JucroBka: nudopmanun 3a norpedurens

MHOBOKC Excnpec ¢ Bxye Ha Mex i qamosn 2 mg + 0,6 mg + 1,2 mg TaF seTkH 3a cMyuene
NHMIOKAWHOB XWAPOXIIOpUA + aMHAMeTakpeson + 2,4-anxiopofes™ (OB ankoxel

INOVOX Express honey-lemon flavor 2 mg + 0,6 mg + 1,2 mg lozenges
" lidocaine hydrochloride + amyimetacresol + 2,4-dichlorobenzy! alcohol

IipoaereTe BHRMATEIHO NAIATA JJHCTOBKA, IPENH 1A 3aH0YHETE A NpAEMAaTe TOBA JeKAPCTBO,

Thil KATO TH CHLABPXA BkHA 3a Bac audopmManus.

Bunaru npremaiite ToBa IEKapCTRO TOUHO KAKTO € ONHCAHO B TA3H JIMCTOBKA MK KakTo Bu e kazan

Bawnmsr nexap, hapMaueBT WIH MeTHUHMHCKA CecTpa. '

- 3anasete Tasd JHCTOBKE. MoOske A2 C€ RANOXKW Ja 9 NPOYETETE OTHORO

- AKO ce HyxKnaeTe OT AOMbJIHKTENHA HHGOPMALHMA I ChBeT, fqonuTaiite Baiwns gapmauest

- Axo nonyunre HAKAKBH HeXENaH! JICKapCeTBEHH PeakUHH, yBenomeTe Bamua nexap,
thapMaLieBT HIH MeAHUMHCKA cécTpa. ToBa BKIIFOUBA H BCHYKM BBH3IMOMKHH HEIKEIAHH PEaKiliM,
HEOTIMCAHH B Ta3HW NMCTOBKA. BokTe Touka 4

- AKO ciiefl 2 IHY He ce YyBCTBaTe Mo-100pe UNK CECTOsHHeTo Bu ce BnowH, Tpiabsa aa
AOTBPCHTE JIEKAPCKA MOMOL

N3MLAHUTENHA ATEHLWA NO JIEKAPCTBATA

Kakno chAbDKA TA3H TKCTOBKA TICmOBwE - TIPUACKONGS 2

1.  Kakeo npeactasnasa HHOBOKC Ekcnipec H 3a KaKBo ce H3TIOfI3Ba

2. Kakso Tpnbsa na 3uaere, npean aa npuemere THOBOKC Exclifon Pos. Ae w 0.5

3.  Kax na npuemare HHOBOKC Excrpec

4. DBe3MOXKHU HEXENaHH peakumH | Paspersriue MB&M{R::.J EorH

5. Kak na cexpanssare THOBOKC Ekcnpec ' 07-10- 022

6 /e .

. CoaspiaHHe HA ONAKOBKATa ¥ JonbinuTenda uadopmauns | Ogobperue e

1.  Kaxso npercrasiaasa HHOBOKC Excnpec 1 3a RAKBO ce H3N0I382

HHORBOKC Excnpec ¢babpKa IBe AHTHCENTHYHA ChCTABKH - aMHIMETAKPEION
2,4-1MxnopoBEeH3KIOR ANKOXON, KAKTO M JIOKANEH AHECTETHK 3a TbPJIO - INAOKAKHOB XHAPOXJIOPHA.
INoxasay e 32 NTOKATHO aHTHCEITTHYHO JIeUeHNe Ha B3NanuTeHy 3abogBanus Ha I'BPAOTO U yCTHATa
KyXWHa (3auepBsaBaHe, OTOK), KaKTO H 3a o6nieK4aBaHe Ha GonKkaTa Npy Te3H 3a00naBaHuA.
HMHOBOKC Ekcnipec ce #3no/38a 1 3a ofexuasaHe Ha CUMIITOMHTE Ha BB3NIAIEHO I'BPIIO.
HMHOBOKC Ekcnpec e mokasaH Npy Bb3pacTHH H IOHOIH Had 12 roguHm.

AKo cred 2 AHH Ke ce HYBCTBaTe Mo-106pe Wi ¢hLeToAHNeTo By ce snomm, Tpabera Ja norbpeure
TieKapcKa noMoun.

2.  Kakso Tpuadea ga snaere, npeau aa apuemere MTHOBOKC Excapec

He npuemaiite MTHOBOKC Excupec:

- aKo CT¢ afCpraty KbM THAOKaNH WIK KbM APYTH JOKANHY AHCCTETHYHH NEKapeTBa OT aMUASH
TUIL, AMHAMETAKPE30J1, 2,4-1MXT0pobeH3HIOR ATKOXON WM KBM HIKOS OT OCTaNaIMTe ChCTARKH
Ha TOBA JieKapcTro (M30poeHH B TouKa 6).

- Jeuia noa 12 roauuy He TpaAGBa aa NpHEMAT TOBA IEKapCTBO.

Mpenyupexgenns n npeInasHu Meﬁxn
I'osopete ¢ Bamus nexap, hapMauesT Wil MeIMUKHCKA cecTpa, npeau ga npuemere MHOBOKC
Excnpec. '
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Tpsabra na nadopmuparte Baius nekap:
®  axo cTpajiaTe OT ACTMA

o aKo ciea 2 JHA CHMITTOMMTE HE c€ NO0GPABAT HITH MMATe TIOBHIIEHA TEMIIEPATYpa,
rnapoGonue, rajiene, NOBPHIIAHE HIK KOXEH OOPHB -

. To3u nponykT Moxe aa 6be BpeaeH 3a 366uTe
ChABpKalMAT CE B TOBA JIEKAPCTBO AHECTETHK MOXKE A NMPUHUHY aCTIMPALHA, JOKATO Ce
XpaHuTe (KALLIKLA Mo BpeMe XpaHeHe Wi ycellaHe 3a 3aaymaeate). He npnemaﬁ're XpaHa

HETIOCPENCTBEHO el ynoTpeba Ha TOBA 1eKapcTBO .

L] 'TOBa, NEKAPCTEO MOXKE Na NPHHHEY W3TPENBAHE HA e3HKa M Na YBCITHYH QrIacHoOCTTIa OT TpaeMa
Npu npexaneaHe. 3aToBa TPAGBa Na ce BHHMABA NP XPaHEHE K NIPUEM Ha TOPEIITN HATHTKH

. He c& npenophusa MPOALHKATENHATA YrIoTpeOa Ha TOBA ieKapeTBo (3a TIOBEYE OT 5 JIHH), THH
KATO TO MOXKE 12 HapyUIH €CTECTBEHHA MUKpoOeH GanaHe Ha rkproTo

. CnazpaiiTe nOCOYEHATA TO3HPOBKA: TIPY IIPHEM HA TONeMH KOJIMYECTBA WIH NO-ABIFO OT

HepOX0AHMOTO, TOBA JIEKAPCTBO MOKE [l OKAXKE BIMAHUE BBPXY CHPIETO HIIH HEPBHATA
CHCTEMA H 12 NPHYHHH I'EPUOBC

. Xopara B crapdecka BB3pacT H HEMOLHUTE (M3TOWICHHTE) XOpa Ca MO-YYBCTBHTENHH KbM
BRAMOMKHH HEIKENAHH Peakivu U TpsOBa ia ce KOHCYATHDAT C TEXHHUA JIEKap, Npeay Na npHeMar
TOBA NIEKAPCTRO

. Topa riekapcTBO He TpaOBa 13 c€ npuiiara B 00nacTTa Ha YCTara | I'BPJIOTO NPH HAIMYKE Ha Mo-
roneMH o0OCTpeHH patu )

Hena d woaomn
Tora aexapcreo He TpsOBa 14 ce MPUIIAra NPH Aelia Ha BE3pacT nox 12 rofnHu,

Apyrn nexaperea u HHOBOKC Excnpec
Wnbopmupaiire Bauins nexap unu GapMalerT, ako 1ipueMaTe, HACKOPO CTS NPHEMAITH WY €
BL3MOKHO fia fipUeMeTe ApYrH IEKapCTsa. :
Io-cneunanso, nugopmapaiite Bamms fekap niu GapMauesT, ako IpHEMAaTe HIAKOM OT CIEAHATE
JIKAPCTRA, THH KATO MOXKE Ja C& HANara J03uTe JIa Ce KOpUrHpar:
- Gera OnoxepH (M3MON3BAHM 32 leUSHUE HA CHPACYHA HEAOCTATLYHOCT W apTEpHATHA
- BOECT) WM TEKAPCTRA, ChABPKAUIA TMMETHIHH (M3MON3BaH 34 IEYCHHE Ha CTOMAITHH .
A3BH)
- APYIH JIOKAMHH aHECTCTHIM (AMHIA)
- neKapcTea, H3MON3BAHU 33 ICYSHHE Ha ChPACYHH HAPYMWIEHHS, KaTO MEKCHIIETHH KT
TIPOKAHHAMHA
- JMekapcTBa Kato (GayBOKCaMUH (M3MO/I3RaHH 32 JJeUeHHe Ha JIENpecHts)
- aHTHOHOTHLH KaTo EPUTPOMMIMH M HTPAKOHA30I1

Bunpexu ye He 64 Tpa®BaIo 2 BRIHHKHAT B3aUMOASHCTBYSA, HE IPMEMaiTe IPYTH aHTUCEITTHIH 38
JIEYEHKE Ha YCTHATa KyXHMHA ¥ Ibpi1oTo, aokaro manomsare MHOBOKC Excopec.

WHOBOKC Excnpec ¢ xpaHa, RANATKA # AJIKOX0JI
He npuemaiite TOBa NeXapeTBO Mpead XpaHeHe WIH NPEIH NPHEM Ha TEUHOCTH.

BpeMeHHOCT H KEpMeHe

bpemenHoct
VYroTpebara Ha TOBA N€KApCTBO HE Ce NPEenopbysa No Bpeme Ha OPEMEHHOCT.

Kvpmene
YnorpebaTta Ha TOSa NEKapCTBO He Ce MPENOphYBa B MEPHOAA HA KEPMEHE.

liTodapasue n pabora ¢ MamuAH

TIprero npu NpenopLYMTENHATA 4038, TORA JIEKAPCTBO HE TIOB/IMABA WK TIOBJIHABA 1T
cnocobHocTTa 32 Wwopupade M pabota ¢ MaLIHEN,
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WHOBOKC Ekcnpec chIbpxa rI10K03a | 3axapo3a.

Coaupika 1,016 g rmokosa i 1,495 g 3axapo3a Ha Tabnerka 3a CMy4cHe.

Topa TpaOBa 14 ce ¥Ma NpeaBUI NPH NALUHEHTH ¢hC 3aXapeH Auaber.

Axo Bawmar nekap Bu ¢ kazan, 4e uMaTe HENOHOCHMOCT KBbM HAKOH 3aXapH, CBBPIKETE C€ C Hero,
MPEaH A3 NPHEMETE TO3H JICKAPCTBEH MPONYKT. '

HHOBOKC Excnpec ¢bABDKa RATPUH.
ToBa ieKapCTBO ChALPkA NO-Manko ot 1 mmol Hatpuii (23 mg) Ha TableTka 3a CMyYeHe, T.€. MOXKe
na ce kaxe, ue MPAKTHIECKH He ChABPKA Harpuii,

HHOBOKC Excupec ¢bALPH2 OHBETHTENRE CHHCET KBJTO.

Moske fa NPUYHHY anepruyHy peakuyn.

3. 'Kak aa npuemare HHOBOKC Execnpec

Cna3saiiTe yKa3aHUATA, ChAbPKALIM C& B Ta3u IMCTOBKA. BHHArH npueMaiiTe TORA NEKApCTRO TOUHO
kaxTO Bu e kazan Bammat nexap vinu bapmaiiesT. AKo He CTe CUI'YPHE B Helllo, TionuTalite Bawns
nekap wid $gapMauesT.

TMpenopLurTENHUTE JO3H CA ClieIHHUTE;
- Bh3pacTHH M 0HOWIM Han 12 roAuHM: OcTageTe eMa TabieTka 3a CMyYeHE Aa c€ pasTBOpH

GapHO B ycraTa. [TpueMaiite Ha Beeku 2 1o 3 uaca, 1o makcumym 8 TaGneTku 3a cMyyeHe Ha
24 yaca nipu BE3pactHU (MakcHMyM 4 TaGleTKy 38 CMy4€eHE [IPH IOHOUIH).

He ocraesiite Talnerkara fa ce pa3TBOpH OT BRTpEIHaTa CTpaHa Ha by3ara.

AKo crient 2 AHK He e HyBCTBaTe no-206pe win cherosHuero By ce snomu, TpaGea aa noTbperre
AEKAPCKa NOMOM,. ,

He ce npenopuyBa TOBA TEKAPCTBO 1A CE H3MI0N3Ba 32 10BEYE OT 5 JIHHK, Thi KATO TO MOKE Jia HapyIIu
eCTeCTBeHH MuKpoDben HanaHe HAa ThPIOTO.

YnoTpeﬁ:{ fIPH 1eNa H I0HONI K
Tosa nekapcTro He TpsbBa a ce NpHAara IpH Jela Ha BB3pacT Nox 12 roavnu.

AKo ¢Te IpHeId nosede of HeoOxoanmaTa o3a HHOBOKC Excnpec

TlocneACTBHS, KOWTO MOTAT [1a HACTHIAT B CY4ail Ha HerIpaBHIHA yrnorpeba i Npeo3upaHe:
npekoMepua 3aryda Ha YyBCTBHTETHOCT HA TOPHHTE OTHCIH Ha XPaHOCMHIIATEIIHUS TPAaKT U
AMXATeNHHTE bTULNA, Ge3chure, GesnokoicTro, BLa0yaa, NoTHCKane Ha AvluaneTo. Moxke aa
BB3HHKHAT W 3a1yX, [N1aBoonne, yMOPa, HENOHOCHMOCT KbM (M3HYECKO HATORApBAHE, 3aMasHOCT H
3ary6a Ha ch3HaHue, TIOPaal HApYUIeHHe, Hapeueno MeTxeMoraoOunemus. HesabasHo noThpeere
neKapcka noMolL, WiH ce oGaneTe no tenedora Ha TOKCHKOMOrHIHHS HHGOPMAIIMOHEH LEHTEP, KaTo
NIOCOUMTE IEKAPCTBOTO U TIPUETOTO KOTHHECTRO.

AKO UMATe HIKAKBH AOUBTHUTCITHH BBIIPOCH, CBBp3aHH C yno'rpeGaTa HAa TOBA JICKAPCTBO, nonuTaiTe
Barus nexap, dapMauest HiH MeaHUHHCKa CECTpa.

4. BbIMOKHE HEKENAHH DEAKNHH

Kakro seydky JieKapCeTBa, TOBA TEKAPCTEO MOXKE J1a NPeU3BUKA HEXENaHH PeaKivH, BE
BCEKM I'Y NOMTyvasa.

3a KOMOMHAUKATA HA AKTHBHUTE BELIECTBA B TO3M JIEKAPCTBEH MPOAYKT ca CholIue
HEXEJIAHK PEeaKkLHY N0 BpeMe Ha Nepuona Ha ynotpeba:
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TpaGea na cripere Aa npuemare MHOBOKC Exkcnpec 1 ga nocerrre Bawys nexap He3abasHo, ako

HMaTe CHMITTOMM Ha aHTHOENIEM, KaTo: -
s NOAYBAaHE HA JIMLIETO, €3HKA H MbPJIOTO

. TPYIHO NperibiaHe

. KOTIpHBHA Tpecka (06pHB) K 3a1yX

Penxu (Morar fia 3acerdat 4o 1 Ha | 000 gyma): peakumy Ha CBPBLXUYBCTBHTEIHOCT (apeHe,
CupBex), aHTHOEAEM (TEHKA ANEPTHHHA PEaKLMA, KOATO NPHYHHABA NOYBAHE Ha JIMLETO M FHPIOTO),
cunHa Goska B PBPJIOTO H HENPHATEH BKYC.

AKO MOAYYHTE HAKAKBH HEXETaHM PeakuuH, yBegoMere Bamus nexap, GapManest Wiv MeAUUIHHCKA
cectpa. ToBa BKIOYEA M BCHYKM BB3MOXKHH HEKENAHH PEAKUKM, HEOTIMCAHH B Ta3u JTUCTOBKA.

Chofmansane ua HEXeARH PeaAKUHH

AKO NoyuHTE HIKAKBM HEXKeJaHM JIeKapcTBeHN peaklM, YeenoMere Bamus nekap, dhapMaiesT WiH
MeIUUMHCKA cecTpa. Topa BKNIOYBA BCHYKM BB3MOKHY HEONKMCAHH B TA3H THCTOBKA HEKEIAHH
peakuun. Moxere ¢BIIO Aa CLOOIIMTE HESKENAHK PEAKLIMH IMPEKTHO upe3 M3nbiHuTenHATa areHuus
TIO nekapcTRaTa, yi. ,,JJaman Dpyee® Ne 8, 1303 Codwsi, Ten.: +359 2 8903417, yeGeakT: www.bda bg.
Karo chobiiaBate HexenaHy peakiu, MoxeTe 1a NaAeTe CBOA NPUHOC 32 N0/y4aBaHe Ha nopeue
uH(opmanng oTHocHo Ge30nmacHoCTTa Ha TORA JIEKAPCTRO.

5.  Kak na cexpanasate HHOBOKC Excnpec
Ja ce ChxpaHABa Ha MACTO, HEAOCTHITHO 2a Aella.

He uanonasaifre TOBa TEKapCeTBO CAe CPOKA HA FOHOCT, 0TOENA3aH BBPXY KAPTOHEHATA OIMAKOBKA
cnea I oges go:”. CpoksT Ha rOFHOCT OTrOBaPA Ha NOCNE/IHY JIEH OT NOCOYEHHS Mecell,

Jla He ce cuxpanABa naxn 30°C.

He m3xpppngiiTe lekapcTBATa B KaHANK3AMMATA WY B KOHTEHHEPA 3 IOMAlIHH OTIATbLM.
IMonyraiire Bauins hapmaiiesT Kak 1a M3XBbPILITE JEKApCTBATA, KOMTO Bede He u3nonssare. Tesu
MEPKH 11 CITIOMOrHAT 32 ONa3BaHe Ha OKOJIHATA Cpena.

3

6.  Chbabpxaufe HA ONAKOBKATA H NONLIHHTEIHA BHpoOpMANHS

Kaxso coappra HHOBOKC Exenpec

AKTHMBHHATE BEWIECTBA C4: JHI0KAUHOB XMAPOXJIOPH/, aMIIMETaKpe3on | 2,4-THxnopobeH3nnos
ANKOXOJ.

Bceska TabneTka 38 CMyUEHE CBAbPIKA:

NMupokaunos xunpoxiopua monoxuapar 2,00 mg

AMWIMETaKpe3on A 0,60 mg

2,4- 1uxnopoSeH3HIos ankoxon 1,20 mg

Jpyrure cueTarky ca:

YaCcTHuHO AEMEHTOTHAKPAHO MEHTOBO MacHo
Xunonmuuoro xwuato (E 104)

3axapuH Hatpui (E 954)

Bunena kucenda (E 334)

3axaposa

Teuna rackosa

Coucer 1o (E 110)

Jlumonena ecenuns

Apomar Ha Me[
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Kak marsesaa HHOBOKC Excupec H KAKBO ChILPA&a 0NAKOBKATA
HHOBOKC Excnpec ¢ BKyc Ha Mel i IUMOH: TADNETKHTE 3a CMyHeH® ¢a XBIATH, JBOMHO W3ITbKHAIIH,
DHIHHAPHYAYN, ¢ AHaMeTsp 19 mm.

Tabnetknre 32 cMyuene ca onakosaik 8 Gaucrepn or PVC-PVDC/anymunuii.
Onakoska T 12, 24 wnu 36 TabneTky 3a cmydene,

Iipurexaren na paspemienneTo 3a ynorpeda m NpoH3BoJHTEN:
TipuTexaTen Ha paipelnennero 3a ynorpeba

US Pharmacia Sp. z 0. o. '

ul. Zigbicka 40, 50-507 Wroclaw, Momma

Hpoussonuren

US Pharmacia Sp. z o.0.

Ziebicka 40,

50-507 Wroctaw, Houima

LOZY’S PHARMACEUTICALS S.L.,

Campus Empresarial s/n,
31795-Lekaroz Navarra, Ucnanua

To3w ekapeTsen mPoayKT e paspemen 3a ynorpe6a B xupxasute wienxn Ha EHIT nog
CIeTHHTE HMEHA:

Homuwa: INOVOX Express smak miodowo-cytrynowy
Jlursa: Inovox honey lemon 2 mg / 0,6 mg / 1,2 mg kietosios pastifés
Brarapus: HHOBOKC Ekcnpec ¢ BKyc Ha MeZ 1 TMMOH

JlaTa Ha nocneaHo NpepasriIeRIane Ha xUcToBKATA 05/2022
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