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Form No. 18 (related to Article 35 and Article 137-18) TOP ~
U S
IVONEL 5 A i SNEREER RBERHEE
revenue stamp AR A
drug
Application for accreditation of foreign quasi-drug manufacturer

regenerative, cellular therapy and gene therapy products
®o®&Em P o0 A PR
Name of the manufacturing establishment
% g oo Fr fF M
Location of the manufacturing establishment
b iE %) X 73
Accreditation categories
W& g o M E R oo M=
QOutline of the buildings and facilities of the manufacturing establishment

WO o ¥ AL H K2
The person T‘esponsible .for 1§am;ﬁ
the manufacturing establishment Address
(IEFTHSERD 4 5 1 HOBEIZ L VES
PiEEN=Z &

History of having accreditation being canceled
pursuant to the provision of Article 75-4, Paragraph 1

@NEFTHRD 5 5 1 HOBIEIZ LV Bz
s Z &
History of having registration being canceled
pursuant to the provision of Article 75-5, Paragraph 1

Q)= I | UBER Y gl
History of a court sentence of imprisonment or a
severer punishment

(DIEFITBIT DIED UL ZAUEES Wy
(ER L2 &
Violation of Japanese laws and regulations related to
pharmaceutical affairs or measures taken in
accordance with these laws and regulations

G) & AR ORE 232 T Z &
Having received a order for commencement of
guardianship

%

MRS (I THRSIING

S CORERES A TEA Y ST NELE

B JO 9SBD Ul SOOIAMSS oY) Ul PaSeSue SoAnNIexXe
Yy} jo esoyy Jurpnpur) suonedymenbsp sjuedrddy

Remarks
] E K -
FRUCED, B K A S OINEREEE OREEHEE L E T

FRAR R R drug
I 'hereby apply for the accreditation of the foreign quasi-drug manufacturer indicated above.

regenerative, cellular therapy and gene therapy products

F A H

Year Month Day 2198
Japanese
x pr
Address  #MNEC
Foreign language
HENCHOTIE, 3722 WHFOTHEH )
Location of the head office in case of a corporation,
L (EpdE=-24
Japanese Signature
K 4
Name FMESC
Foreign language
. BENCHOTUL, AHRROREEDRAL
JEAETTBIRR i3 ( Name and name of its representative in case of a corporation)

To Minister of Health, Labour and Welfare

15



(=)
(Notes)

1 FRORE SE AARTERMKA4 L9528,

Use paper of Japanese Industrial Standards Size A4.

2 ZOHGEEL ERI2@EHTAHZ &,

Apphcant should submit one original and one copy of it.

3 B A7 EEHG, HSUZH O TR, Ftif F3o&E EECZ L,

Flll in the form with clear writing with inks, etc.,.

4 IWAHHRZ, ERICORIY HHIZ LNz &,

Put revenue stamp only on the original, not on its copy. Do not cancel it.

5 FEDKAACIE, 5 36 555 1 LU 2 THA5XUTH 137 2D 19 F 5 OWTIUTL S T 50 &R
#WIsHz L,

Identify in the column of “Accreditation categories” which category specified under Article 36,
Paragraph 1 and 2 or Article 137-19 is applied.

6 BLETTORERRHOBEMICZ OFCEEFHO TN TEFIET 5 2 L TE & XL, [FfC Tl
LBV LEEL., BIERT T2 2 L,

In case there is not enough space to fill in all the information in the column “Outline of the buildings
and facilities of the manufacturing establishment”, write “see attached paper” in the column and
attach another paper on which all the information is written.

7 HEEEOREFAOMN G E TITIE, YigFFERRNE ZT (720 LitfiL, Ho =i (D
WX ORI 8> TITZ DMK UNEH H 2, GRIZH>TIEZEOIR, T, FOMEEFH B RO O#dT
BRI | UTHATE T 5 2 LV 07 A3 OFHA B, (OB H > TIZ DEKOFREKL N
EXLIZFEABEZ, OICH ST 5] Lrtild sz L,

Write down “No” in each column of (1), (2), (3), (4) and (5) if an applicant doesn’t meet any conditions
of its disqualifications. If an applicant meets one or more conditions of its disqualifications, please
write down as below.

(1) The date( year, month, day) and grounds for cancellation.

(2) The date( year, month, day) and grounds for cancellation.

(3) Crime, sentence, the date( year, month, day) of final judgment, the date( year, month, day) of

sentence/parole completion.

(4) Description and the year of the violation(s).

(5) “Yes”

16
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