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RIE9-3 _(RER)
"Form 4 (Tentative translation)

Outline of Manufacturing Site for cxamination of conformity regarding tvpe of manufac-
wuring of anizal drug (animal regemerative. cellular therapy and gene therapy product)

(Foreign Manufacturing Site)

- OB O O#sg

Aus of DBDAMAYYY

1. S OF Rl ORI K IMARE R O X F SR T O AZhMR
Name of menufacturing site and informaticn of the certificate of conformity

WA Rl

Name af

manufscivring
site
HEE R A% Naoc of the coopany
Contacts in 2LFE N Naze of the depuriment
Jﬂ L H Contact person

Phone

—oail
bR W% G

KiRT D fi g i
Accreditation No.

Perind of validity =

S BERBEO ATV BRI, RN FERESH o,

sl

* 1f the certificate of conformity has not been issued. plesse jndicate

“rnot applicable” .

2. GMPRMICEET SEE
Inforzation of tho Orgerization of GMP
(1) GNP IEHEY
Urganization chart of GMP
i WREER, NEEA. SHARSC OO TERAREAECIRLT O T4 5005 L FicR
e

#The chart should elearls indicate the ovtline of business functions and the chain

of comeand resarding Manufaclurine site mapager, Manufacruring deparipent and

aiity unit, ete.

12} GMPHRERS

(BreR)
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Respansible persons for GUP

T Fi Ef =R
Responsible Name Tob title
persaon "

N
Manufzeturing site
zanager

Mapufacturing

cantrol _manaver

SRERTIE&
Sualitv control

o3Naeony

I SEUHDERwmc- e TLRE Do k.

* Also describe other responsible wersons,

13) WibAOERAE (- MBS ST )

Nuzber of veplovees at the site (including pari-time esplovees)

£EFBE HizsEM TN O
Total ¥anufactiuring QC/QA unit Others
A | desartment A A S
( Ad { A ( A { A)

3. EEFOERIET RS

Inforzation of the manufacturing site

3 WEMOBROME ((IRES) LRENEHTS 2,

* Describe or stiach the outline Building Jayout, cte.) of the Facilities en the

site.

4. BEEGBICETOEE
Information of the manufactured products

(1) S HBEHMEONFVEIFHMRSH % SR

Inforgstion nf the products subiect fo the inspeetion regzrding type of manufacs

iuring activities. (Attached sheet)

[2) AW B 2 (RS O T

A list of representative products for inspection and the reason for the selection

of the representative products.
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- WL Gh il {iii -,lc!-

I o A o DR Yo L

e SERARLIIL, A LT T A D

AL R A

ki B % (Qnlormation_ ol the products)

LN E S (Name_ ol manufaciuring sited :

53 {Tvpe of the mmufacturing selivities to be examined) :

EmE APER AN AU (Date _of the application fer examination} :

w5

jerecih

LR

o ‘i ehH % ; %
ES market ioe license | i manmtacturing

. . yame gl product T remarks
Ni, holder in Japan process

doafERIrE, SEISOVT ARSI D, kR, R RSO & T

Nulier the products and pui the mumber in the first column in the table. Civele the

nugber ol rFepresentalive producis for inspeciion.

(Ha0

CHTax
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