Kpartka xapakrepucraka na NpPOAYKTA

V3NbLAHUTENHA AT EHLNA no JIEKAPCTBATA
L WME HA JIEKAPCTBEHI/UI PO IIYKT Kpamxa X8PAKMEPUCMUKE Ha npogyxma - MNopuroxenue 1

...........

HAEHTOKAMH 40 mg /0,01 mg/ml uHXeKHoHen pasTBoOy] 5
DENTOCAINE 40 mg /0,01 mg/ml solution for injection |Paspewerus re 2735 / 02 06 2010

............

2. KAYECTBEH M KOJMYECTBEH ChCTAB LOg060euue e . Lo
1 ml uroxexnmonen pasteop ChABpPXKA:

APpTHKaHH XHIPOXTOpH 40,00 mg

(Articaine hydrochloride

Envnnedpun (anpenanun) 0,01 mg

(Epinephrine (adrenaline)) 0,018 mg

(mox popmara Ha enuHeppuH TapTpar)

ITomonau Bemectra:

Harpues xnopun 1,00 mg
Hatpues Metabucyndar 0,50 mg

Enun narpon (1,8 ml) CbABPXKaA 72 mg OT apTHKauH xuzapoxnopua u 0,018 mg ot enunedpun (ox
dopmata na Taprpar).

3a NLIIMS CIUCHK Ha ITOMOITHUTE BEIIECTBA, BHXXTE TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

HNnxexunonen pastBop.

Pazigoper e OHCTDA, HCONAIECHCHTHA, O¢3lBETHA TEYHOCT ¢ pH sapupan; or 3,6 no 4,5.
Ocmonaprocrra Ha pasTBOpa € okoso 267 mOsm/kg.

4. KJIMHUYHU JAHHHU

4.1 TepaneBru4ynm noxaszanns
MectHa anecresus (uHpuITPaLHUS ¥ aHecTE3Ms 32 OIlokMpaHe Ha HEPB) B CTOMATOOrHsTA,

AEHTOKAHUH 40 mg/0,01 mg/ml e coenmanHo nokazan 3a KOMIUIMIMPAHH TNIPOLEIypH,
H3HACKBAILH MPOIBIIKUTEIHA AHECTE3HS,

HEHTOKAMUH e npexnasnagen 3a YIoTpeba IIpH BE3PacTHH, IOHOLIH | Jiena Hax 4 roquHy.
4.2  JlozupoBka u HauMH Ha NPHJIOKEHHE
Ha ce npunazam cnednume yrxazanus 3a oosupane.

TpsabBa na ce M3NONM3BA BBLIMOKHO HAK-MATKHST obeM OT pa3TBOpa, KOHTO e AOBene Ko
eeKTHBHA aHECTE3HSI.

3a excTpakums Ha MaKCHJIApHH 3B0H B TIOBEYETO CIIyYaM €a JOCTATHYHH L{?SLI_I'II,.I(EHTOKAI/IH
40 mg/0,01 mg/ml ua 360; Taka Morar aa ce m3bersar OoJtesneHuTe Hanaﬁmannn HHXeKIuu. B
Cly4ali Ha CepHMHM €KCTPaKLHMHM Ha CECCIHM 3BOH 4YeCTO € BBIMOXKHO HAMANCHHE Ha
HHXCKTHPAHHUS 00eM. :



Ako ce Hamara paspe3 wim CyTypa Ha HeOLETO, ¢ moKa3zaHa NaJaTHHAIHA HHXEKIHsT Ha
npubnmsurento 0,1 ml Ha Gox.

3a mIagko mpoTHYANIH CKCTPakIMM Ha MaHIuOYNapHM IIPEMONApH B MOBEYETO ClIy4yan e
AOCTaThb4Ha HHQUITPATHBHA aHecTe3us ¢ 1,8 ml AEHTOKAMH 40 mg /0,01 mg/ml na 360, Karo B
OTACIIHM CTy4aH Ce Hajara OBTOpHA GyKaJlHa HEOKEKIMs Ha 1 1o 1,8 ml. B penku cnyuan moxe na
© oKa3aHa MHXXEKIHS B MaHAMOYIapHHUS OTBOP.

Becrubynapuute umxexumn na 0,5 - 1,8 ml IEHTOKAUWH 40 mg /0,01 mg/ml Ha 356 no3BomsBaT
00paboTKa Ha KaBMTETH M Ha ITLHYETA 32 KOPOHKH.

Ipu nevenne Ha ManmGynapuu MOJIapHH 360 TPAOBa l1a Ce U3MON3Ba GI0KOBA aHECTE3MS.

Ilpu xupyprudecku unTepBeHUHH JAEHTOKAHMH 40 mg /0,01 mg/ml TpsibBa na ce no3mpa
HHAMBHAYAJIHO B 3aBUCHMOCT OT CTEMNEHTA U IPOBDKATENHOCTTA Ha ornepanuiaTa u GpaKTopuTe OT
CTpaHa Ha NallMeHTa.

ITo mpasuno npu nena ¢ terno okono 20 - 30 kg ca nocrarsunn no3u or 0,25 - 1 ml, a npu fena ¢
Terso 30 - 45 kg - 0,5 - 2 ml.

AEHTOKAMH 40 mg /0,01 mg/ml ue TpsibBa 1a ce U3Mo3Ba IPH fela Ha BB3pacT nox 4 roauHuU.

Tpu 110-BB3pacTHY MaLMERTH MOPaH MOHWKEHHTE METAGOMUTHH MPOLIECH M IO-MAJIKHs 00eM Ha
PasIlpe/ICICHAC MOraT Jla C¢ IIOIydYaT HOBHMIICHH IUIa3MEHH HMBA Ha HAEHTOKAHWH 40 mg
/0,01 mg/ml. PucksT ot akymyimpane Ha JEHTOKAWH 40 mg /0,01 mg/ml ce nosuimaBa ocoGerno
CJICZl HOBTOPHO NMPUIIOKEHHE (HaIp. IOBTOPHA HHXeKIus). [Tono6en ebekT MoXe aa ce IoNydn ot
BIIOMIEHOTO OOMIO CHCTOSHHE HA NALMEHTA, KAKTO H IPH TEKKO YBpEJAECHA YepHOAPOOHA wim
0b6peuna GhyHKuMS (BXK. CHIIO TOYKA 4.4).

3aToBa BLB BCHYKM TAaKWBAa CIydYadm ce [IpenoppYBaT MO-HUCKHM JO3HPOBKH (MHHHMAIHOTO
KOJITIECTBO 32 I0CTaThYHA ABIO0OYMHA Ha AaHECTE3NATA).

Ho nonoben waume Tps6Ba na ce moHmxm nosara IPH TALIMEHTH C ONpPEAE]CHH OCHOBHH
3a60/ABaHHs (CTEHOKApINS, aTepoCKIIepo3a) (BiK. ChIIO TOUKa 4.4),

Maxkcumanna npenopvusana 00o3upoeKa:

Bwspacmnu:

Ilpu 3ppaBu BB3pacTHH MakcumanHara go3a e 7 mg/kg TemecHO Terno apruxauu (500 mg za
nanuent ¢ Terno 70 kg), koaTo e eksuBanenTHa Ha 12,5 ml AEHTOKAMH 40 mg /0,01 mg/ml.
Maxcnmannara xosa npeacrasissa 0,175 ml pasTBop Ha kg.

Heua:
Komyectsoro, koero na ce HHKEKTHPA, TPOBa fa ce ONpe/eNH OT BE3PACTTa | TErI0TO Ha JIETETO
H TEXECTTa Ha omnepauusTa. [la He ce mpeBMINAaBa eKBUBAJICHTHT HA 7 mg aptukaunn/kg (0,175 ml

AEHTOKAWH 40 mg /0,01 mg/ml unskexmmonen pastBop/kg) TenecHo Tero.

HEHTOKAWH 40 mg /0,005 mg/ml urxeKmuone PasTBOP CBHLIO C€ Npeaara ¥ MOXxe Aa Obie 1o-
TTOAXO/AIL 32 KPAaTKM MAHMITyJallHY H/MIH KOTaTo KOHTPOJNBT BEPXY KBPBEHETO B OIEPATHBHOTO
HOJIC HE € IocTaTb4eH (BX. Touka 5.1).

Havun na npunoxcenue
3a HHXEKIHOHHO/OPOMYKO3HO MPHIIOKEHUE
3A VIIOTPEBA CAMO I1PU AEHTAJIHA AHECTE3US

N



3a na ce usberne MHTPABACKyTapHOTO WHIKEKTHPAHE, TPsIOBA BUHATH BHEMATENHO /A Ce M3BHpIIIBa
ACIMPAlMOHEH KOHTPOJ B TIOHE [BE DPaBHHHH (potupane Ha mrmata Ha 180°), BBIIPEKH Y€
OTPULIATETTHUSAT PE3yNTaT OT aCHUpalMsiTa HE M3KIIOYBA B GE30MacHa CTelieH HENpEAHAMEPEHO U
He3abelIsA3aH0 HHTPABACKYIAPHO HHXEKTHpPAHE.

Ckopoctra Ha HHXEKTHpaHe He TpsiOBa na npesumasa 0,5 ml 3a 15 CeKyHaH, T.€. | marpon Ha
MHHYTA.

OCHOBHHTE CHCTEMHM PEaKIHH B pe3yiTaT Ha CJly4aliHO MHTPABaCKy/IapHO HHKEKTHPAHE MOTaT 1a
CC NpCAOTBPATAT B IIOBEYETO CIy4YaH 4pe3 €HA TEXHHKA Ha MH)KEKTHPaHe — CIIel aclHpUpaHe
GasHO MHKeKTHpaHe Ha 0,1 — 0,2 ml ¥ GaBHo NPHJIOKEHUE HA OCTAHAJIOTO KOJIMYECTBO — HE MO-
paHo ot 20 — 30 ceKyHAH HO-KBCHO.

OtBopennTe naTpoHu He TPIOBA /@ Ce HIMOJ3BAT npu Apyryu nauueHT. OcTaThuuTe TpIOBa Ja ce
H3XBBPJIAT.

HpoxykrsT TpsiGBa na 6bae Bu3yanHo HHCNICKTUPAaH 3a TBBPAH YaCTHUIM, OOE3IBETSIBaHE HJIH
IIOBPEXKAHC Ha KOHTEHHepa Npeau Jia ce ynotpebssa. IIpoaykTsT He TpsAOBa Aa ce ymorpebspa,
aKo ObJAT 3abeNA3aHH HONOOHH NedeKTH.

4.3  IIpormBonoxasanus
IIporusonoxasana e ynotpe6ara mpu aeua Ha BB3pacT oA 4 roauHH.

AEHTOKAHWH 40 mg /0,01 mg/ml e IIPOTMBOIIOKA3aH B CiIy4aid Ha CBPBXYYBCTBHUTEIHOCT KBbM
AKTHBHUTE BEIIECTBA, HATPHEB METAOUCYIIQHUT MM HIKOS OT OCTAHAIHUTE ChCTABKH.

llopadu_cvcmagkama _apmuxaun, xosamo e mecmen anecmemux, /IEHTOKAHH 40 mg
10,01 mg/ml ne e paspewen 3a ynompeéa ¢ cayuaii Ha

— H3BCCTHA aJICPrusl WM CBPHXYYBCTBHTEHOCT KbM JIOKAICH aHECTETHK OT aMHIEH THII

— TEOXKKO YBpeXJaHE HAa HMHULHMALMATA HAa MMITYJICA W MPOBOLHATA CHCTEMAa Ha ChpIETO
(samp. AV 6ok II u 111 cTenen, m3pazena Opanvkapmams)

— OCTPO IEKOMIICHCHPAJIAa ChPI€YHA HEAOCTATHYHOCT

— TEXKa XUITOTOHHS

— TalMCHTH, 33 KOMTO € U3BECTHO, 4e MMAT JAeHIMT Ha XOIMHECTEPa3HA AKTHBHOCT B IJIa3MaTa

— XCMOparu4HM JUaTe3u — 0COOEHO IpH 6JI0KOBA aHECTE3 M

— HWHXEKTHpPaHE B 00JIaCT Ha Bh3NaJICHHE

Ilopadu cvovpicanuemo na enunedpun, Koiimo e gazoxoncmpuxmop, JTEHTOKAHH 40 mg

10,01 mg/ml ne e paspewien 3a ynompeba npu

Cobpaeynn 3a00/159BaHAS KaTO:

— HeCTaOmJIHA CTeHOKap/us

— HacKOpO HNPEXUBIH HH(APKT HA MHOKapa

= CKOpOLIEH XUPYpru4eH Gaiinac Ha KOpOHapHA apTepHs

— pedpakTepHH apUTMHMHM M MAPOKCH3MATHA TaxXWKap[ius WM BUCOKOYECTOTHA IPOALIKHTEHA
apUTMHUS

— HEJIEKYBaHa HIIM HEKOHTPOJIMPaHa TeXKa XUIEPTOHHUS

— HEJICKyBaHa MM HEKOHTPOJIMPaHa 3aCTOMHA ChpJeYHa HEJOCTATHYHOCT

ChbIBICTBAINO JeYeHHE ¢ MHXHOGHTOPH Ha MoHoamMHHOOKcHasata (MAO) umu TPUIMKIHYHKA

AHTHJICTIPECAHTH (BXK. TOUKA 4.5).




llopadu cvovporcanuemo na Memabucyrgpum kamo nomowno sewecmeo JEHTOKAHH 40
mg /0.01 mg/ml ne e paspewen 3a ynompeba 6 cayyau na

~ QJIePrHs MM CBPBXYYBCTBHTENHOCT KBM CyN(HTH

— TeXKa OpOHXHaJIHA acTMa

AEHTOKAMH 40 mg /0,01 mg/ml mosxe na NMPOBOKUPA OCTPH AIEPIHYHH PEAKIIMH ChC CUMIITOMH
Ha aHauIakcHA (Halp. GPOHXOCHA3HM).

44  Coenmannu npegynpexeHns u HIpeana3Hu MEPKH NIPH ynorTpeda
HEHTOKAWH 40 mg /0,01 mg/ml TpA0Ba 112 ce W3MOI3Ba C 0COGEHA IIPEANA3IMBOCT B Ciydaif Ha
— TEXKKO yBpexaaHe Ha Ob0peunarta pyHknus

— CTeHOKapus (BX. Touka 4.2 u 4.3)

— aTepocKieposa

~ 3HAYMTENIHO HAPYNICHO KPHBOChCUPBaHE (BXK. TOUKa 4.5)

— THPEOTOKCHKO3a

— TECHOBIBJIHA IJIayKoMa

— 3axapeH guaber

— 0enoapo6Hu 3a6019BaHNs — 0COGEHO aTepruyHa acT™Ma

— (eoxpoMoIHTOM

NHuunenTHOTO HHXeKTHpaHe MoXe ha JOBeie o KOHBYJICHM, CIEJBAHH OT CHOMpaHe Ha
LICHTPAIHO-HCPBHATa WJIM KapAHOpecHMpaTopHara jeiHocT. TpsabBa 1a HWMa HAIHYHOTO
obopyzBaHe 3a pecycuurauus, 3a HezabaBHa yrnorpeba Ha KHCJIOPOI M JAPYTH JIeKapcTBa 3a
pecycuMTausi.

Teil KaTto MECTHHTE aHECTETHIHM OT AMHJEH THN CBHINO Ce MeTaboIM3upaT OT YepHHs Ipoo,
HEHTOKAHWH 40 mg/0,01 mg/ml Tps6Ba na ce u3mon3Ba IPEANasuBO NpPH HAIUECHTH C
4epHOAPOOHN 3ab0isaBanus. [lanueHTHTE C TEXKKH 4epPHOAPOOHH 3a00IIsABAHHS Ca C MO-BHCOK PHCK
3a IOCTUTaHe HAa TOKCHYHHM TUIA3MEHH KOHIIEHTPAILHH.

IpoaykTbT TpsbBa na ce mpuiara NpeINAasNMBO NPH MALMEHTH C YBpEACHa CHPACYHO-CHIOBA
$ynxums, TR KaTO Te MOrar ja ca ¢ HO-MaJIKH BE3MOXHOCTH 1a KOMIIEHCHPAT (yHKIMOHAIHUTE
NIPOMEHH, CBbP3aHHM € yAbIDKaBaHe HA A-V IPOBEKAAHETO OT Te3H JIEKAPCTBA.

HpOlIYKT'BT Tp$I6Ba Aa C¢ Hnpuiara Npeana3inBo Ha NAllMEHTH C aHaMHE3a 3a eIrJIeIICHS.

ViMa naHnu 33 MHOTO PE/KM CilydYad Ha IPOIBIKHTENHO WU HeOoOpaTHMO yBpEXX/IaHe Ha HEpBA
(3ary6a Ha YyBCTBHTENIHOCT M yCeIaHe 3a BKYC) CJIe/l aHAJTe3Hs 32 MaH1OyIapHO OJIOKHpaHE.

Br3moxnu ca IIOJIOKHTCIIHH PE3YJITATH MIPHU JOMUHT TECTOBETE HA CIIOPTHUCTH.

Tpabsa ma ce uma npexsua, 4e Mo BpeMe Ha JICYEHHETO C MHXHOMTOPH Ha KPBBOCHCHPBAHETO
(Hanp. XemapuH WIM aUETHICAIMUMIOBA KHCE/IUHA) HelpeJHAMEPEHA Ba3ONMyHKIHMSA IIPH
IIPUJIAraHETO Ha MECTHH AHECTETHIH MOXE [ia JOBEIE /10 CEPHO3HO KBPBEHE M Y€ IIO-TPaBHIIO
CKJIOHHOCTTA KbM KbPBEHE € MOBHINIEHA (BX. To4Ka 4.5).

Tpsbsa na ce u36srea HenpeqHAMEpPEHO HHTPaBaCKyJIapHO MPUIIOKEHHE (BX. TOUKa 4.2).
HoHmKeHuAT KPHBOTOK B MyJIIaTa HOPAIN ChALPKAHHETO HA enuHepHH, a OTTaM PHCKBT [a ce

HpPONYCHE OTBOPEHO IyJIIHO MPOCTPAHCTBO, TpsAGBa Na ce MMa mNpeABUA HpH obpaboTkara Ha
KaBHTCTH H 3a [TIOCTABSIHE Ha KOPOHH. '

WHXeKTHpaHeTo Ha TO3M MEAUMHCKH MPOIYKT TpsaGBa na ce M36sTBa B MHQEKTHPAHH 30HH (BXK. }//
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TOYKa 4.3).

Tosu nexapcrBen mpoxykr CbAbpKa mo-Manko or 1 mmol marpuit (23 mg) wa 1 ml, T.e. Ha
NPAKTHKA “He ChAbPXKA HATPHIA”.

Ipeonasnu mepxu npu ynompeba:

Bceku meT, Korato ce mpmiara Mecten AHECTCTHK, TpsAOBa Jla ca HANHMYHH ClieHHUTE
JieKapCTBa/BHIOBE TEPAITHS:

- AHTVKOHBYIICHBHH JieKapcTBa (OeH30QMA3CIIHHA WIIH GapbuTypaTi), MHOpENTaKCaHTH,
aTpoluH M BasONpPECOPH MM a/IPEHANHH 33 TEXKH ATEPIHYHH WK aHaUWIAKTUYIHI
peaxIuHm.

- OGopynsane 3a pecycnurauus (0cobeHO HM3TOYHHK Ha KHCIOPOZ), II03BOJIABAILIO
H3KYCTBEHA BEHTHJIALIUSA, aKO € He06X0 1Mo,

- BHumarenHo u nocrosHHO npocnensane Ha CbPACYHO-CHAOBUTE W AMXATEIHUTE
(alleKBaTHOCT Ha BEHTUJIALHATA) JKM3HEHH IIPH3HAIY, @ HHBOTO HAa Chb3HAHUETO HA MAllHEeHTa
TpsabBa Aa ce mpocieisBa clell BCAKA HHKEKUHS HA MECTEH aHECTETHK. Hecnoxkoiictso,
TPCBOKHOCT, THHHUTYC, 3aMasHOCT, 3aMbITIEHO BIDKAAHE, TPEMOD, AEMPECHS MM CHHIHBOCT
MOTaT /1a ca paHHM NPeyNPeXaBalli NPU3HANK 33 TOKCHYHOCT BBPXY HEPBHATA CHCTEMA
(Bx. Touka 4.9).

[ManpenTy, npuemainy GeHOTHAZHHH _

DeHOTHA3MHUTE MOrar na orciabar  wim oO0BbpHAT mTpecopHHs epeKT Ha €IHHEDPHH.
CorpreTBamara ynorpeGa Ha TE3H CPEeACTBa IO npaBuiao TpsbBa na ce m3bsrea. B ciyuyamnre,
KOrato € HeoOXouma CHIIFTCTBAIA TEPAMHsA, OT OCHOBHO 3HAYECHHE € BHUMATENHOTO
MIPOCIICASIBaHE Ha HAIlHEHTA.

HaHI/IeHTI/I, NpACMaIid HCCEJIEKTUBHHU 66T3-6JIOKCDI/I

CBIBTCTBAIOTO MPUIOXKEHHE HA HEKAPAMOCETEKTHBHH Oera-6mokepy MOXe JAa JOBEAE IO
TOBHIIICHUE HAa KPHBHOTO HANLATaHe MOpau enuHEpHH (BX. Touka 4.5).

45  BsaumopeiicTBHe ¢ APYIH JeKAPCTBEHH NPOAYKTH U Apyru ¢popMH Ha B3auMoJelcTBHe
CuMnatnkoMuMeTHuHMAT e(exT Ha enumHeppMH MoXe 13  OBIe UHTEH3UQHIUpPaH OT

CIHOBpEMEHHHs preM Ha MAO HHXHOWTOPH HITH TPHLMKIHYHE aHTHAEIPECAHTH (BX. Touka 4.3).

Anpenanus (enuHEpPHH) MOXe 1a HHXHOHpPA OCBOGOXKIABAHETO Ha HHCYJIHH B NIAHKpeaca W Taka
Aa orcnabu edeKTa Ha epOpaTHUTE AHTHANAGETHYHM CpencTBa.

DeHOTHA3MHHETE MOTAT Jia OTCIa6AT PecoOpHUs etbexT Ha enuHedpHH (BXK. Touka 4.4).

C’bl'[’bTCTBaIIIOTO IPHIIOKCHUC HA aHTHApUTMHUYHH JICKapCTBa (Hanp. XI/IHI/IIII/IH) MOXE Ada IMOBHILH
IIOTCHIIHAIHU A C(I)CKT BbPXY CHPUETO HA MECTHUTE AHECTETHIIN.

ChIBTCTBAIOTO NPHIIOKEHHAE HA HEKAPIUOCEIEKTHBHE 3-6moxepr Moxe na oBezIE 0 OBULICHHE
Ha KpHBHOTO Hasrane nopaam enunedpuna 8 IEHTOKAWH 40 mg /0,005 mg/ml.

Onpenene}m HHXAJTAHAOHHH aHECTETHIIM KaTO XaJlloTaH MOrarT Ja IIOBHIIAT YYBCTBUTECIHOCTTA HA

ChpICTO KBbM KaTEXOJIJaMHHH H TakKa Aa HHAYIOHApAT APUTMHUH ClIeq NPpUIIOXKEHUETO HA
JEHTOKAMH 40 mg /0,01 mg/ml.

Ilo Bpeme Ha neyeHHe ¢ MHXHUGHTOPHM Ha KPBBOCHCHDBAHETO Ce NOBHINIABA CKJIOHHOCTTA KBM .



XEMOparuH (BXK. ChbIIo Touka 4.4),

4.6  BpemenHocr u KbpMene

Bpemennocr

Hsama nannm 3a ymorpeGara Ha apTHKauH OT OpeMeHHHH >kxeHU. M3crensaHusTa IIPH KHBOTHH
OKa3BaT PENPONYKTHBHA TOKCUYHOCT ( BUXK pasjien 5.3).

Hsma sicHH HanM4Hy enuIeMEONOrHYHY NaHHY 3a ynorpebara Ha afipeHaNHH IIpU GPeMEHHH KeHH,
obave, HAMa JOKA3aTENCTBO 33 yBeIHYEH pUCK OT MandopMmauMM NpH XopaTa Ciies] KaTo ce
ynoTpedsiBa xaro MecTeH aHacTeTHk. IIpoyusamusta IpY JKMBOTHHUTE MOKa3BaT el pOAYKTHBHA
TOKCHYHOCT (BHXTe paszen 5.3).

B pesynrar, JEHTOKAHWH e TpsibBa na 6bJe U3M0I3BaH O BpeMe Ha OPEMEHHOCT, OCBEH aKo He
€ CTPOro HEOOXOUMO

Jakranua

He e usBectHO manm aprukanmna W anpeHanMHa ce OTAENST B MAafuHHOTO Misko. Obaue, tpu
TepaneBTuaHnTe 1031 Ha JIEHTOKAWH, e ce ouakBaT BB3meicTBHS BBpPXY KbpMaueTara.
JNEHTOKAUH Mmoxe ma ce u3nonssa ot KbPMauKH.

4.7  Edexrtn Bhpxy cniocoGHoCcTTA 32 mo¢upane u paboTa ¢ MAIMHK

Bbnpekn e manpeHTUTe OT NPOYYBAHMATA HE TTOKA3BAT HUKAKBO YBpeXJIaHe Ha CBOUTE HOPMaJIHH
peakuuu 1o BpeMe Ha WO(HpaHe Ha NPEBO3HO CPEACTBO, CTOMATONOTBT TpsO6Ba 1a OlLIEHH BBHB
BCEKH Clly4aH Bh3MOXHOTO HapyIeHHe Ha 6€30MacHOCTTa pH modupane Ha MOTOPHO IIPEBO3HO
CPEACTBO MIH paGoTa ¢ MammHH. [laumenTsT He TpsGBa na HalrycKa CTOMAaTOJIOTHYHHUS KaOUHET
HO-paHo OT noHe 30 MUHYTH ClI€A HHXKEKIMATA.

4.8 Hexenanu peakuuu

lopaou cvemasxama apmuxaun, xosmo e mecmen anecmemuk, Mo2am _0d_HACMBbHAM CleOHume
HeJNCENan U peaKytiu

CbpaevHo-cb10BH HADY MICHHS

Peoxu (21/10 000 00 <1/1000)

HawmasieHa chpiedna 4ecTora, XMHIOTOHHS.

TlonmwxeHne Ha KPLBHOTO HAAraHe, HapylllcHHs] Ha IPOBEXKAAHETO HAa CHPACYHHSA HMITYIIC,
OpanuKapIus, aCHCTONHS, ChPICYHO-CHIOB apecr.

Hapymenus Ha HepBHaTa cHcTeMa

Peoxu (21/10 000 oo <1/1000)

MertaiieH BKyc, THHHTYC, 3aMasiHOCT, TaJleHe, HOBPBIIAHE, HECIIOKOMCTBO, TPEBOXXKHOCT, [IPO3sIBaHE,
TPENIEPCHE, HEPBHOCT, HHUCTArbM, JIOrOpest, IIaBoOOJIME, IOBHIICHHE Ha MUXATEIHATA YECTOTA.
Ilapectesun (3aryba Ha dyBCTBHTENHOCT, IApeHe, MpaBy4YKaHe) Ha yCTHUTE, €3UKa HJIM U [IBETe.
Koraro ce nostesar Tesn npusHauy, Te HanaraT 6sp3u MEpKH 3a KOpeKuus, 3a Aa ce IpeNoTBPaTH
BB3MOXKHO BJIOLIABAHE.

CpHIMBOCT, 00BPKAHOCT, TPEMOp, HOTpElepBaHe Ha MYCKYJIUTE, TOHHYHO-KIOHHYHU T'HPYOBE,
KOMa M Iapaju3a Ha JHINAHETO.

PecnnpaTtopun Hapymenus
Peoxu (21710 000 oo <1/1000)
Taxunues, cies ToBa GpaguIHes, KOATO MOXe /a TOBE/E 10 AITHE.

ANepruvHu peaknuu

Mnozo psoxo (< 1/10 000), ¢ neuseecmua wecmoma (om nanuunume Oanru He Mooice 0a 6voe
Hanpaeena oyenka) S



Morar na ce nabmozasar npossu Ha CBPBXYyBCTBUTENHOCT KbM apTHKAHH KaTo OOpHB, ChpOSII
OTOK, CbPOEK M €pPHTEM, KAKTO H rajeHe, JHAPHS, XPHIIOBE WITH anapmnakcus. Crobmana ce 3a
KPbCTOCaHa  pCaKTUBHOCT KBbM apTHKaMH [PH €IUMH HalMeHT Ccbe  3abaBeH  THI
CBPBXYYBCTBHUTENHOCT KbM IIPHIIOKAHH.

ITo npaBuiiO manMeHTHTE ¢ W3sBEHA CBPBXYYBCTBUTEIIHOCT KBbM apPTHKaWH HJIM JPYTH aMHIH
TPs10Ba /1a OJIy4aBaT MECTEH aHECTETHK C €CTEepHa BPB3Ka NPH NOCJICABAIIUTE IPOLEYDH.
HIpunoxxeHHeTo Ha roieMu 034 apTHKAHH MOXe 13 IIPHYMHU METXEMOITIOOMHEMHUS TIPY HAUEHTH
ChC CYOKITMHHYHA METXEMOTTIOOHHEMMSL.

Llopadu cvovpacanuemo na enunedpun xamo BA30KOHCMPUKMOP MO2AM 0d 8b3HUKHAM CleOHume
HeNCeAaHYU DeaKyuu;

Cupaevno-cb10BH HapymeHHs

Peoxu (=1/10 000 oo <1/1000)

He morar sma ce m3kmouar ycemane 3a 3aToIuisHe, moTeHe, YCKOp€Ha ChpAedYHa AEHHOCT,
MHUTPEHONOAOOHO Tri1aBo6ONIME, TIOBUIICHHE HAa KPHBHOTO HAJIAraHe, CTCHOKApAHH HapyHIICHUsI,
TaXVKapZinK, TaXHAPUTMUU U CHPICYHO-CHIOB apecT, KAaKTO M CHIIHO CIEMATO3HO IOAYBaHE HA
UIMTOBH/IHATA XKJIE3a.

llopaou_cvovpoicanuemo na memacyndum_xamo nomowno eewecmeo 6 muozo pediu ciyyau
MO2am 0a HACMLNAM CLeOHUME HEJCENAHU DeaK YUl

AJICPTRYHM peakiuH (PEaKMM Ha CBPHXUyBCTBHTENHOCT), OCOBEHO NpY MMAUMEHTH ¢ OpOHXHAaHA
acTMa, KOMTO C€ MaHH(ECTHPAT KaTo NOBPBINAHE, AHAPHSl, XPUIIOBE, OCTHP aCTMATHYEH MPHCTHII,
3aMbITIABAHE Ha Ch3HAHUETO WIIH ILOK.

Ilopadu_cvovpocanuemo u na _apmukaun, u na enunedpun mozam O0a HACKbNAM cleonume
HeNCeAaHU PeaKyui.

Hapymenus Ha HepBHATA cHCTeMa

Omucana e 3abaBeHa ¢ 2 ceIMMIHM NpOsBa Ha MApanus3a Ha (alHaTHAS HEPB IPH ynorpeba Ha
apTHKauH/enuHePHH, KaTO CHOMTHETO CE TOABSIBA U 6 Mecena Mo-KbCHO.

Mnuozo paoxko (< 10000)
Ilponbmkurenda xunoecre3us u 3aryba Ha ycemaHe 3a BKycC cjiell GJOKHpaHe Ha MaHauOynapHus
WM JIOJIHHS aJIBEOJIapeH HepB.

IloBnusaBaHeTO Ha KIMHUYHATA KapTHHa MOXE J1a € pe3yJrar oT CIHOBPEMCHHOTO HAaCTBNBAHE Ha
Pa3JInIHH YCJIIOXKHCHUS U HEXETAaHU C(I)CKTI/I.

4.9 IIpenoszupane

Hexenanute peakuuu (moka3sam aGHOPMHO BHCOKH KOHICHTPALMM HA JIOKANEH AHECTETHK B
KpbBTa) MOTaT Jia HAacTBIAT KakTO He3abaBHO, NMPHYMHEHH OT ClIydailHa HHTpaBacKyJjapHa
HH)XCKLMA WK aOHOPMHHM yCIIOBHs Ha aGcopOIus, Hanp. Bb3NAICHA WM CHIIHO BacKyJlapU3upaHa
TbKaH, HWJH I10-KBCHO, NPHUYNHEHH OT MCTHHCKO MPEJO3MPAHE HAa EKCLECHBHO KOJIHYECTBO
aHECTETHCH Pa3TBOP, U Ja c¢ MaHU(ECTHPAT KaTO CUMIITOMH OT CTPaHa Ha NEHTPalHATa HEpBHA
CHCTEMA H/WIIH Ha ChJI0BATA CHCTEMA.

Cumnmomu, npuyunenu om cbcmaskama apmuKaun, KOSIMo e Mecmen anecmemux:

llo-nekuTe CHMNTOMH OT CTpaHa Ha LEHTpalHAaTa HEpBHA CHCTeMa BKJIIOYBAT METaJ€H BKYC,
THHHUTYC, 3aMasHOCT, TajIeHe, IOBPBINAHe, HECIIOKOHCTBO, TPEBOXKHOCT, HAYAIHO MOBHIICHHE HA
JiUXaTenHaTa 4ecToTa. :




[lo-TexKkuTe CHMITOMH ca CHHIMBOCT, 00BPKAaHOCT, TPEMOp, IOTpENepBaHe Ha MYCKYJIHTE,
TOHUYHO-KJIOHMYHH I'bPYOBE, KOMA M Napajii3a Ha JUIIAHETO.

Texku cbpaEUHO-CHIOBM €NU30MM ce HAGMIOAABAT 1O ¢opmara Ha cnajaHe Ha KPBHBHOTO
HaJsrake, HapyINeHUs Ha NPOBEXIAHETO HA ChPACYHHS HUMIYIC, OPaMKapAMs, ChPICYHO-CHIOB
apecr.

Cumnmomu, npuuunenu om enunedpun KAMO 8A30KOHCMPUKMOP:
ChbpAeYHO-CBIIOBATE CHMITOMH KaTo ycellaHe 3a 3aToILISHe, MOTE€HE, YCKOpEHa ChpleyHa
ACHHOCT, MHIPCHONO/O0HO TIIaBOGONHE, NOBUIIEHME HA KPHBHOTO HANATaHe, CTCHOKapIHH
HapyleHNs, TaXUKapIUH, TAXUAPUTMHHU H CHPAEIHO-CHIOB apecT.

HoBnusBaHeTO Ha KIMHHYHATA KapTHHA MOXE JIa € Pe3ylITaT oT €AHOBPEMEHHOTO HACTBIIBAHE HA
Pa3IMYHH YCJI0XKHEHHS H HeXelaHH epexTH.

Tepanus

Obuu 0CHOBHU MeDKU!

Ako nacmvnam wnexcenamu peaxyuu, mpsbea da ce cnpe RPULONACEHUEMO HA MecmeH
anecmemuc.

JlnarHoctuka (mMmaHe, KpBBoOGpalleHHE, ChH3HAHHE), HONbPKAaHE/BB3CTAHOBABAHE Ha
KM3HEHHUTe (QYHKUMU AMINaHE W KPHBOOOpAIEHHE, NPIIOKEHHE Ha KHCJIOPOA, HHTPABEHO3EH
JIOCTHIL.

Crneyuannu mepru.

Xuneprouus: [oBmurane Ha ropHara 4acT Ha TAJIOTO, aKO € HEOOXOIUMO CyOIHHIBAIIHO
IIPHUJIOXKECHHE HAa HA(EAUTHH.

Konsysicuu: IlpennasBane Ha NaNMEHTHTE OT CHI'BTCTBAINN YBPEXIaHHA, aKO €
HE00XOMMO — MPUIIOKEHHE Ha OeH30AHa3eNUnH (HANp. JHA3enaMm iv).

XUNOTOHUS: XOpU3OHTAIHO IOJIOKEHHE, TOBIUTHETE Kpaka, aKko € HeoOXomumo
MHTpaBacKy/lapHa UHQY3Us HA IBJICH €NEKTPOIUTEH Pa3TBOP, Ba30IIPeCOpH
(uamp. erunedpuH iv).

bpanuxapnus: ATponuH iv.

Anapunaxruyen mok: CBepXeTe ce ¢ JeKap OT CIEMHa [OMON, a MEXIYBPEMEHHO
IPOTHBOIIOKOBO NMO3HIHOHHUPAHE HA TSUIOTO, OOMIHA HWHQY3HS Ha IBICH
CICKTPOJIMTEH Pa3TBOP, aKO € HEOOXOIUMO eHHePPHH 1V, KOPTH3O0H iV.

Cobpaedno-ceaos apect: HezaGapHa Kapauo-IlyIMOHANTHA PECYCIMTALS, CBBPIKETE CE C JeKap ot
CIIEIIHA IIOMOIII.

5. D®APMAKOJIOTUYHHU CBOMCTBA
5.1 PapMakoIMHAMHYHH CBOHCTBA

®dapmakoTepaneBTHYHa rpyna: AHecTeTHIH, MecTHH, amumu ATC kox NO1B B58

AEHTOKAHWH 40 mg /0,01 mg/ml chabpika apTHKauH, KOHTO € MECTEH aHECTETHK OT AMHICH THII
32 ynoTpeba B CTOMATOJNIOTHATA, M BOJAM 1O OOPaTHMO MHXHOMpaHE Ha BB3GYIUMOCTTA Ha




BETCTATMBHUTE, CCH3OPDHUTC M MOTOPHHTEe HEepBHH BiakHa. Ilpeamonara ce, ye edekTbT Ha
APTHKAUH Ce W3passiBa B OIIOKHpaHETO Ha BONTak3aBHCHMHTe Na' KaHamu Ha MeMOGpaHarta Ha
HEPBHOTO BJIAKHO.

Xapakrepnn ca OGBp30TO Hawano Ha AHECTE3WATA — JATEHTEH nepuox or 1 - 3 muHyTH -,
HaJIOKIHUAT €eKT ChC CHIIHA aHAITe3Hs U J06pa TOKAIHA TIOHOCHMOCT. IIpoasmxurenHocTTa HA
edexra na JIEHTOKAUH 40 mg /0,01 mg/ml IIpY aHECTe3UsATa Ha IIyjaTa npoabinKasa 1oHe 45
MHHYTH, & IPY aHECTE3Hsl Ha MeKH ThKanu 120 no 240 mMunyTH.

Enunedpun Boau 10 NokaiHa Ba30KOHCTPHKIIHS, Ype3 KOETo ce 3a6aps abcopbuusTa Ha apTHKaKH.
PesynrarsT € mo-BHCOKM KOHIIEHTpPALIMK HA MECTHHS AaHECTETHK HA MSCTOTO Ha edeKTa 3a Mo-ABJIBT
NEpHOJ, KAKTO U HaMaJIeHa YeCTOTa Ha CHCTEMHH HEXEJIaHH PEaKIIHH.

5.2  dapmakokuHeTHYHH CBOiicTBa

HEHTOKAWH 40 mg /0,01 mg/ml ce aGcopbupa 65p30 U IOYTH HABIHO.

MakcuManHOTO Ta3MEHO HHBO Ha apTMKaMH OT HMHTPAOPANHA HIKEKIHS ce [OCTHra
npubmusutenno ciaen 10 - 15 munytn. O6eMbT Ha pasnpenenenue e 1,67 I/kg, monyxuBoTsT Ha

ClMMUHMpaHe ¢ npubiusutendo 20 MHHYTH, a croiiHocTTa Ha Cmax e B pamkute Ha 400 10
2100 pg/l.

B cepyma apTakanH e cBbp3an 10 95% ¢ IIa3MeHuTe GENIThIN.

ApTHKaHH CE XHAPONH3MpPa GBP30 OT IUIA3MEHUTE XOJMHECTEPA3H IO OCHOBHHS MY METaGOJNHUT —
apTHKaWHOBA KHCEJIHHA, KOATO CIIEA TOBa Ce METaboNM3Mpa [0 TIOKOPOHHMI Ha apTHKAaHHOBAaTa
KHMCEMHA. APTHKAaNH M HETOBHTE MeTabOJIUTH Ce eIMMUHHUPAT [JIaBHO B YPHHATA.

Enunedpun ce karaGonusupa Gbp3o B 4depHus Apo6 M IpyrH THbKaHH. MeTaGoNHTHTE ce
€KCKpeTHpar npe3 6n0penuTe.

5.3 IlpeakJuHHMYHM AAHHH 32 0€30MACHOCT

CumIniTroMuTe Ha APTHKAMHOBA TOKCHYHOCT Ca 3aBHCHMH OT HAUMHA HA npuioxenue (IV, IM, SC u
PO) u Bujga XUBOTHH M BKJIIOYBAT TPEMOpP, BEPTMTO H TOHHYHM M KIIOHMYHH KOHBYJICHH.
1IponsIKUTENHOCTTa M MHTEH3UTETHT HA T€3H CHMIITOMH Ca JI0303aBHCHMH, KATO IIPH BHCOKH 103K
(enmnuyna no3a ot mpubnmsurento 50-100 mg/kg) KOHBYJICHHUTE BOAAT [0 CMBPT, a IPH HUCKH
AO3W BCHYKH CHMIITOMH HM34e3BaT B pamkure Ha 5 m0 10 muHyTH. JletanHute H03M Ha apTHKauH
BOIAT 110 GenoapoGen ook npu MummkH (IV u SC) u mpu wrsxose (IV, IM, SC u PO).

Ilpu mabXoBe apTHKaWH He IIOKa3Ba HHKAaKbB €(EKT BHPXY BHTPEMATOYHOTO €MOPHOHAIHO H
(heranHo pasBATHE M 10 HHKAKBH CKENETHM MM OPTaHHM MATOJOTHYHHM npoMeHd. HoBoponenute
Ha KBPMEIIM >XEHCKH IUTbXOBE, IIOJydYaBallli apTUKaWH BbB BHCOKH A03u (80 mg/kg/nen),
HPUYMHABAIIY TOKCHYHOCT BbPXY MalKaTa, II0Ka3BaT 3a0aBeHO OTBAapsHE HA OYHTE W IOBHUINECHA
BEPOATHOCT 32 HEYCIIEX MPH TECTa 3a NIaCHBHO u30sarsane. [Ipu 3aiiiu ce HabIrOMaBAT BB3ICHCTBUS
BBPXY €MOpHUOHa H €MOPHOHAIHOTO Pa3BUTHE, KOTaTo BHCOKATa /I03a NPHYMHSIBA CKEJIETHH
U3MEHEHHS.,

EnuHedprH € NmoTeHIMaIHO TepaToreHeH NpH ILTBXOBE, HO MPH JO3H 25 IIBTH NMO-BHCOKH OT
TEpaneBTHYHATA J03a IIPH XOpa.

Crnen 1V npunoxenue Hamuuuero Ha 1:100 000 enunedpun noBuIIasa TOKCHYHOCTF& Ha apTUKauH
IIPH IUTBXOBE M MHIIIKH. '

IIpu u3cnenBanus 3a MecTHa MOHOCHMOCT, 4% pa3TBOp Ha apTHKauH ¢ 1: 100 000 enunedpun ce
OKa3Ba JpasHella 3a MOAKOXKHATA ThKaH NpH IIbXoBe. M3cienBaHHATa NpH MUIBXOBETE TIOKA3BAT,
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Y€ HsAMaA Bpb3Ka MCXY KOHHCHTpaAUATa Ha JICKapCTBOTO M Y BB3NIAJIMTENHATA AKTUBHOCT.

6. DAPMALIEBTUYHA JAHHU

6.1 Cnuchbk HA HOMOIHATE BeIecTBa
Harpues merabucyngur (E223)

Harpues xmnopun

X0poBoiopoiHa KHcennHa (32 Kopeknus Ha pH)
Harpuen xunpokcnz (3a kopexnus Ha pH)

Bona 3a urxexuun

6.2 HeckrBMecTnMocTH
IIpy OTCHCTBHE Ha H3CIICBAaHHUS 32 CHBMECTUMOCT, TO3M MEIMIMHCKH IPOAYKT He TpabBa na ce
CMECBa C APYTH MEUIIMHCKH IIPOAYKTH.

6.3  Cpox na rogaocr
18 mecemna.

6.4  CrenmajgHu yc/ioBusl Ha CHXPaHEHHE
CobxpansBaiite npu Temmeparypa nog 30°C. CexpanspaiiTe IaTpoHa BbB BHHIIHATA OIIaKOBKa, 3a
Jia IpeJIIIa3suTe OT CIIbHYEBATA CBETIHHA.

6.5 /lanuu 3a onakoBkaTa

ITaTpon oT 6€31BETHO HEYTPAIHO CTBKIIO 1.
IL1ymxepsT € H3paboTEH OT Kay4yKoB GPOMOGYTHIL
AnyMHHHEEBa 3alyIIajiKa ¢ GpoMOOYTHIIOB JHCK.

Onakoska ¢ 50 mnu 100 narpona ot 1,8 ml Bcekw.
He Bcuyku BHIOBE OITAKOBKM MOTaT 1a GhaT MyCHATH B IPOJaX0a.

6.6 Coenmannm npeanasHH MepKH NPH H3XBBLPJIsIHE H paGoTa
IponykTsT € camo 3a €HOKpaTHO IpHIIOXKeHHe. Hews3nom3BaHUAT MpoiyKT TpsiOBa Ha ce

H3XBBPJIH HEMOCPEACTBCHO CJIE€] ITbpBAaTa yn0Tpe6a.

YkazaHus 3a ynorpeba:

L. OtBopete onakoBkara (mroya ¢ 10 narpona).

2. BseMere maTpoHa 1 ro nocTaBeTe KOHTEHHEPA HA CTIPHHIIOBKATA.

3. JiBuxere GyTanoro Ha CIPUHIIOBKATA JI0 [IOI0XKEHHETO HA TyMEHHS CTOIep Ha IIaTpoHa.

4. BuuMatenHO BbBelere KbCHs Kpail Ha JBYCTPaHHATA HMINla BBB BbpPXa HA HIVIATA M TO
3aBHIITE.

5. MaxHeTe 3alUTHAS Kanak OT TBITHs Kpail Ha UITIaTa i H3BbPIIETe MHKEKTHPAHETO.

Heusznonssauusr OPOAYKT HNIH OTHAAbYHHUTE MAaTCpHUaIX OT HEro TpHGBa Ja C€ HU3XBBPJIAT B
ChOTBETCTBHC C MCCTHHTE U3UCKBAHHU4.



7. IPUTEXXATEJ HA PA3PEILIEHUETO 3A YIIOTPEBA

Laboratorios Inibsa, S.A.

Ctra. Sabadell a Granollers, km 14,5

08185 Llica de Vall (Barcelona)

Hcnanns
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