JIncroBka: uHGoOpMaLHd 33 moTpeburens:

Cumniancent 1 mg/g + 20 mg/g cnpeii 3a KoXka, pa3TBop
OKTEHUANH BAUXHAPOXIOpHI/ (PeHOKCHETAHOI

Symplsept 1 mg/g + 20 mg/g cutaneous spray, solution
octenidine dihydrochloride/ phenoxyethanol

lIpoueTeTe BHUMATEHO UAJIATA JHCTOBKA, MIPEAH Ja 3aMOYHETE Aa M3MOJA3BaTE TOBA JeKapcTBO,

ThH KaTO TH CHALPXKA BaXKHA 32 Bac undgopmanus,

Bunaru uanonssaite TOBA JIEKapCTBO TOUHO KAKTO € ONTHCAHO B Ta3H JIUCTOBKA WM KakTo BH € kazan

Bammus nexap nny ¢apMauesT.

- 3ana3seTte Ta3 JMcTOBKA. MoXe Aa ce HaNOXHM Ja A NPOYETETE OTHOBO.

- AKO ce HyxxJaeTe OT JONBJIIHUTEIHA HHQOpMaLysa UK CbBET, nonuTaiite Bawma dgapMmaiesr.

- AKO NTONyYNTe HAKaKBH HEXKeJIaHH peakLMH, yBeaoMeTe Baluud nekap wiu ¢papmaueBT. Topa
BKJIIOYBA U BCHYKH Bb3MOXHH HEXelaHW peakLWd, HEONMMCAHH B Ta3sH IMCTOBKA. BHkTe Touka
4,

- AKo cnea 2 ceAMULM He ce YyBCTBaTe No-2o0pe WM cbCTOsHHeTo B ce Bnouim, Tpsabsa Aa
MOTLPCUTE JIeKapcKa MOMOILL,

KakBo chALpaa Ta3H JIHCTOBKA
Kaxso npeacrasngsa CUMITTUCENT CIIped U 3a KaKBo ce
KakBo TpsafBa na 3HacTe, Mpeay Ja H3MOA3BaTe CHMI'[JTH
Kak ga nsnonspate CHMILTHCENT CNipeit
BB3MOXKHY HEXETaHU peakiuu

Kak aa coxpanasare CUMILTUCENT CripeHt . é )’3 / ‘) y, I 12 Zﬂ?-&
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1. Kakso npeacraBaaBa CHMIUIMCENT CNIPeli U 38 KaKBO ce H3M0J138a

Camnnucent cnpelf ChbabpiKa aKTUBHHTE BEIIECTBA OKTEHUAWH JTHXUIAPOXNOPHI, KONTO € aHTUCETTTHK
U Ae3HHGEKTAHT, U PEeHOKCUETAHON, kKoiTo e GaKTepUIIMIHO CPEACTRO.

HpHJI&I"a CE BbpPXY KOXKaTa 3a [TOBTAPAILO CE, Rpamomaﬁﬂo NOAABPHKALIO aHTHCCIITHHYHO JICIEHHE Ha
MAJIKH, NOBbPXHOCTHH PaHH IIPH IIALIUCHTH OT BCHYKHK Bb3PaCTOBH I'pYIIH.

2, Kaxso Tpabsa na 3HaeTe, npean xa u3noia3eate CuMniaHncenT cnpeti

He u3noassaiite CuMniaucenT crnpeii:

- aKO CTE VICPrydHHU KbM OKTEHHIUH OUXHAPOXNOPHE, GeHOKCHETAHON UAH KbM HIKOS OT
OCTAHAJIUTE CHCTABKH Ha TOBA JIEKAPCTBO (U30poeHH B TOUKA 6).

- ToBa nexapcTBO He TpAOBa Aa ce U3MON3Ba 3a MPOMHBaHE HA KOPEMHATa KyXHHa (Hanp. 1o
BpeMe Ha XUpYpruvHa onepauus [ MHTpaonepaTruBHO]), Ha NUKOUYHNA MEXYP WM ThNaHYeBaTa
mMeMOpaHa.

Ilpeaynpexnenus ¥ nNpeanasHy MepkH
I'oropeTe ¢ Bamus nekap, dapmalleBT WK MEAULIMHCKA cCecTpa, NpeAu Aa u3non3pate CHMITIY

na

WHIKEKTHpAaHE,

3a na ce u3berne Bb3IMOXHO YRpeXJIaHe Ha TBKaHUTe, TPAOBa Ja MpHiaraTe BHUMare
IEKapCcTBO, KaTo MpOAYKTLT Tp2OBa na ce npunara Oe3 HaTHCK U 6e3 1a ce HHXKEeKTHpa §
B cnyy4ail Ha paHu ¢ KYXHHH (roneMn, I6A00KH paHH Cbe 3aryfa Ha NOAKOXKHA ThKaH),




OCUIYpH OTHYaHe HAa TEeYHOCTUTE OT paHara (KaTo ApeHupaHe Wiy ynorpeda Ha CrielHaTHO JeueHne
Ha paHW/T.Hap. KOXKHA Kana/).

TpabBa aa ce H30ArBa npunoxxkeHne Ha CUMITIUCENT criped B OKOTO. B ciryuail Ha nonanaHe B ouMTeE,
W3MJTaKHeTe BegHara OOUITHO ¢ BOJA.

Jena

Jla ce npuara ¢ NMOBHUIEHO BHUMAaHKUE NP HOBOPOIEHH, 0CODEHO ITpH TakuBa, KOMTO €a pOJIeHH
HeJoHoceHH. CHMIUTHCENT Cpel MoXe Na MPUYWHN CEPHO3HH YBpEKAAHUA Ha KoxkaTa. OTcTpaHeTe
M3JTMUIHOTO KOJTMYECTBO OT NPOAYKTA H Ce NMOTPHHKETE PasTBOPHT Ja He 0CTaBa BbPXY KoXarTa no-
JTBITO, OTKONKOTO € HeobXoauMo (TOBa BKIIKOUBA MaTeEpHaNH, MOKanaHy ¢ pa3TeBopa, KOUTO Ca B MPAK
KOHTAKT ¢ TAJOTO Ha MalHeHTa).

Vnorpebara Ha CUMIITHCENT crpel npu aeua nnoja 6-roaMiiHa Be3pacT TpAdBea 1a ce orpaHuydu 10
HAKOJIKO JHH.

Apyru aekapcrea CuMiniucent cnped

Tpsabba na kaxeTe Ha Bawmsa nekap und ¢apMaueBT, ako U3MON3BATE, HACKOPO CTE€ H3MON3BANMK UIH €
BBE3MOXKHO Ja M3I0N3BATe APYTU NeKapcTBa, BRIOYUTENHO TakKUBa Oes penenTa.

He npunarafite ToBa NeKapcTBO 3a€AHO ¢ KOXKHH Ae3HHPeKTAaHTH Ha Da3aTa Ha NOBUAOH-HOJ BBPXY
ChCeHH KOXKHU MOBBPXHOCTH, Thil KaTO TOBA MOXE Ja JOBeJe A0 MPOMAHA Ha LIBETA O CHIIHO
Ka(aBO UTH BHOJIETORO.

He mpunaratite CuMIuIHcenT cripelt 3a¢qHO ¢ aHUOHHY NOBBPXHOCTHOAKTHBHHU BellleCTBa (Hanp.
CaITyH, NEPUTHH HITH MOYKCTBAWIN CPE/ICTBA), Thit KATO TOBAa MOXeE Aa JOBEAE 0 OrpaHUIaBaHE WIIH
3ary0a Ha aHTHMHKpoOHAaTa ePHKACHOCT Ha TOBA JIEKapCTBO.

BpeMeHHOCT H KLpMeHE
AKO cTe OpeMEeHHa UMY KBPMHTE, CMATaTe, Ye MoXKe JIa cTe OpeMeHHa UIW MaHupare OpeMEHHOCT,
focbBeTBalTe ce ¢ Baums nekap unu dapmaleBT rpeau ynorpebata Ha ToBa IeKapCTRO.

bpeMeHHOCT
Cumnnucent crnpeif He Tpa6Ba 1a ce u3non3sa no BpeMe Ha GpeMEHHOCT.

KbpMeHe
Marnko BepOATHO € TOBA JIEKapCTBO Ja [MPEMUHE B KEPMATA.
CumnucenT cripelt He TpsAOBa Aa ce u3n0:13Ba B 00J1aCTTa HA FEPIUTE MO BpEME Ha KbPMEHE.

Hlogpupane n pabora ¢ MALLIHHH
CuMmIHcenT crpell He TOBIHABA UM MOBNHABA NMpeHebpe kMo CrocobHOCTTA 3a WodUpaHe U
padoTa ¢ MaUIHHH.

3. Kax aa vanoaszsare Cumniaucent cnpeit

BuHary 3nof3eaiTe TOBA 1EKAPCTBO TOYHO KAKTO € ONHCAHO B Ta3y JHCTOBKA UK KakTO BH e ka3zan
Bawust nexkap uny gapmalieBT. AKO HE cTe CUI'YPHH B Hewo, nonutaite Baliusd nexkap unu
papmaLeBT.

To3u TekapcTBEH NPOAYKT TpA0Ba Ja ce H3MoN3Ba BEPXY Koxata (CaMo 3a NpUliaraHe BbpXY KoxKara).
[Mpunoxere CuMnncenT cnpeit 06HITHO BHPXY JIeKyBaHUs YHacThHK Ha KOXKaTa, I0KaTo Ce OBJI
HAIThJIHO.

W3yakaiiTe rioxe 1-2 MHHYTH Npelr H3BLPIUBaHE Ha JPYTrH NpouexypH, KaTo NOCTaBAHE
MpeBpb3ka. ToBa BpeMe e HYXKHO, 3a J1a C€ ITOCTUIHE XKeJIaHUAT edeKT Ha MPOIYKTA.
3a na OBae edUKacHO TOBA NEKApCTBO, TpAOBA Ja clleiBaTe BHUMATENTHO YKA3aHHATA,
JOITy.

CummdcenT cnpe# TpaOBa Aa ce u3oN3ea Haii-MHOr0O TpH ITBTH Ha JEH. |
He u3nonssatiTe ToBa nekapcTBo noBede oT 2 ceaMuuu Oe3 1a ce KOHCYJITUpaTe ¢ JIeKa




Ynorpe6a npu gena U IOHONIH

IToHexe CUMNNKCENT CIpeil € 3a JIOKaNHO NPpUNIoXKeHHe, TOR Ce U3MON3Ba M0 €AWH ¥ Cbll HAYHH NMPH
Bb3PACTHM, Aella K FOHOLLH.

Cummnucent cipelf Tpa6Ba fa ce U3Mon3Ba MpH gela nox 6-roJHUIHA BB3PACT CAMO HAKQJIKO AHM.

AKO CcTe H3M0J13BANH NnoBede 0T Heo6xoaumaTa no3za CuMmnaucenT crpei

MHoro MalTko BEpOATHO € ApeJo3HpaHe [PH JTOKANHU NMPOAYKTH. BBIIPEKH TOBA, KO ce
PUTECHABATE, KOHCYATHpaiiTe ce ¢ Bainus nekap win ¢apMalesT.

AKo ciygaiiHo noreaHeTe CHMIUIMcenT cripeif, TpaOBa aa ce cBbpAKeTe HedabasHo ¢ Bamusa nekap 3a
CHBET.

AKO MMaTe HIKAKBY JOITBJAHMTENHK BBIIPOCH, CBRp3aHM ¢ yrioTpebaTta Ha TOBa JieKapcTBO, MOMUTaNTe
Baiuns nexap niu ¢papMaLEBT.

4, Bb3M0OXHY HEXENAHH peakini

KakTo BCHUKH NeKapCTBA, TOBa NEKAPCTBO MOXKE J1a NMpCAH3BHKa HEXCIIAHH pCaKLMH, BBITPCKH HC HE
BCCKH I'M IOJIY4HdBa.

Peoxu (mozam da 3aceznam oo 1 na 1 000 vosexa).
Ha MsACTOTO Ha npuiiodkeHHe B MHOIO PEAKH ciyyau MoXke 1a Ce NOABH ycelllaHe 3a Mapexe,
3ayepBABaHe, CbpOeXK M ycelllaHe 3a 3aTONsIHE.

Mnuozo pedxu (mozam 0a 3acezrnam 0o 1 na 10 000 vosexa):
B13MOXHH ¢a JIOKANTHHA KOXHH peakUiu (KOHTAKTHH allepruyHH peaxkury), KaTo BpEMEHHO
3a4epBABaHE HA MACTOTO Ha NPUNOKEHHUE.

Axo Cummnmmcenr cripeff nonagHe B ycrara, MOXe Aa ITpeIU3BHKa BpeMeHHO OpuHB BKYC.

JOoNbAHHTENHH HEXKEeNAHH PEAKIIHH TPH Jela H IOHOLUIH

Ynorpebara Ha TOBa NEKApCTBO MPH HEAOHOCEHH HOBOPOJEHH MOXE Jla I0BEJIE A0 BpEMEHEH KOXeH
oOpuB (epHTEMATO3HA peaKLms).

O4akBa ce 4eCTOTaTa, BURLT U TEXKECTTA HA HEXKENAHUTE peakKLHH NpH JIcla ¥ IOHOIHH Jia € CbliaTa
KaKTO MPH Bb3PACTHHTE.

CrobniaBaHe H3 HEXEJIAHH PeaKIHH

AKO NONYyUHTE HAKAKBH HEXeNaHW JIEKapCTREHU peakuuH, yselomere Bainsg nekap unm ¢apmauesT,
ToBa BKIIIOYBA BCHYKK BB3MOXHH HEONMUCAHH B Ta3W NMMCTOBKA HEXETAHH peakLuy.

MoxeTe ¢BLIO Aa ChOOINTE HeXENaHH peakUWd JHPEKTHO Ype3 HalWOHATHATa CUCTeMa 3a
crobmaBane B U3nbnHUTENHa areHLM 110 JekapcTsara yi. ,,JlamsaH ['pyes* Ne 8, 1303 Codus, Ten.:
+35 928903417, yebcaiir: www.bda.,bg. Karo cpobuiaBaTe HexenaHu peaklMuy, MOXeTe Aa JajeTe
¢BOA NIPHUHOC 3a NOJTydaBaHe Ha [ToBeYe HHPOPMAIUA OTHOCHO D€30MacHOCTTa Ha TOBA IEKapCTRO.

5. Kak aa cexpanasare Cumnaucent cnpeit
Ha ce cpxpaHsBa Ha MACTO, HEAOCTHITHO 32 JeLa.

He n3nonseaiite ToBa NeKapCcTBO CNIeA CpOKa Ha FOAHOCT, 0T6enda3ad BepXy OyTHIIKaTa ¥ KapTOHEeHaTa
onakoBka ciex ,,l'ongeH a0, CpoKbsT HA rOAHOCT OTroBapsA Ha NMocledHU JeH OT MOCOYEHHA Mecell,

byrnnka 30 ml:
Jla He ce chxpansaBa Haxg 30°C.
Jla ce H3XBBpIK 6 Mecella CIER MEPBOTO OTBApSHE.

Bytunku or 50 ml 1 100 ml:
ToBa NnekapcTBO He H3UCKBA CTIELHAIHH YCJIOBUA Ha ChXpaHEHHUE.
Ja ce u3xebpnu | roauya cien MLEPBOTO OTBApAHE.



He usxpupnsiiTe NekapcTBaTa B KAHATA3ALMATA WM B KOHTEHHEpa 32 AOMALHK OTNalbLIN,
MonuraiiTe Bamms dapMaueBT Kak 1a M3XBbPIATE JIEKapCTBATd, KOMTO BeYe He M3Mon3Bare. Tesu
MEPKH LIe CTIOMOrHaT 3a OMa3BaHe Ha OKONTHATa cpefa.

6. ChAbpkaHie Ha 0TIAKOBKATA M A0NbIHHTENHA HHpopMalHs

Kakpo chanpxa CumMnincenT criped

- AKTHBHHM BelecTBa ¢a OKTEHHAWH AWXHIAPOXNOPUA U peHoKCHeTaHON. | g cipeit 3a KoXa,
pasTBOP ChAbpXka | Mg OKTeHUIUH AUXHAPOXNIOpHA H 20 mg dpeHOKCHETaHON.

- Tlpyru chCcTaBKH ca kokamugonponun GetanH, 38% akTHBHOCT (ChAbpXa HaTPHEB XJIOPUI),
HaTpueB [TIOKOHAT, TMLepon 85%, pasteop Ha HaTpues xuapokcua 0,4% (3a kopexuus Ha pH)
W NpeyucTeHa BOJa.

Kak marnexaa CuMnancenT cnpe H KaKBO ¢bALPKA ONMAKOBKAT2

CuMInucenT crpel e GUCTEp pa3TBop, odTH He3 MUpHC, O3 YaCTHUH WK MPELUUITHTATH, ONIAaKOBaH B
6eny OYTHIKM OT MONMMETHIIEH ¢ BHCOKA TUTBTHOCT, CHaOAE€HU ¢ TIOMIIa 32 MPBCKAHE U
MOJHITPONMKIEHOBA Kamayka.

Bunose onaxkosku: 30, 50 1 100 ml.
He BCHYKH BHROBE OMAKOBKHA MOraT Aa 0bJaT mycHaTy B Ipoaaxoa.

[IpuTexaTes Ha pa3pelIeHHETOo 3a ynoTpeba
Egis Pharmaceuticals PLC

1106 Budapest, Keresztari at 30-38.

YHrapus

ITpounsroauTe.

Dr. August Wolff GmbH & Co KG Arzneimittel
Sudbrackstrale 56

33611 Bielefeld

["epmanud

To3Hu JekapcTBEH NPOIYKT € oaobpeH B cTpaHUTE-YJIEHKH HA EsponefickaTa HKOHOMHYECKA
O0LIHOCT ¢BLC CleJHHTEe HAUMEHOBAHHA !

Yurapus Octizy 1 mg/g / 20 mg/g kiilsOleges oldatos spray

Yexun Octizy

Cnopaxkus Octizy

JlaTeus Octezy 1 mg/g / 20 mg/g uz adas lietojams aerosols, Skidums
JInTea Octezy 1 mg/g / 20 mg/g odos purSkalas (tirpalas)

IIoJia Symplisept

Brarapus Cummrcent 1 mg/g + 20 mg/g cnpeit 3a Koxa, pasTBop

Symplisept 1 mg/g + 20 mg/g cutaneous spray, solution
PyMbHuS Octizy 1 mg/g / 20 mg/g spray cutanat, solutie

JaTa Ha noc/ieHO NMpepasriexaaHe HA JTHCTOBKATA
ABrycrt, 2024 r,




