INPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Semintra 4 mg/ml nepopaieH pa3TBop 3a KOTKH
Semintra 10 mg/ml nepopasen pa3TBop 3a KOTKH

2. KAYECTBEH U KOJINMYECTBEH CbHCTAB
Enun ml chappika:

AKTHBHO BellECTBO:
Tenamucapran (Telmisartan) 4 mg wu 10 mg

ITomo1HHu BemiecTnBAa:

KonuuyecTBeH cbeTaB, ako Ta3u nHGpopmanus e
BAKHA C OIJIe/l HA MPABUJIHOTO NMPHJIAaraHe HA
BeTePHMHAPHUS JIEKAPCTBEH NMPOAYKT

KaudecTBeH chCcTaB Ha NMOMOIIIHUTE
BelleCTBA U JIPYIUTE€ CbCTABKH

BeH3ankoHHER XJIOPHT 0,1 mg

XuApOKCUETUIIIETYII03a -

Hatpues xunpokcun (3a kopexuus Ha pH) -

XJIOpOBOJIOPOTHA KUCETHHA (32 KOPEKITHS
Ha pH)

Manturon -

Hpe‘-II/ICTeHa BOJa -

buctsp, 6e31BETEH 0 KBITEHUKAB BUCKO3EH Pa3TBOD.

3. KIMHUYHA UTH®OPMALIUA

3.1 BujaoBe :KMBOTHH, 32 KOUTO e npeaHasHayen BJIII

Kotxku.

3.2 Tloka3aHus 3a ynoTpeda 3a BCeKH BU/I )KHBOTHH, 32 KOWTO e MpeHA3HAYEeH MPOAYKTHT

HamansiBane Ha mpoTenHypHATa, CBbp3aHa ¢ XpoHUYHa 0b0peuna HegoctarbuHocT (XbH) mpu xoTku.
JleueHne Ha CUCTEMHA XUMIEPTOHUS IIPH KOTKH.

3.3 IlporuBomoka3aHus

Jla He ce U3MoJI3Ba 110 BpeMe Ha OpeMEHHOCT MM JIaKTaIus (BXK. ChII0 Touka 3.7).

)la HE CC U3IM0JI3Ba MTPU CBPbXUYBCTBUTCIHOCT KbM aKTUBHOTO BEIIECTBO MJIU KbM HAKOU OT
MIOMOIITHHATE BEIECTBA.

3.4 ChneuuajHu nmpexynpe:kaeHus

bezomacHocTTa 1 ehrkacHOCTTa Ha TEIMHCAPTaH He € JoKa3aHa 3a JieueHUe Ha CHCTEMHA XUTICPTOHHUS
Hag 200 mmHg.



3.5 ChenuajaHu npeanasHu MepKH NPH ynoTpeoda

CrenuaiaHy OpeAna3Hu MEpKH 3a 6e3onacHa ynoTpeda Ipu BUOBETE KUBOTHH, 38 KOUTO €
npenHaszHaueHn BJIIT:

be3omacHocTTa M eprKacHOCTTA HA TEIIMUCAPTAH HE € JOKa3aHa MPH KOTKHU 0] 6-MecedHa Bh3pacT.
JlobpaTa KIMHUYHA PaKTUKA U3UCKBA CJIeICHE Ha KPbBHOTO HAJIAraHe Ha KOTKH, TPETUPAHU C
BETEpPHHAPHHUS JIEKAPCTBEH MPOAYKT, KOUTO Ca TOJ] AaHECTE3USI.

[lopanu HaunHa Ha AEHCTBUE Ha BETEpUHAPHUS JIEKAPCTBEH IIPOAYKT, MOXKE JJa HACTBIIM IIPEXOAHA
XHUIOTOHMSA. B ciyvaii Ha KIMHUYHY NPU3HALK Ha XUIIOTOHUS TPsIOBa /1a ce OCUTYPU CUMITOMAaTHYHO
JIeYeHUe, HallpUMep 3aMECTUTENIHA TEPAIUS C BOAHO-COJIEBH Pa3TBOpH. Jl03MpoBKaTa Ha TEIMUCAPTaH
TpsOBa J1a ce HaMalll, aKo CUCTONMYHOTO KpbBHO Hassrane (CKH) e tpaitno mo-Hucko ot 120 mmHg,
WIN TIPY HAJIMYME Ha ChIIBTCTBAILM IPU3HALM HAa XUIIOTOHUS.

KakTto e u3BecTHO OT CyOCTaHIUUTE, ACHCTBANM BbPXY PEHHH-aHIMOTCH3HH-IOCTEPOHOBATA
cuctema (PAAC), Moxe [1a HACTBIIM JIEKO IIOHMKCHHE Ha OpOs Ha YSPBEHUTE KPbBHU KIETKH. bposr
Ha YepPBEHUTE KPHBHU KIICTKU TPSOBA J1a CE CISAU 110 BPEME Ha TepanusTa.

Cy0craHunTe, KOUTO Bb3AelcTBaT BbpXy PAAC, MOXe a MpeIn3BUKAT HaMasIBAHE HA CKOPOCTTA
Ha TJIoMepyJIHa punTparus u na Bromat Ob0pevHaTa QyHKIUS IPH KOTKHU C TEKKA XPOHUYHA
0BOpevHa HeZIOCTaThUHOCT. be3onacHocTTa 1 ehUKacHOCTTa HA TEIMUCAPTAH IPH TaKMBA MAIIMCHTH
He e jioka3aHa. [Ipu ynotpeda Ha MpoIyKTa PU KOTKHU € TEKKa XPOHHYHA ObOpevHa HEJJOCTATHYHOCT
ce ChBETBA Ja ce cieau OhOpeuHaTa GyHKITHSA (TUTa3MeHaTa KOHIICHTPAITUS Ha KpeaTHHIHA).

,Z[06paTa KIIMHWYHA ITPAKTHUKA U3UCKBA PCOBHO CJIICACHEC HA KPbBHOTO HAJIATAHC HAa KOTKHU C
XUIICPTOHUA.

CrenuanaHy npeAna3Hu MEpKH, KOUTO TpsAOBa Ja B3eMe JULETO, IPUJIaraiio BeTepuHapHus
JIEKapCTBEH NPOAYKT Ha dKUBOTHUTE:

[Ipu ciyuaiino noreiane, He3ab0aBHO Aa ce MOThPCH MEAUIMHCKH ChBET, KATO HAa JieKaps ce
IPEZOCTABU JINCTOBKATA WM €TUKETa Ha POJIYyKTa.

Ja ce m30sTBa KOHTAKT ¢ o4ymTe. [Ipy CilydacH KOHTAKT ¢ OYHTE, TPOMHITE OYHUTE C BOJA.

Crnen ynotpeba ga ce U3MHUBAT PhIICTE.

bpemeHHUTE jxeHU TpAOBa Jja N305rBaT KOHTAKT C MIPOAYKTA, 3aI10TO € YCTaHOBEHO, Ye CyOCTaHIUNTE,
BB3aericTBamy Brpxy PAAC, kaTo anrnotensut penentopaute 6nokepu (APB) u ACE
unxuburtopure (ACEn) 3acsrat HepoIeHOTO AeTe 10 BpeMe Ha OPEMEHHOCT MPH X0pa.

Xopa ¢ ycTaHOBEHa CBPBXIYBCTBUTEITHOCT KbM TeIMUCApTaH win ApyTru captanu/APb tps6Ba ga
M305TBAT KOHTAKT C BETEPUHAPHMS JICKAPCTBEH MPOIYKT.

CrenuanaHy NpeAna3Hy MEpKHU 3a 3alllUTa Ha OKOJIHATa cpeja:
He e npunoxxumo.




3.6 HebdsaronpusiTHu peakuun

KoTtku:

Penku CTOMANIHO-YPEBHU CUMIITOMH (PErypruTamus’,

2 2
(1 mo 10 na 10 000 Tpetupanu HOBPBIANC', HAPHA’).

KHBOTHH): [ToBuniaBane Ha mokasarenure Ha ObOpedHaTa PYHKIIUSA
(KpeaTHHHH W/ YPEEH a30T B KPHBTA), XPOHUYHA
O0BOpeyYHa HEJOCTATHYHOCT.
3
MHOT0 peKH [MoBumiaBane Ha YePHOAPOOHUTE CH3UMIUS.

(no-mauko ot 1 Ha 10 000 Tpetupann | [IOHIKEH Opoil Ha YepBEHUTE KPBBHU KIIETKHU (BXK.

’KMBOTHH, BK/TIOUATENHO n3oupany | TOUKa 3.5).

CHOOIICHHS ):

1 Jlexa u mpekbCBaIa

2TIoBphIlaHe U AHApHsA Ce ChOOIIAaBaT YeCTo, KOraTo ce IMpuiara HavanHaTa jjede6Ha no3a ot 2 mg/kg
NpY CHCTEMHA XUTIEpTOHUSL. JIeka 1 mpexo iHa.

3 CTOMHOCTH, HOPMAJIM3UPAHH B PAMKHUTE HA HIKOJIKO JTHHU CIIE/ CTUPAHE HA TEparusTa.

CroOmiaBaneTo Ha HEOIATONPUATHHI PEAKIINH € BaKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NpoayKT. ChoOmeHusTa TpsiOBa aa ce u3mpamniar, 3a
MpeAnoYnTaHe Ype3 BETepUHAPECH JeKap, UK Ha NPUTEKATENS Ha pa3pelieHUeTOo 3a ThProBUs, WK Ha
MECTHHSI My TIPEICTAaBUTEI, FJIM Ha HAIMOHATHHUSA KOMIIETEHTEH OpraH 4ype3 HallMOHaJTHATa CUCTEMa 32
choOIIaBaHe. 3a ChOTBETHUTE JaHHU 33 BPh3Ka BUKTE CHIIO MMOCIIEHATA TOYKA OT JINCTOBKATA.

3.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU siilleHOCeHe

BbesonacHocTTa Ha BeTepuHAPHUA JIEKaPCTBEH MPOAYKT HE € JOKa3aHa 10 BpeMe Ha OpEeMEHHOCT,
JIAKTaLuUs ¥ IPU KOTKHU 32 Pas3Iuiof.
He ce npenopwuBa npuiaraHeTo My 1o BpeMe Ha OpeMEHHOCT U JakTaius (BK. Touka 3.3).

3.8 BzammopneiicTBHE ¢ APYTH BeTePHHAPHH JIEKAPCTBEHU MPOAYKTH U Apyru ¢popmu Ha
B3auMoOJeHcTBHE

He ca u3BecTHM B3aMMOAEHCTBHUS OT TUIA ,,JIEKAPCTBO-JIEKAPCTBO* IIPH yNoTpedaTa Ha TEIMUCAPTAH U
JpyTH JIEKapCTBEHU NPOIYKTH, KOUTO MOHWKABAT KPBBHOTO HaJsiraHe (KaTO aMJIOJHIINH) WIIN BIUSSAT
Ha PAAC (xaro APb win ACEwn) cniopen HanuyHuTe JaHHU 32 KOTKK ¢ XBH wu/nnm xunepToHus.
KomOuHnanusta oT T€31 NPOAYKTH MOKE Ja IOBEE 10 aIUTUBHU XUIIOTCH3UBHU e(heKTH WK 1a
npoMeHu OBOpedHaTa PyHKIHA.

[Ipu ceBMecTHA Tepanus ¢ aMJIOIUTIMH B IPETIOPHUNTENHATA 1032 32 HaMalIsiBaHe Ha IPOTEHHYPHUSTA,
CBBp3aHa ¢ XpoHWYHA Ob0peuHa HenoctaTbuHOCT (XBH) mpu kKoTKH, HE ce HaOmMo1aBaT KITMHUIHA
NPU3HAIM Ha XUITOTOHHMSI.

3.9 HauywuH Ha NpUJIOKEHHE U TO3UPOBKA

3a mepopaiHo MPUIOKEHHUE.

IMpoayKThT ce mpuiara BeIHBX JHEBHO TUPEKTHO B YCTATa MIIM C MAJIKO KOJIMYECTBO XpaHa.
BetepunapHus JiekapcTBEH MPOIYKT € IepopasieH pa3TBOP U ce MOHAcs 00pe OT HOBEYeTO KOTKH.

Pa3TBOpBT TpsAOBa N ce mpuiara ype3 MepUTeTHATa CIIPUHIIOBKA, OCTaBsIHA C ONMAKOBKATa.
CropuHIIOBKaTa ChOTBETCTBA HAa OyTHIIKAaTa U MMa ckasa B ml.

Crnen mpuito)keHHe Ha BETEpUHAPHUS JIEKAPCTBEH MPOIYKT 3aTBOPETE 37jpaBo OyTHIIKATA C KaladyKkaTa,
M3MHNTE MEPUTEITHATA CIIPHHIIOBKA C BOJIA M 1 OCTABETE J1a N3ChXHE.



3a na ce n3berHe 3aMbpcsBaHe, M3MOJI3BANTE OCUTYpPEHATa CIIPUHIIOBKA CaMO 3a TPUIIOKEHHE Ha TO3U

BCTCPUHAPCH JICKAPCTBCH MPOAYKT.

XBH — xonu4ecTBa, KOUTO C€ MpUjaraT BEJHbX JHEBHO:
[Ipenopbuntennara no3a ¢ 1 mg Tenmucapran/kg TenecHa maca

Josupane: 1 mg renmucapran/Kg TenecHa Maca

Konnentparms [mg/ml]

Josuposka/ kg TenecHa maca [ml]

4

0,25

10

0,1

Cucremna XHIEPTOHUA — KOJIMYECTBA, KOUTO C€ IMpujiaraT BEAHBXK THCBHO:
HpCHOp’B‘lI/ITeJ'IHaTa Ha4daJIHa /1034 3a JICHCHUC Ha CUCTCMHA XUIICPTOHUA € 2 mg TCHMI/ICEIpTaH/ kg

TCJICCHa Maca

Jo3upane: 2 mg renmucapran/kg TejgecHa maca

Konuentpamus [mg/ml]

JosupoBka/kg TenecHa maca [ml]

4

0,5

10

0,2

Cren 4 cemmuny, 1O3MPOBKaTa HA TeJIMHUCApTaH MOXe Ja ObJie HaMaJleHa TIPU KOTKU ChC CUCTOJIIMYHO
kpbBHO Haisirane (CKH) mo-#ucko ot 140 mmHg (cwve crenku ot 0,5 mg/kg) mo nperenka Ha
BETEPHUHAPHHUSA JIeKap.

Axo B xoma Ha 3abomssBaneTo CKH HapacTBa, mHEBHATa 71032 MOYKE OTHOBO J1a OB/I€ YBEITUICHA 10

2 mg/kg.

Ienesust quanazon Ha CKH e mexay 120 u 140 mmHg. Axo CKH e mo 11e71eBOTO HUBO HITH aKO B
MOMEHTA UMa MIPU3HAIM Ha XUITOTOHHS, MOJIS, BIDKTE TOUKa 3.5.

CucremHa xunepronusi, cebp3ana ¢ XbH — konnuecTBa, KOUTO ce npuiiarat BEAHBX JHEBHO:
PexxuMbT Ha TO3MpaHe 3a XUMEPTEH3UBHU KOTKHU ChC CHITHTCTBAIA XPOHUYHA ObOpedHa
HEIOCTaThYHOCT € KaKTO € OIUCAH [0-TOpe 3a CUCTEMHA XUIIEPTOHUS, C U3KIIOUEHHUE Ha TOBA, Ue 3a
TE€3W KOTKHU MpenopbhunTeNIHaTa MUHIMaIHa eeKTuBHa 103a ¢ 1 mg/kg.

3.10 CumnroMu Ha mpeno3upaHe (M KOraTo e NPUJI0:KUMO — NMPOLETYPH HA JielicTBHE NPH
CTIeIHU CIYy4Yau U AHTHIO0TH)

CJ'IC,Z[ IMPUJIOKCHUC HA J03a 10 5 mg/kg TCJICCHA Maca, B IPOABJDKCHUC Ha 6 MecCCla Ha MJIa/iy, 3ApaBr
KOTKH, Ha6J'HO,Z[aBaHI/ITe He6J'IaFOHpI/I$ITHI/I pCaKkin CbOTBETCTBAT HA CIIOMCHATUTC B TOYKA 3.6.

[MpunoxkeHneTo Ha MPOJyKTa B CBPBX103a (10 5 mg/kg TenecHa maca B mpoIbDKEHUE Ha 6 Meceria)
BOJIM JI0 3HAUYMTEJICH CIIaJl Ha KPbBHOTO HAJIATAHE, HaMaJlsiBaHe Ha Opost Ha YepBEHUTE KPbBHH KIETKH
(peaxkuuu, IBJDKALIA e HA (apMaKOJIOTHYHOTO JICHCTBUE HA MPOAYKTA) U YBEJINYaBaHE HA YPECHHUS
azoT B kppBTa (BUN).

B cnyqai/i 4C€ Bb3HUKHC XHUIIOTOHHUA, TpSI6Ba Aa €€ OCUTypu CUMIITOMATUYHO JICUCHUC, HAIIPUMEP
3aMCCTUTCIIHA TCPaInsa C BOJHO-COJICBU pa3TBOPH.

3.11 CneuuajHu orpaHuveHus 3a ynorpeda v crieMaJHH YCJI0BHS 32 yNOTPe6a, BKJIIOYUTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AHTUMHUKPOOHHM M MPOTHBONAPA3ZUTHN BeTePUHAPHH

JICKAPCTBECHU ITPOAYKTH, C LEJ 1A C€ OTPAHUYHU PUCKDBT OT Pa3BUTHE HA PE3UCTCHTHOCT

He e mpunoxumo.



3.12 KapeHTHH cpoKoBe

He e npunoxxumo.

4, DAPMAKOJIOTHYHA HHOOPMALIUSA

4.1 BerepuHapeH jJekapcTBeH aHaTOMO-TepaneBTH4eH Koja (ATCvet Code)
QC09CAO07

4.2 dapmakoaMHAMHKA

TenMucapTaHbT € IEPOPATHO AKTUBEH U CHeIM(prUeH aHTarOHUCT Ha aHTHoTeH3uH 11 penenTopa
(moxrum AT1), KOHTO MPUYIMHSIBA JT0303aBUCUMO ITOHIKEHUE HA CPEAHOTO apTEPHAITHO KPHBHO
HaJlsITaHe MpH 003alHUIINTE, BKIFOUYUTETHO B IPH KOTKUTE. [Ipu eJHO KIIMHIUYHO MPOYYBaHE MPH
KOTKHU C XpOHUYHA OBOpEYHa HEOCTATHYHOCT ce HaOII0aBa MOHMKEHUE Ha IPOTCHHYPUATA B
paMKuTe Ha bPBUTE 7 IHH ClIe/l Ha4aIo0To Ha jJedenuero ¢ 1 mg/kg. B apyro KIMHUYHO M3MUTBaHE
NPY KOTKH C XUIEPTOHHUS € MOCTUTHATO HaMAIISIBaHE HA CPETHOTO CHCTOIMYHO KPHBHO HAJsITaHE C
nmo3a 2 mg/kg. [Topagn kOMOMHANMATA OT Te3U (PapMaKOIMHAMUYHN CBOWCTBA TEIMUCAPTAH €

MOJTX OISO JISYCHUE 3a KOTKY C XMIIEPTOHUS U ChITbTcTBaIa XbH.

TenmucapTanbT U3MECTBAa aHTHOTEH3UH Il OT HErOBOTO MSCTO Ha CBHp3BaHe ¢ ATy moATHIT
peuentopa. TenmmucapTanbT ce cBbp3Ba u3dupateHo ¢ AT perienTopa U He MOKa3Ba aQUHUTET KbM
JpyTu peuentopu, BmountenHo AT, win ngpyru no-manko xapakrepusupanu AT penentopu. Ha
ctuMmyrpaneTo Ha ATy perenitopa ce Jb/KaT NaTOJIOTMYHU Peaklii Ha aHTUOTeH3uH 11 B 0b0peka u
JIpyTU OpraHu, CBbP3aHu C aHTMOTEeH3UH II, KaTo Ba30OKOHCTPUKIIUS, 3aIbpKaHe Ha HATPUU U BOJIa,
TOBUIIIEH CUHTE3 Ha aJI;IOCTEPOH U OPraHHO pemojiesiupane. Peakuunre, CBbp3aHu ChC
ctuMmyimpaneTo Ha AT, perentopa, KaTo Ba3oAMIaTaIlis, HaTpUype3a U HHXHOUpaHe Ha
HEIMpaBUIHUS KJIEThUEH PACTEXK HE ce MOTUCKAT. CBBP3BAHETO C PELENTOPA € JBJITOCPOUYHO TOpaIn
OaBHaTa JUCOIMAIIMS HA TEIMUCAPTaH OT MSCTOTO Ha CBbp3BaHe Ha AT penientopa. TenmucapranbT
HE MOKa3Ba HUKAKBA YaCTUYHA arOHUCTUYHA aKTUBHOCT BpXy AT1 perentopa.

XunoxanueMmusita € cebp3adHa ¢ XbH, HO TenMucapTad He MOBJIMSABA EKCKPEIUATA HA KaJIUs, KaKTO
MOKa3Ba KIIMHIYHOTO TTOJIEBO M3MUTBAHE MTPH KOTKU.

4.3 dapMakoKHMHeTHKA

Pe3opbuus
Crer mepopaiHO MPHUIOKEHHUE Ha TeJIMUCAPTaH Ha KOTKH, KpUBUTE Ha IUIa3MEHATa KOHIICHTPALUs Ha

M3XO0JHATa CyOCTaHIHSI BbB BPEMETO CE XapaKTepu3upaT ¢ Obp3a pe3opOurs ¢ MaKCUMAaHH IIa3MeHU
koH1eHTpaIuu (Cmax), mocturanu ciexn 0,5 gaca (tmax). KakTo 3a crofinocTuTe Ha Cmax, TaKa U 3a TE3U
Ha AUC, ce HaOIro1aBa MpONIOPITMOHAIIHO Ha /T03aTa TMOBUIIICHHUE 3a MHTEpBajia Ha mo3ute ot 0,5 mg
1o 3 mg/kg. Kakto Mmoxe na ce onpezaenu ot AUC, KoHCyMalnsaTa Ha XpaHa He MOBJIKABa o0Iara
CTETICH Ha pe30pOIus Ha TEIIMUCAPTaH.

TenMmucapTaHbT € CHITHO JUO(UICH U UMa Obp3a KHHETHKA Ha MEMOpaHeH TIepMeadITUTET, KOETO
yJIECHSBA JIECHOTO pa3NpeesieHue B ThKaHUTE.
He ce HaOnroaBa 3HaUMTEHA pa3jivKa IIPH MTOJIOBETE.

He ce HabnroaBa KIMHMYHO 3HAYMMO HATPYIMBaHE CJIe]] MHOI'OKPATHO IPUIIOKEHUE, BEIHBK JHEBHO,
3a 21 nHU. AGCONMOTHATA OMOHAIMYHOCT CJIe] IepOPATHO pritokeHue € 33%.

Paznpenenenue
In vitro mpoy4BaHuATa Ha Ma3Ma OT XOpa, KyueTa, MUIIKH U ITbXOBE MOKa3BaT BUCOKO CBBP3BAHE C

wiazMernTe 6enTbiu (>99,5%), OCHOBHO ¢ alOyMHH U o-1-KHCen TIHKOMPOTEHH.



Metabonu3sem

TenMmucapTaHbT ce METa0ONM3UPA Ype3 KOHIOTHPAHE JI0 TIIOKYPOHH] Ha H3XOTHOTO CheanHeHue. He
¢ ToKa3aHa HUKaKBa (DapMaKoJIOTHYHA aKTUBHOCT 3a KoHIoraTa. Ot in VItro u X Vivo npoyuyBaHusTA C
KOTEIIIKH YSPHOIPOOHH MUKPO30MH MOXKE JIa CE 3aKJII0UH, Ue TSIMUCAPTAH Ce TIIOKYPOHUpa
e(eKTUBHO MPH KOTKH. [ JIFOKypOHUPAHETO BOIHU 10 0Opa3yBaHe Ha 1-O-aluaraoKypoHuI MeTadoIuT
Ha TeJIMUCAPTaH.

EnumMunupane
TepMUHATHHAT MTOTYKUBOT Ha eTuMuUHUpane (ty,) Bapupa ot 7,3 gaca fo 8,6 gaca chC cpemHa

CTOMHOCT 7,7 qgaca. CJ'ICI[ MCPOpaATIHO MPUITOKCHUEC TCIIMUCAPTAH CC CKCKPETHUPA IOYTHU HAITBJIHO BbBB
(bCKaJ'II/II/ITC, TJIaBHO KaTO HCIIPOMCHCHO aKTHBHO BCIIICCTBO.

5. DAPMAIIEBTUYHU JAHHU
5.1 OcCHOBHHM HECHLBMECTHMOCTH

IIpu nunca Ha JaHHYU 32 CBBMECTUMOCT, TO3W BETEPUHAPEH JIEKAPCTBEH MPOAYKT HE TpsOBa 1a Obae
CMECBaH C JAPyTH BETepPUHAPHU JIEKAPCTBEHH MPOIYKTH.

5.2 Cpoxk Ha rogHocT

Cpok Ha TOJIHOCT Ha KpaiHHsl BETEPUHAPEH JIEKAPCTBEH MPOIYKT:

Semintra 4 mg/ml nepopasen pasreop 3a kotku 30 ml win 100 ml: 3 rogunu
Semintra 10 mg/ml nepopasen pa3rop 3a kotku (35 ml): 18 mecerna.

Cpox Ha TOJHOCT CJie]l TbPBOTO OTBApsiHE Ha IIbPBUYHATA OMAKOBKA: 6 Mecera.

5.3 CneuuajHu ycja0BHUsI 32 CbXpaHEHHe HA MPOAYKTA
To3u BeTeprHapeH JIEKapCTBEH MPOIYKT HE M3UCKBA HUKAKBH CIICIIHAIHY yCIOBHS 32 ChXpaHECHHE.
54 Bujau cbCTaB HA NBPBUYHATA ONAKOBKA

Enna HDPE Oytunka, ceabpxa:
4 mg/ml: 30 ml mwm 100 ml
10 mg/ml: 35 ml

Bceska Oytunka e 3atBopena ¢ LDPE BThkBal ce agantop u 3amymiajika, HEIO3BOJSBAILA OTBApsSHE OT
Jena.

Pa3mep Ha omakoBkara: eana OyTuika ot 30 ml, 35 ml wim 100 ml u exHa MepuTeiHa CIIPUHIIOBKA B
KapTOHEHa KyTHSL.

He Bcuuku pazmepu Ha omakoBKaTa MOTaT Ja ObJaT NpeajaraHy Ha masapa.

5.5 CheuuajHu MepKH 32 YHHUI0KABAHE HA HEU3MO0JI3BAH NPOAYKT HJIH OCTATHLHU OT HEro

BerepunapHuTe JeKapCTBEHH MPOIYKTH HE TPsOBa 1a ObJaT N3XBBPJISHHU Ype3 OTIIaJHU BOIU MU
OHMTOBH OTIIAABIIHN.

Wznomn3BaiiTe mporpaMu 3a BphIllaHe IPY YHUAIIIOKABAHETO HA HEU3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MPOIYKTH WA OCTATHIM OT TSIX B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKH HAIMOHAIHUA CUCTEMHU 32 ChOMpaHe, MPUI0KUMHU 32 ChOTBETHUS
BETEPHHAPEH JICKAPCTBEH MPOIYKT.

6. HNME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

Boehringer Ingelheim Vetmedica GmbH



7. HOMEP HA PASPEILIEHUETO 3A ThPI'OBUSA

EU/2/12/146/001-003

8. JATA HA TBbPBOTO U3JABAHE HA PABPEIIEHUETO 3A THPTOBSI

JlaTa Ha TBPBOTO M3aBaHE Ha pa3pelieHUeTo 3a Thpropus: 13/02/2013

9. JATA HA IOCJEJHATA PEJAKIINA HA KPATKATA XAPAKTEPUCTHUKA HA
MPOAYKTA

{JU/MM/TTIT}

10. KIIACU®UKAIUS HA BETEPUHAPHUTE JIEKAPCTBEHU INTPOJAYKTHU

[la ce oTmycka caMo 1o JIEKapcKo MpeIUCcCaHHte.
IToapo6ua nHpOpMaNHMS 3a TO3U BETEPHHAPEH JIEKAPCTBEH MTPOIYKT MOXKE JJa HaMepuTe B Oa3ara
JaHHY Ha Cbl03a OTHOCHO MPOIYKTHUTE.



MNPUJIOKEHUE I1

APYI'N YCJIIOBUA N U3BNCKBAHUA KbBM PASPEIIEHUETO 3A THhPI'OBUsA

Hama



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA
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A.ETUKETH
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NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena xkyrtus 3a 30 ml u 100 ml (4 mg/ml) u 35 ml (10 mg/ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Semintra 4 mg/ml nepopaiieH pa3TBop 3a KOTKH
Semintra 10 mg/ml mepopasien pa3TBop 3a KOTKH

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Telmisartan 4 mg/ml
Telmisartan 10 mg/ml

3. PASMEP HA OITAKOBKATA

30 ml

35ml

100 ml

1 MepuTeTHA CIIPUHIIOBKA

4, BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kotkn

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

3a mepopaiHO MPHIIOKEHHE.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA FOJIHOCT

Exp. {mm/rrTT}
Cunien oTBapsiHe Ha OyTHIIKaTa M3II0JI3Bail B paMKHTE Ha 6 Mecera.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE
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‘ 10. HAANUCDHT ,,IPEU YIIOTPEBA NIPOYETETE JIJUCTOBKATA*

[Ipenu ynoTtpeda npoyereTe IUCTOBKATA.

‘ 11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAINHUCDHT “IJA CE CbXPAHSABA JAJIEY OT NIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

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

‘ 13. HUME HA ITIPUTEXATEJISA HA PASPEIIEHUE 3A ThbPI'OBUSA

Boehringer Ingelheim Vetmedica GmbH

14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBs HA BJIII

EU/2/12/146/001 (30 ml (4 mg/ml))
EU/2/12/146/002 (100 ml (4 mg/ml))
EU/2/12/146/003 (35 ml (10 mg/ml))

‘ 15. HAPTHUJIEH HOMEP

Lot {nomep}

info.semintra.com

D]
o o
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https://info.semintra.com/

NHOOPMAILIUSA, KOATO TPABBA JJA BBJE U3IIMCAHA BBPXY ITbPBUYHATA
OITAKOBKA

Byruiaka ot 100 ml (4 mg/ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

Semintra 4 mg/ml mepopasnen pa3TBOp 3a KOTKH

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Temmucapran 4 mg/ml

3. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

Kotkn

4. HAYUHUA HA ITPUJIOKEHUE

3a mepopasHo MPHUIIOKEHHE.
IMpexn ynotpeba mpoyereTe INCTOBKATA.

‘ 5. KAPEHTHUM CPOKOBE

| 6. CPOK HA TOJHOCT

Exp. {mm/rrrIT}
Crienr oTBapsiHE U3IMOJI3Bail B pAMKHTE Ha ...

‘ 7. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

‘ 8. HUME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Boehringer Ingelheim Vetmedica GmbH

‘ 9. ITAPTUJIEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

Byruiaka ot 30 ml (4 mg/ml) u 35 ml (10 mg/ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Semintra

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Temmucapran 4 mg/ml
Temmucapran 10 mg/ml

‘ 3. NAPTUJIEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJIHOCT

Exp. {mm/rrrIT}
Cren oTBapsiHe U3MOJI3Bal B pAMKHTE HA ....
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B. JUCTOBKA
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JIUCTOBKA

1. HawmmeHOBaHHe HA BeTePUHAPHUS JeKAPCTBEH MPOIYKT
Semintra 4 mg/ml mepopanen pa3TBOp 3a KOTKH

Semintra 10 mg/ml nepopasen pa3TBop 3a KOTKH

2. Cnbcras

Enun ml ceabpika:
Tenamucapran (Telmisartan) 4 mg wm 10 mg

KonnuecTBeH cbeTaB, ako Ta3u nHpopmanus
€ Ba:KHA ¢ orJie]] HA MPaBUJIHOTO NMpUJaraHe
HA BeTEPUHAPHUSI JTIeKAPCTBEH NPOAYKT

KadecTBeH chLCTaB HA MOMOIIHHUTE BeIleCTBA
U IPYTUTE ChCTABKHU

beH3ankoHueB XJ10puxn 0,1 mg

BI/ICT'Lp, 6C3I_IBCTCH J0 KBJITCHHUKAB BUCKO3CH pa3TBOpP.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnadyen BJIII
Kotku.
4, Iloka3anus 3a ynorpeda

HawmansBane Ha MpoTenHYpHsITa, CBbpP3aHa ¢ XpOHUYIHA 0BO0peuHa HemocTaThuHOCT (XBH) mpu KOTKH.
JledeHue Ha CUCTEMHA XHUIIEPTOHUSI IPH KOTKH.

5. IIporuBonokazanus

Jla He ce m31mo3Ba 0 BpeMe Ha OpEMEHHOCT WUTH JIAKTaIusl. BikTe Touka ,,bpeMeHHOCT 1 JTaKTamms ‘.
[Ja He ce U3no3Ba Npu CBPbXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MJIU KBM HIKOHU OT
MTOMOIITHHTE BEIIECTBA.

6. CrnenmaJHu npexynpexIeHus

be3zonacHocTTa U e(hUKacHOCTTa HA TEIMHUCAPTaH HE € J0Ka3aHa 3a JICUCHUE Ha CHCTEMHA XUTICPTOHUS
Hag 200 mmHg.

CrenuanaHy Opeaa3sHu MEpPKH 3a O0e3omacHa yrnoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:

BesomacHocTTa 1 ehrkacHOCTTA Ha TEIMHUCAPTaH HE € JoKa3aHa MK KOTKU 0] 6-MeceuHa Bb3pacT.
JloOparta KIMHUYHA [TPAKTHKA U3UCKBA CJICJCHE HAa KPbBHOTO HAJSIaHE HAa KOTKH, TPETUPAHU C
BETEpUHAPHSI JICKAPCTBEH MPOITYKT KOUTO Ca MO aHSCTE3HS.

[lopann HaunHa Ha IEHWCTBUE HAa BETEPUHAPHHUSA JIEKAPCTBEH MPOIYKT, MOKE /1a HACTHITH MPEXOIHA
XUTMOTOHUSA (IOHMKEHO KPBBHO HajsraHe). B ciydail Ha KIMMHWYHY TPU3HALA HA XUTIOTOHUA TPsiOBa
Jla C€ OCUTYpU CUMIITOMATUYHO JICYCHUE, HAIPUMEDP 3aMECTUTEIHA Tepanusl C BOJAHO-COJIEBU
pastBopu. Jlo3upoBKaTa Ha TEIMHCAPTaH TPSIOBa Ja Ce HaMallH, aKO CHCTOJIIMYHOTO KPHBHO HAJISATaHE
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(CKH) e tpaitno mo-aucko ot 120 mmHg vy mpu Hanuare Ha ChITBTCTBAIIM NTPU3HAIN Ha
XUIMOTOHHS.

KakTo e u3BecTHO OT CyOCTaHIIMUTE, NCHCTBANIN BEPXY PEHUH-aHTHOTEH3UH-aI0CTEPOHOBATA
cuctema (PAAC), Moxe Z1a HACTBIIN JIEKO IIOHMKCHHE Ha Opos Ha YePBEHUTE KPbBHU KJIETKH. bpost
Ha YepBEHHTE KPHBHU KIIETKH TPSOBA J]a Ce CIICU [0 BpeMe Ha Teparusira.

Cy0Ocrannunre, KOuTo Bb3aeiictBat Bbpxy PAAC, Moxe Ja peiu3BUKAT HaMaJIsIBAHE Ha CKOPOCTTA
Ha IJIOMepYyJHa UATpaums U Ja Biaowmat 6b0peyHara pyHKIUS IPH KOTKH C TEXKa XPOHUYHA
0bOpeuHa HeAOCTaThUHOCT. besomacHocTTa M epukacHOCTTa Ha TEAMHUCAPTAH MPU TAKUBA HAlUEHTH
He e gokasaHa. [Ipu ynotpeda Ha mpoxyKTa Ipy KOTKHU C TEKKa XpOHHUYHA ObOpedHa HEOCTaTHUHOCT
ce ChBETBA Ja ce ciean OhOpeuHaTa GyHKINS (TUTa3MeHaTa KOHIICHTPAITNS Ha KpeaTHHIHA).

I[o6paTa KIIMHWYHA IMPAKTHUKA U3UCKBA PCAOBHO CJIICACHC HAa KPbBHOTO HAJIATAHC HA KOTKHU C
XUIICPTOHUA.

CrieluajiHy npena3Hil MEPKH, KOUTO TPsiOBa Ja B3eMe JIUIIETO, MPUIIATANI0 BEeTCPUHAPHHUS
JIEKapCTBEH NPOAYKT Ha KUBOTHUTE:

[Ipu cnyuaitHo norireiiane, He3a0aBHO J1a c€ MOTHPCU MEIUIIMHCKU CHBET, KATO Ha JICKaps ce
MPEIOCTaBU JINCTOBKATA WM €TUKETA Ha MPOIYKTA.

Ja ce n30sTBa KOHTAKT ¢ o4ynTe. [Ipy CilydacH KOHTAKT ¢ OUHTE, TPOMHITE OYHUTE C BOJA.

Cren ynorpeba 1a ce U3MUBAT pBLETE.

Bbpemennure sxeHr TpAOBa 1a M30STBaT KOHTAKT C TMPOAYKTA, 3alI0TO € YCTAHOBEHO, Y€ CyOCTaHIINUTE,
BB3aeHcTBamu BEpXy PAAC, kaTo aHTHOTEeH3MH perentopaute oiokepu (APB) u ACE
unxuburtopure (ACEn) 3acsrat HepoIeHOTO AeTe 10 BpeMe Ha OPEMEHHOCT MPH X0pa.

Xopa ¢ ycTaHOBEHa CBPbXYyBCTBUTEIIHOCT KbM TEIIMHUCAPTaH WK Apyru capTanu/APB tpsaoBa na
M305TBAT KOHTAKT C BETEPUHAPHMS JICKAPCTBESH MPOIYKT.

CrenmanHy npeanasHi MEpPKU 3a 3allliTa Ha OKOJIHATa cpefia:
He e npunoxxumo.

BbpeMeHnHOCT 1 nakTamuys:

BesonacHocTTa Ha BeTepuHApHUA JIEKAPCTBEH MPOAYKT HE € I0Ka3aHa 110 BpeMe Ha OPEMEHHOCT,
JIAKTaLUsA U IPU KOTKHU 3a PasIuIof.

He ce npenoppuBa npuinaraHeTo My 110 BpeMe Ha OpeMEHHOCT M JakTanus. Buxre Touka
“IIpoTBONIOKA3aHUSA .

BsanMoneiicTBUS ¢ IpyTH BeTepUHAPHH JEKAPCTBEHU MPOAYKTH U IPYTrH GOPMH Ha B3aUMOJCHCTBHUE:
He ca n3BecTHM B3aUMOJCHCTBUS OT THIIA ,,JICKAPCTBO-JIEKAPCTBO  MPH ymoTpedara Ha TEIMHUCAPTAH U
JIPYTH JEKapCTBEHHU MPOIYKTH, KOUTO IOHKABAT KPHBHOTO HaJsITaHe (KaTo aMJIOIUTINH) UIIH BIUSSAT
Ha PAAC (xaro APb u ACEwn) cnopen HannyauTe JaHHU 32 KOTKM ¢ XbH n/nnu xunepToHus.
Komb6unanusaTa ot T€3u MPOIyKTH MOXKE Aa JOBEJE 10 aUTHBHY XUIIOTEH3UBHU €(PEeKTH WM Ja
poMeHH OBOpedHaTa PyHKIIHS.

IIpu cpBMECTHA Tepamnus ¢ aMJIOJUIMH B IPENOPBUNTENHATA /1032 32 HAMAJISIBAHE HAa IPOTENHYPHATA,
CBBbp3aHa ¢ XpoHn4YHa Ob0peyHa HegoctaTbuHOCT (XBH) mpu KoTKH, HE ce HabmM01aBaT KIIMHUIHA
MIPU3HALN HA XUIIOTOHMSI.

IIpenosupane
Cren mpumokeHne Ha go3a 10 5 mg/Kg tenecHa mMaca, B IPOAb/DKEHNE Ha 6 Mecela Ha MITaJIf, 31PaBH

KOTKH, Ha0JIt01aBaHUTEe HEOJIArOMPHUATHH PEaKIMi ChbOTBETCTBAT HA CIIOMEHATUTE B TOYKA
,,HeOIaronpusTHA peakiuy .

[MpuoxxeHneTo Ha MPOJyKTa B CBpBX03a (10 5 mg/kg TenecHa Maca B IpoJbKEHUE Ha 6 Mecela)
BOJIY JI0 3HAYUTEJICH CIIaJl Ha KPbBHOTO HAJIATaHE, HaMaJIsiBaHe Ha Oposl Ha YepBEHUTE KPbBHU KIIETKU
(peakuuu, IBJDKALIY e HA (papMaKOJIOTUYHOTO JICHCTBUE Ha MPOJYKTa) U YBEJINYaBaHE HA YPEHHUS
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a3oT B kKpbBTa (BUN; a30T-ChapprKamy pa3nagH MPOAYKTH B KPHBTA).

B cnyqaﬁ Y9€ Bb3HUKHC XHUIIOTOHHMA, TpSI6Ba Ja CC OCUrypu CUMIITOMATUYHO JICUCHUC, HAIPHUMEP
3aMCCTUTCIIHA TCPAIlUA C BOAHO-COJICBU pa3TBOPH.

OCHOBHH HECHBMECTHMOCTHU
[Ipu nunca Ha TaHHU 32 CbBMECTUMOCT TO3H BETEPHUHAPEH JIEKApCTBEH MPOIYKT HE TpAOBa aa Ob/e
CMECBaH C JPYTrd BETEpUHAPHU JICKAPCTBEHU MPOIYKTH.

1. HeOnaronpusiTHu peakuuu

KoTtkn:

Penxu (1 mo 10 Ha 10 000 TpeTupanu >KUBOTHH):

CTOMAaIIHO-YPEBHH CUMIITOMH (peryprutanys’, HoBpbiuane?, quapus’).
IToBuiraBane Ha TOKa3aTenuTe Ha ObOpeuyHaTa GyHKIMsA (KpEATHHHH W/HIIH YPEeH a30T B KPbBTa),
XpoHWYIHa OBOpeYHa HEAOCTATHYHOCT.

MHoro penku (mo-manko ot 1 Ha 10 000 TpeTrpaHu )KUBOTHH, BKIIOYUTEIIHO N30JIUPAHH
CHOOITICHUS):

[loBumaBane Ha YepPHOIPOOHHUTE EH3IUMUS.
[onmkeH Opol Ha YSPBEHUTE KPHBHU KJICTKH (BHXKTE ToUuKa ,,CIICIIUATHU PEAYIPEKACHUS ).

1 Cnaba u mpeKbCBaIia

2TloBpbIIaHe u IUapus ce ChOOIIaBaT YeCTO, KOraTo ce Mpuiiara Ipy HavyaiHata jieyeOHa 103a
2 mg/kg npu cucremHa xunepronus. Crnada u Obp30MpexoHa

3 CTOHHOCTH, HOPMAIM3UPAaHU B PAMKHUTE Ha HIKOJIKO IHU CJe]l CIUpaHe Ha TepanusTa

Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe3o0macHOCTTa Ha MPOAYKTa. AKO 3a0eIeKuTe HIKAKBU HEOIArONPUATHH PEAKIINY, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3M JINCTOBKA TN MHUCIUTE, Y€ BETEPUHAPHUAT JIEKAPCTBEH MPOTYKT
HE JIeliCTBa, CBBPIKETE ce MbPBO ¢ Baius BeTepuHapeH jiekap. MoKeTe ChIIIo 1a ChOOIIaBaTe
HEOJArONPUSATHYU PEaKIMU Ha MECTHHS MTPEICTABUTEI HA MIPUTEKATEIS Ha Pa3pelIeHHETO 3a
THProBuUs, KaTO U3N0JI3BATC JAaHHHUTEC 3a KOHTAKT B Kpasd Ha Ta3u JINCTOBKA WJIN YPE3 Bamara
HaI[MOHATHA CUCTEMa 33 ChOOIIIaBaHe.

8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHHU U ME€TO/1 HA MPUJI0KCHUE

3a mepopaHoO MPUIIOKEHHE.

[IpoayKTbT ce mpuiara BeAHBbX JHEBHO AUPEKTHO B yCTaTa WK C MAJIKO KOJIMYECTBO XpaHa.
BerepunapHus 1ekapcTBEH NMPOAYKT € MepopalieH pa3TBoOp U ce IoHacs 100pe OT OBEYETO KOTKH.

Pa3tBOpbT TpsiOBa 1a ce mpuiara upe3 MepUTEIHATa CIPUHIIOBKA, IOCTaBsIHA C OIIAKOBKATA.
CrnpuHIIOBKaTa ChOTBETCTBA Ha OyTHIIKAaTa U MMa ckasa B ml.

XBH — xonu4ecTBa, KOUTO C€ MpuUjlaraT BEJHbX JHEBHO:
[Ipenopbuntennara n03a e 1 mg Tenmucapran/kg TejgecHa maca

Josupane: 1 mg renmucapran/kg TenecHa Maca
Konuentpamus [mg/ml] JosupoBka/kg TenecHa maca [ml]
4 0,25
10 0,1
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CucreMHa XHIIEPTOHHUS — KOJMYECTBA, KOUTO CE MPHIIAraT BEJIHBK JHEBHO:
IIpenmoprunTeTHaTa HadaIHa 4032 3a JICUSHHUE Ha CHCTEMHA XUTIEPTOHUSA € 2 mg Tenmucapran/kg
TeJiecHa Maca

Jozupane: 2 mg tenmucapran/kg TenecHa maca

Konuentpamus [mg/ml] JosupoBka/kg TenecHa maca [ml]
4 0,5
10 0,2

Crnen 4 ceqMuIy 103UpOBKATa Ha TEIIMUCAPTaH MOXe Ja Ob/Ie HaMalileHa MPU KOTKH ChC CUCTOIUYHO
kpbBHO Hayssrane (CKH) mo-aucko ot 140 mmHg (cbe cremku ot 0,5 mg/kg) mo mpelieHka Ha
BETCpUHAPHI JIeKap.

Ako B xoza Ha 3a0omsiBanero CKH HapacTBa, THEBHaTa 71032 MOKE OTHOBO Jla ObJIe YBEIUYCHA JI0

2 mg/kg.

Ienesust quanazon Ha CKH e mexay 120 u 140 mmHg. Axo CKH e mo 11e71eBOTO HUBO WK aKO B
MOMEHTa UMa MPU3HAIM Ha XUTTOTOHHUS, MOJIS, BUXKTE TOUKA ,,CHIEIIMATHY PEIyIPEKICHUS .

CucreMHa XunepToHusi, cBbp3ana ¢ XbH — konnuecTBa, KOWTO Ce MpHUIaraT BEAHBK JHEBHO:
PexuMbT Ha TO3MpaHE 3a XUTMEPTCH3UBHU KOTKH ChC ChITBTCTBAIIA XPOHHYHA OBbOpeUHa
HEJOCTATBYHOCT € KaKTO € OMUCAH MO-TOPe 3a CHCTEMHA XUIIEPTOHHUS, C U3KITFOUCHHUE Ha TOBA, Ye 3a
TE3M KOTKH IpenopbunTeIIHaTa MUHUMAaIHA eeKTHBHA 103a ¢ 1 mg/kg.

9. CbBeTH 32 NPaBUJIHO MPUJIaraHe Ha MPOAyKTa

HatucHere Hamonmy W 3aBbpPTETE Kamaykara, 3a Ja OTBOPHTE
OyTtunkata. [IpukperneTe CIPHUHIIOBKATA 3a JO3UPAHE B aJanTopa Ha
OyTHIIKaTa 4pe3 JeK HaTUCK.

OO0bpHEeTEe 00paTHO OyTHIIKaTa/CripuHIIOBKaTa. M3reriere OyTanoro,
JOKaTO KpasT My ChBIOQJHE C MapKaTa, CHOTBETCTBAIla Ha
HEO00X0AUMOTO KojudecTBO B ml. OTmenere COPUHIIOBKATA 3a
JO3UpaHe OT OyTHIIKATA.

Hartuchere OyTtanoTo, 3a Ja W3NPa3HUTE ChIBPKAHHETO Ha
CTIPUHIIOBKATA JUPEKTHO B yCTATa HA KOTKATA ...

... WIX BBPXY MAJIKO KOJIMYECTBO XpaHa.

Crnen mpuoykeHHe Ha BETEpUHAPHUS JIEKApCTBEH MPOIYKT 3aTBOPETE 3[paBoO OyTHIIKATA C
KaraJkaTa,. ..
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... I3MHUITE MepUTeTHATa CIIPHHIIOBKA C BOJA M S OCTaBETE Ja
A3CHXHE.

& 9
Lo~ (A

@

3a 1a ce nzberHe 3aMbpcsBaHe, M3MOJI3BANTE OCUTYpPEHATa CIIPUHIIOBKA CaMO 3a MPUIIOKEHHE Ha TO3U
BETCPUHAPCH JICKAPCTBEH MPOIYKT.

10. KapenTHH cpokoBe

He e npunoxxumo.

11. Crhenmnajnm ycj0BHS 32 ChbXpaHeHHe
[a ce cpxpaHnsBa maned OT NOIJIeAa M Ha HEAOCTHITHH 32 JIela MEeCTa.
To3u BeTeprHapeH JIEKapCTBEH NPOILYKT HE U3MCKBA HUKAKBH CIIELIMAIHYU YCIIOBHSA 33 ChbXpaHEHHE.

[la He ce m3M0I3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIE] N3THUYaHE CPOKa Ha TOTHOCT,
MMOCOYEH BHPXY KapToHa M OyThikaTa ciexn ,,Exp.“. CpokbT Ha TOJHOCT OTroBapsi Ha TOCIEIHUS IeH
OT TO3U Mecell.

CpOK Ha TOJAHOCT CJIC IbPBOTO OTBAPAHE HA IIbPBUYHATA OIIAKOBKaA! 6 Mecena.

12. ChenunajHu npeanasHu MEPKH NPH YHUILOKABAHe

BerepunapuuTe nexapcTBEHH MPOIYKTH HE TPAOBa 1a ObAAT 3XBBPISTHHU Upe3 OTIIaTHU BOIU HITH
OWTOBH OTMAIBIH.

M3non3BaiiTe mporpaMu 3a BpbIIAHE [IPU YHUILIOKABAHETO HA HEU3IIOI3BaHNU BETEPUHAPHU
JIEKAPCTBEHU MIPOIYKTH WIHA OCTATBLM OT TSIX B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO U C BCHUKY NPUWIOKUMH HAllMOHAIHU CUCTEMH 3a chOupane. Te3u MepKH wie
MIOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA Cpea.

[lonmraiiTe Bammsa BeTeprHapeH jeKkap Kak Ja YHUIIOKNATE HEHY)KHA BETEPUHAPHH JIEKAPCTBEHH
MPOAYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IrcaHue.

14. Homepa Ha pa3pelIeHHETO 32 THPrOBUs U Pa3MepH ONMAKOBKH
EU/2/12/146/001 - 003

Pa3mep Ha onakoBkaTa: eaHa mactMacoBa Oytunka cpapprkama 30 ml wiaun 100 ml (4 mg/ml), nnu
e/lHa rulacTMacoBa OyTuiika, cbabpaxkamnta 35 ml (10 mg/ml).

1 MepuTeTHa CITPUHITOBKA.

He Bcuuku pa3mepu Ha OmakoBKata Morar jia ObJat npejJiaraiy Ha masapa.
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15. [lara Ha mocjegHaTa peJaKUUs HA TEKCTA

[MonpoOHa nHbopMalys 3a TO3M BeTepUHAPEH JEKapCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara

nanay Ha Cbo3a OTHOCHO MTPOIYKTHTE.

16. /JaHHH 3a Bpb3Ka

[IpurexkaTen Ha pa3penIcHUETO 32 ThPrOBUSL:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

I'EPMAHUSA

MecTHUY IPEACTABUTENIH U JJAHHHK 34 BPh3Ka 32 ChOOIIABaHE HAa IPeAnojaracMyu HeOJaronpusaTHA

pCaKIUN:

Belgié/Belgique/Belgien

Lietuva

Boehringer Ingelheim Animal Health Belgium SA Boehringer Ingelheim RCV GmbH & Co KG

Tél/Tel: +322 773 34 56

Peny6auka bunarapus
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +359 2 958 79 98

Ceska republika
Boehringer Ingelheim spol. s r.o.
Tel: +420 234 655 111

Danmark

Lietuvos filialas
Tel: +370 5 2595942

Luxembourg/Luxemburg
Boehringer Ingelheim Animal
Health Belgium SA

Tél/Tel: + 322 773 34 56

Magyarorszag

Boehringer Ingelheim RCV GmbH & CoKG
Magyarorszagi Fioktelep

Tel: +36 1 299 8900

Malta

Boehringer Ingelheim Animal Health Nordics A/S Boehringer Ingelheim Animal Health UK Limited

TIf: +45 3915 8888

Deutschland
Boehringer Ingelheim Vetmedica GmbH
Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Tel: +372 612 8000

EArada
Boehringer Ingelheim Vetmedica GmbH
TnA: +30 2108906300

Espaiia

Boehringer Ingelheim Animal Health Espaiia,
S.A.U.

Tel: +34 93 404 51 00

Tel: +44 1344 746957

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Tel: +31 20 799 6950

Norge

Boehringer Ingelheim Animal Health Nordics
A/S

TIf: +47 66 85 05 70

Osterreich
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80105-6880

Polska
Boehringer Ingelheim Sp. z 0.0.
Tel.: + 48 22 699 0 699
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France Portugal
Boehringer Ingelheim Animal Health France, SCS Boehringer Ingelheim Animal Health Portugal,
Tél: +33 472 72 30 00 Unipessoal, Lda.

Tel: +351 21 313 5300

Hrvatska Roménia
Boehringer Ingelheim RCV GmbH & Co KG Boehringer Ingelheim RCV GmbH & Co KG
Tel: +385 1 2444 600 Viena - Sucursala Bucuresti

Tel: +40 21 302 28 00

Ireland Slovenija
Boehringer Ingelheim Animal Health UK Limited Boehringer Ingelheim RCV GmbH & Co KG
Tel: +353 1 291 3985 Podruznica Ljubljana

Tel: +386 1 586 40 00

island Slovenska republika
Vistor hf. Boehringer Ingelheim RCV GmbH & Co
Simi: + 354 535 7000 KG, o.z.
Tel: +421 2 5810 1211
Italia Suomi/Finland
Boehringer Ingelheim Animal Health Italia S.p.A. Vetcare Oy
Tel: +39 02 53551 Puh/Tel: + 358 201443360
Kvnpog Sverige
Boehringer Ingelheim Vetmedica GmbH Boehringer Ingelheim Animal Health Nordics
TnA: +30 2108906300 A/S
TIf: +46 (0)40-23 34 00
Latvija United Kingdom (Northern Ireland)

Boehringer Ingelheim RCV GmbH & Co KG Boehringer Ingelheim Animal Health UK Limited
Latvijas filiale
Tel: +371 67 240 011 Tel: + 44 1344 746957

17. JdombianutenHa undopmanus

T'opemocouenara uapopmanus € focThiHa orain upe3 URL info.semintra.com wau QR kona:
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https://www.google.pt/search?q=boehringer+ingelheim+animal+health+portugal+unipessoal+lda&sxsrf=ALeKk01F6l1gD1nNvYVLjzxkx9rSVWJ4-w%3A1627398363457&source=hp&ei=2yAAYdjuGICg1fAPj8iFuA0&iflsig=AINFCbYAAAAAYQAu6xTBs-ONMsvdGa9AS7MgD7S5Oz7o&gs_ssp=eJwVx00OgyAQQOG41UuwcC8_NSBH6C2GzhRIECxiyvFrNy_fG6fFL6K9P2v_Kj7YmXcUm5JyWw06o7WzvINApxRJQ9pIfD2e1hUKNWZPlf2bAsWdQY47JBYIUgvsKLVd_v4rx4POs9xMCD97tiUT&oq=boehringer+ingelheim+a&gs_lcp=Cgdnd3Mtd2l6EAEYATICCAAyCAguEMcBEK8BMgIIADICCAAyAggAMgIIADICCAAyAggAMgIIADICCAA6BwguECcQkwI6BAgjECc6BAgAEEM6BwguELEDEEM6CAgAELEDEIMBOgoIABCxAxCDARBDOgQILhBDOggILhCxAxCTAjoCCC46CgguEMcBEK8BEAo6BAgAEAo6BwguEEMQkwI6BwgAELEDEEM6BQguELEDOgoILhDHARCvARBDOgsILhDHARCvARCTAjoNCC4QxwEQrwEQQxCTAlChBlj6KmDWOmgBcAB4AoABtQOIAcgnkgEKMC4xNi43LjAuMpgBAKABAaoBB2d3cy13aXo&sclient=gws-wiz
https://info.semintra.com/
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