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= {0E, AR T

AR L L d mAEERE &
Form No. 17 {related to Article 76 and 84} {(Iace side)

12 A
. ot

I nEs Al

Revenue Stamp

3] |1
Nate (Year / Month / Day)

To Minister of Health, Labour and Welfare or
the Director-General of a Reglonal Burcan of Health and Wellare

\ = 1 2.
ar A BT
. .
i Japancse R &
Address 4z < Location of the
Foreign fanguage head office in
case of a
corporallon
A
~
oo
dapanese 4
L 4 Name of the
Name A .A corporation and Y
Foreipn language its reproscntative
in case of a
COrpOration
AN A

I hereby apply for rewrite issue of acereditation by Article 76, Paragraph 1 applied by Article 84 of the
Ministerial order on the Safety of Regenerative Medicine az indicated below,

WEHE 1 LR T 1
Number and date of the accreditation

RIESA C
Categories of the acercditation

K2 C
apecifie processed cells

spectfic nockeie acids
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Form No. 17 {related to P;FF 76 and mCCWGﬁL:r side)

RN I L

Changed items

EAIU ] Befove
EAlIS o W After

Changes

[l

See attached
paper” in Lhe column and altach another paper on which all the information is writlen.
A A B A TS -

[n case there is not enough space to {ill in all the information in the column. write

M 7L

ot
Ll [ A g

In case of foreign cell processor, the address and name of the appicant should be written in
Japanese and foreign language.

Put revenue stamp only on the eriginal form, not on its copy. Do not caneel it.

Hedi A e+ L%

02 A
it

FEA T BLA
:1 HTEA R LE

[Faldy B Fs

(I I s

VT

S L

Froy b U
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(.

JiE
Application for secredilalivn of foreizn cell processor
Gk A H :
Tate (Year{ Monch / Day)
h FRERER :
f . 5 : . 2T
Lt k) i Hoox o
Lovation ch. :.F_ rcmr_ c:f:.n_ in case of
. Jupunese corporalion
L ALATIET EL o
Address R LR
Foreign language
N U OB g6 I a3
it i
m,mma.;mw_.ﬁ I,
52Tk YT Naine of the corporatinn and its
L reprexentative in euse of 1 corporation
Name

7 MR
SR

P,

I hereby apply for the acereditation of the foreign col processor by Article 85, Pavagraph 2 applicd by Article 39, Paragraph
2 of the Act on the Safery of Beeeneralive Medicine as irdicated helow,

H
s

St A

CoiL, Wl THIEE

ey lFin, .. _e__:.ﬁ o]

e H

Name

U,o:.:_,_ ut the

manager of the
manuficturing
Fawility Clireer BUmImETyY

a7 E#2H28H
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Form No. 22 (related to Arcticle 83MPage 23

Tl Nl )
M of the exeeutive (in cnse of o
corpnrationd

=

Jil

Ehstory of having
accredication being
caneeled pursunnt Lo
the provizion of Arricle
20, Paragraph 1

1 4

Applweant's (2] :
dizqualifications syl A

History of a court
sHntence pf
imprisenment or a
severe punighment

(including thuse of

the execulive
engaged in the
aerviees in casc of a
corporation)

Vinlation of related
Japancse laws or

TLMHALITCR nv_r@..: in
accordance with these
Taws and regulations

.> L
Ty pes of pla
£t

Animal's cells

derived

Nucleie acids

Department and name of the pereon in
charge

Telephone number

8 ifi 1

FAX numbor

WL AT L
-mall address

Hl
13

oo .

RO [

No. 242 treluted to Article 830 Page 3]

Applicaut should ubmit one original and oue copy ef this form.
3 ez (B A ]
. " .

To e there s anl erwagh space 1o B3 inoall the information o the eobumn, weite n Lhe calonm aned

atlach anpther papear on which all the nfaymaton is wrillen.

B AT

Hitd Bk

K

[N Rl S
Ly,
YRS

Write down "No” in each column of (1), (Z2Jand (30 if an applicant doesn’t meet any conditions of its disqualifications. If an
applicant niee e douwl as below,

s one or more eonditions of 1 disqualifications, please
(1) The datef wcar, month, day? and grounds for cancellacion.

() Crime, sentenee, the datel year, month, day) of tinal judgment, the datel year, month. dav} of sentence/parale
complolion.

G Deseription and the dated year, munth, day ol the viddation(sh, Term “retated Japanose laws® vefors to laws aned
regulations presaviboed in Arvticle 35, Pavagraph 4, icem i} applicd by Article 3%, Pavagraph 2 of the Act an the Safecy off
Hegencrative Medicine.
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HRAE TR L G AID SN L e 1%
Form No. 23 {related to Article 84) spreifie processed vl

1T 1L i T __.:_ nue lede weids

J] 11
Acereditation omiinﬁm of foreign cell procezsor Dute (Year ¢ Month ¢ Day)
- ~ " h
} T'n a:::ﬂ.ﬁ. of les H_nr Labour and Welfare
i AT T, ox
Nane )% Fr T Japanese Location of the head
- Name of the o A oflive in cise ol o Y
.A corporation and its v Address w corporation
o L Foreign langnage
representalive n
case of a y.
corporalion ~
A vy 5
o TG MF Japancse L4
AR ™ .
o Mame of the
LA G_..:.Huc a1 b 10HTL ‘.M:L Y
ity representativi
it case of a
CCH.tCHm:..::H
h oy

AL
AU 2 ol
[ hereby apply for change in the accreditation items of the foreign cell proces=or by Article 37, applied
by Article 38, Pavagraph 2 of the Act on the Safety of Regenerative Meadicine as indicated below.

i

It is certified that the above cell processor is certilicated forcign cell processor pursuant le Article 39,
Paragraph 1 of the Act on the Safety of Regenerative Medicine.

Date (Year / Month / Umww H Number and date of the accreditatinn
#1180 4%

AmBo of :F manager of
the manufacturing facil

TR KT Fi)
Minister of Health, Labour and Welfarc

specific nueleic acids

i
Changed items

: i H FI Ay wo.m.ﬁz.n_
Date of issue Year / Month / Day ur £
Changoy After
i A H T
Date of expiey Year / Month ! Day The date of changes

If there are multiple m:Ean. E...mro ey and zamo:co :#.. eolumin.
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e

[ 2w E DR TN B s
I'orm No. 23 (related to Article 84)0(Page 1}

k] ELNRE R 27
Application for aceeedilation renewal of toreign cell processor

Locarmin of the head office in rase of 2
COrpOra tion

Applicant zhould submit an original form.

B STV R SR I

L

Japaness

i1

Iy ase there is not enowgh space to il inall the information in the column, wirite “See attached paper” m Address a_,,._ )
the eolumn and attach anather paper an which all the infamnation is written. Foreign lanpuage

[E D i A B S L
IName of the corporation and itz

oo repressntative in ease of 4 carperation
SN
Natne

Fareipn langea e

I heveby apply for the accreditation renewal of the foreign cell pracessor by Article 3G, Paragraph 2 applicd by Asrticle 30
Paragraph & of the Act on the Safety of levenerative Medicine as indicated below.

il Lok
e
Name of the manutietering facilicy

[y R a
Categories of the acceeditation specific processed cells specific nucleie acids

Sk
Changes

Al
Rrasmsa
fd O R T T

1 Lhere are mulliple sabjects, please copy and deseribe the column,
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i

A

Form Me. 25 (related to Article 84WPage 2)

[etails of the

manager of the
manulacturing
tacility

AT T
Narme of che cxnentive {(in case of a
corporaciom?

Wewiy 2L 2 b
History of having
accreditation being
ranceled pursuant to
the provi-son of Articke
a0, Paragraph 1

Applicant's
iz
Gincluding those of
the exeeutive
engaeed in the
servives m case of &
corparatiom?

Hiztnry of o court
sentence of

TN PEEENIETE o1 o
severe pumshment

Winlation of relawed
Jupnnese laws ar
mmeasures ket in
seciwdines wilh 1hese
Towes wind regulations

il
Types of planncd specilic provessod colls,
rte

HEN2

Humaun celts derived

i

Animal's cells

derived

Mucleir acids

HLATE Finod- s
I'orm No. 23 (related o Article §4) {Pawe 3)

Depart
charge

: b
Telephone number

LT 25
FAX number

o

Hla, A4 bl

Uar paperr of Ja pamese Tndustiia] Standards S Ad.

2 L T
Applicant should submit an
i | i SR S T I

140

F I S 0 S T B =,
In ense there s oot enough space to Gl inall the informaton in the velumn, weire *See actached paper” in the eelume and
attach another paper on which all the informatien s writcen.

Wiite down “No™ in sach eolumo ol (00 (2rand (33 if an applicant deeso’t moet any conditions of s disqualifieatio
applicant meets one e more eonditioms of ite disqualifications, please write down as helow.

{1} I'he datel vear. menth, day) and grounds for cancellation.

123 Crine, senlence. the dated year, month, day) of Gnal jodginent, the date! vear, month, dax} of senlence/parole
covnpletion.

13} Deseription and the datel
regulations proseribed in Arlicle 53, Panuggeaph 4, item G} applicd by Artiele 20, Parsgmagph 2 appied by Articls 39,
Paragraph 2 of the Act an the Satary of Regenerative Medicing.

A AR, e K % Meis Sk
Fut revenue stamp only an the original ferm. Do not cancel ic.

Ifan

sar, menth, day ¥ of the vielationlsh Term "related Japancse laws" vefors to laws and

LAz -
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Form ko 2

Apphication for examination for accreditation ! secreditation renewal of foreign
vell processor
43t ._ H
Thte (Year f Month { Thay)

ik
To Chiel Executive of the Pharmaceuticals and Medical Devices Agency
@
Japanese Location of the head
1F .A office in cose ol a vu
Address PTRES corpoaration
Forelgn language
A iy
-~
oo "
Japanese 54
& Name and name
Name: i .A of its Y
Foreign Linguage reproseTitative in
case of a
corporation
~ ~

I heveby apply for the examination for acereditation ! acoveditation renewal of the foreign cell processor
by Article 81, Parvagraph 2 applied by Article 84 of the Ministerial order on the Safety of Regenerative
Medivine ax indicated bolow,

Number and date of the acereditation
{In the case of renewal)

(1 |

mwmn;.ﬁ_ processed cells

C

mwmﬁ;:a nucleic acids

Name of the manager of manufacturing
favility

Frial

Department and name of
the person 1n charge

Clontact Telephone number
information

FoaK i

FAX number

DA L7 FLa
E-mail address

1 &
Lemarks

F R S,

[-7] 4 -

Tn case 1.;.1,. is not enough space to fill in all :._.. inform;
lumin and att.

Aon 1 the eolumn, write “See attached paper™ in

T anather pap 1] S.T:T all 1._.,. information is Eﬁw—

Artach to the reveras of this ?:s A copy o*. the document proving payment of the ?m apecified under
the Cabinet Or ﬁ_mé on the mmwmﬁ.‘ of Wmmmsm«mﬁ:\m Medicine through a bank transfer to the account of

If the applicant has previously heen the subject of the examination for acereditation of foreign cell
processor by the Pharmaceouticnls and Medieal Devices Aygreney, specify in the column of "Remarlks”
the date of the previous application and the notilicalion dale of the resalt.
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ERAGE A (A LERRIHR)

[

AN

a3
=

AEFNHL AN L

Loge i,
Rk

MTF

&

AT

U

Y S Wb
S g I

e T GERA A RRIR
Form No. 28 (rclaled to Article 88}

1! LA - f
Application [or abolition of forcign cell processor
il H I
Date (Year / Month / Day)
Tao Minister of Health, Labour and Welfare or
the Thvector-General of a Regional Bureau of Health and Welfare
-~

-t

SAAT R T
T {1

< Location of the head office In >
case of a corporation

Japanese

{i:
Address  gLm

Foreign language

F 4
s TR e TR T ANE
- 4y
[t
Japanese RR( ) . )
4 A MName of the corporation and its \
- o representative in case of a
Name Fa s .
o carporation
Foreign language
b -

iont of the foreign cell processor by Article 41 of the Act on the Safety of

Number and date of the acereditalion

o processed cells aperilic nue acids

The date of abolition
Eg RN IR
Reasons

Applicant shoeuld submil an original form.
3ot s

[ LI
In eaze there is not ecnough space to fill in ull the information in the column, write ©

0 attached
paper” in the celumn and attach another paper on which all the information is written,
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At
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e i ne
__ | %5 _:_ JEERY U
i I (IS
s & 2 b aL:,
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ER SN QB KK EHIH OV E ROV EBERED SRS HEKERSHKH
HURLQ# & SR BN -0 SHHEH OV ETE SERE EELL0EMVSES
EARA 2= O W RS EEEAE 2 URR 1050040 S AU o0’

EHHERI | XOBERI+1 15 REMIRN Y] REMRm TS Qe
SRR (BB & (MR TR » MReEiin TS L ReEfiim Ty & [REiiiamn Ty UEee”
(BERERNECERS | mHH)
I SKERUECER GHRNIHHIHREWEREDID) S | BOKSKS N UK EHP e’
(BERREEEHER)
# = ® s} = B
(=4 (G
& HOWMEUR D IVEHEPQERES BKERE GE+HREMERH T4 | & | & DOWEUS S VEEPCERER SXKERY GHE HREHSER-° -5
A SN QS VR OERSELA0EE KeRBUENHS U0’ SN LR S VEEROERSEL A EE KSRRUENHSUe’
) I
Il [EEmEN VB HURERCEKERVKEPR RSN EKERSHKEW (&)
R BTy So0°
1 [EREEKE] VB RS CEKERVKER SN0 | SHIEMBEEER Y I [EREEHKE] VB VRS CEKERVKER 0w I 27 | SR EMEEERY
49 5 P EHKER S HIEE U0 H#KR W 0 IR X B R MIE R Z0° 48 5 W KRR VORI R B X ISR M E W 2n°
(& nE&®
B B& B [ERCKKE] VE QERXESRVKER0ROY BXOKENEERSERIT
HHE WL R QBRI E K E W Z0°
H @& H ®
I IR AR] VB SERKERUEPOUEREHSCEEXDEKERCRKNOKROE I RN VB SBERKERUEPQUEHSEEXDEKERCRENOKRCRE
TELOBERKERGEHVELS Y S0 UWERPeNE” MNEKERSHAREED Y TELOBEKERSEHVELK Y S0 UWERPONS MNEKERSCHAKEHD Y
MFEKER R STUEXDEREEMUE O PELS P S0RANERUN I R E T KERRN SUEXOEREEHNE O PELS M I0RNNGUN IV BRI
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