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(Certificate of GMP Compliance of a Biopharmaceuticals Contract

1, M=o HE/ASEHS (Name of Manufacturer / License No.)
2. M= A~XMX| (Address of Manufacturer)

3. M = Mz=gH

M2z gl x3Z )

9 MzEAE Hlo|oeHE QIENUMA Y| So| FH o
st EYHE O H9x, 'THiO|R9o|ekE 2QAEHNLHMAM TJ|IH S
AX X o st Ewed Al AR, HMO=EM58 FAo| o st HIO
QojotE P EHEM A B EX M| V| Fo XMEtetes TY ot

products are produced is subject to inspections and the manufacturer
conforms to GMP(Good Manufacturing Practice) as recommended by PIC/S
and WHO.)

[HA] A7E A 2]
W H}O|29o|ekE QE| M AL J| S2o| M X|ol 2t SEEHEH AMAE [EX] M7aMA] (32 = 1)
tH S (No.)
QO|OkE O|EFHHIANAL U EXI T T|Z=
Hi0|22|2E QEHEA AL B ERAE|T|E

Development and Manufacturing Organization)

(Dosage forms of Product(s) or Manufacturing operations:

is hereby certified that the above manufacturing plant in which the

=Y XHDate of Issue):

27| 8HDate of Expiration):

o M X AH =Alo]

- - O O =

x' HF Al

Ol ok
o i -
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(1%)

FZ (Finished Products)

o ® M| (Sterile products)

1. Fo =& 37“ (Asephcally prepared)

C. M =Z X[ ZH|(Cell therapy product)/ ™ Atx| 2| (Gene therapy products)

¥ ol MEDo|M XA EF S{7IE A™ste 49 o MmAEAMeb HINE
e ZE=oll tist GMP “47}5 gtolot &H(If the manufacturing site applies for
marketing authorization for its own product, a separate GMP assessment for that
product must be obtained in addition to this certificate.)

. A4 27X 2 AHH (Laboratory Control)

1. Al A AXHX| (Address of Laboratory)

2. A& 2 2{(Quality Control testing)
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(F1%5)

2l 2 o] 2FZ (Active Pharmaceutical Ingredients)
22 H® A (Sterile products)

1. =25 (Aseptically prepared)

A. M =2 stX H A (Biologics)

C. M Z x| = H|(Cell therapy product)/w & Atx| 2 H|(Gene therapy products)

D. 1 &2l A A (Etc.)

¥ ol & M Z=Lo|M XA E= S{IIE A StE 29 o] MetEE et HINE S
& E=o s GMP ZILE wotob gHIf the manufacturing site applies for
marketing authorization for its own product, a separate GMP assessment for that
product must be obtained in addition to this certificate.)

A XX 2 AHHL (Laboratory Control)
1. A& A AX4X| (Address of Laboratory)
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