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Additional Form No.3
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RS 4+ BB\ =%F1%) e E RN T4 6 G FRE R REE
Form No. 22 (related to Article 83) Application for Certification of Foreign Manufacturer
FRAEE B GBI\ HT5RRER) R TE M LN T4 5 e S
2025 4 6 H H
Date (vear/Month/ Day / /

AR O Z M OMRE I T 2 IEAHE355H 2 HO B EIZE S < FrEMian T o Rk oFF el [REHS365R5 2 1
ICBWTHER T 5 [REF355E 2 HOBUE IS S BrEM N TS o fEOFF O W H, FVES405E 1 HOBEIC L D4
TE AR T 4% o8& O Ji| H U X RTESE 3955 2 THIZEB W CHERH T 2 [RIVEE355: 5 2 TAO MBI S < FrE i T¥% o %l
EOREIZHOWT, 202545 H31H UGN RO LA FHEEAZ L FTO LB HiEXITEITHET,

I hereby apply for the matters to be stated from May 31, 2025, onward, regarding the certification of the manufacture of
specific processed cells, etc. based on the provisions of Article 35, Paragraph 2 of the Act on the Safety of Regenerative
Medicine, as applied mutatis mutandis pursuant to Article 39, Paragraph 2 of the Act.

1 RN TS S s e OV RE B 12 B9 2 I

Manufacturing Facility and Applicant's Information

A ORI 7 B DAL K 4 -

Z OO T % Z OO T % fi $E§%§§%£§
B L £ D &3 DR EM N T8 % o A it L 7= 5 e A U 7= R il T estiteeget -
Types of Specific Processed Cells, etc. to be | (] [ T4 O % O |goesifio Nucleic
manufactured Human-derived Animal-derived b

ifi e Acids and the
Specific Specific Processed Relatod C 1
Processed Cells Cells elated Compounds

2 HEEE OB ST

Applicant's contact information

HEFORA

Name of the person in charge
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Additional Form No.4
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Form No. 24 (related to Article 84)

s — 0 BN+ 5BE6%)
B 00 GBI\ \SE8%R)
Form No. 29 (related to Article 88)

R RE AN T 5 & R AT SR RS B g

e E MR T S ROEE e A e

Application for Change in Certification Iitems of Foreign
Manufacturer

R MR L 5 OGS A e

TR AR N L4 S s B 1 Jem

Application for Abolition of Foreign Manufacturer

2025 # 6 H H

Date (Year/Month/Day) / /

TAEREOLZEMEOMREFICET 2 IEEE3TR O EIZHE D  FEEMIIN L% o BEDOFF AT FIEH O
R [AEFA05F 3 THOBUEIZE S < BEMiaim Lo HFEEOE T, FEFE3THRORTE
WZHES < FRE M 4% O 8E OFRE F IR O T XILENEF 415 OFEIZ D < RrElan 1y % o Hl
EDOFEIEIZONT, 202545 5 A31H BAREFEHA RO SN2 FHZ LU F O & B0 MEE UMt E T,

I hereby apply for the matters to be stated from May 31, 2025, onward, regarding the change in

certification of the manufacture of specific processed cells, etc. based on the provisions of Article 37 of
the Act on the Safety of Regenerative Medicine or the discontinuation of such manufacture based on

Article 41 of the Act.

FRAlRE - FERE - MmO X5y
Categories of the Certification

FRE R E
Specific Nucleic Acids and
the Related Compounds

e AN T4 0

Specific Processed Cells
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RRAGE T GBHDUSREEMR) IR R A P I Ty 6 B e S T BT R G
Form No. 25 (related to Article 84) Application for Certification Renewal of Foreign Manufacturer

2025 # 6 A H

Date (Year / Month / Day) / /

FIAR RS D22 M DTS5 B BB 3955 2 THIC B W CHE 4 2 [RIEF355 5 2 O E I 53 < B i T % o
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I hereby apply for the matters to be stated from May 31, 2025, onward, regarding the certification renewal of the
manufacture of specific processed cells, etc. based on the provisions of Article 35, Paragraph 2 of the Act on the Safety of
Regenerative Medicine, as applied mutatis mutandis pursuant to Article 39, Paragraph 2 of the Act.
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Manufacturing facility and applicant's information
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i o L O e O | Specific Nucleic Acids and the
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Related Compounds
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Types of Specific Processed Cells, etc. to be U |Human-derived o Animal-derived U |Specific Nucleic
manufactured Specific Processed Specific Acids and the
Cells Processed Cells Related Compounds
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Applicant's contact information
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Name of the person in charge
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