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Testing Laboratories ISO/IEC 17025:2017

Accreditation Certificate No. 184
Hy Laboratories Ltd.

Main site address: 6 Menachem Plaut St. Park Tamar, Rehovot, 76326, Israel

Valid from: 24.12.2024 Until: 31.03.2027

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

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

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

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

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

General Manager

Date of first accreditation: 01.04.2008 ag€ .
Israel Laboratory Accreditation Authority
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Department:  Testing Laboratory ISO/IEC 17025:2017 Accreditation No. 184

Name and Address:

Laboratory name  Hy Laboratories Ltd.

Address 6 Menachem Plaut St. Park Tamar, Rehovot 76326, Israel
Phone +972-8-936-6475

Fax +972-8-936-6474

E-Mail ilanito@hylabs.co.il

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

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 ISO/IEC 17025:2017 Accreditation No. 184
Item | Scope [ Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation
Group of products: Medical products and devices OINIDT O2IPAN) 02 PUI17 : 099N NNIYN
Biological Testing, Bacteria, Fungi and Yeast, Count, Classification and Identification NN 1PN NI, DI IVYI) IPIV DIP TN IIPNI1I P73
1 [A P Biological fluids D012 OO | Sterility testing n»5MVY NN | In house procedure - Based on: USP 71, EP 2.6.1
USP= U.S. Pharmacopeia
EP=European Pharmacopoeia
2 |A P Biological products DYN212 DI | Endotoxins DYPOPIOIDN | In house procedure --- Based on: USP 85, EP 2.6.14,
AAMI ST72
AAMI= Association for the Advancement
of Medical Instrumentation
3 |A P Biological products produced | XN pnn 00511 080 | Detection of Mycoplasma NNLINPI DINY N2 | |n house procedure Based on : USP 63, FDA CFR, 610.30
in cell substrates Contamination EP 01/2007: 20607,2.6.7
FDA = Food and Drug
4 |A P Biological products produced | NN 1pnn 01511 D8N | Gram stain O "MY1X | |n house procedure --- Based on: Differential Fixed Staining
in cell substrates Methods, Manual of Clinical
Microbiology, ASM, 7th edition Clinical
Microbiology Procedures Handbook
(ASM), 1.5, 2000
5 [A P Biological products produced | NN P00 0»0511 0N | Sterility testing nY5"VY NN | In house procedure Based on: USP 71 and EP 2.6.1
in cell substrates
6 |A P Implant devices noNYNd ©TYNN 0NN | Endotoxins DYPOPIVIDN | In house procedure --- Based on: USP 85, EP 2.6.14,
AAMI ST72
7 |A P Liquid for Injection NpNNY DTN DY | Endotoxins DYPOPIVIDN | In house procedure --- Based on: USP 85 and EP 2.6.14
8 |A P Medical devices 0”N197 DMIVIN | Estimation of population of IMOWNNSY 13N | In house procedure --- Based on: ISO 11737 part 1,
microorganisms on products | 21812 2Y DRPRMNIPIN BS 1174 part 3
ISO = International Standards
Organization
9 |A P Medical Devices D»NIDY DIVIN | Sterility testing Y00 NN | |n house procedure Based on: USP 71, EP 2.6.1,
1SO 11737 part 2
10 [A P Pharmaceutical Products (D51) DIOINYDING DI | Microbiological Examination S HNINPD NPT | |n house procedure Based on: USP 61, USP 62, EP 2.6.1,
(Fluids) of Non-Sterile Products DMLY -N7 DN EP 2613
(MLT) -
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Department:  Testing Laboratory ISO/IEC 17025:2017 Accreditation No. 184
Item | Scope [ Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation
Group of products: Medical products and devices OINIDT O2IPAN) 02 PUI17 : 099N NNIYN
Biological Testing, Bacteria, Fungi and Yeast, Count, Classification and Identification NN 1PN NI, DI IVYI) IPIV DIP TN IIPNI1I P73
11 |A P Pharmaceutical Products DYVIRIDING DMIXIN | Microbiological Examination 9 OOXINMPN NPT | In house procedure --- Based on: USP 61, USP 62, EP 2.6.1,
(Miscible solids) (0°©oNn ©P¥IN) | of Non-Sterile Products D2V -N7 DN EP 2.6.13
(MLT)
12 |A P Pharmaceutical Products DYOIRINDING DMIXIN | Microbiological Examination 2w HNINPD NPT | |n house procedure --- Based on: USP 61, USP 62, EP 2.6.1,
(Solid that does not dissolve (";’f;g;ﬂt’fg” "ﬂlcgfi‘@; of Non-Sterile Products D500 -N5 D8N EP 2.6.13
and remains suspended in the & m 7 (MLT) o
solution)
13 [A P Products for Veterinary Use 27101 VIDW5 D80 | Detection of Mycoplasma NP DY NI | |n house procedure Based on: VICH GL34
Contamination VICH= Veterinary International
Conference on Harmonization
14 |A P Process water 79711 | Microbiological Examination D0 5¥ WO NPYT2 | In house procedure --- Based on: USP 1231, SM 9222B,
of Water SM 9222D, SM 9222G, SM 9230C,
SM 9213B, SM 9213E, EP 6.3
Item [ Scope | Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation

Group of products: Agriculture - Agricultural Products

OPINIPN 829399 SINSPH : 0998919 DNOVYN

Biological Testing

Bacteria, Fungi and Yeast, Count, Classification and Identification

N1 19990 ,N90 , 0PI DIV DIPTIN NI M T3

15 [A P Cannabis leaves and buds PMINIOM 1P 9Y | Total aerobic microbial count 5 1555 N9 | |n house procedure Based on: USP 61, USP 62
DYNPN DHVPNNNIPN

16 [A P Cannabis leaves and buds PIMINIOM 1P 9Y | Total Yeasts and molds count DMNY 5V 1555 N0 | |n house procedure Based on: USP 61, USP 62
[=7=0)]

17 |A P Cannabis leaves and buds YIINIOM DY 5Y | Enterobacteriaceae ININMVPIVIN | |n house procedure --- Based on: USP 61, USP 62

18 [A P Cannabis leaves and buds PIINIOM 1P Y | Escherichia coli 9P M3"WN | In house procedure Based on: USP 61, USP 62

19 |A P Cannabis leaves and buds PINIOM DR DY [ Escherichia coli 0157 0157 »57p v wn | In house procedure Based on: USP 61, USP 62
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Department:  Testing Laboratory ISO/IEC 17025:2017 Accreditation No. 184
Item | Scope [ Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation

Group of products: Agriculture - Agricultural Products OPNIPN 029999 SINSPN : 28N NNOVN

Biological Testing, Bacteria, Fungi and Yeast, Count, Classification and Identification NN )N NIV, D2 IVY) NIV DIP TN PNV P273
20 (A P Cannabis leaves and buds PMNI9M 9P DY | Staphylococcus aureus DINNN DIPIPIDVD | |n house procedure --- Based on: USP 61, USP 62
21 |A P Cannabis leaves and buds PMNIOM 9P %Y [ Pseudomonas aeruginosa NTPNIN OITRYS | |n house procedure Based on: USP 61, USP 62
22 |A P Cannabis leaves and buds PMNIOM 0P DY | | jsteria spp. 170290 | In house procedure Based on: USP 61, USP 62
23 [A P Cannabis leaves and buds PMNI9M 1P Y | Salmonella spp. N51050 >0 | In house procedure --- Based on: USP 61, USP 62
24 |A P Cannabis leaves and buds PMNIOM ©21P %Y | Shigella spp. n9»YOPN | In house procedure Based on: USP 61, USP 62
25 |A P Cannabis oil DD MY [ Total aerobic microbial count 5 1555 N9 | |n house procedure Based on: USP 61, USP 62

OYNPN DDVNNNIPN

26 A P Cannabis oil 2P 10V | Total Yeast and molds count | W2W) 00W 5¥ 1555 1199 | |n house procedure --- Based on: USP 61, USP 62
27 |A P Cannabis oil 2P IV | Enterobacteriaceae NRINMIVPIANOIN | |n house procedure Based on: USP 61, USP 62
28 |A P Cannabis oil P IV | Escherichia coli 9P M3"WN | In house procedure Based on: USP 61, USP 62
29 (A P Cannabis oil ©22p VY | Escherichia coli 0157 0157 >5%p m>wx | In house procedure --- Based on: USP 61, USP 62
30 |A P Cannabis oil 2P VY | Staphylococcus aureus DN DIPIPIZ0Y | |n house procedure Based on: USP 61, USP 62
31 A P Cannabis oil P Y | Pseudomonas aeruginosa NMPNIN OITROI [ |n house procedure Based on: USP 61, USP 62
32 (A P Cannabis oil ©2p VY | Listeria spp. 10211 | In house procedure - Based on: USP 61, USP 62
33 |A P Cannabis oil 2P Y | Salmonella spp. 1930590 | In house procedure Based on: USP 61, USP 62
34 A P Cannabis oil 1P MY | Shigella spp. n9»YOPN | In house procedure Based on: USP 61, USP 62
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Department:  Testing Laboratory ISO/IEC 17025:2017 Accreditation No. 184

Item [ Scope | Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks

Type Interpretation

Group of products: Medical Products and devices DPN19T D2IP2INY 0292257 : 029811 NNOYN

02923 , 59995993 197973

Biological Testing, Viruses
35 (A P Liquid solutions, porous and 0”111p) DNOYH ,NPIT MODN | Viral viability and TN NVY MDD | |n house procedure --- Based on: ASTM E1052, 1SO 18184,
non-porous surfaces, textile, NONIN, BT, BPAIPI DRV | jnfectivity quantification in NPDOPIPN DI ISO 21702, EN 14476
air disinfectants and air IR IPEIN BN el culture RN A

disinfecting devices
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