U3NLNHUTENHA AFEHLIAA NO NEKAPCTBATA

JlucmoBka . Mpuaoxenus 2

JIncroka: nuopmanng 3a noypednresssr ... M/ /0? }3 .....................

PaspeweHue N

OPO®AP 1 mg/1 mg Tabuerku 3a ¢ gqene OTISITH }C‘ll\ g‘Q\ l f -Ug- 2026

beHzokcoHHeB xnopnu/ﬂnﬂoxauuoa opu):l

L(m )53‘” e N:

OROFAR 1 mg/1 mg Lozenges 18 V2 i
Benzoxonium chloride/Lidocaine hydrochloride

IIpouerere BHHMATEIHO UAIATA JIHCTOBKA, NPE/H /12 3aNI04HETE /12 H3M10/13BaTe TOBA JIEKAPCTBO,
Thil KaTO To cbAbP:Ka BaxHa 3a Bac undgopmanus.
Tosa nekapcTBo ce oTnycka Oe3 jekapcko npeanucaHue. Bunarn ninon3psaiTe ToBa 1eKapcTBO TOHHO
KaKTO € OIMCaHO B Ta3H JIMCTOBKA WK KakTo By e kazan Bammsat nekap wim dapmauest.
- 3anasete Ta3M JIMCTOBKA. MoiKe Na ce HAIOKH J1a s POYETETE OTHORO.
- AKo ce Hy’K1aeTe OT J0MbJIHUTEIHA HHOpMaLMA WK cbBeT, nonurtaiite Bawus dapmalesr.
- AKO MojyyHuTe HAKAKBH HEIKEJIAHM JIEKApCTBEHH peakuuu, ypeaomere Bawiusa nexap uam
¢apmauierT. ToBa BKIIOYBA M BCHYKH Bb3MOXKHH HEKETAHH PeaklMH, HEOMHMCaHH B Ta3H JIMCTOBKA.
- AKo cnea 5 aHM He ce yyBcTBaTe 1no-100pe WK cbeTosHHeTo By ce Bolum, Tpadea 1a norbpeure
JieKapeKa nomolil.

Kaxkso CbABPHAKA TA3H JIHCTOBKA:

Kako npeacraeissa OPO®AP 1 mg/1 mg Tabaerkn 3a cMyteHe, OTJISATH W 332 KAKBO C€ H3M0JI3Ba
Kakpo Tps0Ba na 3naere, npeau aa uanonzeate OPOMAP 1 mg/1 mg Taduaerku 3a cMy4yeHe, OTJsITH
Kak na uznonzeate OPOMAP 1 mg/1 mg Tabaerkn 3a cMyueHe, OTJIATH

Bb3MOKHH HewKeNlaHu peakiu

Kak na cexpanssare OPO®AP 1 mg/1 mg TabiaeTkn 3a cMyveHe, OTIATH

CbabpiaHue Ha OMAaKOBKATA W IOMbIIHWTENHA HHOpMaLs

O Pl U B

1. Kaxso npeacrapaasa OPO®AP 1 mg/1 mg Tab/ieTkn 3a cMyUeHe, OTJIAATH H 32 KAKBO ce
H3M0./13BA

OPO®AP 1 mg/1 mg Tabnerku 3a cMydeHe, OTJIATH Cb/IbPKA AHTHCENTHYHOTO BELLECTBO
OEH30KCOHUEB XJIOPH/ M aHECTETHKA (MecTHO 00e300/14Balll0 BEIIECTBO) JIMI0KAHHOB XHAPOXJIOPH]L.
OPO®AP 1 mg/1 mg Tabnerkun 3a cmyuene, OTJAATH ce O0pH ¢ OaKTepHUTE, BUPYCHTE M IbOMUKHTE,
KOUTO NpHUMHABAT HH(peKunH B yctata U repioto. OPOMAP 1 mg/1 mg Taduerkn 3a cmyuene,
OTJISITH HamansBa OOJIKHTE B YCTAaTa M BB3MAJIEHHETO B IbPJIOTO.

OPO®AP 1 mg/l mg Tabdnerkn 3a cMy4eHe, OTJISITH Ce U3M0/I3BA 32 HAMATIIBAHE HA CUMIITOMMTE,
CBBbP3aHH C HH(EKLMH HA ycTaTa W I'bpJioTo: OOJIKH B IbPJIOTO MPH MPOCTYAa, GapUHIHTH HITH JIAPUHTHTH,
CTOMATHTH, MAJIKK 513BH B YcTarta (adTh) WK Bb3NajeHH BeHLH.

OPO®AP 1 mg/1 mg Tabaerku 3a cmydene, OTJASTH MOYKE 114 Ce H3M10/13Ba KATO MOIbPIKALIO JIeHeHHe
MPH aHTHHH.

OPO®@AP 1 mg/1 mg Tadnerku 3a cMyueHe, OTJSITH € 110KA3aH 3a JIeYeHHe HA Bb3PACTHH, Je1a 1
IOHOLLK Ha BB3pacT oT 5 10 18 roauuu.

2. Kakso TpsidBa 1a 3uaere, npean aa usnoazsate OPO®AP 1 mg/1 mg TabieTkn 3a cmyvene,
OTJISATH

OPO®AP 1 mg/1 mg Tadnerkn 3a cMy4ene, OTJSITH He TPAOBa /a ce npujarar rnpu
rOJIMILIHA Bb3pacT.

He u3noassaiite OPO®MAP 1 mg/1 mg TabeTkn 3a cMy4yeHe, OTJISATH, AKO ¢
e OEH30KCOHHEB XJIOPHIL;
® JIMJOKAWHOB XUPOXJIOPHJ WJTH JIPYTH AaHECTETHLIM 3a JIOKAJTHO MPHITONKE
®  HAKOA OT OCTAHAJIMTE ChCTABKHM Ha TOBA JIEKapcTBO (M30POEHHM B TOUKA 6).



IIpeaynpexaendsn H NpeinasHu MepKH
['oBoperte ¢ Bamus nekap unu ¢apmauert, npeau aa usnonzeare OPOP®AP 1 mg/1 mg Tabaerkn 3a
cMyqeHe, OTJISTH, aKO:

®  BLINAMEHHMETO HA ILPAOTO € NPUAPYIHKEHO C BHCOKA TeMOEPaTYpa HWIIH aKo HMATe CEPHO3HH

3ATPYIHEHHSA MPH NMpernbLIaHe;

® CHMIITOMHTE He ce NoJ00PABAT HIH NPOIBIKABA NOBEYE OT 5 AHH.
Koxcyntupaiite ce ¢ Bawua nexap wiu ¢apmauest npend aa winomsare OPO®AP 1 mg/1 mg
Ta6eTKH 32 cMy4eHe, OTJIATH, aKO HMATE NOCTOAHHO KbPBALLM A3BH, NOPA3BAHHS WIH paHH B ycTaTa
WJTH FBEPIOTO.

Hpyra nekapersa H OPO®AP 1 mg/1 mg TabneTkn 3a ¢eMydene, OTIATH
Hudopmupaiite Bawmsa nekap vy papmaLeBT, ako H2MON3BATE, HACKOPO CTE M3MOI3BATH UIH €
BBL3MOXHO J1a H3TION3BaTe APYTH JIeKapcTeRa.

Hskou BeluecTsa B nacTHTe 3a 3601 Morat aa otcnabar neHcrerHero Ha 6eHzokcoHues xnopua. [lopaau
TOBA, NPOAYKTHT HE TPAGBA Aa Ce MpUara HENOCPeACTBEHO MPEaH HITH ClIe] MHEHE Ha 3b0uUTe.

OPO®AP 1 mg/1 mg TabneTku 3a cMy4eHe, OTJIATH ¢ XpaHa, HAMHTKH H AJKOX0.J

OPO®AP 1 mg/1 mg Tabnerkn 3a cMy4eHe, OTJIATH He TpAOBa Aa ce U3NO0A3Ba NO BpeMe HAH
HeMnOCPeCTBEHO Cle KOHCYMALIMA HA XpaHa W HAMUTKH. YnoTpebara Ha MpoayKTa MoXe 1a NPHYKRHA
BPEMEHHO H3TPLABAHE Ha YCTaTa M MbPJIOTO M [a NOB/KsE NperibluaneTo. U3bareaiite npuemanero Ha
XpaHa W HalWTKH, JOKATO NIPOIBIKABA UITPRITBAKETO.

BpemeHHoCT, KbpMeHe H GepTHIANTET

Axo cTe OpeMeHHa HTH KbPMHTE, CMATATE, Y€ MOKe 1a cTe OpeMeHHa WM TTaHupaTe OpeMeHHOCT,
KOHCYATHpaiiTe ce ¢ Bawius nexap v gpapmauest npeau ynorpebara na OPO®AP 1 mg/l mg
TabneTkn 32 cMy4YeHe, OTJIATH.

[Mlo¢upane u paboTa ¢ MANIHHA
OPO®AP 1 mg/1 mg TabneTkH 3a cMy4eHe, OTJATH HE MOBJIHABA HITH NOBJIHABA NMpeHeOPeKHUMO
cnocoOHOCTTa 3a wodupaHe U paboTa ¢ MAIIHHH.

Basxcna pudpopMannn 3a HAKOH OT MOMOULHATE BEIECTBA
OPO®AP 1 mg/l mg TabneTkn 3a cMydueHe, OTJAATH CbAbLpiKa:
¢ Copburon (E420) — Tosa nekapctso cbabpika 1000 mg copbuTon pbe scska TabeTka, KOUTO ¢a

eKBUBaneHTHH Ha 28 mg/kg. CopOHTON®LT € M3TOYHHK Ha dpykTo3a. Ako Bawuar nekap Bu e
kasan, we Bue unu Bawero nere MMaTe HEMOHOCHMOCT K'bM HAKOM 3axapH WM Bu e noctaBeHa
JHArHo3a - HacJAeACTBEHA HEMOHOCHMOCT KbM (PPYKTO3a, pAIKO FreHeTHUHO 3abonsBaHe, NpH
KOETO XOpaTa He Morar Ja pasrpaxjat ¢pykrozara, ropopete ¢ Bawus nekap npeau Bue wnn
Bauiero nere na npueMete unu na Bu 6bae npunoxkeno Tosa nexapereo. CopObuTonsT MOXeE A4
MPHUYMHH CTOMAIIHO-YPEBHO HEPa3NoNnoXkeHuWe U cnado u3paseHo cnabuTeHo AeHcTRHE,

3. Kak ga manonsBare OPO®AP 1 mg/1 mg TaGieTkn 3a cMYeHe, OTIATH

BuHarH uznon3eaiite TOBa JIEKApCTBO TOYHO KAKTO € OMHCAHO B IMCTOBKATA MK KakTo B € kazan
BawusaT nekap wnu dapmaueBT. AKo He CT€ CUIYPHH B Hello, nonuTaite Bawus nekap win apmauest.

He npeBHwaBaiiTe npenopbuaHara 403a WK 4eCTOTaTa Ha MpUiaraHe.
He u3non3Baiite ¢ Apyru aHTHCENTHUHHM JIEKAPCTRA.

[Ipunaraiite Hali-HHcKaTa 1032, HeoOXoAMMAa 32 TPETHpaHE Ha CAMITTOMHTE, 3a Hali-K
BpeMme.

[IpoaykTsT He TpadBa Oa ce NpHEMA N0 BpEME Ha HITH HENOCPEICTBEHO Cllel KOHC
HAMKUTKH.

He npuemaiite OPO®PAP 1 mg/1 mg TaGaeTkH 3a cMydeHe, OTJIATH [MOBEYE OT
¢ nekap.




OcraBete enna Tabnerka OPO®AP 1 mg/1 mg TabneTkn 3a cmydene, OTJIAATH Ja ce CTONH 6aBHO B
ycrata. [lepuoauuHo npemecrsaiite Tabnerkara OT eAHaTa CTpaHa Ha yCTaTa B ipyraTa, JOKaTo Ce CTOTH
HAITBITHO.

He B3emaiite noseue oT |1 TabneTka HABEAHDXK.

He npepHinaBaifTe NOCOUCHUTE NO3H,

He anBueTe H He IBJATAHTE TADIETKHTE. )

He npuemaiite xpaHa M HanNUTKH, Kokaro Tabnerkara ¢ B yctara Bu.

AdTO3HH A3BH — OcTaBeTe TabneTkara 1a ce pasTBOPH DABHO B KOHTAKT ¢ JIE3UATA.

Heua om 5 00 11 zodunu
He npuemaiite noeeue ot | TabneTka Ha BcekH 2 o 3 yaca.
He npuemaiite noseue ot 6 Tabnerku 3a 24 4aca.

OPO®DAP 1 mg/1 mg Tabnerku 3a cMy4eHe, OTJATH He TpAOBa Ja ce Npuiarar NMpH Aeua noa 5
rOAMIIHA BB3pacT.

Bvipacmuu (sxiouumento 6 cmapuecka 6s3pacm) i WwHOWN Ha 4 nad 12 zoounu

He npuemaiite noseue ot | Tabnerka Ha Bceky 2 o 3 vaca. Koraro e Heob6xoanmo, B CiiyyauTe Ha OCTpoO
BB3MATIEHHUE HA MBPIOTO, MOXKE Ja npuemare ro | tabneTka Ha Beeku 1 1o 2 vaca.

He npuemaiite noseue ot 10 Tabnerxu 3a 24 yaca.

AKoO cTe H3M0/I3BANH MoBeve oT HeoGxoaumara Jo3a OPO®AP 1 mg/1 mg TabneTkn 3a cMyHeHe,
OTJIAITH

B cnyuaii Ha npeno3vpade HAH HHUWASHTHO TONTBILAHE Ha rojieMy konrdectsa o1 OPOMAP 1 mg/1 mg
Tabnerku 3a eMyueHe, oTA9TH, He3a6aBHO HHopMuUpaiiTe Bamusa nekap win dapMmauesT.
KoHcynrupaiite ce ¢ Bainua nekap wid gapMaLeBT, ako MMaTe IPYrH BRIPOCH, CBBp3aHH ¢ ynorpebara
Ha OPO®AP 1 mg/1 mg TabneTku 3a cMy4eHe, OTJAATH.

4. BL3MOXKHH Hexe/IAHH PeARIHH

Kakro Benuku nekapcrsa, OPOMAP 1 mg/l mg TaGaerks 3a cMy4eHe, OTJIATH MOXKE Ja NPEAU3BHKa
HexXeNnaHW PeakiHH, BbIIPEKH Ye He BCEKH TH NMOJTy4aBa.
Cnpere ynotpebara Ha OPO®AP 1 mg/l mg Tabaerkn 3a cMyueHe, OTASTH U NOTbpceTe He3abaBHO
Nekapcka nomoli, ako Bue unu Baiero nere uMaTe HAKOM OT CEAHUTE CHMNTOMM, KOMTO MOTaT Aa 6baat
MpPU3HALH HA ANeprudHa pPeaKkLus:

® 3arpygHEHUE NIPH AUIIAHE H TIPETTBIIAHE;

¢ [lopysaHe Ha NTHLIETD, YCTHHUTE, €3HKA W MbPIIOTO,

o (Cobpbex Ha kKoKaTa ¢ YepBeHH OOPHBH W M3PA3EHH MEXypH.
Te3u HeneIaHH peaKUHH ca MHOTO peaKkn (Mozam Oa 3aceenam no-manxe om 1 na ecexu 10000
wosexa). '
HAKoH HekeNaHH PEAKIIHH CA YecTH (Mozam Oa 3acezram no-marxko om 1 na ecexu 10 vosexa):

e JIpasHeHe WIH W3TPBIIBaHE B YCTAaTa M FbpiioTo (opanen auckomgopT).

CrofumaBaHe HA HeXeIaHH peaKNHH
AKO NONy4HTE HAKAKBH HEXKENIAHW AeKAPCTREHH peakuuy, yeenoMere Bawus nexap wiu dapmauert. Topa
BKJIIO4BA BCHUKH BL3MOXKHH, HEOMUCAHH B TA3M JIMCTOBKA HEXKENAaHH peakuuy. MoxeTe callo aa
CbOOLIMTE HEXENTAHH peakii IHPEKTHO Ype3 HALIHOHATHATA CHCTEMA 3a Cho0LIABAHE:!
Buarapun

HanbnHHTenHA areHUMs MO JieKapeTBaTa
yn. ,,Jlaman I'pyep” Ne §

1303 Codhus

Ten.: +359 2 8903417

VYebeaiiT: www.bda.bg




Karo cbobuiasare HexxenaHH peakLHH, MOXKETE J1a JA/IETE CBOA NPHHOC 32 MOJIY4aBaHE HA NOBEYE
HHPOpMaLMs OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kax pa cbxpanaeate OPO®AP 1 mg/l mg Tabnerkn 3a cMydeHe, OTJIATH

Jla ce cexpaHfiBa HA MACTO, HEIOCTBIHO 34 AeLa.

He u3non3paiiTe ToBa eKapCcTBO Cliell CPOKa HA MOAHOCT, OTOENA3aH BbPXY KAPTOHEHATA
onakoeka. CpOKBT Ha TOXHOCT OTroBapA Ha NOCNEAHHSA JA€H OT MOCOUYEHUS MeceLl,

Ma ce cbxpansra noa 30°C. Ja ce nazu ot Brara!

Ha ce cbXxpaHsBa B OPUrHHATHATA ONAKOBKA.

He u3xpbagiite nekapcTeata B KaHANH3aUWATA WITH B KOHTEHHEPa 3a TOMaLtHH OTIIaAbLH.
[TonuTaiite Bans dbapMauesT kak 1a W3XBBPAATE IEKAPCTBATA, KOUTO Beue He n3non3eare. Te3u
MEPKH L€ CIOMOrHAT 3a OMa3BaHe Ha OKOAHATA cpena.

6. Cuu.pmanne Ha ONMAKOBKATA H JONIBJAHHTENHA nm]mpmauml

Kakso ceappixca OPO®AP 1 mg/1 mg TabneTkn 3a cMy4iene, oT/I4TH

AKTHBHHTE BELLECTBA Ca: GEH30KCOHHEB XJIOPHA H IHA0KAHHOB XHAPOXJIOPUA.

Jpyrure ceeTaBkH (MOMOIIHH BewlecTra) ca: copouTon (E420), uapeBHyHO HHLLECTe, MOPTOKANOBA
eceHuus, Makporon 6000, uenynosa, MHKPOKPHCTAIHA, HATPHER XJIOPHT, THMOHEHA KHCeHa
MOHOXM/APAT, 3aXapUH HaTpui, MarHe3HeR cTeapar.

Kak mrnexaa OPOPAP 1 mg/l mg TabaeTkn 3a cMydueHe, OTJIATH H KAKBO CbIbKA ONAKOBKATA
OPO®AP 1 mg/1 mg TabaeTkn 3a cMyueHe, OTJIATH ca B OAHCTEPH OT NOHBHHHI XJIOPHI
(PVC)/nonuerunen (PEYnonusuuunnen xnopua (PVDC) ¢ anymunuero doauo.

OPO®PAP 1 mg/1 mg Tab.1eTkn 38 cMyueHe, OTJIATH ca 6enu 10 1eKo KbIATH, KPbriin BUKOHBEKCHU
TabneTKH 3a cMyUeHe ¢ HaanKc “Zyma” oT eaAHaTa cTpaHa | koa ,,OR” ot Opyrara cTpaHa.

IpuTexaTen HA pa3pelieHHeTO 3a ynorpeda:
STADA Arzneimittel AG, Stadastrasse 2-18, 61118 Bad Vilbel, I'epmanus

Ipon3BoauTean:
Recipharm Uppsala AB, Bjérkgatan 30, Uppsala Domkyrkpfors, 753 23, [LIseums

STADA Arzneimittel AG, Stadastrasse 2-18, 61118 Bad Vilbel, 'epmanus

Hata HAa MOCJIeAHO NpepasriaexiaHe HA JACTOBKATA
Anpun 2026




