MEAETH TOY HPOTYIIOY ISO/IEC 17025: EEEAETI'KTIKH
ITOPEIA KAI KAGETOIIOIHXH XE EIAIKOYX TEXNIKOYX
TOMEIX

TAYOX MANAPAYX
ALGOSYSTEMS S.A - TOMEAX METPOAOI'TAX
YAPAEQN 4,171 21 N. XMYPNH
tmanaras@algosystems.gr

To ISO/IEC 17025 xabBmg wor ta mopdywyo tov (ISO 15189 kot didpopec odnyieg
EQOPLOYNG 0vh KAGOO epyaotnpimv N Topéa eapproyns) ivor tpotuma mov Kabopilovv
GUYKEKPIUEVEG OMAITNOES TOV KOADTTOVIOL OO TO EPYACTNPO 7TOL EMBLUOLV Vo
EMTOHYOLV TOPAYMYN] KOVOV Kol 0SOTIOTOV OTOTEAECHATOV. AVTEG Ol OMOLTNOELG
avarTOYONKay amd oUAdES EPYOUCTNPLUKDOV EUTEIPOYVOUOVOV OO 6€ OAO TOV KOGHO KOTA
) ddpkelo TV teAevTaimv 30 eTdv.

IXTOPIKH ANAAPOMH

H 1otopia deiyver 6T1 omd ta apyaio ypdvia, vaqpyov oM S1APOPO CLGTHLOTA LETPTCEMV,
AL aKOUT TEPIOCOTEPO VINPYOV CLGTILATA SLUGPAALOTG TG TOLOTNTOG TV SPOPOV
KOTOOKELAOV 1 VANPECIOV (Y. TO TPOTLO OYVATIOKO HAKOS OVOPOPAS, CVGTNUO
eLEYYOV apyLPOV Vvopopdtov oty Apyaioc EAAGSa k.a.). Eitval 1otopikd tekumpiopévo,
o0tL ot Apyaiot Awydmtior elyav dnuovpyncer mpwv and 6.500 ypdvia mepimov, Eva
OAOKANPOUEVO GUGTNUO LETPNCEDV KOt SIOKPIPDOGEWDV.

OLVEVMGT TOV OTOI®V YIvOTAY IE EEAPETIKT akpifeta.

H yévvnon tov Metpntikod XvoTtipatog

To 1790 n E6vum Todhikm Zovodog e€acpdoe v cvykatdbeon tov Aovdofikov tov
150V va avaBécel 6TOVG KUPLOTEPOLG EMGTNLOVES TNG XDPUS, TN GVOTUCT £VOG 6TafePOD
cvotiuatog yo Bapn kou pétpa. H ékbBeon v omoia o1 I'dddor emotuoveg (Lagrange,
Lalande, Laplace, Borda, Monge kot o Concordet) mopovciocav otnv Axadnuio
Emomuov otig 19 Maptiov tov 1791 , cuvictovoe éva cuotnua Paciopuévo ot povdoa
TOV UNKOVG, TO UETPO, TO OMOI0 1GOOVVALOVCE UE TO €va OEKAKIS EKOTOUUVPLOCTO TNG
andotaong and 10 Bopewo IIoho €wg tov Ionuepvd, vmoroyiopévny amd to tOE0 TOL
neonuPpwvod amd ™ Aovvképkn (Dunkirk) éwc t Bapkeiovn. ‘Etol o opiopdg tov
HETPOV VAomomONKE TPAKTIKA amd o paPfdo TAATIVIKOD HETAAAOL (TO OTOl0 OVIKE GTNV
opdda TV TOAOTIH®OV HETAAA®V (AevKOYpLGOG)). H povdda g palag ftav i1coddvaun pe
™ péla evog KaBopiopévov GyKov vepov 6To onpeio TENG Tov.

To véo cvomua povadov eykpinke otic 26 Maptiov 1791 ko yevvnOnke to Metpikd
Yvomua Metpricemv..

To 1875, petd and coppwvio apketdv Kpatav, WWpHonke to Aebvéc I'pagpeio Métpov kot
Yto0pav (BIMP), otig ZéBpec g NNaiiiog, 6mov puAdocoviot Ta diefvn mpdtuma, dmmg
Yo Topddetypa 1 TpATLIN povada Lalas (To YMOYPOUILO) KoL 1) TPOTLTN HOVADS U KOV
(to pétpo).

To 1901 wWpvetar otic HITA 10 EOviko I'pageio IIpotdnwv (NBS 1 National Bureau of
Standards) vmayépevo oto Ymovpyeio Eumopiov (onpepo ovoudleton NIST: National
Institute of Standards and Technology).

To 1960, vwoBeteitar and 10 11o T'evikd Xvvédpro Métpov ko Xtabuav (CGPM:
Conference Generale des Poids et Mesures) to AweBvég Zvompa Metpnioemv (Systeme
International d' Unies), cuvtopoypagud SI (International System of Units), to omoio
Baciletar og entd Pacikcés povadec.
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AIEOGNEXZ YYXTHMA MONAAQN (KATHI'OPIEX MONAAQN)

[Tpoxeévov vo eEacarilovior £YKLPEG EUTOPIKES GLVOAAAYEG, T TLTOMOINGN TMOV
TOPOYOUEVOV TPOIOVTIOV, 1 TPOCTAGIO TOV KATOVOAMTOV Kot 1 aSlomoTio ToV
Yvotudtov EAEyyov Tlowdttag, sivar amoAvtmg avaykaio 1 dVmoapén evog eviaiov Kot
amotelecpaTikoy Xvothuatog Movadwv. H avémtuén kdbe EBvikov Zvotiuatog
Metpncewv, Ba mpémer va Poaocileton oto AeBvég Xvotmua Merpricemv (Systeme
International d' Unites) - cuvtopoypapwd SI - 6nwg ovopdotnke and to 11o I'evikd
Yuvédpro Métpov kKot Ztabudv, 1o 1960. To cvotua SI mepthapfdavetl tpelg katnyopieg
novadwv mov ovopdloviat: Bacwég 11 Ogpehmoetlg, Zopuminpopotikés ko [Hapdymysg
Movédec. Tlépav tov PBocik@V KOl CUUTANPOUATIKGOV HOVAO®MV, LIAPYOLV Kol Ol
Tapaywyeg povades. Or povadeg avtég exepdlovior aAyePpikd 6€ cLVAPTNON HE TIG
Baocwéc N kol TG GLUTANPOUOTIKEG povades. Ta cOUPoAd TOvg TPoKOATOVY Amd TN
YPNOLOTOINCT TOV HOONUATIKOV TPAEEDY TOV TOAAUTAOGIOCHOD Kol Tng olaipeons. [a
mopaoeypa n povaoa yo Ty Tavnta 6to SI givon o pétpo avd devtepdiento (m/s) Kot
YO TN YOVIOKT ToYLTNTO €lvot To axTivio avd devtepdiento (rad/s).

YIIOAOMH I'TA THN NIOIOTHTA

Me 10V 0po “DmOdOMEC Y TV ToldTNTA® €vvooLue TNV Vmopén Kol TNV Topoyn
VANPECSIOY 6TOVG Topelc TS Tvromoinong, g ITictomoinong, g Awurictevong kot g
Metpoloyiog.

Tvmomoinon: Eivor 1 dwadikacio pe tv omoio Kabiepdvovtal wpodioypapss, dniodn
KOVOVIoLO1, 01 0oiotl BEToVV TOVG ATOPAITNTOVS KOVOVES Yo TNV Topaywyn, T ocvvheon
KoL TG W10TNTEG OV TPEMEL VoL EXEL €vaL TPOTOV. ApHOdlog GopEag Yo TV TLTOTOINGN
otv EALGda givor o EAAnvikog Opyaviopnog Tvmonoinong (EA.O.T.), o omoiog 10pHOnke
t0 1976 o emeEepydleton Oépata mpog tvmomoinom ot EBviko, Evpomaixod
(CEN/CENELEC) kot Aebvég emimedo (ISO/IEC) pe ) PBonbeia texvik®dv emtpondv, ot
omoieg etval oTEAEYMUEVEG LE EIOIKOVG EMIGTILOVEG OADV TV EOIKOTITMV.

IIwetomoinon: Eivar n emiPePaioon ot éva mpoidv n vanpecia £xel mapoydel cOpPOvVO pe
£€va TPOTLTIO KO OVTOTOKPIVETOL GTIC TEPIEXOUEVEG G OLTO TPOSLAYPOAPES. ZOUPOVO, LLE TO
evponaikd tpotvmo EA.O.T. EN 45020: 1996, motomoinon (certification) kaAeiton n
dwdwkacio pe TV omoio PEATIOVETOL 1| CLUEOVIOL 1] CLUUOPPMOT EVOS TPOTOVTOG TPOG
TPOOLAYEYPOAUUEVEG amoutNoElS. [evikOtepa vmdpyovv 000 €10 mMOTOMTOM|CEMV: N
TIOTOTOINOT €VOG TPOIOVIOG MGTE VO OUMIGTOVETOL 1 GUUUOPP®GCT TOL G TPOTLTA
(onuavon CE) kot n motomoinon o¢ Tpog TV TotdTNnTo, SCOUEMOVO. LE To d1Edv TpoTLTTAL
g oepbg EA.O.T. EN ISO 9000, dniadn g €@aployng eVvOG GLGTAUATOS dtoyeiptong
TOLOTNTOG.

Awrniotevon Epyootnpiov Awxpipoong 1 Aokipov: Eivar avt mov kabopilet
OVLGLOOTIKG TNV TEYVIKY EMAPKELN TOVL KAOE epyacTnpiov va ektedel epyacie dtakpifpmong
oe mpokabopiopéva peyédn pétpnong (my. Awactdoelg: Mwpduetpa, I[layoduetpa,
HAextpiopog: BoAtouetpa, Aumepduetpa k.0). H Atamictevon elvar n dadikacio g
EMIONUNG aAvayvOPIoNS amd approdto opyoaviopod, 6t £va Vopukod 1 euotkd mpdomTo ooKel
GUYKEKPIUEVEG OPACTNPLOTNTES LE TEKUNPIOUEV EXAPKELN KO OUEPOAN QL.

Merporoyia: Eivor Emomun mov acyoleitor yevikd pe TIg HETPNOELG Kot TV ovamTuén
TPOTLTI®V GLGTNUATOV aKpPPeiag.

EGNIKO XYXTHMA METPOAOTITAX

To E.ILM. (EAAnvico Ivetitovto Metporoyiag) ival o avdtatog opéag Tov KPATOLG GE
Oépoto petporoyiog OTNPAOVTAG Kol avamTOGGOoVTaS T €0vikd TPOTLTO TV HOVAI®V
TOV QULOIKOV pHeYeBdV pétpnong kot o oviumpdoomog s EAAGdog otovg debveic
0PYOVIGHOVG HETPOAOYIOG.
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To EXY.A oOupwva pe t0 vOpo yopnyel MOTOMOMTIKG OMIGTEVONG GE QOPEIS
TMGTOMOINONG, 6 POPELG EMBeMPNONG KOl EAEYYOV, KAl GE EPYACTIPLO SLOKPPOCEMV Kol
dokpumv pe Paon to d1ebvég mpotvmo ISO/IEC 17025, mov mepilapfdvovior oTig
avtiotoreg odonyieg tov Aebvov Opyoviopmv Tvrmomoinong ISO/IEC kabdg ko og
kprrpa Tov kabopiloviar and tov Evponaixkd Opyavioud Awumictevong EA (European
Cooperation for Accreditation).

To épyo 1tov EXY.A EOvikod Zvppoviiov Awamictevong vAomoteiton amd tn [eviknm
Teyvikn Emtpony ®opéwv EAéyyov ko [Tictomoinong kot ) 'evikn Texvikn Emtponn
Epyaompiov. Ot emitponég avtég gival apuodieg yuo ) SOMIGTELOT KOl TOV EAEYYO TOV
POPEMV TGTOTOINONG Kol epyacTnpinv dtakpidcewv Kol dokiumv avtiotoryo. Emmiéov
OLoBETEL E101KES TEYVIKEG EMITPOTES Kol EWOIKOVG AEI0A0YNTES KAODG EUTELPOYVMDOVEC.

To EAMviko Ivotitovto Metporoyiag (E.IM.) pali pe 10 EOvikd Zvpfoviio
Awmictevong (E.XY.A) kot tov EAAnvikd Opyoviopd Tvmomoinong (EA.O.T.) amotelodv
™ Pacui] vrodopunq wowotntog yro v EAldda. O EA.O.T. og popéag motomoinong
€KO10EL TOL OYETIKA TPOTLTOL KO TIC TPOSIALYPAPEG TOV GPOPOLY TNV TOPAYM®YY| Kol TOV
€Leyyo TPOIGVT®V KOl VAIKDV.

IIPIN TO ISO/IEC 17025

H ¢€apon yo v Slas@AAion TG TOLOTNTOS Kot 1 avAyK™ Yo TNV dlevépYEL a&lOmIoTOV
KOl TOYKOGHMG OmOdEKTMV amoteAecudtov, Tponide kuping petd tov B’ Tlaykdouo
[ToAepo amd v GAAN peptd Tov ATAOVTIKOL Kot loitepo omd Ty amaitnon tov
Anuocwwv Zrpotiotikov Opyoavicudv tov HITA yoo mopoyr] oTpatioTtikod LAIKOD
OmOdEKTNG TOOTNTAG PACEL GLUYKEKPIUEVOV OTPOUTIOTIKGOV Tpodiaypapmv (Military
Standards).

To mp®TO TPOHTLIO TTOL TTPooTadEl Vo TEPLYPAWYEL Vol CUGTNO TOLOTNTOG EAEYXOV KO
Skpifaocewv gival to Xtpatiotikd [Ipotvmo MIL-STD-45662A «Calibration System
Requirements», mov ekdoOnke to 1962 amd 10 Ymovpyeio Apvvag tov HITA kot
avaBeopndnke 1o 1980 kot to 1988. To mpodTLTO CWVTO KABOPiIlerl Tic Pacikég apyég evag
GLGTNUATOG SoKPIP®ONG Yo TOV EAeYY0 Kol TNV aKPiPED TOV LETPNOEWV 1 OOKIUDV TOV
YPNOOTOLEITOL Y10 VO SLooPAAIlel OTL TpounBeleg Ko LANPEGieg OV TOPEYOVTAL Eval
Bacel EWOIKOV TEYVIKOV ATOITCEDV.

Ot Baoikég Tapdypapol TOL TPOTLITOV ATOV GTNV AVAVEMIEVT £kd00T] ToL 1988 £xovv wg
ekng: § 1. Avtikeipevo, § 3. Opopoi, § 4. Tevikég amontoetg, § 5. Ewdikég anoutmoeig, §
5.1. Tleprypapn ovomquoatog owkpifoong, § 5.2. Axpifewn mpotdmov, § 5.3.
[TepParroviiég XovOnkeg , § 5.4. Awomuota Awxpifoong, § 5.5. Awdikoaocieg
Awkpifoong, § 5.6. Extog Avoyov, § 5.7. TInyég Awxkpipoong, § 5.8. Epapuoyn &
Kataypagpés, § 5.9. Katdotaon Awkpifpoong, § 5.10. 'EAeyyog Yrmepyordfov, § 5.11.
AmoBnkevon kot xepiopog, § 6.1 . Amontoeig copforaimv.

Me v £ékdoon tov mpotdmov ANSI / NCSL Z540-1 «General Requirements for
Calibration Laboratories and Measuring and Test Equipment», 10 otpatiotiKd npdtumo
MIL-STD-45662A katapyeitar.

To pépog I tov mpotdmov ANSI/NCSL Z-540-1 eivon Paciouévo ISO/TEC GUIDE
25:1990. ®a propovcape Vo TOVUE OTL ATOTELEL GLPPOLPT| TOV.

To pépog Il eivar Paciopuévo oto MIL-STD-45662A, mov ko 6 avtny Vv TepinTmon
TPOKELTAL Y10 OMAY] OVTIYPOQY], KOl GUUTEPIANPONKE Yo va KOAOWEL TO TUAUO TOV
apLVTIKOV amontnoemv. Av kot 10 MIL-STD-45662A axvp®mdnke to 1995, o1 amaimoelg
¢ Kahvmrovton axkopa pécw tov ANSI/NCSL Z-540-1 kabmg eniong kat pécm tov ISO
10012-1, «Measurement management systems — Requirements for measurement
processes and measuring equipmenty.
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Tov TovAo tov 2001, n emrponr) tov ANSI/NCSL Z-540-1 yfoioe v avovEé®on Tov
npotvmov ANSI/NCSL Z-540-1: 1994 yopic airayéc Yo tévie axOpd ypovia, TopOLo
nov 1o ISO/IEC 17025 &iye dnpootievtel and tov AeképPpro tov 1999 kai apydtepa to0
2003 vioBethnke ®G LTOVOUO AUEPIKAVIKO £0VIKO TPOTLTO.

ISO/IEC GUIDE 25:1990 & ISO/IEC 17025
H 1pit €xdoon tov ISO/TEC GUIDE 25 £k660nke 10 1990 and v emrpony| tov ISO ko
anotelel Tov Tpodpopo tpotumo tov EN 45001 kon ISO/TEC 17025.

EN - 45001

| ISO/IEC 17025 To EN 45001 Baoiletar oto debvég
(Tevikég  omoutioelg  yw Vv
| ANSI/NCSL-Z540 KovOTNTOL  TOV  €PYACTNPIOV
dwkpifwong kot  SOKIUADV) Kot
| ISO GUIDE 25 | kaBopilel TIC amoTn oIS TOL TPEMEL
MISTO45667A ] Vo Kovomolel  Eva  epyooTiplo
dlkppooewv n oKDV,
2 2 2| 2 2 S| & 8| 5| B 2| S| 2| 2| 3] S| 8 mpokewévov va Bewpovvtat

slalalaldldiaa[a|ala|SIRISISISIE] '

T etEnEn Ty BoaT iy a&LOTIOTES O LETPNOELG TOV.

H wovonoinon tov anartcemv tov
npotvmov EN 45001 (T'svikd kputiplo yio ) Agttovpyio. €pyactnpiov OOKIU®V),
npobmobétel mivew omd OAa Tn Aetovpyiot €vOG GLOTNUOTOC TOWOTNTOG — KOU TNG
tekunpioong tov oe éva gyyepidlo mowoTnTag, oto omoio Oa mpémel vo mEpEXETOL
AemTOUEPNG TANPOPOPNOT] Y10 OAOL TO. GTOLXELD TOL GLGTHUATOG TOLOTITOG.

ISO 9001 VS 17025

[Topaxdto mapovotdletal Evag TapAdElylo LE TIC OmapoitnTeS 0ALAYEC & EVEPYELEG TOV
TPEMEL VO, KAVEL TO EPYOCTNPLO TOV Elval miotomompuévo cvppave pe to mpotvro [SO
9001 mote va dwamiotevtel wg mpog to ISO/TEC 17025.

Ipotewvopeveg arhayés & evépyereg

AvOpomvog mapdyovrag: To ISO/IEC 17025 amoutel v eac@diion G TEXVIKNG
KOVOTNTAG TOL TPOCMOTIKOD, KOl 1010iTEPO EKEIVOV TOL EUMAEKETOL OTIC OOKIUES M
SlokpIPOoEIS Yoo TIG omoieg To gpyacthiplo BEAEL va damiotevtel. Q¢ €K TOVTOL TO
gpyoomplo Bo mpémert vo ObETel TEYVIKA EMOPKN TPOCHOMIKO, TOPAYOVIOS 7OV
OTOOEIKVVETOL €1TE PE O18POPES EKTAIOEVGELS OTIS CLYKEKPIUEVEG OOKIUEG amd eEWTEPIKO
QOPEN 1) ECMTEPIKEG EKTAOEVGELS OO 10N KOTAPTIGUEVO TEXVIKA TPOCHOTIKO.

Eniong mépa amd v oamddeiln g texvikng enapkelag Bo mpémel va dtobétel Ko tnv
avéioyn dwdikacio ekmaidevong tov mpocomkoy. H dadikasio avt Oo mpénet vo
avaQEPEL TOGO TOV TPOTO eKTOidELONG Omd e€MTEPIKO PopEn OGO KOl TOV TPOTO TV
E0MTEPIKMV EKTOOELGE®V KABMDS KoL TNV EMIPAEYN TOV EKTAUGEVOUEVOD TPOCMTIKOV.
Ave€aptnoio, Apepoinyio: To epyootipo Oo mpémer va SobETEL TOMTIKY Kol
dwdwkacio Tov agopd TV apepoAnyia, avefoptnoio Kol oKEPAOTNTO TOV, MOTE VO
eEao@aAiletal 1 TPOCTAGIC TOV EPYOSTNPION EVOVTL EUTOPIKDOV, OIKOVOMK®OV 1 GAA®V
mécemV Tov Bo PIToPoLGAV VO ETNPEACOVY T, ATOTEAEGLLATO. TOV EPYACTNPIOV.

Xopor & ovvOnkeg: To epyaotpo Oa mpémer vo eEaoc@oAicel TIG KOTAAANAESG
TePPAALOVTIKEG GUVONKES Yol TNV OlEVEPYELD TV JOKIU®V, Ol omoieg Ba mpémer va
avaQEPOVTOL Kol o€ oyeTikn Oladikacia. Eiwdwotepa Ba mpémer va avaeépetor Kotd
nepintoon mapdpetpor Onwe, Beppokpacic, vypacic, d0vNoelS oKTvoBoAies, oKoOvN,
nieomn, B0pvPog k.a. Emiong avtég o1 mapdperpor o mpémel va Kataypdeovior 6e £val
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gldovg apyelo, okOpO Kol MAEKTPOVIKO MOTE va &ivol AQUESH TPOSPAGILO amd TO
TPOGMOTIKO OALA KoL ard TOVG a&loAoyNTEG TOV Popéa dramiotevons. Akoun Oa wpémetl va
VIAPYEL Hveln oe oxeTIKN dladkacio, ylo TIG amapaitnteg evépyeleg mov Ba mpémel va
Yivouv OTav Ol TOPAUETPEG AVTEG Vol EKTOG TMOV TPOSAYPOPDOV TOV AVAPEPOVTAL OTN
GYETIKY OOKIUN (7). O€ TEPIMTO®ON 0vOO0V NG BEPLOKPAGING TEPAV TOV EMTPENTOV OPiov
N doKun| avaoTéALeTal ™G 6ToL M Bepurokpacio Ppedel kKo oAl evtog opimv k.a.). Télog
B0 TPEMEL TO EPYAGTNPLO TOV TPOKELTOL VO, SLOTIGTEVTEL VO LAY WPIGEL TIG OPACTNPLOTNTES
Tov. AnAaodn Oev Ba mpémel vor EUTAEKOVTOL Ol SLOTICTEVUEVEG OPOCTNPLOTNTEG TOV
gpyootnpiov pe GAAEG TOL dEV EYOVV VO KAVOLV LIE T OUMIGTEVOT).

M£00601 dokipov & dwukpifocemv:To epyactiplo Ba mpémetl va £xel KOTOYEYPAUUEVES
nefddovg (Sradkacieg) dokumv. Xe mepimtwon mov ovtég ot péBodor Paciloviar ce
Kémolo mpoTLTO, €OVIKO M O1EBVEC, Ba mpémer va yivetoaw coeng pvelo oe avtd. Xe
nepintoon mov dev ypnowomoovvion mpdtumeg péBodor (dnAadn péBodor mov dev
Bacilovion oe o1EBv] 1 €Bvikd mpoOTLTTOL M| O GAAEG emKLpOUEVES HEBOOOVG) eivan
ATOPOATNTO VAL YIVETOL ETIKVP®OT TV HEBOd®V avT®dv. Mepukol Tpdmot emkvpmaong ivat,
N ovykplon pHe GAAeg peBOOOVLE, Ol OlEPYUOTNPLOKEG CLYKPIGES, 1 YPNON LAIKOV
avagopds K.a. Eniong elvan anapaitto va yivetor | tekunpioon tov pebddwv, dniadn vo
YIVETOL OVOALTIKY] TOPOVGICT) TOLG KOl OYL OTAMG VO, AVOPEPOVTOL GE KATO10 TPATLTO N
emkvupopévn pébodo. Opiopéva mpdypato mov OBa mpémel va avoa@épovtal eivar m
derypotoAnyio epocov givar duvatdv, TEXVIKEC 00MYyiec €KTEAEOMS OOKIUMV, 00MYieg
xpNoNG e£omMapoL K.o. Xe Kabe pébodo doxung Ba mpémet emiong va yiveTol avaALTIKN
mopovcioon e ektiunons g apfePordtrog TV HETPCEMV, OTMG EMTIONG Ko 0 EAEYYOG
TV dedopévmv. Téhog Ba mpémetl va yivetatl o0 ELeyY0C TV dESOUEVMY. AVTO EMITVYYAVETOL
LE TOV EAEYYO TNG LETOPOPAS OEOOUEVMV, TNV TEKUNPIWON Kol EMKVPMCT] AOYICUIKAOV, TNV
TPOCTUGIOG TOV TOPAYOUEVOV SEOOUEVOV K.O.

E&omhonoc: To npdtuomo ISO/IEC 17025 mpoimobétel kar v dmapén tov katdAiniov
eEomMopol yio v dtekmepainon pia pebBoddov dokung. Qg ek ToHTov amorteitol and 10
€PYOOTNPLO VO O100€TEL TO KATAAANAO €£OMAIGUO, 1 XPNON TOL omoiov va yivetorl amd
eEovolodomuévo mpoommikd. To ££0VG1000TNHEVO TIPOCHOTIKO UTOPEL VO AVAPEPETOL
otV owdkacio (nEBodo) dokung. Emiong, Oa mpémer vo vadpyel kol 10 KOUTdAANAO0
apyelo ywo TNV KOTAGTOON TOL €EOMAMGHOD OT®G OTOLXElD. TOLTOTNTOC, OTUTHOES &
otopikd drakpifwong, eyyepidwn k.a. O eEomAiopog, 6mwg kot oto ISO 9001, Oa mpémet
Vo GNUAIVETOL KOTAAANAG KOt VO, DTAPYEL GNLOVOT] KOTAGTACNS dlakpifmong.
Iywiaowpotnra: Oco apopd v yvniaowotra, o€ avtifeon pe 1o ISO 9001, o
eE0MMGOG TTOL Ypnoonoteital and domioTeLHéVn HEBodo, Ba Tpémel va daukpiPodveTot
6€ OlOMIOTEVUEVO EpyacTNPla 1] 6€ €0vikad 1 d1ebvn votitovta PeETporoYiag POGOV OV
VILAPYEL avTippnon amd tov eopéa damiotevons. H eEacpdiion e yyvniasiuotntog Oa
nmpémel va yivetar og mpog 1o Aebvég Xvotnuo Movadwv (SI) kat epdcov avtd dev gival
EPIKTO 1 YVNAUCSIHOTNTO VO SOCQOMIETOL HECEH TOTOMOMUEVOV TPOTUTOV VAIK®OV
avaQopds 1 OEPYUCTIPLOKDY GLYKPICEWV.

Agvypatoinypia: To gpyactipo Ba mpémer va dwbéter dradikacieg derypotoinyiog.
Ot dwdwkacieg avtég Ba mpémer va eivanr Paciouéveg o€ TPOTLO. KO GTATIOTIKES
nefddove. Oa TPEmEL VoL YIVETOL 1 KOTOYPAPT TOV d€S0UEVOV dEIYUATOANYiNG KOOMG Kot
TOV TEPPOALOVTIKOV GLVONKOV.

Xepopds avrikeipévov dokipns & dwkpipoong: To gpyactiplo Ba mpéner va €xet
oladtKaoieg peTaPopas, TapaiaPng & yeptopnod, koD Kot KATAIAANAES EYKOTACTAGELS
Ao KEVONG KOl TPOETOLAGIOG TOV OVTIKEILEVAV.

"Exdoon IIetomromtik®v doxkip@v: To £k0100pEVE TIGTOTOMTIKAE dOKIUADV O Tpémet va
KaAvmtovy emaxppog g amartnoels tov ISO/IEC 17025. To miotomomtikd mpénet vo
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ePMaUPAVEL OAEG TIG GYETIKES TANPOPOPIES TOV OTOLTOVVTOL Y10 TNV oY1 KOl EPAPUOYN
TOV OTOTELECUATOV.

[Tépav g amdoOetng ¢ TEXVIKNG IKOVOTNTOS EVOG €PYNOTNPIOV, N OOTIGTEVOT TMOV

gpyoompiov dukpifoong katd ISO/TEC 17025 Aeitovpyel Kot TPOOSTATEVTIKE Yiot KAOE

emyeipnon. Me v vAomoinon Tov oKpPOcE®V 0md SOTICTEVUEVE EPYUOTHPLO KOTH

ISO/IEC 17025, g1d1kdtepa dSacearilovot:

. H axpifero tov petpnoemv.

. O ep1BarlhovTikég cLVONKEG KO Ol EPYACTNPIOKES EYKOTACTAGELS O1EEOY®YNG TOV
Swkppdoewy, KaBocov ot peTaBOrEG TOVG KOTd Tn OdpKEW TOV UETPNCEDV
Aapfavovtatl voyn.

. H dwbeoipoémta kot 1 KOTOAANAOTNTO TOV  TPOTOM®V  GLOKELMV  TOL
XPNOLOTOLOVVTOL GTIG SIUKPIPDOCELS.

o H eyxopémta tov dodikacidv StokpiBoong Kot VTOAOYIGHOD TNG SELPVLUEVNG
afefordotnrag g HETpMnomng.

. O ovoyetionog axpifelag tov petpioewv (traceability) oe EOvikd Ipotuna, péco
pog ad1domactng aAvcidos 1000 KOV S1aKPBOCE®DV.

. H odwopeopfnmm oéomotio TV OTOTEAECUATOV — HETPNONG KOl T®V
TOTOTOMTIKOV dtokpifmong. Ta ekddopeva ToTOTOMTIKA dtakpifoong Epovy To
Aoyotumo tov @opéa Alamictevonc.

. H ocvppetoyn oe diepyaostpraxéc ovuykpioelg (Interlaboratory Comparison).

. O peréteg wcovotntog Bértiotg pétpnong (best measurement capability)

ISO/IEC 17025 VS ISO 15189

To mpotvmo ISO 15189 «Medical laboratories-Particular Requirements for Quality»,
aQopd o KAMVIKE epyactnpia, To onoio ekdoOnke to 2003 ko amotelel OVGLOGTIKA TNV
KkaBetomoinon tov ISO/IEC 17025 ctov e£e1dkevpévo TOUEN TV ATPIKDV EPYACTNPLAOV.

H OAHI'TA THX EURACHEM I'TA TO ISO/IEC 17025

To Eurachem (www.eurachem.ul.pt) 1dpvOnke to 1989 kot eotidleror oV avoALTIKNA
uela kot og oxetikd molotkd (ntjuata oty Evpodnn. To Eurachem, sivon éva diktvo
opyavooewv otnv Evponn, mov €xel wg 6tdx0o v KabfiEpmon evOG GLGTNUATOS Y10 TN
OEebBvn YVNAAGILOTNTA TOV YNIKAOV LETPNCEMV KoL TNV TPODONGT TOV TPUKTIKOV KOUANG
mowdtag. Méoa og avtd to mAaiclo, to Eurachem oe ocvvepyacio pe v EA, v
opybvaoon yw v Evponaikn Awamrictevon (www.european-accreditation.org), ekdmcov
tov lodho 2002, v odnyio «EURACHEM / EA Guide 04/10 — Accreditation for
Microbiological Laboratories», mov apopd v dwomictevon couemva pe to TpdTLITO
ISO/IEC 17025 yo To pikpofroroyikd epyactnipia.

H oonyia onuiovpyndnke pe okomd v kaBodynon twv WkpofloAoyikaov epyastnpioy,
GTN CLUUOPP®STN Yo TNV dwmictevon cOpewva pe o tpdtvno ISO/IEC 17025. Mg v
oonyio avtn didetar pio epunveion o€ SLAPOPES TAPAYPAPOVS TOV TPOTVTOV, TOGO Y10 TO.
LKpofloAoyikd epyactiplo 6GO Kol Y10 TOVG 0E0A0YNTEG TOV 0EI0A0YOUV TETO0V E100VG
EPYACTNPLOL.

H OAHI'TA TOY CEC «COORDINATING EUROPEAN COUNSIL» T'TA TO
ISO/IEC 17025

O porog tov Evponaikod Xvppoviiov Zvvroviopov (Coordinating European Council
“CEC”) givar 1 avamtuén Suvopkdv SOKIUMV Yo KaOGHO, ATOVTIKG Kol GAAG vYpA.
Autnoeglg yoo TNV SlevEPYELN TETOLMV SOKIUAMV YivovTon amd peyaleg etalpeiec 1 W0pvaTO
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tov yopov onwc: ACEA, ATIEL, ATC, ACEA, CONCAWE, ATC, BP, BASF,
LUBRIZOL, CHEVRON, MOBIL, ESSO x.a.

Ot dokég devepyovvtat Katw amd odnyieg tov CEC oe d1dpopeg xdpeg, 1o omoio eivon
Kot vevduvo Yoo TV TOPAKOAOVONON TV £QaPUOLOUEVOV TPOTLTOV TOLOTNTOG KO
acdreng tov dokymv. Kdto amd avtd 10 mAaiclo Aowmdv Kol Yoo TOV AP
EVOPUOVIGUO OA®V TOV GULUUETEYOVI®OV OTO TPOYPOppe ovtd, to 2002 exdddnke pia
oonyia epappoyng yia to ISO/IEC 17025, pe okomd v dac@dAion g EQAPLOYNS TOV
TOPOYPAPOV TOL TPOTOTOV ad OAEC TIG £TALPEieC N cvupeTEYovTa gpyactipla. H odnyia
éxet titho «CEC-P-01-02 European Accreditation Uniformity ISO/IEC17025
interpretation document Issue 2.0 20Nov2002» kot oivel odnyieg Y 00pPIOUEVES
napoypapovg Tov ISO/IEC 17025.

EINITPOIIH AZEIOAOIHXHX TIA TO ISO/IEC 17025 (CASCO) -
MEAAONTIKEX EEEAIZEIX

H oupdda epyaciag CASCO (WG) eivar pio opdda mov aviker otov Opyavicud ISO,
onovpyndnke to 2001, pe xvpro okomd v evbvypauuon tov ISO 17025 pe 1o ISO
9001:2000. Otav to ISO 17025 ekdd6Onke 10 1999, Ndn N avavémon oV TPOTHNWOV TNG
oepdg ISO 9000 tov 1994, Nrav 610 TEMKO 0TAd10 avavE®mong oty £kdoom Tov 2000.

To mpotumo ISO 17025 ot0 Bewpntikd Tov HEPOG TOLAGYIGTOV, dNAASN 1 Tapdypapog 4
oV TPoTHIOVL Paciotnke oty maAaid Eékdoon g oepdg ISO 9000 tov 1994 kar w¢ ek
TOVTOL Od TNV oTiyun| G £€K60oNS Tov dpyioav dtoovAedsELS Yoo TNV HEALOVTIKY TOL
avavémon OoTe Vo, Koortel kot Tig amartioelg tov ISO 9001:2000. ‘Etot Aowrdv v 317
Iavovapiov Tov 2002, dopyavmdvetor n TP®TH cvvavinon g opddog epyoasiogc CASCO
(WG25) pe avtikeipevo oculnmong , LeTad TV GAA®V e Ta TopaKato 0épata:
Xoykpron peta&d ISO 9001:2000 kot ISO 9001:1994.

XOykpion peta&d ISO 9001:1994 ko ISO 9001:2000.

XOykpron petagd ISO 17025:1999 ko ISO 9001:2000 (npogtopacio omd Tov opyovicpo
NATA).

Metd amd T TPAOTES GVVESPLAGELG TNG OUASOS Epyacio £yve UPavEG OTL TO va emitevyDet
o AP Kol mEPlEKTIKN evbuypdupion tov ISO/ IEC 17025 pe tov ISO 9001 6Ha
ATOLTOVGE TNV TANPN 0vadaTOTTMOT Kot TV enavaypaen tov ISO/ TEC 17025.
Aappdvovtag vroyn 0Tt OAOL 01 GLUUETOYOL OPYAVICUOL (EpYOoTPlO KOl OpYaVIGHOT
moTonoinong) eEéppacay o emtBopion vo pnv avaAdBouy o SNUOVTIKY avodedpnon
tov ISO/IEC 17025:1999, cuppmvndnke 6t 1 "gvbuypdupion” Ba mepieddppave povo 1o
eldyioto Tov aAlaydv oto ISO/IEC 17025 mov ftav anapaitteg yio va eEacaricovv
mv ovppotdémra petacd tov 17025 wor tov ISO 9001:2000. Avtd mepiérafe v
amocVieVEN TV GVVOESHOV HeTAED TV dVO0 TPOTHTOV LE TNV apaipesn TG SNAMONG GTO
7eS0 OTL T ONA®UEVOL EPYACTNPLO TOV 1KOVOTTOOLY TIS amattnoels tov ISO/IEC 17025
aLTOHOTO tKovoTolovV TV amaitnon tov ISO 9001. Avtd onuaivel amoteAespatiKd 6Tt To
gpyaotipla pmopovv va emiééovv va avayvopiotovv oto ISO/IEC 17025, 11 va
motonomBodv ocdueova pe ISO 9001, N xor ota Vo, aAAd ot dSladIKaGieg TNG
dlamiotevong Ko TG motonoinong Oa Tpémet va eival VO YOPLOTEG EVEPYELEG.

TO NEO ISO 17025:2005

Tov ®gfpovdpro Tov 2005, devepyndnke ymeopopia yio 10 TeMKO 0XE010 TPOTOAOYiOG
tov avaveouévov ISO 17025 , Baoet g omoiog 10 96% twv ynEeloviwv opyoviGUOV
uekov tov ISO kot tov eBvikov emtpondv IEC evékpive v tpomomoinon avtr. H
gpyocio ¢ avavémong &xet Aapet TAéov téAog Kot 1 véa €kdoomn tov ISO/TEC 17025 mov
Bo mephdfer To tpomomomuévo keipevo eivar MOM yeyovog. H o1eBvig cvvepyasio
gpyaotnplakng motonoinons (ILAC) €xel Béoetl o petafotikny nepiodo 2 etdv ond v
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nuepounvia g dMUocisvong g véag £KO0GNS Y10 TO OVOYVOPICUEVO EPYOGTHPLOL YOl VO
ouupope®Bovv pe Vv araitnon g ékdoong tov 2005.

Mia véa cvotnuatikn avafedpnon tov ISO/IEC 17025:2005 dev Ba eivon amapaitnt yio
mepouTéP® S5 €11, O6tav avapéveral to tportomompévo ISO 9001 va €xer dnpoocievbel 1o
2008 1 2009, kot g €k TOVTOL dev dAPAivETOL Vo VITAPEOLY TALPOLOLOL TPOPANLOTO GTO
HEALOV.

OI AAAATEX TOY NEOY ISO 17025

Ov xOpleg ardayég oto ISO/IEC 17025:1999 mov €yxovv yivel otnv eykekpiuévn
TPOTOTTOINGT APOPOLV:

Tnv devkpivion 6t 1 damiotevon cvpeova pe ISO/IEC 17025 dev onpaivel avtdpota
0Tl KaAvTTovTOn OAEG o1 amontnoels tov ISO 9001.

Tnv ahlayn otig arortioelg doiknong (mapdypaeo 4) tov ISO/IEC 17025 ®ote va
anewoviCovtal ta mepieyodpeva tov ISO 9001:2000, €1d1kd 660 a@opd TV EUPOCT OTIC
avATEPTG O101KNOMG, TN cLVEYT BEATIOON KOl NV E0TIOGT] GTNV IKOVOTOINGT TEAATMV.

210 avovempévo keipevo n AEEn «clienty €xel avtikataotabel omd ™ AEEN «customery,
nov epthapPdvetar oto ISO 9001:200. Emiong n opdon «quality management systemy
€xel emiong avtikatootabel and v epdorn «management systemy.

H swoayoyn tov véov mpotdmov mALov avaeépel OTL pe tnv dwomictevon mAEOV TO
gpyaotiplo minpol 11§ apyés tov ISO 9001. Emiong avagéper 0Tt 1 motomoinon evog
gpyoompiov ovppmva pe 1o ISO9001:2000 dev amodetkvieL TNV TEYVIKN EMAPKELD TOV
gpyaotnpiov vo mopdyel afldmoTa amoTEAECUATO KOl OEOOUEVO OVTE OTL KOAVTTEL TIG
aroutnoeglg tov ISO 17025.

ANTI ENIAOT'OY

Ymv Evpodnn 1 motdtta kot kupimg 1 dtac@dion mtototntag apyilel va maipvel cdpka
Kot 00Td amd v epappoyn tov ISO 9001, 1o omoio Paciotnke oe moratdtEPO AyyAikd
npdétumo. H yevikdtnta 100 mTpotdMOL 0motédece Pdon yuoo TV TEPUTEP® ONUIOLPYin
eEEOIKEVUEVOV TTPOTUTI®V, KOTAAANAQ Yo €101KOVG TOElg TG Propnyaviag, OT®G Yo
nmopdaoetypa ISO 14001, ISO/TS 16949, AS900, TL9000 k.a. Mmwopobpe va. paviacToOUE
70 ISO 9000 cav v oKemn £vOG OIKOSOUNLOTOS KOt TO SLAPOPO TAPAYwYo, TPOTLTA TIG
KAOeTES YPOULES TTOVL TO 0pilovV, OT®G UTOPOVLE VO, SOVLLE KO TOPUKATO:
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H e&£éMén avtdv Tov cuoTnudtov dtoyeipiong moltdtnTog To TEAEVTOLN XPOVIN, ATOTEAECE
mv Pdaon ™g e&EMENG TV GLGTNUATOV JaXEIPIoNG TOOTNTOG GE EPYACTIPLO OKIUDV
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Nn/xar dSwukpPdoewv. H avdykn yuo tnv dnuovpyia tov ISO/IEC 17025 nponibe amd v
OTOATNON TNG AYOPES, OVOPOPIKA e TNV ooy ASIOMIOTOV ATOTEAECUATOV KAT® oo
éva IKavomomTikd cvotnpa dwayeiptong modtrag. Toco to ISO/IEC GUIDE:25 6c0 kot
to EN 45001 maporo mov KGAvmTaY, KOTE KATO0 TPOTO, IKOVOTOWTIKA TO HEPOG TNG
TEYVIKNG EMAPKELNG KO OELOTMIOTIOG TOV OMOTEAEGUATOV, OV KAALTTAV TO PEPOG EKEIVO
oL apopovce TG Anautnoelg g Atoiknong (§ 4 Tov ISO/IEC 17025).

To ISO/IEC 17025 6pwg moapdro mov Ompuovpyndnke oyetikd mpdoeota to 1999,
TOPOUEVEL OKOUO, KOl ONuepa  €vol YEVIKO TPOTLTO  SOTICTEVONG  EPYOCTNPIOV
SOKIUOV/SOKPIBOCEDY, 7OV  OMUOVPYNCE ONUAVTIKA TPOPAAUaTe  epunveiag TV
TOPAYPAPOV TOL OO OSLAPOPOVS Tapay®YIKoVg Topels. 'Etol, kpibnke omapaitmto n
TEPUITEPM TOPAUETPOTOINOT] TOV TPOTVTOL AVAAOYO LE TO TOUEN €QapoYNs. H ékdoon
opopwv odnywv epapuoyns (EURACHEM, DAR CEC x.a.) anotélece £va fripo mpog
aLTH TNV KatehOvvon).

H dwgoponoinon tov ISO/IEC 17025 oe oyéon pe dAAa yevikd mpOTLTOL dloryeipiong
TOLOTNTAG EYKELTOL OTIG ALEAVOUEVES TPOLTOBEGELS TOV 0pLOBETEL Y10 TNV SLUGPAAICT| TV
TOPEYOUEVOV VLANPECIOV.  XTO TAOIoLH, OUMC, TNG OUOYEVOTMOINONG T®V TPOTOTMOV
dwyelpong mowdvttag, n emtpony CASCO t0ov Opyavicpov Ilpotvmomoinong ISO,
VoTEPO. OO TAPO TOAAEG CULVEOPLAGELS, OMOPACICE TNV OVTIKATACTOCY| TNG TOANLAS
€K600MNG TOL TPOTVLTOL e véa 1 omoio mAéov Ba elvar cvpPoty pe o ISO 9001:2000.
Axoun Opm¢ Ko 1 TPOTLIOMOINo™ E€ivol TOATIKY, KOU GE TETOOL €100VE EMTPOTES
GUUUETEYOVV EUTELPOYVAOUOVES, OO TAPO TOALES XDPES LE SOPOPETIKN OVTIANYT YLol TIG
OTOLTGELS TOL TTPOTVTTOV OAAG KOl TV Y¥PNOIUOTNTO TOV Ba £X0VV OVTEG OTN TOPAYWOYIKN
KOWOTNTA TNG YOPOS TOVG. Amogoaciotnke teAkd 1 avavéwon tov ISO/IEC 17025.

Nou pev n dwmictevon evog gpyaotnpiov cvppomve pe 10 ISO/TEC 17025, Tov diver
™V dvveToTNTO VO PUTOPEL vo. AETovpYel cvpeova pe T amorticsls tov ISO
9001:2000 arAia dev onuaivel 0TL TO €PYOoTHPLO €ival Ko motomommuévo katd ISO
9001:2000. AvT6 ovoraoTiKA 00 avaPEPETOL TNV VEX £KOOGT] TOV TPOTVTTOV.

‘Eva mapdderypa opoyevomoinong kot cvopPatotntog pe to ISO 9001:2000 amotelel t0
ISO 15189:2002 mov apopd dmwg Exovpe det Ta KAViKA gpyactipa. To mpdTumo avtd
KOAOTTTEL TAEOV GYedOV Oheg Tig amattnoelg Tov ISO 9001:2000 (extdg omd Tov oYedacud
§7.3.2 - §7.3.7). 10 mpdtLMO avapépeTor 6Tl N véa Tov €kdoomn Ba eivor mepiocdTEpT
ovuPartn pe to ISO 9001:2000.

Ao oot v eEEMEN eivarl pavepd GTL TOALL pyOcTHPLOL SOKIUMV 1)/Kat dlokpdOcemv
Ba eivar avaykaopévo vo Tpoympnoovy eKTOG omd TNV OUMIGTELGN KOl GE MIGTOMOINo
TOV GLOGTHHOTOC dlayEiplong moldTNTag oL Sabétovy cOuEmva pe To ISO 9001:2000.
>11¢ Hvopéveg ToAteieg g Apepikng woybdet okdun to tpdéturo ANSI/NCSL Z-540-1 1o
omoio dtapépel onuavtikd and o ISO/IEC 17025 (deg § 3.1). [apdro mov 1o ISO/IEC
17025 eivan éva debvég mpdtumo kol €xel vioBetnBel amd to Apepwavikod Ivotitovto
[Tpotdnwv (American National Standards Institute (ANSI)), To 110 10 Ivotitovto and v
GAAN pep1d, evékpive cuyypoveg katl Ty avavéwon tov ANSI/NCSL Z-540-1, tov lovAo
tov 2001 yio wévte axoun ypdvia Ywpig HETAPOAES, INUOLPYDVTOS £TGL GUYYLON OTA
gpyaotipla dokipumv / dwkpipoceny. Etor Aowmodv otig HITA 1o gpyactiplo doKipumv
N/xar Swkpifocenv, epdcov dwbétovv meldteg €€ amd tigc HITA, Oa mpémer va
dwmiotevovrol ovpemva pe to ISO/TEC 17025 (avaAioyo LE TIG OTOLTHOELS TOV TEAUTMV)
EVO Yo TNV ecmTEPKN ayopd twv HITA ocopemva pe 1o ANSI/NCSL Z-540-1, to omoio
ocvvnBwg amatteiton amd 10 Ymovpyeio EBvucng Apvva tov HITA 1 tovg didpopoug
vEPYOLAPouG.

Mia véa emavékdoon tov ISO/TEC 17025:2005 avapéveton petd to 2010 mhéov, | omoia
Ba etvon petayevéotepn g avavémong tov ISO 9001:2000 (avapéveton to 2008-2009),
omdte Ko mBovmdg vo vIapEOVV ONUOVTIKEG OAAOYEC GTNV OOUN TOL TPOTVTOL KO
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neplocotepns ovpPatomrog pe to ISO 9001:2000. Towg t01e TO0 TPOTLVIO Ppet TV
amodoyn mov Tov apuolet ko amd T HITA.

Eniong, apyng yevopevne pe 1o ISO 15189:2002, dev amokieietar 10 YEYOVOS GTO
éupeco pédiov va viomommBovv mpotvma Swwmiotevong, Paciopeva oto ISO/IEC
17025 ko ywo Grhovg Topeic epyoaotnpiov. Ilpog 10 mapov vEapyovy pévo o1
KatevOuvtipreg 0dnyieg epappoyng tov ISO/IEC 17025 avé topéa epappoyic.

H dnuovpyio vémv GUGTNHATOV TOPAYOYNG VINPECLOV Kol TPOIOVTOV mBel 0VC106TIKA
OTNV TEPUTEP® TAPUUETPOTOINCN TMOV YEVIKOV GCLUCTNUATOV JSloEIPIoNG mo10TNTOG
avaAoyo LE TNV TOPEYOLEVN VTINPEGTA 1] TO TapeYOUEVO Tpoidv. H mapapetpomroinon avty
TOPEYEL TNV SVVATOTNTO TPOGPOPAS TOLOTIKOTEPMOV TPOIOVIMV KOl VIINPECIDOV GTOV TEAIKO
KOTOVOAW®TY).

BIBAIOTPA®IA

1 MIL-STD-45662 10 June 1980, MILITARY STANDARD “Calibration Systems Requirement”

2 ISO/IEC Guide 25:1990 “General requirements for the competence of calibration and testing laboratories”

3 ISO 10012 “Measurement management systems — Requirements for measurement processes and measuring
equipment”

4 EN — 45001 “General criteria for the operation of testing laboratories”

5 1SO 9001 “Quality management system — Requirements”

6 ISO/IEC 17025 “General requirements for the competence of testing and calibration laboratories”

7 ISO/IEC Guide 58:1993 “Calibration and testing laboratory accreditation systems — General requirements for
operation and recognition”

8 YEMINAPIO ALGOSYSTEMS 1998

9 CASCO — EIIITPOIIH ISO I'IA TO ISO/IEC 17025

10 QUALITY MANUAL ISO/IEC 17025 ALGOSYSTEMS S.A. - TOMEAY METPOAOTTAX

11 ISO 15189 “Medical laboratories-Particular requirements for quality”

12 Raad voor Accreditatie (RvA) “Cross-reference table ISO 15189 versus ISO/IEC 17025”

13 COORDINATING EUROPEAN COUNCIL «ISO17025 INTERPRETATION DOCUMENT FOR CEC TEST

METHODS» - Prepared by CEC European Accreditation Uniformity Project. - CEC-P-01-02 European Accreditation
Uniformity ISO/IEC17025 interpretation document Issue 2.0 20Nov2002
14 «EURACHEM / EA Guide 04/10 — Accreditation for Microbiological Laboratoriesy

H maparmdve mapovciocy oamotelel HEPog TtHS OIMAMUOTIKIG EPYAGIAS TOV GUUUETEXOVTOS, 6TO TPOypouua MEeTarnTo 10K
Eéeidixsvons : AIAXPAAIEH II0IOTHTAY -EAAHNIKO ANOIKTO IIANEITIXTHMIO —-EAIT

1° Taktikd EBvikd Zvvédpio Metporoyiog Yeh. 462



Conclusions

ISO/IEC 17025 as well as its derivatives of (ISO 15189 and various directives of application per sector of
laboratories or sector of application) are standards that determine definite requirements that are to be
covered by the laboratories that would like to achieve capable production and reliable results. These
requirements were developed by teams of laboratorial experts from in the entire world at the duration of last
30 years. History shows that from ancient years, already various systems of measurements existed, as well
as quality assurance systems for production or services (e.g. the standard Egyptian length, checking system
for silver currencies in Ancient Greece e.t.c).

The exaltation for quality assurance and the need for the realisation of reliable and worldwide acceptable
results, originated mainly after the Il World War from the other side of the Atlantic and particularly from
the requirement of Public Military Organisations of United States of America in order to have military
material of acceptable quality based on definite military specifications (Military Standards).

In Europe, quality and mainly quality assurance begins to take flesh and bones from the application of 1ISO
9001, that was based on older English standard. The generality of standard constituted the base for the
further creation of specialised standards, suitably for special sectors of industry, as for example 1SO 14001,
I1SO/ts 16949, AS900, TL900O e.t.c. We can imagine ISO 9000 as the roof of a building and the various
derivative standards the vertical lines that was constructed of, as we can we see also below:
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The development of these quality management systems in the last years, constituted the base of development

quality management systems for testing / calibration laboratories.

The necessity for ISO/IEC 17025 creation emanated from the requirement of market, with regard to the

provision of reliable results under a satisfactory quality management system. Both ISO/IEC GUIDE:25 and

EN 45001 even if they covered, in some way, satisfactorily the part of technical sufficiency and reliability of

results, they did not cover that part that concerned the Management Requirements of Administration (84

ISO/IEC 17025).

However ISO/IEC 17025, although it was created relatively recently in 1999, remains even today a general

standard for the accreditation of testing / calibration laboratories, that created serious problems of

interpretation of its paragraphs from various productive sectors. Thus, the further specialization of the
standard, depending on the sector of application was judged essential. The publication of various directives
of application (EURACHEM, CEC e.t.c..) constituted a step to this direction.

The differentiation of ISO/IEC 17025 concerning other general standards of quality management lies in the

increasingly important conditions that determine the degree of assurance for the provided services. These

conditions, that substantially govern the standard, are:

. Availability of Human Resources: The availability of suitable human resources for the
concretisation of technically reliable results, constitutes fundamental point of requirement axis of the
standard both in its current publication as well as in previous standards (EN 45001, ISO
GUIDE:25). The availability and the appropriateness of instruments used for testing or calibration,
also taken into seriously consideration.

. Responsibility of Laboratory: The laboratory has all the suitable personnel and certain competence
via written processes to execute definite work in the laboratory facilities.
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. Impartiality and Ethics: The standard makes particular report on the impartiality and ethics of the
laboratory personnel at the implementation of his duties. Exterior influences on measurements issues
and publication of results of measurement considered not acceptable and aren't allowed.

. Documentation and Transparency of methods: The documentation of the procedures is materialised
via international recognized standards, or through interlaboratory comparisons of same
measurement. Processes should be opened in internal and exterior investigations (audits), so various
factors that can do have repercussions in the laboratorial search of objective results, may be
determined easily and to be corrected.

. Environmental Conditions: Environmental conditions and the laboratorial installations of testing /
calibration, are elements which the standard, in all the publications, do require that should be taken
into consideration seriously, in as far as their changes at the duration of measurements can alter
considerably the final result of measurement.

. Reliability - Validity of Testing / Calibration: The standard reports analytically the requirements of
publication of such certificate, in order that this is considered valid and it contains uncontradictable
reliability results of measurement.

. Measurement Traceability: The results should include the traceability in international standards, via
a recognized system of measurements (SlI), that is to say, the attribute of a result of measurement or
the standard value, will be supposed it is connected in determined standards, usually national or
international standards, via means of united chain of comparisons, allocating determined
uncertainties of measurement.

. Measurement Repeatability: The laboratory has the possibility of producing the same results of
definite testing / calibration, in acceptable tolerances at the duration of next testing / calibration.

In the light of the need for homogenisation of quality management standards, the CASCO committee of
International Organisation of Standardization 1SO, after a lot of meetings, which began already one year
from the publication of ISO/IEC 17025 in 2000, it decided the replacement of the old publication of the
standard with new one, which will be more compatible with 1ISO 9001:2000. Still however, standardization
is politics, and in such committees experts participate from very a lot of countries with different perception
for the requirements of the standard but also the usefulness that will have these requirements in the
productive community of their country. Finally it was decided the renewal of ISO/IEC 17025 (see §7) but
with a compromise.

The accreditation of laboratory according to ISO/IEC 17025, gives the possibility of operating according

to the requirements of ISO 9001:2000 but it does not mean that the laboratory is also certified against

IS0 9001:2000. This substantially will be reported in the new publication of standard.

An example of homogenisation and compatibility with 1SO 9001:2000 constitutes the 1ISO 15189:2002 that

concerns as we have seen clinical laboratories (see § 6.3). This standard covers henceforth almost all the

requirements the I1SO 9001:2000 (apart from planning 87.3.2 - §7.3.7). In the standard is reported that a

new publication will be more compatible with 1SO 9001:2000

From this development is obvious that a lot of laboratories of testing / calibration will be forced to advance

apart from the accreditation and certification according to 1SO 9001:2000.

In the United States of America is still in effect ANSI/NCSL 540Z-1 standard which differs considerably

from ISO/IEC 17025 (see § 3.1). Even if ISO/IEC 17025 is an international standard and has been adopted

by the American Institute of Standards (American National Standards Institute (4/NVSI)), the Institute from
the other side, approved simultaneously also the renewal of ANSI/NCSL 540Z-1 in 2001 for more 5 years,
without changes, creating thus confusion in the laboratories of testing / calibration. Thus therefore in the

USA, the laboratories of testing / calibration, in case the have customers outside USA, will be supposed to

be accredited according to ISO/IEC 17025 (depending on the requirements of customers) while for the

internal market of USA according to ANSI/NCSL 540Z--1, that is usually required by the Ministry of

National Defence of USA or the various subcontractors.

A new revision or edition of ISO/IEC 17025:2005 is expected after 2010, which will be later of the renewal

of 1SO 9001:2000 (it is expected in 2008-2009), therefore also probably important changes in the structure

of standard exist and more compatibility with 1ISO 9001:2000. Perhaps then the standard finds the
acceptance that his it suits also from the USA.

Also, beginning with ISO 15189:2002, does not exclude a future formulation of accreditation standards,

based on ISO/IEC 17025 for other sectors of laboratories. Currently only guidelines of application of

ISO/IEC 17025 per sector of application exist.

The creation of new systems of production of services and products prompts substantially in the further

specialization of general quality management systems depending on the provided service or the provided

product. This specialization provides the possibility to offer more quality products and services in the final
consumer.
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