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Certificate of Analysis

No. COA20260109031

Fmai I 240 i 43 A A3 Joi #4 (RRLH0%) REF N/A
Product Name Hematology Control

S B0226 Bs BC-3D
Lot No. Model of the Reagent

Lo ST BEHE

105-003228-00 H: 3 mLX2 N: 3 mLX2 L: 3 mLX2

Material Code Package Size

Manufacture 2026-01-06 Expirv date 2026-05-05
Date piry
AR . -

. STSTE CFieati -
Standard basis PEMAS I INYE Specification for Product Inspection

)] =) St aingER LERHE
Subjects Accept criteria Results Conclusion
1. AR

Appearance

N —Fh R B A R MR T, 4 s 4
WA, AEH B
AR e Ay ST B D
Appearance It should be a sufficiently i & hrifk/Qualified fier/Pass
homogeneous blood-like substance, red
or dark red liquid, without any clots

2\ %%
Volume
- =3ml
-t m 3 mlL T4 /Pass
Volume -N
3B >3ml
R m 3 mL it /Pass
Volume -L
=) =3ml
e SEA Do
Volume -H 3 mL 76 /Pass
3. KRk
Performance

BC-3600 BC-3600
AT i<, 0 (sD) .
Uniformity in Gran%:0.5 4 /Pass

bottle-N
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HGB<{1. 5% (CV%)
HGB: 0. 49%

Lymph%<1.5(SD) Lymph%: 0. 5
0. Y.

MCV<0. 5% (CV%)

MCV: 0. 26%
Mid%<1.5(SD) )
Mid%:0. 2
MPV<4. 0% (CV%)
MPV:1.18%
PLT<4. 0% (CV%)
PLT:2.61%
RBC<X1. 5% (CV%)
RBC: 0. 98%
WBC<<2. 0% (CV%)
WBC:1.37%
BC-3600 BC-3600
Gran%<3. 0(SD)
Gran%:1.0
WS yop<s. 0% (cvw) B
Uniformity in HGB:1.11% 4 /Pass

bottle-L

Lymph%<1. 5(SD) Lymph%: 1. 2
0. 1.

FRYIEREYET B FIRBEIRAS

SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO.,LTD.

Hudik: PRYIT R L DX e HT AR M bl X R g - T BOAE R B4 518057 HiiE: 0755-8188 8998 fLH: 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 21



mindrayi&is

MCV<0. 5% (CV%)

MCV: 0. 26%
Mid%<1.5(SD) )
Mid%:0.6
MPV<5. 0% (CV%)
MPV:3. 14%
PLT<8. 0% (CV%)
PLT:5.20%
RBC<<3. 0% (CV%)
RBC:0.92%
WBC<5. 0% (CV%)
WBC:1.82%
BC-3600 BC-3600
Gran%<3. 0(SD)
Gran%:0. 3
HGB<{1. 5% (CV%)
HGB: 0. 50%
Al
Lymph%<3. 0(SD
Uniformity in 0" (SD) Lymph%: 2. 12% P r/Pass
bottle-H
MCV<C0. 5% (CV%)
MCV:0. 36%
Mid%<1.5(SD) .
Mid%:0.1
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MPV<{4. 0% (CV%)
MPV: 0. 60%

PLT<4. 0% (CV%)
PLT:2.92%

RBC<X1.5%(CV%)
RBC:1.33%

WBC<3. 0% (CV%)
WBC: 0. 63%

HBsAg. HIVHUA. HCVHUM. TPHUMAAS IS5 HL M
N HHIHE
E.%ﬁéﬁ_qjﬁ HBsAg , HIV antibody, HCV antibody, and [f{%/negative fifr/Pass
Biosafety-N . .
TP antibody testing results of the

calibrator should be negative.

HBsAg. HIVHUHR. HCVHUMR . TPHUARAR 4SS 5
N AW
giii%sff%f%:{&ﬁ HBsAg , HIV antibody, HCV antibody, and Bf{4/negative %4 /Pass
TP antibody testing results of the

calibrator should be negative.

HBsAg. HIVPLfR. HCVHUAR. TPHLAKE I &5 5oL
L
EWZE-EE ygpg , HIV antibody, HCV antibody, and FI#E/negative 4 /Pass
Biosafety-H . .
TP antibody testing results of the

calibrator should be negative.

BC-3600 BC-3600

Wi A l.1l1n Gran#: £0. 8 .
Accuracy of Gran#:-0. 1 1
assignment=N

b

/Pass

=4
n
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Gran%: 10,0 Gran®:0, 3
HCT %:x3.0 HCT:=2. 4
HGE g/L: L& HGE: 0
Lymph#: £0. 7 Lymph#: 0.
Lymph%: £ 8.0 Lymph%: =0
MCH Pg:£2.5 MCH:0. 9
MCHC g/L:+30 MCHC: 20
MCV fL:£5.0 MCV:-2.1
Mid#: £0.6 Midg:0.0
Mid%: £7.0 Mid%:0, 2
WPV fL:£3.0 MPYV:0. 0
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PCT: £0. 10 PCT: -0. 01
PN : 3.0 PON:-0. 1
P-LCC# : 225 P-LCC#:-4
P-LCR#: £8. 0 P-LCR#:-0. 1
PLTX10°9/L: £55 PLT:-12
RBC 10°12/L: +£0.28 REC:-0. 17
RDW-CV: £3.0 RDK-CV
(RDW) : 1. 4
RUW-SD : £10.0 RDW-SD:1. 1
WBCX1079/L: £1.0 WBC:-0. 1
BC-3600 BC-3600

W {1 v A - R .
Accuracy of frang: 0.2 Gran#:0. 1 fi& /Pass
assignment=L
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Gran%: £9.0

Granh:0, &
HCT %:x2.0 HCT:=1.0
HGE g/L: x5 HGB: 1
Lymph#: £0. 2 Lymph#:=0.1
Lymph%: £12. 0 Lymph%: -1, 4
MCH Pg:x2.5 MCH: 1.2

MCHC g/L: 30
E MCHC:24 g/L

MCV fL:£5.0 MCV:-2.1
Mid#: £0.2 Mid#:0.0
Mid®: £9.0 Midh:0. 4
MFV fL:£3.0 MPV:0, 2
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PCT: £0. 05 PCT 0. 00
FOW :£3.0 POW: 0.1
P-LCC* : 15 P=LCC#:0
P<LCR*:£8.0 P-LCR*:0, 2
PLTX1079/L: £30 PLT:-4
RBC> 107 12/L: £0. 20 REC: 0. 06
ROW-CYV: 3.0 ROW-CY
(RDW) : 0. O
ROW-5D : 10,0 ROW-SD:=1.2
WBCX1079/L: £0. 5 WBC:0, 0
BC-3600 BC-3600

WA v R - e .
Accuracy of frang: 220 Gran#:0. 2 & /Pass
assignment-H
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Gran%: £9.0 Gran®:0, 2
HCT %:x4.0 HCT:-3. 2
HGE g/L:X10 HGB: 0
Lymph#: 1.8 Lymph#:0.0
Lymph%: +8. 0 Lymph%:=0. 3
MCH Pg:x2.5 MCH:0. 6
MCHC g/L: %30 MCHC : 20
MCV fL:%5.0 MCV:=3. %
Mid#: £1.3 Mid#:0.0
Mid®: +5.5 Mid%-0.1
MPY fL:%3.0 MPV: 0. 2
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PCT: £0. 20 PCT: 0. 01

POW :£3.0 PDN-0. 2

P-LCC# : £35 P-LCC#: 9

P-LCR*: 8.0 P-LCR%: 1. 8

PLT=1079/L: £70 PLT: -4

RBC =107 12/L: £0. 35 REC: -0. 14

ROW-CV: 3.0 ROW-CV

(RDW) :1. 2

ROW-SD : +£12.0 ROW-SD: 0. &

WBC =107 9/L: 2.5 WEC: 0. 2
gie ;
Summary R /PASS
=T
Remarks
B ) _ . i (RBIE): A v
Analysis il FHong Kun ~ f’"f ’Imﬂf’f Kunt Approved by(Quality Engineer) %L Guo Xiaoxi 'E'F‘]‘ HUUKIMII
BE: BE:
Date 2026-01-12 Date 2026-01-12

FRYIEREYET B FIRBEIRAS

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-0003-027-5]J-5. 0 2010 5T 3 10 T Page 10 of 10



	새 북마크



