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Patient leaflet in accordance with the Pharmacists’ Requlations

(Preparations) - 1986

This medicine is dispensed without a doctor’s prescription

Tinden Gel

Name and quantity of active ingredient in a unit dose:

1 gram of gel contains 1 mg dimetindene maleate

dimetindene maleate 1mg/gram

Inactive ingredients and allergens: See Section 2 ‘Important
information about some of this medicine’s ingredients’ and Section
6: ‘Additional information’.

Read the entire leaflet carefully before you start using this
medicine. This leaflet contains concise information about this
medicine. If you have any further questions, see your doctor or
pharmacist.

Use this medicine according to the instructions mentioned in the dose
section of this leaflet. Consult your pharmacist if you need further
information. See your doctor if symptoms of illness get worse or do not
improve within 7 days.

1. What is this medicine intended for?
Rash, itching, non-inflammatory skin diseases, burns, insect bites,
allergic skin inflammation, and eczema.

Therapeutic group: antihistamine.

Dimetindene maleate inhibits the activity of histamine, one of the
substances that is released during allergic reactions.

2. Before using this medicine

Do not use this medicine:

e If you are sensitive (allergic) to the active ingredient
dimetindene maleate or to any of the other ingredients that this
medicine contains.

¢ In cases of known allergies to insect bites.

e On open or inflamed wounds, on weepy skin disorders, on
mucous membranes or near the eyes (especially in babies and
small children).

Special warnings concerning the use of this medicine

Avoid using over large skin areas, especially in babies and small
children. Avoid extended exposure of the treated areas to sunlight.
Consult a doctor if you have a very severe itch or skin lesions that
affect large areas of skin.

Tinden Gel contains propylene glycol so it may cause local skin
irritations.

Consult your doctor if your symptoms persist for longer than seven
days.

Tell your doctor if you have any other disease, if you are allergic,
especially to other medicines, if you are already taking other
medicines orally or applying them externally.

Drug interactions

If you are taking or have recently taken other medicines,

including nonprescription medications, dietary supplements,
and medicines for external use, tell your doctor or pharmacist.

Pregnancy, breastfeeding, and fertility

Use Tinden Gel with caution during pregnancy and breastfeeding
and do not apply it to large areas of skin, or broken or inflamed skin.
Do not use the gel on your nipples while you are
breastfeeding.

Driving and using machines
This medicine has a negligible effect or has no effect on your ability
to drive or use machines.

Important information about some of this medicine’s ingredients
Tinden Gel contains propylene glycol so it may cause local skin
irritation.

Tinden Gel also contains benzalkonium chloride which can cause
local irritation as well. You should not apply this medicine to the
breasts if you are breast-feeding because the baby may take it in
with your milk.

3. How to use this medicine?
Check with your doctor or pharmacist if you are not sure about your
dose or about how to take this medicine.

The recommended dose is usually:
Adults and children:
Apply 2-4 times a day to the affected area or as needed.

Do not exceed the recommended dose.
This medicine is for external use only.

If you have taken an overdose, or if a child has accidentally swallowed
some of this medicine, immediately see a doctor or go to a hospital
emergency room and bring the medicine package with you.

Be sure to take the dose listed in the patient leaflet or follow
your doctor’s instructions. If you think that the effect of
the medicine is too weak or too strong, see your doctor or
pharmacist.

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

If you have any further questions about using this medicine,
consult your doctor or pharmacist.

4, Side effects

Like all medicines, using Tinden Gel may cause side effects in some
users. Do not be alarmed by this list of side effects; you may not
experience any of them.

Stop using Tinden Gel and consult your doctor or pharmacist if you
notice any of the following symptoms:

Uncommon side effects (occur in 1-10 in 1,000 users): dry skin or
burning sensation.

Very rare side effects (occur in less than one in 10,000 users):
allergic skin reactions including rash and itching.

If you experience any side effect, if any side effect gets worse,
or if you experience a side effect not mentioned in this leaflet,
consult your doctor.

Reporting side effects

You can report side effects to the Ministry of Health by following the
link ‘Reporting Side Effects of Medication’ on the Ministry of Health
home page (www.health.gov.il) which links to an online form for
reporting side effects. You can also use this link:
https://forms.gov.il/globaldata/getsequence/getsequence.
aspx?formType=AdversEffectMedic@moh.gov.il

You can also report side effects by email to:

safety@trima.co.il

5. How to store the medicine?

Prevent poisoning! To prevent poisoning, keep this, and all other

medicines, in a closed place out of reach and sight of children

and/or infants. Do not induce vomiting unless explicitly instructed

to do so by a 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.

o Shelf-life after first opening: 6 months.

Storage conditions
e Store this medicine in a cool place below 25°C.
6. Additional information

In addition to the active ingredient this medicine also contains:
Propylene glycol, carbomer homopolymer type B, disodium edetate,
benzalkonium chloride, sodium hydroxide, purified water.

What the medicine looks like and what are the contents of the
package:

A colourless, clear to slightly opalescent homogeneous gel.

Each package contains 30 grams or 100 grams.

Not all pack sizes may be marketed.

License holder name and address:
Trima, Israeli Pharmaceutical Products Maabarot Ltd., Maabarot
4023000, lIsrael

Manufacturer name and address:

Trima, Israeli Pharmaceutical Products Maabarot Ltd., Maabarot
4023000, Israel

This leaflet was formatted according to Ministry of Health guidelines.
It was reviewed and approved by the Ministry of Health in July 2018

Registration number of the medicine in the Ministry of Health National
Drug Registry: 160-62-34854-00
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UHCTPYKLMA NO NPUMEHEHUIO npenapara, B COOTBETCTBUU C

«Monoxenuem o chapmauesTax (Mpenapatbl)» - 1986

JlekapcTBo nNpogaetcst 6e3 peuenTa Bpa4va

TuHpeH lNenb

AKTMBHOE BeLIeCTBO M ero KONM4YecTBO B eANHULIE AO3UPOBKMU:
1 rpamm rens cogepxut 1 Mr aguMeTuHaeHa maneata
Dimetindene maleate 1mg/gram

HeakTvBHbIE BELLECTBa U anneprexbl: CM. NyHKT 2 MHCTpykumumn «BaxHas
MH(OPMALMS O HEKOTOPbIX U3 KOMMOHEHTOB npenaparta» W NyHKT 6
WHcTpykummn  «[ononHuTtensHasi MHopMaums».

Mpexpge YeM HavyaTb MPUMEHEHWe npenapara, BHUMaTerbHO
npoytute WHCTPYKUMIO A0 KOHUA. VIHCTPYKUMS COAEPXUT KpaTkyto
MHopMaLmio o npenapare. Ecnu y Bac eCTb AONONHUTENbHbIE BONPOCH,
obpatutecb K Bpady unu apmauesTy.

HeobxoanMo npuMeHsiTb [aHHblii MpenapaT COMMacHO yKasaHWsiM B
MyHKTe [03UPOBKM HacTosiwed WHcTpykumn. Ecnn Bam noTtpebyetcs
[IONONHUTENbHAS MHAOPMaLMS, NPOKOHCYNLTUPYITECH Y thapMaLeBTa.
Bam cneayet 06paTuThCA K Bpady, ecnv CUMNTOMbI Balliero 3a6oneBanus
yCyrybunucb Unu He ynyuWWnuch B TedeHne 7 AHe.

1. OnsA 4yero NnpuHMMaloT AaHHbIW NpenapaT?
Cbinb, 3yA, HeBOCManUTeNbHble 3ab0NeBaHUsi KOXM, OXOrW, YKyChl
HaCeKoMbIX, OepMaTuTbl arnfieprm4eckoro npouUCXOoXOAeHUs U 3K3ema.

TepaneBTnYeckas rpynna: aHTUrCTaMnHHbIE npenaparsl.
[umeTvHaeHa ManeaT yrHetaeT aKTUMBHOCTb MCTaMWHA, KOTOPbIiA

SIBMSIETCS OLHUM U3 BELLECTB, BbICBOBOXAAOLLMXCA B XOAE annepriuieckoi
peakuuu.

2. MNepen npumeHeHWeM npenapara

He cnepyeT npumeHATL npenapar:

e Ecnn Bbl cTpajaeTe arnneprieit Ha aKTMBHOE BeLUECTBO
AMMETUHAEHa ManeaT WM Ha 16O U3 AOMOMHUTENbHBIX
KOMMOHEHTOB, ~ COAepXalmxcs B npenapare.

o Ecnv n3BecTHo, YTO Bbl CTPAJAETe anmneprieit Ha ykycbl HACEKOMBbIX.

e Ha OTKpbITbIX MNM BOCManeHHbIX paHaX, Ha MOPaKEHUSX KOXW
C BbIJENEHUsSIMU, Ha CMM3UCTLIX OBOMoYKax Mnu Bosne rnas (B
OCOBGEHHOCTU, Y TPYAHbIX UMM MamneHbkUX AeTen).

Ocobble NpefocTepexXeHUs B CBA3M C NPUMEHEeHMeM npenapara
BosgepxuvBaiTech OT NpUMEHeHWsi mpenapata Ha Gonblumx y4acTkax
NOBEPXHOCTU KOXW, B OCOBEHHOCTU Y TPYAHbIX W MareHbkux AeTeil.
BosgepxuBaiiTecb OT MPOJOMKUTENBHOTO KOHTAKTa Y4acTKOB KOXW, Ha
KOTOpble BbIN HAHECEH NPenapar, ¢ CONHEeYHbIM CBETOM. [POKOHCYNBTUPYATECH
C BPa4oM, eCriv y Bac BO3HUK O4EHb CUIbHbIN 3y/ UK NOPaXeHs Ha GONbLINX
yyacTkax MoBepXHOCTU KOXW.

TuHAaeH Menb COAEPXMT NPOMUIEHTTIMKOMNL U NMOSTOMY MOXET Bbl3blBaTb
MeCTHOE pasfpaxeHne KoXu.

MpOKOHCYNBTUPYNTECH Y Bpaya, ecnv Baluu CUMNTOMbI MPOAOMKAKOTCS B
TeyeHve Gonee cemu aHeil.

Pacckaxute Bpady, ecnu Bbl CcTpajaeTe Kakum-nubo  apyrum
3abonesaHvem, anneprven (B 0CO6EHHOCTV Ha Apyrue NnekapcTBeHHble
npenaparbl) ¥ ecnu Bbl yXe NpUHUMaeTe Apyrue nekapctea nepopansHo
UMK MPUMEHSIETE UX HAPYXKHO.

MexnekapcTBeHHble peakLum

Ecnu Bbl NnpuHMMaeTe (MNu NPUHMManu B nocrieqHee Bpemsl) aApyrue
npenaparsbl, BKMoYas npenaparbl, npoAaBaeMble 6e3 peLienTta Bpaya,
nuweBble f06aBKM UMW npenapatbl Afsi HAPYXXHOrO MPUMEHEHUs,

Heob6xoAUMO CooBLWUTL 06 3TOM Bpavy unu capmauesTy.

BepeMeHHOCTb,
cnoco6HoCTb
CnenyeT NposiBNATb OCTOPOXHOCTb NMpu NpumeHenun TunaeH Mens Bo
BpemMsi GepeMeHHOCTU WU TPYOHOTO BCKApMIMBaHUA M He HaHOCUTb
ero Ha GonbluMe y4acTKU NMOBEPXHOCTU KOXW W Ha MOBPEXAEHHbIE UMK
BOCMarneHHble yyacTku. He HaHocuTe renb Ha COCKW BO BPEMS rpyAHOro
BCKapMnuBaHus.

rpyaHoe BCKapMnMBaHMe UM penpopayKTUBHasi

BoxpaeHne aBToMO6UNsA 1 paboTa ¢ MexaHU4eckuM obopyaoBaHMeM
Y maHHoro npenaparta ecTb O4eHb HE3HaUNTENbHOE BO3AENCTBIE 1N BoobLLEe
HeT BO3AeNCTBUA Ha CrocobHOCTb BOAUTbL aBTOMOGUNb unm pabotatb C
MexaHuyeckum 06opyLoBaHUEM.

BaxHas uHchopMaLMs 0 HEKOTOPbIX KOMMOHEHTax nNpenapara
TuHaeH Menb cCoaepXUT NPONUMNEHTNIMKONL U NO3TOMY MOXET BbI3blBaTb
MEeCTHOE pasapaxeHne KOXW.

TuHaeH Menb Takke coaepXUT GEH3aNKOHWSI XIopud, KOTOpbI Takke
MOXET BbI3blBaTb MECTHOE pasdpaxeHue koxu. He crefyer HaHOCUTb
npenapar Ha MOSIOYHbIE Xeneabl B Nepyoa rpyaHOro BCKapMnBaHus, Tak
Kak pe6eHOK MOXET MPOrfNoTUTL €ro BMECTE C MOMOKOM Matepu.

3. Kak npumMeHsaTb npenapar?
Hy)KHO MPOKOHCYNbLTUPOBATLCA C Bpa4oM uUnum Q)apMaLleBTOM, €CIn Bbl HE
yBepeHbl B OTHOLLUEHUU OO3NUPOBKA U cnocoba npUMeHeHua npenapara.

[o3npoBka npenapara 06bI4HO COCTaBISET:

Y B3pochbix 1 AeTeNn:
HaHocuTb 2-4 pasa B AeHb Ha MOPaXeHHbIM y4acTOK UMM CormacHo
HeobXxoauMocTHn.

He cnepnyeT npeBbIWaThL peKOMEHAYEMYO AO3UPOBKY.
Mpenapat npegHa3Ha4YeH TONbLKO AN HaPYXXHOTO NPUMEHEHUS.

Ecnv Bbl NPUHSNM CMULLKOM BbICOKYH A03Yy Mmpenaparta, unuv ecnv no
owmnbke npenapar NpornoTun pebeHok, HemeaneHHo obpaTuTech k Bpady
Wnu B NpUeMHbIN NoKoW GonbHULBI U NpuHecuTe ¢ coboi ynakoBky OT
npenapara.

Mpocneaute 3a Tem, 4ToGbI MPUMEHSTHL Mpenapat B [03MPOBKE,
yKasaHHOM B VIHCTPYKUMW MO MPUMEHEHWIO npenapara, Wiu COrMacHo
ykasaHusm Bpaya. Ecnu Bbl cuuTaeTe, 4TO BO3AEWCTBME Mpenaparta
SBNSIETCA CMULIKOM cnabbiM Unu, HaoGOpOT, CRAWLWKOM CUMbHLIM, TO
obpaTtuTeck k Bpady Wnu apmalesTy.

He cnepyetr npuHumate nekapctBa B TemHoTe! Heo6xogumo
NpoBepUTL ITUKETKY Npenapara 1 ero Ao3y Npu kaxgom npueme. Ecnn
Bbl Nonb3yeTech O4YKaMu, HaaeHbTe UX nepes NPUEMOM fnekapcTsa.

Ecnu y Bac BO3HMKNM [OMOMNHUTENbHbIE BOMPOCHI OTHOCUTENLHO
npUMeHeHus npenaparta, o6paTuTech C HUIMM K Bpady Unu dhapmaLeBTy.

4. MobGo4Hble ABNEHUA

Kak 1 B crniyyae ¢ nio6GbiM ApyruM npenapaTtom, npumeHeHne TuHAEH
Fens MoXeT BbI3blBaTb NOGOYHbIE ABMEHWS Y HEKOTOPbIX NOfb3oBaTeNen.
He nyraiTecb, yutas nepeveHb 3TUX SiBNEHUN. BO3MOXHO, 4TO Bbl He
UCMbITAETE HU OOHO U3 HUX.

MpekpatnTte npumeHenve TunpeH Mensi U nocoseTylTecb C BpayoM uUnu
hapmaLeBTOM ecrnu Bbl HabnoaaeTe kakon-nbo 13 creaytoLLyx CUMMNTOMOB:
ManopacnpocTpaHeHHble noboyHble ABNeHna (uncommon) - No6oYHbIe
sABNeHuns, kotopble BcTpeyatotces y 1-10 3 1000 naumeHToB: CyXOCTb
KOXW UMK OLLYLLIEHNE HOKEHUS.

OueHb pefkune nobouHble sBneHunsa (very rare) - noboyHble fBneHus
KOTOpble BCTpeyalTca y MeHee Yem opHoro u3 10000 naumeHToB:
annepruyeckue peakuuu Ha Koxe, B Y4aCTHOCTU CbiMb W 3yA.

Mpu nosBneHnn NOGOYHOro SABMEHUA, a TaKKe ecnu Kakoe-nubo U3
NOGOYHbLIX IBNIEHUI YCYryonsieTcs Unm ecnm Bbl cTpagaeTe NOGOYHbIM

SAIBNIEHWeM, He YKasaHHbIM B AaHHOM WHCTpykuuu, Bam crepyeT
NPOKOHCYNLTUPOBATLCA Yy Bpaya.

CoobLeHre 0 NOGOYHLIX ABMEHUAX

MoxxHO co06LLUTEL 0 NOGOYHBIX ABNEHUSX B MUHUCTEPCTBO 30paBOOXPaHEHWS],
HaxaB Ha ccbinky «CoobleHne o nobouHblx apdekTax OT nekapcTsy,
KOTOpasi HaXoAUTCS Ha WHTepHeT-caiiTe MUHUCTepcTBa 3apaBOOXPaHEHNs
(www.health.gov.il), 4ToBbl nepeirT Ha aNeKTPOHHbIA GnaHk coobLleHns o
NoGOYHbIX SIBMEHUSAX, UNK Nepeinas no ceeinke: http://forms.gov.il/globaldata/
getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.gov.il
O no6oyHbIX adhhekTax MOXKHO Takke COOBLUUTL MO ANEKTPOHHON nouTe:
safety@trima.co.il

5. Kak xpaHutb npenapar?

e He otpasutech! 3T1OT npenapar, kak u noboe Apyroe nekapcTso,
crnefyet XpaHuTb B 3aKpbITOM MeCcTe, HeOCTYNHOM AnA ,que|7| n (VIJ'IVI)
MnageHueB (VI BHe nonsg ux 3peHVIF|). Takum oGpaaoM, Bbl CMOXeTe
npefoTBpaTuUTh OTpasrieHne npenapaTom. He BbI3biBaTe pBOTY 6e3
COOTBETCTBYIOLLErO YyKasaHusi Bpaya.

e He crnefyet NpUMeHATb npenapart no UCTe4eHUn cpoka ero rogqHoCcTu
(exp. date), ykaszaHHoro Ha ynakoBke. Cpok rogHocTVM npenapara
OKaH4MBaETCs B MOCNEAHWIA AeHb yKa3aHHOro Ha ynakoBke Mecsua.

. CpOK XpaHeHUs nocrie nepBoro OTKpbITUA: 6 MecsLueB.

YcnoBus xpaHeHUs:
e Cnepgyet xpaHuTb npenapat B NpoxiagHoOM MecTe npu Temnepartype
Huxe 25°C.

6. OononHuTtenbHas uHdopmaums
MomMuMo aKTMBHOrO BelecTBa AaHHbIV NpenapaT CoAepXUT cneaytoluue
KOMMOHEHTbI:

Propylene glycol, carbomer homopolymer type B, disodium edetate,
benzalkonium chloride, sodium hydroxide, purified water.

Kak BbIrnsaauT npenapar, U KakoBO COAEPXXMUMOe ero ynakoBKu:
BecuBeTHbIN Npo3payHblii OAHOPOAHBIV crierka GrnecTaLuii refb.
Kaxpas ynakoska cogepxut 30 rpammos unu 100 rpammoB npenapara.
BoamoxHo, 4To npenapat He GyAeT npoaaBaTbCA BO BCEX YKa3aHHbIX
pa3Mepax ynakoBKW.

Bnapgeneuy peructpauum n ero agpec:
«Tpuma W3paunbckne dapmauesTtuyeckve Mpogyktel Maabapot NTA»,
Maa6apot 4023000, M3paunb

HasBanue n agpec npoussoguTens:
«Tpuma W3paunbckme dapmauestudeckue Mpoayktel MaaGapot NTO»,
Maabapot 4023000, Wspannb

dopmat  faHHoW  WHCTpykuuu  6bin onpepeneH  MuHucTepcTBOM
3ApaBOOXPaHEHNs, KOTOPOe Takxke NPOBEPUIIO 1 YTBEPAWIIO €€ COAepXaHne
B wione 2018 roga.

PerncTpaumnoHHbIi HOMEp npenapata B TOCyAapCTBEHHOM peecTpe
neKapcTBeHHbIX NpenapatoB MUHMUCTepCTBa 34paBOOXPAHEHMS:
160-62-34854-00.
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