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Diagnostic and testing kits and other
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Maintain high
standards

Zhejiang Anji Saianfu Biotech Co., Ltd.�nd Floor, No � Factory, 
No ��� WenYun Road,TangPu

Industrial Park, Dipu, Anji, HuZhou, ZheJiang,P.R.China.
Tel: +�� �����������|E-mail: sales@seinofy.com
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Certificate
No. Q5 108123 0001 Rev. 01

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

Holder of Certificate: Zhejiang Anji Saianfu Biotech Co., Ltd
2nd Floor, No. 3 Factory
No. 489 WenYun Road
TangPu Industrial Park, Dipu Subdistrict
Anji county
313303 Huzhou City, Zhejiang Province
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Zhejiang Anji Saianfu Biotech Co., Ltd
2nd Floor, No. 3 Factory, No. 489 WenYun Road, TangPu 
Industrial Park, Dipu Subdistrict, Anji county, 313303 Huzhou City, 
Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

Certification Mark:

 
Scope of Certificate: Design and Development, Production and Distribution 

of In Vitro Diagnostic Reagents for Rapid Tests for Fertility, 
Drug of Abuse, Cardiac Diseases, 
Infectious Diseases, Oncology

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

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 108123 0001 Rev. 01 

Report No.: SH23165601

Valid from: 2023-10-26
Valid until: 2026-10-25

Date, 2023-10-09 Christoph Dicks
Head of Certification/Notified Body

Safheal High Standards
One Health One Iife,One Planet

ISO �����
Certficated by TUV

R&D
P� Level Biosafety Laboratory

Class ���k
Cleanroom

GMP
Production Certified by China’s national GMP

EU&USA
Raw material

EU Tender Winner
Millions Kits

QMSISO  �����

What have we all done ？
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Product List

Human. NO.

One-Step Infectious DiseaseTest Kits - Part �
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Cut-Off

N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

N/A
mycoplasma pneumoniae

Description

Typhoid and Paratyphoid Ag Test Device (Feces) 
Typhoid IgG IgM Rapid Test (Serum/Plasma) 
Typhoid IgG IgM Rapid Test (Whole Blood/Serum/Plasma) 
Mycobacterium Tuberculosis Rapid Test (Whole Blood/Serum/Plasma) 
COVID�� IgG IgM Rapid Test (Whole Blood/Serum/Plasma) 
COVID�� Antigen Rapid Test (Swab/Throat saliva) 
COVID�� Neutralizing Antibody Rapid Test (Whole Blood/Serum/Plasma) 
Respiratory Syncytial Virus Antigen Rapid Test (Feces Swab) 
Norovirus Antigen Rapid Test (Feces Swab) 
Norovirus Triline Rapid Test(Feces Swab) 
M.pneumoniae IgM Antibody Rapid Test (Whole Blood/Serum/Plasma) 
M.pneumoniae Antigen Rapid Test (Swab) 

COVID-�� Antigen+Influenza A/B+Respiratory Syncytial Virus Antigen+Adenovirus 
Antigen Rapid Test (Swab) 
COVID-�� Antigen+Influenza A/B+Respiratory Syncytial Virus Antigen+Adenovirus+
mycoplasma pneumoniae Antigen Rapid Test (Swab) 

COVID-�� Antigen+Influenza A/B+Respiratory Syncytial Virus Antigen Rapid Test (Swab) 
COVID-�� Antigen & Influenza A/B antigen Rapid Test (Swab) 

Product Name.

Typhoid and Paratyphoid Ag Combo
Typhoid IgG IgM

TB

COVID-��

RSV Ag
Norovirus Ag

M.P

COVID-�� Ag+Flu A/B+RSV+Adeno
COVID-�� Ag+Flu A/B+RSV+Adeno+MP Ag

COVID-�� Ag+Flu A/B+RSV
COVID-�� Ag+Flu A/B
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N/A
N/A
N/A
N/A
N/A
mycoplasma pneumoniae

Rubella IgG IgM Antibody Rapid Test (Whole Blood/Serum/Plasma) 

HSV-� IgG IgM Rapid Test (Whole Blood/Serum/Plasma)
Hepatitis A IgM Rapid Test (Whole Blood/Serum/Plasma)

HSV-� IgG IgM Rapid Test (Whole Blood/Serum/Plasma) 
Rubella IgG IgM Antibody Rapid Test (Whole Blood/Serum/Plasma) 

Toxo IgG IgM

HAV IgM

HSV

CMV IgG IgM
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N/A

N/A
������� N/ADDengue Ns� Test Device (Whole Blood/Serum/Plasma) 

Typhoid Ag Test Device(Feces) 
Typhoid Para Ag Test Device (Feces) 

Dengue IgG/IgM+Ns� Combo Test Device (Whole Blood/Serum/Plasma) 

Syphilis Rapid Test Device   (Whole Blood/Serum/Plasma) 
Syphilis Rapid Test Device   (Whole Blood/Serum/Plasma) 
Dengue IgG/IgM Test Device (Serum/Plasma) 
Dengue IgG/IgM Test Device (Whole Blood/Serum/Plasma) 

Typhoid Ag
Typhoid Paratyphoid Ag

SYP（TP）

Dengue
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������� N/A

N/AHepatitis A IgG IgM Rapid Test (Whole Blood/Serum/Plasma) 
Leptospira IgG IgM Rapid Test (Whole Blood/Serum/Plasma) LEP IgG IgM

HAV IgG IgM
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������� N/ALeishmania IgG IgM Rapid Test  (Whole Blood/Serum/Plasma) 

Chikungunya IgM/IgG Rapid Test (Serum/Plasma) 
Chikungunya IgM/IgG Rapid Test (Whole Blood/Serum/Plasma) 

Ehrlichia Antibody Rapid Test (Whole Blood/Serum/Plasma) 

Leishmania IgG IgM Rapid Test  (Whole Blood/Serum/Plasma) LSH IgG IgM
Anap Ab
E.Canis Ab
Chikungunya IgM/IgG
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������� N/AYellow fever IgG and IgM Rapid Test (Whole Blood/Serum/Plasma) 

Yellow fever IgG, IgM and NS� Ag test Rapid Test (Whole Blood/Serum/Plasma) 
Zika IgG and IgM Rapid Test (Whole Blood/Serum/Plasma) 

Yellow fever NS� Ag test Rapid Test (Whole Blood/Serum/Plasma) 

Giardia antigen Rapid Test (Swab) GIA Ag

YFV
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N/A
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������� N/AZika NS� Antigen Rapid Test (Whole Blood/Serum/Plasma) 

Gonorrhea Rapid Test（Urine/Male Urethral swab/Female Cervical swab）
Human papillomavirus type ��/�� Antigen Rapid Test（Urine/Male Urethral swab/Female 
Cervical swab）

Cholera O� O��� Antigen Rapid Test (Swab)

Zika IgM Rapid Test (Whole Blood/Serum/Plasma) 

HPV ��/��

Zika

Cholera
Gonorrhea

������� N/A
������� N/ATrichomonas vaginalis Antigen Rapid Test（Urine/Male Urethral swab/Female Cervical 

swab）

Candida albicans Antigen Rapid Test（Urine/Male Urethral swab/Female Cervical swab）FILARIASIS Ab
Candida albicans
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