Beexu ml ceappika:

AKTHBHM BellleCTBA:

Gentamicin sulfate 40 mg

CBeT0XKbITa TEYHOCT.

3. Bunose :kuBOTHH, 32 KOUTO € npegHasHaven BJIIT

l'oBena, cBuHe, KydeTa U KOTKH.

4, IMoka3anus 3a ynorpeda

3a nedeHwe Ha WH(EKIUH HAa TUKOYHUTE ITbTUINA, TUXAaTEIHW HWHOEKIHH, CTOMAITHO-YPEBHU
MHQEKIUU ChC CENITHYHU ChCTOSHUS, METPUT, MHPEKIMK HA MCKUTE ThKaHU U Ha KoxkaTa. [Ipuiara ce
Haii-Be4e Npu HHPEKIUH, IPUYNHEHH OT OaKTEPUH, PE3UCTEHTHHU KbM JPYTr aHTHOMOTHIHN KaTo E. coli
u Pseudomonas aeruginosa.

5. I[IporuBonoxkazanus

[a He ce u3mo3Ba Npu 3alin.

Jla He ce u3MmoJ3Ba MPHU CBPHXYYBCTBUTEIHOCT KbM aMHUHOTJIMKO3UIHM aHTUOMOTHIIM M MPH TEHKKH
YBpeXJaHus Ha OBOperuTe.

6. CneuuajaHu npenynpe:xieHust

CrienmaiHy npeaynpeKaCHHS:

Ynorpebarta Ha mpoaykTa TpsOBa Ja ce OCHOBaBa Ha TECT 3a UYBCTBUTEIHOCT Ha OaKTEpUUTE,

H30JIMpaHu OT JKUBOTHOTO. Axo TOBa He € BB3MOXKHO, JICYCHHUECTO Tpf[6Ba JJa C€ OCHOBaBa Ha MECTHa
CIIMACMHUOJIOTUYHA PIH(I)OpMaLII/ISI.

CrenpanHy Opeana3sHd MepKd 3a Oe3omacHa ymnorpeba IIpU BUJIOBETE KUBOTHHU, 34 KOUTO €
npeadasgaued BJIIL:

[Ipu cenTryHU CHCTOSHUS WHTPABEHO3HATA WHXKEKIMA TPAOBa Jla ce mpuiara MHOTo OaBHO, 3a J1a ce
n30erHe eHI0TOKCHYEH 1IOK. B To31 cityuail € HalloKUTEIHO IOCTOSIHHOTO HaOII0JeHHE Ha ChpPJEeUHO-
ChJI0BUTE MoKa3zarenu. [Ipu 6b0pevyHa HeJOCTaThUHOCT JIa ce Ipuiiara HaManeHa J103a.

CHeHI/IaHHI/I npearnasHu MEpKHU, KOUTO TDH6Ba Ja B3EME JIMIICTO, ITpUjIaramo BETCPUHAPHUSA JICKAPCTBCH
OPOAYKT HA X XKUBOTHHUTC:




Jla ce u30sTBa KOHTAKT Ha PAa3TBOPA C KOXKATa U OYHHTE JIMTABHIIU, TIOPAJH ONACHOCT OT JIpa3HEHE U
cercnbunmzanys. [Ipu ciydaiiHo pa3iuBaHe BbPXY KOXKaTa, ChIaTa ce H3MHBA OOMITHO C BOJIa M CAIlyH,
a OYUTE — C yMEpeHa CTpys BOJA.

BpeMeHHOCT M TaKTaIus.
He ce mpunara mo BpeMe Ha OpEMEHHOCT, TOpaJud BBH3MOXKHOCTTa 3a CBEHTyaJllHA He(dpo- U
OTOTOKCHYHOCT HA IIJI0JA.

BsanMoreiicTBue ¢ Apyru BeTepUHAPHH JIEKAPCTBEHH NPOJIYKTH U APYrH GOpMHU Ha B3aUMOIeHCTBHE:
EnHOBpeMEHHOTO TpHOKeHHEe Ha QJentamicin ¥ MOIIHM JIUypeTHIM IOBUIIABa Hedpo- H
oToTokcnuHocTTa. Gentamicin 3acunBa JeiicTBHETO Ha OOLIMTE AHECTETHIM M MYCKYJIHHTE
peNlakcaHTH, KOETO MOKe Jia IOBEJIE 10 TIOBUILIEH PUCK OT HEBPOMYCKYJIeH OJ10K. JIeTINBUAT aHECTETUK
XaJOTaH MMOBHUIIABA MOTHCKAIIKUS e(eKT Ha §eNtamicin BbpXy ChbpACYHO-ChIOBATA CUCTEMA.

IIpenosupane:
AOCOTI0THaTa TOKCHYHOCT 3aBUCH OT MHIMBUya HaTa 1032 U OT 00IIaTa 7033, IPUI0KEeHA 0 BpeMe

Ha jedyeHuero. Ts ce HaOmomaBa INIaBHO NpH KydeTra. OTHOCUTENIHO CBPBXA03MPAHE, CHUETAHO C
HEPBHOMYCKYJICH OJIOK € Bb3MOXKHO, KOraTo gentamicin e mpuiioyKeH B ChueTaHue ¢ OO aHECTETHIH
u/unm MuopenakcaHtd. KaTto aHTHAOT ce M3MON3BaT KallMEeBU COJIM WM aHTUXOJMHECTEPa3UIH
(HEOCTUTMUH).

OCHOBHH HECHBMECTHMOCTH:

Pa3TBOpBT € HECHBMECTUM C alIKaJIHU MPOAYKTH (YCKOpEHA yTaiika).

Jla He ce cMecBa ¢ MEHUITWINHY, ehaTOCTIOPUHH, XJI0paM()EHUKOI WIH CyIpaMIIn B eIHa U ChINa
CIPUHITOBKA.

7. HebaaronpusiTHu peakuuu

T'oBena, cBHUHE, KydeTa U KOTKU:

1
HeycranoBena uecrora (He MOXe 1a Obie Bectubynapan Hapymenns
Hedporokcuanoct?

OmnpeacjicHa OT HAJIMYHUTE ,HaHHI/I) 3
OTOK Ha MICTOTO Ha WHKXCKTHUPAHEC

! HeoGparumn

2 oGparnma
3 [Py MHTPaMYCKYITHO TIPHIOKCHIE

C’LO6H.[aBaHeTO Ha H66J'IaFOHpI/I$ITHI/I PpCaKnun € BaXXHO. ToBa nmo3BossiBa HCIMIPEKBCHAT MOHHUTOPUHI HA
6630HaCHOCTTa Ha MIpoAYyKTa. Axo 3a66H6>KI/ITe HAKAKBU He6J’IaFOHpI/IHTHI/I pCaKunu, BKIHOYUTCIIHO U
TaKHBa, KOUTO HE Ca OINMCAaHH B Ta3u JINCTOBKA UJIN MHUCIIUTC, Y€ BeTepI/IHapHI/IHT HeKapCTBeH HpOIlyKT
HE JICWCTBA, CBBPXKETE Ce MBPBO ¢ Barims BerepuHapeH Jjekap. MoxeTe ChIIO Jia ChOOIaBaTe
H66J'IaFOHpI/I$ITHI/I PCAKIMHN Ha IPUTEKATCIIA Ha PA3PCHICHUCTO 3a ThbPIrOBUsA, KaTO U3MOJI3BATC NAHHUTC
3a KOHTAKT B Kpas Ha Ta3u JIMCTOBKA UJIU 4YPE3 Barmara HallMOHAaJIHA CUCTEMA 3a CTJO6IHaBaHe§
https://kvmp.bfsa.bg/phv

8. I[osnpomca 3a BCEKH BU/I )KUBOTHO, HAYMHHU U ME€TOA HA MPUJIOKCHUE

Haunnx Ha npuioxxeHue:
baBHO MHTPaBEHO3HO WJIM UHTPAMYCKYJIHO.

ﬂO3H[20BKaZ

T'oBena: 2-4 mg/kg m. (5-10 mI/100 kg M.) 2 bTH iHEBHO (MHTPaMYCKYJTHO MK OAaBHO HHTPABEHO3HO)
B MIPOIBJDKCHHE HA 3 JIHH.

3abenexka: 103a ot 2 mg/kg e nocrarbyHa 3a JieueHHe HA MH(EKIMU Ha TMKOYHUTE ITBTHUIIA, a 1032
ot 4 mg/kg e moaxozsimia 3a jJedeHne Ha APYTH HHDEKIIHH.


https://kvmp.bfsa.bg/phv

3a edeHne Ha €HIOMETPHUTH Ipu KpaBu 5 Ml ot mpoxykTa ce paspexpar B 20-50 ml ¢pusmnonornuen
pa3TBOp U ce MHPYHAUPAT UHTPAYTEPUHHO.

Caune: 5 mg/kg m. (1.25 ml/10 kg m.). [TepBusT AeH ce mpuiara IBYKpaTHO mpe3 12 dvaca, a B
CIIeIBAIIUTE JIHU STHOKPATHO JHEBHO 3a MIEPUOJ OT He moBeue oT 7 nuu. [Ipu npacera He TpsiOBa aa ce
npuiarat moseye ot 1 Ml B e1HO MSCTO Ha HHIKEKTHPAHE.

Kyuyera u korku: 2-4 mg/kg m. (0.5-1.0 ml/10 kg m.) 3 mbTH AHEBHO (MHTPAMYCKYJIHO WM
HHTPaBEHO3HO).

3abenexka: 103a or 2 mg/Kg e mocrarbuHa 3a JeyeHHe Ha WH(EKIMK HA TTMKOYHHUTE ITBTHINA, a 1032
ot 4 mg/kg e moaxo/siia 3a JeUCHUE Ha APYTH HHOEKIIUH.

0. CbBeTH 32 MPABUJIHOTO NPHUJIATaHe HA MPOAYKTA

[ToBTOpHHUTE MHKEKITHK TPsIOBA [1a CE OCTABAT B PA3JIMYHU MECTa HA HHXKCKTHPAHE.

10. KapenTHu cpokoBe

[Topaan kymynupaHe Ha gentamicin B 4epHHUS Ap00, ObOpEnrTe U MICTOTO Ha MHXKEKTHPAHE TPSOBaA Ja
ce U30ATBaT BCAKAKBY MOBTOPHHU KypCOBE Ha JICYCHUE B PAMKHTE Ha KapEHTHHS CPOK.

I'oBena:
NHTpaMyCcKyTHO WM HHTPAaBEHO3HO NMpUiIokeHue: Meco U BbTpelIHu opranu: 192 auu.

Munsko: 7 nHu.

IIpacera:
Meco u BbTpemHu opranu: 146 qau.

11. CpoenuaJHu ycJIOBUS 32 CbXpPaHeHHe
Jla ce cbxpaHsBa fajned OT IOIJIela U Ha HEJJOCTBIIHY 3a Jiela MECTa.

I[a CC CbXpPaHsBaA B OpUTHHAJIHATA OIIAKOBKA.
)Ia CC I1a3u OT IIpsKa CJIbHYCBA CBCTJIMHA.

I[a HE CC U3I0JI3BA TO3U BETCPUHAPCH JICKAPCTBCH NPOAYKT CJIC] U3TUYaHE CPOKA Ha TOAHOCT, IIOCOYCH
BBPXY €TUKETA CJIC EXp CpOK’LT Ha TOAHOCT OTroBapsd Ha MOCJICAHNA ICH OT TO3U MECCII.

CpOK Ha TOAHOCT CJICA IMIBbPBO OTBAPSAHE HA IIbPBUYHATA OITAKOBKA: 28 JHH.
12. Cl'leIIHaJ'IHI/l npeanasHiu MEpPKHU NPy YHUIIIOKaBaHE

BerepuHapHuTe JIEKapCTBEHH MPOIYKTH HEe TPAOBa Ja ObJAAT M3XBBPISHHU Ype3 OTHATHH BOJM HIIH
OUTOBH OTIIAIBIIH.

Hznomn3Baiite nporpaMu 3a BpbIIAHC IIPpU YHUIIOKAaBAHCTO HA HCUBIIOJI3BAHU BCTCPHUHAPHU
JICKApCTBCHU HNPOAYKTHU HWIHW OCTAaThbLU OT TAX B CBOTBCTCTBUC C HU3UCKBAHUATA HA MCECTHOTO
3aKOHOJATCJICTBO M € BCHYKU NPUIOKMMH HaOMOHAJIHHU CHCTEMHU 3a CB6I/IpaHe. Tesu MCpPKHU 1€
IIOMOTHAT 34 OIla3BaHC HAa OKOJIHATa cpcaa.

[onuTaiite Bammus BerepuHapeH jekap wi (apManeBT Kak /1a YHUIIOXKHUTE HEHY)KHU BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH.

13. Kuacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOIYKTH



Jla ce oTIycka caMmo 1O JIEKapcKO MPeANUCaHHe.
14. Homepa Ha pa3pelieHHETO 32 THPIOBUS U Pa3MePH ONAKOBKHU
0022-1703

T'EHTAMUIINH 4% umxeKIIMOHEH pa3TBOP ce mpejyiara B cTbkieHu (iakonu, tum I ot 50 ml u 100
ml, 3aTBOPEHHU C TYMEHH Talld, TOCTABSHH TI0 eIUH OpOoii B KapTOHEHA KYTHS.

He Bcuukm pasmepn Ha omakoBKaTa MoraT Aa ObJaT npeajarany Ha nasapa.
15. [lara Ha mocjieAHATa peJaKIUs HA TEKCTA

11/2025

[TonpoGHa nHpOpMaIHs 3a TO3W BETEpUHAPEH JIEKAPCTBEH MPOIYKT MOXKeE /1a HAMEpHTe B 6a3ara JaHHU
na Coro3a otnocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwm 3a BpB3Ka

IIpurexxaren Ha pa3pelIEHUETO 34 THPrOBHsl, IIPOU3BOAUTEI, OTTOBAPSIL 3a OCBOOOKIABAHETO HA
MapTHAN U JaHHHU 3a BPH3Ka 34 CHOOIIaBaHe Ha MPEAIIoIaracMi HEOIArOPUSITHH PEAKIINAMN .
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