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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 230003594/PCBB-HN
Ngay cong bo: 31/12/2023

1. Tén co s6 cong bd: CONG TY TNHH STV TECHNOLOGY

2. bia chi: Tang 7, B3, B4, B5 Khu d4u gia QSD dat Van Phuc, Phuong Van
Phiic, Quan Ha Dong, Thanh phd Ha Noi

3. S6 vin ban cua co so: 2912/2023/CAB Ngay: 29/12/2023

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té&: Khay thtr xét nghiém dinh tinh khang nguyén vi rit
cam A, cum B

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: Khay thir xét nghi¢m dinh tinh khang nguyén vi rat cim A,
cim B 1a mgt xét nghiém mién dich dong chdy bén dung cho xét nghiém chan
doédn nhanh in vitro, phét hién dinh tinh va phan biét khang nguyén
nucleocapsid vi rut cim A, cim B tryc ti€p tor mau dich miii trudce thu dugc tir
cac bénh nhan bi nghi ngd nhiém vi rat cim A, cim B bé1 nhan vién cham soc
stc khoe.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Theo tiéu chuan nha san xuét

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chat (néu c6):

6. Thong tin vé chu so hitu trang thiét bi y té:

Tén chu s& hiru: GeneSign Biotech (Xiamen) Co., Ltd



bia chi chu sé hitu: Unit 03, 8th Floor, Building B14, Xiamen Biomedical
Industrial Park, 2076 Wengjiao West Road, Haicang District, Xianmen,
Fujian, CHINA

7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du diéu kién san xuat ddi v6i trang thiét bi y té san xuét trong
nuoc:

9. Thanh phan hd so:

1 | Van ban cong b tiéu chuan ap dung ciia trang thiét bi y té thudc loai |

B.

2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu trang thiét bj y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu m6 ta tom tat ky thuat trang thiét bj y té bang tieng Viét, kem|

theo tai liéu k¥ thuat mo ta chirc nang, thong so6 k¥ thuat cua trang
thiét bi y t€ do chu s¢ hitu trang thiét bi y t€ ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu trang|
thiét bi y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
doi voi trang thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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CHUNG LOAI

MA SA,N PHAM
(Néu co)

QUY CAQH
DPONG GOI
(Néu c6)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

NUGC
SAN XUAT

Khay thtr xét nghiém dinh tinh khang
nguyén vi rat caim A, caim B

Influenza A/B Antigen Rapid Test

GeneSign Biotech (Xiamen)
Co., Ltd

Unit 03, 8th Floor, Building B14,
Xiamen Biomedical Industrial
Park, 2076 Wengjiao West Road,
Haicang District, Xianmen, Fujian

CHINA




Ministry of Health, Welfare and Sport
CIBG

P.O. Box 16114

2500 BC The Hague

THE NETHERLANDS

STATEMENT

The undersigned herewith declares that according to the Decree on In-Vitro Diagnostics, which is
based on the European Directive 98/79/EC concerning in-vitro diagnostic medical devices,

SUNGO Europe B.V.

Fascinatio Boulevard 522 (Unit 1.7)
2909 VA Capelle Aan Den Ijssel
THE NETHERLANDS

acts as authorised representative of the manufacturer.
The manufacturer:
GeneSign Biotech (Xiamen) Co., Ltd.
Unit 03, 8th Floor, Building B14, Xiamen Biomedical Industrial Park, 2076 Wengjiac West
Road, Haicang District,
Xiamen, Fujian
CHINA

is authorised to manufacture and/or supply the medical device/devices mentioned below:

See product list

This device/these devices may be placed on the Dutch market and on the markets of the other
Member States of the European Union, and be exported to States and territories outside the
European Union. This free sale certificate may only be used for export outside the European Union.

The present statement is drawn up at the request of the interested party in order to be submitted
to the Health Authorities of VIETNAM.

This statement is valid until May 26, 2025.

The Hague, November 16, 2022

On behalf of the Minister for Health, Welfare and Sport
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Our reference: 20226613
Certificate number: 38654
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Product Name

Models

COVID-19 Ag Lotlypop Rapid Test

Midstream, Cassette, Strip

COVID-19/Flu A/Flu B Antigen Rapid
Test

Cassette, Strip

Influenza A/B Antigen Rapid Test

Cassette, Strip

Respiratory Combo Antigen Rapid
Tast

Cassette, multiple combination including:

1. Novel Coronavirus (2019-nCoV) Antigen Testing Kit
(Lateral Flow Assay)

Respiratory Adenovirus Antigen Rapid Test

RSV Antigen Rapid Test

Respiratory Adeno/RSV Antigen Rapid Test
Respiratory Adeno/RSV/Flu Antigen Rapid Test
COVID-19/ADV Antigen Rapid Test

COVID-19/RSV Antigen Rapid Test
COVID-19/ADV/RSV Antigen Rapid Test
COVID-19/Flu A/Flu B/RSV/ADV Antigen Rapid Test

VRN ALN

Dengue NS1 Antigen Rapid Test

Cassette, Strip

Dengue IgM/IgG Rapid Test

Cassette, Strip

Dengue NS1 Ag/Ab Combo Rapid Test

Cassette, Strip
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MEDICAL DEVICE QUALITY
MANAGEMENT SYSTEM CERTIFICATE

CERTIFICATE: ZWIM21Q10144R0S

Hereby Certify
Genesign Biotech (Xiamen) Co. Itd.

Uniform Social Credit Code: 91350205MA33GRBASE
Registration Address: Unit03,8th Floor, Building B14, Xiamen Biomedical Industrial Park,2076 Wengjiao West Road, Haicang District, Xiamen
Audit Address:Unit03,8th Floor, Building B14, Xiamen Biomedical Industrial Park,2076 Wengjiao West Road, Haicang District, Xiamen, Fujian, China

Medical Device QMS conforms to:
1SO13485:2016

Scope of Certificate:

Design, Development, Production and Distribution of In Vitro Diagnostic Medical Devices including: hormone marker test kit (lateral
flow assay), hormone marker test kit (fluorescence immunochromatography), infectious disease test kit (lateral flow assay), infectious
disease test kit (fluorescence immunochromatography), infectious disease test kit (nucleic acid method), gastrointestinal disease test kit

(lateral flow assay), gastrointestinal disease test kit (fluorescence immunochromatography), cardiac marker test kit (lateral flow assay),
cardiac marker test kit (fluorescence immunochromatography), tumor marker test kit (lateral flow assay), tumor marker test kit

(fluorescence immunochromatography), blood typing test kit and drug of abuse test kit.

Issue Certificate Date:2021-07-28 Registration Expiration Date:2024-07-27
Before the expiration date 2023-04-28, should have supervision or new certification audit.
Failed to pass the audit, this certificate is invalid.
This certificate information can be checked at official website of CNCA(http:// www.cnca.gov.cn )

Jiangsu Zhongwang Jiamei Certification Center Co., Ltd.
Room 522, Building 5, 2588 Wuzhong Avenue, Wuzhong Economic
Development Zone, Suzhou, Jiangsu, China

WWW.jSZWjm.com



CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Haag

SUNGO Europe B.V.

T.a.v. de heer R. Luo
Olympisch Stadion 24
1076 DE Amsterdam

Datum: 28 maart 2022
Betreft: aanmelding In-vitro diagnostica

Geachte heer Luo,

Op 25 maart 2022 ontving ik uw notificatie krachtens artikel 4, eerste lid van het
Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam
GeneSign Biotech (Xiamen) Co., Ltd. met Europees gemachtigde SUNGO Europe
B.V. onderstaand product als in-vitro diagnosticum op de Europese markt te
brengen.

Het product staat geregistreerd als in-vitro diagnosticum onder nummer:

Influenza A/B Antigen Rapid Test
(geen merknaam) (NL-CA002-2022-67294)

Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD.

In alle verdere correspondentie betreffende bovenvermeld product verzoek ik u dit
nummer te vermelden. Aan dit nummer kunnen geen verdere rechten ontleend
worden, het dient alleen om de notificatie administratief te vergemakkelijken.

De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de
Classificatiecriteria (Bijlage II) bij Richtlijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese regelgeving inzake de classificatie van medische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161

http://hulpmiddelen.farmatec.nl

Inlichtingen via:
medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20221840

Bijlagen

Uw aanvraag
25 maart 2022

Correspondentie uitsluitend
richten aan het retouradres met
vermelding van de datum en
het kenmerk van deze brief.
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