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Live Streaming
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A1EAgY decision rule, statement of conformity, guard band
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Janvium ISO/IEC 17025 : 2017
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Guard Bands

WeelfjUAn1sa1ansald Guard Bands (w) ivanlomaranalnresnsuseiiuanuaenadas 1aunis
MuuAliindninn158eu5yU (Acceptance Limit, AL) LAUNIIUAIIAATDIUOAIMUALANE (Specification Limit)
Wiedndnnamueaaraoufisausule (Tolerance Limit, TL) Togfl w = TL — AL Suninganainmnuansind

APINIIAT AL LA2D9IHANTIAUUADAAARBINUTBMNUMRNIY

Upper Specification l

Upp,Er Acceptance lelt e e w Guard band

Nominal -

Lower Acceptance Limit  ------cvemmmmnmiinannn. eenensenennneneeee e o band
Lower Speiification ”‘;J‘ uard ban

Statement of Conformance Pass Pass Pass Pass

gﬂ‘ﬁ 1 w3 Guard band (w)
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wasufgeusula (TL) 151Seninnseensuegnsde (simple acceptance) %38 shared risk ws1gANu1a gL dudm
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WNEUIIN15ANEY (Decision Rules)

a

Binary decision rule Wutnaswin sandufifinadulusia 2uuu Teuariw/lddiu (pass/fail) nsdl Non-
binary decision rule aglnansanaulurataguuuy a1 (pass) Kuwuulieuly (conditional pass)lainiu

wuudldeulu(conditional fail) TNy (fail)
ASAIN 1 N1597189UNTIANE 2 WUV @1%5UN158aNSUBEN9918 e Guard band (w) winnu 0

MITBNuANLEnRdas annsasenulady
- {14 (pass) Wenan1sindregluyisweindianmseeusu (nsal AL = TL)

- lakiu (fail) WenansindiAnaguenyiceslindninniseensu (nsal AL = TL)

Upper Specification T 1
1 v
I AL=TL
Nominal ____ . 1 _________________________________________________________________
s i
Lower Specification E 1
Statement of Conformance Pass Pass Fail Fail
U = 95% expanded measurement uncertainty

sUN 2msseunling 2 wuu dwsuniseauniusgnedng (Binary statement -Simple Acceptance)
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nsdiil 2 msseeuitliing 2 wuu #28n138l Guard band
MITBNUANNAOARGDY d1ansasieaulidu
-ty (pass) -msgewiuiufy quard band Taenamsiadesdimaglutaswesdnsifansseusy
(AL =TL - w)

- laleiu (fail) -nsUastiuiu guard bandlnenan1sinas A egueniwe@edninn1sueusy

(AL =TL - w)
] E CTL
Upper Specification T l e
Upper Acceptance Limit { _T_ ?@- L AL

Nominal i

Lower Acceptance Limit
Lower Specification

e
—3

Statement of Conformance Pass Pass Fail Fail

U = 95% expanded measurement uncertainty

;s‘dﬁ 3 N59189UTLTNE 2 WUU Aaennsdl guard band (Binary statement with a guard band)

nsdlil 3 neseauitliléif 2 suwuy #rensil Guard band
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- shuuuuiifouly (conditional pass) Blenamsindiaegseninsime sndnfnmnunainied ouflo e usy
Iafurimedinininniseensu vsesgluyie TL - w fu TL

- lairunuuiiReuly (conditional fail) Wenamsiniiriegszninsdadfnmnunaiandeuiisens uld iy
HrwestnirAnnunannndeuiivensulsivenseanluniuan ves guard band wieegluzas TL nd TL + w

- lsleu (fail) WenansinArannnindadniannuaaandeunisensulasiunu guard band wse TL + w
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Upper Specification T 3
Upper Acceptance Limit e e 1 -------------------------- S <=
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Lower Specification 1 v
—_ - ——— ——— —_ E —_—
Statement of Conformance Pass Conditienal Pass Conditional Fzil Fail
U = D5% expanded measurement uncertainty

Ul 4 nssauitlildidiy 2 suuu #aemsil guard band e guard band= Uncertainty
(non-Binary statement with a guard band, w = U)
wealfuRnsmsinnsaninmsinansdmaselininnsdinduindnnuaearde wsesensuamiud wluau
Formumamy Weld guard band wareraufiasuansiniileld guard band vty fudumsuseidiuaany
aonndesisioadeulosludainaminmsfadudily Juiesufinisasdosinmsudond ennasiugnénlvmsu el noei
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ISO/IEC 17025:2017 — General requirements for the competence of testing and calibration laboratories
ILAC-G8: 09/2019 -Guidelines on Decision Rules and Statements of Conformity
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Ywen Saugnn

U39ty didnusmsuasusewiolfuanms lalin1ssusesdnlusunsunsmaaauanugiuley
WeeUiRn1s muderivua ISO/IEC 17043 #931nN130539Usliugdalus wnT N1 sMaae uA T 1 U 8y
4 a wa Y =] = ! & A o a Y
weaUiinns dnwedsaaudymimuiesq TagamnsaasiusaauinuiaziuImansmiidunsngIn
Lsunsunisnagauanutiugy et JURnsamsaniiunms el

v

1. Uszihudiny : mysanuuuldsunsumsnagaua ugiungyiesuf Uinisifigidns au

Wsunsutieas #35nse819ls

LUAINIGANTUNST

Y

1. ganlusunsuldmsiivuaen assigned value laglden consensus U89l uRNIsNY13 4

Y
Tsunsy waglimsmuin Opr 31ntayaannngueltnsiulusunsy wszasihlitinnueainmdouss
WA uncertainty ¥84 assigned value gt 0.3C5r inn yinlvinsussiuasiialamle asden

2ONUWUUTUISUATULUUEY 1Wu N1518A191989 %30 SD 11N target

2. 91A" uncertainty 984 assigned value 111 N1 0.3C,; AUz U performance 1nald 2/

score Feludarimun ISO 13528: 2015 sryivinduiugitnsulusunsy (n) desudd g3nlusunsu 14

ARy (sample mean) Wue assigned value wazdrulsavuinasgiuvesnguiliy Gpr dis n< 12

Joyaazlifinsuanuauuund wdwnldidn outlier eenuds uazminld median Wue assigned

value A1 uncertainty 989A1 assigned value agliAannninusila We n < 18)

2. Uszihuiinu : Janlusunsudasdudingaamageuanaluillafieiuuwaznnuates
agetiosd Ui ng

LUINIAEUNTT :

1. msnagauauuilamany

[
% 1

- Teevialumsdusitegn anvegevenuiuiiefeiu ey 10 faege MellTuediy
lUsunsuiienatinnuuaneneiy

- faalsunsusglminSudndumstiu 1unwiedaiidunageuanuiuiileiien fiu

msduiieg1tlitpenit 1060819 (g = 10, m = 2)
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- gAnlUsunsunedunafunisluuwa ynguiegsdeendt 10 fege desliveya
MM BuaTiuayu
- U9nseealvigi@edvey (technical expert) YIgdinduinnesdusieg1annadesuuni oy
ENE
< & o [ o ! 1o @ v R aa v Y Y
- mnageuanululleferiuvesiegne Lidndussadudsifediudidisulusunsy

2. NSNAEBUAINLEDYS

NsVAdUANMEREIAIN ISO 13528: 2015 U9 B.4.2.3 Muualiidensiag1e 2g og19du  Wo

g > 2 LUNATIwineudsied1s ¢ Medne wasiuiied1s ¢ fmegranalanizmsiiuivileundel v

A TlUTUNTY I Bes gvndeUalusunsy Fwingmin ISO 13528: 2005 iden 3 daed19

Na9NUALUIINTY wadSeusunanuduilaimedii

3. Uszauinu : §anlusunsuldffumandrsaunageuanuduiiafeniu Wiaanueties

AlaildFun1sFusesanuaunsaviesujiinis ISO/IEC 17025 Idvidalal

HUINATUNIT

1. ffalusunsuasnsadiiumsianntsnunesouanududoeniu viernuades Tag
vioaU iR snlilssumssusesanuaansaviosy fiRmsvaaounu 1SO/IEC 17025 1¢ usdeafiszuy
nahseimaunmanglukaznieuen (QC system: internal audits and external audits) agnINTaY

2. finlusunsusessiilalufnanwve sffiramanvidas e aifiunsussidiudnen sl iduly
ANNIATEIU ISO/IEC 17043 Lananstarivun ngsudou uazdsulunissusesanuaunsa §3n
lUsunsunsnageuaN gy ie s juanig (LA-R-06) vasditin uagdilunsngIaRaAn1ua AN

Mgl unagaeutiy

4. Usziuiinu : fanlusunsuiiuuanislunisdenlda o, Tuaumnediunisnsiadeu
a ¢

9aun3dadals 1wy n1u FAPAS 14 0.30 log10 MPN/g 9119 WHO 14 0.50 log,, MPN/g

HUAINATUNIT

a

1. mngdalusunsuagandulusunsuway madenlddn o, lunumenunnsvaeuldunie
Tildtoyaann previous round fnan usidnlifideyainslildmu 1SO/TS 22117 fe 0.5 logy, 814lsn
AU O, WilAaNa7n previous round LadALY 8193811910 expert judgment 16

2. fanlusunsudedldveyavegitrsinlusunsulugusuuiivinsandmiunsiasn ginng
nN3¥A8veleyaluy normal distribution feudszdiuna a1y 0.5 %30 0.6l0g,, WIKNIMIUTUNTH
| & =3 1 i D ¢ = v o I 9 v ] o a
dunvan Ao1vvzliasinnaunanazldinasid Jeeduiunasilndliwangay waluniseaniy

Tusunsulutasusiiiunslnle eramuuanaeiiAoutenINnew kalAssUsunueiindliuauag
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3. LUINNIIN TS UNATUTLATUNISNAADUAM LTI U YA 1SO/TS 22117 Hn15lev een

<

0.5logy Wag z-score Uagtuiladmlvidonvainvateanniu lunisussdiunaivarewuimslidnludes

'
=2

14 z-score aghadey eglsimunsUsuliunadsganiniriunsoliiy Wudnmaden 9

(%

0

e>°p

Tusunsuagoseonuuulusunsulivenzay sauvissslu protocol idslignéndaiau

5. Ussifiuiiny : darfviun 1SO/IEC 17043 de 4.4.1.3 Idfwunldddnlusunsudeadari
uwunsMAgaUAMUTIuIgTsuftRnsneususuiulusunsy Tneliviadenty de a) fe u) dn
wuinddnTusunsu ssymeazBenluriadadaluiligndas

WWINAEUMS

d) criteria to be met for participation :

HInlUsHNSHRERRsvuaNaelun s s age uAN Ny lidR L ievieauumnis

a

aglaldlumssndulainazaninsadnsiulaniold Wy Megan1siwsgi antibiotic Tusmsinane
wedlafifinmanssiy e nsldiedesdlouazimain ELISA wallafildiaiesilossanmnsasisarui
sianasUSinameseuiazsdald wimeda ELISA asmesnlugduoinduans dafufesiunasinisidn
sunsnageulitaluI
- viesUfiRm szt snilusunsudesainsonenuduriauazUTinam ssmsusaganslu
nqula w3
- vesUiRm st s sassnudunguansld vie
- viesUfiRmsnazthsmannsanenuiuiauazuTinamesasuiazanslungy vise
szmenulunguansils
h) the potential major sources of errors involved in the area of PT offered :
Lméqﬁ’]ﬁ@ﬁmaﬁﬂﬁtﬁmmmﬂmwmm%uiumsﬁ’nﬁumimaaummﬁwmfy Fanuneda
anaRanandilldaniiiananalaeialy uwidurnsiananedideudisameitnialusantug {3

Y

Tsunsudadesseylidaau welunisaifiunisaglatinistesiuns evdnidesnnuianainiue feg19
YU
- @At INT SIS EfMegsusinenalinudidginn  Fslunisanduns
selitinsdhszeamgl Wudu
- TunrswmSeudaege PTALTune vu1ave9 particle size o1atdudagefivinliinamny
a = ' = 9 = S = v ] a o
Aanann Aeanuliiluiliedeaiu Feluniswiendanedldnzunsssaumuvun afi nnuag
' 5 < ¥
WU LUy
o | a = @ = v = S = v a
- fegrwiinmateainisenaznaulunmendinsesedld sluniswseuieiade1linas

Wuasureasluiiadasiunisanaznauniends wWudu
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NMINTARUTERUNUN JnlUsunsudng sy eswasmseloudayalumumsmuinmigg

Huuvdseianannfididndalsignéies msmeleudeyaiifernmuniiszudmauingimidiunmsdesiinig
n3IvdRUTRYA

j) reasonable precautions to prevent collusion between participants :

HInlUsunsusesszyinnImsiunstesiunisaussinanfuresdidndiulusunsy Wi 9198ns
stusUSinuiegsiiddignélinzandemansaiesied Tuseuduwiiby Wusy

0) preparation of any standardized reporting formats to be used by participants :

HAALUTWNINARIENTIEY TR UM STIBNURA I UsENaUMeTeandundAgyorlstne wu s
enushumimaden viemsszymiedn weadedld Wusu msrziliszylidaay §id1samena
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p) detailed description of the statistical analysis to be used :
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r) criteria or the evaluation of performance of participants :
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Assessor Training Course for

17-19 Rawnn 2563 PTP Accreditation
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APAC : Guidelines on Training Course for Assessors (APAC CBC-002)
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LASRLUNE (Single platform)
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