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TI EINAI ENA 2YSTHMA AMAXEIPIZHZ MOIOTHTAZ
(DUALITY MANAGEMENT SYSTEM);

Edappoyn evoc cuotipoatoc kataypadng Stadlkaclwy Kot appodlotitwyv

l

WOTE T TOPEXO|IEVA TPOLOVTA ] UTNPEOCLEC

« va TAnpouv otaBepa TIc tpodtaypadEc/ aratiOELC TOU £XOUV OPLOTEL

* va BEATIWVETOL CUVEXWC N OTOTEAECHATLKOTNTA KAL N ATOS0TLKOTNTO.




TI KEPAIZOYME ME THN EQAPMOTIH ENOZ2 2YSTHMATO?2
[MOIOTHTAZ;

« KaAUTteEpn ECWTEPLKA OPYAVWON KOL OTOTEAECHATIKOTEPN EPyaOLa (O€ XpOVO Kal
TOpouC)

 2TaBePOTNTA OTN TOLOTNTO TOU TPOLOVTOC

« MeyaAUtepn alomoTia Kol EYKUPOTNTO TWV OTOTEAECHATWVY

- Meiwon twv AaBwv

« 2uvexnc BeAtiwon dtadikaolwy, artddoonc, emkowvwviog

BEATIUZH THZ NMOIOTHTAZ THZ EPTAZIAZ MAZ KAI THIN MPOIONTLIN
AIMATO2



YMAPXEI KANOIO 2YXTHMA AIAXEIPIZHE NOIOTHTAZ
KATAAAHAO TIA THN AIMOAOZIA;

- Ot Baolkeg apxeg Slaxelplong molotntag eivatl kata Baon KOINEZ aveéaptntou topea
dpaotnpLotntag

« Y& OpaoTNPLOTNTEC HE TOAU VP NAEC amaTroELg ToloTnTaC OTwe ival n Awyodooia, ot
Baolwkec apxec edpappolovtal oe peyalltepn €ktaon kot Baboc¢ kal to cuotnpa
Slaxeiplonc ToldTNTAC EVOWHIATWVEL TIC KateuBuvtrplec odnyiec/quidelines mou emPBaet
o avtiototyoc emotnpovikoc kKhadoc (EDOM, odnyiec tne EAE kAr.) ko n vopoBeoia.
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[MOI0Y2 KANONE2 MNMPEMEI NA AKOAOYOEI ENA 2Y2THMA

AIAXEIPIZHZ MOIOTHTAZ XTHN AIMOAOZIA;

Ao to 2003 woxveL n Evupwraikry O8nyia mou opilel ot «Kade o Arodooiac o@eilet va
avamuéel éva ovotnua mowotntac mou vo Baoiletal oto £l bood Manufacturing Fractices (GMP)

Directive Z005/94/FL ko vor mAnpol tic amutniosic mu meptypaovtal otnv obnyio Z005/6Z/EL

oto apUVpo Z 0 mu¢ auto tpom motOnke am tn irective Flf Z0I6/17/4 »

(EDEM, Guide to the Preparation, Use and Quality Assurance of Blood Components, Council of Europe, 20t edition 2020)
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AOMH 2Y3THMATOZ AIAXEIPIZHZ MOIOTHTAZ-2YSTHMA

ErTPAQLN
To ZUotnpa Aaxeiplong MoldTNTOC ATOTUTWVETOL OE
Quality Description évaL cUVOAO eyypdadwv OTou TepLypadovtol /
Manual / | evel 1 of QMS . , ’ '
kortaypadovtot OAec ot Stadikaoiec / Stepyaoieg
ctandard Level 2 (opydvwonc, «rapaywyncy, aétoAdynonc KAT.) ot
Operation Processes appodLlotntec, n dopn Kat n TOALTIKA ToU opyavicjiou
Procedures
KAT.
H Stoxeiplon twv eyypddwv avtwy (documents

Working g management) TeplypAadetot o€ 18k ypartr Stadikooia
Instructi / ' '
M- Level 3 (sop) 6mou opiletal n opn (format/template,
Forms & kw&LKoToinon, version control) ywot k&g tOTO Eyypadou,
Fheckils Level 4 Records royc Snploupyeital, Twe eykpivetal Tov dtatnpetltal,

TWG AMOCUPETOLL KAT.



EFXEIPIAIO NOIOTHTAZ (LUALITY MANUAL)

s Ouality Besciiation Elval eva eyypado Tou aratteitol amo TG

Manual / Lever 1 \ Of QMS miotonotjoelc/ Stamotevoslc [Sl dmou
s TEPLYPADOVTOL GUVOTTLKA KOL |IE YEVLKO
Standard , _
Processes TpOTrO

Operation

Procedures  H moALTIKR Kol 0TOXOL TOU OpYyaVLOHOU

. To Zvotnpa Aaxeiplonc MNotdtntoc
(e - OLbLadLkaoieg
Activities , ,
Level 3 « OL0op|odLOTNTEC TOU TPOCWTLKOU

Forms &
Checklis Records
Level 4

Working
Instructions




SITE MASTERFILE

Mo oupPBartn pe tn Aoyikr tou MP kat
oLpPwva i TG ovotdoetc tou ELEBIS
(European Blood Inspection Project)
avTioToLyo UTAPYXEL TO Eyypado ' dite
Mastertile” pe tnv €€nc Sopn:

“Racnt

****
- S EuBIS
% Eur n Bl

* Co-funded by the EC - GA No. 2006202

[evikEC TAnpodopleg

- Apootnplotnteg

Npoowmtko (tithot, gpmepia, appodLotnTeC)
EVKOTOOTAOELG
E€omALopog

« JUoTnpa eyypadwv

Yuvepyaoiec/oupdpwviec

- ZUoTnpa AyloeTaypumvnong

Nopdmova Kol avakAnon TPoiovIwv

 Aayeipion kwduvou
.« YVotnpo Awaxeiplong Mowodtntac



HUALITY MANUAL - SITE MASTERFILE

- Eyypada oLaitepa xproa Kata tn SLApKeL TwV EMBEWPHOEWV

. Atvouv tn Suvatotnta peoa os Aiyo xpovo va KAToAAPBEL KATOLOC TOLEC ELVOLL
oL 5paoTNPLOTNTEC TOU CUYKEKPLIEVOU OPYAVLOHOU



STANDARD OPERATING PROCGEDURES (SOF) - FTPANTEZ AIAAIKAZIES

A: Aiadikaoiec mou adopouv tn Aiaoddlion Nowdtntac

Quality Description '
Sximp ) (R, e (Quality Assurance)

Aaxeipion Eyypadwv-Apxeiou (Documentation-Archiving)

Standard sisia EkraiSeuon mpoowmiko (Training)
— tsbo i EuBUvn/Appodiotntec tpoowmikoU (Responsibilities)
A B C .« Mayeipion kwdvou (Risk Management)
Aaxeipion e€omhiopov (Equipment)
kit Aetiviiee - Aayxeipion avahwoipwv (Consumables)
Loz Eowtepikég emBewpnoelc (Internal audits)
Forms & »  Juvexnc BeAtiwon (Deviation/non-conformity, corrective and preventive
°“°°"“57/ Level 4 \‘e“"’s action/CAPA, Seixktec moldtntoc)

Aaxeipion aAhayric (Change)



STANDARD OPERATING PROCGEDURES (SOF) - FTPANTEZ AIAAIKAZIES

B: AlaSikaioiec mou adpopoUV TLC AELTOUPYLEC TNC
i b chieten Ayodoaoiag (Uperational)
ev
e - Emoyn aiodotn
eve );
m===) operation Processes © Awolngta ,
Procedures - Avoooauotoloyia (opdda, Stactavpwon KAT.)
A B C - Adaipeon
Working " | ‘ o « loAoylKOG €Aeyxog
Instructions Level 3 ¢ e - AneleuBépwon povadwy

- &7/ \ - Mayeiplon amoBépatog KA.
Checklis Records
Level 4




STANDARD OPERATING PROCGEDURES (SOF) - FTPANTEZ AIAAIKAZIES

[: Aladikaoieg mou aipopoulv yevikdtepa {ntrpaTa:
i D ipt , ' .. .
elagi _— orams . ZntApoata Stoiknong (Administration)
- Moyeipion aropAntwy (Waste Management)
Level 2 ' .
Standard " -« KaBapiotnta (Cleaning Procedures)
|:‘|> ' rocesses , ,
Hoxan - AoddAela oto epyaotripto (Health and Safety)
A B C
Worki o
i .

Forms &7/ \
Checklis Records
Level 4




NOIOZ EINAI O KOPMOZX TH2 AIAXEIPIZHZ MNOIOTHTAZ;

A: Aladwkaoieg mou apopouv tn Aiaoddiion Mowdtnrac (Huality Assurance)

Aaxeipion Eyypdadwv-Apxeiouv (Documentation-Archiving)
Exraibsuon rpoowmikov (Training)
- EuBuvn/Appodiotntec ipoowmikov (Responsibilities)
Aaxeipion kwduvou (Risk Management)
Aaxeipion e€omAiopo0 (Equipment)
Aaxeiplon avadwoipwv (Consumables)
Eowtepkéc emBewpniosic (Internal audits)
Suvexnic BeAtiwon (Deviation/non-conformity, corrective and preventive action/CAPA, Seiktec roldtntag)

Aaxeipion aAhaync (Change)



TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)

. S0F

- Template

- Aiota twv eyypadwv o€ Loxv

- Alota - mhdavo twv controlled copies

- [hart - 8évtpo ypartwv Stadikactwy
« JUoTnpa - vtoole dpuAaénc maAoLwy

gyypadwv

« Aaxeiplion Eyypadwv-Apxeiou



TEMPLATES

Kaofiurte: 100K
TITADE MAAIKATIAE Ewboan 100
Eehifo 1 amd 1

{ 6vopa, umoypar , nuepopnvial

{ Gvopa, umoypadr , i)

ExBo8nKEs ang:

MEPIEXOMENA

1. TEAID EQAPMOTHE KAI MEPIAHWH.

. TIEPITPADH

. IETOPIKO TPONONOIHIEQN,

2
3,
4. INTOMOTPADIEZ — OPIZMOL....
L
[
7.

EkeyyBrixe and: ExBoBrike amd:

wll AMOZ EABBAL w

No HMEPOMHMIA | NEPINPAMH TPONOIHIHE
EKAOQIHE | EKAOIHE
7. NAPAPTHMA
EuwriyBnee ami: Ehéyyfnke and ExBo8rke amd:



KQAIKOZ

OMABA | Kaaikos | TEXOYZA TITAOZ AIAAIKAZIAZ SYNAEAEMENON |1 XOY2A 1177 05 SYNAEAEMENQN EFTPAGON
EKAOZH e — EKAOZH
OMAAA 0 FENIKA

A01 (v1 EYOYNH THZ AIOIKHZHZ - APMOAIOTHTEZ NPOZQMNIKOY
E01/A0.1 vl Neplypadn BEoewcg epyaciag
E02/A0.1 vl Mpaktika ZupBouliou MowdtnTag
E03/A0.1 vl Nivakag Aetktwv Mototntag
E04/A0.1 vl MNapakoAouBnon Astktwyv MotdtnTag
E05/A0.1 vl Huepnoto Npoypappa Mpoowrikol

A02 (vl AIAXEIPIZH KINAYNOY
E01/A0.2 vl MAdvo aélohoynong kvduvou

A03 (vl AOMH KAI AIAXEIPIZH ETTPAOQN
E02/A0.3 vl NMapakoAoUBnon e€wtepikwy eyypadwv

A04 |v1 EKMNAIAEYZH NMPOzZQMNIKOY
E01/A0.4 vl ‘EvTUTo MapeXOUEVNG eKmaibeuong
E02/A0.4 vl MpOypOUUA 0PXLKNC EKTTOIGEUONC LATPWY
E03/A0.4 vl MAdvo eknaideuong

A0S (vl AIAXEIPIZH EZONAIZMOY
E01/A 0.5 vl Koaptéha e€omAlopol

A06 (vl AIAXEIPIZH ANAAQZIMQN
E01/ AO.6 vl

A0.7 vl AIAXEIPIZH AANATQN
E01/ AO.7 vl ‘Evtumo Slaxeiplong alaywv

A08 (vl EZQTEPIKEZ ENIOEQPHZEIZ
E01/ AO.8 vl Avodopd E0WTEPLKWY EMOEWPOEWV

A09 (v1 ZYNEXHZ BEATIQZH
E01/A0.9 vl Kataypodn mpoBARuatog
E02/A0.9 vl MPOANTITIKEG KAl ALOPBWTIKES EVEPYELEG
E03/A0.9 vl Epwtnuotoloyto auvtoaflohdynonc
AE01/A0.9 |v1 EpwtnuatoAoyto alpodotwy
AE02/A0.9 (v1 EpwtnuatoAoylo cuMOywv




TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)

. S0F

- Template

- Aiota twv eyypadwv o€ Loxv

- Alota - mhdavo twv controlled copies

- [hart - 8évtpo ypartwv Stadikactwy
« JUoTnpa - vtoole dpuAaénc maAoLwy

gyypadwv

« Aaxeiplion Eyypadwv-Apxeiou



AENTPO AMIAAIKAZIUN

[ AIAAIKAFIER KAI ENTYMA ]

| OMALS - ALAXFIPITH AIMATOE ]

OMAAR - MTENIKA EDU/ADU1: Miepaypodd Bfors epymoing
EDZ/A0.1: Npexmkd cupfioukios mourmmog
[ R A2.1. EUAOTH AMOAOTH | a01/a2 2: Obayiss dheforévmnan
ED/A0 1 Mapsasokodiinom Soeray Moo BEDZf2.2: O Bryies mpog 5
EDS/A0-1: Hyeprme Npdypaya Npcoumusd

SDZAWXEIPIEH KINAYNOY [m{ml:nﬁmﬂu_ﬁm ‘

A2 3: EE0PMHEELE I E0L/a2.3: Checkiist didpunong J

£0.3: BOMH KAl NIAXEIPIEH ETPAGON A2, 4.ANEIOYNHTEE ENEPIEIEE AIMOADTON

[ [E01/&0.4: Evrumo maprgdiuvng oxmalfeuoms A2 5.OEPANEYTINH AdAIMATH [ A2 5 illa Bepanevned; edaipaing I
A0 EKNAIAFYTH NPOEQMIEDY | eoz/fa0.aNpdvpoupa eppes oomaiEnsons ey

005 QUANEIPEH ESOTAEMOY | Eov/a0.s: kagrbla siombonos | ———

AZ 6:NAPANDTH NPOIONTON AIMATOE { EDU/A2. 6 Fvruma mapaywyry npolivruy alporog }

B0EANXFIPITH ANANDFINGN [“’”ﬂﬁ:"ww ]

B0.7: AIAXEIPIEH ANAATON [Bum:mml.ﬁm ]

80.5: EECTEPIKES EINGEQPHIEIE | eoasmo: swapopt courspuni crtewptons |

ED4/A0.9: Kerrorypa b npofilriporng

E02/80.5: BuopBumk éoveuc

E03/A0.%: Epwmpomldyan :;nnqﬁnim
AED /80,9 parmyamok L 1 memodn o auyshomiv
AE02/80.9:E - . Ahd

AD11: XEIPIEMOE BIOAOTIEDY AEITMATOE AMO YTIOMTO,/ ENIBEBAKIMEND KPOYEMA KOPINGIOY | OMAAA 4: IATPEND AIMWOETAEHE |

OMAAR 1: ANDEOAIMATOADMA J [ E0/84.1: Alrnam exloweipng oo ug b 1 ]
SLomAn | OMAAS 5 IOADMKD EPTAITHFO |
ALZ DANOTYNOE [mum S — J
E0Lfa1.4: Sdkko chiypou mem-cpulipomoTronimiy

A3 EYMBATOTHTA
A5.2: FHMANTH EUL/85: 3: Keomppent post o inforomst
LT T

A5.3: NAHPOMOPIEE META THN AIMOADELS, | EU2/A5.3: Kanaypadd near miss erros

AL 4: ANTIEFYOPOEYTTAPIKA ANTIEDMATA




TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)

. S0F

- Template

- Aiota twv eyypadwv o€ Loxv

- Alota - mhdavo twv controlled copies

- [hart - 8évtpo ypartwv Stadikactwy
« JUoTnpa - vtoole dpuAaénc maAoLwy

gyypadwv

« Aaxeiplion Eyypadwv-Apxeiou



TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)
- 80F
. EkmaiSeucn Tpocwmikoy - ‘Evturo kataypadng ekmoidevong
- [Aavo apxLkng ekmaibevong Tpoocwmkou
(insertion plan)
- «Dakeloc» Bloypadikou - ekraidbeuvonc
TPOOWTLKOU
- MAdvo ekraidevonc TpPoocwmkou



TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)
. SOP
+ Opyavoypaypa

- EuBuvn/Appodlotnteg tpoowmikol - Nepypadég Béoewv epyaoiag (job descriptions)
- Matrix appodiotintwy / exraidsvong



OPTANOIPAMMA

OPTANOTPAMMA N.Y. AIMOAOZIAZ NOXZOKOMEIOY «D AMNOZ TIABBAT»

EuvToVioTpea AMeuBUVTp
1S oot Er

Ay
|
|

1
Emismjiinamds;
FreiSuwnd : ET.ET

Tepeohinpet, Hoonieetl:
I, EE, IK, KA, MK, B&, AG,
KE, I, T, DK, KE, AF, ME

Mapaprnes 1, EN_wvi



OPITANOIPAMMA

EZQTEPIKEXZ KAl EZEQTEPIKEZ AIAZYNAEZEIZ

EKEA

NO>OKOMEIAKH
ENITPOMNH IATPIKHZ
TQN METAITIZEQN

EAAHNIKH
AIMATOAOTIKH ETAIPIA

‘ ‘ EAAHNIKH ETAIPIA
‘c w‘ METAITIZIOOEPATMEIAZ

2KAE
N.Y.AIMOAOZIAZ

.

TEXNIKH YMNMHPEZIA
TMHMA BIOIATPIKHZ
TEXNOAOTIAZ

AIOIKHZH

NOZOKOMEIOY NMPOMHOEIEX

Napdptnua 2, EN_vl



TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)
. SOP
+ Opyavoypaypa

- EuBuvn/Appodlotnteg tpoowmikol - Nepypadég Béoewv epyaoiag (job descriptions)
- Matrix appodiotintwy / exraidsvong



JOB DESCRIPTION

«0 ATIOZ ZABBAZ»

TENIKO ANTIKAPKINIKO OTKOAQTIKO
NOZOKOMEIO ABHNON

N.Y. AIMOAOZIAZ

MEPITPADOH OEIENZ EPFAZIIAZ

Kwbwog.: E01/A01
MNEPITPADH OEZEQE EPTAZIAT ExBoon 01
Iehifa 1 ano 1

TITAOZ BEZEQS: Emokémpia Yyeiag

TMHMA: Alayeipion aipatog

ANAITOYMENA Mruyio 1 Aimhwpa Emokéntpiag Yyeiag T.E.L 1 aAho avtiotoixo
MNPOIONTA

(TYNIKA / OYZIAZTIKA):

TENIKA KAGHKONTA

1. Ymodoyr twv Sotwv, Siavoun| Twv IGTOpIKWY Twy aipodoTwy, evipépwan yia ) dwudikasia e apodooiac,
QMAVTAEIS OF TUXOV amopisg Twv SoTwv.

2. Evnuépwon kan emifhewn Twv aipodotwv petd v aipodoaia

3. EvnpE£pwoT Twy CUyYEVIV TwV acBEVWY yIa TI anmaToUpEVES KAAUPEIS Kal yia TNV Tpocihkuon aipodotuw.

4. ApyeloBETNon TWV IOTOPIKWY TWV AIPoSoTwv.

5. Emkowwvia pe Aipodocieg vocokopeiwy, KhNvIkwy kabwe kal pe To EKEA yia Tnv endpkeaia aipartog.

6. Eheyyog e-mail Aipodoaiag yia odnyieg rj anogaceig and 1o EKEA, n Aoiknon tou Nogokopgiou K a. Tou apopoiv
v Aipodooia kal TV TOSTNTA TOU aipatog.

7. Xeipiopoc tou e-AlIMA kal Tou EBvikot Mntpwou Alpodotwv

8. Efokeiwaon kal guppspewan pE Ta EViuma Kat Ti§ Siadikadgleg Tou CUSTHRATOS TOIOTNTAG

EIAIKA KAOHKONTA

1. Emkovwvia pe Toug oulhdyoug kal e To EKEA yia Thv opydvwan Twv eEopUigewy.
2. Alavour| Kai CUYKEVTPWOT] TWV EPWTNHATOAOYIWV IKAVOTIOINONE AiHoS0TwV Kal GUARGYWV.

3. Tuppetoyn oe Spacelg TpoogEAKUONG alpodoTwV T HECA KOWWVIKAG SIKTOWONG KA T

HMEPOMHNIA: A/NTHE N.Y. AIMOAOZIAZ (unoypadri):




TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)
. SOP
+ Opyavoypaypa

- EuBuvn/Appodlotnteg tpoowmikol - Nepypadég Béoewv epyaoiag (job descriptions)
- Matrix appodiotintwy / exraidsvong



2AhHVOWIV
- AOM/NV 201/X3L
- AOVAOLIOGV.LZVLVU

AOM/NV
201/X3L- SHNAOSdY)

AO)/NV 201/X3L
-AOVAOUOdUVO30

AOM/NV
201/X3L - AOVALVY

AOM/NV
201/X3L - AOZAOdW)

AOMIIOVOI -AOM/NV
204/%3L - AOIVV

AOM/NV
201/%3L - AONVIdAN

2 hHVOWIV
-AO)/NV 201/XaL
“WIVVADOADIZ

AOMIIOVOI -AON/NV
201/X3L-HNVdOLIVIN

IVIAIA
‘2IU3-AOVAOLONNVLI

VI /NIV "SON
- AOM/NV 201/X3L
“VINVVAOVVdW)

2VIch/WIV
-ZHZ/DV "TON-AOMIVd

2VIch/NIV
*TON-AOM/NV
201/X3L -AONV VAW

2VIm/INIV 'ZON
- AOM/NV 201/X3L
-AOdLHNOZLY)

VI /INIY
-ZHZ/®Y "ZON HIVI

HN3IVIZIOdU
HVIZVEOILAON

20lovoigd
AOdVNVLIV]

MATRIX APMOAIOTHTEIN - EKNAIAEYZHY

20dlVvi-2ViHlOIOoU
‘NAZ-AO3dVNVXION

VILNAGA3IV HZAOdI

4A0.1
A0.2

A0.3
A0.4

40.5
40.6

4A0.7

A0.8

A0.9

4A0.10

All
A1.2

Al.3
Al.4

A2.1
02.2

A2.3
A2.4

A2.5
02.6

02,7
A2.8

A3.1
A4.1

A5.1
A5.2

453




TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)
. SOP
+ Opyavoypaypa

- EuBuvn/Appodlotnteg tpoowmikol - Nepypadég Béoewv epyaoiag (job descriptions)
- Matrix appodiotintwy / exraidsvong



TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)
. SOP

« ‘Evtumo mA@vou avdaluonc kwduvou (risk
analysis plan)
 Awaxeiplon kvdvvou



NAANO ANAAYZHZ KINAYNOY

w0 AMNOZEABBAT»

FEMIED ANTIEAPKINIKD DIECAOMED

Kuucde. - EDL/8 0.2

NOECKOMED ASHNON MAAND ALANEPIZHE MEANON EINAYNON .t“imﬂ.n:
NLY. AMOBOEIAE Eedifa 1 oo
ANTIMETIOHIEH
m‘::m'mﬁ: BIDFBOTIKELD a
Nﬁ MEPIMPASH MISARDY KINATHOT SIANEIFIEH EINATYNOY xF META THH
AFAITHFIOTHTA Lafapsmym Moz ' FPETOV NOT AWTEAETOMNIEH
F
Kevpuopog Merafoon amo Seiypa amd Ononro | Malug ovososewel om Bo omdel inonro Selypa
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NAIZTA EZOMNAIZMOY

A/A NMEPITPAOH KATAZKEYAZTHZ TYNo:z APIOMOZ ZEIPAZ NPOMHOEYTHZ ZYNTHPHZIH ANO HM/NIA ETKA KAGEZTOZ ZYNTHPHIH: TEAEYTAIO SERVICE
1 Mnxavnpa awpomnetaliadaipeons Terumo BCT TRIMA 1702270 RONTIS RONTIS MN.3. avd 6punvo 20/6/2018

51 AANEIKO - EXEI Terumo BCT TRIMA 1705450 RONTIS RONTIS 30/7/2020 N.5. avd 6punvo
2 EXEI ANOZYPO®I Terumo BCT TRIMA 1702918 RONTIS RONTIS MN.5. avd 6pnvo

52 Mnxavnpa awpomnetaiiadaipeons Terumo BCT TRIMA 1710414 RONTIS RONTIS 2/9/2020 N.5. avd 6unvo
3 Zuokeur adpavorotnong MIRASOL Terumo BCT MIRASOL 1M00276 RONTIS RONTIS N.3. avd €tog
4 HAektpovLKOG Luyog Surtorius Surtorius XX78-001 24306785 RONTIS RONTIS £Neyx0g KaAr G AeLToupyiag avd £T0G
5 @gppoouykoAntrig Terumo Sterile Tubing Welder Terumo BCT TSCDII ME-SC203AH RONTIS RONTIS £€Aeyxog kaAng Aettoupyiag ava €tog fj avd 1600 cuykoArna
6 EXEI ANIOZYPOEI Swelab Swelab alpha 22824 Apng Mat{wpog A.E Apng Mat{wpog A.E. M.2. avd 6unvo
7 YSotéAoutpo GFL GFL - - Blotatptkr texvoloyia/ABavaciou Ie nepimtwon BAABNG 5/10/2018
8 Mnxdavnua Aeukadaipeong Cobe Spectra Terumo BCT Cobe Spectra 1501199 RONTIS RONTIS MN.5. avd 6pnvo 20/6/2018
9 Wuyeio No 6 avtidpaotnpiwv Pitsos Blotatptkri texvoloyia AakpiBwon ava 12 priveg

10 EXEI ANOZYPOEI Thermofisher - Heraeus Cryofuge 6000i 249962 Brotatptkn texvoloyia/ Avadutikéc BAABH

11 HAektpovikdg {uydg AD AD SJ-5001HS BAABH

12 OeppocuykoAnTrig Hemopharm BT 200 HOSPITEL-HOSPEQ. Biotatptkn texvoloyia BAABH

13 AvoKwnTipog atponetohinv Helmer Blotatptkr texvoloyia BAABH

14 AnoUKTNG TAQOHATOG Thermogenesis RONTIS RONTIS BAABH

15 ®uyokevTpog mapaywyng (2) Heraeus instruments  Cryofuge 6000i 40789831 Blotatpikr texvoloyia/ Avadutikéc AtakpiBwon avd 12 prveg

16 KatapuktngNo 5 Setypdtwy -60°C Sanyo 50404710 LABWARE S.A. Blotatpukr texvoAoyia Atokpipwon ava 12 priveg

17 ZTAAn anmeotaypévou Blotatptkr texvoloyia AMayn didtpwy avd 2 etia

18 Avodeutipag Blotatpikr texvoloyia BAABH

19 Architect i2000sr Abbott 3M7402 ISR05404 Abbott Abbott N.3. avéd €tog

20 Mieodpetpo tpoxniAato No 1 Mindray VS-800 BY 841005438 Blotatptkr texvoloyia BAABH

21 Mieodpetpo tpoxnAato No 2 Mindray VS-800 BY 94103436 Blotatptkr texvoloyia BAABH

22 Zuyog atpohndiag Biomixer Ljumberg and Kogel AB Biomixer 323-1 14-1032310001 E. & E. IATPIKA Brotatptkr texvoloyia BAABH

23 Zuyog awpoAnpiag Karmisa Karmisa BM315N 2830 Blotatptkr texvoloyia BAABH

24 Awpoodatplvopetpo No 1 EKF Diagnostic 3000-0031-680 3000-11-0466 Avtioeh AVTLOEN N.2. avd 12pnvo

25 Awpoodatplvopetpo No 2 EKF Diagnostic 3000-0031-680 3000-11-2699 Avtiogh AvTLoel N.3. avd 12pnvo

26 Awpoodatptvopetpo No 3 EKF Diagnostic 3000-0031-680 3000-11-0487 Avtloeh AVTLOEN N.5. avé 12pnvo

27 AlpoodalplvOUETPO AVaipaKTo Dr Sense NBM-200 NBM2003N1413 EPIMED EPIMED N.3. avd 12pnvo

28 Avoooarpatohoytkdg Avalutrig INNOVA Ortho Clinical Diagnost Ortho Autovue | 3010 I.M. KYPIAKIAHE A. .M. KYPIAKIAHZ A.E. Mai-17 M.3. avd 6 pnvo

29 Quyokevipog U-32 No 1 Boeco Germany U-32/1605-13 0003592-02-00 Brotatptkr texvoloyia BAABH

30 Quyodkevtpog U-32 No 2 Boeco Germany U-32/1605-13 0003602-02-00 Blotatptkr texvoloyia BAABH

31 Avoocoatpotoloytkog Avaiutrig GALILEO EXEI AMO Immucore Gamma ECHO GALILEO/C M00700 Safe Blood Bioana Safe Blood Bioanalytica M.2. avd 6 pnvo

32 SYSTEM ORTHO BIOVUE / ®uyo6kevtpog & Enwaot Ortho Clinical Diagnost Ortho Biovue Sy 01-BV-6950/ 1936164 |.M. KYPIAKIAHE A. |.M. KYPIAKIAHZ A.E. £Neyxo¢ KoArG Aettoupyiag ava 12 pnvo

33 Autopatn munétta Ortho Biovue System Ortho Clinical Diagnost Biovue System 8100701 I.M. KYPIAKIAHZ A. |.M. KYPIAKIAHZ A.E. Aakpifwon ava 12 priveg

34 Autoporn munétta Ortho Biovue System Ortho Clinical Diagnost Biovue System 16027374 1.M. KYPIAKIAHZ A. I.M. KYPIAKIAHZ A.E. AakpiBwon ava 12 priveg

35 Autoparn runétta Ortho Biovue System Ortho Clinical Diagnost Biovue System 5015248 1.M. KYPIAKIAHZ A. |.M. KYPIAKIAHS A.E. AakpiBwon avd 12 prveg

36 Autopatn munétta Ortho Biovue System Ortho Clinical Diagnost Biovue System 7020561 1.M. KYPIAKIAHZ A. |.M. KYPIAKIAHS A.E. AtokpiBwon ava 12 prveg

37 SYSTEM BIORAD/ ID. Incubator/ ID centrifuge BIO-RAD/ Diamed ID- incubator 312004422/2002175  DIAMED DIAMED £\eyxog KaArG Aettoupyiag ava 12 punvo

38 Autdpartn munétta BioRAD BIO-RAD/ Diamed 1D PIPETOR FR-6 DIAMED DIAMED £\eyxog KaArg Aettoupyiag ava 6 pnvo

39 Wuyeio No 1 (6uthd) mpoidvra aiparog Puffer Bubbard Hoorper Blotatpikr texvoloyia AakpiBwon avd 12 prveg

40 Wuyeio No 2 mpoiovta aipatog Puffer Bubbard Hoorper Blotatptkr texvoloyia Aakpifwon ava 12 priveg

41 Wuyeio No 3 npoidvta aiparog JORDON Jordon Scientific Produc FT-1-TRG-BLB 175829981 HOSPITEL-HOSPEQ Buotatptkr texvoloyia AakpiBwon ava 12 priveg

42 EXEIl Jordon Scientific ProducJordon _HOSPITEL—HOSPEQ Blotatptkr texvoloyia AakpiBwon avd 12 prveg

43 Wuyeio No 7 avtidpaotnpiwv HELKAMA HELKAMA HJK410SLO1PK 9331848/A389301 Brotatptkr texvoloyia AtokpiBwon ava 12 prveg

44 Koroapuktng Setypdtwy Stadpopou -80C Kryotec KL54086 Blotatptkn texvoAoyia AtokpiBwon avd 12 prveg

45 Mnxavnpa Aevkadaipeong Spectra Optia Terumo BCT Spectra Optia 1P04307 RONTIS RONTIS MN.3. avd 6 pnvo

46 Quyokevtpog U-320 Boeco Germany U-320/ 1401-13 0000158-01-00 Blotatpikr texvoAoyia BAABH

47 Avoooaipotoloytkog Avalutrig GALILEO Echo Lum Immucore Gamma ECHO LUMENA M20156 Safe Blood Bioana Safe Blood Bioanalyt 15/12/2018 N.3. avd 6 unvo

48 KaroupOkeng mhoopdtwy -30C EXEl ATIOZYPOEI EN Thermo Fisher Scientific TXS233DLV 1123261001190600 ANTIZEA 31/7/2019 Awokpifwon avéd 12 prveg

49 Awpatohoyikég avoAutiig Swelab alpha plus basic Swelab Swelab alpha pl 111426 Apnc MatZwpog At Apng Motlwpog AE.  13/3/2020 N.1. avé 12 unvo

50 Katayuktng No 4 ipoidvra aiporog-30C Thermo Fisher Scientific TXS233DLV ? Safe Blood Bioana Safe Blood Bioanalyt 16/7/2020 AwakpiBwon avd 12 uriveg

51
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ENIZKOMHZH DEVIATION

2020

D01/2020 Mrvupua ETULUOAUVONG TWV QLLOTIETAALWY PE AEUKA

D02/2020 BAGBN kot Twv 800 oo apVOUETPWVY TNC EEOpUNONG TG 12/3/202
D03/2020 EATTWHATIKOL OVTIOPOL IOV XpnaotpomotlouvTal yla mpwth ¢opd
D04/2020 Emiotpodr) SDP Adyw umoPiag "¢€vou cwpatog”

D05/2020 Awpoddtng xapaktnplopevog AB+ oto E.M.A. evw oto e-AIMA sival B
D06/2020 Anotuyia adpavormnoinongtou SDP 1736

D07/2020 AAAayn kwdikou Stadikaoiog and A0.11 og Al.5

D08/2020 Mapapovr povadwv RBC kat PLT ektog aluoidac PuEng LeTd tnv okl
D09/2020 EmipoAuveon avtidpaotnpiov Ortho bliss 10ml

D10/2020 AAAoiwon Tou XPWHATOG evOG SDP peTd amd amooToAr) mpog akTvop:
D11/2020 AavOaopévn eyypadr ota NAEKTPOVIKA apxeia tng Alpodoaoiac
D12/2020 Aeiypa yia emufBeBaiwon opddag akataAinio

D13/2020 AavBacopuévn eyypadr os pakeAAo a.obevoug

D14/2020 EM\eutng kataypadn ¢palvotunou

D15/2020 AmootoAn povadwyv epubpwv xwpic to deiktn aktivoBoAnong
D16/2020 Mn Slevépyela Tou TeAeuTAiOU yUPOU TOU EEWTEPLKOU TIOLOTIKOU EAE
D17/2020 Mn Sievepyeta StakpiBwaong otov kataydvktn -30°C

6/3/2020 C02/2020
12/3/2020 -
13/3/2020 C05/2020
16/3/2020 -
26/3/2020 -
4/5/2020 -
1/6/2020 -
7/7/2020 -
4/8/2020 -
14/9/2020 C06/2020
21/9/2020 C07/2020
9/10/2020 -
15/10/2020 -
16/10/2020 -

4/12/2020 -
10/12/2020 -
10/12/2020 -



ENIZKOMHZH CAPA

2020
€01/2020

C02/2020

C03/2020

C04/2020

C05/2020

C06/2020
C07/2020

Anuoupyia data based MSBOS

Amn6 D01/2020

Ao Risk analysis plan 01/2020 oxetikd
LE TA KPOUOMATA KOPWVOLOU

Ao Risk analysis plan 02/2020 oxetikda
ILE TO XELPLOMO BLoAoylkoU Selypatog
aro vnornto/srBePBalwpévo kpolopa
KOpwvoLloU-

D03/2020

D10/2020
D11/2020

18/2/2020 1. z0vtoaén risk analysis plan oxetika pe tig nposy; wg 31/3/2020
2. Anpoupyia mpotokdAou pHeAETNG Snuovupyiag we 31/3/2020
3. YrioAoylopog data based MSBOS wg 31/5/2020
10/3/2020 Tpomormnoinon tng dtadikaoiag A3.1 yia va repAd wg 31/5/2020
1. Evnuépwon alpodotwy va avadEpouv TNV
Awuodoaoia TuXOV CuTITTWHATA TIou Ba
11/3/2020 ek6NAwBoLV pexpl 14 pépeg petd tnv apodoocia AMEZA
2. Aloxeiplon amo To MPoowWIko tng Alpodooiag
TWV ALLoSOTWV TIoU avadEPOUV CUUTTTWHOTA

MeTA TNV Alpodocoia AMEZA
3. Auotnpn tipnon tou patient blood manageme AMEZA
4. 30ykAewon tng Emtpomnnic Metayyioswv AMEZA

5. EvBdappuvon alpodotwy kat GUAAOYwV yla va T AMEZA
6. MepLoplopodg eloc6dou oto Xwpo TN Alpodocioc AMEZA
7.ETukowvwvia e To UTIOAOUTO TIPOCWTILKO HEow TIAMEZA
8. KaBaplopdg pe alkoolouxo StaAvpa eripavel AMEZA
9. EmlocApoveon yLo TNV TPNon Twv KaAwv ipaktu AMEZA

18/3/2020 1. EkSoon sop yla To XELPLopO BloAoykwv Sy AMESA

2. Avaptnon oTo EpyaoTnpLO 08NyLWV CXETIKA

UE TO XELPLOMO SELYUATWV ATtd UTIOTTA 1

eruPefalwpéva kpoliopota AMEZA

3. ®UAAo ekmnaibevong ou Ba ekmaldeutei Ao TCAMEZA
23/3/2020 1. 2jpavon 6Ang tng moootntog aviidpaotnpiwv AMEIA

2. Evnuepwon tou popnBeuth kat tou ypadeiov wg 31/3/2020

3. 'EAgyx0o¢ Twv avtopwv anti-A kat anti-B tng idu wg 5/4/2020
14/9/2020 1.'EAeyxog HikpoBLakng emipoAuveong twy SDP 326 wg 30/9/2020
28/9/2020 1.AlaxwpLopog TwV GoKEAAWY TwV acBevwv w¢ 30/11/2020

Emtuxng uAomoinon NAI
Emtuxnig uAomoinon NAI
Erutuxng uAomoinon NAI

Erutuxng uAomoinon NAI

Ermutuxnig uAomoinon NAI
Emtuxnig uAomoinon NAI
Erutuxng uAomoinon NAI
Erutuxng uAormoinon NAI
Erutuxnig uAomoinon NAI
Erutuxnig uAomoinon NAI
Ermtuxnig uAomoinon NAI
Emtuxnig uAomoinon NAI

Erutuxnig uAomoinon NAI

Erutuxng uAomoinon NAI
Erutuxng uAomoinon NAI
Erutuxnig oAokAnpw( NAI
Erutuxnig oAokAnpw( NAI
Ermtuxng oAokAnpwe NAI
Emtuxnig oAokAnpwd NAI
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- Alota emokornonc deviation - CAPA
- EpwtnpatoAoylo wavomroinong
« Juvexnc BeAtiwon aLoSOTWV - CUAAOYWV - CUVEPYATWV
- MNapakoAovBnon delkTtwv TOLOTNTOC



EPUTHMATOAOTIA IKANONOIHIHY

NapakahoUpe va pLac ekdpdoete Ty amon oag yua tic urtnpeciec tne N.Y. Aipwobdoatac tou Noookopelou
«Aywoc ZapPagy , onpeELbVOVTaC PE X 0TO TETpaywvakt Tou Tapakdtw spwinuatoloyiov. Ot mhnpodopiec
mou mepthapfdvel To gpwinpatoddyo Ba pag Ponbicouv va PeAtwooups T unnpeolec pac. Ta
oTolYEla TOU QTOHOU TIOU CUPMANPWOE TO EPWTNHATOAGYLO ival TpoalpeTikd, ahhd n SidBeon Toue Ba
pac fonBrcet oto Bépa T emkowwviag yua T feATiwon Twy UTNPecLLY Hac.

ZW\J'\O[DE/(DOPEAEI LYAAOTOI AIMOAOTON NZMNA

IupnAnpwBnke amno: Ovopartenwvupo (mpoatpetikd): Foufain Mapiva

Béon (mpoawpetika): Aayeipiotpia ZuAhayou - Ekmanbeutikdg

‘Exete oupnmAnpwoel nalaidtepa 1o epwTnHaToAoyLo; OXI

Hpepopnvia: 26/11/2019

KAKH (1) MAAAON KAKH (2) | METPIA (3) MAAAON KAAH (4) | MOAY KAAH (5)
Mowstnra 5
gTuKoWwviag
AicBnpa 5
EUMIOTOTUVAC
AicOBnpa asddleiag 5
levwr] evidnwon 5

And tov lavoudplo Tou 2017 mou 16pUBnke o T0Aoyoc, n ouvepyaola pe To Noookopelo elval dplotn).
To tuipa apodoaiac dhofévnos makaldtepa Habntéc/Tpleg GTOUC YWPOUC TOU TIAPEXOVTEC TOUC
oualaotikéc mhnpodoplec yra Bépata awpodooiac alhd kal epnvéovtdg Toug va yivouy umetiBuvol kat
ouveneic efledovréc ato péhdov. H eBehovtikr ayodoaia mou npaypatoroieitat kiabe ypodvo oto
oyoelo pog £xel kabBlepwBel oto Mpdypappa Twv PaBnTiv, TwY YoVEWY KOL TLV EKTALEEUTIKWY Kal
auto Sev Ba ywoTav ywpic TNV APLOTH GUVEPYAGTH TTOU £YOULE e TOUC £pYAlOUEVOUC OTO TUAKA
apodoaiac mou pac SleUKoAIVOUY TIAVTA PE TIC NUEPOUNVIEC Ko Ta wpdpla Aettoupylac.




TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)
. S0F
- ‘Evtumo kataypoadnc mpoBAnpatog
(deviation)
 ‘Evtumo SLopBwTtLkn S - TPOANTTLKAC
evépyetog (CAPA)
- Alota emokornonc deviation - CAPA
- EpwtnpatoAoylo wavomroinong
« Juvexnc BeAtiwon aLoSOTWV - CUAAOYWV - CUVEPYATWV
- MNapakoAovBnon delkTtwv TOLOTNTOC



TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

A: (Quality Assurance)
. S0F
. ‘Evtumo awtipatoc/éykplonc aAAayng
(change request)
« ‘Evtumo mapakoAouBnong mAdvou
aAAaync (change plan)

- Maxeipion oAaync



TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

B: Aettoupyikecg Stadikaotisc (Uperational)

- Emoyn agodotn - S0P

.« AyoAnyia « ‘Evtuma avaloya |I€ TIG AVAYKEC

* Avoooauiatohoyia (opdda. - [hecklist (r.x. rpostoaciag €6ppunong,
&ac,T adpwon Khn,) arooTtoAn povadwv ektoc Aljodoaoiag

- Adalpeon A

« loAoyLKog EAeyxoC
- AneAevBépwon povadwv
 Aaxeiplon aroBEpatog KA.



TI MPEMEI NA MEPINAMBANEI TO 2YSTHMA ETTPA®LIN TOY
2Y2THMATO2 NOIOTHTAZ;

[: Tevikéc Stadkaolec

« ZntApota dlolknong - S0P
 Aaxeiplon aroBAATwv

- KaBaplotnta

- Aodalelo 0TO EpyaoTipPLO



—>

ENTYNA - QOPMEZ

Quality Description
Manual / | evel 1 of QMS

Level 2
Standard

Operation Processes
Procedures

Working s g
: Activities
Instmctlon/ el S \
Forms &
Checklis Records
Level 4

« Evtuta / Doppec



ANAA ETTPADA

« MpwtokoAlo

- Avadopa - report

- Validation protocol - report

- Mpodiaypadéc tou mpoiovrog (Product specifications)



EMIAOIO2

- H Ayodooia tn onpepivn eroxn odpeilel va Aettoupyet Statnpwvtoc eva
YUuotnpa Aaxeiplong Notdtntag oL povo ya va e€aodallosL TLOTOTOLAOELC /
Samotevoelc / adelodotnoelc oA yia va avafabpioel tTnv TolotnTa KoL TNV
arodoon TN Epyaciog Jog

« H énproupylo aAAQ KoL n SLatripnon Tou cUoTAPOTOC eyypadwV amaltel ToAU
XPOVO Kol KOTO

« Hxpnion tng texvoloyiag propet va pac Bondnoet ya va artAoToLCOUE
oplopeva Bgpata

« H evaoxoAnon 6Aou ToU TPOCWTLKOU |I€ KATOLO KOUHATL TOU CUCTANOTOC
eyypadwv BonbBael wote to cuotnua va dtatnpnBel peoa oTto XpoOvo



EYXAPIZTQ MOAY!



