KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

KBM PA3SPEHIEHUE 3A THPT'OBUS Ne 0022-1611
1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT
Synulox 50 mg, tablets for dogs and cats
Synulox 50 mg, TabneTku 3a KydeTa 1 KOTKH
2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enna TabneTka chappka:
AKTHBHM BellleCcTBAa:

Amoxicillin 40,00 mg
(xaro amoxicillin trihydrate)

Clavulanic acid 10,00 mg
(xaro potassium clavulanate 11,9 mg)

ITomolHM BelecTBa:

KosmnuecTBeH ¢becTaB, aK0 Ta3M HH(OPMALUH €
Ba’KHA C OTJIeJ HA IPABHUJIHOTO NPHJIATAaHE HA
BeTePHHAPHUS JIEKAPCTBEH MPOAYKT

KadecTBeH cCbCTaB HAa MIOMOILHUTE
BEIECTBA U IPYIUTE CbCTABKHU

Erythrosine lake (E127) 3,50 mg

Magnesium stearate

Sodium Starch glycollate, Type A

Silica colloidal anhydrous

Yeast Dried

Microcrystalline cellulose

TabneTka (kpbria, po3oBa, HaOpa3jaeHa TadieTka).

3. KIMHUNYHA THOOPMAILUA

3.1 BwuaoBe ;KMBOTHH, 32 KOUTO € npeaHasHaven BJIII

Kydera u xoTku.

3.2 Iloka3aHus 3a ynorpeda 3a BCeKH BHU/I KUBOTHH, 32 KOITO e NpeJHAa3HAYeH MPOAYKTHT

[IponykThT € epukaceH mpu JeueHre Ha TOJIAM Opoii 3a00JIIBaHuUS TIPY KydeTO U KOTKaTa,
BKITIOYHUTEIHO:

- 3200J1sIBaHUs HAa KOKaTa (TIOBBPXHOCTHA WM ABJIOOKA ITHOACPMUS);

- MHEKIMH Ha MEKUTE ThKaHU (a0CIECH U Bh3MANICHUs HA AaHATHUTE KIIE3H);

- 3p0HM MH(EKIUN (THHTUBUTH);

- nHpEKIUY Ha MTUKOYHUTE MIBTUIA;



- pecnpaTopHU 3a00JIIBaHUs KAKTO Ha TOPHUTE, TaKa U HA JOJTHUTE TUXATCIIHU IIbTUILA,
- CHTCPUTH.

3.3 IIporuBomoxka3zanus

Jla He ce M3MoI3Ba NPU CBPHXYYBCTBUTEIHOCT KbM aKTUBHUTE BEIIECTBA MU KbM HAKOE OT TIOMOIIIHUTE
BEIIIECTBA.

Jla He ce M3M0JI3Ba NIPH 3aMIIN, XaMCTEPH, MOPCKU CBUHYETA U JUKSPOWITH.

Jla ce u3mosn3Ba mpennasiruBo Npu APeOHH TPEBOIIACHU KUBOTHHU.

3.4 ChnenmajJHu mpexynpe:aeHus

Hsawma.

3.5 CnenmajHu npeanazHu MepKH MpH ynorpeoda

Crennanaiy npeana3Hyd MEpKH 3a Oe3omacHa ynoTpeda Ipy BUIOBETE KUBOTHHU, 3a KOUTO €
npennaszHauen BJIII:

He e npuinoxxumo.

Crennaniy npeana3sHi MEPKH 3a JIMLATa, IPUIarallyd BETepUHAPHUSL JICKAPCTBEH IPOJAYKT Ha
JKUBOTHHUTE:

[enumumuaUTE 1 1IePATOCTIOPUHNATE MOTAT Ja MPEIU3BUKAT PEAKIIHSI Ha CBPbXIyBCTBUTEITHOCT
(aneprusi) cnen UHXKEKTUpaAHE, HHXATUPAHE, TOTIBIIAHe WM KOHTAKT C KOXKaTa.
CBpBXYYBCTBUTEIHOCTTA KbM MEHUIMIIMHATE MOXKE JIa IOBEJIE 10 KPHCTOCAHA PEAKITUS C
nedarocnopuHu ¥ 00paTHO. ANEPTHYHHUTE PEaKIMKA KbM TE€3H BEIIECTBA IMOHIKOTA MOTaT Ja ObaaT
CEpPHO3HMU.

Xopa ¢ yCTaHOBEHA CBPBHXIYBCTBHTEIHOCT KbM TICHUIWITHHA U [Ie(aTOCTTIOPUHU TPsIOBA 13 U30srBaT
KOHTAKT C BETCpPUHAPHHUS JICKAPCTBEH MPOIYKT.

Jla ce paboTH MHOT'O BHUMATEJHO C MPOJIyKTa, KATO CE€ B3EMAT I10]] BHUMAHUE BCUYKH MIPEIIa3HU
MEPKH.

Ipu cnyyaiiHo pa3MBaHe BbPXY KOXarta, He3a0aBHO Jla Ce MOThPCH MEMIIMHCKH ChBET, KaTO Ha
JIEKapsl ce MPEeI0CTaBH JINCTOBKATA WJIM €TUKETa Ha IPpoayKTa. OTOKBT Ha JIUIETO, YCTHUTE MU
OYHMTEC, UJIU 3aTPYAHCHOTO AUIIAHE Ca TO-CEPUO3HU CUMIITOMU, KOUTO U3UCKBAT CIICIHA MCAUIIMHCKA
MOMOTII.

W3muiite pritere cien ynorpeoda.

CHGHI/IaJ'IHI/I OpeanasHii MCPKH 34 3alllMTa Ha OKOJIHATA Cpeaa:

He e npuioxxumo.
3.6 HebaaronpusiTHu peaknuu

KyueTra 1 KOTKH:

MHoro penku Jwnapwus, moBpbIIane, ajJepruaHa KOXKHaA PeaKITus,

(mo-mamko ot 1 mHa 10 000 TpeTupanu aHa(QHIAKCHSL.
KNUBOTHH, BKIIFOYUTCIIHO U30JIMPAHU
CHOOIICHU):




CroO1aBaneTo Ha HEOMATONPUATHH PEAKIUH € BakHO. TOBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT
Ha 06€3011acHOCTTa Ha BETepUHAPHUS JIEKapCTBEH NMPOoAYyKT. ChoOIIeHnsATa TPSOBa 1a Ce U3IPaIIaT, 3a
MPENMOYNTAHE Ype3 BETEPUHAPCH JIeKap, WK Ha MPUTEXKATENs Ha Pa3pelICHHETO 32 ThPTOBHS WIH Ha
MECTHUSI My TIPEACTABUTEI, WIIM Ha HAITMOHATHHSI KOMIICTCHTEH OpPTaH Ype3 HallMoHaIHATa CUCTeMa
3a cboOlIaBaHe. 3a CbOTBETHUTE JaHHH 32 BPb3Ka BUXKTE CHILO JMCTOBKATA.

3.7 Ymnorpe6a no BpeMe Ha GPEMEHHOCT, JIAKTAIUS WIH sIiflleHOCEeHe

BpeMeHHOCT 1 nakTanms:
Moske ia ce mpuiara 1o BpeMe Ha OpeMEHHOCT U JIaKTaIlysl.

3.8 BzammopeiicTBHE C APYTH BeTePHHAPHH JIEKAPCTBEHU MPOAYKTH U Apyru ¢popmu Ha
B3auMojeiicTBue

He ca u3BecTHH.
3.9 HauywH Ha MPpWIOKEHHE H J03UPOBKA

[TepopanHo npunoxeHue.
Hoza: 12,5 mg/kg TenecHa Maca, IpUIIOKEHA JBA THTH JTHEBHO.

I'openocouenara crangapTHa 1032 € eUKacHa 3a IOBEYETO OT 3a00JsIBAHUATA Ha KOXKaTa,
BKIIFOUHUTCIIHO U 3a I/IH(beKLII/II/I Ha NIMKOYHUTEC N'bTUIA U TACTPOUHTCCTUHAIHUA TPAKT. HpI/I I10-
YIOPUTHTE ¥ TPYAHO JIeYMMH 3a00JIsIBaHUs Ce IPENOpbYBa YABOSBAHE Ha jo3ata Ha 25 mg/kg T.m.
JIBa I'bTH JHEBHO C LIeJI IOCTUI'aHE Ha M0-100bp TepaneBTHUEH e(eKT.

IIpoABIHKUTENTHOCT HA JIEYEHUETO: 5 — 7 JHU 3a IIOBEYETO CIIydaH.

[Tpu xpoHnyHH 3a00JSIBaHUS U IIPHU TTO-TPYIHO JEUYHMH 3a00JIIBaHUS C€ IPENOpbhUBa
MPOABIDKUTENHO JICUCHUE, HATIPUMED:

- XpOHUWYHU KOXHU 3a0osBanus — 10-12 guu;

- XpoHWYHU nucTUTH — 10-28 nHwM;

- pecnmpaTtopHu 3a0onsBanus — 8-10 mHU.

CuHyJOKC OBKYCEeHH TabJeTKH ¢ edukaceH cpeuty napexuuu, npeanssukanu ot Klebsiella spp., Ho
He ¥ 1py 3ab0ssBaHus, puarHeHn oT Pseudomonas spp.

[TpoayKTHT ce BH3MPHEMa C 0XOTa OT OOJTHHUTE KydeTa i KOTKH. [10 skenanue TabieTKuTe Morar 1a
Ce HaTpOIIAT M J1a Ce JajaT C MAJIKO XpaHa.

3.10 CumnroMu Ha nmpego3upaHe (M KOraTo e NPUJIOKUMO — MPOLEIYPH Ha 1elicTBHe NPH
CHELIHU CIy4Yan ¥ AaHTHI0TH)

[IpoayKTHT € ¢ MHOTO HUCKA TOKCHUYHOCT 110 OTHOIIICHHE Ha JKUBOTHHTE, 32 KOUTO € TpeHa3HaueH.
He ce ouakBaT HEOMaronpusaTHU peakIuy MPHU CIIydaitHO MpeIo3upaHe.

3.11 CneuunajiHy orpaHMYeHHs 3a yNOTpeda U cieMATHU YCJIOBHSA 32 YOTpeda,
BKJIIOUHTETHO OTPAHUYEHHUS 32 YIOTPe6aTa HA AHTUMUKPOOHHU U MPOTHBONAPA3UTHH
BeTEPUHAPHU JIEKAPCTBEHU MPOIYKTH, C 1eJ 1a ce OTPAHUYH PUCKBT OT pa3BUTHE HA
Pe3UCTEHTHOCT

He e npuiioxxumo.

3.12 KapeHTHH CpOKoOBe

He e npuioxumo.



4, DPAPMAKOJIOI'NMYHA UHO®OPMAIUA
4.1 BerepuHapeH JiekapcTBeH anaToMo-TepaneBTH4eH ko1 (ATCvet Code): QJOLCRO2.
4.2 dapmakoguHAMHUKA

CHHYJIOKC OBKYCCHH TaOJIETKH MMa U3KJIFOUUTEITHO [IUPOK CIIEKThP HA OAKTEPUIIUIHO CHCTBUE

cpelly Hali-4eCTO CPEIIaHNTe MUKPOOPTaHU3MHU TIPU KydeTa U KOTKH.

Pe3ucTeHTHOCTTa KbM MHOTO aHTHOMOTHIIM C€ IB/DKH Ha OeTa-TakramasaTa, €H3UM, KOHTO

pa3pyliiaBa aHTHOMOTHKA TIPE/IH Jia yCIiee a YIPaXKHH CBOSTO ICHCTBUE BbPXY OaKTepHUTE.

Clavulanic acid B mpoxykra HeyTpaau3upa TO3H 3alIUTEH MEXaHU3bM Ha OaKTEPUHTE Ype3

HHAKTHBHpPaHe Ha OeTa-JaKTaMasaTa, KaTo 110 TO3M HauMH [T03BOJIABa Ha anTHOHoTHKa amoxicillin ma

yrpaxxHu 0bp3 GaKTEPUIHICH ¢PEKT BbPXY YyYBCTBUTECITHUTE MHUKPOOPTAHU3MH.

In vitro CuHyoKC OBKYCEHH TabJIETKH € aKTUBEH CPEIIy ToJsiM Opoii KITIMHUYHO 3HAYMMH aepoOHH U

aHaepoOHU MUKPOOPTaHU3MHU:

- I'pam — nonoxutennu:  Staphylococcus spp. (Bki. B-lacatmase npoayrmpariu mamose),

Clostridium spp., Arcanobacterium spp. (Corynebacterium), Peptostreptococcus spp.,
Streptococcus spp.;

- I'pam — orpuniatennan: ~ Bacteroides spp. (Bki B-lacatmase npoayuupariu mmamose),
Escherichia coli (s B-lacatmase mpoayrmpariu miamose), Salmonella spp. (sxi B-lacatmase
npoayipaniu mamose), Bordetella bronchiseptica, Campylobacter spp., Fusobacterium
necrophorum, Klebsiella spp., Pasteurella spp., Proteus spp.

4.3 dapmMakoKUHETHKA

Crnien npunoxenneto Ha CHHYJIOKC OBKYCEHH TaOJIETKH MPU Ky4eTa, CBbP3BAHETO ChC CEPYMHHTE
npoteunu e 13,4% 3a amoxicillin u 19,4% 3a clavulanic acid. Cnen npunoxxenne Ha CHHYIIOKC B 103
ot 12,5 mg/kg, nuka B cepymHara koHueHTpaius 3a amoxicillin 1 gac cien tpetupanero e 61 paBeH
Ha 4 rpTH Ha To3u 3a clavulanic acid. Clavulanic acid ce pezopbupa u eTMMUHEPA MHOTO 1TO-0BP30 OT
amoxicillin. Criex mepuos ot 6-24 vaca, KoHIIeHTpanusaTa Ha amoxicillin B ypunara e 6uita

npuOIM3KTETHO 3 IBTH MOBeUe OT KOHIeHTpanusaTa Ha clavulanic acid. 3a nmepuox ot 0-24 yvaca cnen
npuiokenuero, 12,1% ot amoxicillin u 18,6% ot clavulanic acid ca 6uau oTaesneHu ¢ ypuHara.

5. OAPMAILEBTUYHU JAHHHAU
5.1 OcHOBHH HECHBMECTHMOCTH

[pu nunca Ha JaHHUW 32 CHBMECTUMOCT TO3H BETEPHHAPEH JIEKAPCTBEH MPOAYKT He TpsiOBa j1a Obie
CMECBaH C APYTH BETEpUHAPHM JIEKAPCTBEHH ITPOAYKTH.

5.2 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpailHNs BETEPUHAPEH JEKapCTBEH MPOIYKT: 2 TOAWHHU.



5.3 CnenmajiHu ycj10BHUs 3a CbXpaHeHHe

[a He ce cpxpansiBa npu temmneparypa Han 25 °C.
[a ce cpxpaHsBa Ha CyX0 MACTO.

54 Buau cbCTaB HA NBPBUYHATA OMAKOBKA

TabneTkuTe ca makeTHpaHU B JAMIUHHUPAHH aTyMUHHUEBO-(DOJIMEBH JICHTH, ChABPKAIIH 5 X 2 TaOJIeTKH
B kytuu oT 1, 100 mim 500 Gpost nentu.

He Bcuukm pa3mepu Ha omakoBKaTa MOTat Aa ObJAT MpeajiaraHy Ha masapa.

5.5 CrhenuajaHu MepKH 32 YHHII0KABaHE HA HEM3MOJI3BAHN MPOIYKTH HJIU OCTATHIM OT TAX

BerepunapHuUTe JeKapCTBEHHU MPOIYKTH HE TPOBa 1a ObJaT U3XBBPJISHU UPe3 OTIAIHU BOJIU WU
OUTOBH OTIIAIBIIH.

M3non3BaiiTe mporpaMu 3a BpbIllaHE IPU YHUILIOKABAHETO HA HEU3MOJA3BAHU BETEPUHAPHU
JIEKAPCTBEHU NPOLYKTH WM OCTATBLHU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO

3aKOHOJIATEJICTBO M C BCUYKH HAIlMOHAIHY CUCTEMH 33 ChOMpaHe, IPUI0KUMH 33 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEXATEJIS HA PASPEHIEHUETO 3A THPT'OBUA

Zoetis Belgium

1. HOMEPHA PASPEHIEHUETO 3A ThbPI'OBUSA

0022-1611

8. JATA HA TbPBOTO U3IABAHE HA PASPEIHIEHUETO 3A ThbPI'OBUS

Jlata Ha IBPBOTO M3/1aBaHe Ha pasperieHuneTo 3a Thprosus: 10/10/2006.

9. JATA HA NIOCJIEAHATA PEJAKIINS HA KPATKATA XAPAKTEPUCTHUKA HA
MHNPOAYKTA

08/2024

10. KJIACHU®UKAIIUSA HA BETEPUHAPHUTE JJEKAPCTBEHHU MPOAYKTHU

I[a CC OTITYCKa CaMO IIO JICKApCKO MPEAINMCAaHnC.



IMoapo6Ha uHpOpMAIIKs 32 TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B Oa3ara JaHHH
na Coro3a otHocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

X

A-P KPACUMWP 3/IATKOB
ANPEKTOP HA ANPEKLINA KBAM
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