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OriGen

BIOMEDICAL

Date: May 28, 2024

Subject: OriGen's Transition frorn MDD to MDR

Products Affected: CryoStore Freezing Bags, Accessory Sets,
Permalife™ Cell Culture Bags, O-Wrap™ Bags, TissueVault™ Cell &
Tissue Freezing Bags, CryoPur™ Solutions

Dear Valued Customer,

The purpose of this communication is to summarize OriGen Biomedical’s
transition from 93/42/EEC Medical Device Directive (MDD) to Regulation (EU)
2017/745 Medical Device Regulation (MDR). OriGen’s MDD EC Certificate
#34262 expired on May 26th, 2024. OriGen is actively transitioning to MDR,
and the MDD CE certification dates have been extended as follows:

MDD EC Certificate
Expiration Date

MDD EC
Certificate
Extension Date

Product Family

CryoStore Freezing Bags

May 26th, 2024

Dec 31st, 2028

Accessory Sets

May 26th, 2024

Dec 31st, 2028

PermalLife™ Cell Culture Bags

May 26th, 2024

Dec 31st, 2028

O-Wrap™ Bags

May 26th, 2024

Dec 3lst, 2028

TissueVault™ Cell & Tissue
Freezing Bags

May 26th, 2024

Dec 31st, 2028

CryoPur™ Solutions

May 26th, 2024

Dec 3lst, 2027

Please contact OriGen directly at info@origen.com if you have any questions
regarding the transition to MDR or if additional supporting documentation is
needed. Thank you for your continued partnership.
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