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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Doxazosin impurity D

Xnuwn Ovopacio 1 6,7-dimethoxyquinazoline-2,4(1H,3H)-dione
Kwd.-EE 1 249-288-1

apOpuog CAS : 28888-44-0

Kodwodg mpoidvtog 1 202000124

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
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France
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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]

AGBpmon/epebiopog Tov déppotog, kotnyopia 2 H315
ZoPapn opboipkn BAAPN/0@Baipkdg epebiopdg, kKatnyopio 2 H319
I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
Ipokaiei cofapd opOorpikd epebiopd. [pokarel epebiopd tov déppatog.
2.2. Xtoyeia eTIKETOG

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

GHSO07
Ipogworomtikn AéEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H315 - Ilpokodei epebiopod tov d€ppatos.
H319 - IIpokaiei coPapd opBaipikcd epediopo.
AnAdoeilg Tpoeviaéng (CLP) 1 P264 - [TAdvete ta xépua, Toug TelS (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.

P280 - No popdte TpOoTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVULOTO/LEGO OTOMIKNG TTPOGTAGIOG Y10 TOL
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Agltio Agdopévev Acpaleiog

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

UATIO/TPOCOTO.
P302+P352 - ZE IEPIIITQXEH EITA®HXE ME TO AEPMA: ITAOvte pe GpBovo vepd.
P305+P351+P338 - XE INEPIIITQXZH EITA®HE ME TA MATIA: Eenhivete TpocekTikd (e vepod
Y0 OPKETE AETTA. AV VILAPYOVV QK0T ETAPNC, APALPESTE TOVG, OV £ival €0KOA0. Xvveyiote va
Eemlévere.
P321 - Xpedlerar e1dcn ayoyn (BAéne cupninpopotikég odnyieg tpdtmv fonbeidv oty eTikéTa).
P332+P313 - Edv mapotnpnBei epebiopdg tov déppatog: Zvpfovievdeite/Emoxebeite yrotpo.
P337+P313 - Edv dev voywpet 0 0pOaipicds epebiopos: Toppovievbdeite/Emokepbeite yrotpo.
P362+P364 - BydAte o poAvcpéva povya Kot TAOVTE Ta TPV TO EOVOPTCLOTOGETE.

Inpavon coppova pe: E&apeitor ) ecotepikn) cvokevaoio, Ta meplexopeva g omoiag dev veepPaivovv to 10ml.

Agv amarteitol opavon

2.3. Alhor kivovvor

AlAeg mAnpoopieg : IIpocoymn - n mapovca ovsio dev Exet aKOUN SOKIULAGTEL TAPMC.

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

3.1. Ovoieg

Ovopa AVayvopeTIKOg KOOTKOg % Koatdraén copoova pe tnv odnyia
TPoidvTOg 1272/2008 EK [CLP]

6,7-dimethoxyquinazoline-2,4(1H,3H)-dione apOpog CAS: 28888-44-0 <100 Skin Irrit. 2, H315
Kwd.-EE: 249-288-1 Eye Irrit. 2, H319

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tuniua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. Heprypoon pétpov TpOTOV fonderav

Ievikd pétpa tpodTev Ponderdv : Xe mepintoot apPoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KAAEGTE YLOTPO.

Métpa tpdtev Bondeidv petd and slomvon 1 Metagépete Tov T0HovVTa 6TOV Kobapd aEpa Kot apnoTE TOV Vo EEKOVPOCTEL GE GTACT) TTOV
S1evKOADVEL TNV avomvoT|. Apriote Tov Tafdvia va Eekovpaotel. Xe nepintwon adwbeciog :
ZvpPovievdeite/Emoxeqbeite yiotpo.

Métpa tpdTev Bondeidv petd omd exagn pe To dEpuo : ATONOKPOVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEUEVT TEPLOYN OEPLATOG HE OTAAD
GamovVL Kot VepO, kat oTn cuvexeto Eemhévete pe (oo vepd. Edv o epebiopdg tov déppotog
empévet, cupPovievteite yloTpo.

Métpa tpdTOv Bondeidv HETd amd eTopn e To LATIO 1 Eemldvete apécmg Kol TOPATETAUEVO [IE VEPO KPATMOVTAG avotyTd To. PAEQapa TOVAG IGTOV 15
Aentd). Edv vdpyovv @oaicoi emaeng, apatpEste Toug, epocov eival evkolo. Zuveyiote vo Eemiévete.
ZvpPovievteite yatpd £dv cuveyiletat 0 TOHVOG 1) 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd omd katdmoon : Eemlovete 1o otopa pe vepd (Lovo edv to dtopo dtatnpei Tig arohnoeig Tov). Mnv yopnynoete moté
OTWONTOTE OO TO GTOU GE ATOUO TTOV £XEL XAOEL TIg 0o oelg Tov. ZupPovievbeite/Emokepbeite
apEcmG yoTpd.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APEGES 1] NETAYEVEGTEPES

ZOUTTOUOTO/ETOPAGELS LETH OO EMAPT LLE TO OEPUOL : TIpoxaiei epebiopd tov déppartoc.
ZOUTTOUOTO/EMOPAGELS LETA OO EMAPT] LLE TOL LOTIOL : TIpoxaiei coPapd opBaipkd epebiopd. Epvbpdmra, Tovos.

4.3."Evé€1&n omo1a6dNToTE AmOITOOPEVG GIESTG LOTPIKNG PPOVTIdUG Ko 101K G Ogpaneiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPNON TS TVPKAYLAG

5.1. [vpooPeoTika péca

KatdAnia péoa mopocBeong . Xpnoworowmote péca Katdofeons katdAinia yio v epipdriovoa mopkayid. Ato&eidio Tov
avOpaxa. Yekaopodg pe vepd. Enpn okovn. KovBépta mupdofeonc.
AxatdAnko TopocPecticd HEGo : Mn ypnowonoteite peydin pon vepoo.
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Agltio Agdopévev Acpaleiog

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

X nePInTOON TVPKAYLIG TaPayovTaL ENKIVELVA : H orelg kadon amekevbepdver emkivovvo povoleidio tov dvBpaka, dto&eidio Tov avBpaka Kot
mpoidvta arochvieong Ao o€ aépta. [Tibovn amoBoin to&kod vEpoug.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG 1 Amogevyete T d1QLY1 TOL vEPOD TG TVPOGPecng 6To TEPPAALOV.
IIpocrtacio katd v TopdcPecn : Mnv enepoivete yopic katdAnio e£omAopd. AvTOVOUT OVOTVEVGTIKT GUGKELT UE HOVOGCT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TepinTton aKovoLaS EKAVONG

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

I'a TpocmmKd GALO 076 TO TPOCOTIKO EKTUKTNG AVAYKNG
Métpa éktaxtng avykng : ATOPOoKPOVETE TO TEPLTTO TPOSWTIKO.
TN dropa wov TpocPépovy TpdTES fo10reg

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

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

T v anoBnikevon : ATOppoPNoTE TO HE £V 0dPAVEG DAIKO KO TOTOOETNOTE TO G £vav KATAAANAO TEPLEKTN d1aBeaNg
amopfATov.
MébBodot kabapiopon 1 Eemhdvete TG polvopéves empaveles pe apbovo vepd. Kabapiopdg pe amoppumovtikd.

Agite 10 Tpnpa 13 yio tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog ko awodnkevon

TIpo@ura&els yio ac@ain yeipiopd . Amogevyete kGBe meprrth kbeon. Ppovtiote doTe 0 Y Dpog epyaciog va e&aepiletar cwoTd.

Métpa vyevig : Mnv tpare, mivete 1| kanvilete, dtav ypnoponoteite avtod to mpoidv. Ta poivopéva evévdpato
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv amd kabe
£pYOOLOKO StAELpO KoL LETE TO TENOG TG EPYAGTINGC.

TovOnkeg @OAUENG : Amofnkedeton oe KoAd agpllopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWGTOG. AToQevyeTe
™ (éotn Kot TV Gpecn nAlokT akTvoBolia.
Y\ikd cvokevasiog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopiki tpoctacio

Aev vdpyovv emmAéov TANpoPopieg
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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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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&woloyikég TANpOPOpPiEg

O&eia To&wotnta (0md oTOHATOG)

O&eia To&otTnTa (depproTiKn)

O&eia To&wotnta (avomvon)

AGBpmon ko gpediopdg Tov d€ppatog

ZoPapn opOaipkn PAPN/epedionog
EvaisOnronoinen tov avamvenotikoo 1
gvaucbntomoinon Tov déppatog

MetaAdo&ryéveon YEVVNTIKOV KUTTApOV
Koapkwvoyéveon

To&wodmTa 6TV avamopay®Yn

Ewum to&icdmra oto opyava-ctdyovg (STOT) —
epanag éxbeon

Ewuwm to&coémra oto opyava-ctdyovg (STOT) —
emavelnppévn €kbeon

Enwcwvduvomta avappdenong

Agv vdpyovv emmALOV TANPOPOPiES

TMHMA 12: OwoAoyikéS TANPOQPOPIEg

Emikivduvo yia to vddrtivo mepiBdilov, Bpayvrpodecpog

(0809)

Emucivéuvo ya to vddtvo mepipdilov, pokponpddespog

(xpdviog)

: Mn ta&wopnpévog (EAleipatikd dedopévar)
: Mn ta&wopnpévog (EAdeiatikd dedopévar)
: Mn ta&wopnpévog (EAleipatikd dedopévar)
. Tpokolei epebiopd tov déppatos.

: Ilpokarel coPapd o@Oaipkod epebiopo.

: Mn ta&vounpévog (EAdepatikd dedopéva)

1 Mn ta&wopnpévog (EMeparticd dedopévar)
: Mn ta&wopnpévog (EMeiparticd dedopévar)
: Mn ta&wounpévog (EMeparticd dedopévar)
: Mn ta&vopnpévog (EAdepatikd dedopéva)

1 Mn to&wvounpévog (EMepaticd dedopévar)

: Mn ta&wopnpévog (EAdeiatikd dedopévar)

: Mn ta&wounuévog (EMelpaticd dedopévar)

: Mn ta&wounuévog (EMeipaticd dedopévar)

6,7-dimethoxyquinazoline-2,4(1H,3H)-dione (28888-44-0)

AvOeKTIKOTNTO KO IKOVOTNTA ATOdOUNGONG

| Toyémg amodopnoipo

Agv vrtdpyovv emmAéov TANpopopieg
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Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtoyycio oyeTikd pe T o1a0eon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITinpo@opieg 6YETIKA PE TN HETAPOPA.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev oy0et Aev woydet Aev oy0et

14.2. Oweia ovopacia amostoric OHE

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.3. Taén/-e1c KtvdOvov KaTd TN NETOPOPA

Agv 1oy0et Agv 1oyvet Agv 1oy0et

14.4. Opddo cvokevaciog

Aev oy0et Aev woydet Aev oy0et

14.5. Ilgprforrovtikn emKivovvéTnTo.

Agv 1oy0et Agv 1oy0et Agv 1oy0et

Aev vapyovv emmAéov Stabéotpues TANPOEOpies

Eriysio petagopa
Aev woyvet

petagopd péow Bordcong
Aev woyvet

Evaépro petagopd
Aev woyvet

Aev woydet
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TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopoOeoio 6yeTIKG pe TNV 06QaLED, TNV VYEID KoL TO TEPIBAALOY VIO TNV 0VGiC 1] TO 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

Kavoviopog nepi e€ao0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev neprapfdaveton otov Katdhoyo ovatdv mov eEacbeviCovy to 6Cov (Kavoviopog EE 1005/2009)
Kavoviopég tov Zvpfoviriov (EK) yia Tov éheyyo e1d®@v dimhig ypiong

Aev tepirapfavetal otov Kavoviopd (EK) tov Zvpfoviiov yuo ta €idn dumdng ypnone.

Kavoviopdg mepi ekpnkTikdv apédpopmv ovordv (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)

Kavoviopég mepi mpédpopmv overdv vapkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov TePLapBAveETaL(OVTOL) GTOV KATAAOYO TPOSPOU®Y 0VGLAV VapKeTIK®OV (Kavoviopdog EK 273/2004 oyetikd pe tig tpddpopeg ovoieg
VOPKOTIKOV)

15.2. A&oroynon ymuikig acQaielag

Agv vrdpyovv emmAéov TAnpogopieg

TMHMA 16: ALLheg TANPOPOPIES

I peg keipevo ppacewv H ko EUH:

Eye Irrit. 2 YoPoapn o@Oaipucr BAAPN/0pBakikdg epediopdg, katmyopio 2
H315 IpokaAei epediopd tov déppatog.

H319 TIpoxarei coPapd opBaiikd epebiopo.

Skin Irrit. 2 AdBpwon/epebiopnog Tov dépparog, kotnyopia 2

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and myég Tig onoieg Bempodpe adiomotes. [Tapoia avtd, divovtot
YOPIiG Kapio eyyvnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvinkeg N ot pEBodot yeptopod, amobnkevong, ypnong 1 ardppLyng Tov TPoidvVTog dev
VIOKEWVTOL GT S1KN [ VOOV Kot Hopet Kot vor v UmInTouy Kot 6TIS approdtdtntég pog. I'iontoig kat yio GALovg AdYoug, omomolovpacte kabe evbuvn oe
TEPINTOON AMOAELNG, VAIKNG 1) ¥pNHOTIKNGS {npiog amd, 1 te 0motodnmoTe TPOTO GUVOEVELEVN LE, TO YEIPIGHO, TNV aAmoBNKELST 1| TN XP1ON TOL TPOIOVTOS. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPEMEL VaL YPTGILOTOLEITOL Yol TO GUYKEKPILEVO TPOTOV. Edv 10 Tpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TUPEXOVTAL EO( EVOEYETOL VL LNV Vol EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL
npoopilovTal Yo va TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYIRS, AoQUAEing Kot TEPPAAAOVTIKOV OTAITHCEWY. ZVVETADG, dev Ba mpémet vo. OewpnOel
OTL £YYLATAL OTOLOSNTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.
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