VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA YZ® Blocs, Discs
Etre€epyaotnke oTig: 26.08.2024 Ap1Bu6g TTpoidvTog: 303

2eANida 1 ammo 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITAYZ® Blocs, Discs

EuTtropikn ovopaoia
VITAYZ T white, VITAYZ T color, VITA YZ HT white, VITA YZ HT color, VITA YZ XT white, VITA YZ XT color,
VITA YZ XT multicolor, VITA YZ ST white, VITA YZ ST color, VITA YZ ST multicolor, VITA YZ MULTI
TRANSLUCENT

1.2. Zuva@eic Tpoodiopi{OevEG XPAOEIC TNEC OUCIOC N TOU UEIYUOTOG KOl OVTEVOEIKVUOUEVES XPNOEIG

Xprion TAG ouciag/Tou peiyparog
AvTikeipeva atré TETPa, yOWo, TOIPEVTO, YUOAi Kal kepapikd Auxilary for manufacture of dental products

1.3. Z1oix€ia ToU TTpounBsuTh ToUu SeATiou dedouévwy ao@alsiag

Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0d6¢: Spitalgasse 3
ToTroG: D-79713 Bad Sdckingen
Tayxudpouikr Bupida: 1338
D-79704 Bad Sdckingen
TnAépwvo: +49(0)7761-562-0 Téhepat: +49(0)7761-562-299
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
Appodiog: regulatory affairs
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
KevTpikn 10ToggAida: www.vita-zahnfabrik.com
Topéag xoprynong Regulatory Affairs
TTANPOPOPIWV:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpood10pIcUOG ETTIKIVOUVOTNTAG

2.1. Ta&ivounon TnG ougiag N TOU PEIYUATOG

Kavoviouoég (EK) ap16. 1272/2008
H ouacia auth dev €xel TagivounBei wg emmikivduvo aupgwva e Tov kavoviouo (EK) apiB. 1272/2008.

2.2. TToIXEia ETIKETOG

2.3. AAAo1 KivBuvol
Aev uttdpyel diabEaiun TTAnpogopia.

TMHMA 3: Z0vBeon/TTAnpo@opieg yia TQ CUCTATIKA

3.1. Ougigg

XnuIKA ovopacia TG ouciag
AvTikeipeva ato TTETPA, yOWo, TOIYEVTO, YUOAT KOl KEPAMIKO

ZXETIKA OUOTATIKA

Kavévag (oupewva pe Tov kavoviopd (EK) apiB. 1907/2006 (REACH))

TMHMA 4: Métpa mpwTwyv Bondeiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bondeiwv
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Eiomrvon
E¢aopaliote kaBapo aépa.
Emaen dépparog
EETTAUMA e ApBovo vepd. BydATe Ta poAuapéva pouxa Kal TTAUVTE Ta TTPIV Ta EavaxpnaoIJOTTOINCETE.
Emraen ota patia
ZeTAUVETE AUECWG TTPOCEKTIKA WE VEPO 1) PE TO VTOU JATIWV.
Kardrmroon
=emAUvVETE QUEOWG TO OTOUA Kal TTIEITE APOOVOo veEPO.

4.2. TNUAVTIKOTEPO CUNTITWHATA KAl EMISPAoEIS, AUETES | METAVEVETTEPES
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evd&i1gn omolagSAITOTE amaITOUNEVNG AUETNG IATPIKNG @POVTIdag Kal £151KAG BepaTtreiag
BepaTtreia cUPPWVA PE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TV KATATTOAEUNON TNG TTUPKAYIAG

5.1. NupooBeoTiKa yéoa

KatdAAnAa TupooBeoTikd péoa
Mpocapuoyn Twv PETPWY TTUPOCRECNG avaAdywg TNV TTEPIOXN.

5.2. E151k0i Kiviuvol TToU TTpOKUTITOUV OTTO TNV OUTid 1) TO pEiyua
Mn edgAexTO.

5.3. ZuoTdoEIg VIO TOUG TTUPOORBECTES
>e ePITTTWON PWTIAG: XpAon avegdpTnNTNG CUOKEUAG TTPOOTACIAG TG AVATTVOAG.

TuTTANPWHATIKEG UTTOBEIEIG
DuAagTe EexwpIoTA TO OAUCPEVO TTUPOGRECTIKG vePS. Mnv To apAaETe va eIc€EABel aTa avoixTd UdaTa Kal GTo
QATTOXETEUTIKO.

TMHMA 6: Métpa o€ mepimTwon akouaiag éKAuong

6.1. MpoowWTTIKES TTPOPUAGEEIC, TTPOOTATEUTIKOG E0TTAITHOG Kal S1adIKaTieg EKTAKTNG AVAYKNG
[evikég TTAnpo@opieg
ATtro@UyeTE TN dnuIoupyia okovNng. Mn avatrvéeTe TNV OKOVN.

6.2. MepiIBaAAOVTIKEG TTPOQUAGEEIS
Mpo@uAdaTe atmd TNV €10pOr OTO ATTOXETEUTIKO OUOTNHA 1) OTO UYPO TTEPIBAAAOV.

6.3. Mé00odo1 Kal UAIKA yia TTEPIOPIoUS Kal KaBapioud

AMAAeg TTANpOPOpiEg
S KOUTTIOTE puNXaVIKA. XEIPIOPOG TOU CUGOWPEUPEVOU TTPOIOVTOG OUNGWVA PE TO KEQPAAQIO dIGBECNG ATTOPPIMPATWY.
6.4. Napatroutrl og dGAAa TUAATA

Ac@aAng xprion: BAETTe TuAUa 7
Atouikr TTpooTacia: BAETTE TUANO 8
Ai6Beon: BAETTe TUAPa 13

TMHMA 7: Xeipiopo6g Kal atrofnkeuon

7.1. Npo@uAdéeic yia ao@aAn XEIPIOUO

Ymodeieig yia ao@aAn XEIPIOu6
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.
0dnyieg yia TNV TPOOCTACIO O TTUPKAYIEG KOl EKPASEIS
Aegv gival atrapaitnTa 1810iTEPA TTPOCTACIAG ATTO TTUPKAYIE.
ZUOTACEIG YIA TN YEVIKA ETTAYYEAUATIKA UYIEIV
BydATte Ta poAucpéva pouxa. MAOveTe Ta XEpia TTpiv Ta SIAAEippaTa KAl KOTd TO TEAOG TNG EPYACiag PE TO TTPOIOV.
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210 XWPO £Pyaciag atrayopeUeTal TO ¢aynTtod, TO TTOTO, TO KATTVICUA KAl TO GTAPVIGUA.
7.2. TuvBnkeg ao@aAouc @UAAENG, cUPTTEPIAAUBAVOUEVWYV TUXOV 0CUUBATOTATWY

ATTaITAOEIG YIa XWpPoug atrobnkeuong Kai Soxeia
To doxeio va diatnpeital EpUNTIKA KAEIOPEVO.

0dnyieg yia TNV a1roOAKEUON O& KOIVOXPNOTOUG XWPOUG
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

7.3. E1d1kn TeAIKA XpAon N XPNOEIg

AvTikeipeva atréd TETPa, yOWo, TOIPEVTO, YUOAT Kal kepapikd Auxilary for manufacture of dental products

TMHMA 8: 'EAeyxo0g TnG ékBeaNnG/aTOMIKA TTpOCTACIA

8.1. MNapdueTpol eAéyxou

8.2. 'EAegyyol ékBeong

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £§OTTAICUOG

MpooTacia Twv PaATIWV/TOU TTPOCWTTOU
Na @opdTe TTpooTaCia HATILWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv
Katd Tnv epyacia pe XNUIKEG OUTIEG ETITPETTETE HOVO N XPION TTPOCTATEUTIKWV YAVTIWV TA OTTOia QEPOUV TO
XapakTnpiopd CE kai Tov TETpawn@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNMUIKA TTPOCTATEUTIKA YAVTIO CUPQWVA PE
TN GUYKEVTPWOTN Kal TV TTOGOTATA TWV ETTIKIVOUVWY OUGIWV Kal CUPGWVA PE TO XWPO XPAONG Toug. ZuvioTatal va
EVNUEPWOEITE ATTO TWV KATACOKEUQAOTH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWV TTPOCTATEUTIKWY YAVTIWV
€I0IKAG XPAOEWG.

MpooTacia Tou dépuarog
Xprion TTPOoTATEUTIKOU POUXIGHOU.

AvaTTveEUOTIKN TTpOCTACIA

2 TEPITTITWON AVETTAPKOUG OEPICUOU XPNOIYOTTOIEIOTE HEGA ATOMIKAG TTPOOTACIOG TNG AvaTTVONG. Mn avaTTvéeTe
TNV OKOVN. MNMpoBAEWTE TOV KOAG agPIOUO KOl ATTOPPOPNCN CNUEIOU OE KPITIKG ONUEIa. X€ TTEPITITWON AVETTAPKOUG
agpICPOU XPNOIUOTIOIEIOTE HECA OTOUIKAG TTPOOTACIAG TG AVATTVOAG.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixeia yia TI BaCIKEG PUOIKES KAl XNUIKESG 1I810TNTES

duoikA KaTdoTaoN: oTePEDS

Xpwua:

Oopn: XOPOKTNPIOTIKOG

>nueio T&ewg/onueio TTAEWG: dev €xel TTPoadIopIabEi

>nueio C€oswg N apxIkd onueio {éoswg Kal X

TTEPIOYN CE0EWG:

Eu@AekToTNTAO: O¢ev £xel TTPocdlopIoOEi
AVEQPAPHOOTOG

KatwTtepo 6plo €kpnéng: Oev £xel TTpoadlopIcOei

AvwTEPO OpIO £KPNENG: Oev £xel TTPoodIoPIoOE]

Znueio avagAegng: X

O¢eppokpacia amoolvBeong: dev €xel TTPoadIopIabei

Tiun pH: Oev £xel TTPoodIopIoOEi

Y&atodiaAutoTnTa: Oxi

AloAutoTnTa 0 GAAoug SIaAUTEG

O¢ev €xel TTPoadIopIadei
ZUVTEAEOTAG KATAVOUNAG O€ dev €xel TTPoadIopIabEi
N-oKTavOAn/vepo:
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Mieon atpwv: <=1100 hPa
(oe 50 °C)
MukvoTtnTa: 3,00000 g/cm?
ZXETIKA TTUKVOTNTA OTUWV: dev €xel TTPoadIopIoOEi

9.2. Aoitrég TAnpo@opisg

MAnpo@opieg OXeTIKA pE TIG KAATEIG PUOIKOU KIVEUVOU
EKPNKTIKES 1810TNTEG
To mpoidv dev eival: Kivduvog ekprgewg.
O¢puokpacia auTavageAegng
oTepEd: Oev £xel TTPoadlopIcOei
agpia: ave@AapPooTog
OLeIdWTIKEG 1010TNTEG
Mn o&eIdWTIKG.

AAAa XOpOKTNPIOTIKA ac@aleiag
TaxuTtnTa e€aTHIONG: Oev £xel TTpoadlopIcOei
=npd uTTOAEIUUa: 100,0 %

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTiIdpaoTIKOTNTA

E@doov diac@alifeTal 0 evOeDEIYUEVOG TPOTTOG XEIPICHOU Kal aTToBrKeuang, OEV ONUEIVOVTAI ETTIKIVOUVEG
avTiIdpdoelg .

10.2. XnuikA oTafepdTnTa

To mpoidv eival oTabepd, 6Tav ammobnkeUETal O KAVOVIKEG TUVONKES TTEPIBAAAOVTOG.

10.3. MBavoTnTA EMIKIVOUVWY avTIOpdoEWY

Aev gival yvwoTr Kapia mikivduvn avtidpaon.

10.4. ZuvOKEG TTPOG ATTOQUYI
Kapia

10.5. Mn cuuBaTtd UAIKd
Aev uttdpyxel S1aB£aiun TTAnpoopia.

10.6. Emikivduva mpoidévra amroouvleong
Agv gival yvwoTad IKivouva TTpoiovTa 81daTracng.

TMHMA 11: To§ikoAoyikég TTANpo@opieg

11.1. MAnpo@opieg yia Tig TaeIg KIvEUvou, 6TTwg opifovral oTov kavoviagud (EK) apif. 1272/2008

0%0a TogIkoTNTA
Bdoel Twv d1a0é0i1pwy dedouévwy, Ta KpITAPIa Tagivounang dev TTAnpouvTal.
EpeBioTikn ka1 SiaBpwTikA Spdon
Ail6Bpwaon/epeBiopdg Tou déppatog: Baoel Twv diabéaipwy dedopévwy, Ta KpIThpla Tagivopunong dev TTAnpouvTal.
>oBapr) o@BaAuIk BAGRN/epeBiopdg: Bdoel Twv diaBéoipwy dedopévwy, Ta KpITAPIa Tagivounong dev TTAnpouvTal.
EvaioOnrotrointikn dpdon
Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpouvTal.
Kapkivoyoévog, petaAAagioyovog, Todikn yio Tnv avarrapaywyr dpdon
MeTaAAaglyéveon Twv yevvNTIKWY KUTTApwV: Bdoel Twv d1aBéaipwy dedouévwy, Ta KpITApIa Tagivounang dev
TTANpoUvTal.
Kapkivoyéveon: Baoel Twv diabéaipwy dedopévwy, Ta Kpithpia Tagivopunong dsv TTAnpouvTal.
TogikétnTa oTnv avatrapaywyn: Baoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTANpouvTal.
E131kf} To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon
Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
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Ei1di1kA To§Ik6TNTA 0T 6pYyava-oToxoug (STOT) - eravelAnupévn ékBeon
Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
TOgIKOTNTA AVOPPOPNONG
Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
AAAa oToIXEIO ETTI EAEYXWV
To UAIKO €xel kaTaTagn pn eTmiKivOuvou UAIKoU KaTtd Tov kavoviopo (EK) api. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To&ikéTNTO

To mpoidv dev givai: OIKOTOEIKO.
12.2. AvOeKTIKOTNTO KAl IKAVOTATA a1Toddunong
TO TTPOIOV &gV OOKIUAOTNKE.

12.3. AuvardétnTa BIOCUCOWPEUTNS
TO TTPOIOV &€V OOKIUAOTNKE.

12.4. KivnTik6TnTO O0TO £509p0¢
TO TTPOIOV OeV OOKIUAOTNKE.

12.5. ATroteAéouarta TnG afioAdynong ABT kai aAaB

AuTA n ougia dev Tnpei Ta kpitpia ABT/aAaB Tou kavoviopoUu REACH, Annex XIlI.
TO TTPOIGV dEV BOKIUAOTNKE.
12.6. 1816TnTEC EVOOKPIVIKAG S1aTapaxAg

AuTr n oucia dev €xel ID1I6TNTEG EVOOKPIVIKOU IATAPAKTN VIO N OTOXEUOUEVOUG OpYavIoUOUG.
12.7. AAEG OPVNTIKEG EMITITWOEIG
Aev uttdpyel d1IabEaiun TTAnpogopia.

AAAa oToIXEiIT
Na atmmogelyetal n eAeuBépwaon oTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oxXeTIKA pe Tn 81d0eon

13.1. Mé00odol ereéepyaaiag amrofARTWY

Etmre§epyaoia amoBARTWV
Mpo@uAdG&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO UCTNUA 1] OTO UYPO TTEPIBGAAOV. AidBeon oUpwva PE TIG
TTPOBIAYPAPEG TWV APUOBIWY UTTNPECIWV.

Emegepyacia akd8apTwyv amroBANTWY CUCKEUAOIWYV KAl GUVICTWHEVO ATTOPPUTTAVTIKA
E&mAupa pe apbovo vepd. O1 cuokeuaaieg uTTopoUlv va avakukAwBouUv, pévo av ival evieAwg AdeIeG.
Kwdikog/meplypa@r| amoppipgdtwy cupewva pe EWC/AVV

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

Meragopd dia Enpdg (ADR/RID)

14.1. Ap1Bu6g OHE 1 api1Budég No dangerous good in sense of this transport regulation.

TOUTOTNTAC:

14.2. Oikeia ovopagia amoogToARg No dangerous good in sense of this transport regulation.

OHE:

14.3. Tagn/-g1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

HETA@OPA:

14.4. Ouada ocuoKevaTiaC: No dangerous good in sense of this transport regulation.
MeTagpopd pe rotapdétTAoia (ADN)

14.1. Ap18u6¢g OHE 1 apiBudg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:
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14.2. Oikeia ovopagia amrogToARg No dangerous good in sense of this transport regulation.
OHE:

14.3. Ta&n/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
META@OPA:
14.4. Opada cuokeuagiag: No dangerous good in sense of this transport regulation.

OaAdooia peragopd (IMDG)

14.1. Ap18u6g OHE 1 apiBuédg No dangerous good in sense of this transport regulation.
TAUTOTNTAG:

14.2. Oikeia ovopagia amooToARg No dangerous good in sense of this transport regulation.
OHE:

14.3. Tagn/-1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
HETO@OPA:

14.4. Opdada cuokevaoiag: No dangerous good in sense of this transport regulation.

Aepotropikn petagopd (ICAO-TI/IATA-DGR)

14.1. Ap18u6g OHE 1 apiBuédg No dangerous good in sense of this transport regulation.
TOUTOTNTAG:

14.2. Oikeia ovopagia amooToARg No dangerous good in sense of this transport regulation.
OHE:

14.3. Ta&n/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
HETAQOPA:

14.4. Opdda guokeuagiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO I'lA TO NEPIBAAAON: Oxi
14.6. E151kég Tpo@UAGEeIg yia TOV XPROTN
Aev uttdpyxel O1aB£aiun TTAnpoopia.
14.7. OaAdooieg HETAPOPES XUBNV oUUQWVA LIE TIC TTPdEEIS Tou IMO
QAVEPAPUOOTOG

TMHMA 15: Zto1x€ia VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouo0soia oXeTIKA ME TV 0OQ@AAEIQ, TNV UYEia Kal TO TTEPIBAAAOV yIa TV ougia N TO YEiyUa

ZTOIXEiO OXETIKA PE TIG KAVOVIOTIKEG Siatdageig EE

MAnpogopieg Tng odnyiag 2012/18/EE Aev uttdyetal otn EE 0dnyiag 2012/18/EE (SEVESO III)
(SEVESO llI):

E@vikoi kavoviopoi
Kartnyopia kivduvou yia 1o vepd (D): - - Ox1 BAaBepo yia 1O vePO
15.2. AGiloAdynon XnuiKkAG ao@daAsiag

Aev €xel OlevepynBei aloAdynan XNMIKAG ao@AAEING yIa TNV OUGia auTh.

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTpoTrég
AuTé 10 deATIO aoQAAEIag TTEPIEXEI GAAAYEG OTTO TNV TTPONYOUUEVN KOO OTIG EVOTNTEG: 1.
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ZUVTOHOYPOA@ia KOl aKpWVUHA
ADR: Accord europien sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonized System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
vPVB: very persistent, very bioaccumulative
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europien relatif au transport international des marchandises dangereuses par voies de navigation
intirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAQ: International Civil Aviation Organization
MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
MNa cuvTopoypagieg kal akpwvupia, BAETTE Trivaka aTn oeAida http://abbrev.esdscom.eu

AAAa oToIXEiO
Ta dedopéva autd oTnpifovTal oTnNV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoteAoUvevToUToIg £yyUnaon yia TIG
1010TNTEG TOU TTPOIGVTOG 9a Kal dev atroTeAoUv Kapia oUpBacn VOUIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWV JOG
£€xouv Tnv €uBUvn va Aaaivouv uttéyn Toug Toug IoXUOVTEG VOUOUG Kal TIG UTTAPXOUOEG BIATAEEIS.
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