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edorme * Dorzolamide impurity A

Agltio Agdopévev Acpaleiog
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Hpepopnvia ékdoong: 31/01/2023  evnuépwon: 05/06/2026 Avtikabiotd Ty £kdoon: 03/03/2025 exdoyn: 3.0

TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Dorzolamide impurity A

Xnuwn Ovopacio : (4R,6R)-4-(Ethylamino)-6-methyl-5,6-dihydro-4H-thieno[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide
apBpuog CAS : 120279-95-0

Kodwog mpoidvtog 1202200440

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc mTpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épgvva kot avamtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iom
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds TMAedVOV £Metyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIvouvOTNTOS

2.1. Ta&wvoépnon g ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302

Evaisbntomoinon tov dépportog, katnyopio 1 H317

Ewu to&ucotnta o Opyova-otodxovs votepa and exovelnupévny  H373

£x0eon, katnyopio 2

I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALOV

Emprapés oe mepintmon kardmoong. Mmopel va mpokaAiécel adhepykn depuatikn avtidpact. Mmopet va npokarécet BAaPeg ota dpyava Hotepa and
TOPOTETAUEVT 1) ETAVELANUUEVT EkOEDT.

2.2. Zroyyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07 GHSO08
Ipogworomtikn AéEn (CLP) . IIpocoyn
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Dorzolamide impurity A
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP) : H302 - Emprapéc oe mepintwon katdmnoong.
H317 - Mmopet vo. mpokar£cet aAAEPYIKT SEPUATIKY AVTIdPACT|.
H373 - Mnopet va tpokarécet BAAPeg ota Opyava (KEVTIPIKO VEVPIKO GOGTNLM, OiLt, OVPOTOTIKO
ovotnua) HoTEPO and TAPATETAUEVN 1| EXOVEAUUEVT EkDeOT.

AnAdoetg Tpoevraéng (CLP) 1 P260 - Mnv avanvéete okovn/avadouidosis/aépio/otayovidia/otnods/ekvepduata.
P264 - IT\ovete ta gépra, Tovg miyels (avtifpdyia) Kot 10 TpdomROo GYOAUGTIKA HETH TO XEPLOUO.
P270 - Mnv 1pdrte, nivete 1 Komvilete, OTAV XPNCULOTOLEITE OVTO TO TPOTOV.
P272 - Ta polvopéva evdvpato epyociog dev mpénet vo. fyaivouv amd to ydpo epyosiog.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVEVLATO/UEGO ATOUIKNG TPOCTAGIOG Y10 TOL
UATI0/T0 TPOCMOTO/TO AVTLAL.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kakéote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwbecio.
P302+P352 - XE IEPIIITQXH EITA®HXE ME TO AEPMA: ITA0vte pe apBovo vepd.
P314 - ZupPovievbeite/Emokepeite yiatpd edv arcbavieite adiobdeoio.
P321 - Xpeidleton 8 ayoyn (PAéne copumAnpopuatikeég 0dnyieg TpdTav Pondeidv oty eTikéta).
P330 - Eemldvete 10 oTOUA.
P333+P313 - Eav mapatnpn0ei epebiopdg tov 6éppatog N epoaviotel e£avinpua:
Tvppovievbeite/Emokepbeite yotpod.
P362+P364 - Bydte to polvopuéva povya Kot TAOVTE To TPy 1o EOVOYPTGULOTOUGETE.
P501 - AuiBeon tov mepiexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KavovioHove.

Iipoaven ocoppove pe: E€oipeitar n eomtepiki] cvokevooio, To tepreydpeva tng omoiag dgv vaepPaivovv Ta 10ml.

Ewovoypappata kivdovvov (CLP)

GHSO08
2.3. Alhhor kivovvol
Alheg TAnpopopieg : IIpocoyn - n mapovoa ovsio dev Exet okOUN SOKIUACTEL TANPMC.

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

3.1. Ovoigg
Ovopa AvayvopieTikog KOOIKOG % Koraraén cdopeova pe tnv odnyia
TPOIOVTOG 1272/2008 EK [CLP]
(4R,6R)-4-(Ethylamino)-6-methyl-5,6-dihydro-4H- apBpdg CAS: 120279-95-0 <100 Acute Tox. 4 (A6 tov otopatog), H302
thieno[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide (ATE=500 mg/kg)
Skin Sens. 1, H317
STOT RE 2, H373

IIpeg keipevo tov dnhwoemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fonderaov

4.1. eprypoon péTpov TPpAOTOV fondsrdv

Tevikd pérpa tpdTev Ponderdv . Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbeidv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1evkoAvVEL TV avomvor|. Apriote Tov Tafdvta va Eekovpaotel. e nepintoon adwdeciog :
Zvpfovievdeite/Emokebeite yiotpo.

Métpa tpdTev Bondeidv petd omd enaen pe To dEpuo : Bydte ta poivopéva podya. ITivvete amald pe dpbovo vepd kot comovvi. EGv to cupntdpata
EMPEVOVV, KAAESTE Y10TPO.

Métpa tpdtev Bondeidv petd amd exapn He o LaTio. . Eemhovete pe vepd kpatdvtog o frEeapa kakd avorytd. Zvpfovlevteite yuatpd edv ovveyiletat o
TOVOG M| 1| KOKKWVIAQL.
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Dorzolamide impurity A
Agltio Agdopévev Acpaleiog

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

Métpa tpdTmv ondeidv petd and katdmroon : Eemhdvete 1o otOpa pe vepd (Lovo edv To dtopo dratnpet Tig aoBnoelg tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE GTOWO OV £xeL YAoeL Tig aucbnoetg Tov. Karéote apéong to KENTPO
AHAHTHPIAZEQN/yotpo.

ZOUTTOUOTO/EMOPAGELS LETG Ad EMAPT LLE TO SEPLLOL : Mmopeti va Tpokarécetl allepyikr| SEPULOTIKY AVTIOPAOT).

Aev vdpyovv emmAov TANPOPopieg

TMHMA 5: M£tpa y10. TNV KOTOTOAENN O] TGS TUPKAYLAG

Katdnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio vy eppdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopodg pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AKaTtdANAo TUPoGPESTIKG HEGO : Mn ypnoonoteite peydin pon vepov.

X TePINTOON TUPKAYLIG TOPAyOVTaL ENKIVOVLVO : H atelig kavomn anglevbepmvet entcivovvo povo&eidio Tov avBpaka, d10&eidto Tov dvbpaia kot
mpoidvta amocHvheong dALo To&d aépta. [TiBovn amoBoin To&tkod vEQoug.

Métpa Y100 TNV KOTOTOAEUNOT) TG TVPKOYLOG 1 Amo@ebyete T S1puYT TOL VEPOL TNG TVPOSPRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv ernepfaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE LOVAOGOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : ATOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TOL LATIO 1] TO POVYIOUO.

I TpocmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa £KTOKTNG OVAYKNG : ATOPOKPUVETE TO TEPLTTO TPOCOTIKO.

I'a atopa mov Tpoceipovy TpAdTES foriOeieg

E&omhopdg mpoctaciog : Mnv enepPaivete ywpig katdAinio eEomhiopd. o nepiocdtepeg TANPoQopieg avatpeste otV
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

Na anopedyetar 1 Erevbépmon oto mepipdrrov. Epmodicte T £i6080 6T0VG 0mOYETEVTIKOVG Oy@YOVG 1) 6TO dNUOGLO SIKTLO VEPOL.

INa v amobnkevon : Amoppo@noTe T0 Pe £va adpOvEG DAIKO Ko TOTODETHOTE TO G€ évav KATAAANLO meptéktn S1dbeong
amofANToV.
MéBodot kabapiopon : Eemhivete TIG LOAMGUEVEG EMPAVELEG [e GpBovo vepd. Kabopiopog e amoppumavticd.

Agite To Tunpa 13 yio tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

IIpo@ura&els yio ac@aAn yepIopod 1 Amogevyete kaOe nepirt Ekbeon. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTal OOGTA.
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Dorzolamide impurity A
Agltio Agdopévev Acpaleiog

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

Métpa vylewng : Mnv tpdre, nivete M| komvilete, 6tav ypnoponoteite ovtd to mpoidv. Ta poivouéva evévpora
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oog mpv amd kabe
£pYOOLOKO StAELpO KoL LETE TO TENOG TG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg @OLAENS, CUPTEPLONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eoAagng : Amofnkedeton og KoAG aepllopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV Gpecn nAlokt aktvoBolia.
YAkd cvuokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telukn xpion 1 yp1oeis

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 8: 'Edeyyog ¢ ék0eonc/atopiki mpoctacio.

8.1. [Tapapetpor eréyyov
Aev vdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Katarlinior pnyavukoi éreyyon:
Ppovriote hote 0 YDPog epyaciog vo eEaepiletol cmotd. TovnOmg amotteital GHGTNL YEVIKOD UNYOVIKOD E0EPIGILOD TOV YDPOV. LTO HETPO TOV SuVATOD M
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUSTNPLUKT YOAUV.

ATOPIKOG TPOCTATEVTIKOG EEO0TAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Mpootocio 0@OIAN®V:

Dopdre cuoKeLT TpocTaciog Yo Ta patia. [Ipocstatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdte KOTAAANAO TPOGTOTELTIKO povyiopd. Xprion og epyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtue. [Ipoctatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

IIpoctocio TOV AVATVEVGTIKOV 00DV

IIpooTUsio TOV AVATVEVGTIKAOV 00(DV:
X mepintmon Tapaywyng okOVNG, YPTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e ¢piktpo : P3

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon KotdoTacm 1 Xteped
APDHOL 1 Mn Swbéopo
Mopoxn pada 1 324,4 g/mol
Oopn 1 Mn Swbéopo
Op1o oopng : Mn dwbéoyo
Inpeio mEemg 1 =284 °C
Inpeio m&ewg : Mn dwbéoyo
Inpeio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdtato 6pro ekpn&dmrag 1 Agv woydet
Inpeio avaereéng 1 Agv oydet
®gppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arocvvieong 1 Mn dwbéoyo
pH : Mn dwbéoyo
Avdivpo pH : Mn dwbéoyo
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Dorzolamide impurity A
Agltio Agdopévev Acpaleiog

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

EmdeG, Kvepotikog (1) : Agv oy0eL
Awrvtomra : Mn dwbéopo
2uvTedeoTG KATOVOUNG O HelyHo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atumdv : Mn dwbéoipo
Ilieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
Zyetkn TokvoTnTa aTHAVY 6Tovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

Aev vdpyovv emmAov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TAnpoeopieg

Agv vdpyovv emmALOV TANPOPOPIiES

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&ucdmra (amd oTONHATOS)
Oé&ela to&ucdmra (deppotikn)
Oé&ela to&ucdmra (avamvon)

(4R,6R)-4-(Ethylamino)-6-methyl-5,6-dihydro-4H-thieno[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide (120279-95-0)

. EmProfés oe mepintowon kotdmoons.
: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvopnpévos (EAdepatikd dedopéva)

LD50 and tov otdpaTtog 68 0povpaiovg

> 300 — <2000 mg/kg (ektipdpevn Tiun)

AGBpmon ko gpediopdg Tov dEppatog

XoPapn opOaipkn PAPN/epedionog
Evaisbntomoinem tov avoamvevustikov 1
gvoucOntomoinon Tov déppatog

Metalho&ryéveon YEVWNTIKOV KUTTAPOV
Kapxwoyéveon

To&wodmTa 6TV avamopay®yn

Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovg (STOT) —
emavelnppévn €kbeon

Enivduvotnta avappdenong

1 Mn ta&wounuévog (EMeparticd dedopévar)
: Mn ta&vounpévog (Erdepatikd dedopéva)
: Mmnopei va Tpokorécet aAdepyikn deppatikn avtidpoon.

: Mn ta&wopnpévog (Baoet tmv dabéoiov dedopévmv, ta kprmpia To&vopnong dgv tAnpodvral)
: Mn ta&wopnpévog (Baoet tov Sabéoimv dedopévav, ta kptmpta tagivounong dev mAnpovvat)
1 Mn ta&wounpévog (EMepartucd dedopévar)
1 Mn ta&vounpévog (EAdepatikd dedopéva)

: Mmnopei va npokarécet BAAPEG oTa Opyava (KEVIPIKO VELPLKO GUGTNHA, C{fLol, OVPOTOUTIKO

chotue) VOTEPQ OO TAPATETAUEVN 1| EMAVEIALUEVT £kBEOT.

: Mn ta&wopnuévog (EMeiparticd dedopévar)
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Dorzolamide impurity A
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 12: Oworoyikég TANpoQopies

Emwcivduvo yio to vdartivo mepiBdrrov, Bpayvrpodbecpog @ Mn tagwounuévog (EAeyaticd dedopéva)
(080¢)

Emcivduvo yio to vdartivo mepiBdrrov, pokporpodbeopog : Mn tagwounuévog (EAeyaticd dedopéva)
(xpdviog)

(4R,6R)-4-(Ethylamino)-6-methyl-5,6-dihydro-4H-thieno[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide (120279-95-0)

AVOEKTIKOTNTO KO IKOVOTNTO 0T0dOUNoNG Aev voiotaton Taygio anocvvieon

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmAéov TANPOPopies

Aev vrdpyovv emmAov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Toupovo pe ADR /IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 aprOpog TavtotnTog

Zopeavo pe Tig StoTdEels PeTapopig To TPoidv atod de yapaktnpiletat og emkivouvo

14.2. Oweia ovopacio arostoiig OHE

Mn poOulopevo Mn poOuildpevo Mn poOulopevo

14.3. Ta&n/-€1g KivdOvov KOTA TN HETAPOPA

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.4. Opddo cvokevaciog

Mn poOulopevo Mn poBuldpevo Mn povOulopevo
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Dorzolamide impurity A
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.5. IleprforhovTiki] emKIvOLVOTNTA

Mn poBulopevo Mn pvBulopevo Mn poBulopevo

Agv vapyovv emmAéov Stabéotpues TANPOEopies

14.6. EWdwukéc mpo@uAdEels yia Tov (pioetn

Eniyswo peragopd
Mn pvOuildpevo

petapopd pécm Boraoong
Mn poOuilopevo

Evoépra petagopd
Mn pvOulopevo

14.7. Oardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Xtovyeio vopo0etikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Ko 7o agpifdirov Yo Tnv ovoia 1 T0 peiypa
Kkavoviopoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev nephappaveton oto Mapdptnua XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog ad£1060Tn61G)
Aev teprapfavetot oto Mapapmpa XIV tov REACH (Katdroyog ade1086tnong)

Kataroyos vroyiguov overdv REACH (SVHC)

Aev nepthapfavetor otov Katdloyo vroyneuwy ovoidv REACH

Kavoviopog mepi 6ovtog (2024/590)

Aev teptlapfavetotl 6tov KatdAoyo ovcumv mov e&acbevilovv to 6lov (Kavoviopdg EE 2024/590)

Kavoviopog tov Zvpfoviriov (EK) yia Tov £heyyo e1d®@v Simhig ypfiong
Aev nepthappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Agv avaypaeeTol 6ToV KaTdAoyo TPOdPOU®Y 0VGLMV EKpNKTIKOV VA®V (EE)

Kavoviepég mepi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Agv avoypageTon 6Tov Katdroyo Tpodpopav ovcldv vapkotikov (EE)

15.2. A&ordynon ymuikis ao@dierog

Aev vdpyovv emmAov TANpoPopieg

TMHMA 16: Alheg TAnpo@opisg

Emonpavon ailaycdv

Tunpo Tpomomompévo crorycio Hapotnpiicerg
Avtikafiotd v ékdoon TpomomoOnke
evnuépmon TpomomouOnke
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Dorzolamide impurity A
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceig

2.1 Avemb0OuNTEG PUGIKOYNUKEG EMSPACELS, KAODG TpomomouOnke
Ko EMOPACELG GTNV avOpOTIVI VYELD KoL GTO
nep1pdiiov

2.1 Katdtoén oopemva pe v odnyio 1272/2008 EK | TpomomouniOnke
[CLP]

2.2 Anidoelg Tpoeoraéng (CLP) TpomomouOnke

2.2 Anhaoeig emucvdvvotntog (CLP) TpomomouOnke

4.1 Métpa tpdTev Pondeidv petd omd exopn pe To TpomomouniOnke
déppa

4.2 SOUTTOUOTO/ETOPAUCELS LETE OO ETOPT| LE TO Ipoctédnke
dépua

9 Mopraxn pao Ipootidnke

9 Inpeio Th&ewg Ipootédnke

11.1 ATE CLP (And tov 6t0p0TOG) Ipootédnke

11.1 LD50 and tov otépotog o€ apovpaiovg TpomomouOnke

IMpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And tov

O&eia To&wotnta (06 T0V 6TOHATOC), KoTnyopia 4

1 emavelinuuévn £xbeon.

GTOLOTOC)

Skin Sens. 1 EvaisOntonoinon tov déppatog, karnyopia 1

STOT RE 2 Edun to&ucotnta og Opyava-otoyovs Votepa and exovelnupévn ékbeon, kotnyopia 2

H302 Emprapég oe mepintmon kotdmoong.

H317 Mmnopei va Tpokarécel odlepyikn deppatikn avtidpoon.

H373 Mropei vo tpokarécetl PAAPeG ota Opyava (KEVTPIKO VELPIKO GUGTNUA, OipLa, OVPOTOMTIKO GOOTNA) VOTEPN OO TAPATETAUEVT

Aghtio Agdopévaov Acpakreiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpo@opieg mov mepiéyovial o antd T0 dehtio mpoépyovtar and mnyég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot
YOPIiG Kapio eyydnon, pnty N appntn, Yo v akpifetd tovg. O cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, ypnong 1 ardppLyng Tov TPoioVTOg devV
VIOKEWVTOL 6T S1KN [aG VOHVI Kol HTOPEL Kot VoL v EUTTITTOVY Kot 6TIG ApprodtoTTES Hog. I''ontong kot yior GALovg AOYOUG, 0moTOl0VHAOTE KAOE vBVVN og

TEPIMTOON UTMOAELNG, VKNG 1| YPNUOTIKNG CNpicg 0o, 1] LLe OTTOL0ONTOTE TPOTO GUVOEVELEVT LE, TO YEPLGUO, TNV 0toONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acpareiog cuvTaydnke KeL TPETEL VO YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTiov. Edv 1o Tpoidv ypnoiponoteitent wg cuoTatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TTOV TUPEXOVTUL £ EVOEXETOL VO LNV EIVOL EQUPUOCLLES. VTEG 0L TANPOPOPieg PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL

TpoopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOUG VYIRS, AoQUAEiNG Kot TEPPAAAOVTIKOV OTOITOEWY. ZVETADG, Oev Ba mpémet vo. OewpnOel

OTL £YYLATOL OTOLUSNTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.
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