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&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 28/05/2024  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Dapagliflozin impurity A

Xnuwn Ovopacio : (1S)-1,5-Anhydro-1-C-[4-bromo-3-[(4-ethoxyphenyl)methyl]phenyl]-D-glucitol
apOpuog CAS : 1807632-95-6

Kodwdg mpoiévtog : 202000069

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]

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

ZoPapn opboipkn BAAPN/0@Baipkg epebicpdg, Katnyopio 2 H319

To&wodtTa 6TV avamopay®yn, emmpocbet Kotnyopia, EMdpacels otn yorovyio H362

1N péow g yahovyiog

To&wdmTa 6TV avorapaywyn, katnyopio 1B H360D

Ewu to&ucotnta 6 Opyova-oToYous VoTEPa amd ETOVEIANUpEVT EKBEDT, H372

Katnyopia 1

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV

ATOQOOT LEG® KPIoNG EUTEPOYVOLUOVOV KOt OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeia eTIKETOG

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

GHSO07 GHSO08
Ipogworomtikn AéEn (CLP) . Kivduvog
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.

H319 - IIpokaiei coPapd opBaipicd epediopo.
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Agltio Agdopévev Acpaleiog

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

H360D - Mropei va. BAGyet to Eufpvo.
H362 - Mmopei va BAdwyet Ta. Bpépn mov TpEPovTaL Le UNTpIKo Yoo,
H372 - Tlpokodei PAGBeg ota Opyave VoTepo. 0md mapateTapév 1 emavelAnuuévn éxbeon.
AnAdoetg Tpoeoraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 0d1yieg mpv omtd Tt xprion.
P202 - Mnv 10 gpnoiponomoete mpv SLofACETE KOl KOTAVOHGETE TIG 001 YiEg TPOPOANENG.
P260 - Mnv avanvéete okovn/avabopdoeis/aépio/otayovidio/otnods/ekvepaduata.
P263 - Amopehyete TV £man 61N SLAPKEL THG EYKVHOGVVIG KoL THG YoAovyiog.
P264 - IT\ovete ta gépua, Tovg TS (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGULOTOLEITE VTS TO TPOTOV.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOVLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
UATIO/TPOCOTO.
P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwbecio.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEen\ivete TpocekTiKd pe vepd
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPNC, OPAPESTE TOVGS, AV givar £0KOL0. XuveyioTe va
Eemhévere.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adiobdeoio.
P330 - Eemldvete 10 oTOUA.
P337+P313 - Eav dev vroyopei 0 00Baipikig epebiopdc: Zvppovievdeite/Emokepbeite yotpd.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AudBeon tov mepieyopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVS, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.
Znpavon coppova pe: E&apeitor ) ecotepikn) cuokevaoio, Ta meplexoeva g omoiag dev veepPaivovv tao 10ml.
Ewovoypdppoata kivdvvov (CLP) :

GHS08

2.3. AlLot Kivovvol

Aev vrdpyovv emmAov TANpoPopie

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 GCVGTATIKG,

3.1. Ovoieg
Ovopa AvayvopoTikos Kodués | % Kotaroln cdpgoova pe tny odnyia
TPOi6VTOg 1272/2008 EK [CLP]
(1S)-1,5-Anhydro-1-C-[4-bromo-3-[(4- ap1Opog CAS: 1807632-95-6 <100 Acute Tox. 4 (Amd tov otopatog), H302
ethoxyphenyl)methyl]phenyl]-D-glucitol (ATE=500 mg/kg copatikov Bépoug)
Eye Irrit. 2, H319
Lact., H362
Repr. 1B, H360D
STOT RE 1, H372

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tuniua 16

3.2. Meiypora

Aev 1oy0et

TMHMA 4: Métpa np@tov fonbsiov

4.1. Heprypoon pétpov TpOTOV fonderav

Métpa tpdTev Bondeidv petd and eilomvon : Bydhte tov mofovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPANONKE va avamvevoet kabapd
aépal.
Métpa tpotmv Bonbeldv petd and emaen pe To déppo : KoBapiote ™ peyaivtepn duvorr mocotnto okovmilovtdg ) (kabapd Kot HoAakd amoppoenTikod

mavi). TTAOvete pe dpbovo vepd Kot amoppuTaVTIKO.
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Dapagliflozin impurity A
Agltio Agdopévev Acpaleiog

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

Métpa tpdtmv Bondeidv petd and emagn pe o paTio : Eem\dvete pe vepd kpatdvtag o PAE@apa KaAd avoytd.
Métpa npdTov fondeidv petd omd Kotdmoon 1 Eemlivete 10 otdpo. Evééyetar va cuot0el mapatetapévn tatpikn mapakoiovonon.

ZOUTTOUOTO/EMOPAGELS : Bhafeg oty vyeia evdgyetar va epeavictovv pe kabvotépnon.
ZOUTTOUOTO/ETOPAGELS LETA OO E1GTVOT : Avemapkn dedopéva.
ZOUTTOUOTO/EMOPAGELS LETG Ad EMAPT LLE TO SEPLLOL : Avemapkn dedopéva.
ZOUTTOUOTO/EMOPAGELS LETO OO ETAPN LE TOL pATIo : Avemapkn dedopéva.

YopPovievbeite/Emokepbeite yotpo. Eqv eivar duvatd dei&te avtd to gOrlo acpodeiag, KL av oxt, dei&te ) cvuokevacio 1 TV ETKETA.

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

Katdnka péca nopdcPeong : KovBépta nmupdoPeonc.

Kivévvog mupkayidc : BMéme tpnpa 2.2.

METpa Y100 TNV KOTOTOAEUNGT) TG TVPKOYLAG : Xpnowonomote péca KoTdoPeong KATAAANAL Yol TV TepPaAlovca TupKayld.

TMHMA 6: PO, 6€ TEPITTMO UKOVGLOG EKAVONG

Tevikd pétpa : Amo@uyete TV QUECT) EMAPN e TO TPOIOV. MnV avanviete
oKkOVn/avabudoeis/aépla/oTayovidia/oToNs/ EKVEPOLATA.

6.1.1. I'a TPpocOTIKS GALO A6 TO TPOSMOTIKG EKTAKTNG UVAYKNG

Métpa £KTOKTNG OVAYKNG 1 Dopdte KOTAAANAO TPOGTATEVTIKO POVYIGUO, YOVTLO KOL TPOGTAGIO YioL TO LATIOL KO TO TPOGMTO.

6.1.2. ' dTopa mov TPpooPipovy TPAOTES forOereg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPIiES

MéBodot kabapiopon 1 Zryovpéyte, 0T Ta amoppipato Oo TePIGLAAEYOVV kot Oo amobnkevTovv acearés. Kabapiote
mpooekTikd. [IMOvete Ta vodeipLoTa oV dev Umopeite Vo avaKTOETe e : AGAVHO VTOYA®PLHIOVG
vatpiov.

Aev vdpyovv emmAov TANpoPopie

TMHMA 7: Xeipiopoég kon amo0ikevon

Emndéov kivdvvor katd v encepyocio . Eguotdton emiong n mpoooyn tov xpiiotn 6Toug Thavovg Kvaivoug Tov EVOTIAPYOVV GTNV TEPITTMON
OV TO TPOTOV YpNooTonOel pue TpdTO moL opileTar amd TIG KATACKEVUGTIKES TPOSLOYPUPES.

IIpo@ura&els yio acQaAn yepiopod : XpNoWomomoTe T0 TPOIdV e TPOGOXN. ATOPVYETE TNV GLECT EXAPY LE TO TPOIOV. XTO HETPO TOV
Suvatov 1 xp1o”N TOL TPOTOVTOG TPEMEL VAL YIVETOL GE EPYOCTNPLOKT OAVT.

Meétpa vytewvng 1 Xp1ion tov mpoidvtog pe ophn Proumyavikn vyewn Kot Stodikacieg ocQaAeiog.

o
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Dapagliflozin impurity A
Agltio Agdopévev Acpaleiog

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

7.2. ZovOnkeg a6Qaiovg @OLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

Teyvikd pétpo 1 Zoppopembeite Le TOVG 1XVOVTEG KAVOVIGHOVG.
ZovOnkeg eoAagng ;. DvAdooeTol KAEWB®UEVO.

7.3. Ewducn} Telkn xpion M p1oseis
BAéme tpuqpa 1.

TMHMA 8: ‘Eleyyoc g £ék0eonc/oTopkn Tpootacio

8.1. [TapapeTpor eréyyov
8.1.1 EOvikég oprakéc Tipég emoyyelpotikig £k0eong kot Proroyikég oprakés Tipég
Agv vrdpyovv emmAéov TANpopopieg

8.1.2. ZuvioTApEVES O1001KOGIES TOPAKOLOVONONG

Aev vrdpyovv emmAéov TANPoPopieg

8.1.3. Zymparilovral oToycia pvmavong Tov aépa

Agv vrdpyovv emmAéov TANpoeopieg
8.1.4. DNEL kax PNEC

Agev vdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyég eréyyov

Agv vrdpyovv emmAéov TANpopopiesg

8.2. 'Edeyyon ék0gong
8.2.1. Katdiinkior pnyavikoi éreyyor

Kotaiinhor pnyavikoi éreyyou:
Awnpriote og KaAd eEaeptlopevo xdpo. Xpnoylomoleite AmokAEIGTIKA 68 KAEIGTN XO4vN e EVeOpUaTopévo @iktpo. OikTpo aepocmpatdiov vyning
amoterecpatikomrag (HEPA filter).

8.2.2. ATopkdg TPOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [Ipoctucio TOV PATIAOV KL TOV TPOGAHTOV

IIpocrocia 0pOaipdv:
Ipoctatevtikd yvaird. DIN EN 166

8.2.2.2. TIpoctacio Tov déppatog

IIpootacio Tov déppoToc:
Xpnoonoteiote TPOSTATEVLTIKO PoLYIGHO Yo ynpukd. DIN EN 13034

IIpocrocia TOV yEPLOV:
ITpoctotevtikd yavTio aviekTikd og ynuikd tpoidvra. ISO 374-1
8.2.2.3. [IpooTocio TOV AVUTVEVGTIKAOV 00DV

IIpooTucio TOV OVATVEVGTIKOV 00(DV:

Xe nepintoon amekevbépwaong okdvng : paockeg pe eidtpo yo okoéveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpordpatog. Popdte avamvevotikn
GLOKEVT| O€ TEPinT®on EkBeoNs o€ ATHOVG/GKOVES/ AEPOADLLATO.

8.2.2.4. Ogppkoi kivovvol

Agv vdpyovv emmALov TANPOPOPies

8.2.3."Ekeyyor meprfarrovrikig ékBeong

Aev vrtdpyovv emmAéov TANPOPopieg

28/05/2024 (Huepounvia ékdoong) EL (eMnvikd) 4/8



Dapagliflozin impurity A
Agltio Agdopévev Acpaleiog

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

TMHMA 9: ®voikég Kot ynUIKEg 1010TNTEG

Duowkn KoTdoToom : Z1eped
APDLLOL : Mn dwbéopo
Oopn : Agv woydet.
Op1o oopng : Mn dwbéopo
Inueio éemg : Mn dwbéopo
Inueio mEemg : Mn dwbéopo
Inueio Bpacod : Mn dwbéopo
Evpiektomra : Mn dwbéopo
Opra Ktvdvvov ekpnéemg : Aev oydet
Xapunhotepo 6pio £kpnéng 1 Aev oydet
AvdtoTo 0plo expnépomrag : Agv oydet
Inueio avapreéng : Aev oydet
Bgppokpacio avtavapreéng : Aev oydet
Beppokpacio arochvieong : Mn Swbéopo
pH : Mn Swbéorpo
Awdropo pH : Mn Swbéopo
1EDOEC, KIvepatikog (1)) : Aev woyvet
Awdvtomro : Nep6: 1-10 g/l
TOVTEAEGTNG KOTAVOUNG G MelYLLo N-0KTAVOAN S/ vEPOD : Mn Swbéopo
(Log Kow)

Tdon otumv : Mn Swbéorpo
ITieon atuov o Oepporpacio 50°C : Mn Swbéopo
TTvkvoémta : Mn Swbéorpo
TYETIKN TOKVOTNTO : Mn Swbéopo
ZYETIKN TUKVOTNTO 0TUAV 6TOoVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéorpo

9.2.1. ITAnpoopics GYETIKA IE TIC KAAGELS PUOIKOD KIVOHVOL
Agv vdpyovv emmALOV TANPOPOPIiES
9.2.2. AAA0 (OPUKTNPIGTIKA 0.6QuLeing

Aev vrdpyovv emmAéov TANpoPopieg

(L OVTLOPUOTIKOTNTO.

2100epd VIO KAVOVIKEG GUVOTIKES.

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmALOV TANPOPOPiES

Agv vdpyovv emmALov TANPOPOPiES

Kapio og kavovucr yprion. Biére tunpa 7.

‘Ortov Oeppaivetar uéypt Tov oneiov S106TOCNG, EKTEUTEL EXKIVEVVOVG KOTVODG.

o
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Dapagliflozin impurity A
Agltio Agdopévev Acpaleiog

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

TMHMA 11: To&koroyikég TANPOPOPIES

111 Mipogopiss yio ig Tageis kuvdivov, 6mos opiCovrar otov kavoviopd (EK) ap0. 12722008
Oé&ela to&ucodmra (amd oToOHaTOS) . EmPlaPég oe mepintmon katdmoong.

Oé&ela to&ucdmra (deppotikn) : Mn ta&wounuévog (EMelparticd dedopévar)

Oé&ela to&ucdmra (avamvon) : Mn ta&wounuévog (EMeparticd dedopévar)

AGBpmon kot epediopog Tov d€ppratog 1 Mn ta&vounpévos (Erdepatikd dedopéva)

ZoPapn opbaipikn BAPN/epedionog : IIpoxaiel coPapd o@Baipcod epebiopo.

EvawsOntonoinon tov avomveuotikod 1 : Mn ta&wopnpévog (EAdeiatikd dedopévar)

guaedntomoinon Tov dépratog

Metodho&yéveon YEVWITIKOV KUTTAP®OV : Mn ta&wopnpévog (EAetpaticd dedopévar)

Kapxwoyéveon : Mn ta&wvopnpévos (EAdepatikd dedopéva)

To&wodmTa 6TV avamopay®yn : Mmnopei va PAayet Ta Bpéen mov tpépovtan pe unTpicd yaio. Mmopei va Brdyet to Epfpvo.
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&wopnpévog (EXAeiparticd dedopévar)

epanag ékbeon

Ewduc to&wcotnrta ota dpyava-ctoyovg (STOT) — : TpokoAei PAafeg ota Opyavae voTepa amd mapateTapévn 1 enavelAnuuévn ékbeon.
gmavelnupévn ékbeon

Enucivdovotnta avappdenong : Mn ta&wounpévog (Advvopio GVALOYNG SEGOUEVOV YL TEYVIKODG AOYOVC)

Aev vrdpyovv emmAov TANPOPopie

TMHMA 12: Oworoyikég TAnpo@opisg

Owoloyia - yevika : Emwivdvvo amdpinta. Xpnoonoteite katdAAnio Soyxeio amdppiyng.
Emcivduvo yio to vdartvo mepipdrrov, Bpayvrpdbecpog @ Mn tagwounuévog (EAeyatikd dedopéva)

(0&0¢)

Emcivduvo yio to vdatvo mepipdirov, pakporpodbeopog : Mn tagwounpévog (EAeyatikd dedopéva)

(xpdviog)

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emTALOV TANPOPOPIES

Agv vdpyovv emmA£ov TANPOPOpieg

Aev vdpyovv emmAov TANPOPopies

TMHMA 13: Ztorycio oyeTikd pe T o1afeon

Tlepupepetods Kavoviouog nepi amofAntev : Kotaotpéyte pe ac@ain tpdmo cOUP®mVO e TOVG TOTIKOVS/ €0VIKOVS KOVOVIGHOVG.
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Agltio Agdopévev Acpaleiog

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

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T PETAPOPA

Topeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApwOpog OHE 1 ap1Opég tavtétnTog

Aev 1oy0et Agv woyvet Agv woyvet

14.2. Oweia ovopacia amostoric OHE

Agv woyvet Agv et Agv woyvet

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

Aev 1oydet Agev 1oy0det Aev 1oy0et

14.4. Opado. cvokevooiog

Agv 1oy0g1 Aev 1oyder Aev 1oydet

14.5. Ileprforrovtikn emKivovvoTnTo

Aev 1oydet Aev 1oy0det Aev 1oy0et

Aev vrapyovv emmAéov Stabéoiueg TANPOPOpieg

14.6. Exdukég Tpo@ura&els yia Tov ypioetn

Ermiyswo petagopad
Aev 1oy0et

petagopd pécm Baraocong
Agev 1oy0et

Evoépua petagopd
Aev 1oyvel

14.7. @ardooreg peta@opég y0oNy cdppmva pe Tig Tpageig rov IMO

Agev 1oy0et

TMHMA 15: Xtovyeio vopo0eTikov yopaxtipo

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe TNV 06QaLED, TNV VYEID Kot TO TEPIBGALOY Yia TNV OVGiC 1) TO pEiypa
15.1.1. kovovicpoi EE

Hapaptpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev nepirappaveton oto Mapaptnuo XVII too REACH

Hapaptpa XIV 100 REACH (Katdloyog 08£1060Tn61|G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)
Kataroyog vroyiguov overdv REACH (SVHC)

Aev neptlapfdvetor otov Katdroyo vroyneuv ovoidv REACH

Kavoviopiog PIC (EE 649/2012, IIponyoduevy cuvaivesn pHeTd amd evnpuépmon)
Aev gpoppodletar.

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

Aev gpappoletor.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepthapfdaveton 6tov Katdhoyo ovotdv mov eEacbeviCovy to 6Lov (Kavoviopuog EE 1005/2009)
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Dapagliflozin impurity A
Agltio Agdopévev Acpaleiog

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

Kavoviopog mepi ekpnkTik®@v Tpoédpopmv overdv (EE 2019/1148)

Aev nepiéyet kopia ovsio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog ngpi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetay(oviar) otov Kotdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpodpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwatacerg

Agev vrdpyovv emmAéov TANpoQopieg
15.2. A&oroynon yMuikig acQaielog

Agv vrtapyovv emmAéov TANpopopieg

TMHMA 16: AlAeg TANPOQPOPIES

peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (Ané Tov Oé&ela to&ucdmra (amd tov 6TdN0TOC), Katnyopia 4

GTOHATOC)

Eye Irrit. 2 YoPoapn o@Oaipcr BAAPN/0pBakikdg epediopdg, katmyopio 2

H302 Empropég oe mepintmon kordmoong.

H319 TIpoxarei coPapd opBaiikd epebiopo.

H360D Mmopei vo. BAdyet To Euppuo.

H362 Mmopei va. PAayet Ta Bpéen mov Tpépovtat pe unTpikd yéia.

H372 [pokaiel PAaPes ota Opyava VoTepa amd mopaTeTapévn 1 exavelnupévn £xbeon.
Lact. To&wodmTa 6TV avamapay@yn, emmpdchet Kotnyopia, ETOPAGELS 6T YoAov)ia 1| LEG® TNG YoAOLXioG
Repr. 1B To&womta otV avarnapayoyn, katyopio 1B

STOTRE 1 Eww toéikotra o€ 0pyava-ctdyovs Hotepa and exovellnupévn ékbeon, katnyopia 1

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovial o antd 1o dehtio mpoépyovtat and mnyég Tig onoieg Bempodpe a&iomotes. [Tapoia avtd, divovtot
xopis Kapio eyyomon, pnm 1 dppntn, Yo TV akpifetd toug.
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