Document Reference Number: MED-STA-037

° °
nVI Io Revision Number: 6

= =& Document Creation Date: 21-November-2024
BIOMATERIAL SOLUTIONS

COMPANY
STATEMENT Per and Polyfluoroalkyl substances (PFAS) Free Statement
SUPPLIER Invibio Ltd

PRODUCT NAME PEEK-OPTIMA™ Natural grades:

LT1, LT2, LT3 Granules, stockshapes and fine powder;
PEEK-OPTIMA™ Reinforced grades:

LT1CA30, LT1DA30 Granules and Stock shapes;
PEEK-OPTIMA™ Ultra-Reinforced grades:

LT3PPT unidirectional tape

PEEK-OPTIMA™ Image Contrast grades:

LT16BA, LT120BA, LT215BA, LT320BA Granules and Stock shapes
PEEK-OPTIMA™ HA Enhanced grades:

LT120HA Granules and Stock shapes

PEEK-CLASSIX™ grades:

BC1, BC2, BC3, BC1-WH, BC2-WH, BC3-WH

This document is to confirm that Per and Polyfluoroalkyl substances (PFAS)" have not been intentionally
added, used or generated as by-products in the manufacturing processes of the Invibio products
detailed above and to the best of our knowledge at this time, have not been intentionally added, used
or generated as by-products in the manufacturing processes of any included additives.

Independent 3™ party laboratory analysis on representative product samples has confirmed that the
Perfluoroalkyl substances (PFAS) (as listed in Table 1 below) are not detectable down to 0.01 parts per
million (ppm).

Table 1:
Substance Name Abbreviation CAS #
Perfluorobutyric acid PFBA (C4) 375-22-4
Perfluoropentanoic acid PFPA (C5) 2706-90-3
Perfluorohexanoic acid PFHxA (C6) 307-24-4
Ammonium perfluorohexanote PFHXA-NH, 21615-47-4
7H-Dodecafluoroheptanioc acid HPFHpA 1546-95-8
Perfluorobutanesulfonic acid PFBS 375-73-5
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Nonafluorobutanesulfonic Acid Hydrate PFBS-H,0 59933-66-3
Perfluorobutanesulfonate K-salt PFBS-K 29420-49-3
Perfluoroheptanoic acid PFHpA (C7) 375-85-9
1H,1H,2H,2H-Perfluorooctanesulphonic acid | H4PFOS 6:2 27619-97-2
Pentadecafluorooctanoic acid PFOA (C8) 335-67-1
Ammonium pentadecafluorooctanoate APFO 3825-26-1
Sodium perfluorooctanoate PFOA-Na 335-95-5
Potassium perfluorooctanoate PFOA-K 2395-00-8
Silver perfluorooctanoate PFOA-Ag 335-93-3
Perfluorooctanoyl fluoride PFOA-F 335-66-0
Tetrabutylphosphonium 2H,2H- H,PFDA 882489-14-7
Perfluorodecanoate

Perfluorohexanesulfonic acid PFHxS 355-46-4
Perfluorohexanesulfonate NA-salt PFHxS-Na 82382-12-5
Perfluorohexanesulfonate K-salt PFHxS-K 3871-99-6
Perfluorononanoic acid PFNA (C9) 375-95-1
Perfluorononanoate Na-Salt PFNA-Na 21049-39-8
Perfluorononanoate ammounium salt APEN 4149-60-4
Perfluoro-3,7-dimethyloctanoic Acid PF-3,7-DMOA 172155-07-6
Perfluoroheptanesulfonic acid PFHpS 375-92-8
Potassium Perfluoroheptanesulfonate PFHpS-K 60270-55-5
Perfluorodecanoic acid PFDA (C10) 335-76-2
Perfluorodecanoate Na-salt PFDA-Na 3830-45-3
Perfluorodecanoate ammonium salt APFDA 3108-42-7
2H,2H,3H,3H-Perfluoroundecanoic acid 4HPFUNA 34598-33-9
Perfluorooctane sulfonates PFOS 1763-23-1
Sodium Perfluorooctanesulfonate PFOS-Na 4021-47-0
Perfluorooctane Sulfonamide PFOSA 754-91-6
N-methylperfluoro-1-octanesulfonamide MeFOSA 31506-32-8
N-ethylperfluoro-1-octanesulfonamide EtFOSA 4151-50-2
2-(N-methylperfluoro-1- MeFOSE 24448-09-7
octanesulfonamido)- ethanol

2-(N-ethylperfluoro-1-octanesulfonamido)- EtFOSE 1691-99-2
ethanol

Perfluorooctane Sulfonyl fluoride POSF 307-35-7
Potassium Perfluorooctanesulfonate PFOS-K 2795-39-3
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Perfluorooctanesulfonic acid, ammonium salt | PFOS-NH, 29081-56-9

N-decyl-N,N-dimethyldecan-1-aminium PFOS-DDA 251099-16-8

1,1,2,2,3,3,44,5,5,6,6,7,7,8,8,8-

heptadecafluorooctane-1-sulfonate

Perfluorooctane sulfonate diethanolamine PFOS-NH(OH), 70225-14-8

salt

Perfluorooctanesulfonic acid, lithium salt PFOS-Li 29457-72-5

Perfluorooctanesulfonic PFOS-N(CzHs) 56773-42-3

acid,tetraethylammonium salt

Perfluoroundecanoic acid PFUNDA (C11) 2058-94-8

Perfluorododecanoic acid PFDoDA (C12) 307-55-1

Perfluorodecane sulfonic acid PFDS 335-77-3

Perfluorodecanesulfonate Na-salt PFDS-Na 2806-15-7

Perfluorodecanesulfonate K-salt PFDS-K 2806-16-8

Perfluoroaliphatic Dean-sulfonate salt of NH, | PFDS-NH,4 67906-42-7

Perfluorotridecanoic acid PFTrDA (C13) 72629-94-8

Perfluorotetradecanoic acid PFTDA (C14) 376-06-7

2H,2H-Perfluorodecanoic acid - 27854-31-5

2,3,3,3-tetrafluoro-2-(heptafluoropropoxy) - 13252-13-6

propionic acid

N-(Perfluoro-1-octanesulfonyl) Glycine - 2806-24-8

N-Methylperfluoro-1- - 2355-31-9

octanesulfonamidoacetic Acid

N-Ethyl-N-(perfluoro-1-octanesulfonyl) - 2991-50-6

Glycine

1H,1H,2H,2H-Perfluorodecanesulphonic acid | - 39108-34-4

(8:2 FTS)

Perfluorobutansulfonyl fluoride - 375-72-4

N,N,N,-triethylethanaminium PFBS-N(C3Hs)4 25628-08-4

1,1,2,2,3,3,4,4,4-nonafluorobutane-1-

sulfonate

2,3,3,3-tetrafluoro-2-(heptafluoropropoxy) HPFO-DA 62037-80-3/

propionic acid, its salts and its acyl halides 13252-13-6/
67118-55-2/
2062-98-8
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bis(3,3,4,4,5,5,6,6,7,7,8,8,9,9,10,10,10 (8:2diPAP) 678-41-1
heptadecafluorodecyl) hydrogen phosphate

Perfluorohexadecanoic acid PFHxDA (C16) 67905-19-5
Perfluorooctadecanoic acid PFODA (C18) 16517-11-6

Notes:

1. Per and Polyfluorinated substances as defined in the revised PFAS definition: OECD (2021),
Reconciling Terminology of the Universe of Per- and Polyfluoroalkyl Substances:
Recommendations and Practical Guidance, OECD Series on Risk Management, No. 61, OECD
Publishing, Paris

This information is provided “as is”. It is not intended to amount to advice. Use of the product is at the
customer's/user’s risk. It is the customer’s/user’s responsibility to thoroughly test the product in each
specific application to determine its performance, efficacy and safety for each end-use product, device or
other application and compliance with applicable laws, regulations and standards. Mention of a product is
no guarantee of availability. Victrex reserves the right to modify products, data sheets, specifications and
packaging. Victrex makes no warranties, express or implied (including, without limitation, any
warranty of fitness for a particular purpose or of intellectual property non-infringement) and will not
be liable for any loss or damage of any nature (however arising) in connection with customer’s/user’s
use or reliance on this information, except for any liability which cannot be excluded or limited by

law. This document may be modified or retracted at any time without notice to the customer/user.

Victrex Manufacturing Limited (or another member of the Victrex group) is the owner or the licensee of all
intellectual property rights in and to this document including the following trade marks, VICTREX, INVIBIO,
JUVORA, APTIV, 450G, PEEK-OPTIMA, SHAPING FUTURE PERFORMANCE, LMPAEK, TRIANGLE (Device). All
rights are protected by intellectual property rights including copyright under relevant national and
international intellectual property laws and treaties. All rights reserved. Copyright © Victrex Manufacturing
Limited 2024.
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Signed: ......ooiiiiiiiiiiiiiiicerreenreneeeaeees Date: 21-November-2024
Caroline Prisk

Head of Regulatory Affairs and Product Stewardship
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