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i?i iae‘““ / Israel Laboratory Accreditation Authority
esting Laborétgll;?Medical ISO 15189: 2012
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: 29.12.2018 Until: 28.12.2020

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

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

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

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

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

Date of first accreditation: 29.12.2004 Etty Feller

General Manager
Israel Laboratory Accreditati
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/ Israel Laboratory Accreditation Authority
Department:  Testing Laboratory-Medical ISO 15189 :2012 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

Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
Testing Laboratory ISO/IEC 17025: 2017

This appendix includes 15 parts, one for each accredited organization in the list below:

1. Automated Mega laboratory Phone No. +972-3-530-2253
2. AIDS Phone No. +972-3-530-3401
3. Blood Bank Phone No. +972-3-530-2570
4. Coagulation Laboratory Phone No. +972-3-530-2105
5. Endocrinology Laboratory Phone No. +972-3-530-3082, +972-3-530-2803
6. Gastroenterology Laboratory Phone No. +972-3-530-2905
7. Hematology Laboratory Phone No. +972-3-530-2356
8. Lipids and Atherosclerosis Laboratory | Phone No. +972-3-530-2940
9. Clinical Toxicology & Pharmacology Phone No. +972-3-530-2358
10. Clinical Microbiology Laboratory Phone No +972-3-530-2305
11. Department of Pathology Phone No +972-3-530-2529, +972-3-530-2354
12. Genetic Laboratory Phone No +972-3-530-3060
13. Male Fertility Laboratory and Phone No +972-3-530-2804
The Semen Cryobank
14. FMF amyloidosis and Phone No +972-3-530-3363
autoinflammatory diseases Laboratory
15. Infertility and In vitro Fertilization Phone No +972-3-530-5464
Laboratory
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Department:  Testing Laboratory-Medical ISO 15189 :2012

Name and Address:

Organization name
Laboratory name
Address

Phone

Fax
E-Mail

Date of signature  18.06.2020

Sheba Medical Center
Automated Megalaboratory
Tel Hashomer 52621

Israel

+972-3-530-2253, +972-3-530-2100

+972-3-530-3498
rdoolman@sheba.health.gov.il
hanna.a@sheba.health.gov.il
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/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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 19555 194993993 , 1194923 - INIDT ,ININ? 9D : DI IINOVY
Chemical Testing, Autoanalysers DIIIIINIDINT IDIY 11919993 1117973
1 A P Albumin PPAON | Serum/Plasma 7059 /010 | Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
2 A P Alkaline Phosphatase | Alkaline Phosphatase Serum/Plasma nnYLa /01D | Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
3 A P Amylase DY [ Serum/Plasma nnYLa /01D | Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter .
4 A P Bilirubin (Total) (0553) p115°1 | Serum/Plasma nnYYs /019 | Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter .
5 A P CA 125 CA 125 Serum/Plasma D53 /0N | Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence-kit by -
Beckman Coulter
6 A P CA 153 CA 153 Serum/Plasma nnY59 /0179 | Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence-kit by -
Beckman Coulter
7 A P CA19.9 CA19.9 Serum/Plasma NNYYS /011 | Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence kit by ---
Beckman Coulter
8 A P Calcium 119 [ Serum/Plasma nnDY9 /01D | Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) kit by Beckman Coulter -
9 A P CEA CEA Serum/Plasma 7ND59 /01D | Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence-kit by —
Beckman Coulter
10 A P Chloride T3 [ Serum/Plasma nnYYa /019 | Indirect ISE (lon Selective AU5800
(LiHeparine) (LiHeparine) | Electrode) -
1 (A P Cholesterol 91700513 | Serum/Plasma nnYYa /oYY | Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
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/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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 19555 194993993 , 1194923 - INIDT ,ININ? 9D : DI IINOVY
Chemical Testing, Autoanalysers DIIIIINIDINT IDIY 11919993 1117973
12 A P C-Reactive Protein C-Reactive Protein Serum/Plasma nnYYa /01D | Immuno-Turbidimetric AU5800
(LiHeparine) (LiHeparine) | high sensitivity —
kit by Beckman Coulter
13 A P Creatine Kinase (CK) | Creatine Kinase (CK) Serum/Plasma nnYYa /0119 | Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
14 A P Creatine Kinase -MB | Creatine Kinase -MB Serum/Plasma nnoYa /0119 | Colorimetric-endpoint AUS5800
lisoenzyme (CK-MB) | lisoenzyme (CK-MB) (LiHeparine) (LiHeparine) kit by-Beckman Coulter -
15 A P Creatinine Creatinine Serum/Plasma nnDYa /01D | Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
16 A P Digoxin Digoxin Serum O [ Immunoassay/ DxI 800

Chemiluminescence kit by -
Beckman Coulter

17 A P Ferritin Ferritin Serum/Plasma NNY9 /DD [ Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence-kit by —
Beckman Coulter
18 [A P Folic acid ™19 N8N | Serum/Plasma nnY59 /0179 | Immunometric- DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence-kit by .
Beckman Coulter
19 A P GGT (Gama(y)- GGT (Gama(y)-glutamyl | Serum/Plasma nnYYa /0119 | Colorimetric-endpoint AUS5800
glutamyl transpeptidase) (LiHeparine) (LiHeparine) | kit by Beckman Coulter
transpeptidase)
20 |A P Glucose NP3 | Serum/Plasma nnYYs /019 | Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
21 A P Iron 5%11 | Serum/Plasma nnYYs /019 | Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
22 A P LDH (Lactate LDH (Lactate Serum/Plasma nnYYs /019 | Colorimetric-endpoint AUS5800
Dehydrogenase) Dehydrogenase) (LiHeparine) (LiHeparine) kit by Beckman Coulter
23 |A P Lipase WY | Serum/Plasma nnYYs /019 | Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter —
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Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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

119555 191999993 , 1191999 = AANIDY L JTIIN?I3 : OIS0 INOVY

Chemical Testing, Autoanalysers

DIIITINIVINI STV 5993 P73

24 A P Magnesium 0O | Serum/Plasma nnYYa /01D | Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter —
25 A P Phosphorus Phosphorus Serum/Plasma nnYYs /019 | Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
26 |A P Potassium WOWN | Serum/Plasma nnoYe /0119 | Indirect ISE (lon Selective AU5800
(LiHeparine) (LiHeparine) | Electrode) -
27 |A P Protein (Total) (999) 125N | Serum/Plasma nnYYs /019 | Colorimetric-endpoint AU5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
28 A P SGOT (Serum SGOT (Serum Glutamic | Serum/Plasma nnYYs /019 | Colorimetric-endpoint AUS5800
Glutamic Oxaloacetic | Oxaloacetic (LiHeparine) (LiHeparine) | kit by Beckman Coulter
Transaminase) Transaminase) ---
AST (Aspartate AST (Aspartate
aminotransferase) aminotransferase)
29 A P SGPT (Serum SGPT (Serum Glutamic | Serum/Plasma 1nY59 /0YY | Colorimetric-endpoint AUS5800
Glutamic Pyruvic Pyruvic Transaminase) (LiHeparine) (LiHeparine) kit by Beckman Coulter
Transaminase) ALT (Alanine -
ALT (Alanine aminotransferase)
aminotransferase)
30 A P Sodium 1M [ Serum/Plasma 7nD59 /01D | Indirect ISE (lon Selective AUS5800
(LiHeparine) (LiHeparine) | Electrode) -
31 A P Troponin | Troponin | Serum/Plasma nNDY9 /01D | Immunoassay/ DxI 800
(LiHeparine) (LiHeparine) | Chemiluminescence kit by _
Beckman Coulter
AccuTnl, Optimized
32 A P Urea Urea Serum/Plasma nnYYs /019 | Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter
33 A P Uric Acid Uric Acid Serum/Plasma nnYYa /0119 | Colorimetric-endpoint AUS5800
(LiHeparine) (LiHeparine) | kit by Beckman Coulter -
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Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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 19555 194993993 , 1194923 - INIDT ,ININ? 9D : DI IINOVY
Chemical Testing, Autoanalysers DIIIIINIDINT IDIY 11919993 1117973
34 A P Vitamin B12 Vitamin B12 Serum/Plasma D53 /0N | Immunometric- DxI 800
(Cyanocobalamin) (Cyanocobalamin) (LiHeparine) (LiHeparine) | Chemiluminescence-kit by -
Beckman Coulter
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/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical 1ISO 15189 :2012 Accreditation No. 115
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 - Endocrinology TINDPIZVIIN = INIDT ,IIN?IZ : DI NV
Biological Testing, Immunoassays by Autoanalysers DI IITINVVINI SIIIIININ MOV  INPNS13 1117573
35 A P AFP (Alpha AFP (Alpha Fetoprotein) [ Serum O [ Immunometric- DxI 800
Fetoprotein) Chemiluminescence kit by -
Beckman Coulter
36 A P Free T4 (FT4) Free T4 (FT4) Serum/Plasma nND52 /01D | Immunocompetitive- DxI 800
(Thyroxine, Free) (Thyroxine, Free) (LiHeparine) (LiHeparine) | Chemiluminescence kit by -
Beckman Coulter
37 A P FT3 (FreeT3) FT3 (FreeT3) Serum/Plasma 70059 /0170 | Immunocompetitive- DxI 800
(triiodothyronine, (triiodothyronine, Free) | (LiHeparine) (LiHeparine) | Chemiluminescence kit by -
Free) Beckman Coulter
38 A P PSA-free (Prostate PSA-free (Prostate Serum O [ Immunometric- DxI 800
Specific Antigen-free) | Specific Antigen-free) Chemiluminescence kit by
Beckman Coulter
Hybritech
39 A P PSA-total (Prostate PSA-total (Prostate Serum O [ Immunometric- DxI 800
Specific Antigen - Specific Antigen -total) Chemiluminescence kit by
total) Beckman Coulter
Hybritech
40 A P TSH (Thyroid TSH (Thyroid Serum/Plasma NNYYL /017 | Immunometric- DxI1 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 :2012 Accreditation No. 115
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, TIVIOPING PO TION 19592 A19I3 119073 = AANID Y, JIN? I3 : DI DNV
Hemodynamics and Oxymetry
Chemical Testing, Autoanalysers DINNINIVINI IOV 5119023 11177972
41 A P (K) Potassium WOUR | Whole blood (Na (Na Heparin) xon o7 [ Direct ISE (lon Selective Cobas b 221 .
Heparin) Electrode)
42 A P (Na) Sodium 171 | Whole blood (Na 7 (Na Heparin) xon o7 | Direct ISE (lon Selective Cobas b 221 .
Heparin), Plasma N9 | Electrode)
43 A P (PCO2) Carbon (PCO2) Carbon dioxide, | Whole blood (Na (Na Heparin) x5n o7 | Direct ISE (lon Selective Cobas b 221
dioxide, Partial Partial Pressure Heparin) Electrode) ---
Pressure
44 A P (PO2) Oxygen, Partial | (PO2) Oxygen, Partial Whole blood (Na (Na Heparin) x5n o7 | Amperometry Cobas b 221 .
Pressure Pressure Heparin)
45 A P (SO,%) Oxygen (SO,%) Oxygen Whole blood (Na (Na Heparin) xon o7 [ Light absorption in whole Cobas b 221 N
Saturation, Saturation, Heparin) blood
46 A P BE (Base excess) BE (Base excess) Whole blood (Na (Na Heparin) x5n o7 | Calculated Cobas b 221 Calculated
Heparin)
47 A P Ca?*(lonized calcium) | Ca?*(lonized calcium) Whole blood (Na (Na Heparin) x5n o7 | Direct ISE (lon Selective Cobas b 221
Heparin) Electrode)
48 A P CO.Hb CO.Hb Whole blood (Na (Na Heparin) xon o7 Spectrophotometr Cobas b 221 .
(Carboxyhemoglobin) | (Carboxyhemoglobin) Heparin) P P Y
49 A P Glucose M9 [ Whole blood (Na (Na Heparin) x5n o7 | Amperometry Cobas b 221
Heparin)
50 A P HCO3 (Bicarbonate)  HCO3 (Bicarbonate) Whole blood (Na (Na Heparin) x5n o7 | Calculated Cobas b 221 Calculated
Heparin)
51 A P Lactate, (Lactic Acid) ™OP5 NN | Whole blood N9D DT | Amperometry Cobas b 221
52 A P Met.Hb (Met- Met.Hb (Met- Whole blood (Na (Na Heparin) x5n o7 Spectrophotometr Cobas b 221
hemoglobin) hemoglobin) Heparin) P P Y
53 A P pH pH Whole blood (Na (Na Heparin) xon o7 [ Hydrogen ion selective glass | Cobas b 221 .
Heparin) Electrode
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/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical 1ISO 15189 :2012 Accreditation No. 115
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 - Hematology, Blood Count AVO0 ,7INNVNN - ANIDT IINID : DI DNOVY
Biological Testing, Blood Count by Autoanalysers DIIIIZINIVINI 199D , DIIN513 7273
54 A P CBC (Complete Blood m595 07 N30 | Whole blood (K,EDTA) n9n o7 | Automated cell counter LH 780 Including all parameter listed
Count) (K.EDTA) below
55 A P Basophils Basophils Whole blood (K:EDTA) x50 o7 | Automated cell counter LH 780 .
(KEDTA)
56 A P Blasts Blasts Whole blood (K:EDTA) xon o7 | Automated cell counter LH 780 N
(K,EDTA)
57 A P Eosinophils Eosinophils Whole blood (K:EDTA) x50 o7 | Automated cell counter LH 780
(K,EDTA)
58 A P Hematocrit Hematocrit Whole blood (K:EDTA) x50 o7 | Automated cell counter LH 780 .
(K,EDTA)
59 A P Hemoglobin P253007 [ Whole blood (K.EDTA) non o7 [ Automated cell counter LH 780 N
(K.EDTA)
60 A P Hypercytosis Hypercytosis Whole blood (K,EDTA) n9n o7 | Automated cell counter LH 780
(K,EDTA)
61 A P Hypocytosis Hypocytosis Whole blood (K,EDTA) n9n o7 | Automated cell counter LH 780
(K.EDTA)
62 A P Left shift Left shift Whole blood (K:EDTA) xon o7 | Automated cell counter LH 780 i
(K.EDTA)
63 A P Lymphocytes Lymphocytes Whole blood (K:EDTA) x50 o7 | Automated cell counter LH 780
(K,EDTA)
64 A P Macrocytes Macrocytes Whole blood (K:EDTA) no» o7 | Automated cell counter LH 780
(K.EDTA)
65 A P MCH (Mean Cell MCH (Mean Cell Whole blood (K:EDTA) xon o7 | Automated cell counter LH 780 -
Hemoglobin) Hemoglobin) (K:EDTA)
66 A P MCHC (Mean Cell MCHC (Mean Cell Whole blood (K:EDTA) xon o7 | Automated cell counter LH 780
Hemoglobin Hemoglobin (K:EDTA)
Concentration) Concentration)
67 A P MCV (Mean Cell MCV (Mean Cell Whole blood (K,EDTA) non o7 | Automated cell counter LH 780 .
Volume) Volume) (K,EDTA)
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/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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 - Hematology, Blood Count AVO0 ,7INNVNN - ANIDT IINID : DI DNOVY
Biological Testing, Blood Count by Autoanalysers DIIIIZINIVINI 199D , DIIN513 7273

68 A P Microcytes Microcytes Whole blood (K:EDTA) x50 o7 | Automated cell counter LH 780
(K.EDTA)

69 A P Monocytes Monocytes Whole blood (K:EDTA) x50 o7 | Automated cell counter LH 780 .
(K.EDTA)

70 A P MPV (Mean Platelet | MPV (Mean Platelet Whole blood (K:EDTA) xon o7 | Automated cell counter LH 780 N
Volume) VVolume) (K,EDTA)

71 A P Neutrophils Neutrophils Whole blood (K:EDTA) x50 o7 | Automated cell counter LH 780
(Polymorphonuclears) | (Polymorphonuclears) (K.EDTA)

72 A P PCT (Platelets PCT (Platelets Whole blood (K:EDTA) x50 o7 | Automated cell counter LH 780 .
Hematocrit) Hematocrit) (K:EDTA)

73 A P PLT (Platelets) PLT (Platelets) Whole blood (K:EDTA) xon o7 | Automated cell counter LH 780 N
(K.EDTA)

74 A P RBC (Red Blood DTN 0T NN | Whole blood (K,EDTA) n9n o7 | Automated cell counter LH 780
Cells) (K.EDTA)

75 A P RDW (Red Blood Cell  RDW (Red Blood Cell | Whole blood (K:EDTA) no» o7 | Automated cell counter LH 780
Distribution Width) Distribution Width) (K,EDTA)

76 A P WBC (White Blood D25 DT NN | Whole blood (K:EDTA) xon o7 | Automated cell counter LH 780 i
Cells) (K:EDTA)
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/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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

TINNVN - ANIDY ,ININIIZ : DI I DNOYY

Biological Testing, Blood Cell Typing Manual smear

T NOYH 0 IND IPON DIPNINI MP273

77 A P Blood Smears or Blood Smears or Films: | Whole blood N9D D7 | Microscopy on Gimsa stained | Manual and
Films: Normal blood films slides. automatically spread
Normal blood films Young cells: Stabs, télookd smegrs tIJty
Young cells: Stabs, MetaMyelocytes, Ue_'c??San oulter
MetaMyelocytes, Myelocytes, '
Myelocytes, Promyrlocytes, Blasts. CELLAVISION DM96
Promyrlocytes, Blasts. | Atypical Lymphocytes.,
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.
78 A P Direct Anti Xa Direct Anti Xa inhibitor |Plasma (Na Citrate) (Na Citrate) nno9s | 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 :2012 Accreditation No. 115
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 - Hematology, Coagulation AV ,7INNON7 - ANIDT SINIII : DI DNV
Biological Testing, Autoanalysers OIIMITINIDINI SIDIY , IIN5193 107373
& A P D-Dimer D-Dimer Plasma (Na Citrate) (Na Citrate) 7059 Immunoturbidimetric kit by IL | ACL Top -—-
80 A P Fibrinogen W29 | Plasma (Na Citrate) (Na Citrate) nnoYs | Clot detection
Photometry ACL Top -
kit by IL
81 A P INR (International INR (International Plasma (Na Citrate) (Na Citrate) nnobs [ Calculation ACL Top .
Normalizing Ratio) Normalizing Ratio)
82 A P PT (ProthrombinTime) | PT (ProthrombinTime) | Plasma (Na Citrate) (Na Citrate) nno9a | Clot detection ACL Top
Photometry
kit by IL
83 A P PTT (Partial PTT (Partial Plasma (Na Citrate) (Na Citrate) nnoYs | Clot detection ACL Top
Thromboplastin Thromboplastin Time) Photometry -
Time) kit by 1L
84 A P TT (Thrombin Time) | TT (Thrombin Time) Plasma (Na Citrate) (Na Citrate) nnoYa | Clot detection ACL top
Photometry -
kit by IL
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NIT2uN NdNoAY N*'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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, Viruses 029203 ,7NI1399721 = ANIDT ,SINI3 : DI INOVY
Biological Testing, Non Culture Identification Ttyping - Immunoassays in DIIPITINIVINI DIPIIIIMIN WDV — 519399 NOZ JPONI 97790 , 519995992 1197973
Autoanalysers
85 A P Virus: HCV (Hepatitis | Virus: HCV (Hepatitis C | Serum O1Y |CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
C Virus) Ab Virus) Ab Abbott Kit - Microparticle Immuno Assay
86 A P Virus: Hepatitis. B Virus: Hepatitis. B Serum o170 [ CMIA ARCHITECT i2000sr
Surface Ag Surface Ag Abbott Kit
87 A P CMV IgG CMV 1gG Serum ONY |CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
(Citomegalovirus Ab) (Citomegalovirus Ab) Abbott Kit Microparticle Immuno Assay
88 A P CMV IgM CMV IgM Serum oMY (CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
(Citomegalovirus Ab) (Citomegalovirus Ab) Abbott Kit Microparticle Immuno Assay
89 A P Toxoplasma 1gG Toxoplasma 1gG Serum oMY (CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
Abbott Kit B Microparticle Immuno Assay
90 A P Toxoplasma IgM Toxoplasma IgM Serum oMY (CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
Abbott Kit B Microparticle Immuno Assay
91 A P Syphilis TP Ab Syphilis TP Ab Serum oMY (CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
Abbott Kit - Microparticle Immuno Assay
92 A P Rubella 1gG Rubella 1gG Serum oMY (CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
Abbott Kit - Microparticle Immuno Assay
93 A P Rubella IgM Rubella IgM Serum oMY (CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
Abbott Kit - Microparticle Immuno Assay
94 A P EBV VCA IgG EBV VCA IgG Serum 010 (CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
Abbott Kit B Microparticle Immuno Assay
95 A P EBV VCA IgM EBV VCA IgM Serum 010 CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
Abbott Kit B Microparticle Immuno Assay
96 A P EBV EBNA 1gG EBV EBNA IgG Serum 010 CMIA ARCHITECT i2000sr CMIA= Chemiluminescent
Abbott Kit - Microparticle Immuno Assay
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Sheba Medical Center
AIDS

Tel Hashomer 5265601
Israel
+972-3-530-3401
+972-3-530-3501
bakhanus@yahoo.com
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/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
Item | Scop Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
e Work station Interpretation
Type
Group of products: Health, Medicine - Microbiology, Viruses 09003 , /NP7 = INIDT ,STIN? I3 2 02919 SNV
Biological Testing, Non Culture Identification Typing - Immunoassays in DINPZTINIVINI SIIIIININIIN N0V — 1193951 N5 IPON) 9701 S19N5193 17773
Autoanalysers
97 |A P HIV Ab/Ag HIV Ab/Ag Serum/Plasma nnods /01D [ CMIA ARCHITECT CMIA= Chemiluminescent
- Microparticle Immuno Assay
Kit-HIV Ag/Ab Combo
98 A P HIV Ab/Ag HIV Ab/Ag Serum/Plasma oY/ 01D [ ELFA VIDAS ELFA=Enzyme Linked
- Fluorescent Assay
Kit VIDAS DUO (HIV5)
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E-Mail MatiMandel@sheba.health.gov.il
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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 - Blood Bank 07733 - INI1DY NN : 02139 NNOVY
Biological Testing, Immunoassays by Autoanalysers / manual DPIT/OINIDINIVINI SIPDINININ IOV NI 7773
99 A P Antibody screening Antibody screening Whole blood N9» D7 [ Agglutination Tube .
100 A P Antibody screening Antibody screening Whole blood N9» D7 [ Agglutination DiaMed Gel .
101 A P Antibody screening Antibody screening Whole blood N O7T [ Agglutination Auto-Vue System Automatic System
102 Cc P Antibody screening Antibody screening Whole blood Non D7 [ Agglutination iH-1000 System Automatic System
For type C details see list in
App. 4, BLB200-1-005 version
3
103 A P Blood type: A, B, O, |Blood type: A, B, O,, Whole blood N9» 07 [ Agglutination Tube using Gamma .
AB, Rh / Weak D Rh / Weak D reagents
104 A P Blood type: A, B, O, |Blood type: A, B, O, Whole blood N9» D7 [ Agglutination DiaMed Gel -
AB, Rh/Weak D AB, Rh/Weak D
105 A P Blood type: A, B, O, |Blood type: A, B, O, Whole blood N9» D7 [ Agglutination Auto-Vue System . Automatic System
AB, Rh/Weak D AB, Rh/Weak D
106 A P Blood type: A, B, O, | Blood type: A, B, O, Whole blood NOn D7 [ Agglutination iH-1000 System Automatic System
AB, Rh/ Weak D AB, Rh / Weak D
107 A P Compatibility NONNN | Whole blood NOD OT (AT Tube L IAT=Indirect Anti globulin
Test
108 A P Compatibility NONNN | Whole blood Non o7 | AT DiaMed Gel .
109 A P Compatibility NONNN | Whole blood NOD DT|IS Tube I1S= Immediate Spin
110 A P Serologic confirmation | Serologic confirmation | Whole blood N OT [ Agglutination Tube L
of ABO/Rh of ABO/Rh
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Sheba Medical Center
Coagulation Laboratory
Tel Hashomer 5265601
Israel

+972-3-530-2105
+972-3-535-1568
nuritros@sheba.health.gov.il
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Department:  Testing Laboratory-Medical 1ISO 15189 :2012 Accreditation No. 115
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 - Hematology, Coagulation AV ,7INNON7 - ANIDT SINIII : DI DNV
Biological Testing, Autoanalysers DIIPSINIVINI OOV, PNI3 P73
111 A P Antithrombin Antithrombin Plasma, (Na Citrate) nnoos | Chromogenic ACL Top .
(Na Citrate) Kit Liquid ATIII: IL
112 A P APCR (Activated APCR (Activated Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
Protein C Resistance) | Protein C Resistance) (Na Citrate) Kit FV Leiden APCR V:IL
113 A P CAC (Circulating Anti | CAC (Circulating Anti | Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
Coagulant) Coagulant) (Na Citrate) Silica clotting time Kit: IL
dRVVT Screen: IL
dRVVT Confirm : IL
114 A P Dabigatran Direct thrombin Plasma (Na Citrate) nnoba [ Modified dilute thrombin time | ACL Top
inhibitor assay [DT1] (Na Citrate) DTl reagent: IL
115 A P Factor 1l Factor 11 Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top DP- Deficient plasma
(Na Citrate) Factor Il DP:IL
PT Recomboplastin: IL
116 A P Factor 1X Factor 1X Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
(Na Citrate) Factor IXDP: IL -
PTT Synthasil IL
117 A P Factor V Factor V Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
(Na Citrate) Factor V DP:IL -—-
PT Recomboplastin: 1L
118 A P Factor VII Factor VII Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
(Na Citrate) Factor VII DP:IL -
PT Recomboplastin: 1L
119 A P Factor VIII Factor VIII Plasma, (Na Citrate) nmnobs | Clot detection photometry ACL Top
(Na Citrate) Factor VIII DP: 1L -
PTT Synthasil IL
120 A P Factor X Factor X Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
(Na Citrate) Factor X DP:IL -
PT Recomboplastin: IL
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Department:  Testing Laboratory-Medical 1ISO 15189 :2012 Accreditation No. 115
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 - Hematology, Coagulation AV ,7INNON7 - ANIDT SINIII : DI DNV
Biological Testing, Autoanalysers DINPZINIVINI IOV 5190513 7773
121 A P Factor XI Factor XI Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
(Na Citrate) Factor XI DP: IL -
PTT Synthasil IL
122 A P Factor XII Factor XII Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
(Na Citrate) Factor XII DP: 1L
PTT Synthasil IL
123 A P Free Protein S antigen | Free Protein S antigen Plasma, (Na Citrate) nnobs | Immun-agglutination ACL Top .
(Na Citrate) Kit free Protein S: IL
124 A P Inhibitor to clotting Inhibitor to clotting Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
factor factor (Na Citrate) See specific factors -
125 A P INR Recomboplastin | INR Recomboplastin Plasma, (Na Citrate) nnobs | Calculation ACL Top
2G (International 2G (International (Na Citrate) -—-
Normalized Ratio) Normalized Ratio)
126 A P Protein C Protein C Plasma, (Na Citrate) nnoba | Chromogenic ACL Top
(Na Citrate) Kit HemosIL protein C : IL
127 A P PT Recomboplastin PT Recomboplastin 2G | Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
2G (Prothrombin Time | (Prothrombin Time %) | (Na Citrate) Reagent: IL -
%)
128 A P PTT Synthasil (Partial | PTT Synthasil (Partial Plasma, (Na Citrate) nnobs | Clot detection photometry ACL Top
Thromboplastin Time) | Thromboplastin Time) [ (Na Citrate) Reagent: IL
129 A P VWEF (Von VWEF (Von Willebrand | Plasma, (Na Citrate) nnobs | Immun-agglutination VWF ACL Top
Willebrand Factor) Factor) antigen (Na Citrate) Antigen: IL -
antigen
130 A P VWF:RCO Von Willebrand factor [ Plasma (Na Citrate) nnobs | Latex particles ACL Top
rlstt_oc_ftln cofactor (Na Citrate) immunoturbidimetric assay .
activity VWF:RCO kit: IL
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/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115

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 - Hematology, Coagulation AYIIP ,FINNON7 - ANIDT SIN?ID : 02 IN DNV
Biological Testing, Immunoassays DVLINIMIN IOV N5V 7?73
131 A P Diagnosis of Hit- Diagnosis of HIT- Serum 09 | Immunoagglutination by ID Card centrifuge,

Heparin Induced Heparin Induced PaGIA kit from Biorad Diamed -—-
Thrombocytopenia Thrombocytopenia
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Item [Scope| Site
Type

Types of Test / Properties Measured

Materials / Samples Tested

Test principle / Characteristics

Equipment used /
Work station

Opinion and Remarks

Interpretation

Group of products: Health, Medicine - Hematology, Coagulation

AW ,7N0DA = ANIDY JINII : DI PPOVY

Biological Testing, M

olecular Methods

TIINIIIIN VIV NSN3 972

132 A P

Factor V Leiden

Factor V Leiden

Whole blood (DNA)

(DNA) non o7

SNP Detection by
TagMan with specific
fluorescent probes

RT PCR ABI 7500
Applied Biosystem

RT-PCR= Real time
Polymerase Chain Reaction

SNP- Single Nucleotide
polymorphism

133 A P FVII 244, 353 A244V, R353Q Whole blood (DNA) (DNA) x5n o7 | SNP Detection by TagMan RT PCR ABI 7500 244- C10648T
with specific fluorescent Applied Biosystem - 353-G10976A
probes

134 A P FX1 type I, 11 FX1 type 11, 1 Whole blood (DNA) (DNA) x5n 01| SNP  Detection by TagMan RT PCR ABI 7500 Type I1- T901C

with specific fluorescent
probes

Applied Biosystem

Type lI- G1716A

135 A P

HPA 1,2,3,5,9,15

HPA 1,2,3,5,9,15

Whole blood (DNA)

(DNA) x5n o7

SNP Detection by TagMan
with specific fluorescent
probes

RT PCR ABI 7500
Applied Biosystem

HPA- human Platelet antigen

136 A P

MTHFR C677T
(Methylenetetrahydrof
olate reductase)

MTHFR C677T
(Methylenetetrahydrofol
ate reductase)

Whole blood (DNA)

(DNA) n5n o7

SNP Detection
by TagMan with specific
fluorescent probes

RT PCR ABI 7500
Applied Biosystem

137 A P

Prothrombin G20210A

Prothrombin G20210A

Whole blood (DNA)

(DNA) nxon o7

SNP  Detection by
TagMan with specific
fluorescent probes

RT PCR ABI 7500
Applied Biosystem

138 C P

Size discrimination
assay

STR or small
insertion/deletion

Whole blood (DNA)

(DNA) Non o7

Size discrimination detection
with specific fluorescent
primer by sequencer

Sequencer ABI 3700

STR-short tandem repeats

For type C details see listSmall
deletion

F-COAG2380203

139 A P

Restriction enzyme
digestion, self ligation,
PCR amplification, gel

electro[horesis

Detection of intron 22
inversion, in F8 gene

Whole blood (DNA)

(DNA) nxon o7

Inverse shifting PCR

PCR gel electrophoresis

Common mutation in severe
Hemophilia A
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Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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, Coagulation

AYIID 7NNV = ANIDY ININIIZ : DI I INOYY

Biological Testing, Platelet function

DPOY SNPON 1IN M7 T3

140 A P Platelet aggregation Platelet aggregation for | Whole blood, (Na (Na Citrate) N9n o7 | Aggregation induced by ADP, | Aggram aggregometer
for bleeding evaluation | bleeding evaluation Citrate) Epinephrin, Collagen , Helena
Ristocetin from Helena, -
Diamed, Molab
141 A P Platelet aggregation Platelet aggregation for | Whole blood, (Na (Na Citrate) N9n o7 | Aggregation induced by ADP, | Aggram aggregometer
for monitoring anti monitoring anti platelet | Citrate) Epinephrin, Arachidonic acil, | Helena -
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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Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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: H

ealth, Medicine - Endocrinology

TN IZVIN = FINIDT ,SINIIZ : D299 INOVH

Biological Testing, Immunoassays by Autoanalysers

DIIITINIVINI SIPIDIINNIN IOV I3 17973

142 A P B-hCG (B- human B-hCG (B- human Serum OMY | Immunoassay/ Immulite 2000
Chorionic Chorionic Chemiluminescence -
Gonadotropin) Gonadotropin)
143 A P 25-OH-Vitamin D 25-OH-Vitamin D Serum O [ Immunoassay/ LIAISON XL N
Chemiluminescence
144 A P ACTH ACTH Plasma 9  Immunoassay/ Immulite 2000 .
Chemiluminescence
145 A P Aldosterone Aldosterone Serum O [ Immunoassay/ LIAISON XL
Chemiluminescence
146 A P Androstenedione Androstenedione Serum OMY [ Immunoassay/ Immulite 2000 .
Chemiluminescence
147 A P Calcitonin Calcitonin Serum 09 | Immunoassay/ Immulite 2000
Chemiluminescence -
148 A P Cortisol Cortisol Serum O [ Immunoassay/ Immulite 2000 .
Chemiluminescence
149 A P Cortisol (Free) Owan) MV Urine 24 HR MYV 24 \NY NOX | Immunoassay/ ARCHITECT il2000sr .
Chemiluminescence
150 A P C-peptide C-peptide Serum O | Immunoassay/ Immulite 2000
Chemiluminescence
151 A P DHEA-S DHEA-S Serum O [ Immunoassay/ Immulite 2000
(Dehydroepiandrostero | (Dehydroepiandrosteron Chemiluminescence
neSulfate) eSulfate)
152 A P FSH (Follicular FSH (Follicular Serum 09 | Immunoassay/ Immulite 2000
Stimulating Hormone) | Stimulating Hormone) Chemiluminescence
153 A P GH (Growth GH (Growth Hormone) | Serum OMY | Immunoassay/ Immulite 2000
Hormone) Chemiluminescence
154 A P IGF-1 (Insulin-like IGF-1 (Insulin-like Serum O [ Immunoassay/ Immulite 2000

Growth Factor 1)

Growth Factor 1)

Chemiluminescence
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Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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 ITVIN = ANIOT ,SINI I3 : D299 DNOVNH

Biological Testing, Immunoassays by Autoanalysers

DIIITINIVINI SIPIDIINNIN VY NSN3 17973

155 A P Insulin PNOMN | Serum O [ Immunoassay/ Immulite 2000
Chemiluminescence
156 A P LH (Luteinizing LH (Luteinizing Serum OMY [ Immunoassay/ Immulite 2000 .
Hormone) Hormone) Chemiluminescence
157 A P PRL (Prolactin) PRL (Prolactin) Serum O [ Immunoassay/ Immulite 2000 .
Chemiluminescence
158 A P Progesterone NIVOINI | Serum 09 | Immunoassay/ Immulite 2000
Chemiluminescence
159 A P PTH-1 (Para Thyroid | PTH-I (Para Thyroid Plasma 70O | Immunoassay/ Immulite 2000
Hormone-Intact) Hormone-Intact) Chemiluminescence
160 A P Renin Direct Renin Direct Plasma 70O | Immunoassay/ LIAISON XL
Chemiluminescence
161 A P Sex Hormone Binding | Sex Hormone Binding Serum O [ Immunoassay/ Immulite 2000
Globulin (SHBG) Globulin (SHBG) Chemiluminescence
162 A P Testosterone NIVDIVDY [ Serum O [ Immunoassay/ Immulite 2000
Chemiluminescence
163 A P Thyroglobulin Thyroglobulin Serum O [ Immunoassay/ Immulite 2000 .
Chemiluminescence
164 A P Thyroglobulin Ab Thyroglobulin Ab Serum OV | Immunoassay/ Immulite 2000 .
Chemiluminescence
165 A P TPO Ab (Thyroid TPO Ab (Thyroid Serum 09 | Immunoassay/ Immulite 2000
Peroxidase-Ab) Peroxidase-Ab) Chemiluminescence
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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 ITVIN = ANIOT ,SINI I3 : D299 DNOVNH

Biological Testing, Manual Immunoassays

TP IIIIIININ MUY, DIINI5193 1197973

166 A P 11-deoxy Cortisol, 11-deoxy Cortisol, Serum O1Y |RIA DIAsource
(Comp S) (Comp S) ImmunoAssays
167 A P Antimullerian Antimullerian hormone | Serum OMY [ ELISA (Enzyme-Linked Beckman Coulter Kit .
hormone (AMH) (AMH) Immunosorbent Assay) (Genll)
168 A P GAD Ab (Glutamic GAD Ab (Glutamic Serum OMY [ ELISA (Enzyme-Linked RSR Elisa Kit
Acid Decarboxylase | Acid Decarboxylase Ab) Immunosorbent Assay)
Ab)
169 A P Progesterone 17-OH | Progesterone 17-OH Serum OMY [ ELISA (Enzyme-Linked IBL Elisa Kit
(Progesterone 17- (Progesterone 17- Immunosorbent Assay) -
Hydroxy) Hydroxy)
Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
Type Work station Interpretation
Item
Group of products: Health, Medicine - Endocrinology TN IVIIN = FINIDY SN I3 : 02999 DNV
Chemical Testing, Chromatography IOIMVIIID 191992 P73
170 A P Glycated HbAIC Glycated HbAIC Whole blood Non DT [HPLC Variant Il Turbo 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 / Characteristics Equipment used / Opinion and Remarks
Type Work station Interpretation
Group of products: Health, Medicine - Microbiology, Viruses 0920, 7NIVIVI78 = INIDT IINYIZ : 0PI INDVD
Biological Testing, Non Culture Identification Typing - Immunoassays in DIIPITINIVINI DIIIIIMNIN TIVIY — 5123997 NOZ )PONI 97790 , 5199959992 1197973
Autoanalysers
171 Cc P Virus: Hepatitis A Ab | Virus: Hepatitis A Ab Serum 01V | CEIA Architect Abbott Kit CEIA- Immunoassay
(Igm) (IgM) Microparticle
. Chemiluminescent
For type C details see list
GAS1001220-1 7012
172 C P Virus: Hepatitis B Virus: Hepatitis B Core | Serum oMY [ CEIA Acrchitect Abbott Kit For type C details see list
Core Ab (Total) Ab (Total) GAS1001225-1 7an
173 C P Virus: Hepatitis Be. | Virus: Hepatitis B e. Ab [ Serum 01V | CEIA Architect Abbott Kit For type C details see list
Ab GAS1001223-1 71
174 C P Virus: Hepatitis B e. | Virus: Hepatitis B e. Ag | Serum 01V | CEIA Architect Abbott Kit For type C details see list
Ag GAS1001224-1 701
175 C P Virus: Hepatitis. B Virus: Hepatitis. B Core | Serum oMY [ CEIA Acrchitect Abbott Kit For type C details see list
Core Ab (IgM) Ab (IgM) GAS1001226-1 701
176 C P Virus: Hepatitis.A Ab | Virus: Hepatitis.A Ab Serum 01V | CEIA Architect Abbott Kit For type C details see list
19G G GAS1001221-1 %01
177 C P Virus: Hepatitis.B Virus: Hepatitis.B Serum O1Y | CEIA Architect Abbott Kit For type C details see list
Surface Ab Surface Ab - GAS1001222-2 Y
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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
Item

Group of products: Health, Medicine - Microbiology, Viruses

029903 ,71MIPD)9790 - ANIDY , JIN?IS : DI I INOVUH

Biological Testing, M

olecular Methods

ININNTIM MOV ,N5123 197993

178

A P Virus: Hepatitis B Virus: Hepatitis B DNA | Serum/ Plasma NnY2e/00P [ RT PCR GeneXpert
DNA Quantitative Quantitative -
179 A P Virus: Hepatitis. C Virus: Hepatitis. C RNA [ Serum/ Plasma NnY5e/0P | RT PCR GeneXpert
RNA Quantitative Quantitative
Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
T Work station Interpretation
ype
Item

Health, Medicine - Chemistry, Toxicology and Pharmacology

TINZNPNID) FININIIOIV , 1191999 = ANIDY ,JIIN?I3 : OIS0 NNOVY

Biological Testing, Immunoassays

TIIINININ VY I3 1107972

180

A

P

Adalimumab Ab

Therapeutic drug Serum 09 | Immunoassay In house procedure/

antibody monitoring sQll
181 A P Therapeutic drug Infliximab Ab Serum O [ Immunoassay In house procedure/

antibody monitoring sQll
182 A P Therapeutic drug Adalimumab Serum O | Immunoassay In house procedure/

monitoring SQIl -
183 A P Therapeutic drug Infliximab Serum O [ Immunoassay In house procedure/

monitoring sQll -
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Organization name  Sheba Medical Center

Laboratory name Hematology Laboratory
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Phone +972-3-530-2356

Fax +972-3-530-3506

E-Mail nira.bloom@sheba.health.gov.il
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T Work station Interpretation
ype
Group of products: Health, Medicine — Hematology PNNVNN - ANIDT IINIT 1 DIINN NNAYN

Biological Testing, Cell Typing by FACS Analysis

FACS -3 0857 199N 5919095993 117273

184 A P Cell Markers Cell Markers Bone marrow, peripheral v 9PN DT,08Y N1 | Immunofluorescence by Flow | Bekman Coulter
i an .
blood, body fluids Cytometry Navious
On whole bone marrow or
Ficol separated cells.
Using monoclonal and -
polyclonal Antibodies.
Reagents of: Beckman
Coulter, Becton Dickinson,
Dako, e-Bioscience, IQP,
Invitrogen, Biolegend
185 A P Cell Markers Cell Markers Bone marrow, peripheral ™) 29PN 07,08y N1 | Immunofluorescence by Flow | Canto I FACS = Fluorescence
Diagnosis and follow | Diagnosis and follow up | blood, body fluids M| Cytometry Activated Cell Sorter
up of: of: - :
Lymphomas, NB, Lymphomas, NB, PNH, Ficol separated cells. —
PNH. MDS MDS ) NB = Neuroblastoma
, Using monoclonal and PNH = Paroxysmal nocturnal
MRD of ALL and MRD of ALL and CLL. polyclonal Antibodies. h I b .
CLL. Quantization of stem emoglobinura

Quantization of stem
cells in transplants
from peripheral blood
stem cell collections,
B.M, cord blood and
after T cells depletion
or CD34 enrichment.

Identify lymphocyte
subpopulations in
peripheral blood.
DNA content and Cell
Cycle.

See the test above

cells in transplants from
peripheral blood stem
cell collections, B.M,
cord blood and after T
cells depletion or CD34
enrichment.

Identify lymphocyte
subpopulations in
peripheral blood.
DNA content and Cell
Cycle.

See the test above

Reagents of: Beckman Coulter,
Becton Dickinson, Dako, e-
Bioscience, IQP, Invitrogen,
Biolegend

MDS = Myelodysplastic
syndromes

MRD = Minimal residual
disease
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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 PNNVNN - ANIDT IINID : DI NNOVY
Biological Testing, Blood Cell Typing, Manual smear NP AUV 07 INST ION 11995193 1197973
186 A P Blood Smears or Blood Smears or Films: | Whole blood N91 D7 | Microscopy on Gimsa stained
Films: Normal blood films slides.
Normal blood films Young cells: Stabs,
Young cells: Stabs, MetaMyelocytes,
MetaMyelocytes, Myelocytes,
Myelocytes, Promyrlocytes, Blasts.
Promyrlocytes, Blasts. | Atypical Lymphocytes.,
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.
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Type Work station Interpretation

Group of products: Health, Medicine - Hematology, Hematologic Cytogenetics

IINZNODA API0INVIY , INNNON - ANIDT , JINPIZ : DI DHOoVH

Biological Testing, Cariotyping/Chromosome Analysis

TI9IMI I3 79T/ IO VIYING , I3 17973

187 A P

Karyotype analysis of
Hematological
diseases and
malignancies: AML,
CML, ALL, MDS,
Lymphomas.

Other malignancies:
NB, PNET

Karyotype analysis of
Hematological diseases
and malignancies: AML,
CML, ALL, MDS,
Lymphomas.

Other malignancies: NB,
PNET

Bone marrow, peripheral
blood

29PN DT, 08y NN

Light microscopy on G banded
chromosomes

Microscope (Nikon) and
computerized image
acquisition and analysis
system for karyotyping
(ASI)

AML, ALL= Acute leukemias
CLL, CML= Chronic
leukemias

MDS = Myelodysplastic
syndromes

NB = Neuroblastoma

PNET = Primitive
neuroectodermal tumors

Item Scope | Site

Type

Types of Test / Properties Measured

Materials / Samples Tested

Test principle / Characteristics

Equipment used /
Work station

Opinion and
Interpretation

Remarks

Group of products: He

alth, Medicine - Hematology, Hematologic Cytogenetics

IINZNODA API0INVIY , INNNON - ANIDT , JINPIZ : DI DHOoVH

Biological Testing, FISH FISH ,m15193 mp273
188 A P Molecular cytogenetic | Molecular cytogenetic Bone marrow, peripheral 9p°N BT, B3V N | FISH Fluorescent microscope
Diagnosis and follow-up | Diagnosis and follow-up of [ blood
of ALL: ber/ablES, +4,+ | ALL: ber/ablES, +4,+ .
6,+10, +17,+21), 6,+10, +17,+21),
t(12;21),12p-, 9p21-, t(12;21),12p-, 9p21-, MLL
MLL rearrangements. rearrangements.
189 A P Molecular cytogenetic | Molecular cytogenetic Bone marrow, peripheral 9p>N DT ,03Y NN | FISH Fluorescent microscope

Diagnosis and follow-up
of AML: 1(8;21), inv(16),

1(15;17), -5/5931-, -

7/7931-, +8, 20g-.

+8, MLL rearrangements,

Diagnosis and follow-up of
AML: t(8;21), inv(16), +8,
MLL rearrangements,
1(15;17), -5/5931-, -7/7¢31-,
+8, 20q-.

blood
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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, Hematologic Cytogenetics

IINSONA FPIOINVIY , FINNON - ANIDT ,JINPIS : B2 II INOVUH

Biological Testing, FISH

FISH 5099015193 mps7a

190 A P Molecular cytogenetic | Molecular cytogenetic Bone marrow, peripheral 9N BT, 03V N0 | FISH Fluorescent microscope
Diagnosis and follow-up | Diagnosis and follow-up of [ blood
of Anaplastic Large T- Anaplastic Large T-Cell
Cell Lymphoma: t(2;5). Lymphoma: t(2;5).

Follicular Lymphoma: Follicular Lymphoma:
t(14;18), IGH t(14;18), IGH
rearrangements. rearrangements.

Mantle Cell Lymphoma: | Mantle Cell Lymphoma:
t(11;14), 13914.3-, IGH t(11;14), 13g14.3-, IGH
rearrangements. rearrangements. -
Burkitt's Lymphoma: Burkitt's Lymphoma:
t(8;14), C-MYC t(8;14), C-MYC
rearrangements. rearrangements.

Diffuse Large B-cell Diffuse Large B-cell
Lymphoma: BCL6(3027) | Lymphoma: BCL6(3q27)
rearrangements. rearrangements.

MALT Lymphoma: MALT Lymphoma:
MALT1 (18g21) MALT1 (18q21)
rearrangements. rearrangements.

191 A P Molecular cytogenetic | Molecular cytogenetic Bone marrow, peripheral 92N 07,03V N0 | FISH Fluorescent microscope
Diagnosis and follow-up | Diagnosis and follow-up of | blood .
of CLL: +12, - p53, CLL: +12, - p53, 13q14-,
13q14-, 11q-, 60-. 11g-, 69-.

192 A P Molecular cytogenetic | Molecular cytogenetic Bone marrow, peripheral 9p°N BT, DY NN | FISH Fluorescent microscope
Diagnosis and follow-up | Diagnosis and follow-up of | blood L
of MDS: -5/5q31-, - MDS: -5/5¢31-, -7/7q31-,
7/7q31-, +8, 20q-. +8, 20q-.

193 A P Molecular cytogenetic | Molecular cytogenetic Bone marrow, and solid DPHN ONTH,08Y NN | FISH Fluorescent microscope FISH = Fluorescent In Situ
Diagnosis and follow-up | Diagnosis and follow-up of | tumors Hybridization
of Neuroblastoma, N- Neuroblastoma, N-MYC -
MY C amplification, - amplification, -MLL.

MLL.

194 A P Molecular cytogenetic | Molecular cytogenetic Bone marrow, peripheral 9p°N BT, DY NN | FISH Fluorescent microscope
Diagnosis and follow-up | Diagnosis and follow-up of | blood
of CML: ber/abl , ber/ablES,

CML.: ber/abl, ber/ablES, | ber/abl-dual fusion. ---
ber/abl-dual fusion. CML blast crisis:
CML blast crisis: ber/ablIES, +8.
ber/ablIES, +8.
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Group of products: Health, Medicine - Hematology, Hematologic Cytogenetics IINN0N7 APIOINVIY NN - NI TIN?IZ : DI I NIV
Biological Testing, FISH FISH 5199015993 mp273
195 A P Molecular cytogenetic | Molecular cytogenetic Bone marrow, and solid PR ONTH,08Y NN | FISH Fluorescent microscope
Diagnosis and follow-up | Diagnosis and follow-up of [ tumors
of Ewing Sarcoma: t(11;22). ---
Ewing Sarcoma:
1(11;22).
196 A P Molecular cytogenetic | Molecular cytogenetic Bone marrow, peripheral 9N BT, B3V N | FISH Fluorescent microscope
Diagnosis and follow-up | Diagnosis and follow-up of | blood
of Post-Allogeneic BMT: -
Post-Allogeneic BMT: XXIXY
XXIXY
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Group of products: Health, Medicine - Hematology

FINZIVPA — ANIDT , JINPIA : B2 IID IHOVH

Biological Testing, M

olecular Methods

DIINSIPIN MOV , IINI2 119973

197

A

P

Molecular Biology - Molecular Biology Bone marrow, peripheral ,’9i7°1 BT, 03V N1 | Multiplex PCR Multiplex PCR ALL= Acute Lymphoblastic
BCR-ABLPCRfor  BCR-ABLPCRfor | P100d Leukemia
CML and ALL CML and ALL patients
Patients CML= Chronic Myeloid
Leukemia
198 A P Real Time PCR for Real Time PCR for Bone marrow, peripheral 9{2°N 07,03V NN | Real Time-PCR Real Time-PCR

detection of JAK2
V617F mutation

detection of JAK2
V617F

blood

Date of signature  18.06.2020

Page No. 40 of: 74




; )1 NIT2UN NDNDAY N'NINTA NIWTA
‘ ‘/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2012

Name and Address:
Organization name

Laboratory name
Address

Phone

Fax
E-Mail

Date of signature  18.06.2020

Sheba Medical Center

Lipids and Atherosclerosis Laboratory
Tel Hashomer 5265601

Israel

+972-3-530-2940

+972-3-530-4431
joseph.roitelman@sheba.health.gov.il
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ype
Group of products: Health, Medicine - Chemistry, General Biochemistry 39553 1191999123 , 1194992 = INIDY L IIN? I3 : D990 INOVY
Chemical Testing, Autoanalysers DIIIZINIVINI MOV 119073 17273
199 A P Apolipoprotein Al Apolipoprotein Al Plasma, Serum 01D, NN | Immunoturbidometric Olympus AU480 / kit
by Beckman Coulter -
200 A P Apolipoprotein B Apolipoprotein B Plasma, Serum D179 ,71oY8 [ |Immunoturbidometric Olympus AU480/ kit
by Beckman Coulter -
201 A P Apolipoprotein Cll Apolipoprotein ClI Plasma, Serum 01D, NN | Immunoturbidometric Olympus AU480 / kit
by Kamiya .
202 A P Apolipoprotein ClII Apolipoprotein ClII Serum 079 | Immunoturbidometric Olympus AU480 / kit
by Kamiya -
203 A P Cholesterol 517009 | Plasma, Serum DD ,NNY29 | Enzymatic /Colorimetric Olympus AU480 / kit
by Beckman Coulter
204 A P HDL (High Density HDL (High Density Plasma, Serum 019,78 [ Enzymatic /Colorimetric Olympus AU480/ kit
Lipoprotein) Lipoprotein) cholesterol by Beckman Coulter
cholesterol
205 A P High sensitive C— High sensitive C— Plasma, Serum DD ,MnYY8 [ Immunoturbidometric Olympus AU480 / kit .
reactive protein reactive protein by Beckman Coulter
206 A P LDL (Low Density LDL (Low Density Plasma, Serum DD ,MNYYa [ Enzymatic /Colorimetric Olympus AU480/ kit
Lipoprotein) Lipoprotein) cholesterol by Beckman Coulter -
cholesterol
207 A P Lipoprotein (a) Lipoprotein (a) Plasma, Serum 019,718 [ Immunoturbidometric Olympus AU480/ kit by .
Kamiya
208 A P Triglycerides Triglycerides Plasma, Serum DD ,MNYY8 [ Enzymatic /Colorimetric Olympus AU480/ kit .
by Beckman Coulter
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ISO/IEC 17025:2017

Sheba Medical Center

Clinical Toxicology & Pharmacology
Tel Hashomer 5265601

Israel

+972-3-530-2358

+972-3-535-1596
Michal.Rotenberg@sheba.health.gov.il

Page No. 43 of:

74

Accreditation No. 115


mailto:Michal.Rotenberg@sheba.health.gov.il

NIT2uN NdNoAY N*'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115

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, Toxicology and Pharmacology TN TINIITPIV 1191993 = FINIDY SN I3 : D999 NSV
Chemical Testing, Autoanalysers DINNINIVINI IOV 511023 11177773
209 A P Acetyl Choline Acetyl Choline Esterase | RBC OXDYTN DT RN | EIman-Colorimetric Olympus 2700AU RBC=Red Blood Cell
Esterase In House reagents
210 o P Drugs of abuse OV NPV | Urine WY EMIT Olympus 2700AU EMIT=Enzyme Mediated
screening kit by Microgenics or Immunoassay Technique
Perrigo (LSD) For type C details see list
F-TOX 1490339-1
211 A P Creatinine Creatinine Urine MY [ Colorimetric Olympus 2700AU
kit by DRI
Microgenics.
212 C P Therapeutic drug MM NV MNIN NV | Serum/Plasma/Blood 07/MNYYa /7 B1Y [ CMIA, PETINIA, EMIT Acrchitect c4100 For type C details see listF-
monitoring - TOX 1490340-1
213 A P Pseudo Choline Pseudo Choline Esterase | Serum/Plasma DY / 01 [ Elman-Colorimetric Olympus 2700AU
Esterase Home made
214 A P ZPP (Zinc Proto ZPP (Zinc Proto Whole blood N9» O7 | hematofluorimeter Proto Fluor-Z
Porphyrin) Porphyrin) (Hematofluorimeter - -
Helena laboratories)
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T Work station Interpretation
ype
Group of products: Health, Medicine - Chemistry, Toxicology and Pharmacology TINZNTNIN TININZIOIIV , 119073 - INIDY SN I : DI I NIV
Chemical Testing, Chromatography 1299909112 51121922 1117773
215 A P Alcohol 99ma5x | Blood 07| Chromatography GC-HS/FID HS: Head Space
(HP 7830A) - FID: Flame lonization
Detector
216 A P Alcohol 29O | Urine VY | Chromatography GC-HS/FID .
(HP 7890A)
217 C P Amphetamines OXYRVMN [ Urine "V | Chromatography GC/MS GC/MS=Gas
(Agilent 7890 & Chromatography/Mass
Shimadzu QP2010)) - Spectroscopy
F- -For type C details see list
TOX 1490341-1
218 A P Cannabinoids O>PNWP | Urine "V | Chromatography GC/MS
(Agilent 7890 &
Shimadzu QP2010))
219 A P Cocaine and 912001 PRPIP | Urine MV | Chromatography GC/MS
metabolite (Agilent 7890 & -
Shimadzu QP2010))
220 A P Hippuric & M- Hippuric & M-Hippuric | Urine MV | Chromatography HPLC HPLC=High Pressure Liquid
Hippuric acid acid (Agilent 1100 & - Chromatography
Shimadzu LC-20AD)
221 A P Mandelic acid & PGA | Mandelic acid & PGA Urine "V | Chromatography HPLC
(Pheny! Glyoxylic (Phenyl Glyoxylic Acid) (Agilent 1100 & -
Acid) Shimadzu LC-20AD)
222 A P Opiates DXONIIN | Blood O7T [ Chromatography LC/MS (Micromass
Quattro Ultima Pt)
223 A P Opiates DYONNIN | Urine "V | Chromatography GC/MS
(Agilent 7890 &
Shimadzu QP2010))
224 A P Opiates DYONNIN | Urine MV | Chromatography LC/MS (Micromass
Quattro Ultima Pt)
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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, Toxicology and Pharmacology TINZNTNIN TININZIOIIV , 119073 - INIDY SN I : DI I NIV
Chemical Testing, Chromatography 1299909112 51121922 1117773
225 C P Amphetamines OXYRVMN [ Urine MV | Chromatography LC/MS (Micromass F--For type C details see list
Quattro Ultima Pt) TOX 1490341-1
226 A P Cocaine and 91200 PR | Urine and blood 0T NV | Chromatography LC/MS (Micromass
metabolite Quattro Ultima Pt)
227 A P Cannabinoids O>PNWP | Urine "V | Chromatography LC/MS (Micromass
Quattro Ultima Pt)
228 A P Cannabinoids OXTNIP | Blood 07| Chromatography LC/MS (Micromass
Quattro Ultima Pt)
229 A P Phenol 519 [ Urine MY [ Chromatography HPLC
(Agilent 1100 & ---
Shimadzu LC-20AD)
230 A P tt(trans, trans)- tt(trans, trans)-Muconic | Urine MY [ Chromatography HPLC
Muconic acid acid (Agilent 1100 &
Shimadzu LC-20AD)
231 A P S-Phenyl mercapturic | 171109P0-5739 N¥MIN Urine MV | Chromatography LC/MS (Micromass
acid Quattro Ultima Pt)
232 A P Methadone&EDDP 2120 TN Urine and blood 0T NV | Chromatography LC/MS (Micromass
Quattro Ultima Pt) -
233 A P Voriconazole MPM Plasma and serum DYDY NNY59 | Chromatography LC/MS (Micromass
Quattro Ultima Pt) -
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Group of products: Health, Medicine - Chemistry, Toxicology and Pharmacology TIINZNTNIN TININZITIIV , 19973 - AANIDT SN 9T 1 DI NNAYN

Chemical Testing, Spectroscopy MNNPOIIVTOD 11191993 973

234 A P Cadmium OYNTP | Urine MV | Spectroscopy AAS
Perkin-Elmer -—-
Analyst800

235 A P Cadmium OYnTP | Whole blood N1 D7 | Spectroscopy AAS
Perkin-Elmer ---
Analyst800

236 A P Chrome O3 | Urine NV [ Spectroscopy AAS

Perkin-Elmer
Analyst800 & Varian
AA280Z

237 A P Cobalt V52D | Urine NV [ Spectroscopy AAS
Perkin-Elmer ---
Analyst800

238 A P Lead nI9W [ Urine MV | Spectroscopy AAS
Perkin-Elmer -
Analyst800

239 A P Lead n79W [ Whole blood NDD DT | Spectroscopy AAS
Perkin-Elmer -
Analyst800

240 A P Nickel 57 | Urine MV | Spectroscopy AAS
Perkin-Elmer -
Analyst800

241 A P Zinc NAN | Serum O [ Spectroscopy AAS
Perkin-Elmer -
Analyst800

242 A P Copper NI | Urine MV | Spectroscopy AAS
Perkin-Elmer
Analyst800

243 A P Copper nYINY | Serum OV [ Spectroscopy AAS
Perkin-Elmer
Analyst800
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Item | Scope| Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
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ype
Group of products: Health, Medicine - Chemistry, Toxicology and Pharmacology TINZNTNIN TININZITIV , 19073 - ANIDT SN IZ 1 DI NNIYN
Chemical Testing, Spectroscopy WAFOII0PTIV 119273 17773
244 A P Tri-Chloro-Acetic acid |  Tri-Chloro-Acetic acid | Urine 1nw | Colorimetric Spectrophotometer .
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Item Scope | Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
T Interpretation
ype
Group of products: Forensic Exhibits D20IND DI : 029899 TNV
Chemical Testing, Classical chemistry IDPONSZ 1191993 51991995 1107373
245 A P Forensic exhibits 0”03 O3 [ Cannabis MNININ /YN | Color Color test , Duguenois Levine
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Group of products: Forensic Exhibits DPUINS DI : OIII NHOYY

Chemical Testing, Chromatography 12INVPIND 1192433 7773

246 Cc P Forensic exhibits 020X DX | Amphetamines DDYVINN [ Chromatography Agilent 7890 & Shimadzu QP 2010
For type C details see list
F-TOX 1490341-1

247 A P Forensic exhibits 020N DX | Cannabis MmN /WUN | Chromatography TLC=Thin Layer Chromatography

248 A P Forensic exhibits 0”09 O30 [ Cannabis MXININ /YN | Chromatography Agilent 7890 & Shimadzu QP 2010

249 Cc P Forensic exhibits 020N DX | General drugs screening 1955 ©NY NPMY | Chromatography Agilent 7890 & Shimadzu QP 2010
For type C details see list
RT & New exhibits list. TOX 1490338-1
n»19v_Cayman : CaymanSpectralLibrary_v09292014 -
Release Date 09-29-14
n»ovWiley : DAHPCHEM\L IB\wiley7N.

250 A P Forensic exhibits 0209 O3 [ LSD (Lysergic acid LSD | Chromatography Agilent 7890 & Shimadzu QP 2010

Diethylamide)
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Sheba Medical Center

Clinical Microbiology Laboratory
Tel Hashomer 5265601

Israel

+972-3-5302305

+972-3-5302015
Gill.Smollan@sheba.health.gov.il

Natasha.Belausov@sheba.health.gov.il
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e Work station Interpretation
Type

Group of products: Health, Medicine - Microbiology

7190959299798 = ANIDY L IIN? I3 : D298 INOVH

Biological Testing, Isolation, Identification & Typing in Culture — Autoanalysers

DIIITINIDING SIVIY— S139N3 IPONI 99798, D23 DPNII3 P73

251 C|P Automatic TPODMVIN M) | Bacterial growth in culture | 7037021 ©PTN DNVHS [ Sysceptibility by commercial | Phoenix For type C details see
Susceptibility automatic method N M5 vy mnvavlist

mwna

No F-BACT1210201-1-01

252 C|P Automatic YOMVIN MY | Bacterial growth in culture | T3N3 ©PT N NN | |dentification by commercial | Phoenix nmwa For type C details see list
Identification automatic method D221 DN DDVNNNIPD

No. F-BACT1350301-1-02

253 C|P Automatic YOMVIN MY | Bacterial growth in culture | T3N3 ©PTN NNMY | |dentification by commercial | Bruker nnvwAFor type C details see list
Identification automatic method 771732 DXARN DINDTINNNNIPD

No. F-BACT1350302-1-03

Item Scope | Site
Type

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

7909592999980 = ANIDY L IIN?I3 : D3I INOVHD

Biological Testing, Isolation, identification & typing in culture, manual methods,

screening, Screening

NP0, DIT MUY 5193993 ION) 997190 , DT22 DINII3 MP73

254 C P Bacterial Culture ©PTN 1N [ Whole blood N0 O7 [ Culture (automated incubation) | Bactec FX For type C details see

Identification of bacteria Bactec 9240 NN I S N nwalist

No. BACT1010202 4 9oyo ,07

255 C P Bacterial Culture ©PTN 291N | Cerebro-Spinal Fluid nYTY TNy 5™ | Isolation in Culture and nmwFor type C details see list

Identification of bacteria MITY TNy K10 TIY 9190 Hnna

- No. 4 yv, (CSF)

BACT2410201

256 c P Bacterial Culture PN 271 | Body fluids 9 °9W | [solation in Culture and am:;:utzs?;vcngiti;l: |S|eset
i - 0 A

Identification of bacteria B 1TV TIY 51 DYRY) DY9OD

4 9yo, (BAL- ynv 07

No. BACT1610202

Date of signature  18.06.2020

Page No. 52 of: 74




NIT2UN NDNoaY N'NINYY NIwn

Department:

/ Israel Laboratory Accreditation Authority

Testing Laboratory-Medical

ISO 15189 :

2012

Accreditation No. 115

Item Scope | Site
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Materials / Samples Tested

Test principle / Characteristics

Equipment used /
Work station

Opinion and
Interpretation

Remarks

Group of products: Health, Medicine - Microbiology

TIN5939979 = ANIDY L JIIN? I3 2 D298 DNOVHD

Biological Testing, Isolation, identification & typing in culture, manual methods,

screening, Screening

NP0 DI MOV 3153903 IPON) 9790, D2 DPNIN3 MPITa

257 Cc P Bacterial Culture DXPTN 129N | Catheters M| |Isolation in Culture and nmwAFor type C details see list
Identification of bacteria - DIIMNN MPIIN NPT 5NN
No. BACT1610204 .4 9>yv,
258 C P Bacterial Culture ©PTN 37N | Wounds and tissues MNPN Y39 | |solation in Culture and nmowA For type C details see list
Identification of bacteria . ;Y YD NMPIIN NPT 5NN
,DXTPIN DTN NPNY NN MNP
BACT1610203 No. .4 9yo
259 C P Bacterial Culture DTN 3N | Urine MY | Isolation in Culture and nmwFor type C details see list
Identification of bacteria NN I NI ,N92P NN
9Y 1WINY MNANT MDY 1NV
Pyo (DTYD"T
No. BACT2310201.4
260 C P Bacterial Culture ©PTN 1377 | Stool NN | [solation in Culture and nmwFor type C details see list
Identification of bacteria - .2 PYD ,NNIY NN NP>TA YNNI
No. BACT2510201
261 C P Bacterial Culture DPTN I  Sputum N3 |solation in Culture and For type C details see list nnren
Identification of bacteria . NN HY NN NYIP SN
.4 PYD MNNNN NDOW) ¥37TH
No. BACT1810201
262 C P Bacterial Culture OPTN 72N | Broncho alveolar Lavage | MI2W1ON1DNM2 1LY  [solation in Culture and nmwFor type C details see list
Identification of bacteria . P390 5V NI 121p
4 PYD INMNNN NDOWI 337N
No. BACT1810201
263 C P Bacterial Culture ©pPT N 1N  Blood, Wounds and oM, MNP, D89, 07 | Isolation in Culture and nmywAFor type C details see list
Tissues, Body fluids, ﬂ;’)j’);"’f;;‘;gg Identification of anaerobic P2 DN DHDPNNNMIPN
Cerebro-Spinal Fluid, ' D”;L’YJWPHDW bacteria No. F-BACT1350302-1-03
Genital, Ocular, Upper and -
Lower respiratory tract,
and Nosocomial
specimens
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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 - Microbiology N3P = ANIDT IINI DTN NINDWN

Biological Testing, Susceptibility Testing for Antibiotics or Antiviral Medications NP0 L IVINVPOIN MONIN/AZIOVIIVING NN NY3T 1153 7273

264 C P Bacterial Culture ©PT°N 1N | Rectal swab/stool for CPE -2 NIX/5VPY WIVN | Isolation in Culture and CPE — Carbapenemase-
CPE | Identification of bacteria Producing Enterobacteriaceae

nnvwAFor type C details see list
NN NPT NI DPTIN
VIDNY DIPTIN NIWN NPO

Modified Hodge y1xa» ESBL
Test

No. F- BACT1322203-2-10

265 o P Bacterial Culture ©PTN 1N | Rectal swab/stool for VRE -2 NIX/5VPI VIVDN | Isolation in Culture and VRE - Vancomycin Resistant
VRE | Identification of bacteria Enterococci

nmywAFor type C details see list
TN NPYTAY MMIT DPTIN
VIDNY DIPTON NYWN NP0

Modified Hodge w215 ESBL
Test

No. F- BACT1322203-2-10

266 o P Bacterial Culture OXPTN 127N | Swabs for S.aureus/MRSA -2 ©vN | Isolation in Culture and MRSA — Methicillin Resistant
S.aureus/MRSA | |dentification of bacteria Staphylococcus aureus
nwaFor type C details see list
TN NPPTIT MMIT DPTIN
VI9NY DIPTHIN MW NPO
Modified Hodge y1¥aESBL
Test

No. F- BACT1322203-2-10

. L nmwAFor type C details see list
DPTIN MIIN
267 C P Bacterial Culture i Rectal swab/stool/ sputum no/NN1s/5VPY vivn | Isolation in Culture and 1101 APYTIS MM DPTIN

for Acinetobacter sp. Acinetobacter sp. -5 [ Identification of bacteria VIDND DPTIN MY NPPD

Modified Hodge y1xa» ESBL
Test

No. F- BACT1322203-2-10

i PN MM MP/NNINAYOP VION ion i nwAFor type C details see list
268 Cc P Bacterial Culture i Rectal swab/stool/ sputum i i Isolation in Culture and NI NPYTIS MIIT DPTIN

for P.aeruginosa P.aeruginosa -> | Identification of bacteria VIDNY DPTIN NP NPPD

Modified Hodge y1xa» ESBL
Test

No. F- BACT1322203-2-10
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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 PNIVINIZN = INIDY SINIZ : DI ANV
Biological Testing, Susceptibility Testing for Antibiotics or Antiviral Medications DIPINVPOIN M/ ATIOPIIVING YN 3T ,IPN513 17973
269 o P Antibiotic TPOPDVIN MY NP*TA | Bacterial growth in culture | T3N3 ©PTN NNPDY | Antibiotic susceptibility by disc Oxoid
Susceptibility testing diffusion For type C details see
- 1N M5 vy mnvavlist
mwna
No F-BACT1210201-1-01
270 C P Antibiotic TPOPDOIN MW NP>T2 | Bacterial growth in culture | 773702 DPT°N NN | ESBL ESBL= Extended Spectrum
Susceptibility testing Beta Lactamases
Disks (Oxoid), E-tests, Ab
Biomerieux)
. nmvwAFor type C details see list
NN NPYTIY NI DPTIN
VIDNY DIPTON NIWN NPO
Modified Hodge y1xaESBL
Test
No. F- BACT1322203-2-10
271 C P Antibiotic TPOYDVIN MY NP>TA | Bacterial growth in culture | T3N3 ©PTPN NNODS | E test E-tests, Ab Biomerieux

Susceptibility testing For type C details see

. 1N MY Aty minvavlist
menn

No F-BACT1210201-1-01

272 C P Antibiotic TPOPDOUIN MY NP T2 | Bacterial growth in culture | 737N ©PTN NNHOY | Beta lactamase test Nitrocefin kit

Susceptibility testing For type C details see list

Beta- np>1a yixa bnm
.4 9yo , lactamase
No. BACT1210206

nmvwAFor type C details see list

ibioti TPVPDVIN MY NPT i i °27N2 DPTHN NN ifi

273 C P Antibiotic - ) i Bacterial growth in culture i Modified Hodge Test N1 NPPTIY MIPIT DTN
Susceptibility testing VIDNYD DIPTHN NDIWIN NPID

- Modified Hodge y1xa» ESBL

Test

No. F- BACT1322203-2-10
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Group of products: Health, Medicine - Microbiology

TINZ399790 = ANIDY L SIN I3 : D298 INOVH

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

3N 193953 VY ION) 9790 , D3 , I3 17973

274 A P Stains TWaX | Bacterial growth in culture | 1°3912 DPT»N NNIY [ Gram stain - automatic Aerospray 7320 Wescor

275 A P Stains nwaX | Bacterial growth in culture | 1?3772 DTN DNNX | Wet Mount .

276 A P Stains M1 [ Bacterial growth in culture | 172713 DPTN NNIX | Methylene blue stain .

277 A P Stains My [ Bacterial growth in culture | 172713 DPTN NNX | Ziehl Neelsen & modified Ziehl .
Neelsen stains
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Group of products: Health, Medicine - Microbiology

NIV = ANIDY JINII3 : OIS0 DPOVY

Biological Testing, Identification & Typing Molecular Methods PCR-Based Testing

PCR mov1an 511295925 MO0 19N 297797 , 5199099923 1197573

278 C p Molecular detection of | D20 5V P5M N9 | Bacterial growth in culture = 1°3912 DTN NNOY | Automatic DNA extraction and | GeneXpert CARBA-R Cepheid
Carbapenemase MTRY PHNR D TPV _ _
Produci DIM9INPY RT-PCR For type C details see list
Eﬁe;](ftlggteriaceae . CARBA- np>72 1802 50
(CPE) genes ,GeneXpert 1vona R
g No. . 4 9yo
BACT3010207
279 A P Molecular detection of 5% M5p5m M | Stool anos | Automatic DNA extraction and | CEneXpert Cepheid
i iffici lostridi ifficil .
Clostrdium difficile Clostridium difficile RT-PCR
280 A P Molecular detection of 2w oM | Urine and Vaginal swabs 1190 WM 1NV | Automatic DNA extraction and | CENeXPert Cepheid
Trichomonas vaginalis | Trichomonas vaginalis RT-PCR
281 C p Molecular detection of =~ ™21 5¥ P50 M5 | Urine and Vaginal swabs 1190 WM 1NV | Automatic DNA extraction and | Starlet DNA extraction Seegene (Hamilton
Sexually transmitted ™ Biorad) )
= RT-PCR CFX 96 RT-PCT For type C details see
iseases )
. STD np>7a yivda Snnlist
Py ,Seegene HYv nyna
4
No. BACT3010208
282 c |p Molecular detection of | ™9Nn 5¥ 191751 "9 | Urine and Vaginal swabs Y190 WM 1NV | Automatic DNA extraction and | Starlet DNA extraction Seegene (Hamilton
Sexually transmitted i Biorad) )
s RT-PCR CFX 96 RT-PCT For type C details see
iseases )
L STD np>7a »ixoa Snnlist
Pyo ,Seegene Hv noyNa
4
No. BACT3010208
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Sheba Medical Center

Department of Pathology

Tel Hashomer 5265601

Israel

972-3-530-2529, +972-3-530-2354
+972-3-530-8093
Kinneret.Rosenblatt@sheba.health.gov.il
Hilla. Tabibian@sheba.health.gov.il

Page No.

58

of:

74

Accreditation No. 115


mailto:Kinneret.Rosenblatt@sheba.health.gov.il
mailto:Hilla.Tabibian@sheba.health.gov.il

NIT2uN NdNoAY N*'DINTY NIWA
/ Israel Laboratory Accreditation Authority

Department: Testing Laboratory-Medical ISO 15189 :2012 Accreditation No. 115
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 — Pathology

INTIND — ANIDY ,INNIII : OIINI PHOVY

Chemical, Biological

Testing, Classical Stains, Histopathology,

NNV SIPONID SN 51995993 , 51191993 119773

283 A P Formalin Fixed MINMYD MNP MM [ Formalin Fixed Biopsies NMypPn NYoo | Slide Preparation and staining | VIP (vacuum filtration
Biopsy Preparation /9793 MYNPIN IR Y293 | for Microscopic analysis processor)
and H&E staining H&E nyny Embedding Center
Microtome
Autostainer (H&E)
Coverslipper
Microscope
284 A P Frozen section T3 NP TNN MO | Fresh tissues Y MNP | Slide Preparation and staining | Cryostat Microtome
preparation and H&E H&E for Microscopic analysis
staining
285 A P Special Histological NNV MY | Formalin fixed paraffin MIMYN MNP | Slide Preparation and staining | Microtome Special stains:
Staining MTNPY | embedded biopsies mYNP 1’71’3;1‘23 for Microscopic analysis Autostainer or Alcian-Blue. Alcian Blue PAS
Ho_m_emade . Congo Red, Giemsa, Grocott's
stainingsCoverslipper Methamine Silver, Jone's
Microscope '

Methamine Silver, Luxol Fast
Blue PAS, Masson Tricrome,
Mucicarminge, 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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Item | Scope| Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics Equipment used / Opinion and Remarks
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Group of products: Health, Medicine — Pathology

INZIND — ANIDY ,SNINIII : DI INID PPOVY

Chemical, Biological Testing, Classical Stains, Histopathology,
Immunochistochemistry

INVVINIMNIN ,INNNIVOIN , SIPUNST SIWIIY 1199095993 , 191993 5197973

286 A P Immunofluorescent NPVISONIIOMMN MY | Frozen tissues MNP MNPI [ Slide Preparation and staining | Cryocut Autostainer
stainings for Microscopic Analysis Coverslipper
Microscope
287 C P Immunohistochemical | D220DNMNDN MW | Formalin Fixed paraffin MIMYN MNP | Slide Preparation and staining | Microtome For type C details see list
stainings embedded Biopsies YN "5”3;‘23 for Microscopic Analysis Autostainer F-PAT3002203-10-02
-y, Coverslipper
Microscope
288 A P In Situ Hybridization In Situ Hybridization | Formalin Fixed paraffin MIMYN MNP | Slide Preparation and staining | Microtome EBV, HPV
embedded Biopsies MNP "7”37‘93 for Microscopic Analysis Autostainer
-y, Coverslipper
Microscope
289 A P Staining of muscle NNV MY | Frozen biopsies NRI9DP MDPA | Slide Preparation and staining | Cryocut Special stainings:: hematoxylin

NPI2 MTAPH NPIINY
gl

for Microscopic analysis

Homemade stainings
Coverslipper
Microscope

and eosin, Gomori Trichrome,
NADH, SDH&COX, ATPase,
Alkaline Phosphatase, Sudan
black, Congo-Red, PAS, Acid
Phosphotase , Esterase

MY NPRIMVDNNIIN MYy
PP 10 NPT INN Y
19792 NY2IPN

Date of signature  18.06.2020
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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 — Pathology TINIIND — ANIDT SINIII : O IN PPV
Biological Testing, Molecular Methods, Histopathology, MININNOOIN  NPITNTINW MOV N33 MP*73
290 C P Chromosomal IMTIMID NP2 Formalin Fixed paraffin MIMYN MNPI | Slide Preparation, FISH Microtome FISH-Fluorescent In Situ
analyses by FISH nowaFISH embedded Biopsies myPm 7’7?7‘93 staining and Microscopic DNA Probes Hybridization
-y Analysis Coverslipper . .
For type C details see list
Fluorescent
Microscope PAT6001201
BioView System
291 c P Detection of genetic NPV NYVLIN N7 | Formalin Fixed paraffin nnmvmbmnm Multiple sequencing platform | Amplicon Sequencing FNA — Fine Needle Aspiration
mutations embedded Biopsies and MYP PINaa by lon Torrent PGM : .
FNA samples P93 For type C details see list
FNA mxnont F-PAT8001207 - 01-01
292
293 A P Lymphocyte v m’b\nw m;)’ﬂ Formalin Fixed paraffin ﬂﬁmwm;"ml"\ PCR & gene scanning Microtome g — Immunoglobulin
population clonality Y VNN NPOVIN | empedded Biopsies, TWNPR PoMNaL DNA extraction :
assessment by Igand | 719 -7 20 MmN “fl%’g Body Fluids T PCR\RT-PCR TCR-T Cell Receptor
. anH
TCR rearrangement RLCRZAN Gene Scanning
analyses.
Date of signature  18.06.2020 Page No. 61 of: 74
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Group of products: Health, Medicine — Pathology

INTIND — ANIDY ,INNIII : OIINI PHOVY

Biological Testing, Molecular Methods, Cytopathology

NNV 1119979500 MY , 19915123 597373

294 A P Gynecology MNP [ PAP smear PAP nvwn | Slide Preparation and staining | Autostainer
for Microscopic Coverslipper
analysis Microscope
295 A P Gynecology NP | Thin prep NPT M50 | Slide Preparation and staining | Autopreparation
for Microscopic Autostainer
: Coverslipper
| g
analysis Microscope
296 A P Non Gynecology MNP NI [ Body fluids 9195 | Slide Preparation and staining [ Cytospin /cell block
for Microscopic preparation
. Autostainer
analysis Coverslipper
Microscope
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Sheba Medical Center

Genetic Lab

Tel Hashomer 5265601

Israel

+972-3-530-3060
+972-3-530-2914
Mazal.karpati@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
T Characteristics Work station Interpretation
ype
Group of products: Health, Medicine - Genetics 7202 = N1 SN2 : DI NSV
Biological Testing, Screening Testing, Confirmation and Characterization of DVIINIMIN/TINIINI MOV IPAYINN IIPDS ION) WYIN , AP I0 P73, DIPNI13 7273 MUY
Hereditary Diseases, Manual Biochemical/Immunochemical Assays Nz
297 A P 1% trimester PUNI WOV 012 IPY | serum OMY | ELISA Autodelfia PAPP-A
biochemical Free beta HCG
screening
298 A P 2" trimester MW WOV HOIIPIIPD | serum OMY | ELISA Autodelfia Alfa Feto Protein
biochemical Free beta HCG
screening Estriol
299 A P Alpha Feto Protein OV 022 15N | AC PO ELISA Autodelfia Alfa Feto Protein
Iltem |[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 — Genetics 7172030 — INIDY SN2 : 02139 INdVL)
Biological Testing, Kariotyping/Chromosome analysis D9I193 PP T3/ PO OING ,1IN513 7773
300 A P Chromosomal TOINMINMD NOIXX [ Blood, CVS , AC M M5V ODD 07T | Visual assay of stained Microscopic
analysis VY| chromosomes inspection
301 A P Quantitative IMIIMID NHIININ | Blood, CVS, AC oV N MOV ODY 0T | specific markers analysis by | ABI Genetic analyzer Chromosomes: 13, 18, 21,X,
NN
Chrom_osomal PCR Aneufast Kit Y
analysis
302 A P Sex detection Sex detection Blood 07| Real time PCR- with Real time PCR
fluorescence probes which are | thermal cycler
annealed to the PCR
fragments according to the
genotype
303 A P Y Deletion Y Deletion Blood 07| specific markers analysis by | ABI Genetic analyzer Chromosome Y
PCR Y Del markers
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Group of products: Health, Medicine - Genetics

7272030 = IN1DY ,SIN>IT : OIS INdVL

Biological Testing, FISH

FISH 59015122 17573

304 C P Chromosomal analysis TOIRMNMD NOINN [ Blood, CVS , AC POV N ,NMHW 00,07 | Visual assay of hybridized Fluorescence FISH
probes Microscopic inspection For type C details see
listGEN2654226
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 - Genetics 77202 = IN1DY SN 92 : I NSV
Biological Testing, Screening Testing, Confirmation and Characterization of PCR 1100139 11999597990 0V , 095U N5 NIANY ION) DYUIN , 7177590 D373 59999193 1173743
Hereditary Diseases, Molecular Methods PCR-based Testing
305 A P Fragile X 2w X | DNA DNA PCR and Fragment analysis of | ABI genetic analyzer
repeat area.
306 C P Known mutation T NSOV MY | DNA DNA PCR and RFLP- Restriction PCR, electrophoresis For type C details see list
identification enzyme analysis apparatus ABI GEN2641239
GEN2641241,GEN2581230,
GEN2641234 , GEN2641231
GEN2601254
307 C P Known mutation DT NP0 NPT | DNA DNA Nano-chip - Multiplex PCR Nanochip 400 YA MINONIV 97y MP>Ta
identification and Specific fluorescence probe | apparatus For type C details see list
annealing analysis
2581245GEN :
308 C P Known mutation T NPIVIN NPT | DNA DNA Real time PCR- with Real time PCR thermal RT PCR nvsvn ynax
identification fluorescence probes which are | cycler - :
annealed to the PCR fragments For type C details see list
according to the genotype GEN2631249
309 A P SMA SMA DNA DNA PCR and fragment analysis. ABI genetic analyzer
310 Cc P M3 DIIT NPV NI DNA DNA PCR and fragment analysis. ABI genetic analyzer For type C details see
listGEN2541244
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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 - Genetics 7202 = X197, SIN>93 : 02IN NSV
Biological Testing, Screening Testing, Confirmation and Characterization of PCR o130 599959975990 M0 090U NIINDT IPINI) NN , 117290 102573, 5I9N9193 1197973
Hereditary Diseases, Molecular Methods PCR-based Testing
311 C P LINKAGE T 009N NI DNA DNA PCR and fragment analysis. ABI genetic analyzer For type C details see
ANALYSIS listGEN2541243
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 - Genetics P20 — INIDY ,ININIID : 0PI INDVL
Biological Testing, Screening Testing, Confirmation and Characterization of Microarray Analysis 129592510 MY 090U MEPNS IPON) MUIN 117990 TN T3 , IPNI13 17973
Hereditary Diseases, Molecular Methods, Microarray Analysis
312 A P Chromosomal Micro | Chromosomal Micro DNA DNA Comparative Hybridization fluorescence Scanning
Avrray analysis Avrray analysis between normal and patients'
DNA

Date of signature  18.06.2020 Page No. 66 of: 74



; )1 NIT2UN NDNDAY N'NINTA NIWTA
‘ ‘/ Israel Laboratory Accreditation Authority

Department: Testing Laboratory-Medical ISO 15189 :2012

Organization name
Laboratory name
Address

Phone

Fax

E-Mail

Date of signature  18.06.2020

Sheba Medical Center

Male Fertility Laboratory and The Semen Cryobank
Tel Hashomer 5265601, Israel

+972-3-530-3060

+972-3-530-2914

nir.etkovitz@sheba.health.gov.il
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Types of Test / Properties Measured

Materials / Samples Tested

Test principle / Characteristics

Equipment used / Work
station

Opinion and
Interpretation

Remarks

Group of products:

Health, Medicine - Fertility Andrology

TINDVIN 299 = ANIDT ,JINPIA : OIS INOVUH

Biological Testing, Sperm Testing

VI NPT, PN P73

313 |A P

Fructose test

NLPMS NPT

Semen fluid

YN OI

Presence of fructose in semen
sample

Fructose in the presence of
Risorcinole acidic
environment gives a dark red
complex, lack of fructose does
not change the color of the
semen fluid

Dry bath —100 °C

314 |A P

Semen analysis

yIT NPT

Semen samples

YT MNNT

Volume, sperm concentration,
pH, sperm motility, viability,
morphology

Microscope evaluation

Phase contrast microscope/
light microscope

According to the WHO manual

315 |A P

Semen
cryopreservation

YT INOPN

Semen samples

YT N7

Full sperm analysis and
cryopreservation

Dilution of the semen sample
with 1:1 cryopreservation
medium and gradually
lowering the temperature until
-196°C. Storage at liquid
nitrogen/gas phase containers.

Planner/ manual device

In donor sperm we check one
unit for sperm motility after
thawing

316 |A P

Semen preparation for
1UI

1UI -5 y71 mon

Semen samples

YT MmNT

Semen analysis and washing

Separating the normal
morphology sperm cells,
cleaning the sample by
washing it on a density
gradient/swim up technique
and improve sperm motility

Washing mediums,

microscope, centrifuge

After preparation the washed
sample is being tested for TMS
(total motile sperm)
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Sheba Medical Center

FMF and Auto-inflammatory Diseases Laboratory
Tel Hashomer 5265601

Israel

+972-3-530-3363

+972-3-535-6560

Yael.Shinar@sheba.health.gov.il
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Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics | Equipment used / Work Opinion and Remarks
T station Interpretation
ype
Group of products: Health, Medicine - Genetics P20 - ANIDY ,ININID : DI NSV
Biological Testing, Screening Testing, Confirmation and Characterization of PCR 1100139 59995997500 DY , OP5U NN NIONT IIN) MYIN , 7390 D373 095193 P73
Hereditary Diseases, Molecular Methods PCR-based Testing
317 A P Identification of auto- M2 VNN N | Peripheral blood 9°1 0T | PCR followed by Sanger PCR, electrophoresis, ABI
inflammatory gene ”“”37933_’]:?;";?; sequencing Genetic analyzer
}/alrllant_ for the NPMONYIPNRIVIN
ir?flgvmwn:gtoarl;/t?j}seases FMF<nwan
FMF CAPS, MKD CAPS, M$RD :Sg
and TRAPS
318 A P Identification of TWNT NPXOW MDY | Peripheral blood 99N 0T | RFLP- Restriction enzyme PCR, electrophoresis.
Known mutations FMF -5 analysis
identification for FMF
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Sheba Medical Center
Infertility and In vitro Fertilization Laboratory

Tel Hashomer 5265601
Israel

+972-3-530-5464
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Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics | Equipment used / Work Opinion and Remarks
Type station Interpretation
Group of products: Health, Medicine — Fertility Embryology, In vitro TN NIN NIIDN ,DNIPIION 299 = ANIDT SINIIZ : OIS INDVY
fertilization
. . . . . . IVF + 75851953109751 , 112095993 1197373
Biological Testing, IVF + Micromanipulation ’ ey d
319 |A P Oocyte retrieval NN NDRY [ Qyarian follicular 0MP9 ©9M | Collecting oocytes from the Laminar flow hood
. PPN . ; ;
from ovarian ommonwn | Fluids follicle fluids Binocular microscope
follicles aSpiratiOﬂ pOSSlny/hOper“y Collection tube heating block
containing oocytes Ovum aspirator
320 |A P Oocyte IO [ Qpocytes and sperm NP {’;Y mrm; Insemination: dilute sperm cells | Laminar flow hood Fertilization by
A . TN NN | i ) ) - - .
fertilization by post-preparation ! A with relevant oocytes. Binocular microscope insemination/conventional 1VF
insemination/micr Micromanipulation: inject one Inverted light microscope Fertilization by
omanipulation sperm cell into one oocytes micromanipulation/ICSI
p micromanipulator
. - Laminar flow hood : . .

321 (A P NPXIN NN APYN nexa | - Laminar flow hood Scoring for fertilization,
Culturing O f 29N2 MINNN Fertilized o»12/mA9n | Binocular microscope . . cleavage—stage and blastocyst
embryos till day 6 718 yno>wm | 00cytes/embryos Inverted light microscope Binocular microscope

ANSP/IINN ) ) morphology assessment (day?2 to
Inverted light microscope day6)
Incubator
322 (A |P Removal of single ~ 22¥5¥ moav3 | Day 3 cleavage-stage /mow npwa [ Removal of single cell from Laminar flow hood 200-400X zoom | Day3 blastomere- or day5-6
YO PNIAN TNYY DY 25w o2 | embryo . . . trophectoderm- biopsy, in

cell from embryo nwvawn oo | embryos or day 5-6 5/6 1N 3/4 Binocular microscope Lazier for Ivf accordance o embryo

and its transfer to blastocysts Inverted light microscope development

J_[he pre- ] Micromanipulator

implantation

.. . Laser pulse

genetic dlagn05|s

lab

323 |A p 02 NN nypy» | Choose embryos for ET and load ; . . .
Embryo transfer 7| Day 2 to day 6 L Laminar flow hood Including assisted hatching,

| oy/ma9n | embryos to chattier in order to ] ) selection of embryos b
to woman's uterus embryos transfer. Binocular microsope Yos by

(including
assisted hatching
if necessary )

Inverted light microscope
Laser pulse

preference for embryo transfer.
Embryo transfer = ET

Including Assisted hatching if
necessary
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Item | Scope | Site Types of Test / Properties Measured Materials / Samples Tested Test principle / Characteristics | Equipment used / Work Opinion and Remarks
Type station Interpretation
Group of products: Health, Medicine — Fertility Embryology, In vitro ) NIN NIIDN ,NIPIION )99 = ANIDT SINIZ : OIS INDVD
fertilization
Biological Testing, IVF + Micromanipulation IR & ek el P e D2

Cryopreservation done by rapid : : AP
NIWEM NNOPN DY/ NP
324 (A P Oocyte/embryo D»ulw/lm’;’l: Oocytes/embryos method/vitrification kit: Incubate Laminar flow hood %re);ﬁgaeservatlon by Vitrification
cryopreservation the embryos in 2 solutions, then [ Binocular microscope
and thawing load them on a straw and Cryogenic freezer
immediate freezing in liquid
nitrogen.
- DAY N . n9nw nnpn | Ovary dissection and preparation | Laminar flow hood
325 |A P Fem“ty . nm;vb NIV OVa_ry (ent"_e or ] ‘ for freezing. Cryopreservation Binocular microscope
preservation — nonwn | partial) received from and thawing for transplantation. | Planer controlled rate freezer
ovarian tissue operation room Cryogenic storage freezer
cryopreservation
and thawing
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station

Group of products: Health, Medicine - Fertility Andrology, In
vitro fertilization

) NN NN NSV ITIN 129D - ANIDY 3NN IS : O INOVH

Biological Testing, Sperm Testing

VI3 DN MPIT2

326 |A P Fresh/frozen DM YN n.-,n-rg Semen Y AT [ Volume, sperm concentration, sperm motility Laminar flow light Primary evaluation, including
.. AN TNY i
semen submission ! samples hood microscope ?r?zrrrgecic;znctoa:]r}cijrmovement,
and its preparation Microscope fertilization technique
for fertilization Makler counting
chamber
327 |A P Treatment of PIWUN l’b‘“ NP | Testicular | TYN TOIVA/TUN NONIT [ Tissue treatment to isolate sperm cells. Sperm cells will | Laminar flow light
. 9N TN vow | . ilizati i iluti i
sperm received 7185 nnapn w | tISsue ?he used for fertlllzat!;)rrﬁrlmll be frozent_by dlluél_on of ] hood microscope TESA, TESE surgeries
f testicular Iy v e semen sample with 1:1 cryopreservation medium an Microscope 200-400X zoom
orm gradually lowering the temperature until -196°c. Storage
surgery at liquid nitrogen/gas phase containers Inverted
microscope
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