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MM 1 LHUFDUNEULATDIND

Equipment Senac code Room Serial No. Model Manu  Respon- Calibra Calibra
facturer sible point Range
1. glj'u,ﬁu%muuﬁmw 4110-010-  VNLAU  04089251001S003  WUF Daihan guaisie -80°C >80°C
(-70°C) 02-03-0008 -300
2. Larminar Flow 6636-003- 219 2011-60396 LA2-4A1 ESCO  quasd - -
02-03-0002
3. gulumuANaUMAN  4110-001- 219 11080097 MPR-1014 SANYO aguaissy  5C 2-8°C
40-03-0011
4. Pipette
- 21@589 - 219 - - - - - Usines
- 21A39 -1-10 pl
- 6 1A384 -10-100 pl
- 41A59 -20-200 pl
-100-1000ul

5. Multichannel

pipette

- 1e%ae

- 2 1Adav - 219 - - - - - Usunas
- 10-100 ul
- 30-300 pl
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malssfiuaumwganagaumsiadaeglaififdammvdsime msnnadausnugndaaisinnsd
uazmswanNganadaulaganis Immunochromatography msnaunmnglilgudnulumsesaswaramn
ialFlumsnasauaamwmaaslfiams sansadnlannmnenskdauasmuaNAMMNEINAFaUIN

MN5F5NTHANNANFATMTUNNE
U 59 atun 1 upIAN - HWIAN 2560




mawandnamwssdjiemsauinenidanalsadadamaian UATIM FeRNTEaR LasAMy

msdnmgnulssnurdaganasay lamanudlasinuanidsuenudaiy wazlsuudlanguinsauas
ngsztiisulumsmuanedssiisunndnianuaasanassiuwnmalumsmiuguatniasiiaunndeasana
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wyled wasgaanabiaausnaud nuITemedugenagau madanldgansiniianehiaeyled was
MIAOLATENNAFNIMIUANTIVNIUYAOTINI TN L3AGAGENNLEDA

2.2 HANFIONIUAZNUMIUBNATIUTZUUANMN Laun ﬂiUﬂNﬂNBﬂ’JUﬂNﬂmﬂ’]W (Quality
Control Manual) wmmmmumiﬂgumm (SOP) uastuutiunnmsuriaanu (WS) w9 Baa uaﬂmﬂu
Tédnumuenasammu (SOP & WI) fiedasfuszuuuimsammn 9w 4 39 1dud dilamuauammn
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a ) [ v a va = d' d' ¥ a va
UREWNAFANSNIUNDIUJUANS uazdnwendsaumn (SOP & WI) mﬂmwaﬂumsﬂgummwm
goiuing Suu 32 Gas laun mamuauanasqamwluszuuammn Msasesdays MIeEe/A09N
TagiBanasne maratdangliusmsmsnsasunae uaasisunaunngnm msliuimsgne deyannuau
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ABNWADS MM FUMULAzUIMS DU TAN B adiadansaldnulils 2ussumssumssemanu
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v aca L4 Y o 2 v 2 [

ANNgNEBwaITIeNsiuasladamianasszuuaamuwului (SOP & WS) Lilaaanssussannuansg
el fuimseasmsneasugaasiniiadehaeglaiiu 6 (5ae (n31d 2)

131N 2 1ams SOP waz WS filaaayaulva

n e Sop wSs
1. | malssiiugaanaiiadshiaeyled ofia Rapid test nasmsivineg v 4
2. | mawssngadptmuaNdMsuMsUsziivgaanitadtlsefiademadsnyile v v

Rapid test waemsanihe

3. | MSesENMBENNANNTINYIR v

4. | miasndauaadnsaswsnlasgaaiiaieidalhiesladiva HIV BLOT 2.2 | v/ 4

5. | MInTRdaUAMENBAL TN MEanNTITassmsiada himarled 4 4
loenaiia Gel Particle Agglutination

6. | MInTRAaUAMENBAT TN MEan NI T EMsiada himarled 4 4

Taawmaiin ELISA
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2.3 PnmassfiugmenuhgnenelwinnneilddunsdeududneTaginenmandeun o
mMsUssidiugang

2.4 luwudasaedeule 9 2eSuuims nnmslivimszesaniuiing
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%
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Capacity Building of Laboratory for

In Vitro Diagnostic of Blood Transmitted
Diseases to Comply with Requirements
of ISO/IEC 17025:2005

Ubonwan Chaiarrayalert Puntawit Natakul Teerapon Kachacheewa
and Sakalin Trisiriwanich

Institute of Biological Products

ABSTRACT Development of quality management system of in vitro diagnostics (IVD) for blood
transmitted diseases laboratory, Institute of Biological Products, Department of Medical Sciences,
has been conducted under the capacity building plan of the Institute in order to assure the quality
of IVD for blood transmitted diseases and reducing the risk of fault in screening of blood donors
which will affect the quality and safety of blood products. The laboratory system has been
developed through Public Sector Management Quality Award (PMQA) processes, including
executive’s policy; planning; customer and stakeholder focus; information and analysis; human
resource focus; and operations focus in conjunction with ISO/IEC 17025:2005 requirements.
As a result of this development, the laboratory has been certified for ISO/IEC 17025:2005 with the key
success factors including executive’s policy; human competency development and appropriate operations

in accordance with the quality system’s requirements.

Key words: Public Sector Management Quality Award, Audit, In vitro diagnostic test kit,
Quality, ISO/IEC 17025:2005
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