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Application for examination of conformity regarding
type of manufacturing of animal drug(quasi-drug)
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To Minister of Agriculture, Forestry and Fisheries

ERT
Address
&%[%AK%OT@\%J
PR M OREH DERA
[Name and name of its representative :
Name

in case of a corporation
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I hereby apply for the examination of conformity regarding type of manufacturing
of animal drug(quasi-drug) pursuant to Article 14-2, Paragraph 1 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.

AL
1 AEZEZT LD & T 5 RERT O FR K OFITEH

Name and location of the manufacturing establishment to be examined
2 FREEIMEEINERE T ORER T L UGERA H TGk 3L 5 4 E R 3
DR 5 K OB H

Number and date of the accreditation of the accredited foreign manufacturer of
drug(quasi—drug) or of the registration of the registered foreign manufacturer of
drug (quasi-drug)

3 FREEHGEANERIEER ORED XSy

Accreditation categories of the accredited foreign manufacturer of
drug (quasi—drug)

4 HEEZT LY ETHHETROXS

Types of the manufacturing activities to be examined
5 HEMBEE

Number of the product items
6 HEMRIEEE

Number of the marketing license holders in Japan
T BEFRIH

Reference matters

(B ARPEZERIFEAL)
(Japanese Industrial Standards Size A4)
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Remarks
1 RO FB0RFE VHA 5 ITHE2HA S OWT UL Y T o0 amf T 52 &,
In the section 3, write the relevant section numbers of Paragraph 1 or 2 of
Article 20.
2 FROATIX, F295:D8FE IR 5 T F2HA T O WTIUTE Y T D&l T 5 Z
Lo
In the section 4, write the relevant section numbers of Paragraph 1 or 2 Article
29-8.
3 RLOLITIE, HEEXICET S REM B O ER#T 5 Z &,
In the section b, write the number of the product items coverd with the applied
manufacturing type
4 FLO6ITIT, MELLE S B IR 2 ISR e EE O AT 2 2 &,
In the section 6, write the number of marketing license holders in Japan

related to those product items.
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Application for examination of conformity regarding type of manufacturing of
animal regenerative, cellular therapy and gene therapy products
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To Minister of Agriculture, Forestry and Fisheries

ERT
Address
&%[%AK%OT@\%J
PR M OREH DERA
[Name and name of its representative :
Name

in case of a corporation
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BWTHEH T 2 [FESF 145 D28 1O HEIC X 0 By FH A R 5 55 o X458 & M
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I hereby apply for the examination of conformity regarding type of manufacturing
of animal regenerative, cellular therapy and gene therapy products pursuant to
Article 14-2, Paragraph 1 with application mutatis mutandis in Article 23-25-2, 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

B
1 AEZEZT LD & T 2 RERT O FR K OFTEH

Name and location of the manufacturing establishment to be examined
2 REMEEREFERMNEREESOREER ST K UOREFEHA

Number and date of the accreditation of the accredited foreign manufacturer of
animal regenerative, cellular therapy and gene therapy products
3 PREMAERERGINEREER OB EDO XSy

Accreditation categories of the accredited foreign manufacturer of animal
regenerative, cellular therapy and gene therapy products
4 HEEZT L ETHHETROXS

Types of the manufacturing activities to be examined
5 HEM HE

Number of the product items
6 HEMRIEEE

Number of the marketing license holders in Japan
T BEFRIH

Reference matters

(A APEZEHIFEAL)
(Japanese Industrial Standards Size A4)
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Remarks
1 FRO3ITIE, HIRDTHE ST DONWT UL Y T 20 a i 52 &,
In the section 3, write the relevant section numbers of Article 91-87.
2 FEOMTIE, FIFDI08D2E BDOWT UL T D a5 Z &,
In the section 4, write the relevant section numbers of Article 91-108-2
3 RLOLITIE, HEERKDICET 2 REM B Ol o Z &,
In the section b5, write the number of the product items coverd with the applied
manufacturing type.
4 FEO6ITIE, HREELEMN B IR D RIEOE RS DR ERRWT 5 2 &,
In the section 6, write the number of marketing license holders in Japan

related to those product items.



