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Building Harmonious Enterprise, Creating Singclean Brand

Notification of Shelf Life

To whom it may concern

We, Hangzhou Singclean Medical Products Co., Ltd. with address
located at No.125 (E), 10th Street, Hangzhou Qiantang New Area,
Zhejiang, China 310018, as the manufacturer of the Self-testing IVD
Medical Devices COVID-19 Test Kit (Colloidal Gold Method), hereby state
as follows:

We proposed a change of Shelf Life of COVID-19 Test Kit (Colloidal Gold
Method) (for self-testing) from 1 year to 2 years, and it was approved by
the Notified Body POLISH CENTRE FOR TESTING AND CERTIFICATION
(No. 1434) at 2022.05.27.

The Product has no changes, and the stability verification for 2 years is

on the Product manufactured before the approval date.
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DoloZka z konverze dokumentu do elektronické podoby — z moci ufedni

Dokument 154475709-405695-230117104533.pdf vznikl pfevedenim listinného dokumentu do elektronického dokumentu pod poradovym c¢islem 154475709-
405695-230117104620. Vznikly dokument obsahem odpovidé vstupnimu dokumentu. Pocet stran dokumentu: 1

Vstup neobsahoval viditelny prvek, ktery nelze plné prenést na vystup.

Konverzi provedl subjekt: Ministerstvo $kolstvi, mladeZe a télovychovy, IC: 00022985
Pracovisté: Ministerstvo Skolstvi, mladezZe a télovychovy

Datum vyhotoveni: 17.01.2023

Jméno a prijmeni osoby, kterd konverzi provedla: LUCIE KOTKOVA

Pozndmka: 1
Konverzi dokumentu se nepotvrzuje sprdavnost a pravdivost udaji obsaZenych v dokumentu a
jejich soulad s prdvnimi predpisy. Kontrolu doloZKky Ize provést v centrdlni evidenci doloZek
na adrese https://www.czechpoint.cz/overovacidolozKy .
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