GMP B8 MHE BEZEEF
Confirmation Letter for GMP Audit

EENER : #1 Synergy Sterilization (M) Sdn Bhd
Audited Facility Plot 203, Kuala Ketil Industrial Park, 09300 Kuala Ketil, Kedah,
Malaysia

#2 Synergy Sterilization Rawang (M) Sdn Bhd
Lot 42, Jalan Industri 2/1, Rawang Integrated Industrial Park,
48000 Rawang, Malaysia

#3 Synergy Sterilization Kulim (M) Sdn Bhd
Lot 71, Kulim Industrial Estate, 09000 Kulim, Malaysia

EERMB 2013/01/31 — 2013/02/01, 2013/02/07

Audit conducted on

Eﬁﬁ . [Facility#1] Gamma Sterilization of Medical Devices and Ethylene
Audit scope Oxide Sterilization of Medical Devices

[Facility#2] Gamma Sterilization of Medical Devices

[Facility#3] Ethylene Oxide Sterilization of Medical Devices
EHBER - MYQMH0612018Rev3-721407127
Audit report No.
EERR i##& / Passed
Audit result
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A BHREEREET CBRCESL,

TUV SUD Japan confirms that the audit was performed by an auditor/s authorized to audit according
MHLW ordinance No. 169, 2004 and that the audit results were reviewed by TUV SUD Japan, Ltd. This
letter has to be attached to the audit report. Please refer to the audit report for details.
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Date of issue
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Manager, Medical-Health-Services
TOV SUD Japan Ltd.
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TUv SUD Japan Ltd. is a certification body registered by Ministry of Health, Labor and Welfare according to Japanese
Pharmaceutical Affairs Law {1960 law No. 145) Article 23-6 clause 1.
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