JIncroBka: mH(popManus 3a morpedUTENA

OPODAP 1 mg/1 mg TabseTku 3a cMy4eHe, OTJISATH
BenzokconueB xiopua/JIngokanHOB XUAPOXIOPU

OROFAR 1 mg/1 mg Lozenges
Benzoxonium chloride/Lidocaine hydrochloride

IIpouereTe BHMMATEIHO LSAJIATA JHCTOBKA, PEAH 1A 3all0YHeTe 12 H3IM0JI3BaTe TOBA JIEKAPCTBO, Thil
KATO TH ChABbP:Ka BaxkHa 32 Bac nnpopmanus.
ToBa nekapcTBO ce oTmycka 0e3 JiekapcKo npennrcanie. BuHarn n3non3Baiite ToBa J1eKapcTBO TOUHO
KaKTO € ONMCAHO B Ta3M JIMCTOBKA WM KakTo Bu e xa3an Bamust nekap nnu dapmanest.
- 3amazere Ta3u JUCTOBKA. MoxXe Jja c€ HaJIOXU J1a s [IPOYETETE OTHOBO.
- AKo ce Hy)XaeTe OT AOIbIHUTEIHa HHPOPMAIIHs UK ChBET, HonuTaite Bamms dpapmanesT.
- AKO nony4uTe HIKAaKBH HEKEJaHH JIEKapCTBEHH PEakLHY, yBeJoMeTe Bamms nekap unm
¢apmareBt. ToBa BKIIIOYBA M BCUYKH BH3MOXKHH HEXXEJIAaHH PEaKIIH, HEOITMCAHH! B Ta3H JMCTOBKA.
- Ako cien 5 IHM HE ce YyBCTBaTe Mo-400pe Wil ChCTOSTHIETO By ce Biomy, TpsaOBa Ja MOTbPCHUTE
JIeKapcKa IIOMOLI.

Kakso CbAbpPiKa Ta3u JUCTOBKA:

Kakso npeacrasnsiBa OPO®AP 1 mg/1 mg TabseTkn 3a cMy4YeHe, OTJISITH U 32 KAKBO CE M3I0JI3Ba

Kakso Tps6Ba na 3naete, npean na usnomissare OPOPAP 1 mg/1 mg TabdseTku 3a cMydeHe, OTISATH
Kak na nsnonzsare OPO®AP 1 mg/1 mg Tabdnerku 3a cMydeHe, OTJISATH

BBb3MoxHY HEeXKeTaH! peakiuu

Kak ma cexpanssare OPO®AP 1 mg/1 mg TadneTku 3a cMy4yeHe, OTJIATH

ChabpkaHye Ha OMaKOBKaTa M JOMBIHUTENHA HH(OPMALUS

QUL =

1. Kaxso npencrasiasisa OPO®AP 1 mg/1 mg TabneTkn 3a cMy4yeHe, OTJIATH U 32 KAKBO ce
H3MO0JI3BA

OPO®AP 1 mg/1 mg TadneTku 3a cMy4eHe, OTJISITH ChIbpXKa aHTUCENTHYHOTO BEIIECTBO
OEH30KCOHHEB XJIOPU] U aHECTETHKA (MECTHO 00€300II1Balll0 BEIECTBO) JIMAOKAMHOB XHIPOXIOPHI.
OPODAP 1 mg/1 mg Tabuaerku 3a cMyueHe, OTJIATH ce OOpH ¢ OaKTepUHTE, BUPYCUTE U I'bOUUKHTE,
KOWTO IPUYNHABAT HHPEKIHH B ycTaTa v IepioTo. OPODAP 1 mg/1 mg TabseTku 3a cMydeHe, OTJISTH
HamaJIABa OOJIKUTE B yCTaTa U BH3MAIEHUETO B I'BPIIOTO.

OPO®DAP 1 mg/1 mg TabdsieTku 3a cMy4eHe, OTJISITH CE U3II0JI3Ba 32 HAMAJISIBAHE HA CUMIITOMUTE,
CBBP3aHM ¢ MH(EKIMH Ha ycTaTa U I'bPJIOTO: OOJIKK B I'BPJIOTO MIPU NPOCTYAA, (HapUHIUTH WIH JIAPUHTUTH,
CTOMAaTHTH, MAJIKH 53BU B ycTaTa (adTH) MM Bb3MAJICHH BEHIIH.

OPO®DAP 1 mg/1 mg TabdsieTku 3a cMy4eHe, OTJISTH MOXE J1a C€ U3IMOJI3Ba KaTO MOJAbPKAIIO JICUCHUE
IIpY aHTHHU.

OPO®AP 1 mg/1 mg TadneTku 3a cMyUeHe, OTJSATH € TTIOKa3aH 3a JIeYeHNE Ha Bb3PACTHH, Jela U
FOHOIITN Ha BB3pacT oT 5 10 18 rogunm.

2. Kakso Tpsi0oBa 1a 3Haere, npeau Aa udnoassare OPO®AP 1 mg/1 mg TabdneTku 3a cMyueHe,
OTJISITH

OPO®DAP 1 mg/1 mg TabdseTku 3a cMydeHe, OTJISITH He TpsOBa 1a ce mpujarar Ipu Jera mofg S
TO/IMIIIHA BB3PACT.

He uznonspaiite OPO®AP 1 mg/1 mg TabneTku 3a cMyueHe, OTJISITH, AKO CTe aJJePrUYHH KbM:
® OCH30KCOHHUEB XJIOPH,
[ JIMAOKAMHOB XUAPOXJIOPHUI WJIN APYTH aHECTECTHUIH 3a JIOKAJTHO IMPUIIOKCHHUC,
® HSIKOS OT OCTAaHAJUTE ChbCTABKU HA TOBA JICKAPCTBO (M30pOEHHU B TOUKA 6).



IIpenynpexaeHust ¥ Npeana3Hu MepKH
T'oBopere ¢ Bammst nekap mnm apmarieBt, npenu aa usnonzsare OPO®AP 1 mg/1 mg TadneTku 3a
cMYyYeHe, OTJISTH, aKO:

® BB3NAJIEHHUETO HA I'BPIOTO € MPUAPYKEHO C BUCOKA TEMIIEPATypa WM aKO UMaTe CEpUO3HU

3aTpyAHEHUs [IPY NPETTbIIAHE;

® CHMIITOMHTE HE Ce MoJo0psABaT WM IPONBJIKABA IIOBEYE OT 5 AHU.
Koncynrupaiite ce ¢ Bamus nexap win papmanest npeau aa usnoinzpare OPODAP 1 mg/1 mg
TalmeTkn 3a cMy4eHe, OTJIAATH, aKO UMAaTe MOCTOSHHO KBPBSILH S3BH, TIOPSI3BAaHUS UM paHH B ycTara
WIN TBPIIOTO.

JApyru aexkapcrBa 1 OPO®PAP 1 mg/1 mg TabdsaeTku 3a cMy4eHe, OTJISATH
WNndopmupaiite Bamus nexap mnu gapMareBt, ako W3M0I3BaTe, HACKOPO CTE U3MOI3BAIN WIH € Bb3MOXKHO
Jla U3I10JI3BaTe JIPYTHU JIEKapCTBa.

Hskou BemecTBa B mactute 3a 3601 Morar ja oTciaadsaT neicTBreTo Ha 6eH30KkcoHueB xuopua. [lopanu
TOBa, IPOMYKTHT He TPSOBA Ja ce Impujiara HeroCPeACTBEHO PEAr WIIH CIIe]] MICHE Ha 350HTe.

OPO®AP 1 mg/1 mg TadneTku 3a cMy4eHe, OTJISATH ¢ XPaHa, HAMUTKH U AJTKOXO0J

OPO®AP 1 mg/1 mg TadneTku 3a cMy4eHe, OTJSATH He TPsAOBa Ja ce U3IM03Ba 10 BpeMe WITH
HETNOCPEICTBEHO CIIe]] KOHCYMalns Ha XpaHa U HAlTUTKU. YIIoTpebaTa Ha MPOAYKTa MOXKE /1a IPUIHHH
BPEMEHHO M3TPBIIBaHE HAa yCTaTa U I'bPJIOTO U J1a OBIHsE NMpenTbianeTo. M30arBaiiTe npuemMaHeTo Ha
XpaHa U HallUTKH, TOKAaTO NPOABIKaBa U3TPBIIBAHETO.

Bpemennoct, KbpMeHe u ¢epTUINTET

Axko cTe OpeMeHHa WK KbPMHTE, CMSTATe, Y€ MOXKe J1a cTe OpeMeHHa WU IJIaHupaTe OpEeMEeHHOCT,
KOHCynTHpaiite ce ¢ Bamms nexap nim papmanest npenu yrnorpedara Ha OPO®AP 1 mg/1 mg
Ta0seTku 3a cMy4eHe, OTJIATH.

lo¢pupane u padora ¢ MAIIMHA
OPO®AP 1 mg/1 mg TabdneTku 3a cMy4eHe, OTJSITH HE MTOBJIMABA WM TIOBJIHIBA IPEHEOPEKUMO
CIoCcOOHOCTTA 3a modupaHe U padoTa C MaIIHHU.

Ba:xxna undopmanus 3a HAKOU OT MIOMOILIIHUTE BellleCTBA
OPO®AP 1 mg/1 mg TabneTku 3a cMydeHe, OTJISATH ChIbpKa:
e Copowutou (E420) — Tosa nexapctBo chabpka 1000 mg copOuTON BHB BCsKa Ta0JIeTKa, KOUTO ca

exBuBasieHTHU Ha 28 mg/kg. CopOUTONBT € M3TOUHUK Ha (ppyKTo3a. AKo Bammsr nekap Bu e
Kasaln, ye Bue wnu Baiero nere umare HEMOHOCUMOCT KbM HSIKOU 3axapH Wid Bu e mocraBeHa
JIMarHo3a - HacJeJCTBEHA HEMOHOCUMOCT KbM (PYKTO3a, PIIKO TeHETHYHO 3a00IIsIBaHe, TIPH KOETO
Xopara He Morar Jia pasrpaxkaar gpykrosara, roBopete ¢ Bamms nexap npeau Bue nnu Bamero
JieTe 1a mpueMere wiv aa Bu Obe npuinoxkeHo ToBa iekapcTBo. COpOUTONBT MOXKE Ja IPHINHI
CTOMAIITHO-YPEBHO HEPA3MOJIMKEHUE U C1a00 N3pa3eHO CIa0UTENTHO JeCTBHE.

3. Kak aa usnoiazBate OPO®AP 1 mg/1 mg TadseTku 3a cMy4yeHe, OTJISITH

Bunaru uznon3BaiiTe ToBa JIEKapCTBO TOYHO KaKTO € OMKMCAHO B JIMCTOBKATa MM KakTo Bu e ka3an Bamudar
nexap win (apMareBT. AKO HE CTe CUTYPHH B Hello, onuTaiite Bamms nekap wim apmanesT.

He mpeBumapaiite npenopryanara 03a WA YeCTOTaTa Ha MpUjIaraHe.

He usnonsgaiiTe ¢ Ipyru aHTUCENTUYHU JIEKapCTBA.

[Ipunaraiite Hali-HICKaTa /1033, HEOOXOIMMA 332 TPETUPAHE HA CHMIITOMHUTE, 32 Hall-KpaTbK MEePHOJ OT
BpeMe.

[MponykTsT He TpsiOBa Ja ce mpHeMa 10 BpeMe Ha WIIM HETTOCPEICTBEHO Cilel KOHCYyMalusITa Ha XpaHa 1
HATUTKH.

He mpuemaiite OPO®AP 1 mg/1 mg TadseTkn 3a cMydeHe, OTJISITH TTOBEYC OT 5 THU O3 KOHCYITAITHS
C JIeKap.



Ocragete eqna Tabinerka OPO®AP 1 mg/1 mg TadneTku 3a cMy4eHe, OTJISITH /1a C€ CTOIH 0aBHO B
ycrara. [lepronnvHo mpeMecTBaiiTe TabneTkara OT ejHaTa CTpaHa Ha ycTaTa B Apyrara, J0Karo ce CTOIH
HAITBJTHO.

He B3emaiite noBeue ot 1 TablieTKa HaBEIHBXK.

He npeBuimasaiite nocoueHnuTe A034.

He n1nBYeTe U He TBJTAIITE TA0JETKHUTE.

He npuemaiite xpaHa uiay HaTUTKH, JOKAaTO TabjeTkara € B ycrara Bu.

AdTo3HU A3BU — OCTaBeTe TabJeTKaTa /1a ce Pa3TBOPU OABHO B KOHTAKT C JIC3UATA.

m 11 H
He mpuemaiite mosede ot 1 TabneTka Ha Bcekn 2 110 3 Jaca.
He npuemaiite nosede ot 6 TabneTku 3a 24 yaca.

OPO®AP 1 mg/1 mg TadneTku 3a cMy4eHe, OTJSITH He TPSAOBa Ja ce mpuiiarar MpH Jerna moj 5
TONIUIITHA BB3PACT.

Buw3pacmuu (exniouumenno ¢ cmapyecka 6b3pacm) u wWHouiu na u nao 12 200unu

He mpuemaiite moseue ot 1 TabneTka Ha Bcekn 2 10 3 gaca. Koraro e HeoOXomuMo, B CIIydauTe Ha OCTPO
BB3MaJICHNE Ha T'BPIIOTO, MOXKE JIa IpreMare 1o 1 TabneTka Ha Bceku 1 10 2 yaca.
He npuemaiite noseye ot 10 Tabnerku 3a 24 yaca.

AKO cTe U3M0J13BaJIM MoBeve OT HeoOxonumara 103a OPO®AP 1 mg/1 mg TabsaeTku 3a cMydeHe,
OTJISITH

B ciygaii Ha npeno3upaHe Wi UHIMIEHTHO NONTbIIaHe Ha rojdeMu koiandectsa oT OPO®AP 1 mg/1 mg
TabJsieTKH 3a cMyueHe, OTJISITH, He3a0aBHO HHGopMupaiiTe Bamms mekap wim papmarienT.
KoncynTupaiite ce ¢ Bamms nekap nin gapmalieBT, ako UMaTe IpyTy BhIIPOCH, CBBP3aHU C yIoTpedaTa Ha
OPO®AP 1 mg/1 mg Tadnerku 3a cMy4eHe, OTJISITH.

4. Bb3MOKHH HEKeJAHH PeaKlnu

Kakro Bcnukm nekapctea, OPO®PAP 1 mg/1 mg TabdeTku 3a cMy4eHe, OTJIATH MOXE J1a TIPEAN3BUKA
He)KeJIaHW peaKIiy, BBIIPEKU Y€ He BCEKH T'Ml I10JTyJaBa.
Crpere ynorpebara Ha OPO®AP 1 mg/1 mg Tadsierku 3a cMy4eHe, OTJIATH U IOThPcETe He3a0aBHO
Jexapcka nomou, ako Bue nnu Bamero nere numare HIKOM OT CII€IHUTE CUMITOMHU, KOUTO MOrar z1a Obaar
MIpU3HALIK Ha aJlepTUYHA PEAKIIN:

e 3arpynHEeHHe IpH JUIlIaHe U MPEerTbIlaHe;

e JlomyBaHe Ha JUIETO, YCTHUTE, €3UKa U I'bPIIOTO;

e CppOex Ha KoXkaTa C YepBEHH OOPUBHU M U3PA3EHU MEXYPH.
Te3u He)KeJIaHU PeaKIuH ¢ca MHOTO peaKu (mozam oa 3aceenam no-manko om I na ecexu 10000 uosexa).

Hsikon HexkeJlaHU peaKUMH ca YecTH (Mozam d0a 3acecnam no-manxko om 1 na écexu 10 wogexa):
e Jlpa3sHeHe WK U3TPBIIBAHE B YCTaTa U I'bPIOTO (OpasieH JUcKoM(opT).

Chol01maBaHe Ha He:KeJaHU peaKIMu

AKO TIONy4nTE HIKAKBU HEXKEIaHU JIEKApCTBEHH peaklny, yBegomere Bamms nexap uinn papmanent. Tosa
BKJIIOYBA BCUYKH Bb3MOXKHH, HEONIMCAHH B Ta3M JMCTOBKA HEXKEJIaHU PEeaKU. MOXeTe ChIIo Ja
CHOOLINTE HEXETAHN PEaKMK AUPEKTHO YPe3 HALMOHAIHATA CUCTEMa 3a ChOOIaBaHe:

Buarapus

W3mbaHUTENHA areHIusl [0 JeKapcTBara

yiL. ,,Jlamsia I'pyeB* Ne 8

1303 Codus

Ten.: +359 2 8903417

VYeOcaiiT: www.bda.bg


http://www.bda.bg/

Kato cpo0miaBare HexxenaH! peakiuy, MOXKETe J1a IaJIeTe CBOsI IPHHOC 32 TIOTyYaBaHe Ha IMOBeUe
nH(OpMaIHs OTHOCHO 0€30IaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansaBare OPO®AP 1 mg/1 mg Tabnerku 3a cMydeHe, OTJIATH
e Jla ce chxpaHsiBa Ha MSCTO, HEAOCTHIIHO 32 Aela.
e He usmomn3BaiiTe TOBa JIEKapCTBO CJE]l CPOKa HA TOMHOCT, OTOEIA3aH BbPXY KapTOHEHATa OMAKOBKa.

CpOKBT Ha TOTHOCT OTTOBapsI Ha MOCICIHUS JICH OT ITOCOYCHUS MECEIL.

e Jla ce cpxpansna mox 30°C. Jla ce masu oT Biara!

Jla ce cbxpaHsIBa B OpUTHHAIHATA OTTIAKOBKA.

e He u3xBbiisiiTe ekapcTBaTa B KaHAJIU3alUATa UM B KOHTEWHEPA 3a JOMAILIHA OTHAbIIH.
[NomwuratiTe Bamms dapManeBT kak qa H3XBBPIATE JCKapCTBaTa, KOUTO Beue HE U3ION3BaTe. Te3u
MEpKH I1I€ CLIOMOTHAT 3a OIa3BaHe Ha OKOJIHATa cpea.

6. Cpabp:kaHue HA ONAKOBKATA M JONbJIHUTE]HA HH(POPMALNA

Kakspo cbabp:xka OPODAP 1 mg/1 mg Tabinerku 3a cMy4deHe, OTJISATH

AKTHBHHUTE BEIIECTBA ca: OEH30KCOHHUEB XJIOPUJ U JTHJOKAMHOB XUAPOXIOPH].

Jpyrute cheTaBku (IOMOITHY BelecTBa) ca: copouton (E420), napeBuyHO HUIIECTE, MOPTOKAIOBA
eceHIus, Makporon 6000, 1emyno3a, MUKPOKPUCTAITHA, HATPUEB XJIOPHI, JINIMOHEHA KUCEIHHA
MOHOXHUPAT, 3aXapyWH HATPHIA, MarHe3neB cTeapar.

Kak nm3rnexxna OPO®AP 1 mg/1 mg TadeTku 3a cMy4eHe, OTJIAATH H KAKBO ChAbpP:Ka ONaKOBKaTa
OPO®AP 1 mg/1 mg TadneTku 3a cMy4eHe, OTJSATH ca B ONIUCTEPH OT MOJIUBHHWI XJIOPUT]
(PVC)/nonuerunen (PE)/monusununaen xmopua (PVDC) ¢ anymunueBo ¢hosuo.

OPO®AP 1 mg/1 mg Tadaerkn 3a cMy4yeHe, OTJIATH ca OCIIH 70 JIEKO JKBJITH, KPbIJIM OUKOHBEKCHU
TabJIEeTKU 3a CMy4YeHe ¢ Haanuc “Zyma” oT eqHaTa cTpaHa 1 kox ,,OR” ot mpyrara ctpana.

IIpuTtesxkares Ha pa3pelIeHHETO 3a ynoTpeda
Stada Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

I'epmanus

IIpousBoaurenu:
Recipharm Uppsala AB, Bjorkgatan 30, SE- 751 82 Uppsala, [lIserus

3a momreITHATENHA HHPOPMALIKS OTHOCHO TO3H JIEKAPCTBEH MPOIYKT, MOJISI CBBPIKETE CE C JIOKATHHS
NpeICTaBUTEN Ha PUTEXKATEN Ha pa3pellieHueTo 3a yrnorpeoda:

Crana bearapus EOO/], Tem.02/962 46 26
JlaTa Ha mocJIeJHO Mpepa3rexKaaHe HA JIUCTOBKATA
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