B. INCTOBKA



JIMCTOBKA 3A:

Dexafort
I/IH)KGKHI/IOHHa BOJHA CyCHeH3I/I$I C dexamethasone 3a roecjga, KOHE, queTa U KOTKHN

1. HUME U IIOCTOSHEH AJIPEC HA IIPUTEXATEJISAA HA JIMILEH3A 3A YIIOTPEBA
N HA ITIPOU3BOAUTEJIA, AKO TE CA PA3JINYHU

HDI/ITC)K&TCJ‘I Ha JIMIICH3a 3a ynome6a:
Intervet International B.V.

Wim de Korverstraat 35

5831 AN BOXMEER

The Netherlands

IIpousBoauTenn, OTTOBOPHM 3a OCBO60)K,H3.B3.HC Ha DapTuaaTa.

Vet Pharma Friesoythe GmbH

Sedelsberger Strasse 2

26169 Friesoythe

Germany

2. HAMMEHOBAHUWE HA BETEPUHAPHOMEIUIINHCKHUA TPOAYKT
Dexafort

3. CbAbP/KAHUE HA AKTUBHUTE CYBCTAHIUUU U EKCUUIIMEHTUTE

1 ml ceabpika:

AKTHBHM CyOCTAHIIUM:

Dexamethasone phenylpropionate 2.67 mg
(exBuBanmented Ha 2.0 mg Dexamethasone/ml)
Dexamethasone disodium phosphate 1.32 mg

(exBuBanented Ha 1.0 mg Dexamethasone/ml)
4, TEPAIIEBTUYHMU ITIOKA3AHUA

ITpoTHBOBB3NATIUTEIHO, TPOTUBOATIEPTUIHO, INIMKOHEOTCHHO JEHCTBUE U MPEIU3BUKBAHE HAa pasKIaHe
NpY KpaBu.

5. ITPOTUBOIIOKA3AHUSA

[IpoTHBOMOKAa3aHUATA 3a NPUIIAraHe Ha KOPTUKOCTEPOMIUTE ca npuiokumu u 3a Dexafort:

- Jla He Cce W3IOJ3Ba MpU 3aXapeH auadeT, OCTeoImopo3a, XHUIEepaJApeHOKOPTUKOU3BM, OBOpEeUHH
3a00JIIBaHUS ¥ ChPJICYHA HEJIOCTAThYHOCT.

- Ja He ce wusNnoim3Ba npud HHQEKIMO3HM Ooyectd, 0Oe3 Ja € Ha3HayeHa MOJAXOsINa
MPOTUBOMH(EKIIMO3HA TepaIys, IpHUaraHa B ChIIIOTO BpeMe.

6. HEBJIATOITPUATHU PEAKIIUN

KopTukocrepouante, KaTo JeKcaMeTa3oH, TMPEAM3BUKAT TMPOsSBA Ha MHOTO U Pa3jInYHH
HEeOJIAronpusATHU peakiuu. Te Morar Jia MpUYMHIT cuMIToMu Ha Oosectra Ha Kemmur (Cushingoid
Symptoms), CBIPOBOXKIAIIM C€ ChC 3HAYUTEIHM NPOMEHM B MerTabojM3Ma Ha MAa3HUHHTE,



BBIJIEXUJIPATUTE, MPOTEMHUTE M MMHEPaIHUA METa0O0IM3bM, BKIIOUUTEIHO HENPABUIHO
pasnpeseneHue Ha TeIeCHUTe Ma3HUHH, MYCKYJIHa C1a00CT U OCTEOIIOPO3a.

BB3MOXXHO € Ja NpUYUHAT TOJAMypus, moiuauicus u monudarus. [lo Bpeme Ha IiedeHHe,
eeKTHBHATA ]03a MOXKeE Ja MOATHCHE XUIOTAIaMO-XUo(r3o-Hanobp0peyHaTa Bpb3Ka.

W3non3BaHeTo Ha KOTPUKOCTEPOMIM IPU JAKTHPALIM KPaBU MOXE Ja IPEeJu3BHUKAa BPEMEHHO
MOHM)KaBaHE Ha MJIEKOHAO4.

[Ipenu3BUKBAHETO HA paskAaHe ¢ KOPTUKOCTEPOUIU MOXKeE Ja JOBEJE 10 MOHWKEHA KU3HECIIOCOOHOCT
Ha IJI0OZa U yBEeJIMYaBaHe Ha CIydauTe Ha 3aIbp)KaHe Ha IJIalleHTaTa.

Koprukocrepouaure Morar 1a npeIu3BUKaT UMYHOCYTIPECHS.

B mHoro penxu ciaydau (mo-manko ot 1 >kuBotHO Ha 10,000 XMBOTHH, BKIIOUHTEIHO H30JIMPAHU
CHOOLICHNUS ), MOXKE Ja C€ MPOSIBAT PEaKLUH Ha CBPBbXIyBCTBUTEITHOCT.

Axko 3abenexnTe HAKAKBO CEPHO3HO BBH3CHCTBHE HIH APYTH e(heKTH, BCICACTBHE OT yIoTpedara Ha
to3u BMII, koWTo HEe ca omHWcaHX B Ta3W JIMCTOBKA, MOJsA He3a0aBHO 1a yBeloMHTe Barus
BETEPUHAPCH JIeKap.

1. BUJOBE )KUBOTHM, 3A KOUTO E IPEJHA3ZHAYEH BMII
I'oBena, koHe, Ky4eTa 1 KOTKH.
8. JO3UPOBKA 3A BCEKHM BUJI )KUBOTHO, METOJ1 U HAYNH HA ITPUJIATAHE

I'oBena u kore — 0.06 mg/kg 1.m. (0.02 mI/Kg T.M.), HHTPaMYCKYJTHO TPHITOKEHIE.
Kyudera u xkotku — 0.15 mg/kg T.m. (0.05 ml/Kg T.M.), HHTpaMyCKyJTHO MM TIOJKOKHO MPHUIOKEHHUE.
JleuenuneTo Moxke a ce NOBTOPU ciiel 7 JHU.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

Dexafort ne TpsiOBa a ce ynorpedsiBa CbBMECTHO C BAKCHHH, Thil KATO KOPTHKOCTEPOHIUTE MOraT Ja
HaMaJIAT UMYHHUS OTTOBOp CJIE]] BAKCHHAIHSL.

10. KAPEHTHM CPOKOBE

I'oBena:

Meco v BbTpeIIHN OpraHu: 53 IHU.
Musko: 5.5 nau (11 uzgosBanms).
Kone:

Meco u BbTpelHu opranu: 47 THU.

11. CIENOUAJIHHU YCJIIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

Ja ce chxpansiBa Jjajied OT MMOTJIeIa U Ha HEAOCTHITHY 3a JIella MecTa.

Ja He ce um3moi3Ba TO3M BETEPUHAPHOMEAMIIMHCKM MPOAYKT ClI€[ M3THYaHE CPOKa Ha TOJIHOCT,
MMOCOYEH BbPXY €THKETA.

Ja ce cpxpaHsiBa B U3MIPaBEHO MOJIOKEHHE.

Cpok Ha TOJHOCT cJie/l MBPBOTO OTBAPSTHE HA OMMAKOBKATa: 8 CEAMMIIN.

12. CHEHNUAJIHU NPEAYHNPEXIEHUS

CoenyanHy Npeaynpesk/IeHUs 32 BCEKU BUJ JKMBOTHH, 32 KOUTO € npeaHazHayeH BMIT:

[a He ce mpuiara npu OpEMEHHH KMBOTHH, OCBEH 3a MPEIU3BUKBAHE HAa PayKaaHe.
Dexafort TpsioBa 1a ce mpuiiara caMo B MHOTO PaHEH CTaJIil Ha JTAMHHHUT [PU KOHETE.

CrenuaaHy OpeAna3’Hy MEPKH 3a )KMBOTHUTE NPU yHnoTpedara Ha NpOJyKTa:
He e nmpuioxumo.




CHCQI/I&HHI/I npearnassy MCEpKH 34 JdIaTa, IMIpujiaaramy BETCPUHAPHOMEIUIIMHCKHUA TIPOAYKT Ha
KUBOTHUTC.

He e mpuinoxumo.

BpemeHnHoCT:
[lpunaraneto Ha KOPTUKOCTEPOHMIU B pPaHHUTE MeCCM Ha OpPEMEHHOCTTa MOXE Ja HPUYUHH

yBpexaanus Ha ¢eryca. [Iprnaranero M B IO-KbCHU MECEI Ha OPEMEHHOCTTa MOXKe J1a PEAN3BUKA
abopTH WK MTPEKAECBPEMEHHO PaXKIaHe.

BsaumorneiicTBre ¢ IpYyry BETEPUHAPHOMETUITMHCKY MPOAYKTH U APYTH POpPMU Ha B3aUMOJICHCTBHE:
Dexafort ne TpsioBa na ce ynotpebsiBa CbBMECTHO C BAKCHHH, Thil KATO KOPTUKOCTEPOUIUTE MOTAT Jia
HAMaJIAT UMYHHUS OTTOBOD CJIC]] BAKCHHAIIHSL.

IIpenosupane (CHUMITOMH, CIIEIIHA MEPKH, AHTHUIOTH).
Bucokure 1031 KOPTUKOCTEPOUIN MOTAT Ja IPUYHHST ChHIMBOCT U JIETAPTHUs IPH KOHETE.

HecbBMecTHMOCTH:
He e mpunoxumo.

13. CHELHUAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3ITOJI3BAH IMTPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKHNBA

ITonuraiite Bamus BeTepuHapeH JeKap KakBo Ja npaBute ¢ HeHyxHute BMII. Te3u mepku e nmomorsar
3a OIa3BaHE HA OKOJIHATA Cpefa.

14. JATATA HA MMOCJIEJHATA PEJAKIHSI HA TEKCTA
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