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1. '3'quﬂszax‘lﬁ°ua~‘lm‘51/|ﬂaau(purpose of examination)

1.1 Wessadslsmnaiiangimseauveioulesl Alkaline Phosphatase (ALP) Tu serum wag
plasma #18 Dimension® clinical chemistry system
1.2 Weoreitanslsavresdunaziouf(Hepatobiliary disease) U hepatitis, necrosis,

%

jaundice Wka¥ cirrhosis Hudu
1.3 iieeitadelsnfiiestosiunsean (Skeletal disease) LU Rickets, Paget’s disease,

< [ £%
NzL3INIzan Wunu

2. ¥anNNsHazIsN1svasIUnaunlddnsunisnagau (principle and method of procedure used

for examinations)
2.1 ¥ann1s (Principle) :
ALP Tusiagnslaeil Magnesium wag Zinc ion luufjizenazeae p-nitrophenyl phosphate

Iolunieaa (phosphate) way p-nitrophenol

p-nitrophenyl phosphate + H20 L phosphate + p-nitrophenol

Jansgandunadues p-nitrophenol fignudeseeninasludadiulaenseiuuiina ALP
activity Tusiegna
2.2 3 3(method) 1435 Colorimetric assay M833NSWULLINTZIY
Traceability: This method has been standardized against the IFCC
procedure (2011).

3. anwaeN1UsEansn I (performance characteristics)

3.1 AaudnwaiuauLiug(Precision) : iWunsasIvaeuauwiuglagliieg1amsiaan
UWELATANIATUANANNIN ATI9TATIEiRBIATes cobas ¢ 501 Taffuthen ALTLP Tagld
A3N9579F MUY within-run precision 139 repeatability (n=21) waZLUU between-run
precision %38 intermediate precision (3 aliquots per run, 1 run per day, 21 days).

Tonanail
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Repeatability Mean SD cv CVa NanNg
PPN
(n=21) u/L u/L % %
(pkat/L) (pkat/L)
Precinorm U 99.2 (1.65) | 0.7(0.01) |0.7 <5 PASS
Precipath U 241 (4.02) | 1(0.02) 0.6 <5 PASS
Human serum 1 54.6 0.5 (0.008) | 0.9 <5 PASS
(0.912)
Human serum 2 648 (10.8) | 4(0.1) 0.7 <5 PASS
Intermediate precision Mean SD cv CVa NANTT
M395IU
(3 aliquots per run, 1 run per U/L U/L % %
day, 20 days) (pkat/L) (ukat/L)
Precinorm U 92.8(1.56) |2.2(0.04) |24 <6.67 | PASS
Precipath U 224 (3.74) | 4(0.06) 1.7 <6.67 | PASS
Human serum 3 82.2 (1.37) | 1.8 (0.03) 2.1 <6.67 | PASS
Human serum 4 1025 (17.1) | 9(0.2) 0.9 <6.67 | PASS

- N Imprecision(%CV) : within-run CV < 5%, between-run CV < 6.67%

97198997nA1 TEa = + 20% (CLIA2019)
- HANIIMTIVADY imprecision WBUAULANI : NIU(PASS)

3.2 AasnvazllaSeumeuIsn1svegeu (Method comparison)

Alkaline phosphatase values for human serum and plasma samples obtained on a
Roche/Hitachi cobas ¢ 501 analyzer with the ALP IFCC Gen.2 (ALP2) traceable to IFCC
method (y), were compared with those determined on the same analyzer with the same
ALP2 reagent traceable to IFCC method (x).

Sample size (n) = 177

Passing/Bablok13 : y = 0.957x - 0.056 U/L , T = 0.993
Linear regression : y = 0.958x - 0.357 U/L, r =1.00

The sample activities were between 17.9 and 1187 U/L (0.299 and 19.8 pkat/L).

4. ¥nA989 (type of sample)

Y ' a v . Yy oA a Ay ° ) & A

4.1 fegrasudu (primary sample) laln 1den (Blood) Usinauiidesnsdmsunaaniuidenvun
13x75 mm. Uszanad 2- 4 mL audeimunvedusiarviinveviasnussyiaen(@le 6) newdnd
ATITLATIERRsUULENIAEISOU 3500 rom Wwaan 10-15 uifl

4.2 ¥iafeg NLElUTURDUNITATIVIATIZS TaLLA
4.2.1 Serum
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4.2.2 Plasma Amualild Li-heparin

43 7199599 ALP uslazass 1a3ed cobas c 501 9¢ld Normal sample volume 2.8 lulasans

. msm’%amﬁﬂfaﬂ (patient preparation)

Taidl

. USSLANUDINITULLAZETLAULAS (type of container and additives)

6.1

6.2

6.3

Uszlnyesnivziavansiuussdslfussaiedaduduidmam ALP Tdun

6.1.1 aeaussydeniiflansiudonudsviin Li-Heparin Blood Collection tube (W1Tnnaand
Bea) 4 Lithium Heparin 1uasiudonuds auaussy 3 mL Mlunudszdriudmsu
\Aumeeadensuduvesaulianununssialsadiasueniidimsiamsedu ALP $aufu

Mensadgeunaaiindindue Tngliiufeswiiviesasidonvesiosjinnsg

6.1.2 vaenussYdenilsifiasiudenudsdsdivielifiansnszdunisudesvondon 19u Clot
activator Blood Collection tube(tUnvasndun)vwinussy 3-4 mL ldluaudsydriu
dmiuifuiegnadeniuduvesnulifidsmnanesonidu nefthelu siedlaifien uay
W9INTIFUNN

Ussnnuean1usilgussyineg 1l 1as0mIin ey
6.2.1 VaeAUIIYIRENTUAUIUIA 13x75 mm. Tue 6.1 NUuuen serum %39 Plasma ka7

6.2.2 Hitachi cup tJu sample cup 7IlHUTTYHIOE1RTINNUUINIINMEBAUTIYIDEINTUAY
Apan13ReInsUsUnuAIngslldesnin sample dead volume 100 lulAsans

6.2.3 Hitachi micro cup tJu Sample cup msﬁmﬁa}ﬁaasmﬁLLquameMaaﬂmsagﬁaasm
Sudu FeanisuSinaiesdlitesnin sample dead volume 50 lulasans

6.2.4 vaaydalifasiudsaudaPlain tube) 1ussyfiogisfiutananvasaussyietng
Sudu Feansdean1sUinaiiegnslitiosnit sample dead volume 500 lulasdns

ANNAIFITDISEAU ALP Tunivusussaniuaylifiansiuus
d‘ a a

fiudigamadl 20-25 °C lewu 7 $u iufigamgl 4-8 °C Taunu 7 fu iiviigamadl -20 °C ¢

9 Y 9 U

YU 2 LHDU

A o ¢d o & a . .
. ANegUnIaINUULazansAl (required equipment and reagents)

7.1

7.2

7.3

LATDINTIVIATIZRORLULIR : 11AT8S cobas ¢ 501 FLTpUADAUATEN cobas e 601, Control

. . [ a cal a a 1 . 1 Id
unit ag Core unit LWUITUVIATIZUNLIBATDIN cobas 6000 analyzer series NnaIULUU
NANAYVDIUTEN Roche Diagnostic Useinelyosauy
in3asilu(Centrifuge) : Tdm¥utiuuen Serum/Plasma fianandseulunistiu 3,500 rpm 1Hu
a1 10-15 ud ndamndesegnadonsuduitlissuna 5 wifinouty
dremsaiaszat ;- e ALP2 (Alkaline Phosphatase acc. to IFCC Gen.2 Cat. No.

03333701 190) iU cassette ynthendnIagunionldaniready-to-use) nanAusiBne Roche
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7.4

7.5

7.6

1.7

7.8

7.9

Tny 1 cassette n979ld 400 Tests wiusnwliTlgamgd 2-8°C Meliiamss azflongnisldann

quiisfununengiszying cassette Woidsldauuuiaios cobas ¢ 501 wdawilengnisldau 8

dani osdusznavvasanaiailutien ALP2 Sl

R1 : 2-amino-2-methyl-1-propanol: 1.724 mol/L, pH 10.44 (30 °C),

magnesium acetate: 3.83 mmol/L; zinc sulfate: 0.766 mmol/L;

N-(2-hydroxyethyl)-ethylenediamine triacetic acid: 3.83 mmol/L

R2 : p-nitrophenyl phosphate: 132.8 mmol/L, pH 8.50 (25 °C); preservative

nsiuthednanlval dosssdiuamam (Verified for performance) nowtilulfu fail
- ynthen Lot Tyl (new lot) Winaaeuisuifleuiuthen Lot 1 Ysaidulngldshesng
AUeegeley 3 seaulvinseungu Medical decision level lngadsinnuuansieey
TutslaiiAunoust Bias vee ALP fidavualy laitAu 9.0110 % uarld QC material ag14
ey 1 5z lngnasegluyia +1SD ¥4 Lot 11 aiiu =15D Tiusu Lab mean Tul
nadaiisuihen Lot danldaulvsiiNew shipment) Wszdiulagld QC material
ag ey 1 seiu lagasegluyi +1SD ves Lot v aufiu +1SD Tiusu Lab mean
Ty

aNsUTULAARTEIU

7.4.1 Standard 1: H,O (sterile distilled water for injection)

7.4.2 Standard 2: Calibrator for automated system (C.f.a.s), Cat. No. 10759350 190

WAnSTiEe Roche 1NAUTIIVIRAE 3 mL

d@13MIUANALNTIN PreciControl ClinChem Multi 1, PreciControl ClinChem Multi 2 NART N

890 Roche 1aUsTUnay 5 mL Minsadinsgiiuiivdsainyih daily maintenance LA3es

cobas ¢ 501 wanasaluyiwIaIUszana 15.00-18.00 U. vadusiaziu

Auto pipette, Volumetric pipette 3 mL, 5 mL uag Pipette tip dmsuldinsouansazans

calibrator uay control fioglluguuuuidursusia (Lyophilize)

Distilled water dusuldazane control/calibrator

Diluent NaCl 9 % (50 mL) dwsuldiaeasimegrednluiinsdlitegmsialian ALP gufiu

1,200 U/L e Diluent NaCl 9% wilodslaialdnuemaiufigamad 2-8°C asdiongmisldnu

quisTumuaengiszying cassette Weilaldanuudazileny 12 dUansi

avuzfiazliussesnennsiafiuten 1dua Sample cup(Hitachi cup) Cat No. 10394246001,

Plastic plain tube, Hitachi micro cup

7.10 Rack 3 8 viim

7.10.1 Rack @@ @n5uan9 calibrator

7.10.2 Rack @913 d1m5U219 control

7.10.3 Rack 81 dmsuanesaegsiifiu Routine
7.10.4 Rack Auns dwsuresegnsiiiiu STAT
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7.10.5 Rack &wdes dmsunnadegediidu Urine
7.10.6 Rack Aty dmsunsfedieiiiu CsF
7.10.7 Rack ddana AmSuaneegnadun
7108 Rack AT Miflothssinuwiaies

8. dawnndaunaznnsarunuAUUABAsY (environmental and safety controls)
8.1 éfaammqq:ﬁamqLLazL?:@ﬂqmmsﬂg‘jﬁ’ﬁmmﬁaﬂmﬁ’umiamL%@Uﬂwﬁmﬁawﬂmﬁaumﬁu
AI9E19M 39
8.2 hendunaurosasnueninvidulsznevrenieimnduiuieduatuiniilagnss

9. %gumaumiaauﬁw (calibration procedures; metrological traceability)
FunounisaouiiteulsidiiunisnuiBnisiiseylilugiiouftRnudos Operator's manual cobas
6000 analyzer series (MN-LAB-065)

9.1 demmunlunisasuliiey

9.1.1 YIATaRULIBULUY 2-point calibration futhen ALP2 Aldusiufuiriesnsne
AAT1294 cobas ¢ 501 Ll
- Waldowthen ALP2 adiusn
- 11 ALP2 Wisugunsuan(Lot) Il
~ fim3¥h preventive maintenance soulnandeiimsiasutuduervafiinansenu

seANsIn uazilona 1QC wavwie FQA/PT Uaiindl systematic error Aideaudl
Ygynsenisaeuiisulumi(re-calibration)

9.1.2 minmainmasaeuliisuiiieains Standard curve Tngldansuuusiannsgiudiuu 2
s vihrsludfsyduay 2 aduilemeanade arsuSuudanaspuiildaeuiiou
Usznaume
- Standard 1: H,O (sterile distilled water for injection)

- Standard 2: Calibrator for automated system (C.f.a.s)
9.2 F/NsARUWEY

9.2.1 AF19EOUTUNIHAR (Lot) ¥ed Cfa.s Mwdenazlinu Lot Mayldnuseanssiu Lot Aiae
download feyansimund iiuliluedes cobas ¢ 501 &wnn Lot axldanliing
fu Lot Aifleglua3es 19 download deya Cfas Lot Imiluvaziiadosogluaniuy
Standby lagufufnuite “n1snsiaaeu lot wagn1s download calibrator” lugile
UAUReuiFes Operator's manual cobas 6000 analyzer series (MN-LAB-065)

9.2.2 Yvndiusagns Cfas wsislifigamnfives 10-20 uil whrazanedetndu 3 mL
Tngld Volumetric pipette Ynrwasliaiin deanitsly 10-20 wit dlensurianlinals
Whiulaenisunisansazaresauiunyuinung WidussnaulaglaliAanesennia iu
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uaseIes Mixer Wietlpsiulusiugninanslaestanzieulusiazgapde Activity luls
ndursraeeiiliEn 5-10 wift Weasunalikalidriuanduiidunsarans
i mnsrnsaiisl ifgumnitesdnuszunn 15-30 wil iteliasiiaransdn
avaneliauysal iaSaudnadlffudeifnsusnadouhluldnuiionmgives uie

wiaAuigamgdl (-25 °C) - (20 °C) T Hitachi cup 300-500 lulAsans /cup nsdliinng
th Cfas. Mfvuuddiunldonu Theenudsiislifgungivesussana 10-20 i
wspsunzmedu udswadlidudodorfunounsaidiaiemsaiasei

9.2.3 Usmﬁﬁﬂé’uﬂismm 300-500 lalasdnsaslu Sample cup (Hitachi cup) waldaslulu
Fosfiinaa1nin “H,0” a3 Rack A

9.2.4 U339 Cfas Magarsaunfesldemudszina 300-500 llasdnsadlu Sample
cup(Hitachi cup) ldasllu Rack Asduieaiuiulude 9.2.3 ugwinns calibrate then

'
a va ]

lngn1sufiRnuiite “nsvi calibration” ludileujufuises Operator s manual
cobas 6000 analyzer series(MN-LAB-065)

10. %l'umauﬁuaﬂnszmumi (procedural steps)
101 3nsTuuedesiio 1hen uazf0g19919 AOUNISATITIATIEH
10.1.1 3Bnswdeundosle
- §n3397A 1My Daily begin LAFRINTIVIATIEN 1387 06.00 1.
- as¥ai(Operator D) wazswaru(Password) Wiowdldnuszun
(Logon)m‘%aamaﬁmswﬁ cobas 6000
- ps9deUUHIanIgn Auxiliary fussgluzuluy cassette 16U NaOH-D
cassette, SMS cassette, 9%NaCl cassette ﬁLMﬁ@IULﬂ%@Q ﬁ“ﬁﬂ%mwfwmﬁmiw
sysuiiimualy wiheoesuansiundssonisineiududsiae Iilddien
cassette Tt luunu
- p9r9aeuUUSN LAt RNT e Auxiliary ?J"uq oA NaOH-D, Cell Detergent 1,
Acid Wash Solution, Cell Detergent 2 SUSINAT e AN sER TR LY
wihvovsuansfiundssemsineiududi Wilddhewaelmidluunu
10.1.2 Famswieutien (reagent preparation)
10.1.3 1h Cassette 11871 ALP2 90NANGLEU wNENaARNean se3slalvstovdon
dUNawaU barcode
10.1.4 Weouudalduu Cassette then ALP2 Aoutidiaios wazasiuiinnnsida
Tiheusay Cassette Tuwvutufinnstheenanldoumien asuesg
Yangns8s ansauen wagdsgunsaidu (FM-LAB- 187)
10.1.5 11 Cassette 1en ALP2 ldia3as Tneviu barcode Tumisdnuun aemd
M39 cassette loading port dudnluiune Tvian waldthendluluaios
vumaosagluaniug preparation Le3esasianesiilminguaziinlufuly
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reagent disk WieuU register enlnesalusfi Tusunsuvesszuuedesile
a]“Liuuummaamenaawawumawmmwmmmh 8 dUan
10.1.3 NI5LASENAI9819059
- dsdenmradeshiogludnuupdinusiufiasddinga
- Adwsndassumuuiiseldlifununeandesluided 13 a1ssuniu
NINAEDUY
- dleduuendsdimsanld Serum/Plasmauda Aiduuuiaveddsdansadedlifivlos
wseneulnuIuaeyey warAIsHaves Serum/Plasma 9E19tioe 500 pL
102 #dlaifinsasuifieutne ALP2 Lot flduay Widnduntsauda 9.
103 fdslifinsnnaieneifegmuauamnwluseutuiu Wendumsnuisnislude 11.
10.4 ﬁ?@]’?@éwﬁgﬂ’mvﬁ%ﬂ%m cobas ¢ 501 #u core unit YBuA3E cobas 6000 analyzer series
Taganunsald Primary tube ww1a 13x75 mm. fiffegaludwiiiiu Serum/Plasma Tl
Hesni1 500 lulasdans(sample dead volume 500 pL) 219UU Rack dm(nsalluisanau)
38 Rack dun(nsdifiaenisuaniu) vield Automatic pipette aadiaeslitosnit 100
lulasans(sample dead volume 100 L) Tdlu Sample cup (Hitachi cup) 719U Rack
10.5 &whmsasialinszsinazisonguaniisnisissylilugileufifnuides Operator's
manual cobas 6000 analyzer series(MN-LAB-065) TneiA3as cobas ¢ 501 92¥N150579
AAT129% ALP #2e55uusalusii anu Test parameter/definition #ifnunls feil
ALP test definition

Assay type Rate A
Reaction time / Assay points 10/ 19-48
Wavelength (sub/main) 480/450 nm
Reaction direction Increase
Units U/L (ukat/L)
Reagent pipetting Diluent (H20)
R1 75 uL 25 uL
R2 17 L 21 pL
Sample volumes Sample Sample dilution
Sample Diluent (NaCl)
Normal 2.8 L - -
Decreased 2.8 pL 20 pL 80 pL
Increased 2.8 L - -
Calibration
Calibrators S1: H,O
S2: Cfas.
Calibration mode Linear

Calibration frequency  2-point calibration
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10.6

- after reagent lot change
- as required following quality control Procedures

Feunansiaseifilamhedu UL lunsifidngaiu 1,200 U/L Tiidaeg1aeanunain

LASDILALLTLATDIDNASINDFINTITLMU LATBY cobas ¢ 501 3% dilute dnlui® 1:5 o
ATINATIVEUANIAT ALP Tigausne 5 TiiSeuses

11. %’umaumsmuquqmmw (quality control procedures)

111 Jormuualun1smIuANAMAIN
TignedaselvulfiRnusesnmsaisenudulaluguninuanisinsien (WP-LAB-21)
11.1.1 inainsiindunanisaivauaanmnely asadenldnguiang iuueinlily

Modern “Westgard Rules” Toun 1-3S, 2-25 %38 20f3-2S, R-4S SauAULnN
between run CV<0.33TEa Wae Peer group SDI < 1 lngn13RnnIUATIEULAY
Usgiliunan1smiuaunnnmn1eluedn1snsIninsIe ALP lu Quality control
chart(Levey-Jennings chart) fia$13duana1nn1smen Mean, SD YBRIUURNS

Modern "Westgard Rules": N's of 2 and 4 Date:
Tech:
Control
Data
In-Control
Report Data
A
No
415
13s No 22s No Ras No No 8x
> 2 »-| 4 CONSECUTIVE | 8 CONSECUTIVE
one point o (across runs) o The range " | control values on o |
outside 3 SD 2 CONSECUTIVE (difference) between one side of the yalies on ONE
values outside the two controls within a mean and further side of the mean.
same 2 SD run exceeds 4 SDs, than 18D from This can be within
or This rule is only to be the mean. one control across
(within run) used within a run, not This can be within 8 consecutive runs
2 CONSECUTIVE across runs. one control across or
values outside the 4 consecutive runs within 2 controls
Yes SAME 2 SD. _or across 4
Vs wnh;rérigsogtrols consecutive runs.
Yes consecutive runs.
Yes
\ Y Yes ‘  J
Out-of-Control, Reject Analytical Run
Problem:
Resolution:

Find out more at http//www.westgard.com
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Modern "Westgard Rules™: N's of 3 and 6 Date:
Tech:
Control
Data
In-Control
Report Data
A
No
31s
T3s No 20f3 2 bo Ras No o | 3 consecuTIvE No s
. 7= I = | 6 CONSECUTIVE
one point (across runs) - Therange "1 control valueson - | ONE

outside 3 SD 2 out of the last 3 (difference) between one side of the ):ja uefs ;’“
values outside the two controls within a mean and further side of the mean.
same 2 SD run exceeds 4 SDs. than 15D from This can be within
or This rule is only to be the mean. one control across
(within run) used within a run, not This can be within 6 consecutive runs

2 out of the last 3 across runs. one control across or
values outside the 3 consecutive runs within 3 controls

Yes SAME 2 SD. o across 2
within 3 controls consecutive runs, etc.
Yes across 1
Yes consecutive run.
Yes
] ] ] Yes * Y
Out-of-Control, Reject Analytical Run
Problem:
Resolution:

Find out more at http//www.westgard.com

11.1.2 PreciControl ClinChem Multi 1, PreciControl ClinChem Multi 2 Lﬁumsi’a@
AUANANITIAT LT WARAWeIEVe Roche YNAUTIRUIRaE 5 mL Tinia
Aurs1ek ALP 1 2 seuriuiindsannii Daily End maintenance 1A384 cobas c
501 (lAuA N9 Clean probe and nozzles+Process green wash rack) uaaasaly
faaaaUsvana 15.00-18.00 . vowsiaziu mnuifuay 1 adaN=2, R=1)

11.1.3 191 Allowable total error(TEa) 989n15MAGDU ALP = +20% (61983910 CLIA
2019)

11.1.4 Aanuandulszansvesnnuulsusiueesnsmagaussnineiu (between-day
imprecision) IGIEJWLﬂﬂMﬁEJ@@J%JUIﬁSUaﬂ between-run CV dasliitiu 6.67%

11.1.5 maazmamﬁaqmuqu@mmw PreciControl ClinChem Multi 1, PreciControl
ClinChem Multi 2 Muss@3uusis(Lyophilized serum) feuazanelmiuinuss
Fsuualandaidlifgangiivesrou 10-20 w1 ausulaildgungilndiAss
gaunivied wazlunanlarvialilameanusedaseds msznsussavinly
FEUUAYYINA 5’1L%ﬁuﬁ%ﬁﬂﬁm%%’mLLﬁaﬁasﬂJms’LummUﬁaaaﬂmléf Fangyiloy
anuidudilsigndes 14 Volumetric pipette gaanesavhazansingu) 5 mL asly
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arangnNsdTUwAe Unelwanlviatin fswanisld 10-20 uil Wieasuvia eyl
Tnanisunisansazanesiudumguuinun iiluwinaulaeliliinneseinie fu

NeENseLA30 Mixer ilotpstulusiiugnihanelasamzieulsiasgads Activity 1t
¥ andunaneediliBn 510 uiit deasunailvinaulidfuruduiiduns
avanevuaLdmnsrIndeidl igumnitednUszan 15-30 it iileliansi
avanetnazanslvauysal s nadliduiaifniudnadsouhluldnud
gumgiviesSeutaufuiigamgitesniiiniu - 20 °C Hinsuiaivluteududs
(-25 °C) - (-20 °C) ¥ide 2-8 °C AputhituATomTIIIATIIFDN LRI
gamgiviendunan 10-20 wit itelldgamailndifssgumniiviesrou uazlild
wunadeatuiilunisazans Calibrator

12. YuppunsieuLiisuszninwinsujuianis (Interlaboratory comparisons)

12.1

12.2

12.3

12.4

12.5

12.6

osUftAn1sid1sam EQAS Clinical Chemistry (Monthly) Program iileiuSeulfleunanis
ATIATIER ALP seminaviesujiinng Ssliuinnslag BIO-RAD Laboratories fifyuans
adpsaundndar 1 ads msadasaudnlursliiAufoufiguisureamnd  eudlunis
Usedluiouar 1 ade dausifeunsnniau-figuiey 3w 12 ay/Al
fnsadinneiiisuinreununsatiesgimaadeainlusnrdudiiunisasainsgsin
A ALP SaufufusenisnaaeudusluiiegisainTuswnsy EQAS Taenisasiandeuiuluiu
mMamsameeethslunuussd uliiAutufmundissauiissylivuaainiismnnussg
f8e19 EQAS vaiusiazLsiau

Juiindssneanura online [WUszidu(submit results) anavsefiuiHansUsELHU(vView or
print EQAS reports) #1194 www.OCNet.com

Selusunsy EQAS  Ussidiuwaiaaudy 1 Download  iesumanAulildmum
UszansnmlunisiUSeuliieuseninaesuuRnis

ATIVFDUNANITUTBULTBUTENINRIUfURNSEMSUN1599593 ALP Lngldinausiuay
vaneded
- Absolute Z-score iy < 3.0, Whwnefidgesns < 1.5
Z-score LHumsindeyananisnsalingizi AP vesvesufuRnsininaindinde
Y94 peer group LHufUBATENULLMTFILYBY peer group
- TE < TEa, e TEa = £20% (CLIA 2019), %TE=%Bias+1.65%CV
- Bias < Bias goal, lo Bias goal = 9.0110%
finmAnnsiaieddnuazidmihiiiierdemiefudlenansusuifiu EQAS msvaseuy
ALP Laidulununasivioidvanediivun Aiesgiauaiwinge didunsufoinmaudle
dietlosfiunaningn uaztufinanesmaudly/ ety luuvudufinufdinsudlonsding EQA
legluinaeiunnsgiugeusunnnm (FM-LAB-020)
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SWaLenaNs : WI-LAB-020

91 11 970 14 wi

wilumasan : 2

Tunusemeld : 1 nua1ius 2566

13. #95Un7U (Interferences)

Criterion: Recovery within + 10 % of initial value at an alkaline phosphatase activity of 100

U/L (1.67 pkat/L).

13.1 F5u/naaun Ndruusenauseluilisuniunmsvageu

) =y
ANWUY FIU/NA1EUN

JSuneuveedlulsenau ANTNIAUTUR

(Intralipid)

Triglyceride

Icterus | index < 60 unconjugated bilirubin &g 4+
conjugated bilirubin < 60 mg/dL

Hemolysis | H index < 200 | hemoglobin < (200 mg/dL) 2+

Liperic | L index < 2,000 | L index #seaugu liduiusiuusuu 4+

1 v
wnansacuAN Hengnislday 1 1 duandunliudaudlanisangn

f5umdaa (Icteric serum)

Billirubin concentration

1+ = 2.5 me/L = 0.25 mafdL
2+ =50 me/L = 0.50 mefdL
3+ = 100 mefl= 100 me/dL
4+ = 200 mefl= 200 me/dL

|
a5l disufanunwan (Hemolysed serum)

Hemoelobin concentration
1+ = 0.9 ¢/L = 90 mefdL

2+ = 1.B g/L = 180 me/fdL
3+ =35¢/L =350 mefdl
4+ = 6.7 ¢/L = 670 ma/fdL

%%'I.I'ljumﬂﬁu (Turbid serum}

Absorbance 660 ualuims

1+ =04
2+ =08
3+ =10
4+ = 1.2

q
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14.

15.

16.

17.

18.

19.

13.2 Drugs: No interference was found at therapeutic concentrations using
common drug panels.
13.3 In very rare cases, gammopathy, in particular type IgM (Waldenstrom’s

macroglobulinemia), may cause unreliable results.

wannsvastunaunsiuaniielfldnadng sounsiitnetesefinnulivuveuvenisin

(principle of procedure for calculating results including, where relevant, the

measurement uncertainty of measured quantity values)

14.1 @503 cobas ¢ 501 az@uInAT analyte activity 103 Tuusasfeogrsnsalilaednlus

14.2 Conversion factor: U/L x 0.0167 = pkat/L

143 msiwiaInuliviueurean1sin ALP TrUfuRnu “Wde 4.4 nsasraaauaulil
wiueuvesMsinaInANBaUTina lusafondfifnudes nsdanisnszuiummaaey (WP-

LAB-20)” astusinlalu “ans1an1sussunaiaanulubiueureIn1sIntun1snaaa ULl
US1NaI@s1A(FM-LAB-281)”

91989198 amsTannusenin1sandulanispatin(biological reference intervals or clinical
decision values)
Expected Values: ¥18  40-129 U/L

nYs  35-104 U/L

Prefisreaunanimagauld (reportable interval of examination results)
A1 Analytical Measurement Range 983 ALP 1Au 5 — 1,200 U/L

Auuzidmiunmsiasanaadsinandenalildeglutanisda (nstructions for
determining quantitative results when a result is not within the measurement
interval)

Nan1Iagay ALP >1,200 meg/dL 1384 cobas ¢ 501 ﬁﬁmsé?a automatic rerun function
15 dlethsegiseanainadsandniidiniomasdinsla 1309 cobas ¢ 501 9zidoansdsds
#5239 UBRTIEI 1:5 maﬁléﬁm’%awzﬁwmmimqm dilution factor = 5 lilagdnludf

AN H/ALIIROW/Mnuzad (alert/critical values, where appropriate)
laid]

nsuUananiepfiinveasiaaujianis (laboratory clinical interpretation)
19.1 58AU ALP ¢
= LY ° ! ad = v v ' oA =
nsfisgiu ALP indnunduudunesinulites wianusananiinfinnennlasuiniss
wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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219 NANLIALELDANTONTUIAINNTULAL LT UTTR

19.2 591U ALP g9
nsfifisedu ALP ganiiunftuenaazuansiidimnsfisunifisunieqeuidtoauansiniy
Tsadusniau fuuds undeiu fhluguhd vieivethigadu uenandussornsuansind
ﬂzgmﬁLﬁ'wﬁaaﬁ’msz@msﬁu‘liﬂ rickets, Paget’s disease, 445aN329N W30N159119UVD
sonvnalnsossfnnAulUALs

20. wiasnuvesaUsUsUNDaAATU (potential sources of variation)
20.1 1181 (Reagent)

- @onanmannisiivinwlignsieavisevuneny

- wasu lot Ty, Wagy ALP cassette dulu

- fivlpeonna Usumslaliileana

- AUSNY ALP cassette Iagliifslvinsaanavilminnaseinie

20.2 @saeuLigy (Calibrator)
- WANANNSAYANY WL avaeRndndu, ellaluniswseulanain(nsiulag, syesiianty
G’Jj & a £%4 = £% a

nsavangaursesiulu(@Isdsrezanlunsaraneyseana 40 wilaeldmaianiy
Auuzveaudn), Msazaneasaeuiiisunududlildgumgiviefreeze-thaw)ld
natuuiulunsalsaull, dviazateanysn(@isld Purified Water Diluents %58
reagent grade water), Anuldiduilawertuilosanuanlidniuldfdundunsunis
wazdlUaudansnanlidniulafneunisnsiainaives calibrator

- In1338818a931NN15U599 calibrator Ysunauaslu sample cup saufunsasmsliunu

A o . A A = YY) 1Y) = 9

#3911 Calibrator MudeTean1un1sIiwa U Idd@aULiguL1dn

- wasu lot T

- [HouanmvIevianeny
=1

- UNBI91N"A

- 19 Blank lalwisnyay

203 A3esile (Analyzer)
- wyaanaLEs (source lamp) L?ﬂiammmqmﬂ%ﬂ’lu (msm?{au‘nﬂ‘] 1 1how)
- viothdsthenfisieldeuifu reagent probe gadu fiu wnaTwBangu
- Cuvette @ndsn
- probe @nysn
- nszualiilined
- LlagL3Ian Calibration
- Measurement syringe $1/dou
- ®89n19911 preventive maintenance ﬂ%’jﬂmyj viielUAsuerlnalval wu source Lamp,
reagent probe, sample probe uaaluild calibration Tul
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~ %1 maintenance check 38V preventive maintenance 1agnaseuniolivhmuiouls
Auuztiguanesosiledmun
204 fhegafildnTiainsizst (Sample)
~fegnedingg clot Tusgninemsasiadeseiluaiodingsi

o A = O vy a i a
- fegalinssewmeiiiaannasislivuiuluneugn sample probe aalunsindnaie
TnganznsaidnisiusiegsuTunatesld Hitachi cup/Hitachi micro cup

21. 1@NE1591984 (references)
21.1 Tuunsmiren ALP2 (PI-LAB-020)
21.2 @jﬁaﬂﬁﬁamuﬁ'aﬂ Operator's manual cobas 6000 analyzer series (MN-LAB-065)
21.3 luunsnasiiisu Calibrator f.a.s. (PI-LAB-110)
214 sudoulfRnudesmsiananssuiunavaaey (WP-LAB-20)
215 sudeuufiinudoinisainsanuiulealuannimmanisiassi (WP-LAB-21)

22, ANANUIN
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WHHNNENBINen Taanenunafannsaidazen FM-LAB-008/00(01/10/2560)

Uszdinisudlu/muniutenansannin

Juidew U aw;ujlsu SYALLDYN as9e
ASaN
11 W.8.62 0 atuusn YNYFUUUUN
1 1.8, 63 1 wAlaisatiu UBAUUUUN
1n.e. 64 1 NUNIULAL tfinnsunly PBAUUUUN
1 n.y. 65 2 wilede 7.5 asianAIunuAmNIN 8NEN UgAUUUUN
Wale 7.5.1
wilade 11 %umaumamuammmw gnLadn
ih) 11.1.2, 11.1.7 4ag 11.2.5.2
wibute 21 1NaNse198e endnde 21.4
1 n.. 66 2 nUNIULAL tfinnsualy P8 AUUUUN
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wAlundait

ARV

WgAUUUUN F35UE)

HIANTIMINTTANATAGIN
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VUMY EAIRIIN

(93NRYY1 N3N )

HIANITAAIMN
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