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H K Export Declaration No.

JAPAN Date of Issue:

WO E &
EXPORT  DECLARATION

In regard to the export of psychotropic substances

Listed in

Schedule I of the 1971 Convention on Psychotropic Substances and/or

preparations containing such psychotropic substances,

Name and Address of Exporter

Name and Address of Importer

In the case of the Substance

International Non - proprietary Name(INN) and Quantity

In the case of Preparation containing the Substance

a. Pharmaceutical Form

b. INN and Contents of the Substance contained therein
c. The Quantity of such Preparation

d. The total Quantity of such Substance(bXc)

Port of Exportation

Date of Exportation

The wundersigned hereby declares that above information,
on behalf of the exporter, 1is, to the best of his

complete and correct

e EEd

submitted
knowledge,

(Name of person in charge of Exporter)

(FEE) HHoKREIE, Ad4:35H2 L8,
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5 EEEERESOIRIEEIIEGTRICHOTL, FFEs. EE 5 XITREE L UHEA H
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AN (D) GE=+ =54 HE = RO HRBER)

Form No. 16(2) (related to Article

=]
a]=}

33 and Article 137—16)

B T - N
B OA M SMEREEE T A
R E R R, E D BT
. . . . accreditation . drug'
Application for examination for . . of foreign quasi-drug
accreditation renewal -
regenerative, cellular
manufacturer
therapy and gene therapy products
e by At D 4 i
Name of the manufacturing establishment
P b I D 5i} 1E Hh
Location of the manufacturing establishment
B £ D X ga
Accreditation categories
wooE x5 kOO A H
( Ed #r D 5% = )
Number and date of the accreditation
(In the case of renewal)
F # £t ES 5
Fee categories
i E + # Bt & H
Amount of examination fee
fisi £
Remarks
IE ;Tg i =3 Hﬂ?
FRoicED . & O A S OSNEREEF O ;;/”EW)E%T?)T AR DHEZHFE LET,
AR R i
accreditation

I hereby apply for the examination for of the foreign

accreditation renewal
drug

quasi—-drug

regenerative, cellular therapy and gene therapy products

manufacturer indicated above.

G2 H H
Year Month  Day
L
Japanese
PR NP
Address .
Foreign language
IENCH O TR, E72 5 FHFT OFTIEH ]
Location of the head office in case of a corporation
L
Japanese
K4 smEx
Name

Foreign language
[%AK%@TM\%%&UR%%®&%

Name and name of its representative in case of a corporation
MNAATBOE NEIE G BRI SRR R B

To Chief Executive of the Pharmaceuticals and Medical Devices Agency

]



(=)
(Notes)
1 JAORESIE, Ad4E452 L,
Use paper of Japanese Industrial Standards Size A4.
2 L, B A7 FEEHV, HTHOTIE, BETITOEY EESZ L,

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

3 WEDOXMNZIE, 53655 1 HL OV 2 A5 XITFHITRD 19K 5 DONT IS T 50 %
R o L,
Identify in the column of “Accreditation categories” which category specified under
Article 36, Paragraph 1 and 2 or Article 137—19 is applied.
4 FEEXOMICIE, EBEEML, BEEESSEOME, AL OO MREIZE T D EF R
FEEBIZBWTED ARG E#T 52 &,
Identify in the column of “Fee categories” which category specified under the Cabinet
Order for Fees related to the Act on Securing Quality, Efficacy and Safety of Pharmaceuticals,

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

Cosmetics is applied.
5 [EIM, EFRBHEEONE, AR OLEMOMRKREICET 2 EEBRFEE IV TE
D 5 FHE 2 HARE O O JEIZHVGAATE Z L ZFET 52 HEHOG LA EmICH+52 &,
Attach to the reverse of this form a copy of the document proving payment of the fee
specified under the Cabinet Order for Fees related to the Act on Securing Quality, Efficacy and
Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products, Gene

Therapy Products, and Cosmetics through a bank transfer to the account of the

Pharmaceuticals and Medical Devices Agency.

6 ZAVE TITHEIC X ONEREEOREIROHE LT 2 L3 258121, (HB I ATE
AR H R OSSR @A B I OWTRIHT 5 2 &,

If the applicant has previously been the subject of the examination for accreditation of

foreign manufacturer by the Pharmaceuticals and Medical Devices Agency, specify in the

column of “Remarks” the date of the previous application and the notification date of

the result.
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R+ B =+15%, FH5 -+L&o+/\FHEFR)
Form No. 18 (related to Article 35 and Article 137—18)

p = p3 Hh
L AR L
E:i:t_::‘[%:\/ \k IEIDD

drug
Application for accreditation of foreign quasi-drug

il
Tl
puiid

n}\\é\;

cellular therapy and gene therapy

regenerative,

manufacturer
products

L & At ) 4 g

Name of the manufacturing establishment

L 15 At ) At 1£ Hh

Location of the manufacturing establishment

s & D X 57
Accreditation categories

o g oo M OE R W oo O
Outline of the buildings and facilities of
the manufacturing establishment

. _ X K
wom o oo ® O #| N
The person responsible for the T
manufacturing establishment S

Address

(DEFETED4E 1 HOBEIZ X
DIRELTRVHINTZ &
History of having accreditation
being canceled pursuant to the
provision of Article 75—4,
Paragraph 1

EFETED 5 H 1 HOBEIZ &
DEERAEIRVIEI N &
History of having registration
being canceled pursuant to the
provision of Article 75—5,
Paragraph 1

(3) L. EOFNZ A b= &
History of a court sentence
of imprisonment or a severer
punishment

(1) FEFICHT 2ETTEHATED
5% O XT Z I HES L3I
B L=Z L
Violation of Japanese laws and
regulations related to
pharmaceutical affairs or
measures taken in accordance
with these laws and regulations

(uorjetodiod B JO 9SeD ULl s9O1AJOS 89U} Ul pogdelus

SOATINO9X® 98Ul JO osoyj Sulpnjoul) suoljedIjI[enbsip s juedryddy

BRSO  (SIMRVIINE SRS A EA ST kg &

(G =

Remarks




%=
Eitizky, &= K 248
A R R,

By

o- o
gl oo

@%.iLiﬁa)wuﬂi%Eﬁ Li?‘

drug
I hereby apply for the accreditation of the foreign quasi-drug
regenerative, cellular therapy and gene

manufacturer indicated above.
therapy products

#F A H
Year Month  Day

L
Japanese
(E SESC
Address .
Foreign language
[?yz)\ CHOTIE, L7 5 FHATOFER ]
Location of the head office in case of a corporation
R
Japanese
K 4 gEx
Name Foreign language
ENZHHSTE, BB OMRRFTDORA
Name and name of its representative in case of a corporation

ETTEIRE B
To Minister of Health, Labor and Welfare

(EE
(Notes)
1 FAMOREZSIE, AdETH L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWEEEIL. ERlI2BEHETLZ L,
Applicant should submit one original and one copy of it
3 FiE, B AU EEZHG, HUIHHO T, METITOEY LEL DL,
Fill in the form with clear writing with inks, etc.,
4 INAHIRKIZ, ERICOAZAED | ERIZ LW &,

Put revenue stamp only on the original, not on its copy. Do not cancel it.

5 REDOK/MITIL, FEI6KE 1 HA U 2 HA S XITHEI3TRDIIFHZDOWT U Y T D0 &L
WD L,

Identify in the column of “Accreditation categories” which category specified under
Article 36, Paragraph 1 and 2 or Article 137—19 is applied.

6 HEATOMEZE OMEM I F O FHOR TELH T D ENTE RV E XX, [HiC TH]
MoLEy | L L., BAEIRMNT 22 &,

In case there is not enough space to fill in all the information in the column “Outline
of the buildings and facilities of the manufacturing establishment” , write “see attached
paper” in the column and attach another paper on which all the information is written.

7 HEEE OXRKEEHEO (DN (DM E TITIE, BZEERLWE X T 2L L, D&
I (DR TN 2) i &Yffi%@@E&Uﬂﬂﬁﬁ%\BH%:%OTM%@ﬁ?ﬁ&ﬁW%@@E

ﬂH&U%@%ﬁ%%bb\Xﬁﬁﬁ%%ﬁé:&ﬁﬁ<ﬁ0k%éﬁ%®$ﬂH%J@ﬁﬂ&o

TIEZFDOERKOFEFELWNER LT-FA B ERR#H T2 &,

Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn’ t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation.

(2) The date (year, month, day) and grounds for cancellation.

(3) Crime, sentence, the date (year, month, day) of final judgment, the date (year, month,

day) of sentence,/ parole completion.

(4) Description and the year of the violation(s).
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R -+ F=+t5%, B =+t5o 1R
Form No. 20 (related to Article 37 and Article 137—20)

« B
o B G R I
A B

drug

Application for accreditation renewal of foreign quasi—drug
regenerative, cellular therapy and gene

manufacturer
therapy products

wmeooE & 5 koo # A H

Number and date of the accreditation

L 1 Bl » 4 PR

Name of the manufacturing establishment

el 15 At ) At 1E H

Location of the manufacturing establishment

s E D X Z)
Accreditation categories

oWoE oo #HOE & oo B OE
Outline of the buildings and facilities of
the manufacturing establishment

W o oo ® O E| Ny
. ame
The person responsible for the T
manufacturing establishment f Pt
Address

(DVEERTEED 45 1 HOBLEIZ X
DREXRVEINTZ &
History of having accreditation
being canceled pursuant to the
provision of Article 75—4,
Paragraph 1

(2)VEEHTED 55 1 HOBLEIT X
DEERAERVIEINTZ &
History of having registration
being canceled pursuant to the
provision of Article 75—05,
Paragraph 1

) ZEHALL O E b= 2 &
History of a court sentence
of imprisonment or a severer
punishment

() FEFHIZEHT HETTEHRTED
2 OXNE Z T HEAS I
ER LIk
Violation of Japanese laws and
regulations related to
pharmaceutical affairs or
measures taken in accordance
with these laws and regulations

(uotyerodiod B JO 9SeO UL SOOTAISS 8Y) UI posedus

SOATINOdXd Y} JO 9soy} SUIpnIoul) suorjedljIfenbsIp s juedryddy

EARTEAS  ((SIMRIIING S NR RS A EAISF T Dha#

{5 %

Remarks




K Hh
ERRic kv, & G A 5 ONEREEFOREORH A HiE L ET,
A P S A

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

manufacturer indicated above.
and gene therapy products
S A H
Year Month  Day
H L

Japanese

(E SESC
Address Foreign language
[%Am%ofﬁ\ité$%ﬁwﬁﬁm

Location of the head office in case of a corporation

HC

Japanese

)

K% pEx
Foreign language
ENZHHS T, AR OREE DKL
Name and name of its representative in case of a corporation

JEATHERE B
To Minister of Health, Labor and Welfare

(ER)
(Notes)
1 HOREIIE, AdeTH2 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWEEEZ, ERI2@BENTLZ L,
Applicant should submit one original and one copy of it.
3 FE B AR, FUCHOTIL, METIEOE L EL DL,
F111 in the form with clear writing with inks, etec.,
4 IRAHREIZ, EXRICOAEY | EEIZ L7222
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 FREDKMICIL, 365 1 H ML O 2 HA B XITH13THRD1I9B 5D WTIUIEE S T D& F
wTozZ L,

Identify in the column of “Accreditation categories” which category specified under
Article 36, Paragraph 1 and 2 or Article 137—19 is applied.

6 BLEFTOREERE OMEMICZ OREHFHOETEZRLIW T H Z ENTERVE XX, R T35
MoEIB0 ) LRE L, MERAT 52 &,

In case there is not enough space to fill in all the information in the column “Outline
of the buildings and facilities of the manufacturing establishment” , write “see attached
paper” in the column and attach another paper on which all the information is written.

7 HFEBEOXKEEREO (DN S (OB E TITIX, UEEERRNEXIT L) L, oL

E, LD @QMICHS>TIZDOEBA KR OHEA BZ, QMO TILZEDIE, ., HOHEEF
ABROZEOHITZEDD , IHITZZIT D N R RO GEI3E0FEARE, WHIZHD
TIEZ DB DFEFEL CER LIZFEHS A2+ 5 2 &,

Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn’ t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation.

(2) The date (year, month, day) and grounds for cancellation.

(3) Crime, sentence, the date (year, month, day) of final judgment, the date (year, month,

day) of sentence, parole completion.

(4) Description and the year of the violation(s).

)
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AR (B SR HE = ERo S HER)

Form No. 21 (related to Article 37 and Article 137—20)

A R R T

revenue stamp F@éEE§ﬁ§§§ =3

change
addition

Application for

manufacturer
therapy and gene therapy products

BSR4 L SMEREEERERS

ZH

am T

=53
T

U

drug

in accreditation category of foreign quasi—drug

regenerative, cellular

g

2

& £ 2 < 5
Accreditation categories

T,

weooE &% 7 kU # ] H

Number and date of the accreditation

R i Bl ) gd R

Name of the manufacturing establishment

el 15 At ) At 1E H

Location of the manufacturing establishment

Z B L o, X F o8B W o+ 5 XK &
Category to be changed or added

®Ho@E oo MoOo&E ® W oo #M =
Outline of the buildings and facilities of the
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Location of the head office in case of a corporation
H L
Japanese
K% sEsx

Foreign language
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(Notes)
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Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEZ, ER2@miEHT5 L,
Applicant should submit one original and one copy of it.
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Fill in the form with clear writing with inks, etc.,
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) . . . . medical devi
Application for the registration of foreign nedieal device . manufacturer
in vitro diagnostic

P i AT » 4 R

Name of the manufacturing establishment

el 15 At ) At 1E H

Location of the manufacturing establishment

K 4
# % P oo H O£ & Name
The person responsible for the
manufacturing establishment F Fr
Address
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(1) History of having license being
canceled pursuant to the provision
of Article 75—4, Paragraph 1

EET540 5% 1 HOBEIL L0 &
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canceled pursuant to the provision
of Article 75—b5, Paragraph 1

HELL EOC T S b
(3) History of a court sentence of
imprisonment or a severer punishment
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SOATIN0SXd 83 JO 9soyj} SUIPNTOUT) sSUOTIEOIFITenbsIp s juedorfddy
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(4) Violation of Japanese laws and
regulations related to

pharmaceutical affairs or measures
taken in accordance with these
laws and regulations
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medical device

I hereby apply for the registration of the foreign in vitro diagnostic manufacturer

indicated above

s A H
Year Month  Day
L

Japanese
£ At SN E ST
Address -
Foreign language

[EAK%OTH\Eké$%ﬁ@%Eﬁ J

Location of the head office in case of a corporation

L

Japanese

K 4 sEx
Foreign language
[%AK%OT@\%%&@R§%®&% ]

Name and name of its representative in case of a corporation

JEAETTEIRE. B
To Minister of Health, Labor and Welfare
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(Notes)
1 HORESIE, AdeT52 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEIX, ERI2@ERHTHZ L,
Applicant should submit one original and one copy of it.
3 TFE, B AV EEHW, BCHHOTIE, BETITI-Z D L EL D L,
Fill in the form with clear writing with inks, etec.,
4 INAHIKIZ, ERIZOAAED | ERIZ L2 &,
Put revenue stamp only on the original, not on its copy. Do not cancel it
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ENOFRERNEK LTZFEABEZRET L L,

Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn’ t meet any
conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation.

(2) The date (year, month, day) and grounds for cancellation.

(3) Crime, sentence, the date (year, month, day) of final judgment, the date (year, month,

day) of sentence, parole completion.

(4) Description and the year of the violation(s).
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Application for the registration renewal of the foreign
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. ame
The person responsible for the —
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Address
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(1) History of having license being
canceled pursuant to the provision
of Article 75—4, Paragraph 1
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(2) History of having license being
canceled pursuant to the provision
of Article 75—5, Paragraph 1
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(3) History of a court sentence of
imprisonment or a severer punishment
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medical device

I hereby apply for the registration renewal of the foreign in vitro diagnostic manufacturer

indicated above
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Put revenue stamp only on the original, not on its copy. Do not cancel it.
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Write down “No” in each column of (1), (2), (3) and (4) if an applicant doesn  t meet
any conditions of its disqualifications. If an applicant meets one or more conditions of its
disqualifications, please write down as below.

(1) The date (year, month, day) and grounds for cancellation.

(2) The date (year, month, day) and grounds for cancellation.

(3) Crime, sentence, the date (year, month, day) of final judgment, the date (year, month,

day) of sentence,/ parole completion.

(4) Description and the year of the violation(s).
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NHJPY
テキスト ボックス
た上で、雇用保険印紙


NHJPY
テキスト ボックス
購入通帳から雇用保険印紙購入申込書・雇用保険印紙販売報告書を切り離さずに雇用保険印紙販売機関に提出すること。
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テキスト ボックス
当該通帳によつて購入した雇用保険印紙を他に譲り渡してはならない。
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NHJPY
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11,300円未満のときは第２級の雇用保険印紙を、 8,200円未満のときは第３級の雇用保険印紙を、賃金を支払う都度、 その雇用した日数に相当


NHJPY
テキスト ボックス
事業主は、消印のために使用すべき認印をあらかじめ、その事業場の所在地を管轄する公共職業安定所(その公共職業安定所が２以上ある場


NHJPY
テキスト ボックス
事業主は、 日雇労働被保険者を雇用した場合、 その者に支払う賃金の日額が11,300円以上のときは第１級の雇用保険印紙を、 8,200円以上


NHJPY
テキスト ボックス
する枚数分を日雇労働被保険者の所持する被保険者手帳に貼り、これに消印すること。


NHJPY
テキスト ボックス
事業主が、 雇用保険印紙を貼らず若しくはこれに消印せず又は印紙保険料納付状況の報告をせず、 若しくは虚偽の報告をしたときは、 事業


NHJPY
テキスト ボックス
主は６カ月以下の懲役又は30万円以下の罰金に処せられること。
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