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CE Certification- IVD Notification Certificate
CE iE35- IVD Notification iE$

lis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

'CERTIFICATE

IVD NOTIFICATION

Ref. No.: PMM 1131-2021

BELGIUM
Order No.: OG 0814-2022 Date: 12/04/2021
THIS 1S TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, OBELIS S.A. (O.E.A.R.C.)

PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REP) OF:

BIOTEKE CORPORATION (WUXI) CO., LTD

ADDRESS: 4TH FLOOR, D5. NO. 1719, HUISHAN AVENUE, WUX1 CITY
214174 JIANGSU, CHINA

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The Manufacturer declares that the IV D devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics

medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
98/79/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (0.E.A.R.C.) on
the 30/03/2021 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES ( 2 PAGES, 1 DEVICE)

As of the 01/04/2021, and as long as the manufacture will continue complying with the hereabove mentioned
requirements* he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the Territory of Belgium and/or the other EEA Member States (excluding territories not in
alignment with Decision ?010;’22?!EU).

3

Mr. G. Elkayam CEO
Obelis sa
Obelis European Authorized Representative Center is a member of the European Association of
¥ Authorized Representatives (E.A.A.R.), 1SO 9001 : 2015 and ISO 13485 : 2016 certified in

v g y e

¥ accordance to the professian of a European Authorized Representative.
* This is net a GF mark and is orfy provided
asa lemplate for informaional pumaoses.

** This Certificate will be automatically void if the notification is rejected by the EU Authorities or upon termination of the EAR
agreement

Registered Address: Bd. Général Wahis 53 - 1030 Brussels | Registered Cffice Address : Bd Brand Whitlock 30, B—1200 Brussels- Belgium
T: + 32 (0) 2 732 5864 | F: + 32 (0) 2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net
V3 — ID: 00454716 — 22/02/2019




CE Certification- IVD Notification Certificate

CE iF¥- IVD Notification iE$

|1 of 2

Order No. :OG 0814-2022
Ref No. :PMM 1131-2021

-Ar__mex A - lList of Devices

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devjqcs)
Catalogue o ; .

# _reference

number

According to
the operating
parameters
input by the
computer, the
temperature of
the module
component for
placing the
reagent sample
is controlled
to change, the
reagent sample

Fast real- = is 'subjected to
Real—time high

time 1 i BCR
fllorescencedm. ' oo N [temperaturedena

analyzer turation, low
temperature
annealing
(refolding),
and the
temperature
extension
process cycle
is performed to
amplify the
reagent sample
and pass. The
photoelectric
system detects

1. |BTK-8 56706|other

PCR analyzer

ist classification is based on the classification claim of the manufacturer and under its

Altachments - Annex A IVD - ID# 00453017 - Version 1 - 08/11/2017
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CE iF¥- IVD Notification iE$

|2 of 2

Obelis s. a.

Signature: o il

Stamp: = Obeliss.a.-O.EARC.
Registered Address:
Bld Général Wahis 53
1030 Bruxelles
Tél, +3227325954 - Fax +32 2732 60 03

Attachments - Annex A IVD - ID# 00453017 - Version 1 - 08/11/2017



CE Certification-E.A.R. Certificate

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

E.A.R.-CERTIFICATE

(ART 10.3 of the Directive 98/79/EC on In Vitro Diagnostic)

REF. NO.:PMM 1130-2021

ORDER NO. : OG 0814-2021 DATE: 12/04/2021
BIOTEKE CORPORATION (WU XI) BIOTEKE CORPORATIO(WUXI)
MANUFACTURER: =
CO., LTD LSl CO., LTD
4th Floor, D5. No. 1719, Huishan 4th Floor, D5. No. 1719, Huishan
Avenue, Wuxi City Avenue, Wuxi City
214174 Jiangsu, China 214174 Jiangsu, China
PRODUCT Please See Annex A - Listof Devices (1 Device, 2 Pages)
CATEGORIES:
MODELS: Please See Annex A - Listof Devices (1 Device, 2 Pages)

The European Authorized Representative Center Obelis s.a. declares thatthe aforementioned manufacturer
has fulfilled the essential requirementof appointing a European Authorized Representative in accordance
with article 10.3 of the Directive 98/79£C and © the terms and conditions setoutin the agreemententered into force
on September 1st 2020*

Obelis s.a.- 0.EAR.C.
Registered Address :
Bld Général Wahis 53
1030 Bruxelles
Tél, +32 27325954 - Fax +32 27326003

Mr. G. Elkayam CEO

Obelis sa
N Obelis European Authorized Representative Center is a member of the European Association of
EA Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and 1SO 13485 : 2016 certified in accordance
s, to the profession of a European Authorized Representative.

*This & not a CE mark and & arfy pravided
asa tempiate for informasional purmoses

*This certificate is not a confirmation of product notification nor an approval to place products on the market.
**This certificate will become void automatically upon termination of the EAR agreement.

Registered A Bd. Géneral Wahis 53 - 1DSUBrusseEIRe?|s‘temefﬁoeAddrsss Bd Brand Whll\ock 30, B—1200 Brussels- Belgium
T+ 32(0) 2 732 59511 | F:+ 32 (0) 2 732 6003 | Email: mail@obelis.net | Website: www.obalis.n
V3 - ID: 00453118 — 22/02/2019




CE Certification-E.A.R. Certificate

|1 of 2

Order No. :0G 0814-2021
Ref No. : PMM 1130-2021

-Annex A - List of Devices

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

- i i

Catalogue
# Teference
number

|  1nb
According to
the-operating
parameters
input by the
computer, the
temperature of
the module
component for
placing the
reagent sample
is controelled
to change, the
reagent sample
Fast real— ! is"subjected to
] Real—time hicH
1. |BIK-8 e fluorescence PCR -
fluoréscence : temperaturedena
PCR analyzer aily zer turation, low
temperature
annealing
(refolding),
and the
temperature
extension
process cycle
is performed to
amplify the
reagent sample
and pass. The
photoelectric
system detects

H56706jother

¢ A is part of the Agreement.

st classitication is basaed on the classification claim of the manufacturer and under its

Attachments - Annex A IVD - ID# 00453017 - Version 1 - 08/11/2017



CE Certification-E.A.R. Certificate
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Obelis s. a.

STgnature: s
5~ ("
Stamp —S L Obelis s.a.- OEARC.
Registered Address

Bld Général Wahis 53
1030 Bruxelles
Tél.+32273259 54 -Fax+32 2732860 03

Attachments - Annex A IVD - ID# 00453017 - Version 1 - 08/11/2017
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CERTIFICATE

Certificate No: BG/TC/0009/25.03.2021

Applicant: BioTeke Corporation (W
Name, address 4 Floor, D5&2nd &lst and 2nd Floor D.qh}p’l‘iw Huishan

Avenue, Wuxi w 74

Manufacturer:  pisTeke Corporz
Name, address

Product:

Type / Models:

Related Directives
and Annex
Related Standards

Technical file
Comments:

This certificate is provi o

or the applicant, and itRs to'f
products accordingly to the ECTI
use. The latest revision of the

Digitally signed by

KRASIMIR MIHAYLOV
oV GREBENAROV

Date: 2021.03.26 10:12:45

AROV o200
Manager

CE marking is only used on the product if all the relative EU Directives or Regulations are complied
with. EC Declaration of Conformity and the technical documents are prepared by the manufacturer or its
applicant who puts the product on the market.

The validity of this certificate ( 4 years from the date of issue) can be checked on the ECTI CERT
Homepage.
Any alteration or duplication of this document in parts is subject to approval by ECTI CERT Litd.
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ECTI CERT Ltd.
Bulgaria, Sofia. 133 Tsarigradsko Shosse Blvd., Office 729 Tel.: +359 878 87 75 77
www.ecti-bg.com E-mail: info@ecti-bg.com




FDA Registration

FDA

W

DFLM Herma m an Manwhim) el ¥ s Pl v i s el L g

Registration Information
Facility

Qs anon Numits:

FEI Nusnitsie

Regisrason Haus
Regiswason Haus Redson
Mial kg

Facility Haere

Facility Addess

Crevnar] Diporaior
Owe a0 e tor N

Gl ard Masng
Basingss Masr

Phodw Husnbad
Fax Musnbar
E-madl

Official Correspondent
Coont ar Hasns
Busingss Hams:

Pz Miusniba

WS Agent

Caanlard Firsd Masns
Cotact L asd Maans:

Baisirs s Hasr
Full Address

[Piscarey Miumniba
Fax Masnar

PRegistration Status

Expirason Dass
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EBOTERE CORFORAT DM (AWUST] OO, LTD

ATHFLOOR, D5, MO 76 HUESHAN SVENIUE |
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EOTERE CORFORAT DM (NUXT CO. LTD
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FDA Reqistration

DA A

Listing Number IF Listing Status Premarket Subamission Number Froduct Codels) Davice Name

0437518 Activey Entorcamant oMe 1 manfiven, notified per the VT guidance

D434754 Active S ANALYZER, CHEMISTRY (SEQUENTIAL MULTIPLE, CONTINUQUS FLOW) CLINICAL USE
0415420 Incactive oo el e Nuclvse acid amplificatic

DarsEn Altive FPM General purpcse reagent

D9EI0 Active Enforcement g3 CULTURE MEDIA. NON-FRUFAGATING TRANSPORT

Da12408 Active FMH CONTAINER, SPECIMEN, STERILE

404048 Active KXG APPLICATOR, ARSORBENT TIPPED, STERILE

0402052 Active M CLINICAL SAMPLE CONCENTRATOR

0396234 Activee NI CONTAINER, SPECIMEN, NON-ETERILE

stration & Listing Module

OfiMHeme > View fow Reghiraions and Listings

View Proprietary Names and Labeling

Listing Mumber DHMTH
Fropeietary Name Comfidental Device labeled for use Device identifier
PRA-tima fusreszant G N atnar
I First reaktime Sucrisscence PCR analyzer I N other

Product Code: JJC

Listing No.: D434754

Action

Label



Peru Registration exempt

b T S

Classification ' O Medical dewvce

Does the product have Oves EMo

temperature specification

requiremens?
OBiocompatibility Tests ODesign and Verification Reports
ORisk Management Osterilization Information

Main Applicable Documentation

Required by DIGEMID? OClinical Evaluation Ocertificate of Conformance
Omanufacturing Process OLabels

Obzervations In Peru WD instruments are currently exempt of registration.

L — nies = -t e = n =

thesubm tesion. Accessories @an gererally be included in the submission, if they are mentioned in the Free Sales
Certificate or clearly marked in product IFUs or Brochures.

Internal Ref: vD-H

Dicsy/Manna




Instrument Test Report
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Instrument Test Report

AR

Jiangsu Electronic Information Product Quality Supervision & Inspection Institute

Jiangsu Information Security Evaluation Center)

TEST REPORT

General information:

ke T

Applicant........c..cccoccveveieeennnen. « | BioTeke Corporation (Wuxi) Co., Ltd

Address.......cccceeceieieeesieeenenen. - | 4th Floor, D5 & 2nd Floor, D3 & 1st and 2nd Floor, D16, No.1719,
Huishan Avenue, Wuxi, Jiangsu, CN 214174

Manufacturer...........ccceceees «......: | BioTeke Corporation (Wuxi) Co., Ltd

Address........ccceeeeiveeeeevirienenen. - | 4th Floor, D5 & 2nd Floor, D3 & 1st and 2nd Floor, D16, No.1719,
Huishan Avenue, Wuxi, Jiangsu, CN 214174

Factory .........coeeevivvinsisininnnennns | BioTeke Corporation (Wuxi) Co., Ltd

Address..........cceeeivvieeeeninninnnnnn - | 4th Floor, D5 & 2nd Floor, D3 & 1st and 2nd Floor, D16, No.1719,
Huishan Avenue, Wuxi, Jiangsu, CN 214174

Name of the sample................. : |Fastreal-time fluorescence PCR analyzer

Trade Mark... FastQuant

Model/Type... BTK-8

Sample Quantity ......ccceceivenenn 1 |1

Production Date / Lot No.........: |/

Date of receipt........c..ccccecvveeeee. - [Feb. 10, 2021

Sample acquisition mode:

o Client delivering sample

OSampling

Sampling LOCation ... ieucceees |/
Sampling Base.. A2 .o |
Date of test........ccccevviiieiinnenen - |Feb. 24,2021
Test Result .......c..cccccceeeeeeee. 1 |[PASS

Tested by .....coovveeiiinceiee Cﬁ!ﬂd? /

Chiecked BY vmmnapmamn Me/\é FM'jll.A

Approved by(Name+ Signhature): |Qin Feng

Date of issue:.........ccccceeernenn 0 | 2021-03-22

Note

Test report No.: 202114010165 Page 1 of 22
QCRB9-2-2006



Instrument Test Report

AR

Jiangsu Electronic Information Product Quality Supervision & Inspection Institute

(Jiangsu Information Security Evaluation Center)

General sample information:

Composition and state of sample....: The power supply voltage of the EUT is 220VAC50Hz.

Sample Photograph(s)...................: See photos page
Main function description..............2/
Test Standard:

IEC60601-1-2:2004; Medical Electrical Equipment-Part 1-2:General requirements for basic
safety and essential performance- Collateral Standard: Electromagnetic disturbances
requirements and tests

F RS VPN

Test Instructions:

Received 1 set sample for testing, actual test 1 set. Please find corresponding test group and
sample number in the test result. If the EUT is working normally, it means: the EUT's display is
always on and the displayed data is normal.

Testing location/ address .............: /

Additional Information.......cccueeevnnt /

EUT connection schematic diagram:

Adapter EUT

Possible test case verdicts:

- test case does not apply to the test object....: N/A
- test object does meet the requirement........: P (Pass)
- test object does not meet the requirement...: F (Fail)
Test report No.: 202114010165 Page 2 of 22

QCR68-2-2006



Instrument Test Report
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Instrument Test

AR &

TEST REPORT

General information:

Applicant.............ccccceeevivennenn - | BioTeke Corporation (Wuxi) Co., LTD.

Address.....cccccervvemeremensisnsnsinens & | 4th Floor, D5 & 2nd Floor, D3 & 1st and 2nd Floor, D16, No.1719,
Huishan Avenue, Wuxi City, Jiangsu Province, People Republic
of China

Manufacturer.................... .......: |BioTeke Corporation (Wuxi) Co., LTD.

Address.....cccccevevmmreneesiensnnnnnns & | 4th Floor, D5 & 2nd Floor, D3 & 1st and 2nd Floor, D16, No.1719,
Huishan Avenue, Wuxi City, Jiangsu Province, People Republic of
China

Factory ......cc.covnievsnnssiininennnne. ¢ | BioTeke Corporation (Wuxi) Co., LTD.

AdAdTe88.oconrrnmnnneeand

4th Floor, D5 & 2nd Floor, D3 & 1st and 2nd Floor, D16, No.1719,
Huishan Avenue, Wuxi City, Jiangsu Province, People Republic of
China

Name of the sample................. :

Fast real-time fluorescence PCR analyzer

Trade Mark.........cocconviieniniann 0 |/
Model/Type......ccccccvevviviiccneeen. 7 | BTK-8
Sample Quantity ......c...ccceeeeee. t |1
Production Date / Lot No.........: |/

Date of receipt........ccccevvvecennnenn 1 [2021.2.10

Sample acquisition mode:

Client delivering sample

OSampling

Sampling Location..........ccccecereenieeee £

Samplirh Bage .....coccoaainnnl

Date of test.....cccccceivvvevivccnennnnn &

2021.2.10 ~ 2021.3.8

Test Result ........cocevivecniinnnnnnnnnn

PASS

Tegtaitl DY .ot

H Fgiin.

Ghecked by .....c...ocovvciccnminnasand

Shonrpb

Approved by(Name+ Signature):

Qin Feng

Date of issue:.....ccccceecceceeen 2

2021-03-17

QCR69-2-2006




Instrument Test Report

AR

mmEemm + dJiangsu Electronic Information Product Quality Supervision & Inspection Institute
SEF S 4 L B
(Jiangsu Information Security Evaluation Center)

Note

General sample information:

Composition and state of sample....: Fast real-time flucrescence PCR analyzer

Sample Photograph(s)...................: See photo page
Main function description...............z/

Additional Information..........c.......... Y

Test Standard:

IEC 61010-1:2001 Safety requirements for electrical equipment for measurement, control, and laboratory
use — Part 1: General requirements

Test Instructions:

Received 1 set sample for testing, actual test 1 set. Please find corresponding test group and
sample number in the test result.

Testing location/ address .............: No.100 Jinshui Road, WuXi, Jiangsu, P.R.China

Additional Information..................:./

Possible test case verdicts:
- test case does not apply to the test object....:. N/A

- test object does meet the requirement......... P (Pass)
- test object does not meet the requirement...: F (Fail)
Test report No.: 202116040304 Page 2 of 49

QCR69-2-2006

F kR



ISO 13485 Certificate

1ISO 13485 iF+H

Certificate

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

Report No.:
Effective date:
Expiry date:

Issue date:

( DAKKS

Deutsche
Akkreditizrungssteile
[-2MA-12165-01-02

TICRNA DGR T TUM T TUANT | N MQINers: tazeimares. Ul st 2 dipliz o e

- ®
TUVRheinland

CGiuality Management System

SX 2160603-1

BIOTEKE CORPORATION (WUXIy CO., LTD.
4th Floor, D5,

No.1718, Huishan Avenue,

Wuxi City

214174 Jiangsu

P.R. China

Manufacture and Distribution of Nucleic Acid Extraction Devices, Nucleic
Acid Extraction Reagents, Disposable Sampling Swab Kits

The Certification Body of TUV Rheintand LGA Products GmbH certifies that the crganization has established and applies a
guality management systermn for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfiled. The quality
management system is subject to yearly survelllance.

15096233 004
2021-02-03
2024-02-02

2021-02-03

Y Dipl.-Ing. W. Hsu

TUV Rheinland LGA Products GmbH
Tillystralie 2 - 90431 Nurnberg - Germany
1/2




ISO 13485 Certificate

1ISO 13485 iF+H

Cer tificate TUVRheinland

Quality Management System
EN iSO 13485:2016

Registration No.: SX 21606031

Organization: BIOTEKE CORPORATION (WUXI) CO., LTD.
4th Floor, D5,
No.17198, Huishan Avenue,
Wuxi City
214174 Jiangsu
P.R. China

The scope of certification also covers the following:

No. Facility Scope

101 BIOTEKE CORPORATION (WUX) CO.,  Distribution and service of Nucleic Acid
LTD. Extraction Devices, Nucleic Acid Extraction
4th Floor, D5, Reagents, Disposable Sampling Swab Kits
Ne.1719, Huishan Avenue,
Wuxi City
214174 Jiangsu
P.R. China

102 BIOTEKE CORPORATION (WUXI) CO.,  Manufacture of Nucleic Acid Extraction
LTD. Reagents
2nd Floor, D3, No.1719, Huishan
Avenue, Wuxi City,
214174 Jiangsu
P.R. China

103 BIOTEKE CORPCORATION (WUXI) CO.,  Manufacture of Nucleic Acid Extraction
LTD. Devices and Disposable Sampling Swab Kits
1st and 2nd Floor, D16, No.1719,
Huishan Avenue,

Whuxi City,
214174 Jiangsu
P.R. China
Report No. 15096233 004
Effective date: 2021-02-03
Expiry date: 2024-02-02
Issue date: 2021-02-03 B
Dipl.-Ing. W, Hsu
. TUV Rheinland LGA Products GmbH
(( DAKKS Tillystrafte 2 - 80431 Nirnberg - Germany
Deutsche
Akkraditicrungsstelie 212

D-Emi-14163-01-02

IFD2N A 020 A0 L, TLo0 8t 1LV e (87 S0t Liazitnniinks. Utibaatans evid epoiv sl s i (ot o s



|
1ISO 9001 iF3H

SO 9001 Certificate

QUALITY MANAGEMENT SYSTEM
CERTIFICATE

This Is to Certify that the QUALITY MANAGEMENT SYSTEM of

BIOTEKE CORPORATION (WUXI) CO..LTD

Registered Address:1st Floor, 2nd Floor, No. 1719-16, 2nd Floor, Area B, Mo, 1718-3, Area
A, 4th Floor, Mo, 1718-5, Huishan Avenue, Huishan Ecenomic Development Zone, VWuxi

has bean assessed by MOA Cartification
and found to comply with

GB/T 19001-2016 idt ISO9001:2015

Audit Address:4th Floor, Zone A, D5, Zone D, Life Park, No. 1719-5,
Huishan Avenue, Huishan Economic Development Zone, Wuxi

For the scope of Production and sales of first-class medical devices
within the scope of qualification

Audit Address: The first floor and the second floor of No. 1719-16, The
second floor of Zone B, No. 1719-3 Huishan Avenue, Huishan
Economic Development Zone, Wuxi

Sub-scope:Production activities

Carlificate Mumber: HOAZDT 10840
Unified Social Credit Code: 91320208581 TSO2078

Carifcabe lesue Dale: 14 Deo. 2020
Carificabe Valid Unsl: 14 Qe 202

| AJAB
E ACCREDITED
ECTCTHE T
150 50 BLGARIFLEHT TTRL
HANLIMEHT CHRTESL R BT
FETiRCATIO
Daln of initial Certfcabon: 18 Dec. 2820 Expics Diate of Cartificaiion: 14 Dec 2321
This cartifcats is ssued by NOA lesting & cerlificatian, thie certdicate holder shal accepd surveilllance audit by PROA and
e ca= il ale shall Be ranswsed by HOA peice (o ity expiry date & required. To werily the wallfisy of certificate, pleass
viail wew.nosgroupang ;. The cerbificate informatsan i aho aveishle o e CRICA alficial vaebiiite, wWes onta, goion

e (O Certification Service -

#del 1 Badlding 2R Lane 77T East linaiu Rosd Free Trade Tone Shasgsa i China Emeil row i neagrosn org
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ISO 45001 Certificate

ISO 45001 Certificate
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CERTIFICATE
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EHREEREUEATRAE

fho—it 215 A A5 91320206561 7502076

ETHEELUSHFEXELAKITIO-FEHEAR., 17T19-38BR £,
1719-165—E—_ &

FlExeTEH R

GB/T 45001-2020/1S0 45001:2018

Wik & B

—RERBERXRE., BREFAAESHANRLRRLZLFEET

if 45 8% : ARES/CN/I210104458
EEEEHE: 2021F02/0TH ESHEEREH: 202450275 06H

ShEFFEE RS ARG FEFRRTAEDI20A, BAH B BARES % &
5w A O B LB (R S R,

B

ACCREDITED
g

ACC NO. MSCH - 1M

Mo 12-2 Lo 187, Wenping Rd.. .l"mme [Dist., lel!ld.l'l'_ll‘u T08, Taiwan
TEL / 06-295 9% (Rep. Line) FAX /06-295 9667 www. drcﬁ-:Lglaletmncum
f "y FESGLTEREWNCATEG oL E &% FMWeb (www, cnca, gov, on) & www, ares-china, cn £ # 19




ISO 45001 Certificate

ISO 45001 Certificate
b g R e & B AR R IEE S
-

CERTIFICATE | b»?‘

The Goveming Board of
ARES International Certification Co., Ltd.
Hereby Grants To:

BIOTEKE CORPORATION (WUXI) CO., LTD.

Organization Credit Code: 913202065617502076

4th Floor, D5 &2nd Floor, D3& 1st and 2nd Floor,D16, Neo.1719, Hulshan Avenue,
Wuxi

Has been assessed and found to be in accordance with the requirements of standard
detailed below

GB/T 45001-2020/1S0 45001:2018

stope
Manufacture of disposable virus sampling swab and nucleic acid
extraction Management of Related Occupational Health and Safety

Aspects.

Certificate Mo.: ARES/CN/121010445
Certificate lssue Date: 2021-02-07 Registration Expiration Date: 2024-02-06

The time interval between each surveillance audit and the last on-ste audit shall not exceed 12 months, and the
OIEANIEALIOn must obl &in “sufveillance sudit appooval notilication™ Ssued by ARES 1o ensune the validity of the cen ilicate.

g OF MULTy Authorized by :
ACCREDITED

Manapamant Systams
Cartificaton Body

ACC MO, M5CE - 171

L]

E ARES International Certification Co., Ltd.
Mo 12-2, Lo 187, Wenpang Rd., Anpuig Dist, Tarnan City 708, Taiwan
TEL / (6-295 G656 | Rep Ling) FAX (06-293 B66T www ares-registration com
. Check the validity of this certificate on the official website of Certification and Accreditation Administration
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iETh4%s 5 : GXZT002-21E10015R0S
E .
EHEHEREMBEATRAF
B — Lo A0/ EH SUHLEFCRS . 91320206561 7502076
SRk ER S
GB/T24001-2016/15014001: 2015 #57E

ERE&EE: —KEREEREE. B Er
Bt T B A

R k- ST M oL TR Ml G 17195 SR AKX 1718-3 BEE R, 171916
Wbl TR L PR E ML IGE 17195 SEE A K. 17183 SEEZE. 171916
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IEBEEA
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ISO 14001 Certificate
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ENVIRONMENTAL MANAGEMENT
SYSTEM CERTIFICATE

Certificate No.: GXZT002-21E10015R0S
We hereby certify fhat the organization .
Bioteke (wuxi) Corporation Co., Ltd
Unified social credit code/Organization code: 813202065617502076
is in conformity with Environmental Management System Standard:
GBI/T24001-20161S014001:2015
The certificate is valid to the following product(s \'service:
the manufacture of disposable virus sampling swab kits and nucleic acid extraction
system and related management action

Registration Addness: 4th floor, D5, 3id floor, D3, 15t &2 nd floor, D16, No. 1719,
Huishan Avenue, Wind

Audit Address: 4th floor, D6, 3rd floor, D3, 18t &2 nd floor, D16, No. 1714,
Huishan Avenue, Wied

Date of Issue : 14-01-2021
Date of Expiry: 13-01-2024

Es ’h/l Certficates
Appropriation

Bl E The Effectivenass of the Certificate is Subject to QR Code in the Left.

Meanwhile, You Can Search the CNCA Websitewwe cnca_gov.cn

Erzee or Website of Certification Body wiww.isogx.en

Guo Xin Zheng Tong (Beijing) Inspection & Certification Co,,Ltd.

Room 508, Building 41, Zone 2, Tiantengyuan, Changping District,
Beijing, China (103 218)
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Intellectual Property Management System (IPMS)
Certificate

[ RegistrationNumber, ZJLH20IPO29GR0M ]

Thisis to certify that the organization
BIOTEKE CORPORATION (WUXI) CO., LTD

Registered Address:dth Floor, D5E 2nd Floor, D3 & 1st and Ind Floor D16,No.1719, Huishan
Avenue, Wi City,2 14174 liangsu, China

OperationAddress:4th Floor, D5 & Ind Floor, D3 & st and 2nd Floor  D16,Mo 1719, Huishan Avenue,
Wusd City, 214174 Jiangsu, China.

Forthefollowingactivities meets the Chinese Mational StandardGB/T 29490-2013
Authentication Scope:

Intellectual property management in the development of a fluprescence quantitative
PCR instrument; also i the research and development, poduction and sales of
mucleic acid extmetion equipment and reagents, disposable vims sampling tubes,
lahoratory disinfection equipment and related procurement activities (within the scope
of qualification permit).

Mote: The suthentication scope shall notinclude the scope of products and services that have not obtined the
relevant administrative Bicenses and guali fication hioenses approved by the gover nmant .
First lssue Dates Dec 01, 2020

lsswe On: Dec 01, 2020

Validity Date; Nov 30, 2023

Information about this certificate & available on the official website(www. onca gowen) of Mational Certification
and Accreditat ionadministration of PRCThe validity of this centificate i maintained by annual supervision in a
supervision periodThis certificate can only be valid if it i combined with the approval notice Bsued by

thecertification institutionTo check the valid status of this certilicate, please visit our website warwjihbjre. com
OF WWWLONCE. Bov.CN, o Scan 2-dimensional bar code.

ZhongjiLianheng (Beijing) Certification Co., LTD

Address: Room 309, Tanjian Building, No. 6, Huixin Manli, Chaovang District, Beijing
Postal C




Verified Supplier Certificate

WIE BER B E 45

Verified Supplier Certificate

verified

Certificate Number: 20979507_P+T

Presented to

BioTeke Corporation (Wuxi) Co., Ltd
ZHERTEMERBRAF

For details, please refer to http://enbioteke.en.alibaba.com
Onsite assessment was conducted for BioTeke Corporation (Wuxi) Co., Ltd by TUV Rheinland

{ Assessed by Hui Zhu on 11 Nov. 2020. ‘)‘Valid  from: 12 Nov. 2020, Valid until: 11 Nov. 2021.
i 1

7@ ‘

Signature:
Title: Vics President Of Systems TUV Rhcinland Greater China
]

@t\libabacom@ A\ TOVRneintang®

Procisely Right.

s "v“;.." "
B b



Verified Supplier Certificate
R AL IR+

verified

Verified Supplier Certificate

Certification No. 20979507_P+T

BioTeke Corporation (Wuxi) Co., Ltd
ZRERTEDERFRLT

http:/enbioteke.en.alibaba.com

Onsite assessment of the following areas was canducted by TOV Rheinland.

F Company Overview F 1luman Resources

P Curremt Expont Situation F Expont nu\m:,\s Capacity
P Production Capacity - F Quality Assursnce
F Production Process Management & F R&D Capacity

F Company Devolopment / Expansion Plans F Producuon Flow
M Centification & Photos P Company and Product Samples

Valid: 12 Nov. 2020 to 11 Nov. 2021

A TUVRheinland

[ssued by: ﬂAllbuba com Asscssed by Prsciasty Nigh

Date of Issue: 11 Nov. 2020 @0 Certification No. 20979507_1I'+T

Seonalure: B

[ itle’ Vice Presidem Of $ystems TUV Rheiniand Greater Chisa




