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Confirmation Letter for J-QMS Audit Japan
HEXR : TECAN SCHWEIZ AG, TECAN TRADING AG
Audited Facility Seestralle 103, CH-8708 Mannedorf, Switzerland

TECAN SCHWEIZ AG
Emil Staub Strasse 1, CH-8708 Mannedorf, Switzerland

HRE=EREA : 2015/03/24 — 2015/03/26
Audit conducted on

Eﬂﬁﬁﬁ] (ﬂﬁ%ﬁ) . Freedom EVOlyzer-2 Analyzer, immunoassay, enzyme (Code 35706)
Audit scope Freedom EVO Clinical, Specimen preparation equipment,

(Product F(;ategories) sample processor (Code 38757)
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Audit report No.
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Audit result
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COMREREMTEIEMNEERLEEA, FHEIREREEZSSBIESIL,

TUV SUD Japan confirms that the audit was performed by auditor(s) authorized to audit according
Articles, which are applicable for the audited facility, in MHLW ordinance No. 169 in 2004 as amended by
MHLW ordinance No.87 in 2014, and that the audit results were reviewed by TUV SUD Japan, Ltd.

This letter is only valid if accompanied by the audit report. Please refer to the audit report for details.

#1TH: 2015-09-17
Date of issue

AH =

Noriyuki Ohta
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TaI7X—Fov Uk att
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 the Act
on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy
Products, Gene Therapy Products, and Cosmetics (1960 law No. 145) Article 23-6 clause 1.
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