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Cumnancent 1 mg/g + 20 mg/g cupen 3a Koka, pasrBop ~ 7-// " /’é"? 19 -021 8%

OKTEHMUIMH JAMXHAPOXIOpH/ (PEHOKCHETAHO!I

JIucroBka: nndopmauus 3a norpedure

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

[Ipouerere BHHMATEHO IS1J1ATA JIMCTOBKA, IPE/AH /12 3alI0YHETE 14 H310J13BaTe TOBA JIEKAPCTBO,

ThH KATO T3 Ch/IbPKA BaKHa 3a Bac nnpopmanns.

BuHaru u3rnoJi3BaiTe ToBa JIEKapCTBO TOYHO KAKTO € OMMCAHO B Ta3M JIMCTOBKA WJIKM KakTo By e Kasai

Bauims nexap wiau papMauesrt.

- 3anasere Ta3u JUMcToBKa. MOJKe J1a ce HaJI0KH J1a s [IpoYveTeTe OTHOBO.

- AKO ce HYJKJaeTe OT JIOIbJIHWTEIHA UH(OpMaLMs MK CbBET, nonuranre Bawus Gpapmatesr.

- AKO MOJIy4YuTe HAKAKBH HEJKE/IaHW peaklvu, yBejoMere Bawus nekap win papmanesr. Tosa
BKJIFOYBA M BCUMUYKH Bb3MOIKHH HEKEJIAHW peaKlIMU, HEOTIMCAHM B Ta3H JIMCTOBKA. BHxKTe TOUKa
4.

- AKO ciie]l 2 CEJIMHMIIM He ce YyBCcTBaTe 110-100pe Wi cbeTosHueTo Bu ce Biowm, TpsOsa na
MOTbPCUTE JIEKAPCKaA MOMOLLL.

KakBo ¢habpika Tasu JINCTOBKA

Kakso npeacrasnsia CUMIIMCENT Crper U 3a KaKBO C€ M3110/13Ba
Kakso TpsOBa /1a 3Haere, rpeau aa uinosaspare CUMILUIMCENT CrIper
Kak j1a u3nonszeare CUMILUIMCENT Cpen

Bb3MOKHH HEXKeJIaHU peaKlUH

Kak na cbxpansBare CUmruiMcentT Ccripen

Cbabp/KaHHe HA ONAKOBKATA U JIONbJIHUTEIHA HHPOpMaLKS

o un B b N o—

1. KakBo npeacrap/sia CumMinincenTt crpei  3a KaAKBO ¢e M3110J/13Ba

CUMIUTHCENT Cripel ChbpKa aKTUBHHUTE BELIECTBA OKTEHWAMH JIMXUPOXJIOPH/L, KOUTO € AHTUCEITTHK
n J1e3uH(beKTanT, U PEHOKCHETAHOJ, KOUTO € DaKTEPULIM/IHO CPEe/ICTBO.

ﬂpuﬂara CC BbPXY KOKaTa 3a 1noprapAauio cce, I{pHTI{D'I‘pﬂﬁHD MO TbpPyKalllo aHTHCECIITHYHO JICHCHHUC HAd
MaJIKH, NMMOBBPXHOCTHH paHH MNMpH NAatHEHTH OT BCHUYUKH Bb3PaCTOBH I'PYIIH.

3 Kakso TpsioBa aa 3uaerte, npean jaa uinoassare CummiancenT cnpex

He n3noassaiire CumiuincenT cnpeit:

- aKO CTE aJIeprMyHH KbM OKTEHH/AMH JIUXHAPOXIIOPHIL, (DEHOKCHETAHOJI MIIK KbM HAKOS OT
OCTaHaJIuTe CbCTABKM HA TOBA JIEKAPCTBO (M30poeHH B TOUKa 6).

- Toa nekapcTBO He TpsOBa /1@ ce U3110J13Ba 3a IPOMUBAHE HA KOpEMHATa KyXHHa (Hanp. 1o
BpEME Ha XMpYpruyHa onepaius [MHTpaonepaTuBHO|), Ha MUKOYHUS MEXYP WK ThllaHYeBaTa
memOpaHa.

[Ipeaynpexaenust H NpeaANa3sHH MEPKH
["oBopeTe ¢ Bawus nekap, papMaleBT WKW MeIMIIMHCKA cecTpa, Npeau aa uinoaspare Cumrmcent

CIIPEH.

I"‘__...-- i

He u3nos3paiiTe JIeKapCTBEHUS NPOLYKT B [10-FOJIEMH KOIMUECTBA, OTKOIKOTO € HEOOXOMMO, He 10 /7 S,
MOrIbLUANTE U HE MO3BOJIABANTE /14 HaBIe3e B KPbBOOOPALIEHHETO, HAlp. BCACACTBUE HA CAYHARHO . "\
HHIKEKTHPAHE. | 3 ferad '
3a j1a ce u3berte BL3MOXKHO YBpeXk/1aHe Ha ThKaHWTe, TpAOBa j1a npujarate BHUMATEAHO TOBA | o |
JIeKapCTBO, KaTo NPOAYKTHT TpsOBa /1a ce npunara 6e3 HaTUCK 1 Oe3 na ce MIDKEKTHPA| B THKAHTA. /= )

%



B ciyuaii Ha paHM ¢ KyXHHH (rojiemu, 1bJ00KH paHu ¢be 3aryda Ha 1oKokHa ThbKaH), TpsidBa ja ce
OCUI'YPH OTHYAHE HA TEYHOCTUTE OT paHaTa (KaTo JAPEeHUpaHe UK yrnorpeda Ha CrielMalHO JIeHeHHE
Ha paHW/T.HAp. KO’KHA Kjana/).

TpsOBa na ce n3dsrea npuiokenue Ha CUMILIMCENT CIIPEH B OKOTO. B ciiyyal Ha rionajaaHe B O4MTe,
W3IJIakHeTe BeaHara OOMIIHO ¢ Bo/1a.

Jlena
Jla ce npunara ¢ nMOBUUIEHO BHUMAHHE NTPU HOBOPO/ICHH, OCOOEHO TPHU TaAKMBA, KOMTO Ca POACHH

HeJoHoceHH. CUMIUTMCEINIT CIped MOJKE J1a IPUYHMHM CEPUO3HU YBPEXkK/IaHUs Ha KoxKaTa. OTcTpaHere
M3JIMILHOTO KOJIMYECTBO OT [MPOAYKTA H CE MOrpyKeTE pasTBOPHT J1a HE OCTABA BbPXY KOXKaTa 1o-
B0, OTKOJIKOTO € He0OX0/1MMO (TOBA BK/IIOYBA MaTEpHUalIU, 1OKAIaHMU ¢ pa3TBOpa, KOUTO ca B IPsK
KOHTAKT C TAJIOTO Ha MnauMeHTa).

Ynorpebara Ha CumnancenT cnped npu aeua noa 6-roauuiHa Bb3pacT TpsOBa 1a ce OrpaHuyiu /10
HAKOJIKO JIHH.

Jlpyru jgekapcrea Cumniucent cnpeit

Tpsabsa na kaxkere Ha Bawins nekap win papmaueBsT, ako M3I10J13BaTE, HACKOPO CTE U3IO0J3BA/IA HIIH €
Bb3MOKHO J1a U3MOJI3BATE JIPYIH JIEKAPCTBA, BKJIIOYMTEIHO TaKuBa 0e3 pelernra.

He npunaraiite ToBa JeKapcTBO 3ae/1HO C KOKHH JAe3HH(EKTaHTH Ha 0a3aTa Ha NOBMIOH-HO/L BbPXY
CbCE/IHU KOXKHH MOBBPXHOCTH, ThH KATO TOBA MOXKE /1a JIOBE/I€ /10 NMPOMSHA Ha LIBETA J10 CHIIHO
Ka()siBO UM BHOJIETOBO.

He npunaraiite CumrmcenT crpeid 3ae1H0 ¢ aHHOHHHM MOBbPXHOCTHOAKTUBHH BELILECTBA (Hanp.
caryH, NepuIHK WK NMOYMCTBALLM CPE/ICTBA), Thil KATO TOBA MOXKE /1a JI0BE/I€ /10 OrpaHHYaBaHe Wiu
3ary0a Ha aHTUMHUKpOOHaTa e(pMKACHOCT Ha TOBA JIEKAPCTBO.

bpemennocT U KbpMmeHe
AKo cTe OpeMeHHa MJIK KbPMUTE, CMsTaTe, e MOJKe J1a cTe OpemMeHHa uiau rnjiaHupare OpeMeHHOCT,

nocbBeTBaiTe ce ¢ Bawus siekap uiu gapmauesT rpeaun ynorpedara Ha TOBa JIEKapCTBO.

bpeMeHHOCT
Cumnmcent cripeit He TpsOBa j1a ce U3noJi3ea 1o BpeMe Ha OpemMeHHOCT.

KbpmeHe
Masiko BEpOSITHO € TOBA JIEKAPCTBO /1a MPEMUHE B KbpMaTa.
CuMmrniucenT cnipeit He TpsOBa aa ce u3noJi3Ba B o0JiacTra Ha MbPAMTE 110 BpEME Ha KbpMEHe.

[llopupane n padora ¢ MmamuHy
CHUMIIIMCEIIT CIIpei He NMOBJIUSBA MIIK MOBJIMABA NPeHeOpeRkUMO crnocodHoCTTA 3a odupaHe 1

paboTa ¢ MallMHH.

3. Kak sa n3nosassare Cumiiincent cnpen

Bunaru u3nosi3BaiTe TOBa JIEKapCTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA MJIKM KakTo By e Kaza
BauusT nexap nim papmaueBt. AKO HE ¢Te CUI'YPHH B HELLO, rnonuraire Bauus nekap niu
¢apmauesT.

To3u nekapcTBeH NpOAYKT TpsAOBA Jla ce U3IoJI3Ba BbpPXY KoxkaTa (Camo 3a rnpujiaraHe BbpXy Koxara).
[Tpunoxkere Cumnmcent cripeit 00MIHO BbPXY JIEKYBAHHS YHACTbK Ha KOJKaTa, /IOKATO C€ OBJIAYXKHH
HaIlbJIHO. e 3
M3yakaiTe noHe 1-2 MUHYTH Npeir U3BBPLIBAHE HA JIPYTH [POLIE/LYPH, KATO MOCTABAHE HA. "
npeBpb3ka. ToBa BpeMe € Hy)KHO, 3a J1a Ce MOCTUIHE KeAaHUST eeKT Ha NpoyKTa. /) . A
3a j1a Obae epUKacHO TOBA JieKapcTBO, TpAOBA /1a ciie/IBaTE€ BHUMATEIIHO }’Hﬁ?aHHHTH.ﬂiDGGHEHH o 3\ & \\
10J1y. Il B | |
CuMruiMcenT cripei TpsOBa J1a ce M3110J13Ba Hah-MHOTO TPH ITbTH Ha JIEH. W\ 2 I X |,



He u3nos3paiiTe TOBA JIEKAPCTBO MOBeYe OT 2 ceAMHULM Oe3 jla ce KOHCYJ/ITHpATE C JieKap.

Yunorpebda npu aeua 1 OHOUIH
[Tonexe CUMIUIMCENT CIIPEH € 3a JJOKAJIHO MPUJIOKEHHUE, TOH CC U3I10JI13BaA 110 €/IMH U CblL HAYHH TPH

Bb3pacTHH, J1€La U IOHOLLH.
CuMnMcenT cripeit TpsiOBa ja ce M3n0J13Ba Mpy Jena 1o 6-rojiMuHa Bb3pact caMO HAKOJIKO JIHH.

AKO ¢Te H3MOJI3BAJIM moBeve o1 Heodxoaumara a1o3a CumMivincenT crnpen

MHOIro MaJIko BEPOSITHO € Ipe103upaHe MNpH JIOKaJIHH MPOAYKTH. Bbripeku ToBa, ako ce
npuTeCHsBaTe, KOHCYATUpaiiTe ce ¢ Bawus nekap win (hapmaniesT.

AKo ciyuaitno norsjinere Cumrimcent cripei, Tpsadsa ja ce cebpikere He3abaBHO ¢ Baus jiekap 3a

CbBECT.

AKO UMaTe HAKAKBH JIOMBJIHUTEIHHA BLIIPOCH, CBbP3aHK ¢ yroTpedara Ha TOBA JIEKAPCTBO, MOMNUTAUTE
Bawius jiekap Wian papmauesr.

4. Bb3MOKHH HEKEJTAHH PeaKIHH

KakTo BCHYKH JekapcCTsa, TOBa JICKapCTBO MOKE J1a MNMpeAN3BHKa HEKC/IAHH PCAKLIMH, BbITPCKH HC HC
BCCKH I'H 110J1YyHaBAd.

Peoxu (moeam oa zaceenam oo | na 1 000 voseka).
Ha MacTOTO HA NPUIIOKEHUE B MHOTO PE/IKH ClIyHan MOJKE J1a Ce OB YCCIIAHE 3a IapeHe,
3ayepBsiBaHe, CbpOEK U ycellaHe 3a 3aTOIUIsHE.

Muoeo peoxu (moeam oa zaceenam oo [ na 10 000 vosexa).
Bb3MOKHH ca JIOKAJIHK KOYKHH peakUMH (KOHTAKTHH &JIEPrUYHH PeaKiliH ), KaTO BPEMEHHO
3ayepBsiBaHE HA MACTOTO HA NPUITIOKEHHE.

Ako CUMIUIMCENT CIIPEH nonajiHe B ycrara, MOXe Jia Nnpeiu3BuKa BpEMCHHO ropHuB BKYC.

JIONBJAHHMTE/THH HEKEJAHN PeAKUHH IIPH /Iela U I0HOIIH

Ynorpebara Ha TOBA JIGKAPCTBO [PH HEJJOHOCEHH HOBOPO/IEHH MOKE J1a JIOBE/IE 10 BPEMEHEH KOJKEH
OOpHUB (epUTeMaTO3HA PEaAKLIHS).

OuyakBa ce 4ecToTaTa, BUAbT WU TEKEeCTTa Ha HEeXKEJIAaHUTE Peaklvu MpPH J1e1la U KOHOLIK J1a € Chllarta
KaKTO MpH Bb3PACTHHTE.

Cho0maBane HA HEKEJIAHH PeaKIHH

AKO 110JIy4HTE HAKAKBH HEJKEeJIaHM JIEKapCTBEHHU peaklrH, yBejomere Bawius nekap uiu papmaiienr.
ToBa BKJIHOUBA BCHYKH BB3MOKHHU HEOINMMUCAHU B Ta3H JIMCTOBKA HEXKEIAHHU PEAKLIHH.

Moskere Chlilo Ja ChbOOLIMTE HEXKETaHU PeaKLMK JIMPEKTHO YPe3 HallMOHaIHATa CUCTEMa 34
chobapane B Mambanurenna arenums no gekapersara yi. . Jdamsu ['pyes™ Ne 8, 1303 Codus, Ten.:
+35 928903417, yebcait: www.bda.bg. Kato choliiiaBare HexelaHH peakiMi, MOXKeTe J1a Jla/leTe
CBOSI MPUHOC 3a M0JyYyaBaHe Ha roseye MH(popmalms OTHOCHO OE30MacHOCTTa Ha TOBA JIEKAPCTBO.

S, Kak na ecexpausipare Cumnincent cnpei
Jla ce chbxpaHsiBa Ha MACTO, HEJIOCTBITHO 3a Jiela.

He u3nosi3paiiTe TOBA JIEKApPCTBO CJIE CPOKA HA IOJAHOCT, 0TOC/IA3aH BbpXY OyTH/IKATA U KAPTOHEHATA
onakoska ciaes ,,J oaen 10", CpoOKbT Ha FOJAHOCT OTrOBaps Ha MOCJAEJAHUSA JIEH OT MOCOYEHHUS MECell.

bytunka 30 ml: /7

Jla He ce cbxpanaBa Haa 30°C

Jla ce u3xpbpin 6 mecela ciie/l MbPBOTO OTBAPSAHE. [ 3 \ % \\

Bytuaku ot 50 ml 1 100 ml: =0 L | 3 |

ToBa 1ekapcTBO HE U3UCKBA CIIELHAJIHH YCIIOBUS HA ChbXPAHEHHE. \ - SV Bl |
AR ro /oy



Jla ce u3xBbpiK | roanMHa ciea nbpBoOTO OTBAPSHE.

He u3xBbpiisiiiTe JIeKapcTBaTa B KaHA/IM3aLMATA MKW B KOHTEHHEPA 3a IOMALLHH OTNa/IbLIH.
[Tonuraiite Bawmns GapMalieBT Kak j1a H3XBLPJISTE JIEKAPCTBATA, KOUTO BEYe HE U3Mosi3Bate. le3n
MEPKHM 11i€ CIIOMOIHAT 3a Ora3BaHe Ha OKOJiHATa cpe/ia.

6. ChAbpKAHHE HA ONAKOBKATA U /10I'BJIHUTEIHA HHPOPMAILHS

KakBo cpabpxa CuMinincenT cnpen

- AKTHBHM BELUECTBA Ca OKTEHHU/IMH JUXH/IPOXJIOPH/ U (PeHOKCHEeTaHOI. | @ CripeH 3a KoxKa,
PA3TBOP ChAbPXkKA | Mg OKTEHWIMH JIMXUAPOXIAOPHA U 20 mg (eHOKCHeTaHOI.

- JIpyru ¢bCTaBKK ca Kokamuorponui 0erant, 38% akTHBHOCT (Cbh/IbprKa HATPHEB XJIOPHIL),
HATPHUEB [IIOKOHAT, rinepos1 85%, pa3rBop Ha HaTpues Xuapokceua 0,4% (3a kopekuus Ha pH)
W NMpevymrcTeHa Bo/a.

Kak mirnexaa Cummiincent cnpeid H KAKBO Ch/IbP/Ka ONIAKOBKATA

CuMIiMcenT cnpei e OucTbp pazTBop, nouTH 6€3 MUpKC, 0€3 HACTHIIM UITH TTPELIMITUTATH, ONMAKOBAH B
Oesin OYTHIIKH OT MOJIMETHIIEH C BUCOKA MUIbTHOCT, CHAOIEHH € 11OMI1A 33 NPbCKAHE OT MOJIMETHIICH C
HUCKA MJTBTHOCT M MOJIMIPOINUIICHOBA Kanayka.

Bunose onakosku: 30, 50 1 100 ml.
Cnpest ot 50 ml ceabpaxa noseye ot 400 BnpbckBaHus (TpsAadBa 1a ce B3emaT MNpeaBu/
OrpaHU4eHusTa 1npu ynorpeda (BuxK ToUKa 3)).

He BCHUKM BHIOBE ONAKOBKK MOrar jia Obaar rnycHaTu B rnpojaaxoa.

[Ipurexkare, HA pa3pemieHneTo 3a ynorpeda
Egis Pharmaceuticals PLC
| 106 Budapest, Kereszturi ut 30-38.

YHrapus

IlpousBoanre.
Dr. August Wolff GmbH & Co KG Arzneimittel
Sudbrackstralle 56

33611 Bielefeld
['epmanms

Egis Pharmaceuticals PLC, Site 3.
9900 Koérmend, Matyas kiraly u. 65.
YHrapus

To3n nekapcTBeH NPOAYKT € 0400peH B CTpaHHTe-WIeHKH HAa EBponelickaTa HKOHOMHYECKA
OOIIHOCT CHC CJIEIHNTE HAHMEHOBAHHS:

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

Yexus Octizy

CioBakus Octizy

JlaTBus Octezy 1 mg/g /20 mg/g uz adas lietojams aerosols, Skidums , H ‘_ IIH

JInTBa Octezy | mg/g / 20 mg/g odos purskalas (tirpalas) | | ‘\‘-'f;.h_

[Moama Symplisept | % ’\a
N\ e .:;_;;—-ff



bbarapus Cumrmimcent | mg/g + 20 mg/g cnipen 3a Koxka, pa3rBop
Symplisept 1 mg/g + 20 mg/g cutaneous spray, solution

Pymbuusi Octizy | mg/g / 20 mg/g spray cutanat, solutie

Jlara Ha nocJIeHO npepasrjiex/1ane Ha JUCTOBKATA
OktomBpu, 2025 .




