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(A% 2)
FI—PEIZ B9 S e &

Certificate of Identical Active Pharmaceutical Ingredient

(R—DREZER LT 2 8EERTHEE) ([CREL T2 R TR

£)) 1, BIDERSESHEREERENE (B) oFSMicisish
TR T(RERA)) L8k, BIETR, ARG, ARERF—Th
DT LEAT D,

(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“ (rniame of the API) ” described in remark of the attached copy
of Notification of Inspection Result, in its manufacturing method,
process, facilities used, and specifications, ete.

ERLEAEREBNE (T)

Contents in the remark of Notification of Inspection Result

BHEMRERFEFER R .+ ® A R
Application date of GMP inspection: YY MM DD
VRF BRAER

System filing number

TAEEIT - T RERFT 0L

Name of the manufacturing site inspected
WE Z1T - 7= BLERT O FEHE

Address of the manufacturing.site inspected

FOEEE D R4

15



(%)

Name of the manufacturer
BEEEDOFTFE L IR
K4y X2 ERAES ERE
HEHDREE L IIB@ERK S

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

Bk DRFATE L < IR
BT E K A
e DMER L IIRGES

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

HEERRRAEA B : &£ A B
Date of notification of Inspection Result : YY MM DD
#£ A H
YY MM DD
MIFTEIEABRELERERRAEEEER B
To Chief Executive of the Pharmaceuticals and Medical Device Agency
BLERFORAMXIIMEF ENEHEAOER
Address of the manufacturing site/MF in-country caretaker

WEFOLFUIMF ENEBADKS

Name of the manufacturing site/MF in-country caretaker

BEROREE RS, (REFEEORA) XiIMFEATEA

Name of responsible person of the manufacturing site

(product security pharmacist) /MF in-country caretaker
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