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AHAQZH - NEPITPA®H ENIXEIPHZHZ ®YTIKHZ NMAPATQrHz NPOz ENTA=H
2TO ZY2THMA EAErXoy & MIzTOMOIHZHZ

‘Ovopa Enovupo
Enwvugia ADM
Enixeipnong .
(I'a vouika npdéowna): Emixeipnong
ZToixeia yemnovou/HeAETNTH/CUHBOUAOU
‘Ovopua ‘End)vupo ‘
Enwvuyia nixeipnong
TnAEpwvo ‘Email ‘

1. KAAAIEPTEIA ®YTIKQN EIAQN

1.1 NAPAAAHAH NAPATQrH

H emixeipnon Ba aokei: ] Movo BIOAOFIKH napaywyn ] BIOAOFIKH kal_SYMBATIKH napaywyr

Z& nepinTwon NnapdAAnAnG napaywyng (BioAoyikn kal ZUPBATIKR) NOAUETWV KAAAIEPYEIRV, avaPEPATE TO OxXEDIO

UETATPONNC AUT®V (TwV CUPBATIKWYV) OE BIOAOYIKEC:

1.2 ®YTOMNPOZTAZIA

Avapéparte Ta HEoa Kail TIG HEBOSouUG nou
epappodaTe yia TNV KaAAIEpYEIa NpIV TV EvTagn

Ava@éparte Ta HEoA Kal TIG HEOOSOUG Nou 0a ePapHOTETE
yia Tnv kaAAigpyeia YHETa TV évragn

[ Xnuikd evtopokTdvVa / HUKNTOKTOVA

O Xnuika ¢iZaviokTova

[ Xpnoiponoinon @uaikwv exBpav

[ EmAoyn avBekTikKwV €13V, NOIKIAIOV Kal
ETEPOYEVOUG UAIKOU

[ Apsiyionopa

[0 ©epuikn enggepyaaia

] EmiTpendpeveg anod Tov kavoviouo 848/2018 €10poég

] Xpnoiponoinaon @uUoIK®V eXBpwvV

O EnmiAoyn avBekTIK®V €100V, MOIKIAIOV Kdl ETEPOYEVOUC
UAIKOU

O Apeigionopad

O Mnxavikég, PUOIKEG HEBODOI Kal TEXVIKEG KAANIEPYEIAG
onwg BIOAOYIKOG UNOKANVIGHOG

0 depopovikéG nayideg

L] EmiTpendpeveg anod Tov Kavoviouo 848/2018 €10poEg

O  AAlo:

O  AAAlo:

1.3 AINANZH

AvapépaTte Ta HEoA Kail TIG HEOOGSoUG nou
€appodarTe yia Tnv kaAAiépyeia npiv Tnv évra§n

AvaQéparte Ta HEoaA Kal TIG HEOGSOUG Nou Oa EPapHOTETE
yia Tnv kaAAIgpyeia HETA TNV Evragn

O Mnxavikn enegepyacia dagpoug

O EvowpaTtwon unoAsippatwv KaAAIEpYEIag

O XAwpn Ainavon

O MoAuetng apsiwionopd pe KAAAIEPYEIA Wpuxavlwv
[ BpaxunpoBeopeg/ Enionopeg KaAAEPyYEIEG XAWPNG
Ainavong pe wuxaven (evowudatwaon npiv Tnv
avBogopia)

[0 Xprion napackeuwv HIKPOOPYavIoH®V

O Bioduvapikég NapaokeuEg

O Xprion konpidag

O Xpron ouvBeTik®V AiInacudaTtwv

O Emmpendpeveg and Tov Kavoviopo 848/2018 €10poEg

O Mnxavikn katepyaoia dapoug

O EvowpaTtwon UNOAEIHPATOV KAAAIEPYEIQG

O XAwpn Ainavon

O MoAueThC apeiyionopa Pe KAAAIEPYEIA Yyuxavlwmv

[0 Se NepINTWOEIG NOAUETWV KAAANIEPYEIWV: SUYKAAAIEPYEIQ
WG PHEPOC TNG AMEIYIOTIOPAC UE KAAAIEPYEIQ YuxavlwV

0 BpayunpoBeopec/ Enionopeg KaAAIEPYEIEG XAWPNG
Ainavong pe wuxaven (evowpdtwon npiv Tnv avbopopia)
0 Xprion napackeumyv HIKPOOPYAVITH®V

] BIodUVAMIKEG NAPACKEUEG

O Xpron konpidag

0 'ANAEG eniTpenopeveg anod Tov Kavoviopod 848/2018 €10poEg

O Alho:

O AAo:

1.4 NOAAANAAZIAZTIKO YAIKO

MpogAeuan onopwv kal ayevoug noAAanAaciacTtikou
UAIKOU:

O 1d3ionapayodpuevol

O Anod To eunodplo (cuppop@oluevol Pe Toug Kav. (EK) 848/2018
kai 427/2020)

1.5 MPOZTAZIA ANO EMNIMOAYNZEIZ (ZYMBATIKEZ KAAAIEPTEIEZ-MH ArPOTIKEZ APAZTHPIOTHTEZ)

Yndapxel kKivduvog enigoAuvong Twv BIOAOYIK®OV
KAaAAIEPYEIOV anod:

Ti péTpa 6a An@OoUV ano TNV ENIXEipNoN yid TV
ano@uyn TNG ENIHOAUVONG TWV BIOAOYIK®V KAAAIEPYEIDV
Kdl TV NApAayoHEV®OV And AUTEG NPOIOVTWV;

O reirovikég oupBaTIKEG KAANIEPYEIEG

[0 MeydAoug auTtokivnTodpopoug

O Biounxavikd AUpaTta f ev Yevel punoug
O AoTika AUpara

[J AAAeg nnyég poAuvong:

O Awpidec anopovwong

[ ZexwpioTr) cuykopIdr oTa OpIa TWV AYPOTEMAXIWV
O Emonupavon aypoTtepaxiov Ye nivakidosg

[0 Eidonoinon yeirovwv

O AA\o:
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2. ZYAAOIH AYTODYQN EIAQN

Meploxn/eg . . | Adeia ouAhoyng | TeAeuTtaia xpnon pn
a/a Eidoc Enoxn ZuAloyng| ouAloyng (Any. TEQS%J?\;;;::;U (ano6 Apuodia EMNITPENOUEVOV
Alguépiopa) Apxn) glgpowv*

*H TeAeuTaia xpnon Un ENITPENOUEVWY EI0poWV anodeikvUETal Ue ypanTtn BeBaiwon Apuodiac Apxng, n onoia npénsi va
EMIOUVANTETAl TOU NAPOVTOG.

3. MHXANOAOIIKOZ EEOMNAIZMOS - META®OPA NMPOIONTQN

O TpakTép O opela O ApoTpo O KaAAigpynTng
AuTokIvoUpEva 0 XopToKonTIko - [MapeAkopeva f/kal O Burio , O ZKG)"OTr]p' O KAadeuTikd

[0 MoTookanTiko PePOMEVA O WekaoTiko O ZnapTikn O AMo:

O AAAo: O Ainacpartodiavouéag [ Pingp )

OxAMAaTa HETAPOPAG NPOiOVTWV: O I316KTNTO OXNMa O Evoikialopevo/piobwuevo dxnua

Ze nepinTwon evoikiaong/piobwong pnxavnuatwy, yid TRV - anopuyn enipoAuUvong Twv

. \ \ \ . ONar OOx1 OA/E*
KAAAIEPYEIOV/MPOIOVTWYV TNG ENIXEipNONG Ta Unxaviuata ©a kabapilovTal npiv Tn Xpnon;
KaTta Tn peta@opd Twv BIOAOYIK®V NpoidvTwv TnG enixeipnong a diacgpalileTal n anopuyn Tng ONar OOy CIA/E*
avapeiEng Touc YE avTioTolxa GUUBATIKA NpoiovTa; X
4. ANMOOHKEYTIKOI XQPOI
H snixeipnon 81aB£Tel Kal XpNolYonolsi anoBnKeUTIKOUC XWPOUC Yid TNV anoBrKeuon:
O npoidvrov O Eiepomv O AMwv BonBnTikdv UAGY
XPHZH
TOMOBGEZIA e MpoiovTmv Eicpo®v AAA®V BoNONTIK®OV UAQDV TEKMHPIQZH
O O O
O O O
O O O
Kata Tn anobrkeuon Twv BIOAOYIKWV NPOIOVTWV TNG enixsipnong 6a diacpaAileTal n anopuyn ONai CTIOy1 CIA/E*
TNG avapelENc ToUuC UE avTioTolxa oupBaTikd npoiovra;
KaTtd Tn anobrkeuon Twv BIOAOYIKWV NPoiovTwV TNG enixeipnong 6a diacpalileTal n anoguyn ONai CTIOy1 CIA/E*
TNG €NAQng Toug JE NpoidvTa Ainavoncg n putonpoaraciac;

*A\/E = Aev epapuodleTal oTnv napouoa enixeipnon

5. AAAEZ APAZTHPIOTHTEZ ENIXEIPHZHZ

EKTOC ano Tnv npwToyevr) napaywyn n enixeipnon 6a kKaver kai
O Emionuavon O Tunonoinon O Meranoinon O Aiatipnon O AAM\o(/Teprypa@n)

MARPNG NEPIYPAPN TWV WG AVw dpacTnpPIOTATWYV:

6. ENIZYNANTOMENA ENTYNA
ME TO NAPON ENTYINO KATATIOENTAI ANMO THN ENIXEIPHZH ZTHN A CERT A.E. TA MAPAKATQ
O =x£d1a | oKapIPnUATa €yKAaTAoTACEWY
O NopigonoinTikd £€yypaga KaToxng
O KaAAigpynTikd oxédio
O Tonoypa@ikoi XapTeg aypoTepaxionyv
O 'Eyypa@o ££0ucioddTNONG EKNPOCWNOU (EQOTOV 0 IBIOKTATNG EKMPOoWEITal aTnv napouoa diadikacia anod TpiTo dTouo)
O Adela cuAAOYNAG auToPUWV BV anod Anuoacia Apxn
O Kataloyog aypwv (Evruno ICS-BIO-D1.8)
O AnAwon OZAE
O Mepiypa®n unooTpwuaTog pavitapiov (Evruno ICS-BIO-D1.40)
O FpanTr cup@wvia ouvepyaaoiag yia dilacnopa KOMPouU e CUPHOPPOUMEVN/-EG EMIXEIPATEIG
O AAAo:

ENIMNAEON ZE NEPINTQZH ANAOGEZHZ EPTAZIQN ZE YNMEPFOAABOYZ KATATIOENTAI KAI TA NAPAKATQ:

O Kataloyog unepyoAaBwv (‘Evrurno ICS-BIO-D1.9)
O Mepiypa®r cuUOTAMATOG IXVNAQCIHOTATAG
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AHAQNSQ KAI AEZMEYOMAI:
OTI Ta OTOIXEia MOU a@opouV aTNV NARPN NEPIYPAPN TNG YEWPYIKAG MOU EKUETAAAEUONC Kal €1I0IKOTEPA OO0V aPopd Ta
dnAwBEvTa aypoTepdaxia, To €idog TwV KAAAIEPYEIWV HOU KABWG Kal KABe AAAN €ykaTaoTacon nou Xpnoihonolw o€
ox&on YE TNV dpacTnpiOTNTA Hou €ival aAnen:
va anodéxopal, o NeEPINTWOoN napapiaong  NapaTuniwyV, TNV €NIBOAR TWV YETPWV Nou NpoBAENOVTAl EK TWV KAVOVWV
NG BloAoyikng napaywyng:
va avaAapBavw va evnUEPWV® EYYPAPWE KAl XWPIG KaBuoTEpNan TOUG AyopacoTEG TWV NPOIOVTWY Kal va avTaAAa&w
TIC guvageic nAnpogopisg pe TNV A CERT og nepinTwaon Nou undpxel TEKUNPIWKEVA UNOVOoIa PN CURNOPPWONG,
undvoia pn oupgpdpewaong nou dev UNopei va anokAelobei i S1anIOTWHEVN PN CUPHOPPWON nou Bivel Tnv akepaldTnTa
TWV €V AOY® BIOAOYIK®V MNPOiOVTWV-
va anodexT® Tn d1aBiBacn Tou PAkEAOU EAEYXOU OE NEPINTWAON AAAAYNG TOU POPEA EAEYXOU N, O€ NEPINTWON
anoxwpnong and Tn BIoAoyIKA napaywyr, o PAkKeAog EAEyXoU diaTnpEiTal yia NePiodo TOUAAXIOTOV MEVTE ETWV:
va evNUEPWOW apéows Tnv A CERT kal Tnv apuodia apxn eA&yxou O€ NePINTWON anoxwpnong ano Tn BIOAOYIKN
napaywyn:
. va anodexTw TNV avraAAayrn nAnpopopinv PETAEU TwV €V AOYW APXWV I POPEWV O MEPINTWON NOU Ol UNEPYOAApol
e\éyxovTal and dIaPOPETIKEG APXEC I POPEIC EAEYXOU-
Nwg €xw AGBel yvwon TwV anaiThoswy Tou kKavoviouoU 848/2018 kail Tou KavovigpoU lMiogTonoinong, kKabwg kal Tng
UMNOXPEWOTG HOU va Tnpw TIG 31aTAEEIG TOUG:
Na yvwaoTonoi® kabe Tpomnonoinon TNG w¢ avw MePpIypa®ng N Twv ANnNTéwv PETpwv otnv A CERT A.E, evtog 10
€pYAoINWV NUEPWV and Tnv NpayuaTonoinor Toug.

AnAwvw enionua 0TI OAEG o1 NAnpo@opieg nou unofdailovTtal otnv A CERT A.E pe Tnv aiTnon pou €ival aAnBeig kai
akpiBeig. 'Exw AdBel yvwon Twv anaithoswyv Tou KavoviopoU 848/2007, Tou oxeTikoU KavoviaTikoU NAdiciou Kai Tou

Kavoviopou MigTonoinong, Kabwg Kai TG UNoXPEWONG HOU va TNPw TIG S1aTAEEIC TOUG KAl avaAduBavw TNV unoxpéwan va

€160nolw apéows Tnv A CERT 6noTe TpononoloUvTal Ta WETPA NMou NePIYPAPoOvVTal oTo Napodv EvTuno.

Hpepopnvia OVOHATEN®VUHO Ynoypagpn

I
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