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Confirmation Letter for J-QMS Audit Japan

REXNR Technowood Manufacturing Corporation

Audited Facility N2840 Bayanihan Street Extension, Clark Freeport
Zone, Philippines

MEERA : 2015/09/03 — 2015/09/04

Audit conducted on

REEHHE (WA - Extracorporeal Circuit

Audit scope Systems for Artificial Heart-Lungs,

Angiographic Catheters and Angiographic

(Product categories) , ) i :
Guidewires, Endomyocardial Biopsy

Forceps
REREE MNL65991100114
Audit report No.
REHR W& / Passed
Audit result

L(E. OMS BEHAERBEROHIBERICI>TEEShT=, TH 16 FEEFBEAR E 1695 (E
EFBMES FR26EFEFTBICKIYRE) OS5 LHAERRERICEASNSIFRICHT IWRERREZLE
a—LFLTE,

CORITEHMTEIFNEZHLEEA. FHEAETREEEZ TSRS,

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.
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Noriyuki Ohta

MHS E%8 #ME
Ta1I7X—FoenNoK4£ut
Manager, Medical-Health-Services
TUV SUD Japan Ltd.

Ta7X—Fov Uk, EXR. ERRFZFTOARE. AINMRUVRLMOERE(CET 2 (BB 35 F£EES
145%) L 23 KM 6 E 1 HDREICK Y BRSNI-FZARETH 5.

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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