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Certificate of Identical Active Pharmaceutical Ingredient

(FA—DREZHER L TV ARIEREES) ITREL TS REE T (FE
)] i B0 ERLESHERERRBNE (B) OlSMicREfish
eI TUREEA)) LBUEL M, BLETRE, MERE, AREFPR—TH
HIZLEFRT D,

(Name of the manufacturer/MF in-country caretaker) certify that
active pharmaceutical ingredient (API) “ (name ofthe API) " supplied
to (name of marketing authorization holder using the API) isidentical
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.

E
(Note)

EXMESEERBEMNE (F)

Contents in the remark of Notification of Inspection Result

HAMRERRSER B : £ A H
Application date of GMP inspection: YY MM DD
VAT NEAES

System filing number

FEZAT o T BEERT DA R

Name of the manufacturing site inspected
PEZAT > - BLERT OFFTE M

Address of the manufacturing site inspected

BEEREDORA
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Name of the manufécturer
RGOS U IR
Koy Xt ERE LSS ERE
EHEOBESE L ITEHERS

License or registration category of the manufacturer, accreditation or
registration category of the foreign drug manufacturer

BUEROFFAE L I8 &
BEXITEEMENERE
EEOREE L IIBFES

Number of the license or registration for the manufacturer, or of the
accreditation or registration for the foreign manufacturer

AR B A R . & A B
Date of notification of Inspection Result : YY MM DD

£ A H
YY MM DD

MIPTBIEAEERERESROEEEER B
To Chief Executive of the Pharmaceuticals and Medical Device Agency |
BERF OFREM X IIMF B P& B A OERT
Address of the manufacturing site/MF in-country caretaker
| BUEBR DA IIMF BENEEAD KA

~ Name of the manufacturing site/MF in-country caretaker

BEFOREERS WEEEEORA) IMFEREEA

Name of responsible person of the manufacturing site

(product security pharmacist) /MF in-country caretaker
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