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Certificate of free sale

BASG / AGES
Institute Surveillance
Traisengasse 5, 1200 Vienna, Austria

Date: 08. 01. 2026
Contact: Mag.? Kerstin Konrad
Phone: +43 (0)505 55-36201
E-Mail: cfs@basg.gv.at

Reference code: 3781136
Certificate No.: 3781136-002
Issued for: VIETNAM

The Austrian Federal Office for Safety in Health Care hereby declares according to article 60 Regulation
(EU) 2017/745 (hereinafter "MDR”) on medical devices and/or article 55 Regulation (EU) 2017/746

(hereinafter “IVDR") on in vitro diagnostic medical devices the following:

e The manufacturer (or authorised representative) has its registered place of business in Austria.

e The medical device/s and/or in vitro diagnostic medical device/s listed in the attachment (1 page)

are bearing the CE marking in accordance with MDR respectively IVDR and may therefore be marketed in

the European Union.

This certificate of free sale is valid until January 8, 2028 unless a herein covered certificate from a notified

body loses its validity earlier.

This certificate of free sale is not valid for use within the European Union market.

BASG - Austrian Federal Office for Safety in Health Care
Traisengasse 5 | 1200 Vienna | AUSTRIA | www.basg.gv.at

1of1

F_INS_VIE_MDVI_I567_05

valid from: 28.08.2025
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/ Die Echtheit der Unterschrift des (der)

Mag. Kerstin KONRAD
Bundesamt fijir Sicherheit im Gesundheitswesen
sowie des vorliegenden Amtssiegels wird bestatigt.

Wien, am 2 0 91 20‘26

Bundesministerium fr européische
und interngtionale Angelegenheiten

YDA L\ 16

Verwaltungsabgabe € 3,20 entrichtet
Beglaubigungsgebuhr € 21,00 entrichtet
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Attachment to certificate of free sale 08.01.2026

Manufacturer
Proglycan GmbH
Muthgasse 11/2/1
1190 Wien
Austria

CE marking (all products) according to Regulation (EU) 2017/746 on in vitro diagnostic medical devices

Legal basis for the placing on the market: Regulation (EU) 2017/746 on in vitro diagnostic medical devices

REF / Notfied Body Certificate
Art.No. |[Product Basic-UDI-DI Identification-/Certificate-No.
PGB-40 [Proglycan CCD-Blocker |912012638MUXF_HSAO1HX  [—
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