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Application for accreditation of foreign
animal drug(quasi—-drug) manufacturer
£ A H
Year Month Day

JEMOKEERE B

To Minister of Agriculture, Forestry and Fisheries

G330
Address
% [?ﬁ)\(:&)oﬂi\ %J
Rl O E DA
Name and name of its representative
Name { }

in case of a corporation

FEIESL ., RSO, AER OZ 2O MRS BT 2 IEHR 135K O3F1HD
BUEIZ L0 B IR (E A ) OEERENAEREET ORELZ T ZVWO T, F
FEIC RV HFEELET,

I hereby apply for the accreditation of the foreign animal drug(quasi-drug)
manufacturer pursuant to Article 13-3, Paragraph 1 of the Act on Securing Quality
Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular
Therapy Products, Gene Therapy Products, and Cosmetics, indicated following

1 BGERT O£ B K OVFTEHE
Name and location of the manufacturing establishment
2 ZIF LD ETHIREOKS
Accreditation categories in which the application is made
3 ISR O REIE R OWE
Outline of the buildings and facilities of the manufacturing establishment
4 RGBT O T O K4 K OMERT
Name and address of the person responsible for the manufacturing establishment
5 HFEE (HFEENENTHD & &L, BRI EBICHTEAT L EELZED, )
DEEBREEIFA D METICYT D LOHE
Whether or not the applicant (if the applicant is a corporation, include the
serving executive responsible for the services of pharmaceutical affairs)
corresponds to Article 5, Item 3 of the Act on Securing Quality, Efficacy and Safety
of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products
Gene Therapy Products, and Cosmetics
6 ZEHHE
Reference matters

(A APEZERIREAL)
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(Japanese Industrial Standards Size A4)
i &
Remarks
1 FLO2UTIE H20545 LA 5 3UTHHS FOWT ISR Y T 202l 5 2 &,

In the section 2, write the relevant section number of Paragraph 1 or 2 of
Article 20.

2 FLOAUTIT YFBLEFTN O OO A E &2 IR ET HHERR 2 A 3 2 FH T REE HL,
B E IS ORBORERE ZOMINDITHE T 2HICOVWTRET 22 L,

In the section 4, write the name and address of a person who has the right
to decide to ship or not to ship products, or the manufacturing control manager
or quality control manager or a person in a position equivalent to the foreign
mentioned positions.

3 FLOBIZONTIE, A LAWGAIT RS LRV LR L, YT 2581213,
MU TLOEROPELTLWT D2 &,

In the section 5, write not applicable if the applicant does not correspond

and write a summary of the relevant details if the applicant does correspond.

4 HIFEEE DM D X 5y D R G A E UG S D RRAE U E A R A E R 3
FHOBEZEZITTODEEITIEL, RLOBICYERED Ky K UOGREEF 4, EHNLE
S E RS O B OUTE RS S E RS OB E T TV 2 58RO
I YRR IR DB IRE T AR T D L,

If the applicant has been accredited as a foreign animal drug or quasi-drug
manufacturer in a different accreditation category, or as a foreign animal
regenerative, cellular therapy and gene therapy products manufacturer, write
that category and the number of accreditation in the section 6, if the applicant
has been registered as a foreign animal drug or quasi—drug manufacturer, or as
a foreign animal medical device or in vitro diagnostic manufacturer, write the
number of registration in the section 6.

5 HFEEIX, ERR2BZRETLZE,

Applicant should submit one original and one copy of it
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(0U) EESE 5L (A2 RS A 2 R < o) SUR R FEERS bt o = 38 i S 4 E UGS O X1k oD

)

B A1 0 (= AN i) 122 38 5 4 [ B S 8 B Bk P 3
Application for registration of foreign
animal drug(quasi—drug) manufacturer
£ A H
Year Month Day
EMOKEERE &

To Minister of Agriculture, Forestry and Fisheries

G330
Address
% [?ﬁ)\(:&)oﬂi\ %J
Rl O E DA
Name and name of its representative
Name { }

in case of a corporation

IS, EFREIREOME . AER V2 EOMEREICB T 2 IEHEH 135030251
HOBEIZ L0 By AEIE S (B G) O EIES S/ ERE (R OB EZ T o
T, TR LV HFEELET,

I hereby apply for the registration of the foreign animal drug(quasi-drug)
manufacturer pursuant to Article 13-3-2, Paragraph 1 of the Act on Securing Quality,
Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular
Therapy Products, Gene Therapy Products, and Cosmetics, indicated following.

i
1 BGEFT D4 TR K OFTEH!

Name and location of the manufacturing establishment
2 BUEFTOEEE O KA B OMERT

Name and address of the person responsible for the manufacturing establishment
3 WL (HHEMEATHD & &E, EFICHTL2EBICHELATRBEEZED, )

PIEFHSREIGA D P ETITREE T2 2 L OfF

Whether or not the applicant (if the applicant is a corporation, include the
serving executive responsible for the services of pharmaceutical affairs)
corresponds to Article 5, Item 3 of the Act on Securing Quality, Efficacy and Safety
of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products
Gene Therapy Products, and Cosmetics
4 BEFIH

Reference matters

(H APEZERIFEAL)

(Japanese Industrial Standards Size A4)
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i &
Remarks

1 RO, Sz G AT & O H O WA AV E T HHERZ A 3 5 F TEE I
EEHEOEBOBLEZOM N OIS T HHICO W TR 2 &,

In the section 2, write the name and address of a person who has the right
to decide to ship or not to ship products, or the manufacturing control manager
or quality control manager or a person in a position equivalent to the foreign
mentioned positions.

3 FLOSIIHONTIE, B LAWVGAIT RS Ly LREERL, YT 2581213,
METLOEROPELTLWT D2 &,

In the section 3, write not applicable if the applicant does not correspond
and write a summary of the relevant details if the applicant does correspond.
4 HFEE DML 5y DR 5 5 A6 E RS H A O FRE SUT AR RS R A E RS 2
FHOREZEZIT TODELEITIE, ROUTYKRED Ky L OREE 5% . l:;{cﬁ':’%?
A E RS O B OUTE RS S E UG OB E T TV A5 E IR RO
NOYBRBROBFRF T ElT 52 &,

If the applicant has been accredited as a foreign animal drug or quasi—drug
manufacturer in a different accreditation category, or as a foreign animal
regenerative, cellular therapy and gene therapy products manufacturer, write
that category and the number of accreditation in the section 4, if the applicant
has been registered as a foreign animal drug or quasi-drug manufacturer in a
different accreditation category, or as a foreign animal medical device or in
vitro diagnostic manufacturer, write the number of registration in the section
4

5 WX, ERl2@ELRET2Z &,

Applicant should submit one original and one copy of it.




105

(o) R & SO 2 I RS O RS OB SR OS5 &

B R (8RR I P 1223 i) SRS S Xk R G

JRMOKEERE. B

ERT

K4, EANCH-TIE, 4
HROMREH DKA

S, RS OME, AR ORI OMRSICBE T 2 #5235 020351
THOHE X 0 By SRR (A2 3R ) RS E DR ER A ST 72 00T, FRil
FVHFELET,

i
1 BGEFTO4 PR K OFTEH
2 T2 EBICEE A AT DB D R4
3 EIRFEARS ETATE . RSB R SR R R B ST AR B ke B o0 BT A A PR

T 53 O K4 K OERT
4 HFEHR (PFEENEATHD & XT, BFICHET L EFICETEATIEELET, )
DEHESRFEIBTA D FETICEYT DL LOFE
5 ZHEHRIH

(A ARPEEHIEAL)

i &

1 FLo2iTi, BATHLIGEICRET S Z &,

2 FLO3ITIE, HEENMOKERFICET 2B ARG T D L EUIRFENA L I

WZHEHETH L EIT, TORERLITDZ &,

3 FEOATIE, U LARWEAT RS L) CidiL, 4T 285810, %Y

TOHREOMEALRTHZ &,

4 HIF %mM®§L¥@Wﬁ% TV DAL FEDBIC Y iE B G DB GTR 5%

BEREDOTF 221 TWDIBAITIE, OB Y Al DX 4y K OFF &= & i+

HZ &,

5 HFEEX, ERI2EZRHTDHZ L,

(‘
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OR) EESERE & SRS 2 I T R 00 0 R B 2R S A R S S OB SR DB &

) I s (RO 2 I 122 B 5 ) (2 b o S5 A/ ] R 3638 R Bk R 3 o
Application for registration of foreign animal
medical device(in vitro diagnostic) manufacturer
£ A A
Year Month Day
JEMOKPERE. B

To Minister of Agriculture, Forestry and Fisheries

7T
Address
%{%AK%OTH\%}
PRl O FH DA
Name and name of its representative
Name { }

in case of a corporation

IR, IR OME ., AR V22 EOMERE BT 2 IEHRF235 D204 51
HOBEZ L0 B E RS (RS2 1 F £ 3K .0h) O E a5/ E LS 3 H O k%
ZF VWO T, FRICKYBEFELET,

I hereby apply for the registration of the foreign animal medical device (in vitro
diagnostic) manufacturer pursuant to Article 23-2-4, Paragraph 1 of the Act on
Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices
Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics

indicated following

1 BERT D4 B OFTE
Name and location of the manufacturing establishment
2 BEFTOEALH O K4 R OMERT
Name and address of the person responsible for the manufacturing establishment
3 HFEE (HHEMEATHD & &1L, EFICHTL2EBICHEEAT2REBEZED, )
DEEBREEIFTA D PETICIRYT D2 LA
Whether or not the applicant (if the applicant is a corporation, include the
serving executive responsible for the services of pharmaceutical affairs)
corresponds to Article 5, Item 3 of the Act on Securing Quality, Efficacy and Safety
of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products
Gene Therapy Products, and Cosmetics
4 BEFIH

Reference matters
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(A APEERIRSAL)
(Japanese Industrial Standards Size A4)
I
Remarks
1 RO, Mz s AT & O O WA AR E T HHERZ A 3 5 F TEE I
MBS ORBORERE T OMINLITHE T 2 H IOV TRET 22 L,

In the section 2, write the name and address of a person who has the right
to decide to ship or not to ship products, or the manufacturing control manager
or quality control manager or a person in a position equivalent to the foreign
mentioned positions.

2 FEO3NTHOWTIE, B L2ARAWGEIE REE L) LRl 8T 2581,
METLEROBELTLWT D2 &,

In the section 3, write not applicable if the applicant does not correspond

and write a summary of the relevant details if the applicant does correspond.

3 HIEEE DM ERFEARFAMEROE R E OBERE 2T TV DHAITIE, RROHUT Y%

’*ﬁ@“ﬁ%ﬁ% 2 38 A A [E RS S iﬁiE%%@%%l%L%ﬁ TAE &
T TVDHAEITIE, LOUIYRED K R OREFFERLMT D L,

If the applicant has been registered as a forelgn animal medical device or

in vitro diagnostic manufacturer, write the number of registration in the
section 4, if the applicant has been accredited as a foreign animal drug or
quasi—drug manufacturer in a different accreditation category, or as a foreign
regenerative, cellular therapy and gene therapy products manufacturer, write
that category and the number of accreditation in the section 4.
4 HEEEIL. ERRZEBARHTHZ L,

Applicant should submit one original and one copy of it
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(&) A RS R O REE £ O R OB A

B A e S R B SR P A

JRMOKEERE. B

0
K4, EANCH-TIE, 4
HROMREH DKA

EH AL, RS OME, AR O EMEORERE BT 2 IEH 235 0225 1]
OHEIZ LY B BARRSRAEEOHF 2 Z T 7200 T, FRICEVHGFELE
DS

G

BGERFT D4 TR K OFTFEH!

2L ETHRFAIOXS)

BGEFT ORISR OB

EEICHT L RBICHEZ AT 2RAORA

PR e A i RO B PR 0D R S OME T

HEEE (FEHEDNENTH D L T, BERICHET 2 ¥BICHE2 AT 2KAEZET, )
DPEFESREIGA D PETICHET D Z L DR
T BEEIH

D O s W N

(H APEZEH KAL)
(i

1 FRO2TUE, HBIKDSTHE ZDONTNMNICE YT HI AT T HZ L,
2 FOUIZ, BATHLILGEICHET L &,

FEOBITIE, UZEPMMOIFICETHHEANF T 5L EIFFEENLA LN
WZHEHETH L &T, TORERLILTDZ &,
4 FEOBITIE, BZE LanGaid RS Lavy) LRtfi L, 4T 2854100, %Y
TOREREOMELTLHTDHZ &,
5 HFEEBMUORLEE O 2% T TODEHAITIE, ROTISERETF AT O Ky K OFF
AE S A, BEEOREEZT TODHAITIT, RROTICSEBERO B8RS & il
THZ L,
6 HFETEIE, ERI2EERHTDZ L,

(R
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O\) AR R S 0 oD A2 R 5 R A [ G 268 ORBIE O35 &

A7) FH T A 125 0 2 S O P A S 2 L S [E S S R W
Application for accreditation of foreign animal regenerative

cellular therapy and gene therapy products manufacturer

# A H
Year Month Day

JRMOKEERE. B

To Minister of Agriculture, Forestry and Fisheries

7T
Address
%{%AK%OTH\%}
PRl O FH DA
Name and name of its representative
Name { }

in case of a corporation

EIE, EEREEAREOMWE., AINMER LR ORI A E235 D245 1A
DOHLENZ L0 By H PR A R 5 O A RS R AN E RS T OB ELZ T 2o
T, TREICLVHFELET,

I hereby apply for the accreditation of the foreign animal regenerative, cellular
therapy and gene therapy products manufacturer pursuant to Article 23-24, Paragraph
1 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical
Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and
Cosmetics, indicated following

i
1 BERT O 4 BRI OFTTE Y

Name and location of the manufacturing establishment
2 ZF LD LT HREDOXS

Accreditation categories in which the application is made
3 ISR OIS R A O AEEE

Outline of the buildings and facilities of the manufacturing establishment
4 BERT O BTH O K4 K OERT

Name and address of the person responsible for the manufacturing establishment
5 HFEH(HFEEMEATHD &L, BFICHT2EBICETEAT 2REEZE T, )
DEFESFFEITA N PETICEYTLIZ LA

Whether or not the applicant (if the applicant is a corporation, include the
serving executive responsible for the services of pharmaceutical affairs)
corresponds to Article 5, Item 3 of the Act on Securing Quality, Efficacy and Safety
of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products,
Gene Therapy Products, and Cosmetics
6 ZEHIH

Reference matters

(HAPEZERIFEAL)

(Japanese Industrial Standards Size A4)
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i &
Remarks
1 GO, HINRDISH FDOWT UL YT D 0ELMT D L,

In the section 2, write the relevant section number of of Article 91-96.
2 FLOATIT YFBLERT O O O Al & R TE T 5 HERR A 9 2 & XX S B
MBS ORBORERE T OMINLITHE T 2 H IOV TRET 22 L,

In the section 4, write the name and address of a person who has the right
to decide to ship or not to ship products, or the manufacturing control manager
or quality control manager or a person in a position equivalent to the foreign
mentioned positions.

3 FEDBIZHOWTIL, Y LAaWnEaT RS Livy) LitMliL., AT 256103,
METLEROBELTLWT D2 &,

In the section 5, write not applicable if the applicant does not correspond
and write a summary of the relevant details if the applicant does correspond
4 WEEE DM X 5y 0 PR E R R A E RS S R E S E A A E R
FHOREEZIT TODELEITIE, FLO6IT élE%EﬁEO)l:/\&UwE%%% =3
O ERIEEFT OBERAE T TV DIEEITIE, OIS YRR OB ERE 5 4 5Ll
5T &,

If the applicant has been accredited as a foreign animal regenerative,
cellular therapy and gene therapy products manufacturer in a different
accreditation category, or as a foreign animal drug or quasi—-drug manufacturer,
write that category and the number of accreditation in the section 6, if the
applicant has been registered as a foreign animal medical device or in vitro
diagnostic manufacturer, write the number of registration in the section 6.

5 HFEHEIX, ERR2BLZRETLZ L,

Applicant should submit one original and one copy of it.
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BRAELS E+ZF, BH0E B2+ %, B2+ K0, FAT—FONH/N\. EA+—FDOA+. FAT—FOATE. ENt
—&ON+HER)

A LE B BHUSE B & B R0 BhLE—RONFINH
A —&ONA Bt —FRONAE, Bt —FROIAIUEER)

L T OO Wi i 0 W
WEFT | it
4 T E=
REH KA
BER A O | EEMREOME | % | WAOUIME R OWERES | R A Y
L
B o | EERMERHOME | % | ROUTMIE R OWERS | (8 B
e
(HATESE A1)
i
I AR, BURERRON, BRAEAR B OV OO AL BAR U N B T OO HES % B
BRE AT B 2 &,

2 BERIE OB O SUIMRAEBH OB EOMIZZ OFLRFHO T LIRS 2 2
EMTERNEZE, TNENOMIC THIRRO LBV | LREE L, 2o, Bz IS
THZ L,
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BAENS (BE+=%. FHAKZOWE, FZ+ZFK, BEZ+ZKO/N\, EA+T—FO+—. FA+—FO+/\. EA+—
+—&0A+/\BER)

BB NS B+ =4, BHLikol, B o+"4% H -+ 0N, Fht—F0+—,
FIA—FDO+IN\, FhA—FDON+IL, FHIL+—FROILAI/\BEIR)
(—) EF b (RS2 RS 2 R < ) SUTEIERSM I ORGEZEOFF Al D555

L7 SRR SHIPOE See SR L E

o (e A H
72 18 UIX
U EMOKPERRE %
Nl
N
%, ENCH-TIE, 4
MR OREE DKL

PR AL, AR O, AE R OV AN E O MR IZ B B IR 135 ATEDO M
W2 R B RS (EEA ) BUEE OFF IO T &2 2T 72V T, FRtlic L 0 g
LET,
it
FFA4EA B RO Al
1 BGEFT O & OFTER
2 A ORSy
3 HEEE (HHBEMEANTHD L 1T, ERIHET L2 EBICHEELATHREE2ET, )
NEFESRESTA NS PETICHEYT I EOFE
4 BEHIH

(B ARPEHERIKAL)
i &

1 FEOATIFEINFEFH VRS 5 XUTFH2HA B OWTICHEY T 2055l 5 2 }:
2 FRO3UTONTIE, X LAWGEIE Y L) Ll 34T 5551
YT LEROMBELA LT D L,
3 HFEEDMORLEE DT A A% j"CI/\%SiE/\L F. LU YL RO X5y KO
A[FE S, BEEOREEZ T TV LHEITIE, FROUT YRR O B ERE 5% il
T5HZ &,
4 HFEEIL, ERl2EEEHT 52 L,

ESOVAG o)
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() EESE S (A2 RS A 2 R < o ) USRS i O RGESE O BRERD T

EIEZE ISP SRIGVSE SHIPANTE S e Sen U E

— A A H
72 18 UL
I L =% VNN J
i
fEFT
K4 ENCH-TIE, 4
HROREBHEORA

EIE, EEEAREOMWE, AINMELR DL EMOMRE IR T DA 135020254
HOBEIZ L0 B EHE S (EFEANL) BEEOBGROEH &2 1T 7200 T, FRElc X
DHFELET,

it
BERAER B ROV ERE =
1 RGBT O£ B K OVFTEHE
2 HEEE (FEEMNMEANTH D L T, EFRIHETLEBICREEAT2HBEET, )

INEFEEREI A D PETICHNST D 2 L OHE

3 BHEHIHE

(HAPEZERIFEAL)
fii &

1 FOTOWTIE, Y LARWEAIE RS LV it L. #4558,
HUTLFROBELTIRT D2 L,

2 HEEEDMLORGEE OB Z Z T TV DAL RO SR GO B8 E 5 % |
RS OFF A 221 TV DHEICIE, OIS YA DX 5y K OFF A& 5 & fiifii 3
HZ k,

3 HWESEX. ERl2E@ERRETHZ &
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(Z) ESE S (A2 RS A 2 R < o ) SUREFERS i D = 38 5 A E RS ORRIE D

)
Bhiy) F & 30 (BESEER A0 25 38 5 S 4 [ 565 36 3 38 T FR 3 %
Application for accreditation renewal of foreign
animal drug (quasi—-drug) manufacturer

= # A A
UE éﬂ A Year Month Day
& H

LK

— MK E R B

To Minister of Agriculture, Forestry and Fisheries

T
Address
S {?f)\c:&;oﬂi\ %}
Rl O DIRA
[Name and name of its representative }
Name

in case of a corporation

PRI, RSO ME ., AR L MO R T 2 AR S 135035 3|
BWTHEH T 2 RNES 135 BAHOHEIC L 0 Bhip H RIS (IO ) O3 & FHE
SRR OREORH 22 T2 OT, FRRICEVHFFELET,

I hereby apply for the accreditation renewal of the foreign animal drug
(quasi—drug) manufacturer pursuant to Article 13, Paragraph 4 with application
mutatis mutandis in Article 13-3, Paragraph 3 of the Act on Securing Quality,
Efficacy and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular
Therapy Products, Gene TherapyProducts, and Cosmetics, indicated following
it
REFA AL ORER S
Date and number of the accreditation
1 RGBT O£ B K OVFTEHE

Name and location of the manufacturing establishment
2 WEDOKSy

Accreditation categories
3 HEEE (HFEEMNEATHD & XL, BEICHETHIEB IR TEAETLHRAELZED, )
DEESFFEITA NSO NETICHYTIZ LA

Whether or not the applicant (if the applicant is a corporation, include the
serving executive responsible for the services of pharmaceutical affairs)
corresponds to Article 5, Item 3 of the Act on Securing Quality, Efficacy and Safety
of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products
Gene Therapy Products, and Cosmetics
4 BERIE

Reference matters

(B AFEZEH ML)
(Japanese Industrial Standards Size A4)
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i &
Remarks
1 FLO2UTIE H2045 1A 5 UIHHA SOV UK Y T 202l 2 2 &,

In the section 2, write the relevant section number of Paragraph 1 or 2 of
Article 20.

2 FEO3UTHONTIE, B LRWEAIE TREE L) R, #8725 8123,
FUTLEROBELTLWT D2 L,

In the section 3, write not applicable if the applicant does not correspond
and write a summary of the relevant details if the applicant does correspond
3 HFEE DML OX Sy o0 IS EAEROESEFE O FRE A R R A E RS2
HOREHEZ T TODHAEITIE, RROUSLFERED Ky R ORER T4, EHR %
S ERGESEH OB ESUT RS E O EROESEE OB E T TV 258123 RO

U HEB IR ORI 525l T D 2 &,

If the applicant has been accredited as a foreign animal drug or quasi-drug
manufacturer in a different accreditation category, or as a foreign animal
regenerative, cellular therapy and gene therapy products manufacturer, write
that category and the number of accreditation in the section 4, if the applicant
has been registered as a foreign animal drug or quasi—drug manufacturer, or as
a foreign animal medical device or in vitro diagnostic manufacturer, write the
number of registration in the section 4.

4 HEEEIL, ER2@BARHT5 2 L,

Applicant should submit one original and one copy of it.
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(0U) EESE 5L (A2 RS A 2 R < o) SUR R FEERS bt o = 38 i S 4 E UGS O X1k oD

)

Bhiy) F & 30 (BESEER A0 25 358 5 S 4 ] 365 36 3 R 6 T PR 3 %
Application for registration renewal of foreign

animal drug (quasi-drug) manufacturer

R # A A
CE éﬂ A Year Month Day
& H

LK

—__

JREMOKEERRE. B

To Minister of Agriculture, Forestry and Fisheries

ERT
Address
e {?i)\&lé@ofli\ ﬂ
PR O DA
Name and name of its representative
Name [ J

in case of a corporation

FEESL, EREEIRE OB, AIMER O ZEMEOMEREIZRE T 2 IEHEH 135030252
THIZB W THER T 2 [ANEH 1352 02D 25FATHO HEIZ X 0 Ehip i E 3K (EE3EE A ) D=
FMENEREEF OO EHEZ T2 VO T, TRRICEV RFELET,

T hereby apply for the registration renewal of the foreign animal drug (quasi—drug)
manufacturer pursuant to Article 13-2-2, Paragraph 4 with application mutatis
mutandis in Article 13-3-2, Paragraph 2 of the Act on Securing Quality, Efficacy
and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy
Products, Gene TherapyProducts, and Cosmetics, indicated following

it
BERAEH B KOG
Date and number of the registration
1 BERT D4R R OVFTE

Name and location of the manufacturing establishment
2 HEEE (BEENEATHD & E1E, BEICETLIEB IR TEAETHRAELZED, )
DVEESGRHE A D FETICEYTHZ Lo

Whether or not the applicant (if the applicant is a corporation, include the
serving executive responsible for the services of pharmaceutical affairs)
corresponds to Article 5, Item 3 of the Act on SecuringQuality, Efficacy and Safety
of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products
Gene Therapy Products, and Cosmetics

3 ZEHH

Reference matters

(R ARFEZEH KAL)
(Japanese Industrial Standards Size A4)
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i &

Remarks
1 FEO2ATHOWTIL, Y LAangGEaid Y L) LRifiL, N9 25aid,
YT L EROBE LM D 2 &

In the section 2, write not applicable if the applicant does not correspond

and write a summary of the relevant details if the applicant does correspond

2 HIGEHE DM X5y 0 RS E RS ORRIE SO AR B P 55 B i A1 [ a3
FHORBEEZIT TODHAITIE, RONCHERED Ry R OGRERFZ, EHK L%
S E RS O B ST E SR SO E OGS OB E T TV 2 5E IR REO
BT YK GR DB IF T AT D Z &

If the applicant has been accredited as a foreign animal drug or quasi-drug
manufacturer in a different accreditation category, or as a foreign animal
regenerative, cellular therapy and gene therapy products manufacturer, write
that category and the number of accreditation in the section 3, if the applicant
has been registered as a foreign animal drug or quasi-drug manufacturer in a
different accreditation category, or as a foreign animal medical device or in
vitro diagnostic manufacturer, write the number of registration in the section
3.

3 HFEEIX. ERR2BEZRETLZE,

Applicant should submit one original and one copy of it.
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(o) R & SO 2 I RS O RS OB SR OS5 &

B 1 ekl (R4 32 P IS 3R ) 3k 36 38 50 G T R 5
) A A H
78 WH I
AN
Z & H =Y VN PN J%
oL &
-/
fERT
&%[&AK%OTM\ZJ
B OREH DKA4

PR3N, RS O, AR O RO MRS B D IR 2302035553
THOBLEIT X 0 BYW) A BEFRHE R (RIN 2197 R 36 0h) U 3E DO B R D B 2 521 72\ D T
TRICKVHFELET,

i
BREAEA B RO
1 BERT O£ BRI OFTTE Y
2 HWEE (WHEEMEATHDL & &L, BFCHTLIEBICRTEATHIHAEZED, )

DVESEBEREITA D PETITHEYT 5 2 L DA

3 BEHEIHE

(HAPEZERIFEAL)
fii &

1 FROTOWTIE, Y LARWEGAIE REE L) Sl #4558,
HUTLFROBELTIRT D2 L,

2 HEEEDMLORGEE OB Z Z T TV DAL RO SR GO B8 E 5 % |
RSO E Z T TV DIGEICIE, OIS A DK 5y K OFF A% 5 & fiifii 3
HZ k,

3 HWESEX. ERl2E@ERRETHZ &
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OR) EESERE & SRS 2 I T R 00 0 R B 2R S A R S S OB SR DB &

Bhi) I =i (PROV 2 P [ 3 0 ) IR e b 5 /1 [ R 06 3 3 Bk B B R 3 8
Application for registration renewal of foreign animal

medical device (in vitro diagnostic) manufacturer

% B oo
ANEIRYN Year Month Day
P L

%
— JEMROKPEREL B

To Minister of Agriculture, Forestry and Fisheries

ERT
Address
&%{%AK%OTM\Z}
R O EE DRA
Name and name of its representative
Name
[in case of a corporation J

RIS, RS OB AR 2R OMERE BT 2 IEHE235: 020412 K
D HE T 2 [RIEFE 235 D203 SHDOBUEIT K B EFR & (RS 2 I I E3E ) D=
PRE A E OGS E OBERDOER 22T 20O T, TRICL Y HFELET,

I hereby apply for the registration renewal of the foreign animal drug (quasi—drug)
manufacturer pursuant to Article 23-2-3, Paragraph 3 with application mutatis
mutandis in Article 23-2-4, Paragraph 2 of the Act on Securing Quality, Efficacy
and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy
Products, Gene Therapy Products, and Cosmetics, indicated following

it
B R B R OB
Date and number of the registration
1 RUEFTO4 R K OFTEH!

Name and location of the manufacturing establishment

2 HFEE (RHEEMEATHL & &L, EFCHTLIEBICHRTEATHHRALED, )
PEFOREIFAND FETITHYT DI EDOFE
Whether or not the applicant (if the applicant is a corporation, include the
serving executive responsible for the services of pharmaceutical affairs)
corresponds to Article 5, Item 3 of the Act on Securing Quality, Efficacy and Safety
of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products
Gene Therapy Products, and Cosmetics
3 BEFIH

Reference matters

(B AFEZEH ML)
(Japanese Industrial Standards Size A4)
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i &

Remarks
1 FEO2ATHOWTIL, Y LAangGEaid Y L) LRifiL, N9 25aid,
YT L EROBE LM D 2 &

In the section 2, write not applicable if the applicant does not correspond,

and write a summary of the relevant details if the applicant does correspond.

2 HFEE MO ERIEIRENERE RS OBERE ST TV DAL, O3 Y%
BRER DR T % | R SRS E S e ST AR R S E LS S E O R E &
ZAT TV DHAICIE, FROICYFREDK Yy K OGRER T ALl T 52 &,

If the applicant has been registered as a foreign animal or as a foreign animal
medical device or in vitro diagnostic manufacturer, write the number of
registration in the section 3, if the applicant has been accredited as a foreign
animal drug or quasi—drug manufacturer in a different accreditation category,
or as a foreign regenerative, cellular therapy and gene therapy products
manufacturer, write that category and the number of accreditation in the section
3.

3 HFEEIX. ERR2BEZRETLZE,

Applicant should submit one original and one copy of it.
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(k) FAEERER R O REEE O Z A OB

Bl P e S R vt R SR T BT R

o £ A H
72 18 UL
ANEIRPN
Z & H EMOKERE B
&L
N

ENh

o, ENCH-TIE, 4

MR OMCRE D K4

PR3N, RS OSE, A OME R VL EVE DO MRS B B 5 235 02255418
DIEIC X0 Bhiy AR E RS RS OFF AT OB 252 72V T, TRl L b #iG
LET,

i
FFAAEA B RO AR
1 BERTO 4 & OVFTE
2 FFAIDRXSy
3 HFEE (RFEEMEATHD & &L, EFICHTLIEBICHRTEATHRAELED, )
DEESFREITA NS NETICHYTIZ LoFE
4 BRI

(B ARFEZEH KAL)

-

1 RO, HINRDBTZ T DOWTIEY T D&l 2 Z &,

2 FEOUTOWVWTIE, Y LARWEEIE M LAV Litfi L, YT 554

HUTLFEROBELTIRT D2 L,

3 HEEBMUORGEEDOT R &% TTb\éi‘a/\ﬂ F. LU YL AT D Ky K O

AlF T A, BEEOBEEZIT TV LHAICIE, RROUTYEBEROBRERE T % 7l

T5HZE,

4 HFEEE, ERIR2EEZEHTZ L,
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O\) AR R S 0 oD A2 R 5 R A [ G 268 ORBIE O35 &

A0 P A R A R A [ R S SR A [ B S 3 AR A T R R
Application for accreditation renewal of foreign animal regenerative,
cellular therapy and gene therapy products manufacturer

£ A H
Year Month Day

|

(T8
CR-IOTE
BE>S

[

JEMOKEERE. B

To Minister of Agriculture, Forestry and Fisheries

T
Address
BB T, é&.}
Rl O FH DA
Name and name of its representative
Name [ J

e

in case of a corporation

IS, RO ME ., AR O e OMRE IR 2 AR 235: 02455310
IZBWCHER T~ 2 AL S5 2358 D225 4T D BLELT K 1 B FH AR 8 5 S 5 D AR R %
R EREEE OREOEH 2% T 20O T, FrRRICKVHFELET,

I hereby apply for the accreditation renewal of the foreign animal regenerative
cellular therapy and gene therapy products manufacturer pursuant to Article 23-22
Paragraph 4 with application mutatis mutandis in Article 23-24, 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
indicated following

REFA AR OREER S
Date and number of the accreditation
1 BUERT O£ TR K OVFTE L
Name and location of the manufacturing establishment
2 WEOXSy
Accreditation categories
3 HEEE (HHEEMNEATHD & XL, BFEICHT I EB IR TEATHREELZED, )
DEEESREIEA 1D ETICHEAETHZ L OHE
Whether or not the applicant (if the applicant is a corporation, include the
serving executive responsible for the services of pharmaceutical affairs)
corresponds to Article 5, Item 3 of the Act on Securing Quality, Efficacy and Safety
of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products,
Gene Therapy Products, and Cosmetics
4 BEHIH
Reference matters

(B APEZERIFEAL)
(Japanese Industrial Standards Size A4)
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i &
Remarks
1 GO, HINRDISH FDOWT UL YT D 0ELMT D L,

In the section 2, write the relevant section number of Article 91-96.

2 FLOIUTHONTIE, BEY LAWEAIE lRE Lawv) LR, B4 7T 2581C
FUT O FEROME LMD &,

In the section 3, write not applicable if the applicant does not correspond

and write a summary of the relevant details if the applicant does correspond.

3 HIFEE DML Ky OB i A E GG 36 OFBE ST PR AR R i A [ S 3
FHORBEZZITTODHEHEITIEL, LOUHFERED KGR ORBEEF T % . l:;{c':“n’%?
HMEROE ST DB GO R R A E RIS E OB E Z T TV DA IR RED
NOHERFOBFR Tl T 52 &,

If the applicant has been accredited as a foreign animal drug or quasi-drug
manufacturer in a different accreditation category, or as a foreign animal
regenerative, cellular therapy and gene therapy products manufacturer, write
that category and the number of accreditation in the section 4, if the applicant
has been registered as a foreign animal drug or quasi—drug manufacturer, or as
a foreign animal medical device or in vitro diagnostic manufacturer, write the
number of registration in the section 4.

4 HFEEIL. ERI2BAERHTL L,

Applicant should submit one original and one copy of it.




E.EZTZEZOZ. EAT—FOA+. EAT—FOATAER)

BRAHEIS GEHE, o+ R0 2 Bt —&ot, Fht—RoI+ILBR)
(—) IR (RSB EE SR L 2 PR < o ) SURE IS ORGEE DOFF Al O &

B I i (2 SRR A i) BRGE SERTF mT IX 0y 28 5 GEIIN) 7 AT R &6 5

~— H A H
AN S
oL BEMOKBERRE
-/
(T
s HEANCH ST, 4
R O EH D4

PRI, RS E DM A RME N ORI ORERTFIZEE 9 D IEHR 1358 H OB
BN K0 B P E S (E SRS ) SUE 3 O FF W DX 5y DZE T GBIN) OFF Al & 52 1) 720
DT, FRRICEVHFLET,

FERAEA B FFRIE S R ORI O XSy

1 BGEFTOL PR K OFTE

2 EHEGEM LED LT DRI

3 BUEFTOME R OB

4 RIS BGEE L IS R BN U Bk R O RGE 2T 5 H D
B B OMERT

5 BEHRI

(B APEZERIEAL)
i %

1 FRO2TIE BUGE IAE 5 ILE2HE B OWT U Y T o0&k 2 2 L.

2 FLOUTIE. EEGEI T A DORIGIRDIEICONTREHETHZ &, Fio, Y
HEDPMOIRFICHET HIREZHRGET D L S THFHEENA L ZICHEE T L &
X, FOEEEKRTL L,

3 BUERFIVHEFBLISICHET 2 AORSOERECEM 2% Lo &T5EFDH 6,
YHR BT DEERLOBETRED > LA FRXIREDOHREITE ) 3258
FlZHoTE, ZOEZFEOIIHIMT D &,

4 HFEEE, ERl2EERETLZ L,
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(Z) B (AW ES G 2 BR < ) SUTEESRERS I oD 38 5L A [ RS SEH DR GE

)

Bl A 1= 35 (RS A6 ) S E S S H R E X /3 28T GEIN) 38E i
Application for change(addition) in the accreditation categories of

foreign animal drug(quasi-drug) manufacturer

R # A A
CE éﬂ A Year Month Day
& H

LK

—__

JRMOKEERE B

To Minister of Agriculture, Forestry and Fisheries

ERT
Address
e {?i)\&lé@ofli\ ﬂ
PR O DA
Name and name of its representative
Name [ J

in case of a corporation

FESEAL, ERHEARE OB AR OZ SN EOMERFE IR D IEHEH 1358 D33 HD
HUEIC X 0 HER T 2 RNEF 1358 HEIZ X v Ship A EE IS (EHEA L) O BRI L5
AMNERLE S OFBE DK Gy DT GBI OREEZT 2D T, FRRICEVHFFELET,

I hereby apply for change (addition) accreditation categories of the foreign animal
drug (quasi-drug) manufacturer pursuant to Article 13, Paragraph 8 with application
mutatis mutandis in Article 13-3, 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, indicated following.

it
EEH B RBER T R ORRED XSy
Date, number and categories of the accreditation
1 RUEFTO4 R OFTEH!

Name and location of the manufacturing establishment
2 EEGEIM LELDS T DREDKSI

Accreditation categories to be changed or added
3 BB OREIE R O

Outline of the buildings and facilities of the manufacturing establishment
4 BGERT OB O K40 K OMERT

Name and address of the person responsible for the manufacturing establishment
5 ZEHIH

Reference matters
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(A APEZERIFEAL)

(Japanese Industrial Standards Size A4)

I
Remarks

1 FED20TI H20RH VA 5 T HE2HA B OWT IS T D0 a5 2 L,

In the section 2, write the relevant section number of Paragraph 1 or 2 of
Article 20.

2 FONTIT. YRS D O O RIS A PE T HHERR & A T 2 T RGEE
EEREOEBEOBETEZOMINBITHYET5FTHY, 2o, EREGEIN T5
BEDKFIARDEICDOWTRRT D2 &, £, BB VBMOEF I 2% 8%
HHT 2L EIIHFEENBEDL ZNIHEFT D LT, TOEEZRRT LI &,

In the section 4, write the name and address of a person who has the right
to decide to ship or not to ship products, or the manufacturing control manager
or quality control manager or a person in a position equivalent to the foreign
mentioned positions, and who has relations with accreditation category to be
changed (added)

Write that if he/she combines the person responsible with the executive
relevant to another pharmaceutical affair

3 HFEEIX. ERR2BEZRETLZE,

Applicant should submit one original and one copy of it.
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(=) A RS R OREE £ O R OL A

S 1 12 7 A P 0 S R T R SR T X 0 28 B GBI & P A B
T # A H
2 {H IR
[ANEIAPN
N EMKEERE &
E LK
o

(e
4 EANCH - TIE, 4
HROREHEORA
RIS, EEHAEOME ., AINMER O R ORI T DA 5235 D22 558 1H

DHENZ X0 By FA R S L S 3 D FF W D X 5y DT GBI OFF Al 252 1 720
DT, TRRICKVHFELET,

FERAEA B FFRE T RO RO X 5y

1 BUERT O4 PR K OFTHER

2 EHEGEMLED LT DHFADOXS

3 BEPTOREEBE OB

4 PR R R S L O 4 K OMERT
5 BEHI

(H APESEHI M A1)
i
1 FEO2TIFE, FIFRDSTHEFDONT IS T H0 &L T L2 &,
2 FOUTIT, EEGEM T ATORNNMRLIFICONTERETHIZ &, 2, Y
A DMMORFICET 2HEE BT D L EIHFENADL ZNICREHFTH L &
X, TORERLRTHZ &,
3 HWEEEIX, FRIR2EEEETLZ L,
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(DU P2 P i S B oD A [ i 5 R A [ G S8 ORBIE D35

T 40 A 5 2 L A 2 2 L A [ e S R E X 4y 8 B G BRUE R 3 3
Application for change (addition) in the accreditation categories of foreign animal

regenerative, cellular therapy and gene therapy products manufacturer

% B oo
ANEIRYN Year Month Day
P L

%
— JEMROKPEREL B

To Minister of Agriculture, Forestry and Fisheries

T
Address
BB T, é&.}
Rl O FH DA
Name and name of its representative
Name [ J

e

in case of a corporation

IS, RSO ME ., AR O OMREIZE T 2 A 55235 02455310
OREIZ X M 2 [RIEF235 D228 BEIC L 0 B A SR O PR
S5 S S AN E S S O FRIE D K5y DS TE GEIN) OFBE % Z T 72\ 0T, FRtlc kv #
WwLET,

I hereby apply for change (addition) accreditation categories of the foreign animal
drug(quasi-drug) manufacturer pursuant to Article 23-22, Paragraph 8 with
application mutatis mutandis in Article 23-24, 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, indicated
following

RBEFEA R, BEFFKOREDKSY
Date, number and categories of the accreditation
1 BERT D4R & OFTE
Name and location of the manufacturing establishment
2 EEGEIMLED ETIREDKSy
Accreditation categories to be changed or added
3 BUERTORER R O
Outline of the buildings and facilities of the manufacturing establishment
4 BGERT O T O KA K OMERT
Name and address of the person responsible for the manufacturing establishment
5 ZEHRIH
Reference matters

(H AFEZEHI ML)
(Japanese Industrial Standards Size A4)
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i &
Remarks
1 FRO2iE, HIIFRDISHF FOWVTIUEY T 20 &l T 5 2 &,
In the section 2, write the relevant section number of Article 91-96
2 FLOATIT YBLEFT O OO A E 2 IR ET HHERR 2 A3 2 FH T REE HL,
mEEHEOEBOBETELTOMINOITHYET5ETHY, 2o, BEGEIN T5
RBEDKIFNARDFNZOWTRMT D 2 &, Fio, URE PO FICRHT 2% EL
B0 & S UIHFEEDH O IR T D L E1F, ZOFERBT 22 L,

In the section 4, write the name and address of a person who has the right
to decide to ship or not to ship products, or the manufacturing control manager
or quality control manager or a person in a position equivalent to the foreign
mentioned positions, and who has relations with accreditation category to be
changed (added)

Write that if he/she combines the person responsible with the executive
relevant to another pharmaceutical affair

3 HFEEIL. ERR2BZRENTLZE,

Applicant should submit one original and one copy of it.
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BAE+S E+EE. B+AFOR, EZ+ZF0=, EZ+ZKOA. FA+—FO+Z

CEAT O BAT—FOR+—.
BEAT—FOEHRKR)

R+ 5 GE+H4E, FBHLG5G0R, o+ 50=, F_+ 50, FhLt+—5F0+
—. Bht—%o+h, Fht—%oht—. FHiLt—50EER)

(—) EIA (R ESE S 2B <, ) UTEIEERIM T ORIEE O T O%E

GREESEEs

B A 1 3K (B JEE A i) B 65T v RIE

40 XX Fr

RIS RT OO BT

&R D4 FR

AT DX Sy

7RI DA G A Hb A A HET

IR, RS OB, AER VL ORI T 2 I 13 1IHDOH
FENC &0 FFRl 252 ) 7 B 36 i (R 3RS i) OBGESEHR TH D Z & ZFET D,
# A H

JEMOKEERE K %
(FAPEZENIFEAL)
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() BESE S (A2 RS A 2 B < o ) USRS i ORGESE DO BRERD T E

NSy
B I B8 i (= B8 A0 ) S SRR dakiiE

R4 X34
BRI OO BT A
BEFT D44 FR
Bk O NI (s A Hr G G2 A HET
PSRN, ERRRR S O, AR O MO S I BT D IER 1355020251
THOBUEIT &0 B8k A T 7o i R3S (EEN ) ORLE¥(ER CTh 5 2 L 2FET 5,
£ A A
BEMOKERE K %

(F APEEHIFEAL)

(=) ESE S (A2 RS AL 2 R < o ) SUREFEERS b D R 38 5 4 E RGOS OFRE D

)

RER
Number of accreditation
B T 38 A (= A0 ) B 360 S5 A E B 3 B 3R E RE

Accreditation certificate of foreign animal drug(quasi—-drug) manufacturer
Fedh X346
Name (Name of corporation)

BT O FTEHY

Location of the manufacturing establishment

RGO 4 FR

Name of the manufacturing establishment

FRIE DXy

Accreditation Categories

RTE DA HIH £ A H2 o F A HET
Valid period From Year Month Day until Year Month Day

S, EREEOME, AR O L2 OMEREIZET 5 IEH B 135K O3HIHD
FUEIT & 0 FEE &5 ) 7B IR 38 (R3S D EFEMESNEREEE TH L 2 L
ZREY D,

It is certified that the above manufacturer is certificated foreign animal
drug (quasi—drug) manufacturer pursuant to Article 13-3, Paragraph 1 of the Act on
Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices,
Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics

® A H
Year Month Day

SRR KR K 4
Minister of Agriculture, Forestry and Fisheries Name
(B AEZERIEAL)

(Japanese Industrial Standards Size A4)
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(DY) BE3E S (A 2T RS A A BR < ) SUTEESEERS I oD [ 3 5L A4 [E UG S D B8k oD

Bt

BRERE5
Number of registration
B A (RS ) 15 38 S A [ e 238 RR ke
Registration certificate of foreign animal drug(quasi-drug) manufacturer
Fedh X346
Name (Name of corporation)
BT O FTHEHY
Location of the manufacturing establishment
RGO 4 FR
Name of the manufacturing establishment
BEOFHWM  F A Ane & A AET
Valid period From Year Month Day until Year Month Day

EH A, EREGEEOME., AR VLM OMRFIZET 5 IEHEF 1354030251
HOBEZ K0 Bk % 5 ) 7= sy AR 3G (EIRE A ) O EIEGFEINEREREE TH D
T EEFET D,

It is certified that the above manufacturer is certificated foreign animal
drug(quasi-drug) manufacturer pursuant to Article 13-3-2, Paragraph 1 of the Act
on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices
Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics

£ A H
Year Month Day

- 22N N K 4
Minister of Agriculture, Forestry and Fisheries Name
(HAPESERKA4)

(Japanese Industrial Standards Size A4)
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(o) R & SO 2 I RS O RS OB SR OS5 &

IR
By A Fekdn (PRANR2 1 15 3 ) 5 36 B RiE
B4t U346
U AT OO FITAE b
RIYERT D% FR

BROFEMWM 4 A Bxb  F A AET

RIS, RSSO, AE R VL M ORI B 2 52350 020D 3551
HOBEIT &0 Bk 20 - B i as (RS2 R0 ofLER_H Th o 2 &
ZAET %,

£ A &
JEMOKEERRE. K %

(FAPESERIFEA4)
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(R)  BEIRERERR SRS 2 W7 152 38 5 D [ b S A [E S 38 O B SR D Y

RO e
Number of registration

B I RSt (RS2 T I 350 R R S S E B S B GkRiE
Registration certificate of foreign animal medical device (in vitro diagnostic)

manufacturer

Rl 340

Name (Name of corporation)

RE T O FTEH

Location of the manufacturing establishment

RERT D4R

Name of the manufacturing establishment

Bk DA i Go A Ho b R A HET
Valid period From Year Month Day until Year Month Day

I, EFESREDORE, AR O Z e EOMREICRE T 5B/ H235 02045451
HOBEIZ K0 Bk % 50 F 7= dhip I FRis (o321 1= 38 5 ) o = e b s S5 41 [ s
¥(HKETHDHI LEFET D,

It is certified that the above manufacturer is certificated foreign animal medical
device (in vitro diagnostic) manufacturer pursuant to Article 23-2-4 Paragraph 1
of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical

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

Cosmetics.
#F A £
Year Month Day
BEMOKERE K z4
Minister of Agriculture, Forestry and Fisheries Name
(H APEZERISAL)

(Japanese Industrial Standards Size A4)




135

(&) A RS R O REE £ O R OB A

A
By A P A 5 e 5 R R S R RTREE

K4 T4 Fr

BRI OO BT 7E

RITEFT DL TR
FFRI DK 5y
RO F A A»s & A HET

I, RS S OME ., AR O ORI BT A A 235 02255 1R
DIAEIC L0 Al %52 - B A RS R ORGE (A TH D Z L &FET 5,
£ A A

JEMOKEERE. K %

(H APEZE B A4)
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O\) AR R S 0 oD A2 R 5 R A [ G 268 ORBIE O35 &

RER
Number of accreditation
Sy 7 A R S P A [ S B A [ B 2 3 R E RIE

Accreditation certificate of foreign animal regenerative, cellular
therapy and gene therapy products manufacturer

h X340

Name (Name of corporation)

BUFERT O FTHEHY

Location of the manufacturing establishment

BUEFT D4 FR

Name of the manufacturing establishment

RIE DKy

Accreditation categories

REOHMHE  F A A A AET

Valid period From Year Month Day until Year Month Day

IS, EFHEIREOME ., AR OO IREIZB T DB 235 D245 130
DHEIZ L0 BIE %% T 2B i BRSO A E RS R SNERGE RS Th D
Z L EAEET D,

It is certified that the above manufacturer is certificated foreign animal
regenerative, cellular therapy and gene therapy products manufacturer pursuant to
Article 23-24 Paragraph 1 of the Act on Securing Quality, Efficacy and Safety of
Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene
Therapy Products, and Cosmetics

® A H
Year Month Day

=% VN UNED K 4
Minister of Agriculture, Forestry and Fisheries Name
(B AFEHERIFEAL)

(Japanese Industrial Standards Size A4)
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I 1

XE+—F (FE+EE. F+-A&Eot. EZ+2Fo@m, FZ+ZF0+
Eh+—

CEAT—FZO+E, EAT—FKOZ+. FAT—FOAT
+—&0E—BER)

A5 GEHEE BHAROE, B 2RoM, H 2RO+ BLb—%&D

T, B &R0 A B RO = B ROE—BER)

(—) EF b (RS2 RS 2 R < ) SUTEIERSM I ORGEZEOFF Al D555
EUEZLIERE SRI(EEE SHIPANTE e SRR &5 VeI DL E

nH&=
e A H
TR X
VWET A
Z & H =Y VNN J
L L K

T
K4 ‘{iij\ﬂx’i&?ofli\ 4
R OMEERE D K4
RIS, [ERSRR S O S, AIMER O MO MRS B D G T A #5125 DM
TENZ X0 B F R 3R (R 3EER A ) S SEFF Al RE O B X 2341 % %21 72V oo T, TR &
DHFELET,

auj
(i)

BLEFT D4 R K OFTHEH!
FERAE R B R O Al
FFRI DX Sy

2 HIH

BEHIH

Gl s W DN~

(FAPEZEBIFEA4)
i =

1 FRO3ITIE, FHUSEEIES B UIFE2HE ZONWT U S T &l T 52 &
E L, WHHFTIECRE SN TW AR TOFTORSITONWTRHET D Z &,

2 FEOMNTIE, FFAREDRMFED 5 HETED b > 75y & IR IRIC L CRiilT 2
Nl

3 HFRREOFAZIRMNT D Z &,

4 HFEEE, ERREBERNTDZ L,
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() B (RS2 RS 2 B <, ) USRS i D BUERE DB ER D56

EEZEIESE SRIGESE SHIPANTE S e Sk o S s T DI

(s A H
7eiE U
WET A
& F BEMAPERE B
L L #K
0
4 (?f)\(la%o'ﬂi\ Zx)
HRORBHEOKA

I, MRS OME ., AR R RO MRS IR T 2 AT T 5 16504
@fﬁﬁ &0 B ESE (Ei%ﬁﬂ‘uu)@E%%ﬁﬁﬂi@%@x_@{#%’i TV O T, TR
ZLVHFELET,

G
BUOERT O 455 K OFTEH
BERER B R OV GRE
FHZ FIH
BRI

=~ w NN

(B ARpEZEREAL)
i &
1 RO3ITIE, BEGEOLHIFED 9 bEFEOH > 124 2 F BRI L TR+ 2
ko
2 BEGEDOFRARZIRHT 52 &,
3 HEEE, FRI2EEZEHTDLZ &,
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(Z) ESE S (A2 RS A 2 R < o ) SUREFERS i D = 38 5 A E RS ORRIE D

L)

B I 3G (B A ) B 365 S A E B 3 3R R 2 A2 R G &
Application for rewriting the accreditation certificate of foreign

animal drug(quasi—-drug) manufacturer

2 H H
:E?ﬁg IV Year Month Day
WET A
z Ff

LB kiR R
To Minister of Agriculture, Forestry and Fisheries
Eh
Address
ENTH-TIE, 4
f%( N

PR OMAFEE D K4
Name and name of its representative
Name
(in case of a corporation

I, EREIRE OB, AR O 2MEOMERTIZ BT D IERT A 518502
DOHEIT LV By IS (EIEES ) OB E G S H REE D EFH 2 22 %
ZF 0o T, FRICEY HEELET,

I hereby apply for rewriting the accreditation certificate of the foreign animal
drug (quasi—drug) manufacturer pursuant to Article 18-2 of the Order for enforcement
of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical
Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and

Cosmetics, indicated following

1 BGEFTO4 TR K OFTFEH!
Name and location of the manufacturing establishment
2 FREFHAAKRORBERS
Date and number of the accreditation
3 WIEDKS
Accreditation categories
4 EHRZHEIH
Rewriting matters
5 ZEHRIH

Reference matters

(HARPEZERIFEAL)
(Japanese Industrial Standards Size A4)
i 5

Remarks
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1 FED3ITIE. B4 VHA S )UTHEZHA S OWT IS Y T o0&l T 52 & &
L. YAREIECRE SN TV DR TOREDKFIZOW TR T D Z L,

In the section 3, write all of the relevant section numbers of Paragraph 1 or 2

of Article 20, that written in the accreditation certificate

2 FROHTIT. REFEOFMFHD 5 HEE D H > 7= 2 I HIC L CRiil T 25 2
L,

In the section 4, write the matters have been changed of the entry of the

accreditation certificate indicating comparison of the current and the proposed

3 WEREDHAZET D L,
Attach the original accreditation certificate.

4 HEEEIL, ERR2@BERHT 5L,

Applicant should submit one original and one copy of it
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(0U) EESE &L (A2 RS A 2 R < o ) SUREFEERS bt o = 38 5 S 4 E RS SEE O X163k

L)

B T 3G (5 FE S ) [ 3 50 S S E B 3 BB RGE L 2 A2 F G
Application for rewriting the registration certificate of foreign

animal drug(quasi—-drug) manufacturer

2 H H
:E?ﬁg IV Year Month Day
WET A
z Ff

LB kiR R
To Minister of Agriculture, Forestry and Fisheries
G5
Address
ENTH-TIE, 4
f%( N

PR OMAFEE D K4
(Name and name of its representative in
Name
case of a corporation

I, EREREOME, AR O RMEOMERTIZ BT D IER T A 518508
DHEIT L0 iy IS (EIEESN ) O 380 554 [ 55 S B R kA D Frfa 2 22 () %
ZF 0o T, FRICEY HEELET,

I hereby apply for rewriting the registration certificate of the foreign animal
drug (quasi—drug) manufacturer pursuant to Article 18-8 of the Order for enforcement
of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical
Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and

Cosmetics, indicated following

1 BGEFTO4 TR K OFTFEH!
Name and location of the manufacturing establishment
2 BERER B R ORERE
Date and number of the registration
3 HHZHIH
Rewriting matters
4 BEFIH

Reference matters

(B AFEHERIFEAL)
(Japanese Industrial Standards Size A4)
i &

Remarks

1 FEO3ITIE, BEGEORREHFED 5> LEEDOH > -0 & FIERRIC LR35 2
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In the section 3, write the matters have been changed of the entry of the
registration certificate indicating comparison of the current and the proposed.
2 BEGREOFAZIMNT D L,

Attach the original registration certificate.

3 HEEEIE, ERl2@ERETo 2L,




143

(o) R & SO 2 I RS O RS OB SR OS5 &
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Bl OREE DA,

EH AL, EREARRE O ME ., AME R O M ORERSICB 2 IE A ET TH #5374 D9
DOFENT X0 YWy A RS S (A1 52 07 2 380 ) 308 S8 BaiE O 1 X 22 & 32 1T =
DT, FiRICXVHELET,

EW
REFT O 4 Fr I OFTTE Y
BERAE A B B OB R 5
Fffh 2 HFIH
BB HIH

=~ w NN

(HAPEZERIFEAL)
fii &
1 FEO3ITIE, BEGEOFLFHD 2 BEHEO & - 725y Z BRI UCRiilT 2
L,
2 BEGEDJRARZIRMNT D &,
3 HIFEEEE, FRIREEIRHTLZ &,
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OR) EESERE & SRS 2 I T R 00 0 R B 2R S A R S S OB SR DB &

By A R R (RS2 W7 1= 3 ) 15 B 2 S A1 (] SR S 38 R e T4
R AT HFEE
Application for rewriting the registration certificate of foreign

animal medical device (in vitro diagnostic) manufacturer

£ A H
:§;ﬁ§ I Year Month Day
oA BHOKPERE R
;E_Lﬁ 4% To Minister of Agriculture, Forestry and Fisheries
G5
Address
&%(%AK%OTM\%
R OREE DO RA4

Name and name of its representative in
Name

case of a corporation

FE3EA, PR E OB, AR O ORI B3 D AT T 53754 D 15
DHENT X0 By FEFRBERR (RS2 W7 30 o 2R 5 S E s 38 B kGt o &
WA RN EZ T oD T, FTRICKYHFELET,

I hereby apply for rewriting the registration certificate of the foreign animal
medical device (in vitro diagnostic) manufacturer pursuant to Article 37-15 of the
Order for enforcement of the Act on Securing Quality, Efficacy and Safety of
Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene
Therapy Products, and Cosmetics indicated following

i

1 BERT D4R OVFTE

Name and location of the manufacturing establishment
2 BEAER A R OBERE S

Date and number of the registration
3 EZ HIH

Rewriting matters
4 BEHIH

Reference matters

(R ARPEFEHRIFEAL)
(Japanese Industrial Standards Size A4)
5 &
Remarks
1 FEO3ITIE, BERIEDFLRFHD 5> LEFE D B - o fhor 28 B RIC L CRi#d %
&,

In the section 3, write the matters have been changed of the entry of the
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registration certificate indicating comparison of the current and the proposed.
2 BEGEDFEAZIRMNT D2 L,

Attach the original registration certificate.
3 WEEHIX. ERI2EBARNTLZ L,

Applicant should submit one original and one copy of it.
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(t) FAEERSER L OREEOT AT OSE
Bl P e S R R SR T RIE T 2 A R

A H

7eiE I

WET A

Zx H EMOKFERRE R

LK
S0
%(EAK&on\%)

MR OCRE D K4

PR, ERRER S O, A RE R O VO RS (B3 2 IEA AT 5 #5435 D11
DBUENT L0 By F A R B S SERF P RIEOD T 2 A2 232 1 72V T FREIC K
DHEELET,

fiC
B >4 P K OV AE M
FFAAER B R ORFAIE S
R DX Sy
Ly a
SEFH

[ N

(A APEZERIREAL)
i %

1 FEO3ITIX, FIKDSTE B DONWTIUCEEL T H 0 &L T D 2 & & L, Mkl
FECREH SN TV D ETOFRORSICONTREET 2 2 &,

2 FLO4IIE., FFAREOFFHD 5 LEED B - 1255y FH AR IRIC L CRiikd 2
Z &,

3 FFRREDRAZIAT 52 &,

4 HEEE, ERR2EERHTHZ L,
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O\) AR R S 0 oD A2 R 5 R A [ G 268 ORBIE O35 &

N P T A= 5 S O T 7 e St ] s S 3 R IR T X AR R
Application for rewriting the accreditation certificate of foreign

animal regenerative, cellular therapy and gene therapy products

manufacturer
£ A H
W Ix Year Month Day
WED A EMKERE
Z % F . . . .
L L ot To Minister of Agriculture, Forestry and Fisheries
G5
Address
&%(%AK%OTM\%
R OREREDORA
(Name and name of its representative in)
Name
case of a corporation

FE3EA, RS O M AR O R ORI DI T 554350 18
DHUENT K0 gy F P A= 0 5 0D 7 AR 5 00 5 B A ] 36 36 3 R RIE D 5 2 A8
EZITVOT, FRRICL Y HFEELES,

I hereby apply for rewriting the registration certificate of the foreign animal
regenerative, cellular therapy and gene therapy products manufacturer pursuant to
Article 43-18 of the Order for enforcement of the Act on Securing Quality, Efficacy
and Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy
Products, Gene Therapy Products, and Cosmetics indicated following

i
1 BERT D4R OVFTE

Name and location of the manufacturing establishment
2 WEFEARKRUOREES

Date and number of the accreditation
3 RREDKSy

Accreditation categories
4 EHRZHEIH

Rewriting matters
5 BEHIH

Reference matters

(HAPEZER KAL)
(Japanese Industrial Standards Size A4)
-

Remarks

1 FEO2TIE, HINRDISH FOWT UL Y T H0ELMT D2 L & L, YklE
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AEICRER SN TV DR TORED KON TR T 5 2 &,

In the section 3, write all of the relevant section numbers of Article 91-96,
that written in the accreditation certificate.

2 FLOMTIT, REIEDTLHEFHD 5 LEED & > 70 28 IR IIC L TRl %
Z &

In the section 4, write the matters have been changed of the entry of the
accreditation certificate indicating comparison of the current and the
proposed.

3 WEEDFEAZIRMT D &,

Attach the original accreditation certificate.

4 HEEEIL, ERR2@aRHT 52 L,

Applicant should submit one original and one copy of it.
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BAETZS (B+HNAE, ET-AZO/N, EZ+ZE0ER, EZ+ZEZ0O+—. FA+T—FOTE, FAT—FOZ+—. EA+—-5FDA
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% A A
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WEI A
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LU
FEF
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Bk O EH O F4

FEIEAL, ERRRER S O SVE, AR O e OMEIRE B 2 I TR 55135 0B
FENZ &0 B B8 (B3RS dn) BOESERT rIRED BT 232 1 720 O T, FREIC L D
MmLET,
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BUERT D4 PR O
GRUKS NP SO RIE 5
FFAT D5y

HIH L

SE RN

Ol s W N

(H ASPE M A)
(T

1 FRO3ITiE, BLUGEIES B UEIE2HE S OWT USRS T o0& i+ 5 2 &
EL, YUIFAREICRRE SN TV D ETOF R ORGICON TR T2 &,

2 FFRIGEEAY . UG LTl B 2 BEET 28568100 > UL, Yiar ik a2 i
4nz &,

3 HFEEL, ERRBEEHTDZ L,
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B = 8 i (122 SR A ) SO SR SRTIE T A2 A F G
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CR-IOEE
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s JRMOKEERE. B

EfT
K4 ENZH-> TR, 4

PR OREH D KA

EH L, RS OME, AR L EMEOMERE BT 2B T A # 16505
DBUE L By 38 i (RFEER S i) BOESERERFE DO T AT 252 1T 72\ VO T, FRIC X
DHGEELET,

G
BGERT D4 TR K OFTEH!
BERFER B R OV GE
HIEEEL R
BRI

B> W N =

(FAPESERIFEA4)
)

1 BEREEZREY | UG LIC o 0BT 2 HEET 258128 - T, YURERERGE & i
THI L,

2 HEFEIL, ERR@EzRHT 2L,
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(Z) ESE S (A2 RS A 2 R < o ) SUREFERS i D = 38 5 A E RS ORRIE D

L)

B F 3 (B FEER S ) [ 36 A4 [ s 3 3 FRE R AL 1 G 3
Application for regrant the accreditation certificate of foreign
animal drug(quasi—-drug) manufacturer
£ A H
Year Month Day

7
VR A

LU oM

EMOKPERE

To Minister of Agriculture, Forestry and Fisheries
fFEpr
Address

ENCH-TIE, 4

ah PR O D KA

Name and name of its
Name | representative in case

of a corporation

I, ERER OB, AR OO BT D IERT A 518503
DOHEIT XV Ehip HEFE S (E IS G) OE RN/ EREEE REAE DTN &5 1)
2D T, FRICKYHFELET,

I hereby apply for regrant the accreditation certificate of the foreign animal
drug (quasi—drug) manufacturer pursuant to Article 18-3 of the Order for enforcement
of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical
Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and

Cosmetics, indicated following

1 BGEFT D4 TR K OFTEH!
Name and location of the manufacturing establishment
2 WEFHRAROREES
Date and number of the accreditation
3 WREDKSY
Accreditation categories
4 HIFEELH
Reason for application
5 ZEHRIH

Reference matters

(FAPESEHRIFEA4)
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(Japanese Industrial Standards Size A4)
i

Remarks
1 FEO3INTIE, F0REIVHE S XIIE2HA ZOWVWT IS T o 0EfLliT2o 28 &
L. YHREEIC R SN TV DR TORED KON TRETH Z L,
In the section 3, write all of the relevant section numbers of Paragraph 1 or
2 of Article 20, that written in the accreditation certificate.
2 REEEMY . XIXG L2 DB 2 BT 2568100 - TE, Y%REREZ v
T5HZ L,
Attach the original accreditation certificate if the reason for application is
on the ground of damages or stains
3 HFEHEIX. ERR2EBARHT L L,

Applicant should submit one original and one copy of it.
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(0U) EESE &L (A2 RS A 2 R < o ) SUR R FEERS b o = 38 5 S 4 E UGS O X1k

L)

B 3 (B FEER A ) 36 S A [ s 3 8 B R GE A 1 G 3
Application for regrant the registration certificate of foreign
animal drug(quasi—-drug) manufacturer
£ A H
Year Month Day

72 I

&L Ak
JRMOKEERE. B

To Minister of Agriculture, Forestry and Fisheries
fFEpr
Address

ENCH-TIE, 4

ah FRK O D KA

Name and name of its
Name | representative in case

of a corporation

I, ERER OB, AR O 2O BT D IEHRAT A5 18509
DFVET £ 0 Byt RIS, (GRS h) 00 PR 5540 L B3 3 0 BRI D B2 22 ) 2
FTNOT, FRICKY HELET,

I hereby apply for regrant the registration certificate of the foreign animal drug
(quasi—drug) manufacturer pursuant to Article 18-9 of the Order for enforcement of
the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical
Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and

Cosmetics, indicated following

1 BGEFT D4 TR K OFTEH!
Name and location of the manufacturing establishment
2 BEAER B RO ERE S
Date and number of the registration
3 HIFHEEM
Reason for application
4 BERIH

Reference matters

(H ARPEZERIFAL)
(Japanese Industrial Standards Size A4)
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(i

Remarks
1 BEGEERE Y | XUXE Lol OB & BEET 25512 H o T, YR 8kaE & st
T5HZ L,

Attach the original registration certificate if the reason for application is
on the ground of damages or stains
2 HFEEIX, ERlR2EBEREHTLIZ &,

Applicant should submit one original and one copy of it.
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RIS, RS O SE, AR O BV EOMERE BT 2 I T 5374 D10
DBUE L B RS (A2 T R 380 IEESERBGEDO RN 2% T 72V O T
TRICKVHFELET,

G
BGERT D4 TR K OFTEH!
BERER B R OB
HIEEEL R
BRI

B> W N =

(HAPEZERIFEAL)
i 5

1 BEGEERE Y | TV LT ERM 2 HiET 258105 - T, YiB kil 2 i
452 &,
2 HFEEIL. ER2EERETHZ L,
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OR) EESERE & SRS 2 I T R 00 0 R B 2R S A R S S OB SR DB &

By A =R (RS2 W7 T 1= 36 0 ) 15 B 2 S A [ s S 38 B G A2
i HGE
Application for regrant the registration certificate of foreign

animal medical device (in vitro diagnostic) manufacturer

F= A H

T Year Month Day
WET A BEMOKERE B

Z F . . . .

I L 4% To Minister of Agriculture, Forestry and Fisheries

55
Address
&%(%AK%OTH\%

PR O D K4
Name and name of its
Name | representative in case

of a corporation

FE3EA, RS O M, AR O RO B D IR T B 53740 16
DHENT X0 Sy = FRrkas (A2 W7 3 ) o 2R 5 S ] U0 368 B Ak O 7
AT 2T 20D T, FRRICE Y HEELET,

I hereby apply for regrant the registration certificate of the foreign animal
medical device (in vitro diagnostic) manufacturer pursuant to Article 37-16 of the
Order for enforcement of the Act on Securing Quality, Efficacy and Safety of
Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene
Therapy Products, and Cosmetics indicated following

it
1 BGEFTO4 TR K OFTEH!

Name and location of the manufacturing establishment
2 BEER A R OBERE S

Date and number of the registration
3 HIEHEELH

Reason for application
4 BEFIH

Reference matters

(B APEERIEAL)
(Japanese Industrial Standards Size A4)
fii &

Remarks

1 BEGEZY | UTTE LT 720 M 2 BEE T 2 5810 - T, YRkt & Ik
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o5z &,
Attach the original accreditation certificate if the reason for application
is on the ground of damages or stains
2 HEEEIL. ERZ@ARHT5Z L,

Applicant should submit one original and one copy of it.
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(B) FEEFRERGOREREOF TS G

B P A P R S A S R AT RE R A R R
4 A H

TR e
WHI A MK PE K %
Z % F
RO i

fEfT

e, ENCH->TIE, 4

M OREH D KA

FEIESL, PR AR O SR, AR OV BME ORI (B 2 IR AR T 85435 D 12
DOHUEIZ L B B AE RS RS ST RREO B AR M 22 T 7o Vo T, FRilic kv i
HLETS

i
ST O 4 B B OSFITLE Hi
FFAIAEA A RO AIE B
FFAT DX Sy
H B R
BB HIA

Tl = W N =

(R ARPEFERIFEAL)
(i
1 O3, FIFKDEEFDONTIUIELE T 0 &I T D2 & & L, Sk
FEICFRH SN TV DR TOFFAIORFIZONWTRERT 5 2 &,
2 FFR[REZAE Y . XI5 LB ERFET 258100 - TR, YiF Rtz U
a5z &,
3 HEEEX. ERl2@ERRMETDHZ &
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O\) AR R S 0 oD A2 R 5 R A [ G 268 ORBIE O35 &

47 A 5 L A [ S Lt A4 [ R S SRR R B AR A R R
Application for regrant the accreditation certificate of foreign animal

regenerative, cellular therapy and gene therapy products manufacturer

F= A H

— Year Month Day
7238 N

WHI A

& A =2 VNN B

Cé—kﬁ e To Minister of Agriculture, Forestry and Fisheries

E/T

Address
ENCH-TIE, 4
PR OREH DA

Name and name of its representative in)

i

Name ( .
case of a corporation

RS, R OB, AR O ORI AT 54350 19
DFENT K0 By F 1Az 2 P 55 B 00 P A I 3 A B A (BN B 36 AR ERE D 281 & %
FevwoT, FRICEVHFFELET,

I hereby apply for regnant the accreditation certificate of the foreign animal
regenerative, cellular therapy and gene therapy products manufacturer pursuant to
Article 43-19 of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals,
Medical Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products,
and Cosmetics, Enforcement Ordinance indicated following

it
1 BGEFTO4 TR K OFTEH!

Name and location of the manufacturing establishment
2 FREFAHKRUOREES

Date and number of the accreditation
3 FWEDXSy

Accreditation categories
4 HGHELH

Reason for application
5 BEHIH

Reference matters

(B APEERIEAL)
(Japanese Industrial Standards Size A4)
fii &

Remarks

1 GOSN, HINRDISH FONT UL Y T HNELMT D2 L & L, YFE
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AR SN TV D ETOREDKFIZONWTERH#MT D Z &,

In the section 3, write all of the relevant section numbers of Article 91-96,
that written in the accreditation certificate

2 FBEREZAEY . XI5 L7l BRMN 2 REET 25810 H > TL, LB EEZ I
5z &,

Attach the original accreditation certificate if the reason for application
is on the ground of damages or stains

3 HEE#EIE, ERREAREETL L,

Applicant should submit one original and one copy of it.
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1 FRONTTBNEFEIHA S XIIE2HE S OWTIUSHEE T 50 &I 25 2 &,
2 FEOAUTIL, F29K D IHA 5 UTFH2HA ZOWT Y T 50527l T 5 2
L,
FEOBIIE, WFERSICET 2 REN B oME kT &,
FEOBITIE, Yaxiddih B ITHR 2 IEIREET OB AT T 5 2 &,
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Ty = B (RS AN ) X 5 A A 3
Application for examination of conformity regarding

type of manufacturing of animal drug(quasi-drug)

% B oo
ANEIRYN Year Month Day
P L

%
— JEMROKPEREL B

To Minister of Agriculture, Forestry and Fisheries

T
Address
%AK%OTM\Z}
Rl O FH DA
Name and name of its representative
Name [ J

e

in case of a corporation

EAR N, EFEREONWE ., AL VR e OMRE I T D IEEE 145025 1THD
HEIZ L0 Bhip S5 (EFH ) O R APERAE A Z T 72V, TRAC LY HEs
LT,

I hereby apply for the examination of conformity regarding type of manufacturing
of animal drug(quasi-drug) pursuant to Article 14-2, Paragraph 1 of the Act on
Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical Devices
Regenerative and Cellular Therapy Products, Gene Therapy Products, and Cosmetics
indicated following

i
1 AEEZT LD & T ST O 4K OFTTER

Name and location of the manufacturing establishment to be examined
2 REERELENEMEEE OREE T K OREEH B XI5k E RS/ E RS
DX G35 J OV A A B

Number and date of the accreditation of the accredited foreign manufacturer of
drug (quasi—drug) or of the registration of the registered foreign manufacturer of
drug (quasi—drug)

3 WREEIEMESNERIEZEH OREDX 5y

Accreditation categories of the accredited foreign manufacturer of
drug (quasi-drug)

4 RAEEZZTLD LT HRETROX Sy

Types of the manufacturing activities to be examined
5 ik B

Number of the product items
6 HUEIRTEEF I

Number of the marketing license holders in Japan
T BSEHEH

Reference matters

(H APESEHI M A1)
(Japanese Industrial Standards Size A4)
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i &
Remarks
1 FROSITIE H2045 1A 5 UIHHA SOV IS Y T 2025l 2 2 &,
In the section 3, write the relevant section numbers of Paragraph 1 or 2 of
Article 20.
2 FLOAUTIT 29K DBF AL B UTH2HA S OWVWT UK Y T 20 &l T2 2
&
In the section 4, write the relevant section numbers of Paragraph 1 or 2 Article
29-8.
3 RLOBITIE, HEEXKAIC® T D RGE s B OB AT D 2 L,
In the section 5, write the number of the product items coverd with the applied
manufacturing type.
4 FEO6ITIE, YRGS B IR L RGEREREE OB eI 5 2 &,
In the section 6, write the number of marketing license holders in Japan

related to those product items.
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(=) FAEERER G OGERE DG

B AR R R S A X oy il S MR A A R
— e A H
78 I
I U SR PE K 3
i
fEFT
K4 ENCH-TIE, 4
HROREBHEORA

RS, RS O ML AR O M ORI B T 2 IR 235 0250210
BWCHER T 2 MBS 145025 LEOHEIC K 0 B AL B 5 5 0 (K458 A MR
HEZF2WOT, FRICEVHFELET,

it

1 REZZT LD &3 5 MIEHTOL4 L O EH
2 WSRO K OFFAI4EA B
3 BUEEFOFFA[OX Sy
4 HEEZT LD ETHRETROKXY
5 S B
6 REARTEEH I
7 BERIE
(H APESEH ML)
-
1 FEO3INTIE, FIFRDSTEFDONWT IS T H0ETLHMT L2 &,
2 FO4IIE. FBIIEKDI8D2EFDNWT UL T D& ilfkiT5 2 &,
3 FEOSIZIE. HFERSICET 2RGSO ETERT S &,
4 FLO6IZIE, HZMLES BITR D MEIGEER OB LT D2 &,
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) T 7 A P R S R X 5 P A PR R
Application for examination of conformity regarding type of manufacturing of
animal regenerative, cellular therapy and gene therapy products
£ A H
Year Month Day

|

(T8
CR-IOTE
BE>S

[

JEMOKEERE. B

To Minister of Agriculture, Forestry and Fisheries

T
Address
BB T, é&.}
Rl O FH DA
Name and name of its representative
Name [ J

e

in case of a corporation

EIEG, RS OMWE ., AR O L RO IR T DB 2350250212
BOWCTHE T 5 RIEFH 145 O2F 1EOBLUE T X 0 Bhip F A& RS O K43 A kR
HEZTTZWOT, FTRICKVHRFELET,

I hereby apply for the examination of conformity regarding type of manufacturing
of animal regenerative, cellular therapy and gene therapy products pursuant to
Article 14-2, Paragraph 1 with application mutatis mutandis in Article 23-25-2, of
the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals, Medical
Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products, and
Cosmetics, indicated following

it
1 AEEZT LD &3 2 MEFTO L4 R OFTE

Name and location of the manufacturing establishment to be examined
2 FREMEERERGINERE S ORER T R OREFH H

Number and date of the accreditation of the accredited foreign manufacturer of
animal regenerative, cellular therapy and gene therapy products
3 RE AR AR G ANE RS ORIE DX Sy

Accreditation categories of the accredited foreign manufacturer of animal
regenerative, cellular therapy and gene therapy products
4 WAEEZT LD ETHMETERORXS

Types of the manufacturing activities to be examined
5 Mg HEK

Number of the product items
6 HUEIRTEEFE I

Number of the marketing license holders in Japan
T BSEBHEH

Reference matters

(B APEZEH KAL)
(Japanese Industrial Standards Size A4)
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i &
Remarks
1 GO, HINRDSTHE FOWT UL YT D 0EL|T D L,
In the section 3, write the relevant section numbers of Article 91-87.
2 FLOMTIE, FIIZRDI08D2K T DV IUTTE U T D& fi#lid 2 2 &,
In the section 4, write the relevant section numbers of Article 91-108-2.
3 FEOSIZIE, HFEXKNICET ORGSR B OB ETLHTHZ &,
In the section 5, write the number of the product items coverd with the applied
manufacturing type.
4 FLOBITIF, YEZHLE S B ITHR D RUEHRIERE OB AR T D 2 &,
In the section 6, write the number of marketing license holders in Japan

related to those product items.
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BRAETABSO=E (B=+/N\EFo@m, EA+—FOB+EOHER)

BRE+AEOZE=Z4HNEON, it —50E+HL0UBG)
(—) IR S (RSB R SR 2 bR < o ) SUE IS O BGEFEE OGS
FAERERR AR 5

0 PR 3 (P BB A1 i) S e

R4 34
RS T OO FTAE
RERTO 4 FR
BUETROX Sy
FEMERERRRE DA 2D ] #£ A Hb # A HET
RIS, RS O SE | AR V2 OMEREIZBE 3 DI H 145 D252 D
BEIC L 2REORKE, LRSI Ici ) 5 S E UM E A O HIEN, B
AZEOTE ARSI\ TIRET D EMOKER B TED HIEEITHAE L TWD Z L ZiFT 5,
£ A H
SRR PE K K 4
(B APEZEHIKAL)
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FEYERERRRER
Number of confirmation certificate of standard conformity
B = SR (= A FEHERERER

Confirmation certificate of standard conformity of animal drug (quasi-drug)
Rh X340
Name (Name of corporation)
& T O FTEH
Location of the manufacturing establishment
RERT D4R
Name of the manufacturing establishment
BOE TR DX Sy
Type of the manufacturing activities
FEERERRAE DA 2h Go A H2 b i A HET
Valid period From Year Month Day until Year Month Day

FEIES, EFHERRE OB AR 02 SN EOMERE TR D IEHEH 1456 D252 O
HEIC L 2PEORR., LRGSR T 2 R EEE LM EE RO FIEN, LS
AREFE2RFEAT\TIE T 2 BEMKPER D TED HAEEITHEG L TW\D Z & ZFET 5,

As a result of the investigation under Article 14-2, Paragraph 2 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 certified that the methods to control the manufacturing or quality at the above
manufacturing establishment meet the standards specified by Ordinance of the

Ministry of Agriculture, Forestry and Fisheries provided in Article 14, Paragraph

2, item 4 of the same law.

£ A H
Year Month Day

JEMOKERRE K %

Minister of Agriculture, Forestry and Fisheries Name

(B ARPESERIFEAL)

(Japanese Industrial Standards Size A4)
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(=) FAEERER G OGERE DG

TR
40 FH A 5 2 S 5 S e R RIE
K4 34
BRI OO BT 7E
REEFT D4R
G TROX Sy

FEHERERERIE D A I (s A B - A HET
FEIESL, ERRBSAR S OB, AR OO TRIRSIC B4 2 B H235 0250212
BOTHERT 5 RVES 145 02F2EOEIC L A OR R, Lt 0RLERT ISR 1T 5 ik
BT SEEERO LN, FEE 23502582 H A ST HUE T 5 MK ER - TED 5
FEHETHA L TWD 2 L EFET D,
£ A A
SRR KR K 4

(FAPESERIFEA4)
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SLYERERBRER
Number of confirmation certificate of standard conformity
B T AR P A S B L YRR
Confirmation certificate of standard conformity of
animal regenerative, cellular therapy and gene therapy products

h X340
Name (Name of corporation)
BUFERT O FTHEHY
Location of the manufacturing establishment
BUEFT D4 FR
Name of the manufacturing establishment
WE TR DXy
Type of the manufacturing activities
SYERGRREOA I £ A A A HET
Valid period From Year Month Day until Year Month Day

I, EERERRE OB, AR O OMEREIZBE T D IE#RH 2350250212
BWTHERT 5 RENEFS 14K DO2H2HOMEIC L 2P EDOFE R, Lt 0RUERTIC I T 5 i
B SIS EEBOIEDN | RANEH235 D262 AR I\CHE T 2 BHKEE T TED S
FEHEICHAE L TWD Z L EFET 5,

As a result of the investigation under Article 14-2, Paragraph 2 with application
mutatis mutandis in Article 23-25-2 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 certified that the methods
to control the manufacturing or quality at the above manufacturing establishment
meet the standards specified by Ordinance of the Ministry of Agriculture, Forestry
and Fisheries provided in Article 23-25, Paragraph 2, item 4 of the same law.

# A H
Year Month Day

SRR KR K 4
Minister of Agriculture, Forestry and Fisheries Name
(R ARPEFERIFEAL)

(Japanese Industrial Standards Size A4)




(E=1T/N\EOR. FAT+T—FOETEORER)

BREHASEONE=ZHNEOH, Fht—50E L0 LG
(—) RS (RO 2T SR 2 BR <o ) U EEIEERS in DBGEEH D5

B = 0 (340 ) SR YERERBRE F e 2 A2 G &

o R A H
72 18 X
P BEMOKPERE B
Nl
EN
o, HENCH-> T, 4
R OMREE D K4

PRI, RS E DM A RME R OV O TR IZ B9 2 AT A 55265 D4
%ﬁﬁﬁ)%ﬁm X0 B S AL (E%ﬁﬁﬂnn)%ﬁﬁﬁuuﬁ@i?ﬁx&ﬁ%ﬁ SR AI2NEN
TREIC RV HRFELET,

aul
(gt

RGP O PR K OFTTEH!
%‘ﬁ%ﬁﬁ qu)%é?j——ﬁzﬂ H &U\g@ﬁﬁuu uE%F
Flth 2 HIH

N

S5 HIH

(B ARPEZERIEAL)
i %

1 FEO3ITIE, FEMERERRIEDFLM D 5 HETED & - 7= #5328 B IS L CREl
THZ &,
2 RYEMERRRED A ZIMS 5 2 L,
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B A = 3K 0 (E%ﬁﬁﬂ‘uu) JLAEREGRGE A X A3 I RE
Application for rewriting the confirmation certificate of

standard conformity of animal drug (quasi-drug)

% B oo
ANEIRYN Year Month Day
P L

%
— JEMROKPEREL B

To Minister of Agriculture, Forestry and Fisheries

T
Address
BB T, é&.}
Rl O FH DA
Name and name of its representative
Name [ J

e

in case of a corporation

EIE, RS OME ., AME R O RO MR 2T A AT TS 55265 D4
F2HEOHEIT L 0 B EIE S (E;’Qjﬁﬂuu)ﬁﬁﬁﬁwu&@i?ﬁz At &2 T T2V T,
TRUCEVHFELET,

I hereby apply for rewriting the confirmation certificate of standard conformity
of animal drug (quasi-drug) pursuant to Article 26-4, Paragrap 2 of the Order for
enforcement of the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals,
Medical Devices, Regenerative and Cellular Therapy Products, Gene Therapy Products,
and Cosmetics, indicated following

i
1 BERT O£ BRI OETE Y

Name and location of the manufacturing establishment
2 %@Eﬁmuuﬂz@%\é?fﬁﬂ E&U%—%Eﬁwuuﬂ{%ﬁ

Date and number of the confirmation certificate of standard conformity
3 MR FIH

Rewriting matters
4 BHEFIA

Reference matters

(B APEZERIFEAL)
(Japanese Industrial Standards Size A4)
i &
Remarks
1 B3I, HEYEMERREOFLIRFIHD 5 HEE D B - 