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Cystatin C Reagent Kit
::: ]| [conTENTs]
s g | [@xseml 10T 210140906 nos [T3] *“"
5 O mL LOT 2106403-07 K i
- g 1x10mL LOT 210 ( [E@ C€ UK
w ad Gentlan AsS, Bjerndsvelen 5, N-1596 Moss, Narway 0123 CR
gentian [R2) [LoT] 21m140103  [REF] 1014 1“
Cystatin C — il
Immunoparticles 2037103 (wo]gg B
10 mL il Gomtian AS, Brarndsenes 5, K 1596 Moss, Morway
gentian m [tor] 12111402 [REF] 1007 {“
Cystatin C P - gt 11
Assay Buffer w 202nor - [welce [N
58 mL sl Gontian AL, Bpocndaveion 5, N-) 596 Maar, Noswray &
WOFGRTYSCRAZ R  RADLK - B8 AAEHIRMER -
M OP U F AR LAERAE ~ AR B RIE ~ AR MR EEARS A EFR R RA
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g ED &
TEE
Cystatin C Control Kit
SEZ
S B3 ] | [conTEnTs|
2 3g K - a'c
S g % |cmR0L. 1% 1 mL LOT L000076-01 10,9 [E ”*
g a CONTROL[L] 1x 1 mLLOTL000075-01 [IVD C€ LII(
L al Gentian As, Bjarnasveicn 5, N-1596 Moss, Norway 0123
gentian C< - gentian (¢
, — 1021 210 -14 : 1020 2105420-12
Cystatin C Cystatin C 4
Control High J Control Low % J £ |
1 mL 2023-06-13 1 mL 2023-06-13 2
[cONTROL[H [ivD) E];i] 2 (hE 3
adl Gentian AS, Bendsieten 5, 41596 Moss, Norway 2| all Gentian As, Bjorasvelen 5, N-1596 Moss, Norway g
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CRAZTREKET NG
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ERbxsH (RAGRRBKEaRRRAA | PuBamun |20 RERRAREA GG S
H - BCI REF AS2762 ]
' | g =
} o e, 't a' . For Beckman Coulter® 5
% g ' Synchron AU and IMMAGE Systems ®
— =
i v Cystatin C Calibrator Kit
- - K | [conTENTS]
- = 3 8°C
s ¥ = ]
- _ = g : a 5 /R/
: S | [cAt] 6x1mL LOT 201220202  [reF] 1051 []d] .
: = VD | (€ UK
. ~
- wll Gentian AS, Bjernasvelen 5, N-1596 Moss, Norway 0123 CR
gentian (¢ E] Lot gentian (€ REF
CystatinC  ""| 1071 mmaono ) FIGERTET O qest 220240240
Calibrator ¢ Xa-t Calibrator J"C
Level 1 20240509 IC Level 2 KQ4Q6@Q
1mL CAL L@J Q 1mL CAL [El EE I
d Gentian AS, Blarndsveien 5, N-155 Muoss, Nomlr & ‘ Gentlan AS, Bjsrndsvelen 5, N-1596 Moss, Norway ;
gentian C W (e | [1o7] gentian (< Lor
Cystatin C oM T Cystatin C no 1051 222240210
Calibrator L X“ Calibrator lﬁ; Xa-(
Level 3 024-06-09 e Level 4 40600 RS
20240 - . 202
tml cacd) | [wol (0 & |1ml  eug|  [wol () &
gl e er AS Bjerndsveien 5, N-1595 Moss, Norway t wl certan A8 Barndsvelen 5, N1 596 Mo, Norway ¥
Ce REF Lov —
gentian ;3 Eg o | | gentiance| @ e
Cystalin C . CystainC _ '| 1081 220240210
Calibrator {Xa Calibrator ! s
Level 5 2024435 09 )[D Level 8 i il z_c/r
1mL [cAL 5] [vo] 1 mL 3
& [tvo] i 3
d Gentlan AS, Bjarnasvelen 5, N 1596 Moss, Norway d oA AS, B bl ”EM Nmny[D h
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#7408 BHF 5 034200 3%
AAZEABRE GRBRAR e

Beckman Coulter Gentian Cystatin C Reagent Kit
Al #% B08179
# M4 B %2 B @45 AUS800, AUGSO, AU480, DxC 500 AU, DxC 700 AU
REEFARER
{EpL 58 4P 35 BT (B A

e
AE DR LIOLERE L AN A SHILES R 53 R 0E S s A Ak A A 3P BB GCr RS S ET A K E -
BEGCHBEERTARD TEEROERIGH -
WERH RN
BEAC (T8 132 kDA — RSB NMIEE S ABRMNEFAA A MRS § AR R4 AULIE (1) - sk GCHE A &l e § 5 AR R B 681
ZHEBHBREAER £ NE T B ERE AR - Bt AR AR IR ACR ALY 235388 % (glomerular filtration rate » fiAGFR)E 48 M[2] » H 4 IKBAEFTF
i ﬁ'ﬁ::’;ﬂc% GCRENG - HRMAT > MEACHREER R AR R EM LR AMBE > BRMATE S 8855 15 - £ RE02,3,4]
AR E
Gentianfk & & CHLIE 745 VA BL 81 3235 4+ 45 5{ ERM-DA4T 1/IFCCiE 7 B] AR EAR B AF B4R (048 -
ﬂ##&ﬁﬁﬁ*ﬁﬂﬁ
BACHEREHEHNMAEACHALEZRAAARRETFHHBEFOHELR - L BGENRA > FHELEAXBEAGRE GCHH A AR SR (LB ERUHLTL
i‘i;}ir’p{:[pamcleuenhanced nephelometric |n1munoassay FAF5PENIA] 2L FA 42 38 3% 15 41168 %95 4 37 ik [particle enhanced turbidimetric immunoassay » £J#4PETIA)) » & (£ Fl &9

AXB S ERAREE 5] 60 AR TR A LA - 1M Gentlan ik FIRIF 09 B & G CRUM I I Hki808 Fof » RGBT BRI A jzlAmE/HFé:ﬁ‘r’i
1’%‘#.[5] BIFAAK AN EH14RE LR -

79.901

Cystatin C (mg/L)14389

GFR [mL/min/1.73 m?] =

AT RE
RA SRR A ANERE LARE (PETIA) -« 3 AME b b AR MR GCLAMBIRLA Y il o aCR S RATIE RO E AL A

AR AR o AL A A TR R 0 SE @I IR A« AR IR AR TAF AR e R R AE AR BN MR G CailE -

HA

AR

RYEAES BCIREF | Gentian REF
Gentian Cystatin C Reagent Kit #+ H %, | B08179 1103
2EMAAUSH R

*R14 Hiife (58 mL)
*R2 %75 §Adz (10 mL)

AREEFRIASD

Gentian Cystatin C 4% £z (6 levels x 1 | A52763 1051
mL)

Gentian Cystatin C && & #z(2 levels x 1 | A52765 1019
ml)

F‘ﬁ%‘&;‘;ﬁ‘ﬁﬁé&{iﬁ
BA ;

R AEH 1 (3R #&]1) © 18, 58mL, 3% #]12 — 48 AMOPS[3-(N-Morpholino)-propane sulfonic acid]4f 2 £ f7 7z 69 £ B 050k » B3 A £ & 4k 8645(0.09%(w/v)) « &84 i R A A0
o THIEER-

BB AR N2 (BA12) ¢ 14, 10mL, A4 H &AMAE ) LAEALSTHREANRE QCHBILLAEE S » RARRE SN AN — RO R ATIHERD - £PF LA
gﬁﬂﬁ;'g\_%ﬁﬁ%i BCAEIFEAR « RRFRAR Y - THIEE M RIFRU B A B 5 348 648(0.09%(w/v) i A & -

0= 3

1. ASFE ARG EITITE + R B A A ST o e (A B R A R -

2 e B AR T I E M BERR - 8847 » AIFISS E B EGINaN, T 55 Er BRI E 2 BB STIEAIEE L » Bk i5FaEN « MIEEER TKE T  GRIEME -

3 BHEFBEIRENZEETE - FEA nlfEaEE BT RE » BARF AR5 [P % -

4 FEDTER » L OEEE -

5, R ] E R  FURIT -

6. AT TITERIT -

7. BRI A EH T -

BRIRAEELEN + 5525 www.genlian.com _FFE{1EHT SDS (%L EHEFE) -
(AR

1. R EEHEN R  BFETREEFEAFLEE -

2. BB RBEREFHEGREBHES -

3. IS B RGESE -

4 HHEAFARKGAY  LFBEZHEH  BER - BERFHKAGGHE -

5. ERHMEM  REFFBERS 1 poIEEITRERE  UBEEEF -

BRI GRS

R FIEEA2 - 8 COP R RTF AR © S S A R RN -

Ptk e 484t ¢ A2 -8 CoF T S AE R -

P4 EARAEEE B EBAE(2-8°C)8F A9 -

BRUKERRSE

P B ASE sk HULEDTA ~ AEE BRI A% - MRS THEARBSETET M - BB THPRBET AT AL BREPHREECATEREB - 25°C)F T
FHALR1AR » BEAFAD - 8°CORA21R » LURFY-TOCHY R 4F P AR B BIST (4S8 2 DS H(6] « 4 AT A LA EE o HMBE T A 4 pkob bpydh U F A8 » E B LAASR
7 #14 RAEATHA -

T fE451£ AUSB00

E‘%&#F;ﬁﬁ’-‘ﬁ v B RIATH EERIG45 4 AUSB00 R B AR b £ B ke B 0 IR B — A B A — MR T8GR -

AEEM

AASGARALNPE LR A 0.49-7.07 mg/L - S 6hR E EE BALER®E 355 M AT fF 0 BEAT www.gentian.com bR # 45 SR ERAE -

M ERE
R CLSI G EPLT (7] BIR T A A B SAMA ST EHUL - X BB (LoQ) RARETATHRIGHLARERREARZ R ST FAGRE © AL S LRA T kE)

7725-vllen



L0Q%0.23 mg/L -

223
R E & LA ES BLAUSB00 A4 ol A 0F 0 SR SR 1 400.49-7.07 me/Lz i o B ATIE A ST 1A AT i 65 B 68 A ik AT s
£22E

e — I A CLSI Ja g EP34 BB ¥+ A A b F LRI A4 32 mg/L e ¥ AR EEIL R BT AAE (9] - bR & CIRE SR SR ER LS E 32 mg/l ks w6k
SRR RN ) EAEIB AN A SR ENE -

WER

£ —IRAP CSI4ad EPOS [10] 9T AP R T A A S LAR T A EE - M E3 @b R4 28848 R2 5 » £422% (n=20) -

D Mean value Within- Run CV Between run CV Total CV
(mg/L) (%) e (%)
P1 0.90 0.82 1.78 196
p2 5.29 0.49 2.05 2.10
P3 2.08 0.43 1.56 1.62
CL 0.86 1.10 3.24 3.42
CH 2.91 0.81 2.26 2.40
&S
{35 Westgard [11] ¢35k » @80 & 540 401 B e AR S H A0 B R 4T 2L F » A A & &7 2 60 @0 R B 96-100% -
SRR R

iR4%. Sonntag 4u Scholer &) ALt MG Bk A MM B T4 (12] - dob kA 5 R7A W P a9 Sl A%t & 0 b Ml & 32 47 BB 0 $0Y T-4% (13) - £ —3R Mo CLSI 45
EPO7 [14] 6% K P B3 T T2 - R iRa) FHIRA T A Bles Rt L R -

WA THS ETHIRE
Haemoglobin 6g/L
Intralipid 10 g/L
Bilirubin 0.4 g/L
RBZRAFELR
{2 — IR CLSI 4 h EPOQ 69815 ¥ - {E M) Passing-Bablok =1 55 #f AUS800 {4 & Lt A& & & % 7 3 & E 1369 45 5 5 AU4D0 15 B (Beckman Coulter) &) &5 3 ik F71b 2 [15] -
Range of samples .
N (mg/L) Term Coefficient 95% Cl
Intercept -0.05 [-0.08, -0.02]
32 0-15-4.06 Slope 1.02 (1.00, 1.06)
14 fE 4544 AUGSO
F"#i’ﬁf RE) 0 F R ATA EE R A — B0 A — BEEk R 4L AUGBO (R B L SHAR A B £ 7R MY B3 -
REEE

R A S AR A AR FHE £044-730 mg/L - shinah R S E BB & L oo A M 5 I & 0 1AL www.gentian.com b A 694 5 bbok 4 TR AE -
GRS
£ —IREH CLSH 3G eh EP17 [7) 9B E T BT AR S AR oM EHUE - R EEM (LoQ) TRATUTHGMBEARESRAEE E LM e RIGER - A4
& &, 7B sk 49L0Q £0.28 mg/L -
it
RAFCLSIE & EPO6 &Y 4R B0 53R & &b &P 194344 §0.18 A0.44-7.30 mg/L (8] -
Z2E
£ — IR CLSI 45 wh EP34 (ot 50 F » A A b £ BUE AL 12 mg/L et F RSB BIHUR BT AL [9) - sk G CIRE SR SR ER L&k 12 mg/l eyt i m ey i
AR A MR > BARIR R AR A HSEENES -
HEE
JEARIF CLSI 45 EPS [10] LA R F MR T AA S S AR E AN E - BT 4 bR 44 2 MBSk 2% » £412 % (n=20) -

D Mesn-(mg/t) NN REBRERIUD roral oy (x)

PL 075 0.79 2.08 244

P2 196 0.43 173 188

P3 0.80 1.09 1.35 2.00

P4 498 0.67 1.00 157

107 0.42 166 226

CH 3.28 0.25 1.00 151

[ELES

AR Westgard [11] 69305k » 3838 1 &% 43 A7 40 H i Ao AR T 4 b RS AL A7 @ » R & o7 MR &) B B 86-929% »
aH AR AR R

{R4%. Sonntag v Scholer & st A EY 404 A Heml B T4E [12] o Ak A 355 S msE P o9 4L R T A & 40 0 D0 b bheRd b 2 A7 SRR B 2 e 45 [13) - A — I CLSI 45
i EPO7 (14] 830 M3 T F4E o feREe T LR A T At Sles R £ 2 -

HLETHY ETHEE
Haemoglobin 8.5g/L
Intralipid 16 g/L
Bilirubin 0.2 g/L
REZEEFHLR
{2 —JRH A CLSI 45 ) EPO9 698 5  » (£ Passing-Bablok B3 4F AUGSO 1£ B b &9 4 & & %70 & 15 15 ) #5 R 21 AU400 (£ E  ( Beckman Coulter ) &Y £ % ift £7 16 £ (15] »
sanf;';i?;:;m Term  Coefficient 95%Cl
Intercept -0.02 [-0.04, 0.07]
az 0.79-4.83 Slope 1.03 [0.96, 1.05]
14 fE 4544 AU4BO
h’;izﬁaw 35 AT A A R 45 £ AUABO 14 B b ¥ AUASO i B 15 A — Rk Rl ik 7ERIE -

SRR SRR EGPIERE S 043732 mg/L - KR ERE BRI R® R A S ik 0 A www.gentian.com b3 a9 35 ALK ALE L o
i}*’riﬁfl
AL —IREA CLSI dadh EPI7 (7] 9 R BT R A & RATVE) H 3T AL » R FHEM (LoQ) EHRETIATF M LA LN T RA A E RS It RAGRE - A4

7725-vllen
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b F AR 6008043 mg/L -

it

CLSIHady EPO6 i 874 8T 35 b » B A E & 7005 09481 12 1 50.43-7.32 mg/L (8] -

2526

IR CSI b EPA YR Y » KAED AR T AMIN 04 mg/l a9 PAREHIRLBB S HA 9] -

)

FAACR HIERBESHE 4 meg/l e B Ee SN RS

R BRI AERN A HEFEHET -

HER

1RAE CLSI 45 h EPS [10) fE 8t R PR T R A S AP THMAE - AT 3 @A ERAR 2 AL FR2:E FiL2:k (n=12) -
Mean value Within- Run CV Between run CV

D (mg/L) (%) % Total CV (%)

P1 1.09 1.57 1.21 3.60

P2 3.65 0.67 0.62 1.82

P3 1.24 173 0.00 3.47

L 0.87 3.10 0.00 3.72

CH 3.39 1.18 0.94 3.03

&S

R4 Westgard [11] #3¢5% > i35

a4 R B Rt

14§, Sonntag #v Scholer #9333 3 e & 408 F Hon 3] F 45

A 5 dh A e Ao A S AT A M R R

S E o KE S AR Rk e A 90-95% -

[12] = dy#e R & &b %7a BT F 6 4URR AURA S 20 B bR PO H HEUA R ) F1E (13] - £ AN CLSI 45

& EPO7 [14] 89 B R PRI T 48 « ARG TEEE T Rl RaMER -

HATHS ETHRA
Haemoglobin 10 g/L
Intralipid 15 g/L
Bilirubin 0.6 g/L
REBZRAFRLR
42— a3t CLSI 45 h EPOY &9 81 % % » {2 M Passing-Bablok & 554§ AU4B0 14 3 L 15 A KA 3 %72 7] 7% 19 69 45 R 41 Architect c16000 4 % (Abbottf Ak ¥ ) 945 R ik fTib iz
[15] -
N RATge Rt f9mpies Term  Coefficient 95% CI
(mg/t) :
Inter
id ——— pi 0.03 [0.01, 0.04]
Slope 0.95 [0.94, 0.97]
e 451 DxC 500 AU

FrdF 2 A 0 BRI A BRI f — HIGE (R M — 3R] 4 DxC SO0 AU (A8 L3 A A & ki m

& E

A D RAR KGR FRE 2 038-7.84 mg/L -

PR 194

LA ASIEHEPIT Pl R PR T RAAE S LARN T I ELAE -

&b FA Rk ELoQ B 0.32 me/L -

i

A K ArCLSIHE dh EPOG e b et R » HIRAA B R

Z2E

e — 3B H CLSI 5y EP3A 9B b > A2 b BIL R R 185% 25.7 mg/L 6946 ¥ KRR EHLR i3
RIRFRBHA 6 HEF ST -

(CRURLS SUTFE S 3

Fine Rl EEE RALERAE 3

R i -
M5
REIEM (LoQ) & ST T H P A AR EHRESR SR H 0 RIGA

¥ {4 & o BEAF www.gentian.com b 3 e 45 E SbR B R T -
< RA

FE ay i L £0.38-7.84 me/L (8] -

T (9] A GCIRA SR AIRER L& iE 25.7 mg/L ththitis @4y

HRER
RIFCSI 45 H EPOS [10] * A— A LM 20 RN EAR R PR T AA S LARNLHOHER - A3 WAFR SR 2ASFR2KR 4821 (n=80) -
Mean value Within- Run Between run
D (mg/L) oV (%) oV (%) Total CV (35)
P1 0.87 0.56 1.46 2.41
P2 1.60 0.80 1.63 2.43
P3 6.37 0.73 1.63 3.66
CL 1.00 0.68 0.61 2.00
CH 3.48 0.46 0.55 157
okt S
{R3F Westgard [11] 69307 » BB A 50BN B TR A S i E « A2 & AR 6 &0 F B 102-109% -
AR A R
#%4F Sonntag fo Scholer &93R3 R B4 A Hel B4R 12) « bR g B 27008 Pedi i AUR B4 RobB YA A AR R TS [13) - A— 8L LS 45
i EPO7 [14] 698158 IR T T35 « femlike FHRA T A el EIsE /R Ja b £ 1 -
T ETHIRA
Haemoglobin 8g/L
Intralipid 10 g/L
Bilirubin 0.2 g/L
HREEZRAFT LR
i — 3B Sk # CLSI 45 ) EPO9 #9 5T K F » {21 Passing-Bablok &) $% 35 DxC 500 AU { & ka9 & & 5 4,78 B 15 13 69 45 2 8 AUSS00 14 5 4945 B il 47 Hodx [15]
N “a“gi;;}f,"‘p'“ Term  Coefficient 95%Ci
Intercept -0.01 [-0.05, 0.03]
a2 0.57:5.32 Slope 1.00 10.97, 1.04]
1§45 12 DXC 700 AU
ErdE R e BRIMAFSRIGIA— LM — I E 4L DxCT00 AU A B L3 A A & %73 B 2 4 Bai -
B EEE

RRAAS AN FTRA

e 1:3:4

fe— 3Rk CLSI 35y EPLT (7] & b0 P IR T A2 & LA R A8 4T B8R -

B 2 0.40-8.07 mg/L - #ine) Pl E M EERME  HEM G ifid

ob %51 Tk #L0Q 2 0.40 mg/L -
£33

4 A7 www.gentian.com EIZ a9 45 SR AL BT -

EEER (LoQ) TEATOATHGHAERLIAZLFLEAE RO S RIGAE « K&
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2R ACLSIAE b EPOB 6950 E 51 30 » B HLA A & %700 T 4y 451 5 B A0.40-8.07 mg/L (8] -

1L E

fE— A CLSI fady EP3A 89130 » R A S LR e 80 10 mg/L o9 i PABREFIA B ENA 9] ESCRASNRASILLRA HiE 10 mg/l MR TE 0
SR RGHER BHREEAEERAABBRSNET

HER

fE—8 & CLSI ey EPS [10] 6 S0 ¥ BN T R A S R MAOMA - R F 3 @AFREeRA 2 @B R 28 Eil2:k (n=80) -
Mean value Within- Run Between run

" (men) oV (%) RUjGy - T R - |

P1 0.73 0.58 0.00 0.75

P2 1.70 0.49 0.28 0.59

P3 6.13 0.44 0.18 0.60

CL 0.91 0.67 0.60 1.04

CH 3.44 0.39 0.81 0.90

s

1835 Westgard [11) &35k » 1818 A & 545 A B8 ho A 7 4 e AL 0 1 @ &« AR 3 B R 6 @0 A 104-105%

PEECE X2l %7

135 Sonntag 4= Scholer #y38 AR eY SB4GE A M B FH [12] - bR A S RPN P ol RS & 20 0 3 BRheumatoid F42 B F + FHEREBCLSI 4ady EPO7 [14]) 2]

W iR THRAT AN R LR -

WETRS ATHEAA
Haemoglobin 10 g/L
Intralipid 10 g/L
Bilirubin 0.2 g/L
RBZEAF R

fi — B 4% CLSI 45y EPOO 64871 % + {& ) Passing-Bablok B 633 DxC 700 AU & L&y A & & .70 0] 7T 45 F 11 AUSB00 (& % #v Architect c4000 R 3 (Abbott §20 % ) 6938 %
i f7 b g [15]) -

Instrument N Range of samples (mg/L) Term Coefficient 95% CI
; Intercept 0.02 [0.00, 0.02)
Architecht 40 0.60-6.27 Slope 0.96 (0.95, 0.97)
Intercept 0.00 [0.00, 0.01)
AUS5800 40 0.59-6.22 Slope 1.00 0.99, 1.00)
T ERF
H4EiLmA
frzigey TRB A, o d o B TH RS RIGHE - RBMAER - (R &  BIEARMMAE » M IKREBeckman Coulter AU & #4418 5 F AHEAF -
SRS
WEIBPT A « £EHRBAASTOREE R 20T » HEELEGHR] c RAMTARRARS P -
R EHE
N wwwgentiancom B pLayGentiangk & & C1 E R REF AS2763 &)1k A 3,8 -
o
e
ih 2 0 www.gentian.com 38 (&) Gentianhy & & C5% 4 ik REF AS2765 &5 {k Al 1184 -
P& & AR

FRMOLENAH A BB E RIS AR LBE N > ETHERAF Lot - FRRRRAAT LS RMELHE  RBEBeckman Coulter AU A #IR S Tty
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Instrument Settings for Cystatin C Immunoassay

Cystatin C AU5800 application settings
System Reagent: BO8179 Reagent ID: 228

Paramelers [ Specific Test Parameters
General | LN [1SE [ [ Calculated Test [Range
Test Name: [ cysC v =] .5 1 Type: [ Seum | v oOperation [ Yes |V
Sample Volume 2 |l Dilution L OD Limit
Pre-Dilution Rate T |v  DiuentBofle ]| Outsde |v  MnOD[___ | MaxOD[___ ]
Rgt Volume  Ri(RI1-1) [150 |uL  Diution 0 [pL Reagent OD Limi
R1-2 Ditution pb  First Loy 20 High 20
Last Low High

RAR2-1) [[30_| L  Diton [ 10 |pL

Dynamic Range Low 0.49 High 7.07

Common Rgt. Type Name | Corelation Factor A 1.00 B[ 000
Wavelength Pri | 540 |[vnm Sec. vnm Faclor for Maker A B
Method EndPont | v
Reaction Slope + |V Onboard Stabiity Period 60" | Day | Hour
Measuring Point1 First | 13 Lasl LIH Influence Check v
Measuring Point2 First Last L] Lipemia v
Linearity Limit % Icterus v
Lag Time Check v Hemolysis v
Parameters Specific Test Parameters
General | LIH | ISE | | Calculated Test | Range
Test Name: [ CysC 1w L € L] = ] Type Serum v
ValuefFlag: II] v
Level Level low [___# ] Highl # |
Specific Ranges From To
Sex Year Month  Year Month Low High
ol # v # # # # # #
o2 # |v| # # # # # #
o3 # v # # # # # #
n 4 # v # # # # # #
o 7 vl # 7 7 7 7 7
o6 # v # # # # # #
7. Standard demographics # #
8. Nol within expected values # #
Panic Value Low | | High | ]  Unit [ mglL |  Decimal Places [#]
Paramelers | Calibration Parameters
Calibrators | | Calbrabon Speafic | | STAT Table Calbration |
General | ISE |
Test Name: | CysC | v [l < | [ > Jtype [ Senm |v Cuvete | | v
o UseSeumCal
Calibration T\,'pe:v Formula Splne v Couﬂs:l # |V
<Calibrator Parameters> Factor Range
Calibrator oD Conc Tow Figh Slope Check v
Point 1: 1 v '
Point 2. 2 |v ! Allowance Range Check
Point 3: 3 v .
Point 4: 4 v * o Reagent Blank
Point 5: 5 v * o Cafibration
Point 6: 6 v "
Point 7 v Advanced Calbration
Point 8 v Operation =~
Point 9 v
Paint 10 v Interval (RB/ACAL) & v
<Point Cal For  No. of Correction Points v UseMasterCune [ ]V o Lot Calibration
Master Curve> 0D Range
Calibrator oD Conc Low High Stabdlty
Point-1 v | | I 1 | | Reagerd Blank [ 28 | Day [ 0 | Hour
Point-2 v | 1 |1 [ ] Calibration [ 28 | Day [ O | Hour
MB Type Faclor. [ | 1-PontCafbraion Pot [ |v  owith Concd

# User defined
* Lot specific, see analytical value sheet available on www.gentian.com
** Based on results from instrument ALI400 (Beckman Coulter®)
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Cystatin C AU680 application settings
System Reagent: BO8179 Reagent ID: 228

Parameters | Specific Test Parameters
General | LIH | ISE | | Calculated Test | Range
Test Name: [ CysC |vw I < | [=) Type: v Operation Yes |V
Sample Volume 2 |pL  Diution [Il pL  OD Limit
Pre-Dilution Rate T_|v MnOD[ |MaxoD [ ]
Rgt Volume ~ RI(R1-1) [150 |uL  Diuion [ 0 ]uL  Reagent OD Limit
First Low -2.0 High 20
Last Low High
R2(R2-1) [[30 ]uL  Diution pL
Dynamic Range Low 0.44 High 7.30
Common Rgt. Type Name Correlation Factor A 1.00 B 0.00
Wavelength Pri | 540 |vnm Sec. vnm Faclor for Maker A B
Method End Point |V
Reaction Slope + |v Onboard Stability Period I 60" | Day | | Hour
Measuring Point1 First | 13 Last 27 LIH Influence Check v
Measuring Point2 First Last Lipemia v
Linearity Limit % Icterus v
Lag Time Check v Hemolysis v
Parameters | Specific Test Parameters
General  |LIH | ISE | Calculated Test | Range
TestName: [ 06 v o [_sewm v
Value/Flag: Ij:] v Low High
Level | # | | # | Panic Value
Specific Ranges: From To Low High
Sex Year Month  Year Month Low High L # 11 #
o 1 # |v| # # # i = #
o2 # vl # # # # # =
o3 # |v| # # # # # &
o4 # |v| # # # # # #
o5 # |v| # # # # = #
o 6. # |v| # # # # # #
7. No demographics # #
8. Not within expected values # #
Unit [mgt____| Decimal Places __ [# |
arameters | Calbration Parameters
Calibrators Calbration i | [STAT Table Calbration |
General ISE
Test Name: | CysC | v | < 1 [ > |Twe | Seum |v g UseSeumcCal
Calibraton Type:[ 6AB |v Fomula[_ Spine |v Counts:[ #_|v
<Calibrator Parameters> Factor Range
Cafibrator oD Cone Low High Slope Check v
Point 1: 1 v &
Poird 2. 2 v s Aliowance Range Check
Point 3: 3 _|v ¥
Point 4: 4 v D Reagent Blank
Point 5: 5 v B D Calbration
Point 6: 6 v B
Point 7 v Advanced Cafbration
Point 8 v Operation v
Point 9 v
Point 10 v Interval (RB/ACAL) v
<Poirt Cal For  No. of Comection Points [ ]v UseMasterCuve [ |v  p LotCalbration
Master Curve> 0D Rang e
Calbrator Low Stabifity
Point-1 |_| l_’ l_i ‘___F-i Reagent Blank [ 28 | Day Hour
Point-2 Calbrabon [ 28 | Day Hour
MB Type Factor. [__| 1-Point Calibration Point 0 with Conc0
# User defined

* Lot spedfic, see analytical value sheet available on www.gentian.com
** Based on results from instrument AU400 (Beckman Coulter®)
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Cystatin C AU480 application settings
System Reagent: B08179 Reagent ID: 228

Parameters | fo 2 Specific Test Parameters
Gereral [LIH [ISE | | Calculaled Test | Range
Test Name: [ CysC v <] =1 Type: [ Seum | v Operation Yes | v
Sample Volume 2 |yt Diton [0 JuL  ODLmit
Pre-Dilution Rate [ MnOD [T | MaxOD —
Rgt Volume — RI(R1-1) [150 |t Diuton [0 ]ul  Reagent OD Limit
First Low -2.0 High 20
Last Low High
R2(R2-1) ul  Dilution b
Dynamic Range Low 0.43 High 7.32
Common Rgt. Type Name Comelation Factor A 1.00 B 0.00
Wavelength Pri | 540 | vnm Sec. vnm  Factor for Maker A B
Method End Point | v
Reaction Slope + |v Onboard Stabdity Penod 60" | Day | I Hour
Measuning Point1 First | 13 Last 27 LIH Influence Check v
Measuring Point2 First Last Lipemia v
Linearity Limit % Icterus v
Lag Time Check v Hemolysis v
Paramelers | Specific Tesl Paramelers
General | LIH | ISE | | Calculated Test | Range
Test Name: [ CysC |v L « F L> | Type: v
ValvelFlag: [ 4| v Low High
Level | # | | # | Panic Value
Specific Ranges: From To Low High
Sex Year Month Year Month Low High | # Il #
o # v # # # # # #
o2 # v # # # # # £
o3 # v # # # # # #
o 4. # v # # # # # #
o b # v # # # # [] #
o6 # |v| # 7 # # ¥ 7
7. No demographics # #
8. Not within expected values # i
Unit[mgT ] Decimal Places  [# |
Paramelers | Calibration Parameters
Calibrators | [ Calibration Specific | | STAT Table Calibration |
General | ISE |
Test Name: [ CysC v [ < ) [ > |Tye [ Seum |v 0 UseSeumcCal
Calibration Type:[ GAB |V Fomula: v Counts:[ #_|v
<Cafibrator Parameters> Factor Range
Calibrator oD Conc Low High Slope Check v
Point 1: 1 _|v .
Point 2 2 v ¥ Allowance Range Check
Point 3: 3 v =
Point 4: 4 Yy * D Reagent Blank
Paint 5: 5 v * D Calibration
Point 6: 6 v *
Paoint 7 v Advanced Calbration
Point 8 v Operation ]~
Point 9 v
Point 10 v Interval (RBIACAL) v
<Point CaL For  No. of Correction Points [ ]v UseMasterCuve [ |v 0 LotCalibration
Master Curve> 0D Range
Calibrator oD Conc Low High Stability
Point-1 v Reagent Blank | 28 Day Hour
Point-2 v Calibration 28 Day Hour
MB Type Factor. [___] 1-Point Calibration Point [1v owitconco

12

# User defined
* Lot specific, see analytical value sheet available on www.gentian.com
** Based on results from instrument AU400 (Beckman Coulter®)
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Cystatin C DxC 500 AU application settings

System Reagent: B0O8179 Reagent ID: 228

TEST CONFIGURATION & CHEMISTRY DETAILS ]
Assay Name Test Rev Discipine Chemistry
TestID cYs Calculated Result (m]
LIS Code CVS
UNITS ANO RANGE SETTINGS
Use Settings from Uris [mol_ V] Decimal Places
Test Kind General W Revison X Muti Reagent Swilch
Reagent Name [ovs | Resgentio [ 228 | O FSE Test
ABB Parameter Long Name I Cystatin C B03170 CYS1G CYSC Serum
Name
| Region Hus Hous Zap O Reu Oothar
[ GENERAL PARAMETERS ]
SAMPLE VOLUME REACTION OD LIMIT
Sample Volume w Daton [0 WK Low [ ] Hizh[ ]
Pregiution Rate[ 1 V| REACTION BLANK OD LIMIT
REAGENT VOLUME First Lowr [ -2.0000 ] Hgh[zoo0 ]
Ri-1[ 150 ]t Diton [0 W Last Low | -2.0000 ] High[z020 |
R2-1 W Diston |10 | ANALYTICAL MEASURING RANGE
Low [032 ] Hgn[781 ]
| WAVELENGTH
| Prmag[_540_]on  Secondary [ Hone | MANUFACTURER FACTOR l |
| A 1 s 0o ]
METHOD REAGENT ONBOARD) STABILI
o [T
REACTION SLOPE
LIH INFLUENCE CHECK
MEASURING POINT ) Pedorm LIH eheck

Poirt 1: First] 13 ]
Pant2 First| |
| Linearty Limd =

| Lag Time Check

Last Lipenia R
Last | | Icterus + v
Hemolysis + v

O Perform Lag Time Chesk

Calbration Type|GAB

Reagent Blank Stabift, m Days Hcms
K

Calbration Stab Dars Hours

Fomus[Spine ] weraco| | Point 1 CYS CAL-1 . 20000 | 20000
Peint2  |CYSCAL2 . 20000 | 20000
Calbrator Name Posvecut] | Point 3 CYS CAL3 . 20000 | 20000
Add Point 4 CYS CALA . 20000 | 20000
2 SLOPE CHECK Number of Levels[E | Point § CYS CAL-S . 20000 | 20000
Slops Check Pointé  |CYSCALS . 20000 | 20000
STABILITY AND INTERVAL Point7

CALIBRATION PARAMETERS
Base Und | Decimal Place | Unt 1 | Factor 1 | Unt2 [ Faclor2 T Unit3 [ Factor 3 | Unit 4 | Faste d
mg'l Y 2 * Nonz * 0 | Mose v o | Mone v o ] None '] 0
CALIBRATOR SPECIFIC CALIBRATION OD AND CONCENTRATION PARAMETERS

Ccuts a Use highest calibrator for Uppar AMR
cD

oD
Calbratar Name Cons Range Low Range Hogh

Interval|Lot v
Interval]Lot v| ODDELTACHECK
OResgent Blank |0.0000
OCamtvation 0.0000

Lirnat 1
Limit 2
Check Pakern

e

# User defined

[ PROZONE CHECK PARAMETERS ]
OLlogic Chesk 1 OLegis Check 2 OlLogio Check 3
Check Points Decizon Values Check Points Decision Values Check Points Decision Values
Pore1[ & Vatue 1 # Point 1 E Value 1 Point 1 Value 1 E
Part2] & Value 2 # Interval Vave2[ & | Interval[_# ] Value 2
Pore3| # Valve 3 #
Limit Points Limit Points Limi Points

tmatt[ 2 | Lim 1
Lmt2[ # | Lirnt 2

* Lot spedific, sea analytical value sheet avaflable on waw gentian com

** Based on results from instrument AU400 (Beckman Coulter®)
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Cystatin C DxC 700 AU application settings
System Reagent: B08179 Reagent ID: 228

General | LIH } ISE | Calculated Test ] Range
| owe P em ] ™ e ]
Sample Volume HL Divbon [ 0] ¥  pL  ODUmit
Pra Diskon Rate v _ R e— T E—
RogunVolma  R1(R1-1) " pivion [0 e e \ow -
R12 [ w Diwbor [ w Last Low Hegh
R2 (R2-1) 30 pL Divton | 10 | pt Aralybcal Measunng Range  Low 040 ligh B.07
Common Reagent  Type Name Coneiaton Fackr P s s S S -
Wavelength P ¥ Sec ¥ nm Manulacturer Faco? Al v ] B[ 0o ]
Matrod Y
Reacton Sicpe L J 0aboard Stabiity Pasiod 80°* | Day 0| Hour
Measuring Paint-1 st [ ] Last 27 ] LIH InfLence Check v
Measuring Peint-2  1st ) Last — Upemia [ v
Linearity Limit | S L ervs [ ]y
Lag Tima Chock [~ Homoysis [ ] ¥
General | LIH | ISE | Calculated Test | Range
Vasising [ vae ] L low [ eessane g 0902098
Specific Ranges
From To
Sox Yoar Month __Yoar Month Othor Typo Low __Hgh
oo O Jv o] L] Cog Ol [ ] o] Ced
02 o v e | [e ] [ | [ & | [ wwe | [« | [« |
os. [ o Jv[ ¢ ] [« ] [« ] [« ]| Hone | L« 1 [+ |
as | ¢ |v[ o« [ [« | [« ] [ & || Hone ] [« 1 [« ]
os [ ¢ [v [ ¢« e | [« ] [ ¢ J [ tow | * [+
oe: e vl ] L | L« ] [ e ]| LN R BT s
7. Standard demographics [ i | [« 1]
8 Notwithin axpacied val.os [ it | [] \
Crifical Limits tw [ # ] High | ¢ unit [ mn | [ seler | Decimal Places [2_ |
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Beckman Coulter Gentian Cystatin C Calibrator Kit
K5 A52763
RIEFEARER
1 pL Mo RTIE A
i
A A b &M RIE LR F Gentian Bt & & C £ 73K RMARI ASA L i SR &
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[1) ISO 17511; In Vitro Diagnostic Medical Devices - Measurement of Quantities in
Biological Samples - Metrological Traceability of Values Assigned to Calibrators
and Control Materials. First edition 2003-08-15
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Beckman Coulter Gentian Cystatin C Control Kit
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(1) 1SO 17511; In Vitro Diagnostic Medical Devices - Measurement of Quantities in
Biological Samples - Metrological Traceability of Values Assigned to Calibrators
and Control Materials. First edition 2003-08-15

o BT c o BHATH B BB LT

1

El
i

%

B AR

{7474 i

ERRAE

A%
BIOBERSEEH
EE

SEEEL SRt

XY

d Gentian AS

Bjornasveien 5, N-1596 Moss, Norway
TEL: #4799 339905

FAX: +47 69 24 09 62
htip://www.gentian.no

Wb £ 544 Gentian AS

# 3 sk Bjornasvelen 5, N-1596 Moss, Norway
EHEAHBLE AP RAZAABARRN S NE)

i aHEbak: T (R ARFMAENMRE - WA F AL
RATE A B R EZ N EHHER S HAIL)

kg

V10en-October2015



