KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA KBbM PA3PEHIEHUE
3A THPTOBUSI C BJIIT Ne 0022-2139

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA IPOAYKT

ALPHADERM Plus crpeii 3a koxa 3a Kyueta

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Beexkn ml ceappika:

AKTHBHM CyOCTAHIUM:

Marbofloxacin 1.025 mg
Ketoconazole 2.041 mg
Prednisolone 0.926 mg
ExcuunuenTu:

3a MBJIHUA CHUCHK HA eKCLIMIIMEHTUTE, BIK T. 6.1.

3. DAPMALIEBTUYHA ®OPMA

Cupeti 3a KoXKa.
JKbnTeHukaB, JIEKO OMAJIOB Pa3TBOP.

4. KJIMHUYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3HayeH BMII

Kyuera.

4.2 TepaneBTHYHU NOKA3aHUs], ONIPe/ieJIEHH 32 OTAeJHUTE BU10BE KUBOTHH

Jleuenune Ha OCTBHP ACPMATHUT IIPU KYUE€Ta, KOT'AaTO € HAJIULIC CMCCCHA I/IH(I)GKLII/ISI, MNPpUYINHCHA OT Pseudomonas
aeruginosa wim Staphylococcus pseudintermedius, wysctBuTenHE KbM MapOoduiokcarma u Malassezia
pachydermatis, ayBcTBHUTETHA KBM KETOKOHA3OJT.

4.3 IIporuBonokazanus

213 HE C€ Wu3MOoJI3Ba IpPU CBPBXYYBCTBUTCIHOCT KbM aKTHUBHUTC Cy6CTaHHI/IPI HIH KbM HSIKOH OT
CKCIIMITMCHTHUTCE.

4.4 ChnenuajaHu npeanasHu MepKH 3a BCEKH B/ ’KMBOTHH, 32 KOMTO e peaHasHadeH BMII
Tperupanute Kydera TpsOBa Ja HOCAT (UKCHpaHa sKa, 3a Ja ce NpeaoTBpaTH Onu3aHeto. TpeTupaHoTo
KUBOTHO TPsIOBa J]a ce ABPKU OTAEIHO OT APYTHTE, 32 [1a CE MPEIOTBPATH B3aNMHOTO OJIM3aHe.

bakTepnaiHuAT M TBOMYHUAT AEPMATHTH YECTO ca BTOPHUYHM MO MPHUPOAA M TPsAOBa Ja Ce H3BBPUIN
MOJXOAIIO TUArHOCTHLIMPAHE 3a ONpEeIisiHe Ha BKJIIOYCHUTE IBPBUYHH (PaKTOpH.
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TpsiOBa &a ce M30sATBa HEHYXKHATa yrnorpeba Ha MPOAYKTa OT TIeIHA TOYKAa HA KOSITO M Jia € aKTHBHA
cyOctannust. TpeTupaHeTo € MoKa3aHo caMmo IMPH JI0OKa3aHO HAIMYME HA CMEceHa WHQEKIHs, MPHYUHEHA OT
Pseudomonas aeruginosa wmu Staphylococcus pseudintermedius u Malassezia pachydermatis. Ako Hsikost oT
AKTUBHHTE CYOCTaHIIMU Bede HE € MOAXOINA, MOPaad Pa3IMIYHUTE XapaKTePUCTUKN Ha OaKTePHATHHUTE W
reONYHUTEe WHQEKIUH, MPIIOKEHNETO Ha TMPOAyKTa TpsiOBa na ObAe MpeKpaTeHo W 3aMEHEHO C JAPYT
MOJIX OIS BAPUAHT Ha JICYCHUE.

4.5 CrnenuanaHu nMpeana3Hyu MePKH NpH ynorpeodoa

CHGHHaﬂHH Opeanasiy MCpPKHU 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha IIPOAYKTa

[Tpum nposiBa Ha CBPBXUIYBCTBUTEIHOCT KbM HAKOS OT CyOCTAaHIIMHTE, JICUEHHETO TPIOBa 11a ce MPEKpaTH 1 1a
Ce 3aIll04He MOAXOSIIA TePAIHsL.

Ynorpebara Ha BETEpUHAPHOMEIUIMHCKUS TPOAYKT TpsAOBa ce€ OCHOBaBa BBPXY ONPEACISHETO Ha
MH(EKTHpaIUTe MUKPOOPTaHW3MH U IIPOBEpPKAaTa Ha YyBCTBUTEIHOCTTA, KAaKTO M J1a C€ B3eMaT IPEIBHUJ
O(1)I/IHI/IEIJ'IHI/ITC U MECTHUTEC aHTI/IMI/IKpO6HI/I TIOJIMTUKH.

M3non3BaHeTo caMo Ha aHTHOMOTHK OT OT/JEJIEH KJIac MOXe J1a IPEU3BUKA PE3UCTEHTHOCT B OaKTepuaIHaTa
nomnynanys. M3monsBaneTo Ha (IyOpOXHHOIOHH € OAXO/IAIIO 32 JICUCHHETO Ha KIIMHUYHH ChCTOSIHUS, KOUTO
pearupar ciabo WIH ce OYaKBa Jia pearupat ciabo Ha APyTH KIacoBe aHTHOUOTHIIH.

H3BecTHO €, UC MPOABL/KUTCIHOTO U MHTCH3MBHO M3IOJ3BAHC Ha JIOKAJIHU KOPTUKOCTCPOMUIHU NPOAYKTHU
MIPEIN3BUKBA JIOKAIHA W CUCTEeMHH e(eKTH, B TOBa YHCIIO MOTHCKaHe Ha (YHKIHATA Ha HaAOBOpedHaTa
XKJe3a, I3ThHABAHE Ha eNUAepMHUCca 1 3a0aBsHE Ha U3JICKYBaHETO.

W3non3eaHeTo Ha MPOAYKTa, OTKIOHSBAIIO CE€ OT YKa3aHWATA, AaJeHH B KpaTKaTa XapaKTEepUCTHKa Ha
MPOAYKTa, MOXE JIa YBEIWYH Pa3NpOCTPaHEHUETO Ha OaKTepUH, PE3UCTEHTHU Ha XMHOJIOHUTE, U MOXKE Ja
Hamany eEeKTHBHOCTTA Ha JICUEHHETO C IpyrH (PIyopo) XHHOIOHH, IOPAAX BB3MOXKHOCTTA 32 KPBCTOCAHA
PE3UCTEHTHOCT.

CrenpanHy Ipeana3sHy MEPKHU 34 JIMIATa, [IPUJIAraiy BETEpUHAPHOMEINIIMHCKIUS IPOAYKT Ha YKUBOTHHUTE

VHanBuIyanHo Npena3sHo 000pyABaHe, ChCTOAIIO CE OT IMEPCOHAIHO 3aIIUTHO OOJICKJIO M HENPOHUIIAeMH
pBKaBHIM, TPSAOBA J1a c€ HOCH, KOraTo ce paboTH ¢ BETEPUHAPHOMEIUIIMHCKHS TIPOITYKT.

IIpu ciygaitHo nmonasane BbpXY KOXKaTa, MOYUCTETE 3aMbpPCEHATa KOKa ChC CallyHEH pa3TBOpP.

[Tpu cyyaeH KOHTaKT ¢ OYHTE, BeJJHAra Jla C€ M3IIJIAKHAT OOMIIHO C BOJA.

AKO ciie[] KOHTaKT C IPOAYKTa C€ MOSBST NPU3HALM Ha KOJKHA EpUTEMa, EK3aHTeMa MJIH YIIOPUTO Bh3IAJICHUE
Ha OYMTe, HEe3a0aBHO Jla ce€ MOTHPCH MEAMLMHCKH ChBET, KaTO Ha JIeKaps ce MpeloCTaBH JMCTOBKAaTa WU
€THKEeTa Ha IPOAYKTa.

ITo-cepro3Hu MpHU3HALM, U3UCKBAILH CIICIIHA MEAULUHCKA HaMeca, ca OTOK Ha JIMIETO, YCTHUTE U OYUTE HIIH
JUXaTeJTHU HapyILLIEeHHUS.

Pa3TBOpBT € BB3MmIaMeHuM, 3a0paHeHo € IMyIIeHEeTO U U3MO0I3BaHeTO Ha OTKPHT OT'BH IO BpEMe Ha MpHUJlaraHe.

4.6 He0maronpusiTHu peakuuu (4€CTOTa U BA)KHOCT)

Crnen mpunarase ca HaOJII01aBaHN yMEPEHH epUTEMaTO3HH Jie3uH. YecToTaTa Ha HEOJIArONpUATHUTE PEAKIIUH
e MHoro psagka (mo-manko ot 1 >xuBotHo Ha 10,000 TpeTMpaHu XMBOTHH, BKJIIOUUTEIHO H3OJIHPaHU
CHOOIICHH).

YecroTaTa Ha HEOIATONPHUATHUTE PEAKIIUH CE OIIPE/IeIIs Upe3 clieTHaTa KIacupHUKaIys:

- MHOTO YecTu (ToBeye ot 1 Ha 10 TpeTupaHu KUBOTHH, POSIBABAIIM HEOIATONIPUATHN PEAKIIUH)

- yectu (oBeye oT 1, HO mo-manko oT 10 xuBoTHH Ha 100 TpeTupaHu KMBOTHH)

- He yecTH (roBeye ot 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1,000 TpeTHpaHU )KUBOTHH)

- peaku (moseye ot 1, HO mo-Manko ot 10 sxuBoTHU Ha 10,000 TpeTupaHH KUBOTHN)

- MHOTO peakH (rmo-Manko ot 1 xxuBotHO Ha 10,000 TpeTupanu >KMBOTHH, BKIIFOUYHUTEITHO N30IUPAHH
CHOOIICHHUS).
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4.7 Ynorpeba mo BpeMe Ha OpeMeHHOCT, JaKTAIUsI W SHIleHOCeHe

besomacHocTTa Ha BETepHHAPHOMETUITMHCKIS ITPOAYKT HE € JOKa3aHa Mo BpeMe Ha OpeMEHHOCT U JIAKTaIlusl.
He ce nmpenoppuBa npuiaraneTo My 1o Bpeme Ha OpeMEHHOCT U JIAKTaIlusl.

4.8 B3amMmopeiicTBHE ¢ IPYTd BeTEPHHAPHOMEIUIITMHCKH MPOAYKTH U APYrd (popmMu Ha
B3auMoOJeHcTBHE

Hsma Hanu9YHA TaHHH.
4.9 Jl03a U HAYMH HA NPUJIOKEHHE

Camo 3a BpHIIHA yrioTpeOa. Paskinarere nodpe mpeau ynorpeoa.

[IpenopbUUTETHOTO JO30BO HUBO HA NMPOAYKTA 3a KydeTa € 2 CTUCKaHUS Ha IoMIarta (ABe U3IIOMIIBaHUs ca
eKBUBAIICHTHHU MpuOau3uTenHo Ha 0.2 ml) aBa mbTH JHEBHO, 3a 7 - 14 mau. HanpbckaiiTe OT pa3cTOsIHUE OKOJIO
10 cm 3a y4acThK ¢ pazMepu 5 cm X 5 cm u 0T pa3cTossHue okoiio 30 cm 3a y4acThbK OT KOXKaTa ¢ pasMepH
okomo 10 cm x 10 cm. llpeam mpumaranero Ha TPOAYKTa TPsAOBa Na Ce OTCTPAHAT KOCMHUTE WITH
3aMBbPCABAHUATA OT TPETUPAHATA IIOBBPXHOCT.

Bakrepuannute u roOMUHNTE HHGEKIUN MOTaT Jia U3UCKBAT pasinyeH rpaduk Ha jJeueHue. Cien 7-THEBHO
JieYeHUE BETEPUHAPHUST JieKap TpsAOBa 1a MPEeLeHH JaJld € HE00XOIUMO Ja YABJKH JICUCHUETO C OLIE elHa
ceaMUIIa, WIH Ja IPOABIDKH JIEYCHUETO C APYT MPOIOYKT, ChABPKAI I0-MAIbK OpOii aKTUBHH CyOCTAHIIUH.

410 Ilpemo3upaHe (CHMOTOMHU, CIIEIIHA MEPKHU, AHTHI0TH), AKO € HEOOX0TUMO

He ca nHabmogaBaHu JIOKaTHM WM OOIIM HEONArONpUATHW pPEakUMd TpPH 5 MBTH [O-BUCOKA OT
IIPENOpPbYUTENIHATA 1033,

411 KapeHTeH cpok

He e mpunoxumo.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepanieBTUYHA TpyMa: JIePMATONOTHYHH MPOAYKTH; KOPTHKOCTEPOUIM, clabW, KOMOWHAIMU C
AHTUOMOTHUILIN.
Berepunapnomenuimackn Anatomo-Tepamnesruder Kog: QDO7CAO3.

5.1 ®apmakoaANHAMMYHHM CBOiicTBA

Map6o¢nokcauHbpT € CHHTETHYEH HIMPOKOCIEKThPEH OakTepuuuAeH areHT. Toil e kimacuduuupaH Karto
(GIyOopoXrHOJIOH OT 2.2 MOKOJIEHHe. AKTHBEH € Cpellly IIUPOK CHEKTbp OT I'paM-monoxkutenHu u ['pam-
OTPUIIATETHN MHUKPOOPTaHW3MH, KAaKTO H Cpelly MHKOIUIa3MH. bakTepuiuaHoTo [edcTBHE Ha
MapOodiokcanyHa e pe3yiarat ot uareppepenus c ensumute Ha JJHK-Tononzomepasa Il (AHK-rupasa) npu
I'pam-orpunarenan n JIHK-tononsomepaza IV mpu I'paM-NONOKUTENTHM MHKPOOPTaHHU3MHM, KOUTO ca
HEeoOXoMMMH 3a CHHTE3a W moaabpxkaHeTo Ha OakrepuanHarta JIHK. ToBa nHamanmsBane paspyiiaBa
perMkanusaTa Ha OakTepuanHata KiIeTKa M BoAW A0 Obp3a KieTbuHa cMBPT. CKOpOCTTa M CTENEHTa Ha
yOuBaHe ca MPaBONPONOPLMOHAIHE Ha KOHIEHTpalMATa Ha NpoAykra. Toil mpuTexaBa 3HAYUTENEH
noctantubnoTryeH edexr (PAE).

KeTokoHa3016T € MUPOKOCIEKThPEH UMHIA30JI0B NPOTUBOrbONYeH areHT. Tol MHXuOupa OMOCHHTE3a Ha
eprocTepoy Ha YyBCTBUTEIHHWTE T'bOMYHM MamoBe. [lo-HMCKHMTE KOHLEHTpalMM Ha KETOKOHA30Jl MMart
(YHTHCTATUYHO JIEHCTBUE, TIO-BHCOKUTE KOHIIEHTPAIIUY MPUTEXKABAT (PYHTHUIMIHO JIeHCTBHIE.
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[IpenHNM30IOHBT € CHHTETHYEH KOpTUKOCTepouI. Tol nHXnOupa crHTe3a Ha eHKO3aHOUIHUTE MOJIEKYIIH 110
BpeME Ha BB3MAIUTEIHUTE MPOIECH, TTOpaJn WHXUOUpaHEeTO Ha eH3uMa Qocdonunaza A2. Toil npurexasa
SICHO M3PAa3eHH JIOKAJTHU U CHCTEMHH IIPOTHBOBB3IAIUTETHA CBOMCTBA.

5.2 @apmakoKHHETHYHH 0CODEHOCTH

B xoma Ha nmpoy4BaHus 3a 6€30MacHOCTTa Ha MPOAYKTa IPH BUIOBETE JKUBOTHH, 32 KOUTO € MPeTHa3HAYCH, €
yCTaHOBEHa CHCTEMHa pe30pOuus Ha akTUBHUTE cyOcTtannmuu. Cren mpuiaraHe Ha TepaneBTUYHU JO3H OT
npoaykra (T.e. mpubausutenso 0.2 ml ot npoxykra, npubmuzuteaso 0.44 ml KeTOKOHA30JI IBa ITBTH JHEBHO,
3a 14 ngHW), aKTUBHUTE CYOCTaHIMM Ca YCTAHOBEHH CaMO B IIa3MaTa B MHOTO HHCKa KOHIICHTPAIIHSL.
KonnenTpamunre ca octaHalu MHOTO HUCKH 110 BpeMe Ha ISUTOTO TipoyuyBaHe. Haili-BrcoknTe KOHIIEHTpanun
Ha MapOoQIIOKCcalMH, KETOKOHA30JI M MPEJAHU30JIOH B Tu1a3mMara ca ouiau cboTBeTHO 4.8 ng/L, 2.8 ng/L u 4.4
ng/L. I'openocoueHNnTE KOHIIGHTPALIUK OBP30 ca ce MOHWKUIU CIIe/ IPEKpaTsIBaHe Ha PUIaraHeTo.
HanwuaauTe ganHM codyart, 4e ciie TepareBTUYHO IMpHUiaraHe, akTUBHUTE CyOCTaHIIMM Ha MPOIYKTa HE ce

pe3opOupart oT KoKata U He Ce HaTPYIBaT, KOETO He BOJIU JI0 CBBP3aHU C MPOAYKTa HEOIArONPHUSITHU PeaKIIuu
MIpU TPETHPAHUTE KydeTa.

6. DAPMALEBTHYHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUIIMEHTUTE

Humetun cyndokcun (DMSO)

[omucopbar 80

ITponuieHr UKo

ETanon (96%)

Bopna 3a nmxexnun

6.2 OcCHOBHM HECLBMECTHMOCTH

He ca u3BecTHu.

6.3 Cpok Ha rogHocT

Cpok Ha TOJIHOCT Ha KpallHHs BETEPUHAPHOMEAUIIMHCKU MpoayKT: 5 roauau (100 ml).
Cpok Ha rOJIHOCT Ha KpaliHHUs BETepUHAPHOMEAUIIMHCKH PoayKT: 3 roaunu (30 ml).
Cpok Ha TOZHOCT CJIe IbPBO OTBAPSIHE HA IbPBUYHATA ONAKOBKA: 28 IHU.

6.4. CnenuaJHu ycJI0BHS 32 CbXpaHeHHE HA MPOIYKTA

[a ce cvxpansiBa nipu Temneparypa moxu 25 °C.

6.5 Buau cbcTaB HA MBPBUYHATA ONIAKOBKA

30 ml wum 100 ml PET GyTnika cbe cnpei nomra B KapTOHEHA KYTHSL.

6.6 Cnelma.mm MEPKHU 32 YHUIIOKABAHE HA HEU3IOJI3BAH MPOAYKT WIM OCTATHIM OT HEro

Bcexn Hensnon3pan BCTCPUHAPHOMCIUIIUHCKHN NIPOAYKT WM OCTATHLU OT HETO TpH6Ba Ja 6’b,I[aT YHHUIIOKCHHA
B CBbOTBCTCTBUEC C U3MCKBAHHMATA HA MCCTHOTO 3aKOHOOATCJICTBO.
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7. HPUTEXATEJ HA PASPELHLIEHHUETO 3A ThPI'OBUS
ALPHAVET Zrt.,

H-1194 Budapest, Hofherr A. u. 42.,

Hungary

Ten.: +36-22-516-416

daxkc: +36-22-516-419

E-mail: alpha-vet@alpha-vet.hu

8. HOMEP HA PABPEHIEHUETO 3A THPI'OBUS

0022-2139

9. JATA HA IBPBOTO U3JIABAHE HA PASPEIIEHUETO 3A ThPI'OBUS
16/11/2018

10. JATA HA MOCJIEAHATA PEJAKI NS HA TEKCTA
01/2025

3ABPAHA 3A ITPOJAXBA, CHAB/JSIBAHE U/NJIN YIIOTPEBA

He e npunoxxumo.

X

[-P KPACUMWP 3/IATKOB
OWPEKTOP HA ANPEKLINA KB/M
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