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ARG BB D YT A0 SE T L TTES0,
Information of product(s) subject to inspection
Please put X in the appropriate boxes.
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Information of product(s) subject to inspection
Please put X in the appropriate boxes.
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History of manufacturing
dizcontinuation or failure
over the past 5 vears
(EEAEEITERES
W BT
DAEEIIBVT,
EHEMENED
FHiE RS DS
Bl RCER T 228, )
(In the case of Perlodic
inspection or Product
category—based
inspection, the product
to be inspected iz an
autologous cell-based
product)

1FEEE RS, Y Whether anyv manufcturing filure or Q0S8 events
occurred after the collection of starting material cells
(Excluding discontinuation based on decisions made by medical

institutions)
(J# No
OF (FOEESIIEIEERIooWT, BIEEREEL, ) Yes (If ves,

please provide a brief summary of each event.)

1EE 5 FERD-aELEHET Total number of manufcturing units
over the past & vears:

i E B AR O ELE B LS E Number of discontinuation,
failure, or OO events over the past 5 vears:

ERLEFRO S, HE R IR BEOREL] S Percentags of]
manufacturing discontinuation, falure, or OO5 events among
total manufacturing units %o

M Summary:
FEEEFE Root canse:
EERUTHESE CAPA:
(7E2)+2
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MF registration MF-registered suhjects: MF registration MF-registered subjects:
04 ME X 47 - O% MF &g
Registered MF registration No.: Registered MF registration No.:

O & O &

Not registered (H:2) %2 MNot registered (R =3

=9 ()

MR AR [REB 4 R BB Ia TR [EEORT

(FIH 551250 [Name of the laboratory (FIH 2B E1280 [Name of the laboratory
T B-L) HE IO P £ Ho Biorl.) HERADRRTEM

(1E3, 4) Address GE4, 5 Address

Fixternal testing External testing

lahoratory Phone: laboratory Phone:

(if applicable™*)

O Juksh i

Raw material test
nfi.%‘l‘/f’r .

Name ol the test:

O TR S S
In—process control test
B

Name of the test:

O ey

Release test

Name of the test:

(if applicable™®) O EflsEs

Raw material test
HE

MName of the test:

O TIENEEFE
In—process control test
HE

MName of the test:
Release test
g

Name of the test:
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AR FRED, Dl sd TREEL -,
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K 2: The following is an exanple of an entry in the Surmmary section.
(If there is more than one event, thev may be attached separately.)
Surnrrary: Cell count did not meet specifications.
Foot cause: The operator misidentified the number of cells during passage and
seeded incorrectly.
CAPA: The MBR was revised and training was provided to the operator(s)
involved.
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% 2: If there is more than one MF-registered subject, fill in those dddmg lines. *3: If thers is more than one MF-registered subject, fill in those adding lines. H I

FES: AR AR R AR B ORI N LTk, P o o B RR A i 5k & #GR (R )
BBl 2 i A e e AR Y & L B A& I AR L
CHMET DI L TES N,

# 31 In case of using contract testing laboratories, enter in—house other laboratories

and contract testing laboratories, respectively. When there is more than one

laboratory, fill in those adding lines.
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#4: In case of using external testing laboratories, make a check in the appropriate box,

“Release test”. Also, it is

required to enter quality test for ingredients filled in the line “ingredients and

. » »
“Raw material test”, “ln-process control test” or

quantities or nature” of the approval certificate (the approval application form)
for the injection solvents., However, no entering concerning environmental
monitoring is necessary.

4R B REEMNON AL T, RO MBOREEEE N LG ()
E LiGiEEh A SR R b, SRS E ST AEL
TROE T BN TS,
*4: In case of using contract testing laboratories, enter in—house other laboratories
and contract testing laboratories, respectively. When there iz more than cne
laboratory, fill in those adding lines.

ESSMERBRTEMEEFRL TTORMEBIoWTE, TREEERE ), T TEREE
BB A TERRE D W ThirE S T OERNREL TS aB. '
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FEARLFRREICHE I ST ET Y.

*5: In case of using external testing laboratories, make a check in the appropriate box,

“Raw material test”, “In—process control test” or “Release test”. Also, it is
required to enter quality test for ingredients filled in the line “ingredients and
quantities or nature” of the approval certificate (the approval application form)
for the injection solvents. Howewver, no entering concerning environmental
mornitoring is necessary.




