Lamlbnhuuﬂma Hi Ehuvin 1L JIEKAPCTBATA
Kpamea xapaxmepucmuxa 1a npodyxma - Mpunoxesus 1

mpy L0 48007 % 4 AG. 05.08

1. AME HA JEKAPCTBEHHS IPOAYKT

LIDOCAINE SOPHARMA 5 mg/ml, 10 mg/ml, 20 mg/ml solution for ingection
JJUTOKAHH CO®APMA 5 mg/ml, 10 mg/ml, 20 mg/ml nHkeKLMOHEH pa3TBOp

2, KAYECTBEH A KOTHYECTBEH CbCTAB

B 1 ml HiskeKILHOHEH Pa3TBOP Ce CHABPAKA AKTUBHO BELUECTBO jHaAokanuHoB xuapoxnopua (lidocaine
hydrochloride) 5, 10 unu 20 mg,

3a MBJHKA CMTHCHK Ha MOMOILHUTE BELIlECTRA, BX. Touka 6.1.

3. JIEKAPCTBEHA ©®OPMA

HMuwxexuuones pasTeop

4. KHMHHNYHH JAHHH
4.1 TepaneBTHYHH NOKAZAHHSA

e 73a NOKAJNIHA AHECTEIUA B XUPYPIHATA, CTOMATONOIMATE, YPONOTHATA, KapAMOJIOTHATa,
odTaIMONOrHATa, OTOPHHOIGPUHIOIOTUATA K [IPH Pa3IHYHH HHBA3HBHH HHCTPYMEHTAITHH
H3CIICABAHHS.

» 3aTepanud Ha KAMEPHH APMTMHH, BIJTIOYATETHO B ClIEA HH(PapKT Ha MHOKapAa H
KAPAHOXHPYPrH4HH HHTEPBEHLUIHH,

4.2 Jo3upoBKa B HAMHH HA NPHJIOXKEHHE

[punarar ce HHXKEKLHOHHH Pa3TBOPH Ha JIKZOKAHH B KoHueHTpaunu 50 mg/10 ml (0,5%); 100 mg/10
ml (1%); 40 mg/2 ml (2%) u 200 mg/10 ml (2%).

Jokanen anecmemux:
JIo3HpoBKAaTa U HAMHHBT Ha MPHIIOKEHUE 3aBUCAT OT TEXHHKATA HA AHECTE3NATA U XHPYPrHyHaTa
HHTEpBEHIMA. [IpenopbUBaT ¢E CIEAHUTE JO3HUPOBKK:
BnapacTan:
- 3a nepkyTaHHa HHHATpalMonHa aHecTesna: 1-60 ml ot 0,5%-1% pazteop (5-300 mg).
- 3a nepudepHa HepsHa Giokaaa — 50-100 ml 0,5% pasTeop Ha JTHAOKaHH. 38 YAB/DK2BAHE Ha
MecTHHs adHecTeTHdeH edekT kbM 10 ml 0,5% nuaokauHoB pa3TBOp ce J0Dasa agpeHanuH
1:200 000.
- 3a cuMIaTHKYCOBA HepBHa Onokana; 3a uepBukamHa Onokana 5 ml or 1% pasrsop (50 mg); 3a
aymbanna Onoxana 5-10 ml or 1% pasteop (50-100 mg).
-  Enupypanna aHecTE3HA - H3MOJI3Ba Ce IMAOKANH ¢ KOHLeHTpauus 1,5-2%.
- CrniuHangra asecre3us - 10 3 ml 2% pastsop Ha nmunokauH (60 mg). leicTBHETO HACTBITBA
OBp30, B pAMKHTE Ha 5 MHH., IPOAL/DKMTENHOCTTA € NOo-KpaTtka - ot 30 o 120 MuH.
- 3a HHTpaBEHO3HA PerrMOHaNTHa aHecTe3ua ce usnonssa 0,5% pasrsop Ha 1HAOKauH - 50-200
mg (10-40 ml).
- 3a aHecTe3Hd B CTOMATONOrMATA — H3nmon3sa ce 1-5 ml 2% pasTeop Ha JIHI[DK&HH (2!.]:1_00 mg).
Hena: Pt
JlosaTa ce mHAMBMAYANH3Mpa CnoOpes Bb3pacTTa H Ternoro Ha jgerero. He Tpaﬁaa ,r:;a ﬂpBBH].l]thx

3 mg/kg.

Anmuaapummuuen npooykm

] : ] - - '1'-.'. -
II o _.-" _ C T Sl ."
;.. - 5..“ A T . .- .

i o s . b,
i - ; R

? I -1‘ +

="



HauuH na_DpHIOKEHHE. WHTPABEHO3HO, HHTpaMycKymHo. [lpeanoymra c¢e HHTPABEHO3HOTO
npuiIoXeHHe, JledeHuero ce mpoeexaa B OOIHHYHA 06CTaHOBKA.,
Humpaseno3no npunoicenue:
Bn3pacTan:
3a JieyeHHe Ha BEHTPUKYNAPHH APUTMMH W ChPAEYEH apecT (KOraTo eJIEKTPOIIOK H aApeHaMH He ¢a
BB3CTAHOBHIIW ChPACYHHA PHTBM), IHAOKAHH ce npunara B 1o3u 1-1,5 mg/kg BeHo3HO cTpy#iHO U npH
HeoOXOAMMOCT JI03aTa ce MOBTapd A0 AOCTUTaHe Ha MakcHManHa Jo3a 3 mg/kg.
[Ipy cTabuitHH NMaLMEHTH NHAOKAHH C€ NpUnara BEHO3HO cTpyiHO B Ao3a 50-100 mg uam 1-1,5 mg
che ekopoct 23-30 mg/min, B cnyuait, ue He ce nocTHrue TepaneBTHuen edekT B paMKHMTE Ha 5-10
MHHYTH, [03aTa C¢ TOBTapA N0 ACCTHraHe Ha MakcuMaaHa ao3a 200-300 mg 3a | uac. Cnen
HaToBapRalaTa 1034, JILAOKaWH ce npmiara HHPy3HOHHO CbC cKopocT 1-4 mg/min 3a 24 vaca.
IIpH mauMEeHTHTE CBC CHPACYHA HEAOCTATBYHOCT HIM YEPHOAPOOHM 3abONABAHHA, KAKTO H MPH
repHaTpHYHH NALHEHTH, JO3UTE Ce penyuupar ¢ okono 50%.
Hena:
OmMTHT ¢ NPHIOKEHHETO HA JTMAOKAWH B MEJHATPHUYHATA NPaKTHKA ¢ orpaHuueH. Ilpenopbuea ce
clcOHAaTa AO3HPOBKA:

- Harosapsama ac3a - 0,8 g0 1 mg/kg, koaT0 MOXKe a2 ce MOBTOPHU NPH HEOOXOIAHMOCT, KaTO

obrara qo3a He TpA0Ba na npesniasa 3-5 mg/kg.

- mpoawmxHTenna uHpysua 10-50 pg/keg/min.
Humpamyckyano npunosicerue:
[Ipy cneluHH ChCTOAHHA M JIHIICA HA YC/IOHA 3a HHTPaBEHO3HO MPHIIOKEHHE, IHAOKAHH MOXe Aa 6bae

MPUIOKEH MYCKYJIHO, KaTO HHXKEKTHPaHETO C€ M3BBPLIBA B JAeNTOMAHHS Myckyn. Jlosara 3a
HHTPaMyCKYJIHO Ipuioxenue € 4-5 mg/kg tenecuo terno (250-350 mg).

4.3 pornsonokazanns

¢ CBpPBXYYBCTBHUTENHOCT KbM aKTHBHOTO BENECTBO JIMAOKAWH HIH HAKOE OT NOMOLIHHUTE
BELLECTBA;

CBpPBXUYBCTBHTENTHOCT KbM APYTH aHECTETHLM OT aMHJIEH THI,

[opdupus;

[TpoBoanH HapylieHHd (BUCOKOCTENIEHHH SA 1 AV OGnok);

KapamoreHeH niok;

HekonTponupana enunencus;

XUNOBONEMNS,

EAHOBPEMEHHO NPUITIOKEHHUE ChC CYNTONPUA (BIDK T. 4.5.).

4.4 CpoenHaann npeaynpe:KAeHAs H NpPeANasHH MepKH NpH ynoTpeba

besonacHocTra M e€HKACHOCTTA Ha JIMAOKAaHH KATO JIOKANEH AHECTETHK 3aBHCHM OT MNPaBHIHOTO
A03upaHe, KOPEKTHOTO TMNpPHUJAOKEHUE HA TNPOAYKTA H CbOOpasdBaHE CBC CHOTBETHHTE
NMpeaynpexAcHHs ¥ a1eKBATHA NPEANAZHH MEPKH.

[Ipenioprusa ce npunoxenne Ha MUHAMANHATA €eKTHBHA /103a 3a MPEIH3BHKBAHE Ha aHECTE3Hi, 3a
Aa ce u30erHaT BHCOKH NJIA3MEHH KOHLIEHTPALMH Ha JIMAOKAHH W J1a C¢ HAMaJlh PHCKa OT NOABa Ha
CEPHO3HH HEXKEJIaHM JIEKAPCTBEHH PeaKlHH.

[Ipu npeau3BHKBAaHE Ha aHECTE3MA € HEOOXOAHMO J1a MMA POTOBHOCT 3a OKa3BaHE HA CIIEIIHA NOMOL
[IPY NOABA HA CEPHO3HU HEKENAHM PeaKli WIH TOKCHYHU edexTh.

[Ipunaraneto Ha IMAOKaWH, AOPH H B HACKH 103H, B 061aCTTa HA TNaBaTa ¥ WWATa (BKIIOYHTENHO H
perpoOyibapeH, AcHTaNEH M TraHTMoHApeH OJoK) MOXKe Ja NpeIH3BHKa CEPHO3HM CHCTEMHH
HOXKEJIAHM PEAKIMH KaTo OOBpKBaHe, KOHBYJCHH, HOTHCKAHE HJIH CriHpate Ha numaﬂm
CTHMYJ/IHpaHe WM MOTUCKAHE Ha ChpAeYHAaTa AeHHOCT. P o
Baumarenno tpabBa na ce HaOmogaBa ChpASYHATA M IUXATENHATA NENHOCT, Ka.lmz} H cTeneHTTa Ha
Cb3HAHHEC HA MALIHEHTa CJel BCAKO JIOKAJHO MNPHJiaraHeé Ha JMACKAHH. H@ﬁaa H’a CUMITTOMM: KE’TD
0e3MOoKOHCTBO, TPEBOKHOCT, LIIYM B YHIHTE, 3AMBIJIEHO BHXKAAHE, TPEMOP, é,‘bmmmc'r MD)I{E .Ita 5'1,)1&
PaHCH CHI'HAJ 32 TOKCHYHH YBPeXKIaHHA HA UCHTpaNHaTa HEPBHa CHCTeMa. |1 - . .- Lt
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JIugokauH TpaOBa Aa ce Tpuhara ¢ NOBHLICHO BHHMAHHUE IIPH HOBOPOAECHH, NMOpPaaH OTACHOCT OT
YKHBOTO3aCTpallIABallM CTPAHHYHH edeKTH, B TOBa YHCIO MPOTB/DKHTEICH I'bPY.

JlugoxkauH ce TpHiara ¢ BHHMaHMe 0OpH: TALMEHTH Hal 65 roaHHH, CBhpPACYHO-CHAOBA
HEJOCTATHYHOCT, OpaqHKapAuA; HapyuleHa OHXAaTeNHa (yHKIHA;, CbCTOAHHA HA LIOK, MHACTeHHS
rpasuc.

JlupokauH ce MeTaGoaH3Hpa OCHOBHO B YepHuA Apob U TpsOBa [a ce npunara ¢ MOBHIICHO BHUMAHHE
P HapyLIeHHA Ha YepHoApoOHaTa PyHKIMA K TEKKH HepHOAPOOHH 3abonaBaHus.

MeTaGonuTUTE Ha AMAOKAWH MOTaT 4a KyMYAUpaT B oprasn3ma npu texkku 6u0peunu 3abonssanus n
HapymeHHs Ha ObOpeyHara QyYHKUUA, KOSTO MOME A MOBHLUH PHCKa OT HEMXKeJaHH NCKAPCTBEHH
peaKLHH.

B X013 Ha JICUEHHETO C JNUACKAHH € Bb3MOXMHO MOBHILABAHE HA M/JIA3IMEHUTE HHBA HA KpEeaTHH-
docdoxrHazaTa, 0cOOHO B CIYYanTe HA HHTPAMYCKYJ/IHA arivkauus.,

4.5 BsanmogelcTBHE ¢ APYTH JI€KAPCTBEHH HPOAYKTH H APYrH POpMH HA B3AHMOICHCTBHE

Anmuncuxomunu (Cymonpuo) — ¢ JHOBPpEMEHHOTO NPHIOKEHHE Ha JTHAOKAHH ¥ CYJNTONpPHUL €
MPOTHBONOKA3aHO NOPafHd BHCOK PUCK OT MOABA Ha NOJHMMOpP(HA KaMepHa Taxukapans (torsades de
pointes).

Zpyzu noxannu anecmemuiiil, GRMUAP UMMUNHI NEKAPCMBA (CMPYKMYPRO CXOORU C T0KATHU
aHecmemuye om amMuoOeH mun);: Npy CbBMECTHO NMPHIOKEHHE C IMAOKAHH PHUCKBT OT CHCTEMHH
TOKCHYHH e)eKTH ce NoBrIuaBa (aAUTHBEH eeKT).

Aunmuxoneyncanmu u xudanumoun. [Ipn eQHOBPEeMEHHO TIPHIQXKEHHE C JHAOKAHH MOXe Aa ce
HaONKJaBa aAUTUBEH KapAUOACSIIPECHBEH €(EKT.

bema-adpenepzuunu 6aoxkepi. IlonnxasaHe HHTEH3HBHOCTTA Ha yepHOApOoOHHA MeTaboNH3EM Ha
NUACKAHH, TOBUIIABAHE HA NJIA3MEHHTE MY KOHLCHTPALMH U PHCK OT TOKCHYHHU e(PEeKTH Morar Aa ce
RabnioaaBaT NpU €AHOBPEMEHHO NIPWIOKEHHE ¢ OeTa-0roKepH.

Humemudun. 1IonmwxasaHe Ha 4yepHOAPOOHHUA KITHPBHC Ha THAOKAWH € HATKIIEC MPH €AHOBPEMEHHO
MPUICKEHUE C LIUMETHAWH, MTOpagH KOeTO nNpy OONHH, IpHEMalllH H ABaTa JICKAPCTBEHH NMPOAYKTA €
HANOKHUTENHO MOHHTOPHPAHE Ha MUIa3sMEHHUTE KOHLIEHTPALIHH Ha THAOKAHH.

Hespomyckyanu daoxepu. 11pu BUCOKH 003H H 0COOEHO B CIIYYaHUTE HA HHTPABEHO3HO NPHIOXKEHHE
Ha JHIOKAHH C HCBPO-MYCKYJIHH SHOI{E?]JH € HATHLC B3aHMHO NOTCHUHPAHE Ha ecbemme HM.
Adpenanun. EQHOBPEMEHHOTO NPUAOKEHHME ¢ JHKHOOKAAH BOAK N0 YAB/DKABAHE HA JIOKAJIHATa
aHecTe3Hs, Hal-BepOATHO B PE3YNTAT HA CMa3bkM Ha CBAOBETE HA MICTOTO Ha IMMPHIOKSHHETO,
MpeAu3BHKaH OT aapeHanuH. ToBa OT ¢BOA cTpaHa HAMAIABA CKOPOCTTa Ha ¢hAOBaTa pe3opbUMs Ha
NHAOKAHH, IUTa3MEHHUTE MY KOHLEHTPALIMHA H CTENEHTa Ha META00IH3HpaHe.

AKTHMBHOCTTA Ha JMIOKaWH HaMa/iiBa B KHcena cpefa (Bb3MNanHMTENHO OTHMUIE), NMPH YpEeMHA H
SAHOBPEMEHHO MpHUNarate ¢ TIIOKO3a K KaIHeBH MPOAYKTH.

4,6 bpemMeHHOCT H KbpPMeHe

Bpemennocm

JIngokauH W metabonuTUTEe My NpeMHHABAT AMAIIALEHTAPHO W NMPH HOBOPOACHHTE MOXE Aa Ce
nabmopaBa aenpecHs Ha UEHTpanHaTa HepBHa cucTteMa M Opaaukapausa. Jlupokamn Codapma He
Tps6Ba Ja ce H3MON3Ra N0 BpeMe Ha GPEMEHHOCT, OCBEH B C/Ty4aHTe Ha HEOOXOAMMOCT.

Kvpmene

JlugokaMH ce eKCKpeTHpa ¢ KbpMaTa, NOpajn KoeTo TpA0Ba BHUMATENHO Ja CE Mpuiiara no speMe Ha
KBPMEHE.

4.7 EjdexTH BLpxy cnocobnocTTa 32 modnpane u pabora ¢ MAIHHA

JMunokaun Codapma noeaxABa B Majka CTefleH cnOCOOHOCTTA 3a wodupae U paboTa- ¢ MALIVHY
KOraTo ¢¢ MpUIara Karo JIOKaJICH aHeCTETHK B CTOMATOJIOTHATA W ITPH aMGynaTopHH mpyprmnn
MaHHITyAauMK. B HAKOM Cllydam MOXeE Ja MpeAH3BHKA XHIIOTOHUA ¥ CHHIIMBOCT; [IU]J&HH Koerﬂ Tpﬂ Ba
aa ce u3barea mopupaHe H paboTa ¢ MALLMHH [0 OT3BY4aBaHe HA TE3U npoamf Lo T N e Y
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TexxecTTa H 4YeCTOTATA Ha MOABA Ha HEXKENAHW JIGKAPCTBCHH peakUMH OT CTpaHa Ha JIHAOKaHH
MOKa3BaT M3pa3eHa J030- U Be3pacToBa (Hag 65 roaMHH) 3aBUCHMOCT.

Hapymenns Ha HepBHATa cHcrema. HepeHoct, BB3Oynma, eydopusa, oObpkBaHe, 0e3nOKOHCTBO,
3amaiBaHe, CbHIUBOCT, IIYM B yINUTE, MYCKYJIHH NOTPENBaHHA, NApPECTCIHH, TPEMOD, KOHBYJICHH.
PecnnHpATOPHH, TPLAHH H MEAHACTHHANHHM HapymenHsa. [lotHckane Ha auinaneTo, CiHpaHe Ha
JAUIIAHETO, KOMA.

Cobpaewnn napymenns. XUIoTeH3usA, OpagukapaHa, apHTMH, Chp/ACYEH apecT.

Hapymennus Ha OKOTO. 3aMBIIEHO, ABONHO BIDKIAHE, HUCTAI'BM.

CToMamIHO-9peBHHA HApYWienud, | agcHe, NOBphLIAHE.

HapymeHns HA KPEBOHOCHATA B JuM@pHATA cHeTeMA. MeTxeMorinoGruHeMus.

Hapymenns A BMYHHATA CHCTeMA. Y pTHKapHs, OTOK, aHAQHIAKTHYHA peakiius.

4.9 [Ilpenosupane

CuMDTOMA.  ApTepHalHa  XHIIOTOHHMS,  AWXATEC/IHH  CMYINEHHA, TBPYOBE,  HapylleHa
aTPUOBEHTPHKYIIapHa TIPOBOAMMOCT, METXEMOIITOOUHEMHS.
Jlewenue. BnvBaneTo Ha npogykra ce crivpa. Ilposexxaa ce CHMOTOMATUUYHO JICHEHHE - HHXAJTHPA Ce
KMCIOpOA, NpHiara ce CbpAcYHO-ChbAOBA M AUXATE/IHA peaHUMaLUHA, HHKEKTHPAT ¢€ HHTPABEHO3HO
bapburypaTi wiK OeH30HA3ETHHM 33 KOHTPOJI Ha FbPYOBE.

5. ®APMAKOJOINMYHU CBOVICTBA

5.1 <PDapMakoAHHAMHYHH CBOHCTBA
dapmaxorepanesTauda rpyna: Jlokanua anecreruum ot amuzeH Tan, ATC xoa: NO1BB02
dapmakoTepaneBTHYHA rpyna: AHTHAPHTMHYHE npoayKTH Knac Ib, ATC woa: C01BBO]

JIMIOKaUH € NOKAICH aHECTETHK C AMHHA CTPYKTYPa, KOHTO C€ M3MOJI3Ba 3a BCHYKH BHAOBE JIOKAHA
anecresus. [Ipenussukea BpeMeHHa oOpaTma GoKkaaa Ha NepUPEPHUTE HEPBHOPELIENTOPH H
NPEAABAHETO HA HEPBHUS HMITYJIC 10 aepeHTHUATE BIIAKHA NPH NPAK U HENMPSAK KOHTAKT ¢ TAX, 0e3 aa
yBpekaa HEpBHUTE CTPYKTYpU. JIMaokauH ctabunnsupa nnazMaTHYHaTa MeMOpana 1 No TO3H HaYHH
NPOTHBOACHCTBA HA poLEcHTe Ha aenossipusaunsi. EQEKTsT My € CBLp3aH ¢ BIHAHHE BBPXY
KaALHMEBHA MOTOK KbM H H3BBH KJIETKATA H ¢ NOBIMABAHETO HA KATLHH3aBHCHMHTE [IPOLECH HA
MpOMAHA 8 NepMeadUNUTETa Ha KIEThYHATa MEMOpaHa HA HEPBHUTE BjIaKHA. TOH OKa3Ba BIHAHHE
BBPXY NOTEHLMANA Ha MOKOH, KOeTO JOBEXAa A0 HAMAIABaHe Ha NPEMHHABAHETO HA HATPHEBH H
KaJIHEBH HOHM Mpe3 KneTbYHaTa MeMOpaHa.

Cnopen ¢bBpeMEHHATa KIacH(PHKALWA Ha AHTHAPUTMMYHHTE MEIHKAMECHTH, JIMAOKAWH NPHHALJIEKH
KkbM rpyna Ib, karo oCHOBHHAT enexTpodu3uonoruueH eeKT Ha JIEKApCTBaTa OT TO3H KIac Ce
H3pa3fasa B TAXHATA CIIOCOOHOCT Aa HAMAJTABAT MAKCHMANHATA CKOPOCT (Vinax) HA JENONAPH3ALHATA
Ha CbpIAEYHATA KieTKa. To3Hu edekT € CBhp3aH ¢ MOBHIIABAHE HA MPAroBaTa rpaHMlia Ha BB30YIHMOCT,
HaMaJIiBaHE CKOPOCTTa Ha MPOBEK/1aHe HAa Bb3OyAHHA NpOLEC ¥ CHNHO YABDKaBaHe Ha ePEKTHBHHA
pedpakTepeH Nepyoa, KaKTo M NOTHCKAHE HA CMOHTAHHATA AWACTONMYHA ACTIONAPH3ALIHSA HA KISCTKUTE
Ha BB30YAHO-NPOBOAHATA CHCTEMA, Upes yabKaBaHe HA pepakTEPHUA TIEPHOX TE3H NIEKAPCTBEHN
POAYKTH MOTAT Jla NpeMaxHaT PUTbMHHMTE HAPYLLIEHUS, BE3HUKHAJIH MO re-entry MEXaHU3bM, a
nopaau NOTUCKaHE Ha CIMIOHTAHHATA JHUACTO/IHA ACTIONAPH3ALIUA Te ¢a e)EeKTHBHH K B CJIYYAHTE Ha
APUTMHH, BE3HHKHAIM YPE3 NOBUILEH EKTOMAYEH ABTOMATH3IbM.

AHTHAPDUTMHYHHAT eDEKT Ha MHAOKAHH € CBbP3aH CbC CeIHHUTE eEKTH BHPXY MHOKapAa.

-  HaManABaHE CTENEHTA Ha ACTIONAPH3ALIMIL,
- MOTHCKAHE aBTOMATH3Ma HA MUOKAp/Ia; T

- MOHHXaBaHe BH30YHMMOCTTa Ha KAMEPHATA MyCKyjaTypa BB (asara Hg ,uﬁacmna'ra \‘.\
MOCPEACTBOM JHPEKTHO ASHCTBHE BbPXY TBKAHHTE M NO-CHIELHAIIHO B‘Bpxy Nrpema'ra Ha . h
[Typkunue, 6e3 npu ToBa Aa 0Ka3Ba AeliCTBHE BbPXY aRTOHOMHATA cﬂmma FOR
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He nosnuaBa MUOKAPIHUA KOHTPAKTUAHTET, CHCTOTHOTO apTEPHANHO HANAraHe, CKOpOCTTa Ha
MpOBOAHMOCTTA Npe3 AV pb3ena. [TaBHO PEeAHMCTBO Ha IHAOKAWH € 6bp30 HAacTHNBAWMAT H OBP30
OT3BYUABALHAT MY €(EeKT.

52 PapMaKoKHHETHAYHH CBOHCTBA

Pezopbyun. PezopOuunsra Ha NTMAOKAWH 3aBUCH OT MACTOTO HA NPUNOKEHUE W A03ATA.
TepaneBTHUHATA TNIA3MEHa KOHUEHTpauus € 1,5-5 pg/ml, a TokcuuHata - Han 9 pg/ml. Steady-state
TIA3MEHY KOHLIEHTPALMH ce AOCTHraT ¢jiel 3 Ao 4-yacoBa BeHOo3Ha UH(Y3Ha. Topa BpeMe ce
yOBJDKABa OTYETIIUBO NpH GO/IHU ¢ ocThp MHOKapaAeH uHgapkr (8-10 vaca).

Pasnpeoenenue. O6eMsT Ha paznpenenenne (Vy) e cpeado 1 I/kg .M., kaTo HamanaBa no-3HayuMo
npv GONHK CBC CBpACUHA HeAOCTATEYHOCT. CBBP3Ba Cce C MIa3sMEHUTE NPOTEHHH 0KOJI0 66%.
Memabonuzsm. B uvepHusa apod ce merabonnsupa 90% ot npunoxkerarta no3a. I1pu seHO3HO
HMHKEKTHPAHE JTMA0KaUH ce MeTabonn3upa 6bp30 oT YepHOAPOOHKHTE MHKPO3OMHH €H3UMH. JiBa
(akTOpa onpeaenaT Heropara €PEKTHBHOCT - AKTHBHOCTTA HA TE3H €H3MMHU H YEPHOAPOOHHAT
KpBBOTOK. JI0 MOMEHTA ¢a YCTAHOBEHH [IBA OCHOBHH AKTHBHH METaDOAHTA, KOMUTO ONPEACNAT
HeroBuTe ($HapMaKkoJOrHUYHH ¥ TOKCHUHH edekTH - monoethylglycinexylidide u glycinexylidide.
Exckpeuun. Bpemeto Ha noiyendMHUHHpaHe Bapupa mexay | 1 2 vaca (cpeano 100 MUHYTH) H
[[OKA3Ba H3pa3eHa A030Ba 3aBHCHMOCT. ElMMHHUpa ce 0T opranusma upe3 Os0peyHa eKCKpenua
ocHOBHO niof, gpopMara Ha meTabonuTtu (90%), a octananure 10% or npuanoxeHara ao3a ce
eTMMHHUPAT B HENPOMEHEeH BHA. JIngokaHH MpeMHHABa Npes MaleHTara.

5.3 IIpeakiaHHHYHH JaHHH 32 0€30NACHOCT

[.Dso 3a TUA0OKaHH TPU NEpOPATHO MPHIOKEHHE BbpXy MHILKH € 292 mg/kg T.M.
ExcrniepUMeHTaHUTE N3CIeBaHH BBPXY TUTBXOBE K Ky4€Ta NPH H3NOJ3BaHe Ha 1034, Ha/IBHINABAIIH
CpeaHO 6,6 METH TEPANICBTHIHHTE J03H, W3NOM3BAHH B XYMaHHATA MEHLIMHA NOKA3BaT, Y€ NHAOKAHH
He 0Ka3Ba HEraTHBHO ASHCTBUE BHPXY PenpOOyKTHBHATA CNIOCOOHOCT Ha TE3H OMUTHH BHAOBE, KAKTO
H HE MPUTEXKaBa EMOPHUOTOKCHYHO U TEPAaTOreHHO AEHCTBHE B YCJIOBHATA HA TE3H CKCIIEPHMEHTH.
Hama coolieHns 3a MyTareHHo, pecil. KanlieporenHo AeHCTBHE Ha NPOAYKTa.

6. GOAPMAIIEBTHYHHU JJAHHHA

6.1 Cnucbk HA NOMOIHATE BEMECTBA

Hatpues XnopHA, BOJAA 32 HHDKCKLMH,

6.2 HechBMecTUMOCTH

He ca U3BeCTHM.

6.3 Cpok Ha roasocr

2 rOTHHHA.

6.4 Cnenuannam ycioBHS HA CHXPAHEHHE

Ila ce CLXpaHABa B OPUIMHAJIHATA OMAKOBKA, 3 J1a C€ NPEATIA3H OT CBET/IHHA B B.nara

Jla ce cvxpansBa noz 25°C. L T
Ha He ce 3aMpa3dsal e

Ja ce chbXpaHaBa Ha MACTO, HEAOCTBHIIHO 3a Jelia! A N

6.5 /lamHH 332 OHAKOBKATA TR T TR e

.....



Ilvpeuuna onarxoexa
AMITy M OT G€3LBETHO CTHKJIO 1-BY XMAPONHMTHYEH Kiac, ¢ BMECTHMOCT 2 mi 1 10 ml, ¢ MapkupoBka
3a OTBapfAHE Ha aMITy/IaTa — LBETHA TOUKA HIH NPBCTEH.

Bmopuuna onaxoska

Amryiy o 5 mg/ml - 10 ml m 10 mg/m] - 10 ml: 5 ammyss B 6auctep ot PVC donmo, no 1 wau 10
Gnucrepa B KAPTOHEHa KyTHA, 3a€1HO C IMcToBKa (5 win 50 aMItyin).

Amiys o 20 mg/ml - 2 ml: 10 amnynn B 6aucrep or PVC dommno, no 1 win 10 6nmctepa B
KapToHeHa KyTus, 3aegHo ¢ nuctoBka (10 win 100 ammynn).

Amiymu 1o 20 mg/ml - 10 ml: 5 ammyns B 6mucrep ot PVC doamo, no 1 win 10 Omicrepa B
KapTOHeHa KYTHA, 3ae€JHO ¢ AUCToBKa (5 WK 50 aMIyJin).

6.6 CnemrajHH npeANA3HN MEPKH NPH H3XBLPJAARE H padoTa

Hama cnenMaiHy U3UCKBAHHA.

7. TIPHTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

CODAPMA ALl
yn. Uneencko moce 16, 1220 Codud, bearapus

8. HOMEP(A) HA PA3PEIIEHHETO 3A YIIOTPEBA

JInpokaun CodapMa HHKEKIIHOHEH pa3TBop 5 mg/ml — 20020814
JIunoxaun CodapMa umxeKkiHoHeH pa3rsop 10 mg/ml — 20020815
Jupokaun Codapma umkekLmoHeH pasteop 20 mg/mi — 20020816

9. IATA HA IIBPBO PASPEIMABAHE/IIOJHOBABAHE HA PASPENIEHHETO 3A

YHOTPEBA
11.10.2002 r.
. 10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

Derpyapy, 2008 .
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