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CERTIFICATE OF ANALYSIS

Olerup SSP® HLA-B*39 Add-on

Product number: 101.853-12 — including Taq polymerase
101.853-12y — without Taqg polymerase

Lot number: 8GO0

Expiry date: 2022-09-01

Number of tests: 12

Number of wells per test: 2+1

Well Specifications:
Well No. Production No.
1 2018-965-01
2 2018-965-02

The negative control primer pairs, Production No. 2018-947-01, can detect

contamination with PCR products diluted 107

Results of Quality Control- No false positive or false negative amplifications
obtained.
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Declaration of Conformity

Product name: Olerup sspe HLA-B*39 Add-on
Product number- 101.853-12/12y4

Lot number: 8GO

Intended yse: HLA-B*39 histocompatibility testing
Manufacturer: CareDx AB

Franzengatan 5
SE-112 51 Stockholm, Sweden
Phone: +46-8-508 939 00
Fax: +46-8-717 gg 18

The Technical Documentation File is maintained at CareDx AB, Franzengatan 5, SE-
112 51 Stockholm, Sweden.

The Authorized Representative located within the Community is: CareDx AB.
Notified Body: TUv Rheinland LGA products, Tillystrasse 2, D-90431 Nirnberg,
Germany. (Notified Body number: 0197.)

Stockholm, Sweden

Date:
Lo2| -03-05

Quality Assurance

A —3

Changes in revision R01 Compared to ROQ:
1. The expiration date has been altered due to extension of shelf-life.
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