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0.Eicaywyn

O mapwv EIdIk6g Kavoviopds Ytnpeoiwyv MaoTotroinong mapouaidlel TG €I0IKEG ATTAITACEIS yIA TNV
TMOTOTTOINGN PBIOAOYIKWY TTPOIGVTWY oUp@wva pe Tov Kavovioud (E.E.) 2018/848 yia tn BioAoyikn
TTapaywyr Kal TNV €MOCHAPAvVOn Twv BIOAOYIKWYV TTPOIOVTWV.

O e1d1kég atrautioelg Tou BIOHELLAS oTtnpicovrai:

e 2T1ov Kavovioué (EE) 2017/625, Tov Kavovioud (EE) 2018/848, Toug €kTEAECTIKOUG KAVOVIOUOUG TOU
OTTWG TpoTTOTToIoUVTAl Kal 10¥XU0oUV, TOUuG KAt ggoualoddtnon Kavoviopoug Kal Toug €TakOAouBoug
autwy, OTTwG ekdidovtal cupwva pe TIG dladikaaoieg TTou TrEplypdgovTal oTov Kavoviopud (EE)
2018/848.

e 2>T10oug Kavoviopoug E.K. 834/2007, 889/2008 (61mrwg opiletal otov EkteAeoTiké Kavovioud (EE)
2021/1165 tng EmrtpoTtrig) kai (EK) 1235/08 (oT1o €A Kavoviouoi) yia Tn BloAoyIKr TTapaywyr) Kal Thv
ETTIONMAVON TWV BIOAOYIKWYV TTPOIOVTWY,

e >1nv EBvikj NopoBeoia 6TTwg TpoTrotrolgital Kal 1I0XUEl OTa KPATN WEAN TTOU dPACTNPIOTTOIEITAI TO
BIOHELLAS.

e X7ig amaitAoelg Tou ISO 17065 kai oTa OYETIKA Eyypo@a Kal KateuBuvtApleg odnyieg Trou

TTepIypagovTtal o1o £yypa@o «EZYA KPITHPIA» | 6TTwg TpoTTOTTOIoUVTAIl KOl IGXUOUV.

O mapwv EIdIkég Kavovioudg ammoTteAei «Eyypago TeKUNPiwong» yia Tov TTEAATN, TTPOG TOV OTIoio
xopnyeitai, diartnpeital, TepIopideTal TO TMOTOTTOINTIKO CUUPOPPWONG, WG TTPOG Toug Kavoviopoug Kal

Oev UTTOKABIOTA TIG ATTAITHOEIG TNG KEIPEVNG EBVIKNG KAl EUPWTTAIKNG vouoBeaiag.
H aloAdynon Tou OUCTAPOTOG TTOIOTNTAG Twv UTToWnR@Iwv TreAatwyv ammé 10 BIOHELLAS vyia

moTOoTToiNGN, Bacifetal g delyUATOANTITIKA €€€TACN. AuTé onuaivel OTI 6TTou &gV EVTOTTICOVTAI KATA TOV

EAEYXO KN CUUHOPQWOEIG O onuaivel aTTapaiTTA OTI dEV UPICTAVTAI TETOIEG.
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1. Aidypappa porg yia Tn di1adikacia moToTroinong fIoOAOYIKWV TTPOoIiovVTWV

EXSAA EVBIa0E E AtrokTroTe Kai diaBdoTe Tov Kavoviouo (E.E.) 2018/848,
KONAWGN EVOIPEPOVTOG Yia \{TG&F] ............................. TOUC eKTEAETTIKOUC Kall KAT €£0UC1I08ATNON KAVOVIGHOUC,
amé Emixeipnon i Opada Emixeipioewy OTIWG ETTIONG KaI Tr) OXETIKA £8VIKA VouoBeaia

Aitnon, ZoyBaon kar ZToixeia yia ‘Evragn

v
Avaokoétnon Aitnong & 'EkBeon
EAéyxou ETTaAnBeuong MéTpwv

ATTOOTOAA ZUPTTANPWHATIKWV
ZToIxeiwv ammd Emixeipnon R
Ouada Emixelpriocwv

MAnpoTNTQ
ZTOIXEIWY;

MapaiaBn YTroyeypappévng ‘ExkBeang
EAéyxou yia Tnv ‘Evragn

v

Ytoypaen Z0pBaong — Avoryua ®akéAou
MeAdrtn — Karayxwpnon otnv HBA Tng
Appodiag Apxng kai Tou BIOHELLAS

+ EtraAnBeuon Twv ATTaImioswy Zupuoppwong HE Tov
Kavovigué kal Tn OXETIKA KOIVOTIKA Kal EyXwpla
vouoBeaia (UETpa eAEyxou CUUTTEPIAOUBAVONEVWV
TWV TTPAKTIKWY, TWV GPXEIWV Kal TwV OECUEUTEWV
TWV ETTIXEIPAOEWY / OPAdWYV ETTIXEIPATEWV)

1% Etholog Emitdmog Emionuog EAsyxog
(MpoypappaTtiopdg EAéyxou / Opioudg
Opadag EmBewpnong)

v

Aievépyeia Etrionuou EAEyxou
(EmBewpnon kai AglypatoAnyia)

Atraitouvtal
AlopBwTIKEG
Evépyeieg;

EioAiynon amé EmBswpnTh TTpog
A&lohoyntn)

v

AloAdynon

EmonAuavon Mn Zupuop@uoswy
— AlopBwrikég Evépyeieg

OeTIKA Kupwoeig

Amrégaon;

[ MoTotroinon ]

v

Mpoypappatiopuég Emmpnong
(ouvéyion etroTrTeiag eTmixeipnong /
opadag ETMIXEIPATEWYV)
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2. Etritreda cuppopewong cuppwva pe Toug Kavoviopoug

2.1

2.2

23

H ouppdpoewon evvoeitar wg mpog TIG ataitioelg Tou Kavoviopou (E.E.) 2018/848, Toug
EKTEAEDTIKOUG / KAT' €E0UCIOBATNAN KAVOVIOUOUG Kal Ta €BVIKA péTpa (vopuoBeaia) TTou ekdidovtal
0€ OUVEYXEIQ TOU KavoviouoUu. H cupudpewaon BeBalwveTal ye Tnv €KO0CT TOU TTICTOTTOINTIKOU TNG
map 1 Tou dpB 35 Tou Kavoviouou (E.E.) 2018/848 cUp@wva pe 1o uttddelya Tou MNapaptApaTog
VI Tou Kavoviopuou (6TTwg TPOTTOTTOIEITAl KAl IGYUEI).
H pn ouppépewaon otig amaitosig Tou Kavoviopou (E.E.) 2018/848, o1 otroieg Ba emBewpnBouv
TTIPOKEIUEVOU O QITWV VA TTIOTOTTOINOEl, KAIJOKWVETAI O€ TPEIG TUTTOUG PACEI TOU EKTEAECTIKOU
Kavoviouou (E.E.) 2021/279:

e 'Hooovog onuaciag pn cuguépewon

o MeiCovog onuaciag pn cupuépewaon

* Kpioiung onuaciag un cupu6pewon
OAeg o1 amraitAoEIS Twv Kavoviopwy TTPETTEl va €TiBewpnBoulv.

3. Ymoxpewoe€ig Kal AIKAIWHATA TWV TTEAATWYV TTOU AITOUVTAI TTICTOTTOINoN

BloAOYIKWYV TTPOIdVTWYV

3.1

(i)

(iv)

YToxXpeWwoeI§ TWV TTEAATWYV (ETTIXEIPAOEIG KOl ONADES ETTIXEIPATEWV)
O meAdTNG €ival uttelBuvog va £papudlel ouveXWS UPPWVA WE TIG ATTAITAOEIG TOU CUCTAPATOG
moToTToiNONG TIG Sl0dIKATieEg TTAPAYWYNAS, TTAPACKEUNRG Kal €1I0AYWYNS TTPOIOVTWY PBIOAOYIKAG
Yewpyiag, va yvwpilel TNV €BVIKA Kal KOIVOTIKY vouoBeaia.
Na emiTpémel otoug emBewpnTég Tou BIOHELLAS kai Tou EATO-AHMHTPA 1n Afyn delypdatwy,
ME OKOTTO Tnv UTTOBOAA TOug O avAAuon yia TNV QViXVEUOHN QATTAYOPEUUEVWY TTPOIOVTWYV Kal
OUCIWV aTnN PIOAOYIKA TTapaywyr Kal va Trapéxel KaBe avaykaia TTAnpogopia kal Bordeia
TTPOKEIJEVOU va DIEUKOAUVBOUV o1 €AeyX0l Kal va §axBoUv akpIfr) CUUTTEPATUATA.
va TTapéxel Tpoéofaocn oTig opddeg agloAdynong Tou E.ZY.A. OTIG eyKATAOTACEIG TOU YIO TOUG
OKOTTOUG aloAdynong Tou @opéa, Otou eival epapudoiyo Bdoel Tou Trediou afloAdynong
OUppOPPWONG
Na un xpenoIdoTToIEl TNV TTICTOTTOINGN KAl va Pnv Kdvel otroiadnmoTte dAwaon TTou agopd Tnv
TMOTOTTOINGN PE TPOTTO TTou PTTopEi va ekAngBei atmd To BIOHELLAS w¢ mrapatrAavnTikog.
Na cuvuttoypda@el Tnv €kBeaon eAéyxou, Ta TTPOKTIKG AQWNG O€lyNATWY Kal va KATaypd@el TIG
TUXOV ETMQUAAEEIC TOU O€ TTEPITITWON OIATTIOTWONG KAl KATAYPOQPNG KN CUUUOPQUWOEWY OTTO
Tov €mBewpnTA Tou BIOHELLAS r)/kai Tou EATO-AHMHTPA, kaBwg kai Tig TuxOv TTapatnpnaoeig
TOU YIO TOV TPOTTO dIEEaywyrg Tou eAEyXOU r)/kal TNG delyuaToAnyiag.
>¢ TTepiTTwaon dIaTTioTWoNG PN CUPHOPPWOEWY UTToXpeoUTal VA:

o [lpoBaivel o€ dlopBwOEIG Kal BIOPOBWTIKEG EVEPYEIEG.

o Evnuepwvel GUeca Kal eyypAPwS TOUG TTEAGTEG TOU Kal va dIaoc@aAilel 0TI agaipouvTal
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atéd TNV €MOAPAvVON TwV TTPOIGVTWY Kal aTTd T SIaQRPIoN auTwy evOEiEelg, 6pol, oruaTa
Kal AOyOTUTTOI, HECW TWV OTTOIWYV YiveTal pveia atnv pEBodO TG BIOAOYIKAG TTAPAYWYAS.

o AmooTéAAel 010 BIOHELLAS 10 apydtepo eviog TrévTe (5) epydoIgwy nUEPWY atméd Tn
AAWN TNG €vTOARG aTTOCUPONG aTTO AUTOV TWV eVvOEiEewV TTEPI TOU PIOAOYIKOU TPOTTOU
TTAPAYWYNG, YPATITA TEKUNPIWON OXETIKA PE Ta ANTITEQ PETPA TTOU AQOPOUV OTNV
uAoTroinon TnG v Adyw dladikaaiag amréoupong.

(vii)  Na evnuepwvel 10 BIOHELLAS vyia Tnv emmkeigevn eicaywyn 1 kol egaywyr BIOAOYIKWY
TTPOIOVTWY aTTO ] O€ TPITEG XWPES, KABWG Kal va eTIRERAIOVEI TV OAOKAAPWON TOUG.

(viii)  Na mAnpogopei 10 BIOHELLAS vyia Tig TuxOv KUpwoelig TTou Tou £xouv emRANOei amd GAAoug
APUOBIOUG EAEYKTIKOUG POPEIG, Ol OTTOIEG aPOPOUV OTN AgIToupyia TNG povadag Tou.

(ix)  Na umoBdAer aitTnpa petaypapng o€ aAo Popéa oTnv TTEPITTITWON TTOU YiveTal avakAnon Tng
éykpiong Aeiroupyiag Tou BIOHELLAS.

(x)  Na akohouBei 11 dIadIKOTIEG:

e Tou apBpou 27 Tou Kavoviopou 2018/848, ae TrepIiTITwON UTTOVOIOG PN CUPUOPPWONG.

e Tou dGpBpou 28 Tou Kavoviouou 2018/848, yia va atmmo@euxBei n Trapoucia pn
EYKEKPIMEVWV TTPOTOVTWYV KOl OUTCIWV.

e Tou &pBpou 29 Tou Kavoviouou 2018/848 ot TePITITWON TTAPOUCIAG PN EYKEKPINEVWV
TTPOIOVTWY H OUCIWV.

(xi)  Na ammodéxetal ge TTEPITITWAON TTOU N €TTIXEIPNON / Oudada eTTIXEIPACEWV Kal/f] 01 UTTEPYOAd&Bol Tou
eAéyxovtal atrd OIOPOPETIKOUG QPOPEIG EAEYXOU OUUQPWVA HPE TO OUCTNUA €AEYXOU TTOU EXEI
BeomioTei, TNV avTaAAayr] TTANPOPOPIWY PETAEU TWV £V AOYW QOpEWV.

(xii)  Na ammodéxetal ge TTEPITITWAON TTOU N €TTIXEIPNON / oudada eTTXEIPACEWY Kal/f] o1 UTTEPYOAdBol Tou
aAAdgouv popéa eAéyxou, Tn diapifacn Twv QAkEAWY eAEYXOU OTOV ETTOUEVO QOPED EAEYXOU.

(xiii) Na atmmodéxetalr Tov €Aeyxo Kal va ouvepyaletal pe Toug emBewpnTtég Tou BIOHELLAS, Tou
EAIO- AHMHTPA kai Twv eAeykTIKwv opydvwy Tng E.E., TTapéxovrag eAelBepn mpdoBacn o€
6Aoug TOUG XWPOUG Kal TIG EYKATAOTACEIG TNG ETIXEIPNONG, KABWG KAl OTA ATTAITOUUEVA, ATTO
TNV IoXU0UCO EVWOIAKK Kal €BVIKN vouobeaia, apyeia, ouyewva Pe TIG dlaTtagels Tou dpbpou 9
Tou Kavoviopou (E.E) 2017/625 kai Tou GpBpou 38 Tou Kavoviouou (E.E.) 2018/848.

(xiv) Na tnpei atouiké @dakeAo Pe Ta aToixeia TG TTap. 2 Tou dpbpou 11 Tng YA 2543-103240 /2017 yia
TouAdyxioTov TTévTE (5) xpovia kal amd 1/1/2022 1a apyeia Tou atrodeikvUiouv TNV TAPNGN TwV
amaiticewyv Tou Kavoviopou (E.E.) 2018/848 &mrwg TpoTrotrolouvTal Kal CUPTTANpwvovTal. Ta
Tapamdvw apxeia Ta B€tel, émoTte Tou nteital, otn 81dBson Tou BIOHELLAS kai Tou EATO
AHMHTPA oT1o 1TAioIo Twv A&yXwV TOUG.

(xv)  Na evnuepwvel ypattd, 10 apyotepo evidg déka (10) epydoipwy nuepwyv, o BIOHELLAS yia
KGBe TPOTTOTTOINCN TTOU AQOPA OTNV TTEPIYPAPN TNG EKUETAAAEUONG | OTA TTPAKTIKA PETPA TTOU
TTapEXOUV UTTO pop@r dAwaNG TTPOG UTToypa@r cUNQWVa PE TNV TTapdypago () Tou apbpou 39
Tou Kavoviopou (E.E.) 2018/848.

(xvi) Na gvnuepwvel Tadpauta TNV apuodia apxn f 1o BIOHELLAS yia Tuxdv TrapartuTtrieg i TTapaBaceig

ol otroieg Biyouv Tn BloAoyikn 1610TNTA TWV TTPOIOVTWY TOU A TwV BIOAOYIKWVY TTPOIOVTWY TTOU
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AauBdavel amrd adAAoug eTTiXelpnuaTieg i UTTEPYOAGBoug.

(xvii) Na dlakoyel evidg To TTOAU 3 nuepwV KABe xprion, dla@nuion Kai avagopd ato MoTotroinTikd
MpoidvTog, edv auté avacoTaAei i avakAnBei yia otroiodATTOTE AdYO.

(xviii) Na unv em@épelr TPOTTOTTOINCEIS OTIG £QapuolopeveG dladIKagies TTapaywyrg, TTAPACKEURG Kal
€l0aywYyNg TTPoidvTwy BIOAOYIKAG Yewpyiag Xwpig ypatmTh evnuépwaon Tou BIOHELLAS. Tétoia
oToixeia ptropei va egival petaBoAég oTig diadikaoieg, Ta Trapayoépeva Tpoidvta, diadikaoia
IXVNAQoIudTNTAG, TO IBIOKTNOIOKG KABEOTWG KTA.

(xix) Na Tnpei BIBAia aTOBNKWY KAl OIKOVOUIKWY AOYOPIAOHUWY YIa TOV EAEyX0 TwV I00CUYiwV Kal Twv
I00Cuyiwv palag kabwg kai Aoitrd AoyioTikd BiBAia 0TTwg atraiTeital atrd Toug Kavoviopoug.

(xx) Na Tnpei apxeio TapaTTOVWY TWV TTEAATWYV TOU OXETIKA WE TTIOTOTTOINUEVA TTPOIOVTA, KABWG Kal
TWV AVTIOTOIXWV JIOPOWTIKWV EVEPYEIWV TTOU £XOUV UAOTTOINBEI.

(xxi) O1 TTapaywyoi - ETTIXEIPNUATIEG OI OTTOI0I TTAPAYOUV TTPOIOVTA BIOAOYIKAS YEWPYIAG UTTOTITA YIO [N
OUMMOpQWaON (TT.X. TTEPIPEPEIOKEG YPOAUMEG OTTOU UTTAPXEl YEITviaon ME KaAAIEpyeleg O
BioAoyikou TpOTTOU TTapaywyrg) : a) 6a onuaivouv egeavwg TIG CWVEG OTTOU TTAPAYOVTal TA €V
Aoyw TrpoidvTa ) Ba Tnpouv BIaXWPIoCUEVOUG aTTOBNKEUTIKOUG XWPOUG OTOug oTroioug  Ba
UTTAPXElI OXETIKA ETTIOAUAVON yia Ta UTTOTITA YIA PN CUPUOPQWON TTpoidvTa, y) dev Ba kdvouv
XPrjon Tou CrPOTOG CUPKOPPWONG YIa Ta UTTOTITA VIO [N CUMUOPPWOT TTPOIOVTa TTOU TTapdyovTal
OTIG €TTIKiVOUVEG CWVEG €VTOG TNG MovAdag, 8) Ba Tnpouv Aoyapliaouous Kal TTapacTaTIKA aTTo
61rou Ba TTPOKUTITEI N TTWANCN TwV UTTOTITWYV YIA PN CUMHOP®WON TTPOIOVTWY, XWpPIiG avapopd
o710 BioAoyiké TPOTTO TTapAYWYAG.

(xxii) Na Tnpei OAeg TIG VOMIKEG ATTAUTHOEIG TTOU OXETICOVTAI PE TNV AOQAAEID KAl TNV UYIEIVR TWV
TPOYINWV (CUNTTEPIAAUPBAVOUEVWV TWV ATTAITACEWY YIa TNV IXVNAQCIUOTNTA KAl TN OAUAvVON TwV
TTPOIOVTWV) Kal va SEXETAI TOUG AVTIOTOIXOUG EAEYXOUG ATTO TOUG APUOBIOUG QPOPEIG.

(xxiii) Na evnuepwvel To BIOHELLAS yia Ta amoteAéoparta eAEyxwv GAAWV apuodiwy apxXwy yia Tov
EAEYXO TWV TPOYIPwWYV.

(xxiv) Na tnpei TIg aTraIToEIg TNG OXETIKAG €OVIKNG vouoBeaiag.

(xxv) Na tnpei TI¢ amaiTioelg Tou TTapovTog Kavoviouou, cuuTtrepIAauBavouévng TNG TTANPWHNAG Tou
KOO TOUG TrIgToTroinong Tou opifovtal amd 1o BIOHELLAS.

(xxvi) Na tnpei Toug 6poug NG cuvagbeioag ocuupaong.

(xxvii) O TTeEAETNG €xel BIKaiwpa va {nTdel avTiypapa Twv eVTUTTWY £TTIOEWPENONG.

3.2 Ymoxpeswoeig — EuBiveg BIOHELLAS

(i) To BIOHELLAS mrpaypatotrolei TiIG afloAoynoeig Kal €MOEWPAOEIG HE TPOTTO QAVTIKEIPEVIKO,
eXEMUBO Kal auePOANTTTO.

(i)  To mpoowTikd, To Ave€dpTnTo ZupuBouAio MNioToTTOINONG, O EMOLWPNTES KAI OI EUTTEIPOYVIWIOVEG
kal 6Aol ol ouvepydTteg Tou BIOHELLAS trou cuppetéxouv aTig d1adikaoieg agloAdynong £xouv
TNV KOTAAANAN ekTTaideuon, egeidikeuon kai eutrelpia Kal Asitoupyolv péoa oTa TTAdicia Twv

O1adIKaCIWV, TWV KAVOVIOPWY Kal TNG AAAwong EPTTIOTEUTIKOTNTOG.

S-KANO01.1.BIO-A3/4 ZYZTHMA AIAXEIPIZHZ MOIOTHTAZ BIOHELLAS



KANONIZMOI TITAOZ: EIAIKOZ KANONIZMOZX YMHPEZIQN MNIZTOMOIHEHE BIOAOTIKQN MPOIONTQN
KQAIKOZ:S-KAN01.1.BI0 | ANAGEQPHZH: 3" AP. EKAOZHZ: 4 2ehida 8 amd 18
ErKPIOHKE AMNO: FENIKOZ AIEYOYNTHZ HMEPOMHNIA 26/07/2024

(i)  To BIOHELLAS é€xer tnv €uBlivn Tng e€mAoyng, ekmaideuong, agloAdynong kai eTmifAeyng
TIPOCWTTIKOU Kal €EWTEPIKWYV CUVEPYATWY, TNG OpYyAvwaong, TNG EmMOEWPNONG Kal TNG ARWng Twv
ATTOPACEWY AVOQOPIKA PE TN CUPPOPQWAN TWV ETTIXEIPACEWY / ONAdWY ETTIXEIPACEWV WG TTPOG
TIG 1I0XUOUCEG QTTAITHOEIG.

(iv) To BIOHELLAS Trapéxel kaBodriynon oTig ouddeg emBewpnong Kai e§aa@alilel viaio TpOTTO
QVTIUETWTTIONG OTNV EPUNVEId TwV ATTAITHOEWY TNG vouoBeaiag, Twv TPOTUTTWV Kal TWV
KOQVOVIGUWV.

(v)  To BIOHELLAS yvwoToTrolei oTov TTEAATN KABE Qopd Tn ouvBean Tng ouddag £mMBewpnong Kai
TTpoBaivel o€ avTikatdoTaon PEAOUG 1 yeAWV auTtng edv {nNTnBei aiTloAoynuéva.

(vi)  To BIOHELLAS Trapéxel otroladntmoTe dleUKOAUvon yia Tn dievépyela emBewpnong OeUTePOU
MépOug o€ apuOdIOUG POPEIC KAl TTAPEXEI OTIC APMODIEG APXEG ETTOTITEIOG KAl €AEyXOU KABE
aToixeio TTou amraiteital Baoel Tou Kavoviouou (E.E.) 2018/848, Tou Kavoviouou 2017/625 kai Tng
EYXWPIAG OXETIKAG VOUOBETiag.

(vii)  To BIOHELLAS va evappuovifetal gUu@wva Pe TNV 1o0xUouoa €6VIKA Kal KOIVOTIKA vouoBeaia
6oov agopad TIg atraitrjoelg Tou Kavoviopou (E.E.) 2018/848.

(viii) To BIOHELLAS &¢v euBUveTal o€ TTEPITITWAON TTOU €yEPOOUV aTTAITATEIG YIa €uBUVN Adyw NIV
atd eAATTWHATIKA TTPOIGVTA TNG TTICTOTTOINUEVNG ETTIXEIPNONG.

(ix) To BIOHELLAS diatnpei KatGAoyo TTIOTOTTOINUEVWY ETTIXEIPACEWY Kal TTIPOIOVTWY Kal diaTideTal
epooov ¢nTnoei.

(x)  To BIOHELLAS yvwoToTrolgi TTpog Toug TTEAATEG TOU e KABE TTPOCPOPO WECO TIG PETABOAEG OTIG
ATTAITACEIS TOU OUCTAUATOG TTIOTOTTOINONG (KOVOVIOUOI, TIPOTUTTA, TTPOdIAYPAPES K.T.A).

(xi) To BIOHELLAS ¢kdidel, EOOOV CUUHOPPUVETAI N ETTIXEIPNON, TO TTICTOTTOINTIKO TNG TTap 1 Tou
apBpou 35 Tou Kavoviouou (E.E.) 2018/848.

(xii) To BIOHELLAS ¢kdidel £yypa@a CUPPOPPWANG TTOU 0 TTEAATNG £XEI TO DIKAIWMPA VA XPNOIUOTTOIET
yIO  ETTOYYEAMOTIKOUG OKOTTOUG, €IDIKOTEPA  O€  TTEPITITWOEIG  TTPOCQPOPWY, CUNPWVIWY,
empBePaiwong TTapayyeAiwy, yia okoTroug TTPOBOARG Kal yia atTédeIgn TNG CUUNOPPWONG TOU HE
TIG AVTIOTOIXEG ATTAITHOEIG.

(xiii) O meAdTng pmropei va ¢nmoel aé 1o BIOHELLAS T1n 810KOTTA TNG TTIOTOTIOINONG, M€ OKOTIO va
aAAGEel @opéa, eite €BeAOVTIKA €iTe av TTpokUyel katdoTaon katrd tnv otroia To BIOHELLAS
Tawel va gival atrodekTd atrd Toug appodIous QopPEiG yia TNV eTTIBAEWN Kal SIATTIOTEUOT] TOU.

(xiv) EpmoTteutikotTnTa: To BIOHELLAS XclpiCeTal wg e€uTmOTEUTIKO KABE OTOIXEIO OXETIKA MPE TA
TTPOoiovVTa, OladIKaoieg, ava@opég afloAdynong Kal OXETIKA Tekunpiwon (ekTO0G av araiteital
OIA@OPETIKA atrd Tov vOuo). Kapia TTAnpogopia dev dideTal € TPITO XWPIG TN yPOTITH ouvaiveon
TOU TTEAATN.

(xv) Na mnpei Ta apxeia Twv TTEAATWVY TOU (ETTIXEIPAOEWY / OJAdWY ETTIXEIPCEWY), TTOU TTPOKUTITOUV

yla Tnv ammodeign tng tapnong tou Kavoviouou (E.E.) 2018/848, yia TouAdxioTtov TrévTe (5) xpovia
oupewva pe Tnv map. 1 Tou apBpou 11 Tng YA 2543-103240 /2017.
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(xvi) OAa T1a mapdmova i evordoelig kard tou BIOHELLAS 6a akoAouBouv Tig diadikaoieg

(xvii)

(xviii)

(xix)

(xx)

Tapammévwy kal evatdoewv mou To BIOHELLAS d108éTe1 Kal €&l yvwaoToTroINoEl o€ OAOUG TOUG
TTEAATEG TOU.

To BIOHELLAS evnuepwvel Tnv Apuédia Apxn yia OAa Ta XopnyoUueva TTIOTOTTOINTIKA KaBwWG Kal
KGB¢e TTepITITWON TTAPARACNS Kal TTAPATUTTIAG, OTTWG TTPORAETTETAI ATTO TN VOouoBeaia.

To BIOHELLAS utroxpeoUTal va guvepyadetal avTaAAGCOOVTAG TIG ATTAPAITATEG TTANPOPOPIES KAl
ATmOOTEAAOVTAG aVTiYPA®O TOU TNPOUUEVOU ATOMIKOU QAKEAOU O€ TTEPITITWON €TTIAOYAG aTTd TNV
emixeipnon / opdda emixeipriocwy  diagopeTikou Opyaviopol EAéyxou kai [ligTotroinong,
utTeuBuUvou yia Tov €Aeyxd Tou o€ Trpnon Tng Trapaypdeou 4 Tou apBpou 9 Tou EKTEAEOTIKOU
Kavoviouou 2021/279 kai 1o dpBpou 10 Tng, YA 2543-103240 /2017.

Ta xopnyoupeva atré To BIOHELLAS tioTotoinTiké 10XUouv g€ OAa avegaipETwg Ta KPATN-UEAN
™S Eupwtraikig Evwong. To BIOHELLAS dev cival utreUBuvo oTnv TTEPQITITWON TTOU TPITEG
XWpPEeG dev avayvwpifouv A avayvwpifouv ev EPEI TA XOPNYNBEVTA TTIGTOTTOINTIKA.

To BIOHELLAS diaBiBacer otnv Apuodia Apxn péxpr 31 lavouapiou €kaoTou £TOUG O€ eQapUoyn
Tou dpBpou 40 Tou Kavoviopou (E.E.) 2018/848, 1o kdaTwO OTOIXEID TTOU OQYOPOUV TO
TTPONYOUHEVO £TOG:

a) KATAAOYO TWV ETTIXEIPNUATIWV TTOU gixav utraxBei oto ouoTnua éAeyyxou £wg 31 Aekepfpiou.p)
TTANPOPOPIEG OXETIKA PE TOUG ETTIONUOUG EAEYXOUG Kal TIG AAANEG €TTIONUES dPACTNPIOTATEG TTOU
OlevepynOnkav KATd TO TTPONYOUUEVO £TOG YIO TNV TTPOETOINACIO TOU WEPOUG TTEPI PIOAOYIKNG
TTapaywyng Kai €MoAPavong Twv BIOAOYIKWY TTPOIOVTWY OTO TTAGICIO TNG €TACIAG €KBEONG TTOU
TTPoBAETTEI TO ApBpo 113 kavoviopou (EE) 2017/625 £wg 11¢ 31 MapTiou ekdoTou €Toug.

Kal

Y) k&Be dAAo oToixeio TTou Ba ¢nTnBei atrd TIG apubddIEG APXEG.

4. Aladikaoia évragng

4.1

4.2

O meAdTNG (emmixeipnon f opdda emixeipioewv) uttoBaAAel oto BIOHELLAS cuptmmAnpwpévn Kai
uttoyeypappévn v aitnon E 400.1 kai ta Mapaptipatd tng dnAwvovtag 6Tl CUPQWVED va
CUNMOPQWVETAI JE TIG ATTAITACEIS TOU CUCTANATOG TTIOTOTTOINONG TOU QOPEQ KAl VA TTAPEXEl KAOE
OXETIKI TTAnpo@opia TTou aTtraiTeital yia Tnv afloAdynon Tng emxeipnong. H aitnon amoteAei
avaTtéoTTaoTo PEPOG TNG TUURACNG.

O airwv UTTORAAAEI GUUTTANPWHEVA KOl UTTOYEYPOAMMEVA TO OXETIKO HWE Tn OpacTnPIOTNTA TOU
meAaTn EpwtnuartoAdyio ‘Evraéng, tnv Ymeubuvn AfAwon kai Tn oUupfacn o€ 800 avTiTuTIda.
Epboov eykpiBei n évragn tng emixeipnong / opddag emixeipriocwyv kKal ouvtaxBei n '‘ExBeon
EAéyxou ETmaAABeuong Tou epwTnuartoAoyiou, ammoaTEAAETaI oTOV TTEAAT TTPOG UTTOYpPa®r|. ‘Eva
UTTOYEYPAMPEVO avTiypa®o QUTAG TnPEiTal atmd Tov TTEAATN Kal éva Kal éva aTTOOTEAAETAI OTO
BIOHELLAS. Ortav TapaAngBei amd 10 BIOHELLAS, 0 Tlevikdég AlguBuviAg R apuddio
€E0OUCIODOTNUEVO TTPOCWTTIKO UTTOYPAPEI TIG CUMPBACEIS KAl GTTOCTEAAETAI QVTITUTTIO GTOV TTEAATN

Madi ge TNV evnuéPwaon KOATOUG Kal Ta aToixEia NG ekueTaAAeuong. H ouupBacn ue Tov eKACTOTE
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4.3

4.4

4.5

4.6

4.7

ETMXEIpNUaATia ouvtdooetal aTTag. AvatréoTTaoTo PEPOG TG oUPPacng atroTeAel n aitnon 6TTwg
auTh atrooTEAAETAI ATTO TOV TTEAATN KAl EYKPIVETAI KABE Qopd.

Qg nuepopnvia ouuBaong Gpa kal nuepounvia évapéng dpaatnpEIdTNTAG TTPOIOVTWY BIOAOYIKNG
TTApAywyng otmé Tnv €TTIXeipnon / oudda ETIXEIPACEWY OPICETAl N NUEPOPNVIa UTTOYPAYPG TNG
‘ExBeang EAéyxou ETTaAnBeuong atrd Tov TeAdTn.

Mo TNV €TéKTOON 1) TTEPIOPIOUO TWV TTESIWV TTIOTOTTOINONG ATTOCTEAAETAI VEQ QTNON OTTOU KATOTTIV
EYKPIOAG TNG O TIEAATNG €EVNUEPWVETAIL, HE ATTOOTOAR €160TT0iNONG, Yia Ta Vvéa OTOIXEIO
EKUETAAAEUOTG TOU KalI TO VEO KOOTOG.

e amdavrnon aitnong meAdTn yia TN dlakoT) ammd To ouoTnua ToTotroinong, apuodio
TTPOOWTTIKG Tou TuAuaTog MaoTtotroinong atrooTEAAEI £YYPAPO PE TO OTTOIO YiveTal BEKTO TO AiTAUA
TOoU TTeAATn Kai ¢nrouvtal eviog Oéka (10) nuepwv TO TTPWTOTUTIA I0XUOVTA TTIOTOTTOINTIKA
éyypaga Ta otroia akupwvovtal. [Na 1n diakotr evnuepwvetal n Bdon Agdopévwyv BIOHELLAS
ka1 o EATO AHMHTPA.

e amdvinon aitnong TeAdTn yia emavéviagn oTto ouoTnua TTOTOTToINONG TOU  @Qopéq,
EVEPYOTTOIEITAI O APYXIKOG KWOIKAG, afloloyeital To aitTnua amd apuddio TTPOCWTTIKG Tou TuAuaTog
MoTomoinong kai €@oéoov yiveralr &ekTO aKOAOUBOUVTAl Ol OXETIKEG KATA TNV TIEPITITWON
O1adIKaaoieg, OTTWG TTEPIYpAPOVTal TTAPATTAVW.

2€ TTEPITITWON AITAPATOG TTEAATN yIa PETAYpaPry 0€ AAAO Qopéa TTICTOTTOINCNG, KAl CUNPWVA HE
TNV TTapaypa@o 4 Tou dpBbpou 9 Tou EkTeAeoTIKOU Kavoviouou 2021/279:

o O véog popéag eAéyxou CnTei TOV PAKEAO €AEyXOU TNG evOIOPEPOUEVNG ETTIXEIPNONG A OpAdag
ETTIXEIPNOEWV

e H BIOHELLAS Tapadidel otov vEo @Qopéa eAEyXOU TOV QAKEAO €AEyXOU TNG evOIaPEPOUEVNG
ETIXEIPNONG ) OPAdAG ETTIXEIPACEWY, KABWG Kal Ta YPATITA ApxEia TTOU ava@épovTal 0To GpBpo
38 Tmapdypagog 6 Tou Kavoviopou (EE) 2018/848, tnv katdoTtacn TnG TMIOTOTIOINCONG, TOV
KATAAOYO TWV TTEPITITWOEWV N CUPPOPPWONG KAl TA avTioToIXa JETPO TTOU €AOE.

o O véog @opéag eAéyxou eival UTTOXPEWPEVOG va eEac@alioel OTI n emixeipnon f ouada
ETTIXEIPACEWY QVTIUETWTTIOE | OO QVTIUETWTTIOE! TIG TIEPITITWOEIG W CUMHOPPWOEWY TTOU
avagpépovTal oTa apxeia mou TTapadddnkav atré To BIOHELLAS.

H peraypaen cival duvatdév va pnv TTpayhatotroindei o€ TTEPITITWON TTOU EKKPEUOUV OIKOVOMIKEG
UTTOXPEWOEIG TNG ETTIXEipnong / opddag emixelprioewv olUPewva pe 10 Gpbpo 10 NG YA
2543/103240/2017.

5. EmBswpnocig

5.1

5.2

To BIOHELLAS opicel emBewpnTn yia TNV TTPAYUATOTTOINGN TNG TTPWTNG ETACIAG ETTIBEWPNONG OTIG
EYKATOOTACEIG TNG MOVAdAG €vTOg 12 punvwyv atrd TNV €viagh TnNg PE OKOTTO TNV €TTaARBeuon Twv
METPWYV Kal OETUEUCEWY TTOU €XEl AGBEI N €TTIXEipnon / Oudada ETTIXEIPHTEWV..

O 1eAdTNG EvNUEPWVETAI YIA TNV OPAdA Kal TO TTPOYPAUUA ETTIBEWPENONG OTIG EYKATOOTACEIS TNG
eTeipnong / opddag ETIXEIPACEWY Kal WPTTOPEI va INTAOEl PE YPATITA KAl TEKUNPIWMEVN

aimioAdéynon, Tnv aAAayr] otn auvBeon NG ouddag K/ Kai aTo TTPOYPANMA ETTIBEWPNONG.
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5.3 Zmnv apxn g €mBewpnong yivetal evapkTApia oUOKEWN KATA TNV OTIoia TrapioTatal n ouada
€MBOeWPNONG, 0 €£0UCI0DOTNUEVOG EKTTPOCWTTOS Kal 0 OUNBOUAOG TToIOTNTAG TNG ETTIXEIPNONG £TOI
WOoTe va OIEUKPIVIOTOUV 01 €IBIKEG QTTAITACEIS TOU GUCTAMATOG TTICTOTIoINONG Kal va OnAwbei n
TAPNON TNG EMTTICTEUTIKOTNTAG ATTO TNV OMAda €mMOewpnoNng. TNV TTEPITTTWON TNG ouddag
ETTIXEIPNOEWY €ival avaykaio va Trapiotatal Kali o SIAXEIPIOTAG ToUu 2ZUCTHPATOG EocwTepikou
EAéyxou, evw KaTd Tn SIAPKEIa TOU EAEYXOU Ta PEAN TNG opddag TTou £mBewpolvTal.

5.4 Ta eupnuara Tng €mMBEWPNONG KaTaypa@ovTal atrd Toug £TBewpnTEG OTA £yypaga EmBewpnong.

5.5 Kard mn didpkeia TG €mBewpnang, o €AeyXog IxvnAaciudtnTag Kai o éAeyxog 1ooluyiou palag
Olevepyeital oUPPWVA PE TUTTOTTOINUEVO UTTOdEIYHA TO oTroio TrepIAauBdveTal aTto ypatmTd apxeio
TToU avagépeTal ato apBpo 38 TTapdypagog 6 Tou kavoviouou (EE) 2018/848, 6Trwg avagépeTal
oTo GpBpo 1, TTap. 2 Tou kavoviopou (EE) 771/2021.

5.6 Kd&be emBewpntAg o@eidel va OUAANECEl KABe QTTOOEIKTIKO OTOIXEIO yIa TNV TEKUNEiwaon Tng
€MMBOEWPNONG, OTTWG ETTICNUA £yYPAPA, TTAPACTATIKA, QUTOYPAPIKO UAIKO, KTA.

5.7 Otav otnv emixeipnon mapatnenBouv TEPITITWOEIC YN CUPHOPQWOEWY UE TIG ATTAITAOEIS TOU
TPoTUTTOU, TOTE QUTEG KaTtaypdgovral otnv ‘EkBeon EAéyxou Otmou o TeAATNG pTTOpPEl va
laTuTTWOoEl TUXOV avTIppACEIG 1 TN SloQwvia TOU OXETIKA PE TA €UPHPATA TOU €AEyXOU A TIC UN
Ouppop@WaoElS. ETTiong, TTEpIypPAQEl TIG EVEPYEIEG OTIG OTTOIEG Ba TTPOXWPNOE! yia TAV APCN TWV JN
OUUHOPPWOEWV Kal dEOUEUETAI yIa auTéG PE TNV uttoypa@r Tou. To BIOHELLAS E&etader eviog
évTe (5) epydoIywy NUEPWYV aTTd TN OIEVEPYEID TOU EAEYXOU, TIG TUXOV JIOTUTTWUEVEG QVTIPPOEIG
r/kai eTMIQUAGEEIS TOU ETTIXEIPNMATIO KOl TOV KOAET evTOg TTEVTE (5) €pYACINWY NUEPWY VA KATABETEI
TUXOV UTTOOTNPIKTIKA £yypa@a Kai SikaloAoynTika. Ekdidel evidg dekatrévre (15) epydoiywy nuepwv
amd TNV nuepopnvia dieEaywyng Twv eAéyxwy, atTé@acn CUPPOPPWONG/UN CUPPOPOWONG ME
avaypa@n Twv SIATTIOTWHEVWY JN CUPMUOPPUWOEWY, TNV OTToia aTTOOTEAAEI OTOV eTTIXEIpnuaTia. Qg
Mn Zuppopewaon xapakTnpietal n un f JEPIKA €@apuoyn Piag amaitnong Twv Kavoviopwy 61rou
avaAloya KaTatdooovTal O€ W CUPNOPQUWOEIS A0O0OVOG ONuUaaciag, YeiCovog onuaciag Kal Kpioiung
onuaciag ocuugwva Pe 1o Gpbpo 8 Tou ekTeAeoTikoU KavoviopoUu (E.E) 2021/279. O meAdTng
EVNUEPWVETAI VIO TIG TNIBAVES KUPWOEIG, EAV QUTEG TTPOKUTITOUV.

5.8 Kartd Tnv KaTaAnKTIKr guvedpiaon TnG ouddag £mOewpnong 0Aa T EUPAUATA TTOU TTPOKUTITOUV
Katd Tnv €mMOewpnon Kataypa@ovtal aTnv €kBeon €mMOewpnong Ta OTToia KAl TTapouaidadovral
oTov TTEAATN padi ye Ta cupTrEpdopaTa NG ouddag emMOeWwPNONG OXETIKA UE T CUPPOPPWON TOU
OUOTAUATOG TTOIGTNTAG.

5.9 O meAdtng Ba mpémel va emPBePaiwoel 0TI Ta aToIxeia NG €kBeong €mBewpnong eival aAnon,
OIATUTTWVOVTAG eYYPAPWG TIG OTToIEG €MQUAGEeIC Tou. O1 ekBETEIg €mMBeWPNONG UTTOYPAPOVTAal
atrd TOUG ETTIBEWPNTEG KAl TOV TTEAGTN.

5.10 ZXe Trepimmrwon pn ammodoxng TNG Mn CUPHopewong fy/ kal dlagwviag wg TPog Ta eupruarta/
EKTINNOEIG, O TEAATNG MTTOpPEI va UTTORAAAEI €yypagn TeKunPlwpévn €vataon oTo OeATIo
evoTaocwv E 120 ka1 akoAouBeital n diadikagia A 120.

5.11 To BIOHELLAS tpayuaTotroiei TOUAGXIOTO dia @Oopd To XPOVo €mMOeWpnon €mMTHPNONS OTIG

EYKATOOTACEIG TNG ETTIXEIPNONG / opddag eTTXEIPHOEWY £TA1 WOTE va SIOTTIOTWOE N cUPPGPPWON
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5.12

ME TIG OTTAITAOCEIS TOU CUCTAPATOG TTICTOTToiNONG. EAv 1oxU0uv oI TpoUTroB£acig TnG TTapaypdgpou
3 Tou GapBpou 38 Tou KavoviopoUu 2018/848, n meplodikOTNTA TNG €MTOTIAG EMOLWPENONG Eival
OuvaTdv va eTTekTabei aAAG dev pTTopPED Va EETTEPVA TOUG 24 UNVES

To BIOHELLAS pumopei va dievepyei aipvidIaoTIKEG | CUUTTANPWUOATIKEG ETTIBEWPROEIG, O€
TEPITITWOEIG UTTOVOIAG, KatayyeAlwv 1 otav autd KpPIiveTal OTTapaiTNTO TTPOKEINEVOU VA

OIOTTIOTWVEI TN OUVEXN TAPNON TWV ATTAITACEWY TOU TTPOTUTTOU.

6.AsiypatoAnyia kai Epyaotnpiakég dokipég améd to BIOHELLAS

6.1

6.2

6.3

6.4

6.5

Apuédio TpoowTrikd Tou TuAuarog MaoTotroinong KatapTidel TTPOYPANPA SEIYUATOANWIWY (EKTOG
Ao QUTEG TTOU TTPOKUTITOUV UCTEPA ATTO UTTOVOIEG VIO XPrON KN ETTITPETTOPNEVWY OUCIWV ATTO
Toug Kavoviopoug) o€ Tooo0TO TOUAAXIOTOV 5% Twv €AEyXOUEVWYV ETTIXEIPACEWV YyIa TNV
epyaoTnpiakni avadAuon Kal avixveuon UTTOAEINMATWY. Z€ eTACIA BAan uTTORBAAAETaI avTioTOIXO O€
delypaToAnyia 10 2% Twv HEAWV KEOE ouddag ETTIXEIPHOEWV.

H opada embBewpnong Oiegayel OeiypatoAnwia n  otoia  kataypdgetal oto  [MpakTikd
AglypatoAnyiag avtiypago Tou oTroiou dideTal oTOV TTEAATN.

To Ociypa, ammooTéAAETal O€ BIATTIOTEUPEVO yia autoU Tou €idoug TIG avaAloElg €pyacThplo
AvOAUCEWV Kal avayvwpieTal JOvo atrd €va KwOIKO.

MNa va Bewpndei éva Ociyya apvnTikG Ba TPETTEl TA ATTOTEAECHUATO TWV EPYACTNPIAKWY
avaAloswv va pnv  TTOPOUCIAfouV  UTTOAEiYPaTa PN EMTPETTOPEVWY OUCIWV aTTd  TOUG
Kavoviopoug.

¢ TrepITITwOn Tou éva Ociyua Ppedei BeTIKO, ATTOCTEAAETAI OTO TTEAATN EVNUEPWTIKI ETTICTOAN
otrou ¢nTeital va aimloAoynBei eyypd@wg n UTTapEn TwV UTTOAEINPATWY €VIOG 3 epydoiywv
nuepwv. O TeAGTNG £xel diKaiwpa va ¢nTAoel TNV TTAVEEETACN TOU QVTIOEIYUATOG TTOU TNnpPEi TO
EPYAOTAPIO EVTOG 3 €PYACIUWY NUEPWY. ZE QUTA TNV TTEPITITWON, O TTEAATNG £TTIRAPUVETAI UE TO
KOOTOG TNG avaAuong Tou avTIBEiYaTOG. To TTOOO TNG avaAuong Tou avTIOEYUATOG ETTIOTPEQPETAI

oTov TTEAATN av 8ev TTAPOUCIACEl UTTOAEIMPATA YN ETTITPETTOMEVWY OUCIWV.

7.MNoTtoTroinon Kail Xopynon eyypa®wy CUPpNopewong

7.1

7.2

H a&loAdynan yia Tnv moToTtroingn yiveral amméd tov AfioAoynTr, Ye BAon Ta éviutra €mBewpnong,
TNV TEKUNPIiwoN Kal TIG YPATITEG TTANPOQOPIEG TTOU CUYKEVTPWONKav katd Tn OIdpKEIa TG
d1adikagiag emBewpnong.

Otav n AmoégQacn Zupuopewong eival BeTIKr), TO TTPOOWTTIKG Tou TpAuartog [lMoTtotroinong
atmro@aacifel Tnv €kdoCN TOU TTICTOTTOINTIKOU TG TTapaypdgou 1 Tou dpBpo 35 Tou Kavoviouou
(E.E.) 2018/848, 10 otroio armoTeAei emTionuo mMOTOTTOINTIKG KATA TNV €vvoia Tng Trapaypdeou 1
Tou apBpou 86 Tou Kavoviopou (E.E) 2017/625. H emixeipnon / opdda emmixeipriocwyv Ogv

dikaiouvTal va AGBouv TTICTOTTOINTIKA aTTd TTEPICTOTEPOUG aTTO €vav QOPEa EAEYXOU OXETIKA UE

S-KANO01.1.BIO-A3/4 ZYZTHMA AIAXEIPIZHZ MOIOTHTAZ BIOHELLAS



KANONIZMOI TITAOZ: EIAIKOZ KANONIZMOZX YMHPEZIQN MNIZTOMOIHEHE BIOAOTIKQN MPOIONTQN

KQAIKOZ:S-KAN01.1.BI0 | ANAGEQPHZH: 3" AP. EKAOZHZ: 4 2ehida 13 a6 18

ErKPIOHKE AMNO: FENIKOZ AIEYOYNTHX HMEPOMHNIA 26/07/2024

7.3
7.4

7.5

7.6

7.7

7.8

OpaaTnPIOTNTEG TTOU TTPAYMATOTTOIOUVTAI OTO id10 KPATOG PEAOG, 6oov agopd Thnv idla KaTnyopia
TTPOIOVTWY, CGUUTTEPIAAUPBAVOUEVWV TWV TTEPITITWOEWV OTIG OTIOIEG Ol €V AOYW ETTIXEIPNOEIG /
OMAdEG  ETTIXEIPNOEWY  OPACTNEIOTTOIOUVTAlI O  JIAQOPETIKA OTAdIA TnNG TTapaywyng, Tng
TTAPAOKEUAG Kal TNG dlavoung. Ta pEAN opddag emmixeipAoewy Oev dikalouvTal va AdBouv
ETTIPEPOUG  TTIOTOTTOINTIKA  YIO OTTOIOONTIOTE ATTO TIG OpACTNPEIOTNTEG KOAUTITOVTAI Q1O TRV
TMOTOTTOINON TNG ONAdAG ETTIXEIPAOEWY OTNV OTToia avriikouv. MTropouv va ekdoBouv eTTITTAEOV
éyypaga cupuépewong karomyv aitfuatog (MotomoinTika Mpoidvtog, Pefaiwoels KAT). To
MoTotroinTikd Mpoidvtog uttoypdeeTal atrd 10 MeviKG AlEuBuvTH.

O TeAATNG EVNUEPWVETAI YIA TNV ATTOQACT ZUPNOPPWONG.

O meNdTng éxel OIKaiwpa TeKUNPIWPEVNG €voTaong oTnv AmoQaon Zuppdpewong eviog
OekatTévTe (15) NUEPWYV aTTd TNV KOIVOTTIOINGN € QUTOV TNG OXETIKAG ATTOQACNG.

To ThoTtotroinTikd ToUu GpBpou 35 Tou Kavoviopou (E.E.) 2018/848 kai 10 [lioTOTTOINTIKO
MpoidvToG £XEI IOXU NOVO WG TTPWTOTUTTO KAl VIO PEYIOTN OIAPKEIQ EVOG £TOUG OTTO TNV NUEPOUNVia
évapgng 10xU0g Tou.

To ThoTtotroinTiké Tou &pBpou 35 Tou Kavoviopou (E.E.) 2018/848 kai 10 [lioTOTTOINTIKO
MpoidvTog diatnpeital Kal ETTAveKdIBETAI PETA TO XPOVO AENG TOU PHOVO PETA aTTd BETIKN atTépaan.
210 MoTotroinTikd MpoidvTog avaypd@ovtal PeTagl GAAwWV TO €id0g Twv TTPOIGVTWY Kal TO €id0g
OUOKEUOCIOG TOUG (YIO TIG MWETATTOINCEIG), KABWG KAl N OUVOAIKF TTPOEKTIUOUMEVN TTOGOTNTA
TTapaywyng Ka0e €idoug TTPoidvTog yia TN UYKEKPIUEVN DIAPKEIa 1I0XKUOG.

O meAdTNG pTTopEi va ¢ntroel hue KABe TpoTTo (T1.X. @ag, e-mail) Tnv ékdoon Tou MNigToTTOINTIKOU
MapTidag mpookopifovTag 1o TIUOAGYIO TTWANONG TNG TIPOG TTIOTOTIOINCN TTOoOTNTAG TWV
TTPOIOVTWYV Kal pia guvodeuTIKr €MOTOAR. H xopriynan tou MioTtotrointikou MNMapTidag dev atroTeAei
amrapaitntn TTpoUTéBeon yia Tn dlakivnon TroTotroinuévng 1oodtnTag. To [lioTotroInTiKG
MapTidag TTEPIYPAPEI TN OUYKEKPIPEVN TTOOOTNTA TTPOIOVTOG KOl TOV TTPOOPIoUS (TIMOAGYIO

TTWANGONG), £XEl I0XU JOVO YIO TO avaypa@OUEVO TINOAGYIO Kal HOVO WG TTPWTOTUTTO.

8. Emionpavon mpoiovrwy

8.1

8.2

O @optag evnuepwivel Tov TTEAATN (eTTIXEIPNON | OUAdQ ETTIXEIPCEWY) OXETIKG PE TNV ETTICHAVON
TWV  BIOAOYIKWY TIPOIGVTWY KOl T XPAON TOU €EUPWTTAIKOU AOYOTUTTIOU  QvVAyVWPEIoNG
TMOTOTTOINUEVWY BIOAOYIKWY TTPOIdVTWYV Kal TTapéxel To AoydTutro Tou BIOHELLAS o€ nAekTpovikn
Hop@r (epdoov Ba xpnaiuoTroindei).

O meAdTnG a1rO0TEAAEN (TOXUSPOMIKA 1) NAEKTPOVIKA) TTPOCXEDIO TNG ETTICAPAVONG TTOU TTPOTIBETA!
va XPNOIYOTTOINCElI OTO TTPOIOV BIOAOYIKAG TTapaywyns. To Tpooxédio avaoKkoTreital atrd apuodio
TTPOCOWTTIKG Tou apuodiou TuAuarog MaoToTroinong wg TTPOG TIG ATTAITACEIS TOU  «Ke@aAaiou 1V
Emonuavon» (apbpa 30, 31, 32, 33 kal OXeTIKA TTapapTrpaTa) Tou Kavoviouou (E.E.) 2018/848

Kal Twv TTpodiaypagwyv epapuoyrg Tou Aoyotuttou BIOHELLAS epdoov xpnoiyoTroigital auto.
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8.3

8.4

8.5

8.6

8.7

8.8

8.9

O 1eAdTNG evnuepwveTal TNAEPWVIKA | pe e-mail yia Tuxov d1opBwoElig — TPOTTOTTIOINOEIG TTOU
ATTAITOUVTAI KAl TNV €K VEOU aTTOCGTOAN Tou dlopBwpévou TTpooxediou. E@doov To TTpoax£DIo cival
OUNMOPQOUNEVO WE TIG ATTAITACEIG, O TTEAATNG EVNUEPWVETAI YPATITWS PE KABE TTpOCPOPO PETO.
AvTiypa@o Tou eYKEKPIMEVOU TTPOOXESIOU ETTICANAVONG TNPEITAI OTO PAKEAO TTEAATN.

H a&ioAdéynon tou mTpooxediou TNG €TMCAPAVONG AQOPA OTTOKAEICTIKA TNV €TTICAUAVON N oTToia
OouvoéeTal AUECA Kal ATTOKAEIOTIKA PE TOV BloAoyIkO TpATTO Trapaywynis. KdBe dAAn avagopd,
IOXUPIOUOG £TTi BepdTWY Uyeiag 1 dIaTPo@IKOGS I0XUPIOUOG, Bev eAEyXETAl OUTE EYKPIVETAI ATTO TOV
popéEa.

Mo oTToI0dNTTOTE TPOTTOTIOINGT TNG ETMICHKAVONG O TTEAATNG ATTOOTEAAEl OTOV QOpPEA €K VEOU TO
TPOTTOTTOINUEVO TTPOCXEDIO TTPOKEINEVOU VA EYKPIOEI.

O 1reAATNG OEv PTTOPEI VA KAVEI XPrON TOU CrUOTOS TOU QopEa ETTEITA ATTO aTTOPAC avakAnang
r/kail avacToArg Tou MioTotroinTikoU Mpoidvtod.

O ¢opéag éxel TO0 dIKaiwpa va ¢ntroel TTpoowpivd Tn OIAKOTTA 1 KAl TNV amréoupaon Tou
ONMaIVOPEVOU TTPOIOVTOG atrd TNV ayopd €dv TrpokUwel 611 dev TnNPoUvTal Ol ATTAITHOEIS TOU
OUCTAUATOG TTIOTOTTOINONG.

Appddio TpoowTrikd Tou TurnRuatog Miototoinong evnuepwvel Tn Badon Asdopévwy Petd atrd tnv
£ykplon Tpooxediou TG Xpriong ZPaTog.

2TnVv mionuavon r otn dlaeriuion 8V YTTOPEI va UTTAPXEI KAVEVAG IOXUPICHOG TTOU VA dnUIoUPYEi
OTOV AyopaaTr] TNV eviUTTwon OTI n €vOEIEn TTOU avaQEPETAl OTN PIOAOYIKA TTApAywyr Tou
TTPOIOVTOG aTToTEAEI eyyunon OTI To TTPoIdV €ival avwTePNG TToI0TNTAG atrd AtToywn yeuong Kai
0OMNG (OpYaVOANTITIKA KPITHPIA), BPETITIKNAG agiag A uyisiviig dlIaTpo@rg. ATTOKAEIOTIKY euBUvn yia
TV EQAPPOYA Kal THPNON TNG TTAPATTIAVW ATTAITNONG QEPEI N €TTIXEIpNON / Oudda eTTIXEIPACEWY

TTOU EAEYXETAI ATTO TOUG APUOBIOUG POPEIG EAEYXOU TNG ayOopdG.

9. Kupwoeig kal Mn Zuppop@woeig

9.1 Ortav n Amégacn Zuppdpewang eival apvnTikh, o A¢iohoyntig Tou BIOHELLAS amogagidel yia
TIG KUPWOEIG.
9.2 O1 Mn Zuppoppwaoelig KaTtardooovial O «fOOO0VOG Onuaciag», «ueiCovog aonuaciag»  Kai
«KpigIung onuaciag». H katnyoplotroinon yivetal ye Baon ta akdAouba:
Karnyopieg Mn Zuppoppwoewv
‘Hooovog Znpaciag Mn Meiovog Znpaociag Mn Kpioiung Znuaciag Mn
Zuppépowon Zupudpewon Zupudpewon
i) ta  pérpa  mpoevAalng elvan | 1) to pétpa mpoeOAaENg dev elvan | i) To pétpa mpoeUAasNG dev etvon

OVOAOYIKG Kol KOTAAANAG, Kol Ot

éleyyor mov epapudlel m emyeipnon

givon amodoTikol

OVOAOYIKG KOl KOTGAANAO, Kot Ot

é\eyyol mov epapudler m emyeipnon

dev givor 0modoTikoi

OVOAOYIKG KO KOTGAANAO, Kol Ot

éleyyol mov epapudler m emyeipnon

dev givor amodoTiKoi

ii) M un ovppopewon dev Biyer v

axkepaldTNTe. TOV Proloyikod 1 TOL

i) m un ovpuopewon Biyer ™V

aKEPALOTNTO TOV PloAoykod 1 TOv

i) m un ovpuopewon Biyer ™V

aKEPALOTNTO TOV PloAoyKod 1 TOL
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Karnyopieg Mn Zuppopewoeswv

‘'Hooovog Znpaciag Mn Meifovog Znpaciag Mn Kpioiung Znuaciag Mn
Zuppoépowon Zupudpewon Zupudpewon
VO pLeTATPOTY| TPOIOVTOG vrd LETATPOTN TPOTOVTOG vrd LETATPOTN TPOIOVTOG

ili) T0 ovoTNUA YVNAOCILOTNTOS | iV) TO GUOTNHO  YVNAOCIMOTNTOG | iV) TO GUGTNHO YVNALCIHOTNTAS gV

umopei va EVTOTIOEL T0/t0 | pmopel vol EVTOTIOEL To/tal | mop€ysl  mAnpogopiec Y. TOV

emnpealopevo/-o  mpoidv/-to. oty | ennpeolopevo/-a  TPOIOV/-ta otV | gviomiopd Tov/Tmv emnpealopevou/-
aAvcida epodacpol Ko elvan dSuvary | aAvcida epodiacuov kot givon duvary) | @v  wpoidvtog/-wv otV dAvcida

N omoydpevon  dubeong  tov | . amayopevon  didbeong ToV | gpodacpol kot dev eivor duvvarn

TPOIOVI®OV otV ayopd upe pveio | Tpoidviov oty ayopd pe pvelo | amayodpevor didfeons TV Tpoiovimv

Broloymc Tapaywyng BroAoyikng Topoy®yng oV ayopd pe pvein  Proroyng
TOpOyOYNG

iii) m emyeipnon dev  dwpbwoe | iii) 1 emyeipnon dev  didpbwoe
EYKAIPOG U1 GULUUOPO®OT Mocovog | mponyovueves  upeilovog — onuaciog

onuociog MEPWITMOEL [N CLUUUOPPOONS 1

ouglel kot emovainyn vo dtopfmcst

MEPUTTMGELG U1 CLUUOPPOOTG GAA®Y

KOTNYOPLOV

9.3 AvdAloya pe Tnv Katnyopiotroinan emMBAAETal Kal n avdAoyn KUpwaon OTTwG TTapoucIadeTal oTov

akoAouBo Trivaka:

H kO0pwon ptropei va epapuooTei oTig Karnyopigg

Eisog Kipwonc* Mn Zupgpop@WOoEWV
Mn Zuppoépoewon Mn Zuppoépoewon Mn Zuppoépowon
«Hooovog Znuaagiag» «Mgeifovog Znuaciag» «Kpioiung Znuaciog»

YnoBoAn, amd v emyeipnomn, oxediov dpdong eviog
kabopiopévng mpobecpiog yio ) SOpbwon g un NAI OXI (0).{
GLHHOPPOOTS

Amayopevon pveiag Ploroyikng mopoymyng otnv
EMGTLOVOT] KO OT1) SLOPNUIOTN Y10 TO GOVOAO TG
GUYKEKPLUEVNG TOPTIOAG 1 TOL  GUYKEKPLUEVOD
oxi NAI NAI
KOKAOL Tapaywyns (emnpealopevn/-eg KoOAMEPyELO/-
g6 N enmpealopevo/-a {mo/-a) coupwva pe o dpbpo

42 mopaypoaeog 1 tov kavovicpov (EE) 2018/848

Amayopevon dudbfeong 610 gumoOplo TPOIOVTIWV LE
pveia Podoykng mopay®yng Yo Vo GUYKEKPLLEVO
OoXi OoXi NAI

¥POVIKO dudotnpo ovppova pe 1o Gpbpo 42

Topdypapog 2 tov kKavovicpov (EE) 2018/848

Amaitnomn eQaployng VENG TEPLOSOV LETATPOTNG oxXi NAI NAI
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H kUpwon ptropei va epappooTei oTig Karnyopigg

Eisoc Kupwonc* Mn Zuppopewoswv
Mn Zuppépoewon Mn Zuppépoewon Mn Zuppépoewon
«Hooovog Znuaagiag» «Mgeifovog Znuaciag» «Kpioiung Znuaciog»

[lepopiopdg 00 7mediov  epappoyng  tov

, oxI NAI NAI
MOTOTOMTIKOD
Beltimon g epappoyng tov péTpmv mpoeOAaing
Kol TV eAEyYOV oL £xel Bécel o poppoyn M OXl NAI (0).{
EMLYEIPNOT DOTE VAL SLUGPUAIGTEL 1| GUUUOPPWOT)
AVOGTOAM| TOV TIGTOTOMTIKOD OXI OXl NAI
Avaxinon Tov TIGTOToMTIKOD OoXl oXi NAI

* To €ido¢ TNS KUpWONG MPBAAETAI CUNPWVA PE TOV €BVIKG KATGAOYo KUpWoEewv Tou Kpdtoug Méhoug

OTTWG TTPOKUTITEI ATTO TNV KEiPEVN €OVIKN vouoBeaia OTTwg TPOTTOTTOIEITAI KAl I0XUEL.

9.4 O emyeipnuatiag eviog Oéka (10) epydoipwv nuepwv ammd TNV nuépa  TapahaBng g
amégaong Pn ouppdpewong atmootéAel oto BIOHELLAS 1ig atmapaitnteg diopBwoelg TTou
TIPOKEITAI VA TTPAYHOTOTTOINCEl, KABWG Kal TIG ATTAITOUUEVEG DIOPOWTIKEG EVEPYEIEG TTOU TTPOTEIVEI
ME KaBopiapévo Xpovodidypaupa uAoTToinang.

9.5 To BIOHELLAS agloAoyei Tig TrpoTeivopeveg d1opBwoelg Kal dIopBwTIKEG evépyeleg eviog déka (10)
EPYOOiyWV nuUEpWV ammd TN AQWn TOUg, Kal €QOCOV auTég KpIBoUuv atrodekTég, avaAaufdvel Thv
emiBAeywn UAOTTOINONAG TOUG, €VTOG TOU KABOPIoYEVOU aTTO TOV ETTIXEIPNUATIO XPOVOBIAYPAUUATOS
uAoTroinong. Av ol d10pBwaoelg Kail ol dIopOwWTIKEG evEpyeleg OV Yivouv atmodekTEG KABWG £TTioNG Kal
gTnv TIEPITITWON TIoU O emmixelpnpaTiag dev TG amoorteilel, To BIOHELLAS emBdaAAer oTov
EMYeIpNUaATia TG amapaitnTeg O10pOwWaEeIg, KaBWG Kal TIG KATAAANAEG OIOPOWTIKEG EVEPYEIEG Kal
kaBopilel Tov XpOvo UAOTTOINGAG TOUG.

9.6 Av o emixeipnuaTiag amoTUxel va uAoTroinoel TiG O10pBwaoelg r/kal TIG dIOPOBWTIKEG EVEPYEIEG EVTOG
TOU KaBopIoPEVOU XPOVIKOU OIaCTAUATOG, OUTO BewpeiTal UTTOTPOTIN TNG OCUYKEKPIMEVNG N
OUPPOpPwOonNg Kal eRAAAOVTaI OI AVTIOTOIXEG KUPWOEIG, EVW avTioToixa avaBabuideral To €idog NG
MN CUMHOPPWONG.

9.7 Av rapartnpnBouv atrd Tov agloAoynTr Tou GAKEAOU PN CUUPOPPWOEIG TTOU BEV KATAYPAPNKAY KATA
Tn dladikacia emBewpnong, o afloAoyntAg avolaupdavel va {ntoel amd Tov E€TTIXEIPNUATIA TIG
O10pBwWTIKEG evEPYEIEG/ DIOPBWOEIG TTOU ATTAITOUVTAI.

9.8 H avaoToAr Tou xopnynBEvTog TTIOTOTTOINTIKOU yvwaToTrolEiTal ypaTTwg amd 1o BIOHELLAS oTtov
TEAATN, Kal KaBopifovTal Ye ga@nvela ol JIoPBWTIKEG evEPYEIEG aTTO TOV TTEAATN yIa TNV Gpon NG
QavaoToANG.

9.9 XV TePITTTWON TTOU aTTOQACIOBEl N aAvaoTOA TNG TMICTOTIOINONG, O ATTAPAITNTOG XPOVOG
UTTOBOARG BIOPOBWTIKWYV EVEPYEIWV aTTO HEPOUG TOU TTEAETN duvaTtal va diagEpel, Adyw TnG aITiag TTou

TNV TTPOKOAEI.
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9.10 3¢ 6An Tn xpovikrp OIAPKEId TNG AVOOTOANG aTtrayopeUeTal otov TTeAATN KABe Xpron Tou
MoTotroinNTikoU TTou  ekdideTal duvauel Tou apBpou 35 Tou Kavoviouou (E.E.) 2018/848, Tou
MoTotroinTikoU [Mpoidvrtog kai Tou lMaoTotroinTikoU MapTidag kabwg kalr n dideaon atnv ayopd
TTPOIOVTWYV TTOU QPEPOUV TO ZAMA ZUPHOPPWONG. H avacToA Tou TTICTOTTOINTIKOU ONUAiVETAI OTOV
Katahoyo MoTtotroinuévwy EmixeipRocwv kai MNpoidviwy. Otav ekTAnpwBoUlv ol TTpokabopiouévol
6pol yiveTal Gpan TG avacoToARG Kail o TTEAATNG eidoTroigital ypatta amd 1o BIOHELLAS.

9.11 H avdakAnon koivoTtroleital eyypd@we oTov TEAATN. ZTnVv TEPITTTWON auTh, n ETIXEipnon
uttoxpeoutal va emoTtpéyel oto BIOHELLAS 6Aa 1o xopnynbévia mpwTdTUTIA TTIOTOTTOINTIKG
é¢yypaga. To BIOHELLAS diatnpei 10 dIKaiwpa va yvwaoToTIoIEl TNV avAkANGn GTo €upU KOIVO ME
KGB¢e péoo TTou Kpivel autd OKOTTIO.

9.12 To BIOHELLAS, oTIg TrepITTTWOEIS avaaTOANG i avaKANONG TnNG TCOTOTTOINONG MIOG ETTIXEIPNONG,
amoQaacifel TNV OTTAYOPEUCT] EUTTOPIAG VIO OUYKEKPIUEVO XPOVIKO BIACTNUA KATOTTIV OUUPWVNG
yvwpung Tou YTIAAT.

9.13 Ze TrepiTITWON TEKUNPIWPEVNG APVNONG, TTAPEPTTOBIONG SlEVEPYEIOG EAEYXWY, OEIlyUATOANWIWY Kal
dpvnong utroypa®nig Twv eyypdewy mBOewpnong, eQapuolovTal oI KUPWOEIG TTOU TTPORAETTOVTAI

oTnV Keipevn €0vikA vouoBeaia OTTwG TPOTTOTTOIEITAI KAl IOXUEL.
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10. AvaBswpnoeig NMapoévrog Kavoviopuou

O mapwv EidIkdég Kavoviopdg Ytnpeoiwv MoTotroinong ptropei va utrooTei aAAayEég 1 avaBewproElg, HEPIKWG N
OTO OUVOAG TOu, MOVO KaTomiv €ykpiong Tou [evikou AiguBuvii Tou BIOHELLAS. Ek Twv TrpoTépwv ol
TpoBAeTTOMEVEG aAAAYEG 1 avaBEWPNOEIG TOU TTOPOVTOG AVOKOIVWVOVTAI PE KABE TTPOCPOPO PECO (EVNUEPWON
MeAwV Tou AZl, TTPOCWTTIKOU KOl £EWTEPIKWV CUVEPYATWY, OAANAOypa®ia Ue ETTIXEIPATEIG, POPEIG KATAVAAWTWY,
10T00€AI®A) Kal N EKQPPOACT TWV ATTOYEWV TWV EVOIOPEPOUEVWV PEPWV agloloyeiTal atrd Tov YTreuBuvo Alaxegipiong
Moiétntag. O1 aAAayég i avaBewpnoeig yVwaOTOTToIOUVTAl YPATITWG OTOUG TTEAATES, KaBopiovTag Kal Ta XPOVIKA
opla TTPOCAPHOYNG OTIG KAIVOUPYIEG ATTAITACEIG. H TTpocapuoyn Twy TTEAATWV OTIG VEEG ATTAITACEIG ETTIRERAIWVOVTAI
a6 1o BIOHELLAS katd tnv emépevn €mOewpnaon. Ze TEPITITWOEIG dIAPWVIOG PE TIG TTOPATTAVW AVAPEPOPEVES

aAAayég, o TTEAATNG PTToPEl va SNAWGCE eyyPAQWG Kal Va TEKPINPIWOEI TOUG AGyoug yia va agioAoynBei n dAwaon Tou

amd Tov YmeuBuvo Alaxeipiong Moidétntag tou BIOHELLAS.

S-KANO01.1.BIO-A3/4 ZYZTHMA AIAXEIPIZHZ MOIOTHTAZ BIOHELLAS




