KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PEIIEHME 3A THPTOBUS Ne 0022-2895

1. HAMUMEHOBAHHUE HA BETEPUHAPHOMEJIULIUHCKUSA TPOAYKT
Propodine 10 mg/ml nnxekunonHa/MH(PY3NOHHA EMYIICUs 32 Ky4eTa U KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcekn ml cpabppixka:

AKTHBHA cyOCcTaHIMSA:
Propofol 10,0 mg

ExcuunuenrTu:
3a IBJIHUS CITUCHK Ha SKCIIUITUEHTHUTE, BIK T. 6.1.
3. OAPMAIEBTUYHA ®OPMA

WmxexknnonHa/MH(y3MOHHA EMYJICHS.
Bsana wim noutn Os51a XOMOreHHa eMyJICHsl.

4. KIMHUYHU JAHHHA

4.1 Bupgose KUBOTHM, 32 KOUTO e nmpeaqHazHadyeH BMII

Kyuera u xotku.

4.2 TepaneBTHYHU MOKA3AHUS, ONIPeeIeHH 32 OTIeJTHUTE BUIOBE ;KUBOTHHU

—  OOma anecTe3us 3a TMAarHOCTUYHU WM XUPYPTUYHU TPOLEAYPH ¢ KpaTKa MPOIBIDKATEITHOCT JI0
MeT MUHYTH.

—  MHnyknws v momabpikaHe Ha 00Ia aHeCTe3usl.

—  MHnyknws Ha 00111a aHeCTe3Us, KbJCTO MOLIbPKAHETO CE OCUTYPSIBA YPE3 MHXATATOPHU
AHECTCTUYHHU CPENICTBA.

4.3 IIporuBomokazaHus

I[a HC CC U3M0JI3BAa MMPU CBPBXUYYBCTBUTCIIHOCT KbM aKTUBHATA CY6CTaHLII/I$I WA KbM HSKOH OT
CKCIIUIIUCHTUTC.

4.4 CnenuajaHM Mpealla3HH MePKH 32 BCeKH BUJ )KMBOTHH, 32 KOUTO e MpeaHasHaveH BMII
To3u npoxykr e crabuinna emyicus. [lpenu ynorpeda nponyKTsT TpsiOBa a ce orjena 3a JIMmca Ha
BHJIMMU KalluWIY WM BBHIIHY YyXAH YacTULH, U Jja c€ U3XBBPJIH, aKo NMa TakuBa. [la He ce
W3II0JI3Ba, aKO CJIe]] BHUMATEIHO pa3kiallane ce HaOmoaBa pa3aeste Ha da3uTe.

AKXO MPOAYKTHT ce HHKEKTHpa TBHpE OaBHO, MOXKE J1a Bb3HUKHE HeaIeKBaTHA aHECTE3HsI Topaan
HEYCIIEUIHO TOCTUTaHe Ha TOAXOASAIINS Ipar Ha papMaKoIOrHiHa aKTUBHOCT.

4.5 Choenuajanu npeana3Hu MepKHU NPH ynorpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

Ilo BpEMC HAa MHAYKI WA HAa aHCCTC3MA MOXKC 1a Bb3HUKHAT JICKAa XUITOTOHHA U MPCXOJHAa alTHEes .
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AXO TPOIYKTBT C€ MHKEKTHpa TBBbpAE ObP30, MOXKE Ja BBH3HUKHE KapJHOMYJIMOHATHA JENpEeCHUs
(amuest, OpaauKapIusl, XUMTOTOHUS).

Korato ce wu3mon3Ba BeTepHMHAPHOMEAMLIMHCKHUS MPOAYKT, TpsiOBa 1a ca HajWIE YCIOBUS 3a
NOJIbpXKaHEe HA NPOXOAMMHU BB3AYIIHM DIHTUINA, H3KyCTBEHA BEHTHJAIMA H  KUCIOPOJHO
oboratsBane. Cren MHIYKIUATA HA QaHECTE3HsI Ce MPENophUBa M3MOI3BaHE HA eHAOTpaxeanHa Tphoa.
[IpenoppuntenHo € Oga ce mpuiara IONBJIHUTEICH KUCIOPOA MO BpeMe Ha MOAApPBKAaHE Ha
aHeCcTe3HATa.

TpabBa nma ce paboTH C MOBHILEHO BHUMAHHE NPU KydeTa M KOTKH ChC CBHPIEYHO, TUXATETHO,
OBOpEYHO MK YepHOAPOOHO YBPEKAAHE, UK IIPU XUIOBOJIEMUYHH WJIM U3TOILECHU KUBOTHU.

Korato nponogon ce npuiiara eJHOBPEMEHHO € OMHOUAN, MOXKE Jia C€ MU3I0I3BA aHTUXOJMHEPTHIHA
cyOcTaHIms (HAmp. aTpONKH) B cllydan Ha OpaaukapIusi, B CbOTBETCTBHE C MPELEHKA MO3a/PUCK OT
OTI'OBOpPHUS BETEpUHAPEH JeKkap. Buxre Touka 4.8.

TpsabBa nma ce BHHMMaBa, KOrato MPOAYKTHT C€ MNpujlara Hpd NalUEHTH C XUIONPOTEHHEMHUS,
XHUIEPIAUMUIEMHUS WK MHOTO cl1abu KHUBOTHHU, T KaTO T€3H KUBOTHH MOXKE Ja ca MO-TIOAATIMBH Ha
HeOMaronpusATHA PEaKLUH.

[IpomodonbT HAMA aHANTETUYHW CBOMCTBA, 3aToBa TpsOBa Ja ce OCHTYPST JOIBJIHUTENHU
aHaJNTeTHYHH MPOLYKTH B CIIydaH, IIPH KOUTO CE OYaKBa MPOLIEAYPUTE a ca OONE3HEHH.

Hma cpoOrieHus, 4e KMUPBHCHT Ha Mpornodorn e mo-0aBeH M yecToTaTa Ha almHesTa € MO-TojsiMa pu
KydeTa HajJ 8-TOOUILIHA BB3PAcT, OTKOJIKOTO MPH MO-MJIaax KUBOTHH. TpsOBa aa ce monara ocoOeHo
BHHUMaHHKE, KOraTo NPOAYKTHT ce Mpujlara Npu TaKuBa )KUBOTHHU, HAIIPUMeEpP TMO-MaJjKa J103a Mponog o
MOXeE J]a € aJleKBaTHa 33 MHIYKLUS B TAKUBA CIyYau.

BezomacHocTTa Ha IpoIyKTa HE € ycTaHOBEHA MPH KydeTa MIIM KOTKU Ha BB3pacT mox 4 mMecena u Toi
TpsiOBa Oa ce M3MOJI3Ba NpPU TE3W KMBOTHH CaMO B CBHOTBETCTBHE C TMPELEHKa II0JI3a/PUCK OT
OTIOBOPHUS BETEpPUHAPEH JIEKap.

Nma cpobiieHusi, 4e XpbTKUTE UMAT 1MO-0aBeH KIMPBHHC Ha MPOMOQOI 1 MOXKE BH3CTAHOBSIBAHETO OT
aHecTe3nATa Ja € MOo-ABJIr0 B CPaBHEHHE C IPYTH MOPOJIU KydeTa.

Uznon3BaiiTe acenTWYHM TEXHUKH, KOraro TNpwiarate NpOAYyKTa, TbH Karo HE ChAbpPKA
AHTUMHUKPOOEH KOHCEPBAHT.

CHCLII/IaJ'IHI/I Oopeanasdy MCPKH 3a JulaTa, mpujaaraimy BETCPUHAPHOMCAUTTMHCKNWSA MPOAYKT HAa
XKHMBOTHHUTC

[IponodonbT e MomHa cyOcraHius: TpsOBa Oa ce momara ocoOCHO BHHMaHHeE, 3a Ja ce u30erHe
CaMOMHXXEKTHpaHe. 3a MpeArodYuTaHe € Ja C€ M3MOoJI3Ba HUIjla C MpeAnasuTedl J0 MOMEHTa Ha
WHXEKTHpaHE.

[Ipu caydaiiHo caMOMH)KEKTUpaHe, He3a0aBHO Aa ce MOTHPCH MEAUIIMHCKH ChBET, KAaTO Ha JieKaps ce
MIPEeNOCTaBU JINCTOBKATa WM eThKera Ha npoaykTa, Ho JJA HE CE IIIO®UPA, Twit kato Moxe aa ce
MIOJTy4YH Cearusl.

W30srBaiiTe KOHTAKT ¢ KOXKaTa M OYUTE, Thil KaTO TO3U MPOAYKT MOXE J1a MPUYMHHU pa3ipa3HEHHE.
WzmuiiTe BegHara npbCcKUTE OT KOXKaTa U OYUTE C OOMITHO KOJMIM4ecTBO Bona. [loTepcere MeauumuHcka
MOMOIII, aKO pa3Ipa3sHEHNETO IPOIBIKABA.

To3u mpoxyKT MOXe J1a MPUYMHH PEAKLUU Ha CBPBXUYBCTBUTEIHOCT (QJIEPTHsl) IPU HHAUBUAN, KOUTO
BeYe ca CEHCHOWIM3MpaHH KbM MPOMOQOI WIN IPYry MPOAYKTH, COSl MIIH sia. Xopa ¢ yCTaHOBEHA
CBPBXUYYBCTBUTEIIHOCT  KbM  T€3M  CyOCTaHOMM  TpsAOBa  Ja  M30ArBaT  KOHTAaKT  C
BETEPUHAPHOMENNLIUHCKUSA TPOAYKT.

CbBeT KbM JICKapd:
He ocrapsiite nanueHTa 0e3 Ha6J'IIOZ[eHI/Ie. Hoz[)n,pmaﬁTe JUXaTCIITHUTC IIbTUIA 1 npnﬂaraﬁTe
CHUMIITOMATUYHO U IMOAABPIKAIIO JICUCHUC.

4.6 HeOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

Wupykuusara mo NpUHLHAI MPOTHYA TTIaKO, BBIPEKH TOBA YECTO ce HabironaBa Bb30yaa (Hamp.
JBIDKEHHE Ha KpalHUIUTE, HUCTarbM, (POKaIHN MYCKYJIHU IIOTPETIBaHUS/MHUOKIOHYC, OITUCTOTOHYC)
MIpH Ky4eTa ¥ KOTKH. MHOro 4ecTo 1o BpeMe Ha MHAYKLMS Ha aHECTE3Us MOXKE J]a Bb3HUKHE
MPEXO/IHA arHes U JieKa XUMoToHusl. Moxe a ce Habro1aBa OBUILEHHE Ha apTEPHATHOTO KPbBHO
HaJATaHe, OoCIeBaHO OT MOHMXKeHue. Brkre Touka 4.5. Moxe n1a ce HaOnronaBa HaMalleHHE Ha
MPOILIEHTa Ha XEMOIJI00MH, HacuTeH ¢ kuciopon (SpO,) mpu iuIrica Ha arHes.
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Nma He yecTu choOIIEHNA 3a CiTyyal Ha IPEKOMEPHa CaIMBaLls U TIOBPBIIAHE M0 BpeMe Ha ¢azaTa
Ha BB3CTaHOBSIBAHE NP KydeTa. Psiko mpu Kydera e HabmoaaBaHa Bb30y/a 1o BpeMe Ha ¢as3ara Ha
BB3CTAHOBSIBAHE.

MHoro psaKo npH Ky4eTa e HaOJiojaBaHa pUrHIHOCT Ha KPaWHUIMTE U IEPCUCTHPAIIO XbIIIaHe.
Wma n3onupano cpro0I11eHne Ipy eqHo Kyde 3a MIPOMsIHA B IIBETa Ha ypHHATA B 3€JIEHO Cle
MpOIBIDKUTENHA HHDY3HsI Ha TPonogod.

I[Tpu kKOTKM ¢ HaOII0JaBaHO KMXaHe, TaJicHe U JIM3aHe Ha Jiana/JIuie 10 BpeMe Ha Bh3CTaHOBSIBAHETO B
MaJbK IPOLEHT OT CIy4auTe (He 4ecTo).

[ToBTapsimia ce aHeCTe3usl € MO-ToJsIMa POABIDKUTETHOCT (>20 MUHYTH) ¢ IPOIOQOIT IIPH KOTKH
MOXKE Jla IPUYMHHE OKCUIATHBHO YBPEKIaHe U 00pasyBaHe Ha Tena Ha Heinz, u Hecnenuduyan
MPU3HALM KaTO aHOPEKCHsI, AUAPHs U JISK OTOK Ha JIMIETO. Bh3cTaHOBABAaHETO CHIO MOXKE J1a € M0-
IpOIBIDKUTETHO. OrpaHNYaBaHETO Ha MOBTAPSIIUTE CE aHSCTE3UH JI0 MHTEPBAM OT HaJ 48 yaca 1me
HaMaJld BEpOSITHOCTTA.

YecroTata Ha HEONMArONPUATHUTE PEAKLIKUU CE ONPEIeNs Ype3 clieHaTa Kiacu(puKamus:

- MHOTO YecTH (moBeye oT 1 Ha 10 TpeTupaHu )KUBOTHH, MPOSIBSBAILN HEOIArOMPHUATHU PEAKIINH )

- yectH (oBeue ot 1, Ho mo-manko ot 10 >xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He yecTH (moBeue ot 1, Ho mo-Maiko ot 10 xuBotHU Ha 1,000 TpeTupaHu >KUBOTHH)

- penku (moBeue ot 1, Ho mo-Manko oT 10 sxuBotHU Ha 10,000 TpeTHpaHu KUBOTHN)

- MHOTO peaku (mo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu KUBOTHH, BKIIOUUTEITHO U30IUPaHU
CHOOIICHYS).

4.7 ¥Ymnorpeba nmo Bpeme Ha OPEeMEHHOCT, JAKTALUS UJIH sTiilleHOCEeHe

BezomacHocTTa Ha BeTepMHAPHOMEUIIMHCKUS IPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpeMeHHOCT (pu
(heTyCcH/HOBOPOICHU) U JIAKTAITHSL.

[IponodonbT mpemMuHaBa npe3 mianentata. [IpoyuBanus ¢ u3non3Bane Ha Tponodoi npu OpeMeHHH
TUTHXOBE U 3aiilIM HE ca MoKa3aJii BpenHH e eKTH BhpXy OpeMEHHOCTTa Ha TPETHPAHUTE KUBOTHH
WIH BBPXY PENPOAYKTHBHHUTE CIOCOOHOCTH Ha TSIXHOTO MMOTOMCTBO. Bbrpeku ToBa, criopen
HAJIMYHATA HAyYHA JIUTEPaTypa, EKCIO3ULUATa (HEHOBEKOOAOOHH MTPUMATH: yMEpeHa aHecTe3us 3a 5
yaca; urbxose: 0,3-0,6 mg/kg/mMunyTa 3a 1-2 yaca) Ha mpornooJ Mo BpeMe Ha Meproja Ha pa3BUTHE
Ha MO3bKa, MOXe Ja MOBJIHsie HeOIAarONpUsATHO BbPXY HEBPOJIOTMYHOTO pa3BHUTHE Ha (eTycure u
HOBOPOJICHUTE.

[IpoyuBanus npu xopa ca mokasaiu, 4e Majaku koiaudectsa (<0,1% ot maifunHaTa 103a B paMKHUTE Ha
24 4gaca cies moidy4aBaHe Ha J103a) IPornodoll ce eKCKpeTupar B KbpMara.

[Ipunara ce camo cien mpereHKa noi3a/pucKk OT OTTOBOPHUS BEeTEpUHAPEH JIeKap.

[IponodonbT € n3non3BaH Oe30MaCHO MPH KydeTa 32 HHIYKLUS Ha aHECTEe3Hs IPEAN paskaaHe Ha
KydeHIIa ype3 1e3apoBo ceuenne. [lopaan prcka oT HeoHaTallHa CMBPT, yroTpedarta Ha mpornodo 3a
NoJIbpKaHe Ha aHECTE3HATa 10 BpeMe Ha [1e3apOBO CEUCHUE HE Ce PENOopbhUBa.

4.8 BzamMmopeiicTBHe ¢ IPYr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHe

[IpomodonbT € n3non3BaH B KOMOMHALIKS C YECTO M3MON3BAHM MPOIYKTH 3a MpeMeanKanus (Harmp.
aTpOIWH, allellpoMa3iH, OeH30JMa3euHY [Hamp. Aua3enam, MIIa3oaam], o-2-arOHUCTH [Hamp.
MEIeTOMHINH, IeKCMEACTOMUANH |, OMIMOUIN [HAIp. MEeTaloH, OynpeHopduH]), ApyTu NPOIYKTH 3a
WHAYKIHS (Hamp. KeTaMUH) U PEeJy MOJAPHKKA C MHXANAaTOPHU CPelCTBa (Hamp. XajloTaH, a30TeH
okcu, nuzodaypan, ceBodaypan).

EnnoBpemenHaTa ynorpeda Ha cefaTUBHH WM aHAJITETHYHH MPOLYKTH € Bb3MOXKHO Jla HaMaJn
no3aTa Ha npornod o, HeoOXoaUMa 3a HHIYKIWS U MOIAPHKKA Ha aHecTe3us. Brokre Touka 4.9.
EnnoBpemenHna ynorpeba Ha mpornodol ¥ ONHONAN MOXKE 1a IPUYMHH 3HAYUTENTHA TUXaTeIHa
JeTIpecus ¥ 3HaYNTENTHO HaMaJlsiBaHe Ha chpledHaTa yectoTa. [Ipu kydera, KOUTO ca HOMYyYHIIN
nponodon, mocieABaH oT aldeHTaHl, € HaOIoJaBaH ChpIeueH apecT. 3a la ce HaMaJld pICcKa OT
anHes1, mponoobT TPsAOBa Ja ce mpuiara 0aBHO, HAPUMEp, B poabIbKeHHe Ha 40-60 ceKyHaH.
Buxre chimo Touka 4.5.
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CBHBMECTHOTO NPUIIOKEHHE Ha MTPOnodon U UHPY3UN Ha ONHOoU (Hamp. peHTaHu, aleHTaHmI) 3a
noJIbpKaHe Ha 00Ia aHEeCTEe3Hs MOXKeE Jia JOBE/E 10 MPOABIKUTENHO Bb3CTaHOBSBAHE.
[Tpunaranero Ha MponodoI ¢ APYTU NPOAYKTH, KOUTO ce MeTabomu3upar oT uutoxpom P450
(u30en3um 2B11 mpu Ky4ero), KaTo HarpuMep XJI0paMpEHNUKOI, KETOKOHA30J U JIONIEpaMHu/I,
HaMallsiBa KIMpBhHCA Ha IPONodoIl U YABIKaBa Bb3CTAHOBSIBAHETO OT aHECTE3HA.

4.9 [lo3a 1 HAYMH HA IPWJIOXKEHHE

3a MHTPaBEHO3HO MPHIIOKEHHE.
PasknaTere BHUMaTeNHO, HO A00pe (1akoHa, Mpeau Aa ro oTBopuTe. Brokre Touka 4.4.

Wnnyknys Ha aHecTe3us:

Jlo3aTa 3a MHAYKLUS HA BETEPHHAPHOMEOUIMHCKUS MPOAYKT, MpecTaBeHa B Tadnuiara mo-1omny, ce
OCHOBaBa Ha MyOJIMKYyBaHU NAaHHW OT KOHTPOJIHMPAaHH JaOOPATOPHU W IMOJEBU MPOYYBAHUS, KAKTO U
KJIMHUYHUA ONWT, U MPEACTaBIsABa CpeaHaTa A03a 33 MHIYKIM NpU KydeTa M KOTKH. Te3u 1o3u ca
camo HacoyBamy. Peannara no3a Tps06Ba Aa ce M3YHCJIHM CHPSIMO OTrOBOPAa HA MHAMBHAYAJTHHSA
NMAIHEeHT U MoKe 1a 0b/Je 3HAYHUTEeJIHO MO0-HUCKA WM M0-BHCOKA OT CpeHATA /103a.
CropuHIIOBKaTa 3a J03MpaHe TpAOBa Ja ce MPUIOTBH BH3 OCHOBA Ha JO30BHS 00EM Ha MPOAYKTa,
MOKa3aH IMO-J0JIy, U3YUCIIeH CIOpel TenecHaTa Maca. IIpogykTeT TpsOBa Aa ce mpuiiara, AOKaTto
npa00YMHATA HA aHECTE3WsATa € JOocTaThyHa 3a eHJoTpaxeanHa MHTyOauus. Korato ce muaynmpa
aHecte3ust ¢ mpomnodos, TOH TpsAOBa na ce WHXKEKTHpa AOCTaThYHO OaBHO, 3a Ja Ce MOCTHUTHE
paBHOBECHE MEXIYy IUIa3MaTra M MSCTOTO Ha BB3ACHCTBHE M JOCTaThUHO OBP30, 3a da ce m3berxe
npepasnpenensHe OT MO3bKa, BOJEIIO A0 HeaJeKBaTHAa aHecTe3Hs (T.e. MPUIOKEHHE 3a Mepuoj] OT
npubimmsutenno 10-40 cexynam). Korato mpomodonbT ce M3mon3Ba eTHOBPEMEHHO C OMUOWA, TOH
TpsiOBa ja ce mpuiara no-6asHo, Harp. 3a 40-60 cexynau. Buxre Touka 4.8.

Wznon3BaHero Ha MNpeAaHECTETHYHH NPOAYKTH (TMpeMEAMKalus) MOKE 3HAUYUTETHO Ja HaMalld
W3MCKBaHUATA 3a Mpornodoi, cnopel BUAa M J03aTa Ha M3MOI3BaHUTE MPEAAHECTCTHYHU MPOIYKTH.
Korato mponogonsT ce u3non3Ba B KOMOMHAIMA, HAMIP. C KEeTaMUH, (PeHTAaHWI WM OCH30Ma3enHN
3a MHAYKLOMS Ha aHecte3us (T.Hap. KO-WHAYKLM), o0IaTta go3a Ha mporodon Moxe Aa ce HaMalln
JOI'BJIHUTEIHO.

IIpenopbKu 3a 103WpaHe 32 HHAYKIHUS HA AaHECTE3HsI:

Jo3a Jlo3oB 00em
mg/kg ml/kg
TeJeCHA TeJeCHA
Mmaca Maca
KYYETA
bes npemenukanus 6,5 mg/kg 0,65 ml/kg

C npemenukanus

C He-0-2 aroHuct (Ha OCHOBaTa Ha 4,0 mg/kg 0,40 ml/kg

arernpoMasmH)

C 0-2 aronuct 2,0 mg/kg 0,20 ml/kg
KOTKH
Bes npemenukanus 8,0 mg/kg 0,80 ml/’kg

C npemenukanus

C He-0-2 aroHuct (Ha OCHOBaTa Ha 6,0 mg/kg 0,60 ml/kg
alernpoMasmH)

C 0-2 aroHucr 4,5 mg/kg 0,45 ml/kg

HpOHO(l)OII CC M3II0JI3BAa KATO CPCACTBO 3a MHAYKIIHA B KOM6I/IHaLII/I$I C Ipyru CXEMHU 3a NpeMcaAnKalus,
BIDKTE TouKa 4.8 3a JOIIBJIHUTCIITHHU HOZ[p06HOCTI/I.

IMogabprkaHe Ha aHECTE3UA:

Cnen MHOYKUUS Ha AHECTE3Us C BETCPUHAPHOMEAMIIMHCKUS MPOIYKT, >KUBOTHOTO MOXE Ja Ce
WHTYOMpa W Ja ce MOIIbpiKa C MPOIYKTa WU C MHXANATOPHO aHECTETUYHO CPeAcTBO. Jlo3uTe 3a
NOAJPHKKA HAa BETEPUHAPHOMEIUIIMHCKHUS MPOAYKT MOXE Ja Ce MpujiaraT KaTo MHOTOKpaTHU
OOJIyCHM WHXXCKIIMHM WM KaTO HempekbcHaTta mH(Yy3us. [IpogbKuTeNHATa U MO-IbJTa SKCIIO3HUIIHS
MOJKE J1a JIOBEJIE JI0 110-0aBHO BH3CTAHOBSIBAHE, OCOOCHO MPU KOTKH.
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Mnozcoxkpamuu 601ycHU UHHCEKYULU:

Korato anecresusita ce momabpika 4pe3 MHOTOKpAaTHH OONYCHHW HHKEKIHMH, J1030BaTa CKOPOCT
MPOIBIDKUTEIHOCTTa Ha e)eKTa MOXKE Jla BapHpar MpH OTACIHUTE KMUBOTHH. MoOe Aa ce mpuiara
MOBHIIABAIIA Ce HA CTBIKU 703a oT npubmusutenHo 1-2 mg/kg (0,1-0,2 ml/kg T. M.) mpu Kydera u
0,5-2 mg/kg (0,05-0,2 ml/kg T. M.) TIpu KOTKH 10 €()EKT, KOraTo aHECTe3UsATa CTaHE TBBP/IE JeKka. Ta3u
71032 MOXKE /1a ce TIOBTaps, aKO Ce Hajara, 3a Ja ce MOAAbprKa MOAX01s1Ia JbI00YMHA Ha aHECTEe3 L.
Henpexvcnama ungyzus:

3a aHecte3uss ¢ HeNpeKbcHaTa WHQY3US MpenopbUYMTENHATa HayajHa J030Ba CKOPOCT €
0,3-0,4 mg/kg/munyra (1,8-2,4 ml/kg/aac) npu xyuera u 0,2-0,3 mg/kg/munyra (1,2-1,8 ml/kg/gac)
npu KOTKH. M3moms3BaHeTo Ha MNpeJaHeCTeTHYHW NPOAYKTH (IpeMeAuKalus) WIM ChIbTCTBAILA
nHQY3UA Halp. Ha KeTaMUH WM ONMHOWIH, MOXKE Jla HaMalu M3MCKBAaHUATA 3a Mponogoi, cropen
BHJa U 03aTa Ha U3MOJI3BAaHUTE POAYKTH. PeanHara ckopocT Ha HHQY3us TpsOBa Ja ce OCHOBaBa Ha
OTrOBOpa Ha MHIMBHUIYAJIHUS NAMEHT U XKeJaHaTa AbIOOYrMHA HA aHECTE3Us U MOXKE Ja ce peryimpa
Ha cTeiku ot 0,01-0,05 mg/kg/mMunyta (0,06-0,3 ml/kg/4ac) B3 OCHOBa Ha OIleHKaTa Ha JIbJIOOYHHATA
Ha aHecTe3usiTa U ChpAEYHO-ChAOBUS OTroBop. Korato ce Hajmara Obp30 yBenuuaBaHe Ha
IbI00YMHATA Ha aHECTE3UsITa, MOXE J1a ce MPHIIOKH JombJiHuTeneH Ooomyc mpomnodon (0,5-1 mg/kg
[0,05-0,1 ml/kg] mpu kyuera u 0,2-0,5 mg/kg [0,02-0,05 ml/kg] npu xoTkm).

4.10 Ilpemo3upane (CHMITOMH, CIIEIIIHH MEPKH, AHTHI0TH), AKO € He00X0ANMO:

CaydaliHo peno3upaHe MOXKe Ja MPUYNHN KapAuo-peciiupaTopHa aenpecus. PecniuparopHarta
neripecusi TpsiOBa Ja ce JIeKyBa upe3 MOAIIOMOrHaTa WM KOHTPOJIMPaHa BEHTHIIAIMSI C KUCIIOPOI.
Copaeuyno-cbaoBata QyHKLUS TPSOBa 1a ce MOALBPKA Upe3 MpuilaraHe Ha MPEeCOPHU MPOLYKTH U
WHTPaBEHO3HH TEYHOCTH.

[Tpu kyuera no3u Hag 9 mg/kg, mpunaraHu cbC CKOPOCT 2 Mg/CeKyH1a, MOXKE Jla MPUUMHAT HaHO03a
Ha nurasunure. [Ipu npeno3upane Mmoxke aa ce HabmoAaBa U MuApHuasa. Llmanozara u Mmuapuasata
CIyXaT KaTo MHAMKALHS 32 He0OXOAUMOCT OT JOIbJIHUTENEH Kuciaopoa. [lpu no3u Hax 16,5 mg/kg,
MpUJIaTaHd ChC CKOPOCT 2 Mg/CeKyHIa, ce ChOOIIaBa 3a anHes ¢ IPOIbKUTETHOCT Haa 90 cekyHau.
[Tpu no3m 20 mg/kg n noBeue, npunaranu cbe ckopoct 0,5 mg/cekyHaa, ce cbo0I1aBa 3a CMBPT.
[Ipu xyuera mHOrokpaTHu nHQY3uu ot 0,6-0,7 mg/kg/mMunyTa 3a npudbausurenHo 1 yac Ha aeH B 14
MOCIEAOBATENHI THA BOJH 0 TIOBUIIABAHE HA ChpAEYHATA YECTOTA M CPEJHOTO apTepHaTHO KPHBHO
HaJIATaHe, KaTo ca YCTAaHOBEHH MOHMKEHHUS Ha OpOsl Ha YepPBEHUTE KPbBHH KJIETKH, XeMOTJIOOMHA U
XEeMaTOKpHTa. BBIIpekyn ue >KHBOTHUTE ca OMIIM HA MEXaHWYHA BEHTHJIALMS, ©Ma JaHHH 32
pecrupaTopHa alya03a, BEPOSTHO BCIEICTBHIE Ha JeMpecus Ha JUXaTeIHUTE HEHTPOBE, BOJEIIA 10
HelocTaTh4YHa alBeojapHa BeHTHIanusa 1 HaTpynBaHe Ha CO,.

Nma chobiieHne 3a cMBbPT OT anHest TPy KOTKa clieq HHKekTupane Ha 19,5 mg/kg, npunoxeHo kato
€IHOKpaTHa J03a.

4.11 KapeHTen cpok
He e npunoxumo.
5. GOAPMAKOJOTUMYHU OCOBEHOCTH

dapmakoTepaneBTHYHA rpyna: AHECTETHIIH, 00N
Berepunapromenuunacku Anatomo-TepanestiaeH Kox: QNO1AX10

5.1 ®apMmakoAMHAMMYHH CBOIicTBA

[MponoorbT € 001 aHECTETHK, XapaKTepU3UpaIll ce ¢ ObP30 HAYaAJIO U KpaTKa MPOIBbIIKUTEITHOCT Ha
aHecTe3usATa. Bh3CTaHOBSBAHETO OT aHECTE3MsITa OOMKHOBEHO € OBp30.

[MponodombT AelicTBa OCHOBHO Ype3 YCHUIIBaHE HA MHXUOUTOPHATA CHHANITHYHA HEBPOTPAHCMHUCHS,
meauupana o 'AMK (rama-amMmuHOMAacieHaTa KucenuHa) upe3 cBbp3BaHe ¢ penentopa AMK tum A
(CAMK,). Berpeku ToBa ce cMsTa, Ue riIyTaMHUHEpTHYHaTa U HOPaIpeHepruaHaTa
HEBPOTPAHCMUTEPHU CHCTEMH CHIIIO UMAT POJIsl B MEUUPaHETO Ha e(heKTUTE Ha MPOorodour.
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5.2 ®apMaKOKHHETHYHH 0CO0EHOCTH

Cren vHTpaBEHO3HO MH)KEKTHpaHe KOHLEHTPALUUTE Ha PONogoil B KPBBTA CE XapaKTepU3UpaT C
Obp3a (Pasa Ha pasnpenencHre, eTMMUHIPAHE Ha MTPOAYKTa OT TAJIOTO U Mo-0aBHa (a3a Ha
npepasnpenenenne oT komnapTMenTa. Ta3u mbpBa ¢asa, ¢ MOMyKHBOT Ha pa3lpeaeieHue OT OKOI0
10 MUHYTH, € KIMHUYHO 3HAYMMa, Thi KaTO Bb3CTAHOBSIBAHETO OT aHECTE3HsI CTaBa Ciex
npepasnpenenenre Ha mpornodon or Mo3bka. TepMuHanHaTa ¢asza ce cunTa, ue MpeAcTaBiIsIBa
0aBHOTO 0CBOOOKAAaBaHE HA MPOLYKTa OT c1a00 KPbBOCHAOACHUTE THKAHH, KOETO € OT MAJIKO
3Ha4YeHUE 3a MpaKThiecKkara ynorpeda Ha npoaykTa. [Ipu kydera He e HaOMOAaBaHO HATPYIIBaHE Ha
HUBA B KPBBTA CJiel MHOTOKPATHO €XKEeJHEBHO Jo3upane. [1o mpuHIHNI KIUPBHCHT € MO-BUCOK IIPU
KydeTa, OTKOJIKOTO IIPH KOTKH, BBIIPEKH Y€ ChIIECTBYBAT PA3TIHKHA MEKIY MOPOIUTE IPU KydeTaTa,
BEPOSITHO MOPaIy pa3iuku B Metabonusma. [Ipy Kydera KIMPBHCHT € MO-BUCOK OT YEPHOAPOOHHS
KPBBOIOTOK, KOETO TI0Ka3Ba HAJIMUME Ha eKCTpaxenaTajleH MeTadonu3bM. Beipekn ToBa, KITUPBHCHT
€ HaMaJIeH MPH NPOABIDKUTENHA HHY3Us (4 yaca), Hall-BepOsITHO BCIECACTBHE Ha HaMaJleHUE Ha
4epHOAPOOHNUS KpbBOMOTOK. OOEMBT Ha pa3NpeAeicHUe € BUCOK KaKTO IpH KydeTa, Taka U Ipu
KOTKH.

[IpomodonbT ce cBBbpP3Ba BBB BUCOKA CTEMEH C IMIa3MEeHNTe MpoTenHu (96-98%).

KnupbHCHT Ha IPOAYKTa ce N3BBPIIBA Ype3 YEPHOAPOOEH MeTaboIn3bM, IocienBaH oT OBOpedHo
STMMHUHUPaHE Ha KOHIOTHPaHUTE METa0OoIuTH. MaJlko KOTIMYEeCTBO Ce EKCKpEeTHUpa BbB (pekanuuTe.
HatpynBanero Ha mpoyKTa He € OLIEHEHO MIPH KOTKH. BbIpekn ToBa, Bb3 OCHOBA HA HAJTMYHHUTE
(hapMaKOKMHETHYHH JaHHU € BEPOATHO MPHU TO3U BHJ 1a UMa HATPYyNBaHE HA IPOAYKT MPH
MHOTOKPaTHO €KEIHEBHO J03HpaHe.

6. PAPMALEBTUYHHU OCOBEHOCTH
6.1 Cnuchbk Ha eKCIUNAEHTHTE

Situnn pochonunuay 3a HHKEKTHPaHE

I'munepon

CoeBo Macio, padpuHupaHo

Hatpues xunpokcun (3a kopekius Ha pH)

Bona 3a umxeknuu
Azot

6.2 OCHOBHH HECHBMECTHUMOCTH

He cmecBaiite ¢ apyru BeTepuHapHOMEIUIIMHCKN POAYKTH, C U3KIIOYEHNE HA HHTPABEHO3HA
nHQy3us Ha JekcTpo3a 5% wunu HaTpue xiaopun 0,9%.

6.3 Cpoxk Ha romHocT

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 2 TOOWHU.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA ITbPBUYHATA OITAKOBKA: H3II0JI3BaiTe He3a0aBHO.

6.4 Crnenma/iHu yCJIOBHS 32 CbXpaHEeHHe HA MPOAYKTA

[a He ce 3ampa3zssa.

Jla ce cbxpaHsiBa BbB BBHIIIHATA ONAKOBKA C I1€J1 MPENNa3BaHe OT CBETINHA.

W3zrernenusT npoayKT TpAOBa 1a ce U3Moii3Ba HezabaBHO. IIpoaykTsT, ocTaBai BbB (1akoHa, TpsiOBa
Jla C€ U3XBBPIH.

6.5 Bua u cbeTaB HAa MBPBHYHATA ONTAKOBKA

®nakonu ot npo3payHo cTbkiIo Tl [ ot 20 ml, 50 ml u 100 ml, 3aTBopenu c 3amymanka ot

6p0M06YTI/IJ'IOBa rymMa 1 aJlyMUHHCBA KalladyKa B KapTOHCHA KYTHU:.
He Bcnukn pa3sMCpu Ha OIMAKOBKAaTa Morart Ja 6T>Z[aT npeajiaranv Ha 1ma3apa.
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6.6 Crenma/lHu MepKH 32 YHMIII0’KABaHe HA HEH3IMOI3BaH NPOAYKT HJIM OCTATBIM OT HEro

Bceku HensnonmsBax BCTCPUHAPHOMCAUILIMHCKHA MMPOAYKT HUJIK OCTAThLH OT HEI'O TpSI6Ba Ja 6’I>I[aT
YHUIIIOKCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. NNPUTEXKATEJ HA PASPEIHIEHHUETO 3A ThbPI'OBUS
Dechra Regulatory B. V.

Handelsweg 25

5531 AE Bladel

The Netherlands

8. HOMEP HA PASBPELHIEHHUETO 3A THPI'OBUS

Ne 0022-2895

9. JATA HA TBPBOTO U3JABAHE HA PASPELIEHUETO 3A ThPIOBUS
Jlata Ha TBPBOTO M3AaBaHE Ha pa3perieHnero 3a Teprosus: 15/05/2019.
10. JATA HA TOCJIEAHATA PEJAKIUSA HA TEKCTA
04/2019

3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/NJIA YIIOTPEBA

J-P BAJIEHTUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JUPEKTOP
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