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Application for registration renewal of foreign

animal drug(quasi-drug) manufacturer
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Name Name and name of its representative

in case of a corporation
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I hereby apply for the registration renewal of the foreign animal drug (quasi-drug) manufacturer
pursuant to Article 13-2-2, Paragraph 4 with application mutatis mutandis in Article 13-3-2,
Paragraph 2 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical
Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics
indicated following.
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Date and number of the registration
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Name and location of the manufacturing establishment
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Whether or not the applicant (if the applicant is a corporation, include the serving executive
responsible for the services of pharmaceutical affairs) corresponds to Article 5, Item 3 of
the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices,

Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics with

application mutatis mutandis
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In the section 2, write not applicable if the applicant does not correspond, and write a

summary of the relevant details if the applicant does correspond

2 HEEE DMK O R FESMERGE S O E ST EER SR A ERE RS OREZ 2T T

3

LHEITIE. LD 3ITHREREE DKy M ORREE 5%, ERRFIERLESEE OB TE R F S
[EHLEEZ OBERAEZZ T TV DIGAEIZIE, FLO SICYRBEROBRRE L idfll 7562 &,

If the applicant has been accredited as a foreign animal drug or quasi—drug manufacturer in
a different accreditation category, or as a foreign animal regenerative, cellular therapy and
gene therapy products manufacturer, write that category and the number of accreditation in
the section 3, if the applicant has been registered as a foreign animal drug or quasi-—drug
manufacturer in a different accreditation category, or as a foreign animal medical device or
in vitro diagnostic manufacturer, write the number of registration in the section 3.
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Applicant should submit one original and one copy of it



