GMP EEMAE RBEE
Confirmation Letter for GMP Audit

EERESE : Breas Medical AB

Audited Facility Foretagsvégen 1, $-43533 Méinlycke, Sweden

EEEEAR : 2010/01/20-22

Audit conducted on

G . Positive airway pressure unit, continuous Positive

Audit scope airway pressure unit, continuous auto Posotove
airway pressure unit, bi-level Ventilator, multipurpose
Warmer humidifier Breathing circuit, ventilator,
reusable Mask, ventilator

SEapL s . 71363459

Audit report No.

EERER #& / 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. 168, 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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Teruo Shingai
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Manager, Medical-Health-Services
TUV SUD Japan Ltd.
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THb.
TV 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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