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OPODAP 0.2%/0.15% Cupeii 3a ycTHa THraBHIA, p23TBOD 1 ?. '55' ng ;
BeH30KCOHNiER XOpUE/JIHAOKaHHOB XHAPOXIOPHI o '

OROFAR 0.2%/0.15% Oromucosal spray, solution
Benzoxonium chloride/Lidecaine hydrochloride

IMpouereTe BHHMATETHO LSIIATA JHCTOBKA, NPEOH 14 331109HeTe A3 H3NOJI3BATE TOBA JEKAPLTBO,

ThH KATO TA CHABLPAKA BakHA 321 Bac nHdopManui.

Tora nexapcTBo ce oTnycKa 0e3 nexkapeko npeanycaHine. BUHATH H3ANON3BAHTE TOBA IEKAPCTBO TOYHO

KAKTO € OIIHCAHO B Ta3H JIMCTOBKA HIIM KAKTO BH € Ka3all BALUKAT Nekap Bk dapManesT.

- JanazeTe Tazu JucTOBKA. MOMKe 1a ce HAIMKH 14 % TIpovYeTere OTHOBO.

- AKO ce HyXI2€eTe OT JOMBARKTENHA KHPOPMALHA HIIH ChBET, IONMTAaliTe Balllug (apMallenT.

- AKO NONYYNTE HAKAKBH HEXEIAHH IeKapCTBEHH PEaKIVH, YReIOMETE BAIIHA JIEKap WK
(apmanieBT. ToBa BRIIOYBA M BCHYKH Bb3MOXKHH HEKENAHH PEAKLMH, HEOIIHCAHK B Ta3H JIMCTOBKA.

- AXo cnep 5 IHM He ce YyBCTRATe MO-100pe WK ChCTOAHHETO BH C& RIOWIH, TPAOBA 14 MOTEPCHTE
lteKapcKa MoMOLLI,

KakBo ¢hLaBpxKa TAIM JHCTORKA

1. Kaxeo npencraenssa OPO®AP 0.2%/0.15% Cnpeii 32 yerHa JHTaBHIA H 33 KAKBO Ce H3MO3BA
Kakpo TpabBa zna snaere, npenn aa nanonssare OPODAP 0.2%/0.15% Cnpeit 3a ycTHa
JIMTaBHOA

Kax pa uamomipatre OPODAP 0.2%/0.15% Crpeii 3a ycTHA THraBHNA

Bb3MowHM HexenaHu peakuui

Kak aa cexpanssate OPODAP 0.2%/0.15% Cnpeii 3a ycTHA TUrapaua

Chabpxanye Ha OaKoBKaTa H JONBIHHTENHAE HHPOpMauHs
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1. Kawkso npegcrasngsa OPO®MAP 0.2%/0.15% Cnpeii 33 ycTHa JHIaBHOA H 31 KaKBO ce
M3110.13B3

OPO®AP 0.2%/0.15% Crpeii 3a yCTHA JIMIABHIA CHIBPKA AHTHCENTHYHOTO BEIECTBO OEH3OKCOHHER
XIIOPUI M aHeCTETHKA (MeCTHO 00e300A1BaMI0 BeLIECTEO) IMAOKARHOB XUAPOXIOPU.

OPO®AP 0.2%/0.15% Cnpeii 3a ycTHa aaraBuna ce 60pu ¢ fakrepuuTe, BUPYCHTE U MEOMYKHTE,
KOHTO IPUUMHABAT HHpekuuu B yerara u B repnotoe. OPOPAP 0.2%/0.15% Cupeii 3a ycTHa qurasana
HaMangapa OOJKHTE B YCTATa H IBPIOTO.

OPODAP 0.2%/0.15% Cnpeli 3a YyeTHA THraBMIa ¢& H3I0/A3Ba 32 HAMANABAHE HA CHMIITOMHTE,
CREPRANT ¢ HHhernK Na YeTaTa i repnoto: GONKH B FERIOTO NMPH TIPOCTYA, hapuuriTi WITH TapuHTriTH,
CTOMATHTH, MAJIKH 38U B ycTata (adTH) WK BH3NANCHH RBEHIH.

OPOPDAP 0.2%/0.15% Cnpeii 3a yerna nUraBuna Moxe Ja € H3MN0I3Bd KaT0 NOATBPAKALIO JicUeHHE
NpH aHTHHH.

OPO®AP 0.2%/0.15% Crpeii 3a ycTHA TAraBuIa ¢ NoKasaH 3a JIeYeHre Ha BE3PACTHH, JCHa H IOHOLUM
Ha BB3pacT oT 4 #0 18 roauan.

2. Kakspo Tpa6ea aa 3uaere, npenu aa mnoaieate OPOPDAP (.2%/0.15% Crpeii 3a yeTHa
JMraBHNa

He nanonssaiire OPO®AP 0.2%/0.15% Cnpeii 3a YcTHA JHTABHLA:
¢ AKO CTE ANCPrHYHM KbM AKTHBHOTO BellecTBO BEH30KCOHMER XIIOPHI HIK APY
AMOHUEBH Che/IHHEHIS; 7E
®  aKO CTE€ AIePriYHH KbM aKTHBHOTC BELIECTBO JIHIOKAUHOB XMIPOXIOPHA unﬁ gxpy‘gﬂ )
AHECTETHLIH OT IPYNAaTa Ha AMUINTE; : A
®  aKO ¢TE ANEPrHYKH KbM HAKOA OT OCTAHAIHTE ChCTABKY Ha TOBA IIEKApCTBO (usﬁpoe‘ﬂu B TOUKA ga
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I peaynpexaeHus v NPERNAIHA MEPKH
T'opopere ¢ pamug nexkap umd dapMauest, npeau aa uznonzeare OPODAP 0.2%/0.15% Copeii 3a
YCTHA JHraBHIA, aKO:

e BB3NANSHHETO HA MBPIOTO € NPHIPYXKEHO ¢ BHCOKA TEMIIEPATYPA HITH KO HMATe CEPHO3HH

3aTpyAHeHNS NpU IPErThIIAHE,;

* CHMITOMHTE He ¢e IIOHoOpABAT HIIH POABIKABAT I0BEYe OT 5 JHH.
BrumMapaiite na ne nprcHere OPODAP 0.2%/0.15% Capefi 33 yeTHa JUTABULA B 04UTE H HE TO
BIULIEAHTE (3a]pbiTe JULLAHETO CH ZOKATO BIPHCKBATE}.
OPO®AP 0.2%/0.15% Crpeii 3a ycTHa nuraBuna tpsosa 1a §'bje U3MON3BaH ¢ BHUMAHKE TIPH
TIAMHUEHTH ¢ PAHH WK JIE3HM HA YCTHATA WA JTMTABHLIATA Ha THPIOTO.

Jena
OPO®DAP 0.2%/0.15% Crnipeii 3a ycTha THraBaLa He ce IPenophyBa JIa Ce M3NON3Ba IpH Jeua moj 4-
rONUIIHA BB3DACT.

Apyru aexaperea B OPO®AP 0.2%/0.15% Cnpeii 3a y¢THa JUragHNIa
Hndopmupaiite Bammus Nekap WK gapMaleBT, ako H3NON3BATE, HACKOPO CTE WIIOI3BANH HITH &
BBE3MOKHO Jia H3MON3BaTe APYTH JIeKapcTBa.

OPODAP 0.2%/0.15% Cnpeii 32 ycTHA JIMraBUNA ¢ XPaHA, HAIIMTKH U a1K0XO0JI

OPO®DAP §.2%/0.15% Cupeii 3a yeTHA JHraBuna He TpA0Ba 1a ce H3NOI3BA [T0 BPEME HITH
HETIOCPEACTBERO CNe]l KOHCYMAIIHATA Ha XpaHa W HAITHTKHU: MeCTHHA 06e300iaBall ¢QeKT Ha IMI0KanH
MOJXKE J12 IPHIHHYE BPEMEHHO H3TPBIIBAHE HA YCTATa M MPIIOTO ¥ Ja OBNIHAE NpernblianeTa. Habarpaiite
TIPHEMAHETO Ha XPAHH 1 HATIHTKH, JIOKATO MPOIBIDKABA H3TPHIBAHETO.

BpeMeHnocT, KbpMene H Gepraxnrer

AKo cTe GpeMeHHa WU KBPMUTE, CMATATE, Ye MOKe Ja cTe OpeMeHHa WM [InaHupare GpeMeHHoCT,
KOHCYNTHpaiiTe ce ¢ Balmug Jekap npend ynotpebara Ha OPO®MAP 0.2%/0.15% Cnpeii 3a ycTHa
JHMIABHIA.

[lodupane u paGora ¢ MATIHHA
OPO®DAP 0.2%/0.15% Crpeii 3a yeTHA JIMTABHLUA HE [IOBIHABA WX [IOBIHABA NPeHEOPEIKHMO
cnocoOHOCTTA 3a modupake U paboTta ¢ MAITHHH.

Baxua undopManus 3a HAKOH 0T IOMOIIHHATE BElECTBA
OPO®AP 0.2%/0.15% Cnpeii 3a ycTHa TUraBHUA CBIBPA!
e ETanon: TO3M NEKAPCTBEH MPOAYKT CHALKA MAITKYE KOMUECTRA €TAHON (ANKOXO0M), MO-MaNKo OT
100 mg B exHa no3a (€AHO HATUCKAHE Ha noMmara foctaps 140 Mukpomatpa + 25% , ChbAbPKAIIHT
13,132 mg+ 25% eranon M MaKCHMAITHATE 1034 34 7 aniHKalums e 4 BIPhCKBaRUS).

3. Kax aa uznonseare QPO®AP 0.2%/0.15% Crnpeii 32 ycTHa AHrABHNA

BuHaru M3nonipaiite Topa JIEKapCcTBO TOYHO KaKTO € ONUCAHO B Ta3y JIMCTOBKA HITH KaKTO BH € Ka3all
BAIIMAT JIIeKAD WIIH CbapMaLICBT. AKO He cTe CHT'YPHM B HEILLO, MOMUTANRTE BalIMg JICKap WM qnapmaueBT.

Hevwa om 4 00 11 200unn

TlpecHete 2 unu 3 oot OPOMAP 0.2%/0.15% Cnpeii 32 yerna JINTABHOA B YCTaTa UITH B 3aJiHATA

4aCT HA YCTHATA KyXWHA BbpXy 3acerHarara obnact. Ilosropere 3 i 6 ITBTH AHEBHO, KOraTo € D

HeoOxomumo. HutepsansT TpadBa 1a e Hali-Manko 2 10 3 4aca MexAy BCAKa 1034, s o \J. ~
-

L
OPODAP 0.2%/0.15% Cupeii 3a ycTHa auraBana 1padea Jja ce NpHiara npH acLa cayo/gg,n ‘(70/%\
POAHTEICKH KOHTPOI. ,f# R h

OPO®DMAP 0.2%/0.15% Cripeii 3a yerna NMrasuna He TpAOEa Aa ce MPHIAra 1py neL( icoﬁTo He Mora'r
Jla 33TBKAT TUUIAHETO CU [0 BPEME Ha BIPBCKBAHETO. :
Byipacmun u deua nad 12 zodurniu




IlpbeHete 2 o 4 metn OPO®AP 0.2%/0.15% Cnpeif 33 yeTHA JHraBHIA B YCTaTa HIIH B 3aJJHATa 4acT
Ha YCTHATA KyXHHA BBPXY 3acernarara obnact. [Toeropere ot 3 10 6 MbTH AHEBHO, KOTATO € HEOOX0IMMD,
¢ MHTepBan Hali-Manko 2 Ao 3 4aca Mex Ty BeAka 03a.

Hauun #a npunroxenue:

- OTCTpaHETe Mpeara3HaTa Karnaika.

e JlocTaBeTe aNNMMKaTOpPa BEPXY NOMNATA ¥ HATHCHETE CHIIHO.

e l'lpe,uH NbpBOHAYAIIHA yHOTpeﬁa, aI{THBHpaﬁTe MOMIIATA, KATO HATHCHETE AlJTHKATOPA
HAKONKO ITbTH 40 IIOABATA HA cnpeifi BBEB BBE3AYXa.

. I_Ip'b)I(Te GyTnm(aTa H3IMNpPaBeHA WA IIPBECHETE B YCTATA UIIH B 3a0HATA 4aCT HA YCTHATA KyXKHHA.
3aup1>me AHOIAHETO OOKATO BIIPBCKBATE.

¢ [lourcTeTe M NOACYIIETE aNTHKATOPA CAel YIIoTpeba B ro NOoCTaBdiHTe B KAPTOHEHATA
OlTaKoBKa JI0 clepallarta ynoTpeda.

¢ 3a jma u3berHere Bb3MOKHO pasnpocTpaHeHHe Ha HHQeKUUUTE, AILTHKATOPET Tpa6Ba na Gbue
HinoJriBad caMO OT €AWH MaluHeHT.

. Hexapcmenmt'r NpPOOYKT HE TpﬂﬁEa Ia ce H30J13Ba, aKO aIUIHKATOPBT € MOBPEHLH.

¥Ynotpeha npH Jena
OPODAP 0.2%/0.15% Cnpeii 3a ycTHa JUrasyvna He ce NPENOpEEBa Ja C& H3II0I38a NpH Jlena nog 4-
TONHILHA BBE3pacT.

AKo0 €Te HINON3BANH IoBeYe 0T HeoGxogumara qo3a OPOMAP 0.2%/0.15% Cnpeii 3a ycTHa
JIHr2aBHNA

B ciyuaif Ha cBpBEXA03a HIH HHIIMASHTHO NOTIBIAHE HA roneMi koardectea oT OPOMAP 0.2%/0.15%
Copeif 3a ycTHa JMraBHIiA, Hezabasro uHbopMupaiite Bailiug nekap WK dhapMallesT.

Koncyrrupaiite ce ¢ paligA nexap Wi (apManesT ako HMaTe APYTH BhIIPOCH, CBbP3aHH ¢ yIoTpebara Ha
OPODAP 0.2%/0.15% Cnpeii 3a ycTna JuraBHna.

4, BpiMOXKHE HEXCIAHNA DEAKUHHA

Kakro scuuxu nexapcerea, OPOMAP 0.2%/0.15% Cupeii 3a yeTHa JUTaBHAOA MOXE [(a [IPEIM3BHEA
HEeXENaHH peaklyH, BhIIPEKH Y€ He BCEKH I'H MOTyyasa.
Cnpete ynorpetata Ha OPODAP 0.2%/0.15% Cupeii 3a yeTHA AMraBHIA H 10TBPCETE HelabaBHo
TIeKapeKa TIOMOLL, aKO BHe WK BalleTO JIeTe MMAaTe HAKOH OT CIEJHHUTE CHMITOMH, KOMTO MOraT Ja O6baaT
NPH3HALM HA ANEPrUdHa peakus:

¢ 3arpynHeHHe OpH JHIIAHE W NPerTbIIaHe;

¢ [logyBaHe Ha THLETO, YCTHATE, €3HKA H FBPAOTO;

o Cusen ¢eplex HA XOKATA € YepBeHH 00PUBH U M3Pa3eHH Mexypu.
Tesu pexenann peakiiy ca MHOY'0 peiiki (Mocam 0d sacecham no-vaako om 1 na scexu 10000
YogeKa).

Hsaron HexeaHu peak|H ca decTd (vozam da sacezuam no-marxo om 1 na scexu 10 vosexa):

e JlpasHeHe X M3TPLIBAHE B YCTATA M MBPIOTO.
AKO nonyuMTe HAKAKBH HEXKENaHN NexapcTBEHH peakLiy, yBeIoMeTe Ballus Jiekap Ui gapmanest. Tosa
BKJIHOYBA BCHYKH Bb3MOXKHH, HEONHCAHY B TA3¥ JTMCTOBKA HEXKEIAHHM PEaKIHH.

5. Kak ga cexpanspate OPO®AP 0.2%/0.15% Cnpeii 32 yeTHA TUraBHaLA

¢ Jla ce ceXpaHABa Ha MACTO, HEOCTHIHO 2a geud. He waronspaiite Tosa nexapCTBQGITEg £poKa’
rOAHOCT, 0TOeI3ak BbpXY kapTOHeHara ornakoska. CpoKbT HA FOJHOCT OTFOBagﬁ' Ha hocne,unnh/;
JeH OT TTOCOUeHHA Mecell. . :

* Jla ce cexpansea nmon 30°C.

e Jla ce ¢cpxpaHsiBa B OPHIHHANHATA OTAKOBKA.



* He uaxsnprsiite nexapcTBaTa B KAHAH3ALMATA MM B KOHTEHHEPA 34 TOMAIIHH OTIAbLH.
TMonuTaiiTe Bawns hapMaleBT Kak Ja U3XBBPIATE JeKapcTBaTa, KOUTO Bede He Minonssare. Tesn
MEpKH ILE CMIOMOTHAT 32 OlTa3BaHe Ha OKOIHATA Cpela.

6. Crabpranie HA OMAKOBKATA U ACILIHHTENHA MHPOpMAUHS

Kaxso cpanpxa OPO®DAP 0.2%/0.15% Cupeii 3a ycTHa JHraBana

AKTHBHHTE BEIIECTBA ca: OEH30KCOHUER XAOPHE W THAOKAUHOB XHAPOXIIOPUI.

JlpyrATe CECTABKH {IOMOLIHH BEWIECTBA) Ca: TTMLEPOI, eTaHon 94% (w/w), X10pOBOIOPOHA KHCEIHHA
0,1IN (3a kopekuus Ha pH), mOTHBA MEHTa, MACJIO, TEBOMEHTOJI, IPeIHCTeHa BOJA.

Kak msraexna OPODAP 0.2%/0.15% Crpefi 3a yeTHA TAraBHUA H KZKBO ChIhPAA 0NAKOBKATA
OPO®AP 0.2%/0.15% Cupeii 3a ycTHa jgurasuna e B 6yTHIKa OT TOIMETHICH ¢ BUCOKA TUTBTHOCT
(HDPE) ¢ nosupaina cipeii moMIia oT nonMeTHIEH ¢ Hucka nurstHocT (LDPE) 1 npoTekTHBHA Kanatka.

ByKaleHHAT AMKATOp € oT nonunponunes (PP) H ce HAMApa B KAPTOHEHATA ONAKORKA,
OPO®DAP 0.2%/0.15% Cnpeii 3a ycTHa Jinrapiua e 6e3usereH, GHCTEP pasTBOp.

IIparexaren HA paipemenHeTo 33 yNoTpeta H NPOHIBOAHTEN

IIpnTexaTen HA pazpenieHneTo 3a yiorpeda:
GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Mpnanmus

pouisoauten:
GlaxoSmithKline Consumer Healthcare GmbH & Co. KG, Barthstrasse 4, 80339 Miinchen, lepmanns

3a aonbnAUTENHA UHQOPMAIHS OTHOCHO TO3H TeKAPCTBEH NPORYKT, MONS CBBPKETE Ce € JIOKATHHA
MpeJCTABUTEN HA MPUTEXKATENS HA pa3pelieHHeTo 3a ynoTpeba:

GlaxoSmithKline Consumer Healthcare, Ten.02/953-10-34

,I[a"ra HA IOCACIHO NIPpePa3rIekIaHe HA THCTOBKATA
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