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Fevikad — Edpappootéo Mpdtuno

O Opyaviopog EAéyxou kat Miotomoinong CERTIFYBIO LTD, &iamioteveté amo tov KOMM (Kumplakd
Opyaviopo NpowBnong Mowdtntag) pe to utt’ apBu: @M 005 MiotomowntikoL dlamicteuong kat Stevepyel
TILOTOTOLN OELG BLOAOYLKWV TIPOIOVIWYV CUUDWVA LE TIG ATTALTAOELG Tou mpoturnou EN I1ISO 17065./2012.

O Kavoviopog MNiotonoinong avadepetal otig SLadikaoieg EAEyxXou Kol TLOTOMOLNONG IOV TIPAYLATOTIOLEL N
CERTIFYBIO LTD o€ cUotnua SLoxelplong YEWPYLKWVY EKUETAAAEVOEWV Kal Tapaywyng tpodipwy, cuudpwva
ue tov Kavovioud (E.E) 2018/848 tou Eupwmaikou KowvoPouAiou kat tou ZupPouAiou KaBwg Kal Tig
CUUTTANPWOELG KAl TPOMOTOLNOEL autou, to Nopo 227(1)/2004 tng Kumplakng Anpokpatiog Kot tov
Kavoviouo (EE) 625/2017.

AkoOunN ylvetal avadopd ota SIKALW AT KoL TLG UTIOXPEWOELS TwV CUUPBAANOUEVWY HEPWY, CUUDWVA UE TLG
anattnoelg Tng EBvikng kat Kowvotikrg NopoBeoiag yia tn BloAoyikn yewpyia.

O Kavoviopog tng CERTIFYBIO LTD amoteAel Keljevo e TO omoio MPEMEeL va  cuppopdwveTal KAabe
eTyelpnon mou €xel cuvayel cuPBacn pe tn CERTIFYBIO LTD.

Oplopot

OLoplopoti mou xpnotpomnotovvtal anod tov Opyaviopo EAéyxou kal Mwotomoinong (OEM) CERTIFYBIO ivat ot
nipoPBAemOpeVOL amod TNV €BVIKNA Kol KOWOTLKN vopoBeaia. EvoelkTikd avadépovTal ol TapaKATw OpLOUOL:

e «Kavoviopoi»: Kavoviouoc (E.E) 2018/848 tou Eupwnaikou KowvoBouAiou kat tou ZupBouliou kabwg Kat
TLG CUMITANPWOELG KOl TPOTIOTIOLNOELG aUTOU), emUmA£ov Kal Tov Kavoviouo (EE) 625/2017.

e «Qopeac EAEyxou» : e€ouclodotnuévo opyavo onwe opiletal oto apBpo 3 onueio 5 tou kavoviopou (EE)
2017/625, 1 ¢opéag avayvwplopéVog amo tnv Emtpomn i amd tpltn Xwpo avayVWwPLoPEVN amo Tnv
Erutpomn, mpog Slevépyela eEAEyXWVY OE TPITEC XWPEG YL TNV €L0OYWYN BLOAOYIKWVY KOl UTIO HETOTPOTA
npoioviwv otnv Evwon’

e «OEM - CERTIFYBIO»: O (@opéag EAéyxou mou Aewtoupyel otnv Kumplakn Anpokpatia Kot
Spaotnplomoleital oTov EAeyX0 KAl TLOTOMOLNGCN MPOIOVIWVY MAPAYOUEVWY UE BLOAOYLIKEG peBodouc.
TIPOANTITIKA. HETPA»: UETPO TIOU TIPETEL VO AQpBAvOoVTaL amo TIC ETUXELPNOELG O OAa Ta otadla TNG
TIaPOYyWYnG, TAPOOKEUNG Kol SLavVOUnG, TPOKeLUEVOU va dtaodalilovtal n dtatrpnon tng BlomokiAotnTac,
KalL N toLotnta Tou £8Aadoug, LETPA yLa TNV POoAnyn Kal tov EAsyxo emBAaBwv opyaviopuwy Kal acOevelwy
KaBwg kKal PETpa Tou mpEmeL va AndBouv Tpokeluévou va anodeUyovTal Ol APVNTIKEG ETUMTTWOEL OTO
niepBAAAov Kot oTNV uyela Twv {wwv Kay/n Twv Gputwy:

¢ «Motomoinon»: H €ékdoon tou oxeTkoUL ToTOomoNTKoU Tou apBpou 35 map. 1 tou Kavoviopou (E.E)
2018/848, LETA TNV PAYUOTOMOLNCN EMICNUWY EAEYXWV OE ETUXELPIOELG EVTAYHUEVECG OTO CUOTNHA EAEYXOU
(apBpa 37 kat 38 tou Kavoviopou (E.E) 2018/848).

o «IMotomownNTko»: KaAeital to €yypado NG ocuUpopdwong Twv eviaypévwv otnv CERTIFYBIO LTD
ETlXELPIOEWY OTOV TOHEQ TWV §PAOTNPLOTATWY TOUG TIPOC TLG amattoelg tou Kavoviopou (E.E) 2018/848

o «Emonuavon»: kaBe 6pog, AEEn, oxetikr €vOelEn, OLOKPLTIKO OTOLXELD, EUMOPLKO ONUA, EUTTOPLKA
EMWVU LA, lkova i cLUBoAo o adopd kat toroBeteital otn cuokeuaoia, ota eyypada, otig emypadEg,
OTLG ETIKETEG, 0TO TEPLOWPLO, 0TOUG SakTuAioug i} oTLG oTtedAVEG TTou cuvoSeUouy Tipolovta i avadEpovtal
o€ auTa.

e «Noyotuno»: To oUpPoAo mou mpoPAcénetal ano tov Kavoviouo (E.E) 2018/848 kol mou otav
XpnotuornololvTal amodelKVUOUV OTL TO POTOV CUUMOPDWVETAL E AUTOUG.

o «ZUMBEPANMEVEG ETUXELPNOELG»: Ol ETIXEIPAOELS TIOU epMAEKovTal oOTIG Sladlkaoieg mapaywyngc,
TIAPOLOKEVUNG, AIMOBNKEUONG, EL0AYWYNG OO TPITEC XWPES /KAl epmopiac mpoidvtwy BloAoyikng lrewpylacg,
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oL omoieg €xouv umoypalel cUUPACN CUVEPYAOLOG LE TOV EYKEKPLUEVO, oUUPWVA HE TNV €OVIKN Kal
KOLVOTLKN) vopoBeaia, Dopéa, yla Eviagn Toug oto cUOTNA EAEYXOU KAl TILOTOTOINONG

o «Ouada eMXEPNOEWVY: OTIWCE auTh kKabopiletal anod to ApBpo 36 mapaypadog 1 tou Kavoviopou (E.E)
2018/848

Nedio Edappoyng

O mnapwv Kavoviopog Motomoinong agopd otnv miotonoinon EMXEPNUATIWY TTOU CUUUETEXOUV OTLG
SpaotnploTNTEG oloudnmote otadiou apaywyng, TIOUPACKEUNE KoL SLOVOUNC TwV TIOPAKATW TPOIOVIWY,
€€QLPOUEVWY TWV XWPWV HallKAG E0TIOONG:

o) {wvtava f QPETATIOMNTA YEWPYLKA TIPOTIovTa,

B) petamolnuéva YEwPYLKA TTpoiovTa yla Xpron we TpodLua.

1. Apxég Aettoupyiag

H CERTIFYBIO LTD 6ev avoAappdvel tnv motomnoinon mpoiloviwv av dev Staodaliosl otL Slabetel
TIPOOWTIKO ME TEXVLKN EMAPKELA YLat OAa T oTAdLa TNG Stadikaciog eAéyxou Kal motomnoinong. H texvikn
ETIAPKELO TOU TIPOOWTILKOU OLOAOYELTAL OE TAKTA XPOVIKA SlaoThuaTta.

1.1 Avefaptnoia — AuepoAnyia

H opBn edappoyn twv Mpotinwy Kal twv dtadikaowwv EAEyxou kal MNotomoinong, kabwg kot n
apepoAnyia kat loovouia otn AnYn twv anodpdcewv anoteAoUv MPwTapxlko otoxo tng CERTIFYBIO LTD
kal StaodaAilovtal TOCO Ao To VOULKO TNG MAALOL0 000 Kat armd Tnv opyavwTtiki StdpBpwor) tne.

To mpoowTko Ko oL TuXOV e€wtepikol ouvepyadteg tng CERTIFYBIO LTD eival eAevBepoL amnd kAOe eumopikn,
OLKOVOWLKA | @AAN €€dptnon, mou Ba pumopoucay va EMNPEACOUV TNV KPion TOUG.

O OE&IM CERTIFYBIO avtiuetwmnilel Spaoctikd evdexopevous Kivduvouc ylo TV apepoAnyia tou, mou
TIPOKUTITOUV aTO TIG EVEPYELEGC AAAWV TIPOCWTIWY, GOPEWV I} OPYAVIOUWY, YO TOUG omoioug AapPavel
yvwon.

OL 6poL yLa TNV Tiotomnoinon eivat (dlot yior OAEC TIG ETILXELPNOELG, OVEEAPTNTA OO TNV ETALPLKN Hopdr), TN
Spaotnplotnta r to PEYEDOE TOUC N ATTO TN XOPNYyNoN TIPOYEVESTEPNC TILOTOMOLNONG.

H CERTIFYBIO LTD &gopevetal otL:

e Agv mopAyeL TPOIOVTA TOU EUNIITTOUV OTO Tedio mLIoTomoinong mou eAEyXEL

e Aev aokel uTtepyolafLki 1 HETATONTIKI) SpAcTNPLOTNTO OE ETLXELPAOELG TTOU UTTIAYOVTOL OTO OXNHa
Tuotonoinonc.

e H (810 6eV CUPUETEXEL OTNV TTAPOXT) OTIOLWVONTIOTE CUUPBOUAEUTIKWY UTINPECLWY YLO TNV TTApAywyn),
Tumonoinon, Hetamnoinon, anodrkeuon, dtavopr i epnopia mPoloviwyv BLoAoyIkn ¢ Yewpylag.

e H (8l v CUUUETEXEL OTN SLEVEPYELD ECWTEPLKWV ETIOEWPNOEWV OE ETUXELPNUATIEG TOUG OTIOLOUG
TULOTOTOLEL.

e Jta mAaiola tou mopoviog Kavoviopol kat cUpdwva pe tnv opbn mpaktikn tTwv Sladkaolwy
riotomnoinong, n CERTIFYBIO LTD cuvepyadletal pe TIG evOLadEPOUEVES ETUXELPNOELG LE OVTIKELLEVO
QIMOKAELOTIKA TNV 0pBn epunveia twv Mpotunwy, Mpodlaypadwyv i GAAwWvV TuTOMONTIKWVY
Eyypadwv, Twv Kavoviopwv MNiotonoinong kat tnv opon edpappoyn twv Atadikaciwy Motonoinong.

e Oudpaotnplotnteg ¢ Kabe mepimtwaon, dev tnv ennpealouv, oUTe deopevoUV KaB' omolovdrmote
TPOMO TNV Asttoupyia TG og OTL adopd TNV AVIKELUEVIKOTNTA TNG, TNV apepoAnyia tng, tnv
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opBokplola tnG Kat tnv avefaptnola yvwung mou xapaktnpilouv Ti¢ anodpAcell TNG KATA TN
Sladikacia miotomnoinong.

o KabBe evlladepdpevo yla otonoinon mpdowmno r popeag EXeL Apeon Kal EAeUBepn MpooPacn oTLg
unnpeoieg motomnoinong tng CERTIFYBIO LTD.

e O owkovopikol 6pot tng CERTIFYBIO LTD yia TNV mapoxr UnnpeoLwy motonoinong ivat kowot yua
OAOUG TOUG TTEAATEC .

e [0 OAOUG TOUG LOXVUOVTEC KAVOVIOHOUGC, TLLOKATAAOYOUC KoL AOLTA EVNUEPWTLKA £yypada UTIAPXEL
eAelBepn mpooPaon yla kAbe evladepouevo.

e OLemBeswpntég tng CERTIFYBIO LTD TuyXAvouv TnNG £YKPLONG TWV MTEAATWY TNG KAl Ol AmopACELC YL
NV Tmiotomnoinon Aapfdvovial amd MPOoowrna Tou &ev CUUUETELXQV OTnV €emBswpnon tng
emeipnong.

e H CERTIFYBIOLTD &gev Ba mapéxel UTnpeacieg miotonoinong o HEAN 1 MPOCWTIKO N cuvdedepuéva
MEPN QUTAG .

e Tnpeital LOOVOUN QVIIUETWTILON O OAEC T CUMPBAANOUEVECG ETUXELPNOELS, 000V adopd BEpata
€TUPBOANG KUPWOEWV. OVEEAPTNTA ATIO TNV ETALPLKI Hopdn, TN dpaoctnplotnta f To HEyeBOC TOug N
amo TN Xoprynon MPOyeVECTEPNG TILOTOMOINONG.

Opyavo umnevBuvo yla tnv Stacdalion tng apepoAniog tou Zuotripatog eival to ZupBouAlo ApepoAinyiag
(Z.A))

H CERTIFYBIO LTD e€aodalilel €00da yla T Blwolpotnta TnG HEow:

(a)Tng mapoxn g umnpecLWV
e EAEyXwV KOL TILOTOTIOLNONG EMLXEPAOEWV YLa TNV TAPNCN TWV KAVOVWV BLOAOYLKAG Ttapaywyng Tou
kaBopilovtat and tov Kavoviouo (E.E) 2018/848 tou Eupwmnaikol KowvoBouAiou katltou ZupBouliou
KaBWC¢ Kal T CUUTTANPWOELG KL TPOTIOMOLNOELS auToU kabwc kat Tov Kavoviouo (EE) 2017/625
KOVOVLOUO Yyl TOUG ETIONOUG EAEYXOUG.
e Evnuépwong kal mAnpodopnong oe Bepata mou adopouv TIG TEAEUTALEG TAOELS KaL e€eAifeL oTov
KAQS0 NG BLOAOYLKNC YEWPYLOG.
e Exmaldeutikwy Mpoypappatwyv
(B) TNG ekMOVNONC EPELVNTIKWYV EPYACLWV OE BEpata BLOAOYLKNG YEWPYLOC KOL OUULETOXH TOU OE EPEUVNTIKA
npoypappata,
H owovouky avBektikotnTa NG talpiog eAéyxete amo adslolXo eAeykTkO ypadeio (BAéme ocuuBaon
eAeyKTIKOU ypadeiou)

1.2 EpmiotevuTiKOTNTA

H CERTIFYBIO LTD e€aodaAilel tTnv exeLUOELO KOL EUTILOTEUTIKOTNTA €VAVTL TWV MEAATWYV TNG, O OAA T
enineda Aettoupyiag tng. To ZupPouAo ApepoAndiag (2.A.), n Emutpomn Evotdoswy, kaBwg kat 6Aot ot
EUMAEKOUEVOL EEWTEPLKOL OUVEPYATEG TNG, EUBUVOVTAL Kal lval uTtoAoyol yla tn Staxeiplon eyypddwyv Kat
bebopevwy, kabBwg kat kaBe mAnpodopnong mou Ba EABeL otnv avtiAnyn r MEPLEPXETAL OTNV KATOXN TOUG
Katd tn ouvepyaoio toug pe tn CERTIFYBIO LTD w¢g auotnpd gumioteuTtikig duong. H mAnpodopnon autn
Ba xpnotuormnoleital Lovo ylo Toug oKOTIoUG UAOTIOLNGNG TOU CUYKEKPLULEVOU €PYOU TIOU aVOAQUBAVOUV.

H CERTIFYBIO LTD xelpiletatl pe andAutn exepuBela kabe €yypado f/ kal mpoiov meAatwy nmou Bploketat
otnv katoxn tou. OAeg oL mMAnpodopieg kKaBwWG KAl MepLEXOUEVA gyypadwy 1)/ Kat NAEKTPOVIKWY SeSopévwy
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TIOU TUXOV €pyovtal og yvwaon tng CERTIFYBIO LTD f/ kal Twv €mBewpnTtwV TNG MAPAUEVOUV ATOAUTWE
EUTLOTEVUTIKA.

OMo 10 npoowriko tng CERTIFYBIO LTD (povipo Kot e€wTepLKOL CUVEPYATEG) AELTOUPYEL AUOTNPA PECO OTA
maiow twv Sladikacwwv tng CERTIFYBIO LTD kot Oeopelete pe tnv umoypadrn tng AnAwong
Epmotevtikotntag tg ovBaong cuvepyaoiag KabBwg Kot EMUTAEWV yLa TNV TIPOCTAGLO TOU QIMOoPPRTOU TWV
TIPOCWTIKWY SE60UEVWY UTIOYPADEL KOL TO EVIUTIO TNG TIOALTIKNG TIPOCWTIKWY SES0UEVWV.

TNV nmeplmtwon mou emBAAAETAL VOUKA n StaBson mAnpodopuwv oe tpito pépog, n CERTIFYBIO LTD
EVNUEPWVEL OXETLKA TOV TIEAATN.

H CERTIFYBIO LTD w¢ Stamioteupévog popag miotonoinong tnpet dtadikaoieg dStaodpaiiong kabe eidoug
EUTLOTEVUTIKNG TTANPOPOPNONG TEAATWY TOU.

1.3 Xpnon kaw Enegepyacia Aedopévwv Mpoowrnikov Xapaktipa

H enefepyaoia kaln xprnon twv npoowrikwyv dedopévwy yla dnuooia StaBouAeuon, Stadruion kat Epguva
0yopAC QTOLTEL TNV YPONTH OUYKATABEON TwV ETIXEPNUATIWY. Ta oTolXela Twv emxelpnuatiwy dev Ba
nwAnBoulv 1 Ba SwateBolv ot tTpitoug pe omolovdnmote AAMAO TPOmo. Ta mpoowrika Sedopéva
StaBiBalovral povo o Kpatikeg ApXEC OTO TTAQLOLO TWV UTIOXPEWTLKWY VOULUWV £0VIKWV Slatdaewv, Omwg
QUTEC opilovtal 0Toug oxeTikouc NOpoUG yla TNV mpoaotacia Twv npoowrikwyv dsdopévwv (N. 125(1)/2018
kat tov Kav. (EK) 2016/679 (GDPR), yla tnVv mpootaciot Twv GUCLKWV TPOCWIWV EVAVTL TNC eneéepyaoiag
5£60UEVWV TTIPOCWTTILKOU XOPAKTHPA KAl yLo TNV eAsUBepn KUKAodopia Twv SeSO0UEVWV QUTWV).

H CERTIFYBIO LTD oto mAaiolo Tou cuotipatog eAéyxou kat Bacsl tou ApBpou 43 mapdaypadot 2 Kal 3 Tou
Kavoviopou (E.E) 2018/848 avtaAldooel KATAAANAEG MANPOodOPLEC YA TOL ATTOTEAECUATA OLKELWV EAEYXWV
NG e AAAEC apUOSLEG aPXEG, KABWC Kal e apXEG Kol popeic EAEyXOU KOl TILOTOTOLNONG.

KaBe evdlapepOUEVOC EVNUEPWVETAL YL TOUG TOUG Opoug TNEG MoAwtikng Amopprtou Kal Npootaciag twv
MNpoowrnikwv Asdopévwy Tou €xel uLOBeTHOEL Kal epapuolel o OE&M CERTIFYBIO cupdwva Ue To EVIUTIO
: MOAITIKH AMOPPHTOY KAI MPOZITAZIAZ TON MPOZQMIKON AEAOMENQN. To OUYKEKPLUEVO EVTIUTIO
BplokeTal kol avaptnuévo otnv LotooeAiba Tou popca: www.certifybio.com ko Toug amodExetal LECW TNG

urnoypadng tng cupBaong Motomnoinong.

Baowkég Evvoleg :

Npoowriika Aedopéva | Asdopéva MNpocwrmikol Xapaktipa: Noeital kaBe mAnpodopia mou adopd
TOUTOTIOLNUEVO 1] TAUTOTIOLRGLUO PUOLKO TPOOWTO («UTIOKEIHEVO TwV Sedopévwv»). TO TAUTOMOLAGLUO
dUOLKO TPOOWTO €lvalL eKelvo Tou omoiou n tautotnTa Unopei va e€akplBwOel, aueoa i éppeoa, 16lwg péow
avadopdg oe avayvwpPLOTLKO OTOLXELO TAUTOTNTAC, OTIWG OVOLQ, O aplBo TauTotnTag, o dedopéva Béang,
O€ ETYPOUULKO AVOYVWPLOTIKO TAUTOTNTAG 1) O €VaV ) TIEPLOCOTEPOUG TIAPAYOVTEG TIOU TPooLdLalouv otn
owHaTkn, PucLloAoyLKr, YEVETLKN, PUXOAOYLKI], OLKOVOULKH, TIOALTLOTLKA 1] KOWVWVLKA TAUTOTNTA TOU £V AOYW
duokou mpoowrou. Ta mpoowriikd dedopéva dlakpivovtal og anmAd kat evaiocOnta. O vVopoBETNg mapExeL
ota evailodnta npoowrnika dedopéva Sltevpupevn npootacia, opilovtag auotnpotepPeG MPolToOETELS yIa
TNV MPOoBacn 0 AUTA KoL TNV THPNON APXELWY TIOU VOL TAL EUTIEPLEXOUV.

EvaiocOnta MNpoownikd Aedopéva: Evaiobnta xapaktnpilovrat ta Mpoowrikd Aedopéva VOg ATOOU TTOU
avadpepovtal otn PUAETIKA i €OVIKA TOU TPoEAEUON, OTA TOALTIKA ToU PppovAHATA, OTIG OPNOKEUTIKEG N
doCcOodLKEG TOU TIEMOLONOELG, OTN CUMUETOXN TOU O CUVSOIKAALOTIKN) OpyAvwon, otnv UyEia Tou, otnv
KOLWVWVLKI TOU TPOVOLA, OTNV £PWTLKN TOu {wr), TI TIOWILKEG SWEELC Kal KaTtadikeg Tou, KaABw Kol otn
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CUMETOXI TOU O€ OUVOPELC UE TA AVWTEPW EVWOELS TTPOoWTIWV. Ta evaiocOnta dedopéva npootatevovrtol
a6 tov NOUOo PE auoTnpOTEPEC puBbUioeLg oo OtTL Ta armAd poowrikd Sedopéval.

AnAd Npocwrika Aedopéva: AmAda xapaktnpilovtal 0Aa ta MNpoowrikd Aedopéva mou €V AvKOUV OTn
Katnyopia Twv evaicOntwy, OMWE AUTA AmapLOUOUVTAL TTIEPLOPLOTIKWE WG Avw. ATIAA MpoowTtikd AsSopéva
nou enefepyaletal n Etalpeia eival evdelktikwg: otolxela Tautonoinong (ovopatenwvupo, AOM, AAT,
Ap.Ka.), SlevBuvon katolkiag, otolxeia emikowwviag (tnAépwvo, email), otoxela omoudwv n/kat
ETAYYEAUATIKAG KOTAPTLONG KAl EUMELPLAC, aplOUOG Tpamellkol Aoyaplacpol, CUUBACELS K.q..
Eneepyaoia: KabBe mpafn n oewpd mnpafewv TOU TPAyUATOTOLEiTOL HE 1 Xwplg Tt XPNHon
OUTOLOTOTIOLNUEVWY HECWV, O SE60UEVA TIPOOWTILKOU XOPOKTAPA 1 0€ CUVOAQ SE80UEVWV TIPOCWTTLKOU
XOPAKTAPQ, OTIWGE N GUAAOYN, N KOTAXWPLoN, N opyavwon, n Stapbpwan, n anmobrikeuaon, N mpocapuoyn N n
HETABOAN, n avaktnon, n avalntnon mAnpodoplwy, n xpron, n kowoloynon ue dwaBifaocn, n dtadoon n
KaBe ouoxEtion 1 0 cuVSUACUOG, O TIEPLOPLOMOG, N dlaypadn N n kataoctpodr aAAn popdr Slabeong.
NapaBiaon dedopuévwy mpoowrikol xapaktipa: H mapaBioaon tng acpdaielag mou odnyel oe tuxaia n
napavoun Kataotpodr,, onmwAela, HetofoAr, daveu adelag kowoloynon n mpooPacn dedopévwv
TPOCWTILKOU Yapaktipa mou SwafiBactnkav, amobnkeltnkav f umoPAnBnkav kat' dAlo tpdémo o€
enefepyaoia.

1.4 ZuppouAo ApepoAndiag (Z.A.)

To ZupBoUAlo ApepoAnyiac (2.A.) tng CERTIFYBIO LTD, To omoio cuotrvetatl kot Asttoupyel oupudwva pe
tov Kavoviopo 02 ocuykaleite pe eubovn tou YrnevuBuvou Tunuatog MNiotomoinong, TouAdyxlotov pa popa
TO XpoOvo yla TNV afloAdynon tng SLadkaoilog amovoung Twv XopnyoUupevwy MOTOMONTIKWY KoL TWV
amodpAcEWV KN Xopnynong, avakAnong n avactoAng Mwotomointikwv To XupPouAlo ApepoAniag €xel
ETONC ELONYNTIKO KOl YWWHOSOTIKO XApaKTpa MPo¢ To Alolkntikd ZupBouAlo tng CERTIFYBIO LTD ota
oakoAoubBa BEparta:
e Kavoviouog kal Aladikaoieg Motomoinong
o ZntAuata apepoAnyiag Kol AVTIKELUEVIKOTNTAG
e Awaodaiion tNg ampookomtng mpooPfacng kAaBe evllopepoOUEVOU TPOC  TIC UTNPEGCIEG TNG
CERTIFYBIO LTD.
e Epunveia mpodlaypadwv mou TPEMEL va TNPOUV TA UTO TILOTOTIOLNON TPOoIovVTa cUUbwWVA HE TLG
amnattioelg tou Kavoviopol (E.E) 2018/848 kat tn¢ LoxUouoag eBvikr¢ vopobeoiag.

To JuppouAo ApepoAnyiag Stacdalilel tnv apepoinia avadopikd pe tn AnPn anoPpacewy, HECW TNG
L0OSUVAUAC AVILTPOCWITEUONG TWV EVOLADEPOUEVWY HEPWV KABWCE Kol PUCLKWY MPOCWNWV e e€elbikevon
Kol gpmelpia otoug Topeic dpaotnpotntag tng CERTIFYBIO LTD, Sixwg va Kuplapxel kamowo amo to
OUMMETEXOVTA PEPN N oupdEpovTa. Ta pLEAN Tou ZupBouliov ApepoAniag SltabBEtouv yvwaon, eUmelplo Kot
ETILOTNHOVLIKN KATAPTLON OE TOUELG OMWG:

o) BloAoyikn Tewpyla Kol yevikotepa BLOAOYLKOC TPOMOC TMAPAYWYNG Kal emMefepyaoiog TPoioviwy
dlatpodng,

B) o B£parta miotomnoinong,

y) otnVv Keipevn €OVIKA Kal KOWVOTIKA OXETIKN VouoBeaia Kal 0Toug OXETIKOUG €BVIKOUG Kal EUPWTAIKOUG
KavovLooUG Ttou adopouv Tnv rotomnoinon tng dtadikaciag mapaywyng BLoAoyikwy mpoioviwy,

6) oe dA\a B¢pata mou oxetilovral pe tig Spaotnplotnteg tng CERTIFYBIO LTD.
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2. Xopriynon Miwotonointikov

H Stadikacia xopriynong MNiotomotntikou mephapfavet ta akoAouBa otadia:
Q. Attnon — Ynoypadn ZupBacng EAéyxou kat Niotonoinong

B EmBewpnon — A€loAdynon tng Zuppdpdwong

y. Anodaon Zuppopodwaong

d Xopriynon

H emxelpnon N n opdada emnixelprioewv umofaiel otnv CERTIFYBIO LTD, Aitnon Kol T MPOKTIKA HETPOL-
AnAwon Asopeloswv Pe TN meplypadn Twv Sladlkaolwy mapaywyng omou neplypadovtat ot Sladkaoieg
TAPAYWYNAG.

‘EMELTA amo TV anooTtoAr] TnG aitnong Kot Twv MPOKTIKWY METpwVY, N CERTIFYBIO LTD anootéA\el ta Evtuna
JupBacswv, ta omola umoypddel n eneipnon edpoéoov cupdwvel pe tov Kavovioud Miotomoinong
BloAoyikwv Mpoidvtwv kal toug 6poug mou kabopilovtal otn cupBaocn.

Tautoxpova pe tnv unoypadr tTng cUUBAONG YVWOTOMOLELTAL N €vapén TNG SpaoTnPLOTNTAG TNG OXETLKA UE
TO BLOAOYLKO TPOTIO MapaAywWYNG POLOVTWY oto TuRua Fewpylag 1 ota Emapylakd MNpadeio ota SlolknTika
opla tn¢ onoliag Bploketal n £6pa tng EKUETAAAEUONC.

e euvrepe-KaTtaAnAo Sidotnua Slevepyeital emtomia emBewpnon MPOKEIHEVOU var SlamotwBel n
epappoyn Twv Kavovwv BLOAOYLKAC TTOpAYWYHG OTLG EKUETAAAEVUOELG

AvoAUTIKOTEPQ
a. Attnon - Ynoypadn cuupaong

a.l O svlladepduevog yla motonoinon emxelpnuatiog umofaiAet otn CERTIFYBIO LTD aitnon (E
3.1A AITHZHTIANZTONOIHIH OYTIKHZ & ZQIKHX NAPATQIH3-E3.1B_AITHXH MNIZTONOIHZHZ ENIXEIPHIHZ
METAMNOIHZHZ-TYNONOIHZHZI-EMMNOPIAL -EIZATQIHZ)ue tnv mARpn meplypadr tng HOvAadog, TPAKTIKA
HETPpA-ANAWON AsOPEVCEWY HE TNV TTEPLYPAdN TWV SLadIKACLWY TTApaywync, TTAPOOKEUNG KOL ELOAYWYNG
npoiovtwy Bloloyikng yewpyiag mou akoAouBel (E 3.2_MPAKTIKA METPA MTA- AHAQXH AEZMEYZEQN-E
3.3 MEPIFTPAOH EKMETAAAEYZHZ — MPOTPAMMA KAAAIEPTEIAY (AHAQXH KOAM)-E 3.4_MPAKTIKA METPA
OYTIKHZ NAPATQrH: - AHAQXH AEIMEYZIEQN-E 3.5 MPAKTIKA METPA ZQIKHX MAPAITQrH: - AHAQIH
AEXMEYZEQN), evnuepwvetal yia tov mapovta Kavoviopuo CERTIFYBIO LTD Mpoidvtwy BloAoyikng Mewpylog
KOl YLoL TO KOOTOG TNG TLoTomnoinong.

Apéowg HeTa TNV KatdBeon tng aitnong apxilel n dtadikaoia afloAdynong Katd tnv omoila eAEyXETAL TO
TLEPLEXOUEVO TNG aitnong kabwg emiong kat ta avtiotoya Mpaktikd Métpa kat Métpa NpoduAaéng yia kabe
Sdpaotnpidtnta (apbpo 39 tou Kavoviopou (E.E) 2018/848) kat cuvtdooetalto évtumo E3.11 ENAAHOEYZH-
‘EKOEZH EAETXOY, omou kataypddovral mibaveg eAAeiPelg/S1opBwtikd HETpa Kol pocumoypadovtal and
TOV EMIXELPNUOTIO OMIWE Ttpovoeital oto apBpo 38 map. 1 onueio a) tou Kavoviopol (E.E) 2018/848.

a.2 O evbladepouevog yla Tiotomoinon emixelpnuatiag umoypddel pe tn CERTIFYBIO LTD Ttoug
OlkovopLKkoUG 0poug Kat tn ZuPBacn EAEyxou kat Motomoinong n omoia SnAwveL TNV cupdwvia Tou pe Tov
napovta Kavoviopo kat Toug 0poug mou kabopilovtal otn oUBacn auth. H cUBacn cuvamtetal Povo Ue
évav 0.E.MN. 6oov adopd tnv dla katnyopia mpoiloviwy Tou emxelpnpatio (0nwg auteég avadépovtal oTo
ApBpo 35 mapdaypado¢ 7 tou Kavoviopou (E.E) 2018/848 tou Eupwmnaikol KowoBouAlou Kot Tou
ZupPBouAiov), oupmePA\AUBOVOUEVWY TWV TIEPUTTWOEWY OTLG OTOLEG OL €&V AOyW ETUXELPAOELG
Spaotnplomololvtal o€ SLadopeTIKA oTASL TNG TOPAYWYNG, TNG TTAPOAOKEUNG KoL TNG SLAVOUAG.
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O neAatng umoxpeoUTaL va IPOoREl OTIC amapaitnTeC yVwWOTOMOLNOELG TTPOG TNV Apuodia Apxn, Le katdBeon
™G oUpPBacoNG Kal Twv avtiotowy evtumwy Tr 431 QA Tr 432.

B. EmOswpnon - A§LoAdynon tng Zuppopdwong

H afloAoynon twv dladikaolwy mapaywyng, MapackeUNG KAl EL0OYWYNG TPOIOVTWY BLOAOYLKAG YEWPYLAG
oUUPWVA UE TIG LOXUOUOEG AmaltioeLS Yivetal cUpdwva pe To mpoTtumo EN ISO17065, Tig LOLKEG AMALTAOELG
twv Kavoviopwv (E.E) 2018/848 tou Eupwraikol KowoPBouAiou kat tou JupBouliou kaBwg Kot TIG
CUUTTANPWOELG KOl TPOTIOTIOLROELG auToU, tov 2017/625 kat tnv toxVouvoa eBviky vopoBeaia.

MNa tnv aflohoynon twv Sladlkacuwyv Tapoywync, TOPACKEUNE KAl EL0AYWYNAG TPOIOVTWY BLOAOYLKAG
yewpylag e¢etalovral:
® 1 CUMHOPPWON ME TIG AMALTAOELS TNG VOopoBeoiag 1/ kal Tou KavoviopoU BAcel twv omnoiwv Ba
SlevepynOel n alohoynon,
e 0 BLOAOYLKOC TPOTIOG MAPAYWYNG KoL TIOPACKEUNC,
® 1 AMOTEAECUATIKOTNTA TOU CUOCTIHATOG TTapoywyn¢ avadoplkd UE TIG QMOLTAOELS TNG LOXUOUOoOC
vopoBeaiac.

H un exmAnpwon plag mpodlaypapévng anaitnong optletal wg un cuppopdwon n onoia pmopsl va:
* apBOel peta amnod tnv vAomoinon Twv avaykaiwv SlopOwTkwy HETPpWY,

* 0dnynoeL otnv anoppudn TnG mLotonoinong

® 08nynoeL otnv avaotoAn f avakAnon tou MNoTononTkou .

H afloAoynon twv Sladikaclwy mapaywyng, TApaoKEUAG KOL ELoaywyng Poioviwy BLOAOYIKAG YEwpPYLOG
neptAappavel:

Apxikr) EmiOewpnon

Adopad tnv mpwtn ermbswpnon mou mpayuatonolel n CERTIFYBIO LTD amd tnv €vtaén tn¢ povadag oto
cvotnua Totomoinong. H emBewpnon aut mpaypotomoleital tnv mAéov KAt@AAnAn mepiodo Kkat
Slevepyeital GuUOIKOC EMITOMLOG EAEYXOG OTLG EYKATACTACELG TNG ETIXELPNONG.

H akpBAg nuepounvia mpaypatonoinong tng Apxwkng EmBewpnong opiletal eite péow TNAEPWVLIKAG
ETUKOWVWVIOG, €lte Héow amootoAng elbomowntnpiov eite péow nNAEKTPOVIKAG aAAnAoypadiog amo
TIPOOWTILKO Tou OEM pe TOoV EKMPOCWTTO TNG EMXElpnONG.

Etiowa EmBewpnon

H CERTIFYBIO.LTD mpayLOTOTOLEL £VaV TOUAGXLOTOV UTIOXPEWTLKO ETNOLO PUGCLKO EAEYXO (OTO NUEPOAOYLAKO
£€10¢, 6nA. anod 01/01 péxpt 31/12 kabe €toug) o KAOe eviayuévn emxeipnon oto clOTNUA EAEYXOU KoL
miotonoinong. O €Aeyxog AUTOC TIPAYUATOTOLEITOL EVTIOG TNG TPEXOUOAC KOAALEPYNTIKNG TIEPLOSOU TWV
KOAALEPYOUEVWY E6WV YLl TNV GUTLKA TIapaywyr), €vtoc tne¢ neplodou ektpodr¢ o povadeg {wWIKAG
TIAPOYWYNG, | EVTOC TNC TPEXOUOAG TIOPACKEUOOTLIKAG TEPLOSOU ylo LOVASEC TMOPACKEUNG.
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O emBewpnTNC MpayUaTonoLlel TARPN EAEYXO TWV EYKOTOOTACEWV KOL XWPWV TNE Hovadag kot embewpetl
omnolodnnote €yypado r Aoylotikd i aAAo BLBAlo To omoio xpnotuormnoleital yla kataypodr mAnpodoplwv
OXETIKWV HE TNV TILOTOTOLNUEVN SpaoTnPELOTNTA KoL KPIVEL OTL €lval amapaitnTo yla TNV oAoKApwaon Tou
eAéyxou.

Kata tnv Etnola emibewpnon Suvatat va eAeyxBoulv Kot VEO eVTOOOOUEVEG PovASeG oTnv (Sla katnyopia
Spactnplotntag (putikn, Wik, TAPACKEUAOTIK SpAoTnNPLOTNTA), YLA TIC OMOLEC N eTUXEipnon €Xel
UTIOBAAEL OXETIKO Mpoypappa.

ZUMNANPWHATIKEG EMOewpRoELg

Mépav tng e€akpifwaon NG CUUHOPPWONG E TOUAAXLOTOV Amag £TNOLWG GUOIKEG ETUTOTILEG EMLOEWPIOELG,
kavoviopog (E.E) 2018/848, apbpo 38 mapdypadog 3, mpayupatonmolouvtoal ot €Tnola Bdon Kal
OUMTMANPWHATIKEG . OL ZUUTANPWHATIKEG ETIBEWPNOELG TIPAYLOTOTOLOUVTAL ETNOLWG TOUAA)LoTOV oTo 10%
TWV EVIAYUEVWV ETILXELPNOEWVY N OMASWV ETXELPHOEWYV OTO MAALOLO0 CUUBACEWYV, CUUPWVA HE TNV AvVAAUCH
ETUKLVOUVOTNTOC TOU MPONYOUEVOU £TOUG Kol cUPdwWVA LE TNV Katnyopla Kvduvou, onwe mpoBAEneTal
OTLC CUMTANPWOELG Tou KavoviopoU (E.E) 2018/848, tou Eupwraikol KowoBouAiou kot tou upBouliou.

H oupmAnpwpatikn emBewpnon Ste€dyetal evtog TG KAAALEPYNTIKN G TTEPLOSOU yla TNV GUTLKA TTapaywyn
Kall, EVTOC TNG MePLOSoU eKTPOPNC 0 POVASEG {WIKNC TIAPOYywWYNE KoL OTAV UTIAPXEL TIOPACKEUOOTLKNA
SpaotnplotnTa o HOVASEG MAPAOKEUNG.

ALDVISLOOTIKEG ETMOEWPNOELG

TouAdylotov 10 % TOU GUVOAOU TWV ETHONUWV EAEYXWV TWV ETUXELPHOEWV N} OUASWV ETLXELPOEWV
Slevepyouvtal anposldomnointa kA £€tog, cUUPWVA PE TNV AVAAUOT ETUKLVOUVOTNTOG TOU TIPONYOULEVOU
£€TOUG OnMwG TPOPAEMETAL OTI OCUMMANPWOEL TOUu KavoviopoU (E.E) 2018/848, tou Eupwraikou
KowvoBouAiou kat tou ZupBouliou.

OL ALdVIBLOOTIKEG EMOEWPNOELG TIpayaTOTOLOUVTAL OTLG CUBEBANUEVES pe Tov Opyaviopnd EmixelpnoeLg
N oHAd WV EMXELPROEWY, XwpPLg KaBoAou mposldomnoinon i pe mpostdonoinon 2 ] 3 wpwv To APYOTEPO.

AswypatoAnyieg / Avalvoeig

Kata tn &ldpkela tng embBewpnong eival duvatdv va mpayuatonolnbel n dewypatoAndia amd tov
ETUOEWPNTN TPOKELUEVOU Va TipaypatomnolnBel epyaotnplaki avaluon Twv SElyUdTwy yla TNV avixveuon
Un ETUTPEMOUEVWY ouowwv. O emBewpntn¢ oupmAnpwvel to EOE 1.9 MPAKTIKO AEITMATOAHWIAX
uTtoypadete Kal anod ta Vo pépn kat avtiypado auvtou Sibete oto meAdtn.

TouAdxlotov 5 % Tou apLBUoU TWV EMXELPAOEWYV, EKTOG ATIO TLG ETILXELPNOELG TTOU amaAAdooovTal cUpdwva
Ue to apBpo 34 mapaypadog 2 kat to apbpo 35 nmapdypadog 8 tou kavoviopou (EE) 2018/848, umokelvtat
oe SewypatoAnPia cupudwva pe to apBpo 14 otoweio n) Tou kavoviopoL (EE) 2017/625 kaBe €tog, cUpudwva
HE TNV avAAucon ETUKLVOUVOTNTOG TOU TIPONYOUEVOU £TOUG KAl OTIWG TIPOPBAETIETAL OTLG CUUTTANPWOELS TOU
kavoviopou (E.E) 2018/848, tou Eupwmnaikol KowoBouAiou kat tou ZupBouliou.

TouAdxlotov 2 % Twv peAwv KABe opddag emixelpiocwy umokewvtal oe delypatoAndio copdwva pe to
apBpo 14 otoxeio n) Tou kavoviopoL (EE) 2017/625 kaBe £tog, 6w MPOBAEMETAL OTLG CUMMANPWOELG TOU
kavoviopou (E.E) 2018/848, tou Eupwmaikol KowoBouAiou kot tou ZupBouliou.
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Ouada EmBswpnong

Mo tnv enBewpnon cuykpoTteital amo to Tunua EmBewprioewv tng CERTIFYBIO LTD n opada emibswpnong,
n omola amoteAsital amd €vav N MEPLOCOTEPOUC eTIBeWPNTEG, €LOIKOUG EMLOTAUOVEG QVAAOYQ HE TO
QVTLKE(HEVO SpaoTNPLOTNTAC KAl TO HUEYEDOC TNG TTpog emBewpnon emxeipnong.

Ol opadeg emBewpnong ocuykpoTouvTal WOTE va SLaBETouV TNV amaltoupevn yvworn, £€eldikevon Kot
EUMELPLA WG TIPOG TLG EKAOTOTE LOXUOUCEC ATOLTOELG TNG VOUOBEeoLaC Kal TnG emBewpnong.

O mehdtng evnuepwvetal amd tn CERTIFYBIO LTD ywa tn ouvBeon tng opadag embewpnong Kot To
TIPOYPOUMO ETIOEWPNONG VLA TLC TIPOYPAUUATIOUEVES ETUOEWPNOELG.

H CERTIFYBIO LTD Staodpalilel Tnv apepoAnia KoL AVTIKELUEVIKOTNTA TWV EMUOEWPNTWY, WOTOCO O TEAATNG
€XEL TO Skailwpa va INTroeL eyypadwe TNV avIKATAoTOON LEAOUG /Kol HEAWV TNG opddag emBewpnong
€AV OUVTPEXOUV oPapol AdyoL Kol TEKUNPLWOEL TO OXETIKO altnua.

Eav o mehdtng emBupel, duvartal va mapiotatal Katd tn SlapKela Tng emBewpnong cUUBouAog o omoiog
OUMUETEIXE oTnV avamtuén Kal oxeSlaouo Twyv Sladlkaolwy mopaywyng, TAPOoKEUNG Kal loaywyng. O
oUuBoulog Ba maplotatol wg mapaTnENTAG, Xwplg Suvatdtnta mapépPacng otn Stadikacia TG
emBewpnong.

ITnv mepimtwon Omou Katd tnv emBewpnon evtomoBolv PN CUPHOPPWOELG 0 TEAATNG KOAsitOLl va
KataB£oel Ta mBava oxOALa Tou Kal vo Tteplypadel TIG SLopOWTIKEG EVEPYELEC OTLG oTtoleg Oa mpoPel evtodg
KO.OOPLOPEVOU XPOVIKOU SLOCTAHATOC VLA TNV APOHN TWV U CUUMOPPWOEWV.

O emBewpntrc divel otov meAatn avtiypado tn¢ €kBeong emBewpnong.

Metd tnv oAokANpwaon t¢ emBewpnong, o emBswpntig mapadidel oto Tunua EmMBewprnoswyv ta evtuna
™¢ emBewpnong. To Tunua Embewprioswv e€etalel tnv akepaldTnTa TNG €MBEWPNONG KAL TA OXETIKA
gvtuna enbewpnong napadidovrat oto Tunpa Mwotonoinong tng CERTIFYBIO LTD.

v- Anopaon Zuppopdpwong

H amodaon AapPdvetal amé mMpoowrikd tou TunRupatog [Motomoinong ot omoiol amokaAouvtal
«Aflodoyntég». Ou Aflodoyntég afloAoyouv pe Bdaon ta €vtuma emBewpnong, TNV TEKUNPLWOoN Kal TLG
ypamtég mAnpodopleg mou cuykevipwOnkav katd tn ddpkela ¢ Stadkaoiag emBewpnong, eniong de
CUMMETEYOV OTOV €TUTOTLO €Aeyx0 ToU adopd TNV Totomnoinon t¢ dtadikaoia mapaywyng BloAoykwy
npoiovtwy. Otav n Anodacn Zuppopdwong eival Betikn, o aflodoyntg amnodaocilel Tnv €kdoon Tou
MotomonTikou . Av EVTOTOTOUV Un OCUUHOopdwoelg emBAAAovial KUPWTIKA METPA, Ta omola
Katataooovtal , avaAoya Ue TN cofapdtnta tng pn cUUpopdwong os :

o) Hooovog onuaoiag

B) Meilovog onpaoiag

y) Kpiown

onw¢ avadpepovtal oto kepahato 15. Katnyoplonoinon Mn Zuppopdwoewv

To TuARpa Motomoinong (o afloAoyntng) eAEyxeL TNV 0pOOTNTA TWV KATAYEYPAUUEVWY MNn Zuppopdwoewv
arno tov emMBewpnth KABWE KAL TNV AMOTEAECHATIKOTNTA TWV SNAWOEVTWY SLopBWTIKWY EVEPYELWVY ATIO TNV
emeipnon (EOE 1.14) . To Tunua Mwotonoinong odeilet va emiBeBatwosl Tnv oAoKANpwaon n tnv évapén
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™G epappoyng Twv OSlLopOwWTIKWY EVEPYELWV, €lTE UETA Oamo Véa emBswpnon otn povada, eite pe
anodeIKTIKA otolxeia tou Ba amootéAAEL o teAdtng otn CERTIFYBIO LTD.

OLamnodaocelg Twv Aflodoyntwv eAéyxovtal SELYUATOANTITLKA TOOO amd to cuotnpa Ecwteptkol EAéyxou tng
CERTIFYBIO LTD, 600 kat anod to 2upBouAlo ApepoAndiag (2.A.). H CERTIFYBIO LTD &gv mpoPaivel otn
xopnynon tou Motonolntikol péxpL Tn Slamiotwon, HEow afloAdynong, TNG AMOTEAECUATLKIG APONG OAWV
TWV KUPLWV KN CUHHOPPWOEwWV.

H dwadikacio Motonoinong Sev xopnyeitat oe aAo dopéa, aAAA TNV ePAPUOTEL UE EYKEKPLUEVO ECWTEPLKO
N €€WTEPLKO TIPOCWTILKO.

8. Xoprynon

To Motonowntikd (E 12.3) mou xopnyel n CERTIFYBIO LTD (cUpdwva pe to mapaptnua VI kat Suvapel tou
apBpou 35 tou Kavoviopou (E.E) 2018/848 tou Eupwnaikol KowoBouAiou kat Tou ZupBouliou kabBwg Kat
T CUUMANPWOELS KOL TPOTIOMOLNCELS QUTOU) TILOTOMOLEL OTL 0 TEeAATNG ePAPUOLEL OMOTEAECUATIKA
Sladkaoleg mopaywyng, TOPACKEUNG KOl €L0AYWYNE TPOIovVIwY PLOAOYIKAG YewpPyLlag oL Omoleg
OCUUMOPdWVOVTAL LE TIG OTOLTAOELS TNE VOUOBEDIAC WG MPOC TNV Omola mLotomnotnkKe.

Otav n Anodaon Tuppopdwong (E 12.1) sival Otk to Miotonowntikod / mou ekteAel Kal xpen Emionung
BeBaiwonc ekdidetat amod onolodnmote afloAoyntr) tou dopéa Katéxel KwdIkO Traces (E 12.3). Ot emionpeg
BeBatwoelc ekSidovtal yla OAEC TIG ETILXELPNOELS TIOU TNPOUV TIG TPOVOLEG Tou Kavoviopou (E.E.) 2018/848
KoL TO MLOTOTIONTIKO YLa TLG ETIXELPHOELG TTOU EUmopevovTaL Blodoyika poiovta. Ta Miotomolntika dpépouv
HOVaSIKO CUYKEKPLUEVO aplBuod (o omoiog Sivetal autopata amd 1o cuotnua Traces). Ta MoTomoONTIKA
OUVTAooOVTAL NAEKTPOVIKA MEow tn¢ MAatdopuag TRACES (https://webgate.ec.europa.eu/tracesnt/login)
oUMPwWva Ue TIG anattnoelg tng Kowotikn¢ NopoBeaiag kot TouAdyxlotov avadEpouv OAa TA UTIOXPEWTLKA
otolxeia mou opilovtal and aUTEC.

2TOV MEAATN KOLVOTIOLOUVTOL TO TIOPLoHATA TG EMBEWPNONG KOL TNG EPYAOTNPLAKNG SOKIUNAG OMWE auTd
afloloynBnkav anod to Tunua Motonoinonc.

To Motomontikd adopd AMOKAELOTIKA TOV MEAATN OTOV OToio Xopnynbnke kol HOVO yla To mpoiovta
BLoAoyLKN ¢ YEWPYLOG TTOU OUTO KAAUTTTEL.

Ta uéAn opadag emixelprioewv dev dikatovvtal va AABouv EMUEPOUC TILOTOTOLNTLKO yLa oTtoLav&ATOTE amod
TIC S5paoTNPLOTNTEG TTOU KOAUTITOVTAL OO TNV TILOTOTIONCN TNG OUASAG ETIXELPCEWY GTNV OOl AV KOUV,
ocUudwva pe to apBpo 35 onueio 5 tou kavoviopou (E.E) 2018/848 tou Eupwmnaikoy KowvoPBouAiou kal tou
ZupBouAiou KOBWGE KAl TLG CUUTTANPWOELG KOl TPOTIOTIOLCELG QUTOU.

H CERTIFYBIO LTD a§lohoyel tn povada kat kat’ emektacn xopnyet Motomointikd PBacllopevn o€ MARPN
efétaon tou €dapPUOlOPEVOU CUOTAMATOG TOPOAYWYNG, TOPOOKEUNG KOL EUMOPLAG TWV YEWPYLKWV
npolovIwy, Kat omou Sev evtomilovial Un cUUHOPPWOELS HE TIG AMALTACELSG TNG TiLoTtoTmtoinong 6€ onuaivel
anapaitnta otL 6ev udlotavral TETOLEG.

OAa ta eyypada ta omoia xopnyouvtal and tn CERTIFYBIO LTD kat amoteAolv pépog tng Stadikaciog
muotomnoinong anoteAouv Wloktnota tng CERTIFYBIO LTD
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3. Awatripnon Miwotonotntikov

H Siatripnon tou Miotomnolntikol PoUMOBETEL TN CUVEXN THPNGCN OO TOV TEAATN TWV QATIALTCEWY TOU
OUOCTAHOTOG TMLOTOMOLNoNG POoilovVTwV BLOAOYIKNG YEwpPYLaG.

Mo to okomo auto n CERTIFYBIO LTD mpofaivel oe emBewpnOELG EMLTAPNONG OL OTOLEG UIMOPEL va glvat
TIPOYPOUUOTIOMEVEG (TOUAA)LOTOV pia dopd eTnoiwg), 1/ Kol CUUTTANPWHATIKEG OL OTIOLEG Elval SuvaTOV va
TipaypaTomoLnBouv xwpig tnv mponyoU LEVN EVNUEPWON TOU TEAATH.

ErutAéov avaykn yla emBewpnon mpokUntel epooov:

e oAAayr oto oX£S810 TapaywynNGg TWV MOPAYWYWV- ETILXELPNLATLWY,

e TNV avaAnyn twv SLOPOWTIKWV EVEPYELWV OTO GUCTNUO TIAPAYWYNE OTNV EVTOYUEVN povada,

e UTOVOLEC OTL TOo oUOTNHA TAPAYwWYNnG O6& OCUPUOPDWVETAL HE TI QTMALTACEL; TOU OCUCTAUATOC
muotonoinong,

e clonynoelg emBswpntwv tng CERTIFYBIO LTD 1) KoL TOU TTPOOWTILKOU TWV TUNHATWY EmiBewprioewyv kat
Mwotomnoinong kabwg kat tou Aveédaptntou ZupBouliou Miotonoinong,

e KkatayyeAieg (Onwg neplypadetal otn dtadikaoia A 11, onueio 4.3)

e aMaywv vopoBeowwv i alaywv otov Kavoviopod Miotomoinong KAN 01 kat Kavoviopo Xpnong
Noyoturou Kat Miotomnotntikou KANO3

e Ewonynoelg emBswpntwyv t¢ CERTIFYBIO LTD 1} KOl TOU TPOCWTILKOU TWV TUNHATWY EMiBewprioewy Kal
Mwotonoinong kaBwc kat tou ZupPouAiouv AuepoAnyiag,

H ouxvotnta die€aywyng twv emiBewpriocewv kabopiletat ano 1o Qopéa Aapfdavovrag umoyn Tnv avaAuon
ETUKLVOUVOTNTOG LE Ta KATWOL KpLTApLa.

e uéyeBog ekueTAAAEUONG

e aplOUOC kKaAlepyeLwv/ MPOIOVTWY UTIO TILOTOMOINOoN

e ropoucia cupBatikwy KaAALEpYELWY/ TIPOLOVTWV

® TO ANMOTEAECUATA TIPONYOUUEVWY EAEYXWY,

e TNV MOCOTNTA TWV CXETIKWV MPOIOVIWV

e KoL tov Kivbuvo avtaAlayrg mpoiloviwyv

Edv katd TI¢ emBewpnoelg eviomnioBouv pun cUUPOpPWOEL EVEPYOTIOLELTAL TO CUOTNUA KUPWOEWV EVW OL
evtoroBeic un cuppopdwoell TPEMEL va apBoUV O CUYKEKPLUEVO XPOVIKO SLAoTnUA amoSeKTO amod To
TuAua Motomnoinong, to omoio Ba aflohoyel, evbexopévwg Kol peE VEa emBewpnon, TG SLopOwTLKEG
EVEPYELEG. META TNV MAPEAELON TOU AVWTEPW SLACTANATOC N N ApoN TWV 1N cUUHopdwoewv odnyel otnv
teAeoiSkA emBoAn KUPWOEWY o To TuAua Miotonoinonc.

KaBe enuyepnuatiag mou €xetL miotomnownOel amnd tn CERTIFYBIO LTD untoxpeoUTal va EVNUEPWVEL EYYPAPWE
10 TuAua Mwotomnoinong tng CERTIFYBIO LTD yia kaBe tpomomnoinon tng neptypadng /Kot twv HETPWVY Kal
TWV APXKWV amaLtnoswv eAéyxou o€ mepimtwon mou mpokUuouv diadoponoioels/ar\ayeg and tnv
apxtkry 6nAwon mou umnePale otn CERTIFYBIO kat autég evdexetal va emnpedlouv TN CUPMOpdwWON TNG
ETUXELPNONG ME TI( QTMALTACELS TNG TILOTOMOLNONG.

Evbelktikd avadepovtal ta akdAouBa mapadelyato onUAVIIKWY TPOTIOTOLCEWV:

e aAAayn Wdloktnoloag n €6pacg tng emiyxeipnong,
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eaAlayny umevBUVWV yla TNV £dapuoyr) TOU CUCTAUATOC TMOPAYWYAG N/ KAl TNV omodéocueuon Twv
TpolovVIWY,

eaAAayn TonoBeoiag povadwv mapaywyng Kat enetepyaciag mpoioviwy BLOAOYLKAG YewpyLag,

* IPooBnKn VEAC Katnyoplag mpoioviwy,

* aU&NON TNG EKTILWHEVNE TTOCOTNTAG

® AAAEG TPOTIOTIOLNOELG KOTA TEPIMTWON (EMEKTOON — Helwaon Tediou) .

O eVTOTOPOG KATA TN SLAPKELD EMIBEWPNONG TPOTIOTOLNOEWYV TOU £PAPUOIOUEVOU GUOTILOTOC TTOPOAYWYNG
Kal emefepyaciog mpoiovtwv BLOAOYIKNG YEWPYLOG, OL OMOLEC UIMOPOUV VA EMNPEACOUV T CUUUOpdWaON TNG
ETUXElPNONG ME TG amattioel Tou Kavoviopou (E.E) 2018/848 tou Eupwrmaikol KowvoPBouAiou kal tou
JupBoUAlou KABWCE KAl TG CUMITANPWOELG KoL TPOTIOTIOLNOELG OLUTOU, KOL YLO TG omoieg Sev evnuepwONnKe n
CERTIFYBIO LTD, amoteAel attia yLa Tnv EVEPYOToincon ToU GUCTHUOTOG KUPWOEWV.

Ye meputtwoelg Meilovog onpaoiag A KploWwyv un Zuppopdwoswv duvatal va mpayuatonolnOei mpdobetn
emBswpnon yla va StamiotwOel n tipnon twv SLopOwTIKWV EVEPYELWV

Inuewwvetal otL n diadikacia Motomoinong 6ev xopnyeital oe aAo ¢popéa, aAld tnv epapuolel pe
EYKEKPLUEVO ECWTEPLKO N EEWTEPLKO TIPOCWTILKO

4. loxV¢g tou MiotonotntikoL

H S1dpkela Loxuog Twv xopnyoupuevwy Miotomointikwy e€aptatal ano 1o £(60¢ Tou mpoiovtog aAAG TTOTE
6ev glvatl peyalutepn twv Sekaoktw (18) pnvwy .

5. Xprion tou MiotonowntikoU Kot tov Aoyotumou

Ye omoladAmote MPOPBOAr TOU TILOTOTOLNUEVOU TIPOIOVTOC, O TEAATNG UTOPEL va XPNOLUOTOLEL TO IAa
Juppopdwong tng CERTIFYBIO LTD, onw¢ kaBopiletat otov Kav. 03 Kavoviopd Xpriong tou AoyoTtumou Kot
Mwotonointikou tng CERTIFYBIO LTD.

O meldtng £xeL to Sikaiwpa va xpnowlormnolel to Motomolntiko o OAa ta yypada/Eviuna, OEoelg Kat
SLPNULOTIKO UALKO UTtO TV tpolmnoBeon otL epapudlel tnv Keipevn vopobeaia.

To Swkalwpa xpriong tou Inpatog Juppopdpwong tng CERTIFYBIO LTD uMOKELTAL OTIG EKAOTOTE ELOLKEG
QUOLTAOELS YLo CURUOPpPWON HE KAVOVIOUOUG, VOUoBeaieg kal tov mapovta Kavoviouod tng CERTIFYBIO LTD.
H xpnowuormnoinon tou MNotomnolnTikou PEMEL va oXeTI(eTaL KAt oadr TPOMO Ue TN dlakpltr) ovopacia tng
eTXelpnoNG koL TPEMeL va adopd armokAELOTIKA To Ttedio epappoyng Tou.

To Aoyotuno Ba tormoBeteital povo o motonolnpéva poiovta nmou Bplokovtal o BloAoyko otadio.

To Aoyoturo tng CERTIFYBIO LTD mpémel UMOXPEWTLKA VoL GUVOSEUETAL MO TOV EUPWTAIKO KWEKO TG
CERTIFYBIO LTD: CY-BIO-005. Ot avwtépw evdeifelg mépav tnG eAANVIKAG Umopouv va avaypddovtatl
HeTAPPACUEVEG KAl 0€ AAAEC YAWOOEG. TO AoyOTUTIO UMOpPEL va XpnoLpomoleital o omoladnmote mpoBoAn
Tou meAatn (SladnuLoTiKA €vtuma, LotooeAida K.A.TT.) KAl ETIL TWV MPOIOVTWV TOU TEAATN.

MNa omoladnnote aAAn xprion emBu el o teAdtng kat Sev avadEpetal otov mapovra Kavoviouo, Ba mpemnel
vaL ETUKOLVWVEL e To TuRpa MNwotomnoinong tng CERTIFYBIO LTD.

To MwotomolnTtko katto Aoyoturmo tng CERTIFYBIO LTD:

e gival amokAelotikn Wdloktnoia tng CERTIFYBIO LTD,

* adopoUuV ATOKAELOTIKA TNV ETLXEIPNON 0TV omola amoveunOnke katl xopnynOnke,

*SEV TIPEMEL VOl avarapayovtal Kal vo dnuoolevovtal mapd HOVOo 0To oUVOAO touc. Edooov otnv
gMONUAvon YIveTal xpnon Ttou KowoTtlkol Aoyoturou Oa mpEmel vo TNPOUVIAL Ol OTTOLTOEL TOU
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Kavoviopou (E.E) 2018/848 tou EupwmnaikoU KowvoBouAiou kat tou ZJupBouliou KaBwE Kal TIG
CUUTANPWOELC KOl TPOTIOTIOLOELG QLUTOU.

O meAatng SeopeleTal va SLaKOWYEL Apeaa T Xpron Tou MotomotnTikol otav AREEL 0 XpOvog LoXUOG Tou 1
HETA amo attioAoynuévn anaitnon tng CERTIFYBIO LTD.

AvalutikOtepn meplypadn ylo v opbr] xprion TOU TILOTOTIOLNTLKOU Kol TwV Aoyotunwv (téco Ttou
Noyotumou Blohoyikng mapaywyng tng E.E. 600 kat to Aoyotumno tng CERTIFYBIO LTD) yivetatl otov «KAN.
03_ KANONIZMOZ XPHZHZ AOTOTYNOY KAI MZTONOIHTIKOY»

6. Atakorr) ano to Zuotnua Mwotonoinong tng CERTIFYBIO LTD

O mehdtng £xeL oe KAOe Xpovikr oTyur to Slkaiwpo edv emBupel va amomownBel tng xprnong tou
MwotomnotntkoL Kat va Stakoel and To cuotnua notonoinong tng CERTIFYBIO LTD. Itnv nepimtwon autn
odeilel va yvwotomnolnoel eyypddwc to aitnua tou otn CERTIFYBIO LTD, va entotpéel Ta MoTonmonTikd
o€ oYL OmwG Kal va eE0PANCEL TIG OLKOVOULKEG TOU UTIOXPEWOELG.

Avtiotolya n CERTIFYBIO LTD duUvartat va kotayyellel povopepwe Kat alnuiwg tn ocuupacn, otav:

o) o emxelpnUaTioG Sev £XEL EKMANPWOEL 1) SEV ELVOLL CUVETTHG UE TG OLKOVOULKEC TOU UTIOXPEWOELC.

B) o emelpnuatiag mapaflaosl Ta apbpa YMoXPEWOEIG-AKOLWUATA EMIXEPNUATIO TNG UTtoypadeioag
oupBaong

7. AlKOLWMOTA TWV KATOXWV MioTtonotnTikou

O katoxoc tou Miwotomointikou tng CERTIFYBIO LTD pmopel va To XpNOLUOTIOL|OEL Yl EMAYYEAUATIKOUC
oKkomoU¢, elOIKOTEPA OE MEPLUTTWOELG TPpoodopwv, cupdwviwy, enBefaiwong mapayyeAlwy, yio oKomoug
TiPOoPBOANC Kal yLo amodelen TnG CUUHOPPWONG TWV MPOIOVIWV NG EMLXEIPNONG TOU e TNV vopoBeoia kat
Tov Kavoviopo w¢ mpog ta omnola €xeL iotomnoun0el.

8. Metaypadn og AAAo Dopéa Miotonoinong

ITNV MEPLTTWON AUTA, N ETXElPNON A N opada emixelpioewy Kat/r ot umtepyoAdfot , umofallouv aitnon
o€ €vav €K TwV umoloinwv eykekplpuévwy OEM tng emthoyng tng kat mpoPaivel os AVon gyypadws NG
Loxbouoag cUUPBacnG EAEyXOU Kal TLoTomoinong e tov apuodlo yia tov EAeyxo t¢ OEM, evnuepwvovtag
TOV yla ta otolxeia tou véou OEM, otov omoiov unmtoPAnOnke n aitnon. O OEN odeilel va KAVEL amOSEKTN
™ AUon NG LWoXVouoag cUUBOONG TOU QLTOUUEVOU ETIXELPNUATIA, EKTOC TNG Mepimtwong 6mou o OEN
Bpiloketal oe Owadkaoio aflohdynong tuxov euvpnuatwv (Meilovog onuaociog — Kplowég Mn
ZuppopdwoELg) TTou TPoEKUav amo EAEYXO0 TOU ETIXELPNUATLA, TIPLV ATIO TNV NUEPOUNVIa aitnongyla Auon
™G oLUPBaong anod autov.

Av voiotavrtal ekkpepotnteg n CERTIFYBIO evnuepwvel Apeca tnv emxeipnon Kat tov véo OE&.

TuxOV OLKOVOULKEG EKKPEUOTNTEG TOU EMIXEPNUaTia puBuilovtal cUpdwva PE TOUG 6poug TNG ZUUPBaCNC
EAéyxou kat Motomnoinong.

OAeg oL MAnpodopieg mou avadépovtat otov Kavoviopou (E.E) 2018/848 tou Eupwmnaikol KowoBouAiou
Kal Tou ZUpBoUAiou KaBwg Kal TIG CUMMANPWOELG KL TPOTOTOLROELG autol petaBiBalovtal otov VEo
Qopsa.

O véog dopéag Motomoinong eaodalilel OtL n emxeipnon avilpetwrnioe /| Oa AVTLLETWIIOEL TIG
TIEPUTTWOELG LN CUMOPIWoNG Tou avadEpovTal oTta apxeia Tou ponyoupevou popéa EAEyXoU
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9. YOXPEWOELG TWV CUUPBAANOUEVWV ETILXELPNOEWV
H cupBaAlouevn pe tn CERTIFYBIO emuxeipnon (katoxog i un Miotomowntikou) umoxpeouTal:

® VO TIOPEXEL YLOL TOUG OKOTIOUG TOU €Aéyxou, MpooPacn o OAa ta PEPN TNG HOVASAG KAl 0 OAEC TIC
EYKATAOTAOELS KABWC KAl 0TOUC AOyOpLACHUOUG KOL 0T OXETIKA MOTOMOLNTIKAL.

o va epapuolel cUVEXWE CUUPWVA HUE TIG ATOLTHOEL TOU CUCTAHATOG TLoTonoinong T Stadikaoieg
TIAPOYWYNG, TIOPACKEUNG KAl EL0AYWYNG TIPOIOVTWY BLOAOYIKNE YEWPYLOG, va yVwpLlel TRV €OBVIKA Kal
KOLVOTLKI) VopoBeaia

e va edpapuolel evidg Tou KOOOPLOPEVOU XPOVIKOU SLACTAUATOG KOL UE QTMOTEAECUATIKO TPOTO TIG
KATAAANAEG SLOpOBWTIKEG EVEPYELEG YLAL TNV APOCN TWV UN CUUHOPPWOEWV TOU eviomilovtal Kal va
TLAPEXEL TN OXETIKN MAnpodopnaon otn CERTIFYBIO LTD,

e va SnAwvel OTL KATEXEL Kal va TIPoBAAAEL To MIOTOMOLNTIKO TNG EMLXEIPNONG TOU LOVO YLa TO TTPolovTa
yla Ta omola €xeL miotonounel,

e va un Xpnolgomolel To [MoTomowNTIKO Kal va pnv Kavel omotadnmote SnAwon mou adopd tnv
TILOTOTIOLNGN UE TPOTO Ttou propel va ekAndBel amod tn CERTIFYBIO LTD w¢ mapamAavnTtikog,

e va Slakoel evtog to oAU 3 nuepwv kKABe xpnon, Stadpruion kot avadopd oto MoTononTiko, EAv AUTo
avaoTtaAel ) avakAnBel yia orolodnmote Adyo,

o va emotpePel apeoa otn CERTIFYBIO LTD onowadnmote €yypada MotonmonTtikd €4av 1o xopnynbev
TILOTOTIOLNTIKO avakAnBel yia ontolodnmote Adyo,

e va swdomnolel apeoa tn CERTIFYBIO LTD edv ot dtadikaocieg mopaywyng, MTAPOOKEUNG KAl ELCAYWYNG
TPOIOVTWY BLOAOYLKNG YEWPYLAG TNG EMLXELPNONG TOU SEV LKOWVOTIOLOUV TIEPALTEPW TLG ATTALTIOELG TOU
OUOTNUATOG TILoToTtoNoNG BAcEL Tou omoiou €xel afloAoynBei,

e va PNV emipEPeL Tpomomnolnoelg ot epapuolopeves Sladkaole  mapoaywyng, TMOPAOKEUNG Kal
£L0aywYNG Poiloviwy BLOAoYIKNC yewpylag xwplg ypamth evnuépwaon tou Tunuatog MNiotomnoinong tg
CERTIFYBIO LTD,

e va TNpel evnuepwpévo aviiypado tou oxediou mapaywyng, TAPACKEUNG KAl ELO0YWYNG TPOIOVTWY
BloAoyLkn¢ yewpylog to omoio Ba emdelkviel oTov EMIBEWPNTA KATA TNV EMIOEWPNOCN KoL OTIOTE TOU
{ntnBei og e€ouclodotnpuévo amnod t CERTIFYBIO LTD nmpoowro,

e va nAnpodopel Toug emBewpntég tnG CERTIFYBIO LTD pe akpifela kat kat’ aAndn tpomo yla oAa ta
otolxeia mou adopolv TNV E€mixeipnon tou Kal va OleukoAuvel TIg Sladlkaoieg emBewpnong
AapBdavovtog Ta KATtAAANAC OpyavWTLKA METPA KOL ETITPEMOVTIAC OTOUG ETUOEWPNTECG va EMIBEWPOUV
OAEG TLG EYKATAOTAOELG KaL va TtapakoAouBouv Tig anapaitnteg Slepyaoieg tng emxeipnong, BEtovrag
otn 61dBeon Twv emBewpnTWV OAA TA OXETIKA PE TNV eMBewpnon gyypada kot Evtuna kabwg Kal To
UTtELBUVO TIPOCWTILKO,

e va tnpel Aoylotikd BBAia omwe amatteital and tov Kavoviouod (E.E) 2018/848 tou Eupwrmaikou
KowvoBouAiou kat tou ZupBouliov KaBwg KoL TI§ CUUTTANPWOELG KOl TPOTIOTIOLNOELG AUTOU,

e va TNpel apyelo mMopAMOVWY TWV MEAOTWY TOU OXETLKA HE TILOTOTIOLNUEVA TPOLOVTO,KAOWC Kal Twv
ovtioTol(wv SLopOWTLKWV EVEPYELWV TIOU £XOUV UAOTIOLNOEL,

e va tnpPel OAEG TG VOULKEG QTTALTAOELG TTOU OXETI{OVTOL PE TNV AOPAAELA KAL TNV UYLEWVH TWV TPpodipwv
(oupmep Ao UBAVOUEVWY TWV ATIOLTACEWVY YLt TNV LXVNAQCLLOTNTA KAL TN CHRAVON TWV TIPOTOVTWY) Kot
va SEXETAL TOUG OVTLOTOLXOUC EAEYXOUG OO TOUG apodloug dpopeic,

e va evnuepwveltn CERTIFYBIO LTD yLa ta amoteAEopata EAEYXWV AAAWVY 0pLOSLWV apxwV yLa Tov EAEYXO0
TWV TPoPiuwy,
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e va akolouBei, oe mepimtwon unévolag un cuppdpdwong Aoyw TNG Mapouciag Un EYKEKPLUEVWV
TPOlOVTWY f oucLWV Ta akoAouBa StadikaoTtikd otadia:

1. MNa va e€eTaoTel KATA MOCOV N UTIOVOLA UIMOPEL Vo TEKUNPLWOEL cUUPwWVa He To ApBpo 28 mapdypadog 2

otolxeio B) Tou kavoviopou (EE) 2018/848, n emixeipnon AapBavetl untdPn ta akolouBa otoleia:

a) étav n umovola pn cuppopdwonc adopd eLoepXOUEVO BLOAOYLKO 1) UTIO LETATPOTIN TIPOTOV, N EMXELPNON

g€etaleL av:

i) oL mAnpodopieg mou meplhapBavovtal otnV €TIKETA TOU BLOAOYIKOU 1 TOU UTIO HETATPOTIH TPOIOVTOG

oupdwvoUV HE Ta oToLXela TwV oUVOSEUTIKWY Eyypadwy,

ii) oL mMAnpodopieg mou mePAQUBAVOVTAL OTO TILOTOTIOLNTIKO TIOU TOpacXEOnke amod Tov mpopnBeutnh

opopouV TTPAYUATL TO TIPOIOV TTOU OlyOPACTNKE,

B) otav umtapxeL uTtOVOLA OTL N TTAPOUGCLA TWV N EYKEKPLUEVWVY TIPOIOVTWV 1 oucLlwv odelleTal og attia yla

NV omola tnv euBuvn €xeL n emxeipnon, n emxeipnon e€etalel kABes Bavn altia TG MOPOUCILOG TWV KN

EYKEKPLUEVWV TIPOLOVIWYV N OUCLWV.

2.0tav n eMIXelpNON EVNUEPWVEL TNV apUOSLa apXN f, KOTA TEpIMTWaon Tov popéa eAéyxou cLUdwvaA UE TO

apBpo 28 napaypadog 2 otolxeio §) Tou kavoviopoL (EE) 2018/848 OXeTIKA e TEKUNPLWUEVN UTIOVOLA 1)

otav n umovola 6ev Pmopel va amokAeloTel, n €MIXelpnon MOPEXEL, KATA TepimTwon Kat epocov eival

StaBéopa, Ta akolouba otolyeia:

a) MAnpodopieg Kat Eyypada OXETIKA e ToV popnBeutr (6€ATiO AMOOTOANG, TLLLOAOYLO, TILOTOTIOLNTLKO TOU

TiPOUNBEUTH, TLOTOTIOLNTIKO €AEYXOU BLOAOYIKWV TTPOIOVTIWY),

B) TNV LxvnAaoLudTnTa TOU TPOIOVTOG HE TNV TauTomnoinon maptidag, Tnv mocotnTa TwV amobeudTwy Kal tnv

TIOOOTNTA TWV MPOTOVTWYV ToU TWANBNKay,

Y) €pYAOTNPLOKA OTMOTEAECHATA, ATO OLOTMIOTEUUEVO EPYAOTHPLO KATA TEPLMTwOoN Kal epocov eival

SlaBéolua,

6) 1o PpUAMO SewypatoAnyiog oto omoio avaypddovial o xpovog, o TOmog kal n pEBodog mou

xpnoworow)0nke yia tn Aqn tou deiypatog,

€) KABe mAnpodopila OXETIKA PE TUXOV UTIOVOLEG Ttou eixav avakUPel oto mapeABov o€ oxéon HUE TO

OUVYKEKPLUEVO LN EYKEKPLUEVO TIPOLIOV 1) TN CUYKEKPLUEVN LN EYKEKPLUEVN OUCLO KOl

oT) KaBe AAAo OXeTIKO €yypado yla Tnv anocadnvion TG umobeonc.

e va yvwpllel kat va tnpet tov Kavovioud (E.E) 2018/848 tou Eupwmnaikou KowoBouAiou Kal tou
ZupBouAiov KaBwE KaL TIG CUMMANPWOELG KL TPOTIOTIOLHOELG auToU KaBwg kat tnv EBvikr) NopoBeaia
N227(1)/2004,

e va TNpPel TIG amattioelg Tou mapovrtog Kavoviopou Kat TEAOC,

e va tnpel Toug 6poug tng ouvadBeicag cupBaong

10. Ynoxpewoelg — EuBUveg tng CERTIFYBIO LTD

H CERTIFYBIO LTD:

® TIPAYUATOTOLEL TIC ETUOE WP OELS KAL TLG AELOAOYNOELG UE TPOTIO AVTLKELUEVIKO, EXELUOO Kal apepOAnTTO,

® TO MPOCWTIKO KOL OL EEWTEPLKOL CUVEPYATEC TOU TIOU CUMMETEXOUV OTLG Stadikaoieg afloAdynong va
€XOUV TNV KATAAANAN popodwon, e€elbikevon Kol eumelpia Kal va Aettoupyolv péoa ota Aaiola Twy
Stadkaocwwy, Twv Kavoviopwv kat tng AnAwong Epmoteutikotntag kat ApgpoAnyiag tng CERTIFYBIO
LTD,

e £xeL TNV euBUVN tNC emAoyng, ekmaidevong, aflohoynong kat emiBfAePng twv emBewpntwy, TNG
opyavwong tng emBewpnong kat Tng ARPnG twv anopdcswv avadoplkd PE TN CUUHOPIWON TwV
EAEYXOUEVWV ETUXELPAOEWV WG TIPOG TLG LOXUOUOEG QTMALTHOELS,
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o TopEXeL KaBodrynon ot opadeg embswpnong kot e€acdalilel eviaio TPOMO OAVILUETWIILONG OTNV
EpUNVELX TWV ATTALTHOEWY TNEG VOUOBEDIAC KoL TWV KOVOVIGUWY,

® YVWOTOTOLEL oTOV eMBewpoULueVO KABe dopd TN cuvBeon tnN¢ opadag emBewpnaong Kat mpoPaivel oe
QVTLKOTAOTACN KEAOUG 1 LEAWV AUTAG €AV {NTnOel attltoAoynuéva,
Me tnv enidpvAagn tou apBpou 38 mapaypadog 2 Tou KavoviopoU (EE) 2018/848, katd tn SlevépyeLa TNG
enionung €peuvag nmou avadpépetal oto apbpo 29 napaypadog 1 otolxeio a) Tou v AGyw KAVOVIOUOU, O
dopéag eAéyxou mpoodlopilel Touldylotov ta akOAouBa:
1)
0) N ovopooia, n Tautonoinon Tng maptidag, n KuplotnTa Kat n Gpuaoikr) BEon Twv OXETIKWY BLOAOYLKWV N
TWV UTIO YETATPOTIH TTPOIOVTIWY,
B) av ta oxetikd mpoiovra e€akoAouBouv va SitatiBevral otnv ayopd w¢ BLOAOYLKA 1 UTIO UETATPOT
nipoiovta f av e€akoAouBouv va xpnotluonolouvtal ot BloAoyikr mapaywyn,
y) To €160¢, n ovopaaoia, N mTOoOTNTA KAl AAAEG OXETIKEG TTANPODOPIEC TWV N EYKEKPLUEVWY TIPOIOVTWV 1
OUCLWV TWV OMolwv n apouacia eviomniotnke,
6) To otadlo TNE Mapaywyng, TOPACKEUNC, amoBrnkeuong i SLOVOURG Kal To akplBEG onpelo oTo omoio
EVTOTIOTNKE N TAPOUCLA TWV N EYKEKPLUEVWV TTPOIOVTWY i} ouclwy, Kal &lwg 6cov adopd TN PuUTIKNA
mapaywyn, av to deiypa eAndOn mpLv i LETA T CUYKOWULON,
€) av ennpealovrtol AANEG ETUXELPNOELS OTNV aAuoida epodlacpou,
OT) TOl OMOTEAECHOTO TIPONYOUUEVWY ETCNUWY EPEUVWV OXETIKA UE TA BLOAOYIKA 1 UTIO HETATPOT
TPOLOVTA KOl TLG EUMAEKOUEVEC ETIXELPNOELC.
2)
H enionun épguva Site€ayetal pe tn xprion KAtdAANAwv HeBOSwWVY Kal TEXVIKWY, CUMTEPAAUBOVOUEVWV
TWV KATwoL:
a) e€€taon Twv EAEyXwV Tou €xouv BeoTtioel oL uTeVBUVOL ETLXELPACEWV KL TWV ATMOTEAECUATWY TIOU
T(POKUTITOUV
B) emuBewpnon:
i) Tou €omALOOU, TWV HECWV HETADOPAC, TWV KTIPlwV Kol AAAWV XWPWV UTIO TOV EAEYXO TOUG, KoL TOU
TiEPlyupou ToUG
i) Twv wwv KaL Twv ayabwv, CUUTEPINAUBAVOUEVWY TWV NULTEAWV TIPOIOVTWY, TWV MPWIWV VAWV, TV
CUOTOTLKWY, TwV BondnTikwv pHéowv enefepyaciag Kot AAAWV TPOIOVIWY OV XPNOLULOTOLOUVTAL YLa TNV
TIAPOLOKEUN KAl TNV tapaywyn ayabwv f ya tn dtatpodn r ) Bepaneia twv wwv
iii) Twv mpoidvtwy Kal twv dlepyaciwy kabaplopou Kot cuvtipnong
iv) TN yvnAaootnTog, TG EMOAMOVONG, TNG Tapouaciaong, TNG StadnULong KoL TwV OXETIKWY UALKWVY
OUOKEUAOLOG, cupnepA\aUBAVOUEVWY TWV UALKWY TIOU TIPOKELTOL Va €pBouv oe emadn pe tpodLua’
V) EAEYXOUC OXETLKA LE TIG CUVONKEC UYLELVAG OTOUC XWPOUG TWV UTIEVBUVWV ETIXELPHOEWV
6) aflohoynon twv dadlkaclwy mou adopouV TIG 0pOEG BLOUNXOVIKEC TIPOKTLKEG, TG OPOEG TIPAKTIKEC
UYLELVNG, TIG OPOEC YEWPYIKEC TIPAKTIKEC Kal TwV dtadikaolwy ou Bacilovtol oTLG apXEG TOU CUCTHUOTOC
avaAluong mapayoviwy Kivduvou Kot Kplolpwv onueiwv eAéyxou (hazard analysis critical control points
— «HACCP»)
€) e€€toon Twv gyypadwy, TwV aPXELWV LXVNAACLUOTNTOG Kal AAAwV apXeiwv Ta omola evdéxetal va
£€YOouvV onuoaoia yla TV afloAdynon tn¢ cUHUOPPWaONG LE TOUG KAVOVEG TTou avadEpovtal oto apbpo 1
napaypadog 2, CUUTEPAOUBAVOUEVWY, KATA TIEPLTITWOT), TWV CUVOSEUTIKWY EYYPAPWV YLO TA TPODLUA,
TI¢ {woTtpodEG Kal KAOe ouoia 1] UALKO TIOU ELOEPXETAL OTLG EYKATAOTACELG I) EEEPYETOL ATIO QUTEG
OT) OUVEVTEUEELG UE TOUG UTIEUOUVOUG ETIXELPNOEWY KAL TO TIPOCWTTLKO TOUG
{) tnv emaAnBeuon Twv UETPOEWV TOU Kataypadel o umevBuvog emixeipnong kot AAAwv
OTTOTEAECUATWY SOKLUWY
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n) deypatoAnyia, avaluon, dtayvwon Kot SOKLUES

0) cuoTNUATIKEG ETUOEWPNOELS TWV UTIEUBUVWV ETIXELPHOEWV

L) onoladrmote AAAN SpaoTNPLOTNTA ATIALTELTAL VLA TOV EVIOTILOMO MEPLTTWOEWY N CUUUOPpPWONG.

3)

a) Slvetal mpotepaldTNTA OTA METPA TOU AAUPBAVOVTAL QIO TIG EMLXELPNHOELS Yl TNV €€AAewn 1 Tov
TIEPLOPLOUO TWV KWWEUVWV ylo TNV Uyela Twv avBpwnwy, Twv {Wwv Kol Twv GuTWVY, yla TNV KOoAn
HeTaxelpon twv {wwv 1, 6cov adopd toug MO Kol Ta PUTOMPOCTATEUTIKA TPOIOVTA, KAl ylot TO
nieplBaiov.

B) Ze mepiMTWON TIOU UTTAPXOUV UTIOVOLEG N CUMHOPpdwWonG, Sle€dyetal Eépeuva yla va emiBeBatwbolv
N va e€aleldpBoUlv oL UTIOVOLEG.

3. Onote amaltteital, Ta HETPA TTOU AQUBAVOVTIAL OE TIEPUTTWOELG UTIOVOLWYV TTEPIAQUBAVOULV:

a) TN SLEVEPYELA EVTATLKOTEPWVY EAEYXWV oTa {wa, oTa ayobd Kal OTLG ETUXELPNOELS YL TNV eVOESELYEVN
nepiodo

B) tnv un motomnoinon twv {wwv Kal Twv ayadwv, kabwg Kal mpolovtog avaloya Pe TV MePLTTwon.

4)

AT TNV enionun £€pEUVA CUVAYOVTAL CUUTMEPACHUATA TOUAAXLOTOV 0G0V adopa:

0) TNV OKEPALOTNTA TWV BLOAOYIKWV KOL TWV UTIO LETATPOT) TPOIOVIWY

B) TNV TtNyn KoL TNV aLtiot TG mapouciag KN EYKEKPLUEVWY TTPOIOVIWY 1| OUCLWV

y) Ta otolxela ou poPAEmnovtal oto apbpo 29 napaypadog 2 otolxeia a), B) katy) Tou kavoviopou (EE)
aplB. 2018/848. AvaAuTtikotepa:

To eumAekOpevo mpoiov Sev SlatiBetal oto €UMOplo WG PLOAOYIKO 1} UTIO UETATPOT TPOIOV OUTE
xpnowlormoleital otn BloAoylkn mapaywyn epocov n apuodla apxn, N KAta nepimtwon, n apxn eAéyxou
N o dopéac eAéyxou, SLATILOTWOEL OTL N EUTTAEKOUEVN ETILXELPNON:

o) €XEL XPNOLUOTIOL|OEL TTPOTOVTA 1] OUGLEC TTOU SeV eTITPENMOVTAL CUUPWVA LE TO ApOpo 9 mapdaypadog
3 mpwrto 6adLo yla xprion otn Bloloyikn mapaywyn’

B) Sev €xeL AaBel ta pEtpa mpodUAaéng mou avadpépovtal oto apbpo 28 mapdypadoc 1 tou 2018/848 1)
y) 8ev €xel AABEL LETPA KATOTILV TTPONYOUUEVWY OXETIKWY OLTNUATWVY

oo TG apUOSLEC apXEG, 1 ToV Popéa EAEy)OU.

5)

O dopéag eAéyxou ouvtaooel TeAKN €kBeon yla KaBe emionun €peuva. H teAikn £€kBeon mepAapBavet:

0l) T APXELO TWV CUYKEKPLUEVWY OTOLXELWV TTOU amattouvtal cUUGwWVA PE Ta TpoavadpePOUEVA

B) Ta apxeia Twv mAnpodoplwv mou avtaAAdxOnkav pe tnv appodia apxr, AAAEC apXEG EAEYXOU KoL TOV
dopéa eAéyyou.

e 0Ot TePIMTWON TIOU O TEAATNG TEKUNPLWOEL TIAPATIOVA YLO TNV OVTIKELUEVIKOTNTA OUYKEKPLUEVNG
emBewpnong, va poPaivel oe véa emBewpnon pe €€oda tou mehdtn kat Stapopetiki cUvOeon opadog
emBewpnong. 2tnv nepintwon Sdikaiwong tou meAatn n CERTIFYBIO LTD avalappavet ta £€oda tng
emBewpnong,

® evNUEPWVEL TNV Apuodia Apxn yla OAa Ta xopnyoupeva MiotomolnTika Kabwe Kot oe KABe mepintwon
ovaoToAnG 1 avakAnong xopnynBévtog MOTOMONTIKWY, EVNUEPWVEL TIAPAUTH OTAV OLATILOTWOEL
Meilovoc onpaoiag n Kpiowec ot omoieg Biyouv tn BloAoyikn 8LOTNTA TWV MPOIOVTIWY. e meplmtwon
Meilovoc onpoaoiac N Kpiolpwv Mn Zuppopdwoewv mou dlamotwvovtal 6cov adopd Ta mpoiovia mou
UTTOKELVTOL OE €AeyX0 GAAWV apxwV N popéwv eAEYXOU, EVNUEPWVOVTAL ETTONG MAPAUTO OL EV AOYW
apxée N dopeic.

e rapexeL onmotadnmote SleukOAuvon yla tn Slevépyela embewpnong SeUTEPOU HEPOUG,

o SwaPBLBalel otig Apuodiec Apxeg EAEyxou, Ta KATwOL oTolyeia ou adopouV TO TPONYOULEVO £TOG:
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0) KATAAOYO TWV ETUXELPNUATIWV TIOU £iyav untaxBel oto cuoTnUa EAEYXOU, OTOV OTIOLO EKTOC Ao
OVOMOTENMWVUUO Kal SlevBuvon Ba avadépovral ol EKTACEL] KATA KAAALEpyoUUEVO €l60G Kal O
apLOUOG KaTa €606 eKTPePOUEVWY {WWV, KOTA TIEPLTTTWON.
B) ouvoAkn €kBean yla Toug dlevepynBEvTeg eEAEyxoug
Y) KATAOTOON TILOTOTOLNUEVWY TTPOLOVTWV (£180¢, £KTACN, TTOOOTNTEG, TEPLOXT) KOl
8) kaBe aA\o otolxeio mou Ba toug IntnBel amd TIg apuOSLEG aPXES
e Je meplmtwon petoaypadng emyepnuotia r/kat umepyoldBou  amd GAAo dopéa n allayn
Kowormole(tal otnv apuodia apxn anod tnv CERTIFYBIO O mponyouuevog popéag eAéyxou mapadidet
TOL OXETIKA oTOLXELQ TOU DAKEAOU EAEYXOU TOU OXETLKOU ETILXELPNUATIO KOL TLG OXETLKEG EKBEDELG, OTNV
CERTIFYBIO. H CERTIFYBIO efaodalilel OTL O EMXELPNUATIOC OAVTLUETWITLOE 1 QAVILUETWTTEL TIC
TIEPUTTWOELC N CUMHOPpdwWONG Tou avadEpovtal otnv EKBeon Tou ponyoluevou dopEa eAEyxou.
e va evappoviletal cupdpwva pPe TNV Woxvouoa €BVIKA Kal KOWOTLKN vopoBeoia 6cov adopd Tig
anattioelg tou Kavoviopou (E.E) 2018/848 tou Eupwrmaikol KowvoBouAiou katl tou XupBouliou
KaBWE KoL TLC CUMITANPWOELG KOl TPOTIOTOLOELS auToU Kabwe Kat otov 2017/625
e TaxopnyoUueva arnd tn CERTIFYBIO LTD MotomolnTikA LoXUoUV o€ OAO AVEEALPETWE TA KPATN-HEAN
¢ Evpwnaikng Evwong.
H CERTIFYBIO LTD &¢ev elvat umebBuvn otnv mepimtwaon mou tpiteg xwpeg dgv avayvwpilouv ) avayvwpilouv
€V HEPEL T XopnynOévta MioTomotnTIKa.
H CERTIFYBIO LTD 6ev guBuvetal og mepinmtwon mou gyepBouv amaltioslg yio eubuvn Aoyw {nNULwv amno
EAATTWHATIKA TPOLOVTA TNE TILOTOTOLNUEVNG ETILXELPNONC.

11. Kupwoeig

H CERTIFYBIO LTD umopset va mpoPel og avaotoAr] 1/ Kal OPLOTIKA aVAKANCN TwV XOpnyNHEVWV
MoTtonmoNTkwY (amOKAAOUPEVEC WC KUPWOELG) KOl TAUTOXPOVWE TOU AOYOTUTIOU YLla TNV ETILOHUOVON
BloAoyikwv mpoiovtwv tng E.E , kat tou Aoyotumou tng CERTIFYBIO .

H avaotoAn tou xopnynBévtog MotomonTikoU Kal TAUTOXPOVWG TOU AOYOTUTIOU YLl TNV ETLOHUOVON
BloAoyilkwv mpoidvtwy ¢ E.E , kat tou Aoyotunmou tng CERTIFYBIO yvwOTOMOLETAL YPATTWE QMO TN
CERTIFYBIO LTD otov meAdtn, kat kaBopilovtal pe cadrvela ol S1opOwTIKEG EVEPYELEG ATTO TOV EAATN YL
NV Apon TG AVOOTOANG.

TNV mepimtwon mou amodaocloBel n avooToAr TNG TILOTOMOINCNG, O AMAPAiTNTOG XPOVOC UTIOBOANC
SL0pOBWTIKWV EVEPYELWV OO PEPOUC TOU TieAdtn Suvatal va Stadépel, Aoyw TG attiag mou tnv MPoKaAeL.

Ze OAn TN XPOVLKN SLAPKELA TNG AVOLOTOANG ATIOyOPEVETOL OTOV MEAATN KABE xprion tou MiotomolnTikou Kot
n 6dBeon otnv ayopd mpoioviwv mou pEpouv To IAUa ZUUHOpdwonG. EmutAéov mpayuatonoleital Kat
QmOcUPON TOU OXETIKOU Sladnuiotikol UAKoU KaB' OAn tn xpovikn Sldpkela tng avaoctoAng. Otav
eKMAnpwBOoUV oL mpokaBopLopévol OpolL yiveTal apon TnG avaoToAng Katl o eAATng eldomoleital ypamnta
a6 tn CERTIFYBIO LTD.

H avdakAnon kowomoleital eyypadwe otov MEAATN. ITNV TEPLTTWON QUTH, N EMXELPNON UTIOXPEOUTOL VA
eruotpéPel otn CERTIFYBIO LTD 6Aa ta xopnynBévta mpwtdtuma Miotomountikd.

12. Evotaoslg — Emtpony Evotdoswv

Katd twv anodpdoswv tng CERTIFYBIO LTD yia O¢pata miotonoinong, o ekaotote evoladepopevog Suvatal
vatpoodUyel otn CERTIFYBIO LTD evtog dekarmeévte (15) npuepwv amo TV KOWomoinon 0€ auTOV TNG OXETLKNAG
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anodaong cuppopdwaong pe mBavotnta to neplBwplo UMOBOARG TNG £VOTAONG VA LELWVETAL OTLG TEVTE
NUEPEG OTNV TEPLTITWON TIOU KPLOEL AmapaitnTo EVNUEPWVOVTAC OXETIKA TOV TTEAATN.

H évotaon og kABe mepimtwon MPEMEL val €lval ypartTr) KoL aLTloAOYNUEVN WG TPOG TOUG AOYoUG UTIOBOANG
ne.

YroBaMetal poll pe 6Aa ta SikaloAoynTKA-TeKUNPLo otov YrevBuvo Alaxeiplong Moldtntag o omoiog
Swatnpet 1o Sikaiwpa, pe TN ovpdwvn yvwun tou Fevikol AleuBuvtr), pn amodoxng tng €votacng oe
TEPLITTWON KN EMAPKOUG TEKUNPLlwoNG.

H umoPoAn kat amodoxn €votaong mpolmoBétel tnv kataBoAnl moocou mou €xel kaboplotel otov
Tipokataioyo tng CERTIFYBIO LTD.

TI¢ MEPUTTWOELG evoTAoewv e€eTalel n Emtpon Evotdacewyv. Abvatal emiong va mPookaAouvTtal ylo Thv
TIAPOXN CUUPBOUAEUTIKWY UTINPECLWYV ETL TEXVIKWY Bepatwy eEwTepKol cUPBOUAOL KOL EUTELPOYVWLOVEG
Twv onoiwv eacdaliletal n avetaptnola and Tnv £votacn UTO e¢€Taon.

O TMeAATNG EVNUEPWVETAL OXETIKA HE T LEAN TNG EMitponn¢ Evotdoewv mou Ba e€stdoouv tnv £votaon Kat
Slatnpel to SKalwpa TNG TEKUNPLWHUEVNG AlTtnoNg ylo TNV QMOUAKPUVON MEAOUC TNG. XTNV Mepimtwon
amodoxng tn¢ aitnong amd tov MNpoedpo tn¢ Emutponrc Evotdoewv, To HEAOC OEV OUUUETEXEL OTN
ouvedpiaon.

H teAkn anodaon ekSISETAL TO HEYLOTO HECA OE £Va LAVA ATtO TNV NUEPOUNVIA TNG UTTOBOANG TN EvoTaong.
Ze nepimtwon dikaiwong tou meAdtn ta €€oda kaAuTttovtal amno tn CERTIFYBIO LTD kot To XpnUOTkO T0CO
EMLOTPEDETAL OTOV TTEAATN.

Ot anodaocelg TnG Emtpomnng Evotaoewv gival TEKUNPLWUEVECG KOLEVNLEPWVETOL EYYPADWC O TIPOOPEVYWV
KaBwg kot kaBe apeoasvdladepOUeVo HEAOC EVTOG 5 nuepwVY amo tn ARYn Toud.
MéxpL TnVv €k60oon AUTAG LOXVUEL N tponyoUpevn antodaon tng CERTIFYBIO LTD.

13. Owovopukoi 6pot

Ta K6OTN OAWV TWV UTINPECLWYV TILOTOMOINONG Mapouclalovtal avaAuTika otov TIHoKaTAAoyo YITnpeowwy
Mwtonoinong tng CERTIFYBIO LTD.
H un tpnon Twv OKOVOULKWY OpWV aTtd TOV MEAATN UMOpEL va anoteAel attia:

e va un xopnynbouv gyypada miotonoinong kat BePalwoslg,

® OVOOTOANG TNG TLOTOTONONG,

e OVAKANONG TNG MLOTOTONONC,

e KatayyeAlog tng cupBaong kat Staypadn amo to cuotnua motonoinong tng CERTIFYBIO LTD.

14. AvaBswpnosig Napovtog Kavoviopou

Ot anattioelg miotomnoinong Suvavtat va aAAd&ouv e€aLtiog TPOTOTOLCEWY TNG OXETIKNG LE TA BLOAOYLIKA
mpolovta KOwoTIKNAG Kal €Ovikig vopoBeoiag. H CERTIFYBIO LTD Oa evnuepwvel TG ocUuPePANUEVEG
ETUXELPNOELG HEOW TNG LoTooeAldag Tn¢ (www.certifybio.com) | pe omowo aAAo péco amatteital. Opoiwg
EVNUEPWVEL KOL YLOL TOV XpOVO €vapéng Kol €OpPUOYNG TWV TPOTOMOLCEWV oTov omoio odeilouv ol
ETUXELPAOELG VO CUUHOPPWOOUV UE TIG EKAOTOTE TPOTIOTIOLI CELG,.
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OL anattioelg motonoinong evoéxetal va tpomomnolnBouv emniong, Adyw aAAaywv oto uotnua Alaxeiplong
Mowdtntag mou diatnpet kat epapuolel n CERTIFYBIO LTD. Ou emuxelpriosls Ba evnuepwvovIal ylo Tig
OAAQYEG QUTEG KOLL YL TO XPOVO £PapUOYNG TOUG LECW TNG LoTooeALdag Tou popéa n Le OmoLlov AAAo TpOTo
amaltteital.

Ot oupPBePAnUEVEC eMLXELPOELG AAAA KL TPLTA péEPN, SUvavTaLl Vo KATABETOUV TLG TIPOTACELG TOUG ETTL TWV
TPOTIOTIOL|CEWVY KL ETL TOU XPOVIKOU SLOCTHMOTOG TPOCAPUOYNG. € TIEPIMTWON OMOU OL TPOTIOTIOLNOELG
odeilovtal otn vopoBeaoia, TOTE oL ETUXELPNOELG AAAG KaL Tpita Hépn &V UmopoUlV va KATABETOUV TPOTACELS
el autwy. OL EMUXELPNOELG TTOU EAEYXOVTAL KAl TILOTOMOLOUVTAL Ao Tov Ppopéa MPEMEeL va ePapuolouV TIg
VEEG QTIALTAOELG TILOTOMOINONG OO TNV NUEpPOoUNnViag évapéng oxvog autwy. ITnV MEPIMTWON Tou Hia
enuyeipnon Sev amodexbel TIg Tpomomoloelg mou erParlovral, €xel To Skailwpa va Kotayyeilel
HOVOUEPWG TN cUMPBaon tn¢ Ke tTnv CERTIFYBIO LTD.

15. Katnyoplonoinon Mn Zuppopdwoswv

Mn cuppopdwon eival n amotuyio TAPNONG TWV ATIALTACEWY TOU «KovoviopoU» Kot Tou Tepi BLOAOYLKNG
TIAPOYWYNG VOUOU amo €va eTIXEPNUATiA evTayuéVvo oTo Tuotnua EAéyxou i amod omolavdnmote povada
KOT' LOXUPLOMO BLOAOYIKNAC MapaywynG rj ormolav&noTeE EMIXElpnoN Mo Loxupiletal Ot mapdyet i SlabEtel
oTNV ayopa mpoiovia BLoOAOYIKNC Tapaywync.

OL pun ocuppopPWOoELS CUUPWVA UE TIC TIPOVOLEG ToU KavoviopoU yla tn BLoAoYLIK YEwpYLa KaTatdooovTal
avaloya pe tn oofapotnta Kal To Babud Twv EMUTTWOEWV TOUG 0 3 KaTnyopieg. Me oslpd aUEAVOUEVNG
coBapotntag katatdooovtal o Hooovog onpaoiag, Meilovog onpaciog Kat KploLUEG.

‘Hooovog onpaoiag
N MEPLMTWON KN CURMOPdWONG VOELTAL WG (OO0VOG onpaciag otav:
o 1O pETpa mpodUAaENC mou edpapudlel n emxeipnon sival avaloyikd Kat KatdAAnAa, Kot oL EAEyXOL TToU
Olevepyel elval amodotikol cUUPwva pe TNV afloAdynon tng apxng eAEyxou f Tou popéa eAEyXOL”
® 1N un ouppopdwon dev Biyel TNV akepaALOTNTA TOU BLOAOYLKOU ) TOU UTIO HETATPOTIH TPOIOVTOC
e TO oUOTNUA LXVNAACLUOTNTOG UIMOPEL VoL EVTOTIOEL TO EMNPEAIOUEVO TIPOIOV N TA EMNPeAlOUEVA
npoiovta otnv aAuciba epodlacpol Kat va anotpéPeL TNV Loaywyr TOU TPOIOVTOC amod Tpitn xwpea
yla tov okomo tng dtdbsong tou ev Adyw mpoidvtog otnv ayopd tng Evwong pe pveia BloAoylkig
nopaywyne’
Mta emavalapfavouevn amotuyio Tou emixelpnuatia va cuppopdwbel pe tig umodeifelg tou OEM oto
XPOVLKO SLaotnpa rou €xel cupdwvnOei, Bewpeital Meilovog onpaciag.

To KUPWTLKA PETPA TNC CUYKEKPLUEVNG KaTnyoplog eival :
1. AlopOwTIKEG EVEPYELEC TIOU TIPEMEL va ehapuooTolV Kal va emiBeBaiwbBouv mpv and tnv ékdoon
TILOTOTMOLNTIKOU
2. MlOpOWTIKEC EVEPYELEC TTOU TIPETEL VOL EPOPUOOTOUV Kal va emiBeBatwbBolv VO 0ploUEVOU XPOVIKOU
Sdlootrpatog Kat
3. AlopOWTIKEG EVEPYELEC TIOU TIPETEL va €pappooTOUV Kal va emiBefatwbBolv PV amo TV EMOUEVN
emBewpnon).

Meilovog onpaociog

n neplmtwon pn cuppopdwong voeital wg peilovog onuaciog otav:

e Ta pétpa mpodUAaEnc Sev eival avaloyikad Kot Kat@AAnAa, Katl ot EAeyxol ou Slevepyel n emixeipnon
elval un amodotikol cupdwva pe tnv afloAdynon tg apxng eAEyxou f Tou dopea eAEyxou”
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® 1 Un ouppopdwon Biyel TNV akepaldTNTA TOU BLOAOYLKOU f TOU UTO UETATPOTH TPOLOVTOG

e n emyeipnon dev S10pBwoe eykaipw mepiMTwon pn cUPUOpdwWoNng Nooovog onuaciag

e TO oUOTNUA XVNAQCLUOTNTAG UTTOPEL Vol EVIOTIOEL TO emnpealOUevo TPOLOV 1 Ta eMnpealopeva
npoiovta otnv aAuciba epodlacpol Kal va amoTpEPEL TNV ELCOYWYH TOU TPOIOVTOC amo Tpitn xwpa
yla Tov okomo tng d1dBeong tou ev AOyw TPOIOVTIOG oTnv ayopad tng Evwong pe pvela BloAoyikng

nmapaywyng’

To KUPWTLKA PETPA TNG CUYKEKPLUEVNC KaTnyoplag eival :

Anayopeuon pvelag BLoAoyLlKAG Mapaywyng otnv €monuovon kat otn dtapniuwon yla To
OUVOAO TNG OUYKEKPLUEVNG TIOPTIOOG 1 TOU OUYKEKPLUMEVOU KUKAOU TOpayWwynG
(emnpealopevn/-¢ kalEpyela/-e¢ | emnpealopevo/-a {wo/-a) cupdpwva pe To apbpo 42
napaypadog 1 tou kavoviopou (EE) 2018/848

ATtayOpEUOH ELOAYWYNE OO TPLTN XWPEA YLO TOV OKOTIO TNG S1aBeong Tou ev Adyw Mpoidvtog
otnV ayopad tnG Evwong w¢ mpoiovtog BLOAOYIKNAE TTapaywynE Yl CUYKEKPLLEVO XPOVLKO
Sdaotnua cupdwva pe to apbpo 42 napdypadoc 2 tou kavoviopoL (EE) 2018/848
Anaitnon epappoyng véag meplodou petatpomnng Meploplopdg tou mediov edpapuoyng tou
TILOTOTIOLNTIKOU

BeAtiwon tn¢ edappoync Twv PETpwY TPOodUAAENG Kal TwV eAEYXWV TOU €xelL BEoel o€
edpappoyn n enxeipnon wote va Staocdallotel N cuppopdwaon

Kplowueg
n mepimtwon un cuppopdwong voeital wg Kpion otav:

Ta HETpa TtpodUAagng dev eival avaAoyikd kal KatdAAnAa, kot oL EAeyxol tou Slevepyel n emixeipnon

elval un amodotikol cupdwva pe tnv afloAdynon tng apxng EAEyxou f tou dopea eAéyxou”
N 1UN cuppopdwaon Biyel tnv akepaldTNTA TOU BLOAOYLKOU ) TOU UTIO HUETATPOTIH TTPOLOVTOC

e nemuyeipnon dev 8LOPBWOE MPONYOUEVEG TIEPUTTWOELS LN CUUHOpdwonG peilovog onpaoiag ) apelel
Kot emavaiAnyn va 510pBwoeL MEPUTTWOELG N CUUHOPdWONE GAAWY KATNYOPLWV" Kal

e Sev umdpxouv oTtolxela amd To cUOTNUA LYVNAACLUOTNTAG YLOL TOV EVIOTIOUO TOou emnpealOpevou
TPOIOVTOG N TWV eNMNPealOPEVWY IPOTOVTWY otnv aAucida edpodlacpol kal Sev pumopet va anotparnel
N €loaywyn Twv MPOolOVIWV amo Teitn Xwpea yla Tov okomo tn¢ Stabeong tou ev AOyw Mmpoiovtog otnv
ayopd tnG Evwong He pveia BLOAOYLKAG TTapaywyng

To KUPWTLKA PETPA TNG CUYKEKPLUEVNG KaTnyoplog elval :

e Amayopeuon Mvelag BLOAOYIKNC MapaywynG oTnV EMCHUAVON KAl oTn Sladprpon yla To cUVOAO TNG
OUYKEKPLUEVNC TIAPTISOC | TOU CUYKEKPLUEVOU KUKAOU Tmapaywyn¢ (emnpealopevn/-e¢ KOAALEPYELR/-EG
A ennpsalopevo/-a {wo/-a) cupudwva pe to dpbpo 42 napdypadog 1 tou kavoviopou (EE) 2018/848

e ATayOpeUOH ELOAYWYNG Ao TPLTN XWPA YL ToV oKOTO TN S1aBeong Tou ev AGyw TTPOIOVTOG TNV ayopa
™G Evwong wg mpoidovtog BLOAOYLKAG Tapaywyng YL GUYKEKPLUEVO XPOVIKO SldoTtnua cUUpwva LE TO

apBpo 42 napaypadog 2 Tou kavoviouou (EE) 2018/848
Anaitnon ebappoyng vEag MEPLOSOU PETATPOTIAG
Meploplopog tou ediou epappoyrng TOU TLOTOTIOLNTLKOU
AvaoTOAN TOU TILOTOTIOLNTIKOU

AvVAKANGN TOU TILOTOTIOLNTLKOU
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