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Application for accreditation of foreign
animal drug(quasi-drug) manufacturer
£ A 3]
Year Month Day
BEHORERR

To Minister of Agriculture, Forestry and Fisheries

Gz

Address

K4 [EANMIH-TH, 4
E%&UWE%®&$1

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

FEHES, ERERSORE, A EUEORMRSEIZETAERE 3 £0 31 HOREICE D E
WRERES (EEEAS) oEEGEAENGEEEORELZT T 0o T, TRICIVEHLET,

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.

ic
1 BRGSO R R U R HE
Name and location of the manufacturing establishment
2 BTLEY LT AREORS
Accreditation categories in which the application is made
3 PR o i oW
Outline of the buildings and facilities of the manufacturing establishment
4 BGEATOIEF O BOMERT
Name and address of the person responsible for the manufacturing establishment
5 WEEE (WEEENEBEATHL L&, BECHET2EBC/TLAAT5RAELED.) PEFEEE
A b FETICESETSH Z L0
Whether or not the applicant (if the applicant is a corperation, 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 BEHRI

Reference matters

(ARELERFEA4)
(Japanese Industrial Standards Size Ad)




i =
Remarks

1 RROO 2024, S0 1 HA S EH 2 A SOWThISE ST 502 RMT 5 2 b,

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

2 RO4iCiE, YRREERT S OO R T RET S ERE AT 5 E UIREEH, REEHE O
BOBEFERETOMINGICHY T ST 0 TRET S Z 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 RROSITOWTI, MY LAWESIT REY LAy SR8, YT 28810, ST HFEOHK
HamilT ok,

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 EIEERE M Ay 0 [E L S E G O E AR E A A S EEOREEZ T T
DIFEITIL, O 6 ([ HBGLEO K RUSRER T, B0 A E RS 0 B EOUTE RS
EREREEOBREZTIT TV AEAICH, L0 6 DR ROBRETELET 2 2 L,
1f 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 gquasi-drug
manufacturer, or as a foreign animal medical device or in vitro diagnostic manufacturer,
wrilte the number of registration in the section 6.

5 HIEEEEL, ER AT AL,

Applicant should submit one original and one copy of it.
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Application for registration of foreign

animal drug(quasi-drug) manufacturer

# A H
Year Month Day
BEHORERE
To Minister of Agriculture, Forestry and Fisheries
Gz
Address
4 [%AE@oTﬁ.%J
Bl UM RE o A

Name [Name and name of its representatiV§}

in case of a corporation

A, EHRERTOMLE, Atk RUEeOMRFEICETHERT 3 £0 30 21 1 HOREIZL
N ERE (EREAT) DEEMEAEREEEORREZIVOT, FTRICEVBFELET,

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 BGERT O£ T B U
Name and location of the manufacturing establishment
2 RGEFTO BRSO KA RO
Name and address of the person responsible for the manufacturing establishment
3 EEHE (BEABEATHS L&, BECET 2 ERICBTAAToRELE,) HEELRES
A FETICHY TS EoFE
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, Ttem 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 BEHIE

Reference matters

(HAFEREBRA 4)

{Japanese Industrial Standards Size A4)

fii &
Remarks

1 2T, YiENLEAT ol oW SR GET SR AT A F TN EE, BESES 0%
BEOBREETOM N GIZHEY T Az TE#T 5 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

2 REOBZoWTIE, By LosESE MY L) SRl L, BN a0, SN o R
WEARR TS 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 MR IO R sy o0 R 2 WA E B R ORNE UL AR R R R S AN E R R ORE R T
HEAICE, O 4 ICHEEREO RS RUREER T &, ERan R OO TN A
EREREA O TR Z I TWAEGILRE, o4 DY ERROBRESLRIRT S 2 8,

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 categorv and the number of accreditation in
the section 4, if the applicant has been registered as a Toreign 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.

4 HENEL, ERl2@EEEHT Lk,

Applicant should submit one original and one copy of it.



() [Eaedsan SO a2 i S S dh O B OB OB &
) AR (RS MR R ) BLE S RRi h i

LE A H
EHRERE R
fErr
Pk Ao -Ti, £
FrECHRETOERS

FEHS, EREEREORME, AR UESMORREICMETHEEE 28 £0 20 3F 1 HOREIC L
0 BN EE RS (MBI E ) M ROBRE T VO T, FRICEOHFHLET,
El
1 BUERTO& TR UETER
2 ERiCETA¥FCEREETIREBEOLS
3 [ERERRR ST, AL aE I S RS T S Ak s R o T A W A E R4 R
CMERT ({532 7 FH 2 0 G A PR SERIAT 2 18 < B8 10 dh » THL, Z OFE D IVE R UMERT & & 1r.)
4 T (WEEREATHL L&, BECET2EHCHTLOT5HALET.) PEBESE£ED
FAL FETICEYT A LOHE
5 Z¥gE

(HAFEREHEA4)
i =

1 RBo2icd, EAThABSICERTS D &,

2 WO 3ICE, YEEIMLOERICETOREEHET S L X IREEVA L ST S & &I,
ORI D &L i, AT E S G E S TR A B < B ETh o Tk, (bR
FHEE 85 5 B R B O e i Bl L L B e BRI o LA = 2 hFhatilita 2 k.

3 RRO4ITiE, BY LGRS EY LA Ll N TAEAIE, By TAFEOMES
LR g R B

4 HEFPMOMEROBEATIT OO SEEI0IE, D05 ICNETROBEE S, MiskoTe
I TWAEEITE, WOBIYEF IO RGO IEE Rl s b,
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Application for registration of foreign animal

medical device(in vitre diagnestie) manufacturer

£ 4 A
Year Month Day
EHOKERE
To Minister of Agriculture, Forestry and Fisheries
FERT
Address
4 [H&M:&wﬂi. gj
Bl UL o A,

Name [ﬁame and name of its representativ%}

in case of a corporation

EIES, ERESEEFOME, SRS ECETIERE B O 204 1 HOBREICL
N EN T RS (R A ERER) OEREREAENEEEORREZIT V0T, FRiCLoH
mLET,

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 Cosmeties, indicated following

i
1 BGEETOL T R O
Name and location of the manufacturing establishment
2 BUESATO RS O R4 RO
Name and address of the person responsible for the manufacturing establishment
3 PREE (RAEEBEATHD L&, BT 2¥EBICREAAToRELHD,) HEEH£H3
FA DG FETICHY TS EOHE
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 Safetv of Pharmaceuticals, Medical Devices,
Regenerative and Cellular Therapv Products, Gene Therapy Products, and Cosmetics
4 BHEHEHE

Reference matters

(AAEEEHEA L)
{Japanese Industrial Standards Size A4)
i B

Remarks

1 B 2T, YA s oB o T AR ET SR AT A8 L ITuEEE, MEEHS 0%



BORLEZOM N SICHY T 2F W TRBT5 2 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 gquality control manager
or a person in a position equivalent to the foreign mentioned positions

2 RO3ConTIL, Y LAVERIE MY L) LE#L, Y2580, YT FE0
S AT 52 &,

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 HEEAMboEREBEEARNEEROBRRE T T TOIREI0E, o4 CYESROBRES
%, ERMEAERERS ULHAERTRLABMEET ORELZZ I TV HHEICL, Bo4i2y
R ED Ry R UREETERETL L,

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 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 HIEEEIL, IEM 2002 T S 2k,

Applicant should submit one original and one copy of it.
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Application for acereditation of foreign animal regenerative,
cellular therapy and gene therapy products manufacturer
# A H
Year Month Day
FEMARERE M

To Minister of Agriculture, Forestry and Fisheries

fERT

Address

K4 HEMZEB-TH, % }
BB UM A o A

Name [Eame and name of its representative}

in case of a corporation

EHSL, EHRERSORE, A EUEEORMRSEIZET HERN 23 £o 24 F1HEOREEIZLD
Bl P A A I o0 AR [ S A E R R ORE A 20T, FRICEVEEEL &,

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.

ic
1 BEETOA T B UETE
Name and location of the manufacturing establishment
2 BTLY LT HREORS
Accreditation categories in which the application i1s made
3 SR oW R i R
Outline of the buildings and facilities of the manufacturing establishment
4 BEEFROWEEE O R R UM
Name and address of the person responsible for the manufacturing establishment
5 WEEE (WEHENEBEATHS L&, BECHET2EB /LA T 5RALE&D.) PEFEEF
TG PETICESTH I o
Whether or not the applicant (if the applicant is a corperation, 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 BERI

Reference matters

(AABEIEREA 4)

(Japanese Industrial Standards Size Ad)




fii #%
Remarks
1 & 2iTid, HIROWBEEOWTRICHY T2 &5 2 k.

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

2 RO 4N, HERLEIT G O T ORI 2 ROE T SRR E AT S A TR B, SEE RS g
BOBEEHFZOM NGRS T LFIZonTRlTa 2 &,

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
ar a4 person in a position equivalent to the foreign mentioned positions.

3 EOSIZONTIHE, BELAWESE Y Loy 2L, BN T IS0, YT HEED
EEATRET DL,

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 PEEFSRORKGOREERRERMENEETOEEIEEL SN EREETORELZT T
SIS, O 6 ITYHRECKSRUBESRS L. ERHSEEAENERTORRET T TVLE
I, L6 I HREROBRES LT H I b,

1f the applicant has been accredited as a foreign animal regenerative, cellular therapv 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 deviece or
in vitro diagnostic manufacturer, write the number of registration in the section 6.

5 WEFEE, ER2maiehda i,

Applicant should submit one original and one copy of it



