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INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMIITUHCKHUA ITPOAYKT

Caniphedrin 50 mg TabneTku 3a Ky4era

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcsika Tabnerka chabpika:

AKTHBHa cy0OcTaHIMA:

Ephedrine hydrochloride 50 mg
(exBuBanentHo Ha 41,0 mg Ephedrine)

Excuunuenru:

3a IBJIHUA CHUCHK HA EKCHMIIMEHTUTE, BUK T. 6.1.

3. DAPMAIEBTUYHA ®OPMA

Tabnerkn.

benu Tabnerku ¢ paznenutenHa yepra. TabneTkure Moke J1a ObIaT pa3/ieieHd Ha 2 paBHU YacTH.

4. KJIMHNUYHU JAHHU

4.1 Bujaose ;KMBOTHH, 32 KOUTO e npeanasHayed BMII

Kyuera.

4.2 TepaneBTHUYHU OKA3AHNS, ONIPENeICHH 32 OTACJHUTE BUJOBE )KUBOTHU

JleueHue Ha ypuHapHa WHKOHTHHEHLIMS, NpPEIU3BUKAaHA OT HEJOCTaTbYHOCT Ha YpeTpaHuA
C(UHKTEPOB MEXAHU3bM CJIE€]l OBAPUOXUCTEPEKTOMHS HA )KEHCKHU KydeTa.

4.3 IIporuBomoKkazaHus

Jla He ce U3MoI3Ba NP Ky4eTa ChC ChPACYHOCHA0BO 3200 sIBaHe (HAIP. KApAUOMHOIIATHS, APUTMHS C
TaxXUKapaus, XUIIEPTOHUS ), XUIIEPTUPEOUAN3BM, 3aXapeH JuadeT, yBpeleHa ObOpeuHa QpyHKIUS WIn
riIayKoMma.

Jla He ce W3MOoNI3Ba €IHOBPEMEHHO C XaJOT€HHPAHW HAPKOTHYHM CPEACTBA KaTO XalOTaH MIIH
MeToKcudypas (BIx T. 4.8).

Ja He ce m3moa3Ba MPH CBPBXUYBCTBUTEIHOCT KbM AaKTHBHATa CyOCTaHIMS WJIM KbM HSKOH OT
CKCIIUIIHEHTHUTE.

4.4 CrhenuajaHu npeanasHu MepKH 32 BCEKH BUJ JKMBOTHH, 32 KOMTO e npeaHasHadyen BMII

[IpoayKThT HE € MOAXOAAI] 32 ynoTpeda NPy HEMPaBIITHO YPHHUPAHE KaTo MOBEJACHISCKH IPOOIIeM.
IIpu >xeHCKHM KydeTa oA 1-rouiiHa Bb3pacT Mpe/Iu JICUeHUE TPSOBa J1a ce MPEIeHU 1aju ©
BBH3MO)KHO MHKOHTHHEHIIUATA J1a Ce IbJDKU Ha aHATOMUYHU HApyIIECHUS.

BaxxHo e 1a ce uaeHTUPHUIMPAT BCIKAKBU ChITBTCTBALIN 3a00/SIBAHMS, TPUIHHSIBALIN
nonuypusi/momuautcust (ITY/I1]1), kouto Moxke morpenrHo aa Ob1aT JUArHOCTUIIMPAHHU KaTo
ypUHapHA UHKOHTUHEHITHSL.



4.5 CroenuajJHU Npeana3Hu MepKH NMpu ynorpeda

CrienMa Hy peIna3Hi MEpKH 3a )KHBOTHUTE IIPU YIOTpebaTa Ha MPOyKTa
CoppaevynochaoBaTa QyHKIHS Ha KydeTo TpsOBa Aa ObJac BHUMATEITHO OIICHEHA MIPEAN 3all0YBaHE Ha
JICYCHUETO C MPOJYKTA U CJIeBA JIa ObJIc KOHTPOJIHMPaHa MEPUOANYHO MO0 BPEME Ha JICUCHHUETO.

CnegnanHH npeanasiy MCpPKU 3a Jinara, npujaaraiii BETCPUHAPHOMEIUITUHCKYA IIPOJAYKT Ha
KHMBOTHHUTEC

Xopa ¢ ycTaHOBEHAa CBPBXYYBCTBHTEITHOCT KbM e(heIprH TPsOBa J1a 30ATBAT KOHTAKT C
BETEPUHAPHOMEIUIIUMHCKHUS TIPOIYKT.

Edenpun xuapoxaopuabT Moke Ja Ob/iec TOKCHYCH IIPH MOTTBIIAHE U MOTIIBIIIAHETO MOXKE J1a € OBhe
(haramHO, OCOOEHO MpH Aera. HeOmaronpuaTHUTE peakIiuy MOKe Ja BKIIOUYBAT HHCOMHUS H
HEpPBHOCT, 3aMaliBaHe, r1aBo0oIie, TIOBUIIIEHO KPBBHO HAJISITaHe, YBEJIMUYCHO IMOTEHE U TajICHE.

3a nma ce n30erde cirydaiiHo TIOTITBIIaHe, 0OCOOCHO OT JeTe, MPOAYKTHT TpsIOBa Jla ce mpujiara Jaixed oT
noryiena Ha jena. Hemsnon3BanuTe yacTu OT TabsieTkaTa TpsOBa 1a ObAaT BbPHATH B OTBOPSHOTO
THE3710 Ha OnucTepa u OMucTepbT TpsiOBa ObJIe MOCTaBEH 0OPATHO B ONTAKOBKATA U J1a CE ChXPaHsBa Ha
0e3omacHo, Aajey OT MOrJieAa U Ha HEJOCTHITHO 32 JIela MSCTO.

[pu ciryyaitHo moreIiane, 0coOEHO OT Jiela, He3a0aBHO Jla ce TIOThPCH METUIIMHCKH ChBET, KaTo Ha
JieKaps ce MPeJI0CTaBy JIMCTOBKATA WM €TUKETA Ha MPOAYKTA.

Crporo ce npenopbuBa OPEMEHHUTE KEHH J1a HOCST PHKABUIH MTPH PUIIATaHETO.

Crnen mpusiarase Ha MpoJyKTa, phleTe TpsiOBa Ja ce U3MUAT IIATEITHO.

4.6 HebaaronpusiTHH peakuuy (4eCTOTA U BAKHOCT)

B penxu cnyyan ca HabmrogaBaHu yCKOPEH ITyJIC, KaMepHa apuTMUS B Bb30y/1a Ha IEHTpaIHaTa
HEpBHA cUCTeMa. Te3u cHMITOMHU M34e3BaT Ciie/l HaMallsiBaHe Ha J03aTa WM MTPEeKpaTsIBaHe Ha
JICYCHUETO.

[Mopanu GapMakoIOTHIHNTE XapaKTEPUCTUKU HA eeJPUH MPH NPENOPHUUTEIHATA TePATIeBTUYHA

J103a MOT'aT J1a Ce MOJy4aT CIeIHUTE PEAKIIIH:

- Chp/IeUYHOCHIOBY PEaKIy (KaTo TaXUKap.Ius, MPEACHPIHO MBKJICHE, CTUMYJIMpPAHe Ha ChpcUHaTa
JIEHHOCT ¥ Ba30KOHCTPHUKIINSA).

- CTuMmynupaHe Ha IIEHTpaTHaTa HepBHA CUCTeMa (BOJIEIIO 10 Oe3chHUe, Bh30y1a, HECITIOKOWCTBO 1
MYCKYJIHU TPEMOPH).

- Munpuasa.

- EpOHXO}II/IJ'IaTaHI/Iﬂ 1 IMIOHMXaBaHC Ha CIIy300TACIAHCTO B JIMTAaBUIIUTE HA JUXATCIIHUTE ITbTUIIA.

- HamansBane Ha MOTHJINTETA U TOHYCA HA YpEBHATA CTEHA.

YecToTaTa Ha HEOIArOMPUATHUTE PEAKLIUH CE ONIPEAENI Upe3 ClieiHaTa KiIacu(UKaIHs:

- MHOTO uecTH (roBeue oT 1 Ha 10 TpeTrpaHu KUBOTHH, MPOSBABAIIN HEOIATOPHATHNA PEAKITHH)

- yecTH (moBeue oT 1, HO mo-mainko ot 10 xuBoTHM Ha 100 TpeTHpaHU KUBOTHH)

- He yectH (moBeue oT 1, Ho mo-manko ot 10 >xuBoTHU Ha 1 000 TpeTupaHH KUBOTHH)

- peaku (mmoBede ot 1, Ho mo-Manko ot 10 xuBoTHH Ha 10 000 TpeTHpaHU KUBOTHH)

- MHOTO pefku (1mo-mMasko ot 1 xuBoTHO Ha 10 000 TpeTHpaHu )KMBOTHH, BKIIOYUTEITHO U30JIUPAHU
CHOOIICHUS ).

4.7 Ynotpeda mo Bpeme Ha OPEeMEHHOCT, JAKTAIUS WU sliilleHOCEeHe
He e mpunoxumo.

4.8 B3aumopgeiicTBHe ¢ APYrd BeTePUHAPHOMEIUMIMHCKH NPOAYKTH U APYru popmu Ha
B3aHMoOJeHCcTBHE

HeiictBrero Ha edeapuH W PUCKBT OT HEONArONPHUSTHH peaklUH MOXe Ja ObJaT yBEeJIHMYeHH HpU
€JHOBPEMEHHO MPUIIOKEHUE C METHIIKCAHTUHU U CUMIIATHKOMUMETHIIH.

EdenpuabT MoXe fa yCKOPHU TIFOKOKOPTUKOUIHHS META00IHN3bM.

EnnoBpemenHoTO My npunoxkeHre ¢ MAO-uHXuOUTOPH MOXKE ja IPUIMHN XUIIEPTOHHS.



EdenpuabT MOXeE a yBETUYU PUCKA OT TEOQUITNHOBA TOKCHYHOCT.

IIpy koMOWHHMpaHE CBC CBHPACYHU TIIMKO3UAW (HANp. JUTOKCUH), XWHUH, TPUIUKINYHU
AHTUICTIPECAHTH U XAJIIOTCHUPAHU HAPKOTHIHH CpecTBa (BMXK T. 4.3) CBINECTBYBA PHUCK OT ChpJAEYHA
APUTMHSL.

Cy0cTaHIuuTe, KOUTO BOJIAT IO YBEIMYaBaHE HAa HUBaTa HAa pH B ypuHara, Morar Ja yabbKaT
eKCKpelusTa Ha eeIpuH, KOSTO MOXKE J1a JOBEC 10 YBEIMYCH PUCK OT HEOIArOMPUSITHUA PEaAKIIHH.
CyOcTaHnunTe, KOUTO BOJISIT 10 MIOHMKABaHE HAa HUBaTa Ha pH B ypruHarta, MOTaT Jja yCKOPSIT
eKCKpenusaTa Ha eeIpHH, KOETO MOXKeE Jia JIOBEJIC JI0 HaMallsiBaHe Ha e()UKACHOCTTa MY.

Cren eTHOBpEeMEHHO JICUEHHE C eproT aJIKajJoUId U OKCHTOIIMH, MOXE Ja Ce MoJTyJar
Ba30KOHCTPUKIIUY.

Cra3MONHUTUITUTE MOTAT J1a HAaMaJIAT ePUKACHOCTTA Ha eeprHa.

4.9 Jlo3a u HAYHUH HA MPUJIOKEeHHE

3a mepopaHo MPUIIOKEHHUE.
TabnerkuTe Moxe a ObJie pa3/ieiecHd Ha 2 PaBHU YaCTH, 32 JIa C& OCUTYPH MPEIU3HO JTO3UpPaHe.

[IpenopbunTenHaTa HayaaHa 103a € 2 mg eheApruH XUAPOXJIOpH I (ChOTBETCTBAIIA Ha 1,64 mg
edeapun) Ha kg TejecHa Maca (T.M.), GKBUBAJICHTHO Ha 1 TaOyieTka Ha 25 kg T.M. Ha JeH mpe3
nepBuTe 10 mHU OT MedyeHneTo. JHeBHATa M03a MOke Ja Obe pasmeneHa. [1lom ce mocTurae
JKENaHUAT €PEeKT, 103aTa MOXKe J1a ObJic HaMaJeHa J0 €JIHA TOJOBUHKA WIIH MO-MaJiko. B3 ocHOBa Ha
HaOroqaBaHus e(DEeKT U KaTo Ce B3eMe 10l BHUMaHUE YeCTOTaTa Ha TIposBa Ha HEOIaronpusTHI
e(exTH, MHIUBUAYATHATA 1032 TPSOBA J1a Ce aanTupa, 3a Ja ce OTKpUE Hal-HUCcKaTa e()eKTHBHA
nmo3a. Hait-auckarta edekTrBHA 1032 TPsIOBaA 11a ce TOIbpIKa 3a ABJITOCPOUHO JieueHue. B cirydait Ha
BB300HOBSIBAHE Ha CHMITTOMHTE, /T03aTa TPsiOBa OTHOBO Ja CE€ YBEIWIH 110 2 mg edenpuH
xuapoxiopun Ha kg T.M. Jlopu korato ce ycraHoBY edeKTHBHATA /1033, KydeTara TpsSOBa aa
MPOABIDKAT J1a ObJIaT HAOJII0JaBAHU HA PEIOBHU UHTEPBAJIH.

KoHnenTpanusata Ha akTHBHAaTa CyOCTaHIIMS B Ta3W Ta0JIETKA HE € MpeIHa3HaYCHA 3a Ky4eTa C
TesnecHa Maca nof 12,5 kg (mpenopbunTenHa HadanHa 103a 2 mg/kg).

4.10 IIpemo3upane (CHMITOMM, CHEIIHA MEPKH, aHTHI0TH), AKO € He00X0AUMO

[Ipu npenosupaHe ¢ BHCOKU JIO3M MOXKE Ja CE MOJyYaT CIEJHUTE HEOJArONpHUSITHU PEaKIUH:

TaXWUKapIusl, TaXUAPUTMUs, MOBPbBINAHE, YBEIHYCHA TPAHCIUPAIMS, XUIEPBEHTHIANUS, MYyCKYIIHA

c1abocT, TPEMOP ChC CBPBXBB30YAa U HECTIOKOMCTBO, TPEBOXKHOCT M HHCOMHUSL.

Moske ia ce 3a1oYHe CIASIHOTO CUMIITOMATUYHO JICUCHUE!

- CTOMaIlTHa MPOMHUBKA, aKO € He0OX0IUMO;

- B Cciydall Ha TeXKa CBPBXBB30yna MOXKe Jla ce NPUWIOKAT CEeaTHBU KaTo JHua3ernam WU
HEBPOJICTITHIH;

- B CIydYail HA TAXHAPUTMHUS, TIpUJIarane Ha OeTa-0IoKepu;

- YCKOpEHa eKCKpEeIHs Ype3 NOBUIIaBaHEe Ha KUCSIIMHHOCTTA Ha YPUHATA U YBEIIMYCHA JIHype3a.

4.11 KapeHTteH cpok

He e npunoxumo.

5. DOAPMAKOJIOI'MYHU OCOBEHOCTHU

dapmakoTepaneBTU4HA Ipyna: yPOJIOrHIHH CPEACTBa, eeIpHH.
Berepunapromenununacku AnatoMmo-TepanesruueH Koa: QG04BX90

5.1 dapmakoguHAMHYHH CBONCTBA

E(l)ellpI/IH’LT CTUMYJIMpa AUPECKTHO anq)a— nu 6eTa—az[peHeerqHHTe peuenunTopu, KOUTO CC CPCIIAT BBB
BCUYKHU OPraHHU CUCTCMU. Tom CTUMYJIMpa CbIIO U OTACIAHCTO Ha KAaTCXOJIaMUWHU OT HCBPOHUTC HaA



CUMITaTHKOBAaTa HEpPBHA cUcTeMa. Thi KaTo eelpHHBT IPEeMUHABA ITPe3 KPhBHO-MO3bUHATA Oapuepa,
TOM WHOynHpa ¥ epeKTH, KOMTO Ce MeIWupaT 4pe3 IEeHTpajHaTa HepBHa cucrteMa. EdenpuHbT
cneuu(UYHO MPUYMHSABA KOHTPAKLUMS Ha BBTPEIIHUTE MYCKYJIM Ha YpeTpanHusi cQUHKTEp H
penakcanys Ha MYCKYJUTE Ha MUKOYHHUS MEXYp MOCPEACTBOM CHUMIATUKOMHMETHYHO JEHCTBUE Ha
aJpEeHEPTUIHUTE PEIETITOPH.

5.2 ®apMaKkoKWHETHYHH 0CO0EHOCTH

Cren mepopallHO TIPWIOKEHHE TOM ce pe3opOmpa OBbp30 W MPAKTUUECKH HAITBIHO, KaTO MUKOBUTE
TUTa3MeHH HUBa ce gocturat cien 1 gac. EdenpunasT ce pasmpenens 0bp30 BbB BCHUKHM THKaHH U
MOJe ChIIO Taka aa npoHukHe nocreneHHo B LIHC. EdbenpunsT He ce pasrpaxna uype3 eJHOTC€HHUTE
KaTeXOJaMHHOBH IIBTHUIIA, KOETO 0OACHSIBA YIABIKEHOTO MY JCHCTBHE B CPaBHEHHUE C aApeHaInHA. N-
JEMETWIMPAHETO MPOU3BEXKAa OCHOBHUS My MeTabOMUT HOpedenpHH, MOLIEH METa0OJIHUT, KOWTO ce
¢opmupa MHOTO OBP30 MpU KydeTa M HM3IJIeXAa JONpUHACA 3HAYUTENHO 3a edeKkTa Ha eenpHH.
EnuMuHupaneTo ctaBa ype3 ObOpelUTe U € MOYTH 3aBbpiieHo ciien 24 vaca. [omyxuBoTsT € 3 10 6
yaca.

6. DAPMAIEBTUYHU OCOBEHOCTH

6.1 Choucbk Ha eKCIUNMUEHTHUTE

Kematna

Kaprodeno numrecte

JlakTo3a MOHOXHIpAT

Tank

Lenyno3a, MUKpOKpHUCTaTHA

I'muuepon 85%

6.2 OcHOBHH HECHBMECTHMOCTH

He e mpuioxumo.

6.3 Cpox Ha roaHOCT

Cpok Ha TOTHOCT Ha KpailHUs BETEPHHAPHOMEAUIIMHCKA IPOAYKT: 3 TOAHHU.
HewnsnomsBanute paznenenn TabneTku TpsiOBa 1a ObAaT BHPHATH B OJ¥ICTEpa U U3MOI3BaHU TIPU
clie/IBaIara J1o3a.

6.4. CroeuuaJjiH4 ycJI0BHS 32 CbXPAHEHUE HA MPOAYKTA

Jla ce masst GictepuTe BBB BHHIIHATA ONAKOBKA C LIeJ peJIIa3BaHe OT CBET/IMHA. [la He ce oxJaxaa
WK 3aMpa3siBa.

6.5 Bwuau cbcTaB Ha MBPBHYHATA ONMAKOBKA

TorrHAO 3ameyaTtana OJIMCTepHA OMAKOBKa, ChCTOSIIA ce OT amymuHNEeBO ¢onmo u PVC ¢ommo ¢ mo
10 Tabnerku Ha OIUCTEP.

Pa3mep Ha onakoBkaTa:
Kapronena xyTtus, ceabpskamnia 10 6muctepa, Bceku oT Kouto ¢ 10 TabmeTkw.

6.6 CrnenuajHun MEPKH 32 YHUIIOKABaAaHEe HA HEU3II0JI3BAH NMPOAYKT WM OCTATHIHU OT HEro

Bcekn Hen3noa3BaH BETEpHHAPHOMEIUIIMHCKH MMPOIYKT WJIM OCTATHITH OT HETO TpsiOBa 1a ObaaT
YHUIIOKEHU B CHOTBETCTBHUE C U3UCKBAHUITA HA MECTHOTO 3aKOHOJATEJICTBO.



7. IIPUTEXKATEJI HA JIMIEH3A 3A YIIOTPEBA

VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

8. HOMEPHA JIMIIEH3A 3A YIIOTPEBA
0022-3102
9. JATA HA TbPBOTO U3JABAHE/IIOJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA

[ara Ha mppBOTO M3aBaHe HA JIMIIEH3 3a yroTpeda: 22/12/2021

10. JATA HA TIOCJIEJHATA PEJAKLUS HA TEKCTA

01/2023

3ABPAHA 3A ITPOJAXBA, CHABJISIBAHE U/NJIN YIIOTPEBA

He e mpunoxumo.



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKET



HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA

Kapronena xytus

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Caniphedrin 50 mg TabneTku 3a Ky4era

Ephedrine hydrochloride

‘ 2. CBbAbPKAHUE HA AKTUBHATA CYBCTAHIMA

Bcsika TabneTka chIbpika:
Ephedrine hydrochloride 50 mg
(exBuBanentHo Ha 41,0 mg Ephedrine)

‘ 3. DOAPMAINIEBTUYHA ®OPMA

Tabnerku.

‘ 4. PASMEP HA OITAKOBKATA

100 TabneTkn

‘ 5. BUJOBE )KNUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA NTPUJIOKEHUE

3a mepopaHo MPUIIOKEHNE.

[Ipenu ynotpeda mpoyeTH TUCTOBKATA.

| 8. KAPEHTEH CPOK

‘ 9. CIIEIMAJIHU TPEAYIIPEXKJIAEHUA, AKO E HEOBXO/JIUMO

Cny4yalfHOTO MOTJIBIIAHE € ONACHO.

[penu ynmoTpeda mpovYeTH TUCTOBKATA.

| 10. CPOK HA TOHOCT

EXP {mMecern/roauna}

‘ 11. CIHENHUAJIHU YCJIOBUs 3A CbXPAHEHUE
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I[a CC masATt 6JII/ICTepI/ITe BBB BbHIITHATa OITAKOBKa C ICJI IPEAIa3BaHe OT CBETIIMHA. I[a HEC CC OXJIaxKJa
HJIK 3aMpassBa.

Hewusnonssanure pa3aciiCHu TabIeTKH TpSI6Ba Ja 6’B,Z[aT BbpHATH B 6J'H/ICTepa W U3IOJ3BAaHU IIPU
caeaBaniara Jo3a.

12. CHEINUAJIHU MEPKHU 3A YHUITOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIM OT HEI'O, AKO UMA TAKHUBA

VHuIioxaBaHe: IIPpOYECTH JINCTOBKATA.

13. HAJIUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 1
YCJI0OBUA NJIN OTPAHUYEHUS OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTeprHapHOMEMIIMHCKA yoTpeda. [la ce oTIycka caMo 1o JIEKapCKO MpercaHue.

14. HAJIIUCBHT “JA CE CbXPAHSABA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa OaJji€d OT IIorji€aa U Ha HCAOCTHITHU 3a A€1a MECTA.

‘ 15. HUME U IOCTOSHEH AJAPEC HA ITPUTEXKATEJIA HA JIMIEH3A 3A YIIOTPEBA ‘

VetViva Richter GmbH, 4600 Wels, Austria

| 16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA |

0022-3102

‘ 17. HAPTHUJIEH HOMEP

Lot {nomep}
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MUHUMYM HHO®OPMAIUA, KOATO TPABBA JA BB/JIE U3IIMCAHA BBPXY
BJIMCTEPHU WIMN JIEHTHU

oaucrep ¢ 10 TadaeTku

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Caniphedrin 50 mg TabneTku 3a Ky4era

Ephedrine hydrochloride

‘ 2. HAMMEHOBAHME HA ITPUTEXATEJISI HA JIMIHIEH3A 3A YIIOTPEBA

VetViva Richter

|3. CPOK HA TOJHOCT

Lot/EXP: BukTe oTnieyarsk

‘ 4. NAPTUJIEH HOMEP

Lot/EXP: BuxTe 0oTIEYaTHK

‘ 5. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

B. JUCTOBKA
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JINCTOBKA:

Caniphedrin 50 mg TaéJieTku 3a Ky4era

1. HUME U IIOCTOSAHEH AJPEC HA IIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOAUTEJIA, AKO TE CA PA3JIMYHU

IIpuTexaTen Ha NMIIEH3a 33 YIOTPeOa M IPOU3BOANTEN, OTTOBOPEH 3a OCBOOOKIABAHE HA IMAPTH/IATA:
VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

2. HAHMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUS TPOJAYKT
Caniphedrin 50 mg Ta0eTku 3a Ky4yeTa

Ephedrine hydrochloride

3. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIMA U EKCIHIUIIMEHTUTE
Bceska Tabnerka chabpika:

AKTHBHA Cy0CTaHIMA:
Ephedrine hydrochloride 50 mg
(exBuBanentHo Ha 41,0 mg Ephedrine)

benu tabnetku ¢ pazaenurtenHa yepta. TabneTkure Moxke na ObJaT pa3aeneH Ha 2 paBHU YacTH.

4. TEPAIIEBTUYHHU ITIOKA3AHUA

Jledenne Ha ypuwHapHa WHKOHTHHCHIIWS, NPEIU3BUKaHA OT HEJOCTAaThYHOCT Ha YpETpPaHUS
C(MHKTEPOB MEXAHNU3BM CIIE/] OBAPHOXHUCTEPEKTOMHUS Ha )KEHCKH KyJeTa.

S. MMPOTUBOITOKA3AHUSA

[a He ce u3mon3Ba NpH Ky4yeTa CbC ChPAECYHOCHA0BO 3a00IsIBaHe (HANP. KApAHMOMHUOIIATHS, ApUTMHUS C
TaXUKapaus, XUIIEPTOHUS ), XUIIEPTUPEOUAN3BM, 3axXapeH quadeT, yBpeleHa ObOpeuHa QpyHKIHUS WK
riayKoMa.

Jla He ce W3MOoNI3Ba €AHOBPEMEHHO C XaJOT€HHPAHW HAPKOTHYHM CPEACTBA KaTO XalOTaH MIH
MeToKcudypas (BIx T. 12).

Jla He ce wW3MON3Ba MPH CBPHXYYBCTBUTEITHOCT KbM AaKTHBHATA CYOCTaHIMS WM KbM HSKOH OT
EKCIUIAEHTHUTE.

6. HEBJIATOIIPUATHU PEAKIIMN
B penku cnyyan ca HabIronaBaHH yCKOPEH IIyJIC, KAMEPHA apUTMUS M Bb30y/1a Ha EHTpajHaTa
HEPBHA CUCTEMA. Te3u CHMIITOMHU M34e3BaT CIIE/l HaMallsIBaHEe Ha 103aTa WIK IIPEKpaTsIBaHE Ha

JICYCHHUCTO.

Hopa)m (bapMaKOJ'IOFI/I"IHI/ITC XapaKTCPpUCTHUKU Ha e(i)e[[pI/IH IIpU NMpCrnopbUYUTCIIHATA TCPAIICBTUYHA
J103a Morat Ja C€ mnojaydat CICAHUTE pCaKIuu:
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- CppIeYHOCHAOBY peaklny (KaTo TaxXUKapIus, MPEAChPIHO MBXK/IECHE, CTUMYJIHpaHe Ha ChpAedHaTa
JEHHOCT W Ba30KOHCTPUKITHS).

- CtuMynupaHe Ha [ICHTpalTHaTa HEPBHA cCUCTeMa (BOJIENIO 10 Oe3chHUE, Bh30Y/1a, HECITOKOWCTBO U
MYCKYJTHU TPEMOPH).

- Muapuaza.

- bponxonunaraius v MOHWKABaHEe HA CITy300TACISHETO B JIMTABUIINTE HA TUXATEHUTE TbTUIIIA.

- HamansBane Ha MOTHJINTETA U TOHYCA Ha YPEBHATA CTCHA.

UecroraTa Ha HEOIATONIPUATHUTE PEAKIMU CE OTIPEJIEIIs upe3 cieHaTa Kiachu(pukaius:

- MHOTO uecTH (roBeue oT 1 Ha 10 TpeTHpaHu KWBOTHH, POSIBIBAIIN HEOIATONPUATHI PEAKIINH 110
BpeMe Ha Kypca Ha €HO JICUCHHE)

- yectH (moBedye ot 1, Ho mo-Manko oT 10 xuBoTHH Ha 100 TpeTHpaHU )KUBOTHH)

- He yecTH (moBeue oT 1, Ho mo-manko ot 10 >xuBoTHM Ha 1 000 TpeTupaHH KUBOTHH)

- penku (moBeue oT 1, HO mo-Manko ot 10 >xuBoTHU Ha 10 000 TpeTHpaHu KUBOTHH)

- MHOTO peaku (mo-manko ot 1 kuBoTHO Ha 10 000 TpeTupaHu )KMBOTHH, BKIFOUNTEITHO U30TUPAHA
CHOOIICHH).

AKo 3a0€e1e)KNTE HIKAKBH He6HaFOHpI/I5[THI/I p€aKkuru, BKIIFOYUTCIIHO U TaKMBa, KOUTO HE Ca OITMCaHU B
Ta3u JIUCTOBKA UK MUCJIUTEC, Y€ BETCPUHAPHOMCAUITUHCKUSA IIPOAYKT HE pa6OTI/I, MOJIA Aa YBEAOMUTC
Bamms BCTCPUHAPCH JICKAP.

7/ BUJOBE )KUBOTHU, 3A KOUTO E NTPEJHA3ZHAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKH BU/JI ZKUBOTHO, METO/Jl 1 HAYUH HA IIPUJIAT'AHE

3a mepopasHoO MPUIIOKEHHE.
TabnerkuTe MoXxe Ja ObJaT pas3/iesieH! Ha 2 PaBHU YaCTH, 32 [1a C€ OCUTYPH MPELU3HO JO3UpPaHE.

[IpenopbuntenHaTa HavyaiIHa 103a € 2 mg edeApHH XUAPOXIOpua (ChoTBeTCTBama Ha 1,64 mg
edpenpun) Ha kg TenecHa maca (T.M.), eKBUBJIEHTHO Ha 1 Tabnetka Ha 25 kg T.M. Ha JieH mpe3
mepBuTe 10 mHU OT MedeHuneTo. JHeBHaTa M03a Moke Ja Obae pasmeneHa. [1lom ce mocTurae
JKeNaHUAT eeKT, no3aTa Moxe Aa ObJe HaMajeHa /10 €AHa IOJIOBUHKA WK II0-MaJIKo. Bb3 ocHOBa Ha
HaOrofaBaHus €EeKT U KaTo ce B3eMe I110]] BHUMaHHE YeCTOTaTa Ha IpOosiBa Ha HEOJIaronpusTHU
edexTH, THIUBHUIyaTHaTa 03a TPsIOBa Jja ce aJanTupa, 3a Aa ce OTKpue Hail-HUucKaTa eeKTHBHA
no3a. Hali-HuckaTa edekTHBHA 1032 TPsOBa 1a ce MOoIbpiKa 3a IBJITOCPOYHO JiedeHue. B ciryuaii Ha
BBH300HOBSIBAaHE HA CHMIITOMHTE, ]03aTa TPsiOBa OTHOBO Ja ce yBeauuu 110 2 mg edeapuH
xuapoxiopun Ha kg T.M. Jlopu Koraro ce ycraHoBH e(heKTHBHATA /1033, KydeTara TpsOBa 1a
IpOaBJIKAT Aa ObAAT HAOMI0AaBaHU HA PEIOBHU HHTEPBAJIH.

KoHuenTpanusrta Ha akTHBHaTa CyOCTaHIMA B Ta3H TaOJIeTKa HE € IpeJHa3HAaueHa 3a KyJeTa ¢
TenecHa Maca nof 12,5 kg (mpenopbunTenHa HadanHa 103a 2 mg/kg).

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHHUE

TabneTkuTe MOXKE Aa ObIAT pa3/esicHu Ha 2 pPaBHH YacTH, 3a JIa CE OCUTYPHU IIPEIU3HO JTO3UPaHE.
Bbpemennwnre sxeHr TpAOBa 1a HOCAT PHKABHUIIH.

10. KAPEHTEH CPOK

He e npunoxxumo.
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11. CIEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce chxpaHsiBa Jjajied OT MOTJIe/ia U Ha HEAOCTHITHY 3a Jiella MecTa.

Jla ce mazsar OaucTepuTe BHB BHHIIIHATA OMAKOBKA C IIEJ MPEANa3BaHe OT CBeTIHHA. Jla He ce oxmaxa
WM 3aMpa3siBa.

Hewsnon3Banute pasniesieHH TaOJIETKH TpsOBa Jla ObJAaT BHPHATH B OJNIMCTEpa M HM3IOJI3BAaHU TNpPU
cienBaIiara a03a.

Ja He ce M3M0JI3Ba TO3H BETEPHUHAPHOMEIUIIMHCKH MTPOIYKT CJIe]] H3TUYaHEe CPOKA Ha TOIHOCT,
MOCOYeH BLPXY ONUCTEpa U KapToHa clex ,,[ oxen 10, CpoKsT Ha TOMHOCT OTTOBAapS HA MTOCIIETHUS
JIeH OT TO3U Mecell.

12. CHENUAJHU NPEAYHOPEXIEHUSA

CrienmanHy IpeaynpeskIeHHs 33 BCEKH BH/I )KHUBOTHH, 32 KOUTO € npeaHasHadyed BMIT:

[IpoxyKThT HE € MOAXOAAI] 32 yoTpeda NPy HEMPaBIITHO YPHHUPAHE KaTo MOBEJACHISCKH TIPOOIIeM.
[Tpu >xeHCKHM KydeTa oA 1-rouiiHa Bb3pacT Npe/Iu JICUCHUE TPSOBa J1a ce MPEICHU J1aju ©
BBH3MOXXHO HHKOHTHHEHIIUSATA Ja CE IBJDKM Ha aHATOMUYHU HAPYIICHUS.

BaxxHo € 1a ce naeHTUPUIUPAT BCSIKAKBH ChITBTCTBAIIN 3a00JIIBAHUS, IPUIHHSIBAIIN
nonuypusi/momuautcust (ITY/I1]1), kouto Moxke morpenHo aa ObIaT JUArHOCTUIIMPAHHU KaTo
ypUHapHA UHKOHTUHEHITHSL.

CrielmaiHy Ipena3Hu MEPKH 3a )KMBOTHHUTE IPU YIIOTPebaTa Ha MPOIYKTA:
CopaeuHochoBaTa QyHKIUS Ha Ky4eTO TPsOBa J1a Ob/Ic BHUMATEITHO OIICHEHA NPE/IH 3all0YBaHe Ha
JICYEHUETO C MPOIYKTa U Clie[Ba 1a ObJie KOHTPOIHUPaHa MEPUOANIHO M0 BpEME Ha JICUECHHUETO.

CrieryaaHy Opena3sHid MEPKH 3a JINIATa, PUIaraiid BeTePUHAPHOMEIUIIUNHCKHS TPOIYKT Ha
JKUBOTHUTE:

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBHTEIHOCT KbM e(eIpiH TPsiOBa Jia M30ArBaT KOHTAKT C
BETCPUHAPHOMETUIIMHCKUS TPOIYKT.

Edenpun xuapoxaopuabT Moxke Ja Ob/ie TOKCHYEH IIPH MOTTBIIAHE U MOTIBIIIAHETO MOXKE J1a € Ob/e
(haranHo, 0cOOCHO TpH Jienia. HeOraronpusaTHUTE peakiui MOXKE Jia BKJIIFOUYBAT HHCOMHUS U
HEPBHOCT, 3aMaliBaHe, rI1aBo00JIHEe, TOBUIIICHO KPHBHO HAJIATAHE, YBEIUYCHO IMOTCHE U TajICHE.

3a nma ce n30erde cirydaiiHo TOTITBIIaHe, 0OCOOCHO OT JeTe, MPOAYKTHT TpsiOBa Jla ce mpujiara Jaixed OT
norJie/ia Ha jienia. Hemsnomn3BanuTe yactu oT TabneTkara TpsiOBa a ObIaT BHPHATH B OTBOPEHOTO
THE31I0 Ha OucTepa U OMUCTEPHT TPsAOBa OBJe TOCTaBEH 00pAaTHO B OITAKOBKATA M JIa C€ ChXpaHsIBa Ha
0e3omacHo, Aajey OT MOrieAa U Ha HEJOCTHITHO 3a JIela MSCTO.

[Ipu cnyuaitHo norireiiane, 0coOEHO OT Jiela, He3a0aBHO J1a Ce MOTHPCH METUIIMHCKH ChBET, KATO Ha
JIeKaps ce MPeJI0CTaBH JIMCTOBKATA WIIH €TUKETA Ha TIPOIYKTa.

Crporo ce npenopbuBa OPEMEHHHUTE KEHH J1a HOCST PHKABUIH ITPH MPUIIATaHETO.

Cren npunarane Ha MPOJYKTA, PhIETE TPSAOBA Ja ce U3MUSIT IIATEITHO.

bpemeHHOCT U NakTaIus:
He e npunoxumo.

BsaunmoneiicTBue ¢ APYru BETEpUHAPHOMEUIIMHCKY IPOAYKTH U APYTH (OPMH Ha B3aMMOJICHCTBHUE:
JelicTBueTo Ha edenpruHa U PUCKBT OT HEOJAroNpHUATHH PEaKLUM MOXe Ja ObJaT yBEJIWYEHU IpU
€JHOBPEMEHHO NMPWIOKEHNE C METWIKCAHTUHU U CUMIIATUKOMUMETHIIH.

Edenpunbt MOXe 1a yCKOPHU TIIOKOKOPTUKOUIHHS META00IU3BM.

EnnoBpemenHoTo My npuioxkeHre ¢ MAO-nHXHOUTOpH MOXKe Jja IPUIMHN XUTICPTOHHSL.

Edenpunbt MoXe 1a yBeTHYH pHCKa OT TEOGUITUHOBA TOKCHYHOCT.

IIpu koMOMHUpaHE CbC CBHPACYHM IIHMKO3UAM (HAmp. JUIOKCHH), XWHHWH, TPULMUKINYHU
AQHTUJCTIPECAHTH W XAJIOTEHUPAHW HAPKOTHYHU CPEACTBa (BUXK T. 5) CBILECTBYBA PUCK OT CHPIEUYHHU
APUTMHH.

CyOcTaHuunre, KOUTO BOJAT A0 yBelW4YaBaHe HAa HUBaTa Ha pH B ypuHarta, Morat aa yIbJbKar
eKCKpeLuATa Ha epeApUH, KOETO MOXKeE Ja JOBEAE 10 YBEJINYEH PUCK OT HEOJIaronpUsiTHU PeaKLUy.
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CyOcTaHnunTe, KOUTO BOJISIT 10 MIOHMKABaHE HAa HUBaTa Ha pH B ypruHarta, MOTaT Jja yCKOPSIT
eKCKpelusaTa Ha eeIpuH, KOSTO MOXKE JIa JIOBEIC 0 HamMallsiBaHe Ha e(DUKACHOCTTa MY.
Crnet €THOBPEMEHHO JICYCHUE C €ProT aJKAJIOUIM U OKCHTOIIMH, MOXKE J1a CE MOJIydaT
Ba30KOHCTPUKIIUY.

Cria3MOJIMTHIIATE MOTAT Ja HaMaliAT ehUKacHOCTTa Ha edeaprHa.

[Ipenosupane (CHMITOMH, CICIITHU MEPKH, AHTUIIOTH):

[Ipu npemosupaHe ¢ BUCOKU JI03M MOXE Ja CE MOJy4aT CIEJHUTE HEONAaroNpUsTHU pPEaKI|H:

TaXWKapIusl, TaXUAPUTMUs, TOBPBINAHE, yBEIHUYCHA TPAHCIUPAIMS, XHUIEPBEHTHIANNS, MYCKYITHA

c1abocT, TPEMOP ChC CBPBXBB30YAa U HECTIOKOMCTBO, TPEBOXKHOCT M HHCOMHUSL.

Moske aa ce 3aroyHe CIASIHOTO CUMIITOMATUYHO JICUCHUE!

- CTOMAIlTHA MMPOMHUBKA, aKO € He0OX0IUMO;

- B cilydall Ha TeXKa CBPBXBB30yna MOXKe Ja ce NpPUWIOXKAT CElaTHMBU KaTo Jua3ernam WIN
HEBPOJICTITUIIH;

- B CJydYail HA TAXHAPUTMHUS, TIpUJIaTaHe Ha OeTa-0JIoKepH;

- YCKOpE€Ha eKCKpEIHUs Ype3 NMOBUIIaBaHEe Ha KUCEIIMHHOCTTA Ha YPUHATA U YBEIMYCHA JIHype3a.

OCHOBHY HECHBMECTUMOCTH:
He e npunoxxumo.

13. CIHEHNUAJHU MEPKH 3A YHUIIIO’KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKUBA

Bceku Hensnon3Ban BCTCPUHAPHOMCIUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HCTO Tp$16Ba Ja 6’I>,I[aT
YHHUIIOKCHU B CbOTBCTCTBUC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

14. JATATA HA NOCJIEJHATA PEJAKIIMSA HA TEKCTA

06/2023

15. JOH'BJHUTEJIHA NTHOOPMAIUA

Pasmep Ha onakoBkara:
Kapronena xyTtus, ceabpskamnia 10 6muctepa, Bceku oT Kouto ¢ 10 TabmeTkw.

3a Bcsika mH(DOpPMAIUS OTHOCHO TO3W BETCPUHAPHOMETUIIMHCKH ITPOYKT, MOJISl, CBBPIKETE CE C
TEPUTOPUATHHSA MTPEICTABUTEN Ha IPUTEKATENSI HA JINIIEH3a 32 yIoTpeoa.

Peny06iuka bbarapus
Puxtep ®apma EOO/,
Codums 1360, yn. Obemncko moce Ne 7,

Temn.: 02/9279966,
E-mail: office@richter-pharma.bg
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