KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBM PA3ZPEIIEHHUE 3A TBhPI'OBHUS C BJIII Ne 0022-3102

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Caniphedrin 50 mg tabieTku 3a Ky4eTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika Tabnerka chabpika:

AKTHBHO BellIECTBO:

Ephedrine hydrochloride 50 mg

(exsuBanmentro Ha 41,0 mg Ephedrine)

HOMOIIIHI/I BellecTrBa:

KosmyecTBeH cbeTaB, ako Ta3u nHGopManus e
BaKHA C OIJIE/l HA IPABHJIHOTO NpWIaraHe Ha
BeTePUHAPHUS JIeKAPCTBEH NPOAYKT

Kenatun

Kaprodena ckopOsina

JlakTo3a MOHOXUApPAT

Tanx

Henyno3a, MUKpOKpHUCTAIIHA

I'munepoin 85%

Benu Tabmetku ¢ pa3aciunTeiiHa 4epTa. TabneTkuTe MOXKe Ja 6T>,HaT Pa3aciIiCHU Ha 2 paBHU 4aCTHU.

3. KIIMHNYHA THOOPMAIUSA

3.1 Bwunaose :KUBOTHH, 32 KOUTO € npeanazHadyen BJIII

Kyuera

3.2 Tloka3anmus 3a ynorpeda 3a BCeKM BH/I JKUBOTHH, 32 KOWTO e MpeIHA3HAYEH MPOAYKTHT

Jleuenue Ha YpyHapHa MHKOHTUHCHI M, IPEAN3BHUKAaHA OT HCJOCTATHbYHOCT Ha YpPETPAJIHUA
C(l)I/IHKTepOB MCXaHHU3bM CJIC OBAPHUOXUCTCPCKTOMMUS HA KCHCKU Ky4dCTa.

3.3 IIporuBomokazaHus

[a He ce u3mon3Ba NpH Ky4yeTa CbC ChbPACYHOCHA0BO 3a00IsIBaHe (HAIP. KapAMOMUOIIATHS, APUTMHUS C
TaXUKapIusl, XUIIEPTOHUS ), XUIIEPTUPEOUAN3BM, 3axXapeH quadeT, yBpeaeHa ObOpeuna GpyHKOuS win
rJIayKoMa.

Ja He ce u3MOJI3Ba €AHOBPEMEHHO C XaJOr€HUPAHM HAPKOTUYHU CPEICTBAa KaTo XaJoTaH WU
MeTokcudiypan (Bux 1. 3.8).

Ja He ce wW3MON3Ba MPH CBPBXYYBCTBUTEIHOCT KBbM aKTHBHOTO BEIIECTBO HIU KbM HSKOE OT
MIOMOIITHHUTE BEIECTBA.
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3.4 ChneunuajaHu npeaynpexiaeHust

BerepuHapHUsT IeKapCTBEH MPOAYKT HE € TOIXOIAIN 3a YIIOTpeda Py HEMPaBIIHO YPUHUPAHE KATO
MOBEICHYCCKH MTPOOIIEM.

[pwu xeHcku Kydera o 1-ToAuIIHA B3pacT MpeIn JISUeHHE TPIOBa Jja ce MPEIeHH Jali ©
BBH3MOXKHO MHKOHTHHEHIIUSATA J]a CE IBJDKM Ha aHATOMUYHU HAPYIICHUSL.

BaxHo € n1a ce uaeHTUGUIMPAT BCIKAKBU ChITBTCTBAIN 3a00 IsIBAaHYSI, TPHYUHIBAIIN
nonuypust/monmuauticust (ITY/I11), kouto Moke morpenrHo aa Ob1aT AHATHOCTHIIMPAHH KaTo
ypUHapHa WHKOHTHHEHITHS.

3.5 Cneuuajnu npeana3Hu MepKH NpH ynorpeda

CrenmanHy npeana3sHy MEPKHU 3a 0e3omacHa ynorpeda IIpyu BUA0BETE )KUBOTHHU, 38 KOUTO €
npeaHaszHayen BJIII:

CopaeunochaoBaTa (pyHKIHS Ha KydeTo TpsAOBa /1a ObJe BHIMATEIIHO OIIEHEHA MPEI 3all0YBaHe Ha
JICYCHUETO C BETCPUHAPHUS JICKAPCTBEH MPOAYKT U CJIe/IBa Ja Ob/Ie KOHTPOJIUPAHA TIEPUOIUITHO 110
BpeMe Ha JICYCHUETO.

CHCHI/IEIJ]HI/I OpeanasHy MCPKH 3a JUIiaTa, Impujaaraimy BETCPpUHAPHUA JICKAPCTBCH IPOAYKT Ha
KHBOTHHUTC!

Xopa ¢ ycTaHOBEHA CBPbXUYBCTBUTEITHOCT KbM e(heIpuH TPsIOBaA J1a N30sIrBaT KOHTAKT C
BETEPUHAPHUS JICKAPCTBEH MPOIYKT.

Edenpun XxunpoxmopuabT Moke 1a Ob/ie TOKCHYCH MPH MOTIBIIAHE U IMOTIIBIIAHETO MOXKeE /1a € Ob/1e
¢aranHo, ocobeHo mpu nena. HeGnaronpuaTHATe peakuy MOXe Ja BKJIIOYBAT HHCOMHUS M HEPBHOCT,
3aMmaiiBaHe, raBo0oKe, MOBUILICHO KPBBHO HAJSTraHe, YBEIMYCHO MOTEHE U TaJICHE.

3a na ce n3berHe ciry4aiHO MOTTBIIaHE, 0COOCHO OT JIeTe, BETCPHHAPHUST JIEKAPCTBEH MPOIYKT
TpsiOBa Jla ce Ipuiiara jajied oT MorJieaa Ha Jena. HemsnonsBanure yactu ot TabneTrkara TpsoOBa 1a
ObIIaT BEPHATH B OTBOPEHOTO THE3/IO0 HAa OIUCTEpa U OIUCTEPhT TPsiOBa Ob/e MOCTaBeH 0OpPaTHO B
OIIaKOBKaTa M J]a Ce ChXpaHsiBa Ha OE30IacHO, Jajed OT IOTJIea U Ha HEJOCTBITHO 32 JIela MsICTO.
[1pu ciryyaiiHo HorTBIaHe, 0COOSHO OT JIela, He3a0aBHO J1a Ce MOTHPCH MEANIIMHCKH ChBET, KaTo Ha
JieKapsi ce MpeI0CTaBy JIMCTOBKATA WIIM €TUKETA Ha MPOIYKTA.

Crporo ce npenopbuBa OpPEMEHHNUTE JKEHH J1a HOCST HEMPOITYCKIUBH PHhKaBUIM MTPH paboTa ¢
TabJeTKUTE.

Cunien npuilarane Ha BETEpUHAPHUS JIGKaPCTBEH MPOIYKT, PhLETE TPSIOBa Ja Ce M3MUST MIATEITHO.

Crernuaanu OpeanasHy MCPKH 3a 3allliTa Ha OKOJIHATa cpcja.

He e npunoxxumo.

3.6 He0maronpusiTHu peakuuu

Kyuera:
Penku Vckopen mysict, kamepna apurmus!;
(1 mo 10 ma 10 000 Tperupanu CK3UTAIHS .
JKUBOTHH):

C nHeonpeiesieHa 4ecTota (0T HAMYHUTE | TaXuKapaus?, IPeAChPAHO MBKIEHE?, TOBUIIEHA
JaHHH HEe MOXKe J1a ObJie HalpaBeHa ChpJIeYHa 4eCTOTa?, Iepu(epHa BA30OKOHCTPUKIIHS,

OLIEHKA): Beschune?, Bu3Oyna?;

MycKynen TpeMop?, Mupuasa’;
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benonpobHo Hapynienue (OpoHXonuIaTanys 1
NOHIKAaBaHE Ha CITy300TACIITHETO B JIMTABUIIMTE HA
JMXATeTHUTE TbTHINA)?;

XUMNOMOTHJINUTET Ha XpaHOCMMWJTATCIIHU S TpaKTz.

'Tesu cumMnTomMu M34e3BaT Clie HAMANSBAaHE HA J03aTa WM IPEKPATABAHE HA JIEUYEHHETO.
2Te3u peakMu MOXKE JIa Ce HOIydaT IIPU NPEeNopbUUTEIHATA TepalleBTHYHA 03a, IOPaIu
(hapMaKOJIOTUIHHUTE XapaKTESPUCTUKH Ha eenpuH.

CpoOmiaBaHeTo Ha HEOJIATONPUATHHU PEaKIIUU € BaxkHO. ToBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BETEpUHAPHUS JIeKapcTBeH NpoAyKT. ChoOmieHusTa TpsiOBa 1a ce n3mpaniar, 3a
MpEMOYUTaHe Upe3 BETEPUHAPEH JIeKap, MU Ha IPUTEXATeNs Ha Pa3pelIeHneTo 3a ThPTrOBHS WM Ha
MECTHHSI My TIPEICTABUTEI, FJTH Ha HAITMOHATHHUS KOMIIETEHTEH OpraH upe3 HallMOHATHATa CUCTeMa 3a
choOIIaBaHe. 3a ChOTBETHHUTE TaHHU 32 BPBh3Ka BIKTE JIFICTOBKATA.

3.7 Ymnorpeda mo BpeMe Ha OPeMEHHOCT, JJAKTAIUS WIH sIiilleHOCeHe
He e npunoxxumo.

3.8 B3aumopaeiicTBHE ¢ IPYrd BeTEPHHAPHHU JIeKAPCTBEHH MPOAYKTH U APYTd (popMH HA
B3auMoOJeHcTBHE

[eiicTBuero Ha edenpruHa U PUCKBT OT HEOJArONPHUATHH PEAKLUUM MOXE Ja ObJaT yBEJIWYEHH NpU
€HOBPEMEHHO MPUIIOKEHNE C METUIKCAHTUHU U CUMIIATUKOMUMETHIIH.

Edenpunbt MoXke 1a yCKOPHU TIIOKOKOPTUKOUHHS META00IHU3BM.

EnnoBpemenHoTo My npuiokeHre ¢ MAO-HHXUOUTOPH MOXKE J]a IPUYMHN XUTICPTOHHSL.

Edenpunbt MoXxe 1a yBeIHMYH pHCcKa OT TeOUINHOBA TOKCUYHOCT.

[lpy koMOWHHWpaHEe CBC CBPACYHM TJIMKO3UIW (HANp. JOUTOKCHH), XHWHHUH, TPUIMKIUYHU
AHTHUJICTIPECAHTH M XaJOreHUPAaHH HAPKOTUYHU CpelicTBa (BHXK T.3.3) CBIIECTBYBA PHCK OT ChpJieuHa
apUTMHSL.

BCI]_ICCTBaTa, KOHWUTO BOJAT A0 YBCINYaBaHC Ha HUBATA HA pH B YpUHATa, MOrat aa yaAbJi>KaT
CKCKpCHUUsATa Ha 6(1)6,Z[pHH, KOCTO MOXKE 1a 1OBEAC N0 YBCINYCH PUCK OT H€6J'IaFOHpI/I$ITHI/I PCaKkIuu.

Bemectsara, KOuTo BOJAT 10 NNOHMKAaBaHe HA HUBATa Ha pH B ypuHaTa, Morart J1a yCKOpAT
eKCKpenuATa Ha eeaprHa, KOETO MOXKe Ja JOBeJIe JI0 HaMaJsiBaHe Ha e(UKACHOCTTA My.
Crnen eqHOBPEMEHHO JICUEHUE C €proT AKATOUAN U OKCUTOIMH, MOKE J1a CE MOJTydaT
Ba30KOHCTPUKIIUH.

CHUMNaTOMUTHLUTE MOTaT 1a HAMaJAT epuKacHOCTTa Ha edelpuHa.
3.9 HauyuH Ha IPHJIOKEHNE U T03UPOBKA

IIepopanHo npunoxkeHue.
TabnerkuTe Moxe Ja ObJe pa3/ieleHd Ha 2 paBHH YacTH, 3a /1a CE OCUT'YPHU NPELM3HO JO3HUPAHE.

[IpenopbunTenHaTa HavyainHa 103a € 2 mg edeApuH XUAPOXIopua (ChoTBEeTCTBalIa Ha 1,64 Mg
etenpun) Ha Kg TemecHa maca (T.M.), eKBUBaJIeHTHO Ha 1 TabmeTka Ha 25 kg T.M. Ha JIeH Ipe3 TbPBHUTE
10 nuu ot ieueHueTo. JIHeBHATA J103a MOXKe J1a Objie pa3zeieHa. lllom ce mocTurHe xenaHusT eexr,
Jo3aTa MOXKe J1a Ob/ie HaMasieHa 70 €1Ha MOJIOBUHKA WM MTO-Majko. Bb3 ocHOBa Ha HaO01aBaHUS
e(eKT 1 KaTo ce B3eMe 1101 BHUMaHHE YeCTOTaTa Ha MpOosiBa Ha HEOJIArONPHUsTHU PEaKIty,
WMHIMBUyalHaTa 103a TpsiOBa Jia ce aJanTupa, 3a Ja ce OTKpue Hal-HuCcKaTa eeKTHBHA 103a. Haii-
HHUCKaTa eeKTUBHA 1032 TPSAOBa Ja ce MOJABpKa 3a NPOIBILKUTENHO jJedeHue. B ciryuaii Ha
BBH300HOBSIBAHE HA CHMIITOMHTE, /103aTa TPsIOBA OTHOBO J1a Ce YBEIU4H JI0 2 mg edeapuH
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xuapoxyopua Ha kg T.m. Jlopu korato ce ycTaHOBH e(eKTHBHATA 1034, KyueraTa TpsiOBa 1a
NpOBIDKAT 1a ObJaT HAOII0JaBaH! HA PEIOBHH HHTEPBAJIH.

KoHneHTpanusaTa Ha akTUBHOTO BEIIECTBO B Ta3M TabJETKa HE € MPeIHAa3HAUCHA 32 KydueTa C TeJecHa
maca nox 12,5 kg (nmpenoppuutenna HadanHa go3a 2 mg/kg).

3.10 CumnroMu Ha mpeno3upaHe (M KOraTo € NPUJI0:KUMO — MPOLEAYPH HA JieiicTBHE pH
CIIEIIHYU CIYy4Yau U AHTHIOTH)

IIpn mpemosupaHe ¢ BHCOKH JO3M MOXE Ja C€ IONyYaT CIEeTHUTE HEOIAaronmpHuATHU pPEeaKIyu:
TaxuKapAusl, TaXUapuUTMUs, TOBPBIIAHE, YBEJIWYCHA TPAHCIUpAIUs, XUIICPBEHTUJIAIUS, MYCKYJIHA
c1abocT, TPEMOP ChC CBPBXBB30Yy1a U HECTIOKOMCTBO, TPEBOXKHOCT M MHCOMHUSL.

Mosxe fa ce 3amo4He cIeJHOTO CUMITOMaTHYHO JICUCHHE:

- CTOMalIHa IPOMHUBKA, aKO € HEOOXOI1MO;

- B CIydYail Ha TeKKa CBPbXBb30ya, IpUiIaraHe Ha CeaTHBU KaTO AMa3enaM WK HEBPOJICTITHIIH;
- B CclydYail Ha TaXMapUTMUs, IpUilaraHe Ha Oera-OnokepH;

- YCKOpeHa eKCKpelus upe3 MOBUIIIaBaHe Ha KUCEIMHHOCTTa Ha ypUHAaTa U yBeJIHueHa Inypesa.

3.11 CneuuajHu orpaHuveHus 3a ynorpeda v crieMaJHH YCJIO0BHS 32 yNOTpeda, BKJIIOYUTETHO
OrpaHNYeHMs 32 yNoTpedaTa HA AHTUMHUKPOOHH M MPOTHBONAPA3ZUTHH BeTePUHAPHH
JIeKapCTBEHHU NMPOIYKTH, C LeJ A ce OTPAHUYN PUCKBT OT Pa3BUTHE HA Pe3NCTEHTHOCT

He e mpunoxumo.

3.12 KapeHTHHU CpOKOBe

He e npunoxxumo.

4. DAPMAKOJIOTHYHA HHO®OPMALIUSA
4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTu4eH kol (ATCvet Code): QG04BX90
4.2 ®dapmakoguHAMHKA

Edenpunbt cTumynupa qUpekTHO ajida- ¥ OeTa-apeHEePruIHUTE PELEHTOPH, KOUTO CE CpeliaT BbB
BCUYKH OPraHHU CUCTeMH. TOW CTHMyJIMpa ChIIO M OTICISIHETO Ha KaTEXOJIAMUHHM OT HEBPOHHUTE Ha
CHUMITATHKOBATa HEPBHA cUcTeMa. Thi KaTo eheIpUHBT MPEMUHABA MTPe3 KPhBHO-MO3bUHATA Oapuepa,
TOM WHIyHHMpa W ePEeKTH, KOUTO CE€ MEIUHUpAT 4pe3 IEeHTpajdHaTa HEepBHa cucrema. EdenpubT
CHECIU(PUYHO TPUYMHABA KOHTPAKIMS HA BBTPEIIHUTE MYCKYJIM Ha ypeTpaiHus COUHKTED H
penakcanus Ha MYCKYJIUTE Ha MHUKOYHHUS MEXYp MOCPEJACTBOM CHMIATHKOMHMETHUYHO JICHCTBHE Ha
aJIPCHEPTUUHUTE PELETTOPH.

4.3 dapmMakoKHHETHKA

Cren mepopallHO TPWIOKEHHE TOM ce pe3opOmpa Obp30 W MPAKTUUSCKH HAITBJIHO, KATO TMHKOBUTE
TUTa3MEeHH HUBa ce gocturar cien 1 yac. Edeapunst ce pasnpenesns 0bp30 BbB BCHUKH ThKaHU U MOXKE
cblo Taka Aa npoHukHe mocteneHHOo B LIHC. Edenpunbr He ce pasrpakaa upe3 €IHOTEHHHTE
KaTeXOJAMHHOBH ITBTHUIIA, KOETO 0OSACHSIBA YABIDKEHOTO MY ACHCTBHE B CPaBHEHHE C aJipeHanrHa. N-
JIEMETHIIUPAHETO TPOU3BEXKIAa OCHOBHHS MYy METabOJIUT HOpedeapnH, MomeH MeTaboInT, KOMUTO ce
¢dopmupa MHOTO OBpP30 TPH KydeTa W W3MIEKIa JONpUHACS 3HAYHUTENHO 32 edekra Ha edenpuHa.
EnmumuHupaneTo craBa upe3 ObOpermTe U € TOo4TH 3aBbplieHo ciien 24 yaca. [TomyxuBoThT € 3 110 6
yaca.

5. DAPMALIEBTUYHU JAHHU
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5.1 OcHOBHH HECHBMECTHMOCTH

He e mpuinoxumo.

5.2 Cpoxk Ha rogHoCT
Cpox Ha TOHOCT HAa KpaiiHHs BETEPUHAPEH JICKAPCTBEH NPOIYKT: 3 TOANHH.
5.3 Cneuuaanu ycjaoBusi 32 CbXpaHeHHe

ﬂa CC CbXpaHsdaBaT 6J'II/ICTepI/ITe BBHB BbHIIIHATA OIIaKOBKaA € 1EJI MPCAINa3BaHe OT CBETJIMHA.
ﬂa HE CC OXJIaXXKJ1a WM 3aMpassaBa.

Hewsnoms3Banute pasmeiacHu TaOJIeTKH TpsAOBa ma ObAAT BBPHATH B OJIMCTEpa W HM3IOJ3BAHU IPH
cie/Bamiara 103a.

5.4 Buau cbcTaB HA MBPBHYHATA ONMAKOBKA

TomnuHHO 3amevyaraHa OJUCTEpHA OMAKOBKa, ChCTOSINA CE OT amyMuHUEeBO Goaro u PVC douo ¢ mo
10 Tabnerku Ha 6IUCTED.

Pa3mep Ha onakoBkara:
Kapronena kytus, cpappixama 10 6mmcrepa, Bceku ot Kouto ¢ 10 TabneTku.

55 CrnenuajHun MEPKH 32 YHUINOKABAHC HA HEU3IIOJI3BAHU MNPOAYKTH HJIH OCTATHUHU OT TAX

BerepruHapHUTe JIeKapCTBESHH POIYKTH HE TPAOBA J1a ObJaT U3XBHPISHH UPE3 OTIATHA BOJIU HITH
OUTOBHU OTMAIBIIH.

Hznon3BaiiTe [IporpamMu 3a BpbIIaHC IIPU YHHUIIOXKABAHCTO HAa HCU3IIOJI3BAHN BETCPUHAPHHU
JICKAPCTBCHU MMPOAYKTHU UJIIK OCTATHIU OT TAX B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO

3aKOHOZATEJICTBO M C BCHUKW HAIMOHAITHU CUCTEMHU 33 ChbOMpaHe, TPUIIOKUMH 33 ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MIPOIYKT.

6. HNME HA IIPUTE/KATEJISA HA PASPEIIEHUETO 3A ThPI'OBUA

VetViva Richter GmbH

7. HOMEP(A) HA PASPEHIEHUETO 3A ThbPI'OBUSA

0022-3102

8. JATA HA IBPBOTO U3JIABAHE HA PASPELHIEHUETO 3A ThbPI'OBUS

Jlata Ha TBPBOTO M3[]aBaHE HA pa3pelIeHreTo 3a Thpropusi: 22/12/2021

9. JATA HA NIOCJIEJHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTUKA HA
MHHPOJAYKTA

01/2025
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10. KJIIACH®UKAIIMSA HA BETEPUHAPHUTE JEKAPCTBEHHU NPOAYKTHU

I[a C€ OTITyCKa CaMo IIO JICKapCKO NPEAINMCaHUEC.

ITonpoOHa mH(pOpMAaNHS 3a TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HAaMepHTe B 6a3ara JaHHU
Ha Cpro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

Px Invalid signature

X

[-P KPACUMWP 3/IATKOB
AVNPEKTOP HA ANPEKLINA KBAT
Signed by: KRASIMIR YANKOV ZLATKOV
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