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Certificate of Identical Active Pharmaceutical Ingredient

(Fl— DR Z A LT o TiEI7e38) (S LT D T (RS
A0 1, B ER R E SRR e E (5 OfFEMIcREsh
TR TORRA) ) L RGE Tk, BhE TR, BUERE, HRENRFE—TH
52 & &REMT 5,

(Name of the manufacturer/MF in-country caretaker) certify that
active pharmaceutical ingredient (API) “ (name of the API) ” supplied
to (nameof 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.

ek i S PERE R & (5)

Contents in the remark of Notification of Inspection Result

HEMEFRA B FEEH A A H
Application date of GMP inspection: YY MM DD
CAF AEHER

System filing number

A AT > 7o BLERT O 4 FR

Name of the manufacturing site inspected
FRAE 2T - 7o BLEPT O P 7 Hy

Address of the manufacturing site inspected

RIERE DRA
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Name of the manufacturer
FOEZEOFF A L < 1386k
X5y AR R i S A4 ]
B OREA L < ITBERIX 5

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

BUEZEDOFF A L < I35k
B XA A E RGE
A ORER L < 1IBERE T

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

AP R E A | % H H
Date of notification of Inspection Result : YY MM DD

= H H
YY MM DD

MSTATBUE N ER L BRGSO R &
To Chief Executive of the Pharmaceuticals and Medical Device Agency
B 7 By o B £ #h I M F [E N L O Pt
Address of the manufacturing site/MF in-country caretaker
BUYERT D4 B XIMF EREBLA O K4

Name of the manufacturing site/MF in-country caretaker

AEOEEE K4 (ALEEHEORKY) IIMF ENEEA

Name of responsible person of the manufacturing site

(product security pharmacist) /MF in-country caretaker
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