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SAINT-GOBAIN

Saint-Gobain Performance Plastics Corporation
3010 Temry-Diians Street Braverionsdichisam: 484012~ TISA- Tel: (D897 435

Certificate of Compliance
PART NUMBER: FO1234 CUSTOMER FART NUMEER: ABCDE
PO MUMBER: DETE854321 DESCRIPTION: <Part Description>
S5G SALES ORDER MUMBER: 123456878 QUANTITY: 9809
LOT/BATCH NUMBER: 87845321 DATE OF MANUFACTURE: MM/DDMAYYY

WE CERTIFY THE MATEFRIAL LISTED ABOVE COMPLIES IN FULL WITH THE FOLLOWING SPECIFICATIONMS:

-THE COMPOMENTES/MATERIALE USED IN THE FRODUCTION OF THE PRODUCT ABOWE WERE
MANUFACTURED IN A MAMNER COMPLIAMNT WITH CURRENT GOOD MANUFACTURIMNG PRACTICES
-THIS PRODUCT IS MANUFACTURED IN THE UL A,

-SHELF LIFE: § YEARS FROM DATE OF MANUFACTURE

-MEETE OR EXCEEDS USP CLASS VI, USF 88 CLASE VI AND USF 87 REQUIREMENTS, CURRENT
REWISION

-THIS MATERIAL IS NOT INTEMDED FOR INVASIWVE USE

-The materials used in the manufacture of this product that come in contact with the fluid pathway are either
animal derivative content free or compliant as defined in specification EMEA 410.01 Rewv.3.

WE CERTIFY THAT ALL ITEMS O3 YOUR FURCHASE ORDER HAYE BEEK MANUFACTURED, IMSPECTED, TESTED AMND ACCEFTED IN ACCORDAKCE WITH (LR
IKEPECTION SYSTEM

WE ALSDCEETIFY THAT ALL MATERLALS AND MANLEACTURDMG PROCERRES USED TN MAKLUFACTURING CONFORM TO THE MATERLALS ANINGR
BIANUFACTURING SFECIFICATIONS AND NOTES INDECATED ON THE FURCHASE OEDER, DEAWIRNG, SFECIFICATICNS, GUALITY ASSURANCE REQUIREMENTS OR
COTHER AFFLICABLE FMGAKEERING DOCTRENTE.

TEST REPORTS SUESTANTIATING THES CERTIFICATION ARE KEPT OK RECORD IN THE COMPAMNY'S (JC FILE AND ARE AVAILABRLE FOR REVIEW

SAINT-GOHAIR PPL DOES KOT WARRAKT THE PROTHICT FOR AMY PARTICULAR APPLECATION AMDHT IS THE RESPORSEILITY OF TEE USER T CONTIUCT TESTS
THAT ARE DEEMED MECESSARY TO DETERMIME THE SUITABILITY OF THE FRODUCT FOR AMY PARTICULAR USE. SAINT-GONATN'S SCHLE RESPOSSTEILITY SHALL
HE FOR FAILURE TO MANUFACTURE THE PRODUCT IN ACCORDARCE WITH SPECIFICATIONS AND RECGUIREMENTS C3F THE BUYER, AND FROM DEFECTS [N
MATERIAL AND WORKMARNSHIF, THES WAREANTY 13 EXFRESSLY MADE 1N LIED OF ARY AND ALL OTHER WARRAKTIES AN SAINT-GOBAINY SOLE LIABILITY
SHALL HE TO REPLACE ANY FRODUCT MOT M CONFORMANCE WITH THE SPECIFRCATION AKD RECUIREMENTS OF THE BUYER

Guality Approval

Srmabad b a8 Smith

Saint-Gobain Corporation
Saint-Gobain Performance Plastics
3910 Terry-Diane Street Beaverton, Ml 48612 Tel: 989.435.8722 Fax: 989.435.8681 http://www.saint-gobain-northamerica.com
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SAINT-GOBAIN

Saint-Gobain Performance Plastics Corporation
3910 Temry-Diane Street Beavarondkichism: 43-51|2- USA- Tel: (989) 435-9533~ Fax: (9807 435-2355

[
Certificate of Analysis

FART NUMEBER: FA4231 CUSTOMER PART NUMBER: ABC123
FO NUMBER: 827854 DESCRIPTION: <Part Description=
S5G SALES ORDER NUMBER: 12345578 QUANTITY: 0888

LOT/BATCH NUMBER: 00000000 DATE OF MANUFACTURE: MM/DDMN ™YY

WE CERTIFY THE MATERIAL LISTED ABOVE COMPLIES IN FULL WITH THE FOLLOWING SPECIFICATIONS:

-THE COMPONENTSMATERIALS USED IN THE PRODUCTION OF THE PRODUCT ABCWE WERE MAMUFACTURED IN A MANNER
COMPLIANT WITH CURRENT GOOD MANUFACTURING PRACTICES

-THIS PRODUCT IS5 MANUFACTURED IN THE LL2.A

-MEETS OR EXCEEDS USP CLASS VI, USP B3 CLASE W1 AND USP 47 REQUIREMENTS, CURRENT REVISION

-SILICONE PRODUCTS ARE COMPLIANT TO THE EXTRACTABLE LIMITE SPECIFIED IN FDA 21 CFR 177.2600, RUBBER ARTICLES
INTENDED FOR REPEATED USE, PARAGRAPHS (d], (=), AND (f)

-THIS MATERIAL 12 NOT INTENDED FOR INVASIVE USE

-STERILITY SHELF LIFE: 3 YEARS FROM THE DATE OF MANUFACTURE

-PRODUCT EXPOSED TO GAMMA RADIATION WITH IN 25-40 kGy SPECIFICATION

-The materials used in the manufacture of this product that come in contact with the fuid pathway are sither animal derivative content free or
campliant &= defined in spacification EMESA 410.01 Rey 3.

<Mazsured cha-actaristics and post-processing data entered ha-ar

WE CERTEY THAT ALL FTEMS ON YOUR PURCHASE ORI HAYE HEEN MANUPACTURET, INSPECTED, TESTED ARD ACTEPTED [N ACCOROARCE WITH OUR INSPECTION STSTEM

WE ALSO CEHRTIFY THAT ALL SEATIRIAL S AND WANLF ACTURING FROCESSES USED BN MANUTACTURIND

THFOHM TO THE MATERIALS AKDOR MANLTALCT SPECTFICA THONS AR
PROTES INDTHCATED 00 THE PURCHASE GRDTR, DRAWTNIG IFHCATION TV A5 LA O W% DR OTHIR ATFL LE ENGINEERD T
TEST EEFIETS SUNSTARNTIATING THIS CERTIFCATION ARE KIFT ON EECORD IN THE COMPANTS O FILE AND ARE AVARANLE FOR REVIEW.
SARPNT-GOEAIN PPL INHEE KOT WARRANT THE PRODUCT TOR ANT PARTICULAR APPLECATHON ANT IT 1S THE RESONSISE ITY OF THE USER TO CONDUTT TESTS THAT ARE DEEMETY
MECESSARY TO DETERWINE THE SITTANILITY OF THE PEODUCT FOR ANY PARTICULAR USE. SAINT-OGONRAIN S SOLY KESPORSINLITY SHALL I FO& FATLURE TO MAMUFACTURE THE
FPROTUCT TR ACCORDARNCE WITH SPECIFICATIONS AND EEQUIEEWMERNTS OF THE BUYER, AND FROM DETECTS [N MATERIAL ARD WORKMANMSHIF. THIS WAHRANTY IS EXFRESSLY MADE IN
LIELDOF ARY AND ALL OTHER WARRANTIES AND SATH TOOONARNS SOLE LIABELITY SHALL B T EIFLACE ANY PRODUCT NOT [N CONFORMARNCE WITH THE SFECIFICATERN AN
RECJUTHEMENTS OF THE BUTIR

2018-05-02 09:22:03
Quality Approval DATE

e g ek, Willord

Saint-Gobain Corporation
Saint-Gobain Performance Plastics
3910 Terry-Diane Street Beaverton, Ml 48612 Tel: 989.435.8722 Fax: 989.435.8681 http://www.saint-gobain-northamerica.com
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Manufacturer;

Saint-Gobain Performance Plastics Corporatio

3010 Temy-Diane Street~ Beaverton Wic n- 48612 USA- Tel: (D89) 4
Centificate of Conformance
Fart Number! | REQUIRED: Sai Customer Part | Cuztomer Mumber / Rewvizion. IFnot
Revision: | Number / Rewi Number! Revision: | spplicable, "NAA" shall be =hown
Description: | REQUIRED: tfem Description
Lot Number: | REQLUIRED: Lot Number Lot Quantity: | REQUIRED: Lot Quantity
ke uf REQUIRED: DOM Expiration Date: | Expiration Dafe. If nof applicable, "AWA"
saartilee (DDIMMMIYYYY) | =hall be shown
(DDIMMMIYYYY) <yl
Post Processing Run Number: | Fosf Procesaing Run Number iz enfered here. [Fnot
[Refer to the attached Certificate of Processing for | spplicable, "N zhall be zhown. An example of 8 post
Additional Detail} | processing un would be gamma irsdisfor run number

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

All iterns have been manufactured, inspected, tested, and accepted in accordance with our Quality Management System
certified to 150 13485:2018. Documentation substantiating this certification is kept on record per the Company's retention
policy and is svailable for review.

All materials and processes used in manufacturing conform to the materials and/or menufacturing specifications and
notes indicated on the purchese order, drawing, specifications, quality assurance reguirements, Regulatory Information
Crverview (RIO). Revision <=, or other applicable approved documents effective on the date of manufacture. The
(nzerf the correct sfatement: fluid path, ASTW plagues of rezin / rubber, sszembly, efc ) meets the requirements of the
USP, Biological Test for Plastics, Class V1. (USF Claze W stefement iz omiffed if not applicable)

Saint-Gobain does not warrant the product for any particular application and it is the responsibility of the user to conduct
tests that are deemead 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 eu 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

L requirements of the buvar

Date COC waz generated.
DO Y Y Y Y

Signature of Qualily Employee who generated

COG

Quality Approval: Date:

Saint-Gobain Perl’onn;nce Plastics
3910 Terry-Diane Street Beaverton, Ml 48612 Tel: 989.435.8722 Fax: 989.435.8681 http://www.saint-gobain-northamerica.com

Saint-Gobain C ti
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F Certificate of Analysis
Fart Number! | REQUIRED: Sai 1 Customer Part | Cuzfomer Number / Revizion. [fnot
Revision: | Number/ Revizion Number! Revision: | applicable, "N/A™ shall be =hown
Description: EQUIRED: ffem Deszcripfion g8 shown QAD. Must include maferal description
Lot Number: | REQUIRED: Lot Number Lot Quantity: | REQUIRED: Lot Guantity
Manuf?r:ttﬁr‘: REQUIRED: DOM Expiration Date: | Expiration Dafe. If nof applicable, "NMA"
(DDIMMMIYYYY) (DDIMMMIYYYY) | =hall be =hown
Post Processing Run Number: | Fosf Frocezzing Run Number iz enfered here. If not
[(Refer to the attached Certificate of Processing for le, "NAAT shall be zhown. An example of a8 post
Additional Detail} | processing

run wouwld be gamma irad

for run number.

Property

Specification Results Units

We cerfify the material listed abowve conforms in full with the following specifications:

All itermns have been manufacturad, inspected, tested, and accepted in accordance with our Quality Management System
certified to 50 13485:2018. 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 andior manufacturing specifications and
notes indicated on the purchase order, drawing, specifications, gquality assurance reguirements, Regulatory Information

COwerview (RIC), Revision <=, or other applicable approved documents effactive on the date of manufacture. The
(inzerf the correct sfatement: fluid path, ASTW plagues of resin / rubber, assemibl)
USP, Biological Test for Plastics, Class V. (USF Claza VW stafement iz o

efc ) meets the requirements of the
f not applicable]

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
Lrequirements of the buvar

Quality Approval:

Signature of Quality Employee who generated Date COA w
COA.

DO

Date: yas generafed

AN Y Y'Y

Saint-Got

in Corporation
Saint-Gobain Performance Plastics
3910 Terry-Diane Street Beaverton, Ml 48612 Tel: 989.435.8722 Fax: 989.435.8681 http://www.saint-gobain-northamerica.com



