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Certificate of Identical Active Pharmaceutical Ingredient

(R—OFIRE R LT 5 REIRFEE) IR L TV 3 B [ (R
£)1 i, B ERSEAUHESEENE (B) oBEMCTSEsn
7 JREE T(FRA) | & BUEHIE, AL T, SUEH. SBSRE—Th
B & RERT 5, '

(Name of the manufacturer/MF in-country caretaker) certify that
active pharmaceutical ingredient(API) “(name of the API)” supplied to
(name of marketing authorization holder using the API) is identical to
API“(name of the API)” described in remark of the attached copy of
Notification of Inspection Result, in.its manufacturing method, process,
facilities used, and specifications, etc.

(Note)

EXRLEAEERBHE (F)

Contents in the remark of Notification of Inspection Result

HEERREREER A ¥ £ A B
Application date of GMP inspection: YY MM DD
VAT A :

System filing number

WEEIT-> R RNEFTOAF

Name of the manufactliring site inspected
HEEAT - T 8ERT O FTE#

Address of the manufacturing site inspected

BLEREDRA



Name of the manufacturer

B DT IR R 5 | |
Cétegor’y of manufacturing license or accreditation
RO IRERES

Number of manufacturing license or accreditation
HEERRBEFEA B ¥R £ A H
Date of notification of Inspection Result - : YY MM DD

TR &£ B A
YY MM DD

CHSIATBUE AE R ERSSRONEREE B

To : Chief Executive, Pharmaceuticals and Medical Device Agency
BUEET OFTEM X IIM F BN EEA OERT

Address of the manufacturing site/MF in-country caretaker

BERTOAFFXIIMF BREEA D K4

Name of the manufacturing site/MF in-country caretaker

WAERORAE RS OUETEEORA) UIMFEREEA A

Name of responsible person of the manufacturing site
(product security pharmacist)/MF in-country caretaker, stamp/
signature

t



