(‘T" T

WY / NIT2UN NDNoaY? N'nINYY Nwn

g Israel Laboratory Accreditation Authorit)

ISO/IEC 17025:2017 np* T2 NMTayn
0425 'on NONON NTYN

n'"'va nrrtayn My aMn

3065101 ,x2'py X ,14712'%N 'NM :0IN™ ANX NAIND

15.09.2028 :O1" TV 16.08.2026 :01"nN 9 pN2
9PN VYA NIDIY OXNNA NINDNY MK XD (MY 1PND) MTIYND NIROND NI MYIN 3T Y 1NN PTI NN
TIVNN 79029 NNT Y90 MK T3 XN PIN INNKN T TTIVAY N8N N200NN
JPRINTA 71791 NIV MDON 21 NIWH TIWON) IM¥PN MPYI Iy NN NINON
MIWN) THMXPN MPWIT DN DIPAN MYNIT N9V DPONINN MMYIITI/DIPNI T ,THVIN YT I THDINN JIIND
MY N omad ISO/IEC 17011:2017 59935 DRNN2 MIIP) 1§ 112000 . MPHRN MINSIN JNRT DPNIIN PNV,
120010 MYITY ONNNZ TYANRN ITPAN NPN2 TN NYIN Y GO MPX9 NRMPHR DNNDNRD)
TIWINOT 9Y WAPIY NN MNNT 7NY PYINA T 93 N9PR NINOIN

(EA) European Accreditation Cooperation 1IN 231 (MLA) 778 29 1791 D201 5¥ NDINN MY

\ gg@ OMpPnn DIF‘I'? 12 aQ'wo 02 MEAN OO NN T 1711V
Oj\ 959 NN

579 16.09.2018 :mix1 NonoN "IRN
TN NINONY MPINYH MY

Date of signature  16/08/2026 PageNo. 1 of: 6




I‘T . "rr' N

i\ X NIT2uN NDNoA? N'NINTA NIWA
¥ & z ias—""*“ / Israel Laboratory Accreditation Authority

\ M
Nl al o

Testing Laboratories ISO/IEC 17025:2017

Accreditation Certificate No. 0425

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

Valid from: 16.08.2026 Until: 15.09.2028

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. 0425

Name and Address:

Laboratory name TARYAG Sterilization and Laboratories Ltd

Address 14 Ha-Ilan St., Or-Akiva ,3065101, Israel
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 D»N199 029P2AN) §°9°V357 : 22930 NNaYN
Chemical Testing, Chromatography, GC/MS GC/MS, 72990109995 , 512993 197273
ethylene oxide, ethylene glycol, ethyl
Ila |p Medical devices O] Ethylene oxide residuals POPNPIN TPINY | 1SO 10993-7 Chlarohydrin e eon SRS
Item Scope | Site Materials / Products Tested Types of Test / Properties Measured Standard / Method Opinion and Remarks
Type Interpretation
Group of products: Medical Products& Devices OIN199 DIIMINI DI P VI : D98N NNV
Biological Testing, Bacteria, Fungi and Yeast, Count, Classification and Identification NI PN NV, 02D TIVD B3P TN 5153 11773
2 1A P Medical devices DXNIDI DMIPVIAN | Estimation of population of TMDVNIWNIWN | [SO 11737- 1 -
microorganisms on products | &3 7Y DRYRNNIPIIN
31A P Medical devices DI DMIVIN | Sterility testing NPYN NP [SO 11737-2 ---
4 (A P Biological indictors 0PN9P D NOPYTPN [ Total viable spore count D21 DY 71PN N9D NP>T2 | Harmonization of:
USP <55> —
ISO 11138-2
51A P Biological indictors 0YNDPI DI NOPITPN | Sterility testing MNPWN DN [ USP <55>
6 A P Medical devices 0X197 OIVIN | Endotoxin POPIVITIN %—éaomll(;r;i;;ion of:
USP <85>
USP<161>;
ANSI/AAMI ST72
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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 D2IN199 DPIPIN) D2 9PUI1 : D98N DNIVYN
Physical Testing D510 WP 73
71A P Medical packaging D»NI9T DXIVIAND MPIX | Compressive Resistance nonyn npa | ASTM D642 i\g%iglzreqmremem ASTM D4169 &
g8 |A P Medical packaging DYNIT DMVANY MVIN Drop test n9an np>1a ASTM D5276 Meet the requirement ASTM D4169
- & ISTA 2A
9la | Medical packaging DYN197 DIPINY MY | Loose load vibration test (W) P ATy npr1a | ASTM D999 i\g;‘z gljifequirement ASTM D4169 &
10|A P Medical packaging DRI DI MPIN | Random vibration test (0Y1) 799N nTyn np7a | ASTM D4728 i\g%i gl/i requirement ASTM D4169 &
111A P Medical packaging DYN19Y DIWIND MDIX | Conditioning tests oW npr7a | ASTM D4332 — }\;I%f;;glzrequirement ASTM D4169 &
12|A P Medical packaging D»N197 DMIPIANY MPIX | Concentrated Impact test NPIND PNTIPY N300 NPT ASTM D6344 }\g?r'i t;; requirement ASTM D4169 &
13| A P Medical packaging DP9 DMPINY MPIX | Bridge Impact test NN MY WINPT | ) <o enes }\g?i t;/i requirement ASTM D4169 &
14| A P Medical packaging DYNI9Y DIVIND MDIN | Sensitivity of packages to N2 N2>205 MPIN MY Meet the requirement ASTM D4169 &
low pressure environment Ty | ASTM D6653 ISTA 2A
test
15(A P Medical packaging DYN19Y DIVINY MV IN | Seal Leaks in Packaging by »1 nonn mpIn npo1a | ASTMF1929
Dye Penetration
16| A P Medical packaging DMNI97 DMIPINY MPIX | Seal strengh (peel test) (P N3) Nvwn np>1a | ASTM F88/F88M
17| A P Medical packaging DPNI97 DMIPINY MPIN | Integrity of Seals for Flexible AINS oN nppa | F1886-F1886M
Packaging by Visual
Inspection.
18| A P Medical packaging DRI DIPANY MPIN | Determination of Leaks in N0 Mmysnxa my npy1a | ASTM D3078-02
Flexible Packaging by 2 nna
Bubble Emission
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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 027123N) §79PU357 : 229810 INaVN
Physical Testing D50 MPITa
vla |p Medical packaging 0”197 ©IPINY VN | Detecting Leaks in Packaging M9 mysnNa nwna np>7a | ASTM F2096
by Internal Pressurization 9
(Bubble test)
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