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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Becton Dickinson, S.A.
Crta. Mequinenza, s/n
Fraga (Huesca)
22520
Spain

Holds Certificate Number: MD 778144

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN 1SO
13485:2016 for the following scope:

Manufacture of non-active medical devices for injection, infusion, transfusion and dialysis, non-
active medical devices for disinfecting, cleaning and rinsing, non-active medical devices with
measuring function.

Manufacture of needles, prefilled syringes and components.

The provision of a moist heat sterilization service for internal Becton, Dickinson and Company
business units fulfilling applicable quality management system requirements within EN I1SO
17665:2006. T,

The provision of an ethylene oxide sterilization service for internal Becton, Dickinson and
Company business units fulfilling applicable quality management system requirements within
EN ISO 11135:2014.
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For and on behalf of BSI: C \ _
Graeme Tunbridge, Senior Vice President Medical Devices
Original Registration Date: 2023-02-13 Effective Date: 2023-05-05
Latest Revision Date: 2023-05-03 Expiry Date: 2026-05-04
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..making excellence a habit”

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory
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Certificate No:

Location

MD 778144

Registered Activities

Becton Dickinson S.A.
Ctra. Mequinenza s/n
Fraga (Huesca)
22520

Spain

Original Registration Date: 2023-02-13

Latest Revision Date: 2023-05-03

This certificate was issued electronically and re
An electronic certificate can be authenticated
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:

Manufacture of non-active medical devices for injection,
infusion, transfusion and dialysis, non-active medical devices
for disinfecting, cleaning and rinsing, non-active medical
devices with measuring function.

Manufacture of needles, prefilled syringes and components.
The provision of a moist heat sterilization service for internal
Becton, Dickinson and Company business units fulfilling
applicable quality management system requirements within
EN ISO 17665:2006.

The provision of an ethylene oxide sterilization service for
internal Becton, Dickinson and Company business units
fulfilling applicable quality management system requirements
within EN ISO 11135:2014.

Effective Date: 2023-05-05
Expiry Date: 2026-05-04
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mains the property of BSI and is bound by the conditions of contract.
online.

BSI Group The Netherlands B.V,, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tal: +31 20 2460 780
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TESTIMONIO.- YO, GERMAN MARTA DE LEON PINA, Notario del Ilustre

Colegio Notarial de Madrid, con residencia en San Agustin del
Guadalix, DOY FE: —--=-—mm o m e~

Que la presente reproduccién que consta de dos folios que
figura en el Anverso es fiel reproduccién del original, extendido
en lengua inglesa, que yo el Notario conozco y he tenido a 1la
vista, que examino y devuelvo. Y expido este TESTIMONIO, sin
prejuzgar, yo el Notario, la veracidad de su contenido. A los
efectos oportunos yo, el Notario, hago constar que la presente
intervencién no supone legitimacién de firma alguna del documento
a mi exhibido. —===---mmmm o

En San Agustin del Guadalix, ocho de mayo de dos mil
veintitrés.- —----mmmmmm e
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=FOLIO HABILITADO PARA LEGALIZACIONES POR EL ILUSTRE COLEGIO NOTARIAL DE MADRID=
Este folio ha quedado unido con el sello de este llustre Colegio Notarial al Testimonio expedido por

D. German Maria de Leén Pina
Notario de San Agustin del Guadalix
el dia 08/05/2023

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Pais: ESPANA
Country / Pays :

El presente documento publico
This public document / Le présent acte public

2. hasido firmado por D. German Maria de Leén Pina
has been signed by
a été signé par

3. quien acttia en calidad de NOTARIO
acting in the capacity of
agissant en qualité de

4. y esta revestido del sello / timbre de SU NOTARIA

bears the seal / stamp of
est revétu du sceau / timbre de

Certificado
Certified / Attesté
5. en MADRID 6. eldia 17/05/2023
at/a the / le

7. por el Decano del Colegio Notarial de Madrid

by / par

8. bajo el nimero N7201/2023/03n284
No g PUBLICA
sous no No’\'ARlAL

9. Sello / timbre: 10 GE, - 10. Firma:
Seal / stamp: * { Signature:
Sceau / timbre: Signature :

NOTARIADO
'EUROPA

an Guliérrez

ol UUUS

da del Decano

identidad del sello o timbre del que el documento publico esté revestido.
Esta Apostilla no certifica el contenido del documento para el cual se expidio.
[No es valido el uso de esta Apostilla en Espana]

[Esta Apostilla se puede verificar en la direccion siguiente: https://eregister.justicia.es/]
Cédigo de verificacion de la Apostilla:NA: PBuk-Zz6c-bw3C-CHtT

This Apostille only certifies the authenticity of the signature and the capacity of the person who has signed the public document, and, where appropriate,
the identity of the seal or stamp which the public document bears.
This Apostille does not certify the content of the document for which it was issued.
[This Apostille is not valid for use anywhere within Spain]
[To verify the issuance of this Apostille, see https://eregister.justicia.es/]
Verification Code of the Apostille:NA: PBuk-Zz6c-bw3C-CHET

Cette Apostille atteste uniquement la véracité de la signature, la qualité en laquelle le signataire de I'acte a agi et, le cas échéant,
l'identité du sceau ou timbre dont cet acte public est revétu.
Cette Apostille ne certifie pas le contenu de I'acte pour lequel elle a été émise.
[L'utilisation de cette Apostille n'est pas valable en / au Espagne.]

Esta Apostilla certifica inicamente la autenticidad de Ia firma, la calidad en que el signatario del documento haya actuado y, en su caso, la




