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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS 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

apOpuog CAS :120279-95-0

Kodwodg mpoidvtog 1202200440

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

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

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

Oé&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302

Ewu to&ucotnta 6 Opyova-otodxovs votepa and exovelnupévny  H373

£xBeon, katnyopio 2

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV

Emprapés oe mepintmon katdmoong. Mmopei va mpokaiécel PAafeg ota dpyavae votepa amd mopateTapévn 1 exavethnuuévn Exbeon.

2.2. Ztoyeia eTIKETOG

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

GHSO07 GHSO08
Ipogwboromtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H373 - Mnopei va tpokarécetl PAaPeg ota dpyava (Other:Central nervous system, Gastrointestinal
tract, Bone, Blood, Bladder) votepa and mopatetapévn 1 emavelinuuévn ékbeon.
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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

AnAdoetlg Tpoevraéng (CLP) . P260 - Mnyv avanvéete okovn/avadopdosis/aépio/otayovidio/otnods/skvepduata.
P264 - ITAOvete ta xépio, ToVG THYELS (AVTIBPAYLL) KO TO TPOCHOTO GYOAACTIKA HETA TO YEPIGHO.
P270 - Mnv tpdrte, mivete | kanvilete, dtav ypnoonoteite avtd T0 TPOiov.
P301+P312 - XE IIEPIIITQXH KATAIIOXHE: KaAéote to KENTPO AHAHTHPIAXZEQN 1 éva
ywtpd, av oicbavleite adwbeoio.
P314 - ZvpPovlrevdeite/Emoxeqbeite yiotpd eav ocbavBeite adwabecio.
P330 - Een\dvete t0 oTONO.
P501 - AudBeon tov mepieyopEvou/nepIEKTN o€ oNUEI0 GLAAOYNG EMKIVELVMV 1) £181KOV amofAnTmV,
GOUPOVO [LE TOVG TOTIKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot SeBVElg KOvovIGHOUG.

Iipovon copeove pe: E&apeiton n ecmtepikn cuokevacia, to nepleydpeva g onoiag dev vepPaivovy ta 10ml.

Ewovoypappoata kvdovov (CLP) :

GHSO08
2.3. Alhor kivovvor
AlAeg mAnpoopieg : IIpocoymn - n mapovca ovsio dev Exet aKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z0vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvoOpeTIKOG KOOTKOG % Katdraén copoova pe v odnyia
TPOidvTOg 1272/2008 EK [CLP]

(4R,6R)-4-(ethylamino)-6-methyl-5,6-dihydro-4H-thieno- | apiOuog CAS: 120279-95-0 <100 Acute Tox. 4 (Ao tov otoparog), H302
[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide STOT RE 2, H373

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tunua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. Heprypoon pétpov TpOTOV fonderav

T'evikd pétpa tpodTev Ponderdv 1 Xe mepintoot apBoA®V 1| €AV T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd amod slomvon 1 Metagépete Tov Tofovta 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTAGT) TTOV

S1evKoAHVEL TV avomvoT]. Apriote Tov Tafdvia va Eekovpaotel. Xe nepintwon adwbeciog :
ZvpPovievdeite/Emoxeqbeite yiotpo.

Métpa tpdTev Bondeidv petd omd enagn pe To dEpuo 1 ATOPOKPOVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG E OTAAD
GOaTOVVL Kot VEPO, Kal TN GLVEXELD EemAévete pe (eoTd vepod.

Métpa tpdTev Bondeidv HETd amd eTapn e To LATIO : Eemlovete pe vepd kpoatdvtog T fAEeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o
TOVOG M 1 KOKKIVILQL.

Métpa tpdtav Bondeidv petd omd katdmoon : Eemlovete o otopa pe vepd (Lovo edv to dtopo dtatnpei Tig arshnoeig Tov). Mnv yopnynoete moté
OTWONTOTE OO TO GTOU GE ATOUO TTOV £XEL XAoeL Tig aohnoelg Tov. Koiéote apéowng to KENTPO
AHAHTHPIAZEQN/yotpo.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APEGES 1] NETAYEVECTEPES

Agv vrdpyovv emmAéov TANPoPopieg

4.3."Evé€1&n 0mo1a60NTOTE AMOLTOOPEVG GIECTG LOTPIKIG PPOVTIdUG Ko 101K G Ogpaneiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TNV KOTOT0AEPNON TS TVPKAYLAG

5.1. MvpooPestika péoca

Katdhnia péoa mopdofeong . Xpnoworowmote péca Katdofeons katdAinia yio v epipdriovoa mopkayid. Ato&eidio Tov
avOpaxa. Yekaopodg pe vepd. Enpn okovn. KovBépta mupdoPeonc.
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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

AxatdAnio TopocPecTicd HEco : Mn ypnoponoteite peydin pon vepov.

X nePImTOON TVPKAYLIG ToPAyovTaL ENKIVELVA : H atelg kadon amekevbepdver emkivovvo povoleidio tov dvOpaka, d1o&eidio Tov avBpaka Kot
mpoidvta arochvieong Ao o€ aépa. [Tibovn amoBoin to&kod vEpou.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG 1 Amogevyete T d1pLY1 TOL VEPOD TG TVPOGPecNg 6To TEPPAALOV.
IIpoctacio katd v TopdcPeon : Mnv enepoivete yopic katdAnio e£omAopd. AvTOVOUN OVOTVEVLGTIKT GUGKELT UE HOVOGCT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TepinTon aKoVoLUS EKAVONG

Tevikd pétpa : Amo@evyete TNV ETAPN TOV TPOIOVTOG LLE TO SEPLA, TOL HATLO ) TO POVYIGUO.

I'a TpocmmKd GALO 07O TO TPOCOTIKO EKTUKTNG AVAYKNG
Métpa éktaxtng avykng : ATONOKPOVETE TO TEPLTTO TPOSWTIKO.
TN dTopa wov TpocPépovy TpdTES for0reg

E&onhopog mpootaciog : Mnv enepoivete yopic katdrinio egomhopd. ' tepiocdtepeg TAnpoPopics avatpié&te otnv
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpoctacio.

No amogevyeton 1 ekevbépwon oto nepifdirov. Epmodiote v €i6080 6TOVG amoyeTeLTIKOVG 0y®@YohG 1] 6TO dNUOGIO SIKTVO VEPOD.

T v anoBnikevon : ATOppoPNoTE TO HE £V 0dPAVEG DAIKO KO TOTOOETNOTE TO G £vav KATAAANAO TEPLEKTN d1abeoNg
amopfAToV.
MébBodot kabapiopon : Eemhvete TG polvopéves empaveles pe apbovo vepd. Kabapiopdg pe amoppumovticd.

Agite 10 Tpnpa 13 yio tAnpogopieg oyetikd pe m d1dbeon.

IPLoROG Kol amofkevon

TIpoguraels yio ac@ain xeipiopd : Amogevyete k4B meprrth kBeon. Dpovtiote doTE 0 YDPos epyaciog va e&aepiletar cwoTd.

Métpa vyewvig : Mnv tpirte, mivete 1| kanvilete, dtav ypnoponoteite avtod 1o mpoidv. Ta porvopéva evovduato
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oog mpv omd kdbe
£PYOOLOKO StAELO KoL LETE TO TENOG TG EPYAGINGC.

TovOnkeg @OAUENG : Amofnkedeton oe KoAd agplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWwTOG. AmoQevyete
™ (éotn Kot TV dpecn nAlokT akTvoBolia.
Y\ikd cvokevasiog 1 AltnpioTe GTOVG APYLKOVG TEPLEKTES.

Aev vdpyovv emmAéov TANpoPopie

TMHMA 8: 'Eleyyog ¢ ék0eonc/atopiki tpoctacio

Aev vdpyovv emmAéov TANpogopieg
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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

8.2. "Edeyyon ék0gong

Kataiinior pnyavikoi éreyyol

Katalinior pnyavikoi éreyyou:
DpovticTte ®OTE 0 YDOPOS epyosiog vo e&aepiletal cmotd. Zuvndmg omatteitol GHOTNLA YEVIKOD HNYavIKoD eEQEPIGHOD TOV YMPOV. XTO HETPO TOV SLVATOL T
XPNOT TOV TPOIOVTOG TPEMEL VO, YIVETOL GE EPYUGTNPLUKT YOAUVN.

ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:

Popdte cuokevn TpocTaciog yio o patio. [Ipoctatevtikd yvad pe Tidylo tpoctatevtikd. (EN 166)
Ipootacio Tov dépparog

IIpootacio Tov déppoToc:
Dopdte KATIAANAO TPOGTOTEVTIKO POVYICUO. XpHon 6€ epyacTipia : Todld epyactnpiov. (EN 13034)

Ipootacio TOV YEPLOV:
Na gopdte katdAinia yévto. [Ipootatevtikd yavtia avOektikd o ynukd apoiovta. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00®V

IIpootacio TOV OVATVEVGTIKOV 00(V:
Yg neplnton Topaymyng GKOVNG, XPNCULOTOUOTE TPOCTATEVTIKN HdoKa pHe iktpo : P3

TMHMA 9: ®vokég Kot ynNUIKEG 10160TNTEG

9.1. Zroyeia Yo Tig facikéc QUOIKES KOL YNUIKES 1OL0TNTEG

Dok KoTAoTUoT 1 Zteped
APDHOL 1 Mn Swbéopo
Oopn : Mn Swbéorpo
Op1o oopng : Mn Swbéotpo
Inueio ™Eemg : Mn Swbéorpo
Inueio mEemg : Mn Swbéorpo
Inueio Ppoaciod : Mn Swbéotpo
Evpiextomrto : Mn Swbéorpo
Xoaunidtepo 6pro Ekpnéng 1 Aev oyvet
Avdtato 0plo ekpnEpdTnTog 1 Aev oyvet
Enpeio avaereéng 1 Aev oyvet
Beppokpacio avtavapreing 1 Aev oyvet
Beppokpacio arocHvieong : Mn Swbéotpo
pH : Mn Swbéorpo
Adropo pH : Mn Swbéorpo
1E®deg, Kvepotiedg (1) : Aev oybdel
Awdvtomra : Mn Swbéorpo
ZUVTELEGTNG KOTAVOUNG G Pely o N-0KTavOAN G/ vEPOD : Mn Swbéotpo
(Log Kow)

Téon otumv : Mn Swbéopo
ITieon atpov oe Beppokpacio S0°C : Mn Swbéorpo
IMokvotnto : Mn Swbéopo
ZyETIKN TUKVOTNTO : Mn dwbéoyio
ZyeTIKN TUKVOTNTA ATUAV 6ToVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéoyio

9.2. Aoutéc TAnpoopisg

Agv vrtdpyovv emmAéov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO.

10.1. AvtidpacTiKOTTO.

Agv vrdpyovv emmAéov TANpopopieg
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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 emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 11: To&ikoroyikég TANPOPOPIES

O&eia To&wotnta (0md oTOHATOG) . EmPrapéc oe mepintwon katdmoong.
O&eia To&otTnTa (depproTiKn) : Mn ta&wopnpévog (EAdeiatikd dedopévar)
O&eia To&wotnta (avomvon) : Mn ta&wopnpévog (EAleipatikd dedopévar)

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

LD50 and tov 6T0p0TOG GE Apovpaiong 300 — 2000 mg/kg
ABpwon Kot epebiopdg Tov dEPHATOG : Mn ta&wopnpévog (EAdeiatikd dedopévar)
XoBopn opbaipky BAAPN/epediopdg : Mn ta&wopnpévog (EAketpaticd dedopévar)
EvaisOntomoinem tov avamvevotikod 1 : Mn ta&wvopnpévos (EAdepatikd dedopéva)
gvaucOntomoinom Tov dEppaTog
MetaAro&ryéveon YEVWINTIKOV KUTTApOV : Mn ta&vounpévog (Eriepatikd dedopéva)
Kapxwoyéveon 1 Mn ta&wvopnpévog (EMeparticd dedopévar)
To&wdmta TNV avomapoyoyn : Mn ta&wopnuévog (EMepartikd dedopévar)
Ewdu to&uwcotnta ota dpyava-ctoyovg (STOT) — : Mn ta&wounpévog (EMeipaticd dedopévar)
epamag £xbeon
Ewdumn to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mmnopei va mpokarécet BAAPeEG oo Opyava VOTEPO 0O TAPUTETOUEVN | ErAVEANUUEVT EKOEOT.
emavelnupévn ékbeon
Enucvduvotnta avappdenong 1 Mn ta&vounpévog (Advvapio GOALOYNAG SESOUEVMV Yol TEXVIKOVG AOYOVG)

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 12: Owoloyikég TApopopisg

Emkivduvo yua to vddtvo mepidirov, Bpayvrpddecpog : Mn ta&wvopnuévog (EAkepnatikd dedopéva)
(0&bg)

Emkivduvo ya 1o vddrvo mepipdArov, pakporpdeopog : Mn ta&wvopnpévog (EAkepatikd dedopéva)
(xpoV10G)

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

AVOeKTIKOTNTO KOt IKOVOTNTA ATOdOUNONG Aev voiototon Tayeio amocvvieon
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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 emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 13: Xtoyycio oyeTikd pe 1 ova0eon

Agv vrapyovv emmAéov TANpopopieg

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

Topeove pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opog OHE 1 aprBpég tovtétnTog

Aev 1oy0et Agv woydet Aev 1oy0et

14.2. Oweia ovopacio amostoric OHE

Agv 1oyet Aev 1oy0et Agv 1oyet

14.3. Ta&n/-€1g Kivdvvov KOTE TN HETAPOPA

Agv 1oy0gt Agev 1oy0et Agv 1oy0gt

14.4. Opddo cvokevaciog

Aev oy0et Aev woydet Aev oy0et

14.5. Heprforhovtucn emkivovvoTnto

Agv 1oy0et Aev 1oy0et Agv 1oy0et

Aev vrapyovv emmAéov Stabéciues TANPoopieg

Ermiysio petagopa
Aev woydet

petagopd péow Bordcong
Aev woydet

Evaépro petagopd
Aev woydet

Aev woyvet
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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

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)
Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdg mepi e&ac0évnong Tov 6ovrog (EE 1005/ 2009)

Aev neprapfdaveton otov Katdhoyo ovatdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepog tov Zoppoviiov (EK) yia tov éleyyo e1d@v Siwiig xpiong
Aev tepirapfavetal otov Kavoviopd (EK) tov Zvpfoviiov yuo ta €idn dumdng ypnone.

Kavoviopog mepi ekpnkTIk®V Tpoédpopmv overdv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov meptrapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyeticd pe v eumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepog nepi npédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePLapBAvETaL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VGIOV VapKOTIK®OV (Kavoviopdog EK 273/2004 oyetikd pe Tig tpd3popeg ovoieg
VOPKOTIKOV)

15.2. A&oroynon ymuikig acQaielag

Agv vrdpyovv emmAéov TAnpogopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpriceg
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Ipootidnke

1.1 apOpog CAS Ipooctédnke

1.2 Teplopiopoi otn xpron TpomomouOnke

1.2 Xpron g oveiag/Tov pelypatog TpomomouOnke

1.2 Kopuo katnyopia ypnong Agorpédnke

2.1 AvemOOUNTEG PLGTKOYNIKEG EMOPAGELS, KAODG TpomomouOnke
Ko EMOPACELS GTNV AvOpOTIVI VYELD KoL GTO
neptPariov

2.3 AM\eg mAnpogopieg Ipootidnke

4.1 Métpa tpdtmv Bonbeldv petd and katdnoon Ipootédnke

4.1 Métpa tpdtev Bondeidv petd omd eilomvon poctédnke

4.1 Tevikd pétpa TpdTOV Pondeidv Ipoctédnke

4.1 Métpa TpdTeVv Pondeidv petd omd enagn pe To TpomomouniOnke
Séppa

4.1 Métpa tpdTev Bonbedv petd amd emaen pe To TpomomouOnke
pétio
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Dorzolamide impurity A
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig

5.1 AxotdAANAo TUPOGPEGTIKO HEGO Ipootidnke

5.1 Katdhiniao péoa mopdoPeong TpomomouOnke

5.2 Y mepinton TupKayLac TopayovTal ENKivELVa Ipootédnke
TPOIGVTO 0TocVVOESNG

5.2 Kivduvog mopkayidc Aparpédnke

53 IIpoctacio kotd TV TopdoPeon Ipootédnke

53 MéTpa Yo TV KATATOAEUNGT TNG TUPKAYLAS TpomomouOnke

6.1 E&omhopndg mpoctaciog Ipootidnke

6.1 Tevikd pétpa Ipootédnke

6.1 Métpa KTOKTNG AVAYKNG TpomomouOnke

6.2 [eptBoailovTikés TPOPLAGEELS Ipoctédnke

6.3 T v amobnkevon Ipoctédnke

6.3 MébBodot kabapiopon Ipootédnke

6.4 Tapanopn og aAho tunpota (8, 13) Ipootédnke

7.1 TIpoguraéels o acQaAn XEPIGHO Ipootédnke

7.1 Métpa vylewvnig Ipootédnke

7.2 Ylkd cvuokevaciog Ipootédnke

72 XovOnkeg eOAaENg IIpoctédnke

7.3 Ewdwcéc ypnoeig telcon Kotovolot Aparpédnke

8.2 TIpootacio opBaAipmv Ipootédnke

8.2 TIpootacio TV AVOTVELSTIKOV 00MV Ipootédnke

8.2 IIpoctacio tov yepudv TpomomouOnke

8.2 Katdiinkot punyavucoi Edeyyot TpomomouniOnke

8.2 IIpoctacio Tov déppatog TpomomouOnke

10.1 AvtidpactikdTnTa Aparpénke

10.3 MBavomTa emkivouvev ovtidploemv Aparpédnke

10.5 Mn cvppatd vika Aparpédnke

10.6 Emwcivduva mpoidvta amochveong Aoupidnke

12.1 Owoloyia - yevikd Apurpédnke

M peg keipevo pacswv H ko EUH:

Acute Tox. 4 (And tov O&eia To&otnta (06 T0V 6TOHATOC), KoTnyopia 4

GTOLATOC)

H302 EmPraBég o nepintwon katdmoong.

H373 Mmropei va. tpokarécet BAAPES ota dpyava VoTEP Omd TAPATETOUEVN | EmavEnUpEVn EkDgo.

STOT RE 2 Ewdum to&ucotnta 6 Opyova-ctodYovs VoTtepa and enovelnupévn ékbeon, kotnyopia 2

Aektio Agdopévov Acpakeiag (AAA), EE
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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

ATIOIIOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtar and myég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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