BIODUE S.P.A.

Via Ambrogio Lorenzetti, 3/A Fraz. Sambuca Val Di Pesa-50028 BARBERINO TAVARNELLE (Fl) -

Italy

Certified sites are listed in the attachment to this certificate

Bureau Veritas Italia S.p.A. certifies that the Management System of the above organization has
been audited and found to be in accordance with the requirements of the management system
standards detailed below

ISO 13485:2016

Scope of certification

Development and manufacturing of medical devices for oral, nasal, topical, vaginal
and rectal uses in solid, semisolid and liquid forms. Production of medical devices on
behalf of third parties for oral, nasal, topical, vaginal and rectal uses in solid,
semisolid and liquid forms.

Original Cycle Start Date: 22-February-2018
Expiry date of previous cycle: 21-February-2024
Certification / Recertification Audit date: 19-January-2024

Certification/Recertification Cvcle Start date: 21-Februarv-2024

Subject to the continued satisfactory operation of the organization’s

Management System, this certificate expires on: 21-February-2027
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Certificate No. 1T329651 Version: 1 Revision date: 21-February-2024
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L'ENTE ITALIANO DI ACCREDITAMENTO w

MS N°0009

Certification Body Address:
Bureau Veritas Italia S.p.A., Viale Monza, 347 - 20126 Milan, Italy

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organization.

To check the validity of this certificate please double click or scan QR CODE
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https://e-cer.bureauveritas.com/BHLUXT5EZQ3CDSD7635B8PZLZZHNECTWM2KAHLQ15JXZ0FSJRK024K5JRWSBTTUIKZMZFGFWMSFD10Z08ZTZBE0DTTHUL9KIFKKKLRCQY8DLZ1IWE5Q9DS9CVUJPHL8ZRO

Attachment to the Certificate of Conformity No. 1T329651

BIODUE S.P.A.

ISO 13485:2016

Certified Sites
Site Address Scope
Via Caravaggio, 57 - 50028
OPERATIVE SITE BARBERINO TAVARNELLE (Fl) -
Italy

Via Ambrogio Lorenzetti, 3/A
Fraz. Sambuca Val Di Pesa -

I
e
U OPERATIVE UNIT Development and manufacturing of medical
e 50028 BARBERINO TAVARNELLE devices for oral, nasal, topical, vaginal and rectal
(FI) - ltaly uses in solid, semisolid and liquid forms.
 — Production of medical devices on behalf of third
H Via Guttuso, 1 - 50028 parties for oral, nasal, topical, vaginal and rectal
t OPERATIVE UNIT BARBERINO TAVARNELLE (Fl) - tses-in-solid, semisolict and tquid forms;
m Italy
Via da Vinci, 23 - 50028
‘ ’ OPERATIVE UNIT BARBERINO TAVARNELLE (FI) -
Italy
e
Certificate No. IT329651 Version: 1 Revision date: 21-February-2024
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Certification Body Address:
Bureau Veritas Italia S.p.A., Viale Monza, 347 - 20126 Milan, Italy

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organization.

To check the validity of this certificate please double click or scan QR CODE
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https://e-cer.bureauveritas.com/BHLUXT5EZQ3CDSD7635B8PZLZZHNECTWM2KAHLQ15JXZ0FSJRK024K5JRWSBTTUIKZMZFGFWMSFD10Z08ZTZBE0DTTHUL9KIFKKKLRCQY8DLZ1IWE5Q9DS9CVUJPHL8ZRO
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