Bundesamt fir Sicherheit BASG / AGES

Institute Surveillance

im Gesundheitswesen Traisengasse 5, 1200 Vienna, Austria
CROMA-PHARMA GmbH Date: 16. 07. 2024
Contact: Mag.? Kerstin Konrad
. . Phone: +43 (0) 505 55-36201, Fax: -36409
Industriezeile 6 Email: fsc@basg.gv.at
2100 Leobendorf Reference code: 3655673
AUSTRIA Certificate No.:  3655673-002
Issued for: VIETNAM

Free Sales Certificate

The Austrian Federal Office for Safety in Health Care (Bundesamt fiir Sicherheit im Gesundheitswesen) as
defined by the Austrian Medical Device Legislation hereby certifies to the manufacturer

CROMA-PHARMA GmbH

Industriezeile 6

2100 Leobendorf

AUSTRIA

that this Free Sales Certificate for the medical device/s listed in the attachment (1 page)

is based on the declaration/s of conformity of the manufacturer and that the product/s is/are placed on
the market and put into service in the EU, in the EEA and therefore in Austria and may be exported.

This Free Sales Certificate is valid until July 16, 2026.

This Free Sales Certificate is not valid for use within the EEA and Turkey.
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Die Echtheit der Unterschrift des (der)

Mag. Kerstin KONRAD
Bundesamt fiir Sicherheit im Gesundheitswesen
sowie des vorliegenden Amtssiegels wird bestétigt.

Wien, am ...... U SMJG.ZHZL ................

Bundesministerium fiir europdische
und internationale Angel

Wilma BODINGBAUER Prot.Nr.

Verwaltungsabgabe € 3,20 entrichtet
Beglaubigungsgebiihr € 14,30 entrichtet
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// attachment to Free Sales Certificate

/

manufacturer
croma-Pharma GmbH
Industriezeile 6

2100 Leobendorf
AUSTRIA

CE marking (all products) according to Directive (EU): 93/42/EEC

16.07.2024

Product

Production site/s (according to
the information of the manufacturer)

apriline FORTE - Sterile viscous solution for intradermal use
including 2x K-Pack II Needle 27G 12"

CROMA-PHARMA GmbH
Cromazeile 2
2100 Leobendorf, AUSTRIA

apriline HYDRO - Sterile viscous solution for intradermal use
including 2x K-Pack II Needle 30G 2"

CROMA-PHARMA GmbH
Cromazeile 2
2100 Leobendorf, AUSTRIA

apriline NORMAL - Sterile viscous solution for intradermal use
including 2x K-Pack II Needle 27G 1>""

CROMA-PHARMA GmbH
Cromazeile 2
2100 Leobendorf, AUSTRIA

Apriline Normal Lidocaine - Sterile viscous solution for intradermal use
including 2x K-Pack II needle 27G 2"

CROMA-PHARMA GmbH
Cromazeile 2
2100 Leobendorf, AUSTRIA

Apriline Forte Lidocaine - Sterile viscous solution for intradermal use
including 2x K-Pack II needle 27G 2"

CROMA-PHARMA GmbH
Cromazeile 2
2100 Leobendorf, AUSTRIA

Croma-Pharma GmbH
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