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%%ﬁiﬂ) A4 R8R—UTIERBAL =& & Certification D =45l

R EIRSE AR/ RN FAE S\ EBATSEEEEAE (MHLW) Certificate to Foreign
(MHLW #&=(5-2) Government(FDA)

(Form No.5-2)
MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

10903 New Hamgs!
Butkding 66
Silver Spring. Marviand 20093

) DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
: Food and Drug A/

Certificate No.
CERTIFICATE CERTIFICATE TO FOREIGN GOVERNMENT
It is hereby certified that the following medical device(s) marketed by (Name of the Marketing ; - [ Healt BHuEE LW : s In order 1o allow the importation of United Stales products into foreign countres, the U.S. Food and Drug

Approval Holder), (Address) is(are) manufactured(imported) under our supervision as stipulated 2 aurk::mam (FDA) certifies the following information conceming the product(s) 10 be exorted listed
in the Pharmaceuticals, Medical devices and Other Therapeutic Products Act of Japan and is(are) ’
Name of Product Name of Manufacturer/Distributor Address
authorized to be marketed in Japan.
( ( |
Medical device(s):

uf ' e o Food Sanitatic ct and thai th « The product(s) described above {and the manufactunng distribution sitefs) which produces/dstrbutes it)
) lal ; t it s subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmeic Act

ified that the above product(s) may be marketed in, and legally exported from, the United
No. of America at this time, The manufacturing planifs) in which the product(s) ts produced is
inspections. The las! suct mnspection showed that the plant(s), at that time
1 w o
L ! ubstantial compliance with current good manufacturing practice requirements for
TOKYO, date

the product(s) listed above.

T Mo Jol

e Theresa McDonald
(EFHEFEETIERED ¢ legalization by the f : Chiel, Regulatory Policy and Systems Branch
Director, Medical Device Evaluation Division 2 R Divi agement Operations

; ical Safety and Env Health Bureau
Ministry of Health, Labour and Welfare

Center for Devices and Radiclogscal Health
This certificate expires 24 months from the date notarized.

COUNTY OF MONTGOMERY
TATE OF MARYLAND

Subscribed and swom 10 before me this /T day of A/OU month 2009 year
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