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BIEE19-3
BYAEER (BHANEERSEE) OXSEEEMEICE S WERTOMEN
(EIPMERTR)

1. BUERTO4 Bl ORI BRI O A8 (3 B B UNE O AT SN
BT OA TR

HMREREOEHES
B UFE o0 47 dhiti g

B EERES ORI T AVIBAR, SN L L EETHT -

2. GMP#H#RICET SRS
(1) GMP #H#RE
B OBEEET. MEHM, SEHASC O TEBRESMEGEROT T RS A VARG LS IcE
WEn- b

(2) GMPEHM¥ES

BEH % iy ik

pra—
ik

SRR

SEEEELES

3

AgUAOREFI- oW TLEBRTSIZ L,

(3) MemoitAE (—bHAFEE, )
ZEEEH TR S TR Z D
A A A A

[N [N (SN [N

3. BERO Iz
# MEmoERORE (AEEY) SESEEEATS oL,

4. MEEEICET AR
(1) YPRSBEHENEONSRYIEDWELE 8 (HH

(2) HEAELE BT ORERMH

CHTix
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BE19-3  _({REER)

Form 4 (Tentative translation)

Outline of Manufacturing Site for examination of conformity regarding tvpe of manufac—
turing of animal drug (animal regenerative, cellular therapy and gene therapy product)
(Foreign Manufacturing Site)

1. BUEFTOE RO 2 MREREEE 0 32 £ 3 5 J O AT 2300
Name of manufacturing site and information of the certificate of conformity
B iR 4 TR

Name of

manufacturing

site
ERE#EE ¥4 Name of the company
Contacts in #E4 Name of the department
Japan $84% Contact person

Phone

Email
EMRROZEGES

(RE DS 5

Accreditation No.

Period of validity #
B EERESOEfEEHCCeVEEE, BN LIERTI L
*# If the certificate of conformity has not been issued, please indicate

“not applicable” .

2. GMPH#ICET 5 8E
Information of the Organization of GMP
(1) GMP &[]
Organization chart of GMP
B BLEEES. MEHM, SEERSC O TEBRELMGTEROT O M S gD LS ICE
Wirnzk,

#The chart should clearly indicate the outline of business functions and the chain

of command regarding Manufacturing site manager, Manufacturing department and

Quality unit, ete.

_(2) GMPEEES

Cér

=/
AX
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Responsible persons for GMP

i Ea L&zl
Eesponsible Name ob title
person ¥
1 ikt e 2

Manufacturing site
manager

U'ﬁ’\f‘: -O-\_r_ X
Manufacturing
control manager
SR EEWES
Quality control

manager

# SBLMACREFEoVCLE#TS L,
#* Also describe other responsible persons.

(3) MEFMOMEEEY (S— FHBEFEET, )

Number of emplovees at the site (including part-time employvees)

SRR TSI ShEARM E D
Total Manufacturing AC/QA unit Others
A | department M M M
[N [N [N A

3. WUERTOME AT S EE
Information of the manufacturing site
| (SUVR[%) ol LA s - b

# Describe or attach the outline (Building lavout, etc.) of the facilities on the

site.

4. WERHICMTARE
Information of the manufactured products
(1) SRy ESHMEOHSRyIZHELMELE 8 GIHHE)
Information of the products subject to the inspection regarding type of manufac—
turing activities. (Attached sheet)

(2) @ fUEa B RO ORERH

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

of the representative products.
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BT A

LTl
PB4
[X 57
X4y i A AT R S AR
- SRR i HA i TR {5

¥ORBMCE, GBEICOVWTMEREAT L) Ei, HEREMBORZICOEMNT 2

N

BIHEAR A

MiES H % (Information of the products)

.@Qﬁﬁ%(.\lam:) of manufacturing site) :

X453 (Type of the manufacturing activities to be examined) :

EA@EatEFA 354 R 0 (Date of the application for examination) :

iff 5 RS E R HliE L
N i i sh HA ) {iii %
marketing license ) manufacturing
K name of product remarks
No. holder in Japan process

#OFEESMICIE MBICOWTEFEEAHT L, Eir, WERKREEOFSICOEMTZ

[

Number the products and put the number in the first column in the table. Circle the

number of representative products for inspection.

(i

(i
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