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Form No.2

MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 160-8916

CERTIFICATE

It is hereby certified that the following manufacturing site, in which the following pr
oduct(s) is (are) produced is subject to our inspections, and the manufacturing in the
site conforms to all the requirements of the GMP standards for investigational New
Drugs.

Name of Manufacturing Site:
Address:
Name(s) of Substance:

' Operations:
[ Synthetic process
[ Dosage formulation process

[1 Other ( | )

Date of Inspection:

No.
TOKYO, date

(SRR E - RREXNREROKS)
Director, Compliance and Narcotics Division
Pharmaceutical and Food Safety Bureau
" Ministry of Health, Labour and Welfare



3 ‘ :
BRREGCMPEMERSEESHRERTOLELES

1. BHEHE | ‘
- D REEE (A~CD3LHUBICOZM/LTTFEL)
A. AEEEBHFILDES '
B. O ( )
(LA, BIoAhM2HM: HRBHEINIBA. ThThEXFEEE )

2. A& . | |
O EHEMN | (A~COESEICOFEMLTTELY
A. BHEORFEERESA |
B. HEETCHEREFTS -HOBBHE
C. M ( : )
(_I:.,EA ClITAMBEME: HECRBHIShZEE. ThThEEFEEE )

@ AHRBORM% | (A~DO3LHYBBEIZOEMLTTELY
A. BFESBAT
B. EFEF@WARE
C. HFESWARELELT. HFESFHH
D. DMl ( )
(LA ~DITh A SFE: %E%u RHEhBBE, TAThESESE )



B3 R
SEERZ S8 G (TR DREEGM P RS

Har - PEEERIERR (FERK -3 A

1. ABEORETOHE

1) SEmA:

2) FRiEHh:

2. FEFARREEICR A B AR

1) REREESA:

2) %’n%ﬁﬁiﬁﬁﬁ'@d)ﬂi‘élﬁz [ AREmSELE - SFHETIE - T0Oi]
(ZDith: )

3. UEEEmOBASERARRE

1) EMFEOFE: [ F - £ |zmEsesslcond, 2) UBEREA

2) EWHEFAR: £ A A~ A 2]

3) PERNFERESR: [HFR-TOMEELEEREA

)]

4) RAEFOHFIETEE:

4. AEHEE EE

1) SEHRBECHRIAREORBEGMPESHE: [BE - TES]

2) AEFAAB: £ H A~ A H
(FAETEH: ¥ B B~ A B)

2) |EE [ KAFCORM-RERE-EGFEA( F A H:

)]

3) BES FICHEABREOUETRETRELERS N
(BERUERFBEXTITHHEOHER) (7 - #&]

£ Al £%HEL - TREEE - BUR - GMP TEE ]
ERFOHMORHERT  [H - E]

H: £ B £BESL - FERREE - @I - GMP FES 1

4) fHE:

[ g |

1 EHIEHEICOM

[ =s#ssAm
[ ]

REEELAR




I

WSLATEIE NEE S B SR S
T E ARG - BARPY
BAMEREESS
BONMERFESRAERPITERS
KEFFRMET RBSTERBNERSE



