Provisional Translation (as of December, 2009) *

PFSB/ELD Notification No. 0208001
February 8, 2006

Director of Evaluation and Licensing Division,
Pharmaceutical and Food Safety Bureau,
Ministry of Health, Labour and Welfare

To: Directors-General
Departments/Bureaus of Health,
Prefectural Governments

Cancellation of items registered in Drug Master Files

Utilization of the Drug Master Files (hereafter “MF”) has been described in PFSB / ELD
Notification N0.0210004, “Guidelines on Utilization of Master File for Drug Substances, etc.”,
dated February 10, 2005. MHLW has established the following guidelines to be followed when
items registered in the MF are of no more use and cancelled. You are requested to notify the
guidelines to the relevant business parties and organizations under your jurisdiction.

1 “Notification of MF Registration Cancellation” must be submitted to the Chief Executive of
the Pharmaceuticals and Medical Devices Agency using the attached form. Procedures for
electronic submission of the notification will be specified later; the notification shall be
submitted in writing until further notice.

2  The original MF certificate should be attached to the notification. Also, a statement shall be
submitted confirming that there is no product which is currently approved or for which an
application has been filed for approval using the item to be cancelled.

* This English version of the Japanese Notification is provided for reference purposes only. In the event of
any inconsistency between the Japanese original and the English translation, the Japanese text shall prevail.
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Notification of MF Registration Cancellation
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To the Chief Executive of the Pharmaceuticals and Medical Devices Agency
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Name Names of the corporation and its representative, in the case|  Seal
of a corporation.
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We hereby apply for deletion of the registration Nos. shown below because we have no plan to
use the registration Nos. for the items listed below.
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(Instruction for filling out the form)
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Use the A4 format (JIS).
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Submit one original copy of this form.
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Write in block letters using black ink etc.
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In “Date of registration,” indicate the latest date of registration.
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5 If a drug substance in-country caretaker has been selected, enter the name (hames of the corporation and
its representative in the case of a corporation) and address (address of the main office in the case of a
corporation) of the caretaker in the remarks column.

6 FEFEZINEICEWTHRIET 2HI2H - T, AEREIC L Y HFEFE OEFTAORA 2T 25
Zl, Fl BAEL THENCRZDZEDRTEXH LD ET 5D,

6 A manufacturer who manufactures the drug substances, etc. overseas should enter the name and address
of the applicant in a relevant foreign language and Japanese. A signature may substitute for a seal.
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* This form can be downloaded from the website of the Pharmaceuticals and Medical Devices Agency
(http://www.pmda.go.jp).
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Statement

(OOOMFOOOO0) #FHL TWRHANZSOWTILFROLBY AT

KIEFEHTH Y . BUE, YiBEEF LA L OKRZESE L TV a5 H KOG REEF O M A
MIRNZ L 2R L E LT,
I hereby confirm that there is no product which is currently approved or for which an
application is being filed for approval using the item registered in MF (XXX MF XXXX) that |
intend to cancel.
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number name number approval
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Address Location of principal office in the case of a corporation
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Name Names of the corporation and its representative, in the case

of a corporation.
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| hereby confirm that there is no product which is currently approved or for which an
application is being filed for approval using the item registered in MF (XXX MF XXXX) that |
intend to cancel.

—HE S | R4 | AKRES AEHEH R PP 5
Serial Brand | Approval Date of Procedures taken Remarks
number name number approval (BT OB FHIAZ ZLEH)

(the latest changes/modifications)
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Approval of partial changes in
manufacturing approval
Approved on: Month DD, YYYY

2 B AAAAA ATFAFAR | BET R
YYYYY Month DD, FEAFEAHR A B
YYYY

Notices for minor changes
Submitted on: Month DD, YYYY
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Approval cancellation Notices
Month DD, YYYY
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Name Names of the corporation and its representative, in the case
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