KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM JIMIEH3 3A YIIOTPEBA Ne 0022-2817

1. HAUMEHOBAHUWE HA BETEPUHAPHOME/JIUIIUHCKUS TPOAYKT
NALGOSED 10 mg/ml uHkeKIuoHeH pa3TBop

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

1 ml ceaBpka:

AKTHBHA cyOcTaHIMSA:

Butorphanol 10 mg

(xato butorphanol tartrate 14,58 mg)

Excuunuenr:
Benzethonium chlorid 0,1 mg

3a IBJIHUS CIIUCHK HA SKCIIUITUEHTHUTE, BIK T. 6.1.
3. OAPMAIIEBTUYHA ®OPMA

NHnxexkuronen pa3TBop.
ITpo3pauen Oe3uBETEH Pa3TBOP.

4. KIMHUYHU JAHHHA

4.1 Bupgose KNBOTHM, 32 KOUTO e nmpeaqHazHadyeH BMII

Kone, kyuera u KOTKH.

4.2 TepaneBTHYHU MOKA3AHUS, ONIPeeeHH 32 OTIeJHUTE BUIOBE ;KUBOTHHU

HpI/I KOHC INPOAYKTHT € MOKAa3aH 3a aHAJITC3Ud U CCAallud, NMPpU KydeTaTa U KOTKUTC - 34 aHAJIIe3u:d,
ccaanusa v MpeaHeCTC3u.

KOHE:

Karo aHanreruk: ycrokosiBaHE Ha YMEpEeHa 10 CHJIHAa a0IOMHUHaJIHA OOJIKa OT racTPOMHTECTHHAIECH
MPOMU3XO0J, BKIIOUUTENHO KONMMKH. [IpomykTsT oOnekuaBa Oonikara, CBbp3aHa C KOJHKH WM TpU
pakaaHe.

Karo cepmatuB: 3a cemamus cieA TpuiaraHe Ha ONpPEAENCHUTE aroHucTH Ha andal-
aZipeHopeLenTopuTe (JETOMUANH XHIpOXJdopua, pomudumun). Cemauus NpH TEpaneBTUYHH U
JUarHOCTUYHHM MPOLETYpH Ha CTOSILO KUBOTHO.

KYYETA:

Karo amanreruk: YCIOKOsIBAHC Ha YMCEpCHa MO0 CHJIHA 60m<a, CBbp3aHa CBHC CIACAONCPpALIMOHHU
npoucaypu, Hali-Beue CJICA OPTOIICANYHU OIICpallMr UJIX ONCpallui Ha MCKHUTC ThbKaHU.

Kato CCIaTUB: B KOM6I/IHaLII/I$I C MCACTOMUINH XUAPOXJIOPpHUI.

Kato MPCAHCCTCTUK: NPUJIIAraHCTO Ha MPOAYKTa B IMPCAHCCTC3HMA HaMaIABa A03aTa Ha OCHOBHHA
AaHCCTCTHK, Hali-Beue HaTpUCB TUOIICHTAJ. HpOZ[YKT’LT CC HM3II0JI3Ba KaTo 4YacCT OT aHCCTCTUYHHA
IMPOTOKOJI B KOM6I/IHaLII/I$I C MCACTOMUJUH XUAPOXJIOPpUA U KCTAMUH.

KOTKU:

Karo amanreruk: YCIOKOsIBAHC Ha YMCEpCHa 10 CHJIHA 60m<a, CBbp3aHa CBHC CIACAONCPALIMOHHU
npoucaypu, Hali-Beue CJICA KaCTpUPAHEC, OPTONCAUYIHU OIICpaAlIU WIN OICpallul Ha MCKUTC ThKaHU.
Kato CCIaTUB: B KOM6I/IHaLII/I$I C MCACTOMUINH XUAPOXJIOPpHUI.
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Kato MPCAHCCTCTUK: MNPUJIIAraHCTO Ha MPOAYKTa B IMPCAHCCTC3HMA HaMaIABa O03aTa Ha OCHOBHHA
AaHCCTCTHK, Hali-Beue HaTpUCB TUOIICHTAJ. HpOZ[YKT"bT CC HM3II0JI3Ba KaTo 4YacCT OT aHCCTCTUYHHA
IMPOTOKOJI B KOM6I/IHaLII/I$I C MCACTOMUJIUH XUAPOXJIOPUA U KECTAMUH.

4.3 IIporuBomokazaHus

Jla He ce W3MOJI3Ba MPH CBPBXUYBCTBUTEIHOCT KbM AaKTUBHATA CYOCTaHLUS WIM KbM HSKOH OT
EKCIIUITUEHTHUTE.

Jla He ce U3MON3Ba MU TeXKa AUcPyHKIHS Ha ObOpenuTe.

Uznon3Banero Ha OyTopdaHON € MPOTHBONOKA3HO MPH MO3BYHO YBPEKIAHE WM MPH OPTaHUYHU
MO3BYHH JIE3UH, KAKTO H IIPH KUBOTHU C OOCTPYKTUBHU PECIIUPATOPHH 3a00JsIBaHUA, AMCHYHKIUS HA
CHPLETO WIH CHACTHYHH ChCTOSTHUS.

KOHE:
Camocmoamento u 6 KOM6UHCll4u}Z.'
I[a HC CC U3M0JI3BA IIPU KUBOTHU CHC 3a00/BaHUs HA YCpHUA Z[p06.

Kombunayus 6ymopgaron-oemomuoun xuopoxiopuo:
Jla He ce U3MoII3Ba MPHU KUBOTHHU C KOTHKH.
Jla He ce U3MoNI3Ba MPH KUBOTHH C YCTAHOBEHA ChPACYHA apPUTMHUS U OpaTuKap/vs.

KYYETA 1 KOTKU:
Jla He ce M3MON3Ba MPU Ky4eTa U KOTKH ChC 3a00JIIBaHuUs HA YepHUS Ipo0.

4.4 CnenuajaHM Mpeala3HH MePKH 32 BCEKH BUJ JKMBOTHH, 32 KOUTO e MpeaHasHaveH BMII

Byropdanonbst e npennasHaueH 3a ynorpeda B Clydau, KOrato TpsiOBa Jia HACTBITH KpaTKOCPOYHA
aHanre3us (KOHE, Ky4eTa) MM KPaTKOCPOYHA WM CPeHa aHauTe3us (KOTKH).

[Tpu KOTKWTE MHIUBUYATHUTE PEaKIIMU MoXe Ja Bapupart. [Ipu nuricata Ha aiekBaTeH aHAITCTHYCH
OTTOBOp TPsIOBa Ja ce M3MO0JI3Ba JPYT aHAITCTHUK.

YBenuuaBaHe Ha J103aTa IPU KOTKY HE YCHJIBAa MHTCH3UBHOCTTA M HE YIbJKaBa BpEMETPACHETO Ha
KenmaHus eeKT.

4.5 Chnenuajanu npealna3Hu MepKHU NPH ynorpeda

CrieruaaHy npena3Hy MEPKU 3a SKUBOTHHUTE IIPH YIIOTpebaTa Ha IPOIYKTa

[Ipemu ynorpebara Ha MPoyKTa B KOMOMHAIUS C KAKBBTO U JIa € JPYT BETCPUHAPHOMETUITUHCKH
MPOAYKT TpsiOBa Jia ce B3eMaT MPEBU/] IPOTUBONOKA3aHUATA U TIPEAYIPEKACHUATA, IOCOYCHU B
KXII na Te3u npoayKTH.

Byropdanonsr € nepuBar Ha MopduHAa ¥ TOKa3Ba aKTUBHOCT Ha ommatr. He e ompeneneHa
0e30MmacHOCTTa Ha MPOAYKTa 332 KydeHIla, KOTeTa W xpeduera. Ymorpebara Ha MPOAYKTa MPU TE3H
rpynu TpsOBa Jja ce OCHOBaBa Ha MpEIleHKaTa T10J13a/pPUCK OT OTTOBOPHHS BETEpUHAPEH JIeKap.
Brnaromapenne Ha aHTUTYCHUBHHUTE CBOWCTBA, OyTOp(haHOIBT MOXKE J]a TOBEIE A0 3abpKaHe Ha CEKPET
B JUXaTeTHUTE mbTUla. M3momsBaHero Ha OyTopdaHOoi IpH KMBOTHH, KOUTO CTPaJaT OT OOJECTH,
CBBpP3aHH C MO-TOJSIMO OTJACISHE HA CEKpeT B JAMXATCTHUTE IbTHINA TPsAOBa Ja Ce OCHOBaBa Ha
MpeleHKaTa Mmoia3a/prcK OT OTTOBOPHHMSI BETEPHHAPEH JIeKap.

[pean Besiko w3non3BaHe Ha OyTopdhaHol B KOMOMHAIMS ¢ anda2-aApeHOPENEnTOp arOHUCTH TPSIOBa Jia
ce MpOCIIe U ChpJeYHaTa AeHHOCT. byTophaHombT B KoMOMHAIMS ¢ anida2-aJpeHOPEIenTOp arOHUCTH
TpsiOBa Jla C€ W3IMOJI3Ba TPH JKUBOTHHU C KapMOBACKYJIApHU 3a00JSBaHUS C ITOBHUIICHO BHUMAaHUE.
EnHOBpeMeHHOTO nmpuiarane Ha aHTHXOJIMHEPTUYHY MMPOAYKTH, HATIp. aTPOITUH, TPsOBa Jia ce MPEICHN.

KOHE:

MznomsBaHero Ha MMPOAYKTA B IMPCIIOpbUaHATA 103a MOXKEC 1a BOAU 10 BPCMCHHA aTaKCUA W/WAITH
CKCOUTalus. 3a Ja cc n30erue HAapaHABAHCTO HAa MALIMCHTU U Ha JICKYBalllUd IEPCOHAI, H36epeT (&
MOAXOAAIIO IMOMCIICHHUE 3a MpWJIaraHe Ha MPOAYKTaA.

KYYETA:
HHaTpaBeHo3HOTO NpuiIokeHne TpsOBa Aa ce U3BbpIIBa 0aBHO, HE Upe3 ObP30 BIPHCKBAHE.
[Ipu xydera ¢ mytanust Ha reH MDR1 namanere nozata ¢ 25-50 %.
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KOTKU:

HpnﬂaraﬁTe TOYHO H3YMCICHHS 00eM Ha Jo3ara. I[osaTa TpSI6Ba Aa C€ mpuiara cCJaca TOYHO
OnpeAciIIHC Ha TCICCHATA MaCa Ha JXKUBOTHOTO. 3a TouHa AO3UPOBKaA € H606XOZ[I/IMO Ja C€ HM3II0JI3Ba
CIIPUHIIOBKA C MOoAXOoAsdlIa CKaJia (Hanp. CIIPUHIIOBKA 3a I/IHCYJ'II/IH).

HpI/I pecnrpaTopHa ACTIPECHUA MOXKE 1a CC U3T10JI3Ba HAJIOKCOH KaTO aHTHUAOT.

CroenmallHy OpeAna3Hyu MEPKH 3a JIMIA, TpUjiaraiy BeTePUHAPHOMEIUIIMHCKHS IPOAYKT Ha
JKMBOTHHTE

[IpenoTBpaTere cnyd4aifHOTO CaMOMHXKEKTUpaHe. 3a MPeANOoYUTaHe € J1a CE U3IMO0JI3Ba 3alllUTCHa Uria
JI0 MOMEHTa Ha WHXekTupanero. [Ipu ciiydaliHO caMOMH)KEKTHpaHe, He3a0aBHO Jia c€ MOThPCH
MEJIUIMHCKH CHBET, KaTO Ha JIEKaps c€ MPEe0CTaBy JIUCTOBKATa WM €TUKETa Ha MPOAYKTA.

HE HlO@HPAIZTE, T KaTO MOXE Ja HACTBIM CeNallMs, CBETOBBPTEK M jAe3opueHTauus. Karto
AHTUJOT MOXKE J]a CE M3I0JI3Ba OMOMACH aHTAarOHKUCT.

[IpenoTBpaTtere ciydailHus KOHTAaKT Ha MPOAYKTa C KOKaTa M ouuTe. B ciydail Ha momajaHe BbpXY
KOJKaTa WM OYHTE, BeJHAra N3IiakHeTe OOMIIHO C BOJA.

BpemeHHr u KbpMeEINU KeHU TpsOBa Jia MpuiaraT BETCPHHAPHOMEIUIIMHCKUS MPOIYKT C MOBUIICHO
BHHMAaHHE.

4.6 HebOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

BCHUYKHM BUAOBE JXUBOTHMU, 3A KOUTO E ITPEAHA3HAYEH ITPOJAYKTHT:
B MHOro penku ciyyan HHTpaMyCKYJTHOTO HHXEKTHPaHE MOXKe J1a Obie 00JIe3HEeHO.

KOHE

Haii-decto cpemanata HeOIarompusTHA Peakilus € JieKa aTaKCHus, KOSITO MOXe na Tpae oT 3 jgo 10
MUHYTH.

Jleka o cuiHa aTakcHsi MOXKE J1a HACTHIIM B KOMOWHAIUS C JETOMUIVH, HO KIIMHHYHUTE MTPOYyYBaHUS
MOKa3BaT, Y€ He BCEKU BT KOHETe Koadupat. HeoOxoaumo € fa ce cra3paT 0e30MacHy MPEBaHTUBHU
MEpKH, 3a JIa Ce IPEAOTBPaTH HapaHsBaHE.

B MHOTO penku cnyyan 6yTopdaHOIBT MOXKE a TPUIHMHHA HEOIATONMPUATHU PEaKIIUU IPU MOTHIIMTETA
Ha CTOMAITHOYPEBHUS TPaKT MPU KOHE, BBIPEKH Y€ HE ce HaOI0JaBa HaMaJISIBaHE Ha BPEMETO Ha
MpEeMUHABaHe TPe3 XPAHOCMIJIATEITHUS TPakT. Te3u epeKTH 3aBHCAT OT J[03aTa M ca MPEXOJHU U
MPEMUHABAT JICKO.

Muoro psgko OyropdaHOTBT MOXKE Ja TPUYMHSIBA EKCIUTAIMOHH JIOKOMOTOPHU edekTH
(mpemuHaBaHe).

[Ipu ynorpeba B xoMOuHaNus ¢ anda-aIpeHOPENENTOp arOHUCTH MHOTO PSIKO MOXE Ja CE TOSBH
JICTIPecHst Ha Kap IOMyIMOHAIHATA CUCTEMa, KOSITO B PEKH CITydan MOXKe J1a ObJIe CMBPTOHOCHA.

KYYETA

PHZ[KO ce C’LO6H_IaBa 3a MpEXoaHa aTaKCus, aHOPCKCUA U paBCTpOfICTBO.

B MHuOro PEAKU ClIydan MOKC Ia CC IMOSABU PCCIIMpPATOpHA U CbpJACUHA ACHPCCUA (HpOHBHBaH_Ia cec C
HaMaJIIBaHC Ha 4YeCToTaTa Ha JUIIAHC, BB3HMKBAHC Ha 6paz[1/11<ap):[1/1$[ 1 HaMaIsIBaHC Ha
JUACTOJIMYHOTO HaHHFaHe). CrenenTa Ha ACTIpCCHA 3aBHUCHU OT J03aTa. B MHuOro peaKu ciydyan MOXKE
Ja ce Ha6J'IIOZ[aBaT He6HaFOHpI/I${THI/I pCaKuuu MMpu MOTUJIUTCTA HAa XPAHOCMUJIATCIIHUSA TPAKT.

KOTKH
B MHOro penku ciaydam MoXxe Aa ce MOSBU pecliupaTopHa Jenpecus. MHOro psako O0yropgaHoIbT
MOXe€ Jja IPUYMHHU pas3apazHeHne, 0e3MOKOUCTBO, Ae30pUeHTAM, AUCHOPHS U MUpHA3a.

YecroTata Ha HEOIATONPUATHUTE PEAKLIUU CE OMPEIeNs Ype3 clieHaTa Kiacu(puKamus:

- MHOro uectu (moseue oT 1 Ha 10 Tperupanu >KWBOTHH, IPOSIBSIBAILK HEOMArONpPUATHH PEAKIIUH )

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

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

- penxu (moBeue ot 1, Ho mo-Manko ot 10 xuBotHU Ha 10,000 TpeTpaHu KUBOTHN)

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

4.7 VYmnorpeba nmo Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe
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bezonacHocrTa Ha BCTUPUHAPHOMCIUIIMHCKUA IMMPOAYKT HC € NOKa3aHa IO BpEMC Ha 6peMeHHOCT n
JJaKTamus. He ce MpCropbYBa MpUJIaraHeTo My 1o BpEeMcC Ha 6peMeHHOCT n JaKTalus.

4.8 BzamMmopeiicTBHe ¢ IPyr¥ BeTePUHAPHOMEIUIIHHCKH MPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHE

UznonzBanero Ha OyropdaHon B KOMOMHAIMS ¢ HIKOM ayia2-aIpeHOpeLenTop aroHuCTy (POMUPUANH
WIM JIETOMUIMH NPU KOHE, MEICTOMHIWH NMPH KydeTa M KOTKM) MMa CHHEPrudeH e(eKT, M3HCKBAIl
HaMaJISIBaHETO Ha J103aTa Ha OyTopdanona (Bux T. 4.9).

BytopdaHonbT € aHTUTYycHB M He TpsAOBa Ja ce M3IMO0JI3Ba B KOMOMHAIMS C €KCIEKTOPAHT, 3al0ToO
MOXE J]a c€ CTUTHE 10 HATPYINBaHE HA CEKPET B TUXaTEITHUTE IBTHILA.

Wmaiikn npeaBu] aHATarOHUCTUYHUTE XapaKTEPUCTHKM KbM ONWaTeH mu ([) penentop,
OyTop(haHOTBT MOXKE /2 BB3NPEMSITCTBA AHANTETUYHHUS e(EKT NMpH >KUBOTHH, KOUTO Bede ca Omim
JIEKYBaHU C arOHOCTH Ha omuaTeH mu ([) peuentop (MopduH/oKcUMOPUH).

EnnoBpeMeHHOTO M3ION3BaHE M HA JPYTH JACHPECaHTH Ha IeHTpajHaTa HEpBHA CUCTeMa OM MOTJIo 1a
yeunu edpekTute Ha OyropdaHoia, KOETO Hajlara Te3d MPOAYKTH Jla Cce HM3MON3BAaT C TOBHILEHO
BHUMaHue. [Ipy egHOBPEMEHHOTO MPHIOXKEHUE C TEe3H NPONYKTH, OyTopdaHombpT TpsbBa Ha € ¢
HamaleHa 703a.

4.9 Jlo3a 1 HAYMH HA IPWJIOXKEHHE

KOHE: cTporo nHTpaBeHO3HO MPHIIOKEHHE.

KYUYETA, KOTKHU: uHTpaBeHO03HO, MOJKOKHO HJIM HHTPAMYCKYJIHO MIPHIIOKEHHE.

WHTpaBeHO3HOTO TNpWIOKEHHE TpsiOBa Ja ce H3BbpIIBa 0aBHO, HE dYpe3 OBbp30 BIPHCKBAHE.
[ToBTOPHOTO MOAKOKHO WM HHTPAMYCKYIIHO MPHUIIOKEHUE TPIOBa 1a Ob/ie Ha pa3IMyHH MeCTa.

KOHE

Kato ananreruk:

Byropdanon camocrosiTesHo:

[Mpunaraiite B 1o3a 0,1 mg/kg TenecHa maca (T. M.), koeto orroBaps Ha jo3a 0,01 ml ot npomykra/kg
T. M., T.e. 1 ml/100 kg T. M. UHTpaBeHO3HO.

JlozaTa MOXe J1a ce MOBTOPH MpH HEOOXOIMMOCT. AHAJITETHYHUAT eeKT HAcThIBa 10 15 MHHYTH
cliesl IpUjIaranero.

Karo cenarus:

Byropdanon B komOMHANUSA ¢ 1eTOMHIHH XUIPOXJIOPHA:

[Ipunaraiite neroMmuanH xuapoxiopua B go3za 0,012 mg/kg T. M., uHTpaBeHo3HO. Ciiex 5 MUHYTH
npunoxere Oyropdanon B goza 0,025 mg/kg 1. M., Koero orrosaps Ha mo3a 0,0025 ml npoxykr/kg T.
M., T.e. 0,25 ml mpoxykt/100 kg T. M. HHTpaBEHO3HO.

Byropdanon B komOuHanus ¢ poMuduanH:

[Tpunaraiite pomupuaun B noza 0,04-0,12 mg/kg 1. M. uaTpaBeHo3Ho. Cren 5 MUHYTU NPUIIOKETE
oyropdanon B no3a 0,02 mg/kg T. M., koero orroBaps Ha no3a 0,002 ml mpoaykt/kg 1. M., T.e. 0,2 ml
nponykt/100 kg T. M. HHTpaBEHO3HO.

KYYETA

Karo ananreruk:

Byropdanon camocrosiTesHo:

[punaraiite B no3a 0,2-0,3 mg/kg T. M., koero orroBaps Ha go3a 0,02-0,03 ml or nponykra/kg 1. M.,
1.¢. 0,2-0,3 ml/10 kg T. M. MHTpPaBEHO3HO, MHTPAMYCKYJIHO WJIH TIOAKOKHO.

[lpunaraiite mpoaykra 15 MHHYTH TNpeau NPHUKIIOYBAHE Ha AaHECTE3WATa, 3a Jla CE MOCTHTHE
aHanTreTHyeH e eKT BbB (a3ara Ha Bb3CTAHOBSABAaHE. AHAITCTHUHUAT eeKT ce MOsABIABA B paMKHUTE Ha
15 MunyTH. 3a TPOXBIIKUTEHA aHANTE3UsI MOXKE J03aTa Jia ce MOBTapsl PH HEOOXOAUMOCT.

Karo cenarus:

Byropdanon B komOMHAIUSA ¢ MeIeTOMHANH:

[Ipunaraiite 6yropdanon B no3a 0,1 mg/kg 1. M., Koeto orroBaps Ha go3a 0,01 ml mpoxykt/kg T. M.
WHTPaBCHO3HO WM MHTpPaMycKyiaHo. HemocpeacTBeHo cien ToBa MNPHIOXKETE MEICTOMHUINH
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xunapoxaopua B goza 0,01-0,025 mg/kg T. M. HHTPAaBEHO3HO WJIM MHTPaMycKyJHO. J[BaTa mpoaykra
TpsiOBa Ja ce mpwiaraT OTAENHO, a HE B eIHa CHOpPUHLIOBKa (BMX Touka 6.2 OcHOBHHU
HECHBMECTUMOCTH).

[Ipeau 3amouBane Ha JedeOHaTa MpoLenypa u3dakaiTe 20 MUHYTH cJel IPUIIOKEHUETO 32
HACTBIIBaHE Ha HEOOXOAMMATa Celarusl.

3a BpBIIaHE OT aHACTE3Us, MPIIIOKEeTe aTuname3on B go3a 0,05-0,125 mg/kg 1. m. [IpubnusurenHo no
5 MHUHYTHU NAIMEHTHT 3aCTaBa B CTEPHAJIHA TO3UIINA U CIIE Olle 2 MUHYTH MallUEHTHT CE U3MPaBSL.

Karo npeanecreruk:

Byropdanon camocrosiTesHo:

[Ipunaraiite B no3a 0,1-0,2 mg/kg T. M., koero orroBaps Ha go3a 0,01-0,02 ml ot npoxgykra/kg 1. M.,
WHTPaBEHO3HO, HHTPaMYCKYJIHO HITH ITOIKOKHO.

[Ipunaraiite 15 MUHYTH ITpeay 3alI0YBaHE HAa aHECTE3UATA.

Kato cenatvB u npeaHecTeTHK — IpeMeArKanns Ha 6apOuTypaToBa aHECTE3Us:

ByTtopdanon B komOMHALHUS ¢ MeIeTOMHM/IMH:

[Ipunaraiite 6yropdanon B no3a 0,1 mg/kg 1. M., koero orroBaps Ha f03a 0,01 ml npoxaykr/kg T. M.
WHTPaBEHO3HO WM HHTpaMYCKyJIHO. HemocpeacTBeHo cien ToBa NpUIIOKETe MeAETOMUNH
xunapoxyaopua B go3a 0,01 mg/kg T. M. HHTpaBEHO3HO WJIM HHTPaMyCKyJIHO. /[BaTa mpomykra TpsioBa
Jla ce pujiaraT OTJENHO, a He B €lHa CIIPUHIOBKA (BIXK TOukKa 6.2 OCHOBHH HECHBMECTHMOCTH).

Karto gyacT OT aHecTeTHYHHS NPOTOKOJI:

Byropdanon B komOMHAIUS ¢ MeIeTOMH/IMH U KeTaMHUH:

[Ipunaraiite 6yropdanon B no3a 0,1 mg/kg 1. M., koeto orroBaps Ha go3a 0,01 ml mpoxykt/kg T. M.
WHTpaMycKyiIHO. HemocpeacTBeHo ciieq; ToBa MPHIIOKETE MEASTOMHANH XuApoxiopun B xo3a 0,025
mg/kg T. M. uHTpamycKynaHo. [IBaTa mpoxmykra TpsibBa Aa ce mpujaraT OTAEIHO, a HE B eIHa
CIpUHLIOBKA (BUX Touka 6.2 OCHOBHHM HecbBMecTHUMOCTH). Cien 15 MUHYTH NMpHIIOKeTe KETaMUH B
no3a 5 mg/kg T. M. HHTPaMyCKYIHO.

CepmanusiTa ¥ aHECTE3WATAa HACTHIBAT NPUOIM3HUTENHO 10 6 MUHYTH OT IIBPBOTO TPHIIOXKCHUE.
[Tpubnusutenno cnex 14 munytu ce ryom “pedal reflex”. Anecte3uara orurymsiBa NpuOIM3UTETHO
cien 53 MUHYTH cje]] IpUIaraHeTo Ha KeTaMiH — Bb3Bpbiua ce ~’pedal reflex”. B crepnanna nozumus
MAIMEHTHT Ce BPBIIA clie[ OKOIO 35 MUHYTH U ClieA olle 36 MUHYTH NalMeHThT ce U3MpPaBsl.

3a W3nMM3aHEe OT aHecTe3WATa cjel M3IMOJA3BAaHETO Ha KoMmMOuHamus OyTopdaHoI-MeneTOMUHIMH-
KETaMHH He ce MpenopbyBa ynorpedaTa Ha aTUIaMe307l.

KOTKHU

Kato npeponepanroneH aHalreTuk:

Byropdanon camocrosiTesHo:

[Mpunaraiite B no3a 0,4 mg/kg T. M., Koero orroBaps Ha no3a 0,04 ml or nmpoxykra/kg 1. M., T.e. 0,2 ml
/5 kg T. M. MHTPaMyCKYJIHO WJIH TOAKOXKHO.

[Ipn w3non3BaHe Ha MHTPAaBEHO3HA MHAYKLUS 3a aHeCTe3us, mnpwiaraidte OyTtopdanon
MpeaBapuTenHo, 15-30 MUHYTH peAn HHAYLUPALUS areHT.

[Ipy w3mon3BaHe Ha WMHTPaMYyCKyJdHAa HMHIYKIHUS 3a aHecTe3usTa (anernpoMasuH-KeTaMUH WIN
KCUJIa3WH-KeTaMHH), Tpuiaraiite 0yropQaHon mpeaBapUTENHO 5 MUHYTH MpEIN MHKEKTUPAHETO Ha
aHecTeTHkKa. Bpemero Ha mpoOykaaHe He ce HapyIaBa ¢ yrnorpedara Ha OyTophaHod.

Kato crnenonepannoneH aHeCTETHK:

Humpamyckynno, nookoxycno npunoxcenue: Ilpunaraiite 6yropdanon camocrostenso B goza 0,4
mg/kg T. M., koero otroBaps Ha go3a 0,04 ml or mpogykra/kg T. M., T.e. 0,2 ml /5 kg T. M. mOIKOXKHO
WM UHTPAMYCKYJITHO.

Humpaeenosno npunoycenue: llpunaraiite 6yropdanon camocrostenHo B no3a 0,1 mg/kg 1. M.,
koeto orrosaps Ha no3a 0,01 ml ot mpoxykra/kg T. M., T.e. 0,05 ml/5 kg T. M. UHTpaBEeHO3HO.
[Ipunaraiite 15 MUHYTH NIpeay MIIAaHUPAHUA Kpald HA aHECTE3HATA.

Karo cegarus:

ByTtopdanon B koMOMHALMS ¢ MeIeTOMHU/IMH:

[Ipunaraiite 6yropdanon B no3a 0,4 mg/kg 1. M., koero orroBaps Ha f03a 0,04 ml npoxaykr/kg T. M.
WHTPaMyCKYJTHO WJIH MOJKOXHO. HemocpeacTBeHo e ToBa MPHIIOKETE MEAETOMUINH XHAPOXJIOPHL
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B mo3a 0,05 mg/kg T. M. HIHTPaMyCKYITHO WJIH IMOAKOXHO. J[BaTa mpomykTa TpsOBa J1a ce mpuiiarat
OTJIEITHO, & HE B €JHA CIIPUHIIOBKA (BIK Touka 6.2 OCHOBHH HECHBMECTUMOCTH ).

[Ipu xupyprudHo 3aIMBaHe Ha paHH TPSIOBA Ja Ce M3MOJI3BA JIOKATHA aHECTE3H.

3a u3nMM3aHE OT aHeCTe3us C MEACTOMHIWH Tpuiioxkere atumame3on B go3za 0,125 mg/kg 1. m.
[Mpubnu3utenHo cieq 4 MUHYTH MalMEHTHT 3aCTaBa B CTEPHAIHA TIO3MIMS W CIIeA omle | MuHyTa
MalUEHTHT CE U3MPAaBSL.

Karo gyacT OT aHecTeTHYHHS NPOTOKOJI:

Byropdanon B komOMHAIUS ¢ MeIeTOMH/IMH U KeTaMHUH:

Hnmpagenosno npunoscenue:

[Ipunaraiite 6yropdanon B noza 0,1 mg/kg T. M., koero orrosaps Ha no3a 0,01 ml mponykt/kg T. m.
WHTpaBeHO3HO. HemocpeacTBeHo ciiel; TOBa MPHIIOXKETE MENETOMUIMH Xuupoxiopua B goza 0,04
mg/kg T. M. UHTPaBEHO3HO U KeTaMuH B g03a 1,25-2,5 mg/kg T. M. HHTpaBEHO3HO, KETAMUHBT TPsIOBa
Ila ce 1o3upa cropen edekra, 3a Ja ce MOCTUTHE aJeKBaTHa MHAYKIHS W JbJIO0YMHA HA aHECTE3Hsl.
JBata mpoaykTta TpsiOBa Ja ce mpuijaraT OTAENHO, a He B eJHa CIPUHIIOBKA (BHXK Touka 6.2 OCHOBHU
HECHBMECTUMOCTH).

[MarmeHTHT Nsira 2-3 MUHYTH Cllell MPHJIOKEHUETO, HO YECTO MOYTH BeAHAra ciiell MHXKEKTUPaHe C
keramuH. [Ipubnusutenno cinen 3 muHytun ce ryom “pedal reflex”. 3a m3nuzaHe oT aHecTe3Hs ¢
MEIEeTOMHUIMH Mpuiokere arunameson B go3a 0,2 mg/kg 1. m. [Ipubmusutenno ciex 2 MUHYTH ce
obnoBsiBa ’pedal reflex”, maMeHTHT € B CTEpHANHA MO3ULHMA CJIEA OKOJIO 6 MUHYTH U ciex ome 18
MUHYTH NAIlMEHTHT CE U3MpPaBsl.

Humpamyckynno npunodcenue:

[Ipunaraiite 6yropdanon B noza 0,4 mg/kg T. M., koero orroBaps Ha no3a 0,04 ml nponykt/kg T. m.
WHTpaMycKyinHO. HemocpencTseHo cien ToBa NpUIIOKETe MEACTOMUANH Xuapoxiuopua B noza 0,08
mg/kg T. M. HHTPaMYCKYJIHO M KeTaMuH B ja03a 5 mg/kg T. M. uHTpamyckynHo. J[BaTta mpoayKTa
TpsiOBa Ja ce mpwiaraT OTAENHO, a HE B eIHa CHOpPUHLIOBKa (BMX Touka 6.2 OcHOBHHU
HECHBMECTUMOCTH).

HacTpnBanero Ha BB3IEHCTBHETO M BB3CTAHOBSIBAHETO 3aBUCAT OT IPHUIIOKEHATa 1032 KETaMUH.
[NarmeHTsT Nsira 10 1 MUHYTa, BKIIOUATENHO 3ary0a Ha “pedal reflex”. be3 nombiaauTenHa Menukanus
aHecTe3nATa NpoabKaBa 10 60 MUHYTH, Cliefl KOETO >KMBOTHOTO 3aIll0YBa J1a CE€ BPbIA B CTEpHAIHA
no3uuus. [lanueHTsT ce nsnpass B paMmkute Ha 70-83 MuUHYTH. 3a U3IHM3aHE OT AaHECTETUYHHUS eeKT
Ha MEICTOMUIMHA, TPAOBa Ja ce MpUIoKH atuname3on B po3a oT 0,1 mg/kg T. m. [Ipubnusnrenno
cien 4 munyTH ce o0HoBsBa ~pedal reflex”, manueHTHT € B CTEpHATIHA MO3ULUS CIIE OKOIO 7 MUHYTH
U cnef omie 18 MUHYTH MallMEHTHT CE U3MPABSL.

KamaukaTta Mmoxxe n1a ce mpobruBa MakcuMaHo 50 bTH.
4.10 IIpemo3dupane (CHMIITOMM, CHIEIIHA MEPKH, AHTU/IOTH), AKO € HeOOX0TUMO

Haii-3aaunmoTo MOCICACTBUC HA MPEAO3UPAHCTO € pCCUpaTopHa ACHIPCCUs. HOZ[XOZ[HH_I AHTHUOO0T Ca
AHTAarOHUCTUTC HAa OITMOUAHUTC PCLCIITOPU (Hanp. HaJ'IOKCOH).

ATHuImaMe3onsT € noaxonadall aHTUAOT IpU ONpCaAO3upaHe C KOM6I/IHaLII/I$I, IIpU KOATO 6YTOp(1)aHOJ'I ce
H3I10J13Ba 3a€JHO C arOHMCTH Ha (x2—a):[peHeprI/1qHI/1Te peucnTopu (Hanp. KCHJIa3WH, MCZ[CTOMI/IZ[I/IH), C
HU3KIIIOYCHUC Ha HWHTPAMYCKYJIHOTO IIPUIIOKCHHUEC Ha KOM6I/IHaLII/I$ITa 6YTOp(1)aHOJ'I—MeZ[eTOMI/IZ[I/IH—
KCTaMUH IIpU Ky4CTa.

4.11 KapeHTHH cpoKoBe

Korne:

Meco 1 BBTpEIIHU OpTaHu: Hyja JHU.
Musiko: Hy”na 4Jaca.

5. GOAPMAKOJOTNYHU OCOBEHOCTH

dapmakoTepaneBTHYHA IpyNa: aHaJITeTHIIN, JePUBATH Ha MOp(HHA.
Berepunapromenuunacku Anatomo-TepaneBtrueH Koa: QNO2AFO1.

5.1 ®apmakoAMHAMMYHH CBOlicTBA
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[MponykTsT chabpka OyTOopdaHON, ONMUOWI, IEHTPATHO JCSHCTBAIl AHAITETUK. ByTopdaHombT
MPUHAUICKN KbM TpylaTa Ha arOHUCTUTE W aHTarOHHCTUTE. AHANTETHYHUAT eekT ¢ 4-7 mbTH Io-
TOJISIM OT JISHCTBUETO Ha MOp()HHA M HAPKOTUYHO-aHTATOHUCTHYHATA aKTHBHOCT OoTroBaps Ha 1/40 ot
JISHCTBUETO HA HAJIOKCOHA. AHAITETUYHATA aKTUBHOCT 3aBHCHU OT JI03aTa, MPU KOHETE JEHCTBUETO €
15-90 munyTH.

B komMOuwHanus ¢ MEOSTOMHUAWH, JCTOMHUIWUH Wid poMudumuH, OyTropdhaHOIBT MOIIIOMAra
HACTBIIBAHETO Ha AbJI00Ka cemarus. [logxomsi e 3a mpeaonepaioHHa aHAITE3Us TIPS aHECTE3H C
Pa3IUYHU MPOAYKTU. BBB BHCOKHM J03M MOXeE J1a c€ HAaONro1aBa JISNpecs Ha JUINAHETO, CleBaHa OT
KapJMOBaCKyJapHa JICTPECHsl.

5.2 ®apMakoKHHETMYHH 0COOEHOCTH

[Ipu KoHeTe cliex HHTPABEHO3HO NMPUIIOKEHHE OyTOppaHOIBT MMa BUCOK KIHpPBHC (cpenHo 1,3 L/gac
kg). ma xpaTbk nepuon Ha nomypasnan (cpequo <1 vac), Koero mokassa, ue 97% ot qozata me 0b1e
OT/IEeTICHA CIIe]l MHTPaBEHO3HOTO MPHIIOKEHUE CPEeTHO 3a TI0-MaJIKO OT 5 yaca.

[Ipu kydera ciien MHTPaMyCKyJHO MpHIOXeHHE OyTopdaHONBT MMa BHUCOK KIUpPBHC (cpegHo 3,5
L/gac kg). Ima xpaTbk neproa Ha nomypasnaj (cpegHo <2 yaca), KOETO MoKa3Ba, 4ye 97% oT po3ata
me ObAe OTAeTCHa Clie[ HHTPaMYCKYJIHOTO MPHIOKEHHWE CpegHo 3a mo-Manko or 10 waca.
dapmMakOKMHETHKATA [P MTOBTOPHA J03a U CJIE HHTPABEHO3HO MPHJIOKEHUE HE € TPOYyYeHa.

[Ipu koTkm OyTopdaHONBT cien cCyOKyTaHHO NMpUIOKeHHe nMa HUCBHK KiaupbHC (<1320 ml/kg gac).
Hma oTHOCHTENHO ABIBI NIEpUO] Ha NoTypasnaz (0koso 6 yac), KoeTo okasBa, 4e 97% ot nozata me
Obae otaeneHa npubau3uTenHo 3a 30 yaca. GapMakoKHHETHKATa IPH MOBTOPHA 7032 HE € MPOYyYeHa.
ByropdanonbT 3HaunTENHO ce MeTabonu3upa B YepHUS Apo0 u ce oTAeis ¢ ypuHata. O0eMbT Ha
pasmnpeneneHue e rojsiM, KOeTo MpeArnoiara MHUPoKo pa3npoCcTpaHeHNE B ThKaHHTE.

6. DPAPMALEBTUHYHHU OCOBEHOCTH
6.1 Crnucbk Ha eKCOMITHEHTHTE

Hatpues uutpat quxuapar

Hatpues xnopun

JluMoHeHa KucennHa, MOHOXHIPAT
Bbenseronnym-xmnopup

Bopna 3a umxekunn

6.2 OCHOBHH HECHLBMECTHMOCTH

HpI/I JIMTICAa Ha JAaHHU 3a CbBMCCTUMOCT, TO3U BECTCPUHAPHOMCIUIIMHCKU IPOAYKT HE TpSI6Ba Ja 6’[,[[6
CMCCBAH C JPpYyTrd BCTCPUHAPHOMCIUITUHCKHU TMIPOAYKTH.

6.3 Cpoxk Ha romHoct

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 2 TOOWHU.
CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA IITbPBUYHATA OITAKOBKA: 28 JHH.

6.4 CrnenuanHu ycJI0BHA 32 CbXpaHEHHe HA MPOAYKTA

To3u BCTCPUHAPHOMCAUIIMHCKHA MMPOAYKT HC M3MCKBA HUKAKBH CIICLIUATIHHU YCJIOBUSA 3da ChbXPAHCHUC.
I[a CC a3y OT IIpdKa CJIbHYCBA CBCTJIIMHA.

6.5 Bwuau cbcraB HAa NBPBHYHATA ONTAKOBKA
®nakoH oT npo3pauHo cTekiI0 (Tul I ot 10 ml) ¢ mpobuBamia ce XJIOpOOYTHI KayqyKOBa 3aIymuaika u
aTyMHHHEBA Kalayka, B KApTOHEHA KyTHS.

Pa3mep Ha omakoBkaTa: 1 x 10 ml.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHEC HA HEU3IOJA3BAH IPOAYKT HJIH OCTATHIU OT HEI'0
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Bceku HensnomsBax BCTCPUHAPHOMCAUILIMHCKHA MMPOAYKT HUJIK OCTAThLH OT HEI'O TpSI6Ba Ja 6’LI[aT
YHUIIOKCHU B CbOTBCTCTBUEC C UBUCKBAHNATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. HPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Bioveta a. s.

Komenského 212/12

683 23 Ivanovice na Hané
Czech Republic

tel: 00420 517 318 500
e-mail: registrace(@bioveta.cz

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-2817

9. JATA HA ITbPBOTO U3JABAHE/IIOJJHOBABAHE HA JIMIITEH3A 3A
YIIOTPEBA

Jlata Ha IBPBOTO M3/IaBaHE Ha JIMIEH3 3a yroTpeba: 11/06/2018
Jlata Ha IOCNIEIHOTO MOAHOBSIBAHE HA JIUIIEH3 3a ynmoTpebda: 20/05/2021

10. JATA HA INOCJIEJHATA PEJAKIIUSA HA TEKCTA
05/2021
3ABPAHA 3A ITPOJAXKBA, CHABJIAIBAHE U/NJIA YIIOTPEBA

Camo 3a BCTCPUHAPHOMCIUIIMHCKA y1'[0Tp66a.
I[a CC OTIIYCKa CaMo I10 JICKapCKO MpCAININCaHuc.

HU3ITBJIHATEJIEH IHPEKTOP
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