JINCTOBKA:
Cylanic 500 mg + 125 mg tabneTku 3a Ky4eTa

il HUME U INIOCTOSAHEH AJIPEC HA TIIPUTEXATEJIA HA PA3ZPEHIEHUETO 3A
THBPT'OBUA U HA TPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

IIpuTexxaren Ha pa3peIeHUETO 38 ThPTrOBHS:

Industrial Veterinaria, S.A.
Esmeralda, 19
08950 Esplugues de Llobregat (Barcelona), Mcnanus

HDOI/IBBO,HI/ITCJ‘I, OTIrOBOPECH 3a OCBO60)K,I[aBaHe Ha napTujaara.
aniMedica GmbH

Im Siidfeld 9

48308 Senden-Bosensell, I'epmanus

aniMedica Herstellungs GmbH
Im Sudfeld 9
48308 Senden-Bosensell, I'epmanus

Industrial Veterinaria, S.A.
Esmeralda 19
08950 Esplugues de Llobregat (Barcelona), Mcranus
Lelypharma B.V.
Zuiveringweg 42
8243 PZ Lelystad, Hunepnannus
2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULUHCKUA IPOAYKT
CYLANIC 500 mg + 125 mg Tabnetku 3a Ky4era
AMOKCHIIITMH/KJIaByJJAaHOBA KHCEINHA
3. CbABPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCHUITMEHTUTE
Bcesika Tabnerka cbabpiKa:
AKTHBHM CyOCTAHIIUM:
Amoxicillin(karo amoxicillin trihydrate) 500 mg
Clavulanic acid (kato potassium clavulanate) 125 mg
Bsna o jexo xbATa, KphIVia U U3ITbKHANA TabJeTKa, C JeNUTENHA IMHUSA BbB (hopMaTa Ha KPBCT OT
e/IHaTa CTpaHa.
TaGnerkute Morar a ce pa3aesnsiT Ha 2 Wid 4 paBHH YacCTH.

4. TEPAIIEBTUYHU ITOKA3AHUA

3a neyeHne Ha HHQEKIUY, TPUIUHEHH OT OaKTEPUH, YyBCTBUTEIHH KbM aMOKCHIIMIIMH U KJIaByJIaHOBA
KHCETMHA, BKJIFOYBAIIN: KOXXHH 3a00JIsIBAaHUS (BKIIFOUYUTEITHO TBJIOOKH M MIOBBPXHOCTHH MTHOAEPMUH );
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WH(EKIMA Ha MEKUTe ThKaHU (abcliecH W aHajieH CaKyJIHT); 3b0HM WH(pEKIHH (Harp. THHTHUBHT);
MH(QEKINY HA TTUKOYHUTE ITBTHUIIA; TUXATCIHH 3a00ABaHus (BKIIOYUTEIHO HAa TOPHUTE U JIOJHUTE
JUXATETHA BTHUIIA); CHTCPUT.

5. INPOTUBOIIOKA3AHUSA

Ja He ce M3MOI3Ba IpH 3aHIIH, MOPCKHA CBUHYETA, XaMCTEPH, [PKEPOUITN M YHHINIIH.

Jla He ce u3MmoJI3Ba MPU CBPbXYYBCTBUTEIHOCT KbM aKTHBHHUTE CyOCTaHITNH, KbM IPYTH aHTUMUKPOOHU
CPEICTBa OT [-JIaKTaMHaTa rpyIa WU KbM HIKOH OT CKCI[UITHCHTHUTE.

Jla He ce M3MOI3Ba MPH JKUBOTHH CHC CEPHIO3HA ObOpedYHa TUCHYHKINA, TPUAPYKEHA OT aHypHS U
OJIUTYPHSL.

[a He ce U3moa3Ba npy MPEKUBHU KUBOTHU U KOHE.

6. HEBJIAT OITPUATHHN PEAKIINN

[Tonsikora Moke 1a Bb3HUKHAT aJieprUuHH peakiuu (KOXKHHU peakiuu, anaduiakcus). B Te3u cinydan
MPUIIOKEHUETO TPsIOBA J1a ce MPEKPATH U J]a CC MPUIIOKH CUMIITOMATHYHO JICUCHHE.

VYnorpebara Ha MPOAYKTa MOXKeE Ja JOBEJC B MHOTO PEIKHU CIy4aH O CTOMAIIHO-YPEBHU HAPYIICHHUS
(ToBpBILAHE, AUAPHSI, AHOPEKCHS).

YecroraTa Ha HEOIATOMPUATHUTE PEAKIMU CE ONIPENEIIs Ype3 cleqHaTa Kiacu(pukaus:

- MHOro yectu (rosede oT 1 Ha 10 TpeTupaHu KUBOTHHM, MPOSBABAILN HEOJArONPHUATHH PEAKLUH 110
BpeMe Ha Kypca Ha €IHO JIeUeHHE)

- yecTH (moBeye oT 1, HO mo-manko ot 10 xuBoTHU Ha 100 TpeTHpaHU )KUBOTHH)

- He 4yecTH (moBede ot 1, Ho mo-Manko oT 10 xuBoTHU Ha 1,000 TpeTHpaHu KUBOTHH)

- peaku (moseue ot 1, Ho mo-mainko ot 10 >xuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

MHOTO peaku (mo-manko ot 1 xuBotHO Ha 10,000 TpeTupaHU KUBOTHH, BKIIOYUTEITHO H30JIHPAHU
CHOOIIICHUS).

AKo 3a0enexnuTe HIKaKBY HEOIaroNMpUATHA PEAKIINH, BKIFOYATEITHO U TAKUBA, KOUTO HE Ca OIMCaHU B
Ta3u JIMCTOBKA WM MUCIUTE, Y€ BETCPUHAPHOMCIAUIIMHCKUA IPOAYKT HE pa6OTI/I, MOJIA Ja YBEAOMUTE
Bamus BerepuHapeH Jiekap.

AJ'ITepHaTI/IBHO MOXE Ja CT)O6HI3BaTe Ype3 HalMOHaJIHaTa CUCTEMA 3a JOKJIaABAHE.

7. BUJIOBE JKNBOTHMU, 3A KOUTO E IIPEJJHA3HAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKHU BUJ ’KUBOTHO, METOJ U HAYHUH HA ITPUJIATAHE

3a mepopatHO MPHIIOKEHHUE.

[penoppuntennara no3za e 12,5 mg/kg temecna maca (10 mg aMOKCHIMIIMH/2,5 mg KJIaByJIaHOBA
KucenrHa Ha kg TernecHa Maca), 1Ba ITbTH JTHEBHO.

Crnennata Tabiuia € TpeIBUICHA 3a HAIBTCTBHE NPH TPEINHCBAHETO Ha TaONeTKUTE B
HpenopbUUTEIIHATA J103a.

3a ja ce rapaHTHpa NpaBHJIHATA ]03a, TEJECHATa Maca TpsAOBa Jia ce ONpeleiu Bb3MOXHO Haii-
HPELU3HO, 3a J1a ce N30erHe NPUIoKEeHHE Ha M0-MaJIKa J103a.



Bpoii TadeTKH ABa MHTH THEBHO
(mo3oBo HUBO: 12,5 mg/kg TemecHa Maca)
Tenecna AMOKCHITMIIMH/KJIAaBYJTaHOBa | AMOKCHIIMIIMH/KIIABYJIaHOBa | AMOKCHIIMIMH/KJIaByJIaHOBA
Maca KHCEJINHA KHUCCIINHA KHCEJINHa
(ka) 50 mg + 12,5 mg 250 mg + 62,5 mg 500 mg + 125 mg
1-1,25 Ya - -
>1,25-2,5 Y - -
>25-3,75 Ya - -
>3,75-5 1 - -
>5-6,25 1% Ya -
>6,25-12,5 - Y Ya
>12,5-18,75 - ¥ -
>18,75-25 - 1 23
>25-31,25 - 1%, -
>31,25-37,5 - 1 -
>37,5-50 - - 1
>50-62,5 - - 1%
>62,5-75 - - 1,

= Y, TabneTka E =Y, TabneTka =%, Ta0eTKa =1 TabneTka

TabneTkuTe MOTraT J1a ce pa3aeisaT Ha 2 Wik 4 paBHU YacTH, 32 Jja Ce TapaHTHUpa TOYHO JTO3UPaHE.
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MuHuMaiaHaTa MMPOAB/LDKHUTECIIHOCT HAa JICUCHUCTO € 5 IHH, KaTO B IO-rojisiMata 4acT OT PYTUHHUTC
CJIydyau uMa OTTOBOp CJICA JICYCHUC OT 5 a0 7 JIHH.

[Ipu xpoHUYHHN WK pedpakTepHH CIIydald MOXKE /1a Ce HAJIOXKHU MO-IBJIBI KypC Ha Tepamnus, Halp. Ipu
XPOHUYHO KOKHO 3aboisiBane: 10 - 20 aHuM, npu xpoHndeH muctut: 10 - 28 1HU WM pecnupaTopHO
3abossBane: 8 - 10 n1HU.

HpI/I TaKHuBa 00CTOSATEICTBA 06H_IaTa MIPOABJDKUTCIIHOCT Ha JICUCHUCTO € IO IMMPEHCHKA Ha JICKaps, HO
TpSI6Ba Aa € JOCTAThbYHO I'0JIsAMa, 3a J1da rapaHTUpa IIbJIHO U3JICKYBAHE Ha 6aKT€pI/IaJ'IHOTO 3a00JIBaHe.

9. CBBET 3A ITPABUJIHO ITPUJIOKEHHUE

Hama.

10. KAPEHTEH CPOK

He e npuiioxxumo.

11. CIIEHUAJIHHU YCJIOBUS 3A CbXPAHEHUE HA TPOAYKTA




Jla ce chxpaHsiBa Jajied OT MOTJIe/Ia U Ha HEAOCTHITHY 3a Jiella MecTa.

Ja He ce cpxpansBa npu Temmeparypa Hax 30 °C.

Jla ce cbxpaHsBa B OpUTHHAIIHATA OMAKOBKA. AKO TaOJETKHUTE C€ Pa3uyIsT, OCTAHAJIHMTE YacTU OT
Ta0JIeTKH TPAOBA Jia Ce ChXpaHABAT B OJIMCTEPHUS JKOO.

Jla He ce M3M0JI3Ba TO3K BETEPUHAPHOMEIUITUHCKH MTPOIYKT CIIe]l U3THYAHE CPOKA Ha TOJTHOCT, IIOCOYCH
BBPXY KapTOHEHAaTa KyTus cien ,,['oner 10°. CpoKbT Ha TOTHOCT OTTOBAPS HA MOCICIHUS JICH OT TO3H

MCCCI.

Cpok Ha TOHOCT Ha 4acTH OT TabJieTku: 36 Jaca.

12. CIHIEIMAJIHU TPEAYHPEXKJIEHU A

Crenyaiany OpeaynpeskaIeHus 3a BCEKU BUI JKUBOTHH, 32 KOUTO € npeaHasuaued BMIT:
Hsama.

CHG]_[I/IaJIHI/I nopearnasHii MCpPKHU 3a JKUBOTHUTEC IIPpU VHOTDC6aTa Ha OpOAYKTa.

TpsabBa ma ce B3eMaT npeaBun] O(DUIMATHUTE, HALUOHAIHUTE M PETHOHAIHUTE IOJUTHKH 3a
AHTUMHUKPOOHO JIeYeHHE, KOTaTO CE U3I0J3Ba MPOAYKTHT.

KOM6I/IHaL[I/ISITa aMOKCI/IHI/IJ'II/IH/KJIaBy.HaHOBa KHUCCIINHA TpH6Ba Ja CC€ 3al1a3u 3a JICUCHHUC Ha KIMHUYHHA
CBCTOSIHUS, KOUTO Ca MUMajH cjad OTroBOp HAa aHTMMHUKPOOHM CpEINCTBa OT OPYTH KIJIACOBE WM
NEeHULWINHA €  TECeH  CHeKThp. BuHarm, Korato €  BbB3MOXHO, KOMOMHAaIMsTa
aMOKCHIIWJIMH/KJIaByJJaHOBAa KHCEIMHa TpsiOBa Ja ce M3MO0i3Ba CaMO CleJd M3ClIeABaHE Ha
YYBCTBUTCIIHOCTTA.

Ynorpebata Ha TPOAYKTa, OTKJIOHSBAIIAa ce OT yka3zaHusATa, gameHH B KXII, moxe na yBemnum
pa3npoCTpaHEeHUETO Ha OAKTEPUH, PE3UCTCHTHH HA aMOKCHIMIIMH/KIIABYJIaHOBA KHUCEIHHA U MOXE J1a
Hamali eEeKTHBHOCTTAa Ha JICYEHUETO C APYTH B-TaKTaMHH aHTHOWOTHIH, MOPAAW MOTEHIMAaa 3a
KPBCTOCAHA PE3UCTECHTHOCT.

[IpenoppuBa ce BETEPUHAPHOMEIUIUHCKHUAT MPOAYKT Ja Ce M3IO0J3Ba C MOBHIICHO BHUMaHUE IPU
MaJIKi TPEBOIMMACHU KMBOTHU, PA3JIMYHU OT IPOTUBOIIOKA3aHUTE B TOYKa 5.

[Ipu >xuBOTHU € YepHOAPOOHA 1 ObOpeUHa TUCPYHKIMS CXeMaTa Ha Jo3UpaHe TpsiOBa BHUMATEIIHO J1a
ce MpeLeHH.

CroenuanHy Tpeana3sHd MEpKH 3a JIHMIATa, MPWIAralld BETCPUHAPHOMEIUIMHCKUS TPOIYKT Ha

KHBOTHHTE:

- TleHUUMIMHUTE MOXE Ja NPHYMHAT CBPHXUYBCTBHTEIHOCT (aieprus) cjiel HWHXEKTHpPaHe,
B/IMIIIBaHE, MOTJTbINAHE MIIH KOHTAKT ¢ KoKata. CBPbX4yBCTBUTEIHOCTTA KbM TEHHIIUIINHNA MOXKE
J1a TOBEJIE JI0 KPhCTOCAHa peakiys KbM 1e(aJoCIIOpHHU  00paTHO. AJICPTUYHHUTE PEaKIIUH KbM
TE3M CYOCTAHIMK TIOHSKOTa MOXe J1a ObJIaT CEPUO3HHU.

- He paborere ¢ TO31 MPOAYKT, aKO 3HAETE, Y€ CTE€ CEHCHOMIM3UPAHH MIIM aKO CTE MOChBETBAHH J1a
He paboTHTe ¢ TaKUBa MPOTYKTH.

- Paborete ¢ TO3M MPOAYKT C MOBHIICHO BHUMaHKE, 3a Jla M30CTHETE €KCIIO3UIIHs, KaTo B3eMeTe
BCHYKH MTPEHOPBHUUTEIHY MPEANa3HA MEPKH.

- AKxo pa3BHETEe CHMOTOMHU CJIE]l CKCIO3UIHs, KaTo OOpUB MO KOXKaTa, MOThPCETe MEIUIIUHCKH
CBHBET, KaTo Ha JIEKaps ce MPEJOCTaBH JIMCTOBKATA WIIM €THKETa Ha MPOAyKTa. OTOKBT Ha JIMLETO,
YCTHHUTE WIA OYUTE, WM 3aTPYJAHEHO IHINAHE Ca MO-CEPHO3HH CHMITOMH M Hajarar CIIeliHa
METUIIMHCKA TTOMOIII.

- HswmwuiiTe ppiiere cien ynorpeoa.

BpeMeHHOCT U JiaKTarus:
Moske J1a ce mpuiiara 1o BpeMe Ha OpeMEHHOCT U JIAKTaI[Hs.




BzanmoeiicTBre ¢ TH BETCPUHAPHOMEIUIIMHCKH IIPOIYKTH 1 TH (hOpMU Ha B3aMMOJICHCTBHEC:
X10paM(pEHUKOTBT, MAKPOIUIUTE, CYI(QOHAMHUANTE W TETPAIUMKIMHUTE MOTaT Ja WHXUOHpaT
aHTHOaKTepramHUs ©(eKT Ha NCHUIMJIMHHUTE, IMOpaad OBpP30TO HAYalo Ha OaKTEPUOCTATHYHO
neiicreue. [Iperienere MOTeHIMANHATE KPBCTOCAHH AllEPTHUU C JPYTH MEHAIWIHHU. [leHUImmuHuTE
MoOTarT J1a TOBUIIAT e(heKTa Ha aMHHOTIIHKO3HINTE.

IIpenosupane (CHMIITOMH, COENMIHNA MEPKH, AHTUIOTH):
Jlekn cTOMAIIHO-YPEBHU CHUMIITOMHU (IUapys W IOBPbBINAHE) MOXKE Ja BB3HHMKHAT II0-4€CTO CIIEI
Mpe03upaHe ¢ MPOIYKTA.

OCHOBHM HECHBMECTUMOCTH:
He e npunoxxumo.

13. CIIEHUMAJIHU MEPKHU 3A YHULIOKABAHE HA HEU3ITOJI3BAH TPOAYKT WJIN
OCTATHIA OT HEI'O, AKO UMA TAKHUBA

BMII He TpsiOBa 1a 6baaT U3XBHPISIHA Ype3 OUTOBH OTIABIM WK OTHAaHU Boau. [lommraiite Bammms
BETEPUHAPEH JIEKap KakBO Aa npasute ¢ HeHyxHUTe BMII. Te3u mepku 111e MoMOorHar 3a onas3BaHe Ha
OKOJIHATa Cpefa.

14. JATATA HA TIOCJIEAHATA PEJAKIUSA HA TEKCTA

09/2025

15. JOITBJIHUTEJITHA UHOOPMALNUA

Pasmepu Ha onakoBkara:

Kapronena kyrtus ¢ 10, 30, 50, 100 u 250 TabneTku.

He Bcuukm pasmepn Ha omakoBKaTa MoraT Aa ObJar npeajaraHy Ha nasapa.

3a Bcska WHPOpPMAIUS OTHOCHO TO3U BETEPHHAPHOMEIMIIMHCKH IPOAYKT, MOJS CBBPKETE CE€ C
TEPUTOPHATHUS PEICTABUTEI HAa IPUTEXKATENsI Ha JIMIIEH3a 3a ynoTpeoa.

5.11.2025r.

X

[-P KPACMWP 3/1ATKOB
JOVPEKTOP HA ANPEKLINA KB/IM
Signed by: KRASIMIR YANKOV ZLATKOV




