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Form 1

LBRUEFRICETHRAENRGEFICEHT HHBE
Outline of Product(s) Subject to Inspection

TRk 4R RBUE
As of DD/MM/YY

RGEe kB ORY (EANCH -
TlE, AMBEOREE DRA)

Name of

marketing authorization holder

mn H 44

Product name

RUERT D4

Name of manufacturing site

RGP OFT{EHR

Address of manufacturing site

FEX R EFICET 51FH BT HOICLVEZTEH L TIZIN,
Information of product(s) subject to inspection
Please put X in the appropriate boxes.

RS SR - B
Buildings,
facilities and
equipment

Ak O AL (1) 226 —REETREE TofREIZ
RO R - H AR
Information on which buildings, manufacturing areas or
facilities and equipment are dedicated to the products to
be inspected or shared with others while the
manufacturing process from receipt of cells and/or
tissues™ to the primary package
ekt Y. OFH O/ (—EEHEET,)
Buildings
:ODedicated [JShared (including partially shared)
g X s O O/ (—EEHEET,)
Manufacturing area
! ODedicated [JShared (including partially shared)
fiER ey 0 DR D3R (—HEHzE0)
Facilities and equipment
: ODedicated  [JShared (including partially shared)




kW EH (3 EET,) | IS T 2550
5L E

When buildings, manufacturing areas or facilities and
equipment correspond to “shared (including partially
shared)”, please provide information of the product(s)
sharing them by putting X in the appropriate box(es).

O B Cibfa b ki s (B4 )
The other autologous cell-based products
(Name of products: )

Ot oD [FI A AR Ao F R B (B 44 )
The other allogeneic cell-based products
(Name of products: )

OB 1A AR (a4 )
The other gene therapy products
(Name of products: )

DIE%EI:D (%E‘ljl:l : )
Drugs(Name of products: )

OEFRES (a4 )
Devices(Name of products: )

O ofh ( )

Others( )
TIRELEE TR O BIE AR D hEak - sl OB A - A
DAL -

Information on which buildings, manufacturing areas or
facilities and equipment are dedicated to the products to
be inspected or shared with others after secondary
package process

= O (A EET,)

: Dedicated [OShared (including partially shared)
L 352 A 5 B D Y T B I O e & D IB@ D
KL

Information on which buildings, manufacturing areas or
facilities and equipment are dedicated to the products to
be inspected or shared with manufacturing for

Investigations

b Y . OIJF— myll

Buildings : [JSame [ISeparate

il X e OF-— 1)

Manufacturing area : [1Same [ISeparate

fhER Rty © DR mpll

Facilities and equipment : [1Same [ISeparate

fth DO VEER A AR E R SR E o RLE - OB A - AR




Information on which buildings, manufacturing areas or
facilities and equipment are dedicated to the products to
be inspected or shared with manufacturing for other
cellular and tissue-based products for investigations

pets Y. OFH OdeH (—EEHEET,)
Buildings

: ODedicated [OShared (including partially shared)
fOE X B OFM O/ (—EEHEET,)
Manufacturing area

: ODedicated [Shared (including partially shared)
BOE RSy - OFH O/ (—EEHEET,)
Facilities and equipment

: ODedicated [OShared (including partially shared)

RLE TR O Hi A
(4T 2HAIZ
ETCTF v I T
%)
Manufacturing
process(make all
checks in the
appropriate boxes)

CIAmAE - fHRkOEREL (33 1) Collection of cell or tissue
k&1 374k Cell-banking
Ofmfass2E Cell culture

O o451k Cell differentiation
[(IF5%L  Purification
Ofci&8 5k Final product
%% Packaging

OF /s 7E AN Gene transfection
07 A )V AE5% Virus culture
COfR4%  Storage solely

OFofth ( ) Others

ST Ot MM 85 Human cell/tissue products
Product (B Autologous [I[AfE Allogeneic)
information Oz v x— 3 80 Combination products

((HAEAE RS Components :
Oy OF% > b DOFE - O DM
Lldrug [lkit [devices and equipment [cell
COmiscellaneous goods)
MF #|H MF Bk ims
MF registration |MF-registered subjects:
O F MF e =
Registered MF registration No.:
O %
Not registered (E2) *2
G Ik (4 B /E7%  Aseptic processing
Manufacturing CIPASHCEREIC X 2 HEE BafE Closed aseptic processing
method (1% OAfth Others ( )




GQP AT 7RI
FO < Bk
Agreement in
accordance with

O f Bk H 1 H H)
Concluded (Date of agreement : DD/MM/YY)
O (RZ77 hoLaxsate,)

Not concluded (including draft agreement)

GQP Ordinance
Article 7
Eﬁiﬁ%ﬁ*ﬁﬁ%ﬁg F&BE D4 R

(FIH4 28412 |[Name of the laboratory
Rl A L) F&BE D AT FE

(13, 4) Address
External testing
laboratory Phone: Fax:

(if applicable*s4) |00 JUEFER

Raw material test
O Brtoftijasx |4 -

(7' —72%*5 |Name of the test:
ST O TN B
In-house In-process control test
Laboratory e C A
(including Name of the test:
affiliated O et
companies*) Release test
O S R
Contract Name of the test:

laboratory




1

* 1t

2
% 2

3

* 3

4

* 4!

5

R OREOHE R —0 b BIT 555 Th > T, oY fEm ©
B Z i 5285013, SRIERE S E O TRiak < 7280,

In the case cells and/or tissues are collected from a donor each
manufacturing the products, and the collection is conducted in such
manufacturing site, include collection process in the process.

: MF B8k SEE D 25613, WEATEZBMLE#H 23S0,
If there is more than one MF-registered subject, fill in those adding
lines.

ANERER R AR AR B OF N L ik, B Ao fth o sl A fisx & &8 (H
i) B LICRE S AN BRI AR & 20T D 558 1T
ZIBMLTRHETHL L TIIEIN,

In case of using contract testing laboratories, enter in-house other

laboratories and contract testing laboratories, respectively. When there

1s more than one laboratory, fill in those adding lines.

D AMEERBR R AR AR LT T o SBRIZ oW T, TROBFABR . T TN
BEEER) ST THERER] onFnrizb I o2&l TS
W, RE. BRI, BURALL SR EAGE (REE) Fo T kD
Gy B SUFIAE | A RLAR S V72 pisy O i B RRBR IZ B3 2 FEal b BT,
72l BEE=42 ) 7R LR AT S edElI A~ T,
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.
However, no entering concerning environmental monitoring 1is
necessary.

D TN—=T e id, T e = VB RRERRNC D D a2,

* 5 Affiliated companies mean the manufacturers under their global quality

control systems.
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Form 3

BEERFULBETHE GESEFRA)

Outline of Drug Manufacturing Site
(Foreign Manufacturing Site)

TRk 0 REBUE

As of DD/MM/YYYY

BUERT D4 PR
Name of
manufacturing
site
BIYEFT O FTE Hh
Address of
manufacturing
site
[ NS S e
Contacts in Name of the company
Japan H4E

Contact person

e

Phone FAX

E-mail
PAE R MHFRESFH H
Accreditation No. Date of initial accreditation
O E D WIFR FE DX Sy

Expiry date

Accreditation category

WEEH (N—MEEZED,)

Numbers of emplo

ees (including part-time employees)

EEFEB I BLEHR QC #BM QA "
Total Manufacturing QC department QA department
department
A A A A
BERROBEE

Responsible person of the site

(Qualified person in the EU, or head of quality unit in other countries)
K4 o

Name Job title

TER

Phone FAX

E-mail




%Lnnaﬁ (Hzli“@ﬁﬂjnnﬁﬁi () Tig#E,)

Number of manufactured products (Number of products exported to Japan

should be described in parenthesis.)

BARRFRLO | BAERSER-D | EXEL R
il WAERRRE | Drugs Medical
Manufacturing of | Package, Devices
Cellular and labelling and
Tissue-based storage of
Products Cellular and
Tissue-based
Products
il ih H
Number of
manufactured
products
TSR A B ORI
Information of the products subject to the inspection
mn B4 (B5RE4 b | SizERT T G PTG A | 2R R T R AL o
ez &) RS B AR Y] &*()IL@BQ#AH#%@ (] PN 26 B A s 141
Names of the Commercial Marketing in EU Marketing in
products (Please | manufacture and US started Japan started from
specify English started from from (MM/YY) (MM/YY)
names as well) (MM/YY)

HRERO
Information of the manufacturing site 1

R T 1 A T R T A

Area of the site Area of the warehouse
B b R AR AR R A e R 1 A

Area of the manufacturing facilities

Area of the testing laboratory

EREROQ (BEERELEMHRIEICIR L EDOR )
Informatlon of the manufacturing site IT
(Manufacturing status concerning The Act on the Safety of Regenerative

Medicine)

=% ==
O TE
Accreditation

(1A Yes (GR
4% No

J %= Accreditation No. :

fE S B
Number of
manufactured




products

SRR LA H
Inaugural
month/year

HERBFHRO FEALTWAIEELRa LV Ea2—F LT AT L)

Information of the manufacturing site III

(Overall function of major computer system adopted in the manufacturing

site)

B/ o B a—H
b AT DDA T
Name of major
computer system

LERP UMES [OILIMS [IDCS

(0% At Others (

) D72 LIN/A)

BE 5 EMOITEMRE N> DELZOF &

History of GCTP inspections by regulatory authorities over the past 5 years.

ITBOEEA4 | IR kG in H 4 (EE S S > FTH DD ]
Name of Inspection | Name of Inspection Type of inspection
regulatory date inspected results (On-site/Desk-top)
authorities products

WE 5 EMOEIL, GCTP - GMP - QMS REEDOHE (FAOBRAIIIEEL

FLHL )

History of product recall or GCTP/GMP/QMS non-compliance over the past 5
years (Please specify details.)




R 2 O3 miEt#k FoEE s

Notes on filling out for Form 2 and 3

- 1QC #EFH) (Quality Control) 1%, SHEEHEIRE (ﬁ%ﬁ*ﬁﬁ?ﬂ%%ﬁ%) Zfe
THLOTYT, —FH., TQAESM ] (Quality Assurance) 1%, SWEMRIEHE %45
THOTY, TaEHM 1L TQCHM) & TQAEM) LiZmiFbivET,

‘The term “QC department” refers to Quality Control department(Testlng
and Inspection department). On the other hand, “QA department” refers to
Quality Assurance department. “Quality department” is divided into “QC
department” and “QA department”.

- QC 9 & QA HT & 531 TW 2R WELEFTIZ B L Tl anEHEM & L Tl
B¥zx TQC HM ) Mllciisk L. TQA B9 MHlCIZ 0 A 9: LA LT 7E &0,

- Enter the number of employees at Quality department in the column of “QC
department” and enter O in the column of “QA department” unless the

manufacturing site divides Quality department into QC department and
QA department.

- THLOES BEY OTIZIE, HEFFE IR DM B OIED, YizihEpric vy Tl
BEINTNDTRTORMITIRD éﬁ%£ﬁbf<téb
- Enter the number of all manufactured products in such manufacturing site
including products on the application for the inspection in the column of
“Number of manufactured products”

Miax G OBIZTIX, ARG ICRD M BICEET s D1E), YaxiiE
Fﬁk L COMiEERIZONWTORYFEEZTLE L T 7E30,
- Enter relevant items on not only facilities related to products on the
application for the inspection but also overall facilities in the column of
“Information of the manufacturing site”

N2 5 R OITBHER D OBLZ DA OIHIZIX, Eﬂﬁﬁﬂ% (AR D H D
1E0, YUFAEMCBW TRE SN TV D TR CTORMIR DY FEH (F
%é%ﬂ%@ﬁ (R D FHEGT,) ﬁﬁbf<témo

-Enter all relevant items for not only products on the application for the
inspection but also all manufactured products in such manufacturing
site(including inspections conducted by foreign competent agencies) in the
column of “History of GCTP inspections by regulatory authorities over
the past 5 years”

(@2 5 M oEIL, GCTP + GMP « QMS R#E& OA %] OIE 2T, FHEHH
IR DG H DT, YHRIEFTICBWTHBEISN TWA T X ToR %Iz
1% 5 5% 24 5 O A B ] OB 2 508 L T 72 &0,



-Enter presence or absence of relevant items and summary for not only
products on the application for the inspection but also manufactured
products in such manufacturing site in the column of “History of product
recall or GCTP/GMP/QMS non-compliance over the past 5 years” .

- TEIPNELRE e ) OISR, MaEOREHSE N2 77 b o & 5 DIZiEY)
IRERS AR LTI E 0,

-Enter appropriate contact information so that inspectors at PMDA may
contact in the column of “Contacts in Japan” .

TRGE4 | OFERA & LTI B ETHEA S SR ZRRf L TSV,

-Enter English names to be used in Japan as “commercial name” .

T D LONRRWNEEIE, RS L) 220 ) FERHL T EEN,
-Enter “N/A” or “No” when none applies to.
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