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Proficiency Testing (PT) ISO/IEC 17043: 2010

Accreditation Certificate No. 396
QualiGene Ltd.

Main site address: Kiryat Atidim, building 3, Tel Aviv, 6158002, Israel

Valid from: 09.03.2020 Until: 01.05.2022

The organization was assessed by the Israel Laboratory Accreditation Authority (ISRAC) and found to be worthy of
accreditation to the detailed schedule attached.

The schedule is an integral part of this certificate and is numbered with the above certificate number.

Accreditation demonstrates technical competence and operation of an internationally recognized quality management system.
The organization accredited by ISRAC complies with the standards/requirements mentioned above, meets the technical
competence requirements and management system requirements that are necessary for it to consistently deliver technically
competent results. This accreditation is granted in accordance with the requirements of ISO/IEC 17011:2017, and entails
periodic surveillance and reassessment by ISRAC to ensure that the organization continues to comply with the accreditation
requirements.

The accreditation is valid provided that the organization continues to meet the criteria as laid down by ISRAC.

This certificate does not constitute an approval in accordance with article 12 of the standard law.
Etty Feller

Date of first accreditation: 02.05.2018 General Manager _
Israel Laboratory Accredi thority
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Department: Proficiency Testing Providers ISO/IEC 17043 :2010 Accreditation No. 0396

Name and Address:
Laboratory name ~ QualiGene Ltd.

Address Kiryat Atidim, , Building 7; 2nd entrance, Tel Aviv, 6158002, Israel
Phone +972-73-2126119

Fax +972-73-2126168

E-Mail chen@qualigene.co.il

Web Site www.qualigene.co.il

Site: P or T or M, P-Permanent, T-Temporary, M-Mobile

A permanent (P) or temporary (T) place, or a stationary or mobile (M) facility, at or from which the organization performs activities forming part
of its scope of accreditation, starting from sampling to final issuance of a report or certificate and / or quality system activities. A temporary (T)
site is a site established under the responsibility of an accredited permanent site. All activities performed at a temporary site are the responsibility
of the permanent site. An outdoors work is also considered to be a temporary site. Temporary site will be a site that involves work for special
project and the activity will be defined in time (up to 2 years).

Type of Scopes: A- Fixed, C- Flexible scope in analytical tests : Type of matrix, analytes, experimental systems and/or analytical characteristics
may be subject to changes, in accordance with the laboratory's approved and documented procedures. For details, please refer to the list of
Accredited Tests, available from the laboratory upon request.
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Department: Proficiency Testing Providers ISO/IEC 17043 :2010 Accreditation No. 0396
Item | Site Materials / Samples Tested Test Scheme Name /Types of Test / Properties Scheme Protocols/Procedures/Techniques Used Remarks
Measured
Group of products: Proficiency Testing (PT) O22573Y 123 51990999 INNY7T 29N : D980 HNAVN
Molecular Genetics Schemes — Sequencing PY2Y— I NP0 IINN
1P Human DNA »nmn DNA [ NGS NGS Scheme catalogue available at www.qualigene.co.il NGS - Next Generation Sequencing
2 |P PCR products PCR »mn | Sanger sequencing IV NI [ Scheme catalogue available at www.qualigene.co.il PCR- Polymerase Chain Reaction
F+R primers oYnn F+R
Item Site Materials / Samples Tested Test Scheme Name /Types of Test / Properties Scheme Protocols/Procedures/Techniques Used Remarks

Measured

Group of products: Proficiency Testing (PT)

D22073V )23 5199999 NNV 29N : D980 NNaVN

Molecular Genetics Schemes — PCR Based Methods

PCR movian mosv — 5295929 77200 51929990

3 P Human DNA »xmin DNA Y chromosomal Y oywwmoan nonn | Scheme catalogue available at www.qualigene.co.il
microdeletions
4 P Human DNA »xmin DNA MLPA MLPA | Scheme catalogue available at www.qualigene.co.il MLPA — Multiplex Ligation dependent probe
Probemix (MRC-Holland | Probemix Identifies duplication MZ95M 070N NP>T2 amplification
product) MRC-Holland 5w 1xyp | nd deletions which NI DIAMRD OPNRY
aren’t detected by
Sequencing
5 P Human DNA »xmin DNA | PGD MYV DY 1;"‘31; Scheme catalogue available at www.qualigene.co.il PGD - Pre implementation genetic diagnosis
NN MINNK
Human single cells NPHNHN BT 0NN
MINDN
Date of signature  09/03/2020 PageNo. 4 of: 5




NnIT2YN NDNoAY N*'nINTY NI
‘/ Israel Laboratory Accreditation Authority

Department: Proficiency Testing Providers ISO/IEC 17043 :2010 Accreditation No. 0396
ltem | Site Materials / Samples Tested Test Scheme Name /Types of Test / Properties Scheme Protocols/Procedures/Techniques Used Remarks
Measured

Group of products: Proficiency Testing (PT) D731 )23 91909919 SINWYA 23031 : 0981 DNOYN

Molecular Genetics Schemes — PCR Based Methods PCR mov1an musv — 5395925 77203) 51129999

6 P Human DNA Human DNA QF-PCR QF-PCR [ Scheme catalogue available at www.qualigene.co.il QF-PCR -Quantitative Fluorescence-
Polymerase Chain Reaction

A test for detection of NNIX NIVORNDN NPT
aneuploidy in NPTRVININ
:DMTIMINI
hromosomes:
cnromosomes 13,18,21,X,Y
13,18,21,X,Y
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