KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBM PA3SPEIIEHHUE 3A THhbPI'OBHUS C BJIII Ne 0022-2913

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Metrovis 100 mg TabneTku 3a Ky4eTa 1 KOTKH

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Enna Tabnetka chabpika:

AKTHBHH BellleCTBA:
Metronidazole 100 mg

ITomoiHu BemiecTnBa:

KauecTBeH chCcTaB Ha MNOMOIIIHUTE
BE€IIECTBA U JIPYTUTE CbCTABKH

[emyno3a, MUKpOKpHUCTaIHA

HarpueBo HulecTe rUKoaaT, TUI A

XUIPOKCUITPOIILENTYI03a

Hpoxnu (cymienn)

ApomMar Ha rOBEXJ0 Meco

Marne3ueB creapaT

Kpbrim Tabnetku ¢ 0€X0B LBAT C KPbCTOOOPa3Ha AEIUTENHA JIMHUS OT €JHATa CTPaHa.

TaOnerkuTe Morar aa ce AeJsT Ha 2 Wi 4 eHaKBU YacTH.

3. KJIMHUYHA UHOOPMALIUSA

3.1 Bwunaose :KUBOTHH, 32 KOUTO € npeanazHavyen BJIII

Kyuera, koTku.

3.2 Tloka3anus 3a ynorpeda 3a BCeKH BU/I JKHBOTHH, 32 KOWTO € MpeHA3HAYEeH MPOAYKTHT
Jleuenue Ha MH(MEKIMK HA CTOMAIIHO-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, TBPJIOTO M KOXAaTa, IPUUYUHEHU OT
obsiuraTHu aHaepoOHH Oaktepuu (Hamp. Clostridia spp.), 9yBCTBHTETHH KbM METPOHHUIA301.

3.3 IlporuBomoka3aHus

Jla He ce m3mo3Ba Mpu YEPHOAPOOHH 3200 IIBAHMUS.

Ja He ce wm3MoOi3Ba MpPHU CBPBXUYBCTBUTEIHOCT KbM AKTUBHOTO BEIIECTBO WJIM KbM HAKOM OT
MIOMOIITHUTE BEILECTBA.

3.4 CneuuajHu npeaynpe:xkaeHust

Hama.

3.5 Chenuajanu nmpeanasHu MepKH NPH ynoTpeda
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CrenuyanHy npeana3syd MEpKH 3a Oe30macHa yrorpeba Ipy BUAOBETE KUBOTHH, 32 KOUTO €
npexHaszHaucH BJIIT:

[Mopaau BeposATHUTE TPOMEHU (BPEMEBH, TEOTPa()CKH) B Pa3BUTHETO HA YCTOWYMBH KbM METPOHHUIA30I
MUKPOOPTaHU3MH CE MPETIOPHIBa B3eMaHe Ha OaKTepHUOJIOTHIHH ITPOOH M TECTBAHE 32 TyBCTBUTEIHOCT.
Koraro e Bp3M0KHO, BETEpHHAPHUST JIEKAPCTBEH MPOAYKT TPsIOBa J1a ce M3MOI3Ba CaMO Bb3 OCHOBATa
Ha TECTBaHE 32 YyBCTBUTEIHOCT.

OdunuaianTe, HANUOHAIHUTE W PETHOHAIHUTE AHTUMUKPOOHW TOJUTHKHM TpsiOBa Ja ce B3emar
MpEeABHU, KOTaTO CE U3IMOI3Ba BETCPUHAPHUAT JIEKAPCTBEH MPOTYKT.

B MHOTO peku citydan MOXe J1a Ce MOSABAT HEBPOJIOTUYHHU CUMIITOMU, OCOOCHO CIIE/T MPOABIDKUTEITHO
JIeYCHUE ¢ METPOHMIA301.

CrenuaigHy OpeAna3Hil MEpKH, KOUTO TpsAOBa Ja B3eMe JIMIIETO, IPUJIAralio BeTepUHAPHUS
JICKapCTBEH NPOJYKT Ha KHUBOTHHUTE:

MeTpoHnIa300bT UMa MOTBBPJICHN MYTareHHH M I€HOTOKCHYHH CBOWCTBA KAaKTO IIPU JTaOOPATOPHH
JKUBOTHH, TaKa U MPH X0pa. MeTpOHUAA30IbT € MOTBBPACH KaHIEPOTreH MpH J1adopaTopHH KUBOTHH U
uMa BB3MOXKHO KaHIeporeHHH edektd npu xopata. OT apyra cTpaHa, jJoKasaTeicTBaTa 3a
KaHIIEPOTeHHOCTTa HAa METPOHKJa301a NP XOpaTa ca HeOCTaThbUHH.

MeTpoHnIa30bT MOKE A2 OBb/Ie OTTaceH 3a IUIoa MU OPEMEHHHTE KEHH.

WNuauBuayanHo npeamnasHo 000pyaBaHe, ChCTOSIIO Ce OT HEIPOMOKaeMH PhKaBUIIH, TPSIOBa /1a ce HOCH,
KOraTto ce pabOTH C BEeTepHHAPHHUS JEKAPCTBEH NMPOAYKT. 3a Ja ce M30erHe CiiydailHO IMOTIIBIIAHE,
0cO0EHO OT JIeTe, HeU3NOI3BAaHUTE TA0IETKU U pa3zieieHH Ta0IeTKu TpsiOBa ja ce BbPHAT B OTBOPEHUS
OmmcTep, fa ce MOCTaBAT 0OpPAaTHO BbB BHHIITHATA OIIAKOBKA U J]a C€ ChXPaHABAT 0€30MacHO, Jajied OT
norjaega U Ha HEJOCTBIHM 3a Jena Mmecta. Ilpu ciydaiiHO moriblniaHe He3a0aBHO Aa ce€ MOTbPCU
MEIUIMHCKN CHBET, KaTo Ha JIEKaps ce MPEeJ0CTaBH JIMCTOBKATA WM €THKeTa Ha Mpoxykra. M3muiire
PBIIETE CH MATEITHO Ciie] paboTa ¢ TaOIETKHUTE.

MeTpoHH1a30,IbT MOXKE Jla MpPeAU3BUKAa peakMM Ha CBPBXUYBCTBUTETHOCT. XOpa C yCTaHOBEHa
CBPBXYYBCTBUTEIIHOCT KbM METPOHHIA30JI TPSOBA Ja U305ATBaT KOHTAKT C BETEPUHAPHMUSI JICKAPCTBEH
MPOIYKT.

CHGLII/IB.J'IHI/I Opeanasiy MCPKH 3a 3allliTd Ha OKOJIHATa Cpca:

He e npunoxxumo.
3.6 He0maronpusiTHu peakuun

Kyuera u xoTku:

Hewuspectna yecrora (He Moxe na 6bae | IToBpbinane
OLICHEHA OT HAJIMYHUTE JJaHHM): XelmaToTOKCHYHOCT

Heyrponenus

HeBpOHOFI/I‘-IHI/I CHUMIITOMH

C’BO6H_[aBaHeT0 Ha He6HaFOHpI/IﬂTHI/I pCaKknuun € BaXXHO. ToBa nmo3BossiBa HCIIPECKBCHAT MOHUTOPUHI Ha
Oe30macHOCTTa Ha BCTCPpUHAPHUS JICKAPCTBCH MMPOAYKT. C"[>06H_IGHI/I$IT3 TpSI6Ba Ja C€ u3npaniar, 3a
MMPEATIOYUTAHE YPE3 BETCPUHAPCH JICKAp, WM Ha IIPUTCKATCIIA Ha paspClICHUCTO 3a ThbpTrOBUA UJIN Ha
MECTHHA MY NIPEACTABUTEI, NI HAa HAHWMOHAJTHUA KOMIIETCHTCH OpraH 4Ype€3 HalluOHAIHATa CUCTEMaA 3a
c306maBaHe. 3a ChbOTBETHHTE JaHHU 3a Bpb3Ka BUXKTEC JIMCTOBKATA.

3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUsI WU sTiilleHOCeHe

Bbpemennocr:
Wzcneaanus npu 1a00paTOPHU KUBOTHU Ca MOKA3aIM MPOTUBOPEUYUBH PE3YITATH 110 OTHOIICHUE Ha

TepaTOreHHUTE/eMOPHOTOKCHYHUTE epekTH Ha MeTpoHuaasona. [1o Ta3u npuunHa HE ce MPernopbhyuBa
MIPHJIATAaHETO MY TI0 BpeMe Ha OpEMEHHOCT.
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JlakTamus:
MeTpoHnIa30abT C€ EKCKPETUPa B MISIKOTO U IO Ta3U MPUYKUHA HE CE MPENOpHYBa MPUIIATAHETO MY 1O

BpPEMC Ha JIaKTalu:.

3.8 BsammopeiicTBHE ¢ IPYrd BeTEPHHAPHHU JIEKAPCTBEHN MPOAYKTH U APYru (popmMu Ha
B3auMoOJeHcTBHE

MeTpoHHIa30TbT MOXKE J]a UMa MHXHUOUTOpPEH e(DEeKT BhPXY pa3rpakJaHETO Ha JPYTH MPOIAYKTH B
yepHUs Ipo0 KaTo (PEHUTOUH, IUKIIOCIIOPYH U Bap(dapuH.

[umeTnauHBT MOXKE Ja 3a0aBU YEepHOAPOOHHS META0OJIM3BM Ha METPOHHUZIA30J1a, KOETO BOJAU JO
YBEIUYCHHU CEPYMHU KOHIICHTPAIMH HA METPOHHA30J1a.

DeHo0apONTaThT MOXKE /12 YBETNIH Y€PHOAPOOHHUS METabOIN3bM Ha METPOHHIA30J1a, KOETO BOAH IO
HaMaJICHU CEPYMHHU KOHIICHTPAIMY Ha METPOHUAA30J1a.

3.9 HauuH Ha NPUIOKEHUE U TO3HPOBKA

IlepopanHo npuinoxeHue
I[penoppunrtenHara g03a ¢ 50 mg MeTpoHU1a30:1 3a Kg TenecHa maca, 3a 5-7 auu. J[HeBHATA 1032 MOXKE
Jla ce pa3ieny Ha JBa nmpueMa qHeBHO (T.e. 25 mg/kg TemecHa Maca ABa ITbTH THEBHO).

3a rapaHTHpaHe Ha MpaBWIHA JO3UMPOBKA TelleCHaTa Maca TpsiOBa /a ce Onpeneiad Bb3MOXKHO Haii-
TouHo. CrenHara TabiuIa CIy>KM KaTO MHCTPYKIHMS 3a NPWIAraHETO Ha BETCPUHAPHUS JICKApCTBEH
HPOIYKT B pernopburTesiHara g03a oT 50 mg/kg tenecna maca, mpuiaraHu BeIHBX THEBHO, UITH, KOSTO
€ 3a IpenoYnTaHe, IPUIarane sa MbTH JHEBHO 10 25 mg/KQg TenecHa maca.

Bpoii Tadnerkn
JIBa nbTH THEBHO
BeaHn:k 1HEBHO
Tesecna maca (kg) Cytpun Beuep
0,5 kg Va - Ya
1 kg Ya Va 2
2 kg Ve Ve 1
3 kg ¥a Ya 1%
4 kg 1 1 2
5 kg 1Y 1Y 2%
6 kg 1% 1% 3
7 kg 1% 1% 3%
8 kg 2 2 4

T3] = % tabnerka = Y, TabneTka = %4 TaOleTKa %% = 1 tabneTka

TabneTkuTe Morar Aa ce AeNAT Ha 2 win 4 eIHaKBU YacTH, 3a Ja C€ TapaHTHpa TOYHOTO JO3HMpaHe.
IloctaBere TabneTkara BbPXY paBHAa MOBBPXHOCT, KaTO CTpaHaTa C yeprara € oObpHaTa Harope, u
u3ayTarta (Kpbriara) ctpana € 00bpHaTa KbM MOBBPXHOCTTA.

[lonoBuHM: HaTHCHETE HAIOMY C MM JIBETE CTPAaHU Ha TabjeTKara.

YeTBbpTHHU: HATUCHETE HAJIONY C MaJell B cpeaTa Ha TabjeTkara.
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3.10 CumnroMu Ha mpeao3upane (M KOraTo e NpUJI0:KUMO — MPOLEIYPH HA JieiicTBHeE NMPH
CIEIIHM CIy4au U AaHTHI0TH)

HebnaronpusiTHUTE peakluy ca MO-BEpOATHH NPHU J03U U MPOABIDKUTEIHOCT Ha JICUSHHETO, KOUTO
MIPEBUILIABAT MPETIOPBUUTENHNS PEXKUM HA JICYEHHETO. AKO BB3HHKHAT HEBPOJOTHMYHU CHMIITOMH,
JICUCHUETO TPsOBa Aa ce MPEeKpaTy U MAMEeHTHT TPsOBa /1a ce JIeKyBa CUMITOMaTHYHO.

3.11 CneuuanaHu orpaHuvyeHus 3a ynorpeda u crieuajHH YCJI0BHS 32 yNOTPeda, BKIIOYHTETHO
OrpaHUYeHHs 32 yNOoTpedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3ZMTHH BeTePUHAPHU
JIEKapCTBEHH MPOIYKTH, € LIeJI 12 ce OTPAHHYH PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e mpunoxumo.
3.12 KapeHTHH CpOKOBe

He e npunoxxumo.

4. DPAPMAKOJIOI'NYHA UHOOPMALIUA

4.1 BerepuHapeH jJeKkapcTBeH aHaToMo-TepaneBTH4eH Ko (ATCvet Code):
QJ01XD01

4.2 @apmakoaMHAMHKA

Cnen xaTo METPOHUIA30IBT IPOHUKHE B MUKPOOPIaHU3MUTE, MOJIEKYJIAaTa CE peyLiupa OT
BB3NPUEMUUBUTE MUKPOOPraHU3MH (aHaepoOHH). MeTabonnuTHTe, KOUTO Ce Ch3/IaBaT, MMaT TOKCHYEH
e(eKT BhpXY MUKPOOPraHU3MHUTE Ype3 cBbp3BaHeTo kKbM OakTepuannara JJHK. Karo msuio
METPOHHUIA30JIbT € OAKTEPUIMCH 33 UyBCTBUTEITHUTE MUKPOOPIaHU3MH B KOHIIEHTpALMY, PaBHHU Ha
WJIM MAJIKO MO-BHCOKHM OT MHHHMMAaJHAaTa HHXHOMpaa koHnentpamus (MUK).

4.3 ®apMakoKHMHETHKA

MeTpoHu1a301IbT ce pe30pOupa He3a0aBHO | J00pe Clie] MEpOpaHO NMPUIIOKeHHe. buoHanmnaHoCcTTa
Ha MeTpoHHaa3oia € noutu 100%.

IIpu kyuera ce HabmromaBa Cmax 79,5 pg/ml 1 gac ciieq eqHOKpaTHa epopaiiHa 1o3a ot 62 mg/kg
TenecHa Maca. KpafHUSIT MOMyXKHUBOT B Tu1azMarta € okoso 5,3 gaca (3,5 go 7,3 gaca).

IIpu xotkm ce HabmroMaBa Cmax 93,6 pg/ml 1,5 wac ciien emHokpaTHa nepopaiHa 1o3a ot 83 mg/kg
TesniecHa Maca. KpaltHUAT mory>kuBOT B mj1a3mara e okoso 6,7 gaca (5,2 no 8,3 gaca).
MeTpoHu1a30,IbT IPOHHUKBA JOOPE B THKAHUTE U TEIECHUTE TEYHOCTH KaTO CIIOHKATAa, MIISIKOTO,
BarMHAJIHUS CEKPET U CEMEHHATA TeUHOCT. MeTpOHUIa30bT e META00IM3UPa OCHOBHO OT YSPHHUS

4/6



npob6. Jlo 24 gaca cnex nepopaiHo npuioxenne 35-65% ot npuiokeHata 103a (METpOHUAA30d U
HETOBHUTE META0OJINTH) CE EKCKPETUPA B YPHHATA.

5. DAPMAIEBTUYHU JAHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He e npunoxumo.

5.2 Cpok Ha TogHOCT

Cpok Ha TOJHOCT Ha KpailHHUS BETEPUHAPCH JICKAPCTBEH MPOJIYKT: 3 TOJAMHU.
Cpok Ha TOJTHOCT Ha pa3AeicHH TaOJCTKU: 3 JHH.

5.3 CnenuanHu ycjaoBusi 3a CbXpaHeHHe

To3u BeTepuHapeH JIEKapCTBEH MPOIYKT HE M3UCKBA HUKAKBH CIICIIHAIHY yCIOBHS 32 ChXpaHECHHE.
54 Bujau cbCcTaB HA MBPBUYHATA ONAKOBKA

Anymunuii - PVC/PE/PVDC 6auctep.

Kapronena kyrtus ot 1, 2, 5, 10, 25 unu 50 6muctepa no 10 Tabmerkw.

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

5.5 Chenuannu MepKkH 3a YHUII0KABAHE HA HEM3MOJ3BAHU MPOTYKTH UJIH OCTATHIU OT TAX

BerepunapHuTe IeKapCTBEHH NMPOIYKTH HE TPsOBa 1a ObJaT U3XBBPIISHHU UPe3 OTIIaIHU BOJIU HITU
OUTOBHU OTMAIBIIH.

N3nosn3paiiTe nporpamMu 3a BpbILIAHE IPU YHUIIIOKABAHETO HA HEU3IMOJA3BAHU BETEpUHAPHU
JIEKaPCTBEHHU MPOJYKTH UITU OCTATBIH OT TSIX B CbOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO

3aKOHOJATEJICTBO M C BCHUKM HALIMOHAIHU CUCTEMH 3a ChOMpPaHe, MPUIOKUMH 32 ChbOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MIPOAYKT.

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

Industrial Veterinaria, S.A.

7. HOMEP(A) HA PASPEHHIEHUETO 3A ThbPI'OBUA

Ne 0022-2913

8. JATA HA ITbPBOTO N3JJABAHE HA PASPEIIEHUETO 3A ThbPI'OBUS

JlaTa Ha TBPBOTO M3aBaHE HA pa3perneHneTo 3a Thproeus: 28/08/2019.

9. JATA HA TTIOCJIEJHATA PEJAKIINS HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

11/2025
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10. KIIACU®UKALIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU

I[a CC OTITyCKa CaMO IIO JICKAPCKO MpPCAITUCaHuC.

[TonpoOHa wH(pOpMAanHS 3a TO3M BETEPUHAPEH JIEKApCTBEH MPOIYKT MOXKE ]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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