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HHOBOKC Excripec ¢ BKyc Ha Meq H 1uMoH 2 mg + 0,6 mg + 1,2 mg TabneTxu 3a cMy'eHe
INOVOX Express honey-lemon flavor 2 mg + 0,6 mg + 1,2 mg lozenges '

2. KAYECTBEH H KOIMMECTBEH CBCTAB

Beska tabieTka 3a CMy'eHe ChAbpiKa;

JInaoxanHoB XuAPOXAOPHA MOHOXKAPAT (lidocaine hydrochloride monohydrate ) 2,00 mg
AmunmeTakpeson (amyimetacresol) 0,60 mg

2,4-[nxnopoGeH3unos anxoxoa (2, 4-dichlorobenzyl alcohol) 1,20 mg

TloMOLIHM BellieCTBa C H3BECTHO A&HCTBHE:

3axaposa : 1 495,33 mg
Teuna rynokosa - 1016,82 mg
CBHCET WKBITO 0,009 mg

3a [ThJIHHA CIMHCHK HA NOMOLHHTE BEUIECTBA BIKTE TOUKa 6.1,

3. JEKAPCTBEHA ®0OPMA

Tabnerka 3a cMyueHe

MHOBOKC Excnpec ¢ BKYC Ha Meq| M INMOH: TaBlIETKHTE 38 CMYHEHE Ca JKLIJITH, IBOAHO H3TbKHANN,
UHIMHAPHYHY, ¢ AMaMeTsp 19 mm.

4, K/JIMHAYHU JAHHH

4.1 -TepaneBTHUHH BOKAIAHHAY

JIOKA/IHO AHTHCENTHYHO NeYeHNE Ha BL3NANHTETHH 3a60/ISBaHAA HA MBPAOTO H YCTHATA KyXHHA
(3aueppABane, OTOK), KaKTo U olJiexuasaHe Ha GOAKATa IPH Te3H 3a00ABaAHKS.

OfnexkyagaHe Ha CHMIITOMHTE Ha BBIMAICHO IbpAo,
HHOBOKC Ekcnpec e nokasaH NpH Bb3pacTHH M IOHOWM HaJl 12 roavHH.

42 JlozMpoBKa H HAYHH HA NMPHIOKEHHEe

g{)SHpOBKa

Bu3pacThu u wHomy Baa 12 rojunn;
| TaGneTka 3a cMydeHe Ha 2-3 uaca W Tiph Hyx#7a, 40 MakcuMyM 8 TaGieTky 3a cMyucHe Ha 24 vaca
TIPH BBH3PACTHH (MAKCUMYM 4 TaO/IETKH 32 CMYHEHE MPH IOHOILH ).

Heduampuura nonyaayua
Toea nexapcTBo He TPROBA 1a C¢ NpWNara NPH AELA Ha BL3pacT noA 12 ronnHu.

Hauund Ha npunokeHKe
3a OpOMYKY3HO NPHIOHEHHE,
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Ocrasete TabneTkyTe Ja ce pa3TBoOpaT GaBHO B yCTaTa, HE ' OCTABSTE 14 Ce PasTBApAT OT
BLTPEIUHATA CTpaHa Ha Sy3ara.

He npnemalite TOBA 1€XKaPCTRO NPely XpaHEHe WIIH NPEAM NMPHEM Ha TSUHOCTH.

He ce npenoppusa npoasmxHTentara ynoTpelfa Ha ToOBa NEKApCTBO 32 NOBEYE OT 5 JHE (BK.
Touyxa 4.4),

Crapuecka BL3pACT:
He ce nanara xopurvpase Ha no3arta.

TlaumenTtn ¢ vapymena 656peuna uiwy yeproapobra dyHKuMs:
Jhuncear nakny 3a ynotpeGara ha HHOBOKC Excnpec nipu nauueHTH ¢ yepuoapobHo wim 61>6peqﬂo
YBpeRIaHe,

4.3 HporneonorazaHnAn

CBpBXUYBCTBHTENHOCT KBM AKTHBHHTE BEIUECTRA WIH KbM HAKOE OT MOMOLIHHUTE BEIIECTBA,
u3dpoeHu & Touka 6.1,

[lopanm cuabpoxanuero Ha muinokane HHOBOKC Excilpec e nipot#sonokasas ipu 2e1a Ha BL3pacT
nog 12 roguHu.

44 . Cpennannm npeTyupesiends d NPEINAINA MePKH UpH ynoTpeda

Criazpaiite yxasanata 2103upoBka. Thit KaTo NPeMUHARA B KPHBHKA [I0TOK, KOTATO CE IIPHEMA B
roJieMH KOJIMUECTBA MNIH MHOTOKPATHO, TOBA JIGKAPCTBO MMKE [Ta MOBIHAC HOPBHATA CHCTEMA M HMa
BEPOSATHOCT A NIPUUMHH FBPUOBE HITH Ja OKaiKe BHAHHE BEPXY ChpAeYyHaTa AeHHOCT.
[poatmrnTennata ynorpeba Ha TOBa IEKApPCTBO 34 MOBEYE OT 5 [IHW HE CE [IPeROpbUBa, Thil KATO TO
MOZKE 112 HAPYLUH eCTecTBeHUA MUKpoOeH SalaHe Ha MBpioTo.

AKO CHMITTOMUTE TIPONBIIKAT TIOBEYE OT 2 AHH WM CE BIIOLIAT, HAH KO & HOABAT APYTH CHMIITOMHK
KaTo NoBHLleHa TemMnepartypa, rmasobosne, ragede wis NOBPbIUAHE M KOKeH o0pue, TpaOea 1a ce
HanpasH OLEHKA Ha XIWBUYHOTO CHCTOAHYE 33 HaTH4He Ha Gakrepuantii uHGEKUHH (8HIHHa,
TOH3WINHT),

HNHOBOKC Excnpec tps0sa fa ce PUIIara ¢ NOBUINEHO BHUMAHKE TIPH TEKKO BOTHH NalMeHTH WK
HEMOIUHM (UITOWEHN) NALKEHTH B CTAPYECKa Bb3PacT, ThH KATO TE 0a NO-YyBCTBUTENHU KbM
HEWENAHHTE PEAKUMI OT TO3H JICKAPCTBEH NPOIYKT.

Tosa nekapcTeo He TPAGBA Ja ce NpHIIara B YCTHATA KYXHHA H FBPIIOTO IPA HATTMMKE HA T10-TONEMH
0o0oCTpeHu pat,

3ary6ata Ha 4yBCTBUTETHOCT B CHPIOTO, APHUHHEHA OT TO3M JEKAPCTREH IMPOAYKT, MOKE /12 NOBENE
40 Benoppobia acnupauns (KauINMUA O BpeMe Ha XpaHeHe, Ch3AaBalia BIEYATNEHHE, 4. YOBEKDT C6
3a7y11aBa), 3aTORA € HATIOKMTENHO TORA JIEKAPCTBO A HE Ce TPHEMa NPEAH XPAHEHE HiTH npegm
NpyeM Ha TEUHOCTH.

[audenryre ¢ actma TpAGBa 12 M3NON3BAT TOBA JIEKAPCTBO Ol AEKAPCKO HabMOaeHHe,

HWHOBOKC Ekcrnipec Moe 12 mpH1ME H3TPBIBAHE HA €3MKA K 14 YBETUYH ONacHOCTTA OT TPABMA,
OpH npexansase. 3aToBa TPsOBa Ja ¢ BHUMABA NPYU XPaHEHE U TIPHEM Ha MOPELUM HATHTICH
MNaupentnre TpaGpa Na ca HafACHO, Y€ MPEHABHKBANETO Ha TIOBLPXHOCTHA 3aryDa Ha 4y
MOKe [ia HApYIUH TIPETTHIIAHETO H Taka /2 NOBUITH OMacHoCTTa OF acninpanys. [Topaa
HpuyMH2, He TpabBa 1a ce NoeMa XpaHa HeMOCPEACTBEHO IS PHIOKEH}E Ha [pena
CHLABPAALIN JIOKAIHY AHECTETHIY, B YCTAaTa tWid B 06aCTT2 Ha I'EPIOTO.
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IauneHTHTE ¢ AM€Prus KoM JIOKAIHH AHECTETHYHH JIEKAPCTBa OT AMUIIEH THI TPAOBA [ia 3HANT 3a
BE3MOXKHOCTTA 32 KPBCTOCAHA YYBCTBHTETHOCT KbM CPEACTBATA OT AMU/CH THIT KaTO AHIOKaHH (BX.
Touka 4.5).

HHOBOKC Excrnpec chanspsa 1,016 g raoxosa 1,495 g 3axapo3a na TabjeTka 3a cMyuene,
Toea TpaGsa na ce uMa NpeBHEA PH NALMEHTH CbC 3aXapeH anader.

HaumnenTu c peaxu HacaeACTBEHH NPoGIEMM Ha HENOHOCHMOCT KM (DPYKTO33, ITIOKO30~ FaNakTo3Ha
manaGeopOims wnH 3aXapo3o-H3oManTaseH AehUINT He TPAGEA 1a NPHEMAT TOR2 TEKAPCTRO.

TozH NekapeTseH MPOIYKT ChABPKA NO-MaAKo oT 1 mmol Hatpuit (23 mg) ua TabneTka 2a CMytcHe,
T.€. MOJKE A4 Ce Kaxke, Y€ NMPaKTHHECKH HE ChABPXKA HATPHI.

HHOBOKC Excnpec champika oUBETHTENE CHCET XKBITO. Moske 1a IpHIMHH ANEPrHYHM PEAKIIAH.
4.5 BiammonelicTBHE ¢ IPYIH JeKAPCTBEHH NPOIYKTH K APYTH (OPMH Ha B3auMogelcTBHE

He ce npenoprbuea ensoBpeMeHHa Wik nocnesama ynorpeba Ha Apyri aHTHCEITTHYHHE CPENICTBa, Thil
KaTo TOB& MOXKE 112 FIOTIPeHH Ha ACHCTBHETO Ha MeKapCTROTO (AHTATOHHIBM, NE3aKTHBHpae).

IMopaar NpHCECTEHETO Ha JIMAOKAMH B TO3H JEKAPCTBEH NPOAYKT (BBNPEKH HUCKATA 103a), TpaGBea fa
C€ ¥Ma NPEABHJ CNEHOTO:

- bera-aapenepriunuTe GroKepn HaAMANSBAT YEPHOPOOHHET KPBBEH ITOTOK, & OTTaM - H
CROpOCQTTA Ha Meraﬁonusﬂpaue Ha JHA0KAHH, KOeTO BOIH A0 MO-TOAAM PHACK OT TOKCHUHOCT

- LgmMernann Mose Aa 3abaBy uepHOAPOOHHS META0ONMIBM Ha TMAOKAWH, KOSTO RONM 10 MO-
FONIAM PHCK OT TOKCHYHOCT

.- Jlupokaus moxe 43 NPHYMHHA RPRCTOCAHA YYBCTBUTENHOCT KbM APYTH TOKANHH aHCCTETHYHH
JEKAPCTBA OT aMHUIACH THIT

- B‘BBMO)KHH ca hapMaKOKHHETHYHH 1 HAPMAKOIMHHAMMYHH B3aUMOREHCTBHA ¢ AHTHAPHTMUUHH
- cpeactsa Kaac 11, kaTo MEKCHNETHH ¥ NPOKAHHAMKL

- Hsocensumirre CYP1A2 n CYP3 A4 na uroxpom P450 yuacrsar oGpasyBaneTo Ha
MOHOSTHIrNMUMHKCHAUIMA {monoethylglycinexylidide, MEGX), hapMakonsorHaHOaKTHBHES
MeTaboMUT Ha NHAOKAMH, Y 33TOBA IPYTH JICKAPCTB2, KATO (UTyBOKCAMHAH, EPHTPOMULIHMH W
WTPaKOHA30M, MOTAT /Ia IOBUIUAT IVTA3MEHHTE KOHLEHTPALHH HA TMIOKAHH.,

4.6 @epTHaHTET, GPEMERHOCT U KbpPMENe

Bpemennoct
Bezonacnocrra ha MFHOBOKC Excnipec nipu ynovpe6a 1o BpeMe Ha GpeMERHOCT He € YCTAHOBEHA.
l'osam 00eM [iaHHK OT NOKANHOTO NPHIOKEHME Ha THAOKAMH 0 BpeMe Ha GPEMEHHOCT He TIOKAZBaT
MOBHIIEH PHCK OT BPOREHH Maipopmaniy. JIHAOKaHH NpeMHHAaRa npe3 nialeHTara, abeopbuusra My,
ofaue, € MHOFO MaJIKa, NopagH HUCKATA 1038, [[POYYBAHHATA NPH KABOTHH HE MOKA3BAT
PeIpOayKTHBHA TOKCHHHOCT (BIK. To4Ka 5.3).

Jlnncear naHsn OT ynotpebara Ha aMunMeTakpeon | 2,4-auxnopoSeH3nIoB aIkoXo/ Kato
hapMaKoNOrHYHOAKTUBHI BELIECTBA 110 Bpeme Ha GpeMmentoct. [lopagn nunca Ha NOKYMEHTHpaH
onur, ynotpebata na MFHOBOKC Excnpec e ce niperniopbusa 1o BpeMe Ha GPeMEHHOCT.

Kepmene y
besomacnocrra na HBOBOKC Excrnipec 8 nepuofa Ha KepMeHe He ¢ ycTadoseHa. Jung

€KCKPeTHpa B MAJKH KOJIHueCTRa B khbpMara. [lopaau HuckaTa no3a He ce ouaksar eq)e
NHAOKAKH UPY HOBOPOAEHOTO. JIHMCBAT AAHKH 38 EKCKPELUMATA HAa AMUIMETAKPE30T H
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2,4-npxnopoben3unoe ankoxon 8 kepmara. TpsaGsa a ce B3eMe pelIeHMe IANH 1A C6 PEYCTaHOBH
KbPMEHETO HITH Jid C€ NpeyCcTaHOBM/He ce npunoxH repanvsta ¢ HHOBOKC Excnipec, kato ce
B3EMAT NPESABKI N0/13aTA OT KbPMEHETO 3a IETETO W NOJI3ATA OT TEPANHATA 34 HKEHATA.

Geprunurer .
JlnnicBar nanny 3a edexra oT ynorpebara Ha npmoxanﬂ aMHIIMETaKPe3oN A 2,4-1UXn0poSeH3uios
ANMKOXON BBPXY tepTriHTeTA.

4.7 EdexTa BopXy cniocoGHOCTTa 22 moqmpsine n paloTa c MAaIHHHA

Tosu nexapcTsen nPoyKT He NOBIHABA UNK TIOBIHABA NpeHeOPERUMO CHOCOBHOCTTA 3a OPHPAHES K
padoTa ¢ MAITHHA.

4.8 Hexerann 1eKapcTBeRy PeAKUNH

3a xoMOMHALMATA HA AKTVBHUTE BELLECTBA, B TO3M JIEKAPCTBEH NPONYKT UMa ChOCIEHHS 32 CleaHHTe
HEXeNIAHH PeakLldd B MepHoaa Ha ynotpeba:

Hapyiuexna Ha MMyHHATa cHCTEMa
Penxs (=1/10 000 no <1/1 000): peakuum Ha CBPRXUYBCTRUTENHOCT (11apeHe, ChpBEX), aHrHOEeM,
CHTHA BONKa B FHPAIOTO ¥ HETIPHATEH BKYC.

CpoduiaBare HAa MONO3NPAHY HEKEJIAHW PEAKIIIH
Cy06uaBaHeTo Ha NOAO3HPaHH HEXNENaHH PeakLpV ClIe/] Pa3peIliaBane 3a ynoTpeda HA eKapCTREHMS
TIPOAYKT € BakHO. TOBa N03BONABA 1A PO IL/KM HAGIOISHHETO Ha CHOTHOWEHHETO NOMIA/PUCK 32
JeKapcTBeHHs npoaykt. OT MEANLIFHCKUTE CTISHATIMCTH ¢ H3WCKBA Jid ChoOMmanaT BeAKa
noAo3vpaHa Rexenana peakuis upes UsmbaduTeHaTa areHURs 1o JeKapeTsaTa, yi. ,, Jamsn [pyes”
Ne 8, 1303 Codms, Ten.: +359 2 8903417, yeGeairr: www.bda.bg.

49 Iipenosupane

He ce ouaksar HapylueHHs, CBap3aH ¢ npexosupane. B ciyyaii Ha cucremBa abcopSuus, e
BH3MOXKHA NOARA HA BPEMEHHO CTHMYJIMpaHe, NocleasaHo oT notuekane Ha [IHC (cvHauRrocT, 3aryGa

Ha Ch3HAHHE) H Ha CBPAEYHOCHA0BATR CHCTEM? {xunoTonus, 3a6aBeH MM HETIPABMIICH CHPACYCH
PHTBLM).

He ce npenophusa MpoXBDKATENHATE YIOTpe(a Ha TOBA IEKAPCTRO 32 TIOBEYE OT 5 JHH, ThHil Karo
TOBa MOXE Ja JOBEAE N0 HAPYIIABAHE HA eCTECTBeHM MUKpoGeH Ganauc Ha repnoTo.

[lennarpuyna nonynauus
Ynorpebara na roneMH 103H 32 RPOIRPKWTENH NIEPHOM OT BPEME TIPH Jena Ha B'b3paCT non
6 roaMHu MOXKeE a NPUYHHHE IBPYOBE.

CHMITOMH
I1pH HECKHTE HYMBA HA AKTHBHUTE CHCTABKK & MAIKO BEPOATHO A BH3HUKHE Mpeio3upane.
Mpenosupane Moxe 12 BPE3HMKHE NIPY HENPABUIHA yioTpeGa (MHOTO NO-BACOKA 034, JIE3UH 10
nurapuumte). [ILpBOHaYAIHKTE NPOABKM Ca IPEKOMepHa 3aryGa Ha NYBCTBHTETHOCT Ha FOPHUTE
OTUENY HA PECIIHPATOPHUA ¥ XPAHOCMHIIATENHUS TPAKT, BLIMOKHA € M0ABa HA CHCTEMHH PeakLiy
nopasu abcopSumsita Ha unokaun. Haii-cepnosnure edexTn Ha NUIOKAMH BKIOYBAT MHTOKCUKALINS,
3aCATANlA UCHTpaIHATA HepBHA CHcTeMa (Oeschhue, Ge3rmokoifcTBO, B30y Ia H TOTHCKAHE Ha
AWIIAHETO) H CbPAEYHOCHA0BATA CHCTEMa. Moe 1a Bh3HHKHE ¥ METXeMOrIoGHHeMNA.

Jleuenye
Tlpu npegosupane, B ciydast Ha BE3MOKHA COPHOIHA HHTOKCHKALMS MOXKe 13 C& TIOMHUC
TIpe/IM3RHKBaHe HA NOBPBUIAHE WM CTOMALIHA TIPOMUBKA (JIO WK Yac CITE MPEI03
JONBIHUTETHA MEPKH CE H3TOI3BAT CaMO KATO NOANBPKALIO H CUMITTOMATHYHO Jieue
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5.  ®APMAKOJIOTMYHN CBOMCTBA
5.3  DapmMakoAHHAMAMHE CBOHCTBA

dapmakoTepaneBTHUHA Fpyna: JlekapcTBa 3a JICUEHRE Ha MBPIO, AHTUCEITTULM, PA3HU.
ATC xoa-ROZAA20.

2,4-1uxnopoGeHIHIOB ATKOXOJ ¥ aMUIIOMETAKPE307T HMAT aHTHCENTHYNM CBOHCTRA.
AuTHOAKTEPHATHEAT H AHTUMUKOTHUHMAT edexT Ha TaONeTKMTe 3a CMYyHYeHe, ChIbpiKaliH
'AMHIMETAKPe30/1 M 2,4-1MXI0pOGEH3NIOB AKOXOT, €4 N0Ka3aHH NPH IpOyYBaHk ‘in vitro v in vivo.
Jlokasana € CBINO AHTHBMPYCHATA AKTMBHOCT in vitro cpenly o0BMTH BHpycH Ha TalileTKHTE 33
CMy4eHe, ChILPKALM aMHUIMeTakpe3olt i 2,4-TUX10pOOEH3NA0B ANKOXOM, CTeN |-MUHYTeH KOHTAKT.
Mpx ABATAA NEPUOA HA  IUWPOKOPAsNpOCTPAHEHa yrioTpeba Ha HOPONYKTATS, ChIBPiKallH
aMuIMeTaKpeIon M 2,4-17xnopofbeH3nIoB alKOXO0N, He Ce HabNo/laBa MOHIDKABAHE Ha aKTHBHOCTTA
cpelly NATOreHHW BHPYCH, KOETO MPEANoaara TMNca Ha pe3UCTEHTHOCT.

Crieq koMOMHUpaHe Ha ABETE aKTHBHH BEWieCTBA c¢ HAOMONABA CHHEPrHYeH aHTHOAKTepHAlIeH
e(leKT, KOETO MO3BONARA HAMAIABAHC Ha KOMGMHMpaHaTa 1033, W3NON3BaHa fipn TalneTkure 3a
CMYHEHe, ChIBLIKAIA aMIIMETaKpe0 H 2,4-10X10pobeH3HIOon aTkoXoil.

Jokazarencreo 3a aHaireTdueH eext Ha TaDleTKUTE 33 CMYUCHE, ChIbPIKALIN AMUIMETAKPE3ON H
2,4-1uXNOpoBeH3WI0B ANKOXOM, 33 HAMANABAHE HA BBL3MANEHHETO HA TBPJIOTO, Kare oONeKvamar
-GonKKTe M 3ATPYAHCHOTO NperiblaHe, € HablosasaHo MpH KITMHWYHK IPOYYBAHMSA C HACTBIIBAHE HA
[efCTBUETO 5 MHHYTH CTe/l pHEMA M MPOAB/LKATEAHOCT Ha AeficTBHeTo A0 2 yaca. Habmogarano ¢
CHIUG 3HAYMTENIHO NO-TONAMO OONEKYEHHE B CpPaBHEHWE ¢ TOBA B Ciywadl Ha npueM Ha TabneTku,
KOMTO HE ChABPHKAT NEKAPCTBO, IPH JIeveHMe B IPOIBILKEHHE Ha 10 3 JHM. -

Edexrnt #a npoaykra, chabpxkau komOuHauHaTa o1 2,4-110pobeH3iioB ankoXon # JIMIOoKauH, €
JOKA3aH B €AHO KIMHHYHO W3NHTBaHe, NPU KOETO 5 MUMHYTH cfel npueMa ca HabmopaBanu
HamansBaHe HA GONKUTE B IbPNOTO M 3aTpyAHEHWATa npu npernbuiane. [Ipn cpuworo mpoysusaue,
eeKTHT Ha M3TPBLNBAHE HA MBPJIOTO ¢ HAOAOAABaH Oowe Ha 1-BaTa MHHYTA CNiel IPHAGKEHHETO Ha
TaGnerka 3a cMyUeHe, ChABPKALIA AMHUIMETAKPE30n U 2,4-AUXTIOPOGEH3HIIOB 8/TKOXO H THIOKAHH.

JIMpokanaLT NprurHEsBa Gbpaa JOKAIHA aHecTe3ns 1 obnexvarane Ha Gonkarta npu pb3nianenye. Tod
BoaM 40 0DpaTHMO NOTHCKAHE HA HEPBHMTE BlaKHa, Karo OJIOKHpa HATPHEBO-KATHEBATa NOMN2 M
HAMANINea [PONYCKAHBOCTTA HA K1eTh4HaTa MemOpana 3a Horu. [IpoBONMMOCTTa B THHKHTE HEPBHH
BNaKHa, Oe3 MuenuHosata oOBHBKA (T.6. BIAKHE, KOWTO HpoBexaaT OonxoBaTa CETHBHOCT) Co
HHXHOUPA OT HUCKA, TIPHCHLCTRALA B [03ATA HA NPOJAYKTA, KOHIIEHTPALMA Ha JIOKATHO AHAJINETHHO
CpeacTBO. BIIOKHPAIUOTO ASHCTBHE BBPXY MAIKHTE HEPBM, Hamupaum ce B IMTaBMLIATA Ha YyCTaTa,
HACTBNBA OKOIIO 1-5 MUHYTH Cnell npUeMa.

52 @apmMakoKHHETHUIN CROHCTBA

Jinpokanun uma noayxusot 1 go 2 yaca (okono 100 MuHYTH), B 3aBHCHMOCT OT Ao3aTa. [TomyKHBOTHT
na metabonuta ravipHkeunuaua (glycinexylidide, GX) € no-asnur 1 CHeIOBATENHO MOXKE 12
BB3HHKHE HATpYNBaHe, 0co0eHo B ciyual Ha OLOpeuna eKcKkpeuus.

Hama CLOTBETHH JAaHHKM OTHOCHO GapMaKOKHHETHKATA HATO Ha 2,4-IHXN0poOeH3HI0B AJIKOX01, HUTO
HA AMUIMETAKPE3ON, C MIKTIOUEHHE Ha €HO MPoyuBaHe Ha GHOBAIHUNOCTTA, 38 KOETO ce chobuiapa B
kpartkata xapaxrepvcTvka Ha Benagol (Benagol, 2008), npu xoeto e ycranoreno 66p30T0
ocROOOKAABAHE B CIIOHKATA M Ha ABETE AHTHCENTHYHH CPEJICTBA, KATO MAKCUMAIIHH HHB3 G
HOCTHTaT 3-4 MHHYTH Cllel KATO ce U3cMyye TadieTkara. \),Mﬂ o
Konuuectsoto Ha 2,4~1MxnopoGeHanI0B ANKOXON 1 aMUIIMETAKpe30a, KoeTo ce oTyffind p

cnep 120 MunyTH, € npubauznTenno 50% OT IpHETOTO KONHYECTBO.

Ipy nanuedTH ¢ wHdapKT Ha MUOKapAa (Cke UaK Oe3 CrpaedHa HETOCTATLUHOCT
THOOKAUH H MonoeTHarHuuHkenagna (MEGX) ¢ yanmkeH; NOMyKHBOTET Ha
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(GX) MOXKe CRIIO fa € YIRDKEH IPH NAlHEHTH C.BTOPHYHA Chp/IeYHa HeIOCTATPUHOCT B PE3YNTaT Ha
HHQApKT H2 MHOKapAa. 3a VIO-JBJIEr MONYXKMBOT Ha JMIOKAHH Ce ¢cho01ana H NpH HALEHTH ChC
3aCTOMHA CLPAEYHA HEIOCTATEHHOCT HTH YEPHOZPOOHO 3a00/1ABAHE M TOBA MOXE AR NIPONBIKH M10-
JBATO e/l HENPEKLCHATA HHTpaBeHo3Ha HHGYIUS ¢ NPOIBILKUTENHOCT noeeve ot 24 gaca. Cruio
Taxa, enMHBMpadeTo Ha MEGX Moxe a 6bae HaMaTeHO NpY NAIMEHTH ChC 3aCTOWHA ChpAcYHa
HEOCTATHHHOCT. :

Jlupoxaun ce adcopOupa BeAHara nipe3 IHrapMumTe. I11a3sMeHHAT eNMMHHALMONEH TOTYXKUBOT €
apuGausnrento 2 uaca. [Llom xato ce abcopGupa, TOl NPETHPIABA 3HAUHTENEH METADONHIBLM NPK
nbLPBOTO NpeMKHasaue (first-pass) npes deprna apob n 6p30 ce AeeTHINPA KO AKTHBHHY meTaboIHT
MOHOSTHATAHLMHKCHIMINA, KOHTO CleZl TOBA ce XMIPOIM3Hpa A0 pasitHUHH MeTabomTH,
BKJIHOUHTENHO CIMBMHKCHIMAKA, [ToMaako ot 10% ce ekckpeTHpat B HENPOMEHEH BUJ, HPe3
Oubpewre. MeralonuTnre ce EKCKPETHPAT 1 B yPHHATA.

5.3 HpexkagHHIHE 12HH4 33 (e30NaCHOCT

HexauunannTe JaHRH 32 2,4-1MX10poGeH3HI0B aNKoX0N U aMHIIMETAKPe30/1 He MoKa3BaT ocobeH
pHck 33 Xopa. Te3n AaHHK ca TIONYYEHH OT KOHBEHIIMOHATHY NTPOYYBaHuY 32 TOKCHUHOCT npH
¢IHOKPATHO # MHOMOKPATHO IIPHIAraHe, FeHOTOKCUYHOCT M PENPONyKTHBHA TOKCHHHOCT. He ca
npoBexnany GapMaxoIOrvuHi MpoyHBaHKa 3a §€30MacHOCT M KaHIEPOreHHOCT.

Hpqunaﬂusrra 34 FEHOTOKCHUYHOCT ¢ MWAOKAWH C& NOKa3aj i OTPHLATEIHN Pe3yIITaTH. Hama
NPOY4BAHMS 38 KAHUSPOTEHHOCT Ha IMAOKAKH. MeTalonnTLT Ha THI0KAHH, 2,6~-KCHIHAHH, HMa
reHETHYEH NOTEHUMAN in vifro. TIpy Mpoy4Banua 38 KAHUEPOrEeHHOCT NPH 33l ¢ eKCTIO3MIMA Ha 2,6-
KCWIMIHH i tifero HOCTHATAITHO B NPE3 NE/IMA WM *MBOT, ca HaONioNaBaHK TyMOpPH B Ha3anHaTa
KYXHH2, TOIKOXKHH ¥ 4epHOAPOOHH TyMOpH. KnuHgdHaTa 3HaMHMOCT HA TYMOPHHTE HaXO/KW BbB
BPB3KA ¢ KPATKOCPOUHA/IePHOANYHA YIOTPeOa Ha TMIOKANH HE © U3BECTHE.

{Ipu RpoyuBaKMA 33 PEOPORYKTHEHA TOKCHYHOCT NPH JKMBOTHY HAMA A0KA34TE/ICTBA 38 TEPATOICHHH
edexTH MM JOKA3ATENCTBA 38 HEXKENAHU PEAKUGH IPH PHIUUECKOTO PA3BHTHE Ba NIOKOJICHUETO Cled
NPEHATANHO TEYEHH e ¢ MuaoKant. (DEeTaNHATA eKCTIO3MIIM HA BUCOKH JO3H HA0KanH obade
[OBMHANA KPBBHIA TIOTOK KbM MATKATa | € Npeanishkana detanau rapuose.

OT apyra cTpaHa, HEKTHHMHHYTE NaHHM 32 TU0KAKH He To0aBAT Hilkaksa 3HauiMa uHpopPMALKA KbM
CHUTECTBYBALIMA KIWHAYEH OIHT.

6. ®APMAIEBTHYHM JAHHU
6.1 C'nncbx HA NOMOIIHHTE BEmeCTBA

MEHTOBO MACITD, YACTUYHO JEMEHTONIM3HPAHO
XuHonuHoso ¥eiaT0 (E 104}

3axapun varpuii (E 954)

Bunena kucenuna (E 334)

3axaposa

Teuna riokoza

Cuucer xonto (E 110)

Jlumonena ecenuus

Apomar Ha Mex

6.2 Hecnamecramocrn

Henpunoxkumo.

6/7




6.3 Cpok 6a roggoct

27 Méceua

6.4 Cneunajnu yc108RS HA ChXpAKeHME

Janece cmxpaﬁsma. Han 30°C.

6.5 Bunu chIbpXKaHHe HA ONAKOBKATR

PVC-PVDC/AnyMuHneEn 6nuc'repn_

Onakosxa ¢ 12, 24 amu 36 Tabnerky 3a cmyuene.

6.6 Chnenpanuk npedliasHH MEPKH NPH MIXBLPJIARE U paloTa

Hey3non3panysT NeKapCTBEN NPOAYKT WIH OTHaIB4HHTE MATEPHATH OT Hero Tpabpa /1a ce U3XBBPIAT
B CBOTBETCTBHE C MECTHHTE HIHCKBAHHS.
7. TIPHTEXATEJI HA PARPENIEBUETO 3A VIIOTPEBA

US Pharmacia Sp. z. 0.0.

Zigbicka 40, 50-507 Wroclaw, [loama

8 HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

20170381

9  JATA HA TIHPBO PASPEIIABAHE/TIONHOBSIBAHE HA PASPEINEHUHETO 3A

YIIOTPEBA

Iara na obpro pasﬁemanaﬂe: 19 rexemspu 2017 r.

Hara Ha nmocneHO NOJHOBIBAHE;

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

05/2022
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