KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM PA3ZPEIIEHHUE 3A TBPI'OBHUS C BJIII Ne 0022-2915

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Metrovis 750 mg TabneTku 3a Kyyera

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Enna Tabnetka chabpika:

AKTHBHH BellleCTBA:
Metronidazole 750 mg

ITomoiHu BemiecTnBa:

KauecTBeH chCcTaB Ha MNOMOIIIHUTE
BelleCTBa U IPYIuTe CbCTABKH

Henyno3a, MUKpOKpPHUCTAIIHA

Hatpueso nuiecte raukonar, Tum A

XHUIPOKCUIIPOIMILIENYII03a

Hpoxnu (cymieHn)

Apomat Ha roBeXI0 MECo

Maruesues creapar

Kpbrim TabneTku ¢ 0eX0B LBAT C KPbCTOOOpa3Ha AeNUTeNIHA JIMHMS OT €JHaTa CTPaHa.

TabneTkuTe Morar J1a ce IeJIAT Ha 2 WK 4 eJHAKBU YacCTH.

3. KINMHUYHA UHOOPMALIUS

3.1 Bwunaose :KUBOTHH, 32 KOUTO e nmpeanazHaded BJIIT

Kyuera.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKM BH/I }KMBOTHH, 32 KOWTO € NMpeAHA3HAYEH NPOIAYKTHT
Jleuenue Ha MH(MEKIMK HA CTOMAITHO-YPEBHUS TPaKT, npuunHeHu ot Giardia spp. u Clostridia spp.
(t.e. C. perfringens wiu C. difficile).

Jleuenne Ha MH(EKIUHN HA YPOT€HUTAIHUS TPAKT, YCTHATA KYXHHA, IBPJIOTO M KOXKaTa, IPUYMHEHU OT
obsiuraTHu aHaepoOHu Oaktepuu (Hamp. Clostridia spp.), 4yBcTBUTETHH KbM METPOHH13071.

3.3 IlporuBomoka3aHus

Jla He ce m3mo3Ba Mpu YepHOAPOOHH 3a00ITBAHNUS.

213 HE C€ u3MO0JI3Ba IPU CBPBXYYBCTBUTCIIHOCT KbM AKTHBHOTO BCHICCTBO WM KbM HIKOU OT
IIOMOITHUTE BCIIICCTBA.

3.4 CneuuajHu nperynpe:kaeHus

Hama.
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3.5 ChenuajaHu npeanasHu MepKH NPH ynoTpeoda

Crenuaany Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0da Mpy BUIOBETE JKUBOTHH, 34 KOUTO €
npeanaszHayeHd BJIIT.

ITopanu BeposTHUTE TIPOMEHH (BpeMEBH, Teorpad)CKr) B pa3BUTHETO HA YCTOMYUBH KbM METPOHUIA30T
MHUKPOOPTaHU3MH CE MPETIOPHIBa B3eMaHe Ha OaKTepHUOJIOTHIHH ITPOOH M TECTBAHE 32 TyBCTBUTEITHOCT.
Koraro ¢ Bb3MOXKHO, BETEpUHAPHUSAT JICKAPCTBEH NMPOAYKT TPsIOBa Ja ce U3IO0JI3Ba CaMO Bbh3 OCHOBAaTa
Ha TECTBAHE 3@ YYBCTBUTEIHOCT.

OdunuananTe, HANUOHAIHUTE W PETHOHAIHUTE AHTUMUKPOOHW TOJUTHKHM TpsiOBa Ja ce B3emar
MpEeABU, KOraTo C€ U3I0I3Ba BETEPUHAPHUAT JIEKAPCTBEH MPOIYKT.

B MHOTO penku cirydan MOXe J1a Ce TIOSBAT HEBPOJIOTUYHH CUMITTOMHU, 0COOEHO CJie/l MPOABIKATEITHO
JIeYEHHUE C METPOHUIA30JI.

CrenyanHy npeanasHd MepKH, KOUTO TPsOBa J1a B3eMe JIMIIETO, NPHIIArallo BeTePUHAPHUS
JICKAPCTBEH MPOAYKT Ha )KUBOTHHUTE:

MeTpoHHIa300bT UMa MOTBBPJICHA MYTareHHH M T€HOTOKCHYHH CBOMCTBAa KAaKTO MPHU J1a0OpaTOPHH
JKUBOTHH, TaKa U PH X0pa. MeTpOHUAA30IbT € OTBBPACH KaHIIEPOTeH MpH J1adopaTopHH KUBOTHH U
UMa BB3MOXKHO KaHIeporeHHH edektn mpu xopata. OT [pyra crpaHa, JoKasareicTBara 3a
KaHI[EPOreHHOCTTa Ha METPOHU/IA30J1a ITPU Xopara ca HeJ0CTaThYHH.

MeTpoHHIa30 6T MOKE Aa ObJIe OIAaceH 3a II0/1a IPH OPEMEHHUTE JKCHHU.

WuauBuayanHo npeana3Ho 000pyaBaHe, ChCTOSIIO CEe OT HEIPOMOKAeMH PbKaBHUIIH, TPSIOBA J1a Ce HOCH,
KOrato ce pabOTH ¢ BETEpUHAPHMS JIEKAPCTBEH MPOIYKT. 3a Jia ce M30erHe ciydailHO HOINTBIIAHE,
0COOEHO OT JIeTe, HEU3IOI3BaHUTE TAOJIETKH U pa3iesieHn TabJIeTKU TPsOBa 1a ce BbPHAT B OTBOPEHHUS
OmmcTep, 1a ce MOCTaBAT OOPATHO BbB BHHIIHATA OIMIAKOBKA H J]a CE ChbXPaHABAT O€30MaCcHO, Jajied OT
HorJiela U Ha HEJOCTBIHM 3a Jena mecra. [Ipu ciydaifHO moribliaHe He3ab0aBHO Ja ce MOThPCH
MEMIMHCKN CHBET, KaTO HA JIEKapsl ce MPEJOCTaBM JMCTOBKATA WM €THKETa Ha mpoaykra. V3muiite
pBLETE CH LIATENHO Cle]] padoTa ¢ TaOIeTKUTE.

MeTpoHH1a30,IbT MOXKE J1a MpPEeJU3BUKAa peakMM Ha CBPbXUYBCTBUTEIHOCT. XOpa C YCTaHOBEHa
CBPBXYYBCTBUTEITHOCT KbM METPOHHIA30JI TPSOBA Ja N30SATBAT KOHTAKT C BETEPUHAPHUS JIEKApCTBEH
MPOAYKT.

Crernuaanu OpeanasHy MCPKH 3a 3allliTa Ha OKOJIHATa cpcja.

He e npunoxxumo.
3.6 Heb6aaronpusiTHU peakuuu

Kyuera:

HewusBectHa yectoTa (He Moxe 1a Obae | [loBpbmiane
OLICHEHA OT HAIMYHUTE JITAaHHU): X eNaTOTOKCHIHOCT

Heyrponenus

HCBpOJ’IOFI/I'{HI/I CHMIITOMH

Cpo0mraBaHeTo Ha HEOIATONPHUSATHU PEAKITHN € BaXKHO. ToBa MO3BOJIsBa HEMTPEKHCHAT MOHUTOPHUHT Ha
0e30macHOCTTa HAa BETEPUHAPHHUS JIEKapCTBEH MPOAyKT. ChoOIeHusITa TPIOBa a ce M3MpaIar, 3a
MPEINOYUTaHE Ype3 BETEPUHAPEH JIeKap, WM Ha IPUTEXKATE/Is Ha Pa3pellieHHeTO 3a ThProBHs WM Ha
MECTHHSI My TPEICTABUTEI, TN Ha HAITMOHATHHS KOMIICTEHTEH OpraH upe3 HallMOHATHATA CUCTEMA 32
choOIIaBaHe. 32 ChOTBETHHUTE JIAaHHU 32 BPh3Ka BIDKTE JIMCTOBKATA.

3.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU sTiileHOCeHe

BpemeHHoOCT:
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Wscneaanus npu 1abopaTOpHU KUBOTHU Ca MOKA3aId MPOTUBOPEYNBH PE3YATATH 10 OTHOIICHHE Ha
TepaTOreHHUTE/eMOPHOTOKCHUHUTE epekTH Ha MeTpoHuaazona. [1o Ta3u npuuuHa HE ce MpenopbyuBa
NpUJIaraHeTo My 10 BpeMe Ha OpEMEeHHOCT.

JlakTamus:
MeTpoHNIa30TbT ce€ eKCKPETHPa B MIIIKOTO U 110 Ta3H MPUYMHA HE Ce MPENophUBa MPHUIIATaHETO MY 10

BpPEMC Ha JIaKTalus.

3.8 BzammopaeiicTBHE ¢ IPYTH BeTePUHAPHU JIeKAPCTBEHH NPOAYKTH U Apyru ¢gopMu Ha
B3auMoJjeiicTBue

MeTpoHUIa30JIbT MOXKE JIa MMa HHXHOUTOPEH e(PEeKT BBhPXY pasrpakAaHETO Ha JPYTH MPOAYKTH B
4yepHUs Apo0 KaTo (PEHUTOUH, IUKIIOCIIOPUH U Bap(hapuH.

[umeTunuHBT MOXE Aa 3a0aBM YESPHOAPOOHUS MeTabONM3bM HAa METPOHHUIA30J1a, KOETO BOJAU [0
YBEJIMUYCHU CEPYMHU KOHIICHTPAIMU Ha METPOHU1a301a.

DeHo0apONTaTPT MOXKE /12 YBETNIH Y€PHOAPOOHHUS MeTabOIN3bM Ha METPOHHIA30J1a, KOETO BOAH 10
HaMaJICHU CEpYMHH KOHIICHTpAIMK Ha METPOHUIa30J1a.

3.9 HauyuH Ha NPHJIOKEHHNE U T03UPOBKA

IlepopanHo NpuIIOKEHHE.
IMpenopbunrtennaTa go3a € 50 mg MeTpoHHaa30: 3a Kg TenecHa maca, 3a 5-7 quu. J[HeBHATA 1033 MOYKE
Jla ce pa3jeiu Ha JBa npueMa qHeBHO (T.e. 25 mg/kg TenecHa Maca JBa ITbTH THEBHO).

3a rapaHTHpaHe Ha NpaBUJIHA AO3UPOBKA TEJIECHAaTa Maca TpsAOBa Ja ce ONpenenyd Bb3MOXKHO Haii-
ToyHo. CrenHara TabiaMLa CIYy)KM KaTO MHCTPYKLMSA 3a NPWIATaHETO Ha BETEPUHAPHUS JIEKapCTBEH
HPOJYKT B pernopburTeNHara g03a oT 50 mg/kg tenecna maca, mpuiaraHu BeIHBX THEBHO, UITH, KOSTO
€ 3a IpeINnoYnTaHe, IPUIarane Ba MbTH JHEBHO 1o 25 mg/Kg TenecHa maca.

Bpoii TadaeTku
JABa mbTH THEBHO
Tenec(}ii(;)Temo Cyrpu Bewep Beaubix 1HeBHO

7,5 kg Y v, "
15 kg Va Vs 1
22,5 kg Ya Ya 1%
30 kg 1 1 2
37,5kg 1Y% 1Y% 2y
45 kg 1% 17 3
52,5 kg 1% 1% 3
60 kg 2 2 4
67,5 kg 2% 2 Y 47
75 kg 2% 2% 5

T3] = % rabnerka = Y, TabneTka = %4 TaOleTKa %% = 1 tabneTka
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TabmeTkuTe MoraT ma ce neisaT Ha 2 Wi 4 eIHaKBU YacTH, 3a Ja CE rapaHTHpa TOYHOTO ITO3HMpaHE.
[MocraBeTe TabiieTKaTa BBPXY paBHA MOBBPXHOCT, KATO CTpaHaTa ¢ 4yepTara € o0bpHaTa Harope, u
u3ayTara (Kpbriara) ctpaHa € o0bpHATa KbM IMTOBBPXHOCTTA.

[omoBMHM: HATUCHETE HAMIOITY C MU ABETE CTPAaHU HA TabJeTKaTa.

UeTBbPTHHU: HATHCHETE HAJOMY C TaJIel] B cpe/iaTa Ha TabJaeTKaTa.
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3.10 CumnroMu Ha mpeno3upane (M KOraTo e Npuja0:KUM0 — MPOLEAYPH HA JieiicTBHE NMPH
CIELIHHU CIy4Yau U AHTHI0TH)

HC6HaFOHpI/IﬂTHI/ITC PCaKnun Ca MO-BCPOATHHU IPU AO03U U MPOAB/LKHUTCIHOCT HaA JICUCHUCTO, KOUTO
MMpeBUIIaBaT MPCIIOPBUYUTCIIHUA PCKHUM Ha JICHCHUCTO. AKO BB3HHMKHAT HEBPOJIOT'MYHU CHUMIITOMU,
JIeYCHUETO TPsIOBaA Aa ce MPEKPaTH U MALMEHTHT TPsOBa Aa ce JIeKyBa CHMITOMATHYHO.

3.11 CneuuanHu orpaHuvyeHus 3a ynorpeda v crieuaJHH YCJI0BHUS 32 yNOTPeda, BKIIOYUTETHO
OrpaHUYeHHs 32 yNoTpedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3ZMTHH BeTePUHAPHU
JIeKapCTBeH! MPOAYKTH, € e 1A ce OrPAHMYHM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpunoxumo.

3.12 KapeHTHHM CpOKOBe

He e mpunoxumo.

4. DAPMAKOJIOTHYHA HH®OPMAIIMA

4.1 BerepuHapeH JeKkapcTBeH anaToMo-TepaneBTH4eH Ko (ATCvet Code):

QJ01XD01

4.2 @apmakoAMHAMHKA

Cnen kaTo METPOHUIA30IBT IPOHUKHE B MUKPOOPIaHU3MUTE, MOJIEKYJIAaTa Ce pelyLiupa OT
BB3NPHUEMUYNBUTE MUKPOOPTraHU3MH (aHaepoOHM). MeTabonnuTuTe, KOUTO Ce Ch3aBaT, UMaT TOKCHYEH
e(eKT BhpPXY MUKPOOPraHU3MHUTE Ype3 cBbp3BaHeTo kKbM OakTepuannara JJHK. Kato msimo
METPOHHUIA30JIBT € OAKTEPUITUACH 32 TYyBCTBUTEIIHUTE MUKPOOPTaHU3MHU B KOHIIEHTPAIINH, PAaBHU Ha
WJIM MAJIKO MO-BHCOKHM OT MHHHMAaJHAaTa HHXHOMpama koHnenTpamus (MUK).

4.3 ®apMakoKHMHETHKA

MeTpoHuaazonsT ce pe3opOupa He3abaBHO U J0Ope Cliel epopaIHO NpuiIokeHne. bruonanuaHocTTa
Ha MeTpoHua3ona € noutu 100%.
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IIpu kyueta ce HaOmroAaBa Cmax 79,5 pg/ml 1 vac ciieq eqHOKpaTHaA mepopaiiHa n1o3a ot 62 mg/kg
TenecHa Maca. KpafHISIT MOMyKHUBOT B Tu1a3Marta € okoso 5,3 gaca (3,5 no 7,3 gaca).

ITpu koTku ce HaOmonaBa Cmax 93,6 pg/ml 1,5 vac ciieq eqHOKpaTHA epopaiiHa 1o3a ot 83 mg/kg
TenecHa mMaca. KpaiiHuST 1oy>KMBOT B I1a3mMarta e okouo 6,7 gaca (5,2 mo 8,3 Jaca).
MeTpoHUIa30,IbT MPOHUKBA JOOPE B THKAHUTE U TEIECHUTE TCUHOCTH KATO CIFOHKATA, MIISTKOTO,
BarvMHAJTHUS CEKPET U CEMEHHATA TEYHOCT. MEeTpOHUIA30IbT CE META0OIH3UPa OCHOBHO OT YSPHUS
npo06. Jlo 24 gaca cnen nepopaiHo npuioxenue 35-65% ot npuiokeHata 103a (METPOHUIA301 U
HETOBUTE METa0OJNTH) Ce EKCKpETHpa B ypHUHATA.

5. DOAPMAIIEBTUYHU JIAHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He e npunoxumo.

5.2  Cpok Ha TogHOCT

CpOK Ha TOJHOCT Ha KpalHUsI BETEPUHAPEH JIEKAPCTBEH NPOAYKT: 3 FOJIUHU.
Cpok Ha TOJHOCT Ha pa3AeicHH TaOJCTKU: 3 JHH.

5.3 Crhenuannm ycaoBus 3a cbXpaHeHuHe

To3u BeTeprHApEH JIEKApCTBEH MPOAYKT HE M3UCKBA HUKAKBH CIICIIMAIHHU YCIIOBHSA 33 ChXpaHEHHE.
5.4 Bwuau cbcTaB HA MBPBHYHATA ONMAKOBKA

Anymunnii - PVC/PE/PVDC 6nucrep.

Kapronena kytus ot 1, 2, 5, 10, 25 unu 50 6nuctepa no 8 tabneTku.

He Bcnuku pa3mepn Ha omakoBKaTa Morat Aa ObJaT Npejiarand Ha nasapa.

55 CrnenuajHu MEPKH 32 YHUINOKABAHC HA HEU3IOJI3BAHU MPOAYKTH HJIH OCTATHIHU OT TAX

BerepunapHuTe JIeKapCTBEHU MPOIYKTH HE TPSAOBA 1a ObJAT U3XBBPISHHU Upe3 OTIIaIHU BOIU HITH
OWTOBH OTIIABIIN.

Hznon3Baiite [IporpamMu 3a BpbIIaHC IIPU YHHUIIOXKABAHCTO HAa HCU3IIOJI3BAHN BETCPUHAPHU
JICKAPCTBCHU MMPOAYKTHU UJIIK OCTATHLU OT TAX B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO

3aKOHOZATEJICTBO M C BCHUKH HAIMOHAITHU CUCTEMHU 33 ChOMpaHe, PUIIOKUMH 33 ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MIPOAYKT.

6. HNME HA IIPUTE/KATEJIS HA PASPEIIEHUETO 3A ThPI'OBUSA

Industrial Veterinaria, S.A.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThbPI'OBUSA

Ne 0022-2915

8. JATA HA ITbPBOTO U3JABAHE HA PASPEIIEHUETO 3A ThbPT'OBUSA

JlaTa Ha TBPBOTO M3aBaHe HA pasperneHneTo 3a Thprosus: 28/08/2019.
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9. JATA HA ITIOCJIEJHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
ITPOAYKTA

11/2025

10. KIIACU®UKALUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
[a ce oTIrycka caMo 10 JIEKapCKO MPEIITUCAHHE.

[TonpoOHa mH(pOpMAanHS 3a TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HAMEpHTe B 0a3ara JaHHU
Ha Cpro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

26.11.2025 r.

X

[4-P KPACUMIWP 3/TATKOB
AWNPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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