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Testing Laboratories ISO/IEC 17025:2017

Accreditation Certificate No. 425

TARYAG Sterilization and Laboratories LTD.
Main site address: 14 Ha-Ilan St., Or-Akiva, 3065101, Israel

Valid from: 05.09.2022 Until: 15.09.2024

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 mternationally 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 1s 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 certaficate does not constitute an approval i accordance with article 12 of the standard law.
Etty Feller

Date of first accreditation: 16.09.2018 General Manager
Israel Laboratory Accredi
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Department:  Testing Laboratory ISO/IEC 17025: 2017 Accreditation No. 425

Name and Address:

TARYAG Labs Ltd

Laboratory name
Ha-1lan St. 14, Or-Akiva 3065101, Israel

Address

Phone +972-52-8959266
Fax +972-773180728
E-Mail rita@taryag-labs.com

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 ISO/IEC 17025:2017 Accreditation No. 425
Item | Scope | Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation
Group of products: Medical Products & Devices OPN127 O29123N) 079°U257 : 029310 HNIYN
Chemical Testing, Chromatography, GC/MS GCI/MS, 7299091019995 , 592993 1197293
1A P Medical devices 0”NID) DTN Ethylene oxide residuals TOPINPNN NPINY | [SO 10993-7 ethylene o>§|de, ethylene glycol, ethylene
chlorohydrin
Item | Scope | Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation

Group of products: Medical Products & Devices

DPINIDY O2IPINY D2 PPUI17 : D980 NNAVYN

Chemical Testing, Chromatography, HPLC

HPLC, 720991009995 ,5192025 1197973

1A p Medical devices 0”197 VAN | Insulin Lispro and Insulin 11995 PR NN [ Pharmacopeia for -
Aspart content OIDON PAOPN | |nsylin Lispro Injection
Pharmacopeia for
Insulin Aspart Injection
21A P Medical devices 0”197 VAN | Insulin Lispro and Insulin TINDNTL 1P YN I | Pharmacopeia for -
Aspart Impurities and Related PPN DD "31332 Insulin Lispro Injection
Substances .
Pharmacopeia for
Insulin Aspart Injection
3|A P Medical devices D»N197 D*IVIN | [nsulin Lispro and Insulin SPwH1 0NN DY DOPYAIMP | Pharmacopeia 121.1 for -
Aspart - High Molecular ?’;Eﬁm:“%‘gj;;‘;‘%z:z High Molecular Weight
Weight Proteins 190N Proteins
41A P Medical devices O”NI9) DIVIN | Preservatives in Insulin P2IDYNI DIDWN DINN | |n house method -
Lispro and Insulin Aspart VI9ON PN 11907
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Department:  Testing Laboratory ISO/IEC 17025:2017 Accreditation No. 425
Item | Scope | Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation

Group of products: Medical Products & Devices

DPINIDT OIIPANY D2PPUI57 : D980 NNAVN

Chemical Testing, Chromatography, GC/MS

IPONSP 1190993 , 5991999 17972

1A P Medical devices 0N BIVIN | Insulin Lispro and Insulin PIDYN DY NN 1109 | Pharmacopeia 791 for -
Aspart pH DIVON PIIDINI 1I9DD pH
Item | Scope | Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation

Group of products: Medical Products& Devices

DINIDY OIIPINY D2PUD17 : D98 HNAVYN

Biological Testing

Bacteria, Fungi and Yeast, Count, Classification and Identification

NN O , N0 , 029D IV BIPIIN I3 D973

2 A P Medical devices DO N197 DIVIAN | Estimation of population of MOV OYW W | SO 11737- 1 ---
microorganisms on products | ©1¥25Y DRPIMNIRIN
31A P Medical devices DN OIVIN | Sterility testing NPYN NP [ ISO 11737-2
4 1A P Biological indictors DPN2Y D NVPITYN [ Total viable spore count D21 DY 1PN NPOD NP>T2 | Harmonization of:
USP <55>
1ISO 11138-2
5[A P Biological indictors DYN2Y DI NVPITYN | Sterility testing NPYN NP [ USP <55> .
- : - Harmonization of:
D»X197 DMIVIAN POPINTIN
6 A P Medical devices Endotoxin VoI 1SO 11979-8
USP <85>
USP<161>; -
ANSI/AAMI ST72
71A P Biological fluids/liquids for D91 /0”011 09 | Microbiological examination ONIIPON NP> 11| USP 61 and EP 2.6.1

injection/ Pharmaceutical
products

DMVIANNING DI /NPIND
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Department:  Testing Laboratory ISO/IEC 17025:2017 Accreditation No. 425
Item | Scope | Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation
Group of products: Medical Products& Devices D»N199 D2IPIN) 029°V357 : 029510 Nhavn
Physical Testing NP5 MPITa
8|A p Medical packaging D»NIDT DMIVIANY MIPIN Compressive Resistance nonyn NPT ASTM D642 :\g_e}it;z‘requirement ASTM D4169 &
9lA P Medical packaging 0”191 DIPINY MVIN | Drop test nvan np>1a | ASTM D5276 Meet the requirement ASTM D4169
- & ISTA2A
10(A P Medical packaging DYNI9Y DIPINY MPIN | | gose load vibration test (19) mpaw A1y In np>1a | ASTM D999 :\gf}it;z‘ requirement ASTM D4169 &
1la  |p Medical packaging ©7N197 DIPINS MY | Random vibration test (0117 7 nTyIn np>7a [ ASTM D4728 :\gf}eﬁf\tgz requirement ASTM D4169 &
12| A P Medical packaging D»NI97 BMIPINY MPIX | Conditioning tests owpN npr1a | ASTM D4332 Il\giit;;requirement ASTM D4169 &
13[A P Visual tests liquids D01 /DPNIPA OO | Clarity, coloration, visible DPPIN MR YA VPN | yop 7005 Ph. Eur
DMLANNING DMININ /NPNND particulates of liquids o9 HY 221/229 !
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