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Improvement of Laboratory to Satisfy Requirement of the International Standard

: Case Study Regional Medical Sciences Center Ubon Ratchathani

AN nAUNT* In1é Inunu*

Abstract : Supawan Kadtu-in and Wipawadee Rakkaen. 2001. Improvement of laboratory
o satisly requirement of the International Standard : case study Regional Medical Sciences
Center Ubon Ratchani. Thai J Hlth Resch 15(2) : 157-166.

Laboratory is important for product inspection in trade and consumer protection,
besides that it plays an important iole in the diagnosis and prediction needed in - control and
prevention of diseases. ‘The validity and reliability of laboratory rely on Quality Assurance
(QA). The Regional Medical Sciences Center Ubon Ratchathani is a government laboratory
and service which responsible with analysis of health consumer goods locally produced and
marketed in responsible area and also researches of infectious and non - infectious diseases.
The regional center started the QA program in the fiscal year 1995 to improve laboratory in
order 1o satisfy the requirement of the Intemnational Standard , 1ISO/IEC guide 25, such as
system review, QA system designing, planning and implementation, quality control, quality
auditing and quality assessment. The regional center took self declaration that its laboratory
has been aceredited  the QA system by the Department of Medical Science undergoing on

ISO/IEC guide 22: 1296.

Key words ©  quality control , quality auditing , quality assessment, quality assurance,

medical laboratory
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FLUUAMAIW (Quality system)  MINBEN szuvisznaumnlasiaieansdng
whilanasuiiarey  dadudiums  wasniweons  luwasinsussiuaumw (Quality
assurance) WINBdy uwuwazmsfiansihafienabiifaanuiiaihndesuiviauins
ﬁhﬂﬂathqﬁqmmmﬂuﬁmwa’li( 1SO, 1994) W3ansUszAuANMW (Quality assurance)
Ny MIMUANANUMW (Quality control) MIATIAFTDUANNIW (Quality auditing) waz
MsUstiiuAuMW (Quality Assessment) ( USI , 2541 )

NATFWTTUUAUMWAING dmIuiaslfjudmsiivansmnessiv ( Sl , 2541)
1% The Good Laboratory Practice Standard (GLP) Favavlay The Organization for
Lconomic Co-operation and Development (OECD) W3 1SO/IEC guide 25 %'q{hqﬁu
Wasmiy 1SO/IEC 17025 (1999) #dminlay The International Organization for
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waninasdsumsusemanaualainasgiu (self declaration) (1180, 2543)  aw
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Assurance Management Manual (QAMM) %qﬁiaﬁwwuﬂwé"nmwuﬁi:q‘lu ISO/IEC guide 25
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2.1 M3DBNULUUITLUUAIUAN

N, AUYAAINS ynamstadluniwmnsiiddyiigazeintdns  auSadunngu
dhagramswannmaths mawennyaansIuiniumusTuuaN@a MuItesTIN My
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2. st w (ainigiiamuananmm (Quality Control Manual, QCM)
Wadhigiio nseu vnmamsuiaousumstsziugumw Sefianudanadasiundn
msadtaaumMwIaInsinmmaaimsunnd iamuasgiisauauqumwlsznaums
Ipseasneaunun annsuRaTauneIaIdns AuantayaaIns uasmsausy Idduuaniv
Snmatne undddeasisnadeu quanladiwzeads Sineaeviaadonld 53ms
AIUANAMMK  MININUTBYD MATAMNAMNIW Muilzdaunwsas 1a38aGou
WAEMITIBNUNANTUTENUA AW U vanmniifaladainaspumsiiany
(Standard Operating Procedures) Tu3aaena tﬁaaﬁmm‘fumaumsﬂﬁﬁamuvmudaz
AINTIN wazdISMImuaANtanas

a. matfuwdsulasieaoadng Tasdasangunuiannaamwiayinms i
Tuamunummiasmualiluwsesanguim  msudsdrmusnamsnsidinnmand
misuwwngd (151, 2540) 3NUANY FF0UaTRAINNNUUTEAUANMW LBZIULHY

2.2 MIMUANMUITA
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A, waniiainmmaaimneias  lafumsquatnuiluated  Taommwuag3y
ﬁmauquam‘%mﬁa Faiisanm 100 03y Taofusmnuszid msdass msdayusy
Mt RInLasiIMsdautisuaudaimualy Scientific Equipment Maintenance Waz
Calibration (SEMAC) ¥2ansudingdndasmsuwng

2.3 MIAVANNTEUIUMS

n. Mwuagsuiegaulumsdszanunudiaumw MY Gan a9daUIEUY
W3DNTEUIUMIEN 9. AogUszanunuauAnmW (Quality Control Coordinator, QCC) N3
ﬁmﬁamjﬁa:mnﬂu QCC dianudatinn ( 8N, 2541) a:ﬁauﬂmjﬁﬁﬂizaumstﬁﬁm
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7. MIdsztiiuaumwlasaadmsmuuanaddns (External Quality Asscssment,
EQA) %3amsasadauanuansowasjifims (Proficiency Testing)  gui™ laidhsin
Tulasams EQA wilulsuna @y awinndoaiiea nsdnmmaasmsuwnd  uas
@UsEnA U 89N Center for Discase Control and Prevention (CDC) ydDLNIM
Wuau

2.4 MIAIUANKAT LS

n. msmuguqumwmsaday  laamsasedn msliiagmuauaumwwians
NASPIUTNE Mmsmuguqumwiisznaudansliiagauanqumw msaien Quality
Control - Chart talFlumsusaiiunamsiasy  wazmsiwdanamsauguqumniLs
Uiiamaiautladym

2. MNIATIFDUTDYA/ MaMINAdaY  1auedinNyms (Supervisor)

a. msRgaiiinaday Emamadaunnisihinldezdasunssaums Validaton
w3 Verification uiisaniuudiinhinldlumsvasey adusuanugndas Ay
WINEaN 29935 MAFD Y

3. miavafamamalugud,

Wumseadau numunazUiudgenu fithmnaiemsvssiumsduiivauh
Ghlumudidmualiviali  dfiddlmsiiesuudgudly  Wshinanuiligauamwiiaiy
(8937, 2540) guitldmmuaianssuiiddgyia msanedamunuey Wumsana
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Innandasmsunwnd guanysi me lagldvaninusionuanasgu 1SO/IEC guide 22 :

1996 general criteria for supplier 's declaration of conformity
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mswannszvulssiuquawiaslfudmsdinaspiuana  sgudinnmaas
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2. dmawns : msanensiihuanhui AMMWNNLAL ANUNSEANNINNG
Uinasnsvanae Yinamasudazmmimanie aaslsd luese anudiunsa- e
(pll) -’\]"au‘ﬂ%ff (Total Coliform bacteria, Fecal Coliform bacteria, Escherichia coli,
Salmonella, S.aurcus, C. perfringens) Wag msmmﬁvﬁumuy

3. o @ msanamlinausanagadluomiuwuluno

4. dwRwInweseinidan : msanvszauaulsladuedaosd miananUiinu
wpanadadluldan  MInTIININgdu (toluenc) MsnsadnaNVAl@IIATIMIAUNA
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6. muSiduazinisailounnd : wiswanusd
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mswarnnviasUfudmslugrusniidymadassamnnmng - Sraaslasumsaivayuy
nnuiMIetann - wazyaainshueinljiimsazaniinneg  eanvdaiiunaziauad
damsUsziugumw  wazdpsiigijumidssasndnduliifionamuduiiveniuuazae
ammala wanmstiguda Sasilumsduiivmulssiugummwihniude uiumsiidiudn
ﬂao:.v:”tii'mtj"amni:éfuﬁdcju%wmtazghlﬁﬁﬁﬂu TINAMUINUHULDEAIMUAUUINIING
dufiunu niumshanaduiin msdessuszanunuiiumsiadedoms 2 ma wazaiuly
NNAUIINEIN QA AB 131 191AB QA QA Ad ITTW

nsUszdiunarsusaaiasljuans  drlngszniunsdsaiivuaziuseslan
mhouilnsiuses %ﬂtﬂﬂﬂﬁﬂi:tﬁﬂiﬂﬂﬁﬂﬂaﬁ 3 (Third Part Assessment) M3ANsa
Inoaasmsuwnd  lasdninmnaspudasdfidnslasumsinsaniilluaingnuas
Asia Pacilic Laboratory Accreditation Cooperation (APLAC) %qﬁwaﬁw'lﬁniuﬁnu1ﬂ1am€
mswng @ansolinsiusaatpsdfiamsnameisuazionsy mlunazusnyszna
lumeiuadowldile Ussnauduanmsassginralsanaagluamsinga Jaufluamg
i insuinmmansmsuwndsimuandninarimsyadusesnnuannsaaslfians
Nnasdmsmouan 1wy (1) Wundesusiindaiemsdisan (2) Mnnludsema (3)
nswt ianuudiaiannmsudaniamsmuanaunwidunuandsana waz (4)
wdadu 2 manadauiisasmswanniaalfiamshidutoaljianssheds uaznsdnm
araasmsunwndladszniasusasquamiandfidnsvasmboaludine  (Self
declaration) TINMGUEINEMNEAIMsUWNd guanyeil
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