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BMIELE33 R (2) (B =+M5BER)
H K Export Declaration No.
JAPAN Date of Issue:
oo |
EXPORT DECLARATION

In regard to the export of psychotropic substances Listed in

=
e

g=0
o
g=!

o

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

preparations containing such psychotropic substances,

Name and Address of Exporter

VTR (@) & () ShEanl R

AEFET UG O XA (|1 BRERAn [ ER

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, submitted
on behalf of the exporter, 1is, to the best of his knowledge,
complete and correct
HYHEL
(Name of person in charge of Exporter)

(FE) HEoOKREZIE, A4LT5H2L,
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BRRE R (D) =125 FE =1+1LEo+RER)
Form No. 16(2) (related to Article 33 and Article 137—16) B Kk FE
3K i K = K
= P S an 5 = i o
O A8 SEREEE T T mamEE TR
AR [ st i 1, E D B H A e
accreditation drug g S 2
Application for examination for ditati 1 f foreign quasi—drug g
accreditation renewa regenerative, cellular fi h j:
o=
manufacturer &£ ; *i%
therapy and gene therapy products é RS
%5 T
Tl & It %) 4, e % ;
Name of the manufacturing establishment =
i & I3} D Bt 1E H %
Location of the manufacturing establishment py
B E » X 53 %
Accreditation categories f%
R F 5 kK OO & A A %
( ®= % o B a4 ) £
Number and date of the accreditation 1
(In the case of renewal) =)
T P B X 5 ;
Fee categories Hil
L o F % s 4 %R 2
Amount of examination fee
i %
Remarks
EOE & W
FRRICED, E A S OANEREEE O ;E®ﬁ% WARDAELZRELET,
fity

P AR R R A L
. . accreditation
I hereby apply for the examination for . .
accreditation renewal
drug
quasi-drug

regenerative, cellular therapy and gene therapy products

of the foreign

manufacturer indicated above.

2 A =
Year Month  Day
ST
Japanese
ﬁf Fﬁ %i
Address ;
Foreign language
[&Am@orm\$t5$%ﬁwﬁﬁm
Location of the head office in case of a corporation
F219'a
Japanese
K& sEx
Name

Foreign language

[Ekmhofm\%%&@ﬁ%%@E%

Name and name of its representative in case of a corporation

MNATEOE NE SR L RS R ORI B R B

To Chief Executive of the Pharmaceuticals and Medical Devices Agency
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(HEE)
(Notes)
1 HoOREIIE, AdeT52 L,
Use paper of Japanese Industrial Standards Size A4.
2 T B AVIEERAV, BXCHOTE, HETHEE Y LELZ L,
Fill in the form with clear writing with inks, etec.,.
3 BEDOKSMNCIL, H365E 1 HLUE 2 HA S UIHITRO19F5ONTICEE T o0 %
AT D Z 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 FEEIKMNCIE, EER, EREEREOME. AR O e ORREICET 2 EEBER
FEBFICBOTED DRy T 2 2 &,
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 BEHEMS, EFEEREOME. AR O EMEORMAEICET 2 AR FEE T IR W TE
D 5 FEEZHEO AFEICHVVVAATE Z L Z2FET 2 FHOT L2 Bl 452 &,

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 T E TITHHIEIC L 2AMERIEREORBE IR DHELZZ T2 2 LB DL HEITIE. HBMICHTE
AL FRH A M OY i@ FZ DWW CREIT 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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RN B =15, FEH =+t /\BfR)
Form No. 18 (related to Article 35 and Article 137—18)

DNFER T UG O X R TR

P = 3K Hh
eharie B K A A G AR R
revenue stamp LA PR g
drug
Application for accreditation of foreign quasi—drug
regenerative, cellular therapy and gene therapy
manufacturer
products
P by ik D % R

Name of the manufacturing establishment

L 1% At 2 Bt £ Hh

Location of the manufacturing establishment

o) E D X )
Accreditation categories

®MoE oo B OE R oo #M =
Outline of the buildings and facilities of
the manufacturing establishment

. ~ . K
wow o oo & o oE| 7
The person responsible for the T
manufacturing establishment £P

Address
(DVEFTBRD 45H 1 HOBLEIC X
VEEEXRVHSINTZZ &

History of having accreditation
being canceled pursuant to the
provision of Article 75—4,
Paragraph 1

()LD 55 1 HOBEIZ X
DEGRAERVIES N2 &
History of having registration
being canceled pursuant to the
provision of Article 75—5,
Paragraph 1

(3) Z5H LA EDOFNZALE BT Z &
History of a court sentence
of imprisonment or a severer
punishment

(4) FEEIZHT HES THATED
5H 0TI I FE S I
ERLEZZ L
Violation of Japanese laws and
regulations related to
pharmaceutical affairs or
measures taken in accordance
with these laws and regulations

(uotjetodiod B JO 9sBO UL S9OTAISS 83} Ul pagdesus

SOATINO9Xd 8} JO 9soy} Sulpnyour) suoljedTjIfenbsip s jueoryddy

BT S HIPRVUIRECREMS A T AV ST a8

L )

Remarks
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E K %
J:?BG: L0 N l: i jl-s 571‘ l:llIl @%.;@L¥%®mu~ %E'ﬁ Li@“
AR IR

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

manufacturer indicated above.
therapy products
i A H
Year Month  Day

L
B Japanese
¥ Bt SIS
Address -
Foreign language
[?ﬁ‘i)\l:&;o“(ﬂi\ F 72 5 FHHOFTEH }
Location of the head office in case of a corporation
L
Japanese
K4 HEx
Name Foreign language
ENCHHSTIE, AHREORREFEDORA
Name and name of its representative in case of a corporation

[RGB
To Minister of Health, Labor and Welfare

(EE)
(Notes)

1 HEOREIE, AdeT5Z L,

Use paper of Japanese Industrial Standards Size A4.

2 ZOWEEEZ. ERl2@EEHTZ L,

Appllcant should submit one original and one copy of it.

3 X, B, A% ERAV, B2 hoTid, HETIToEY LE DL,

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

4 INAFIRKIE, EERIZORAED | JHEIZ L2V Z &,

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

5 mu/:E@ l::/\ﬂ% j\%BG /\&U% 2 IE\%"?X 1%1377k®19%77®b\¢ﬂ \—Dié‘a‘éﬁ %ua
o SN

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

6 BUEFTOREEZE OMEMICF OB FHEORTERLIWTHZ ENTEX RN E T, R )
Mo LBy Litd L, MERMATHZ L,

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 HFEEOXRKEEED (DN G DMETITIE, YFEEPRNEZE L) S, b L
=, (DAER@MIcH ST i%ODfE!iEE&U\fEE H%, QHicH>TIZEDIE, ., HOMES
ABROZOBITEKRDY | UIBITEZT D 2 ENRL RO EEIEEOFEA B %2, (DMcH >
TIXZEDOEKOFEERNERK LIZFEH BEL#T D2 &,

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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BRAE —+ (F=+t5% Ba=+t5 o _+E%R)
Form No. 20 (related to Article 37 and Article 137—20)

« EOE
o K I B AR SRR
1 P

drug

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

manufacturer
therapy products

wooE F w5 kT # A H

Number and date of the accreditation

L 1 Bt D 4 PR

Name of the manufacturing establishment

pS i Bl 2 At & Hh

Location of the manufacturing establishment

ol iE D X 57
Accreditation categories

WMol P oo M OE R oo M O
Outline of the buildings and facilities of
the manufacturing establishment

. - K
WO om 0 A K|
The person responsible for the T
manufacturing establishment fE P
Address

(D) EFTBERD 45 1 HOBLEIZ K
DVREZVHEINTZZ &
History of having accreditation
being canceled pursuant to the
provision of Article 75—4,
Paragraph 1

(2)EFTH5D 55 1 HOBLEIZ K
D ERERERDES o2 &
History of having registration
being canceled pursuant to the
provision of Article 75—5
Paragraph 1

(3) ZEHALL EOFlicivE Bz &
History of a court sentence
of imprisonment or a severer
punishment

(uot3erodiod B JO 9SBO UI SO9OTAJdS oyl Ul padedud

SOATIN08Xd oY} JO osoy) SuIpniour) suolleorJI[enbsip s jueor[ddy

(4) BEITHT HIES THATED
5 HDOITZNITES s3I
ERLIZZ &

Violation of Japanese laws and
regulations related to

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

EARTEN S ((CIPRUME SRS AN T AV SFH-T) &

L 5

Remarks

AFF TGO R+ | BB EE
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= 3K H
ERicky, E KA B ONEREEEOREOEHELHFE L ET,
P AR R A
drug
I hereby apply for the accreditation renewal of the foreign quasi-drug
regenerative, cellular therapy

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

L
Japanese
7 HEx
Address Foreign language
{?ﬁc‘:)\&:%o’ﬂi\ F 725 FHFTOFEH J
Location of the head office in case of a corporation
L
Japanese
G5
Name Foreign language
[‘Zﬁ‘)\&:ébo“ﬂi\ PR MR E DRA }
Name and name of its representative in case of a corporation

JEAETERE B
To Minister of Health, Labor and Welfare

(ER)
(Notes)
1 FAMOREIE, AdLTH2 L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEIR. ER2@EHTHZ L,
Applicant should submit one original and one copy of it
3 FE. B A7 EERAV, HUIH O TIE, BETIE-Z Y LELZ L,
Fill in the form with clear writing with inks, etc.,
4 INAHBKIE, ERIZOABLY  HEIZ LW &,
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 FEDKAMNCIE, H365KE 1 HL O 2 HA 5 XITHI3TRDIIF 5 DOWT IS T 50 & i
WTovz 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 BLEFT OGS O EMICZE O FHEO L TERLIW T H Z N TEX Ve Xk, R M)
Mo LBh ] LKL, BIMERMATHZ &,

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 OXKIEREO (DAMNAS (DM E TITIE, Y%EENRVEEIT TRL] LR#EL, 5L
T, MA@ > TIZOHB L OHEH BZ2, Q) MIcdH > TIXZ DR, . HOMEES
ABROZOHITEKR DY | ITFITZ2ZT D Z ENRL R OBGRITEOEA B Z, WMIZHD
TIEEDERDOFEKOER LI2FH BET#T 52 &,

Write down “No” 1in 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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A A Btk BE = EROZHBR)

Form No. 21 (related to Article 37 and Article 137—20)
4 = # &
NF & BE
AT B A AEMEEERERS o s
revenue stamp FIAE g i 1B
change drug.
Application for dditi in accreditation category of foreign quasi—drug
addition regenerative, cellular
manufacturer
therapy and gene therapy products
Aty '/—:LE (D) [z: 67\
Accreditation categories
B e & 7 K& W A H
Number and date of the accreditation
b bC T D % R
Name of the manufacturing establishment
i & AT ) 31 1E Hh
Location of the manufacturing establishment
Zz B oL . X i E M 3 5 KX 4
Category to be changed or added
®Ho¥E T o MOoE & W oo M =
Outline of the buildings and facilities of the
manufacturing establishment
W% o o #H O£ OE K 4
The person responsible for the Name
manufacturing establishment £ ar
Address
fisi %
Remarks
EO%E & -
ERllicky, B OE B A B OAEREEE OBEDORSSO jﬁ‘m R LET,
A PR R S R
drug
change . . . . .
I hereby apply for .. in the accreditation category of the foreign quasi-drug
addition -
regenerative,
manufacturer indicated above
cellular therapy and gene therapy products
i H H
Year Month  Day
L
Japanese
£ pr ST
Address .
Foreign language
{ﬁi)\cca"ooﬂi\ F 72 B FHHTOFTEH }
Location of the head office in case of a corporation
L
Japanese
K& gEx
Name Foreign language
{&AK%OT@\%%&QN%%®&% J
Name and name of its representative in case of a corporation

JEAETBRE
To Minister of Health, Labor and Welfare

DBFT UG O XA | 1| BRI




TM24F 124250 £#EH =1 #H (R 274 7) 178

(EE)
(Notes)
1 MAMOREIIE, A4LTDHTL,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEL, ER2®RRHT L,
Applicant should submit one original and one copy of it.
3 FE B AT EEHAN, BUTHHOT, HETIELED LELZ L,
Fill in the form with clear writing with inks, etec.,.
4 NAHRKIE, EARIZOZRAEY | JHEIZ LW Z &,
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 WEOXMMKOZERE L, XILBIY 2 KoMIcid, 53655 1 HE O 2 HA 5 XITH 137D
198 5 DOWTIUTFEY T D02l 5 2 &

Identify which category specified under Article 36, Paragraph 1 and 2 or Article 137—19, in
the column of “Accreditation categories” and “Category to be changed or added” 1isapplied
6 RUEFTORMIEREOMEMICIE, ZEL, ULBMT 5 RSRDEINTONTORELHT D 2

L, Flo, ZOEHFEHOLTELIMT DI LN TE RN E XX, R THO B0 ) L
L. Bz isf4 52 &,

In the column of “Outline of the buildings and facilities of the manufacturing establishment”
describe only what is related to the category to be changed or added

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

7 BEFTOFEFEMICIE, AEL, BT 2 KSRLFICOVWTRET L2 &,
Write the person who is in charge of operations relevant to the category to be changed or

added in the column of “The person responsible for the manufacturing establishment”
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AR = (5 E - 5RBEER)
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O

£ A H

L
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L

K 4
SAE
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(FE)

1 HAORE ST, AdET5Z L,

ZOHEET, EA1LBEBLORIAK2@IRHTSZ L,

T, B AU 7SR, BTHHOTIL, BETIT E D LEL DL,
ILAERIL, HEEEOERICOARALY . HHIZ LW &,

HYEHERICF O TERET A Z LN TE RV E X T, R TBHED & B
D) R L., FERETANTHZ &,
6 PR IER OVE DI, FRE ORTEFIEIC L B 72 EE o SVE & etk
T2 Z EDNEETH D EEG IR 2 ED D MED H D EIH LT OV
TOHEHTDHZ &,
7 ABBESICH O T, HAR L OREBRTIEMOTEHEZE L7202 &,
8 VEE0LICHBWTHERT AESE1450 35 1 HOBEIZ L 0 IEFE195D 2 Dk
WOHRFEEZ LLY ETHL T, WBEMCEOEEREHTHZ &,

O ke W
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BRI BE Rk, BFE+HUEOE+HR, BHE=1+Lt&ROE+—BR)
AT [E R R AR G S IR OE R
EENERGERESGSRERTES LHRE
R NESE SeER by i S e e =

DB F TG O N A E T HBEE

KRB B FEA A
P SR
w4
% + I x  E A A
W
Py
//e\.
Z ® & A H
i =
FEIZEY . EEORHE LET,
H A H
HSC
P
ShE ST
(&AK%OTﬂ\i)
7= 5 HH T OFTTEM
#3C
K 4
HME ST
Cﬁkmbofm\%)
BROREZ DS
BT BRIE IR
- %AK%OTm\i)
Eﬁ(ké%%ﬁ®%@%
&%(%AK%OTM\%)
B O EH DK4
PRNTATECHE A S5 [ R A A B I

(EE)
1 FAMORETESF, AdLT5H2 L,
ZOEEX, BRI 2 BIRHTHZ &,
T, B AV EERW, BCHoOTIE, BETIEHE-Z D EEIZ L,
% OB REIRTEHEF OFF /] OFEE, FrrE 5 R OFFrTEA B 2 H S
RLIT D 2 &,

=W N
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MNTATBOE NER M ERESR ORI RR &

(EE)
1 HAROKREIIE, AdeT5HZ L,
2 ZomEFEIT. ERI2EREETLIZE,
3 FE. B, AV IEERAY, BCh oI, METIT &) &ELZ L,

DB R T I G O A A || BRFR SIS B+ HERE
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(FEE)

1 AMORETIIE, A4LT2DZL,

2 ZORFEHFIT. ERXLBRORIA2EREHTIZ L,

3 FE, B A FEEAV BEETIIOED LELZE,
4 NAHKIE, PEEEOERICOAZEEY | {HAIEZ LW Z L,
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(EE)
1 HAMOREZIE, AdET5ZL,
2 ZORFEER. ERLBROREIAR 2 @EHT L2 &,
3 FE B AU ZEERAV, HchoTIE, METIIoT D LEL L,
4 INAFRIE, FEEOERICORMY . HHIZ LN &,
5 EEORWEIHIZOWTIE EEARL) LE#TosZ L,
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1 FAoORESIZ. AdLT5Z &,
2 ZOoOETFT. ERI2EBEHTAZ L,
3 FE. B AU EERHW, HChHoTIE, BETITOX D EEI DL,
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(FEE)
1 FAORES1E, AdLT52¢L,
2 I B AVIEERRAY, FXIChHoTE, HWETIToOE LEI DL,
3 T AHEREE AT DR DL OVFTLE MR M O RLEIRFEE D Al & 5 KN
FEHBEMICT., A EREER LSRG ER IR b ERETH 2 L,
4 BUEEEOFF A X XIHE R G EANERGEES OFRE R MIZ W T, 55265
1A U< IEE 2 TESULE36RF 1 THE LIEE 2HOEKEBOWT YT
HNERREHTDH L,
5 EIRG. BRSSO NE. BN RO e O R 5 ARG TR
BHIZBWTED DA MERE TR 2O DIV GAA TS Z L ZFET 5 &
OB L 2ZEEICAMIT 52 &,
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1 HAOKREXZIE, A4 LT3,
2 . B AU IEERV, ICH o TR, METIT &) ELZ L,

3 KoM, EEL, ERESEOME. AR OLZEEORREICET S

EHEBRFEEESICBWTED A Xy E T 52 &,
4 [EIS, EFREIREONE., ARMEROZEVE ORI D IR T
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BAEA+=Z0H GFEat+lNEo+HEIRR)
Form No. 63—5 (related Article 114—15)

I AFE o M S, .
revenue stamp A sy, SHERIERE B

. . . . . dical devi
Application for the registration of foreign We 198 eche . manufacturer
in vitro diagnostic

1 & A %) 4 giin

Name of the manufacturing establishment

p:0) s it ) At Zés s

Location of the manufacturing establishment

ANFFT WG ORI [+ FE R

K 4
®Mo%E oo 'O O#F Name
The person responsible for the
manufacturing establishment F Fr

Address

LOVER (@) BEESICHBEEECR | IS HHOH B

EETSROAE 1 HOBEIZ LR
EXWHEINEZ &

(1) History of having license being
canceled pursuant to the provision
of Article 75—4, Paragraph 1

EETEOS5E 1 HOBEIC LD &
EDVHSNZZ L

(2) History of having license being
canceled pursuant to the provision
of Article 75—5, Paragraph 1

L ol st &
(3) History of a court sentence of
imprisonment or a severer punishment

WEICHTAED THASTEDD b
D XIT ZITFES < FITER LT

(uotieI0dIod B JO 9SBD UI S9OTAJIdS 8y} Ul pajesus

SOATINO8X® 8y} JO 8soyj Sulpnioul) SUOTIBOTJI[enbSTp s jueorlddy

e
(1) Violation of Japanese laws and
regulations related to

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

AR S PRI AR WM A AV SFT>T) Dhm&

1 )

Remarks
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= S I T TR =
J:ﬁELJZ D N {Z'K%?/Z\[i:ﬁﬁﬁ@%rétﬁ] @%@m¥%®ﬁﬁ%$ﬂﬁ bi‘j—o

medical device

I hereby apply for the registration of the foreign in vitro diagnostic manufacturer
indicated above.
G2 A H
Year Month  Day
2198
Japanese
7T s
Address .
Foreign language
[?ﬁ)\L:%OT!‘i\ F 72 5 EHHOPEH J
Location of the head office in case of a corporation
FRIC
Japanese
K 4 sEx
Name Foreign language
ENZHOTIE, AHEOREE DKA
Name and name of its representative in case of a corporation

JEATERE B
To Minister of Health, Labor and Welfare

(EE
(Notes)

1 HoOKRE I, A4LT5H2L,

Use paper of Japanese Industrial Standards Size A4.

2 ZOWEEEX, ERl2@ERENTIZ L,

Applicant should submit one original and one copy of it

3 FIE. B, AVIEE2 Vv, BIHhHo I, BEETIE-SE D EL 2 L,

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

4 IAHHKIE, EEARICOAEY . HEIZ L7enZ &,

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

5 HWFEHFDOKEEHO (DN O, YEENLWE XX 72l oL, 2D & i3,
(D EC@QMHS>TIIZEDOHHAKLEA BHEZ, Q) MICHOTIXZDOIE, i, FOfEFSEA B LD
FTOPITEKDY | ITEITEZ T D Z ENR2 L oG 8I3FT0EA B2, WIS >TITED
ENORERREOEN LIZFH BE2GHTLZ &,

Write down “No” 1in 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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BRAE AN+ =0t EE+HUEZO+SBER)
Form No. 63—7 (related Article 114—16)

IGNEIE S R OB & ik S
revenue stamp {Z’—Q%Eé/\liﬁ‘ﬁﬁ E%lﬁ: %%E%% ﬁﬁ%*ﬁqﬂ uﬁ%

. . . . . dical devi
Application for the registration renewal of the foreign medical daevice . manufacturer
in vitro diagnostic

® ok F 5 0k T # A H

Number and date of the registration

2 s B ) % Fr

Name of the manufacturing establishment

pe & Bl 2 AT £ Hi

Location of the manufacturing establishment

wow om0 x £ oE| A
. ame
The person responsible for the T
manufacturing establishment f P
Address

EETEEO A5 1 HOBEIZ LV
EXWOEINZZ &

(1) History of having license being
canceled pursuant to the provision
of Article 75—4, Paragraph 1

L5540 58 1 HOMEIZ LV &
e EIhZZ &

(2) History of having license being
canceled pursuant to the provision
of Article 75—b5, Paragraph 1

MO A FHAOFTEH) ko

L E O Stz Z &
(3) History of a court sentence of
imprisonment or a severer punishment

HKEICHTDEFTTHRITEDD b
DXL ZICES S RFITER LT

(uor3eI0dIOd B JO 9SBD UT S9OTAJdS Oy} Ul podelus

SOATINO9Xe 8yl JO osoy} SuIpniour) suolledTjIfenbsip s jueorddy

&
() Violation of Japanese laws and
regulations related to

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

EARFA S ((CIORIIIRE S

(i 5

Remarks

AEFFT UG OFR T O [ FE R
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- E o % % Lo e et
J:nahc]: D N {ZK%@%%E%% @%%E%%@ﬁﬁ%@%*ﬁ%qauﬁ L/ivgﬁo

medical device

I hereby apply for the registration renewal of the foreign in vitro diagnostic manufacturer
indicated above
e A H
Year Month  Day
FRC
Japanese
Address .
Foreign language
[%AK%OTﬁ\iké$%%@%E% J
Location of the head office in case of a corporation
T
Japanese
K 4 Ex
Name Foreign language
[%Am%ofm\%%&wﬁ%%@&% }
Name and name of its representative in case of a corporation

BT ERE
To Minister of Health, Labor and Welfare

(FEE)
(Notes)
1 FAMOREZIE, AdET5HZ L,
Use paper of Japanese Industrial Standards Size A4.
2 ZOWFEEZ, ER2@mEHTH L,
Applicant should submit one original and one copy of it.
3 FE B A7 EERV, BCHOTE, BETIE T LELLZ L,
Fill in the form with clear writing with inks, etec.,.
4 WAERKIX, ERICOAZAEY | HEIZ LRWT &,
Put revenue stamp only on the original, not on its copy. Do not cancel it
5 HFEEDORKEEFHEDO (DML OMITIE, YEFENRNEZIT ML) &L, D&
(1) XM H>TIZEDOHAKOFEA Bz, Q) MICHH>TIIZE DI, . HOMEHEH B LT
ZOPITZHKDY | XIFPITE 2T 5 Z ENRLROTEEFZOFEA R EZ, (DWMICH>TIEZED
EXORERFERNER LIFEA B ETR#EHT &,

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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(EE)

1

2
3
4
5
6

7

FAORE ST, Ad L3252 L,

ZOHGEEFIT, IERLERCEIA2@RET D2 L,

Fix, B, A7 EEZHV, HTHHOTUE, BETIE 2x &ELZ L,
IWAHRIL, HEEOERDOALLY | JHHIZ LW &,

BRI, BRIRE —IC X202 5#T 25 2 &,

ORAE TI71E K O VIR 1, FE ORE A KX B 2R IEZE O E Z ik

T 5 2 & DINEET & D R SUIRRC A IR 2 8D D BN B D[RRI
DNTDOAFELHT D &,

EE23550D 2 20128 W CHEH T 21E5235:0 2 O 8 5 1 HOMEIZ L v IkE

235D 2DITOHFHEEZ L LD 95 Lx1T, WEMWCFOEE2IL#HTLZ &,
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()

1 MAEORZIIE, AdLT5Z L,

2 ZOHFEEIZ ERTBAUEIA2 @RS 2L,

3 T B AVIEER, BUCHOTIE, WETIE XD L EL DL,
4 WAFIRKIL, HEEOIERICOAAEY | HAIZ LN &,
5

PR TR O IR X, BFE OB FEIC X S0 idZ o 5 % etk
T 5 2 L NNEET B D A2 W EESR G RS A 2 2 B 6 D MLBED B DK
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