KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA
KBbM JIMIEH3 3A YIIOTPEBA Ne 0022-2224

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJNIIUHCKUA TIPOAYKT

Komb6uszum
0JICO3HA CYCIICH3UsI 32 Ky4eTa U KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHH cyocTanmuu B ml:
Tetracycline hydrochloride 30,0 mg

Neomycin sulfate 22,5 mg

Prednisolone acetate 2,0mg

Chymotrypsine 120,0 FIP-E. (otros. na 0,4 mg)
Trypsin 12,0 FIP-E. (otros. ma 0,4 mg)
Papaine 1,5 FIP-E. (otros. a 1,0 mg)
Excunnuenru:

3a IBJIHUS CIIUCHK HA eKCLIUIIUEHTHTE, BUXK T. 6.1.

3. OPAPMAIEBTUYHA ®OPMA

Oneo3Ha CycrieH3Hs 3a IEPOPATHO U BHHIITHO MPHIIOKEHUE.

4. KJIMHUYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3nayen BMII

Kyuera u xoTku.

4.2 TepaneBTHYHM MOKa3aHMUsl, ONIPe/ieJIeHH 32 OTAeJIHUTE BH10BE KUBOTHHU

3a jeyeHre Ha BB3MAJICHUS] HA XPAHOCMMJIATENTHUSI TPAKT (EHTEPHUTH ), Ha JMXATEITHUS TPAKT
(OpOHXHTH U THEBMOHHUH), Ha CTaBUTE (apTPUT) U Ha ciyxoBus anapat (Otitis externa) npu muaau
KUBOTHH; BTOPUYHH UH(EKLINH cJie]l BAPYCHH 3a00JsIBAHUS; TPETUPAHE HA BHHIIHU PaHH.

4.3 IpoTuBonokazanus

Hswma.

44 CneuuajHu NpeaNa3Hu MePKH 32 BCEKH BH] ’KMBOTHM, 32 KOUTO e npeaHasHayeH BMII
Hswma.

4.5 Crnenna/JTHu NpeANna3sHu MEPKH NPH ynorpeda

CHeHI/IaHHI/I Opeanas’Hyi MCPKH 3a ) KUBOTHUTEC ITPHU VHOTDe6aTa Ha IpOAYKTa

He e npuinoxxumo.

CHeHI/IaHHI/I OpeanasHy MCPKHY 34 JIUIara, Impujaraimy BETCPUHAPHOMCANITMHCKHUA MPOAYKT Ha JKUBOTHHUTC

He e npuinoxxumo.
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4.6 Heb6naronpusitHu peakuuu (4eCTOTa M BasKHOCT)

Cren mokamHO NPUIOKEHNUE HA IPOTEOTMTUYHN CH3UMHU MOJKE J1a Ce CTHTHE 10 OTOK, KOWTO ce
pe3opOupa 6e3 yCIoKHEHUS.

4.7 Ynorpe0a no BpeMe Ha OPeMEHHOCT, JIAKTALMS WIH SlleHOCeHe

BezonacHocTTa Ha BETCPHHAPHOMEIUIIMHCKHS MPOJYKT HE € JOKa3aHa T0 BpeMe Ha OpEeMEHHOCT U
JIAKTaIus.

4.8 B3auMmoneiicTBHe ¢ APYTrH BeTePUHAPHOMEAUIMHCKH MPOAYKTH U APYru (opmu Ha
B3auMojieiicTBue

He ca n3BectHn.

4.9 Jl03a ¥ HAYMH HA NPUJIOKEHUe

IMepopanno: 0,4 ml/Kg T.M. OpHEHTHPOBBYHA TO3UPOBKA 2 IHTH AHEBHO B pa3cTOsiHUE Ha 12 yaca B
NPOIBIDKEHHE HA 3 — 5 THH.

BBHIIHO: HIKOJIKOKPATHO HAMa3BaHE JI0 03[PaBsIBAHETO HAa PaHATa.

410 TIIpemo3upane (CHMIITOMH, CIIEIIHHA MEPKH, AHTHI0TH), AKO € HEOOXOTHMO

He e u3BectHo.

411 KapeHnrteH cpok

He e npunoxxumo.

5. OAPMAKOJIOT'HYHU OCOBEHOCTH

dapMakoTepaneBTHYHA IPyIa: TETPALIMKINHOBH aHTUOUOTHIIA, KOMOUHAIMH
Berepunapnomeaunuacku Anatomo-Tepanesruuen Kox: QJ01AA20

dapmakoTepaneBTHYHA IPyIa: aHTHOUOTHIM, AMUHOTIIMKO3UTH
BerepunapHomenununacku Anatomo-Tepanesruuer Koa: QJ01GBO05

dapmakoTepaneBTHYHA IPyIa: KOPTHKOCTEPOHIN, KOMOUHAIMS C aHTHOUOTHIIH
Berepunapnomenunuacku Anatomo-TepanesrudeH Koa: QDO7CAQ3

dapmakoTepaneBTUUHA IPyNa: H3UMHU, MPOTEOTUTUYH
Berepunapnomenunmackn Anatomo-Tepanesruduen Kox: QDO3BA

dapmakoTepaneBTUUHA IPyNa: SH3UMHU, MPOTEOTUTHYN
Berepunapnomenunmackn Anatomo-Tepanesruuen Kox: QDO3BA

dapMakoTepaneBTHYHA IPyIa: CH3UMH, IPOTCOTUTUYH
Berepunapnomenunmackn Anatomo-Tepanesruuen Kox: QDO3BA

5.1 dapmakogUHAMHYHH CBOIiCTBA

AHTHOMOTHIINTE NEUCTBAT MPEAN BCHUKO BHPXY | pamM-oTpuIIaTeTHH MUKPOOPTaHU3MH.
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TeTpanuknnHBT MMa 00paTHMO 0AKTEPHOCTATHYHO ACWCTBHE Upe3 BIMSIHUETO CH BbPXY IMPOTEHHOBHS
cuHTe3. Upe3 HeoOpaTUMOTO BB3MPENATCTBAHE HA MPOTENHOBHS CHHTE3 HEOMUIIMHBT MMa
OakTepuIUIHO JNeiicTBre. [IpeTHU30I0HBT HaMalsiBa OTONUTE. [IPOTCOIMTUYHNUTE CH3UMHU YJICCHSIBAT
JOCThIIA HA aHTHOMOTHUITUTE JIO MECTATa Ha BH3MMAJICHUETO.

5.2 @dapMakOKHMHETHYHH 0COOEHOCTH

Crnen nepopaiTHO IPUIOKEHHUE Ha TETPAIMKIINH roJisiMa JacT oT Hero (70%) ocTaBa B uepBara u ce
OTJIeNs Upe3 eKCKpeMeHTHTe. Pe3opOupaHnara 4acT ce CBbp3Ba C KPhBHUTE MMPOTEHHU, TPAHCIIOPTHPA
ce no0pe u ce oTaens upe3 ypunarta. Cie] mepoparHo MPUIIOKEHNE HEOMUIIMHET Ce pe30pOupa camo
B MaJIKO KOJIMYECTBO B XpaHOCMUIATENHUS TPakT. CTUTa ce A0 SIMMUHUPAHE WU 10 U3MEHECHHE Ha
ypeBHaTa ¢Iiopa, Ciea KOeTo ce OTAENS Ype3 eKcpeMeHTuTe. PesopOupanara yact ce oTaens upes
ypuHaTta. [IpelHH30I0HBT ce cMuIa OBP30 M HAITBJIHO CJIe/ EPOPaTHO IpriIoxkeHne. JledcTBueTo My
€ KpaTKOTPaiHO W MPUJIMYa Ha TOBAa Ha €CTECTBEHNUTE KOPTHKOUIN. OTAETS ce upe3 ypuHaTa.

6. OAPMAIEBTUYHU OCOBEHOCTH
6.1 CHnucbk Ha eKCHHUITHEHTHTE

Jlanonun
Tpurnuuepuau (CpeIHOBEPM>KHU, HACUTEHH)

6.2 OCHOBHH HECHBMECTHMOCTH
He e npuioxxumo.
6.3 Cpok Ha rogHocT

Cpok Ha TOAHOCT Ha KpaiHHs BeTepHHAPHOMEIULIMHCKU IPOIYKT: 2 TOAUHU.
CpoK Ha TOIHOCT cJel IbPBO OTBAPsIHE HA MbPBUYHATA OMAKOBKA: 28 THHU.

6.4. CnenmaJiHu ycJI0BHS 32 CbXpaHeHHE HA MPOAYKTA
Ja ce coxpansiBa B xiaamwiHuk (2 °C — 8 °C).
6.5 BwuaucbcTaB Ha TBPBHYHATA OMAKOBKA

1 urmxexrop x 10 ml.
10 umkexropa x 10 ml B kapToHeHa KyTusI.

6.6 CHeuHaJ’IHI/l MEPKH 32 YHUIIO0KAaBAHE HA HEU3II0JI3BAH MPOAYKT WIH OCTATHIM OT HEIro

Bceku HenzIon3BaH BETCPUHAPHOMCIUIIMHCKHA MMPOAYKT WM OCTATbUIH OT HET'O TpSI6Ba Ja 6T)IlaT
YHHUIIOKCHHU B CBOTBETCTBUEC C UBUCKBAHUATA HA MCCTHOTO 3aKOHOAATCIICTBO.

1. HNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Veyx-Pharma GmbH
D-34639 Schwarzenborn
Soéhreweg 6

Germany

Tenedon: 0049 5686 9986-0
daxc: 0049 56861489
E-mail: zentrale@veyx.de
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8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA
0022-2224

9. JATA HA ITbPBOTO U3JJABAHE/IIOJHOBSABAHE HA JIMIIEH3A 3A
YIHOTPEBA

JlaTta Ha TEPBOTO W3/1aBaHe HA JIUIIEH3 3a ynoTpeba: 17.03.2014
Jlata Ha OCJIEIHOTO TTOHOBSIBAHE Ha JIMIIeH3 3a ynoTpeba: 07/03/2019

10. JATA HA NOCJIEJHATA PEJAKIIUS HA TEKCTA
01/2019
3ABPAHA 3A IPOJAKBA, CHABJIABAHE U/HWJIA YIIOTPEBA

He e mpunoxumo.

HBIITBJIHUTEJIEH /THPEKTOP
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