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PATIENT PACKAGE INSERT IN ACCORDANCE WITH
THE PHARMACISTS' REGULATIONS (PREPARATIONS) - 1986

Read this package insert carefully
its entirety before using this medicine

Biafine
Cream

Composition:
Each 100 g of cream contains:
Triethanolamine (Trolamine) 0.67g

Inactive ingredients:

Ethylene Glycol (Stearate), Stearic Acid, Cetyl Palmitate, Solid Paraffin, Light
Liquid Paraffin, Perhydrosqualene (Squalane), Avocado Oil, Propylene Glycol,
Alginate of trolamine and of sodium, Potassium Sorbate, Methylparaben
Sodium, Propylparaben Sodium, Perfume, Purified Water.

Therapeutic activity:
Soothes burns, sunburns, sores and wounds.

When should the preparation not be used?

Do not use this medicine if you are sensitive to any of its ingredients.
Do not use this medicine in case of dermatitis resulting from food or me:
allergies.

Do not use this medicine on bleeding wounds.

Warnings:

Do not use this medicine for a prolonged period of time without consulting a
doctor.

Do not use this medicine without consulting a doctor if you are pregnant or
breastfeeding.

Drug interactions:

If you are taking another drug concomitantly or if you have just finished
treatment with another medicine, inform the attending doctor, in order to prevent
hazards or lack of efficacy arising from drug interactions.

Side effects:

In addition to the desired effect of the medicine, adverse reactions may occur
during the course of treatment with this medicine, for example: a transient feeling
of discomfort or pain.

Side effects that require special attention:

Severe irritation - refer to the doctor.

In the event that you experience side effects not mentioned in this leaflet, or
if there is a change in your general health, consult your doctor immediately.

Adverse reactions and drug interactions in children and infants:
Parents must inform the attending doctor about any side effects, as well as
any additional medicine being taken by the child!

Recommended dosage unless otherwise prescribed by your doctor:
See Explanation for the Patient further in this leaflet.

Attention:

This medicine is intended for external use only.

Avoid contact with mucous membranes.

In case dressing is needed it is advisable to use a sterile dressing since the
preparation does not contain any antiseptic substance.

Directions for use:
wmm the Explanation for the Patient further in this leaflet.

OoBU_mﬁm the full course of treatment as instructed by the doctor.

This medicine, m:a all other medicines, must be stored in a safe place out of
the reach of children and/or infants, to avoid poisoning. If you have used an
overdose, or if a child has accidentally swallowed the medicine, proceed
immediately to a hospital emergency room and bring the package of the
medicine with you.

Do not induce vomiting unless explicitly instructed to do so by a doctor!

Do not take medicines in the dark! Check the label and the dose each time
you take your medicine. Wear glasses if you need them.

Storage: Store between 5-25°C.

Even if kept in their original container and stored as recommended, medicines
may be kept for a limited period only. Please note the expiry date of the medicine!
In case of doubt, consult the pharmacist who dispensed the medicine to you.
Do not store different medications in the same package.

License number: 067.13.28323.00

Manufacturer: Janssen-Cilag, Val-de-Reuil, France.

Registration Holder: J-C Health Care Ltd., Kibbutz Shefayim 60990, Israel.

EXPLANATION FOR THE PATIENT — INSTRUCTIONS FOR USE

In case of burns:

Apply a one-half centimeter layer of Biafine on and around the affected area.
Reapply the cream regularly in order to maintain a fixed amount on the affected
area.

Note: In case of burns - cool immediately with cold running water on the burn
for 10 minutes, then apply a thick layer of the cream. In case of deep or
extensive burns - medical treatment needs to be received.

Skin wounds:

Generally, a thick layer should be applied on and around the wound without
rubbing. Maintain a thick layer until the wound forms a scab. A physician may
recommend a suitable dressing.

If a dressing is required (burns and skin wounds):

Apply a thick layer of Biafine on and around the affected area, cover with a
moist dressing or a non-absorbant dressing in order to keep it from absorbing
the cream.

Secondary reactions after radiation therapy (erythema, dry or moist
desquamation, "hardening of the skin" etc., with or without pain):

Do not apply Biafine 3-4 hours prior to a radiation session.

Apply Biafine immediately following the first radiation session.

When the skin is not damaged: If there are no medical instructions - apply
Biafine three times a day.

When the skin is cracked (moist desquamation), non-infected wounds: Apply
ns for treating wounds. If the wound is large,
disinfect it before applying Biafine.

A physician may recommend a suitable dressing.

Note:

Sometimes three applications a day are not sufficient. In such cases, the doctor
nal two applications a day, one after you wake up
in the morning, if you do not have a session that morning (if you do have a
session scheduled for that same day, do not apply Biafine), and another at
night before bedtime.

The format of this leaflet has been determined by the Ministry of Health and
its content has been examined and approved in November 2008.
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B COOTBETCTBMM C N[ chay uku (Mpenaparsbl) - 1986
Mepen, NpremMoM nekapcTsa BHUMATESIbHO MPOYTUTE BCHO Npuiaraemyto
nHopMaLMo

BUADOUH"
”
Masb

Cocras:
100 r kpema copepkar:
Triethanolamine (Trolamine) 0.67g

MaccuBHbIE KOMNOHEHTbI:

Ethylene Glycol (Stearate), Stearic Acid, Cetyl Palmitate, Solid Paraffin, Light
Li Paraffin, Perhydrosqualene (Squalane), Avocado Oil, Propylene Glycol,
Alginate of trolamine and of sodium, Potassium Sorbate, Methylparaben Sodium,
Propylparaben Sodium, Perfume, Purified Water.

TepanesTu4yeckoe aencTeme:
yCroKanBaeT 0XKOru, CONTHEYHbIe 0XOr, A3BbI N PaHbl.

Korpa He cnepyet nonb3oBarbCA npenaparom?

MpenapaToM He cneayeT NONb30BaTbLCA NPU NOBbLIWEHHON
YyBCTBUTENIbHOCTU K ._.:OOOZ_< N3 ero KOMNOHEeHTOB.

lMpenaparom He Cnefyet nonb3oBarbCA Npu ilepMaTUTe, Bbi3bIBAEMOM
_._S_._._.mmo_\_ uwnn :m_AmUO._.mmIIOS m::mﬁ_-_\_m_\_

He cnepyeT HaHOCUTL Npenapar Ha KPOBOTOYALLME PaHbl.

Mepbl NPeAoCTOPOXKHOCTH:

He cnepyeT nonb3oBaTbCA NpenaparoM B TeYeHUe ANUTENbHOTO BPEMEeHHU,
HE NOCOBETOBABLUNCH C BPA4OM.

BepemMeHHbIM >KeHLLMHAM 1 KOPMALLM MaTepAM Cleayet
NPOKOHCY/IETUPOBATLCA C BPAYOM Mepef, HauanoMm nosb3oBaH!A Npenaparom.

BsaumopencTeme ¢ apyruMm npenaparamu:

Ecnu Bbl NpuHUMaeTe Apyrue fekapcTea v HefaBHO 3aKOHUUN KypC
NeveHnA ApyrumM npenaparom, To coobLuuTe 06 aTom Bpady. Takum obpasom
Bbl CMOXETe NPefoTBPaTUTb BOZMOXHbIN PUCK NN CHUXKEHUE
3chPEKTUBHOCTM NIEUEHMA, KOTOPbIe MOTYT ObiTb BbI3BaHbI B3aMMOLEVICTBEM
fieKapcTB Apyr C APYroMm.

Mo6ouHble ABNEHMUA:
Kpome xxenaemoro acpcpbekTa npenapar MOXeT OKa3sbiBaTb HeraTuBHoe
nobo4Hoe fencTene, HanpUMep BPEMEHHOE HENPUATHOE OLLyLLIEHWE unn 60nb.

Mo6ouHble ABNeHUA, Tpebytolmne 0cob60ro BHUMaHuA:

CunbHoe pasppakeHue - cieayet 06paTuTbCA K Bpady.

Ecnuy Bac noABATCA NOBOYHbIE ABIEHUA, KOTOPbIE HE OMUCaHbI B 3TOM
VHOPMAaLMOHHOM NIUCTKE, NGO B Criyuae U3MeHeHUA 06LLEro COCTOAHMA
3[10POBbA CreayeT HEMEAIEHHO NPOKOHCYNLTUPOBATLCA C BPAYOM.

Mo6ouHble ABNEHUA 1 B3aMMOAEWCTBUE C APYIMMU Npenaparamu y aeten
W MJ1afeHLeB:

Poautenu pomxHbl CO0BLLNTL NevallemMy Bpadyy o ilo6bix NOBOUHbIX ABNEHUAX
1 AONOSTHUTENbHBIX TEKAPCTBEHHbIX Mpenaparax, NpuHUMaemblx pebeHkom!

PekomeHpyeman f03a, €CIM BPA4YOM He NPeAnuCcaHo MHoe:
CmoTpuTe NpUBEAEHHbIE HXKE ,VIHCTPYKUMK ANA nauneHTa”

BHumaHwue:

Mpenapar npefHasHaueH ToNbKO ANA HaPY>KHOro ynoTpebnexnA.
M36eraiiTe KOHTaKTa CO CIM3NUCTLIMMU 060104KaMU.

Ecnu HyxxHa noBA3Ka, PEKOMEH/YETCA UCMOMb30BaTh CTEPUNbHYHO MOBA3KY,
MOCKOSIbKY Masb He COAEPXKUT aHTUCENTUYECKUX NPENapaTos.

Cnoco6 npuMeHeHunA
02_96_\_.6 npuBeaeHHble Hke ,IHCTpyKUWUK OnA nauuexTa®

CnepyeT BbINONHUTL MOJHBIA KYPC NIEYEHNUA, MPeAnNUCcaHHbIA BpauoM.

W36eravite otpaBnexun!

OT0T npenapart, Kak u ntboe Apyroe 1eKapcTBO, HYXXHO XPaHUTbL B
6e3onacHOM MecTe, He AOCTYMHOM ANA AeTei n/unu mnapeHues. 3To
nomoxet nsbexkaTb CnyyanHoro otpasneHunA. Ecnu Bbl npesbicun
pekomeHpyemMyto [o3y Ui pebeHoK Crny4anHo NporioTU Npenapar, Cnepyet
HemMegneHHo OOUW._.S._._Uom B NpuUemMHoe oTaenieHve OO_.:uI_\__._._u_ n npuBe3Tn ¢
cob0oi OpUrrHanbHyH ynakoBKy OT fieKkapcTaa.

He BbI3biBaiTE PBOTY, HE NMOMYYMB HA 3TO YETKMX yKa3aHuii Bpaya!

He npuHumariite nekapctea B TemHoTe! MNpn KaKgom ncnonb3oBaHun
npenaparta BHUMaTeNlbHO NPOYTUTE STUKETKY U MPOBEPLTE AO3MPOBKY. Ecnn
Bbl 00bIYHO YMTAETE B OYKax, TO He 3abyasTe HAoEeTb UX.

XpaHeHue: XpaHuTb npu Temneparype 5-25°C.

CPpoK rogHOCTU NtoBbIX IEKAPCTB OrpaHnyeH fake npu NpasunbHOM
XpaHeHWU B opuruHanbHomn ynakoske. O6paTute BHUMaHue Ha paty
MCTEYEHNA CpoKa rofHocTu npenapara! Mpu BOZHUKHOBEHNM NOBBIX
COMHEHUI NPOKOHCYNLTUPYATECH C (hapMaLLeBTOM.

He xpaHuTe pasHble nekapcTea B OAHOW 1 TOW e YNakoBKe.

Homep perucTpauvoHHoO NMUEH3UM Ha IeKapCTBEHHbIN Npenapar:
067.13.28323.00

MpowusBoputens: “AHcceH Cunar®, ®paHuunA, Banb-pe-Pei

Bnapeneu, peructpauuu: “Ixein-Cu Xenc Keap I1ta.“, N3pauns 60990,
Knbyu, LLdpanm.

WHeTpykuun pnAa naumeHta cnocob npuMeHeHnA

Mpu oxorax:

Hanectu ,,Buadchmn* nonycaHTMMETPOBLIM CNOEM Ha MOPaXeHHyY obnactb
v BOKpyr Hee. Crneayet perynApHO HaHOCUTb Masb, YTOObI HA MOPaXKeHHOR
obnactu Bcerpa 6bino HeobxoavMoe KONMYEeCTBO npenapara.
:msgmxmzsm” B C/ly4dae 0XKOros cnepfyet HEeMeAJSIeHHO OXJlagunTb
nopa)keHHyto 06nacTb NPOTOYHOW BOLOW B TeyeHne 10 MUHYT, nocne vero
HaHeCTV TONCTbIV cnoi masu. Mpu rnybokux nnmn o6LUPHBIX 0Xorax
HeobxoamMmMo 06paTUTLCA 3a MEAULLMHCKOW MOMOLLLBHO.

Mpu paHax Ha Koxe:

OB6bI4HO PEKOMEHAYETCA HAHECTY TONCTbIV CIIO Npenapara Ha NopaXxeHHyH
0b6nacTb 1 BOKpYr, He BTUpaaA ero. PaHa fomkHa ObiTb NMOKPbITa TOACTbIM
cnoem Maswu Ao TeX Nop, Noka Ha Hel He NOABUTCA Kopka. Bpayu moxeT
NOpPeKOMeH/,0BaTb NOAXOAALLYHO MOBA3KY.

Ecnu Hy>XxHa noBA3Ka (Npu 0XKorax n paHax Ha Koxe):

PekomeHpyeTcA HaHeCTV TONCTbIN COV Npenapara Ha NopaXkeHHyo obnacTb
1 BOKPYT Hee, a 3aTeM 3akpbiTb ee BlaXXHON unun HeabcopbupytoLuen
MoBA3KON, YTOObI Masb He BUTanack.

Mo6ounble ABNEHNA Npu 06J1y4eHnm (NTOKpPaCHEHME KOXMU, CyXoe Miaun
e ,3aTBef KOXW"“ U T.4,., CONPOBOXAatoLLMecA

6oneBbIMMN oE<Em=smz_s nmnbo Her):

He cnepyet ncnones3osatb ,,buacmn“ 3a 3-4 yaca po ceaHca 0bnyyeHuA.

HaHecuTe npenapart cpa3sy »xe nocrne nepeoro ceaHca.

Mpu OTCYTCTBUM NOPAXKEHUA KOXM: ECNIU BPAYOM He MPEeAnucaHo UHoe,
HaHocuTe ,BuacduH” Tpn pasa B AeHb.

Mpwu o6pazoBaHun Tp (BnaxxHoe y ) M HeUHd

paH: ucnonb3yite ,buacduH“ B COOTBETCTBUM C YKa3aHNAMM MO NeYEHNIO
paH. Mpu 6onbLUo NOLLLAAN NOPaXXeHNA Nepeq, HaHeceHem npenapara
cneayeT Npoae3nHuLMpoBaTh NOPaXkeHHbI yyacTok. Bpayu moxeT
NOPEeKOMEHA,0BaTb NMOAXOAALLYHO MOBA3KY.

Mpumeyanue: MHOrpa TPEXPA30BOro HAHECEHUA Npenapara B AeHb
0Ka3bIBaETCA HELOCTATOUHO. B 3TUX Criy4anx Bpay MOXXeT NOPeKOMEHA0BaTb
MCMoNb30BaTh ero eLle ABa pasa: OAMH pa3 yTpoM nocne nogbema, ecnu
Ha 3TOT AieHb Y BAC HE 3arnyiaHnpoBaH CeaHc 06/y4eHA (B MPOTUBHOM cryvae
HE CrefyeT nonb3oBaTbCA Masblo), @ BTOPOI BEYEPOM Mepef, CHOM.

dopmar 3Toro MHPOPMaLMOHHOIO NNCTKA yCTaHOBNEH MUHNCTEPCTBOM
3[paBOOXPAHEHUA, a Coflep>KaHne NPOBEPEHO U YTBEPXKAEHO B HoABpe 2008 ropa.
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