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Chapter I General Provisions

(H#Y)
(Purpose of This Act)
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Article 1 The purpose of this Act is to improve health and hygiene by providing
the control required for securing the quality, efficacy and safety of
pharmaceuticals, quasi-pharmaceutical products, cosmetics, medical devices,
regenerative medicine products (hereinafter referred to as "pharmaceuticals,
etc.") and for preventing the occurrence or spread of health and hygiene-related
hazards caused by the use of those pharmaceuticals, etc. by taking measures
against designated substances, and by taking necessary measures for the
promotion of research and development of pharmaceuticals, medical devices
and regenerative medicine products which fulfill particularly high medical
needs.

(HDEH)
(Responsibilities of the National Government)

FHoko " HiF, ZOEROBNEERT 0, ERLEFEOME, AER LS
PEOREMR, 2 OERIC X 2 RER A EOMEEORAE KR OIER DB IEZ Do 23
MR 2 RE L, MOSEM L2 il 57w,

Article 1-2 In order to achieve the purpose of this Act, the national government
must develop and implement measures required to secure the quality, efficacy
and safety of pharmaceuticals, etc. to prevent the occurrence or spread of
hazards in health and hygiene caused by the use of these pharmaceuticals, etc.
and other necessary measures.

(KR8 JiF L5 D B H)
(Responsibilities of Local Governments)

F—FO= HNEAR, HusRiEE (B 4 ZREEEE —5) BSEAE - HOBS
TEHLH (LLF MREFTAZHRET L1 2o, ) ROFRIXIZ, AiSGOhEHRIZH
L. E&EOBERERNHEEE X T, YHIBORIS CmRLREL, LD
Fefi L 72 T uid e 720,

Article 1-3 Prefectures, cities specified by Cabinet Order prescribed in Article 5,
paragraph (1) of the Community Health Act (Act No. 101 of 1947) (hereinafter



referred to as "cities with established health centers") and special wards must
develop and implement measures taking into account the conditions of those
regions, in light of separate roles from the national government with regard to

the measures referred to in the preceding Article.

(B FEEEFEEFOEH)
(Responsibilities of Businesses Related to Pharmaceuticals, etc.)
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Article 1-4 A person who runs a business marketing, manufacturing (including
packaging; hereinafter the same applies), selling, leasing or repairing
pharmaceuticals, etc., a person who has obtained a license prescribed in Article
4, paragraph (1) (hereinafter referred to as the "proprietor of a pharmacy") or a
proprietor of a hospital, clinic for humans, or clinic for domesticated animals
(referring to a medical facility provided in the provisions of Article 2,
paragraph (2) of the Veterinary Practice Act (Act No. 46 of 1992) and including
the address of a person who has a veterinarian conduct medical practice for
domesticated animals only through visitation; hereinafter the same applies)
must make efforts to secure the quality, efficacy and safety of pharmaceuticals,
etc., and to prevent the occurrence or spread of hazards in health and hygiene
caused by the use of the pharmaceuticals, etc. by exchanging information

among such persons and taking other necessary measures.

(EFERERE DER)
(Responsibilities of Medical Industry Professionals)

Hokod [ERN, ERHERM, ARG, EREMZ OMOEIEEIMRE 1T, EILEDOH L)
PR OB Z DM S OEIEREAICET 2 L B EzRO L L L bIiZ, Th
LOMEHORGRE (B ~DFERICH O TIX, ZOFAE IFEHEE, H+HNED
M, FEARFNGOLE “HEOHEMNIE, HRA+NEO I ICHE N+ NE0 _+
CHCHEOBNEICBWTHEL, ) Kb aEAL, IFEVZIT LS LT25
FIZHR L, Zh o0 ERMERICET 2 FHICET 5 IEM D@ T 2 FRORILIZE
DIRT LR B AR,

Article 1-5 Physicians, dentists, pharmacists, veterinarians or other medical
industry professionals must improve their own knowledge and understanding
of the efficacy and safety of pharmaceuticals, etc., and other matters



concerning the appropriate use thereof, and make efforts to provide accurate
and proper information on the matters pertaining to the appropriate use
thereof to users (in cases of use for animals, the owner or manager thereof;
hereinafter the same applies in the provisions of Article 68-4, Article 68-7,
paragraphs (3) and (4), Article 68-21, and Article 68-22, paragraphs (3) and (4))
and persons who intend to purchase or acquire such pharmaceuticals, etc.

(H R o#&HE)
(Role of the General Public)
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Article 1-6 The general public must use pharmaceuticals, etc. in an appropriate
manner, and make efforts to improve their own knowledge and understanding
of the efficacy and safety thereof.

(& 7%
(Definitions)
FAR ZOERT TEEML] S RiTBTHE WD,
Article 2 (1) The term "pharmaceutical" as used in this Act refers to the
following items:

— AAREF IO A TWDY

(1) items listed in the Japanese Pharmacopoeia;
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(ii) items which are intended for use in the diagnosis, treatment or prevention
of disease in humans or animals, and which are not medical appliances or
instruments, etc. (referring to medical appliances or instruments, dental
materials, medical supplies, sanitary goods, and programs (referring to
Iinstructions given to a computer and built so as to obtain a certain result;
hereinafter the same applies), and recording media on which programs are
recorded; hereinafter the same applies) (excluding quasi-pharmaceutical
products and regenerative medicine products);

= AXITEWOFIRORE SUIHRICEEZKET ZERENE SN TV DI TH
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(ii1) items which are intended to affect the structure and functioning of a
human or animal's body, and which are not medical appliances or
instruments, etc. (excluding quasi-pharmaceutical products, cosmetics, and

regenerative medicine products).
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(2) The term "quasi-pharmaceutical products" as used in this Act refers to the

following items, which have mild effects on the human body:
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products which are used for the purposes set forth in the following (a) to (c)
(excluding those intended to be used, in addition to those purposes of use, for
the purposes provided in item (ii) or (iii) of the preceding paragraph), and
which are not medical appliances or instruments, etc.:
A4 METZOMORNPIE T A RE L ITER OB Ik
(a) products for preventing nausea and other discomfort, or those for
preventing bad breath or deodorizing the body;
7 bttt ENEORIE
(b) products for preventing heat rash, sores, etc.;
N REOR L, BEXIIRE
(c) products for preventing hair loss, or those to promote hair growth or
remove hair;
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(i1) products which are used for the purpose of exterminating mice, flies,

mosquitoes, fleas, or other animals or insects similar to these for the benefit
of the health of humans and animals (excluding those intended to be used, in
addition to those purposes of use, for the purposes provided in item (ii) or
(iii) of the preceding paragraph), and which are not medical appliances or
instruments, etc.;
AIEE S XIIHE =S ICHETH EHOOIEH S (R Fi28T 2529
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(ii1) products used for purposes provided in item (ii) or (iii) of the preceding
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paragraph (excluding those set forth in the preceding two items) which are

designated by the Minister of Health, Labour and Welfare.
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(3) The term "cosmetic" as used in this Act refers to items which are intended to

be used on the human body by rubbing, sprinkling or other similar means,



aiming to clean, beautify and increase the attractiveness, alter the appearance
or to keep the skin or hair in good condition, and which have mild effects on
the human body; provided, however, that these items exclude those intended at
the same time, beyond those purposes of use, for the uses provided in
paragraph (1), item (ii) or item (iii), and quasi-pharmaceutical products.
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(4) The term "medical device" as used in this Act refers to appliances or
instruments, etc. which are intended for use in the diagnosis, treatment or
prevention of disease in humans or animals, or intended to affect the structure
or functioning of the bodies of humans or animals (excluding regenerative
medicine products), and which are specified by Cabinet Order.
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(5) The term "specially-controlled medical device" as used in this Act refers to
medical devices designated by the Minister of Health, Labour and Welfare
after seeking the opinion of the Pharmaceutical Affairs and Food Sanitation
Council as those requiring proper management due to their significant
potential risk to human life and health in the event of a side effect or
malfunction occurring (limited to cases where they are used appropriately in
compliance with the appropriate purpose of use; hereinafter the same applies
in the following paragraph and paragraph (7)).
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(6) The term "controlled medical device" as used in this Act refers to medical
devices other than specially-controlled medical devices, designated by the
Minister of Health, Labour and Welfare after seeking the opinion of the
Pharmaceutical Affairs and Food Sanitation Council as those requiring proper
management due to their significant potential risk to human life and health in
the event of a side effect or malfunction occurring.
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(7) The term "general medical devices" as used in this Act refers to medical
devices other than specially-controlled medical devices and controlled medical
devices, designated by the Minister of Health, Labour and Welfare after
seeking the opinion of the Pharmaceutical Affairs and Food Sanitation Council
as those with little potential risk to human life and health in the event of a
side effect or malfunction occurring.
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(8) The term "specially-designated medical devices requiring maintenance" as
used in this Act refers to medical devices designated by the Minister of Health,
Labour and Welfare after seeking the opinion of the Pharmaceutical Affairs
and Food Sanitation Council as those requiring special knowledge and skills
for their maintenance, inspection, repair and other related work due to their
significant potential risk to the diagnosis, treatment or prevention of disease in
the event of failure to provide such proper maintenance.
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(9) The term "regenerative medicine product" used in this Act refers to the
following items (excluding quasi-pharmaceutical products and cosmetics), as
specified by Cabinet Order:
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(i) the following items intended for use in human or animal healthcare which
are obtained after culturing or other processes using human or animal cells:
A AXITEV) O B R OREE S IIBERE D FRE, B SUTTE K
(a) reconstruction, repairing or formation of the structure or function of the

bodies of humans or animals;

7 ANSUTEN D FRIE ORI AT
(b) treatment or prevention of disease in humans or animals;
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(ii) items intended for use in the treatment of disease in humans or animals
which are introduced into cells of humans or animals and contain genes to be
expressed in their bodies.
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(10) The term "biological product" as used in this Act refers to pharmaceuticals,



quasi-pharmaceutical products, cosmetics or medical devices, produced using
raw materials or materials of human or other animal (excluding plant) origin,
designated by the Minister of Health, Labour and Welfare after seeking the
opinion of the Pharmaceutical Affairs and Food Sanitation Council as those
requiring special attention with regards to health and hygiene.

11 ZOEET MFrEAewm i) Sk, AmkidGo> 6, kL, B5 L,
XIFHRE LRI W T A B RS & o R A EOfEOFRAEITIE KR %
il 2720 OELZHT 2 2 EDNMER LD THO T, JEAITEREIHEE - &4
BWAEFREROBEREZENTIHRETS2H0%2 09,

(11) The term "specified biological product" as used in this Act refers to biological
products designated by the Minister of Health, Labour and Welfare after
seeking the opinion of the Pharmaceutical Affairs and Food Sanitation Council
as those requiring measures to prevent the occurrence or spread of health and
hygiene hazards caused by such biological products after their sale, lease or
provision.
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(12) The term "pharmacy" as used in this Act refers to a place where a
pharmacist is engaged in the dispensing of medicine for the purpose of the sale
or provision of such pharmaceuticals (including a place necessary for selling
pharmaceuticals in cases where the proprietor is also engaged in the business
of selling pharmaceuticals); provided, however, that it excludes dispensaries in
hospitals or clinics, or in clinics for domesticated animals.
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(13) The term "marketing" as used in this Act refers to manufacturing (including
cases of manufacturing outsourcing to others, and excluding cases of
manufacturing entrusted by others; hereinafter referred to as "manufacturing,
etc.") or importing pharmaceuticals (excluding pharmaceuticals that are active
ingredients), quasi-pharmaceutical products, cosmetics, medical devices or
regenerative medicine products, and then selling, leasing or providing them
respectively, or to offering medical device programs (medical devices which are
programs; hereinafter the same applies) via telecommunication lines.
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(14) The term "in-vitro diagnostic" as used in this Act refers to pharmaceuticals
intended exclusively for use in the diagnosis of diseases, which are not directly
used in the bodies of humans or animals.
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(15) The term "designated substance" as used in this Act refers to substances
designated by the Minister of Health, Labour and Welfare after seeking the
opinion of the Pharmaceutical Affairs and Food Sanitation Council as those
with a high probability of stimulating or suppressing effects on central nervous
system or hallucinatory effects (including maintaining or intensifying such
effects; hereinafter referred to as "psychotoxicity"), and which could cause
health and hygiene hazard in the event that such a substance is used in the
human body (excluding cannabis provided in the Cannabis Control Act (Act No.
124 of 1948), stimulants provided in the Stimulants Control Act (Act No. 252 of
1951), narcotics and psychotropics provided in the Narcotics and Psychotropics
Control Act (Act No. 14 of 1953), and opium or poppy straw provided in the
Opium Control Act (Act No. 71 of 1954)).
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(16) The term "orphan drug" as used in this Act refers to pharmaceuticals
designated under Article 77-2, paragraph (1), the term "orphan medical
devices" herein refers to medical devices designated under the same paragraph,
and the term "orphan regenerative medicine products" refers to regenerative
medicine products designated under the same paragraph.
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(17) The term "clinical trial" as used in this Act refers to tests performed in order
to collect data concerning the results of a clinical study for inclusion among
data submitted pursuant to the provisions of Article 14, paragraph (3)
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(including cases where applied mutatis mutandis pursuant to paragraph (9) of
the same Article and Article 19-2, paragraph (5)), Article 23-2-5, paragraph (3)
(including cases where applied mutatis mutandis pursuant to paragraph (11) of
the same Article and Article 23-2-17, paragraph (5)), or Article 23-25,
paragraph (3) (including cases where applied mutatis mutandis pursuant to
paragraph (9) of the same Article and Article 23-37, paragraph (5)).

18 ZOERHIZWY ) 12k, vl 728000835,

(18) The term "item" as used in this Act includes programs.

BE HIEEERS

Chapter II Prefectural Pharmaceutical Affairs Councils
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Article 3 (1) In response to inquiries from prefectural governors, a Prefectural
Pharmaceutical Affairs Council may be established in each prefecture in order
to perform study and deliberations in response to inquiries from the
prefectural governor concerning important matters related to pharmaceutical
affairs (including matters concerning medical devices and regenerative
medicine products; hereinafter the same applies) and the affairs specified by
Cabinet Order from among those affairs which fall under the authority of the
governor of the prefecture concerned under the provisions of this Act.

2 MG IEFEFFHS MM, EEE oMM EERRSICE LLERERIL, Yi%ahE
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(2) The organization and management of the Prefectural Pharmaceutical Affairs
Council and any necessary matters concerning the Prefectural Pharmaceutical
Affairs Council are specified by Prefectural Ordinance.

FoE ER
Chapter IIT Pharmacies

(BRFX DFFHI)
(Licenses for Establishment)
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Article 4 (1) No one may establish a pharmacy without a license from the
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governor of the prefecture in which the locality of the pharmacy is located (or,

if the place is a city with established health centers or a special ward, the

mayor of the city or the head of the special ward; hereinafter the same applies

in the following paragraph, Article 7, paragraph (3), Article 10, paragraph (1)

(including cases where applied mutatis mutandis pursuant to the provisions of

Article 38, paragraph (1), Article 40, paragraphs (1) and (2)) and Article 10,

paragraph (2) (including cases where applied mutatis mutandis pursuant to

the provisions of Article 38, paragraph (1))).

2 HFHHAOHFAZZIT LI T8I, BEVBHESTEDDL L ALY, wiZHT
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(2) A person who intends to obtain a license prescribed in the preceding
paragraph must, pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare, submit a written application stating the following
particulars to the governor of the prefecture where the pharmacy is located:

— KA IAHEMERFNEIZIEANCH S TIEL, ZOREFEDORAL

(1) the name and domicile, and in the case of a corporation the name of the
representative;

= O[O TR OFTEH

(ii) the name and location of the pharmacy;

= ZOIFEJF O IERF O

(ii1) outline of the structure and equipment of the pharmacys;

MU 2 O3EF[ITI W THA K OFRA S 4072 FA 0 Bl 5e X8z 5- O FER 217 o (K Ok
A NS DHFIT B W TER S DO IRFE K 2 JFEAT 5 HE 2 &> TEER M D RE
XN G- OFEB 24T O R O

(iv) outline of the system for dispensing medicine at the pharmacy, and the
system for selling or providing such medicine and, in cases of selling
pharmaceuticals as well, the outline of the system for selling
pharmaceuticals at the pharmacy;

B EANCHOTIE, EREEREDOES 1T ) HBEORA

(v) the name of the officer of the proprietor of the pharmacy when a corporation
1s involved;

N OMIEAETEE S TED HFHIH

(vi) other matters specified by Order of the Ministry of Health, Labour, and
Welfare.

3 HIEOHFEEFICIL, RICEIT 2 EFHLIRM LRIT TR 67220,

(3) Written applications prescribed in the preceding paragraph must be
accompanied by the following documents:

— TOEFOIHEK

(i) a floor plan of the pharmacy;

OB ERE CEE LENIE CHOMEIC LV EBOEHE ZEE L TE O
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EEMICEEIE 5O O TL, TOERRFOEHEE O KA K OMEF 27 L7
A
(i1) in cases where the manager of the pharmacy is designated for management
of the pharmacy business on site pursuant to the provisions of the proviso to
Article 7, paragraph (1) or the provisions of paragraph (2) of the same Article,
documents describing the name and address of such pharmacy supervisor;
= FHHOFREZT LD T 5F K OHITTOIEROEHELSMNTE DK I
THFICET 2 FEBHITEFT 2 EAE IR EEHE 2B GAICH LTI, 20
FEAN B IR ERARTEH DA K QLT & 5tdk L 72 F5H
(iii) in cases where, other than a person who intends to obtain a license
prescribed in paragraph (1) and the manager of the pharmacy prescribed in
the preceding item, a pharmacist or a registered sales clerk engaged in
pharmaceutical practice at the pharmacy is appointed, documents describing
the name and address of the pharmacist or the registered sales clerk;
W ZOIHEBICBWTEEMORFEELZFEITOSGHICHOTIL, ROA LRl
JoEH
(iv) in cases where the pharmacy is also engaged in the business of selling
pharmaceuticals, documents set forth in the following items (a) and (b):
A4 ZOHEFZBNTRIE L., IRETHEELOEREILSN, EHEEEEMN K
O— M EFMITR D EATEE ST TED DXy 2ri# LcEHE
(a) documents describing the criteria specified by Order of the Ministry of
Health, Labour and Welfare pertaining to pharmacy-only pharmaceuticals,
pharmaceuticals requiring guidance, and OTC pharmaceuticals which are
sold or provided at the pharmacy:;
1 ZOIHEFZBNTEDIEFLIDIGFTIZ WD F T3 LT HEZESM 2 IRE L.
XI5 T2%EICH O TR, TDF L OMOIEEFBEZE OMOELT#E ST
TE D DB A R L 7o FE
(b) in cases where a pharmacy sells or provides OTC pharmaceuticals to a
person in a place other than the pharmacy, documents describing the
means of communication and other matters specified by Order of the
Ministry of Health, Labour and Welfare;
T ZOMIEATEE ST TED D ER
(v) other documents specified by Order of the Ministry of Health, Labour and
Welfare.
4 F-HOFMIZ, NMEZLIZEOEFE T RIT U, 2o oREIC L oT,
ZDR KD,
(4) The license prescribed in paragraph (1) ceases to be effective upon the
expiration of such period unless it is renewed every six years.
5 ZORIIBWVWT, ROZZITHIT L HFEOERIT, Y%A TITEDDLEIAITLD,
(5) In this Article, the meaning of the following terms is specified respectively in
the following items:
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— BEIREE B PARFONE HORGEZ T EE RN D,

(i) the term "registered sales clerk" refers to persons registered pursuant to the
provisions of Article 36-8, paragraph (2);

—OEREEMS EREERES M O—AERELDAOERN (SO
HAEN2ZEBHEMEESNTNDHOERLS, ) 219,

(ii) the term "pharmacy-only pharmaceutical" refers to pharmaceuticals other
than pharmaceuticals requiring guidance and OTC pharmaceuticals
(excluding those intended exclusively for use on animals);

= BEREEIEN KROANL=FTICHITLEEN (F68POLDIHEHIND
ZEBRHMESNTVDbDZERS, ) D5, ZTOMEXRVHRIZE N TARKIC
HTLERANRE LS 2N DTHS T, AT DM DOEIERE ) BRIz
HMICESSTFEIORBPUCLIVMBEHINAZEDREMEINTNDEHEDTHD |
O, OWEIEZRE R D 72 DI HEH B O RN K D TEH O FR ik K O rY 2 R
SHREMTOND Z LB b oL LT, BEASBRENEKS - & ERE
EOEREWNTIHRET2bDE VD,

(iii) the term "pharmaceuticals requiring guidance" refers to pharmaceuticals
set forth in the following items (a) to (d) (excluding those intended
exclusively for use on animals) designated by the Minister of Health, Labour
and Welfare after seeking the opinion of the Pharmaceutical Affairs and
Food Sanitation Council as those without any significant effect on the human
body in terms of efficacy, and intended for use with options selected by a
consumer based on information provided by a pharmacist and other medical
industry professionals, and those requiring information provided from a face-
to-face consultation with a pharmacist and instruction based on
pharmacological findings given by a pharmacist for appropriate use:

A ZOROGERGEOAGE DO HFFEICE U TH HUSRFE/NEICH YT 2 & ShEEN
THOT, YHFBIRLIAREZ T TOLEAFEHE S TED L WM A #H L
AN

(a) pharmaceuticals falling under the application of Article 14, paragraph (8),
for which a period specified by Order of the Ministry of Health, Labour and
Welfare has not expired from the day of approval to which the application
relates;

1 ZORGERTEOABOHFFICEE L TAITHIT 2 ERM & AR, . HE,
M, #hie, DIRENRFE ML AT HEROONTEELTHOT, HEHFEIC
BROAREZZ T THOLRAETEHEST TEDLHMZRE LW E o

(b) pharmaceuticals which have been found to comprise of an equivalent to
those set forth in item (a) in terms of their active components, quantity,
dosage, administration, efficacy or effects, etc., and for which a period
specified by Order of the Ministry of Health, Labour and Welfare has not
expired from the day of approval to which the application relates;

N DU SRES — THIC R E T 5w
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(c) poisonous drugs provided in Article 44, paragraph (1);
= FIHUSLE HICHET DB
(d) deleterious drugs provided in Article 44, paragraph (2);

M —AEES EELD DS, TOMREMRTNRIZEB N T MNMEISK T 51 %
LLBRWEDTHDT, FHENZ DD EEBERE DRI SN FEBRICESCHE
BEEOBRPIUICIVMEHINDGZ EDRENE SN TS H O (BIEEEENZ R
<o) WD,

(iv) the term "OTC pharmaceutical”" refers to pharmaceuticals (excluding
pharmaceuticals requiring guidance) without any significant effect on the
human body in terms of its efficacy, intended for use with options selected by
a consumer based on information provided by a pharmacist and other

medical industry professionals.

(FFrT D H )

(Standards for Licenses)

B WOBZOWTINIHEET D& &R, fiRE—HOF AL EZ RN ENT
x5,

Article 5 In cases that fall under any of the following items, the governor of the
prefecture may choose not to grant the license prescribed in paragraph (1) of
the preceding Article:

— ZOHEFOMEERMD ., BAEFTHE D TEDDHEEICHAS Line &,

(1) when the structure and equipment of the pharmacy are not in conformity
with the standards specified by Order of the Ministry of Health, Labour and
Welfare;

= ZOIEFITE W THRA L OFRA] S T A O RRGE TR G OEB Z1T O ARTHIE DY

IZZ OI[IZB W TEESDRFBEZ T O HEICH D TIEIEK S OIRIE T
B OB EAT 5 (KHINEATBE S TED D EEIZEHES LRV E X,

(ii) when the system for dispensing of medicine at the pharmacy, and for

1

selling or providing such medicine dispensed and, in cases of the business of
selling pharmaceuticals, the system for selling and providing
pharmaceuticals at the pharmacy are not in conformity with the standards
specified by Order of the Ministry of Health, Labour and Welfare;

= HEE (HEENEATHDL LT, 20EBEITHIHZBEEZET, FH 50
iy, mh= %%@@M*“(H FEEEOE =50 =0 = kWTﬁﬁ
TG AEEEL, )  BHLEOZEH, Fo+H 5008 =5,
KXOZO=FNHE B =%0_ @E%:E BWTHERT G623, )
B tP=fo_ottE _H B =50+ =5 FE_t=50_ +#M
IS 5 (RIEFHECEEOE + =50 _+UE =HIZBWTENT 2546

te, ) VWP ERO=HEETH B A *%@@%—ﬁ\%:+%%_ﬁ%
Ty B VUSRES T s, B TR S 5 B AR EUIEE
Z5 (FAEREAHEIZBWTHENT 25020, ) KOHENHROLE =HE 7

|1l

/
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IZBWTHL, ) 23, ROAPEANETONTANICHEYT D & X,

(iii) in cases where the applicant (including officers engaged in services if the
applicant is a corporation; hereinafter the same applies in Article 12-2, item
(iii) and Article 13, paragraph (4), item (ii) (including cases where applied
mutatis mutandis pursuant to the provisions of paragraph (7) of the same
Article and Article 13-3, paragraph (3)), Article 19-2, paragraph (2), Article
23-2-2, item (iii), Article 23-2-3, item (iv) (including in cases where applied
mutatis mutandis pursuant to the provisions of Article 23-2-4, paragraph (2)),
Article 23-2-17, paragraph (2), Article 23-21, item (iii), Article 23-22,
paragraph (4), item (ii) (including in cases where applied mutatis mutandis
pursuant to the provisions of paragraph (7) of the same Article and Article
23-24, paragraph (3)), Article 23-37, paragraph (2), Article 26, paragraph (4)
item (ii1), Article 30, paragraph (2), item (ii), Article 34, paragraph (2), item
(i1), Article 39, paragraph (3), item (ii), Article 40-2, paragraph (4), item (i1)
(including in cases where applied mutatis mutandis pursuant to the
provisions of paragraph (6) of the same Article), and Article 40-5, paragraph
(3), item (i1)) falls under any of the following (a) to (f):

A4 FE+HEFEFE-HOHEICLIVFAZIVEIN, BUHL O H S =42 fKH
LTV 7RWNE

(a) a person whose license has been rescinded pursuant to the provisions of
Article 75, paragraph (1), and for whom three years have not yet elapsed
since the day of the rescindment;

7 FEFHHEOFE -HOBEICL O BREZIMVEIN, BUHLO A =4 %
B LT g

(b) a person whose registration has been rescinded pursuant to the
provisions of Article 75-2, paragraph (1), and for whom three years have
not yet elapsed from the day of the rescindment;

N EEERDL EONIZRE B, TOHITEK DY, ITEITEZIT D 2 e
D, ZHEZRE L TWRNE

(c) a person who was sentenced to imprisonment without work or more severe
punishment, and for whom three years have not elapsed since completion
or discontinuation of the punishment;

= ADPOBNETICEYT H2EH 2RI, T O, MEEL O RS TR
Y M OB IR E (B - IAEEERE =0 =) ZOMIEFICEAT 5EST
B CEDD DT ZNICESUFITER L, ZOERITANHOTHND
TAEERZIEB L TR

(d) other than persons who fall under items (a) through (c), a person who has
infringed the Narcotics and Psychotropics Control Act, the Poisonous and
Deleterious Substances Control Act (Act No. 303 of 1950) or any other laws
or regulations which relates to pharmaceuticals and are specified by
Cabinet Order, and less than two years has elapsed since the date of the
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infringement;

B ORUAERR R RN SUTIREE, KR, A L UIREER O h s

(e) a person judged incompetent, or addicted to narcotics, cannabis, opium, or
stimulants;

~ D OREFIZEY FERFEAREDOERF L WMIEIIIT) 2N TERVWE & LTEA
FHEESTEDDLHD

(f) a person who suffers from physical or mental impairments and is not able
to appropriately perform the duties as a proprietor of a pharmacy specified
by Order of the Ministry of Health, Labour and Welfare.

(4 PR OO FH I FR)
(Restrictions on the Use of Names)
FAG BEFELEZRVES G THOT, FUERFE -HOFF Al 22 b 23R (LLTHIZ
KR &9, ) ThRVbDITIE, EROAMEZM LTI b2, 2L, BA
FHE S TEDDHFFIC OV T, T ORY TRV,

Article 6 No person other than a pharmacy licensed pursuant to the provisions of
Article 4, paragraph (1) as a place for handling pharmaceuticals (hereinafter
simply referred to as a "pharmacy") may use the title "pharmacy"; provided,
however, that this does not apply to a place specified by Order of the Ministry
of Health, Labour and Welfare.

CGEROEER)
(Supervision of Pharmacies)

FEa HERBARENFAAD CGEFIENTE (=T LHEERFENHARE) FINED -
F—HOBEIZLDEAETHREOMBTEZITHFICH O TR, REKHE HOBIEID
L DBEREZ T H RS, LR ZOBEEORE, B _+N\EE _H, F=+—50
CTHECH, Bt REE HITICENFEFICBWTHL, ) Thr &I, BH
ZOEFEFEHIZER LRI ER L0, 2720, TOHEBIZEWNTEEIZETS
FERIWEFET DDA D 5> B b IEFOFERE 2 H5E L TE O 2 FEHITE B
SHED LI, ZORY TR,

Article 7 (1) A proprietor of a pharmacy (for a person receiving an order from the
Minister of Health, Labour and Welfare under Article 8-2, paragraph (1) of the
Pharmacists Act (Act No. 146 of 1960), limited to a person who has been
registered pursuant to the provisions of paragraph (2) of the same Article;
hereinafter the same applies in this and the following paragraph, Article 28,
paragraph (2), Article 31-2, paragraph (2), Article 35, paragraph (1), and
Article 45) must, if they are a pharmacist, personally supervise the pharmacy
in actual practice; provided, however, that this does not apply when the
proprietor of a pharmacy designates a pharmacist, from among other
pharmacists engaged in pharmaceutical practice at the pharmacy, as
supervisor for the practical administration thereof.
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2 HERAREDHFEARITRNE Z1T, ZOEBITBWTHEFEIZET 2 EFITEFT D
HEEO S LML HEB[OFEEZHE L CTEOHRBEZFEMICEHLI TR TE RS2
A

(2) A proprietor of a pharmacy, if they are not a pharmacist, must designate a
pharmacist, from among the pharmacists engaged in pharmaceutical practice
at the pharmacy, as technical supervisor for the practical supervision thereof.

3 FRoEHE (B—HOBEICIVEmZEMICERT LERAREZ ST, KK
F—HHIZBWTH L, ) 1L, TOEFLADGFTTEL L THEROEHZ DOMIEEIC
BT 2FEBIHEFETHEHETHO TR LW, 72721, & D3RO FTTEHL O HE T I
HEOFF A ZZ T oL i, ZORD Th,

(3) A supervisor of a pharmacy (including a proprietor of a pharmacy supervising
the pharmacy in actual practice pursuant to the provisions of paragraph (1);
hereinafter the same in paragraph (1) of the following Article) must not
concurrently be engaged in supervising any other pharmacy or any other
pharmaceutical practice; provided, however, that this does not apply to the
case under license granted from the governor of the prefecture where the
pharmacy is located.

(EHLE D)
(Duties of Supervisors)

FNG EROFREZL, RMEHE LXEEZET 2BZ0NRWE DI, ZOHEFIZE)
BT 23HBEE OMOMEEZ ZEE L, £ OKFEOMEEH L OEIE N oMo it
ZEHL, ZOMEOEROEFICOE, RERTEELZ LRTNERER2,

Article 8 (1) A supervisor of a pharmacy must, in order to avoid the risk of
causing a hazard in health and hygiene, pay necessary attention to the
business at the pharmacy, including supervising pharmacists or other
employees working in the pharmacy, taking charge of the structure and
equipment of the pharmacy, pharmaceuticals and other goods therein, and
other business services.

2 EROERE L, REHAE LXEEETOIBENARRNE DT, ZOHEFRDEFIC
D& FRARE I LRERE R 2R~ ide b,

(2) A supervisor of a pharmacy must provide opinions required in relation to
performing their duties in the pharmacy to the proprietor of the pharmacy in
order to avoid the risk of causing a hazard in health and hygiene.

CEJRBREIZ L 2E/IZHET MO R %)
(Supply of Information by Proprietors of Pharmacies)

FNEDOZ HERRREIL BEVBHELSTEDL L ZAILLY, BFRZZITL2ENE
JR DB Z @ ENIAT O 7o DI R GH E UTEAT@HE S TED L2 FHEL YiZEKF
OFEH OB R EICHETH L L b, Y FHEZLH Lo Em a2 Y3k mic
BOWTHEICH L 20X 620,
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Article 8-2 (1) A proprietor of a pharmacy must report matters specified by
Order of the Ministry of Health, Labour and Welfare to the governor of the
prefecture where the pharmacy is located as information required for
recipients of medical care so that they may make a proper decision regarding
the pharmacy, and must make documents describing such matters available for
inspection within the pharmacy, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.

2 HEFRE L, ATEOHEIC LV IME LIFHIZOWTEENE L & XX, BEAE
FHEDTTEDD L ZAITEY | #HNT, YaLIE)R OFTEH OFRE N A2t
THEEHIT, FHEICHET 2 FROFLHE LT LT s,

(2) In cases where a change arises with regard to matters reported pursuant to
the provisions of the preceding paragraph, a proprietor of a pharmacy must
report promptly to the prefectural governor where the pharmacy is located, and
amend the details of the documents provided in the same paragraph, pursuant
to the provisions of Order of the Ministry of Health Labour and Welfare.

3 HFRAREIT. FHOMAEICLI2FEHOMEICRA T, EATBHETTEDD &
TAICED ., YEEmICHET N E FHLEHIFROPAMAREZ L 5 HiEZ oMo
THRBEOEINZFH T 2 HIETHOOTEATHETTEDLbDIZ LIRS 2 Z
EMWTED,

(3) In lieu of inspecting documents under paragraph (1) available for inspection,
a proprietor of a pharmacy may provide, by means of electronic data processing
systems or other information and communications technologies specified by
Order of the Ministry of Health, Labour and Welfare, matters that should be
included in the documents, pursuant to the provisions of Order of the Ministry
of Health, Labour and Welfare.

4 FRERRAFET, B -EUIE ZHOBEIC LD MEONE LR T D7D
W2 LB L & &E, MR ZOMOEAZICK L, Hi %%W%@EWW_%T
T LI LML R EROBMZRD D Z LN TE 5,

(4) If a prefectural governor finds it necessary in order to confirm the details of a
report under paragraph (1) or paragraph (2), they may request the required
information concerning a pharmacy located within the boundaries of the
prefecture from a municipality or other public agency.

5 HEMIREEIL, BAETBESTEDDLLEIAICLY, F-HEOE HOBEIC
FVHESNTZFHEAR L RITNIT R 720,

(5) Prefectural governors must make public the matters reported thereto
pursuant to the provisions of paragraph (1) and paragraph (2), pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare.

(& =) BA A B 0D < S IH )
(Matters to Be Observed by Proprietors of Pharmacies)
FiLg BAGEREIX. EATEHES T, RICHET 2 FEHZOMIEFR OEB IR LK
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JRIBARE P ET T REFELEDDL I ENTE D,

Article 9 (1) The Minister of Health, Labour and Welfare may specify matters
which the proprietors of a pharmacy are to observe with respect to the
following items and other duties related to the operation of the pharmacy:

—  HFITET 5 EIEL ORI OO EIS OEEO L TIEICET 5 FHE

(i) matters with regard to the methods of performing tests and inspections of
pharmaceuticals in the pharmacy and other procedures for managing
pharmaceuticals;

= RSB 2 EEML ORI TR G OEITE (£ OFEFIZE W TEDOFF LI
DTN D H 6 LT — A ER A (5 WU 55 T MU 5 (2 HUE 3 2 — iR T =38
mAEWNY, LTFRLC, ) Z#REL, IRET L2581 IT 5 E0H L O OIEE
FRIZS UM E R T EE2 G, ) BT 5HE
(ii) matters with regards to the methods for selling or providing

pharmaceuticals at the pharmacy (including those for selling or providing
OTC pharmaceuticals (referring to OTC pharmaceuticals provided in Article
4, paragraph (5), item (iv); hereinafter the same applies) to a person in a
place other than the pharmacy, according to the means of communication to
such person).

2 FRBEREIL. BERE-HLEELENIFE HOBEIC LY 20RF[OERE %
RELL X, BNEKFHE _HOBEIZL2EROEFREDOERZEE LT IELR
57200

(2) When a proprietor of a pharmacy designates a supervisor of a pharmacy
pursuant to the provisions of the proviso of Article 7, paragraph (1) or the
provisions of paragraph (2) of the same Article, the proprietor of a pharmacy
must respect the opinions from the supervisor of the pharmacy under Article 8,
paragraph (2).

(FRA S VT BEA DR FEIHEF T D)
(Persons Engaged in the Business of Selling Dispensed Medicines)

FILEDOZ HEREBRREIL, BEVBELSTEDDL L ZAICLY | ESUIHEFEA D
OSSN IZATGZIZ L VA SN EAFNC & FARNCRE S ®, XIRESH
RFTR B0,

Article 9-2 A proprietor of a pharmacy must have a pharmacist sell or provide
medicines dispensed on prescription issued by a physician or dentist, pursuant
to the provisions of Order of the Ministry of Health, Labour and Welfare.

(FAA S T AN B3 2 1 ek X O 5 5%)
(Providing Information and Instruction on Dispensed Medicines)
o= HFRBFEREIL. EASUIEBHEM DR SNZATGZEIZ LR ST
R OB IERMEH OO, HigFEAZRE L, IIRET 555121, FEiy@J‘é/\
TEDDLHEZAICLY, ZOHERITIW TIEA O IRTE TR G I2/EFHT 5 AR
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MEICE Y, BAEGEES TED L FHEALH LoEm Y% FHEP BN (F
TR, BRI FRXEOMANDOHMRIZE > TUIREHFHT 22 N TE RV EFRTEDS
NDFEETHHO T, EFtERICI2BFRLEOHICEN s bDE WS, LITHE=
FAREDOFETIZBWTHL, ) ICREKSNTND & T, YLEMIIFLERIZFIER S
NI FEZBEATEHESTED L HIECLIVERRLIELOEZET, ) ZHWTHER
FH it g, KOWERIEFRILICE S FREZITOE R IR 7220,

Article 9-3 (1) When a proprietor of a pharmacy sells or provides medicines
dispensed on prescription issued by a physician or a dentist for the appropriate
use thereof, such proprietor of the pharmacy must have a pharmacist engaged
in selling or providing medicines at the pharmacy provide required information
and instruction thereof through a face-to-face consultation based on
pharmacological findings, using documents describing such matters specified
by Order of the Ministry of Health, Labour and Welfare (in cases where such
matters are in the form of an electronic or magnetic record (meaning a record
used in computer data processing, which is created in electronic form, magnetic
form, or any other form that is impossible to perceive through the human
senses alone; hereinafter the same applies through Article 36-10), including
matters recorded in such electronic or magnetic records and displayed by
means specified by Order of the Ministry of Health, Labour and Welfare),
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

2 IFFEZRFIZX. AEOHEIC L HEROBELOIFEZITOE DY 2 TIE, Y
HEAIRNC, HONUH, YZEAEZEHL LS &3 5FOFH, o3RI =K
ih DA H OARPLZ O DJEA T HE S TED D2 FH A R SR ITIE R 6720,

(2) When a proprietor of a pharmacy has a pharmacist provide information or
instruction pursuant to the provisions of the preceding paragraph, the
proprietor of the pharmacy must have the pharmacist confirm certain
information about the person who intends to use the medicine, including their
age, status of usage of other medicines or pharmaceuticals, or other matters
specified by Order of the Ministry of Health, Labour and Welfare.

3 FERAREIX., FHICHET 2HE BT, FEOHIEIZ X D HEHROEME T
fEEATERNE & TOMFEICHE T 2 EKAOWEIEREN 2 MfRd 52 LR TS
RWEROLND L X, YUREAILRTE L, IR E LTI R B0,

(3) In cases provided in paragraph (1), when a proprietor of a pharmacy is not
able to provide information or instruction pursuant to the provisions of the
same paragraph, or finds that the proprietor of a pharmacy cannot ensure the
appropriate use of medicines provided in the same paragraph, the proprietor of
a pharmacy may not sell or provide the medicines.

4 HEFBHRE L. ERSUIEFERD O AT S22 K0 FRA S 7o 3 A o
EREHOES, YEAZEAL, A LUGEVZIT LS &3 5F T YIE R
RENPDYFEAN LA L, A LUTGEV T ZENLHERD HOTHEEIIE, BA
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FHEDTTEDDL EZAIZLY, ZOIEFIZIBWTHA O IRTE XI5 IWEF T 53K
FIEHIZ, HERERAZ RIS, NIV ERIEFIM LI ESBELITTOER TN
X 6720,

(4) With regard to the appropriate use of medicines dispensed on prescription
issued by a physician or dentist, when consultation is requested from a person
who intends to purchase or receive such medicines, or who has purchased or
received such medicines by a proprietor of a pharmacy, the proprietor of a
pharmacy must have a pharmacist engaged in selling or providing medicines at
the pharmacy provide required information or instruction to the person based
on necessary pharmacological findings, pursuant to the provisions of Order of
the Ministry of Health, Labour and Welfare.

CGERIZHB T 5 HER)
(Presentation at Pharmacies)

ELEON HEREBEREIL, BEVBHESTEDL L ALY, YZEREZHHT S
DI ERTHHOTRETBES CTED L FHEE, Y3/ O LT WIS
R L2 e 6720,

Article 9-4 A proprietor of a pharmacy must post required information on the
use of the pharmacy and matters specified by Order of the Ministry of Health,
Labour and Welfare at a readily visible place within the pharmacy, pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare.

(IRBE 1% D i H)
(Notification of Suspension and Discontinuation)

& HEREARETIZ, TOEFELFELL, KL, BHLIIMKRELZZIERZHA L
L& XFZDHERFOEHEZOMEALTTBHET TEDLFHALLERE L 21T, =
HHLUWIZ, EEFBES TED DL EZ ALY Z D3RR O TR O KR E T IR
XD FEZETHZRTRIER LR,

Article 10 (1) When a proprietor of a pharmacy discontinues their pharmacy,
suspends business, or resumes business which has been suspended, or when
they appoint a different supervisor for the pharmacy or alter matters specified
by Order of the Ministry of Health, Labour and Welfare, the proprietor thereof
must notify the governor of the prefecture where the place of such pharmacy is
located thereof within 30 days, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.

2 HFAREIL, TOEBOLHETOMELETBHETTEDLFHZELLL LD &
HLEF boNLO, BEGBHESTTEDD L IAITLY ., ZOHKFDOFIEH DOHES
ERFRMFICZOE 2B HRTIER LR,

(2) When a proprietor of a pharmacy intends to change the name of their
pharmacy or others specified by Order of the Ministry of Health, Labour and
Welfare, the proprietor thereof must notify the prefectural governor in advance
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where the place of such pharmacy is located thereof, pursuant to the provisions
of Order of the Ministry of Health, Labour and Welfare.

(Brm ~DZEME)
(Delegation to Cabinet Order)
Ft—5% ZOBEIZEDDLHODIEN, ERORHEKOFFAT, FFAOFEH, B E Ofh 3
JIZB L LB 7R I, BB TCTED D,
Article 11 Beyond what is specified in this Chapter, licenses and renewal of
licenses for establishing and managing a pharmacy and others necessary for
the pharmacy are specified by Cabinet Order.

BUE EXALH, BEFETNAEEMEERORERERXK CRIEE
Chapter IV Marketing and Manufacturing of Pharmaceuticals, Quasi-
Pharmaceutical Products and Cosmetics

(RLEARFEZE DFFH])
(Marketing Licenses)

FH & ROROEMICEIT D ERS (RAZHHERDLZFRS, LT ZOEIZBN
TRC, ) . BEFEEHS G SUIAEHES DTS U, 2R Z N FRO THIZED D EA
FEKREDOFFAIZZ T FHTRITNE, TEi, ¥E& LT, EREM, EIEHH L
TERES DRGEIR T2 LTI 5720,

Article 12 (1) In accordance with the criteria for pharmaceuticals (excluding in-
vitro diagnostics; hereinafter the same applies in this Chapter), quasi-
pharmaceutical products or cosmetics set forth in the left-hand columns of the
following table, no person other than one who has obtained a license from the
Minister of Health, Labour and Welfare specified in the right-hand columns of
the same table, respectively, may engage in the business of marketing
pharmaceuticals, quasi-pharmaceutical products or cosmetics.

PR An R HER S S 3ABRE L D FRSE FFAl OFELA
Criteria for pharmaceuticals, quasi- Criteria for license
pharmaceutical products or cosmetics

TR —HICBUE 4 2B A 57K | 55—l 8 i BE ot 265 vT

FELOFEET 5 EH M, First-class marketing license for
Pharmaceuticals designated by the pharmaceuticals

Minister of Health, Labour and
Welfare provided in Article 49,
paragraph (1)

AR 5% 2 9 2 = 380 LAk 0 = 3K O R K A USRS
Pharmaceuticals other than Second-class marketing license for
pharmaceuticals falling under the pharmaceuticals

preceding paragraph
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[ HEEB S i = SHIPANTE S e e ]
Quasi-pharmaceutical products Marketing license for quasi-
pharmaceutical products
i LBk ah B i 78 26 5F 7T
Cosmetics Marketing license for cosmetics

2 HIAOFFRIL, ZFZ2 ToRVES TED MM Z L2 O H 22T 2,
ZOWIMORBIZ L ST, 20 hEKRS,

(2) The license prescribed in the preceding paragraph expires when a period
specified by Cabinet Order of not less than three years passes, unless the

license is renewed within each specified period.

(FFm] D E)

(Standards for Licenses)

FH RO ROZEOWVTINCHYT D& ET, MiEHE - HOFEEZ RN
EBTE D,

Article 12-2 In cases that fall under any of the following items, the Minister of
Health, Labour and Welfare may choose not to grant the license prescribed in
paragraph (1) of the preceding Article:

—  HEEICAR D EHS, EFEAML U O B E B O T iED . BT EE ST
TED D RIS LignE &,

(1) when the methods for quality control for pharmaceuticals, quasi-
pharmaceutical products or cosmetics pertaining to the application do not
comply with the standards specified by Order of the Ministry of Health,
Labour and Welfare;

RO EREM, EFEA L I b o RS e R L . (E . A
R OV M BT 2 FIHZ O e O 7= DI BB IFROIE, etk z
DFEFRICED S MERFE LW, LLTREL, ) OFER, BEFTBHESTTEDD
A LRV & X,

(i1) when the methods for post-marketing safety control for pharmaceuticals,
quasi-pharmaceutical products or cosmetics pertaining to the application
(referring to collecting and reviewing matters related to qualities, efficacy
and safety, and other information necessary for the appropriate use thereof,
and necessary measures based on the results; hereinafter the same applies)
do not comply with the standards specified by Order of the Ministry of
Health, Labour and Welfare;

= HEED, BLAEE - SADLANETONTINICHEYT DL & X,

(iii) when the applicant falls under any of Article 5, item (iii), (a) to (f).

(RE S DOFF )

(Licenses for Manufacturing)
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Fr =5 BEE&L, EFESIG UG OREEOFF T 22 T BRI, £h
i, ¥EL LT, EBES, EETAG IS OREEZ L TE R B0,

Article 13 (1) Any person who has not obtained a license for manufacturing
pharmaceuticals, quasi-pharmaceutical products or cosmetics must not engage
in the business of manufacturing pharmaceuticals, quasi-pharmaceutical
products or cosmetics respectively.

2 HIEOFFANL, JBEAETGEE T TED DK, JRATERENRET Z &b
250

(2) The license prescribed in the preceding paragraph will be granted by the
Minister of Health, Labour and Welfare for each manufacturing facility in
accordance with the criteria specified by Order of the Ministry of Health,
Labour and Welfare.

3 FHHOHFWIX, SHFEZTLRVWHA TED AWM I LICEOEF 2T 2T X,
ZOHIMORBIZ L DT, O EKS,

(3) The license prescribed in paragraph (1) expires when a period specified by
Cabinet Order of not less than three years passes, unless the license is
renewed within each specified period.

4 WOBEEONTINCHEYETHEEIE, E—HOFEZHEX RN ENTE D,

(4) In cases that fall under any of the following items, the Minister of Health,
Labour and Welfare may choose not to grant the license prescribed in
paragraph (1) of the preceding Article:

— ZORUEFTOMIERM S, JEAETEHE T TED DL EEIZEA LRV E &,

(i) when the structure and equipment of the manufacturing facility do not
comply with the standards specified by Order of the Ministry of Health,
Labour and Welfare;

ZOHEED, BAEFE S SADOANETONTANCHEYT L L&,

(i1) when the applicant falls under any of Article 5, item (iii), (a) to (f).

5 JEAIHEIREIL, FHOFFAI X i%:IEOD.H‘T@E%ﬁ@EE R A DN =3 = S
HE S OREREICHEETIHINE I DOV TOEMIC KL Z2E ULTEMOFTEEZIT
bOLET D,

(5) In cases where the Minister of Health, Labour and Welfare receives an
application for a license prescribed in paragraph (1) or an application for
renewal of license prescribed in paragraph (3), the Minister of Health, Labour
and Welfare is to provide a document-based or on-site investigation for
verifying the conformity with the standards prescribed in item (i) of the
preceding paragraph.

6 HHOFFA AT EIE, HHRERTICR LT O ELER L, ITEML X
LT L LT, BAFBHRKEOTF 22T RITILR bR,

(6) When a person who has received a license prescribed in paragraph (1) intends
to change or add criteria for a license pertaining to the manufacturing facility,
the person must receive a license from the Minister of Health, Labour and

25



Welfare.

7 AEHOFFRNIZOWTIE, H—HEHAOHEEE TOMRELERT L,

(7) Provisions of paragraphs (1) to (5) apply mutatis mutandis to the license
prescribed in the preceding paragraph.

(B 1 & 2 Al A oD 32 i)
(Investigation by the PMDA)

Fr=foZ JEAGEREIL MIATEBOEANEERLERESGOHRE (LIT T
Lo, ) iz, BES (HoEMOLOIERINLG ZEREMESATVNDI D%
<. UFZORICEBWTRHL, ) . BEEHS G (HoEMODITENIhL 2L
PDHE SN TVDbDEERLS, L FZORIZBWTHLE, ) XUIbhEMmD 5 HES
TEDDHDIZHRDLATSRE —HAE L IXFHENHEOFF A LRSS —H (FISGFLHIZ
BWTHERTLIHAE G, UTZOXRIIBWTHLE, ) OFRIOEFIZONTOHE
FELE (AEBEHIZBWTHENT L6 2GT, ) ICRET2HAELITHOED Z
EBTE D,

Article 13-2 (1) The Minister of Health, Labour and Welfare may have the
Pharmaceuticals and Medical Devices Agency (hereinafter referred to as the
"PMDA") conduct an investigation provided in paragraph (5) of the preceding
Article (including cases applied mutatis mutandis in the provisions of
paragraph (7) of the same Article) on the license prescribed in paragraph (1) or
paragraph (6) of the same Article or on the renewal of a license prescribed in
paragraph (3) of the same Article (including cases where applied mutatis
mutandis in the provisions of paragraph (7) of the same Article; hereinafter the
same applies in this Article) pertaining to pharmaceuticals (excluding those
intended exclusively for use on animals; hereinafter the same applies in this
Article), quasi-pharmaceutical products (excluding those intended exclusively
for use on animals; hereinafter the same applies in this Article) or cosmetics
specified by Cabinet Order.

2 JEAGHEHREIL, ATEOBEICEVEBICRELITOE S & &3, YEMELITD
BNbDOLET D, ZOLAICBWT, EAFEBKEIX. AiGE —EHE L LB AHEHD
FrA] XOLFSRE —HOFRAIOEH 235 & &1L, HENFEIUHEOHEIC IV EHmT 5
FEOERAEZE L 22T b,

(2) When the Minister of Health, Labour and Welfare has the PMDA conduct an
Iinvestigation pursuant to the provisions of the preceding paragraph, the
Minister of Health, Labour and Welfare is not to conduct that investigation. In
this case, if the Minister of Health, Labour and Welfare grants the license
prescribed in paragraph (1) or paragraph (6) of the preceding Article, or renews
the license prescribed in paragraph (3) of the same Article, the Minister of
Health, Labour and Welfare must consider the results of the investigation
notified by the PMDA pursuant to the provisions of paragraph (4).

3 EATERENE HOMREICLVEEICHELZIThbEL 2 e Ltk T, [FH
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DB TED D EHS, EIEBA G SUTAERE S AR DTSR — A L LB ANHEHOFF
A SOEIR SR ZHOFF A O O HEH L, BT O Y& 22 i hide
AN

(3) When the Minister of Health, Labour and Welfare decides to have the PMDA
conduct an investigation pursuant to the provisions of paragraph (1), the
applicant for a license prescribed in paragraph (1) or paragraph (6) of the
preceding Article or for renewal of a license prescribed in paragraph (3) of the
same Article for the pharmaceuticals, quasi-pharmaceutical products or
cosmetics specified by Cabinet Order prescribed in paragraph (1) must undergo
the investigation conducted by the PMDA.

4 BRI, ATEHOMEZIT O L 1T, Bk, UHAORN REREETEHE S T
DD E ALY EAFGHREICEN LRTNIER B0,

(4) When the PMDA conducts an investigation prescribed in the preceding
paragraph, it must notify the Minister of Health, Labour and Welfare of the
results of such investigation without delay, pursuant to the provisions of Order
of the Ministry of Health, Labour and Welfare.

5 HEMHENT O IR REOKREZRL, ) ITZDORMEZBIZOVWTIE, &
EFBREICH LT, FEBERETL22LNTEL, ZOHEFICBWT, EAHEKX
FE. ITBORIREAE CERHNEERE A G) 5 IR HR O =,
BEIUHSERE —H A O —H, BN LTI NHILEHE —HOBEO#EHIZ
WL, O ERATBUT & 7T,

(5) Any person who is dissatisfied with a disposition pertaining to an
investigation conducted by the PMDA (excluding the results of an
investigation) or inaction thereby may file a request for examination to the
Minister of Health, Labour and Welfare. In this case, the Minister of Health,
Labour and Welfare is regarded as a higher administrative agency in applying
the provisions of Article 25, paragraphs (2) and (3), Article 46, paragraphs (1)
and (2), Article 47, and Article 49, paragraph (3) of the Administrative
Complaint Review Act (Act No. 68 of 2014).

(=3 5 A EROE 2R OFEE)
(Accreditation of Foreign Manufacturers of Pharmaceuticals, Quasi-
Pharmaceutical Products or Cosmetics)

FH =0 = HAEICBWTARMICE N S LD EHERS, EHEA ST et i &2 RS L
£o&92HF UUT EEMENEEEE] LW, ) 3. BAETBHREOREZ
ZTHZENTES,

Article 13-3 (1) A foreign manufacturer intending to manufacture
pharmaceuticals, quasi-pharmaceutical products or cosmetics that are exported
to Japan (hereinafter referred to as "foreign manufacturers of pharmaceuticals,
quasi-pharmaceutical products or cosmetics") may be accredited by the
Minister of Health, Labour and Welfare.
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APEORET. EAETEE T TED DRI, "Gl L ich x5,
(2) The accreditation prescribed in the preceding paragraph will be granted for
each manufacturing facility in accordance with the criteria specified by Order
of the Ministry of Health, Labour and Welfare.
F—HORBEILODWTIL, HH=FFE -HIPLELHE TRURIZOREL EHT

Do ZOHBHEICENT, BB ZHNLENEE TORET TFFA) L H 5D

(RE] &, FEELES (77 20T TRE) &, [HF—H &bHD0D

M55 "I &, RSB —HHT TRISRE — A L X NHEOFF A XX &F =H (A
FELHICBWTHERT L H6 280, UTZORIBWTRL, ) OFFTOEHRIC
OWTORGHERE (FAFFELHE] b0 REFELE L IIFREE -HICB
WCHERT D RTEE NHORE IIREHE ZHICB W THERT 2R15E =1 (REH
SHIZBWTHERT IR B LHEICBWTHERT 256230, LTFZoOXRIIBNT
L, ) OREDTHIZONTORES ZHHICBWTHERTHAIRE HIE (REE =
HICBWTHERT ORISREEHE] &, REE _HEOHE =HPD THIEE AL <X
FNHDOFF A ALFRE ZHOF T OER | &b DDIE TREE—HE L LFSRE
SHIZBWTHER T 2R E NEORE XITREE ZHICB W THERT L0548 = H
DREDHEH | LEMHABEZADLDET D,
(3) The provisions of Article 13, paragraph (3) through paragraph (7) and the
preceding Article applies mutatis mutandis to the accreditation prescribed in
paragraph (1). In this case, the term "license" in the provisions of Article 13,
paragraph (3) to paragraph (6) will be replaced with "accreditation", the term
"license" in paragraph (7) of the same Article will be replaced with
"accreditation", "paragraph (1)" will be replaced with "paragraph (2)", the
phrase "the license prescribed in paragraph (1) or paragraph (6) of the same
Article or on the renewal of a license prescribed in paragraph (3) of the same
Article (including cases where applied mutatis mutandis in the provisions of
paragraph (7) of the same Article; hereinafter the same applies in this Article)"
will be replaced with "accreditation prescribed in paragraph (6) of the
preceding Article, as applied mutatis mutandis pursuant to paragraph (1) of
the following Article or paragraph (3) of the same Article, or the renewal of
accreditation prescribed in paragraph (3) of the preceding Article, as applied
mutatis mutandis in paragraph (3) of the following Article (including cases
applied mutatis mutandis in the provisions of paragraph (7) of the preceding
Article pursuant to the provisions applied mutatis mutandis in paragraph (3)
of the following Article)", "renewal of accreditation prescribed in paragraph (1)
or paragraph (6) of the preceding Article or paragraph (3) of the same Article"
in paragraph (2) or paragraph (3) of the same Article will be replaced with
"accreditation prescribed in paragraph (6) of the preceding Article, as applied
mutatis mutandis pursuant to paragraph (1) of the following Article or
paragraph (3) of the same Article, or renewal of accreditation prescribed in
paragraph (3) of the preceding Article, as applied mutatis mutandis pursuant
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to paragraph (3) of the following Article".

(EH A, BEHE S b & OERE &L 0 $5E R 52 D 7KFE)

(Marketing Approval for Pharmaceuticals, Quasi-Pharmaceutical Products and
Cosmetics)

FHuk EEL ((BAETHRENEELZED TRET HEEMLZR, ) . BEFETI
i (EATTBRENEREZ ED TRET 2B 2R, ) UIEATBHRED
BET DMz aT 2 OiERkR7E a2 L L 95 328 1F, B Z&ICE0RE
HRFEIC DWW T DEAFGEREDAGE 252 T 72T E7R b7y,

Article 14 (1) A person who intends to market pharmaceuticals (excluding
pharmaceuticals with specified standards designated by the Minister of Health,
Labour and Welfare), quasi-pharmaceutical products (excluding quasi-
pharmaceutical products with specified standards designated by the Minister
of Health, Labour and Welfare) or cosmetics which contain components
specified by the Minister of Health, Labour and Welfare must obtain approval
from the Minister of Health, Labour and Welfare for each such item.

2 ROZFZOWTANITHEET D L ET, AHEOARIT. 52720,

(2) In cases that fall under any of the following items, the approval prescribed in
the preceding paragraph will not be granted:

— HEEES, B EEHOTE (HiEL2 Lcdh B OREIZIS U727 IR
Do ) EERITTNZRNWE E,

(1) when an applicant does not obtain the license prescribed in Article 12,
paragraph (1) (limited to licenses that apply to the criteria for the item);

= HEBIR D EHE G EFEAN G ST RS 2 G T o G, B =R
DOFFA (HFEZ LI BIZ O W THEN TE 2R ICBRD L DIZR S, ) ILATS
B-HORE (FFHEZLEMBICOWTHENTE AR ZIHRDLBDIZIRD, ) &
ZTTVRNE &,

(i) when a manufacturing facility that manufactures pharmaceuticals, quasi-
pharmaceutical products or cosmetics pertaining to the application does not
receive the license prescribed in Article 13, paragraph (1) (limited to the
criteria that applies to the item that is available for production) or the
accreditation prescribed in paragraph (1) of the preceding Article (limited to
the criteria that applies to the item that is available for production);

= IR D EREM, ERFEEAG SIS OA PR, By, . HE. H&E, 2
RE. W, BHERZOMOME, AR O ZEMEICET 2 FHOFEEDORK R, £
DDBIIRDA DHNETOWNTIVINICEHRT D & X,

(iii) when the item falls under any of the following (a) to (c), as a result of an
examination of the matters related to quality, efficacy and safety of the
pharmaceuticals, quasi-pharmaceutical products or cosmetics pertaining to
the application, such as the name, components, quantity, dosage,
administration, efficacy, effects, and side effects:
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/f HEEIZ AR 2 EHE G U EIEES LAY, T ORGSR D NEXIIREET D &
RO E X,

(a) when the pharmaceuticals or quasi-pharmaceutical products pertaining to
the application are not found to have the efficacy or effects indicated in the
application;

2 HEEICHR D EHE G U EEEI D, £ ONEEXUIFRICH L TEH L AER
ERZAT2Z Ik, BEELITEEBI M E U TEAMMER 2N EED L
noexE,

(b) when the pharmaceuticals or quasi-pharmaceutical products pertaining to
the application are found to have no value as a pharmaceutical or quasi-
pharmaceutical product as they have harmful effects which outweigh their
efficacy or effects:;

N A XER BT 525G O E N EHES, BRSSO RS & U TR E Y e
b L LTRATHETTEDLILAITHET L L&,

(c) beyond the cases set forth in (a) or (b), when the pharmaceuticals, quasi-
pharmaceutical products or cosmetics fall under the cases specified by
Order of the Ministry of Health, Labour and Welfare as not being
appropriate as a pharmaceutical, quasi-pharmaceutical product or
cosmetic;

MU HFEICER D ER, BRSSP T TED L D TH D L i, £
DY OBIEFTIZ I T 2 BEF T EEE O HEN | BAETTEE S TED H 5
ICHE LTS ERDLNRNE &,

(iv) in cases of pharmaceuticals, quasi-pharmaceutical products or cosmetics
pertaining to the application that are specified by Cabinet Order, when the
methods to control manufacturing or the quality of the item at that
manufacturing facility are not found to comply with the standards specified
by Order of the Ministry of Health, Labour and Welfare.

3 —HOAKRBREZ T LD ETHIT. BEEFBHESTEDDLEZAIZLY, HiFE
ﬁﬁ%ﬁ@ﬁiﬂ%bﬁﬁa %?éﬁ%ﬂ%@{m@ﬁ%ﬂ%(f‘ﬁ LCHFELRTNER G0,
- BIZBWT, UYEHBIRDIEREDNEATBHE S CEOIERGLTHD &

i\é ZEEHT. BAETEHED TED D HEEITHESTINES L, 2o, fBllsne b
@Tﬁfﬂiﬁ%ﬁwo

(3) A person who intends to obtain approval prescribed in paragraph (1) must
make an application by attaching data concerning the results of clinical studies
and other pertinent data to their written applications, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare. In this case,
when the pharmaceutical concerned in such application is specified by Order of
the Ministry of Health, Labour and Welfare, the relevant data must be
collected and compiled in accordance with standards specified by Order of the
Ministry of Health, Labour and Welfare.

4 F-HOKBEOHRFHEIRD ERM, EEEIG IR 2 BN RORNE—H
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(ZHRE T 2 RSB BRI D BT D RS (JFE3K 72 5 [E 3 5L O fth 5 A4 5718
ERTEDLWZEWD, UTRL, ) ZEESUIMEIE LTRESNDI D THD &
XX, FHOKRBEZIT LD ET5FIT,. BEAFBESTEDDLEZAIZLYD, 4
IR HENFRE —HICHE T R ERRFEEICR R I TS Z & ik T 2 FHiH
ZHOTHHEOBEICLI VBT TL2H0E SNTZERO—HIZRZ D LN TE D,

(4) When the pharmaceuticals, quasi-pharmaceutical products or cosmetics
pertaining to the application for approval prescribed in paragraph (1) are
produced using materials or substances of active ingredients, etc. listed in the
drug master file provided in Article 80-6, paragraph (1) (referring to active
ingredients for pharmaceuticals and other substances specified by Order of the
Ministry of Health, Labour and Welfare; hereinafter the same applies), a
person who intends to receive approval prescribed in paragraph (1) may
replace part of the document to be attached thereto pursuant to the provisions
of the preceding paragraph with another document that certifies that such
active ingredients, etc. are registered in the drug master file provided in
paragraph (1) of the same Article, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.

5 HHF-BOREICLDHEEICE VT, Uik B IR 2 HFENAE K O =l
BICHET 2ERNCES X UM BONE., ALK TS ibl&ﬁﬁénﬂﬁ (BEIZ
ZORXTFEFNFO_OEBEEZ LT WD E & DSy L HED

e, IREOR—MEICET I HEL G, ) 21T %@kﬂ“éo ;@%QL:&I/\T\

B2 :'? HORHEZBICHET 2RATEET CTEDLIEHRLTHDL XX, oML

W, M IR D E R RHEEZBEOHEIZHEHE T 2008 9 IO W ToOERIZED

A NI FEHOFAEZITO D & T 5,

(5) In the examination under paragraph (2), item (iii), the quality, efficacy and

\

safety of the relevant items are to be investigated (including investigation of
the equivalence of components and quantities, directions, dosages, efficacy,
effects, etc. to those of the items which have already been approved as
prescribed in this Article or Article 19-2) based on the details of the application
for the relevant items and the document provided in the first sentence of
paragraph (3). In this case if the relevant items are pharmaceuticals specified
by Order of the Ministry of Health, Labour and Welfare provided in the second
sentence of the same paragraph, a document-based or on-site investigation is to
be provided in advance in order to examine whether or not the documents
relating to the relevant items comply with the provisions of the second
sentence of the same paragraph.

6 FHHOABREZITLI) ETHHENIFRHEOKREZIT-HIL, TOEKBIEKRDHIE
S EFEEAS RN CTED D LD TH D & XX, TOYORERTIZE
D RLEE XM EE B O FIENE _HFEN S ICHET DEAT#E S TED E)ﬁ
EIZEHAE L TWHDNE I DICONT, BERBEZIT LD 356 & &, ROYLAR
DR E%E = FE2 T ORVWET TED DHMERET 5 2 L, BAEFEREDOERHIC
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& HMENTFER O EZ 2T 2 e b7,

(6) A person who intends to receive approval prescribed in paragraph (1) or who
has already received approval prescribed in the same paragraph must, in cases
where the pharmaceuticals, quasi-pharmaceutical products or cosmetics
relating to the approval are those specified by Cabinet Order, undergo a
document-based or on-site investigation by the Minister of Health, Labour and
Welfare on whether the method to control manufacturing or the quality of the
item at the manufacturing facility complies with the standards specified by
Order of the Ministry of Health, Labour and Welfare provided in paragraph (2),
item (iv) at the time of approval, or in every period of not less than three years
specified by Cabinet Order after obtaining the approval.

7 EATGEREZ, B -HOKRBOHGEIRDEIREMD, MBI ERE S O

R PRI EDORLBEERENERBO LN D TH D L &1L, YZEEMLITHOVTO
B _HE =S OREIC L DFEAUIAEOHEIZ L 2E %, thoBEE MDA L
FEICEIE L TITO) Z LM TE D,

(7) When confirming that the pharmaceuticals in applications for approval
prescribed in paragraph (1) are orphan drugs or other pharmaceuticals which
fulfill particularly high medical needs, the Minister of Health, Labour and
Welfare may prioritize an examination under paragraph (2), item (iii) or an
investigation under the preceding paragraph for these pharmaceuticals over an
examination or investigation for other pharmaceuticals.

8 JEAFVHKEIL., FHHOKBEORBENHOTLLEITBW T, HFEICR D EIEM,
= SIS S NE L DS, BEIC Z ORITHE GO —oKAREHE 2 6TV 5 EHK
iy EFEESN G SUIAERES & ARGy, R A & e, DIRFERP LN
Hipn X3, RBEOARIZOWVWT, o U, EKE - KA FESOERLZ
MR HIEZR B 70,

(8) In cases where the Minister of Health, Labour and Welfare receives an
application for approval prescribed in paragraph (1), and finds that
pharmaceuticals, quasi-pharmaceutical products or cosmetics pertaining to the
application are obviously different from those of pharmaceuticals, quasi-
pharmaceutical products or cosmetics which have been already approved
subject to this Article or Article 19-2 in terms of active, components quantity,
dosage, administration, efficacy, etc., the Minister of Health, Labour and
Welfare must hear the opinions of the Pharmaceutical Affairs and Food
Sanitation Council in advance regarding whether the approval prescribed in
the same paragraph should be given.

9 FH-HOAREZZTZHFIT, %M BICOWTARINEFEHO - HE2EHELLD
LT D LE (4 %"—Zﬁbﬁrﬁzﬁ@]é TEODLIBMBRERTH D L &2, ) &,
ZOEFIZOWTEAEFEHREOAZ ZZ T RITUIR B 720, ZO%EITE W T
B _ENOAIEE CORELZEMNT 5,

(9) When a person who has received approval prescribed in paragraph (1) wishes
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to make a minor change to approved items (excluding cases where such change
is a minor change specified by Order of the Ministry of Health, Labour and
Welfare), they must receive approval for such minor change from the Minister
of Health, Labour and Welfare. In this case the provisions of paragraph (2)
through the preceding paragraph apply mutatis mutandis.

10 F—HOKREZITZHEIZ, AIEOEAETEE S TED DBMAREEIZONT,
JEAEGBERTEDD L ALY, BEFBRKEICEZOE X mITHRTIXR 2R
VY,

(10) A person who has received approval prescribed in paragraph (1) must notify
the Minister of Health, Labour and Welfare of such minor change specified by
Order of the Ministry of Health, Labour and Welfare prescribed in the
preceding paragraph, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.

11 HFH—HEROELHOKROHGE (BHTEDDLbDOEERS, ) (X, #ELRH L
TITH2bDET 5,

(11) The applications for approval prescribed in paragraph (1) and paragraph (9)
(excluding those specified by Cabinet Order) are to be provided through the
PMDA.

(B I L 2 I AL A O FE i)
(PMDA Examination on Pharmaceuticals, Quasi-Pharmaceutical Products or
Cosmetics)

Lo JEAIGEREIL, Wi, EELS (o8OIl ns Zen
HEE SN TWDEHDEERS, LFZOFRICBWTHLE, ) . EEHIAG (FES5E3Y
DIZDIER SN ERANEENTND HDOERLS, T ZOLRICZEBWTIH
o ) XUHEHES D 9 BEAS TED D b DIZONTORIGKDKRBO 120 OFEE N
FSRFHLHEKLOHEAE (IO DOHELXFRFBILHEIZBWTENT 56251, )
OREIC LA (LT TEEHEEEE] LWVWIH, ) ZITLELIENTE D,

Article 14-2 (1) The Minister of Health, Labour and Welfare may have the
PMDA conduct an examination for approval prescribed in the preceding Article
with regard to pharmaceuticals (excluding those intended exclusively for use
on animals; hereinafter the same applies in this Article), quasi-pharmaceutical
products (excluding those intended exclusively for use on animals; hereinafter
the same applies in this Article) or cosmetics specified by Cabinet Order, and
investigation under paragraph (5) and paragraph (6) of the same Article
(including cases where such provisions are applied mutatis mutandis pursuant
to the provisions of paragraph (9) of the same Article) (hereinafter referred to
as "examinations on pharmaceuticals, quasi-pharmaceutical products or
cosmetics").

2 JEAGEREIZ, ATEOBUEIC L EEICERLFEEESLITOED & E1E S
ERLEFEELELITDRVLO LTS, ZOHAICEBWT, BEASBRKEIL, BiZkD
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L2 TR b0,

(2) When the Minister of Health, Labour and Welfare has the PMDA conduct
examinations on pharmaceuticals, quasi-pharmaceutical products or cosmetics
pursuant to the provisions of the preceding paragraph, the Minister of Health,
Labour and Welfare is not to conduct the examinations on pharmaceuticals,
quasi-pharmaceutical products or cosmetics. In this case, if the Minister of
Health, Labour and Welfare grants the approval prescribed in the preceding
Article, the Minister of Health, Labour and Welfare must consider the results
of the examinations on pharmaceuticals, quasi-pharmaceutical products or
cosmetics notified by the PMDA pursuant to the provisions of paragraph (5).

3 FBAGEKENFE -HOBEIZ LD EEICEENERESELITOE22 LIz,
L, FHEHOBE TED D EHM, EHES G UIEHER I DWW THIGR O KGR O H &7
FXTFEGEEANE (REFEILHEIZBWTERT 2568453, ) OMEDRGHE L.
BEREDMT O BEIRMEFEEE LT T RITIT R 67220,

(3) When the Minister of Health, Labour and Welfare decides to have the PMDA
conduct examinations on pharmaceuticals, quasi-pharmaceutical products or
cosmetics pursuant to the provisions of paragraph (1), an applicant for the
approval prescribed in the preceding Article, or an applicant for the
investigation prescribed in paragraph (6) of the same Article (including cases
where applied mutatis mutandis pursuant to the provisions of paragraph (9) of
the same Article) for the pharmaceuticals, quasi-pharmaceutical products or
cosmetics specified by Cabinet Order prescribed in paragraph (1) must undergo
examinations on pharmaceuticals, quasi-pharmaceutical products or cosmetics
conducted by the PMDA.

4 BAEGERENSE -HOBEIZ L VEEICEELZITOEL 2 L L L EIE, FHE
DBETRED D EIEM, EIHEI G I EFERIZ OV TORIRE HEOBIEIZ L 5 )E
HELEDET2EIE. FEOHETEIZO»D LT, BMEIZEITH R TR 57280,

(4) When the Minister of Health, Labour and Welfare decides to have the PMDA
provide an examination pursuant to the provisions of paragraph (1), a person
who intends to make a notification under paragraph (10) of the preceding
Article for the pharmaceuticals, quasi-pharmaceutical products or cosmetics
specified by Cabinet Order prescribed in paragraph (1) must, notwithstanding
the provisions of paragraph (10) of the preceding Article, must make a
notification to the PMDA thereof.

5 ML, EEMFEAFELITOLLEE, IAMEOBREIC L oM a2 LT & &
L B UHEELEEEEOM L TEHORNEELETEHES TEDD &
ZAIZE D EAGBREIZE LR TIIER 570,

(5) The PMDA must, when conducting examinations on pharmaceuticals, quasi-
pharmaceutical products or cosmetics, or accepting the notification under the
preceding paragraph, notify the Minister of Health, Labour and Welfare of the
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results of the examinations on pharmaceuticals, quasi-pharmaceutical products
or cosmetics or the status of such notification without delay, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare.

6 T O EEMEFRAFIHRLLy (BEMEFEFOMRLR, ) XIZD
AMEZBIZTONTIX, BEAFEHREICH L T, FEFRKE2T 208 TED, 2056
IZHRWT, EATBREIT, ITERARFEEES ~+HEE _HEAOE =H, EL+A
R —HEKOEE I, R QNS HILESE HOME DRI SV TR,
Bt D LRRATEUT & 729,

(6) Any person who is dissatisfied with a disposition pertaining to an
examination on pharmaceuticals, quasi-pharmaceutical products or cosmetics
conducted by the PMDA (excluding the results of examinations on
pharmaceuticals, quasi-pharmaceutical products or cosmetics) or inaction
thereby may file a request for examination to the Minister of Health, Labour
and Welfare. In this case, the Minister of Health, Labour and Welfare is
regarded as a higher administrative agency in applying the provisions of
Article 25, paragraphs (2) and (3), Article 46, paragraphs (1) and (2), Article 47,
and Article 49, paragraph (3) of the Administrative Complaint Review Act.

(R 711 7K FE)

(Special Approval)

FHUEO= FHUKOKBORHBEENERTEL L XL S & 200, ROKZDON
THICHZY T HERENE L THATED DO THHGEITIL, EATBHKREIT,
RS W, HHE, FEARELOVENEHOBREIC» D LT, HE - RnEERES
DEREZENT, ZOMBIRLIFEFROEKRE LRI DH LN TE D,

Article 14-3 (1) If an item that an applicant for approval prescribed in Article 14
intends to market falls under both of the following items as pharmaceuticals
specified by Cabinet Order, the Minister of Health, Labour and Welfare may,
notwithstanding of the provisions of paragraphs (2), (5), (6) and (8) of the same
Article, grant approval for such item prescribed in the same Article after
obtaining opinions from the Pharmaceutical Affairs and Food Sanitation
Council:

— EROAMEOMEEICERREEL 52582006 DIP O F AJEZ Ot o
R FEDOILRZBIIET 27 DBRAIHEHN SN D Z ERMBEREELTHY . 22D,
MRZEIES O LM S 22 FIER RN &

(i) pharmaceuticals for any urgent needs in the prevention of the spread of
disease or other health hazards that may pose serious effects on lives and
health of the general public, and for which no proper method is available
other than the use of such pharmaceuticals;

= oML, AE (BFELOME, AL NLEEZHIRT 2 ETARRE
[F5E DK B 5 L7880 B 2 EFE S DO BE IR TE O AR OB E X Z AV E T 5
FEEZALTVWDHEHELTEATEDDLBDICIRD, ) ITBW\WT, BEL, &5,
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XFMREHE L I3RS OB TR L, &L IEBAIT2 2 BB O LTV E
FmThdI L,
(ii) with respect to use, pharmaceuticals that are authorized to be sold,
provided, or stored or displayed for the purpose of sale or provision thereof in
a foreign country (limited to countries specified by Cabinet Order as those
having a marketing approval system or other systems recognized as being of
an equivalent level to that of Japan in terms of quality, efficacy, and safety
to be secured for the pharmaceuticals).
2 JEAGHEREIL, R EOE O AEIIIERZPIET 5720 0BR8N H 5 &
HHE T, BIEHOBREICL Y B WUROEKREZITH TR LT, UKRITRD
fEICOWT, YL BOEMICL b DL RbIDEHR, BMEIFCOREZE
EFBREICHET D2 L EDMOB BT TCEDLIHELHTOIRGERTHZLENT
ERAR
(2) If the Minister of Health, Labour and Welfare finds it necessary for the
purpose of preventing the occurrence or spread of a hazard in health and
hygiene, the Minister of Health, Labour and Welfare may have a person who
has received approval prescribed in Article 14 pursuant to the provisions of the
preceding paragraph submit reports to the Minister of Health, Labour and
Welfare of the occurrence of any disease, disability or death suspected to be

caused by the use of such item or take other measures specified by Cabinet
Order.

CET = FE i %5 D FR A

(Reexamination for New Pharmaceuticals)

FIUEDON ROFBICBIFAERLICOXEFNELORREZIT-H 1L, YKEK
EZ DN T, YA FICEDDHIRMNICHGE LT, BAETBRKEOBEELZZ TR
L7 B0,

Article 14-4 (1) A person who has received approval prescribed in Article 14 for
the pharmaceuticals set forth in the following items must apply within the
period specified in each for the pharmaceuticals concerned for reexamination
by the Minister of Health, Labour and Welfare:

— BRI FHNEXITEFNLEFO ZOKRE G2 b TWDEIEM &GRS, /5,
ME. &, e, DIREP ONCRR DERS & U TRATE RE D E DR
DEFE R LIZd D (LT DREFES] Evwo, ) WICHIT2HIHE (LLFZ 0%
BT TFAEHIM) v, ) ZRELZZANOERELT=HURNOHME K5I
BT THREEHIFE] &), )

(i) pharmaceuticals instructed by the Minister of Health, Labour and Welfare
upon approval as those that have active components, quantities, directions,
dosage, efficacy and effects, etc. which are obviously different from those of
pharmaceuticals which have already been approved pursuant to the
provisions of Article 14 or Article 19-2 (hereinafter referred to as "new
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pharmaceuticals"): a period within three months starting from the day on

which any period set forth as follows (hereinafter referred to as the

"investigation period" in this Article) has elapsed (hereinafter referred to as

the "application period" in the following item):

A AP BIEHEE S OMBEALTEE ST TED DEHS & U TEATERE K
FRBWEEFESOBRREZEWCTEET 2 HDICHONWTIE, ZOEBOH D=
A% ANEZ 2 2B RWEEFHNIZ W CTREATEREORE T 5 HiIH

(a) a period designated by the Minister of Health, Labour and Welfare of at
least six years and not exceeding ten years from the date of the approval
for orphan drugs or others specified by Order of the Ministry of Health,
Labour and Welfare which the Minister of Health, Labour and Welfare
designates after seeking the opinions of the Pharmaceutical Affairs and
Food Sanitation Council;

7 BRI UL IIFHE+NEO ZOKRE 5 2 5TV 5 EHE G & Ee 3T e 5
DHPHGNTER HEIESNS (BT 2EERLEZRS, ) £ OMEATBE S
TEDLEHEME L TEATHRENES - BAHAEAFESORBRRLLIENTHE
T5HDITONTIEL, EOEFEDH DT A% ANFITHG T2 722 W ELFANIC I W TEA
T RKE DR ET 5 WM

(b) a period designated by the Minister of Health, Labour and Welfare not
exceeding six years from the date of approval for the pharmaceuticals for
which only the efficacy and effects clearly differ from those of
pharmaceuticals which have already been approved pursuant to Article 14
or Article 19-2 (excluding pharmaceuticals set forth in (a)) or others
specified by Order of the Ministry of Health, Labour and Welfare which the
Minister of Health, Labour and Welfare designates after seeking the
opinions of the Pharmaceutical Affairs and Food Sanitation Council;

N AT T L EELUANADEIEGIZOWNTIL, £OEEOHO7 HHEANE

(c) six years after the date of approval with regard to pharmaceuticals other
than those set forth in (a) or (b);

=OFTEIES CYROHEIRAIC O E UL XILFHE FILEDO ZORE O H o7 A%

EHIM REOHEIC L DIEE T & EiX, %@@E?&@ﬁ;ﬁfﬁ) Zoifkas LT

WL bDERLS, ) EADD. mE. HiE. &, e hR%E — A2 AT

HEROLNDLEHEM & L“CFE#J@U(%Z’P%@%?B@ R LT ?60) HERLHTIE

FEATAR D HEE I (RIEOBEIC X 2MEBR LR S fTTh e L ik, TOIE

RZEOHIMICESWTED b o HEEHIRH) I268T 5 L 5 ICEAT@RE SR

4% MM

(ii) pharmaceuticals instructed by the Minister of Health, Labour and Welfare
upon approval as those that comprise an equivalence to new pharmaceuticals

(excluding those whose investigation period (or the extended period when the

investigation period is extended pursuant to the provisions of the following

paragraph) has passed from the date of approval for such new
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3

4

5

pharmaceuticals prescribed in Article 14 or Article 19-2) in terms of the
active components and quantities, directions and dosage, efficacy and effects,
etc.: a period instructed by the Minister of Health, Labour and Welfare which
corresponds to the application period for the new pharmaceuticals (when the
investigation period is extended pursuant to the provisions of the same
paragraph, the application period specified on the basis of the investigation
period after the extension).
JEATEREIT, FERMOFEEZEIEICITOTLORIILERND L EROLH L &
X, HEE - ANEEFEBESOBE AN T, u}%ﬁ%ﬁ&ﬁé’\ T DIEKBD H o7 A%+
BB OVHEANICBWTIET D Z LN TE 5,

(2) The Minister of Health, Labour and Welfare may, when finding it especially

necessary to provide proper reexaminations of new pharmaceuticals, extend
the investigation period to a period not exceeding 10 years from the date of
approval after hearing the opinion of the Pharmaceutical Affairs and Food
Sanitation Council.
JEAGHBREDOHFESIL., HEAEZITIRIIHGONTVIHMAICESE, F—HA
T D EELDFEFUEE —HE -5 A POANAETONTAICHEZES LN &
EWERTHILITEVITH,

(3) The Minister of Health, Labour and Welfare reexamines, based on findings

having obtained by the time of reexamination, by confirming that the
pharmaceuticals set forth in each item of paragraph (1) do not fall under any of
the provisions of Article 14, paragraph (2), item (iii), (a) to (c).

FE—HOHFEIL, HFFFEICE OEIEM ORI T 2 &6 OMEA£ 57 #E 5
TEODIERIEIRM LT LTI R ER, ZOLAICBWT, YEZHEITRLIE
WRNEETBHE T TEDLEHRMTH D & &1L, YHERT, EATHESTED
é%ﬁ_%OTmﬁén\#O\WWént%®fﬁinik%@wo

(4) The application prescribed in paragraph (1) must be provided by attaching

documents concerning the results of usage of pharmaceuticals and other
documents specified by Order of the Ministry of Health, Labour and Welfare to
the written application. In this case, if pharmaceuticals pertaining to the
application are those specified by Order of the Ministry of Health, Labour and
Welfare, those documents must have been collected and produced in accordance
with the standards specified by Order of the Ministry of Health, Labour and
Welfare.

FHOREIL X DRI TIE, H—HA /T 2 EELITERD HFERNE KL
OFTHEATERICHLE T 5 i%‘?ldr CEOT YUREEKLOME, AL OLZENEICET S
AEEZITHI>BDET D, ZOHRITHBWT, H-HAFI2E8IT 2 EELDPATHEZEIC
HETHEAFBMEDS TCEDHIERERLTHD EXT, Do, BKEHEMLITHED
R RIS BEOBUEICHE AT 2208 9 NI DWW TOFMIC X DA T FEHOFRA
EZTobD LT 2,

(5) When making the confirmation under paragraph (3), the quality, efficacy and

38



safety of the pharmaceuticals set forth in the items of paragraph (1) are to be
investigated based on the details of the application for the relevant
pharmaceuticals and the documents provided in the first sentence of the
preceding paragraph. In this case, if the pharmaceutical set forth in the items
of paragraph (1) is a pharmaceutical specified by Order of the Ministry of
Health, Labour and Welfare provided in the second sentence of the same
paragraph, a document-based or on-site investigation is to be provided in
advance in order to examine whether or not the documents relating to the
relevant pharmaceutical comply with the provisions of the second sentence of
the same paragraph.

6 FHAFIBTLIEEMIOEZHEFNMEZORRBELZTZEIL. BAETHE S TE
DHEZAITEY ., YREREELOMEHORAEICET 2 HEZE OMEATEHE T TED
DMEZATV. T ORREZEATBREIEHRE LR TNIERB 20,

(6) A person who has obtained approval prescribed in Article 14 for
pharmaceuticals set forth in each item of paragraph (1) must conduct
investigations on the results of usage and other investigations specified by
Order of the Ministry of Health, Labour and Welfare, and report to the
Minister of Health, Labour and Welfare on the results of such surveys,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

7 EWNEBBEICHET EATEE DT TEDLEEMICHOEHFEELZ T HREH,
[FIEBRBRICHET 2 EROIER L IIMEROEZFELZ T BTN DXKEFR L
IFMEEIX, BB R <, YEERONESUIMERIZE L2 ORE R v 1572 A
OWEZRTDO LTI LR, ZNHDOETHOHIZONTH, FAFEET S,

(7) A person who should undergo reexamination for pharmaceuticals specified by
Order of the Ministry of Health, Labour and Welfare provided in the second
sentence of paragraph (4), a person who has been entrusted to collect or
prepare the documents provided in the second sentence of the same paragraph,
or their officers or employees must not disclose any personal information
acquired in the course of duties regarding collecting and preparing the
documents without legitimate grounds. The same also applies to those who

used to be the abovementioned persons.

(HEH)
(Application, Mutatis Mutandis)

FHrUEoR EES (ESEBPODIENIND ZERENE STV D D AR
o UFZORICBWTRFL, ) ®9BLEATEDD HDIZONTORIZE —HOH
i FIRFE _HOBUEIZ L 2R L OFRRFELEOHEICLDMEIZ OV, F+
PHEes +— A O HNSEo — GENEZRS, ) OREXENT 5, Z05LEICE
WT, SERREMFRE AT, B TED D,

Article 14-5 (1) The provisions of Article 14, paragraph (11) and Article 14-2
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(excluding paragraph (4)) applies mutatis mutandis to applications prescribed
in paragraph (1) of the preceding Article, confirmation under paragraph (3) of
the same Article, and investigation under paragraph (5) of the same Article for
pharmaceuticals (excluding those intended exclusively for use on animals;
hereinafter the same applies in this Article) specified by Cabinet Order. In this
case, any other necessary technical replacement of terms will be specified by
Cabinet Order.

2 HIEICBWTHEMTLEHUEDO ZH—HOBEI L 0 EBBICHTIZRE =ZHOBREIC
LOMEREITOE L2 &L Lt &iE, AEHICBWTHENT2EHUED H—HD
HACEDDERMZOWTORIGZHEANHOHEIZL S WMELZ L LS L7581, [
HOBEIZHDD LT, BEBICHE LR TR, ZOHEIZB W T, HED
BERELZ T EX, EETEHESTEDD LI AICEY, BEEFBHREIZEZD
A L2 IR 60,

(2) When the confirmation under paragraph (3) of the preceding Article is to be
performed by the PMDA pursuant to the provisions of Article 14-2, paragraph
(1), as applied mutatis mutandis pursuant to the preceding paragraph, a
person who intends to make a report under paragraph (6) of the preceding
Article regarding the pharmaceuticals specified by Cabinet Order prescribed in
Article 14-2, paragraph (1), as applied mutatis mutandis pursuant to the
preceding paragraph, must report to the PMDA thereof notwithstanding the
provisions of paragraph (6) of the preceding Article. In this case, when the
PMDA receives such report, it must notify the Minister of Health, Labour and
Welfare thereof, pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare.

([ 38 &t O P 7FAM)
(Reevaluation of Pharmaceuticals)

FHMUEONR FHUEOERRBEZIT TWHE L, BAEFERENIES - B 0FE AR
ZORERZBENCERGLOFEMHAZEE L CTHiMI 22T o XEFL AR L & &I,
Z DIEISR D EHKMIZHONWT, BAEFBHREOFZ T 2R 67220,

Article 14-6 (1) When the Minister of Health, Labour and Welfare designates
ranges of pharmaceuticals to be reevaluated upon hearing the opinion of the
Pharmaceutical Affairs and Food Sanitation Council and this is made public,
persons who have received approval prescribed in Article 14 must undergo
reevaluations of the designated pharmaceuticals by the Minister of Health,
Labour and Welfare.

2 JEAIHEREOFFMIL., FHhAZTT O BRICEON TV DL EAICE S, AiEOE
EIARDEHSEDPHEFHURE _HE=FANONETONTIUCHEYE LN L
MERT 22 LICL VT,

(2) The Minister of Health, Labour and Welfare reevaluates, based on findings
having obtained by the time of reevaluation, by confirming that the
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pharmaceuticals pertaining to the designation prescribed in the preceding
paragraph do not fall under any of the provisions of Article 14, paragraph (2),
item (iii), (a) to (c).

3 H—HOARE, Bz 3T 5 XEEFENRET &SGR RO O HIR 2 0
TobD LT 5,

(3) The public notification prescribed in paragraph (1) is to be accompanied by
notification of the documents to be submitted by the person who undergoes the
reevaluation, and the deadline for the submission of such documents.

4 FHOBEIURLEEGPNEETBHETTEDLEXKMTH D & &1d, Filiiz
2T o NEENRET BN, BEATEE S TED L EEITESD TINES L, 22,
ER SN b D TRITHIT R B0,

(4) When the pharmaceuticals pertaining to the designation prescribed in
paragraph (1) are those specified by Order of the Ministry of Health, Labour
and Welfare, the document submitted by the person undergoing reevaluation
must be collected and compiled in accordance with standards specified by
Order of the Ministry of Health, Labour and Welfare.

5 HB_HOBUEIZLDMERIZBWTL, FiHli 2% 1T 2 XS ENRIHT 2EBHIHES
&, B HOBEIRDEELOME, AL L EMEICET HEZITO bl
T2, ZOHBEITENT, FHEOEEITR D EHMPATRICRES 2 /Z L7845 T
EDDEHNTHD EEIE, HON LD, YZEIENITR DGR FHEOBE IS E A
FTHMEINZONTOEmMI L HFAEUNIFEHOFELITO LD LT 5,

(5) When making the confirmation under paragraph (2), the quality, efficacy and
safety of the pharmaceuticals pertaining to the designation prescribed in
paragraph (1) are to be investigated based on the data submitted by the person
undergoing the reevaluation. In this case, when the pharmaceuticals
pertaining to the designation prescribed in paragraph (1) are those specified by
Order of the Ministry of Health, Labour and Welfare provided in the preceding
paragraph, a document-based or on-site investigation is to be performed in
advance to determine if the data for the pharmaceutical concerned complies
with the provisions of the preceding paragraph.

6 FBUHICHET DEATBME T TEDDLEELICHOETHMEL X T 5 X&H, [FHE
ICHET 2ERIOIES L IFERDOEFEEZ XTI/ XTI 2N 6 0% B4 L < ITEE
T, BN, HEERONEIIIERIZE L O L0 5 7- NORE %
WOLTERLRY, TRNHDOFTHOZHFIZONTEH, FkE T 5,

(6) Persons who should undergo reevaluations for pharmaceuticals specified by
Order of the Ministry of Health, Labour and Welfare provided in paragraph (4),
persons who have been entrusted to collect or prepare the documents provided
in the same paragraph, or their officers or employees must not disclose any
personal information acquired in the course of duties regarding collecting and
preparing the documents without legitimate grounds The same applies to those
who used to be the abovementioned persons.
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(HEHD)
(Application, Mutatis Mutandis)

FrlUEot EEL (FEOEMOLDIHERINDZERENE SN TND D EER
<o UFZDRIZBWTHL, ) OO HBBATEDD S DITOWNTORIERF “HOF
BN X DR L OFRIFEHHEOKHEIZ L H2FEICONTE, FHUEO S (FUHEE
<, ) OMEEMERTE, ZOHAITBOWT, LELRENNGEZ X, e TED
Do

Article 14-7 (1) The provisions of Article 14-2 (excluding paragraph (4)) apply
mutatis mutandis to the confirmation under paragraph (2) of the preceding
Article and the investigation under paragraph (5) of the same Article for
pharmaceuticals specified by Cabinet Order (excluding those intended
exclusively for use on animals; hereinafter the same applies in this Article). In
this case, any other necessary technical replacement of terms is to be specified
by Cabinet Order.

2 HIEICBWTHERTLEHUEO ZH—HOBEID L D EEICHTIZRE HOBEIC
L OMERETOEDL L & Lc e &, ATEICBWTHERT2H+UED 5 —HD
BA CTED DEEMCOVWTORIFHENEOBEIC L 2ERORHE L LS LT5F
. AEOKEZ D 6T, BEICIRE L2 s 2,

(2) When the confirmation under paragraph (2) of the preceding Article is to be
performed by the PMDA pursuant to the provisions of Article 14-2, paragraph
(1), as applied mutatis mutandis pursuant to the preceding paragraph, a

person who intends to submit the documents pursuant to the provisions of
paragraph (4) of the preceding Article regarding the pharmaceuticals specified
by Cabinet Order prescribed in Article 14-2, paragraph (1), as applied mutatis
mutandis pursuant to the preceding paragraph, must submit such documents
to the PMDA notwithstanding the provisions of the same paragraph.

(i)
(Succession)

FEHUEON FEHNEOKREZZTE LU ZORICEWNT TEELFAZIIG
FHl LW, ) IZOWTHRE. A XITnE (A% BICRDELTBE T TED D
TR EOEH (LT ZoRICENT MEEmBICRLIERE] LW, ) ZAMKSHE
LHDITRD, ) Bbo7c & xiE, AN FERAR AU EHDH5GEITBNT, £
DEREOFREIC LV Yz EE L ERRBIIGE O AL 2 AT NS AL RE L L
XX, 20FE) | ARG RT DEASE L AXEIHT L VRS LIsiE A Lo EINC &
D % B ITHR D ERHE & Ak L 7oiE NI, YRR S S S AR GRS 3 D M A& 7k
Do

Article 14-8 (1) When inheritance, a merger or a split occurs for a person who
has received approval prescribed in Article 14 ((hereinafter referred to as

"person receiving approval for pharmaceuticals, quasi-pharmaceutical products
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or cosmetics" in this Article) (limited to those succeeding to documents and
information specified by Order of the Ministry of Health, Labour and Welfare
pertaining to such items (hereinafter referred to as "documents for the items"
in this Article)), an heir (or a selected person in cases where there are two or
more heirs and one particular heir has been selected as the successor to the
status of the person receiving approval for pharmaceuticals, quasi-
pharmaceutical products or cosmetics by consent of all the heirs), a corporation
surviving a merger, a corporation established by a merger, or a corporation
succeeding to such documents for the items by a split will succeed to the status
of the person receiving approval for pharmaceuticals, quasi-pharmaceutical
products or cosmetics.

2 [EHESNEAGEBUGH N E O A AR S E D BRI TYRZ B IR D E RS ORERE L
Z Llo & &, B NIEL S EEL SSRGS O Mifr 2 &Kk 5,

(2) When a person receiving approval for pharmaceuticals, quasi-pharmaceutical
products or cosmetics transfers documents for the items in order to succeed to
the status of a person receiving approval for pharmaceuticals, the transferee
will succeed to the status of the person receiving approval for pharmaceuticals,
quasi-pharmaceutical products or cosmetics.

3 AT ZHHOBUEIZ LV EHEA ARG HE O AL A2 4&fk L7 F 1L, 0L aIcdH o
TR EN 2 <. MU OLEICH O TITEMANS, BAETBHESTEDD &
ZAHIZEY ., BEAFBREICZDOEZETHRT TR 5220,

(3) A person who has succeeded to the status of a person receiving approval for
pharmaceuticals, quasi-pharmaceutical products or cosmetics pursuant to the
provisions of preceding two paragraphs must notify the Minister of Health,
Labour and Welfare thereof without delay after the inheritance in cases of
inheritance, or prior to succession in cases other than inheritance, pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare.

(R 72 D Ji )
(Notifications of Marketing)

BRI EREA, EREA G OIS O RLEARFEEE 1T, B HIUSRE —HICH
BT D EIES, EIEA G ORE S DA O R G IR AN 5 SO TR & o & Ak
ELLoEToHEEE, oL, MAIZTEIC, BETEHESTEDD LA
F0. BAGBREIZZDOEZEITHZRTIER bR,

Article 14-9 (1) A holder of marketing authorization for pharmaceuticals, quasi-
pharmaceutical products or cosmetics must, when intending to market
pharmaceuticals, quasi-pharmaceutical products or cosmetics other than those
provided in Article 14, paragraph (1), notify the Minister of Health, Labour and
Welfare thereof for each such item in advance, pursuant to the provisions of
Order of the Ministry of Health, Labour and Welfare.

2 BEFEG, EFEESG ORGSR O BUERGEER 1L, BTEOBEIC LV a7
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AEAE L L EE, ZFHURNIC, BEAGBREICZDOEZEITHRTIERER0,

(2) A holder of marketing authorization for pharmaceuticals, quasi-
pharmaceutical products or cosmetics must, when changing the particulars
notified pursuant to the provisions of the preceding paragraph, notify the
Ministry of Health, Labour and Welfare thereof within 30 days.

(KA (2 X 2 BUE IR 52 O i H D 52 BE)
(PMDA's Acceptance of Notifications for Marketing)

FHMUEO+ BEAEFBRENEHNUEO FH-HOBEICL VEEBICEEZITOED
bl Eix, EESE (EoEPOLOIERINDG ZENRHMNE SR TS
DEFRLS, ) . EIEESAS (HEoBYODIEHINLZERENEINTVD D
DEFRLS, ) XIHMEHEFHD 9 LEASTED D HDIZOWVWTORIGOMREIC L DmH%E
L&D &3 2&FIF. REKOBECHIPDOOLT, BATBHETTEDDLEZAITLD,
BEME L2 U 72 T Ui 22 B e,

Article 14-10 (1) When the Minister of Health, Labour and Welfare decides to
have the PMDA conduct examination pursuant to the provisions of Article 14-2,
paragraph (1), a person who intends to give notification under preceding
Article regarding pharmaceuticals (excluding those intended exclusively for
use on animals), quasi-pharmaceutical products (excluding those intended
exclusively for use on animals), or cosmetics specified by Cabinet Order must
notify the PMDA thereof notwithstanding the provisions of the same Article,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

2 ML, BIEOBREBICL2BMEESE LI X, BEAFBES TEDD E A
ib\EE%@kEu%®a%@ﬂLﬁTMiﬁ%&mo

(2) The PMDA must, when accepting the notification under the preceding
paragraph, notify the Minister of Health, Labour and Welfare thereof,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

BHAL HIFR
Article 15 Deleted

B+ HIBR
Article 16 Deleted

(EHE G FER ARG R B FEORE)
(Appointment of Marketing Directors of Pharmaceuticals, Quasi-
Pharmaceutical Products or Cosmetics)
Bt EIEM, EERHANG MRS O RNEREEFR X, BETEE S TED D &
TAIZKD | B, ERES L X iﬂj*fiuu@uﬁnﬁ’?éﬁ&UiLE&J % RE AT
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biEs7-wic, EENORIERFBESICH D TIFEAIM A2, EIELA 5 XIATALHE L O
%Jﬁ,ﬁﬁm%%‘ OO TITIRATBE T TED L HHUE| _Eﬁéﬁ“é%% ZALEILE DR
X670, 7272 L, 20 ME S L O RIERTEH% 220 BB U SN 2 23
cE L/fcﬁl/‘%)@ & LTRGBS S TED D EIHEM _Ob\'(@%k%@@ﬁéﬁﬁﬁ%ﬁ'é%
IZBWTIE, BAETBESTEDDL L ZAICLD, HAMMUANOENE > T
JJGZZD ZENTE D,

Article 17 (1) A holder of marketing authorization for pharmaceuticals, quasi-
pharmaceutical products or cosmetics must appoint a pharmacist at a holder of
marketing authorization for pharmaceuticals, or a person meeting the
standards specified by Order of the Ministry of Health, Labour and Welfare at
a holder of marketing authorization for quasi-pharmaceutical products or
cosmetics, respectively, in order to have them provide quality control and post-
marketing safety control for pharmaceuticals, quasi-pharmaceutical products
or cosmetics, pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare; provided, however, that when marketing only
pharmaceuticals that do not require a pharmacist for the quality control and
post-marketing safety control specified by Order of the Ministry of Health,
Labour and Welfare, a professional other than a pharmacist may be
substituted, pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare.

2 AHEHOBREIC I mEEHELACHERTERLEEER LT OE (LT TEELERE
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(2) Matters that should be observed by a person engaged in quality control and
post-marketing safety control pursuant to the provisions of the preceding
paragraph (hereinafter referred to as "marketing director of pharmaceuticals,
quasi-pharmaceutical products or cosmetics") is to be specified by Order of the
Ministry of Health, Labour and Welfare.
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(3) A manufacturer of pharmaceuticals must, except when the manufacturer is a
pharmacist and manages the manufacturing on site, appoint a pharmacist for
each manufacturing facility to manage the manufacturing of pharmaceuticals
on site; provided, however, that with regard to pharmaceuticals that do not
require a pharmacist for the management of manufacturing, a professional
other than a pharmacist may be substituted, pursuant to the provisions of
Order of the Ministry of Health, Labour and Welfare.

4 FTEOBEIC LY EERMOMEZERTLH (LT TEXELEEHE] Lv
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(4) The provisions of Article 7, paragraph (3) and Article 8, paragraph (1) apply
mutatis mutandis to a person who manages pharmaceuticals pursuant to the
provisions of the preceding paragraph (hereinafter referred to as
"manufacturing supervisor of pharmaceuticals"). In this case, the phrase "the
governor of the prefecture where the place of such pharmacy is located" in
Article 7, paragraph (3) is to be replaced with "the Minister of Health, Labour
and Welfare".

5 EFESML UTEHEMOBIEEF L, EATGEHE T TED D E ALY, EFE
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(5) A manufacturer of quasi-pharmaceutical products or cosmetics must appoint a
technical supervisor for each manufacturing facility in order to have such
technical supervisor manage the manufacturing of quasi-pharmaceutical
products or cosmetics on site, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.

6 AIEOEMEENE (LT TEESSGEFEREENE] Lo, ) o0 TiE HA
RE-HOHELHEMNT D,

(6) The provisions of Article 8, paragraph (1) apply mutatis mutandis to the
technical supervisor prescribed in the preceding paragraph (hereinafter

referred to as "technical supervisor of quasi-pharmaceutical products").

(RSN, BRSSO G K OENE &L o S5 iR 58 335 55 0 BT I %)
(Matters to Be Observed by Holders of Marketing Authorization for
Pharmaceuticals, Quasi-Pharmaceutical Products and Cosmetics)
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Article 18 (1) The Minister of Health, Labour and Welfare may specify methods
of manufacturing control, quality control or post-marketing safety control over
pharmaceuticals, quasi-pharmaceutical products or cosmetics, matters
concerning responsibilities assumed by a marketing director of
pharmaceuticals, quasi-pharmaceutical products or cosmetics; and other
matters to be observed by holders of marketing authorization for
pharmaceuticals, quasi-pharmaceutical products or cosmetics during the course
of practice by Order of the Ministry of Health, Labour and Welfare.

2 EAGEKREZ, BAETBHES T, JERICRIT D EREL OB A O I 71,
[ 3K L BE A B D DA T D 72 D D BLIE S IE E DA = 3K 5 oD Bl 3 SR K g
FHEREEE N ZOEBICH LET T _XREFHELEDDL LN TED,

(2) The Minister of Health, Labour and Welfare may specify methods of tests and
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inspections of pharmaceuticals at manufacturing facilities, matters concerning
assuming responsibilities as manufacturing supervisors of pharmaceuticals;
and other matters to be observed by manufactures of pharmaceuticals and
foreign manufacturers of pharmaceuticals, quasi-pharmaceutical products or
cosmetics by Order of the Ministry of Health, Labour and Welfare.

3 EHE, EFEES G SO RE S O ROEIREREFE 1L, BOERTE R R BITAR D W
DO BEATHETTEDDLbDIZONT, BEFHESTEDDLLEZAIZEY, £
DB Z W IENOWFEIITORINOO D EHEICELTDHENTE S,

(3) Holders of marketing authorization for pharmaceuticals, quasi-
pharmaceutical products or cosmetics may entrust duties pertaining to post-
marketing safety control which are specified by Order of the Ministry of Health,
Labour and Welfare to persons who are capable of properly and reliably

carrying out those duties, pursuant to the provisions of Order of the Ministry
of Health, Labour and Welfare.

(IRBE 1% D i H)
(Notification of Suspension or Discontinuation)
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Article 19 (1) When a holder of marketing authorization for pharmaceuticals,
quasi-pharmaceutical products or cosmetics has discontinued or suspended
business, or resumed business which had been suspended, or when they have
appointed a marketing director of pharmaceuticals, quasi-pharmaceutical
products or cosmetics or have altered matters specified by Order of the
Ministry of Health, Labour and Welfare, they must notify the Minister of
Health, Labour and Welfare thereof within 30 days, pursuant to the provisions
of Order of the Ministry of Health, Labour and Welfare.

2 BEIES. EFERA L SUIARE S DRSS SO E ARG FAERE A 1L £ o RLE
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+HUWNIC, BEFEREIZZDEZRITHZRTIER G220,

(2) When a manufacturer of pharmaceuticals, quasi-pharmaceutical products or
cosmetics, or a foreign manufacturer of pharmaceuticals, quasi-pharmaceutical
products or cosmetics has discontinued or suspended, or a manufacturing
facility which had been suspended, or when they have changed a marketing
supervisor of pharmaceuticals, technical supervisor of quasi-pharmaceutical
products, or other matters specified by Order of the Ministry of Health, Labour
and Welfare, they must notify the Minister of Health, Labour and Welfare
thereof within 30 days, pursuant to the provisions of Order of the Ministry of
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Health, Labour and Welfare.

(H ] s [ 3 0 2 oD LI IR 8 D 7K R
(Marketing Approval for Pharmaceuticals, Quasi-Pharmaceutical Products or
Cosmetics Manufactured in Foreign Countries)
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Article 19-2 (1) When a person engaged in manufacturing, etc. of
pharmaceuticals, quasi-pharmaceutical products or cosmetics in foreign
countries applies to the Minister of Health, Labour and Welfare for
pharmaceuticals, quasi-pharmaceutical products or cosmetics provided in
Article 14, paragraph (1) to be exported to Japan, the Minister of Health,
Labour and Welfare may grant approvals for a holder of marketing
authorization for pharmaceuticals, quasi-pharmaceutical products or cosmetics
appointed by such person pursuant to the provisions of paragraph (3) for each
such item.

2 HEFEED, FL+HHEEFO O E-HOBEICL Y 2O T T2 ARO T T —H
ZIVES L, BHHLO 2O 2B L TWRNWETH D & Zid, AiEOKR
BN EMTED,

(2) In cases of an applicant whose approval has been rescinded in whole or in
part pursuant to the provisions of Article 75-2-2, paragraph (1), and for whom
three years have not yet elapsed from the day of the rescindment, the Minister
of Health, Labour and Welfare may choose not to grant the approval prescribed
in the preceding paragraph.

3 H—HOEKREZITLD LT HIT. AHNITBWTUHAGRITR D EEKML, EHE
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(3) A person who intends to receive approval prescribed in paragraph (1) must
designate a holder of marketing authorization for pharmaceuticals, quasi-
pharmaceutical products or cosmetics (limited to persons who have obtained
marketing license for the application according the criteria for such item) in
order to have the person take measures to prevent the occurrence of a hazard
in health and hygiene caused by the pharmaceuticals, quasi-pharmaceutical
products or cosmetics pertaining to such approval.

4 FHOKREZTE (LT DEREEELEFROVKEIGE] Lo, ) 2
ATTEOBEIC LV BT L7 EH A, BRSSO o ROEREEHR (LT %
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(4) A holder of marketing authorization for pharmaceuticals, quasi-
pharmaceutical products or cosmetics who has been designated pursuant to the
provisions of preceding paragraph (hereinafter referred to as a "designated
holder of marketing authorization for foreign-manufactured pharmaceuticals,
quasi-pharmaceutical products or cosmetics") by the person receiving approval
prescribed in paragraph (1) (hereinafter referred to as a "person with special
approval for foreign-manufactured pharmaceuticals, quasi-pharmaceutical
products or cosmetics") may, notwithstanding the provisions of Article 14,
paragraph (1), market the items pertaining to such approval.

5 HHOKRIZOWTIE, FHUEFE H (B —-Sxk<, ) RKOE=HNLHE+
—HE TCHRIZEFWUSEO —OHELERT 5,

(5) The provisions of Article 14, paragraph (2) (excluding item (i)) and paragraph
(3) to paragraph (11), and Article 14-2 apply mutatis mutandis to the approval
prescribed in paragraph (1).

6 AEEICBWTHERT 2 HEHNEFEILHEOKGRIZOWNTIEL, HHUEHE+—HEOE
+MEO —oBEEZERT 5,

(6) The provisions of Article 14, paragraph (11) and Article 14-2 apply mutatis
mutandis to the approval prescribed in Article 14, paragraph (9), as applied
mutatis mutandis in the preceding paragraph.

(AR ] S = 3 i DG AR 78 3 1T B 2 A D Jm )

(Notification to Alter Designated Holders of Marketing Authorization for
Foreign-Manufactured Pharmaceuticals, Quasi-Pharmaceutical Products or
Cosmetics)

FILRD = HhEROE R RN R ORGSR I, TS [ U [ A R AR oE
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FEREAZE S H 2T TR 5720,

Article 19-3 When a person with special approval for foreign-manufactured
pharmaceuticals, quasi-pharmaceutical products or cosmetics has changed the
designated holder of marketing authorization for foreign-manufactured
pharmaceuticals, quasi-pharmaceutical products or cosmetics, or when there
are changes to the names of the designated holder of marketing authorization
for foreign-manufactured pharmaceuticals, quasi-pharmaceutical products or
cosmetics or other matters specified by Order of the Ministry of Health, Labour
and Welfare, the person with special approval for foreign-manufactured
pharmaceuticals, quasi-pharmaceutical products or cosmetics must notify the
Minister of Health, Labour and Welfare thereof within 30 days.
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(HEH)
(Application, Mutatis Mutandis)
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Article 19-4 The provisions of Article 14-4 to Article 14-8, and Article 18,
paragraph (2) applies mutatis mutandis to persons with special approval for
foreign-manufactured pharmaceuticals, quasi-pharmaceutical products or
cosmetics.

(A [E & 2= 3K 5 O Ry K FR)
(Special Approval for Pharmaceuticals Manufactured in Foreign Countries)
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Article 20 (1) The provisions of the Article 14-3 apply mutatis mutandis to cases
where items that an applicant for approval prescribed in Article 19-2 intends to
have a designated holder of marketing authorization for foreign-manufactured
pharmaceuticals, quasi-pharmaceutical products or cosmetics market are
pharmaceuticals specified by Cabinet Order provided in Article 14-3,
paragraph (1). In this case, the term "Article 14" in the same paragraph is to be
replaced with "Article 19-2", the term "paragraphs (2), (5), (6) and (8) of the
same Article" is to be replaced with "Article 14, paragraphs (2), (5), (6) and (8),
applied mutatis mutandis pursuant to paragraph (5) of the same Article",
"approval prescribed in the same Article" is to be replaced with "approval
prescribed in Article 19-2", "a person receiving approval prescribed in Article
14 pursuant to the provisions of the preceding paragraph" in paragraph (2) of
the same Article is to be replaced with "a person receiving approval prescribed
in Article 19-2 pursuant to the provisions of Article 14-3, paragraph (1), as
applied mutatis mutandis pursuant to Article 20, paragraph (1), or designated
holder of marketing authorization for foreign-manufactured pharmaceuticals,
quasi-pharmaceutical products or cosmetics ".

2 AIEICHET 256 OB E G EIR G FRIERTEF 1T, B HUEE -HOM
D 6T, BIHEICBWTHERT 28 HUEO =5 - HOBREIZ L DHE HILED
ZORKRITAR D B ORERTE AT H LN TE D,

(2) The designated holder of marketing authorization for foreign-manufactured
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pharmaceuticals, quasi-pharmaceutical products or cosmetics in cases provided
in the preceding paragraph may, notwithstanding the provisions of Article 14,
paragraph (1), market items for the approval prescribed in Article 19-2, under
Article 14-3, paragraph (1), as applied mutatis mutandis pursuant to the
preceding paragraph.

(AR TEJFF VR N SF28 D% )

(Notlflcatlon via Prefectural Governors)
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Article 21 (1) The license prescribed in Article 12, paragraph (1), application for
renewal of the license prescribed in paragraph (2) of the same Article, or
notification under Article 19, paragraph (1) must be made via the prefectural
governor of the place where the address of the person who made such
application or notification (in case of a corporation, the place of the principal
office; hereinafter the same applies) is located (or, in cases where the
proprietor of the pharmacy manufactures pharmaceuticals using equipment or
instruments at the pharmacy, and sells or provides those pharmaceuticals, if
the place is a city with established health centers or a special ward, the mayor
of the city or the head of the special ward; hereinafter the same applies in the
following paragraph, Article 69, paragraph (1), Article 71, Article 72,
paragraph (3) and Article 75, paragraph (2)).

2 BT =REEHELEEANEOFA, REFHE="H (FAFHELHIZBWTHENTS
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(2) The license prescribed in Article 13, paragraph (1) or (6), renewal of the
license prescribed in paragraph (3) of the same Article (including cases where
applied mutatis mutandis pursuant to paragraph (7) of the same Article), or
applications for the approval prescribed in Article 68-16, paragraph (1) or
notification under Article 19, paragraph (2) must be provided via the
prefectural governor where the place of such manufacturing facility is located.

3 EHNEO —OHEIC LD mEE, BT ERE R F RNE R TS ES OERTHLO
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(3) The notification under Article 19-3 must be provided via the prefectural
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governor where the designated holder of marketing authorization for foreign-
manufactured pharmaceuticals, quasi-pharmaceutical products or cosmetics is
located.

B4 Hikk
Article 22 Deleted

(Brm ~DZEME)

(Delegation to Cabinet Order)
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Article 23 Beyond what is specified in this Chapter, licenses for marketing or
manufacturing, or renewal of licenses, accreditation of foreign manufacturers
of pharmaceuticals, quasi-pharmaceutical products or cosmetics or renewal of
accreditation, approval of marketed items, reexamination or reevaluation,
management of a manufacturing facility and other marketing businesses
relating to pharmaceuticals, quasi-pharmaceutical products or cosmetics, or
manufacturing business (including manufacturing by persons with special
approval for foreign-manufactured pharmaceuticals, quasi-pharmaceutical
products or cosmetics) are specified by Cabinet Order.

FRE ERBSEKOENZEHER R ORIEIREER RIS XS
Chapter V Marketing and Manufacturing Businesses for Medical Devices
and In-vitro Diagnostics
F—H BERBEROCEAZEAERSORERFEER RIS
Section 1 Marketing and Manufacturing of Medical Devices and In-vitro
Diagnostics

(B IR 7 DFFA])
(Marketing Licenses)
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Article 23-2 (1) In accordance with the criteria for medical devices or in-vitro
diagnostics set forth in the left hand columns of the following table, no person
other than one who has obtained a license from the Minister of Health, Labour
and Welfare specified in the right hand columns of the same table respectively
may engage in the business of marketing medical devices or in-vitro
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diagnostics.

B B SRS 22 I 1= 5 D AR FF Al OFEEA

Criteria for medical devices or in- Criteria for license

vitro diagnostics

i P R R — ol [ R i T i 58 2 R T

Specially-controlled medical devices Flrst class marketing license for
medical devices

BRI B T R R AR S R R AT

Controlled medical devices Second-class marketing license for
medical devices

— R EFR o = TR R A G R e SR AT

General medical devices Third-class marketing license for
medical devices

RS2 b 125 5 0 PRS2 I FH 25 5 o B i 78 6 7T ]

In-vitro diagnostics Marketing license for in-vitro
diagnostics

2 RIEOFAIL, ZFE2 TORVES TED LM I L IC20EH &2 2T,
Z OB ORMIZ LD T, 2O EK I,

(2) The license prescribed in the preceding paragraph expires when a period
specified by Cabinet Order of not less than three years passes, unless the

license is renewed within each specified period.

(FFm] oo HL1g)
(Standards for Licenses)
THEEO DT OB FOWTILNICHEYT L EEIT, BISRE HOHFTE X

RN ENTE D,

Article 23-2-2 In cases that fall under any of the following items, the Minister of
Health, Labour and Welfare may choose not to grant the license prescribed in
paragraph (1) of the preceding Article:

—  HIGHITER D ER A TR 2 I R G 0 ROEE H ST E B BUICR 5 ¥ &
179 RIS JRAETTEAE S TED D EHEICHS Ligne &,

(1) when the system of manufacturing or quality control pertaining to the
application for medical devices or in-vitro diagnostics does not comply with
the standards specified by Order of the Ministry of Health, Labour and
Welfare;

T HIEE TR D E R TR 2 W T IR O RS R R L R E O T iED . JBAE
TEE D TEDLEEICHAS LRV E X,

(ii) when the methods for post-marketing safety control pertaining to the
application for medical devices or in-vitro diagnostics do not comply with the
standards specified by Order of the Ministry of Health, Labour and Welfare;

= HEEED, BHEHE -FADPOANETONTINICHEYLET S & X,
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(iii) when the applicant falls under any of Article 5, item (iii), (a) to (f).
(BLEFEDXEL) .

(Registration of Manufacturing Businesses)
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Article 23-2-3 (1) A person who intends to be engaged in the business of
manufacturing medical devices or in-vitro diagnostics (including designing;
hereinafter the same applies in this Chapter and Article 80, paragraph (2))
must obtain registration from the Minister of Health, Labour and Welfare for
each manufacturing facility (of the manufacturing processes for Medical
devices or in-vitro diagnostics, limited to those for designing, assembling,
sterilization and others specified by Order of the Ministry of Health, Labour
and Welfare; hereinafter the same applies in this Chapter and the same
paragraph), pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare.

2 RIEOBEZEZZT IO ETHHFIF, RICET 2 FHZZHEH LICHGEELEAEH K
EIZfRHE LTI B0,

(2) A person who intends to obtain registration prescribed in the preceding
paragraph must submit a written application stating the following matters to
the Minister of Health, Labour and Welfare:

— RAKOCMEF (EANZHHOTIE, ZOLAFR, AREDORL L OET L FBHEITOHT
TEH#h)

(1) the name and domicile (in cases of a corporation, the name of the
representative person and the place of the principal office);

= BERT O FTEH

(i1) the name and location of the manufacturing facility;

= ZOMIEAETBE S TED HFIH

(iii) other matters specified by Order of the Ministry of Health, Labour and
Welfare.

3 FH-HOBEIX, SHFEEZTOLRVWHA TED AWM I LICEOEFEZ TR TX,
Z OB OFBIZ I ST, TONIEKD,

(3) The registration prescribed in paragraph (1) expires when a period specified
by Cabinet Order of not less than three years passes, unless the registration is
renewed within each specified period.

4 HEEDN, FHEFEZSANONETONTRNICHEY T D & X, B HORE
ZLBRWI ENTED,

(4) When the applicant falls under any of Article 5, item (iii), (a) through (f), the
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Minister of Health, Labour and Welfare may choose not to grant registration
prescribed in paragraph (1).

(= PR o S A [ 0 e o0 Bk k)
(Registration of Foreign Manufacturers of Medical Devices)
B =50 "ol SNEIZB W TARIRICTH H S i 2 EREE ST Z W ERE S %
WELES &T20F (LT TERERSAEREER) Lo, ) 1L, "WERI LI,
JRAETBRE DR LT HZ LN TED,

Article 23-2-4 (1) A person intending to manufacture medical devices or in-vitro
diagnostics in a foreign country that are exported to Japan (hereinafter
referred to as a "foreign manufacturer of medical devices") may obtain
registration from the Minister of Health, Labour and Welfare for each
manufacturing facility.

2 HTEOBEICOWTIEL, AIRE HENOHEIUEE TCORELZENT 5,

(2) The provisions of paragraph (2) to paragraph (4) of the preceding Article
apply to the registration prescribed in the preceding paragraph.

(R i N OMA S 32 Wi 122 8 o o0 B 36 iR 52 D 7K GE)
(Marketing Approval of Medical Devices and In-vitro Diagnostics)
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Article 23-2-5 (1) A person who intends to market medical devices (excluding
general medical devices, and specially-controlled medical devices and
controlled medical devices designated pursuant to the provisions of Article 23-
2-23, paragraph (1)) or in-vitro diagnostics (excluding the in-vitro diagnostics
with specified standards designated by the Minister of Health, Labour and
Welfare, and the in-vitro diagnostics designated pursuant to the provisions of
the same paragraph) must receive approval for each such item.

2 ROBFZDONWTINIHEET DL ST, AEHOKRIT, G2,

(2) In cases that fall under any of the following items, the approval prescribed in
the preceding paragraph will not be granted:

— HEEEN, F =50 —HOFFN (HiE4 Lcdh B OIS CFr i
RD, ) =T Tnne &,

(i) when an applicant does not receive the license prescribed in Article 23-2,
paragraph (1) (Iimited to the license that applies to the criteria for the item);
IR D ERESR ST 2 W E R A ST 5 BOERT S, B =50
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(i) when a manufacturing facility that manufactures Medical devices or in-
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vitro diagnostics pertaining to the application does not obtain registration

prescribed in Article 23-2-3, paragraph (1) or paragraph (1) of the preceding

Article;

= HEEIIR D EEEER U T I EER G D4 R, Blor. i, MEE. EHJTIA,
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(iii) when the item falls under any of the following (a) to (c), as a result of an
examination of the matters related to qualities, efficacy and safety of the
medical devices or in-vitro diagnostics pertaining to the application, such as
the name, components, quantity, structure, usage, effect, performance, and
side effects:
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(a) when the medical devices or in-vitro diagnostics pertaining to the
application are not found to have the indications or effects indicated in the
application;
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(b) when the medical devices pertaining to the application are found to have
no value as a medical device as they have harmful effects which outweigh
their indications or effects;
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(c) beyond the cases set forth in (a) or (b), when the medical devices or in-
vitro diagnostics fall under the cases specified by Order of the Ministry of
Health, Labour and Welfare as not being appropriate as a medical device
or in-vitro diagnostic;
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(iv) in cases of medical devices or in-vitro diagnostics pertaining to the
application that are specified by Cabinet Order, when the methods to control
manufacturing or the quality of the items are not found to comply with the
standards specified by Order of the Ministry of Health, Labour and Welfare.
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(3) A person who intends to obtain approval prescribed in paragraph (1) must
make an application by attaching data concerning the results of clinical studies
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and other pertinent data to their written applications, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare. When the
medical device or in-vitro diagnostic concerned in such application is specified
by Order of the Ministry of Health, Labour and Welfare, the data concerned
must be collected and compiled in accordance with standards specified by
Order of the Ministry of Health, Labour and Welfare for such medical devices
or in-vitro diagnostics.
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(4) When the medical devices or in-vitro diagnostics pertaining to the application
for approval prescribed in paragraph (1) are produced using materials or
substances of active ingredients, etc. listed in the drug master file provided in
Article 80-6, paragraph (1), a person who intends to receive approval
prescribed in paragraph (1) may replace part of the document to be attached
thereto pursuant to the provisions of the preceding paragraph with another
document that certifies that such active ingredients, etc. are registered in the
drug master file provided in paragraph (1) of the same Article, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare.
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(5) In the examination under paragraph (2), item (iii), the quality, efficacy and
safety of the relevant items are to be investigated based on the details of the
application for the relevant items and the document provided in the first
sentence of paragraph (3). In this case, if the relevant items are medical
devices or in-vitro diagnostics specified by Order of the Ministry of Health,
Labour and Welfare provided in the second sentence of the same paragraph, a
document-based or on-site investigation is to be provided in advance in order to
examine whether or not the documents relating to the relevant items comply
with the provisions of the second sentence of the same paragraph.
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(6) A person who intends to receive approval prescribed in paragraph (1) or who
has already received approval prescribed in the same paragraph must, in cases
where medical devices or in-vitro diagnostics relating to the approval are those
specified by Cabinet Order, undergo a document-based or on-site investigation
by the Minister of Health, Labour and Welfare on whether the method to
control manufacturing or the quality of the item complies with the standards
specified by Order of the Ministry of Health, Labour and Welfare provided in
paragraph (2), item (iv) at the time of approval, or in every period of not less
than three years specified by Cabinet Order after obtaining the approval.
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(7) A person who intends to receive the approval prescribed in paragraph (1) or
has already received the approval prescribed in the same paragraph is not
required to undergo any of the investigations prescribed in the preceding
paragraph in cases where the medical device or in-vitro diagnostic device
pertaining to the approval falls under both of the following items:
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(1) when the person who intends to receive the approval prescribed in
paragraph (1) or has already received the approval prescribed in the same
paragraph has already received the issuance of a certificate of conformity
prescribed in paragraph (1) of the following Article or a certificate of
conformity prescribed in Article 23-2-24, paragraph (1), and such medical
devices or in-vitro diagnostics pertaining to these certificates have the same
criteria as those specified by Order of the Ministry of Health, Labour and
Welfare;
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(ii) when it is manufactured at the same manufacturing facility as any of the
manufacturing facilities for medical devices or in-vitro diagnostics pertaining
to the certificate of conformity prescribed in the preceding item (excluding
those only dealing with sterilization and other processes specified by Order
of the Ministry of Health, Labour and Welfare from among all the processes
for such medical devices or in-vitro diagnostics; hereinafter the same applies
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in this item).
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(8) Notwithstanding the provisions of the preceding paragraph, when the
Minister of Health, Labour and Welfare finds it necessary by considering the
characteristics of medical devices or in-vitro diagnostics relating to the
approval prescribed in paragraph (1) and other criteria, the Minister of Health,
Labour and Welfare may conduct a document-based or on-site investigation
regarding whether the methods to control manufacturing or the quality of such
medical devices or in-vitro diagnostics comply with the standards specified by
Order of the Ministry of Health, Labour and Welfare provided in paragraph (2),
item (iv). In this case, a person who intends to receive approval prescribed in
paragraph (1) or who has received approval prescribed in the same paragraph
must undergo such investigation.
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(9) When confirming that the medical devices or in-vitro diagnostics in
applications for approval prescribed in paragraph (1) are orphan medical
devices, orphan drugs, or other medical devices or in-vitro diagnostics which
fulfill particularly high medical needs, the Minister of Health, Labour and
Welfare may prioritize an examination under paragraph (2), item (iii) or an
investigation under paragraph (6) or the preceding paragraph for these medical
devices or in-vitro diagnostics over an examination or investigation for other
medical devices or in-vitro diagnostics.

10 EBEAFEBKEIX HF-HOEKRBORENHOTZLGEIZB VT, HEEICHR D ERE
%ﬁ\%K:@%Xm%:+3x®_@+t@%w%5z%nfwéEﬁwm&%E\
L. R, HERRENHOMNCE LR D & XX, FHEOKRIZONT, &6 L0,
B - g EFERS OB RN 2T TR 6700,

(10) In cases where the Minister of Health, Labour and Welfare receives an
application for approval prescribed in paragraph (1), and finds that Medical
devices pertaining to the application are obviously different from Medical
devices which have been already approved subject to this Article or Article 23-
2-17 in terms of the structure, directions usage, effectiveness, performance, etc.,
the Minister of Health, Labour and Welfare must obtain opinions from the
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Pharmaceutical Affairs and Food Sanitation Council in advance regarding
whether the approval prescribed in the same paragraph should be given.
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(11) When a person who has received approval prescribed in paragraph (1)
wishes to make a minor change to approved items (excluding cases where such
change is a minor change specified by Order of the Ministry of Health, Labour
and Welfare), they must receive approval for such minor change from the
Minister of Health, Labour and Welfare. In such cases, the provisions of
paragraph (2) through the preceding paragraph apply mutatis mutandis.
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(12) A person who has received approval prescribed in paragraph (1) must notify
the Minister of Health, Labour and Welfare of such minor change specified by
Order of the Ministry of Health, Labour and Welfare prescribed in the
preceding paragraph, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.
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(13) The applications for approval prescribed in paragraph (1) and paragraph
(11) (excluding those specified by Cabinet Order) is to be provided through the
PMDA.

(35 MB35 5 5IE 0D 22 A4 4%)
(Issuance of Certificated of Conformity)
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Article 23-2-6 (1) When the Minister of Health, Labour and Welfare
acknowledges that, as a result of the investigation under paragraph (6) of the
preceding Article (including cases as applied mutatis mutandis pursuant to
paragraph (11) of the same Article), the methods to control the manufacturing
or quality of medical devices or in-vitro diagnostics pertaining to the approval
prescribed in the same Article meet the standards specified by Order of the
Ministry of Health, Labour and Welfare provided in paragraph (2), item (iv) of
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the same Article, the Minister of Health, Labour and Welfare is to issue a
certificate of conformity to certify that such medical devices or in-vitro
diagnostics are in conformity with such standards pursuant to the provisions of
Order of the Ministry of Health, Labour and Welfare:
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(1) medical devices or in-vitro diagnostics pertaining to the approval;
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(i1) medical devices or in-vitro diagnostics marketed by or intended to be
marketed by a person who has received or intends to receive the approval,
which have the same criteria specified by Order of the Ministry of Health,
Labour and Welfare provided in paragraph (7), item (i) of the preceding
Article as the medical devices or in-vitro diagnostics set forth in the
preceding item (limited to those manufactured at the same manufacturing
facility as any of the manufacturing facilities for medical devices or in-vitro
diagnostics set forth in the preceding item (excluding medical devices or in-
vitro diagnostics only specified by Order of the Ministry of Health, Labour
and Welfare provided in item (ii) of the same paragraph from among the
manufacturing processes for such medical devices or in-vitro diagnostics;
hereinafter the same applies in this item))
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(2) The certificate of conformity prescribed in the preceding paragraph is to be

3

valid for the term specified by Cabinet Order provided in paragraph (6) of the
preceding Article.
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(3) A person whose certification prescribed in Article 23-2-23 has been rescinded

pursuant to the provisions of Article 23-4, paragraph (2), item (ii) or a person
who has received an order under Article 72, paragraph (2) for medical devices
or in-vitro diagnostics must promptly return to the Minister of Health, Labour
and Welfare the certificate of conformity issued pursuant to the provisions of
paragraph (1) that certifies that the methods to control the manufacturing or
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quality of medical devices or in-vitro diagnostics are in conformity with the
standards specified by Order of the Ministry of Health, Labour and Welfare
provided in paragraph (2), item (iv) of the preceding Article.

(BemZ L 2 ER RS A5 O )
(PMDA Examination on Medical Devices)
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Article 23-2-7 (1) The Minister of Health, Labour and Welfare may have the
PMDA conduct the examination for approval prescribed in Article 23-2-5 and
an investigation under paragraph (5), paragraph (6) and paragraph (8) of the
same Article (including cases where applied mutatis mutandis pursuant to the
provisions of paragraph (11) of the same Article), issue the certificate of
conformity under paragraph (1) of the preceding Article, and accept the
returned certificate of conformity under paragraph (3) of the same Article for
medical devices (excluding those intended exclusively for use on animals;
hereinafter the same applies in this Article) or in-vitro diagnostics (excluding
those intended exclusively for use on animals; hereinafter the same applies in
this Article) specified by Cabinet Order (hereinafter referred to as
"examinations on medical devices").

2 JEAGEKREIZ, ATEHOBEIC L EEICEREREEREZTOE L L EE, Y
VERBGREFEESLTORNbDET L, ZOLRICBNT, BAEFEHREIX B
=X 0B ORRE T HE T, MENELHOBEIC LV IEMT HHEE L)
FEOKEREZZE L2 T ude 6720,

(2) When the Minister of Health, Labour and Welfare has the PMDA conduct
examinations on medical devices pursuant to the provisions of the preceding
paragraph, the Minister of Health, Labour and Welfare is not to conduct the
examinations on medical devices. In this case, if the Minister of Health, Labour
and Welfare grants the approval prescribed in Article 23-2-5, the Minister of
Health, Labour and Welfare must consider the results of the examination and
investigation notified by the PMDA pursuant to the provisions of paragraph (5).
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(3) When the Minister of Health, Labour and Welfare decides to have the PMDA
conduct examinations on medical devices pursuant to the provisions of
paragraph (1), with regard to medical devices or in-vitro diagnostics specified
by Cabinet Order prescribed in the same paragraph, an applicant for the
approval prescribed in Article 23-2-5, an applicant for the investigation
prescribed in paragraph (6) of the same Article (including cases applied
mutatis mutandis pursuant to paragraph (11) of the same Article), or a person
who returns the certificate of conformity pursuant to the provisions of
paragraph (3) of the preceding Article must undergo such examination,
Investigation, or the issuance of the certificate of conformity provided by the
PMDA, or return the certificate of conformity to the PMDA.
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(4) When the Minister of Health, Labour and Welfare decides to have the PMDA
conduct an examination pursuant to the provisions of paragraph (1), a person
who intends to make a notification under Article 23-2-5, paragraph (12) for
medical devices or in-vitro diagnostics specified by Cabinet Order prescribed in
the same paragraph must, notwithstanding the provisions of the same
paragraph, make a notification to the PMDA thereof.
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(5) The PMDA must, when conducting examinations on medical devices, or
accepting the notification under the preceding paragraph, notify the Minister
of Health, Labour and Welfare of the results of the examinations on medical
devices or the status of such notification without delay, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare.
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(6) Any person who is dissatisfied with a disposition pertaining to an
examination on medical devices conducted by the PMDA (excluding the results
from examinations on medical devices) or inaction thereby may file a request
for examination to the Minister of Health, Labour and Welfare. In this case,
the Minister of Health, Labour and Welfare is regarded as a higher
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administrative agency in applying the provisions of Article 25, paragraphs (2)
and (3), Article 46, paragraphs (1) and (2), Article 47, and Article 49,
paragraph (3) of the Administrative Complaint Review Act.

(Fr i A FE)

(Special Approval)
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Article 23-2-8 (1) When an item that an applicant for approval prescribed in
Article 23-2-5 intends to sell falls under both of the following items as medical
devices or in-vitro diagnostics specified by Cabinet Order, the Minister of
Health, Labour and Welfare may, notwithstanding of the provisions of
paragraphs (2), (5), (6), (8 and (10) of the same Article, grant approvals for
such item prescribed in the same Article after obtaining opinions from the
Pharmaceutical Affairs and Food Sanitation Council:
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(i) medical devices or in-vitro diagnostics for any urgent needs in the
prevention of the spread of disease or other health hazards that may pose
serious effects on lives and health of the general public, and for which no
proper method is available other than the use of such medical devices or in-
vitro diagnostics;
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(i1) medical devices or in-vitro diagnostics that are authorized to be sold,
provided, stored, or displayed, or provided through an electro-communication
network via telecommunications lines for the purpose of the sale or provision
thereof in foreign countries (with regard to its usage, those specified by
Cabinet Order as countries with a marketing approval system for medical
devices or in-vitro diagnostics that is recognized as being at an equivalent
level to that of Japan, or a system corresponding thereto, in order to
guarantee the quality, efficacy and safety of medical devices or in-vitro
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diagnostics).
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(2) The Minister of Health, Labour and Welfare may, when it is found necessary
to prevent the occurrence or spread of a hazard in health and hygiene, have a
person who has received approval specified in Article 23-2-5 pursuant to the
provisions of the preceding paragraph submit reports to the Minister of Health,
Labour and Welfare of the occurrence of any disease, disability or death

suspected to be caused by the use of such item or take other measures specified
by Cabinet Order.

(fif7 FH Rl A i)

(Survey on the Results of Usage)
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Article 23-2-9 (1) With regard to medical devices or in-vitro diagnostics
designated by the Minister of Health, Labour and Welfare after seeking the
opinions of the Pharmaceutical Affairs and Food Sanitation Council, a person
who has received approval pursuant to Article 23-2-5 or who is receiving such
approval must make an application for such medical devices or in-vitro
diagnostics within 3 months from the day on which the period instructed by the
Minister of Health, Labour and Welfare (hereinafter referred to as the
"investigation period" in the following paragraph) has elapsed, and must
undergo an evaluation of the results of usage by Minister of Health, Labour
and Welfare.
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(2) The Minister of Health, Labour and Welfare may, when finding it especially
necessary to perform proper evaluation of the results of usage of medical
devices or in-vitro diagnostics for the designation prescribed in the preceding
paragraph, extend the investigation period.
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(3) The Minister of Health, Labour and Welfare will provide an evaluation of the
results of usage, based on findings having obtained by the time of the survey
on the results of usage, by confirming that the medical devices or in-vitro
diagnostics pertaining to the designation prescribed in paragraph (1) do not
fall under any of the provisions of Article 23-2-5, paragraph (2), item (iii), (a) to
(c).
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(4) The application prescribed in paragraph (1) must be provided by attaching
documents concerning the results of usage of medical devices or in-vitro
diagnostics and other documents specified by Order of the Ministry of Health,
Labour and Welfare to the written application. In this case, if the medical
devices or in-vitro diagnostics pertaining to the application are those specified
by Order of the Ministry of Health, Labour and Welfare, those documents must
have been collected and produced in accordance with the standards specified by
Order of the Ministry of Health, Labour and Welfare.
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(5) When making the confirmation under paragraph (3), the quality, efficacy and
safety of the medical devices or in-vitro diagnostics pertaining to the
designation prescribed in paragraph (1) are to be investigated based on the
details of the application for the relevant medical devices or in-vitro
diagnostics and the documents provided in the first sentence of the preceding
paragraph. In this case, if the medical devices or in-vitro diagnostic pertaining
to the designation prescribed in paragraph (1) are those specified by Order of
the Ministry of Health, Labour and Welfare provided in the second sentence of
the preceding paragraph, a document-based or on-site investigation is to be
provided in advance in order to examine whether or not the documents relating
to the relevant medical devices or in-vitro diagnostics comply with the
provisions of the second sentence of the same paragraph.

6 B IHOREEIR D EERESR IR Z W EIELICOEE + =50 O HOK
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(6) A person who has received approval prescribed in Article 23-2-5 for the
medical devices or in-vitro diagnostics pertaining to the designation prescribed
in paragraph (1) must conduct an investigation on the results of usage and
other investigations specified by Order of the Ministry of Health, Labour and
Welfare, and report the results of the investigations to the Minister of Health,
Labour and Welfare, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.

7 FEWIEHZBICHIE T D EATEE T CTED D ERER XIS EE Mo &
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(7) A person who should undergo evaluation of the results of the medical devices
or in-vitro diagnostics specified by Order of the Ministry of Health, Labour and
Welfare provided in the second sentence of paragraph (4), a person who has
been entrusted to collect or prepare the documents provided in the second
sentence of the same paragraph, or their officers or employees must not
disclose any personal information acquired in the course of duties regarding
collecting and preparing the documents without legitimate grounds. The same
also applies to those who used to be the abovementioned persons.

(HEH)
(Application, Mutatis Mutandis)

B =Fo o+ EEES (GOl ENSZ ENERNE SN TVD
bOERS, LT ZORIZBWTRH L, ) XTKRAZEHERES (C5E8HOT-0IC
EMESNLDZENAMLESNTVLbDZR, U FZORICBWTHL, ) 55
A TEDDHDITOWTORIERE —HO G, FSRE HOBEIZ X 5 & OHE
FELHEOBEIZ I DEICOWTIE, Fo =50 _ORF - =HLOFE =5
DDt GBHEEZFRLS, ) OBELZENT L, ZOHEITBN T, LEREINGE
BFAld, BmTED D,

Article 23-2-10 (1) The provisions of Article 23-2-5, paragraph (13) and Article
23-2-7 (excluding paragraph (4)) apply mutatis mutandis to the application
prescribed in paragraph (1) of the preceding Article, the confirmation under
paragraph (3) of the same Article, and the investigation under paragraph (5) of
the same Article regarding medical devices (excluding those intended
exclusively for use on animals; hereinafter the same applies in this Article) or
in-vitro diagnostics (excluding those intended exclusively for use on animals;
hereinafter the same applies in this Article) specified by Cabinet Order. In this
case, any other necessary technical replacement of terms is to be specified by
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Cabinet Order.
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(2) When the confirmation under paragraph (3) of the preceding Article is to be
performed by the PMDA pursuant to the provisions of Article 23-2-7,
paragraph (1), as applied mutatis mutandis pursuant to the preceding
paragraph, a person who intends to make a report under paragraph (6) of the
preceding Article regarding the medical devices or in-vitro diagnostics specified
by Cabinet Order prescribed in Article 23-2-7 paragraph (1), as applied mutatis
mutandis pursuant to the preceding paragraph, must report to the PMDA
thereof notwithstanding the provisions of the same paragraph. In this case,
when the PMDA receives such report, it must notify the Minister of Health,
Labour and Welfare thereof, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.

(k)
(Succession)
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Article 23-2-11 (1) When inheritance, a merger or a split has occurred for a

person who has received approval for the medical devices pursuant to Article
23-2-5 (hereinafter referred to as "person receiving approval for medical
devices" in this Article) (limited to those succeeding to documents and
information specified by Order of the Ministry of Health, Labour and Welfare
pertaining to such items (hereinafter referred to as "documents for the items"
in this Article)), an heir (or a selected person in cases where there are two or
more heirs and one particular heir has been selected as the successor to the
status of such person receiving approval for pharmaceuticals by consent of all
the heirs), a corporation surviving the merger, a corporation established by the
merger, or a corporation succeeding to such documents for the items by the
split will succeed to the status of the person receiving approval for medical
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devices.
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(2) When a person receiving approval for pharmaceuticals transfers the
documents for the items in order to transfer their status as a person receiving
approval for medical devices, the transferee will succeed to the status of such
person receiving approval for medical devices.
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(3) A person who has succeeded to the status of the person receiving approval for
medical devices pursuant to the provisions of preceding two paragraphs must
notify the Minister of Health, Labour and Welfare thereof without delay after
inheritance in cases of inheritance, or prior to the succession in cases other
than inheritance, pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare.

(R 72 O Jm )
(Notifications of Marketing)
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Article 23-2-12 (1) A holder of marketing authorization for medical devices or in-
vitro diagnostics must, when intending to market medical devices or in-vitro
diagnostics, excepting the medical devices and in-vitro diagnostics provided in
Article 23-2-5, paragraph (1), or Article 23-2-23, paragraph (1), notify the
Minister of Health, Labour and Welfare thereof for each such item in advance,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

2 ERHESR T2 W T ERE S ORUERCES 1T, ATEOHEIC LV BT H-FH
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(2) A holder of marketing authorization for medical devices or in-vitro
diagnostics must, when changing the particulars notified pursuant to the
provisions of the preceding paragraph, notify the Ministry of Health, Labour
and Welfare thereof within 30 days.

(Bt Iz X 2 G RGE O i D2 BE)
(PMDA's Acceptance of Notifications for Marketing)
B Z50 " o+= BAEBZBRKENE 250 oEE -HOBEIC LRI
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Article 23-2-13 (1) When the Minister of Health, Labour and Welfare decides to
have the PMDA conduct an examination pursuant to the provisions of Article
23-2-7, paragraph (1), a person who intends to give notification under the
preceding Article regarding medical devices (excluding those intended
exclusively for use on animals), in-vitro diagnostics (excluding those intended
exclusively for use on animals) specified by Cabinet Order must notify the
PMDA thereof notwithstanding the provisions of the same Article, pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare.

2 BT, ATEOBREICE A mHEZHE LI XX, EABBHESTEDL LA
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(2) The PMDA must, when accepting the notification under the preceding
paragraph, notify the Minister of Health, Labour and Welfare thereof,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

(PR o 5 e ih G I AR 5 DRXE)

(Appointment of Marketing Director of Medical Devices)
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Article 23-2-14 (1) A holder of marketing authorization for medical devices or in-
vitro diagnostics must appoint a person meeting the standards specified by
Order of the Ministry of Health, Labour and Welfare as a holder of marketing
authorization for medical devices, and a pharmacist as a holder of marketing
authorization for in-vitro diagnostics, in order to have them engage in
manufacturing control and quality control, as well as post-marketing safety
control of medical devices or in-vitro diagnostics, respectively, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare; provided,
however, that in cases where pharmaceuticals specified by Order of the
Ministry of Health, Labour and Welfare are marketed as those without any
pharmacist required, a professional other than such pharmacist may be
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substituted therefor, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.

2 AFEOBEIC LD BEEHE L O E S BRI NSRRI 21T O E (LT
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(2) Matters that should be observed by the person engaged in manufacturing and
quality control and post-marketing safety control pursuant to the provisions of
the preceding paragraph (hereinafter referred to as "marketing director of
medical devices") is to be specified by Order of the Ministry of Health, Labour
and Welfare.

3 EEEmORIEEZ T, BEATEHELTTEDD L ZAICLY, EREROREZHE
HIZEHE S E 572012, %(JEFﬁu LT, BEHERE ZEN R TR 5700,

(3) A manufacturer of medical devices must appoint and have a technical
supervisor manage the manufacturing of the medical devices on site for each
manufacturing facility, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.

4 FTEOBMHENE (U TEEESELENE ] 2o, ) IO TiE, FHNERE
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(4) The provisions of Article 8, paragraph (1) applies mutatis mutandis to a
technical supervisor prescribed in the preceding paragraph (hereinafter
referred to as a "technical supervisor of medical devices").
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(5) A manufacturer of in-vitro diagnostics must, beyond cases where such
manufacturer is a pharmacist and manages the manufacturing on site, place
and have a pharmacist manage the manufacturing on site for each
manufacturing facility; provided, however, that a medical professional other
than a pharmacist may be substituted for such in-vitro diagnostics that do not
require any pharmacist for the control thereof, pursuant to the provisions of
Order of the Ministry of Health, Labour and Welfare.
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(6) The provisions of Article 7, paragraph (3) and Article 8, paragraph (1) apply
mutatis mutandis to the person who manages in-vitro diagnostics pursuant to
the provisions of the preceding paragraph (hereinafter referred to as
"manufacturing supervisor of in-vitro diagnostics"). In this case, the phrase
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"the prefectural governor where the place of such pharmacy is located" in
Article 7, paragraph (3) is to be replaced with "the Minister of Health, Labour
and Welfare".

(=t S OMAS S 2 1T FH 12 3K i oD 56 R 78 638 55 D 3BT F I %)
(Matters to Be Observed by Holders of Marketing Authorization for Medical
Devices and In-Vitro Diagnostics)
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Article 23-2-15 (1) The Minister of Health, Labour and Welfare may specify
methods for providing manufacturing control, quality control or post-marketing
safety control for medical devices or in-vitro diagnostics, matters concerning
responsibilities assumed by a marketing director of medical devices or in-vitro
diagnostics; and other matters to be observed by a holder of marketing
authorization for medical devices or in-vitro diagnostics during the course of
operations by Order of the Ministry of Health, Labour and Welfare.
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(2) The Minister of Health, Labour and Welfare may specify methods of tests and
inspections of medical devices or in-vitro diagnostics at manufacturing
facilities, matters concerning assuming responsibilities as a technical
supervisor of medical devices or a manufacturing supervisor of in-vitro
diagnostics, and other matters to be observed by manufactures of medical
devices or in-vitro diagnostics and foreign manufacturers of medical devices by
Order of the Ministry of Health, Labour and Welfare.
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(3) A holder of marketing authorization for medical devices or in-vitro
diagnostics may entrust duties pertaining to post-marketing safety control
specified by Order of the Ministry of Health, Labour and Welfare to a person
who is capable of properly and reliably carrying out such duties, pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare.

(IRPE L% D Ji )
(Notification of Suspension and Discontinuation)
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Article 23-2-16 (1) When a holder of marketing authorization for medical devices
or in-vitro diagnostics has discontinued or suspended business, or resumed
business which had been suspended, or when they have appointed a marketing
director of medical devices or has altered matters specified by Order of the
Ministry of Health, Labour and Welfare, they must notify the Minister of
Health, Labour and Welfare thereof within 30 days, pursuant to the provisions
of Order of the Ministry of Health, Labour and Welfare.
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(2) When a manufacturer of medical devices or in-vitro diagnostics, or a foreign
manufacturer of medical devices has discontinued or suspended, or resumed a
manufacturing facility which had been suspended, or when they have changed
a technical supervisor of medical devices, a manufacturing supervisor of in-
vitro diagnostics, or other matters specified by Order of the Ministry of Health,
Labour and Welfare, they must notify the Minister of Health, Labour and
Welfare thereof within 30 days, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.

(F [ B3 P R 2 55 oD RE i 58 D KGR
(Marketing Approval for Medical Devices Produced in Foreign Countries)
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Article 23-2-17 (1) When a person engaged in manufacturing, etc. of medical
devices or in-vitro diagnostics in foreign countries applies to the Minister of
Health, Labour and Welfare for the medical devices or in-vitro diagnostics
provided in Article 23-2-5, paragraph (1) to be exported to Japan, the Minister
of Health, Labour and Welfare may grant approvals for a holder of marketing
authorization for medical devices or in-vitro diagnostics appointed by such
person pursuant to the provisions of paragraph (3) for each such item.
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(2) In cases of an applicant whose approval has been rescinded in whole or in
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part pursuant to the provisions of Article 75-2-2, paragraph (1), and for whom
three years have not yet elapsed from the day of the rescindment, the Minister
of Health, Labour and Welfare may choose not to grant the approval prescribed
in the preceding paragraph.
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(3) A person who intends to receive approval prescribed in paragraph (1) must
designate a holder of marketing authorization for medical devices or in-vitro
diagnostics (limited to persons who have obtained marketing license for the
application according the type of such item) in order to have the person take
measures to prevent the occurrence of hazards in health and hygiene caused by
the medical devices or in-vitro diagnostics pertaining to such approval.
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(4) A holder of marketing authorization for medical devices who has been
designated pursuant to the provisions of the preceding paragraph (hereinafter
referred to as a "designated holder of marketing authorization for foreign-
manufactured medical devices") by the person receiving approval prescribed in
paragraph (1) (hereinafter referred to as a "person with special approval for
foreign-manufactured medical devices") may, notwithstanding the provisions of
Article 23-2-5, paragraph (1), market the items pertaining to such approval.
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(5) The provisions of Article 23-2-5, paragraph (2) (excluding item (i)) and
paragraphs (3) to (13), Article 23-2-6, and Article 23-2-7 apply mutatis
mutandis to the approval prescribed in paragraph (1).
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(6) The provisions of Article 23-2-5, paragraph (13), Article 23-2-6, and Article
23-2-7 apply mutatis mutandis to the approval prescribed in Article 23-2-5,
paragraph (11), applied mutatis mutandis pursuant to the preceding paragraph.

(R [E S R R 2R 5 G IR 7 S H 1T 2 2 D Ja )
(Notification to Alter Designated Holders of Marketing Authorization for
Foreign-Manufactured Medical Devices)

74



Bt =0 o+ SEERUE ERES FR KRG E 1L, B E S E RS
FROERITER 2 AT LT & &, TR ERE E RS F SR T L T o &,
ZORAHE L ITAHREOMEALTEHED TED L FHIIEENHOZ L X, =1
HUPIZ, EAGEREICE T H2RT TR bk,

Article 23-2-18 When a person with special approval for foreign-manufactured
medical devices has changed the designated holder of marketing authorization
for foreign-manufactured medical devices, or when there are changes to the
names of designated holder of marketing authorization for foreign-
manufactured medical devices or other matters specified by Order of the
Ministry of Health, Labour and Welfare, the person with special approval for
foreign-manufactured medical devices must notify the Minister of Health,
Labour and Welfare thereof within 30 days.

(HEH)
(Application, Mutatis Mutandis)
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Article 23-2-19 The provisions of Article 23-2-9 to Article 23-2-11, and Article
23-2-15, paragraph (2) apply mutatis mutandis to persons with special

approval for foreign-manufactured medical devices.
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(Special Approval for Medical Devices Manufactured in Foreign Countries)
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Article 23-2-20 (1) The provisions of Article 23-2-8 apply mutatis mutandis to
cases where items that an applicant for approval prescribed in Article 23-2-17
intends to have a designated holder of marketing authorization for foreign-
manufactured medical devices market are medical devices or in-vitro
diagnostics specified by Cabinet Order provided in Article 23-2-8, paragraph
(1). In this case, the term "Article 23-2-5" in the same paragraph is to be
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replaced with "Article 23-2-17", the term "paragraphs (2), (5), (6), (8) and (10)
of the same Article" is to be replaced with "Article 23-2-5, paragraphs (2), (5),
(6), (8) and (10), applied mutatis mutandis pursuant to paragraph (5) of the

nn

same Article", "approval prescribed in the same Article" is to be replaced with
"approval prescribed in Article 23-2-17", "a person receiving approval

prescribed in Article 23-2-5 pursuant to the provisions of the preceding
paragraph" in paragraph (2) of the same Article is to be replaced with "a
person receiving approval prescribed in Article 23-2-17 pursuant to the
provisions of Article 23-2-8, paragraph (1), as applied mutatis mutandis
pursuant to Article 23-2-20, paragraph (1) or designated holder of marketing
authorization for foreign-manufactured medical devices".
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(2) A designated holder of marketing authorization for foreign-manufactured
medical devices in cases provided in the preceding paragraph may,
notwithstanding the provisions of Article 23-2-5, paragraph (1), market items
pertaining to the approval prescribed in Article 23-2-17, under Article 23-2-8,
paragraph (1), as applied mutatis mutandis pursuant to the preceding
paragraph.

(FRENF IR FNF DR H)
(Notification through Prefectural Governors)
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Article 23-2-21 (1) The license prescribed in Article 23-2, paragraph (1),
application for renewal of license prescribed in paragraph (2) of the same
Article, or notification under Article 23-2-16, paragraph (1) must be made via
the prefectural governor of the region where the address of the person who
made such application or notification resides.

2 P =50 o= —HOBRE, R ZHOBREROFHAE L ITHASHNED
TRE—HOKBOHGE XL =80 _o+ARE _HOBEIZ X D mEHE, #iE
AT D FTEHLOFE T R A 2 f8h L TIT R T id e 67220,

(2) The registration prescribed in Article 23-2-3, paragraph (1), the application
for renewal of registration prescribed in paragraph (3) of the same Article or
for approval prescribed in Article 68-16, paragraph (1), or the notification
under Article 23-2-16, paragraph (2) must be made via the prefectural governor
of the region where the place of such manufacturing facility is located.

3 HB T =Ro o NOBUEIC KDL, EESMERGE R RS OT R
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(3) The notification under Article 23-2-18 must be made via the prefectural
governor of the region where the address of the designated holder of marketing

authorization for foreign-manufactured medical devices is located.

(B ~DFEAE)

(Delegation to Cabinet Order)
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Article 23-2-22 Beyond what is specified in this Chapter, marketing licenses, or
renewal of licenses, registration of manufacturing or foreign manufacturers of
medical devices, or renewal of registration, approval of marketed items,
evaluations of the results of usage, management of manufacturing facilities,
and other necessary matters for marketing or manufacturing businesses
(including manufacturing by persons with special approval for foreign-
manufactured medical devices) are specified by Cabinet Order.

B M REGRAEE R

Section 2 Registered Certification Bodies

(F6 7 ) B 75 BRIE SR 255 O LIS 52 O RRGIE)
(Certification for Marketing Specially-Controlled Medical Devices)
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Article 23-2-23 (1) A person who intends to market specially-controlled medical
devices, controlled medical devices or in-vitro diagnostics with specified
standards designated by the Minister of Health, Labour and Welfare
(hereinafter referred to as "designated specially-controlled medical devices"), or
a person who is engaged in manufacturing, etc. of designated specially-
controlled medical devices exported to Japan in foreign countries (hereinafter
referred to as "foreign manufacturer of designated specially-controlled medical
devices") and intends to have a marketing authorization holder appointed
pursuant to the provisions of Article 23-3, paragraph (1) to market designated
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specially-controlled medical devices must receive certification for each of such

items by a person who is registered for marketing by the Minister of Health,

Labour and Welfare (hereinafter referred to as a "registered certification

body"), pursuant to the provisions of Order of the Ministry of Health, Labour

and Welfare.
2 WMOFZEHZDOWNTINICTEEY T D & 1T, BREGEFEEEIL. i ORGEE 5 2 Tlid7e
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(2) In cases that fall under any of the following items, a registered certification
body must not grant certification prescribed in the preceding paragraph:

— HEEE UlEREsEEREREGRESHREE LR, ) B, H_F=%0_
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(i) when an applicant (excluding a foreign manufacturer of designated
specially-controlled medical devices) does not receive a license prescribed in
Article 23-2, paragraph (1) (limited to the license that applies to the criteria
for the item);

— HFEE UGlEfRESEEHERESRNEEFRERICRD, ) N B+ =5F0_

H—HHOFFA (FFFL Lo HOREICS CfFaliZiRD, ) 2% TEb67 ., 7
D, UEFFA 2 T RS IR GEER B L TV & &,

(i) when an applicant (limited to a foreign manufacturer of designated
specially-controlled medical devices) does not receive a license prescribed in
Article 23-2, paragraph (1) (limited to the license in accordance with the type
of the item applied), and does not appoint a marketing authorization holder
receiving such license;

= HEIURLIEESEEHEREGE 2 ET 2/ET N, T =R0 D=5
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(iii) when a manufacturing facility producing designated specially-controlled
medical devices pertaining to an application does not obtain registration
prescribed in Article 23-2-3, paragraph (1) or Article 23-2-4, paragraph (1);

MU HEEICIR DI E S EEHEREIREDS, ATHOEEICES LT ARne &,

(iv) designated specially-controlled medical devices pertaining to applications
for approval do not meet the standards prescribed in the preceding
paragraph;

i EF'% ROFBEREEHERBEGENBETTCEDLLOTHDL LEEIEX, Z0MD
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(v) when designated specially-controlled medical devices pertaining to an
application for approval are those specified by Cabinet Order, and for which
the methods to control manufacturing or the quality of such devices are
found to not meet the standards specified by Order of the Ministry of Health,
Labour and Welfare provided in Article 23-2-5, paragraph (2), item (iv).

3 FH-HORIEZIT LD LT HFHEIREORIELZ T -H1X., € ORIEIIRDHIE
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(3) A person who intends to receive certification prescribed in paragraph (1) or
who has already received certification prescribed in the same paragraph must,
when the designated specially-controlled medical devices pertaining to the
certification are specified by Cabinet Order, undergo a document-based or on-
site investigation by a registered certification body regarding whether the
method to control manufacturing or the quality of the item complies with the
standards specified by Order of the Ministry of Health, Labour and Welfare
provided in Article 23-2-5, paragraph (2), item (iv), at the time of certification,
or in every period of not less than three years specified by Cabinet Order after
obtaining the certification.

4 FBHOBIEZIT XD LT 2HFIIFHEOFEIEZZ T2 F T, ZORFEIHEL
E e PEREISRENROBEZONTIC G T 5 L &, iHOREELZZIT 2
ZEERELR,

(4) A person who intends to receive certification prescribed in paragraph (1) or
has already received certification prescribed in the same paragraph is not
required to undergo any investigation prescribed in the preceding paragraph in
cases where a designated specially-controlled medical device pertaining to the
certification falls under both of the following items:
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(i) when the person who intends to receive certification prescribed in
paragraph (1) or has already received certification prescribed in the same
paragraph has already received the issuance of a certificate of conformity
prescribed in Article 23-2-6, paragraph (1) or a certificate of conformity
prescribed in paragraph (1) of the following Article, and such medical devices
or in-vitro diagnostics pertaining to these certificates have the same criteria
as those specified by Order of the Ministry of Health, Labour and Welfare
provided in Article 23-2-5, paragraph (7), item (i);

= AE O RYERE G REIC AR D ERBERS SIS 2 W E I A A ST 5 2T o BT
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(i1) when it is manufactured at the same manufacturing facility as any of the
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manufacturing facilities for medical devices or in-vitro diagnostics pertaining
to the certificate of conformity prescribed in the preceding item (excluding
those only dealing with sterilization and other processes specified by Order
of the Ministry of Health, Labour and Welfare provided in Article 23-2-5,
paragraph (7), item (ii) from among all the processes of such medical devices
or in-vitro diagnostics; hereinafter the same applies in this item).

5 HIEHOBEIIHD LT, BRI, 5 —HORREIT AR L 6 E & L E HE R
BEaRE DR OMABE L TRENH L LR D & X1, YERER TN 2
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(5) Notwithstanding the provisions of the preceding paragraph, when a
registered certification body finds it necessary by considering the
characteristics of designated specially-controlled medical devices pursuant to
the certification prescribed in paragraph (1) and other criteria, the registered
certification body may conduct a document-based or on-site investigation on
whether the methods to control manufacturing or the quality of such medical
devices or in-vitro diagnostics comply with the standards specified by Order of
the Ministry of Health, Labour and Welfare provided in Article 23-2-5,
paragraph (2), item (iv). In this case, a person who intends to receive
certification prescribed in paragraph (1) or who has received certification
prescribed in the same paragraph must undergo such investigation.

6 HIHOWIEELZITH L, UM HICOW TR E XTI FHO —HME2EH L L
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(6) When a person who has received certification prescribed in paragraph (1)
wishes to make a minor change to the certified particulars regarding those
items (excluding cases where such change is a minor change specified by Order
of the Ministry of Health, Labour and Welfare), the person must receive
certification for such minor change from the registered certification body. In
this case, the provisions of paragraph (2) through the preceding paragraph
apply mutatis mutandis.

7T B oHOBIEEZ T EIL BTEOEAGEE S TED DBMAREEIZONT, B
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(7) A person who has received certification prescribed in paragraph (1) must
notify the registered certification bodies of such minor change specified by
Order of the Ministry of Health, Labour and Welfare prescribed in the
preceding paragraph, pursuant to the provisions of Order of the Ministry of
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Health, Labour and Welfare.

(GEYE B RE D A 4E)

(Issuance of Certificates of Conformity)
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Article 23-2-24 (1) When the registered certification bodies acknowledge that, as
a result of the investigation under paragraph (3) of the preceding Article
(including cases as applied mutatis mutandis pursuant to paragraph (6) of the
same Article), the methods to control manufacturing or the quality of medical
devices or in-vitro diagnostics for the certification prescribed in the same
Article meet the standards specified by Order of the Ministry of Health, Labour
and Welfare provided in Article 23-2-5, paragraph (2), item (iv), the registered
certification bodies are to issue a certificate of conformity to certify that such
medical devices or in-vitro diagnostics are in conformity with such standards,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare:

—  YRZREREITAR D E R AR TR W T = SE

(i) medical devices or in-vitro diagnostics pertaining to the certification;
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(i1) medical devices or in-vitro diagnostics marketed by or intended to be
marketed by a person who has received or intends to receive the certification,
which belong to the same criteria specified by Order of the Ministry of
Health, Labour and Welfare provided in Article 23-2-5, paragraph (7), item
(i) as the medical devices or in-vitro diagnostics set forth in the preceding
item (limited to those manufactured at the same manufacturing facility as
any of the manufacturing facilities for medical devices or in-vitro diagnostics
set forth in the preceding item (excluding medical devices or in-vitro
diagnostics only specified by Order of the Ministry of Health, Labour and
Welfare provided in item (ii) of the same paragraph from among the
manufacturing processes for such medical devices or in-vitro diagnostics;
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hereinafter the same applies in this item)).

2 AHHOEMEEESIEOAZWIMIT. AiRE HICHET 2B TEDLHIME T 5,

(2) The certificate of conformity prescribed in the preceding paragraph is to be
valid for the term specified by Cabinet Order provided in paragraph (3) of the
preceding Article.
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(3) A person whose certification prescribed in the preceding Article has been
rescinded pursuant to the provisions of Article 23-4, paragraph (2), item (ii) or
a person who has received an order under Article 72, paragraph (2) for medical
devices or in-vitro diagnostics must promptly return to the registered
certification body the certificate of conformity issued pursuant to the
provisions of paragraph (1) that certifies that the methods to control the
manufacturing or quality of medical devices or in-vitro diagnostics comply with
the standards specified by Order of the Ministry of Health, Labour and Welfare
provided in Article 23-2-5, paragraph (2), item (iv).

(Fh[EHE E = B B E R 2 S |2 L 2 G IRGE 26 O IRMT)
(Appointment of Marketing Authorization Holders by Foreign Manufacturers of
Designated Specially-Controlled Medical Devices)
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Article 23-3 (1) When a foreign manufacturer of designated specially-controlled
medical devices receives the certification prescribed in Article 23-2-23,
paragraph (1) and appoints a holder of marketing authorization for designated
specially-controlled medical devices, such marketing authorization holder may,
notwithstanding of the provisions of the same paragraph, market the items
pertaining to such certification.
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(2) When a foreign manufacturer of designated specially-controlled medical
devices has been changed, or a marketing authorization holder appointed
pursuant to the provisions of the preceding paragraph has been changed, or the
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name of the appointed marketing authorization holder or other matters
specified in Order of the Ministry of Health, Labour and Welfare have been
changed, such manufacturer, must notify the registered certification body that
has provided the certification within 30 days.

(7 k)
(Succession)
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Article 23-3-2 (1) When inheritance, a merger or a split (limited to those

NS

succeeding to documents and information specified by Order of the Ministry of
Health, Labour and Welfare pertaining to such items (hereinafter referred to
as "documents for the items" in this Article)) has occurred for a person who has
received certification prescribed in Article 23-2-23 (hereinafter referred to as
"person certified for medical devices" in this Article), an heir (or a selected
person in cases where there are two or more heirs and one particular heir has
been selected as the successor to the status of such person certified for medical
devices by consent of all the heirs), a corporation surviving the merger, a
corporation established by the merger, or a corporation succeeding to such
documents for the items by the split will succeed to the status of the person
certified for medical devices.
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(2) When a person certified for medical devices transfers the documents for the
items in order to transfer to the status a person receiving approval for medical
devices, the transferee will succeed to the status of such person certified for
medical devices.

3 AT HOHBUEIZ KV ERESEEIERUGE QML 2 &R L 72 F 13, oLl dH
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(3) A person who has succeeded to the status of a person certified for medical
devices pursuant to the provisions of preceding two paragraphs must notify the
registered certification bodies thereof without delay after the inheritance in
cases of inheritance, or prior to the succession in cases other than inheritance,
pursuant to the provisions of Order of the Ministry of Health, Labour and
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Welfare.

(HEH)
(Application, Mutatis Mutandis)
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Article 23-3-3 The provisions of Article 23-2-15, paragraph (2) applies mutatis
mutandis to a foreign manufacturer of designated specially-controlled medical
devices who has received certification prescribed in Article 23-2-23.

(FRFE D Byl L)

(Cancellatlon of Certification)
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Article 23-4 (1) Registered certification bodies must cancel the certification
prescribed in Article 23-2-23 (hereinafter referred to as "certification of
conformity") when it is found that the designated specially-controlled medical
devices to which they have granted the certification fall under the provisions of
paragraph (2), item (iv) of the same Article.
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(2) Beyond the case specified in the preceding paragraph, when a person
receiving the certification of conformity falls under any of the following items,
registered certification bodies may revoke the certification, or require a minor
change in the certified matters:
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(1) when the license prescribed in Article 23-2, paragraph (1) (Ilimited to the
license that applies to the criteria for the certified items) is not effective
pursuant to the provisions of paragraph (2) of the same Article, or is revoked
pursuant to the provisions of Article 75, paragraph (1);

=B R0 SO+ S B R SICHEY T DI EO L&,

(ii) when falling under the provisions of Article 23-2-23, paragraph (2), item
(v)s

= B =0 o U LEOBREIOER LT L &,

(iii) when violating any of the provisions of Article 23-2-23, paragraph (3) or
(5);
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(iv) when designated specially-controlled medical devices certified pursuant to
the provisions of Article 23-2-23 have not been marketed for 3 consecutive
years without any reasonable reasons;

f B ERO=FHOBEIC LD EE L IERTEEE D RITTZHEITBNT,
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(v) when there is a vacancy in the position of marketing authorization holder
designated pursuant to the provisions of Article 23-3, paragraph (1) and no
marketing authorization holder is newly designated.

(HEFOHRM)
(Submission of Reports)
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Article 23-5 (1) When granting certification prescribed in Article 23-2-23,
conducting investigation prescribed in paragraph (3) or (5) of the same Article,
or receiving notification under paragraph (7) of the same Article, or canceling
certification pursuant to the provisions of the preceding Article, registered
certification bodies must prepare and submit reports to the Minister of Health,
Labour and Welfare, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.
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(2) When the Minister of Health, Labour and Welfare decides to have the PMDA
conduct an examination pursuant to the provisions of Article 23-2-7, paragraph
(1), a person who intends to submit reports under the preceding paragraph for
certification of designated specially-controlled medical devices (excluding those
intended exclusively for use on animals) must, notwithstanding of the
provisions of the same paragraph, submit such reports to the PMDA, pursuant
to the provisions of Order of the Ministry of Health, Labour and Welfare. In
this case, when accepting the reports, the PMDA must notify the Minister of
Health, Labour and Welfare thereof, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.
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(B %)

(Registration)
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Article 23-6 (1) The registration prescribed in Article 23-2-23, paragraph (1) is to
be provided by application from a person who intends to provide certification
prescribed in the same paragraph, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.
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(2) When the Minister of Health, Labour and Welfare receives an application
prescribed in the preceding paragraph from a person who intends to provide
certification for designated specially-controlled medical devices (excluding
those intended exclusively for use on animals) pursuant to the preceding
paragraph and finds it necessary, the Minister of Health, Labour and Welfare
may have the PMDA provide a necessary investigation to examine whether
such application complies with each item of paragraph (1) of the following
Article.
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ZOHIMORKBIZ LT, O EKS,

(3) The registration prescribed in paragraph (1) expires when a period specified
by Cabinet Order of not less than three years passes, unless the registration is
renewed within each specified period.
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(4) The provisions of paragraph (2) apply mutatis mutandis to renewal of the
registration prescribed in the preceding paragraph.

OB e D FEUESS)
(Standards for Registration)
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Article 23-7 (1) The Minister of Health, Labour and Welfare must make
registration prescribed in Article 23-2-23, paragraph (1) in cases where a
person who has applied for registration pursuant to the provisions of
paragraph (1) of the preceding Article (hereinafter referred to as "applicant for
registration" in this Article) meets all of the following requirements:
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(1) the applicant for registration is in compliance with the standards related to
the organizations that perform the certification specified in the International
Organization for Standardization and the International Electrotechnical
Commission, and standards related to the organizations that examinations
manufacturing and quality control;
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(ii) the applicant for registration does not fall under any of the following cases
for a person who markets designated specially-controlled medical devices
required to have certification of conformity pursuant to the provisions of
Article 23-2-23, paragraph (1), or a foreign manufacturer of designated
specially-controlled medical devices (hereinafter referred to as a "marketing
authorization holder, etc." in this item):
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(a) when the applicant for registration is a stock company, the marketing
authorization holder, etc. is to be a parent corporation (referred to as the
parent company provided in Article 879, paragraph (1) of the Company Act
(Act No. 86 of 2005)) of such applicant;
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(b) the proportion of officers or employees of the marketing authorization
holder, etc. (including those who were officers or employees of the
marketing authorization holder, etc. during the past two years) will
account for more than half of the officers of the applicant for registration
(partners who have authority to administer corporate affairs in cases of a
membership company (referred to as the membership company provided in
Article 575, paragraph (1) of the Company Act));

NOBEREE (BANCHS L, TONREHELZAET IR
DEEIE (08X ZFEMICYMREREERFO&K
B, ) THDHZ L,

(c) the applicant for registration (in cases of a corporation, an officer who has

B) A, B s
BB ThH o B E

representation power) is an officer or an employee of a marketing
authorization holder, etc. (including one who was an officer or an employee
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of the marketing authorization holder, etc. during the past two years).

2 JEAGEREZ, BEBAFENROZESOWNTANTHEET L & ST, AEOHE
b b, B ERO SO+ EF-HOREE LTI B R0,

(2) The Minister of Health, Labour and Welfare must not provide registration
prescribed in Article 23-2-23, paragraph (1), notwithstanding of the provisions
of the preceding paragraph, in cases where an applicant for registration falls
under any of the following items:

— ZOERZOMERICEHTHETTESTTED L bO I I IZE S maHE L
IFAFTIER L THIZAE AL, ZORITEKD Y | XIFPITE2ZIT 22 &7
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(1) a person who has been sentenced to punishment for violation of this Act or
other pharmaceutical laws and regulations specified by Cabinet Order, or
order or disposition based thereupon, and who has completed the punishment,
or for whom two years have not elapsed since the day such sentence was
passed or the day such sentence was complete;

=R ER0FARE-HOBEIZ LV BEIIVIES L, ZOBIHLOANLIE
BLTHZRBLR2NETHD Z L,

(i1) a person whose registration was canceled pursuant to the provisions of
Article 23-16, paragraph (1) and for whom two years have not yet elapsed
since the day of its cancellation;

= EACHOTIE, FOEBEITHOEBED D BIZHI 5 OWT NI Y T HH N
bHHZ L,

(iii) in cases of a corporation, any of its officers conducting its business falls
under either of the preceding two items.

3 BEkIE. AEFEEBRRBICRICBIT 2 FHREZTZH L TTL2bD LT 5,

(3) Registration is to be effected by entering the following particulars in the
register of a certification body:

—  BEFEH HKRORERE S

(i) date of registration and registration number;

= BBREEAERE R O 4 B K OME T

(i1) name and address of registered certification bodies;

= REYEEAMRRREAAT O FEFTOFTEH

(ii1) address of office providing certification of conformity;

DU B EkARREME A 23T o FE YR G MERERE O S D 4P

(iv) scope of the operations for certification of conformity provided by a
registered certification body.

(B gD IANTRE)

(Public Notification of Registration)

“H=%o)N BAFBREIL, B 2RO 0+ ZF - HOREE LI L ZiX
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Article 23-8 (1) When the Minister of Health, Labour and Welfare makes
registration prescribed in Article 23-2-23, paragraph (1), the Minister of Health,
Labour and Welfare must post a public notice concerning the name and the
address of the registered certification body, the location of the business entity
dealing with certification of conformity, the scope of operations for certification
of conformity provided by an registered certification body, and the date of such
registration.

2 BRERGEREHERSIX. oA, EFT. AMEE A MEREEAAT O F2EAT OO P LM S TR Gk
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(2) When a registered certification body intends to change its name, address,
location of business entity providing the business pertaining to certification of
conformity, or the scope of operations for certification of conformity provided by
the registered certification body, such registered certification body must make
public notice of the Minister of Health, Labour and Welfare thereof by 2 weeks
before the date of such change.

3 BAEGEAREIL, AEHOBEICLIMENH O L EIX, TOFEZLAR LTI
IRBTRUN,

(3) The Minister of Health, Labour and Welfare must post a public notice when

receiving notification under the preceding paragraph.

(B A MERRE D T2 O DR A D FRH)
(Obligation for Examination of Certification of Conformity)

Bt =40l BEGEIEERIT, EEEAMRGEEZITO 2 aRkd btk i
HRBHARNGLGAEERE, BiFR, EEEAERIEOTL D DOFELITOR 7L7}’L ‘i
RHIR,

Article 23-9 (1) A registered certification body must perform an examination for
certification of conformity without delay upon a request for providing

certification of conformity unless there are justifiable grounds for refusing to

do so.
2 Wfimﬂ&%i INTEIWZ, Do, BAFBHE S CED L EEEICEE T D HIEI
RS MRIED 2O DFEZITORITIE R 5720,

(2) A reglstered certification body must perform an examination pertaining to
certification of conformity fairly by a method that conforms to the technical
criteria specified by Order of the Ministry of Health, Labour and Welfare.

CEBHLER)
(Operational Rules)
B =ko+ BRERIRGEHRIR. EEEGMREREOEBICE T o R (IT [ZEEHR
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Article 23-10 (1) An registered certification body must establish rules concerning
operations for certification of conformity (hereinafter referred to as
"operational rules") and get them to be authorized by the Minister of Health,
Labour and Welfare before beginning the operations for certification of
conformity. The same applies when it intends to change the rules.

2 EBHRRIIT. EEEAMRERED E 7S, EEEA MR T 5B oo
JEAEGHBE S CTED HHEEHE ED TENRITIE R 520,

(2) The operational rules must specify methods for conducting certification of
conformity, fees for certification of conformity, and other particulars specified
by Order of the Minister of Health, Labour and Welfare.

3 BEAETEREIL, B HOR A U BB RN L EE S PR RE O 2 B R i A
W Lo LR D L EIE, BEGEAEEICK L, TOEBREBELZLE T T L

MmMTHIENTED,

(3) When the Minister of Health, Labour and Welfare finds that the operational
rules for which the Minister has granted authorization prescribed in paragraph
(1) have become inappropriate in terms of conducting certification of
conformity fairly, the Minister of Health, Labour and Welfare may order the
registered certification body to change such operational rules.

(I DA A~ 1 55)
(Keeping of Books)
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Article 23-11 Registered certification bodies must maintain books, enter the
particulars pertaining to the operations for certification of conformity specified
by Order of the Ministry of Health, Labour and Welfare, and keep such books
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

(FRAEEUH LE D mf)

(Orders to Cancel Accreditation)
“h=Fkot—oZ BATTBREIL, BREGEIEEENE =Ko NE - HOHE
ICERK L TWD ERO DL & &, FEEEAMEREE = Tt%?ﬁﬂ%’%:@%‘ﬁ@b‘
TOANITHEYE T2 LR D & & 1T, YR EGRREREII 6 L, Yk E G MERERED
BH L ZOMMERBEEZRLINE I aMmTHI LN TE D,

Article 23-11-2 When the Minister of Health, Labour and Welfare acknowledges
that an registered certification bodies has violated the provisions of Article 23-
4, paragraph (1) or a person who has received certification of conformity falls
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under any of the items of paragraph (2) of the same Article, the Minister of
Health, Labour and Welfare may order such registered certification bodies to

cancel such certification of conformity and take other necessary measures.

(i &)
(Order for Compliance)

Fot=ko+ " BEAGEHREIT. BEEAEENE =Ko tH -HEFTOWT
2’L75> ZHA LR RO B D & EIE, UBREFIEREIC L, Zh b DBIEIC

BT OO ERBELZROINE L EMTHIENTED,

Artlcle 23-12 When the Minister of Health, Labour and Welfare acknowledges
that a registered certification bodies no longer complies with any of the items
of Article 23-7, paragraph (1), the Minister of Health, Labour and Welfare may
order such registered certification bodies to take necessary measures to comply
with such rules.

()

(Order for Improvement)

ot =Ko+ = BEAFEHREIL BEGEFEEEH + =FRONWOBEITER LT
W5 LD D &R, MR EGERERER IS L, EE S MERRRED T2 O OFE A EAT D
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Article 23-13 When the Minister of Health, Labour and Welfare acknowledges
that a registered certification body violates the provisions of Article 23-9, the
Minister of Health, Labour and Welfare may order such registered certification
body to conduct an examination pertaining to certification of conformity, or
take necessary measures to improve the methods of examination for
certification of conformity and methods of other operations.

(HEYEH & VEFRAELC >\ C 00 FY 3 B OV A B FE D )
(Order by the Minister of Health, Labour and Welfare Regarding Applications
for Certification of Conformity)
ot =0+ EREESMRIEL 3T LD L T2F 3. PR EEEEHRE
TSR F IOV T, W"f‘%mu AIERE BE 723 FEYETH A MERBRE D T2 O O/ E 2 1T 7o WiE T
”ﬁm£%%®ﬁﬁﬁ PERRREDFE RICEFZE DO H D55 1L. EAETBHREIT L,
ok Al B 20 KL YE N uunEa)f;&ba)%$E§%E??‘5 Z &L XS THAERE G MEFRRED
TODEREITI Z <E BT REZEEHFETLHIENTE D,

Article 23-14 (1) A person who intends to receive certification of conformity,
when a registered certification body does not conduct an examination for
certification of conformity of designated specially-controlled medical devices
pertaining to the application, or when there is an objection to the result of
certification of conformity by a registered certification body, may apply to the
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Minister of Health, Labour and Welfare for an order for the registered
certification body to conduct an examination for certification of conformity, or
to redo an examination of certification of conformity

2 JEARTGTEREL, HIJIEODEF' B HOTHEITIE VT, Mk HGE IR D B EkaE A
D+ =RDILOHEIC }ibfl/\ékwu&)ék% . YELBERFERERERI IR L,
HIROBEIC L bfmmaedTdbDLT 5,

(2) When the Minister of Health, Labour and Welfare receives an application
prescribed in the preceding paragraph and finds that the registered
certification body pertaining to the application violates the provisions of
Article 23-9, the Minister of Health, Labour and Welfare is to provide an order
under the preceding Article to such registered certification body.

3 BEAFBKRKEX., ATEOGEIZEWT, FIGZOHEICEL2mEE L, Imaz L
RNZEDREZR Lzl Eid, B, UEHEEL LA @m0 L35,
(3) In cases of the preceding paragraph, when the Minister of Health, Labour and
Welfare provides an order under the preceding Article or decides not to provide

the order, the Minister of Health, Labour and Welfare is to notify the person

who made the application for the same without delay.

(CEBDOIRBE L)
(Suspensmn and Discontinuation of Service)
T =50+ H BEERGEHEIT, EVERSMREEOEE ORI XTI —H AR L,
MIFBEIE L X9 &5 & &EiF, Eiﬁ@éﬂfﬁ&)ék_é W&, Honrld, £
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Article 23-15 (1) When a registered certification body intends to suspend or
discontinue all or a part of the operations for certification of conformity, the
registered certification body must notify the Minister of Health, Labour and
Welfare thereof in advance, pursuant to the provisions of Order of the Ministry
of Health, Labour and Welfare.

2 JEAGEKREIL ATEOBHEICLDmEAH O L XL, TOFEATR LRITIUL
IRBIRY,

(2) When the Minister of Health, Labour and Welfare receives notification under
the preceding paragraph, the Minister of Health, Labour and Welfare must

publicly provide notification thereof.

(B e DO BUH L)
(Cancellation of Registrations)
T EEo+R BEAGEREIL, BEGEEEEENE =S50t _HA S (B
FERS, ) OWTNNCHEETHICE L L XL, ZOBRREFMVBETHO LTS,
Article 23-16 (1) The Minister of Health, Labour and Welfare is to cancel
registration when it is found that a registered certification body falls under
any of the items of Article 23-7, paragraph (2) (excluding item (ii)).
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(2) In cases where a registered certification body falls under any of the following
items, the Minister of Health, Labour and Welfare may revoke the registration,
or suspend all or a part of the operations for certification of conformity for a
specific period the Minister specifies:

— B oA ELKoNFE—HE, B =50H, FoF 50N E HE, B+ 25K
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(i) when the registered certification body has violated the provisions of Article
23-4, paragraph (1), Article 23-5, Article 23-8, paragraph (2), Article 23-9,
Article 23-10, paragraph (1), Article 23-11, paragraph (1) of the preceding
Article, or paragraph (1) of the following Article;

=BT RO E CEHEE RO b B =50+ =F TOH
EICL DM BIERK Lz L X,

(i1) when the registered certification body has violated an order under Article
23-10, paragraph (3), or Article 23-11-2 to Article 23-13;

= IEMABREERLVOICRES HA S OBREIC L D REEATL L &,

(iii) when the registered certification body has refused a request under any
items of paragraph (2) of the following Article without any justifiable
grounds;

W REOFEIZLVE + =50 "0+ =8 -HOKKEZIT - L &,

(iv) when the registered certification body has obtained registration prescribed
in Article 23-2-23, paragraph (1) by wrongful means.

3 JEAGHEREIL, AT HOBEIZ XV BEREA IV E L, UIRTEOHEIC L 0 5%
HAMREOEBOEHE L X —HoFEIEEM UL XX, TOEEZLATR LT
T 6700,

(3) When the Minister of Health, Labour and Welfare has canceled registration
pursuant to the provisions of the preceding two paragraphs, or ordered a
suspension of all or a part of the operations for certification of conformity
pursuant to the provisions of the preceding paragraph, the Minister of Health,

Labour and Welfare must publicly provide notification thereof.

(W5 58 22 DA+ 1 S OV B2 %)
(Preparation of and Access to Financial Statements)
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X 6720,
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Article 23-17 (1) Registered certification bodies must, within 3 months after the
end of each business year, prepare an inventory of property, balance sheets,
profit and loss statements or income and expenditure account statements, and
business reports for the business year (including electronic or magnetic records
in cases where electronic or magnetic records are prepared instead of paper
documents; referred to as "financial statements, etc." in the following
paragraph and Article 91), and maintain them at their office for a period of five
years thereafter.

2 FEEm RS O RERGEER £ DM ORIERIMR NI, BRERGEREE D ¥
BREEANIZ, WO ThH, RICBITDFERET L ENTE D, L, B 5UEH
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(2) A holder of marketing authorization for designated specially-controlled
medical devices or any other interested person may make the following
requests at any time within the business hours of a registered certification
body; provided, however, that when making a request prescribed in item (ii) or
item (iv), such marketing authorization holder must pay the fees specified by
the registered certification body:

— WMB#HFRSENSERZ O TEREIN TS & & id, YikEE O E X IES O
K

(1) when financial statements, etc. are prepared as written documents, a
request to inspect or copy the documents;

= A OEE OREASUIIA DR

(i1) a request for a transcript or extract of the documents prescribed in the
preceding item;
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(ii1) when financial statements, etc. are prepared as electronic or magnetic
records, a request for inspection or a copy of the particulars recorded on the
electronic or magnetic records which are labeled by a means specified by
Order of the Ministry of Health, Labour and Welfare;

MU Al OEBAGEEIC LS SN FHEZ BN T ETHHO TRATHE T TED D
HOIZ K VIREET 5 2 & OFERIUTYZEFH 2 L8 L 72 Fi O & DFFK

(iv) a request for the particulars recorded on the electronic or magnetic records
prescribed in the preceding item by electronic or magnetic means specified by
Order of the Ministry of Health, Labour and Welfare or a request for the
delivery of written documents containing the particulars.

(EAEGHB R BT K 2 ELVEE SRR GE D 28 D i)

(Operations for Certification of Conformity by the Minister of Health, Labour
and Welfare)

" =%o+I)0 BEATBREZ, B o+ =500+ =F-HOREKEZITLHE
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Article 23-18 (1) When no person is registered pursuant to the provisions of
Article 23-2-23, paragraph (1), or when notification of the suspension or
discontinuation of all or a part of the operations for certification of conformity
under Article 23-15, paragraph (1) is provided, or when registration prescribed
in Article 23-2-23, paragraph (1) has been discontinued or the suspension of all
or a part of the operations for certification of conformity is ordered of a
registered certification body pursuant to the provisions of Article 23-16,
paragraph (1) or (2), or when it has become difficult for a registered
certification body to conduct all or a part of the operations for certification of
conformity due to natural disaster or other events or in any other case deemed
necessary by the competent minister, the Minister of Health, Labour and
Welfare may conduct in person all or a part of such operations for certification
of conformity.

2 JBAFEKREZ., TEOGEIZEBVWTRENH D LR D & X1, BEIC, Mgk
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(2) When the Minister of Health, Labour and Welfare finds it necessary in cases
of the preceding paragraph, the Minister of Health, Labour and Welfare may
have the PMDA conduct all or a part of such operations for certification of
conformity.

3 BEAEGHAKEIL, AT HOBEIC LV EEEEMEFRIEOEF oA L IX—H%
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(3) The Minister of Health, Labour and Welfare must post a public notice, when
the Minister determines to have the PMDA execute all or a part of the
operations for certification of conformity or determines not to have the PMDA
execute all or part of the operations for certification of conformity pursuant to
the preceding two paragraphs, or when the Minister determines not to have the
PMDA execute all or a part of the operations for certification of conformity that
the Minister has had the PMDA execute.

4 JFAEGEBRENHE —HIIE “HOBEIZ X 0 AR G MERERAED B O 2 L <
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(4) When the Minister of Health, Labour and Welfare executes in person all or
part of the operations for certification of conformity, or has the PMDA execute
all or a part of the operations for certification of conformity pursuant to the
provisions of paragraph (1) or (2), necessary matters concerning transfer of
business, etc. are specified by Order of the Ministry of Health, Labour and
Welfare.

(B ~DFEAE)

(Delegation to Order of the Ministry of Health, Labour and Welfare)
B+ =0+l ZOEIZED D HODIEN, ?‘éiﬁfﬁﬁﬁlﬁﬁ%‘é””“@?ﬁﬁ\ Bk
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Article 23-19 Beyond what is specified in this Section, designation of designated
specially-controlled medical devices, registration of registered certification
bodies, certification of marketed items, and other matters necessary for the

operation of registered certification bodies are to be specified by Cabinet Order.

RNE BAEERRSHGOMERGEEROREE
Chapter VI Marketing and Manufacturing of Regenerative Medicine

Products

(L& R 5E 3 DFFH])
(Marketing Licenses)

Bt =S50+ BAERFEFHELZE. BEETEBREOF A EZITEHE TR, ¥
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Article 23-20 (1) No person other than one who has obtained a license from the
Minister of Health, Labour and Welfare is to be engaged in the business of
marketing regenerative medicine products.

2 HHEOFIX. ZHFZ2 TORVEBE TEDDLHIM I LICEDER X T 72T Hix,
ZOHE ORBIZE>T, 20N hEKI,

(2) The license prescribed in the preceding paragraph expires when a period
specified by Cabinet Order of not less than three years passes, unless the

license is renewed within each specified period.

(R 357
(Standards for Licenses)
THE50 "+ ROBEOWTIUNCHEYET D L EIE. Bk
RN ENTE D,

Article 23-21 In cases that fall under any of the following items, the Minister of

DJH

DFFA Z 5 %

Health, Labour and Welfare may choose not to grant the license prescribed in
paragraph (1) of the preceding Article:
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(i) when the methods of quality control over regenerative medicine products for
the application do not comply with the standards prescribed in the standards
specified by Order of the Ministry of Health, Labour and Welfare;

= HEEICR D BAERER G ORERCHRERE O TIEN, EAETTEE T TED
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(ii) when the methods of post-marketing safety control for the application of
regenerative medicine products does not conform to the standards prescribed
in the standards specified by Order of the Ministry of Health, Labour and
Welfare;

= HEED, BEEE=BADPDLANETOWVTNNICHEYT D & X,

(iii) when the applicant falls under any of Article 5, item (iii), (a) to (f).

(BLEEOFF])
(Licenses for Manufacturing)

B =50+ BAERFRGOBEEOF 2T A TRIIE, EL LT,
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Article 23-22 (1) Any person who has not obtained a license for manufacturing
regenerative medicine products must not engage in the business of
manufacturing regenerative medicine products.

2 HIEOFFANL, JBAEGEE T TED DK, JEATGERENRER Z &b
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(2) The license prescribed in the preceding paragraph is to be granted by the
Minister of Health, Labour and Welfare for each manufacturing facility in
accordance with the criteria specified by Order of the Ministry of Health,
Labour and Welfare.

3 FH-HOHFWIX, SHFEEZTFTOLRVWEA TED AWM I LICEOEFEZ T 2T X,
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(3) The license prescribed in paragraph (1) expires when a period specified by
Cabinet Order of not less than three years passes, unless the license is
renewed within each specified period.

4 KOBZEBFOWVWTNNCHEYTDHELEEE, F-HOFAMEEX RN ENTE D,

(4) In cases that fall under any of the following items, the Minister of Health,
Labour and Welfare may choose not to grant the license prescribed in
paragraph (1) of the preceding Article:

— ZORUEFTOMERM S, EAETEHE T CTEDDLEREICEAS LRV E &,

(i) when the structure and equipment of the manufacturing facility do not
comply with the standards specified by Order of the Ministry of Health,
Labour and Welfare;

= HIEEN %E%%E%/]’ ﬁxgmif@b\fﬂﬁlﬁzgz%ﬁ_ék%o
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(i1) when the applicant falls under any of Article 5, item (iii), (a) to ().
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HE S OREEATH0E IOV TOEMmIC L HTHE ILIEMOREEIT S
LD ET D,

(5) In cases where the Minister of Health, Labour and Welfare receives an
application for license prescribed in paragraph (1) or an application for renewal
of license prescribed in paragraph (3), the same Minister is to provide a
document-based or on-site investigation for verifying the conformity prescribed
in item (i) of the preceding paragraph.

6 HHOFFR I EIL, HRETNICRIFFRATOR S EZAE L, XITEML X
9 LT D EXIE BAETBREOT A 22 2T UL 670,

(6) When a person who has received a license prescribed in paragraph (1) intends
to change or add criteria for a license pertaining to the manufacturing facility,
the person must receive a license from the Minister of Health, Labour and
Welfare.

7 HIEOFFRICOWTIEL, HB—ENOHELHEE TORELENT 2,

(7) Provisions from paragraphs (1) through (5) apply mutatis mutandis to the
license prescribed in the preceding paragraph.

(Bt L2 X 2 a4 oo FE )
(Investigation Conducted by the PMDA)
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Article 23-23 (1) The Minister of Health, Labour and Welfare may have the
PMDA conduct the investigation provided in paragraph (5) of the preceding
Article (including cases applied mutatis mutandis in the provisions of
paragraph (7) of the same Article) on the license prescribed in paragraph (1) or
paragraph (6) of the same Article, or on the renewal of a license prescribed in
paragraph (3) of the same Article (including cases where applied mutatis
mutandis in the provisions of paragraph (7) of the same Article; hereinafter the
same applies in this Article) pertaining to regenerative medicine products
(excluding those intended exclusively for use on animals; hereinafter the same
applies in this Article).

2 JEAGEKREZ, AIHEOBEIC LV EEICHEZITOE S &3, GHEETD
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(2) When the Minister of Health, Labour and Welfare has the PMDA conduct an
investigation pursuant to the provisions of the preceding paragraph, the
Minister of Health, Labour and Welfare is not to conduct that investigation. In
this case, if the Minister of Health, Labour and Welfare grants the license
prescribed in paragraph (1) or paragraph (6) of the preceding Article, or renews
the license prescribed in paragraph (3) of the same Article, the Minister of
Health, Labour and Welfare must consider the results of the investigation
notified by the PMDA pursuant to the provisions of paragraph (4).

3 EATERENE —HOBEICLVEEICHELZITObEL 2 Lz T, [FHA
DB TED 2 AERER IR DA05RE — 1A L UXENEOFF A LR E =
HOFFA O O HFEE L, AT O ML & 2 T 2 T LR 6720,

(3) When the Minister of Health, Labour and Welfare decides to have the PMDA
conduct the investigation pursuant to the provisions of paragraph (1), an
applicant for license prescribed in paragraph (1) or paragraph (6) or for the
renewal of license prescribed in paragraph (3) of the same Article pertaining to
regenerative medicine products specified by Cabinet Order prescribed in the
same paragraph must undergo such investigation conducted by the PMDA.

4 HEHIE. ATEOFEEZIT O L T3, Bl SEHEEOR R E BT HE ST
EDHDH L TAIZL Y EAGBREICER LRITNIERE R0,

(4) When the PMDA conducts an investigation prescribed in the preceding
paragraph, it must notify the Minister of Health, Labour and Welfare of the
results of such investigation without delay, pursuant to the provisions of Order
of the Ministry of Health, Labour and Welfare.

5 FEHENT O AEITMR DLy GHEDOR R EZRS, ) XIXZDOREAIZHOWTIL, &
AFBREICR LT, BEFHRETDHENTE D, ZOHEIZBNT, BEAHBHK
B, ATBORIREEVES RS KL OE I, USSR E —H KR O I,
00L& NS B T+ TL R85 —HHOHLE O I DWW TR, O HRITEIT &
Ay B

(5) Any person who is dissatisfied with a disposition pertaining to the
investigation conducted by the PMDA (excluding the results of an
investigation) or inaction thereby may file a request for examination to the
Minister of Health, Labour and Welfare. In this case, the Minister of Health,
Labour and Welfare is regarded as a higher administrative agency in applying
the provisions of Article 25, paragraphs (2) and (3), Article 46, paragraphs (1)
and (2), Article 47, and Article 49, paragraph (3) of the Administrative
Complaint Review Act.

(AR = i 5 B T A [E S S DR E)
(Accreditation of Foreign Manufacturers of Regenerative Medicine Products)
Bt =0+ SEIZBWTARICHE SN FAEREFRLZ-EL LD &3
2% (UUF THAERBERINSERERE) 20D, ) X, BEETBHREOREL X
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THZENTES,

Article 23-24 (1) Foreign manufacturers intending to manufacture regenerative
medicine products that are exported to Japan (hereinafter referred to as
"foreign manufacturers of regenerative medicine products") may be accredited
by the Minister of Health, Labour and Welfare.

2 HIAOFREIL. BEFEHE S TED LRSI, MG I EIch 25,

(2) The accreditation prescribed in the preceding paragraph is to be granted for
each manufacturing facility in accordance with the criteria specified by Order
of the Ministry of Health, Labour and Welfare.

3 HB—HOREIZHOWTIE, o+ =50+ FE=HEH1robEtHEE TRORISZOH
EEHREMT 2, ZOLRICENT, H_+F =50+ _FH =_HrbLEREE TORE
fTFFAf ) EH D0 IREE] &, RSB EES 550 &HD013 REE] &,

E—IH] LHoHolE T ) & BiSRB—HP TESRE A L X ARHOFF
AIFFEEE = (FAERBLHEICBWTENT 256280, LT ZORIEBNTH
Lo ) ODFAOEFICHONWTORSLELH (FRFLH] LHDHDIT TREE—HHE
L <IZRSEHE =BT W THER T 2 A SH ANHORIE T REH BB W TR
DHTGRE =H (REH HIZBWTERTOIREE CHIZBWTHERT 562 5T,
UTZOFRIZBWTHL, ) OBEDOHEHIZOWTORSEE ZHIZBWTHEHT HH]
FERHE (REFH=THIZBWTHENT LR1EFEHE) | & REE HEOH =5
PRZRSE — 3T L < IXHNHOFF A SUTLFRSRE ZHOFF A OFH | Lo D0 Tk
g L <UEIASRH —HIZB W TR 2RISR N HEORE TR SEH —HITB W
THERT HRIEHE —HORBEDOEH | LHAKZDLDBDET D,

(3) The provisions of Article 23-22, paragraph (3) through paragraph (7) and the
preceding Article applies mutatis mutandis to the accreditation prescribed in
paragraph (1). In this case, the term "license" in the provisions of Article 23-22,
paragraphs (3) to (6) is to be replaced with "accreditation”, the term "license"
"in paragraph (7) of the same Article is to be replaced with "accreditation",
"paragraph (1)" is to be replaced with "paragraph (2)", the phrase "the license
prescribed in paragraph (1) or paragraph (6) of the same Article, or on the
renewal of a license prescribed in paragraph (3) of the same Article (including
cases where applied mutatis mutandis in the provisions of paragraph (7) of the
same Article; hereinafter the same applies in this Article)" in paragraph (1) of
the preceding Article is to be replaced with "accreditation prescribed in
paragraph (6) of the preceding Article, as applied mutatis mutandis pursuant
to paragraph (1) of the following Article or paragraph (3) of the same Article, or
renewal of accreditation prescribed in paragraph (3) of the preceding Article, as
applied mutatis mutandis pursuant to paragraph (3) of the following Article
(including cases applied mutatis mutandis pursuant to paragraph (7) of the
preceding Article, applied mutatis mutandis pursuant to paragraph (3) of the
following Article; hereinafter the same applies) pursuant to paragraph (5) of
the preceding Article, as applied mutatis mutandis pursuant to paragraph (3)
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of the following Article (paragraph (7) of the preceding Article, as applied
mutatis mutandis pursuant to paragraph (3) of the following Article)", and the
phrase "license prescribed in paragraph (1) or paragraph (6) of the preceding
Article and renewal of license prescribed in paragraph (3) of the same Article"
is to be replaced with "accreditation prescribed in paragraph (6) of the
preceding Article, as applied mutatis mutandis pursuant to paragraph (1) of
the following Article or paragraph (3) of the same Article or renewal of
accreditation prescribed in paragraph (3) of the preceding Article, as applied
mutatis mutandis pursuant to paragraph (3) of the following Article".

(P AR R i D U 58 D KGR

(Marketing Approval for Regenerative Medicine Products)

Bt =0 _+H HAERRFHHOMERTELELEO ETHEIF. A ZLICED
BRI DWW T ORAFBREOER ZZ T 2T LR 6700,

Article 23-25 (1) A person who intends to market regenerative medicine products
must obtain approval from the Minister of Health, Labour and Welfare for each
item to be marketed.

2 ROFFZONWTANCHEET D L &1T, ATHOKRIT, B2,

(2) In cases that fall under any of the following items, the approval prescribed in
the preceding paragraph will not be granted:

— HEEN, F T ERO B HOF A 2ZIT T RN E &,

(1) when an applicant does not receive license prescribed in Article 23-20,
paragraph (1);

o HEBIR O BAERFHE ZRET 2 /GRS, B =50 S+ HE O
A (HEEEZ LM BIZOWTHRIENTE AR SITHEDL b DOITRD, ) UXRISEE—
HOGRE (HiELZ LB O W THIENTELXSIEL B DICRSL, ) 2507
TWnpn k&,

(i) when a manufacturing facility that manufactures regenerative medicine
products pertaining to the application does not receive license prescribed in
Article 23-22, paragraph (1) (limited to the criteria relating to the items for
the application and to those available for production) or accreditation
prescribed in paragraph (1) of the preceding Article (limited to the criteria
relating to the item for the application that is available for production);

= HEIR O BAEERERL O, MG, EAEEF. MiE, Hik BE,
R FE, 2hHE. 2. MERE. BMERZOMmoME., AR OVEEMEICET 5 %F
HOFEEDKER., TOWMPBIKOA INOENETONTNNIHEYT D EE,

(iii) when the item falls under any of the following (a) to (c), as a result of an
examination of the matters related to qualities, efficacy and safety of the
regenerative medicine products pertaining to the application, such as the
name, constitutive cells, transgenes, components, quantity, dosage
administration, methods of usage, efficacy or effects, performance, and side
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effects:

A HEEICRDRIEE. IR UIMRZ AT L RO ARV E X,

(a) when the regenerative medicine products pertaining to the application
are not found to have the efficacy or effects indicated in the application;

0 HFEICRDRIEE. RIS L TE LS AERIEAZATH 2 LI2LD,
BAERERM S L TTERMER W EROOND & &,

(b) when the regenerative medicine products pertaining to the application
are found to have no value as a regenerative medicine product as they have
harmful effects which outweigh their efficacy or effects:;

N AXER BT 525G 0E), BAEERKERLE LTAREY 2D & LTEA
TEETTEDLILEICHYT D L&,

(c) beyond the cases set forth in (a) or (b), when the regenerative medicine
products fall under the cases specified by Order of the Ministry of Health,
Labour and Welfare as not being appropriate as regenerative medicine
products;

VU HFEICFR 2 AR EER SR O BUET I 1 2 BUEE B ULWE B O HFER, B
AGHE T TEDLAEICHE LTS EROLNRNE &,

(iv) when the methods to control manufacturing or the quality of the items at
that manufacturing facility of the regenerative medicine products pertaining
to the application are not found to comply with the standards specified by
Order of the Ministry of Health, Labour and Welfare.

3 H—HOKREZITEO LT HIZT. BEATBHESTEDL L IAICLY, HESR
(Z R IREAER OB AR 1T B 2 &R OO B R Z 3 L CTHEE LRI iR 5720,
ZOHGEITRNT, BEERNL. BEAETEE S TED L EBEIIHESDTINES I, 1o,
ERC ST O TRITF X7 B 720,

(3) A person who intends to obtain approval prescribed in paragraph (1) must
attach data concerning the results of clinical studies and other pertinent data
to their written applications, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare. In this case, when the pharmaceutical
concerned in such application is specified by Order of the Ministry of Health,
Labour and Welfare, the data concerned must be collected and compiled in
accordance with standards specified by Order of the Ministry of Health, Labour
and Welfare.

4 FHOKRBOHHEIR DL FAEERER LS, FINFRONE HIIHET D3R
FRGFEIZI D 5N TV L FEEEZ B SUIME S LTRES NI BDTH D & X
X, B EHOAREZT LD LT 58T, BETBHESTTEDL L IAIZED, M
JRHESE AN A SR B — BRI BUE T 2 IR BB g IS B ik STV D 2 L ARET 5 Ef &
LOTHIEOHEIZL VIR T 20 SNTEERO IR ADZ ENTE S,

(4) When the regenerative medicine products pertaining to the application for
approval prescribed in paragraph (1) are produced using materials or
substances of active ingredients, etc. listed in the drug master file provided in
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Article 80-6, paragraph (1), a person who intends to receive approval
prescribed in paragraph (1) may replace part of the document to be attached
thereto pursuant to the provisions of the preceding paragraph with another
document that certifies that such active ingredients, etc. are registered in the
drug master file provided in paragraph (1) of the same Article, pursuant to the
provisions of Order of the Ministry of Health, Labour and Welfare.

5 W HPBE=FOREICLLIFEEICBV L, Mikdh BICR D HEENA & O =5l
RICHUET DERHCHESE, Y% B OME, A% i&()\ﬁ PRICBET oA (BRI
ZOERXFTE S =ZK0=4LOKR REF—H (FE_+=50="F+tFELHEIE
WTHERTLHE 2T, ) OBREIZE Y FJIELAOHIREfT Lz DEERS, 5H/\HE
IZBWTHL, ) 252510 TW5aHE & OMAGIE, BABG T, ME, Hik, B
&, A, DHE. DR HREFEOR—MEICET IMEE G, ) ZITObDET
. ZOHHIZBNT, 60 CH, Ui BICRD GBI E HEBROHEIZHE G
TLOMEIDITONTOFIIC L DHENTEMOPEZITH> bDO LT D,

(5) In the examination under paragraph (2), item (iii), the quality, efficacy and
safety of the relevant items are to be investigated (including investigations of
the equivalence of constitutive cells, transgenes, structures, directions, dosages,
methods of usage, efficacy, effects, and performance to those of the items which
have already been approved as prescribed in this Article or Article 23-37
(excluding approvals provided with conditions and time limits pursuant to the
provisions of paragraph (1) of the following Article (including cases applied
mutatis mutandis in Article 23-37, paragraph (5)); hereinafter the same
applies in paragraph (8)) based on the details of the application for the
relevant items and the document provided in the first sentence of paragraph
(3). In this case, a document-based or on-site investigation is to be provided in
advance in order to examine whether or not the documents relating to the
relevant items comply with the provisions of the second sentence of paragraph
(3).

6 FHHOAREZZITLI ETHHFIFRHEOKRBEZIT-EHIL, EOERBIIHKRDLH
AR IR RS O BLEFTIC 3 1T 2 BUE B OB B FIEDVE I N S I RET
BIEAEFEHED TEDDHEMEITHAE L TVDEINE I DICONT, AR EZIT LD
ETHEE, ROYHARDOISGR —F2 FTORVWEAT TED L2HMARKET LT L
2, JBAETERE OFMmIZ L HMEITEMOPFELZ =T 2T 6720,

(6) A person who intends to receive approval prescribed in paragraph (1) or who
has already received approval prescribed in the same paragraph must, in cases
where the approval relating to the manufacturing facility of regenerative
medicine products is specified by Cabinet Order, undergo a document-based or
on-site investigation by the Minister of Health, Labour and Welfare regarding
whether or not the method to control manufacturing or the quality of the item
complies with the standard specified by Order of the Ministry of Health,
Labour and Welfare provided in paragraph (2), item (iv), at the time of
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approval, or in every period of not less than three years specified by Cabinet
Order after obtaining the approval.

7 BAEGHKREIL. B HOKEOHRFIHR DL FAEERERLD . AR EERE
P S B %@@@E%L% %@%%@ﬁ%wewb%ﬂé%@f%é&%i Y%
BAEERRERMLICOWTOE HE =5 OHEIZ X 2FEXIIATHOBEIC X 5 A

\m@ﬁéiﬁ FRULOFESUTREITEL L TITH 2 LB TE %,

(7) When confirming that the regenerative medicine products in applications for
approval prescribed in paragraph (1) are orphan regenerative medicine
products or other regenerative medicine products which fulfill particularly high
medical needs, the Minister of Health, Labour and Welfare may prioritize an
examination under paragraph (2), item (iii) or an investigation under the
preceding paragraph for these regenerative medicine products over an
examination or investigation of other regenerative medicine products.

8 EFEAIBKEIX, H-HOKBOREN O OTLLGEIZBW T, HEEICHR D BAER
%@%ﬁ\%K:@%Xﬁ%4+:x@;+t@%w%5z%ﬂf%éﬁ%E% i
an EAERGIIIE, HAER T ME, B, HE. Rk She. 2R, MEREE
DR D L XX, FHEOAGRIZOWVWT, o U, EE - AT ESOR
FLARED T T 72 72,

(8) In cases where the Minister of Health, Labour and Welfare receives an
application for approval prescribed in paragraph (1), and finds that
regenerative medicine products pertaining to the application pertaining to
constitutive cells, transgenes, components, quantity, dosage administration,
methods of usage, efficacy, and performance are obviously different from
regenerative medicine products which have been already approved subject to
this Article or Article 23-37, the Minister of Health, Labour and Welfare must
obtain opinions from the Pharmaceutical Affairs and Food Sanitation Council
in advance regarding the approval prescribed in the same paragraph.

9 HHOKREZTZFIL, BEMBICOWTEKRINZEFHO —HMEEEL XD
ETHEE (YBERNEATBMETTEDOBRMBREL TH DL L ETER, ) 1T,
ZOEFIZOWTEAFEREDOEKREZZITR2TNIER 50, ZO5AITHE W T,
B _EHNOAIEE COREEZHEMNT 5,

(9) When a person who has received approval prescribed in paragraph (1) wishes
to make a minor change to approved items (excluding cases where such change
is a minor change specified by Order of the Ministry of Health, Labour and
Welfare), they must receive approval for such minor change from the Minister
of Health, Labour and Welfare. In such cases, the provisions of paragraph (2)
through the preceding paragraph apply mutatis mutandis.

10 HHEOAREZT-FIL, AEOEEFEE S CTEDHBMRETIZONT,
JEAETGEHETTEDDLEZAICKY BEEFBRKEICZOEZRITHRTNIE RS2
VY,

(10) A person who has received approval prescribed in paragraph (1) must notify
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the Minister of Health, Labour and Welfare of such minor change specified by
Order of the Ministry of Health, Labour and Welfare prescribed in the
preceding paragraph, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare.

11 F—HEROBENWHOKAZOHTE (A TEDLHDER, ) 1%, HEL&EHL
TITH9bDET D,

(11) The applications for approval prescribed in paragraph (1) and paragraph (9)
(excluding those specified by Cabinet Order) are to be provided through the
PMDA.

(R K OV BRAS KR
(Conditional and Time-Limited Approval)
:+E%0):+ﬁ AR —HOKROHFFEE PIIERTE LK 5 &322, RO

B DOWT IS LT 5 A ERER Y “Ca'?)éiﬁ/\ L AT RET, RIS
CHE = A &U‘D@ﬁﬂ& b b3, EE - RNEERRSORLEIENT, £
O E L ORER D T2 DI B2 R R O BAE L 2 2 WHEIPAN O IR 24 L T %
Dt BIHR D RIS — %@% B 5252 ENTED,

Article 23-26 (1) When an item that the applicant for approval prescribed in
paragraph (1) of the preceding Article intends to market is a regenerative
medicine product which falls under all of the following items, the Minister of
Health, Labour and Welfare may grant approval prescribed in paragraph (1) of
the same Article for such item by providing necessary conditions for the
appropriate use of the item with a period not exceeding seven years,
notwithstanding the provisions of paragraph (2), item (iii), (a) and (b) of the
same Article, after obtaining opinions from the Pharmaceutical Affairs and
Food Sanitation Council:

— HEICRLBARRERLNBHE TR &,

(i) the regenerative medicine products pertaining to the application have
heterogeneity;

. HEBIRDEIEE. IR UIMRREZ AT L EHESI NI LD THDL Z &,

(i1) the product is deemed to have efficacy, effects or performance pertaining to
the application;

= HFEICRDEE. ESUIMEREICLE L CE LA ERIENEFETDHIZLICEV
ARSI e U CHEAMENR R WEHESNDS LD TR &,

(iii) the item pertaining to an application is deemed as not being of value as a
regenerative medicine product pertaining to an application due to its
significantly harmful action for its efficacy or performance.

2 BAGHARKEIL FEHEOHFEIRDIAGEE HFE =S OHEICLL2FEELHEIEIC
ITOTOFRFICHERND D LD D L &L, FHFE - BMFEFHESORRLZINT, #/l
HOWIRZ, —FE2BX72WHEHIHANICEWTER T2 LN TE D,

(2) When the Minister of Health, Labour and Welfare confirms that it is
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especially necessary to conduct an examination under paragraph (2), item (iii)
of the preceding Article pertaining to an application prescribed in paragraph
(5), the Minister of Health, Labour and Welfare may extend the period not
exceeding three years from the period prescribed in the preceding paragraph
after obtaining opinions from the Pharmaceutical Affairs and Food Sanitation
Council.

3 H—HOBEIZ LD KR OHIRZ AT UToRiSRE —HOKRBE 2 T I 1E, BT
BETTEDD L IAICLY, HEFAEERERGOM T ORAEIZRET 5 A Z O
JEATBE R TEDDRELITV., EOREELEAETBREICHSE LRITITR 62
VY,

(3) A person who has received approval prescribed in paragraph (1) of the
preceding Article provided with conditions and time-limits pursuant to the
provisions of paragraph (1) must conduct an investigation on the results of
usage and other investigations for regenerative medicine products specified by
Order of the Ministry of Health, Labour and Welfare, and report the results of
the investigations to the Minister of Health, Labour and Welfare pursuant to
the provisions of Order of the Ministry of Health, Labour and Welfare.

4 F-HOHEIZE D FMELOWIRZ T L7ZRiSRSE —HOKRBE = T 2B B RSEE L
HOKBOHGFEZ LI2HEIZBIT 2 RIEICB W THERN T 2 RIS ~HOBLE D@ I
ONWTIE, FAHEE =G5 FEOLNRV] LoD HEShRW) &, FEnm
IO LND DT HESND] 75,

(4) With regard to an application of the provisions of paragraph (2) of the
preceding Article, as applied mutatis mutandis pursuant to the paragraph (9)
of the same Article, in cases where a person who has received approval
prescribed in paragraph (1) of the same Article provided with conditions and
time-limits pursuant to the provisions of paragraph (1) apply for approval
pursuant to paragraph (9) of the preceding Article, "must not be found" in (a) of
item (iii) of the same paragraph is to be replaced with "not be deemed", and "is
to be found" in (b) of the same item is to be replaced with "is to be deemed".

5 H—HOBEIZIYFRMELOHIRAE AT LICHISRE —HOKR 22T 2H X, Z0Mm
HIZHOWT, YRR oWIR (B HOHEICLDIEENMTbI T L&, ZOEE
BOHO) WIZ, LD THRE -HOKRBOHGZ LRITT R 5220, ZO5HAEIC
B HFESEE ZHOBEDOBEIN OV TR, FWET [ERRHEBR OB ST 2%
Btzoto) LHoold, TZomARERERGOMEHREICET 5 & 82 OfEA
FHETTEDD] &T 5,

(5) A person who has received approval prescribed in paragraph (1) of the
preceding Article provided with conditions and time-limits pursuant to the
provisions of paragraph (1) must re-apply for approval for such item prescribed
in paragraph (1) of the same Article within the approval period (in cases where
an extension thereof under paragraph (2) is provided, by the time-limit after
such extension period). With regard to application of the provisions of
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paragraph (3) of the same Article for this case, "the result of clinical studies
and other pertinent data" in the same paragraph is to be replaced with "the
results of usage of regenerative medicine products and other data specified by
Order of the Ministry of Health, Labour and Welfare".

6 HFIEEHOHFENHOTLEITH W T, [FHEICHET 2 HIRNIZZ O HFEIT T D055
DI EEIT, FH—HOBEIZ LY SRR IR Z A L7 S —HO KGR IX
YHHBOBRRE S Z DM SNINDETORIX, BZDONNE2HT D,

(6) When an application is made prescribed in the preceding paragraph, but the
disposition for the application has not been completed within the approval
period provided in the same paragraph, then the approval prescribed in
paragraph (1) of the preceding Article provided with conditions and time-limits
pursuant to the provisions of paragraph (1) will remain in full force and effect
after the expiration of the time-limit until the disposition is completed.

7 HAERSERLZIE E Eﬁﬂﬁ%(i)ﬂﬁ@l:}ﬁﬁ'éf-ﬁ%‘ (LA TR AR P 5 B B =
BEARE ) &, ) Ik, %* ICHET 2R UIELHEOBEIC L VA E R T
B S5 AR —H fﬁﬂiﬁ‘é BEOWEICH T 2 X280 RITiE e b7
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(7) Physicians and other healthcare professionals who deal with regenerative
medicine products (hereinafter referred to as "healthcare professionals dealing
with regenerative medicine products") must endeavor to cooperate in
investigations provided in paragraph (3) or collecting the documents provided
in the second sentence of paragraph (3) of the preceding Article applied by
replacing the terms pursuant to the provisions of paragraph (5).

(B8 12 & 2 PR IR 5 B 8 A 5 0D S )
(PMDA Examinations on Regenerative Medicine Products)

Fo =R b BEATEBRET, IS, SAEERERS FEo@3moizoIicfE
MENDZERANLESN TN HbDZER<, LFZORIIBWTHLE, ) ©HHE
TTEDDHDIZONTOH =50 -+ HOKGED T OFEAN N [ 55 LIH
LOERE (INLOMELXZREEILHICBWTHERT LEE2ET, ) OREICEK

Hd (LT THAERSERGEEE) L), ) 2ITOEL LN TE D,

Article 23-27 (1) The Minister of Health, Labour and Welfare may have the
PMDA conduct an examination for approval specified prescribed in Article 23-
25, and an investigation under paragraphs (5) and (6) of the same Article
(including cases where applied mutatis mutandis pursuant to the provisions of
paragraph (9) of the same Article) of regenerative medicine products (excluding
those intended exclusively for use on animals; hereinafter the same applies in
this Article) specified by Cabinet Order (hereinafter referred to as
"examinations on regenerative medicine products").

2 BAEGEKEIL AHEOBEIC LD EBBICHAERRERLEESFLITOED & 1L,
VHHEEREUNEESEE2ITDR VLD LTS5, ZOBAICBWT, BEAESEHKE
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(2) When the Minister of Health, Labour and Welfare has the PMDA conduct an
examination on regenerative medicine products pursuant to the provisions of
the preceding paragraph, the Minister of Health, Labour and Welfare is not to
conduct that examination on regenerative medicine products. In this case, if
the Minister of Health, Labour and Welfare grants the approval prescribed in
Article 23-25, the Minister of Health, Labour and Welfare must consider the
results of the examinations on regenerative medicine products notified by the
PMDA pursuant to the provisions of paragraph (5).

3 JEAGERENE —HOBEIL LD EBICHEERERLEEELITOEL L L
L7 &iE, AEOBBTED D HAEERERBHIZONTE Z+ =50 "+ HOKGE
D HFFEE LR FERE (FLENLBEICBWTHERAT I GG ET, ) OFEDOHE
B, WEPT O BAERSERMNEESZZ T RITIER 6720,

(3) When the Minister of Health, Labour and Welfare decides to have the PMDA
conduct an examination on regenerative medicine products pursuant to the
provisions of paragraph (1), with regard to regenerative medicine products
specified by Cabinet Order prescribed in the same paragraph, an applicant for
approval pursuant to Article 23-25, an applicant for the investigation
prescribed in paragraph (6) of the same Article (including cases applied
mutatis mutandis pursuant to paragraph (9) of the same Article) must undergo
such examination on regenerative medicine products conducted by the PMDA.

4 BEAEGERENSE -HOBEIZLVEEICEELZITOEL 2 L L L &L, FHE
DA TED D FAEEBEERMIZOVWTOE + =50 +HFEHAROBREIZL D)E
HELE9DET2EIE. FEOHETEIZO»D LT, BMEIZEITH R TR 57200,

(4) When the Minister of Health, Labour and Welfare decides to have the PMDA
conduct an examination pursuant to the provisions of paragraph (1), a person
who intends to make a notification under Article 23-25, paragraph (10) for
regenerative medicine products specified by Cabinet Order prescribed in the
same paragraph must, notwithstanding the provisions of the same paragraph,
notify the PMDA thereof.

5 BT, BAEERKSHLEAEEZIT O EE, IAHOHEIC LM AL
el xid, B, UREEARRER N FEASOR K TS ORI &2 AT EhE
TTEDD L ALY EATBIREIZ@HN LRT IR 5w,

(5) The PMDA must, when conducting examinations on regenerative medicine
products or accepting the notification under the preceding paragraph, notify
the Minister of Health, Labour and Welfare of the results or notification status
of such examination on regenerative medicine products without delay,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

6 HEENT O HAERRERLEAFEIMROLS (FAERERLEESOMEZIR
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(6) Any person who is dissatisfied with a disposition pertaining to the
examination on regenerative medicine products conducted by the PMDA
(excluding the results of an examination on regenerative medicine products) or
inaction thereby may file a request for examination to the Minister of Health,
Labour and Welfare. In this case, the Minister of Health, Labour and Welfare
is regarded as a higher administrative agency in applying the provisions of
Article 25, paragraphs (2) and (3), Article 46, paragraphs (1) and (2), Article 47,
and Article 49, paragraph (3) of the Administrative Complaint Review Act.

(R 117K )

(Special Approval)
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Article 23-28 (1) When an item that an applicant for approval prescribed in
Article 23-25 intends to market falls under both of the following items as
regenerative medicine products specified by Cabinet Order, the Minister of
Health, Labour and Welfare may, notwithstanding of the provisions of
paragraphs (2), (5), (6) and (8) of the same Article, grant approval for the item
prescribed in the same Article after obtaining opinions from the
Pharmaceutical Affairs and Food Sanitation Council:
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(i) regenerative medicine products for any urgent needs in the prevention of
the spread of disease or other health hazards that may pose serious effects
on lives and health of the general public, and for which no proper method is
available other than the use of such regenerative medicine products;
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(ii) regenerative medicine products that are authorized to be sold, provided,

stored, or displayed for the purpose of the sale or provision in foreign
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countries (with regard to its usage, those specified by Cabinet Order as
countries with a marketing approval system for regenerative medicine
products that is recognized as being at an equivalent level to that of Japan,
or a system corresponding thereto, in order to guarantee the quality, efficacy
and safety of medical devices or regenerative medicine products).
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(2) The Minister of Health, Labour and Welfare may, when finding it necessary
to prevent the occurrence or spread of hazards in health and hygiene, impose
an obligation on a person who has received approval pursuant to the provisions
of Article 23-25 pursuant to the provisions of the preceding paragraph to
provide a report to the Minister of Health, Labour and Welfare on the
occurrence of any disease, disability or death suspected to be caused by the use
of such item or take other measures specified by Cabinet Order.

Ol 2B R R S5 0 55 D PR R AL

(Reexamination of Regenerative Medicine Products)

*—f—j%@#—f—% ROK 5 G T 2 B AEERBRERLICOZH =580 DK

RGBT =R0 P ARE-HOBEICLY %#&U“ﬁ;ﬁfiﬁ%ﬁ LizebDzkr<, LT

ZOFRIZBWTHL, ) 22 7E IR, YEHAEERERLIZOWVWT, YA FIIE

D5 HMNICHEE LT, BEAFBREOHEELZIT T?h ifot SRR

Article 23-29 (1) With regard to regenerative medicine products set forth in each
of the following items, a person who has received approval therefor pursuant to

Article 23-25 (excluding those provided with conditions and time limits

pursuant to the provisions of Article 23-26, paragraph (1); hereinafter the same

applies in this Article) must submit an application for such regenerative
medicine products within the period specified in such items to undergo
reexamination from the Minister of Health, Labour and Welfare:
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(i) regenerative medicine products instructed by the Minister of Health, Labour
and Welfare upon approval as those that have constitutive cells, transgenes,
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components, quantity, dosage administration, methods of usage, efficacy,
performance, etc. which are obviously different from those of the
regenerative medicine products which have been already approved pursuant
to the provisions of Article 23-25 or Article 23-37 (excluding those provided
with conditions and time limits pursuant to the provisions of Article 23-26,
paragraph (1), as applied mutatis mutandis pursuant to Article 23-37,
paragraph (5)) (hereinafter referred to as "new regenerative medicine
products"): a period within three months starting from the day on which any
period set forth as follows (hereinafter referred to as the "investigation
period" in this Article) has elapsed (hereinafter referred to as the
"application period" in the following item):
A FDERABARRERGLZOMEALTEHE S CED L HAERESER L E LT
JEA G BRE NS - AMEEFESOBRRLEZONTHEET 2 b DI DWW T,
ZOEBDH O A% ANEL A HEL A R WHEHIPANIZ B W TEA G K E O
fRE T 2 WA
(a) a period exceeding six years and not exceeding ten years after the date of
approval as designated by the Minister of Health, Labour and Welfare with
regard to those designated by the Minister of Health, Labour and Welfare
after seeking the opinions of the Pharmaceutical Affairs and Food
Sanitation Council as orphan regenerative medicine products and other
regenerative medicine products specified by Order of the Ministry of
Health, Labour and Welfare;
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(b) a period shorter than six years from the date of approval as designated by
the Minister of Health, Labour and Welfare with regard to those
designated by the Minister of Health, Labour and Welfare after seeking the
opinions of the Pharmaceutical Affairs and Food Sanitation Council as
regenerative medicine products obviously different from those already
approved under the provisions of Article 23-25 or Article 23-37 only in
terms of efficacy (excluding regenerative medicine products set forth in (a))
and other regenerative medicine products specified by Order of the
Ministry of Health, Labour and Welfare;
N A AT BT D FRAR R RS DU O B AR R IOWNWTI, £ DA
D &7 H N
(c) six years after the date of approval with regard to regenerative medicine
products other than regenerative medicine products set forth in (a) or (b);
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(ii) regenerative medicine products instructed by the Minister of Health,
Labour and Welfare upon approval as those that comprise an equivalence to
new regenerative medicine products (excluding those whose investigation
period (or the extended period when the investigation period is extended
pursuant to the provisions of the following paragraph) has passed from the
date of approval for such new regenerative medicine products prescribed in
Article 23-25 or Article 23-37) in terms of constitutive cells, transgenes,
components, quantity, dosage administration, methods of usage, efficacy and
effects, performance, etc.: a period instructed by the Minister of Health,
Labour and Welfare which corresponds to the application period for the new
regenerative medicine products (when the investigation period is extended
pursuant to the provisions of the same paragraph, the application period
specified on the basis of the investigation period after the extension).
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(2) The Minister of Health, Labour and Welfare may, when finding it necessary
to provide a proper reexamination for new regenerative medicine products,
extend the investigation period for not exceeding 10 years from the date of
approval after hearing the opinions of the Pharmaceutical Affairs and Food
Sanitation Council.
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(3) The Minister of Health, Labour and Welfare reexamines, based on findings
having obtained by the time of reexamination, by confirming that the
regenerative medicine products set forth in each item of paragraph (1) do not
fall under any of the provisions of Article 23-25, paragraph (2), item (iii), (a) to
(c).
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(4) The application prescribed in paragraph (1) must be made by attaching
documents concerning the results of usage of regenerative medicine products
and other documents specified by Order of the Ministry of Health, Labour and
Welfare to the written application. In this case, if regenerative medicine
products pertaining to the application are those specified by Order of the
Ministry of Health, Labour and Welfare, those documents must have been
collected and produced in accordance with the standards specified by Order of
the Ministry of Health, Labour and Welfare.
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(5) When making the confirmation under paragraph (3), the quality, efficacy and
safety of the regenerative medicine products set forth in the items of paragraph
(1) are to be investigated based on the details of the application for the
relevant regenerative medicine products and the document provided in the first
sentence of the preceding paragraph. In this case, if the regenerative medicine
products set forth in the items of paragraph (1) are those specified by Order of
the Ministry of Health, Labour and Welfare provided in the second sentence of
the same paragraph, a document-based or on-site investigation is to be
provided in advance in order to examine whether or not the documents relating
to the relevant regenerative medicine products comply with the provisions of
the second sentence of the same paragraph.
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(6) A person who has received approval prescribed in Article 23-25 for the
regenerative medicine products set forth in each item of paragraph (1) must
conduct an investigation on the results of usage and other investigations of
such regenerative medicine product specified by Order of the Ministry of
Health, Labour and Welfare, and report the results of the investigations to the
Minister of Health, Labour and Welfare pursuant to the provisions of Order of
the Ministry of Health, Labour and Welfare.
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(7) A person who should undergo reexamination for regenerative medicine
products specified by Order of the Ministry of Health, Labour and Welfare
provided in the second sentence of paragraph (4), a person who has been
entrusted to collect or prepare the documents provided in the second sentence
of the same paragraph, or their officers or employees must not disclose any
personal information acquired in the course of duties regarding collecting and
preparing the documents without legitimate grounds. The same applies to

those who used to be the abovementioned persons.

(HEHD)
(Application, Mutatis Mutandis)
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Article 23-30 (1) The provisions of Article 23-25, paragraph (11) and Article 23-
27 (excluding paragraph (4)) apply mutatis mutandis to the application
prescribed in paragraph (1) of the preceding Article, the confirmation under
paragraph (3) of the same Article, and the investigation under paragraph (5) of
the same Article regarding regenerative medicine products (excluding those
intended exclusively for use on animals; hereinafter the same applies in this
Article) specified by Cabinet Order. In this case, any other necessary technical
replacement of terms is to be specified by Cabinet Order.
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(2) In accordance with the provisions of Article 23-27, paragraph (1), as applied
mutatis mutandis pursuant to the preceding paragraph, when the Minister has
decided to have the PMDA confirm pursuant to the provisions of paragraph (3)
of the preceding Article, a person who intends to make a report under
paragraph (6) of the preceding Article regarding regenerative medicine
products specified by Cabinet Order prescribed in Article 23-27, paragraph (1),
as applied mutatis mutandis pursuant to the preceding paragraph must,
notwithstanding the provisions of the same paragraph, report to the PMDA
thereof. In this case, the PMDA must, when receiving such report, notify the
Minister of Health, Labour and Welfare thereof, pursuant to the provisions of
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Order of the Ministry of Health, Labour and Welfare.

(P A= [ 7 55 B i 0 P52 A1)
(Reevaluation of Regenerative Medicine Products)
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Article 23-31 (1) A person who has received approval pursuant to Article 23-25
(excluding those provided with conditions and time limits pursuant to the
provisions of Article 23-26, paragraph (1)) must, when the Minister of Health,
Labour and Welfare gives public notification that such person should undergo
reevaluation by designating the scope of such regenerative medicine products
after obtaining opinions from the Pharmaceutical Affairs and Food Sanitation
Council, undergo reevaluation by the Minister of Health, Labour and Welfare
for such designated regenerative medicine products.
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(2) The Minister of Health, Labour and Welfare reevaluates, based on findings
having obtained by the time of reevaluation, by confirming that the
regenerative medicine products pertaining to the designation prescribed in the
preceding paragraph do not fall under any of the provisions of Article 23-25,
paragraph (2), item (iii), (a) to (c).
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(3) The public notification prescribed in paragraph (1) is to include the details
about the document which a person that should undergo reevaluation is
supposed to submit, as well as the deadline for submission thereof.
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(4) In cases where the regenerative medicine products pertaining to the
designation prescribed in paragraph (1) are those specified by Order of the
Ministry of Health, Labour and Welfare, the document which a person who
should undergo reevaluation is supposed to submit is to be collected and
prepared in accordance with the standards specified by Order of the Ministry of
Health, Labour and Welfare.
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(5) When making the confirmation under paragraph (2), the quality, efficacy and
safety of regenerative medicine products pertaining to the designation
prescribed in paragraph (1) are to be investigated based on the details of a
document which a person who should undergo reevaluation is supposed to
submit. In this case, when the regenerative medicine products pertaining to
the designation prescribed in the same paragraph are those specified by Order
of the Ministry of Health, Labour and Welfare provided under the preceding
paragraph, a document-based or on-site investigation is to be provided in
advance in order to examine whether or not the document relating to such
regenerative medicine product complies with the provisions of the same
paragraph.
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(6) A person who is to undergo reevaluation for the regenerative medicine
product specified by Order of the Ministry of Health, Labour and Welfare
provided in paragraph (4), a person who has been entrusted to collect or
prepare the documents provided in the same paragraph, or their officers or
employees must not disclose any personal information acquired in the course of
duties regarding collecting and preparing the documents without legitimate
grounds. The same applies to those who used to be the abovementioned persons.

(HEH)
(Application, Mutatis Mutandis)
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Article 23-32 (1) The provisions of Article 23-27 (excluding paragraph (4)) apply
mutatis mutandis to confirmation under paragraph (2) of the preceding Article
and investigation under paragraph (5) of the same Article regarding
regenerative medicine products (excluding those intended exclusively for use
on animals; hereinafter the same applies in this Article) specified by Cabinet
Order. In this case, any necessary technical replacement of terms is to be
specified by Cabinet Order.
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(2) When the Minister of Health, Labour and Welfare decides to have the PMDA
conduct the confirmation under paragraph (2) of the preceding Article,
pursuant to the provisions of Article 23-27, paragraph (1), as applied mutatis
mutandis pursuant to the preceding Article, a person who intends to submit
documents under paragraph (4) of the preceding Article regarding regenerative
medicine products specified by Cabinet Order prescribed in Article 23-27,
paragraph (1), as applied mutatis mutandis in the preceding paragraph must,
notwithstanding the provisions of the same paragraph, submit the documents
under paragraph (4) of the preceding Article to the PMDA.

(7 HlK)
(Succession)
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Article 23-33 (1) When inheritance, a merger, or a split (limited to those
succeeding to documents and information specified by Order of the Ministry of
Health, Labour and Welfare pertaining to such items (hereinafter referred to
as "documents for the items" in this Article)) has occurred for a person who has
received approval prescribed in Article 23-25 (hereinafter referred to as a
"person approved for regenerative medicine products"), an heir (when there are
two or more heirs and one particular heir has been selected as the successor to
the status of such person approved for regenerative medicine products by
consent of all the heirs, such selected heir), a corporation surviving the merger,
a corporation established by the merger, or a corporation succeeding to such
documents for the items by the split will succeed to the status of the person
approved for regenerative medicine products.
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(2) When the person approved for regenerative medicine products transferred the
documents for the items in order to allow for succession to their status, the
transferee must succeed the status of such person for regenerative medicine
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products.
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(3) A person who has succeeded to the status of the Approved Person for
regenerative medicine products pursuant to the provisions of preceding two
paragraphs must notify the Minister of Health, Labour and Welfare thereof
without delay after the inheritance in cases of inheritance, or prior to the
succession in cases other than inheritance, pursuant to the provisions of Order
of the Ministry of Health, Labour and Welfare.

(P [ 0 5 B R 5 B I 78 B 55 DR D)
(Appointment of Marketing Director of Regenerative Medicine Products)
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Article 23-34 (1) A holder of marketing authorization for regenerative medicine
products must appoint physicians, dentists, pharmacists, veterinarians, and
other technicians who satisfy the standards specified by Order of the Ministry
of Health, Labour and Welfare in order to have them provide quality control
and post-marketing safety control for regenerative medicine products,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.
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(2) Matters that should be observed by the person engaged in quality control and
post-marketing safety control pursuant to the provisions of the preceding
paragraph (hereinafter referred to as "marketing director of regenerative
medicine products") is to be specified by Order of the Ministry of Health,
Labour and Welfare.
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(3) A manufacturer of regenerative medicine products must, beyond managing
the manufacturing on site in person after gaining approval from the Minister
of Health, Labour and Welfare, appoint persons who have knowledge about
biology pertaining to regenerative medicine products and other technicians for
each manufacturing facility in order to have such persons regenerative
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medicine products on site, pursuant to the provisions of Order of the Ministry
of Health, Labour and Welfare.
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(4) The provisions of Article 7, paragraph (3) and Article 8, paragraph (1) applies
mutatis mutandis to a person who controls manufacturing of regenerative
medicine products pursuant to the provisions of the preceding paragraph
(hereinafter referred to as a "manufacturing supervisor of regenerative
medicine products"). In this case, the term "prefectural governor where the
place of such pharmacy is located" is to be replaced with the term "Minister of
Health, Labour and Welfare".

(A A [ S B D BE AR 58 26 8 55 D BT S TH %)
(Matters to Be Observed by Holders of Marketing Authorization for
Regenerative Medicine Products)
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Article 23-35 (1) The Minister of Health, Labour and Welfare may specify
methods for providing manufacturing control, quality control or post-marketing
safety control over regenerative medicine products, matters concerning
responsibilities assumed by a marketing director of regenerative medicine
products, and other matters to be observed by a holder of marketing
authorization for regenerative medicine products during the course of practice
in Orders of the Ministry of Health, Labour and Welfare.
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(2) The Minister of Health, Labour and Welfare may specify methods of the tests
and inspections of regenerative medicine products at manufacturing facilities,
matters concerning assuming responsibilities as a manufacturing supervisor of
regenerative medicine products, and other matters to be observed by
manufacturers for regenerative medicine products and foreign manufacturers
of regenerative medicine products in Orders of the Ministry of Health, Labour
and Welfare.
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(3) A holder of marketing authorization for regenerative medicine products may
entrust duties pertaining to post-marketing safety control specified by Order of
the Ministry of Health, Labour and Welfare to a person who is capable of

properly and reliably carrying out such duties, pursuant to the provisions of
Order of the Ministry of Health, Labour and Welfare.

(IRBE L% D Ji )
(Notification of Suspension and Discontinuation)

FH =Ko =1KN BAERRERLORIERTEE T, TOFELZREEL, KIEL,
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Article 23-36 (1) In cases of discontinuing, suspending or resuming its operation
once suspended, or changing particulars in relation to a marketing director of
regenerative medicine products or other particulars specified by Order of the
Ministry of Health, Labour and Welfare, a holder of marketing authorization
for regenerative medicine products must notify the Minister of Health, Labour
and Welfare thereof within 30 days.

2 HAERRFERGOMEEE IIHAERERMINEREEE T, co/EfT 2L
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(2) In cases of discontinuing, suspending, or resuming manufacturing facility
operations once suspended, or changing particulars regarding a manufacturing
supervisor of regenerative medicine products, technical supervisors for
regenerative medicine products, or other matters specified by Order of the
Ministry of Health, Labour and Welfare, a manufacturer of medical devices or
a foreign manufacturer of medical devices must notify the Minister of Health,
Labour and Welfare thereof within 30 days.

(Hh ] s i A [ R 5 B it D B il 52 D KGR
(Marketing Approval for Foreign-Manufactured Regenerative Medicine
Products)

Bt =Fo=1+t EATBHREZ, BEEREFHLTHOTARIIHEHEIND LD
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Article 23-37 (1) When a person engaged in manufacturing, etc. of regenerative
medicine products in foreign countries applies to the Minister of Health,

Labour and Welfare for regenerative medicine products to be exported to Japan,
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the Minister of Health, Labour and Welfare may grant an approval for
marketing to a holder of marketing authorization for regenerative medicine
products designated pursuant to the provisions of paragraph (3) for each item.

2 WFEEN, FLtHHEZO O HFE—HOBEIZL Y E O T2 AGR O X —H
ZIOE I, BIELO AN ZAFLRE L TWRNETH D & Eid. AIEDOKR
2N ENRTESD,

(2) In cases of an applicant whose license has been rescinded in whole or in part
pursuant to the provisions of Article 75-2-2, paragraph (1), and for whom three
years have not yet elapsed from the day of the rescindment, the Minister of
Health, Labour and Welfare may choose not to grant approval prescribed in the
preceding paragraph.

3 FB—HOEAREZIT LD LT2FIT. AHNITEBWTHYZARIIR D HARERKER
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(3) A person intending to receive approval prescribed in paragraph (1) must
designate a holder of marketing authorization for regenerative medicine
products upon application in order to have the person take measures to prevent
the occurrence of hazards in health and hygiene caused by regenerative
medicine products.

4 FoHOKBEEZTIE (UUT A EREFAEEREFERSRIRGRIGE] &
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(4) A holder of marketing authorization for regenerative medicine products who
has been designated pursuant to the provisions of the preceding paragraph
(hereinafter referred to as a "designated holder of marketing authorization for
foreign-manufactured regenerative medicine products") by the person receiving
approval prescribed in paragraph (1) (hereinafter referred to as a "person with
special approval for foreign-manufactured regenerative medicine products")
may, notwithstanding the provisions of Article 23-25, paragraph (1), market
the items pertaining to such approval.

5 FHOKRIZOWTIX, F o+ =50+ HE _IH
HNBEF—HET, B F=K0 R GEUHEZRERS,
TEtoREZENT 5,

(5) The provisions of Article 23-25, paragraph (2) (excluding item (i)) and

(F—Fxkx<
) W K%:+

paragraph (3) to paragraph (11), Article 23-26 (excluding paragraph (4)) and
Article 23-27 applies mutatis mutandis to the approval prescribed in
paragraph (1).

6 AIEICBWTHENT2E -+ =50 _+HFEILHDOKFBIZOW T, FB_+=50
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Do
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(6) The provisions of Article 23-25, paragraph (11), Article 23-26, paragraph (4)
and Article 23-27 applies mutatis mutandis to the approval prescribed in
Article 23-25, paragraph (9), as applied mutatis mutandis in the preceding
paragraph.

(RS E R AR RS R SOE R EH T 2 B H O E )
(Notification of Changes in Designated Holders of Marketing Authorization for
Foreign-Manufactured Regenerative Medicine Products)
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Article 23-38 When a person with special approval for foreign-manufactured
regenerative medicine products has changed the designated holders of
marketing authorization for foreign-manufactured regenerative medicine
products, or when there are changes to the name of the designated holders of
marketing authorization for foreign-manufactured regenerative medicine
products or other matters specified by Order of the Ministry of Health, Labour
and Welfare, the person with special approval for foreign-manufactured
regenerative medicine products must notify the Minister of Health, Labour and
Welfare thereof within 30 days.

(HEH)
(Application, Mutatis Mutandis)
Bt = =4IJu Sl E R A R R R K BEICO VT, B =5
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Article 23-39 The provisions of Article 23-29 to Article 23-33, and Article 23-35,
paragraph (2) applies mutatis mutandis to persons with special approval for

foreign-manufactured regenerative medicine products.

(Hh ] s i A [ 9 5 L 5 D AR {91 7 R
(Special Approval of Foreign-Manufactured Regenerative Medicine Products)
A =%olt B =0 =B oK O HEEE 9N BTSN E RE AR E RS R
FOEREER ICRERTE A ST LD T2, F o+ =% +I\E-HIIHET
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BWT, FEY IHE -+ =50 "+H] H501F B+ =F5F0=++t) &. [H
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=Ko+ RECHE, BRE, FARNEEOCHENE] L FEFOEKRE] LHDHD
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Article 23-40 (1) The provisions of Article 23-28 applies mutatis mutandis to
cases where items that an applicant for approval prescribed in Article 23-37
intends to have a designated holder of marketing authorization for foreign-
manufactured regenerative medicine products market are regenerative
medicine products specified by Cabinet Order provided in Article 23-28,
paragraph (1). In this case, the term "Article 23-25" in the same paragraph is
to be replaced with "Article 23-37", the term "paragraphs (2), (5), (6) and (8) of
the same Article" is to be replaced with "Article 23-25, paragraphs (2), (5), (6)
and (8), applied mutatis mutandis pursuant to paragraph (5) of the same
Article", "approval prescribed in the same Article" is to be replaced with
"approval prescribed in Article 23-37", "a person receiving approval pursuant
to Article 23-25 pursuant to the provisions of the preceding paragraph" in
paragraph (2) of the same Article is to be replaced with "a person receiving
approval pursuant to Article 23-37 specified pursuant to the provisions of
Article 23-28, paragraph (1), as applied mutatis mutandis pursuant to Article
23-40, paragraph (1) or designated holders of marketing authorization for
foreign-manufactured regenerative medicine products".

2 HIEICHET 256 ORE/ERE A ERER] G ERTEER L, B+ =50
T RE-HOBEII)»PD LT, BIEICBWTHERNTH =50 S+ \FE—HE
DODHEICLDE _+ =50 =+ LOARBIFE LM B ORERTEEZ T HZ LN TE D,

(2) Designated holders of marketing authorization for foreign-manufactured
regenerative medicine products in cases provided in the preceding paragraph
may, notwithstanding the provisions of Article 23-25, paragraph (1), market
items pertaining to the approval prescribed in Article 23-37, under Article 23-
28, paragraph (1), as applied mutatis mutandis pursuant to the preceding
paragraph.

(EBE AT B F DR i)
(Notification via Prefectural Governors)
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Article 23-41 (1) Application for license prescribed in Article 23-20, paragraph
(1) or renewal of license prescribed in paragraph (2) of the same Article, or
notification under Article 23-36, paragraph (1) must be made via the
prefectural governor of the region where the person who made such application
or notification resides.

2 B =50 A A L UIEAREOT A, RSEE —H (RAEEtHEIZEY
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(2) Application for license prescribed in Article 23-22, paragraph (1) or paragraph
(6), renewal of license prescribed in paragraph (3) of the same Article
(including cases where applied mutatis mutandis pursuant to paragraph (7) of
the same Article) or approval prescribed in Article 23-34, paragraph (3), or
notification under Article 23-36, paragraph (2) must be made via the
prefectural governor of the region where the place of such manufacturing
facility is located.

3 B+ =R0=1/\OHBEIZ X DM, A E R G A R S R S il 5e 2
FH Ot O #E ARG 2R LTt zbiﬁ DR N EA SR AN

(3) Notification under Article 23-38 must be made via the prefectural governor of
the region where the address of the designated holder of marketing
authorization for foreign-manufactured regenerative medicine products is
located.

(Brm ~DZEE)
(Delegation to Cabinet Orders)
=R :@%Vﬁbé%@@&ﬂ RS R 72 3 ST BGE S O FF AT SULET
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Article 23-42 Beyond what is specified in this Chapter, licenses or the renewal of
licenses for marketing or manufacturing, accreditation or renewal of
accreditation for marketing approval holders of foreign manufacturers of
regenerative medicine products, approval of marketed items, reexamination or
reevaluation, management of manufacturing facilities, and other necessary
matters for marketing or manufacturing other regenerative medicine products
(including manufacturing by persons with special approval for foreign-
manufactured regenerative medicine products) are specified by Cabinet Order.

FLE EXLH, ERRSERCBEERSHLORTES
Chapter VII Selling of Pharmaceuticals, Medical Devices and Regenerative
Medicine Products

F—H EELHORTE

Section 1 Selling of Pharmaceuticals

(EH i DHRFEHE D FF )
(Licenses for Selling Pharmaceuticals)

BTNE EERERE IIERLOPGEEDOF I 22 I eHTRIE, 2£L LT,
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Article 24 (1) No person other than a proprietor of a pharmacy or one who has
obtained a license for selling pharmaceuticals may engage in the business of
selling or providing pharmaceuticals, or storing or displaying (including
household arrangement; hereinafter the same) pharmaceuticals for the purpose
of the sale or provision thereof; provided, however, that this does not apply
where a holder of marketing authorization for pharmaceuticals manufactures
or imports pharmaceuticals, and sells or provides them, or stores or displays
them for the purpose of the sale or provision thereof to proprietors of
pharmacies, or holders of marketing authorization, manufacturers or sellers of
pharmaceuticals; or where a manufacturer of pharmaceuticals manufactures
pharmaceuticals, and sells or provides them, or stores or displays them for the
purpose of the sale or provision thereof to holders of marketing authorization
or manufacturers of pharmaceuticals.

2 HHHOFRIX, SMEZEIZEOEFRELZ T RITE, 2o oREIic LoT, £
D% KD,

(2) The license prescribed in the preceding paragraph ceases to be effective upon

the expiration of a period of six years unless renewed at each six-year period.

(1= &t D TEZE DO FF A D FEAH)

(Criteria of License for Selling Pharmaceuticals)

B bHSE EERLOBRFBEDOT AL, ROEKEFITEIT XSG T, Y& TICED
BEBIZONTIT I,

Article 25 Licenses for selling pharmaceuticals are to be provided for the
operations specified in any of the items in accordance with the following
criteria:

— JERIROEIE DT A EEEREEE A G (USRS LR = [ RUE S AR R S
29I, UTRLC, ) XI—MHEFESZ, EcB Tl L, IG5 T 5%
¥

(i) licenses for store-based distribution: operations to sell or to provide
pharmaceuticals requiring guidance (referring to pharmaceuticals requiring
guidance provided in Article 4, paragraph (5), item (iii); hereinafter the same
applies) or OTC pharmaceuticals at a store;

O BERFEOFR —AERME, BREICKVRE L, IG5 ¥R

(i) licenses for household distribution: operations to sell or provide OTC
pharmaceuticals via household distribution;
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(iii) wholesale distribution: operations to sell or provide pharmaceuticals to

proprietors of pharmacies, holders of marketing authorization,

manufacturers or sellers of pharmaceuticals, or proprietors of hospitals,

clinics, or clinics for domesticated animals, and others specified by Order of

the Ministry of Health, Labour and Welfare (referred to as "proprietor of a

pharmacy, etc." in Article 34, paragraph (3)).

(s & 72 56 D FF AT
(Licenses for Store-Based Distribution)
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Article 26 (1) The prefectural governor of the locality in which the store is
located will grant the license for store-based distribution for each store (or, if
the locality of the store is a city with established health centers or a special
ward, the mayor of the city or the head of the special ward; hereinafter the
same applies in the following paragraph, and Article 28, paragraph (3)).

2 HAHHOFRZZIT L) &3 0F L. BETBHESTEDDL L ALY, wiZHT
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(2) A person who intends to obtain a license prescribed in the preceding
paragraph must, pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare, submit a written application stating the following matters
to the prefectural governor of the locality in which the store is located:

— KA IAHEOMEFIEIZIEANCH S TIEL, TOREEDORA

(1) the name and address and, in cases of a corporation, the name of the
representative person and the principal place of business;

2 DJEE O R K QP

(ii) the name and location of the store;

= DI5OG H OB

(iii) outline of the structure and equipment of the store;

I ZOJEEICI W TERS O IRIE IR G- OB 21T 5 Al O 2

(iv) outline of the service system for sale and provision of pharmaceuticals at
the store;

I ENCHS TR, IEERERESE OEERCEDOTHF I LZ T IEZ VS, LUTHE
U, ) DEBEITIHBDRA

(v) name of the officer of the store-based distributor in cases of a corporation
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(referring to a person who has received license for store-based distribution;
hereinafter the same applies);

N OMIEAETHEE S TED HFIH

(vi) other matters specified by Order of the Ministry of Health, Labour, and
Welfare.

3 BIEOBFEEICIE., RICET 2 EFEZIRMN Lt e b2,
(3) The written application prescribed in the preceding paragraph must be
accompanied by the following documents:

— OO

(1) floor plans of the store;

=R CHNAERE-HOBEIZ LY ZDIEH A Z DIRET B ICEMITER ST 5
HZHHOTIE, TORETH2HE DKL L OEFT & ftd L= 28

(i1) in cases of having the designated person manage the store on site pursuant
to the provisions Article 28, paragraph (1), documents describing the name
and address of such designated person;

= FBHOFAEZIT LD LT HEKRORIEOHELIMNCE D ERIC IV THEFIZE
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(ii1) in cases where, other than a person who intends to obtain a license
prescribed in paragraph (1) and the person prescribed in the preceding item,
a pharmacist or a registered sales clerk (referring to the registered sales
clerk provided in Article 4, paragraph (5), item (i); hereinafter the same
applies) engaged in pharmaceutical practice at the store is appointed,
documents describing the name and address of the pharmacist or the
registered sales clerk;

I 2RIV THRGE L, 57 2 B3RS O EEEE I L O —fi H E 3L
(2% 2 JEAE G781 S TRED D K oy A Fldl L 7= EH

(iv) documents describing the criteria specified by Order of the Ministry of
Health, Labour and Welfare for pharmaceuticals sold or provided at the store
regarding pharmaceuticals requiring guidance and OTC pharmaceuticals;

B ZOJEEICBWTEDIEEH LS DGFTIZ N % 1T LT EE G 2 IR5E L,
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(v) in cases where a pharmacy sells or provides OTC pharmaceuticals to a
person in a place other than the store, documents describing the means of
communication and other matters specified by Order of the Ministry of
Health, Labour and Welfare;

N OMEAETEE S TED D EME

(vi) other documents specified by Order of the Ministry of Health, Labour and
Welfare.
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(4) In cases that fall under any of the following items, the authority may choose
not to grant the license prescribed in paragraph (1):

— X OJEEOMERED . BAEGEE ST TED D EREICHS LnE X,
(1) when the structure and equipment of the store do not comply with the
standards specified by Order of the Ministry of Health, Labour and Welfare;

= EEHIRI ST IR E A E < 2 & E OME DOJEEIZ BV TEIES O IRTE IR G
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(i1) when the system to sell or provide pharmaceuticals at stores, including
engaging pharmacists or registered sales clerks, does not meet the standards
to ensure proper sales and provision of pharmaceuticals specified by Order of
the Ministry of Health, Labour and Welfare;

= HEHED, BEEE=FADOLNETOVTANIEYT D L&,

(iii) when the applicant falls under any of Article 5, item (ii1), (a) to (f).

Odi iR 7E a0 H)
(Items Sold at Stores)
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Article 27 A store-based distributor must not sell, provide, or store or display
pharmacy-only pharmaceuticals for the purpose of the sale or provision thereof
(referring to the pharmacy-only pharmaceuticals provided in Article 4,
paragraph (5), item (i1)).

(5 &l D& 2H)
(Store Management)
NG JEHERGEER L. ZOMEHEY, HOFEHICEH L, IZORET HEI
FEHUICEH S ERTIERE 720,
Article 28 (1) A person who is engaged in store-based distribution must

personally manage the store on site, or have a designated person manage the
store on site.

2 HIEOBEIC LY EHZEZMICER S 28 (LT TEHEHRE] Lo, ) 1T &
ETBHETTED D & ALY, A SUIBERIRTEE TRITLR B0,

(2) A person who manages the store on site pursuant to the provisions of the
preceding paragraph (hereinafter referred to as a "store manager") is to be a
pharmacist or a registered sales clerk, pursuant to the provisions of Order of
the Ministry of Health, Labour and Welfare.

3 JEMEHE L, TOJEMHUANAOGETTEL L UEMOEHZ OMIEE TR T D EE
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(3) Store managers must not engage in the management of a store or other

&%

pharmaceutical practice at a place other than such store; provided, however,
that this does not apply where the prefectural governor of the locality in which
the store is located licenses it.

(i & B BLE D )

(Obligations of Store Managers)
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Article 29 (1) A store manager must supervise pharmacists, registered sales

clerk and other employees working for the pharmacy in order to avoid the risk
of causing a hazard in health and hygiene, manage the structure and
equipment of the store, pharmaceuticals and other goods, and pay the
necessary attention to services at the store.

2 EEEHE I, RMEHELEZAET OB TN RVWE T, ZOIEHOERIZHO

X JEEIIRGEER TR L ER B R AR TR e 5,

(2) A store manager must provide necessary opinions to a store-based distributor

%

for store management in order to avoid the risk of causing a hazard in health
and hygiene.

(i &k 72 68 D IESF S IH)

(Matters to Be Observed by Store-Based Distributors)

o BAGBREIZ. JBEAEG@BE ST, WITHET D FHL OMEEH O (G
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Article 29-2 (1) The Minister of Health, Labour and Welfare may specify the

2

matters pursuant to the following and other services for store management to

be complied with by Store-based Distributors by Order of the Ministry of

Health, Labour and Welfare:

—  JEEICR T D EEES OB BLO FE N S IEIZE T L FIH

(1) matters concerning how to manage pharmaceuticals in stores;

= JEEICRIT 2 EIES ORI O ETE (£ OIEEIZI W TE DL
DG FIIR LT RAEEL LR L, XIRET L5588 T520H
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(i1) matters concerning how to sell or provide pharmaceuticals in stores
(including the method concerning the means of communication with the
person in cases where, at the store, OTC pharmaceuticals are sold or

provided to a person who is at a place other than the store).
JESIREER L. B FNEKE HOPEIZ LV EREHE LRE Lo & 1%, Al
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(2) In cases where a store-based distributor appoints a store manager pursuant
to the provisions of Article 28, paragraph (1), the store-based distributor must
respect the opinions from the store manager under paragraph (2) of the

preceding Article.

UEEFIZ BT 5 H7R)

(Display at Stores)
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Article 29-3 A store distributor must post required information on the use of a
store and matters specified by Order of the Ministry of Health, Labour and
Welfare at a readily visible place within the store, pursuant to the provisions of

Order of the Ministry of Health, Labour and Welfare.

(B fE& i 70 26 D FF AT )
(Licenses for Household Distribution)
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Article 30 (1) Licenses for household distribution are to be granted by the
prefectural governor where such store is located for each prefecture that
includes the area for an intended household distribution.

2 ROFFZOWTANCHEET D L ET, AHEOFAIEZ 52 RNWIENTED,

(2) In cases that fall under any of the following items, the authority may choose
not to grant the license prescribed in the preceding paragraph:

SEANAR SRR FEE DB E T 5 2 & & O MY 35 E T IR 0 Kk 2 38U TR 38 4
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(1) in cases where the business structure of engaging pharmacists or registered
sales clerks, and other matters on household distribution in the area of such
prefecture do not comply with the necessary standards for proper household
distribution of pharmaceuticals specified by Order of the Ministry of Health,
Labour and Welfare;

= OHEED, BAEFE S SADLANETONTRANICEY T L L &,
(ii) when the applicant falls under any of Article 5, item (iii), (a) to ().

(B & ik 72 &n B )
(Items for Household Distribution)
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Article 31 A person who has received a household distribution license
(hereinafter referred to as "household distributor") must not sell, provide, or
store or display OTC pharmaceuticals which are subject to minimal levels of
deterioration with age and meet other standards specified by the Minister of
Health, Labour and Welfare for the purpose of the sale or provision thereof.

(FBE IR = & oo K3k D& B
(Management of Areas in Prefectures)
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Article 31-2 (1) Household distributors must manage the area of a prefecture
pertaining to their operations, or have a household distribution employee
engage in the management thereof.

2 HEPEOBUEIC LV EEMROXIREZERST5E (LT TRIEERE] Lo, ) i,
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(2) A person who manages the area of a prefecture pursuant to the provisions of
the preceding paragraph (hereinafter referred to the "area manager") is to be a
pharmacist or a registered sales clerk pursuant to the provisions of Order of
the Ministry of Health, Labour and Welfare.

(PRI B D )
(Obligation of Area Manager)
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Article 31-3 (1) Area managers must, in order to avoid the risk of causing a
hazard in health and hygiene, supervise household distribution employees in
their operations, manage pharmaceuticals and other goods, and pay the
necessary attention to other operations in the area.

2 REEEFIT, REREE LXEEZETIBEADRRNEL DI, TOXRIBKOES
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(2) Area managers must provide necessary opinions to household distributors on
operations in their area in order to avoid the risk of causing a hazard in health
and hygiene.

(BL B Wk 78 364 DBy S IH)
(Matters to Be Observed by Household Distributors)
=%Kool JBEAGMEREL, BAEGEE ST, REREOEFICET L RE A
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Article 31-4 (1) The Minister of Health, Labour and Welfare may specify how to
record household distribution operations and other matters pursuant to
household distribution operations to be complied with by household
distributors in Order of the Ministry of Health, Labour and Welfare.
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(2) Area managers must, in order to avoid the risk of causing a hazard in health
and hygiene, state their opinions on operations within their jurisdiction to
household distributors.

(B & e i H)

(Notification of Engagement of Household Distribution)
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Article 32 When a household distributor or household distribution employee
intends to engage in household distribution of pharmaceuticals, the name, area
intended for household distribution, and other matters specified by Order of
the Ministry of Health, Labour and Welfare are to be provided in advance to
the governor of the prefecture including the area such distributor intends to
distribute in.

(B ERESFH DO F 7R E)
(ID Cards for Household Distributors)
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Article 33 (1) A household distributor or household distribution employee must
not engage in household distribution of pharmaceuticals unless receiving and
carrying an ID card issued by the governor of the prefecture of in which their
address is located.

2 HAHEOHSAEHEICE LLERFH L, BEATBHES TED D,

(2) Necessary matters pertaining to ID cards prescribed in the preceding
paragraph is to be specified by Order of the Ministry of Health, Labour and
Welfare.

(ENFE MR 7E 3 DFF7T)

(License for Wholesale Distribution)
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Article 34 (1) The prefectural governor covering the place where a business office
is located will grant the license for wholesale distribution for each business
office:

2 MOBEZONTIHNIHEET D E ST, AIHOF 252202 LN TE D,

(2) In cases that fall under any of the following items, the authority may choose
not to grant the license prescribed in the preceding paragraph:

— ZTOEEFOMERMS., JRETBHET TEDDLEEICEA LRV E &,

(i) when the structure and equipment of the business office does not comply
with the standards specified by Order of the Ministry of Health, Labour and
Welfare;

= OHEEAD, BEEEBFADDLANETOVTANCHEYT D L X,

(i1) when the applicant falls under any of Article 5, item (iii), (a) to ();
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(3) A person who has received a wholesale distribution license (hereinafter
referred to as a "wholesale distributor") must not engage in the business of the
sale or provision of pharmaceuticals at the business office pertaining to such
license to any person other than a proprietor of a pharmacy, etc.

(& T DO BE)

(Management of Business Offices)
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Article 35 (1) Wholesale distributors must place a pharmacist at each business
office and have them manage the business office; provided, however, that this
does not apply to cases where such wholesale distributor is a pharmacist, and
personally manages such business office.
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(2) In cases where a wholesale distributor sells or provides only pharmaceuticals
specified by Order of the Ministry of Health, Labour and Welfare as those
which do not require management by a pharmacist, notwithstanding the
preceding paragraph, a person who manages the business offices (hereinafter
referred to as "business office manager for pharmaceuticals") is to be a
pharmacist or a person other than a pharmacist specified by Order of the
Ministry of Health, Labour and Welfare in accordance with the items of such
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pharmaceuticals
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(3) A business office manager for pharmaceuticals must not engage in the
management of any place other than such business office or in other
pharmaceutical practice; provided, however, that this does not apply to cases
where a license is provided by the prefectural governor where the place of such
business office is located.

(B 50 B ST BLE D 26 75)
(Obligation of Business Office Managers for Pharmaceuticals)
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Article 36 (1) Business office managers for pharmaceuticals must, in order to
avold the risk of causing a hazard in health and hygiene, supervise
pharmacists and other employees working in the business office, manage the
structure and equipment of such business office and pharmaceuticals and other
goods, and pay necessary attention to services at the business office for its
operation.
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(2) Business office managers for pharmaceuticals must provide necessary
opinions to wholesale distributors for the operations at the business office in
order to avoid the risk of a hazard in health and hygiene.

(ENFE MR 78 £ DT S IH)
(Matters to Be Observed by Wholesale Distributors)
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Article 36-2 (1) The Minister of Health, Labour and Welfare may specify the
matters to be observed by wholesale distributors regarding methods of tests
and inspections of pharmaceuticals at business offices and other operations at
the business office by Order of the Ministry of Health, Labour and Welfare.

2 HIFEHGEER T, B FARE -HEIE HOBEIC K EREETE RS
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(2) In cases where a wholesale distributor appoints a business office manager for
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pharmaceuticals pursuant to the provisions of Article 35, paragraph (1) or (2),
such distributor must respect the opinions of the business office manager for
pharmaceuticals under paragraph (2) of the preceding Article.

GEREH G DOIRTEIIEF T 5 E%F)
(Persons Engaged in the Sale of Pharmacy-Only Pharmaceuticals)

FotREo= FEFEREIZ BETEHETTEDD L ZAIZED, FREHEMIZ
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Article 36-3 (1) Proprietors of pharmacies must have a pharmacist sell or
provide pharmacy-only pharmaceuticals, pursuant to the provisions of Order of
the Ministry of Health, Labour and Welfare.
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(2) No proprietor of a pharmacy may sell or provide pharmacy-only
pharmaceuticals to persons other than those who intend to use such pharmacy-
only pharmaceuticals without legitimate grounds; provided, however, that this
does not apply to cases where the person sells or provides to pharmacists,
proprietors of pharmacies, holders of marketing authorization, manufacturers
or sellers of pharmaceuticals, physicians, dentists or veterinarians, or other
proprietors of hospitals, clinics for humans or for domesticated animals

(hereinafter referred to as "pharmacists, etc.").

GEREEMIZET D IF MRS OHRES)
(Information Provision and Instructions on Pharmacy-Only Pharmaceuticals)
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Article 36-4 (1) When a proprietor of a pharmacy sells or provides pharmacy-
only pharmaceuticals for the appropriate use thereof, such proprietor must
have the pharmacist selling or providing medicine at the pharmacy provide
required information, and provide instructions through a face-to-face
consultation based on pharmacological findings, using documents describing
the particulars specified by Order of the Ministry of Health, Labour and
Welfare (in cases where such matters are in the form of an electronic or

135



magnetic record, including those recorded in such electronic or magnetic
records labeled using a method specified by Order of the Ministry of Health,
Labour and Welfare), pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare; provided, however, that this does not apply to
cases where such pharmacy-only pharmaceuticals are sold or provided to
pharmacists.
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(2) When a proprietor of a pharmacy has a pharmacist provide information or
instruction pursuant to the provisions of the preceding paragraph, the
proprietor of the pharmacy must have the pharmacist confirm some
information regarding the person who intends to use the pharmacy-only
pharmaceuticals, including the age, usage status of other medicine or
pharmaceuticals, and other matters specified by Order of the Ministry of
Health, Labour and Welfare.
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(3) In cases provided in the main clause of paragraph (1), when a proprietor of a
pharmacy is not able to provide information or instruction pursuant to the
provisions of the same paragraph, or it is found that the proprietor of a
pharmacy cannot ensure the appropriate use of the pharmacy-only
pharmaceuticals, such proprietor of a pharmacy may not sell or provide the
pharmacy-only pharmaceuticals.
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(4) For the appropriate use of pharmacy-only pharmaceuticals, when a
consultation is requested by a person who intends to purchase or receive such
medicine, or who has purchased or received such medicine, a proprietor of a
pharmacy must have a pharmacist engaged in the sale or provision of
pharmacy-only pharmaceuticals at the pharmacy provide required information
or instruction to the person based on necessary pharmacological findings,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

(BEHRE E R A O IRIEITIEHE S 5 E %)
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(Persons Engaged in Selling Pharmaceuticals Requiring Guidance)
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Article 36-5 (1) A proprietor of a pharmacy or a store-based distributor must
have a pharmacist sell or provide pharmaceuticals requiring guidance
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.
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(2) No proprietor of a pharmacy or store-based distributor may sell or provide
pharmaceuticals requiring guidance to any person other than one who intends
to use such pharmaceuticals requiring guidance without legitimate grounds;
provided, however, that this does not apply to cases where such

pharmaceuticals are sold or provided to pharmacists, etc.

(EHEERMLICEAT 2 R X O E5%)
(Provision of Information and Instructions on Pharmaceuticals Requiring
Guidance)
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Article 36-6 (1) When a proprietor of a pharmacy or a store-based distributor
sells or provides pharmaceuticals requiring guidance for the appropriate use
thereof, such proprietor of a pharmacy must have a pharmacist engaged in the
sale or provision of medicine at the pharmacy or at the store provide required
information, and provide instruction through a face-to-face consultation based
on pharmacological findings, using documents describing such matters
specified by Order of the Ministry of Health, Labour and Welfare (in cases
where such matters are in the form of an electronic or magnetic record,
including those recorded in such electronic or magnetic records labeled using a
method specified by Order of the Ministry of Health, Labour and Welfare),
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare; provided, however, that this does not apply to cases where such

pharmaceuticals requiring guidance are sold or provided to pharmacists.
2 HURMRRE LIRS 3, MIHOREC L 5 RO RO 88 2 1T H ¥ 5
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(2) When a proprietor of a pharmacy or a store-based distributor has a
pharmacist provide information or instruction pursuant to the provisions of the
preceding paragraph, the proprietor of a pharmacy must have the pharmacist
confirm some information regarding the person who intends to use the
pharmaceuticals requiring guidance, including the age, usage status of other
medicine or pharmaceuticals, or other matters specified by Order of the
Ministry of Health, Labour and Welfare.
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(3) In cases provided in the main clause of paragraph (1), when a proprietor of a
pharmacy or a store-based distributor is not able to provide information or
instruction pursuant to the provisions of the same paragraph, or it is found
that the proprietor of a pharmacy or the store-based distributor cannot ensure
the appropriate use of pharmaceuticals requiring guidance, such proprietor of a
pharmacy or the store-based distributor may not sell or provide the
pharmaceuticals requiring guidance.
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(4) For the appropriate use of pharmaceuticals requiring guidance, when
consultation is requested by a person who intends to purchase or receive such
pharmaceuticals requiring guidance, who has purchased or received such
pharmaceuticals requiring guidance, or who uses those pharmaceuticals
requiring guidance that the relevant persons purchased or received, a
proprietor of a pharmacy or a store-based distributor must have a pharmacist
engaged in the sale or provision of selling of OTC pharmaceuticals at the
pharmacy provide required information or instruction to the person based on
necessary pharmacological findings, pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.

(— i HEZE S DX 57)
(Criteria for OTC Pharmaceuticals)
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Article 36-7 (1) OTC pharmaceuticals (excluding those intended exclusively for
use on animals) are to be categorized according to the following criteria:
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(1) schedule I pharmaceuticals: pharmaceuticals which have side effects that
would pose health hazards interfering with everyday activities which are
specified by the Minister of Health, Labour and Welfare as those requiring
special caution in the use thereof, falling under Article 14, paragraph (8)
upon application for marketing approval, and for which a period specified by
Order of the Ministry of Health, Labour and Welfare has not expired from
the day of the approval to which the application relates;
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(i1) schedule IT pharmaceuticals: pharmaceuticals which have side effects that
would pose health hazards interfering with everyday activities (excluding
schedule I pharmaceuticals) which are specified by the Minister of Health,
Labour and Welfare;
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(iii) schedule III pharmaceuticals: OTC pharmaceuticals other than schedule I
pharmaceuticals and schedule II pharmaceuticals.
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(2) The Minister of Health, Labour and Welfare must endeavor to collect
information pertaining to pharmaceuticals in order to contribute it to the
designation under item (i) and (ii) of the preceding paragraph, and change such
designation if necessary.
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(3) The Minister of Health, Labour and Welfare must obtain opinions from the
Pharmaceutical Affairs and Food Sanitation Council whenever intending to
make a designation under paragraph (1), item (i) or (ii), or change thereof.

(&E D)

==

(Confirmation of Qualifications)
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Article 36-8 (1) Prefectural governors will conduct a test to confirm whether or
not a person who intends to engage in the sale or provision of OTC
pharmaceuticals has the necessary qualifications, pursuant to the provisions of
Order of the Ministry of Health, Labour and Welfare.
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(2) Persons who have passed the test prescribed in the preceding paragraph or a
person who complies with the standards specified by Cabinet Order as having
the necessary qualifications for being engaged in the sale or provision of
schedule II pharmaceuticals or schedule III pharmaceuticals, and a person who
intends to engage in the sale or provision of pharmaceuticals must be
registered by a prefectural governor.
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(3) A person who falls under any of Article 5, item (iii), (a) to (f) may not be
registered under the preceding paragraph.
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(4) Registration prescribed in paragraph (2) or the deletion thereof is to be
specified by Order of the Ministry of Health, Labour and Welfare.

(— MRS OMRGEIZHEF T 5 F)
(Persons Engaged in the Sale of OTC Pharmaceuticals)
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Article 36-9 In accordance with the criteria set forth in each of the following
1items, proprietors of pharmacies, store-based distributors, or household
distributors must have a person specified in each of the items sell or provide
OTC pharmaceuticals, pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare:

— B BEAS A
(i) schedule I pharmaceuticals: pharmacists;
=B TRBERRG M OB = HERE A AR ST AR E

(ii) schedule II and III pharmaceuticals: pharmacists or registered sales clerks.
(— M EFE A3 2 1F i)
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(Information Provision for OTC Pharmaceuticals)
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Article 36-10 (1) When a proprietor of a pharmacy or a store-based distributor
sells or provides schedule I pharmaceuticals for the appropriate use thereof,
such proprietor of a pharmacy must have a pharmacist engaged in the sale or
provision of schedule I pharmaceuticals at the pharmacy or the store provide
required information, and provide instruction through a face-to-face
consultation based on pharmacological findings, using documents describing
such matters specified by Order of the Ministry of Health, Labour and Welfare
(in cases where such matters are in the form of an electronic or magnetic
record, including those recorded in such electronic or magnetic records labeled
using a method specified by Order of the Ministry of Health, Labour and
Welfare), pursuant to the provisions of Order of the Ministry of Health, Labour
and Welfare; provided, however, that this does not apply to cases where such
schedule I pharmaceuticals are sold or provided to pharmacists, etc.
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(2) When a proprietor of a pharmacy or a store-based distributor has a
pharmacist provide information or instruction pursuant to the provisions of the
preceding paragraph, the proprietor of a pharmacy must have the pharmacist
confirm some information regarding the person who intends to use the
schedule I pharmaceuticals, including the age, usage status of other medicine
or pharmaceuticals, or other matters specified by Order of the Ministry of
Health, Labour and Welfare.
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(3) When a proprietor of a pharmacy or store-based distributor sells or provides
schedule II pharmaceuticals for the appropriate use thereof, such proprietor of
a pharmacy must have a pharmacist engaged in the sale or provision of
schedule IT pharmaceuticals at the pharmacy or the sore provide required
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information displayed pursuant to the provisions of Order of the Ministry of
Health, Labour and Welfare; provided, however, that this does not apply to
cases where such schedule IT pharmaceuticals are sold or provided to
pharmacists or registered sales clerks.
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(4) When a proprietor of a pharmacy or a store-based distributor has a
pharmacist provide information pursuant to the provisions of the preceding
paragraph, the proprietor of a pharmacy must have the pharmacist or
registered sales clerk confirm some information regarding the person who
intends to use the schedule II pharmaceuticals, including the age, status of
usage of other medicine or pharmaceuticals, or other matters specified by
Order of the Ministry of Health, Labour and Welfare.
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(5) For the appropriate use of OTC pharmaceuticals, when consultation is
requested by a person who intends to purchase or receive OTC pharmaceuticals
at the pharmacy or store, who has purchased or received OTC pharmaceuticals
at the pharmacy or store, or who uses the OTC pharmaceuticals that those
persons have purchased or received, a proprietor of a pharmacy or store-based
distributor must have a pharmacist or registered sales clerk engaged in the
sale or provision of pharmaceuticals at the pharmacy or store provide required
information or instruction to the person pursuant to the provisions of Order of
the Ministry of Health, Labour and Welfare.

6 HHOBEIL, FHoHEELEZBAL, BV TH2EDPOHHZELRNVE
DEBOERANHSI2GE (FE—HEELPEEIHEHIND LROOLNL5GEIZR
Do ) IZiX, @A LRV,

(6) The provisions of paragraph (1) do not apply to cases where a person who has
purchased or intends to purchase such schedule I pharmaceuticals expresses
that no explanation is needed (limited to cases where such schedule I
pharmaceuticals are used properly).

7 BEIRGEEEICOWTIE, BIRE F - HELEELER OB HIZLELEZRS, )
DOHEZEMT 5, TOHEICEN T, HBHA RO =HA T THR7E L, X
RE53T256] LHH501F TRET 5G] &, THEEIESH LHH001F 1EH
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(AR D EERF RO KR & TEIESOREIRE ] & 501 TEHEGORER
el &L HHEY [Zo3FEELIFEMHICB W T—RAEERELZEAL, &L
FEVZIT LD T B NIZOFEFE L ITEHICBOWT—RHER LA L, &
LLIFRBVZTREEE LT INGOEFIZEISDTHEASIN, HLITEVZ TN
—HEERLEZERATH ] 501 TRERTZICL DT HERMZEA L,
FHLLIFBV T LD L3228 IEE L —HEREL AT 27 & 3R
XITIEEH ) D01 TEBICRLIMEF RO &, TEELORE TR L
EHDHDIT TEELOBEERE] EHARZDLEDET D,

(7) The provisions of any of the preceding paragraphs (excluding the provisos of
paragraph (1) and (3)) apply to household distributors. In this case, "in cases of
the sale or provision of" in the text of paragraphs (1) and (3) is to be replaced
with "in cases of household distribution", "at pharmacies or stores" is to be
replaced with "areas of a prefecture for the relevant operation", "the sale or
provision of pharmaceuticals" is to be replaced with "selling by household
distribution of pharmaceuticals", and in paragraph (5), "a person who intends
to purchase or receive OTC pharmaceuticals at the pharmacy or store, or a
person who has purchased or received OTC pharmaceuticals at the pharmacy
or store, or a person who uses OTC pharmaceuticals that those persons have
purchased or received" is to be replaced with "a person who intends to purchase
or receive OTC pharmaceuticals through household distribution, or a person
who uses OTC pharmaceuticals that have been distributed", and the "pharmacy
or store" is to be replaced with "area in a prefecture for the relative operation",
"the sale or provision of pharmaceuticals" is to be replaced with "household

distribution of pharmaceuticals".

(W 72 J7 155 DI FR)
(Restrictions on Methods of Selling)

otttk FERBARRE XUIEMIRICEEE TG X 55 IR 5 LSO FIEIT LD,
Bl R 7e E B I E LA D FIEIZ L0 EhEnEELRZREL, 5L, XiTZE0
Hroeas L <3RS0 B CTERMSZITE L, 5 L <IEBYI L TiER bau,

Article 37 (1) Proprietors of pharmacies or store-based distributors must not use
a method other than selling or provision at a store, and household distributors
must not use a method other than household distribution when selling or
providing pharmaceuticals, or storing or displaying such pharmaceuticals for
the purpose of their sale or provision.

2 BERGERIL. BEELOEZORR ITEEOHKD (W2 EZ £, FH+
FEOELHERE-HALRE, UTRC, ) 2. ToEELZHEIRE L T
B IRN,

(2) Household distributors must not divide and sell immediate containers or
capsule of pharmaceuticals that have been opened up (not including inner
packages; hereinafter the same applies, excluding Article 54 and Article 57,
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paragraph (1)).

(#EM)

(Application, Mutatis Mutandis)

F=t I\ JEERTEICOWTL, BHEACHE++—FOBREZENT 5,

Article 38 (1) The provisions of Articles 10 and 11 apply mutatis mutandis to
store-based distributors.

2 BERFZEEIL. BEELOEZOR G TEEZOWK D (N2 EE 20, FHH+N
KEOFELLEERFE-HEZRE, UTRLC, ) &, TOEELZHFIIRE L TX
YA AN

(2) Household distributors must not divide and sell immediate containers or
capsule of pharmaceuticals that have been opened up (not including inner
packages; hereinafter the same applies, excluding Article 54 and Article 57,
paragraph (1)).

B ERBGBORTEE, REERVCEHEE

Section 2 Selling, Leasing and Repairing of Medical Devices

(e B2 PR IR 20 55 D MR 52 26 M VR -6 D FF AT )
(Licenses for Selling and Leasing Operations for Specially-Controlled Medical
Devices)

FoPLS EEEHERES IR ERTERERES (LU &S B E RS
L] W, ) ODIRFEEXITEEREOTF A2 T IcETRITINEL, TnEh, (&L
T, MEEHEREREZREL, 5L, HALIEELG L, FHLEIRE, &5
LFESOAMTHAIL, XTEEEHEREISR T 07 7 L (5 EEHERESE O
ILTRITTATHLLDE VI, LFZOHEIZBWTHL, ) & EXUEIE R4 E
CTRELTER LR, 22 L., mEERERESRTOMIE R ES P olES
2L, ST Z U7 B PR AR 5 & | L PR R SR S o St .
EEH, WEEE IR EEE IS, SEFHERERFTOMEEE N OE LIS
A PR A e N A ) B PR R R R S O LS IR R R TG EE 1T R E UK
El, 5L, ALTES L, BHLIEIRE, 5 LIAIES5OHTHIIL
ML EE R EREESR 2 77 LA BRBEEH 2B CRET & &%, ZORY
T2,

Article 39 (1) No person other than one authorized for selling or leasing
specially-controlled medical devices or specially-designated medical devices
requiring maintenance (hereinafter referred to as "specially-controlled medical
devices, etc.") may engage in the business of selling, providing, or leasing
specially-controlled medical devices, etc., or displaying specially-controlled
medical devices, ete. for the purpose of selling, providing, or leasing, or
providing specially-controlled medical device programs (referring to specially-
controlled medical devices which are programs; hereinafter the same applies in
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this paragraph) via telecommunication lines; provided, however, that this does

not apply to cases where a holder of marketing authorization for specially-

controlled medical devices, etc. manufactures or imports specially-controlled
medical devices, etc., and sells, provides, or leases them, or displays them for
the purposes of selling, providing or leasing, or provides specially-controlled
medical device programs via telecommunication lines to holders of marketing
authorization for or manufacturers, sellers or leasers of specially-controlled
medical devices, etc.; or where manufacturers of specially-controlled medical
devices, etc. manufactures specially-controlled medical devices, etc., and sells,
provides or leases them, or displays them for the purposes of selling, providing
or leasing, or provides specially-controlled medical device programs via
telecommunication lines to holders of marketing authorization for or
manufacturers of specially-controlled medical devices, etc.

2 RIEOFFANL. BHER I LT, ZOEEF O EMOEER RS (Z0EZEFO
FTTE SRR FT 2 5% 3 5 TH U X O KIRIC H 2 G A B0V TiE, TR IR E,
WRE _HEOE =+ NEFO=ZFHIZBWTHEL, ) »E5x 5,

(2) Licenses prescribed in the preceding paragraph are to be granted for each
business office by the prefectural governor of the locality in which the business
office is located (if the locality of the business office is a city with established
health centers or a special ward, the mayor of the city or the head of the
special ward; herein after the same applies in Article 39-3, paragraph (1)).

3 WOZEFOWTNNITEYETDHEEIE, FHOFAEZEIRNWI ENTED,

(3) In cases that fall under any of the following items, the governor may chose
not to grant the license prescribed in paragraph (1):

— ZOEEFMOMEERMS, BAETTHET TED HDREEIHEE LRV E &,

(i) when the structure and equipment of the business office do not comply with
the standards specified by Order of the Ministry of Health, Labour and
Welfare;

ZOHEED, BAEFE S SADOANETONTANCHEY T L L &,

(i1) when the applicant falls under any of Article 5, item (iii), (a) to (f).

4 F-HOFWIZ, NMEZCIZZOEHEZ T RITE. ZoBEORIEIC L ST,
DR KD,

(4) The license prescribed in paragraph (1) ceases to be effective upon the
expiration of such period unless it is renewed every six years.

(B HHE DORE)
(Appointment of Managers)

B NED RIS -HOFA EZ T EIL, BABBESTEDDLEIAILLD,
mEE BRSO IR 2 EMICER IS 572012, B¥EHI LI, BAE
FEE T TEDDEREICE YT 2F (RIEIZEBWT 5 EE s E R AR 5 T 2
Fl Lo, ) BENRITNIRL R0,
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Article 39-2 (1) A person who has received license prescribed in paragraph (1) of
the preceding Article must appoint a person meeting the standards specified by
Order of the Ministry of Health, Labour and Welfare for each business office
(hereinafter referred to as "business office manager for specially-controlled
medical devices" in the following paragraph) and have them engage in the
management of selling or leasing specially-controlled medical devices,
pursuant to the provisions of Order of the Ministry of Health, Labour and
Welfare.

2 WEEHERESEEEMEIHREIL. TOBERUAOGITTEL LTEEROE
HEOMIEEICEHTHIEBIHEFTHEHE THOTT bW, 2L, ZOEERD
FHEH OB R FEOFT I 22T 72 & 1L, ZDORY TR,

(2) A business office manager for specially-controlled medical devices must not
engage in the management of any place other than such business office or in
other pharmaceutical practice; provided, however, that this does not apply to
cases where a license is provided by the prefectural governor of the region

where the place of such business office is located.

(& BRI & DR 7e 36 M VR 526 D Ja )
(Notification for Selling and Leasing Operations for Controlled Medical
Devices)

FotLGo= FHERES (FERTERERESRE LR, LT Z oz VW THE
U, ) L LTIREL, 5L, HLIUTES L, HLERE, #R5EELITE
HOHMTHAIL, IIEHERES T 77 75 (FHREREKEHRO S BT r 7T AT
HHHEDENVS, UTZOHIZBWTHL, ) #EX@EERERZECTREEL LD &
T5& (FE=TNEHE -HOFNEZTEEHEEZRS, ) X, oL, HERI L
(2. T DB AT OFTEH O FE IR IR A S TED HEEA BT HAR TN
TR, 272U, BHERESRORMERTGEENEOREEFEL L, IWAL L
T EHER SR L ERR S O ROE R EEE . RUEEE . W EE IR EEEIC,
FHER e O RIS ER N £ OIS U T PRIE R s 2 B R as 0 UG R
XIFREREFIC, ththlige L, &5 L, HLEFREG L, #HLITRE, BE5H
LFESOAMTHAIL, XITEHERES 7 v 7T Lz E50EE Rz U TR
LI &TDLEIE. ZDORY TR,

Article 39-3 (1) A person engaged in the business of selling, providing, or leasing
controlled medical devices (excluding specially-designated medical devices
requiring maintenance; hereinafter the same applies), or displaying controlled
medical devices for the purpose of selling, providing or leasing thereof, or who
intends to provide controlled medical device programs (referring to controlled
medical devices which are programs; hereinafter the same applies in this
paragraph) via telecommunication lines (excluding a person who has received
the license prescribed in Article 39, paragraph (1)) must, for each business
office, notify the prefectural governor of the region where the place of such
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business office is located of matters specified by Order of the Ministry of
Health, Labour and Welfare; provided, however, that this does not apply to
cases where a holder of marketing authorization for controlled medical devices
manufactures or imports controlled medical devices, and intends to sell,
provide, or lease them, or display them for the purposes of selling, providing or
leasing, or provide controlled medical device programs via telecommunication
lines to holders of marketing authorization for or manufacturers, sellers or
leasers of controlled medical devices; or where a manufacturer of controlled
medical devices manufactures controlled medical devices, and intends to sell,
provide, or lease them, or display them for the purposes of selling, providing or
leasing, or provide controlled medical device programs via telecommunication
lines to holders of marketing authorization for or manufacturers of controlled
medical devices.

2 BAEGEAREIL EATHES T, EHERERORTES ISHEEE IR LS
EFTOMERMOREELEDDH Z LINTE D,

(2) The Minister of Health, Labour and Welfare may specify the standards for the
structure and equipment of the business offices for sellers or leasers of
controlled medical devices by Order of the Ministry of Health, Labour and
Welfare.

(HEH)
(Application, Mutatis Mutandis)

FEUHSR BT NEE -HOGEEHRERESEORTEEXTEGEICOWTIE, #
NG Bk B—HEHATZR ) . BHHREEEAOE T ROREZENT 5,
ZOLHBEITBNT, FAEE-HD RICEHT55HEH] LHH01F. TEHEEHER
Beam SO R E R ST PRIE SR D IRGEHE ST E B OB EFTIZ BT 5 @ B E BLE %
TR E DR STE BRI s O SWE IR O FERITIE] LHABERAD D LT D,

Article 40 (1) The provisions of Article 8, Article 9 (excluding any of the items of
paragraph (1)), Article 10, paragraph (1) and Article 11 apply mutatis
mutandis to selling and leasing businesses for specially-controlled medical
devices prescribed in Article 39, paragraph (1). In this case, "matters listed in
the following" in Article 9, paragraph (1) is to be replaced with "method for
quality control of specially-controlled medical devices or specially-designated
medical devices requiring maintenance at business offices selling or leasing
specially-controlled medical devices or specially-designated medical devices
requiring maintenance".

2 HIRFE-HOBEHERESRORTCETIEGEICOVWTL, HFLEE—H (5%
fR<. ) ROETLRE-HORELEN T2, ZOHRBITBNT, EAEE -HT
R 58] LHooid, DEHERES (FrEfeTEHERBS 2R U
FIDEIZBWTHL, ) OIRFEEUTEGHEOEFEFTIZRIT %8 BERERSR O mE
MR D IR TIE] EHAERAD D LT D,
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(2) The provisions of Article 9, paragraph (1) (excluding any of the items) and
Article 10, paragraph (1) apply mutatis mutandis to selling and leasing
businesses for controlled medical devices prescribed in paragraph (1) of the
preceding Article. In this case, "matters listed in the following" in Article 9,
paragraph (1) is to be replaced with "methods for quality control for controlled
medical devices (excluding specially-designated medical devices requiring
maintenance; hereinafter the same applies) at business offices selling or
leasing controlled medical devices".

3 —kERES FPERTEHERES 2R, UTZOHICBWTRL, ) %L
LCHRIEL, 5L, #LIFEE L, ALERE, 546 L IFEHO B TH
FIL, Nx—REEHGO > LT v T A ThL b0 rEXBERREZE U TRt L
£2ET5%F FE=1NEKE-HOHF 2T 2HEKLORIRE —HOBEIZ LD )EH
wATOEZRLS, ) TV T, BALE —H (F5zk, ) OHELEMNT D,
ZOLEITBWT, REF KRICH T 2HH] LH201%, T—RERES FrEfk
SPEBEREER RS, UTZOHIZBWTHLU, ) ORFEHEIIEGHEDEIEFTIC
B2 — X EFE O WEMROFERTE] EHAEZDLBDOET D,

(3) The provisions of Article 9, paragraph (1) (excluding any of the items) applies
mutatis mutandis to a person engaged in the business of selling, providing, or
leasing, or displaying general medical devices (excluding specially-designated
medical devices requiring maintenance; hereinafter the same applies in this
paragraph) for the purpose of selling, providing or leasing thereof, or who
intends to provide general medical device programs through telecommunication
lines (excluding a person who has received the license prescribed in Article 39,
paragraph (1), and has notified pursuant to the provisions of paragraph (1) of
the preceding Article). In this case, "matters listed in the following" is to be
replaced with "method for quality control for general medical devices at
business offices selling or leasing general medical devices (excluding specially-
designated medical devices requiring maintenance; hereinafter the same
applies in this paragraph)"

4 FIZHEICHET 2 0DIED, RERFEMGE AL, R TED D,

(4) Beyond what is provided in the preceding three paragraphs, any other
necessary technical replacement of terms is to be specified by Cabinet Order.

(R DIEHZE DO FFAT)
(Licenses for Repairing Medical Devices)

FUHEOZ EREEBmROBHEOT AL ETRIIL, (& LT, EREHRO
EEAZ LTI b,

Article 40-2 (1) No person other than one authorized for repairing medical
devices is to engage in the business of repairing medical devices.

2 REIEOFFRNL, BT 2L NEDOEF O FIEIZIL CIRAE S EE S TED DX
(LLF MEHEXS] &vo, ) 12wy, BEVBREMERZ L LD LT2F¥END
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bz %,

(2) The license prescribed in the preceding paragraph is to be granted to each
business establishment depending on the article to be repaired or method of
repairing in accordance with the criteria specified by Order of the Ministry of
Health, Labour and Welfare (hereinafter referred to as "repairing criteria").

3 FHHOHFWIX, ZHFEEZTLRVWEAS TED AWM I LICEOEHE2 1T 2 T uX,
Z OB OFWIZ I ST, TONNIEKD,

(3) The license prescribed in paragraph (1) expires when a period specified by
Cabinet Order of not less than three years passes, unless the license is
renewed within each specified period.

4 WOBEFZONTINICHEYTHEEIE, FE-HOFAZHEXRNWI ENTED,

(4) In cases that fall under any of the following items, the Minister of Health,
Labour and Welfare may choose not to grant the license prescribed in
paragraph (1):

— XTOHEFOMERMS, BAEGBHE T TEDLEEIIEE LR L X,

(1) when the structure and equipment of the business establishment does not
comply with the standards specified by Order of the Ministry of Health,
Labour and Welfare;

T OHEEER, BERB=ZBADNOANETOWVTNIHEYT D L &,

(i1) when the applicant falls under any of Article 5, item (iii), (a) to ().

5 H—HOHFW 22T BT, E%FERETRLIEEXEZERE L, UTBML X9
ET DL X, BAFEBREOTF A 22T R T IXR 60,

(5) When a person who has received a license prescribed in paragraph (1) intends
to change or add criteria for a license pertaining to the business establishment,
the person must receive a license from the Minister of Health, Labour and
Welfare.

6 HIEOFF AN OWTIE, H—HNLEHE TORELERT 5,

(6) Provisions of paragraphs (1) through (4) are to be applied mutatis mutandis
to the license prescribed in the preceding paragraph.

(HEH)
(Application, Mutatis Mutandis)

FUHEO= EEEBROEHEICO T, B+ =50 0+ = H R O IUIE,
B =50 _o+HE H, B =0 o+HRE HIEONCE L+ =50 o
“HEoHERERT S, ZOBAEICENT, B =50 o+ MNEMES TERE
B EMEE ) &Hv, F o+ =50 o+ fF T [EEEISRETHEINE X
A K ERLELEERE ) LH, ROE _+ =50 _O+RE P TEREE
IREATLEANE . (RS2 W A EIE G ROEE L) L H o DIE,  TERESHE PR E(THIf
| LHMHBEZ DD ET D,

Article 40-3 The provisions of Article 23-2-14, paragraphs (3) and (4), Article 23-
2-15, paragraph (2), Article 23-2-16, paragraph (2), and Article 23-2-22 applies
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mutatis mutandis to repairing business for Medical devices. In this case,
"technical supervisor of medical devices" in Article 23-2-14, paragraph (4),
"technical supervisor of medical devices or manufacturing supervisor of in-vitro
diagnostics" in Article 23-2-15, paragraph (2), and "technical supervisor of
medical devices, manufacturing supervisor of in-vitro diagnostics" in Article
23-2-16, paragraph (2) are to be replaced with "technical supervisor for

repairing of medical devices".

(1 HI2 L)
(Information Provision)

FUHRol  EFEEISROWRTEES . BHEA UIMEBER L, ERESZ —RIZHEA
L. o=, oz, BHLIIEHA L, IXEEESR 7 0 77 L0 EKIE(E ER
@ UM Z T 2 F T L. ERESROBEIERMEH OO BB FR 4 i3
LEIBORFNITR B,

Article 40-4 Sellers, leasers or repairers of medical devices must endeavor to
provide required information for the appropriate use of medical devices to a
person who generally purchases, receives, borrows, or uses medical devices, or

receives medical device programs via telecommunication lines.

B BAERSRMOIRTERE

Section 3 Selling of Regenerative Medicine Products

(A =R E L O RGBS DO FF A])
(License for Selling Regenerative Medicine Products)

B0 n BAERBERSORFTEDTF AT 22T ETRITI, (2L LT, B4
ERERLZREL, &5 L, XEREE L350 Bry Tl L, & L <IEHES
LTIERB2R0, 72720, BAEERFERGLOBENGEERE N OMEEZ L, U3
AN U7 AR SR & F A RS R OROERFEES | BUEEE TIRFEES I,
JEAGHBRE N ET 2 A ERER L ORISR EEE N ZOREEZ L, UIHA
U7oYRs i/ E R R 2 A, R AT U < IZBREATSUImBE, 2 L <1
FHEWREMR ORREIC, FAERFRLOMEREER N OIS L 2B AEERE
Rk 2 BAERESORERGEES OIIREEF T, Thfhlk@ELl, &5L. X
T DMRFEHE L IFREO B TITR L, 5 LIIBRAIT 5 & &id, ZORY TR,

Article 40-5 (1) No person other than one who has obtained license for selling
regenerative medicine products may engage in the business of selling or
providing regenerative medicine products, or storing or displaying regenerative
medicine products for the purpose of sale or provision thereof; provided,
however, that this does not apply where a holder of marketing authorization
for regenerative medicine products manufactures or imports regenerative
medicine products, and sells or provides them, or stores or displays them for
the purpose of selling or providing thereof to holders of marketing
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authorization for or manufacturers or sellers of regenerative medicine

products; where a holder of marketing authorization for regenerative medicine

products designated by the Minister of Health, Labour and Welfare
manufactures or imports the relevant regenerative medicine products, and
sells or provides them, or stores or displays them for the purpose of selling or
providing thereof to physicians, dentists or veterinarians, or proprietors of

hospitals, clinics for humans or domesticated animals; or where a

manufacturer of regenerative medicine products manufactures regenerative

medicine products, and sells or provides them, or stores or displays them for
the purpose of selling or providing thereof to holders of marketing
authorization for or manufacturers of regenerative medicine products.

2 AIEOFFAIL, BEF I LT, ZOEENOFEMOEEIFRIMEN G2 D,

(2) Licenses prescribed in the preceding paragraph are to be granted for each
business office by the prefectural governor of the region where the business
office is located.

3 WOKZEFDOWTNNITEYTDHEEIE, FHOFAEZEIRNWI ENTE D,

(3) In cases that fall under any of the following items, the governor may choose
not to grant the license prescribed in paragraph (1):

— ZTOEEFOBERMS, EETBHET TEDDEEIZEA LRV E &,

(1) when the structure and equipment of the business office do not comply with
the standards specified by Order of the Ministry of Health, Labour and
Welfare;

T OHFEENR, BEERBZBADOANETOWVTNIHEYT D L &,

(i1) when the applicant falls under any of Article 5, item (iii), (a) to (f).

4 F-HOFIIZ, NMEZLIZEOEFE T RIT U, 2o oREIZ L oT,
DR KD,

(4) The license prescribed in paragraph (1) ceases to be effective upon the
expiration of such period unless it is renewed every six years.

5 H—HOWREZITEIL YLFF IR EERCOVWTX, ¥(& LT, BAERE
ARG A, BAERRER G OGRS, MIEEE L ITHRGEREE TP,
R L < R B B2 R OB E £ OMIE AL T EE T CED D HELUSNDEID
XL, Mge L, XI5 L TR 67220,

(5) A person who has received license prescribed in paragraph (1) must not, for
the business office pertaining to the license, engage in the business of sale or
provision of regenerative medicine products to marketing authorization holders,
manufacturers, or sellers of regenerative medicine products, proprietors of
hospitals, clinics for humans or domesticated animals and those not specified
by Order of the Ministry of Health, Labour and Welfare.

(EHE DORE)
(Appointment of Managers)
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FWUHEON FIEE -HOF A 22T 8%, BATEES “C/E?Sbé <‘: AIZED
BAERBEERGORTELZ FHICERIE L7201, BERTI LI TEE T TE
D HIEMEICEZ YT 5 (BUT THRAR R & 0 0 B e B ) & AN ) ZIE IR
TR B,

Article 40-6 (1) A person who has received the license prescribed in paragraph
(1) of the preceding Article must appoint a person meeting the standards
specified by Order of the Ministry of Health, Labour and Welfare for each
business office to have them engage in the management of selling regenerative
medicine products (hereinafter referred to as "business office manager for
regenerative medicine products"), pursuant to the provisions of Order of the
Ministry of Health, Labour and Welfare.

2 BEERRERY ﬁ%%ﬁﬁ%i ZOEEFUSNDGFTCHEL L TEERTOEHZ
DEEFIZET 2 EFIWUF T L2E THO IR LR, 2L, ZOEEFOIHE
i&®%ﬁi§ﬁ%fﬂ$@ﬁ$j%x Fo L EE. ZORD TRV,

(2) A business office manager for regenerative medicine products must not
engage in the management of any place other than such business office or in
other pharmaceutical practice; provided, however, that this does not apply to
cases where a license is provided by the prefectural governor of the region
where the place of such business office is located.

(HEH)
(Application, Mutatis Mutandis)

FU+Eot BAERBERLORTEICONTIE, BNEK FLE B—HETZKR
<o) W HBHERE-HEKOHE+—FKOBELERT 5, ZOHEIZBNT Mh%%
—ﬁﬁF%K%ﬁé$%J&%é® [P A R S B @%m%@ﬁ%%

A ERER 5 O ”%%@%Mﬁﬁjkuﬁﬂzé%®&¢é

Article 40-7 (1) The provisions of Articles 8, 9 (excluding any of the items of
paragraph (1)), Article 10, paragraph (1) and Article 11 apply mutatis
mutandis to the selling of regenerative medicine products. In this case,
"matters listed in the following" in Article 9, paragraph (1) is to be replaced
with "method for quality control of regenerative medicine products at business
offices selling regenerative medicine products."”

2 HIEIZKHET 2 bODIEN, LEREIMZIE AL, Bm TED %,

(2) Beyond what is provided in the preceding paragraph, any other necessary
technical replacement of terms is to be specified by Cabinet Order.

FNE BEEMLEOEERUERE
Chapter VIII Standards and Official Verification of Pharmaceuticals, etc.

(B AZE )R J57 %)

(The Japanese Pharmacopoeia)
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FlU+—2% BEAGHREZ. EELOMREAOCGEOHEEXZX S0, FKE - B
AFHREORBERZINTC, BAERFZED, ZharArT 5,

Article 41 (1) In order to ensure the proper properties and quality of
pharmaceuticals, the Minister of Health, Labour and Welfare will set forth and
make public notice of The Japanese Pharmacopoeia after gaining opinions from
the Pharmaceutical Affairs and Food Sanitation Council.

2 JBEAEGEREIZ, il ?6+$ TEICHAERFOEEIZOTE O THESE - BN
%%n&x@*ﬁn*ﬁlﬁ?bﬂé E21T, TOHEIZHOWTHE - finEAEFESICHERM L
RTNE R B0,

(2) The Minister of Health, Labour and Welfare must consult with the
Pharmaceutical Affairs and Food Sanitation Council on any revisions to be
made through discussions on all aspects of The Japanese Pharmacopoeia made
by the Pharmaceutical Affairs and Food Sanitation Council at least every ten
years.

3 J—Eja@ﬁtﬁ R, ERES . BRSSO 2 T E S oMK B K&

RREDWEIEZ X D72, HFE - REFRS OB LN T, BB EEL I
Z) ZENTE D,

(3) The Minister of Health, Labour and Welfare may establish necessary
standards by obtaining opinions from the Pharmaceutical Affairs and Food
Sanitation Council in order to ensure appropriate properties, quality and
performance of medical devices, regenerative medicine products and in-vitro
diagnostics.

([ 3 5 oD 1)
(Standards for Pharmaceuticals, etc.)

FU+ 2% BAGBREIL. REFRE RFOER 2 E3 5 EEL UTHAERER
Mz oXx, HEE - RRMEERESOBRLEZIENT, 2ok ik, S8, IEEI
BAL., BREREEZRITDLZLENTE D,

Article 42 (1) The Minister of Health, Labour and Welfare may establish
necessary standards for manufacturing methods, properties, quality and
storage methods after obtaining opinions from the Pharmaceutical Affairs and
Food Sanitation Council on pharmaceuticals and regenerative medicine
products as those requiring special attention with regards to health and
hygiene.
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(2) The Minister of Health, Labour and Welfare may, when necessary in order to
prevent a hazard in health and hygiene, establish necessary standards for
their properties, quality criteria, performance, etc. of pharmaceuticals or
regenerative medicine products requiring special attention with regards to
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health and hygiene, after gaining opinions from the Pharmaceutical Affairs
and Food Sanitation Council on quasi-pharmaceutical products, cosmetics and
medical devices.

(F 7€)
(Official Verification)
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Article 43 (1) No pharmaceuticals or regenerative medicine products other than
those having undergone and passed an official verification provided by a person
designated by the Minister of Health, Labour and Welfare may be sold,
provided, stored or displayed for the purpose of the sale or provision thereof;
provided, however, that this does not apply in cases otherwise provided for by
Order of the Ministry of Health, Labour and Welfare.
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(2) No medical devices other than those having undergone and passed an official
verification provided by a person designated by the Minister of Health, Labour
and Welfare may be sold, provided, stored or displayed for the purpose of the
sale or provision thereof, or no medical device programs may be provided via
telecommunication lines; provided, however, that this does not apply in cases
otherwise provided for by Order of the Ministry of Health, Labour and Welfare.
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(3) Necessary matters for the official verification prescribed in the preceding two
paragraphs are to be specified by Cabinet Order.
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(4) No request for examination may be filed against the results of official

verification prescribed in paragraphs (1) and (2).

FLE ERaFORFWH
Chapter IX Handling of Pharmaceuticals, etc.
F—H BERROBZEORHFZEN

Section 1 Handling of Poisonous and Deleterious Drugs

(FR)
(Labeling)
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Article 44 (1) With regards to pharmaceuticals designated by the Minister of
Health, Labour and Welfare after seeking the opinions of the Pharmaceutical
Affairs and Food Sanitation Council as highly poisonous (hereinafter referred
to as "poisonous drugs"), white lettering depicting the name of the product and
the word "toxin" are to be arranged on a black background, and the immediate
container or capsule framed in white.
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(2) With regards to pharmaceuticals designated by the Minister of Health,
Labour and Welfare after seeking the opinions of the Pharmaceutical Affairs
and Food Sanitation Council as highly deleterious (hereinafter referred to as
"deleterious drugs"), red lettering depicting the name of the product and the
word "E|" (pronounced "geki", meaning "deleterious") are to be arranged on a
white background, and the immediate container or capsule framed in red.
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(3) Poisonous drugs or deleterious drugs that violate the provisions of the
preceding two paragraphs must not be sold, provided, or stored or displayed for

the purpose of the sale or provision thereof.

(BHES B e 55 DO il FR)
(Restriction on the Sale of Unpacked Products)
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Article 45 No sellers of pharmaceuticals may sell, provide, or store poisonous
drugs or deleterious drugs, or display for the purpose of selling or providing
thereof, opening the product packs sealed pursuant to the provisions of Article
58; excluding cases of store-based distributors where the store manager is a
pharmacist, or of wholesale distributors where the business office manager for
pharmaceuticals is a pharmacist.

(GEJE TH¢)
(Procedures for Transfers)
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Article 46 (1) Proprietors of pharmacies, or marketing authorization holders,
manufacturers or sellers of pharmaceuticals (hereinafter referred to as a
"proprietor of a pharmacy, etc." in paragraphs (3) and (4)) must not sell or
provide poisonous drugs or deleterious drugs unless they have received written
documentation including the article names and quantities of the narcotics, the
date of the transfer and the name of transferee or appellation and address from
the transferee pursuant to the provisions of Order of the Ministry of Health,
Labour and Welfare.
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(2) The provisions of the preceding paragraph do not apply to cases where
poisonous drugs or deleterious drugs are sold to a pharmacist, etc. after
submission of an identification card certifying their identity. The same applies
to cases where such poisonous or deleterious drugs are sold or provided to a
person who is a pharmacist, etc. with an ongoing business relationship.
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(3) Proprietors of pharmacies, etc. prescribed in paragraph (1) may, replacing the
delivery of the document under the same paragraph, pursuant to the provisions
of Cabinet Order, after obtaining consent from the transferee, receive
information to be included in the document by means of electronic data
processing systems or other information and communications technologies
specified by Order of the Ministry of Health, Labour and Welfare. In this case,
such proprietors of pharmacies, etc. are deemed as to have received such
documents.
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(4) In cases where a method provided in the document prescribed in paragraph
(1) and the first sentence of the preceding paragraph is utilized, an electronic
or magnetic record using such method (meaning records used in computer data
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processing, which are created in electronic form, magnetic form, or any other
form that is impossible to perceive through the human senses alone, which is
used in information processing by computers and which is specified by Order of
the Ministry of Health, Labour and Welfare) must be maintained for two years
from the day of transfer of such poisonous drugs or deleterious drugs at the

proprietors of pharmacies, etc. such record is delivered or provided.

(ZZAF D FR)
(Restriction of Delivery)
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Article 47 Poisonous drugs or deleterious drugs must not be delivered to a
person who is younger than 14 years of age or for whom concerns are found
with respect to the safe handling thereof.

(B Mo OV L31))
(Storage and Display)
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Article 48 (1) A person who is engaged in the business of handling poisonous
drugs or deleterious drugs must separate such substances from others for
storage or display.
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(2) In cases of the preceding paragraph, poisonous drugs must be stored or
displayed using lock system.

B ERLHOBHE

Section 2 Handling of Pharmaceuticals

(S 77 28 = 5 5 D IR 5E)
(Selling Prescription Pharmaceuticals)
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