KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA
KBbM PA3SPEIHIEHHUE 3A THPI'OBUS C BJII Ne 0022-2615

1. HAUMEHOBAHUWE HA BETEPUHAPHUS IEKAPCTBEH ITIPOAYKT
Metrobactin 250 mg TabseTku 3a Ky4era U KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna tabneTka chappxa:

AKTHBHO BellleCTBO:
Metronidazole 250 mg

ITomo1nHu BeniecTBa:

KauecTBeH chCTaB Ha MNOMOIIHUTE
BEIECTBA U IPYI'UTE CbCTABKHU

Iemyio3a, MUKpOKPUCTAJIHA

HatpueB HumecTeH riukonar, T A

XUAPOKCUIIPOIIMIILIETYJIO3a

Jpoxau (cyxn)

OBKycHTeN C BKYC Ha MUJIEIIKO MECO

Marne3ues creapat

CretokadsiBa ¢ KasBH NEeTHA, KPBIJIa U U3ITbKHAJA, OBKYCeHA TabJIeTKa ¢ IMHUH 32 YyTICHE T10]T
(dopmaTa Ha KPBCT OT €/IHaTa CTPaHa.

Tabnerkute MoraT na ObpaaT pa3zeieHu Ha 2 Win 4 paBHU YaCTH.

3. KJIMHUYHA UH®OPMALIUSA

3.1 BwunaoBe :KUBOTHH, 32 KOUTO € npeaHa3Hauyen BJIII

Kyuera, xoTku.

3.2 Tloka3aHus 3a ynoTpeda 3a BceKH BHU/I KUBOTHH, 32 KOITO € MpeIHa3HAYeH MPOAYKTHT
Jleuenne Ha MHPEKIMU HA CTOMAILITHO-YPEBHUS TpakT, mpuunHenn ot Giardia spp. u Clostridium spp.
(t.e. C. perfringens unu C. difficile).

Jleyenue Ha MH(EKIMM HA YPOTCHUTAIHUS TPAKT, YCTHATA KyXHHA, THPJIOTO U KOXKaTa, IPUINHEHH OT
obnuratHy aHaepoOHu OakTepuu (Harp. Clostridium spp.).

3.3 IlporuBomokazanus

Jla He ce M3MoII3Ba IPY YE€PHOIPOOHN HAPYIIICHUSL.

Ja He ce M3M0II3Ba PU CBPHXIYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIM KbM HIKOE OT

IIOMOIIIHHUTEC BCIICCTBA.

3.4 CnenmaJHu mpexynpe:aeHus



Hsma.
3.5 Cnenunajinu npeana3sHu MEPKH NPH ynorpeda

CrielnaJiHy Ipeana3Hu MEepPKU 3a 0e3omacHa ynotpeda Mpu BUJIOBETE dKUBOTHU, 32 KOUTO ©
npenHasHayed BJIIT:

[Topanu BeposiTHA IPOMEHIMBOCT (BpeMe, reorpad)cKo MOJIOKEHIE) TIPH IOsSBaTa Ha PE3UCTCHTHH HA
METPOHHU/Ia30]1 OaKTEpHH, C€ MPETOPHIBAT OAKTEPHUOIOTHIHU IPOOH 1 TECTOBE 32 UYBCTBUTEIIHOCT.
BuHnaru, korato € Brb3MOKHO, BETCPHHAPHUST JICKAPCTBEH MPOIYKT TPSIOBA J1a CE U3IO0JI3Ba CaMO Bb3
OCHOBA Ha TECTOBE 32 YYBCTBUTEITHOCT.

Koraro ce uzmnonsBa BeTeprHHAPHUT JEKApPCTBEH MPOIYKT, CIE/IBA Ja C€ B3eMaT IpPEeaBHU
ouIMaTHUTE, HAIIMOHATHUTE U PErMOHATHUTE aHTUMUKPOOHHU TTOJINTHKHY.

TabneTkute ca OBKyceHH. 3a Jja M30€THETE CIIy4YaifHO MOTTbIIaHe, ChXPaHsSIBaiTe TaOJICTKUTE Ha
MSICTO, HEIOCTBITHO 32 KUBOTHUTE.

Morart 51a ce MosiBAT HEBPOJIOTUIHHA CUMIITOMH, OCOOCHO CIIe]] MPOIBIDKUTEITHO JICUCHHE C
METPOHHUIA301.

CroenuanHy npeAna3Hy MEpKH 3a JIMIara, Hpujaraly BeTepuHapHUs JCKapCTBEH NPOAYKT Ha
KUBOTHHTE:

MeTpoHN1a30,IbT MOXKE J1a IPEAN3BUKA PEaKIIMK Ha CBPBbXUYBCTBUTEIHOCT. X0Opa C YCTaHOBEHA
CBPBXUYBCTBUTEIHOCT KbM METPOHHUIA30JI TPsIOBaA A2 M30ArBaT KOHTAKT C BETCPUHAPHUS JIEKAPCTBCH
MIPOJYKT.

MeTpoHn1a301bT NPUTEKaBA MyTar€HHU U TeHOTOKCUYHHU CBONCTBA, KOUTO Ca MOTBBPACHH KaKTO
IpY J1a0OPaTOPHM )KUBOTHH, TaKa M IPU Xopa. MeTpoHHIa30bT € MOTBBPACH KaHIEPOI'€H IpU
71a00paTOPHU KUBOTHH U MMa Bb3MOXKHU KaHLIEPOreHHU eeKTH npu xoparta. [Ipu xopata, obaue, numa
HEJO0CTaThYHH JaHHM 332 KAHLEPOr€HHOCTTa Ha METPOHH1a3011.

MeTpoHnaa30abpT MOXE Aa ObJe BpEeleH 32 HEPOJAEHOTO JIETE.

W36srBaiiTe ciydaiiHO MOTNTBIIAHE U KOHTAKT € KOXKaTa WM JIMTABULIMTE, BKIFOYUTEIIHO KOHTAKT Ha
pBIIETE C yCTaTa.

3a 1a nzberHere TakbB KOHTAKT, HOCETE HEMPOMOKAEMH PHKABUIIY ITPH PaboTa ¢ BETEPUHAPHUS
JICKapCTBEH NPOIYKTa /UM 32 AUPEKTHO MIPUIIOKEHHUE B yCTaTa Ha KUBOTHOTO.

He no3BossBaiiTe Ha JiekyBaHUTE KydeTa Ja OyvkaT Xopa BeJHara ciej] mpuema Ha npoaykra. [Ipu
CIly4aeH KOHTaKT C Ko)KaTa u3MuiiTe 100pe 3acerHararta 00acr.

3a na ce nzberHe ciy4aifHO MOTTBLIAHE, 0COOEHO OT AeTe, HeU3IOI3BAHNTE YaCcTH OT TabJIEeTKUTE
TpsOBa J1a ce BbPHAT B OTBOPEHOTO OJIMCTEPHO MPOCTPAHCTBO, a CE MOCTAaBIT 00paTHO BbB BHHILIHATA
OTIaKOBKa U Jia C€ ChXpaHABaT Ha CUTYPHO MSICTO, ey OT MOTJiela M Ha HEAOCTHITHY 32 JIelia MecTa.
OcTtananata yacT TpsiOBa /Ja ce M3MOJ3Ba M0 BpeMe Ha CIIEABAIIOTO MPUI0KEHHE.

[Ipu ciyuaiiHo noripiane He3a0aBHO Ja ce MOTHPCH MEAMLIMHCKH CHBET, KaTO Ha JIEKaps ce
MPeOCTaBH JINCTOBKATA WM €THKeTa Ha MpoaykTa. Mamuiite mobpe prlere cinen yrnorpeoda.

CHGHI/IaJ'IHI/I OpeanasHii MCPKH 34 3allMTa Ha OKOJIHATa Cpeaa:

He e npuitoxxumo.
3.6 HebJaronpusiTHu peaknuu

Kyuera, koTKu:

MHuoro penku Hesposornuau cumnroMmu
(mo-manko ot 1 Ha 10 000 TpeTupanu IloBpbiiane
YKUBOTHH, BKIIFOUUTEITHO M30JIMPAaHU YepHOApOGHA TOKCHKO3a
CHOOIIEHUS):

B ) Heyrponenus




CroOmaBaneTo Ha HEOIArOMPUATHH PEAKIIUH € BaXKHO. T0Ba MO3BOIISIBA HEMTPEKHCHAT MOHUTOPHHT Ha
0e3omacHOCTTa Ha BEeTEpUHAPHHSA JIeKapcTBeH MpoAyKT. CroOmeHusTa TpsiOBa 1a ce u3npaiar, 3a
NpEANOYUTAHE YPE3 BETEPUHAPEH JICKap, WX HAa MPUTEKATENS Ha Pa3pElICHUETO 3a ThProBUs, WIH Ha
MECTHHSI My TIPEACTAaBUTEIN, MJIM Ha HAITMOHAJHIS KOMIIETEHTEH OpPTaH Ype3 HallMOHAJTHATa CHCTeMa 32
choOINaBaHe. 3a ChOTBETHUTE JIAHHU 32 BPh3Ka BUKTE JIMCTOBKATA.

3.7 Yrorpeba 1mo BpeMe Ha OpEeMEHHOCT, JIAKTAIHS FITH SHIIEHOCCHE

bpemeHHOCT:
JlaboparopHuTe MpOyUBaHUS IPH JTA00PATOPHH KUBOTHH IOKA3BaT MPOTHBOPEUUBH PEIYITATH IO

OTHOIIICHUE Ha TepaTOTeHHN/eMOPHOTOKCHIHH eeKTH Ha MeTpoHHaa301a. He ce mpemnopbuBa
MPWIATaHETO HA BETCPUHAPHUS JICKAPCTBEH MPOIYKT MO BpeMe Ha OPEMEHHOCT.

JlakTamus:
MeTpoHNIa30IbT C€ EKCKPETHPa B MIIIKOTO M 3aTOBA HE C€ MPETOphYUBa MPIJIaraHeTo My 0 BpeMe Ha

JIAKTaIysl.

3.8 B3ammopneiicTBUe ¢ APYT¥ BeTEPUHAPHU JeKAPCTBEHH MPOAYKTH U APYTH (OPMH HA
B3auMoeicTBHE

MeTpoHn1a30T6T MOXKE 12 IMa HHXUOUpAI e(heKT BbpXy pasrpaskJAaHEeTo Ha APYTHU MPOIYKTHU B
YyepHUs Apo0, KaTo GESHUTOUH, IUKIOCIIOPUH U Bap(apuH.

HumeTnanHBT MOXKE J]a HaMalll YepHOAPOOHHS METab0IM3bM Ha METPOHHIa3071a, KOETO Aa A0BE/C
70 TIOBHIIIEHA CEpyMHA KOHIIEHTPALU HAa METPOHHIA30]I.

®eHoOapOuTaTET MOXKE J1a TIOBUIIN YEPHOAPOOHHS META00IH3BM HA METPOHHUA30]1, KOETO J1a TIOBEIS
710 TIOHM)KEHA CepyMHA KOHIICHTPAIUs Ha METPOHHUIA301.

3.9 HauywuH Ha MpUWJIOKEHHE U J03UPOBKA

IIepopanHo npunoxeHue.

[Ipenoppunrennata no3a e 50 mg MeTpoHUAa30 Ha kg TerecHa Maca Ha JIeH, B IPOJbIDKEHHE Ha
5-7 nuu. J/IHeBHaTa Jj03a MOXeE Jia CE Pa3/ieNy 110 PaBHO 3a PUIIOKEHUE JIBA IIbTU JHEBHO

(t.e. 25 mg/kg TenecHa mMaca JiBa IbTH JTHEBHO).

3a rapanTupaHe Ha IPaBUJIHA JO3UPOBKA TEJIeCHAaTa Maca TpsiOBa /1a ce onpeesid Bb3MOKHO Haii-
TOYHO.

Tabnerkute MoraT n1a ObIaT pa3AeiieHd Ha 2 Wiu 4 paBHU YacTH, 32 J]a CE TapaHTHpa TOYHO JT03UPaHE.
IocraBete TabneTkaTa BbpXy paBHa MOBBPXHOCT, ChC CTPAHATA C IMHUUTE HArOPE U U3ITbKHAIATA
(3a00s1eHa) cTpaHa HAJ0IY KbM IMMOBBPXHOCTTA.
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PaszxenﬂHe Ha MOJIOBUHKU: HATUCHETC HAA0Jy C TaJIU OT ABCTC CTpAaHU Ha TabIeTKaTa.
PasaenﬂHe Ha YCTBBPTHUHKU: HATUCHCTC HAJ0JY C MAJICH B CpeaaTa Ha TabIeTKaTa.



3.10 Cumnromu Ha mpego3upane (M KOraTo e NPUJIOKAMO — MPOLETYPH HA JielicTBHE MPH
CIEUIHU CJIy4Yan U aHTHI0TH)

[To-BeposiTHO € HeOIATONPHUATHUTE PEAKLIUH Ja Ce TPOSBAT MIPH AO3U U MPOJBIKUTEIHOCT Ha
JICYEHHETO, HAAXBBPIIALIM [IPEIIOpbUaHaTa CXeMa Ha JIedeHue. AKO Ce MOSIBIT HEBPOJIOTMYHH
CHUMIITOMH, JICUCHHETO TPsIOBa Ja ce MpeKpaTu 1 MalMeHTHT J1a ce JIEKyBa CUMIITOMATHYHO.

3.11 CnenuajiHu orpaHMYeHUs 32 YNOTpeda U cielHATHH YCJIOBHS 32 YIOTPe6a, BRIIYHTETHO
OrpaHUYEHHS 32 YIIOTpPedaTa Ha AHTUMMKPOOHHU ¥ NIPOTHBONAPA3MTHU BeTePUHAPHH
JIEKAPCTBEHU MPOAYKTH, € 1eJ1 1A ce OTPAHHYH PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH CpOKOBe

He e npunoxumo.

4. OPAPMAKOJIOT'NYHA HTH®OPMALIMA

4.1 Berepunapet jJexkapcTBeH anatomo-TepaneBTu4eH ko (ATCvet Code): QJ01XD01

4.2 dapmakoguHAMHUKA

Cren kaTo METPOHHUAA30IBT IPOHUKHE B OaKTEPUUTE, MOJIEKYJIaTa Ce PeAyLUpPa OT YYBCTBUTCIHUTE

OaxTepuu (aHaepoOHn). [lomydeHnTe METabOIUTH OCHIIECTBSIBAT CBOSI TOKCHYEH €(PEKT BBPXY

OakTepuuTe upe3 cBbp3BaHe KbM OakTepuannara JJHK. Karo msmo meTpornmazonsT nma

OakTepuluieH eQeKT KbM UyBCTBUTEIHN OAKTEPHH B KOHLIEHTPALIUY PABHH WIIM MaJKO MO-BUCOKH OT

MUHUMAITHATa moTrcKama kornenTpanus (MIIK).

MeTpoHnAa30bT HIMA HUKaKbB 3HAYNM KIMHUYEH e(eKT BbpXY (aKyITaTUBHH aHAEPOOH,

00NUraTHU aepoOu U MUKPOAaepOPUIHN OaKTEPHH.

4.3 dapmMakoKUHETHKA

MeTpoHua301IbT ce pe3opOupa BeaHara u go0pe ciie nepopaiHo npuiokenune. C eJMHAYHA /1032 OT

50 mg cnex 1 gac ce gocrura mia3Mena KoHmnenTpanus ot 10 pg/ml. buonanmuHoCcTTa Ha

MeTpoHHuaaszon € noutu 100%, a miasMeHuaT NoIyXHUBOT € okono 8-10 yaca. MeTpoHN1a3016T

MPOHHKBA JI0OpE B THKAHUTE U TEJICCHUTE TEUHOCTH, KaTO CIFOHKA, MIISIKO, BaTHHAITHU CEKPETH H

criepMa. MeTpoHHIa301bT ce MeTaboIM3upa OCHOBHO B UepHUs ipod. B pamkure Ha 24 yaca ciex

nepopaHo npuiokeHue 35-65% ot npuioxkenarta 103a (METPOHHIA30J1 U METabOOIUTUTE MY) Ce

EKCKpeTUpaT B ypHHATA.

5. OAPMALEBTUYHHU JAHHU

5.1 OcHOBHH HECLBMECTHMOCTH

He e npunoxxumo.

5.2 Cpok Ha romHocT

Cpok Ha TOAHOCT Ha KpailHUA BETEPUHAPEH JIEKapCTBEH MPOIYKT: 3 TOAWHU.
CpoK Ha TOTHOCT CJIeN pa3feiisTHe Ha TaOJIeTKUTE: 3 JHM.

5.3 CnenmajiHy ycJI0BHS 32 CbXpaHeHHe

To3u BCTCPUHAPCH JICKAPCTBCH MPOAYKT HC M3MCKBA HUKAKBH CIICIIMAJIHA YCJIOBHA 3a CbXPAaHCHUC.



5.4 Bwuau chbCTaB HA MBPBHYHATA ONMAKOBKA

baucrep ot anymunwmii - PVC/PE/PVDC.

Kapronena xytusic 1,2, 3,4,5,6,7, 8,9, 10, 25 wim 50 6aucrepa ¢ o 10 Tabnerkw.

Kapronena xytusi, cpappikaia 10 kyTun, Besika cbabpikamia o 1 unm 10 6muctepa ¢ mo 10 TabneTku.
He Bcuukm pasmepn Ha omakoBKaTa MoraT Aa ObJaT Ipeajarany Ha nasapa.

5.5 CrhenuajaHu MepKH 32 YHHIIO0KABaHE HA HEM3MOJI3BAHN MPOIYKTH HJIU OCTATHIM OT TAX

BerepunapauTe jgexapcTBeHH MPOIYKTH HE TPAOBA 1a ObAAT N3XBBPIISTHH Upe3 OTIIAaTHI BOIH HITH
OWTOBU OTHAIBIIH.

Wznon3saiite mporpamMu 3a BpbUIaHC IIPU YHUIIOKAaBAHECTO Ha HCU3IIOJI3BAHN BETCPUHAPHU
JICKApCTBCHU MPOAYKTHU UJIK OCTATHLU OT TAX B CbOTBETCTBUEC C USUCKBAHUATA HA MECTHOTO
3aKOHOAATCJICTBO U ¢ BCHYKN HAITMOHAJIHHU CUCTCMMU 3a CL6I/IpaHe, MPUIOKHUMHU 3a CHbOTBETHUA
BETCpUHApPEH JICKapCTBCH IIPOAYKT.

6. HNUME HA ITPUTEXATEJISA HA PASPEIIEHUETO 3A ThbPTOBUS

Dechra Regulatory B.V.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThbPTOBUSA

0022-2615

8. JATA HA TBPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUSA

JlaTa Ha BPBOTO M3/[aBaHe Ha pasperieHueTo 3a Thprous: 02/11/2015

9.  JIATA HA MOCJIEJHATA PEJAKIMSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJYKTA

12/2024
10. KIACHO®UKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHHU ITPOJAYKTHU
Jla ce oTmycka camo I10 JIEKapCKO IIpeIuCcaHue.

[MoxpoGHa uH(OpPMAaIKs 32 TO3W BETEPHHAPEH JIEKAPCTBEH MPOLYKT MOKE J]a HAMEPUTE B Oaszara
nanau Ha Chro3a otHocHO nipoaykrute (https://medicines.health.europa.eu/veterinary).

Edl  Recoverable Signature

X

[-P KPACMWP 31ATKOB
AWNPEKTOP HA AVPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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