HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA



1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIULIUHCKUSA TPOAYKT
UpCard 0,75 mg Tabnetku 3a Ky4era

UpCard 3 mg TabneTku 3a Kydyera

UpCard 7,5 mg TabneTku 3a KydeTa

UpCard 18 mg TabieTkn 3a Kydera

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika Tabnerka chabpika:

AKTHBHA cy0OcTaHIMA:

UpCard 0,75 mg 0,75 mg torasemide
UpCard 3 mg 3 mg torasemide
UpCard 7,5 mg 7,5 mg torasemide
UpCard 18 mg 18 mg torasemide
ExcuunuenTu:

3a IIBJIHUSA CHUCHK HA EKCHMIIMCHTUTE, BIOK T. 6.1.

3. DAPMAIIEBTUYHA ®OPMA

TabneTku.

UpCard Tabnetku 0,75 mg: nmpoapiaroBatu Oenu 1o 6megokadsiBu TabIeTKy ¢ 1 nenuTenHa JMHAS Ha
IBeTe cTpaHu. TabneTKuTe MoTaT Jia ce IeNAT Ha PaBHU MOJIOBUHHU.

UpCard Tabnerku 3 mg, 7,5 mg u 18 mg: npoabiropatu 06eu 10 OnenokadsBu Ta0IeTKH C 3
JISTATEITHA JIMHUW Ha IBETE CTpaHu. Ta0neTkuTe Morar Ja ce AesIT Ha PaBHH YeTBbPTHHHU.

4. KJIMHUYHU JAHHU

4.1 Bwunose ;KMBOTHH, 32 KOUTO e npeanasnayen BMII

Kyuera.

4.2 TepaneBan}m MoOKa3aHus, ONIPEACJICHHA 32 OTACJTHUTEC BUA0BE )KUBOTHHU

3a neyeHne Ha KIIMHUYHUTE TIPU3HAIM, BKIIOUYUTEITHO OTOK U U3JIUB, CBBP3aHU ChC 3aCTOMHA
ChpJIeyHA HEMOCTATHUHOCT.

4.3 IlpoTuBOmOKAa3aHUS

Jla He ce u3noa3Ba IpU CBPHXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIIMS WA KbM HSIKOU OT
EKCLUIHUEHTHTE.

Ja He ce m3mon3Ba npu OHOpEeTHA HETOCTATHYHOCT.

lla HE CC U3II0JI3Ba IIPH TCXKKA ACXUApaTannsi, XUIIOBOJICMUA UIIU XUITOTOHUSA.

[la He ce U3M0I3Ba €AHOBPEMEHHO C Ipyrd OPUMKOBH JHYPETHIIH.

4.4 CrnenuajJHU nMpeana3sHu MepPKH 3a BCEKH BU/ KMBOTHH, 32 KOUTO e npeanasHadyen BMII

Hsama.



45 CroenuajJHU Mpeana3Hu MepKH Npu ynorpeda

CrenyaigHy OpeAna3Hil MEpKH 3a >KHBOTHUTE IIPU YHOTpebaTa Ha MPOIYKTa

I[Tpu xyyera c ocTpa Kpu3a ¢ 6e10ApOOEH OTOK, TUIEBPAICH U3JIUB H/UIIH ACIUT, U3UCKBAIIl CIICIITHO
JeyeHue, TpsiOBa 1a ce B3eMe MIPEeIBU U3I0I3BAHETO HA MH)KEKTUBHU IPOLYKTH IIPEAN 3all0YBAHE HA
nepopajiHa JUypeTHYHa Tepamusl.

TpsiOBa na ce cnean 6p0peuHara GYHKINS, ChCTOSHUETO Ha XUAPATANNS U ChbCTOSTHUETO Ha
CEPYMHUTE CJICKTPOJIUTH:

- B HAYaJIOTO HA TPETUPAHETO

- 0T 24 no 48 yaca crnej| 3a1I04UBaHe Ha TPETUPAHETO

- oT 24 1o 48 vaca ciez MPOMsIHA Ha J103aTa

- B CJIy4aii Ha HEONMArOMPUSITHH PEAKITHH

JlokaTo >KMBOTHOTO € B TIPOIIEC Ha JIeYeHNE, Te3H MapaMeTpu TpsiOBa Aa Ob/aT cleieHn Ha MHOTO
PEIOBHU HHTEPBAIIA B CHOTBETCTBHE C MPEIEHKA IOJI3a/pUCK OT OTTOBOPHHS BETEPUHAPEH JeKap (BK.
toukH 4.3 u 4.6 ot KXTI).

Torasemide TpsiGBa 1a ce U3MOJI3Ba C MOBHUIIIEHO BHUMAHUE P CITydad Ha 3aXapeH AUabeT, KakTo U
NpY Ky4eTa C MpeJBapUTeHO MPeINICaHu BUCOKH JI03U OT OpUMKOB auypeTHk. [Ipu kyuera cbe
CBIIECTBYBAI AUCOANaHC Ha IEKTPOIUTH 1/ UK BOAA, TOBA TPsIOBa J]a ce KOPUIHpa IPEIU 3al0YBaHE
Ha TpeTupaHero ¢ torasemide.

Tpetupane c torasemide e TpsiOBa 1a ce 3am0YBa MPU KydeTa, KOUTO Beue ¢a KIMHHYHO CTaOITHH
MIpU AITEPHATUBEH IUYPETHK 32 JICUCHHE HA CUMIITOMUTE Ha 3aCTOMHA ChpJEYHA HEJOCTAThYHOCT, C
HM3KIIIOYCHUE Ha CIIydanTe, KOTaTo TOBa € OIIPaBIaHO, KaTO C€ B3€ME MPEABHUI PUCKBT OT
JleCTabMIIM3NpaHe Ha KIIMHUYHOTO ChCTOSIHAE M Ha HEOJaronpusATHUTE PEaKIMH, KAKTO € MTOCOYCHO B
TouKa 4.6.

CrenmanHy npeanasHi MEpKH 3a JIMIaTa, Ipujaraiy BeTepuHapHOMEINIMHCKUSA TPOAYKT Ha
JKUBOTHHTE

XopaTta ¢ U3BeCTHa CBPBXUYBCTBHTEIHOCT KbM TOPA3eMU WIH APYTH CyI(pOHAMUIM TpsOBa na
npuiarat BETEPUHAPHOMEIULIMHCKHS IPOAYKT € TIOBUILICHO BHUMAaHHE.

To3u MNPOAYKT MOKEC Ha MpPEeAN3BUKa YE€CTO YPUHUPAHE W/ CTOMAIIHO-YPEBHU CMYILICHHA, AKO 6”[»}16
IOIr'bJIHAT.

CobxpansBaiiTe TabJeTKUTE B OJIMCTEPUTE, PEH J1a CE M3IOJI3BAT, I ChXpaHsSIBaiiTe OJUCTEPUTE BHB
BTOPUYHATA OMIAKOBKA.

[Tpu cnyyaiiHo MoTIbIIaHE, OCOOSHO OT Jela, He3a0aBHO Jia ce MOTHPCH METUIIMHCKH ChBET, KaToO Ha
JIeKapsi ce Mpe0CTaBy JIMCTOBKATA WIIM €TUKETa Ha TIPOAYKTa.

4.6 He0maronmpusiTHu peakuuu (4€CTOTa U BAKHOCT)

ITo BpeMe Ha e4eHUETO MHOT'O YeCTO ce HaOJr01aBa yBeIMUCHNE Ha KPhBHUTE MMapaMeTpH B
O0BOpenuTe 1 ObOpPeUHa HEOCTATHYHOCT.

B pesynraT Ha IHypPETHUHOTO JeiicTBre Ha torasemide ce HabmroaBaT XeMOKOHIIEHTPAITHS 1 MHOTO
YecTa MOJIMYPHUS M/WITH TIOTHTATICHSL.

[Ipu mpoBIKUTETHO JICUSHHE MOKE J1a CE TOSBU HEJIOCTHUT HA EIEKTPOIUTH (BKIIOYUTEITHO
XUTIOKATHUEMUS, XATTOXJIOPEMUS, XUTIOMAarHE3UEMIIs) U JCXHUIpaTaIlusl.

Morart na 6b1aT HabI0TaBaHU CTOMAITHO-YPEBHA CHMITTOMH, KOUTO BKJIFOUBAT ITOBPBINAHE,
HaMaJIeHU WIH JUICBAIIN U3NPAXKHEHU, a B PEIIKU ClTydyad, MEKH U3NpakHeHus. Bb3HUKBaHEeTO HA
MEKH U3MPaKHEHUS € MIPEXOAHO U JIEKO U HE Hajlara CUpaHe Ha JEUYCHUETO.

Mosxe na ce HabJIO1aBa epUTeMa Ha BhTPENIHATA YIITHA MUJIA.

YecroTara Ha HEOIArONPUATHUTE PEAKIIMHU CE OIPEeis upe3 ClIeAHaTa Kiacu()UKaLHsL:
- MHOTO YecTH (roBeye ot 1 Ha 10 TpeTupaHH )KUBOTHH, MPOSIBSIBAIIN HEOJArONPHSITHH PEAKIIHH)



- yecTH (moBeue ot 1, Ho mo-Maiko ot 10 xuBoTHH Ha 100 TpeTHpaHu )KHBOTHH)

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

- penku (moseue oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 10 000 TpeTupaHu KUBOTHH)

- MHOTO peaKH (mo-Manko oT 1 »kuBoTHO Ha 10 000 TpeTupaHu >KUBOTHHU, BKIFOUUTEITHO U30JIUPAHU
CBHOOIIICHU).

4.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU sTiilleHOCeHe

be3zonacHocTTa Ha BETEpUHAPHOMEIUIIMHCKUS IPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpEMEHHOCT U
naktauus. Uznonssanero Ha UpCard He ce mpenopbuBa o BpeMe Ha OpeMEHHOCT, JIAKTALHS U TIPH
JKUBOTHU 32 Pa3IlIof.

4.8 B3aumopeiicTBHE ¢ IPYTd BeTEPHHAPHOMETUIIMHCKH MPOAYKTH U APYyru popmu Ha
B3auUMoOJelcTBHE

EnHOBpEeMEHHOTO NMPUIIOKEHHUE HA OPUMKOBH JIUYPETUITH U HECTEPOUTHH MTPOTUBOBB3MATUTEIIHU
cpeactea (HCIIBC) moxe ma moBeie 10 HaMajieH HAaTPUYyPETHUYCH OTTOBOP.

EnHoBpemenHara yrnorpeda ¢ BeTepUHAPHOMEAUITHHCKH POIYKTH, TIOBIUSBAIIN €JEKTPOTUTHUS
Oananc (KOPTUKOCTEPOHIH, aMPOTEPUIIMH B, chbpAeYHN TTTMKO3HIH, APYTH AUYPETHIIN ) H3UCKBA
BHHUMATEIHO HAOJOICHUE.

Tpsi6Ba na ce n305TBa eIHOBpEMEHHA yoTpeba Ha BETCPUHAPHOMETUIIMHCKH MPOAYKTH, KOUTO
yBeIM4YaBaT prcKa 0T ObOPEYHO YBpEkKAaHe Wik ObOpedHa HeJJOCTATHYHOCT.

EnnoBpemenHara ynorpeba ¢ aMUHOIVIMKO3UIU WK LEe(aJoCIOPHHU MOKE J1a YBEJIMYM PUCKA OT
HEPPOTOKCHYHOCT U OTOTOKCUYHOCT.

Torasemide moxxe /1a yBeluYH PUCKa OT aleprusi KbM CyJI(OHAMH/IH.

Torasemide mosxe 1a HamMau ObOpeYHaTa eKCKpElHs Ha CATHIIIIATH, KOCTO IIe JO0BE/Ie /10 MOBUIICH
PHCK OT TOKCHYHOCT.

Tps0Ba na ce BHMMaBa, Korato ce npuiara torasemide ¢ 1pyru mpoayKTH ¢ BUCOKA CTEICH Ha
CBBpP3BaHE C IUIA3MEHNUTE IPOTEUHU. T'hil KAaTO CBBP3BAHETO C IPOTEHHUTE YJIECHsABa ObOpeyHaTa
cekpenus Ha torasemide, HamMassiBaHe Ha CBBP3BAHETO MOPAIN U3MECTBAHE OT JIPYT MPOIYKT MOXKE Jia
0bJle MpUYMHA 332 AMYPETUYHA PE3UCTEHTHOCT.

EnHoBpeMeHHOTO npuitarade Ha torasemide ¢ 1pyru BeTepruHAPHOMEAUIIHHCKH MPOIYKTH, KOUTO Ce
MeTaboau3upar ot uroxpom P450 nzodopmu karo 3A4 (Hanpumep: eHananpwi, OynpeHophuH,
JIOKCHUIIMKIIMH, IuKiiociopu) u 2E1 (u30duypaH, cerodiypaH, TeoprIuH) MOKe J1a HaMalld TEXHUS
KIHUPBHC B CHCTEMHOTO KPBHBOOOpAIIICHHE.

EQexThT Ha aHTUXUTIEPTCH3UBHU BETEPUHAPHOMEIUIITHCKH TIPOIYKTH, OCOOCHO HA aHTHOTEH3WH-
KOHBepTI/IpaI_HI/ISI CH3UM (ACE)-I/IHXI/I6I/ITOpI/I, MOXE ada C€ 3aCuJId, KoraTro c¢ an/mara G,I[HOBpeMeHHO C
torasemide.

Koraro ce n3non3Ba B KOMOMHANNA C JIeYeHHS Ha chpaednn 3a0onsaBanus (Harpumep ACE-
MHXUOUTOPH, AUTOKCHH), MOKE J1a C€ HAJIOKH PEXUMBT Ha JT03UpaHe Aa Obae IPOMEHEH B
3aBUCUMOCT OT OTTOBOpPA HA JKUBOTHOTO KbM TE€panuATa.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE

TlepopanHo npunoxeHue.
Tabnerkute UpCard morar jia ce gaBat ¢ wim 6e3 XpaHa.



Ipemoppunrennara go3a Topazemus € 0,1 1o 0,6 mg/Kg TerecHna Maca, BeIHBK AHEBHO. [To-rosiMara
4acT OT KydeTaTa ca cTabuiIm3npanu upes go3a torasemide, mo-manka ot wiu pasua Ha 0,3 mg/kg
TEJIECHA Maca, BEJHBK JTHEBHO.

[o3ara TpsiOBa n1a ce TMTpHpa, 32 JIa CE OCUTYPH KOM(OPT Ha MAMEHTUTE C BHUMAHUC KbM
O0p0peuHaTa GYHKINS ¥ CHCTOSHUETO Ha €JIeKTPOIMTUTE. AKO HMBOTO Ha JUype3aTa H3UCKBa
MPOMSIHA, J103aTa MOXKE JIa CE YBEJIMYH WJIH HAMAaJH B PAMKUTE Ha MPEMOPbUYBAHUS 00XBAT ChC CTHIIKH
ot 0,1 mg/kg TenecHa maca. Ciieq; KaTo MpU3HALMTE HA ChPJeYHA HEAOCTATHYHOCT Ca KOHTPOJIUPAHH
U MAIUCHTHT € CTAOMIICH, aKO c€ U3UCKBA JBITOCPOYHO JICUCHHE C JUYPETHIIN C TO3H MPOIYKT, TO
TpsIOBa Ja ce MPOIBIDKH ¢ Hali-HUCKaTa e()eKTHBHA J103a.

Yecture MOBTOPHU U3CJICABAHUA HAa KYUCTO LIC MOANIOMOTHAT Cb3JaBaHCTO Ha MMOAXOAAIIATa J03a
ANYPETULIA.

I[HCBHaTa CXCMa Ha NPHUIIO0KCHUEC MOXKE a 6T)HC IJIaHMpaHa BbB BPECMETO 3a YIIPABJICHUEC Ha MIEpUOJa
Ha M3IYCKaHC Ha YpHUHA B 3aBUCUMOCT OT HYXIUTE.

410 Ilpemo3upaHe (CHMITOMHU, CIIEIIIHA MEPKHU, AHTHA0TH), AKO € HE0OX0TUMO

Ho3n, mo-ronemu ot 0,8 mg/kg/neH, He ca Onim orleHeHN 3a 6€30MaCHOCTTA 32 JKUBOTHO 32 KOETO €
IIPEHA3HAYCH MIPOJAYKTA WIK YPe3 KOHTPOIUPAHU KIIMHUYHY NIPOYYBaHUs. BeIIpeku ToBa ce 04akaa,
4e IpeZ03UPaHEeTo YBEINYaBa pUCKa OT JeXUAPATaIHs, eNeKTPOIUTEH nucbananc, Ob0pedHa
HEJIOCTATHYHOCT, AHOPEKCHS, 3ary0a Ha TerJIo U ChPICYHO-CHIOB KOJIATIC.

JledenueTo TpsOBa 1a ObJIe CUMIITOMATHYHO.

411 KapeHTeH cpok

He e npunoxxumo.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHIHA IPyIia: ChpACYHO-CHI0BATA CHCTEMa, OPUMKOBH JHYPETUIIN, OOMKHOBEHU
cyndoHaMHTH.

Berepunapnomenuuunacku aHatoMo-tepamneTuyeH koa: QC03CA04.
51 @apmakoguHAMUYHH CBOMiCTBA

Torasemide e OpuMKOB AMYPETHK OT Kilaca MUupuaui cynpoHmwtypes. Torasemide ce cekperupa B
TYOYJIHHS JTyMEH 4pe3 CUCTeMaTa 3a TPAHCIIOPTHPaHe Ha MPOOCHEINA-9yBCTBUTEIIHA OPTaHUYHA
kucennHa. OCHOBHOTO MSICTO Ha JISHCTBUE € MeyJIapHaTa 4yacT OT Bb3XO/SIIOTO PaMo Ha OpuMKaTa
Ha Xewnne. bpuMkoBute auyperunu ocaoBHo nuxubupar Na'/2ClI'/K* Hocutens ot aymuHamHaTa
CTpaHa Ha KJIETKaTa.

WNuxubupaneTo Ha HATPHUEB XJIOPH] U peadcopOuuMsTa Ha XJIOPHIHHE HOHM BOAM HE caMo JI0 cajypesa,
HO CBILO TaKa HaMaJIsIBa MHTEPCTUIIMAIHATA OCMOJIAPHOCT B paMKuTe Ha ObOpeuHara meayna. ToBa ot
CBOS CTpaHa HamaJsiBa CBOOOHATA peadcopOIHsl Ha BOAA B pe3yATaT Ha yBEIMUCHOTO OTACISIHE Ha
BOJ1a/TIPOU3BO/ICTBO Ha YPHHA.

[pwu 31paBu Kydera u clie/] Ipuiiarane BeIHbK THEBHO 32 5 JTHH, CPEIHUSAT MPOIIEHT Ha YBEJIIMYCHUE
Ha eKCKpeTHpaHa ypuHarta HajJ 24 yaca Bapupaiue oT 33% 10 50% npu 0,15 mg/kg, ot 181% no 328%
npu 0,4 mg/kg u ot 264% no 418% npu 0,75 mg/kg.

B®3 ocHOBa Ha IMpoy4BaHe ¢ MOJIeNIMpaHe Ha papMaKoMHAMHKATA, TPOBE/ICHO TIPH 3/IPaBH KydueTa
npu no3u ot 0,1 u 0,6 mg torasemide/kg, eaunnuna go3a torasemide numa okosno 20 mbTH
JUYPETUYHOTO ACWCTBHE Ha eAMHMYHA J103a (ypo3emua. Bukre Touka 4.5.

5.2 dapmMakoKHHETHYHH 0COOEHOCTH



IIpu kyuera, ciieq enMHUYHA HHTpaBeHO3HA J03a oT 0,1 mg/kg, oOmusaT tenecen kaupbHC ¢ 0,017
L/ugac.kg, a 06embT Ha pasnpenenenre Oerre 0,14 L/kg, a TepMUHATHAAT TOIY)HBOT € 7,0 waca. Cuexn
eanHuYHa nepopanHa no3a ot 0,1 mg/kg, nepopannara abconoTHa OUOHATHYHOCT CHOTBETCTBA HA
oko510 90%. Ilepopannara pezopouus e 6bp3a cbe cpeana Tmax oT 0,93 wyaca cnen npunarane Ha 0,1
mg/kg. MakcumanHuTe ra3mMeHu KoHneHTpaiin Cmax ChoTBeTCTBAT Ha 1,1 pg/ml cnen eaunnyana
nepopanna no3a ot 0,1 mg/kg u Ha 19 pg/ml cien enuanana nepopanna n1o3a ot 1,6 mg/kg. AUCins
ChOTBETCTBA Ha 6,3 pug.uac/ml cren equauyra nepopanna g03a ot 0,1 mg/kg u no 153,6 ug.gac/ml
cleql efMHUYHA TiepopaiHa go3a ot 1,6 mg/kg. CBbp3BaHETO € TUTa3MEHNUTE MPOTENHH € > 98%.
T'onsima gact ot mo3ara (Mexay 61% u 70%) ce oTaens B ypuHaTa KaTo HEMPOMEHEHA OCHOBHA
cyOcranus. J[Ba MmetabonuTa (IeaIKIIMpaH U XUIPOKCUIINPaH MeTabONT) ChIIO ca YCTAHOBEHHU B
ypuHara. 3xoanara cyOcTanus ce metabonusupa ot yepHoapoOHuTe uToxpom P450 cemelicTa ot
m3odopmu 3A4 u 2E1, u B mo-manka crerner oT 2C9. IIpomopumronanHoctTa Ha 103aTa Crax 1 AUCint
ce nemoHcTpupa mMexay 0,2 u 1,6 mg/kg.

Xpanenerto 3nauntento yBenndaBa AUC.s Ha torasemide cbe cpento 36%, neko 3a0aBst Tmax, HO HE €
OTKPHUTO HUKAKBO 3HAYMMO BIHUIHNE BBPXY Cmax. Cie MHOTOKpATHO TIpHIIOKEHHE TTpH Kydera Ha 0,2
mg/IHEBHO B POIBIDKEHHE Ha 14 IHM, HE € OTKPUTO HAaTpynBaHe Ha torasemide B miasmara.

6. DAPMAIIEBTHYHU OCOBEHOCTH

6.1 Chnucbk HA eKCHUMHEHTHUTE

JlakTo3a MOHOXHIpPAT

[ToBugon

Harpues naypuncyndar

KpocnoBunon

MUuKpokpucTalHa HenyJso3a

Harpues creapun pymapar

Apomar Ha OeKoH

6.2 OCHOBHHU HECHBMECTHMOCTH

He e npunoxxumo.

6.3 Cpok Ha rogHoCT

Cpok Ha TOJHOCT Ha KpailHUs BETEpUHAPHOMEAUIIMHCKY POAYKT: 3 TOJUHH.
BceskakBu octanany 4yacTu oT TaOJIeTKU TPsiOBa 1a ce U3XBBPIAT ciiel| 7 THU.

6.4 CnenuaJHM ycJI0BUS HA CbXpPaHeHHE HA MPOIYKTA

To3u BeTepUHAPOMEIUIIMHCKY MPOAYKT HE N3UCKBA HUKAKBH CIICLIAIHN YCIOBHS 32 CbXPaHEHHUE.
Bcesika gacT ot Tabnerka TpsiOBa J1a ce ChXpaHsBa B ONMCTEpHATA OTIAKOBKA MIIH B 3aTBOPEH ChJI B
MPOABIDKEHNE HA MAKCUMYM 7 JTHH.

6.5 Bl/ll] U CbCTAaB HA MbPBHYHATA OIIAKOBKaA

[HomuxnoporpudayopoeruneH-PVC/anymunues Onuctep (Bcexu Onuctep chabpxa 10 TabneTkn) u e
OIIaKOBaH BB BHHIIIHA KAPTOHEHA KyTHSI.

Pa3mepu Ha onakoBkata ot 30 wim 100 Tabierky.

He Bcuuku pa3mepu Ha ommakoBKaTa MOTaT Aa ObAaT MpeayiaraHd Ha ma3apa.



6.6 Cnelma.mm MEPKH 32 YHUII0KAaBaAaHE HA HECU3I0JI3BAaH MPOAYKT WIHM OCTATHIM OT HEro
Bceku Hen3noa3BaH BCTCPUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIH OT HET'O Tpﬂ6Ba Ja 6’I)I[aT
YHUIIOKCHU B CHbOTBETCTBUEC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Vetoquinol SA

Magny-Vernois

70200 Lure

®paHuus

8. HOMEP HA JIMIHEH3A 3A YIIOTPEBA

EU/2/15/184/001-008

9. JATA HA IBPBOTO U3JJIABAHE/IIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
Jlata Ha TbPBO M3[aBaHe Ha JIMICH3 3a yrnoTtpeda: 31/07/2015

JlaTa Ha TOCIIeHOTO MOIHOBSIBAHE Ha JIMIIECH3 32 ynoTpeda:

10 JATA HA ITOCJIEJJHATA PEJAKIUSA HA TEKCTA

{JU/MM/TTIT}

[MoapoOHa nHpOpMaLKs 3a TO3H NPOIYKT MOXKE J]a HAMEPUTE Ha MHTEPHET CTpaHHUIIaTa Ha
Esporneiickata Arenrus o Jlekapersara (http://www.ema.europa.eu/).

3ABPAHA 3A ITPOJAXKBA, CHABISIBAHE U/NJIA YIIOTPEBA

He e mpunoxumo.


http://www.ema.europa.eu/

HPUJIOKEHHUE I1
INPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOX/JIABAHE HA ITAPTUJIATA

YCJIOBUA NN OTPAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIHA CE JO NPENJIATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MICOK



A INPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTUJIATA

HwMe 1 afipec Ha TPOU3BOIUTENS, OTTOBOPEH 3a OCBOOOKIABAHETO HA MAPTUAMTE 33 MPOoaakOa

Vetoquinol SA
Magny-Vernois
70200 Lure
®paHuus

b. YCJIOBUA UJIN OTPAHUYEHNUS B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIMU CE 10 IPEJJIATAHETO WM YIIOTPEBATA MY

I[a C€ OTITyCKa CaMo IIO JICKapCKO NPEANNCaHHUC.

B. CTATYC HA MJCOK

He e npunoxxumo.



HPUJIOKEHHE I11

ETUKET U JINCTOBKA
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A. ETUKET
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NHO®OPMAIIUS, KOSATO CE U3ITUCBA BbPXY BHHIIIHATA OITAKOBKA
Kapronena kyrus

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUMHCKUA TIPOAYKT

UpCard 0,75 mg Tabnetku 3a Ky4era
UpCard 3 mg TabneTku 3a Kydera
UpCard 7,5 mg TabneTku 3a KydeTa
UpCard 18 mg TabieTkn 3a Ky4era

‘ 2. CbABPKAHUE HA AKTUBHATA CYBCTAHIIUA

0,75 mg torasemide
3 mg torasemide
7,5 mg torasemide
18 mg torasemide

‘ 3. DAPMAINEBTUYHA ®OPMA

Tabnerku.

4. PASMEP HA OITAKOBKATA

30 TabneTku
100 TabneTKn

5. BUJIOBE JKNBOTHMH, 3A KOUTO E INIPEJJHASHAYEH BMII

Kyuera.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

‘ 7. METOJA 1 HAYUH HA ITPUJIOKEHUE

IlepopaiiHO IpHIIOKEHHE.
[Ipenu ynotpeda npoyeTeTy JIUCTOBKATA.

8. KAPEHTEH CPOK

He e npunoxxumo.

‘ 9. CHELOUAJIHU HPEAYHPEXJIEHUS, AKO E HEOBXOANMO

| 10. CPOK HA FOJIHOCT
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EXP {mecer/roguna}

11.

CIIEIIMAJIHU YCJIOBUS 3A CBXPAHEHUE

12.

CIIEIMAJIHU MEPKH 3A YHUIIMOKABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIM OCTATHBIMU OT HEI'O, AKO UMA TAKUBA

VHuioxapaHe:. MMpOYCTCTU JIMCTOBKATA.

13.

HAJAIIMUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U
YCJIOBUA NI OTPAHUYEHUS OTHOCHO PABITPOCTPAHEHUETO U
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTeprHapHOMEIMLMHCKaA yrnoTpeda. [la ce oTmycka camMo 10 JIEKapCKO MpeanucaHue.

14.

HAJIIMCDHT “JA CE CBXPAHSABA JAJIEY OT ITOIVIEJA 1 HA HEJOCTBITHA

3A JEITA MECTA”

I[a CC ChbXpaHsBa Aajied OT Iorjieaa U Ha HEAOCTBITHU 3a JI€1a MECTaA.

15.

NME N TTIOCTOAHEH AJIPEC HA IIPUTEXATEJISAA HA JIMHEH3A 3A YIIOTPEBA

Vetoquinol SA
Magny-Vernois
70200 Lure
OPAHIMA

+33 384 62 55 55

16.

HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/15/184/001 30 tabmetku ot 0,75 mg
EU/2/15/184/002 100 Tabnetku ot 0,75 mg
EU/2/15/184/003 30 Tabxetku oT 3 mg
EU/2/15/184/004 100 Tabaetku ot 3 mg
EU/2/15/184/005 30 tabmeTku ot 7.5 Mg
EU/2/15/184/006 100 Tabnerku ot 7.5 mg
EU/2/15/184/007 30 Tabaetku ot 18 mg
EU/2/15/184/008 100 Tabmetku ot 18 mg

17.

IHAPTUAEH HOMEP

Lot {momep}
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MUHHUMYM JJAHHH, KOUTO TPABBA JIA BbJE U3IIMCAHA BbPXY BJIMCTEPU
NJIN JIEHTHA

baucrepHa onakoBka

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUINHCKUA TPOAYKT

UpCard 0,75 mg Tabnetku 3a Ky4dera
UpCard 3 mg TabneTku 3a Kydera
UpCard 7,5 mg TabneTku 3a KyyeTa
UpCard 18 mg TabieTkn 3a Ky4era
TOpa3eMHuI

tal

‘ 2. HAMMEHOBAHMUWE HA IIPUTEKATEJIS HA JIMINEH3A 3A YIIOTPEBA

Vetoquinol SA

‘ 3. CPOK HA TOJHOCT

EXP {mecer/roauna}

‘ 4. ITAPTUJAEH HOMEP

Lot {Homep}

‘ 5. HAJAIIMUCHT “CAMO 3A BETEPUHAPHOMEJINIINHCKA YIIOTPEBA”

Camo 3a BeTepHHApPHOMEMIIMHCKA yIIOTpeda.
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B. INCTOBKA
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JIMCTOBKA:

UpCard 0,75 mg Tad/ieTKH 32 Ky4yeTa
UpCard 3 mg TabaeTkH 3a Ky4yeTa
UpCard 7,5 mg TabaeTku 3a Ky4eTa
UpCard 18 mg ta6.aeTku 3a Ky4eTa

tal

1. NME "N AJPEC HA TIPUTEXATEJISI HA JIMIIEH3A 3A YIIOTPEGA 1 HA
JIMOEH3UPAHUS TPOU3BOJAUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA
IHAPTUJUTE, AKO E PA3JIMYMEH

HDI/ITC)KaTeH Ha JIMIICH3a 3a VHOTDe6a U TIPOU3BOAUTET OTTOBOPECH 3a OCBO60)KIlaBaH€ Ha napTujara.
Vetoquinol SA

Magny-Vernois

70200 Lure

OPAHLIUSA

2. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT
UpCard 0,75 mg Tabnetku 3a Ky4era

UpCard 3 mg TabneTku 3a Kydyera

UpCard 7,5 mg TabneTku 3a KydeTa

UpCard 18 mg TabieTkn 3a Ky4era

3. CbAbP/KAHUE HA AKTUBHATA CYBCTAHIIMA 1 EKCOUUIIMEHTUTE

Bcsika Tabnerka chappiKa:

UpCard 0,75 mg Tabnetku 3a Kyyera 0,75 mg torasemide

UpCard 3 mg tabieTku 3a Ky4dera 3 mg torasemide
UpCard 7,5 mg TabieTku 3a KydeTta 7,5 mg torasemide
UpCard 18 mg tabneTku 3a Kydera 18 mg torasemide

UpCard Tabnerkute ot 0,75 mg ca npoabiiroBatu 0eiu /1o oyenokadseu TadbyieTku ¢ 1 genurenHa
JIMHUS Ha ABeTe cTpaHu. TableTkuTe Morar jia ce JIeTsIT Ha paBHH MOJIOBUHH.

UpCard tabnerkute ot 3 mg, 7,5 mg u 18 mg ca npogsiarosatu Oenu 10 6iexokadsisu TabiaeTku c 3
JCTTUTEITHY JIMHAY HA JIBETE CTpaHH. TalleTKUTe MOraT Jia ce JeJST Ha paBHHU YETBbPTHHHU.

4. TEPAIIEBTUYHU ITOKA3AHUA

3a JeueHne Ha KIMHUYHUTE Mpu3HaNy, BKIIOYUTCIHO OTOK U U3JIMB, CBBP3aHU CHC 3acTOMHA
ChbpACYHAa HCAOCTATBYHOCT.

5. INPOTUBOIIOKA3AHUSA

[a He ce u3mon3Ba IpH CBPHXIYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIINS MIIM KbM HIKOHM OT
EKCLIUIIUCHTUTE.

[a He ce u3nomn3sa npu 6b0peyHa HEAOCTATHYHOCT.

Ja He ce u3noi3Ba NpU TEXKKA AEXUIPATALMS, XUITIOBOJEMUS WU XUITOTOHHUS.

Jla He ce M3MoJ3Ba €IHOBPEMEHHO C JIPYTH OPUMKOBH JIHYPETHIIH.
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6. HEBJIATOITPUATHU PEAKIIUN

[To BpeMe Ha JIeYEeHHETO MHOTO YeCTO ce HaOJIr01aBa yBeJMUEHIE HA KPHBHUTE MAapaMeTPH B
0BOperTe 1 OHLOpeYHa HETOCTATHIHOCT.

B pe3ynraT Ha IHYypEeTHUIHOTO JeiicTBHE Ha torasemide ce Habm0aBaT XeMOKOHIICHTPAITHS 1 MHOTO
YecTa MOJINYPHST U/UITA TTOJTUTATICHS.

[pu NpoXBIKKUTEITHO JICYCHUE MOXKE JIa C€ TIOSIBU HEJOCTHT Ha EJICKTPOIUTH (BKIFOYUTEITHO
XUTOKAJTUEMHUS, XHUITOXJIOPEMUSI, XMIIOMArHe3ueMus1) U JCXUApaTarvsl.

Morart na ObaT HaOJI0JaBaHU CTOMAITHO-YPEBHU CUMITTOMH, KOUTO BKJIFOUBAT MTOBPBINAHE,
HaMaJICHU WITU JIMIICBAIIY M3MPAKHEHHS, a B PEAKH CIIy4au, MEKU H3NPaKHEHNs. Bh3HUKBaHETO Ha
MEKHU U3IMPKHEHUS € MPEXO0IHO U JICKO ¥ HE Hajlara CIiupaHe Ha JICUYCHUETO.

Moxe na ce HabMOAaBa epuTeMa Ha BbTPELIHATA YIITHA MU/IA.

UYecroTaTa Ha HEOIArONPUATHUTE PEAKLIMH CE ONPENeIis Upe3 cleHaTa KIacupuKaLus:

- MHOTO 4ecTH (roBeue oT 1 Ha 10 TpeTupaHu KUBOTHH, NPOSIBSBAIM HEOIArONPUSITHA PEAKIIN)

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

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

- penku (moseue ot 1, Ho mo-mainko ot 10 sxuBoTHH Ha 10 000 TpeTupaHu KUBOTHH)

- MHOTO pefkH (rmo-Manko ot 1 xxuBotHO Ha 10 000 TpeTupaHu )KMBOTHH, BKIIFOUUTETHO N30JIUPaHU
CHOOIIICHHU).

AKko 3a0enexxuTe HIKaKBH HEONMaronpusaTH PEaKLUH, BKIIOUYUTEIHO U TAKMBA, KOUTO HE Ca OMHMCAHU B
Ta3u JIMCTOBKA UJIU MUCJIIUTE, Y€ BETCPUHAPHOMECIUIIUHCKUA IIPOAYKT HE pa60T1/1, MOJIA Aa YBEAOMUTE
Bamus Betepunapen nekap.

7. BUJOBE JKUBOTHMU, 3A KOUTO E IPEJHA3ZHAYEH BMII

Kyuera.

8. JAO3UPOBKA 3A BCEKH BU/I ’KNBOTHO, METOJ U HAYNH(N) HA
IHPUJIAT'AHE

IlepopaiiHO IpUIIOKEHHE.

IMpenopbunrtennaTa fg03a torasemide e 0,1 mo 0,6 mg/kg TeecHa Maca, BEIHBK THEBHO.

Jozara TpsiOBa 1a ce TUTPHUpa, 3a Jla Ce OCUTYPH KOM(MOPT Ha MAIMEHTHTE C BHUMAaHHE KbM
O0bOpevHaTa QYHKINS U ChCTOSHUETO Ha ENEKTPOIUTUTE. AKO HUBOTO Ha AMype3aTa H3UCKBA
HpOMHHa, J03aTta MOXKeE a Ce yBeHHqH WJIX HAMAJIU B paMKI/ITe Ha HpeHOp’quaHI/IH O6XBaT CbC CTBIIKH
ot 0,1 mg/kg TenecHa maca. Ciie/ KaTo MPHU3HAIMTE HAa ChPJCYHA HEAOCTATHYHOCT Ca KOHTPOJIHPAHU
U MAIMEHTHT € CTA0MJIEH, aKO CE€ U3MCKBA IBJATOCPOYHO JICUCHUE C TUYPETUIH C TO3H TMPOIYKT, TO
TpsiOBa Jla ce MPOJIBIDKY C Hall-HUCKaTa e)eKTUBHA J1034.

YecTuTe MOBTOPHH H3CJIECIBAHUS HA KyYETO 1€ TOAMOMOTHAT Ch3aBaHETO Ha MOAXOISIIATa 103a
JMYPETHIIH.

JlHeBHaTa cXeMa Ha IPUIOKEHHE MOKE Ja ObJIe IJIaHUpaHa BbB BPEMETO 3a yIIPaBJIEHHE Ha TIEPHOIa
Ha I/ISHYCKaHe Ha ypI/IHa B 3aBUCHUMOCT OT Hy)KJII/ITe.

9. CBBET 3A IIPABUJIHO ITPUJIOKEHUE

Tabnerkute UpCard Morar n1a ce gaBat ¢ win 6e3 XpaHa.
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10. KAPEHTEH CPOK

He e npunoxumo.

11. CIHENUAJIHU YCJIOBUs 3A CbXPAHEHUE HA ITPOAYKTA
[a ce cpxpaHsBa naned OT NOIJIeAa M HAa HEAOCTHIIHM 3a Jiela MecTa.

To3u BeTepuHAPOMEAUITMHCKY MTPOIYKT HE M3UCKBA HUKAKBH CHCIIHMAHU YCIOBUS 32 ChXpaHEHUE.
Bcesika gacT ot TabneTka TpsOBa Ja ce ChXpaHsABa B OJMCTEPHATA ONMAKOBKA WIIM B 3aTBOPEH ChJl B
MPOABIDKEHNE HA MAKCUMYyM 7 JTHH.

Ja He ce u3mon3Ba TO3U BETEPUHAPHOMEIUIIMHCKH MPOAYKT CIE] U3THUYaHE CPOKA HA TOJTHOCT,
MIOCOYEH B KAPTOHEHATA OMaKOBKa.

12. CHELUWAJIHU NPEAYHOPEXIEHWSA

CrenyanHy npeanasHd MepKH 3a )KUBOTHUTE MPH yHoTpeOara Ha MPOIYKTa:

[Tpu xyyera c ocTpa Kpu3a ¢ 6€10ApOOEH OTOK, TUIEBPAJICH U3JINB H/HIIH ACIUT, U3UCKBAIIl CIICIITHO
JedYeHue, TpsioBa Ja ce B3eMe MPEIBH/] U3M0I3BAHETO HA MHIKCKIITUBHU MPOIYKTH MPE/IH 3all0UBaHe
Ha TepopajHa ANYPeTHYHA TeParusl.

Tpsi6Ba na ce cienn 6b0pevHaTa GyHKINS, ChCTOSHUETO Ha XUIPATALIUS H ChCTOSHUETO HA
CEPYMHUTE CICKTPOJIUTH:

- B HAYAJIOTO HA TPETUPAHETO

- 0T 24 1o 48 gaca cinej| 3a1I04YBaHe Ha TPETUPAHETO

- 0T 24 no 48 gaca cne mpoMsiHA Ha J103aTa

- B ClTy4ail Ha HEONMArONPHUITHU PEAKIIHH.

JloxaTo KMBOTHOTO € B MPOILIeC Ha JIeYeHUe, Te3U MapaMeTpy TpAOBa 1a ObJaT MpoCiIeIBaHu Ha
MHOT'O PEI0BHH MHTEPBAJIM B CbOTBETCTBHE C ITPELIEHKA 10J13a/PUCK OT OTTOBOPHUS BETEpUHAPEH
neKap (BHXXTE TOUYKHUTE MPOTHBONOKA3aHUs ¥ HEOIArONPHUSITHU PEaKIHN).

Torasemide TpsOBa Jia ce M3M0JI3Ba ¢ TIOBUILIEHO BHUMAHKE [P CIIydad Ha 3aXapeH quadeT, KakTo u
IpH Ky4eTa ¢ TPeIBAPUTEIHO MIPEANMCAHN BUCOKH JIO3K OT OPUMKOB JUypeTHK. [IpH KydeTa che
ChHIIECTBYBAI AUCOANAHC HA EIEKTPOJIMTH W/ WK BOJa, TOBA TPsiOBa Jla C€ KOPUIHpa IPEIHU 3all0YBaHE
Ha JIeYeHneTo ¢ torasemide.

Jleuenwueto ¢ torasemide He TpsOBa 1a ce 3amoYBa MPH KydeTa, KOUTO Beue ¢a KIIMHUYHO CTAOMITHH
MIpY aJITEPHATUBEH IUYPETHUK 32 JIEYEHNE HA CHMIITOMUTE Ha 3aCTOMHA Chp/I€UHA HEIOCTAThYHOCT, C
H3KIIIOYCHUE Ha CIIydaHuTe, KOTaTo TOBa € OIIPaBIaHO, KaTO C€ B3€ME NPEABHU PUCKBT OT
JlecTaOMIM3NpaHe Ha KIMHUYHOTO CHCTOSIHUE M HAa HEONIAronpusATHUTE PEaKINH, KAKTO € TOCOYEHO B
TOuKa 6.

CoenyanHy npeAna3sHyd MEpKH 3a JIMILATa, TpUiarallid BETePUHAPHOMEIUIIMHCKUS MPOAYKT Ha
KUBOTHUTE:

Xopara ¢ U3BeCTHA CBPBXIyBCTBUTEIHOCT KbM tOrasemide wim npyru cysndonamuau TpsioBa aa
npujaraT BETEpUHAPHOMEINLIUHCKHS NPOAYKT C MMOBUILICHO BHUMAHHUE.

To3u NPOIYKT MOXKeE Jia MPEAU3BUKA YECTO YPUHUPAHE H/WIIH CTOMAITHO-UYPEBHU CMYIICHNUS, aKO ObJIe
MOT'bJIHAT.

CoxpaHsBaiiTe Ta0JIETKUTE B OJIMCTEPHUTE, IPEIH Ja CE MU3IO0I3BaT, U ChXPaHIBATe OJIMCTEPUTE BHB
BTOpMYHATa ONIAKOBKA.

[pu ciyuaitHo morieiiane, 0coOEHO OT Jiela, He3a0aBHO Jla ce TIOThPCH METUIIMHCKU CHBET, KaTO Ha
JieKaps ce IPelOCTaBU JINCTOBKATA MJIM €TUKETA Ha MPOAYKTA.

BpeMeHHOCT U JIaKTalsl:
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be3zonacHocTTa Ha BeTepUHAPHOMETUITMHCKUS MPOJYKT HE € JI0OKa3aHa 110 BpeMe Ha OpEMEHHOCT U
naktanus. Mznonssanero Ha UpCard He ce mpenopb4Ba 1o BpeMe Ha OpeMEHHOCT, JIAKTAIHS U TIPH
’KMBOTHHU 32 Pa3Iuio/.

BsaumoneiicTBue ¢ APYTrH JeKapCTBEHN NPOAYKTH U Apyry (OpMHU Ha B3aNMOJIeCTBYE:
EnnoBpeMeHHOTO TpHIIOKEeHNE Ha OPUMKOBH AMYPETHUIN M HECTEPOHUIHN TPOTUBOBB3MAIATEITHA
CpecTBa MOXKE /1a I0BeIe 10 HaMaJIeH HATPUYPETHUYEH OTTOBOP.

EnnoBpemenHaTa ynorpeba ¢ BETepHHAPHOMEANIIMHCKA POAYKTH, TOBIHSIBAIIN €IEKTPOTHTHHUS
OanaHc (KOPTUKOCTEPOH N, aM(poTepuitnd B, chpaeunn rIuKo3uan, APyTH TNyPETHIN) U3UCKBA
BHUMATEJIHO HabOJIr0IeHHE.

Tpsi6Ba na ce n305TBa eHOBPEMEHHA ynoTpeda Ha MPOAYKTH, KOUTO YBEJINYaBaT PUCKa OT ObOpedHO
yYBpeXIaHe Wik Ob0pedHa HeJOCTAThYHOCT.

EnnoBpemenHara ynorpeba ¢ aMUHOTJIMKO3UIN WK LHEe(aJoCIOPHHU MOXKE /1 YBEJIMYH PUCKA OT
HEPPOTOKCHYHOCT U OTOTOKCUYHOCT.

Torasemide mosxe 2 yBelnnu4M pUCKa OT AIEeprusi KbM CyJI(pOHAMHU/IN.

Torasemide moxxe ma Hamann OBOpeUHAaTa EKCKPEIHS Ha CAIMIMIATH, KOETO IIIe JOBE/E IO MOBUIIIEH
PHCK OT TOKCUYHOCT.

Tps0Ba na ce BHMMaBa, Korato ce mpuiara torasemide ¢ 1pyru mpoayKTH ¢ BUCOKA CTEIEH Ha
CBBpP3BaHE C TUIA3MEHNUTE POTEHHU. T'hil KAaTO CBBP3BAHETO C IPOTEHHUTE YJIECHsABa ObOpeyHaTa
cekpenus Ha torasemide, HaMassiBaHe Ha CBBP3BAHETO MOPAIN M3MECTBAHE OT JPYTO JIEKAPCTBO MOXKE
Jia Objic IPUYWHA 32 TUYPETHYHA PE3UCTESHTHOCT.

EnHoBpeMeHHOTO mpuiarade Ha torasemide ¢ apyru npoayKTH, KOUTO C€ METabOIH3UPaT OT
mutoxpoM P450 cemeiictara 3A4 (HanpuMep eHanmanpui, OynpeHOopQHH, TOKCHIIUKIINH,
mukinocioput) U 2E1 (u3odaypan, ceBodypan, TeopuinH) MOKe J1a HAMAJIA TEXHUS KIIMPHHC B
CHUCTEMHOTO KpbBOOOpaIeHue.

EdexThT Ha aHTHXUTIEPTEH3NBHU MPOTYKTH, 0COOCHO Ha aHTHOTCH3MH-KOHBEPTHPAILIUS €H3UM
(ACE)-unxubutopu, MOXe J1a ce 3aCHITH, KOraTo ce Ipriiara eJIHoBpeMeHHo ¢ torasemide.

Korato ce u3znomn3sa B koMOMHanus ¢ Je4eHUs Ha cbpaedHu 3abomnsBanus (Hampumep ACE-
WHXHOUTOPH, JUTOKCHH), MOXKeE J]a C€ HAIOXKH PEKUMBT Ha TO3UpaHe Aa ObJle MPOMEHEH B
3aBUCHMOCT OT OTTOBOPA Ha KMBOTHOTO KbM TEpAIHsTA.

[Ipeno3upade (CUMOTOMHM, CIEIIHA MEPKH, aHTHIOTH):

Ho3u, mo-ronemu ot 0,8 mg/kg/neH, He ca Onim orleHeHN 3a 6€30ITacHOCTTA 32 JKUBOTHO 32 KOETO €
MpeTHA3HAYCH MPOAYKTA WK UYpe3 KOHTPOIUPAHH KIMHUYIHY MMPOYYBaHUs. BhIIpexku ToBa ce oyakaa,
4e Mpe03UPaAHETO YBEINYaBa pUCKa OT AeXUApaTaIlHs, eIIeKTPOIUTEH ArcOananc, 0bO0pedHa
HEJ0CTaThYHOCT, aHOPEKCHS, 3aryda Ha TerJI0 U ChpJIeYHO-CHIOB KOJAIIC.

Jleuennero TpsiOBa na Ob/Ie CUMITOMATHYHO.

13. CHELUWAJIHU MEPKHU 3A YHUIIOKABAHE HA HEU3ITOJI3BAH IMTPOAYKT
NJIM OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba g2 6bAaT U3XBBPISIHA C OUTOBH OTNIAABIM WIK OTHAIHU BOJIU.
ITonuTaiiTe BalMs BETEPUHAPEH JIEKAp KAKBO J1a IpaBute ¢ HeHyxHUuTe BMII. Te3u mepku e
IIOMOTHAT 32 OIIa3BaHE HA OKOJIHATA CPEJa.

14. JATATA HA NOCJIEJHATA PEJAKIMA HA TEKCTA

IMoapo6Ha uHpOPMAIKs 38 TO3U BETEPHHAPHOMEIUIIMHCKHA MTPOAYKT MOKE J]a HAMEPUTE Ha HHTEPHET
ctpanvnata Ha EBporneiickata Arenrus mo Jlekapersara (http://www.ema.europa.eu/).

15. JOHBJHUTEJIHA HUHOOPMALIUA

Tabnerkute UpCard ce mpeanarat B Onuctepu ot 10 Tabnetku 3a 6aucrep. Pasmepure Ha onakoBkarta
ot 30 wnu 100 TabneTky.
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http://www.ema.europa.eu/

He Bcuukm paszMepn Ha OomakoBKaTa Morar fja ObJaT MpeAsiaraHy Ha masapa.
BB3 ocHOBa Ha Mpoy4BaHEe ¢ MOJICIUPAHE HA (JapMaKOJAWHAMUKATA, TPOBEJICHO NP 37JpaBU KydeTa

npu go3u ot 0,1 u 0,6 mg torasemide /kg, equanyna go3a torasemide uma okoso 20 mbTH
JMYPETHIHOTO JEUCTBUE HA €AMHUIHA 71032 (PyPO3EMHUJI.
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