KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHME 3A THPT'OBHUS C BJIIT Ne 0022-1956

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Dexafort 2.67 mg/ml + 1.32 mg/ml nnxekunoHHa cycrieH3us 3a roBe/ia, KOHE, KyueTa i KOTKU

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Beexn 1 ml ceappika:

AKTHBHH BelllecTBA:

Dexamethasone phenyl propionate: 2,67
dexamethasone)
Dexamethasone sodium phosphate: 1,32
dexamethasone)

ITomolHM BelecTBa:

KauecTBeH chbcTaB Ha IOMOLIHUTE BelleCTBA U
APYTHTE ChCTABKHU

Benzyl alcohol

Sodium citrate dihydrate

Sodium chloride

Tragacanth

Methylcellulose

Sodium hydroxide

Hydrochloric acid

Water for injection

Muxek1ronHa cycrneH3usl.

3. KJIMHUYHA HHOPOPMALUSA
3.1 BwunaoBe :KUBOTHH, 32 KOUTO e npeaHa3Hayen BJIII

FOBC,I[a, KOHC, Ky4u€Ta U KOTKHU.

3.2 Tloka3aHusi 32 ynoTpeda 3a BceKH BU/I KUBOTHH, 32 KOITO e MpeIHA3HAYEH MPOAYKTHT

Mg (eKBHBaJICHTHO Ha 2

Mg  (eKBUBAJEHTHO Ha

1

mg

mg

HpOTI/IBOB’L3HaJ'II/ITeJ'IHO, IMIPOTUBOAIICPIUIHO, I'TMKOHCOI'CHHO ,Z[GﬁCTBI/IC U MMPEAN3BUKBAHC HAa PAXKIAHC

IIpU KpaBHu.

3.3 IlporuBomokazanus

[TpoTuBOIIOKa3aHMATA 32 MPUJIAraHe Ha KOPTUKOCTEPOHIUTE ca npriokumu u 3a Dexafort:



- Ta HE Cce M3IO0J3Ba MPH 3axapeH JMadeT, OCTEONopo3a, XUIEPaIpPeHOKOPTUKOWU3HM, OBOpedHH
3a00JIIBaHuUs U ChPJICYHA HEJOCTATHYHOCT;

- Ja He ce wusnon3Ba Mpu HHQPEKIUO3HW OomecTH, 0e3 [ga € Ha3HayeHa MOIXOASIIA
MPOTHBOMH(DEKIINO3HA Tepallus, MPHUaraHa B ChIIOTO BpeMe.

3.4 ChneumnajiHu mpexynpe:xaeHus

Koptukocreponnnre, karo meKcamMeTa3oH, NPEJU3BUKAT TMpOsSBa HAa MHOTO U  Pa3IHIHU
HEOJIaronpusATHA peakuuu. Te MoraT Ja NMPUYHHAT cCUMMOTOMHU Ha Oosectta Ha Kbmmnar (Cushingoid
Symptoms), CBOPOBOXKIAIIM C€ CbC 3HAYUTENHM TNPOMEHHM B MeTadoiM3Ma Ha Ma3HUHHTE,
BBIVIEXHUIPATATE, TPOTEMHUTE W MUHEPaTHHS METa0OMM3bM, BKIIOYUTEIIHO HEMPABHIIHO
pasnpezeieHue Ha TeJIeCHUTE Ma3HUHH, MYCKYyJIHA C1a00CT U OCTEONOpO3a.

[lo Bpeme Ha neueHue, eeKTHUBHATA 1032 MOXKE JIa IOTHCHE XHUIIOTAIaMO-XUo(u3o-HagopOpeynara
BpB3Ka.

Koptukocreponanrte Morar aa npeau3BUKaT UMYHOCYITPECHS.
Dexafort TpsibBa a ce mpuiara caMo B MHOTO PaHEH CTa/IUii Ha JAMUHUT IPH KOHETE.
3.5 CnenmnajHu npeana3Hu MepKH MpH ynorpeoda

Crennanaiy npeana3sHy MEpKH 3a 0e3omacHa ynorpeda IIpy BUIOBETE )KMBOTHH, 34 KOUTO €
npeanastauen BJIII:

He e mpunoxxumo.

Cl'[e]_[I/IaJIHI/I OpearnasHiy MCPKHU 3a JIMIiaTa, IIpujaraiy BETCpUuHApHUA JICKAPCTBCH ITPOAYKT Ha
KHUBOTHHUTC!

He e npuinoxxumo.

CHGHI/IaJ'IHI/I OpeanasHiyi MCPKH 34 3alllMTa Ha OKOJIHATa Cpeaa:

He e npunoxumo.

3.6 Heb6aaronpusiTHu peakuuu

l'oBena, KoHE, KyyeTa U KOTKHU:

MHoro penku Honuypus;

(mo-manko ot 1 Ha 10 000 TpeTupanu Homuaurcus, [oaudarus;
XKHUBOTHH, BKJIIOUUTEIHO U30JUPAHH Peakuus Ha CBPbXYYBCTBUTEIHOCT
CHOOIICHU):

Cro0I11aBaHeTO Ha HEOJArONPUATHH PEaKIUH € BaxkHO. ToBa M03BOJIsIBA HEIPEKHCHAT MOHUTOPUHT
Ha 0€30I1acHOCTTa Ha BETEepUHAPHUS JIEKApCTBEH NMPOoAyKT. ChoOIIeHnusTa TPSOBa J1a Ce U3IPAIaT, 3a
NpEeANOYUTAHE UpE3 BETEPUHAPEH JIEKap, WX HA IPUTEXKATENSI Ha Pa3pelIeHUETO 33 ThPTOBUS, U
Ha HaIlMOHAJIHUS KOMIIETEHTECH OpTraH upe3 HaIl[MOHAJTHATa CHCTEeMa 3a ChoOIaBaHe. 3a ChOTBETHUTE
JTAHHU 32 BPB3Ka BIKTE CHIIO JMCTOBKATA.

3.7 Ynorpeda mo Bpeme Ha OPeMEHHOCT, JIAKTALUS WJIH AiilleHOCeHe

BbpeMeHHOCT U JIaKTaIU:




Jla He ce mpuara npu 6peMeHHH JKUBOTHH, OCBEH 3a TIPEIU3BUKBAHE Ha pakIaHe.
[Ipunaranero Ha KOPTUKOCTEPOUAM B PAHHUTE MECCIlM HAa OPEMEHHOCTTa MOXE Ja NPUYHHH
yBpexxaanus Ha Qeryca. [IpunaraneTo M B Mo-KbCHU MeCEI Ha OPEMEHHOCTTa MOXE 1A PETN3BHKA

abopTH WK TIPEKAEBPEMEHHO PaXKIAHE.

[Ipeam3BUKBaHETO HA pakaAaHe ¢ KOPTHKOCTEPOUIN MOXKE JIa JOBEE 0 MMOHIKEHA KU3HECTIOCOOHOCT
Ha TUTO/Ia ¥ YBEJIMYaBaHe Ha CIIyYanTe Ha 33IbpKaHe Ha IUIAIleHTaTa.

M3non3BaHeTo Ha KOPTUKOCTEPOUIW IMpPH JAKTUpAIIM KpaBU MOXKE Ja Mpeau3BUKA BPEMEHHO
MTOHIKaBaHe Ha MIIEKOHAJOS.
3.8 BzammopeiicTBHE C APYTH BeTePHHAPHH JIEKAPCTBEHU MPOLYKTH U Apyru ¢popmu Ha

B3aHMOJeHCTBHE

Dexafort re Tpsi6Ba 1a ce ynmoTpebdsBa CbBMECTHO ¢ BAKCHHHM, Thi KaTO KOPTHKOCTEPOUIANTE MOTAT Jia
HaMaJIIT UIMYHHHS OTTOBOP CJIEJ BaKCHHAIIUS.

3.9 HauuH HA NPUJIOKEHUE U T03HPOBKA
T'oena u kone — 0,06 mg/kg 1.m. (0,02 ml/kg T.M.), HHTPaMyYCKYJIHO MPUIIOKECHHE.
Kyuera u xotku — 0,15 mg/kg 1.m. (0,05 ml/Kg T.M.), HHTpaMyCKyJTHO HJIH TIOJKOXKHO MPUIOKCHHUE.

JleuenneTo Moxxe 1a ce MOBTOPH clie 7 JHHU.

3.10 Cumnromu Ha mpego3upane (M KOraTo e NpPUJIOKUMO — NMPOLETYPHU HA 1elicTBHE NPH
CIIEIIHY CJIy4Yau U aHTHI0TH)

Bucokwure 10311 KOPTUKOCTEPOUIM MOTAT Ja IPUYHHSAT CHHINBOCT U JIETAPTHUS PH KOHETE.

3.11 CrnenuanaHu orpaHUYeHHs 32 YIOTPeda U CeNHATHH YCJ0BHS 3a ynoTpeoda,
BKJIIOYMTETHO OTPAHUYEHHUS 32 YIIOTpPedaTa Ha AHTUMMKPOOHHU U MPOTHBONAPA3ZUTHH
BeTEPHHAPHU JIEKAPCTBEHU MPOAYKTH, C LeJ 12 ce OTPAHHYH PUCKBT OT pa3BUTHE HA
Pe3MCTEHTHOCT

He e npuitoxxumo.

3.12 KapeHTHHU cpoKoBe

I'oBena:

Meco u BbTpELIHU OpraHu: 53 THU.

Munsko: 5,5 nam (11 uzmostBaHuUs).

Korne:

Meco u BbTpelIHu opranu: 47 IHU.

4. DPAPMAKOJIOT'NYHA HTH®OPMALIUA

4.1 BerepunapeH jekapcTBeH anaTomMo-TepaneBTudeH ko (ATCvet Code): QHO2AB02.

4.2 @apmakoaMHAMHUKA

HeKcaMeTa?,OH'bT € CUJIHO aKTUBEH KOPTHUKOCTEPOUI. Hma ciaba MHUHCPAJIKOPTUKOCTEPOHUIHA 1 CHIITHA
TJIFOKOKOPTUKOCTECPOUHA AKTUBHOCT. J__IeKcaMeTaBOH”bT HMa INIMKOHCOI€HHO, ITPOTUBOBB3NAJIUTCIHO,
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MPOTHBOANICPTHYHO JCWCTBHE M MOXE Ja Npenu3Buka paxaaHe. Dexafort e mpoaykT, chIbpxair
JIeKcaMeTa30H, KOiTo uMa 0bp3 eeKT U MPOABIKUTETHO AeiicTBie. Chabpika AuHaTpueB GocdateH
ecTep v (PCHWINMPOITMOHATEH eCTep Ha ICKCAMETa30H.

4.3 dapMaKkoKHHETHKA

Crien WHTPaMyCKYIHO TIPUIOKEHHE, €CTEpUTE Ce pe3opOHpaT OT MICTOTO HA HHXKCKTHPAHE,
MOCJIEIBAHO OT HEMOCPEICTBCHO XHAPOIU3UpAaHe HAa AaKTHBHOTO BEIIECTBO JICKCAMETA30H.
JlexcameTa3oH auHaTpueB docdar ce pesopdupa MHOro OHP30 OT MICTOTO Ha MHKEKTUPAHE, KOCTO
ocurypsiBa Obp3 cTapT Ha JeicTBre. JlekcameTa3oH (PSHUINPOITUOHAT Ce Pe30pOHrpa MHOTO 1M0-0aBHO
OT MSCTOTO Ha HHXEKTHUPaHE, KOETO OCHTYPsIBa MPOIbIDKUTEITHA aKTUBHOCT. BpeMeTo 3a tocTurane Ha
MaKCHMaJIHa IJ1a3MeHa KOHLICHTPAIMs Ha IEKCaMeTa30H MPU roBe/ia, KOHe U Kydera € 60 MUHYTH Clie]
WHXEKTHpaHeTo. Bpemero Ha mosypasmaj cien MHTpaMycKyiaHO mnpunoxeHue e 30-96 uaca B
3aBHCUMOCT OT BHJa Ha )KUBOTHOTO. TO3W CPaBHUTEIHO JBIBI MEPUOJ] HA MOTYPA3Naj ce JbDKU Ha
OTHOCHUTEITHO cliabaTta pe3opOIus Ha JeKcaMeTa30H (GEHMINPOMHUOHAT OT MACTOTO HA HHXECKTHPAHE U
€ B KOMOHMHAIUS OT Pe30pOIHsiTa U Moypasmnaia.

BuonannyHOCTTa cliel KHTPaMyCKYJIHO TIpUIokeHHe € npuonu3nutenHo 100%.

5. DOAPMAINEBTNYHU JAHHHA

5.1 OcHOBHH HECHLBMECTHMOCTH

He e mpunoxxumo.

5.2 Cpok Ha romHocT

CpoOK Ha TOJHOCT Ha KpalHUS BETEPUHAPEH JEKAPCTBEH NPOAYKT: 2 TOJUHHU.
CpoK Ha TOTHOCT CJel IFPBO OTBapsSHE Ha IMbPBUYHATA OIAKOBKA: 28 THHU.

5.3 CroenuajHu ycj0BHf 32 CbXpPaHeHUe

Jla ce cbxpaHsBa B M3MPABEHO TOJIOKEeHHKE. J{a ce ma3u oT cBeTnHa.

5.4 Buau cbcTaB HAa TBPBUYHATA ONMAKOBKA

Crokien diakon ot 50 ml (tum 1), 3aTBOpeH ¢ XxanoreHOyTHII KaydyKoBa Tala U alyMUHHACBA Kalladka.
55 CnenmnajHu MepKH 32 YHUII0KABAHE HA HEM3MOJI3BAHM NMPOIYKTH WJIH OCTATHIHU OT TAX

BerepuHapHuTe JIeKapCTBEHU TPOYKTH HE TPAOBA Ja ObJAaT U3XBHPISHH Ype3 OTIMAHHU BOIU UK
OUTOBH OTIIAIBIIN.

Hznomn3Baiite IIporpamMu 3a BpbUIAHC IIPU YHHUIIOXKABAHCTO HAa HCU3IIOJI3BAHN BETCPUHAPHU
JICKApCTBCHU MPOAYKTHU UJIK OCTATBhLU OT TAX B CbOTBETCTBUC C U3UCKBAHUATA HA MECTHOTO

3aKOHOJIATEJICTBO M C BCUYKH HAI[MOHAIHYM CUCTEMH 33 ChOMpaHe, IPUIIOKUMHU 32 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOTYKT.

6. HUME HA ITPUTEXXATEJISI HA PASPEIIEHUETO 3A THPI'OBUSA

Intervet International B.V.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUs



0022-1956

8. JATA HA ITBPBOTO U3JIABAHE HA PABPEIHIEHUETO 3A ThPI'OBUS

JlaTa Ha TEPBOTO WM3IaBaHE Ha pa3pemIeHueTo 3a Thpropus: 27/02/2013.

9. JATA HA NIOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

08/2025

10. KJIACHUO®UKAIIUS HA BETEPUHAPHUTE JIEKAPCTBEHU MTPOJAYKTHU
Jla ce oTITycka camo 10 JIEKapCcKO MpeArucaHme.

[Monpo6Ha uHMOpMaLMs 3a TO3U BETCPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpUTE B 0a3ara JaHHU
na Coro3a otHocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

22.8.2025r.

X

[-P KPACMWP 3/IATKOB
AVNPEKTOP HA ANPEKLINA KB
Signed by: KRASIMIR YANKOV ZLATKOV
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