Certificate US09/5619.00

The management system of

Sartorius Stedim North America
Inc.

5 Orville Drive
Bohemia, NY 11716, United States

has been assessed and certified as meeting the requirements of
ISO 9001:2008
a

For the following activities:

Management and sale of bioprocess components and systems. Design
and development of engineered to order bioprocess systems.

Further clarifications regarding the scope of this certificate and the applicability of
1S0O 9001:2008 requirements may be obtained by consulting the organization.

This certificate is valid from 4 March 2013 until 4 March 2016 and
remains valid subject to satisfactory surveillance audits.

Recertification audit due a minimum of 60 days before the expiration date.
Issue 7 : 28 February 2013. Certified since September 2002.

Multiple certificates have been issued for this scope.
The main certificate is numbered US09/5619.00

This is a multi-site certification.

Additional site details are listed on subsequent pages.

Authorized by

Zachary C. Pivarnik

Director of Accreditation, North America

Systems and Services Certification, a Division of SGS North America, Inc.
201 Route 17 North, Rutherford, NJ 07070 United States of America
t+1201 508 3000 f+1 2019254555 www.us.sgs.com

This certificate remains the property of SGS and shall be retumed upon request
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ACCREDITED

This document is issued by the Company subject to its General Conditions of Certiication Services
accessible at www.sgs.com/terms_and_condifions.htm. Attention is drawn to the limitations of

liabifty, i

ional issues established therein. The authenticity of this

document may be verified at http:/www. sgs.com/en/Our-Company/Cerfified-Client-

Directories/Certified-Client-Di ies.aspx. Any unauth , forgery or falsfication of
the content or appearance of this document is unlawfuland offenders may be prosecuted to the

fullest extent of the law.




Certificate US09/5619.00, continued

Sartorius Stedim North America
Inc.

1ISO 9001:2008

Issue 7 : 28 February 2013

Additional facilities:

Sartorius Stedim North America Inc.
2800 Baglyos Circle, Bethlehem, PA 18020, United States

Scope: Installation, qualification, training, service, repair and
calibration of all Sartorius Stedim bioprocessing equipment and
instruments. Receipt, inspection and warehousing of spare parts
inventory.

Sartorius Stedim Filters, Inc.
Road 128, Intersection 376 Barriada Arturo Lluberas
Yauco, Puerto Rico 00698, United States

Scope: Manufacture and distribution of filter housings, filtration
systems, filter membranes, capsules, cartridges and single-use bag
systems. Validation of filtration products with customer formulations.

ACGREDITED
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This document is issued by the Company subject to its General Conditions of Certification Services
accessible at www.sgs.cam/terms_and_conditions.htm. Alfention is drawn fo be limitaions of
liability, i ification and jurisdictional issues established therein. The authenticity ofthis
document may be verified at http:/www.sgs com/en/Our-Company/Certified-Client-

Di ies/Certifed-Client-Directories.aspx. Any ized alteration, forgery or falsification of
the content or appearance of this document is unlawful and offenders may be prosecuted to the
fullest extent of the law.




Certificate US09/5619.01

The management system of

Sartorius Stedim North America
Inc.

2800 Baglyos Circle
Bethlehem, PA 18020, United States

has been assessed and certified as meeting the requirements of
1ISO 9001:2008
[ |

For the following activities:

Installation, qualification, training, service, repair and calibration of all
Sartorius Stedim bioprocessing equipment and instruments. Receipt,
inspection and warehousing of spare parts inventory.

Further clarifications regarding the scope of this certificate and the applicability of
1SO 9001:2008 requirements may be obtained by consulting the organization.

This certificate is valid from 4 March 2013 until 4 March 2016 and
remains valid subject to satisfactory surveillance audits.

Recertification audit due a minimum of 60 days before the expiration date.
Issue 7 : 28 February 2013. Certified since September 2002.

Multiple certificates have been issued for this scope.
The main certificate is numbered US09/5619.00.
Authorized by

Zachary C. Pivamnik

Director of Accreditation, North America

Systems & Services Certification, a Division of SGS North America, Inc.
201 Route 17 North, Rutherford, NJ 07070 United States of America

t (201) 508-3000 f(201) 935-4555 www.us.sgs.com

This certificate remains the property of SGS and shall be retumed upon request.
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This document is issued by the Company subject to its General Conditions of Certifcation Services
accessible at www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of

liabilty, ind and j issues establish d therein. The authenticity of this
document may be verified at http:/www.sgs.com/en/Our-Company/Certfied-Client-
Directories/Certified-Client-Di ies.aspx. Any ion, forgery or ion of
the content or app of this is unlawful and offenders may be p fted to the

fullest extent of the law.

ACCREDITED




Certificate US09/5619.02

The management system of

Sartorius Stedim Filters, Inc.

Road 128, Intersection 376 Barriada Arturo Lluberas
Yauco, Puerto Rico, 00698, United States

has been assessed and certified as meeting the requirements of

1ISO 9001:2008

For the following activities:

Manufacture and distribution of filter housings, filtration systems, filter
membranes, capsules, cartridges and single-use bag systems.
Validation of filtration products with customer formulations.

Further clarifications regarding the scope of this certificate and the applicability of
1SO 9001:2008 requirements may be obtained by consulting the organization.

This certificate is valid from 4 March 2013 until 4 March 2016 and
remains valid subject to satisfactory surveillance audits.

Recertification audit due a minimum of 60 days before the expiration date.
Issue 7 : 28 February 2013. Certified since September 2002.

Multiple certificates have been issued for this scope.
The main certificate is numbered US09/5619.00.

Authorized by

Zachary C. Pivamik TED
Director of Accreditation, North America SR

Systems & Services Certification, a Division of SGS North America, Inc.
201 Route 17 North, Rutherford, NJ 07070 United States of America
t (201) 508-3000 f(201) 935-4555 www.us.sgs.com

This certificate remains the property of SGS and shall be retumed upon request
Page 1 of 1

This document is issued by the Company subject to its General Conditions of Certification Services
accessible at www.sgs com/terms_and_conditions. htm. Attention is drawn to the Imitations of
liability, indemnif and jurisdictional issues established therein. The icity of this

document may be verified at http:/www.sgs.com/en/Our-Company/Certified-Client-
Directories/Certifed-Client-Di ies.aspx. Any unauthorized alteration, forgery or falsification of
the content or appearance of this document is unlawful and offenders may be prosecuted to the
fullest extent of the law.




