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

Hpﬂ‘lETETB BHHMATE/IHO HAJIATA JJHCTOBKA, NPCAH A 3aNI0YHETE 14 H300/13BATE TOBA JICKAPCTBO,

Thii KATO TH CHLALPXKA BaXKHA 32 Bac nadopmanusg.
ToBa JiekapcTBO ce OTIMyCKa 0e3 nekapceko npeanucaHve. Buxnaru usnonssaiire Tosa NIEKAPCTBO TOYHO
KaKTO € OMMCaHO B Ta3H JIMCTOBKA MJIM KakTo Bu € kazan BawmusaT nekap unu ¢papmalesT.
- 3ana3sere Ta3M JUCTOBKA. MOXe Ja ¢e HANOXKHM Ja A NMPOYETETE OTHOBO.
- AKO ce Hy)XaaeTe oT AOIHKTENHA HH(opMallMa WIH CbBET, nonurtaiire Bawms gapmatiesr.
- AKO NnoJryuMTe HAKAKBH HEXXEJIaHH JICKAPCTBCHH peakivH, yeexoMere Bauins nekap win
¢apmaueBT. ToBa BKIHOYBA M BCHYKH Bb3MOXKHH HEXE/IAHH PEaKilHH, HEONMHCAHH B Ta3H JIMCTOBKA.
- AKo cnenl 5 AHH He ce YYBCTBaTe no-no00pe Wi cbcroaHrueTo BH ce Bnomu, Tpabea aa noTepeHTe
JeKapcKka MoMOIL,

KakBo ¢babpka TA3H JTACTOBKA:

. Kakpo npeacrasngsa OPO®AP 1 mg/1 mg TabnerkH 3a cMyueHe, OTJIATH U 32 KaKBO C€ H3MOJI3BA

. Kakso Tpa06Ba na 3Haere, npeau Aa uznonssate OPOGAP 1 mg/1 mg TaGnerkn 3a cMy4ene, oTISTH
Kak ga uznon3sare OPOPAP 1 mg/1 mg TabneTkn 3a cMy4ene, OT/IATH

. BB3MOXHHK HEXENAaHH peakiluH

Kak aa cexpansiBare OPO®AP 1 mg/1 mg Tabnerku 3a cmyuesne, OTJISTH

. ChbabpkaHie Ha OTIAKOBKATA U AONBIHUTEHA HHQOPMAaLHA

1. Kaxkpo opeacraBisBa OPO®AP 1 mg{l mg TabseTkn 32 cMy4eHe, OTJATH H 32 KAKBO Ce |
H3M0/13BA

OPOPAP 1 mg/1 mg Tabnerku 3a cMyJene, OTJIATH CbAbPKA AHTHCEIMTHYHOTO BELIECTBO
OEH30KCOHHEB XJIOPHA H aHecTeTHKa (MecTHO 006e300/aBall0 BEUIECTRBO) NTHAOKAHHOB XUAPOXIIOPHUA.
OPO®AP 1 mg/1 mg Tabnerkn 3a cmyuene, oraaTH ¢ H0pH ¢ DakTepuuTe, BAPYCUTE H FBOHUKHTE,
KOMTO NpH4YHHABAT UH(PeKkLnu B yetaTa U rppiaoto. OPOPAP 1 mg/1 mg Tabnerku 3a cMy4eHe,
OTJSTH Hamanasa OOJIKMTE B YCTATa M Bb3NAICHHETO B MbPIOTO.

OPO®DAP 1 mg/1 mg Tabaerkn 3a cMydeHe, OTJAATHE Ce H3TION3BA 3a HAMANIABAHE HA CUMITTOMHTE,
CBBbP3aHH ¢ HH(EKIIMHK Ha yCcTaTa M MbpAoTo: OONIKH B IEPAOTO MPH NPOCTYAa, (PapHHIUTH KK JNAPHHTHTH,
CTOMATHTH, MAJIKK A38H B ycTaTa (apTH) WIH BB3NajJeHH BEHLH.

OPO®DAP 1 mg/1 mg Tabnerxn 3a cMy4ene, OTJISTH MOXKE A4 CE U3MNOJI3BA KATO MOAABPKALLO JICUCHHE

MPH aHCHHAU.
OPO®DAP 1 mg/1 mg Tabnerkn 3a cMytiene, OTJIHTH € MOKA3aH 33 JICUeHHEe Ha Bb3PacTHH, Aella H

KOHOLIM Ha BB3pacT OT S A0 18 roauuw.
2. Kaxso TpatBa aa 3naerte, npeau aa Hinoa3sate OPOPAP 1 mg/1 mg TadneTrkn 3a cmyuene,
OTJIATH

OPODAP 1 mg/1 mg Tabnerkn 3a cMydene, OTASTH HE TPAOBa na ce MIpUiaraT npH aeua noa S
rOJUILHA BB3PacT. S

WA 7
He m3noasBatite OPO®AP 1 mg/1 mg Tabnerkn 3a cMy4ueHe, OTJIATH, 4KO CTE . -. 0#\
» OEH30KCOHHEB XJIOPHA; )
¢ HAOKAHHOB XMAPOXJIOPHA WM APYTH aHECTETHLIM 3a JIOKAJIHO MPWIOKEH
®  HAKOS OT OCTAHAJIUTE ChCTARKM HA TOBA JEKApCTBO (M30pOoeHH B TOUKa 6).



IpeaynpexaeHus H OPeANa3HA MEPKH |
['oBopere ¢ Bammus nexap unu ¢apmanieBt, npeau Aa usnonssate OPO®AP 1 mg/1 mg Tabserks 3a
CMYUueHe, OTAATH, aKO:

® BBL3NAJICHHETO HA I'bPJIOTO € MPHAPYKEHO ¢ BUCOKA TEMIIEPATYpa WIM KO UMATE CEPHO3HH

3aTPYAHEHHS MPH NperiTbllaHe;

® CHMIITOMMTE HE C€ NoAOOPABAT HH NPOAB/DKABA MMOBEUYE OT 5 JAHH.
Koucysrupaiire ce ¢ Bawms nekap win dapmanest npeau ga winonssare OPOPAP 1 mg/1 mg
TabaeTkn 3a cMy4YeHe, OTJISTH, 3KO HMATE MOCTOAHHO KbPBALUM S3BH, IOPA3BAHHUA WIH PAHH B yCTaTa
WIH TBPJOTO. |

JApyru nexapcrBa B OPO®AP 1 mg/1 mg Tabaerkn 3a cMydene, OTIATH
Hudopmupaiite Bamua nexap win ¢papMaleBT, 2Kk0 H3M0A3BATE, HACKOPO CTE H3MOJI3BAIH KITH €
BB3MOXKHO J1a H3MOJ3BATE APYTH JIEKApCTBA.

Hsxou BelliecTBa B NAaCTHTE 3a 30K Morat aa orcnadar aeicreuero Ha HeHzokcoHues xuopua. [lopaau
TOBA, NPOAYKTHT He TPAOBRA Aa ce Mpuara HeTOCPEACTBEHO NPeH WM ClIeA MHEHE Ha 3b0MTe.

OPO®DAP 1 mg/l1 mg Tabaerkn 3a cMy'ene, OTJIATH ¢ XpAHA, HAMMHTKH H AJIK0X0.T

OPO®AP 1 mg/1 mg TabneTksn 3a cMyvueHe, OTJISTH He TpsAOBa Aa ce U3MON3Ba 10 BpeMe WIH
HEMOCPEJCTBEHO CIe] KOHCYMAallis Ha XpaHa ¥ HalWTKU. YoTpebaTa Ha [IpOAYKTa MOXKE Ja MPHYKHHH
BPEMEHHO H3TPBIIBaHE Ha yCTaTa M I'bPJIOTO M Aa NMOBJHAe nperiabianeto. M3barsaite npuemaHeTo Ha
XpaHa ¥ HAIMTKH, IOKATO MPOALIKABA W3TPLIBAHETO.

bBpemMeHHOCT, KbpMeHe H QepTraHTeT

AKo cTe OpeMeHHa HITH KBPMHTE, CMATATE, Ye MOXKe Ja cTe OpeMEHHA WU IJIaHUupaTe OPeMEHHOCT,
KOHCYJITHpaiiTe ce ¢ Batuwa nekap unu gapmauest npeau ynorpedara Ha OPOPAP 1 mg/l mg
Tabnerxn 3a cMy1ene, OTJIATH.

illogpupane n pabora ¢ MAINHHH
OPO®AP 1 mg/1 mg TaGmeTkn 3a cMy'eHe, OTJIATH HE MOBJIUABA WM NORAWIBA NpeHeOpeKUMO
crnocoOHOCTTa 3a IodHpane U paboTta ¢ MALLIMHH.

Baskna nerdopManns 32 HAKOH OT NOMOLIHHETE BEIlecTBA
OPO®DAP 1 mg/1 mg TaGaeTkn 3a cMy9eHe, OTJASTH ChbABpPXKa:

e Copbnrron (E420) - Tora nekapcteo chabpxka 1000 mg copburon LB Besaka TabiieTka, KOMTO ca
ekBHBalleHTHH Ha 28 mg/kg. CopOUTONBT € H3TOHHUK Ha PpykTOo3a. Ako Balusar nekap Bu e
kazai, ue Bue unn Balnero aere uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapd AW By e nocTtaseHa
OMarHo3a - HacJieACTBEHA HEMIOHOCHMOCT KbM ()pYKTO03a, PAAKO reHETHYHO 3a0onsBaHe, npu
KOETO XOpaTa He MOTaT Ja pasrpaxaar ¢pykrosata, ropopere ¢ Bamusa nexap npeau Bue wim
Bawero aere na npuemMere Ui 1a Bu 6bae nprioxkeHo ToBa nekapcTBo. CopOdUTORBT MOXKE Aa
MPUYHHHA CTOMALLIHO-YPEBHO HEPA3NONOXKEHHE U cabo u3paseHo cnaburento aeicTeHe.

3.. Kak aa m3noazsate OPOPAP 1 mg/1 mg Tabnerks 3a cMy4dene, OTJIATH

BuHary u3non3paiite ToBa JIeKAPCTBO TOUHO KAKTO € OMMMCAHO B JIUCTOBKATA WM KAKTO BH € ka3zan
Baiugr nekap wiu ¢papMaLieBT. AKO He CTe CUIYPHH B HEWIO, nonuraiite Bauuus snekap Wi papmatienT.

He npeBHiapaifTe npenopbyaHaTa 403a WIIH YECTOTATAa HA MpHJIaraxe.,
He w3nonspaiite ¢ Ipyryd aHTHCENMTUYHH JICKaPCTRA.

ITpunaraiire Hali-HHMCKaTa 1033, HEOOX0MMa 3a TPETHPAHE Ha CHMITTOMHTE, 38 HA-KPaThK NEPHOA OT
BpEME.
[TpomyxTeT He TpaOBa Oa ce NpHeMa 1o BPEME Ha WK HEMOCPECTBEHO CJIE] KOHC

HAITUTKH.
He npuemaiite OPO®AP 1 mg/1 mg TabaeTkn 3a cMydeHe, OTJATH [10BEYE

C Jiekap.




Ocrasere enHa Tabnerka OPO®AP 1 mg/1 mg Tabaerkn 3a cMy4Jene, OTJISTH Aa C€ CTONH HAaBHO B
ycrara. [TeppoauuHo npemecTeaire TabnerkaTa OT €{HATA CTPAHA Ha yCTaTa B APYrara, JOKaTO Ce CTOMH
HAITBIAHO. .

He B3emalite nopeue ot | TabneTka HaBSAHBXK.

He nperuiuaBalTe MOCOUYEHHTE JO3H.

He nepBueTe R HE I'biTAalTE TAbNETKATE.

He npuemaiite xpaHa WM HAIIMTKH, JOKATO Tabnerkara € B ycrata Bu.

A}TO3HH 93BH — OcTaBeTe TabneTKaTa Aa ce pa3TBopy 6aBHO B KOHTAKT C JIE3MATA.

Heya om 5 0o 11 2o00unu

He npuemaiite noBeue or | Tabnerka Ha BcekH 2 A0 3 4aca.
He npuemaiite noBeue ot 6 TabneTku 3a 24 yaca.

OPO®AP 1 mg/1 mg Tabserka 3a cmyuene, OT/IATH He TpAOBa ia ce NPHIIAraT NpH AeLia Mo 5
roAaMilIHa Bb3pacT. |

Buipacmuu (sxiiovumenno 8 cmapuecka gv3pacm) i wnouiu Ha u nao 12 2o0unu

He npuemaiite noseue ot 1 Tabnerxa Ha Bcexu 2 10 3 yaca. Korato € Heo6XoaAMMO, B CITy4aHTe Ha OCTPO
BB3MAJICHHE Ha MbPJIOTO, MOXKe Ja npuemare no | Tabnetka Ha Beexu 1 10 2 yaca.
He npuemaiite noseue ot 10 Tabnerku 3a 24 uaca.

AKO CTe H3NO3BAIA NOBeue 0T HeoGxoAuMaTa ao3a OPODAP 1 mg/1 mg TabGaerkn 3a cmyyene,
OTJATH | |

B cnyudaif Ha npefo3dpaHe WIH HHUHOSHTHO NMOrTbinaHe Ha roieMHu koanyectea oT OPOPAP 1 mg/1 mg
TabJieTkH 3a CMyueHe, OTJISTH, He3abaBHO HHpopMUpaiiTe Baluug nexkap iy dapMaLeBT.
Koucyntupaiite ce ¢ Bauiug nekap wnu apMaleBT, ako UMare Apyry BBIIPOCH, CBBP3aHH ¢ ynorpedarta
Ha OPO®AP 1 mg/1 mg TabneTkn 3a cMyUene, OTJSTH.

4, Bb3MOKHHE HEXKEJIAHH PeaknOnH

Kakto BcHukH nexkapcrsa, OPOMAP 1 mg/1 mg Tabnerkn 3a cMyqeHe, OTJSTH MOXE A4 MpeIU3BHKa
HeXKeNaHH peakLiy, BBIIPEKH Y€ HE BCEKU I'M N0Ny4aBa.
Cnpere ynorpe6ata sa OPO®AP 1 mg/1 mg TabaeTka 32 cMyucHe, OT/ISTH H NOTHPCETE He3a6aBHO
nekapcka nomMoil, ako Bue wnu Baulero fere UMaTe HIKOH OT CIICAHUTE CHMITTOMH, KOUTO MOraTt Aa Obaar
NMPH3HALK Ha allepruvHa peaKiys: -

e 3arpyAdHCHHE pH JMILAHE H NPErTbLIAHE;

¢ [loaysaHe Ha TMLETO, YCTHHTE, €3HKA U MbpIIOTO,

e (CbpOex Ha KOXKaTa ¢ YepBeHH OOpPHBH U H3pa3eHH MEXYPH.
Te3n HeXKeJIAHH PEAKIAH Ca MHEOI0 peakH (Mozam Oa 3aceznam no-manko om 1 na ecexu 10000
Y0BEKQ).

Haxon nexeIaHH peaKIAH ca 9ecTH (Mozam Oa 3aceznam no-manko om I na ecexu 10 yogexa):
e Jlpa3HeHe WIH MU3TPLIBAHE B YCTATa H M'bPJIOTO (OpaneH AUCKOMGOpT).

Cro0masane Ha HeXKeJIaHH peAKRHH
AKO MONYUYHUTE HAKAKBH HEXKENIAHHU JIEKAPCTBEHH peaKllHH, YBEIOMETE Bamms JEKAp WIN cbapMaueBT Tora
BKJTIOUBA BCHUYKH Bb3MOXHH, HEONUCAHHU B Ta3K THCTOBKA HEXeNaHU peakiid. Moxere b0 Oa
CHOOIMTE HEXEJIAHH PeakLMH JUPEKTHO Ype3 HALMOHANIHATA CHCTeMa 32 ChoOLIaBaHe:

bruarapas

HsnbaauTe/Ha areHLHd 110 JIEKapCcTBaTa
ya. ,,JdamsaH ['pyeB® Ne 8

1303 Codus

Ten.: 4359 2 8903417

VebcaiiT: www.bda.bg




Karo crolliaBaTe He)Ke/laHH peakiiiH, MOXKETe Ja JaZeTe CBOS MPHHOC 34 MOIyYaBaHe Ha MoBeye
HH(pOpMALMA OTHOCHO 6€30acCHOCTTa HA TOBa JIEKAPCTBO.

5.  Kaxk na ecexpanasare OPO®PAP 1 mg/l1 mg Tabnerku 3a cmy4eHe, OTIHTH

¢ Jla ce cpXpaHsABa Ha MACTO, HEAOCTBITHO 34 ZIeLa.
He w3nonspaiiTe TOBa JIEKAPCTBO CJie] CPOKA HAa TOAHOCT, OTOENA3aH BbPXY KApTOHEHATA
onakoBka. CpOKBT Ha rOOHOCT OTroBapA Ha MOCIEAHHA AEH OT MOCOYCHHUA MECELL.
Ha ce cexpansasa niox 30°C. [la ce nas3u ot Bnaral
Hla ce chXpaHABA B OPUTHHAJIHATA ONAKOBKA.

¢ He M3xBuigiTe NeKapcTRATA B KAHAM3ALMATA WIM B KOHTel{Hepa 3a IOMALIHH OTNAabLIH.
[MonuTtaiite Bamua ¢apmaLeBT Kak Aa H3XBHPJIATE JIEKapCTBaTa, KOMTO BEUe HE H3MNOoI3Bare. Te3u
MEPKH L€ CITOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpeja.

6. CrabpkaHBe HA ONAKOBKATA H JOIbL/JAHHETEIHA HEPOPMaNHA

Kakpo cuappxa OPO®AP 1 mg/1 mg TabneTkn 3a cMydeHe, OTJIATH

AKTHBHHTE BelllecTBa ¢a: OEH30KCOHMER XJIOPHA M JIHIOKAHHOB XHAPOXJIOPHA.

JlpyruTe chcTaBkH (TIOMOIIHH BeilecTsa) ca: copburon (E420), napeBUMHO HHLIECTE, IOPTOKATOBA
eceHiMs, Makporon 6000, uemyno3a, MUKpOKPHCTATHA, HATPHER XJIOPHJ, THMOHEHa KHCE/IHHA
MOHOXUAPAT, 3aXapHH HATpHH, MArHEe3UeR cTeapar.

Kak nirnexaa OPOP®AP 1 mg/l1 mg Tabaerkn 3a cMy4ene, OTJISTH H KAKBO ChAbPAKA ONAKOBKATA
OPODAP 1 mg/1 mg Tabnerxn 3a cMy4ene, OT/STH ca B ONUCTEPH OT NOJIMBHHII XJIOPH]
(PVC)nonuerunex (PE)/nonueurmngen xnopua (PVDC) ¢ arymuuueso donwo. |

OPO®AP 1 mg/1 mg Tabnerkn 3a cMy4ene, OT/AATH ca O€/4 J0 JIEKO KbJITH, KPBIITH OHKOHBEKCHH
TabNeTKH 3a cMy4deHe ¢ Haanue “Zyma” or eAHaTa cTpaHa H kox ,,OR” ot apyrara cTpaHa.

IIpaTeXkaTe] HA pa3pelIeHAETO 38 ynoTpeda:
STADA Arzneimittel AG, Stadastrasse 2-18, 61118 Bad Vilbel, I'epmauus

IponssoaaTe/n: |
Recipharm Uppsala AB, Bjorkgatan 30, SE- 751 82 Uppsala, LiIenus
STADA Arzneimittel AG, Stadastrasse 2-18, 61118 Bad Vilbel, I'epmanus

- JIara HA NOCAEAHO NMpepasrjaexiade HA JHCTOBKATA
-~ Anyapu 2026




