TUVRheinland

Certificate

y The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

BEIJING LEPU MEDICAL
TECHNOLOGY CO., LTD.
Building 7-1
No.37 Chaogian Road
Changping District
102200 Beijing
China

has established and applies a quality management system for medical devices
for the following scope:

(see attachment for scope)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject tc yearly surveillance.

Effective Date: 2019-04-17
Certificate Registration No.: SX 60135206 0001
An audit was performed. Report No.: 16805473 005

This Certificate is valid until: 2022-02-12

Certification Body

(( Dakks

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2019-04-17

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax: +49 221 806-3935 e-mail.cert-validity@de.tuv.com http://www tuv.com/safety

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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TUVRheinland

TOV Rheinland B Tl
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate

Registration No.: SX 60135206 0001

Report No.: 16805473 005

Organization: BEIJING LEPU MEDICAL
TECHNOLOGY CO., LTD.
Building 7-1

No.37 Chaogian Road
Changping District
102200 Beijing

China

Scope: Design and Development, Manufacture, Distribution and
Service of in-vitro diagnostic analyzers and in-vitro
diagnostic test kits used in the detection of Cardiac
Markers, Blood Analytics, Genetic Testing and Blood Glucose
Monitoring including meters and strips including Home Use

Certification Body

DAKKS
. Deutsche

" Akkreditierungsstelle
D-ZM-14169-01-02

€

Date: 2019-04-17

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



TUVRheinland

Certifikat

Certifikacni autorita
TUV Rheinland LGA Products GmbH

timto potvrzuje, ze organizace

BEIJING LEPU MEDICAL
TECHNOLOGY CO., LTD.
Building 7-1
No.37 Chaogian Road
Changping District
102200 Beijing
China

ma zavedeny a aplikuje systém fizeni kvality pro zdravotnické prostfedky
v nasledujicim rozsahu:

( viz pfiloha s popisem rozsahu )

Bylo prokazano, ze pozadavky specifikované v
EN ISO 13485:2016

jsou splnény. Systém fizeni kvality je predmétem ro¢niho dohledu.

Datum aginnosti od: 2019-04-17
Certifikaéni registraéni gislo: SX 60135206 0001
Na zakladé provedeného auditu ¢.zpr.: 16805473 005
Tento Certifikat je platny do: 2022-02-12
Certifikacni autorita
(( DAKKS
b . Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Datum: 2019-04-17

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail.cert-validity@de tuv.com http.//www tuv.com/safety

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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TUVRheinland

TUV Rheinland e Theakl
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Priloha k

Certifikatu

Registracni Cislo: SX 60135206 0001

Cislo zpravy: 16805473 005

Organizace: BEIJING LEPU MEDICAL
TECHNOLOGY CO., LTD.
Building 7-1
No.37 Chaogian Road
Changping District
102200 Beijing
China

Rozsah: Design a vyvoj, vyroba, distribuce a servis in vitro diagnostickych

analyzérd a in vitro diagnostickych testovacich sad pouzivanych pfi
detekci srdeé¢nich markert, analyzy krve, genetického testovani a
monitovornadni glukézy v krvi vcetné mé€ricdl a prouzkl také pro domaci

pouziti.

"~ Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

(DAkkS

Date: 2019-04-17

Certifikacni autorita

10/020d 04.08 ® TOV, TUEV and TUV are registered trademarks, Utilisation and application requires prior a

pproval.




