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MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

AHakeT- HH)XEKIIMOHEH Pa3TBOP
Anaket - injectable solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 ml cpabpxa:
AKTHBHa CyOCTaHIUs:
Ketamine hydrochloride 100.0 mg

ExcuunuenTu:
Benzethonium Chloride
Bopa 3a nmxeximmn

3a IBJIHUA CHUCHK HA EKCLMIIMEHTUTE, BUXK T. 6.1.

3. DAPMALIEBTUYHA ®OPMA

HnxekuuoHeH pa3TBop.

4. KJIMHUYHU JAHHHU

4.1 Bwupose :KUBOTHM, 32 KOUTO e npegHa3Haved BMII

Komne, rosena, oBlie, K03, CBUHE, Ky4eTa U KOTKH.

4.2 TepaneBTHYHHU NNOKA3aHUS, ONPeAeICHH 32 OTACJHUTE BUI0BE sKHBOTHH

- KparkoTpaiina aHecTe3usi 3a JMarHOCTUYHU M MAJIKU XUPYPTHYECKH HHTEPBEHLIUH, KAKTO U IIPH
Oome3HeHa Tepanus;
- [Ipemeaukanus npu o0111a aHECTE3MSI IPEAH OTIEPAITHSL.

4.3 IIpoTuBOmOKA3aHUA

[la He ce U3M0M3Ba IPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMS WM KbM HSAKOH OT
EKCIUIAEHTHUTE.

Jla He ce M3I0JI3Ba MIPH )KUBOTHHU ChC CHJIHA ChPJIEYHA IEKOMIICHCAIHS, BHCOKO KPBBHO HaJIATaHe,
1epeOpOBacKyIapHU WHCYITH U HAPYIIEHU YePHOAPOOHH HiIH OBOpEeYHN (yHKITHH.

[a He ce M3M0II3Ba MPU eKJIAMIICHS, IPEEKIaMIICUs Ha paprHKca, JapUHKCA WK OPOHXUAITHOTO
IBPBO (aKO HE € OCUTYpEHa I0CTaThYHA PeaKcalysl Ype3 U3I0I3BaHe Ha MHOPEIaKCaHT,
WHTYOAIusITa € 33IbJDKATEITHA).

4.4 Cneuna.mm npeamnasii MEPKU 3a BCEKH BU/I )KUBOTHH, 324 KOUTO € MIPpEeAHA3HAYCH BMII

[Ipu xydeTa KETaMHHBT MOXKE J]a IPUIHHU MMOBHUIIABAHE HA BhTPEOYHOTO HAJISTAHE.

IoBumieH edexr:

BB3MOXHO € J1a ce IPOSIBY P MITa U KUBOTHH, JTBJIKAI CE HA OHTOTCHETHYHATA
MOHIKEHAAKTUBHOCT (HOpMaJTHATA aKTHBHOCT Ha METaOOJIMTHUTE EH3UMH CE JIOCTUTA Ha BB3PacT 2-3
Mmecerna). [IpenoppuBa ce mpmoxkeHueTo Ha 25-50% ot HopMaiiHaTa /1032 (0COOEHO MPU MAJIKH
Ky4eHIa).

OrpaHuyeH eqeKT:

YckopeH MeTaboIM3pM Ha KeTaMUHA CE€ WHAYIMPA OT TECTUIUAN, XePOUIIUAY U APYTU TOKCUIHH 32
OKOJIHATA cpejia CheTUHEHUS (XJIOPUPAHU BBIIIEBOIOPOIH, XEKCAXJIOPOSH30IIH) Upe3 BIUSHUE BHPXY




MUKpO30MaTHHATE eH3UMH. KOTKHTE ca Mo-CKIIOHHU /1a pe30pOnupar 3HaYUTeTH! KOJMYeCcTBa
TOKCHYHU 32 PUPOJaTa CyOCTaHIINY B CPaBHEHUE C APYTUTE )KUBOTHH (JIOBEHE HA MUILIKH, OJTM3aHe
Ha Ko3uHarta). [IToBTOPHOTO aruMIupane mpe3 KpaTku HHTEPBAIH MOKE JIa IPEIU3BUKA MO-0bP30
pasrpaxaaHe Ha KeTaMUHa.

4.5 CroenuajJHU Npeana3Hu MepKH Npu ynorpeda

CrenyaiHy npeana3Hi MepKH 3a KUBOTHHTE MPH YIIOTpedaTa Ha IPOIyKTa

KeramMuHbT, KaTO MHOTO €(DEKTHBEH aHECTETUK TPSIOBa Jia Ce MpUiiara B ChOTBETCTBUE C MIPUHITUITUTE
Ha aHecTe3noyorusaTa. [Ipu OTHOCUTENTHO Wi a0COIOTHO TPEA03UpaHe MOXKE J1a CE MOSBU alHoe.
[Ipu xkoMOuHHMpaHe ¢ APyTy NPOAYKTH TPSOBa J1a ce CHOMI0AABAT U CIa3BaT CTPUKTHO YKa3aHUTA,
BKIIFOUCHH B KpaTKaTa XapaKTePUCTHKA, 0COOCHO MOCOYCHHUTE J03H U HAYWH HA MIPUIIOKEHUE U
HEOJIArONPUATHU PEaKIINU.

IloaroroBka npeau onepanys:

3a meprox ot noHe 10 gaca npeau aHecTe3us ¢ KETaMUH )KHBOTHOTO HE TPSAOBa 1a ce XpaHU (OTHACS
Ce 3a BCUYKH aHECTETUIM). MoraT Jja ce U3I0JI3BaT MHXUOUPAII CEKPEIUsITa CyOCTaHIIMN KaTo
aTporuH (TIpermopbyuBa ce 0COOEHO MPH KydeTa U KOTKK). TpssOBa 1a ce mpekpaTH eBEHTyalTHaTa
ynorpeba Ha MPOAYKTH C a[peHEPTUIHO JCUCTBHUE, 3al[0TO MOXKE JIa C€ TIOSIBY MTOBHUINIABaHE Ha
KPBHBHOTO HaJISTaHE.

Ilepuon Ha aHecTe3usL:

IIpn keTaMHHOBaTa aHECTE3MSI OUMTE HA MAI[UEHTUTE Ca OTBOPEHH. 3a MPEANa3BaHETO UM OT
W3CHXBaHE MPH MPOABIDKUTEIHA IPOIISAyPHU TPSOBA J1a Ce MpUIaraT OYHU YHTBEHTH.

Ilepuon Ha BB3CTAHOBSIBAHE:

Bb3cTaHoBsABaHETO clies aHECTe3Hs € 0e3MpoOIEMHO, aKO JKHBOTHOTO He ce 0e3IMOKON Upe3 IIyM TN
BHe3armHO ABrokeHHe. dDa3ara Ha BH3CTAHOBSBAHE € yIBDKEHA - 3aBBPINBA HAIBJIHO Clied 2 daca, a
MOHSKOTa W MO-KbCHO. [Ipy KydeTa Morar psjaKo Ja ce HaONI0JaBaT ChCTOSIHHS Ha MCUXOMOTOpPHA
BB30yZa C BUCHE.

CHCLII/IaJ'IHI/I Opéanasiy MCPKH 3a JMIiaTa, Impujaraimy BETCPUHAPHOMCANIIMHCKHSA NTPOAYKT Ha JKXUBOTHHUTC

[Ipu cnyuaitHO caMOMH)KEKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA WJIM €TUKETA Ha MPOAYKTA.

4.6 HebaaronpusiTHu peakuuu (4eCTOTA U BAJKHOCT)

[lonsikora Moratr ga ce NPOABAT IOBUIIEH MYCKYJEH TOHYC (ABJDKAl] CE Ha BIMSHHUE BBPXY
eKCTpanupamMuIalHaTa CUCTeMa), PAAKO TaXWKapAWd, MOBUIIEHO KPHBHO HAJTaHE M caluBanus (B
pe3yaTar Ha CTUMyJauusi Ha MO3bUHHUS CTBOJ). KakTo mpu BCHYKK aHECTETHMLM M HApKOTHLHU €
BB3MOXHO /12 HACTBIIM CMBPT NPH yNoTpeda Ha KETaMUH, BBIPEKU NPABHIHOTO MY IPHIIOKEHHE.
EnHoBpeMeHHO ¢ KeTaMUHOBUS e(DeKT MOXKe Jia ce HaOIltoJaBa JBUraTelHa Bbh30y1a, OTBOPCHU OYH,
HUCTarMyc, MUpHa3a, KakTo M IOBHUIIEHA YyBCTBHUTEIHOCT KbM 3BYKOBH ApPA3HEHHUsS IO BpeMe Ha
AHECTE3MATA U Ha Bb3CTAHOBUTETHHMS IEPHOJ,.

4.7 ¥Ymnorpeba no Bpeme Ha OpeMEeHHOCT, JAKTAIUS WIHN slleHOCeHe

Bbpemennocrt:
KeTamMuabT mpeMrHaBa IarieHTapHaTa 6apuepa, mopajan KoeTo ce IMpuiara caMo ciie] mpereHka

HOJ'IBa/pI/ICK OT OTrOBOpPHUSA BETCPUHAPCH JICKAp. To3u MMPOAYKT HC CC IMpwWjiara B I€pruoga OKoJIo
PaXKAaHCTO.

JlakTamms:
Mosxe na ce mpuiiara 1o BpeMe Ha JIaKTalusl.

4.8 B3aumopeiicTBHe ¢ APYTd BeTePUHAPHOMETUIITMHCKH MPOAYKTH U APYru (popMHU Ha
B3auUMoOJeHcTBHE



HeBpOHeHTaHaJIFCTI/IHI/ITC, TPAaHKBUJIAHTUTE U XJIOpaM(bCHI/IKOJTbT 3aCHIBaT KCTaMHUHOBATa aHCCTC3HA.
Bap61/1TypaTI/I U OoInuMatu Moratr naa YyAbJDKAT Bb3CTAHOBUTCIHUSA TICPUOUI. E,Z[HOBpeMCHHOTO
IMMPUIJIOKCHUC HA CIIa3MOJJIMTUIIM UHTPABCHO3HO MOXKEC J1a MPCAN3BHKA KOJIAIIC.

4.9 Jlo3a u HAYHUH HA MPUJIOKeHHE

KeramuuoBuAT edekr Moke ma ObIe BHAOBO W HHAWBHAYAHO pasjindeH (OTHACS Ce 3a BCHYUKH
AHECTETHIIN) M 3aTOBA CE MPENOpPhUBA AJalTHpPaHe Ha J03aTa. Y Ib/DKaBaHe Ha e(eKTa € BB3MOXKHO
Yype3 MOBTOPHO MHKEKTUPAHE HA CBEHTYAIHO peIylMpaHa HavyalHa J103a.

[IpunoXKeHneTo € BB3MOXKHO HHTPAMYCKYJIHO WJIM HHTPABEHO3HO, a MPH KOTKM OCBEH TOBAa M
IIOJKOXKHO.

IIpu BB3pACTHH CEIICKOCTOMAHCKH YKUBOTHHU CE PENOPHYBA HHTPABCHO3HO HHKECKTHPAHE.

3abenexka:

IIpu MHOTO GOJIE3HEHN M TPOIBIKUTETHN XUPYPIrUUECKH HWHTEPBEHIINH, KAKTO M 3a TOAIbpIKaHEe Ha
aHeCcTe3nATa € HEOOXOOMMO KOMOWHHpAHe C WHKEKTHBHHM WM WHXAJIATHBHH aHECTETHUIM. IIpH
HEOOXOMUMOCT OT MYCKYJHA pefiakcanusi 3a XHUPYPrHYeCKd MPOIeAypu TpsOBa Ja ce MPUIOKAT
MHOpPETaKCaHTH. 3a 3aCHBaHE Ha aHECTE3UATa WM yAbDKaBaHe Ha ePeKkTa, KETAMHHBT MOXKE Jla Ce
KOMOWHMpa €  0O- aroHMCTH  (HampuMep  JE€TOMHUAWH,  MEIETOMHIWH),  aHECTETHIIH,
HEBPOJICIITAHAITCTUIIN, TPAHKBUIAHTH U UHXATAIIMOHHN HAPKOTHUIIH.

Kone

CenaTtuBHaTa IpeMeIUKaLs € a0COIIOTHO HEOOX0AMMa 3a JOCTaThUeH aHEeCTETHUEH e(EeKT.
Heromuaun 20 pg/ kg T.M. i.v./ im.

Cnen 15-30 muH:

Keramun 1-2 mg/kg .M. 6Bp30 i.v. (AHakeT 1-2 ml/100 kg T.M.)

Criexr MHXKEKTUPaHE KOHAT JIATa CAaMOCTOSTENIHO 0e3 moMoIl. AKo € HeoOXoauMa M3pa3eHa MyCKyJTHa
perakcaus MOXKe Ja ce NPHIOKHU TBaiieHe3WH NpH MosiBa HAa IbPBUTE CHMITOMH Ha IMOHWKCH
MYCKYJICH TOHYC.

3a kpatkoTpaitna anecte3us (15-20 MuUHYTH)
Kcunazun 0.6 — 1.1 mg/kg T.M. 1.v.

Crnen 5 - 10 MmunyTH

Keramun 2 mg/ kg 1.M. i.v. (Anaker 2 ml/100kg T.Mm.)

T'oBena

CenaTuBHa TpeMeAUKAIMs Ce NpernopbyuBa C IIed M30sArBaHe HAa HEKOHTPOJIMPAHOTO JIATaHE W Ha
BBb3MOXKHH CHMITOMH Ha Bb30yJa WM 3a NOTCHIHMpaH e(eKT Ha aHecTe3usAra. 3a M30ArBaHe Ha
XUIOKCHSI B PE3YJITAT Ha JIATEPAIHO WM JIOP3ATHO JIeKAHE MOXKE Jia Ce MPWIOKH KHCIOPOJ 4pe3
Ha3aJeH KaTeThp.

Heromuaun 10 — 30 pg/kg .M. 1.v./ im.

Crnen 15 - 30 muryTH:

Keramun 1-2 mg/kg T.m. i.v. (Anaker 1-2 ml/100 kg 1.m.)

3a 1o-j1eka XUPYPruyHa HHTCPBCHITHS:
Kcunasun: 0.3 mg/kg T.m. 1.v.

Crnen 3-5 munHyTH:
Keramun 2 mg/kg T.m. i.v. (Anaker 2 ml/100 kg T.Mm.)

OBue, K031

CamocrosTenHa ynorpeba:

Keramun 10 — 20 mg/kg T.m. i.m./i.v. (Anaket 1 - 2 ml/10 kg T.M.)

3a yovasrcasane na napkomuunus eghpexm:

[loBTopHO MHXKeKkTHpaHe oT 6 mg/kg T.M. keTamuH i.m./i.v. (AHaket 0.6 ml/10 kg T.m.)

Csune
Camocrostenna yrnorpeoda:




Keramun 5 - 10 mg/kg T.m. i.m./i.v. (Anaker 0.5 - 1 ml/10 kg T.m.)

Kombunnpana ynorpe0a:
Keramun 10 —15 mg/kg T.m. i.m./i.v. (AHaker 1-1.5 ml/10 kg T.m.) u 2 mg/kg T.M. A3anepoH

Kyuera
KetamunbT He MOXe J1a c€ M3MOI3Ba CAMOCTOSITENIHO MPU Ky4deTa, Thi KAaTo MPEeAu3BUKBA MOBUIICH
MYCKYJIEH TOHYC M HEKOOPAMHHUPAHH TBUKCHHUS.

KomOuHMpaHo mpuiioKeHne 33 KPaTKOTPAHHN XUPYPIHUSCKH MHTEPBEHIMHU (aHecTe3ns okono 30-60
MUHYTH):

Meneromunut 40 - 60 ug/kg T.m. i.m./i.v.

Cnen 10-20 MmunyTH:

Keramun 2 - 4 mg/kg T.M. i.m./i.v. (Anaker 0.2-0.4 ml/10 kg T.m.)

WIN:

Kcunasun 2 mg/kg .M. i.m. u keramuH 5 -10 mg/kg T.m. i.m. (Anaket 0.5 — 1 ml/10 kg T.M.)

3a u30sireaHe Ha Bb3MOXKHA B30y, IBJIKAIIA CE HA KCHIa3UH:

Huaszenam 0.1 mg/kg T.M. 1.v. MOXKe J1a Obae nmpuiokeH 10 MUHYTH IPEIBAPUTEIIHO.

KomOuHmnpano npuioxeHue 3a NpoAbIDKUTEIHNA XUPYPIUIeCKH Npoueaypu (aHecresus > 1 yac):
Meneromunun 20 - 40 ug/kg T.m. i.m./i.v.

Crmen 10 - 20 MuHyTH:

Keramun 8 — 10 mg/kg T.M. i.m./i.v. (Anaket 0.8 - 1 ml/10 kg T.m.)

Korku
CamocrosTenHaTa yroTpeda Ha KEeTaMUH € Bb3MOXKHA, HO C€ MPEenophyBa KOMOWHUpaHa aHECTE3US 3a
M30sTBaHE HA HEOIArOMPUSTHA ICUXOMOTOPHHU €(PEKTH.

CamocrodTenHa ynorpeoba:
3a KpaTKOTpaHU XUPYPIUIECKHU MPOLEAYPH U 32 MAJIKO 00JIe3HEHH HHTCPBCHIIHIH:
Keramun 10-20 mg/kg T.M. 1.v./im. (Anaket 0.5 — 1 ml/5 kg T.m.)

3a mo-00J1e3HEHN XUPYPTrUYECKH MPOIIEAYPH:
Keramun 20 - 30 mg/kg T.m.i.v./i.m. (Anaker 1 — 1.5 ml/5 kg T.m.)

3a TeXKKH XUPYPrUYECKU POLEYpPU:
Keramun 30-40 mg/kg .M. i.v./i.m. (Anakert 1.5 - 2 ml/5 kg T.M.)

Kombunupana ymorpeba (anectesus < 1 gac):
Meneromunun 80 - 100 pg/kg T.M. i.m.

Crnen 10 - 20 MunyTH:
Keramun 5 - 7.5 mg/kg T.M. i.m. (Anaket 0.25 - 0.4 ml/5 kg T.m.) wiu kcunasud 2 mg/kg T.M. s.c. U
keramuH 10 mg/kg T.m. s.c. (Anaker 0.5 ml/5 kg T.m.)

4.10 IIpemo3upane (CHMITOMM, CEIIHU MEPKH, AHTHI0TH), AKO € He00X0TUMO

IIperopbuanata J03UpOBKAa TpssOBa Ja ce TpWiara HE3aBUCHMO OT OTHOCHTEIHO IIIHPOKaTa
ToJiepaHTHOCT. [Ipu mpeno3upaHe € BB3MOXKHO Ja Ce MPOsABAT BBH30y/Ja Ha IEHTpalHAaTa HEPBHA
cUCTeMa, CIIa3MH, PECITUPATOPHHU Tapaiu3d M ChpaeuHa apuTMusi. CriasMuTe MOTaT J1a ce OJIOKUpaT
upe3 OEH30/IMa3eMUHHU.

IIpeno3upaneTo MoXe J1a TOBEJAC MO MOTHCKAHE Ha JUINAHETO. B TakbB ciiydail € 3a mpeArnoYrUTaHe
M3I0JI3BAHETO Ha M3KYCTBEHO IHWINAHE, MacaX Ha TPHIAHMSA KOII U MOJaBaHe Ha KUCIopozd. Tosa e mo-
e(heKTHBHO B CPaBHEHME C MPUI0KEHHUETO HA aHAJIETITHIIH.

4.11 KapeHTHH CpOKOBe

Meco 1 BbTpEIIHN OpraHu: HyJla THU.



Muisiko:_Hyna IHH.
5. GOAPMAKOJIOI'NMYHHU OCOBEHOCTHA

dapmakoTeparneBTH4HA rpyna: 00K aHECTETUIIH.
Berepunapunomenummacku Anatomo-TeparneBrruer Kog: QNO1AXO03.

5.1 ®apmakoaMHAMHMYHU CBOIiCTBA

OCHOBHHUSAT KJIMHMYECH €(PEKT Ha KETaAMHHA € CHJIHA aHAJIre3Hs Ha TEeJISCHATa IIOBbPXHOCT
(muconuatrBHA aHecTe3us). TOBa ce mojiyyaBa IJIaBHO Ype3 MOTUCKAHE Ha MIPeJaBaHeTO Ha CETUBHUTE
UMITYJICH B TalaMyca 1 KopTekca. [lapanusara Ha TalaMmyca U ChITBTCTBAIIATA AaHAITE3US
NpeIIeCTBAT Mapajin3a Ha KOPTEeKca U MOCeBala XUITHO3a — TUIMYCH CTA Ui Ha CHUITHA aHAJITC3HsI
IIPH U3MJICKAAI B Chb3HAHUE TTAIIMCHT.

Ta3u mpoMsiHa B Ch3HAHMETO, MHYIIUpaHa OT KETAMUHA, Ce Pa3inuaBa OT e(heKTUTE Ha
06apOUTypaTUTE U HE BOJIH 710 00II0 MOTHCKAHE HA IICHTPATHATA HEPBHA CUCTeMa. T MpeTu3BUKBa
XHUITHO3a U 3aIa3Ba Ch3HAHUETO (OMPEICICHHE 32 aHSCTE3HsI) U BOU JI0 KATETOPUYHO STUMUHHUPAHE
Ha OonkaTa (aHanres3us).

KeramMuHBT He BIUsie BbPXY MeprdepHaTa HepBHA cucTeMa. J[MIlIaHeToO U CTOMAITHO-YpEBHATA
(dhyHKIUA HE ce 3acsarar. DapuHreaHUAT U JAPUHTCATHUAT pedIIeKcH ca 3ama3eHy WK ca JIEKO
3acuienu. Benuku apyru pemnasHu pediekci 0OMKHOBEHO HE MOKa3BaT (PYHKIIMOHATHO MMOTHCKAHE.
ChpaeuHO-ChI0BATA CUCTEMA € JIEKO CTUMYJIMPaHa, KOSTO € B PE3yJTAT Ha YBEIMUYCHU YECTOTa U
yaapeH o0eM Ha ChpIIeTo. B pe3ynTar Ha TOBa ce MOBHUIIIABA KPHBHOTO HaJIATaHe Oe3 MPOMsHA B
CHIIPOTUBIIEHUETO Ha MepruepHUTE KPHBOHOCHHU ChI0BE. [TosBsIBaIaTa ce calTuBanus MPH HAKOH
JKUBOTHH (TJIABHO KydJeTa W KOTKH) MOJKE JIa C€ TIOHIDKH Ype3 TpHIaraHe Ha aTPOITHH.

KetamMuHBT qocTHra OBP30 AHECTETHYCH CPEKT C ITBJIHA AHANTE3USI, BIUSHHUETO MY BbPXY
JIUXaTeHaTa CHCTEMA € HE3HAYNTEIHO, CIOHTAHHOTO JHIaHe € e()eKTHBHO ¥ HOPMAJHO HE €
HEe0o0XxoarMa UHTYOAITHS.

3a mocTUraHe Ha Mo-ALI00Ka aHECTE3UsI He ca HEOOXOAMMU MO-BUCOKH 103U, HO yIIbJKaBaHE Ha
aHeCcTe3usITa OOMKHOBEHO MOXKE J1a CE MOMYYH Ype3 MOBTOPHO WHIKEKTUPAHE HA MPOAYKTA.

5.2 @dapmMakOKMHETUYHH 0COOCHOCTH

Hauano Ha geiicTeue:

IIpu MHTPaMyCKYITHO HHXKEKTHpAHE: ciienl 3-6 MUHYTH;

IIpu naTpaBeHo3Ho nHxkekTHpane: ciaen 30-60 cexyHay;

IIpoasinKUTEIHOCT Ha eekTa:

IIpu uaTpamyckyaHO nmKekTupane: 20-30 MUHYTH;

[Ipu uHTpaBeHO3HO MHXEKTHpaHe: 10 MUHYTH U TIOBEYE;

KeramMuubT ce pasmpocTpaHsBa Obp30 U HAITBIHO B OopraHu3Ma. Toil mpeMuHaBa mpe3 IalneHTaTa, Ho
YCTAaHOBEHUTE KOHIICHTPAlMA BHB (heTyca ca MHOTO IO-HUCKH OT KpbBHATa KOHIICHTpAIHS IIpU
MaiikaTa. CBBP3BaHETO C MPOTEUHUTE B KPbBTa € okoio 50%. PasnpocTpaneHneTro B ThKaHUTE HE €
enaHakBo. Haif-BUCOKM KOHIIEHTpAIlMKM Ca OTKPHUTU B 4YepHUs Apo0 m ObOpenute. Mertabomusupa ce
OBpP30 M HAIBJIHO, HO ChIIECTBYBAT Pa3IMKH MPH OTACIHMTE BUAOBE. EKCKpeTHpa ce IIaBHO upes
O0bOpenuTe.

6. DOAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CHoucbk Ha eKCHUIIHEHTHTE

Benzethonium Chloride
Bopna 3a nmxexunn

6.2 OCHOBHHM HECHLBMECTHMOCTH



IIpu nurica Ha JaHHU 332 CHBMECTUMOCT, TO3W BETEPHHAPHOMEIUITMHCKY TTPOIYKT HE TPsAOBa 1a Obae
CMECBaH C JPYTH BETCPUHAPHOMEIUIIMHCKH TPOTYKTH.

6.3 Cpok Ha roaHOCT

Cpok Ha TOJHOCT Ha KpailHUA BeTEpHUHAPHOMEANIIMHCKY IPOAYKT: 3 TOJUHH.
CpoK Ha TOJHOCT cJel1 FPBO OTBAPSHE HA MbPBUYHATA OMAKOBKA: 28 JHMU.

6.4. Crnenuananu yca0oBHs 32 CbXpaHeHHe HA MPOAYKTA
To3u BeTeprHAPHOMEIMIIMHCKH MTPOAYKT HE U3UCKBA HUKAKBH CIICLIMATHU YCIOBHS 32 ChbXpaHEHHUE.
Ja ce mas3u mppBUYHATA ONTAKOBKA BB BHHIIHATA ONIAKOBKA C 1] ITPe/Ia3BaHe OT CBETIIMHA.

6.5 Bwuawu cbcTaB Ha MBPBHYHATA ONAKOBKA

benu creknenn gunakonu tum [ (Eur. Ph.) ¢ o6em 10 ml u 50 ml, 3aTBOpeHn ¢ OpoMOYTHIIOBH TYMEHH
Tany U aTyMUHHEBU MPHCTCHU.

6.6 CroenuajHU MePKH 32 YHUIIO:KABAHE HA HEM3MOJI3BAH NMPOAYKT UM OCTATHIU OT HEro

Bcekun Hensnon3Ban BCTCPHUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HETO Tpf[6Ba Ja 6’L,I[aT
YHHUIIOKCHU B CbOTBCTCTBUEC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. TIPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Apctpus

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-1873

9. JATA HA MTBPBOTO U3JJABAHE/ITOAHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA

Jata Ha mocneHOTO MOAHOBSIBaHE Ha JHIleH3 3a ynorpeba: 01.10.2012.

10. JATA HA IIOCJIEJHATA PEJAKLIUSA HA TEKCTA
02/2023
3ABPAHA 3A ITPOJAXKBA, CHABISAIBAHE NW/UJIN YIIOTPEBA

He e mpuioxumo.






MHNPUJIOKEHUE III

ETUKET U JINCTOBKA



A. ETUKET
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HNH®OPMAILUA, KOATO CE U3IIMCBA BbPXY BBHIIHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

daxonu o 10 ml u 50 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

AHaKeT- HHXEKI[MOHEH Pa3TBOP
Anaket - injectable solution

2. CBbAbPKAHUE HA AKTUBHATA CYBCTAHIIMA

AKTHBHA Cy0CTaHIMA:
Ketamine hydrochloride 100.0 mg/ml

‘ 3. DAPMAIIEBTUYHA ®OPMA

MHxeKnuoHEeH pa3TBop.

‘ 4. PASMEP HA OITAKOBKATA

10 ml
50 ml

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

KOHC, roscaa, OBIC, KO3HU, CBUHC, KYUCTa U KOTKH.

‘ 6. TEPAIIEBTUYHHU ITIOKA3AHUSA

- KpaTkotpaiina aHecTe3us 3a AMArHOCTHYHH U MaJIKH XUPYPIUYECKA HHTEPBEHIMH, KAKTO U IPH
0oJie3HeHa Tepanms;
- [Ipemenukaryst npu o01A aHECTE3Hs TIPS OTIEPaLIUs.

7. METOA 1 HAYUH HA ITPUJIOKEHHUE

3a HHTPaMyCKYJIHO HJIM UHTPABCHO3HO MPUIIOKCHHUE, TIPH KOTKU M TIOAKOKHO.
IMpexn ynorpeba mpoyeTu IUCTOBKATA.

8. KAPEHTHHM CPOKOBE

KapenTHu cpokose:
Meco u BBTpEITHU OpPTaHH: HyJa THU.
Muisiko:_Hyna IHH.

9. CIIEIIMAJIHU TPEAYIIPEXKJAEHUA, AKO E HEOBXO/IUMO

[penu ynoTpeda mpoyeTH TUCTOBKATA.
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10. CPOK HATOJHOCT

Tonen mo {mecery/roauHa}
CpoK Ha TOTHOCT CJIEeM ITHPBO OTBApSHE Ha ITbPBUYHATA OMAKOBKA: 28 THMU.

‘ 11. CIHENHUAJIHU YCJIOBUs 3A CbXPAHEHUE

To3u BeTeprMHapHOMEANIIMHCKH MPOAYKT HE U3UCKBA HUKAKBU CIEIMAIHU YCIOBHS 3a ChbXpaHEHHE.

/Jla ce ma3u mppBHYHATA ONTAKOBKA BHB BHHIIIHATA OMAKOBKA C IEJ IPENa3BaHe OT CBETINHA.

12. CHEHNUAJHU MEPKH 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHe: IMPOYCTH JIMCTOBKATA.

13. HAJIHUCBHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” 1
YCJI0OBUA NN OTPAHUYEHUSA OTHOCHO PASBIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a. I[a CC OTITyCKa CaMo II0 JICKapCKO MPCATIMCAHUC.

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

I[a CC ChbXpaHsBa Aajicd OT Norjicaa U Ha HCAOCTBIIHU 3a JIC1a MCCTaA.

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

VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

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

0022-1873

17. NMAPTUIAEH HOMEP

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

®rakonn o 10 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

AHakeT- MHXEKIIMOHEH Pa3TBOp
Anaket - injectable solution

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA

AKTHBHA cy0OcTaHIMA:
Ketamine (xato hydrochloride ) 100.0 mg/ml

‘ 3. CBIABPKAHUE CITIPAMO MACA, OBEM WJIH BPOM HA EIMHAYHUTE /103U

10 ml

‘ 4. HAYYH HA ITPNJIOKEHUE

3a UHTPaMYyCKYJTHO WM WHTPABEHO3HO MPHUIIOKEHHUE, TPU KOTKU U TTOJAKOXHO.

‘ 5. KAPEHTHHM CPOKOBE

KapenTtnu cpokose:
Meco 1 BbTpEIIHN OpraHu: HyJla IHU.
Muisiko: Hyna JHU.

6. NAPTUJIEH HOMEP

[aptuna Ne {HOMEp}

7. CPOK HA I'OJHOCT

Tlonen mo {meceryroawna}
Cpok Ha TOJIHOCT CJIC/ TbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKa: 28 JTHU.

‘ 8. HAIIMUCDHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YITOTpeoa.
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B. JUCTOBKA
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JINCTOBKA:

AHakeT- HHXEKIIMOHEH Pa3TBOP
Anaket - injectable solution

1. HUME U IIOCTOSAHEH AJPEC HA ITIPUTEXATEJIA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

IIpuTexaTell Ha NMIIEH3A 33 YIIOTPeOa M IPOM3BOJMTEN, OTTOBOPEH 3a OCBOOOKIaBaHE HA HAPTH/IATA:
VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

2. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

AHakeT- MH)XEKIIUOHEH Pa3TBoOp
Anaket - injectable solution

3. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIMA U EKCIHIUIIMEHTUTE

1 ml cpabpxa:

AKTHBHA cy0cTaHUMA:
Ketamine hydrochloride 100.0 mg
Excunnuenru:

Benzethonium Chloride

Bona 3a urxkekiumn

4. TEPAIIEBTUYHU ITOKA3AHUA

- KpaTkotpaiina aHecTe3us 3a AMArHOCTHYHU U MAJIKK XUPYPrHYECKH HHTEPBEHIIMHU, KAaKTO U IIPH
Ooe3HeHa Tepanmus;
- [Ipemequkarnust mpu obIa aHECTE3HsI IPEIN OTIepPaLIys.

S. NPOTUBOITIOKA3AHUA

Jla He ce M3MOoJI3Ba MPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHATA CyOCTAHIUS WITH KbM HSKOU OT
EKCIUITACHTHUTE.

Jla He ce u3Mo3Ba NPU )KMBOTHH ChC CHITHA ChPJICYHA JIEKOMIICHCAIIHS, BUCOKO KPHBHO HAIIATAHE,
1epeOpPOBaCKyIapHH HHCYITH U HAPYILICHH YEPHOAPOOHHU WK OBOpPEUHU (YHKIIHH.

Jla He ce M3MOJI3Ba MPU SKJIAMIICHS, IPEEKIaMIICUs Ha paprHKca, JapUHKCA WA OPOHXUAITHOTO
J'PBO (aKO HE € OCUTYPEeHA JOCTaThYHa pellakcallvs Ype3 U3M0I3BaHe Ha MUOPEIAaKCaHT,
WHTYOAIMsITa € 33IbJDKUTEITHA).

6. HEBJATONIPUATHU PEAKIIMHN

[Tonsikora Morar Jja ce mposBAT MOBUIIIEH MYCKYJIEH TOHYC (IbJDKAII Ce Ha BIUIHUE BBPXY
eKCTpanupaMHIaTHaTa CHCTEMA), PSIIKO TaXUKapAus, IIOBUIIEHO KPBBHO HAJISTaHE U caluBanus (B
pe3yiTaT Ha CTUMYJIAIKs Ha MO3BYHHS CTBOII). KakTo Mpy BCUYKHM aHECTETHIIA U HAPKOTHIIU €
BB3MOXHO JIa HACTBITH CMBPT ITPH yroTpeda Ha KETAMUH, BHIIPEKH MMPABUITHOTO MY ITPHIIOKEHUE.
EnHOBpeMeHHO ¢ KeTaMUHOBUS e(heKT MOKe Jia ce HaOJIro/1aBa IBUTaTelIHa Bb30y1a, OTBOPEHU OYH,
HUCTarMyc, MUapuasa, KakTo 1 MOBUIIEHA YyYBCTBUTEIHOCT KbM 3BYKOBHU JPa3HEHUs O BpeMeE Ha
AHECTE3UsSITa U HA Bb3CTAHOBUTEIIHUS MIEPUOI.

AKO 3a0eexKuTe HIKaKBY HEeOJAaronpusaTHU PEaKIMU, BKIIFOUNTEIHO M TAKMBa, KOUTO HE Ca OIMCAHU B
Ta3H JINCTOBKA WIIM MUCIIUTE, Y€ BETEPHHAPHOMEAUIINHCKUS IPOAYKT He paboTH, MOJIS 1a YBEIIOMUTE
Bamus Betepunapen nekap.
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7. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

KOHC, roseaa, OBIC, KO3HU, CBUHC, KYUCTa U KOTKH.

8. JO3UPOBKA 3A BCEKHU BU/JI /KUBOTHO, METOJl U HAYNHU HA ITPUJIAT'AHE

KeramunoBusT edexkt Moxe ga ObJe BHAOBO M HHIMBUIAYAIHO pa3iuveH (OTHACS C€ 3a BCHYKH
AHECTETHUIIM) M 3aTOBa Ce MpEMophyuBa aJanTHpaHe Ha J103aTa. Y IbJDKaBaHe Ha e)eKTa € Bh3MOKHO
4ype3 MOBTOPHO WHIKEKTUPAHE HA CBEHTYAITHO pelylpaHa HadallHa J103a.

[IpunoskeHneTo € BB3MOXKHO HHTPAMYCKYJIHO HIIM MHTPABCHO3HO, a IPU KOTKH OCBEH TOBa H
IIOIKOYKHO.

[Ipu BB3pacTHY CEICKOCTOMAHCKH )XKHBOTHH C€ MPETIOPHYBA HHTPABEHO3HO WHIKEKTUPAHE.

3abenexka:

IIpu MHOTO OOJIE3HEHU M NMPOABKUTEIIHA XUPYPTUUCCKH MHTEPBEHIIMU, KAKTO U 3a MOAIbpKaHe Ha
aHEeCTe3MATa € HEoOXOMUMO KOMOWHHpPAaHE C WHXCKTUBHU WM WHXAJNATHUBHH aHecTetuny. [Ipum
HEOOXOJUMOCT OT MYCKYJIHA peJlaKcallis 3a XHPYPruuecKH MpoLeAypH TpsOBa 1a ce MPHIoKaT
MHUOpPEIIaKCaHTH. 3a 3aCHUJIBAHE HA aHECTE3MsTa WM YAb/DKaBaHE Ha eeKTa KETaMUHBT MOXKE J1a Ce
KOMOWHHMpa C 0- AaroHWCTH  (HampuMep  JETOMUJWH, MEICTOMHJWH),  aHECTCTHUIIH,
HEBPOJICNITAHAITSTHIINA, TPAHKBUIAHTH ¥ MHXAIAIMOHHU HAPKOTHIIH.

Kone

CenaTtuBHaTa IpeMeUKaLys € a0CONIOTHO HEOOX0AMMa 3a JOCTAThUEH aHECTETHUEH e(hEeKT.
Hetomuaun 20 ug/ kg T.m. 1.v./ i.m.

Cnen 15-30 muH:

Keramun 1-2 mg/kg T.M. 6p30 i.v. (Anaker 1-2 ml/100 kg T.m.)

Cren MHXEKTUPaHEe KOHST JIsira CaMOCTOATENIHO 0e3 momoll. AKO € Heo0XouMa U3pa3eHa MyCKyJIHa
penakcanys MOXe Jia c€ TPWIOKH TBali()eHEe3WH IMpU IOsiBA HA MBPBUTE CUMITOMH Ha TMOHWKEH
MYCKYJICH TOHYC.

3a kpaTkoTpaiina anectesus (15-20 MUHyTH)
Kcunazun 0.6 — 1.1 mg/kg T.M. 1.v.

Crnen 5 - 10 MmunyTH

Keramun 2 mg/ kg T.M. i.v. (Anaker 2 ml/100 kg 1.M.)

I'oBena

CenmaTiBHa TpeMEIUKAIUSA Ce MPENopbuBa C IeNT M30sIrBaHEe HA HEKOHTPOJIMPAHOTO JISIraHe W Ha
Bb3MOXKHA CHMIITOMH Ha BB30yJa WIM 3a MOTEHIMpaH e(eKT Ha aHecTe3usATa. 3a M30sArBaHe Ha
XHUIIOKCHSI B PE3yJITaT Ha JIaTepaJIHO WIIM JIOP3AJHO JIeKaHe MOXKE Ja Ce NMPUIOXKH KHCIOPOA 4pe3
Ha3aJeH KaTeThP.

Heromuaun 10 — 30 ug/kg T.m. i.v./i.m.

Crnen 15 - 30 muryTH:

Keramun 1-2 mg/kg T.m. i.v. (Anaker 1-2 ml/100 kg T.m.)

3a 1o-j1eka XUPypPruyHa HHTEPBEHIIHS:
Kcunazun: 0.3 mg/kg T.M. 1.v.

Crnen 3-5 MUHYTH:
Keramun 2 mg/kg T.m. i.v. (Anaker 2 ml/100 kg T.m.)
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OBl1ie, K031

CamocrosTenHa ynorpeba:

Keramun 10 — 20 mg/kg T.m. i.m./i.v. (Anaker 1 - 2 ml/10 kg T.m.)

3a yowaocasane na napkomuunus eghpexm:

[ToBTOpHO MHXekTHpaHe oT 6 mg/kg T.M. keTamuH i.m./i.v. (AHaker 0.6 ml/10 kg T.m.)

Cpune
CamocrodTenHa ynorpeoba:
Keramun 5 - 10 mg/kg T.M. i.m./i.v. (Anaket 0.5 - 1 ml/10 kg T.m.)

Kombunupana ynorpeba:
Keramun 10 —15 mg/kg T.M. i.m./i.v. (AHaker 1-1.5 ml/10 kg T.m.) 1 2 mg/kg T.M. A3zanepon

Kyuera
KeramMuHbT HE MOXKE J]a C€ M3IMOJ3BAa CAMOCTOATEIHO MPU KydeTa, Thbi KaTo MpPeAN3BUKBA MMOBUIIICH
MYCKYJIEH TOHYC U HEKOOPJIUHUPAHU JIBUKCHUSL.

KoMOuHMpaHO IPUIOKEHHE 33 KPATKOTPAHHKM XMPYPIUYSCKU MHTEPBEHIMU (aHecTe3us okojao 30-60
MUHYTH):

Meneromunun 40 - 60 ug/kg T.m. i.m./i.v.

Crnen 10-20 MunyTH:

Keramun 2 - 4 mg/kg T.m. im./i.v. (Anaker 0.2-0.4 ml/10 kg T.m.)

WIN:

Kcunasun 2 mg/kg T.M. i.m. u keramuH 5 -10 mg/kg T.m. i.m. (Anaket 0.5 — 1 ml/10 kg T.M.)
3a u30srBaHe Ha Bh3MOKHA BH30Y/1a, IbJKAIIA CE HA KCHIIA3UH:

Huazenam 0.1 mg/kg T.M. i.v. Moxe n1a Obae npritokeH 10 MUHYTH TIPEIBAPUTEITHO.

KomOuHMpaHo npuiiokeHne 3a NPOALIDKUTEITHA XUPYPIHISCKH IPONeAypH (aHecTesus > 1 yac):
Meneromunun 20 - 40 ug/kg T.m. i.m./i.v.

Crnen 10 - 20 MunyTH:

Keramun 8 — 10 mg/kg T.m. i.m./i.v. (Anaker 0.8 - 1 ml/10 kg T.Mm.)

Korku
CamocrosTenHaTa yroTpeda Ha KETaMUH € Bb3MOXKHA, HO C€ MPENopbhuBa KOMOWHUpaHa aHECTE3US 3a
n30srBaHe HA HEOJIArONMPHUATHH ICUXOMOTOPHHU €(PEKTH.

CamocrosTenna yrorpeoa:

3a KpaTKOTpaHU XUPYPrUYECKU MMPOLEYPHU U 38 MAIKO OOJIC3HCHN HHTEPBEHIINH:
Keramun 10-20 mg/kg T.M. i.v./i.m. (Anaket 0.5 — 1 ml/5 kg T.m.)

3a 110-60JIe3HEHN XUPYPIHICCKH MPOIICAYPH:
Keramun 20 - 30 mg/kg T.m.i.v./i.m. (Anaker 1 — 1.5 ml/5 kg T.M.)

3a TeXKHU XUPYPTrUUCSCKU TPOIIEYPH:
Keramun 30-40 mg/kg T.m. 1.v./i.m. (AHakert 1.5 - 2 ml/5 kg T.m.)

KomoOunupana ynorpeba (anecte3us < 1 vac):

Meneromuaut 80 - 100 pg/kg T.M. i.m.

Crnen 10 - 20 MunyTH:

Keramun 5 - 7.5 mg/kg t.M. i.m. (Anaket 0.25 - 0.4 ml/5 kg T.m.) wnu kcunasun 2 mg/kg T.M. s.c. U
keramuH 10 mg/kg T.m. s.c. (Anaker 0.5 ml/5 kg T.m.)

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE
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KeramuubT, KaTO MHOTO €()EKTHUBEH aHECTETUK TPsIOBA Aa ce Ipujiara B CbOTBETCTBHE C IPUHLUIINTE
Ha aHecTe3noorusiTa. [Ipu OTHOCUTENHO WK a0COIIIOTHO MPEN03UPaHE MOXKE Jja CE MOSIBU aIlHOE.
[Ipu xoMOuHMpaHe ¢ APyTH MPOAYKTH TPsiOBa J1a ce CHOMI0AABAT U CIa3BaT CTPUKTHO YKA3aHUITA,
BKJIIOUEHH B KpaTKaTa XapaKTepUCTHKa, 0COOCHO MMOCOYCHNUTE TO3HM U HAYMH Ha MPUIIOKEHUE U
HeOJIaronpUsaTHU PEaKLUy.

[oaroToBKa npeu onepanus:

3a meprox ot noHe 10 gaca npeau aHecTe3us ¢ KEeTaMUH >KHBOTHOTO HE TPsOBa 1a ce XpaHu (OTHACS
Cce 32 BCHYKH aHEeCTETHIN). MoraT Jia ce M3I0JI3BaT HHXHOHMPAIIU CEKPENusATa CyOCTaHIIMH KaTO
aTponuH (peropb4Ba ce 0COOCHO MPH KydeTa U KOTkH). TpsOBa /1a ce MpeKpaTH eBeHTyalTHaTa
ynorpeba Ha MPOJYKTH C aJ[peHEPTUYHO JICHCTBUE, 3al[0TO MOXKE JIa CE TOSIBH ITOBHUINIABaHE Ha
KPBBHOTO HAJISATAHE.

Ilepuon Ha aHecTe3us:
[Ipn keTaMHHOBaTa aHECTE3WSI OUNTE HA MAIUEHTUTE Ca OTBOPEHH. 3a MPEANa3BaHETO UM OT
M3CHXBaHE MPH MPOABIDKUTEHN IPOIeypHy TPAOBa /1a ce MpUiaraT OYHU YHTBEHTH.

Ilepuon Ha BE3CTaHOBSIBAHE:

Bb3cTanoBsBaHETO clies aHECTe3ns € 0e3MpobIeMHO, aKO JKHBOTHOTO HE ce Oe3MOKOor Upe3 IIyM TN
BHe3aItHO JBrokeHue. da3ara Ha BBH3CTAHOBSABAHE € yIBDKEHA - 3aBBPINBA HAITBJIHO ClieA 2 daca, a
MOHSKOTa W MO-KbCHO. [Ipy KydeTa Morar psjako Ja ce HaOI0JaBaT ChCTOSIHHS Ha MCUXOMOTOpPHA
BB30Yy/1a C BUCHE.

10. KAPEHTHHU CPOKOBE

Meco 1 BbTpEIIHN OpraHu: HyJla THU.

Misiko: Hyna IHU.

11. CHEHNUAJIHU YCJIOBHUS 3A CbXPAHEHHUE HA TPOAYKTA

Ja ce cpxpaHsBa Ha HEIOCTHITHH 32 JIella MECTa.

To3u BeTeprHAPHOMEIULIMHCKH MIPOAYKT HE U3UCKBA HUKAKBH CIICIIMATHU YCIOBHS 32 ChbXpaHEHHUE.
Ja ce ma3u mppBUYHATA ONTAKOBKA BHB BHHIIIHATA OMAKOBKA C L€ Mpe/na3BaHe oT cBeTinHa. Cpok Ha
TOHOCT CJIe]] ITbPBOTO OTBApsHE Ha OIMaKOBKaTa: 28 JTHM.

12. CHEINUAJIHU NPEAYIPEXIEHUSA

CroenuanHy OpeaynpeKASHHS 32 BCCKH BUJI JKMBOTHH, 32 KOUTO € IpeaHa3HaueH BMII:
HpI/I Kyd€Ta KCTAMUHBT MOXKE Jia IIPUYWHU ITOBUIIIaBaHE Ha BbTPCOYHOTO HAJIATaHE.

[oBumieH edekT:

BB3M0OHO € J1a ce IposABU NP MJIay XKUBOTHHM, IbJIXKAILL] CE HA OHTOICHETHYHATa [IOHUKEHA
aKTHBHOCT (HOpMajHaTa aKTUBHOCT Ha METa0OJIMTHUTE €H3UMH C€ JOCTUTA Ha BB3pacT 2-3 Mecera).
[IpenoppuBa ce npuiioxkeHneTo Ha 25-50% ot HopManHaTa 1032 (0COOEHO MPY MAJKH Ky4eHIa).

OrpannueH eeKT:

YckopeH MeTaboMu3bM Ha KETAMUHA CE MHAYIMPA OT TIECTUIMIN, XCPOUIMIN U APYTH TOKCHIHH 32
OKOJIHATA cpejia CheTUHCHUS (XJIOPUPAHU BBIIICBOIOPOIH, XEKCAXIOPOSH30IM) Upe3 BIUSIHUE BPXY
MHUKPO30MaHUTE eH3uMH. KOTKHTE ca o-CKIOHHH Ja Pe30pOrpaT 3HAYMTEHN KOIMYECTBA
TOKCHYHH 3a TIPHUPOIaTa CyOCTAaHIINK B CPABHEHHE C IPYTUTE KUBOTHH (JIOBEHE HA MHIIIKH, OJIM3aHE
Ha Ko3uHaTta). [IOBTOPHOTO amuiupane npe3 KPaTKH HHTEPBATH MOXKE J1a MPEIU3BUKA MT0-0bP30
pasrpax/aHe Ha KETaMUHA.
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CnegnanHH npeanasiy MCpPKH 3a Jinfara, npujaaraiii BETCPUHAPHOMEAUITUHCKYA IIPOJAYKT Ha
KHUBOTHHUTC!:

HpI/I cnyqaﬁﬂo CaMOUHKCKTHUPAHC, He3a0aBHO Aa CC MOThbPCU MCAUIIMHCKU CBHBET, KATO Ha JICKApA CC
npeaoCTaBu JIMCTOBKATA WJIM CTUKETA HAa IPOAYKTaA.

BpemeHHOCT:
KeramuuabT mpeMuHaBa IUialieHTapHaTa Oapuiepa, MOpaaud KOETO ce IMpuiiara caMo cliell IpeleHKa

MOJI3a/PUCK OT OTTOBOPHUS BETEPHHApPEH Jiekap. To3W MPOJYKT HE ce Tpuiiara B MEpHojia OKOJIO
paKIaHETO.

JlakTanms:
Mosxe na ce mpriara 1mo BpemMe Ha JIaKTaIusl.

BzaumoneiicTBre ¢ Ipyru BeTePUHAPHOMETUITMHCKY MPOAYKTH U IPYTH GOpPMU Ha B3aUMOJICHCTBHE:
HesponenrananreTurure, TPaHKBUIAHTUTE U XJIOPaM(pPEHUKOIBT 3aCHIIBAT KETAMUHOBATA aHECTE3HS.
bapbutypath u ommatm MoraT JAa YABDKAT BH3CTAHOBUTENIHHUSA TMepruona. EIXHOBpeMEHHOTO
MPUIOKEHUE Ha CTIa3MOJUTUIM HHTPABECHO3HO MOXKE JIa IPEeIU3BUKA KOJIAIIC.

H[gegosnpaHe (CHMMIITOMH, COETITHA MEPKU, aHTUIOTH):

IIpemopbuanata J03UpOBKA TpsgOBa Ja Ce MpHara HE3aBUCHMO OT OTHOCHTEIHO IHPOKaTa
ToJiepaHTHOCT. [Ipyu mpeno3upaHe € BB3MOXKHO Ja Ce MPOSABAT BBH30yJa Ha IEHTpaiHAaTa HEPBHA
CHCTEMa, CIIa3MHU, PECITUPATOPHU TIApaIM3K U ChpiedyHa aputMmus. CriasMuTe MOrat ia ce OJOKupar
upe3 OEH30/IMa3eMUHHU.

IIpeno3upaneTo MoXe Jia TOBEAC M0 MOTHCKAHE Ha JUINAHETO. B TakbB ciiyyail € 3a MpeANOYHTaHE
U3II0JI3BAHETO HA M3KYCTBEHO JMINAHe, MacaK Ha IPhIHMS KOII M MMoJaBaHe Ha Kuciaopoa. Tosa e mo-
e(heKTHBHO B CPaBHEHME C MPUI0KEHNETO HA aHAJIETITHIIH.

OCHOBHH HECHBMECTHUMOCTH:
IIpu nurica Ha JaHHYU 332 CHBMECTUMOCT, TO3W BETEPUHAPHOMEIUITMHCKY MTPOIYKT HE TPsAOBa 1a Onbae
CMECBaH C JPYTrd BETEPUHAPHOMEIULUHCKHU MPOAYKTH.

13. CIHEINUAJIHU MEPKHU 3A YHUITOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKUBA

BMII He Tpsi6Ba na 6b1aT U3XBHPISHA Upe3 OUTOBH OTIIAIBITN HIIH OTHATHHA BOIH.
[lonuraiiTe Bamms BeTepuHapeH nekap KakBo Aa Mpasute ¢ HeHyxHuTe BMII. Te3u mepku e
MIOMOTHAT 32 ONa3BaHE HAa OKOJIHATa Cpefa.

14. JATATA HA NOCJIEJHATA PEJAKIIMSA HA TEKCTA

04/2023

15. JOHI'BJHUTEJHA UHO®OPMAIUA
He Bcuuku pazmepu Ha omakoBKaTa MOraT Ja ObJaT NpeAjaraHy Ha masapa.

3a Bcska I/IH(l)OpMaLII/IH OTHOCHO TO3U BETCPUHAPHOMCIUIIMHCKU MMPOAYKT, MOJISI CBBPIKETC CC C
TCPUTOPUATIHUA MPCACTABUTCII HA MPUTCIKATECIIA HA JIMIICH3a 3a yHOTp€6a.

Puxtep ®apma EOO/,

Codus 1360, yin. O6encko moce Ne 7,
Temn.: 02/9279966,

E-mail: office@richter-pharma.bg
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