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Valid from: April 2021

The latest version of all documents associated with the Global Supplier Manual can be found at the following
address:

https://matthey.com/en/enhancing-life/sustainability-governance/clean-air-global-supplier-manual

The English version of this document is the master version. Although translations are provided by Johnson
Matthey, should there be any ambiguity in the translation, then the English language text will prevail.
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This appendix details the requirements for the approval of analytical changes that impact product
delivered to Johnson Matthey (JM).

1 Introduction

2 Validation of an Analytical Change

The supplier shall complete and submit a JM Analytical Change Submission Warrant (see Section 3)
for all analytical changes, which require notification to JM (see Appendix D). All JM Analytical Change
Submission Warrants should be submitted to the appropriate JM Technology Site (JMTS).

In addition, the supplier shall produce and submit an ‘Equivalence Report’, which shall contain, at a
minimum, the following information:
e details of the analytical change that is being proposed;
e the reason for the change;
e data to support the change;
e details of statistical analyses employed to prove equivalence, including justification of sample
size.

In the case of a change to the level of a laboratory’s accreditation (e.g. gaining or losing ISO/IEC 17025
accreditation), neither a JM Analytical Change Submission Warrant nor an Equivalence Report is
required, however, the supplier shall notify the appropriate JM Technology Site and supply copies of
any relevant certificates.

If the JM Technology Site gives only interim approval of a JM Analytical Change Submission Warrant,
the supplier shall address the reasons for full approval not being given, and complete a further IM
Submission Warrant in order to gain full approval.

Analytical changes may lead to the requirement for a change to a JM specification.
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Johnson Matthey Analytical Change Submission Template (SMS-017)

Supplier rame:  supplier

Supplier Test location|s] impscted: Test locations [include town snd country]
Zemszan for submission:
O Procedure/method change [0 Instrument change/addition

Detmls:
Chick or tap here bo =nter teut

Click or tap here bo enter bext

Zupporting documentation:
Af5A stwdies compiates:
Comments:

O Stahility O sias
Chick or tap here to enter text.

O Limsarity

Click or tap here bo enter bext

Zupporbng dets stiached”
Test method attached?
1 no, explein why not:

IEI',--:: O no
Oyes 0O mo
Click or tap here to enter bext.

Decluratsan:

mumilable for review.

Analytical Change Approval o I

[0 Test location changs [ Other

It Mdaterisls impected |include =il materisls impected and the COA cherscteristics potentilly impscted|:

O Repswtability ond Regroducihilify

Equivalence data summisry (incluce ssmple size and ree materisl codes used for demaonstrating eguivalency:

confirm thist the dsts repres=nted by this warrant are representative of our analysis, heve been g=nerated by the specified
=quipment with regulsr anslyticsl processas. | slso certity thst documented svidence of such complisnce is om file and

O Mone

Signature: ate:  Click or tap here to enter text.
Meme printl: _Click or tap here to enter bext. tmail: _Chick or tan here to enter text.
loi Tithe: Click or tap here to enter bext.

For Johnzon hEstthey Wse Only

Submission snd warrant decision:  [J approwed [ interim Approval  [J Aejsct=d

Comments:  Click or tap here to enter text.
Anaiptical Speciaty:  [] MRS O e O #erbiclesize 0O ®R3 O Other Specislty:
Speciaist Technical Lagd Swppitar Quality
Sigratuns:
Primted Mame:
Region:
Do

Tete that previous condition becomes obsolete: Clhick or tap
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