ANUsAURUU 2 NSNINY W 2558 AUUNLAY 2 © 208-222

1719271992 UUATIFTIUAUN LT I UBUI 89U
NOFBUKIDITINIINGIFIFAINITUNNE
F9l4 lonanaaaluay

dolndy wnzdndne  wazzulala Gugms
SMNNGITIMANUUGAMS nsuInenmansmsunng ouudnuun wuny3 11000

unangda Uagiudszmalnglasiasuhiudumamesunulumssansusdayamslsziiuasaiivasssdnms
lieanniiauarmswannmuasesia Jaduanuhmessaulsand Sadasiimanessuumsenadeuiunztou
MDENUNAFIUNIDANEINE / WANINNMFASMIUNNIUTTNTI TN Fluldnaaasluaumundninms OECD
GLP duluiszmalng Tagldmsefivnddedaiann damvuailasefiiunumardademssonsszuu lqud
nguaIne nasimuuazes OECD wazenandululduasmbenunagaunisfnunide wannlulssma datlade
nnwuaiildihinldlumstenauasumasmidivny nowamsneszuusanan ililallsunsumsasadeu uazan
msasadaviunsadsumamaninas OECD GLP walsund uasiimbenagaunisnudse wanndluluma
inawsi OECD GLP lesumstunsiiisunauasnau 16 wis fhimbenulutszmalngsnnu 7 ude wheoy
flszmadudssnu o wis dewalisznaumamansathdayalutiunsifsudiuanld ashalsfidmaeiiums
fanan fadudadlmizvecszng Adasiimswannszuuldimansaudedn Hunsduadiununmessuazienyy
lunmshlufigsisuaznandulilssmalnglasumssansuiuaninmeaunuuuuanysalia U

Accepted for publication, 19 June 2015

7 M5 INSNAINEN A FAS M SUNNE
(8o -
Y AUURLAY 2 ASNYIAN - NUENBU 2558



AMFINFLUUNTINFDUIUNL LI URUIBOUNO FD UK DI . . -
R dalwdg wnzAndne wazanlala Fugens
#Falailonaanaluay

UNU

fagtuwihumslszmalulanfanuwmmuasnuadmsmamnniuioaamunemduas
mingUassamemad uilueasdnsulsamammiliionamenmuannasmsiasumemssanldinniu
wuiy  ieunilasgamunssumelutszne Tasmwzasivlulsunaiivannudy dagtumsdsznig
Uszndaldiimahememsiiensivionudnvasuwdodnd dudsifaaaumniudanly dueiasiia
Tumsiafumems mlisanalnglimansadedumluzunadoundosavidamhamiuguamunguans
gwdszindla 1% msesnngszilisuras REACH (Registration Evaluation and Authorization of
Chemicals) muualvdudynsiiaildmanidasaanaieou/ Usudiiu/eyane wazhdamsldmaaiion
30,000 %iin lundasasininehly European Union (EU) latiu dasnannmsinsidsaieiiunmsanias
ﬂﬁﬁ'amiﬁﬁisuuqmmw Organization for Economic Cooperation and Development Principles of
Good Laboratory Practice (OECD GLP) whily Gat mIwannszuuihensniseuesumnaasnai
Uszanduaiiludeiuiuiiodanalinamsideiidedawssiiuiiseniu  wihednnisednanazdad
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HANAUIILNEN35H (pharmaceutical product) WAAAAILASEIEID1 (cosmetic product) WAASMIIA
An3Wy (pesticide product) endSudad (veterinary drug) a9U39uae@130Y (food additive)
a3U5eueNe1M a0 T (feed additive) wazansiailugnavingsy (industrial chemical)

nmauaninanUszmalneaiasinudumamaesunulumssaniusindayamslsziiiv
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paalAsEY paaSy walden wawm MosusgEn wwnsn Nuwaud dSues wosuil n3y a3
Taduaud losuaud dond gty anorsadgnma dnwandsn dindln wisasuaud infuaud uasing Tuuoud
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Toeaafiamsn3afiGenh Test Facility #dulumamanufianavesiaslfiinms (Good Laboratory
Practice -~ GLP) waz Test Facility vugnasiasauuasiunsiieuhldciiumssanadasiundnms
OECD GLP Tagwihaasiagau (Compliance Monitoring Authority - CMA) Femagaiwuauas OECD
Usznaitlildifugangnass OECD sansadniweglussuumssaniuhndayamalssiiumsiaiiong
OECD ldlasdashumsanatsaiivnngidemamas OECD® masifiumsdsnanazlszauanudia
Idazdasiuindaue 3 ivdnuessana ldud wheasiadey mbeUssiiuasiail uazngransualszme
Tunsmnugua

N3NNI ENFASNTUNWNE
AUUNLAY 2 NINYIAN - NUENEU 2558




Establishment of Inspection System for Non-clinical research  Sitaphaisith Ekachampaka and Chomchailai Sinthusarn

Gty nssnsnamsugalasnainenmansmaunngguiugihdumsiseginaspulussaulan
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Tumstunzioundasasiassandlng wazau g Mfemos

2. FamszuuguMWMIATIAdaLTunsTaumihsnunadaundadnmite Nawnaasmie
#573d8U (Compliance Monitoring Authority) munantnesi OECD
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(GLP) il 2 wouthe ¢aii
1.1 OUHANMIAEENITH TUNNUAMENTINAITOIMITUILE NTENTNANTITNGY HUszma
Rendumstunsdieudiuen asiuil 26 Sumen 2551 mnualidayamnenuuamsdnuninauye amud
fimansaienzidefifmamanzas GLP wia ISO/IEC 17025
1.2 UKAAN MG NY
1.2.1 nasnmunuasuazannasl  sanlssmedes matunsideuiagduens Juil 1
Suman w.a. 2551 mvualidayaimiuanuduivsasmsdudunaswdasanididag dasldinan
Worlfuansiiléns5usesnasgiu GLP (Good Laboratory Practice) 0nuanasgiy OECD®
1.2.2 UszmAnsaAmmanuas Tufl 14 anew 2552 (3aa MvuanNeazden vaninosi
wasismatunaiiion masanluddguazmadeagluhdny mstunsdsuiagiuans mvualidoya
Wenfuanuilufiveasnsidudunasudndarididagy dasldnnndaslfidnmsilddumsiusannasgu
GLP (Good Laboratory Practice) muana351u OECD®
aehalsfimudslaifinguaneglimhenussmsladisnnambii sufiumsanaseviunzden
muwdnms OECD GLP Falguszanuanuhimiiadudninnuanznssumsanmsuazen fingranataduld
GLP Tudssmsdnndanys Tumswannuiudynguane ngsuiisuiiddgpasmireasadey e
sausnamhitlifunadnnmaaimauwnglumsdhluanaseumhenageuviadnuide/wann uaz
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2. NamﬁmﬁﬁsvuQmmwmsmmaauﬁyumLﬁﬂuwmmm‘nmaauw‘%aﬁnwﬁﬁ'ﬂ/ﬁ'ﬁumwm
%180 323dau (Compliance Monitoring Authority) munantnasi OECD
AMFNUAMINEATIIdaUeIUsEnA (Compliance Monitoring Authority) faziluiigensu
Tétu dasiiszuumaanaseviunsiisulifinadidansudiumundninas Council Acts asaunqa
ﬁ’aﬁﬂ%uﬂﬁﬁﬁﬁ’ty?}m OECD Series on Principles of Good Laboratory Practice and Compliance
Monitoring: Number 2 (Revised): Guidance for GLP Monitoring Authorities, Revised Guides for
Compliance Monitoring Procedures for Good Laboratory Practice'® ﬁﬁﬁﬁ’ﬂ; imﬁgﬂmim‘i’sﬁlaaumﬁ'ﬁ
M51gaMyue Number 3: Guidance for GLP Monitoring Authorities, Revised Guidance for the
Conduct of Laboratory Inspections and Study Audits” waz Number 9: Guidance for GLP
Monitoring Authorities, Guidance for the Preparation of GLP Inspection Reports® W EMrue
Tusrgazideen wazlaaniiumsiesziadaae g Weudsesnulusunsy National GLP Compliance
Monitoring Authority wavUszineaunzn OECD temwnmeiiuanzan sardausludulaue
meshumsitlumbeanagaussnihelsamanadauaziienuisdastunlanemalsanalumsghsmd
MA MsgaNsUNNLUUENYsalplsznalng wazdaeszuUMsasadaviunziisuyaamhensasaudail
2.1 MINAUBNINITLUVUEHIMIATITAUT AR
miﬁwmLaﬂm‘sqmmWizuuu%wwiﬁiﬁ"luﬂﬂsmiaaaauLﬁ'aﬁyuml,ﬁﬂu AINNRANNIS
OECD GLP lgsavhaGaiiunsausn navine 34 atu dlummnsangs Ussnaude 1) nansgiialusunsuy
M3a53988u (GLP Compliance Monitoring Programme Manual) winiflunnavymudamuuazas

OECD Series on Principles of Good Laboratory Practice and Compliance Monitoring Number 2
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(Revised): Guidance for GLP Monitoring Authorities, Revised Guides for Compliance
Monitoring Procedures for Good Laboratory Practice Usenauaia uneeq nanie ulaueuaensy
whiuazzauiheTusunsumsasadauanaaanngasiunanms OECD GLP wangiuuaasanaiudiou
amuzmengrane Tassaduasdng matlasfuamudy duaaumadhiinTsunsy auautgomasay uas
msilnausn wnasilglumsasageau mseiiiunmsnsia Test facility was Study Audit m3shiiumsly
nsdiimuenuliganadasiunaninasi OECD GLP msdamaiiasmagnssnl mafiusnmndayanmsnsa
Judu 2) Farvue wazdaulamsasasaviunadeu (R) Usznaude Qmauﬂ'@wmwmmwuﬁﬁmms
TUsunsuMInTINEay uasdammuagu mﬁmmswawﬂammﬁwam‘smaaaauﬁumLﬁﬂuﬁaqﬁaﬂﬁﬂ'ﬁ
ﬁ'aﬂﬁﬁ'ﬁwé’ﬂﬁ'%’umiﬁvumﬁﬂu wazmsliaeauaaemsiunzdion 3) NaIFIUMIUJUANU (SOP) 64 )
10 aUU 4) Worksheet (WS) 13 atiu 5) Wasu 9 atu imﬁgﬂﬁﬁmuﬂmmgmmwsmaaummamhsl
Bioanalytics lagthiondamuuamalmmsmsanasauamugndasasisiriensiisansudumlan dud
Guidance for Industry Bioanalytical Method Validation atull 2001 28489@n1581915UaLEN
29ansgaNam (US FDA) mnienzvuazanvinilu checklist msnsiamuzieszy (Bioanalytical)

vy o v o a Yo a I = [ P
1VIﬂUt}‘\!Gli')7\'lﬁi>]1JG’l']Luuﬂ'ﬁl(ﬂﬂWLuuﬂﬁ‘iLﬂuNW@lﬁﬁﬂuLﬂﬂ?ﬂu (9NN 1)

3199 1 nasaamwildlumsenasauiiaunsiiauaudamnuezss OECD 2aenihensaday
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. GLP Compliance Monitoring Programme Manual

. Requirements and Conditions for GLP compliance test facility
. SOP for Registration of GLP Compliance Test Facility

. SOP for Monitoring and Training of GLP Inspector

. SOP for Preparation of Inspection Report

. SOP for Appointment of Inspectors

. SOP for Withdrawal of Registration

. SOP for Complaint of Registration

. SOP for Pre-inspection

- OECD Series on Principles of Good

Laboratory Practice and Compliance
Monitoring: Number 2 (Revised):
Guidance for GLP Monitoring Authorities,
Revised Guides for Compliance Monitoring
Procedures for Good Laboratory Practice
OECD Series on Principles of Good
Laboratory Practice and Compliance

Monitoring: Number 3 (Revised):

10. SOP for Bioanalytical Study Audit Guidance for GLP Monitoring Authorities,

11. SOP for assignment test facility registration and code number Revised Guidance for the Conduct of

12. SOP for the conduct of test facility inspections and study audits Laboratory Inspections and Study Audit

13. Worksheet for GLP application review OECD Series on Principles of Good

14. Worksheet for Document sending for test facility inspection Laboratory Practice and Compliance
and study audit Monitoring: Number 9: Guidance for

15. Worksheet for GLP inspection Checklist GLP Monitoring Authorities, Guidance

16. Worksheet for Document for inspection for the Preparation of GLP Inspection

17. Worksheet for Monitoring Inspector’'s Performance Reports

18. Worksheet for Inspector Evaluation

19. Worksheet for Planning of Inspector’s Training

20. Report Format of Inspection Report
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21.
22.
23.
24.
25.
26.
27.
28.

29.

30.

31.

32.

33.
34.

Worksheet for A Subject for Withdrawl of Registration
Worksheet for Report of Withdrawl of Registration

Worksheet for Declaration of Withdrawl of Registration

Worksheet for Complaint of Registration
Complaint Log Form

Form for Consent of Appointment of Inspector
Form for Financial and Conflict of Interest
Application Form No.5 Application for GLP
compliance test facility

Application Form No.6 Specific information for GLP
compliance test facility

Application Form No.7 Self evaluation complying with
OECD GLP

Form for Record of Inspection

Form for Inspection/Study Audit Visit Report

Form for Summary Report of Inspection

Form for Opening and Closing Meeting

- OECD Series on Principles of Good

Laboratory Practice and Compliance
Monitoring: Number 2 (Revised):
Guidance for GLP Monitoring Authorities,
Revised Guides for Compliance
Monitoring Procedures for Good
Laboratory Practice

OECD Series on Principles of Good
Laboratory Practice and Compliance
Monitoring: Number 3 (Revised):
Guidance for GLP Monitoring
Authorities, Revised Guidance for the
Conduct of Laboratory Inspections and
Study Audit

OECD Series on Principles of Good
Laboratory Practice and Compliance

Monitoring: Number 9: Guidance for

GLP Monitoring Authorities, Guidance
for the Preparation of GLP Inspection
Reports
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WszUUGIMWA 1 Usznaudae

2.2.1 msanasahTINIsunsN mhsnuiiansiumuafiumhenagaunsadnuive,/
Wannnslulsemauazinalssme ﬁﬁ%’m&?ﬂLLasdeﬁumsmuﬂgwmﬂLLaziTaﬁ'qéTmamimﬂﬁy'u 9 waza iy
msnagaunEaAn¥ITe/ Nannsasuudiathaias 1 Tasams vhld 3 ma de 1) msturalesanuaasla
NnmhenadauviadneITe/ Wann w3 2) mhenuiiiennamhiimunguanstunstoundosuisase
Tieiiumsesa e 3) miheanasaumeusamasae isdiumsenadlunsdifies laamhenunageau
WiadAnwie/ ManndinanaasEusuansiaday waztanasisznaumuamuuwuy Application form no 5:
Application for GLP compliance test facility was Application form no 6: Specification information
for GLP Compliance test facility a8z Application form no 7: Self evaluation complying with OECD
GLP waznavamnalvidgunu 1 au luszauanla nnssauudmsnsaimnms lunsdedaniumihensa
dou warfumsanaaauluiuiimadomsszuuasmstionsiszgy

2.2.2 Maninsaniuama wdiiumslddaiiomhsnudinaniingazdeassuuamummn
wazmsenfiunuasudiumagamuuatazdoulurasmheasagey winldansaujualemalu 180 Tu
fansaudsenianaale

2.2.3 msnumuenas umsasreaauenssmednmsidisedy wu ANaAMMN
(Quality Manual %38 Site Master File) 1nasgiumsufuaau (SOP) uuunwasu uuums@nniveg :1eu
3N Iae Taseaseamheny wauranheny yeains iudu iR sanaNNSNYaIMhELRIN Y
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9.2.4 MINTINFOULLBIRY (Pre Inspection) azenifiumsaatiiamisnuuaasans
Uszand L3y Tesldnaamaseudasdu 1 fu Mithsdiiumsudiisnasganaday Usznaudas
vmhiasadeu fanadey wegimmamanms (mnaniy) Tassudinedonasanadeu Junm
souteiignasa limhesnudnanmnudmh 14 Sudauiuiiona

2.2.5 MINIAFAUVAN (Onsite Inspection) T# e 2-4 Ju ?Tuﬁ'wmmaq test
facility uazanuasuTFouraslasimsise nsaindiumsuaasagautiazunziou whoasiaaauazaiiiv
msmnﬁy'q test facility inspection wae study audit T,mj;j'mnaamz@i’]Lﬁumsmmmuﬁaﬁmumm
OECD Series on Principles of Good Laboratory Practice and Compliance Monitoring Number 3:
Guidance for GLP Monitoring Authorities, Revised Guidance for the Conduct of Laboratory
Inspections and Study Audits” lunmsmusauanudeanassnurantnasi OECD GLP uaztufin
Sanasany

2.2.6 MINLNUNANIATIA HHTIFOUILINNNENUMINTIINNYDMYIUAYEY OECD
Series on Principles of Good Laboratory Practice and Compliance Monitoring Number 9: Guidance
for GLP Monitoring Authorities, Guidance for the Preparation of GLP Inspection Reports® melu
15 U TmﬁsxqiwﬂamﬁﬂmwLfﬂumimm Test facility Inspection %38 Study Audit LLazLﬁﬂuﬁqﬁmnwu
mannndauarliaanndaatuiammue udpEULLAaFUNAGS ﬁawaﬁmaﬁiai:uuqmmw oy
ANNYNHBY ANNTNYIDBITDY

2.2.7 msudlagaifisauy waz/via Faduna nsdidunzidoulnd mitenuazda
duiiumsudly deiidaideauy uaz/via daduna melu o0 Su nsdifiumansadaay melu 30 Ju
nimheaTegeuaRmiumMsaTRauan o gonuiugianms viasulahmhenusainanlamiiums
unladluluamudamuuazas OECD GLP
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OECD ienuddgiiusdannfuyamnsinzanihmhiniugasagey Famie
aTRdpuzaUssmadasmuuaaaantfzasasdaulilulmunasives OECD laglammualviany
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Establishment of Inspection System
for Non-clinical Research
in Medical Sciences

Sitaphaisith Ekachampaka and Chomchailai Sinthusarn
Bureau of Laboratory Quality Standards, Department of Medical Sciences, Tiwanond Road,

Nonthaburi, 11000 Thailand.

ABSTRACT Nowadays Thailand has joined in the Mutual Acceptance of Data (MAD) system in the
assessment of chemicals as provisional adherence to Organization for European Economic Co-operation
and Development-OECD System. Facing its national challenges, Thailand has established the inspection
system for non-clinical research and development test facility regarding all public health (health products)
and medical studies according to OECD GLP. However, many factors effecting the system has been
considered seriously such as Thai law, OECD requirements and possibility of the quality system developement
of the facilities in Thailand. Therefore, the Thailand GLP Compliance Monitoring Programme was set
up. It was found that 16 facilities, 7 in Thailand and 9 in India have met OECD GLP which made the
registration of drug possible. However, this is still new for the country. The system should be further
developed and the participation of government and private sectors should be promoted so that Thailand

can become full non member country adherence to OECD Council Act on MAD.

Key words: Inspection system, Provisional adherence to OECD system, MAD, OECD GLP
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