JIMCTOBKA:

AHaKeT- MHXEKIIMOHEH Pa3TBOP
Anaket - injectable solution

1. NME N ITIOCTOSHEH AJJPEC HA IPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JINMYHU

IIpuTekaren Ha JIMLIEH3a 3a yIIoTpeOa M IPOU3BOIUTEN, OTTOBOPEH 34 OCBOOOXKIaBaHE HA IMApTUAATA:
VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA NIPOAYKT

AHakeT- HH)XXEKIIMOHEH Pa3TBOP
Anaket - injectable solution

3t CbABbP/KAHUE HA AKTUBHATA CYBCTAHIUA U EKCHUIIMEHTUTE

1 ml chappika:

AKTHBHA Cy0OCTAHIIMA:
Ketamine hydrochloride 100.0 mg
ExcuunuenTu:

Benzethonium Chloride

Bopa 3a nmkeknmm

4, TEPAIIEBTUYHU ITOKA3AHUSA

- Kparkotpaiina anectes3us 3a IMArHOCTUYHH M MaJIKH XUPYPTUUECKU HHTEPBEHIIMH, KAKTO H TIPH
OoJie3HeHa Teparnmus;
- [Ipemenukanust mpu o0I1a aHECTE3Us IPEIX OTCPaLIUS.

5. ITPOTUBOIIOKA3AHUSA

Jla He ce u3M0/3Ba IPU CBPBXYYBCTBUTEIHOCT KbM aKTHBHATA CYOCTAHIIMS WK KbM HSIKOU OT
eKCIIUITUEHTHUTE.

Jla He ce M3M0II3Ba MPU )KUBOTHHU ChC CHUITHA ChPJEYHA JCKOMIICHCAIHS, BACOKO KPBBHO HANSATAHE,
1epedpoBacKyIapHU HHCYJITH U HAPYIICHH YepHOIPOOHH WitH ObOpedH PyHKIHH.

Jla He ce M3I0JI13Ba ITPH EKIIAMIICHS, TPESKJIAMIICHS Ha (haprHKCa, JJApUHKCA HITH OPOHXHAITHOTO
JIBPBO (aKO HE € OCUT'YpeHa JI0CTaTh4Ha PeaKkcals Ype3 U3I0JI3BaHe Ha MUOPETAaKCaHT,
UHTYOAIMATa € 3aIb/DKUTEITHA).

6. HEBJIATOITPUATHU PEAKITUN

Ilonsikora Morar Ja ce HIpOSIBST MOBHUILIEH MYCKYJIEH TOHYC (IBJDKAI] C€ Ha BIMSHUE BbPXY
eKCTpanupaMuIaiHaTa CHCTEMA), PIIKO TaXUKapIns, IIOBUIIEHO KPHBHO HAJISTaHE W CaluBamus (B
pe3yiarar Ha CTUMYyJiallusd Ha MO3bYHUA CTBOJI). Kakto IIpU BCUYKH aHCCTCTUIIUM U HAPKOTUIH €
BB3MOXKHO Jia HACThIIU CMBPT IIPpHU YHOTpe6a Ha KETaMUWH, BBIIPEKU ITPABUIITHOTO MY IPHUIIOKCHUC.
EnHOoBpeMeHHO ¢ keTaMUHOBUS e()eKT MOXKE J1a ce HaOIIto/1aBa JIBUTaTeNIHA Bb30y1a, OTBOPEHU OYH,
HHUCTarMyc, MUJIprasa, KakTo U IOBUIIEHA YYBCTBUTEIHOCT KbM 3BYKOBH APA3HEHHUS IO BpEME Ha
AHECTE3UATA U HA Bb3CTAHOBUTCIIHUSA IIEPUO.

AKo 3a0enexuTe HIKaKBY HEOIArONpUATHU PEaKIUH, BKIIFOUUTEITHO M TAKWBA, KOUTO HE Ca ONTUCAHU B
Ta3| JIMCTOBKA WIIM MUCIUTE, Y€ BETEPHHAPHOMEAUIIMHCKUS IPOAYKT He paboTH, MOJIS 1a YBEIIOMHUTE
Bamug Betepunapen jekap.



7. BUJIOBE JKNBOTHMU, 3A KOUTO E INTPEJJHA3HAYEH BMII

Komne, roBena, oBIle, KO3H, CBHHE, KydeTa M KOTKH.

8. JO3UPOBKA 3A BCEKM BUJI ’KUBOTHO, METOJ1 1 HAYUHMU HA IIPUJIAI'AHE

KertamuHoBHAT ehekT Moke ga ObJe BHAOBO M HHIMBHIYATHO pa3indeH (OTHACS Ce 3a BCHUKH
aHECTETHIIN) M 3aTOBa CE MPENOpPhUBa aJaNTHpaHe Ha 103ara. Y Ib/KaBaHe Ha ePeKkTa € Bh3MOKHO
Ype3 MOBTOPHO MHKEKTUPAHE Ha CBEHTYAIHO peayIMpaHa HadyalHa 103a.

[TpunoKeHHET0 € BB3MOXKHO HHTPAMYCKYJIHO WM HMHTPABEHO3HO, a MpPU KOTKA OCBEH TOBa H
[IOKOKHO.

IIpu BB3paCTHH CEICKOCTOMAHCKH KMBOTHH C€ TIPENOPHYBAa HHTPABEHO3HO MHKEKTHPAHE.

3a0eneKKa:

ITpu MHOTO OOJNIE3HEHH U MPOABIDKUTEIHA XUPYPIHYECKH HHTEPBEHIIMH, KAKTO U 3a MOJIbPKaHe Ha
aHeCcTe3nsATa € HeoOXOOMMO KOMOWHHpAHe C WHKEKTHBHHM WM WHXAJIATHBHM aHECTETHIM. IIpu
HEOOXOMUMOCT OT MYCKYJHA pejakcalus 3a XHPYPTHUECKH MPOIEeaAypH TpsOBa Ja ce MPUIIOKaT
MHOpPETaKCaHTH. 3a 3aCHJIBAaHEC HA aHECTE3MsITa WM YAbDKaBaHe Ha e()eKkTa KeTAMHHBT MOXKE Ja Ce
KOMOMHHpa C  O- AarOHHCTH  (HampuMep  JCTOMHIHH,  MEICTOMHIWH),  AHECTCTHIIH,
HEBPOJICNTAHAITCTUIM, TPAHKBIJIAHTH U HHXAIAIIMOHHH HAPKOTHIIH.

Kone

CenmaTuBHaTa IpeMeIMKaIFs € aOCONFOTHO HEOOXO0IUMa 32 TOCTAThUEH aHECTETHUIEH €(EKT.
Heromumun 20 pg/ kg .M. i.v./ i.m.

Cnen 15-30 muH:

Keramun 1-2 mg/kg T.M. 66p30 i.V. (Anaket 1-2 ml/100 kg T.m.)

Crex MHKEKTUPaHE KOHAT JIATa CAaMOCTOSTENHO 0e3 MoMOoII. AKO € HeoOX0oauMa u3pa3eHa MyCKyJTHa
penakcanus MOXe Ja c€ TPWIOKHW TBali()eHE3WH IpH IMOsiBA HA MBPBUTE CUMITOMH Ha IMOHWKEH
MYCKYJIEH TOHYC.

3a kpaTkoTpaiina aHectesus (15-20 MuHyTH)
Kcunaszun 0.6 — 1.1 mg/kg T.m. i.v.

Cnen 5 - 10 munytu

Keramun 2 mg/ kg .M. i.v. (Anaker 2 ml/100 kg t.m.)

I'oBena

CenmaTiBHa TIpeMEIUKAIUS Ce MPENophuBa C IeNl M30STrBaHe HAa HEKOHTPOIHMPAHOTO JISSTAaHE W Ha
Bb3MOKHA CHUMIITOMH Ha BB30yja WM 3a NOTeHIMpaH e(eKT Ha aHecTe3usiTa. 3a u30sArBaHe Ha
XUMOKCHS B PE3YNITaT Ha JATEPATHO WJIM JOP3ajHO JIeKaHEe MOXKE Ja Ce MPHIOKHA KUCIOPO upe3
Ha3aJeH KaTeThP.

Heromumun 10 — 30 pg/kg T.m. i.v./i.m.

Crnen 15 - 30 munyTH:

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

3a mo-y1eKka XUpypruyHa HHTEPBEHITUSL:

Kcumasun: 0.3 mg/kg T.m. i.v.

Cnen 3-5 MUHYTH:

Keramun 2 mg/kg t.m. i.v. (Anaker 2 mi/100 kg T.m.)
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CamocTosTenHa yrnorpeba:

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

3a yowvaicasane Ha napkomuunus eghexm:

IToBTopHO HmKekTHpaHe or 6 MY/Kg .M. ketamud i.m./i.v. (Anaker 0.6 ml/10 kg 1.m.)

Csune
CamocrosiTenna yrorpeoa:
Keramun 5 - 10 mg/kg T.m. i.m./i.v. (Amaket 0.5 - 1 ml/10 kg T.m.)

Komb6unmpana ynorpeba:
Keramunu 10 —15 mg/kg t.m. i.m./i.v. (Amaker 1-1.5 ml/10 kg T.m.) 1 2 mg/kg T.M. Azanepon

Ky4era
KeramuHBT HEe MOXE [a ce M3I0JI3Ba CAMOCTOSATENIHO IPU Ky4eTa, Thil KaTo MpeIu3BUKBA IOBUIIECH
MYCKYJIEH TOHYC Y HEKOOPAVNHHUPAHH JBUKECHHUS.

KomOuHHMpaHo mpuiioKeHne 3a KPAaTKOTPAHN XUPYPTUIECKH MHTEPBEHINHU (aHecTe3us: okono 30-60
MHHYTH):

Meneromumun 40 - 60 pg/kg T.m. i.m./i.v.

Crnen 10-20 munyTHU:

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

W

Kcunaszun 2 mg/kg T.M. i.m. u keramus 5 -10 mg/kg .M. i.m. (Anaker 0.5 — 1 ml/10 kg T.m.)

3a u30sArBaHe Ha Bb3MOXKHA Bb30Y/1a, Tb/DKAIA Ce Ha KCHIIa3HH:

JHuazenam 0.1 mg/kg T.M. i.V. Moxe aa Obe npuinoske 10 MHHYTH [TPEABAPUTEITHO.

KoMOMHMpaHO NPHIIOKEHHUE 33 IPOABIDKUTEIHA XUPYPTHUESCKU OPOLeypH (aHecTe3us > 1 gac):
Meneromunus 20 - 40 pg/kg t.m. i.m./i.v.

Cnen 10 - 20 MunyTH:

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

Kotkn
CaMocTosTeIHaTa yIoTpeda Ha KETaMHUH € Bb3MOXHA, HO CE MPENopbhuBa KOMOMHUPAHA aHEeCTE3Us 3a
M30sTBaHE HA HEOIATOMPUSTHA ICUXOMOTOPHHU €(PEeKTH.

CamocrosTenHa ynorpeba:
3a KpaTKOTpalHu XUPYPrUYECKU MIPOLIEYPU U 38 MAJIKO OOJE3HEHN HHTEPBEHIINN:
Keramun 10-20 mg/kg .M. i.v./i.m. (Amaker 0.5 — 1 ml/5 kg 1.m.)

3a n0-00J1e€3HEHN XUPYPTHYECKH IIPOLIEAYPH:
Keramun 20 - 30 mg/kg T.m.i.v./i.m. (Anaker 1 — 1.5 ml/5 kg T.m.)

3a TeXKKHM XUPYPTrUYECKHU TIPOLIEAYPH:
Keramun 30-40 mg/kg .M. i.v./i.m. (Amaker 1.5 - 2 ml/5 kg T.m.)

Komb6unupana ynorpeba (anecresus < 1 gac):

Meneromunun 80 - 100 pg/kg t.m. i.m.

Cnen 10 - 20 MunyTH:

Keramun 5 - 7.5 mg/kg T.m. i.m. (Anaker 0.25 - 0.4 ml/5 kg T.m.) win kewnasun 2 mg/kg .M. S.C. u
keramun 10 mg/kg t.m. s.c. (Anaker 0.5 ml/5 kg 1.m.)

o CBBET 3A IIPABUJIHO INPUJIOKEHUE

KeTaMI/IH”bT, KaTO MHOT'O e(beKTI/IBeH AaHCCTCTHUK TpSI6Ba Ja c€ nmpujiara B CbOTBETCTBUC C IPUHIUIINTE
Ha aHCCTC3UOJIOTUATA. HpH OTHOCHTEIHO WK a0COIIOTHO Ipeao3rupPaHC MOKE 1a CC MOSABU aITHOC.
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[Ipu koMOuHMpaHe ¢ ApyTH MPOAYKTH TPAOBa Ja ce chOII0AaBaT U Ca3BaT CTPUKTHO YKa3aHUSATA,
BKJIIOYCHH B KpPaTKaTa XapaKTEepPUCTHKA, 0COOCHO MOCOUCHNUTE JO3M U HAUMH Ha MPUIOKECHUE U
HeOJIaronpUsTHU PEaKLny.

[NoaroToBKa npeay onepars:

3a mepuox ot nione 10 yaca mpean aHecTe3us ¢ KeTaMUH >KMBOTHOTO HE TPSAOBa 1a ce XpaHu (OTHACS
ce 3a BCUYKH aHECTETHUIM). Morar Jia ce U3MoJ3BaT HHXUOUPAIIH CEKPEIHUITa CyOCTaHIIUN KaTO
aTponuH (Ipernopb4Ba ce 0COOCHO MPU KydeTa U KoTkH). TpsOBa J1a ce MpeKpaTu eBeHTyalTHaTa
yrnoTpeda Ha MPOIYKTH C aApESHEPTUIHO JCHCTBHE, 3aIl0TO MOXKE Jla Ce TIOSBH [TOBHIIABAHE HA
KPBBHOTO HAJISATAHE.

Ileproa Ha aHecTe3U:
IIpu keTaMHHOBATA AaHECTE3WS OYNTE Ha MAIUEHTUTE Ca OTBOPEHM. 3a MPEAIIa3BaHETO UM OT
W3CHXBAHE MPH MPOABDKUTEIHA POIEAYPHU TPSOBA J1a Ce MPUIaraT OYHU YHTBCHTH.

Ilepmoa Ha BE3CTAaHOBSABAHE:

Bb3craHoBsBaHETO clie/l aHeCcTe3us € 0e3Mpo0IEeMHO, aKO KHUBOTHOTO He ce OS3MOKOU Upe3 IIyM WU
BHe3amHO JABmkeHue. dDa3zaTa Ha BH3CTAHOBSIBAHE € YIBDKEHA - 3aBBPIIBA HAMMBIHO Clen 2 yaca, a
MOHAKOTa W MO-KbCHO. [Ipm Kydera moraT psako jJa ce HaONoJaBaT ChCTOSHUS Ha IICHXOMOTOPHA
BB30Yy/Ia C BUEHE.

10. KAPEHTHMH CPOKOBE

Meco 1 BETpEIIHY OPTraHu: HyJla JHHU.
Misiko: HyJ1a JHU.

11. CHELNHUAJIHU YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

[a ce cpxpaHsBa Ha HEIOCTBIIHY 3a Je1la MECTa.

To3u BeTepUHAPHOMEANLIMHCKH MIPOAYKT HE U3UCKBAa HUKAKBH CIICLIMAIIHU YCIIOBHSA 33 CbXpaHEHUE.
[a ce ma3u mppBHUYHATA ONAKOBKA BHB BHHILIHATA OMAaKOBKa C LeJI Mpe/ina3BaHe oT cBeTiauHa. Cpok Ha
TOZHOCT CJIe/l TBPBOTO OTBApsIHE Ha OMAKOBKAaTa: 28 JHU.

12. CHELUAJIHU NPEAYIPEXIEHUWSA

CrenmaiHy IpeaynpexIeHns 34 BCEKH B )KUBOTHH, 3a KOUTO € npeanasHayed BMIT:
[Ipu ky4yera kKeTaMUHBT MOXE J1a IPUIMHHU MTOBHIIIAaBAaHE HA BHTPEOYHOTO HAJISTAHE.

[ToBuiieH edekT:

BB3MOXKHO € J1a ce MPOSBU MPH MIIAH HKUBOTHH, IBIDKAI CE€ HA OHTOTCHETHYHATA MTOHMKCHA
aKTUBHOCT (HOpMaJTHATa aKTHBHOCT Ha METa0OJIMTHUTE €H3MMH Ce JOCTHUTa Ha Bh3pacT 2-3 mecera).
[IpenopruBa ce mpunoxenueTo Ha 25-50% oT HopManHaTa /1032 (0COOCHO P MAJTKKM KYUYCHIA).

OrpanunyeH edeKT:

YckopeH MeTa0o0JIM3bM Ha KeTaMUHA C€ UHAYIMPA OT HECTUIIUAN, XePOULIUAN U APYTH TOKCUYHH 32
OKOJIHATA Cpe/ia CheTUHEHUS (XJIOPUPAHU BBIJIEBOIOPOIH, XEKCAXJIOPOCH30IM) Upe3 BIUSHUE BPXY
MUKPO30MaTHUTE eH3UMH. KOTKHTE ca MO-CKIOHHH Jia Pe30pOUpaT 3HAYMTEITHU KOJTHYECTBA
TOKCUYHH 3a IPUPOjIaTa CyOCTaHIIMK B CPAaBHEHUE C JPYTUTE )KUBOTHH (JIOBEHE HA MUILIKH, OJIU3aHE
Ha Ko3uHara). [IToBTOPHOTO aruMnupane mpe3 KpaTku HHTEPBAIH MOXKE JIa IPEIU3BUKA M0-0bP30
pasrpaxiaHe Ha KeTaMuHa.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JUIiaTa, Impujaaraimy BETCPUHAPHOMCANNHWMHCKHSA IIPOAYKT Ha
JKUBOTHUTE.

HpI/I CHy‘I&ﬁHO CaMOUHKXCKTUPAHE, He3abaBHO Ja C€ MOTbpPCU MEAUITMHCKH CHBET, KATO Ha JIEKaps C€
npeaoCTaBu JIMCTOBKATA WJIM €TUKETA HAa IPOAYKTaA.




Bbpemennocr:
KeramuabT mpemMuHaBa IDIarieHTapHaTa Oapuepa, Mopaad KOETO c€ Tpuilara camo cliel] MpereHKa

MOJI3a/PUCK OT OTTOBOPHUSI BETEpPHHApPEH Jiekap. TO3HW MPOAYKT HE Ce Mpuiara B MEpuojia OKOJIO
paxIaHeTo.

JlakTamus.
Mosxe na ce mpuiiara 1mo BpemMe Ha JIaKTalus.

BsaumMoneiicTBue ¢ Ipyrd BETEpUMHAPHOMEINIIMHCKN IPOAYKTU U APYTH (DOPMH Ha B3aMMOJACHCTBHE.
HeBponenTananreTHITNTE, TPAHKBUIAHTUTE W XJIOPaM()PEHUKOIBT 3aCHIBAT KETAMHUHOBATA aHECTE3HS.
BapOutypath u omumaTm MoOTraT Ja YABDKAT BBH3CTAHOBUTCIHUS TEpUOA. EXHOBPEMEHHOTO
MIPIIIOKEHUE Ha CIIa3MOJIUTHUITH HHTPABECHO3HO MOXKE JIa TIPEeIU3BHKA KOJIalC.

[Ipenosupane (CAMITOMH, COEITHN MEPKH, aHTHJIOTH):

[lpenopbyanaTa AO3UpOBKA TpsOBa Ja ce Mpujara HE3aBHCHMO OT OTHOCHUTENTHO LIMpOKaTa
ToJiepaHTHOCT. [Ipu mpemo3upaHe € Bb3MOXKHO Ja Ce HpOSBIT Bb30yna Ha IGHTpajHaTa HEpBHA
cucTeMa, CIa3MH, PECUPAaTOpPHU Mapaiu3d U chpicyHa apuTtMus. CrasMuTe MoraT Jia ce OJIOKUpaT
upe3 6eH301Ma3eMHUHU.

[Ipeno3upanero Moxe 1a JOBEAE N0 MOTHCKAaHE HA AUIIAHETO. B TakbB Ciiydail € 3a mpeanoyuTaHe
M3M0JI3BAaHETO HAa W3KYCTBEHO TUILAHE, MAacak Ha IPhAHMS KOII U MOJaBaHe Ha Kuciaopoa. Tosa e mo-
e(eKTHBHO B CpaBHEHHE C MPUIOKEHUETO HA aHAJICTITHIIH.

OCHOBHH HECHBMECTHMOCTH:
[Tpu nurca Ha TaHHU 32 ChbBMECTUMOCT, TO3U BETCPUHAPHOMEIUIIMHCKH MTPOJAYKT HE TPsAOBa J1a Obie
CMECBaH C JPYTyd BETEPUHAPHOMEAUIUHCKHU TPOIYKTH.

13. CIEIUWAJIHU MEPKMU 3A YHUIIOKABAHE HA HEU3IIOJI3BAH ITPOJAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKHUBA

BMII =e Tps6Ba Aa 6bAAT U3XBBPISIHU Upe3 OUTOBH OTNAABIM WIH OTHAIHU BOJIU.
ITonuraiite Bamus BeTepuHapeH Jiekap KakBo aa npasute ¢ HeHyxHute BMII. Te3u mepku e
IIOMOTHAT 3a OIlla3BaHE HA OKOJIHATA Cpela.

14, JATATA HA NOCJIEAHATA PEJAKLHS HA TEKCTA
05/2023

15. AONBJHUTEJHA UHO®OPMALIUA

He Bcuuku pasmepu Ha onakoBKaTa MOraT Jja ObJaT IpeajaraHy Ha rasapa.

3a Bcsika nH(GOpMaIKs OTHOCHO TO3W BETEPUHAPHOMEIUIIMHCKY POYKT, MOJISI CBBPIKETE CE C
TEPUTOPHUAIHHS IPEICTABUTEI Ha IPUTEKATENsI Ha JIMIIEH3a 3a YyIoTpeoa.

Puxtep ®apma EOO/,

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

E-mail: office@richter-pharma.bg

JI-P AHTOHHO PAJTOEB
3AMECTHHK H3ITBJIHUTEIEH JUPEKTOP



