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Finished product inspection report of

Blood lipid and glucose test card (dry chemical method)

1. Basic Information Form number: QR-PJY-305040001-004 version number: 1.8

Product Name Blood lipid and glucose test card (dry chemical method)

Standard operating procedure for

Inspection basis
Blood lipid and glucose test card (dry chemical method) inspection
Product batch number F02 b 07_0 40 ' Product specifications )’O Pfé ce /D@V }ﬂ
Batch production volume . Date of manufacture
2vbore )b 020
Sampling quantity Inspection date
30 hAe) >026.02-6]
Report Numbe
p I 5 bUD §— D0db 020| Report Date b 02,0 T
2. Inspection results |
Inspection _ _ Inspection
+ technical requirement Inspection results |
1tems conclusion
Appearance: The test card should be clean,
mtact, free of burrs, damage, and
contamination; The front sampling area and the ,D’K‘/ 5
es 0 :
Physical bottom testing area are clean and free of stains, ‘,El’tilahﬁed
Characteristics | and the material is firmly attached; The label Unqualified
handwriting is clear, accurate, and undamaged.
mm
The width of the test card strip is 4.8 + 0.1mm. '
T 0.0
Sy | Each item should not be higher than 0.3 o 0.0 @fﬁﬂ“ﬁﬂd
t
mmol/L. HDL Unqualified
0.0
GLU 0.0
Total cholesterol is in a linear range, and the TC
correlation r is > (0.975; 0. 7?éf
In the linear range of triglyceride, the
M- 1G 0.974) Qualified
[ correlation r > 0.975; i
inear _ o | o
I—Pgh density lipoprotein cholesterol is in a — ) ‘?ﬁi [JUnqualified
linear range, and the correlation r is > 0.975; -
In the linear range of glucose, the correlation
GLU 0.993
£>0.975. 77 |




éf’

BRIt

Konsunp
The coefficient of variation of total cholesterol L H
cv < 7.5%;
. - : . TC 0 ;
Coefficient of variation of triglyceride cv < @ﬁ 38//1 \Déua!i fied
Repeatabili 6%, TG " :
petlly | 0% 2406 it
The coefficient of variation of high density e
, : HDL y .
lipoprotein cholesterol cv < 7.5%: /4 & 2/
Coefficient of variation of glucose CV<5%. GLU \
£ ; APN)
The difference between batches of total -
cholesterol 1s < 15%; 75’7
The difference between batches of triglycerides
_ = TG ‘ IE_Q/ lified
Batch is less than or equal to 15%; &\ HELES
difference The difference between batches of high density N Ungqualified
lipoprotein cholesterol is < 15%; \f . é/-f
The difference between batches of glucose is
GLU 7
less than or equal to 10%. 4 0
The relative deviation of total cholesterol is < TC > %7
+10%; e
N The relative deviation of triglyceride is < +15%; L 29 \DQualified
ccuracy _ o _ ) CH.
The relative deviation of high density HDL _5 _/:/ Unqualified
lipoprotein cholesterol is < +15%; ]
The relative deviation of glucose is < +10%. GLU é £
Conclusion
t
Inspector/Date M\ 7/[/{ PINY. ﬁ)’
|
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