ACON

DN 1231-1021
Version 4

ACON BIOTECH (HANGZHOU) CO.,LTD

CERTIFICATE OF ANALYSIS

PRODUCT NAME: HBsAg EIA Test Kit

PURCHASE NO.: 37740068A

BATCH NO.: 2004721

EXPIRATION DATE: 2021/11/12

QUANTITY: S0kits
SPECIFICATION STANDARD CONCLUSION
Physics Check g;)cziusliebslind:zf;i:(;r- Complies
Blank well OD= 0100 (450nm) Complies
OD<0.050 (450/630)
AdO0.2 ng/ml OD=0.100 Complies
Ad0.5 ng/ml 0D=0.150 Complies
Sensitivity Ad1.0 ng/ml 0D>=0.250 Complies
Ay0.2 ng/ml 0D=0.100 Complies
Ay0.5 ng/ml OD=0.150 Complies
Coincidence of Specificity Standard 100/100 Cemplies
High Positive Standard OD=3.000 Complies
Negative Control 0D<0.100 Complies
Positive Control OD>>1.000 Complies
Precision CV<15% Complies

Quality Department: H&{\!’ Zj’lW’lj

Date: 56{0 vy |, 100

Digitally signed by Monastirschii Viorica :-]
Date: 2021.02.01 09:52:54 EET ¥
Reason: MoldSign Signature
Location: Moldova




ACON
DN 1231-1031

Version 4
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: HCV Antibody EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2004722

EXPIRATION DATE:  2022/02/11

QUANTITY: S0kits
SPECIFICATION STANDARD CONCLUSION
Physics Check No visible deposit or floccules in solution. Complies
OD<C 0.100 (450nm)
Blank Well OD<0.050 (450/630 nm) Complies
H (n=2) 0D =2.500 Complies
M (n=2) OD=1.500 Complies
Sensitivity L1 (n=2) OD=0.150 Complies
L2 (n=2) OD=0.150 Complies
L3 (n=2) OD=0.150 Complies
Negative Control 0OD<0.100 Complies
Positive Control OD>1.000 Complies
Coincidence of specificity standard =99/100 Complies
Precision CV<15% Complies

Quality Department: /—leA\{/ Zhowy

Date: SB{{? Yy, W




ACON
DN 1231-1091

Version 7
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: Toxoplasma IgG EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2003678
EXPIRATION DATE:  2021/09/22
QUANTITY: 20kits
SPECIFICATION STANDARD CONCLUSION
No obvious sediments or floccules in liquid .
Appearance Complies
component and color meets requirement
OD<0.050(450nm/630nm) or OD <
Blank Complies
0.100(450nm)
200TU/ml OD>1.000 Complies
Sensitivity
50TU/ml 10 IU/ml OD<< OD << 200 IU/ml OD Complies
Standard
10IU/ml 0.150 < OD < 0450 Complies
Compliance of Negative
=19/20 and =16/20(0D<<0.100) Complies
Standard
Calibrator 1 # 0D<<0.100 Complies
Calibrator 2 # OD >0.150 Complies
Calibrator 3 # Calibrator2#0D <<OD < Calibrator4#0D Complies
Calibrator 4 # OD>>1.000 Complies
R value =0.98 Complies
Precision CV<15%, OD>1.1* Calibrator 2#0D. Complies
Quality Department: HG}\II Zh O\I’(j

Date: S@I!7- ¥, 010




ACON
DN 1231-1231

Version 4
ACON BIOTECH (HANGZHOU) CO.LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: H. pvlori Antigen EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2004725

EXPIRATION DATE:  2021/11/06

QUANTITY: 13kits
SPECIFICATION STANDARD CONCLUSION
Physics Check No sediment or floccule Complies
B Blank Well OD<C 0.050 (450nm/630nm) Complies
| or OD<< 0.100 (450nm)
| Calibrator 1# oD < 0.100 Complies
Calibrator 2# oD > 0.150 | Complies
Calibrators _Calibrator 3# B OD > 0.500 Complies
| Calibrator 4# - OD >1.000 Complies
R | = 0.98 Complies
B Q0.1 | OD = 0.200 ‘ Complies
Sensitivity Qs | OD = 0.600 Complies
P OD>>(Calibrator 14+ Calibrator 2#)/2 OD Complies
Accordance of Specificity Standard |OD<<(Calibrator 1#+ Calibrator 2#)/2 OD Complies
Precision CV<15% Complies

Quality Department: Hed J Zme?

Date: S@IP b W




ACON
DN 1231-1081

Version §
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: HBcAb EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2008762

EXPIRATION DATE:  2021/11/08

QUANTITY: 11kits
SPECIFICATION STANDARD CONCLUSION
No visible deposit or floccules in .
Appearance . Complies
liquid component
Negative Control 0D>1.000 Complies
Positive Control 0D <0.080 Complies
QCO reference 0.500=<QCO/Cutoff value<1.500 Complies
Compliance rate of negative 15/15 Complies
reference
Compliance rate of positive 15/15 Complies
references
Precision criteria CV<<20% Complies

Quality Department: H &{\I/ Zthj

Date: 5@;}7 1y . W0



ACON

DN 1231-1151

Version g
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: HSV 1 IeG EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2008763
EXPIRATION DATE: 2022/01/07
QUANTITY: 11kits
SPECIFICATION STANDARD CONCLUSION
Physics Check No sediment or ﬂoccgle,and the Complies
color meets the requirements.
OD<0.050 (450nm/630nm) Complies
Blank Well
or OD< 0.100 (450nm)
Positive Control OD>1.500 Complies
Complies
Cut-Off Control 0D =0.200
S Complies
Negative Control OD<0.100
QCO 0OD=0.200 Complies
. L OD=Cut-Off Value Complies
Sensitivity
M 0D>0.800 Complies
Accordance of Specificity Standard OD<Cut-Off Value Complies
Precision CV<15%, OD=1.1*Cut-Off OD Complies

Quality Department:

Date:

He,;{}; thr\?

5\9(0. 22, 1010




ACON
DN 1231-1101

Version 9
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: Toxoplasma IgM EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2003699
EXPIRATION DATE:  2021/08/20
QUANTITY: 20kits
SPECIFICATION STANDARD CONCLUSION
No obvious sediments or floccules in
Appearance liquid component and color meets Complies
requirement
0OD<0.050 (450nm/630nm)
Blank Complies
or OD<C0.100 (450nm)
ToxoM-H 0OD>>0.500 Complies
Sensitivity
ToxoM-M 0D>0.300 Complies
Standard
ToxoM-L OD>0.200 Complies
Compliance of Negative
=19/20 Complies
Standard
Negative Control 0OD<0.200 Complies
Cutoff Control OD>0.200 Complies
Positive Control OD>0.500 Complies
Precision CV<15%,0D>1.1* Cut-Off OD Complies
Quality Department: H(’c/[‘?' Zl‘lcwﬂj

Date: 5‘742. 25, 0



ACON
DN 1231-1161

Version 4
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: HSV 1 IgM EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 1912665

EXPIRATION DATE:  2021/05/04

QUANTITY: 13Kkits
SPECIFICATION STANDARD CONCLUSION
Liquid should be clear without
ipitate, th ts of the kit
Physics Check precipitate, the compone.n s of the ki Complies
should be complete, without no
leakage of liquid.
Positive Control OD>0.800 Complies
Negative Control 0OD<0.100 Complies
Cut-Off Control 0OD=0.150 Complies
Accordance of positive reference 6/6 Complies
Accordance of negative reference 10/10 Complies
S1 Negative Complies
Minimum Sz Negative, Positive or equivocal Complies
Detection Limit S3 Positive Complies
S4 Positive Complies
Precision CV=<15%, OD=Cut-Off OD Complies

Quality Department: HGA‘; Zj’lO‘ﬂ‘}

Date: 3(?/{?.7/3 ;1L



ACON
DN 1231-1141

Version 9
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: CMV IgM EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2003718

EXPIRATION DATE:  2021/10/12

QUANTITY: 20kits
SPECIFICATION STANDARD CONCLUSION
No obvious precipitates or floccules in
Physical Inspection liquid component and the color meets Complies
requirement.
0OD<C0.050(450nm/630nm)
Blank Well Complies
or OD<C0.100(450nm)

Negative Control 0<<0.150 Complies

Positive Control 0OD>0.500 Complies

Cutoff Control OD > 0.150 Complies

L OD > 0.150 Complies

Sensitivity Standard M OD> 0.500 Complies

H OD > 1.000 Complies

Negative Standard OD <Cut-Off Control Complies

Precision Standard CV<15%, OD>1.1* Cut-Off OD Complies

Quality Department: H eu{?r 241 (ang

Date: 54?]1’. 1% . 1014



ACON
DN 1231-3021

Version 3
ACON BIOTECH (HANGZHOU) CO.LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: Total T4 EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2003705

EXPIRATION DATE:  2021/07/29

QUANTITY: Skits
SPECIFICATION STANDARD CONCLUSION
Physics Check No sediment or floccule Complies
Calibrator 1 OD=1.800 Complies
Calibraor Calibrator 6 0D<0.400 Complies
QL 0.50<R=<1.50 Complies
QM 0.70<R=<1.30 Complies
QH 0.73<R=1.30 Complies
QN1-QN8 <15.0 u g/dL (8/8) Complies
QH1-QH2 >15.0 n g/dL (2/2) Complies
Precision CV<15% Complies
Quality Department: HPo(j zl’lmf\g

Date: 56{0 L, 1010




ACON
DN 1231-3031

Version 4
ACON BIOTECH (HANGZHOU) CO..LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: Free T4 EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2008764

EXPIRATION DATE:  2021/06/24

QUANTITY: 2kits
SPECIFICATION STANDARD | concLustoN
Physics Check No sediment or floccule Complies
Calibratorl# 0D =1.800 Complies
Calibrator 6# 0D=0.400 Complies
QL 0.44<R<{1.33 Complies
QM 0.66<<R<1.34 Complies
QH 0.66<<R<1.34 Complies
QN1-QN§ Concentration <2ng/dL (8/8) Complies
QHI1,QH2 Concentration >2ng/dL. (2/2) Complies
Precision CV < 15% Complies
Quality Department: He&(*ll 2/’10\;43

Date: Sefir?. YL s > 0 2e)




ACON
DN 1231-1171

Version g
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: HSV 2 IgG EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2006743

EXPIRATION DATE:  2021/12/18

QUANTITY: 13Kkits
SPECIFICATION STANDARD CONCLUSION
Physics Check No sediment or ﬂoccu.le ,and the color meets the Complies
requirements.

Blank Well OD<C0.050 (450nm/630nm) Comoli
ane e or OD< 0.100 (450nm) omplies
L OD=Cut-Off Value Complies

Sensitivity -
M OD=0.400 Complies
Accordance of Specificity Standard OD <Cut-Off Value Complies
Positive Control OD=0.800 Complies
Negative Control 0OD<0.100 Complies
Cut-Off Control 0.150 <OD<0.400 Complies
| Precision CV<15%, OD=1.1* Cut-Off OD Complies

Quality Department: H€4~'I Zf’lo\mj

Date: 56;7. vh 10w




ACON
DN 1231-1181

Version g
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: HSV 2 IgM EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2004727

EXPIRATION DATE:  2021/09/01

QUANTITY: 13kits
SPECIFICATION STANDARD CONCLUSION
Physics Check No sediment or ﬂoccu.le ,and the color meets the Complies
requirements.
Blank Well 0OD<<0.050 (450nm/630nm) c .
ane e or OD< 0.100 (450nm) OmpHes
L OD = Cut-Off Value Complies
Sensitivity

M OD=0.400 Complies
Accordance of Specificity Standard OD < Cut-Off Value Complies
Positive Control 0D==0.800 Complies
Negative Control 0D<0.100 Complies
Cut-Off Control oD = 0.150 Complies
Precision CV<15%,0D>1.1* Cut-Off OD Complies

Quality Department: Heu S Zl“l(m’lﬁ

Date: ‘Sef v%, 010




ACON
DN 1231-1241

Version 3
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: H.pvlori IgG EIA Test Kit
PURCHASE NO.: 37740068A
BATCH NO.: 2003703

EXPIRATION DATE:  2021/10/14

QUANTITY: 15kits
SPECIFICATION STANDARD CONCLUSION
Physics Check No sediment or floccule Complies
Blank Well OD << 0.050(450nm/630nm) or OD << Comsli
anicwe 0.100 (450nm) omples
Calibrator 1# OD < 0.100 Complies
Calibrator 2# OD > 0.150 Complies
Calibrators -
Calibrator 6# OD >1.000 Complies
R = 0.98 Complies
Negative Conc. <<5AU/mL(8/8) Complies
Positive Conc. >5AU/ML(5/5) Complies
Sensitivity
MHTlmun:l . Conc.<5AU/mL Complies
Detection Limit
PRECISION CV<15% Complies
Quality Department: H 60(~F‘ 2h mn3

Date: 56{7. vh , W




ACON

DN 1231-1271
Version 4

ACON BIOTECH (HANGZHOU) CO.,LTD

CERTIFICATE OF ANALYSIS

PRODUCT NAME: HBsAb Quantitative EIA Test Kit

PURCHASE NO.: 377400668

BATCH NO.: 2003706

EXPIRATION DATE:  2021/03/04

QUANTITY: 33kits
SPECIFICATION STANDARD CONCLUSION

No obvious sediments or floccules in liquid .

Appearance . Complies
component and color meets requirement

10mIU/mL 0.105<0D<0.400 Complies

Sensitivit =
4 100mIU/mL 0.500<0D<1.600 Complies

Standard

200mIU/mL 0OD>1.200 and OD>>100.0mIU/mL OD Complies
Compliance of Negative Standard OD < Calibrator 24 OD Complies
Calibrator 1# OD < 0.105 Complies
Calibrator 2# oD > 0.105 Complies
Calibrator 3# oD > 0.250 Complies
Calibrator 4# oD > 0.500 Complies
Calibrator 5# oD > 1.000 Complies
R value R > 098 Complies
Precision CV < 15% Complies

ACON

The above results based on evaluation on the whole kit with all components manufactured by

Quality Department: Avtory . Hie

Date: /’l}f- ¥, 2o2v




ACON
DN 1231-2031

Version 2
ACON BIOTECH (HANGZHOU) CO.,LTD
CERTIFICATE OF ANALYSIS
PRODUCT NAME: Total PSA EIA Test Kit
PURCHASE NO.: 37740066A
BATCH NO.: 1912663
EXPIRATION DATE:  2021/01/05
QUANTITY: 30kits
SPECIFICATION ' STANDARD CONCLUSION
Physics Check No sediment or floccule | Complies
Blank Well 0OD=:0.050 .~ Complies
' Calibrator 1# | 0D<0.050 | Complies
Calibrators | Calibrator 24 | OD0.060 Complies
| Calibrator 6# OD=2.000 Complies
| Q4 | 2.3ng/mL<concentration<5.7ng/mL Complies
i Q20 ‘ 13ng/mL<concentration <27ng/mL . Complies
Sensitivity ‘ T Comoli
Q50 32.5ng/mL< concentration<67.5ng/mL omplies
QN1-QN10 concentration <<4ng/mL Complies
Precision | CV < 15% Complies
Quality Department: fotory . e

Date:

pog - el dzlo ==
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