A.ETHKET

NHOOPMAILIUS, KOATO CE U3IINCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronena kytus

‘ 1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKHUSA NIPOAYKT

Caniphedrin 20 mg tabneTku 3a Ky4eTa

Ephedrine hydrochloride

‘ 2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA

Bcsika Tabnerka chabpiKa:
Ephedrine hydrochloride 20 mg
(exBuBamenTHO Ha 16,4 mg Ephedrine)

‘ 3. DAPMALIEBTUYHA ®OPMA

Tabnerkn.

‘ 4. PASMEP HA OITAKOBKATA

100 TabneTku

‘ 5. BUJOBE ’JKUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Kyuera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJ1 1 HAYUH HA ITPUJIOKEHUE

3a mepopaHo MPUIIOKEHHE.

[Mpeau ynorpeba mpoveTH JTUCTOBKATA.

| 8. KAPEHTEH CPOK

‘ 9. CHELOUAJIHU HPEAYIPEXIEHUS, AKO E HEOBXOANMO

Cy4alfHOTO MOTJIBIIAHE € ONACHO.

[Ipenun ynotpeda mpoyeTH TUCTOBKATA.

| 10. CPOK HA TOJIHOCT

EXP {mecer/roauna}



‘ 11. CHEINHUAJIHU YCJIOBHUSA 3A CbXPAHEHHUE

Jla ce ma3st OMcTepUTe BHB BHHITHATA OMAKOBKA C 11/ ITpe/Irna3BaHe oT cBeTnHa. J[a He ce oxaaxaa
WM 3aMpa3siBa.

HewusnonsBanuTte pasfesieHd TaONeTKH TPsAOBa Ja ObAAT BbpPHATH B OJHCTEpa W H3MOA3BAHH TPH
clie/iBallaTa J103a.

12. CHEIWUWAJIHU MEPKMU 3A YHUIIOKXABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHBA

VHuioxaBpaHe: MMpOYCTH JIMCTOBKATA.

13. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA” U
YCJI0BUA NN OTPAHUYEHUSA OTHOCHO PA3SITPOCTPAHEHHMETO U
YIIOTPEBATA, AKO E ITPHJIOKNUMO

Camo 3a BeTeprHapHOMEOMLMHCKA ynoTpeOa. [la ce oTimycka camo 10 JIeKapcKo MpeAnrcaHue.

14. HAIIHUCDHT “JA CE CbXPAHSABA JJAJIEY OT IIOI'VIEJA U HA HEJOCTBIIHA
3A JEIIA MECTA”

I[a C€ CbXpaHsiBa AajI€d OT IOTJI€aa U Ha HEAOCTBIIHU 3a A€1la MECTaA.

‘ 15. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXXATEJIA HA JIMIIEH3A 3A YIIOTPEBA ‘

VetViva Richter GmbH, 4600 Wels, Austria

| 16. HOMEPHA JIMIIEH3A 3A YIIOTPEBA |

0022-3101

| 17.  MAPTHJIEH HOMEP |

Lot {Homep}



MUHHUMYM HHO®OPMALUSA, KOATO TPABBA JJA BBJAE U3IIMCAHA BBPXY
BJIMCTEPHU WIN JIEHTHU

oaucrep ¢ 10 TadaeTku

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Caniphedrin 20 mg tabneTku 3a Ky4eTa

Ephedrine hydrochloride

‘ 2. HAUMEHOBAHUE HA IPUTEKATEJISA HA JIMIEH3A 3A YIIOTPEBA

VetViva Richter

‘ 3. CPOK HA TOJHOCT

Lot/EXP: BuxTe oTieyaTbK

| 4 NAPTMJEH HOMEP

Lot/EXP: BuKTe oTIIe4aTsK

‘ 5. HAJAIIMCHT “CAMO 3A BETEPUHAPHOMEJINIINHCKA YIIOTPEBA”

Camo 3a BeTepUHAPHOMEIUINHCKA yIOTpeoa.



JIMCTOBKA:

Caniphedrin 20 mg Ta6aerku 3a Ky4eTa

1. HUME U IIOCTOSHEH AIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITG)K&TGJ‘I Ha JIMIICH34a 34 VHOTDe6a 1 IPOU3BOANTECII, OTTOBOPEH 34 OCBO60)KI[aBaHe Ha naprujaara.
VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUS TPOAYKT
Caniphedrin 20 mg tabneTku 3a Ky4eTa

Ephedrine hydrochloride

Bt CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA U EKCUUIIUEHTUTE
Bcesika Tabnerka chabppiKa:

AKTHBHA Cy0OCTAHIIMA:
Ephedrine hydrochloride 20 mg
(exBuBasieHTHO Ha 16,4 mg Ephedrine)

Benu TabneTku ¢ ABe MpeceueHH ASTUTENHN YepTH. TadneTkuTe Moxe a ObJar pasielieH! Ha 2 WiH
4 paBHU YacTH.

4, TEPAIIEBTUYHU ITOKA3AHUSA

Jledenue Ha YpUHApHA HWHKOHTHHCHLUA, HNPCAU3BHKAHA OT HCAOCTATBYHOCT HA YPCTpPAJIHUA
C(l)I/IHKTepOB MEXaHU3bM CJIC]] OBAPHUOXUCTECPECKTOMMUS HA )KCHCKU Ky4dE€Ta.

5. IHPOTHUBOIIOKA3AHUS

Jla He ce n3MoiI3Ba NP Ky4eTa ChC ChPJCYHOCHI0BO 3a001gBaHe (HAIP. KAPIUOMHOIIATHS, APUTMUS C
TaxXUKapaus, XUIEPTOHUS), XUIIEPTHPEONIU3bM, 3aXapeH AHadeT, yBpeaeHa Ob0peuHa (GYHKIHS HIIH
riIayKoma.

Ja He ce u3MOJI3Ba €AHOBPEMEHHO C XaJOr€HUPAHM HAPKOTUYHU CPEICTBAa KAaTo XaJoTaH WU
MeTokcudypas (BIx T. 12).

Jla He ce uW3MOJd3Ba MPH CBPHXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTaHIMS WM KbM HSIKOW OT
EKCITUITAEHTHTE.

6. HEBJIATOIIPUATHU PEAKLIUN

B peaKu Ciiydau ca Ha6J'IIO,Z[aBaHI/I YCKOPCH IIYJIC, KAMCpHA apUTMUA U B’536yI[a Ha NCHTpaJHaTa
HEPBHA CUCTEMA. Te3u cuMITOMH HM3Ye3BaT CJICO HaMaJIABaHC Ha J103aTa WJIM IMPEKpaTABaHC Ha
JICYCHHUETO.



[Mopanu GpapMakoIOTHIHATE XapaKTEPUCTUKU HA eeJPUH MIPH NPENOPHUUTEIIHATA TPATIEBTUYHA

Jl03a MOTaT Ja ce TOJIyJaT CICTHUTE PEaKIIHH:

- ChpICeYHOCHIOBH PEaKIUH (KaTO TaXUKAPIUs, MPEICHPAHO MBKICHE, CTUMYJIMPAHE HA ChpjeyHaTa
JIEHHOCT U Ba30KOHCTPUKIIHS).

- CtumynupaHe Ha IeHTpaJHaTa HepBHA crucTeMa (BOZeo 10 Oe3chHre, Bh30yAa, HECTIOKOHCTBO U
MYCKYJTHU TPEMOPH).

- Mupnpuasa.

- bpoHxoaunaTanys 1 MOHMKAaBaHe Ha CITy300TACISHETO B IUTABUIINTE HA JTUXATEIHUTE ITHTHUINA.

- HamansBaHne Ha MOTHIIMTETA M TOHYCA HAa YpEBHATA CTEHA.

YecToTara Ha HEOMArONPUATHATE PEAKIIMU CE OMPEes Ype3 CleAHaTa Kiacu()UKaIHsL:

- MHOTO uecTH (moBeue oT 1 Ha 10 TpeTupanu >KUBOTHH, MPOSBIBALIY HEOIArONPHUATHH PEAKIIUH 110
BpEME Ha Kypca Ha eJIHO JICUCHHUE)

- yecTH (moBeue ot 1, Ho mo-Maiko ot 10 xuBoTHN Ha 100 TpeTHpaHU )KHBOTHH)

- He yecTH (1moBeue ot 1, Ho mo-Manko ot 10 sxuBotaM Ha 1 000 TpeTrpaHu >KMBOTHH)

- peaxu (toBede oT 1, HO mo-mainko oT 10 xuBoTHM Ha 10 000 TpeTUpaHH KUBOTHH )

- MHOTO pejikH (rmo-Manko ot 1 xuBotHO Ha 10 000 TpeTupaHu >KMBOTHH, BKIIIOYUTETHO U30JIMPaHH
CBHOOIICHUS).

Axko 3a0enexxnuTe HIKaKBH HEONaronpusITHA PEaKIUH, BKIIOUYUTEIHO U TAKMBA, KOUTO HE Ca ONHCAHU B
Ta3u JIMCTOBKA MJIM MUCIIUTE, Y€ BETCPUHAPHOMEIULIMHCKUAT IPOAYKT HE pabOTH, MOJIA A2
yBenoMmuTe Bamus BeTepuHapeH nekap.

7. BUJIOBE JKNBOTHMH, 3A KOUTO E IPEJJHASHAYEH BMII

Kyuera.

8. JAO3UPOBKA 3A BCEKH BU/J] ’KUBOTHO, METOJ U HAUYHH HA ITPUJIATAHE

3a nepopaiHO IPHIIOKEHHE.
TaOnerkute Moxe Aa ObAaT pa3gereHW Ha 2 Wid 4 paBHU YacTH, 3a J1a CE€ OCUTYPH HPELU3HO
JO3HUpaHe.

[IpenopruntenHara HadaHa 7032 € 2 mg edeApUH XUAPOXIOPH (ChOTBETCTBaIA Ha 1,64 Mg
edenpun) Ha Kg TeecHa maca (T.M.), eKkBHBasieHTHO Ha | Tabierka Ha 10 kg T.M. Ha JicH 1Ipe3 MbpBHUTE
10 nuu ot neueHueTo. JlHeBHATA J103a MOXKe J1a Obje pa3zeieHa. lllom ce mocTurHe xenaHusT eexr,
J03ata Moke J1a ObJie HaMalieHa JI0 eJlHa MMOJIOBUHKA I Mo-Mallko. B3 ocHOBa Ha HaO 0 1aBaHUs
eeKT U KaTo ce B3eMe I10Jl BHUMaHKEe YeCTOTaTa Ha MposiBa Ha HEOJIArONPHUsITHU PEaKIlvy,
MHIMBUYyallHaTa 103a TpsiOBa J1a ce aJanTupa, 3a Ja ce OTKpue Hai-HucKaTa eeKTHBHA 103a. Haii-
HHUCKaTa eeKTUBHA 03a TPsAOBa Aa ce MoJUIbprKa 3a ABJITOCPOUHO JeueHue. B ciryuait Ha
BBH300HOBSBaHE HA CHMIITOMHTE, 103aTa TPsiOBAa OTHOBO JAa ce yBeIu4u 10 2 mg edeapuH
xunpoxiopun Ha kg T.M. Jlopu korarto ce ycTaHOBH epeKTHBHATA /1032, KydeTara TpsiOBa jia
NPOJBIDKAT J1a ObIAT HAOJIOJaBaH! HA PEJIOBHU UHTEPBAIIH.

KonnenTpanusita Ha akTHBHATa CyOCTaHIMs B Ta3u TabJjeTKa He € npelHa3HaueHa 3a KyJera ¢
TenecHa Maca ox 2,5 kg (mpenoppuntenHa HaganHa go3a 2 mg/kg).

o CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

TabneTkuTe MOXKe Aa ObJaT pa3aeseHu Ha 2 UiTH 4 paBHU YacTH, 3a J]a C€ OCUT'YPH MPEIM3HO
Jl03UpaHe.
Bpemennwnre sxeHr TpAOBa 1a HOCAT PHKABHUIIH.



10. KAPEHTEH CPOK

He e mpuinoxumo.

11. CHELHUAJIHU YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce cpxpaHsiBa aned OT MOrJie/ia M Ha HeJOCTHITHH 32 Jiela MecTa.

Jla ce massar OaucTepuTe BHB BHHIIHATA OMIAKOBKA C IIeJ MPeNa3BaHe oT CBeTIMHA. [la He ce oxnaxa
WM 3aMpa3siBa.

Hewsnoms3Banute pasmeiacHu TaOJIeTKH TpsAOBa ma ObAAT BBPHATH B ONMCTEpa W WM3IMOJ3BAHU IPH
cleBamiara 103a.

Jla He ce u3M0a3Ba TO3M BETEPUHAPHOMEIUIIMHCKY TIPOAYKT CIIE U3THYaHE CPOKA Ha TOJTHOCT,
MOCOYEH BHPXY OJHCTepa ¥ KapToHa cliel ,,I ofieH 0. CpoKbT Ha TOHOCT OTTOBapsI Ha MOCIISTHUS
JICH OT TO3H Mecell.

12. CIHIEIUWAJIHU NPEAYHNPEXIEHUSA

CrenmanHy npeaynpexJIeHHs 3a BCEKH BUJI )KHUBOTHH, 338 KOUTO € npenHazHayen BMIT:

ITponyKThT HE € MOAXOAAN] 32 YIIOTpeOa P HEMPaBUIHO YPUHUPAHE KaTO MOBEICHIECKH IPOOIeM.
ITpu >xeHCKH Ky4eTa moJl 1-rouiHa Be3pacT Mpeiu JeueHne TpsOBa Aa ce MPeleH! Aajln €
BB3MO)KHO MHKOHTHHEHIIMATA /1a C€ IBJDKU Ha aHATOMUYHHU HapyIIEeHUs.

BaxHo e na ce naeHTuGUuUpPaT BCIKAKBH CHITBTCTBAIIN 3a00JIIBaHU, IPUUMHSIBALIT
nonuypust/momuauticust (ITY/I11), kouto Moke morpenr€o qa ObAaT AUArHOCTUIIMPAHH KaTo
ypUHapHAa HUHKOHTUHEHIIHS.

CrenmanaHy Ipeana3sHy MEPKHU 3a )KUBOTHHUTE IIPU yHoTpeOaTa Ha IIPOYKTA:
CopaeyHochioBaTa (QyHKIMSA Ha Ky4eTo TPsAOBa J1a O'bJic BHUMATEIIHO OIICHEHA NPE/IU 3all0YBaHe Ha
JIEYCHUETO C TIPOYKTa U cleBa Ja 0b/Ie KOHTPOJIUpaHa MePUOJINIHO TI0 BpeMe Ha JISYCHUETO.

CrenuaiHy pe/Ia3Hid MEpKH 3a JINIATa, PUIaraid BeTepUHAPHOMEUIIMHCKHS IIPOAYKT Ha
JKMBOTHUTC!

Xopa ¢ ycTaHOBEHa CBPBXYyBCTBHTEIHOCT KbM eeprH TpsiOBa 1a U30ArBaT KOHTAKT C
BETCPUHAPHOMECIUITUHCKUA IIPOIYKT.

Edenpun XuapoxmopuabT MOXKe Aa ObJie TOKCHYEH TIPH MOTIIBINAHE U TOTTBIIIAHETO MOYKE /1a € Ob/e
¢aranaHo, ocodbeHo npu aera. HeGraronpusSTHATE Peakiiik MOJKE JIa BKIIFOYBAT HHCOMHUS M HEPBHOCT,
3amaiiBaHe, rI1aBo00JIMe, TIOBHUIIIEHO KPHBHO HAISITAHEe, YBEJIMUYCHO MOTEHE U TaJIcHE.

3a 11a ce u3berHe ciy4aiHo MOTIBIIAHE, 0COOCHO OT JIeTe, IPOIYKTHT TPIOBa Jia ce mpuiiara gaied ot
norjeaa Ha jaetia. Hensnons3BaHuTe 4yacT OoT TabjaeTkara TpsioBa 1a Ob1aT BbPHATH B OTBOPEHOTO
THE3/10 Ha OyincTepa u OMcTephT TPsiOBa Objie MOCTaBeH 0OPATHO B OMIAKOBKATA U JIa C€ ChXPaHsABa Ha
0e30MacHo, Jajed OT MOoTJie/la U Ha HeAOCTHITHO 3a JIe1a MACTO.

[Ipu ciyyaiiHo HOTTBIAHE, 0COOSHO OT Jiela, He3a0aBHO J1a Ce MOThPCH MEAUIIMHCKH ChBET, KaToO Ha
JieKaps ce MPeI0CTaBU JIUCTOBKATA WIIH €TUKETA HA MPOAYKTA.

Crporo ce npenopbuBa OPEMEHHHUTE KEHH Ja HOCST PhKABUIU [TPH MPUIIATAHETO.

Cren npunaraHe Ha MPOJYKTa, PhIETe TPAOBA Ja CE U3MUSIT IIATEITHO.

bpeMeHHOCT M TaKTalus:
He e nmpuioxumo.

BsaumoneiicTBue ¢ Apyry BETEPUHAPHOMETUITMHCKY MPOAYKTH U IPYTH (JOPMH Ha B3aUMOJIEHCTBHE:
HeiictBuero Ha edenprHa U pUCKBT OT HEOJATONPUATHU PEAKIMH MOXE Na ObJaT yBEIWYCHH NpHU
€HOBPEMEHHO NMPWIOKEHNE C METWIIKCAHTUHU ¥ CUMIIATHKOMUMETHIIH.

Edenpunbt MOXe a yCKOPHU TIIOKOKOPTUKOUIHHS META00IN3BM.

EnnoBpemenHoTo My npunokeHre ¢ MAO-uHXuOUTOPH MOXKE Ja IPUYMHU XUTIEPTOHHSL.

Edenpunbt MOXe 1a yBeTHMUYN pUCKa OT TEOUINHOBA TOKCHYHOCT.




Ilpu KOMOWHHpaHE CbC CBPACYHM TJIMKO3UIM (HAMpP. JWTOKCHH), XWHHWH, TPHIUKIAYHH
AQHTHUJICTIPECAHTH M XaJIOTCHUPAHH HAPKOTHYHH CPENCTBA (BMXK T. D) ChINECTBYBa PUCK OT ChPICUHH
APUTMHUH.

CyOcTaHIuuTe, KOUTO BOJIST J0 YBENUYaBaHe Ha HUBaTa Ha pH B ypuHaTa, MOTaT Ja yIbJiKaT
eKCKpenuaTa Ha eheAPUH, KOETO MOXKE Jia IOBEJIE 0 YBEIUUEH PUCK OT HEOIArOMPHUATHH PEAKIINH.
CyOcTaHnuuTe, KOUTO BOJST 10 MOHMKaBaHEe HAa HUBaTa Ha pH B ypruHaTa, MOTaT J1a YCKOPSIT
SKCKpenusaTa Ha epeapH, KOSTO MOXKE JIa TOBEJIC 10 HaMalsiBaHe Ha e(hUKACHOCTTA MY.

Crie1 eIHOBPEMEHHO JICUCHHE C ProT aJKaJOUINd U OKCHTOIMH, MOKE J1a CE MOTydar
Ba30KOHCTPHUKIIHH.

Cra3MONIHUTUIIUTE MOTAT J1a HAaMaJIAT ePUKACHOCTTA Ha eeprHa.

IIpeno3upane (CHMITOMH, COEIIHN MEPKU, AaHTHIAOTH).

[lpu mpemo3upaHe C BHCOKM J03M MOXE Jia CE€ MOJy4aT CICTHUTEC HEOJAronpusTHU pPEaKIUu:
TaXUKapaus, TaXHapUTMHUs, MOBPbBINAHE, YBEIMYCHA TPAHCIUPAIMS, XUMEPBEHTHUIANNSA, MYCKYITHA
caboCT, TPEMOP ChC CBPBXBB30Y1a U HECTIOKOWCTBO, TPEBOKHOCT U MHCOMHHSI.

Mosxe [1a ce 3aI04He CIIEIHOTO CHMIITOMATHYHO JICYEHHE:

- CTOMAIIHA IPOMHUBKA, aKO € HEOOXO/IIMO;

- B cnyqaf/'l Ha TCXKKa CBp’BXB’L36yI{a, HpI/IHaFaHC Ha Cc€JaTUBHU KAaTO AHa3€CIiaM UJIn HCBpOHCHTI/IHI/I;

- B CydYall Ha TaXMapUTMUs, IpUiaraHe Ha Oera-OnoKepH;

- YCKOpeHa eKCerHI/Iﬂ qpe3 IIOBHUIIIAaBAHC HA KUCCIIMHHOCTTA Ha ypI/IHaTa nu yBCJ’IH‘IeHa ):[I/Iype3a.

OCHOBHM HECHBMECTHMOCTH:
He e mpunoxumo.

13. CIHIEIUWAJIHU MEPKMU 3A YHUIIOKXABAHE HA HEU3ITIOJI3BAH ITPOJAYKT
NJIM OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

Bceku Hen3mon3BaH BeTepHHAPHOMEINIIMHCKA TTPOAYKT WIIA OCTATHIIM OT HEro TpsOBa 1a Obaar
YHUIIIO’KEHU B CHOTBETCTBHUE C U3UCKBAHMSITA HA MECTHOTO 3aKOHOJATENICTRO.

14, JATATA HA NOCJIEAHATA PEJAKLUS HA TEKCTA

11/2023

15. JAONBJHUTEJHA UHOOPMALUS

Pa3mep Ha omakoBkara:
Kapronena kytust, cbapprkama 10 6iucrepa, Bceku ot kouto ¢ 10 tabierku.

3a Bcsika nH(GOpManys OTHOCHO TO3M BETEPUHAPHOMEIUIIMHCKN IPOIYKT, MOJIS, CBBPKETE CE C
TEepUTOpUATIHUS IPEICTABUTEIl Ha IIPUTEKATENS Ha JIUIIEH3a 3a yIoTpeoa.

Peny06imka Boarapus

BerBusa Puxtep EOO/I,

Codus 1360, yn. Obemncko moce Ne 7,
Ten.: 02/9279966,

E-mail: office@vetviva.bg
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