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1. 5’mqﬂi$aﬁﬁﬂlaﬁmi%ﬂaau(purpose of examination)
1.1 Wionmadauinainszimseau Albumin Tusieg1a Urine way CSF §18 1A309957931A5 24
Falufi cobas ¢ 501 auUTEN Tina-quant Albumin Gen.2 (ALBT2 Cat. No. 04469658 190)
12 lensaamen Albumin Tu Urine 19luns3tade wazdhwlsaiintuiule wazinle sidesenls
089 AAUNG Faazdewmalimunng proteinuria %38 albuminuriald
1.3 iensrave Total protein Tu CSF Mlunsifadonassnwilsnsinee Wy meningtis (Iawes
§nLau), brain tumors (Uxt59a14) LLazIsﬂamL%aﬁﬂaq Tusguudsgamaiunans

2. ndnMsuaziinisvestunauilddmsunisnagau (principle and method of procedure used
for examinations)
2.1 #dnMT (Principle) :
Albumin Tufeg199zyiUAseniu Antibody i albumin 1ialdu Antigen-Antibody complex
Gezannzneu Yarudu Mistuandudadiuiuaududuves Albumin ludaegns
2.2 38n13(method) : 14938 Immunoturbidimetric assay

3. anwENIeUsEANSAN (performance characteristics)
AudnuEIUsEAEamaInIsaday Albumin urine sieluiignsBaannluunsminen Tina-quant
Albumin Gen.2 (PI-LAB-029) Tusda Specific performance data \Jusigeunan1snsiaadey
Uszdvsnwlushegesiinsnan sl
3.1 AaanvuzAuANwiug(Precision) : iWunsesvaeunuuiudlagldfeognmsianin
UYWELATAIIAIUANAMAIN F1Y internal protocol PTITATIIFBIATEI cobas ¢ 501
sauffuthen Tina-quant Albumin Gen.2 Tagld3ansnsaaiadn Albumin $1uUU within-

[

day/within-run (repeatability) Wag between-day run ( intermediate precision) Inaded

3.1.1 Urine
a) repeatability, n = 21 (n529ATEEN 21 ASTluTBUNINAGDULREIN)
Mean SD NANT
Y| psraaou
(umol/L, (umol/L,
mg/L mg/L %
mg/dL) mg/dL)

Precinorm PUC 30.7 0.467,3.07 0.2 0.003,0.02 | 0.8 | Pass

Precipath PUC 108 1.64,10.8 1 0.01,0.1 | 0.7 | Pass

Human Urine 1 14.3 0.217,1.43 0.2 0.003,0.02 | 1.6 | Pass

Human Urine 2 252 3.83,25.2 q 0.06,0.4 1.6 | Pass
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b) intermediate precision, 3 aliquots #8 run, 1 run AU, MFAfNU 21 Tu

Mean SD WanN13
V| psqmeu
(umol/L, (umol/L,
mg/L mg/L %
mg/dL) mg/dL)
Precinorm PUC 31.2 0.474,3.12 0.5 0.008,0.05 | 1.7 | Pass
Precipath PUC 105 1.60,10.5 1 0.02,0.1 1.2 | Pass
Human Urine 3 13.6 0.207,1.36 0.4 0.006,0.04 | 2.8 | Pass
Human Urine 4 60.6 0.921,6.06 1.4 0.021,0.14 | 2.3 | Pass
3.1.2 CSF
¢) repeatability, n = 21 (A5991A5 G 21 ASslusounsmadeuLiEat)
Mean SD WaNg
V| m529aeu
(umol/L, (umol/L,
mg/L mg/L %
mg/dL) mg/dL)
Precipath PUC 99.2 1.51,9.92 1.4 | 0.02,0.14 | 1.4 | Pass
Human CSF 1 174 2.64,17.4 3 0.05,0.3 | 1.7 | Pass
Human CSF 2 383 5.82,38.3 4 0.06,0.4 | 1.0 | Pass
Cfa.s. PUC 454 6.90,45.4 q 0.06,0.4 | 0.8 | Pass
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d) intermediate precision, 3 aliquots #9 run, 1 run #9U, YAAADAY 21 U

Mean SD Wan19
CV | ps19dau

Serum/plasma (umoV/L, (umoU/L, i

mg/L mg/L %

mg/dL) mg/dL)

Precipath PUC | 91.0 1.38,9.1 29 0.04,0.29 | 3.2 | Pass
Control level 2 | 389 5.91,38.9 7 0.11,0.7 1.7 | Pass
Human CSF 3 166 2.53,16.6 il 0.06,0.4 | 2.3 | Pass
Human CSF 4 366 5.56,36.6 5 0.07,0.5 1.3 | Pass

3.2 AudnunzlilolUsuLisuisn1smageu (Method comparison)
Ans1evien Total protein Tngldfagnsinuyudiia @ deinias COBAS ¢ 501 (y) wWisuifiay
fu3as Roche/Hitachi 917 () léwasist
3.2.1 Urine
Sample size (n) = 129
Passing/Bablok: y = 1.021x - 291 mg/L, T = 0.984
Linear regression: 'y = 1.026x - 3.66 mg/L, r = 0.999
Tnefinansiins1zsiegsening 4.60 uag 386 me/L (0.070 uaz 5.87 umol/L,
0.460 way 38.6 mg/dL).
3.1.2 CSF
Sample size (n) = 85
Passing/Bablok: y = 1.000x - 8.75 mg/L, T = 0.936
Linear regression: y = 0.991x + 0.301 mg/L, r = 0.992
Imaﬁmamﬁmiwﬁagszij 53.0 kg 1087 mg/L (5.30 wag 109 mg/dL).

4 «inf19819 (type of sample)
4.1 Random Urine %38 24 §3lua Urine lidfldans preservative wagnisusasdsmsralugifu
MADANTTIALAY
4.2 Cerebrospinal fluid (CSF) laifnslaans preservative msthuendadenunsdiivudoun ey
PzilnalunInTIATIzi
4.3 157539 Total protein urine wiazAss A3ee cobas ¢ 501 214 Normal sample volume 6
lulasdns
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4.4 ANUAIAIVDIAIDYIY

wilafeg gaunil ALAYAT
Urine 15-25 °C 7Y
2-8 °C 1 1hoU
(-15)-(-25) °C 6 DU
CSF 2-8 °C 19U
(-15)«(-25) °C 6 U
(-60)-(-80) °C Laigifvun

5 Asin3euUae (patient preparation)
Taidl

6 UTTNNVDINVULHATETTAULAY (type of container and additives)
6.1 Ussnymueanziarasfuudsdslivssamedaiuduidmee
vaenvinlifiarsiudenuda(Plain tube) 1Hussadiagne UrinewasCSF vuiaussy 4 mL
6.2 Ussnyueanwugiliussasiegniiiaiomnalinge
viaeuilnliiflanstudenuda(Plain tube) 1Hussafogns UrinewasCSF Atunsnmenauudn
Apan1sUsIuiegeliteunin sample dead volume (500 lulasans)

7 Lﬂ'%'aaﬁaqﬂnszﬁﬁaﬁ’%ﬂmmzmimﬁ (required equipment and reagents)

7.1 A30wmsnTasesnlugf : 19eSea cobas ¢ 501 Fadeuseiuipios cobas e 601, Control
unit waz Core unit HuszULIATIZATIEuNT897 cobas 6000 analyzer series nﬂdﬁul,‘flu
NANAUTMUBIUTEN Roche Diagnostic Usgineilgosiu

7.2 wdeathuCentrifuge) : Tdmsutluwen Urine/CSF finnundasaulunistlu 1,800 rpm Juan
5 Ui

7.3 1henseas1est ; [9hen Tina-quant Albumin Gen.2 (ALBT2 Cat. No. 04469658 190) tJu
cassette yathendnFagundonldanuiready-to-use) wanstausidsio Roche lny 1 cassette 729
1§ 100 Tests iiusnuilifiguma 2-8°C Mdlikenss aediorgmislfnuaudsiununogiisey
114 cassette ifloilaldamuuinies cobas ¢ 501 udazilongnislinu 12 dUnsi esduszneu
yasansiillutinen ALBT2 fisil

R1 TRIS buffer: 50 mmol/L, pH 8.0; PEG: 4.2 %; EDTA: 2.0 mmol/L;preservative
R2 Polyclonal anti-human albumin antibodies (sheep): dependent on titer; TRIS

buffer: 100 mmol/L, pH 7.2; preservative
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7.4

7.5

7.6

1.7
7.8

7.9

R3 Reagent for antigen excess check.
Albumin in diluted serum (human); NaCl: 150 mmol/L; phosphate buffer: 50
mmol/L, pH 7.0; preservative
R1is in position A, R2 is in position B and R3 is in position C.
asUTuLsan T
7.4.2 Standard 1: H,O (sterile distilled water for injection)
7.4.3 Standard 2: C.fa.s. PUC, Cat. No. 03121305 122 mﬁmﬁmﬁﬁﬁa Roche
ANTIANATUANANIN
7.5.2 Liquichek Urine Chemistry Control WJu Third- Party control material ARSI e
BIO-RAD wunaussquanaz 10 mL ldnsiadiaszilunsudriudunsuas Sungiaud i
$nwnlifigaumadl 2 °C fa 8 °C WloWaldudlmAuinulifigamad 2-8°C flengnnsldau
TaitAu 30 Tu
7.5.3 Precipath PUC, Precinorm PUC nansinusiiivie Roche 1u1aussquanag 3 mL 14nsia
AiAszsiuTinga1nvi daily maintenance 1383 cobas ¢ 501 udnasalutianan

a

Uszanas 15.00-18.00 u. TufudunsuayFumastaud iledinldudlifAusnuliionmed
2-8°C fognisldaulaiiiu 4 duansi
Auto pipette, Volumetric pipette 3 mL, 5 mL WLa¢ Pipette tip dusuldinsenasazane
calibrator uay control fiogfluguuuuidunsusia (Lyophilize)
Distilled water dwsuldazany control/calibrator
Diluent NaCl 9 % (50 mL) dmiulfi3earsirognednlusfnsdiasdemsafiangs then Diluent
NaCl 9% wledilailaldnumsiiuiignmgil 2-8°C azilongnislinuauieiununengiiszying
cassette WoWaldnuudiazileny 12 dawi
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 @@ @n5uan9 calibrator

7.10.2 Rack @13 d1m5U219 control

7.10.3 Rack 81 dmsuanesaegsiifiu Routine
7.10.4 Rack Auns dwsuresegneiiiiu STAT
7.10.5 Rack Awides dwsunefegafidu Urine
7.10.6 Rack Aty dwsunefedieiidu CsF
7.10.7 Rack #hana dmduaneiiognedu ‘

7.10.8 Rack @dy7 TdiveuresnuaTes
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8 ?iﬂLwﬂé’auLLaxmsmUQummﬂaaﬂﬁ'ﬂ (environmental and safety controls)
8.1 é’aamquﬁamaLLazL?;jaﬂqmmwﬁﬁ’amw,ﬁaﬂaaﬁ’umiamL%@U’]wﬁmﬁawﬂu@aumﬁ’u
FDY1INTIY
8.2 thenfldunauvesansausudnundiuUsenevvesienlimsnduiuvdeduiatuimidnenss

9 %’umaumsaamﬁau (calibration procedures)
9.1 Yemuualun1saauiisy

9.1.1 ¥msaeulisunuy 2-point calibration fiuthen ALBT2 #ldnusiufuiniensas
34A519% cobas ¢ 501 18
~ Weldenhen ALBT2 adausn
- 191 ALBT2 wWibugunissaa(Lot) Il
~ fim3¥h preventive maintenance soulnanieiinmsasutuduerafiinansenu

seANsIn uazilona 1QC uavwie EQA/PT Usiindl systematic error ideaudly
Yeymeenisasuifisulun(re-calibration)

9.1.2 manmainmasaeuliisuiiieains Standard curve Tngldansuuusiannsgiudiuu 2
sy Visludfsyiuay 2 aduilemeanade arsuSuudanaspuiildaeuiiou
Usznaumie

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

9.2.2 M9I9ABUTUNIHAR (Lot) ¥as C.fass. PUC Cat. No. 03121305 122 fiwSenagldan Lot
flagldausiosmssiuLot s download deyanisimuaeududures Total
protein urine 1fiul3luiATes cobas c 501 &wnn Lot Aazldaulaingaiu Lot Aifleglu
ipi3es 1% download eya Cfa.s. PUC Lot Imsilusauziiaiesegluaaug Standoy Tae
UfuRnuiite “NMInsiaaeu 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) waaldasiuluges
fifinaaindt “H,0” ved Rack @

9.2.4 U35y Cfa.s. PUC Usganay 300-500 lulasdnsasly Sample cup (Hitachi cup) Tdaalulu
Rack A Suidieauiulute 9.2.2 u§whms calibrate 1¥e1 TPUC3 Tngmsufoanu
Wve “n1991 calibration” Iu@ﬁaﬂﬁﬁaﬂmﬁaﬂ Operator s manual cobas 6000
analyzer series (MN-LAB-065)
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10 TUABUYBINTZUIUNIS (procedural steps)
101 Famswaeaaieile then wazfet1ensn eun1snsIaiases
10.1.1 3Enswsiesele
- §n5393AT 1My Daily begin 13a1 06.00 u. Ny
- a¥ai(Operator D) uazswaru(Password) e ldnuszun
(Logon)Lﬂ%‘laam’JﬁﬁLﬂi’wﬁ cobas 6000
- pyrvdeuliinaninen Auxiliary fussqlugiuun cassette ldud NaOH-D
cassette, SMS cassette, 9%NaCl cassette ViLwﬁaﬁluLﬂ%ﬂ 51‘1J%mm1§1m@?1ﬂd1
sysuiiimuall wiheoesuansiundssonisuineiududsie Iildden
cassette Tugditnluunu
- p9r9aeuUUSN LAt RNT e Auxiliary ?J"uq lAun NaOH-D, Cell Detergent 1,
Acid Wash Solution, Cell Detergent 2 SUSINA e AN sER U vua LY
Mﬁ?ﬁ]@ﬁ]“LLﬁNﬂﬁUﬂﬁﬂi’]Sﬂﬂiﬁﬂﬁlﬂﬁ?mﬂuﬁﬂ’sx‘i Tldvhenvslmlidnluunm
10.1.2 3ﬁmsmsammm (reagent preparatlon)
-1} Cassette 11971 ALBT2 20N NGIU ungnaainesn syvsladliisovidethduda
WOy barcode
- Boutudalduu Cassette 1hen ALBT2 Aeuthidniades wazastufinnisield
theusiay Cassette Tuuvutuinmateenunldnuine asunmsgiu Jansneds
GRELPITLEY LLa”ﬁQEJ‘UﬂiEUEJW] (FM-LAB- 187)
-1} Cassette 1181 ALBT2 Tdiede Tnesiu barcode lumaduann aondings
cassette loading port muwﬂmmﬂ i mﬂamsnmnlﬂiwmawmzLmaaasj
Tuanug preparation LASD9TY Lmuiwmu’m%muuﬂﬂme[,u reagent disk W5ou
U register tenlnedalusia I‘UﬁLmsmaqsvwLﬂsamaavLsuuummaqmmaaa
wawumawmmqmmmmh 12 Ui
10.1.3 NISLASEUMBYIINTIA
- Glethullaansuds isuuuiivesddnniadedddiiemdensnoutlaas
102 &dlsidnsaeuiioutinen ALBT2 Lot ﬁiﬁi’fmuagj Taufdunisaiuae 9.
103 $dslaifinsnnaiensifegmuauamnwluseutuiu Wsndumsaaisnislude 11.
10.4 thegnagtreituades cobas ¢ 501 H core unit YaaLA3BS cobas 6000 analyzer series
Tawaunsald Primary tube aw1a 13x75 mm. Aifldhegnsldifesnda 500 llasdns(sample
dead volume 500 uL) 13Ul Rack Fwdpsdmsuasdinsiafilu Urine uag Rack Funiiu
dvsudsdemsraiiiu CSF
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10.5

dwhmsnslineiuazionguanuisnisiszylilugiioufiRnuiies Operator's
manual cobas 6000 analyzer series(MN-LAB-065) TneiA3eas cobas ¢ 501 92¥N150579
AnseidesTuUSITuR mu Test definition firuunls il

Cobas ¢ 501 test definition ( Urine)

Assay type

Reaction time / Assay points :

Wavelength (sub/main)
Reaction direction
Units

Reagent pipetting

R1

R2

R3

Sample volumes

Normal
Decreased
Increased
Cobas ¢ 501 test definition ( CSF)
Assay type

Reaction time / Assay points :

Wavelength (sub/main)
Reaction direction
Units

Reagent pipetting

R1

R2

R3

Sample volumes

Normal
Decreased

Increased

2-Point End
10/ 10-34
7007340 nm
Increase
meg/L (umol/L, mg/dL)
Diluent (H,0)

100 pL -

20 uL -

40 pL 20 pL
Sample Sample dilution
Diluent (NaCl)
6 uL - -
6 uL 15 L 150 pL
12 uL - -

Sample

2-Point End
10/ 10-34
700/340 nm
Increase
meg/L (umol/L, mg/dL)
Diluent (H,0)

100 uL -
20 pL -
6 uL 20 yL
Sample Sample dilution
Sample Diluent (NaCl)
6 uL 10 pL 110 pL
3 L 5puL 180 pL
6 uL 10 pL 110 pL
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Calibration
Calibrators S1: H,O

S2-S6: C.f.a.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.
S2:0.0138 S5:0.467
S3:0.0228 S6: 1.00

S4: 0.0455
Calibration mode RCM
Calibration frequency Full calibration

- after reagent lot change
- as required following quality control
procedures
106 enuNanTeTETldutedu me/L

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

T BsnnssdevlfiRnutemnisaiearusiulalununimmansiingesd (WP-LAB-21)

11.1.1 nawinsindunanismuauaunwanely lriasandenldnguisngiiuusdilily
Modern “Westgard Rules” laun 1-3S, 2-25 %39 20f3-2S, R-4S TaufuLnus
between run CV<0.33TEa Wae Peer group SDI < 1 lnn15RnnIUATIEULAY
Usgiliunan1smuaunun N 1elurein1snsanin et Albumin Urine Tu Quality
control chart(Levey-Jennings chart) fasnadunainnsmen Mean, SD 984
WosUURNI3
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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
- | 4 CONSECUTIVE 8 CONSECUTIVE
one point & (across runs) The range control values on |
outside 3 SD 2 CONSECUTIVE (difference) between oneside of the '\&a uefs g” 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
] \ \ Yes ’ \i
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
315 6)(
! 3SA LI 2oi3izg AL Ras [0 p| 3 CONSECUTIVE 22 5| 6 coNsECUTIVE
one point - (across runs) - Therange | control valueson -
outside 3 SD 2 out of the last 3 (difference) between one side of the yalues on ONE
values outside the two controls within a mean and further side of the mean.
same 2 SD run exceeds 4 SDs. than 15D from This can be within
or This rule is only to be the mean. one control across
(within run) used within a run, not This can be within 6 consecutive runs
2 out of the last 3 across runs. one control across or
values outside the 3 consecutive runs within 3 controls
Yes SAME 2 SD. o across 2
Yes W'th;rgrf)::?tmls consecutive runs, etc.
Yes consecutive run.
Yes
] ] Yes *  /
Out-of-Control, Reject Analytical Run
Problem:
Resolution:
Find out more at http//www.westgard.com
11.1.2 Precipath PUC, Precinorm PUC iundnsiauiivie Roche 9u1nuss9unay 5 mlL
19m5797LA518% Albumin Urine Yiuiingaannyin Daily End maintenance 1a38q
v < 1 a
cobas ¢ 501 LLa'JLﬁif\ﬂu“U'NL'Jaqﬂﬁgmm 15.00-18.00 u.@i'ﬂﬁ]'ﬂLﬂﬁ’]%ﬁﬁWiﬂ'ﬂU@N
AUNNYNTEAUBENURY 1 AT Tu 24 Hilua seduay 1 ATIATUNNSEAUNBUNTE
wiauuluiumansismegisvesiUisneusnvesiutuangluiuiinismnsia
IATTNTIBNTNAERUL
11.1.3 mnualdan Allowable total error (TEa) ¥84n15Na@aU Albumin Urine Aa TEa =
+46.10%
11.1.4 fanuAdNUTEaNSY99ANULYTUTIUTDINITNAADUTEINNTU (between-day
imprecision) Ingldinauaifieusude CV < 15.37
11.1.5 Liquichek Urine Chemistry Control 1luansianaiuauamanminduvesnad gniiu

Snliluguiiugamnd 2- 8°C flongnisldnumuiissylithenn desiwiaias
Taueonundaistiuongidudunan 5-10 wifl Wedaldnuud v luiulily
Fidugangd 2-8 °C flongmsldanlaiiu 30 fu doeldorliuanlfifude
WertiluviaussgEudunoumutadly Hitachi cup
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11.1.6 Precipath PUC, Precinorm PUC \uansianauaunmuniniiduvesmad gnifiu

S liluguiifugamall 2- 8 °C flongmsldaumudiszylidrawn donhndias
Tueonudsisliuongiduunan 5-10 wit Welaldnuudlvhlufulily
Fifugungd 2-8 °C forgnsldeniliiAu 4 and Woarldnulinalsmdude
Feriiluviaussydusunoumutsadlu 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 Teyavesansianaiunuamnnlinssiuiu Lot Tn
Turusiiiniasogluaniuy Standby wihiiy
w3suansTanenuauAmuaIn(control material) Tn¥ealdnaAsnsiguanimunly
TuenansuuuvesansianmuaunmnIwiliy
U5998137anMIuANANNIMUTUINS 300-500 Tulasdns(sample dead volume =100
uL) aslu Sample cup (Hitachi cup) wéntiluansly Rack dvm Tushumiafidivun
13
diliaseah control TnensufiAnusiade “nmsvi Control” lugileufimeu
Operator s manual cobas 6000 analyzer series(MN-LAB-065)
ANMIUNTIVEBUNA IQC UBININAFBY Creatinine AIENHNITATUANAMATN
(control rule) ma QC procedure fifvunliogsasinanesaiowedoyaiidu
gl WAnaaunliy amnuidssiasinanuaainndou Wewisunisudluay
Hosfurourhnmavaaeusiegeiae fil

-N15ANENNE 1QC NHANITATIVIATIEH Precipath PUC, Precinorm
PUC lifinnunsaadouna IQC Hoafurasn1snsaa Albumin Urine lusuuuuns
K1 control unit ¥84LA3es cobas 6000 ¢ 3 g‘IJLLUU‘ﬁILiJE QC > run status
(Wansua QC ¥aeyn test TunTiAedfu uand1vedusay test Imnagluveuiun
meanz+ 25D w3ok), QC > individual (Idnsraaeuna 1QC tneazidundusie test i
NSV Levey-Jennings chart) kag QC > cumulative (Aanewti individual 10u
doyalunth individual agridenifumumuaniulifivi cumulative)

- Fasumsradeuna 10C TazBemnniu dnunismsviinae
Albumin Urine Tu Levey-Jennings chart Tnglelusunsy TIQCon
(Total Integrated Quality Control for clinical laboratory) nansfiausiRoche 47¢
Uszudana suiansilSeuiisunaniu Peer group kag nTI988UNa IQC kuy
fnlusiAnu control rule Afvuald
Slowan19vh 1QC finsazifiangniseuemAmnIn (out of control) WazKANIS

VYV

nagau Albumin Urine fuunliniiazdanaiansadinegsiidodayiddnns

Y

AN NNANTUNFNARBNNANITNTIAFIBE I HIANTINsiAdiadTinuay
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v

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

SWA customers using Roche manufactured controls.

12 JuppunsieuLiisuszninwinsujianis (Interlaboratory comparisons)

N3SEUWEUIENINBaUURANT3 (Interlaboratory comparisons) Tanuiunisaussideu
UfthRnuFesmsasaudulaluanninmansinsei(we-LAB-21) Tnefidartwundiddey dil
12.1 vosUfiRn1sidhsan EQAS Clinical Chemistry (Monthly) Program LitelSeuiteunanis
ATI91ATIE Albumin Urine seninasiesufjiinns @slsfusnnslae BIO-RAD Laboratories 3
fuansasinsaudntes 1 A msadasaudnlurslifufoufiguiouremn? anudlunns
Ussiliuftouas 1 Ay dausifeunsngiau-fguisu 1 12 ade/d

12.2 fpeiesgiisuinvounuanaiesginaedadinluaeiusidunsesalinnesinm
A1 Albumin Urine $haffufusienisnageuduslusiognaainluswnsy EQAS Tnsnsnsrandoud
lufumsnsasogsinelunulszd fulifuiudmvuadsenuiissyliuuaanthsnnussg
M8e19 EQAS UaiusiazLpiau

12.3 Juiindesenuna online WUsgidiu(submit results) gravzofiuinan sUsidu(view or
print EQAS reports) #1194 www.OCNet.com

124 \ilelusunsy EQAS Uszidiunatadawd 1 Download 1eamusasnifiulildnuniu
UszansnmlunisiUSeuliieusenineesuuRnis

125 asaaeunansisuiisusswieiosliifins Tneldinasiuasitmnedsd
-Urine
TE < TEa, Lﬁla TEa = £46.10%, %TE=%Bias+1.65%CV
Bias < Bias goal, lo Bias goal < 20.7560%
Z-score < 3.0, Wy < 1.5

126 FEnmFAnnsedaddnuazidmihififerdemniefuilenaUssiuEQASMsmagey
Albumin Urine lsifulumuinasiviedmanedidmun Ainsgiamaiiuiass sudunsufoinng
uilafiodostuninfndr wardufinunesmaudlydestulusuuiufinufofnisudlunsdlia EQA
Ldeglunauaiuinsgueeusuamnin (FM-LAB-020)
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13 SesUnau (interferences)
13.1 Urine
inasi(criterial) - Anududuvesansaeluisuniunansieseildiiy 10%  Anudud
483 Albumin 7 20 mg/L (0.30 pmol/L, 2 mg/dL)
13.1.1 Urine fifldhwdsznauseluildsunaunsmaaau Total protein

anwae Urine USuauvesaiudsenay
Icterus conjugated bilirubin < 855 pmol/L %38 50 mg/dL
Hemolysis hemoglobin < 248 pmol/L %38 400 meg/dL

No interference by acetone < 60 mmol/L, ammonia chloride < 0.11 mol/L,
calcium < 40 mmol/L, creatinine < 0.18 mol/L, Y-globulin < 500 mg/L,
glucose < 0.19 mol/L, urea < 0.8 mol/L, uric acid < 5.95 mmol/L and
urobilinogen < 378 pmol/L.
Drugs: No interference was found at therapeutic concentrations using
common drug panels.16
High dose hook=-effect: Using the prozone check, no false result without a
flag was observed up to an albumin concentration of 40000 me/L
(608 umol/L, 4000 mg/dL
13.2 CSF

wnasi(criterial) : audutuvesansAoluisumunansinsedliiu 10%  farududy

283 Albumin 7 240 mg/L (3.65 pmol/L, 24 me/dL)

13.2.1 CSF #fldhudszneuseluilllsuniunismaaau Total protein

anweouy CSF JSunauvesdludseneu
Hemolysis hemoglobin < 621 pmol/L %38 1000 meg/dL

High dose hook=effect: Using the prozone check, no false result without a
flag was observed up to an albumin concentration of 30000 me/L
(456 pmol/L, 3000 mg/dL).

14 ndnnsvesvastuRauNIAUIALE I ldNaaNS stuneiiisadesenfinnnuliuiueuvasnisin
(principle of procedure for calculating results including, where relevant, the
measurement uncertainty of measured quantity values)

14.1 #3049 cobas ¢ 501 azFmAmAMLduTuves Albumin Urine Tuusaziegiinsialilag
SR LULA
14.2 Conversion factor g/L x 100 = mg/dL
¢/L x 15.2 = pmol/L
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me/L x 0.1 = mg/dL
mg/L x 0.0152 = pmol/L
143 msAwiAIALlikiueureIn1sin Albumin Urine Tiufjifanu “vade 4.4 n1snsivaey
auliiiiueuresnmsinanandaliunn luFessidonfinnuies nsdananseuiunis

naaau (WP-LAB-20)” astudinlilu “misnenisussanaumanuliiiueuresnisinlunig
NAFDUTINUSH A8 R(FM-LAB-281)”
15 429919999 FnmuTeAIn1sanaulanieadiin (biological reference intervals or clinical
decision values)
Urine fmuntasfndnedawes Albumin sasioldd
2" morning urine: < 20 mg albumin/g creatinine
24-hour urine: < 20 mg/L
<30 mg/24 h
CSF fmunAnd19dewes Albumin fasiollil

Albumin CSF/serum ratio: up to 15 years 5.0
up to 40 years 6.5
up to 60 years 8.0

16 Frsfisreaunanisnagauld (reportable interval of examination results)
A1 AMR (Analytical Measurement Range) 94 Albumin Urine fig 3-400 mg/dL
A1 AMR (Analytical Measurement Range) U84 Albumin CSF Ao 36-4800 mg/L

17 AuuzihdwiunsiansannadeSnandenalsildegluiasnisia

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

measurement interval)
dwan1sneaau Albumin Urine > 200 me/dL waz Albumin CSF > w383 cobas ¢ 501 #ifl
Ms#a automatic rerun function Bud Weisetseananiaiosudiiidniesuasds
n59lual 1389 cobas ¢ 501 93139a719sdn29 Urine lushsndau 1:11 wadiléin3asas
Awalagan dilution factor = 11 Tilaggnlud@ ezl e919ddmsIa CSF Tusnsndau
1:6.2 Hafilsisesaziuinlnegal dilution factor = 6.2 Tlagdnlusia

18 ANIngR/Audaiaw/Mwinnzau (alert/critical values, where appropriate)
1aid]

19 msuUananiepdiinvasiseufjiinis (laboratory clinical interpretation)
Albumin 9a1lu Carbohydrate free-protein fiflaguszanas 55 -65 % voslushy
Navualy plasma @9azar8lun1inwsesu oncotic presure Tusnanie uazdininitie1es
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fun1svuds wagiivayay ligands wnnsnevanevile wardaduunaanes amino acids Tu
dedede

Albumin faniandAlunsduiuansdusléd 1w bilirubin, calcium wag long-chain
fatty acid uenani Albumin §eanunsadufiuanssiman Toxic heavy metal ions léAnes
fu enafiaseie Sadumamaaivayuldigifsziu Albumin Tuideam axiinansyny
fie N5LUINNTT N150ENYNBTBLEN (pharmacokinetics) aensditfudndny

Mg Hyperalbuminemia liAseiinudiAgylun1sitdady sniiunseal dehydration W
dm3unmg Hypoalbuminemia MAnanMsiiuthe Gelaummunainvanedads Ae ns
duareviaunilugUlglsadiu v3e HaaNn1suIAlsANIN NS Mseiy catabolism u
i’]ﬁlﬁLﬁ@Lé@Qﬂﬁ’]ﬁ’lﬁl (severe burns) #398NLAY N1IN13AATH amino acid AAUNG
(Crohn’s disease) Mg proteinuria anlsAln qumlﬁﬂﬂiaﬂuqfﬂmiz (neoplastic
disease)

20 unasiuveIAulsUsuNanaindu (potential sources of variation)
20.1 1181 (Reagent)

- Lﬁauamwmﬂmstﬁu%’ﬂmlﬂgﬂﬁaw‘%aummq
- wasy lot vy, Waegy cassette dulvia
a a I a
- fivlagennnd USuwslaileans
- udnw cassette Tnglaidalinsaanavinliinnesoinia

20.2 @saeusigu (Calibrator)

- AANISAYANY WU avaeRAdndIY, wAdaluNSmSsuRanaIn(nsULUAR, Ssegianty
g./l Gl a % = £%4 a

nsarangdunsesniuly mskdssezatlunisazaneussunu 40 wilagldwmaianiy
Auuzveaudn), Msazangasaeuiiisunududlildgumngiviefreeze-thaw)ld
nanuuiulunsalsuauly, duiazateanysn(@isld Purified Water Diluents %59
reagent grade water), Anuldiduilawertuilosanuanlidiuldfduwndunaunis
wssulUaudsnsnanlinfulufneun1snsiaina1vee calibrator

- InsemeLllasannnisussy calibrator Ysunautiagly sample cup saufunisissliunu

A o . P P | YY) 9] a Y

#5911 Calibrator AWATRIUNSITLAINN T ULABUTIDN

- wagu lot Tyl

- |FouanImviTenuney

- Ipg1N A

- 14 Blank lawinngay

203 p3esile (Analyzer)

- unaarillawas (source lamp) Weumuegslidau (msiUdeumne 1 o)
- viowhdaeniirieldeuriu reagent probe gau AU YINAUEANEL
- Cuvette @nusn
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21

- probe @nysn

- nszualniinlinad

- tagLIa Calibration

- Measurement syringe $1/dou

- #84n19911 preventive maintenance ﬂ%y’\ﬂ%ﬂ.j viieUAsuerlnalval wu source Lamp,
reagent probe, sample probe uaalild calibration Tusl

~ %1 maintenance check 38vh preventive maintenance waenaseuniolivhmuiouls
Auuzthignanesosiletmun

204 Fegafildniadnsieit (Sample)

~ fee1afinns clot Tusgninsnisenaleseiluaiesinsen

- é’aaemﬁmﬁzmsJLﬁmmm?iy’aﬁaﬁmw,ﬁulﬂﬁaugﬂ sample probe AAlUATIIATIZY
Tnemznsd@iifiniswisiegnsUSunatiosld Hitachi cup/Hitachi micro cup

LONE1381984 (references)

21.1 Tuunsmiren Tina-quant Albumin Gen.2 (PI-LAB-029)

21.2 @jﬁaﬂﬁﬁamuﬁ'aﬂ Operator's manual cobas 6000 analyzer series (MN-LAB-065)
21.3 luunsnasiiisu Cfa.s. PUC (PI-LAB-114)

21.4 TuunsnansaIuANAMAIN Precinorm PUC (PI-LAB-136)

21.5 luunsnansaiuAuAnnIn Precinorm PUC (PI-LAB-136)

21.6 sudouufoRnudes nsdanisnszuaunInaaay (WP-LAB-20)

217 sudevufvRnutomsaiunnusivlluaunmaanisiinged (WP-LAB-21)

22 A1ANUIN
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wHUNNENEInen lsanenunadiangenfdere

YoLaNds

Uszdinisudlu/muniutenansannin

'
a wva A

WI-LAB-029.: 35Ufj UAe1u. 159911391533 Albumin. Urine

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

Ju/dew/ U

=
JNYaTLRYA

o
aNYD

11 n.g.62

auuLIN

YrgdUUuunT

1 n.e. 63

whkyyeRTU

YrgaUUuune

1ne. 64

uflode 11 Funeunsmuauamnm uilade
dov 11.1.2 :nduamnia 2 aa Tufudunsuas
Fungaud Ju as9dnsisiaseuny

AN mnszRUBEton 1 A%y Tu 24 Falus
vietuay 1 afsrsuynsedunouniendoniiuly
ffunisnaieg et enInves uty
anglufuiiinmninnginenmeaeui
uilodagos 11.1.3 anduanias 2 ade Tuty
JunsuazTungiaud 1y asaadaseiians
AUANAMAMYNIETUBENaTTas 1 Asa Tu 24
il vietuar 1 aSinsunnszduneunie
wiauAuluiunsnsivfegrsvefUlsseusn
vosfutuendlufuiiinenainneinens
yagouil

SRR

1 n.8. 65

wAluta 7.5 @15TanAIUANANAIN BNENTITR
7.5.1

uflode 11 unounismuauamnw anidn
Wie 11.1.2, 11.1.7 uag 11.2.5.2

wAluta 21 1NaN59198e Bnldniite 21.4

yreaUUuun

1 N.N. 66

v [P="]
PUNIULAL bTIn1swAlY

YreauUuun
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