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OKTEKEDP 1 mg/ml + 20 mg/ml cnpei 3a koxa, Pa3TBOP— - e A e I R T

OKTeHHAHH ANXHAPOXTOpUA/PeHOKCHETAHO

OCTECARE 1 mg/ml + 20 mg/ml cutaneous spray, solution
Octemidine dihydrochloride/Phenoxyethanol

[IpoyeTeTe BHHMATEIHO UANATA JHCTOBKA, NPeaH A2 3aM0YHETE A2 H3MO0J3BaTe TOBA JIEKapCTBO,
ThH KaTO TH ChALPXKA BaxHA 32 Bac nudopmanun.

Buuary u3non3galiTe TOBA NCKAPCTRO TOUHO KAKTO € OTHCAHO B T3k JIMCTOBKA WK KakTO By € xazan
BawusTt iekap, (papMaueBT HIH MEIHLHUHCKA CeCTpa.

3anazete Ta3M NUCTOBKA. Moke fa ce HaNOXH 1a s npOveTeTe OTHOBO.

AKO ce HYyX/JaeTe OT AOIMbAHUTENHA HHpOpMaUua UK CBBET, nonuTaiTe Bawmnsa ¢papMalesT.

AKO Nony4MTe HAKAKBH HEKENlaHH JIeKaPCTBEHH peakUuH, yBegoMere Baiug nekap, gapmaiest
HJIH MeJHLIMHCKA cecTpa. [0Ba BKMOUBA H BCHUKH Bb3MOKHU HEKENAHH PeaKUUH, HEOMHCAHH B
Ta3H JucToBKka. BrkTe Touka 4.

Axo cned 14 nHU He ce YyBCTBaTE MO-A00pe MK ChCTOAHHETO BH ce BAOLIN, TpAOBA A& NOTbPCHTE
neKapcka oMo,

KakBo chbABPKA TA3H JIHCTOBKA

o AL b —

Kakso npegcrasnasa OKTEKEBP u 3a kakBo ce n3nonssa
Kakeo Tpa0Ba na 3Haere, npeiaun aa uznonssate OKTEKEBP
Kaxk na usnonseare OKTEKELP

BBb3MOKHH HeXenaHu peakLUu

Kak na cexpansBatre OKTEKEBP
CeabpkaHye Ha ONAaKOBKATA H JONBIHUTENHA HHOPMALIUA

Kakso npencrasiaasa OKTEKEDP u 32 kxakpo ce H3N0J13BA

OKTEKEDBP e autrcenTuk, koHTO ce mpunara BbpXy KOKaTa HIH PaHHTE ¢ 1SN YHUUIOKABAHE Ha
MHKpPOOHTE H HHPEKLMO3HHTE areHTH M CIOMAara 3a npeaorepatasaHeTo Ha HHPperuun. OKTEKEBP
CbAbLPKA BE aKTHBHH ChCTABKU: OKTEHHNH ANXHAPOXIOPHA H (PEHOKCHETAHON, KOUTO ¢a ePEeKTHBHH
cpeuy DakTepunTe H rBOHUKHTE.

OKTEKEDBP e npennasznauen 3a ynoTpeba npH Bb3pacTHH H J€la HA BCAKAKBA Bb3PacT 3a:

AKo cnen 14 aHd He ce YyBCTBaTe No-100pe Wik cheTosuneTo Bu ce Broww, TpadBa aa n
JIEKAPCKa NOMOLL,

" [OBTApPAIIO CE&, KPaTKOTPAHHO aHTHCENTHYHO 00pabOTBaHEe Ha NUIABHHATA H CHCCAHHTE ThKAHH
MPeAH 3aMOYBAHETO HA JHATHOCTHYHU NPOLEIYpH B AHOT€HUTANHATA OOJIACT, BKJIKOUHTENHO
BarMHaTa, BYNBATa H TIaBHYKATA HA MEHUCA, KAKTO H MPEAH KATETEPH3ALHA HA MHKOYHHA MEXYD

* AHTHUCENTHYHO TPETUPAHE HA MAJIKH, ITOBbPXHOCTHH PAHHYKH H Ae3HH(eKuHs Ha KoXaTa npegu
3arI0YBAHETO HA HEXUPYPrHYECKH NPOLEAYPH

® HEMPOABMKUTCIAHO NOAABPAKAWO AHTHCENTHYHO TPETHPAHE HA MEKIYIIPbCTOBH MMKO3H
(rbOHUHA HH(EKUNA HA oOnacTTa MeXAY NMPBCTUTE HA PBLETE WK KPaKaTa).




2, Kakso TpadBa na 3aaere, npean ga u3noaisate OKTEKEDP

He uznoassaiite OKTEKEDBP:

- aKO CT¢ aIeprHYHH KbM OKTEHHAWH AHXHUAPOXAOPHA, (PECHOKCHETAHON WIH KbM HAKOSA OT OCTaHaauTe
CBCTABKH Ha TOBa JICKAPCTBO (M30pOEHU B TOUKA 6)

- 33 [IPOMUBAHE HA KOPEMHATA KYXHHA (HaNp. HHTPAONMEpaTUBHO ), THKOUYHHSA MEXYD WIH ThiaHyeTaTa
(MeMOpaHaTa B CPeIHOTO YXO0, KOsiTo BUOpHpa B OTTOBOP Ha 3BYKOBHTE BBJIHH).

llpeaynpexnenns # OpeanaszHuE MepPKH
["'oBOpeTe ¢ Bawa nekap, dapmanest unu MeauuunHcka cectpa, npeau na usnonzeare OKTEKEDBP.

OKTEKEDP e camo 3a prHLIHA yioTpeba.

He nornsaiite OKTEKEDBP u He nospoassaiite Ha OKTEKETDBP na Hanese B kpbBooOpalIeHHETO,
HaMp. BCIEACTBHE HA CNYYAHHO UHKEKTHPAHE,

Caen npoMuBane Ha ABLIOOKH paHH CbhC CMPUHLOBKA € HMAO ChODLIECHHA 3a YIIOPUTH OTOLIH, EPUTEM H |
HEKPO3a HA TbKAHUTE, KATO B HAKOM ClydaM € HEOOX0auMa XHpYPrHiecKa peBU3HsA {Bxk. TOUKA 4).
32 na ce n3Gerne YBpeXKIaHETO HA THKAHHTE, IPOAYKTHT He TPAOBA A2 ce NPRJIATa ¢bC CIPUHIOBKA

g Jea0okata ThKAH, OKTEKEDP ¢ npeananaven camo 32 NOBLPXHOCTHO NPHIOKEHAE (Mpe3
A3M0JI3BaHE HA TAMIOH HJIH Ype3 NpbcKaHe),

Ja ce npunara ¢ MoBHIIEHO BHUMAHHE TIPH HOBOPOJEHHU, 0cOOEHO IPH TAKHBA, KOUTO ¢a POACHH
HeaoHoceHu. OKTEKEDP moxe aa npuynHU CEpUO3HU YBpPEXKAAHUA Ha KoxkaTta. OTcTpaHeTe H3NHUIHOTO
KOJIMYECTBO OT MPOAYKTA H €€ NMOTPHKETE PA3TBOPDHT Ja HE OCTaBa BbPXY KOXAaTa Mo-Ab/ro, OTKOJIKOTO €

HeO0X0AUMO (TOBA BKJIKOYBA MATEPHANH, TTOKAMIAHM C Pa3TBOPA, KOMTO €A B MPSK KOHTAKT ¢ TAJIOTO HA
NALMEHTA).

Tpabsa na ce usbarea npusoxenne va OKTEKEDP B okoto. B cnyuaii Ha nonagaHe B 04HTE, H3IJIaKHETe
B¢AHAra ooGunHo ¢ Boaa.

[Tpu MexaynpbLCeTOBH MHKO3H (MbONUHa HHGEKIHA Ha 0BnacTTa MEX/ly NPBCTHTE HA PHUETE HITH
kpakaTta) OKTEKEDP ce u3non3sa caMo 3a HenpoabHKHTENHO HOAObPXKALLO AHTHCENTHYHO TPETHPAHE,
B takuBa cnyuan ce ¢ebpxkerte ¢ Bauug nekap win ¢apMaleBT, 3a 1a ¢€ KOHCYNTHpaTe ¢ HETo/Hed. 3a
MOCTHTaHE Ha Hal-100pu TepaneBTHYHH ePeKTH CneaBaliTe BHHMATEHO HHCTPYKUHHTE M TIPENOPbKHTE
Ha IEKapa Wau dpapMauesra.

Apyru nexaperea u OKTEKELP
Hudopmupaiite Balius nekap nin gapmaleBT, ako H3NOI3BaTe, HACKOPO CTe H3NOoN3BalU HIU €
BB3MOXHO 1a H3MOJ3BATE APYTH JIeKapCcTRa.

He cmecsaiite OKTEKEBP ¢ apyru npenapatu u no-koHkpeTHo He u3nonspaiite OKTEKEDP s
KOMOWHALHA ¢ aHTHCENTHIMN Ha 6asarta Ha PVP-ioa (komnaexc noBUAOH-H0) BbPXY ¢bCEAHH 00/IaCTH OT
KO’KaTa, TbH KaTo MOKE Ja € NOJYYH HIMCHEHUE HA UBETA OT CHIHC KahGABO A0 BUONSTORO NO
rpaHU4YHuTE 00acTH.

HM30sreafiTe KOHTAKT ¢ aHHOHHH NOBbPXHOCTHOAKTUBHH BELIECTBA, HAND. JeTCPreHTH
npenapartu. 3apaaH Bb3MOKHOCTTA OT B3aUMOCHCTBHE C AaHHOHHU CBEIHHEHUA CE 11
H3NON3BAHETO Ha JACCTHIUPaHa BoAa (MK BOJA 3a HHKEKLWU) KATO pa3sTBOPHUTEN.



OKTEKEDP ¢ xpana, HANHTKH # AJIKOXO0J
OKTEKEDP e npeana3nayeH camo 3a BbHIUHA yroTpeda.

bpeMeHHOCT, KbpMeHe B PePTHIAUTET
Axo cTe OpeMeHHa WIH KbPMUTE, CMATATE, Ue MOXKE 1a ¢Te OpeMeHHA WITH TNTaHUMpaTe OPEMEHHOCT,
nochBeTBaliTe ce ¢ Baung nekap unu dapmaueBt npeay yrnorpedara Ha TORA EKapCTBO.

bpeMenHocT
Kato npeanazna Mspka € 3a npeanouudTane aa uidarsare u3nos3eadeto Ha OKTEKEDP no speMe Ha
Opemennoct. He usnonssaiite OKTEKETLP, ocen ako He e MocoueHo ACHO OT Baluns aekap.

KbpMmeHe

KaTto npeanazna mspka € 3a npeanoudtane aa u3dareare usnoaszpanero Ha OKTEKEDP no BpemMe Ha
kbpMeHe. He uznoseaiite OKTEKEBP, ocsen ako He € nocoueno scuo or Bawus nekap. OKTEKEDGP
He Tpa0Ba Aa ce u3no3Ba B odnacTta 61130 A0 IbPAUTE NIPH KbPMEIIHTE MAHKH.

DepTuauTeT
Epextute ot OKTEKEDBP Bbpxy depTunureTa npn xopara He € npoy4eH.

[Hlo¢gupane 1 padoTa ¢ MAHIUHE
OKTEKEDBP He Bnuse Ha cniocobHocTTa 32 lodupaHe u paboTta ¢ MallIMHK.

3. Kak 3a uznomzeare OKTEKEBP

BuHard nsnonssaiite TOBA 1€KAPCTBO TOMHO KAKTO € OMUCAHO B Ta3H IMCTOBKA MW KakTo BH e kaszan
Bawusat nekap, papmMaueBT MIIM MEAWLUMHCKA cecTpa. AKO HE CTE CHTYPHM B HELNo, NonuTakite Bamus
nexap, papManeBT HIH MEJUUMHCKE cecTpa.

HauyuH Ha npHACKEHUE
[Tpunarase Bbpxy kKoxara

OKTEKEDBP e npenHaznayen 3a noBbpXHOCTHO MPUNOKEHWE W HEe TPAOBaA Aa Ce npunara, Hamp. ¢be
CIOPUHLIOBKA B OIbIOOKATA ThKAH.

OKTEKEDP ¢ npeanasHaven 3a ynotpeba BbpXy KoXaTa MJIH MAJTKH, NOBBPXHOCTHH paHH.
OKTEKEDBP ce npenopnusa 3a ynorpeda B HepaspeaeHa hopma.

OcBeH ako He € npeankcano Apyro, npuiaaraite BHumMatenHo OKTEKEBP Beaubx HA A€H, KaTO
MpLCKATE BLPXY JIECHOAOCTBIIHM 00JIacTH, 3a a C€ OCUIYPH MbAHO OMOKpPAHE. ANTEPHATHBHO
npunaraiite OKTEKEDP, kato ro Hanpbckate BbpXy TAMIOHHW H CJIe] TOBA BTpUETE B TPETHPaHaTa
oDaacT, KaTo H3non3BaTe €AUH clieq ApYr Haik-manxko asa Tamnona, Hanpbekann ¢ OKTEKELP, 3a na
OCHCYPHTE NBJIHO OBIaxHaBaHe. [lpunaraveTo ¢ TAMNOHH € NPeANOYUTAHUAT METO.

ase MHHYTH, cneq kato OKTEKEDBP u3cbxHe HanbaHo.




[Ipu HeNPOABMAKHTENHO NOATBPKALIO AHTUCENMNTHYHO TPETHPaHE Ha MbOMUHA HH(EKUHS B 00NacTHTE
MEKIY NPBCTUTE HA PBUETE WK KpakaTa NpoAYKTHT TPA0Ba n1a Ce NpbCcKa BbpPXY 3acerHaTHTE 00AaCcTH
CYTPUH H Beuep.

Crengaiite BHUMATENHO UHCTPYKUHHTE, 3a J1a TOCTHIHETE KeJaHHs epekT.

He n3noaseaiite OKTEKEDP no-avaro ot 2 cenMuum, 6e3 na ce KOHCYNTHpate ¢ Bawuus nekap.

YnorpeGa npu aena H IOHOLIH
Hosuposkara Ha OKTEKEDP e eana u cbuia 3a Bb3pacTHu U feLa.

AKO ¢Te H3NM0/13BAJIH HOoBeYe 0T HeoOXxoauMaTa 032 OKTEKEDBP
[penosupadero ¢ OKTEKEDGP cnen nokanno npunoxkenne e noYtH HEBb3MOXKHO. AKO HMATE HAKAKBH

CbMHEHMA, Ce CBbpKeTe ¢ Baliua nekap, dapMaueBT i MeIHLHMHCKA cecTpa.

Axo norvirere OKTEKEDBP, ce cpppxete HesabasHo ¢ Baliua sekap.

AKo c¢te nponycHain aa uznonzsare OKTEKEDBP
He m3non3saiite neoiHa n03a, 3a Aa KOMIEHCHPATE MPOMYCHATATA.

AKo cte crpesin ynotpedara ua OKTEKEDBP
AKO HMaTe HAKAKBH JAONBbIHUTENHU BBIPOCH, CBBP3aHM ¢ YIOTpedaTa Ha TOBA JIeKapCTBO, NOMUTANTE
Bawuns nekap, ¢papManeBT WM MEIMLIMHCKA CECTPA.

4, Bb3MOXKHH HEKeJIAHH peaKnH

KakTo BCHUKHM nekapcTBa, TOBA JEKAPCTBO MOXKE Ja MPEAH3BHKAE HEKENAHH PEaKUHH, BLIPEKH ue He
BCEKH FH [0JIYYABA.

CrneJHUTE HeXeNnann peakuiH ¢a HabIioJaBaHH NPH NPOAYKT, KOUTO ChAbPXa OKTEHHIHH
ANXUAPOXIOPHA H (PEHOKCHETAHON:

Peaku nexxesann peaxuun (Moxke 1a 3acernat a0 1 ua 1 000 aymn):
YcellaHe 3a mapeHe, 3a4epBaBaHe, cbpoek, 3aTonsAHE,

Muoro peaxu HexkeJIaHH peakiHn (Moxe a3 3acernar 10 1 wa 10 000 gymn):
ANEPruYHK PEAKUUH MPH KOHTAKT, KATO HAalpUMep BPEMEHHO 3aUePBABAHE HAa MACTOTO HA NPHJIOKEHHUE.

( HeW3BEeCTHA MeCTOTA (OT HANHYHHTE JAHHH He MOKe A2 Obje HAPABEH? OLEHKA):
Cnen npoMuBaHe Ha AbAOOKH PaHH ChC CITPHHLIOBKA € HMAJIO ChOGILIEHHS 33 YIIOPUTH OTOLH, EPUTEM H
HEKPO3a HA TbKAHHWTE, KATO B HAKOM C/IyUYaH ¢ OKnJa HeoDX0auMa XHpYpPruYecka peBusnsg (Bxk. Touka 2).

Cbo0maBaHe HA HeXKEJIAHH PEAKIHH
AKO NOIYUYHTE HAKAKBH HEXKENAHU Peakliuy, yBeaomMeTe Bawug nekap, hapMauesT unu MEIHLIMHCKA
cecTpa. ToBa BKIFOUYBA BCHYKH BL3MOXKHH, HEOMKUCAHH B TA3H JIMCTOBKA HEXENIaHH pPeak
CHLIO A ChOOLIHTE HEXKENAHU PEAKIIHYA THPEKTHO Upes

M3mbaHKTEIHA areHUMs 1O JieKapeTeaTta
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KaTo choblagare 3a HEWKEaHH PeakiUMH, MOKETE Ja JaJeTe CBOA NPHHOC 3a [IOMy4YaBaHe HA TIOBEYe
HHGOpMaLMa OTHOCHO 0€30MacHOCTTa HA TOBE JIEKAPCTBO.

S, Kak na ecexpanaeare OKTEKEDBP
[la ce cbXpaHaBa Ha MACTO, HEAOCTBITHO 34 ACLA.

He n3nonsgaiite ToBa 1eKapcTBO CJIEA CPOKA HA FOJHOCT, OTOENS3aH BEPXY KAPTOHEHATA OMaKOBKa.
CpOKbT Ha FOAHOCT OTrOBaps Ha MOCIEAHHA AeH OT NOCOUEHHS MeceLl.

To3u NCKAPCTBEH MPOAYKT HE U3WCKBA CMeUHANHH YCI0BUA HA ChXPaHeHHUE.

Cnen mbpBa ynorpeda OKTEKEBP 1paGea na ce usznonzea B paMKiTe Ha | roJHHA, HO HE H CIEJf CPOKA
HA FOAHOCT.

He HSXB'prHﬁTE MCKAPCTBATA B KaHaTH3aUHATa HIIH B KOHTEH HEPa 3a AOMAIlHK oTHAALUH. [TonuTtaiite
Bauius cbapmaueBT Kak Ja H3XBBLPJIATE JICKapCTBaTa, KOMTO BCUC HE U3NMOI3BATE. Te3u MEPKH LLEC
CIIOMOI'HAT 34 Olla3BaHe Ha OKOJIHATa cpeaa.

6. CbIbpKaHHe HA GNIAKOBKATA H I0NBJIHHTETHA HHPOPMALHS

Kakgo ¢cpabpxka OKTEKEDBP
* AKTHBHHTE BELUECTBA Ca: OKTEHHAWH IUXUApOXTOpuA H (peHOkcueraHon. 1 ml cnpelt 3a koxa,

pa3TBOP, CbAbpXKAa | MZ OKTEHWIHH AHXHApoxaopua U 20 mg PpeHOKCHETAHO.

= JlpyruTe CbCTaBKM ca: HaTpHER TIIOKOHAT, INKuUepo, kokamugonponunberann CAB 30-LQ-
(MH), npeuncTeHa BOJA H XNOPOBOIOPOIHA KHce/HHa, pasTeop 10% 3a kopekuua Ha pH (ako e
HeOOX0AUMO).

Kak uiriexna OKTEKEDP 1 xakeo ¢babpka 0NaKOBKaTA
OKTEKEDP ¢ 6uctep, Oe3uBeTeH pa3TBop ¢ XapakTepeH MHPHC, KOITO ce npeanara B 641a

nonuetnenosa (HDPE) Oyrunka ¢ 0,20 ml nosupamta nomna ot nostnetuned (HDPE) u monunponunen,
cbabmkauia S0 wau 250 mi pasteop.

He Bcuuky BHAOBE ONAKOBKU MOTaT 1a ObAAT MycHaTH B npoaaxda.

IIpuTe:kaTen Ha pa3pemeHHneTo 32 yRoTpe6a
Bausch Health Ireland Limited

3013 Lake Drive

Citywest Business Campus

Dublin 24, D24PPT3




HUprnanaus

HpouseoanTe

ICN Polfa Rzeszow S.A.
ul. Przemystowa 2
35-959 Rzeszow

[lona

ToBa JexkapeTBo e pa3pewieHO 33 ynorpefa B AbpkaBHTe — WiIeHKH HA EBponeiickoro
HKOHOMHY€CKO NPOCTPAHCTRO MO CJASTHHTE HMEHA:

Mouma Maxiseptic
bharapus OKTEKEDBP 1 mg/ml + 20 mg/ml cnpe# 3a kowxka, pasreop
Jlutea Duoseptic 1 mg/20 mg/ml odos purSkalas (tirpalas)

HdaTa Ha nocaeAnHo NpepasriexkaaHe HA JucToBKaTa: 05/2023




