bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: Hemostasis LLC
5000 Township Parkway
St. Paul
Minnesota
55110
USA

Holds Certificate Number: FM 614670
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design and Development, Manufacturing and Distribution of Hemostatic Agents for Topical and
Surgical Use and Sterile Nasal Splints.

For and on behalf of BSI: Q“M \ XS %

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2014-08-07 Effective Date: 2023-08-07
Latest Revision Date: 2023-04-25 Expiry Date: 2026-08-06
Page: 1 of 1
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RAC 179 ..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

Issuing Body: BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
Contact Office: 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+614670&ReIssueDate=25%2f04%2f2023&Template=uk
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Certificado de registro

By Royal Charter

SISTEMA DE GESTION DE CALIDAD - ISO 13485:2016

Hemostasis LLC

5000 Township Parkway
St. Paul

Minnesota

55110

EE. UU.

Esto es para certificar que:

Tiene niimero de certificado: FM 614670

y opera un Sistema de Gestion de Calidad que cumple con los requisitos de la Norma ISO 13485:2016 para el siguiente alcance:

Disefio y Desarrollo, Fabricacion y Distribucién de Agentes Hemostaticos de Uso Tépico y Quirurgico y Férulas
Nasales Estériles.

Por y en nombre de BSI: C

Graeme Tunbridge, vicepresidente sénior de dispositivos médicos

Fecha de registro original: 2014-08-07 Fecha de vigencia: 2023-08-07

Fecha de ultima revisién: 2023-04-25 Fecha de vencimiento: 2026-08-06
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[RWuBAMEEWYZSZ ..making excellence a habit’

ste certificadg fue emitido electronicamente y sigue siendo propiedad de BSI y esta sujeto a las condiciones del contrato.
n cer ﬁcada electronico puede ser au en? dg rPIlflnea. prop y I

Las copias impresas se pueden validar en www.bsigroup.com/ClientDirectory

Organismo emisor: BSI Group The Netherlands BV, John M. Keynesplein 9, 1066 EP Amsterdam, Paises Bajos BSI Group
The Netherlands BV esta registrado en los Paises Bajos con el nimero 33264284 | Miembro de BSI Group Holdings BV
Oficina de contacto: 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 EE. UU.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+614670&ReIssueDate=25%2f04%2f2023&Template=uk

