KPATKA XAPAKTEPUCTHEKA HA NBIMINUTERHA ATEHUNS NO NEKAPCTBATA
Kpamua xapaxmepucmuxa na npogyins - Rpuraxenus 1
L. MME HA JIEKAPCTBEBHA IPONYKT  Nwpse ... L0LF0 38 S—
O YFT
Paspeweﬁuel\b'z G/M/‘“P*! ¢ 77

HHOBOKC Ekenpec ¢ Bxyc na noproxan 2 mg + 0,6 mg + 1,2 kng Tabnerxy 3a CMyuene 10-10- 022
INOVOX Express orange flavor 2 mg +0,6 mg + 1,2 mg lozeng@go0eHUE N oevervrrssecrnrcisce A

2. KAYECTBEHH KOJIHMECTBEH ChCTAB
Besxa ta6netxa 3a cmyuene ChILpXKA;
JnokarnoB XHOpoxnopua Monoxunpar (lidocaine hydrochloride monohydrate) 2,00 mg

Amunmerakpeson (amylmetacresol) 0,60 mg
2,4-TixnopoGenannon IKOXON (2, 4-dichlorobenzyl alcohol) 1,20 mg

Iomomny Bemectsa ¢ M3IBECTHO neiicTrue:
3axaposa 1495,33 mg

Teuna nokosa 1016,82 mg
CrHeer xroT0 0,072 mg
Koxumunoee yepaeno 0,0125 mg

3a IIBIHMA COMCEK Ha TIOMOUTHHTE BELIECTRA BIDKTE TOMKY 6.1,

3.  JIEKAPCTBEHA POPMA
TafneTka 3a cMyvene

HHOBOKC Excripec ¢ skyc na noprokan: Tabnerkure 3a CMYYEHE Ca OPaHIKeBH, ABOMHHO H3MLKHANH,
UMIHHAPHYHH, ¢ AHaMeTsp 19 mm.

4 KHMHUYHAA IAHAA
4.1 TepaneBTHumn HOKAIAHKNA

Jloxanuo anTHCENTHYHO JICHCHHE HA BEIITANHTETHN 3a60MBaxMs Ha THPAIOTO H YCTHATA KyxuHa
(3avepespane, OTOK}, KaKTO H 06/1eKaarane Ha SonkaTa npy Tean 3aGonapanug,

O6nexuarane Ha cumITTOMMTE Ha BB30ANEHO I'Lpio,
HWHOBOKC Excripec & noxasan TIPA BB3PACTHM M IOHOIIH Hayg |2 TOOHHM,,

4.2 [oskposka u nagun Ha NPHJIOKeHHe

EOSE;QOBK&

Brspactan u ronomu mag 12 rOAHHU:
1 rabnetxa sa cmyyene na 2-3 waca H TIPH HY3XNa, A0 MakcHMyM 8 TaGleTkH 3a CMYYEHE Ha 24 yaca

TIp# BB3PaCTHH (MakCHMYM 4 TaleTkH 3a CMYHEHE IIPH IOHOLUH),

Heduampuung nonynayus
Tomra nexapcrro ke Tpabea na ce npunara TipH fiea Ha Bw3pact nox 12 romuun,

Hauni ua IPHIOKEHHE

3a OpoMyKyzHO IpHIOKeRHe,
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Ocrarere Tabnerxure A& Ce pa3sTROpAT 6aBHO B yoTaTa, He i ocTassiire na ce PasTeapgr or
BETpeliHaTa cTpaka Ha Gysara.

He npuemaifre Tosa AeKapCTBO MPeXY XpaHeHe Hix TIPELIA NIpHEM Ha TedRoCTH,

He ce npenoprupa TPOABIDKHTENHATA YTIoTpeta Ha Tosa JICKAPCTRO 33 [I0BEYE OT 5 AHK (ex.
TOYKa 4.4).

Crapuecka BE3PACT:

He ce nanara KOpHrHpaHe Ha JjozaTa,

[lanmenTy ¢ papymena 6u0peuna yw/um JePHONPOOHA dyHKOHA;
Jlumcear nanay 3a ynotpebara va HHOBOKC Excnpec npw namgeny ¢ HEPHOAPOGHO At 656peqno

IMopann cvaepicannero Ha Jxgoxaad HTHOBOKC Excrpec e nporuonokazan HpH Aena Ha Bhapacr
1ox 12 roguun,

Ipoavmxurennara ynorpeba ua Tora JICKAPCTBO 32 TIOBEYE OT 5 HHM He ce TpeniopsyBa, Trit KaTO TO
MO3K€ 1a HADYIH €CTECTREHUS MHKpoGen Gananc Ha rbpaoTo.

AKO CHMITTOMHUTE IpoTBTKAT Tiopeve oT 2 g HiH ce BJIOMIAT, MM aKO Ce NOgBAT APYTH CHMITTOMH
kaTo noeumiena remneparypa, riasobomie, ragexe wm TIOBPBINAHE H KOXeH 0GpHB, Tpsbra aa ce
Harlpaky ONEHKA HA KTMHAIHOTO CHCTONHYE 32 HanHMe Ha GaKTepHATHU Huexmy (anruna,

ToBa nexapetro we Tpatipa oa ce NpHIara B ycTHaTa Kyxuna u reproro TIpH HaNHYKE Ha 110-romeMy

3aryGara Ha 9yBcTRHTENHOCT B TBbPIIOTO, NPHYHHEHA OT To3H JIEKAPCTBEH POAYKT, MOMKE Na AoBene
Ao Genonpobua acnupanyg (Kanaumna fo BPeMe Ha XpaHeHe, Ch3IaBaIa BIICHATIIEHHe, Ye YOREKDT ce
3BIyINABA). 3aT0BA & HANOXHTEIHO TOBa AICKAPCTBO Aa He ce npuema TIPENH XpaHeHe WM Npexu
HNpHEM Ha2 TEMHOCTH,

IauuenTare ¢ acT™a Tpatra A2 H3MON3BAT TOBA NIEKAPCTEO Mox JieKapcko Habmonenye,




HHOBOKC Excnpec cuanpaa 1,016 g rmoxosa B 1,495 g saxaposa ma Tabaerka 3a cuyuene,
Tosa Tps6ra na ce uma TIpEABAA TIPH NALMEHTH CBC 3axapen mquaber,

IMammenT ¢ peaxu HACIIEACTREHM NpobieMH Ha HEMOHOCHMOCT KBM (pPYKTO3a, NoK030- TaNIaKTO3HA
ManaGcopbuma nnu 3aXapo3o-u3oManTazeH Aedunur ne TpaGBa fa npueMar Topa JIEKapCTRO.

Tosu nekapersen [POAYKT ChABPka 10-Manko ot 1 mmol HaTpul (23 mg na Tabnerxa 33 CMyYeHe,
T-8. MOKE Na ce KakKe, ue NMPAKTHISCKH He CHABPKA HATPHIA.

He ce npenoprupa ©OHOBpEMEHHA WIH NocheNBama yrnorpeba ha pyru anTHCenTIYEY CpeacTea, Thit
KaTo TOBa MOXKe /la noNpeyn Ha AelicTereTo H& JICKapCTBOTO (AHTArOHHILM, AC3AKTHBHpAHE),

Hopamy npucscTBRETO Ha THROKAHH B TO3H JIEKAPCTREH TPOAYKT (BBIIPEKH HHCKkaTa 703a), Tpabna aa
Ce HMa IpeJIBHY CIEHOTO;

- Bera-aapeneprumame GrokepH namanaear HEPHOAPOGHI KPBReH NOTOK, 4 OTTays - H
CKOpOCTTa Ha MeTaGonuskpane Ha THAOKAMH, KOETO BOAH 10 NO-TOJIIM PHCK OT TOKCHYHOCT

- IMumernaun Mosxe na 3abaru 1€PHONPOGHHS MeTaGOMH3EM Ha THIIOKAHH, KOETO BOAM 1o no-
FOMISM PHCK OT TOKCHYHOCT

¢penctsa xnac I, kato MexcuneTun u MPOKanHAMHT

- Hsoensumure CYP1A2 u CYP3A4 Ha wuToXpom P450 yuactear B o0pa3yBanero na
MOHOSTHAT MULMHKCHITHAMA (monoethylglycine)cylidide, MEGX), $apMakonoryaHoakTHEHIS
MeTaGoauT Ha JIHIOKAHH, H 38TORa JipyrH JICKAPCTBA, KATO QUIyBOKCAMHH, CPATPOMINMH H
HTPAaKOHA3ON, MOTAT 3 NOBHINAT MUTa3MeNUTe KOHUCHTPAIIMH Ha THIOKaHK,

4.6 ®epraanter, Opemennocr r KbpMenHe

BpeMmennocr

PENIPOXYKTHBHE TOKCHYHOCT {BK. TOYKa 5.3).
JIuncear gaHHM or ynorpeGara Ha AMUTMETAKPE30N ¥ 2,4-muxnopobensnos amKoXo.a Ka
(apMaKOAOrHUHOAKTHRRH BemecTRA 1O BpeMe Ha Gpemennoct. Topany nunca na AOKY
OfHT, ynoTpebata sBa UTHOBOKC Exenpec ne ce Tpenopr4Ba no bpeme Ha 6peMenno
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JIuriceaT nakHy 3a edexra or ynorpeGara ua JHAOKaKH, AMHAMeETAKpeson 1 2,4-auxnopobenzusion
IkoXon Bepxy depriamTera.

3a KoM6HHaIMATS Ha AKTHBHHTE BSHIECTBA B TO3H ACKAPCTBEH NPOLYKT Ma Cbo0LIenn 3a cregnuTe
HEXCNAHH peakiui B Neprosa Ha ynorpe6a:

Hapywenns na HMYHHATA CHCTeMa
Pensu (>1/10 000 mo <1/1 000): peaxin na CBPBLXYYBCTBHTEHHOCT {napexe, cepbex), aHTHOe/EM,
CriHa Gonka B rsproTo B HETIPRATEH BKyC.

Crofmasane Ha nonos HeXxeTany pe

TCKapCTREHHUS PORyKT, Ot METHIHHCKHTE CTIemHATHCTY ce H3uCkea fa chob1aBaT Begra
TI0f03HpaHa HexeNlaHa peaxiysg upe3 Hsnmeiaurenyara AreHums 1o lekapeTeara, ya, »2amMan Ipyep’’
Ne 8, 1303 Codus, Ten.: +359 72 8903417, yebcaitr: www.bda.bg,

4.9 IHpenrosupane

Henuatpnuna nonynanus

Ynotpe6ara Ha ronemu D03 32 NMPOABILKHTE THY NIEpHOM OT BpeMe npH zewa ua BB3PACT nop
6 ronuum Moxe na NPHYHHY I'BpyoRe,
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5. ®APMAKOJOTHYHR CBOHCTBA
5.1 ®apmaxormmamaumm CBOHCTRA

DapmaxoTepanesTina rpyna: Jlekapersa 3a nevenme ya TBPJIO, aHTHCENTHIM, pashy,
ATC xon: RO2AA20.

HaMarnsBa MpoNyCKIHBOCTTA Ha KeThunata MeMGpaHa 3a Homu, IposoaumoctTa B TEHKHTE HEPBHH
BJIaKHa, 6e3 MUennHOBaT) o0BHBKa (T.¢. BNakHa, KOMTO NpoBexaaT 6oikoBara CETHBHOCT) ce
HHXHOHp2 OT HuCcKa, NpACKCTBAIMA B No3aTa Ha IPONykTa, KOHNEHTpaUs Ha JIOKanHO aHanreTHYHO
Cpencreo. baoxupamoto petictaye BEPXY MATIKHTE HEPRH, HaMHpAaWH ce B IMraBHnaTs ga ycTara,
HACTRIBA OKONO 1-5 MUHYTH cney NpHeMa.

5.2 ®apmakoxemermumn CBOicTRA
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PHGIH3IVTENMHO 2 Yaca, 1Tfom xato ce abcopbupa, Toit OPETEPITABA 3HAYHTeNEy MeTaboaH3EM fpu
ITBPBOTO IIPEMHHABAHE (first-pass) Tpe3 YepRHA 1poG 1 61pao ce ACCTHRHDA KO aKTHBHHSA MeTabonuT

53 Mpexwrupmeny AARAA 3a 6e3omacnocr

Hexmumyamre HaHHH 33 2,4-,unmop06eﬂsmon IKOXO/1 H AMHTMETaKpe3o]] He NOKa3eaT ocoben

Or npyra crpana, Hexmmmamirre AAHRH 32 JIANOKAHH He 106ABNT HiKaxsa SHA'MMA HHQOPMALMA KM
CHHIECTRYBALINA KIIMHHYEH OfIMT.,

6. OAPMALEBTHYHH AAHHH

6.1 Cnecexna OOMOIMHUTE BEmIecTRa

JleBomenTon
3axapus Hatpui (E954)

3axaposa

Teuna rmoxoza

CaHeer xwirro (E 110)

Koxutmnoso uepseno (E124)

JIMMOHeHa Kucenuna MoHoxMzpar (E 330)
ApoMar Rra moprokan

6.2 HechbBmMecTramocrn

Henpunoxumo
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6.3  Cpoxk ma roasocr

27 Mecena

6.4 Coenwansn yenopas mra ChXpPAHEeRHE

Aa He ce cexpansra Rag 30°C,

65 Buinm CBALPXKAHHE HA ONAKOBKATA

PVC-PVDC/Anymunmesy Gmuctepn

Onaxoska ¢ 12, 24 wmy 36 TalIeTkn 3a cMyyene,

6.6 C;xennannn RpeInasnK MepkH npw H3XBBpJInBeE H pafora

Hemsmonspauuar JIEKAPCTBEH NPORYKT HAR OTNATEYHHTE MaTepuaH OT Hero TpaGsa aa ce H3XBBPIAT

B CLOTBETCTBHE C MECTHHTE H3HCKBAKHN,

7. IPHTEKATEJ HA PASPENIEBHETO 34 YHOOTPEBA

US Pharmacia Sp. z. o.0.

ul. Zigbicka 40, 50-507 Wroclaw, IToymna

8 HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEFA

20170380

9 ,I[ATA HA TLPBO PABPEI]]ABAHE/IIOIIHOBHBAHE HA PASPEIIEHHETO 34
YIIOTPEEA

lata na mepeo paspemmasane: 19 HexeMBpu 2017 r,

Mara ra nocnenmo NIOTHOBABAHE

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

05/2022
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