unaNuMl 2 NININY W 2564; 63 (4): 846-860

mMsanwSsugutamsuamuaNnNlaanns

v a Yo s
naaufuanIIManIsunng: ISO 15190:2003
ez ISO 15190:2020

v o @ o = = o £ A Y =
ﬂ?l'i:]{ ﬂiaﬂaﬂ?’]ag uﬁﬂ’]iyg\)ﬁ} GEYL1212] q’iﬂﬂﬂ BHUND L mﬁuuﬁ HINNUAT

NG ITIUANUUGAMS nsnInenmansnrsunng uuny3 11000

unAantga aunuesgIuvesluiansiilusunsunssusasiasdjudmesmenmsunndain ISO 15189:2012
waziuien IS0 15190:2003 i ldifludarmuadmiumssusasshuanuiaande ansil ISO 1519012020 lagn
Uszmalildunuaduidn é’qﬁ?mﬁaﬁﬁay‘azhw%’uﬁ'mﬂﬁﬁ'ﬁﬂﬁvmm‘su,wwﬂﬂﬁLﬂuLLuawwqiuﬂwsﬂszqﬂm”l%’mmgm
shuenutasaszateasudiunaziivssansmn SeladnmilSeuiisurnuuanswesdammuassrnanasgung
gy wamsannwuhinaspuatulviiidemuualvd 2 98 s Employee impairment waz Equipment safety
ﬁaﬁmuﬂLﬁuﬁgnﬂ%'uﬂgﬁmamﬁﬂﬂaaiwmﬂ 10 72 lown Designing for safety, Safety management program,
Hazard identification and Risk assessment, Emergency preparedness, Fire safety, Laboratory ergonomics,
Safe personnel work practices, Waste disposal, Housekeeping practices wae Incidents, injury, accidents
and occupational illnesses WazAnaan 1 28 laun Risk group classification ﬁLaﬂaﬁqmﬂwwﬁﬁaﬁmﬁwﬁy’wm
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ginnaspuecl fiamslaiannssuuiusesiasUfiamamnaaudd w.e. 2546 uazledsums
#an5uUTIN (Mutual Recognition Arrangement, MRA) :na9@m35ewiNUseine (Asia Pacific Accreditation,
APAC uaz International Laboratory Accreditation Cooperation, ILAC) mé‘?m@i 18 LNNEU W.F. 2550
waztumiiesuses (accreditation body, AB) °zlaqﬂﬁzmﬂl‘nﬂLwiaLﬁmﬁiﬁmﬁmaqﬁ'aqﬂﬁﬁams
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2546) ISO 15189:2007 (W.A. 2550) wazatutaauu ISO 15189:2012 (W.f. 2555)"
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silahweslfiamsimsmuaunsziiumsenaliensiniuseusiudmaaiaumaiuiade mafu
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(biosafety) Miulumusnaspuanasthunsinda msufuanuluieslfiamsmamsunngiiiudad
maufiamstugihalasasviaduisdasnnngthe dadliihen maed viaiasiionsaiiensy uas
finssumsuidanuiienaiianudssiasihliiiamsfedemaiasl§ianms (aboratory acquired in-
fections %38 laboratory associated infection, LAI) 1% MIgaANazaaNand (aerosol) ﬁtﬁﬂﬁnﬂm‘i“ﬁu
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dudatuidelsanldnnmsmnadausstuidouiiiuinlfhou Judu®® Faluiinnuiuih LALs du
Suamevaniionafesuiuduiidnu fnsnumsdnmn LATs luiealjlimsuessamadu® wuhaume
wanuesmaia LAIs Aa maufdamslumansay lionsidalugintsse liufdamsmadsugiaamuali
MATTUUMIINNS wdznaeNuaszitinauanulasassmetimw lasumsausuldiiaswa msdszme
szdusuansraialsalivinzan wazmsasmideinduilosiudsliiiese uihmsiia LATs ssesdaun
fsenuanas udfdmumaiiaatifmaniemsdudaiuidelsaszuimssuds visfimamaniifadu
watudinliFay Snsnumsfnmnwudesmemsdudadaiiiaiuldinniign femsgaouazaasans® i
i WU ianuluias fiimadasiionas enuaansolumsliiadasiio msldaunsalilosiuduans
uazaszvinhruaaulatheiidenudesiuey mhenundn wu CDC waz WHO lasarngiioanudasasdie
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sneandilsie (Usandlng) favnhgiiannieasassmehmwamiuiasfiams®” dialvdasfdans
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‘Halsneumanms biosafety and biosecurity anaaud®l w.q. 2475 uazSulsadasmnautduldatiuage
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UNYD ‘[miﬁﬁmﬂﬁﬁ'ﬁmsﬁmsmwL?i'm (risk management) wazUsziiunansznuaaanulaoanass
fthe danssunumsinau uaskamsasRfidanan anesgu ISO 15190 hanaspumnacuanulaaads
Tk mﬂﬁ‘ff M 3MamMsuwinng (medical laboratories-requirement for safety) ‘ﬁ%ﬂﬁ’l%ﬂﬂﬂm ANITEWIN
Uszinaneamsnesg (International Organization for Standardization: ISO) mmsg’maﬂ'ufz
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Annex D iy mahanufiawaatesiu vnoudas lifianslumahou dudu Sdaiimmuaiiamens
aaamsliingemmuaisms womelumsesadszdiv udlatlymlaneuiasiesuanadeauld via
ﬁﬂﬁﬁ’amuiauﬁuﬁauéamm

#a 13 Equipment safety (anaiaanssuasndasiia)

damuualviiiiiuneazdeavasgunsal ndasfiafidasaszmindsmsldou mathgednmnlid
anudasade Tasamlszaduastarmuaiidasmsliiasfiamemumumuushuesudsnguaauaznms
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Maei 1 eanuuenaNwIuiamMuue 2auihs mahluldnu wezliennueunasgiu ISO 15190:2020

ez ISO 15190:2003 (¢1d)

o
Yasaen

119337 ISO 15190:2003

3163371 ISO 15190:2020

M3 EEMsUSUTEN

lifitaguszasdlvlglumssusas
uaavazlglamniduanuaeims
YRMNEBNUM AT NIDANENTINTN
ANSTIENAMNTBY 9 SEAUME
WIDUNNAGA

laifiinguszaedlildlumssuses ue
aaazldlamniuanudasmsues
WIBNIUNMATT NINANIITITN
pAnINREINAImMNRAL Y STaUMd
NI

]
o w =

Mnuawatine [y la@wing

u

vinslfuamsnnauienuiuiiozey

€

e @

muqﬂﬂamammﬂaamﬁ'ﬂwammaq

28 7.1 MUUA LHANTUAIAI
“Laboratory safety officer:
LSO” flunnmwihiidugaie

78 5.5 Myualid “Laboratory
safety officer: LSO” Lﬂuﬁi‘lj”lﬁﬂu
anulannny (safety lead) uad
UnMuE RN ATULR NI

wazEDU gRamsuazilugingu
v
anuUaanny (safety lead) N (29 5.5 a-x)
e DUIU 26 U DUIU 30 U

lienungnanean 3.2 Antisepsis,
3.6 Control of infection plan,
3.21 Safety hood

fienuditiia 3.1 Adverse incident,
adverse event, 3.10 Droplets, 3.18
Physical harzard, 3.20 record,
3.22 Risk assessment, 3.23 Risk

evaluation, 3.24 Risk management

fenudignusulua 3.15
Microbiological safety cabinet
wae 3.14 Material safety

data sheet (MSDS)

3.5 Biological safety cabinet (BSC)
ez 3.25 Safety data sheet (SDS)

d' \ 1
AITINN 2 ANNLLANANYDNNANUINICHINNINTIIU ISO 15190:2003 taz ISO 15190:2020

P
UL Yn

#1633 ISO 15190:2003

1193371 ISO 15190:2020

NUIUY

3 594

9 509 (viwlni 6 589)

A: Action plan outline for
implementation of this
document

ASUNBYUADUM TITNIZUY
anulanansluiaslfidans

asuIEMsEsNIzUUANNUaDaNY
Tuviaeli@ms (Establishing

(Establishing the safety system) the safety system) (azn361595n)
6 TUNDU LATNITIINTNW

B: Laboratory safety audit

wuvdsziiiutfeanuiisiaasidan
wWaswdniiaslumse B.s 90 14 sza
%929 eye-washer lvitflussazig
gaamsauluhiy 10 309 (17 was)
NNLENTEY 30 LUAT (100 WA)

wuuUsztdiuavisu laboratory
safety audit

C: Decontamination, cleaning
and disinfection following

spillage

3813 Decontamination, cleaning W%aLiefuudiinNeazdaanin
and disinfection following ?Tuiﬂﬂﬁﬁyumaumsﬂﬁﬁﬁﬂstﬁ%ﬂwa
a spillage 2a9an3Lad Mansa e Usen uas
d5Bamm masamansdivudlauuy

TNMY
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ANIS dSpedanad wazae

MINN 2 ANUUANENYBINANUINTENITNNINIFIU ISO 15190:2003 taz ISO 15190:2020 (6id)

SgazLden

1103557 ISO 15190:2003

103557 ISO 15190:2020

D: Employee impairment

Taii

PENUANNTDMWUA 5.4.4 Employee
impairment lagfisnzazidoain
i ldud dhathe Fatsifuazaivg
gaeanusansalumanauiianas
PDINUNNIUY

E: Standard and transmission-
based precautions, routine
practices and additional

precautions

2eNYANNTDNINUA 7.6 Standard
precaution ﬁsawé'ﬂms universal
precaution (UP) iU body substance
isolation (BSI) laaldwaniUjud
infection prevention practices Tog
Tdaszuiininanadensia Mg
Wnzde wavuaaldy ﬁﬁ?a‘[iﬂﬂuagj
UATENISOUNINTENEUALAAADLIA
Taaudaan9aIa g Wy Msauee
Toanse mamelaoazessrlan daiu
mguftanuuazaulidasszioss e
wartlpanuaues INaNEanSauns
nszneidalsn

F: Chemical waste

Taidi

PEHANNTDANVUA 8.7 LaBLily
1eazBansTuunvezie iy
BUATIY MIINLDUVELFITAN NS
MANBLEISLAN WaznISANTUNIS
fananiidasdanadasmunguaned
mmualuudaziui

G: Compressed gases storage,

maintenance and handling

Taidi

ENAANNTDMWUA 9.1 L8NNI
aztdaamuuziin msldny msdu
waENISUITTNY MamEauaU

(compressed gas cylinder)

H: Use of fire extinguishers

2eN8ANNTDMUUA 11 ANNUaaany
MUBAANE 2B 11.1.6.2 DIGULNEY
wuuwaw (PFE) lagadungauase
ﬁ%Lﬁmﬁumﬂlﬁﬁﬂﬁmwﬁﬂﬁgnﬁ%

I: Immunization/vaccination

program

Hluzamvue 11.3 Immunization
we LA as e NLHN

YNYANINTDMUUA 5.4.2 NITHIN
afiduiu Tasfinneasidenisns
AiluN5aMsu formal vaccine
program AILUZINTUAYI! AfuRens
dalwdmihitnneu uazinduilesly
fuhwihiilamadaidalahe g
flanudsslumsindeviadudiany
@elsatunnmaufanu
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3NN 3 FFUANNUANGINYBITEMUUANIATTIU ISO 15190:2003 waz ISO 15190:2020

310937 ISO 15190:2003

319337 ISO 15190:2020

10.
11.

12.

13

14.

15.

16.

17.
18.
19.
20.

Risk group classification

Management requirements (5.1, 5.2),

(7.1, 73, 7.4, 7.5, 7.5.4) LLae 10

Taidi

Designing for safety (6.1, 6.3.1, 6.3.2, 6.3.8)
6.3 physical conditions 8% 6.3.5 ergonomic
factors

Staffing, procedures, documentation,
inspection and records wasZagioy 7.1 laboratory
safety officer, 7.3 safety audit and inspection,
7.4 safety manual, 7.5 records

Identification of hazards

Reporting of incidents, injury, accidents and
occupational illnesses
Training

Personnel responsibilities

Clothing and personal protective equipment
(PPE), including gloves, eye, face, foot and
respiratory protection (12.1-12.6)

. Good housekeeping practices

Safe work practices LLazﬂ’aEiE)Elsu 9 louwn

11. Personnel responsibilities (8¢ 11.1 food, drink
and like substances, 11.2 cosmetics, hair, beards
and jewelry, 11.4 personal property, 11.5 festive
decorations, 12.7 handwashing, 14.1 safe work
practices with all material of biological origin
Aerosols 18z Annex C decontamination,
cleaning and disinfection following a spillage
Microbiological safety cabinets, chemical
safety hoods and cabinets

Chemical safety (17.1-17.3)

Radiation safety

Fire precautions (19.1, 19.3, 19.4, 19.6, 19.7)

Emergency evacuations (12.10, 12.11)

Taidi

5. Safety management program (5.1-5.9)

5.4.4 employee impairment

4. Designing for safety (4.1-4.3)

12. Laboratory ergonomics

5.5 Laboratory safety officer, 5.7 safety
program audits and inspection, 5.6 safety

manual, 5.8 records

6. Hazard identification and risk assessment
(6.1-6.4)
19. Incidents, injury, accidents and
occupational illnesses
5.9 Safety training and orientation
swlud 14 safe personnel work

practices

15. Personal protective equipment

(15.1-15.7)

18. Housekeeping practices
14. Safe personnel work practices

(14.1- 14.8)

7. Biosafety and biosecurity hazards (7.1-7.8)
7.7 Biological safety cabinets

8. Chemical hazards (8.1-8.7)

9.4 Radiation safety

11. Fire safety (11.1, 11.2)

10. Emergency preparedness and

response (10.1-10.5)
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M3199 3 a‘gﬂmwu,mﬂﬁiwwmifaﬁmummmgm 1S015190:2003 ez ISO15190:2020 (618)

#1933 ISO 15190:2003 31613371 ISO 15190:2020

21. Electrical equipment, 18. radiation safety, 9. Physical hazards (9.1-9.8)
18.3 Workplace monitoring, 18.4 UV and
laser light sources, 18.5 microwave
equipment, 6.3 physical conditions,

6.3.2 Temperature, 6.3.4 noise

22. Transport of samples 16. Transport of samples and hazardous
materials
23. Waste disposal 17. Waste disposal
Tad 18. Equipment safety (13.1-13.10)

3 2 il'aﬁmumLamﬁﬁmsﬂ%'uﬂg‘ﬁwamﬁﬂm faii

718 4 Designing for safety (msaammmﬁamwﬂaamﬁ'ﬂ)

NassIuAtUANTD 6 (6.1-6.3) UNTaMUABIAUAUANLG (should) wudaasgruatiulvai
eazdsanniuasiudemmuadasfifoy (shall) Tasmssenuuuemanianads aaudmauay
m'ifiaaé"wﬁﬁmﬁmsﬂsmﬁum’mL?i'sNLLami’mmiﬂmimﬁmﬁ'uﬁ’mm:qﬂﬂaﬁLﬁ'mﬁm i fUHTGOY
ARENTNMIUIINIANMEBIMITIMW UTTmTasiheiaesiie mhenuanseuwazmhemiuguam
NN finsazdoauiialugs 4.3 Laboratory security (M3snanulaaananvasufuans) Mwue
Tidanlsufivanudsuszdamlusunsumsinmneamaniaansdelvideandas asouagunnLisNBaITWING
mamwuazmstfianuluianjiams dasiarniindnetaiwes Taasuans uasnsiaynaa Tamidans
STUUMUANMSLINBDN AaafiukunBnmauazuruaaulaaanidy  JnsU3msTansuasMssnmaNy
Unaafsmasdayalvidanndasfunguaneiiifisatas

%8 5 Safety management program (lUsunsunisannisanadaanns)

Fammuailihdammuaddgifinesndaansaunqumsiomssuanmuaanssasioslfiams
yamsunndiiinduoannnnatudy (@ 5.1-5.9) lasilamatududvualilude 5.1-5.2, 7.1, 7.3,
7.4-7.5 8% 10 LLazﬁJuﬁ'aﬁmuﬂﬁeTmﬂﬁﬁamu (shall) Tnadasisasuaneuassafiuanudaailasa
213 damwwndon w3ssila gunsal e @siail wesmsufiamamn g Aanssuiiiluvesufians
Farmuuadesiiduuasdaiine 7o 5.5 fiinneazdeaunummhiewdwhilenulssasemataslfoams
(Laboratory safety officer; LSO) sy lgun s0vh 1595w warasradaeulsidanseifiumson
Tusunsuanulaandeagnefivszansmm lidUsnm muushifendumsiamnulaneenuilasesds mada
ManesgIumMsUHuaNY m'iﬁmu@ﬁ’aﬁ'am‘samuL%memﬂaa@ﬁ'ﬂqﬂmﬂs MIAANUKUNTINNI TV
msasasaumsligunsailnilasdiuyana (PPE) uasgunsaifiiedasiuanutaaadeildluias jiams
msausumMatlosfuuazamuaunds msusumslgumenng sunalimuuzhwdedidusnlumsneny
msdaumu M3iama warmsdarenaaifmiugiame atidmsel sausuasiuiidemausadaurnuides
duaalaands Ussnunuiudmmhiienulasadsueusundy waziuilunssumsluanznssums

[ v a wva ~N Y o PN a v [ a A e [ a .
anulasananeiasdfianms ddamuuaiadnliiimsaamsdaniusuasameiala (psychological
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hazards) logthau3msnasjiidnms (laboratory management) ¢a35U fegauuazeiiumsiioantass
Mduesdng duneden uazduyanaiidaliiieamnueisalumanounaduly TeeliTuumslums
SAMsANNA3EANNFINEEN (environmental stressor) HimsUsziiuanusansalumsinauiianas
2a9WsNNY (employee impairment) UazMIEAUNSHUFITUTRNUMSUINIBIRBM ST UBEEBUNEY
iatlasiuduaneiinafetuiugthaussiauhinny lugiaaumudasimuaulanaanulaaass

78 6 Hazard identification and Risk assessment (ﬂ1iﬂﬂ§ﬂa1mtﬂuﬁums1ﬂttas
msﬂ‘ma’iumwﬁm)

mmgmaﬁ’u’lmiﬁswazLSaﬂwaqmsﬂmﬁummL?i'mﬁ%'mmumnﬁyundmﬂ'u@u (22 8 ez Annex A)
Usenaudemsvsianuflusuase (Hazard identification) msussidiuduasganay (Job hazard
assessment) msUsziuenude (Risk assessment) LAZATANANNLEEN (Risk reduction) laaase
a”wéw”nummLtdazﬂsztﬁuajﬂlﬁé’qﬁ (1) MItsasuae mvualy Laboratory safety officer (LSO) Foaued
UseLnnuesuas e LaeaLASsananeLi oy amuuaxwumuﬁqﬁumswﬂﬁamﬁﬂﬁudaqﬂmwwaqqﬂmnismﬁv’q
wm’jqé'i”'wrssﬁ@i”'m (2) MsUsziiuduaENNNY Lﬁ?ﬂ‘wﬁwﬁﬁmﬂﬁﬁ’ﬁmsﬁﬁwm’lunszmumiﬁ”'u 9 MSREINTIN
saalunszriumstd msUssdivanuiEes WAEMIAIUANNTEUIUNS tial¥nszrIumssamsanuEe
wazlusunsumsiamsanuiasansfussdnsan (3) msUsziiuanuides vavufianisaasiszuu
Amstssdiuemande fimsdadduanuddapasanuidss mvusmnasmsmuauuasismsialssansua
ﬂaqmmmimuquﬁmmsau (4) MIAAANINLFL Wa@mmLﬁ'maﬂﬁ'mﬂﬁqmmmﬁtﬂulﬂlﬁuawau%ﬂﬁ
wghifimaiiasihlianudsaiiugudld

7 10 Emergency preparedness (nita3gnananiaauaznsnavauadlunsdianiiu)

iaﬁwwu@ﬁﬂ%’uﬂ‘gﬁwaxLﬁﬂmiﬂﬂi'mifaﬁmumamﬁuLﬁu %9 20. Emergency evacuations
79 12.10 Eyewash stations %8 12.11 Emergency showers iaz Annex C Mwua liiasUfudmsaasimsiasa
ANNNIBNLAzMInaUaUeslunsdinndu laadaadamunukdnrauasurunaulaiaaniiy (emergency
response plan) "z’;qﬁm‘nuﬁ’a%mﬁhmmmﬂaamﬁ’mmﬁmﬂﬁﬁ'ﬁms (Laboratory security) (MNTamMuua
4.3.6) LLasUii@LquﬁlﬂuTﬂsLLﬂsumﬁﬂmsm’mﬂaamﬁﬂwaqﬁmﬂﬁﬁ’amsmuﬁaﬁmu@ 5.1e 9880
FDIUHWBYMAY FanandaInsauAuNIIlAnfEsITNNE dastlssmauasiindoumuunniiivue do
Jowdandsannsanuszanuazaunsaldmiumsugunentng ddem fouhandulimnzaumung
wazANNFUFUEDIBNUfUAMS Taemnasguatulviszylu Annex B muualvaaanangnidiuegiann
qﬂﬂﬁﬁamsﬁﬁmmLﬁ'm"lumiﬂﬁﬁ'amiﬁaﬂmstﬁuﬁﬂmﬁu 10 3% (Uszanas 17 ies) DNANTEY 30 (1NT
(100 W) Fennsanuazan guasaiiihedasdasldiumsanaseulviianmuuazinuwianldnu
ldaaaana Tunmeisfiimsmeanuhamdemamsunnduazmaniaudeluiioignidunia
Tsanenanudidiosniu sespuatiulmiiisnsszdsatuaeuidufiimsnsvauasdamsslnally
Annex C ﬁmamqu‘v”?qmﬁﬂmsﬂifﬁ%ﬂwawmmsmﬁ 155N wazsen

78 11 Fire safety (anunUaannaaiuanang)

[

YSUmgeannanuseNaselaeusndng (fire precautions) Huanuvasassmusanng

(fire safety) szymeazidaandasandumsiiadnldasudn Sann laun msllasiuuasamuandndne
(fire prevention and control) muuainlumeazdaamsianuiaalilv mssusumsilesiuaadns

nazylidasdaausalininnuluiuazinausunumusgnaans tiadamuuandasindanduinauas
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ganuil Wl dlulumuunumsansniidonaassmunging tindamMvuaziioussdaauiwds (portable fire
. . a & P 4 o [ ° ad a va v a va v Y z:%l v
extinguisher) M3@aay Madenldnu uazmathpsnm msmuueisufiduesiasljiamsluidaily
I = Y v o
Wuldnungsziiisu datarumenguang
78 12 Laboratory ergonomics (ﬂ‘li‘alﬁ‘lamﬂuﬁ'a\‘lﬂﬁﬂ'ami)
& v o A o P a o v a . "
Wudamuuenlsunsasidsainneazidanannaiudnds 6.3 Physical conditions Waz 6.3.5
Ergonomic factors laglvnganesuiiagau sanuuy Ysuls damldaz imadfuams aunsaiuniles
' & Y (a wa a wa A v o ¥ I v & o .
duyeea NNITRINUFUAMS uazmsufidnunaeans 1 Wussaznannu idulumuman ergonomic
[ ] v ER °o =< v [ [ oA Y o o v
Wy Madaanassanssaiiunainu memilsmuanulasadamuranmssmansiiissyludamuruadu wy
%0 5 Safety management program Nimuualilusunsuanulasnnsnasiinige Laboratory ergonomics
° v & v o Ay o ' - a v v v o v & A
wazmuua lidunihizes LSO Naasiidiusiuvistsziiliuanudainszauinmihilunnudaamsnun
MNUMUNEN ergonomic (4D 5.5 t)
12 14 Safe personnel work practices (daufjianadnivyaainslimnuadialaanis)
Y o L Y o L a v v v Y v a vadad
Famvuafiilumsnndamvueatudnds 14 uazds 11 leanildiiludaujiananyeainsnnau
v a wa o o . @ N P o £
davliiaanuilanany (safe personnel work practices) lasatuluiiungazidaamsaamsvacly
] o P2 Y a [ Vi [ a & | 1o Ja < a g1
dwudaialiiiaanulasads Jasnuuazamiuaumsiais wu mslithgunsaldidnnssiinddiuyaaa
(Personal electronic devices) M lglununufuamsmuinaiia (da 14.4.2)
28 17 Waste disposal (n1smanvaatda/vaz)
atulunilSulngazdaaiudananndamvuadnds 20 legliiinsmvuaulanesuasiunay
MIMAnuaNdsuiadl fUdns TogaseuilniNtamMuuanNnuang LaztNNdamMuuansMInyaade
lsidums1e (17.4 Non-hazardous waste)
72 18 Housekeeping practices (nanUjjitlunmsguamanuazain)
damvuaatulmiiiiinneasidealisaniauanndamvuainda 13 laglvdiimsuauninayaains
mwhnmavguanmsuiamananlfuianalumsguarnanuazaa wasdasniasnudmhianulasane
lwpsdudms (LSO) neumstlasuutaidisufifmumsguamanyasanaa liuilahamnsonaniaes
anudssrsasuaNafinetulealilanlale wazidaiseljidnmsiimsdaunlaisufuansangdnssu
msmauluiaslfiinns visiimsfens wWasuuwlasian wwissiie aunsailni nenadewaliinauns
1 " v < Vv Vv td' ° 4 v Vv dlld' o v lﬂl <~ L 1 Vv Ll L k4
gawitNULaz/MIamNN R dmhinmnuguansldieiasiiadinaneesmianiu LSO uasuaa
agnatlunmamsdaiamszeudimhiiguamenuazarauazinFsn U
. o e . . . e <
28 19 Incidents, injury, accidents and occupational illnesses (qumm’mf NIUIALAU
adfiauazlinaInnsmam)
atulwliiyuaazdeenniamuuadada 9 lulszidumsiamnanu laeiasljudmsasaiuiin
PenumgmMsaimsneiau giduguazlsannmsmnau lesdasnsnulunamwisnuivasanidamensal
uiazAN NenuRslimednalagazideauauranmsaiiiiedy Nunsssdiusmannaiiiamemsalnu
° o Vi s o’d‘ v = e dl a g = = o a d‘ Y o v
wazAmuuzinlumsiasiumamsaiiaaaadaiy (Na1aaziiedudn) wazsindamsaiiunmsilamlua
MuALuz NBNUmgMsalsINIMsaiunmsud liazdalasumsasadau numulesgaanisanle
paznssumMIaNulasany wialvihnanulasangluiaslfjuiams msnumudssdszdiulamalums
Uuige wann wazanuandulumsiasundasulong nssuiumaniazunsulumsufifou
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nydif 3 ﬂ'aﬁmumauﬁgnﬁ'maan

2amuum 4 Risk group classification (mﬁﬂmjmﬁm)

il'afi’mumaammgmaﬂ'uLﬁuﬁaf‘:ﬂums{fmmjuL?itlww?nmwaamﬂu 4 ngu (risk group 1-4)
Tmﬂmmgmaﬁ’ﬂwﬂﬁﬂﬂLﬁﬂﬁaﬁmuﬂf‘: agnlsfion anaspuatulnifissidammuaifertuanudes
msUszfiuanuidss msanenudess Alissammzmsiamsenudsandalsauhiiu lude 6 “MITEY
SuanawazmsUssiiuaNuEe (Hazard identification and Risk assessment)” uaﬂmn'ﬁmmgmaﬁu
Tngadizamvuaiifientu risk group lude 4.3 “mssnmanulasasemaiasfifins (Laboratory
security)” 78 4.3.4 “mﬁﬂﬁﬂﬂﬂﬁswﬂms’éwm f5tadl 1hen (Inventory)” fiaasfinsanasaas s15.ad
MNSTAUANNEET UazEe 13.10(F) fvualimsldiaiasiia flow cytometer dasanld PPE Taanagdad
mmﬂa;:nLﬁ'mwmﬁﬁdwsnﬁmn’imswﬁ uazidamuuasumstssfiumuszauanuidos (risk level)
Tude 4.3.2 “TﬂmniumiﬂimﬁummL?%mLLaxmﬁ%'nmmmﬂaaﬂﬁ'ﬂ (Risk assessment and security
program)” uazdd 4.3.5 “MIVIMIIOMIUazMIsnHIANNUaaaseveewaya (Information management
and security)” ﬁmﬁmumzﬁummLﬁ'muasﬂaqwﬁ"msaﬂNaﬂszwuﬁtﬁﬂmﬂmmLﬁ'mszé’udw 9 iauﬁzqﬁm

MruAsEAUMITNANNUaaaferesayalidanndetszauanNdewasdayanie

a 4
AU

MM IzUUMSUIMsIamsanulasansdmiudasdfuanismemsunndaniudacdy
uimsceanulasadensdagihawssfufianuluieclfidmsnuniyaaadu ) Miedasidasldsy
anulasadaruiy wemsAnmuSeudsunuhdamuualmiluduiidiatvdnaddaanulasedevas
hmhiineslfianms ashliiunmamslianuhemdaudwihiifinuhensaansolumsinuaaa
Iaaehailussuuiasnadizy milissmnmannudaieuiiunan fnaWndewieanldifaseudues
anuassaianasragaanusInsalumshou 0 fasandafuiamnuazesnasgu ISO 15189:2012
Havanulasnsereaissiiefiineazdealiuiiamsenulasnselumsléiniasiodauduenliidmini
wasfiamsdasldiniasiiannaiinaselaaads fisenuuas Cho NJ uazanz"® fid1519msusmsiams
amuaaadamaiasljiamsuasiensigiamgluiaslfidmswuhiosa: 55 wannmsldiadasiie
Tagdszanmnaaaufusnu

M3thanasulygmsufuidarmnsoaiiumsmunsauunaamMsInngudamMuuamNasgIu
It 2 ngu @a mIsanwuuviasljidmsuazmsiamsaumnlesszysuiiazaunan laun ganuems

e uiams wihnenulasenameiaslficins (LSO) wazenznssumsanulaaananeviasujuams

fdsanniunszvuanuUasany Tasdujiionunneuniedslaiisiusinuasuaannudaiu 53um

aavdnaasgIuLazngangduiiiadaslunsannumie 1y ISO 45001 MIINNTDITIDUINEUAE

v

anudaandy Uszmanssnsngaavnssy Gee msdasiuuassziudadnelulseny w.a. 2552 nasgu

mstlasnusadne 3002 wasidinssudouwnsldsandlnglunwszusunyuonsd NasgIunNdanueiLa3og

U

FUINBIBTATILUUHLATILIAT NBN.332-2537 waz National fire protection association (NFPA) 1iudu

NNNENUMITIUsZRURIUH TR w.a. 2564 wudinlidaneaasaudamvua (NC) Miiaan

v o v

Fammnuamulasds Ussiudsslfuamslifinenuinanidu wisinawihgniduua lifisnszunen vse

o o a o ' v = P2 A H o
NLWﬂQ%ﬂLﬂﬂjwuﬂﬂjunﬂﬂuvLNa’]N’]ﬁﬂL“lﬂﬂ\jlﬂﬁﬂﬂagﬂjﬂ SZNH']L‘WG‘!‘VIW‘U NC 91 tiasnneudssanaiaziad
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Tumsnaasn Faiasljiamsudladremnasmsasnlosnsldasussyinznalug lluudnandmihn
Y = v = =
whislamniimaanidu
SMNSUMTIMNUEUIATENEsIdFannsasmutamMuuadeludasinnienasnaralszian
wazviaealiu @19 policy, program, plan, manual Uas procedure (BNENIUNLIBNBIUJUANTENNII0
a5l lunatiuiden wu laboratory safety policy NU biosafety policy ¥3amMsInmMsvaziimn 2aeiiaw
uazahswadl Nennsannidawaiililuadudenny uazwuhenasqumwainaduenasiidanasas
@ ISO 15189 (384 storage, retention and disposal of clinical samples a8 i samiumsidluszuu
W@ennu SIUNNNAsgIUaUNINEZasee 1y ISO 22870 (point of care testing, POCT) azmluau
¥y e o & v v a va v a ¥y 1 o
ligndau Lidsensnennsuazaulszina ulalahwasdfiamsliuimslaadniinanmnuazlasasis
= & [ a v o v [ £y [V~
anmmsUsundsussuuammwanndamvuamuanulasademuinasgiuatuluidaududssleily
= v o w J a Slw v LY q' o [ ﬂ‘L '(16)
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Comparative Studies on Medical Laboratory
Safety Requirements: ISO 15190:2003 and
ISO 15190:2020

Patravee Soisangwan, Nattakarn Laieddee, Surasak Muenphon,
and Nutthanun Nammontri

Bureau of Laboratory Quality Standards, Department of Medical Sciences, Nonthaburi 11000, Thailand

ABSTRACT The Bureau of Laboratory Quality Standards (BLQS) has a medical laboratory accreditation
program based on ISO 15189:2012 and adopted ISO 15190:2003 as its requirements for safety accreditation.
ISO 15190:2020 has been announced to replace the original edition. Therefore, in order to provide the
information for medical laboratories to use as guidelines for the efficient and effective application of the
safety standards, this study was conducted to compare the differences in the requirements between the
two standards. The study found that the new standard has two new requirements: Employee impairment
and Equipment safety. Ten requirements have been significantly revised, namely, Designing for safety,
Safety management program, Hazard identification and Risk assessment, Emergency preparedness and
response, Fire safety, Laboratory ergonomics, Safe personnel work practices, Waste disposal, Housekeeping
practices, and Incidents, injury, accidents and occupational illnesses. It has been found that the quality
documents classified in the new standard are policy, program, planning, manual and procedures, with 10,
12, 12, 2 and 23 topics, respectively; and one requirement, Risk group classification, was deleted. Thus,
medical laboratories can adapt their safety systems to comply with the new requirements, utilizing the
data presented in this study together with the suggestions as well as the assessment forms in which the
requirements have been translated into the Thai language by BLQS. The ISO 15189 quality management
system can also be simultaneously used by the laboratories since its processes involve several concordant
requirements. This will combine the management of the quality system into a single system and increase
its efficacy and efficiency. As a result, the operators and related personnel can work safely in the laboratory.
It will also support better understanding of the assessors and the accreditation committees and facilitate

the smooth and successful development of the safety systems within the specified period.

Keywords: ISO 15190, Comparative study, Safety requirement of medical laboratory
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