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Hpepopnvia ékdoong: 27/06/2024  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Omeprazole for peak identification
Xnukn Ovopocio : Omeprazole

apOpuog CAS : 73590-58-6

Kodwdg mpoiévtog 1202400297

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TV £pevva Kot avamtuén Kot TV EnayyELLOTIKY eKTaidevon.
Xpnon g ovoiog/Tov peiypotog : Movo yuo emaryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvon, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioN 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@edgqm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

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

ZoPapn opbarpkn BAPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319
Evaisbntomoinon tov dépportog, katnyopia 1 H317
Emcivduvo yio to vddtvo meptBdiiov — Xpoviog kivduvog, katnyopiog 2 H411

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TNV avOpOTIVY VYEio Kan 6T0 TEPIPdALov
ATOQOOT LEG® KPIoNG EUTEPOYVOLOVOV KOl OTOSEIKTIKNG LGYVOG.

2.2. Xtoyyeia eTIKETOG

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

$ )

GHSO07 GHS09
Ipogworomtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H317 - Mnopel va tpokaAiéoetl aAAePYIKT SEPUOTIKY OVTIOPACT).

H319 - IIpoxaiei coPapd opBaipicd epediopo.
H411 - To&ud Y10 Tovg VIPOBLOVG OPYOVIGLOVGS, LE HOKPOYPOVIEG EMTTMCELS.

AnAdoelg Tpoevraéng (CLP) : P261 - Amogebhyete va avamvéeTe oKOVI/avaBVIAGELG/ 0EPLO/GTOYOVISIH/ OTHOVS/ EKVEPMLALTOL.
P264 - ITAOvete ta xépia, Toug Tels (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.
P272 - Ta poAvcpévo evddpata epyaciog dev Tpémet va fyaivouy amnd To xMpo epyaciogs.
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Omeprazole for peak identification
Agltio Agdopévev Acpaleiog

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

P273 - No amogedyetor 1) ehevBépwon oto meptBdAiov.
P280 - No 9opdte TpocTaTELTIKG YAVTLO/TPOCTATEVTIKG EVOVLATO/HEGE OTOUIKNG TTPOCTAGIOG Y10 T
LGT10/70 TPOCMOMO/TO AVTIAL.
P302+P352 - XE IIEPIIITQXH EITA®HX ME TO AEPMA: IT\Ovte pe dpbovo vepo.
P305+P351+P338 - XE INEPIIITQXZH EITA®HE ME TA MATIA: Eenhdvete mpocekTikd e vepo
Y0 0PKETE AEMTA. AV VILAPYOVV QOKOT ETAPNC, APALPESTE TOVG, OV £lval €0KOA0. Xvveyiote va
Eemlévere.
P321 - Xpedlerar e1dwcn ayoyn (BAéne cupminpopoticég odnyieg tpdtmv fondeidv oty eTiKET).
P333+P313 - Edv mapatnpnBei epebiopdc tov déppatog 1 epeaviotel eEavOnua:
Tvppovievbeite/Emokepbeite yotpod.
P337+P313 - Eav dgv vroyopei 0 00Baipikog epebiopdc: Zvppovievdeite/Emorepbeite yotpd.
P362+P364 - Bydte to polvopuéva podya Kot TAOVTE Ta TPy 1o EOVOYPTGULOTOUGETE.
P391 - Maléyte ™ yopévn mocdTA.
P501 - AudBeon tov mepieyopEVoL/TEPIEKTN GE GNUEID GVAAOYNG EMKIVELVMV 1) £181KOV oA Tmv,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot SebVelg KOvoviGHOovE.

Inpavon cvppova pe: E&apeitor ) ecwtepikn) cvokevaoio, Ta meplexopeva g omoiag dev veepPaivovv ta 10ml.

Aev anarteitol opavon

2.3. AlLot Kivovvol

Aev vdpyovv emmAov TANPoPopie

TMHMA 3: XdvOcon/TAnpo@opisg yia T GLOTATIKG

3.1. Ovoieg
Ovopa AVayvoOPeTIKOG KOOTKOG % Katdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
Omeprazole ap1Opdg CAS: 73590-58-6 <100 Eye Irrit. 2, H319
Skin Sens. 1, H317
Aquatic Chronic 2, H411

IMA\npeg keipevo tov nidcewv H ko EUH: BAéne tunqpa 16

3.2. Meiypata

Aev 1oy0et

TMHMA 4: Métpa np@tov fonbsiov

4.1. eprypoon péTpov TpOTOV fonderav

Métpa tpdtev Bondeidv petd omd emagn pe To dEpuo : KoBapiote ™ peyaivtepn duvorr mosdtnto ckovmilovtdg m (kabapd Kot Lodakd amoppoenTikd
Tavi).
Métpa tpdTev Bondeidv HeTd amd emapn e To LATIo : Eemlovete to pLatio Pe vepod Yo AOyous acpoeiag.

4.2. ZnpovTiKOTEPO. GUUTTONATO KoL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

Aev vrtdpyovv emmAEov TANPOPopies

4.3."Evé€1&n omo1a60NToTE AMULTOOPEVG GPECT|G LUTPIKIG PPOVTIdUG Kot 181K G Ogpaneiog

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TV KOTOTOAEP) 0N TG TVPKAYLAG

5.1. TvpooPestika péoa

Katdhnia péoa mopdofeong : KovBépta mupdoPeong.
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Omeprazole for peak identification
Agltio Agdopévev Acpaleiog

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

Kivévvog mopkayidc : BAéme tunpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG : Xpnowomromote péca KotdoBeons katdAnia yio v tepiparlovca TopKayid.

TMHMA 6: V¥ ! MTOGC OKOVC

6.1.1. I'a TPpoc®TIKG GALO 076 TO TPOGMOTIKO EKTAKTNG UVAYKNG

Meétpa £KTaKTNG OVAYKNG : Anogevyete kGO mepirtn ékbeon.

6.1.2. T Gtopo mov TPpoceépovy TpdTEg fondereg

Aev vrdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 7: Xeipiopog ko amodnkevon
Agv vrdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmAéov TANPOPOpieg

BAéme tunpa 1.

TMHMA 8: 'Eleyyog tg ékBeonc/atopikn Tpoctacio

8.1.1 EOvikég oprokés Tipés emayyeipotikig £€k0song ko frohoyikég oprokés Tipég

Agv vrdpyovv eEmmALOV TANPOPOPIES

8.1.2. ZuvioTApEVES S1001KOGIES TOPAKOLOVONONG
Aev vrdpyovv emmAéov TANpoPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vdpyovv emALOV TANPOPOPIES

8.1.4. DNEL ka1 PNEC

Aev vrdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmALov TANPOPOPiEs

27/06/2024 (Hpepopnvia £ékdoong) EL (eMnvikd) 3/9



Omeprazole for peak identification
Agltio Agdopévev Acpaleiog

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

8.2. "Edeyyon ék0gong
8.2.1. Katdiinkior pnyavikoi éreyyor

Koataiinhor pnyavikoi éleyyou:
Awnpriote og KoAd eEaeptlOpevo xdpo. Zuvibog amatteitol GOGTNUA YEVIKOD UNyavikoD eE0EPIGHOD TOV XDHPOL.

8.2.2. ATopkdg TPOoTOTEVTIKOG EE0TAMGPOG

8.2.2.1. [Ipoctucio TOV PATIAOV KL TOV TPOGAHTOV

Agv vrdpyovv emmAéov TANpopopieg
8.2.2.2. TIpoctacio Tov déppatog
Ipootacia Tov déppoatoc:

mod14 epyooTnpiov

Ipootacio TOV yEPLOV:
IIpoototevTiKd yavTio

8.2.2.3. TIpo6TOcio. TOV AVOTVEVGTIKMOV 00OV

Agev vdpyovv emmAov TANPoPopieg

8.2.2.4. Ogppikoi kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. 'Eleyyor meprfarioviikig ék0eong

Aev vdpyovv emmAov TANPOPopie

TMHMA 9: ®vokég Kot yNUIKEG 10160TNTEG

9.1. Ztoyeia Yo TS facikéc QUOIKES KOL YNUIKES 1OL0TNTEG

Dok KoTdoToom 1 Zteped
APDUOL : Mn Swbéotpo
Epepdvion 1 Zkovn.

Oopn : Mn Swbéorpo
Op1o oopng : Mn Swbéorpo
Enpeio téewg : 150-160°C
Enpeio mgemg : Mn Swbéorpo
Enpeio Bpacpon : Mn Swbéopo
Evpiextomrta : Mn Swbéotpo
Opra ktvdvvov ekpn&emg 1 Aev oyvet
Xoaunidtepo 6pro Ekpnéng 1 Aev oyvet
AvdTato 0plo ekpnEpoTnTog 1 Aev oyvet
Enpeio avaereéng 1 Aev oyvet
Beppokpacio avTavapreing 1 Aev oyvet
Bgppokpacio arocHvheong : Mn Swbéorpo
pH : Mn Swbéorpo
Addopo pH : Mn Swbéorpo
1EDdeg, KvepoTiedg (1) : Aev oybdel
AwdvtomTo : Nep6:0.1-1g/1
ZUVTELEGTNG KOTAVOUNG O Pely o N-0KTavOANG/vEPOD : Mn Swbéorpo
(Log Kow)

Taon atuodv : Mn dwbéoyio
ITieomn atpov og Beppokpacio 50°C : Mn dwbéoyio
TTukvotnta ;. Mn dwbéoyio
TyeTikn TUKVOTNTOL : Mn dwbéoyio
TyeTikn TUKVOTNTO 0TUOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéoyio

9.2. Aoutéc TAnpogopisg

9.2.1. TIxnpoopicg oYeTIKA pE TIS KLAGELS PUOLKOD KIVOHVOU

Aev vdpyovv emmAov TANPoPopie
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Omeprazole for peak identification
Agltio Agdopévev Acpaleiog

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

9.2.2. AAA (OPUKTNPIGTIKA 0.6QuLeing

Aev vrdpyovv emmAéov TANpogopieg

TMHMA 10: Xt00gp6tnTo KO AVIIOPUOTIKOTNTO.

2100epd VIO KAVOVIKEG GUVOTIKES.

Agv vrtdpyovv emmAéov TANpopopieg

Kavévag yvootdg/-7/-6.

Agv vdpyovv emmALov TANPOPOPiEs

Kapio og kavovicr yprion. Biére tunpa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S06TOCNG, EKTEUTEL EXKIVEVYOVG KOTVODG.

TMHMA 11: To&ikoloyikég TANPOPOPIES

Oé&ela to&codmTa (amd TOHUTOC) : Mn ta&vounpévos (Baoet tov dtabéciomv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)
Oé&ela to&ucodmra (Seppotikn) : Mn ta&vounpévog (EAepatikd dedopéva)

Oé&ela to&ucdmra (avamvon) 1 Mn ta&vounpévog (EAdepatikd dedopéva)

AGBpwon kot epebiopdg Tov d€ppatog 1 Mn ta&wopnpévog (EMeparticd dedopévar)

ToPapn opboipkn PAAPN/epedionog . TIpokoAei cofapd opOuiptcd epebiopod.

EvaisOntomoinem tov avarvevotikod 1 : Mmopeti va Tpokarécetl allepyikr| SEPULOTIKY AVTIOPAOT).

gvaucOntomoinomn Tov dEppaTog

MetaAro&ryéveon YEVWINTIKOV KUTTOpOV : Mn ta&vounpévog (Erdepatikd dedopéva)

Kapxwoyéveon 1 Mn ta&vopnpévog (EAdeipatikd dedopéva)

To&wdmTo 6TV avomapayoyn : Mn ta&wopunpévog (Baoet tmv dabéoimv dedopévev, ta kprnpia Ta&vopnong dev TAnpodvat)
Ewikn to&ikomra ota 0pyava-ctoyovg (STOT) — : Mn ta&wopnpévog (EAketpaticd dedopévar)

epamag éxbeon

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&wvounpévog (EMepartucd dedopévar)

emavelnupévn ékbeon

Enucvduvotnta avappdenong 1 Mn ta&vounpévog (Advvapio GOALOYNG SESOUEVMV YloL TEXVIKOVG AOYOVG)

Agv vdpyovv emmAéov TANpoPopieg

O1k0LoYIKEG TANPOPOPIES

Emkivduvo yo 1o vddrvo mepidrov, Bpayvrpddeopog : Mn ta&vopunuévog (Baoetl tav dwubécipmv dedopévav, To kpreipla tagvounong dev Thnpovvot)
(0&bg)

Emcivduvo yo to vddtvo mepifdarov, pakporpdbeopog : To&ikd yio Toug vOpOBLOVG OPYOUVIGHOVS, LE LOKPOYPOVIEG EMMTOCELS.

(xpoV10G)

Aev vpiotato Tayeio amocvuvheon
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Omeprazole for peak identification
Agltio Agdopévev Acpaleiog

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

Omeprazole (73590-58-6)

LC50 - Yapu [1]

1 mg/l (ekTydpevn Tun)

EC50 - Kapxwvoewdn [1]

1 mg/l (ekTidpeVn TIUY)

EC50 72h - dvxa [1]

1 mg/1 (ektipdpevn Tn)

NOEC ypoévia kopKivoedn > 1 mg/l (extipdpevn Tyn)
NOEC gpbvia @Ok > 1 mg/l (extipdpevn tun)
NOEC, Yapt > 0.1 - < 1 mg/l (Estimated value)

Aev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPiES

Agv vdpyovv emmALov TANPOPOPies

Agev vdpyovv emmA£ov TANPOPOpie

KGO pe 11 dabeon

Aev vdpyovv emmAéov TANpoPopie

TMHMA 14: [TAnpo@opisg 6YeTIKG pe T RETAPOPE

Yopeovo pe ADR / IMDG / IATA

XTEPEEZX, E.A.O.,, 9, 111, (-)

ADR IMDG TATA
14.1. ApwOpég OHE 1 apiBpég tavtétnTag
UN 3077 UN 3077 UN 3077
14.2. Oweia ovopacio arostoric OHE
TIEPIBAAAONTIKA ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
EINIKINAYNEX OYZIEZ, HAZARDOUS
XTEPEEX, E.A.O. SUBSTANCE, SOLID,
N.O.S.
eprypagn eyypaomv petapopdg
UN 3077 UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III
TITEPIBAAAONTIKA ENVIRONMENTALLY
EINIKINAYNEX OYZIEZ, HAZARDOUS

SUBSTANCE, SOLID,
N.O.S., 9, 1lII, MARINE
POLLUTANT
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Omeprazole for peak identification
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.3. Ta&n/-€1g Kivovvov Katd T peTaQopa

9 9 9

%
Y

14.4. Opaoa cvokevaciog

111 111 111

14.5. llgprfarrovTikn emukivouvoTnTa

Emkivovvo yua to mepiBdrrov: | Emikivdvvo ya to meptBdiiov: Emcivovvo ya to meptpdirov: Non

N Non
Moivopatikdg mapdyovtag
Y1 To VOATIVO TEPIPAALOV:

Now

Agev vdpyovv emmAéov Stabéotpes TANPOEOpie

14.6. E101kéc TPOoQUAGEELS Y10 TOV (P1GTN

Eniyewo petagopa
Kodwodg tagvopnong (ADR)
Ewwég datdéerg (ADR)

;. M7
. 274,335,375, 601

Mepropiopéveg moodteg (ADR) . Skg

E&upovpeveg mocdmteg (ADR) : El

Odnyieg ovokevaciog (ADR) : P002, IBCOS, LP02, ROO1
Ewwég datdéelg ovokevooiog (ADR) . PP12,B3

Awtdéelg pektg ovokevaocieg (ADR) : MP10

Odnyieg Yo @opNTEG de&OpEVES KL EUTOPEVUOTOKIPATIOL
x0onv (ADR)

: T1, BK1, BK2, BK3

Ewwcéc dratdéets yio popntés delapeveg Ko . TP33
gumopevpotokiPdTie odnv (ADR)

Kodwodg de&apevig (ADR) : SGAV, LGBV
Oynua yo petagopd deEopevig AT
Katmyopia petagopds (ADR) : 3

Ewducée drataéers yuo ) petapopd - Kora (ADR) V13

Ewducéc drotaéelg ya ) petagopd - Xodnv (ADR) : VC1,vVC2
Ewducés drataéers yuo ) petapopd - Poptmon, : CVI13
eKQOPTOON Kat xepopog (ADR)

ApBv avayvopiong kvdvvoo (Képiep ApBu.) : 90

IMoptokoi dickot

Kodwods mepropiopdv yio onpayyes (ADR)

petagopd péco Baracong
Ewwn tpopreyn (IMDG)

90
3077

1 274,335, 966, 967, 969

Iepropiopéveg moodtteg (IMDG) . S5kg

E&upovpeveg mocdmteg (IMDG) : El

Odnyieg ovokevaciog (IMDG) . LP02, P002

Ewwég datdéelg ovokevooiog (IMDG) . PPI2

Odnyieg ovokevaciog epmopevpatokiPotiov-oeéapevov  : IBCO8

(kwdkog IMDG)

Ewwég data&erg IBC (IMDG) : B3

Odnyieg v de&apevég (IMDG) : BKI, BK2,BK3, T1
Ewwéc datdacers v de&opevéc (IMDG) : TP33

ApBpds EmS (TTupraryid) . F-A
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Omeprazole for peak identification

Agltio Agdopévev Acpaleiog

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

ApBpos EmS (Awppon)
Katmyopieg poptiov (IMDG)
Amobnkevon kot yepopds (IMDG)

Evoépua petagopd

PCA E&upovpeveg mocotteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

KaBopn péytotn mocotta yio TEPLOPISHEVT TOGOTI T
EMTPEMOLEVT Y10 EMPATNYE AEPOCKAPT KOL Yl0L
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaciog yio emPatnyd agpookden (IATA)
KaBopn péytot mocotta yo emPatnyd oepockaen
KoL Yo agpookon petapopds poptiov (IATA)
Odnyieg cvokeLATING LOVO YL ALEPOSKAPT) HETAPOPAS
eoptiov (IATA)

Méyiot mocdTTO HETAPOPAS ATOKAEIGTIKG ad
aepookden petapopds poptiov (IATA)

Ewwég datacerg (IATA)

Kodwog ERG (IATA)

S-F

A

Sw23

El

: Y956

30kgG

956

: 400kg

956

: 400kg

1 A97, A58, A179, A197, A215

9L

14.7. @ardooreg peta@opég yHony cdpepmva pe Tig Tpageig trov IMO

Agev 1oy0et

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOscio 6yeTikd pe Ty 06QaAeLa, TNV VY0 Ko TO TEPIPAALOV Yi0. TV 0VGIA 1] TO peiypa

15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmmpoa XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroyiguov ovordv REACH (SVHC)

Aev teptlapfavetol 6Tov KatdAoyo vroynieuwv ovoiwv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaiveon petd omd evnpépoon)

Aev gpoppodletar.

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

Aev gpoppoletar.

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

Aev nepthapfdveton 6tov Katdhoyo ovotdv mov eEacbeviCovy to 6Cov (Kavoviepog EE 1005/2009)

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

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo Tpddpopmv ovoldv ekpnktikdv (Kavoviopoc EE 2019/1148 oyetikd pe v epmopio Kot

™ XPHoN TPOSPOUDY OVCLOV EKPTKTIKDOV)

Kavoviopog mepi mpodpopmv oveidv vapkoTikdv (EK 273/2004)

Aev mepiéyetl ovaio(eg) mov mephapfavetayoviot) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepog EK 273/2004 cyetikd pe 11 TpoOSpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég dataéerg

Agv vrtapyovv emmAéov TANpopopieg

15.2. A&orhoynon yMuikig ac@aielag

Agv vrdpyovv emmAéov TAnpogopieg
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Omeprazole for peak identification
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Tpomomoinon Mopatnpriceg
svnuépmon TponomomOnke
Avtikofiotd v ékdoon TponomomOnke

2 I1pocdioptopds EMKVILVOTNTOG TpomomowOnke

14 IIAnpogopieg GYETIKA pe TN LETAPOPA. TpomomomOnke

I peg keipevo ppacswv H ko EUH:

Aquatic Chronic 2 Emcivduvo yo 1o vddrtvo mepifdAiov — Xpoviog kivduvog, katnyopiog 2
Eye Irrit. 2 YoBapn opBoikn BPAABN/0@BaApkdg epebiopdc, katnyopio 2

H317 Mmnopei va. tpokaréoet odlepyikn deppatikn| avtidpoon.

H319 Ipokaiel coPapd opOuipd epebiopo.

H411 To&wd Yo Tovg VIPOPLOVG OPYAVIGHOVG, LE HAKPOYXPOVIES ETITTMOCELS.
Skin Sens. 1 EvaisOntomoinen tov déppoatog, katnyopia 1

Aglktio Agdopévav Acpaleiag (AAA), EE

ATIOIIOIHEH EY®NHE Ot nAnpogopieg mov mepiéyovtat o€ antd To dektio mpoépyovtat and myEg Tig omoieg Oewpodue agiomotes. [lapdra avtd, divovtot
XOPIG Kapio gyydnon, pntm N appnTn, Yo Ty oakpifetd tove.
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