Mod. 4606/0

EC CERTIFICATE

Certificate No 251/MDD

Production Quality Assurance System Approval Certificate

On the basis of our assessment carried out according to Annex V, section 3 and considering the Annex
VI, section 5 of the Directive 93/42/EEC and its revised version, we hereby certify that:

LP ITALIANA SPA
20157 MILANO (MI) - VIA CARLO REALE 15/4 (ITA) - Italy

manages in the factory of:

20157 MILANO (MI) - VIA CARLO REALE 15/4 (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Sterile swabs
Type ref. CULTIPLAST

with the relevant essential requirements of the aforementioned directive (concerning the
manufacturing stage relevant to the reaching and the keeping of the sterile conditions) and it is subject
to surveillance as specified in section 4 of Annex V.

Reference to IMQ files Nos:
10A9900089; T0A9900090; 10AD0O0165; DM15E0387619-01; DM18-0023718-01; DM19-0040688-01; DM20-

0057553-01.

This Approval Cerlificate is issued by IMQ S.p.A. as Notified Body for the Directive 93/42/EEC and its
revised version. Notified Body notified to European Commission under number: 0051.

Digitally signed by Lazari Cristina
Date: 2024.01.18 15:04:04 EET
Reason: MoldSign Signature
Location: Moldova

Date: 1999-10-04 %@ ]

Updated: 2021-02-09 — X
Substitution Date: 2019-09-13
Expiry Date: 2024-05-26

This Approval Certificate is subjected to the provisions laid down in the “IMQ regulation for the lMQ S.p.A. | 1-20138 Milano
| Via Quintiliano 43 |

certification of Medical Devices - CE Marking - Directive 93/42/EEC™.
www.imq.it
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