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U3NBAHWTENHA ATEHUUS IO IREAPCTBATA

Kpamxa xapaxmepucinuxka He npodyxma - MNpungfenue 1

kmpy X 1806 % , 4G .0%.04
1. UME HA JEKAPCTBEHHWA INTPOAYKT 10 / Y« ;2 o7

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

LIDOCAINE SOPHARMA 5 mg/ml, 10 mg/ml, 20 mg/ml solution for ingection i
JINTOKAUH COPAPMA 5 mg/ml, 10 mg/ml, 20 mg/ml nHxkexuroHeH pa3TBop

2. KAYECTBEH 1 KOJIMYECTBEH ChCTAB

B 1 ml umxeKyruoreH pa3TBOp ¢e ChIbpPXKa AKTUBHO BELeCTBO JUROKaHHOB XHApoxaopuA (lidocaine
hydrochloride) 5, 10 unu 20 mg,

3a MeJIHMSA CNUCHK Ha MOMOIBHHKTE BELHECTBa, BK. Touka 6.1.

3. JEKAPCTBEHA ®OPMA

HipxekIUOHEH pa3TBOp

4, KJHWYHU JAHHU

4.1 TepabnepTHUYHHA NIOKAZAHHNS

e 3a JIOKanHa AHECTE3UA B XHPYpruiata, CTOMatTofOruaTa, YPOnOruaTa, KapIirnonorudana,
Od)TaﬂMOJTDTHHT&.. OTOPUHOJIAPHHTOJICTYATA U IIPH Pa3/IHYHH HHBAa3HBHH HHCTPYMEHTAIIHH
H3C/ACABaHHA.

e 3aTepanus Ha KAMEPHH apUTMHHU, BKIIOYMTENHO U Caed HH(DAPKT HA MUOKapaa U
KapANOXHPYPrudHY HHTEPBEHLIMUM,

4.2 Jlo3EpOBKA B HAYHAN HA PHIIOKECHAE

[Ipynarat ce MHXKEKUMOHHY pa3TBOPH HA SiMjokarH B KoHuenTpauud 50 mg/10 mi (0,5%); 100 mg/10
ml (1%); 40 mg/2 ml (2%) 1 200 mg/10 mi (2%).

Joxkanen anecmemux:
Jlo3MpoBKAaTa M HAYMHBT HA TIPUIIOXKEHHKE 3aBUCST OT TEXHUKATa HA 8HECTE3NUATA M XHPYpruyHarta
HHTEpBEHLMA. [IpenoppyuBaT ce CeaHNTE HO3UPOBKH:
Be3pacreA:
- 3a nepkyTaHHa MHQUITpaLuoHHa aHecte3us: 1-60 ml ot 0,5%-1% pasteop (5-300 mg).
- 3a nepudepHa HepsHa Osokaga — 50~100 mi 0,5% pazrBOp Ha nMMROKauH. 3a yabRHKaBaHe Ha
MecTHUA anecTeTrueH edekT KbM 10 ml 0,5% nunoxaunos pazreop ce nodass anpeHanuH
1:200 000.
- 3a CUMIaTHKYCOBa HepBHa Onokaza: 3a uepsukanHa osokana S mi or 1% paszreop (50 mg); 3a
nymbanna 6aokana 5—10 ml ot 1% pastseop (50-100 mg).
- Enupypanua avectesuds - H3N0JI3BA Ce NMHAOKAKWH ¢ KOHUeHTpamus 1,5-2%.
- Cnunanna adecre3nd - 1o 3 mi 2% pasrsop Ha nugokauH (60 mg). Je#icTBreTo HacTLNBA
Obp30, B paMKKTE Ha 5 MUH., NPOABMKUTENHOCTTA € no-kpatka - ot 30 m0 120 muH.
- 3a HHTpaBEeHO3HA peruoHanHa aHecTe3ns ce usnonsea 0,5% pasTeop Ha AuaokauH - 50-200
mg (1040 m}). -
- 3a aHecTe3Hs B CTOMATOAOrHATA — M3rnon3sa ce 1-5 ml 2% pasreop wa aunokaun (20-100 mg).
Hema: Lo _
Jlosata ce MHAMBMAYaNH3Mpa CHOpej BB3PACTTa W TerNoTo Ha merero. He TpsGea na npeBumasa

3 mg/kg.

Anmuapummusien npooyKkm



Hauvs Ha [pUIOKEHHEe: HHTPABEHO3HO, HHTpaMyckyliHo. [IpemmouuTa ce WHTPaBEHO3HOTO
ripriioKenne. JleueHueTo ce riposexaa B OonBHYHA 00CTaHOBKA.
Humpaseno3no npunoscenue.

Bwrapacran:
3a neyeHHe Ha BEHTPHKYJNApDHH apMTMHH M ChpJieueH apecT (KOraTo eleKTpOIoK H agpeHanvH He ca

BB3CTAHOBW/IM ChPACUHHA PHTHM), THAOKAHH ce mpuiara B 1o3u 1-1,5 mg/kg BenozHo cTpyiiHO H npw
HEOOXORMMOCT J03aTa Ce fI0BTaps A0 JOCTHIaHe Ha Makcumanua nosa 3 mg/kg.
Hpu cTabunnu nanveHTd ARAOKAWH ce [punara BeHO3HO cTpyhHo B Ao3a 50-100 mg wam 1-1,5 mg
cbC cKopocT 25-50 mg/min. B cnyuail, ye He ce mocTurHe TepaneBTUueH e(eKT B paMKUTE Ha 5-10
MHHYTH, J03aTa ce ToBTapd J0 JocTdraHe Ha Makcumanna poza 200-300 mg 3a 1 wac. Cnen
HaToBapBallara 103a, JIMAOKaUH ce fpuiiara HHMY3UOHHO ¢bC ckopoct 1-4 mg/min 3a 24 yaca.
IpH nalMeHTHTE CBC ChpPAEYHA HENOCTATBYHOCT WM HepHOApoOHW 3200nsdBaHHA, KAKTO H HApH
FEpUaTPUYHM MAUMEHTH, JO3UTE ce peayuupar ¢ okono 50%.
ena:
OnuThT ¢ NPWIOKEHHUETO HA NMUIOKAWH B NEJHAaTPUYHATA NPaKTHKa e orpaHuueH. [IpernopbvuBa ce
CieXHaTa RO3MPOBKA:

- HaroBapsaiia foza — 0,8 n0 1 mg/kg, KogTo MOXe fa ce MOBTOPH NpH HEOOXOAMMOCT, KaTO

obutata no3a ne TpsaOBa Aa npesuinasa 3-5 mg/kg.

- npoawipkuresnHa uHQy3us 10—-50 pg/keg/min.
Humpamycynno npunoxcetue.
Ilpu cneluHy ChCTOSHES U JIMICA HA YCIIOUS 32 MHTPaBEHO3HO NPHIOMKEHHE, JIUJOKAUH MOXKeE Aa Obe
MPUIOXEH MYCKYMHO, Kar0o HHXXEKTMPaHEeTO ce€ HW3BbLpHIBA B AenTougHus Myckysi. Jloszara 3a

HHTPaMYCKYJIHO NpriIoKeHHe € 4-5 mg/kg tenecHo terno (250-350 mg).

4.3 HporABONOKA3aAHHSA

e (CBPBXYYBCTBHTEIHOCT KbM AKTHBHOTO BELIECTBO JIMIOKAHH HJIM HAKOE OT NMOMOILHUTE
BELIECTRA;

CBpBXUYBCTBUTENHOCT KbM JAPYIM aHECTETHLIM OT aMUOEH THIT,

Hopdupus;

[IpoBoanu HapyweHus (BUCOKoCcTeNeHHN SA 1 AV BIoK);

KapauoreseH mok;

HexoHTponupana enunencus;

XHNOBOJNIEMYA,

EAHOBPEMEHHO NPWIOKEHHE ChC CYJTONPHUA {BHXK T. 4.5.).

4.4 Cpenuajan npeayRpeXIeHUs U NPEANAZHA MEPKH IpH ynorpeda

besonacHocTTa M e(pHKAaCHOCTTa Ha JIMOKAWH KATO JIOKAJIEH aHECTETWK 3aBHCH OT NPABUIHOTO
HO3UpaHe, KOPEKTHOTO MIPHIOKEHHME Ha TMpolaykra H cbobpassiBaHe C¢bC ChOTBETHUTE
NpeRyNpeKICHHA H aReKBATHH [IPEANa3Hu MEPKH.

HpenopbuBa ce mpUnoxeHUe Ha MUHUMaNHaTa eheKTUBHA /1034 3a YIPeAU3BUKBAHE HAa aHECTE3Hs, 34
na ce u3berHat BHCOKH IMAa3sMEHH KOHUEHTPALMK Ha JMOOKAUH M Aa ce HaMalid PHCKa OT AoSBa Ha
CEPHO3HH HEeXEJIaHU JIEKAPCTBCHH PeaKLIMH,

[pu nipeausBHKBaHE Ha aHECTE3Ws € HEOOXOXHUMO Ja UMa FTOTOBHOCT 3a OKAa3BaHe Ha CHEeIIHA MOMOLI
MPH 110583 HA CEPHO3HU HEXKEJIAHH PeakUMH Wit TOKCHYHH edekTH.

Ipriaranero Ha JIMAOKAWH, JOPU M B HUCKHU A03H, B 00AACTT4 Ha [71aBaTa ¥ MHATa (BKIIOYHTENHO H
petpoOynbapen, AeHTaneH M ranravoHapeH OJIOK) MOXKe [a npeausBHKa CEPHO3HHM CHCTEMHH
HEXKEeJaHM peakuud Kato OOBpKBaHe, KOHBYACHH, T[IOTHCKaHe WIIH CHMpaHe. HA [RYLIaHETO,
CTUMYJIHPaHE UM NOTHCKAHE HA ChpJAeUHATa NeiiHOCT. e

BuumarenHo tpabBa na ce Habnmonasa ChpleyHATA H AWXATENHATa AEHHOCT ;KaRTO % c:renema Ha
CH3HAHHE Ha TIALMEHTa C/EA BCAKO SIOKANHO NpHiaraHe Ha sunokauH. ITgABa Ha CHMITTOMH: KaTO
0e3MmoKOACTBO, TPEBOXKHOCT, IYM B YHIWTE, 3aMbrACHO BHXKIOAHE, TPEMOP, umﬂmﬂom MOXE A 65,[[&
paHeH CHI'Hall 3a TOKCHYHH yBpEXCHaHHs Ha LIEHTPaTHATa HEPBHA CHCTEMA.



Jlupoxaun TpsbBa ja ce npwiara ¢ MOBUNICHO BHUMAaHHE NpPH HOBOPOAESHM, MOpaAH OMacCHOCT OF
AKHBOTO3ACTPaLIaBalliy CTpaHHYHK eeKTH, B TOBA YHCIIO NPOXB/DKUTENEH IbPY.

JlugokaWH c€ mnpuiara ¢ BHAMAHWE TpYW: MNAUMEHTH Hal 65 TOJAWHH; ChpPIEYHO-CHIOBA
HENOCTATHbYHOCT; OpaJMKaphAusA; HapyllieHa AMXatesiHa (QYHKLMA;, ChCTOSHUS Ha INOK, MUACTEHUR
rpaBHC.

JlunokanH ce Merabonu3Hpa OCHOBHO B 4epHHUs Apod u TpadBa Aa ce npusiara ¢ NOBHILIEHO BHUMAHUE
[IpH HapYLUEHMA Ha YepHOApoOHAaTa PYHKIHMS M TEXKKH yepHOAPoOHH 3a6onspaHus,

MerabonuTyre Ha JIHAOKAHH MOTaT Aa KyMYJIMpaT B OpraHH3Ma Mpu TexxkH 0b0peuny 3abonsaBanus H
HapyiieHHs Ha OnOpeuHaTa QyHKIUA, KOETO MOXE Oa MOBHLIM PHCKa OT HEXeNaHH JeKapCTBEHH
pEaKiMH.

B xona Ha fievyeHHMETO C JIMIOKaWH € Bb3MOXHO IOBHINABAHE Ha MIa3MEHHTE HHBA HA KpeaTHH-
pochokuHazaTa, 0cobEHO B CliyyauTe Ha HHTPAMYCKYJIHA anaHKaLys.

4.5 B3anmojaeHcTBHE C IPYIH JIEKAPCTBEHH HPONYKTH H APYTH (JOpMH HA B3aHMONEHCTBHE

Axmuncuxomuyu (Cysimonpug) — €JHOBPEMEHHOTO NPHUIIOKEHHE Ha IMAOKAHH ¥ CYNTONPU]L €
IPOTHBOIIOKA38HO NOPaNy BUCOK PHCK OT MOABA Ha NONMMOpMHa KaMepHa TaxHkapius (torsades de
pointes).

Apyzu noxannu anecmemuyil, AGHMUAPUMMUIHE IEKAPCMBA (CMPYKMYPHO CX00HU € TOKWTIHU
aHecmemuuu om AMUOeH Mun): 1ipy CbBMECTHO MTPHAOKEHUE C JIMJOKAHH PHCKDT OT CUCTEMHH
TOKCHYHH e(peKTH ce TOBHLIABA (AANTUBEH edeKT).

Anmuxoneyncanmu u xuoaumourn. Ilpy egHOBpPEMEHHO NPUIIOKEHHE C JWNIOKAWH MOXKE Ja ce
HabmonaBa agUTUBEH KapAWOACTIPECHBEH e(eKT.

bema-aopenepzuinu onoxepu. IlonvxasaHe UHTEH3HBHOCTTA Ha YepHOApOoOHES MeTabonIBM Ha
NYAOKAKH, NOBHIIABAHE HA NIAa3MEHUTE MY KOHLIEHTPalMU U PHCK OT TOKCHYHH e(heKTH MOraT Ja ce
HaO/MoNaBaT NpyU €AHOBPEMEHHO NpuiioxkeHue ¢ Bera-Onokepu,

Lumemuoun. Ilonmxasane Ha yepuoaApOOHHUS KIHPBHHC HAa IMIOKAUH € HAJIKLIE NPH €{HOBPEMEHHO
MPHJIOKEHUE C UIUMETHIHH, NOPaNU KoeTo npy OONHU, IpUeMaliy ¥ JBaTa JIEKapCTBEHY NPOJIYKTA €
HAJIOXHTENHO MOHHTOPHPAaHE Ha MIA3MCHUTE KOHLUCHTPALUMH Ha THIOKAUH.

Hespomycryanu 6nokepu. Ipy BUcOkU R034 4 0COOEHO B CITyHaHTe HA HHTPABEHO3HO MPIITOMKEHHE
Ha JTNIO0KaKH C HEBPO-MYCKYJIHH Oj10kepH € HaJTHUE B3aHUMHO NTOTeHLHpaHe Ha eeKTUTE UM.
Adpenanun. EJHOBPEMEHHOTO TNpHAOXKEHHE C JMAOKAWH BOAW IO YAB/KABAHE Ha JIOKAJIHATA
aHeCTe3Ws, Hah-BePOATHO B PE3YATAT Ha ChasbM HAa CHAOBETE HA MACTOTO Ha NPHIIOKEHHETO,
Hpeau3BHKaH OT aApeHaliiH. ToBa OT CBOA CTpaHa HaMansRa CKOPOCTTA Ha ChROBAaTa pe3opdlma Ha
NHAOKaWH, NNa3MEeHUTE MY KOHLICHTpaUMH H CTENEHTA Ha MeTabosu3npane.

AKTHBHOCTTa Ha JIMIOK2WH HaMafsea B KHcena cpela (BB3MAIHTENHO OTHUINE), NPH ypeMHA H
CIHOBPEMEHHO MpHUMiaraHe ¢ rioKo3a U KaJLHEBH NPOAYKTH.

4,6 bpeMeHHOCT H KbpPMeHe

bpemennocm

JlupoxauH ¥ MeTaboONUTHTE MY NpEeMHHABAT JWAILTALICHTAPHO W MpY HOBOPOAECHHUTE MOXE [a Ce
HaOnmonaBa KEMpecHA Ha LieHTpanHata HepBHa cucteMa W Opamukapaus. Jlupokamn Codapma He
TpabBa Ja ce U3noa3Ba MO BpeMe Ha OpeMeHHOCT, OCBEH B CIIYUaUTE Ha HEOOXOIHMOCT.,

Kspmene

JlokauH ce eKCKpeTHpa ¢ KbpMaTa, Hopafyu koero TpsOBa BHUMATENHO Aa e [IPHIara [o BpeMe Ha
KbpMeEHe,

4.7 EdexTn BHpXy cnioco0HOCTTA 32 mohpane § padora ¢ MAIAHA

. -

Jlnnoxaun Cotdapma noefMsiBa B Mallka cTeneH crnoco0HOCTTa 3a wodupane v pabora ¢ MAalUHHY
KOTaTO Ce Mpufiara Karo JOKaleH aHeCTeTHK B CTOMATONOFHMATA M NpH aMOYNZTOPHW XHPYPTHUHE
MaHHITyalKH. B Hakou ciiyyad Moxke Ja ApeIu3BHKa XHIIOTOHUS U CHHIIHBOCT, HOpaan KoeTo TpsOBa

na ce u3barsa nrodupane ¥ pabota ¢ MalMHU A0 OT3BYYABAHE HA TE3U NPOABU. . o
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4.8 HexenaHnu JeKapeTBEHH peaKImAH



TexxecTTa ¥ 4eCTOTATa Ha IOfBa HAa HEXKENaHH JEKADCTBEHHW PEaKUMW OT CTpaHa Ha JIHJOKaHH
MOKAa3BaT H3paszeHa A030- ¥ Bb3pacToBa (Hal 65 ronHuHH) 3aBUCHMOCT.

Hapymenus ma neppHara cucrema. Hepsuoct, Bu30yna, eydopus, obbpksane, 0e3mOKOHCTBO,
3aMailiBane, ChHIMBOCT, LIYM B YIHUTE, MYCKYJIHU NTOTPENBaHMS, NMAPECTE3UY, TPEMOP, KOHBYJICHH.
PecnapaTopHn, I'PLAHAE M MeJHACTHHANHM Hapymenus. [IoTHcKane Ha AMluaHero, CIMpaHe Ha
AMINAHETO, KoMa.

Copreuns HAPpYINCHASN. XHUNTOTEH3Hs, OpafuKapAnsa, apuTMud, ChbpPAECHEH apecT.

Hapynienns Ba 0K0710. 3aMBITICHO, JIBOHHO BIHKAAHE, HUCTABM.

CromamHo-2peBHA HApyieHas. [ agede, nospbLUaHe.

Hapymenas Ha KPbBOHOCHATA B THMpHATA cCHCTeMa. MeTxeMorinodHHeMHusl.

Hapymenusi Ha HEMYHHATA cHCTEMAa. Y pTHKapys, OTOK, aHa(pWiIaKTHYHa peaKLHa.

4.9 IIpeao3upane

CaMnToMH.  ApTepHanHa  XMIOTOHHA,  JHUXaTellHW  CMYHISHHSA, TbpyOBe,  HapymeHa
aTPUOBEHTPHKYAApHA IIPOBOJHMOCT, METXEMOTIOOUHEMHA.
Jlevwenne. Bnupanetro Ha npoaykra ce crivpa. [1posexaa ce cuMNTOMATHYHO JeueHUe - HHXanupa ce
KHCJIOpOA, Npuiara ce CbpACYHO-ChA0BA K AWXaTeNHa peaHuMalusd, MHKEKTHPAT ¢e HHTPaBEHO3HO
OapOutypary Wik OeH30[ua3enHHY 3a KOHTPOJ Ha MbPUOBE.

5. ®APMAKOJOI'MYHU CBOUCTBA

5.1 dapMmakopMHAMHUYHME CBOMCTBA
dapmaxoTepanesTHYHA rpyna; JlokanHu anecreTuud ot amuaeH Thr, ATC koa: NO1BB02
dapmakorepaneBTRYHA rpyna: AHTHapUTMHIHY npoAykry ac {b, ATC kog: C01BBO1

JIurokawH e NIoKaleH aHeCTETUK C aMHAHA CTPYKTYPa, KOHTO Ce H3MOJI3BA 38 BCHYKH BHAOBE JIOKAIHA
anecte3us. [IpenusBuksa BpemeHHa ob0paTHMa O5iokaAa Ha niepH{epHHTEe HEPBHOPELENTOPH
MpeAaBaHeTO Ha HEPBHUS UMITYJIC MO adepeHTHUTE BIIAKHA [IPH NPSIK U HENPSK KOHTAKT ¢ TAX, Oe3 na
YBpeX/1a HEPBHUTE CTPYKTYPH. JIHAOKaHH cTabuau3Hpa uiasMaTHuHaTa MeMOpaHa i 1o TO3H HauuH
MPOTUBOAEHCTBA Ha NIPOLIECUTE Ha AeTionsapr3aiuid. EGQEKTHT My € CBbP3aH C BIHSHUE BbPXY
KaJiLHEeBUA MOTOK KbM Y M3BBH KAETKaTa ¢ C MOBNUABAHETO Ha KaJIUH3aBUCHMUTE IPOLIECH Ha
NpoMsaHa B IepmeabunuTeTa Ha KieThUHaTa MemOpaHa Ha HepBHUTE BAakHa, ToH Oka3ba BivAHHe
BbpPXY NOTEHLHANA Ha MOKOH, KOETO J0BeXKIa A0 HaMallaBaHe Ha MPEMUHABAHETO Ha HATPHEBH U
KaTHEeBH HOHY fpe3 KIeThyHaTa MembpaHa.
Cnopen cbBpeMeHHaTa KIIaCU(PHKAUU HA aHTUAPUTMHYHUTE MEMKAMEHTH, JTHIOKAHUH TIPHHALICKH
KbM rpyna Ib, kaTo OCHOBHUAT eNeKTPOPHU3HONOTHYEH e(eKT Ha JieKapeTBara OT TO3M Kiac ce
U3pa3sBa B TAXHAaTa CNOCOOHOCT Ja HAMAaIABaT MaKCUMAITHaTa CKOPOCT (V max) Ha NEIOJIAPH3AHHMATA
Ha ChpAEUYHATa KiieTka. 1034 edeKT e CRbp3aH ¢ NOoBUIIABaHe Ha [Iparosara rpaHylia Ha Bb3OYIUMOCT,
HaMansgBaHe CKOpOCTTa Ha NPOBexAaHe Ha Bu30yaHUS Npouec B CHITHO YARDKABAHE HA €(DEKTHBHHUA
pedpakTepeH nepuos, KakTo ¥ NOTUCKAaHE HA CIIOHTaHHATa AUAcTONUYHa ACTIONAPU3aLig Ha KISTKHTE
Ha Bp30YAHO-NIPOBOAHATA cUCTeMa. Upes yabibkaBaHe Ha pepaKTepRua NepPHO TE3H JIEKapCTBEHH
[POAYKTH MOTAaT Aa NPeMaxHaT pUTbMHUTE HapYILIEHUH, Bb3HUKHAIIH [0 re-eniry MeXaHH3bM, a
IOpajH NOTHCKAHe Ha CHOHTAHHATA AWaCTOJIHa ASNOoNgpH3aLys T ¢a eDEeKTUBHY H B CIYYAHUTE HA
APUTMHUH, Bh3HHKHAIH YPEe3 ITOBULIEH €KTONUYeH aBTOMATU3DM.
AHTHRDHTMUUHUAT e)eKT Ha JHIOKAUH € CBbP3aH ChC CIAEAHNUTE EPEKTU BBPXY MHOKap/a:

- HaMangBaHe CTENIeHTa Ha AenOJIpH3aLus;

- MOTHCKaHe aBTOMATH3Ma Ha MUOKapha; L

-  MOHW)KaBaHe Bb30YAHMMOCTTA Ha KaMepHaTa MYCKy/aTypa BbB (asara Ha JpacTonara.

NOCPERCTBOM AUPEKTHO NEHCTBHE BhpXY ThKAHHTE H MO-CRELHATHO BbPXY MPeXara Ha
[Mypkuxue, O€3 npyu TORA Aa OKa3pa JeHCTBHE BbpXy aBTOHOMHATA cﬂcy?’ma.,
oo
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He nositdaea MHOKapAHMSE KOHTPAKTUAHTET, CUCTOJIHOTO 8pTEPHATHO HAJIATaHe, CKOPOCTTA Ha
HPOBOAMMOCTTA Npe3 AV Bb3eaa. [MaBHO NpeARMCTBO Ha JIMROKaWH ¢ Obp30 HaCThNBALIMAT U 6bp30

OT3BYYaBALLKAT MY E€(PEKT.
5.2 @apMakoKHEHETHYHH CBOHCTBA

Pezopbuus. Pezopbumsrta Ha IMOOKAUH 3aBHCH OT MACTOTO Ha NPUIIOKEHUE ¥ Zo3aTa.
TepaneBTHUHATA [UIA3MEHA KOHLIeHTpauus € 1,5-5 pg/ml, a TokcnuHara - Han 9 pg/ml. Steady-state
FLIa3MEHH KOHLEHTPALIMH ce JoCTUrar ciel 3 Ao 4-uacosa BeHO3HA UHOY3ud. ToBa BpeMe ce
YABIKAB2 OTYETAHBO AU OOMHHK ¢ 0CTHP MuokapAeH uudapkT (8-10 yaca).

Paznpeoenenue. O6eMbT Ha pasnpegencuue (Vg) e cpenro 1 kg T.m., KaTo HaMasnsBa 110-3Ha4UMO
npy GOJTHH ChC ChPAEUHA HEAOCTATHYHOCT. CBBP3BA Ce ¢ IIA3MEHUTE [IPOTEHHH 0KOJ0 66%.
Memabonusem. B uepHus npob ce metabonuzupa 90% ot npunoxxeHara gos3a. [1py BeHO3HO
HIDKEKTUpaHe TUAOKaH ce MeTabonuzupa 6bp30 0T YepHOAPOOHHTE MUKPO3OMHH eH3uMH. [1Ba
dakTopa onpenensaT Heropara ePEKTHBHOCT - aKTHBHOCTTA Ha TE3H €H3UMH H YepHOAPOOHHKAT
KpbBOTOK. JIo MOMEHTA Ca yCTaHOBEHH 1B OCHOBHM aKTHBHH MeTabosinTa, KOHTO ONpPeRenaT
HeroBuTe GapMaKoIOrHuHM U TOKCHIHHK edexth - monoethylglycinexylidide u glycinexyhdide.
Excxpeyun. BpeMeTo Ha nonyenuMuHupaHe sapupa mexay 1 v 2 yaca (cpeano 100 Munyth) 1
[IOKa3Ba W3pa3eHa I030Ba 3aBUCHMMOCT. ENUMUHUpA ce OT opraHu3Ma ypes 6s0pedna ekckpeuus
OCHOBHO riof, dopmara Ha metabonutu (90%), a octananute 10% oT nprunoxeHata no3a ce
eJIMMUHYPAT B HerlpoMeHeH By, JIunokauH npeMyHaBa npes rjaleHTara.

53 IpeakJaRAYHA JAHHY 32 0€30NaCHOCT

LDsp 32 AMJ0KAKH OPH MEPOPANHO NMPUIIOKEHKE BbPXY MULIKH € 292 mg/kg T.M.
EkcriepUMeHTaIHUTE M3CAeABaHHs BbPXY IUIbX0OBE H KyueTa NPy H3NOJI3BaHe Ha JO3H, HaABHIIaBaLIH
cpelHo 6,6 IbTH TepaneBTUUHUTE JO3Y, H3NOM3BaHU B XyMaHHaTa MeHLIMHA [IOKa3Bat, e JJUI0KauH
He OKa3Ba HETATHBHO JCHCTBHE BLPXY PENPOAYKTHMBHATA CrioCOOHOCT HA TE3H ONUTHY BUOOBE, KAKTO

Y He MpUTEKaBa eMOPHOTOKCHYHO U TEPATOT€HHO ASHCTBHE B YCIOBUATA HA TE€3H €KCITEPHMEHTH.
Hsma crobmedns 3a MyTareHHO, pecrl. KaHLICpOreHHO AeHCTBHE Ha IPOXYKTA.

6. PAPMAIEBTHYHU JAHHU

6.1 Cnuchbk Ha HOMONHATE BEIIECTBA
HaTpueB Xa0py, BOXa 3a UHXKEKUUH.

6.2 HecneMecTHMOCTH

He ca uszsecTHH.

6.3 Cpok Ha roaHoCT

2 rogUHM.

6.4 CroenpajHB YCI0BHA HA ChXPaHEHHE
Ha ce cbXxpaHaBa B OPHI¥HANHATA OAKOBKA, 32 A4 C€ [IPeArasH OT CBeTIHHA K Biara.
ITa ce cpxpanssa nox 25°C.

Ha He ce 3ampassaBa!

Ha ce cbXpaHsaBa Ha MACTO, HEAOCTHITHO 34 eLia!

6.5 dannH 3a oNaKOBKATA



[Tvpeuuna onaxosxa
Ammyny ot 6¢3LBEeTHO CTBKNIO 1-BH XHApONHUTUYEH Kiac, ¢ BMecTumocT 2 mi u 10 ml, ¢ MapkupoBKka

3a OTBAPAHC Ha aMITyJldaTa — HBCTHA TOYUKa KITH ITPBECTCH.

Bmopuuna onaxogxa

Amnyiad mo 5 mg/ml - 10 ml u 10 mg/ml ~ 10 ml: 5 amnynn B Gaucrep or PVC donuo, no 1 wan 10
brHcTEpa B KAPTOHEHA KYTHA, 3aeAH0 ¢ aucroBka (5 nau 50 ammynn).

Amioymy o 20 mg/ml - 2 ml: 10 amnynu B 6nucrep or PVC donuo, o 1 unu 10 Gnucrepa B
KapTOHeHa KyTHA, 3aeaHo ¢ nuctoBka (10 unu 100 ammynu).

Amaoyiay no 20 mg/mi - 10 ml: 5 ammynu B Onucrep or PVC donuo, no 1 wnm 10 Onucrepa B
KapTOHEHA KyTus, 3ae{HO C JIUCTOBKA (5 nnu 50 amryiu).

6.6 Croenranan NpeaAnasHH MEPKH NIPH H3XBBLpPJIsSHE B pabora

Hsama crieliMalioy H3HCKBAHUSL,

7. IIPATEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
COOAPMA Al

ya. Unuencko moce 16, 1220 Codus., bvnrapus

8. HOMEP(A) HA PASPENIEHUETO 3A YIIOTPEBA
Jlupokauy Copapma HHKEKLIHOHEH pazTeop 5 mg/ml — 20020814

Hupokann Codapma umxekiHoHeH paszteop 10 mg/ml — 20020815
Jimpoxaun Codapma HiKeKIIMOHEH pasTeop 20 mg/ml — 20020816

9. JATA HA IIHPBO PAIPEIIABAHE/HMOMHOBABAHE HA PABPEHIEHUETO 3A
YHIOTPEBA

11.10.2002 r.

10. JATA HA AKTYAJIMSUPAHE HA TEKCTA

MDespyapH, 2008 r.



