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Confirmation Letter for GMP Audit o

EEXNR : Frih Verpackungstechnik AG

Audited Facility Allmendstr. 47, 8320 Fehraltorf, SWITZERLAND

EEEEA 2012/09/10 — 2012/09/11

Audit conducted on

EEEB - JMDN Code Generic Name

Audit scope 13448012 Saw, sugical, single-use
36249002 Bur, orthopaedic, single-use
70962012 Bone operating instrument, single-use
33704000 Caput prostheses
42347000 Dental implant, endosseous, patially embedded
36235002 Drill, single use

EEREE - 713011634

Audit report No.

EEER W& / Passed

Audit result
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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.

#17H: 2012-10-15
Date of issue
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Noriyuki Ohta

MHS EX# #HE
TaI7AX—FovRivEtatt
Manager, Medical-Health-Services
TUV 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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