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

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Timolol

Kodwog mpoidvtog : 201600905

Svvdvopo : Timolol, 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
Ewwn to&ikodma o€ Opyava-ctdxovs Hotepa and exavellnupévn ékbeon, H372
Kkatnyopia 1

IIpeg keipevo tov nhmoewv H ko EUH: BAéne tuqpo 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaiiov

Amopacn HESH KPioNG EUTELPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOGC.

2.2. Zroyeio eTIKETOG

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

GHSO07 GHS08
Ipogworomtiky AéEn (CLP) » Kivdvvog
Anhaoeig emkwvdvvomrog (CLP) : H302 - Emprapés og mepintwon katdmoong.
H372 - IIpokaiei Prafeg ota dpyava votepa amd mopateTapnévn 1 exavelnuuévn £xbeon.
Anhdogig tpoeoraéng (CLP) : P260 - Mnv avamvéete okdvn.

P314 - Zvpupovievbeite/Emokepbeite yotpd edv oacbavbeite adiabeoia.
Zhpavon cOpemva pe: eEapeital 1 EMTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml
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Ewovoypapparta kivdovov (CLP)

GHS08

2.3. AlLot Kivovvolr

Agv vrdpyovv emmAéov TANpopopie

TMHMA 3: Z0vOeon/TApo@opiss Y10 T0 GVGTATIKG,

3.1. Ovoigg
Ovopa AvayvopioTikog Kodikos | % Kataraén svopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]
Timolol - <100 Acute Tox. 4 (And tov otdpatog), H302
(ATE=300 mg/kg copoatikov Bapovg)
STOT RE 1, H372

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agev 1oy0et

TMHMA 4: Métpa npdtov fondsiov

4.1. Meprypopin pETPOV TPAOTOV fonbstdv

Métpa tpdrov Bonbeidv petd amd silomvon : Bydte tov mofovta otov kabapd afpa. APote To dTopo mov TpocPAnnke va avorvedoel kabapd
aépaL.

Métpa tphrov Bondeidv petd omd emaen e To dEppa : KoBapiote ™ peyaivtepn dvvarh mocdma okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
mavi). [TAvte pe dpbovo vepd/....

Métpa tpdtov Bondeidv petd omd exapn pe to pdTio . Eemhovete pe vepd kpotdvtog o PAEQapO KoAd avoryTd.

Métpa mpdrov fondeidv petd amd katdmoon . Eemhovete 10 otopo. Edikn wrpkh mapaxorovdnon. Evééyetatl va cuom el mapatetapévn wtpikn
mapakorovOnon.

4.2. INpavTiKTEPH COUTTONATO KUL ETIPAGELS, APEGES 1] NETAYEVECTEPES

ZountdpoTo/emSpacels © BMaPeg oty vyeia evdéyetor va gppaviotodv pe kabvotépnon.

ZounTdUOTO/EMBPACELS HETA OO E1GTVON 1 Avemapkn dedopéva.

ZouUTTOUOTO/EMSPACELS HETA 0O ETAPT LE TO dEPUOL 1 Avemapkn dedopéva.

ZOUTTOUOTO/EMBPACELS HETA OO ETOPT| LE TOL LATLOL 1 Avemapkn dedopéva.

ZouUTTOUOTO/EMBPACELS HETA OO KATATOOT . To copntdpato gvégyetor va givor (aAn, kKepolakyies, vavtio Kot an®AEWL GLVTOVIGHOD.

4.3."Evé€1&n 0mo10.601NTOTE AmALTOOPEVIG GUEGTG LOTPIKNG PPOVTIdaG Kot £18WKNG Ogpamneiog

ZopPovlevdeite/Emoxeqbeite yuatpd. Edv givor duvatod dei&te ovtd to gOAL0 acealeiog, Kt av Oy, dsi&te T cvokevacio N v etkéta. Evepyn ovaia.
DappokevTikod TPoidv.

TMHMA 5: Métpa y10. TNV KOTOTOAENN O] TS TUPKAYLAG

5.1. IvpocPectika péca

KotdAAnio péoa mopocBeons : KovBépta nupdcPeong.

5.2. Exdukoi TO7o1 EMKIVOUVOTNTOS TOV TPOKVTTOVY 0.T6 TV 0VGia 1| TO pHEiypa

Kivdvvog mopkayidg © BAéme tpipa 2.2,
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MEtpa ylon TV KOTOTOAEUNOT TNG TUPKAYLEG : Xpnowonomote péoa kotdoPeons katdAinia yo v mepidrlovoa Topkayid.

TMHMA 6: Métpa 6€ TEPinT@ON 0KOVOLOG EKAVGTNG

Tevikd pétpa 1 ATo@OYETE TNV GUECT EXOPT LE TO TPOIOV. MNV avamvéete
oKkovn/avabopdoeis/aépla/oTayovidia/aToNs/ EKVEQM T,

6.1.1. I'a TPOSOTIKG GLLO A6 TO TPOSCMOMUKG EKTUKTIG UVAYKNG

Métpa €KTaKTNG AVAYKNG : ®opdte KOTAANAO TPOGTATEVTIKO POVYIGUO, YAVTIO KOL TPOGTAGIO Y10l TO. MATLOL KOL TO TPOCOTO.

6.1.2. ' GTope mov TPooPEpovy TPpdTES Pondsieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

MéBodot kabapiopod 1 Xyovpéyte, 01t o amoppipata Oa Tepiouileyodv Kot Ba amobnkevtovv acparéc. Kabapiote

mpooekTikd. [TMOvete Ta vrokeippata Tov dev UTOPEITE VO OVOKTNGETE e : ALGAVIO VTOYA@PIDOOOVG
vatpiov.

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkevon

Emndéov kivovvor katd v enelepyacio : Eguotdron emiong n mpocoyn tov xpiotn 6Toug Thavodg Kivauvoug Tov EVOTAPYOVY GTNV TEPITTMOON

TOV TO TPOTOV XPNGILOTONOEL pe TPOTO OV OpileTaL OO TIG KUTACKEVOGTIKEG TPOILOY POUPES.
TIpo@uraels yio acQain xepiopod : XpNnoyomomoTe T0 TPOIOV He TPOGOYY. ATOPVYETE TNV GLECT) ETAPY HE TO TPOTOV. XTO PETPO TOV
Sduvatov 1 xp1oN TOL TPOTOVTOG TPEMEL VO YIVETUL GE EPYOSTNPLOKT YOGV
Meétpa vyewng 1 Xp1ion tov Tpoidvtog pe 0pHN Plounyavikn VYLEWN Kot SL0dKacieg 0oQAAEi0G.

Teyvicd pétpo T Zoppopeabeite [e TOVG IGYVOVTEG KAVOVIGHOVG.
ZovOnkeg OA0ENG 1 DdvAdooetol KAEW®LEVO.

BM\éne tunpa 1.

TMHMA 8: "EAeyyog Tng ék0eong/atopiki Tpoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frohoyukés oprokis Tipég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvES dadkacics Tapakorovdneng

Agv vrdpyovv emmAéov TANpoPopieg

8.1.3. Zympatilovrar sToygia pdravens tov afpa

Agev vrdpyovy emmAfov TANpoPopieg
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Timolol
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

8.1.4. DNEL ka1 PNEC

Agev vrdpyovy emmAov TANPoPopies
8.1.5. Tleproyég eréyyov

Agv vrtdpyovv emmAéov TANpoPopieg
8.2. "Edeyyon ék0gong

8.2.1. Katariinkor pnyovikoi £reyyot

Kotdahinhor pnyovikoi £reyyol:
Awnpiote og kard e€aepilopevo xdpo. Xpnotpuonoteite amoKAEIOTIKG 6€ KAEOTN YOGV pe EVoOUaT®UEVO @iktpo. OikTpo agpocmpatidioy vyning
amoteheopaticomrog (HEPA filter).

8.2.2. ATOHIKOG TPOGTUTEVTIKOG E0TAMGHOG
8.2.2.1. TIpocTucio TOV HUTIAOV KOl TOV TPOGATOV

Ipootacio 0@OaAN®V:
Ipoctatevtikd yvaid. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpootacio Tov déppaToc:
XpNoWOTOoLEioTE TPOGTATEVTIKO POVYISHO Yo ynpikd. DIN EN 13034

IIpocTocia TOV yEPLOV:
[Ipoctotevtikd yavtio avhektikd og ynuud tpoidvra. ISO 374-1
8.2.2.3. TIpo6TuGio TOV UVUTVEVGTIK®OV 06OV

IIpooTacio TOV OVATVEVGTIKAOV 00ADV:
Ye nepintoon anelevbépmong okovng : puaokes pe eiktpo v okdveg P3. DIN EN 140 & 149. Yypo npoiov : Mdaoka agpordporos. Popate ovomveuoTikn
GLGKELT G€ TepinTon £kbeong oe aToVG/oKOVES/ oepOAD LT

8.2.2.4. Ogppukoi kivovvol

Agv vrdpyovv emmAéov TANPoPopieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikic ékBeong og Kivovvo

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®vo1kég Kot ynNUIKES 1010TNTEG

9.1. Zroyeia Yo Tig facIKES QUOIKES KA YNUIKES 1O10TNTES

oo Kotdotoon T Zteped
APDOUOL : Mn dwbéopo
Epedvion T Zkovn.

Ooun © Aevoyoet.
Op1o ooung : Mn dwbéopo
Enpeio th&ewg : Mn dwbéopo
Enpeio mhéewg : Mn dwbéopo
Enueio Bpacpod : Mn dwbéopo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 6plo ekpnEpoTntog T Agvioydet
Enpeto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Bgppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Adropo pH : Mn dwbéopo
1EDdeg, Kivepatikog (1)  Agvioyber
AwAvtomzro : Nepo: 33.3-100 g/l
ZUVTEAEOTNG KOTAVOUNG GE UELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
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Timolol
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

ITieon atpod og Oeppokpacio 50°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZyetTikn TokvOTNTOL © Mn dwbéoyo
TyeTikn TKvOTNTO 0TUOV 6TOoVG 20°C 1 Agvioydet

Meéyebog copatidiov : Mn dwbéopo

9.2.1. IAnpo@opies GYETIKA IE TIS KLAGELS QUGIKOD KIVdHVOU
Agev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMA0 {OpOKTNPIGTIKG 0.6QULEING

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

Ztafep6 Vo KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovic ypnon. BAéme tunpa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVOVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&ikomTa (amd oTOUATOG) . EmProfég og nepintwon kotdmoong.
O&eia To&ikomTo (SeppatiKn) 1 Mn ta&wvopnpévog
O&eia To&otta (avomvon) 1 Mn ta&wopnpévog
Timolol
LD50 and tov 61dp0T0g 68 povpaiong 300 — 2000 mg/kg
ABpwon Kot epebopdg Tov dEPHATOG 1 Mn ta&wvopnpévog (Baoet tov Stabéoipmv dedopévav, Ta KpLripio To&vounong dev mAnpovvToL)
ZoPBopn opbBaipikn PAABN/epediopog 1 Mn ta&wvopnpévog (Baoet tov dtabéoipumv dedopévav, Ta KpLtipio To&vounong dev mAnpovvIot)
EvaisOntomoinon tov avomvevotikod 1 © Mn ta&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Ta&vopnong dev mAnpovvrat)
gvaicOntomoinom Tov d€ppatog
MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV © Mn ta&wvopnpévog (EArepatikd dedopéva)
Kapxwoyéveon : Mn ta&vopnpévog (EAreipatikd dedopéva)
To&wdTaL Y100 TV AVOTepoy©Y) © Mn ta&wvopunpévog (Ilepartépw minpogopieg: Oeia to&ikdTnTal)
Ewikn to&ikémta ot 0pyava-otoyovg (STOT) — 1 Mn togwopnuévog (Zagn av kot averapkn dedopéva yio v ta&vopnon)
epamag £xbeon
Ewikn to&ikémta ota Opyava-otoyovg (STOT) — . Ipokalei PAafeg ota Opyava HVoTEPA 0O TOPUTETAUEVT 1) ETAVEIANUHEVT EKOEDT).
emavelnupévn ékbeon
Enucwvdovomta avappoenong 1 Mn tag&wvopnpévog (Baoet tov dabéciov dedopévav, ta kprripta Tagvounong dev mAnpovvrat)
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Agv vdpyovv emmAfov mANpoPopieg

TMHMA 12: Owkohroyikég TAnpo@opisg

Owohoyia - yevika . Emivdvva amdfinta. Xpnowomroteite katdrinia doyeio andppymg.
Emikivduvo yio to vddtivo meptBaAiov, Bpayvmpdbeopog : Mn ta&vopunpévog

(0&bg)

Emikivduvo yio to vddtivo meptBdAiov, pakporpdbeopog @ Mn ta&vopunpévog

(xpéviog)

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 61d0gon

Tomwn vopobesio (amdPAnTor) 1 Kataotpéyte pe ao@ain tpodmo cOUP®VO LE TOVG TOTIKOVS/ €BVIKOVG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YeTIKA pe T1| HETAPOPE

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TavtotnTog

Agv 1oy0gt Agv 1oyvet Aev 1oydet

14.2. Owkeia ovopasia awoctoric OHE

Agv 1oy0et ‘ Aev 1oy0et | Aev 1oybdet

14.3. Tagn/-e1g KtvdHvov KOTA TN PETOQPOPE

Agv 1oy0et ‘ Agv 1oy0et | Agv 1oy0¢t

14.4. Opdoo cvokevaciog

Aev oy0et ‘ Aev woyvet | Agv woyvet
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ADR IMDG IATA

14.5. Ileprfarrovtikn} emKivévvoTnTa

Aev 1oy0et Agv woyvet Agv et

Aev vrdpyovv emmAéov dobéaieg TAnpopopies

14.6. Exdukég Tpo@ura&erg yia tov ypnetT

Eniyewo petagopa
Aev 1oydel

petapopd péco Balacong
Aev 1oy0et

Evaépro petagopd
Agev 1oy0et

14.7. @ardooreg peTa@opis yHony copepmva pe Tig Tpasels ton IMO

Agev 1oy0¢et

TMHMA 15: Ztorygio vopoOetikoy yopaxtipa

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe THY 06QAGLEWD, TNV VYEIN KoL TO TEPLPGLLOV YI0 TNV 0VGIA 1] TO peiypa
15.1.1. kavoviopoi EE

Mapdaptype XVII tov REACH (IIpodroBéceic mepropiopov)

Aev meptrapfavetat oto Mapapmmpo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a0£1060TNn01G)
Aev nepihappaveton oto Moapapmua XIV tov REACH (Katdloyog adei0d6tnomng)

Kataroyog vroyniguov overdv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovcimwv REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cvvaiveon petd omd evnpépmon)
Aev gpappoletar.

Kavoviopég POP (EE 2019/1021, "Eppovot opyavikoi pomor)

Aev gpappoletat.

Kavoviopég mepi e€aoBévnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepihopfavetor otov Katdroyo ovotdv mov e&acbeviCovv to 6lov (Kavoviepog EE 1005/2009)

Kavoviopiog mepi ekpnkTik®v tpodpopmv ovordv (EE 2019/1148)

Aev mepiéyer kapia ovaia(eg) mov mephapPavetar(oviat) 6Tov Katdhoyo Tpddpopmv ovcimv ekpnktikdv (Kavoviopudg EE 2019/1148 oyetikd pe v epumopia Kot
™ PO TPOSPOL®Y OLGLDY EKPNKTIKADV)

Kavoviopég mepi mpédpopmv overdv vapkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mepthapfavetayoviat) 6Tov Katdhoyo Tpddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég dworateg

Agv vrdpyovv emmAéov TANpoPopie

15.2. A&wordynon ymuikis o.cQaierog

Agv vrdpyovv emmAéov TANpoPopieg
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TMHMA 16: ALAheg TANPOQOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (A6 Tov O&ela to&codmra (amd tov 6TdH0ToC), Katnyopio 4

GTOHATOG)

H302 Emprofé oe nepintowon kotdmoong.

H372 TIpoxahiei PAGPeg ot Opyave VOTEPO OO TOPATETAUEVT] 1) ETAVEIANUUEVT EKOEGT).
STOTRE 1 Eww to&icomra o€ 0pyova-ctdyovs Hotepa and exavellnupévn ékbeon, katmyopio 1

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpo@opieg mov TePLEYOVTaL 6€ aVTO TO SEATIO TPOEPYOVTOL 0O TNYEG TIG 0moieg Bewpovpe agomiotes. [lapdra avtd, divovtol
YOpig Kapio eyydnon, pntn 1 appnTn, Yo v aKpifeid toug.
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