
Guangdong Wesail Biotech Co., Ltd.

Immunofluorescence POCT Solution
Multi-Channel Analyzer & Reagents for 
IVD Manufacturers and Distributors



Analyzer Features
WS-Mi6000

◎ ◎

All-in-one analyzer with incubator, barcode reader and thermal printer, no extra step 
required from cartridge insert to result

High resolution 11.1" large touch screen provides operational stability and quick response

CV ≤2% between channels, CV ≤5% between analyzers

Rapid

Precision

Compact

Display-Friendly

Accurate

180 T/H, result in 2~8 min for single parameter or 15 min for multi-parameters

±0.1°C precise temperature control improving test repeatability



Specification - Multi-Channel◎ ◎

Test Speed

Dimension

Weight

Display

LIS System

Data Processor

Sampling

Barcode Reader

Parameters Import

Printer

Incubator

Clot and Bubble Detection

Auto-dilution

180 T/H 

395.5 × 223.5 × 193 (L x W x H) mm  

≈ 6.4 kg

11-inch Touchscreen

Uni or Bi-directional

Intelligence

Manual

Built-in (external available)

Barcode

Built-in Thermal

Built-in

No

No



T
PIGF
sFlt-1

Upcoming

Cardiac 
Marker

Inflammation

Renal Injury

Pregnancy

Thyroid

Bone
Metabolism

Fertility

Brain

Stomach

Diabetes

◎ Test Menu 

SugarAnemia

S100β 

Up to 32 tests available with expected expansion to 50 tests

PGⅠ
PGⅡ

AMH
InhB

HbA1c
C Peptide
Insulin

Thrombosis
D-Dimer

Tumor Marker
CEA
AFP

MAU
NGAL

PSA
fPSA

β2-MG
Cys-C

β-hCG
FSH
LH

TSH
T4
T3

hs-cTnI
CK-MB
H-FABP
Myoglobin
cTnI/CK-MB/Myo

ST2
Lp-PLA2
NT-proBNP
BNP

fT4
fT3

P
PRL
E2

hs-CRP+CRP
SAA
IL-6

Ferritin
Folate
Vitamin B12

Osteocalcin
25-OH VD

PCT
mPCT



Feature Reagent Performances◎ ◎

Category Product Reaction
time Sample Package Detection rangeSample

volume

Cardiac

Marker

hs-cTnI

CK-MB

Myoglobin

cTnI/CK-MB/Myo 75 μL 12 mins S/P/W 20 or 50 Tests/Kit

60 μL

60 μL

60 μL

8 mins

8 mins

8 mins

S/P/W

S/P/W

S/P/W

20 or 50 Tests/Kit

20 or 50 Tests/Kit

20 or 50 Tests/Kit

0.020 ng/mL-100.000 ng/mL

0.200 ng/mL-300.000 ng/mL

7.80 ng/mL-2000.00 ng/mL

Inflammation

hs-CRP+CRP

SAA

IL-6

PCT  

mPCT

5 μL

5 μL

60 μL

60 μL

30 μL

2 mins

2 mins

8 mins

8 mins

5 mins

S/P/W

S/P/W

S/P/W

S/P/W

S/P/W

20 or 50 Tests/Kit

20 or 50 Tests/Kit

20 or 50 Tests/Kit

20 or 50 Tests/Kit

20 or 50 Tests/Kit

0.50 mg/L-350.00 mg/L

0.50 mg/L-1000.00 mg/L

2.0 pg/mL-5000.0 pg/mL

0.020 ng/mL-200.000 ng/mL

0.020 ng/mL-200.000 ng/mL

Thyroid

TSH

T4

T3

60 μL

60 μL

60 μL

8 mins

5 mins

5 mins

S/P/W

S/P/W

S/P/W

20 or 50 Tests/Kit

24 or 48 Tests/Kit

24 or 48 Tests/Kit

0.010 μIU/mL-100.000 μIU/mL

5.00 nmol/L-320.00 nmol/L

0.20 nmol/L-10.00 nmol/L

D-Dimer 60 μL 8 mins P/W 20 or 50 Tests/Kit 0.150 mg/L FEU-35.000 mg/L FEU

H-FABP

ST2

Lp-PLA2

NT-proBNP

BNP

60 μL

60 μL

60 μL

60 μL

60 μL

8 mins

8 mins

8 mins

8 mins

8 mins

S/P/W

S/P/W

S/P/W

S/P/W

P/W

20 or 50 Tests/Kit

20 or 50 Tests/Kit

20 or 50 Tests/Kit

20 or 50 Tests/Kit

20 or 50 Tests/Kit

0.60 ng/mL-512.00 ng/mL

2.0 ng/mL-1000.0 ng/mL

7.50 ng/mL-1200.00 ng/mL

30 pg/mL-45000 pg/mL

10.0 pg/mL-6000.0 pg/mL

cTnI 0.200 ng/mL-80.000 ng/mL

CK-MB: 2.000 ng/mL-150.000 ng/mL

Myo: 10.00 ng/mL-500.00 ng/mL

Thrombosis

HbA1c 5 μL 5 mins W 20 or 50 Tests/Kit 3.8 %-18.5 %Diabetes

AMH 60 μL 8 mins S/P/W 20 or 50 Tests/Kit 0.050 ng/mL-23.000 ng/mLFertility

Pregnancy

β-hCG

FSH

LH

5 μL

60 μL

60 μL

8 mins

8 mins

8 mins

S/P/W

S/P/W

S/P/W

20 or 50 Tests/Kit

20 or 50 Tests/Kit

20 or 50 Tests/Kit

0.10 mIU/mL-10000.00 mIU/mL

0.15 mIU/mL-200.00 mIU/mL

0.50 mIU/mL-200.00 mIU/mL



Guangdong Wesail Biotech Co., Ltd.
Address      : No.1 Taoyuan RD, Songshan Lake Science and Technology 

Industrial Park, Songshan Lake, Dongguan, Guangdong, China

Phone/Fax  : 400-900-1339

Version       : WS-SPOC-EN-20230719

E-mail         : customer@wesailbio.com

Website      : http://en.wesailbio.com

Linker Facebook

Feature Reagent Performances◎ ◎

Category Product Reaction
time Sample Package Detection rangeSample

volume

Stomach
PGI

PGII

60 μL

60 μL

8 mins

8 mins

S/P/W

S/P/W

20 or 50 Tests/Kit

20 or 50 Tests/Kit

1.00 ng/mL-200.00 ng/mL

0.40 ng/mL-100.00 ng/mL

Tumor Marker

CEA

AFP

PSA

60 μL

60 μL

60 μL

8 mins

8 mins

8 mins

S/P/W

S/P/W

S/P/W

20 or 50 Tests/Kit

24 or 48 Tests/Kit

24 or 48 Tests/Kit

0.20 ng/mL-1200.00 ng/mL

0.60 ng/mL-1210.00 ng/mL

0.014 ng/mL-150.000 ng/mL

Ferritin 60 μL 8 mins S/P/W 20 or 50 Tests/Kit 0.5 ng/mL-2000.0 ng/mLAnemia

Bone

Metabolism

Osteocalcin

25-OH VD

60 μL

60 μL

8 mins

8 mins

S/P/W

S/P/W

20 or 50 Tests/Kit

20 or 50 Tests/Kit

0.50 ng/mL-300.00 ng/mL

3.00 ng/mL-120.00 ng/mL

(7.50 nmol/L-300.00 nmol/L)

MAU 60 μL 2 mins Urine 20 or 50 Tests/Kit 5.00 mg/L-500.00 mg/LRenal Injury























English
EN

EUDAMED - European Database on Medical Devices Menu

Home Devices/SPPs

 Devices/Systems/Procedure packs

Manufacturer/Producer (and Authorised Representative) name: WESAIL    Status: On the EU market    New search

6 records found.

 Search criteria

UDI-DI/ EUDAMED
ID 

Version
Basic UDI-DI/
EUDAMED DI 

Trade name 
Risk
class

Manufacturer/Producer
(and Authorised
Representative) name

Actor
ID/SRN

Action

06973841000826
1

(Current)
697384100B15004T

Immunofluorescence
Analyzer

Class
A

Guangdong Wesail
Biotech Co., Ltd.
(MedPath GmbH)

CN-MF-
000008828
(DE-AR-
000000087)



06973841000307
1

(Current)
697384100B600055

Immunofluorescence
Analyzer

Class
A

Guangdong Wesail
Biotech Co., Ltd.
(MedPath GmbH)

CN-MF-
000008828
(DE-AR-
000000087)



06973841000789
2

(Current)
697384100B100042

Immunofluorescence
Analyzer

Class
A

Guangdong Wesail
Biotech Co., Ltd.
(MedPath GmbH)

CN-MF-
000008828
(DE-AR-
000000087)



06973841000284
1

(Current)
697384100H14006Q

Handheld
Colloidalgold
Analyzer

Class
A

Guangdong Wesail
Biotech Co., Ltd.
(Lotus NL B.V.)

CN-MF-
000008828
(NL-AR-
000000121)



06973841000734
1

(Current)
697384100C60005G Incubator

Class
A

Guangdong Wesail
Biotech Co., Ltd.
(Lotus NL B.V.)

CN-MF-
000008828
(NL-AR-
000000121)



06973841000277
1

(Current)
697384100B13004H

Handheld
Immunofluorescence
Analyzer

Class
A

Guangdong Wesail
Biotech Co., Ltd.
(Lotus NL B.V.)

CN-MF-
000008828
(NL-AR-
000000121)



  1   25 

EUDAMED

Contact us

Contact EUDAMED



Search

https://ec.europa.eu/info/index_en


About us

About EUDAMED

Related sites

Medical devices

European Commission

Contact the European Commission

Follow the European Commission on social media

Resources for partners

Language policy

Cookies

Privacy policy

Legal notice

https://ec.europa.eu/growth/sectors/medical-devices/new-regulations/eudamed_en
https://ec.europa.eu/growth/sectors/medical-devices_en
https://ec.europa.eu/info/index_en
https://ec.europa.eu/info/index_en
https://ec.europa.eu/info/about-european-commission/contact_en
https://europa.eu/european-union/contact/social-networks_en
https://ec.europa.eu/info/resources-partners_en
https://ec.europa.eu/info/language-policy_en
https://ec.europa.eu/info/cookies_en
https://ec.europa.eu/info/privacy-policy_en
https://ec.europa.eu/info/legal-notice_en
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Training Certificate 
 
Its hereby certified that 
 
Sergiu Sorocovici  
From "GBG-MLD"SRL, has successfully completed all technical training course of Immunofluorescence analyzer Model WS-Mi6000, WS-Si1000 and WS-i60 
including installation, Use, Service, Scientific and Technical Support, and is qualified to offer technical support for above mentioned products. 
 
 
 
FOR & ON BEHALF OF 
 
 

                                 	 	 	



Certificate
No. Q5 108683 0001 Rev. 01

Page 1 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Guangdong Wesail Biotech Co., Ltd.
2F, Building 1, 5 Hualian Street
Songshan Lake Science and Technology Industrial Park
Songshan Lake
523808 Dongguan, Guangdong
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: Design and Development, Production and 

Distribution of In Vitro Diagnostic Reagents 
for Immunochemistry.
Design and Development, Production, 
Distribution and Servicing of In Vitro 
Diagnostic Instruments for 
Immunochemistry.

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity 
see: www.tuvsud.com/ps-cert?q=cert:Q5 108683 0001 Rev. 01

Report No.: GZ2355001 / GZ2355001_CN

Valid from: 2023-10-13
Valid until: 2026-10-12

Date, 2023-09-19 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20108683%200001%20Rev.%2001


Certificate
No. Q5 108683 0001 Rev. 01

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): Guangdong Wesail Biotech Co., Ltd.
2F, Building 1, 5 Hualian Street, Songshan Lake Science and 
Technology Industrial Park, Songshan Lake, 523808 Dongguan, 
Guangdong, PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production of In Vitro Diagnostic 
Reagents for Immunochemistry.
Distribution of In Vitro Diagnostic Reagents and Instruments for 
Immunochemistry.

Guangdong Wesail Biotech Co., Ltd.
Room 201, Building 10, 19 Alishan RD, Songshan Lake Science 
and Technology Industrial Park, Songshan Lake, 523808 
Dongguan, Guangdong, PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production and Servicing of In Vitro 
Diagnostic Instruments for Immunochemistry.
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 401 Edgewater Place Suite #500 
 Wakefield, MA 01880 USA 
 
 TÜV SÜD PSB Pte Ltd 
 15 International Business Park 
 TÜV SÜD @ IBP 
 Singapore 609937 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD DO BRASIL SFDK 
 Rua do Tesouro, 23 - 17° andar 
 São Paulo - SP 
 01013-020 
 Brasil
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.
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