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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Minoxidil for system suitability
Kodiog mpoidvtog : 202300314

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

1.2.1. Xyetkég mpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTal yia TV £pevva Kot avamTuén Kot TV EnayyELLOTIKY ekTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyeALaTIKy ¥prion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg ypnosig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV aGPaLEiag

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.edqm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvépunon g 0vGiag 1| TOV PEIYPRATOG

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

Oé&ela to&codTTa (amd Tov 6TOHNTOC), Katnyopio 4 H302
Kapkwoyéveon, katmyopio 2 H351
To&wodmTa 6TV avamopay@yn, katnyopio 2 H361f

ITAnpeg keipevo tov niocemv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kon 6T0 TEPIPdALOV
ATOQOOT LEG® KPIONG EUTEPOYVOLUIVOV KoL OTOSEIKTIKNG 1GYVOGC.

2.2. Xtoyyeia eTIKETOG

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

GHSO07 GHSO08
Ipogworomtikn AN (CLP) . IIpocoyn
Tepiéyet : Minoxidil
AnAdoeig emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon xatdnoong.

H351 -"Yronto yio mpoKAnomn Kapkivov.
H361f - "Yronto ywo tpdxinon BAPng ot yovipudtnta.
AnAdoeig Tpoeoraéng (CLP) : P201 - Epodiaoteite pe t1g £101kéG 0dnyieg mpv amd T xpnomn.
P202 - Mnv 10 ypnoyonomioete mpv SLoAoETe KOl KATOVONGETE TIG 0d1Yieg TPoPOAAENG.
P264 - ITAOvete ta xépia, Toug Tels (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.
P270 - Mnv tpdrte, mivete M| kanvilete, 6Tav ypnoyonoteite avtd T0 TPOiov.
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Minoxidil for system suitability
Agltio Agdopévev Acpaleiog

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

P280 - No 9opdte TpooTaTELTIKG YAVTLO/TPOCTATEVTIKA EVOVLOTO/HEGE OTOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOMO/TO AVTIAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHEX: Kaiéote to KENTPO AHAHTHPIAXZEQN 1 éva
ytpd, av oicbavleite adwabecio.
P308+P313 - XE INEPIHITQZXH ékbeong n mbavotntog éxbeong: ZvpPovievbeite/Emokepbeite
ytpo.
P330 - Een\dvete t0 oTONO.
P405 - dvrdooetor KA ®LEVO.
P501 - AudBeon tov mepieyopEvou/nepEKT o€ oNUEi0 GLAAOYNG EMKIVELVMV 1| £18IKOV amoPAiTmv,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Sebvelg KovovieHove.

INpavon coppova pe: eEapeitor 1) E0OTEPIKY CLOKEVAGIN, Ta TEPLEXOLEVA TNG Omoiag dev vepPaivovv ta 10ml

Ewovoypappoata kvdovov (CLP) :

GHSO08
Emcivduvo nepieydpevo : Minoxidil

2.3. AlLot Kivovvol

Aev mepiéyet ovaieg PBT/VPVB > 0,1%, ot omoieg £xovv a&toroynbet cdppava pe to Mapdpmpa XIII tov Kavoviepod REACH

To piypo dev mepiéyet ovoia(eg) mov meptapPaverar otov katdroyo mov Kataptiletar cuupmva pe to apbpo 59 mapdypapog 1 tov kavoviopod REACH yo tig
10T TEG EVOOKPIVIKAG dloTapoyng M dev avayvopiletat 6Tt ExEL IBOTNTEG EVOOKPIVIKNG dl0TapayNG COUPMVL [E TA KPLTNpLo. Tov opilovtotl oTov Kat'
e&ovctodoton Kavoviopd mg Entrporng (EE) 2017/2100 1 tov Kavoviopd g Emrponng (EE) 2018/605, e cvykévipmon ion 1 peyardtepn and 0,1%

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG

3.1. Ovoieg
Aev 1oyvet
3.2. Meiypota
Ovopa AvayvopoTikog KOowkos | % Kararaln copeova pe tny odnyio
TPoidvTOg 1272/2008 EK [CLP]
Minoxidil - 90 - 100 Acute Tox. 4 (Ao tov otopatog), H302
(ATE=1321 mg/kg copatikod Bapovg)
Carc. 2, H351
Repr. 2, H361f
2,4-Diamino-6-piperidinopyrimidine - <0,3 Acute Tox. 4 (And tov otopatog), H302
(ATE=500 mg/kg)
Carc. 2, H351
Repr. 2, H361f

IIpeg keipevo tov dnhwoemv H kot EUH: BAéne tunqua 16

TMHMA 4: Métpa npaTov fondsiov

4.1. Ileprypagn péTpov TpOTOV fondeidv

Métpa mpdtov Bondeidv petd amd emaen pe TO dEpuo : KoBapiote ™ peyaivtepn dvvorh mosdtnto ckovmilovtdg ) (kabapd Kot LoAakd amoppoenTiko
Tavi).
Métpa TpoTmv Bonbdetdv petd and emagn pe to pdtio 1 Eemlovete ta pdtior pe vepod yu Aoyoug ao@areiog.

4.2. TN povTIKOTEPO, GUUTTONOTO. KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

Agv vdpyovv emmALov TANPOPOPies
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Minoxidil for system suitability
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA §: Métpa Y10, TNV KOTATOAEPN O] TNG TVPKAYLAG

Katddnka péca nopdcPeong : KovBépta nmupdoPeonc.

Kivévvog mopkayidg : BMéme tpnpa 2.2.

Métpa Y10 TNV KOTOTOAEUNGT) TG TUPKOYLIG : Xpnoworomote péca KotdoBeons KatdAnia yio v tepparlovca TupKayid.

TMHMA 6: Métpo 6€ TEPITTOON 0KOVOLOG EKAVONG

6.1.1. I'a Tpoc®mTIKE GALO A6 TO TPOGMOTIKG EKTAKTNG UVAYKNG

Métpa kTaxTng aviykng : Amo@evyete kGBe meprrtn £xbeon.

6.1.2. ' Gropo mov Tpocpépovy TpaTeg PoniOereg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 7: Xeipiopog ko amodkevon

Aev vdpyovv emmAov TANPoPopies

Aev vrdpyovv emmAéov TANpoPopieg

BAéme tunpa 1.

"EAeyyog ¢ ék0eonc/atopiki) TpocTac

8.1.1 EOvikég oprokég Tipés enayyeipotikig ék0eong kan froroyikég oprakés Tipég

Agev vdpyovv emmAéov TANPOPOpieg

8.1.2. ZuvioTdpeves dradikooieg TapaKorovOnong

Agev vrdpyovv emmAéov TANpogopieg

21/08/2023 (Huepopnvia £ékdoong) EL (eMnvikd) 3/8



Minoxidil for system suitability
Agltio Agdopévev Acpaleiog

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

8.1.3. Zymparilovrar otoygio pHmaveong tov aépo

Aev vrdpyovv emmAéov TANpogopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpopopies
8.1.5. Ileproyéc eréyyov

Agev vdpyovv emmAéov TANpoPopieg
8.2."ELeyyor £ék0gong

8.2.1. Katdiinkor pnyavikoi Eheyyor

Katalinior pnyavikoi éreyyou:
Awatpniote og kaAd e€aeptlOpnevo Ydpo. ZuvO®S amatteiton GOGTNHO YEVIKOD UNYOVIKOD £E0EPLGLLOD TOV YDPOL.

8.2.2. ATopkOG TPOGTOTEVTIKOG EE0TAMGOG

8.2.2.1. IIpocTucio TOV PUTIOV KUL TOV TPOGAHTOV

Aev vdpyovv emmAéov TANpoPopieg
8.2.2.2. [Ipootacio déppatog
IIpocrocia Tov déppartog:

o1l EpyooTNpiov

Ipootacia TV yePLOV:
IIpoctotevtikd yavtio

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKMOV 00®V

Agv vrdpyovv emmAéov TANpopopieg

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAfov TANpoPopie

8.2.3. OproBétnon kot TapakorovOnon g nepifariiovroroyikng £ékOeong o€ Kivovvo

Agv vrapyovv emmAéov TANpopopieg

TMHMA 9: ®voikég Ko ynRUIKES WO0TNTES

9.1. Zroyyeia yia Tig facIKES QUOIKES KA YNMIKES 1O10TNTES

Duowkn KoTdoToom 1 Zteped
APOLOL : Mn dwbéoyo
Oopn : Mn dwbéoyo
Op1o oopng : Mn dwbéoyo
Enpeio thEewg : Mn dwbéopo
Enpeio mhEewg : Mn dwbéopo
Enueio Bpacpon : Mn dwbéopo
Evopiektomta : Mn dwbéopo
Opra kKtvdvvov ekpnéemg 1 Agv oydet
Xoapniotepo 6pto £kpnéng 1 Agv oydet
Avdrtato 6pro expn&dmrag 1 Agv woydet
Znpeio avaereéng 1 Agv woydet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arochvieong : Mn Swbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) 1 Agv oydet
Awrvtomra : Mn dwbéopo
ZUVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn Swbéopo
(Log Kow)

Tdon aTumdv : Mn Swbéopuo
ITieon atpov ot Ogppokpacio S0°C : Mn Swbéopo
IMukvotnto : Mn dwbéopo
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Minoxidil for system suitability

Agltio Agdopévev Acpaleiog

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

ZyETIKN TOKVOTNTOL
ZyeTikn TokvoT T ATU®V 6tovg 20°C
MéyeBog copatidiov

9.2. Aowréc TAnpoopics

: Mn dwbéopo
1 Agv oydet
: Mn dwbéopo

9.2.1. IIxnpogopieg oyeTKA pe TIC KLAGELS PVOLKOV KIVOUVOL

Aev vrtdpyovv emmAéov TANpoPopieg

9.2.2. AAha YOPUKTNPIGTIKA 0.6QULEiOG

Agv vrdpyovv emmAéov TANPOPopies

TMHMA 10: Z100gpdTnTO KO OVTIOPOCTIKOTITO.

10.1. AvnidpooTikéTNTO

2100epd VIO KAVOVIKEG GUVONKES.

10.2. Xnpun) otebepotnra

Aev vdpyovv emmAov TANPOPopieg

10.3. IBavoTnTO EMKIVOLVOV OVTIOPACEDV
Kavévag yveootog/-17/-6.

10.4. ZvvOikeg Tpog amoPuyn

Aev vrdpyovv emmAéov TANpopopieg

10.5. Mn cvpBata vika

Kapio og xavovikni ypnomn. BAéne tunpa 7.

10.6. Emxivovva wpoiovta amwocdvieong

‘Ortav Beppaivetar péypt Tov onpeiov SACTOONG, EKTEUTEL ENKIVELYOUG KOTVODG.

TMHMA 11: To&ikoloyikég TANPOQPOPIES

11.1. ITAnpo@opicg yro Tig TAEELS KtvdOvov, 6mmg opilovtar otov kKavoviepd (EK) apr. 1272/2008

Oé&ela to&ucodmra (amd oToOHATOC)
Oé&ela to&ucdmra (Seppotikn)
Oé&eia to&ucdmra (avamvon)

: EmProfés oe mepintowon kotdmoons.
: Mn ta&wopnpévos (Baoet tov dtubéciumv dedopévav, ta kprripta Taé&vounong dev mAnpovvrat)
: Mn ta&wvopnpévos (Baoet tov dubéciumv dedopévav, ta kprripta Tavopnong dev mAnpovvrat)

Minoxidil for system suitability

ATE CLP (Am6 100 6TOHATOC)

‘ 1328,926 mg/kg copotikod Bapovg

Minoxidil

LD50 and tov 6T0paTog 68 apovpaiong

‘ 1321 mg/kg (RTECS : UV8200000)

2,4-Diamino-6-piperidinopyrimidine

LD50 amd tov 6tép0t0g 68 apovpaiong

‘ > 300 — <2000 mg/kg

AGBpmon kot epebiopog Tov d€ppratog

ToPBopn opBaipkn PAAPN/epebiopog
EvaisOntonoinon tov avomveuotikon 1
guatsOntomoinon Tov dépratog

Metalho&yEveon YEVWITIKOV KUTTAP®V
Kapxivoyéveon

To&wdTa Yo TNV avomopay®yn

Ewwn to&ikomra ota opyava-otoyovg (STOT) —
epanag éxbeon

1 Mn ta&vounpévos (Baoet tov dtabéciav dedopévav, ta kptripia Tagvounong dev TAnpovvtat)
1 Mn ta&wopnpévog (Baoet tov dwbéoipumv dedopévav, To kpreipla tagvounong dev Thnpovvrot)
1 Mn ta&wopnpévog (Baoet tav dtubéoipumv dedopévav, To kpreipla tagvounong dev thnpovvot)

: Mn ta&wvopnpévos (Baoet tov dtubécimv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
: 'Ymomto yuo mpéxAnon kopkivov.

: Yrmomto yio mpoxinon PAGPNG ot yovipo o,

1 Mn tagvounuévos (Baoet tov dtabéoimv dedopévav, To kprripia Tagtvounong dev mAnpovvrat)
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Minoxidil for system suitability
Agltio Agdopévev Acpaleiog

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

Ewdu to&uwcotnta ota dpyava-otoyovg (STOT) — : Mn to&wounpévog (Baoet tov doféoipov dedopévav, ta kprrpia ta&vounong dev mAnpovval)
emavelnupévn ékbeon
Enucvdovotnta avappdenong : Mn taévounuévos (Advvapio GVAROYNG SESOUEVMV YlaL TEXVIKOVG AOYOVG)

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 12: Owoiroyikég TAnpo@opisg

Owoloyia - yevikd 1 Aev mopovcidlet Wiaitepo Kivouvo Yo to TepPaiiov.

Emwivduvo yio to vddtvo mepiBdrlov, Bpayurpodbecpog : Mn ta&wopnpévog (Baoetl tov dtabéotumv dedopévav, o kprmmpla Tasvopnong dgv TAnpovvat)
(0809)

Emwcivduvo yio to vdatvo meptBdilov, pakporpdbespog : Mn ta&wopnpévog (Baoet tov dtabéotumv dedopévav, to kprmmplo TaSvopnong dgv TAnpovvar)
(xpdviog)

Aev vopiotaton Tayeio amocvvieon

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vrdpyovv emmALov TANPOPOPies

Agv vdpyovv emmALov TANPOPOPieg

Aev vrdpyovv emmAéov TANPOPopieg

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztovycio oyeTikd pe T o1adeon

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE TT| LETAPOPD.

Topeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 apOpog tavtotnTog

Aev 1oy0et Aev et Aev woyvet

14.2. Oweio ovopacio arostomig OHE

Agv 1oy0gt Aev 1oy0¢t Agv 1oy0et

14.3. TaEn/-e1g KtvdHvov KOTA TN PETOPOPE

Aev 1oy0et Aev 1oy0et Agv woyvet

21/08/2023 (Huepopnvia £ékdoong) EL (eMnvikd) 6/8



Minoxidil for system suitability
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.4. Opado cvokevaciog

Agv 1oy0gL | Agv woyvet | Agv woyvet

14.5. Ileprforrovtikn emKivovvoTnTo

Agv 1oyvet Agv et | Agv woyvet

Aev vrapyovv emmAéov dabéoies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia tov ypioetn

Ermiysio petagopa
Aev woydet

petagopd pécm Boraoong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0et

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

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty 06QaAEL0, TNV VYO KO TO TEPIPAALOV Yi0. TV 0VGIA 1] TO peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev Tepiéyet kapio ovaia(eg) mov nepthappdavetarovtar) oto [Mapdpmua XVII tov REACH (TIpotmoféceic tepopiopon)
Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61|G)

Aev mepiéyetl kopia ovoio(eg) mov meprapPavetoi(ovrar) oto Mapdapmua XIV tov REACH (Kotdhoyog aderoddtnong)
Katdroyog vroynerov oveidv REACH (SVHC)

Aev mepiéyet kapio ovoia(eg) mov nepthappdvetarovtar) 6Tov Katdioyo vroyneuwy ovcuwv REACH

Kavoviopdog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnuépmon)

Aev gpoppodletar.

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

Aev gpappoletar.

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepiéyetl kopia ovoio(eg) mov meprapfdvetoi(ovtat) 6Tov Katdhoyo ovatdv mov e&acbeviiovv to 6Cov (Kavoviopog EE 1005/2009 oyetikd e Tig ovoieg mov

e&acbeviCouv ™ otiffdda tov 6lovtog)

Kavoviopdg mepi ekpnktik®@v npédpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovaia(eg) mov nephappdavetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopdc EE 2019/1148 oyetikd pe v epmopia Kot
™ XPNoN TPOSPOUMY OVCLOV EKPNKTIKDV)

Kavoviopog mepi mpodpopmv overdv vapkoTikdv (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mephapfavetayoviot) 6Tov Kotdhoyo Tpddpopmy ovetdv vopkatikdv (Kavoviepnog EK 273/2004 cyetikd (e 11 TpOSpopes ovoieg

VOPKOTIKOV)

15.1.2. EOvikég drataéerg

Agv vrdpyovv emmAéov TANpoPopieg
15.2. A&orhoynon ympuikig ao@aielag

Agv vrdpyovv emmAéov TANpoeopies

21/08/2023 (Huepounvia ékdoong) EL (eMnvikd) 7/8



Minoxidil for system suitability
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

I peg keipevo ppacewv H ko EUH:

Acute Tox. 4 (Ao Tov O&ela to&codmra (amd Tov 6TONTOC), Katnyopia 4
GTONOTOC)

Carc. 2 Kapkwoyéveon, katnyopio 2

H302 EmProafég o nepintwon katdmoong.

H351 "Yonto yio mpOKANGT KopKivov.

H361f "Yronto yn mpdxinon PAEPNg ot yoviudtnta.
Repr. 2 To&wodmTa otV avamapay®yn, katnyopio 2

Katnyopromoinon ko 7p®TéKOALO Y10 TNV KATIYOPLOTOINGT TOV PIYRATOV GORO@VA pe Tov Kavoviopo (EK) 1272/2008 [TEX]:

Acute Tox. 4 (And tov H302 Mé£6030¢ VTTOAOYIGLLOV
GTOLATOC)

Carc. 2 H351 MéBodog voroyiopon
Repr. 2 H361f MéBodog voroyiopon

Aektio Agdopévov Acpaleiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyovtat oe avtd 10 deAtio mpoépyovtar amd myég Tig onoieg Oempovpue a&dmiotes. [apora avtd, divovat
xopis Kapio eyyomen, pntm N dppnTn, yio TV aKpifeid Toug.
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