
Certificate no: CeCert/073/W/E.2

CERTIFICATE
DIRECTIVE 98/79/EC

EC DESIGN-EXAMINATION

CeCert Sp. z o.o. hereby confirms that manufactured by

Suny (Xiamen) Biotechnology Co., Ltd.
Floor 3 to 8, Building 24, No. 71 Houxiang Road,

Haicang District, 361026 Xiamen, Fujian, P.R. China

diagnostic medical device for self-testing

The list of devices covered by the scope
of this Certificate is included in Annex 1

in term of the design conforms to the requirements of Annex III
section 6 to Directive 98/79/EC (as amended) implemented into Polish 

Law, as evidenced by the assessment conducted
by CeCert Sp. z o.o.



CeCert Sp. z o.o.
ul. urawia 32/34
00-515 Warszawa

www.cecert.pl
e-mail: biuro@cecert.pl

Annex 1 to the Certificate
no: CeCert/073/W/E.2

ANNEX 1
TO THE CERTIFICATE NO. CECERT/073/W/E.2

List of diagnostic medical devices covered by the scope
of the Certificate No. CeCert/073/W/E.2:

Brand/Trademark
Catalogue 
Number

Device Name

SunyBio

S6061701

Rapid SARS-CoV-2&Flu A&Flu B Antigen Test 
(Colloidal Gold) / Nasal Swab

S6061702 

S6061703 

S6061704

SAYEE BIOONE

B6061701

Rapid SARS-CoV-2&Flu A&Flu B Antigen Test 
(Colloidal Gold) / Nasal Swab

B6061702

B6061703

B6061704

BOIRON
TEST & CARE

F6061701
TEST 2 EN 1 COVID-19 / GRIPPE - AUTOTEST 

NASAL

2 IN 1 TEST COVID-19 / FLU NASAL SELF TEST

F6061702

F6061703

F6061704

MedRhein

M6061701
SARS-CoV-2 & FluA & FluB Antigen-Schnelltest 

(Kolloidales Gold) / Nasenabstrich

Rapid SARS-CoV-2&Flu A&Flu B Antigen Test 
(Colloidal Gold) / Nasal swab

M6061702

M6061703

M6061704

Anbio Biotech

A6061701

Rapid SARS-CoV-2 & Flu A & Flu B Antigen Test 
(Colloidal Gold) / Nasal Swab

A6061702

A6061703

A6061704

Kamil Szczurowski
Director of in Vitro Diagnostic Medical Device 

Certification Department 
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