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Testing Laboratory-Medical ISO 15189:2022
Accreditation Certificate No. 0197

Institute of Pathology, (Megalabs),

Maccabi Healthcare Services

Main site address: 9 Hamada St. Park Rabin, Rehovot 7670309, ISRAEL

Valid from: 31.03.2025 Until: 25.05.2027

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 1s 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.

Date of first accreditation: 26.05.2008 Etty Feller
General Manager

Israel Laboratory Accreditati thority
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Department:  Testing Laboratory-Medical 1SO 15189:2022 Accreditation No. 0197

Name and Address:
Organization name Maccabi Healthcare Services

Laboratory name Institute of Pathology, Megalabs
Address 9 Hamada St., Park Rabin, Rehovot 7670309, Israel
Phone +972-8-9311405
Fax +972-8-9311620
E-Mail PATHOLOGY@MAC.ORG.IL
P Rehovot (Southern Megal ab)
P1 Mavo Carmel (Northern Mega Lab) +972-768831454

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 1SO 15189:2022 Accreditation No. 0197
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 - Pathology NN = ANIDT IINIZ 1 DI NNAUN
Chemical, Biological Testing, Classical Stains, ININDOIY  JINPOUNTP WIS SNV 1991993 117373
Cytopathology
1 C | P:P1|FNA stain FNA ny»ax | Cell suspension /‘g’Nﬂ qm;n Microscopy Centrifuge, ThinPrep5000, Slide FNA=Fine Needle Aspiration
- MY THHD : : :
For non-gyn nm‘:;‘\’;;:; ThinPrep stainer, cover slipper, Bright LBC = Liquid Based Cytology.
cytology preserve Field Microscope
medium/ For flexible scope in Equipment and workstation see
Cytological 100_K w13 nonon 9pn nao)
slides
2 C | P:P1|H&E stain H&E ny»ax | Cell suspension OXND 9NN | Microscopy Centrifuge, ThinPrep5000, slide LBC = Liquid Based Cytology.
For urine cytology | MY NN ThinPrep stainer & cover slipper, Bright
preserve Field Microscope For flexible scope in Equipment and workstation see
medium 100_K v nonon qpdn nao)
3 C |P:P1|LBCPAP NP MO [ Cell suspension OXNN 9NN [ Microscopy ThinPrep5000, slide stainer & LBC = Liquid Based Cytology.
preparation, imaging =~ N2 °NOWN >Y ThinPrep cover slipper, Imaging system,
& screening Imaging oy p7 preserve review microscope, Bright Field For flexible scope in Equipment and workstation see
medium Microscope 100_K v nonon qpdn nao)
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Work Opinion and Remarks
Type Characteristics station Interpretation
Group of products: Health, Medicine - Pathology NN - ANIDT SIN? I 1 DN HNAYN
Biological Testing, Molecular Methods, Cytopatholog DINNINDIOIY APINZIN MOV 11513 MP*73
4| C | PPP1 |HPV test HPV np>1a [ Cell suspension v mwn ovn | RT-PCR Cobas HPV (P - 4800; P1 - For flexible scope in Materials, Test
ThinPrep preserve ThinPrep 6800), Roche principle, Equipment and workstation see
medium 100_K 13 Nonon 9p1n navy
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Testing Laboratory-Medical

1SO 15189:2022

Accreditation No. 0197

Item

Scope
Type

Site

Types of Test / Properties Measured

Materials / Samples Tested

Test principle /
Characteristics

Equipment used / Work
station

Opinion and
Interpretation

Remarks

Group of products: Health, Medicine - Pathology

INZING = ANIDT SN2 1 D98 DNAYN

Chemical, Biological Testing, Classical Stains, Histopathology

ININDNOOIN , NPONSD IIWIIY DIPNI3 5993 M T3

5 C P:P1 | Histotechnology — NPRIVLN MY [ Histological slides MO YO | Microscopy Slide stainer & cover slipper, H&E = Hematoxylin & Eosin
i H&E . . . .
H&E stain (Ventana HE600), Bright For flexible scope in Equipment and
Field Microscope workstation see 100_K nanon qp>n nao)
W)
6 | C | P:P1 [Histotechnology — NPENVEN M1 | Histological slides MMV T | Microscopy BM-SPS for special stains For flexible scope in Materials,
Special Stains mInvn Slide stainer, cover slipper, Egunpment and»workstatlon see 100_K
Bright Field Microscope YA NRDN 927N NI
7 C P:P1 | Preparation of FFPE V979 192 M7 | Tissue in formalin, PNIN PoN1I9 MNP | Intermediate product | Cassette printer, Tissue FFPE= Formalin Fixed Paraffin Embedded
i NN -
blocks Cell suspension processor, embedding center For flexible scope in Equipment and
workstation see 100_K nanon 9p>n nao)
W)
8 C P:P1 | Preparation of 031N 3N | FFPE blocks, 191 | Intermediate product | Microtome, Automated For flexible scope in Equipment and
unstained slides DY NT DN | ce| plocks P9 microtome AS410 cold plate, workstation see 100_K n2non 9p>n nam
Cell blocks wn)

floating bath, label printer
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Item | Scope

Type

Site

Types of Test / Properties Measured

Materials / Samples Tested

Test principle /
Characteristics

Equipment used / Work
station

Opinion and

Interpretation

Remarks

Group of products: Health, Medicine - Pathology

ININD - ANIDT TINIS : ©98 NNOYN

Chemical, Biological Testing, Classical Stains , Histopathology,

Immunohistochemistry

NV VININDIN ,ININNIVOIN , IIPOUNSD IWIY 119095993 0191993 119773

9 |C P:P1 | IHC — specific Abs Y18 [ Histological slides Mo Y | Microscopy IHC Autostainer (ULTRA & IHC= Immuno Histo Chemistry
for protein detection TR el block slid Ultra Plus), cover slipper,
omvn nmy | Cell block slides Bright Field Microscope For flexible scope in Materials, Equipment
and workstation see 100_K qp>n noo)
W) NONON
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Work Opinion and Remarks
Type Characteristics station Interpretation
Group of products: Health, Medicine - Pathology NN - ANIDY SN 92 : DIINN NNAYN
Biological Testing, Molecular Methods, Histopatholog PINNINDOOIN  APINTIN MO ,PN513 MP*73
10|C P FISH For the NN Y FISH | Histological slides MNVON TY0 | Microscopy Fluorescent Microscope, E)ISHF:;ZII::\:TE\S/E/ES?; Ll;'&?szﬁblzzf'zat'on
i i nPLNIMIMND i ioVi -
gﬁteer‘ﬁ;'t?gn? genomic Analysis and report, BioView 2) Vlysis ALK Break Apart FISH Probe Kit
3) Vysis MDM2/CEP 12
4) Vysis Bcl-2 break apart FISH probe kit
5) Vysis Bcl-6 break apart FISH probe kit
6) Vysis c-Myc break apart FISH probe kit
7) ZytoLight® SPEC ROS1 Dual Color
Break Apart Probe
For flexible scope in Materials, Equipment
and workstation see 100_K qp>n nao)
W NINON
11|C P:P1 | Nucleic acid 1y memin npon | FFPE sections/ grids FFPE >pon/»yupn | DNA/RNA Maxwell For flexible scope in Equipment and
Extraction Extraction workstation see 100_K n231n0n 910 Noo)
3D
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Department:  Testing Laboratory-Medical 1SO 15189:2022 Accreditation No. 0197
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Work Opinion and Remarks
Type Characteristics station Interpretation
Group of products: Health, Medicine - Pathology INNND - INIDT IINIZ : D8N NNAVYN
Biological Testing, Molecular Methods, Histopatholog MNNNNOOIN  IPITNTIN IOV PN 7273
12 |C P1 |[PCR for B-and T- »9 PCR mip>7a [ DNA extracted from P20 pMNY 87| Heteroduplex PCR, electrophoresis UV PCR= Polymerase Chain Reaction
cell rearrangement -1 B oxn 5w neonop | FFPE blocks V99| analysis camera In house method- primers according to
(monoclonality) tests T BIOMED-2
lon Chef, lon S5, Thermo Lymphotrack, InvivoScribe
Fisher Scientific Univ8, EuroClonality
Hemilton, NextSeq (Illumina) For flexible scope in Materials, Equipment
and workstation see 100_K qpn noo)
W03 Nonon
13 C P:P1 [MSI "9 PCR nip>1a [ DNA extracted from P20 ponY 87| Real Time PCR Idylla MSI=Microsatellite Instability
P79 .
0N MDY 0N | FFPE blocks PCR Promega kit

For flexible scope in Materials, Equipment
and workstation see 100_K 90 noo)

WIN) N20ON
14 C P:P1 [Real Time PCR "977 mn> PCR [ DNA extracted from 1720 panw 87| Allele specific PCR | Real Time PCR BRAF (5) mutation:
For the detection of NP NIOM | FFPE blocks P9 AmoyDX kit
genomic mutations EGFR (29) mutations:
AmoyDX kit

For flexible scope in Materials, Equipment
and workstation see 100_K qp>n noo)
W) NNoN

15 C P:P1 | Next Generation M7 Py NI [ DNA/RNA extracted PANY NIVRIT | NGS lon Chef, lon S5, lon reporter ;) 8ST k't’ 22Dcar|lgterzigelated gen(lest d
Sequencing (NGS) PV NPIOWM | from FFPE blocks P99 71230 Thermo Fisher Scientific ) Oncomine Dx kit, 46 cancer-relate
D»OVMYIN DM genes

for th ion of .

gc;ngne“ciertﬁsgct)iorcl)s DT 3) OCA kit, 512 cancer-related genes
For flexible scope in Materials, Equipment
and workstation see 100_K qpn noo)
W NINON
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