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FFAMEH B R ORI
1 BERT O K OFTEHE
2 FFRI DXy
3 HEEH (HFEENEANTH D & &1L, EFIHET O EBICETEEAT HHELZET, )

DEFELRESTA D P ETITHEYT 5 Z L OFEE

4 BEHEIH

(B ARPEZER KAL)
i

1 RO BNSEE AR S IFEHE ZONWT Y T 0 E 0T 5 2 &,
2 FLO3INIOWNWTIE, YU LAWGAIE RS Lgwy) Litdi L., 24T 256120,
ZUT O EROBME AT D 2 &,

3 HEHENMMOREREOFT A 22T TV AEAITIE, RROUYSETF A ORIy K OFF
A%, BUEEOREREZZ T TV DEEITIL, SO YRR DB 5 & Fiil
THI L,

4 HEEEL, ERR2EBERHTLZ L,
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BEAEH B R OB
1 BUEFTOA R & QT EH
2 HEEE (REENEATHD EXT, BFICHTIERICETLZAT IREEZED, )
EFESRESBEA NS FETICELET I LOAE
3 BRI

(B APESEHIFEAL)
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1 FEO2IONTIE, Y LAWEAIE Y L) LRt L, 4T 2856120,
U TLFEROMEL LT D2 L,
2 HFEEMLORLGEEDOBEREZ T TV DA I OIS Y ER O BRFE % |
BE DT 52T COAEAICIE. O3NS o DXy O A &= 4 2tk
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Application for accreditation renewal of foreign

animal drug (quasi—-drug) manufacturer

%R ® A
ANNEIRYN Year Month Day
Z % Hl
L L K
— EMOKERE B

To Minister of Agriculture, Forestry and Fisheries

FRT
Address
2 [%‘}\L:}bofﬂi\ éz.]
PR M OREH DA
[Name and name of its representative :
Name

in case of a corporation

IR, IR O ME ., AINE L VLM ORI T 2 EA 135D 3FE 3T
BWTHER T 2 [REE 135 FFAEOBUE T X 0 B i = 35 5 (EFEFAM ) O [ 38 5 241 ]
RUEREE OREOEFH 22 T2 0O T, FrRICX VW HFELET,

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.

Al
WIEFA B R ORESE 5
Date and number of the accreditation
1 BUEFTOL R R OFHER

Name and location of the manufacturing establishment
2 FEDXSy

Accreditation categories
3 HEEE (REEENEATH L L &L, EFHICETLIEFCERLZATOIHELZE D, )
DEESEEIFA D FE TN T LR

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

(HARPEZERIFEAL)
(Japanese Industrial Standards Size A4)




(-
Remarks
1 FRO2TIE 0K VHA 5 THE2HA S OWT UL Y T o0 afT 52 &,

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

2 FLOBIIOWVWTIE, B LAWEEIT N LAy i, 8T 2561213,
U T LRROMELTLHT D 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 HEEA DM oD X 53 DR R i A E RE S O R E ST R E R A A E DG S
FOREEZZT TOLHEITIL, RLOUTYFEREDK S KR B EEF T L, EIMLFE
HMEROEZEH OB BT E R S E R IE £ E OBRERE 2T TV LA FED

AT BRER IR DB T LT D 2 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 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 diaghostic manufacturer, write the
number of registration in the section 4.

4 HEEEIL, ERl2EZRHT 52 L,

Applicant should submit one original and one copy of it



(MY) R (RS2 I RS 2 BR <o ) SR EERERS b in oD [5= 8 5t S5 4 [ Bl S D B D

L)

Bl PR e (B AN ) 238 5 S A [E S S 5 B ik O R e
Application for registration renewal of foreign

animal drug (quasi—drug) manufacturer

o g A H
72 iH I
ANNEIRYN Year Month Day

Z & H
&Lk
N

JRMOKBEERRE B

To Minister of Agriculture, Forestry and Fisheries

FRT
Address
s [%‘}\L:}bofﬂi\ éz.]
PR M OREH DERA
[Name and name of its representative :
Name

in case of a corporation

EIA, EEEESEEOME, AR VL2 OMIREIZRET D IEHH 135030252
HIZFBWTHER T 5 [RVEER 135 02D 254 O BEIT L 0 B HEE R (B FEE S L) DE
M EANEREEFT OO EH 22 T2V O T, FRRICEV FFELET,

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.

Al
BEAFEH B RO EkE 5
Date and number of the registration
1 BUEFTOL R O P EH
Name and location of the manufacturing establishment
2 WEEE (REEENEATHL L &L, EFHICET LI EFCERLZATOIHEZE D, )
DEESEEIFA D FETICHENY T LR
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 ZEFIH

Reference matters

(HARPEZERIFEAL)
(Japanese Industrial Standards Size A4)



(-

Remarks
1 FRO2ATHONTIE, ZHE LAAWSAIT IS LRV LRis L. #8558,
U T LRROMELTLH T D L,

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 HIFHEE DML oD X 55 oD [ 5t S A [E S 368 DR E ST AR R S B A E 1
HOBEZEZT TODEEITIE, ROINCYFBEDK Y R VREEFFE, EHRME
SMEIHLIE S O Bk S E PR AN E UG S E OB k2 2 TV D 58113 ie D
BICHRL IR DB IRE T 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 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 HEEEFIL. ERRBEZRET L&,

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

medical device (in vitro diagnostic) manufacturer

g A H
e
AN Year Month Day

E L&
N PR KEERE R

To Minister of Agriculture, Forestry and Fisheries

ERT

Address

ok [Yjﬁ)\ﬁ:&)o“ﬂi\ %J
PR M OREH DERA

— [Name and name of its representative :
in case of a corporation

I, EEEREOME ., AR N EMEOMRE IR 2 ERE235 02042 &
D HERS 2 AR 235 D 2D 3F3HDHLET K B EFRHS ((R/NZ I RS A) O =
IR ELEEE OB O FE R 22T T2V T, FTRICEVHEFELET,

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.

W
BEREH B R OB
Date and number of the registration
1 BUEFT O R & QT EH

Name and location of the manufacturing establishment

2 HEEHE(HFEEMENTHD L &R, EFRCHET2EBICHELZAT 2KEZE T, )
DEFHBRFEIZA O NETICZYTHZ LOAE

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 BEFH

Reference matters

(A APEZEHIFEAL)
(Japanese Industrial Standards Size A4)




i &

Remarks
1 FRO2ATHONTIE, ZHE LAAWSAIT IS LRV LRis L. #8558,
U T LRROMELTLH T D L,

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 HEEHE VMO EEREGEINEREER OBRGREZ T TV DLEEICIE, O3
BRIk DR R e | R EMNERLE R I AR ERE R EREER ORE L
ZAF TV DG EITIE, RLOITHERED Xy M O ER T Z LT 5 Z &,

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 HEFHEIL. ERR2EZERHT D Z L,

Applicant should submit one original and one copy of it.
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G
FFATAEH B R ORI 5
1 BGETO4 PR OFTE ]
2 FFAOXSy
3 HEEE (HEEEMEANTH D L &3, BRICETLIEFICHEEZAT IREZET, )

DEFBREIFA MO FPETICHE T H 2 LR

4 ZEHRIE

(B APESEHIFEAL)

-

1 FO2TIE, FIFKDETHEZDOWNTIUIEY T 20 amdll 52 &,

2 FLO3INIOWNTIE, YU LAWGAIE MRS L) Litdi L., 24T 2561203,

ZUTHEROMEATLHT D2 &,

3 HEENMMLOREROT ] 22T TV DEAITIE, ROUT YT DXy KO

ARG, BEEOBREEZIT TV DAEAITIE, SEOUTYFBEROBERE 5 %

THZ L,

4 HEEEL, ERR2EBERHTLZ L,
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Application for accreditation renewal of foreign animal regenerative,
cellular therapy and gene therapy products manufacturer
R i Fon
=N Year Month Day
Z & Hl

& Lk
— JEMOKEERRE &

To Minister of Agriculture, Forestry and Fisheries

ERT
Address
&%[%AK%OT@\%J
PR M OREH DERA
[Name and name of its representative :
Name

in case of a corporation

I, BRSSO ME ., AR VL2 OMIREIZRE T D IEH 235 D 2455310
(B WTHER 3 % [RIVEEE 235 D225 ATH D HLE 1T K 0 By #3950 AR R R 55
IANERLEEZT OREOEH 2T 720D T, PRl XV HFELET,

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.

Al
WIEFA B R ORESE 5
Date and number of the accreditation
1 BUEFTOL R R OFHER

Name and location of the manufacturing establishment
2 FEDKXSy

Accreditation categories
3 HEEE (HEEENEATH L L &L, EFHICETLIEFCERLZATLIHEZE D, )

DEESEEI A D FETICHEY T LR

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 BEHEIH
Reference matters

(A APEZEHFEA4)
(Japanese Industrial Standards Size A4)




(-
Remarks
1 FRO21TIE, HILRDICK ZDONWT UL Y T 20 a i T 52 &,

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

2 ROUIONWTIE, FY LAWEEIT IR Ly ERifiL, %47 5581203,
U ORROMELZTLHT 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 HEEA DM oD X 55 DR R i A E RE S O R E ST AR E R A A E RDE S
FHOREEZZT TOLHEITIL, LOHUTYFLREDK S KR R EEF T L, EIMLF
SMEIHLIE S OO Bk S R E PR AN E UGS E OB k2 21 TV D583 LD
AT BRERGR DB T i T D Z 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 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 diagnhostic manufacturer, write the
number of registration in the section 4.

4 HEEFIL, ERR2BEZRETL 2L,

Applicant should submit one original and one copy of it



