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< Translation: Page-1 >
Foreign Manufacturer Certificate for Medical Devices

Accreditation Number: BG30400220
Name of Company: Puritan Medical Products Company LLC
Name of Production Facility : Puritan Medical Products Company LLC

~ Address of Production Facility: 31 Sch.ool St. P.O.Box 149 Guilford, Maine 04443

Classification of Accreditation: Medical Devices — General

This is to certify the Accredited Foreign Manufacturer for Medical Devices under the
Article 13-3 of the Japanese Pharmaceutical Affairs Law.

February 19, 2007 (Heisei 19t Year)

The Minister of Health, Labour and Welfare: Hakuo Yanagisawa

Valid: February 19, 2007 to February 18, 2012



< Translation: Page-2 >

Application of Foreign Manufacturer Certificate for Medical Devices

Form: C04 (Application of Foreign Manufacturer Certificate for Medical Devices)
Submission to: 1 (the Ministry of Health, Labour and Welfare)
Date of Submission: 2181004 (October 04, 2006)
Submitter - Company code: 650662000
Control number: 398

Address: 31 School St. P.O.Box 149 Guilford, Maine 04443
Company name: Puritan Medical Products Company LLC

Representative: Terry Young
Windows Person - Address: 62-5 Nihonbashi-Hamacho 2-Chome, Chuoku,
Tokyo 103-0007
Name: Yoshitaka Itou
Fujirebio Inc. Legal Department
Tel 03-5695-9222, Fax 03-5695-9230
Submission Category: 1 (New submission)
Fee: FOB (Documents Foreign Manufacturer Certificate for Medical Devices)
Category: 4 (Medical Devices)
Production Facility - Company code: 650662001
Company name: Puritan Medical Products Company LLC
Country code: 304 (USA)
Address: 31 School St. P.O.Box 149 Guilford, Maine 04443

Classification of Accreditation: 041 (Medical Devices - General)
Head of Production Facility: Paul Dube
31 School St. P.O.Box 149 Guilford, Maine 04443

Responsible Person: Terry Young
Disqualification - (1) Article 75-1 of the PAL: None

(2) History of Criminal: None

(3) Violation of the PAL: None

(4) Under Tutelage: None
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