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LONATITUY nvinsEULLeNaNS UATVAIIBITUNY vilenassyuy
AN AunazUssi (2 Ansuenans aedl | gaunm
(LA-NI. 2569)  |arumdenvesdny | dssUszdingy (5Uuuy
UJURN1535 voulat) S 5 as

SeeE? 3: A579
fnmunelulay
ANINTIVDI

@.A.-n.A. 2569)

dl Yy v v
wielvidiineusudila
WANNIS 7 Usen15U84d
ANSATIVANMIY ey
WALANITAUMN
v 1 dl o
Jaunngaaiavll
USuUsaseuuLaEns
LESUAS19INwENNS

NIIRAAN

1. U59818 ata N3RS
Annnunely fu
UINIFIUNTBAMUA ISO
19011

2. rapensasiiuiinga
Usztiiuasa Ty
HosUFuRnae 3 sk o

aud.an

1. ypansinla
Yanmun 15019011
2. nvihenulasude
uAladounnsouay

[

JoFNe

Seugi 4 NSWALY
YDUNNTDILALAT
NUNIUABUSHS

(W.A-3.8. 2569)

dl U o a
WDHANAUNTWALULT
seuvu Trulain

I3 o @ d'

Ui%LﬂuaWﬂQJ’WWUﬁ]’]ﬂ

A5m529UsEIUlASU

1. MsAnNASUALY
Pounnsas (NCs) Tuguuuu
paulal 91U 3 AT

2. MydULALIAUTTYY

WU URN1Ie 3 Wi
ansaandunsuily

Jaunnsashuls Savay
50 F9lasuAuzL

v

nsuilueg1egnees | Management Review nfides
MTI0 TINRINS (MR)
muAuenasiiu
Uagdu
swugdl 5: M3 Wioasuuazdalasanis | 1. dadauvuussidiumuies |lenasUszifiunaued

GRG
(n.A.-n.8. 2569)

(self-assessment
checklist)
2. disrenuagunans

ARUINULATING

(N7 4 uag M 10) Uag
18UATUNANTT

AWRULATINT




2.2.2 M3NATIENUBURIAUENFD (success factors analysis)
1) NMIYIUINITAINIINTBLTIYNTA1aNTTENI19M U89 (strategic
institutional partnership) A31133UT05EMI9 TICA (@tiuayuatyssunwazlseaIunis
AUIEINA) Uag NTNIANGIMIAASNITENNY (ATUAYNBIAAIININITVINITHALINGINT

[

d‘ o Y a v « a a a a | <
ALBe910y) MlAnnstuedeunisyaalstsaaunivseansainegnalugusssy way
1 a ! A Y v X ¥ ! gj
duasunnuindonigldduiinanuidila (MOU) s8ninensensieansIsaaunianslseme
RENITAVANTIOUL VO DIUHURN1TTAUTIRAINLUININY DU TENINUSTNA .01,
2548 alusgAuIAkarsERuNiinIAe LTy
2) syuuiiessednguegelndtin (dedicated mentorship model)

N13IANNFERINNTUINYIEERSNISUNNd Usenuguaruy 1 de 1 Ay
Vol uRnsudaviis Brglvinisaniunuaenndoiuusunvedlasenisnyaiuiaunli
a v < [y 1 I Y o =3 LYY Y &
AnAnudundtlagardanisatenenaiius ausnulunisenseaudneamlmduluaiy
NUTININTFINAING 1SO 15189 Uag ISO 15190 FIUTITLUUNALIILYILNAUIMNUTEUY
AMAINYBINUIENU AL AUAINUTUNLAS N SNEINTVBIUAAENUIB U dasunIsFoans

[y

wazifuinnuaunelussdnsagsaiiladlassruuraminsnutug iansiauiey
aansfnwszuunuawIaiesUfiRnsIdenadiiuseninensvesmues
3) mma@aﬁumzmsaﬂuayumaﬂQ’U%Wi (executive commitment)

N9 B YRUTMIIEAvaadlsme utaLasniieuly adl.a1 Wi
Suildluiitilalasenis M3RsIaRenIY wazn1sUsEunUNIUlagi1euINIS (management
review) a$1anunszvinduazndndudsulsunsnelussdnsifielfiinnsduindeunin
wlevegmsuiua guims wazyaanslumhesnuynssauliddiusilunisesniuuiay
$1593nIANEANINUSEUUAMAINNVRIU URN5I i

4) AMUANYARININANEILAEIUSTIH (cultural & linguistic affinity)

A ke anssauindiAsstussrinslvenay auuan Paelinmsdionen
Yofmununsgruainafidudou 1ileanuvuisvestedmuansivinisludeujoa
doanstulinseuszifunazidilaninniinisdearsienvidinguiifunvindnues
Jormun dwmalinisdnriadenmnnujunliedaaga

2.2.3 mM3aATgRANTnIguazalassadnfsy (key challenges & analysis)
nnsasIainmunslulasnsUszfiugesing nudevimedidyiidma

NIENUABNITVETUNITTUTRINTTIU LAlA
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1 o w

1) Fodrinsuuszanm laslaniznisaeuifivuiaiosile dlaléfinsds
sulsznassi U limmihuasmhsnuiiindesddlinsemingfanuddyueanisammu
JuUsEINUAUTEUUAMA TN
irsosiiofauaziniesilonnaumsineimanivanenemsdianisaoy
FBuAuIAsgINaINg ISO/IEC 17025 3avianthsasuiisusessuluiiuil uagdosld
sulsmanaguiosnndesintodnenisaouiieuandsssina
2) Msuimsianiserindeuazamnulannfomenionn
desnndsldfingrunssesfuideanisdanisvesindoiiduusssu
nsuimsdansvesindefunisdudunislussiuaniu demalvilinisduiunisunndieiy
Tunaneniiedny wazliaonadoadutomnuanIuNIAIFINEINa 1ATIAF19N18ATNYD
#oaUfiiRnnsuisuids fszuunisszugeInie uagssuunatidnvssinite/anransiad
LageandaefiuuInsgu 1SO 15190 seuun13ianis Audasadeluriealjiinisnis
nswimddatodeuluuiswassulseanavehsnulunsUTuls
3) MsslUsunIuUsTlIuAMA A8 DN
WeeUuRnIsurswiedudisinyssiliununinateuanlinsaunqy
ynsensmaaey Liesandedrfnsusulszinaseldesuazn1svudainegsiumsuuay
sudnsidnfslusunsunisussiliuguninaisuenuidisanudndudedasuivuszunu
atfuayuetsaiilos
4) msznudszduazanusioidestesynains
YAAINIANTENUATITIATIEIUTEI TUIWINN vilinsdnvinienans
anunmuaznsuiladounnsoniaruandiuaslideies
5) LONEITILUUAMAIN
Lﬁmmmaﬂmi@mmwnﬂaﬂuﬁ%%%immmmmgm ISO 15189 way
SO 15190 azdossniuduniwmdingy vie arwilne whiduiiielaenadesfuszuy
nMsnafuseslagmienuiusesszuuau Mirideidng nszuiunisveusesataazsed

ﬂ'ﬁ%U'JUﬂ’]’iLLUaL@ﬂﬁ?'ﬁ‘\ﬂﬂﬂ?‘lﬁﬁ??LﬂUﬂWUWIVISM‘%Bﬂ’]UWE‘TﬂﬂQU
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2.3 ayunan1sfinen
HANISANYIUNLIEUIINIATINISAIINTINTENINIA Ine-aud.a1 Tunsenseau
Angn1nieaUiRn1snianisunndduinsgiu 1SO 15189 wag 1SO 15190 a1u15aasy
anszandalased
2.3.1 AUMSINITZAUANTIAULAIANTUAZUARINT
TassnsanunsafauIyaaIngees avu.an s 3 wiseuiises léud
National Center for Laboratory and Epidemiology: NCLE I'NWEJ’]UWLMH;@’]%TPU ey
Tssmenuiadess Tiflanugeudlaludeiinun 150 15189 wag 1SO 15190 Taviafn
vinwensdugnsiafamunielu Snsdmuslassaireyaainsifiesesiussuuanninma
unsgIuaIng wagiinsimualassairaenarsssuuaunimiiluaednvaldnes 1Ju
sUssauladse
2.3.2 funsnseNANUnTaNgn1ITuTaNNAIIY
whgdnsdimmurimeniguenildamnsoudluldiuiiluszoznalasanis
LU wﬂﬁzmmmiaamﬁaum%ﬂﬁaLLazmsﬂ%’uﬂgqimqa%ﬁamamw WU uRnIs
Wavanediauinisidessuuediududn a1unsaduasdesing wasiluuamnnisudle
Founnsos Miugusssn Wmnevedassnsifieairswitsvesiosufiinisly aul.an
iler1seaszuuAmIM 1SO 15189 wag 1SO 15190 TiAnmsuftRuayineveauumsufin
il¥aonndasfuuinsgiuainagindetieosufifinsfivde iianisenseduansgiu
wsavneesUfiRn1sszaurdluuiunves all.an wasidumsanaildanglunisvesuses
ANATEILAINaRITEUTIte fuTeafvua
2.3.3 fusduuuaaTINEe
NISHAUKNATUIENINNITATUAYLIVUTZUIUIINNTUAIIUT WL DTEN I
Uszine n5gnTnsanelssme Lagasdenmamaininisannsinemansnisuwmeg
N3¥NTIE@5150UaY TugnuemiieFuses (AB) W1usuwuu Hybrid Training Uag Mentorship
System dotfu dunuuainusiuiiondnid (bilateral cooperation model) #ifiuszan3am
uazansnsnthlulszgndldifusemadug Tugfiniald fesuussanailbiguasdsiu
2.3.4 fuanusiuamsgunmgiiane
n13gNIERUAMAINKaEAINUaBAfeYasiasljURNTlu aud.a1d e
isuasinudiudwaesev e sy Tl sARAR e TN TLLAUMULLI NN DUITE ST TINg
UsenAn.A.2548 warnsouaduindedjaynidiiendsuiinislfyniguiiendeu

Y

eenTEsHaiaulaenieLarANTUAINITININTEAUIAIA (ASEAN Leaders’
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Declaration on Strengthening Regional Biosafety and Biosecurity) @i® Uﬁﬁgiyﬂﬁﬁl\f DRLLIGE
Susoadlotuil 9 ganau 2567 sEriensUssragALanoTEu A% 44 WAy 45  uATVAY
Feadumi Uszimaan ilesnszduanumiouuazdnenmuesniinielunisiuiiefenna
n19310w lsaszuia wagn1suimsdanisanudesiiudanimegradussuululseine
aundnendou aduanudesiulunanisidadelse uasusnguddyuesnsaiieniny

Juamneguamluginineg1adadu



uni 3

v
UBLEHUD

[

nsadulaseinisanusindeninig \Wulasinisuises (Pilot Project) fidgnAey

<

lumsiangueuuanusudeiuassagussnitdssmalneuazasisusyusssulng

U5¥919UAT 8NTEAUTTUUANNINLAZAUUADANENITINNUBRIU URNTANE1 TN

[y

donsitmunamuiiunsiuassuguidluss AUl ssmauar ssuging
MNNTNeAUNEsUNaNI TR I LRI A a U URTA (Best Practices)

feluffnisiinsziuiunanundouuazdnenmvesiosujofnislusedud Tona

TunmsatiuayunineinsyaraiideivgiussuuauawsiosUjuanisannuszimealne

nsauiesujURn sidmueiiesyuuiass Jaduwuinmslunsimuanudeiviy

[

g
Y
MasAuvasUsEweg LAz Usenagsun s lundeuiu dnmsusuldsduuunisiineusy

WUURANNATY LATNITYTUINISAITYRaIsIsaavliaenadesiuaniunisaliiunaln

ANNUIINLDNTHAIUITENINNUTENATINAUNTUAINNTINLDTEUINUTENALNBN1TENTEAU

s 1 1%

Anen1nenuIneImansnIsunmdegnnselanluseiuniinig
aada

uniFgunazuuiufuianaannlasanisiisesdinans detlugiudeyanididey

U o

lunisinlugnsivuauazenszauilugnsaansiuaIs 19gULaENITYAAI51TNET
YNUNTUUAY (cross-border health security strategy) vasUszinalneog1aluszuu
gNsAANTAUAISI TR ANz fidmuafieniandnlunisairannnuiunama
aun I (health security) 1enlesszuuiihszanazauaiunsalunisneuldlsnfinse
FrumsuuausEnilsema fmeoiessukasedesiunaiesufians daduduuuuids

wlevglunmsvergwuyjialunmsaireanusiuiisludusvmalugiininendeu dauasy

'
o

unumvesUseinalnglugugivnuanuiuamisguamluszaugiinig

v
a

NSRRI B ULAZ LN UJURNATMAUUNUIMYBIn I ENm@nsnIswwnNg
lunisduasuuinsg uresufuRn1suarn1susnITANIELEINIW eatiuayun1Tye
a1515uavvesinguazenseduauiuaIneguanluseiugiinia Jalausiurgnuus

1%
v A

ganilu 2 duman liun Teaueidalouy uazdaiaueiieduiniouulouiednsufin dadl
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3.1 daauaidsulyuny (policy recommendations)

3.1.1 A3ENTTAVNINTFINAMAINLAZAUUABAA BN TR T U585
él"mm'i‘i{luma’lﬁﬂ'iWQ‘U (integrating laboratory standards & biorisk management into
the national global health diplomacy agenda)

3.1.1.1 mswanaulunseuausmdenintAuas i
1ANTENTNNITANUTZNA (HIUATUANLTINLDTENINUIZNG U0
TICA) 4a¥NIENTIESITUEY (HUNTUINGIAansnIswnng) Mnuals "msiaundngnt
sruurios fiAnsuazuIvITAIdsanw Lﬂuuﬁﬂmamé’ﬂmmL.Lmuqmmam%
AuIuflowfion WA uIINIA (Strategic Development Partnership) 5¥1319lnefu
Uszmeilauthy (auy.an dousn NNy Uagleauiy)
3.1.1.2 nrsaanvunnalnniseeususauiu (towards Mutual Recognition
Agreement: MRA)
nsnadmanedalovigssegelunsiauiesu jiinns198s
wazvosUjuAntsnsunaulilasuni1ssuses 15015189, 1S015190 wazn1satiuayy
nsUsziuAMAIN (External Quality Assurance)lusensvadeuiiieadesinuanusiuile
lusUwuu MOU %38 Technical Agreement 5813 1NTUAIUANLIARARD NTENTINATITUEY
AUU.aMAUNTLANGIMENI NMTUNE LaznsuaNsuioserinelseiva laed National Center
for Laboratory and Epidemiology nsuauaulsaiinse aul.arnduddienesufifinig
seiuAludWiTR Wewlugnmshanumnassensunansnsalinsimaiosufoinig
srufudaua anduneunazsreznalunisdssilseRnseodumsuuay

3.1.2 n1seansnabnevyssutamaznineansdsdudrunsuuau (sustainable
cross-border financing mechanism)

3.1.21 mié’?qwﬂizmmaﬁuwmawwﬁ% (dedicated ODA Fund for

health security) IngnsuanusIniloseninealsene nsensensausema Usemalny
A3¥ndssulszanagunsiauImianig (Official Development
Assistance: ODA) dudumsafuayusindnnsuazaudaudieluuuvlminfifgidestu
sDG 17 FadlunseusiiiunsfisuiinveulnensensisrnsUssmaauisafndunssnng
sulszanaddalagnisdnriiunusuUsenuasntn Ineausiuiioseninensuaiusiuile
FENIUTENA KAENITUINGIMIANTNITUNNG NTENTWETITUEY Tudrusulssanaatiuayy
AIUNITUINITANTITUEVRaZNITUNETINsURAUAITITunIsAndun1sinensuAIuAY

lsnfinsie NsenTvasisuan aud.an laeanezalddreiludedrinndnvesussmealsu
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WU ANUInnsapuLiEy (calibration) la3esilaunmd/nTosiioInermiansinuuny uazen
nsdansIlsTliunMnImAeuen (External Quality Assessment: EQA)
3.1.2.2 A15a$19AIUTINTDUUVYININITVAI8AIAEIU (multi-donor &
multi-sectoral partnership)
ilouiinlonanagnauTINIUUTEI LA NN T UDIANS
3$U119UTENA LU WHO, US CDC, ASEAN Centre for Public Health Emergencies and
Emerging Diseases (ACPHEED) wagnaanulan (Global Fund) WlannsiansuUszaa
LHuAugsunaAel uazaiemudaduliunlasanisaiiudanile Teled TICA uas
nsuAnermansnsunndsrufuimidiidudinaisussaiuny (matching fund) Lilefta
sulszInuaNesdnsIEsUsene Wanaumuludunsuiullasadsiugusunelg
19 srUUsTEUIseIMAlueafiRinig Ssdedldiiuamugaiunitsulszina ODA Und
3.1.3 nsfuansauAMuFURnvauLaznsifuguanudssianmsziv
Qﬁmﬂ (regional biorisk governance framework)
3.1.3.1 msdaviduiinaudilaamgdunisuinisanudsdianm
(MOU on cross-border biorisk governance)
duasuliiianisasuiuanusiuiieseninaniligumiuguaseeu
nsuvesaesUszma Taansuinemansnsunng nsenvansisaay Ysemelng $aiu
AUSAATILUATTEUININGWRITA NTENTAESTAIEY aUU.a1 Ilosesiunisindoudie
21583070 warn1dIRaegnsIRdunsIRAuEg1Ignng e Yaeade wazilul ey
nnseifsunsvudafiegafinidoseninaseme munumangeutesevinsemauas
ToMNUANITVUAITAAUNII8YBIBIANTANU LYY
3.1.3.2 MIHANFUANNUUARILIANNAINANIEN
advayulinsuinermansnisunndingnsdu "audineusuuas
HuiidssdunisuimaanudssdininuaraiasgiuauniniosUjiinsuvisgiaie
ASEAN" (ASEAN regional hub for laboratory quality and biorisk management) 1a a4
Adnvgmenmsumeiazeusiuassgunmvesielumsaiaaietisaudasade

= v 3 o a
V]']QGZJ']ﬂ']WVlLSUNLLSUQS[,Uig@‘UU']U']GU']W

3.2 daiuaivatuinfeuulsutegnisufun
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3.2.1 n1sWmuszuuRiAsnaziaiedsaduayunianadauuudaiias
(establishment of continuous mentorship network)
3.2.1.1 masasariafiasedunsuwny (cross-border mentorship taskforce)
usRanugyiLdLdeamai 15015189 15015190 way 15019011
MnnsuineImaninsunuasauinemansnisumsluiuiineuny v dugly
mUsnwUsETuaresufuRnisidmune ruszuUnsnTIBuiufl uavnsliruInu
mdlna
3.2.1.2 N195YAH0LATIEUULBNAITUINTFIUNA18A1Y) (standardized

Y

multi-language documentation templates)

[ o

FavYALUUNBTULINTEIU LONANTANEAMAIN warIsUS TR
1175511 (SOPs) AlFFunsuvaiuniwilng nwian wazawsangu Llelviynainsves
Useagiauitdr luusuldluuiunvesnueddaviui ann1szaulunisinvienarsssuy
AATN
3.2.2 msvdmsianslasadreiuguuasladafndnisdeuifisy (nfrastructure
& Calibration Logistics Management)
3.2.2.1 NMATUAYUUINITADUIBUA YIS (mobile calibration & technical
support units)
atuanuldgudinermansnisuwndluiunituiivoway asi
TWsunsuuimsasuiiisuiiesileingrmansidasnuardyastmuauludslsmenvianeas
e Wieanniszarldinsuaztuneunamaninslunissudreindesiedunfunisaey
Wevludsenelng Tag n5uANsIMHeTENINUTEmnNAATUaAYUIUUTZIMLANTEN TS
ansnsnalun1sdnds mheaeuisuiedeud (Mobile Calibration Units) Tnefigiuufoinis
Mnguinemansnsumdluiuiiviownu senliuinig a lsmenutawviaimne e
anAudsaniasietigaainnisruds anniseaildane uazantumeunsmanng
3.2.2.2 m5ﬁ<§umiwuaﬁuauumié’fmmﬁﬁuazam%auazmiﬂwqq%’ﬂm
FarneusudUURnsunfinlsanguianeastunisingesnw
dosflefugnu uagnmaguainuanInsruuszUIseINIa/fistensiindesiu naenan

N133ANN3ULARNLYALLINTFINAIUUABASE
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3.2.3 N1TYNTTAUNITHAIUIYAAINTUALNITUSEITUNALBITEUY (Workforce
Competency)
3.2.3.1 M3veneNalusunsy EQA 1unsuwaukuuliifnalddne
VYYUBULUANNTAIFIBE19UTTIUAMAINAN8UBN (EQA Scheme)

4 4

PNANTUITEINGINANTATITUGY Y50 ANGINGIPNARTNITUNNG NTUINGIPERTNITUNNE

[ 1

lugaiesufuinisueaclu alu.a1d ATaUARUNITNAABUANAY LU N1TATIILATILY
lsaldidoneen Tsaeled lsmunanite wasnnsinidadulsnsidadidle

3.2.3.2 N59ARUIMSUTRIUIANTTOUL LU UaLaunaRn (competency-
based training & certification)

v mANgRsH NaUTILUUTRILVINYEIRN1EAY (micro-credentialing)
dmfuyaansriesufiRnisvieunu 1wy vangasidmihfinnuuase femedanmusydn
ol URNNT uar nanansynsiauseiliuaiely laelinsussilivanssousasanaiqy
N159UTH 3-6 LABu

3.2.4 n1sysanismaluladfdianaznisdearsdoyassaumea (digital
health & LIMS integration)
3.2.4.1 msduasussuvalsaumeiesljURn1sAIvia (Digital Laboratory

Information Management System: LIMS)

A wugiaratuayuNIiRTEuy LIMS fugiuwnvesdfisinig

'
o

wurlmune iedsuiiuainnstuiindeyamenseaivlugseuudidva deazdivan
YORANAA LT YL NOULAZUAINITIATIZN
3.2.4.2 N15a51NAANBTUNITINENUAIULELILALINANITAINANTBA
(regional biorisk event reporting platform)
Waunabnn1sseaugUinisaltas A ULFEmMI9TIn N TINAY
d‘ Y a a L4 Y a ¥ ! Y 1 U ] =
eliiAinnsiseusandeRanain (lessons learned) waguideymsiuiuegaiunieg
4 o v 1 = a I's
3.2.5 N13YYIENAYNSAEATHAZIIAULUUNIATTINgUSEINALTBUNILaTANDS -
LaELe
= a 1 A a al
PANANITANEILAraeAUNITEUlATINITANTINT eI nAlne -aUl.a17
Y @ J i A . . .. no & aa
wanalviiiudn laseasna "Bilateral Mentorship & Hybrid Training Model” 1JugUwuu#il
Uszandam Uszndaauuszanas wazanuisauunusuldidu dunuuunasgrudmsuim
Anun el uinismamsunmduazanuasndenieslinim lunduussmaiouinuwag

aundnondeouls og1alsnd msthduluusenaluveenaly assasguisana e
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wazansIsuigUszedUlnefuei-taan (Buei-laan) sududesAnuiviuniiugiu
(Background Analysis) LazUszifiulan1@audinsa AaenaufiInuaALLINIaNIsuSIISIANIS
Aradssaniziiuil el
3.2.5.1 Uiunitugiuuaglonianudiiavestssmamane (Background

& Opportunity Analysis)

Jousndsruudesufianisvuelungieluszduaudnans (du
National Health Laboratory-NHL Yangon/Mandalay) LLasssé’Uﬁyuﬁmmmu NINNTeY
Td1ingelaTaineednegulssnaniunsaiauldasuntelulsene Yadndnniu
n3nens ndsnulwihitliaiaue wardnsnsuisuvesyaainsgs

deuaniinsuwaunisundniulnes1indi 2,400 Alawes Anusuile
aun1aiiseilsaszuinauuwigisuauioidunayselesusiudu (Mutual Interest)
faziulailel

MsvhusIiusEniEudingmansnsunmdnmenLauveding
fuldmihfiansisaguiesduvesilouiniiflogedseiiles asdugruddylunsiuindeu
ANusdlomunatialagliiiuguassaniinisidesseaulssme

TudiuresseuvaIssnuguLas s UUasUjuRn1svesines-taawn
Haaglutrenisiuriagiam lassaisiiugumarosl foRnsnszgndogiiqudnans Ae
National Health Laboratory (NHL) 4 N34 qﬂmm@%mmmé’mmmgw ISO wag
Biosafety fidruaudnin uazdsdosflamnisaduayuidanaiinainesinsseninsussimna 1wy
asdnsowielaniundnuasfesdnssenitsdsemadrudndulasinisiausiuauuin
yhliilentanausausulszam Weauilasedsiuguguuuiunisdionenasdanug

uanandl Aued-aan fdseglusenitunisunnundeudniy
audnifugunuuvesendou vilmAnauiusiszfuulevislunisensedvuinsgu
a1saguliaenndeafunsounsgiuendou nvisiues-taawliniulinsdauarues
Ussinelneduduwuuiuineimaninisunnduaznisyeasisagy 3dinisaiiulasenis
lpsunsneusumagnsatuaAYUIINHUTITTERUES

3252 ﬂiauq%ﬁmam% MRk Next Step (-Dimensional Implementation

Strategy)

endnduliinisvernaluinauinsgiunalsussquadugs
NFUINGIFNFATNITUNNE NTLNTIIETITUAY $aZNTUANTINTRTENINUseINA (TICA)

NIENTNNTANNUIENG AITAINUANTBUNTTATUUTIY 4 TR Tawn
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1) ﬁaﬂfmgmmﬁﬂimqmLLazwﬂizmmé‘J’qﬁu (Health Diplomacy &
Sustainable Funding)
nandulilasInIsenssAuvesUfuRn1sllauu Lasfines-Lagw
U5598glunkuAI1NTINT0 ODA v8s TICA UagsiuilaiuasAnsseninsusema (Wu WHO,
ACPHEED) Tudnwauz Co-financing iteanniszaulszunaiunuiiu
2) ifn5Usuldlaseadiafiidsataunsuuay (Cross-Border
Mentorship Adaptation)
dm3u Useimnailgusn 193Ukuy Border-to-Border Mentorship
dugudIneemansnisumduameuauvading Tudiulsemeives-wan Tguuuy Hybrid
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Y
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Ao A a = ]
nMegunnidaduluglinrendeusiely



UIFIUIUNTU

P OALD)

NIENTNNTHNUTENA, NTUAIINTINHBTEWINUTENA. WAUNIANTUNUAIUTINIBLIND

MW ng-aul.a1. U NsUANNTINTeTENIUTENA NTENTINS

feUsing, 2565.

NITNTNEAIBIIUEY, ﬂiﬂJﬂ’J‘Uf’]ﬂﬂiﬂ. ‘q'1/16?1’]ﬁ@l%ﬂ?’]ﬂﬁuﬂﬁﬂ’]\‘iﬁ’]ﬁ’ﬁmq%LLﬁ%LL‘U’JVI’Nﬂ'ﬁ

a ' v e}
ﬁ?UﬂMIiﬂWWW@%’]@JW?NLL@U. UUNYT: NITNTINEATIIUAT, 2565.

nsIMeIeansn1sumng. gilaunsg1uiesufiinsmeansunneduasfugnsaisnsaen.

N3 Lssiniguyuannsainmsinyaswisussmealne 91Aa, 2564.

wa

NIUINYIPNANTNITUNNE. BUINWNITUINTIANIAINNEBTINNEMTUTBIUFTAN5A1Y

NISWNNEUALENTITUGY. UUNYT: NTENTIETITUET, 2566.

an1iumizasdilsums. nsyeanssuguuaznIssUssndlugaingaauninlan.
NFANNI: NTENTMTANUTENA, 2565.

Association of Southeast Asian Nations [ASEAN]. ASEAN | eaders' Declaration on

Health Security Cooperation. Jakarta: ASEAN Secretariat, 2021.

Gostin, Lawrence O., and Rebecca Katz. The International Health Regulations: the

governing framework for global health security. The Milbank Quarterly 94,

no. 2 (2016): 264-313.

International Organization for Standardization. Medical laboratories — Requirements

for safety (ISO Standard No. 15190:2020). [Online]. 2020. Available from:

https://www.iso.org/standard/77103.html.

International Organization for Standardization. Medical laboratories — Requirements

for quality and competence (ISO Standard No. 15189:2022). [Online]. 2022.

Available from: https://www.iso.org/standard/76115.html.
World Health Organization. Laboratory biosafety manual (4th ed.). [Online]. 2020.

Available from: https://www.who.int/publications/i/item/9789240011311.

World Health Organization. Global health diplomacy: Rebuilding health security
through international cooperation. World Health Organization Regional Office
for South-East Asia, 2021.



AMANUIN



22

Fgaduaidadanmuavainnsgiu 15015189 waz 15015190

General information of quality management system regarding to 1SO15189:2022
(Application Form No.4: General information of quality management system regarding

Bureau of Laboratory Quality Standards, Department of Medical Sciences)

4. General requirements
4.1 Impartiality
4.2 Confidentiality
4.2.1 Management of information
4.2.2 Release of information
4.2.3 Personnel responsibility
4.3 Requirements regarding patients
5. Structural and governance requirements
5.1 Legal entity
5.2 Laboratory director
5.2.1 Laboratory director competence
5.2.2 Laboratory director responsibilities
5.2.3 Delegation of duties
5.3 Laboratory activities
5.3.1 General
5.3.2 Conformance with requirements
5.3.3 Advisory activities
5.4 Structure and authority
5.4.1 General
5.4.2 Quality management
5.5 Objectives and policies
5.6 Risk management
6. Resource requirements
6.1 General

6.2 Personnel
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6.2.1 General
6.2.2 Competence requirements
6.2.3 Authorization
6.2.4 Continuing education and professional development
6.2.5 Personnel records
6.3 Facilities and environmental conditions
6.3.1 General
6.3.2 Facility controls
6.3.3 Storage facilities
6.3.4 Personnel facilities
6.3.5 Sample collection facilities
6.4 Equipment
6.4.1 General
6.4.2 Equipment requirements
6.4.3 Equipment acceptance procedure
6.4.4 Equipment instructions for use
6.4.5 Equipment maintenance and repair
6.4.6 Equipment adverse incident reporting
6.4.7 Equipment records
6.5 Equipment calibration and metrological traceability
6.5.1 General
6.5.2 Equipment calibration
6.5.3 Metrological traceability of measurement results
6.6 Reagents and consumables
6.6.1 General
6.6.2 Reagents and consumables — Receipt and storage
6.6.3 Reagents and consumables — Acceptance testing
6.6.4 Reagents and consumables — Inventory management
6.6.5 Reagents and consumables — Instructions for use
6.6.6 Reagents and consumables — Adverse incident reporting

6.6.7 Reagents and consumables — Records
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6.7 Service agreements
6.7.1 Agreements with laboratory users
6.7.2 Agreements with POCT operators
6.8 Externally provided products and services
6.8.1 General
6.8.2 Referral laboratories and consultants
6.8.3 Review and approval of externally provided products and services
7. Process requirements
7.1 General
7.2 Pre-examination processes
7.2.1 General
7.2.2 Laboratory information for patients and users
7.2.3 Requests for providing laboratory examinations
7.2.4 Primary sample collection and handling
7.2.5 Sample transportation
7.2.6 Sample receipt
7.2.7 Pre-examination handling, preparation, and storage
7.3 Examination processes
7.3.1 General
7.3.2 Verification of examination methods
7.3.3 Validation of examination methods
7.3.4 Evaluation of measurement uncertainty (MU)
7.3.5 Biological reference intervals and clinical decision limits
7.3.6 Documentation of examination procedures
7.3.7 Ensuring the validity of examination results
7.4 Post-examination processes
7.4.1 Reporting of results
7.4.2 Post-examination handling of samples
7.5 Nonconforming work
7.6 Control of data and information management

7.6.1 General



7.6.2 Authorities and responsibilities for information management
7.6.3 Information systems management
7.6.4 Downtime plans
7.6.5 Off site management

7.7 Complaints
7.7.1 Process
7.7.2 Receipt of complaint
7.7.3 Resolution of complaint

7.8 Continuity and emergency preparedness planning

8. Management system requirements

8.1 General requirements
8.1.1 General
8.1.2 Fulfilment of management system requirements
8.1.3 Management system awareness

8.2 Management system documentation
8.2.1 General
8.2.2 Competence and quality
8.2.3 Evidence of commitment
8.2.4 Documentation
8.2.5 Personnel access

8.3 Control of management system documents
8.3.1 General
8.3.2 Control of documents

8.4 Control of records
8.4.1 Creation of records
8.4.2 Amendment of records
8.4.3 Retention of records

8.5 Actions to address risks and opportunities for improvement
8.5.1 Identification of risks and opportunities for improvement
8.5.2 Acting on risks and opportunities for improvement

8.6 Improvement
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8.6.1 Continual improvement

8.6.2 Laboratory patients, user, and personnel feedback
8.7 Nonconformities and corrective actions

8.7.1 Actions when nonconformity occurs

8.7.2 Corrective action effectiveness

8.7.3 Records of nonconformities and corrective actions
8.8 Evaluations

8.8.1 General

8.8.2 Quality indicators

8.8.3 Internal audits
8.9 Management reviews

8.9.1 General

8.9.2 Review input

8.9.3 Review output

Annex A (normative) Additional requirements for Point-of-Care Testing

A.1 General
A.2 Governance
A.3 Quality assurance programme

A.4 Training programme
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Laboratory safety audit checklists regarding to 1SO15190:2020
(Application form No.10: Laboratory safety audit checklists regarding to 1SO15190:2020

Bureau of Laboratory Quality Standards, Department of Medical Sciences)

4. Designing for safety
4.1 Preliminary considerations
4.2 General design requirements
4.3 Laboratory security
4.3.1 General
4.3.2 Risk assessment and security program
4.3.3 Physical security
4.3.4 Inventory
4.3.5 Information management and security
4.3.6 Incident and emergency response
5. Safety management program
5.1 General considerations
5.2 Management requirements
5.3 Management responsibilities
5.3.1 General
5.3.2 Scientific manager
5.4 Management of staff health
5.4.1 General
5.4.2 Immunization
5.4.3 Psychological hazards
5.4.4 Employee impairment
5.5 Laboratory safety officer
5.6 Safety manual
5.7 Safety program audits and inspection
5.8 Records
5.8.1 General
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5.8.2 Occupational health and safety, injury and adverse incident
records
5.8.3 Hazardous waste records
5.9 Safety Training and orientation
5.9.1 Scope of personnel safety training
5.9.2 Safety Training programme
5.9.3 Fire prevention and control training
5.9.4 First aid training
6. Hazard identification and Risk Assessment
6.1 Hazard identification
6.2 Job hazard assessment
6.3 Risk assessment
6.4 Risk reduction
7. Biosafety and biosecurity hazards
7.1 General
7.1.1 Work Practices
7.1.2 Engineering controls
7.1.3 Administrative controls
7.1.4 Biosafety policies
7.2 Hazard groups
7.3 Containment levels
7.4 Aerosols
7.5 Decontamination
7.6 Standard precautions, routine practices and additional precautions
7.7 Biological safety cabinets
7.8 Biological spills
8. Chemical hazards
8.1 General
8.2 Chemical classification and labelling
8.2.1 Hazard identification and control

8.2.2 Safety data sheets



8.3 Toxic chemicals
8.4 Oxidizing and corrosive materials
8.4.1 Oxidizing materials
8.4.2 Corrosive materials
8.5 Chemical storage
8.5.1 General
8.5.2 Organization and segregation
8.6 Chemical spills

8.7 Chemical waste

9. Physical hazards

9.1 Compressed gases
9.2 Ventilation and indoor air quality
9.2.1 General
9.2.2 Chemical fume hoods
9.2.3 Canopy hoods
9.2.4 Slotted benches
9.2.5 Biological safety cabinets
9.3 Electrical
9.4 Radiation safety
9.4.1 Use of radionuclides
9.4.2 Radiation protection personnel
9.4.3 Workplace monitoring for ionizing radiation
9.5 Non-ionizing radiation
9.5.1 Ultraviolet and laser light sources
9.5.2 Microwave equipment
9.6 Temperature and humidity
9.7 Noise

9.8 Pressure

10. Emergency preparedness and response

10.1 General

10.2 First aid equipment and procedures

29



10.3 Eyewash facilities
10.3.1 General
10.3.2 Facilities
10.3.3 Water supply
10.4 Emergency/drench showers
10.5 Spill response
11. Fire safety
11.1 Fire prevention and control
11.1.1 Construction
11.1.2 Flammable material storage
11.1.3 Alarm systems
11.1.4 Fire risk reduction strategies
11.1.5 Fire prevention and training programs
11.1.6 Firefighting equipment
11.2 Emergency exits and evacuations/Egress
12. Laboratory ergonomics
13. Equipment safety
13.1 General considerations
13.2 Centrifuges
13.3 Water baths
13.4 Mixers, blenders, sonicators, grinders and lyophilizers
13.5 Pipettes and pipettors
13.6 Microscopes
13.7 Automated analysis equipment for sample examinations
13.8 Microtomes and cryostats
13.9 Mass spectrophotometers
13.10 Flow cytometers
14. Safe personnel work practices
14.1 Food, drink and like substances
14.2 Cosmetics, hair, jewellery

14.2.1 Cosmetics and contact lenses
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14.2.2 Hair
14.2.3 Jewellery
14.3 Smoking
14.4 Personal property
14.4.1 General considerations
14.4.2 Personal electronic devices
14.5 Festive decorations
14.6 Hand hygiene
14.7 Mouth pipetting
14.8 Sharps
15. Personal protective equipment
15.1 General considerations
15.2 Protective clothing in the laboratory
15.3 Protective clothing outside the laboratory
15.4 Face and body protection
15.5 Gloves
15.6 Footwear
15.7 Respiratory protection
16. Transport of samples and hazardous materials
17. Waste disposal
17.1 General considerations
17.2 Waste management objectives
17.3 Hazardous waste
17.4 Non-hazardous waste
18. Housekeeping practices

19. Incidents, injury, accidents and occupational illnesses
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