EAAHNIKH AHMOKPATIA

AAAE

AveEaptnin Apxn
Anpooiwy Eoddwy

Opyavwon
&

lpocwrniko

EAgyxOpeVO
[ AmoBrikeuon Ztowyeio -
EYYPODWY

KoL VAWV,

ENHMEPQTIKO OYAANAAIO
NATHN

OPOH EPrAzTHPIAKH NPAKTIKH
(GOOD LABORATORY PRACTICE)

AUnva, NoéuBpiog 2017



Zuvraén NepLeyougvou:

F'evikn Ate0Buvon Mevikou Xnueiou tou Kpatoug (M.A.I.X.K.)
AteUBuvon Evepyelakwy, Blopnxavikwy kat Xnpkwv Mpoioviwy
TuApa B” - Xnuikwv Kat Blopnyavikwy Mpoidvtwv

EmuéAeia ékboong:

Fevikn Ate0Buvon HAektpovikng AtakuBépvnong & AvBpwrvou Auvapikou (M.A.H.A.A.A.)
AteBuvon Opydvwong (A.OPT.)

Tunua A’ - YmoBéoswv MNoAtwy




MMeprexopeva
SYNTOMOTPADIES ....oooovvveereveeeeeeeseeeseeseseesssssseesesssssesesssssesssssssessssasesesssssssssssassessssessssss 3

1. OPOH EPTAXTHPIAKH NPAKTIKH (O.E.M. ) - GOOD LABORATORY PRACTICE (G.L.P.)....... 4

011011 To ) ISP 4

L TENTKA oo e s e seees e s s es e s ees e ee s eeeese e seseees e sneeeesee 6
2. NOMOOESIA ... eeeeeeee e e s e s e e s es s s eee e se e eeseess e eeseses e seeeesee 9
3. APMOAIA EONIKH APXH - NMEAIO EDAPMOTHS ..o eeeeeee e eeeeees e seeeeeee 12
4. NIEEATQIH TQN ENIGEQPHIEQN AMO TH AIEYOYNSH ENEPTEIAKQN, BIOMHXANIKQN KAl
XHMIKQN MPOIONTQN THE I.A.F.X.K. (EONIKH APMOAIA APXH) ..o 14
5. AIAAIKAZIA ENTAZHS NMEIPAMATIKHE MONAAAS (M.M.) ‘H MEIPAMATIKOY TOMOY (T.T.)
5TO MPOTPAMMA O.E.TT. TNG T.A T XK. oo eeees e ee e sese e eeeesee 16
6. MEIPAMATIKES MONAAES (M.M.) & MEIPAMATIKOI TOMOI (M.T.) O.E.M.eeoveeeeeeeenene 18
STO MPOTPAMMA THE T.ATX.K. woeeeeoeeeeeeeeeeeeeeeeeeee s eeee s es s seeee s seeeseeeoe 18
BIBAIOTPADIKES ANADOPES .......oooveeeeoeeeeeeeeeeeevee e eeess e eeses s sese s seseses e seeeess e sesesees 19

GLP




ZYNTOMOIPAOIEZ

AAAE. Aveéaptntn Apxn Anupociwv Ecodwv

AX.Z. AvwTtato Xnuiko ZupBouAio

r.A.rX.K. M'evikn AtevBuvon FevikoL Xnueiou Tou Kpdtoug

E.E. Eupwmnaiki Evwon

K.Y.A. Kown Yrmoupyikn Antédoaon

0.0.1.A. Opyaviopog OLKoVoRLKAG Zuvepyaaoiag kat Avamtuéng
n.mM. MNewpapatikiy Movada

n.T. Mepapatikog Tomog

T.AA. Tumonotnpéveg Aladikaoieg Asttoupyiog

G.L.P. Good Laboratory Practice

O.E.C.D. Organisation for Economic Co-operation and Development
S.0.Ps Standard Operating Procedures




1. OPOH EPTAXTHPIAKH NPAKTIKH (O.E.N. ) - GOOD LABORATORY PRACTICE (G.L.P.)

I. OPIZMOI

0p0On Epyactnplakr Npaktikr) — Good Laboratory Practice

H Op6n Epyaotnplakn Mpaktikn (O.E.M. ) elval éva cuotnua moldtntag, mou adopa
otnv opyavwtikn Stadikaagio Kol oTlG gUVINKEC UTIO TLG OTIOLEG OL EPYOLOTNPLAKEG N
KALWVLIKEG MEAETEG yLa TNV aopAAela TNG avOpwTvng Lyelag Kot Tou mepLBAAAOVTOG,
oxeblalovtal, Ole€ayovral, eAéyxovtal, Kataypadovial, apxeloBetovvtal Kal
napouoLalovtal oTNV CUVTAOOOWEVN TEALKN €KBeoT.

‘Opol GXETIKA LE TNV 0pyavwon TnG Metpapatikic Movasdag

Nepapatikl Movada (M.M.) - Test facility

Elval ta mpoowma, oL XwpoL Kal 0 eEOMALOUOC TToU amaltouvtal yla tn die€aywyn
HLOG UN KAWIKNG UEAETNG ylwa TNV aodAAela TG avOpwrivng uyeiag KoL Tou
niepLBailovroc.

Nepapatikog Tomog (MN.T.) - Test site

Eivat n/oL tomoBeoia/ec otnv/ic omoia/ec Sie€ayovral pia 1 Kol TIEPLOCOTEPEG
dAoELG TNG HEAETNG.

Awoiknon Nepapatikic Movadag - Test facility Management

Eivat to f ta e€ovolodotnuévo/a mpdowrno/a mou €xet/ouv TNV TUTILKA €uBUVN TNG
opyavwong kat Aettoupyiag tng N.M. ocUudpwva pe tig apxég O.E.M..

Awoiknon Nelpapatikov Tomou - Test site Management

Eav éxeL oplotel, elvat to 1 ta mMpdéowrno/a mou eival apupddio/a yia va
Staodaliosl/ouv TNV tpnon twv Apxwv tng O.E.M. kat tnv Ste€aywyrn tng LEAETNG A
TwV PACEWV TNC, YLa TLG omoieg elvat urtevBuvo/a.

Xpnuoatodatng - Sponsor

Elval to ¢puoiko 1 voulkd mpoowrmo mou avaBbétel, xpnuoatodotel kat/r) umtoBAAAeL
OTOUG apUOSLOUG Pl Un KAWLIKA MEAETN yla TNV aoddAela TG avOpwrivng Vyeiag
Kall Tou mepLBAariovroc.

AweuBuvtng MeAétng - Study Director

Elval to mpoowrmo mou €xeL Tnv €uBUVN yLa TNV cUVOALKN Sle€aywyn TG KN KAWVLIKAG
HEAETNG, YL TNV acPAAEL TNG avBpwTILVNG UYELOG Ko Tou TiepLBAAAOVTOG.

KUprog epguvntr - Principal Investigator

ElvalL to mpéowno, TO omoilo, ot mepimtwon mou n HeAETn Oe€ayetal oe
TIEPLOCOTEPOUC ATO €vav TOTOUC OSOKIUWV, evepyel €€ ovopatog tou Aleubuvti
MeAETNG Kal €xeL KaBoplopévn appodlotnta yla TG PAcELS TNG UEAETNG TTOU TOU
avartiBevtal.

Npoypappa AraodpdaAiiong Nototntag - Quality Assurance Programme

Eivar éva kabBoplopévo ovotnua, oupmepAaUPavVOUEVOU KAl TOU OXETIKOU
TIPOOWTILKOU, TO Omolo eivat avefaptnto amnod tnv Ste€aywyr tng HEAETNG Kal OKOTO
€XeL va mapéxel otnv Stoiknon tng MN.M. tv StaBePaiwon o6tL akoAouBolvtal ot
Apxéc O.E.IMN.



Tunonownpuéveg Aradikaoieg Asttoupyiag (T.A.A.) - Standard Operating Procedures
(S.0.Ps)

Elval ypantég Sladikaoieg, mou meplypadouv tov Tpomo Stefaywyng SoKlHwy N
EPyOOlwY, OL OToleg Kavovika &ev meplypddovtol AEMTOUEPWS OTA OXESLA TwV
HEAETWV 1] oTIG 06nyieg yla Sdte€aywyn Twv SOKLUWV.

Baolko Xpovodiaypappa - Master Schedule

Elvat éva oUvolo xprAowwv TAnpodopLlwy yla TNV €KTIINON Tou $GOPTOU EpPyaciag
KOl yLOL TNV LYVIAATNON TwV HEAETWV o€ pia MN.M..

‘OpoL OXETIKA ME TNV 1N KAWVLIKA HEAETN yla TNV acdAAELd TG avOpwrvng uysiag
Kol Tou mepLBailovtog

Mn kAwiki peAétn - Non clinical study

Elval éva meipapa ) pa celpd MEWPAUATWY, HE TA OTola éva EAEYXOLEVO OTOLXELO
e€etaletal oto €pyaoctnplo N oto TePLBAANOV yla va ouykevipwBouv otolxeia
OXETIKA HE TIG LOLOTNTEC TOU H/KaL TNV aodAAELd TOu Kol Ta ortoia Oa umoBAnOouv
OTLG OPHOSLEC VL0 KAVOVIOTIKEG pUBUioeLg ApXEG.

BpaxunpdBeoun MeA£tn - Short-term study

Elval po peAétn UIKpAG SLApKELOG, N omola TPAYUOTOTOLETAL UE TPEXOUOEC
TEXVIKEC EUPEWC XPNOLLLOTIOLOUEVEC.

Ix£610 MeA£étng - Study Plan

Eivar éva é€yypado, oto omoio kaBopilovtol oL OTOXOL KOl KOTOAOTPWVETAL N
nepapatiky paocn ywa tn Ste€aywyn TG HEAETNG, Omou mepllapBavovtal Kal ot
TUXOV TPOTIOTIOLNCELC.

Newpapatiko Tuotnua - Test System

Elval omoloénmote BloAoyiko, XnNUko i $uclkd cUOTNUA, TTOU XPNOLUOTIOLELTAL OE
HLa LEAETN, KABWC Kol oL cUVOUAOHOL TOUG.

Aokipo - Specimen

Elvar omolwodAmote UAkO, mou Aaufdvetal amd €va MNelpapatikdo ZUoTnUo yla
e€étaon avaiuon n datrpnon.

Tumomnotnuéveg
Awbikaaoisg
_ Aswoupyiag




‘Opol oxetika pe to EAeyxopevo otolxeio

EAcyxopevo otoyeio - Test item
Elval omolodnnote otolyeio, mou untokeLtal o€ EAeyxo / LEAETN.
Ztolxeio avadopag - Reference item (control item)
Elval olo6Amote xpnoLUOTIOLOUUEVO OTOLXELO W HECO CUYKPLONG KE To EAeyxouevo
Itolelo.
Il. FTENIKA

Ou apxég tng OpBng Epyaotnpiakng Mpaktikng O.E.M. avamtuxBnkav yla tnv
mpowBOnon TNG MoLOTNTAG KAl TNG EYKUPOTNTAG TWV SE60UEVWY, TTIOU TTOPAYOVTOL OO
SOKIUEC KOl XpNOLUOTIOLOUVTAL YLt TOV TIPOOSLOPLOUS TNG AOPAAELNG TWV XNHUIKWV
npoiovtwy. OL apx€C auTEC TPETEL va edappolovial amd €yKOTOOTAOEL TIOU
Sle€ayouv peléteg TIG omoieg umoBaAAouv oe eBvikég ApxEg (1 otnv Eupwmnaikn
Evwon — E.E.) ywa okomoUg afloAdynong tng EerKvduvotNTAC TWV XNHUKWV
TPOLOVTWV KOl ylo. AAAEG XPNOELG IOV OXeTL{oVTaL UE TNV TPpooTacia Tou avBpwrou
Kall Tou mepLBaAAovtoc.

Ol xwpeg-péAN tou Opyaviopol Owkovoulkng Zuvepyaoiag kat Avamtuéng (0.0.2.A.)
enedlwav va evappovicouv oe SleBvég eminedo T peBdSoug Soklpwv Katl TNV
O.E.IM., MPOKELWEVOU VAL NV TIOPEUTTOSILETAL TO SLEBVECG EUTIOPLO XNULKWV TIPOTOVIWY
and Vv edapuoyn SladopeTKWY  cuotnuAtwyv. M Sebvic  opada
EUMELPOYVWHOVWYV TIoU 16pUBNnKe to 1978, ota mAaicla Tou £l8IKOU TTPOYPAMUATOG
Tou 0.0.2.A. yLa TOV €AEYXO TWV XNMLKWV OUCLWV, OVEMTUEE TIGC apXEC yia tnv O.E.M.
Tou 0.0.2.A.. Hopdda tTwv EUNeLpOoyVWHOVWY Baciotnke, kuplwg, otig apxég O.E.M.
YLOL TLG 1N KALVIKEG EPYOLOTNPLOKEG LEAETEC, TTOU SnUoacievoe n AJepLkavikn Yinpeoia
Tpodipwv kot Oappdkwv (US Food and Drug Administration) to €tog 1976, aAA& kat
0€ AAAEG KOLWVEG SLAXELPLOTIKEG KOl ETILOTNUOVIKEG TIPAKTIKEG KOL OTNV EUMELPLO TTOU
npoékuPe amnod Stadopeg €BvikoU 1) S1eBvol¢ emmédou SpactnploTNTEC. TNV opAada
TWV EUTELPOYVWHOVWY, otnv omoia Atav emikepaAng ot Hvwpéveg MMoAwteleg,
OUMMETEIYOV EUMELPOYVWHOVEC QMO TIC XWPEG: AuotpoAia, Auvotpia, BéEAylo,
Kavadag, Aavia, laAiia, Teppavia, EAAAda, ItoAia, lamwvia, OAavdia, Néa
ZnAavdia, NopBnyia, Zounbia, EABetia, Hvwpévo Baoilelo kat Hvwuéveg MNoAtteieg,
KaBwg kal amd toug Opyaviopoug: Emtponn) twv Eupwmnaikwv Kowothtwy,
MNaykooulo Opyaviopo Yyeioag kot Alebvr) Opyaviopd Tumomoinong. O apx€G mou
avantuxbnkav and to IupBouAlo tou 0.0.32.A. (OECD Council), To €tog 1981,
avadépovral otnv Amodgdaon tou upBouAiou tou O0.0.2.A. [C(81)30(Final)]
napaptnua Il (Annex Il), oxetikd pe «ta dedopéva TOU TAPAYOVTIAL OO SOKLUEG
XNUWKWV ouclwv, o xwpa-pélog tou 0.0.2.A., oluPwva HE TIC KATEUBUVTAPLEG
vpapuég tou 0.0.2.A. kat tg apxéc O.E.N. tou O.0.I.A., mpémeL va yivovrtat
amobekTa Kol ota GAAa Kpatn-péAn tou 0.0.1.A., yla okomoug afloAdynong tng
ETUKLVOUVOTNTOG TWV XNHULKWV TIPOIOVTWY Kal AAAWV XPr|OEWV TTou oXETI{oVTal LE TNV
npootacio Tou avBpwmou Kat tou TepBarAovtog». H anddaon autr amotelel
Juotaon tou 0.0.2.A. OTIC XWPEG-MEAN TOU.

To €tog 1995, oL apxég tng O.E.N. Ttou O.0.I.A. avaBswpnbnkav ota mAaiola
TIPOCAPUOYNE TOUG OTNV ETLOTNUOVLKA KOL TEXVIKN TIPO0d0o Kal gykpiBnkav amnd to
ZupBouAlo tou 0.0.2.A. tnVv 26 NoeguPpiou 1997, cuudwva pe tnv Anodaon [C (97)



186/Final]. Ano autn tnv €kdoon mpogkuPav ol povoypadieg tou 0.0.Z.A., OXETIKA
HE TS apyxég O.E.M., oL omoieg LloxUouv €wg Kal orUEPQ.

Me TG apxég tng O.E.M. emblwketal n cuykévtpwon dedopévwy uPnAng moldtnTag.
H edappoyn twv ev Aoyw apxwv npowbetl Tig deBveic cuvallayEg Kal TauToxpova
OUMBAAEL kal TpowBel TNV Tpootacio TNG Uyslag Tou avOpwIou KOl TOU
nepBarlovrog.

! Objectives of GLI®
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GLP makes sure that the GLP also makes sure Promotes
data submitted are a true that not to indulge in international
reflection of the results any fraud activity by acceptance of
that are sbtained during labs tests

the study

ZKOTOG

OL apxég O.E.M. edopuolovral oTIC KN KALVIKEG SOKLUEG EAEYXOUEVWY OTOLXELWY,
TIOU TIEPLEXOVTAL O GAPUAKEUTIKA TIpoiovTa, dutodapuaka, KAAAUVTIKA mpoidvta,
KTNVLOTPKA ddpuaka, kabwg kot mpdobeta tpodiuwyv, mpocbeta wotpodwyv Kal
Blounyavika YnUKa mpoiovta. Ta ev AOyw eAeyxOpeva otolxeia ival, ouvnbweg,
OUVOETIKEC XNULIKEC EVWOELG, aAAQ pmopel va eival, emiong, puaotkng i BLOAOYLKAG
TIPOEAEUONC KOL OE OPLOUEVEC TIEPUTTWOELG {wvTavol opyaviopol. O okomog SOKLUNC
QUTWV TWV EAEYXOUEVWYV OTOLXElWV gival 0 TPoodloplopdg Twy ELOTATWY Toug R/Kat
™G aopAAELAC TOUG, 000V adopd otnv avBpwrivn vyeia /Kot oto mepBAAlov.

Mn KAWLIKEG MEAETEC yla TNV aoddAela tng uyeiag kat tou TepLBAAAovtog, Tou
KaAUmtovtal amnod tig apxeg O.E.NM., pmopel va Sie€dyovtal oto epyaotrplo, oTo
Bepuoknmo 1 otov aypo.

Ou apxég O.E.N. epapupolovtar o€ PEAETEG SOKLUWV TOU AmOLTOUVIAL OO TNV
vopoBeoia, yia oKkomoug Kataxwplong i adetod0tnong GopUaKEUTIKWY TPOIOVTIWY,
dutodapudkwy, mpoécbetwy tpodipwyv Kot wotpodwv, KAAAUVIIKWY TPOIOVIWY,
KTNVLOTPLKWY PAPUAKEUTIKWY TIPOTIOVTWY KAl TAPOUOLWY MPOoidvIwy, Kabwg KoL ano
Vv vouoBeoia mou SLEMeL Ta XNUIKA Tpoidvta, 6oov adopd adevog HeEV oTnV
Kataxwplon, otnv afloAoynon kat otnv adsodotnon kol adetépou  otnv
Talvouncn, otnV EMIGAKAVON, OTNV CUCKEUAGCLO XNUIKWY OUGLWV /KAl LELYUATWY
(oUpdwva pe Toug Kavoviopoug REACH kat CLP, avtiotowya, tng E.E.).



ApoBaia Artodoxn Asdopévwv - Mutual Acceptance of Data

O €AeyX0C TWV XNMLKWV OUCLWV €lval €pyacia omaltnTky Kol OTLG TIEPLOCOTEPES
neputtwoelg  WSlaltepa Samavnpr. Zuxvd, TA Bla XNUIKA gAéyxovtal Kal
afloAoyouvtal o€ TMOAEG XWPEC. Aev TIPEMEL va YIVETAL OTIATAAN TwWV OPWV, TOU
SlatiBevral ya TG Sokueg, pe emavoAnPelg avtwy, e€attiag anokAicewv, Hetafl
TWV KPATWV PEAWV, 0g OTL adopa OTNV EPYOOTNPLAKN TIPOKTLKN.

Eniong, ywa va Staodpaiiobel n mpootaocia Twv {wwv, €ival avaykn va neploplobel o
0plOUOC TWV TMEPOUATWY, TIOU TpOyHATomowoUvVTaL o autd. H auolBaia
oVayVWwELON TwWV ONMOTEAECUATWY  OOKWWVY, Tou €xouv TpokUPel Paocel
TUTIOTIOLNUEVWY KOL OVOYVWPLOUEVWY HeBOSwV, amotelel Baolki mpolnobeon yla
TNV Helwon Tou aplBpol TwV MELPAUATWY OTOV TOUE AUTOV.

MNa toug mapamndavw Aoyoug, o 0.0.2.A. to €tog 1981, pe Anodaon tou ZupBouliou
tou [C(81)30(Final)], oxetika pe tnv apoBaia amodoxn dedopévwy (MAD), opilel oTL
ta 6edopéva SoKLHwy, TTou Ttapayovtal oe onoladnmote ywpa pPEAog tou 0.0.Z.A,,
ocUUPwWVA PE TIG KATEVLOUVTAPLEC YPAUUES Kal TG apxEC O.E.NM. tou 0.0.1.A., mpénel
va yivovtol anodektd Kol ot AAAEC XWPEG-UEAN TOu, yla okomoU¢ aloAoynaong,
KaBwg KoL yia GAANEG Xprioelg Tou oxetilovtal Pe TNV mpootacia tng avepwrivng
vyelag kat tou meptBaAlovroc.

Me tnv Anodoon tou JupPouliou tou 0.0.3Z.A. {C(89)87/FINAL Amended with
C(95)8/FINAL} to £€tog 1989, dtaodalilstal otL ta dsdopéva mou mapayovtal £Xouv
npayuatt avantuxBel cupdwva pe Tt apxeg tng O.E.N.. Auti n Anodaon - Zuotaon
ToUu ZupBouliou, OXETIKA e TN cUppOopdwon e tnv O.E.M., Beomnilel Stadikaoieg yla
Vv TmapakoAouBbnon NG ouppdpdwong pe tnv O.E.M., HEOWw OUOTAMATOC
ETUOEWPNOEWV KOl EAEYXWV UEAETNG LETAEL TWV KpATWV-HEAWY, KaBw¢ Kal TTAalciou
yla 8ebvr ouvdeon petall Twv €Bvikwv Apxwv O.E.M. kal Twv appddiwv eBvikwv
ApXWV ylol KOVOVLOTIKEG puBuioelg, mou AapPdvouv ta moapayoupeva Sedouévwv
(Receiving Authorities). Zta mAaiolwa tng ev Aoyw OStaoddAiong o O.0.2.A. €xeL
Beomioel mMPOypaAUPA Yl TOV TIEPLOOIKO EAEYXO EPYACLWV TWV aApUOSLwv Apxwv
O.E.N. twv xwpwv mou eival péAn tou, cupdwva Pe To omoio KABE xwpa eAEyXETAL
ava bekaetia, nepimou, and opada emBewpntwv tou 0.0.2.A., HEAN NG omoiag
elval emBewpntég O.E.N. xwpwv-peAwv 1 kat péAn tou 0.0.Z.A..



2. NOMOGOEZIA

I. OPOH EPTAZTHPIAKH NPAKTIKH (O.E.N.) TOY 0.0.2.A. —
O.E.C.D. SERIES ON PRINCIPLES OF GOOD LABORATORY PRACTICE (G.L.P.)

Ano tov O.0.2.A. éxouv ekdoBel ta mapakdtw eyypada oxetikd pe Tig apxég tng O.E.M. kat

TNV napakoAolBnon TNG CUUUOPHWONG :

Apx€c OENM OOZA - OECD Principles of GLP
O0ZA Apxéc Opdric Epyaotnplaknc [MpakTikig:
No 1: OECD Principles on Good Laboratory Practice

OEN £yypada cuvaiveong - GLP consensus documents

Awaopadlion Modtntac kot OEN:

No 4: Quality Assurance and GLP (revised 1999).

ZUUUOPOWaN TwV mpounBeuTwy epyaotnpiwy Ue Tic apyec OEN

No 5: Compliance of Laboratory Suppliers with GLP Principles (revised 1999).
Epapuoyn twv Apywv OEl ge UEAETEC aypoU:

No 6: The Application of the GLP Principles to Field Studies (revised 1999).
Epapuoyn twv Apywv OET o Bpayunpodeoueg UEAETEC:

No 7: The Application of the GLP Principles to Short Term Studies (revised 1999)
O pdAoc kat ot apuodiotntec tou AteuBuvtn MeAétng otig ueAérec OEN:

No 8: The Role and Responsibilities of the Study Director in GLP Studies (revised
1999)

Epapuoyn twv apywv OEM ge HAektpovika Zuothuata:

No 10: The Application of the Principles of GLP to Computerised Systems(1995)
[Note: this document has been replaced by Advisory Document No 17: Application of GLP
Principles to Computerised Systems]

Epapuoyn twv apywv OEMN tou OOJA gtnv opyavwon kat tn Staxeipton UEAETWY o€
SLapopetikouc Tomoug:

No 13: The Application of the OECD Principles of GLP to the Organisation and

Management of Multi-Site Studies

KaBodnyntika gyypada yia tn cuppopdwon tTwv Appodiwv Apxwv - Guidance
Documents for Compliance Monitoring Authorities

AvadewpnUEVEC KATEUTUVTHPLEC YPOAUUEC YL TH CUUUOPQWAN TwV Apuodiwv

Apywv:

No 2: Revised Guides for Compliance Monitoring Procedures for Good Laboratory
Practice

AvaBswpnuévo kadodnyntiko Eyypago yio ToV TPOno EmBewpnaong tou
EPYOTNPIOU KoL TOV EAEYYO TWV UEAETWV:

No 3: Revised Guidance for the Conduct of Laboratory Inspections and Study
Audit

KaBobnyntiko Eyypapo yia tnv ouvraén twv_ekBeoswv emidewpnaonc OEI:

No 9: Guidance for the Preparation of GLP Inspection Reports



http://www.oecd.org/officialdocuments/displaydocument/?cote=env/jm/mono(99)20&doclanguage=en
http://www.oecd.org/officialdocuments/displaydocument/?doclanguage=en&cote=env/jm/mono(99)21
http://www.oecd.org/officialdocuments/displaydocument/?doclanguage=en&cote=env/jm/mono(99)22
http://www.oecd.org/officialdocuments/displaydocument/?doclanguage=en&cote=env/jm/mono(99)23
http://www.oecd.org/officialdocuments/displaydocument/?doclanguage=en&cote=env/jm/mono(99)24
http://www.oecd.org/officialdocuments/displaydocument/?cote=ocde/gd(95)115&doclanguage=en
http://www.oecd.org/officialdocuments/displaydocument/?doclanguage=en&cote=env/jm/mono(2002)9
http://www.oecd.org/officialdocuments/displaydocument/?doclanguage=en&cote=env/jm/mono(2002)9
http://www.oecd.org/officialdocuments/displaydocument/?cote=ocde/gd(95)66&doclanguage=en
http://www.oecd.org/officialdocuments/displaydocument/?cote=ocde/gd(95)66&doclanguage=en
http://www.oecd.org/officialdocuments/displaydocument/?cote=ocde/gd(95)67&doclanguage=en
http://www.oecd.org/officialdocuments/displaydocument/?cote=ocde/gd(95)67&doclanguage=en
http://www.oecd.org/officialdocuments/displaydocument/?cote=ocde/gd(95)114&doclanguage=en

e JupuPouleutika éyypada anod tnv Opada epyaciag OEMN - Advisory Documents
of the Working Group on GLP

O poAoc kat ot UMEUTUVOTNTEC TOU YPNUATOSOTN KATA TNV EQAPLOY TWV QpYWV
OEN

No 11: The Role and Responsibility of the Sponsor in the Application of the
Principles of GLP

Altnua kat Ste€aywyn emtScwpnoswv KoL EAeyyol UEAETWVY Og dAAn ywpa:

No 12: Requesting and Carrying Out Inspections and Study Audits in another
Country

Epapuoyn twv apywv OEl o UEAETEC in vitro:

No 14: The Application of the Principles of GLP to in vitro Studies

Anutoupyia kot EAEYYoC TwV apyeiwV o AEITOUPYOUV TUUPWVA UE TIC XPXEC
OEll:

No 15: Establishment and Control of Archives that Operate in Compliance with
the Principles of GLP

Epapuoyn twv apywv OEM ge HAektpovika Zuothuata:

No 17: Application of GLP Principles to Computerised Systems

e ‘Eyypada 0£on¢ - Position Papers

Ocan tou OOSA oyetika Ue Tt oxéan UeTaéU twv apywv OEl tou O0ZA kat Tou
ISO/IEC 17025:

No. 18 : OECD Position Paper Regarding the Relationship between the OECD
Principles of GLP and ISO/IEC 17025

Epyaotnpiakn Stamioteuan Kal ava@opd atnv nopakoAoudnon cuuuop@wang
kata OE[:

- The Use of Laboratory Accreditation with reference to GLP Compliance
Monitoring (1994)

Ta mapanavw gyypaga diatidevratl otnv totooeAida touv 0.0.2.A. :
http://www.oecd.org/chemicalsafety/testing/oecdseriesonprinciplesofgoodlaborator
ypracticeglpandcompliancemonitoring.htm

Nepaitépw evoLapépouaec mAnpowopisc/syypapa, nouv diatidevral atnv

totoogedida tou 0.0.2.A.:

o JSUxVEC epwTnOElS (FAQs): http.//www.oecd.org/env/ehs/testing/qlp-frequently-
asked-questions.htm

e ESvika Inueia Enapnc O.E.M.: http://www.oecd.org/env/ehs/testing/contact-
points-working-group-on-good-laboratory-practice.htm

e Jotooeldibec Twv eBvikwv Apuoddiwv Apxwv O.E.T.:
http://www.oecd.org/chemicalsafety/testing/linkstonationalwebsitesongoodlabo
ratorypractice.htm
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http://www.oecd.org/env/ehs/testing/glp-frequently-asked-questions.htm
http://www.oecd.org/env/ehs/testing/contact-points-working-group-on-good-laboratory-practice.htm
http://www.oecd.org/env/ehs/testing/contact-points-working-group-on-good-laboratory-practice.htm
http://www.oecd.org/chemicalsafety/testing/linkstonationalwebsitesongoodlaboratorypractice.htm
http://www.oecd.org/chemicalsafety/testing/linkstonationalwebsitesongoodlaboratorypractice.htm

Il. KOINOTIKH NOMOOEZIA - EONIKH NOMOGOEZIA

Kowotikn vopoBeaoia yia tnv O.E.N.

H E.E. éxel evOWHATWOEL TIC apXEC TNG OpBng Epyaotnplakig MPaKTLKAG KoL TLG
KATELOUVTNAPLEG YPAUUEG VLA TNV TtapakoAouBnon tng cupuopdwong tou 0.0.Z.A.,
OTLG TTOPOKATW 08NYIEC:

o OAHTIA 2004/9/EK TOY EYPQIMAIKOY KOINOBOYAIOY KAl TOY XYMBOYAIOY tng
11ng ®eBpouapiou 2004 ywa tnv emBewpnon Kol Ttov €Aeyxo NG opbONg
gpyaotnpLlakng npaktikng (OEM) (Kwdikomoinaon).

H oényia 2004/9/EK avtikatéotnoe tnv odnyia 88/320/ EOK amo tig 11 Maptiou
2004.

e OAHTIA 2004/10/EK TOY EYPQMAIKOY KOINOBOYAIOY KAl TOY YMBOYAIOY tng
11ng ®ePBpouapiov 2004 yLo TNV MPOCEYYLON TWV VOUOBETIKWY, KAVOVLOTLKWY KOl
SLOKNTIKWY  SlaTafewv OXeTIKA Me TNV edappoyn Twv apxwv opbng
EPYOOTNPLAKNAG TIPOKTLKAG KOL TOV EAEYXO TNG EDAPHUOYNG TOUG KATA TIG SOKLUEG
TWV XNHUKWV ouclwyv (kwdlkomoinon).

H oényla 2004/10/EK avtikaBiota tnv odnyia 87/18/EOK.

Mepattépw mAnpowopieg, oxetika ue t¢ Apxéc O.E.[1. otnv E.E. umopeite va
avalntioete otnv avtiotolyn nAektpovikn oeAiba tne [levikic A/vong tng E.E., DG
GROWTH: http://ec.europa.eu/qrowth/sectors/chemicals/qgood-laboratory-practice el

EOviki vopoBecia yia tnv O.E.N.
H Kowortikr vopoBeoia yia tnv O.E.M. evapuoviotnke otnv €Bvikn pag vopobeaoia pe
mnv:

Kown Ymoupyilk Anodoon AXZ 273/2000 (DEK 1370/B’/9.11.2000), «E@apuoyn
twv Apywv Opdrc¢ Epyaotnpiaxrc Mpaktiknc (O.E.M1.), EAeyxo¢ ouuLOpPWOoNc mPog
Tic Apxéc O.E.M1. kata TI¢ UEAETEC Twv EAsyyousvwyv Itolyeiwv kat uotnua
EmiSewpnonc ko Awarmtiotevoncg twv lMepauatikwv Movadwv kat Tornwv Aokiuwv
O.E.[1.»

Me tnv mpoavadepbeica apd. AXZ 273/2000/13.10.2000 K.Y.A. evappoviotnkav
010 €0VIKO pag Sikato oL odnyieg :

e Obnyia tou ZupPouliou 87/18/EOK, 6mwg auTtr) Tpomomnol)tnke pe tnv odnyia
¢ Emtportic 1999/11/EK.

e Odbnyia 88/320/EOK, 6nwg autr) tpomomnolnnke pe tnv odnyia tng Emttponng
1999/12/EK.

Znueiwaon:

Ot obényiec 2004/9/EK kat 2004/10/EK amotedouv kwdikomoinon twv odnylwv

88/320/EOK kat 87/18/EOK, avrtiotowa, Oonwc tporornotidnkav kat toyvouv. Katda

OUVETTELO 1) EVOPUOVION TOUC 0TO €9VIkO uac Sikato eixe nén kadueldei ue tnv

Antopaon AXS 273/2000.
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3. APMOAIA EONIKH APXH - NEAIO EOAPMOrHZ

Itnv apB. AXZ 273/2000/13.10.2000 K.Y.A. kol CUYKEKPLUEVA OTO ApPBPo 3 AUTAG,
opiletal n apuoddia eAAnvikn Apxn ywa tnv O.E.N.:

Appodia eAAnvikr) Apxn ywa tnv O.E.N.

ANEZAPTHTH APXH AHMOZIQN EZOAQN (A.A.A.E.)

Fevikn AlevBuvon Mevikou Xnueiou tou Kpatoug (r.A.I.X.K.)
Awe0Ouvon Evepyslakwv, Blopnxavikwv Kot Xnuikwv Mpoidviwv
Tooxa 16 — T.K. 115 21 AGHNA

ThA: 210 6479250

Fax: 210 6466917

e-mail : elhelpdesk@gcsl.qr environment@gqcsl.gr

H évapén edapuoyng tou mpoypappoatog O.E.M. oto levikd Xnueio tou Kpdtoug
(F.X.K.) éywve to 1995.

H EANaSa eival pélog tng opadag O.E.M. tou 0.0.2.A. (GLP - OECD) amd 1o £10¢
1981, £to¢ £€kdoong tng mpwtng Anddaong tou JupPBouliov tou 0.0.2.A. yla TV
O.E.T..

Itnv aptB. AXZ 273/2000/13.10.2000 K.Y.A. Kal CUYKEKPLUEVA OTO ApBpo 1 auTng,
opiletal to medio epapuoyng O.E.M. tng apuddiag eAAnvikng Apxng:

Nedio edpappoyng

To nmpoypappa O.E.M. tng IA.M.X.K. epapudletal otig Epyaotnplakég AoULKEC r/kat
MEAETEC YL TIG N KALWVLKEG SOKLUEG EAgyXOUEVWY ZTOLXELWYV TIOU TIEPLEXOVTAL OE:

e KoaAAuvtika

e Blopnxavikd Xnuika Mpoiovra
o dappaka

e MpocOseta Tpodipwv

e MpocBsta Zwotpodpwv

¢ [Mapaottoktova

e AMa
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Aépua Kapbid
o AN ALe
Lk N
MveOpoveg JUKWTL
9]& B OAPMAKA 4= '-
‘Eviepo Nedpo
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%ﬁ = Mutoxovépla
'!( .

OL Epyaotnplakeég Aopikeg n/kat MeAETeC Umopel va avAKOUV OTLG TTAPOKATW
Katnyopleg:

V' DUOLKOXNULKEG SOKLUEC

V' MeAETeg TOELKOTNTAG

v' Meléteg petalalyéveong

v OIKOTOEIKOAOYIKEG HEAETEG OE USPOPLOUC KAl XEPOALOUG OPYAVIOUOUC

v' Meléteg Bloouoowpeuonc kot Spdong oto vepod, To £5adog Kat Tov aépa

V' MEAETEC EMUMTWOEWVY 0TA GUCLKA OLKOOUOTHUATO KAL OTOUG LECOKOOHOUG

v Avalutikol pooSioplopol

v NOUTEC €€ELOIKEVUEVEG MENETEG
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4. AIEEATQMH TQN ENIOEQPHIEQN AMNO TH AIEYOYNZH ENEPTEIAKQN,
BIOMHXANIKQN KAI XHMIKQN MPOIONTQN THE IA.I.X.K. (EONIKH APMOAIA
APXH)

H AevBuvon Evepyelakwy, Blopnxavikwy kot Xnuikwy Mpotoviwy g MA.ILX.K. €xel
ekbwoel Aemtopepelakn Tmeplypodn twv dtadlkaclwy mou akoAouBouvtal Katd TV
edpappuoyn tou npoypappatog O.E.M.:

I. Greek GLP Compliance Programme Manual (Eyxeipidio tnc Apuodioc Apxnc yla to
mpoypauua cuuuopewaonc)”, Rev. 2, Athens 2011
II.  Annexl1
Decision of the Supreme Chemical Council No 273/2000 (Artoacn AXS 273/2000)
. Annex2
Format of the Inspection Report (Turmomoinuéva gyypapa yia tnv ékdson
em¥ewpnong)
IV. Annex3

Format of GLP Compliance Statement (Tumomnotnuévn popen tn¢ BeBaiwonc
OUHUOPPWONG)

Baowa onpeia tou Mpoypappatog O.E.N.

. EmBswproelg
To npoypappa O.E.N. mepthapPavel tpia i6n emBewproewv:
e Apxlkn emBewpnon (MPOKATAPKTIKN KOl KUPLWE emBewpnon)
e TakTtikn enmBewpnon (ava dietia)

o EWSkN emBewpnon (katomv aitnong appodlag apxng AAAou KpATtoug HEAOUG TNG
E.E. ) Tou 0.0.2.A. ] apuOSLAG YL KAVOVLOTIKEG puBuioelg eAAnVIKAG ApXNnc)

MNna tn Ste€aywyn twv mapandavw eniBswpnoewv €xel ouotabel pe Anodaon tou
Ynoupyou Owkovoulkwv «Zwpa EmBewpntwv O.E.M.». Ol emiBewpntég O.E.N. eival

XNUwotl N xnuikot pnxavikol, umtdAAnAot tn¢ IA.I.X.K., oL omoiot €xouv eknaldeutel
KATAAANAQ yLa va eviaxBouv oto v AOyw Zwua.

. Opada A§loAdynong EkOécewv EmBewpnoswv O.E.M. ¢ lA.I.X.K.

A&lohoyel TIC eKBEOELC OAWV TWV KATNYOPLWV eMBewpnong Kot Twv SlopbwTikwy
HETPpWV amod tnv MN.M. ] tov MN.T. kal ekSIOEL OXETIKO OPLOUAL.

‘Ekboon Betikov mopilopatog ——> BeBaiwon cuppopdwong wg npog O.E.M.
n
‘Ekbdoon apvntikoL moplopato¢ ——> Mn €kdoon BePaiwong O.E.N.
(6uvatotnta évotoong oto AVWTaTo
XNUko ZupPBolAlo —AX.L.)
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Awdikacia npooduyng

Ta npoPAnuata f ot dtadopés anoPewv petafd Twy enBewpntwyv O.E.M. Kal Tng

Sloiknong t¢ M.M. f tou MN.T. O.E.M., katd Kavova, emAUOVTAL KATA TNV SLApKELL

NG emBewpnong. Qotd00, O€ KATIOLEG TIEPUTTWOELG UIOPEL va UNnv eivat duvatov va

eMENOeL ocupdwvia. ITIC TEPUITWOELG QUTEC UTAPXEL N Suvatotnta €votaong,

oVpupwva pe TO apBpo 7 tng aptd. AXI 273/2000/13.10.2000 K.Y.A. kot

OUYKEKPLUEVAL:

e Je mepintwon mou o e€oucLodoTNUEVOG eKTpOowTtog tng MN.M. ) tou MN.T. O.E.M.
Sladpwvel pe MaApPeKKALOELG (| N CUMHOPPWOELS IOV Kataypddovial otny €kBeon
emuBswpnong O.E.M., umopel va umoPalel otnv appodia Apxn (AtevBuvon
Evepyelakwy, Blopnyavikwyv kat Xnuikwv Mpoioviwy tg INA.I.X.K.) évotacn Kat
va {NTAoEL va mopaoTel otnv €€taon Tng uTOBEGNC TOU.

e J& TEPUMTTWON apvnTkoU mopiopato¢ tng Oupadag AfloAdynong ExkBéoswv
EmBewpnong O.E.N. tg lNA.I.X.K., T0o omoio yvwotomoleitaL and tnv apuodia
Apxn otnv M.M. rj otov MN.T., untdpxel n duvatotnta évotacng oto A.X.2..
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5. AIAAIKAZIA ENTAZHE NEIPAMATIKHZ MONAAAS (M1.M.) ‘H NEIPAMATIKOY
TOMNOY (N.T.) £TO MPOrPAMMA O.E.N. tng F.A.F.X.K.

MNna tv évtaén pag N.M. i N.T. oto Npoypaupa O.E.N. tng MA.I.X.K. mpéneL va
akoAouBnBoLv ta mapakdTw BrAuata:

I.  Attnpa dwaniotevong N.M. A N.T., cupdpwva pe tig apxég O.E.NM..

e Ta amapaitnta otolxelo Mou MpPEMEL va TepAapBavovtal oto aitnua Kal va
katatiBevtat otnv apuodia Apxn O.E.M. (AlevBuvon Evepyelakwv, Blopnxavikwv
Kat Xnuikwy Mpoidvtwv tng M.A.I.X.K.), avadépovtat avaAutika oto MAPAPTHMA
IV tng aptB. AXZ 273/2000/13.10.2000 K.Y.A..

e ALEKTTEPOLWON TWV OLKOVOULKWY UTIOXPEWOEWYV. Ol OLKOVOULKEG UTIOXPEWOELG Lo
™V apxwkn emBewpnon  kabopilovtar ovudwva  pE TNV apld.
30/002/000/8788/30.12.2016 (B" 181/2017) Anodaon tou Awowkntr tng A.A.A.E.
Katl tnv aptb. 3002323/1277/0078/2.2.2000 (B’ 151) Anodaon tou Ydumoupyou
OLKOVOULKWV.

ll.  Apxwn emBswpnon

H apxikn emBewpnon ya tnv afloAoynon tng cuppopdwong pe tig apxég O.E.M.
anoteAeital ano duo ¢AoELG:

e [lpokaTOpPKTLKA EMBewpPNnON

o Kupilwg emBewpnon
Ta onueila MapéKKALONG 1 oL Un CUpMopdWOoEL WG Tpog TG apxég O.E.M., mou
Slamiotwvovtal Katd Tnv emBewpnon, Kataypadovtol Kot UTIoypadovtol amod Toug
emBewpnTEC Kal Tov e€ouolodotnuévo ekmpoowmo tng MN.M. rj tou N.T..
(Ze mepintwon un ovupwviag umapyet n dSuvatotnta evotaonc oto A.X.2.).

Il. ‘'ExBeon emBswpnong
H opada emiBewpntwv O.E.M. mou mpaypatonoince tnv emBewpnon CUVTACOEL TNV
€kBeon emBewpnong kat Tnv UTIOBAAAEL oTNV apuddia Apxn, N OTola OTNV CUVEXELD
NV anooTéAAeL otnyv emBewpoupevn M.M. A MN.T..

IV. AwpOwtikad Metpa
O efouolodotnuévog ekmpoowrnog tng MN.M. 1 tou MN.T. peta and v ANdn g

€kBeong emBswpnong yvwotomnolel otnv apuodia Apxn tig SLopBWTIKEG eVEPYELEG
yla tTnv dpon Twv MapeKKAIOEWYV 1 TWV UN CURMOPPWOEWV WG TtPog TiG apxeg O.E.N..
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V. A&loAdoynon ano tnv Opada A§loAoynong EkOéoswv EmBewpricewv O.E.N. ¢
r.A.r.X.K.

H opada aflohoyel tnv €kBeon emBewpnong kot Ta SLopOwTkA LETPA amo tnv M.M.
N tov MN.T. ko ekSISeL OYETIKO TMOPLOUAL.
e Ekdoon Betikol moplopato¢ ——> Befaiwon cuppdpdwong wg pog O.E.M.
n
e ‘ExSoon apvntikol mopiopatoc ——> Mn £€kdoon BePaiwong O.E.N.
(buvatdtnta évotaong oto A.X.2.)

NepLodikag €Aeyxog draniotsupévng N.M. f N.T.

Ma tn datrpnon tng damiotevong piag MN.M. fj evog MN.T. katd tov O.E.NM., Votepa
anod tnv évtaén autwv oto mpoypappa O.E.M. tng MA.I.X.K., anatteital neplodikn
emBewpnon autwy, avtiotowa, anod tnv appodia EAAnvikn Apxn, kabe 2 xpovia.
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6. NEIPAMATIKEZ MONAAEZ (N.M.) & NEIPAMATIKOI TONOI (N.T.) O.E.N.
2TO NPOTPAMMA THz .A.T.X.K.

Ito mpoypappa O.E.M. tng MA.I.X.K. éxouv evtaxBei kat diamoteutel kata O.E.M.,
€w¢ tov NoépBplo tou 2017, ot N.M. kat ot MN.T. mou avadépovtal oToV MAPAKATW
KatdAoyo.

O KOTAAOYOG EVNUEPWVETAL SLAPKWE EVOYEL VEWV SESOUEVWV.

KatdaAoyoc Newpapotikwv Movadwyv & Mewopatikwy Tortwv OEN.

List of GLP Test Facilities & Test Sites.
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1. lotooeAiba tou 0.0.3.A. (www.oecd.org ), TUAUaTA:

«OECD Series on Principles of Good Laboratory Practice (GLP) and Compliance
Monitoring»,
http://www.oecd.org/chemicalsafety/testing/oecdseriesonprinciplesofgoodlaborato

rypracticeglpandcompliancemonitoring.htm#GLP _consensus documents

«Good Laboratory Practice (GLP)»,
http://www.oecd.org/chemicalsafety/testing/good-laboratory-practiceglp.htm
«Mutual Acceptance of Data (MAD)»,
http://www.oecd.org/env/ehs/mutualacceptanceofdatamad.htm

«OECD Good Laboratory Practice: Frequently asked questions (FAQ)»
http://www.oecd.org/env/ehs/testing/glp-frequently-asked-questions.htm

«Council Decisions on GLP»,
http://www.oecd.org/chemicalsafety/testing/councildecisionsonglp.htm

«Links to National Web Sites on Good Laboratory Practice»
http://www.oecd.org/chemicalsafety/testing/linkstonationalwebsitesongoodlaborat

orypractice.htm
«National contact points for the Working Group on Good Laboratory Practice»

http://www.oecd.org/env/ehs/testing/contact-points-working-group-on-good-

laboratory-practice.htm

2. 08nyia 2004/9/EK tou Eupwrtaikol KowvoBouliou kat tou SupBouliou.

3. 08nyia 2004/10/EK tou Eupwraikol KowvoBouliou kat tou TupBouliou.

4. ApB. AXz 273/2000/13.10.2000 K.Y.A. (B’ 1370).

5. Eyxetpiblo tng Appodiag eAAnvikng Apxng yta tnv OEN oxetka pe to mpoypoppa OEMN -

“GREEK G.L.P. COMPLIANCE PROGRAMME MANUAL", Rev. 2, Athens 2011.

6. Apl8. 30/002/000/8788/30.12.2016 Amodaon tou Alowkntr tng A.A.A.E. (B'181/2017)

7. Apl©. 3002323/1277/0078/2.2.2000 (B’ 151)Anodacn tou Ydpumoupyol OKOVOULKWV.

N 5 90 %y
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