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JIncroBka: HHpoOpMALHS 31’; notTpebuTenn 9‘? A4

OkreaHru 2,6 mg TalbJIeTKH 38 CMyHeHe —} 4 ‘97,3
OKMEHUOUH OUXUOPOXIAOPUO ;

Octeangin 2,6 mg lozenges
octenidine dihydrochloride

[Ipouerere BHEMATEIHO NAJIATA JIHCTOBKA, NPEIH 12 3an04HeTe 1a H3M0/13BaTe TOBA

JIeKApCTBO, Thil KATO T ChAbPXKA BaXKHA 32 Bac nupopmanus.

BHHArK M3MoJI3BaiiTe TOBA JIEKAPCTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA WIIM KakTo Bu e ka3an

BaiuusT nekap uimn papmauesr.

— 3anasere Ta3u JUCTOBKA. MOXe /1a ce HaJIOXKH /J1a g NMPOYETETEe OTHOBO.

— AKO ce Hy’>K/1aeTe OT JOMbJIHUTEIHAa MH(pOpMaLIM WK CBBET, nonuraiTe Bawius ¢apmaresT.

- AKO NOJIyYHTE HAKAKBH HEXKEJIaHH JIEKAPCTBEHHW peakivH, yBejomere Balius nekap uiu
dapmaueBT. ToBa BKJIFOUBA U BCHUYKH Bb3MOXKHH HEXKEJIAHH peakLMH, HEONUCAaHHU B Ta3H
nucTOBKa. BukTe TOUKa 4.

~ AKO ciieq 4 IHH He ce YyBCTBaTe 1o-100pe Wik cbeTosiHUeTo By ce Biowiu, Tpadsa aa
MOTbPCHUTE JIEKAPCKa MOMOIIL.

KakBo chbABbpAKA TA3H JIHCTOBKA

Kakso npeacrapigBa OkTeaHruH TabJETKH 32 CMYYEHE M 3a KaKBO C€ U3I0J13Ba
Kakso Tpsa0Ba ja 3Haete, npeau Aa usnonspare OKTeaHrHH TabJIETKH 3a CMyYeHe
Kak na u3nonssare OkreaHruH TabJIETKH 32 CMYUYEHE

Bb3MOXXHH HEXKEJIaHH peaKLHH

Kak na cbxpanasare OkreaHruH Tab/1eTKH 3a CMyYeHe

ChbabpKaHHe Ha OMAKOBKATa M JOMbJHMTE/IHA HH(pOPMALIKS

i e e D

1. Kakso npeacraBiasiBa OKTeaHrud Ta0/IeTKH 3a CMY4Y€He H 32 KAKBO Ce H310/13BA

OKTeaHTrHH TabNeTKH 32 CMYYEHE ChbpiKa aKTHBHOTO BELLIECTBO OKTEHHUAMH AUXHAPOXJIOpH/. ToBa e
aAHTUCENTHYHO CPEICTBO, KOETO € €(PEKTUBHO CpeLlly NMaTOreHH, KaTo pa3pyluaBa KjieTbyHaTa M
GyHKUMS.

OkTeaHruH TabJIeTKH 3a CMy4Y€eHe Ce U3MO0JI3Ba 3a KPaTKOCPOUYHO MOANOMAarauio JieHeHHe rnpu
Bb3MaJIEHWE HA JIMraBULIaTa HA YCTATA M IbPJIOTO C THITMYHH CUMINTOMH KaTo 00JiKa, 3a4epBsiBaHe U
MoJyBaHe.

ToBa nekapcTBO € NMoKa3aHo 3a ynorpeda npu Bb3pacTHU M IOHOLLUM Ha Bb3pacT 12 roauHu u rno-
roJIEMH.

AKO cnesl 4 1HM He ce YyBCTBaTe 1o-A00pe HiH cbeTosHueTo By ce Biiolu, TpsOBa 1a NnoTbpeUTe
JleKapcKa noMolLi.




2. Kaxso TpsaOBa 1a 35aere, IpeaH 1A H3INOJI3IBATE OxTeaHrnn TabJerkH 3a cMyteHe

He manoazsaiite Oxreanrud TabjieTKH 3a CMy4eHE
- aKO CTE aJIEPrHYHH KbM OKTEHHAHH JUXHAPOXJIOPH HIIK KbM HAKOA OT OCTAHAINTE CHCTABKH
Ha TOBa neKkapceTpo (M30poeHH B TouKa 6).

IIpeaynpexkaenns H NPeANa3HH MEPKH
[oeopeTe ¢ Bauina nexap uax GpapmaleBT, npean aa v3non3sare OxreaHrHH TA0/ICTKA 34 CMYUeHE.

CaMo 3a kpaTKkocpouHa ynotpeba.
He u3anonssaiite TO3H NEKapCTBEH MPOAYKT MOBEHE OT 4 AHH.

Hena
BezonacHOCTTa ¥ edekTHBHOCTTa Ha OkTeanrud TabneTky 3a cMyyeHe npu aeua ot 0 no 11 roannn
HE ¢4 YCTAaHOBECHH.

Jpyra aexapcrsa H OKTeanrnd Ta0JI€TKH 3a cCMyYeHe

Undopmupaiite Bawus nexap uau ¢apMaUesT, ako NPpHEMaTe, HACKOPO CTE NMPHEMATTH WK €
BB3MOXKHO fia MpUEMETE JAPYTH JieKapCTBa.

He ca npoexaaHd NpoyuBaHHs 3a B3aHMOJAEHCTBHATA.

BpeMeHHOCT, KbpMeHe H GepTRIHTET
AXo cTe 6peMeHHa WK KbPMHTE, CMATATE, ue MOXe 1a CTe OpeMeHHa WK TMAaHHpaTe OpEeMEHHOCT,
nochBeTBaiiTe ce ¢ Bawusa nekap win dapMauesT npeau ynorpedara Ha TOBa IeKapCTBO.

bpeMeHHOCT
BpemeHHMTE skeHH TPAGBa 1a ce KOHCYJITHPAT C NeKap, Npeau Aa usnon3sar OKTeaHruH TabJIeTKH 32
CMYUEHe.

Knpmene

Mma HeaocTaThuHa HHPOPMALIHA 32 eKCKpeUMaTa Ha OKTEHHHH XHAPOXJIOPH/ B KbpMarTa.

He MOKe 1a Ce H3KJTIOUH HAMbJHO PHCK 3a KbpMaueTo. 3aTosa OKTeaHrHH TabNeTKH 3a CMyUEHE HE
TpabBa na ce NpuJara B NepHO/ia Ha KbpMEHE.

DepTUauTeT
He ca nposexaaHH nNpoyyBaHHA

Iliopnpane 1 pabora ¢ MAIEHH
He ca npoBexaaHy NPoyUBaHHS 3a eheKTHTE BBPXY CNocoGHOCTTa 3a WwogHpaHe 1 paboTa ¢ MalIWHH.

OxTeanrnn TabaeTKH 32 cMydene chabpxa m3omant (E 953).
Enna tabnerka 3a cMyueHe ChbAbpKa 2,57 g OT 3aMECTHTEA Ha 3aXapTa H30MalIT, KOETO ChbOTBETCTBA
na npubausutento 6 kcal (26 kJ). Tosa Tpsbsa na ce umMa NPeaBUA NPH NALMEHTH ChC 3aXapeH
auaber. M3omant Moxe Ja uMa cnabo u3paseHo cabHTENIHO OEHCTBHE.

Axo Bawvar nekap Bu e ka3an, ue uMare HEMOHOCHMOCT KbM HAKOHW 3aXapH, CBb
npeay Aa NpUEMETe TO3H JIEKAPCTBEH MPOLYKT.




3. Kaxk 1a nanom3Bare OxreaHrad TabneTkn 3a cMyUeHe

BuHaru u3non3eaiite TOBA JEKAPCTBO TOUHO KAKTO € OMMCAHO B Ta3M JIMCTOBKA WK KakTo By e ka3an
Bawuar nekap und papMatiesT. AKO HE CT€ CUIYpHH B HELlo, nonuTaiTe Bawus nekap uiu
dapmaleBT.

IlpenoprynTEeNHaTaA 1032 €:
BB3pacTHH M IOHOLIM Ha Bb3pacT 12 roauHy ¥ no-roaemu Tpabea aa M3NO3BAT NO eHa TabneTka 3a
cMyueHe Ha BcexH 2-3 yaca. MakciMankaTa AHeBHa 103a € 6 TabneTku 3a CMy'eHe.

[TbT Ha BBEBEKIAHE:
Heo6xoanMo e 1a cMydeTe TabneTKara akTHBHO W MPOAB/DKUTENHO B ycTaTa CH. TabneTkara Tpsadsa
[a ce ABHXKM B yCTaTa, JOKATO C€ pa3TBOPH HAITBLJIHO.

OkTeaHruH TabNeTKkH 3a cMyYeHe He Tpa6Ba Ja ce H3noniea noseye oT 4 AHH 6€3 npenopbka oT
neKap.

HexenaHuTe peakLidH MOraT a ¢€ HaMaJISAT, KaTo ce H3MoN3Ba Hal-HMCKaTa eeKTHBHA 1032 3a
BB3MOXHO Hal-KpaTKOTO BpeMe, HeoOX0AUMO 32 KOHTPOA Ha CUMITTOMMTE.

AKO CTe H3NOJI3BAJH NoBede OT HeobXxoaAnMara fo3a OKTeaHTHH Ta0IeTKH 32 CMYy4ene

B Manko BEpOATHHA CITy4ail Ha NpeJo3HpaHe ONIUCAHUTE HEXKENAHH PEAKLIHH MOXE 12 BB3HUKHAT C
No-rofasMa MHTEH3UBHOCT. B To3wu cyuaii, Mona, kOHCyaTHpaiTe ce ¢ Bawws niekap 3a
CUMITTOMaTHYHO NIEUEHHE.

AKO cTe nponycHaIH Aa #anoa3BaTe OKTeaHruH Tab1IeTKH 3a cMyuene
He B3emaiiTe aBoiiHa 1034, 3a [a KOMMNEHCHpaTe NMponycHaTara TabeTka 3a CMyUeHe.

AKO MMaTe HAKAKBH JOTBIHHTEIHHA BBIPOCH, CBLP3aHM ¢ ynoTpedaTa Ha TOBA JIEKAPCTBO, MOMUTANTE
Baius nexap wiu (papMaLesT.

4. BB3MOXHHE HEXKEJAHH PeaKIHH

KakTo BCHUKM JIEKAPCTBA, TOBA IEKAPCTBO MOXE Aa NPEIU3IBAKA HEXKETAHK peakUiH, BBIPEKH € HE
BCEKH ' NONTy4asa.

Yecrr (Moxke Aa 3acersar o 1 ma 10 xymn):
- [lpoMsiHa RbB BKyca (AHCrey3us).

Heuecra (moxke Aa 3acerHaT Ao 1 ma 100 aymmu):
- Kopemua 6onka, napus, rafgeHe, CyxoTa B yCTaTa, OBpbLIAHE, IUCTIENCHA, EITHIracTpaicH

OUCKOMPOPT.

C HeH3BeCTHA 1ecToTa (0T HAJTHYHHTE JAHHH He MOXe X3 0bAe HANPABEHA OllEHKA HA
YeCTOTATA):
- JlpasHeHe Ha JIMraBHUATa Ha yCTara H CToMaxa
- O0e3superspaHe Ha €3HKa.
- AJNepruyHH peaxiuH.




CroOmaBane HA HEKEJIAHA PEAKIHH

AKO NMONYUYUTE HAKAKBH HEXKEJIAHH NIEKapCTBEHH peaKLMH, YBeloMeTe Balluna exkap WiH dhapMaLCBT.
ToBa BK/I104Ba BCHUKH Bb3MOKHH HEOMHCAHH B Ta3M JIKCTOBKA HEXENaHH peakuHH. MoxeTe cbilo fa
CchOOLLMTE HEXENAHH PEAKLIMK THPEKTHO Ype3

HManbLIHUTEIHA areHnud o JIeKapCcTBaTa:

yi. ,,Jlamsu ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8603417
yebcaiT: www.bda.bg

Karto chobuiaBaTe HEKENaHH peakliiH, MOXKeTe 1a AA[ETE CBOA MPHUHOC 3a NOJy4YaBaHE Ha NOBeYe
uH(popMaLHA OTHOCHO 6€30MacHOCTTa Ha TOBA IEKapCTBO.

5. Kak aa cexpanaBate OxTeaRruH TadJIeTKH 3a cMy4ene
Jla ce cpXpaHABa Ha MACTO, HEJOCTLITHO 33 Jiena

He u3nonssaiiTe TOBa 1€KapcTBO CNEA CPOKA Ha FOAHOCT, OTOENA3aH BbPXY ONMakoBkara u baucrepa
cnea "T'oneH no:". CpoKbT Ha FOAHOCT OTTOBapd Ha NOCJICAHHA JCH OT NOCOYEHHA MECELL.
CouxpaHgBaiiTe OnMcTepa B KAPTOHEHATa ONAKOBKA, 32 [a C€ NPEAna3M OT CBETJIHHA

To3u nekapcTBeH NPOAYKT HE H3KUCKBA CTNELIHAIIHM TEMIEPaTYPHH yCJIOBHS Ha CbXPaHEHHE.

He u3xpbpinsiiTe IeKapcTBaTa B KAHAMH3aLMATA WM KOHTEHHEPA 3a ioMalliiy otnaabum. [lonuraiTte
Bamus hapMaLieBT KaK 1a U3XBLPJIATE JIEKAPCTBATa, KOMUTO BeYe He H3noeare. Te3n MEpKH Lue
CMTOMOTHAT 3a OMNa3BaHe Ha OKOJIHATA cpeaa.

6. ChAbpkanHe HA ONAKOBKATA H AONBJIHATENHA HEHGOpMALAS

Kakpo chaspxka OKreaHran Ta0/IeTKH 32 CMYUCHe

- AKTHMBHOTO BELIECTBO € OKTEHHAUH AuxHuapoxjopul. EaHa TabneTka 3a cMy4eHe CbabpiKa
2,6 mg OKTEHHAWH AUXUJIPOXIOPHA.

- Jpyrvre noMolIHy BellecTsa ca wsomanT (E 953), BHHeHa kuceniHa, OBKyCHTE/ 38 MaCKHpaHe
Ha FOPYHE BKYC (ChOBPXKALL NPONUICHIIUKON, EKCTPaKT OT Kade u 4-(2,2,3-
TPUMETWILHMKIONEHTHN )0yTaHOBA KHCETHHA), MACTIO OT 3BE310BHAEH AHACOH, MEHTOBO MAcCIo H
cykpanosa (E 955).

Kak uaraexna Okreanrns Ta0JIeTKH 33 CMY9UeHe H KAKBO ChALPKA ONAKOBKATA

TabnerkuTe 3a CMy4YeHe ca C LIBAT Ha CJIOHOBA KOCT, KPBIJIH H NIEKO NMPO3payHH.
OxTeaHryH TabaeTKH 3a CMyUeHe e NPEnara B KApTOHEHH KyTHH, ChAbpKaliy 12, 16, 20 unm

24 TabneTKH 3a CMyUeHe, KOHTO ca onakosanu B 6nucrepu or PVC/PVDC n anymunneso goano.
He BCHUYKM BHIOBE ONAKOBKH MOTaT fa O6LJaT MycHaTy B npoaxoa.

IIpaTexaTen HA pa3pelmeHHeTOo 3a ynoTpeba:

M.C .M. Klosterfran Vertriebsgesellschaft mbH
Gereonsmiihlengasse 1-11




50670 Cologne
['epmanpA

IIponisoadTEN:
Klosterfrau Berlin GmbH
Motzener Str. 41

12277 Berlin
[ epmaHus

To3n JexapcTBeH NPOAYKT € pa3pellen 3a ynoTpeda B ALPKABHTE YIEHKH HA EHNII nox
clieAHHTEe HMEHA!

Brarapus: OxTeaHrud 2,6 mg TabneTku 3a CMyU€He
['epManus, JlrokceMOypr: Laryngomedin Octenidin Antisept
ABCTpHA: Octeangin antisept 2,6 mg Pastillen
Benrua, Yurapna, [Tonuwa, PyMbHASA: Octeangin

Yeiuka permyOnuka, Ecronus, Jlareus, Jiurea, Cnopakus: Octenidine Klosterfrau

XbpBaTHa: Oktenidindiklorid Klosterfrau
CnoBenus: Oktenidin Klosterfrau

JlaTa Ba MocJIeAHO Npepasrjiexaade Ha JTHCTOBKATA
HexkemBpn/2025




