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Abstract

According to the statistical data published by the Ministry of
Economic Affairs for the Taiwan cosmetic industry in 2018, as of the
end of 2017, the top four exporting regions or nations to which
cosmetic products were exported from Taiwan are the People's
Republic of China (PRC) (56.7%), the Americas (10.9%), the
Association of Southeast Asian Nations (8.9%) and Japan (4.2%). In
export volume, Japan was the fourth largest region/nation. However,
based on the value of the exports, Japan has consistently imported

from Taiwan 9 billion USD worth of products since 2014.

The most important law pertaining to cosmetics marketed in Japan is
the “Act on Securing Quality, Efficacy, and Safety of Products
Including Pharmaceuticals and Medical Devices (Act No. 145 of
August 10, 1960)” (hereinafter PMD Act). The PMD Act was
originally passed as the Pharmaceutical Affairs Act in 1960, and was
renamed to its current title in 2014. The purpose of PMD Act is to
ensure the quality, efficacy, and safety of pharmaceuticals, medical
devices, quasi-pharmaceutical products, cosmetics, and regenerative
medicine products. The PMD Act and its relevant regulations govern

the manufacturing, selling, or importing of cosmetics.

The PMD Act and its relevant regulations are complicated and are
revised frequently. Said complexity and frequent revisions have
caused many difficulties for Taiwanese cosmetic traders (hereinafter
TRADERS) who export cosmetics (limited to the definition under
PMD Act and not including pharmaceuticals or quasi-pharmaceutical



products) from Taiwan to Japan.

In order to clarify issues when revisions are made to the PMD Act and
its relevant regulations, and to improve understanding of the law
regulating imports of cosmetics in Japan, based on the PMD Act and
its relevant regulations, this study attempts to ascertain and identify
the applications that must be submitted to the Japanese administrative
agencies and the relevant procedures that must be completed when

exporting cosmetics from Taiwan to Japan.

This study also attempts to ascertain whether TRADERS need to deal
with the Japanese Government requiring foreign cosmetic traders who
sell cosmetics in Japan to obtain a cosmetics manufacturers license,
and if so, whether such requirement creates a likelihood of confusion

in the labeling of cosmetics.

We hope to provide to TRADERS a reference though this study’s
research, and also to promote the development of Taiwan’s cosmetics
in the Japanese market though the clarification of legal matters and

restrictions.
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BB/ GB=1H%k FE—HtE5Ro+/\BR)
Form No. 18 (related to Article 35 and Article 137-18)
= 3K M

P AR R
drug
Application for accreditation of foreign quasi-drug

revenue stamp

IWONEL IS =4 SNERE RS

2
al
H
k={1I1}
Wit

N
=

manufacturer

regenerative, cellular therapy and gene therapy products

®oo%E B oo & W

Name of the manufacturing establishment

¥ T o gt fE Hh

Location of the manufacturing establishment

s iE » S )
Accreditation categories

oG pr o M EEE oM

Outline of the buildings and facilities of the manufacturing establishment

"WE PO EMEE

K 4

Name

The person responsible for
the manufacturing establishment

(E
Address

(DIEFTHRD 4 55 1 HOBIEIZ L D3R
EXIOIEESNIZZ &
History of having accreditation
being canceled pursuant to the
provision  of  Article 754,
Paragraph 1

@QEFTED 5 5% 1 HOBIEIZ L 0 %
graHSNIZZ E
History of having registration
being canceled pursuant to the

provision  of  Article 755,

(uorye10dI00 © JO 9SBI UI Se0IATeS oY)

Paragraph 1

R, Ot Hin- 2 &
History of a court sentence of
imprisonment or a  severer
punishment

(WFEFIZT DIEFTTHE T TEDD b
DT ZAIUTTEAS S TER LT

&
Violation of Japanese laws and
regulations related to

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

ERFTS  ((STIRVINF SRS A T AV ST k&

BV RBAGOFRHEZZIT VWL 2 L
Having received a order for
commencement of guardianship

3| W peSesus seAnNOEXe 8y Jo S0y} Sutpnpour) suoreoyienbsip sjueorddy

Remarks
= 3 i
FRUCED., B i O/NERGESER OREEFFE LET,
A P 5 drug

I'hereby apply for the accreditation of the foreign quasi-drug

i H H
Year Month Day

regenerative, cellular therapy and gene therapy products

manufacturer indicated above.

FC
Japanese
£ B
Address  #MESC
Foreign language
HENCHOTE, 3722 FHEFIOPHEH: )
Location of the head office in case of a corporation,

37
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HSC (E)p 24

Japanese Signature
K 4
Name SMESC
Foreign language
o BENCHHSTE, AHRONREEDRA
JEATHEBR R B Name and name of its representative in case of a corporation

To Minister of Health, Labor and Welfare

(EE)
(Notes)

1 ORE SE, AATHERKA4 LT52 L,

Use paper of Japanese Industrial Standards Size A4.

2 ZOWEEET, ER 28T 5Z &,

Apphcant should submit one original and one copy of it.

3 LB A7 FEEHY, HUZH ST, HETITOE Y LEC 2L,

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

4 IAHIRKE, ERIZOZRAEY | HE1Z L2 &,

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

5 FEDKAATIE, 5 36 454 1 KLU 2 A XITE 137 5D 19 F5DWFHUTEY T D7 E 5L
WIorZ 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 BLEFTORES OB EMICZ OFTEEEHO R TAHET 2 Z ENTE N L X3, i IR &
B R L, MREITT D 2 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 HEEEOXIEFEOMNHEMRE TITIE, UHEFEERRWE XX 72 LFtHiL, D exix D
WK ORI > THEZF OB L OYEH A %, QFRICH > TEZ03E, Hil, FlomEEFH A &O\Zc@iﬂ
DY | UTHTEZT D 2 LN e DT A3 OFEH B &, (OIS > T ZEDERKDOFFL )
EXLZEARZ, GO >TUL (o] Litdid bz &,

Write down “No” in each column of (1), (2), (3), (4) and (5) 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).

(5) “Yes”

38
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BRAE+TA (O) FE=1=5% FH=1+ERo+ABR)
Form No. 16 (2) (related to Article 33 and Article 137-16)
A o
A B RS L Bt
AR [ S B e
L L accreditation .
Application for examination for of foreign
accreditation renewal
drug
quasi-drug manufacturer
regenerative, cellular therapy and gene therapy products
G i3 At ) 4 i
Name of the manufacturing establishment
@ % B o g fE M
Location of the manufacturing establishment
Fith i ) X o
Accreditation categories
X E & % E O F A A
«( = #H o % A )
Number and date of the accreditation
(In the case of renewal)
F 244 Bl X o
Fee categories
il & F % Bl & #H
Amount of examination fee
fis %
Remarks
EOE & P
= T S i V- = =
EREICEY . E KW A A OINEREEEO %E®E% RO LA HFELET,
LA 2 L o=
o accreditation )
I hereby apply for the examination for of the foreign
accreditation renewal
drug
quasi-drug manufacturer indicated above.
regenerative, cellular therapy and gene therapy products
i H H
Year Month Day L
Japanese
A
Address #MESC
Foreign language
WA HHOTIE, F7 5 BB OFTEH )
Location of the head office in case of a corporation,
L (EpdEs 2
Japanese Signature
K 4
Name  $HEC
Foreign language
(%AK%OTH\%%&@R%%@&% )
Name and name of its representative in case of a corporation

MNATEOE NER RS OB B S R &

To Chief Executive of the Pharmaceuticals and Medical Devices Agency
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()
(Notes)
1 AMORE SIF, BATHERRA4LTLZ L,
Use paper of Japanese Industrial Standards Size A4.
2 T, B AVIEEAV, HBUUTHOTUL, BETIE & LELZ L,
Fill in the form with clear writing with inks, etc.,.
3 WREDKMNIZ, 36 555 1 LK OVR 2 A 5 XU 137 0 19 H B OWTIITHEY
TOMERLMTDHZ 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 FHEEIXOMIZIE, BEREL, EREREOME, AR OLEMEOMREIZET 5 1EE
FRFHEEITICBVWTED DR ZHET 5 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 [EIM, EREIREOME, AR OVZEMEOMRE I 2 ERERFEE TR
TIED D THE D MBIV GAATE Z L E2FET 2 EHOE L2 HEmICHT5 2 &,

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 ZAILE TITHHEIC L 2ANEREEORE IR DME L ZIT 2 L DB DGAITIL HS M
(ZHTEHA S A R ORERIEE B2 OW TRt 2 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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