[Version 8, 10/2012]

MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMUMEHOBAHHUWE HA BETEPUHAPHOMEJUIIUHCKUSA ITPOAYKT
Bupaq Multidose 0.3 mg/ml

HmkeKIMOHEH pa3TBOP 3a KyyeTa U KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml chabpika:

AKTHBHA cy0OCcTaHIMA:
Buprenorphine (karo hydrochloride) 0.3 mg

Excuunuenru:
Chlorocresol 1.35 mg

3a IBIHMA CITUCHK HA eKCIMITUEHTHTE, BIDK T. 6.1.

3. DPAPMAINEBTUYHA ®OPMA

MHXexk1MoHeH pa3TBop.

Buctsp, 6e31BeTeH 10 no4TH Oe3LBETEH Pa3TBOP.

4. KJIMHNYHU JAHHU

4.1 Bujaose ;KMBOTHH, 32 KOUTO e npeanasHayed BMII

Kyuera u xoTku.

4.2 TepaneBTHYHU NMOKA3aHNUs, ONPeAeIeHH 3a OTIeJHUTE BUA0OBE )KUBOTHH
KYUYETA

IloctonepatuBHa aHANTE3Us.

IToTenmupane Ha ceqaTUBHUSA €(hEeKT HA IICHTPATHO ACUCTBAIIN CyOCTaHIINN.

KOTKHU
IloctonepatuBHa aHANTE3Us.

4.3 IIporuBomokaszaHus

I[a HE CC U3M0JI3Ba ITPU CBPbXUYBCTBUTCIHOCT KbM aKTUBHATa Cy6CTaHI_II/I}I WIH KbM HSKOH OT

CKCIIUITUCHTUTE.
Jla He ce mpuara MHTPATEKAITHO WIIH NEPUTYPAITHO.
Ja He ce m3mo3Ba Mpeu 11e3apoBo cedueHue (BIDK Touka 4.7).

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

Hsama.



4.5 CroenuajJHU Npeana3Hu MepKH NMpu ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC IIPHU VHOTDe6aTa Ha OpOAYKTA

[Tpu ommcanuTe MO-10JTy 0OCTOATENCTBA MPOMYKTHT TPSIOBA Jla ce TPHUIIara caMmo CJie]] MpereHKa
M0JI3a/PUCK OT OTTOBOPHUS BeTEpUHAPEH JIeKap.

BymnpenoppuHBT MOXeE J]a MPUYMHU PECITUPATOPHA ISIPECUs U KAKTO U IPHU JAPYTH OMTUOUTHU
MPOAYKTH, TPSOBA J1a CE MpHJIara ¢ OBUIICHO BHUMAHUE TIPU JICUCHUE HA )KUBOTHH C HapyIlieHa
JquxarenHa (yHKIUS WU )KUBOTHU, KOUTO MOJTyYaBaT MPOAYKTH, IPUIHHSBAIIY PECIIMpaTOPHA
JIETIPECHSI.

[Ipu 6K0pedHa, chpaeYHAa WU YepHOIPOOHA HEJTOCTATHYHOCT WIIN IIOK, MOXE J]a UMa MO-TOJISIM PUCK,
CBBP3aH C U3IMOJI3BAHETO HA MTPOIYKTA.

BesomacHocTTa HE € HAITBJIHO OllEHEHA P KIIMHUYHO KOMITPOMETUPAHU KOTKH.

BynpenopduHBT TpsiOBaA /1a cE U3IOJI3BA C MOBUILIEHO BHUMAHKE MTPH KUBOTHU C HApyIICHA
4epHOIPoOHA (PyHKIUS, 0COOEHO 3a00JsBaHE HA KITbYHUTE ITBTHUINA, ThI KATO aKTUBHATA CYOCTaHITUS
ce MeTaboNu3upa OT YepHUS APOO W NMPU TAKHBA )KUBOTHU HETOBaTa MHTEH3UBHOCT U
NPOJIBIDKUTEIHOCT Ha JISHCTBHE MOTAT J1a ObJIaT 3aCETHATH.

be3onacHocTTa Ha OynpeHopdUHA He € ToKa3aHa IMPH KHUBOTHH HA BH3PACT MO/ 7 CEIMUIIH.
[ToBTOPHO NIPUIIOKEHHE MTO-PAHO OT MPEMOPHUBAHUS UHTEPBAI HA TIOBTOPEHUE, MPEIOKECH B TOUKA
4.9, He ce mpenopbryBa.

Jbarocpounata 6e30macHOCT Ha OynmpeHOpHHA MPH KOTKH HE € U3CJIEABaHA CIel 5 TIOCIeA0BaTEeIHH
JTHY Ha TPUIIOKCHUE.

EdexThT Ha onron BEPXY TpaBMa Ha IllaBaTa 3aBUCH OT BUJIA M TEKECTTA Ha HAPAHSIBAHETO U
NPE0CTABEHOTO MOJIIOMaraHe Ha JUIIaHEeTo.

CHCQI/IaHHI/I npeanasHy MCPKH 3a Jinara, npujaaraiii BETCPpUHAPHOMEIUITMHCKYA IIPOJAYKT HAa )KUBOTHUTE

Wzmuiite ppiere cu/3acernarara 00JacT CTapaTesIHO ClIE BCSIKO CIy4ailHO pasfBaHe.

Toit kaTo OynpeHop¢duH UMa OMHOUI-IO00HO AelcTBHE, TPsIOBa 1a ce BHUMaBa, 3a Jia ce u30erHe
caMoMmKeKTHpaHe. [Ipu ciryqaliHO caMOMHKEKTHpaHe WM IOTTbINaHe, He3a0aBHO Ja ce MOThPCU
MEIUIUHCKH ChBET, KaTO Ha JieKapsl ce MPeA0CTaBy JIUCTOBKATa WM €TUKETa Ha MpoaykTa. Hanokcon
TpsiOBa 1a ObJie Ha PA3IOIOKEHUE MPH CIIyYaHHO MapeHTEPAHO MPUIIOKEHHE.

[Ipu monaynane B 0YMTE WM KOHTAKT C KOXKaTa, N3MUIWTE OOMITHO ChC CTYZEHA Tedalla Boja.
IToTbpceTe nekapcka MOMOII, aKo IPa3HEHETO MPOAbIDKABA.

4.6 HebaaronpusiTHu peakuuu (4eCTOTA U BAKHOCT)

[Mpm kydeTa MOXe J1a ce MPOSBAT CIIOHOOTACISIHE, OpaAuKapIus, XUIIOTepMHUs, Bb30y1a,
JeXuapaTays 1 MHO3a, PAAKO XUIIEPTOHHS M TaXHUKAPIHSL.

Muiprasa u nipu3HaIy Ha eypopus (IpeKOMEepHO MbpKaHe, KpaueHe, TPHEHe) 4eCTo ce HabIro1aBaT
P KOTKW M OOMKHOBEHO OT3BY4YaBaT B paMKUTE Ha 24 daca.

BynpenopuHBT MOXKeE a MPHYMHU pecnrpaTopHa nenpecus (Bik Touka 4.5). Koraro ce n3nonsaa 3a
OCHUT'ypsIBaHE Ha aHAJre3Ms, CeAalHs ce HaOJI01aBa PsIKo, HO MOXKE J1a Bb3HUKHE IIPH JI03H, T10-
BUCOKH OT IPENOPbYHUTEITHATA.

MHOTro psIKO MOTaT Ja Ce MOSIBIT JOKaJeH AMCKOM(OPT Wik 0O0JKa B MSACTOTO HAa MHKEKTHPAHE,
MPOSBSBAIIH ce ¢ Bokayu3aiusa*, To3u ehekT OOMKHOBEHO € BPEMEHEH.

*YecToTaTa Ha HEOJIATONPUATHUTE PEAKLIMHU CE ONpPEAEs Ype3 ClieAHaTa KiIacuPUKaIHs:

- MHOTO 4ecTH (oBeue oT 1 Ha 10 KUBOTHM NPOSBABALIN HEOIArONPUATHH PEAKLUH IO BpeMe Ha
Kypca Ha eJTHO JIeUeHHe)

- gyectH (moseue ot 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 KUBOTHM)

- He gecTH (moBeue oT 1, Ho mo-Majko ot 10 sxxuBoTHH Ha 1,000 )KUBOTHH)

- peaku (moBede ot 1, Ho mo-manko ot 10 sxuBoTHU Ha 10,000 >XKMBOTHM)

- MHOTO peku (1mo-majnko oT 1 xxuBoTHO Ha 10,000 )HUBOTHH, BKIIOUHUTEIHO U30JIMPAHU CHOOIICHNS).

4.7 Ymnorpe6a mo BpeMe Ha OPeMEHHOCT, JIAKTAIUsI WIH sIiileHOCeHe



BpemeHHOCT:
JlabopaTopHu nmpoy4BaHHS MPH TUTHXOBE HE IMOKa3BaT HUKAKBY JIOKA3aTEJICTBA 32 TEPATOTCHHOCT.

Bripekn ToBa, TE3U MPOYYBAHHUS ca MOKA3aIH MOCTUMITIAHTAIIMOHHY 3aryOu u paHHa (eramHa
cMBpT. ToBa MOXKE J1a € Pe3yJiTaT OT NOBJIHSBAaHE BHPXY ChCTOSHHETO HA POJUTEICKOTO TSJIO IO
BpEeMe Ha TeCTalUATa U B CICIPOJMITHUTE TPHKH, TTOPAJU CEAAIUs Ha MalKHTE.

Tbit KaTo HE ca MPOBEKIAHH MTPOYYBAHUS 3a PEMPOAYKTHBHA TOKCUYHOCT Ha MPOAYKTa IPHU BUIOBETE
JKUBOTHH, 32 KOWTO € MPeHa3HAYCH, JIa CE MPHUJIara caMo CJIe]l IpeleHKa 0I3a/pUCK OT OTTOBOPHUS
BETEPHUHAPECH JICKap.

[IpoxykThT He TpsOBaA Ja ce M3IOJI3Ba MPEIOTIEPATHBHO MPHU 11€3aPOBO CEYCHHUE, TOPAJIU PUCK OT
nepuIapTaiHa pecupaTopHa Jenpecus IpH 104 ; TpsOBa Jia ce puIiara camo MoCTOMEPaTUBHO C
MOBHINIEHO BHUMaHHE (BMXK MTO-J0ITY).

JlakTamms:
IIpoyuBaHus MpH TaKTUPAIIH MIHXO0BE MOKA3BaT, Y€ CJIe] UHTPaAMYyCKYJIHO MPUIOKEHUE Ha

OymnpenopduH, KOHIICHTPAITMUTE Ha HETIPOMEHEH OyIPEeHOP(UH B MILIKOTO Ca PaBHH HA WU
HAJIBUIIIABAT TE3U B IIa3Mmara. Tl KaTo € BEepOsSTHO OYIPEeHOPOHUHBT J]a Ce OTAEINS B MIISIKOTO IPH
JPYTH BUJIOBE, HE CE PENOphYBA MPUIAraHeTo My 110 BpeMe Ha JakTanus. [Ipuiara ce camo cien
MIPEIICHKA I0J133/PUCK OT OTTOBOPHUS BETEPUHAPEH JIeKap.

4.8 BsamMmopeiicTBHe ¢ IPYrd BeTePHHAPHOMEIHIIHHCKH MPOAYKTH U Apyru (popmMu Ha
B3auMojeiicTBHe

BymnpenoppuHBT MOXeE JJa MPUYMHU CHHIMBOCT, KOSATO MOXKE J]a C€ TIOTEHITMpa OT APYTH IEHTPATHO
JieiicTBaIM CyOCTaHIINY, BKIIOYUTEITHO TPAHKBHJIAHTH, CEIATHBH U CHHOTBOPHH.

Nma nmokazarencrsa Mpu Xopa, KOUTO TIOKa3BaT, Ye TEPANIeBTUIHUTE 103U OynpeHOpdUH He
HaMaJsIBaT aHaNreTHYHaTa e(UKAaCHOCT Ha CTaHIapTHA JI03a OITMOUICH arOHUCT U Ye KOTaTo
OynpeHOPPHUHBT ce U3ION3BA B PAMKHUTE HA HOPMAJTHUS TePAIeBTHUCH 00XBAT, CTAaHIAPTHUTE JTO3H
OIHMOUJICH arOHUCT MOTaT Jia ObAAT MpHUJIAraHu IPean Bh3eHCTBUETO HA IPEIUITHATA /A €
MIPUKITIOYNII0, 03 J1a ce KOMIIPOMETHPA aHaJIre3usTa. BhIIpeku ToBa ce mpernopbyuBa OyrnpeHopduH 1a
HE CE M3IO0JI3Ba B KOMOWHAIWS ¢ MOP(GUH WM JIPYTH aHAITSTHIIA OT OIIMOUJICH THII, HAIIPUMED
etopbuH, GeHTaHWI, IETUAMH, METAJIOH, TTAllaBepeTyM Wi OyTopdaHOII.

BynpenophrHBT € U3MOI3BaH CHBMECTHO C allelpoMa3iH, aindaxcaion/andaganoH, aTpOIHH,
JIEKCMEeZETOMIINH, XaJIOTaH, N30IypaH, KETaMHUH, MEJIETOMUIINH, Tiporiodo, ceBodmypaH,
TUOIICHTAN U Kcriia3uH. Koraro ce u3noia3Ba B KOMOMHAIUS ¢ YCIIOKOUTEITHY, JCTPECUBHUTE e()eKTH
BBPXY ChpJICYHATA YECTOTA M JUIIIAHETO MOTAT JIa ObAAT Pa3IIUPCHH.

4.9 [lo3a ¥ HAYMH HA NPHJIOKEHHE
3a UHTPaMyCKYJIHO WM HHTPABEHO3HO MPUIIOKEHHE.

KYUYETA: [TocronepaTuBHa aHanre3us, NOTEHIMPAHE HA CENALus.
KOTKMU: [TocTonepaTuBHa aHaIre3us.

10-20 pg/kg (0.3-0.6 ml 3a 10 kg)

3a JOMBJIHHUTEIIHO obIrekuaBaHe Ha OolKaTa Jlo3aTa MOKE J1a Ce ITIOBTOPH, aK0O & He00X0IUMO:

KYYETA: wnu cnen 3-4 waca ¢ 10 pg/kg,
unmu caen 5-6 gaca ¢ 20 ug/kg.
KOTKMU: BeaHbK cies 1-2 aca ¢ 10-20 ug/kg.

Jlokato cemaTuBHUTE e)eKTH ca HaIHIE |5 MUHYTH clel puiarale, aHaIreTAYHOTO JISHCTBHUE Ce
ycTaHOBsBa ciaen okoyo 30 MUHYTH. 3a 1a ce TapaHTHpa, Ye TI0 BpeMe Ha OTepaItis U 1pu
HETIOCPEICTBEHOTO Bh3CTAHOBSBAHE CHINECTBYBA aHAITE3HsI, IPOIYKTHT TPSOBA Jla ce mpuiiara
MIPEIOTIEPATHBHO KATO YacT OT MpEeMENKAIIHITA.



Koraro ce mpuiiara 3a moTeHI[MpaHe Ha CEAALMS WIIM KaTO YacT OT MPEeMEIUKAIIUs, 103aTa Ha IPYTH
LICHTPAJIHO JCHCTRAIIN IPOAYKTH, KATO HAPUMED allePOMa3fH WM MEACTOMHUINH, TPsOBa 1a Obe
HamajieHa. HamansiBaHeTo Iiie 3aBHCH OT CTEIEHTa Ha He0OX0oaUMaTa ceaalus, OTAEIHOTO KUBOTHO,
BUJIa HA JAPYTUTE MPOIYKTH, BKIFOUCHH B MTPEMEIUKAIMITA U KaK aHECTE3HsITa IIE Ce TPEAN3BUKA U
noaabppka. Moxe ChIlo 1a ObJe Bb3MOXKHO Ja C€ HaMaJIk KOJMYECTBOTO HA U3I0J3BaHHUS
MHXAJAIMOHEH aHECTETHUK.

JKuBoTHHTE, HA KOWTO Ca MPUIOKCHH OMHOUIN ChC CEAATUBHU W aHAITCTHYHU CBOWCTBA, MOTaT Jia
MOKa3BaT MPOMEHJIMBH OTroBOpH. CIeIoBaTeIHO, pEaKIUsATa Ha OTJCITHUTE )XHUBOTHH TPsOBa 1a ObJe
HaOJf0jaBaHa W CJIeIBallMTE 03U TpsiOBa 1a OBJAT CHOTBETHO KOPUIHpaHH. B HAKOM ciaydau
MTOBTOPHUTE J03U MOKE Ja HE NPEAOCTaBAT IOIbIHUTEIHA aHANre3us. B Te3u ciydau TpsOBa na ce
0OMMCIIH M3II0/I3BaHeTO Ha noaxoasio nmkektusno HCIIBC.

[Ipenu npunaraneTo Ha MPOJYKTa, TeJIECHATA Maca Ha YKMBOTHOTO TPsA0Ba Ja ObJ/ie TOYHO OIpeIeiIcHa.
3a ToYHO JT03UpaHe TPSOBA J]a CE U3IOJI3BA MMOAXOIAII0 TPaJyupaHa CIPUHIIOBKA.

I'ymenara 3amymranka Moxe J1a Obe MpoOuTa MaKCUMYyM 25 TBTH.
4.10 Ilpemo3upane (CHMIITOMHM, CIIEIIHA MEPKH, AHTHI0TH), AKO € He00X0TUMO

[Ipu npenosupane TpsOBa a ce 3a0YHAT MO TBPKAIIN MEPKU U aKO € YMECTHO, MOXKeE Jia ce
MIPHUJIOKAT HAJIOKCOH WJIM TUXATCITHH CTUMYJIaHTH.

[pu npenosupane npu Kydeta OynpeHOpGUHBT MOXKe Ja A0BejIe 0 JeTtaprust. [[py MHOTO BUCOKH
JTO3W MOTAT Jia ce HaOIroaaBaT OpaguKapaus ¥ MHO3a.

HasokconbT MOXe /1a Ob/ie OT 10J13a 32 MPEOI0JIsIBaHE Ha HAMaJIeHaTa YecToTa Ha JUIIaHe;
pECIMpPaTOPHUTE CTUMYJIAHTH KaTo JOKCANpaM ChIIo ca e(h)eKTUBHU NPH YoBeKa. [lopaau yabIoKeHuUs
HIepHOJI Ha JieiicTBIE Ha OynpeHop(UHA B CpaBHEHHUE C MOIOOHM CyOCTaHIIMK, MOXKE JIa C€ HAJIOKH Te
Jla ce MpuJiaraT MHOTOKPATHO WITH 4pe3 HenpekbcHata nHy3us. [IpoyuBanus pu Xopa 100pOBOIIIH
IIOKa3BaT, 4 ONMUOMIHUTE AHTArOHUCTH MOXKE J1a He TIPOTUBO/ICHCTBAT HAITBIIHO HA e()EKTUTE Ha
OynpeHopduHa.

[Ipu TOKCUKONOTHYHY MPOYYBaHUS Ha OynpeHOP(HH XUIPOXIOPH MIPH KydeTa € HaOlogaBaHa
OunrapHa XMIIepIUIa3ys clie]l IepopaiHO NPUIOKEHHE 3a eJHA TOANHA, IPU 1030BU HHBA OT

3.5 mg/kg/nen n noseve. bunnapha xuneprasus He ce HaOJI0AaBa ClIe/l SKETHEBHO HHTPAMYCKYIIHO
MPUJIOKEHUE B J030BU HUBa 110 2.5 mg/kg/neH B mpoabokeHue Ha 3 Mecenia. ToBa € 3HAYMTEIHO Hajl
BCSIKA KIIMHUYHA CXEMa Ha JI03UpaHe IIPU KydeTa.

Mons, BUXTe ChIIO TOUKH 4.5 1 4.6 OT HacTosIaTa KpaTka XapakTepucTuka Ha mpoaykra (KXII).

4.11 KapeHTteH cpok

He e npunoxxumo.

5. DPAPMAKOJIOI'NYHUA OCOBEHOCTH

(DapMaKOTepaHeBTI/IT-IHa rpymna: OIIMOUMAHU aHAJIITCTULH, IIPOU3BOAHN HA OpUIIaBUHA.
Betepunapuomenummacku Anatomo-TepamesrrueH Kox: QNO2AEOQ].

5.1 ®apmakoaMHAMHYHY CBOIiCTBA

BynpeHopunbT € MOILIEH, ABATOACHCTBALL aHANTETUK, IeHCTBAIl HAa OIMMOUIHUTE PELETITOPH B
LEHTpaJiHaTa HEPBHA cHCcTeMa. bynpeHOppUHBT MOXKe a MOTeHIMpa ACHCTBUETO Ha IPYTH
LEHTPAITHO JIeHcTBaIM CYOCTaHIIMM, HO 32 Pa3iIMKa OT OBEYETO ONMUATH, OyNPeHOPOUHBT UMa CaMO
OrpaHUYEeH CeAaTUBEH €(EeKT B KIIMHUYHH JI03H.

BynpenopdunbT nposiBsiBa aHanTeTHUEH eEKT UYpe3 CBbP3BAHE C BUCOK aQUHUTET KbM Pa3IUIHI
MOJIKJIACOBE OTIMOUIHU PELENTOPH, MO-CIENNATHO [I-PEeHENTOPH, B IIEHTpaIHATa HEpBHA cucTemMa. B
KIIMHAYHY JIO3U 33 aHaTe3us1, OyIIPeHOPPHUHBT Ce CBHP3Ba C OMUOWJIHUTE PELIEHITOPH C BUCOK
aUHHUTET U BICOK PELIEITOPEH aBUANTET, TaKa Y€ IUCOLHALUATa My OT pelenrtopa ¢ 6aBHa, KakTo €



MMOKAa3aHo B in Vitro MpoydBaHmsl. ToBa YHHKAITHO CBOHCTBO Ha OympeHOppUHA MOXKE Aa OOSICHU TI0-
roJsiMata MpoALIDKUTEITHOCT Ha aKTUBHOCTTA MY B CpaBHEHHE ¢ MOpdUHA. B cinywaunTe, korato
MIPEKOMEPHO KOJIMYECTBO OMMUOUJICH aTOHUCT € BeUe CBHP3aH KbM OMTHOUIHHUTE PELEHTOPH,
OyIpeHOPPHUHBT MOXKE J]a YIPAXKHIBA HAPKOTHYHA AaHTATOHUCTHYHA aKTHBHOCT B PE3YJITAT HA CBOS
BUCOK a()MHHUTET HAa CBHP3BaHE KbM OIMMOUIHUTE PEIIENTOPH, TAKa Y€ aHTArOHUCTUIHUAT e(DeKT BbPXY
Mop(QHHa, EKBUBAJCHTEH Ha HAJIOKCOH, € JIOKa3aH.

BynpenoppuHBT Ma c1a00 BAMSHHE BHPXY CTOMAITHO-YPEBHATA NIEPUCTANITHKA.

5.2 ®apMaKkoKNHEeTHYHH 0CO0EHOCTH

[MapenTepaltHo TPOIYKTHT MOXKE JIa c€ TPUIIara 4pe3 HHTPaAMYCKYJTHO FITH HHTPABEHO3HO
WH)KEKTHpaHe.

BympenopduHBT ce pe3opOupa Obp30 Clies] HHTPAMYCKYJTHO MPIIOKEHUE TIPH Pa3IMYHHU )KUBOTHHCKH
BUJIOBE U YOBEKa. AKTHBHATA CyOCTAHIUS € CHITHO TUIMOPUITHA U 00eMbT Ha pasnpeie]ieHUue B TSUIOTO
e ronsim. @apmakonornyHu eekTd (Harp. MUIpHas3a) MOTaT Jia ce TMOSBAT MUHYTH CJIC]
MIPHUJIOKEHUETO, a TPU3HAIUTE HA CEAAIUS CE MOSABIBAT OOMKHOBEHO clie/] 15 MUHYTH.
AHaNTEeTUYIHOTO JIEHCTBUE CE TPOSBABA B paMKuTe Ha 30 MUHYTH, KaTO MMKOBH €PeKTH 0OMKHOBEHO
ce HaOmromaBar cies okono 1-1.5 gaca.

Crnen MHTPaBEHO3HO MPHIIOKEHHUE MTPU Kydeta pu 103a 20 pug/kg, cpeHUIT TepMUHAICH TOTYKHUBOT
¢ 9 yaca u cpeHUAT KIUPBHC € 24 ml/kg/MuHyTa, HO € HaJIMIIe 3HAYUTEIHA BApHAOUIHOCT MPU
pa3IMYHUTE KydeTa Mo OTHOIICHUE Ha ()apMaKOKHHETUIHUTE MapaMeTPH.

Crniet MHTPaMyCKYJTHO TIPUJIOKEHUE MTPH KOTKHU, CPEIHUSAT TEPMUHAIICH TOIYKHUBOT € 6.3 Jaca, a
KIUPBHCHT € 23 ml/kg/MuHyTa, HO € HaNHIle 3HAYNTEIHA BapHAOMITHOCT MPH Pa3IMYHUTE KOTKU O
OTHOIIICHNE Ha (PapMAKOKHHETHIHUTE MTApaMETPH.

KomOunmnpanu papMakoKHHETHYHH U (apMaKOIMHAMHYHH IPOYYBAHUS Ca TIOKA3aIH 3HAYUTEIICH
XUCTEPE3UC MY TUTa3MEHATa KOHIICHTPAIUS U aHANreTHIHUS edekT. [Ima3zMeHnTe KoHIIeHTpaIiu
Ha OynpeHop¢urHa He TpsaOBa 1a ce M3MO0JI3BaT 3a POpPMyJIMpaHe Ha CXEMHU Ha JO3UpaHe MPU
OTJIeTHUTE )KUBOTHH. CXeMUTe Ha Jo3upaHe TpsOBa a ObJaT ONpe/ieieH! upe3 npoclie/isiBaHe Ha
OTrOBOpA Ha MAIMCHTA.

['maBHUAT BT Ha EKCKpPELUs MPU BCUYKH BUJIOBE C U3KIIOYCHHE HA 3aiiiy (KbAETO Mpeodiagasa
EKCKpelus upe3 ypuHara) € upe3 ¢pexanuute. BynpeHoppuHbT nperbprsiBa N-ealKkuinupane 1
TJIFOKYPOHHTHO KOHIOTHPAaHE B YpEBHATA CTEHA M YEPHUS P00 U META0OIUTUTE MY CE €KCKPETHUPAT
4ype3 XKITbYKaTa B CTOMAITHO-YPEBHUS TPAKT.

[Tpu npoy4BaHus 3a THKAHHO Pa3IpeliesieHIe, H3BBPIICHH PU TLUIBXO0BE U Pe3yc MaMyHH, Haii-
BHCOKHTE KOHIICHTPAITMH Ha aKTUBHATA CYOCTaHITHS Ca YCTAHOBEHHU B YEPHUS P00, OeIuTe IpodoBe U
Mo3bKa. [IMKOBHTE HMBA HACTHIIBAT OBP30 U MAJAT JI0 HUCKHM HUBA 24 yaca cles Jo3UupaHe.
[MpoyuBanus Ha CBBP3BAHETO C MPOTEHHH MPH TLTHXOBE Ca MOKAa3alH, 4e OynpeHOp(UHBT ce CBbpP3Ba
BBB BHCOKA CTEIICH C TUIa3MEHUTE IPOTEHHH, TIIaBHO ¢ anda- 1 6era-TIo0yIimHuTE.

6. DOAPMALIEBTUYHU OCOBEHOCTHA
6.1 ChouchbK HA eKCHUNHEHTUTE

Chlorocresol

Glucose monohydrate

Hydrochloric acid (for pH adjustment)

Water for injections

6.2 OCHOBHHM HECHLBMECTHMOCTH

[Ipu nurnca Ha TaHHU 32 CbBMECTUMOCT, TO3U BETCPUHAPHOMEIUIIMHCKY MPOIYKT HE TpsiOBa 1a Obae
CMECBaH C JpPYTd BETEPUHAPHOMEAULMHCKN IPOIYKTH.



6.3 Cpox Ha roaHOCT

CpOK Ha rogHOCT Ha KpaﬁHHﬂ BCTCPUHAPHOMCAUITUHCKHU MTPOAYKT: 3 T'OOWHH.
CpOK Ha TOAHOCT CJICA IbPBO OTBAPAHC HA ITbPBUYHATA OIIAKOBKA: 28 JHH.

6.4. CrnenuajJHU yCJOBHS 3a ChbXpaHeHUE HA MPOAYKTAa

I[a CC mmasu Q)HaKOHTJT BbB BbHIIHATa OIIAKOBKa C LEJI NPE€AIa3BaHe OT CBETIIMHA.
I[a HE CC OXJIaXKJ1a WJIN 3aMpassaBa.

6.5 Bwuawu cbcTaB Ha MBPBHYHATA ONMAKOBKA

JKbntu cTekiienu ¢uakonu tun I, 6poMOyTHIOBa TyMEHa 3amyliaika T |, MoKkpuTa, alryMHHUEBA
KaIlayka.

Pa3mepu Ha omakoBkata: 10 ml, 5 x 10 ml, 10 x 10 ml.

He Bcuuku pasMepu Ha OlakoBKaTa Morar ja ObJaT Ipeiiarany Ha masapa.

6.6 CroenuajJHU MEPKH 32 YHUIIO:KABAHE HA HEM3MOJI3BAH NMPOAYKT WM OCTATHLIU OT HEro
Bceku Hew3non3BaH BeTEpPUHAPHOMEAMIIMHCKU IMPOIYKT WM OCTATBIM OT HEro, TpsOBa ma Obaar
VHUIIOKEHU, B ChOTBETCTBUE C N3UCKBAHMSITA HA MECTHOTO 3aKOHOATEJICTBO.

7. NNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-2142

9. JATA HA TbPBOTO U3JABAHE/IIOJHOBSABAHE HA JIMINEH3A 3A YIIOTPEBA

JlaTa Ha TBPBO M3/1aBaHe HA JIMIICH3 3a ynorpeda: 12/12/2013.
JaTa Ha mociemHO MOMHOBSIBaHE Ha JIMIIEH3 3a ynoTpeda: 20/07/2016.

10. [JATA HA INIOCJIEAHATA PEJAKLIUS HA TEKCTA
01/2023
3ABPAHA 3A IIPOJAXKBA, CHAB/ISIBAHE U/UJIA YIIOTPEBA

He e mpuinoxumo.



MNPUJIOKEHMUE III

ETUKET U JINCTOBKA



A. ETUKET



NH®OPMALIUSA, KOATO CE N3IINCBA BbPXY BBHIIIHATA OITAKOBKA -
Kapronena xytus (10 ml, 5 x 10 ml, 10 x 10 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHWHCKUA ITPOAYKT

Bupaq Multidose 0.3 mg/ml
HmkeKIMOHEH pa3TBOP 3a KydyeTa U KOTKH

Buprenorphine

‘ 2. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIMA U EKCIHUIIMEHTUTE

Buprenorphine (kato hydrochloride) 0.3 mg/ml

‘ 3. DPAPMANEBTUYHA ®OPMA

HnxeKkuoHeH pa3TBop.

‘ 4. PASMEP HA OITAKOBKATA

10 ml
5x 10 ml
10 x 10 ml

‘ 5. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

Kyuera u xoTku.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 7. METOJA 1 HAYUH HA TPUJIOKEHUE

MHTpaMyCKyITHO WM HHTPABEHO3HO MPHUIIOKEHHE.

[Ipenu ynoTtpeba npoyeTH JIUCTOBKATA.

‘ 8. KAPEHTEH CPOK

‘ 9. CIHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

| 10. CPOK HA TOHOCT

EXP {mecen/ronuna}
Crnen nmpoOuBaHe, U3IMOJI3BaWTE Ipeau 28 THH.



‘ 11. CIHENHUAJIHU YCJIOBUs 3A CbXPAHEHUE

I[a C€ I1a3u OT CBCTJIMHA.
I[a HE CC OXJIaXKa WX 3aMpa3saBa.

12. CHEHNUAJHU MEPKH 3A YHUIIIO’KABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIHU OT HEI'O, AKO UMA TAKUBA

yHI/IH_IO)KaBaHe: Hpezm yrIOTpe6a MpOYCTH JIMUCTOBKATA.

13. HAJIUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 1
YCJI0BUA NJIN OTPAHUYEHUS OTHOCHO PABIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA ynorpe(Sa. ﬂa CC OTITyCKa CaMo II0 JICKapCKO MPCATIUCaHUC.

14. HAJIMUCHT “JA CE CBbXPAHSABA JAJIEY OT IOTJVIEJA U HA HEJOCTBITHHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT 1orjicaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.

‘ 15. HUME U IOCTOSAHEH AJPEC HA ITIPUTEXKATEJIA HA JIMINEH3A 3A YIIOTPEBA |

VetViva Richter GmbH, 4600 Wels, Austria

‘ 16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII |

0022-2142

| 17. NAPTUJEH HOMEP |

Lot {nomep}



MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKH BMII, KOUTO CbABPKAT EAUHUYHA JO3A

10 ml sxbaT cThKICH (iakoH Tun I ¢ OpoMOyTHIIOBa TYMEHA 3aMyliiajiKa THII | 1 alyMUHHEBa Kammayka

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Bupaq Multidose 0.3 mg/ml
HHKeKIMOHEH pa3TBOP 3a KydyeTa U KOTKH

Buprenorphine

‘ 2. KOJMNMYECTBO HA AKTUBHATA CYBCTAHIIMA

Buprenorphine (kato hydrochloride) 0.3 mg/ml

‘ 3. CBIABPXKAHUE CIIPSIMO MACA, OBEM WX BPOM HA EJUHUYHUTE 103U

10 ml

‘ 4. HAYMHM) HA IPUJIOKEHUE

Lv., .m.

‘ 5. KAPEHTEH CPOK

‘ 6. NAPTUJAEH HOMEP

Lot {Homep}

| 7.  CPOK HA TOJHOCT

EXP {mecen/ronuna}
Cnen npoOuBaHe, U3MOA3BANTE MPEAH. ... ........

‘ 8. HAJIIUCHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

Ilo JICKApPCKO NpCAIMUCaHUC.



B. IUCTOBKA



JINCTOBKA:
Bupaq Multidose 0.3 mg/ml
HmkeKIMOHEH pa3TBOP 3a KydyeTa U KOTKH
1. HUME U INOCTOSHEH AJIPEC HA IIPUTEXATEJIS HA JIMIIEH3A 3A YIIOTPEBA
N HA MTPON3BOJUTEJISA, AKO TE CA PASJIMYHU

IIpuTexaTell Ha IMIIEH3a 33 YIIOTPeOa M IPOM3BOJMTEN, OTTOBOPEH 3a OCBOOOKIaBaHE HA APTH/IATA:
VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

Bupaq Multidose 0.3 mg/ml
WHKeKIMOHEH pa3TBOP 3a KydeTa U KOTKH

Buprenorphine
3. CbABPKAHUE HA AKTUBHATA CYBCTAHIUHWSA U EKCUUIIMEHTUTE
Bceeku ml cpappika:

AKTHBHA cy0cTaHIMA:
Buprenorphine (kato hydrochloride) 0.3 mg

ExcuunmnenTu:
Chlorocresol 1.35 mg

bucTbp, 6e31uBeTeH 10 MOYTH OE3I[BETEH Pa3TBOP.

4. TEPAIIEBTUYHU ITOKA3AHUA

KYUYETA
ITocTonepatuBHa aHanre3usl.
[lorennupane Ha cenaTUBHUSA €PEKT Ha LIEHTPAITHO AeHCTBAIIM CyOCTaHIINY.

KOTKH
ITocTonepaTtuBHa aHanre3usl.

S. MNPOTUBOIIOKA3AHUSA

Jla He ce u3Moa3Ba IPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIINS WA KbM HIKOW OT
EKCIIUITUECHTHTE.

Jla He ce mpuara MHTPATEKAITHO WIIH MEPUTYPAITHO.

Ja He ce m3moI3Ba IpeIu 11e3apoBo cedeHue (BIK Touka 12. ,,bpemennoct).

6. HEBJIAI'OIIPUATHU PEAKIIMA



[Tpu xydeTa MoXke Jla ce MPOSBAT CIFOHOOTACISIHE, OpauKap/Ins, XUIIOTepMHS, Bb30y/a,
JIEXHUPATAIUS K MUO03a, PSIKO XUIIEPTOHUS ¥ TaXUKaPIVsL.

Muppuasa u npusHaiy Ha eydopust (IpeKOMEpHO MbPKaHe, KpaueHe, TPUCHE) YeCTO ce HaOIro1aBat
P KOTKY ¥ OOMKHOBEHO OT3BYYaBaT B paMKUTe Ha 24 vaca.

BymnpenopdhuHBT MOXKE J1a MPUYUHHU pecrupaTopHa aenpecus (Bmxk Touka 4.5). Koraro ce n3noisBa 3a
OCUTYpSIBaHE Ha aHAJITE3Usl, CeJlalysl ce HAOII01aBa PSAKO, HO MOXKE JIa Bh3HUKHE IPH JI03H, 110-
BUCOKH OT TIPETIOPHUNTEIHATA.

MHoro psiiKO MoraT Ja ce MOSBAT JIOKAICH AUcKoM(opT Win O0JIka B MSACTOTO HAa WHXKEKTUPAHE,
MIPOSBSIBAIIM ce ¢ Bokaym3aiusa*. To3u eekT 0OMKHOBEHO € BPEeMEHEH.

*YecTtoTaTa Ha HEOIATONIPISITHUTE PEAKIIMH CE OTIPEILIISI Upe3 ClIeIHaTa KilacuhUKaITH:

- MHOTO YecTH (moBeue oT 1 Ha 10 )KHBOTHHU NPOSBSBAIIH HEOIArONPHUATHN PEAKIIMH 110 BpeMe Ha
Kypca Ha eJTHO JIeUeHHe)

- yectH (oBeue ot 1, HO mo-maiiko ot 10 xuBoTHH Ha 100 KUBOTHH)

- He gecTH (moBeue ot 1, Ho mo-Manko ot 10 xxuBoTHH Ha 1 000 KUBOTHM)

- penxu (mmoBede oT 1, HO mo-manko oT 10 skxuBotHH Ha 10 000 >XMBOTHM)

- MHOTO pefku (1mo-mManko oT 1 xuBoTHO Ha 10 000 )KHUBOTHU, BKIFOUNUTEITHO H30JIMPAHU CHOOIICHNS).

AKko 3a0eexuTe HAKaKBU HEOIaronpusiTHU pPeakiiy, BKIIOUUTEIHO U TAKUBA, KOUTO HE Ca OIMCaHU B
Ta3u JTUCTOBKA MJIM MUCIIUTE, Y€ BETEPUHAPHOMEIULIMHCKUAT IPOAYKT HE paboTH, MOJIS 12
yBeaoMuTe Bamus BeTepuHapeH nekap.

7. BUJIOBE JKUBOTHMU, 3A KOUTO E IIPEJJHA3HAYEH BMII

Kyuera u xoTku.

8. JO3UPOBKA 3A BCEKHN BU/I ZKUBOTHO, METOJl I HAYUHU HA ITPUJIAT'AHE

3a UHTPaMYyCKYJHO WM WHTPABEHO3HO MPUIIOKEHHE.

KVYYETA: ITocronepaTrvBHa aHaIre3us, MOTEHIIMPAHE Ha CeAalusl.
KOTKMH: ITocToneparuBHa aHanre3us.

10-20 pg/kg (0.3-0.6 ml 3a10 kg)

3a JAOIIBJIHUTCIIHO o0JieKyaBaHe Ha 0oJIKaTa A03aTa MOXKE J1d C€ MOBTOPH, aKO € HEOOXOIMMO:

KYUYETA: wumwm cnen 3-4 gaca ¢ 10 ug/kg,
wm cnen 5-6 gaca ¢ 20 pg/kg.
KOTKMU: BeaHBK cien 1-2 aca ¢ 10-20 ug/kg.

I'ymenara 3amymanka Moxe Aa 0bae NpoOuTa MaKCUMyM 25 BTH.
9. CBBET 3A NIPABUJIHO NPUJIOKEHHUE

Jokaro cenaTUBHUTE e(EeKTH ca HAIUIE 15 MUHYTH Clie]l pUIarane, aHaAITeTHYHOTO JeHCTBHE Ce
ycTaHOBsBa cien okoyo 30 MUHYTH. 3a 1a ce TapaHTHpa, Ye TI0 BpeMe Ha OTepaItus U 1pu
HETIOCPEJICTBEHOTO Bb3CTAHOBSIBAHE CHIIECTBYBA aHAITE3Us, TPOAYKTHT TpsiOBa Ja ce mpuiara
MMPEAOIICPATUBHO KATO 4AaCT OT NpeMEAUKauAaTa.

Koraro ce mpuara 3a moTeHIMpaHe Ha ceJalns I KaTo YacT OT MPEeMEANKAIUs, 03aTa Ha IPyTH
[EHTPAITHO JCHCTBAIIN MPOAYKTH, KATO HAPUMED allePOMa3iH WIH MEACTOMUINH, TpsAOBa 1a Obe
HamasieHa. HaMansBaHeTo 1ie 3aBUCH OT CTEIIEHTa Ha HeOOX0AMMaTa Ceallvsl, OT/ISITHOTO 5KHBOTHO,
BUJIa Ha JIPYTUTE NPOJYKTH, BKIIIOUYCHU B MPEMEJIMKAIINATA U KaK aHECTE3HsATA I CE MPETU3BUKA U
o Ibpka. Moxe ChIIo J1a ObJie BB3MOXKHO J1a C€ HaMaJll KOJMYECTBOTO Ha U3IMOJI3BAHUS
WHXAJAIIMOHEH aHECTCTHK.



JKuBOoTHHTE, HA KOUTO Ca MPHJIOXKCHU OIMOUIM ChC CEAATUBHY M aHAJITETHYHHU CBOMCTBA, MOTAT Jia
MOKa3BaT MPOMEHJIMBH OTroBOpH. CeIoBaTeIHO, pEaKIUsATa Ha OTJCITHUTE )XHUBOTHH TPsOBa 1a ObJe
HaOJI0J]aBaHa W ClelBaluTe J03U TpsiOBa na OBJAT CHOTBETHO KOpPUTHpaHW. B HsKoW ciyuyaun
MOBTOPHUTE JI03U MOJKE JIa HE MPEAOCTABAT IOMBbIHUTEIHA aHANre3us. B Te3u ciyuyau TpsOBa na ce
0OMFICIT M3TI0I3BAHETO Ha MOAXOIAII0 HHXEKTUBHO npruitokenne Ha HCIIBC.

[Ipenu mpuaraneTo Ha MPOIYKTA, TeJIECHATA Maca Ha )KHBOTHOTO TPsIOBa Jia ObJie TOYHO OIpe/ielieHa.
3a TOYHO Jlo3MpanHe TPsiOBa Jia ce U3IMOoJ3Ba MOIXOASIIO0 TPalynpaHa CIPpUHIIOBKA.

10. KAPEHTEH CPOK

He e npunoxumo.

11. CIIEHUAJIHU YCJIOBHUA 3A CBXPAHEHHUE HA ITPOAYKTA
[a ce cbxpaHsaBa ganey oT MOrjieAa U Ha HEAOCTHITHY 32 Aella MecTa.

Ja ce nasu ¢1akOHBT BbB BHHIIIHATA OMAKOBKA C 11/ MPEANa3BaHe OT CBETIIMHA.

Jla He ce oxJlaxIa Wiv 3aMpasssa.

Jla He ce W3M03Ba TO3HM BETEPUHAPHOMEIUIIMHCKY POAYKT CIIE]] U3THYaHE CPOKA Ha TOJTHOCT,
MMOCOYEH BHPXY CTHKETa M KapToHeHaTa KyTus cien "EXP".

CpoOKbBT Ha TOTHOCT OTTOBAPS HA MOCIEAHUS JCH OT TO3H MeCell.

Cpok Ha TOJHOCT CIIe/ MPBOTO OTBAPSTHE HA OMMaKOBKaTa: 28 JHU.

12. CHEINUAJIHU IPEAYHPEXIEHUSA

CrielmaiHy IpeIna3Hu MEPKH 3a )KMBOTHHUTE IIPU YIIOTpebaTa Ha MPOIYKTA:

[Tpu onmcanuTe MO-10JTy OOCTOSATEIICTBA MPOIYKTHT TPSOBA J1a CE MpUIIara caMo Cie]l pereHKa
MOJI3a/PUCK OT OTTOBOPHUS BETEpUHAPEH JIeKap.

bynpenophuHBT MOXKe J1a TPUUMHH PECITUPATOPHA JICTIPECHS U KAKTO ¥ TIPU IPYTH OMUOUIHU
NPOJIyKTH, TPsIOBA Jia ce TpuIiara ¢ MOBHIIICHO BHUMAaHKE TIPH JieUueHHEe Ha KHUBOTHHU C HapyIleHa
JquxarenHa (yHKIUS WU )KUBOTHU, KOUTO MOJTyYaBaT MPOAYKTH, IPUIHHSBAIIY pECIMpaTOpHA
JeTIpecHsl.

[Tpu 6B0peyHa, ChpIeYHa WK YePHOIPOOHA HEAOCTATHYHOCT HITU IIOK, MOXKE J]a UMa TIO-TOJISIM PHCK,
CBBP3aH C U3MOJI3BAHETO HA MTPOIYKTA.

be3omnacHocTTa HE € HAITBITHO OIEHEeHA NMPH KITMHUIHO KOMIIPOMETHPAHU KOTKH.

bynpenophuHbT TpsOBa 1a ce U3MON3Ba ¢ MOBUIIEHO BHUMAaHHUE MPU )KUBOTHU C HapyIIeHa
4epHOIPOOHA QPYHKIUS, 0COOEHO 3a00JIsBaHE HA KITBUYHUTE ITBTHUINA, ThI KATO aKTUBHATA CYOCTaHITUS
ce MeTaboau3upa OT YepHUS IPO0 U MPH TaKWBa )KMBOTHU HETOBAaTa MHTCH3UBHOCT U
MPOABIDKUTEITHOCT Ha JICHCTBUE MOTaT Ja ObJIaT 3aCeTHATH.

BezonacHoctTa Ha OynpeHOppUHA HE € TIoOKa3aHa NPU KUBOTHH HA BB3PACT MOJ 7 CEIMUIIH.
[ToBTOpHO TPUITOXKEHKE TIO-PAHO OT MPENOPHUBAHKS WHTEPBAJ HAa TIOBTOPCHHUE, TIPEJIONKEH B TOUKA 8
“Jlo3upoBKa 3a BCEKH BHJI )KHBOTHO™’, HE CE TIPEIIOPHUBA.

Jbarocpouynata 6e30macHOCT Ha OynpeHOpHHA MPH KOTKH HE € U3CJIEABaHA CIell 5 TIOCIeA0BaTEeIHH
JTHU Ha TIPUJIOKCHHUE,

EdekTnsT Ha onmona BEPXy TpaBMa Ha TjaBaTa 3aBHCH OT BUA U TSKECTTA HA HAPAHSIBAHETO U
NpEeOCTaBEHOTO MOANIOMarane Ha JUIIaHeTo.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUliaTa, Impujaaraimy BETCPUHAPHOMCANNMHCKHSA IPOAYKT Ha
KHMBOTHHUTC:

W3muiiTe polieTe cr/3acerHartata 00JacT CTapaTeIHo ClIe BCSIKO CIy4YaiHO pas3IuBaHe.
Twit kato OynpeHOPGUHBT UMa OITHOUI-TIOIO0HO IeHCTBHE, TPsIOBa 1a ce BHUMaRa, 3a Ja ce u30erHe
camonmxekTupane. [Ipu cayyailHO caMOMH)KEKTHpaHe WK MOTTbIIaHe, He3a0aBHO /1a Ce TOThPCH



MEIHUIIMHCKH CHBET, KaTo Ha JIeKaps ce MPel0CTaBU JINCTOBKATa MM €THKETa Ha MpoAykTa. Hamokcon
TpsiOBa Ja Ob/Ie Ha Pa3MONIOKEHUE MPH CIyYailHO TApEHTEPATHO MPUIIOKEHHE.

[Ipu monanane B 0YWTE WIK KOHTAKT C KOXKaTa, U3MHIUTE OOMIIHO ChC CTY/ICHA Teuallla BOJa.
IToTbpcerte aekapcka MOMoII, aKO IPa3HEHETO MPOABIDKABA.

BpemeHHOCT:
JlaGopaTopHu TIpoyYBaHUS MPHU TUTHXOBE HE TIOKA3BaT HUKAKBH JJOKA3aTEJICTBA 32 TEPATOTCHHOCT.

Brnpeku ToBa, T€3u MpOyUBaHUS ca MMOKA3alH MOCTUMIUIAHTAIIMOHHY 3aryon 1 paHHa QeTaaHa
cMBPT. TOBa MOXKeE J1a € pe3yiTar OT MOBIUSBAHE BbPXY CHCTOSIHUETO HA POAUTEICKOTO TSUIO O
BpeMe Ha OPEMEHHOCT M B CIICAPOJIUIHUTE TPUKH TTOPAJIU Celallvs Ha MalKuTe.

Tt KaTo HE ca MPOBEKJAHU MPOYUBAHUS 32 PENIPOTYKTUBHA TOKCUYHOCT Ha MPOIYKTA MPU BUIOBETE
JKUBOTHH, 32 KOWTO € MIpeTHa3HaueH, /1a Ce MpHUJIara caMo CJe]l peleHKa MoI3a/prucK OT OTTOBOPHUS
BETEPHUHAPEH JIeKap.

IIpoaykThT He TpsAOBa Ja ce U3IMO3Ba MIPEeIOTIEPATHBHO MPH II€3apOBO CEUYEHHUE, TOPATH PUCK OT
TIEpUTIAPTAITHA PECIIMPATOPHA JCTPECHs MPH II0]1a; TPSAOBA J1a Ce Mprjiara caMmo MOCTOIEPATHBHO C
MOBHIIIEHO BHUMaHUE (BUXK 1o-1oity “JlakTamms™).

JlakTanms:
IIpoyuBaHus MpH TaKTUPAIIN MIIHXOBE MOKA3BaT, Y€ CJIe] UHTPaAMYCKYJIHO MPUIOKEHUE Ha

OyrpeHOp(¥H, KOHIICHTPAIMUTE Ha HEMPOMEHEH OYIPEHOP(HH B MIIIKOTO Ca paBHU Ha WU
HaJBHIIABAT TE3M B I1a3Mara. bl KaTo € BeposATHO OynpeHOp(HUHBT J1a ce OTIENS B MIISIKOTO TIPH
IpYTH BUJOBE, HE Ce TPEeNophyBa MpHUIaraHeTo My 0 Bpeme Ha jtakranus. [Ipunara ce camo cien
MpEeleHKa MoJ3a/PUCK OT OTTOBOPHUS BETEPHUHAPEH JIeKap.

BzaunmopeiicTBue ¢ U BETEPUHAPHOMENUIUHCKY OPOAYKTH U Ty (OpMH Ha B3aMMOJICHCTBUE:
BymnpenoppuHBT MOXeE JJa MPUYMHU CHHIMBOCT, KOSATO MOXKE J]a C€ TIOTEHITMpa OT APYTH IEHTPATHO
JIeHCTBAIN CYOCTAaHITUH, BKIIFOUUTEITHO TPAHKBIJIAHTH, CEIATUBU U ChHOTBOPHU.

Nwma nokasarencTsa rmpu Xxopa, KOUTO MTOKa3BaT, Y€ TEPAeBTUIHHUTE J03U OYIIpeHOp(pHH He
HaMaJIIBaT aHAJITETUYHATA €(PUKACHOCT Ha CTAHIAPTHA 7032 OMMMOUJICH arOHUCT U Y€ KOTaTo
OyIpeHOPPHUHBT CE U3IOJI3BA B PAMKUTE Ha HOPMAJIHUS TePAICBTHUYCH 00XBAaT, CTAHJAAPTHHUTE 03U
OIHMOUJICH arOHUCT MOTaT Jia ObAAT MPUIAraHu TIPS Bh3CHCTBHETO HA IPEIUIITHATA /A €
MIPUKITIOYNIIO, 0€3 1a ce KOMITPOMETHpa aHAITe3uATa. BhIIpekn ToBa ce mpernopruBa OynpeHophuH 1a
HE C€ M3I0JI3Ba B KOMOMHANWS ¢ MOPGUH WIIH IPYTH aHAITETHIIA OT OTIMOMIEH THII, HAIIPUMED
etopbuH, GeHTaHWI, IETUAMH, METAJIOH, TTallaBepeTyM Wi OyTopdhaHOII.

ByrnpeHoppuHBT € M3MoNI3BaH CHBMECTHO C alepoMasuH, andakcanon/andanaioH, aTponuH,
JICKCMEICTOMUJINH, XJIOTaH, U30(JIypaH, KETaMUH, MEJISTOMUINH, iponiodot, ceBodiypaH,
TUOICHTAN U Kcriia3uH. Korato ce u3non3Ba B KOMOMHAIUS ¢ YCIIOKOUTEIHY, JCPECUBHUTE e)eKTH
BBPXY ChpJIEYHATA YECTOTA M JUIIAHETO MOTaT /ja ObAaT pa3IInpeHH.

[penosupane (CHMITOMH, CTICIIIHA MEPKH, aHTUIOTH):

[Ipu npenosupane TpsOBa a ce 3a0YHAT MO TBPKAIIN MEPKU U aKO € YMECTHO, MOXKE Jia ce
MPUIIOKAT HAJTOKCOH WITU TUXATeITHH CTHMYJIAHTH.

[Ipu npenosupane npu kyvera OynpeHophUHBT MOXKE Jia JOBEE 10 JeTaprus. [[pu MHOTO BUCOKHU
JTO3W MOTAT Jla ce HaOIroaaBaT OpaguKapaus U MHO3a.

HanokconbT MOKe 1a OBbJIE OT 1MOJI3a 32 MPEOI0IBAHE Ha HaMalleHaTa YeCTOTa Ha JINIIaHE;
pecnupaTOpHUTE CTUMYJIAHTH KaTO JJOKCAIpaM ChIIO ca e(h)eKTUBHU NpHU YoBeKa. [lopamu yabpmkeHus
MIEPHUOJ Ha IeHiCTBUE HAa OynpeHop(dHHA B CpaBHEHHUE C MOI00OHU CYOCTaHIIMH, MOXKE Jla C€ HAJIOKHU Te
Jla ce TpuiiaraT MHOTOKPATHO WIIM Ype3 HenpeKbcHaTa HHQY3us. [IpoyuBaHus npu xopa J00pOBOIIIN
MOKa3BaT, Y€ ONMMOUTHUTE AHTArOHUCTH MOXKE JIa He MPOTUBOICHCTBAT HATBIIHO HA €PEKTUTE HA
OynpeHopduHa.

ITpy TOKCHKOJIOTWYHY ITPOYYBaHUS HA OyIIpeHOP(HUH XUAPOXIOPU IIPH KydyeTa € Habro1aBaHa
OunMapHa XMIIepIUIa3ys cliell IepopaiHO IPUIOKEHHE 3a eJHA TOANHA, IPU 1030BU HHUBA OT
3.5 mg/kg/nen u noBeve. bunuapHa xunepriasus He ce HaOMIOAaBa Clle/ eKEIHEBHO HHTPAMYCKYITHO



MIPUJIOKEHUE B J030BU HHBa 110 2.5 mg/kg/neH B mpoabokeHue Ha 3 Mecera. ToBa € 3HAaUUTETHO HaJl
BCSAKa KIIMHUYHA CXEMa Ha JI03UPAHE MPH KyUeTa.

OCHOBHU HECHhBMECTUMOCTH:
HpI/I JIMIICA Ha JaHHU 3a CbBMECTUMOCT, TO3U BETCPUHAPHOMCAUIIUHCKU IPOAYKT HE TpSI6Ba Ja 6’BZ[€
CMCCBAH C JPpYyru BETCPUHAPHOMCIUIIUHCKU ITPOJAYKTH.

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

Bceku Heu3nona3BaH BETEPUHAPHOMEIMIIMHCKU MPOAYKT WJIM OCTATBIM OT HEro, TpsAOBa aa Obaar
YHHUILOXKEHHU, B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO.

14. JATATA HA NOCJIEJHATA PEJAKIIUA HA TEKCTA
04/2023
15. JOI'BJHHUTEJHA NTHOOPMAIIUA

dapMakoAMHAMAYHHI CBOMCTBA

bynpeHopUHBT € MOLIEH, IBJITOACHCTBAIL] AaHAITETUK, JICHCTBAIll HAa OIIMOUIHUTE PELIEIITOPU B
LEHTpaJiHaTa HEPBHA CHCTeMa. bynpeHOpQUHBT MOXKe Jja MOTEHIMpa ACHCTBUETO Ha IPYTH
IICHTPAJTHO JIeHCTBAIIM CyOCTaHIIMMU, HO 3a PAa3JIMKa OT IIOBEYETO ONHMATH, OyIIPEeHOPPUHBT UMA CaAMO
OTpaHMYEH CelaTHBEH €EKT B KIIMHUYHH JO3H.

BynpenopdunbT nposiBsiBa aHanTeTHUEH e(EKT UYpe3 CBbP3BaHE ¢ BUCOK aQUHUTET KbM Pa3ITUIHI
MOJIKJIACOBE OMMOUIHU PELENTOPH, MO-CIEUAIHO [I-PELENTOPH, B LIEHTpaJIHAaTa HEpBHA cucTema. B
KJIMHUYHH JI03H 32 aHAITe3ust, OynpeHOopGUHBT ce CBBbP3Ba ¢ OMHOUIHUTE PEIETITOPH C BHCOK
aUHHUTET U BICOK PELIEITOPEH aBUANTET, TaKa Y€ TUCOLHALUATa My OT pelenrtopa ¢ 6aBHa, KakTo €
MIOKA3aHo B in Vifro Mpoy4BaHus. ToBa YHUKAIHO CBOWCTBO Ha OynpeHOp(HHA MOXKe /1a O0SICHU T10-
roysiMara Mpoab/DKUTEITHOCT Ha aKTHBHOCTTA My B CpaBHEHHE ¢ MOp(hHHA.

BynpenophuHbT nMa ci1abo BAMSIHEE BBPXY CTOMAITHO-UpEBHATA IEPUCTANTHKA.

DapMaKOKHHETUYHU 0COOEHOCTH

IIpusHanmTe Ha ceaaIys ce MosSBSIBAT OOMKHOBEHO el 15 MUHYTH. AHAITETHYHOTO ACHCTBHUE CE
MposIBsiBa B pamMKkuTe Ha 30 MUHYTH, KaTO MMUKOBH e(peKTH OOMKHOBEHO ce HaOII0IaBaT Ciier OKoJIo 1-
1.5 vaca.

Cren MHTPaBEHO3HO MPHIIOKEHUE MTPH KydeTa UMa 3HAUYUTeTHAa BapUAOMIHOCT Ha
(hapMaKOKMHETHYHHTE TTAPAMETPH TIPH PA3INIHUTE KyUeTa.

OCHOBHUSAT BT HA €KCKPEIIUS NPU Ky4eTa ¥ KOTKH € upe3 Gekanunte. Hali-BICOKM KOHIICHTpAIMK Ha
aKTHUBHATa CyOCTaHIUS ca YCTAHOBEHH B YePHUS JIpo0, Oenus apod u Mo3bKa. [InkoBuTe HIBa
HACTBIBAT OBP30 M MaJaT 10 HUCKH HUBA 24 Haca cien Ao3upaHe.

CpabpxaHye Ha OaKOBKaTa
10 ml, 5x 10 ml, 10 x 10 ml.
He Bcuuku pazmepu Ha omakoBKaTa MOTaT Ja ObJaT MpeAsaraHy Ha masapa.

3a Bcsika MH(OpPMAIKs OTHOCHO TO3U BETCPUHAPHOMEIUITUHCKY MPOJIYKT, MOJISL CBBPKETE CE C
TEPUTOPUATHHS MTPECTABUTEN Ha IPUTEKATENSI HA JINIIEH3a 33 yIoTpeoa.

Puxtep ®apma EOO/I,

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

E-mail: office@richter-pharma.bg






	EXP {месец/година}
	Само за ветеринарномедицинска употреба. Да се отпуска само по лекарско предписание.
	VetViva Richter GmbHRichter Pharma AG, 4600 Wels, Аustria
	Lot {номер}
	i.v., i.m.
	Lot {номер}
	EXP {месец/година}
	Само за ветеринарномедицинска употреба.
	Ексципиенти:

