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1. 5’mqﬂi$aﬂﬁﬂlaﬁmi%ﬂaau(purpose of examination)

1.1

1.2

13
1.4

WionsdaUsunadiaseimseiu Cholesterol Tuseene serum waz plasma #e LA3047579
Ans1eainluR cobas ¢ 501 Fauifutne Cholesterol Gen.2 (CHOL2 Cat. No. 03039773 190)
dieliuszneunitadonarinuanuitheiinundvedluiulipid disorders) Lt fiae
1sAWIINY atherosclerosis, various liver wag renal diseases.

Useifiuanudesiantiy atherosclerosis
dednmumssnulugtieilasueanseivlesiuludon

2. ¥ANN1SHAZISN1SVBIIURBUNLTEMTUNTSNAGaU (principle and method of procedure used

for examinations)

2.1

2.2

nanns (Principle) :
Cholesterol esters Tusitagagniinlyiuandalag enzyme Cholesterol esterase lipaiaginesea
waznsnludiudase  Cholesterol oxidase 9znszAuUfizensendinduresnaaamesoalalu

cholest-d4-en-3-one waz H,0, Tuanzfil Peroxidase H,0, 3¢vUi3e1iu phenol uaz

d-aminophenazone AnludLnes quinone-imine
Cholesterol esters + H,O L Cholesterol + RCOOH
Cholesterol esters + O, LOD; Cholest-4-en-3-one + H,0,
2H,0, + 4-AAP + phenol & quinone-imine dye + 4H,0

39M13(method) : 1935 Enzymatic Colorimetric method
Traceability: This method has been standardized according to Abell/Kendall

12 and also by isotope dilution/mass spectrometry.

3. anwuENIeUsEANSAIN (performance characteristics)
AENYUENINUIEAVEANYRIN INAaeusalUliedeaIntuwnsniien Cholesterol Gen.2 (PI-LAB-
005) Tuthide Specific performance data WusneaunanisnTaaeulsyansanludedsvila

199 F98d
3.1 AadnvarAuAULLLEg(Precision) : Wunsasivaeunukiuglagldiegmsiranuyed

LAYENIAIUANAMAIN AN internal protocol ATI9TLATIEFIBIATEY cobas ¢ 501 $amAULNeN
Cholesterol Gen.2 Taglgi5n15052930AY Cholesterol Uy within-day/within-run
(repeatability) wag between-day run (3 aliquotsper run, 1 run per day, 21 days)

(intermediate precision) lanagail
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Repeatability Mean SD CV | Allowable | nan1s
v MIIFU
(n=21) mmol/L(mg/dL) | mmol/Limg/dL) | % %
Precinorm U 2.29 (88.5) 0.02(0.8) 1.1 2.50 PASS
Precipath U 4.74(183) 0.04(2) 0.9 2.50 PASS
Human serum 1 2.85(110) 0.03(1) 1.1 2.50 PASS
Human serum 2 7.39(286) 0.05(2) 0.7 2.50 PASS
Intermediate precision Mean SD cv Allowable | Wan1s
v MFIVADU
mmol/L(mg/dL) | mmol/Limg/dL) | % %
Precinorm U 2.31(89.3) 0.04(1.6) 1.6 3.33 PASS
Precipath U 4.85(188) 0.08(3) 1.6 3.33 PASS
Human serum 3 1.97(76.2) 0.03(1.2) 1.6 3.33 PASS
Human serum 4 7.13(276) 0.01(4) 1.4 3.33 PASS

- 1Nt Imprecision(%CV) : within-run CV < 2.50%, between-run CV < 3.33%
919899NA1 TEa = + 10% (CLIA2019)

- NANNIASIAEBY imprecision LguiuLnue : NIUPASS)
3.2 Audnvazileiouliieuisnismaasu (Method comparison)
3.2.1 18un1sn5193A5g9 Cholesterol Tngldiadeansiaiiasiest Roche/Hitachi cobas c 501
(y) W3suleuRULASeIn T8RS 199 Roche/Hitachi 917 () ldnadisil
Sample size (n) = 266
Passing/Bablok24 : y = 1.002x + 0.045 mmol/L, T = 0.953
Linear regression : y = 1.012x - 0.015 mmol/L, r = 0.997
The sample concentrations were between 1.53 and 18.5 mmol/L (59.1 and 715
mg/dL).

4. ¥nf29819 (type of sample)
4.1 Serum
4.2 Plasma 71l Lithium heparin, Ks-EDTA (Juansiudonuds
4.3 1137529 Cholesterol usiazas 1A3es cobas ¢ 501 214 Normal sample volume 2 Talasans
4.4 mafuinwideds Serum way Plasma Autsienooninanvasnussgsnegabusildnivus
Usslmindianansaiiud 15-25°C ey 7 Yu 1Audt 2-8°C T 7 Fu Lfufl -15°C Bl -25°C
i 12 ihieu

5. mim%ﬂmﬁil’w (patient preparation)

5.1 AISUSLAARIMSANUUNALUYIG 2 FUANMINDUASID wWazdlinnman
5.2 4991911598191 0Y 10-12 T34 LATAISINALLEANDTDA MIAUNDUATID
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6. UTTNUBINBULLAZEITLAULAS (type of container and additives)

6.1

6.2

Uszlnvesnvziavansiuussdslfusssegafuduiidmsam Cholesterol I

6.1.1 viaeaussyidendiflansriudeaudsvia Li-Heparin Blood Collection tube (1lnviasnd
Be) 8 Lithium Heparin Wuansiudonuds wuaussy 3 mL Mlunudszdriudmsu
Aumeghadenisusuvesaulianununasialsagineueniidinsaamsedu Cholesterol
Swfuenmageunaaiinaindu TnglifAusegiviesazidesvesios fuans

6.1.2 aeaussydeniliiasiudenuddeilviolifasnszdunsudsfenden 1wu Clot

activator Blood Collection tube(tUnvasndun)vwinussy 3-4 mL ldlusulsydriu
dmuifusenadenisuiuvesaulifidanainesgnidu vefielu vedlaiien uas
W09 5IIFUAN

6.1.3 naeavsIyAeniifiansiudenudsvia EDTA Blood Collection tube(rhinvasndsiag) i
Ko-EDTA 1Juansiudonuda vunaussy 2-3 mL Unfaghildlunulszdriu usesldams

Tunsdifidansaa Cholesterol ualildifAusagadonlunivusussgau 1o 6.1.1 uay
6.1.2 Wity

Usglnnyasnuusdiliussamogsnidniadssmsaiinne

6.2.1 aeAUITYFIBEuAUTLN 13x75 mm. lute 6.1 Atulen serum 130 Plasma wén

6.2.2 Hitachi cup 1u sample cup MHUITIFIBEATATLIBNINNVRBAUTTIMIDENITHAY
Apan13UsINusegnglitosnin sample dead volume (100 lulasans)

6.2.3 Hitachi micro cup tJu Sample cup msﬁmﬁa}ﬁaasmﬁLLquameMaaﬂmsagﬁaasm
Sudu FeanisuSnasegdliitesndn sample dead volume( 50 lulasans)

6.2.4 vaeaudalifiansiudonudaPlain tube) 1ussyfiogisfiutananvasaussyietng

SuAU Aoan1sUsUNaAeE19liTesni1 sample dead volume (500 lulasans)

¢ o

7. Lﬂsamaaﬂnsmwmwuummsmu (required equipment and reagents)

7.1

7.2

7.3

\3emTIRAATIzsnlusA : 19iaTes cobas c 501 JadeudaiuiAias cobas e 601, Control
unit wag Core unit LuszuUTATETITnToin cobas 6000 analyzer series WALy
NANATIVDIUTEN Roche Diagnostic Useinelyosauy

in3asilu(Centrifuge) : T msutiuuen Serum/Plasma fianangaseulunistiu 3,500 rpm 1Hu
1981 10-15 w1l nFrnasetnadonsuduiivlivszann 5 wifideuty

hensidiasegy : [6hi1e Cholesterol Gen.2 (CHOL2 Cat. No. 03039773 190) 1Uu cassette
yntedsasundonlnuteady-to-use) nandtasiBe Roche Ty 1 cassette m32ald 400
Tests iAusnwilifigumai  2-8°C ndldmss  asfongmislinuauisiununogiissydng
cassette laaldnuuuaies cobas ¢ 501 whaeflengmisldou 4 dUni ssdusznouves

v
=1

ansiadiluingn CHOL2 figadl

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige



uNUNNENFINeT Isanenuiaaengualdizen

WUFuRnuUSTes : 13w Cholesterol

SPALBNEIS : WI-LAB-005 91 4 910 15 YT

uwiluasan : 2 TuiUsenald : 1 nuaniug 2566

R1: PIPES buffer: 225 mmol/L, pH 6.8; Mg2+: 10 mmol/L; sodium cholate: 0.6 mmol/L;
4-aminophenazone: > 0.45 mmol/L; phenol: > 12.6 mmol/L; fatty alcohol polyslycol
ether: 3 %,; cholesterol esterase (Pseudomonas spec.): > 25 pkat/L (> 1.5 U/mL);
cholesterol oxidase (E. coli): > 7.5 pkat/L (= 0.45 U/mL); peroxidase (horseradish): >
12.5 pkat/L (= 0.75 U/mL); stabilizers; preservative

nsdifuthednanll dossuiiuamuam (Verified for performance) foutiluldnugsil
- ynthen Lot Tyl (new lot) WinaseuiUSsuifiauiutine Lot it Ussadiulaglddeeng

HUhetatey 3 seaulvinsauaqu Medical decision level lngaisiiadnuuansnseg
TugaslsiiAuinaust Bias vae Cholesterol fifyualy lsiiiu 4.5055 % uarld QC material
pg ey 1 536U lngasegluyia +1SD ved Lot 4 duAu +15D Tiusu Lab mean Tnl
nadaiisuthen Lot inidhunldnula (New shipment) Tiuszidiulagld QC material
athatlos 1 s¥6iu lnedodagluyig +1SD 98¢ Lot L1 duiu 15D TSy Lab mean Tl
Ae

asUSuLRaNInsgIU(calibrator) :

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

WARsueEVie Roche YUNAUTIIUINGEL 3 mL

mﬁaqmuqmammw PreciControl ClinChem Multi 1, PreciControl ClinChem Multi 2

wAnSuTDvie Roche wunaussguInay 5 mL Mnsainsgiuiindsainii daily

maintenance Lﬂ%\‘i cobas ¢ 501 udnasaludiaaanusyanad 15.00-18.00 U. Youfayiu

Auto pipette, Volumetric pipette 1 mL, 5 mL uag Pipette tip dmsuldiwIvuasazany

calibrator uay control fioglluguuuuidursusia (Lyophilize)

Distilled water d@wsuldazany control/calibrator

Diluent NaCl 9 % (50 mL) dmsuldideansdiigsenludfnsalfiiee19nsiaiian LDL-

cholesterol gufu 549 me/dL 1161 Diluent NaCl 9% wiodslsilaldnumafuiigamgd 2-

8°C ayilongmslinuauieiunuaengiiszytng cassette Weidsldnuudaziiony 12 dUam

avuzfiazliussesnenaniafiuten 1A Sample cup(Hitachi cup) Cat No. 10394246001,

Plastic plain tube

7.10 Rack 3 8 viim

7.10.1 Rack @#1 d@1w5uan4 calibrator
7.10.2 Rack @173 d@195U314 control

7.10.3 Rack A1 dwmsunediegneildu Routine
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7.10.4 Rack Auna dwsurdiegeiidu STAT
7.10.5 Rack Awides dwiuneiegafidu Urine
7.10.6 Rack @ity dwduneiegreiidu CSF
7.10.7 Rack ddana dmsunneegadug
7.10.8 Rack #Te1 Miflothgesnuieios

8. ?i\iLl,'mé’allLLaxmiﬂ’wﬂumwﬂaaﬂﬁ'ﬂ (environmental and safety controls)
8.1 é’amuqﬁamaLLazL?;jaﬂqmmzﬂﬁﬁ’ﬁmul,ﬁaﬂaaﬁ’umﬁamL%@UWQ%ﬁmﬁawUuL?jaumwﬁ’u
FDY1INTIY
8.2 thenfldunavosansausudnunduUsznevvasienlsimsnduiuvdeduiatuimidnenss

9. ﬁ'umaumsaauﬁau (calibration procedures)
9.1 Tenmualunsaeuiisy

9.1.1 YINTaRULBULUU 2-point calibration futhen CHoL2 Aldusiufuipiesnsan
AAT9 cobas ¢ 501 il
- Weldeuhen cHoL2 adausn
- 1181 CHOL2 iwasusunsuadn (Lot) vl
~ fims¥h preventive maintenance seulnanieiinmsiasuiudiuesnafitnansynu

soAnsn uaziilona 1QC uazwie EQA/PT Ustiindl systematic error figioaudle
Yeynsenisaeuiisulumi(re-calibration)

9.1.2 nMnTviadasaeufisuiiioatns Standard curve Tngldansufundanasgiudnom 2
sy Yinrdnludfseduay 2 asudemaniads asuSuudanaspuiildaeuiio
Usznaume

- Standard 1: H,0 (sterile distilled water for injection)
- Standard 2: Calibrator for automated system (C.f.a.s)
9.2 BMsapULiEU

9.2.1 MTIVFBUIUNNINEN (Lot) ves Calibrator for automated system (C.f.a.s), Cat. No.
10759350 190 wenazldan Lot fiagldausvsmsaiuLot flay download Tesyans
smunanaadudures Cholesterol Wiuliluipas cobas ¢ 501 dwin Lot flagldau
laimseriu Lot ﬁﬁagﬂumém 191 download ¥aya Calibrator for automated system Lot
Tluvazfiedosogluaniug Standby TneuftRnuvide “nsnsvaey lot waznis
download calibrator” Iu@:ﬁaﬂﬁﬁﬁmuﬁaﬂ Operator's manual cobas 6000 analyzer
series (MN-LAB-065)

9.2.2 ﬁwmﬁmiqm Calibrator for automated system (Cf.a.s) wazaefIEtngy 3 mL
Tneld Volumetric pipette fevaniisly 10-20 wiil leasunanlsnalfidriulaens

wndsansazanesuiunyuvnutg hdunnauleeldlifanasennia iunaudiseies
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Mixer 9ndunnswnailisn 5-10 wifl Weasunalinaulidrfusuduiidunaras
i Amneresaisl ifgumnitesdnUssun 15-30 wit iteliarsiiaransdl
avmeliiauysal iSaudnadliiudodetunaditouhlulfnuiigamndives

9.2.3 Uﬁﬁ;ﬁﬂﬂé’uﬂizmm 300-500 lulasansaslu Sample cup(Hitachi cup) waatdaslulutes
ARnaandn “H,0” wes Rack A

9.2.4 1559 Calibrator for automated system (C.f.a.s) flazansaunsosldauudiuszana 200
lulasansadlu Sample cup (Hitachi cup) Taaslulu Rack d@ndunenfuiulute 9.2.3
u&Win13 calibrate Yglasnisuftfnimate “n1svh calibration” lugioufiffa
54 Operator s manual cobas 6000 analyzer series(MN-LAB-065)

10. ?Jumau%ﬂnsumumi (procedural steps)
10.1 3Emswiouaiasile mm LAZFIBEIINTIT ABUNITATINNATIEH
10.1.1 33nswdeuasele
- 911 Daily begin 1A3849579%3A583 1381 06.00 .
- a9¥aid(Operator D) uagswaru(Password) o ldanuszuy
(logon)A3B9M$I93ATIZ cobas 6000
- p9deUUHIaNen Auxiliary 7Uss9luzulu cassette lduA NaOH-D
cassette, SMS cassette, 9%NaCl cassette Fmdoluades 1USnathensini
syduiimualy wiheoezuansfiundssonisuneniududsiag Ilddien
cassette Tugditnluunu
_ aviedeuUSinamaziiuning Auxiliary ‘51461 laun NaOH-D, Cell Detergent 1,
Acid Wash Solution, Cell Detergent 2 fUsinathesninsesuTis el
%ﬂﬂﬁ]@f\]“LLﬁmﬁIu%ﬁﬂﬂUﬂﬁiﬁﬂﬂ’lﬁ?mﬁuaﬂ’aﬂ Tldvhenvslmlidnluum
10.1.2 aﬁﬂ’ﬁmiauu’lm (reagent preparation)
10.1.3 m Cassette 1hen CHOL2 sananglu unswanafnesn seivliliilonse
mammmu barcode
10.1.4 Foufulalduu Cassette 1181 CHOL2 routhiduaies wazasiufinnns
Weldiheusay Cassette Tunuutiuiinnmsthesnunldmuien arsusuuss
UMY TANB19BT a15AIUAY LLazéqqﬂﬂidﬁuq (FM-LAB- 187)
10.1.5 1h Cassette ¥hen CHOL2 Tdwrdas Tngwu barcode lumsgnuu dendh
M33 cassette loading port Auwluiune Toian waldthendnlulueios
?Jmut,ﬂ'%aqasﬂuamuu preparation Lﬂ%@ﬁﬁ]ulﬁﬂuiﬁﬂhﬁ’lﬂ’lLLawﬁﬂlﬂLﬁUlu
reagent disk Wieuiu register enlnesnlusfi Tusunsuvesszuuedesile
a]‘vLiuuumwaqmsnaawaqaumauummzmmmmh 8 dUnvi
10.1.3 ASLASUUFIBE19RTIT
- dsdwmadedlisgludnuuitinasiufiasadnga
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- Avdwniianssunmuuiteldlifuauseandealuinded 13, a1ssumu
N1SVAGDU
- dleduuendsdimsanld Serum/Plasmauda Aduuuiaveddsdinsiadedlifivlos
visereuliluTuasyey wavAlsiidinres Serum/Plasma ag1etiay 500 plL
10.2 #dlaifinsasuifieuine) CHOL2 Lot fildaeg Tsiduiunsnude 9.
103 ddlifinseninneiiedsmuauaunwluseutuiy udunseaisnslude 11.
10.4 ﬁ?@]”saﬁmﬁﬂ’wﬁ’ll,ﬂ%"aﬂ cobas ¢ 501 KU core unit YBASEY cobas 6000 analyzer series
Tagaunsald Primary tube aw1m 13x75 mm. Aifldaegnslidifesnda 500 lasdns(sample
dead volume 500 uL) 23U Rack @n(nsailaitsaniumie Rack Auas(nsalnesnIsnaniu)
w38lY Automatic pipette anfeagntliteandt 100 lulasdns(sample dead volume 100
uL) Tdlu Sample cup (Hitachi cup) 219Uu Rack
10.5 &whmsasialinszsinasisonguaniisnisissylilugileufifnuides Operator's
manual cobas 6000 analyzer series(MN-LAB-065) Tn8LA309 cobas ¢ 501 92¥1n157M579
AATEAREsTUUSAILTR A Test parameter/definition il fail
Cholesterol test definition

Assay type 1-Point
Reaction time / Assay points 10 / 70
Wavelength (sub/main) 700/505 nm
Reaction direction Increase
Units mmol/L (mg/dL, ¢/L)
Reagent pipetting Diluent (H20)
R1 47 pL 93 pL
Sample volumes Sample Sample dilution
Sample Diluent (NaCl)

Normal 2 L - -
Decreased 2 uL 15 pL 135 pL
Increased 2 uL - -
Calibration
Calibrators S1:H,0

S2:Cfas.
Calibration mode Linear
Calibration frequency 2-point calibration

- after reagent lot change
- and as required following quality control
procedures
106 EURANTIATIATlGMe S me/dL
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11. Gﬁ”umaumimuquqmmw (quality control procedures)
111 Tormnualtun1smIuANAMAIN
MeBsnsudovdfiinudemnisaiseusidlaluguninnanisiingizsi (WP-LAB-21)
11.1.1 nasinmsdndunanisemuvaunanmagly Triasanidenldnguingfiuuziilily
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
Uszdiunan13nuauAanmn1eluvein1snsIadmseyt Cholesterol 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
45 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;rérzoéogtrols consecutive runs.
Yes consecutive runs.
Yes
 / Xes ’ | /
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 6
13s No 20f3 2s No R4s No No X
. > = | 3 CONSECUTIVE 6 CONSECUTIVE
one point - (across runs) Therange control values on | ONE
outside 3 SD 2 out of the last 3 (difference) between one side of the va uefs P?n
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 With;rgrisc:?trols consecutive runs, etc.
Yes consecutive run.
Yes
Y Y Y s * \
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 L“ﬂumﬁa@
PUANANN TR NARAeIEYE Roche wuNAUTTUIRaE 5 mL Tins1a
A1As1e94 Cholesteral W 2 sauTTuTingaanyin Daily End maintenance LA384
cobas ¢ 501(laA n15¥11 Clean probe and nozzles+Process green wash rack)
wEnasalutienaUssana 15.00-18.00 u. vesusasu audiuay 1 adiN=2,
R=1)

11.1.3 191 Allowable total error(TEa) vo9n15nAdaU Cholesterol Tu Serum/Plasma =
+10(91989310 CLIA 2019)

11.1.8 mMsfanuaduUssansveeruuUsUsInuesnsmagaussninetu (between-day

imprecision, % CVpq) 30 total v Tngldinausifivensulddesliiiu 1/3TEa

- Serum/Plasma: between-day run CV <3.33%

11.1.5 msagagansianAIuANAMAIN PreciControl ClinChem Multi 1, PreciControl

ClinChem Multi 2 iuss®3uusis(Lyophilized serum) neuazaneliiuinuss

Fruwsilindeisliigamgivesdou 10-20 it audulaildgumnilndides

gauniivies wazlunanlaruialiUameanusednseds wmsensussquinld

szuvganna Sdaviufiasvilinedsuuieiegmelurinuaioonunlsl Ssagsils
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aratudalaigndos 14 Volumetric pipette gadafhazansindu) 5 mL asly
avanersdFuus Uadvalviain dawaniield 10-20 unit ifleasunalinauliidniy
Tngnisunisansazanesaudunyuwanui) idusnaulagldliAnneseinia
HEAwELAEEY Mixer DnumIneiTliEn 5-10 wifl Weasunalikanlmdnu
uduifunsaraenuauiimnenndandifigumngivesdnUszana 15-30 uni
dielvansfiazanetiazanslianysal iwSwudmaulidudedeatuinadsdeudluld

nuitgamgiiviesvidentafuiigumaiidesninyiiiu - 20 °C ddinmsudaiuludes
wuda (25 °C) - (-20 °C) T Hitachi cup 300-500 lulasans fewtidiASewnsIe
Ansgvideninndeislifgnmaiteatunn 10-20 unit el dgamanilndiAss
paungiviosnau uazlilduuamaieatuilunsazats Calibrator

11.2 FBMsAuANANN

11.21

11.2.2

11.2.3

11.2.4

11.2.5

791948V Lot YaanTianAIuANANNIWIENIN Lot fazldaudy Lot Aflegluaies
1 Lot limsaiulyl download Yeyavesansianaiunuamnnlvnssiuiu Lot Tu
Turusiiiniasogluaniuy Standby wihify
wiuansTaneuauAanIn(control material) liwdealdnuisnsiiguandmualy
Tuenansuuvvesansianmuaununwiliny
U599a1357anMuANANNIMUTUIRS 300-500 Tulasdns(sample dead volume 100
uL) adlu Sample cup (Hitachi cup) w&rtilusly Rack s Tushumisiidvun
13
diliaTeaih control TnonsufiRnusiate “nsvin Control” lualeufifenu
Operator s manual cobas 6000 analyzer series(MN-LAB-065)
ANMINATIEBUNA IQC U8IN15MAGBY Cholesterol MIBNHNITAIUALAMAIN
(control rule) ma QC procedure fifvunliogsasinanesaowedoyaiidu
nswl IAnaaunliy amnuidssiagiinanuaaiandou Wewisunisudluay
Uestuteurhnisvageuimeg1adiie il

- MIAARINKE IQC IMNNANITNTIAIATIEIPreciControl ClinChem Multi
1. PreciControl ClinChern Multi 2 ##nanunsiageuna I0C Hieadureansngia
Cholesteral Tuguuuunslinu_control unit ¥8aLA3es cobas 6000 16 3 SULUUT
WY QC > run status (Wanana QC vaayn test TunswlAediy wansr1veusiay
test Imnagluvaulun mean= 25D #3aly), QC > individual(ldnsiaaeuna 1QC
Ingazdemduseg test dnsmwuu (Levey-Jennings chart) way QC > cumulative
(Aot individual iudeyaluvth individual dsgnidenidusunuaniulifivi

cumulative)

_ famnunsaadeuna IQC Tazidenunniuly Levey-Jennings chart vy
N15R59193A3189 Cholesterol Taglalusinsu TIQCon (Total Integrated Quality
Control for clinical laboratory)n@nsiaus Roche t18Uszinana 5Iu89NT
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\Wauiieunaiiu Peer group way nTIadeuUNa 1QC wuusluifianu control rule 7
vuald

11.2.6 1lonansvi IQC finsagidinngn1sAIuANAMNIN (out of control) kAZHANTS
yadey Cholesterol Hwnlthfazianainmnanaiineeaidddnlitdanisnaunn
finnsandausneensansnsiasedisineg fiansinmsedinatnuaziifeidos
Suwdudiliunisuilowagnivasudnuagusydnsam asduiinsvazdeanis
Uusudlaivhludedesiunsfedlusuuiuiind fiRnsudlonsdug 1QC Tiog
Tunasismsgueonuamnm (FM-LAB-025) ilevhnsudluaimguesainy
AALAREULE TragrTITdineiiieg1etaedt Tudoundulufinnsanseny

HaInTeTioanualuuditiusauwsin simuAuaunmaegluseuneuntil

12. Giaju'umaumil,ﬂ'%auLﬁaus:wdwﬁaeﬂﬁﬁami (Interlaboratory comparisons)

N33 ULBUTEnINmeIUfuRn1s  (Interlaboratory  comparisons) — Tisitiunsmuseiisu

UtRnuzes msasennuiilalunmuninwanisiinsgd (WP-LAB-21) lnsiifermunuazinasi

@ﬁumwﬁﬁ’]ﬁ'zg st

12.1 viosUfiRnisidrsan EQAS Clinical Chemistry (Monthly) Program iileiUeulfleunans
ATINATIER Cholesterol sywinaviaalfuns Fdlwuinisiag BIO-RAD Laboratories i
ftuansasinsaundntos 1 ads msadasaudnluidlifuioudquisuwemnd audlu
msusediudouas 1 asa sausideunsngiau-figuieu 1 12 ASy/A)

122 {peiesgiisuinvounuanainnginaaiadnluaeiusidunsesolinnein
A1 Cholesterol saufufuTIensMaaeuduglusegrsaniusunsy EQAS tnensnsiandou
fuluAumsamasenagthelunuussiviulifuiuimundinenudissylivuaainiis
UINUTTINBE1 EQAS vaausiasiiou

12.3 Jufindesenuna online Wusziliu(submit results) aravIoNainan1sUsIiu(view or

print EQAS reports) #1194 www.OCNet.com

124 \delUsunsy EQAS  UsziluwaiaSauds 1 Download seaumannAulildmumuy
UszdnSamlunsiSeuiiguseninaeslusing

125 a3apuRanIsiseuiieuseninaiealjUanis dmsudiedns Serum/Plasma lagldinm
uazdhvanedail

-\naual Absolute Z-score < 3.0, kW mung < 1.5
N9 TE < TEa, Wvisne TE < 5%,

o TEa = +10% (CLIA 2019), %TE=%Bias+1.65%CV
-Bias < Bias goal, Jlo Bias goal = 4.5055%

126 fianmsivnsiadinddnuasimihififesdemniefuilonanisusediu  EQAS  n13ms9
Cholesterol  hiifulumunasivideidmnefidmun  Jinsizsiaumgiuiiass  duduns
Uftanausludetesiunsies wastufinmasmsudlydostu  luwuudufinufdRinng
wilunsaing EQA liegluinawinnsgiugausunmnn (FM-LAB-020)
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13. #95UnU (interferences)

Criterion: Recovery within + 10 % of initial values at a cholesterol concentration of 5.2

mmol/L (200 mg/dL).

13.1 §5u/naaun Alldruusenauselilusuniunisvngsuy

Fnuauy F5u/manaun USinaesdiulsznau nanIAUTUIa
Icterus I index < 16 conjugated bilirubin < 16 mg/dL a4+
<14 unconjugated bilirubin < 14 mg/dL
Hemolysis | H index < 700 hemoglobin < 700 mg/dL 4+
Lipemic | L index < 2,000 | L index v3omnnugu laduiusiu a4+
(Intralipid) U3nau Triglyceride

F5uwideq (cteric 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

AU aAa & A
FIUNULIALADALAILNA (Hemolysed serum)

Hemoglobin concentration
1+ =0.9 ¢/L = 90 mg/dL
2+ = 1.8 ¢/L = 180 mg/dL
3+ =35 ¢g/L = 350 mg/dL
4+ = 6.7 ¢/L = 670 mg/dL

FFuguillugiu (Turbid serum)
Absorbance 660 ULULLAT

14=04
2+ =08
3+ = 1.0
4+ = 1.2

13.2 Drugs: No interference was found at therapeutic concentrations using

1 v
wnansrauan Hengnsldenu 1 1 duandundiudgudlaniasign
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common drug panels.

13.3 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 results.

13.4 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.

13.5 In very rare cases, gammopathy, in particular type IgM (Waldenstrom’s
macroglobulmema) may cause unreliable results.

14. nénnsvasvastuRBuNITAUIMLE W ldNaaHS srunaiiisadesenfinnnuliuiueuvanisin
(principle of procedure for calculating results including, where relevant, the
measurement uncertainty of measured quantity values)

14.1 384 cobas ¢ 501 AgmunmANudutuves Cholesterol Tuusarsagnemsaginlag
onlulin
14.2 Conversion factor: mmol/L x 38.66 = me/dL
mmol/L x 0.3866 = g¢/L
mg/dL x 0.0259 = mmol/L
143 msAwinAInNlikiueuYeIn1sin Cholesterol TWUHURMN “Wte 4.4 n130399d0Y
anulaiutueuresnsinanandeiing Tuessdodfifnudes msdnnisnszuiuns

Naaau (WP-LAB-20)” asvuinhilu “A1s19n1suszunamnmnuliwiuaueaanisinlunis
NAADUTUSUALATIER(FM-LAB-281)”

15. 919891989m9¥mn mnsann1sanaulanisadiin (biological reference intervals or clinical

decision values)

Desirable cholesterol level <200 me/dL
Borderline high cholesterol 200-239 mg/dL
High cholesterol >240 mg/dL

16. Yasfiseaunanisnagauld (reportable interval of examination results)
A1 Analytical Measurement Range 489 Cholesterol t1i1AU 3.86-800 mg/dL

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

QINaN1SNAABU Cholesterol > 800 mg/dL \A384 cobas ¢ 501 s automatic rerun function
15 fewhdhegseanannaissudiiidiesowmazdmsalul 1a3es cobas ¢ 501 awi3pansdads
nslusasdiu 1:10 waildieseszduinilasga dilution factor = 10 Tlagdnlusia
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18. ANAngR/Adafiow/fimunzau (alert/critical values, where appropriate)
Taidl
19. mswlananiepdiinvasiasjiinis (laboratory clinical interpretation)
19.1 A1 Cholesterol #niUn@ manedia nsalfisad Cholesterol ldmninAung dsanzuuui
Anduldlsivosiin sorafanvminain
- Anangylngun (Malnutrition) Al n1aefintuainnissulssnuoimslaiaunarin
Tngenadiansennisureegnalasuliiieans Yeevseatvazunniuld
- pnadlwaasnumeenzaIu (Cellular Necrosis of The Liver)
- 91AfnANanNgsoNInsesaURAUNR (Hyperthyroidism)
19.2 #1 Cholesterol ganinun@ manefs n3dliiiadn Cholesterol lfiganinArund Bonannie

i Hypercholesterolemia Feanmzianfusunsesoeme Wesmiliaaany

Gos lunsiielsanasndeniilaldmnlisushwilimananduunilaes Cholesterol

g9nUNRA 2134AAIN

- 9713MaNAALIARUSNLEU (Hepatitis)

- mf\]ﬁﬂé’qLﬁmﬁmumviaiuqmjﬁqmﬁu

- o1ainan1glsala (Nephrotic Syndrome)

- pnaLinlsadusaudnay Jenandeuleddesoimsiviiunazlusaulila

- oraifinan gty lugnindinniseafuiyu (Obstructive jaundice) vlsiaulsiannsn
Tuiadisiadenunaiinieuds sennisenainild Seilsian Bilirubin Tudengeiu dna
MIAARBINTALNEDY ALY

20. wwaeRuvasAulsUsIuTianafindy (potential sources of variation)
20.1 1en (Reagent)

20.1.1 douanmannmsiiuinuligndeasevuney

20.1.2 wWasy lot Tval, Waeu CHOL2 cassette Sulwl

20.1.3 fesorna USuesliieane

20.1.4 Wfiunwn CHOL2 cassette Tnglaidalnssonasiildiinnesennia

20.2 @1saeuLisy (Calibrator)

- wAlAnN1sarane WU avaeRadndlIy, wedalunswssuRanain(nsluiung, sseganiy
nsaranpdunsoniuly asldsseznatlumsazaneyseana 40 wiillagldinadnn
Auuztvesnan), Msazaeansaouiisuiutudsiligumgiiviosfreeze-thaw)ld
natunulunsalsaull, duiazateanysn(@isld Purified Water Diluents %58
reagent grade water), mnlifuiloderiuidesnualndiuliddudduneuns
wisdlUautensuaulianiulifneunisnsiainaives calibrator

- ﬁmiizmmﬁaw’mmims@ calibrator Usinastieslu sample cup sauffunissenbium
vizeth Calibrator vaedwunsldudunldaouiiousian
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- Waeu Lot Tnyl

- douanmvizevuneny

- fiWlasone

- 14 Blank Taliwsnzau

203 p3esile (Analyzer)

- unasriulinua (source lamp) @eumuo1gnsldan (msivaswne 1 Wou)

- vievhdnhedineiiouiiu reagent probe gadfu fiu 1A wBaAngy

- Cuvette @nusn

- probe @nysn

- nszualndinlained

- 1agLIan Calibration

- Measurement syringe $1/\dou

- %89n19911 preventive maintenance ﬂ%’jﬂwyj vizawUAsuerlnalval wu source Lamp,
reagent probe, sample probe uaalile calibration Toal

- 91 maintenance check 37 preventive maintenance Lagaseunsslidvianudaule
ﬁf}LLuzﬁqﬁ;ﬁwEmﬂ%Qﬁaﬁmum

204 fhegnfildnsiainsizst (Sample)

- fegnedinig clot Tusgminamsnsadeseiluaiocinge

- fhegnsdimssevediosnndsiisiunuiuluieugn sample probe galuaTITiaTIey
TneanensaifiinnsulsietisUsuaiesld Hitachi cup/Hitachi micro cup

21. 1@NE1581984 (references)
21.1 Tuunsnthen Cholesterol (PI-LAB-005)
21.2 @;ﬁaﬂﬁﬁﬁmuﬁa\‘i Operator's manual cobas 6000 analyzer series (MN-LAB-065)
21.3 Tluunsnansiisu Calibrator for automated system (C.f.a.s) (PI-LAB-110)
21.4 sudouufiRnudes n3danisnszuaunmInaaay (WP-LAB-20)
215 sudsuUfiinudomsaisanuilaluaunimmanisiesei (WP-LAB-21)

22. A1ANUIN
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wHUNNENEInen lsanenunadiangenfdere

Uszdinisudlu/muniutenansannin

JoLONES WI-LAB-005 : 35UAUAIY 1589 N157539_Cholesterol

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

Ju/idew/ U QUU;LT SNUALLDYN as9o
AN
11 W.9.62 0 avulksn wedUUUUN“
1.8, 63 1 uhlasatiu UBAUUUUN
1.8, 64 1 NUNIULAL lifinsuald PBAUUUUN
1 .8, 65 2 whlede 7.5 ansianaiuAuAmMAIn endniite | weduduum
751
wiluda 11 %UG]EJUﬂﬁﬂ’JUQNQﬂ,mWW gndnde
11.1.2, 11.1.7 way 11.25.2
wilada 21 Lenanse1ede snlande 21.4
1 AN, 66 2 nUNIULAL lfinnsualy UeAUUUUN
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