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ICHEFETHEXIF, TOFEERHTDH &,

4 FRO6ITIE, FZY LAWEAIT MY LAy CE# L, 34T 2848113, %Y

TOHFREOMEL LT HZ L,

5 HEEMMORIEROT R 22T TWAEAITIE, SO YL ZIHF DXy KO
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7 OHEE, ERREEERHTL L,



(D) EHR S (RSB ER S 2 BR <, ) JUTERRES L ORGER OBEZO L6

ELVDEIESE SRIGERE SHIPIRTR S e Sk o e r

H H H
MK PE K &z
(50
K4 Yf)\@l\‘i??o“ﬂi\ 4
B OMREE DA

RS, RS OME ., AL O RO BT 2 A 1350200251
HOBLIET L0 B S (EFEAML) SOEE OB L Z T T2V O T, FRRIC K Y HEE
LET,

)
1 BERT O K O EHE
2 HEICHTIEKICHTEEZAT HIHRAEDKRA
3 EIEMBLUEE PR, EIEINEEALEINE T RS o RE 2 E T 5 E O

A4 K OMERT
4 WFEE (PHEENEATHD L &1, ERICET2EBICHT2AT2&B 25T, )
EFSRFEIBTA D FETICES T I EORE
5 ZEFIH

(H APESERHEAA)
i =
1 LO2TE, IEATHLHAICERT D Z &
2 RO, HREADMOSEFICET SHBENEGTH L S INFHEANHE L N
ICHEET D L EIF. TORERLET D L,
3 RROATIZ, Y LaWngGai: Y L) L, 4T 558103, %Y
TOEROMEL LT 22 &,

R

1 PEE S MOREOREEOFFTEZ T TODHAIIL, OB M HAFT O
ROFFA %, WEEOBEE T TV ABRICIL, FOBI SRR B iR

Rl o &,
5 HEEI. FRIR2BEZRIETDEZ L,




(=) EE G (RS2 I RS S 2 BR < o ) AR EERERS M in D [ 3 5 S5 4 [ Bl 65 OFBE D

L)

=53
e

k={111}

B = FE A (R FEERAN G = 3K A E s S 58 E
Application for accreditation of foreign

animal drug(quasi—-drug) manufacturer

£ A H
Year Month Day

JRMOKBEERRE &

To Minister of Agriculture, Forestry and Fisheries

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

in case of a corporation

RS, RIS O AR OV B OMERSEIZBE T 2 1A B 135 D3F 1HD
BUEIZ L0 @ H RIS (EIEERSGL) DRI ENEREEE OREL=Z T TZVWDO T, T
LI KD HFELET,

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.

AL

1 BERT O R K O EHE
Name and location of the manufacturing establishment
2 ZITED LT IHREDKY
Accreditation categories in which the application is made
3 BUIERT ORI E OB
Outline of the buildings and facilities of the manufacturing establishment
4 BLETOELE O K4 K OMFRT
Name and address of the person responsible for the manufacturing establishment
5 HEEE (REEENEATH DL L &L, EFHICHT LI EBCETLLZATLIHEZE D, )
EFSREIFA D NETICREY T2 LR E
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 ZEFIH
Reference matters

(B APEZERIFAL)



(Japanese Industrial Standards Size A4)
([
Remarks
1 FRO2TIE 0K VHA 5 THE2HA ZOWT AU Y T o0 adT 52 &,

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

2 FRONTIZ, HHRETT D O O RIS 2R ES DR 2 A9 2 TS EHL,
B EHEOEEOBEMLE L OMINSITHYE T H2FITOVTRHT D Z &,

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 ROBIZOWVTIE, &Y LARWEEIE LS L) LRl %43 256123
EUTOHFROBELLMT D L,

In the section b, write not applicable if the applicant does not correspond
and write a summary of the relevant details if the applicant does correspond.
4 FHEEE DM X 55 0D [ B 5 A E R 36 0D RRE S AR I R A L A [ B
FHOREEZT TOBLEAEITIL, FEOCYEREDOR R URBER &, EIHRLE
HMERGESE R OB GO R R A E RIE S OB iRz 21 TS 5EEIIE FED
BIC YRR ER DB GRE T H LT D &,

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 diaghostic manufacturer, write the
number of registration in the section 6.

5 HFFEFIL. ER2BARET L2 &,

Applicant should submit one original and one copy of it
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Application for registration of foreign
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animal drug(quasi—drug) manufacturer
4F A H
Year Month Day
MK ER JE

To Minister of Agriculture, Forestry and Fisheries

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

in case of a corporation

IS, EFREREOME, AL LB EOMIREIZE T 2 EAH 135K 030251
HOHEIZ L B A EIES (EFE S ) O EREGENEREEST OB EZ T 200
T, TFRRICEVHFELET,

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

G
1 BUEFT O PR & QT EH

Name and location of the manufacturing establishment
2 BUEFTOBEEE O RA K OMERT

Name and address of the person responsible for the manufacturing establishment
3 HEEE (HFEEDNEANTHD L& 1T, FEFICHET LI EBICHEEZAT O2REZET, )

DIEFBREIBA NS FE TS T HZ L OF

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

(A APEZEHFEA4)
(Japanese Industrial Standards Size A4)




i &
Remarks
1 FEO2TIE, SREELEFT b DA D W 2 IR E T D HER 2 A3 5 & TS
B EHFEOEEOBEMLE L OMINSITHYE T H2FITOWVTRHT D Z &,

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 FLOUTOWNTIE, Y LARWERIE %S L LRl U3 2581213,
U TLRROMELTLHT 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
4 FHIEHEE DO X 53 0D [ 5 5 A E RS 36 0D RRE S AR I R A L A [ B
FHORBELZIT TWDLHEEITIE, MOUTEEREDOK R UORER T, EFELE
HMERGESEH OB O R R S ERIE S OB iRz 21 TV S 5EEITIE FED

YRR OBGFE F LT D &,

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 HEHFIL., ERR2BEZRET &,

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

medical device(in vitro diagnostic) manufacturer

£ A H
Year Month Day

JRMOKBEERRE &

To Minister of Agriculture, Forestry and Fisheries

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

in case of a corporation

EAERAL, ERESEOME., AR O L EMEOMEREIZE T D IEHRH235 020451
HOBLENZ L0 B R (RS2 R 3R ) O R p o S5 A E LS S H O Rk
ZF VDT, FRICKVHELET,

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.

L
1 BGERT D4 TR K& O/

Name and location of the manufacturing establishment
2 BB OBEEH O KA KO

Name and address of the person responsible for the manufacturing establishment
3 HEEE (HEEEPENTHD L &3, EFCHETLIXBICHIEZA T 2RAEZET, )
PIEFESREIFA D PETITHEE T 52 L DR

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 BERH

Reference matters




(H ARPEZEHREA4)
(Japanese Industrial Standards Size A4)
[
Remarks
1 FEO2TIE, SiZ & b O O A 2 R E T D HERR & A3 58 XITRIEE PR,
mEE RO EFOBEEEZOM OIS T 2FICOWTRR#T L 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 FEDUTOWVTIE, BEY LARWGEEIE IR L) LRl 4T 2561203,
U TOLRROMELTLH ST 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 HEEHE VMO ERERREINEIE R OB LT TV L5EIIE, RRO4UT Y
BRIk OB G 5 % | RIS E LGS TR AR E R E R SNERDEEE O EE
ZUF TV AHEITIE, ROUCYERED K KR ORBEEFE LT L 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 HEEFIL, ERR2EBEZRETL 2L,

Applicant should submit one original and one copy of it
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(B AEFEH KAL)

i

1 FED2TIE. FIKDSTHE FDWNTINICELTHINELHTHZ &,

2 FLOAUTIX, IEATHIGAICREHT L L,

3 FLO5ITIE, UBEEMMMOEKFEICEATIHBEHE T 5L & UIHFHEENLEL N
ICERET DXL, TOREGEHTHI &,

4 FEO6ITIE, Y LAaWEEE MBS Ly Litdi L, 4T 28581003, %Y
TOFREOMELTLHTHZ &,

5 HFEEPORLER O 2521 TV DA, SEOTIZ YAl O X5y L ORF
AT A, BIEREOBGREZ T TV DEAICIE, RO YRR DO EE 5 & ol
THZ L,

6 HFEEIL, ERREEZRETLZ L,
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Application for accreditation of foreign animal regenerative,

cellular therapy and gene therapy products manufacturer
£ A H
Year Month Day

JRMOKBEERRE &

To Minister of Agriculture, Forestry and Fisheries

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

in case of a corporation

RIS, AR O ME, AR VLR OREIRE BT D I 235 D 2455 150
DOREIC XV BB AERRERLOBAEERRKER G EREEEORELZZ T 20O
T, FRAUCEVHFELET,

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

Al
1 BUEFTOL PR M OFHER

Name and location of the manufacturing establishment
2 ZTED LT HREDKS

Accreditation categories in which the application is made
3 BUKERT OREIEER R OWEEE

Outline of the buildings and facilities of the manufacturing establishment
4 BOERTOEAEE O KA K OMERT

Name and address of the person responsible for the manufacturing establishment
5 HEFEH (FFEEMNEANTH D & &1L, EFIHET L EBICET LA T HHELZ G, )
LSS EE3 A D NETICEY T D 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 Securing Quality, Efficacy and Safety
of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products,
Gene Therapy Products, and Cosmetics
6 ZEFIH

Reference matters

(A APEZEHIFEAL)
(Japanese Industrial Standards Size A4)



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

In the section 2, write the relevant section number of of Article 91-96.
2 FLOUTIX YHIETTN D O WM O RIS 2R ET DHERRZ A9 5 # TS EHL,
mEE RO EFOBEEEZOM OIS T 2FICOWTRR#T L 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 or a person in a position equivalent to the foreign
mentioned positions.

3 FOBIZOWTIE, &Y LARAWEEIE R L) LRl 4T 256123
U TOLRROMELTLH ST D L,

In the section b, write not applicable if the applicant does not correspond
and write a summary of the relevant details if the applicant does correspond.
4 HGEEE DML 0D X 55 oD P AR R R A B A E LS S DR IE SRR B A A E RS 5
FHORELZIT TWVDLHEEITIE, FOIZUERED Ky R ORER L, EREESE
EANERIEREE OBEREZ T TV DIGEITIE, SOOI Y BB SR DR ERE 5 A fidl T
HZk,

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 HEHFIL., ERR2BEZRET &,

Applicant should submit one original and one copy of it



