KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA
KBbM JIMIIEH3 3A YIIOTPEBA Ne 0022-2142
1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Bupag Multidose 0.3 mg/ml
MHXeKIIMOHEH pa3TBOP 3a KydeTa U KOTKU

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bceexn ml cpabpika:

AKTHBHA cy0cTaHIMA:
Buprenorphine (xaro hydrochloride) 0.3 mg

ExcuunuenTu:
Chlorocresol 1.35mg

3a mBIHUS CIIUCHK HA EKCIUIUEHTHTE, BUXK T. 6.1.

3. DAPMALEBTUYHA ®OPMA

WHXeKIHOHEH Pa3TBOpP.

buctsp, 6e31uBeTeH 10 TOYTH OE3IBETEH Pa3TBOP.

4. KIMHNYHHU JAHHHU

4.1 Bwunose :KMBOTHH, 32 KOUTO € npeanazHayen BMII

Kyuera u koTkH.

4.2 TepaneBTHYHU NOKA3AHUS, ONIPe/le/IeHH 32 OT/IeJJHUTe BUAOBE ;KUBOTHH
KYYETA

ITocTonepaTuBHa aHaNre3usl.

[loreHnupane Ha ceqaTuBHAA e(EKT Ha IIEHTPATHO ACWCTBAIIN CyOCTaHIIHH.

KOTKHA
IlocTonepaTuBHa aHaNre3usl.

4.3 TIIpoTuBomoKa3aHus

Ja He ce wW3MON3Ba MPU CBPHXUYBCTBUTEIHOCT KBM AaKTHUBHATa CYOCTaHIWS WM KbM HAKOW OT
E€KCIIUITUEHTHTE.

Jla He ce mpuyara HTPATEKAITHO WM IEPUIYPATHO.

Jla He ce u3noa3Ba Npey 11e3apoBo ceueHue (B Touka 4.7).

4.4 CoenuajJHU NMpeana3sHu MePKH 3a BCEKU BU/I *KMBOTHH, 32 KOUTO e npeanasnadyen BMII

Hsama.

45 CroenuajJHU npeana3Hu MepKH Npu ynorpeda

CHCHI/I&J’IHI/I OpeanasHy MCPKH 3a ) KMBOTHUTEC IIPHU VHOTDe6aTa Ha IIPpOAYKTaA




IIpu ommcaHuTe mO-H0IYy OOCTOSTEICTBA HPOAYKTHT TpsAOBa Ja ce IpuWjara camo Cjel MpereHKa
I10J133/PUCK OT OTTOBOPHUS BETEPUHAPEH JICKap.

BynpenophuHBT MOXE 1a MPUYMHU PECITUPATOPHA JICHPECUS U KAaKTO M NIPU JAPYTH ONMHOUIHH MPOAYKTH,
TpsAOBa Jla ce mpujara ¢ MOBHIIICHO BHUMAaHUE TIPU JICUCHUE Ha )KUBOTHH C HApYIICHA MUXaTenHa (GpyHKIus
WJIM )KUBOTHH, KOUTO IOJTy4aBaT MPOIYKTH, IPUUHHSIBAIIH PECIIUPATOPHA JACTIPECHSL.

IIpu 6BOpeuHa, ChpACYHA HIIM YEPHOAPOOHA HEIOCTATHUHOCT WM IIIOK, MOKE Ja MMa IO-TOJIIM DPHCK,
CBBP3aH C U3MOI3BAHETO HA MTPOAYKTA.

be3omacHoCTTa HE € HAITBJIHO OLICHEHA IIPH KJIMHHYHO KOMIPOMETHPAHH KOTKH.

BynpenophunbT TpsOBa 1a ce M3MON3Ba C OBUIIICHO BHUMAHUE TIPH )KUBOTHH C HapyIlIeHA YEePHOAPOOHA
¢dyHKIMsI, 0coOeHO 3a00IIsIBaHE HA JKITBYHUTE ITHTHUIA, Thil KATO aKTUBHATA CYOCTaHIMS ce MeTaboIn3upa
OT YepHHS JAPO0 W MPH TaKWBA )KUBOTHH HETOBAaTa MHTECH3UBHOCT U MPOIBIIKUTEITHOCT Ha JCHCTBUE MOTAT
Jla ObJaT 3acerHarti.

be3onacHocTTa Ha OynpeHopQUHA He € oKa3aHa MPH KUBOTHH Ha BH3PACT MOJ 7 CEIMUIIH.

[ToBTOPHO NPHUIOKEHHE [TO-PAHO OT IPEIOPHUBAHUS HHTEPBAJ Ha IIOBTOPEHHUE, MIPEAIOKEH B Touka 4.9, He
ce TIpenopbhyBa.

JBirocpouynara 6e30MmacHOCT Ha OyNpeHOP(UHA MPU KOTKH HE € U3CJICIBaHa CIIe] 5 TOCICIOBATCIIHU JTHU
Ha TPUIIOKCHHUE.

EdexTsT Ha omwoua BBPXY TpaBMa Ha TjaBaTa 3aBHCH OT BHJAa W TEXKECTTa Ha HApaHIBAHETO U
MPEI0OCTaBEHOTO MOANIOMAaraHe Ha JUIIaHETo.

CrenpaiHy Ipeana3sHy MEPKHU 34 JIMIATa, [IPUJIAaraiy BETEpHHAPHOMEIUIMHCKUS IPOAYKT HA KUBOTHUTE

W3muiiTe phlieTe cu/3acernataTa 00JacT CTaApaTEIIHO CJIe] BCAKO CIydaiiHO pa3JivBaHe.

Tt kato OympeHOPPUH WMa OMUOWI-TIONOOHO AEWCTBHE, TPsAOBa Ja ce BHUMaBa, 3a Ja ce H30erHe
camoumkekTHpane. Ilpu ciyyaifHO caMOWHKEKTHpaHe WM TOrbllaHe, He3a0aBHO Ja c€ MOTBHPCH
MEIMIMHCKA CHBET, KATO Ha JieKapsl ce MpeJoCTaBh JIMCTOBKaTa WIIM €TUKETa Ha mpoaykTa. Hamokcon
Tps0Ba 1a Ob/Ie Ha Pa3MONIOKEHUE MPH CIYYAHO TAPEHTEPATHO PUIIOKEHUE.

[Ipu momamane B OYMTE WM KOHTAKT C KOXKaTa, M3MHUITE OOMITHO ChC CTynIeHa Tedamia Boaa. [loTepcere
JIeKapcKa MoMOolIl, aKO Ipa3HEHETO MPOIbIKaBa.

4.6 He0maronpusiTHu peakuuu (4€cTOTa U BAKHOCT)

[Tpu xyueTa MOKe Jia ce MPOSIBAT CIIOHOOT/EISTHE, OpaJuKapIusl, XUIOTePMHUs, Bb30y1a, IeXuapaTaius u
MHO034a, PAAKO XUIICPTOHUA U TaXUKapAus.

Muaprasa v npusHany Ha eydopus (MIPeKoMepHO MbpKaHe, KpaueHe, TPHEHE) YeCTO ce HaOIIoaaBar mpH
KOTKH ¥ OOMKHOBEHO OT3BydYaBaT B paMKUTE Ha 24 Jaca.

BynpeHophuHBT MOXe J1a IPUYUHK pecruparopHa aenpecus (B Touka 4.5). Korato ce m3monssa 3a
OCHUTYpsIBaHE Ha aHAJITE3Ms, Celallns ce HaOJo1aBa PSIIKO, HO MOKE J1a Bb3HUKHE TPH J03H, [T0-BHCOKH OT
MPENoPbUYNTETHATA.

MHoOro psaKo MoraT jJa ce TOSBAT JIOKaleH AuCKoM(opT win 0oiKka B MSCTOTO Ha HHKEKTHPAHE,
MIPOSIBSIBAIIM € ¢ Bokayu3aiusa*, To3u ehekT OOMKHOBEHO € BPEMEHEH.

*YecroTaTta Ha HEOJIArONMPUATHUTE PEAKIIMN CE ONpPeeNis Upe3 cileJHaTa KiacupuKkanus:

- MHOrO 4ecTH (roBeue oT 1 Ha 10 >XKMBOTHHM NPOABSABAIIN HEOIArONpPUATHH PEAKLUH 10 BpeMe Ha Kypca Ha
€ITHO JICUCHHE)

- yectu (ioBeye oT 1, HO mo-manko ot 10 xuBoTHH Ha 100 KUBOTHM)

- He "ecTH (rmoBede ot 1, Ho mo-manko ot 10 xxuBoTHU Ha 1,000 )XxUBOTHM)

- penku (moBeue oT 1, HO mo-Maiko ot 10 xuBoTHH Ha 10,000 >kxUBOTHM)

- MHOTO pefiku (1mo-mManko ot 1 xuBoTHO Ha 10,000 KUBOTHH, BKIIFOYATEITHO W30JIUPAHHU CHOOIICHHS).

4.7 Ynorpeda no BpeMe Ha OPeMEHHOCT, JIAKTALUS WU siilleHOCeHe

BpemeHHoOCT:
JlaboparopHu npoy4BaHHS MIPY ILTHXOBE HE MOKA3BaT HUKAKBHU J0KA3aTeJICTBa 32 TEPATOreHHOCT. Bhipekn

TOBA, T€3M MPOYYBAHUsI Ca MOKA3aIM MOCTUMILIAHTAIOHHH 3aryou u paHHa deramHa cMbpT. ToBa MoXke
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Jla € pe3ynTar OT MOBIUSBAHE BHPXY CHCTOSHHUETO HA POJUTEIICKOTO TSJIO MO BpeMe Ha TrecTaluara U B
CIEJPOTUITHUTE TPYIKH, TIOPAIHN CENAIMsI HAa MalKUTe.

Toi KaTo HE ca MPOBSKIAHU MPOYUYBAHMS 33 PEMPOAYKTHBHA TOKCHYHOCT HA TMPOJIYKTA MPH BUIOBETE
JKUBOTHHM, 332 KOWTO € MpEAHa3HAYeH, Jla Ce Mpujara caMo Cjej MpeleHKa MOi3a/pUCK OT OTTOBOPHUS
BETEPUHAPCH JIeKap.

[IpoaykThT He TpsAOBAa Na Cce H3MOJI3Ba MPEONEPATHBHO MPH  11€3apOBO CEUYCHHUE, MOPaJH PHCK OT
nepurnapTaiHa pecrnupaTopHa JenpecHsl Npu IUioja ; TPsAOBa Jla ce mpuiiara caMo MOCTONEPaTHBHO C
MOBHUIIICHO BHUMaHHUE (BIK T0-101TY).

JlakTanus:

IIpoyduBaHus Mpu JTAKTUPAITH TIBXOBE TTOKA3BaT, Ue CJIe]] MHTPAMYCKYITHO IPHUJIOKEeHHE Ha OyrpeHopduH,
KOHIICHTpAIINUTEe Ha HENMpOMEeHEeH OynpeHopdWH B MISKOTO Ca PaBHM Ha WIM HAJBHINABAT TE3W B
a3mara. Thil KaTo € BEpOSATHO OynmpeHOp(HUHBT na ce OTHeNs B MISKOTO MpPH JIPYTH BHIOBE, HE CE
MpernopbhYBa MpUIaraHeTo My 10 BpeMe Ha JakTanus. [Ilpumara ce camo cien mpereHKa Imoi3a/puck ot
OTIOBOPHHUSI BETEPUHAPEH JIEKAP.

4.8 B3aumopeiicTBHE ¢ JAPYrM BeTEPUHAPHOMEIMIIMHCKH TMPOAYKTH H JApyru ¢opmMu Ha
B3auUMoOJeHCTBHE

BynpenopduHBT MOXE Na MPUYMHU CHHIUBOCT, KOATO MOXE Ja Cc€ TMOTCHUUpa OT APYTH ICHTPATHO
HeﬁCTBaHlH Cy6CTaH]_[I/II/I, BKJIIOUUTCIHO TpPaHKBUWJIAHTH, CEAATUBU U CbHOTBOPHHU.

Mma nokasaTesncTBa IpH XOpa, KOMTO IOKa3BaT, 4e TEPAlleBTHYHUTE 03 OynpeHOp(UH HEe HamasBaT
aHaNTeTHYHaTa e(QUKAaCHOCT Ha CTaHAAPTHA /1032 ONMOWAEH aroHHCT M Y€ KOrato OympeHOP(QHHBT ce
HM3I10JI3Ba B PAMKHUTC Ha HOpMaJIHUA TCPpallCBTUYCH OGXBaT, CTaHAAPTHUTC AO3U OIMMOUJACH arOHUCT MOrat
Ja ObJar mpuiiaraHul mpeu Bb3ACHCTBUETO HA TPEAUIIHATA Ja € IPUKII0UNIo, 0e3 1a ce KOMIIPOMETHpa
aHanre3usTa. Beopeku ToBa ce mpenopbyBa OynmpeHOopHH Ja HE ce U3IMO0J3Ba B KOMOWHAILIUS ¢ MOpOUH
WIM JIPyTH aHAITETUIM OT ONWOWJICH THUIl, HampuMmep eTopGuH, (EHTaHW], NETHINH, METaJIOoH,
namnaBepeTyMm win 0yropdaHoi.

bynpenopdbuHbT € W3MON3BAaH CBBMECTHO C allenpoMaswH, aldakcaioH/andananoH, aTpOMVH,
JEKCMEETOMH/INH, XaJloTaH, N30(aypaH, KeTaMHH, MEICTOMUINH, PornodoI, ceBo(IypaH, THOTIEHTAT U
kcnnmasuH. Koraro ce u3nosisBa B KOMOMHAIMS C YCIIOKOUTEIHH, ACTIPECUBHUTE €PEKTH BbPXY ChplIeUHATA
4YeCTOTa U AMIIAHETO MOTaT Ja ObJIaT pa3lIupeHU.

4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE
3a UHTPaMyCKYJIHO WM HHTPABEHO3HO NPHIIOKEHHUE.

KYUYETA: [TocTonepaTuBHa aHanre3usi, IOTEHUUPAHE HA CEAIMS.
KOTKMU: ITocToneparuBHa aHanre3us.

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

3a JIOIBJIHUTEIHO obnexyaBaHe Ha OOJKaTa Jlo3aTa MOYKE JIa ¢e MMOBTOPH, aKO € He0OXO0IUMO:

KYUETA:  wm cuen 3-4 gaca ¢ 10 pg/kg,
i cien 5-6 daca ¢ 20 pg/kg.
KOTKU: BenHbxk cien 1-2 gaca ¢ 10-20 pg/kg.

Hokato cenatuBHMTe e(eKTH ca Hauuie 15 MHHYTH Clie[] IpujaraHe, aHAJITCeTHYHOTO ICHCTBHE Ce
ycraHoBsiBa cinex okoino 30 mMuHYTH. 3a Ja ce rapaHTHpa, 4€ [0 BpeMe Ha omepamus W Tpu
HETOCPEACTBEHOTO BB3CTAHOBSIBAHE CBHLICCTBYBAa aHAIre3usi, HPOLYKTHT TpAOBa Ja ce mpuiara
MMPEAOIICPATUBHO KATO 4AaCT OT NpEeMEAUKalrATa.

Koraro ce mpunara 3a moTeHIMpaHe Ha CeJalys WIM KaToO 4acT OT NpeMeAuKalMs, J103aTa Ha APYTH
LEHTPaJHO JIeHCTBAIIM MPOAYKTH, KaTO HAampuUMep alenpoMasuH WIM MENETOMUIMH, TpsOBa na Obie
HamajeHa. HamassiBaHeTo 1ie 3aBUCH OT CTElleHTa Ha Heo0XoauMara celalusi, OTIEIHOTO JKUBOTHO, BUIA



Ha JPYruTe MPOJYKTH, BKIIOUYEHHU B MPEMEIMKAIIMATA U KaK aHECTE3UsITa I1€ C€ MPEeAU3BUKA U MOAIbpKa.
Moske cbIo ga 0bJe Bb3MOXKHO Ja C€ HaMajIld KOJIMYECTBOTO Ha M3IOJI3BaHMs MHXAJIAI[MOHEH aHECTETHUK.
JKuBOoTHHTE, HA KOUTO Ca MPUIOKEHU OMUOUIU CHhC CEJATHUBHH M AHAITCTUYHU CBOMCTBA, MOTraT 1a
MMOKa3BaT MPOMEHJIMBH OTroBopH. CIeAoBaTeNIHO, PEaKIuATa Ha OTICITHUTE XUBOTHH TpsSOBa ma Obie
HaOII0JaBaHa M CIIeABAIIUTE T03U TPsIOBa 1a ObJAT CHOTBETHO KOPUTHPAHH. B HIKOM Cilydan MOBTOPHUATE
JIO3M MOXKE Ja He MPEJOCTaBAT MOMbIHUTENHAa aHaimre3us. B Te3n cmyuam TpsOBa ma ce oOmucim
M3M0JI3BaHETO Ha noaxoasio nHxkektusHo HCIIBC.

[Ipenu npunaraHeTo Ha MPOAYKTa, TEJICCHATA Maca Ha )KUBOTHOTO TPsiOBa ja ObJic TOYHO OIPE/ICIICHA.

3a To4HO Jo3UpaHe TPSOBA J]a CE U3IOJI3BA IMOAXOIAIIO TPayrupaHa CIIPUHIIOBKA.,

I'ymenara 3amymranka Moxe 1a Ob1e MpoOduTa MaKCUMYyM 25 TBTH.
4.10 Ilpemo3upaHe (CHMITOMHU, CIIEIIHA MEPKHU, AHTHAOTH), AKO € He00X0TUMO

Ipu mpeno3upane TpsiOBa Ja ce 3aMOYHAT MOIBPIKAIIN MEPKH U aKO € YMECTHO, MOKE J1a CE TPHIOKAT
HAJIOKCOH WJIM JMXATEIHN CTUMYJIaHTH.

Ipu npeno3upane npu Kydera OynpeHOpGHUHBT MOXKE a J0BeIe 10 JIeTaprus. [Ipy MHOTO BUCOKH 103U
MOTaT Jia Ce Ha0JIrojaBaT OpaiuKapans U MHO3a.

HanokxconbT Moxe na Obae OT moi3a 3a MpPeojoisiBaHE Ha HaMalieHaTa 4YecToTa Ha JIMIIAHE;
pecrupaTOpHUTE CTUMYJIAHTH KaTO JOKcampaM ChLIO ca eQeKTHBHU NpH 4doBeka. llopagu yabmxeHus
HepHoJ Ha eiicTBue Ha OynpeHopduHa B CpaBHEHHE ¢ TIOAO0HH CYyOCTaHIMU, MOXKeE J1a Ce HAaJIOXKHU Te J1a ce
npuiIaraT MHOTOKPaTHO WIIM 4Ype3 HellpekbcHaTa nHQy3us. [IpoyuBanus mpu xopa J0OPOBOIIIH MOKA3BAT,
Yye ONMMOMIHUTE AHTAOHHWCTH MOXeE Ja He MPOTUBOAEHCTBAT HAIIBJIHO Ha edeKTUTe Ha OynpeHopduHa.

[Ipu ToKCHKOIOTHYHY IPOYYBaHUS HA OYIIPeHOPPUH XUAPOXIOPH TIPH KydeTa € HaOrojaBaHa OnrnapHa
XUMEPIUTa3usl ce MepopaTHo MPUIOKEHHE 3a eJHa TOUHA, TIPH J030BH HUBA oT 3.5 mg/kg/nen u nosede.
bunnapna xunepriia3us He ce HabJroAaBa ciell eKeAHEBHO HHTPAMYCKYJTHO MPUJIOKEHHE B JI030BH HUBA
no 2.5 mg/kg/nen B mpoawbbkeHue Ha 3 Mecera. ToBa € 3HAYMTENHO HAJ BCAKA KIMHMYHA CXEMa Ha
JO3MpaHe TMpH KydeTa.

Mouns, BukTe cbio Toukd 4.5 u 4.6 OT HacTosIIaTa KpaTka XapakTepucTika Ha mpoaykra (KXII).

4.11 KapeHTeH cpok
He e mpunoxumo.
5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTeparieBTUYHA IPyMa: OMUOUIHHA aHAJTETHIIN, TPOU3BOIHY HA OPUTIABHHA.
BerepunapHomenaununcku Anaromo-Tepanestuuen Kox: QNO2AEOQL.

5.1 ®apmakoauHaMHUYHH CBOiiCTBA

BynpeHopduHBT € MOIIEH, IBIATOJIECTBAIl aHAITEeTHK, ACHCTBAlll HAa ONHOMIHUTE pPEleNTOpH B
LEHTpajiHaTa HepBHA cucTeMa. bynpeHOppUHBT MOXe Aa MOTeHUUpa IEHCTBUETO HA JIPYTU LIEHTPAIHO
JeicTBaiyn CyOCTaHIMM, HO 3a pas3jiiKa OT IOBEYETO ONHMAaTH, OynpeHOpUHBT MMa CaMO OTpPaHUYEH
CeIaTHUBEH e€()eKT B KIIMHUYHH JIO3H.

BynpeHopunbT mposiBsiBa aHaireTHueH e(EKT 4Ype3 CBBP3BaHE C BHCOK a(UHUTET KbM pPa3IUdHU
MOJIKJIACOBE OIMOWJIHHU PELENTOPH, MO-CIIEHUAIHO -pElENTOpH, B IIEHTpallHaTa HEpBHa cucrema. B
KIIMHAYHY JI03U 32 aHajIre3usi, OynpeHOpPHHBT Ce CBbP3Ba C OIMMUOUIHUTE PEIETITOPH C BUCOK aUHUTET U
BHCOK DEICTITOPEH aBUIAUTET, Taka 4Ye JUCOIMAIMATA My OT pelentopa ¢ 0aBHa, KakTo € IMOoKa3aHo B iNn
vitro mpoyuBanms. ToBa yHHKamHO CBOMCTBO Ha OymnpeHopduHAa MoOXe 1a OOSCHM TO-roysMmara
NPOJBIDKUTEIHOCT HA aKTHBHOCTTA MY B CpaBHEHHME ¢ MopduHa. B cimydanmre, Koraro HpeKOMEpHO
KOJINYECTBO OINMOUJICH arOHHCT € Beue CBHP3aH KbM OIMUOWJIHUTE PEIENTOpH, OynpeHophUHBT MOXKe Ja
yIpaKHsIBa HAPKOTUYHA aHTArOHUCTHYHA AKTUBHOCT B PE3YJITAaT HAa CBOSA BUCOK a()UMHUTET HAa CBBbpP3BaHE



KbM OIIMOUJHUTE PELENTOPH, TaKa 4Ye AHTArOHUCTUYHMAT €(PeKT BbpXy Mop¢uHa, €KBUBAJIECHTEH Ha
HaJIOKCOH, € JI0Ka3aH.
BynpeHopdunbT nMa cnabo BIUSHHE BBPXY CTOMAIIHO-YpPEBHATA MIEPUCTAITHKA.

5.2 ®dapMaKOKHHETHYHH 0COOEHOCTH

[MapeHTepamHO TPOAYKTHT MOXKE Ja Ce Ipuiiara 4pe3 HHTPaMyCKYJIHO MM HHTPABEHO3HO UHXKCKTHUPAHE.
bynpenopduHbT ce pe3opbupa OBP30 clell WHTPAMYCKYJIHO MPUIOKEHUE TPH Pa3IHYHKU JKABOTHHCKH
BUJIOBE M YOBeKa. AKTHBHATA CyOCTaHIMs € CHIIHO JMNOGWIHA U 00eMBT Ha pa3mpe/ieiieHue B TIIOTO €
rojissM. DapMaKkoJIOTHYHU €PEeKTH (HANp. MUIPHa3a) MOTAT JIa CE MOSABAT MUHYTH CIIE/ MPWIOKEHUETO, a
MpHU3HAIIUTE HA CEAAlMs CE TMOSBABAT OOMKHOBEHO ciled 15 MHUHYTH. AHAITETUYHOTO JEHCTBHE Ce
mposiBsBa B paMkute Ha 30 MHHYTH, KaTo MUKOBU e(eKTH OOMKHOBEHO ce HaOIoJaBaT cieq OKOJIo 1-
1.5 yaca.

Cren MHTPaBEHO3HO MPWIIOKEHHE MPH KydeTa npu go3a 20 pg/kg, cpeqHusT TepMUHANIEH MOTYXHUBOT € 9
yaca W cpemHuAT KupbHC € 24 ml/kg/MuHyTa, HO € HajWIe 3HAYUTENHa BapuaOMITHOCT MIPH Pa3IHIHHUTE
KydeTa Mo OTHOLICHHE Ha (apMaKOKMHETUYHUTE MapaMeTpH.

Crnen MHTpaMycKYJHO TNPHIOKEHHE NpPU KOTKH, CPEIHHUAT TEpPMHUHAJCH MOIYXHBOT € 6.3 dJaca, a
KIUpBHCHT € 23 ml/kg/MuHYyTa, HO € HaNWIle 3HAYATENHA BApUAOWIHOCT TPU PA3IMYHUTE KOTKH II0
OTHOIICHHE Ha (papMaKOKWHETUYHHUTE MTapaMeTpH.

KomOunupanu ¢apMakOKWHETHYHH H (apMaKOJUHAMUYHU TPOYYBAHUS Ca TIOKa3ajdd 3HAYUTEIICH
XHCTEPE3UC MEXKAY IUIa3MEHaTa KOHIEHTpauus M aHainreTndHus edekr. [mazmenure KOHIEHTpamuu Ha
OympeHopdrHa He TpsOBa Ja ce M3MON3BaT 3a (OpMyITUpaHEe HA CXeMH Ha JO3WpaHe TPU OTICITHHUTE
*UBOTHH. CxeMHTe Ha mo3upaHe TpsOBa na ObIaT ompeielieHH 4pe3 IMpociieAsBaHe Ha OTrOBOpa Ha
MalKeHTa.

['MaBHUAT BT HAa EKCKpPELUs NPH BCHYKM BUIOBE C W3KIIOYEHHE Ha 3all| (KBAETO IpeodiianaBa
eKCKpenusi d4pe3 ypuHata) € dpe3 ¢examuute. bynmpeHoppuHbT mnperbprsiBa N-IeankuiupaHe u
TJIIOKYPOHUIHO KOHIOTUpaHE B UpEeBHATA CTEHA U YepHUS ApoO M METa0OIUTUTE MY C€ EKCKpETHpaT upes3
JKITPYKATa B CTOMAIIHO-UYPEBHHS TPAKT.

[Ipn mpoy4BaHus 32 THKAHHO pas3NpeesieHne, N3BBbPIICHN MIPU IUIBXOBE M pe3yc MaliMyHH, Hali-BHCOKHUTE
KOHIICHTpAIlMM Ha aKTHBHATa CyOCTaHIUS ca yCTAaHOBEHHW B UepHUS ApoO, Oenmute ApoOoBe W MO3BKA.
[TukoBHTE HUBA HACTHIIBAT OBP30 W MAAT A0 HUCKU HUBA 24 daca cie[| 103upaHe.

[IpoyuBaHus Ha CBBP3BAHETO C MPOTEHHH IIPH ILTHXOBE Ca MMOKA3aJIH, 4 OyNpeHOP(GHUHBT CE CBHP3BA BHB
BHCOKa CTETeH ¢ TNIa3MEeHUTE MTPOTENHH, TJIaBHO ¢ ana- u 6eTa-rno0yIHHUTE.

6. DOAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CnucbK Ha eKCIUITHEHTHTE

Chlorocresol

Glucose monohydrate

Hydrochloric acid (for pH adjustment)

Water for injections

6.2 OCHOBHHM HECHBMECTHMOCTH

Ilpu nurmca Ha JaHHM 3a CHBMECTHMOCT, TO3M BETEPHMHAPHOMEIMLMHCKH NPOAYKT HE TpsOBa na Obae
CMECBAaH C JPYI'¥ BETEPUHAPHOMEIULIMHCKH IPOJYKTH.

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPHOMEAUIIMHCKY IPOAYKT: 3 TOIUHM.
Cpok Ha TOJHOCT cle/l IbPBO OTBAPSIHE HA TbPBUYHATA ONAKOBKa: 28 THU.

6.4. CroenuajHu yCJIOBHS 3a ChbXpaHeHHEe HA MPOAYKTA

I[a CC Iasun q)HaKOH’LT BBB BbHIIHATA OIIAKOBKaA C 1EJI NPCAIa3BaHC OT CBCTJIMUHA.



Jla He ce oxJIaXk/1a WK 3aMpa3sBa.

6.5 BwuaucbcTaB HA MBPBUYHATA ONIAKOBKA

Kot creiienn ¢makonn tan I, OpomOyTHIOBAa TyMeHa 3amymianka THN [, MOKpuTa, aTyMHHHEBA
KaradJka.

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

He Bcuuku pa3mepy Ha OIakoBKaTa Morar Jia ObJaT Mpeyiarany Ha rmasapa.

6.6 ChenmajJHu MepPKH 32 YHHII0:KABaHEe HA HEU3MOJI3BaH MPOAYKT WJIM OCTATHIH OT HEro

Bcekn Hemsmon3BaH BETEPHHAPHOMETMIMHCKHA MPOAYKT WM OCTaThbIM OT HEro, TpsOBa na Obaar
VHUIIOKEHH, B CbOTBETCTBHE C N3UCKBAaHUITA HA MECTHOTO 3aKOHOAATEIICTBO.

7. IIPUTEXKATEJI HA JIMIIEH3A 3A YIIOTPEBA

VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-2142

9. JATA HA ITbPBOTO U3JABAHE/IIOJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha TbPBO M3AaBaHe Ha JHUIIEH3 3a ynotpeda: 12/12/2013.
Jlata Ha MOCJIEIHO TIOHOBsIBAHE Ha JIUIIeH3 3a yrotpeba: 20/07/2016.

10. [JATA HA IIOCJVIEJHATA PEJAKLUS HA TEKCTA
01/2023
3ABPAHA 3A ITIPOJAXKBA, CHABJSIBAHE U/NJIN YIIOTPEBA

He e npunoxxumo.

J1-P AHTOHHNO PAJTOEB
3AM. U3ITBJIHUTEJIEH JITUPEKTOP



