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Testing Laboratory-Medical ISO 15189: 2012

Accreditation Certificate No. 319
Clinical Virology Laboratory, "Hadassah" Ein Karem

Main site address: Ein-Karem Hospital, Jerusalem , 9112001

Valid from: 14.03.2023 Until: 06.06.2025

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 1s an integral part of this certificate and 1s 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/TEC
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.
ISRAC is an EA-MLA (European Accreditation Cooperation Multi-Lateral Agreement) signatory.

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

Etty Feller

Date of first accreditation: 07.06.2015 General Manager
Israel Laboratory Accreditation Authority
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Department: Testing Laboratory-Medical 1ISO 15189:2012 Accreditation No. 319

Name and Address:
Organization name  Hadassah Medical Organization

Laboratory name Clinical Virology

Sub division Ein-Karem hospitalP.O.Box 12000, Jerusalem 9112001 Israel
Address

Phone +972-2-677-8570; 677-7890; 677-7820

Fax +972-2-6427921

E-Mail wolfd@md.huji.ac.il

Yuttid@hadassah.org.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: Testing Laboratory-Medical 1ISO 15189:2012 Accreditation No. 319
Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Work station Opinion and Remarks
Item | Type Characteristics Interpretation
Group of products: Health, Medicine - Microbiology, Viruses 029203 ,7NIP3) 90 = ANIDY IIN?I3 122981 INAVN
Biological Testing, Identification & Typing Molecular Methods DPINNPIN MOIYI IIIN) W71, 1915193 7273
e P DNA/RNA DNA npan [ 2730 Body fluids | Manual Manual/Robotic _ For type C, details in the list L-
extraction kits/Instruments | platforms 1016-2
2 (C P Viral DNA/RNA NN MDD | DNA/RNA DNA/RNA | PCR and Real Time | Robotic and For type C, details in the list L-
Sg‘n‘;:'f‘:::‘;im” and 7 DNARNA PCR amplification platforms 1016-2

Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Work station Opinion and Remarks
Type Characteristics Interpretation
Group of products: Health, Medicine - Microbiology, Viruses 099203 ,719N5P2)972 - ANIDT L SIN? I 1 DII8IM HNIVYN
Biological Testing, Non Culture Identification Typing - Immunoassays in DIIITINIVINI DIIINININ IOV —S19399 NO5 IPONI 977197 , ;N2 > Ta
Autoanalysers
3 |c P SARS COVID-19 SAR?CCOO\XI'DD_?;; Serum/Plasma A199/6119 | Immuno Assay Manual/Robotic platforms For type C, details in the list L-
(serology antibodies) 1016-2
4 A P CMV C.MV Serum/Plasma NNL59/OMD [ CLIA LIAISON XL DiaSorin IgG=Immunoglobulin G
(Cytomegalovirus) (Cytomegalovirus) CLIASChemilumi |
IgG antibodies 1gG »y 10 "5 =Chemiluminescence Immunoassay
detection
5 |A P HTLV (Human T-cell  HTLY (HumanT-cell | g0y pjagma Ano99/oMP | CLIA LIAISON XL DiaSorin
L s Leukemia virus) I/11
eukemia virus) I/11 DTN 1
antibodies detection
6 |A P Syphilis TP Trepam 2 Serum/Plasma ANLYe/OY | CLIA LIAISON XL DiaSorin
Treponema pallidum) eponema pIvnn
( n5nno omn pallidum
antibodies detection (D990) NN
7 |a P HCV (Hepatitis C ”ﬁc'gGH’m“. ’.‘7’8 Serum/Plasma Mno%e/oMP | CLIA LIAISON XL DiaSorin
virus) IgG antibodies ( epatlps
detection virus)
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Department: Testing Laboratory-Medical 1ISO 15189:2012 Accreditation No. 319
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Work station Opinion and Remarks
Type Characteristics Interpretation
Group of products: Health, Medicine - Microbiology, Viruses D29003 ,7PNZP3P = INIDT L JIN? I3 : ©IHN INSYN
Biological Testing, Non Culture Identification Typing - Immunoassays in DINPTINIVINI IIPIINININ IOV 1193951 NIZ IIPON) 17798 ,5IN513 Mpr1a
Autoanalysers
8 |A |p HBsAg (Hepatitis B o oo T | serum/plasma PEYS/ENE | CLIA LIAISON XL DiaSorin
surface antigen) Hepatitis B virus
determination

HIV »imd npr1a

Serum/Plasma noY/0N1D [ CMIA Avrchitect i 1000 SR
Ag/Ab

9 A P HIV 1& 2 (Human
Immunodeficiency
Virus) Antibodies /
Antigen detection
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