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Form No. 18 (related to Article 35 and Article 137-18) TOP ~
S
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revenue stamp PR A PR A
drug
Application for accreditation of foreign quasi-drug manufacturer

regenerative, cellular therapy and gene therapy products

;@

s oo o 4 R

Name of the manufacturing establishment

%

® P o Pt £ M

Location of the manufacturing establishment

I

E ) X 53
Accreditation categories

W& pr o M E R e oo B

QOutline of the buildings and facilities of the manufacturing establishment
WO E AL N
The person responsible for {gam;ﬁ
the manufacturing establishment Address

B JO 9SBD Ul SOOIAMRS oY) Ul paSeSue SeAnNIexXe
oy} Jo esoyy Surpnpour) suonesgienbstp sjueoddy

RS (LSITPRYIING

(DIEEFTH S0 4 35 1 HOBEIC L VREE
PEEN=Z &
History of having accreditation being canceled
pursuant to the provision of Article 75-4, Paragraph 1

QUEFTERD 5 55 1 HOBUEIZ & 0 Bk
N2 &
History of having registration being canceled
pursuant to the provision of Article 75-5, Paragraph 1

(358 4 LU B B &
History of a court sentence of imprisonment or a
severer punishment

(DI BT DUED XL ZIUTEES < Wy
\DER LT L
Violation of Japanese laws and regulations related to

pharmaceutical affairs or measures taken in
accordance with these laws and regulations

(Gt ABHbOE R 22T QD Z &

Having received a order for commencement of

| SARTHESA EAVFT-T) kol

guardianship
%
Remarks
ZSUE S
FRZEY, E I A G OSNEREEEEOREE PR LET,
A PR F L, drug

I hereby apply for the accreditation of the foreign quasi-drug

manufacturer indicated above.

regenerative, cellular therapy and gene therapy products

i A H
Year Month Day

£ AT
Address

K 4

Name

JEA G TR B
To Minister of Health, Labour and Welfare

15

F3C
Japanese
HMEC
Foreign language
ENZSHOTL, E2 D BBFTOFTE
Location of the head office in case of a corporation
HsC
Japanese
HMEL
Foreign language
ENZHOTUL, ARROREE DR
Name and name of its representative in case of a corporation



(EE)
(Notes)

1 AMORE ST, AARTHERIEA4L LT52 L,

Use paper of Japanese Industrial Standards Size A4.

2 ZOWEEEIL ER2@RHTHZ L,

Apphcant should submit one original and one copy of it.

3 LB A7 EEHY, HUZHOTL, Ftifi“fébk%<:&o

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

4 AR, ERIZORLY , {HEIZ L2 &,

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

5 FEDKOMICIE, 7 36 &4 1 LU 2 A5 XUIEE 137 2D 19 5DV TIUTREY T D0 a L
oz 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 SUEPTORERHOMZERICE OFEEFHEDO T X CAFIHT 2 Z LN TERWE XL, [FC THkED
LBV LEEIL, WRERTT S 2k,

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 HEEEOKELHEOMD LG E TITIL, MFFERRNE XL (720 EftfiL, HoD L=
ROz > TIFZZ DB L OHER B2, GMiCH > TUIZDOIR, T, FOMESEA A LOZOBT
EHDD | T TEZT D 2 LD e ol BT OFA A%, OICH > TUTE DB OFEL )
B LIZAEABZ, OIS [H5) Ligid sz &,

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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(KL XITEHIRE, BFEOEEI—ROBEFICHO>TIIHFENK G CEANZHOTIILIR) EIERE
[CRRE T DL,

[ELEFTEOLFR MBI, BEMEOEE I REGFICHOCLEHFAIEEZITLSETHEERTD L TR
L IEFEICEESE T DL,
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