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Mapad To yeyovog OTL 0To MAALGLO TNG TTapousLacng

Sev sivat
eneéiyno

* CAB
* CE Mark
* CIPM

* CITAC

* CRM
* EA

Suvartn n avaluvon 6Awv Twv épwv, N
N TWV CUVTUAOEWVY KPILVETAL avaykaia.

: Conformity assessment body

: Declaration of conformity

: International Committee for Weights
and Measures

: Co-operation on International Traceability in
Analytical Chemistry

: Certified reference material

: European cooperation for Accreditation

* ECCCCLM : European Communities Confederation of

Clinical Chemistry and Laboratory Medicine
(ouvéxela)
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JUVTUNOELC (2)

* EN : European Standard
* Eurachem : A focus for Analytical Chemistry in Europe
* Eurolab :European Federation of National
Associations of Measurement, Testing
and Analytical Laboratories

* GLP : Good Laboratory Practice

* GMP : Good Manufacturing Practice

¢ HACCP :Hazard Analysis and Critical Control Points

* |IAF : International Accreditation Forum

* |EC : International Electrotechnical Committee

* |FCC : International Federation of Clinical Chemistry
and Laboratory Medicine

¢ |ILAC : International Laboratory Accreditation

Cooperation
(ouvéxeia)

23.01.2015 Hpepida ya tn Atacdaiion Mowdtntag Tpodipwy kat Nepwv

JUVTUNOELC (3)

« IS0

* IUPAC
« MLA
* MRA
* NAB
* OHSAS
< PT

« QA

* RM

. TY
<YM

: International Organization for Standardization

: International Union of Pure and Applied Chemistry

: Multilateral Agreement

: Mutual Recognition Arrangement
: National Accreditation Body

: Occupational Health and Safety
: Proficiency testing schemes

: Quality assurance

: Reference material

: Texvikog YreuBuvog

: YneUBuvoc Molotntag
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Molotnta ivad...

0 BaBuog otov onoio éva cUVOAO
XOPOAKTNPLOTIKWV (TtPOoidVTOoG I UTtnpEaiag)
LKOVOTIOLEL KODOPLOUEVEC ATTALTHOELG

(1SO 9000:2005)
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* MéBodot

* Mnyaviporco/
eEomMopog

o Yhkd

* AvOpomompeg

> Wi ectioy Emiokeon/

/ EneEepyaot

Hapoyoy ‘ELeyy0s

Mn-coppopeo0-
Heva TpoiovTo

H “mold” npocéyyion: Eleyyog [owdtntog ‘ Amdpprym
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* MéBodot

* Mnyoviporto/
e&omhopog

* Yhkd

* AvBpomomnpeg

* [Tep1Barrov

Elaytotomoinon
[ LN-CLUHOPPODUEV®V
TPOIOVTOV

— Awwo@dlion |

Hopoyoyn | IMowtntog

H obyypovn mpocéyyion: Alacpdiion Iotdtnrag
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AwaodaAion Mowotntoag opiletal...

WG LEPOG TNG SLaxeiplong moldtnTag Tou

ETUKEVTPWVETAL 0TV €aodaiion

EUMLOTOOUVNG OTL OL OTMALTHOELG OE OXEON

LE TNV TTOLOTNTA LKAVOTIOLOUVTOL

(ISO 9000:2005)
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cuotnua Slaxelplong moLotTnTag
SlevBbuvon mm) Slaxeipion molotnrag

TIOALTIKI) TTOLOTNTAG  OXESLAOUOC TOLOTNTOG
£A\eyX0G TOLOTNTAG
OTOXOL TIOLOTNTOG Slaodpaiion molotnTOC
eAtiwon mowotnTa
OUVEXNG ’ P " e
BeAtiwon
(ISO 9000:2005)
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H évvoia Tn¢ TToi16TNTAC
YEQUPWVEI TO XAOUa TNG
yAWwaooag kai TngG
EMIKOIVWVIAG

XpeialouaoTe pia
31e0vA TEXVIKA YAWoaal
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JUOTOTIKA TNG TEXVIKAC AUTAC YAWOOOG

gival Ta mapakaTw:

» Tumornoinon — Etolpaocio kat epapuoyn
T(POTUTIWV

» Texvikol kavoveg — vopoBeaoia
» Epyaotnplakn urtodoun

» Metpoloyikr) urtodoun

> Miotomnolnon

> Alamtioteuon
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A&loAoynon tn¢ cuppopPpwonc...
ONUOLVEL TNV TEKUNPLwoN OTL KOBOPLOUEVEC
QTTOALTHOELG TIOU avodEPOVTaL OE TTPOLOV,
Slepyaoia, cuotnua, TPOCWTIO 1) OPYAVIOUO
LKavorolouvtaL*,

H umnpeoia auth mapEXETAL oMo TOUG
0pyaVLOUHOUG a€loAdynong TG cupupopdwonc*,
OnA. epyaotrpla eAéyxou 1 dtakpifwong,
dopeig eAéyyou Kot popeic miotomoinong**.

* SO 17000:2004

** Kavoviouoc (EK) aptd.765/2008
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OL €VVOLEC QUTEC

Bpiokouv epappoyn Kal XpnoLOTNTA O TTAELIOTEG
SpaotnpLdTNTEG TTou avadEpovtal o mpoiovia,
Sladikaoieg katL untnpeoieg. H edpappoyn cuotnuatwy
Slaxelplong moldtntag SLEUKOAUVEL TNV ETLKOWVWVIO TWV
EUMAEKOUEVWV TTOU £ival amoAuta avaykaia.

* T EPYAOTAPLY TTOU OXETI{OVTAL UE TPOPLUT,
UTMNpPEeoiec vyeiag kat FEuata ao@aleLac n avaykn
ylo aélOTTLOTEG UETPHOELG, AMTOTEAECUATA KoL
ouunepaouata ivat avauploBntntn

* Jta gpyaotnpla R&D akoAovuGouvtal avaloyeg
TTPOOEYyIOELC
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Mwotomnoinon eivad...

Third-party attestation* related to products,
processes, systems or persons (ISO 17000, cl. 5.5)

Note: applicable to all objects of conformity
assessment EXCEPT for conformity assessment bodies
themselves to which accreditation is applicable

*Attestation refers to the issue of a statement, based
on a decision following review, that fulfilment of
specified requirements has been demonstrated
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Awartiotevon elvalt...

Third-party attestation related to a conformity
assessment body conveying formal
demonstration of its competence to carry out
specific conformity assessment tasks

(ISO 17000, cl.5.6)
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Nw¢ dtaodaliletal n aflomiotio Twy
LETPIOEWV...

Awamiotevon

Aélomniotia

v ENAPKELO TIPOOWTILKOU

v KataAAnAdTNTa OUOKEU WV/XWPOU

v Ixvnhaotpdtnta/ AlakpiBwon e€omAtopol
v EoWTEPLKAC EAeYXOG TTOLOTNTAC

v AlepyaoTNPLAKEG OUYKPLOELG

v EmukOpwon /enalBevon pedddwv

v ABeBatdtnta HETPAOEWY

Juotnua MNotdtntag (© Motomnoinon?)
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Ou amawtioelg kaBopilovtal...

oe 61ebvn (kal eBvika) mpotuma
- Ot SLOEIPLOTIKEC AMAUTHOELC OTA

-1S0 9001:2008 — Quality Management
requirements,

-1SO/IEC 17025 : 2005 General requirements for
the competence of testing and calibration
laboratories (Kebdhato 4), )

= OL TEYVIKEG QmALTOELS OTO
ISO/IEC 17025 : 2005 (KegdAatio 5)
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Mo a€LOTILOTEG UETPNOELG...

EnikUpwon/
EnaAn®suon

‘EAgyxog Moi16TnTag

Alacpaiion
MoiéTnTag

ABeBaioTnNTA
MeTpRosmVv

AiakpiBwon

AgionioTn
HETPNON

IXvnAacipoTnTra
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TLxpeldletal yla po pETpnon;

* Mé£Bodog

* E€omAlopog

* MepBAANOVTIKEG CUVONKEG

* 'vwon — Kataprtion - Eunelpia

23.01.2015 Huepida yia tn AtaoddaAion Motdtntag Tpodipwy kat Nepwv

* Mooo alyoupol ipoote
yla tnv opbotnta the LETpnong;

* [oLo €lval TO KOOTOC Ao Un o€LOTILOTEC
METPNOELG;

* Y& MAElOTEG MEPUTTWOELG TO KOOTOG
NG avemapkelag aflomiotiag eival cuvBeTo
Kal OXtL LOVO UALKO!
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H afefailotnta oxetiletal...

Kal avtavakAd ta dtadopa opaApoto amno
OAec TIc mBavEg NyEC. MpokeLtal yLo

» To Tuyailo opaipata Kot

» TOL CUOTNUATIKG opaipata
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AvaAuvon otadiwv

thdlo 1 thélo 2
T peTpape; Evtomiopog mnywv aBeBaidtntag
2taoio 4 2taowo 3
JuvOouaopog Twy Ektipnon tou pey£boug
aBsBatotATwy NG KABe mnyng aBeBaidtntag

23.01.2015 Hpepida yia tn Atacdaiion Mowotntag Tpodipwy kat Nepwv 2

O umnoAoylopog Tn¢ afefatotntac...

OUUBAAAEL otV aloTioTia TwV PETPROEWV!

MeAATEC/XPNOTEG TWV EPYACTNPLAKWY
QMOTEAECUATWY cuyva “Sucdopouv” pe TNV
oBeBaldoTNTA TWV UETPHOEWV.

Ta gpyootrplo cuxva Bewpolv auTtr Thv
amnaitnon tou MNpotumou w¢ éva axpeiacto
doprtio.
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Xpewaletal pa tekpnpiwon!

— Zuotnua Aloxeiplong mou cuvtiBetal ano
TO TTOPALKATW:

[ to Eyxepidio Motdtntag

U tig Atadikaoieg

U tic Obnyieg Epyaoioag

U ta ‘Evtuna

U E€wtepika eyypadoa (NopoBeaieg, Mpotuna,
Kavoviopot)
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OpyavwTtikn doun

AieuBuvon

> Avagopd
ovoudtwv/
meplypagn
KaBNKOVIwvV

> Alac@dAion emi-
Kolvwyviag

- Auvatotnta
Yld TEPIGOOTEPOUG
amo €va poAoug
E - Avaykaia pia

CUHQWVIA UTTNPECIOY
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Anapaitnta poturna kot odnyieg...

* |ISO/IEC 17000 — Conformity assessment-Vocabulary and

general principles

* ISO/IEC 17025 - General requirements for the

competence of testing and calibration laboratories

* |SO/IEC Guide 2: Standardization and rerated activities
* ISO/IEC Guide 99: International general concepts and

associated terms (VIM)

* Accreditation for microbiological laboratories*
* The guide for analytical laboratories* (uné avaBewpnon)
* Quality Assurance for R&D* (um6 avaBewpnon)

* Eurachem Guides
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To meptBarAov piag Blopnxovikng povadog

HACCP/ Notified Bodies :

1SO 22000 CABs CE Mark Environment
\ 4 v .

1SO 9001 [ | Suppliers

o Administration/sales 1SO 9001

e Production

1SO 14001 [ e |_aboratory -« Customers

T

OHSAS Competent Authorities
18001 GLP/GMP Accreditation Body
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Ta Stadoyxika otadila otn dtabeon tpodpipwv

Manufacture of packaging
(raw material/final package)

v

Food processing

Supply of raw food

Supply of additives etc.

\ 4

Distribution N
Consumer
Environment rd
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To nepBalAov evog epyaotnpiou

National Metrology Institute - Proficiency Testing
CIPM Key Comparisons Schemes
1SO 17025 1SO 17043
Testing Certification
Laboratory Body
1SO 17025 Testing/ 1SO 17021
Calibration Calibration Legislation/
Laboratory > 1 Authorities
1SO 17025 Laboratory
Accreditation Body | 1SO 17025 le-| Suppliers of
1SO 17011 - y'y Equipment
MLA/MRA / \ 1SO 9001
Reference Materials Customers| |Suppliers of Reagents
1SO Guide 34 1SO 9001

23.01.2015 Hpepida ya tn Atacdaiion Mowdtntag Tpodipwy kat Nepwv

Yta Slaypappata anetkovilovral...

TP AYOVTEG TIOU UITOPOUV VA EMNPEATOUV TNV

moloTNTa, BPLoKOVTAL OUWE EKTOC TOU EAEYXOU TNG

Blopnxaviog r Tou epyactnplou, cUyKEKPLUEVA

* TpounBela MpWTWV VAWV, UAKWV cucKeuaoiog

* SlakpiBwon e€omAtopou /iyvnAaouotnta

* TLoTOTOLNUEVA UAKA avadopdag (CRM, RM)

* Slepyaotnplaka oxripata (PT)

* mpounBela e€omAlopo, avtidpaoctnpiwy Kat
avaAwoipwy

* umoegpyoAdafot
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AwakpiBwon sivad...

n Stadikacio n onola péoa amod SLadoxLKES
ouykploelg eykaBLoTa pla oxéon avapeoa o
LETpOUHEVA HEYEDN Kal €Bvika ry S1ebvn mpoTuna,
Sivovtag tn Suvatdtnta aflomoinong pag
mAnpodopiag otnv €kdpacn VoG AMOTEAECUATOC
péEtpnong SnA. aplBuou, avadopdg Kat
aBepatdtntag (VIM 3).
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Ta epyaotripla StakplBwoswvy...

amnoteAoUV BacLKOUG MPOoUNBOeUTEC UTINPECLWY

yla OAa ta epyactipla (SoKIpuwy Kot GAAa

gpyaotipla SlakpiBwaongc, xapunAdtepou

ETUNESOU OTNV LEpaPXLKN aAAnAouyia

ouykploswv).

-0 KaBopLloHOC TNC CUXVOTNTOC ATTOTEAEL
guBuvn tou gpyactnpliou.
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H dtakpiBwon twv opydvwy...

elval avaykaio woTe vo EAEYXETAL TIEPLOSLKA
N owaoTtn AElToupyia Tou .

YnoBaBpo o' autod eival n tekpnplwaon tou
OUOYXETLOMOU UE TPOTUTIA PEYEDBN oTNV

KaBe mepimtwon, dnA. avtiotolo HeyEdn
vPnAdtepng akpifelag.

H Stadikaoia autr Stachalilel tn
HETPOAOYLKN LXVNAaoLuoTnTa.

23.01.2015 Huepida yia tn Atacdaiion Motdtntag Tpodipwy kat Nepwv

H aAAnAouxia Twv cuykpiocewv

Opopog Tng povadag
EOvikd Ipétoma

Mpétona avagopdg
Bopnyovika lMpoétoma
Metpiiosig

Awe0vij pérorne

‘ H apepardétnra aviaver 660 “katepaivoops”

23.01.2015 Hpepida yia tn Atacdaiion Mowotntag Tpodipwy kat Nepwv 34

Mw¢ TEKUNPLWVETOL N LYVNAQCLUOTNTA;

Ta gpyaotipLlo SOKLWY TEKUNPLWVOUV Th
CUUUOPWON TOUG LE TN OXETIKA aaitnon Tou
Mpotunou

» €lte Pe TNV umooTnpLEn epyaotnpiwv StakplBwong
(mou TekpnpLwvouV TN SLKA TOUC LYVNAACLLOTNTA)

> elte pe n xprion uAikwv avagopdg (ta onola, ormou
elvat duvarov, sivat lyvnAdowa og povadeg Sl) n
TILOTOTOLNUEVWV UALKWY avadopac.
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Ernukowvwvia pe to dtakplpwti

pEBoSog = e€omAlopdg = obnyieg kataokeuAOoTH >
KaBopLlopeva OpLa AVOXWV—> ETLKOWVWVIA e
SlakplBwth 2 ermPeBaiwon tkavotntag mapoxns
TNG CUYKEKPLUEVNG UTtNPEDLAC — TTEPLOXN TLUWV/
okpiBela (avaokomnnon cupBdoswyv) = EAeyxog amno
Tov YreuBuvo MoldtnTag Tou MeAATN TNG
LKOVOTIOINOoNG TWV cuudwWVNBEVTWY 2>
KatoAAnAGTNTa €€OMALOMOU > EVEPYELEC A0 TO
£pyaoTnplo.
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H amattovpevn tekunpiwon...

NG LYvnAaoLuoTNTAC PO UTIOBETEL KOl ThV
avadopd, ota SLadoxIKA MLOTOMOLNTLKA, TWV
OTOLXELWV TOUTOTNTOG TOU EEOTALOUOU WOTE
va elvol Suvatoc o APECOC CUCXETIOUOG UE TNV
avtiotown avodopd.
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H afefailotnra...

TIoU SNAWVETAL OTO TILOTOTOLNTLKO SLakpilBwong
elval anapaitntn, 6xt LOVo w¢ amnaitnon Tou
Mpotumou aAAd Kat ya vo aflomolnBet amnod to
EPYQOTNPLO KATA TOV UTIOAOYLOUO KoL TNV
EMAVEKTIUNON TNG aBefaloTnTog Twv SLKWV ToU
LETPACEWV.
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Av TO TLOTOTIOLNTIKO SLakpiBwonc...

* KaAUTITEL £va GACHA TLUWV TIOU 8V KOAUTITEL TNV
TepLOX ouVABWV PETPAOEWY, N

* UTIEPKOAUTITEL TNV TIEPLOYXI LETPNOEWV, EKTEIVETAL
OUWG og MOAAATAGOLA €KTAGN TNG avVabEPOUEVNG

TOTE WUmopel va unv avadelkvUeTal pla rubavn
OVETIAPKELQ TOU OPYAVOU TL.X. EVOG BEpUOUETPOU.
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Mwotomnontiko dtakpifwong xwplg
Aoyoturmo Samiotevong...

onNUaivel OtL oL avodepOUeVeG SOKLUEG Elval EKTOC
Siamtiotevonc! H amouoia AoyotuTiou, 0TV NePMTwon
epyootnpilwv SLOMOTEVUEVWVY YLa TIG VA DEPOUEVES
peBb6Soue, mMBavov va epmepLéxeL mapamAdvnon tol
TeAaTn.

=> Antalteitol eVNPEPWON TOU TIEAATN yla OUTH
TNV €KTOG Slamioteuong MapeXOUeVn UTNPECLA, yLa
anoduyr Tou Kvduvou napanidavnong adou o
meAdtng pumopel va Bewpel mwg To epyactriplo ivat

(Vevikwg kat aoplotwg) Slamioteupévo.
23.01.2015 Hpepida yia tn Atacddaiion Mowotntag Tpodipwy kat Nepwv 40
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EMopuévwe, avapEveTal...

arno tov YrneuBuvo Noldtntag r aAAo
g€ouolodotnuévo ATopo, va aflohoyel otnv
KaBe meplmtwaon tnv MANPOTNTA KAl TV
ETIAPKELQ TOU TILOTOTOLNTLKOU YLaL TOV
KaBOopPLOUEVO GKOTTO KoL VO TtPOWOEL TIg

avayKaieg SLOpBWTIKEG 1) TTPOANTITIKEC EVEPYELEC.
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O ewtepPLKOG EAeyxog toLlotnTac™

eival amapaitntog. M’ autov eAEyXETAL N GUVOALKN
enMAapkeLa NG Stadikaoiag Kal tng aflomotiag Tou
QTMOTEAEOUATOG.

H Stadikacio auth mpovoel yla tn cuyKpLon
QTOTEAECUATWY PETPHOEWY, KATA TEKUNPLO
TAUTOONUWYV, SELYUATWV Ao aplBud epyaotnpiwv
TIOU ¥pnotpomololV Ty (6la f StadopeTiki
pébodo.

* Sxnuato SeE10TNTAC/SLEPYAOTTNPLAKEC CUYKPIOELG

23.01.2015 Hpepida yia tn Atacdaiion Mowotntag Tpodipwy kat Nepwv

H enidoon tou Epyaoctnpiou

o€ éva SlepynoTnPLOKO TPOYPAUUO LETPELTOL
ouvnBwg to “z-score” Tou oplleTal anod Tn oxeon:

z-score = (X; — Xa)/o

omnou

0 = N TUTIKI QITOKALON OAWVY TWV ATOTEAECUATWY

Xi = N TN mou mpoodlopiotnke amno 1o Epyaotrplo

Xa = N T Ttou cuvodelel To deiypa (kaboplopévo
Qo TOV MPOUNBOEUTH — TILOTOTIOLNKEVN 1) WG O
HECOG OPOG)
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H emidoon civai...

» LKOVOTIOLNTLKI, AV z-score < 2
» |n LKQVOTIOLNTLKI, OV TO Z-score > 3
» apdiBoAn, av To z-score €xelL eVOLAUEDN TLUNA

23.01.2015 Hpepida yia tn Atacddaiion Mowotntag Tpodipwy kat Nepwv
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O E0WTEPLKOG EAEYXOCG...

roldtnTag Se€dyetal Pe Tn Xprion Twv VMKWV
avadpopag 1 Kot AAAWV yLa o0 XpOVo TIOPOUEVOUY
avoAoiwta. Eival avaykaiog o kaBoplopog kpttnpiwv
anodoxnc.

Ta Slaypappata eAéyxou anekovilouv tnv
KaOnuepvn kat Slaypovikr eniboon Tou epyaotnplou
Kol GUMBAAAOUV GTNV EYKALPN KOL ITOTEAECUATIKN
APN KatdAANAwv 510pOWTIKWV/ TIPOANTITIKWY LETPWV.

Me Tn Xprion TLOTOMOLNUEVWY UALKWV avopopag

pmopel, mapaAAnAa, va TeKUNPLWOEL N LyvnAaouotnta.
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ALQypappo EOWTEPLKOU EAEYXOU

+3s

+2s

i A
o /S\/i/

T

-2s

-3s

U
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“Ktilovtag” éva gpyaotnplo...

Accreditation

Eurachem, CITAC, Eurolab,
and Terms IUPAC etc/for medical labs:
procedures and ECCCCLM, IFCC

of the NAB definitions

Regulations

Safety and environmental
standards

Technical Other tools EA and ILAC documents
competence for QA

Standard (otherwise,

Management issues . )
9 widely recognised) methods

Legislation (national and regional)
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‘Evac Qopéag Alamiotevong...

AfloloyeitatL ano
v EA**, tnv ILAC kat to IAF***
ue Baon Mpdtuno*

Newtoupyel pe
Baon Npotuma*

OL SLamoteupévol
bopeig Aertoupyolv
€ Baon Npotuna*

Atloloyel popeig
TOLOTNTOG UE
Baon Npotuna*

3 gUpWaikd /8iebvr)

Eupwraikn cuvepyaoia yla Aariotevon
*** AgBveig Opyaviopol Alamtioteuong

sk
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09-Feb-15
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ISLaitepa OTLC ONUEPLVEG CUVONKEC

enelyeL N avaykn yla evioxuon tneg avtaywvioTL-
KOTNTAG TPOIOVIWY KOl UTINPECLWV.

Anapalitntn npolmdBeon eival n katavonon
amo OAOUG TOUG EUNMTAEKOUEVOUC TNG onpaciag
™¢ StachAaAlong TngG moLoTNTAS.

Me auTO TOV TPOTIO UMOPEL va. UTIAPEEL
aslpopla TG avamtuéng kat dSnuioupyia BEcswy
epyaoiag!
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TeAewwvovtog...

Ja n¥eda va oo¢ euyaplotiow
yla TNV mpoooxn oag Kad...
TG epwtnoelg oac!
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