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1. 5’mqﬂszmﬁ°uaams1nﬂaau (purpose of examination)
1.1 dienTiadeUiinaiinszsinsesiu HDL-Cholesterol Tusegne serum, plasma,fneip3emnsan

AnTSRlLTR cobas €501 aufutien HDL-Cholesterol Gen.d (HDLC4 Cat. No. 07528566
190)

1.2 iileldUsznounmsitadouazinvimnuithedfiiauniveslusiullipid disorders) 1y gt
15U atherosclerosis, various liver wag renal diseases.

1.3 eussfiuauidesion1ie atherosclerosis

1.4 ioRnmumsinulufithefildsueanszduluiuluden

2. ndnMsuaziinisvastunauilddmiunisnagau(principle and method of procedure used
for examinations)
2.1 ¥dnn13 (Principle) : 1161 HDL-Cholesterol Gen.d 4udhn1s Homogeneous Enzymatic
Colorimetric Assay Iagan3531wan Non-HDL lipoproteins 141 LDL, VLDL uag chylomicrons
JUAU polyanion tag detergent agﬂugﬂmiﬂizﬂauﬁazmaﬁﬂﬁ iugﬂmiﬂizﬂauﬁu Ufnzen
vanoulesl CHER uay CHOD U non-HDL lipoproteins a¢lsiiinduaziiianty HOL-
cholesterol ihiuflanunsaviufAsenu CHER waz CHOD 1 HDL-cholesterol 2z
UATeAU CHER 16du free cholesterol waz fatty acids

HDL-Cholesterol esters + H,O CHER »  HDL-cholesterol + RCOOH

Cholesterol azgneandladlay Cholesterol oxidase TuanmigiifieanBiau naneidu

A*-cholestenone tay hydrogen peroxide

HDL-Cholesterol + O , cHOD > A*-cholestenone + H,O,

=

H,0, 2£iU{A58117U d-amino-antipyrine uaz EMSE Tuaneiil Peroxidase éuansiild
w,mawumaﬂwgmm HDL-cholesterol a5datl avammmwaﬂmﬁ photometry

Peroxidase

2H,0, + 4-amino-antipyrine + EMSE + H" + H,0 colored pigment + 5H,0

2.2 38n13(method) 1978 Homogeneous Enzymatic Colorimetric Assay

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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3. anwaENISUSEANSAIN (performance characteristics)

3.1 AaANwarAUANLILET (Precision): unsnsivaeuaukiuglagldieg1wsaaan
UYwdlarasAIUANAMAIN AUwIUHURYee CLSI (Clinical and Laboratory Standards
Institute) EP5 A5197iA512¥ideiATes cobas ¢ 501 auffutien HDL-Cholesterol Gen.d Tngld
"aﬁﬂ’lﬁm’s%“gﬂLLUU within-run precision %39 repeatability (n=21) Wazwuy between-run

precision %39 intermediate precision (4 aliquots per run, 1 run per day, 21 days).

Repeatability Mean SD CV | Allowable | nan1g
v $339d8U
(n=21) mmol/L(mg/dL) | mmol/L{mg/dL) | % %

PCCC Multi 1 0.73 (28.2) 0.004 (0.15) 0.6 5.00 PASS
PCCC Multi 2 1.76 (68.0) 0.01 (0.39) 0.6 5.00 PASS
Human serum 1 0.25 (9.67) 0.004 (0.15) 1.8 5.00 PASS
Human serum 2 1.05 (40.6) 0.01 (0.39) 0.7 5.00 PASS
Human serum 3 1.53 (59.1) 0.01 (0.39) 0.5 5.00 PASS
Human serum 4 2.05(79.3) 0.01 (0.39) 0.6 5.00 PASS
Human serum 5 3.66 (141) 0.02 (0.77) 0.6 5.00 PASS
Intermediate Mean SD CV | Allowable | Nan1s
precision cv f3IFU
(4 aliquots per run, | mmol/Limg/dL) | mmol/Limeg/dL) | % %
1 run per day, 21
days).
PCCC Multi 1 0.73 (28.2) 0.01 (0.27) 1.0 6.67 PASS
PCCC Multi 2 1.72 (66.5) 0.02 (0.77) 1.4 6.67 PASS
Human serum 1 0.25(9.67) 0.01 (0.19) 2.2 6.67 PASS
Human serum 2 1.05 (40.6) 0.01 (0.39) 0.8 6.67 PASS
Human serum 3 1.53(59.1) 0.01 (0.39) 0.7 6.67 PASS
Human serum 4 2.05(79.3) 0.02 (0.77) 0.8 6.67 PASS
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Human serum 5 3.66 (141) 0.03 (1.16) 0.8 6.67 PASS

- LA Imprecision(%CV) : within-run CV < 5.00%, between-run CV < 6.67%
9198991nA1 TEa = + 20 (CLIA2019)

- HAN1IATIAAOU imprecision BUAUNEN : HIU(PASS)

3.2 WiBUBUIEN1sNAaaU (Method comparison)

32,1 10un15m5799A5199 HDL-cholesterol Tusegns serum vasuywdlagld
1A3BINTITIATITN cobas ¢ 701 (y) WisuiiauiuA3ems aiinsnzei cobas ¢ 501 (x)
euaail
Sample size (n) = 59
Passing/Bablok24 : y = 1.006x + 0.032 mmol/L, T = 0.994
Linear regression : y = 1.012x + 0.021 mmol/L, r = 1.000
The sample concentrations were between 0.11 and 3.69 mmol/L (4.25 and
143 mg/dL).
3.2.2 1Jun"1301329%1A 5139 HDL-cholesterol Tusiaeng serum vosuywdlagly
LA3BINTITTATIEH COBAS INTEGRA 400 plus analyzer (y) lW3suiisufiua3ensia
AAT129% cobas ¢ 501 (x) lekasil
Sample size (n) = 59
Passing/Bablok24 : y = 0.980x + 0.013 mmol/L, T = 0.973
Linear regression : y = 0.988x + 0.001 mmol/L , r =0.998
The sample concentrations were between 0.08 and 3.83 mmol/L (3.09 and
148 mg/dL).
3.2.3 18un15m5793A 3199 HDL-cholesterol Tugiegns serum vasuywdlagld
1A3DIRTI9TATIZN cobas ¢ 501 (y) WisuiBufun1snsIainszsidag HOL Ultra
Cholesterol Reagent Tneldia303ns7ams 89 Roche/Hitachi 917 analyzer (x).
enassil
Sample size (n) = 111
Passing/Bablok24 : y = 0.957x - 0.024 mmol/L , T = 0.944
Linear regression : y = 0.961x - 0.033 mmol/L, r = 0.995
The sample concentrations were between 0.13 and 3.86 mmol/L (5.03 and
149 mg/dL).

4. ¥1nf219819 (type of sample)

4.1 Serum
4.2 Plasma 9114 Lithium heparin 58 K2-EDTA, K3-EDTA

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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5. Msin38uUae (patient preparation)
5.1 msuslaremnsmuinilutag 2 faitounsie warivhaminasd
5.2 n5MawmsIa HDL-Cholesterol laglaimsia  Triglycerides liddnfusnsanonmsnewaiziiu
FoE198en widawnafiiiusegiadenrseomsisuusemuasliifinansenusessiures
HDL-Cholesterol usimuguvaslusiu (chylomicrons) lussiinansnusieisaldineisionis
vadouduY AldFeg19ms1asIufuiy HDL-Cholesterol nsemeng 8-16 Falus azviiliinans
ATITITgimugndesiidefionin

6. UTSNNUDINIVUSHALAITAULAS (type of container and additives)
6.1 Usznmueanvzuarasifiuudstsliussaiiognasuduiidsmsianm HOL-Cholesterol léiuA
6.1.1 Li-Heparin Blood Collection tube (Uanasndilen) & Lithium Heparin {uansiu
Foauds vunaussy 3 mL Wlusuusgdrfudmiufufediadeniuduesauldan
uunATIALsAEUIBUBNTIRTI9IMTERU HDL-Cholesterol Saufustensnaaeumanil

ﬂaﬁﬂ§Uﬂ
6.1.2 EDTA Blood Collection tube ({Unnasndia) & EDTA uansiudenuds 1uinussy
2-3 mL Hawglunsdlfidansaa HDL-Cholesterol uslailfiAusegnadonlunvuzussg
MY 0 6.1.1 uaz 6.1.3
6.1.3  Clot activator Blood Collection tube(thiUnnasndiuns) suneussq 3-4 ml 1dnsdliias
7379 HDL-Cholesterol Tusmutszdnfudmiuifumoradenduduvosnuldifidesnan

MDY LU viesgniau verUielu vieslaiisy LasioansIaguam

6.2 AVUAIYBITEAU HDL-Cholesterol Tunaurussaniluazlaifiansiiuus
ANUAIEITDIUSUN HDL-Cholesterol Tugsdsnsianaanisiiusiagng

BAfI9E19 AR AUAIA?
Serum 15-25°C 72 w9
2-8°C 7Y
-20°C 12 Whau
Plasma Tdansiudenuds 15-25°C 72 $2lag
K,-EDTA %38 Ks-EDTA =
2-8°C 79U
-15 919 -25°C 3 LHou
-70 D4 -80°C 18 oy

7. Lﬂ%‘aaﬁaqﬂnsnﬁﬁaﬁ"\m‘juuazﬁwmmaau (required equipment and reagents)
7.1 A3eamsiadeszisnlu® ; 19ia3es cobas ¢ 501 Fudeudefuiias cobas e 601, Control
unit waz Core unit WussuuimseiiiSendedn cobas 6000 analyzer series nnandu
NANAYIVDIUTEN Roche Diagnostic Useinelgosau

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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7.2 \pgesthuCentrifuge) : Mdmsudunen Serum/Plasma finnasaseulunistu 3,500 rpm Wu
L'J’ﬁ'? 10-15 U Waﬂ‘\]’lﬂfﬂﬂmﬁaEJNLﬁE]G]L?ZJGmWQVL’JTJiuiﬂm 5 U'W‘I/Iﬂ'@u{]ULLﬂﬂ
7.3 themmeianei : Wihen HoLCa (HDL-Cholesterol Gen.4 Cat. No. 07528566 190) 1Tu
cassette qu‘lf’lsl’lﬁ’lL%R]EUW%aui%ﬂﬁu(ready—to—use) WANSTauTEve Roche Tny 1 cassette
n37918 350 Tests Wiusnwliftgumnfi 2-8°C Malvidamss azflongnisldauaudsTununengii
syine cassette Woldaldauuuiaios cobas ¢ 501 udagilongnsldam 12 da
pefUsznauvesasaillutien HOLCA Sl
R1 TAPSO buffer: 62.1 mmol/L, pH 7.77;
polyanion: 1.25 ¢/L; EMSE: 1.08 mmol/L;
ascorbate oxidase (cucurbita): > 50 Hkat/L;
peroxidase (horseradish): > 166.7 Hkat/L;
detergent; BSA: 2.0 ¢/L; preservative
R2 Bis-Tris buffer: 20.1 mmol/L, pH 6.70;
cholesterol esterase (microorganism): > 7.5 Hkat/L;
cholesterol oxidase (recombinant E. coli): > 7.17 Hkat/L;
cholesterol oxidase (microorganism): > 76.7 Mkat/L;
peroxidase (horseradish): > 333 Mkat/L;
4-amino-antipyrine: 1.48 mmol/L;

BSA: 3.0 ¢/L; detergents; preservative

nsdisuthendanluel desussifiuaninin (Verified for performance) Aeuirluldugsd
- ynthen Lot Tyl (new lot) Winaaeuisuiiteuiuthen Lot 1ih Yssidiulngldsosng
Alwegatey 3 seaulvinseunau Medical decision level lngaisiianuuansnseg
TugaslaiAunaat Bias 109 HDL-Cholesterol fifaviunly i 9.0110 % wagld QC
material 8g1atiey 1 seau lagdsdagluyie +1SD ves Lot i dufiu +1SD vusu
Lab mean Tyl
nadaiisuihen Lot wiudaldaulvsiiNew shipment) Wszdiulagld QC material
ag ey 1 seiu lngnasegluyi +1SD ves Lot i aufiu +1SD Tiusu Lab mean
Tusighe
7.4 @15119557U
7.4.1 Standard 1: H,O (sterile distilled water for injection)
7.4.2 Standard 2: Standard 2: Calibrator f.a.s. Lipids, Cat. No. 12172623 122 wansiuai
§9e Roche YUAUTIUIRAL 1 mL
7.5 @19uAuAUAIN PreciControl ClinChem Multi 1, PreciControl ClinChem Multi 2 NARA N
S0 Roche Tinsiadimsnzsiiuiingsannyi daily maintenance 1384 cobas c 501 uduadaly
Y9381UTEU0 15.00-18.00 U. VaIsALIU
nanspauAn fengnislden 1 3 duanduiidsuludlansiange
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7.6 Auto pipette, Volumetric pipette 3 mL, 5 mL uaz Pipette tip @usuldinsouansazany
calibrator wag control ﬁas;_ﬂugmwmﬂumuﬁa (Lyophilize)
7.7 Distilled water dwsuldfazany control/calibrator
7.8 Diluent NaCl 9 % (50 mL) d@wsuldiioanssegesnludfnsdlfiieg1ensiaiial HDL-
Cholesterol gaifiu 150 mg/dL 1hen Diluent NaCl 9% ladsliialdnuemaifufigumai 2-
8°C agilongmsldauauieiununengiissying cassette lelaldnuudiaziiony 12 da
7.9 nuugiagliussgfednnaiiutanannvasaifiudiegausu ldua Sample cup(Hitachi
cup) Cat No. 10394246001, Plastic plain tube, Hitachi micro cup
7.10 Rack 11 8 %iin
7.10.1 Rack @n1 @195U119 calibrator
7.10.2 Rack @12 @111507279 control
7.10.3 Rack @ dmsuinefegnafidu Routine
7.10.4 Rack Auns dmdunnadaegnedidu STAT
7.10.5 Rack @wdes dmsurnediegnaiiidu Urine
7.10.6 Rack Aty dwduneogreiidu CsF
7.10.7 Rack d@dana dnsunneiegadue
7108 Rack AT Miflothsssnuiaies

8. ?iﬂLnﬂé’amLLazmsmU@umwﬂaamﬁa (environmental and safety controls)
8.1 fosmunilosnauasdenquunzfifmuietestunsindeunsiafionnuudeuinty
YN
8.2 thenfldunanvesansaueudnundiuUsEnevvesinen ldemsnaufundoduiiaiuionilslnenss
8.3 Cassette 1nenilivuaudalricludmozad

9. %uﬁaumiaamﬁem(calibration procedures)
9.1 Tonuualunsaeuiisy
9.1.1 yhnsaeusiteutinegt HDLCA Aldeusaufunieinsiadinseyt cobas c 501 ile
- Weldenuhen HDLCA adausn
- 197 HDLCA Wasugunsuaa(Lot) Inl
~ fims¥h preventive maintenance seulngnieinmsiasutudesva i
NansynusieAnsIn uaziiona 1QC wazwie EQA/PT Uediindl systeratic error 7
aosunluleymimenisaeulisulusi(re-calibration)
9.1.2 mManTvindasaeuisuiiioatns Standard curve lagldasunsgiudman 2 sedu
yhandnluiRsyivar 2 aduflomanaie asnasywildaeudisuusenaude
- Standard 1: H,O (sterile distilled water for injection)
- Standard 2: Standard 2: Calibrator f.a.s. Lipids

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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9.2 T/NTARULIYY

9.2.1 ATIVABUIUNIWAR (Lot) ves Calibrator f.a.s. Lipids Medenazldan Lot agldnuses
n3afuLot Ay download YegansivundANudiduLes Glucose ulilulrdes
cobas ¢ 501 & Lot Mlazldnulsinsaiu Lot fiflegluiaies 1 download Yeya
Calibrator f.a.s. Lipids Lot siluvaziedesegluaniug Standby Ingufiamusde
“NN393I9aY ot Wazn3 download calibrator” TugileuftAauiFes Operator's
manual cobas 6000 analyzer series (MN-LAB-065)

9.2.2 Yvndiussgus Calibrator f.a.s. Lipids snazaedetindu 3 mL Tngld Volumetric
pipette Aawaaiial 30 Wi wazlinyuiadunnauluszezauazansfszisegliia
W99 INA

9.23 U359 Calibrator fa.s. Lipids fiazangaunesildamudruszana 200 lulasansaslu
Sample cup (Hitachi cup) Tdaslulu Rack &1 La2911n15 calibrate ﬁwaﬂﬂamﬁﬂﬁﬁﬁ
puEITe “n159in calibration” Mdﬁaﬂﬁﬁ’ﬁmuﬁ'aa Operator s manual cobas 6000
analyzer series (MN-LAB-065)

10. ﬁ'umauﬁuaanszmue'm (procedural steps)
101 Femswssuaiedle then uarfetansan deunisnsainse
10.1.1 3mandouesede
- qUURMALI Daily begin LARINTIVIATIEH 1987 06.00 1.
- as¥ai(Operator D) wazswaru(Password) Wiowdldnuszun
(logon)A3B9MTI9ATIZY cobas 6000
- ps9deUUHIaNen Auxiliary fUss9luzUluy cassette lduA NaOH-D
cassette, SMS cassette, 9%NaCl cassette ﬁLMﬁ@IULﬂ%@Q ﬁ“ﬁﬂ%mwfwmﬁmiw
syduimualy wiheoesuansfiundssonisuneniududsing Iilddien
cassette Tt luuwnu
- p9r9aeuUSNuasL AT Auxiliary ?J"uq laun NaOH-D, Cell Detergent 1,
Acid Wash Solution, Cell Detergent 2 fUSinathesninsesuTis el
wiheoazuansfiundssemsineriududi Iilddhewaelmidluunu
10.1.2 Famswieutihen (reagent preparation)
- 11 Cassette 13;’18’1 HDLC4 (HDL-Cholesterol Gen.4 Cat. No. 07528566 190)
gaNANALEU Lnenatainaen syslalvstevdetndusianay barcode
- Boutudalduu Cassette 1hen HDLCA Aouthidiaios uazasiuiinnsideld
dhenusiay Cassette Tunuutufinnisthesnunldautien A130M531U Tan91989
asPUAY uazAsgUnsaldus (FM-LAB- 187)
-1} Cassette 1181 HDLCA Tdup3as Tneviu barcode lUmnsuau @ending
cassette loading port fiusdnluiune Tian ﬁflﬂa'ﬁwwﬁwlﬂiuLﬂ%‘wumzLﬂ%qasui

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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luan1ug preparation LUskNIUTBITTUULATEAEDALTUTUDIEYDNU10DENAS
=® o A o 14 (% ¢
udviunueengiidmuall 12 &am
- anvaeulikdlatmniwesveshenindeuldnuluniasgndewmseiununse
Tiluluwnsninegn HDLCA (PI-LAB-007)
10.1.3 MILATEUAIRE19ATI
- Adwmsiadesliegludnuasidunaeiufiasddmsn

q

- Admsndassumuliiteldlifununeandeluided 13 a1ssuniu
NN
- dletlukendsdwin F5u/manauunds fiduuuinvesddnnadedlifinemie
foulnusunesey wazadsiivsuinsedatios 500 pL
102 didslifinmsaeudisutien HDLCA Lot ﬁiﬁij’amagj Tiafunsmuds 9.
103 $dslifinsanaieneiiegmuauamniwluseututu Wdidunismaisnislude 11.
10.4 ﬁ?@]’?@éwﬁgﬂ’mﬁ%ﬂ%aﬁ cobas ¢ 501 #u core unit YBuA3E cobas 6000 analyzer series
Tnganunsald Primary tube aw1A 13x75 mm. Aifdegdlitosnda 500 lulasans(sample
dead volume 500 uL) 219U Rack @wnn(nsailaiiseniumie Rack uas(nstlnesnisuaniu)
n39ld Automatic pipette @@ﬁaaéﬂﬁhjﬁaaﬂﬁw 100 lulasans (sample dead volume 100
uL) Talu Sample cup (Hitachi cup) 219UU Rack
10.5 dnhmsnsalinnzisazisonguaniisnsiszylilugileufifnuides Operator's
manual cobas 6000 analyzer series(MN-LAB-065) Tneweded cobas ¢ 501 9E¥N5AT
ARTEinEsEUUSAIUTR Ay Test parameter/definition Aifunly feil

cobas ¢ 501 test definition

Assay type 2-Point End
Reaction time / Assay points 10/10-47
Wavelength (sub/main) 700/600 nm

Reaction direction Increase
Units mmol/L (mg/dL)

Reagent pipetting Diluent (H20)

R1 120 pL -

R2 a0 pL -

Sample volumes Sample Sample dilution

Sample Diluent (NaCl)

Normal 2.4 uL - -

Decreased 12.5 pL 15 pL 135 L

Increased 2.4 pL - -
Calibration

Calibrators S1: H20

S2: Cfa.s. Lipids

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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Calibration mode Linear
Calibration frequency 2-point calibration

- after reagent lot change
« as required following quality control
procedures

Calibration interval may be extended based on acceptable verification of

calibration by the laboratory

10.6 enuNanTBnsnliniieduy me/dL lunsaifirnguiu 150 me/dL Whidheg1seanun
NLATOWAIUNTILATOIDNATIL N INTITINL LATOQ cobas ¢ 501 9z dilute dnlwiR 1:2
{lon379a3992uan9A1 HDL-Cholesterol figausine 2 Tiisauses

11. %’Suﬁaumimuquqmmw (quality control procedures)
11.1 Fornualun1sAIuANANAIN
$198s0nsufovUfiRnuEensairsmnuiulalugunwnanisiasey (WP-LAB-21)
11.1.1 wnasinsindunanismuauaanmniely Iriasuidenldnguisngiinugiiilil
Modern “Westgard Rules” laun 1-3S, 2-25 138 20f3-2S, R-4S SaufuLneus
between run CV<0.33TEa Way Peer group SDI < 1 IngnshnauATIvEULAY

Modern "Westgard Rules": N's of 2 and 4 Date:
Tech:
Control
Data
In-Control
Report Data
A
No
45 8x
13s No 225 No Ras No No
: = = »-| 4 CONSECUTIVE - 8 CONSECUTIVE
one point o (across runs) o The range " | control values on o | 0
outside 3 SD 2 CONSECUTIVE (difference) between one side of the f:;‘ “efs }f“ hE
values outside the two controls within a mean and further w
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
_ W'th'azriscsogtmls consecutive runs.
Yes consecutive runs.
Yes
Y Y Y e { Y
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
13s No 20f3 2s No R 4s No No 6 X
. 2 > | 3 CONSECUTIVE »| 6 CONSECUTIVE
one point - (across runs) - Therange “| control valueson - | ONE
outside 3 SD 2 out of the last 3 (difference) between one side of the values on
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 W|tha|rc1r3éscso?trols consecutive runs, etc.
Yes consecutive run.
Yes
] ] ] Yes *

Out-of-Control, Reject Analytical Run

Problem:

Resolution:

Find out more at http//www.westgard.com
Usziliunan1smiuauunmaelueen13nsIa3ns1es HDL-cholesterol Tu
Quality control chart(Levey-Jennings chart) fiadrsfuanannmsmen Mean, SD
Y9I URNS

11.1.2 PreciControl ClinChem Multi 1, PreciControl ClinChem Multi 2 L“f]umﬁa@
PUANANN TR NARAEIEYE Roche wuNAUTIUIRaE 5 mL Tns1a
3151297 HDL-cholesterol 11 2 sesusfufindsannyi Daily End maintenance 4381
cobas ¢ 501(laiun n199i1 Clean probe and nozzles+Process green wash rack)

W adaluthanatUsyana 15.00-18.00 4. vasusiaziu mmaiuay 1 ade (N=2,
R=1)

11.1.3 %A1 Allowable total error(TEa) ¥84n15nA@8U HDL-cholesterol = +20%(81984
9711 CLIA2019)

11.1.48 mMsfamuaduUssansveeruuUsUsInueensageussninetu (between-day
imprecision) Ingldinausiieensuldves between-run CV dodlsiiu 6.67%
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11.2 FBMIAIUANANNIN
11.2.1 #99a0U Lot vesansianaiuauamnmszsing Lot Magldnuiy Lot Adeeluirdos

11.2.2

11.2.3

11.2.4

11.2.5

11.2.6

i1 Lot limsafiulsl download Teyavesansianmuauamnnlimsaiuiu Lot Tu
Turueiiintasogluaniuy Standby wihify
WEasTaneuANAuAIN(control material) vim3esldns3snsiguanimualy
Tulenansuuuvesansanmuauaaa il
U539a1357anPuANANN USRS 300-500 Tulasdns(sample dead volume 100
uL) aslu Sample cup (Hitachi cup) wdaw1luansly Rack du1a Tushumiadicnue
13
diliaTeaih control TnonsufiRnusiade “nsvi Control” luaileufiRnu
Operator s manual cobas 6000 analyzer series(MN-LAB-065)
ANMIUNTIREBUNA IQC UBIN15NAGDY HDL-cholesterol MEN)NITAIUANAMAN
(control rule) ma QC procedure fifvunliogrsasinanesaowedoyaiiu
3wl WAnaaunlty amnuidssiasinanueaainndou Wewsunsudluay
Hosfunourhnmsvageusiaegisiae fil

- MIAARIUKE IQC IMNNANITNTIFIATIEIPreciControl ClinChem Multi

1, PreciControl ClinChem Multi 2 T¥Rnnunsiaaauna 1QC LUaIfuvaInIsnsla
HDL-cholesterol IuEULLUUﬂiWWBJm control_unit ¥99A589 cobas 6000 ¢ 3
JUMUUTLY QC > run status (Wansna QC voewn test Tuns1vlfeniu uansa

Yosuiag test Imnaglurauiun meanx 25D wialy), QC > individual(ldnsiaaey
Ka 1QC Ineavideadugeg test In519uUU Lewvy-Jenning Chart ) uag QC >
cumulative (pénevth individual Wudeyalunth individual Fsgaidenidusaunu
wAUlETvT cumulative)

_ Bamunsaadeuna IQC TaziBensnniuly Levey-Jenning chart d1msu
N13M3999AT11 HDL-cholesterol Tnaldlusunsu TIQCon (Total Integrated
Quality Control for clinical laboratory) #@nsituai Roche 9a8Ussanana 5I109n15
\W3suiieunariu Peer group way ATIadeuNa 1QC wuuslusifanu control rule 7
AUl
dleransi IQC fNsazliangNIAIUANANAIMN (out of control) La¥HANIS
npaau HDL-cholesterol fuwilifufivsRnnarnnisnadinegaitoddayliidanis
aunmIsaNdssneentan1snsIaietnagie fianmsinmaeiadinuay

fiiendassiuduadunsuilosasmudeudnuuzysednsnim asduiingeasiden

] 1 ¥
n1susulsanleminluiedastunsiiaglunuutuiinugufnisudlunsding 1QC
Leglunaeiunnsgiugeusunmnn (FM-LAB-025) evinsuilvavsuesainy
ARIALATOULT F9RERTITATIEFIRE Y TIuvisdaunduluiansansieny
KA TIwTioRNKalUkAITuRIwAN sy UANAMAnAeluseURaUnTll
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12. {lgumaumilfd%emLﬁﬂUiW'ﬂNﬁ’aﬁﬂﬁﬁ’ami (Interlaboratory comparisons)
nswIsuifiguseninaviosuufinis  (Interlaboratory  comparisons)  lvisnsiunisaussidey
UftRnudes msaduanusiulaluannmaansiiesgd (WP-LAB-21) aefitermunuaginasi
AN miidndny el
12.1 veslURninsIn EQAS Clinical Chemistry(Monthly) Program WerSeuiieunans
AT19NATIEN HDL-cholesterol sewinaiaafuAnns dsliusnnslaeg BIO-RAD Laboratories
fifunnsadasandndas 1 A% ssadesaundnlursliiuieuiguisuremnd el
Tunsussifiufouss 1 as §’QLLGiLﬁauﬂiﬂg'1ﬂm—ﬁqmau 3 12 ASy/Al

122 fpsiesginsuinveunuanainnginaedadinluaeiusidunsesoinnesin
A1 HDL-cholesterol $auffufusienisnaaeudusluiiegisainlusunsy EQAS Taen1snsia
wioudulufunsnsasodisfihelunulsssfulifuiusimundsnenuiissylfuuaan
U19YINUTIFIDEN EQAS Uatusazifiou

12,3 Juiindasenura online WUsglu(submit results) ananseiuinan1sUsELiiu(view or
print EQAS reports) 119 www.OCNet.com

12.4 olusunsy EQAS  UsslluwataSaudr 19 Download  s1euwauwAulldnumiu
UszansnmlunisiUSeuliieuseninaiesu Juanis

[

125 a53aeuNan1siiouiieuseninaesujUianis Tneldnamivasidinunensl

- Absolute Z-score naiEu < 3.0, iWhvanefigeanis < 1.5
Z-score 1Uumsintoyananisnsiadinsieh HDL- yeevsUfiRnsivinenAiads
184 peer group HuAWUBIANLTEIULINATI B peer group
- TE < TEa, wWviane TE < 10 Lﬁla TEa = £20 (CLIA2019), %TE=%Bias+1.65%CV
- Bias < Bias goal, lo Bias goal = 9.0110%
12.6 ﬁﬁmmﬁmmsmﬁﬂ%ﬁﬂLLazL%’mﬂ’]ﬁﬁLﬁ'wi’fawﬁaﬁmﬁawamiﬂisLﬁu EQAS n1snageu
HDL -cholesterol liifulumunasivsordimnedisinun wastuiinunsnisuile/ et Tu
wuutuiinudRnisudlunsalna EQA lulaglunaeiunnsgiugeuiunanin (FM-LAB-020)

13. #35UN7U (interferences)
Criterion: Recovery within + 10 % of initial value at a HDL-cholesterol
concentration of 1 mmol/L (38.7 mg/dL).
13.1 F/mandun Afdnusznausoluilisumunisvagey

ANWY TIU/Nanaun JSunawesdiulsenau ANSLNSAUSUNEY

Icterus | index < 60 unconjugated bilirubin &g 4+

conjugated bilirubin < 60 mg/dL

Hemolysis | H index < 1,200 | hemoglobin < (1,200 mg/dL) 4+
Lipemic | Lindex < 2,000 | L index v3oAuyu laiduiusiu 4+
(Intralipid) Usunad Triglyceride

- LDL results are of limited diagnostic value. In some patients with abnormal
a v ) o [ Adl [ Z// U
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liver function, the HDL-cholesterol result may significantly differ from the
DCM (designated comparison method) result due to the presence of
lipoproteins with abnormal lipid distribution

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

- Statins (Simvastatin) and fibrates (Bezafibrate) tested at therapeutic
concentration ranges did not interfere.

- N-acetylcysteine: No significant interference up to a N-acetylcysteine
concentration of 2.76 mmol/L (450 mg/L).

- Acetaminophen intoxications are frequently treated with N-acetylcysteine.
- N-acetylcysteine at the therapeutic concentration when used as an antidote
and the acetaminophen metabolite N-acetyl-p-benzoquinone imine (NAPQI)
independently may cause falsely low HDL-cholesterol results.

- Metamizole: 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.

- In very rare cases, gammopathy, in particular type IgM (Waldenstrém’s
macroglobulinemia), may cause unreliable results.

U = .
F31L1a04 (Icteric serum)

Billirubin concentration

1+ = 25 mg/L = 0.25 meg/dL
2+ = 5.0 mg/L = 0.50 mg/dL
3+ = 10.0 mg/L= 1.00 meg/dL
4+ = 20.0 mg/L= 2.00 meg/dL

i
.' A
|

AU aAa &
FIUNULLIALADALAILAN (Hemolysed serum)

Hemosglobin 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
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é?léuil:uﬁ‘lmﬁu (Turbid serum)
Absorbance 660 WLULNAT

ol i+ 233 R 14 =04

2+=0.8

3+ =1.0

4+ =1.2

14. ndnnsvastuRBUNISALIABlRlANEaNS shuneauliniusuYaInTInvasNMsVagaU
WWeU3uN (principle of procedure for calculating results including, where relevant, the
measurement uncertainty of measured quantity values)

14.1 #3049 cobas ¢ 501 azAnmAAMLduTuYes HDL-cholesterol lunsaziiagimsaalii
1nednlulf

14.2 Conversion factor: mmol/L x 38.66 = mg/dL

mg/dL x 0.0259 = mmol/L

143 msawna1nulikiueuweIn1sin HDL-cholesterol TWUfjuRnu “@te 4.4 13
aveaeuauliiiuoureInsinnandeinna Tudesudofiinnudes n13dnnis
nszUIUNINAdaU (WP-LAB-20)” astuiinlilu “msrenisuszanumianuluiuiueuuenis
TlunsnageuleUsuNaIAsIER(FM-LAB-281)”

15. ¥29A181989msTanmnseannsanaulaniepatin(biological reference intervals or clinical
decision values)

229AD1BINTINMN (biological reference intervals)

No risk Moderate risk High risk
ATaIN >65 mg/dL 45-65 me/dL <45 mg/dL
AU >55 mg/dL 35-55 mg/dL <35 mg/dL

16. Yasfisneanunanisnagauld(reportable interval of examination results)
A1 Analytical Measurement Range A® 3.09 - 150 mg/dL
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17.

18.

19.

20

Auuzihdmiunsinsanadazunadionalildeglugamisia

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

Smanisvnaau HDL-Cholesterol >150 me/dL @389 cobas ¢ 501 #inMs@e automatic rerun
function 13 leth#edsesnaniadediidiadewardinialul 13ee cobas ¢ 501 9zi3e
Nedsdmludngdn 1:2 watildiniesazdunilasga dilution factor = 2) WlaesmlusiA

ANAngR/Audaiiaw/fivsnza (alert/critical values, where appropriate)

laidl

nsuUananiepfiinvesiaeUfjianis (laboratory clinical interpretation)

19.1 msulanalaefiansauanizsgdu HDL-Cholesterol
s¥sfu HDL fitfesndn 40 me/dL mnedsinnuideddunisifalsamlaiininiy seituiunaes
Aduq visetadudusiude waynuinnian HOL ogfisnnniwiewiiiu 60 me/dL azan
anudssvaslsaiilals

19.2 msulanalnefaranndnsIaiusening LDL-Cholesterol fiu HDL-Cholesterol

nailunsussdiunaieudssselonianisiiislsanasnidaniala (Coronary heart
disease, CHD)

ArAUEESREN1SLAR CHD 8MI1@IUTENINN LDL-c AU HDL-c
%18 (AN

A9 NT AR 1 1.5
Snsnady 3.6 3.2
doavingnsnade 6.3 5.0
AunSnsade 8.0 6.1

wisshuvesAulsUTIuionaindy (potential sources of variation)
20.1 then (Reagent)

- LﬁlammwmﬂmiLﬁu%’ﬂmiajgﬂéf@qﬁwmmq

- Waeu lot Tvyl, 1Wasu HDLCA cassette sulwl

- fivlpepnnd USumsliieane

_ \fAUgnen HDLCA cassette Tnglsidaliinsa onaviildifinnesennie

20.2 Yan@apuLisy (Calibrator)

- wealAnN1sarane WU avaeRadndlIy, wedalumswssuRanain(nsluiung, sseganiy
nMsaranpdunsosnuiuly asldszoznanlunisazaneyssana 40 willagldimadam
Auuzdveaudn), nmsavarelildenmgiviedfreeze-thaw)ldiannuiuluniess
WAuld, fvinazaneanusn(aasly Purified Water Diluents %38 reagent grade water),
auilsiduieforfuiesnnuadlidnfuldddusduneunswiosluauianiswanlsign
AuldfneaunisnsivinAwes calibrator
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- fmssemeiilesanmsussy calibrator Uinadeslu sample cup saufumssainsliuy
v3oth Calibrator Mndedsiunsldudunldaeuieusan
- WAy lot Tvl
- douanmvizevneng
- fiWlasone
- 14 Blank Tadiwsnzau
203 p3esile (Analyzer)
- unasrufiaua (source lamp) @eumuo1gn1sldan (msiuaswne 1 Wou)
- viovhasthenfiseldeuifu reagent probe gadu fiu warwBangu
- Cuvette @ndsn
- Probe @nusn
- nszualiilind
- 1agLIan Calibration
- Measurement syringe $1/\d0u
- #89n19911 preventive maintenance ﬂ%gﬂ‘wﬂ,j vielAsuerlnalval wu source Lamp,
reagent probe, sample probe uaalile calibration Toal
- 91 maintenance check 37 preventive maintenance Lagseunsalidvianudeule
Auuzthignanedosiletmun
204 fhegnfildnTiadnsizst (Sample)
- fegnedinig clot Tusgminamsnsadeseiluniodiinge
- ghednsdimsszveidiosnndsfisliunuiuludeugn sample probe galuaTITiATIL
TneanensaifiinsulsietisUiunalesld sample cup/small sample cup
- ﬁaasjwamﬂ;ziﬂasﬁlmmm‘%aﬁmLLazam’ﬁdauLmsLﬁam

21 @nansaned(references)
21.1 Tuumsnthen HDL-Cholesterol (PHLAB-007)
21.2 @:ﬁaﬂﬁﬁﬁmuﬁa\‘i Operator's manual cobas 6000 analyzer series(MN-LAB-065)
21.3 Tluunsnaisifisu Calibrator f.a.s. Lipids (Pl-LAB-111)
214 seduUfifnudes msdnnisnszuaunismadey (WP-LAB-20)
215 sudsuUfiinudomsaisanuilaluaunimmanisiesei (WP-LAB-21)

22 A1ANUIN
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Uszddnisudlu/muniutenansannin

Foendns WELAB-007 : 33UATRY 1584 1159529 HOL-Cholesterol

FM-LAB-008/00(01/10/2560)

Juidew U QUU;LTGU SYALLDYN asde
ASaN
11 W.8.62 0 atuusn UNYFUUUUN
1.8, 63 1 uAlasatiu UBAUUUUN
1n.e. 64 1 NUNIULAL tdinnsunly P8AUUUUN
1 n.y. 65 2 wleda 7.5 anstanmIuAuAmNIN snidnite | wisduduum
751
wilade 11 %umaumammmqmmw gnNLANYe
11.1.2 gy 11.2.5.2
wilede 21 tenansenede sndnde 21.4
1 n.. 66 2 NUNIULAL bfinnsunly PBAUUUUN
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