FRER L2537 50 e (L) REF i
Product Name Hematology Control
S B0526H Bs BC-3D
Lot No. Model of the Reagent
WRER 105-003206-00 B B3 mLX6
Material Code Package Size iR s
&
Manufacture 2026-04-08 Expi 2026-08-05
xpiry date
Date
1Rk .
& 06 G ifi i i
Standard basis PRSI VE Specification for Product Inspection
o) 6] = SRt LR FRAE
Subjects Accept criteria Results Conclusion
1. SR
Appearance
NN — PRI S S M, LA A
e WA, AR E.
P Tt should be a sufficiently Fr & briE/Qualified 54 /Pass
Appearance .
homogeneous blood-like substance, red
or dark red liquid, without any clots.
2. ¥%&
Volume
Sk B 2 >3nl
Hed - e " 3 mL 54 /Pass
Volume-H
3. MR
Performance
(1) ERRERE =50 BAR & ZA S =M S
B3
(2) HEERESF5E, WiT8 A HHERAR
WS, WARRTE AR K.
(1) Every batch of domestically
% _en shipped products must have a reference N
&;?ﬁﬁ?ifhgziéH value table. FF & brife/Qualified & /Pass
(2) For the internationallly shipped
products, if there is a clear
requirement on the order that no
reference value is required, this
inspection item is not applicable
BC-3600 BC-3600
TNEIIE T <3, 0 (sD) .
Uniformity in Gran%:0. 4 T4 /Pass

bottle-H

A

Certificate of Analysis
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HGB<{1. 5% (CV%)
HGB: 0. 66%

Lymph%<3. 0(SD) Lymph%: 0. 2
0. Y.

MCV<0. 5% (CV%)

MCV:0. 20%
Mid%<1.5(SD) )
Mid%:0.3
MPV<{4. 0% (CV%)
MPV:1.00%
PLT<4. 0% (CV%)
PLT:1.01%
RBC<1. 5% (CV%)
RBC: 0. 64%
WBC<3. 0% (CV%)
WBC: 0. 88%
HBsAg. HIVHUA. HCVHUM. TPHUAAS I 45 HL M
L
§§¢wﬁtééﬁi_“ﬂﬁi HBsAg , HIV antibody, HCV antibody, and [f{%/negative fffr/Pass
Biosafety—H . .
TP antibody testing results of the
calibrator should be negative.
BC-3600 BC-3600

VR AL o e Gran#: £2.0 -
Accuracy of Gran#:0.7 74 /Pass
assignment—H
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Gran%: £9.0

Gran%:0. 2
HCT %:+4.0 HCT:-3.1
HGB g/L: %10 HGB: 2
Lymph#:+1.8 Lymph#:0.9

Lymph%: +8. 0
YA Lymph%:—0. 3

MCH Pg:%2.5

MCH:0.9
MCHC g/L: %30

MCHC: 24
MCV fL:Z%5.0

MCV:-3.7
Mid#: +1.3 .

Mid#:0. 1
Mid%: 5.5 .

Mid%:0. 1
MPV fL:#%3.0

MPV:0.0
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PCT: £0. 20
PCT:-0.01
PDW :#£3.0
PDW:-0. 2
P-LCC* :+35
P-LCC*:-8
P-LCR*: £8.0
P-LCR*:-1.0
PLTX10°9/L: £70
PLT:-10
RBCX10°12/L: 0. 35
RBC:-0.11
RDW-CV:+3.0 RDW-CV
(RDW) : 1.3
RDW-SD :+12.0
RDW-SD:2. 4
WBCX10"9/L:%2.5
WBC:0.8
#Zie
I
Summary frfts/PASS
gix
Remarks
1808 : : Heite (18I TIRIF) : 1 S
: it b Py iaoxi f
Analysis #idong Kun g 1’/‘%7 '/’Mg/KW’L Approved by(Quality Engineer) HAYGuo Xiaoxi W')\ UOXWJXI
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2026-04-23 2026-04-23
Date Date

IERENETBFIRERAT

SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO.,LTD.

Motk YN R L X S E A AL X AL i+ TR WBgE: 518057 i 0755-8188 8998 fEF{: 0755-26582680
Adress: Mindray Building, Keji 12th Road South, High-Tech Industrial Park, Nanshan, Shenzhen, 518057, P.R. China
Tel: +86 755 8188 8998  Fax: +86 755 26582680 Website: www.mindray. com

Q-0003-027-SJ-5.0



