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Application for accreditation renewal of foreign animal regenerative

cellular therapy and gene therapy products manufacturer
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L To Minister of Agriculture, Forestry and Fisheries
EFT
Address
KA ENZH-TE, 4
PR O FE D KA
Name Name and name of its representative

in case of a corporation
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I hereby apply for the accreditation renewal of the foreign animal regenerative, cellular
therapy and gene therapy products manufacturer pursuant to Article 23-22, Paragraph 4 with
application mutatis mutandis in Article 23-24, Paragraph 3 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.

G
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Date and number of the accreditation
1 BGERTOA PR K OPFTE
Name and location of the manufacturing establishment
2 REDXSy
Accreditation categories
3 HEEE (HEEEMENTHD & ET, BEFEICHTL2EFICEBELEATORAEZET,) NEFHSRES
TAMND FETICSE T2 LR
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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Reference matters

(AAREXEHEA4)

(Japanese Industrial Standards Size A4)

I
Remarks
1 FO21TE, FILERD 6 BT ONTNITHEET D 0hEm#T 52 &,
In the section 2, write the relevant section number of Article 91-96.
2 FOBIEOWVTE, ZHLAWVGEIT IS LRV LML, BN T55810F, YT 5F
FOMEZLHT D2 L,
In the section 3, write not applicable if the applicant does not correspond, and write
a summary of the relevant details if the applicant does correspond
3 HIFEE DMK 55 D = HE 5 A E LG S R E T EE R A EROESEE ORE EZ T TV
DY AR, RO 4 ITYERRED Xy R ORRER &, ER G FIME OGS OB ECUTE RS E5
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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 4, if the applicant has been registered as a foreign animal drug or quasi—drug
manufacturer, or as a foreign animal medical device or in vitro diagnostic manufacturer,
write the number of registration in the section 4.
4 HEEHFEIL, ER2@ERET 2L,

Applicant should submit one original and one copy of it



