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1. 5’mqﬂi$aﬁﬁﬂlaﬁmi%ﬂaau(purpose of examination)
1.1 HiensiadeUiuaiinszsimnsediu Trislycerides ludogns serum uag plasma #ae 1A3830579
AATEASAIUTR cobas ¢ 501 Saufuthen TRIGL (Triglycerides Cat. No. 20767107 322)
12 \fieldusznounmsitadeuarinvanudithefifiiaunaveslusiullipid disorders) Wy fihe
1sAWIINY atherosclerosis, various liver wag renal diseases.
1.3 Ussiflumudessieniy atherosclerosis
1.4 feRamumsinunlufihefildueanssauluiuluiden

2. ndnMsuwaziinisvastunauilddmsunisnageu (principle and method of procedure used
for examinations)
2.1 %dnm3 (Principle) : 11 TRIGL T4wdnnns Enzymatic colorimetric test.
Triglyceride Iuﬁ’saei’]wsg]ﬂ hydrolyzed B Glycerol uag Fatty acid lng lipoprotein

Lipase (LPL) Glycerol ﬁLﬁWﬁu%LﬁﬂUﬁﬁ%m phosphorylation iU ATP laadl Glycerol kinase
Ju catalyst 16 Glycerol- 3 phosphate oxidase toulasl Glycerol-3 phosphate oxidase (GPO)
9z oxidize Glycerol — 3 phosphate Tl dihydroxyacetone Phosphate fiu H202 F3 H202 7
IgagyiufAseniu d-chlorophenol waz 4-aminophenazone el oulesl peroxidase 1Uu
Catalyst tAn@1s guinoneimine dye ViﬁﬁumLLazi’mmi@mﬂﬁuuawaaﬁﬁﬁﬂﬁu Fududndu
TnenTsnuANUIINTUYDT Triglyceride Tudiagng

LPL

triglycerides + 3 H,O » olycerol + 3 RCOOH
GK

glycerol + ATP - » glycerol-3-phosphate + ADP
Mg

GPO

glycerol-3-phosphate + O, dihydroxyacetone phosphate + H,0,

v

) peroxidase ]
H,0,+ 4-aminophenazone + 4-chlorophenol ——— H,0; + 4-(p-benzoquinone-

monoimino)-phenazone + 2 H,O + HCl

2.2 F5n13(method) : 1975 Direct measure
Traceability: This method has been standardized against the ID/MS
method.

3. anwaENISUTEANSAIN (performance characteristics)
AN wrMIUsEAvEAmuDImInaaausaludgsBannluwmsnthen TRIGL (PI-LAB-006) lusiade
Specific performance data tusngnunanisnsaaeulsyansninludegsuinmnge i
3.1 Aaudnvaziuauwiug(Precision) : WunsamvaeuAuLiuglagldfieg1wsa99n
UYWELATATAIUANAMNIN ANuTan muaves CLSI (Clinical and Laboratory Standards
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uNUNNENFINeT Isanenuiaaengualdizen

BURURNUEeS : MInsIa Triglycerides

iaaNans : WI-LAB-006 w1 2 910 16 v
uilyasadi : 2 Fuitussmelld : 1 nuaniug 2566

Institute) EP5 A51934AT1¥AM8LAT8Y cobas ¢ 501 $aufutnen TRIGL Iasldisn1sngiaei
WUU within-run precision %38 repeatability (n=21) Wazluu between-run precision %39
intermediate precision (3 aliquots per run, 1 run per day, 21 days). lanansil

Repeatability Mean SD CV % | Allowable Nan1s
(h=21) mmol/L(mg/dL) mmol/L(mg/dL) CV % fIADU
Precinorm U 1.41 (125) 0.01 (1) 0.9 3.75 Pass
Precipath U 2.40 (212) 0.02 (2) 0.8 3.75 Pass
Human serum 1 1.67 (148) 0.02 (2) 1.1 3.75 Pass
Human serum 2 2.72 (241) 0.02 (2) 0.7 3.75 Pass
Intermediate Mean SD CV % Allowable WNAN1T
precision mmol/L(mg/dL) mmol/L(mg/dL) CV % fIADU

(3 aliquots per run,

1 run per day, 21

days).

Precinorm U 1.39 (123) 0.03 (3) 2.0 5 Pass
Precipath U 2.33 (206) 0.04 (4) 1.6 5 Pass
Human serum 3 1.18 (104) 0.02 (2) 1.9 5 Pass
Human serum 4 | 2.95 (261) 0.05 (4) 1.8 5 Pass

- LW Imprecision(%CV) : within-run CV < 3.75%, between-run CV < 5%
9199491nA1 TEa = + 15 % (CLIA 2019)
- NANITNTIVAOU imprecision LBUAULNMI : HIU(PASS)
3.2 Audnvazileniouliieuisnismaaeu (Method comparison)
Junsnsaaiiaseit Triglycerides Tudegng serum vesanud TnoldinTeansaiiases cobas
¢ 501 (y) W3puiteufiuipseansaaiins1zk Roche/Hitachi 917 (X)  lénasall
Sample size (n) = 71
Passing/Bablok24 : y = 1.015x - 0.005 mmol/L, T = 0.976
Linear regression : y = 1.001x + 0.018 mmol/L, r = 0.999
The sample concentrations were between 0.560 and 9.13 mmol/L (49.6 and
808 me/dL).
4. ¥1nf219819 (type of sample)
4.1 Serum
4.2 Plasma 71l Lithium heparin, K2 uag K3-EDTA WWuansfiudenuds
4.3 1361599 Triglycerides LL(fiazﬂ%’j\‘i 1384 cobas ¢ 501 azl4 Normal sample volume 2
lulasans
4.4 mafiunwdedna Serum fulaieneeninainvaenussasnegasuiuldn Uz uIlvind
AUl 20-25 °C T 2 Ju fiufl 4 °C T 10 Su fufl -20°C Ty 3 Wew wasifiufl -70°C
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Tauumanet @ plasma iudl 20-25 °C launu 2 Ju 1iud 4 °C Tauu 15 Ju 1iud -20 °C g
U 3 Lfau wawtAu? -70 °C laurunaned

= U . .
5. msmsamgﬂfaﬂ (patient preparation) 3 ‘
5.1 A5USIAABISANUUNALUTE 2 AUAINDURSID kasditnminasd
5.2 9AB1508719UBY 10-12 97119 LALAITINALLDANDEDA UAUNDUATID

6. UTTNUBINBULLAZAITLAULAS (type of container and additives)

6.1 UTBLANTDINYULIAZENSLALLATILTUTIYFIRE 1T UAUTAINTIIM Triglycerides tau

6.2

6.1.1

6.1.2

6.1.3

waeausIdeniflansiudenudeiia Li-Heparin Blood Collection tube (H1Uanaand

Be) 81 Lithium Heparin Wuansiudonuds wuaussy 3 mL Mlunudszdriudmsu
LﬁUé’f’J@&i’mLﬁamL%Mé’%@@ﬂ%ﬁﬂﬂLLmuﬂmaﬁﬂiﬂQ’ﬂasuaﬂﬁﬁamawﬁzﬁu Triglycerides
SufuTemmaaeunaaiindindun neliiAufegiivenzidenvesiosfiAnns
viaenussdennliflansudeaudsdaiivielifiansnsydunisudeinveadon 1wu Clot
activator Blood Collection tube(thUnvasnduna)uuinussy 3-4 mL ldluaulsydriu

dwmsuifusetnadenisuiuvesaulifidanainesgnidu vefielu veslaiiien uas
W09 TIIFUAN

vaesussydeniidiansiudenudsiin EDTA Blood Collection tube(rhinnasadaing) i
K2-EDTA %30 K3-EDTA tuansiudeauds vuiaussy 2-3 mL Unfiazlalldluu

Uszaniu usazlfianslunsdiidsmsa wildldinuiegiudanluniguzussyniu 4o
6.1.1 uay 6.1.2 (Tl

UshnueInvekavansiuuiadaldussgiiognaidn3eansiadnsen

6.2.1
6.2.2

6.2.3

6.2.4

MABAUTIPIBLTUFUIUIN 13x75 mm. lute 6.1 Ailunen serum 30 Plasma uén
Hitachi cup 10U sample cup MHUsTIFIBERTIATLIBNINNVABAUTITIRIDENITHHY
Apan13UsINusegglitosnin sample dead volume (100 lulasans)

Hitachi micro cup tJu Sample cup msﬁmﬁa}ﬁaasmﬁLLquameMaaﬂmsagﬁaasm
Sudu FeanisuSunasegdliitdesndn sample dead volume (50 lulasans)
vaeaudinlifiansiudonudaPlain tube) 1ussyfiodisfiutananvasaussyietng
Uy Feansuiinaiegnlitiosnin sample dead volume (500 lulasdns)

7. wn3asiiogUnsalndnluuazansiall (required equipment and reagents)

7.1 LAIDINTIDNATIEVIOALUIIR : LLATBI cobas ¢ 501 FiaumanuLAInd cobas e 601, Control

unit wag Core unit \uszuvlieseiGondodn cobas 6000 analyzer series WLy
NANTUTNVBIUTEN Roche Diagnostic Useineilgosiu

7.2 w3esdulCentrifuge) : Mdmsuiuuen Serum/Plasma fimnudaseulunistu 3,500 rpm u
1281 10-15 il nindshegnadonisuduiiciussa 5 wifideut

7.3 mmm’smm%m :Elﬂjmm TRIGL (Triglycerides Cat. No. 20767107 322) \Ju cassette quf’]m
FuFagunenlinuleady-to-use) nanAusiBTe Roche Tap 1 cassette n3Ialel 250 Tests LA
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7.4

75

7.6

1.7

Snulifigamgdl 2-8°C Melvidanga axdongmislinuauisiumnogiissydng cassette ilailn
Tuuuiades cobas ¢ 501 udefiengnislien 12 & esfusznoutesasaiiluthen
TRIGL fiétail
R1: PIPES buffer: 50 mmol/L, pH 6.8;
Mg2+: 40 mmol/L;
sodium cholate: 0.20 mmol/L;
ATP: > 1.4 mmol/L;
4-aminophenazone: > 0.13 mmol/L;
4-chlorophenol: 4.7 mmol/L;
lipoprotein lipase (Pseudomonas spec.): > 83 Mkat/L;
glycerokinase (Bacillus stearothermophilus): = 3 Ukat/L;
glycerol phosphate oxidase (E. coli): > 41 Hkat/L;
peroxidase (horseradish): > 1.6 Mkat/L;
preservative
nsdisuthendanlel desussifiuaninin (Verified for performance) deuirluldugei
- ynthen Lot Tyl (new lot) Winaaeuisuifleuiuthen Lot 1 Ysaidulngldshesng
AUeegeley 3 sedulvinseungu Medical decision level lngadsinnuuansieey
TutalaiiAunast Bias vos Triglycerides fifnuunls laiu 6.75 % wagld QC material
agatiey 1 szau lngsdagluaie +1SD ved Lot 1N fuiw +1SD Til5u Lab mean
Tuaal
nadaiisuthen Lot idaldaulvsiiNew shipment) Wszdiulagld QC material
agatiey 1 szau lngdsdagluaie +1SD ved Lot 1N fuiw +1SD Tilsu Lab mean
Tnsigne
A13UINIFIY
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
NAnsiaaiBite Roche
d13MUANAUNIN PreciControl ClinChem Multi 1, PreciControl ClinChem Multi 2 NARA N
f%a Roche 14ms1adimsnzsiiuiingsainyi daily maintenance 13849 cobas ¢ 501 wdnasalu
Y9981UTEN0d 15.00-18.00 U. VaIsaLIU
Auto pipette, Volumetric pipette 1 mL, 5 mL uag Pipette tip dmsuldinsouansazans
calibrator uaz control Mioglluguuuuidursusia (Lyophilize)

Distilled water @wsuldazane control/calibrator
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7.8 Diluent NaCl 9 % (50 mL) dmsuldidearsdiegsenludfnsalfieg1amsiadian Triglycerides
gty 885 me/dL 1167 Diluent NaCl 9% wioglsialdnunsiiviigamgi 2-8°C asileng
mslinuauieiununengiiszying cassette eilaldaundaziiony 12 dUnnsi

7.9 nuugiiagliussgfegnangaiiutan 1un Sample cup(Hitachi cup) Cat No. 10394246001,
Plastic plain tube

7.10 Rack & 8 ¥iin
7.10.1 Rack @nn @115 calibrator
7.10.2 Rack @12 d113U118 control
7.10.3 Rack @ dmsuinefegnafidu Routine
7.10.4 Rack Aund dnsurnadaegnaiiidu STAT
7.10.5 Rack @wdes dmdurnadiegnadiidu Urine
7.10.6 Rack @ity dmSuneodreiidu CSF
7.10.7 Rack ddana dmuaneseenadug

7.10.8 Rack &l Tditeungesnwases

8. alau,'mé'auLLazmimuqummﬂaaﬂﬁﬂ (environmental and safety controls)
8.1 éfaammm:ﬁamqLLazL?:aﬂqmmsﬂﬁﬁﬁmmﬁaﬂmﬁ’umiamLﬁ'?iyamwﬁmﬁawﬂuﬁaumﬁu
AI9819M 39
8.2 henfdunaurasasnueninuidulsznevrenineimnduiuvieduiatuiniilagnss

9. SunaUnEaULigY (calibration procedures)
9.1 Fafinunlun1saouLiiey
9.1.1 yhnsaeuliieutinen TRIGL Aldusanfuniensiadinsiey cobas c 501 ile
-~ Weldeuthen TRIGL adausn
- 11 TRIGL Wasugunsuan(Lot) Il
~ fims¥h preventive maintenance seulnanioiinmsiasutuduernafitnansymu
seAN5In wazilona 1QC wavvide FQA/PT Usiindl systematic error Aideaudls
Yeymenenisasuiisulun(re-calibration)
9.1.2 manTaiamansaeuifivuiiieaina Standard curve Tagldansumsgiudiuu 2 sz
vhandnluiRsyivar 2 aduflomanaie amnasgwiliaeuiisuseneaude
- Standard 1: H,O (sterile distilled water for injection)
- Standard 2: Calibrator for automated system (C.f.a.s)
9.2 F/NTERULILU
9.2.1 ATINFBUIUNINER (Lot) ves Calibrator for automated system (C.f.a.s), Cat. No.
10759350 190 Tiw3enazldem Lot flagldnusomsetulot e download UBYANIT
SmuaAuLtues Trislycerides wiul3luedes cobas ¢ 501 d1vn Lot flaglday
nanspauAn fengnislden 1 3 duanduiidsuludlansiange
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laimseriu Lot ﬁﬁagﬂuméaﬂ 19 download Uaya Calibrator for automated system
(Cfa.s) Lot Tvslluvazdiedosogluanug Standby WgufiRmufade “n1snsiadey
lot kagn1s download calibrator” iuﬁjﬁa‘dﬁﬁammiaq Operator's manual cobas
6000 analyzer series (MN-LAB-065)

9.2.2 ﬁwmﬁmi@m Calibrator for automated system (Cf.a.s) wazaERIEtNgy 3 mL
Tngld Volumetric pipette dawn#isly 30 il warlsmyumnadunamuszezau
azangfsz g liAnnaseInA

9.23 U339 Cfas Magasaunfesldomudszinu 200 lulasansadlu Sample cup(Hitachi
cup) ldadlulu Rack @1 uédawinis calibrate thenlasnisufsanuiado “nsv

calibration” Tu@jﬁaﬂﬁﬂ’amuﬁm Operator s manual cobas 6000 analyzer series(MN-
LAB-065)

10. %l'umauﬁuaﬂnszmumi (procedural steps)
10.1 Fnswisuesesio 111 uarfegnnsa foun1snsaalnssi
10.1.1 3Enswsuiedesile

- §n3393A 1My Daily begin L13a1 06.00 .

- a9¥aid(Operator D) uagswaru(Password) Wiodldanuszuy
(logon)A3B9MTI9ATIZY cobas 6000

- p19deUUHIanIgn Auxiliary fussgluzuluy cassette 16U NaOH-D
cassette, SMS cassette, 9%NaCl cassette Fmdoluades d1USunahensini
syduiimunals wiheeesuansitundienisihoududin Wldihen
cassette Tuiitnluunu

- aviedeuUSinamasiivning Auxiliary ‘51461 laun NaOH-D, Cell Detergent 1,
Acid Wash Solution, Cell Detergent 2 fUSinathesninsesuTis el
%ﬂﬂﬁ]@f\]“LLﬁmﬁIu%ﬁﬂﬂUﬂﬁiﬁﬂﬂ’lﬁ?mﬁuaﬂ’aﬂ Tldthenanlmidnluun

10.1.2 aﬁﬂ’ﬁmiauu’lm (reagent preparation)

_ 1} Cassette 1181 TRIGL 9anaNGLlu wngnanaineen seillstovsedduda
U barcode

_ Feutudnlduy Cassette 1hen TRIGL Aoutidiedes uazasuiinnsiUeld
drenusiay Cassette lunuutuiinnmsihosnunldauen #1500 340
1989 ansmunu uardsgUnsaldu (FM-LAB- 187)

~ 1} Cassette 118 TRIGL ldn3es Tneu barcode Tumedmuann demdnnss
cassette loading port fudluiung Tiian Faldthendiluluedosasiaiasey
luanug preparation I‘UmﬂimaﬁzwLﬂ%ﬁ@%L%Mﬁuawqmaaﬁfﬂmaawé’q
uisTunumengiidmualy 12 dUnnsi

- smaouliudlaimaivesveshondindenldamluaiosgniemssiunud
szyliluluunsniinen TRIGL (PI-LAB-006)

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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10.2
10.3
10.4

10.5

10.1.3 NISLHSYUFIDENINTID

- Avdwsiaseliegludnuaidinaueiufasdedmsia
- @dwsiadianssumulfizenlaliifuniusisazsiBealuiiden 13 a1ssuniunis

G RIY)

- dletuuendsdnsin Fu/mananiudy Iuvuivesdsdwadediiivesie
Aoulnusuasey WazasiusuInsegatios 500 uL
&éfslaifimsaeuiieutine) TRIGL Lot #ilduay Tsuiunisnude 9.
grdlifinansatiesgishednsmunuamunnluseuiuty Weidunsnuisnislude 11.

ﬁ?ﬁ?@&hﬂ@/ﬂ’wvﬁ’nﬂ%m cobas ¢ 501 ¥ core unit YBLA3BY cobas 6000 analyzer series
Taganunsald Primary tube aw1A 13x75 mm. Aifdeedlitosnda 500 lulasans(sample
dead volume 500 ul) 719UU Rack @w(nsailulssdiwnie Rack Fuas(nstlfosn1snaniu)
w38lY Automatic pipette anfegntlitoandt 100 lulasdns (sample dead volume 100
uL) Talu Sample cup (Hitachi cup) 119U Rack
dwhmsnslinsesiuazienguanmuisnisiszylilugiioufiRnuiies Operator's
manual cobas 6000 analyzer series(MN-LAB-065) Tn8LA309 cobas ¢ 501 92¥1n157M579
ARTEisEUUSALUTR Ay Test parameter/definition Aifnunly el

Triclycerides test definition

Assay type

Reaction time / Assay points

Wavelength (sub/main)
Reaction direction
Units

Reagent pipetting

R1

Sample volumes

Normal
Decreased
Increased
Calibration

Calibrators

Calibration mode

Calibration frequency

1-Point
10/ 70
700 / 505 nm
Increase
mmol/L (mg/dL, g¢/L)
Diluent (H20)
120 pL 28 pL
Sample Sample dilution
Sample Diluent (NaCl)
2 uL - -
4 L 15 pL 135 pL
2 uL - -

S1: H20

S2: Cfas.

Linear

2-point calibration

- after reagent lot change

- as required following quality control

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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procedures
10.6 s1euUNansTIATIvRnlanedu me/dL

11. Gﬁ”umaumimuquqmmw (quality control procedures)
111 danuualunsaiuauAunIw

edsnsudovfiinutenisaienusiulaluannimeanisiingzs (WP-LAB-21)

11.1.1 nasinmsdndunanisemuvaunanmaegly Triasanidenldnguiangfiuuzdilily
Modern “Westgard Rules” laun 1-3S, 2-25 %38 20f3-2S, R-4S aufuLneus
between run CV<0.33TEa Way Peer group SDI < 1 IngnshnauATIvEULAY
Usgiliunan1smiuaNAun A 1elueIn1snsIninsIe Triglycerides Tu Quality
control chart(Levey-Jennings chart) fiadstusnannnisunen Mean, SD 984

v a wa
NoIUUANIT
Modern "Westgard Rules™: N's of 2 and 4 Date:
Tech:
Control
Data
In-Control
Report Data
A
No
4as 8x
13s No 22s No R4S No No
- - 4 CONSECUTIVE | 8 CONSECUTIVE
one point (across runs) The range control values on | ONE
outside 3 SD 2 CONSECUTIVE (difference) between one side of the _‘(’f ”efs ﬁ“
values outside the two controls within a mean and further _sideioftheimean:.
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. o across 4
Yes Wlth;rérzo;OStFOB consecutive runs.
Yes consecutive runs.
Yes
Y Y Vs ’ Y
Out-of-Control, Reject Analytical Run
Problem:
Resolution:

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

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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Modern "Westgard Rules": N's of 3 and 6 Date:
Tech:
Control
Data
In-Control
Report Data
A
No
31s
13s No 20f3 2s No R 4s No No 6 %
. > = | 3 CONSECUTIVE 6 CONSECUTIVE
one point - (across runs) Therange control values on |
outside 3 SD 2 out of the last 3 (difference) between one side of the values on ONE
values outside the two controls within a mean and further m
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
Yes wnh;rc\rf)scso?trols consecutive runs, etc.
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 Lﬂuaﬂilaﬂ

ATUANAMANYLATFULIY HARSEY Roche Yu1AUTIYINaE 5 mL 190333

AT Triglycerides 719 2 S¥AUNUTNAINYI Daily End maintenance 1A38s

cobas ¢ 501(lan n159i1 Clean probe and nozzles+Process green wash rack)
waasalugiananuszana 15.00-18.00 u. vasudaz i mnudiuay 1 A3s (N=2,

R=1)

11.1.3 19A1 Allowable total error (TEa) Uasn15nadey Triglycerides = +15% (CLIA2019)

11.14

NIAAMIUAIENUTEENTVDIANULUTUTIUVDINTNAFDUTZNINNIU (between-day

imprecision) Tngldinaaiisausulaues between-run CV faslaiiu 5%

11.2 3FMSAIVANAUNIN
11.2.1 #5998V Lot YoIaTIANAIUANAMAINTENIN Lot Magldauiu Lot NilegluinIas

i1 Lot lmsaiulyl download Teyavesansianmuauamn nlimsaiuiu Lot Tu
Tuvnueasesaglugniug Standby Wiy

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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11.2.2 wiguansiagaivauaun1n(control material) insouldnuisnisngnanivuald

11.2.3

11.2.4

11.255

11.2.6

Tulenansuuuvesansanmuauaaa il

U598 TanAIUANANAINUTUINT 300-500 lulasdns(sample dead volume 100
uL) adlu Sample cup (Hitachi cup) wéatilunsly Rack A Tushumisiidvun
13

dlviesesvi control Tnonsufdmushde “nsvih Control” Tugilouftfny
Operator s manual cobas 6000 analyzer series(MN-LAB-065)

ANMIUNTIABUNA IQC UBIN1INAGDY Triglycerides MIENHNITAIUANAMAIN
(control rule) sy QC procedure fifmunliosasinaveseilossedeyaiidy
3wl WRnaaunlty amnuidssiazinanuaainndou Wewsunisudluay
Hosfunourhmsvageusiaeg1siae fil

- NSANPINRE 1QC ANHANTINTIAATIZYPreciControl ClinChem Multi
1, PreciControl ClinChern Multi 2 Tsinnunsaaaouna IQC aafuvesn1snsa
Triglycerides TugUuuuns1WRY_control unit ¥eA3ed cobas 6000 1 3 JUKUUT
WY QC > run status (anwwa QC ey test luns ALY wanImvausiay

test 1wnaglurauiun meanx 25D visaly), QC > individual(lgnsiaaauna 1QC
Tngavidaluge test fnsmuuy Lewvy-Jenning Chart ) uay QC > cumulative

9 v L. & v v L. = = & W < va v
(AA181UN individual Lﬂu%a;ﬂaiwm individual %agmaamﬂumLmummuvbwm
cumulative)

- Ainmunsideuna 1QC Tiazidsaundulu Levey-Jenning chart d1msu
NNINTIVNATIEN Triglycerides laglalusunsu TIQCon (Total Integrated Quality
Control for clinical laboratory) nanfiadst Roche ¥8Usenana sIu89nNs
WIBUIBUNANU Peer group Way ATI1980UNa IQC kuUsnlutiAnIu control rule 7
muuall
d‘ <] = a
Wanan15vi1 1QC In15azllangNIsAIUANAMAIN (out of control) wagKaNS
nadou Triglycerides HuualiniagianainnisadiinegstitvdAgyIidnnis
AUAINNINTUIFNANDDNHNANITNTINFIBENHUIY AIANITIINISIATARTENLAY
e 0 Y} Y

ientassuiuaniunsudluiasmugeudnuusysedniam asduiinseasziden

] 1 ¥
nsusulsanleminluiedastunsiiaglunuutuiinlgufnisudlunsding 1QC
Leglunaeiunnsgugeusuamnn (FM-LAB-025) vinsuilvaivsuesainy
ARAARBULET F99EATINATIEAIE 1 EET Taudaunduluinnsansieny
KA TIwTioanKalUkdTuiausin sauanaan maeluseuneunting
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12. YumaumMsTeuLiguseniniasljianis (Interlaboratory comparisons)

13.

N33 ULBUTEnINameIluRnis  (Interlaboratory  comparisons) — Wisitiunismuseiisy
UftRuFes msafuausiulalunuaimiansiingest (WP-LAB-21) laeiidervuauazinusi
Qmmwﬁé{"]ﬁ’m il

N33 ULBUTEnINamIluRnis  (Interlaboratory  comparisons) — Wsitiunismusuiiey

UftRuFes msafuanusiulalunuaimiansiingest (WP-LAB-21) laeiidervuauazinusi

Qmmwﬁé{"]ﬁ’m il

12.1 vosUiRnisdrsan EQAS Clinical Chemistry (Monthly) Program tileiUSeulfieunans
ATIATIEN Triglycerides seminaviesUfinns ddlviuinisiag BIO-RAD Laboratories
ftuansasinsaundntos 1 ads msadasaudnluidldfudoudquisuwemnd audlu
msUssdiudouas 1 ase sausideunsngiau-figuieu 1 12 ASy/A)

122 fpsiesgiisuiaveunuanainmginaaiadinluaeiusidunsesolinneim
AN Triglycerides Saufufusenisnaaeudusluiiegisainlusunsy EQAS tnsnsnsrandon
fuluAumsamasenathelunuussiviulifuiuimundenenudissylivuaainiis
UINUTTINBY1 EQAS vaausiasiiou

12.3 Jufindesenuna online Wusziliu(submit results) aravIoiuinan1susiduview or
print EQAS reports) 119 www.OCNet.com

124 \flelusunsy EQAS  Usmifuwaie3auds 1 Download s1esmumannAulildvumu
UszdnSamlunsiSeuiiguseninaeslfusinig

[

12.5 a919@uNan1sieuLiieuseninamelfuinig lneldinaswazsidmuneni
- Absolute Z-score ynaaHIY < 3.0, WNyuneiaeanis < 1.5

Z-score Wunsindeyananisnsiaiingzi Triglycerides voeiaaufiRin13dnvean
ANaBE8Y peer group Lf;luﬁ'wiwmmLﬁmwummgmmm peer group
- TE < TEa, Lﬁl@ TEa = +15% (BV CLIA), %TE=%Bias+1.65%CV
- Bias < Bias goal, dlo Bias goal = 6.75%
126 FEnmAnnaedaddnuazsdmihiiiierdemniofuilenansuseifiu EQAS msvageu
Triglycerides TsiJulumunamiviordhmnefidmun wasduiinunsnisudle/Jesiu Tuwuy
Juiinufuansuilunsaiuna EQA legluinasiunnsgiugeusunanim (FM-LAB-020)

#93Un7U (interferences)

Criterion: Recovery within + 10 % of initial values at triglyceride levels of
2.3 mmol/L (203 mg/dL).

13.1 #8/manaan Tilduusznoudeluilisununsvagey
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Fnuauy F5u/manaun USuauvesaiulsenay N15NIAUTUE
Icterus I index < 10 unconjugated bilirubin &g a4+
conjugated bilirubin < 10 mg/dL
Hemolysis | H index < 700 hemoglobin < (700 mg/dL) 4+
Lipemic - L index ¥3aAuYy Liduiusiu a4+
(Intralipid) Usunad Triglyceride

%%"umﬁaq (Icteric serum)
Billirubin concentration

1+ = 2.5 mg/L = 0.25 mg/dL
2+ = 5.0 mg/L = 0.50 mg/dL
3+ = 10.0 mg/L= 1.00 mg/dL
4+ = 20.0 mg/L= 2.00 mg/dL

Hemoglobin concentration
1+ = 0.9 ¢/L = 90 mg/dL
2+ = 1.8 ¢/L = 180 mg/dL
3+ =3.5¢/L = 350 mg/dL
4+ = 6.7 ¢/L = 670 mg/dL

AU aAa & A
FIUNULUALADALAILNAN (Hemolysed serum)

ﬁ%u?juﬁlﬂjﬁu (Turbid serum)

Absorbance 660 WluLUIAT
1+=04

2+ =08
3+ =10
4+ =12

13.2 Prozone Check: The flag > Kin is an indicator for extremely high triglyceride

concentrations in the sample. False normal results are due to oxygen

depletion during assay reaction.

13.3 Endogenous unesterified glycerol in the sample will falsely elevate serum

triglycerides.

1 v
wnansrauan Hengnsldenu 1 1 duandundiudgudlaniasign
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13.4 Dicynone (Etamsylate) at therapeutic concentrations may lead to false-low
results.

13.5 Drugs: No interference was found at therapeutic concentrations using
common drug panels.

13.6 Exception: Ascorbic acid and calcium dobesilate cause artificially low
triglyceride results. Intralipid is directly measured as analyte in this assay

and leads to high triglyceride results.

13.7 Acetaminophen intoxications are frequently treated with N-Acetylcysteine.
N-Acetylcysteine at a plasma concentration above 166 mg/L and the
Acetaminophen metabolite N-acetyl-p-benzoquinone imine (NAPQI)
independently may cause falsely low results.

13.8 Venipuncture should be performed prior to the administration of
Metamizole. Venipuncture immediately after or during the administration of
Metamizole may lead to falsely low results. A significant interference may
occur at plasma Metamizole concentrations above 0.05 mg/mL.

13.9 In very rare cases, gammopathy, in particular type IgM (Waldenstrom’s

macroglobulinemia), may cause unreliable results.

14. wdhnsvasvastunaunsAuaniielildnadns sauneiiieatesoniinaliviveuvasnisia
(principle of procedure for calculating results including, where relevant, the
measurement uncertainty of measured quantity values)

14.1 #3049 cobas ¢ 501 azFmmAMLduTuYes Triglycerides lunsiaziognensialilag
SR LUIIR
14.2  Conversion factor : mmol/L x 88.5 = mg/dL
mmol/L x 0.885 = ¢/L
mg/dL x 0.0113 = mmol/L
meg/dL x 0.01 = ¢/L
143 31U likiueureIn1sin Triglycerides HUURAM “ade 4.4 n3nsi9aeu
mnulsiuiueuvesnmsinanandeliina luFesudodfiinuides nmsdansnszuiums

Naaau (WP-LAB-20)” asvuinhilu “a1s19n1suszunaaanuliwiuaueaanisinlunis
NAADUTNUS U ALATIEN(FM-LAB-281)”
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15. 929971989 ¥InmvseAnsAnaUlan1eaan (biological reference intervals or clinical

16.

17.

18.

19.

20.

decision values)

Normal < 150 mg/dL
Borderline high 150-199 mg/dL
High 200-499 mg/dL
Very high > 500 mg/dL

Yaafisreaunanismagauld (reportable interval of examination results)
A1 Analytical Measurement Range ¥4 Triglycerides 11U 8.85 - 885 mg/dL

ﬁ']LLu:ﬁqé’w%'Un'lsﬁmsmmaL%w‘%mmtﬁawalﬁ1ﬁa§1u°daaﬂqsi'ﬂ (instructions
for determining quantitative results when a result is not within the measurement
interval)

DNANIINAABU Triglycerides > 885 mg/dL 1389 cobas ¢ 501 ﬁﬁmiéjﬁ automatic rerun
function 13 Wlethdetwesnamniesesuditiduadewazdmsalal 1w3es cobas ¢ 501 azi3e
NedsdsmIludngdn 1:5 watilsiniesazduailasgas dilution factor = 5 Tilaesmlusii

AIngR/Audafiow/fimanzau (alert/critical values, where appropriate)

1aid]

n1suwlanan1enatinvaiaufjiinis (laboratory clinical interpretation)

320U Triglycerides ﬁ?@lﬁqmd'}ﬂﬂamﬂﬁmmemﬂ

- amawiaﬁﬁqm@fu (Biliary Obstruction)

- Tsawunmnu

- Tsaendule

- Tsaienfusienldvie (Endocrine Disorders)

- mshuweanesedunniuly Lﬁaﬂmﬂm’%laqﬁmaaﬂaaaa‘ﬂqﬂszjﬁﬂﬁ?u seiihmaiuesdlsznou
AN

- msAuemsUsean ansTulense wu 412 aua uds diana inniuluninfisresnedesnis

- mstuemnsUssavlusiu wu Wednanii emnsUsvinvmen nniuniiissnedesnis

wnasfianvasAuUsusauiionaintu (potential sources of variation)
201 then (Reagent)
20.1.1 douanmanmsiiuinuligndeasevuney
20.1.2 WA lot Tnal, wWasw Triclycerides sulwyl
20.1.3 fivpse1nia Usunsliiiieane
20.1.4 fudnw Triglycerides cassette Tnglalfslimssanariliaanasoinie
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21.

20.2 @1sasuwisu (Calibrator)

- WANANNSAYANY WL avaeRndndu, allaluniswseuianain(nsiuleng, syesiianty
nsavanedursesAuly msldsvernalunsazaneUszana 40 nillasldmadiana
Auuztvesnan), msaraeansaouisuiutudsiligumgiivioafreeze-thaw)ld
nanuuiulunsaswiuld, dviazateanysn(@isld Purified Water Diluents %38
reagent grade water), mnuldifuiiaiofuidesanmanliddulindustunounis
wisulUautsmsuaulmddiulifneunisnsainaA1ves calibrator

- fmsszmeiilosannsussy calibrator Uinadeslu sample cup srufunsainsliuy
vaew Calibrator vaedsrhunsldudrnldaoudiousian

- wWasw Lot Tn

- douanmvizevuneng

- fisennA

- 14 Blank lawmunza

203 p3esilo (Analyzer)

- unasiuilauas (source lamp) eunaeIgnsldam (sdsunne 1 1fou)

- viothdsthenfisiewdeuify reagent probe gadu fiu wnaTwEangu

- Cuvette @ndsn

- probe @nysn

- nszualviilined

- laglian Calibration

- Measurement syringe $1/\dou

- %89n19911 preventive maintenance ﬂ%’jﬂmyj vizaUAsueglnglval wu source Lamp,
reagent probe, sample probe waalile calibration Tual

- %1 maintenance check 37 preventive maintenance tag3seunsalidvimudoule
ﬂ°’1LLuzﬁwﬁﬂwamﬂ%mﬁaﬁmum

204 fhegnfildnTiainsizst (Sample)

~ ee1afinas clot Tusgninsnisamaleseiluaiedinsei

- shegnsdimsszveidiosnndsfisiunuiuluieugn sample probe galuaTITiaTey
Tneamznsdififinnsulssegiausunatiesld Hitachi cup/Hitachi micro cup

LlONE5814984 (references)

21.1 luunsnihen Triglycerides (PI-LAB-006)

21.2 @:ﬁaﬂﬁﬁamuﬁlaﬂ Operator's manual cobas 6000 analyzer series (MN-LAB-065)
21.3 Tuunsnansifieu Calibrator for automated system (C.f.a.s), (PI-LAB-110)

214 sudevufoRnudos msdansnszuiunameaey (WP-LAB-20)

215 suduUjiinudonisaisanuileluannimmanisiese (WP-LAB-21)
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22, ANANUIN
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WHHNNENBINen Taanenunafannsaidazen FM-LAB-008/00(01/10/2560)

Uszdinisudlu/muniutenansannin

FoLanans WI-LAB-006_: A5UAUAINY. 139911301529 _Triglycerides

Ju/idew/ U QUU;LT SNUALLDYN as9o
AN
11 n.8.62 0 aduusn UBAUUUUN
1.8, 63 1 uhlasatiu UBAUUUUN
1n.e. 64 1 NUMIULAL lfinnsualy PBAUUUUN
1n.8. 65 2 whlede 7.5 ansianaiuAuAmMAIn endniite | wieduuuum
751
wiluda 11 %UG]EJUﬂﬁﬂ’JUﬂﬂJQmQWW gndnde
11.1.2 bay 11.2.5.2
wilada 21 Lenanse1ede snlande 21.4
1 AN 66 2 NUMIULAL lufinsunly WgdUUuLnN
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