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

(Foreign Manufacturing Site)
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As of DD/MM/YYYY

1. BUERT OB NN EEFEBIEDO R MRS R O DOF ZhHI R

Name of manufacturing site and information of the certificate of conformity

RGP D44
Name of
manufacturing
site
[E] PN 8L S EH 4 Name of the company
Contacts in ZE4 Name of the department
Japan HYMFE Contact person
Phone
E-mail
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Accreditation No.
Period of validity *
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* If the certificate of conformity has not been issued, please indicate

“not applicable” .

2. GMPERRICET &8
Information of the Organization of GMP
(1) GMP fH#%X
Organization chart of GMP
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*The chart should clearly indicate the outline of business functions and the chain
of command regarding Manufacturing site manager, Manufacturing department and

Quality unit, etc.
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Responsible persons for GMP

BT X K4 T4
Responsible Name Job title

person *

Sy
Manufacturing site

manager

LSS E(TE
Manufacturing

control manager

o S R
Quality control

manager
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* Also describe other responsible persons

(3) BUEpToekB (N— MEE%Z &, )

Number of employees at the site (including part—time employees)
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Total Manufacturing QC/QA unit Others
A | department A A A
( N ( N ( N) ( N)

3. BERFTOMERIZET 28R
Information of the manufacturing site
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* Describe or attach the outline (Building layout, etc.) of the facilities on the

site.

4. BLERBICET 'R
Information of the manufactured products
(1) HEZXArE A MR A DR G X% 2 i i H — 5 (A=)
Information of the products subject to the inspection regarding type of manufac—

turing activities. (Attached sheet)

(2) AERKRSL B L OEOREHH
A list of representative products for inspection and the reason for the selection

of the representative products
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f&E T4 (Name of manufacturing site) :

H—"% (Information of the products)

X453 (Type of the manufacturing activities to be examined)

XAt EEEH A (Date of the application for examination) :

) BLER B 5 TR .
. o i H 4 £. fif%
% marketing license manufacturing
) name of product remarks
No. holder in Japan process
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Number the products and put the number in the first column in the table. Circle the

number of representative products for inspection.



