KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEILIEHME 3A THPTOBUS Ne 0022-3205

1. HAMMEHOBAHHUE HA BETEPUHAPHUSA JEKAPCTBEH MPOAYKT
Dormostop 5 mg/ml nHXEeKIHOHEH pa3TBOp 3a Ky4eTa U KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexkn ml cpabpixka:

AKTHBHO BelIECTBO:

Atipamezole 4,27 mg

(exBuBaneHTHO Ha 5,0 mg atipamezole hydrochloride)

ITomoirHHu BemecTBa:

KauyecTBeH chCTaB Ha MOMOIIHHUTE KonnuecTBeH ¢bCcTaB, aK0 Ta3u HH(POPMALIUSA
BelleCTBA U IPYTUTE CbCTABKH € BaJKHA C OrJieJ] HA NPABUWJIHOTO NpUJIarase

HA BeTEPUHAPHUS JIEKAPCTBEH NPOIAYKT
Merun napaxuapokcudenzoar (E218) 1.0 mg

Hatpues xmopug

Conna KucenmHa, pa3peneHa (3a KOpeKus
Ha pH)

Hatpues xunpokcun (3a kopekius Ha pH)

Boz[a 3a MHXKCKIMA

Buctbp, Ge3uBeTeH pa3TBOp, NPaKTHUECKU 0€3 YaCTHIIH.

3. KIMHUYHA HH®OPMALIUSA

3.1 Bunose :xMBOTHH, 32 KOMTO e npegHasHadeH BJIII

Kyuera u xotku.

3.2 Iloxa3zanus 3a ynorpe0da 3a BceKH BH/I ’)KHBOTHH, 32 KOITO e MpeJHA3HAYEH MPOAYKTHT
OO6pblane Ha ceaTUBHUTE €PEKTH HAa MEACTOMUANH U JEKCMEAECTOMUINH.

33 [MpoTuBonOKa3aHus

Jla He ce U3MoN3Ba MPU CBPBXYYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MWJIM KbM HSIKOE OT
MTOMOIITHUTE BEIECTBA.

Ja He ce U3MoN3Ba MpY KUBOTHH, CTPAAAIIN OT YepHOAPOOHA WK ObOpeuHa TUCYHKIHA.
34 CrneuuajHu nmpeaynpexaeHus

Hsama.

3.5 Crnenmna/iHu NpeANa3HU MEePKH NIPH ynoTpeda

CrenuanHy npenna3Hu MEpKH 3a 6e3onacHa ynorpeba npu BUAOBETE )KUBOTHH, 38 KOUTO €
npenHasHadyen BJITT

CJ'ICI[ npujarane Ha BETCPpUHAPHUA JICKAPCTBCH NPOAYKT JKMUBOTHUTC TpSI6Ba Ja C€ OCTaBAT aa
IIo4YruBaT Ha TUXO MACTO.

1/5



ATHmaMe30abT 00pbIa BCHYKH eheKTH Ha (IeKC)MEeIEeTOMHINH, a 110 TO3H HA4WH U CeJaTHBHUTE,
aHANTETUYHHUTE U ChbPACYHO-CHIOBUTE e(hEeKTH, KOUTO MOTaT Jja TOBEAAT /10 BPEMEHHO IMOBHUILIABAHE Ha
ChbpJieYyHaTa YecToTa.

AXo ce 1aBaT celaTHBH, Pa3IUYHU OT (IEeKC)MEACTOMUINH, TPsIOBa Aa ce MMa NMPEABH, Ye eeKTHTE
Ha TE3H JIPYTH areHTH MOrat Ja MPOIBJIKAT CJIeA OTMSIHA ISUCTBUETO Ha (JCKC)MEIeTOMHIIH.
ATumaMe30bT He 00pbIla edekTa Ha KeTaMHUHa, KOMTO MOXe Jja IPUYMHN T'bPUYOBE MPH KydeTa U J1a
Mpean3BHKa CTIa3MM MIPH KOTKH, KOraTo Ce U3I0JI3Ba caMocTosTenHo. He nmpunaraiite atnnameson B
pamkute Ha 30-40 MUHYTH cieq IPEeAX0IHO PHIOKEHNE Ha KETaMUH.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JuliaTa, mpujaaraimy BETCpUHAPHUA JCKAPCTBCH IMPOAYKT HaA
KHMBOTHHUTC

Ber CPUHAPHUAT JICKAPCTBCH NPOAYKT MOXKE J1a IPUYWHU APA3HCHC Ha KOKAaTa, OYUTC U JIMTAaBULIUTC.
Hopazu/l TOBa TpSI6Ba Ja ce HM305rBa KOHTAKT C KOKAaTa M OUUTE. HpI/I CJIydaCH KOHTAKT C KOXXaTa UJink
OYHUTEC, UBIIJIAKHETEC KOXaTa W/WIIHA OKOTO C BOJa. HOT’LpCC’I‘e JICKapCKa IMoMolIIl, aKo Apa3HCHETO
IpoabJIZKaBa, U MOKAKCTC JIMCTOBKATA HA JICKAPA.

To3u BeTeprHapeH JIeKapCTBEH MPOLYKT MOXeE Jja IPUYNHHM afipeHepruynu epextu. Tpsosa aa ce
BHUMaBa Jia ce n30erne caMonmkekTupane. [Ipu ciaydaiiHo caMonHKeKTUpaHe, He3a0aBHO /1a ce
MOTHPCH MEAULIMHCKH CBBET, KaTO Ha JIEKaps ce MPEJoCTaBU JIMCTOBKaTa MIIM €THKETa Ha MPOAYKTa.

CrenmanHy OpeanasHy MEPKH 3a 3alTa Ha OKOJIHaTa cpeaa
He e npunoxumo.

3.6 Heo0saronpusiTHu peakuuu

Kyuera u xotku:

XHUINEepaKTUBHOCT.

Taxukapausi, apuTMUH.

[oBuIIEHO CITIOHOOTEINAHE, TOBPBILIAHE, AUAPHS, HEBOIHA
nedexarus.

Herunmuna Bokanuzamusi.

MycKkyneH TpeMop.

VYyecTeHo AuIIaHe.

HexoHTponupaHo ypuHUpaHe.

Penkxu

(ot 1 no 10 >xuBoTHH Ha 10 000
TpPETUPAaHU KUBOTHH):

I
MHoro peaku Cenanust
(mo-manko ot 1 Ha 10 000 TpeTupanu
KUBOTHH, BKITIOUUTEITHO U30JIHPAHU
CHOOIIICHUS):
)
Heonpenenena XUIOTOHUS

(OT HAaNMMYHWTE JAHHU HE MOXKE J1a
Obc HampaBeHa OLICHKA)

I

Moxe JAa Bb3HUKHC IMOBTOPCHUEC HA CCAalluATa WK BPEMETO 3a Bb3CTAHOBABAHC MOKEC J1a HC CC
CbKpaTu.
2

BpeMeHHO, mpe3 MbPBUTC 10 MUHYTH CJIC MHXXCKTUPAHC HA aTUIIAME30JI XUIPOXJIOPpU]

C’LO6H_IaBaHeT0 Ha He6ﬂaFOHpI/I${THI/I pCaKuunm € BaxxHO. ToBa no3BonsaBa HCPCKbCHAT MOHUTOPUHI HA
0e30I1acHOCTTA Ha BCTCPpHUHAPHUA JICKAPCTBCH IMPOAYKT. C’L06H_ICHI/I$IT3 TpSI6Ba Ja CC u3Iparmiar, 3a
NpEANOYUTAHE YPC3 BETCPUHAPCH JICKAP, WM HAa IPUTCKATCIIA Ha Ppa3pCHICHUCTO 34 ThbproBus UiU Ha
MCCTHH MY NIPCACTABUTECI, NUJIM HAa HAIMOHAJIHUA KOMIICTCHTCH OpTaH 4Ype3 HallUOHAJIHATA CUCTECMaA 34
C"b06H_IaBaHe. 3a ChOTBETHUTE JaHHU 3a BPpb3Ka BUKTEC CHIIO JIUCTOBKATA.

3.7 Ynorpebda mo Bpeme Ha OPEMEHHOCT, JAKTALUS UJIH siilleHOCEHe
BpemeHHOCT 1 nakTanms:

besonacHoctTa Ha BCTCPpHUHAPHUA JICKAPCTBCH IMPOAYKTA HC € 10Ka3aHa 110 BpEMC Ha 6peMeHHOCT n
JJaKTamus. He ce MperopbYBa MpUJIaraHeTo My 1o BpeMcC Ha 6peMeHHOCT n JaKTalus.
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3.8 BzamMmopeiicTBHe ¢ IpYrd BeTePUHAPHH JIEKAPCTBEHH NMPOAYKTH M Apyru (popMu Ha
B3aMMO/IelicTBHe

He ce npernopbrYBa CAHOBPEMCHHOTO IMPUJIOKCHUC HA aTUTIAME30J1 C APYTr'U LEHTPAJIHO I[ef/’ICTBaH_II/I
JICKapCTBCHU MPOAYKTH KATO JUA3CIIaM, allCIPOMAa3uH UJIN OIIUATH.

3.9 Hauun Ha npuitoskeHHne H 103MPOBKA

3a eIHOKpPaTHO UHTPAMYCKYJIHO MPUIIOKEHUE.
ATunames3on XUApoxJIopua ce mpuiara 15-60 MuHyTH ciaen npuemMa Ha MEACTOMUANH WIH
JEKCMEIETOMUIUH XUIPOXIOPHU/I.

Kydera: mHTpaMycKy/HaTa 703a aTUIIaMEe30J1 XUAPOXJIOpUA [B [Lg] € TET IBTH MO-TOIsIMa OT
MpeaUIHATa 1032 MEAETOMUINH XUAPOXJIOPU HITU AECET MBTHU MO-TojsiMa OT 103aTa
JeKCMeNeTOMUINH Xuapoxaopu. [lopany 5 mbTH Mo-BUCOKAaTa KOHIIEHTPALMSI HA aKTUBHOTO
BEIIECTBO (aTUMaMe30J1 XUAPOXIOPHI) B TO3U BETEPUHAPEH JIEKAPCTBEH MPOLYKT B CPaBHEHHUE C Ta3u
Ha BeTEpUHAPHU JIEKAPCTBEHH MPOAYKTH, ChIbpKalIK 1 mg MeneToMuauH xuapoxiaopu va ml u 10
II'bTH NO-BHCOKAaTa KOHLIEHTPALUS B CPaBHEHHE C Ta3U Ha BETEpPUHAPHU JIEKAPCTBEHU MPOAYKTH,
cpappokanm 0,5 mg NeKCMeIeTOMUINH XUIPOXJIOPH, € HEOOXOIUM paBeH 00eM OT BCEKU
BETEpUHAPEH JIEKAPCTBEH MPOIYKT.

Tl KaTO KOHIEHTpALUATa Ha aTUIIaME30J XUIPOXJIOPU]] BbB BETEPUHAPHUS JIEKAPCTBEH MPOIAYKT €
50 ’bTH MO-BUCOKA B CPABHEHHE C Ta3H HA BETEPUHAPHU JIEKAPCTBEHU NMPOAYKTH, chAbpkamu 0,1
mg/ml rekcMeneTOMUANH XUAPOXIIOPHI, HEOOXOOIUMHAT 00eM Ha BEeTEPHHAPHHUS JIEKAPCTBEH MPOAYKT
€ 5 IbTH O-MaIBK OT pa3TBOpa Ha JEKCMEIECTOMUANH XUAPOXJIOPUL.

[Ipumep 3a no3upaHe NpH KydeTa:

Ho3a Ho3a Ho3a Ho3a
Meneromuana HCI JdexkcmeneToMuIuH Jdexcmeneromuaun HCl | Arunameson HCI
1 mg/ml HCl 0,1 mg/ml 5 mg/ml

0,5 mg/ml
40 pg/kg 20 pg/kg 20 pg/kg 200 pg/kg
= 0,04 ml/kg = 0,04 ml/kg = 0,2 ml/kg = 0,04 ml/kg

Korku: nHTpaMycKysHaTa J03a aTUIaMe30Jl XUIPOXJIOpU [B |Lg] € ABa U MOJIOBUHA IBTH MTO-BUCOKA
OT IIPEAXO/AHA 1032 MEAETOMUINH XUIPOXIOPH]I WIIH NIET IBTH MO-BUCOKA OT Ta3u Ha
JEeKCMEIETOMUINH XUAPOXIOpU no3a. [lopanu 5 mbTH mo-BUCOKaTa KOHIIEHTpAIHsI Ha aKTUBHOTO
BEIIECTBO (aTUMaMe30J XUAPOXIOPUI) B TO3U BETEpPUHAPEH JIEKAPCTBEH MPOLYKT B CPaBHEHHUE C Ta3u
Ha BeTEpUHAPHH JIEKAPCTBEHH MPOAYKTH, ChIbpKalIKM 1 mg MeneToMuanH xuapoxiaopu va ml u 10
II'bTH NO-BHCOKAaTa KOHLIEHTPALMS B CPaBHEHHE C Ta3U Ha BETEpPUHAPHU JIEKAPCTBEHU MPOAYKTH,
cpappokanm 0,5 mg neKcMeIeTOMUINH XUAPOXJIOpH I, TpsiOBa Aa ce Aaje MOoIoOBHHATA OT obeMa Ha
BETEpUHAPHMUS JIEKapCTBEH MPOIYKT CIPSIMO TO3HM Ha MPUIIOKEHUS MIPEIN TOBA MEIETOMUINH HITH
JEKCMEAETOMUIUH.

Tl KaTO KOHIEHTPALUATA HA aTUIIaME30J XUIPOXJIOPU]] BbB BETEPUHAPHUS JIEKAPCTBEH MPOIAYKT €
50 'bTH MO-BUCOKA B CPABHEHHE C Ta3W HA BETEPHHAPHU JIEKAPCTBEHU MPOAYKTH, chAabpkamu 0,1
mg/ml rekcMeneTOMUINH XUAPOXIIOPHI, HEOOXOIUMHAT 00eM Ha BEeTEPHHAPHHUS JIEKAPCTBEH MPOAYKT
¢ 10 mpTH Mo-ManbK OT pa3TBOpa Ha IEKCMEAETOMUINH XUIPOXIOPHI.

[Ipumep 3a no3upaHe IpH KOTKH:

Ho3a Ho3a Ho3a Ho3a
Meneromuana HCI JdexkcmeneToMuIuH Jdexcmeneromuaun HCl | Arunameson HCI
1 mg/ml HCl 0,1 mg/ml 5 mg/ml

0,5 mg/ml
80 ugkg 40 pg/kg 40 pg/kg 200 pg/kg
= 0,08 ml’kg = 0,08 ml’kg = 0,4 ml/kg = 0,04 ml/kg

Bpemero 3a Bb3CTaHOBSBaHE C€ ChKpallaBa J0 NPHOIH3UTENHO 5 MUHYTH. JKUBOTHUTE CE Pa3IBUKBAT
npubimzuTenno 10 MUHYTH clies Ipujlarane Ha BeTepUHApHUS JIEKApCTBEH MPOIYKT.
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He mpeBumasaiite Makcumyma ot 1 ml B emHO MSCTO Ha MHXKEKTHpaHe. 3a MpeaovnTane € 103aTa,
KOSITO TpsIOBa /1a ce MPUIIOXKH, Jla ObJie pa3zelicHa Ha 2 MHKEKIHOHHU MECTa.
3amymankute He TpsiOBa aa ce mpobuBa moseue ot 30 mbTH.

3.10 CumnToMH Ha NpeAO3MpaHe (M KOraTo e NpPHJI0KMMO — NMPOLeAyPH Ha AeiicTBHE IPH
CIELIHH CIy4Yal U AHTHIO0TH)

[IpenosupaneTo Ha aTHIIaME30J1 XUAPOXIOPHI MOKE /1a TOBEIE 1O BpEMEHHA TaXUKapus U
MPeBB30YACHOCT (XUIIEPAaKTUBHOCT, MYCKYJIEH TPEMOp). AKO € HE0OX0JUMO, TE€3 CUMIITOMH MOTaT
na ObaaT 00ObpHATH Upe3 J03a (JeKC)MeNeTOMUANH XUIPOXIOPUI, KOSITO € TI0-HUCKA OT OONYaiHO
M3I0JI3BaHaTa KIMHUYHA /103a.

AKO aTUIaMe30J1 XUAPOXJIOPUA C€ MPUII0KH 110 HEBHUMAaHUE Ha dKUBOTHO, KOETO MPEAN TOBA HE €
JIEKYBAHO C (IEKC)MEOETOMHUINH XUAPOXIOPUI, MOXKE a CE MOSBU XUIEPAKTUBHOCT U MYCKYJIEH
Tpemop. Te3n epexTr Morat Ja mpoabJKAT OKolo 15 MUHYTH.

[IpeBB30yneHOCTTa IPU KOTKATA Ce MOBIUSIBA HAll-100pe upe3 CBEeXIaHEe 10 MUHUMYM Ha BBHHIIIHUTE
CTUMYJIU.

3.11 CnenuajiHyu OrpaHUYeHHs 32 ynoTpeda u clieMAJIHA YCJIOBHUS 32 ynoTpeda, BKJIIOYATETHO
OrpaHMYeHHs 3a yNoTpedaTa HAa AHTHMUKPOOHU H MPOTHBONAPA3UTHH BeTePHHAPHH
JIeKApCTBEeHH NMPOAYKTH, C IeJI 1a ce OTPAHUYN PHCKBT OT
pa3BUTHE HA Pe3NCTEHTHOCT

3.12 KapeHTHH cpokoBe

He e npunoxumo.

4. DPAPMAKOJIOI'NYHA UH®OPMALIUA

Berepunapen JiekapcTBeH aHaTtoMo-TepaneBTH4YeH koA (ATCvet Code): QV03AB90
4.2 PdapMakoIMHAMHUKA

ATHIIaMe30bT € MOIIECH U CENEKTUBEH al2-pelenTopeH OMOKHpall areHT (02-aHTaroHUucCT), KOUTO
CTUMYJIHpa OCBOOOXKJaBaHETO Ha HEBPOTPAHCMHUTEPA HOpaApEHAINH B LIEHTPAJIHATa, KAKTO U B
nepudepHara HepBHa cucteMa. ToBa BOAM 10 aKTHBHpPAHE HA [IEHTpaJHATa HEpBHA CHCTEMa TOpau
cCHUMITaTeTH4Ha akTuBanys. Jpyrure papmMakoanHaMUYHH eEKTH BBPXY, HAPUMED, ChPACIHO-
ChJOBaTa CUCTEMa ca caMo Jekd. KaTo 02-aHTaroHucT, aTUaMe30lIbT € ClIocoOeH J1a eMMMUHIPA
(unm nHXUOHpa) epekTuTe HA Ol2-pelenTOPHIS arOHUCT, MEACTOMUANH WIIH IeKCMEETOMUIHH.

4.3 PGapMaKOKHHETHKA

ATuname3on XuIpoxXJIOpH ce pe3opoupa ObP30 Ciie] MHTPAMYCKYIIHO HHXKEKTUpaHe. MakcuMamHaTa
KOHIIGHTpAIWs B [IEHTpalTHaTa HEPBHA cUcTeMa ce gocTura 3a 10-15 munytu. O0eMbT Ha
pasnpenenenue (Vd) e okono 1 —2,5 L/kg. CpoOmmaBa ce, ue nomyXUBOTHT (ty,) Ha aTHIAME30I
XUAPOXIJIOPU € TPHOIH3UTETHO | yac. ATHUIIaMe30J XUIPOXIIOPU ce MeTaboau3upa 0bp30 1
HanbJIHO. MeTa0oNUTHTE Ce EKCKPETHPAT TJIAaBHO B yPUHATA U B MAJIKU KOJIMYECTBA B
M3MPaKHEHUSATA.

5. DOAPMAILIEBTUYHU JAHHHU
5.1 OCHOBHH HECHBMECTHUMOCTH

HpI/I JIMIICAa Ha JaHHU 34 CbBMCCTUMOCT, TO3U BECTCPHUHAPCH JICKAPCTBCH MPOAYKT HC TpSI6Ba Ja 6’[,[[6
CMCCBAH C Jpyru BCTCPUHAPHU JICKAPCTBCHU NIPOAYKTHU.

5.2 Cpoxk Ha romHocT

Cpok Ha TOAHOCT Ha KpailHHs BETEpUHAPEH JeKapcTBEH NpoaykT: 30 Mecena.
Cpok Ha TOAHOCT Clell IbPBOTO OTBApsIHE HA IIBPBUYHATA OMAKOBKa: 28 JHU.
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5.3 Crenma/iHu yCJIOBHUSI 32 CbXpaHeHHe
To3u BeTeprHapeH JIeKapCTBEH MPOIYKT HE N3MCKBA HUKAKBH CHELUAIHU YCJIOBUS 32 ChXpaHCHHE.
5.4 Bua u cbeTaB HAa MBPBHYHATA ONTAKOBKA

Kaptonena xytust ¢ npo3pauer crbkieH ¢aaxod tui [ ot 10 ml unu 20 ml ¢ Tana ot 6pomoOyTHIIOBa
rymMa 1 aJlyMHHHEBa Kamayka.

Pa3mepu Ha omakoBkaTa:

5 ml (BbB aaxoH c pazmep 10 ml)

10 ml

20 ml

He Bcnuku pazmepn Ha omakoBKaTa MoraT a ObJat IpeiiaraHy Ha rasapa.

5.5 CnenuajHn MepKH 3a YHUII0KABAHE HA HEU3MOJI3BAHH MPOIYKTH HJIU OCTATHUH OT THAX
BerepunapHuTe JIeKapCTBEHU NPOAYKTH HE TPsOBa Ja ObAaT U3XBHPISHH Ype3 OTHAAHU BOIH WM
OWTOBU OTHAIBIIH.

WznonszBaiiTe mporpaMu 3a BpbLIaHEe IPH YHULIO)KaBaHETO HA HEU3IOI3BaHH BETCPHHAPHU
JIEKapCTBEHU MPOIYKTH UM OCTAaTBLH OT TSAX B CHOTBETCTBUE C U3UCKBAHUITA HA MECTHOTO
3aKOHOZATENICTBO M C BCHYKU HALIMOHAIHU CUCTEMH 3a ChbOMpaHe, IPUIOKUMHE 332 ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA ITIPUTEKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUS

Alfasan Nederland B.V.

7. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUS

Ne 0022-3205

8. JATA HA I'bPBOTO U3JIABAHE HA PASPEIIEHUETO 3A ThPIOBUS

Jlata Ha TBPBOTO M3AaBaHe Ha pasperieHnero 3a Teprosus: 10/08/2023.

9. JATA HA TIOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHKA HA
MHNPOAYKTA

08/2023
10. KIIACUPUKALIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH
Jla ce oTmycka caMo 10 JIeKapcKo MpeaICcCaHue.

IMoapobHa nHpopMaIKs 3a TO3M BETEPHHAPEH JICKAPCTBEH MPOIYKT MOXE J]a HAMEpUTe B 0azata
nanau Ha Chro3a orHocHO npoxayktute (https://medicines.health.europa.eu/veterinary).

J-P BAJIEHTUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JUPEKTOP
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