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Testing Laboratories- Medical ISO/IEC 15189:2022

Accreditation Certificate No. 325
HADASSAH MEDICAL ORGANIZAYION, DIVISION OF LABORATORIES
Main site address ): Ein-Karem hospital P.O. Box 12000, Jerusalem 91120, ISRAEL

Valid from:07.05.2024 Until: 06.06.2026

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

The schedule 1s an integral part of this certificate and 1s numbered with the above certificate number.

Accreditation demonstrates technical competence and operation of an internationally recognized quality management
system.

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

The accreditation is valid provided that the organization continues to meet the criteria as laid down by ISRAC.
ISRAC is an EA-MLA (European Accreditation Cooperation Multi-Lateral Agreement) signatory.

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

Etty Feller

Date of first accreditation: 07.06.2016 General Manager _
Israel Laboratory Accred thority
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Israel Laboratory Accreditation Authority

Department:  Testing Laboratory-Medical 1SO 15189 :2022 Accreditation No. 325

Name and Address:
Organization name ~ HADASSAH MEDICAL ORGANIZAYION, DIVISION OF

Address LABORATORIESKiryat Hadassah, The Hadassah medical center
P.0.Box 12000, Jerusalem 91120 Israel

Phone +972-2-677-6841, +972-2-677-6213

Fax +972-2-643-5778

E-Mail (contact person)  ahdal@hadassah.org.il

1. | Clinical Biochemistry Division

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

A permanent (P) or temporary (T) place, or a stationary or mobile (M) facility, at or from which the organization performs activities forming part
of its scope of accreditation, starting from sampling to final issuance of a report or certificate and / or quality system activities. A temporary (T)
site is a site established under the responsibility of an accredited permanent site. All activities performed at a temporary site are the responsibility
of the permanent site. An outdoors work is also considered to be a temporary site. Temporary site will be a site that involves work for special
project and the activity will be defined in time (up to 2 years).

Type of Scopes: A- Fixed, C- Flexible scope in analytical tests : Type of matrix, analytes, experimental systems and/or analytical characteristics
may be subject to changes, in accordance with the laboratory's approved and documented procedures. For details, please refer to the list of
Accredited Tests, available from the laboratory upon request.
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Department:  Testing Laboratory-Medical 1SO 15189 :2022 Accreditation No. 325

Name and Address:
Organization name  Division of Laboratories Hadassah Medical Organization

Division

Address Kiryat Hadassah,The Hadassah medical center
P.0.Box 12000, Jerusalem 91120 Israel

Phone +972-2-6776841

Fax +972-2-6776270

E-Mail Awadsror@hadassah.org.il
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Department:  Testing Laboratory-Medical 1SO 15189 :2022 Accreditation No. 325
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 19553 7391993923, 7191923 - INIDY SN2 1 D980 HNAYN
Chemical Testing, Autoanalysers DIIITINIDINI SIDIY 11191995 973
1 1A P Albumin 729K | Serum o110 | Chemistry analyser Atellica .
2 A P Albumin mabx | Urine 1w | Immunoturbido-metric Atellica .
3 |A P Alkaline Phosphatase | Alkaline Phosphatase Serum o170 | Chemistry analyser Atellica .
4 |A P Amylase ™Ry [ Serum, Urine 1nw ,0170 | Chemistry analyser Atellica .
5 |A P Bilirubin (Direct) ("w°) P22 | Serum o170 | Chemistry analyser Atellica .
6 |A P Bilirubin (Total) (°993) P12 | Serum o170 | Chemistry analyser Atellica
7 [A P Calcium 17°0 | Serum, Urine nw ,o11o | Chemistry analyser Atellica .
8 [A P Chloride 773 | Serum o110 | Chemistry analyser Atellica .
9 |A P Cholesterol 7100710 | Serum oo | Chemistry analyser Atellica
10 |A P Creatine Kinase (CK) | Creatine Kinase (CK) Serum o110 | Chemistry analyser Atellica .
11 |A P Creatinine Creatinine Serum o110 | Chemistry analyser Atellica
12 | A P Diastase RwoRT [ Serum, Urine 1nw o170 | Chemistry analyser Atellica
13 |A P GGT (Gama(y)- GGT (Gama(y)-glutamyl | Serum o110 | Chemistry analyser Atellica
glutamyl transpeptidase)
transpeptidase)
14 |A P Glucose NP2 | Serum, Urine, Pleural ;1T Ty 2, inw o110 | Chemistry analyser Atellica CSF — Cerebro spinal fluid
Fluid, CSF 978 911
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Department:  Testing Laboratory-Medical 1SO 15189 :2022 Accreditation No. 325
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 19553 7391993923, 7191923 - INIDY SN2 1 D980 HNAYN
Chemical Testing, Autoanalysers DIIITINIDINI SIDIY 11191995 973
15 |A P GTT (Glucose GTT (Glucose Tolerance | Serum o110 | Chemistry analyser Atellica
Tolerance Test) Test)
16 |A P HDL (High Density HDL (High Density Serum 0170 | Immunochemistry Atellica
Lipoprotein) Lipoprotein) cholesterol
cholesterol
17 |A P Iron 512 | Serum 0170 | Immunochemistry Atellica .
18 |A P Lactate, (Lactic Acid) R axmn | Serum, CSF 773 5ma1 ,010 | Chemistry analyser Atellica
19 |A P LDH (Lactate LDH (Lactate Serum, Pleural Fluid 77w Ty 11,00 [ Chemistry analyser Atellica i
Dehydrogenase) Dehydrogenase)
20 |A P Lithium arn? | Serum o170 | Chemistry analyser Atellica .
21 |A P Magnesium avrn | Serum, Urine 1nw ,0170 | Chemistry analyser Atellica .
22 [A P Microalbumin PmaoRPn | Urine nw | Immunoturbido-metric Atellica .
23 |A P Phosphorus Phosphorus Serum, Urine nw ,o11o | Chemistry analyser Atellica .
24 |A P Potassium wowy | Serum, Urine 1nw ,0170 | Chemistry analyser Atellica
25 (A P Protein 12o7m [ Urine 1w | Chemistry analyser Atellica
26 |A P Protein (Total) (992) mavn | Serum, Pleural Fluid, 511,77 Ty o1 ,omo [ Chemistry analyser Atellica -
CSF 78
27 |A P Protein Protein Creatinine Ratio | Urine nw | Calculation Atellica
Creatinine Ratio .
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Department:  Testing Laboratory-Medical 1SO 15189 :2022 Accreditation No. 325
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 19553 7391993923, 7191923 - INIDY SN2 1 D980 HNAYN
Chemical Testing, Autoanalysers DIIITINIDINI SIDIY 11191995 973
28 |A P SGOT (Serum SGOT (Serum Glutamic | Serum o170 | Chemistry analyser Atellica
Glutamic Oxaloacetic | Oxaloacetic
Transaminase) Transaminase)
AST (Aspartate AST (Aspartate
aminotransferase) aminotransferase)
29 |A P SGPT (Serum SGPT (Serum Glutamic | Serum o170 | Chemistry analyser Atellica
Glutamic Pyruvic Pyruvic Transaminase)
Transaminase) ALT (Alanine -
ALT (Alanine aminotransferase)
aminotransferase)
30 |A P Sodium 1n3 | Serum, Urine nw ,o11o | Chemistry analyser Atellica .
31 |A P TIBC (Total Iron TIBC (Total Iron Plasma 12 [ Calculation Atellica
Binding Capacity) Binding Capacity)
32 |A P Transferrin Transferrin Serum o170 | Immunoturbido-metric Atellica .
33 |A P Triglycerides 7Y%y | Serum o110 | Chemistry analyser Atellica i
34 (A P Urea Urea Serum, Urine 1nw ,0110 | Chemistry analyser Atellica .
35 |A P Uric Acid Uric Acid Serum, Urine 1w ,0170 | Chemistry analyser Atellica
36 (A P Uric Acid Clearance | Uric Acid Clearance Serum, Urine 1nw ,o170 | Calculation
37 [A P THCG THCG Serum o110 | Immunochemistry Atellica -
38 |A P Troponin | Troponin | Plasm / Serum 0170 /mate | Immunochemistry Atellica ---
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Department:  Testing Laboratory-Medical 1ISO 15189 :2022

Name and Address:
Organization name
Division
Address

Phone
Fax
E-Mail

Date of signature  07/05/2024

Division of Laboratories Hadassah Medical Organization
Hematology

Kiryat Hadassah,The Hadassah medical center

P.0.Box 12000, Jerusalem 91120 Israel

+972-2-6776761

+972-2-6776270

suhair@hadassah.org.il
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Department:  Testing Laboratory-Medical 1SO 15189 :2022 Accreditation No. 325
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, Blood Count

APV /NN — ANIDY 1IN IS : D98 NHAYN

Biological Testing, Blood Count by Autoanalysers

OIIPTINIDING IPOD  IPNII3 MPI T3

39 |A P CBC (Complete Blood Whole blood (K:EDTA) xon 07 Automated cell counter ADVIA 2120i System
Count) 992 a7 noo (K;EDTA) -
40 (A P Basophils B hil Whole blood (K.EDTA) 8o o7 Automated cell counter ADVIA 2120i System
asophils
(KEDTA)
41 |A P Eosinophils Eosinonhil Whole blood (K.EDTA) 871 07 Automated cell counter ADVIA 2120i System
osinophils
(K.EDTA)
42 (A P Hematocrit - | Whole blood (K.EDTA) 871 07 Automated cell counter ADVIA 2120i System
Hematocrit (K EDT A) -
2
43 (A P Hemoglobin Whole blood (K.EDTA) 8o o7 Automated cell counter ADVIA 2120i System
TN (KzEDT A) -
44 (A P Lymphocytes Whole blood (K:EDTA) xon 07 Automated cell counter ADVIA 2120i System
Lymphocytes (K:EDTA) ---
45 (A P MCH (Mean Cell MCH (Mean Cell | Whole blood (K.EDTA) 8o o7 Automated cell counter ADVIA 2120i System
Hemoglobin) Hemoglobin) | (K,EDTA)
46 (A P MCHC (Mean Cell MCHC (Mean Cell [ \Whole blood (K:EDTA) xon 07 Automated cell counter ADVIA 2120i System
Hemoglobin Hemoglobin ---
Concentration) Concentration) (KZEDTA)
47 (A P MCV (Mean Cell MCV (Mean Cell | Whole blood (K:EDTA)xon 07 | Automated cell counter ADVIA 2120i System
Volume) Volume) (KZEDTA)
48 |A P Monocytes Whole blood (K.EDTA) 8o o7 Automated cell counter ADVIA 2120i System
Monocytes (K:EDTA)
49 (A P MPV (Mean Platelet | MPV (Mean Platelet Whole blood (K.EDTA) x%» 07| Automated cell counter ADVIA 2120i System
Volume) Volume) (KzEDTA)
50 [A P Neutrophils Neutrophils [ \Whole blood (K.EDTA) x%n o7 | Automated cell counter ADVIA 2120i System
(Polymorphonuclears) (Polymorphonuclears) (KzEDT A)
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Department:  Testing Laboratory-Medical 1SO 15189 :2022 Accreditation No. 325
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, Blood Count APV ,FINNVNT — ANIDT IIN?IT : DIINN INIYN
Biological Testing, Blood Count by Autoanalysers DIIPITINIDINI 10D  IPNIN3 P72 73
51 |A P PLT (Platelets) PLT (Platelets) [ \Whole blood (K:EDTA) &%» 07| Automated cell counter ADVIA 2120i System
(K.EDTA)
52 |A P RBC (Red Blood omx a7 R0 | \WWhole blood (K.EDTA) x%n o7 | Automated cell counter ADVIA 2120i System
Cells) (K:EDTA)
53 |A P RDW (Red Blood Cell | RDW (Red Blood Cell | \Whole blood (K:EDTA) &%» o7 | Automated cell counter ADVIA 2120i System
Distribution Width) Distribution Width) (K:.EDTA) -
54 |A P WBC (White Blood o°12% 07 °x8n [ \Whole blood (K:EDTA) &%» 07| Automated cell counter ADVIA 2120i System
Cells) (K.EDTA)
55 |A P RETIC (Reticulocyte) oy o780 | \WWhole blood (K.EDTA) x%n o7 | Automated cell counter ADVIA 2120i System
(K:EDTA
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

AV, FINI0NA — ANIDT ,SINGIZ 1 DO NNOYN

Biological Testing, Autoanalysers

DIIPZINIVINT VIV 91915193 17273

56 (A P Factor I Factor Il | Plasma, Clot detection Sysmex ~CS-5100
(Na Citrate) (Na Citrate) 107 | photometry
Factor 11 DP: Siemens
PTT FS: Siemens
57 |A P Factor V Factor V | Plasma, (Na Citrate) o2 [ Clot detection Sysmex-CS-2500

(Na Citrate)

photometry
Factor V DP: Siemens
PTT FS: Siemens
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Department:  Testing Laboratory-Medical 1SO 15189 :2022 Accreditation No. 325
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

AYID ,7NZI00A — ANIDT SN2 : DIV NNOYN

Biological Testing, Autoanalysers

DIIPZINIVINI IOV, 5I9NI193 17973

58 |A P Factor VII Factor VII | Plasma, (Na Citrate) a0 | Clot detection Sysmex —CS-5100
(Na Citrate) photometry
Factor VIl DP: Siemens
PTT FS: Siemens
59 |A P Factor VIII Factor V111 |Plasma, (Na Citrate) mc? | Clot detection Sysmex-CS-2500
(Na Citrate) photometry
Factor VII1 DP:
Siemens PTT
FS: Siemens
60 |A P Factor IX Factor 1X | Plasma, (Na Citrate) nmo?a | Clot detection photometry Sysmex —CS-5100
(Na Citrate) Factor IX DP: Siemens
PTT FS: Siemens
61 |A P Factor X Factor X | Plasma, (Na Citrate) o2 | Clot detection Sysmex-CS-2500
(Na Citrate) photometry
Factor X DP: Siemens
PTT FS: Siemens
62 |A P Factor Xl Factor X| | Plasma, (Na Citrate) o2 [ Clot detection Sysmex —CS-5100
(Na Citrate) photometry
Factor XI DP: Siemens
PTT FS: Siemens
63 |A P Factor XII Factor XI1 | Plasma, (Na Citrate) o | Clot detection Sysmex-CS-2500
(Na Citrate) photometry
Factor XII DP: Siemens
PTT FS: Siemens
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Department:  Testing Laboratory-Medical 1SO 15189 :2022 Accreditation No. 325
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 - - Immunology & Pharmacology N2171707191 N'AI71IN'K — ANIDY SN2 1 D19 NNDUN
Biological Testing, Autoanalysers DIIMIIINIVINI OOV IINI3 77973
64 |A P c3 C3 [ Serum/ Plasma nnt?o ,0N0 Immunoturbidimetric Atellica
65 (A P c4 4C [ Serum/ Plasma nnto ,0No Immunoturbidimetric Atellica .
66 |A P Cyclosporin Cyclosporin | Whole blood X' o7 Chemiluminescent Architect .
67 [A P IgA IgA [ Serum/ Plasma nnT7o ,0No Immunoturbidimetric Atellica
68 |A P 18G IgG | Serum/ Plasma nnT7o ,0No Immunoturbidimetric Atellica i
69 [A P IgM IgM | Serum/ Plasma nnt7o ,0No0 Immunoturbidimetric Atellica .
70 |A P Sirolimus Sirolimus | Whole blood N'm DT Chemiluminescent Architect i
71 (A P Tacrolimus FK Tacrolimus FK | Whole blood X' DT Chemiluminescent Architect .
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