JIncroska: Bnpopmanun 3a noTpeburens

HHOBOKC Excnpec ¢ BKyc na HopTokan 2 mg + 0,6 mg + 1,2 mg Tabaerku 3a CMy4Jene
JINAOKAHHOB XHAPOXIOPH/L + AMHIMETAKPE30N + 2,4-AMXII0pOBEH3WIOB ATKOXOJ

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

IIpouerere BuAMaTEN RO HAJIATR JIICTOBKA, NPEIH Aa IANOUYHETE 1A MpREMATe TOBA JeKapcTBO,

THH KATO TH CLALPHA Baxkna 3a Bac undopmanus.

Bunaru npuemaiite To8a 1€KapcTBO TOUHO KaKTO © OIHCAHO B Ta3H JIMCTOBKA WIH KakTo By e kazan

- Bammnsit nexap, dbapMauesT unm MequuMHCcKa cecTpa.

- 3anasere Ta3u mHcTOBKA. Moske na ce Hasoxk aa 5 NPOUETETE OTHORO.

- "AKO ce Hy)KIaeTe OT JONb/IHATEIHA WHQOPMALMS WK ChBET, onuTaiite Baumg thapmanesT.

- AKO [ONYYHTE HAKAKBH HEOKENaHH JIEKAPCTBEHH peakuy, yreaomeTe Bamus nexap,
(hapMaLEBT WM MeMIMHCKa cecTpa. TOBA BIIIOYBA M BCHUKH BB3MOXHH HEXKENTaHH PeakL|H,
HEONUCAHH B TA3W NMCTOBKA, BHre TOUKa 4.

- AKo cieft 2 IHM He ce YyBCTBaTe no-06pe win eberoauneto Bu ce prown, Tpstea 1a
NOTBPCHTE JIEKAPCKa MOMOILII,

KakBo ¢hIbLpia Ta3u aucTOBKA M3MLAHUTENHA ATEHUNA N0 NEKAPCTBATA
1. Kakso npeacrasnspa HHOBOKC Ekcripec 1 3a kakeo ce FlouACKEHLS 2

2. KakBo TpaGsa na 3naete, npeau aa npremere MHOBOKC Excnpec agl 0 4 :(_ 03 W
3. Kak na npuemate HHOBOKC Ekcnpec KoM Pa2. N coeeeeeres Gohitainnashasuse S0 h .
4.  Bub3MOXKHM HeXenaHW peakLMu P _ v

5. Kak na crxpanssare MHOBOKC Excnpec Paspetenue MF%WPP/ €. .
6. ChinpxaHne Ha ONAKOBKATA W IOMBIHKTeNHA MHpOpMatuds y 10-10- Zl]Zg""

1. - Kakso npeacrasanpa HHOBOKC Excupec u 3a xakpo ce B3nonsea

HHOBOKC Ekcnipec chanpika fiBe aHTHCENTHYHN ChCTABKH - aMH/IMETAKPe30JI 1
2,4-1MXIIOPOBEH3HIIOB ATKOXOJ1, KAKTO M JIOKANEH aHeCTeTHK 3a TBPIIO - THAOKAHHOB XHAPOXJIOPHIL.
Toxa3sak e 3a NOKAITHO AHTHCENTHYHO NleYeHNe HA BBITATHTETHH 3a00NsBAHHA HA MLPIOTO H YCTHATA
KyXuHa (3a4epsaBaHe, OTOK), KAKTO 4 3a 0GieKyaBaHe Ha GonkaTa APH Te3u 3a00/19BaHHS.
HMHOBOKC Excnipec ce u3nonssa u 3a 06neKvaBaHe Ha CUMITTOMHTE Ha BL3MANEHO I'BPIIO.
HHOBOKC Excripec e nokasan npy BB3PACTHH M IOHOWIM Hay 12 roguus.

Ako ciiell 2 THu He ce JyBCTBaTe To-2o6pe AN ChCTOSHHETo B ce BJIOWIH, TPSORA Ja noThpcHTe
JIEKAPCKA [IOMOLLL,

2.  Kaxso TpaGBa na 3naere, npeau na npaemere HHOBOKC Excnpec

He npuemaiire HHOBOKC Ekcnpec:

- AKO CTe AICPrUHH KbM JTHAOKAHH WM KM APYIM JOKATHH AHECTCTUYHU JIEKAPCTBA OT AMMAEH
THIT, aMHIIMETAKPE30J1, 2,4- AMXTOPOOSH3UIOR AMKOXOJ HITH KbM HAKOS OT OCTAHATATE ChCTARKH
Ha TOBa 1eKapcTso (M30poeHH B Touka 6).

- Heua nox 12 roauuu ne TpabBa Ia npHemar Toea JIEKApCTBO.

Ilpenynpesaennus n npexnasun MepKn
I'oBopete ¢ Bamua nekap, dapmauest wu MEAMHUHCKA CeCTpa, Npedn Aa NpHEMET
Excnpec.
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Tpabea na wndopmupare Bawna nexap:
' ®  4KO CTPAOaTe OT 8CTMA
®  aKo cie] 2 AHM CHMITOMMTE He ¢€ NoAoGpABaT WM MMATE NOBHINICHA TeMIIepaTypa,
" rnaBoGosnne, rafieHe, NOBPBIIAHE HIH KOKEH obpue

Tosu nponykt moxe na 617e Bpenen 3a 3u6uTe ‘
ChaObpKallBAT e B TOBA JIEKAPCTRO AHECTETHK MOYKE 1A NPHYHHY ACTIHpaLUd, AOKATO CC
Xpauure (KallHLa [0 BpeMe XpaHeHe WM yceluake 3a 3aylasase). He NpHeMajite xpaHa
HEMOCPEACTBEHO CeA yNoTpeGa Ha TOBA JIeKapCeTBO

. Toea nexapcTeo MOKe 18 NPUYMHH WITPBITBAHE HA C3MXA U 13 YBEJH4YH ONAacHOCTTA OT TPaBMa
npH npexansane. 3aTosa TpaGaa a ce BHUMABA [PH XPaHEHE 1 IPHEM Ha TOpENlH HAMHTKH

. He ce npenoprusa nponsmkutenuata ynorpe6a na Tosa JieKapcTBO (32 oBeve OT 5 ann), T
KaTo TO MOXKE /1a HAPYIUH eCTECTBEHHA MHKPOGEH 5aNaHC Ha MbpIOTO

. Cnaspaiite nocoueHaTa I034POBKa: NPH MPHEM HA TONEMH KOTHYECTRA MITH 0-IhLIIO OT
HeOOX0AMMOTO, TOBa JIEKAPCTRO MOKE 3 OKAKE BIIHAHHE BEpXY ChPLIETO WIH HOPBHATA
CHCTEMA M 13 IPHYMHH IbPUYORE

. Xopara B cTapuecka Bb3pacT H HEMOLIHHTE (M3TOLIEHHTE) XOpa ¢a MO-4YBCTBUTE/IHH KBbM
BEIMOXKHH HEKETAHY PEaKuMH U TPAGBA J1a ¢¢ KOHCY/ITHPAT ¢ TeXHMS JeKap, HPeaH A2 npHeMat
TOBA AGKapCTBO '

* -Toa nekapcTeo He Tps6Ba Aa ce npuiara B 061acTTa Ha YCTaTa H I'bPJIOTO NPH HATHYKE HA 1o-
roneMH 00oCTpeHH paHK

HAeua u oHOMM
ToBa nexapeTso He TpsGea 1a ce Npunara npH gewa Ha BB3pacT nox 12 roauHy.

Apyri nexaperea 1 FHOBOKC Excnpec
HWndopmupaitre Bauus nekap win papmaiest, axo npuemare, HACKOPO CTe NPHEMAJIH WIH €
BB3MOXHO a pHeMeTe APYTH EKapcTeAa.
[No-cneunanto, ungopmupaiire Bawmus srexap wnn dapmavest, ako [IPHEMATE HAKOU OT CJIEJHUTE
/leKapcTaa, ThH KaTo MOXKE Aa Ce Halara J03HTE /4 Ce KOPHTHPAT:
- Gera Gnokepu (M3m0/T3BaHH 32 fleYeHHe HA CHPAEYHA HEIOCTATRYHOCT H apTepHaTHa
GONECT) MK TEKapCTBa, ChALPKALIH LIUMETHIHH (M3MON3RaH 32 JIEUCHHE HAa CTOMAITHY
AIBH)
- APYTH JIOKA/HH aHeCTeTHLH {aME/IH)
- JICKapCTBa, H3NO/I3BAKH 32 JIEYEHHE Ha CHPACYHH HAPYLIEHHA, KATO MEKCHIIETHH WIH
MPOK2HHAMMLL
~  JIeKapCcTBa Kato (QuyBOKcaMHH (M3TIO/I3BAHH 38 IeYEHHE Ha JENpecHs)
- aHTHOHOTHLM KATO ePUTPOMKLIMH M UTPAKOHA3O

Bbupexu ye tie Gu Tpateano na Bb3HHKHAT B3aHMOACHCTBHA, He TIpHeMaiiTe APyri aHTHCEIITHUM 3a
JICYCHUS Ha YCTHATA KYXHHA U MbPIOTO, J0KaTo wanomsate MHOBOKC Excnpec.

HHOBOKC Excnpec ¢ Xxpana, HAINTKH H A1K0X0.1
He npnemaiite Topa nexaperso npeau xpanene wim i1pean nprem Ha TEYHOCTH.

bpeMeHHOCT H KbpMeHe

bpemenHoct
YnorpeGara Ha ToBa JIEKapcTBO He ce MPeNoPBYBA [0 Bpeme Ha OpeMeHHOCT.

Kepmene
¥Ynorpebara Ha ToBa TIEKapCTBO HE Ce NPenopLYBa B MEPHOaA HA KbpMeHe.

Ilodupane u pabora ¢ MAIHHE

TIpueTo npu npenopeuMTEHATA 1038, TOBA NEKAPCTBO HE TIORJHMSABA HITH [IOBN
CMOcOOHOCTTA 34 wodupane U paboTa ¢ MalTUHK.
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HHOBOKC Exenpec cLALPKa [0K03a K 39Xapo3a

Coaspxa 1,016 g riokosa 1 1,495 g 3axaposa na TabneTka 3a CMyueHe,

ToBa TpaGaa n1a ce HMa npe)iaua Npy NalKMEHTH CBC 3aXapen nuaberT.

Axo Bamnar nexap Bu e xazan, ye HMaTe HENMOHOCHMOCT KBM HAKOH 33XapH, CBBpPIKeTE Ce © HETO,
NpenH fa NpHEMeTe TO3H JIEKApCTBEH NPOIYKT.

HHOBOKC Excnpec cbanpxa naTpHii.
ToBa nexapcTBo chbabpka no-manko ot | mmol Harphif (23 mg) Ba rabnerka 3a CMyueHe, T.€. MOXKe
A& CE€ KAXKE, Ue MPAKTHHECKH HE ChAbPXKA HATPHH.

HHOBOKC Excnpec cbhIbpska TepneHH, HAMUPAUH C€ B IEBOMEHTONA, INpekaneHo BHCOKH 1031
Tepnenu ca Ou/li CBbP3aHK ¢ HEBPOJIOTHYHH OIUIaKBAHHA KaTo FEPYOBE NPH Aena.

HHOBOKC Excnpec ¢babp&Ka ONBETHTETNTE ChHCET 5bJITO ¥ KOXHHRI YepBeHo.
Moske 1a NPUMHHK aJIEPruyHy peakLyH.
3. Kak na npuemare HHOBOKC Excrpec

Cnassaiite ykasaHuITa, Ch/(BPXKALIM Ce B TA3H THCTOBKA. BHHAru npuemMalite TOBa JIEKAPCTRO TOYHO
KkakTo By e kazan BammsT nexap win apmauest. Axo He cTe CHTYPHH B nemo, nonutakite Bautus
Jekap uny JapMaLesT.

[peniopruuTenHuTe K034 ca cieqHuTE:
- BuapacTuu 1 1oHoww Han 12 rofuey: ocrasete eHa TabeTka 3a CMYUYEHE J1a ce pasTBOpH

'0aBHO B ycTara. [Tpuemaiite na Beexn 2 10 3 vaca, 10 MakcuMyM 8 tabnerku 3a cMyyeHe Ha
24 vaca npu BE3pactTHU (MakcHMYM 4 TaGIIeTKH 32 CMYUEHE MPH FOHOIIH).

He ocassiire TabaeTxara ga ce pasTBOpH OT BBTpeLLHATA cTpaHa Ha Oy3ara.

AKoO cllea 2 AHM He Ce 4yBCTBaTe Mo-A06pe Wik cbeTosHHeTo BH ce BIOIIH, TPAOBA 14 MOTHPCHTE
TIeKapCKa MOMOILL.

He ce npenoprusa Tora fekapeTso na ce M3nonsea 3a oseue o 5 AHH, THH KATO TO MOXKE J1a HAPYLIH
€CTECTBeHHA MHKpOOeH banaHc Ha repioTo.

YnorpeGa npu aeua @ IOHOMA :
Tosa nekapcTeo He'TpAGBa 1a Ce npumara Npu geua Ha BB3pacT nox 12 roguHm.

AKo cTe npHenH noBeue 0T Heobxoqumata 103a HHOBOKC Excnpec

TlocnencTeua, KOMTO MOTAT a HACTENST B Cliyyali Ha HEMPABMIHA ynorpeba wiu npeaosupaHe:
npexoMepHa 3aryfa Ha YyBCTBHTETHOCT HA TOPHHUTE OT/ENM Ha XPaHOCMMIATENHHA TPAKT U
AuXaTennurte meTHLA, 6e3CbHHE, Ge3noxkoiicTRo, BB30y 4, moTHcKaHe Ha aumaneTo. Moxe ma
BL3HHKHAT H 3a/lyX, IJIaBoGosMe, yMOpa, HEITOHOCHMOCT KbM uaMdecko HaTOBapBaHe, 3aMAsHOCT U
3ary0a Ha ch3HaHHE, IOPaJH HapylIeHHe, HAPEYSHO METXEMOLIOOHHeMus. Hezabarno MTOThPCeTe
NigKapeka MoMoil, WK ce obaaete no Tenedora na TOKCHKONOrHYHHS HHQOPMALMOHEH LIEHTBP, KATO
NIOCOYHMTE JIEKAPCTBOTO M MPHETOTO KOMHHYECTRO,

AKO MMaTe HAKAKBY JOTTLIHUTEHH BHIPOCH, CBBP3AHH C ynotpefarta Ha ToBa jekap
Bauins nexap, dapmarerT nim MeauIMHCKa cecTpa.
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4. BBIMOKHH HeKeTAHN PeAKIMAN

KaKTo BCHUKHM JIeKapCTBa, TOBA JIEKAPCTBO MOKE ia MPENM3BUKA HEKeaHHK peaKiuy, BBOPEKH ue He
BCEKH F'M HI0JYJaBa,

3a koMOHHaLMATA Ha AKTHBHUTE BELIECTBA B TO3H JIEKAPCTBEH TIPOAYKT CA CHOBIEHH ClIeIHHTE
HEXeMaHH peaklldy Mo BpEMe Ha [IEpHOAa Ha ynoTpeba:

Tpsbea na cripete na npuemare HTHOBOKC Excripec 1 na noceture Bamusa nekap Heza6aBHo, ako
UMATE CHMITTOMH Ha aHTHOEAEM, KaTO:

. [OAYBAHE Ha JIHLETO, e31Ka H I'bpJIoTo
. TPYAHO NPerTbllaHe
. KONpHBHA Tpecka (0OpuB) H 3anyx

Penxw (Morar na sacernar io 1 va 1 000 ayum): peakiinn Ha CBPRXHYBCTBHTEIHOCT {napeue,
'¢pplesk), aHTHOEeM (TeXKKA ANISPrHYHA PEAKI(HA, KOSTO NIPHIHHARA NMOoAYyBaHe HA THLETO H MBPIOTO),
cuiHa Gonka B TEPNOTO W HEOPHSATEH BKYC.

AKO MOJIYYHTE HAKAKBY HEXKETAHM PeakLuH, YBeaoMeTe Baums JleKap, hapMaleBT WIH MeIHLMHCKA
cectpa. TOBA BKMIOURA W BCHUKH RBIMONKHH HEXeIaHu PeaKii, HeOMHMCAHU B TA%M JIMCTOBKA.

CrofmaBaHe HA HeXKeTaHH peaKIHH

AKO TIOTY4HTE HAKAKBH HEXENAHH JIEKAPCTBEHH PeakLyy, yBenomere Bauiua nexap, papmanert win
MEIHIHHCKA cecTpa. ToBa BKIIIOUBA BCHUKH BB3MOXHH HEOTIHCAHH B TA3H JIMCTOBKA HEXENAHU
peaxupH. MOXETe Chilo 1a ChOGUIMTE HEXENAHY PEAKINK AUPEKTHO Ypes M3 IHUTEHATA areHuHs
110 ekapereara, yi. ,,Jaman I'pyes™ Ne 8, 1303 Codua, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.
Karto cpobuasate HexxeNaHH peakuud, MOKETE A AaJeTe CBOA NPHHOC 38 nonyanaHe Ha MOBeYe
HHpOpMAaLH OTHOCHO HE301IacHOCTTA Ha TOBA JIEKAPCTEO,

5.  Kak na cexpanssare HHOBOKC Ekcnpec
Jla ce chxpaHsBa Ha MACTO, HEJOCTBITHO 34 JICLIA.

He wu3nionspaiite Topa lekapcTRO Clel CPoKa Ha FOHOCT, 0TGES3aH BBPXY KapTOHSHATA ONMAKOBKa
cnen ;,l'onen a0:”. CpOKET Ha TOAHOCT OTrOBaps HA NOCHEAHAS [EH OT [OCOYEHHS MECElL,

Ja He ce coxpansBa Han 30°C.

He usxsbpasiite nekapcTpaTa B KaHATM3aUMATA HITH B KOHTEWHEOPA 38 JOMAITHY OTATbIIM.
onuraiire Bamna hapmaienr Kak la M3XBbpAATE TEKAPCTBATA, KOHTO BeYe He W3Non3sare. Te3u
MEPKH LI¢ CNOMOTHAT 34 ONA3BaHe Ha OKOJIHATa cpea.

6. Chbaspkanne Ha ONAKOBKATA M XOWLAHHTETHA HH(OPMaHA

Kaxkgo coanpxa HHOBOKC Excupec
AKTHBHHTE BELIECTBA C4 THAOKAUHOR XHAPOXIOPHA, AMHAMETAKPEION U 2,4-1HXIOPOGeH3HIIOB
ANKOXO0JI.

Besika TaGrieTka 3a cMyueHe ChOBpKA:

Jlunokaunos xuapoxnopua monoxuapar 2,00 mg
AMHIIMETAKPE30] 0,60 mg
2,4-AHXIOPOOEHIUITOR &TKOXOI 1,20 mg
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Hpyrure cicrasi ca:

JlepomenTon )

3axapnn Hatpuit (E 954) -

3axaposa

Teuna rmoxoza

Crucer xbaro (E 110)

Koxununoeo yepeeno (E 124)

JliMOHEHa KHCETHHA MOHOXH/pAT (E330)
Apomar Ha noproxan

Kax m3rnexna HHOBOKC Excnpec # kakso CHABPEKA OHAKORKATS
HHOBOKC Excnipec ¢ Bkyc Ha mopTokai: TabAeTKuTe 3a CMY4€HE ca OpaHKeBH, NBOHHO H3NLKHANH,
UMAYMHAPHYHH, C AuaMeTsp 19 mm.

TaGnetkure 3a cMyuene ca onakoBaHu & GnucTepH oT PVC-PVDC/amymunnuii.
Onaxoska ¢ 12, 24 v 36 rabaeTkH 3a CMYUEHE.
IIpnTexaTen na pazpemennero 3a YNOoTpeba H NPOHIBOIATET:

IipaTexaTes na pazpemennero 3a ynorpeda
“US Pharmacia Sp. z 0. o.
ul. Zigbicka 40, 50-507 Wroclaw, [omua

Hpoussopnren

US Pharmacia Sp. z 0.0.
Zigbicka 40,

50-507 Wroctaw, [Tona

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

Toam JexapcTren NPogyKT € paspelnen 3a ynoTpeba B 1bpkaBHTe uneHkH Ha EMIII non
cJIe(HUTe HMEHA;

TTomma: INOVOX 'Express smak pomaraficzowy
Jlarea: Inovox orange 2 mg / 0,6 mg / 1,2 mg kietosios pastilés
Brnrapus: HHOBOKC Ekcnpec ¢ BKkyc Ha HOpTOKa

Jata Ha nociexno npepazriexniane na TucToBKaT2 05/2022
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