SISMA S.P.A.

Via Stoppani, 2 - 46100 MANTOVA (MN) - 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

Design, production and packing under Sisma brand and private labels of cotton based
medical device (Class | Not Sterile): cotton wool and pre-cut pads based on
hydrophilic cotton.
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Original Cycle Start Date: 24-May-2021

Expiry date of previous cycle: 23-May-2024

Certification / Recertification Audit date: 18-April-2024

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

Subject to the continued satisfactory operation of the organization’s

Management System, this certificate expires on: 23-May-2027
Certificate No. 1T332207 Version: 1 Revision date: 21-May-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/4Y2GOXV2NNA7MRYXVIYJYOIJXVB7PZWQKDFYYPWBXETRLWCTJPKN1IJ3QO3CHQI7AKUDTVTGFG5XW3CV3YHMJNMWTH6XWMT5YEIHZJISY4JGEHW02YDNMYGHVQBT68FXFE

Attachment to the Certificate of Conformity No. 1T332207

SISMA S.P.A.

ISO 13485:2016

Certified Sites
C Site Address Scope
: Via Stoppani, 2 - 46100
- — OPERATIVE SITE
MANTOVA (MN) - Ital
Via Galileo Ferraris, 18 - 20021
OPERATIVE UNIT 2
m BOLLATE (MI) - Italy Design, production and packing under Sisma brand
U and private labels of cotton based medical device
- — Via G. Gentile, 7 - 20157 MILANO | (Class I Not Sterile): cotton wool and pre-cut pads
OPERATIVE UNIT (M) - Italy based on hydrophilic cotton.
- —
e Via Ferretti, 25 - 46100
s OPERTIVE UNIT VILLANOVA DE BELLIS (MN) -
Italy
e
C
Certificate No. 1T332207 Version: 1 Revision date: 21-May-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/4Y2GOXV2NNA7MRYXVIYJYOIJXVB7PZWQKDFYYPWBXETRLWCTJPKN1IJ3QO3CHQI7AKUDTVTGFG5XW3CV3YHMJNMWTH6XWMT5YEIHZJISY4JGEHW02YDNMYGHVQBT68FXFE

		2024-05-23T14:42:19+0200
	Authenticity and Integrity




