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4 @@%ﬂi EEEATE OERANCIE, BIEIC O UL OENEHICl 5 & X132 DHE DKL O

G5 M OV A H &,
MRS T B a it T H 2 &,

KO @) >TIZ OB R OEH H %,

H & REMcifl 52 &,

G HHOTITZFDIE, .

BT HOTIFOENE 91 5485 1 HR O 2 T 91 0 2 %20\ T

5 HEFEOXIEEHRO (DD (MIRE TITE, HEFEEPRNEET 2L tRfil, ®5EEE (D
THOREEFH A KO DBIT 24D
. XFTITERIT D Z ENa TR 2 OEA R, OIS TUIZE DR OFIL O LT-4H




BREBRF-QOBEEIR [+ UKL oo
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(=AW S VAN s pVAS SN HE I I o SR WIN: (2

Form No. 18 (related to Article 36 and Article 137—19)

e

£
= 3 1
SERIS 28 )

A i

revenue stamp

dn SHERGESEE

S e g 2k
Ao R

drug
Application for accreditation of foreign quasi-drug
regenerative, cellular therapy and gene therapy
manufacturer
products
il i AT ) Ed P
Name of the manufacturing establishment
g %  F o g M
Location of the manufacturing establishment
2 E D S 2
_ Accreditation ca}egories
B OE g o BO& & W oo B =

Outline of the buildings and facilities of
the manufacturing establishment

W% oo EHOME K E?Vamf'

The person responsible for the —

manufacturing establishment £ A
Address

o o =0 [(D ?ﬁ%?S%@4%11E®ﬁié:; DREZMOHEIN, BWHLOHNS SHFEERKE L TV
o< T ozE W
§T§ E%"%g» Applicant whose license was canceled pursuant to the provision of Article 75-4,
g9 0)§\ Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
3 3}7<€E rescission
=8 A @ TR THOBIET LU RRET) WAL, T LR /S S FERE LT
O Rl— N
o o Qﬂgggb Applicant whose license was canceled pursuant to the provision of Article 75-5,
@ Sn P Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
S22 T rescission
o =2 3| Q) B EOHICAE LN, TOPITERDD | XTPdT2521T 5 Z &< 227k, 3
o5 AR L TN
=] 5 $K Applicant who has a history of a court sentence of imprisonment on severer
3 8’3} = punishment and has not passed 3 years since the execution was completed or no
50 =z longer received A‘ L\ ]
S oS W[ E ERCANERE, B ORRREZ OB ET 5155 CBA CED
S o + ?%@X&i:m:%o<m%a:@ﬁ L. TOEKITADHOTZHND 2F 2/ LT
~ N\
n o~
e é% Applicant who has a history of violation of Law, Narcotics and Psychotropics
=0 % Control Law, Poisonous and Deleterious Substances Control Law or other laws and
<=3 \z regulations related to pharmaceutical affairs specified by Cabinet Order and
» 5 = has not passed 2 years‘since its date of the disposition
o® i [ O I KA, BASASOIEEAIOTFHH
™ % Addict on narcotics, cannabis, opium or stimulant
55 g | ® FHOBREORE LV ITEEERER O 2 EIEICAT 5 ISR 72> TR R, FET &
B2 OB ZEENAT ) 2 EBTE RV o .
g ® Z Applicant who cannot properly perform the necessary recognition, judgement and
S o S communication to perform the work of foreign manufacturers properly due to
2 = tf mental dysfunction
S BT EHEEEE DG A BMONAT ) C ECE DML ORRE BT % & et HILANE
8= §§ Applicant who is not recognized as having knowledge and experience to properly
= = carry out the work of foreign manufacturers
fisi £
Remarks
= 3K m
ERick b, E W A B oSNEREEEOREE R LET,
PR ERER

I hereby apply for the accreditation of the foreign

drug
quasi—drug
regenerative, cellular therapy and gene




manufacturer indicated above
therapy products
S A H
Year Month  Day

L
B Japanese
£ P HhEC
Address Foreign language
[?ﬁ)\ ZhOTIE, 7D EHATOFTEH ]
Location of the head office in case of a corporation
L
Japanese
K4 gEx
Name Foreign language
ENZHHOTIE, AHEORKRE DA
Name and name of its representative in case of a corporation

JEAETTEIRE B
To Minister of Health, Labour and Welfare

(FEE)
(Notes)
1 HAMOREEIE, AdeTH L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOHFEEIL. ERI2@ERETAH L,
Appllcant should submit one original and one copy of it
3 I B AVIEEHV, BTHHO TR, METII & L ELZ L,
Flll in the form with clear writing to use such as inks, etc.,
IAHIRKIE, IEARICOAREED | HEIZ Lz &
Put revenue stamp only on the original and do not cancel it
5 FREDKMITIE, HE355KH 1 MU 2 HA 5 UTHI3TRDIBH 5 DWTHUTE Y T D0 & il
WIsHZ L,

Identify in the column of “Accreditation categories” which category specified under
Article 35, Paragraph 1 and 2 or Article 137—18 is applied.

6 HLEFTOREERRE OB ICZ ORHFHOLTERHTHZ N TE RV E XX, [FEiC 15
Mo LBy Lii#E L., BRERMTHZ &,

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 $ HH OKEEEO (DN (D E TIlTiE, 43 %%ﬁ@“&%if&bjkﬁﬁb b5

LMz H > TITZ OB L OHEH B2, )Ml %Ofi%®%\ﬁ ®%E$
ﬁ E&U“%O)%"Lﬁ’%ﬁ‘@bw\ T TE2ZT D Z ML oG8 E0FEA B2, (DM
TIEZE DB DFEEROER LTFEH B Zdld 5 2 &,
Describe “No” in each column of (1), (2), (3) , ), (), (6)and (7) if an applicant

I

doesn’ t meet any conditions of its disqualifications. If an applicant meets one or more

conditions of its disqualifications, describe as below.

Column (1) and (2): The date (year, month, day) and its ground for the cancellation.

Column (3) ¢ The date (year, month, day) of final judgment of the crime, sentence
and the date (year, month, day) of the completion of its execution.

Column (4) : The fact and the date (year, month, day) of its violation(s)



HAEHILE =4 o5 =+ 1850 —+EfR)
From No.19(related to Article 37 and Article 137-20)

BEE

Number of accreditation
x5 D i AN ESRGEEETRERE
AR R %J’n S

drug

Accreditation certificate of foreign quasi—drug
regenerative, cellular therapy and gene therapy products
manufacturer

B4 GENIZHD
TIL, EDA4FR)
Name(Name of

corporation)

RITEFT D4 FR
Name of the
manufacturing

establishment

RIS AT OO FTAE
Location of the
manufacturing

establishment

RED XSy
Accreditation
categories

46 B0 A ﬁ% 13 7|<0)3
EIESL, EEEAE O
3

WEL AR ORI OTEIRE R T OEE DIAEIZ

523 50 24
xR O i SMERGEREE THOILEREN T D,
EED%? L5, g

It is certified that the above manufacturer is certificated foreign quasi—drug
regenerative, cellular therapy and gene therapy products

UEU

manufacturer pursuant to ﬁﬁﬁg%g g 4 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical

Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics.

e2 A H
Year Month Day
AT R R Bl
Minister of Health, Labour and Welfare
A5 ] e H H Mo
Valid Period From Year Month Day
a2 A H %T

until Year Month Day



A A GE=1t5k, Fa = HE&ko " 1-BER)

Form No. 20 (related to Article 37 and Article 137-20)

SHEC

A FIE =%k

revenue stamp F@éEEE%?%@ JHe

AR AR A an SMERGEEE

k=Y

drug

Application for accreditation renewal of foreign quasi—drug

manufacturer
therapy products

regenerative,

B HHT

=+
i

k=113

cellular therapy and gene

wooE &' 5 ko F H

Number and date of the accreditation

X & T %) % 7

Name of the manufacturing establishment

" b Hr D Fr es H

Location of the manufacturing establishment

B 7E D X
Accreditation categories

7
o P oo M OE O W oo MO
Outline of the buildings and facilities of
the manufacturing establishment

mow o oo w £ & N A
The person responsible for the
manufacturing establishment T Ar
Address
H (1) IEHTEROAE 1T HOMEIC I VRBELZMVHE S, BHHLORNDS 3F 2R L T
il NN
%? Applicant whose license was canceled pursuant to the provision of Article
= 75-4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of

said rescission

A
g— (2) EHT55D58 1 MOBIEIC L ) ez B0 S, BUH LD ANS 34 2 50m LT

disposition

b‘iﬁb‘%?

< Applicant whose license was canceled pursuant to the provision of Article
% 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of

A said rescission
HS (3) ZEELL EOFNAAE BV, EOHITEKEDY | ITPITEZT D2 L7 72D
% T, 3HEEMEL TRV
e Applicant who has a history of a court sentence of imprisonment on severer
E§ punishment and has not passed 3 years since the execution was completed or
2 no longer received
E S (4) 1, WER O RRSHEEEGRHTE, B0 &k OB EHEE OMIEFITE 3 2165 T
% BTEDDHD XTI IUTESNTER L, TOERITANHST-BIND 2
\Z FEAEFGH L TORNE

Applicant who has a history of violation of Law, Narcotics and
Psychotropics Control Law, Poisonous and Deleterious Substances Control Law
or other laws and regulations related to pharmaceutical affairs specified
by Cabinet Order and has not passed 2 years since its date of the

(5) WREE. KR, H~ASUITREA| O HEE

Addict on narcotics, cannabis, opium or stimulant

(UO?],EIOCLIOC) B JO oseO Ul SsJIejje IQOIC}HGOBU.]IEL{d JO SeoTAJes 9yl JOJ

to mental dysfunction

(6) Kt OBEREDRREIZ I 0 A ERLESEF O3 A 1EL
LRI L OVERBGE A AT O 2
Applicant who cannot properly perform the necessary recognition, judgement
and communication to perform the work of foreign manufacturers properly due

AT O Y O THLEARER
EINTERWE

(7) SMEREEE OEB &2 WU T
TN

mARTR T O (o CF IPRYIIRE O 2 R+ HR I

dlqrsuodsal S9ALINI9Xd Oy} JO 9soyl SUIpnioul) suoljedrjrfenbsip s juedr[ddy

N
/

ZENTEDHBLEURRE AT D LRBOLN

Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

(L 5

Remarks




=R
EREICEY . E K A G OSMERGERER OBEOEH 2 HEE L £
PR R R,

il

drug
I hereby apply for the accreditation renewal of the foreign quasi—drug
regenerative, cellular therapy

manufacturer indicated above.
and gene therapy products

S A H
Year Month  Day

L
Japanese
e P S
Address .
Foreign language
HEACHO TR, 725 FHFT OFT/EM ]
Location of the head office in case of a corporation
FC
Japanese
K % @
Name Foreign language
ENCHOTE, AL ORES DKL ]
Name and name of its representative in case of a corporation

JEAET R B
To Minister of Health, Labour and Welfare

(FEE)
(Notes)
1 HEOKREIIE, AdeT5HZ &,
Use paper of Japanese Industrial Standards Size A4.
2 ZOHEEL, FERI2EBRHTHZE,
Applicant should submit one original and one copy of it
3 F, B AU 7EERD, BLCHOTIE, BETIEOX Y LB/ L,

Fill in the form with clear writing to use such as inks, etc.,

4 IRAHMEIZ, ERICOHZBEY | EEIZ L2 &,
Pgt revenue stamp only on the original and do not cancel 1it. B
5 FEDKSMICIZ FIBERE 1 HL O 2 1A 5 ULHLI3TRDI8E 5 DWT UL Y T D0 %50

#HToHZ L,

Identify in the column of “Accreditation categories” which category specified under Article
35, Paragraph 1 and 2 or Article 137—18 is applied.

6 BUEFTOR GRS OMEMICZ OREFEOR TEZLIH T2 2 N TE RN E XX, R M)
Mo LB Litd L., BRERMATHZ &,

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 HWEHEOKREEHEO (DO (DME TIZIE, YEFERZNE ST el Lit#L, DL
XX, DA @ICHE>TUIZOHEB L OFEABEZ, Q) MIZH>TEZEDI R, Hl, FOMEEF
HBEOZOPITEKEDY . FBITE2ZT D 2 R oG BI3F0FEA B E, (WDIlichH>
TIEZE DB DFEEROEN LT BZidd 5 2 &,

Describe “No” in each column of (1), (2), (3), (4), (B5), (6)and (7) if an applicant doesn’t
meet any conditions of its disqualifications. If an applicant meets one or more conditions of
its disqualifications, describe as below.

Column (1) and (2): The date (year, month, day) and its ground for the cancellation.

Column (3) ¢ The date (year, month, day) of final judgment of the crime, sentence and

the date (year, month, day) of the completion of its execution.

Column (4) : The fact and the date (year, month, day) of its violation(s)
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HalE —+—o " GE=1E5R0 " BitR)
Form No. 21-2 (related to Article 37-2)

" EOE @ " 4
A E o g sk m AERERE wEE
revenue stamp
drug
Application for the registration of foreign quasi-drug manufacturer
il & it ) 4 I
Name of the manufacturing establishment
/& pr »  pr £
Location of the manufacturing establishment
o K
- ==
The person responsible for ® 7
the manufacturing establishment P
Address
5 = e E%ﬁ%@4%l@@ﬁﬁﬁi@%ﬁ%ﬁ@ﬁéﬂ\W%L@H#63$%ﬁﬁbf
o nT Kk [AYAYA
28 triénﬁ ) Applicant whose license was canceled pursuant to the provision of Article 75—
SR
B 7 2T 4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
§»E§ft %= rescission
507 ﬁ» &%ﬁ%@5%1%@ﬁﬁﬂi@ﬁﬁ%@@%éﬂ\ﬁ%b@ﬁ#%3$%ﬁﬁbf
= = E— - [PAVAJA
= 3 & 2) Applicant whose license was canceled pursuant to the provision of Article 75—
Sléd ;? 5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
® = rescission
85 9 DL ORI, EORTE/EDY . TT2=T 5 Z ENR D74,
22 gk BRSO P GUAYANAE
oo (3)  Applicant who has a history of a court sentence of imprisonment on severer
)
% 7 %% punishment and has not passed 3 years since the execution was completed or no
o ~ [¥ longer received
o5 7 TE. WO O REIRRE. A B ORI DR T BT T O
S 2 % DOXIZAES AL, ORI TAk 21175 2 e LT
= E_ 7 vy o@l/\
§(% f? 4) Applicant who has a history of violation of Law, Narcotics and Psychotropics
e = Control Law, Poisonous and Deleterious Substances Control Law or other laws
S 1T and regulations related to pharmaceutical affairs specified by Cabinet Order
S % % and has not passed 2 years since its date of the disposition
— H FREE, KR, D ~AXITRBERI DT ig
%333 9 ®) Addict on narcotics, cannabis, opium or stimulant )
5. 2 R ORERE DI . D VI8 OBl T 1 T ) (257> C B,
7% B FOBRBERAEINAT ) = LA TR
o 5? ®) Applicant who cannot properly perform the necessary recognition, judgement
S-S 3 and communication to perform the work of foreign manufacturers properly due
§ g_ %} to me?E?J dysfug;tipn _ I _
SN NEELEER DB 2 MUNITH T ENTE DHBE ORRE AT D LD b IReWE
o » @) Applicant who is not recognized as having knowledge and experience to
™0 properly carry out the work of foreign manufacturers
fii =
Remarks
. EOE & " A
FRz kY, 3K i 4h i OINEERSEREE OB E FEE LT
drug
I hereby apply for the registration of the foreign . manufacturer indicated above
quasi—drug
g2 A H
Year Month Day
2 19'%
Japanese
e
Address PANES DS

Foreign language
(%Am%ofu\ité$%ﬁ@ﬁﬁm )

Location of the head office in case of a corporation



L

Japanese
K 4
Name SMESC
Foreign language
™ ENZH ST, AR OEEDORA
JEAE BRI J& Name and name of its representative in case of a corporation

To Minister of Health, Labour and Welfare

(EE
(Notes)
1 HAMOREZIE, AdeT5HZ 4,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEL, FRI 2R L,
Applicant should submit one original and one copy of it
3 T B ARV, SISO TUL, BETIEHSE D EEL DL,
Fill in the form with clear writing to use such as inks, etc.,
4 AEREE, ERIZOZALD | HHIZ L2 &,
Put revenue stamp only on the original and do not cancel it
5 HEHEE DRSO (DS (MIRE TITIE, YsEFERRWE EIE 2L LitHliL, HDE xR Dk
V@ MZH>TTE DR L OMEH A%, G)MZH>TITZEDOIE, I, MOMEFER A K OZEOHITAEDD |
MIFATEZT D 2 DR BROTGAITTOFEA B, WO O UIZDEROFERNER LTFEA HE
LAz &,

Describe “No” in each column of (1), (2), (3) , @), (), (6)and (7) if an applicant doesn’t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, describe as below.

Column (1) and (2): The date (year, month, day) and its ground for the cancellation.

Column (3) . The date (year, month, day) of final judgment of the crime, sentence and
the date (year, month, day) of the completion of its execution.

Column (4) : The fact and the date (year, month, day) of its violation(s)



S+ —o = (FE=+1t&o =1%)
Form No.21-3 (related to Article 37-3)

Number of registration

o EMEEH
22 SR )L PG T PKE
BN o

quasi-drug manufacturer

Registration certificate of foreign

K4 GENZHD
TliX, D4 H)
Name(Name of

corporation)

BLEFT D4 FR
Name of the
manufacturing

establishment

BYE R O FTAE Hi

Location of the
manufacturing

establishment

AL, RS OME,.  AER R EMEOMERE ISR OIEHEH 13K D3D20

SUEIC KD BESIE [ 3¢ s1 iy AMERIESE COB LRGN T2,
rug

It is certified that the above manufacturer is certificated foreign manufacturer pursuant to Article

quasi—drug
13-3-2 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative

and Cellular Therapy Products, Gene Therapy Products, and Cosmetics.

e A H
Year Month Day
JEAETHEIRE HI
Minister of Health, Labour and Welfare
A2 i H H »b
Valid Period From Year Month Day

& H H *T

until Year Month Day



A —+—oll GE=1t50 =R
Form No. 21-4 (related to Article 37-3)

INONEL S

revenue stamp

S ST

E g fn g m NEISEER BRI
drug
Application for the registration renewal of the foreign quasi-drug manufacturer

Number and date of the registration

7 Kk O F A H

W

Name of the manufacturing establishment

B} D % PR

W& proo  pr fE M

Location of the manufacturing establishment

TR = == K 4
T o/ AEH Name
The person responsible for ® 7
the manufacturing establishment Addrézs
S 5 EH B RO 4FH 1T HOBEIZ L VREZIVHSI N, BHHELOHNG 3FEZRaE L
S 58 fxan TRV
23 t:éé%§> (1) Applicant whose accreditation was canceled pursuant to the provision of Article
§_§'§ I8 75—4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
= A@ rescission
SN E 75 RO 55 T HOBEIZ L Y Bz D EI N, BgHLOHNNG 35 Zf0m L
2o (2 TRV
*_g‘ % | (2) Applicant whose registration was canceled pursuant to the provision of Article
Slg e 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
® = < rescission
g B EGALT EOALE BT, OB 2D . ST 122 % = LR TR Tk,
S8 SEEZERE LU
3 & é; (3)  Applicant who has a history of a court sentence of imprisonment on a severer
°2 0z punishment and has not passed 3 years since its execution was completed or no
=4 B longer received . . ]
8 ¥ T, R OV, 2 B OB IE T DI BT CE s G
o 0 — \—J;O TTCIE N 1= T D7 A MENR]
28 2 £ HOXEAUIES T L, ORI AT 1 2B LT
5 < |7
§ ET %% (4)  Applicant who has a history of violation of Law, Narcotics and Psychotropics
£ ™ i; Control Law, Poisonous and Deleterious Substances Control Law or other laws and
g'g; E% regulations related to pharmaceutical affairs specified by Cabinet Order, and has
&ag % not passed 2 years since the date of its disposition
56 F IR, . ol TR S
= 5) Addi ; X .
=N ict of drug, cannabis, opium or stimulant 4
) OB OREE L U S E e DR e AT 5 (B> C U B, T
g K OERBEEENAT ) 2 LA TE RN
= %? (6)  Applicant who cannot properly perform the necessary recognition, judgement and
8 2 = communication to perform the work of foreign manufacturers properly due to mental
@ g %1 dysfunction . )
oo 2 INEREREE DB ZMONIT ) Z ENCTE DAL OFERE AT D & adtd LIVRVE
™S » (7)  Applicant who is not recognized as having knowledge and experience to properly
e carry out the work of foreign manufacturers
fii %
Remarks
. = # T s - -
bRtz kY, l% S fE ZDZ DINEREEEE DOBERO TR Z HFE L E T,
2]
dru
I hereby apply for the registration renewal of the foreign g. manufacturer indicated above
quasi—drug
2 A H
Year Month  Day FRIL
Japanese

¥ Br
Address  AMEL
Foreign language
( WA OTH, B 2 HEHTOTEH )

Location of the head office in case of a corporation



F3C

Japanese
K 4
Name S ESC
Foreign language
BENCHOTIL, AHKOREEDRA
JEAE SRR I (Name and name of its representative in case of a corporatior)

To Minister of Health, Labour and Welfare

(R
(Notes)
1 HAMOREZIE, AdeT5HZ 4,
Use paper of Size Japanese Industrial Standards A4.
2 ZOWFEEX, FRI 2R 52 L,
Applicant should submit one original and one copy of it
3 FE B A V7RV, SISO TUL, BETIEHSE D EEL DL,
Fill in the form with clear writing to use such as inks, etc.,
4 AEREE, ERIZOZALY | HHIZ L2 &,
Put revenue stamp only on the original and do not cancel it
5 HFEEOXEFHED (DG (DETITIX, SEFEERRWE XX [72L) EFTHL, HDLEF. (DAY
@WNZHH>TITZEOHBKOFER AZ, GHMIZHOTUIZDIR, . HOMEFA A K OEDEITEZEDD |
MIFATEZT D 2 DR BROTGAITEOFEA HE . WM O UIZDEROFERNER LTFA HE
LAz &,

Describe “No” in each column of (1), (2), ), @), (), (6)and (7) if an applicant doesn’ t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, describe as below.

Column (1) and (2): The date (year, month, day) and its ground for the cancellation.

Column (3) . The date (year, month, day) of final judgment of the crime, sentence and
the date (year, month, day) of the completion of its execution.

Column (4) : The fact and the date (year, month, day) of its violation(s)



BHER! 11K 0 L HLH0e°
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R G\ SBAER)

E O E
gg S 3R a0 4 IR AGR R
B &
4, — B M 4 W
P i 52 4
Wy Kk Oy B IE AR E
i it Vi v

M B kA T H &
o X F H» R

I 7 3 kO A 2 B H

Bk k o0& B 5k

B 5 E O 4 R\ BT 1+ | FFRTL RREXIIEERX Sy | FFRLL RE X IRRRE
BERT
4 R\ BT 1+ | FFRTL RREXIIEERX Sy | FFRLL RE I IRRRE
JEOEK oo fl E Ay
{iii =
= ¥ 5
Rtz k0 | EEEAN OREERGEOAGREHREE L7,
b B &
£ A H
. HENCHHOTL, E
+ L
f Hf(té%%%@%@ﬁ )
K 4 EANCHOTIL, 4
PR O DA
JEA SRR i
A STEY SR I A '

(=R
1 HAfOREIIE, Ad4L352L,
2 ZOHFEET, EAEREICEETASEAICH O TUIEAR 1 @A OEIA 28, FhERFIRSEFI T2
Al O CLER 2 @R 5 2 &,
3 B AR, BETEoX ) b B DL,
4 WNFIRIE, 55 80 4:55 1 THES 1 5 ) UVE 2 TR 5 HATHUET D EIRANE N RIS HUE T D IR 778
KEDEET D EHESMOAGRDO HFEELIANOHFEEDOIEARIZOLALY . HEIZ L2 &y
5 HEEIRGESL HMMED B S D MIIEHREIR S CTH D & & i1d, BEH S S5k B O AL DEL
. BEERRS TS IS O KA KOS A Z BT DR EA A el T 5 2 &,
6 BLEFERCEOTRCETHT D Z LN TEX RN E &L, FC Bk LB | Ltk L., BRER
5z,
7 IPETEAR OE AR IE, FFEDORTEEIC K BRI URZ DB AR5 Z & DREECH B =3
S TRF A AR 2 E 6 D D $ D IEFHSNZ DUV T DOAHGTETT D Z &,
8 LHEERZHHOTUL, FHE N USRBEDREZE L2 &,
9 BUEARSET 2 5 B ORLEFT U I ERORLEFII OV T, MHESEITAMEG S 5 L XX, FALERUCD
WCREHT D 2 &,
10 FFA], RREXTBERX MOV TIL, 56 25 SRR HDOK Y, 5 35 B HD K5 XUIRE DI AT 9 il
FTOWTHIUCEYS T D0 icd T 5 2 &,
11 FRREICHOTUL, WS OIEROLTR, FFaE R ORFA4EA B 2T 52 &,
12 1514 50 35 1 HOBEIZ L VIEF 14 FE 1 HOARERE L LY &35 L X3, WEMczDEL
FLET D Z &,




[ 3K AT
SR S| S N M= 3 i
BHEEH1IQ1THE (b BE N E R B 2 MERT BERIHIIXOEBEKR
= O B & AN Sl
IRHN 2 M FH = 360
FHOIKQ o HL°
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HEGE = GEH-REBA6R)

I A N

o BN R T AR

oW &

% % 2 5 R EA A

P I

% 7 4

W RO X AR

0 & e i

moE R W &

B X xR

Wk O D W

P N I

P T—— | fE M| FRRL RESULERRSy | FRL.
i

4 | fE M| UL RUEUTEERRG | PR BRI
Bk
1 o

=
FERIC kv | EEESMG ORLEIRTE O AGREIHD — S E ORR A HEE L E T,

it Bt Ah
£ A 5]
. ﬁ:(%kﬁﬁofﬁ\i )
7= DT O ER
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Form No. 26—2 (related to Article 53—2)
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drug

Application for examination of conformity regarding type of manufacturing of quasi-drug

MEZZT LD & T 2EFTOL R
Name of the manufacturing
establishment to be examined

A EZT L 5 &35 REFTOFTTEH
Location of the manufacturing
establishment to be examined
MEEDOFT AT A L < I B
R i = QLS TR Y NS
(T OBRBEHELIITEHEX S
License or registration category
of the manufacturer, accreditation
or registration category of the
foreign drug/quasi—drug
manufacturer

PLEE ORI L < I3BEE 5 K OUF
A B X EHE S E G EEH ORE
HLLIBR&EESLCHEAHA
Number and date of the license or
registration for the manufacturer,
or of the accreditation or
registration for the foreign
manufacturer

AT LD LT oaME TROX )
Types of the manufacturing
activities to be examined

C 1 mi H #
Number of the product items
WoodE Wk o ¥ & K
Number of the marketing license
holders in Japan

oA F K OB &
Amount of examination fee

T =

Remarks

i} N o B
ERICED . g DEAEOMEEL L ET,

[n]=)

drug
I hereby apply for the examination of conformity regarding type of manufacturing of quasi-drug-
&5 A i . [BEACHOTIE, £ EETOFHEM
F g , .
Year Month  Day Location of the head office in case
Address

of a corporation

ENCHHOTE, AR OCREREDORA

Name and name of its representative in

K 4

Name .
case of a corporation

MNTATEOE N EHE G ERESR R A RS R

To Chief Executive of the Pharmaceuticals i
and Medical Devices Agency

BT TE T Uk e <

To Governor of the Prefecture



(EE)
(Note)

1

3

4

5

6

HRORESIE, AdLT52L8,
Use paper of Japanese Industrial Standard Size A4.

St B AV R, TR ) LB Z L,

Fill in the form with clear writing with inks etc

REEOFF AT L < 3B Sy T EHR AL A EROESEH ORRER L ARSI OV TR, 28 25
REHOK T, H 35 REAHDFHUIRE DHZAT 5 RETOWTIUTHE Y T o025 #ld 5 2 &,

Identify in the column of “License or registration category of the manufacturer, accreditation
or registration category of the foreign manufacturer” which category specified under each
Paragraph of Article 25 or Article 35, or storage category of manufacturing establishment 1is
applied.

REROFF A L <I38dRR 5 M OEA B U ERR S ERGE S OB ES L < 1385 K O
RSOV, 55 13 856 1 THOFFAT, 55 13 200D 35 1 HOREXITIES 13 /D20 25 1 HAT L
HHER 13 XD 3D 25H 1 HDOKREREZZ T L9 LT 2HTHLGEIE. FFrl, AE TR FEZ A E S
FOHEEED A Z2ii#fli 5 2 &,

Identify in the column of “Number and date of the license or registration for the manufacturer,
or of the accreditation or registration for the foreign manufacturer of drug, etc.” the receipt
number and the date of the application for license, accreditation or registration, in case that
applicant is going to have a license under Article 13, Paragraph 1 of the Act, an accreditation
under Article 13-3, Paragraph 1 of the Act, or a registration under Article 13-2-2, Paragraph 1
or Article 13-3-2, Paragraph 1 of the Act

AT LD T DRE TROXMICHOWTIE, EEGL, EREESEOME., AR OO
TREFICBE T D VAR T IUSREE )\ HITHUE T 2 ERE S SUIEFEE AL ORIE TROX 2 EO DETH 2 5%
BT DX ONT IS T 20 E#MT 5 2 &, £7o, G BRI HEEX I8 3 2 B b
DX, RIS TP BRI Y RIS B IR D RS IR GEEE O AR T D Z &,

Identify in the column of “Types of the manufacturing activities to be examined” which
manufacturing type as provided in Article 2 of Ministerial Order specifying manufacturing types
of drug or quasi—drug under Article 14, Paragraph 8 of the Act on Securing Quality, Efficacy and
Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene
Therapy Products, and Cosmetics is applied. In addition, identify in the column of “Number of
the product items” how many product items covered with the applied manufacturing type, and in
the column of “Number of the marketing license holders in Japan” how many marketing license
holders in Japan related to those product items.

MSATBAE N B L E RS G SFE B R ICHF T 258 12> Tid, B, BERESSEOWE. A
B e OV M DO REPR T (2 B9 D IE A BAMR FECEH S IS 3 W\ THE o 2 1l & M A FHCBE 2 B o0 AR L2 HA
SAAE T & BT B EEOT LA SEIC 5 - L,

In case where the application is submitted to the Chief Executive of the Pharmaceuticals and
Medical Devices Agency, affix a copy of the receipt for the remittance of examination fee, as
provided in the Government Order on the fees related to the Act on Securing Quality, Efficacy and
Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene

Therapy Products, and Cosmetics, to the bank account of the agency.
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FRAZE N0 (B HA =50 FER)
Form No.26—4 (related to Article 53—6)
w8

A % M R Gk

Confirmation certificate of standard conformity

FAr GEANCHSTL, £ D2 FEFTOFT{EH)
Address (Location of the head office in case of a corporation)
K4 EANCHSTE, AL OREHFDOKA)

Name (Name and name of its representative in case of a corporation)

i & P D £ i
Name of the manufacturing
establishment

W& g o P S H
Location of the manufacturing
establishment

BER DA L < ITBEKIX 4 X
RS E RS S OB ER L IX
(o X

License or registration category

S

of the manufacturer, accreditation
or registration category of the
foreign manufacturer

FLESEOFF A L < I3BEFEF XULE
A ES EREFER ORES L <ITH
7S e 2
Number of the license or
registration for the manufacturer,
or of the accreditation or
registration for the foreign
manufacturer

#o¥% T B o X 4
Types of the manufacturing
activities

EFN, ERESREOME., AR OLZ 2O RFICET 2IEEE 1450 2
FIHOBEICLY ., FEHBURE2HE A SICHET DEBEICHEHALTWVD I &
ZREHT %,

Pursuant to Article 14-2, Paragraph 3 of the Act on Securing Quality, Efficacy
and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy
Products, Gene Therapy Products, and Cosmetics, it is certificated that the above
manufacturing establishment is confirmed of conformity to the standard under

Article 14, Paragraph 2, item 4 of the Act



#= A A
Year Month Day

ISTATEOE N ESE A RS R S SRR
Chief Executive of the Pharmaceuticals and

Fl

Medical Devices Agency

HUE I I SN g

Governor of the Prefecture

A 20 £ A H” 6
Valid Period From Year Month Day
£ N H¥ET
until Year Month Day
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Form No. 63—5 (related to Article 114

IAHIAE

revenue stamp

Application for the registration of foreign

15)

S 3k e
{Kﬂ?@%ﬁﬁﬁ@%% %;@E%% ﬁﬁEﬁ Dﬁ%

medical device
in vitro diagnostic

manufacturer

b 1 BT » 4 P

Name of the manufacturing establishment

&

Location of the manufacturing establishment

%) At 1E Hh

B o& oo

The person responsible for the & 7
manufacturing establishment

=
Name

B

Address

o =pil [ (1) EERHGFRO4FIHOBRTEICEVREEZRVIEIN, BUELOHEND 34F%
RN Bl LT 2pngg
fa jrs Applicant whose license was canceled pursuant to the provision of
S 5~ Article 75-4, Paragraph 1 and who is awaiting a lapse of 3 years
= TEIA from the date of said rescission
I~ A | @) EBBROSHE ITHROBEICEI D RRZDFES N, BGHLO NS 3
=) \z FEaRm L TN
» Applicant whose license was canceled pursuant to the provision of
) Article 75-5, Paragraph 1 and who is awaiting a lapse of 3 years
< from the date of said rescission

(3)

pras

EHL EOJNMIAE LI, TOFIT2KD00 ., XTPITZ2=3T 5T &N
72 7p 0Ttk 3HEE L TV RN

Applicant who has a history of a court sentence of imprisonment on
severer punishment and has not passed 3 years since the execution
was completed or no longer received

i (4)

. R ORI . 9 & OB (5 DI ICET 5
A CHATIED D b 0 XE AU IS < AANERK Ly 2 DERAT %
MWD A D 2HEZ R L TV eng

Applicant who has a history of violation of Law, Narcotics and
Psychotropics Control Law, Poisonous and Deleterious Substances
Control Law or other laws and regulations related to pharmaceutical
affairs specified by Cabinet Order and has not passed 2 years since
its date of the disposition

(5)

R KRR, A SUIREEA O T84

Addict on narcotics, cannabis, opium or stimulant

(6)

R ORERE OIS | U AN OB &ML IT 5 1L oI
BRI R VBB A @ YIAT O T ENTERWE
Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign
manufacturers properly due to mental dysfunction

(7)

JOo osed ul saIejje [eorjneoeuwteyd Jo SoOIAZOS oyl J0J a[qrsuod
SOAIINOdXd 8y} JO osoy) SuIpniour) SUOTIBOTJI[BNDSIpP S JUBOI]
O

(LCFIDRYITRE Ol b R FR I 77

SNERLESEFZ OFEF ZWMUINITO ZEN CEX L MmMl R E= AT 5 &
D HALIRNE

Applicant who is not recognized as having knowledge and experience
to properly carry out the work of foreign manufacturers

i e
Remarks
=1)- @: yf&‘:‘ *%% %% 1] A= =k
J:DELLJ: D\ {ﬁ%g@ﬁ‘ﬁ)ﬂ@%ﬁ: ®%%m¥%®ﬁﬁi%$nﬁ L/ij‘o

I hereby apply for the registration of the foreign

indicated above.

= ]

medical device
in vitro diagnostic

H

Year Month  Day

HSC

Japanese

manufacturer

£ A T
Address .
Foreign language

[%Am%ofm\ité$%%®ﬁﬁﬂ

Location of the head office in case of a corporation

]




L

Japanese
K4 smEx
Name Foreign language
ENCHOTIE, AL MREREDORA
Name and name of its representative in case of a corporation

JEAETRE B
To Minister of Health, Labour and Welfare

(FEE
(Notes)
1 FAMORESIE, AdETHZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEIL, ERA2@EEHTLZ L,
Applicant should submit one original and one copy of it
3 FE. B AVIEEHW, BUIHHOTIE, BETIZOZ D ELZ L,
Fill in the form with clear writing to use such as inks, etc.,
ILAFIRRIL, ERICOZRAEY | HEIZ LW Z &,
Put revenue stamp only on the original and do not cancel it
HEEE DO RAEERED (DO (DI E T, YEFEERLRWE ST Tl Lidl, oL
L, DHER@QMICHS>TEZEOHEBLOHEH BZ, QMICHOTUTZEDIR, I, FlOfES
ABEOZOHITEEDY, XIFFITEZ T D Z R BOTHARITZEOFEHA B Z, (DIcHD
TIEFOERKDOFEFIELONER LIZFA B EZT#HTL 2 L,
Describe “No” in each column of (1), (2), (3) , ), (), (6)and (7) if an applicant

doesn’ t meet any conditions of its disqualifications. If an applicant meets one or more

~

)]

conditions of its disqualifications, describe as below.

Column (1) and (2): The date (year, month, day) and its ground for the cancellation.

Column (3) ¢ The date (year, month, day) of the final judgment of the crime
sentence and the date (year, month, day) of the completion of its
execution.

Column (4) :  The fact and the date (year, month, day) of its violation(s)



X E SN+ =R (EE RO+ /SBER)
Form No.63-6(related to Article 114-16)
Bk

Number of registration

B R s s -
ERRRRA s S R
(RS2 W H 125 S 0 medical device

Registration certificate of foreign manufacturer

in vitro diagnostic

K4 (ENZHD
TiX, D4 )
Name(Name of

corporation)

BLEFT D4 FR
Name of the
manufacturing

establishment

BYE R O FTAE Hi

Location of the

manufacturing

establishment

S i FEREHS SRS B AR DN A M D HE 512 B B U 23 D2 DAD BITE

PR 2 S
ckoRgERENT . ERERE ThHHILER T2,
CROBRENE o s iy

It is certified that the above manufacturer is certificated foreign manufacturer pursuant to

in vitro diagnostic
Article 23-2-4 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenera—

tive and Cellular Therapy Products, Gene Therapy Products, and Cosmetics.

i A H
Year Month Day
JEAE TR F
Minister of Health, Labour and Welfare
ZEpE il HF H H b
Valid Period From Year Month Day

&+ H H FT

until Year Month Day



BRAFE A+ =0t GFEa+lUsco+SEER)
Form No. 63-7 (related to Article 114-16)

IVG/NERFIS =
revenue stamp ﬁt&$ﬂALﬁfﬁ[:§Qn

Application for the registration renewal

A EROERE BRI &

medical device

f the foreign . . . .
0 ¢ torelen 4. vitro diagnostic

manufacturer

N x 5 Kk O #F H
Number and dqﬁe of the registration

| 1 It D %, r
Name of theApanufacturingAﬁstablishment

EZ s AT D AT 7E e

Location of the manufacturing establishment

B JO 8Sseo Ul SJTIejje [EOICLHGOEHI‘IBL[(I JO SseoTAJeS 9yl JOJ 8[q¥SUOdSGI

O (G IdROMKE O f 2t RYHIE Y

or other laws and regulations related to pharmaceutical affairs
specified by Cabinet Order and has not passed 2 years since its date
of the disposition

GYFREFE, Kk, HA~AXITREEAI DT #HE

Addict on narcot1cs cannabis, opium or stimulant

(6) %%TEF@H%HE@IS ot ) %I%L%%A@% Z i IEICAT DI AT O TCHLEE
A SSIN #m&owbﬁ@%ﬁ@ ﬁo_&hf%ﬁw%

Applicant who cannot properly perform the necessary recognition,
judgement and communication to perform the work of foreign
manufacturers properly due to mental dysfunction

. _ K 4
¥ P oo '’ OEO# Name
The person responsible for the —
manufacturing establishment gﬁa T
ress
SEEXRHE ] (DEFHROAFE1IHOMTEIZEVABECZIDHEIN, BTWHLOHS 34F %
5 g A& R LTV
S S R&E Applicant whose license was canceled pursuant to the provision of
S 25 Article 75-4, Paragraph 1 and who is awaiting a lapse of 3 years from
IR the date of said rescission
S° 2 AN QEFLROSFIHOBECLVERZMIBSN, THHELOAND 35
=l R L TWVRNE
2 b Applicant whose license was canceled pursuant to the provision of
5 O Article 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from
o C the date of said rescission 4 _ ]
= 3 QR EOMCAE bR, TOPITERDY, SAIPITEX2T 5 Z E08
8 o7, 3FZEFFE L TWVRNF
. S Applicant who has a history of a court sentence of imprisonment on
g E% severer punishment and has not passed 3 years since the execution was
e completed or no longer received
5 B M@ E, Tﬁ%&grﬂ%@%@ﬁ&\ ) S OB BGHE T OIS %Té{i
2 7 STHSTEDD b DXL UTES S WNGER L. £ DEKITAN S
= 2 DIHMNG 2 Z R L TVRNE
2 %E Applicant who has a history of violation of Law, Narcotics and Psycho
& 1 tropics Control Law, Poisonous and Deleterious Substances Control Law
E;
@]
9]
D
@]
=4
-
=
D
0]
o
D
Q
[
=
=
o)
195]

) ﬂl%L%‘ﬁ@%a’%fz BUNIAT O ZENTE DML ORI Z AT 2 &
D HIIRNE

Applicant who is not recognized as having knowledge and experience to
properly carry out the work of foreign manufacturers

I =
Remarks
S = K R TR " st
el eI PRI 22 57 P 3 DOIMNERLGEEFR OBEOTHEZHEE L £,

I hereby apply for the registration renewal of the foreign

medical device
in vitro diagnostic

indicated above

manufacturer



Ee A H
Year Month  Day
L

B Japanese
T S
Address .
Foreign language
[?}EM:&;OT& F72 5 EHHTOFTE ]
Location of the head office in case of a corporation

HC

Japanese

K& g
Foreign language
[%AK%OT@\%%&@R%%@&% ]

Name and name of its representative in case of a corporation

SAGHERE B
To Minister of Health, Labour and Welfare

(ER)
(Notes)
1 HOREIIE, AdeT5HZ &,
Use paper of Japanese Industrial Standards Size A4.
2 ZOHEEEIL ERl2@EEHTAZ L,
Applicant should submit one original and one copy of it
3 FUE, B AVIEEHV, BCHOTL, BETIE & LELS DL,
Fill in the form with clear writing to use such as inks, etc.,
4 INAHBRKIE, ERIZOARAED | HEIZ L7 &,

Put revenue stamp only on the original and do not cancel it.

5 $ B OXKEEEO (DN (DI E TITIE, YEFEENRLWEXT T2l tftdEiL, o
(W E QI >TEZEOHEBEMEA BHE2, Q) Mich o> Tixzodk, i, ﬂ@%EE

EE&U%®%ﬁ%%bU\Xﬁﬁﬁ%%”é:kﬁ@<@0t BIXZEOFEAHEZ, WMWICH

TIEZFDOEKDFEFEROER LIFEH BEZT#lT 252 &,

Describe “No” in each column of (1), (2), () , ), (5) , (6)and (7) if an applicant
doesn’ t meet any conditions of its disqualifications. If an applicant meets one or more
conditions of its disqualifications, describe as below.

Column (1) and (2): The date (year, month, day) and its ground for the cancellation.
Column (3) :  The date (year, month, day) of the final judgment of the crime

sentence and the date (year, month, day) of the completion of its

execution.

Column (4) :  The fact and the date (year, month, day) of its violation(s)
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1 ORI, AdLTH2 L,

2 FUE, B AT FEEHW, ETEHOED EELSDE,
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EH 23502041 HOBEIZ LV BEEZ T MER TH LG AICHE#T5 2 &,
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BAE L OO " (FE =+tE&o=+M"o k)
Form No. 75-6-2 (related to Article 137-34-2)

FRAE R A B X3 B PR A A R

Application for examination of conformity regarding type of manufacturing of regenerative,
cellular therapy and gene therapy products

MAEZZIT XD & T HREFTO4 R
Name of the manufacturing
establishment to be examined

A Z T L 9 &3 2 MG O
Location of the manufacturing
establishment to be examined
BLEEOF AT X 5y AT AR E R
g E O E X H 0B E K S
License category of the
manufacturer, or accreditation
category of the foreign
regenerative, cellular therapy and
gene therapy products manufacturer
MEXOHFATHFFT K OHEHH
NIEHAEERK SR LANERKE
(FZOREEFEF L OEAHA
Number and date of the license for
the manufacturer, or of the
accreditation for the foreign
regenerative, cellular therapy and
gene therapy products manufacturer
MELZT LD LT 2ETROX
Types of the manufacturing
activities to be examined

i by i H #
Number of the product items
oo kR E ¥ & K
Number of the marketing license
holders in Japan

mooE F OB OB & @
Amount of examination fee

i =&
Remarks

FRICE Y BAERERERSOXSEEGMRELHFHELET,

I hereby apply for the examination of conformity regarding type of manufacturing of

regenerative, cellular therapy and gene therapy products.
4 H H B BENCHOTIE, £ 2 HBEFTOFHEH
Year Month Day £ pr Location of the head office in case

Address .
of a cooperation

ENCHHOTE, MK OCRERE DR

Name and name of its representative

K 4

Name . .
in case of a cooperation



PSEATBOE N EIE G R R R O R R
To Chief Executive of the Pharmaceuticals i
and Medical Devices Agency

(R
(Note)

1 HOREIIE, AdLT52&,
Use paper of Japanese Industrial Standard Size A4.

9 k. B AL I ARG, EETIEoXY LB DL,

Fill in the form with clear writing with inks, etec.,.

3 RUEZEOFF AKX S IR E RS R IME BOEFEE ORBE X OV TIE, 5 137 50 8 XU
5137 5_D 18 DX DNTIUTKEE T D0 EFHT 5 2 &,

Identify in the column of “License category of the manufacturer, or accreditation
category of the foreign regenerative, cellular therapy and gene therapy products
manufacturer” which category specified under Article 137-8 or Article 137-18 is applied

4 ROEREOFFAE S L OEA B SUTHARRERAINERDE RS OB ER 5 L OER RIZOW
TIE, EH 23 %0 22 1 HOFF A XUIHE 23 5D 24 FH1HOBELZ T LD LT HETHLIGE
(T, FFASUIRRE RN E T L OHGFEFEA A2l 52 &,

Identify in the column of “Number and date of the license for the manufacturer, or of
the accreditation for the foreign regenerative, cellular therapy and gene therapy products
manufacturer” the receipt number and the date of the application for license or
accreditation, in case that applicant is going to have a license under Article 23-22,
Paragraph 1, or an accreditation under Article 23-24, Paragraph 1 of the Act

5 TAEEZZTLD LT HIRETRORSMIZONTIE, EHEL, EFBESONE, AR OZE
EVEOHEPRFIZ BT DIEAR =40 I BEICHE 5 A ERE R AL O RE TROX
NEEDDERE 2HREZONTICEL T D0EFLHT D2 &, £, BESH HEWRICHFEX S
(B 2 BGE S B o%, ROEHRTE A BRI Y %8S i B 2 RGN oE 2 BUE R A A R
5Tk,

Identify in the column of “Types of the manufacturing activities to be examined”
which manufacturing type as provided in Article 2 of Ministerial Order specifying
manufacturing types of regenerative, cellular therapy and gene therapy products under
Article 23-25 Paragraph 7 of the Act on Securing Quality, Efficacy and Safety of Products
including Pharmaceuticals and Medical Devices is applied. In addition, identify in the
column of “Number of the product items” how many product items covered with the applied

manufacturing type, and in the column of “Number of the marketing license holders in



Japan” how many marketing license holders in Japan related to those product items.

6 MNATBUENEELERESRABEHERICHFET 258 100> TE, EBEREML, EREREFO
i ARE N O M OfECRE SRS 2 IR BIR FECBH IC B W TE D L i & Ve A TR0k 2 5%
HEO M A ATE 2 & &R 5 B0 S L e BT 5 2 &

In case where the application is submitted to Chief Executive of the Pharmaceuticals
and Medical Devices Agency, affix a copy of the receipt for the remittance of examination
fee, as provided in the Government Order on the fees related to the Act on Securing
Quality, Efficacy and Safety of Products including Pharmaceuticals and Medical Devices

to the bank account of the agency
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L+ HOAON GEE =+L&0 =+MNDHER)
Form No. 75-6-4 (related to Article 137-34-5)
B
£ ¥ @R FE
Confirmation certificate of standard conformity
T BEANCHS T, £ 2 FEITOFT{EH)
Address (Location of the head office in case of a corporation)
K4 (EANCHSTL, AWM OREREDKA)

Name (Name and name of its representative in case of a corporation)

el & P D £ i
Name of the manufacturing
establishment

g% B o BT fE Hb
Location of the manufacturing
establishment

BUEZE OFF AT X 3 ST AR E R A B
7h g ¥kHE OREK

License category of the

& B0

manufacturer, or accreditation
category of the foreign
regenerative, cellular therapy and
gene therapy products manufacturer

ROEHEOFF AT S UL AR E R E R
S R E ¥ E O R EFF
Number of the license for the
manufacturer, or of the
accreditation for the foreign
regenerative, cellular therapy and
gene therapy products manufacturer

W& T B o X 4
Types of the manufacturing
activities

G, ERESREONE., ALK O LZEMOMREICET 2 IEREF235RD250
2OBEIZLY | [FEFE2HRODO2H 2HF A SICHET L EEICEHG L TWVWDLZ &%
AEA %,

Pursuant to Article 23-25-2 of the Act on Securing Quality, Efficacy and Safety
of Products including Pharmaceuticals and Medical Devices, it is certificated that
the above manufacturing establishment is confirmed of conformity to the standard
under Article 23-25, Paragraph 2, item 4 of the Act.

£ A H
Year Month Day
MNZATEOE N EE M EFES R ORI ER R
Chief Executive of the Pharmaceuticals and Medical Devices Agency

AN g A H22 D

Valid Period From Year Month Day
£ A HET
until Year Month Day
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FRAEE . (RIS —ZB36%)
Form No. 2 (related to Supplement Article 2)

N " N
3 b SMERGESRE BRI HE
drug
Notification for the registration of foreign quasi-drug manufacturer

%{(J

S
=

Name of the manufacturing establishment

AT D 4 i

g% gr © gt £ W
Location of the manufacturing establishment
WO K S
The person responsible for " 7
the manufacturing establishment Add P
ress

SEARTR

%%ﬁ§®4%1@®ﬁﬁﬁi@%ﬁ%ﬁ@%éﬂ\ﬁﬁb®ﬁ#%3$%ﬁ@bf
AYA

o Z L
58
0Q
% E{ %% (1)  Notificator whose license was canceled pursuant to the provision of Article
I 75-4, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
5g 5 rescission
=. 2 IR0 5 LRORUEI 5D HRET DS, 0 LOR 7D 3 8B L <
® AYA4A
& 27 ég (2)  Notificator whose license was canceled pursuant to the provision of Article
25 < 75-5, Paragraph 1 and who is awaiting a lapse of 3 years from the date of said
=g
e =P e Y rescission
P g B ORI DI, ZORTEEDY , T TZ=T 5 2 R D7,
55 & HE R L\ ViU
59 3 S P QAYANN
8S z | ® Notificator who has a history of a court sentence of imprisonment on severer
2 % B4 punishment and has not passed 3 years since the execution was completed or no
o, 4" 1onger4£ece%yed . _ _ i Hﬂ
) IR RS OVARSHEIRITGRGTS, 53 S OBIWIGGEC OIS BT 5150 CBIn T/
) % ¥ % b gxai ZHUTHES SANTER L, ZOERATRAD DT D 284 R68 LT
o c T, [AYAQAS
% §7 2; (4)  Notificator who has a history of violation of Law, Narcotics and
S e E% Psychotropics Control Law, Poisonous and Deleterious Substances Control Law
gig; % or other laws and regulations related to pharmaceutical affairs specified
232 & by Cabinet Order and has not passed 2 years since its date of the disposition
® (5) Fﬁﬁ\ RIRR, &)“hﬂfiﬁ@%ﬁW)q]%% )
° % Addict on narcotics, cannabis, opium or stimulant )
T % RO PEREDIEE < X 0 AN EIIGE T OB Bl 1A T 5 (257> C L, T
= = K OBREBEZEYNAT ) ZENTERNHE o
ﬁ; (6) Notificator who cannot properly perform the necessary recognition, judgement
S o and communication to perform the work of foreign manufacturers properly due
§ il to mental dysfunction A )
c. SRS R DX 2 MONAT D = LN C& DB O AT D Eadtb HIVRVE
5 gg (7)  Notificator who is not recognized as having knowledge and experience to
v properly carry out the work of foreign manufacturers
fisi =z
Remarks
4 =K i -
FRRIZED. 2 sk g m OSNERRESEEOWERE F LHET
drug
I hereby notificate for the registration of the foreign quasi-drug manufacturer indicated above
g2 A H
Year Month Day
2 19'd
Japanese
e B
Address SHEST

Foreign language
ENZHOTIE, 17 2 FEFTOFTE!
Location of the head office in case of a
corporation

|




L

Japanese
K 4
Name FHESC
Foreign language
. ENZHOTUL, AR OREEDRA
JEAE T EIREL i Name and name of its representative in case of a corporation

To Minister of Health, Labour and Welfare

(&
(Notes)
1 HAMOREEIE, AdeT5HZ 4,
Use paper of Japanese Industrial Standards Size A4.
2 ZOHHEL FRI2@EHTL 2L,
Notificator should submit one original and one copy of it
3 IR AVIEEAN, ACHOTUL, BETIOEY EHEI L,
Fill in the form with clear writing to use such as inks, etc.,
4 HHEOKREEEAD DD (METIE, BgddEnene i el SitliL, 2 e xiE Ok
VM H>TUTZOHEHMLER B A, QMICHH>TIEEDIR, I, FOMEEFEH A KO EOHITE#EDY |
XIFTPATE32T D Z ED2 e DB BIIEOFEA A2, WAICH O TILDEROFELOER LIZEA Az
ST AL, £, @MY T ABENRHAEITOWVTL, FFC Tk L0 | Litd L., MakhH
FNARDFEORSREDIEEIZ BT D EERTOBWIE A I35 Z L

Describe “No” in each column of (1), (2), (3), ), (), (6)and (7)if a notificator doesn’ t meet
any conditions of its disqualifications. If a notificator meets one or more conditions of its
disqualifications, describe as below.

Column (1) and (2): The date (year, month, day) and its ground for the cancellation.

Column (3) . The date (year, month, day) of the final judgment of the crime, sentence and
the date (year, month, day) of the completion of its execution.

Column (4) : The fact and the date (year, month, day) of its violation(s)

As to the notificator who would meet the Column (6), describe “see attached paper” in the column
and attach medical certificate of doctor which describes the disorder of the mental function on the
subject notificator.

5 fHBHIzIL &%B%@3%1ﬁ@wm(%%%ﬁl HEF 55 U35 2 5 3 HAED D b DIZIR D, ) 1ThR

Db ER T M OGREER HATeH L, Uizt EIlln ) HEEES 13 OFREREDE LA IRMT 5 Z &,

Describe the number and the date of accredltatlon for Article 13-3, Paragraph 1 of the Act (limited
to those specified in Article 35, Paragraph 1, Item 5 or Paragraph 2, Item 3 of the Ministrial Order
on Enforcement) in column of remarks, and attach a copy of the Accreditation certificate of Form 13

related to the subject accreditation.



