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VHCTpYKUWSA N0 NPMMEHEHMI0 B COOTBETCTBUM C
Monoxennamu dapmaueBToB (npenapartbl) 1986 r.

BespeuenTypHbI npenapat
Nenb BeH3ak 2,5%
Nenb BeH3ak 5%

AKTUBHbIA MHTPEAMNEHT:

Ben3sak 2,5%: 6en3onn nepokeup, 2,5% (Benzoyl Peroxide)
Ben3sak 5%: 6ensoun nepokeua 5% (Benzoyl Peroxide)

[insi cnncka HeaKTUBHbIX MHTPEANEHTOB CM. MYHKT 6.

Takke obpaluaiitech k MyHKTy 2: "BaxHasi uHdopmaums o
HEKOTOPbIX MHTpeaneHTax npenapara-.

Mepen npuMeHeHnem npenapata BHUMATENbLHO NPOYTUTE
MHCTPYKLIMIO A0 KOHLA.

[laHHbIA  BKNafbIL COAEPXUT KPaTKyl WMHAopMaLuio o
npenapate. Ecnv y Bac nMeloTcst JONOMHUTENbHbIE BONPOCHI,
obpaLyaliTech k Bpady unm kK papmaLesTy.

ng npaBuno, reflb He NpegHasHadeH Ans Aetel Mnagle
12 ner.

Bbl AOMKHbI MCMOMb30BaTh [aHHbIA Mpenapat npaBubHbIM
obpasom. Ecnn  Bam  Heobxoguma  JoMOnMHUTENbHas
MHOPMaLMS, NPOKOHCYNLTUPYITECH C (hapmauesTom. Ecnn
MpW3HaKkK (CUMMTOMBI) He MPOXOAST WM ycyrybrsiotcs,
obpatuTech Kk Bpauy.

1. [ina Yero npeAHa3HayeH npenapar
Mpenapar npefHasHayeH [Ans NeEYeHus akHe (HHOLLECKUX
yrpeit).

Mapmakonoruyeckas rpynna: nepokcuy,.

2. Mepen npumMmeHeHnem npenapara

He ucnonk3yiiTe npenapar B cneaytowux cnyyasx:

He wcronb3yitte npemapar, ecnM y Bac MMeetcs
4YyBCTBUTENBHOCTb (annepryst) k akTMBHOMY BELLECTBY WM K
NtOBOMY 13 [ONONHUTENbHbIX KOMMIOHEHTOB Mpenapara (4ns

CrMcKa HeaKTUBHbIX MHIPeaNeHToB 0bpalLaitTech K NyHKTY 6).

Ocobble NpefocTepeXeHUs OTHOCUTENBHO UCNONb30BaHUA

[AaHHoro npenapara

* He HaHocuTe Temb Ha NOBPEXAEHHYI0, BOCMANEHHy0 KOXy
WNn Ha OTKPbITbIE PaHbI.

* He HaHocuTe renb, ecrm Kkoxa 0COBO 4yBCTBUTENbHA,
Hampumep, €cnM Yy Bac MMEeTc YyBCTBUTEMbHOCTb,
pasgpaxeHne Wnu LWenyleHne, KoTopble OCTanucb OT
npeabIAYLLero neYeHns KOXHOM npobnembl, unu oxorn (Ao
3aKMBNEHNS KOXM).

Y obnapateneit YyBCTBUTENbHON KOXM MOXET WUMETbCS

MOBBbILLIEHHAS CKNOHHOCTb k N0BOYHbIM SBNIEHNAM Npenapara.

B Hayane neyeHus cneayet B kayecTse Npobbl HAHOCUTb refb

B TEYEHMe HECKOMbKMX AHEM Ha HeBOmbLUyio MOBEPXHOCTb

Koxu, u4tobbl y6eauTbcsi B OTCYTCTBUM anmepruyeckoi

peakumu Ha npenapat (cM. MyHKT 4 - "Annepruveckve

peakumm”).

lpUMeHeHne [aHHOrO rensi MOXET Bbl3BaTb  KOXHble

noboyHble ABMEHNS, Takne Kak: NOKpacHeHue, LenyLeHme,

HOKEHWe WU MECTHOe pasfpaxeHune, 0CODEHHO B Hadane

neveHns. ECin  cumnTOMbI  SIBNSKOTCA  TSOKENbIMM - WNK

HenepeHoCUMbIMIA, CREeYeT NpekpaTuTb nevenmne. Cu. Takke

nyHkT 3 “TpaBuna npumeHeHns” u nyHkT 4 "Tlo6oyHble

ABMEHNA".

* [I36eraiiTe KOHTaKTa rensi ¢ rmasamu (Bkmiouasi BEK), pTom,
HO3PAMM UK APYTAMM CIM3MCTbIMKM oBonoykamu. B cnyyae
CMnyyaitHoro KoHTakTa rensi ¢ atumm obnactamu, cnegyet
HesamennTeNbHO NPOMbIT WX TENNoiA BOAON.
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* CrieflyeT nposiBNsiTb OCTOPOKHOCTL MPU HAHECEHUMN Tens Ha
UYBCTBUTENbHbIE Y4acTky, Takue Kak: nuLo, 06nacTb BOKpyr
r11a3 unu pra, LWesi, rpyaHas knetka.

* /sBeraiiTe KoHTakTa C COMHEYHbIMKW fydamu (UM ¢

Y®-u3nyyeHvem), Hackonbko  aTo BO3MOXHO.
Ecnu  npebbiBaHMe  Ha  COMHUE  Heus3BexHo,
nosabotbTecb 0 Haanexaiwiei 3awuTte (oaexaa,

MaKcuManbHO 3akpbiBatoljasi Terno, TronoBHOW y6op,
COMHLE3aLUNTHbIE CPEACTBA M MP.) U HaHOCUTE Npenapat
B BEYEPHME Yachl.

 [enb obrnagaer otbenuBatowmM 3ddeKToM, U Mo3TOMY
crenyet u3beratb ero KOHTakTa C BOMOCAMM, HOMTSIMM UMK
LIBETHBIMM TKaHSIMU.

* Mocne ucnonb3oBaHus crieayeT BbIMbITb PYKU.

* [Inst eXeaHEBHOM rUreHbl CrieayeT UCnomb3oBaTh YUCTALLME
cpeacTBa (Ans mMua M Tema), KOTOpble He Bbi3blBAlOT
pasgpaxeHns, HanpuMep: NoCkoHbI Ha BOfHOI ocHose (6e3
KUpa) UK XUAKoe MbIno.

* XpaHuTe BAAnM OT UCTOYHUKOB TEMna v orHsl.

He ucnonb3oBaTb npenapar 6e3 KOHCYNLTALWM C BPa4oM

nepes Hayanom fieYeHus B cneayowmx cnyyasx:

* Ecnu Bbl GepemeHHbl, nofo3pesaete y cebs bepemMeHHOCTb
1NN KOPMUTE TPyabHO.

 Ecnu Bbl CTPajiaeTe OT Chinu UMW KOXHOM MHAEKLM.

Ecnu Bbl npuHMMaeTe unu HenaBHO NpUHUMANW Apyrue

npenapatbl._Bkntoyas 6GespeuentypHble npenapatbl

u__nuuieBble nobaBku, coobumre 06 3ToM Bpayy
unu_chapmalleBty. B yactHocTH, cooblmTe Bpady wnu

(hapmaLieBTy, ecnu Bbl NPUHAMAETe CreayioLve npenaparbl:

* [lpyrine KoxHble npenapaTbl Ans NeYeHns akHe: 3anpeLieHo
1Cronb3oBaTtb B Xoae NeyeHus npenapatom BeHsak, 3a
VCKIIOYEHWEM CrTyyasi, KOrAla aT0 SBMSIETCS YkasaHueM Bpaya.

* Jlloboit  MemuUMHCKMA npenapaT UMM KOCMETU4eckoe
CPeacTBO,  KOTOpPOE — MOXET  Bbi3BaTb — pasgpaxeHue,
LuenyLIeHe U CyxocTb KOXu: cnedyeT uaberaTb B Xode
neyeHus npenapatom beHaak.

BepeMeHHOCTb U rpyAHOe BCKapMUBaHue

* He wcnonbayiiTe npenapat, ecni Bbl GepemeHHbl W
nogo3pesaete y cebsi GepemMeHHOCTb, 3a MCKIOYEeHreM
cnyyas, Koraa aTo SABNSETCA ykasaH1eM Bpava.

* He ucnonb3yiite npenapat, ecrnv Bbl KOPMUTE pyAblo, 3a
VCKIIOYEHWEM CIyyas, Koraa 370 ABMAETCA ykasaHueM Bpaya.
Ecnv Bpay Bbinucan Bam AaHHOE CPEACTBO AMs NPUMEHEHNS
B Mepyof, PYAHOTO BCKapMMBaHWS, He HaHOCUTE refb Ha
obnacTb rpyan.

[poKOHCYNETUpYWTECH C BpadoM Mnu (apmaLieBToM nepea

1CNonb30BaHNeM MpenapaToB, €cnu Bbl GepeMeHHbl unu

KOpMUTE rpyAbH.

MpumeHeHne aeTbMU

Kak npaBuno, renb He npeaHasHaueH Ans AeTel mMnaglle

12 ner.

BaxHas uHopMauus o0 HeKOTOpbIX MHrpeaveHTax

nekapctea

lenb comepxuT  mponuneHrnukonb  (propylene  glycol),

KOTOPbIit MOXET BbI3BaTb KOXHOE pa3fpaxeHie.

3. Kak npumeHsTb NekapcTBeHHbIN
npenapar

Crepyet ucnonb3oBaTb Mpenapat B COOTBETCTBUM C
YKasaHUsIMU B [JaHHOW MHCTPYKUMM. ECnin Bbl He yBepeHbl
B TOM, KaKk CredyeT nMpuMeHsiTb npenapar, obpaluaiitech k
Bpayy WU (hapmaLieBTy.

Buumanue! He rmotatb! lenb npeaHasHayeH Tombko Ans
BHELLHETO NPUMEHEHNS!.

CranpapTHas [O3NPOBKA W NPABUNA NPUMEHEHWS

* PekomeHayeTcs HayaTb neyeHue C  Gomee  HU3KUX
KOHUeHTpauwit  npenapara. Ecniu HeT  npuaHakos
ZMCKOMIOpTa, U Mperapar XOpoLo MepeHOCHTCS, MOKHO
1CTIONb30BaTL GONEe BbICOKYIO KOHLEHTPALWMIO fi71st NieYeHust
akHe. Mpu HeOBXOQMMOCTH MPOKOHCYNLTUPYITECH C BPAYOM

1N hapmaLeBToM.

e [enb criegyeT HaHOCUTb MOCME OYULLEHMS KOXU MSITKUM
MbIIOM C BOAOW M €€ OCYyLIEHUS C MOMOLYbI0 Merkix
MOXONbIBAHWA.

* HaHocute TOHKWIA cnoit npenapara BeHsak oguH wnu fga
pa3a B [ieHb Ha MOPaXXeHHbIE y4acTKu.

* B Havane neyeHns pekoMeHAYeTCc HaHOCUTb renb pas B fiBa
AHs. B panbHelilieM MOXHO MOBBICUTb [O3MPOBKY AO [BYX
pa3 B AieHb.

* B cnyyae nerkoro MecTHoro pasgpaxeHusi, Cyxoctu uivnm
LWENYLIEHNS KOXW CredyeT CHU3UTb YacTOTy HaHEeceHus
renst (HanpuMep, OAWH pa3 B AieHb UMW pa3 B ABa AHs) uumn
1Cnonb3oBaTh 6onee HU3KYI0 KOHLEHTpaLmio. Ecnn koxHble
SIBNEHMS He NPOXOaST, 06paTUTECh K Bpauy.

He npeBblwatb pekoMeHAYyeMyo A03Y.

* B Hayane neyeHust B kaiectBe npobbl HaHocuTe renb B
TeYeHWe HeckombkuX [Heil Ha HeBombluylo NOBEpXHOCTb
KOXM, uTOObl yOeguTbCcsl B OTCYTCTBAM  @nnepruyeckon
peakuuu Ha npenapat (cMm. nyHKT 4 - "Anneprudeckve
peakumn”). Tlpu OTCYTCTBMW MPU3HAKOB annmepruu wmm
pa3gpaxeHusi, MOKPAaCHEHWUSl, YPE3MEPHOrO  LUEMyLIEHS
WM - auckomcopta mpenapar  MOXHO WCMONMb3oBaTb B
COOTBETCTBUN C MHCTPYKLMEN NO MPUMEHEHMIO.

* [3Beraitte napannensHOro MpUMEHeHs Apyrinx npenapaTos
ANs NeveHns akHe, MpenapatoB C COAepXaHuem crupta
WM e KOCMETUYECKMX MPenapaToB W Mbina C OCyLIatoLWmM
3 deKToM, 32 UCKMIYEHNEM Cryyas, ecrin 3To ABMseTCS
yKasaHuem Bpava.

* [Nocne ncnonb3oBaHns cneayet BuIMbITb PyKu.

Ecnu He HabriogaeTcs ynyylleHus B BaLleM COCTOSHUW 1N

B CIyyae yxyaLleHs 0bpaTuTech K Bpauy.

B cnyyae HenpeaHamepeHHO Nepefo3vPOBKA UAK NpU

cny4aifHOM npornaTbiBaHWW Npenapara:

¢ UpeamepHoe  MpuMeHeHWe renst  He
3 (PEKTMBHOCTb,  OOHAKO OHO  MOXET
NOKPaCHEHMIO 1 Pa3APaXEHNIO Ha KOXe.

* B cnyyae HenpesHamepeHHON nepefo3npoBKA U PpasBuTHS
MOKPACHEHNS NN XOKeHWst 06paTuTeCh K Bpauy.

*B cnyyae cnyvaiiHoro  npornathbiBaHMs - npenapata
HesamennuTenbHO 0BpaTUTeCh K Bpady MMM B MPUEMHbIA
noKoit 6oMbHULLI M MPUHECHTE C COBOI ynakoBKy Npenapara.

Ecnu Bbl 3a6binu HaHecTM npenapat B HasHayeHHoe
Bpems, NPoAomKaiiTe NpUMeHeHue cornacHo obblYHoM cxeme
NeYeHns B COOTBETCTBMW C MpaBunmamu MpUMEHEHWs, Kak
TONbKO BCMIOMHUTE.

He npumeHsiiTe n He NpuHMMaliTe nekapctea B TeMHOTeE!
lpoBepsitTe 3TUKETKY ¥ [03y MPU KaXIOM Npueme Wunu
npumeHeHnn npenapata. HapeHbTe O4ku, ecrit Bbl B HUX
HY)XAaeTech.

Ecnm y Bac umeloTcS AOMOMHUTENbHble  BOMPOCH B
OTHOLLEHUW MPUMEHeHNs npenapara, obpallaiiTech k Bpayy
Wnu K papmaLiesTy.

MOBbICUT ~ €r0
MpuBECTN K

4. No6o4Hble ABNEeHUA

Kak n nioboe fpyroe nekapctso, renb MOXET Bbl3BaTb Y
HekoTopbIX Miofed noboyHble sBneHus. Ecnu nobouHble
SBMEHNs He npoxoasT, GecnokosT wmm  ycyrybnsiotes,
creayeT NMpOKOHCYMBTUPOBaTLCS € BpadoM. He nyraiitecs,
uuTas cmmMcok MoGouYHbIX ABMEHMA. BoamoxHo, y Bac He
BO3HUKHET HI OfIHO U3 HUX.

MpekpaTuTe neyeHne 1 HeMeAneHHo o6GpaTuTeCh K Bpayy

NP1 BO3HUKHOBEHWM CReAYIOWMX NOGOYHBIX ABREHNI:

* Tskenas annepruyeckas peakuys (BKrioyas
aHaunakTMYecKylo peakumio Wnu LWOK) UAM Kakve-nnbo
MpU3HaK YyBCTBUTENLHOCTH, KOTOPLIE MOrYT BKIIOYATh
B cebfi, CPeaV MPO4ero: CyxeHue ropna, 3arpyaHEHHoe
[blXaHvie, OTeK Leu, a3, naua, pta, ryd unu sabika;
YpTUKapus (TN coinu); 3y4 nuua unu Tena.

* Pa3fpaxeHue, MOKpacHeHwe, 3yf Ui TsKenoe LenylueHue
KOXM.

[ipyrvie noGouHble SBREHMS:

OvyeHb pacrnpocmpaHeHHble MobOYHbIE SBMEHUS (803HUKaOM
bornee yem y 00HO20 nayueHma u3 decamu):

KoxHble SIBMEHWS: CyXOCTb, MOKpAaCcHeHWe, LuenyLieHue,
OLLYLLIEHNE XOKEHMS.

PacrpocmpaHeHHble n0604Hble seneHus (8o3Hukatom y 1-10
u3 100 nayueHmos):
KoxHble — sBnewus:  3ya,
KOHTaKTHbII JepMaThT).
Mo6o4HblEe S6MEHUS Heu3secmHoU pacrnpocmpaHeHHoCmu
(8M1eHUs, pacnpocmpaHeHHOCMb KOMopbIX ele He bbina
ycmaoeneHa):

OTek nuua, OTeK Bek, CbiMb, KoXHast Gonb,
CBETOYYBCTBUTENBHOCTb (BKNHOYAS COMHLE), MPPUTAHTHBIN
KOHTaKTHbI AepMaTvT.

B niofom cryyae BO3HMKHOBEHMSI MOBOYHBIX SBNEHMA WM
ycyrybneHns 0aHOrO M3 NOBOYHBIX SBMIEHWIA, UMK ecnu Bbl
Habniopaete Mo6o4Hble SBNEHNS, KOTOpbIe He Bbink ykasaHb!
B [@HHOWM MHCTPYKLMW, UMW B Crlyyae W3MEHeHUs B Ballem
obLemM camMO4yBCTBUM, HEMEAEHHO MPOKOHCYMLTMPYIATECH
¢ Bpayom!

O  nobouYHbIX  SBMEHWSX  MOXHO — COObWWTE B
MWHUCTEPCTBO  34PaBOOXPaHEHNs,, HaxaB Ha CCbINKY
"Co06LEeHUst 0 NOBOYHBIX SBMEHNUSIX MEAUKAMEHTO3HOMO
neyeHnsi. Ccbinka NpUBOAMTCS Ha AOMALLHEN CTpaHule
MunncTepctBa  3gpaBooxpaHenns — (www.health.gov.il)
W nepeHanpaBnseT Bac K 3NEKTPOHHOU  hopme
coobLeHnst 0 NoBOoYHbIX SBMEHUsIX. Takke Bbl MOXETe
MPOWTK MO CCbIrKe:
https://forms.gov.il/globaldata/getsequence/getsequence.
aspx?formType=AdversEffectMedic@moh.gov.il

5. XpaHeHue npenapata

* sberaiite otpasnenus! [laHHbiii npenapar 1 niobble apyrue
nekapcTBa HeoBXOANMO XPaHHTh B 3aKPLITOM U HEAOCTYMHOM
ans  peteir uMnn MnapeHueB Mecte Bo  u3bexaHue
oTpaBnexns. He Bbi3biBaitTe pBOTY 6e3 yeTkoro ykasaHus
Bpaya.

* He wucnonbayiite nekapcTBO MOCME WCTEYEHWs Cpoka
rogHocTu (exp. date), ykasaHHoro Ha ynakoBke. Cpok
FOAHOCTM OTHOCKTCA K NOCTEAHEMY [HIO ykasaHHOro Mecsuia.

* YCnoBust XpaHEHWs!: XpaHuTb Npu Temnepatype Hinke 25°C.

e Mocne BCKpbITUS THOGWKA MOXHO WCMONb3oBaTh refb B
TeYEHMe Tpex MeCsLieB, HO He No3fHee AaTbl MCTEYEHWs
CpoKa AeNCTBIS, YKa3aHHON Ha ynaKoBKe.

6. [lononHutenbHasa nHdopmauma

Momumo aKTMBHOrO BellecTBa, npenapat COAEPKUT
TaKxe cneaylolime HeakTUBHbIe UHTPeAUEHTbI:

Acrylates copolymers, Glycerol, Sodium hydroxide,
Poloxamer 182, Carbomer 940, Disodium edetate, Dioctyl
sodium sulfosuccinate, Propylene glycol, Silica colloidal
anhydrous, Purified water.

BHewwHuit BUA npenapata 1 coaepx1MMoe ynakoBKu

lenb 6enoro LBeTa, ynakoBaHHbIA B THOOUK.

Tiobuk cogepxut 60 rp.

MpoussoauTens: Laboratoires Galderma, ®paHuus.
Nuuensuar: Rafa Laboratories Ltd., /A 405,

Wepycanum 9100301

Homep peructpauun chapmaueBTMYeckoro npenapara B
rocynapcTBeHHoOM peecTpe nekapcTB B MuHucrtepctBe
3ApaBOOXPaHEHUs:

BeHaak 2,5%: 1033227996

Bensak 5%: 1033027997

[laHHas MHCTpykuMs Obina nposepeHa U yTBepXKaeHa
MwHucTepcTBOM 3apaBooxpaHeHus B sHeape 2016 1.

[ina npocToTbl W y[oBCTBa YTEHMSt AaHHAs WMHCTPYKLMS
cchopMmynMpoBaHa B MyXCKOM POAe, OAHaKko npenapat
npenHasHayeH ans obovx nomos.

pasgpaxeHne  (MpPUTaHTHbINA

Patient Leaflet According to the Pharmacists’
Requlations (Preparations) - 1986

The medicine is sold without a doctor’s prescription

Benzac®2.5% Gel
Benzac®5% Gel

Active ingredient:

Benzac 2.5%: Benzoyl Peroxide 2.5%

Benzac 5%: Benzoyl Peroxide 5%

For a list of the inactive ingredients, see section 6.

See also ‘Important information regarding some of the
medicine’s ingredients’ in section 2.

Read the entire leaflet carefully before using the
medicine.

This leaflet contains concise information about the medicine.
If you have any further questions, consult your doctor or
pharmacist.

The gel isn't usually intended for children under the age of 12.
Use the medicine in the correct manner. Consult the
pharmacist if you require additional information. Consult the
doctor if the symptoms worsen or do not improve.

1. What is the medicine intended for?

The medicine is intended for the treatment of acne.
Therapeutic group: Peroxide.

2. Before using the medicine
Do not use the medicine if:

Do not use if you are sensitive (allergic) to the active
ingredient, or to any of the other ingredients this medicine
contains (for the list of inactive ingredients, see section 6).

Special warnings regarding use of the medicine:

* Do not use the gel on damaged or inflamed skin or on open
wounds.

* Do not use the gel if your skin is especially sensitive, for

example, if you suffer from sensitivity, irritation or peeling as a

result of a previous skin treatment, or if you are suffering from

burns (until the skin heals).

People with sensitive skin may be more susceptible to the

medicine’s side effects.

Initially, you should apply the gel to a small skin surface for

several days, to ensure that you do not develop symptoms

of an allergic reaction to the medicine (see ‘allergic reaction’

in section 4).

Use of the gel may cause skin reactions such as redness,

peeling, burning or local irritation, especially at the beginning

of the treatment. If the symptoms are unbearable or severe,
stop the treatment. See also in section 3 ‘Directions for use’
and section 4 ‘Side effects’.

Avoid the gel coming into contact with the eyes (including

the eyelids), mouth, nostrils or other mucous membranes. If

accidental contact of the gel with these areas should occur,
rinse thoroughly with warm water.

Caution should be exercised while applying the gel to

sensitive areas, such as: the face, areas close to the eyes or

mouth, the neck and the chest.

Avoid exposure to the sun (or UV radiation) as much as

possible. If exposure to the sun is unavoidable, make sure

you are suitably protected (wear long clothing and a hat, use
sunscreen, etc.), and use the medicine in the evening.

The gel has a bleaching property and therefore you should

take care that the gel does not come into contact with the hair,

nails, or colored fabrics.

* Make sure to wash your hands after use.

e For daily hygiene, it is recommended using non-irritant
cleansing products (for the body and face), such as: water-
based lotions (oil-free) or soap-free cleansers.

* Keep away from sources of heat and fire.

Do _not use the medicine without consulting a doctor

before starting treatment, in the following cases:

* If you are pregnant, think you may be pregnant, or are
breastfeeding.

* If you suffer from a rash or skin inflammation.

If you are taking or have recently taken any other

medicines, including non-prescription medicines and

nutritional supplements. tell your doctor or pharmacist.

In particular, your doctor or pharmacist should be informed if

you are taking any of the following medicines:

« Other skin preparations for use against acne: do not use
during treatment with Benzac, unless the doctor instructed it.

* Any medical preparation or cosmetic product that may irritate,
peel or dry the skin: avoid usage during treatment with
Benzac.

Pregnancy and breastfeeding:

* Do not use the medicine if you are pregnant or think you may
be pregnant, unless the doctor instructed it.

* Do not use the medicine if you are breastfeeding, unless the
doctor has instructed so. If the doctor instructed to use while
breastfeeding, do not apply the gel to the chest.

If you are pregnant or breastfeeding, consult the doctor or

pharmacist before using any medicines.

Use in children:

The gel isn't usually intended for children under the age of 12.

Important information regarding some of the medicine’s

ingredients:

The gel contains propylene glycol, which may cause skin

irritation.

3. How should you use the medicine?

The medicine should be used as detailed in the leaflet. Check
with the doctor or pharmacist if you are not sure.

Attention! Not to be swallowed! The gel is intended for
external use only.

The usual accepted dosage and directions for use are:

* |t is recommended to begin the treatment with the lower
strengths. If no discomfort develops, and the usage is
tolerated, a higher strength can be used for treating the acne.
You may consult a doctor or pharmacist, if necessary.

» Make sure to apply the gel after cleaning the skin with a mild
soap and water, and gently pat it dry.

* Apply a thin layer of Benzac once or twice a day on the
affected areas.

* Atthe start of the treatment, it is recommended that you apply
the gel once every two days. Later on, the dosage may be
increased up to twice a day.

* If a mild local irritation, dryness, and/or skin peeling develops-
decrease the frequency of gel application (for example, once
a day or once every two days) and/or use lower strengths.
If the skin reactions persist, you should consult the doctor.

Do not exceed the recommended dose.

« Initially, you should apply the gel to a small skin surface for
several days, to ensure that you do not develop symptoms of
an allergic reaction to the medicine (see ‘allergic reaction’ in
section 4). If no allergy symptoms or any irritation, redness,
excessive peeling, local swelling or discomfort develop, the
gel may be used according to the instructions for use.

* Avoid using simultaneously with other preparations for
treating acne, preparations containing alcohol or cosmetic
preparations and soaps with a drying effect, unless the doctor
instructed it.

* Make sure to wash your hands after use.

If your condition does not improve or if it worsens, consult the

doctor.

If you have accidentally used a higher dosage or if the

medicine has accidentally been swallowed:

* Excessive use of the gel will not yield better or faster results,
and the skin may become reddish and irritated.

* Consult the doctor if you accidentally used a higher dosage,
and redness or a burning sensation develop.

* If the medicine has accidentally been swallowed, refer to a
doctor or a hospital emergency room immediately, and bring
the medicine’s package.

If you forgot to use this medicine on time, continue using

the medicine as usual, as soon as you remember, according

to the instructions for use.

Do not use or take medicines in the dark! Check the label and

the dose each time you take or use a medicine. Wear glasses

if you need them.

If you have any further questions regarding the use of this
medicine, consult the doctor or pharmacist.

4. Side effects

Like any medicine, the use of the gel may cause side effects

in some users. If the side effects persist, or are bothersome, or

get worse, consult the doctor. Do not be alarmed while reading
the list of side effects, you may not suffer from any of them.

Stop the treatment and consult the doctor immediately if

the following side effects appear:

* A severe allergic reaction (including anaphylactic reaction
or shock) or any signs of sensitivity that may include, among
others: throat tightness, breathing difficulties, fainting, swelling
of the neck, eyes, face, mouth, lips or tongue; urticaria (a kind
of rash); face or body itchiness.

* |rritation, redness, severe itching or peeling of the skin.

Additional side effects:

Very common side effects (appear in more than one user out

of ten):

Skin reactions: dryness, redness, peeling, burning sensation.

Common side effects (appear in 1-10 users out of 100):

Skin reactions: itching, irritation (skin inflammation from

contact - ‘irritant contact dermatitis’).

Side effects of unknown frequency (effects whose frequency

has not yet been determined):

Facial swelling, eyelid swelling, rash, skin pain, sensitivity to

light (including to sun), allergic skin inflammation from contact

(allergic contact dermatitis).

In any case where a side effect appears, or one of the

side effects worsens, or if you feel side effects that are

not mentioned in this leaflet, or if there is a change in your
general feeling, consult the doctor immediately!

Side effects may be reported to the Ministry of Health

by clicking on the link “reporting side effects following

medicinal treatment” on the Ministry of Health homepage

(www.health.gov.il) which leads to an online form for reporting

side effects, or by entering the link:

https://forms.gov.il/globaldata/getsequence/getsequence.
aspx?formType=AdversEffectMedic@moh.gov.il

5. How to store the medicine?

* Avoid poisoning! This medicine and any other medicine
must be stored in a closed place out of the reach of children
and/or infants, in order to avoid poisoning. Do not induce
vomiting unless explicitly instructed to do so by the doctor.

* Do not use the medicine after the expiry date (exp. date)
stated on the package. The expiry date refers to the last day
of that month.

* Storage conditions: Store below 25°C.

After first opening of the tube, the gel may be used within

3 months, but no later than the expiry date imprinted on the
package.

6. Additional information

In addition to the active ingredient, the medicine also
contains the following inactive ingredients:

Acrylates  copolymers,  Glycerol, Sodium hydroxide,
Poloxamer 182, Carbomer 940, Disodium edetate, Dioctyl
sodium sulfosuccinate, Propylene glycol, Silica colloidal
anhydrous, Purified water.

What does the medicine look like and what does the
package contain?

Awhite gel, packaged in a tube. The tube contains 60 gram.
Manufacturer: Laboratories Galderma, France.
Registration holder: Rafa Laboratories Ltd., P.O.Box 405,
Jerusalem 9100301

Medicine registration number in the National Medicine
Registry of the Ministry of Health:

Benzac 2.5%: 1033227996

Benzac 5%: 1033027997

This leaflet was checked and approved by the Ministry of
Health in January 2016.
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