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HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA IPOAYKT

Caniphedrin 20 mg tabneTku 3a Ky4eTa

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bcska Tabnerka chabpika:

AKTHBHA cy0cTaHIMA:
Ephedrine hydrochloride 20 mg
(exBuBanmenTHoO Ha 16,4 mg Ephedrine)

ExcuunueHTu:
3a IBIHUA CIIMCHK Ha EKCIUIINEHTHTE, BIK T. 6.1.

3. DOAPMAIIEBTUYHA ®OPMA
Tabnerku.

benu Tabnetku ¢ ABe MpeceueHH ACTUTENHN YepTH. TabneTkute Moxe a ObJar pa3aesieH! Ha 2 WiH
4 paBHU YacTH.

4, KINMHNYHUAU JAHHUA

4.1 Bwunose ;KUBOTHH, 32 KOUTO € npeanazHayedn BMII

Kyuera.

4.2 TepaneBTHYHU NMOKA3aHUS, ONPedeTeHH 32 OTIEJTHUTE BUA0BE KUBOTHH

Jleuenne Ha YpUuHapHa HWHKOHTHHCHLMWA, INPCAU3BHKaHAa OT HEAOCTATHBYHOCT Ha YpPETpaIHUA
Cq)HHKTepOB MCXaHHU3bM CJIC OBAPHUOXUCTCPCKTOMMUS HA JKCHCKU Ky4dCTa.

4.3 TIIpoTuBomoKa3aHus

Jla He ce U3MoI3Ba NPHU KydeTa CbC ChPJEYHOCHA0BO 3a00IBaHe (HAIpP. KapAHOMUOIIATHS, ApPUTMUS C
TaxXUKapIus, XUIEPTOHUS), XUIIEPTHPEONIN3bM, 3aXapeH AHadeT, yBpeJaeHa Ob0peuHa (YHKIHS HIIH
rilayKoMma.

Jla He ce U3MOJI3BAa €IHOBPEMEHHO C XaJOT€HHPAHU HAPKOTHYHM CPEACTBA KaToO XalOTaH MIH
MeToKcudIypas (BUK T. 4.8).

Jla He ce W3Moyi3Ba NPH CBPHXYYBCTBUTEIHOCT KBbM AaKTHUBHATa CyOCTaHIMS HWJIM KbM HSIKOH OT
EKCIUITAEHTHTE.

44 CneuuaJHu NpeIna3Hu MEPKH 32 BCEKH BMJ KMBOTHM, 32 KOUTO e npeaHazHayeH BMII

IIpoayKThT HE € MOAXOAII 32 YITOTpeda MpH HENMPABUIHO YPUHHUPAHE KaTO TIOBEJCHUECKU TPOOIIeM.
IIpu >xeHCKHU KydeTa 1Mo 1-rouiiiHa Bh3pacT IpeIu JeueHue TpsAOBa Jia ce MPELeHU aju €
BB3MOYKHO MHKOHTHHEHIIUATA JIa Ce IbJDKU Ha AaHATOMUYHHU HapyIICHUS.

BaxHo € n1a ce uneHTUGUIHMpaT BCIKAKBU CHITHTCTBAIN 3200 IsIBaHIs, TPHYUHIBAIIN
nonuypusi/momuauticust (ITY/I1]1), kouto Moke morpenrHo aa Ob1aT JUATHOCTUIIMPAHH KaTo
ypUHAPHA HHKOHTUHEHITHSL.



45 CroenuajJHU Mpeana3Hu MepKH Npu ynorpeda

CriernuaaHy Ipena3Hi MEpKH 32 )KUBOTHUTE NIPU YIOTpebaTa Ha MPOIyKTa
CopaeunochoBaTa (pyHKIHS Ha KydeTo TpsAOBa /1a ObJe BHIMATEIIHO OIIEHEHA MIPEIH 3all0YBaHe Ha
JICYCHUETO C MPOJIYKTa U CJIeJBA J1a ObJIc KOHTPOJIMPaHA MEPUOAMYHO MO0 BPEME Ha JICUCHHUETO.

CriernaaHy Ipena3Hy MEpKH 3a JINIATa, IPUIaraild BeTepUHAPHOMEIUITUHCKHS IPOIYKT Ha
JKUBOTHHTE

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBUTEIHOCT KbM edelprH Tps0Ba 1a N304rBaT KOHTAKT C
BETCPUHAPHOMETUIIMHCKUS TPOAYKT.

Edenpun xuapoxnopuabT Moxe Aa 0bJe TOKCHYEH MpH MOTIBIIAHE U TOTITBIIAHETO MOXeE /1a € ObJe
(daraaHOo, 0coOeHO MpH Aena. HeOmarompusaTHUTE peakITuy MOXKE Ja BKIIOYBAT WHCOMHFS H
HEpPBHOCT, 3aMaliBaHe, r1aBo0oIie, TIOBUIIIEHO KPHBHO HAJISITaHE, YBEIMUCHO IMOTEHE U TaJICHE.

3a ma ce n3berHe cirydaifHO MOTIThIIaHe, 0COOEHO OT JeTe, MPOAYKTHT TPsiOBa Ja ce mpwuiiara fajixed OT
noryieAa Ha Aeua. HemsnomnsBanute yactu oT TabjeTkara TpsiOBa 1a ObIAT BEPHATH B OTBOPEHOTO
THe3/10 Ha OnucTepa U OJIUCTephT TPsAOBa ObJe MmocTaBeH 00paTHO B ONAKOBKATa U /1a CE ChbXpaHsIBa Ha
0e3omacHo, Aajey OT MOrieAa U Ha HEJOCTHITHO 32 JIela MSCTO.

[Tpu cnyyaitHo moNTBINAHE, 0COOCHO OT JIela, He3a0aBHO Jia ¢e MOThPCH METUIIMHCKH ChBET, KaTO Ha
JieKaps ce MPe0CTaBU JIUCTOBKATA WM €TUKETA HA MPOYKTA.

Crporo ce npenopbuBa OPEMEHHHUTE YKCHH J1a HOCAT PHKABUIH MTPH MPUIIATAHETO.

Cren npunarase Ha POAYKTa, phIETe TPsOBa JAa ce U3MUSIT MIATEIHO.

4.6 He0maronpusiTHu peakuuu (4€cTOTa U BAKHOCT)

B penku cinydau ca HaOIr0naBaHM YCKOPEH IIyJIC, KAMEpHA apUTMUS U Bb30y1a Ha LIEHTpaIHaTa
HEepBHA crucTeMa. Te3u CHMITOMM U34€3BaT Clie/l HaMalsiBaHe Ha J103aTa WK NPeKpaTsIBaHe Ha
JIEUSHUETO.

ITopanu GapMaKkoIOrHYHUTE XaPAKTEPUCTUKH Ha eheAPHH IPU NPENopbUNTeTHATA TEPAIEBTHYHA

Jl03a MOTarT Ja ce MoJdydar CIeTHUTE PeaKIiu:

- CbpAeyHOCHI0BY peakIyy (KaTo TaXuKapIus, IpeAChpAHO MBX/ICHE, CTHMYJIMPaHe Ha Chp/IeYHATAa
JNEHHOCT ¥ Ba30KOHCTPHUKIHS).

- CtuMynupaHe Ha [EHTpaJHaTa HepBHA cucTeMa (BoJemo A0 Oe3chHue, Bb30yAa, HECIOKOHCTBO U
MYCKYJHU TPEMOPH).

- Munpuasza.

- bponxonunaTanus ¥ NIOHWKAaBaHE HA CIIY300TAEISIHETO B IUTaBULIUTE HA IUXATETHUTE IBTHILA.

- HamansBane Ha MOTHJIUTETA U TOHYCa HA YpeBHATA CTEHA.

YecToTara Ha HEOIArONPUATHATE PEAKIIUHU CE OIIPEeis Upe3 ClIeHaTa KiIacu()hUKALMSL:

- MHOTO YecTH (moBeue oT 1 Ha 10 TpeTupaHu >KHBOTHH, MPOSIBSIBALLM HEOIArONPUATHH PEAKLINH )

- yectu (oBeve oT 1, HO mo-manko ot 10 kuBoTHH Ha 100 TpeTHUpaHu )KUBOTHH)

- He yecTH (roBeue ot 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1 000 TpeTupaHu KUBOTHH)

- penxu (roseue oT 1, HO mo-mainiko ot 10 xuBoTHH Ha 10 000 TpeTupaHu KMBOTHH)

- MHOTO pekH (rmo-Manko ot 1 xxuBotHO Ha 10 000 TpeTupaHu >KMBOTHH, BKIFOUHUTEITHO N30JIUPAHH
CHOOIIECHHU).

4.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU sTiileHOCeHe
He e nmpuioxumo.

4.8 BzaumoaeiicTBHE ¢ APYTH BeTePHHAPHOMEIHIMHCKH MPOAYKTH H APYr4 (popMHU HA
B3auMoJelicTBHE

[eiicTBueTo Ha edeapruHa U PUCKBT OT HEOJAroNpHATHH PEAKLUUH MOXE Ja ObJaT yBEJIWYEeHH NpU
€JHOBPEMEHHO IIPWIOKEHHUE ¢ METUIIKCAHTUHU U CUMIIATUKOMUMETHLIH.

Edenpunbt MoXe 1a yCKOPHU TIFOKOKOPTUKOUTHHS META00IU3HM.

EnnoBpemennoto My npuioxerne ¢ MAO-uHXHOUTOpH MOKE 1a TPUIUHH XUIIEPTOHUSI.



Edenpunbt MoXe 1a yBEITHYH pUCKA OT TCOPUITUHOBA TOKCHYHOCT.

Ilpy KOMOWHHpaHE CbC CHPACYHH TIMKO3UAM (HAMp. JTUTOKCHMH), XWHHH, TPHUIMKIAYHA
AHTHUICTIPECAHTH U XaJIOTEHNPAHU HAPKOTUYHH CPEICTBA (BUXK T. 4.3) CHIIECTBYBA PUCK OT ChpAECYHA
APUTMUSL.

CyOcTaHIuuTe, KOUTO BOJIAT IO YBEIMUYaBaHE HAa HUBaTa HAa pH B ypuHara, Morar Ja yabbKaT
EKCKpelusTa Ha eeIpuH, KOETO MOXKE J1a JIOBEC /IO YBEIMYCH PUCK OT HEOIArONPHUATHA PEAKITUH.,
CyOcTaHnuuTe, KOUTO BOJISIT J0 MOHMKABaHE HA HUBaTa HAa pH B ypuHarta, MOraT Jja yCKOPSIT
eKCKpenusaTa Ha eeiprHa, KOETO MOXKE JIa JIOBEJIe 10 HaMaJsiBaHe Ha e(hUKACHOCTTA MY.

Cren emHOBPEMEHHO JICUCHHE C eproT aJIKaIOUId U OKCHTOIIMH, MOXE Ja CE MOJTyJar
Ba30KOHCTPUKIIUY.

Cra3MONHUTUIIUTE MOTAT JIa HaMaJIAT ePUKACHOCTTA Ha eeprHa.

4.9 lo3a M HAYMH HA NPUJIOKEHHE

3a mepopanHo MPUIOKEHHUE.
Tabnerkute Moxe qa ObJe pa3ieneHd Ha 2 WU 4 paBHU YacTH, 32 JIa C& OCUTYPH MPELU3HO A03UpPaHe.

[IpenopruntenHara HadaHa 7032 € 2 mg edeApUH XUAPOXIOPH (CHOTBETCTBaIA Ha 1,64 Mg
edenpun) Ha Kg TeecHa maca (T.M.), eKBHBalIeHTHO Ha | Tabierka Ha 10 kg T.M. Ha JIcH TIpe3 MbpPBHUTE
10 nam ot neuenuero. /[HeBHaTa 1032 MoXke 1a Ob/e pasaeneHa. Lllom ce mocTurHe xenaHusT edexr,
J03aTa Moxke J1a ObJie HaMalieHa JI0 e/lHa MMOJIOBUHKA HJIH Mo-Mallko. B3 ocHOBa Ha HaOmo1aBaHus
eeKT U KaTo ce B3eMe I10]] BHUMaHHE YeCTOTaTa Ha MposiBa Ha HEOMaronpusiTHU e(eKTH,
WHMBHIyaJiHATa J103a TPSAOBa Ja ce aJlalTupa, 3a J1a Ce OTKpHE Hali-HUCKaTa eeKTUBHA 03a. Haii-
HHUCKaTa epeKTHBHA J03a TPsAOBaA Aa ce MOIbpKa 3a ABITOCPOUHO JedeHue. B ciyuaii Ha
BB300HOBSIBaHE HA CHMIITOMUTE, J103aTa TPSIOBA OTHOBO JIa C€ YBEIMYH JI0 2 mg edenpuH
xuapoxiopun Ha kg T.M. Jlopu koraro ce ycraHOBH e(heKTHBHATA /1032, KydeTara TpsOBa J1a
NpoaBIDKAT 1a ObAaT HAOMI0AaBaHU HA PEIOBHU HHTEPBAIH.

KonuenTpanusara Ha akTHBHATa CyOCTaHIMS B Ta3u TabJleTka He € MpeJHa3HaueHa 3a Ky4eTa ¢
TenecHa Maca mof 2,5 kg (mpenoppunTenna HavanHa 1o3a 2 mg/kg).

4.10 Ilpemo3upaHe (CHMOTOMHU, CIIEIIHA MEPKHU, AHTHAOTH), AKO € HE00X0TUMO

[Ipu mpemo3upaHe ¢ BHUCOKHM JIO3M MOXE Ja Ce IIONyYaT CJICAHUTE HEOJaronpHsATHU PEaKIUH:
TaxXukKapausda, TaxuapyuTMus, MOBPBHUIAHC, YBCIWYCHA TpaHCIIMpalusd, XUIICPBCHTUIIALUA, MYCKYJIHA
cnabocT, TPEMOp ChC CBPBXBB30Y/1a i HECIIOKOHCTBO, TPEBOKHOCT M HHCOMHHUSL.

Moske aa ce 3arouHe CIASAHOTO CUMITOMATHYHO JICUCHUE:

- CTOMAIIIHA TPOMHBKA, aKO € HEOOXOIUMO;

- B cnyqal‘/'l Ha TEXKKa CBpT)XB'I336yI[a, ImpujiaraHe Ha CE€JaTUBU KaToO Jua3CriaM Wi HeBpOHeHTHHI/I;

- B CydYail Ha TaXMapUTMHUSs, IpUiIarane Ha Oera-OiokepH;

- YCKOp€Ha €KCKpe€UHs 4pE3 MOBHUIIABAHC HAa KUCCIIMHHOCTTA HA YypHUHATa U YBCIMYCHA JUYpPE3a.

411 KapeHTeH cpok

He e nmpuioxumo.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTU4Ha IPyna: yPOJIOrHIHH CPECTBA, eelprH.
Berepunapnomenununackn Anatomo-Tepanesrnuaen Kog: QG04BX90

51 dapmakoaMHAMMYHU CBOiiCcTBa
Edenpunbt ctumynupa aupekTHo aida- u OeTa-aApeHEepruyHUTE PELENTOPH, KOUTO CE CpellaT BbB

BCUYKH OPraHHU CUCTEMU. TOH CTUMyJUpa ChIIO U OTACIISIHETO HAa KaT€XOJaMUHU OT HEBPOHUTE Ha
CUMIIATMKOBATa HEPBHA cUCTeMa. Tbii KaTo eeAPUHBT IPEMUHABA ITPE3 KPbBHO-MO3bYHATA Oapuepa,



TOM wWHIOynHMpa M eeKTH, KOUTO Ce MEOUUpaT dYpe3 LEeHTpajdHaTta HepBHa cucrema. EdenpuHbT
crierM(pUYHO TPHUYMHABA KOHTPAKIMA HA BBTPEIIHUTE MYCKYIH Ha ypeTpanHusi COUHKTEp H
penakcanys Ha MYCKYJUTE Ha MUKOYHHS MEXyp MOCPEACTBOM CHUMIIATUKOMHUMETHYHO JIEHCTBUE HA
aJpEHEPTUYHUTE PELENTOPH.

5.2 ®dapMaKOKHHETHYHH 0COOEHOCTH

Cren mepopallHO TPWIOKEHHE TOH ce pe3opOmpa Obp30 W MPAKTHUCCKH HAITBJIHO, KATO TMHKOBUTE
TUTa3MeHH HuBa ce gocturaT cien 1 yac. EdenpunabT ce pasnpenens Obp30 BbB BCUYKHM THKaHH U
MOJKeE ChIIO Taka aa npoHukHe nocreneHHo B [{HC. Edeapunbt He ce pasrpax/ia upe3 ¢THOTCHHUTE
KaTEeXOJIAMHHOBH ITBTHUIIA, KOETO O0SICHSBA YABIDKEHOTO MY JICHCTBHE B CPAaBHCHHE C aJjpeHaNnHA. N-
JIEMETUIIMPAHETO TPOM3BEXk/1a OCHOBHUSI My MeTabONUT HOpedeIpHH, MOIIEH METa0OINUT, KOUTO ce
¢opMupa MHOTO OBpP30 TpU KydeTa M H3TJeXJa IOTpHHACS 3HAYMTENHO 3a edexrta Ha edeapuHa.
EnnvuaupaneTo ctaBa upe3 OBOpenuTe u € movty 3aBbpiieHo cien 24 gaca. [lomyxuBotsT € 3 1o 6
Jaca.

6. DAPMALIEBTHYHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUMHEHTHUTE

Kenatun

Kaprodeno numecre

JlakTo3a MOHOXHIpAT

Tank

Henyno3a, MUKpOKpPHUCTAIIHA

I'munepon 85%

6.2 OCHOBHHU HECHBMECTHMOCTH

He e mpunoxumo.

6.3 Cpok Ha rogHocT

CpoK Ha TOJHOCT HA KpaWHUS BETEPUHAPHOMETUITMHCKY MTPOTYKT: 3 TOAUHH.
Hewnsnoms3Banute pasneneHu TabineTku TpsAOBa ma ObAaT BbpHATH B ONHCTEpa W W3MOI3BAHU IPHU
cieBaIara 103a.

6.4. CrnenuajJHM ycJI0BHS 32 CbXpPaHeHUE HA NPOAYKTA

213 CC masiatr GHHCTepI/ITe BbB BbHIIIHATA OITAKOBKa C LEJT IPEAIa3BaHe OT CBETJIMHA. Jla HE CC€ OXJIaxKJa
HJIK 3aMpassBa.

6.5 Bl/l}] U CbCTAaB HA MbPBHYHATA OIIAKOBKA

TomnuHHO 3arevyaraHa OJUCTepHA OMAKOBKa, ChCTOSIIA ce OT amyMuHUeEBO oaro u PVC ¢ommo ¢ mo
10 TabreTku Ha OHCTE.

Pa3mep Ha onakoBkaTa:
Kapronena xytus, cpabpxkamia 10 Onuctepa, Bcekd oT KOUTO ¢ 10 TabneTku.

6.6 ChennajJHM MepPKH 32 YHHII0:KaBaHe HA HEU3MOJI3BaH MPOAYKT MJIM OCTATHIU OT Hero

Bceku Hensnon3BaH BETEPUHAPHOMEIUIIMHCKH MTPOAYKT WIIM OCTAThIM OT HEro TpsiOBa 1a ObaaT
YHUILOKEHU B CbOTBETCTBHE C U3UCKBAHMITA HA MECTHOTO 3aKOHOJIATEJICTBO.



7. IIPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

8. HOMEP HA JIMHEH3A 3A YIIOTPEBA
0022-3101
9. JATA HA IT'bPBOTO N3JABAHE/TMOJHOBSIBAHE HA JIMINEH3A 3A YIIOTPEBA

Jlata Ha MBPBOTO M3JaBaHe Ha JIUICH3 3a yrnoTpeda: 22/12/2021

10. JATA HA ITIOCJIEJJHATA PEJJAKIIMS HA TEKCTA

01/2023

3ABPAHA 3A ITPOJAXKBA, CHABJSIBAHE U/NJIN YIIOTPEBA

He e npunoxxumo.



HPUJIOKEHHUE I11

ETUKET U JINCTOBKA



A. ETUKET



HNH®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OIIAKOBKA

KapTonena kytus

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TPOAYKT

Caniphedrin 20 mg tabneTku 3a Ky4eTa

Ephedrine hydrochloride

‘ 2. CbAbPKAHUE HA AKTUBHATA CYBCTAHIUA

Bcska Tabnerka chabpika:
Ephedrine hydrochloride 20 mg
(exBuBasieHTHO Ha 16,4 mg Ephedrine)

‘ 3. DAPMALEBTUYHA ®OPMA

Tabnerku.

| 4. PABMEP HA ONIAKOBKATA

100 TaOneTku

‘ 5. BUJIOBE JKMBOTHMH, 3A KOUTO E IITPEJHA3HAYEH BMII

Kyuera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA ITPUJIOKEHUE

3a nepopaHO IPHIIOKEHHE.

IIpeau ynorpeba mpoyeTy JUCTOBKATA.

| 8. KAPEHTEH CPOK

‘ 9. CIHEHUAJIHU NPEAYIPEXIEHUA, AKO E HEOBXOINMO

Cry4aifHOTO TIOTITBITIAHE € OTIaCHO.

[Ipenun ynotpeda mpoyeTH JUCTOBKATA.

| 10. CPOK HA TOJIHOCT

EXP {mecern/roauna}



‘ 11. CHELHAJIHHU YCJIOBHUA 3A CbXPAHEHHUE

Jla ce mazsr OimcTepuTe BHB BHHINHATA ONAKOBKA C 1] ITpe/a3Bane oT cBemnHa. J[a He ce oxiaxa
WM 3aMpa3siBa.

HewusnonsBanuTte pasfesieHd TaOMeTKH TPsAOBa Ja ObAAT BbpPHATH B OJHCTEpa W H3MOA3BAHH MPH
cliejiBamiara J1o3a.

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

VHuioxaBpane: IIpOYECTH JINCTOBKATA.

13. HAANUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMUHCKA YIIOTPEBA” U
YCJI0OBUA NN OT'PAHUYEHUSA OTHOCHO PAZIIPOCTPAHEHUMETO U
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHapHOMEAUIMHCKA yroTpeda. [la ce oTimycka caMo 1o JIeKapcKo MpeucaHue.

14. HAAIMUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJEJA U HA HEAOCTBIIHA
3A JIEHA MECTA”

I[a CC CbXpaHsBa Aajied OT Iorjieaa U Ha HEAOCTBIIHU 3a JI€1a MECTaA.

‘ 15. HUME U ITOCTOSHEH AJPEC HA IIPUTEXATEJIS HA JIMIEH3A 3A YIIOTPEBA ‘

VetViva Richter GmbH, 4600 Wels, Austria

‘ 16. HOMEPHA JIMIIEH3A 3A YIIOTPEBA

0022-3101

| 17. MAPTHMJIEH HOMEP

Lot {Homep}

10



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.

11



B. JUCTOBKA
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JIMCTOBKA:

Caniphedrin 20 mg Ta6aeTku 3a Ky4eTa

1. HUME U IIOCTOSHEH AIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOAUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITC)K&TCJ‘I Ha JIMIICH34a 3a VHOTDe6a 1 IIPOU3BOAMTEII, OTTOBOPECH 34 OCBO60)K,Z[aBaHe Ha naprTujaara.
VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUSA ITPOAYKT
Caniphedrin 20 mg tabieTku 3a Ky4eTa

Ephedrine hydrochloride

3t CbAbPKAHUE HA AKTUBHATA CYBCTAHIUA N EKCUHUIIMEHTUTE
Bcesika Tabnerka chabpika:

AKTHBHA cy0cTaHIMA:
Ephedrine hydrochloride 20 mg
(exBuBanmenTHO Ha 16,4 mg Ephedrine)

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

4, TEPAIIEBTUYHU ITOKA3AHUA

Jleuenne Ha YpUuHapHa HWHKOHTHHCHLMWA, NPCAU3BHKaHAa OT HCAOCTATBYHOCT Ha YPETpaJIHUA
C(I)I/IHKTepOB MCXaHHU3bM CJIC OBAPHUOXUCTCPCKTOMMUS HA JKCHCKU Ky4dCTa.

5. IHPOTHUBOIIOKA3AHUS

Jla He ce U3MoI3Ba NPHU Ky4eTa ChC ChPJAEYHOCHA0BO 3a00I9BaHe (HAIpP. KApIUOMUOINIATHS, apPUTMUS C
TaXWUKapIus, XUIIEPTOHMUS ), XUTIEPTUPEONIN3BM, 3aXapeH quadeT, yBpeaeHa Ob0peuHa QpyHKIus Win
rilayKoMma.

Jla He ce W3MOJI3Ba €IHOBPEMEHHO C XaJOTCHHPAHW HAPKOTHYHHM CPEACTBA KaToO XalOTaH WIIH
MeTOKcU(Iypas (BIxK T. 12).

Ja He ce m3moa3Ba MpH CBPBXUYBCTBUTEIHOCT KbM aKTUBHATA CyOCTaHLIMS HJIM KbM HIKOH OT
EKCLUIHUEHTHUTE.

6. HEBJIATOIIPUSATHU PEAKIIUN
B penku cnyyan ca HaOJr01aBaHH YCKOPEH ITyJIC, KAMEpHA apUTMUS U B30y 1a Ha IICHTpaHaTa
HEpBHA cucTeMa. Te3u CUMITOMHU M34e3BaT Clie]] HaMalliBaHe Ha 103aTa WIH PEKpaTsIBaHe Ha

JICYCHHUCTO.

[Mopamu GapMakoIOrHYHUTE XapaKTEPUCTHKH Ha eheAPHH NPU MPENophUNTETHATA TEPAIEBTHYHA
J103a MOTaT Jia ce MoJIy4aT CIEAHUTE PEaKIIUU:
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- ChpIeYHOCHIOBH peaKIuy (KaTo TaXUKapIus, MPeIChPAHO MBXKICHE, CTUMYJIMPAaHe Ha ChpAeYHaTa
JIEHHOCT ¥ Ba30KOHCTPHUKIIHS).

- CtuMynupaHe Ha IeHTpalHaTa HepBHA cucteMa (Boemo A0 Oe3chHue, Bb30yAa, HECIOKOHCTBO U
MYCKYJIHU TPEMOPH).

- Muapua3za.

- bpoHxoaunaTanys 1 MOHMKAaBaHE HA CITy300TACISHETO B IUTABUIINTE HA JUXATEIHUTE ITHTHINA.

- HamansiBane Ha MOTHIIMTETA U TOHYCA HAa YpeBHATA CTCHA.

UYecroTaTa Ha HEOIArONPUATHUTE PEAKLMH CE ONpPENesis Upe3 cleqHaTa KIacupuKaus:

- MHOTO YecTH (1moBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, ITPOSIBABAIITN HEOIATONMPUATHH PEAKITHH T10
BpEMe Ha Kypca Ha €/IHO JICYCHHE)

- yectH (moBeue ot 1, Ho mo-mainko oT 10 sxuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (moBeye oT 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1 000 TpeTHpaHU )KUBOTHH)

- peaku (moseye ot 1, HO mo-Manko ot 10 sxuBoTHH Ha 10 000 TpeTUpaHH KUBOTHH)

- MHOTO peaKH (mo-Maiko ot 1 xuBoTHO Ha 10 000 TpeTHpaHu )KUBOTHH, BKIFOUHUTEITHO U30IUPAHH
CHOOIIICHHU).

AKko 3a0enexxuTe HIKaKBH HEONMaronpusaTHA PEaKLMH, BKIIOUYUTEIHO U TAKMBA, KOUTO HE Ca OMHMCAHU B
Ta3W JIUCTOBKA UJIKM MUCJIIUTE, Y€ BETCPUHAPHOMCIUIIMHCKHUAT ITPOAYKT HE pa60T1/1, MOJIA Ja
yBeqomMuTe Bammus BeTepuHapeH Jiekap.

7. BUJOBE JKUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

Kyuera.

8. JAO3UPOBKA 3A BCEKH BU/I ’KHBOTHO, METO/l U HAYMH HA ITPUJIAT'AHE

3a mepopasHo MPUIIOKEHHUE.
Tabnerkute Moxe aa ObAaT pa3ieleHM Ha 2 wian 4 paBHU YacTH, 3a Jla C€ OCHTYPH MPEIU3HO
JIO3UPaHE.

[IpenoprunTenHara Havya Ha 7032 € 2 mg eheApUH XUAPOXIOpH (ChOTBETCTBRAIIA Ha 1,64 Mg
edenpun) Ha Kg TenecHa maca (T.M.), ekBHBasieHTHO Ha | Tabietka Ha 10 kg T.M. Ha JIeH 1pe3 MbpBHUTE
10 nam ot neuenuero. /[HeBHarTa 032 Moke 1a Ob/e pasaeneHa. lllom ce mocTurHe xenaHusT edexr,
Jro3aTa MOXKe J1a ObJle HaMasieHa 710 €1Ha TIOJIOBUHKA WM MTO-Majko. Bb3 0CHOBa Ha Ha0It01aBaHUS
eeKT U KaTo ce B3eMe I10Jl BHUMaHKEe YeCTOTaTa Ha MposiBa Ha HEOJIArONPHUsITHU PEaKIlvy,
WHIMBHIyaJiHATa J103a TPsOBa Ja ce a/lalTupa, 3a Jia ce OTKpHE Hali-HuCKaTa eeKTUBHA J103a. Haii-
HHUCKaTa eeKTUBHA J103a TPsIOBA Ja ce MOUIbprKa 3a ABJITOCPOUHO JeueHue. B ciryuait Ha
BB300HOBSIBaHE HA CHMIITOMUTE, J103aTa TPSIOBA OTHOBO JIa C€ YBEJIHMYH JI0 2 mg edenpuH
xuapoxiopun Ha kg T.M. Jlopu korato ce ycraHOBH e(heKTHBHATA /1033, KydeTara TpsOBa J1a
MIPOABIDKAT 1a ObJIaT HAOI0ITaBAHU HA PEIOBHU WHTEPBAJIH.

KonnenTpanusita Ha akTHBHATa CyOCTaHIM B Ta3M TabJjeTKa He € MpelHa3HaueHa 3a KyJera ¢
TenecHa Maca mof 2,5 kg (mpemnoppunTenna HavanHa g1o3a 2 mg/kg).

2 CBBET 3A ITPABUJIHO INPUJIOKEHHUE
TaOnerkuTe MoXxe Ja ObJaT pasliesieH! Ha 2 Wik 4 paBHU YacTH, 3a J1a C€ OCUTYPH MIPELU3HO

JIO3UpaHe.
Bpemennwnre sxeHr TpaOBa 1a HOCAT PHKABHUIIH.
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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 v KapToHa ciiel ,,l ojeH 0. CpoKbT Ha TOJTHOCT OTTOBapPS HA MOCIICTHUSI
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.
[Tpu >xeHCKH Ky4eTa moJl 1-rouiHa Be3pacT Mmpeiu JieueHne TpsOBa Aa ce MpeleHH Aaju €
BB3MO)KHO MHKOHTHHEHIIMATA /1a C€ IBJDKU Ha aHATOMUYHHU HapyIIEeHUs.

BaxHo e na ce naeHTUGUUMpPaT BCIKAKBH CHITBTCTBAIIN 3a00JIBaHU, IPUUHHIBALIT
nonuypust/momuauticust (ITY/I11), kouto Moke morpentHo aa Ob1aT AUATHOCTUIIMPAHH 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 MEPUOJANIHO TI0 BpeMe Ha JISICHUETO.

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

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

Edenpun XuapoxmopuabsT MOXKe fa ObJie TOKCHYEH TIPH MOTIIBINAHE U TOTTBIAHETO MOYKE J1a € Ob/e
¢aranHo, ocobeHo npu fera. HeOmaronpusTHUTE peakiiiy MOYXKE Ja BKIIOYBAT HHCOMHUS U
HEPBHOCT, 3aMaiiBaHe, rJ1aBo00JIHE, TIOBHUIIIEHO KPHBHO HAJISITAHEe, YBEJIMYCHO MIOTEHE U raJicHE.

3a 1a ce uzberHe ciy4aiHO MOTIBIIAHE, 0COOCHO OT JIeTe, IPOIYKTHT TPIOBa Jia ce mpHiiara gaied ot
norjeaa Ha jaetia. Hensnons3BaHuTe 4yacT OoT TabjaeTkara TpsioBa 1a Ob1aT BbPHATH B OTBOPEHOTO
THE3/10 Ha OyincTepa u OuCcTephT TPsiOBa Objie MOCTaBeH 0OPATHO B OMIAKOBKATA U JIa CE 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 J1a HOCSAT PhKABHUIIH MTPU 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 W pUCKBT OT HEOJATONPUATHU PEAKIUHM 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 a yBeTHMYH pUCKa OT TEOUINHOBA TOKCHYHOCT.
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Ilpu KOMOWHHpaHE CbC CBPACYHM TJIMKO3UIM (HAMpP. JWTOKCHH), XWHHWH, TPHIUKIAYHH
AQHTHUJICTIPECAHTH M XaJIOTCHUPAHH HAPKOTHYHH CPENCTBA (BMXK T. D) ChINECTBYBa PUCK OT ChPICUHH
APUTMHUH.

CyOcTaHuuTe, KOUTO BOJST J0 YBENUYaBaHe HA HUBaTa Ha pH B ypuHarta, MoraT Jia yIbJKaT
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
eKCKpenusaTa Ha epeapHH, KOSTO MOXKE J1a TOBEJIE 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 HETO TPsiOBa /1a Obaat
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 6iuctepa, 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. Obencko moce Ne 7,
Ten.: 02/9279966,

E-mail: office@vetviva.bg
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