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ROZHODNUTI

Statni Ustav pro kontrolu |é¢iv, se sidlem v Praze 10, Srobarova 48 (dale jen ,Ustav*), jako spravni organ ptisluiny
na zakladé § 9 pism. c) zdkona ¢.268/2014 Sb., o diagnostickych zdravotnickych prostfedcich in vitro (dale
jen “zdkon o diagnostickych zdravotnickych prostfedcich in vitro”), nebo nazakladé § 9 pism. c) zakona
€. 268/2014 Sb., o zdravotnickych prostiedcich a o zméné zakona ¢. 634/2004 Sb., o spravnich poplatcich, ve znéni
pozdéjsich predpist (dale jen “zakon €. 268/2014 Sb.”) s ohledem na ustanoveni § 74 odst. 5 zdkona ¢. 89/2021
Sb., o zdravotnickych prostfedcich aozméné zikona ¢.378/2007 Sbh., oléfivech aozménach nékterych
souvisejicich zdkonl (zakon o lélivech), ve znéni pozdéjSich predpis (dale jen “zakon o zdravotnickych
prostfedcich”), rozhod| ve spravnim Fizeni, sp. zn. sukls310816/2021, v souladu s pfislusnym zdkonem as § 67
zakona ¢. 500/2004 Sb., spravni Fad, ve znéni pozdéjsich predpist (dale jen ,,spravni rad”“),

takto:

Ustav timto v souladu s § 35 odst. 1 zakona o diagnostickych zdravotnickych prostfedcich in vitro, nebo v souladu
s § 35 odst. 1 zakona ¢. 268/2014 Sb., ve spojeni s § 74 odst. 5 zdkona o zdravotnickych prostfedcich, vyhovuje
zadosti osoby registracni Cislo 061436, MASANTA s.r.o., sesidlem Dolnocholupickd 915, 14300 Praha,
IC: 25730533, o notifikaci zdravotnického prostiedku.

e Nazev zdravotnického Registracni Cislo .
Evidencni ¢islo N : Vyrobce
prostiredku vyrobce
Singclean® COVID-19 testovaci i i
01028558 8 1€ Hangzhou Singclean Medical
sada (metoda koloidniho zlata) Products Co., Ltd.

Platnost notifikace vyse uvedenych zdravotnickych prostiedkl Cini pét let ode dne nabyti pravni moci tohoto
rozhodnuti.

Odavodnéni

Podle § 68 odst. 4 spravniho fadu neni odlvodnéni rozhodnuti tfeba, jestlize spravni organ prvniho stupné vsem
Gcastnikdim v plném rozsahu vyhovi.
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Pouceni
Proti tomuto rozhodnuti se v souladu s § 35 odst. 1 zdkona o diagnostickych zdravotnickych prostiedcich in vitro,

v

nebo vsouladu s§ 35 odst. 1 zdkona €. 268/2014 Sb., ve spojeni s§ 74 odst. 5 zdkona o zdravotnickych
prostfedcich nelze odvolat.

OTISK UREDNIHO RAZITKA

Ing. Petr Vykypél
vedouci Oddéleni registraci a notifikaci
Odbor zdravotnickych prostiedki
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CERTIFICATE

EC Certificate No. 1434-IVDD-459/2021

EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Hangzhou Singclean Medical Products Co., Ltd.
No.125 (E), 10th Street, Hangzhou Qiantang New Area,
Zhejiang, China 310018

in vitro diagnostic medical devices
for self-testing

COVID - 19 Test Kit (Colloidal Gold Method)

in terms of design documentation, comply with requirements
of Annex Ill (Section 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 22.09.2021 to 27.05.2024
The date of issue of the Certificate: 22.09.2021
The date of the first issue of the Certificate: 22.09.2021

1434

Issued under the Contract No. MD-50/2021
Application No: 121/2021

Certificate bears the qualified signature.
Warsaw, 22/09/2021

Module A1

FBM-30-E_10

Vice-President

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



e e e e e

REE—, EEiL%

m.: MMihEETAMmBRAF
Hangzhou Singclean Medical Products Co., Ltd
EMEel, tthe R
Quality First, Management Priority,

Building Harmonious Enterprise, Creating Singclean Brand

Statement

To Whom It May Concern:

We, Hangzhou Singclean Medical Products Co., Ltd., the manufacturer of Singclean COVID-19 Test

Kit (Colloidal Gold Method), hereby state as follows:

Singclean COVID-19 Test Kit (Colloidal Gold Method) is a solid phase immunochromatographic

assay for the rapid, qualitative detection of antigen from COVID-19 (SARS-CoV-2) in human nasal

cavity.

Declare that:

Singclean COVID-19 Test Kit (Colloidal Gold Method) is designated to detect SARS-CoV-2

Nucleocapsid Protein(NP). Epitope of capture antibody and detection antibody was not in the

mutation area. Thus, all mentioned spike protein mutation SARS-CoV-2 and other protein

mutation SARS-CoV-2 can be detected, such as [Alpha | B.1.1.7(U.K.)]; [Beta | B.2.351 (South

Africa)]; [Gamma | P.1 (Brazil)]; [Delta | B.1.617.2(India)]; [Lambda|C.37 (Peru)]; [Zeta|P.2

(Brazil)]; [Kappa|B.1.617.1(India)]; [Eta|B.1.525 (Nigeria)]; [Lota|B.1.526 (U.S.A)]; [Epsilon |

B.1.427/B.1.429 (U.S.A)], and [Omicron| B.1;1.529(South Africa)].

Singclean COVID-19 Test Kit (Colloidal Gold Method) can detect the above-mentioned COVID-_lIIQ s

Variants. \ |

%ﬂw .

Hangzhomman Medical Products Co., Ltd.
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ANTIGENNI TESTY SINGCLEAN

Prohlaseni vyrobce k ucinnosti testu
na detekci varianty Omicron | B.1.1.529 (Jizni Afrika)

Pro potreby odbératelu:

My, Hangzhou Singclean Medical Products Co., Ltd., vyrobce testu Singclean
COVID-19

Kit (Metoda koloidniho zlata), timto prohlasujeme nasledujici:

Testovaci sada Singclean COVID-19 (Metoda koloidniho zlata) je
imunochromatograficka metoda testu na pevné fazi pro rychlou, kvalitativni
detekci antigenu z COVID-19 (SARS-CoV-2) v lidské nosni dutiné.
Prohlasujeme, Ze:

testovaci sada Singclean COVID-19 (metoda koloidniho zlata) je urCena k
detekci SARS-CoV-2 nukleokapsidového proteinu (NP). Epitop zachytné
protilatky a detekéni protilatky nebyly v mutaéni oblasti. Test tedy mlze
detekovat vSechny zminéné mutace spike proteinu SARS-CoV-2 a dalsi
proteinové mutace SARS-CoV-2, jako je [Alpha | B.1.1.7(U.K.)]; [Beta | B.2.351
(Jizni Afrika)]; [Gamma | P.1 (Brazilie)]; [Delta | B.1.617.2(India)]; [Lambda |
C.37 (Peru)]; [Zeta | P.2 (Brazilie)]; [Kappa | B.1.617.1(India)]; [Eta | B.1.525
(Nigérie)]; [Lota | B.1.526 (U.S.A)]; [Epsilon |1 B.1.429 (U.S.A.)] a [Omicron |
B.1.1.529 (Jizni Afrika)].

Testovaci sada Singclean COVID-19 (Metoda koloidniho zlata) dokaze

detekovat vySe uvedené varianty COVID-19. %ﬁ%ﬂ

Hangzho%ngclean Medical Products Co., Ltd.

2021.11.30
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= Declaration of Conformity =
= Manufacturer: Hangzhou Singclean Medical Products Co., Ltd. _‘-:*:"3'*:
E%‘:T No. 125 (E), 10th Street, Hangzhou Qiantang New Area, Zhejiang, China 310018 :-f.-_?::
=3 =
.'-3_::'-_' European Representative: SUNGO Europe B.V. %—f{j._
= Olympisch Stadion 24, 1076DE Amsterdam, Netherlands 5=
‘%:-‘; Product: COVID-19 Test Kit (Colloidal Gold Method) P=
e I . =
£ Classification: Self-testing b=
E.,:-f; Conformity assessment Route: Annex IIl, section 6, VDD 98/79/EC :éi:‘..
5'.-7-_'3“'?: We herewith declare that the above mentioned products meet the provisions of the Council Directive ':‘-'._‘?:'
EQ\ 98/79/EC for medical devices. All supporting documentation is retained under the premises of the Eﬁ:
I N, 7 'f.\:_
ﬁ:ﬁ manufacturer. %ﬁ
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) == Standards applied: :33»,5 -‘
& o =2
'&' EN 1SO14971:2019 EN 1S015223-1:2016 EN 1S023640:2015 ‘ﬂ;‘
fi,i: EN 1SO18113-1:2011 ENISO 18113-4: 2011 EN 13612:2002 }_‘.f;
== EN 13641:2002 ISO 20916:2019 EN ISO 13485:2016 =S
=23 EN 62366-1:2015+A1:2020 EN 13975:2003 EN ISO 17511:2003 =7
= EN 13532:2002 72
== Notified Body: Polish Centre for Testing and Certification (NB. No.: 1434) =
'-E"é 469 Putawska Street, 02-844 Warsaw :E-;"_:E
=:.-§=,§:' EC Certificate No.: 1434-1VDD-459/2021 i%;
= Valid date: 2021.09.22- 2024.05.27 =
fg‘-i: Place of Issue: g, China ::,_‘:‘_'j':
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