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1. AU 9¥UY (Purpose)

el fidugiiouftRnuresdrininnsgiuviosufiing (aul) nsinermansnisuwnglunns
ATuNITUTEIANNEINNTATRIRNAT Ik viesU RN Imadeu Miendavisedawmieniannedwarsuag
N3NeINTTINMFIUNSUNMS Uz aNsIagud sAdunnsTuTesaenAdednl 1RTFIU ISO/IEC 17011 Waz
APAC MRA-001 éu5umiigiusessyuuau

2. 519U (Application)
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3. 1@N#1991989 (Reference)

3.1 ISO/IEC 17011:2017. Conformity assessment-Requirements for accreditation bodies

accrediting conformity assessment bodies.
&= 3.2 APAC FMRA-001 List of APAC Endorsed Normative and Application Documents, Issue No: 1.36,

Issue Date: 20 September 2025

33 National Standards Act, B.E. 2551 (2008). Published in The Royal Government Gazette.
Volume 125, Part 42 A, Published Date 4™ March A.D. 2008.

3.4 ISO/IEC 17025: 2017. General requirements for the competence of testing and calibration
laboratories

35 ISO 15189: 2022. Medical laboratories — Requirements for quality and competence.

3.6 ISO 15190: 2020. Medical laboratories - Requirements for safety.

3.7 ISO 17034: 2016. General requirements for the competence of reference material
producers.

3.8 ISO 20387: 2018. Biotechnology-Biobanking-General requirements for biobanking.

39  R07 15 001. uleu18n135U589ANNaLNsasU JURNTNAGEUAUNTHNNELAL A TUEY

3.10 R 07 15 004. Policy, requirements and conditions for reference material producer
accreditation.

3.11 R 07 15 005. Policy, requirements and conditions for biobanking accreditation.
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4. HgnuwazAge (Definition and Abbreviation)

4.1 MITUTBITEUUNU (Accreditation)

nsgeusvegadunnenmsimitenufivenissuses (Conformity assessment body, CAB) leu
WesUUAN"T (Laboratory, LAB) nienanys odnn3 e ian 819849 (Reference material producer, RMP) 541A15
NNEINTYIN M (Biobank) e maninge (Competence) lunsaiiun1sssuuuimsnanm (Quality management
system, QMS) wagdlAsanssadins (Technical competence) lunmsvageuvionaniansnsddlusienisi
Iesunmssusens eussinn/adavesiagdmmmndeivunmmsguanaiiiendes uazuleus derfmunuay
Feulvmssusesmuanansariealfoins mitondavsedamsouians1sdauazsunasmnineInsdanimau
NSUNNE LagassaguUesdl NN Ui eIl UANT nsudneimans nsunng wiieuduiesdjusinas
miendnviednwiouiandeds samamineinsianmiunmsunmduazansisamuiilasunmsiusessruunuan
Ustrandnvasesdnsanasiionaiuedouuiinidonssusesionifinig (Asia Pacific Accreditation
Cooperation, APAC) Lazaafin13A N3 Il aseninusenadnien1ssusemiasUjifnig (intemational Laboratory
Accreditation Cooperation, ILAC) @ sdifnsnasgiuesufsAnaiduanndnansiay (Full member) wagasununis
pausUsITIeUsTnA Mutual Recognition Arrangerent (MRA) wén viaaiseninnisiasumssusesndaiienlasu
mwau%’ﬂunmﬁ ‘Accredited Once Accepted Everywhere’

42  mMInTaUseidly (Assessment)

nszuILMIRTIIUsEdumbsnuiivesumsiuses (CAB) egradudass ieussilluiniinisufdn
puimgUsrasdvosfansaud sdunsdu Tneanenaussdu (Assessment team) U A auluunuwes
drfnnasgiuresufifing Fadumieusesssuunu (Acareditation body, AB) §4 CAB adiesiigatiuazusndlst
dudwuesdauannsndome Sszuuaunmnasyudedeld Udlddanu smunmsgiuameniouuinma
UftRlmess olonansiisldnuarTesduiiiendes mammalssiiuagasaaeumuvdngiumsiruinsmauni e
wudladu 2 dau Ao MInsraUszdussuuuImIRuNIM wazn13nTIUsTluAINENNNTaMamATATYIN1581
HesUfuRns manraUsmdiuusiasssnviuegfuamugnimues CAB T

421 m3nsradszdiud e (The pre-assessment) Inemuasiaslaves CAB fiduvesunis
Susesedausn evssdiuamunien anuy anudnauvemeutediduremsuses enasuasmathlly anud
wazmudlaludormuaves]Budwelumsmmavssdudowiundausn deusndumsnmavssdursendousn
TnglsiinAsfiemanunnnemalssdud sstulinfinsarlunsinistuseseuaunsafesufoinns ndwn
mnmssdudesuudndlinausivddienamunnmmnassdudesiu 30 Yu Tuaniufitansuszgy
samsmaUszdiu vnliansadiiunsldudauaie annsoiuammneadunamsiefsinems aul. fusammng
dorauenenadn 30 u udmnasu 60 Tu udh aul. sxidumsemayssdiueidaedsidonsuugudluduen
adumsudesavsalinle
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422  mMins1UsEiEuaTe (The onssite assessment) o amuiufoRam WA nsdiasausudiu
39nsausn (The initial assessment) MssaUszdiuasaflove1e9aUT18n153UT09 (The on-site assessment for
extended scope of accreditation) mim’m‘di%LﬁuﬁﬂLﬁa(ﬁiaa’]qIU%Uiaﬂ (The on-site reassessment) lngUszidiu
#9419 (Horizontal assessment) LazuwwIR ¢ (Vertical assessment) Me3wnsludedin Ussiiuasaainnis
Witness msufjdfnaaeuaisvesyaaing malssdiumumangiuvesmis@enneiwazUsensuarenisiiseuy
UhmsnuamuazTannuainsalunsiifufnssuuveuiiefivensiusesduftAnd snmnsauseidu
R awlinalumsuiladounnseuasdedunaiinsanuivnniuiiansussyunanmansauseidu dwiunis
eoguazueneveutglusues luna 30 Ju dwsummmalszdiuiiedusniivenssusedal Wuna 90 Tu
ynnlansnsasudunsnuimuana gndnaunsaduaaeduminsielsnems s Tusammua Weve
Yngnadn 30 Yu tededdnalunisudlvimundmiunisdesiuazaeneveutienisiuses liiu 60 Fu
dwsusmaussdusisedusniiventstusedal laiiiu 120 u AUt muaRzdesgnsEiuNsiusesdanTIny
sepzaiiimun mauszeznafidmuaudiliaansasdumsudlaldudaesa asgnifinaeunssusesiely

423 mMInsIeAamal (The follow-up assessment) ai aanuiiuf iRy Taegilesumsueuvsng
NnSens aul. nsdliideasdslusieavidnvesnsudludounnsest diannsafissanldannenansiiels
wileiwesjuAmsannsnsnwszuuuimsnanmldmudormunmassiuanaiiieddes wazdefmundu
sruunuAmesdinnAs e TRNS warlinanlumsudlvdsiinsany 15 Yu fuaniuidansussasa
nsasRRan mnlianansasudumsudlule nelu 15 Ju ddnnesguiesdfufinisazanvautne vsesnian
yemsvagouiiliansadansuilusona

424  NIRTIRAANIUNIE N AuAmA RaA NI Ty 3w anidu (The extraordinary
assessment) a4 @01 U SAu daandifmsanavssdiuluseuundlunda Wumsnvsaduanizany
Soqusvasd nsdliimgasdedsliannsafinnsanldanenas wu Wusfvesnaznssunssusesnuauses
nanmslaiutodesdouresUftims meuszaumgnsalfefith/anunsalfiiidsanssny wiensdlgnandl
mMswasuwasdeliAndestussuuuimenanm wnpsguddsild viomawdsuudada q Awnsndluainiissy
Bluwenasusznounmsatsvdunisiou Sonaiinaderuauninves CAB wietszneunsindulalunisling
$uses uaglinalumsudlvdsiingiany 15 Yu duaniuitansussgunamsnsaafiams nnlianansadidunis
uilale nelu 15 Su dinnesgruiesufuRnisazanvoutng Wiesnidnmensaaeuiliannsadanisuily
AINET?

43 AENIINNITTUIRIP NSOV URNS (The Laboratory Accreditation Committee, LAC)
ANENTIUNMINNTUN HANIATIIUSZRTUMENUNTETUNNTTUTEY Useneunig uaansiilamy
Wenwgyluanuninmssing | Anerdesiuiinsguanailinnssuses nnmbenunelusasrilsauniguen
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nsuAnermansnsuwne Taedviifiansanuaglinisiusesenuaansaveamitsnuiiven1siuses (Decision-
making and granting CAB accreditation) AT IUENG Teun

431  ANYNITUAITTUTOIANAINITAV BT UANITA 1WA1T1TUE Y TATUINTITTUTN
PLENINsaviRsUURNIAa UNER UeIgun N wastiAINenmans snuNnsgIu ISO/IEC 17025

432 AuensIuMsuseInNEsaviesdfURNISIUNISUIME fIR1SNNITUTEIRINENNT
VesUURMININswmd aammsg ISO 15189

433 ANENIIUNITTUTOIMNUAINTANUIENT ANT I AT 8UTER D198 99 1UNTUNNE Uag
aETUAY NANTAUNNTTUTBIMNANTOVILHENVT O TAATEN AR 1989 MUNNIgIY ISO 17034

434 AugnsINsTuTesANaInsaviesl URM s I nenstannaun s uay
AN51TUAVANLNATTIU SO 20387 HANTUNTTUTDBUIANTNSTNEINTTINN

44 rzg‘vmmm’l&mum’i&l’iaﬁlﬂ’imﬁmﬁa’%’ma&mmmmm (Assessment Report Reviewer)

AzgnuyRuYh A asandeyaduszuularinnslussnunsesaUseiu Aeuthiaue

AENITIMITUTBsIIENINSalafinsanlinsiuses
a5 ﬂmzrgf{maf\]ﬂi&ﬁu (The assessment team)

nasyARaTildSuNsusalaegs e s Sadufuimsgeamonmizeiusessruunuitlsdy
oUW URve ULl UM UTe s E TR s uTAe T esinguyanadana U Tuanud
yhmsvesfuenssusesunnmesdinunnsgruiessfiAms WonsaUseiiussuunMAWLAT A INANISANS
Anmsfanssivensiuses mudermumnasguamnaiiietes uasdormumesdinunnsguios juans
winzAnH nTIUsEEIUDNIUTENOUMY {ATINUTHTUTTUUUIISAMAN A Tivtiauey nT1Useidly (Team
leader or Lead assessor, LA) LLazﬁmzﬁm’gwizLﬁummmmmmﬁmmﬂumimaawi’aq51@§q/ﬁf\miimﬁ
Rendestustnmsminenstinmitlduseuvang fie fnsiaUszliudnuisnms (The technical assessor, TA) Uag
figslaildsunmseusilumnasguanadiieates uiiduyeansgianudsmgluauinmsiifodossu fe
13 1y 1u3 115 (The technical expert, TE) waws{#isiunisousunds uavasidugnsadseifiusely Ae

o

=3

Adunansad (The observer, OB)
4.6 AUsEae (Coordinator)
Wi vesd T NI U eeU UAN1S (Case officer) 4 9la S UNBUMNNEING §1UIBNNT

e

auy. i uSuReweudidunsnssuinnusumsiusesanuaunsoves CAB aufvates CAB
47  whenuiivedumsiuses (Conformity assessment body, CAB)
liun vieeUjURnns (Laboratory, LAB) Waegniienann3ednum3uuian s394 (Reference material
producer, RMP) shuanssaiguviseduasesiuslng dmsunsmaaoundndasifliiedestugunim dainemans
g uagiumsuwme Ssselieneiingies wansvmenednd
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48 YU URNIMAARULATNUILHAANT DI ALATHUTEA BB IFIMTUNTNAADUNG A 9T g UN N

(The health product conformity assessment body)

m”;m’mﬁ"Lﬁms&’aqﬁ’umamﬁwﬁﬂmmmmi o1 Tagandia 1A3 83dene ayulns Tagiaivly
ATISOU mmaumwﬂwmmmmm Fa¥nn $od edosilound uaznAnAasimensumEingzmyanssaey
SuRnweu savitenadey / ddadelsemsdmunnd Wollddeyailldlunsguasny smeifedelsaluded
msmuRuuaztasiulsa

49 v URNIMAFRULASMUIEHNEAYS 03 ALAT 8N TAR 919D sd S UNINAdR U AT NeNAIanS

(The forensic science conformity assessment body)

HesUfRnmarousiegneldanuys wasdaeg1esavdu 1wy DNA dun Fon aide
o¥tng Yaniliie Jas/maeififinasoaunmuonnud mas Welildteyailflumaiansaneimiluma

410  venfURMaae UL IENE VS RAWNE LIRS MTUNINAGEUNNTUINNE

(The medical conformity assessment body)

Ver URMmaaeUaven I RNIRMIWNTE ATV 9at73nen BusliinewviseniiAuiiinen
pidufulafiniven w0dl T3End wadinen weBinen viensnITiineiduiRsosiuTamenyud Welils
Gi’fauamﬂlsi’flun'ﬁml,t,aiﬂm asavdladelsalunyed mimuau Jesiulse Ussluguam uasmuusihdmsunis
ULy Tadeimsie NN A UAIUMTENSANINWIBIU UAMS wazmsulans

4.11  Biobanking accreditation
n5l¥n155U503ANANTAvRIMUIBsUIA TN NEINTT I L ARAILY 1T ol oves
nszUINMAAUTIUTIILAE S YIS NeINTTanm Tnfedeyaiiiatdes FedeilunindaudifiinognsBeianansa
ihllHUseloniieneuaussanudeanismisgnanvnssuuaz Uslovtimmensunng waziieadrsanasivla
Tisugldnunasdiidnlddudodminensdranmiuldsunisuimsdanisedagnies funsgiu way
winzauiuingUssasdvasnmsurluly
412  Uaunnsed (The condition, C)

aeilsidulumuderun Wenlillddavhszuuriedaminssuuudlisenndesiudetmun vio
Fonhszuuudlalldthluly udiinanszmudeszuumsuivnsiansnunn viedsignwuindudedanslunisnsie
Uszdiuadsroustlalldumauilueguitaduastiostunafios,

413  Yadwnm (The observation, O)

daiifeindutounnsos luindngruiismeindnanszvud eszuuuimsdanisnanmuay
Awasalunsiuiuianssy winnuaeslivieazaelaglifinisdants enadilugdeunnsedld Taeszydu
dotmuaiidananudsioudly warazgnamaussdiuanisidumsudluiuugs ueellestumsAndlunisnine
Uszdiuadwialy
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5. L@nasAaItas (Association Document)
lenansnammnatuikandunseuInususeniew UAnsnagey Miiendavsednnseniane1das
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6.

A5aLun1s (Procedures)

6.1 USeNBUMBTURDUNIVLR 13 TUHDU AIT18aZR8ARL Work Flow Ua9uiasnssuiudug e seuuung
LAYSEUUAIUNLAY (Fast track) padl

Un# AunLAY (Fast track)
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6.2 Workflow N3z1UOM5 D50 NNaN3saviolIAMS Hiilenaansedanieniand 199 wazs1nmsns wennsiimmdumsunnduaz ansisoge

A0UN

N9NSZUIUNS

NeazPUNIU

ITYSHIAN

K{¥uiiavau

L=
LUUUUNN

PNEN591999

AN

AMUES

1

aN153UTRINN / venevaung /

sioeny / el

PaUfURMS (CABs)
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o vinsUfuRnmsnseneazden
- 1. 1 (ISO/IEC 17025, 1SO 15189)
- M. 3 (ISO/IEC 17025)
- M. 4 (SO 15189)
- 12.10 (ISO 15190)
-1 11, N3, 12 uay
- M. 13 (SO 17034)
- M.14, M.15 (ISO 20387)
o dalnd Electronic 194@ wag Current copy
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Ve uRns
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- F 07 15 058 (M.10)
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- F 07 15 181 (M.15)

laiAsu

MTIVADULDNET

AU

* ATIERUAMNNATUL IUTBINASULAz 0y A
Tuwuunesuades

* ATIABNATAUAINA TUUTNITUALA Y
Fnslviddeyarsuiiumudeimun

¢ vl URNMTANTUNTIUANUATUL U
YosuenAs/Aenan e

30-60 W

au.

- F 0715005
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22. F 07 15 058/01(T) Application form No. 10 Laboratory safety audit checklists

regarding to 1ISO 15190: 2020

23. F 07 15 060 WUU M1 AeSUTeIrUaInsantIganvT eI I ian 01984

24. F 07 15 061 Reference Material Producer Specific Information for accreditation
(Form No.12)

25. F 07 15 062 Reference Material Producer (RMP) Accreditation (Form No.13)

26. F 07 15 064 Reference Material Producer (RMP) Checklist Form for
Assessor's recording

27. F 07 15 065 LUUTIEUNANSATIIU T WA IV NER 1an 91989 (RMP)
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ISO 15189:2012
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Evaluation Checklist and Risk Assessment)

38. F 07 15 180 Application form No.14: Application form for Biobank Accreditation

39. F 07 15 181 Application form No.15: ISO 20387:2018 checklist

40. F 07 15 192 Form for List of Biobank Application

41. FO7 15193 Form for List of Accredited Biobanks

42. F 07 15 195 Summary report of biobank assessment
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8. 5198219890219 (Supplementary notes)
9. Uszaanmsunluenans (History of Change)
uiluasan nswasuulaenans Hinviv/duily Tuneanianans
00 el 15710300 Yudsiuun 4 Ay 2553
01 Uuussszuunmsanfiuny Bnmsvailuiuseuay | 1903l Yedsuun 15 SunAy 2554

nszuUNISETEY I uuleunelnl

02

2510508 VeAT1UUn

9 AuYIYU 2554

03

& a, a 6
2510504 Yedsnuun

16 NUyEU 2554

04
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uilvduneunisiiiunudesveziainis
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WA¥IYINTT
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uiluseder{fetonarsaiuauainiamiings
SusoinalfuinTs 1 way 2 widaiiesinni
naususeiafumnis

wnild ansudau

1 faps 2564
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45,47, 412 ag 5
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3.9-3.12)

@il ansudau
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§in Point-of care testing (POCT) (@ 4.11)
U$uU3 99 unaunsduine Work flow wag
SeUgIAMIAEiuNg (106.1)
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WU D1IUNYEY
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09

AALONA1T91989 Regional Cooperation of
Accreditation Bodies for Standardization.
APAC

MRA — 001:2024. Procedures for Establishing
and Maintaining Mutual Recognition Ver 1.21
(20240116).

Wintenas81989 APAC FMRA-001 List of APAC
Endorsed  Normative and  Application
Documents , Issue No: 1.36, Issue Date: 20
September 2025

a6 6
bNIUY D1TUNYEY
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