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Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Etodolac impurity H
No. kataAdyov © 603-196-00-1
Kwd.-EE : 431-020-1

apBuog CAS : 41340-36-7
Kmdog mpoidvrog : 201601049

1.2. Zova@eic TPocdopilopeves YPNGELS TG OVGING 1] TOV HEIYHOTOG KOl OVTEVOEIKVOOILEVES PNOELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXOyYEALOTIKY EKTOISEVOT).
Xpnon g ovciag/tov peiypatog : Movo Yo emoyyeEALATIK ¥PHOT
Kotnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovaieg epyactnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion © Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun0evTI) TOL dEATiON dEdOpévEV acPaLEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOGUS AVAYKNG
Ap1Opog TNAe@dVOL EMElyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIp0o6o10piop6g EMKIVOUVOTN TG

2.1. Ta&wopnon g 0veiag 1| TOL PEIYPNATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

O&ela to&komTa (amd Tov 6TOHATOC), Katnyopio 4 H302
Ewum to&ucodtta o€ 6pyava-ctoyous Hotepa and enavenpupuévn ékbeon, H373
Kotnyopia 2

Emucivduvo yio to vddtvo mepiBdriov — Xpoviog kivduvog, katnyopiog 2 H411

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLfaiiov
ATOQa0N HEG® KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpropds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kvddvov (CLP)

1

GHS08 GHSO07 GHS09
Ipogworomtikn AéEn (CLP) : IIpocoyn
Ankaoceig emukivovvotntog (CLP) : H302 - Emproféc oe mepintmon kotdmoong.
H373 - Mnopei va tpokoréoet PAGBES oTa Opyave, VOTEPD 0O TAPUTETOUEVT 1] EXLOVEIANUUEVT
£xBeon.

H411 - To&wo ya Tovg v3pOPLovg 0pyaviGHOVS, IE HOKPOYPOVIES EMTTAOCELS.
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Etodolac impurity H
Agltio Agdopévov Acpareiog

ooppova pe tov Kavoviepd REACH (EK) 1907/2006 dénwg tpomomoumidnke and tov Kavovioud (EE) 2020/878

Anhooerg tpopdraéng (CLP) : P260 - Mnv avanvéete okovn.

P314 - ZupBovievbeite/Emiokepbeite yiotpd v aicbavieite adiobesia.
Zhpoven cOpeove pe: eEalpeital 1) E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TNG omoiag dev vepPaivovv Ta 10ml
Ewovoypdppora ktvdovov (CLP) :

GHS08

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOgon/minpopopisg yio 10 6LOTOATIKG

Ovopa AvVayvopieTIKOg KOdKog | %0 Kotdarain copeove pe tnv odnyia
TPOIOVTOG 1272/2008 EK [CLP]
Etodolac impurity H apdpog CAS: 41340-36-7 <100 Acute Tox. 4 (Ao tov otoparog), H302
Kwd.-EE: 431-020-1 (ATE=500 mg/kg copatikod Bapovg)
No. koraAdyov: 603-196-00-1 STOT RE 2, H373
Agquatic Chronic 2, H411

IIMpeg keipevo tov Inkdoewv H kot EUH: BAéne tpunpa 16

Aev woydet

TMHMA 4: Métpo npaTtev fondsiov

Métpa tpdtmv fonbeidv petd and enoen pe 1o déppa  : Kobapiote ) peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Ladakd amoppoenTikd
Tovi).

Métpa npadtmv fondetdv Letd and enapn pe o LATIOL : Eemldvete o patio pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOEOPIiES

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 5: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

Katddnka péca nuopdcPeong : KovBépra mupooPeong.

Kivduvog moprayidg : BMéme tunpa 2.2,

Métpa Y10 THV KOTATOAEUNGN TNG TUPKOYLOG : Xpnowonowmote péca katdoPeong KatdAAnia yo Ty nepdAlovca TupKayid.
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Etodolac impurity H
Agltio Agdopévov Acpareiog

ooppova pe tov Kavoviepd REACH (EK) 1907/2006 dénwg tpomomoumidnke and tov Kavovioud (EE) 2020/878

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'e TPOoOTIKG GAAO 0O TO TPOGMOTIKO EKTAKTNG AVAYKNG

Métpa £kTOKTNG OVayKng 1 Amopevyete kGOe meprtn €xbeon.

6.1.2. T Gropa mov TPpocpipovy TPpMOTES Pondeieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 7: Xeipiopoég kot amodnkevon

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPIiES

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipnés emayyeApatikig £k0eons ko Bloloyikés oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeveg drudikosics Topakorovdneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. Xynparifovrar otoygio pOmTAVENS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agev vdpyovv emmAéov TANPOQOpieg

8.1.5. Mleproyég eréyyov

Agv vdpyovv emmAEov TANPOQEOPiEg

8.2.1. Kotdhinho pnyavikoi éreyyot

Koataiinior pnyavikoi éleyyou:
Awnpriote o KoAd eEoeptlopevo ydpo. Zuvifog amatteitol GOGTNUA YEVIKOD UNYavIKoD EE0EPIGIOV TOV XMDPOV.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG

8.2.2.1. IIpooTacio TOV HATIAOV KUl TOV TPOCATOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Etodolac impurity H
Agltio Agdopévov Acpareiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviopo (EE) 2020/878

8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:
oS8 EpyacTnpiov
Mpoctocio TOV yEPLOV:
IIpoctotevTikd yavtio

8.2.2.3. IIpo6Tacia TOV AVUTVEVGTIKADV 00MOV

Agv vrtdpyovv emmAéov TANpopopieg

8.2.2.4. O@gppikoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko wapokorovOnon g teptpaiiovroroyikiis £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpoPopie

TMHMA 9: ®vokég Kot YnUIKES 1OL0TNTES

9.1. Zroyygia Yo TG fUGIKES QUOIKES KOL YNUIKES 1O10TNTES

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion TZkovn.

Oopn © Mn dwbéorpo
Op1o oopng © Mn dwbéorpo
Inueio mEemg © Mn dwbéoipo
Inueio m&emg © Mn dwbéorpo
Inueio Bpoacpod © Mn dwbéorpo
Evpiextomra © Mn dwbéorpo
Opra Ktvdvvov ekpiéems . Aev woyvet
Xapunhotepo 6pio EkpnéEng . Aev woyvet
AvdtoTo 0plo expnépotmrog 1 Agv woydet
Enueio avapieéng . Aev woyvet
Bgppokpacio avTavAPAEENS . Aev woyvet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
Adropo pH © Mn dwbéorpo
EDAES, KivepaTikog (1) . Aev woyvel
Awdvtomta © Mn dwbéorpo
TUVTEAEGTNG KATAVOUNG O Helypa n-0KTavOAng/vepoD © Mn dwbéoipo
(Log Kow)

Téon oTudv © Mn dwbéorpo
Iieon atpov ot Beppokpacio 50°C © Mn dwbéorpo
IMukvotnto © Mn dwbéorpo
TyeTIKN TUKVOTITOL © Mn dwbéoipo
ZYETIKN TUKVOTNTO 0THAV 6TOoVG 20°C 1 Agv woy0et
MéyeBog copatidiov © Mn dwbéoipo

9.2. Aoutéc TAnpogopisg
9.2.1. TIMpo@opicg GYETIKA pe TIS KAAGELS PUOLKOV KvdHVou
Aev vdpyovv emmaAéov TANPOQOpieg

9.2.2. AhL0. YOpOKTNPLOTIKG 00QUAEiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 10: Z100gp4TNTO KO OVTIOPOUGTIKOTNTO

10.1. AvtidpacTikoTTO

Z10fepd VIO KOVOVIKEG GUVOTKES.
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Etodolac impurity H
Agltio Agdopévov Acpareiog

ooppova pe tov Kavoviepd REACH (EK) 1907/2006 dénwg tpomomoumidnke and tov Kavovioud (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Kavévag yvootog/-1/-6.

Agv vapyovv emmAEov TANPOQOPieg

Kapio og kavovicr xprion. BAéne tunipa 7.

Ortav Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EXKIVIVYOUS KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

1.1 Minpogopiss T T TiEeas Kuvdivov, Gmos opiovea ovov kavovions (EK) ap0. 12722008
Oéeia to&ucdtnta (0md 6TOHATOG) . EmPrapés oe mepintmon katdmoong.

Oéeia to&ucotnTa (SeppoTikn) : Mn ta&wopnpévog

Oéeia to&ucotnta (avamvon) : Mn ta&wopnpévog

AGBpmon kot epebiopdg Tov déppatog : Mn ta&wopnuévog

ZoPapn opborukn PAAPn/epediopog : Mn ta&wopnpévog

Evawonronoinen tov avamvevotikol 1 : Mn ta&wopnpévog

gvaucOnTomoinc oL dEPUTOG

MetoAha&ryéveon YEVWINTIKOV KUTTAP®OV : Mn ta&wopnpévog

Kapkvoyéveon : Mn ta&wopnpévog

To&woTa Yo TV avamopayoyn : Mn ta&wopnuévog

Ewum to&ikdmra ota dpyava-ctdyovg (STOT) — : Mn ta&wopnuévog

epanag ékbeomn

Ewdum to€wodmra ota dpyava-otdyovg (STOT) — : Mmopei va tpokarécet BAGPeg ota dpyava dotepa and TopateTapévn 1 emavelnupuévn Ekbeon.
emavenupévn xbeon

Enrucvéuvomta avappoenong : Mn ta&wopnpévog

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 12: OwoAroyikéc mAnpo@opies

Owoloyia - yevikd : Aev mapovcidlel wiaitepo kivovvo yio To meptBUAiov.

Emcivévvo ya to vddtvo mepipdirov, Bpayvrpdecpog @ Mn to&vounuévog

(0&00)

Emcivévvo yia to vddrtvo mepipdrrov, pokponpddecpog : To&ucd yia Tovg v3pOPLovg opyavicovs, He HOKPOYPOVIES ENTTAOCELS.
(xpoV105)

Aev vdpyovv emmAEOV TANPOQOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiE
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Etodolac impurity H
Agltio Agdopévov Acpareiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviopo (EE) 2020/878

12.5. Amoteréopara g a&oroynong ABT kot aAaB

Agv vrtdpyovv emmAéov TANpopopieg

12.6. I810TNTEG EVOOKPIVIKIG Sratapayns
Agv vrtdpyovv emmAéov TANpopopieg

12.7. Ahhes apvNTIKEG EMTTAGCELG

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 13: toyyeio oyeTika pe tn o1adeon

13.1. M£0odor enetepyacios amofiiTov

Aev vdpyovv emmAéov TANPoQopieg

TMHMA 14: IIAnpo@opisg 6YETIKE pe TN NETAPOPE.

Topeawva pe ADR / IMDG / IATA
ADR IMDG IATA
14.1. AprOpéc OHE 1 ap1Opég tavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacio arostoric OHE

TIEPIBAAAONTIKA ETIIKINAYNEX OYZIEZ,
YTEPEEZ, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Heprypagii eyypaoov petagopds

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEZ

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OYZIEZ, XTEPEEZ, E.A.O., 9, 111, (E) SUBSTANCE, SOLID, N.O.S,, 9, Illl, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Ta&€n/-e1g KtvdOvov KoTa TN HETUPOPA
9 9 9

14.4. Opada cvokevaciog

14.5. Iegprfarrovtikn emKivovvéTnTo

Emucivduvo yia to meptBdiiov: Now

Emucivduvo yio to mepiBdiiov: Now
Molvopatikdg TopdyovTog yio To VIGTIVO
nepBdAriov: Now

Emucivduvo yia to meptBdAiov: Now

Aev vdpyovv emmiéov drabéotues TANpoopieg

14.6. Exdwkég Tpo@ura&erg yia tov ypioTn

Eriysio petagopd

Kodwog tag&vounons (ADR)
Ewwég datages (ADR)
[epropiopéveg moodtnteg (ADR)
E&mpovpeveg mocdmteg (ADR)
Odnyieg cvokevaciog (ADR)

M7

: 274,335,601, 375

: 5kg

: El1

: P002, IBC08, LP02, R001
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Etodolac impurity H
Agltio Agdopévov Acpareiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviopo (EE) 2020/878

Ewwcés datdéelc ovokevaoiog (ADR)

Awtaelg pektig ovokevaoieg (ADR)

Odnyieg yio popnTég deapeves Kot EUTOPEVUOTOKIPAOTIOL
x0oonv (ADR)

Ewducéc dratd&erg yio popntég deEapevég Ko
gumopevpotokiPatia yvdnv (ADR)

Kmdwog degapevig (ADR)

Oynua yo petapopd deEopevig

Katmyopia petagpopds (ADR)

Ewucéc dratdéers yio ) petapopd - Kéro (ADR)
Ewwcés dratdéerg yio t petagopd - Xvdnv (ADR)
Ewwcés dratdéels yio  petagopd - optwon,
£KQOPTOON Kot xePiopog (ADR)

Ap1Bv avayvoprong kivdovou (Képiep Apbp.)
IMoptokoAi dickot

Kwdwog meplopiopmv yio onpayyes (ADR)

petagopd pécw Buraoong

Ewduh npopreyn (IMDG)

[epropiopéveg mosdteg (IMDG)

E&aupovpeveg mocomreg (IMDG)

Odnyieg ocvokevaciog (IMDG)

Ewdwég drataées ovokevaoiog (IMDG)

0dnyieg cuokeLAGING EUTOPEVUATOKIPOTIOV-OEEAUEVDV
(kddwkag IMDG)

Ewwig datages IBC (IMDG)

Odnyieg yio de€apevéc (IMDG)

Ewdwég drataéeis v de€apevég (IMDG)

ApBpoc EmS (IMuprayid)

ApBuoc EmS (Awppon)

Katmyopieg poptiov (IMDG)

Odnyog mapoyng mpdtmv fonderdv oe tepintmon
ATLYNUATOV TOL O0QeiAOVTaL G EMKIVLVA EUTOPEDLOTA

Evoépra petagopd

PCA E&upovpeveg mocomreg (IATA)

PCA Ilepropiopéveg mocotmreg (IATA)

KoBapn péylom mocodTa yio TEPLopIcUEVT TOGOTNTO
EMTPETOUEVT] Yot EMPOTI Y AEPOCKAPT KOL YI0L
aepookden petapopds eoptiov (IATA)

Odnyieg cvokevaciog yo emBatnyd aepookden (IATA)
KoBapn péyiom mocodTta yio entBoatnyd aeposkaen
KO Y10 0epOCKAPN peTopopds poptiov (IATA)
Odnyieg cuokevAGLg LOVO Y10 AEPOSKAPT LETUPOPES
poptiov (IATA)

Méyiot TocOTNTO. LETAPOPAS OTOKAEIGTIKG AT
agpookaen petopopdg poptiov (IATA)

Ewwég dortaées (IATA)

Kodwog ERG (IATA)

AT
3

: V13

: VC1,VC2

PP12, B3
MP10

: T1, BK1, BK2

: TP33

SGAV, LGBV

Cv13

90

90
3077

274, 335, 966, 967
5 kg

El

P002, LP0O2

PP12

IBCO8

B3

. T1, BK1, BK2, BK3
. TP33

F-A
S-F

A

171

El

© Y956

30kgG

956

: 400kg

956

: 400kg

© A97, A158, A179, A197

9L

14.7. Oardooireg petagopis yHony copeova pe Tig npates tov IMO

Agv 1oy0et
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Etodolac impurity H
Agehtio Aedopévav Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviopo (EE) 2020/878

TMHMA 15: Xtovygio vopodetikov yopoxT

15.1. Kavoviopoi/vopo0scio 6YETIKG pE THY 06QAAELD, TNV VYEID Kou TO TEPLBaLloy Yia TNV ovGia 1] TO peiypo.
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropiopov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hapaptnpae XIV Tov REACH (Katdhoyog ad€1060T11010)

Aev teprappavetor oto Hapdapmpa XIV tov REACH (Katdhoyog adei0d6tong)
Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cvvaiveon petd amd evnpuépoon)
Aev epappodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappodletat.

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

Aev mepthapfévetol oTov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviepdc mepi ekpnkTik@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov tepthapPavetar(ovial) 6Tov KaTdAoyo Tpddpopmv ovctdv vopkeTikdv (Kavoviopog EK 273/2004 oyetikd pe i TpOdpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOEOPIiEg

TMHMA 16: Aldeg TAnpo@opisg

ITpeg keipevo ppacewv H kan EUH:

Acute Tox. 4 (An6 tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4

GTOUOTOC)

Aquatic Chronic 2 Emikivéuvo yia to vddrvo meptparlov — Xpoviog kivéuvog, kotnyopiog 2

H302 EmPrapés oe mepintmon katdmoons.

H373 Mmopei va tpokarécet BAaPeg ota dpyava Hotepa and TopateTapnévn 1 emavelnupévn Ekbeon.
H411 To&wo Yo Tovg VEPOPLOVG OPYAVIGHOVG, HE HOKPOXPOVIEG ETTTMCELG.

STOTRE 2 Ewum to&icodmta og 6pyava-ctoyovs Hotepa and emavenupuévn ékbeon, katnyopia 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6& avtd To AT TPoépyovTal omd TNYEG TIg omoieg Oewpovpe aiomiotes. [Topdra avtd, divovtot
XOPIG Kopio yyvmon, pnTn 1 appnTn, Yo TV akpifeld tove.
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