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1. 5’maﬂs~mﬁ‘°uaams1nﬂaau (purpose of examination)

1.1 Wennadasnainszimssiu Total Iron Binding Capaoty (TIBC) Tudegns serum,
plasma, FewriemsaiaTeienlud® cobas ¢ 501 Saufuthen Unsaturated Iron- Binding
Capacity (UIBC; Cat. No. 04536355 190)

1.2 Manuneen1zlaining

1.3 JladeuazinnunisinwUae iron deficiency anemia wag chronic inflammatory

disorders
2. ¥aNNsHazIsN1sVaIIUnauUlddnsunisnagau(principle and method of procedure used
for examinations)

2.1 ¥dnn13 (Principle) : 11 Unsaturated Iron-Binding Capacity (UIBC)

Fe™ + transferrin Alkaline buffer - transferrin-Fe™** + Fe** (excess)

Fe™ (excess) + 3 FerroZine » Fe*"-(FerroZine)

ANMUIUYBIATLANT UL LUSHUNTIADAUAUTUTUYDS unbound iron TLAABLAILLUSHNNY

uANLIUTUYeY Unsaturated Iron-Binding Capacity #4In91nA13QANaULaIasdfiiuay

2.2 35n13(method) 1975 Colorimetric assay

3. anwuENIeUsEANSATN (performance characteristics)
AN wIENIUsEAVEAMYRINIMIAGEU TIBC Aeluiidnsdsannluunsntinen Unsaturated Iron-
Binding Capacity (UIBC) (PI-LAB-023) lusadie Specific performance data tJusgaunanis
n31vaeUlTEANS N Nlufeg 19 inmA1gY el
3.1 M’lﬂ,JLLﬁ,J'usj’l(Precision) LﬂUﬂqimiﬁf\]ﬁ@Uﬂ?qﬂJLL:LI‘L!EJ"II@‘EJI?J’GYJEJEJ']\W]TJ"U"\]’]ﬂNUT’JEJLL@ AP
AIUANANNIN AL internal protocol ATITIATIEREASeN cobas c 501 S’Juﬂ‘U‘mm
Unsaturated Iron-Binding Capacity (UIBC) Ineldisn1snsiainan TIBC FAUU within-

[

day/within-run (repeatability) Wag between-day run ( intermediate precision) VLé’fmame
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A9819 Serum/Plasma

a) Repeatability, n = 21 (n529ATIZNRE) 21 ASILUTBUNITNAGDULAYINL)

Serum/plasma Mean SD cv CVa NaNNT
(n=21) umol/L | peg/dL | pmol/L | pg/dL % % A379d9U
PCCC1 39.9 223 0.5 3 1.2 <5.00 PASS
pPCCC2 56.0 313 0.6 3 1.1 <5.00 PASS
Human serum A 46.1 258 0.6 3 1.3 <5.00 PASS
Human serum B 102 570 0.5 3 0.4 <5.00 PASS
Human serum C 155 86.6 0.7 39 4.3 <5.00 PASS

b) Intermediate precision, 3tA318% 3 aliquots ¢ run, 1 run Aedy, yAeseiu 21 Tu

Mean SD cv CVa WNANS
Serum/plasma
pumol/L | peg/dL | pmol/L | peg/dL % % fFIVEDU
Precinorm U 23.7 132 0.8 5 35 <6.67 PASS
Precipath U a1.7 233 0.7 4 1.7 <6.67 PASS
Humanserum 3 16.5 92.2 0.8 4.5 4.7 <6.67 PASS
Human serum 4 24.3 136 0.8 5 3.1 <6.67 PASS

3.2 WisUBUIsN1snAaeU (Method comparison)
ASITUTIBC Imﬁl%’éhasmmﬂwwéﬁgq Serum, Plasma feiA3es cobas ¢ 501 (y) iauiu
\A384 Roche/Hitachi MODULAR P (x) léinatsi
$19879 Serum/plasma
Sample size (n) = 58

Passing/Bablok Linear regression
y = 1.01x + 1.86 umol/L y = 1.03x + 1.23 umol/L
T =0.956 r=0.997
The sample concentrations were between 7.50 and 80.1 umol/L (41.9 and
448 pg/dL).

4. ¥inf19819 (type of sample)
4.1 Serum
4.2 Plasma il Li-heparin 1duansiudenuds
4.3 m3ns1a TIBC usazAsa 13as cobas c 501 214 Normal sample volume 20 lulasans

5. Msw38uUIe (patient preparation)
Taidl
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6. UTSNNUDINIVUSHALAITAULAS (type of container and additives)

6.1

6.2

Uszlnmuesnvziavansiuussdsldussasegaduduiidmsaam TIBC aun

6.1.1 Li-Heparin Blood Collection tube (hUanasndilen) & Lithium Heparin {uansiu
Fonwds YUIAUTTY 3 mL

6.1.2 Clot activator Blood Collection tube({Uanagnduad) YuIAUTIY 3-4 mL

ANAITIYDITEAU TIBC lunvuzussaiiuagliflanaifuuss

wilamee AR ALIAIAT
Serum/Plasma 15-25 °C 43U
2-8 °C 7

7. w3asiingunsalnignluuazingmagau (required equipment and reagents)

7.1

7.2

7.3

7.4

75

7.6

7.7

LA3DIRTI AT RluR - T9A309 cobas ¢ 501 FudouraiulASes cobas e 601, Control
unit waz Core unit Wuszuudnsesiiisandedn cobas 6000 analyzer series nnauduy
NANAUTNVBIUTEN Roche Diagnostic Useineileosiu
\3estiu(Centrifuge) : Tdmsudunen Serum/Plasma finnuisisaulunisth 3,500 rom 1
1281 10-15 i ndndanegudondudunicliUssinm 5 wifineuduuen
mmmmmmi’lw : Tsﬁmm Unsaturated Iron-Binding Capacity (UIBC; Cat. No. 04536355
190) i cassette yahordsagunienldnuready-to-use) nanfnusisde Roche Tne 1
cassette n573ld 100 Tests LivdnwliTlgamgll 2-8°C 1dlidanss azflongnslinuauiieiy
mIno187iTzying cassette WaWaldauuuiaies cobas ¢ 501 wdazflengnisldam 8 duni
asAUsznavvasansiaiilutien UIBC Sl

R1: Ferrous chloride: 62 pmol/L; sodium hydrogen carbonate:

75 mmol/L; TRIS buffer: 375 mmol/L, pH 8.4; preservative

R2: FerroZine: 20 mmol/L; hydroxylamine: 160 mmol/L; pH 2.5
ATUTULANINTFIUY
7.4.1 Standard 1: H,O (sterile distilled water for injection)
7.4.2 Standard 2: Fe standard, Cat. No.12146401 216 Namﬁmsﬁ?jﬁa Roche
mﬁaamuqu@mmw PreciControl ClinChem Multi 1, PreciControl ClinChem Multi 2
wAnSumDsie Roche wunAussgvInae 5 mL linsadesgivuiindsannii daily
maintenance 1A384 cobas ¢ 501 udnasalugisiaiuszanas 15.00-18.00 u. Tedudaziu
Auto pipette, Volumetric pipette 3 mL, 5 mL uag Pipette tip dmsuldinsouansazans
calibrator uaz control Miogfluguuuuidursusia (Lyophilize)
Distilled water dwsuldazans control/calibrator
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7.8 Diluent NaCl 9 % (50 mL) dwm3uldideansdiegednludfinstiiied1ansiadian UIBC guiu
700 pg/dL 1ien Diluent NaCl 9% ladslidldnunmiuiigumnd 2-8°C agilangnisldan
uisTumnegiisyying cassette WaWaldanuudnaziieny 12 dai

7.9 nuugiagliussgfednnaiintanannvasaifiudiegaiusu ldud Sample cup(Hitachi
cup) Cat No. 10394246001, Plastic plain tube, Hitachi micro cup

7.10 Rack i 8 viln
7.10.1 Rack @1 d1m5U179 calibrator
7.10.2 Rack @12 d1m3U279 control
7.10.3 Rack & dmsusiegnafilu Routine
7.10.4 Rack Auns dmdunnefieeneiilu STAT
7.10.5 Rack Awdes dwmsuinsiegnefiidu Urine
7.10.6 Rack Anitu dwiuneegreiiu CsF
7.10.7 Rack @dana dnsunnesegadue
7108 Rack AT Miflothsssnuiaes

8. alau,'mé'auLLazm'ﬁmuqummﬂaaﬂﬁﬂ (environmental and safety controls)
8.1 éfaammm:ﬁamqLLazL?:aﬂqmmsﬂﬁﬁﬁmmﬁaﬂmﬁ’umiamLﬁ'?iyamwﬁmﬁamilu@aumﬁu
AI9E19M T
8.2 thenfdunauvesmsnueninwidusznevteniien limsnduuvdedudatuimillaenss
8.3 Cassette thenfldmunudiliidudmeziad

9. %uﬁaumiaamﬁem(calibration procedures)
9.1 Yonuualunsaeuisy
9.1.1 vmsaeulisuluy 2-point calibration futhen UIBC fldnusiutuinieinsiadingzs

cobas ¢ 501 ile

~ Weldethen UBC adiusn

- 1191 UIBC Wasugunisudn(Lot) Tul

~ fim3¥h preventive maintenance soulnandedinmsiasutuduervafiinansenu
seANsIn waviilona 1QC wavvde FQA/PT Usiindl systematic error Aideaudly
Yeynsenisaeuiisulumi(re-calibration)

9.1.2 manmainmasaeuliisuiiieaing Standard curve Tngldansusuusiannsgiudiuu 2
seiu vhedeluiRseiuay 2 afafiomanads asuSuutanessuildaouiioy
Usznaume

- Standard 1: H,O (sterile distilled water for injection)
- Standard 2: Fe standard
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9.2 WATFIUNYU

9.21 ATIFOUTUNIHAR (Lot) U84 Fe standard MnTesayliau Lot agldnudenseiu
Lot 7iias download deganisimuaanududuyes TBC 1iulilupdes cobas ¢ 501 &
yn Lot Magldanilaingadu Lot Affegluindes 19 download feya Fe standard Lot Tyl
Tuvaiziiiniesegluanug Standby IneUfiRnuside “nsnsaaaeu ot wazn1s download
calibrator” Iu@jﬁaﬂﬁﬁamuﬁaﬂ Operator's manual cobas 6000 analyzer (MN-LAB-065)
9.2.2 Usmﬁﬁﬂé’uﬂismm 300-500 lulasansaslu Sample cup(Hitachi cup) wadldaslulugos
fRnaandn “H,0” ved Rack A
9.2.3 U339 Fe standard FinFouldnuudiuszuna 300500 Tulasansasly Sample cup
(Hitachi cup) Tdaslulu Rack dfduietuiulude 9.2.2 udwvims calibrate thenlaens
UfURauTe “n15911 calibration” Mdﬁaﬂﬁﬁ’ﬁmuﬁ'm Operator s manual cobas 6000
analyzer series (MN-LAB-065)

10. IUNDUVBINTZUIUIU (procedural steps)
10.1 35N5mSuLATe9lle 1181 LALHIBY1INTIA NBUNITATIVIATILH

10.1.1 FBmswieuedesie

- IN933AT ey Daily begin 1381 06.00 u. yndu

- 2338141 (Operator ID) wayswarnu(Password) ieldeuszuy
(logon)A389M5I934ATIZY cobas 6000

- pyavapuUTinathen Auxiliary fussgluguuuu cassette 16uA NaOH-D
cassette, SMS cassette, 9%NaCl cassette Fmdoluades d1USnaensni
syduiimunals wiheeesuansiundensihoniududing Wldien
cassette Tuiitnluunu

_ aviedeuUSinauasiiving Auxiliary ‘51461 lAuA NaOH-D, Cell Detergent 1,
Acid Wash Solution, Cell Detergent 2 fUSinahesninsesuTis el
wihapavuansiundssiensingisududsing Wldthervalmidnluum

10.1.2 3‘§ﬂ’13wﬁ8m§’1m (reagent preparation)

- 11 Cassette {fﬂm Unsaturated Iron-Binding Capacity (UIBC; Cat. No.
04536355 190) DanaNFifu wngwanaineen seisllvflevdordusfauny
barcode

Fouudalduu Cassette 1hen UIBC Aeuthidniaies wazasufinnsidaldihen
wsiae Cassette lunuudufinnsihesnunldeurinen d15005g1U Tane198e ans
AUAY Lavdsgunsaldun (FM-LAB- 187)

~1h Cassette 1181 UIRC Tduridas Tneviu barcode lumadnuem aendhnss
cassette loading port éfuvﬁ’wiﬂmfm 60 ﬁmlzﬁ'ﬁwmﬁﬂﬂiuLﬂ%wmvLﬂ%qasi
Tuaaug preparation LATD99Y Lﬁ]’]“i%f}]’m’lﬁﬂLLﬁ“‘Ll’]VLULﬂ‘UELu reagent disk W3o
U register thenlagsmlusia IﬂmﬂsmawwmaaqumvLiuuummaammaaa
vdaauieTununorgiifvunld 8 dawi
nanspauAn fengnislden 1 3 duanduiidsuludlansiange
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10.2
10.3
10.4

10.5

10.1.3 MSW38UFI0E190159
- dsdenmiadeshiogludnunzidinusiufiasisdngn
- Asdwiianssunmuuiteldlifuauseandealuinded 13, a1ssumu
NsNAEOU
- lethuwendsdansaald Serum/Plasmalda Aduuuiivesdsdmsiadedliiivies
visereuliluTuasyey wavAlsiidiures Serum/Plasma ag1etiay 500 plL
fnéfdlaifinisapuifioutinen UIBC Lot #lldarueg Tsiduiiunisnade 9.
grdlifinansatiesgishednsmunuamunnluseuiuty Weidumsnuisnistude 11.
ﬁ?@]”saﬁmﬁﬂ’wvﬁ%ﬂ%"aﬂ cobas ¢ 501 KU core unit YBAASEY cobas 6000 analyzer series
Tawausald Primary tube aw1m 13x75 mm. Aifldhegnsldifesndt 500 kilasdns(sample
dead volume 500 pL) 219UU Rack En(nsailiisemiu)nse Rack Auns(nsilAen1snaniu)
w38lY Automatic pipette anfegtliteanit 100 lulasdns(sample dead volume 100
uL) Talu Sample cup (Hitachi cup) 219Uu Rack
dwhmsnsalinsesiuazienguaniuisnisiszylilugiioufjiRanuies Operator's
manual cobas 6000 analyzer series(MN-LAB-065) Tn8LA3049 cobas ¢ 501 92¥1n157M579
Ans1e9i sz UUSALLTR eu Test definition Tiruunly dail
TIBC test definition

Assay type : 2-Point End
Reaction time / Assay points : 10/ 34-70
Wavelength (sub/main) : 700/340 nm
Reaction direction : Increase
Units : pmol/L (ug/dL, mg/L)
Reagent pipetting Diluent (H,O)
R1 : 55l 70 pL
R3 : 25l 20 pL
Sample volumes Sample Sample dilution
Sample Diluent (NaCl)

Normal : 20 pL - -
Decreased : 20 pL - -
Increased : 20 uL - -
Calibration
Calibrators S1: H0

S2: Iron Standard
Calibration mode Linear

Calibration frequency  2-point calibration

- after reagent lot change
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- as required following quality control Procedures

Enter the correction value for the calibration with Iron Standard as instrument factor
y =ax + b, where a =-1.0and b = 0.
Traceability: This method has been standardized against a primary reference material
(weighed in purified material) through iron.

106 FUNanITIATIzATlededu pe/dL 1um3ﬁﬁﬁ1quﬁu 700 pg/dL Tundiee19e8nUn
nnnsemdihdiaiesdnaduiiodinsaclul wn3es cobas c 501 ¢ dilute Shlugih 1:2
Sonaiaiaazuansan TIBC igase 2 TriSeuies

11. Giaja'umaumsmuquﬂmmw (quality control procedures)
111 damuualunsaiuauAuaIw

$18snsufovUfiRnuEensaisnuiulelununmnanisiesgd (WP-LAB-21)

11.1.1 nawinsindunanismuauaunwnely liiasandentdnguisngiiuueilily
Modern “Westgard Rules” TouA 1-3S, 2-2S %58 20f3-2S, R-4S S3unULNeua
between run CV<0.33TEa Way Peer group SDI < 1 IngnshnauaTIvE UL
Uszidlunanisniuauaanmn1eluuein1snsadasieyt TIBC Tu Quality control
chart(Levey-Jennings chart) fia$13duana1nn1smen Mean, SD Y9I URN3

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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Modern "Westgard Rules": N's of 2 and 4 Date:
Tech:
Control
Data
In-Control
Report Data
A
No
4as
135 No 22s No Ras No No 8x
— »| 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 '\(/ja uefs gn
values outside the two controls within a mean and further slqeiofthe:mean:.
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
- WIth;rérigsogtrols consecutive runs.
Yes consecutive runs.
Yes
Y \ \ Yes ’ 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 R4s No No 6 X
) 7 = »-| 3 CONSECUTIVE | 6 CONSECUTIVE
one point - (across runs) - Therange “| control values on - |
outside 3 SD 2 out of the last 3 (difference) between one side of the values on OHE
values outside the two controls within a mean and further w
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
Ve values outside the 3 consecutive runs within 3 controls
SAME 2 SD. Lor across 2
Yes wnh;rc\risc;)?trols consecutive runs, etc.
Yes consecutive run.
Yes
] ] ] Yes *  J
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 Li‘]umﬁaﬂ
AUANANWITIAT LI WAReIEV Roche YNAUTIUIRaE 5 mL Tinia
Auas1ei TIBC Ha 2 syduviuiivdsannsi Daily End maintenance 4384 cobas c
501(lawA n15911 Clean probe and nozzles+Process green wash rack) wanasalu
Y9380 U0 15.00-18.00 U. YDIUAATTUATITNATIENAITAIUANAMNINYNTEAY
oo 1 ads Tu 24 $alas vdetuay 1 adiasunnssduneuvdonseutulufuns
maaéfnaﬂwum@'ﬂwiwLLimJaﬁwi’uLawwlui’uﬁﬁmimaﬁmeﬁiwmimaau
i (N=2, R=1)

11.1.3 141 Allowable total error (TEa) 983n159agey TIBC Tu Serum/Plasma = +20%
(81989910 CLIA 2019)

11.1.48 mMsfanuaduUssansveeruuUsUsInveensmaaaussninetu (between-day
imprecision, % CVig) 30 total v Tngldinausifiensulddesliiu 1/3TEa
- Serum/Plasma: between-day run CV <6.67%

11.1.5 msagagansianAIuANAMAIN PreciControl ClinChem Multi 1, PreciControl
ClinChem Multi 2 Muss@3uusis(Lyophilized serum) neuazanelimiinuss
Fruwsilindeisligamgivesdou 10-20 it auduladildgumnilndifes
gauniivied wazlunanlarvialilameausednseds wmsen1sussquinly
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JEUUAYYINA fﬁLﬂmﬁuﬁ%ﬁﬂﬁm%é’mLLﬁq‘ﬁagjmdummﬂﬁaaaﬂmﬁ Fangyiloy
aradudulaignios 14 Volumetric pipette gadngfhazansingdu) 5 mL asly
azanensdSuu Jeehwaaldain feaniield 1020 wit easunanliuaylsidniu
Tnanisunisansazanesiudumuunun iiluwnaulegliliinneseinie sy
NEusaea3es Mixer 91niusvanadilisn 5-10 wifl deasunaliuanliidsu
waniidunsasanenuaudiimaneriaedisl ifgumgiviesdnusram 15-30 un

44' v a' v v ¢ < Y v & X a o a & ° v
L‘W’eﬂwa’]i‘wazmmﬁasmﬂmmuﬁm LﬁiﬂLLa'JNﬁﬂJIWLUULu@L@S?ﬂu@ﬂﬂﬁﬂﬂ@uu’]‘lﬂiﬁ

nufigaumgivemsewiaiuisamgiivesniniiiu - 20 °C diimsudaiuluges
wauds (-25 °C) - (-20 °C) Tu Hitachi cup 300-500 lulasans neutid1AS oINS
a v ° S 2 vyd a v [ oA v ag v a
Insesesmdanslingamgiiveadiung 10-20 uii wielvlagaumgilndiAes
gaungivisanay warlvlduwimaieiuillunisazate Calibrator

11.2 FMsAUANANN

11.21

11.2.2

11.2.3

11.2.4

11.2.5

#TI9E8U Lot Y83anTianAIUANANNWIENIN Lot fazldaudy Lot Aiflegluiaies
i Lot Linseriulyl download Teyavesansianaiununmninlinssiuiu Lot Tn
Tureiliaiesogluaniug Standby wiiiy

wsuansTaneuaunmuaIn(control material) Tn¥ealdnaAsnsiguanimunly
TuenansuuuvesansianmuauAmnwiliy

U538 TanAIuANANNINUSUIAT 300-500 Tulasdns(sample dead volume 100
uL) aslu Sample cup (Hitachi cup) wéntiluansly Rack dvm Tusumiafidvun
13

diliaseah control TnensufiAnusiade “nmsvi Control” lugileuftifenu
Operator s manual cobas 6000 analyzer series(MN-LAB-065)

ANMINATIVEBUNA IQC YBIN15NAGRY TIBC Agn)n1sAavANAMAIn(control rule)
m13 QC procedure Viﬁmuml*’iasmaﬁwLauasimﬁaw%a%’agaﬁL“f]um’]w TRnnw
i mnudssigiAnanueaaedou Wewisunsudluasdestunouriing
yagouiieg1ethy fail

-MIAnAIUKE 1QC INKAN1IATITIATIEAPreciControl ClinChem Multi
1, PreciControl ClinChem Multi 2 fnmunsiadeuna IQC Wewuveinisnsie
TIBC Tuguuuuns ety control unit ¥8aLA38s cobas 6000 161 3 sUNUUTILIY QC
> run status (WaRaNa QC YaeN test TunsImiiediu uansrvewias test 3900
agluvaulum mean= 25D vieli), QC > individual(ldnsiaaeuna IQC lngavidyn
WJuse test Insamluuu (Levey-Jennings chart) uay QC > cumulative (A&1891N
individual Judeyalumii individual Fegridenidusunuuniulifive
cumulative)

- Bamnunsiadeuna IQC TaziBenunniuly Levey-Jennings chart 1wy
N13R519A e TIBC laglglusunsu TIQCon (Total Integrated Quality Control

wnansmuAN Hengnisldew 1 1 duanndundiuilpudlaniaaige
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for clinical laboratory)nansiadg Roche agUszanana SIMBN1sUIs UL URANY
Peer group Wz A539d8UNa IQC wuUSmIugAn1Y control rule fifhuualy

11.2.6 1lonansvi IQC finsagidinngn1sAIuANAMNIN (out of control) kAZHANTS
yaaey TIBC duudlifufiazianarnmanatinegrsiifvddnligdanisaunim
finnsandausneensansngiasedisineg fiansinmsieiinatnuaziifeidos
Suwdudiliunisuilowagniuasudnuagusydnsam asduiinsvazdeanis
Uudgaudlafiviludetesiunaiadilusuutuiind fiRmsudlonsdua 1QC liiog)
Tunasismsgueonuamnm (FM-LAB-025) ilevhnsudluaimguesainy
paALAREULE TrazaTiTiinTsiinetnetaet) Tudoundulufiansanseny

HadnIeiTioanualUudtiusawsin svimuanaunmaegluseuneuntil

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

N33 ULBUTEnINmeIUfuRn1s  (Interlaboratory  comparisons)  Wisiiunismusiiau

UftRnudes nsaduanuivlaluannmaansiiesgd (WP-LAB-21) asfitermunuaginasi

@ﬁumwﬁﬁ’]ﬁ'zg st

12.1 viosUfiRnisidrsan EQAS Clinical Chemistry (Monthly) Program iileiUeulfleusanis
AT ATIEE TIBC senineviosufiRnig ddlviuinislag BIO-RAD Laboratories fifmunnns
affnsandnlar 1 e¥ msadfrssndnluhddfufouliguouremnd  euiluns
Usedluiouar 1 ade daudifeunsnniau-fiquiey 3w 12 ay/Al

122 fpriesginsuiaveunuanaiesginaedadinlumsiusidunsnsaiesein
A1 TIBC Saufufusienisnaaeudusluiegisainluswnsy EQAS Tnenisasaandeniuluiu
mamsameethgluuuszd fuliiiutuivundinenuiissyuueanthsnnuss
719819 EQAS Uadusiaziiou

12.3 Jufindesenuna online Wusziliusubmit results) aravIoiainan1sUsIiu(view or
print EQAS reports) #1194 www.OCNet.com

124 flelusunsy EQAS  Ussiluwawe¥audr 1 Download miesmumannAulildviumu
UszdnSamlunsiSeuiiguseninaeslfusinig

12.5 A939@euNanIsieuisussninaeslfuifinig dmsudiegns Serum/Plasma laglginaun
wazidhmanesail
- 1Nl Absolute Z-score < 3.0, Wnng < 1.5
- N TE < TEa, wWhvane TE < 4%
e TEa = +20% (CLIA 2019), %TE=%Bias+1.65%CV
126 FEamFAnnaedaddnuazsidmihiiiierdemniofudlenansuszifiu  EQAS  nsnTaa
TIBC Ldulupanausivdedmneiiiivue  Tinswiaiveiiuiess  dudunsufiiing
uilafiodostuninfnd wasduiinunsnisudly/dostu Tusuutufinufoanisudlonsdua
EQA lagluinaisnnsgiugeusunanim (FM-LAB-020)
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13. #95Un7U (interferences)
F5u/naaun Nilarulsznause lLlusuniunsageu

Criterion: Recovery within + 10 % of initial value at an iron concentration of
60 pmol/L (335 pg/dL).

Fnvnuz T5/manau USuauvesdiuusznau ASNIAUIU
Icterus | index < 60 unconjugated bilirubin &g 4+
conjugated bilirubin < 60 meg/dL
Hemolysis | H index < 40 hemoglobin < 40 mg/dL 1+
Lipemic | Lindex < 300 | L index v3omugu laduiusiu O+
(Intralipid) J3ueu Triglyceride

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

Exception: Oxytetracycline causes artificially high UIBC values at the tested
drug level.

Pathologically high levels of albumin (7 g/dL) decrease the apparent UIBC
value significantly.

If the patient’s serum iron exceeds the binding capacity of the transferrin, a
negative UIBC value will result.

In patients treated with iron supplements or metal-binding drugs, the
drug-bound iron may not properly react in the test, resulting in falsely low
values.

The physiological function of deferoxamine containing drugs is to bind iron
to facilitate its elimination from the body. Therefore any deferoxamine
concentration interferes with the UIBC assay.

In the presence of high ferritin concentrations > 1200 pg/L the assumption
that serum iron is almost completely bound to transferrin is not valid
anymore. Therefore, such iron results should not be used to calculate Total
Iron Binding Capacity (TIBC) or percent transferrin saturation (% SAT).

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

macroglobulinemia), may cause unreliable results.

F3Uand (Icteric serum)

Billirubin concentration
1+ = 25 mg/L = 0.25 mg/dL
2+ = 5.0 mg/L = 0.50 mg/dL

2+ 3+ A
i. ‘ . — - 3+ = 10.0 mg/L= 1.00 mg/dL
m 4+ = 20.0 mg/L= 2.00 mg/dL
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Fsuniindenunuan (Hemolysed serum)

Hemosglobin concentration
1+ =09 ¢/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

%?uwjuﬁ‘lmﬁ'u (Turbid serum)
Absorbance 660 UlulnT
1+=04

2+ =0.8

3+=1.0

4+ =12

14. RANNISVDIVUADUNITATUIULND LA LARNAANS 52UNIA1AU LU UBUYBINITINVBINISNAFU

15.

16.

weUsuae (principle of procedure for calculating results including, where relevant, the
measurement uncertainty of measured quantity values)
14.1 #3949 cobas ¢ 501 azAnamAududuves TIBC luudaziiagrimsalmaesnlulih
14.2  Conversion factor: mmol/L x 18.02 = meg/dL

mmol/L x 0.1802 = ¢/L

mg/dL x 0.0555 = mmol/L
143 nsAnnaanNliktueuweinsda TIBC TWUdinu “@#ide 4.4 mansraaaunnulyl

wiuauvesMsinINANdTinm TuFesadounfiifvuies midanisnszuiummaaeu

(WP-LAB-20)” asvuiintilu “a1519n1suszanaiananuliniusureinisinlunisnagautds
US1NaIAS19A(FM-LAB-281)”

1 1Y a IS = 1 v a aa . . . .« e
429A191999M 9T INKIBAINISARAUTaN9AALN (biological reference intervals or clinical

decision values)
A1 TIBC Un@ = 228-428 ug/dL

°U"N17ii'1Uﬁﬁuwaﬂﬂi%ﬂaaulﬁ(reportable interval of examination results)
A1 Analytical Measurement Range @a UIBC : 16.8-700 pig/dL
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17. Auuzihdwunmsiansannadelnandenalsilfegluiasnisia
(instructions for determining quantitative results when a result is not within the
measurement interval)
fan1snAd@au UIBC >700 pg/dL \A384 cobas ¢ 501 Viﬁmi@i’j\‘i automatic rerun function 13
dethdegnseeniniedesdiidedeuasdinsalng 13es cobas ¢ 501 913091989d99 97
Tudnsidau 1:2 wafildiedesazdunnilasga dilution factor = 2 Tilaesmlusf

18. A1INgR/ALINRBU/Mnuzad (alert/critical values, where appropriate)
Taidl

19. mswlananiepdiinvasiasujjiinis (laboratory clinical interpretation)

Total iron-binding capacity (TIBC) ﬁaﬁhﬁuaﬂﬁqmmmmaﬂumﬁuﬁuammﬁﬂ ldinseau
serum transferrin 119803 &1 serum iron AndUARLAZAN TIBC geninundnansinguaeduniy
1a%091991NN15U A5 RLAAN

20. wndsTianvasAulsUsufionaiady (potential sources of variation)
201 then (Reagent)

- Lﬁammwmﬂmslﬁu%’ﬂmlajgﬂéfaw%awmmq

~ Wy Lot Tugl, Waewu TIBC cassette sulnl

- fivlpepnnia USumsliiveane

_ \Augnen TIBC cassette Taglalddlnss onaviliiAnnlosenne

20.2 Yan@aeuLiey (Calibrator)

- wAlAN1Sarane WU avaeRadndIY, wedalunsmssuRanan(nsluiung, ssegianty
nsaranpdunsosn vl asldszoznanlunisazaneyssuna 40 wilneldimadam
Auwuztvesndn), nsavaglildaaumgiiiesfreeze-thawllfianuiuluniass
WAuld, fvinazaneanusn(masly Purified Water Diluents %38 reagent grade water),
auiliiiduieforfuiesmnuadlidnfuldddusduneunswiosluauianiswanlsign
nuldfneaunisnsIvinAwes calibrator

- ﬁmiizmmﬁaw’mmimiq calibrator Usinastieslu sample cup sauffunissensbiun
videth Calibrator Mwdedaunsldudunldaoudiousan

- Wy Lot Tu

- L?{Iauamwﬁammmq

- dinlasene

-4 Blank lalwianyay

203 p3esilo (Analyzer)
- urasALlalas (source lamp) L%iammmqmﬂ%mu (msm?{auwﬂq 1 1fiaw)
- viothdsthenfiseldeuifu reagent probe gadu fiu wnaTwBangu
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- Cuvette @nusn

- Probe @nusn

- nszudlndilsined

- 1IN Calibration

- Measurement syringe $1/dou

- %49n19911 preventive maintenance ﬂ%ﬂﬂﬁqj visewdeueylvalul W source Lamp,
reagent probe, sample probe uaalile calibration Toal

- %1 maintenance check 38V preventive maintenance iagaseuniokivimuiouly
Auuzthignanedosderivun

204 fhegnfildnTiatnsizet (Sample)

- fhegnafinis clot lusgminnsanadnseiluaiosiiased

- shegnsfimsszveidiosnndsiisiunuiuludeugn sample probe galuaTITiaTIey
Tneanensaififinsulsietisliunalesld sample cup/small sample cup

- fhegrnnithenlisrdesiuuazomnsneuaiziden

21. 1ana391984(references)
21.1 luunsninen Unsaturated Iron-Binding Capacity (UIBC) (PI-LAB-023)
21.2 @jﬁaﬂﬁﬁamuﬁ'aﬂ Operator's manual cobas 6000 analyzer series(MN-LAB-065)
21.3 luunsnasiiiey Iron standard (PI-LAB-110)
21.4 sudouufiRnudes nmadanisnszuaunIvaaey (WP-LAB-20)
215 suduujiinudoinisaisanuiuleluannimmanisiessi (WP-LAB-21)

22. A1ANUN
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Uszddnisudlu/muniutenansannin

'
a wva A

Foranans WI-LAB-023 ; iﬁﬂgumam 139411391333 Total Iron Binding Capacity. TIBC

avuLNl

Juidew U . SYALLDYN A9%8

2{1&
=

il

auuLsn Prgauvuuna
whkyyeRTU YredUUuune

11 n.8.62
1 n.e. 63
1ne. 64

(@)

—_

wilede 11 FunounismuauAun I uwilvde | wisdUuuumne

N

don 11.1.2 annfeutuatiedostuay 1 Al
lugrnameudveias Tunnunoun e
fegeUae 1 analinsieiansaiuny
AuAmYNsEiURgatos 1 A% Tu 24 alug
viotuaz 1 adsnsunnszdunounienseuduly
ffunisnaieg et enInves uty
anglufuiiinmninnginenmadeui
uiledegos 11.1.3 nanuituay 1 ade 1u
ATIVIAATIENATAIUANAMAINYNTEAUDE
fiow 1 as Tu 24 $2lus videtuar 1 adsasumn
seaunaunsansauiulliunsnsiafegives
Q’ﬂaaiwLLiﬂsuaﬁuﬁ?uLaw131u’3’u1'7iﬁn15mm
Ansenensvaaoutl

1n.8. 65 3 wilede 7.5 a1sianAIuANAMAIN BnlEnie | wieduluum
7.5.1

uilade 11 unounismuauamnw snidnde
11.1.2, 11.1.7 uae 11.2.5.2

wAlkuta 21 1NEN59198e Bnldnte 21.4

1 A.N. 66 3 PUNIULAL bTInswAl YreaduUuun
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