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Wool fat, kaolin, paraffin white soft, isopropyl myristate, zinc
oxide, heavy liquid paraffin, titanium dioxide, dimethicone,
squalane, propyl parahydroxybenzoate, butyl hydroxy

toluene (BHT).
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Wool fat, kaolin, paraffin white soft, isopropyl myristate,
zinc oxide, heavy liquid paraffin, titanium dioxide,
dimethicone, squalane, propyl parahydroxybenzoate,
butyl hydroxy toluene (BHT).
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PATIENT PACKAGE INSERT IN ACCORDANCE
WITH THE PHARMACISTS’ REGULATIONS
(PREPARATIONS) - 1986
The medicine is dispensed without
a doctor’s prescription

AGISTEN BABY

Paste

Clotrimazole 1%
Inactive and allergenic ingredients in the preparation
- see section 6.

Read this leaflet carefully in its entirety before
using the medicine. This leaflet contains concise
information about the medicine. If you have further
questions, refer to the doctor or pharmacist.

Use the medicine in the correct manner.

Consult the pharmacist if you need further information.
Refer to the doctor if symptoms of the illness worsen
or if they do not improve after 7 days.

1. WHAT IS THE MEDICINE INTENDED FOR?
For the treatment of fungal diaper rash in children,
that lasts for more than 72 hours.

Therapeutic group: An antifungal preparation from
the imidazole group.

2. BEFORE USING THE MEDICINE

Do not use the medicine:

« if you or your child are sensitive (allergic) to
the active ingredient or any of the additional
ingredients contained in the medicine.

« for treatment of infections of the scalp or nails.

Special warnings regarding use of this medicine
Before first use of this preparation, it is advisable
to consult a doctor in order to avoid unnecessary
use. This preparation should only be used in cases of
irritation that have not passed after 72 hours.

Do not use this medicine frequently or for a prolonged
period without consulting a doctor.

Do not use on open wounds.

Avoid contact between the preparation and the eyes
and mouth. In case of contact with the eyes or mouth,
wash thoroughly with water and refer to a doctor.

HBefore treatment with Agisten Baby, tell the

doctor if:

« You are not sure if the patient suffers from a fungal
infection.

« The patient is sensitive to any food or medicine.

HIf you or your child are taking, or have recently
taken, other medicines, including non-prescription
medicines and nutritional supplements, tell the
doctor or pharmacist.

3. HOW SHOULD YOU USE THE MEDICINE?
Check with the doctor or pharmacist if you are
uncertain.

If the medicine was prescribed for you by a doctor,
follow his/her instructions.

If you purchased the medicine without a prescription,
carefully follow the following instructions:

The recommended dosage and instructions for use,
unless instructed otherwise by a doctor: apply to the
affected area twice a day, for 7-10 days.
Instructions for use:

Apply a thin and even layer of paste on clean, dry and
aired skin and gently massage into the skin.

A quantity of a length of ¥2 cm of paste is enough to
cover an area about the size of a palm.

It is recommended to change diapers frequently. It
is preferable to leave the baby without a diaper as
much as possible.

The symptoms of skin infection, such as itching or
pain, should improve within a few days of treatment.
However, signs such as redness and skin peeling
may disappear after a longer period of time. If the
symptoms persist, consult a doctor.

Do not exceed the recommended dose.

For external use only.

Do not put the medicine into the mouth or
swallow.

If a child or someone else has accidentally swallowed
the medicine, immediately refer to a doctor or proceed
to a hospital emergency room, and bring the package
of the medicine with you.

If you forget to take the medicine at the required
time, use the medicine as soon as possible and
continue treatment as usual.

How can you contribute to the success of the

treatment?

« Although the affected area will itch, avoid scratching
it. Scratching will damage the surface of the skin
and cause the infection to spread further.

» Keep the affected area clean.

« Moisture encourages fungal growth. Therefore,
keep the affected area dry, but avoid excessive
rubbing.

*« Wash and dry the affected area before each
application of the medicine.

« Wash your hands after treating the infection to avoid
it from spreading.

* Do not share towels, bathmats and the like with
the baby, since this can cause the infection to
spread.

Do not take medicines in the dark! Check the label

and the dose each time you take the medicine. Wear

glasses if you need them.

If you have further questions regarding use of the

medicine, consult the doctor or pharmacist.

4. SIDE EFFECTS

As with any medicine, use of Agisten Baby may cause
side effects in some users. Do not be alarmed by
the list of side effects. You may not suffer from any
of them.

As with any medicine, some people may be allergic
to the medicine. If you or your child are allergic, the
reaction will develop immediately after commencing
use. If you or your child are experiencing an allergic
reaction, discontinue use and seek medical attention
immediately. The signs of an allergic reaction can
include:

rash, swallowing or breathing problems, swelling of
the lips, face, throat or tongue, weakness, nausea,
dizziness or fainting.

In addition, stop treatment and refer to a doctor if
the following occur after use: redness, skin irritation
or rash (rare), itching, blisters, burning, discomfort,
swelling, skin peeling.

If you or your child experience one of the side effects
mentioned above, if one of the side effects worsens
or if you or your child suffer from a side effect not
mentioned in this leaflet, consult with the doctor.

Reporting side effects:

Side effects can be reported to the Ministry of Health
by clicking on the link “Report Side Effects of Drug
Treatment” found on the Ministry of Health homepage
(www.health.gov.il) that directs you to the online form
for reporting side effects, or by entering the link:
https://forms.gov.il/globaldata/getsequence/getsequ
?nce.aspx’?formType:AdversEffectMedic@moh.qov.
i

fn addition, you can report to Perrigo via the following
address:

www.perrigo-pharma.co.il

5. HOW SHOULD THE MEDICINE BE STORED?

« Avoid poisoning! This medicine, and any other
medicine, should be kept in a safe place out of the
sight and 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) that appears on the package. The expiry
date refers to the last day of that month.

« After first opening, can be used for 3 months.

« Store below 25°C.

6. FURTHER INFORMATION

« In addition to the active ingredient, the medicine
also contains:
Wool fat, kaolin, paraffin white soft, isopropyl
myristate, zinc oxide, heavy liquid paraffin,
titanium dioxide, dimethicone, squalane, propyl
Egall_r'%ydroxybenzoate, butyl hydroxy toluene

* What the medicine looks like and the contents of
the package:
An aluminum tube containing 30 grams of
white/cream-colored paste.

« Manufacturer and registration holder: Perrigo Israel
Pharmaceuticals Ltd., P.O.B. 16, Yerucham.

« This leaflet was checked and approved by the
Ministry of Health in May 2015.

* Registration number of the medicine in the
National Drug Registry of the Ministry of Health:
12594.26744.

WHCTPYKLIMSA NO NPUMEHEHWIO B COOTBETCTBUU
C ®APMALIEBTUHECKUMU CTAHAAPTAMU
(NPEMAPATbI) - 1986

lMpenapar oTnyckaeTcs 6e3 peuenTa Bpaya

ArUCTEH BEVBU
MacTa

Knotpuma3son (Clotrimazole) 1%
BcrnomoratenbHble U annepreHble MHrPeAneHTbI npenapara -
CM. B pasperne 6.

BHuMaTenbHo 1 NONHOCTBIO NPOYMUTANTE AaHHYI0 UHCTPYKLNIO
nepes npuMeHeHueM npenapata. [laHHas MHCTPYKLUS
COAEPXXNT OCHOBHble CBeAeHWs 0 npenapate. Ecim y Bac
€CTb JIONONHUTENbHbIE BOMPOCHI, 06paTUTEC K Bpady unm K
thapmavieBTy.

[MpaBunbHO NpUMeHsiATe npenapar.

[TPOKOHCYNbTUPYATECH C (hapmaLeBToM, ecn Bam Heobxoanma
[ONoNHUTeNbHas Hdopmaums. ObpaTuTecs K Bpady, eciu
CMMMNTOMbI 3a60M€BaHNS YCUMBAIOTCS UM He YMyullaloTCs
uepes 7 pHeil.

1. 0191 YErO MPEAHA3HAYEH [JAHHbIV MPEMAPAT?
[inst neyeHns rpubKoBOA NENEHOYHOI Cbinu y AeTel, Ansiueiics
6onee 72 4acos.

®apmakonoruyeckas rpynna: MpoTrBorpuéKoBoe CpeacTBO
13 rpynbl IMWAA30MI0B.

2.MEPE[ HAYAJIOM NMPUMEHEHWA NMPEMAPATA

He npumensiite npenapat:

e Ecnn y Bac unu y Bawero pebeHka noBblleHHas
UyBCTBUTENBHOCT (aNNEPryts) K akTUBHOMY UHIPEAUEHTY UK
K OHOMY 13 LOMOMNHUTENbHbBIX MHrPEAUEHTOB, COAEPXKALLMXCS
B Mpenapare.

 [In5 neyeHns MHEKLMN KOXM roNoBbI UK HOTTEN.

Ocobble npeaynpexaeHUs, Kacaowmecs npUMeHeHus
[AaHHOro npenapata

Mepen nepsbiM NMpUMEHeHWEM npenaparta >XenaTefbHo
N0COBETOBATHLCA C BPAYOM, YTOObI M30€XaTb HEHY)KHOro
1cnonb3oBaHust. Mpenapat NPUMEHSIETCSt TOMbKO B Cy4asX,
KOrfa pasfpaxeHue He MPOXOAMT Yepes 72 yaca.

He npuMeHsiiTe faHHbI npenapat 4acTo U NPOJOSHKUTENbHbIMA
nepvos BpeMeHu 6e3 KOHCYNbTaLmuy Bpava.

He npumeHsiiTe Ha OTKPbITbIX paHax.

36eraiiTe KOHTaKkTa Npenapara ¢ rnasamu 1 pTom. B cnyyae
KOHTaKTa C rnasamu unu pTom credyeT TLaTenbHo MPOMbITb UX
BOZOM 1 06paTUTLCS K Bpauy.

H [lo Hayana nevenms npenapatoM AructeH Beii6n coobmre

Bpauy, ecnu:

* Bbl He yBepeHbl, Y4TO NauMeHT cTpajaeTt rpubkoBoi
MHcheKuen.

* Y naumeHTa MOBBLILLEHHAS YYBCTBUTENbHOCTb K KaKuM-
160 NpoAyKTaM MUTAHUS UK KakiM-MG0 NeKapCTBEHHbIM
npenaparam.

HEcnu Bbl unu Baw peGeHoK NpUHAMaeTe UAN HefiaBHO
npUHUManu apyrue npenapatbl, BKNloyas npenapatbl,
oTnyckaemble 6e3 pelienTta Bpaya, U nuweBblie A06aBKK,
coobwmTe 06 3TOM Bpayy unu tapmatiesTy.

3. KAKUM OBPA30M MPUMEHSAIOT MPEMAPAT?

YTouHuTE y Bpaya unn dapmaviesTa, ecnm Bbl B 4ém-mmbo He
YBEPEHbI.

Ecnv npenapat 6bin Bbinuca Ans Bac Bpavom, cnepyiTe ero
yKasaHusM.

Ecnmn Bbl npuobpenn npenapat 6e3 peuenta, TWaTeNbHO
NPUAEPXNBAATECH CNEAYHOLMX PEKOMEHAALMN:

MpuHsATas [03MPOBKA M CNOCO6 NPUMEHEHNS, NpY OTCYTCTBUN
APYrvX Bpaye6HbIX MHCTPYKLMIA: CMa3biBaHWe NOPaXXEeHHOro
yuyacTka iBa pa3a B AeHb B TeueHue 7-10 aHed.

Cnoco6 npuUMeHeHms:

HaHecuTe paBHOMEPHO TOHKMIA COA NACTbI HA YNCTYIO, CYXYt0
1 NPOBETPUBAEMYID KOXY W BOTPUTE €ro B KOXY Nerkumu
MacCaxKHbIMU ABUKEHMSMM.

[MprbnnanTeNbHO NONCaHTUMETPA NAcTbl 6y AT AOCTATOYHO ANS
MOKPbITHS y4aCcTKa BENNUMHOI MPMMEPHO C NafiOHb.
PekomerpyeTcs valle MeHsTb MOAry3Huku. XKenaTenbHo
0CTaBAATb MnajeHua 6e3 MoAry3Huka, Hackonbko 37O
BO3MOXHO.

CMMMTOMbI KOXHO MHCPEKLIMM, TaKkue, Kak 3y A Unu 60Ne3HEHHOCTb,
[LOSDKHbI YNYHLLNTBCS YEPEe3 HECKOMbKO AHeN NeveHus. B To xe
BpeMs Takue MpU3Haky, kak MOKpPacHeHe 1 LenyLIeHne KOXM
MOryT MCHE3HYTb Yepe3 6onee NPOAOKUTENbHOE BpeMs. Ecnn
CAMNTOMBI MPOAOTKALOTCS, NOCOBETYIATECH C BPAUOM.

He npeBblwaiite pexoMeHayeMylo A03Y.

TonbKo Ans Hapy)XXHOro NPUMEHEHUS.

He BBOAMTE Npenapat B poT u He rnoTaiTe ero.

Ecnu no ownbke pe6EHOK UM KTO-NM60 ApYroi npornoTun
npenapar, Heme/neHHo 06paTnTech K Bpady Ui B NpuemMHoe
OTAeneHne 60NbHULbI M BO3bMUTE C COOGOW ynakoBKY
npenapara.

Ecnu Bbl 3266111 npuMeHNTDb Npenapar B nosoxeHHOe BPEMS,
NPUMEHNTE ero Kak MOXHO CKOpee W NPOAOIKITE NeveHme, Kak
06bI4HO.

Kak cnoco6cTBOBaTb ycnewHoMy neyeHmnio?

* HecMoTps Ha TO, YTO MOPaXKEHHbI y4acToK YelleTcs,
cTapaiiTech 136eraTb pacyechiBaHus. PacuecbiBaHue HaHeceT
BPe/A MOBEPXHOCTU KOXM 1 Takum 06pa3oM NnpusefeT K eLue
6onbLUeMy PacpoCTPaHEHNIO MHAEKLMA.

* CopepxuTe NOpakeHHbIA y4acToK B UMCTOTE.

* BnaxxHocTb cnoco6CcTBYeT padMHOXXEHIIO rpUBKOB, MOATOMY
HEOBXOANUMO COAEPXKaTb MOPaXKEHHbIV y4acToK CyX1M, HO
n3beraiiTe U3NNLLHEro HATUPaHKS.

* MoiiTe nopaeHHblit y4acToK 1 BbiCyLIMBaiiTE ero nepes
KaX/bIM HaHeCEHWeM npenapara.

* MoiiTe pyku nocne 06paboTKi MHULMPOBAHHOIO y4acTka, BO
130exXaH1e pacnpoCcTPaHEHNS MHEKLNM.

* He vcnonb3yiTe 06lumMe ¢ MNafeHLeM nonoTeHLe, KOBPUK
B BaHHOI 1 TOMy NOAOOHOE, Tak Kak 3T0 MOXET MPUBECTY K
pacnpoCTPaHeHo MHAEKLNM.

He npuHumaiiTe npenapatbl B TeMHOTe! poBepsiTe aTUKETKY

1 03y Kaxablii pa3 nepes npumeHeHnem npenapata. Mpu

HE06X0AMMOCTY NONb3YATECH O4KAMM.

Ecnu y Bac ecTb fONONHUTENbHBIE BOMPOCHI OTHOCUTENBHO

NPUMEHEHNs npenapata, MPOKOHCYNbTUPYIATECH C BPAYOM M

thapmaLieBToM.

4.MOBOYHbIE ABNEHUA

Kak 1 npu neveHnn Nio6biM ApyrM NEKapcTBOM, NPUMEHEHNE
npenapara AructeH beiibn MoXeT BbI3blBaTb NOGOYHbIE SBNEHNS Y
4aCTV1 NauneHToB. He TPEBOXXbTECH MPY YTEHIM CTIMCKA MOBOUHBIX
sBfIeHiA. Bo3MOXHO, Bbl He ByaeTe CTpaaaTh Hi OAHUM U3 HUX.
Kak 1 nto6oe Apyroe nexapcTso, npenapaT MOXET BbI3blBaTb
annepryio y HekotopbIx nodeit. Ecnu y Bac nnav y Bawero
pebeHka ecTb anneprus, peakLus nosiBUTCS cpasy e nocne
Havana nevexns. Ecnn y Bac unn y Bawwero pe6eHka BO3HUKHET
annepruyeckas peakLys, npekpaTuTe NpuMeHeRne npenapata u
HEMEZIEHHO 06paTUTECh 33 MEAULIMHCKOM NOMOLLbHO. MpraHaku
annepruyeckoit peakunin MoryT BKIoUaTh:

CbiMb, MPOGIEMbI C FIOTAHWEM MM AbIXaHMEM, OTeK ry6, nuua,
ropna unu 3bika, cnaéocTb, TOLHOTY, FONOBOKPY>KEHNE UK
06MOPOK.

Kpome Toro, npekpaTtute fledeHne u 06patnTech K Bpady, ecim
nocne NpUMMeHeHUs mpenapaTa BO3HUKAIOT: MOKPaCHeHue,
pasfapaxxeHue unm chinb Ha KoXe (PeAKO), 3yA, BONABIPH, OKEHIE,
[AMCKOMCOPT, MPUMYXIIOCTh, LENYLUEHNE KOXKM.

Ecnu y Bac wnn y Bawero pe6eHka BO3HMKAeT 04HO n3
BbILLEYNOMSHYTbIX MOBOYHbIX ABNEHHUIA, €CIM OHO 13 NOBOYUHBIX
SBNEHNIA CTAHOBUTCS 60Nee BbIPaXXEHHbIM, un eciv Bel nnmn Baww
pebeHOK CTpajaeTe 0T NOGOYHOMO ABJIEHUSA, HE YNIOMSHYTOrO B
[aHHOM MHCTPYKLMM, NPOKOHCYNbTUPYATECH C BPAYOM.

OTYeT 0 NO6GOYHBIX ABMEHUAX:

O No6OYHbIX SBNEHNUSX MOXHO CO06LWNTL B MUHMCTEPCTBO
31paBooOXpaHeHus, Haxas Ha ccbinky “OTYeT 0 No6OYHbIX
SBNEHNAX BCNEACTBME MEANMKAMEHTO3HOr0 neyeHus”,
HaXOAALLYIOCS Ha AOMALLHelt cTpaHuue caitTa MunucTepcTaa
3npaBooxpaHeHns (www.health.gov.il) u HanpaBnsioLlyo Ha
OHnaitH ¢hopmy, NpeaHasHayeHHyto Afist 0T4ETa 0 MOGOUHbIX
SBAIGHNAX, UMW, 3a/AS MO CCbINKE:
https://forms.gov.il/globaldata/getsequence/getsequence.aspx?for
mType=AdversEffectMedic@moh.gov.il

Kpome Toro, Bbl MoXeTe coobWwmTb B KomMnanuio Meppuro no
crepyroLiemy aapecy:

5.KAK CNEQYET XPAHWUTb NMPEMAPAT?

* U36eraiite oTpaBneHus! [laHHblii npenapat, kak u no6oi
APYroii, HAANEXWT XPaHUTb B 3aKPbITOM, HEAOCTYMHOM ANnst
[eTeil Mnu MnafeHuUeB MecTe, W BHE NONS UX 3peHus, BO
n36exaHue 0Tpasnenms. He Bbi3biBainTe pBoTy 663 NonyyeHns
TOYHBIX yKa3aHui Bpava.

* He npumeHsiiTe npenapat no UCTEYEHUN CpOKa ero roAHOCTH
(exp. date), yka3aHHoro Ha ynakoske. [laToil MCTe4eHms cpoka
TOAIHOCTY ABASAETCA NOCNEAHNA [eHb YKa3aHHOr0 MecsLa.

* [locne nepBoro OTKPbIBAHNS MOXHO NOMb30BATLCS B TEUEHNe
3 MecsiLeB.

* XpaHuTe npu Temnepatype Huxe 25°C.

6. JIONOJIHUTEJIbHAA NUHOOPMALIMA

* B fononHeHue K akTUBHOMY WHTPEAMEHTY, Npenapat Takxke
COAEPXHT:

Wool fat, kaolin, paraffin white soft, isopropyl myristate, zinc oxide,
heavy liquid paraffin, titanium dioxide, dimethicone, squalane,
propy! parahydroxybenzoate, butyl hydroxy toluene (BHT).

* Kak BbIrNsANT Npenapar 1 kakoBo COAEPXXUMOe YNakoBKu:
AntoMuHMeBbIA TIOOKK, coAepXnT 30 rpaMMoB nacTbl
6en0-kpeMoBoro LeTa.

* [pon3soanTensb 1 Bnageney nuuenaun: Meppuro N3panns
DapmauesTuka JlTa., n/s 16, Mepyxam.

* [laHHast IHCTPYKLWS NpoBEpeHa 1 yTeep>xaeHa MUHMCTEpCTBOM
3apasooxpaHerus B Mae 2015 roga.

* PeructpaumoHHblii HoMep npenapata B [0CyAapCTBEHHOM
PeecTpe nexkapcTBeHHbIXx cpeAcTB MuHuctepcTtsa
3npasooxpareHus: 12594.26744
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