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Huang Pu Notary Public Office,Guangzhou City, Guangdong Province

The People ' s Republic of China



=
=

13

i

=7
o/ o

TIFIKAT ¢ CERTIFICATE ¢

-
<
o
L
b
i
LS
(]
¢
=
=
<<
(=]
-
-
(=
bt
o
\ 4
-
<
x
>
©
=
-
£
e
©
4

-

C E R T l F I C A T E Product Service

No. Q517 08 99527 001

Holder of Certificate: Guangzhou Labsim Biotech Co., Ltd.

G4-402, No.31 Kefeng Road
High-tech Industrial Zone

510670 Guangzhou, GuangDong Pravince
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Guangzhou Labsim Biotech Co., Ltd.
G4-402, No.31 Kefeng Road, High-tech
Industrial Zone, 510670 Guangzhou,
GuangBDong Province, PEOPLE'S REPUBLIC
OF CHINA

Certification Mark:

EN IS0 13485 ;

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development, Production and
Distribution of Fluorescent Inmunoanalyzer

Applied EN ISO 13485:2016

Stand ard(s): Medicat devices - Quality management systems -
Requirements for regulatory purposes
{150 13485:20186)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
abm{e has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: GZ1730502
Valid from: 2017-12-04
Valid until: , 2020-12-03

Date, 2017-12-04 | ;
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© Deutsche
Akkreditierungsstel
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Prife ung Fedifizierordiung von TUY SUD
Droauct Seivics.
Mit Evhalt des Zettifikates erkennt Ger

Zartifikateinhaber die jeweils gttige Fas

der  Prif-  und Fertifizierordnung  an
{‘v\f\f‘ms.ti,lev-s;ued,c!e_/:psie“eguEaté@ms) une wird
somit Partner #m  Zerbifiziersystem von
TUY SUD Product Service.

Brinzipielle Voraussetzung fur die Giltig-
keit des Zertifikates:

— Glitigkeit der zillerten normativen Pruf-
grundiage(n) ist gegeben

und zusatzlich bei Zertifikaten mit Berechti-
gung zur Verwendung eines Prifzeichens
hzw. bei Zertifikaten fir QM-Systeme:

- Voraussetzungen far vorschriftsmafige
Fertigung werden singehalten.

— Die Fertigungs- bzw. Betriebsstatien wer-
den regelmaRig Uberwacht.

Certification contract

Certification is based on the TUV SUD
Product Service Testing and Certification
Reagulations.

On receipt of the certificate the certificate
holder agrees to the current version of the
Testing and Certification Reguiations
(Www,tueV==sued.de/ps_regulations) and thus
becomes partner in the TOV SUD Product
Service Certification System.

Requirements for the validity of the certi-
ficate in principle:

— Validity of the quoted test standard(s)

In addition for certificates with the right to use
a certification mark and for GM certificates: .

_ Conditions for an adequate manufacturing
are maintained :

— Regular surveillance of the facility is . per-
formed

Sengpre 94 MUY,

Aiieatinns an ot A3-TU-14)

P DT s
Deutschland /| Gernmany
Produkisicherheitsgesetz {(FrodSG) /
rroduct Safety Act (ProdSG)

turopa / BEurope

e 2 @ 9 & & & ® & & & 2 & & ® 2 G B & & F 9

Niederspannungsrichtlinie 2006/35/EG
Spisizeugrichtiinia 2008/48/EG

Richthinie fur aktive medizinische implantate 9G/385/EW
Richdinie fir Medizinprodukie BAZIEWG

Richilinie fitr in-vitro-Diagnostika $8/79/EG

Richilinie fiir Gasverbrauchseinrichtungen Z008/142/8C
Richtlinie fiir personliche Schutzausristungen 89/685F
EMV-Richilinie 2004/108/EG

Richtiinie filr Sportboote S4/25/EG + 2003/44/EG
Richtiinie fir Maschinen 2006/42/EG

Richtlinie fir Ex-Schutz Gerite 34/9/EG

Low Voltage Directive 2006/95/EC

Toys Directive 2009/4B/EC

Directive for Active implantable Medical Devices 80/38
Directive for Medical Devices 93/42(EEC

Directive on In Vitro Disgnostic Medical Devices 88/79
Directive for Gas Appliances 2009/142/EC

Directive for Personal Protective Equipment 89/886/EE
ERC Directive 2004/108/EC

Directive for Recreationat Craft 64/25/EC + 2003/44/EC
Directive for Machinery 2006/42/EC

Directive far Ex Safe Equipment S4/8/EC

ENEC Agreement for luminaires, nousehold and 1T eq

USA

Nationally Recognized Testing Laboratory (NRTL) to !
1810.7 by OSHA

Accredited for FOA 510(k) Third Party Review

@ Conformity Assessment Body 1o the MRA for Medica

Devices: FDA& QSReg Inspections, FDA 510(k) Third |
Review

Asien-Pazifik Region / Asia Paci

Recognized Certification Body to Electrical Products
Regulation; Hong Kong

Konformititsbewertungsstelie / Conformity Assessn
to the MRA for Medical Devices; Australien | Australi

Konformititshewertungssieile / Conformity Assessn
to the MRA for Medical Devices; Neuseaiand | New Z

Weltweit /| Worldwide

NGB im CB-Scheme des IECEE/
HNCB In the CB Scheme of IECEE

ExCE im IECEx-Scheme des IECEE /
EXCE in the IECEx Scheme of I[ECEE

Zertifizierstelien durch DAkKS akkreditiert

DE-ZE-11321-01, DE-ZM-11321-09 und DE-ZM-11321
Certification Bodies accredited by DAKKkS
OE-ZE-14321-01, DE-ZM-11321-09 and DE-ZM-11321
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NOTARIAL CERTIFICATE

(2020)YGHP,No.14916

Applicant: Guangzhou Labsim Biotech Co., Ltd.

Address: G4-402, No.31 Kefeng Road, High-tech Industrial
Zone, Guangzhou.

Legal representative: Wang Zhicai, male, born on June 18, 1973,
ID Card No.512922197306189039.

Entrusted agent: Hu Xiaoxuan, female, born on April 12, 1995,
ID Card No.445221199504126900.

Issue under notarization: True and exact photocopy

This is to certify that the foregoing photocopy conforms to the
original CERTIFICATE which Hu Xiaoxuan, the entrusted agent of
Guangzhou Labsim Biotech Co., Ltd. showed to me, the notary

public.

Huangpu Notary Public Office
Guangzhou City, Guangdong Province
The People's Republic of China
Notary Public: YANG LINYAN

July 22, 2020
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