JIucroeka: nagopmanns 3a noTpeGurens

HHOBOKC Excnpec ¢ BKyc Ha MenTa 2 mg + 0,6 mg + 1,2 mg Tab/ieTkn 3a cMy'eHe
JIHAOKARHOB XHIPOX/IOPHI + aMUNIMETAKPe30i + 2,4- IiXIIopoBeH3HIOB aJTKOXOMN

INOVOX Express mint flavor 2 mg + 0,6 mg + 1,2 mg lozenges
lidocaine hydrochloride + amylmetacresol + 2,4-dichlorobenzyl aicohol

HpoweTeTe BHHMATEIHO NANATA IHCTORKA, HpeIH A4 3210490
Thil KATO T ChIbpAa BAXKHA 32 Bac undopmanns.

€TE 1A IPHEMATE TOBA JEKAPCTBO,

Bunaru npuemaiiTe TOBa NekapCTBO TOUHO KAKTO € ONHCAHO B Ta3H JIHCTOBKA W/IH KAKTo B e Kasa

Bawusat nekap, papManieBT HIH MeAHLIMHCKA cecTpa.

- 3anasete Ta3u nucToBka. Moxe 1a ce HANOXH /12 A IPOUETETE OTHOBO. :
- AKO ce HyKJ1aeTe 0T AOITbAHKHTENHA MHMOPMALIHA WIH ChBET, NonMTaiiTe Bamus dbapmatieBT

- Ako NOTYYNTEC HAKAKBH HEIKSTTAHH JCKAPCTBOHH PEaKIHH,

yBegomeTe Baiug nekap,

$apMauenT iy MeauLMHCKa cectpa. TOBA BKTIOUBA M BCHYKHM BH3MOKHH HEXe/IaHH peakimy,

HEONHCAHM B TAZH JIHCTOBKA. BHxTe Touka 4.

- AKo clleft 2 iU He C& UyBCTBATe N0-100pe WK CheTORHKeTO Bu ce Biomm, TpsGBa na

NOTEPCHTE JIEKAPCKA MOMOIL,

Kakpo CBALPAKA Ta3M JTHCTOBKA

W3MBLAHNTERHA ATEHUWSA NO IEKAPCTBATA

Kaxso npencrapnara MFHOBOKC Excripec  3a KakBo ce

- Npurowenue 2

Kakgo TpatBa na 3Haere, npeaw na npuemere HHOBOKC FESRGE M :M}.QMA .........

Kax na npuemare MTHOBOKC Excnipec
BB3MOKHN HEXEJIaHH peaKHH
Kax aa cexpanssare MHOBOKC Excnpec

Py

O b W~

1. Kakeo npeacrapasna WHHOBOKC Excnpec u 32 KaKBo

ChAbpxKaHHE HA ONAKOBKATA H JOITBJIHHTEIHA nuq)opmauw N

A0

Farsidiidae
R

CC HIMOJ3BA

HHOBOKC Excnpec cnabpka Be aHTUCENTHYHM CHCTABKH - AMH/IMETAKPE30. i
2,4-14X/10pOGEHIHIIOB AIKOXOJT, KAKTO K IOKANIEH 8HECTETHK 38 ILIJIO - THAOKAHHOB XHIAPOXJIOpPHA,.

IokazaH € 3a KokanHO SHTHCETITHYHO JIeYEHHE Ha Bhb3NAJIHTEIIHH

3a00/19BaHUA HA BPIAOTO H YCTHATA

KyXuHa (3auepBgBaHe, OTOK), KAKTO H 33 o6NeKkyaBaHe Ha GoKaTa IIpH Te3H 3a00/TABaHKA.
UHOBOKC Exenpec ce w3nonsea u 3a o6nekyaane Ha CHMIOTOMHTE Ha BB3MANEHO FBPIIO.
MHOBOKC Excnpec e nokasaH Ipy Bb3pacTHy M IOHOLIM Haj 12 TomuHy. '

AKO ciel 2 [IHH He ce UyBCTBATe Mo-106pe WK CheToaureTo Bu
JACKAPCKA NOMOLIL.

¢e BJIOIIM, TpOBa 1a NOTHPCHTE

2.  Kakso Tpabsa xa 38aete, npeau na npuemere AHOBOKC Excnpec

He npuemaiite HHOBOKC Excnpec:

- K0 CTC ANEPriyHy KbM JTHIOKAHH WM KbM DY TOKATHH aHECTETHYHH JIeKaPCTBA OT aMHACH
THI, aMHJIMETAKpPe30J, 2,4-JHXI0pOGEH3NN0OB ATKOXOI MWIK KBM HAKOA OT OCTAHAIUTE ChCTABKM

Ha TOBA JIRKapCTBO (M36poeHH B Touka 6).

- Heua non 12 ropuuu ve TpabBa Ja NprHeMaT TOBA TEKAPCTBO.

Ilpenynpexaenns # upeanasau MepKa

l'oBopere ¢ Bawus nexap, dapmanesr mwim MeqyuMrcKa cectpa, npeay 4a npuemere MHOBO

Exkcrpec.
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Tpa6ra na uudopmupare Balua nexap:
. aKO CTPajaTe OT ACTMA

®  aKocfen 2 JHU CUMITTOMHTE He ce noneGpABaT MK HMATE MOBHUICH TEMITEpaTypa,
rnaso0oiTue, rafgeHe; ROBPHIRAHE WIH KOXEH ODpHB )

. Tosu npoxykr moxke na 6s0e BpeneH a IEGHTE -
CoIbpKalUHAT Ce B TOBA IEKAPCTBO AHECTETHK MOXKE /12 IPHIAHH acmypauis, JOKaTo ce
XpanuTe (KAIaKLa N0 BpeMe XpaHeHe win yceuane 3a sagymasane), He npuemaiite xpana
HenocpencTreHO cliex ynorpeba Ha TOBa AeKapCcTBO

. Topa iexapcTBo MOXe 12 IPHYMHY U3TPHNBAHE HA €3UKA W 113 YRETHYHM OMAcHOCTTA OT TPaBMa
Tpy nipexansane. 3aTosa TpAGBA a Ce BHUMABA NPH XPAHEHE K NPMEM Ha FOPELIH HATTHTKH
¢ He ce npenopbysa mpopwukurentara ynorpeba Ha Tosa JIEKapcTBO (32 NIoBeYe OT 5 J{HH), Thil
Karo TO MOKe Nla HapyIIM eCTECTBEHUS MUKpoGeH GaNnaHe Ha I'bproTo
. Cria3BaiiTe nOCOUEHATA JOSHPOBKA: NPH MPHEM HA FONEMH KOMHYECTBA MITH TI0-TWITO OT
HEOSXO,IIHMO‘ID, TORA JICKAPCTBO MOXKE N8 OKKE BIUAHUE BEPXY CRPUCTO HITH HEpPBHATA
'CHCTEMA M [1a TIPHYHHHA I'bpuoBe :
* . Xopara B cTapuecKa BE3pacT H HEMOIIHHUTE (M3TOILICHHTE) XOpa ¢a No~4yBCTBHTENHH KbM
BB3MOIKHH HEKENAHH PeakiuH K TPAGBA Ja Ce KOHCYITUPAT C TEXHHS JieKap, npeH 48 npHeMar
TOBA NCKAPCTBO L

*  ‘Tosa nexapcTeo He Tps6Ba 1a ce IPHAAra B 061ACTTA Ha YCTATA U FBPIOTO NPH HANHYHE HA N0~

rofieMH 00OCTPEHH paHn

Aeua ¥ wHomA
ToBa nexapetso He TpaGBa Aa ce Mpunara ripu aeua Ha BB3pactT nox 12 ronnHy.
Apyrn nexapersa s HHOBOKC Excnpec
Hugopmupaiire Bamua nexap uny dhapmanesT, ako npuemare, HaCKOpO CT¢ NPHEMa/TH HIH
Bb3MOMKHO [1a TIpHEMETe JPYrH JIKApPCTBa. :
Ho-cnewnanto, undopmupaiite Bans nexap uin GpapMalesT, ako IPHEMATe HAKOH OT CIEHITE
NEKAPCTBA, ThH KATO MOXKE A2 C& HANAra J03MTeE Ja ¢¢ KOPHTHpaT:

- Gera 610xepn (M3MON3BANM 33 JTEUEHHE HA CHPACYHA HEAOCTATLYHOCT M aprepuanya

Gonect) UNM NEKAapCTRA, ChABPKALTE LAMETHIMH (M3NON3BAH 38 NEUEHHMe HA CTOMALIHM
A3IBH)

- ApYTH JIOKAHY aHeCTETHLM (aMuau)

= JICKApPCTRA, H3NOM3BANH 32 IeYCHHE Ha ChPAESYHH HAPYLIEHHA, KATO MEKCHIETHH WiH
IpOKAMHAMB _ _

- JEKapcTBA KATO GAYBOKCAMUH (M3MOI3BALE 32 IEYEHHE Ha ACTIPECHN)

- BHTHOHOTHLH KaTO 6PHTPOMULMH M HTPAKOHA30]

Bunpeku ue ue 6u Tpa6eano a2 BHIMMKHAT B3AHMONEHCTBHS, He IpUMEMalTe APYTH AHTHCENTHUM 3a
JICUeHHE HA YCTHATA KyXHHA H I'bpoTo, fokato nanomssate MTHOBOKC Excrpec.

MHOBOKC Excupec ¢ xpana, HangTKA B AIK0X0.
He npremaiite ToRa NexapcTBO Mpeid XpaneHe Wik TIPEAH [PHEM Ha TEYHOCTH.

Bpemennoct n KnpMene

bpeMeHHOCT
YnotpeGara Ha ToBa JICKApCTBO HE Ce NperoppYBa Mo BpeMe Ha GPEMEeHHOCT.

Kypmene
YnoTpe6ara Ha TORA JIEKAPCTBO He ce MpenopbYBa B MEPHOAA Ha KbPMEHE,

lodupane u paGora ¢ Mammnyn

[1puero npu npenoprunTenyara aoza, Toba NEeKapPCTBO HE MOBAUABA MK MOBIHABA
CrOCOOHOCTTA 34 WwodupaHe ¥ paBoTa ¢ MAlUMHH,
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HHOBOKC Excnpec chAbpXKa MTHKO3A H 3aXa[038

Coappxa 1,016 g-rmoxosa w 1,495 g 3axaposa Ha TaGneTxa 3a cMydese.

ToBa TpsiGsa A3 ce uMa TIPENBH]I TIPH NALMEHTH ChC 3axapeH nuaber.

Ako Baumar nexap Bu € kasan, ue HMaTe HOMOHOCHMOCT KbM HAKOH 3aXapH, CRLIKETE Ce C HEro,
npenu Ja NpHEMETe TO3M AEKAPCTREH TIPORYKT.

HHOBOKC Excnpec chanpxa HATpHS.

Toga nexapeTBo ¢happka no-manko ot 1 mmol HaTpu# (23 mg) na TabneTka 32 CMy4eHe; T.e. MOXe
A ce Kaxe, Ye NPAKTHIECKH He CHIBPXA HATPHH, '

HHOBOKC Excnpec chabpixa TepiieHs, Hamupaury ce B 1eBoMenToua. [IpexaneHo BHCOKH J03H
TEPIICHH Ca HuiH CBBEP3aHM C HEBPOTOIHYHH OTUIAKBAHHA KATO MBPUORE TIPH Aelia.

3.  Kak pa npsemare HHOBOXC Excupec

CnaspaliTe yka3saHHATa, ChIbPIKALIM CE B TA3H IHCTOBKA. BUHATH NpHeMalite TOBA IEKAPCTBO TOMHO
xaxTo Bu € kazan Bawmar fexap i dapManeBT. AKo He CTe CUIYpHY B HEINlO, onuTaiite Bamus
Jiekap wm dpapMauesr. ‘

fIpenopbunTennnTe NO3K Ca CIeAHUTE:

- By3pactay v rorowy waj 12 ronuuu: octasete ena TabeTka 3a CMy4eHe Aa ce pa3TBOpH

GaBHo B ycraTa. [Ipnemaiire Ha Beeku 2 10 3 yaca, 4o MakcuMyMm 8 Tabnerku 3a cMyueHe Ha
24 4aca nipu Bb3pacTHH (MaxcHMYM 4 TaGneTky 3a cMyyeHe IPH IOHOWH).

He ocTansiire TaGnerkara 1a ce pasTBOpH OT BHTPEIIHATA ¢TpaHa Ha Oylara.

Ako ciiez 2 jum He ce dyscTBaTe no-no0pe Wiy CrCTOSHUETO Bi ce Biom, TpaGea Aa HOTBPCHTE
DIexapcka NoMoul.

He ce npenoptuga ToBa NeKapeTBO Ja ce H3TOM3BA 33 TIOBEYE OT 5 JHH, THI KATO TO MOXKe fia HapYIIH
€CTECTRCHHA MHKpOGeH Ganalc Ha repioTo.

YuorpeGa npu geua 1 0HOMM
Tosa nexapcteo He Tpabsa a ce Npwiara NPH Jena Ha BL3pacT 1o 12 roguu.

Axo cTe npuHenn noseue ot HeobGxoaamMara Joza HHOBOKC Excnpec

TocaencTeHA, KOHTO MOTAT @ HACTBIIAT B CITyuall Ha HETIPABWIHA YIOTpeGa win npeao3upame:
pexoMepHa 3aryba Ha YYBCTBHTENHOCT HA FOPHHTE OTAEITH HA XPAHOCMUNATETHUES TPAKT K
AMXaTeNHHTe ETHING, Oe3chbHUe, Ge3MOKORCTRO, B30y A, TOTHCKANE Ha JHIIaHeTo. Moke fa
BL3HMKHAT H 387yX, IABOGONHE, yMOPa, HEITOHOCHMOCT KbM (DH3MYECKO HATOBAPBAHE, 3AMASHOCT
3ary0a Ha cp3HaHMe, NOPaNK HAPYLIEHYE, HAPEUEHO MeTXemornobuuemus, HezaGasro 1OTLPCETE
sieKapcKa MoMoLL Haw ce obaseTe Mo Tenedona Ha TOKCHKONOrHUeH HHPOPMALIMOHEH LIEHTBP, KATO
TIOCOYHTE JIEKAPCTBOTO # NPHETOTO KOTHYECTBO. : :

AKo MMaTe HIKAKBH JONBLIHHTENHH BRIPOCH, CEBP3aHH ¢ YHOTpebaTa Ha ToBa JeKapCTRO, NOTIHTATE
Baioun jiekap, GapMaUeBT Wil MEIUUHACKE CECTpa.

4, BBIMOKHH Hexenann peakiuu

Kaxro Beuuxu nexapersa, ToBa flekapeTBO MOKE 1@ NpeM3BMKA HEKENAHN Peakiwylfag
BCEKM I'Ml IONYYaBa.

3a KOMGHHAUKMATA HA aKTUBHITE BEUIECTBA B TO3M JIGKAPCTBEH HPOAYKT ¢a CHOBII
HEME/IAHH PeaKIMK 1O BPEME Ha NiepHoaa Ha ynoTpela:
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Tpabpa na cnpere na npuemare HHOBOKC Excripec i 1a moceTHTe Bamm! nexap Heaaﬁaauo aKo
HMaTe CAMATOMH Ha BHFHOCGHEM, KaTO!
. NOJyBaHE Ha NHIIETO, €3UKa U IBPIIOTO
. “TPYAHO NperibuaHe
. KonpueHa Tpecka (00pHs) u 3a1yX

Pepxu (morar ma sacersar o 1 Ha 1 000 ayinu): peaxuyy Ha CBPBXUYBCTBATENHOCT (Napene,
cbpbesx), aHrHoeneM (TexKa aepruyHa peakums, KOATO NPUYHHSRA (IOAYBAHE Ha AULETO H ILPJICTO),
cHnHa 60iKa B TLPIOTO H HEMPHATSH BKYC.

AKO 1n0Ty4HTe HAKAKBY HEXENAHH PeaKIMH, ysegomere Bamrus fexap, GapMaueBT Wi MeAMIHCKA
cectpa. ToBa BKIIOUBA M BCHIKH BBIMOMHH HEXXeNAHH PeAKLIHM, HEOTIHCAHM B TA3H JINCTOBKA,

CroGmapane HA HEKEIAHH PeaKIHT ‘

AKO IO/TyuHTe HEKAKBY HEXKENAHH JICKAPCTBEHN PeaKiyy, yBeAoMeTe Bawus iekap, GapMatesT HiM
MEIHLMHCKA CecTpa. TOBa BIUTIOYRA BCHUKH BE3MOKHH HEOMHCAHH. B TA3H JIHCTOBKA HEXEIaHK
peakini. Moxkete ChIo 12 choBIIMTe HEKeNant PEAKIMH JMPEKTHO upes AMbIHHTEAHATA areHius
10 nekapcreara, yi. ,, Tamsn Upyes™ Ne 8, 1303 Codma, ten.: +359 2 8903417, yebeaiir: www bda.bg.
Karo croburasare HexenaHH peaKiii, MOXeTe [ia JaNeTe CBOS TIPHHOC 33 nonyanaHe K NOBeYe
ﬂmbopmaum OTHOCHO GE30NacHOCTTa Ha TOBA JIEKAPCTBO.

5, Kakaa coxpaunsare HHOBOKC Exenpec
lace CHXPaHaBa HA MACTO, HEAOCTHIHO 34 JeuA.

He usnonssaiite ToBa 1€KapcTBO Cled CPOKA HA FONHOCT, OTOEA3aH PRPXY KAPTOHEHATA OTAKOBKA
cnen ,,I'oned 30:”; CpoKBT HA FOQHOLT OTIOBAPS HA NOCAEJHHA JCH OT IOCOMEHUA MECELL,

Ha He ce csxpaimsa Han 30°C.

He uzxeppnsiite nexapcTeara B KaHANH3ALMATA WK B KOHTEHHEPA 32 AOMAIIHH OTNGABIA,
Tonwraiite Bamus papManenT kak 1a H3XBBPIATE TeKAPCTRATA, KOHTO Beve He Hanoneare. Teau
MEPKH 1€ CTIOMOTHAT 3@ OTa3BaHe Ha OKOJIHATA Cpela.

T

6. Crabpxanue BA OAK0BKATA M XONBAHHTETRA HAPOPMANHS

Kakso cbappiaxa HHOBOKC Excnpec

AKTHBHUTE BEIIECTRA CA: TMAOKAHHOR XHAPOXIOPHU, AMUIIMETAKPEION % 2,4~ THXIOPOBEHINNOB
AJIKOXOA.

Beaka Tabnetxa 3a cMyueHe crabpka;

JIwaokausOB XHAPOXNOpUA MOHOXUApaT 2,00 mg

AMUIMETAKPE30iT 0,60 mg
2,4-auxI0pobeH3MIIOB ATKOX O ‘ 1,20 mg.
Jpyrure cucTaBrH ca;

YacTU4HO AEMEHTOIM3UPAHO MEHTORO MACITO
Macno ot 38e300BHACH AHACOH

JleromenTon

Hunurokapmun (E 132)

Xunonunopo k6010 (E 104)

3axapus Hatpuii (E 954)

Bunera xucennna (E 334)

3axaposa

Teuna rmoxoza
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Kax marnexna HHOBOKC Excnpec # KaKBo chabpka OH2KOBKATS
HHOBOKC Excnpec ¢ Bkyc Ha MeHTa: Taﬁnenum: 33 CMyYeHe Ca 3eJ1eHH, NBoliHo MIBKHANH,
UHIAHAPHIHY, € ¢ AHAMETHD 19mm.

Tabnetkure 3a cmyqeue ca ONaKORAHM B GNIHCTEpH OT PVC-PVDC/amymusmii.
Onakosxa ¢ 12, 24 unu 36 Tabnetku 3a cmyuexe,
IMpurexaren na Pa3pemieRHETO 38 YHOTPEOA W HPORIBOXHTEN:

Hpuarexarei ua paapemennero 38 ynoTpeba
US Pharmaeia Sp. z 0. 0.
ul, Zigbicka 40, 50-507 Wroclaw, [Tonmua

pousroanTen

US Pharmacia Sp. z 0.0.
Zigbicka 40,

50-507 Wroclaw, Tonma

LOZY’S PHARMACEUTICALS S.L.,
Campus Empresarial s/n,
31795-Lekaroz Navarra, Henanug

Tosu Aexapersen NPoAYKT e paspenses 3a ynorpeGa B rbpkasaTe waenkn va EMII nox
CITEHNTEe NMEHA;

ITonma: INOVOX Express smak mietowy

Jlursa: Inovox menthol 2 mg / 0,6 mg / 1,2 mg kietosios pastilés
Brarapua: UTHOBOKC Excnipec ¢ BKkyc na MeHTa

AaTa Ka NoCIeAHO UpepasrieHKIaHe Ha JHcToBKaTa 05/2022

5/5



