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PACKAGE LEAFLET: INFORMATION FOR THE USER

TRETIN®
0.05% wiw gel

Isotretinoin
1. 1. IDENTIFICATIONOF MEDICINAL PRODUCT
1.1 Trade name
TRETIN® gel (0.5mg/gr) 0,05%
1.2 Composition
Active substance: Isotretinoin
Excipients: Butylated hydroxytoluene, Hyprolose, Ethanol (96%)

1.3 Pharmaceutical form

Gel for external use

1.4 Quantitative composition

Each g or TRETIN® gel contains 0.5 mg Isotretinoin
15 Nature and contents of the container

TRETIN® gel is soft gel of yellow-greenish color and the indicative odor of alcohol, contained in
aluminum tubes of 30g.

1.6 Pharmacotherapeutic category

Retinoid for topical use in acne.

1.7 Marketing Authorisation Holder

TARGET PHARM, 54 Menandrou st. 104 31 Athens Greece,

Tel.: +30 210 5224830, Fax: +30 210 5224838,
E-mail: info@targetpharma.gr, http://www.targetpharma.gr

1.8. Manufacturer

P.N.G. GEROLYMATOS S.A. (PLANT A), 13 Asklipiou st. 145 68 Krioneri Attica, Greece
TEL. +30-210-8161907 // +30-210-8161107

KLEVA SA, 189 Parnithos Av. Acharnai Attica Greece Tel: +30-210-2402404-7.

2. WHAT SHOULD THE PATIENT KNOW ABOUT THIS MEDICINE
2.1 General information

O ytpdc oag cvvtoyoypdenoe 0 TRETIN® yéhn yoo va cog Pondficet vor avTeTonicete v okuf
oac. To TRETIN® yéhn mepiéyet 160TpeETVOiv), APLOKO TOL YPNOLLOTOLEiTOL 6T Bepameio. TG KOWAS
akung. H wootpetivoivn oyetileton omd dmoyn dopng Kot GOPUOKOAOYIKAOG pe TNV Prrapivn A, n omoia
pLOuilel TV avdmTuén Kot d1opopomoinen TV EMBNAOK®Y KOTTAP®V.
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ZUOTNUOTIKOG YOPTYOULEVT KATAGTEAAEL TV SPOCTNPLOTNTO TOV GUYLOTOYOVOV OOEVOV, HEUDVEL TNV
TOPAY@YT CUYUATOC, ETNPEALEL TNV POYECOPOYEVEST), KUTUGTELAEL TO TTPOTLOVIKO BakTnpidlo TNG OKUNG
Ko Teptopilet Tn Aeypovn.

H osotpetivoivn yopnyoluevn tomikd avtay@viletor TNV LIEPKEPATMGT TOV OTOTEAEL YOPOUKTNPIGTIKO
NG KOWNG aKUNG, EUTOSILovTag TN dnpovpyic TV SEPUATIKOV PAUPOV Kot KUPIMG TOV QoyecOPOV.

2.2 Indications

To TRETIN® gel ypnowomoteitar yia t Ogpomeio. Te NmLag ©¢ HETPLOG KOWHG OKUAG, ME SEPHATUCES
BraBeg 1opi pheyrovi) (payéowpoy) f 1e GheyHovil

2.3 Contraindications:

Ta edpupoxe pmopodv vo Pondicovv Tovg 0pPAOCTOVS, UTOPOVV OUMG VO ONULOLPYNCOLY Kot

apofAnuata, 6tav outd Ogv AauPdvovior cOuPva e TG 0dnyies. o T0 cvykekpuévo edpuoko Oa

TPETMEL TPV TO TAPETE VOL EXETE EVIUEPDOEL TO YLOTPO GOG YOl TLG AKOAOLOES TEPIMTMOELS :

- Edv elyote moté xdmowa aAlepyikr| avtidpacn 1 KAnolo acuviiiotn avtidpacn 6To GApUOKO dvTo 1)
G€ KAMO1EC OO TG OLGIEG TTOL TEPIEXOVTOL G~ AVTO TO PAPLLOKO.

- Eav eiyate voonoel and kapkivo tov dEpUaTOC («EmMONAioUO OEPLOTOC)) EGEIC 1| KAMOW0 GTEVO
GUYYEVIKO GOG TTPOGMTO.

- Edv eyxopoveite N €xete v mpobeom vo. peivete £ykvoc,

- Eav OnAalete

To pdéppoko dev TPEMEL VoL YPNGLHOTOIEITOL KAT T S1IPKEL TNG KONGNG Kot TG YoAovyiog

2.4 Special warnings and precautions of use:

24.1. General

[pémel vo, amoPevyeTOL TV EXOQT TOL TPOIOVTOG UE Ta YEIAN, TO GTOUA, Ta UaTIo KOODC Kot pe OEpa,
OKOOUEVO 1) O€pUaL e NALoKO Eykovpa 1 dépua pe éxlepa. Agv Tpénel va 10 @opUoleTol oTig Ymvieg Tng
POTNG Ko voL YIVETOL LLE TPOCOYT 1 EPOPUOYT TOV GE EVAIGONTEG TEPLOYEG TOV SEPUATOC .Y, TOV AOLLOD.
AToQUYETE TNV YPNOT OTTOLOLINTOTE TPOIOVTOG TEPIEYEL PO 1) OvoTTVELUX (TTY. OPDOUATA, KOADVIES,
A0C10V Y10 TPV 1 peTd To EVpropa) kabmg eivar Suvatdv va mpokaAiécovy emmAgov epetopo. [pénel va
amopevyetar TNV €kBeon oty NAokn axtivofoiio TV mePloydY oL vVIoPdAilovtar o Bepomeia pe To
oapuoko. No ypnollonoleite £va avinAloKO TPOIOV LYNANG TPOCTUCiag KobmG Kol TPOCTATEVTIKG,
povyo.

Tpémet va amopedyeton T xprion TexvTod NALaKod eeTog Kotd T didpketo g Ospomeiog pe TRETIN®
gel.

2.4.2. Elderly

2T0UG NAKIOUEVOVE deV TTopaTnPEiTOn KOV aKU 0TdTE OEV VITAPYOLV 1OLUITEPES GLGTAGELS Y1 AVTOVE.
2.4.3. Pregnancy

Aev &gl texunplodel 1 ac@aiel TOL EOPUAKOV oToV AvOpwTOo, O0TOV €QOPUOLETOL TOTIKG KOTH TN
SIAPKELD TNG EYKVUOGVUVNG, MG EK TOVTOV 1) ¥PNOT TOVL TPEMEL VO, OTOPEVYETAL OTIG EYKVOVG KOl OTIG
yuvaikeg mov £xovv Tpobeom va peivouy ykveg.

2.4.4. Lactation

Agv givarl yvooTd av TO QUPHOKO TEPVH GTO UNTPIKO YoAo Oty e@apudletar o SEPUO LE OKU GE
untépeg mov InAdlovv. Q¢ ek T00TOL dev TPEMEL 01 INAALOVGEC UNTEPES VOL YPTGLLOTOLOVY TO PAPLLAKO.
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2.4.5. Children

H oaopdAeio kot 1 omoTeAECUATIKOTNTO TOV TPOTOVTOG dev €xEl TeKuNpmbel oto ool EMEWON OTAvVIO
epeaviletol Kown aKun TNV TOLo1KT NAUKia.

2.4.6. Effect on the ability to drive or use machines

To mpoidv Bewpeitor acEOAEG Kot dev avapEVETOL VO TPOKOAEGEL KATOWL EMIOPACT] OTNV KAVOTNTA
00 YNONG KOl GTO YEPGUO UNyavIUETOV.

To mpoidv mepiéyel 96 mg/g odAkodAn

25 Interactions with other medicines or substances

Tao omoTEAECHOTO HEPIKMOV PUPUAK®V UTOPEL VO EMMPEASTOVY OTOV YOPNYOUVTOL TOWTOXPOVO, Al
OKELAGLOTO. AgV TTPETEL VO EPOPUOLETOL OTO OEPO. GOC GALD TOTIKG CKEVAGLLOTO, Y10, TNV VTILETOTION
™E aKpng T Tdypove. katd ) didpketa g Oepomsiag pe TRETIN® gel extog edv 0 y10tpdg cag To £xst
GULGTNOEL

[Switepn mpoooyn amarteiton KOTé TN XPNON OIOCKEVAGUATOV TOL TEPLEXOLY OTOPOAMOMTIKOVG
Tapdyovteg Ty, VIEPOEEIDIO TOL BEVIOAIOL 1| ATOAETIGTIKOD KOHAPIGTIKOV.

2.6 Posology

Amidote pio pukpn mocdmTo YEANG o€ OAN v méoyovca mepoy 1-2 eopég v nuépa mepinov 15
Aentd petd 10 MAOOIHO. META TNV €QPOPUOYN TOL PUPUAKOV TAVVETE KOAG TO Yépla Gog. Avvatov vo
amontOel Kdmolog ypdvog TPOoKEWEVOD v ovovy emtoyn Oepamevticd anoteléopata. [Tbavov 6-8
eBdopadec. Tpémer emopévarg va ypnotpomorioete 10 TRETIN® gel ywr 10 mapaméve tovAdyiotov
YPOVIKO SAGTNO EKTOG EAV O YLOTPOG GOG EXEL ODOEL AAAES 00N YiES.

2.7 Overdose — Management:

Méypt ofjuepa dev xel avapepbel o&elo vépPoon ddong pe 1o mpoidv. H and Adbog xatdmoor tov
TPOIOVTOC UE OMOTELEGUO, TNV VTEPOOGOAOYIOL WTOPEL VO TPOKAAEGEL CLUTTOUOTO, OIS GoPopn
Kepoialyla, vavtio, éueto, {aAn, gvepebiotdomra ko kwnopd. Otav cupPel kdtt této0 cuvicTdton
KEVWOT) TOL GTOUAYOV LE TPOKANGT EUETOL KO VAL GUUPBOVAEVTEITE ApESMG TOV Bepdmovta 1aTpd Gog.
T Kévrpov Aninmpudcewv: 210-77 93 777, AOva.

2.8 Possible side effects

Me kavovik piion o TRETIN® gel sivar kodd avektd. Mepikoi opmg aoBeveic avapépovy Kotd To
apywd otddlo g Bepameiog aicOnua voyumv, kovoov, epbbnua, amoAémiorn, Mmo epebiocud Tov
SEPUATOC OTIC TTEPLOYEG TTOL €Papuoletal To Tpoidv. Ta coumtdpate avtd cuvRBOE VIoYWPODY GGo M
Oepameio cvveyiletor. Edv eppaviotel vtepPoiicog epebiopdg dwaxdyte ) Bepaneio kot cvppfovievteite

TO Y10.TPO GOC.

If you get any side effects, please talk to your doctor, or pharmacist or other healthcare professional or
directly to the National Medicines Agency (Mesogion 284, 15562, Cholargos, www.eof.gr)

2.9 What should the patient know if a dose is missed

Continue your treatment according to your doctor’s instructions.
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2.10  What should the patient know about the expiry date

Expiry date is written on the outer package and on the tube. Do not use this medicine after the expiry date.
When the tube is opened, it should be used within 2 months. When this time is passed through away the
medicine and visit your doctor for a re-evaluation and/or continuation of the treatment.

2.11  Special warnings about the storage of this product

TRETIN® gel should be stored at temperatures below 25° C.

2.12 Date of last revision of this text

07-01-2015

3. INFORMATION FOR THE RATIONAL USE OF MEDICINES

e This pharmaceutical product was prescribed by your doctor to you, according to your medical
history and condition. Do not pass the product to others or use it in any other condition even if the
symptoms may appear the same and without receiving your doctor’s or pharmacist’s advice.

o If during treatment with this medicine you experience any problem or issue, contact immediately
your doctor or pharmacist.

¢ If you have any questions regarding the information for this product, its use or about the medical
condition that you suffer, you should ask your doctor or pharmacist.

¢ This product will be safe and effective if it is used exactly according to instructions provided.

o For your own safety it is highly recommended that you read carefully all information provided for
the prescribed medicine.

¢ Do not store medicines in bathroom lockers, as the high temperature and the humidity may degrade
the product which may be harmful to your health.

¢ Store the product in the original packaging.

o If your doctor instructed you to stop the use of this product, dispose the remaining product and do
not use it.

¢ Do not keep the medicine you do not need any more or those that are expired.

o Keep all medicines in safe place out of reach and sight of children.

4. PRESCRIBING INFORMATION

This medicine is subjected to medicinal prescription.




