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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog . Buserelin acetate salt
Kwducde mpoidvrog 1 202200257

1.2. Zuvageic mpocolopilopevES P GELS TS OVGIAG 1] TOV UEIYNATOG KU OVTEVOELKVUOIEVES YPNGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

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

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

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

sds@edgm.eu - www.edgm.eu

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

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

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

O&ela to&kodmTaL (0d TOL 6TOHATOC), Katnyoplo 4 H302
To&wodmta 6TV avamapay®yn, katnyopio 1A H360F
ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TTEPIfaiiov
ATOQa0T HESH KPIONG EUTELPOYVOUOVOV KoL OTOSEIKTIKNG 1oYVOGC.
2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza kivdovov (CLP)

GHSO07 GHS08
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés ot nepintwon katdmoong.
H360F - Mropei va fAdyet ) yovipdnta.
Anidoelg mpoevraéng (CLP) 1 P201 - Egoduwioteite pe tig e181kéc 0dnyieg mpv amod T xprion.

P202 - Mnv 1o ypnoiponomoete nptv S10fGoeTe Ko KATAVONGETE TIG 001Yieg TPOPOANENS.

P264 - TTAovete ta xépua, Toug TXELS (avTiBpdyiar) Kot T0 TPOGMTO GYOAUOTIKG LETE TO XEPLOUO.
P270 - Mnv tpdre, mivete N kanvilete, 6tav ypnowonoteite avtd To TPOiov.

P280 - No gpopdte TpooTateLTIKG YOVTIO/TPOGTUTEVTIKG EVOVULOTO/HEGO OTOUIKNG TPOCTAGIOG Y10, TOL
HETI0/TO TPOCHOTO/TAL AVTLAL.

P301+P312 - XE IEPIIITQXH KATAIIOXHX: Kaiéote 1o KENTPO AHAHTHPIAZEQN 1 éva
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Buserelin acetate salt
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ywTpo, av archavieite adwbeoio.
P308+P313 - XE IIEPIIITQXH ékbeong 1 mbovotntag ékbeong: Zvppovievdeite/Emorepheite
YTpo.
P330 - Eemivvete 10 oTO.
P405 - dvAdoceTonl KAEWBOUEVO.
P501 - AuiBeom 1oV TEPLEYOUEVOV/TEPLEKTN GE OTIEID GLAAOYNG ETKIVELVEOV 1 EOIKAOV AmOoPANT®V,
GULOOVA LLE TOVG TOTLKOVG, TEPLPEPEIOKODGS, £BVIKOVG /Kot dieBveic Kavoviopode.
ZApavon cOUPOVO pe: eEapeital 1 E6MTEPIKT GUOKELAGIN, TO TEPLEYOLEVO. TNG omtoiag dev vepPaivovy ta 10ml
Ewcovoypappata kvddvov (CLP) :

GHS08

2.3. AALot Kivovvolr

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: ZovOeon/ainpo@opies Yo To 6VOTUTIKA

3.1. Ovoigg
Ovopa AvayvopieTikog Kootkog | % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]
Buserelin acetate salt - <100 Acute Tox. 4 (And tov otoparog), H302
(ATE=500 mg/kg copatikod Bapovg)
Repr. 1A, H360F

ITAnpeg keipevo tov dnrdcewmv H ko EUH: BAéne tpnpo 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npatov fondsidv

4.1. Ileprypa@n péTpov tpdOTOV fondeidv

Métpa Tpmdtev Pondeidv puetd and eiomvon : Bydhte tov maBovta otov kabapd aépa. APnoTe T0 GTopo OV TPOSPANONKE Vo avanvedset kabapd
oépa.

Métpa TpmdTev Pondeidv Hetd and enapn e To SEPLL . KoBapiote ™ peyoivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hadakd amoppoenTikd
mavi). [TAovete pe dpbovo vepd Kot amoppuTaVTIKO.

Métpa TpdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete pe vepd kpatdvtag to PAEQapo Kakd avoryTd.

Métpa TpdTOv Pondeidv petd omd Katdmoon . Hemhovete 1o otopa. Evaéyetar va cuot el mapatetapévn woTpikn mapokoiovbnon.

4.2. INPOVTIKOTEPO CUUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

ZOUTTOUOTO/EMSPACELS © BAaPeg otnv vyeio gvdéyeton va eppavictovv e kabvotépnon.
SOUTTOUOTO/EMOPAGELS LETE b E16TVOT . Avenopkn dedopéva.
ZOUTTOUOTO/EMBPACELS LETE OO EXOPT| LE TO SEPUOL . Avenopkn dedopéva.
ZOUTTOUATO/ETOPACES LETA OO EMOPT LE TOL LATIOL © Avemopkn dedopéva.

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVIG GIECTS LUTPIKIG PPOVTIdUG Ku £18WKNG Ogpameiog

ZopPovievbeite/Emokebeite yiotpo. Eav eivon duvatd dei&te antd to pOAO ac@oreiog, Kt av OxL, deiETE T GLOKELAGIN 1) TNV ETIKETA.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TUPKAYLAG

5.1. IMvpocPestikd péoa

KordAinio péoa mopocPeong : KovBépta mupdoPeonc.
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Buserelin acetate salt
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Kivdvvog mopkayidg : BAéme tunpa 2.2.
Métpa Y10 THV KOTATOAEUNGN TNG TUPKOYLG : Xpnowonomote péca katdoPeong KatdAAnia yio Ty neptPdAiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon aKoVoLoS EKAVONG

Tevikd pétpa : Amo@uyete TV Gpeon enan pe To Tpoidv. Mnv avamvéete
oKkovn/avabupdoeis/aéplo/oTayovidi/ aTHoVE/ EKVEPD AT,
6.1.1. I'e Tpoc®mKd GALO A6 TO TPOSMOTIKG EKTUKTNG UVAYKNG

Métpa €kTaKTNgG OvVayKNG : Dopdte KATIAANLO TPOCTATEVTIKO POVYIGHO, YEVTIO KO TPOGTAGIO V0. TOL AT KOL TO TPOCHOTO.

6.1.2. ' GTopa mov TPooPEpovy TPdOTES Por)Osres

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOQEOPiEg

Mébodot kabapiopon 1 Ziyovpéyte, 0Tt Ta. amoppipata o mepiouALeYovV kat Oo amobnkevtovv aceaAés. Kabapiote
mpooekTikd. [IAMvete To VTOAEILOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV O VTTOYA®PLOIOVG
vatpiov.

Agv vdpyovv emmaAEOV TANPOQOPiES

7

D, 1 ao0nkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron eniong n mpocoyn) Tov xpNotn 6Toug mhovolg Kivdhvoug Tov EVUTAPYXOVV TNV TEPINTMOOT

TOL TO TPOTOV Ypnoorom el pe TpdTo mov opileTal amd TIC KATUCKEVAGTIKEG TPOSIALY PAPES.
TIpo@ura&els yio ac@ain yeipiopd : Xpnowonomaote o TPoidv e TPocoyn). ATOPUYETE TV AUEST) ETOPN UE TO TPOIOV. £TO HETPO TOV
Sduvatol 1 xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTIPLOKT XOAVT.
Métpa vytewvng : Xpnon tov Tpoidvtog pe opbn Propmyovikn vyewn kot Staditkacicg acporeiog.

Teyvicd pétpa : Zoppopeobeite [e TOVG 10YDOVTESG KOVOVIGHOVG.
Zovonkeg @OAAENG . Ovldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: ‘EAeyyog tg ékBeonc/atopikn Tpoctocia

8.1.1 EOvikég oprokés Tipnés emayyelpotikig £k0gong ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.2. ZuvicTtdpeves drodikociss TapakorovOnong

Aev vdpyovv emmaAéov TANPOQOpieg
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Buserelin acetate salt
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.1.3. Xynportifovror oTtoygia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg
8.1.4. DNEL kxax PNEC
Agv vrtdpyovv emmAéov TANpopopieg

8.1.5. leproyég eréyyov

Aev vdpyovv emmaAéov TANPOQOpieg

8.2. "Eleyyot ék0eong

8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyavikoi éleyyon:
Awmpriote o€ KoAd e&oeptlopevo ydpo. Xpnoylomoleite amokAEIoTIKA 6 KAEIGTN XOUVN Le EVEOUOTOUEVO GidTpo. DIkTpo aepocmUATISiOV VYNNG
amoterecpatikomrog (HEPA filter).

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGOG
8.2.2.1. TIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

IIpoctacia 0pOorpdv:
Ipoctarevtikd yvoid. DIN EN 166

8.2.2.2. Ilpootacio d¢ppatog

Ipooctocio Tov déppatog:
Xpnoonoteiote TPooTATELTIKO povyiouod Yo ynpkd. DIN EN 13034

IIpoctucia TV yEPLAOV:
[poctotevtikd yaviwe aviekTikd og ynukd tpoidvra. ISO 374-1

8.2.2.3. IIpooTacio TMV AVUTVEVGTIKAV 03DV

IIpocTucic TV AVATVEVGTIKAV 00QV:
Xe nepintmon omehevdépwong okovng : pdokeg e eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdoka agpoldpotoc. Popdte ovomvevotikn
GUOKELT O€ TEPINTOON £kBeong o€ aTHOVG/CKOVES/OEPOADLLATOL

8.2.2.4. Ogppikoi Kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. Oprwo0étnon ko TapakorovOnon g tepifariovroroyikig £ékBeong og Kivdvvo

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vokég Ko YNUIKES IOLOTNTES

9.1. Zroyygia Yo TG PUGIKES QUGIKES KOL YNUIKES 1O10TNTES

Puown KoThoTaom . Xteped
APDHLOL © Mn dwbéorpo
Oopn : Aev woyosl.
Opto ooung : Mn dwbéorpo
Inueio Eemg © Mn dwbéoipo
Inueio m&emg : Mn dwbéorpo
Inueio Bpoacod © Mn dwbéoipo
Evpiextomta : Mn dwbéorpo
Opra Ktvdvvov ekpri&emg 1 Aev oyet
Xoauniotepo 6pro Ekpnéng 1 Aev woyet
AvdTato 6plo ekpnEpdTTog 1 Aev oyet
Enpeio avaereéng 1 Aev woyet
Beprokpacio avTovaPreENg 1 Aev woyet
Beppokpacio arocvvieong © Mn dwbéotpo
pH © Mn dwbéotpo
Adropo pH © Mn dwbéoipo
1EDdeG, Kvepotuedg (1) i Aev oydet
AwAvtomra : Nepo: 10 -33,3 g/l
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Buserelin acetate salt
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

ZUVTELEOTNG KATOVOUNG O Hely e N-0KTavOANng/vepoD : Mn Swbéoo
(Log Kow)

Téon atudv : Mn Swbéoo
ITieon atpov ot Beppokpacio 50°C : Mn dwbéoo
IMukvotnto : Mn Swbéoo
ZyETIKT TUKVOTNTO © Mn dwbéoipo
Zyetikn TokvoTnTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copatidiov : Mn Swbéoo

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AML0. YOpOKTPLOTIKG 00QUAEiog

Agv vapyovv emmAEoV TANPOQOPieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG CUVOTKES.

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOQEOPiEg

Kapio og kavovikn xprion. BAéne tpniua 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) . EmPrapés oe mepintmon katdmoong.
Oé&ela to&coTTa (deppatikn) : Mn ta&wopnuévog (EAkewotiicd dedopévor)
O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog (EAkewoticd dedopévor)

Buserelin acetate salt

LD50 and tov 6T0H0T0G GE Apovpaiong > 400 mg/kg
AGBpmon kot epediopdg Tov dEppatog : Mn ta&wopnuévog (EAkewtatiicd dedopévor)
ZoPapn opOorukn PAAPn/epedionog : Mn ta&wopnuévog (EAkewtaticd dedopévor)
EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wvopnpévog (EAeaticd dedopévar)
gvaucbntomoinom Tov dEPUOTOG
MetoAra&ryéveon YEVWINTIKOV KUTTAP®OV : Mn ta&wvopnpévog (EAeaticd dedopévar)
Kapkwoyéveon : Mn ta&wvopnpévog (EAeaticd dedopévar)
To&wodTa Yo TV avamopayoyn : Mmopet vo. fAGyet T yovipdtnta.
Ewdum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog (EAkewtatiicd dedopévor)
epanag ékbeom
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Buserelin acetate salt
Agltio Agdopévov Acpareiog
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Ewu to&ucomta ota 6pyava-otoyovs (STOT) — : Mn ta&wopnpévog (EAkeloticd dedopéver)
emavelknppévn kbeon
Enucivduvotnto ovappdenong : Mn ta&wopnpévog (Advvapio cuAloyng dedopévav Yo TeXVikodg AdYoug)

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd . Emwivduva andpinta. Xpnoponoteite katdAinia doxeio omdppymg.
Emucivduvo yia to vddtvo mepidrrov, Bpayvmpddecpog : Mn taéwopunuévog (EArepatikd dedopéva)

(080¢)

Emucivduvo yia to vddtvo mepidrrov, pokporpodbeopog : Mn taéwopunuévog (EArepatikd dedopéva)

(xpdviog)

Aev voiotatot toygio amocvvheon

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agev vdpyovv emmAEOV TANPOQOPieg

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Tomwkr| vopoBeoio (amdfinto) . Kataotpéyte pe aopaln tpdmo cOUEOVO e TOVG TOTKOVE £BVIKOUG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opies GYETIKA PE TT) HETAPOPT.

Topewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpog tovtdtTnTeg

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

14.2. Oweia ovopooia awostorjc OHE

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

14.3. Taén/-e1g KtvdHvov KaTa TN PETAPOPE

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt
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Buserelin acetate salt
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

ADR IMDG IATA

14.4. Opada ocvokevaciog

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.5. Ilgprfarrovtikn emKivovvéTNTO

Aev 1oy0et ‘ Agv 1oy0gt ‘ Agv 1oy0gt

Aev vdpyovv emmiéov drabéoiues TAnpogopieg

14.6. Exdwkég mpo@uAGEELS Y10 TOV Yp16TNH

Eriysio petagopd
Agv 1oy0et

peTa@opd pécw® Boracong
Agv 1oyvet

Evaépra petagopd
Agv 1oy0gt

14.7. O@alaooieg peTa@opig VoV cdppova pe Tig Tpaseg tov IMO

Aev oydet

TMHMA 15: Xtoiygio vopodeTikov (opaxtipo

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6Qaiela, TV vyeio Ko To Tepfailov yio Ty ovcia 1| TO peiypo
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (IlpoimoBéceig mepropiopov)

Aev meprapfavetor oto Hapdaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Katdloyog 0:0£1080Tn61|)

Aev neprapfdveton oto Hapaptnpa XIV tov REACH (Katdhoyog adetoddtnomng)

Katarhoyog vroynorov ovordv REACH (SVHC)

Aev nephapfavetor otov Katdhoyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevy cuvaivesn PETE omd evpépmaony)
Aev gpappoletor.

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

Agv epappdletat.

Kavoviepdg mepi e€as0évnong Tov 6lovrog (EE 1005/ 2009)

Aev neprapfévetol otov Katdrhoyo ovctav mov e&acbevilovv to 6Cov (Kavoviepog EE 1005/2009)

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

Aev mepiéyel kopio ovoio(eg) mov meprapfavetoai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio Kot

™ XpNoN TPOSPOUMY OVGLDV EKPNKTIKDV)

Kavoviopog nepi mpodpopmv over®dv vapkotikdv (EK 273/2004)
Aev mepiéyet ovoia(eg) mov mepthapfavetay(ovial) 6Tov KoTdAoyo mpddpopmy ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyetikd e Tig Tpddpopes ovcieg

VOPKOTIKOV)

15.1.2. EOvikég dwuraterg

Agv vrdpyovv emmAéov TANpoeopieg

15.2. A&wohdynon ynkig acodislog

Agv vrtdpyovv emmAéov TANpopopieg
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Buserelin acetate salt
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 16: Alhec TAnpo@opies

Emonfpaven olhaydv:
Toa&woumon g ovsiag 1 Tov HelyLoTOC.

M peg keipevo pacswv H ko EUH:

Acute Tox. 4 (A Tov O&eia To&otnta (amd Tov 6TOHATOG), KaTnyopio 4
GTOLOTOC)

H302 EmnBrapéc og mepintwon katdmoong.

H360F Mmopet va pAGyet T yovipdtnto.

Repr. 1A To&wodmTa otV avamapoymyn, Kornyopio 1A

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOITIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtat 6e avtd o dertio Tpoépyovtal amd tnyEg Tig omoieg Oewpovpe a&omiotec. [Topodha avtd, divovrat

YOPic Kapio gyyomon, pnti 1 appnTn, Yo Ty akpifetd tovg.
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