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‘/ Israel Laboratory Accreditation Authority

Department  Testing Laboratory-Medical SO 15189:2012 Accreditation No. 0197

Schedule of Accreditation

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 - ANIDY ,SHIN? I 10PN NNOVN
Chemical, Biological Testing, Classical Stains, Cytopathology MNINNOIY  INPONST SIS , 5IPNON 511123 177772
1 P FNA stain FNA ny»ay | Cell suspension/ | 1990 /0NN ‘L’Mﬂ Microscopy centrifuge, Slide stainer, cover FNA=Fine Needle Aspiration
c For non-gyn cytology MNNLNS : : NN slipper, Bright Field Microscope For Type C details see list no.
55 | Cytological slides PAT-01-FG-100-E
2 |C P H&E stain H&E ny»ax | Cell suspension OXNN 9NN | Microscopy centrifuge/cytospin Slide stainer, ?&;%pf I(::Gdité:\éIsEsee list no.
For urine cytology MY NN ThinPrep5000, cover slipper, el
Bright Field Microscope
3 |(C P LBC PAP 5 NP MON | Cell suspension ONN 9NN [ Microscopy ThinPrep5000, slide stainer & LBC = Liquid Based Cytology.
ion. imagi P ON9 NLYN i i
geparatlpn, imaging ‘ imaging oy cover slipper, Imaglrég .Sﬁt?:m'ld ThinPrep/Hologic + Imaging system
screening ;\;\_/lew microscope, Bright F1e For Type C details see list no.
Icroscope PAT-01-FG-100-E

Site: P or T or M, P-Permanent, T-Temporary, M-Mobile
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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/ Israel Laboratory Accreditation Authority

Department  Testing Laboratory-Medical 1SO 15189:2012 Accreditation No. 0197
Schedule of Accreditation
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

INZIND = ANIOY ,IIN? I3 1 DI NNAYN

Biological Testing, Molecular Methods, Cytopathology

INNNDIOIS  JIPIZNTIM VY 5399295993 1197973

4 |c P HPV HPV np7a | ThinPrep preserve 5w 1nwn oy | PCR Cobas HPV, Roche For Type C details see list no.
medium ThinPrep PAT-01-FG-100-E
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

INZIND - ANIDY LN I3 : D98I NNOYN

Chemical, Biological Testing, Classical Stains, Histopathology

ININDVOIN , NPONSD IIVIIN DININ2 , 19199 WP T3

5 |C P Histotechnology — PRIV N MY [ Histological slides MNVON TH0 | Microscopy Slide stainer, cover slipper, H&E = Hematoxylin & Eosin
H&E stain H&E Bright Field Microscope For Type C details see list no.
o PAT-01-FG-100-E
6 |c p Histotechnology — NPV M1 | Histological slides MNODN 790 | Microscopy Nexes for Special Stains For Type C details see list no: 011_A_3
Special Stains mIneD Slide stainer, cover slipper, For Type C details see list no.
Bright Field Microsc PAT-01-FG-100-E
7 (C P Preparation of FFPE Y979 292 ™57 | Tissue in formalin, 1917192 MR | Intermediate product | Cassette printer, Tissue FFPE= Formalin Fixed Paraffin Embedded
blocks Cell suspension DXNN PPN processor, embedding center For Type C details see list no.
o PAT-01-FG-100-E
8 [C P Preparation of 051N M7 | FFPE blocks, 1999 P11 | Intermediate product | Microtome, cold plate, floating FF?,LPE)ple EGdit(e)l(l)lsEsee list no.
unstained slides DAY NI DONNODN | Celf hlocks Cell blocks bath, label printer OG- LU0

Site: P or T or M, P-Permanent, T-Temporary, M-Mobile
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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/ Israel Laboratory Accreditation Authority

Department  Testing Laboratory-Medical SO 15189:2012 Accreditation No. 0197

Schedule of Accreditation

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 N2 DI INSUN

Chemical, Biological Testing, Classical Stains , Histopathology,
Immunohistochemistry

NINVOIMNIIN ,INNNNVOIN ,SIPUNST SIVIIN 1119095993 , 5991999 17373

9 |C P IHC — specific Abs w1 | Histological slides Mo ™Y | Microscopy IHC Autostainer (ULTRA), IHC= Immuno Histo Chemistry
for protein detection NPIVDLNMDN cover slipper, Bright Field
D50 NS Microscope For Type C details see list no.

PAT-01-FG-100-E

Site: P or T or M, P-Permanent, T-Temporary, M-Mobile
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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/ Israel Laboratory Accreditation Authority

Department  Testing Laboratory-Medical 1SO 15189:2012 Accreditation No. 0197
Schedule of Accreditation
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

INZIND = ANIODY L IIN? I3 1 D98I NNAYN

Biological Testing, Molecular Methods, Histopathology

INNNVOIN L INNTIMN MUY , 9N5123 597293

10 [C P

FISH For the
detection of genomic
aberrations

PN N9 FISH
nPHMTIMID

Histological slides

MNVDN THD

Microscopy

Fluorescent Microscope

FISH= Fluorescent In Situ Hybridization

1) Her2/neu- Vysis Pathvision kit
2) Vysis 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 Type C details see list no.
PAT-01-FG-100-E

11 (C P

PCR For B- and T-
cell rearrangement
(monoclonality )

noHNYPY PCR mpr1a
.T-yB xnbvw

DNA extracted from
FFPE blocks

P00 PNV NIT
RRLRN]

Heteroduplex analysis

PCR, electrophoresis UV
camera

PCR= Polymerase Chain Reaction

In house method- primers according to
BIOMED-2

For Type C details see list no.
PAT-01-FG-100-E

12 [C P

PCR for MSI

"9 PCR npr1a
LN MDY TOIN

DNA extracted from
FFPE blocks

PN PaNY RIT
1979

PCR

GeneScan

MSI=Microsatellite Instability

Promega kit
For Type C details see list no.
PAT-01-FG-100-E

Site: P or T or M, P-Permanent, T-Temporary, M-Mobile
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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/ Israel Laboratory Accreditation Authority

Department  Testing Laboratory-Medical 1SO 15189:2012 Accreditation No. 0197
Schedule of Accreditation
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

INZIND = ANIDY L JIN? I3 1 D98I NNAYN

Biological Testing, Molecular Methods, Histopathology

INNNVOIN L INNTIMN MUY , 9N5123 59293

13 |C P Real Time PCR 979 ymnd PCR [ DNA extracted from 1210 panw 87T | Allele specific PCR Real Time PCR BRAF (5) mutation:
For the detection of NI NNV [ FFPE blocks P79 AmoyDX kit
genomic mutations EGFR (29) mutations:
AmoyDX kit
For Type C details see list no.
PAT-01-FG-100-E
14 (C P Next Generation M5 PIY NI [ DNA extracted from 1920 PANY XIT [ NGS lon Chef, lon S5, Thermo Lung, Colon, Melanoma. KRAS, NRAS,
Sequencing (NGS) for YW NPIOM [ FEPE blocks yans Fisher Scientific EGFR, BRAF, PIK3CA
the detection of For Type C details see list no.
genomic mutations PAT-01-FG-100-E

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