Infectious Diseases

High-quality products and high-standard quality
control making Autobio the leadership in the market
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15t place of market share in China

(1) The Great Market Reputation;
(2) The Consistent Quality of The Product ;

(3) Massive Market Application Data for Optimization of Product Performance;
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Laboratory Ratio of HBsAg  Laboratory Ratio of Anti-HCV  Laboratory Ratio of HIV Laboratory Ratio of Anti-TP

* Laboratory Ratio of the EQA(External Quality Assessment) from National Center for Clinical Laboratories



Dependable Quality - CE Certification

The CE certifications cover All core products.
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HBsAg-IVDR
Anti-HCV-IVDR

HIV Ag&Ab Combo-IVDR
Anti-TP-IVDR

HAV-IgM

HEV-IgM

HEV-IgG

H.Pylori IgG
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ZERTIFIKAT ¢ CERTIFICATE ¢

216-85-245.10.07

[EU Technical Documentation Assessment Certific ate (IVDR)
Pursuant to Regulation (EL) 20174795 on in Vitre Diagnostc Medical Devices,
Anne X, Chapter [l CClass D Devices)

No. V70 071134 0015 Rev. 00 freciiglid
‘e testing and
Manufacturer AUTOBIO DIAGNOSTICS CO., LTD. Ffcas vy

No&7 Jingbei Yi Road
National Eco & Tech Development Area

450016 Zhengzhou ation has
FEOPLES REFUBLIC OF CHINA. sign of the
testing and
SRH Manutacturer - CH-bF- 00003343 ieate walidity
Authorized Qarad EC- REF B

" Fas 257, 2910 Geel BELGIUM
Representative: = =

The Cerlificatian Bady of TU 51D Product Service GmbH certifies that the manufacturer has drann
up and presented a Technical Documentation according b Annec Il and Ul of the Regulation (EU)
20174745 on in Vitro Diagnostic bedical Devices. Details on devices covered by the Technical
Documentation are dezeribed on the folloning pagecs).

The Report referenced the result ofthe and includes reference o
relevart CS, hamonized standards and test reports . The conformily assessment has been camied out
according to Annex %, Chapter Il ofthis regulstion with a positive resul. In orderto maintain is
cerfficate, the manuzchurer shall submit P eriadic Safety Update Reparks at least annualy o the
natfiied body TV SUD Praduct Senice SmbH. Varfication of manufactired class b devices
acoording to Annex % Secfions 412 and 413 & applicable. In order to place the devices on the
market with CE-maiking, an EUl Quality Man age ment System Certificate pursuantto Annex 1X
Chapters | and Il is necessary in addition to this EU Technical Documentation Assessment

Certificate. For details and cerfificate walidity s ee: mumm bisud - ce P cert WP 0 07 1134 0010
Rew.0O
Report No. SHZZF 0706
validfram 2023-09-20
alid until 20080018
Marta Carnielli

Issue date:  2023-08-20 Head of Notified Bo dy RO

Tov®

Fage 1 of2
Tiry SUD Frodust Service GmbH 5 Notified Body with idertification no. 0123 .
Tiv 51D Froduct Service GrriaH » Cartifcation Body » Ridlerstrabe 65 +30339 Munich  Germany o

nent Area,

Zhengzhou,

0 tests*1
00 tests™1
00 tests™2
00 tests"s

0 tests™2



Dependable Quality - CE Certification

Sensitivity

Analysing sensitivity

< 0.130 IU/ml

Genotype
ABCDEFGH

100% (160/160)

Positive(non-specific
subtypes, genotypes

100% (221/221)

Subtypes

100% (20/20)

Seroconversion
panel

30 groups with
sensitivity greater
than or equal to
commercial
HBsAg products

Sensitivity

*Data is from CE Evaluation reports.

Coli and HAMA

HIV-1 antibody
positive

HIV-1 antibody
positive, non-
subtype B

100%

(348/348)

100% (57/57)

Positive for HIV-1
reverse therapy
population
antigens or
antibodies

100% (10/10)

HIV-1 antigen and

100% (50/50)

Sensitivity

fresh-positive

Evaluation Final
scheme Report
Ordinary 100%
positive (345/345)
100%
Genotype (92/92)
weakly 100%
positive (51/51)
100%

(28/28)

Sensitivity

HBsAg Autobio Results Autobio Results HCV Autobio Results TP Autobio Results
Evaluation scheme | Final Report HIV Evaluation Final Report luati ol Evaluation _
Bi6ad dbnor 100.00% scheme Evaluation  |Fina P Final Report
(5000/5000) ood 99 84% scheme Report
Inpatient L00.00% Plood donor 4998/5006) 99.84% Soocifici, | B00d donor PO (5000/5013
Specificit (200/200) . 99.5% Soecificity [Blood donor |(5152/5160)|  Specificity |
P y | — 100.00% Inpatient (200/201) pecificity Inpatient | 99.5%(208/209)
Analysis specificity (202/202) Specificity — . 99.60%
Positive for Anti-E. 100% (10/10) Inpatient (251/252)

Evaluation Final Report
scheme
weakly positive 64
Congenital
n 6
syphilis
Neurosyphilis 6
Early syphilis 5
second-phase
syphilis
Early latency 5
terminal syphilis 6

antibody positive _ Other positive




