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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Tretinoin

Kodwog mpoidvtog : 201600920

Svvdvopo : Tretinoin, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOV dEXTiOV dEdOPEVOV GPaLEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV PEIYNATOG

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&komra (amd Tov oTONATOG), KaTnyopio 4 H302
To&wdmta 6TV avamapayoyn, Katnyopia 2 H361
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunpa 16

AvemOOpnNTEG PUOIKOYNMIKES EMIPAGELS, KAOMDGS Kot EMIPAGELS 6TV avOpOTIVI] VYEio Kon 610 TEPLBaAlov

Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvovov (CLP)

GHSO07 GHS08

[pogdomomtikn Aé€n (CLP) . IIpocoyn

Anhaoeig emkwvdvvomrag (CLP) : H302 - Emprapés oe mepintwon katdmoong.

H361 - "Yromto ywo mpéxinon BAAPNg otn yovipdtta 1) 670 £uppvo.

Anidoeig Tpoevraéng (CLP) : P202 - Mnv to ypnoiponomoete npv dafdoete Kot KatovonoeTe Tig 0dnyieg Tpo@vraéng.
P308+P313 - XE IEPIIITQXH éxbeong 1 mbavottag ékbeong: TopPovievdeite/Emokepbeite
ytpo.

Ifpovon cOpeeva pe: eEopeital n ECOTEPIKT CLOKEVOTIN, Ta TEPLEXOUEVA TG omoiag dev vrepPaivovv Ta 10ml
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Tretinoin
Agltio Agdopévov Acpaleiog

oopemva pe Tov Kavoviopd REACH (EK) 1907/2006 6mwg tporomoumidnke ond tov Kavoviopod (EE) 2020/878

Ewovoypdppata kivdvvov (CLP)

GHS08

Agv vrdpyovv emmAéov TANpopopie

TMHMA 3: Z0vOeon/mAnpo@opies Y10 T0 GVGTATIKG,

Ovopa AvayvopioTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Tretinoin - <100 Acute Tox. 4 (A6 tov otoparog), H302
(ATE=300 mg/kg copotikov Bapovg)
Repr. 2, H361

TIMpeg keipevo tov rdoewv H ko EUH: BAéne tprpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fondsiav

Métpa pdTav Pondetdv petd and emaen pe o dEppo : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
mavi).
Métpa npdtav fondetdv HeTd amd emaen 1e o LaTio . Eemhovete to. pdtia pe vepod yuo Aoyovg acpodeiog.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa yio TNV KOTOTOAEPN 06N TG TVPKAYLOG

KatdAnka péca mopdcPeong : KovBépta nupdcPeong.

Kivdvvog mopkoaryidg © BAéme tpfpa 2.2.

MéETpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLHG 1 Xpnowomomote péca Katdofeons KatdAinia yio v mepBAALoVGH TUPKAYLA.
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Tretinoin
Agltio Agdopévov Acpaleiog

oopemva pe Tov Kavoviopd REACH (EK) 1907/2006 6mwg tporomoumidnke ond tov Kavoviopod (EE) 2020/878

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOSOTIKGO GLLO A6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Métpa €KTOKTNG AVOYKNG . Amogevyete kGOe mepit Ekbeo.

6.1.2. T Gtopa mov TPocPipovy TPMOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkeoon

Agev vrdpyovy emmA£ov TANpoPopies

Agv vrdpyovy emmAfov TANpoPopieg

BAéne tuqpa 1.

TMHMA 8: "EAeyyog Tng ék0eong/atopiki) Tpoctacio

8.1.1 EOvikég oprokis Tipég emayyshpotikig £k0eong Kot frohoyukés oprokis Tipnég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvEg d10d1Kacics Tapakorovdneng
Agv vrdpyovv emmAéov TANPoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa
Aev vrdpyovy emmAfov TANpoPopies

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopie

8.1.5. Ieproyés eréyyov

Aev vrdpyovy emmAfov TANpoPopieg

8.2.1. Katarinkotr pnyovikoi £reyyot

Katalinior pnyovukoi éreyyor:
Awnpiote og kaAd e&aepilopevo xdpo. ZuviBmg amatteital GOGTNHA YEVIKOD UNYOVIKOD £EAEPIGHOD TOV YDPOV.

8.2.2. ATOpKOG TPOOSTATEVTIKOG £E0TAMGPOG

8.2.2.1. TIpooTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vdpyovv emmAfov mANpopopieg
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Tretinoin
Aghtio Aedopévav Acpalreiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tporonowdnke and tov Kavoviopuéd (EE) 2020/878

8.2.2.2. llpoctocia déppatog
IIpootacio Tov déppatoc:
Tod1d epyasTnpiov
Ipootacio TOV (ePLOV:
IIpoototevTiKd yavtio

8.2.2.3. IIpooTocio TOV UVATVEVGTIK®OV 060GV

Agv vrdpyovy emmA£ov TANPOPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikis £ékOeong og Kivovvo

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 9: ®vuo1kég Kot (NUIKEG 1010TNTEG

9.1. Zroygia Yo TG fUGIKES QUOIKES KA YNUIKES 1O10TNTES

Duown Kotdotoon T Zteped
APDOUOL © Mn dwbéopo
Epepdvion T Xkovn.

Oopny : Mn dwbéopo
Op1o ooung © Mn Swbéopo
Enpeio th&ewg © Mn dwbéotpo
Enpeio m&ewg © Mn dwbéorpo
Enpeio Bpacpod : Mn dwbéopo
Evpiextomra © Mn dwbéorpo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo 6pro kpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTntog T Agvioydet
Enpeto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Beppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awddopo pH : Mn dwbéopo
1EDdeC, KIvepoTicog (1) . Agv oybdel
AwAvtomzto : Nep6:<0.1g/l
2UVTEAEOTNG KOTAVOUNG GE MElyIaL N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otumdv : Mn dwbéopo
ITieon atpov oe Beppokpocio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
ZyeTIKT TOKVOTNTA ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn Swbéopo

9.2. Aowréc TAnpogopisg
9.2.1. IIAnpogopics 6YETIKA PE TIC KLAGELS PUGIKOD KIVdVVOL
Agv vrdpyovv emmAéov TANpoPopieg

9.2.2. AMA0 (OpOKTNPIGTIKA a6QUlLeiag

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 10: Z100gp4TNTO KOL OVTIOPOCTIKOTITO.

10.1. AvnidpacTiKoTnTa

2100epd VIO KAVOVIKEG GUVOTKEG.
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Tretinoin
Agltio Agdopévov Acpaleiog

oopemva pe Tov Kavoviopd REACH (EK) 1907/2006 6mwg tporomoumidnke ond tov Kavoviopod (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmA£ov TANPOPopieg

Kapio og kavovikn ypnon. BAéme tunpa 7.

Ortav Beppaivetat p€ypt Tov onpeiov SIUOTOONG, EKTEUTEL EMKIVOVVOVG KOTVOUG.

TMHMA 11: To&koroyikég TANPOPOPiES

Oé&ela to&icodmta (amd cTOHUTOC) . EmProfés o nepintoon kotdmoong.
Oé&ela to&ucot o (SeppoTiKn) : Mn ta&vounpuévog
Oé&ela to&ucdmra (avamvon) : Mn ta&vounpuévog
Tretinoin
LD50 amd tov 61dp0T0g 68 0povpaiong 300 — 2000 mg/kg
AGBpmon ko epediopog Tov déppatog © Mn ta&vopnpévog (EAepatikd dedopéva)
ZoPapn opOaipkr BAGPN/epebionog : Mn ta&vopnpévog (EArepatikd dedopéva)
EvawsOnronoinon tov avomveuotikod 1 1 Mn ta&wvopnpévog (Baoet tov dtabécipmy dedopévav, Ta KpLTiplo Ta&tvoumong dev TApovvToL)
guaednToToinon Tov SEPUATOG
MetaAho&ryéveon YEVWNTIKOV KUTTAP®OV © Mn ta&wopnpévog (EArepatikd dedopéva)
Kapxwoyéveon © Mn ta&wvopnpévog (EAreipatikd dedopéva)
To&wodTTa Yo TNV aVaTopoyyn : 'Yrmomto yu mpoxAnon PAGRNG ot yovipomta 1 6to £ufpvo.
Ewum to&wotnto ota dpyava-otoyovs (STOT) — : Mn ta&vounpuévog
epanag £xbeon
Ewwm to&icomra ota opyava-otoyovg (STOT) — © Mn ta&wvopnpévog
emovelnppévn €xbeom
Enmkivduvomra avappoonong © Mn tagwopnpévos (Baoet tov dabécmv dedopévav, ta kptripta Ta&vounong dev mAnpovvrat)

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TAnpo@opisg

Owoloyia - yevikd © Aev mopovcitdlet Wiaitepo Kivouvo yio to meptBailov.
Emivduvo o to vddtvo meptBaiiov, Bpayvmpdbecpog : Mn ta&vopnuévog

(0&bg)

Emkivduvo o to vddtvo meptBaiiov, pakporpdbeopog : Mn ta&vopnuévog

(1p6vio)

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg
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Tretinoin
Agltio Agdopévov Acpaleiog

oopemva pe Tov Kavoviopd REACH (EK) 1907/2006 6mwg tporomoumidnke ond tov Kavoviopod (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 13: Xtovyeia oyeTika pe T 0100gon

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPD.

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TavtotnTog

Aev oy0et Aev woyvet Aev woyvet

14.2. Oweia ovopacio arostolig OHE

Agv 1oy0gt Agv 1oyvet Aev 1oyder

14.3. Taén/-€1g KivdOvov KaTd TN PETOQOPA

Agv 1oy0et Aev 1oy0et Aev 1oybdet

14.4. Opéoa ocvokevaciog

Agv 1oy0et Agv 1oy0et Aev 1oydet

14.5. TleprpailovTiKi} emKIVOLVOTNTO

Aev oy0et ‘ Aev woyvet | Agv woyvet

Agv vrdpyovv emmAéov dobéaieg TAnpopopies

Eniyewo petagopa
Aev woyvet

peToQopa péom Boracong
Aev 1oy0et

Evaépra petagopd
Agev 1oy0et

Agv 1oy0et
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Tretinoin
Aghtio Aedopévav Acpalreiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tporonowdnke and tov Kavoviopuéd (EE) 2020/878

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty 06QAaAEL0, TNV VYN KO TO TEPLBAALOV Y10, TV OVGIX 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepihappaveton oto [Moapapmuo XVII tov REACH

Hopapmpa XIV 100 REACH (Katdloyog ad£1060TNn01|G)

Aev nepilappaveton oto Mapapmmua XIV tov REACH (Katdroyog adet0d0tnong)

Kataroyog vroyigiov oveidv REACH (SVHC)

Aev nepthapfavetor otov Katdroyo vroyneiev ovcliov REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaivesn petd omé evpépmon)

Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappoletar.

Kavoviopdg mepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev tepthapfavetol 6Tov KatdAoyo ovoumv mov e&acbevilovv to 6lov (Kavoviouog EE 1005/2009)

Kavoviopog mepi ekpnkrikdv mpddpopmv ovordv (EE 2019/1148)

Aev nepiéyet kapio ovoio(eg) mov meptrapfdvetar(oviat) 6Tov Katdrloyo Tpddpopav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oxetikd pe v epmopio. kot
™ ¥XPNOT TPOSPOLUOV OVGLDY EKPTKTIKMDV)

Kavoviopiog mepi mpodpopmv overdv vapkotikadv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov meptiapfaverar(ovial) 6Tov KatdAoyo Tpodpopmy ovotdv vapketik®v (Kavoviopog EK 273/2004 oyxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Aev vrdpyovy emmAfov TANpoPopieg

15.2. A&orhoynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 16: AlLheg TANPOQOPiES

peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (A6 Tov O&eia To&kotnta (amd Tov 6TOHATOG), KaTnyopia 4
GTOHATOG)

H302 Emprapés oe mepintwon kordmoong.

H361 "Yronto yuo mpéxinon BAAPNG ot yovidtTa 1) 670 £UPpvo.
Repr. 2 To&wdTa 6TV avorapay®yn, Katnyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHXEH EY®NHZX Ot mAnpo@opieg mov TePLEYOVTaL 6€ VT TO SEATIO TPOEPYOVTUL 0O TNYEG TIG 0Toieg Dewpovpe agomiotes. [lapdra avtd, divovtol
XOPIG Kapio gyydnon, pntn N appnTn, YioL v akpifed toug.
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