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HbA1C* (Immuno-turbidimetry enhanced by Latex particles, End Point)

OIELEYCIS S
S slasl fu b b oS g 5l cdiblre 5 o5 Gl 4z 0 2-8 Gled 10 (5, &9 0

el )l.\;L A (59 p oA

1000 Olgo 288 g (Sl celoge

D% Joe oe 5 (58 Sl Bl bailony plod 325 590 9 B g

5 plKie asles eolitwl Gras LG b jued Jolug 5l dedyme Sogll 5l 6,5 el> sl
led Dogo 3 5 03,5 (55093 wiz g Cem b Ldyre (pled IS oslinal 2Ss

A gt Ol b1y @oge

Sy A g0l
EDTA 50 ol 6)5T 2o ol s>
43903 Solwb
&bl Jax Insh Insh
(celw) (9y) (399-20°C | (39,-70°C
o6 o3 24 7 7 365

.%ﬁﬂélwgé@myg&bbRSJH&,ﬁ3

5 a8l T 1) e boglos g5 45 e diged b sl IS (S 45 5120 UL
898 oSS 0l 5 B oS o a3 S5 Goe w

MLSA)\AJL le;u sles 5o 55)7¢M4”u}_,16u Ages

Sged Ly on-board Sygo |y sdsed Gl oo VLTl sla olSiws 5l (S 50

ohala3T plast b,

660 nm izeo Job
37°%C los
lcm WggS ylad

Wgod | JAES g,9lpdl | SO
- - 26.6 ML) 9 O/l 5992 b oy
- 26.6 - ML) 555 5 550yl
26.6 - - ML) b 55 Aiges
1000 1000 | 1000 ML) T 0ylosd G yzo Jalono
9] oo Comd 42 1y (ALY ol ()95 i 4835 5 51 G 5 00,5 Lglie
333 333 | 333 ML) 2 o )lod (5,15 b yro Joloxo
as] o s 421y (A2) p35 (555 i 4850 5 | sy 5 09,5 gl

2] PO 8

Final AA: (A2 - Al)
23,5 (o duloma (Gho alaii g) (gl ahais 5 gl IS imie 5l jlew iges HDALC clile
55955 Sogo & lgen oSl Ke) W35 dsen gl IS 51 S (il Lo el IS
JrsS bt olel 5 g Brre sl @Y i o 10 398 (0 dpogi (395 ploil ON-bOArd
B35 5 plosl ygensl S LSS i
asly Jows

NGSP [HbAlc (%)] = 0.0915 x IFCC [HbAlc (mmol/mol)] + 2.15%
IFCC [HbAlc (mmol/mol)] = 10.93 x NGSP [HbAlc (%)] — 23.5 mmol/mol
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Rla:1x24mL
R2a:1x 7.6 mL
HbAlc 613061 R2b- 1 % 0.4 mL MPR*
R3: 4 x 25 mL

*MPR: Multi-Purpose Reagent
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R1G %

Suspended latex particles 0.13%

Buffer, stabilizers

(R2a+R2b) :R2 & by
0.05 mg/mL
0.08 mg/mL

Mouse anti-human HbA1c monoclonal antibody
Goat anti-mouse IgG polyclonal antibody
Buffer, stabilizers
:(hemolysis reagent ) R3 &,z
Water, stabilizer
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Temperature limitation

Manufacture address Expiration date
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In vitro diagnostic medical device
IVD Reagent 1
Q:i] Consult instruction for use R2 Reagent 2
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Measuring Range: 2.5-16 %
Limit Of Blank (LOB): 0.7 %
Limit Of Detection (LOD): 0.8 %
Limit Of Quantification (LOQ): 2.5%
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Mean CV (%)
n % mmol/mol Within run Total
Levell 80 4.2 22 0.4 1.6
Level2 80 7.1 54 0.6 2.0
Level3 80 10.4 90 0.5 2.0
W g dumlilo

Immuno- g, X) HBALC ,lx <S5 L (Y) (o 8,05 HDALC oS L) cam o ploxl anglie ;o
4.0-cdale oogame b Jlew aiges 40 sy, » « turbidimetry enhanced by Latex particles, End Point
PO PV RO LE TS @LJ 13.9%

Correlation Coefficient: (r)= 0.998
Linear regression: Y=1.007 (x) + 0.0 %
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e  HDbC, HbS, HbE, HbD
Carbamylated hemoglobin up to 10.0 mmol/L off added sodium
cyanate
e  Acetylated hemoglobin up to 10.0 of added aspirin
e  Labile HbAlc up to 1000 mg/dL of added glucose
HbF up to 6%
s e olis (Bias) bl -12.9% HDF 7% l)ls sla aiges
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