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Testing Laboratory ISO/IEC 17025:2017

Accreditation Certificate No. 115

The Chaim Sheba Medical Center - Laboratory division
Main site address: Tel Hashomer, 5265601, Israel

Valid from: 26.12.2024 Until: 28.12.2026

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 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.
ISRAC 1s an EA-MLA (European Accreditation Cooperation Multi-Lateral Agreement) signatory.

AR

.

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

Etty Feller
General Manager
Israel Laboratory Accreditation Authority

Date of first accreditation: 29.12.2004
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NIT2uN NDNoAY N'DINTY NIWA
Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 115
Testing Laboratory ISO/IEC 17025: 2017
Name and Address:
Organization name  The Chaim Sheba Medical Center
Address Tel Hashomer, 5265601,Israel
Phone +972-3-530-7785
Fax +972-3-530-3078

E-Mail (contact person) hadas.lahat@sheba.health.gov.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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Israel Laboratory Accreditation Authority

ISO 15189 :2022

ISO/IEC 17025: 2017

This appendix includes 12 parts, one for each accredited organization in the list below:

Accreditation No. 115

I. Automated Mega laboratory Phone No. +972-3-530-2253
2. AIDS Phone No. +972-3-530-3401
3. Blood Bank+Coagulation Phone No. +972-3-530-2570
4. Endocrinology Laboratory Phone No. +972-3-530-3082, +972-3-530-2803
5. Gastroenterology Laboratory Phone No. +972-3-530-2905
6. Hematology Laboratory Phone No. +972-3-530-2356
7. Metabolic Laboratory Phone No. +972-3-530-2553
8. Clinical Toxicology & Pharmacology Phone No. +972-3-530-2358
9. Clinical Microbiology Laboratory Phone No +972-3-530-2305
10. Pathology Laboratory Phone No +972-3-530-2529, +972-3-530-2354
11. Genetic Laboratory Phone No +972-3-530-3060
12. Infertility and In vitro Fertilization Phone No +972-3-530-5464
Laboratory
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NIT2uN NDNoAY N'DINTY NIWA
Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115

Name and Address:

Organization name  Sheba Medical Center

Laboratory name Automated Megalaboratory
Address Tel Hashomer 52621

Israel
Phone +972-3-530-2253, +972-3-530-2100
Fax +972-3-530-3498
E-Mail rdoolman(@sheba.health.gov.il

Alex.Visokovski@sheba.health.gov.il
Claudia.Fuks@sheba.health.gov.il;
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NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department: Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
Type Work station Interpretation
Group of products: Health, Medicine - Chemistry, General Biochemistry 9552 191993993 , 119973 - INIDT ,SIN?ID : OIS INDYUL
Chemical Testing, Autoanalysers DIIPIIINIDINI IOV 5199992 1197973
1 A P Albumin |"MIa7x | Serum/Plasma nNY29 /010 [ Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
2 A P Alkaline Phosphatase | Alkaline Phosphatase Serum/Plasma nNY29 /0P [ Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter o
3 A P Amylase WY | Serum/Plasma N9 /010 [ Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter .
4 A P Bilirubin (Total) 0592) Y2121 | Serum/Plasma NNY29 /0P [ Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter .
5 A P B-hCG (B- human | B-hCG (B- human Serum OMY [ Immunometric- DxI 800
Chorionic Chorionic Chemiluminescence-kit by .
. Gonadotropin) Beckman Coulter
Gonadotropin)
6 A P CA 125 CA 125 Serum/Plasma 1NYY9 /0VD | Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence-kit by -
Beckman Coulter
7 A P CA 153 CA 153 Serum/Plasma NNU29 /01 [ Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence-kit by -
Beckman Coulter
8 A P CA 19.9 CA 199 Serum/Plasma NNY9 /010 [ Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence kit by -
Beckman Coulter
9 A P Calcium V7Y | Serum/Plasma nNY29 /0P [ Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
10 A P CEA CEA Serum/Plasma 1NYY9 /0VD | Immunometric- DxI 800
(LiHeparine) (LiHeparine ) | Chemiluminescence-kit by -
Beckman Coulter
11 A P Chloride RERLeA Serum/Plasma N1023 /01D | Indirect ISE (Ion Selective AUS5800
(LiHeparine) (LiHeparine) | Electrode) -
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NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department: Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
T Work station Interpretation
ype
Group of products: Health, Medicine - Chemistry, General Biochemistry 9552 191993993 , 119973 - INIDT ,SIN?ID : OIS INDYUL
Chemical Testing, Autoanalysers DIIPIIINIDINI IOV 5199992 1197973
12 A P Cholesterol 97000 | Serum/Plasma nNY29 /010 [ Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
13 A P C-Reactive Protein C-Reactive Protein Serum/Plasma 1153 /0P | Immuno-Turbidimetric AU5800
(LiHeparine) (LiHeparine) | high sensitivity -
kit by Beckman Coulter
14 A P Creatine Kinase (CK) | Creatine Kinase (CK) Serum/Plasma nNY29 /010 [ Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
15 A P Creatine Kinase -MB | Creatine Kinase -MB Serum/Plasma N9 /010 [ Colorimetric-endpoint AU5800
lisoenzyme (CK-MB) | lisoenzyme (CK-MB) | (LiHeparine) (LiHeparine) | kit by-Beckman Coulter -
16 A P Creatinine Creatinine Serum/Plasma MNP /01 | Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
17 A P Digoxin Digoxin Serum OV | Immunoassay/ DxI 800
Chemiluminescence kit by -
Beckman Coulter
18 A P Ferritin Ferritin Serum/Plasma 1153 /010 | Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence-kit by -
Beckman Coulter
19 A P Folic acid 9 NN | Serum/Plasma 1153 /010 | Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence-kit by .
Beckman Coulter
20 A P GGT (Gama(y)- GGT (Gama(y)-glutamyl [ Serum/Plasma nNY29 /0P [ Colorimetric-endpoint AU5800
glutamyl transpeptidase) (LiHeparine) (LiHeparine) | kit by Beckman Coulter ---
transpeptidase)
21 A P Glucose WP [ Serum/Plasma nNY29 /010 [ Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
22 A P Tron 9192 [ Serum/Plasma n1no23 /0D [ Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
Date of signature  20.05.2026 PageNo. 7 oft 72



http://en.wikipedia.org/wiki/Isoenzyme
http://en.wikipedia.org/wiki/Isoenzyme

NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
T Work station Interpretation
ype
Group of products: Health, Medicine - Chemistry, General Biochemistry 9552 191993993 , 119973 - INIDT ,SIN?ID : OIS INDYUL
Chemical Testing, Autoanalysers DIIPIIINIDINI IOV 5199992 1197973
23 |(a |p HDL (High Density HDL (High Density | Plasma, Serum onv/mnods | Enzymatic/Colorimetric | AUS800
Lipoprotein) Lipoprotein) cholesterol kit by Beckman Coulter N
cholesterol
24 A P LDH (Lactate LDH (Lactate Serum/Plasma NNY29 /0P [ Colorimetric-endpoint AUS5800
Dehydrogenase) Dehydrogenase) (LiHeparine) (LiHeparine) | kit by Beckman Coulter -
25 A P LDL (Low LDL (Low Density Plasma, Serum 0170/MoYa | Calculated AU5800
Density Lipoprotein) cholesterol
Lipoprotein)
cholesterol
26 A P Lipase WY | Serum/Plasma N3 /01D [ Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter —
27 A P Magnesium OYM | Serum/Plasma nNY29 /0P [ Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
28 A P Phosphorus Phosphorus | Serum/Plasma N1no23 /01D [ Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
29 A P Potassium POUN | Serum/Plasma 1nOY8 /010 | Indirect ISE (Ion Selective AUS5800
(LiHeparine) (LiHeparine) | Electrode) -
30 A P Protein (Total) (553) 125N | Serum/Plasma NNY29 /0P [ Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
31 A P SGOT (Serum SGOT (Serum Glutamic | Serum/Plasma NNv29 /0P [ Colorimetric-endpoint AU5800
Glutamic Oxaloacetic | Oxaloacetic (LiHeparine) (LiHeparine) | kit by Beckman Coulter
Transaminase) Transaminase) -
AST (Aspartate AST (Aspartate
aminotransferase) aminotransferase)
32 A P SGPT (Serum SGPT (Serum Glutamic | Serum/Plasma 1nYYa /01 | Colorimetric-endpoint AUS5800
Glutamic Pyruvic Pyruvic Transaminase) (LiHeparine) (LiHeparine) | kit by Beckman Coulter
Transaminase) ALT (Alanine -
ALT (Alanine aminotransferase)
aminotransferase)
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NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
T Work station Interpretation
ype
Group of products: Health, Medicine - Chemistry, General Biochemistry 9552 191993993 , 119973 - INIDT ,SIN?ID : OIS INDYUL
Chemical Testing, Autoanalysers DIIPIIINIDINI IOV 5199992 1197973
33 A P Sodium 1M | Serum/Plasma 1nYY8 /0179 | Indirect ISE (Ion Selective AUS5800
(LiHeparine) (LiHeparine) | Electrode) B
34 A P Troponin I Troponin I | Serum/Plasma nNY59 /0P [ Immunoassay/ DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence kit by .

Beckman Coulter
AccuTnl, Optimized

35 A P Triglycerides Triglycerides | Plasma, Serum DYID/NNOYY Enzymatic Enzymantic AUS5800
/Colorimetric

36 A P Urea Urea | Serum/Plasma MNP /01 | Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -

37 A P Uric Acid Uric Acid [ Serum/Plasma nNY29 /0P [ Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -

38 A P Vitamin B12 Vitamin B12 | Serum/Plasma 1153 /010 | Immunometric- DxI 800
(Cyanocobalamin) (Cyanocobalamin) (LiHeparine) (LiHeparine) | Chemiluminescence-kit by -

Beckman Coulter
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NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Item Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
Type Work station Interpretation

Group of products: Health, Medicine - Endocrinology

TN IZVIIN = INIOY ,SIN I : 0299 INOVAY

Biological Testing, Inmunoassays by Autoanalysers

DIIIITINIVINI SIIIINININ SIVIY 5199095993 1197973

39 A P AFP (Alpha AFP (Alpha Fetoprotein) | Serum 09 | Immunometric- DxI 800
Fetoprotein) Chemiluminescence kit by -
Beckman Coulter
40 A P Free T4 (FT4) Free T4 (FT4) | Serum/Plasma NNY29 /0D | Immunocompetitive- DxI 800
(Thyroxine, Free) (Thyroxine, Free) (LiHeparine) (LiHeparine) | Chemiluminescence kit by -
Beckman Coulter
41 A P FT3 (FreeT3) FT3 (FreeT3) [ Serum/Plasma NNY29 /01D | Immunocompetitive- DxI 800
(triiodothyronine, (triiodothyronine, Free) | (LiHeparine) (LiHeparine) | Chemiluminescence kit by ---
Free) Beckman Coulter
42 A P PSA-free (Prostate PSA-free (Prostate | Serum OV | Immunometric- DxI 800
Specific Antigen-free) Specific Antigen-free) Chemiluminescence kit by .
Beckman Coulter
Hybritech
43 A P PSA-total (Prostate PSA-total (Prostate | Serum OMY | Immunometric- DxI 800
Specific Antigen - Specific Antigen -total) Chemiluminescence kit by .
total) Beckman Coulter
Hybritech
44 A P TSH (Thyroid TSH (Thyroid | Serum/Plasma NNY9 /010 [ Immunometric- DxI 800
Stimulating Hormone) Stimulating Hormone) | (LiHeparine) (LiHeparine) | Chemiluminescence kit by .
Beckman Coulter
Hypersensitive
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NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
T Work station Interpretation
ype
Group of products: Health, Medicine - Chemistry, General Biochemistry, TIODIOPING APV TIVN 19553 7194999193, 7191990 = INIDY ,SIIN? I3 : OIS NV
Hemodynamics and Oxymetry
Chemical Testing, Autoanalysers DINPIINIVINI OV 51194972 177773
45 A P (K) Potassium POUN | Whole blood (Na (Na Heparin) 851 o7 | Direct ISE (Ion Selective Rapid Point 500
Heparin) Electrode) -
46 A P (Na ) Sodium M | Whole blood (Na 7 (Na Heparin) Xon 07 | Direct ISE (Ion Selective Rapid Point 500
Heparin), Plasma NnYY9 | Electrode) -
47 A P (PCO,) Carbon (PCO,) Carbon dioxide, | Whole blood (Na (Na Heparin) Xon o7 | Direct ISE (Ion Selective Rapid Point 500
dioxide, Partial Partial Pressure | Heparin) Electrode) -
Pressure
48 A P (PO,) Oxygen, Partial (PO,) Oxygen, Partial [ Whole blood (Na (Na Heparin) Xon 07 | Amperometry Rapid Point 500 .
Pressure Pressure | Heparin)
49 A P (850,%) Oxygen (8O,%) Oxygen | Whole blood (Na (Na Heparin) 50 o7 | Light absorption in whole Rapid Point 500
Saturation, Saturation, | Heparin) blood -
50 A P BE (Base excess) BE (Base excess) | Whole blood (Na (Na Heparin) Xon 07 | Calculated Rapid Point 500 . Calculated
Heparin)
51 A P Ca?*(lonized calcium) Ca?*(lonized calcium) [ Whole blood (Na (Na Heparin) X5n o7 | Direct ISE (Ion Selective Rapid Point 500 .
Heparin) Electrode)
52 A P CO.Hb CO.Hb | Whole blood (Na (Na Heparin) xon o7 Spectrophotomet Rapid Point 500 .
(Carboxyhemoglobin) (Carboxyhemoglobin) | Heparin) P P v
53 A P Glucose P23 [ Whole blood (Na (Na Heparin) x50 07 | Amperometry Rapid Point 500 N
Heparin)
54 A P HCO3 (Bicarbonate) HCO3 (Bicarbonate) Whole blood (Na (Na Heparin) Xon 07 | Calculated Rapid Point 500 . Calculated
Heparin)
55 A P Lactate, (Lactic Acid) ™OP5 NN [ Whole blood NOD DT | Amperometry Rapid Point 500
56 A P Met.Hb (Met- Met.Hb (Met- [ Whole blood (Na (Na Heparin) Xon 07 Spectrophotomet Rapid Point 500
hemoglobin) hemoglobin) | Heparin) pectrop Y -
57 A P pH pH | Whole blood (Na (Na Heparin) Xon 07 | Hydrogen ion selective glass Rapid Point 500
Heparin) Electrode -
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NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
Item Type Work station Interpretation
Group of products: Health, Medicine - Hematology, Blood Count AVIV ,INNVNA - INIDY IIN?IZ : D299 INOVY
Biological Testing, Blood Count by Autoanalysers DIIISINIDING A VOV IPN5V3 MP* 73
58 A P CBC (Complete Blood 555 DT NPIY | Whole blood (K2EDTA) x9n 07 | Automated cell counter DxH 900 Including all parameter listed
Count) (K2EDTA) below
59 A P Basophils Basophils [ Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900
(KEDTA) -
60 A P Blasts Blasts | Whole blood (KLEDTA) 891 o7 | Automated cell counter DxH 900 .
(K,EDTA)
61 A P Eosinophils Eosinophils | Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900
(K:EDTA)
62 A P Hematocrit Hematocrit | Whole blood (K,EDTA) x5n o7 [ Automated cell counter DxH 900 .
(K,EDTA)
63 A P Hemoglobin Y2507 | Whole blood (KLEDTA) 891 o7 | Automated cell counter DxH 900 .
(K,EDTA)
64 A P Hypercytosis Hypercytosis | Whole blood (K,EDTA) 850 o7 | Automated cell counter DxH 900
(K:EDTA)
65 A P Hypocytosis Hypocytosis | Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900 .
(K.EDTA)
66 A P Left shift Left shift | Whole blood (K,EDTA) 891 o7 | Automated cell counter DxH 900 .
(K.EDTA)
67 A P Lymphocytes Lymphocytes [ Whole blood (K,EDTA) 850 07 | Automated cell counter DxH 900
(K:EDTA)
68 A P Macrocytes Macrocytes | Whole blood (K,EDTA) 850 o7 | Automated cell counter DxH 900 .
(K.EDTA)
A P MCH (Mean Cell MCH (Mean Cell | Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900 -
69 Hemoglobin) Hemoglobin) | (K,EDTA)
A P MCHC (Mean Cell MCHC (Mean Cell | Whole blood (K,EDTA) 89n o7 | Automated cell counter DxH 900
70 Hemoglobin Hemoglobin | (K,EDTA) -
Concentration) Concentration)
7 A P MCV (Mean Cell MCV (Mean Cell | Whole blood (K,EDTA) 89n o7 | Automated cell counter DxH 900 .
Volume) Volume) | (K,EDTA)
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NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
Item Type Work station Interpretation
Group of products: Health, Medicine - Hematology, Blood Count AVIV ,INNVNA - INIDY IIN?IZ : D299 INOVY
Biological Testing, Blood Count by Autoanalysers DIIISINIDING A VOV IPN5V3 MP* 73
A P Microcytes Microcytes | Whole blood (K,EDTA) 850 o7 | Automated cell counter DxH 900
72 -
(K:EDTA)
A P Monocytes Monocytes [ Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900
73 -
(K,EDTA)
74 A P MPV (Mean Platelet MPYV (Mean Platelet | Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900 .
Volume) Volume) | (K,EDTA)
75 A P Neutrophils Neutrophils [ Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900 -
(Polymorphonuclears) (Polymorphonuclears) | (K;EDTA)
76 A P PCT (Platelets PCT (Platelets [ Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900 .
Hematocrit) Hematocrit) [ (K,EDTA)
A P PLT (Platelets) PLT (Platelets) [ Whole blood (K,EDTA) 850 07 | Automated cell counter DxH 900
77 -
(K,EDTA)
7 A P RBC (Red Blood OODYTN DT NN [ Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900
Cells) (K,EDTA)
79 A P RDW (Red Blood Cell |  RDW (Red Blood Cell | Whole blood (K,EDTA) 85n 07 | Automated cell counter DxH 900 .
Distribution Width) Distribution Width) | (K,EDTA)
30 A P WBC (White Blood 02235 DT NN | Whole blood (K,EDTA) n5n o7 | Automated cell counter DxH 900
Cells) (K,EDTA)
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NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
Type Work station Interpretation
Group of products: Health, Medicine - Hematology INNVNN - AINIDT SINIZ : DI I INOVUY
Biological Testing, Blood Cell Typing Manual smear NI NOYD 07 INS JPON VN3 17773
81 A P Blood Smears or Blood Smears or Films: | Whole blood NDD DT | Microscopy on Gimsa stained Manual and
Films: Normal blood films slides. autorg}ati(cially spregd
Normal blood films Young cells: Stabs, 0od smears by
. Beckman Coulter
Young cells: Stabs, MetaMyelocytes, DxH900
MetaMyelocytes, Myelocytes, X )
Myelocytes, Promyrlocytes, Blasts.
Promyrlocytes, Blasts. | Atypical Lymphocytes., CELLAVISION DI60
Atypical Monocytes,
Lymphocytes., Granulocytes -
Monocytes, Red Blood Cell
Granulocytes pathology.
Red Blood Cell Leukemic blood smears.
pathology. Abnormalities in
Leukemic blood Platelets.
smears.
Abnormalities in
Platelets.
82 A P Direct Anti Xa Direct Anti Xa inhibitor |Plasma (Na Citrate) (Na Citrate) nnv5s [ Chromogenic-enzymatic
inhibitor activity on small substrates ACL Top —
kit by IL
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/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Item | Scopel  Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Hematology, Coagulation AV, INNONN = ANIDT SINIIZ : DI INOVL3
Biological Testing, Autoanalysers DIIIIINIVINI VY 59015123 1797975
81 A P D-Dimer D-Dimey| Plasma (Na Citrate) (Na Citrate) 3059 Immunoturbidimetric kit by IL| ACL Top -
84 | A P Fibrinogen PN Plasma (Na Citrate) (Na Citrate) nnvoy  Clot detection
Photometry ACL Top -
kit by IL
85 | A P INR (International INR (Internationall Plasma (Na Citrate) (Na Citrate) nnobyq Calculation ACL Top
Normalizing Ratio) Normalizing Ratio -
86 | A P PT PT (ProthrombinTime) Plasma (Na Citrate) (Na Citrate) nnoby  Clot detection ACL Top
(ProthrombinTime) Photometry ---
kit by IL
87 | A P PTT (Partial PTT (Partiall Plasma (Na Citrate) (Na Citrate) nnvoy  Clot detection ACL Top
Thromboplastin Thromboplastin Time) Photometry ---
Time) kit by IL
88 | A P TT (Thrombin Time) TT (Thrombin Time) Plasma (Na Citrate) (Na Citrate) nnobq  Clot detection ACL top
Photometry -
kit by IL
89 | A P Antithrombin Antithrombin| Plasma, (Na Citrate) m0o59  Chromogenic ACL top
(Na Citrate) Kit Liquid ATIII: IL
901 A P APCR (Activated ~ APCR (Activated Plasma, (Na Citrate) o9 Clot detection ACL top
Protein C Protein (0 (Na Citrate) photometry Kit
Resistance) Resistance FV Leiden APCR V:IL
91 | A P CAC (Circulating  CAC (Circulating Plasma, (Na Citrate) mov59 - Clot detection ACL top
Anti-Coagulant) Anti-Coagulant) (N Citrate) photometry Silical
clotting time kit: IL
dRVVT Screen: IL
dRVVT Confirm : IL
92 | A P dabigatran Direct thrombin| Plasma (Na Citrate) nno>y Modified dilute thrombin time| ACL top ---
inhibitor assay| (Na Citrate) DTI reagent: Il
[DTT]
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Group of products: Health, Medicine - Hematology, Coagulation AV, INNONN = ANIDT SINIIZ : DI INOVL3
Biological Testing, Autoanalysers DIIIIINIVINI VY 59015123 1797975
93 | A P Factor II Factor IJ] Plasma, (Na Citrate) mo% | Clot detection photome{ ACL top
(Na Citrate Factor I DP:IL
PT Recomboplastin: 11
9 | A P Factor IX Factor IX Plasma, (Na Citrate) ino%s [ Clot detection photome{ ACL top
(Na Citrate) Factor IX DP: IL
PTT Synthasil IL
9 | A P Factor V Factor V| Plasma, (Na Citrate) inosn | Clot detection photome{ ACL top
Na Citrate) Factor V DP:IL
PT Recomboplastin: 11
% | A P Factor VII Factor VI Plasma, (Na Citrate) ino%s [ Clot detection photome{ ACL top
(Na Citrate Factor VII DP:IL
PT Recomboplastin: 11
97 | A p Factor VIII Factor VIII Plasma, (Na Citrate) im0 | Clot detection photome{ ACL top
(Na Citrate) Factor VIII DP: IL
PTT Synthasil IL
98 | A P Factor X Factor X Plasma, (Na Citrate) mo% | Clot detection photome{ ACL top
(Na Citrate) Factor X DP:IL
PT Recomboplastin: II
91 A P Factor XI Factor XI| Plasma, (Na Citrate) ano% | Clot detection photome{ ACL top
(Na Citrate) Factor XI DP: IL
PTT Synthasil IL
100 | A P Factor XII Factor XIJ| Plasma, (Na Citrate) mo% | Clot detection photome{ ACL top
(Na Citratc) Factor XII DP: IL
PTT Synthasil IL
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Group of products: Health, Medicine - Hematology, Coagulation

AU INN0NA - ANIDY IINIIS : DI PNOYM

Biological Testing, Autoanalysers

OIIMLINIVING SIVIY 5199295993 11977974

101 A P Free Protein S Free Protein §| Plasma, (Na Citrate) ano’n Immun-agglutination| ACL top
antigen antigen| (N Citrate) Kit free Protein S: IL
1021 A P Inhibitor to Inhibitor to clotting] Plasma, (Na Citrate) ino%s [ Clot detection photome{ ACL top
clotting factor factor] (Na Citrate) See specific factors
103 | A P Protein C Protein (] Plasma, Na Citrate) ano%s Chromogenic ACL top -
(Na Citrate) Kit HemosIL protein C :
1041 A P VWF (Von VWF (Von| Plasma, (Na Citrate) a0 | [mmun-agglutination VY ACL top
Willebrand Willebrand Factor) (N Citrate) Antigen: 1L
Factor) antigen antigen|
105 A P VWEFE:RCO Von Willebrand| Plasma (Na Citrate) mo>y Latex particles ACL top -
factor ristocetin| (Na Citrate) immunoturbidimetric assay
cofactor activity VWEF:RCO kit: 11
106 [ A p Hit Ab(PF4-H)- Hit Ab(PF4-H){ Plasma (Na Citrate) nnoog Latex enhanced ACL top
Heparin Induced Heparin Induced (Na Citrate) immunoassay for semi
Thrombocytopeni| Thrombocytopenia quantitave detection of t
a immunoglobulin: 1L
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Group of products: Health, Medicine - Microbiology, Viruses

02920 ,/719NIP2)9790 - ANIDY ,JIN?I3 : B2 I N

Biological Testing, Non Culture Identification Ttyping - Inmunoassays in

DIIMILINIVING SIPIDIIINPIN STIDIY — 1793957 NS5 )I2ON) 297190 , 1915923 11977994

Autoanalysers
107 A P Virus: HCV (Hepatitis Virus: HCV (Hepatitis | Serum oY CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
C Virus) Ab C Virus) Ab Abbott Kit o Microparticle Immuno Assay
108 | A P Virus: Hepatitis. B Virus: Hepatitis. B Serum oy CMIA ARCHITECT i2000sr
Surface Ag Surface Ag Abbott Kit -
109 | A P Virus: Hepatitis B Virus: Hepatitis B Core [ Serum 079y CMIA[ ARCHITECT i2000sr CMIA= Chemiluminescent
Core Ab (Total) Ab (Total) Abbott Kit o Microparticle Immuno Assay
110 | A P Virus: Hepatitis B e. Virus: Hepatitis B e. Ab[ Serum 079y CMIA[ ARCHITECT i2000sr CMIA= Chemiluminescent
Ab Abbott Kit o Microparticle Immuno Assay
111 | A P Virus: Hepatitis Be. | Virus: Hepatitis B e. Ag| Serum oY CMIA| ARCHITECT i2000sr CMIA= Chemiluminescent
Ag Abbott Kit o Microparticle Immuno Assay
112 A P Virus: Hepatitis. B Virus: Hepatitis. B Core[ Serum DY CMIA| ARCHITECT i2000sr CMIA= Chemiluminescent
Core Ab (IgM) Ab (IgM) Abbott Kit - Microparticle Immuno Assay
113 A P Virus: Hepatitis. A Ab| Virus: Hepatitis.A Ab Serum oY CMIA| ARCHITECT i2000sr CMIA= Chemiluminescent
IgG 1gG Abbott Kit “' Microparticle Immuno Assay
114 A P Virus: Hepatitis.B Virus: Hepatitis.B Serum DY CMIA| ARCHITECT i2000sr CMIA= Chemiluminescent
Surface Ab Surface Ab Abbott Kit - Microparticle Immuno Assay
115 A P Virus: Hepatitis A Ab | Virus: Hepatitis A Ab Serum 01y CMIA| ARCHITECT i2000sr CMIA= Chemiluminescent
(IgM) (IgM) Abbott Kit o Microparticle Immuno Assay
116 | A P CMV IgG CMV IgG Serum oY CMIA ARCHITECT i2000sr - CMIA= Chemiluminescent
(Citomegalovirus Ab) (Citomegalovirus Ab) Abbott Kit Microparticle Immuno Assay
117 A P CMV IgM CMV IgM Serum oY CMIA ARCHITECT i2000sr - CMIA= Chemiluminescent
(Citomegalovirus Ab) (Citomegalovirus Ab) Abbott Kit Microparticle Immuno Assay
118 A P Toxoplasma IgG Toxoplasma IgG Serum oY CMIA ARCHITECT i2000sr - CMIA= Chemiluminescent
Abbott Kit Microparticle Immuno Assay
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Group of products: Health, Medicine - Microbiology, Viruses

02920 ,/719NIP2)9790 - ANIDY ,JIN?I3 : B2 I N

Biological Testing, Non Culture Identification Ttyping - Inmunoassays in

DIIMILINIVING SIPIDIIINPIN STIDIY — 1793957 NS5 )I2ON) 297190 , 1915923 11977994

Autoanalysers
119 A P Toxoplasma IgM Toxoplasma IgM Serum oY CMIA ARCHITECT i2000sr - CMIA= Chemiluminescent
Abbott Kit Microparticle Immuno Assay
120 A P Syphilis TP Ab Syphilis TP Ab Serum oY CMIA ARCHITECT i2000sr --- CMIA= Chemiluminescent
Abbott Kit Microparticle Immuno Assay
121 A P Rubella IgG Rubella IgG Serum oY CMIA ARCHITECT i2000sr --- CMIA= Chemiluminescent
Abbott Kit Microparticle Immuno Assay
122 A P Rubella IgM Rubella IgM Serum oY CMIA ARCHITECT i2000sr --- CMIA= Chemiluminescent
Abbott Kit Microparticle Inmuno Assay
123 A P EBV VCA IgG EBV VCA IgG Serum oY CMIA ARCHITECT i2000sr --- CMIA= Chemiluminescent
Abbott Kit Microparticle Inmuno Assay
1241 A P EBV VCA IgM EBV VCA IgM Serum oY CMIA ARCHITECT i2000sr - CMIA= Chemiluminescent
Abbott Kit Microparticle Immuno Assay
1251 A P EBV EBNA IgG EBV EBNA IgG Serum oY CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
Abbott Kit - Microparticle Immuno Assay
126 | A P SARS-CoV-2 IgG SARS-CoV-2 IgG Serum oY CMIA ARCHITECT i2000sr . CMIA= Chemiluminescent
Abbott Kit Microparticle Inmuno Assay
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Item| Scope]
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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 - Microbiology, Viruses

02920 ,/719NIP2)9790 - ANIDY ,JIN?I3 : B2 I N

Biological Testing, Non Culture Identification Typing - Inmunoassays in

DIIMILINIVING SIPIDIIINPIN STIDIY — 1793957 NS5 )I2ON) 297190 , 1915923 11977994

Autoanalysers
127 A P HIV Ab/Ag HIV Ab/Ag Serum/Plasma nnuse /oMYy CMIA ARCHITECT CMIA= Chemiluminescent
- Microparticle Immuno Assay
Kit-HIV Ag/Ab Combo
128] A P HIV Ab/Ag HIV Ab/Ag Serum/Plasma nnYda /oMY ELFA VIDAS ELFA=Enzyme Linked
- Fluorescent Assay
Kit VIDAS DUO (HIVS)
129] A P Hepatitis A [gM Hepatitis A IgM Serum/Plasma nnuse /oY ELFA VIDAS ELFA=Enzyme Linked
Fluorescent Assay
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Item | Scopel  Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
7 Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Blood Bank 07733 - 7IN1DY ININ?I3 : D298 INIUA
Biological Testing, Immunoassays by Autoanalysers / manual DIIT/OINIZINIDINI SIPIININIIN MOV 01215123 117773
130 C P Antibody screening Antibody screening Whole blood NN DT Agglutination Various systems Flexible for antibody type
identification
For details see list in App. 4,
BLB200-1-005 version 3
131 A P Blood type: A, B, O, | Blood type: A, B, O, , Whole blood NN DT Agglutination Tube using Gamma
AB, Rh/ Weak D Rh / Weak D reagents
132 A P Blood type: A, B, O, | Blood type: A, B, O, Whole blood NOD DT Agglutination Grifols DG Gel -
AB, Rh/ Weak D AB, Rh/ Weak D
133 A P Blood type: A, B, O, | Blood type: A, B, O, Whole blood NOD DT Agglutination Auto-Vue System Automatic System
AB, Rh/ Weak D AB, Rh/ Weak D -
134 A P Blood type: A, B, O, | Blood type: A, B, O, Whole blood NN DT Agglutination Erytra System Automatic System
AB, Rh/ Weak D AB, Rh/ Weak D
135 A P Compatibility NN Whole blood NOD DT JAT Tube IAT=Indirect Anti globulin
- Test
136 | A P Compatibility NN Whole blood NP DT JAT Grifols DG Gel .
137 | A P Compatibility ORI Whole blood oo IS Tube N IS= Immediate Spin
138 | A P Serologic Serologic confirmation [ Whole blood NoD DT Agglutination Tube
confirmation of of ABO/Rh -
ABO/Rh
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Group of products: Health, Medicine - Hematology, Coagulation AV, INNONN = ANIDT SINIIZ : DI INOVL3
Biological Testing, Molecular Methods DPINIZIN IOV, 5N5123 1907271
139 A P Factor V Leiden Factor V Leiden Whole blood (DNA) (DNA) Non o7 SNP Detection by RT PCR ABI 7500 RT-PCR= Real time
TaqMan with specific Applied Biosystem Polymerase Chain Reaction
fluorescent probes SNP- Single Nucleotide
polymorphism
140 A P FVII 244, 353 A244V,R353Q Whole blood (DNA) (DNA) 8on 07 SNP Detection by TagMan RT PCR ABI 7500 244- C10648T
with specific fluorescent Applied Biosystem --- 353-G10976A
probes
141 A P FXI type II, I1I FXI type II, 111 Whole blood (DNA) (DNA) 89n 07 SNP  Detection by TagMan RT PCR ABI 7500 Type II- G403T
with specific fluorescent Applied Biosystem ---
probes Type I1I- T901C
142 A P HPA 1,2,3,5,9,15 HPA 1,2,3,5,9,15 Whole blood (DNA) (DNA) Non o1 SNP  Detection by TagMan RT PCR ABI 7500 HPA- human Platelet antigen
with specific fluorescent Applied Biosystem ---
probes
143 A P MTHFR C677T MTHEFR C677T Whole blood (DNA) (DNA) Non o7 SNP Detection| RT PCR ABI 7500
(Methylenetetrahydrof (Methylenetetrahydrofol by TagMan with specific Applied Biosystem ---
olate reductase) ate reductase) fluorescent probes
144 A P Prothrombin Prothrombin G20210A | Whole blood (DNA) (DNA)N5n o7 SNP  Detection by RT PCR ABI 7500
G20210A TagMan with specific Applied Biosystem -
fluorescent probes
145 C P Size discrimination STR or small Whole blood (DNA) (DNA) Non 07 Size discrimination detection | Sequencer ABI 3700 STR-short tandem repeats
assay insertion/deletion wiﬁh sple)ciﬁc fluorescent Flexible for primers, STR
primer by sequencer polymorphisms and small
- insertions/deletions
For details see
F-COAG2380203
146 A P Restriction enzyme Detection of intron 22 Whole blood (DNA) (DNA) N5n 07 Inverse shifting PCR PCR gel electrophoresis| Common mutation in severe
digestion, self inversion, in F§ gene Hemophilia A
ligation, PCR -
amplification, gel
electrophoresis
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Group of products: Health, Medicine - Hematology, Coagulation

AW ,FINI0NA -~ ANIDY IINII : DIIN DHOYA

Biological Testing, Platelet function

DOV IO , 19015193 1197973

147 A P Platelet aggregation Platelet aggregation for | Whole blood, (Na (Na Citrate) Non 01 Aggregation induced by ADP,| SIMENS Sysmex CS-
for bleeding bleeding evaluation Citrate) Epinephrin, Collagen , 2500
evaluation Ristocetin from Helena, -
Diamed, Molab
148 A P Platelet aggregation Platelet aggregation for | Whole blood, (Na (Na Citrate) Non 01 Aggregation induced by ADP,| SIMENS Sysmex CS-
for monitoring anti monitoring anti platelet | Citrate) Epinephrin, Arachidonic acil, | 2500 ---
platelet drugs drugs from Diamed and Molab
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Sheba Medical Center
Endocrinology Laboratory

Tel Hashomer 5265601
Israel

+972-3-530-3082, +972-3-530-2803
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rina.hemi@sheba.gov.il
ehud.barhod@sheba.gov.il
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Item| Scope| Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Work Opinion and Remarks
T Characteristics station Interpretation
ype
Group of products: Health, Medicine - Endocrinology INZIPIPITIN = ANIDY ,JINID : DI INOUA
Biological Testing, Immunoassays by Autoanalysers DIIITINIVINI SIIPINMIN MOV ,519A15123 11177773
1491 A P B-hCG (B- human Chorionic B-hCG (B- human Chorionic Serum ONY  Immunoassay/ COBAS €801 N
Gonadotropin) Gonadotropin) Chemiluminescence
150 A P 17B-Estradiol 17B-Estradiol Serum OMY  Immunoassay/ COBAS ¢801
Chemiluminescence -
151 A P 25-OH-Vitamin D 25-OH-Vitamin D Serum OMY Immunoassay/ LIAISON XL
Chemiluminescence -
152| A P ACTH ACTH Plasma MY Immunoassay/ COBAS 801
Chemiluminescence -
153] A P Aldosterone Aldosterone Serum OMY Immunoassay/ LIAISON XL N
Chemiluminescence
1541 A P Androstenedione Androstenedione Serum OMY  Immunoassay/ COBAS €801 N
Chemiluminescence
155] A P Antimullerian hormone (AMH) | Antimullerian hormone (AMH) | Serum oy Immunoassay/ COBAS ¢801
Chemiluminescence -
156] A P Calcitonin Calcitonin Serum/fluids SM/0NY  Immunoassay/ COBAS €801
MNP Chemiluminescence o
157| A P Cortisol Cortisol Serum, Plasma 99,09 Immunoassay/ COBAS €801
Chemiluminescence -
158 A P Cortisol (Free) Owan) MV NP Urine 24 HR 24 Y NON - Immunoassay/ COBAS €801
TYY Chemiluminescence -
1591 A P Cortisol Cortisol Saliva 71 Immunoassay/ COBAS ¢801
Chemiluminescence -
160 A P C-peptide C-peptide Serum ONY  Immunoassay/ COBAS ¢801
Chemiluminescence -
61| A P CTX-I (C-terminal CTX-I (C-terminal Serum OMY Immunoassay/ IDS-i10
telopeptides of Type | telopeptides of Type | Chemiluminescence
collagen) collagen)
162] A P DHEA-S DHEA-S Serum OMY  Immunoassay/ COBAS ¢801
(DehydroepiandrosteroneSulfate) (DehydroepiandrosteroneSulfate Chemiluminescence -
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Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
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ype
Group of products: Health, Medicine - Endocrinology NI IPITIN = ANIDY ,JINID : DI INOUA
Biological Testing, Immunoassays by Autoanalysers DIIITINIDINI SIPIIIININ IOV ,5IINI13 1117979
163] A P FSH (Follicular Stimulating FSH (Follicular Stimulating Serum OMY  Immunoassay/ COBAS e801
Hormone) Hormone) Chemiluminescence -
164 A P FGF-23 FGF-23 Plasma 7no%y  Immunoassay/ LIAISON XL
Chemiluminescence -
165 A P GH (Growth Hormone) GH (Growth Hormone) Serum OMY Immunoassay/ COBAS €801
Chemiluminescence -
166 A P IGF-1 (Insulin-like Growth IGF-1 (Insulin-like Growth Serum OMY  Immunoassay/ COBAS ¢801
Factor 1) Factor 1) Chemiluminescence -
167 A P Insulin POOPN  Serum OMY Immunoassay/ COBAS €801
Chemiluminescence B
168 A P LH (Luteinizing Hormone) LH (Luteinizing Hormone) Serum OMY Immunoassay/ COBAS €801
Chemiluminescence -
169 A P PINP (intact amino-terminal PINP (intact amino-terminal Serum OMY  Immunoassay/ IDS-i10
propeptide of type I procollagen) propeptide of type I procollagen) Chemiluminescence -
170l A P PIGF (placental growth PIGF (placental growth Serum o9 Immunoassay/ COBAS 801
factor ) factor ) Chemiluminescence -
171 A P PRL (Prolactin) PRL (Prolactin) Serum OMY Immunoassay/ COBAS €801
Chemiluminescence -
1721 A P Progesterone NIVYINY Serum ONY  Immunoassay/ COBAS ¢801
Chemiluminescence -
173] A P PTH-I (Para Thyroid Hormone- | PTH-I (Para Thyroid Hormone- | Plasma Y2y Immunoassay/ COBAS €801
Intact) Intact) Chemiluminescence o
1741 A P PTH-1-84 (1-84 Para Thyroid PTH-1-84 (1-84 Para Thyroid Plasma mnooy  Immunoassay/ COBAS €801
Hormone) Hormone) Chemiluminescence -
175] A P Renin Direct Renin Direct Plasma M0odY  Immunoassay/ LIAISON XL
Chemiluminescence -
176 A P Protein S-100B Protein S-100B Serum oy Immunoassay/ LIAISON XL
Chemiluminescence -
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Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 0115
Item| Scope| Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Work Opinion and Remarks
T Characteristics station Interpretation
ype
Group of products: Health, Medicine - Endocrinology NI IPITIN = ANIDY ,JINID : DI INOUA
Biological Testing, Immunoassays by Autoanalysers DIIITINIDINI SIPIIIININ IOV ,5IINI13 1117979
177 A P Sex Hormone Binding Globulin | Sex Hormone Binding Globulin | Serum OMY  Immunoassay/ COBAS e801
(SHBG) (SHBG) Chemiluminescence -
178 A P sFlt-1 (soluble fms-like sFlt-1 (soluble fms-like Serum mng Immunoassay/ COBAS 801
tyrosine kinase-1) tyrosine kinase-1 Chemiluminescence o
1791 A P Testosterone NIVDIVDY Serum OMY Immunoassay/ COBAS €801
Chemiluminescence o
180 A P Thyroglobulin Thyroglobulin Serum/fluids SM/01Y  Immunoassay/ COBAS e801
M3 NPMY Chemiluminescence B
181 A P Thyroglobulin Ab Thyroglobulin Ab Serum OMY Immunoassay/ COBAS €801
Chemiluminescence -
182 A P TPO AD (Thyroid Peroxidase- TPO AD (Thyroid Peroxidase- Serum OMY  Immunoassay/ COBAS ¢801 N
Ab) Ab) Chemiluminescence
Item Scopd  Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Endocrinology TPNNPIVTIN = INIDT ,SINIIZ : DI SNV
Biological Testing, Manual Immunoassays DI PN VY N9 11974
183 A P 11-deoxy Cortisol, 11-deoxy Cortisol, Serum 0"y RIA DIAsource
(Comp S) (Comp S) ImmunoAssays
184 A P GAD Ab (Glutamic | GAD Ab (Glutamic Serum O1Y  ELISA (Enzyme-Linked RSR Elisa Kit
Acid Decarboxylase | Acid Decarboxylase Immunosorbent Assay) -
Ab) Ab)
185 A P Insulin Ab Insulin Ab Serum 09 ELISA (Enzyme-Linked DRG-Elisa Kit
Immunosorbent Assay) -
186 A P Progesterone 17-OH | Progesterone 17-OH Serum 01Y  ELISA (Enzyme-Linked IBL Elisa Kit
(Progesterone 17- (Progesterone 17- Immunosorbent Assay) -
Hydroxy) Hydroxy)
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187 A P Anti-tyr phosph 1A2-Ab Serum oy ELISA (Enzyme-Linked DIAMETRA ELISA
ralated protein islet Immunosorbent Assay) kit -
ag 2 (1IA2)

188 A P Anti-ZnT8 (Zinc ZnT8-Ab (Zinc Serum oy ELISA (Enzyme-Linked RSR Elisa Kit
Transporter 8 Transporter 8 Immunosorbent Assay) -
Antibodies) Antibodies)

189 A P Inhibin B Inhibin B Serum OY  ELISA (Enzyme-Linked Beckman Coulter Kit

Immunosorbent Assay) (Genll)
Item Scope| Sitd Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Endocrinology TN YNVIIN = FINIDY SN2 : 029999 IINOVY
Chemical Testing, Chromatography 0V D123 117971
190 A P | Glycated HbAIC Glycated HbAIC Whole blood Non DT HPLC D-100 HPLC=High Pressure
--- Liquid Chromatography
Automatic System
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Sheba Medical Center
Gastroenterology Laboratory
Tel Hashomer 5265601

Israel

+972-3-530-2905
+972-3-530-2913
opicard@sheba.health.gov.il
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Item | Scope|  Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
Type Characteristics Work station Interpretation

Group of products: Health, Medicine - Microbiology, Viruse.

=)

029903 ,719N512)9990 - ANIDY SN2 : B2 I NV

Biological Testing, Molecular Methods DPINTIN MOV PN M7
191 A P Virus: Hepatitis B Virus: Hepatitis B Serum/ Plasma nnYoe/oMY  RT PCR GeneXpert
DNA Quantitative DNA Quantitative =
192 A P Virus: Hepatitis. C Virus: Hepatitis. C RNA| Serum/ Plasma nno2e/oMY  RT PCR GeneXpert
RNA Quantitative Quantitative -
Item | Scope|  Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
Type Characteristics Work station Interpretation
Health, Medicine - Chemistry, Toxicology and Pharmacology TINANPIN TININPIOPIV 119990 = ANIDY SN2 : 02999 INOVY
Biological Testing, Inmunoassays TIPIIININPN IOV ,519N5193 1117771
193 | A P Therapeutic drug Adalimumab Ab Serum ONY  Immunoassay In house procedure/
antibody monitoring SQIL -
194 | A P Therapeutic drug Infliximab Ab Serum OY  Immunoassay In house procedure/
antibody monitoring SQI —
195 | A P Therapeutic drug Adalimumab Serum ONY  Immunoassay In house procedure/
monitoring SQIL -
196 A P Therapeutic drug Infliximab Serum OY  Immunoassay In house procedure/
monitoring SQI -
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Name and Address:

Organization name

Laboratory name
Address

Phone

Fax

E-Mail
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Sheba Medical Center
Hematology Laboratory

Tel Hashomer 5265601, Israel
+972-3-530-2356
+972-3-530-3506

Victoria.marcu@sheba.health.gov.il

Dan.Dominissini@sheba.health.gov.il
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Item Scop Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
e Characteristics Work station Interpretation
Type

Group of products: Health, Medicine — Hematology

INZIVVA -~ ANIDY SN IS 1 D98 NNAYN

Biological Testing, Cell Typing by FACS Analysis

FACS -3 089 2998 , 019095993 1117974

197 C P Cell Markers Cell Markers Bone marrow, peripheral| 7Y 9PN 07,08 N Immunophenotyping by Flow| Bekman Coulter Flexible for fluorescent
blood, body fluids M Cytometry Navios antibodies, For details see
Using monoclonal/polyclonal list:
antibodies and fluorescent HEM1514236
dyes. BD FACS Lyric
HEM1514235
Beckman Coulter- HEM1514223
AQUIOS HEM1514231
HEM1512001
HEM1514221
198 A P Quantification of stem| Cell Markers Bone marrow, cord 07,1V 07,08V N Using monoclonal and Bekman Coulter
cells in transplants blood, peripheral blood 21 polyclonal Antibodies. Navi
. avios
collections from
peripheral blood ,
BM, cord blood, ar'ld BD FACS Lyric
after T cells depletion
or CD34 enrichment.
DNA content and Cell -
Cycle.
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Item | Scopq  Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
Type Characteristics Work station Interpretation
Group of products: Health, Medicine - Hematology, Hematologic IINNOPA APIOINVIY PN - ANIDT TINIZ : 029 PNoVY
Cytogenetics
Biological Testing, Cariotyping/Chromosome Analysis DN NP TIIVOOING I119015173 1177773
199 | A P Karyotype analysis Karyotype analysis of | Bone marrow, 9PN DT, 03Y N Light microscopy on G Computerized image AML, ALL= Acute
of Hematological diseases| peripheral blood banded chromosomes acquisition and leukemias CLL, CML=
Hematological and malignancies: analysis system for Chronic leukemias
diseases and AML, CML, ALL, karyotyping MDS = Myelodysplastic
malignancies: AML, | MDS, Lymphomas. (Bioview) - syndromes
CML, ALL, MDS, Other malignancies: NB = Neuroblastoma
Lymphomas. NB, PNET PNET = Primitive
Other malignancies: neuroectodermal tumors
NB, PNET
Item Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Hematology, Hematologic Cytogenetics TINZI0NA APPOINOIY ,NN0D7A - ANIDT JIN?I : D291 INO V)3
Biological Testing, FISH FISH ,519215123 1197971
200 C P Molecular Molecular cytogenetic | Bone marrow, ,9P>N BT,03Y N1 Visual assay of hybridized Fluorescence Flexible for fluorescent
cytogenetic Diagnosis and follow- | peripheral blood, WO NN probes, FISH Microscopic probes,
If)ilzlignosis and uphher;atological and | biopsy samples, inspection . For details see list
ollow-up other diseases HEM1051201
hematological and
other diseases
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T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Hematology INSIONA — ANIDY ,JINYIA : D919 INOYA
Biological Testing, Molecular Methods DIPINPIN MOV 119115923 7773
201 A P Molecular Biology - | Molecular Biology Bone marrow, peripheral 9PN BT ,03Y MY Multiplex PCR Multiplex PCR ALL= Acute Lymphoblastic
BCR-ABLPCR for =~ BCR-ABLPCR for | 01°d Leukemia
CML and ALL CML and ALL patients
Patients CML= Chronic Myeloid
Leukemia
202 A P Real Time PCR for Real Time PCR for Bone marrow, peripheral 9PN DT, 03Y MY Real Time-PCR Real Time-PCR
detection of JAK2 detection of JAK2 blood
V617F mutation V617F -
203 C P Real Time PCR for TPATII NPIOID NPT | Bone marrow, peripheral 29N BT,03Y N Real Time-PCR Real Time-PCR Flexible for primers and
detection of point ¥ no>vaReal Time blood probe set, for details see
mutations PCR list: HEM21601601
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Name and Address:

Organization name
Laboratory name
Address

Phone

Fax
E-Mail
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Sheba Medical Center
Metabolic Laboratory

Tel Hashomer 5265601

Israel

+972-3-530-5223
+972-3-530-5225
Elena.Dumin@sheba.health.gov.il
yael.kutz@sheba.health.gov.il
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Item Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
P yp P p p p quip. P
Type Characteristics Work station Interpretation
Group of products: Health, Medicine - Chemistry, General Biochemistry 553 719199993, 7121992 = INIDY ,SIN? I3 : DI SNV
Chemical Testing, Autoanalysers DIIIIINIVINI IOV 11973 117771
204 A P Lactate + Pyruvate Lactate + Pyruvate Blood O7Y  Enzymatic /Colorimetric Olympus AU480/ N
kit by InstruChemie
205 A P Pseudocholinesterase | Pseudocholinesterase | Serum OY  Enzymatic /Colorimetric Olympus AU480/
kit by Beckman _
Coulter
206 A P Citrate Citrate Urine MY Enzymatic /Colorimetric Olympus AU480/ kit .
by InstruChemie
Item | Scopel Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
Type Characteristics Work station Interpretation
Group of products: Health, Medicine - Chemistry, General Biochemistry 12553 711999923, 1191993 - INIDY ,SINY 92 : D298 NV
Chemical Testing, Chromatography, 12990019113 ,511°19°5 111771
207 | A P Amino Acid Free Amino Acid Plasma, CSF, Urine MITY TIDY 51,72 LC-MSMS Waters Xevo TQS
my LC-MSMS/ kit by
Waters
208 | A P PKU PKU Dried blood spot MV YR BT LC-MSMS Waters Xevo TQS
LC-MSMS/ home- -
made kit
209 | A P Carnitine Carnitine Serum,Urine 019 LC-MSMS Waters Xevo TQS
LC-MSMS/ home- -
made kit
210 A P VMA, 5-HIAA, HVA | VMA, 5-HIAA, HVA | Urine mY LC-MSMS Waters Xevo TQS
LC-MSMS / kit by -
ChromSystems
211 A P Catecholamines Catecholamines Urine Y LC-MSMS Waters Xevo TQS
LC-MSMS / kit by -
ChromSystems
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Item | Scopel  Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Chemistry, General Biochemistry 553 719199993, 7121992 = INIDY ,SIN? I3 : DI SNV
Chemical Testing, Chromatography, 1999109113 51121922 1117771
212 | A P Metanephrines Metanephrines Plasma nnody LC-MSMS Waters Xevo TQS
LC-MSMS / kit by -
ChromSystems
213 A P MMA MMA Serum oY LC-MSMS Waters Xevo TQS
LC-MSMS/ kit by -
Waters
214 A P Oxalate Oxalic Acid Random Urine and NORVRIPRINY LC-MSMS Waters Xevo TQS The same test for collection
Urine Collection LC-MSMS/ kit by - and random urine
Waters
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Testing Laboratory ISO/IEC 17025:2017

Name and Address:
Organization name  Sheba Medical Center
Laboratory name Clinical Toxicology & Pharmacology
Address Tel Hashomer 5265601
Israel
Phone +972-3-530-2358
Fax +972-3-535-1596
E-Mail Ester.Schalmach@sheba.health.gov.il
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Item Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
Characteristics Work station Interpretation
Type
Group of products: Health, Medicine - Chemistry, Toxicology and Pharmacology TINANPIN TINIPITPIV 119992 = FINIDY SN2 : 02999 TINoVY
Chemical Testing, Autoanalysers DIIPIINIDINI MOV D173 117573
215 A P Acetyl Choline Acetyl Choline Esterase| RBC DTN DT RN Elman-Colorimetric Olympus 5800AU RBC=Red Blood Cell
Esterase In House reagents =
216 C P Drugs of abuse oMY NPIY  Urine Y EMIT Olympus 5800AU EMIT=Enzyme Mediated
screening kit by Microgenics or Immunoassay Technique

Perrigo (LSD) Flexible for types of drugs

For details see list
F-TOX 1490339-1 & sop

TOX1411224
217 | A P Creatinine Creatinine Urine MY Colorimetric Olympus 5800AU
kit by DRI
Microgenics.
218 C P Therapeutic drug Mann Mo Serum/Plasma/Blood OT/NNYb9 /019 CMIA, PETINIA, EMIT Architect c4100 Flexible for types of
monitoring Olympus 5800AU medicines
INDIKO B For details see list
F-TOX 1490340-1 & sop
TOX1451201
219 | A P Pseudo Choline Pseudo Choline Esterasel Serum/Plasma Y99/ 0MY  Elman-Colorimetric Olympus 5800AU
Esterase —

In house reagents
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Item| Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Chemistry, Toxicology and Pharmacology TINZNTNIN NSOV , 119073 - ANIDY TN I : 02990 DNOVY
Chemical Testing, Chromatography 199909993 , 59133 1797771
2200 A P Alcohol 27mM2oN  Blood 07 Chromatography GC-HS/FID HS: Head Space
(HP 7890A) - FID: Flame Ionization
Detector
2211 A P Hippuric & M- Hippuric & M-Hippuric| Urine MY Chromatograph HPLC HPLC=High Pressure Liquid
pp pp pp graphy g q
Hippuric acid acid (Agilent 1100 & --- Chromatography
Shimadzu LC-20AD)
222 A P Mandelic acid & PGA| Mandelic acid & PGA | Urine MY Chromatography HPLC
(Phenyl Glyoxylic (Phenyl Glyoxylic Acid (Agilent 1100 & ---
Acid) Shimadzu LC-20AD)
223 A P Opiates DVNIN Blood 07 Chromatography LC/MSMS (Micromass
Quattro Ultima Pt)
XEVO TQ-S o
Micro Acquity H)
224 A P Opiates OWONIN Urine MY Chromatography LC/ MSMS (Micromass
Quattro Ultima Pt)
XEVO TQ-S
Micro Acquity H)
225 A P Amphetamines OYPVINN  Urine & Blood 0T MY Chromatography LC/ MSMS (Micromass MDMA; MDA Amph_etamme;
. Methamphetamine
Quattro Ultima Pt) -
226 A P Cocaine and VIO PR Urine and blood OTNY  Chromatography LC/ MSMS (Micromass
metabolite Quattro Ultima Pt)
XEVO TQ-S
Micro Acquity H)
L - LC/ MSMS (Micromass
DYPNP Y
227 A P Cannabinoids # Urine Chromatography Quattro Ultima Pt)
XEVO TQ-S
Micro Acquity H)
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Department:  Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 115
Item| Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Chemistry, Toxicology and Pharmacology TINZNTNIN NSOV , 119073 - ANIDY TN I : 02990 DNOVY
Chemical Testing, Chromatography 199909993 , 59133 1797771
228 A P Cannabinoids DXTPNWDA Blood 07 Chromatography LC/ MSMS (Micromass
Quattro Ultima Pt)
XEVO TQ-S
Micro Acquity H)
2291 A P tt(trans, trans)- tt(trans, trans)-Muconic | Urine MY Chromatography HPLC
Muconic acid acid (Agilent 1100 & -
Shimadzu LC-20AD)
230 A P Methadone&EDDP V510M NI Urine and blood OTNY  Chromatography LC/MS (Micromass
Quattro Ultima Pt)
XEVO TQ-S =
Micro Acquity H)
2311 A P Voriconazole 97N Plasma and serum 01D Y9y Chromatography LC/ MSMS (Micromass|
Quattro Ultima Pt)
XEVO TQ-S
Micro Acquity H)
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Item| Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
Characteristics Work station Interpretation

Type

Group of products: Health, Medicine - Chemistry, Toxicology and Pharmacology INZNTNIN TININZITIIV , 1073 - AANIDT TN 9T 1 ©II8M NNOVN

Chemical Testing, Spectroscopy MNTOIIVTOD 1191993 1117974

232 A P Cadmium OYNTA Urine MY Spectroscopy AAS
Perkin-Elmer
Analyst800 -

PinAAcle 900T

233 A P Cadmium OYNTA Whole blood NN DT Spectroscopy AAS
Perkin-Elmer
Analyst800 “'

PinAAcle 900T

234 A P Chrome O Urine MY Spectroscopy AAS

Perkin-Elmer
Analyst800 & Varian —
AA280Z

PinAAcle 900T

235 A P Cobalt VO Urine MY Spectroscopy AAS
Perkin-Elmer
Analyst800 “'

PinAAcle 900T

236 A P Lead 9 Urine MY Spectroscopy AAS
Perkin-Elmer
Analyst800 -

PinAAcle 900T

237 A P Lead 179 Whole blood NOD DT Spectroscopy AAS
Perkin-Elmer
Analyst800 -

PinAAcle 900T

238 A P Nickel 57) Urine MY Spectroscopy AAS
Perkin-Elmer
Analyst800 -

PinAAcle 900T
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Item| Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Chemistry, Toxicology and Pharmacology INZNTNIN TININZITIIV , 1073 - AANIDT TN 9T 1 ©II8M NNOVN
Chemical Testing, Spectroscopy PONFOIIOPZIV 51171373 117773
239 A P Zinc NI Serum OMY  Spectroscopy AAS
Perkin-Elmer
Analyst800 -
PinAAcle 900T
240 A P Copper WY Urine MY Spectroscopy AAS ---
Perkin-Elmer
Analyst800
PinAAcle 900T
2411 A P Copper nvInY - Serum O1Y  Spectroscopy AAS -
Perkin-Elmer
Analyst800
PinAAcle 900T
242 A P Tri-Chloro-Acetic Tri-Chloro-Acetic acid Urine 1] Colorimetric Spectrophotometer
acid -
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Group of products: Forensic Exhibits 02039 02289 : 02999 NHOoVHY
Chemical Testing, Classical chemistry IPONSP 1121993 ,11190999 1197974
243 A P Forensic exhibits D»VIMD 0NN Cannabis MR /YN Color N Color test , Duquenois Levine
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Group of products: Forensic Exhibits 0202919 0239 : 02939 INIVY
Chemical Testing, Chromatography 10NV 11121992 1197974
244 €A P Forensic exhibits DYOMMI OMXNY  Amphetamines ODYINN - Chromatography - GC-MS Agilent 7890
E : J .
FE-FOX14903H -1
245 A P Forensic exhibits O»VIMD OM¥Y  Cannabis MmN /WVUN - Chromatography - TLC=Thin Layer Chromatography
246 A P Forensic exhibits O»VIMD OB Cannabis MmN /YN Chromatography - GC-MS Agilent 7890
2471 C P Forensic exhibits O»0IMD OM¥M General drugs screening 555 00O NPIY  Chromatography - GC/MS -Agilent 7890
Flexible for drugs and medicine
For details see list
RT & New exhibits list. TOX 1490338-1 & sop
TOX1412204
-Page-Cavintans CavimanSpeetratbibrary 09292014
- Release Date 09-29-14
248 A P Forensic exhibits 001N OM¥M LSD (Lysergic acid LSD Chromatography - GC-MS Agilent 7890
Diethylamide)
249 A P Forensic exhibits 0»VIM 0NN Metanol nny Chromatography - GC-HS/FID (HP 7890A)
250 A P Blood 07 Opiates DWONNIN  [LC/ MSMS (Micromass -
Quattro Ultima Pt &
XEVO TQ-S Micro
Acquity H)
2511 A P Urine MY Opiates DONMN LC/ MSMS (Micromass -
Quattro Ultima Pt &
XEVO TQ-S Micro
Acquity H)
2521 A P Urine & Blood OTNY  Amphetamines 0nVMN  L.C/ MSMS (Micromass --- MDMA; MDA Amphetamine; Methamphetamine
Quattro Ultima Pt &
XEVO TQ-S Micro
Acquity H)
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Item

Scope
Type

Site

Materials / Products Tested

Types of Test / Properties Measured

Standard / Method

Opinion and
Interpretation

Remarks

Group of products: Forensic Exhibits

D0IND OIS : 02I INdVA

Chemical Testing, Chromatography

1903 1192922 117273

253

A

P

Urine & Blood

o Ny

Cocaine and metabolite

VY1V PRI

LC/MSMS (Micromass
Quattro Ultima Pt &
XEVO TQ-S Micro
Acquity H)

254

Urine

Y

Cannabinoids

DYTIRNIIP

LC/ MSMS (Micromass
Quattro Ultima Pt &
XEVO TQ-S Micro
Acquity H)

255

Blood

o

Cannabinoids

DYTIRNIIP

LC/ MSMS (Micromass
Quattro Ultima Pt &
XEVO TQ-S Micro
Acquity H)

256

Urine & Blood

o1 Ny

Methadone & EDDP

VYIVM PNTNN

LC/ MSMS (Micromass
Quattro Ultima Pt &
XEVO TQ-S Micro
Acquity H)

257

Urine & Blood

o1 N

Fentanyl

97039

LC/MSMS (Micromass
Quattro Ultima Pt &
XEVO TQ-S Micro
Acquity H)

258

Blood

o

Alcohol

91MOoN

Chromatography

GC-HS/FID (HP 7890A)

Date of signature

20.05.2026

Page No.

48 of: 72



NIT2uN NDNoAY N'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department: Testing Laboratory-Medical ISO 15189 :2022 Accreditation No. 115
Organization name  Sheba Medical Center
Laboratory name Clinical Microbiology Laboratory
Address Tel Hashomer ,5265601,Israel
Phone +972-3-5302305
Fax +972-3-5302015
E-Mail Sharon. Amit@sheba.health.gov.il
Shiraz.Halevi@sheba.health.gov.il
Natasha.Belausov@sheba.health.gov.il
tem | Scope| Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
7 Work station Interpretation
ype
Group of products: Health, Medicine - Microbiology 2191379700 - INIDT LNINGTD 10293 NTOR)
Biological Testing, Isolation, Identification & Typing in Culture — Autoanalysers DOITSVINWIND MW~ N3N J1ORY T, TIT2 0121913 MO
259 C P Automatic TOMOIN WY Bacterial growth in | 1AM DPTNNNMY - Susceptibility by commercial Vitek, BioMerieux F?r f]ex1ble fcobpe l? 1o detail
Susceptibility culture automatic method Sezr BMRR 7 21100 details
*PWwon Nhyoa YMiIa mian pyoVitek
2 -1 Vitek 2 XL ,.BACT1350304
260 C P Automatic YOMVIN MDY Bacterial and fungal | 1?09 DPTPN NN [dentification by commercial Bruker Microflex LT & ]-:or,ﬂemb]e‘sc;) pe :n 210 detail
Identification growth in culture ™AMY automatic method Bruker Biotyper Sirius, DRAPEMRPR 7w 017 730 detals
Bruker - see
P72 DM D APIMRIPT NP
F-BACT1350302-1-03
261 C P Automatic YOMVIX MDY Bacterial growth in | TPAMADPTPN NNNY  Detection by commercial automatic MGIT, BD For ‘ﬂexlsble dscople mn
Detection culture method . maTa hodetails see
960 °won NoYD YMI1a Min Yo
BACTEC MGIT BACT1900303]
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Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
T Work station Interpretation
ype
Group of products: Health, Medicine - Microbiology 2191319700 - N7 LMINYTD 10293 Do)
Biological Testing, Isolation, identification & typing in culture, manual methods, screening, P00 LNVIT MY N3N JPONY UTT,TIT3 N353 npoTa
Screening
262 C P Bacterial Culture op7n NN Bacterial growth in nama op7en neny Culture (automated incubation) BACT/ALERT -—- (lzor ‘fl'lex1ble Scope In AT 30
blood and nosocomial nraam o Detection of bacteria VIRTUO, BioMerieux S
samples ATORMIPIN] N27Ym3 NP0 A Y mn Avg
,BACT/ALERT VIRTUQ
BACT1010204
263 A P Bacterial Culture OPTN I Cerebro-Spinal Fluid YTV TWY 5N Isolation in Culture and
Identification of bacteria --- ---
264 A P Bacterial Culture OPT NI Body fluids, Tissues, 0P ,909M) [solation in Culture and
Wounds, Catheters, J“’jg;’;’:s_]f’]’gg Identification of bacteria
/ ’
Ear, _Eye and Upper MNNT ,MIHY
respiratory tract 0 NN
samples, samples
from Genital sites
samples
265 A P Bacterial Culture OPT NI Urine MY Isolation in Culture and
Identification of bacteria - -
266 A P Bacterial Culture DPTN I Stool NN [solation in Culture and
Identification of bacteria
267 A P Bacterial Culture OPTN I Sputum M3 Isolation in Culture and . .
Identification of bacteria
268 A P Bacterial Culture DPTN I Broncho alveolar nPVY  Jsolation in Culture and
Lavage WANNNINOMTY [dentification of bacteria - -
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Scope | Site|  Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
T Work station Interpretation
ype
Group of products: Health, Medicine - Microbiology 2191319700 - N7 LMINTD 10293 DR
Biological Testing, Isolation, identification & typing in culture, manual methods, screening, MO0 LNVIT MW N3N JPONY UTT,TIT3 N353 npoTa
Screening
269 C P Anaerobic OXPTN N2 CT 1SSECS’;3 qdylf};l“(.ﬁ’ 510,9°9% , MPY  Isolation in Culture and For ﬂex;ble siope dlri q;rﬂ“nn 10
Bacterial Culture erebro-spinal kiul N2 DYV MTY TIY  [dentification of anaerobic bacteria P13 7w muns detalls see
sampled from a not DT IR NP APIN22 2N QATLNRIPIN N
lumbar puncture, T, PN NN F-BACT1350302-1-03]
Genital, Anterior & , OO0 Py DN9N
. , I NN . .
Post.erlor eye chamber DRI
Orbit samples
, Sinus
Middle Ear
Genital sites samples
270 A P Fungal Culture nPwd N3N dey fluids A Yy Isolation in Culture and - - I
Tissues . . M| [dentification of fungi
Cerebro-Spinal Fluid, 777w Ty o
Broncho alveolar bl
Lavage MIIRNZRIONTT
Sputum
Urine 3
Wounds nw
Catheters jakbip'ss)
Ear, Eye, Sinus 0Ny
Genital sites samples - ;:ﬁyglﬁ?s};i
Swabs from oral cavity L
790 22mn oo
5 Y 22l Y Spunlm' 2 2 H H
271 A P Mycobacterial DPTNIAM [ g choalveolar NYVY,M  TIgolation in Culture and
Culture Pleural Fluid, ,Lavage ";;‘?%’_:?:;g?:; Identification of Mycobacteria
Pe.rltopeal Fluid, Skin mmsv': o _ _
B19p51es, (;erebro- 51,y ANy
Spinal Fluid ANV ,NTY Tiny
, Urine, Stool NI
272 A P Bacterial Culture OPTN I Rectal swab/stool for NRIYADOPIVIVA Tsolation in Culture and CPE — Carbapenemase-Producing
CPEscreening CPE -5 7997 Identification of bacteria Enterobacterales
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Group of products: Health, Medicine - Microbiology 2191319700 - N7 LMINTD 10293 DR
Biological Testing, Isolation, identification & typing in culture, manual methods, screening, MO0 LNVIT MW N3N JPONY UTT,TIT3 N353 npoTa
Screening
273 A P Bacterial Culture OPTN I Rectal swab/stool for nNIYAZOPIVIVY Isolation in Culture and VRE — Vancomycin Resistant
VRE (E. faecalis & VRE -0 Identification of bacteria Enterococci
E.faecium) screening (E. faecalis & - -
E. faecium)
274 A P Bacterial Culture DPTNIIM . Swabs for - NP2 DWVIWY  Isolation in Culture and MRSA — Methicillin Resistant
S.aureus/MRSA S.aureus/MRSA|  Identification of bacteria - _.] Staphylococcus aureus
screening
275 A P Bacterial Culture PN Rectal swabsstool/ ¥ Isolation in Culture and CRAB —Carbapenem Resistang
sputum for CRAB nv:a/nmx/vb\:p: Identification of bacteria Acitenobacter baumanii comlpex|
screening CRAB v . .
276 A P Bacterial Culture PN 191 Rectal swab/stool/ Vi TIsolation in Culture and
sputum for CR- MWI/MNISPIOPY  denification of bacteria CR —Carbapenem Resistant
P.aeruginosa screening CR--7p03
P.aeruginosq - -
Item Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics| Equipment used / Opinion and Remarks
T Work station Interpretation
ype
Group of products: Health, Medicine - Microbiology 1939720 - INIDT ,LNINST2 100730 NI
Biological Testing, Susceptibility Testing for Antibiotics or Antiviral Medications NVONTVVIN MIDIIN/TPVPIVINY NI NY03P N5 12573
277 C P | Antibiotic TOPPLIN MM NPT Bacterial growth in culture PN DPTINIMNY  Antibiotic susceptibility by Disks Oxoid fii’i‘qb\l%i?f’é’éi%“wm o
Susceptibility testing disc diffusion - PN modetails see
YN 1NN XD Y MINDIV
F-BACT1210201-1-01
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Group of products: Health, Medicine - Microbiology TI91397200 - INIDT L NINST2 1007300 DT
Biological Testing, Susceptibility Testing for Antibiotics or Antiviral Medications DPORPVVIN MDVW/TPOVIIVING MLAT NYS3P ,N12191°3 NPT
278 A P Antibiotic TOPYDOIN MY NPTY Bacterial growth in culture 73702 DPTN INDY  ESBL Disks Oxoid ESBL- Extended Spectrum
Susceptibility testing - Beta Lactamases
279 C P gntibiotjb({ ; ‘ TPOPDOIN MM NP>TY Bacterial growth in culture 730N DPTRNMNY - Gradient test Biomerieux Forgl:;l\l;};:fg?:nl I'lww:mn MY
usceptibility testing L details see DpPTINN NOY
NPT IV HNNI MNN PYD
ESBL BACT1210202
280 C P Antibiotic TPOPDON MY NP>TA - Bacterial growth in culture. 392 DPTNNNDY  Beta lactamase test Nitrocefin kit, BD For ﬂex1ble scope In DT 7319
o . details see
Susceptibility testing BBL
NP>72 317 12 M vy
Beta-lactamase, BACT1210206
281 C P Antifungal nPN9-20IR MW NP>7Y  Yeasts growth in culture nranna ommw nny - Broth Microdilution Sensititre, Thermo For flexible scope in "0
A . Scientific 101 @Y 2AND-VIRT PWINT
Susceptibility testing !
o mwn details sed
MW7 1 X027 Y MKR?IY
o mw?F-BACT1210201-1-01
282 A P Mycobacteria M NP7 Rapldkl)y gro_w.mg P 702 .m:mp:n’?*n Broth Microdilution gepsm‘t;e, Thermo - -
Susceptibility testing 2¥p “hya nrmuppay | Y cobacterta: s ARy clentific
- Mpycobacteroides felrislallr
T Ny X
abscessus complex Mycobacteroides|
Mycolicibacterium abscessus
fortuitum complex :MX1P
Mycobacterium chelonae Mycolicibacteriu
group Sfortuitu
Mycobacterium Mycobacteriu
mucogenicum group chelonad
Mycobacterium smegmatis My cobactei-’lu
mucogenicu.
group
Mycobacteriu
smegmatis
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Group of products: Health, Medicine - Microbiology

72191929929 - INIDT ,NINYI2 10073 NIDR

Biological Testing, Isolation, identification & typing in culture, Stains

MIY3Y 052903 NIV PONY UTT , TITO ,N1A19103 MPoTa

283 A P Stains myay Microogranisms growth in DRPIVRTZR MTRY - Gram stain - automatic Aerospray 7320 A
culture and direct from MN°AT2 MW N°27N3
samples:
Blood )
Cerebro-Spinal Fluid TITY 7Y 5N
Body fluids QDRI
Tissues mnpA -
Swabs oy
Upper & lower 72w 0770 N
Respiratory tract samples mnnnn MLy
Genital sites samples 11 N2WAN MK
Nosocomial samples NYHORTMIPINI M3
284 A P Stains for Bacterial Bacterial - myay Y 2ginal swabs 1770 Den Gram stain - automatic Aerospray 7320 - I
Vaginosis Vaginosis
285 A P Stains MYy Blood culture 0702 Methylene blue stain A
86 A P Stains mynay Acid fast bacilli growth in| - 387 2% 2200 Y 5. 0 Neelsen & modified A
culture and direct from INTA MW AN S Neelsen stains
samples:
Sputum 3
Sediment from sputum o1 Iy
Biopsy/Tissue hislalhkebiba
Cerebro-Spinal Fluid TR 7MY 9N
Broncho alveolar Lavage PI2IRNIRIDNN2 79°0Y
Pleural fluid "PRDD 911
Blood ja
287 A P Stains myy Acid fast bacilli growth in | m¥2m "2 onn nny Ziehl Neelsen - automatic Aerospray 7722 A
culture and direct from IMAT2 MPWM N3N
samples:
Sputum 3
Sediment from sputum 1°on Iy
Biopsy/Tissue hisralhRebibe
Cerebro-Spinal Fluid TITY 7Y 5N
Broncho alveolar Lavage NPY2IRNZRIDNN VY
Pleural fluid HMRDD 711y
BloodBacterial growth in DPTON NNYRNDT
culture pap
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288 A P Stain for detection of myay Tissue . M7 K OH and Calcofluor White - - I
: . . Body Fluid QDRI -
invasive fungi Stain
Broncho alveolar Lavage MPAZIRNIRIDINN2 79°0Y
289 A P Stain for detection of myay Skin, nails and hair scales OPIMYE M WP K OH and Calcofluor White - - I
. W -
Scabies and Demodex Stain
Item | Scope| Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used /| Opinion and | Remarks
Type Characteristics Work station Interpretation
Group of products: Health, Medicine - Microbiology 722991921920 - INIDT ,MINI3 100300 NTOwy)
Biological Testing, Non Culture Identification & Typing — Immunoassays by N1ITS/D2TVINIDIND DIWODMNN ML - D270 NP 11°DRY SNT°T 1215103 nypoTa
Autoanalysers/Manual
P90 A P Antistreptolysin O Antistreptolysin O Serum BAMR) Card agglutination Biokit —
DO1 A P Brucella spp. Brucella spp. Serum ;) Card agglutination —
D92 A P Coxiella burnetii Coxiella burnetii (Q- Serum B Enzyme linked immunoassay, | GenBio —
(Q-fever) fever) Immunodot
P93 A P Legionella Legionella pneumophila| Urine my Immunochromatographic assay| Abbot —
pneumophila antigen | antigen
DO4 A P Treponema pallidum Treponema pallidum Serum o, Card agglutination, RPR Beckton Dikinson — RPR - rapid plasma reagin
(Syphilis) (Syphilis)
D95 A P Bordetella pertussis Bordetella pertussis Serum Bk Enzyme-linked immunosorbenf Euroimmun —
assay (ELISA)
DO6 A P Borrelia burgdorferi Borrelia burgdorferi Serum o, ChemiLuminescent VirClia Lotus system —
(Lyme disease) (Lyme disease) ImmunoAssay (CLIA) Vircell
DO7 A P Echinococcus Echinococcus Serum Bk ChemiLuminescent VirClia Lotus system —
granulosus granulosus ImmunoAssay (CLIA) Vircell
DO] A P Bartonella henselae Bartonella henselae Serum B ChemiLuminescent VirClia Lotus system
ImmunoAssay (CLIA) Vircell
D99 A P Aspergillus Aspergillus Serum, Bronchoalveolar | N2VVY,3110) ChemiLuminescent VirClia Lotus system —
Galactomannan Galactomannan Lavage NZMNNINIMI ImmunoAssay (CLIA) Vircell
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300 C P Automatic Detection = ORI N2 Serum, Bronchoalveolar | N9YY,11D) ChemiLumi VirClia Lotus system, — For flexible scope in *30
Lavage MINNNTNIINI I emt immesc(e;lﬁtl A Vircell M details see
mmunoAssay ( ) W NYYDT M2 mian Yo
BACT2810302
301 A P Strongyloides spp. Strongyloides spp. Serum L Enzyme-linked immunosorbent BORDIER —_ —_
assay (ELISA)
302 A P Schistosoma spp. Schistosoma spp. Serum L Enzyme-linked immunosorbent BORDIER — —
assay (ELISA)
303 A P Cryptoccocus Cryptoccocus Serum, Cerebro-Spinal YTV TINY 53, 2P0) Immunochromatographic assa CrAfLFA, IMMY --- ---
neoformans/ gattii neoformans/ gattii Fluid Y
304 A P Clostridioides difficile| Clostridioides difficile | Stool NN . C. diff. Quik Chek - GDH: Glutamate
GDH & Toxins GDH & Toxins Immunochromatographic assay Complete, Techlab dehydrogenase
305 A P Detection of 9w "o M.tuberculosis | Bacterial growth in culture, T3 ©PTR MDY h " hi MGIT TBc ID, BD - -
M.tuberculosis complex 2NN fmiRecAromatograpuic assay
complex from PPN
Mycobacterial culture
306 A P Detection of Immunoassay m>27nn | Bacterial growth in culture  T3I7N3 DPTN NN : NG-test CARBA 5 - -
resistance genes in MTNY HY DN NDNY Immunochromatographic assay BioTech
Enterobacterales N3P
group Enterobacterales
Item | Scope Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
Type Characteristics Work station Interpretation
Group of products: Health, Medicine - Microbiology 722191031929 - INIDT ,NINT3 1009300 NTowy
Biological Testing, ldentification & Typing Molecular Methods PCR-Based PCR 100132 0137532900 mpsea 108 477,039 N2 7a)
Testin
307 A P Molecular detection of NN SYINPIN NP Colonies of n¥1apn o7 n Mawyy  Automatic DNA extraction genEXgen CARBA-R
Carbapenemase TYPRYIDIN E”T;"”gﬁ Enterobacterales Enterobacterales | and cphet
Producing D group RT-PCR -
Enterobacterales (CPE)
genes
. SV MNP MDY . . iffici
308 A P Molecular detection of Clostrdioi des‘ difficile Stool NN Automatic DNA extraction gﬂel:“neXpen C. difficile
Clostrdioides difficile and .
Cepheid -
RT-PCR
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Group of products: Health, Medicine - Microbiology

722991029929 - INIDT ,MINI3 10030 NITORY

Biological Testing, Identification & Typing Molecular Methods PCR-Based

PCR 0100132 019753251 Mpswa 10N S7°T 01319193 n)257a)

Testin
NSNN M2PIM NN
309 A Molecular detection of C|OVID—19 Nasopharynx OO Automatic RNA extraction | GeneXpert SARS -
COVID-19 and CoV-2
RT-PCR Cepheid
310 A Molecular detection of 17;; ‘1’7;,7‘7173 ’j?’:( Sputum M3y Automatic DNA extraction | GeneXpert MTB/RIF --- ---
Mycobacterium . yeo acterm. and Ultra
tuberculosis and -2 M tuberculosi )
: . . Rifampicin RT-PCR Cepheid
resistance to Rifampicin
311 A Molecular detection of Sw P ) Positive blood culture 211 Papan o1 Automatic DNA extraction GeneXpert MRSA/SA BQ — MRSA — Methicillin Resistant
MRSA/ Cepheid
/MRSA/ bottle and Staphylococcus aureus
Staphylococcus aureus Staphylococcus aureus RT-PCR
i MoNN SY MNPOM NN i
312 A Molecular detection of n 1 Urine and Vaginal YR DVIONINY  Automatic DNA extraction Hamlltpn Starlet DNA
Sexually transmitted ] extraction, Seegene.
diseases swabs and .
RT-PCR CFX 96 RT-PCR, BioRad
313 A Molecular detection of WP N1Y  Stool NN Automatic DNA extraction iig:&séfé;?gm
Parasi TR DONIY , ;
arasites and CFX 96 RT-PCR, BioRad
RT-PCR
314 A Molecular detection of oW MPOM N2 Nasopharynx Opd)  Automatic DNA extraction o o -
Bordetella pertussis & -1 Bordetella pertussig and Liaison MDX, Diasorin
parapertussis Bordetella parapertussis RT-PCR
315 A Molecular detection of v ’77'117?”9 ’17’_3_ Sputum, BAL BAL ,n3 Automatic DNA extraction -
Pneumocystis jirovecii Pneumocystis jirovecii and Liaison MDX, Diasorin
RT-PCR
316 A Molecular detection of Sw P 2 Skin scales Ty owpwp| Automatic DNA extraction giﬁg:ﬁ;%f;;?glx — —
Dermatophytes akl)lelan) and RT-PCR CFX 96 RT-PCR. BioRad
317 C PCR amplification of the fx1 1932 PCR n»xpx™| Bacterial growth in a2 opTon ny lome-made PCR Hamilton Starlet DNA — For flexible scope in 110

bacterial 16S rRNA gene
& Sequencing analysis

NIk P70 16S rRNA|
DINse

culture

amplification of the
bacterial 16S rRNA gene

& Sequencing analysis

extraction, Seegene.
CFX 96 RT-PCR, BioRad

2APIMRIPTNT details see
-1 DPTOM NTT 12°0 PN TN
MALDI-TOF 71 163

F-BACT1350302-1-05
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Group of products: Health, Medicine - Microbiology

722991029929 - INIDT ,MINI3 10030 NITORY

Biological Testing, Identification & Typing Molecular Methods PCR-Based

PCR 0100132 019753251 Mpswa 10N S7°T 01319193 n)257a)

Testin
318 A P Molecular detection of Sw P 2y Corneal scraping m1p 77 Home-made PCR gizg:ﬁ;sgf‘i;n[)eNA — —
Acanthamoeba sp. Acanthamoeba spp| Contact lens solution [e—— amplification of _the JDP | crx o6 R7T—P CR léioRa d
gene & Sequencing analysis >
319 C P Molecular detection of 5w P9 1 Wound/ Skin lesion Y a1 R y¥y Home-made PCR Himﬂtt.on S;arlet s — For‘ ﬂe):l;lg SC(.)IPe in w7 030
Leishmania spp. Leishmania spp amplification of the ITS1 eC);?rXac9160]I;’T ;e(‘:g}in%. Rad meaaw? detatls see
gene & Sequencing analysis B » BIORA P9 T DM M P Yoa
SwLeishmania spp
BACT3010217
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Type
Group of products: Health, Medicine — Pathology NN — INIDT ,IINIT : 0 ININ NN
Chemical, Biological Testing, Classical Stains, Histopathology, PININNOOIN IPONTZ W3S N5, 111993 117773
320 A P Formalin Fixed MIMVD MNPIMIN Formalin Fixed Biopsies nWAPN PO Slide Preparation and staining | VIP (vacuum filtration
Biopsy Preparation NYNP PINY PIINY for Microscopic analysis processor)
and H&E staining H&E nyay ,p9193 Embedding Center
Microtome
Autostainer (H&E) -
Coverslipper
Microscope
321 A P Frozen section NI NP TAN MO Fresh tissues IV NPT Slide Preparation and staining | Cryostat Microtome
preparation and H&E H&H for Microscopic analysis -
staining
322 A P Special Histological NPNNVDN MY Formalin fixed paraffin MMWN MNP Slide Preparation and staining | Microtome Special stains:
Staining MY embedded biopsics nmynpm 1’5])"3;_1123 for Microscopic analysis I/;utostainder or Alcian-Blue, Alcian Blue PAS,
to.m © maCe i Congo Red, Giemsa, Grocott's
]sv[a_mmgs oversiipper Methamine Silver, Jone's
1croscope Methamine Silver, Luxol Fast
Blue PAS, Masson Tricrome,
Mucicarmine, PAS, PAS-
diastase, Ferrum-Prussian Blue,
. Reticuline, Weigert's Elastica,
Ziehl Neelsen stain-Acid Fast
Bacteria (AFB), Orcein,
Bleaching, Collodial Iron,
Gram, Luxol- Fast Blue, Luxol-
Fast Blue PAS, Masson
Fontana,Ptah-Phosphotugstic
Acid Hematoxylin, Mallory's,
TB-Toluidine Blue, VK-Van
Kossa
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Group of products: Health, Medicine — Pathology

INZING — ANIDY LIIIN?I3 : D989 PHOoVA

Chemical, Biological Testing, Classical Stains, Histopathology,
Immunohistochemistry

91299900 NININ , ININDIVOIN , IPONIZ IIWIEY NI 1191095 P75

323 A P Immunofluorescent TWIY  Frozen tissues MNP MNP Slide Preparation and staining | Cryocut Autostainer FITC conjugated antibodies:
stainings NPLIDNIANDN for Microscopic Analysis Coverslipper N IgA, 1gG, IgM, C3, Fibrinogen,
Microscope Kappa, Lambda, Clq, C4,
Albumin,C4D.
324 C P Immunohistochemical TWIY  Formalin Fixed paraffin MMWN NPT Slide Preparation and staining | Microtome For flexibility in antibodies
stainings IPPAVVIIIN - embedded Biopsies MYNPL Vb?;’gg for Microscopic Analysis Autostainer N see list
e Coverslipper
Microscope F-PAT3002203-10-02
325 A P In Situ Hybridization In Situ Hybridization] Formalin Fixed paraffin MMWN MNP Slide Preparation and staining | Microtome EBV, HPV
embedded Biopsies P 1’77’3;123 for Microscopic Analysis Autostainer N
e Coverslipper
Microscope
326 A P Staining of muscle ;’”’”‘71\39’” TWIY - Frozen biopsies NP MNP Slide Preparation and staining [ Cryocut Special stainings:: hematoxylin
TP TAVD NPNDRY for Microscopic analysis .. and eosin, Gomori Trichrome,
™Y ggfzfgf‘deeftammgs NADH, SDH&COX, ATPase,
Microsch:pe Alkaline Phosphatase, Sudan
P black, Congo-Red, PAS, Acid
o Phosphotase , Esterase
TNV NPRINVDINMNDIN MY
NP NIV NHPI IINN HY
19792 NP
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Group of products: Health, Medicine — Pathology

TINZING — ANIDY IIN?I3 : OIS0 POV

Biological Testing, Molecular Methods, Histopathology,

ININDVOIN , IPIZNPII MDY 5199015132 17197973

327] C P Chromosomal MOMMNID NN Formalin Fixed paraffin MAMYD MNP Slide Preparation, FISH Microtome For flexibility in probes
analyses by FISH nowa FISH embedded Biopsies Y 1’7?;1’22 staining and Microscopic DNA Probes see list
1 Analysis Coverslipper
Fluorescent o PAT6001201
Microscope FISH-Fluorescent In Situ
BioView System Hybridization
3281 A P DNA Micro Satellite “NPPROYOPN DY NN Formalin Fixed paraffin MIMYD MNP PCR & gene scanning Microtome
instability test NNTIDVIOY embedded Biopsies MYNPL "7?;1122 DNA extraction
L PCR \ RT-PCR
Gene Scanning
329 C P Broad molecular oTpnn 0N N1 NG Formalin Fixed paraffin MAMYD MNP Multiple sequencing platform | Amplicon Sequencing For flexibility in genetic
panel of genes embedded Biopsies and MNP W’b]?gqgi by Ion Torrent S5 abberations
FNA samples see listsF-PAT8001207 - 01-
- 01
F-PAT8001207 - 09-01
NGS-Next Generation
Sequencing
330 C P Detection of genetic DYONDMPYIIN - Formalin Fixed paraffin INMMYN MNP Real time PCR based Idylla Biocartis For flexibility in genetic
aberrations in tumor TR I embedded Biopsies mynpm 1’5?;123 Molecular Testing abberations genetic abberations
fixed tissues P79y o
see list:
PAT8004101
PAT8002213
331 A P Multiple Identify of SV DMV DM 36 YW NY Thin Prep samples and NPOUMNI MY PCR and Reverse dot-blot eBRID system
HPV| NN MNP
36 types of HPV Formalin Fixed paraffin MYNPM PINTN9I
embedded Biopsies 9993
332 A P Identification of high »9ya HPV »1 5w "y Thin Prep samples (liquid IR NPUID MNONT Real time PCR COBAS instrument
risk types of HPV (0901 18 ,16) MY samples) YV DN INNND MNHT)
virus in liquid samples ~ XV¥D NPT MNDNTIY NP>T12 75001 DY)
from cervix o P
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Group of products: Health, Medicine — Pathology TININD — AINIDT ,SINYID : 02931 HNOVY
Biological Testing, Molecular Methods, Histopathology, MININNOVOIN  IPITNTIM MUY 0115123 77> 73
333 A P Lymphocyte SV NPLIY NOWN  Formalin Fixed paraffin MIMYD MNP PCR & gene scanning Microtome Ig — Immunoglobulin
population clonality 7Y DN NPV embedded Biopsies, mynpm 1’7?.’193 DNA extraction TCR-T Cell Receptor
assessment by Ig and Ig -5 @10 N NONN Body Fluids P93 PCR\RT-PCR . P
TCR rearrangement TCR-y RPRFAS )
Gene Scanning
analyses.
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Group of products: Health, Medicine — Pathology

TINZING — ANIDY IIN?I3 : DI I0 POV

Biological Testing, Molecular Methods, Cytopathology

ININDIVIY , IPIZNTIIN VY 5199015133 1197973

334 A P Gynecology NNPYY  Thin prep PTNOYYN Slide Preparation and staining | Autopreparation of Papanicolau staining
for Microscopic slides
analysis Autostainer -
Coverslipper
Microscope
3351 A P Body fluids MO5MY Thin prep DONN PV PTNVYY - Slide Preparation and staining | Autopreparation of Immunostanigs and Special
for Microscopic slides Histological Staining if needed
Cell block - Preparation and cell block preparation o
staining for Microscopic Autostainer
: Coverslipper
1 .
analysts Microscope
336] A P CSF, Eye fluid 5%, MY TINY OMY Body fluids M9 Slide Preparation and staining | Cytospin centrefuge
el for Microscopic Autostainer
. Coverslipper -
)\
anatysts Microscope
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Item | Scopd  Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
Characteristics Work station Interpretation
Type
Group of products: Health, Medicine - Genetics 7203 = 7INIDY ,SIN>93 : 029130 INIUA
Biolggical Testing’ Screening Testing’ Conﬁrmation and Characterization of III2IINIIN/I719219290°3 ﬂ’l”w,ﬂ)’.ﬂl’l‘”ﬂ ﬂ’ﬁﬂ))ﬁ )”QN’ 7"’/’N,I"/”77 ﬂ’/”"ﬁ /J'”’t”’”ﬁ ﬂ’ﬂ"’: moryY
Hereditary Diseases, Manual Biochemical/Immunochemical Assays I 7
337 | A P 1* trimester WHY OWOPIIPY serum 079 ELISA Autodelfia PAPP-A
H H AZA .
bloche_m ical Free beta HCG
screening
338 A P 2 trimester MY WHYIIPIIPY  serum 01Y ELISA Autodelfia Alfa Feto Protein
biochemical - Free beta HCG
screening Estriol
339 A P Alpha Feto Protein PAVN MMAMY NN AC Yoy ELISA Autodelfia Alfa Feto Protein
Item | Scopq  Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Equipment used / Opinion and Remarks
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine — Genetics 77202) — INIDY SN2 : D290 HINaVY
Biological Testing, Kariotyping/Chromosome analysis D2I09992 INP2TI/IPOVPING , 111015123 1177773
340 A P Chromosomal TONMNNMII NVONIN Blood, CVS , AC ,NMOVODY 07 Visual assay of stained Microscopic
analysis MY chromosomes inspection -
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Group of products: Health, Medicine - Genetics 7203 = 7INIDY ,SIN>93 : 029130 INIUA
Biological Testing, Screening Testing, Confirmation and Characterization of PCR 5100130 9999597590 S0V DDV NN N IIN) NUIN , 717290 7973 , 519995993 1197274
Hereditary Diseases, Molecular Methods PCR-based Testing

341 A P Fragile X 2w X| DNA DNA PCR and Fragment analysis | ABI genetic analyzer .

of repeat area.
342 C P Known mutation T NPIOI NPT DNA DNA PCR and RFLP- Restriction | PCR, electrophoresis Flexible for mutationg
identification enzyme analysis apparatus ABI

and methodg
For type C details see lisf
18 9oyo GEN2641239 Sy

GEN2641241,GEN2581230
18 PyY
17-21 o2yo GEN2641234
18 yo GEN2641231
10 9yo GEN2601254
343 C P Known mutation NWNT NPIVID NMY DNA DNA Real time PCR- with Real time PCR Flexible for mutationg
identification fluorescence probes which thermal cycler RT PCR nvyvwn pnay
are annealed to the PCR
fragments according to the - For type C details see list
genotype 15 pyo GEN2631249 573
344 A P SMA and DMD SMA DNA DNA PCR and fragment analysis. ABI genetic analyzer -
345 C P N¥I TN NP NPT DNA DNA PCR and fragment analysis. | ABI genetic analyzer --- Flexible for genes and|
mutationg
For type C details see lisf
18 pyo GEN2541244 5nn3
346 | C P LINKAGE N POLANNY DNA DNA PCR and fragment analysis. | ABI genetic analyzer - Flexible for genes and
ANALYSIS mutationg
For type C details see lisf
4 pyo GEN2541243 Hnna
347 | A P Quantitative OO NPININ  DNA DNA specific markers analysis by | ABI Genetic analyzer| Chromosomes: 13, 18, 21,X
NN
Chromosomal PCR Aneufast Kit Y
analysis
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Group of products: Health, Medicine - Genetics 7203 = 7INIDY ,SIN>93 : 029130 INIUA
Biological Testing, Screening Testing, Confirmation and Characterization of PCR 5100130 9999597590 S0V DDV NN N IIN) NUIN , 717290 7973 , 519995993 1197274
Hereditary Diseases, Molecular Methods PCR-based Testing
348 A P Sex detection Sex detection) DNA DNA Real time PCR- with Real time PCR
fluorescence probes which thermal cycler
are annealed to the PCR -
fragments according to the
genotype
349 A P Y Deletion Y Deletion DNA DNA specific markers analysis by | ABI Genetic analyzer] Chromosome Y
PCR "'
Y Del markers
350 C P PGD N POVON N DNA DNA PCR and fragment analysis ABI genetic analyzer o Flexible for genes
For type C details see lisf
1.2 pyo GEN2501246 Sn1]
351 C P Carrier Scan IWYT NSV N DNA DNA PCR and HYbridization PCR and Gene Titan o Flexible for mutations
MC For type C details see list
.9 9yo GEN2581223 5nn3
MOH Screening Pane
Israeli Expanded Screening
Panel
352 | C P NGS DIDPRD 93711 D”MY DNA DNA 7190 MO 1”190 MO PYON For flexibility in software,
NYOWY PXIFTIIN, NIIM) . :
I XTH MR, DN Y VYR instrument ff)r library prep
Pl and sequencing see document
IPODNAPNYI NV NGS v oy
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Group of products: Health, Medicine - Genetics 7172030 — 7IN19Y SN2 : 02989 TINSVA

Biological Testing, Screening Testing, Confirmation and Characterization of Microarray Analysis 51939207500 MOV , 595U 915 I5PNZ IPINI WYIN , 7990 T373 09195993 77274
Hereditary Diseases, Molecular Methods, Microarray Analysis

353 A P Chromosomal Micro Chromosomal Micro | DNA DNA Comparative Hybridization fluorescence
Array analysis Array analysis between normal and patients' | Scanning ---
DNA

Organization name  Sheba Medical Center

Laboratory name Infertility and In vitro Fertilization Laboratory
Address Tel Hashomer ,5265601,Israel

Phone +972-3-530-5464

Fax +972-3-534-1589

E-Mail adva.aizer@sheba.health.gov.il
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Group of products: Health, Medicine — Fertility Embryology, In Vitro Fertilization

OO NN D299, NI VDN 1299 = ANIDY L ITIN? I3 : D299 DPovA

Biological Testing, IVF + Micromanipulation

IVE + 7989092009790 , 9593 1197974

354 | A p Oocyte retrieval from ovarian PRI NPRY Qyarian follicular O Collecting oocytes from the | Laminar flow hood
: nd DN : DN follicle fluids . :
follicles aspiration ornonwn  fluids Binocular microscope
possibly/hopefully Collection tube heating
containing oocytes block
Ovum aspirator

355 | A P Oocyte fertilization by neRAM9N - Qocytes and sperm 3"‘; MY Insemination: dilute sperm Laminar flow hood Fertilization by
) o . . . . ANNY NP : : oot :
insemination/micromanipulation post-preparation moomp oy CClls With relevant oocytes. | iy cujar microscope it\lflfmmauon/ conventional

Micromanipulation: inject . .
. Inverted light microscope S
one sperm cell into one ) ) Fertilization by
oocytes micromanipulator micromanipulation/ICSI
. . - Laminar flow hood . . e
A P INR IPYN n»X3 L flow h for fertilizat
356 Culturing of embryos till day 6 = "W Fertilized oo Binocular microscope aminar flow ood flc(;f‘:zgeza gee ;rljia ion,
mawmmang oocytes/embryos Inverted light microscope Binocular microscope bl
ftees ) ) astocyst morphology
ANOPR/NN Inverted light microscope assessment (day2 to
Incubator day6)
. Removal of single cell from .

357 A P Removal of Slngle cell from ‘['ngnl;?ﬁgjw:; Day 3 cleavage_ /n;;DVJ;JQJ;i:; embryo g Laminar flow hood 200-400X Day3 blastomere- or
embryo and its transfer to the onvoon pnaNy  stage embryos or 5/6 N 3/4 DY) Binocular microscope zoom g?g;s-}? ti?g?jgiggﬁg:;o
p?e-impllantation genetic nvwn day 5-6 blastocysts Inverted light microscope | azier for Ivf embryo development
diagnosis lab Micromanipulator

Laser pulse
Choose embryos for ET and . . .
' DMWY NN n»y

358 | A P Embryq transfer to woman's Day 2 to day 6 omwmen load embryos to chattier in Laminar flow hood if;il}lillﬂg :;Sé::gn o
uterus (including assisted embryos order to transfer. Binocular microsope &
hatchine if ) ] embryos by preference for

atching if necessary ) Inverted light microscope embryo transfer.
Laser pulse Embryo transfer = ET
Including Assisted
hatching if necessary
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Group of products: Health, Medicine — Fertility Embryology, In Vitro Fertilization TN NN NN, /NIPIZON 1799 = ANIDT SN I3 : 02911 NNV

q q q q q q IVF + 1735891930)91791 , 539019993 1197574
Biological Testing, IVF + Micromanipulation ’ v 4

39 | A | P | Oocyte/embryo Twem P Qocyteslembryos | DM IRY L o
cryopreservation and thawing kit: Incubate the embryos in | Binocular microscope
2 solutions, then load them
on a straw and immediate

freezing in liquid nitrogen.

Laminar flow hood Cryopreservation by
Vitrification method

Cryogenic freezer

.. . . . Ovary dissection and Laminar flow hood
360 | A P _ noNY MY nonY NP ! : 3 A
F,ertlhty preservatlop ovarian NNIPY INIWINY Ova'ry (entlr_e or preparation for freezing. Binocular microscope
tissue cryopreservation and nomwn partial) received Cryopreservation and Planer controlled rate
thawing from operation thawing for transplantation. | freezer
room Cryogenic storage freezer
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Types of Test / Properties Measured

Materials / Samples Tested

Test principle / Characteristics
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/ Work
station

Opinion and
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Remarks

Group of products: Health, Medicine - Fertility Andrology, In Vitro

AN NN N9, AINTIITIN 11299 - ANIDY SN2 : B9 NI

Fertilization
Biological Testing, Sperm Testing VI NPT 915093 P37
361 A P Fresh/frozen MDMIN NPT Gamen YIWINT Volume, sperm concentration, sperm motility Laminar flow light Primary evaluation,
semen submission 797 TN samples hood microscope including sperm count and
. Mi movement, in order to
and its . feroscope confirm fertilization
preparation for Makler technique
fertilization counting
chamber
362 A P Treatment of PURIN NP Testicular TIOIPVTUR I Tissue treatment to isolate sperm cells. Sperm cells will | Laminar flow | light
: T vy L TYN' be used for fertilization or will be frozen by dilution of | hood microscope .
sperm received mxepn W e tissue . - : TESA, TESE surgeries
f icul YTNY VIDW TN the semen sample with 1:1 cryopreservation medium Microscope 200-400X > g
orm testicular and gradually lowering the temperature until -196°c. Zoom
surgery Storage at liquid nitrogen/gas phase containers Inverted
microscope
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