A E U GE /N H&Ro+BIR)
Form No. 124 (in relation to Article 280(10))
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Application for Change in Registered Master File for Drug Substances, etc.

(R ¥ % o & 8 )
Classification of Registration
(Types of Drug Substances, etc.)
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Name of Drug Substances, etc.
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Registration Number and Date
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Name of Manufacturing Site
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Address of Manufacturing Site
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Classification of License or Accreditation
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Number and Date of License/Accreditation/Registration
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Scheduled Date of Change
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Information to be Changed Before Change After Change
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Content of
Change
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Remarks
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I hereby apply for the registration of change in registered Master File for drug substances, etc.
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Year Month Day
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Address Address of head office if undersigned is a corporate body
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Name Name of corporation and its representative if undersigned is
a corporate body
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To: Chief Executive of Pharmaceuticals and Medical Devices Agency
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(Instruction for filling out the form)
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1 Print the form on A4 (Japanese Industrial Standards-JIS) paper.
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2 Use ‘sumi’ ink or ordinary ink for wring, and write Japanese letters clearly in standard (square) style.
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3 Specify in the section “Classification of Registration” which paragraph of Article 280(2) applies.
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4 Fill out the section “Classification of License or Accreditation” only when the manufacture concerned has been
granted a license under Article 13, an accreditation under Article 13(3), a registration under Article 23(2) paragraph
3/4 of the Law , a license under Article 23(22), or an accreditation under Article 23 (24) of the Law.
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5 If all the particulars to be amended do not fit in the section “Content of Change” write “As per annex” in the
section and attach a separate sheet.
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6 Specify in the section of “Remarks” the name of the in-country caretaker (in the case of corporate body, the name
of the body and the name of the representative) and the address of the caretaker (the address of the head office, in
the case of corporate body).
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7 For foreign manufacturers who produce drug substances, etc., outside of Japan, include the name and address of
the applicant in the language used in the applicant’s country as well.



