Sartorius Lab Instruments GmbH & Co. KG, 37070 Géttingen

March 22,2022

Change Notification Letter
ECR 25981: Change of Labeling for the CE-Labeled Minisart®

Dear Valued Customer,

This letter is to inform you of a change of labeling for the CE-labeled Minisart®
product portfolio.

Change Description

To maintain the regulatory state of the art, Sartorius have revised the packaging
labels and Tyvek foil label of the CE-labeled Minisart® product portfolio, in

order to be compliant with the new ISO standard 15223-1 (Medical devices —
Symbols to be used with information to be supplied by the manufacturer).

The below images illustrate the changes to the label
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Pre-change labelling

Post-change labelling

Legend

Manufacturer

The change affects only the products labeling. The production facility and

production processes remain completely unchanged.

Impacted Products

Please find impacted Medical Devices below:

Part number

16534------—- GUK
16534~ K
16534-----————- Q
16555-------- GUK
16555--—------- K
16555--—------- Q
[ o — K
/=]y — Q
17598--————---—- K
17598-----——-- Q
17528-----———-- K
16596-------- HYK
16596---————- HYQ
16599-------- HYQ
16596---————- 75K
17575-------- ACK
17575 75K
17594-----—-- GJR
(/=1 E— K

Description
MinisartCA_0,2um_28mm_gsterile_50pc
Minisa rtCA_O,2Apm_28mm_sterile_SOpc
MinisartCA_O,2Apm_28m_nsteriIe_500pc
MinisartCA_0,45Apm_28mm_gsterile 50p
MinisartCA_0,45 um_28mm_sterile_50pc
MinisartCA_0,45Aum_28mm_nsterile_500
MinisartCA_O,ZApm_ZSmm_steriIe_50pc
MinisartCA_0,2Aum_28mm_nsterile_500p
MinisartCA_O,45Apm_28mm_sterile_50pc
MinisartCA_0,45Aum_28mm_nsterile_500
Ophthalsart
MinisartPTFE_0,2Aum_26mm_sterile_50p
MinisartPTFE_O.ZApm_Zémm_nsterile_50
MinisartPTFE_O,2um_26mm_nsterile_500
MinisartPTFE_O,ZApm_Zémm_sterile_50p
MinisartPTFE_0,2Aum_25mm _sterile_50p
Minisart SRP 25 0.2Aum sterile single pa

MinisartNML_CA 5um_28mm_gamma-ste_

Minisa rtCA_5,0Apm_28mm_sterile_SOpc
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Change Implementation

This change is controlled internally in accordance with our change management
procedures.

This change will be implemented as of March 2022, in the course of new
productions.

We continuously strive to implement solutions to our products and services to
enable you to get your treatments to patients faster. We thank you for your trust
and continued use of Sartorius products, and we look forward to assisting you in
managing this change.

Sincerely,
~ _ ‘. /—,"L‘“’ R \,’[
A LA
Fiona Coats Susanne Gerighausen
Head of Marketing LPS Head of Quality Assurance & Control LPS
Sartorius Corporation Sartorius Lab Instruments GmbH & Co. KG
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