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SAINT-GOBAIN

Manufacturer:

700 Warner Blvd.
Taunton, MA 02780 USA

Certificate of Analysis

Part Number/ REQUIRED: Saint-Gobain Customer Part | Customer Number / Rev as shown
Revision: Number / Rev as shown in Number/ | in QAD. [f not applicable, “N/A”
evision: o
QAD Revision: | shall be shown.

Description: | REQUIRED: Iltem Description as shown QAD

Lot Number: | REQUIRED: Lot Number Lot Quantity: | REQUIRED: Lot Quantity
Date of _ — _ N _
Manufacture: | REQUIRED: DOM Expiration Date: | Expiration Date. If not applicable,
(DD/IMMM/YYYY) (DD/IMMMIYYYY) | “N/A” shall be shown.

Post Processing Run Number:
(Refer to the attached Certificate for Additional | NA
(Detail)

Property Specification Result Units

We certify the material listed above conforms in full with the following
specifications:

All items have been manufactured, inspected, tested, and accepted in accordance with our Quality
Management System certified to ISO 14001:2004, 9001:2008, ISO 13485:2006, ENISO 13485:2012.
Documentation substantiating this certification is kept on record per the Company’s retention policy and is
available for review.

All materials and processes used in manufacturing conform to the materials and/or manufacturing
specifications and notes indicated on the purchase order, drawing, specifications, quality assurance
requirements, Regulartory Information Overview ( RIO) Revision 0, or other applicable approved documents
effective on the date of manufacture.

Saint-Gobain does not warrant the product for any particular application and it is the responsibility of the user to
conduct tests that are deemed necessary to determine the suitability of the product for any particular use.
Saint-Gobain's sole responsibility shall be for failure to manufacture the product in accordance with
specifications and requirements of the buyer, and from defects in material and workmanship. This warranty is
expressly made in lieu of any and all other warranties and Saint-Gobain's sole liability shall be to replace any
product not in conformance with the specification and requirements of the buyer.

Signature of Quality Employee

generating the COA. Date: | DD/MMM/YYYY

Quality Approval:
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SAINT-GOBAIN

Manufacturer:

700 Warner Blvd.
Taunton, MA 02780 USA

Certificate of Conformance

Part Number/ REQUIRED: Saint-Gobain Customer Part | Customer Number / Rev as shown
Revision: Number / Rev as shown in Number/ | in QAD. If not applicable, “N/A”
evision: o
QAD Revision: | shall be shown.

Description: | REQUIRED: ltem Description as shown QAD

Lot Number: | REQUIRED: Lot Number Lot Quantity: | REQUIRED: Lot Quantity
DR B REQUIRED: DOM Expiration Date: | Expiration Date. If not applicable
Manufacture: ' P X P ' PP ’

(DD/IMMM/YYYY) | “N/A” shall be shown.

(DD/MMM/YYYY)

Post Processing Run Number:
(Refer to the attached Certificate for Additional | NA
Detail)

We certify the material listed above conforms in full with the following
specifications:

All items have been manufactured, inspected, tested, and accepted in accordance with our Quality
Management System certified to ISO 14001:2004, 9001:2008, 1SO 13485:2006, ENISO: 13485:2012..
Documentation substantiating this certification is kept on record per the Company’s retention policy and is
available for review.

All materials and processes used in manufacturing conform to the materials and/or manufacturing
specifications and notes indicated on the purchase order, drawing, specifications, quality assurance
requirements, Regulatory Information Overview (RIO) Revision 0, or other applicable approved documents
effective on the date of manufacture.

Saint-Gobain does not warrant the product for any particular application and it is the responsibility of the user to
conduct tests that are deemed necessary to determine the suitability of the product for any particular use.
Saint-Gobain's sole responsibility shall be for failure to manufacture the product in accordance with
specifications and requirements of the buyer, and from defects in material and workmanship. This warranty is
expressly made in lieu of any and all other warranties and Saint-Gobain's sole liability shall be to replace any
product not in conformance with the specification and requirements of the buyer.

Signature of Quality Employee

Quality Approval: generating the COC.

Date: | DD/MMM/YYYY
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SAINT-GOBAIN

Notice of Change

Notification Number: 2016-120-00006
September 27, 2016

Subject:
Update to the Saint-Gobain Global Certificate of Conformance (C of C) and Certificate of Analysis
(C of A) templates

Scope:
This change applies to all product manufactured and certified at Taunton, MA. Saint-Gobain sites
where the global C of C and C of A templates have been implemented:

Change Description and Impact Assessment:
In an effort to continually improve and standardize our business systems, Saint-Gobain will be
updating the Global C of C and C of A template with the following changes:

e The statement “Sterilization Run Number: (Refer to Sterilization Certificate for
Additional Detail)” will now be changed to “Post Processing Run Number: (Refer to
the attached Certificate for Additional Detail).

This change is being made since not all products that see Post Processing are label
claimed as ‘sterile’. Example, product may be label claimed as ‘gamma-irradiated.” This
type of label claim simply means the product has been exposed to the irradiation dose
range indicated on the certificate of processing. It does not guarantee that the product is
sterile. If the product label does not contain a sterile claim and you would like the
assurance that the product is sterile, then please contact your local customer service
department at the manufacturing site to provide a quote for such a service.

e The ISO standard that the specific site is certified to will be referenced in the C of C
/C of A
This change is being made to provide assurance that each manufacturing site’s Quality
Management System (QMS) is being routinely audited by a notified body for
conformance to the ISO standard(s) indicated on the C of C/C of A. NOTE: Only sites
registered with the FDA and manufacturing medical devices will include compliance to 21
CFR 820 on the C of C and C of A. All other FLS sites will only list their respective ISO
certification(s) where applicable.

e The Regulatory Information Overview (RIO) and revision information will be
referenced in the C of C/C of A where the RIO is in use at that site
This change is being made to provide traceability to the controlled document that
contains regulatory information frequently requested by customers. The RIO is part of
the QMS once implemented by each site. As such, it will be routinely reviewed every
three years like any other controlled document within the QMS.

Please note that as a result of this change notice there has not been any changes to the
products, product claims, manufacturing process, testing methods, or product release criteria.
The updated C of C and C of A template formats can be seen in Attachment 1 and Attachment 2
to illustrate the changes outlined above. The specific information being changed is highlighted in
red for clarity.

Implementation Date:

Page 1 of 4



The format change is not retroactive and will only be applied to lots produced after the
implementation date. The updated C of C and C of A will be available for use at Taunton, Saint-
Gobain starting January 2, 2017

Next Steps:
Please take this opportunity to contact your Customer Service Representative or your Saint-
Gobain District Sales Manager with any additional information requirements at your earliest
convenience.

Kind Regards,

Dtk

Mohammad Falaki
Plant Quality Manager
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SAINT-GOBAIN

Manufacturer:

700 Warner Blvd.
Taunton, MA 02780 USA

Certificate of Analysis

Part Number/ REQUIRED: Saint-Gobain Customer Part | Customer Number / Rev as shown
Revision: Number / Rev as shown in Number/ | in QAD. [f not applicable, “N/A”
evision: o
QAD Revision: | shall be shown.

Description: | REQUIRED: Iltem Description as shown QAD

Lot Number: | REQUIRED: Lot Number Lot Quantity: | REQUIRED: Lot Quantity
Date of _ — _ N _
Manufacture: | REQUIRED: DOM Expiration Date: | Expiration Date. If not applicable,
(DD/IMMM/YYYY) (DD/IMMMIYYYY) | “N/A” shall be shown.

Post Processing Run Number:
(Refer to the attached Certificate for Additional | NA
(Detail)

Property Specification Result Units

We certify the material listed above conforms in full with the following
specifications:

All items have been manufactured, inspected, tested, and accepted in accordance with our Quality
Management System certified to ISO 14001:2004, 9001:2008, ISO 13485:2006, ENISO 13485:2012.
Documentation substantiating this certification is kept on record per the Company’s retention policy and is
available for review.

All materials and processes used in manufacturing conform to the materials and/or manufacturing
specifications and notes indicated on the purchase order, drawing, specifications, quality assurance
requirements, Regulartory Information Overview ( RIO) Revision 0, or other applicable approved documents
effective on the date of manufacture.

Saint-Gobain does not warrant the product for any particular application and it is the responsibility of the user to
conduct tests that are deemed necessary to determine the suitability of the product for any particular use.
Saint-Gobain's sole responsibility shall be for failure to manufacture the product in accordance with
specifications and requirements of the buyer, and from defects in material and workmanship. This warranty is
expressly made in lieu of any and all other warranties and Saint-Gobain's sole liability shall be to replace any
product not in conformance with the specification and requirements of the buyer.

Signature of Quality Employee

generating the COA. Date: | DD/MMM/YYYY

Quality Approval:
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SAINT-GOBAIN

Manufacturer:

700 Warner Blvd.
Taunton, MA 02780 USA

Certificate of Conformance

Part Number/ REQUIRED: Saint-Gobain Customer Part | Customer Number / Rev as shown
Revision: Number / Rev as shown in Number/ | in QAD. If not applicable, “N/A”
evision: o
QAD Revision: | shall be shown.

Description: | REQUIRED: ltem Description as shown QAD

Lot Number: | REQUIRED: Lot Number Lot Quantity: | REQUIRED: Lot Quantity
DR B REQUIRED: DOM Expiration Date: | Expiration Date. If not applicable
Manufacture: ' P X P ' PP ’

(DD/IMMM/YYYY) | “N/A” shall be shown.

(DD/MMM/YYYY)

Post Processing Run Number:
(Refer to the attached Certificate for Additional | NA
Detail)

We certify the material listed above conforms in full with the following
specifications:

All items have been manufactured, inspected, tested, and accepted in accordance with our Quality
Management System certified to ISO 14001:2004, 9001:2008, 1SO 13485:2006, ENISO: 13485:2012..
Documentation substantiating this certification is kept on record per the Company’s retention policy and is
available for review.

All materials and processes used in manufacturing conform to the materials and/or manufacturing
specifications and notes indicated on the purchase order, drawing, specifications, quality assurance
requirements, Regulatory Information Overview (RIO) Revision 0, or other applicable approved documents
effective on the date of manufacture.

Saint-Gobain does not warrant the product for any particular application and it is the responsibility of the user to
conduct tests that are deemed necessary to determine the suitability of the product for any particular use.
Saint-Gobain's sole responsibility shall be for failure to manufacture the product in accordance with
specifications and requirements of the buyer, and from defects in material and workmanship. This warranty is
expressly made in lieu of any and all other warranties and Saint-Gobain's sole liability shall be to replace any
product not in conformance with the specification and requirements of the buyer.

Signature of Quality Employee

Quality Approval: generating the COC.

Date: | DD/MMM/YYYY
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Attachment 1- Frequently Asked Questions

What is the difference between the CoC and the CoA?

The Certificate of Conformance (CoC) is a document that states the lot of product has been
manufactured in accordance with approved procedures and specifications. The Certificate of
Analysis (CoA) states the same but includes specific test conditions and test results for the lot of
product being certified.

What will the Description field say?

The Description field is the brief narrative of the product contained in the Saint Gobain Enterprise
Resource Planning system (ERP). The description may be abbreviated since the ERP system
has character count limits.

What will the Lot Quantity field say?

The Lot Quantity field displays the entire quantity of the product being manufactured. For
example, if the customer orders 5 widgets and Saint Gobain produced a lot of product containing
a total quantity of 10, then the Certificate will display a quantity of 10.

Why is N/A an option for the Expiration Date field?

Product which does not have an expiration date will show N/A. If the product does have an
expiration date, the field will display the expiration date in the format of DD/MMM/YYYY
(example: 08-Dec-2014).

Why doesn’t the CoC or CoA show my Purchase Order Number, Sales Order Number, or
Delivery Number?

To standardize the CoC/CoA formats used, the Purchase Order Number, Sales Order Number, or
Delivery Number will not be shown. Rather, this information may be shown on items such as the
Packing Slip or Shipping Notice.

Why doesn’t the CoC or CoA describe the Inspection Plan used?

The inspection plan used to inspect and release the product remains unchanged as a result of the
new CoC and CoA template. The approved inspection plan currently used at the manufacturing
site will continue to be used, but will not be displayed on the certificates. Additional information on
the specific site inspection plan may be obtained from your Customer Service Representative or
Saint-Gobain District Sales Manager.

Why aren’t the product compliance or characterization claims displayed on the CoC or
CoA?

(Including but not limited to: BSE/TSE statement, USP statements, Sterilization Claims,
etc.).

The materials form, fit, and function of product remain unchanged. In order to standardize the
template, product specific information will not be shown on the certificates. Rather, product
specific information can be obtained in other approved documents such as product
drawings/specifications, Regulatory Information Overview (RIO), Validation Guides, Product
MSDS, Product Brochures, as well as the Saint-Gobain’s website.
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