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

1.1 densiadeUiunaiinsesimsedu Total protein Tuiegns Urine waz CSF #e 1A3030579
AATEASHIUTR cobas ¢ 501 Saufuthen Total Protein Urine/CSF Gen. 3
(TPUC3 Cat. No. 03333825 190)

1.2 \ilensaamnen Total protein lu Urine 14lun1s3fiase uasShwilsafiintuiuln waswile viesey
55086 Anund Sewzdsmalimuntiy proteinuria %3 albuminuriald

1.3 iensrave Total protein Tu CSF Mlunsifadonassnwilsnsinge Wy meningtis (Iawes
§nLau), brain tumors (UzL59@UD9) LLazT,sﬂﬁmL%aﬁmﬂiuizuwizmwd’mﬂmq

2. ndnMsuwaziEn1svastunauilddmsunisnageu (principle and method of procedure used
for examinations)
2.1 wann1s (Principle) : 1¥en TPUC3
$emsaalneinaninalin Total Protein Urine/CSF Gen.3 ldmdnnis Turbidimetric
method lng protein Tu981901579 92iUHA38117U benzethonium chloride Tuluansazany
fdurng (Alkaline Solution) AMu3Fves lwata waz Nishikaze e?fwiamgﬂﬁmuﬂma Luxton,
Patel, Keir e Thompson
2.2 38m3(method) : 1978 Turbidimetric method.

3. anwuENIeUsEANSATN (performance characteristics)
AuENwENIUsEAVEAMYDINIMATEY Total protein AoluiE1sdannluumsnihen Total Protein
Urine/CSF Gen.3 (PI-LAB-028) Tuwde Specific performance data \Jusieaiunanisnsiadau
Uszdvsnwlushegesiinsnan sl
3.1 AaanvuzauANwiug(Precision) : iWunsasvaeunuuiudlagldfeognmsianin
UYWELATAIIAIUANAMAIN $1Y internal protocol PTITATIEIFBIATEI cobas ¢ 501
auffuthen Total Protein Urine/CSF Gen.3 Tngl#38n15ns1aTnen Creatinine $7uuy within-

day/within-run (repeatability) uag between-day run ( intermediate precision) lanagnsil
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SWalenans : WI-LAB-028 W1 2970 16 N
uilundadi : 3 Fuitusemelld : 1 nuaniug 2566
3.1.1 Urine
a) repeatability, n = 21 (A529ATIERG 21 ASTlUTBUNITNAGOULAYIN)
Mean SD v NAN19
Serum/plasma M0
me/L | mg/dL | mg/L | mg/dl | % |
Precinorm U 159 15.9 1 0.1 0.7 | Pass
Precipath U 1576 158 8 0.8 | 0.5 | Pass
Human serum 1 101 10.1 1 0.1 1.0 | Pass
Human serum 2 191 19.1 4 0.4 2.2 | Pass

b) intermediate precision, 3 aliquots f9 run, 1 run MY, YNAARaNyY 21 U

NN
Mean SD v
Serum/plasma AIEDY
mg/L | mg/dL | mg/L | mg/dL | %
Precinorm U 156 15.6 2 0.2 1.5 Pass
Precipath U 1482 148 8 0.8 0.5 Pass
Human serum 3 | 106 10.6 2 0.2 1.6 Pass
Human serum 4 | 154 154 1 0.1 0.9 Pass
3.1.2 CSF
o) repeatability, n = 21 (AN 21 AssluseumMIAdeULREIiY)
Mean SD cy | Wans
Serum/plasma M
meg/L | meg/dL | me/L | me/dL | % N
Precinorm U 281 28.1 q 0.4 1.5 | Pass
Precipath U 691 69.1 4 0.4 |0.6 | Pass
Human CSF 1 355 355 q 0.4 1.1 | Pass
Human CSF 2 517 51.7 4 0.4 1.0 | Pass
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d) intermediate precision, 3 aliquots #9 run, 1 run $9U, YNAAADAY 21 U

NN
Mean SD oV
Serum/plasma MDY
meg/L | mg/dL | mg/L | mg/dL %
Precinorm U 272 | 271.2 4 0.4 1.6 Pass
Precipath U 660 | 66.0 6 0.6 0.9 Pass
Human CSF 3 349 | 34.9 4 0.4 1.2 Pass
Human CSF 4 501 | 50.1 7 0.7 1.5 Pass

3.2 AudnunzLilolUIsuLieuisn1svageu (Method comparison)
Ans1evien Total protein Tngldfagnsinuyudita @ deinias COBAS ¢ 501 (y) wWisuifiay
fuir3es Roche/Hitachi 917 (x) lénassil
3.2.1 Urine
Sample size (n) = 70
Passing/Bablok: y =0.985x + 6.23 mg/L, T = 0.970
Linear regression: y = 0.988x + 5.35 mg/L, r = 1.000
3.1.2 CSF
Sample size (n) = 75
Passing/Bablok: y = 1.015x - 7.51 mg/L, T = 0.975
Linear regression: y = 1.010x - 5.23 mg/L, r = 0.999
Imaﬁmamﬁmiwﬁagizij 53.0 and 1087 mg/L (5.30 and 109 mg/dL).

4 ¥inA19819 (type of sample)
4.1 Random Urine %38 24 $31ua Urine laidfdldans preservative wagmisusasdsmsralugifu
MADANTTIALAUY
4.2 Cerebrospinal fluid (CSF) lafadldans preservative msthunendindonuasivuitousn msnz
PzilnalunsnTIATIzi
4.3 n19m379 Total protein urine uiazas edeq cobas ¢ 501 agl4 Normal sample volume 6
lalasdns
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4.4 ANMUAIAIVDIAIDYIY

wilafeg gaunil ALAYAT
Urine 15-25 °C 19U
2-8 °C 7 3
(-15)-(-25) °C 1 1oy
CSF 15-25°C 19U
2-8°C 6 U
(-15)=(-25) °C >19U

5 Asin3euUae (patient preparation)
laidl

6 UTTLNNVBINIVULHATHTITLANLAY (type of container and additives)
6.1 Ussnymueanziarasfuudsdslivssamedaiuduidmee
vaenvinlifiarsiudenuda(Plain tube) 1Hussadiae1e UrinewasCSF vu1aussy 4 mL
6.2 Ussnyueanwugiliussasiegniiiaiomnalinge
viaeuilnliiflanstudonuda(Plain tube) 1HUssafogns UrinewasCSF Atunsnmenauudn
Apan1sUsIuiegeliteunin sample dead volume (500 lulasans)

7 wn3ssiiogunsalisnlunazansiadl (required equipment and reagents)
7.1 \A30IMTI9NATIEIORLUITR ; 191AT09 cobas ¢ 501 FousaniuLAIed cobas e 601, Control
unit kag Core unit WWusyuUiAsIERTISenT8I1 cobas 6000 analyzer series nﬂdﬁul,‘flu

a (% ¢

NARAUNVBIUIYN Roche Diagnostic Useineleasiy

=

7.2 wdeathuCentrifuge) : Tdmsutluwen Urine/CSF finnundasaulunistlu 1,800 rpm Juan
5 Ui
7.3 hemseiiesed : e Total Protein Urine/CSF Gen. 3 (TPUC3 Cat. No. 03333825 190)
Wy cassette ﬁﬂﬁﬂmﬁﬂL%ﬁ]gﬂW%@iﬂ‘i’fﬂm(ready—to—use) nAnstewiEe Roche a8 1 cassette
n979ld 150 Tests \iusnulifioumgfl 2-8°C Meliianss asfiongnsldamauisiunuaeyd
spyina cassette iflolaldomuuaies cobas ¢ 501 udawilengmisldau 6 e
pefUsrnavvasansiaiilutinet TPUC3 il
R1: Sodium hydroxide: 677 mmol/L; EDTA=Na: 74 mmol/L
R2: Benzethonium chloride: 32 mmol/L
R1 is in position B and R2 is in position C
7.4 @5USULASINTEU
7.4.2 Standard 1: H,O (sterile distilled water for injection)
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7.5

7.6

1.7
7.8

7.9

7.4.3 Standard 2: Cfa.s. PUC, Cat. No. 03121305 122 snsiausigsfe Roche

#13TANAIVANAMA TN

7.5.2 Liquichek Urine Chemistry Control tu Third- Party control material NARnuiDiTe
BIO-RAD wuaussguInaz 10 mL ldnsiadinszilunauwdriudunsuas Jungiaud i
$nwnl3figaumdl 2 °C fs 8 °C WoWaldudlmAuinunlifigamai 2-8°C flengnnsldau
Laivfin 30 Tu

7.5.3 Precipath PUC, Precinorm PUC wansiausigiiie Roche suinussquinas 3 mL 14nsa
AiAsziuTinda1nvh daily maintenance 1383 cobas ¢ 501 udnasalutiaa

a

Uszanas 15.00-18.00 u. TufudunsuayFumastaud lednldudlifAusnuliionmed
2-8°C fognisldaulaiiiu 4 dans
Auto pipette, Volumetric pipette 3 mL, 5 mL WLa¢ Pipette tip dusuldinsenasazane
calibrator uag control fiogfluguuuuidursusia (Lyophilize)
Distilled water @ w3ultfazane control/calibrator
Diluent NaCl 9 % (50 mL) dmiulfi3earsirognedlusfnsdiasdewmsafiangs then Diluent
NaCl 9% wlodilaiilaldnumsiiuiianmgil 2-8°C azilongnislinuauieiununengiiszying
cassette \loilaldsmudiaziiony 12 dUnnsi
ﬂWuzﬁﬂﬂ%uaif\;é'hasmm’mﬁl,l,ﬂqm laun Sample cup(Hitachi cup) Cat No. 10394246001,

Plastic plain tube

7.10 Rack 3 8 viim

7.10.1 Rack @@ @1m5uan9 calibrator

7.10.2 Rack @917 d@1%5U219 control

7.10.3 Rack 81 dmsuanedaegsiiiiu Routine
7.10.4 Rack Auns dwsuresegneiiiiu STAT
7.10.5 Rack Awides dwiuneiegafidu Urine
7.10.6 Rack Ay dwsunsfedieiidu CsF
7.10.7 Rack #hana dmduaneiiognedu ‘

7.10.8 Rack @dy7 TdiveUrgeasnuases

deuIndauuazn1sAuANAMNUARANY (environmental and safety controls)

8.1

8.2

AasanugeilogauasidenguvMzUURnuelasiunsinounaiinionavudouuniu
AIDY19M I
YnegnfldunauvasansaususnwaIulsenouvasinenlimsnauiuns sdusa uR T lngnR 5
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9 %’umaumsaamﬁau (calibration procedures)
9.1 Yenmualunsaeuiisy

9.1.1 ¥msaeudisunuy 2-point calibration fiuthen TPUC3 #ldausiuiuniemsa
ATV cobas ¢ 501 il
~ Weldemiher TPUC3 asausn
- 1181 TPUC3 Wasugunsudn(ot) Tnl
~ fimsh preventive maintenance seulnanseiinmsidoutudiuesindiiinanseny

seANsTn uaziliona 1QC uazwie EQA/PT Usiindl systematic error ideaudly
Yeymenenisasuifisulun(re-calibration)

9.1.2 minmainmasaeuliisuiiieains Standard curve Tngldansuuusiannsgiudiuu 2
sy Vidsludfsyduay 2 aduilemeanady asuSuudanaspuiildaeuiiou
Usznaumie

- Standard 1: H,O (sterile distilled water for injection)
- Standard 2: Cf.a.s. PUC
9.2 /MsERULEU

9.2.2 MSIVABUTUNIHAR (Lot) ¥a Cfas. PUC Cat. No.03121305 122 Miw3emaylday Lot
flazldaudesnsaiuLot s download Teyansimuanranduiuves Total
protein urine 1fiul3luiATes cobas c 501 &wnn Lot Aazldaulaingaiu Lot Aifleglu
ir3es 1% download eya Cfa.s. PUC Lot Imsilusauziiaiesegluaaug Standoy Tae
UfuRnuiite “nMInsiadeu Lot kavn1s download calibrator” 1u@jﬁ@ﬂ§ﬂ’§mw§'aq
Operator's manual cobas 6000 analyzer series (MN-LAB-065)

9.2.3 Uiiﬁ;ﬁﬁﬂé’uﬂizmm 300-500 lulasdnsaslu Sample cup(Hitachi cup) waaldasiulusgas
fifinaaindt “H,0” ved Rack @

9.2.4 U553 Cfa.s. PUC Useanay 300-500 lulasdnsasly Sample cup (Hitachi cup) Tdaalulu
Rack A Suidiauiulute 9.2.2 u§whms calibrate ¥e1 TPUC3 Tngmsufjoana
W9 “n1591 calibration” Iuﬂﬁaﬂﬁﬂ’aﬂmﬁlaﬂ Operator s manual cobas 6000
analyzer series (MN-LAB-065)

10 %y'umammnsxmumi (procedural steps)
101 Femswipuieiodiie 1o wazfog1ans9 ABUNINTITIASIEY
10.1.1 Bnswseuedesdle
 iASem TR zsiazyi Daily begin 1381 05.00 u. Tnedwlusd
~ as¥ai(Operator D) uazsaru(Password) Wiowdldanuszuu
(logon)méaﬂmaﬁﬁmiwﬁ cobas 6000
- pyavapuUTinaten Auxiliary flussgluguuuy cassette 16uA NaOH-D
cassette, SMS cassette, 9%NaCl cassette MinasluaIos MuUsInanhEen g
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10.2
10.3
10.4

10.5

syaufifmualy nihesssuansiundssnensiioniududing Wldien
cassette Tuslitnluunu
- psreseulTinaasiiuiien Auxiliary E“iuf] lAun NaOH-D, Cell Detergent 1,
Acid Wash Solution, Cell Detergent 2 Ssinanhednisesuiismunls
Mﬁwa%meﬁumé’ﬁwaﬂwsfwawﬁulﬂuﬁﬁaﬂ Tldthenvanlmidnluuny
10.1.2 'gﬁmimiammm (reagent preparatlon)
_1h Cassette 11en TPUC3 ganaNgLliu wnznaraineen setlalstevsadduda
WU barcode
- \Fouudnlduy Cassette 1hen TPUC3 Aoudidiedes wazasiuiinnsiald
1heusiay Cassette Tuuvutuiinmateenuldnuine asunmsgiu Jansneds
A13AIUAY LLazﬁaqUﬂiaﬁm (FM-LAB- 187)
~ 1} Cassette 1hen TPUC3 ldirdas Tnewu barcode lumadnuwnn dendnnss
cassette loading port AuLtnluiune iign ﬁmlﬁﬁwwﬁ?ﬂﬂium%wmuLﬂ‘%'aaaai
Tuanuy preparation LmawvmvswmmmummmLﬂu‘lu reagent disk Wiou
U register tenlaesalusia TUsunsuvesszuursesions Liuu‘umaﬁummmaaa
viaauieTumnogiifunld 6 da
10.1.3 NISLATUNFIDYINTIA
- dlelullaanzuds idhuuuinvesdsdinnadediivewionsnoutlaany
Sglaifinsaeudisuring) TPUC3 Lot ﬁiﬁi’fmuagj Tetun1snude 9.
gndlaifinansiatiesgishednsmunuamnnluseuiutuy T udunmsnsuisnslude 11.
ﬁﬂﬁ%@&iwﬁl\ljﬂaﬂl,‘*ﬁﬂl,ﬂ%ﬂ cobas ¢ 501 H1U core unit VBRI cobas 6000 analyzer series
Tnganunsald Primary tube aw1A 13x75 mm. Aiffegdlitdosnda 500 lulasans(sample
dead volume 500 ul) 13Uy Rack Awdedmduasdinsaafidy Urine uag Rack A&y
dmSudadmsraiiiu CSF
dwhmsnsalinszsiuasiSonguamuisnisiszylilugiloufuRanuizes Operator's
manual cobas 6000 analyzer series(MN-LAB-065) Tneweded cobas ¢ 501 9E¥NN5ATI
ATEeesEUUSAIUTR Ay Test definition Tirvuals fadl
Cobas ¢ 501 test definition

Assay type : 2-Point End

Reaction time / Assay points : 10/ 10-30

Wavelength (sub/main) : 700/505 nm

Reaction direction : Increase

Units : mg/L (mg/dL, ¢/L)

Reagent pipetting Diluent (H,0)
R1 : 100 pL -

R3 : a0 uL -

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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Sample volumes Sample Sample dilution

Sample Diluent (NaCl)

Normal : 6 uL - -
Decreased : 2 uL - -
Increased : 6 uL - -
Calibration
Calibrators S1: H,O

S2-S6: C.fa.s. PUC
Multiply the lot-specific C.f.a.s. PUC
calibrator values by the factors given below
to determine the standard concentrations for
the 6-point calibration curve.
S2:0.025 S5:0.250
S$3:0.050 S6: 1.0

S4:0.125
Calibration mode RCM
Calibration frequency Full calibration

- after reagent lot change
- as required following quality control
procedures
106 eURaNTIATIzATldnedy me/dL

11 %’umaumiﬂw@uqmmw (quality control procedures)
11.1 danuualunsaiuauAuAIW

TE989nsuidovjoRauzesnmsaiuausiulalunuaimuansiinsest (WP-LAB-21)

11.1.1 nawinsindunanismuauaunwnely liiasandenldnguisngiiuusiilily
Modern “Westgard Rules” oA 1-3S, 2-25 %38 20f3-25, R-4S SauiuLnosl
between run CV<0.33TEa Waz Peer group SDI < 1 lagn15AnMIuAII9aouLas
Uszillunan1smiuaununmneluen1snsIninsien Total protein urine lu
Quality control chart(Levey-Jennings chart) ﬁﬂ%’mﬁummﬂmimﬁh Mean, SD
YaaraeUURn1g
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w1 9 910 16 il
TuiUsenald : 1 nuaniug 2566

SaLenaNs : WI-LAB-028
uwilupdadt : 3

Modern "Westgard Rules": N's of 2 and 4 Date:
Tech:
Control
Data
In-Control
Report Data
A
No
4
135 No 225 No Ras No No 8x
o | 4 CONSECUTIVE 8 CONSECUTIVE
one point = (across runs) The range control values on |
outside 3 SD 2 CONSECUTIVE (difference) between oneside of the ,‘éa uefs gn ONE
values outside the two controls within a mean and further M
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
Vs values outside the 4 consecutive runs within 2 controls
SAME 2 SD. Loor across 4
- wﬁh;rg%gsogtrols consecutive runs.
Yes consecutive runs.
Yes
v y \ Yes ’ v
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 %
. > = | 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 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 wnh;rc\rf)scso?trols consecutive runs, etc.
Yes consecutive run.
Yes
] ] Y Yes * Y
Out-of-Control, Reject Analytical Run
Problem:
Resolution:

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

11.1.2 Precipath PUC, Precinorm PUC Jundnsaeiave Roche YUINUTIYVINGL 5 mL

11.1.3

11.14

11.1.5

T4n579791A5129% Total Protein Urine s1ufindsainyi Daily End maintenance 1A3e4
cobas ¢ 501 wanasaluyiwIaIUszana 15.00-18.00 W.ATINIATIZAATAIUAY
A nIEAUBENaTon 1 Ay Tu 24 Halus vietuar 1 adtasunnszdurounie
wieutuludunansrasogwesiheseusnuesfutuameluiuiifingnse
Anserensageuil

Amunlda Allowable total error (TEa) 994n15MAgU Total Protein Urine #9
TEa = £40%

AamuaduUssanivesruuUsUsIuvesnTageUsEniet (between-day
imprecision) Tngldinausifisausudie CV < 13.33

Liquichek Urine Chemistry Control i{uansiagaiuauaanmiiduveaas gniu
Snliluguiiugamnd 2- 8°C flongnisldnumuiissylithenn desiwiaias
Taueonundaistiuongidudunan 5-10 wifl Wedaldnuud v luiulily
Fidugangd 2-8 °C flongmsldanlaiiu 30 fu doeldonliuanlffude
WertiluviaussgEudunoumutadly Hitachi cup
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11.1.6 Precipath PUC, Precinorm PUC \uansianauaunmuniniiduvesmad gnifiu

S liluguiifugamgil 2- 8 °C flongmsldaumudiszylidran donhndiaz
Tueonudsisliuongiduunan 5-10 wit Welaldnuudlvhlufulily
Fifugungd 2-8 °C forgnsldeniliiAu 4 and Woarldnulinalsmdude
Fertuiluvinussydudunoumutsadlu Hitachi cup

11.2 T8N1IAIVANANAMN

11.21

11.2.2

11.2.3

11.2.4

11.255

11.2.6

#5I9EBY Lot VesansIanauANAmAINTzning Lot flazldanudy Lot fiflegluiaies
i Lot Linseriulyl download Teyavesansianaiunuamninlinssiuiu Lot Tn
Turusiiiniasogluaniuy Standby wihiiy
wsnansTanenuaunmuaIn(control material) Tn¥ealdnaAsnsfiguanimunly
TuenansuuuvesansianmuaunmnIwiliy
U599813 70 AIUANANNIMUTUINS 300-500 Tulasdns(sample dead volume =100
uL) aslu Sample cup (Hitachi cup) wéntiluansly Rack dvm Tushumiafidivun
13
diliaseah control TnensufiAnusiade “nisi Control” lugileufimeu
Operator s manual cobas 6000 analyzer series(MN-LAB-065)
ANMIUNTIVEBUNA IQC UBININAFBY Creatinine AIENHNITATUANAMATN
(control rule) ma QC procedure fifvunliogsasinanesaowedoyaiidu
gl WAnaaunliy amnuidssiasinanuaainndou Wewisunisudluay
Hosfurourhnmavaaeusiegeiae fil

-N15ANENNE 1QC NHANITATIVIATIEH Precipath PUC, Precinorm
PUC l¥ifinnunsaadouna IQC LUaafuuasn1snsaa Total Protein Urine Tuguuuy
n3MRL control unit ¥eaA3eY cobas 6000 ¢ 3 JUMULTIAY QC > run status
(Wansua QC ¥aeyn test TunTiAediu uand1vedusay test Imnagluveuiun
mean= 25D #38lil), QC > individual (ln519aeuna 1QC lnsaziBunduse test 3
NSV Levey-Jennings chart) kag QC > cumulative (Aanewti individual 10u
doyalunth individual Gagaidenifumumuaniulifivi cumulative)

- Fasumsradeuna 10C TazBemnniu dnunismsviinae
Total Protein urine Tu Levey-Jennings chart laglglusinsa TIQCon
(Total Integrated Quality Control for clinical laboratory) nansfiausRoche 47¢
Uszanana $09n19UTsUBUNANU Peer group Haz

nIvE0UNA 1QC WuUShluiRam control rule Afvuald

Slowan19vh 1QC finsazifiangniseueuAmnIn (out of control) WazKANIS

YV

AU Total protein dkullinnazianaiansadiinogsiltodAglindnnis

Y

AN NNANTUNFNARBNNANITNTIAFIBE I HIANTINsiAdiadTinuay
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uNUNNENFINeT Isanenuiaaengualdizen

WwUFURNUTes : nM13nTIa Total protein urine/CSF

sfaenans : WI-LAB-028 wih 12 910 16 wih
uilvasadi : 3 Fuitusemelld : 1 nuaniug 2566

v

Anetassiuiuandunsudluiasmugeudnuaslsedniam asduiinaeasziden
nsusuusudlafivhludedestunsind lusuusuiind fifinsudlunsdng 10C
liegluinasiunnsgiuseniunuain (FM-LAB-025) ) ilevhmsudluanmguesaiiy
AALAREULEN TragrTiTiinTeiinedietaett Tuoundulufinnsaneny
e Tesifioantaluudtusaudnsihauauamnnagluseunountii
naNEWe : TIQCon is Web base peer group comparison tool(inter-laboratory) for Roche

SWA customers using Roche manufactured controls.

12 JuppunsieuLiisuszninwissujuianis (Interlaboratory comparisons)

nsSEUWEUTEnINBaUfURANT3 (Interlaboratory comparisons) Tanuiunisaussideu
UftRnuFesmsasaudulaluanninmansinsei(we-LAB-21) Tnefidartwuadidey dail
12.1 viesUiRn1sidhan EQAS Clinical Chemistry (Monthly) Program LitelSeuiteunanis
ATIATIER Total protein  sewinavesufiAnis @dliuinislae BIO-RAD Laboratories
fuansasinsaudntes 1 A msadasaudnlurslifufoufiguiouremn? anudlunns
Usedluiouar 1 ade daudifeunsnniau-figuiey 3w 12 ae/Al

12.2 fpeiesgiisuinveunuanainmginaaiadinluaeiusidunsesolinnein
AN total protein aufufiusensnageududlusieganluswnsy EQAS Tnensasiandeuiuly
fumsnsasediefislunulszdriulifuiudmuedsmenuissylfuueandannussg
A79E19 EQAS 0dusinzifiou

12.3 Juiindesenua online WUsgidiu(submit results) gravzofiuinan1sUsidu(view or
print EQAS reports) #1149 www.OCNet.com

12.4 elusunsu EQAS Ussiliuwaiafauda 19 Download Teaumasniulildnuno
UszansnmlunisiUSeuliieusenineesuuRnis

125 asaaeunansisuiisusswieiosliifins Tneldinasiuasitmnedsd
-Urine
TE < TEa, lo TEa = +40%, % TE=%Bias+1.65%CV
Bias < Bias goal, lo Bias goal < 18.0055%
Z-score < 3.0, Wnuny < 1.5
126 fianmsinnsiadinddnuasimihiififedemniefuilenaUssliuEQASTsMAzoy  Total

Protein Urine laifuldmunasiviodhmaneiinimue nsizdaimvaiiniass andunisufifnsudly

Wedosiumaiing  wasduiinunasmsudly/desiulunvuduiinufiansudlunsdlna EQA Tyeglu
INEUIILATTILEDNTUANAIN (FM-LAB-020)

13 ?iﬂi‘umu (interferences)

naui(criterial) : Anutaduresansaelutsumunan sIaseilaliiu 10%  finnududuves
Total protein 91 120 mg/L (12 mg/dL; 0.12 ¢/L)
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uNUNNENFINeT Isanenuiaaengualdizen

WwUFURNUTes : nM13nTIa Total protein urine/CSF

iﬁaLaflaws : WI-LAB-028 Wi 13 990 16 v
uilvasadi : 3 Fuitusemelld : 1 nuaniug 2566
13.1 Urine
13.1.1 Urine fifldhudszneuseluiilsuniunsnngau Total protein
anwely Urine USunauvesdiuusznau
Icterus conjugated bilirubin < 342 pmol/L (20 mg/dL)
Hemolysis hemnoglobin SUNIUAONANITATIVIATIEN

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

-Exception: Levodopa, methyldopa and Na2-cefoxitin cause artificially high
total protein results and calcium dobesilate causes artificially low protein
results.

-Other: Patient samples containing > 8 ¢/L of organically bound iodine from
Radiopaque media (e.g. Hexabrix) may have falsely elevated results.

-High levels of homogentisic acid can be found in urine of patients with the
rare genetic disorder Alkaptonuria.11 Homogentisic acid in urine samples at
concentrations > 0.6 mmol/L can cause false results.

-The administration of gelatin-based plasma replacements can lead to
increased urine protein values.

13.1.2 CSF

Anwaly CSF JSunawesdiulsenau

(3

Hemolysis hemoglobin SUNIUABKNANITATIVNILATIEH

14 wdnnMsYeIvBItuRBUMSAUIMIRE IR lENAaHS SauseiitneaTesaniinnnulduiveuresnsin
(principle of procedure for calculating results including, where relevant, the
measurement uncertainty of measured quantity values)

14.1 #3049 cobas ¢ 501 azFnmmANLduduYes Total Protein Urine luwsaziiag1ansia
TAlnednlusis

14.2  Conversion factor: meg/L x 0.1 = meg/dL

mg/L x 0.001 = ¢/L

143 msAnaa1ndliviueuyein1sin Total Protein Urine IviUfURnnu “viade 4.4 n1s
ps19deuAUllLLLeuYBINITInAINALT IS LM Im%"aﬂiuﬁﬂuﬂf]ﬁﬁmuﬁlm A139ANTT
nsruIUNsNAEaU (WP-LAB-20)” astusinlilu “as1enisuszanumandliudueuuesnis
TlunsnageulieUsunains g R(FM-LAB-281)”
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uNUNNENFINeT Isanenuiaaengualdizen

WwUFURNUTes : nM13nTIa Total protein urine/CSF

sfaenans : WI-LAB-028 wih 14 910 16 wih
uilvasadi : 3 Fuitusemelld : 1 nuaniug 2566

15 94129919999 FnmuTeAIN1sAnaulanneadiin (biological reference intervals or clinical
decision values)
Urine fmustasAd1edawes Total Protein fsioluil
24 h: < 140 mg/24h
Random: < 150 mg/dL
CSF fmumrdnsdees Total Protein dlaseluil

reference range acc. to Tietz: 15-45 mg/dL

16 Frefisreaunanisnageuld (reportable interval of examination results)
A1 AMR (Analytical Measurement Range) ¥4 Total Protein Urine @8 4-200 mg/dL

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

DINan1SVAd@au Total Protein Urine > 200 mg/dL 1384 cobas c 501 ﬁﬁmi@?ﬂ automatic
rerun function Mudr Wethsegesnannaiewdnindiaiomardmstinl n3es
cobas ¢ 501 aziFoasdedsmsaludngrdin 1:3 nafildiasesazduialaega dilution factor
= 3 ilngdnlud®

18 AIngR/Audaiaw/Nwunzau (alert/critical values, where appropriate)
1aid]

19 mswdananiepatinvasiesujiinis (laboratory clinical interpretation)
n1smsI9TAsEsy Protein Tullaany 1¥lun1sdfiads wasshuilsaiiistuiula waviile vide
deulssend AnUnd Seardanalsimuniiy proteinuria 3o albuminurialdl d@mun1snsIase
st Protein lu CSF MlumsdifaduasSnulsasnan seilie meningitis (Wanassniau),
brain tumors (uzidene) uarlsaindesedlussuudsyamaiunansdaanzinanms
N394 plasma WIUKTI glomerular cappillary %ﬂﬂiauﬁﬁmmﬂimLaqamﬂﬂ'j'] 40,000 A1a
Fiu ﬁgmmngﬂ@jm%mé’u drlusfuiflawadnnit azsunisnses LazgNidneann
Jaany Wsiulu CSF fovun 1nannsturuwesisiuain plasma 113 Blood-CSF
barrier nsifingetuvestusiuly CSF \intuiiiosatn fin1sBusinu Blood-CSF barrier fiun
Fu videenadnnmniiunsdaaTzive immunoglobulins

20 unasiuvesAwlsusiuianalindu (potential sources of variation)
20.1 1181 (Reagent)
- Wonanmannisiivinwilignseaseviuneny
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uNUNNENFINeT Isanenuiaaengualdizen

WwUFURNUTes : nM13nTIa Total protein urine/CSF

sfaenans : WI-LAB-028 wih 15 910 16 wih
uilvasadi : 3 Fuitusemelld : 1 nuaniug 2566

- 1asy lot vy, Waey cassette dulvial
= a 1 a
- filag@nnne USuneslaileanse
- usnw cassette Tnglaisalinsaanavinliiinnesonia
20.2 asapusieu (Calibrator)
- WANANNSAYANY WL avaeRndndu, allaluniswseuRanain(n1siuleag, syesiianty
gj Gl a 2% = ¥ a
nMsarangdunseenuiuly mskEssesattunsazaneUssunn 40 wiilagldmaianiy
Auuzdveaudn), Msazangarsaeuiiisunuiudlildgamngiiefreeze-thaw)ld
nanuuiulunsaswiuld, dviazateanusn(@isld Purified Water Diluents %38
reagent grade water), Anuldiduilawertuilosanuanlimdniuldfduwndunaunis
wsgnlUaudsnsnaulimdnfulifneunisnsiainaues calibrator
- finssemelllesninnisussy calibrator Ysunautiagly sample cup sauiunissiaisliunu
A o . A A = [V v = 9
915911 Calibrator MWAeTEIUNSITLAIUN T ULABUTIDN
- waey lot Twd
- [HouanMvIevianeNy
=1
- U991
- 14 Blank laliwangay
20.3 LA38sdle (Analyzer)
1 o a dll i -'-NI &
- unaarillawas (source lamp) Wenmueignsldau (esiasumne 1 o)
- viowhdseniirieliouniu reagent probe gastl AU VINAIILEANEL
- Cuvette d@nusn
- probe @nysn
- Aszwalninllaen
- 1agLIan Calibration
- Measurement syringe $2/\&@ou
- YR9ASYN preventive maintenance Asdley wasiasuezlwall 1wy source Lamp,
reagent probe, sample probe waalile calibration Tul
- 911 maintenance check #38%1 preventive maintenance Lag9sauUnsalivinauteuly
AuugRHEaATo e mun
20.4 @19819lEnTIIATIEY (Sample)
- i98193n15 clot TusEMININITNTINIATIEMULATBIATIEH
- fhegraiinssewmeiiiasnnasislivuiuluieugn sample probe aalunsidimsey
Tnglaniznsandnisuusieg1eusunutesld Hitachi cup/Hitachi micro cup

21 1@n&@1991984 (references)
21.1 Tluunsnuien Total Protein Urine (PI-LAB-028)
21.2 afleUjURauTes Operator's manual cobas 6000 analyzer series (MN-LAB-065)
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uNUNNENFINeT Isanenuiaaengualdizen

- 4| FBUJURSes : n13n33 Total protein urine/CSF

SYaLeNaIs : WI-LAB-028 91 16 910 16 i

uwiluasan : 3 TuiUsenald : 1 nuaniug 2566

21.3 Tuunsnansiiieu Cfa.s. PUC (PI-LAB-114)

21.4 TuunsnansaAIuANAMAIN Precinorm PUC (PI-LAB-136)

21.5 luunsnansaiuAuAmnIN Precinorm PUC (PI-LAB-136)

216 sedouUfiinudos msdanisnssuunismaaey (WP-LAB-20)

217 sudevufiRnudonsaiunnusivlsluaunmaansiinged (WP-LAB-21)

22 a1ANUN
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WHHNNENBINen Taanenunafannsaidazen FM-LAB-008/00(01/10/2560)

Uszdinisudlu/muniutenansannin

'
a wa ]

Holonans WI-LAB-028 : F3UUR MY 1594 1139333, Total Protein. Urine/CSE

avuwnl

Ju/idew/ U y SNUALLDYN AR

an
aee
=

A

11 W.e.62 avunsn YgaduUuuna

(@)

1 N8, 63 WA NIRTU Pgauvuuna

—_

1n.9. 64 WALTD 3 ANWAUENIIUTEANTAM kAN YeaUUUUT

N

Creatinine tJu Total Protein

uflode 11 funeunsmueunmnm wilude
gou 11.1.2 anduatiay 2 ade Tufuduniuas
Fungaud 1Uu asnndiasieiansaiuny
ArunmNIEAUDEon 1 A%t Tu 24 Falus
vieTuaz 1 aSsnsunnszduneuniendeuriuly
f"fumimaﬁ]éha&hwmz’{ﬂ’wiwL.Liﬂsuaﬁuﬂgu
wnglutuiidnsnsalnssisiensmaaouil
wiladedes 11.1.3 anddansiay 2 ads Tufu
FunsuazTungiaud 1y asainsgsiens
AR YNSERUBEeTian 1 Ada Tu 24
s viiefuar 1 aSansunnseiurounie
wauuluiunmInsiamiegiswesUiesensn
gasfuthwamsluiuiifinsasainssinens
nagouil

whladeges 12.1 910 Creatinine 1Ju Total
Protein

whladeges 12.2 910 Creatinine 1Ju Total
Protein

wileda 13 dssuniu uiledees 13.1.1 101
Fasuniuiivdu Lipemic aen

1n.8. 65 3 whlede 7.5 ansianaiuAuAmnIn endniite | wigduuuumn
7.5.1

uiloda 11 dunsumseueuamnw snidndo
11.1.2, 11.1.7 uae 11.2.5.2

wNbta 21 1Na1591983 enénts 21.4

1 A.N. 66 3 NUNIULEL blTnswAlY PrgauUuun
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UNUAWEISINGN
1sawenunan1engualanzsn

AU URI
1309
N130339 TOTAL PROTEIN URINE/ CSF

WI-LAB-028
wilundadt

ARV
(WedUUuuwn @3zsud)
HIAN1TIMINTSIAAGTN
............. Y S SOV
AU EAIRIIN
(93NRYY1 NI )
HIANITAAIMN
............. Y S S
ARG .9,

(dnsuema  Auvdy )
Wntvieauusnis
............. Y SO U

fuiivssmeld: (u)  Gilew) @)
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