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Regulation on Manufacture and Handling of Radiopharmaceuticals
(February 1, 1961) (Order of the Ministry of Health and Welfare No. 4)*
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Based on the provisions of Article 16 of the Pharmaceutical Affairs Actt (Act No.
145 of 1960), the Regulation on Manufacture of Radiopharmaceuticals are

established as follows.
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Regulation on Manufacture and Handling of Radiopharmaceuticals
(Order of the Ministry of Health and Welfare No. 11 of 1989, renamed)

(E#)
(Definitions)
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Article 1 In this Ministerial Order, the meanings of the terms set forth in the
following items are as specified respectively therein:
— ﬁ&%ﬂ“il:%u% g O A (BRI =HREEEEE A7) E=K%
CHUET 2SR E VS, BITHRLT, ) 2T 5ERLTH ST, BIRE
_%Té%®
(i) radiopharmaceuticals: pharmaceuticals emitting radiation (meaning the
radiation prescribed in Article 3, item (v) of the Atomic Energy Basic Act (Act No.
186 of 1955); the same applies hereinafter) that are set forth in Appended Table
1;
= BOEWE BERRA O D RIALT R R O DAL AN 2 b DG A
(i) radioactive materials: isotopes emitting radiation and compounds thereof, as
well as materials containing those isotopes or compounds;
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* Last amendment by Order of Ministry of Health, Labour and Welfare No. 46 of 2016,
applied from March 28, 2016

t Currently, based on the provisions of Article 9, paragraph (1), Article 18, paragraph (1) and
(2), Article 23-2-15, paragraph (1) and (2), and Article 36-2, paragraph (1) of the Act on
Securing Quality, Efficacy and Safety of Products including Pharmaceuticals and Medical
Devices
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(iii) controlled area: an area where the doses of external radiation may exceed the
dose levels specified by the Minister of Health, Labour and Welfare, the
concentrations of radioactive materials in the air may exceed the concentration
levels specified by the Minister of Health, Labour and Welfare, or the densities
of radioactive materials on the surface of objects contaminated with radioactive
materials may exceed the density levels specified by the Minister of Health,
Labour and Welfare;
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(iv) a radiation worker: a person who handles or manages radioactive materials or
objects contaminated with radioactive materials (hereinafter referred to as
"radioactive materials, etc.") or engages in accompanying duties and enters into
controlled areas on a steady basis;
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(v) effective dose limits: limits of effective doses over a certain period of time
specified by the Minister of Health, Labour and Welfare for radiation workers;
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(vi) equivalent dose limits: limits of equivalent doses over a certain period of time
specified by the Minister of Health, Labour and Welfare respectively for each
type of tissue of radiation workers;
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(vii) concentration limits in the air: limits specified by the Minister of Health,
Labour and Welfare regarding concentrations of radioactive materials in the air
that a person inhales at a place where people enter on a steady basis in a work
facility handling radiopharmaceuticals;
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(viii) surface density limits: limits specified by the Minister of Health, Labour and
Welfare regarding densities of radioactive materials on the surface of objects
touched by people at a place where people enter on a steady basis in a work

facility handling radiopharmaceuticals.
(BE =5 —— - 2k, FrEs—— - F—_Es—_t- - F-"FEs—10L
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(Full amendment by Order of the Ministry of Health and Welfare No. 21 of
1968, and partial amendments by Order of the Ministry of Health and Welfare
No. 11 of 1989, Order of the Ministry of Health and Welfare No. 127 of 2000 and
Order of the Ministry of Health and Welfare No. 150 of 2000)

(BESEHR OB\ N & HIH)
(Matters to be Observed by Manufacturers)
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Article 2 (1) A manufacturer must strictly observe the matters set forth in the
following items when carrying out work:
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() to always keep the manufacturing site clean, and when contamination with
radioactive materials has occurred or is suspected, to take measures necessary
to remove the contamination immediately;

= BEFTNANORT B RO, 1T EO ZAROBRIIED L 2 &,

(i1) to endeavor to exterminate rodents and insects, such as mosquitoes and flies,
in and outside the manufacturing site;
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(iii) to post a notice on matters concerning the prevention of radiation hazards and
other necessary matters in a noticeable place in the work facility, storage facility
and disposal facility (hereinafter referred to as the "work facility, etc.");
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(iv) to take measures to prevent people from entering the controlled areas without
good reason, and when any person other than a radiation worker enters the
controlled areas, to have that person follow instructions of a radiation worker;
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(v) to take any of the following measures to prevent radiation exposure exceeding
the effective dose limits and the equivalent dose limits for radiation workers,

and prevent radiation exposure exceeding the dose limits specified by the



Minister of Health, Labour and Welfare for people other than radiation workers

who engage in disposal of radioactive materials, etc. and people other than

radiation workers who engage in transport of radioactive materials, etc.:
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(a) to shield radiation with shielding walls or other shields;
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(b) to appropriately distance the human body from radioactive materials by the
use of remote handling equipment, clamps, etc.;
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(c) to shorten time of radiation exposure of the human bodys;

NOEEE, ABAE, IEREIEEEES (LI EEE%E] Lvw), ) AD
ANDYNFEIRESLH AN DT 361 2 2250 O BUR MW E DR FE D328 KPR FE R EE A #E 2
MNEDITT LI L,

(vi) to keep the concentrations of radioactive materials in the air at places where
persons within the work room, testing room, storage room, or waste
management work room (hereinafter referred to as the "work room, etc.") enter
on a steady basis below the concentration limits in the air;
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(vii) to prohibit eating and drinking or smoking in the work room, etc.;
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(viii) to keep the density of radioactive materials on the surface of objects touched
by persons in the work room, etc. below the surface density limit;
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(ix) to have workers wear work clothes and protective equipment, etc. in the work
room, etc. and ensure that workers do not go out of the work room, etc. while
wearing them without good reason;
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(x) when there is a contamination testing room, to inspect and remove
contamination with radioactive materials on a person going out of the work
room, etc. and on the surface of that person's work clothes and protective

equipment, etc. in the contamination testing room;
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(xi) to ensure that objects contaminated with radioactive materials whose surface
densities exceed the surface density limits are not taken out of the work room,
etc. without good reason;
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(xii) to ensure that objects contaminated with radioactive materials whose surface
densities exceed the density levels specified by the Minister of Health, Labour
and Welfare are not taken out of the controlled areas without good reason.
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(2) A manufacturer must always conduct testing for the quality of radio-
pharmaceuticals it manufactures.
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(3) A manufacturer must strictly observe the matters set forth in the following items
in the work facility:
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(i) to conduct manufacturing and testing of radiopharmaceuticals in the work room
and testing room, respectively; provided, however, that this does not apply for
packaging of a container or a wrapper for which the dose rates at the surface do
not exceed the dose rate levels specified by the Minister of Health, Labour and
Welfare;

= RBE. 7R3 by MERIREERR G O RE ST A ISV D AR R
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(ii) to prepare tools, such as test tubes, flasks, and burettes, for manufacturing or
testing of radiopharmaceuticals separately for each radionuclide;

= BOPEESE G O RIYE K OB A S, 7R DR O S EW B K D15 2 ke T
LHROBFETITHIZ &,

(i) to adopt appropriate methods for manufacturing and testing of
radiopharmaceuticals to prevent their contamination with other nuclides.
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(4) A manufacturer must strictly observe the matters set forth in the following items

when storing radioactive materials:
—  BURYEME OREIL. IR ICRB W T, IR Z B RV E Il TITY 2
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(i) to store radioactive materials at the storage facility within the storage capacitys;
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(i) in the case referred to in the preceding item, to store radiopharmaceuticals at
the storage facility prescribed in Article 9, paragraph (1), item @ii) of the
Regulation on Structure and Equipment for Pharmacies (Order of the Ministry
of Health and Welfare No. 2 of 1961) (or in the case of radiopharmaceuticals that
are in-vitro diagnostics (hereinafter referred to as "radioactive in-vitro
diagnostics"), in Article 80, paragraph (1), item (iii) of the Ministerial Order on
the Standards for Manufacturing Control and Quality Control for Medical
Devices and In-Vitro Diagnostics (Order of the Ministry of Health, Labour and
Welfare No. 169 of 2004; hereinafter referred to as the "Ministerial Order on the
Standards for Manufacturing Control, etc."));
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(iii) to store radiopharmaceuticals by a method to prevent their contamination
with other nuclides;

M0 BSHEE OREL, BEIRICANTITY 2 &,

(iv) to store radioactive materials in a container;
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(v) to take measures to make it impossible to carry a storage box, while storing
radioactive materials therein without good reason.
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(5) A manufacturer must strictly observe the matters set forth in the following items
when disposing of radioactive materials, etc.:
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(i) to dispose of gaseous radioactive materials, etc. by purifying or exhausting them
at the exhaust equipment;
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(i1) to dispose of liquid radioactive materials, etc. by any of the following methods:
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(a) to purify or drain them at the drainage equipment;

BORSICEAL, RERERMICEOTREREET L Z &,

(b) to enclose them in a container and retain them for disposal at the predisposal
equipment;

N BEEMFICR W TRERIT D 2 &,

(¢) to incinerate them in the incinerator;
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(d) to solidify them with concrete or other solidifying materials at the
solidification processing equipment;
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(iii) regarding the drain purification tank with a lid, to surely close the lid except
when sampling liquid discharge and measuring the concentrations of radioactive
materials in liquid discharge;
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(iv) to dispose of solid radioactive materials, etc. by any of the following methods:
A BEEMFICRWTHERIL, 20 20 INOBUEIIEVERERT HZ &,

(a) to incinerate them in the incinerator and dispose of the residues according to
the provisions of (b) or (¢);
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(b) to solidify them with concrete or other solidifying materials at the
solidification processing equipment and dispose of the solidified radioactive
materials, etc. according to the provisions of (c);

N RERCEA L, RERERMEICBWTREREE T2 &, 2L, BEEME
IZE TR SN, KM THOT, TNEREICEHAT L Z ENE
L WEEZRG BTN T, (HYDIRN Y Z i1k 5 72 O ORejll 2 fiiE 25 U TR
EREIEMIE I C B W TIRERIET D L &3, ZORD T,

(c) to enclose them in a container and retain them for disposal at the disposal-
by-storage facility; provided, however, that this does not apply when an object
contaminated with radioactive materials is a large machine or the like and it
1s extremely difficult to enclose the relevant object in a container, and a
manufacturer retains it for disposal at the disposal-by-storage facility by
taking special measures to prevent the spread of contamination;

= BE TR AT E (BB 7 O W R S E X 2 B2l v
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(d) regarding radioactive materials for positron emission tomography (meaning
radiopharmaceuticals to be used for diagnostic imaging by the use of positron
emission tomography equipment, which are manufactured with a cyclotron
and a device with a function to remove impurities by a chemical method
(limited to a device whose function to remove impurities is checked on each
occasion of renewal, alteration, or change of impurity removal methods and
once every period not exceeding one year), or radioactive materials to be used
as raw materials or ingredients of those radiopharmaceuticals, and the
maximum daily activities of whose use are below the activity levels specified
by the Minister of Health, Labour and Welfare for respective types specified
by the Minister of Health, Labour and Welfare; the same applies hereinafter)
or objects contaminated with radioactive materials for positron emission
tomography (hereinafter referred to as "radioactive materials for positron
emission tomography, etc."), to seal the relevant radioactive materials for
positron emission tomography, etc. to prevent interfusion or adherence of any
other objects and indicate to that effect, and retain them for disposal within
the controlled areas over a period exceeding the period specified by the
Minister of Health, Labour and Welfare as the period during which the
number of atoms of radioactive materials for positron emission tomography,
etc. will surely become below one.
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(v) to keep the concentrations of radioactive materials in the exhaust at the outlet

of the exhaust equipment below the concentration limits specified by the



Minister of Health, Labour and Welfare or to keep the concentrations of
radioactive materials in the air at the border of the manufacturing site (or when
any measures are taken to prevent people from entering the zone adjacent to the
border of the manufacturing site without good reason, the border of that zone;
hereinafter the same applies in this paragraph) below the concentration limits
specified by the Minister of Health, Labour and Welfare by monitoring the
concentrations of radioactive materials in the air when exhaust monitoring
equipment is installed;
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(vi) to keep the concentrations of radioactive materials in liquid discharge at the
outlet of the drainage equipment below the concentration limits specified by the
Minister of Health, Labour and Welfare or to keep the concentrations of
radioactive materials in drainage at the border of the manufacturing site below
the concentration limits specified by the Minister of Health, Labour and Welfare
by monitoring the concentrations of radioactive materials in drainage when
drainage monitoring equipment is installed;
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(vii) notwithstanding the provisions of the preceding two items, when Article 9,
paragraph (1), item (v), (f) of the Regulation on Structure and Equipment for
Pharmacies (or in the case of radioactive in-vitro diagnostics, Article 80,
paragraph (1), item (Gv), (f) of the Ministerial Order on the Standards for
Manufacturing Control, etc.) applies, to keep radiation exposure doses of people
outside the border of the manufacturing site below the dose limits specified by
the Minister of Health, Labour and Welfare by monitoring the concentrations of
radioactive materials in exhaust air at the outlet or the exhaust monitoring
equipment or monitoring the concentrations of radioactive materials in liquid
discharge or drain water at the outlet or the drainage monitoring equipment;

N BURMEWE S 2 BERI L2 DR S 2 BEAFE O L, XiF= 27 U — %
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(viii) to carry out work to take out the residues of incinerated radioactive materials,



etc. from the incinerator or solidify them with concrete or other solidifying
materials in the waste management work room;
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(ix) when treating liquid discharge by using liquid discharge treatment equipment
or when removing for disposal adhered or deposited substances, etc. in the
exhaust equipment or drainage equipment that are contaminated with
radioactive materials, to use a facility or tools, such as rugs, trays, and
absorbent, as well as protective equipment to prevent the spread of
contamination with radioactive materials;
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(x) to consider that radioactive materials for positron emission tomography, etc.
that are retained for disposal pursuant to the provisions of item (iv), (d) cease to
be radioactive materials, etc. after the lapse of the period specified by the
Minister of Health, Labour and Welfare under item (iv), (d).
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(6) A manufacturer must strictly observe the matters set forth in the following items
when transporting radioactive materials, etc. in the manufacturing site (or the
matters set forth in item (iv) and item (v) in the case of transport within the
controlled areas); provided, however, that this does not apply when a
manufacturer transports radioactive materials, etc. within the work facility, etc.,
when the time of transporting radioactive materials, etc. is extremely short and

radiation hazards are unlikely to occur, or when a manufacturer takes measures

10



necessary for preventing radiation hazards in compliance with what is set forth in
item () of the following paragraph; and when it is extremely difficult to take the
measures set forth in item (i) or item (iii) in full or in part, a manufacturer may
take measures approved by the Minister of Health, Labour and Welfare in lieu of
the measures set forth in item (ii) or item (iii) only if the 1-cm dose equivalent rate
on the surface of a container wherein radioactive materials, etc. are enclosed (or
when transporting objects contaminated with radioactive materials without

enclosing them in a container pursuant to the provisions of the proviso to item (i),

those objects contaminated with radioactive materials; hereinafter referred to as

the "package" in this paragraph) does not exceed 10 mSv/h:

— ERIT, BERICEHALTITO 28, 1220, BURMEWEIZ > TiHE SRy
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(i) to transport radioactive materials, etc. by enclosing them in a container;
provided, however, that this does not apply when a manufacturer transports
objects contaminated with radioactive materials (limited to objects containing
radioactive materials whose concentrations are below the concentration levels
specified by the Minister of Health, Labour and Welfare) for which the
manufacturer takes the following measures to prevent radiation hazards, or
when a manufacturer transports an object contaminated with radioactive
materials that is extremely difficult to be enclosed in a container by taking
measures to prevent radiation hazards approved by the Minister of Health,
Labour and Welfare:

A @ OEMRE T, B ENES IORIL ., UI/RAW LWL S 12T5
Z &,
(a) to ensure that radioactive materials do not scatter or leak out easily while
being transported under routine transport conditions;
B ORAKENESITRE LRNE ICTH L,
(b) to ensure that rainwater, etc. does not penetrate easily;
N ANETDHEFROSLR e TF A= ML EERDEIITTH I L,
(c) to ensure that each side of the circumscribed cuboid is 10 cm or longer;
= A ORSL. RICEBITAEREIIEAT LD THDLZ &,
(ii) to ensure that the container referred to in the preceding item conforms to the

following standards:

A EFTLEHEROKDAR 2 FA— MU ETHD Z &,
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(a) each side of the circumscribed cuboid is 10 cm or longer;

0 ORBIT, o, BRICEROES ZENRTEL L,

(b) the container can be handled easily and safely;

N ETICTRSNDEE R OCNEOZR L, REFIZLY, SR, BEEOLET
HERENNRNT &,

(c) the container is free from risks of cracks or damage, etc. due to changes in
temperatures and inner pressures, and shaking, etc. anticipated during
transport;

= R R OV AV A AR U ST L 7 B O LoD i R A TR D R X
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Z &,

(iii) to ensure that the dose rates on the surface and at a distance of 1 m from the
surface of the packages as well as a vehicle loading or housing them and other
machinery or equipment to transport radioactive materials (hereinafter referred
to as a "vehicle, etc." in this paragraph) do not exceed the dose rate levels
specified by the Minister of Health, Labour and Welfare and that the densities of
radioactive materials on the surface of the packages do not exceed one-tenth of
the surface density limits;

U EEEA O B EA~ORE L, BRIV TR E), i5E, SRS L0 ERY
DLZEMP R DNIRNE I IT1TH Z &,

(iv) to load the packages on a vehicle, etc. in a manner that the safety of the
packages is not undermined as a result of move, fall or drop thereof during
transport;

o EIE, RO EmESEAETERE DN ED DEBY SIRE L 202 L,

(v) not to load the packages on the same vehicle, etc. together with any dangerous
goods specified by the Minister of Health, Labour and Welfare;

N TEWA) OIERAREE IO TR, B ORRE, IR A DBLEE OO FIEIZ LD,
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(vi) along the transport route of the packages, to limit access of people other than
those engaging in the transport and vehicles other than those used for the
transport by setting up signs, deploying watches or by other methods;

£ EWIC KD EEY 2 ER T 258 . SREm A RTIED 2 L,

(vil) when transporting the packages by vehicle, to have the vehicle run at reduced
speed;

I\ B S O TR B AR O HERM O & A9 2 F 2 AT S,
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BEE ORI D T2 O LB 21T 5 2 &,

(viii) to have a person with considerable knowledge and experience concerning the
handling of radioactive materials, etc. accompany and supervise the transport as
necessary for preventing radioactive hazards;

U E (27 GEGE ISV TERT 29 BIRORE 2 & B I E T
DI OIED NI M % TH O T, REMMICH A 2HEROHREEZAH L, 220,
BEIRIZ L DAL L ONBUED L D 72 80 DHERE ST M EE T D720 DIEEEHT 5
LRV, ) IS NTERICH O T, YUZar 7)) KO iERT
2 HLI S OO 24 72 5 AT SR AR T B R LN E 8 D AT A B A1 5 2 &

(ix) to attach the sign specified by the Minister of Health, Labour and Welfare to
an appropriate place of the packages (or in the case of packages contained in a
freight container (meaning a vehicle, etc. made for transporting packages
without requiring en-route reloading that has a structure and accordingly
sufficient strength to be suitable for repeated use and is equipped with
equipment for loading and unloading packages using machinery or a device for
fixing packages on a vehicle), that freight container) and the vehicle, etc. used
for the transport.

7 BUEFEFIL, BEFTOMMIB W TR ES (ERAnER K OWTEAR] (1
=+ _"f@EmE oHE=t5) B _RKE 5 NS LRV b D (BAETERENE
HHHOEERL, ) 2, UTFIOHEICBWTHELE, ) Ol (i sU3iaeric
LD bDEERLS, ) ZITOICHOT, ROZZFITHT D FEHZ T LRTIERS
7200,

(7) A manufacturer must strictly observe the matters set forth in the following items
when transporting radioactive materials, etc. (excluding those not falling under
Article 2, item (i), (g) of the Regulation on Carriage and Storage of Dangerous
Goods by Ships (Order of the Ministry of Transport No. 30 of 1957) (excluding
those specified by the Minister of Health, Labour and Welfare); hereinafter the
same applies in this paragraph) outside the manufacturing site (excluding
transport by ship or airplane):

— WIBIFDH LA Z L,

(i) to abide by what is set forth as follows:

A JEAETEREDED DA EMEECH S TIE, kOO»HQ@)E TIZHEIT 2
ESEMEE ORI, ZEhko), 24 L <IZ@OIZHET 2 FEE O fik
SHEREY) (HUSMEEE PR S, TEEIN TV H0E N 9,
UTFEC, ) &L, UIBEATBRENED D & Z AL EATEREDKE
22T TRON 5 Q) E TS 2 s LIS O B ey &+ 5 =
Lo ZOHEITENT, OXIIBIT 2 EMESED > B, QBT 55K
RFHEMEFICEE T 2 b DI o0 TE, (DXIT@ITHT 2 B rEmE iz
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TONHET D EEm e 325 2 LN TE 5,

(a) with regard to radioactive materials, etc. specified by the Minister of Health,

=

Labour and Welfare, to consider them as types of radioactive packages

(meaning radioactive materials, etc. that are contained in a container or are

packed; the same applies hereinafter) as respectively set forth in 1., 2., or 3.

below in accordance with the category of radioactive materials, etc. set forth in

1. to 3. below, or as radioactive packages other than the radioactive packages

set forth in 1. to 3. below by obtaining approval of the Minister of Health,

Labour and Welfare; in this case, radioactive materials, etc. set forth in 1. or 2.

that fall under the radioactive materials, etc. set forth in 3. may be considered

to be the radioactive packages set forth in 3. in lieu of those set forth in 1. or

9.:

(D EREDRD TOLR WA ESE L L TREEATBRENED DL O L
ULl e

1. radioactive materials, etc. specified by the Minister of Health, Labour and
Welfare as those posing extremely small risks: excepted packages

2 Fé%fﬁjﬁﬁﬁiﬁ&) L EAEBZ I VEOSREE A T 5 R E (DI
B b0%mR<, ) AREEY

2. radioactive materlals, etc. having radioactivity not exceeding the levels
specified by the Minister of Health, Labour and Welfare (excluding those set
forth in 1.): Type A packages;

B) RHER M E (RS BERE MR VIR EMESE TH O T, faEn 7
WHDOE LTEAFBRENED D HOEVD, ) XIIREBRY (EHED

BUADEIRTH ST, REDPBHEWEFIZ IO THRENTZEDD I B,
JEAETERENEDD b D&V D, ) IP—1 Wik, IP—2 Rk ST
IP—3 i)

3. low specific activity (LSA) materials (meaning radioactive materials, etc.
with low radioactivity concentrations that are specified by the Minister of
Health, Labour and Welfare as those posing small risks) or surface
contaminated objects (meaning solids other than radioactive materials
whose surface is contaminated with radioactive materials, etc. and that are
specified by the Minister of Health, Labour and Welfare): Type IP-1
packages, Type IP-2 packages or Type IP-3 packages;

JEAEGTB K BN E 6O 2 G PR 2 B3 2 Bl o FEHEZ oD JE A= 5718 K

FLNE D D HYEICHED Z &

(b) to abide by the technical standards concerning radioactive packages specified

by the Minister of Health, Labour and Welfare and other standards specified
by the Minister of Health, Labour and Welfare;
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ZOEROFA B, TE, m NS E AL ONER 21T O BT o FH AR L,
Ihze EMRTET D Z L,

(i) to record the date and method of the transport, and matters concerning the
consignor or the consignee and persons engaging in transport, and preserve the
record for five years;

= EWEE CFICEET AL AICH O UL, FRtEZITHFICH L, A5 OHIH
AMEFIELH L, £, ZOROICKNERERZIRY IO, FmE L TRETD
Z &,

(iii)) when outsourcing transport to a third party, to have the outsourcee observe
the matters referred to in the preceding two items, and also make arrangements
for the matters necessary therefor and preserve them in writing.

(B =5 —— - PouEs—— - P—Es——t - F—EF—1O » F—
=R SRR IS BRI R - SE OB Gm——N
EZRETAIINE  SETREG A= - SETNE IS - —EE)

(Partial amendments by Order of the Ministry of Health and Welfare No. 21 of
1968, Order of the Ministry of Health and Welfare No. 11 of 1989, Order of the
Ministry of Health and Welfare No. 127 of 2000, Order of the Ministry of Health
and Welfare No. 150 of 2000, Order of the Ministry of Health, Labour and
Welfare No. 199 of 2001, Order of the Ministry of Health, Labour and Welfare
No. 56 of 2003, Order of the Ministry of Health, Labour and Welfare No. 164 of
2005, Order of the Ministry of Health, Labour and Welfare No. 116 of 2008,
Order of the Ministry of Health, Labour and Welfare No. 87 of 2014, Order of
the Ministry of Health, Labour and Welfare No. 143 of 2014, and Order of the
Ministry of Health, Labour and Welfare No. 46 of 2016)

(BEFEDZERE)

(Outsourcing of Disposal)

F=gk BEERIL. BOMEMESFORERE Y IRKITED HAE., SR ORRHIZIR 5
Bl BB E T 2 BGHEMEE O 2 &3 Dliak (LLT [ BEREW MR
Lo, ) | EMEWEF TR T st (LLT [REEDATERZR] Lo, ) X
WSS TEME S 2 BT Dffiax (LLT THEEMIRR] L\ D, ) ZHT2F THHOTHNIT
JEAEGHE R TIRET Db DICEFET L LN TE D,

Article 3 (1) A manufacturer may outsource disposal of radioactive materials, etc. to
a person who has a facility to repack radioactive materials, etc. (hereinafter
referred to as a "waste repacking facility"), a facility to store radioactive materials,
etc. (hereinafter referred to as a "waste storage facility"), or a facility to dispose of
radioactive materials, etc. (hereinafter referred to as a "disposal facility"), which

conforms to the technical standards concerning the location, structure and

15



equipment as specified in the following Article, and who is separately designated
by Order of the Ministry of Health, Labour and Welfare.

2 RIEOHEELAZIT LD & T 58T, ROFEHZFHE LI HGEL EATEREICHR
HLRTnE e b2uy,

(2) A person intending to receive the designation referred to in the preceding
paragraph must submit a written application stating the following matters to the
Minister of Health, Labour and Welfare:

— RAKOMEF BEAZHS TR, AR AAEE QRS K OFET D FGFT OFTEH)

(i) the person's name and address (for a corporation, its name, its representative's
name, and the address of its principal office);

= BEERERTOPTEM]

(i1) the address of the disposal site;

= BEEOTIE

(iii) the disposal method;

VU BESEWRE RS hERY DAL, s & O

(iv) the location, structure and equipment of the waste repacking facility;

L BEEMITIEMERY ONLE, 1S K O

(v) the location, structure and equipment of the waste storage facility;

N BEFEMRX ONCE, S K ORI

(vi) the location, structure and equipment of the disposal facility.

3 FHOBEEIEL, &JMEMNT LI LN TED,

(3) Conditions may be attached to the designation referred to in paragraph (1).

4 FIEOSMT, BRBEEEZ LT 27200 ERE/NEEDO S OIZRY | 230, 1EE
HZTDBEICAREREBERT DL LR RN BOTRIFIUER SR,

(4) The conditions referred to in the preceding paragraph must be limited to the
minimum necessary for preventing radiation hazards and must not impose undue
duties on the person that receives the designation.

5 FBEAGEKEIX B HOBELZITTENE “HOBEDOFMHITERK Lz & &I,
ZOREXROHETZ LN TE D,

(5) When a person designated as referred to in paragraph (1) has violated the
conditions for the designation referred to in paragraph (3), the Minister of Health,
Labour and Welfare may rescind that designation.

CEpEs—— - 2tk, Y— 8BS — -t - F—ZEEa— Ll - —EeIE)
(Full amendment by Order of the Ministry of Health and Welfare No. 11 of
1989 and partial amendments by Order of the Ministry of Health, and Welfare
No. 127 of 2000 and Order of the Ministry of Health, Labour and Welfare No.
199 of 2001)
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FoARO T BEIEW RS OALE, WG M ORE AR 2 By Eo BB T, Rd LB

LT 5,

Article 3-2 (1) The technical standards concerning the location, structure and
equipment of a waste repacking facility are as follows:

— MR ORIKOBENDD72WGETICERITH Z &,

(i) to construct a facility at a place where risks of landslides and floods are low;

T mgELMEL (MR A IAREEE CE ) R ICBUET DY T
FEEUSICHET A EENS H2HEI0I1E, FOTEMETE (REE L TICHE
% FEAEIEENE N Z Ot 2 X9 5 BE R O 209, IR G, ) (I kA
& (FRELTICHET DM AMEEZ VS, LUTFRIC, ) SUIRBME (RISFEIL
FICRET DM 2D, LTI, ) ZHWeEE 752 L,

(i) when there is any building prescribed in Article 2, item (i) of the Building
Standards Act (Act No. 201 of 1950) or any room prescribed in item (iv) of the
same Article, to make its main structural part, etc. (meaning the main
structural part prescribed in item (v) of the same Article and walls and pillars
that divide the relevant place; the same applies hereinafter) by using a fireproof
structure (meaning the fireproof structure prescribed in item (vii) of the same
Article; the same applies hereinafter) or a structure using non-flammable
materials (meaning the non-flammable materials prescribed in item (ix) of the
same Article; the same applies hereinafter);

= ROFEDHELE ENENEETBREDED 5 FEREIRELLT & § 272012
72 Lo WEEZ DD Lo~V E T H 2 &

(iii) to construct shielding walls or other shields to keep the following effective
doses respectively below the effective dose limits specified by the Minister of
Health, Labour and Welfare:

A KRR D ADBNFHRANLH ADIGFTIZ B W T AT T oB8END & 5 Ehik &

(a) the effective dose of possible exposure of a person at places where people
within the facility enter on a steady basis;

T BEIEREHTOBER (IS OBRUIEEET 5 KIBIZ AN HRIZDISLB AL
RN D B AR LG A, ZORKEOER LT 5, UUTFRT, ) KU
FEHEIEFTN O ANDBEET 2 KIIZ 31T 5 F20hf &

(b) the effective dose at the border of the disposal site (or when any measures
are taken to prevent people from entering the zone adjacent to the border of
the disposal site without good reason, the border of that zone; the same
applies hereinafter) and in the zone within the disposal site where people
reside;

M0 EE S TORUWEIMEME S O 2 23 2% 8120%, RICHET 283 250
HZ &,



(iv) when repacking unsealed radioactive materials, etc., to construct the following
facility:
A WRITHT DB Al TR EEE AR T D 2 &,
(a) to construct a repacking room that satisfies the following requirements:

(1) WNEBDEE, FRZDMBHMEWEIC XS THERENDIBLTNDH D55 1T
ey, IEHRKOMEIEMOBRMEOTEEODRVEELT5 2 L,

1. the walls, floor or other parts inside the room that may be contaminated
with radioactive materials are made by a structure having few protrusions
and dimples as well as few gaps such as joints of finishing materials;

(2) WHEOEE KE DM Y E iOT@méﬂék%ﬂ®%é% FDF
X, FHETHY, ﬂ%ﬂiﬂ%ﬁ& 2K oL BRLULIZKWHET
fEEFAHZ &,

2. the surface of the walls, floor or other parts inside the room that may be
contaminated with radioactive materials are finished using smooth and
corrosion-inhibiting materials impermeable to gas or liquid;

3 7—F., Fe—URy 7 ZAEOKUKIROBI MW EFEDIRN Y 2Pk 3 5
EENHITHNTWND & EE, PERERHICEE L TWD Z &,

3. when any devices are installed to prevent the spread of gaseous radioactive
materials, etc., such as a hood and glove box, those devices are connected to
the exhaust equipment;

(4) WERMEEETHLIEEZTRTEREMNTDZ L,

4. a sign is set up to indicate that the room is a repacking room;

B RIS DB G T SR E AR T 5 2 &,
(b) to construct a contamination testing room that satisfies the following
requirements:

(1) ADEHFHAY T 2HEa% O A O O EEBREEIC X 215 0R& %
179 DITH bl LICGATICERIT 5 2 &,

1. the room is constructed near the entrance of the facility people use on a
steady basis or any other optimal place to conduct contamination
inspections;

(2) WEOBE, KT OMBEHEMEI LS THEREN L BENO B HH571E
A RIS 2 BT b D ET 5 &,

2. the walls, floor or other parts inside the room that may be contaminated
with radioactive materials satisfy the requirements set forth in (a), 1. and
2.

(3) Vi M OV AR A2 % T . 15 Y DAL 0D 72 8D O e il 8 2 Je OV G
DIRENME R 2 A D Z &

3. cleaning equipment and dressing equipment are constructed and a
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radiation measuring instrument for contamination inspections and other
instruments necessary for the removal of contamination are equipped in the
room;

(4)  B)DYEHHBH DHEARE PHKERHIER L TN D 2 &,

4. drainpipes of the cleaning equipment referred to in 3. are connected to the
drainage equipment;

(6) VHRMEERTHLBEE TR TIERANT 5 L,

5. a sign is set up to indicate that the room is a contamination testing room;

o BHEKIROERICIE, S EZOMOBEFICANATEVIZSEBALRNE S IZT D
oD (LLT TE8<5E] Lo, ) 2T, BEXIETH D 5 21z )
THZ L,

(v) to place fences or other equipment to prevent people from entering without
good reason (hereinafter referred to as "fences, etc.") at the border of the
controlled area and set up a sign to indicate that the area is a controlled area;

N EEYE 2 A BT 28200 & 25T COME X ITWE 228 114 5 & OFF
[ R D A S TN

(vi) to set up a sign to prohibit eating and drinking or smoking at places where
there is a risk of oral ingestion of radioactive materials.

2 PEFEMNTEMER ONLE, HIE KR ORI IR 2 Bl LoORAEIL, R EBY & 75,
(2) The technical standards concerning the location, structure and equipment of a
waste storage facility are as follows:

— HRAN K ORIKDBENDDI2NGITICER T H 2 &,

(i) to construct a facility at a place where risks of landslides and floods are low;

= RIS D B A v T S AT SR AR T D T &,

(i) to construct a storage room or a storage box that satisfies the following
requirements:

A MRS, T OFEREEE ARG L U, T OB B EBIicIE, AL
T8 (BT EFEEmE = =\ 5) a5 - HIIHET 2 RER X
RIFICZE T DK FEaRIT LT L,

(a) the main structural part of the storage room is in a fireproof structure and a
fire door that falls under the category of specified fire prevention equipment
prescribed in Article 112, paragraph (1) of the Order for Enforcement of the
Building Standards Act (Cabinet Order No. 338 of 1950) is installed at its
opening;

o BTE IS, TRPEORE L5 2 &,

(b) the storage box is in a fireproof structure;

N RPECEE SUTATEAE I, £ ENITRE IR Th 5 § 2 n i mk 2 4
HZ &,
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(c) a sign is set up to indicate that the room is a storage room or the box is a
storage box;
= RTHEE =S ICBT 2B AT LA WEBEZ DD Lo~V EFRIT D Z &,
(iii) to construct shielding walls or other shields that satisfy the requirements set
forth in item (iii) of the preceding paragraph;
MU RIS 2 B 2w 7= O B FE 2 AN DITB AR 2 A D Z &,
(iv) to equip the facility with storage containers that satisfy the following
requirements:

A BEOIMNIBIT DR AT HBEND & 5 U EWE S % AN D ITRA 2R
T, [RERHIEE T 52 &,

(a) a storage container to contain radioactive materials that may contaminate
air outside the container is in an airtight structure;

B RARR OB EE S 2 AN D TSR R A ZIZIC VW EE S L, e
O, WRIEPNRZE LIZSWHEIEZ WD Z &,

(b) a storage container to contain liquid radioactive materials, etc. has a
structure unlikely to cause overspills and is made of materials impermeable to
Liquids;

N HERERIRSOXERR OGS E % 2 AN D AT A # T, EH, BHREDOEK D
AT HEZNDOH L bOITIE, ZIL, WU Z O BESEYE I K D755 D)A
D0 ZP IS D 72O OB TR EZR T 5 2 &,

(c) a storage container to contain liquid or solid radioactive materials, etc. that
may cause an accident, such as cracks or damage, etc., is equipped with trays,
absorbent, or other equipment or tools to prevent the spread of contamination
with radioactive materials, etc.;

= IMERAHRTHLEERTIERE T2 2L,

(d) a sign is set up to indicate that it is a storage container;

o BPEESUIATEAE O BE. ST EANBISE T 250121, »EZOMOPAH D=

DOl XiIas B2k 52 &,

(v) to install equipment or tools such as locks to close the storage room or storage
box on their door, lid or other part connected to the outside;

NOEHKIEOBERE, S<FEEART, BN THD BEArIiE#sae 152 &,

(vi) to place fences, etc. at the border of the controlled area and to set up a sign to
indicate that the area is a controlled area;

t BUNMEMEEZROERT 282006 55T TOME IIMEZ 2L 1L 5 § OFE

WmEfTTH 2 L,

(vii) to set up a sign to prohibit eating and drinking or smoking at places where

there is a risk of oral ingestion of radioactive materials.

3 BEFEMiRX OALIE, A Kk ORI FR 2 Bl Eo L, koL B &5,
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(3) The technical standards concerning the location, structure and equipment of a
disposal facility are as follows:

— HAANK ONRIKDBENDD 72 NGITICER T H 2 &

(i) to construct a facility at a place where risks of landslides and floods are low;

T FEREEAEL, MRS IR A W EE L5 2 L,

(i) to make the main structural part by using a fireproof structure or a structure
using non-flammable materials;

= B SIBT DB AT LN WEEZ OO LRV ERIT D &,

(iil) to construct shielding walls or other shields that satisfy the requirements set
forth in paragraph (1), item (ii);

W KURR OB E S 2t U, IIHERT 25 8121E, RICHIT 2 Bk 2 im7-
THREEZ R T D2 &, 722 L, BEAFBRENED 28EE L <ITHRELLTO
BEPEWE Z RV 5 L&, IABIEER T DL L, FLL, HHORMA
. B L <UMEEOME FREETH 556 ThHh o T, KURIRD S W E 23 /E
L. & LTS EIZ L O TEKREBRT H2BEFORNWEXE, ZORD T
720N,

(iv) when purifying or exhausting gaseous radioactive materials, etc., to construct
exhaust equipment that satisfies the following requirements; provided, however,
that this does not apply when the activities or concentrations of radioactive
materials being handled are below the activity or concentration levels specified
by the Minister of Health, Labour and Welfare or when construction of exhaust
equipment remarkably hinders the purpose of use or is difficult from the nature
of the work and it is unlikely that gaseous radioactive materials are generated
or that the air is contaminated with radioactive materials:

A HER IZEB T B PR T O U E ORI Z JEA B R E O E D B LR L
T & DR S UI PR R 2 5 T THERT OB E OIRE 2T 5 2
ST RV BEFEEEFT OB DI D ZE KT DB E O YR EE % [ A ST B R E A
EDDIRERELL T TN EATHZ L,

(a) the facility has the ability to keep the concentrations of radioactive materials
in exhaust at its outlet below the concentration limits specified by the
Minister of Health, Labour and Welfare, or to keep the concentrations of
radioactive materials in the air at the border of the manufacturing site below
the concentration limits specified by the Minister of Health, Labour and
Welfare through monitoring of the concentrations of radioactive materials in
exhaust at exhaust monitoring equipment installed therein;

2SRRI WS L L, 220, R LSS WHEIZ VWD Z &,

(b) the facility has the structure unlikely to cause escape of gas and uses

corrosion-inhibiting materials;
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NN E UGB B WO THENMEMEIC XD TR SN 22K DIRN Y % Sl
BT 2 2 N TE HEBLEHRITDZ L,

(¢) the facility puts in place equipment to promptly prevent the spread of air
contaminated with radioactive materials in the event of a breakdown;

= ADEERALH A DG D 225 O BUR M E OIREE 2 JE GBI RE S E
DOLIERELLT T2 aAT52 L,

(d) the facility has the ability to keep the concentrations of radioactive materials
in the air at places where people enter on a steady basis below the
concentration limits specified by the Minister of Health, Labour and Welfare;

B PEKERIE CTH 5 B2 n TR E 25 2 L,

(e) a sign is set up to indicate that the facility is exhaust equipment;

B ORROBER W EEZEL L. SUTHEK T 2561003, RICHEIT 5 B 4072

THKEREZ iR T 5 Z &,

(v) when purifying or draining liquid radioactive materials, etc., to construct
drainage equipment that satisfies the following requirements:

A HEKOIZEB T 2 HEE T OFURHEYE O YR % JEA B R E O E D B R LR L
T & DRES SUTHKBEARRR R 2 5 T THEAR T OB E OIRE ZBEHT 5 2
CIZRY | BEFEFEEFTOFEFUCE T DK OB E O L 2 JE A 57 E KR
WEDDIRERELLT LT HNEHTH &,

(a) the facility has the ability to keep the concentrations of radioactive materials
in liquid discharge at its outlet below the concentration limits specified by the
Minister of Health, Labour and Welfare, or to keep the concentrations of
radioactive materials in drainage at the border of the manufacturing site
below the concentration limits specified by the Minister of Health, Labour and
Welfare through monitoring of the concentrations of radioactive materials in
drainage at drainage monitoring equipment installed therein;

7 HPHROTRIUC S WDEIE L L, PEE2NRZE LIZS <, 2o, R LIS WiEZ
Hns Z L,

(b) the facility has the structure unlikely to cause leakage of liquid discharge
and uses corrosion-inhibiting materials impermeable to liquid discharge;

N PR EREE, PR AT D 2 & ST E DA LI PER IR T D G EY
BHOREZNET D22 LNTEHMEE L, 2o, HHKOWH 2 22EE %
Hz5Z &,

() a drain purification tank has a structure to enable sampling of liquid
discharge or measurement of the concentrations of radioactive materials in
liquid discharge and is equipped with equipment to control flow of liquid

discharge;

= PEKFAED Lo AL, SO TE H#ETH D, UIZOHMIZ S
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SHEERITDHZ L&,

(d) the opening on the top of the drain purification tank has a structure to be
closed with a lid, or fences, etc. are placed around the tank;

B KR CTH L E LT TIESRENT D52 &,

(e) a sign is set up to indicate that the equipment is drainage equipment;

N B EE 2 BERT 255121, RICHET 2 B 20 7o TR ENF 2 5% 1 21370,
U\ D B A 7o Uk . 55— TR I 5 A (4T D B 2 - BE T
EEEE KA 2 2l D B - TV A= AR T 5 2 &,

(vi) when incinerating radioactive materials, etc., to construct an incinerator that
satisfies the following requirements, and to construct exhaust equipment that
satisfies the requirements set forth in item (iv), a waste management work room
that satisfies the requirements set forth in paragraph (1), item (iv), (a), and a
contamination testing room that satisfies the requirements set forth in (b) of the
same item:

A KEDIRAUZS <0 220, JRBSTRBLIZK WG E§5 2 &,

(a) the incinerator has a structure unlikely to cause escape of gas and scattering
of ash;

m PERERIEISER S ciiE s 52 &,

(b) the incinerator has a structure connected to the exhaust equipment;

N BERIF OBERNER S O 0 S BEREIEZEEITERE LT\ D 2 &,

(¢) the opening of the incinerator from which incinerated residues are taken out
1s connected to the waste management work room;

t tmESEE a7 U — N EOMOERAMENT L B LT 551X, ]
(ZHT 2 B A T 3 E R AL & 5% T D0 E 0, IS T D B A 7o
PSR, BT B A (28T 5 B AN - TR FEE N OF B 2T 5%
PRl 7o YA E 2T 5 2 &,

(vii) when solidifying radioactive materials, etc. with concrete or other solidifying
materials, to construct solidification processing equipment that satisfies the
following requirements, as well as to construct exhaust equipment that satisfies
the requirements set forth in item (iv), a waste management work room that
satisfies the requirements set forth in paragraph (1), item (Gv), (a), and a
contamination testing room that satisfies the requirements set forth in (b) of the
same item:

A BEEYEE RN I TIEIUCLS K, 20, B CADBTHREEBILIZ < VWV &4
52 L,
(a) the facility has a structure unlikely to cause leakage or overspills of

radioactive materials, etc. and scattering of dust;

BOREREE LIS <L o, BRLUIC WHEERNS 2 L,

23



(b) the facility uses corrosion-inhibiting materials impermeable to liquid;

N BURYEVE S A OREBERE T D55 T, IRICHeT D Bk 2 i 7o 9IRS BE SR i &

RITHZ &,

(viii) when disposing of radioactive materials, etc. by storage, to construct a
disposal-by-storage facility that satisfies the following requirements:

A NP EXE ESNIEEE T 5 &,

(a) the facility has a structure divided from the outside;

2 B, STEEANICET DL, N EZOMOBASHO 72 DRt X B x
RITHZ &,

(b) equipment or tools such as locks to close the facility are to be installed on its
door, lid or other part connected to the outside;

N TKPEDREE T, 2D, BIEE U8 2 B2l 7o TR BRI A 2 I 2.
LT &, L, BB KXo THER SN KRS ChH>T Iz
KRITE AT D2 EnE L WHEERGEITBNT, (GROIENR Y 2T 5728
DOFFRIOEZFHET D L EI1E, ZDORY TRV,

() the facility is in a fireproof structure and is equipped with disposal-by-storage
containers that satisfy the requirements set forth in item (iv) of the preceding
paragraph; provided, however, that this does not apply when an object
contaminated with radioactive materials is a large machine or the like and it
1s extremely difficult to enclose the relevant object in a container, and special
measures to prevent the spread of contamination are to be taken;

= REFEERM COHLEL R IIERELMNTDHZ L,

(d) a sign is set up to indicate that the facility is a disposal-by-storage facility;

L BEKOERICIT, S<FELRT, BEKKTHL Farndmmaeft 52 L,

(ix) to place fences, etc. at the border of the controlled area and set up a sign to
indicate that the area is a controlled area;

+  BURPEME AR DB 28200 & 55T COME IIMELZ 2L LT 5 5 O

WmEfTTHZ L,

(x) to set up a sign to prohibit eating and drinking or smoking at places where
there is a risk of oral ingestion of radioactive materials.

4 RPEFEN GG E LS E TS 2P SUIHRERIE I OW T, [FFEZE N 5o
XIFHI AT ANHHET DR 2 AT D YRR IR 25T 2 Z L nE L<
BB TRV, BEREFETTOSEROIMII T D FEIE % [ ETTBRENED S
FRRRERREE LT &3 D8 2 HE i XA THEKBRE AT 5 Z LT ERAETER
O ZZ T T a 2B TR, RIBENE 5 A U A OBUEITEH L 722wy,
ZOHAIZRENT, PR AFE L TR D & 2 BT W THER T O Il
WE OEE R ONRE 2B U UK 0 L <VFHEKEERRAE O & 2 51230V T
PARP OB EOBER NRE LR T 5 Z L1280, BEEFEEFTOFERDIN
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BT 2 ERMREZ BA T RENED 5 FNHRERELLT & LRT IR 570,

(4) With regard to the exhaust equipment or drainage equipment set forth in item
(iv) to item (vii) of the preceding paragraph, when it is extremely difficult to
construct exhaust equipment or drainage equipment that has the ability
prescribed in item (iv), (a) or item (v), (a) of the same paragraph and a
manufacturer has obtained approval of the Minister of Health, Labour and
Welfare regarding the fact that its exhaust equipment or drainage equipment has
the ability to keep the effective doses outside the border of the disposal site below
the effective dose limits specified by the Minister of Health, Labour and Welfare,
the provisions of item (iv), (a) or item (v), (a) of the same paragraph do not apply.
In this case, it must be ensured that the effective doses outside the border of the
disposal site are below the effective dose limits specified by the Minister of Health,
Labour and Welfare by monitoring the activities and concentrations of radioactive
materials in exhaust air at the outlet or the location of the exhaust monitoring
equipment or monitoring the activities and concentrations of radioactive materials
in drainage at the outlet or the location of the drainage monitoring equipment.

5 HIEDARE & %2 T o REBH IR N DR 2 3 % LB b/ eo
el xid, BAGBREIZLSKREIMVIET LN TE D,

(5) When it is found that the exhaust equipment or drainage equipment approved as
set forth in the preceding paragraph has ceased to have the approved ability, the
Minister of Health, Labour and Welfare may rescind that approval.

CE—=E5a—IJuiu -8, F—tErs5—0—  —H%iE)
(Addition by Order of the Ministry of Health, Labour and Welfare No. 199 of
2001 and partial amendment by Order of the Ministry of Health, Labour and
Welfare No. 101 of 2005)

(i)

(Signs)

FUS BOEZER IR, BIERE o FICET 25%0E. SITEICOW T, EAENRERD
AR E 8 D ik & (R O TR HS T 2 ERT IS S 2 E7Zr 5720,

Article 4 A manufacturer must attach signs specified in the middle column of
Appended Table 2 for facilities, places, etc. set forth in the left-hand column of the
same table at locations set forth in the right-hand column of the same table.

(RBH=ES = — - 2%
(Full amendment by Order of the Ministry of Health and Welfare No. 21 of
1968)

(HE)
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(Measurement)

B BEEEIL. BHBEEORBZENDOH D5GFTICOWT, BB O &R O
W X DIEG ORI AR DB BIZED L L ZAIZ L PIE LRTIUZR 5720,
Article 5 (1) A manufacture must measure the amount of radiation and the status of
contamination with radioactive materials for places posing risks of radiation

hazards as specified in the following items:

— BHBROBOREL, —ErTFA— MUBREYER T T A — FLREY
BICOWTTH>Z &, L, b~ A 7 A—MUEYERER LT A— |
IR EYEROHEEBZLDBENOH LG XTI Et~A 27 v A— MU EY &
M= F A= MUBREYEDOHELHEA 2BETNLOHLGINIIBWTIL, EE
ntt~a7 82— MUREYER I E+H~A 7 1 A — hUBREYRIZ OV TTT
2T &,

(i) as the amount of radiation, to measure a 1-cm dose equivalent rate or 1-cm dose
equivalent; provided, however, that at places where a 70-um dose equivalent
rate may exceed 10 times a 1l-cm dose equivalent rate or a 70-um dose
equivalent may exceed 10 times a 1-cm dose equivalent, to measure a 70-pm
dose equivalent rate or 70-pum dose equivalent;

= BORRR O B RO EREIC L D15 ORMOBIEIT, BRI ERS 2 WV TT
DT b, L, BURHBNERZHWTHES 2 2 L BF L FH#ETH 2545121,
ARICESOTINGDHEEZR T2 Z LN TE %,

(i) to measure the amount of radiation and the status of contamination with
radioactive materials by using a radiation measuring instrument; provided,
however, that when it is extremely difficult to use a radiation measuring
instrument for measurement, these values may be obtained through calculation;

= HIZEONEL. ROROEMICHET 5HB N TERLLTNZ O THICHEIT 2
5 FIT OD JECHT R 0D B ST ME N K D15 G DR A 0 2 T2 D 1T fie b 3 L 7= (& T I
BNTUTI Z &,

(iii) to conduct the measurement set forth in the preceding two items at optimal
locations to know the amount of radiation or the status of contamination with
radioactive materials in accordance with the items set forth in the left-hand

column of the following table at places set forth in the right-hand column of the

same table:
HHE il
Ttems Places
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R D SO
7 BrERER
N BEEER
= EHHXEOZR
A HEFTNIZB W T AN EET 5 X
~  BEFT DR
Amount of radiation (a) work facility
(b) storage facility
(c) disposal facility
(d) border of the controlled area
(e) zone within the manufacturing site where people reside
(f) border of the manufacturing site

TSI PE S K D15 Y
DRI

TR

AR A =

IR

1A ==

PG OHER 1

PR w OHEK A

PEXEEARRR A D & 2 ST

PEKEERLER D & 5 55T

B O BES

Status of (a) work room

contamination with (b) testing room

radioactive materials | (c) waste management work room

(d) contamination testing room

(e) outlet of the exhaust equipment

(f) outlet of the drainage equipment

(g) location of the exhaust monitoring equipment
(h) location of the drainage monitoring equipment
(i) border of the controlled area

NI AR T LD S S RN

2 5 OREITEEE AT HANC —FIXOMEEZRB L -RICHOTIT—A %
BRI LI —RRETHZ &, 7272 L, HEREREOYER D, HEAKEE DOHE
KA KRB D & 2 5T & OWE KBS D & 55T 361T 2 S E I
F DG GDORUOBEE, HERTHAT 5oL (ke L THERIFHEKR T 256
X, EEELTC) 179 2 &,

(iv) to conduct the measurement set forth in item (ii) once before commencing the
work and once every period not exceeding one month after commencing the
work; provided, however, that the measurement of the status of contamination
with radioactive materials at the outlet of the exhaust equipment, the outlet of
the drainage equipment, the location of the exhaust monitoring equipment, and
the location of the drainage monitoring equipment is to be conducted each time
of exhausting the exhaust or draining drainage (or continuously when

exhausting the exhaust or draining drainage continuously).

2 BEREE L, BEREEORBTNDH LGN D ADTZEIZONT, TDOHEDX
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T T2 SRR D B R OWEHE I L D15 QDRI Z R DK FITED D & 2 AHIT LDl

E LTI B 720,

(2) A manufacturer must measure the amount of radiation and the status of
contamination with radioactive materials for persons who entered any place
posing risks of radiation hazards as specified in the following items:

—  HEHBROBOREZ, SMBBEHHRICHEIES T 5L (BUF OMNIgRIE< ) v
Vo ) L DELONENEIZEE U 72 S EDE D & ORI HIEL 35 2
EUUF THEMRIZE< ) & H, ) ICEDMEIZOWT, RIZEDD EZAIZLDY
11952 &,

(i) as the amount of radiation, to measure doses due to exposure to external
radiation (hereinafter referred to as "external exposure") and doses due to
exposure to radiation from radioactive materials ingested in the human body
(hereinafter referred to as "internal exposure") as specified as follows:

A BRI <A K DBMEBOIEIL, BEBRIERZMNTITS 28, 2720, K
FAESRZHOTHEST S Z ENE LR TH 2 5HA101E, fHRICE ST
NODEEZRHT L2 LR TE D,

(a) to measure doses due to external exposure by using a radiation measuring
instrument; provided, however, that when it is extremely difficult to use a
radiation measuring instrument for measurement, these values may be
obtained through calculation;

B AN I K D EOHEIR, ME (- GEIRT 2 WTREMEDS 220 & 2 &
NTIEE R OIRET 2 B AR VW E 2 EEEEICE R TH LHE R 2712
L. BERBEHNH L5 L X1, ZORD TR, ) IZHDTIEMEER) (220 T,
—EUTFA-MUREYELNE~ A 7 v XA — FUEYE (FHEFRICOW
T, — By FA—MUREYE) 2OV TITH 2 L,

(b) as a dose due to external exposure, to measure a 1-cm dose equivalent and
70-um dose equivalent (or in the case of neutron doses, to measure a 1-cm
dose equivalent) for the chest area (or in the case of women (excluding those
diagnosed as being unable to conceive and those who have reported in writing
to the relevant manufacturer, etc. that they have no intention to get pregnant;
provided, however, that this does not apply when there are reasonable
grounds), for the abdominal area);

N BEER R ONT WERD B D ER5 . s K O BIBEES 2~ & pi 2 858 2031 ONZEER M OVK
TN O DT OB, MBI ICR 2MENRKE RDBENDH HE
S ISR K O EBEER N B D Sy (RIZB W TSI DLW THIET 52 & L s
LA H DO TUIMEEH L RTINS B D E5) SO Th D555 128HD
TiE, v OEPLEFIMNIRIT IS L DMEDRKRLERDBENDH HHTITOW
T, — BV FA-PMABBLHERO LA 7 v A— bAfESE (FHEFHRIC
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DT, —BrFA—MUREYE) ZHETDH L,

(c) out of the part consisting of the head area and the neck area, the part
consisting of the chest area and the upper-arm area, and the part consisting of
the abdominal area and the thigh area, when the part where doses due to
external exposure may be the largest is other than the part consisting of the
chest area and the upper-arm area (or in the case of women, for whom the
measurement is to be conducted for the abdominal area under (b), other than
the part consisting of the abdominal area and the thigh area), to measure a 1-
cm dose equivalent and 70-um dose equivalent (or in the case of neutron doses,
to measure a l-cm dose equivalent) for the part where doses due to the
relevant external exposure may be the largest, in addition to (b);

= ANEEALO S B, SNBHIE IC L DMEDRK LR DBENDH HEAL,
L P WES, Mo, BB, EE R ORI W LA DI T A AT H O T,
B RONDIED, BEBALIZHOWT, Eh~A 7 n A - BEZET D2 &,
L, HPEFRUICOWTIE, ZORY TRV,

(d) out of the whole body, when the part where doses due to external exposure
may be the largest is other than the head area, neck area, chest area, upper-
arm area, abdominal area and thigh area, to measure a 70-um dose equivalent
for that part, in addition to (b) and (c); provided, however, that this does not
apply to neutron doses;

A NI I X DM EOREIL, EEXIBIIL B ADFIZOWT, FEXIkIC
MHBADTWAkE L TITH 2 &, 7272 L, BRI IS D ADH T
HOTHIRIEREZ TRV LDIZH O T, TOFHEOFHEXIENIZE T 5 MRk
E<IZ L OMEDIEETIBREDEDDMEBELZER DB ENDRNE XX, 20D
RO Tauy,

(e) to measure doses due to external exposure for a person who enters a
controlled area continuously while the person is in the controlled area;
provided, however, that this does not apply for a person other than a radiation
worker who temporarily enters a controlled area and whose doses due to
external exposure in the controlled area are unlikely to exceed the dose levels
specified by the Minister of Health, Labour and Welfare;

~ WEHIE<IC L 2HEOREIL, EAEFBRENED D L ZAIZED | BUHE
WHE Zi O TRAERL, IR AER L 2H ICH > TR 2 <. 1FE
EL OB TEE 2 WAL . TR AEIRT 28200 H 5 5FTICE D A
LFEICHOTF=AEBARWHIM Z &2 —R (KADRHEIZ L) RUEEHEE
PHIROEEZMND Z L L ROl FIZh o TUL, HEE TOM—H &AW
R Z & —m) 175 2L, 2L, 1EEETOMBEMEME Z W AZRL, X
ORI 28200 H 5T — RIS B A D FH ThO THIREEE T
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RN DIZHDTE, ZDFEDONEHBIE AT L DM ENEALTBRENED DR
BEBALDBZNORNE XTI ZORD TRV,

(f) to measure doses due to internal exposure, as specified by the Minister of
Health, Labour and Welfare, for a person who has inhaled or orally ingested
radioactive materials by mistake, without delay after inhalation or ingestion,
and for a person who enters a work room or other place posing a risk of
inhalation or oral ingestion of radioactive materials, once every period not
exceeding three months (or for a woman whose pregnancy the manufacturer,
etc. has come to know of based on her report, etc., once every period not
exceeding one month up to the time of delivery); provided, however, that this
does not apply for a person other than a radiation worker who temporarily
enters a work room or other place posing a risk of inhalation or oral ingestion
of radioactive materials and whose doses due to internal exposure are unlikely
to exceed the dose levels specified by the Minister of Health, Labour and
Welfare;

= BRI X DG G ORI OBIE IR, BOERIERZ VD, RISEDDH LA
X017 2L, L, BHRHESREZHWTHET 2 2L RE L HNETH D
HEliE, RIS TZoEEREET &8 TE %,

(ii) to measure the status of contamination with radioactive materials by using a
radiation measuring instrument as specified as follows; provided, however, that
when it is extremely difficult to use a radiation measuring instrument for
measurement, these values may be obtained through calculation:

A BTS2 BB S TUORUNREE THL Y 7 9 1FZERTIZAL B A D FHITHOUW T,
BHIEET N HIBRHT 5 L X127 2 &,

(a) to conduct the measurement for a person who enters a work facility where
radioactive materials are handled in an unsealed state, at the time when the
person leaves the work facility;

2 F BEOMBISHEWE I Lo THER SN D BEND & 5 MEELOZFR i & Y
TR, B, RERZDMAERIZEH L TV D ORE ThH D THIRTEMEIZ
EOTHRINDIBEND D DEHTITHONTITI Z &,

(b) to conduct the measurement for parts of the surface of the human body, such
as hands and feet, that may be contaminated with radioactive materials, and
for parts of the surface of work clothes, footwear, protective equipment, or
other objects worn by people that may be contaminated with radioactive
material.

3 BLEEFIL. BT HOWE OFERIZ OV TREERDIERR., RIFE O E 2 RO 512

EDDHEZAIZL VL RTIITR B0,

(3) A manufacturer must take measures such as the preparation and preservation of
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records of the results of the measurements set forth in the preceding two
paragraphs as specified in the following items:
— FHHOREORRIZOWTIE, HED D EROFEHIZOW TRk L, LFEMZ

NERFETLZ L,

(i) with regard to the results of the measurement set forth in paragraph (1), to
record the following matters on each occasion of measurement, and preserve the
record for five years:

A HIE A

(a) the date and time of the measurement;

B HEE AT

(b) the location of the measurement;

N JEE LTeFEDRA

(c) the name of the person who conducted the measurement;

= JBURHRRE SR DR & O

(d) the type and model of the radiation measuring instrument;

A ESE

(e) the method of the measurement;

~ MERER

(f) the results of the measurement;

BB A PO AR E TCOREDFERIZOWTIE, MWA—H, EA—H., +A4
—RAKRO—HA—HZEHET 28 =AM, WA —AZEH &3 2 —FEMITECITARA
ORHFIC LY REEEENTIROFFE LMD Z & L ROk FildoTiE, HE
EFTOMEH —BE2MHHE T ARICONT, Y I L ICERF L, E3F0Hs
EROFHEICOWTIERT S 2 &,

(ii) with regard to the results of the measurement set forth in paragraph (2), item

@), (a) to (e), to tabulate the results for each of the three-month periods starting
from April 1, July 1, October 1, and January 1, and for each year starting from
April 1, as well as for a woman whose pregnancy the manufacturer, etc. has
come to know of based on her report, etc., for every month starting from the first
day of the month up to the time of delivery, and to record the following matters
on each occasion of tabulation:

A WERNGREDOKA

(a) the name of the person subject to the measurement;

7 JEEZ LI2H DR

(b) the name of the person who conducted the measurement;

o~ JHIE RS

(c) the period for the measurement;

= BRI E g DR K OV
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(d) the type and model of the radiation measuring instrument;

A ETTE

(e) the method of the measurement;

~  JTE AL K OV ERE F

(®) the parts covered by the measurement and the results of the measurement;

= BB —BASOWEDRERIZONWTIL, HED D EROFHIZHOWTEEERT D
N

(iii) with regard to the results of the measurement set forth in paragraph (2), item
@), @, to record the following matters on each occasion of measurement:

A HIE A

(a) the date and time of the measurement;

7 HIERGE DKL

(b) the name of the person subject to the measurement;

N JEZE LTeEDRA

(c) the name of the person who conducted the measurement;

= ERRRIEZRIZ KV BIE L2 A2 H o Tk, Bk E g O FEkE K OV

(d) when using a radiation measuring instrument, the type and model of the
radiation measuring instrument;

A AETEKR OGHETTE

(e) the method of the measurement and the method of the calculation;

~ HIERR

(®) the results of the measurement;

WU 2B IHE S ORIEDRERIZOWTIE, Fo B5HFO NN O )32 H 7 B[R
FEZEA TR EIC X 0GRS, ZOHRERGIRET DL ENTE RN
Baild o TE, IROFHIZHOWTRET D 2 &,

(iv) with regard to the results of the measurement set forth in paragraph (2), item
(i), when the surface of the human body, such as hands and feet, is
contaminated with radioactive materials at a level exceeding the surface density
limits and the contamination cannot be removed easily, to record the following
matters:

A IE H

(a) the date and time of the measurement;

7 JERGE O R4

(b) the name of the person subject to the measurement;

N JEE LT2#E DRA4

(c) the name of the person who conducted the measurement;
= JBUHHRAE #R O & ORI

(d) the type and model of the radiation measuring instrument;
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B GG

(e) the status of the contamination;

~ MEST ik

() the method of the measurement;

N TE A K OV E 7 2R

(g) the parts covered by the measurement and the results of the measurement;

T B ELETEE TOMERENS ., BAETBRENED D & ALY Eh#
EMROVEMRELZUA —A, EA—H., +H—BALXO—H—AZBHET 2% =H
. WWH—HZEH &35 —F /T ONCARANO B HEIC L JOEER E D ITIROE
FrMD L ROl FITHOTUL, HEETOMEBHA—RZHENET L —AM
ZOWTHEE L, REOHERDOFRIZ OV TR D 2 &

(v) from the result of the measurement set forth in item (ii) to the preceding item,
to calculate effective doses and equivalent doses as specified by the Minister of
Health, Labour and Welfare for each of the three-month periods starting from
April 1, July 1, October 1, and January 1, and for each year starting from April 1,
as well as for a woman whose pregnancy the manufacturer, etc. has come to
know of based on her report, etc., for every month starting from the first day of
the month up to the time of delivery, and to record the following matters on each

occasion of calculation:

A4 HEFHH
(a) the date of the calculation;
v RE DO RKA4

(b) the name of the subject person;

N BELEHEOKRA

(c) the name of the person who conducted the calculation;
= HEExIEHIM

(d) the period for the calculation;

R R

(e) effective doses;

~ SR K& USE A

(f) equivalent doses and the names of the tissues;

IO HIFIC LD ERBEOREORR, WH — Rz LT 25 FMIic>nTo
FIREN IV —VL MR XTESEEIEL. YRR, YA
BURATERENED LM O RFEEDME Fi5ICLVINA—B %28 ET5
—EM T L ICEE SN EMBEO AR E VD, ) EUEMMICOWT, BEEE
sEL. EFOMERDEBIZOWTRRT 5 Z &,

(v)-2 when the results of the calculation of effective doses under the preceding item

have revealed that the effective dose for one year starting from April 1 exceeds
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20 mSv, to tabulate the accumulated effective dose (meaning the total of the
effective doses calculated for every year starting from April 1 under the
preceding item) for a period specified by the Minister of Health, Labour and
Welfare including that one year, for every fiscal year from that one year onward,
and to record the following matters on each occasion of tabulation:

A HEEHEAR

(a) the date of the tabulation;

2 RREORAY

(b) the name of the subject person;

N R LTEEORA

(c) the name of the person who conducted the tabulation;

= SEFHr 5

(d) the period for the tabulation;

o BRI E

(e) the accumulated effective dose;

N HHZEOMREICK L, B bRl £ COREROE L EFLEkDD ERfF3
HZ &,

(vi) to deliver a copy of the records set forth in item (i) to the preceding item to
each of the persons subject to the measurement on each occasion of making
records;

t FoEILEHEO FE TOREE HFEMRGFTHZ L,

(vii) to preserve the records set forth in item (i) to item (v)-2 for five years.

CErEs—— -« 2k, F—Es——t F—ZE5—HO « —HBkiE)

(Full amendment by Order of the Ministry of Health and Welfare No. 11 of
1989 and partial amendments by Order of the Ministry of Health and Welfare
No. 127 of 2000 and Order of the Ministry of Health and Welfare No. 150 of
2000)

(FRIHAE)

(Prevention Program)

AN BUEEEIT. BB L DEEORAE ALY S0, IROFHIZOWT,
T PEEZ X D IEE TPRIRE 2 DR TR b7y,

Article 6 A manufacturer must establish a program to prevent hazards due to
radioactive materials regarding the following matters in order to prevent the
occurrence of hazards due to radioactive materials:

— EEEICB W TEEICHESE T 28 103 20805 K OHERIC B2 2 &,
(i) matters concerning duties and organization of persons engaging in work at the

work facility, etc.;
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= EEYIEEEEZ OM OB EE OBV DL REIICIEE T 5T 5
85 Je OSB3 2 2 &

(ii) matters concerning duties and organization of the chief in charge of prevention
of radiation hazards and other persons in charge of safety management of
handling of radioactive materials, etc.;

= FRERER AL —HICHUE T SR (B RS 2 W R S
(ZH oI, REEEEIEER A\ AR IS HUE T D R BEE ) OffER
FMOEBIZEET 5 2 &,

(iii)) matters concerning the maintenance and management of the buildings and
facilities prescribed in Article 9, paragraph (1) of the Regulation on Structure
and Equipment for Pharmacies (or in the case of radioactive in-vitro diagnostics,
the business operation bases prescribed in Article 80, paragraph (1) of the
Ministerial Order on the Standards for Manufacturing Control, etc.);

DU A = S i oD s e OV 200 DN O M B 5 D i, BEE Je ONEH (2 B
THZ L,

(iv) matters concerning the manufacturing and testing of radiopharmaceuticals,
and the storage, disposal, and transport of radioactive materials, etc.;

T BEROBUEIC X DHE R OFEERICET 2 2 &,

(v) matters concerning the measurements and records under Article 5;

NOAEEFTEINL D ADE OBSHEWEIC L D EEORAEZIET 2 72D 72
BROFIMICET 5 Z L,

(vi) matters concerning education and training necessary for preventing the
occurrence of hazards due to radioactive materials on persons who enter the
work facility, etc.;

t HIMHEIC L DREENBEL TN E I DER AT DO LR &I 2B
THZ L,

(vil) matters concerning measures necessary for detecting whether any hazard due
to radioactive materials has occurred;

I\ S K AEEE ST T-EHE XX T 280D & 5 FITHT 00 E 2
RIEEICET D Z &,

(viil) matters concerning health measures necessary for a person who has been
victimized or may have been victimized by any hazard due to radioactive
materials;

L ETRITHET DR ORFICET D 2 L,

(ix) matters concerning the work records and preservation thereof prescribed in
Article 11;

+ fERREFOREICE TS 2 &,

(x) matters concerning measures in emergency;
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+—  FOMBEHBREEO IRIZE L, SHEARFIH
(xi) other matters necessary for the prevention of radiation hazards.
CELES—— « LRBESS/N\ L« —HiE)
(Partial amendments by Order of the Ministry of Health and Welfare No. 11 of
1989 and Order of the Ministry of Health, Labour and Welfare No. 87 of 2014)

(BEFERZIT)

(Medical Examinations)

FEsk BUEEEIT. BOMEWEIC L DEEEZDIET 5700, BESREEE (BB
(C—HFHINSS LB AL FIIBRS ;. LATFRIC, ) 2301 TEBELXIICY. B AL 581213,
ZDILH A D ANAEEBW 21T D22 T e b 7auy,

Article 7 (1) A manufacturer must conduct medical examinations for radiation
workers (excluding those who temporarily enter a controlled area; the same
applies hereinafter) who enter a controlled area for the first time before their first
entry in order to prevent hazards due to radiation materials.

2 BLESERIL, HRMEER KL, EHEKIRICNL D AT IE— A B % 2V I
T L ITREERZ M 2 T ORI IUTR H 7R,

(2) A manufacturer must conduct medical examinations for radiation workers for
each period not exceeding one year after their first entry in a controlled area.

3 BUEEEIL. ATEHOHEIZ DO, HESREEER 3 Ehk BRSO T &
BRLEE 88 2 CREGTRRICHRIES L. XUFHEIEL LIeBENOH 5 & & T DMZEDFE DK
FHMEIC L AEEEZTEBENRD D LBOHDL L XX, TOFIT O RN 72 < f
FRW AT 2T UER 5720,

(3) Notwithstanding the provisions of the preceding paragraph, when a
manufacturer finds that any radiation worker has been exposed or may have been
exposed to radiation at a level exceeding the relevant effective dose limit or
equivalent dose limit or otherwise that the person may have been victimized by
any hazard due to radioactive materials, the manufacturer must conduct medical
examinations for that person without delay.

4 fEEREZWOFIEZ, M2 OBREXIIHRZ LT 5,

(4) The method of medical examinations is to be a medical interview and an
inspection or a health checkup.

5 [@ZIE, ROFHITHOWTITH Z &,

(5) A medical interview is to be conducted on the following matters:

— BB (CATETANLN RO —EHTHETREOT 7 A A&
tr, H_BROWRFIZBWTHL, ) OIZ O
(i) whether the person has any history of exposure to radiation (including electron

beams and X-rays having energy less than 1 MeV; the same applies in item (ii)

36



and the following Article);

= BEKEER AT L EITON TR, MEEOGAT, WEKUHIR, 3 <IicXofkE
Fe OV SRR DA M2 DA U FRIC K 2 8%1E < BRI

(i) for a person who has any history of exposure to radiation, the place, the details
and the period of the work, doses due to the exposure and whether there is any
radiation hazard, as well as other circumstances concerning the exposure to
radiation.

6 A IMZIE. ROEH K OEMIZOWTITI Z &, 7277 L, F—F0HEA Y
I8 5 M OVE =5 OEA. GE—IIR D EREZWENCH > T, F—F5D0HA LKUE
THEOENL RS, ) IZOWTIE, ERINLE LR HEEICRD,

(6) An inspection or a health checkup is to be conducted for the following items and
body parts; provided, however, that an inspection or a health checkup for the items
set forth in item (i) and the body parts set forth in item (ii) and item (ii) (or in the
case of medical examinations pertaining to paragraph (1), excluding the items set
forth in item (i) and the body part set forth in item (ii)) is to be conducted only in
cases when a physician finds it necessary:

— KRLEOmEFomaRE T~ b7 Uy ME, Rk, B ek O Eim

INERAES

(i) the hemoglobin content or hematocrit value, and red blood cell count, white

blood cell count, and white blood cell differential count in the peripheral blood;

— R
(iD) skin;
= R
(iii) eyes;

I & OMIEATE IRED E O 5 H K OENL
(iv) other items and body parts specified by the Minister of Health, Labour and
Welfare.

7 BLEEEIL. BT =HOBUEIC X D EBRZET ORIRIZ OV TREER OB, PRAFE DOFS
BEERDEFIZED D L ALV T RITIT R b0,

(7) A manufacturer must take measures such as the preparation and preservation of
records of the results of the medical examinations under the provisions of the
preceding three paragraphs as specified in the following items:

— BEZEOS EPROFEHIZOWCEEET S L,

(i) to record the following matters on each occasion of medical examinations:

A FERFEAR
(a) the date of the medical examinations;
HORREDRA

(b) the name of the subject person;
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N R AT O T ERI4
(c) the name of the physician who conducted the medical examinations;
= (EFERZWr O R
(d) the results of the medical examinations;
T BEEERZW ORE R LSV THE Ul i
(e) measures taken based on the results of the medical examinations;
= R AT EEIT L, ERERZEO O RIS OREROE L2 AR5 Z L,
(i) to deliver a copy of the records set forth in the preceding item to each of the
persons subject to the medical examinations on each occasion of medical
examinations;
= B mOReE EMRTETHZ L,
(iii) to preserve the records set forth in item (i) for five years.
CEEs—— &k, F—Es -t - F—Enr 1O - L _OREIF—
—N » —HBIE)

(Full amendment by Order of the Ministry of Health and Welfare No. 11 of
1989 and partial amendments by Order of the Ministry of Health and Welfare
No. 127 of 2000, Order of the Ministry of Health and Welfare No. 150 of 2000,
and Order of the Ministry of Health, Labour and Welfare No. 116 of 2008)

(PREEFEE S ONEA D DOHfIFR)

(Health Guidance and Restrictions on Entry)

BN BLEERIL. MBI L SEE AT B IZ T B 2ho b 28 1Tk
L. BURMEWEC X 2 BEESUIHR W E I L D ELZZ T - BE L OREITGL L,
VB E 21T 5 & & bIEETFICL b AL ZzEM L, FLIETh
ICEHBAD Z e &R L, U BRICHEIE T2 BEND DR VEBICERE SR
TR B,

Article 8 A manufacturer must provide a person who has been victimized or may
have been victimized by any hazard due to radioactive materials with necessary
health guidance in accordance with the level of hazard due to radioactive
materials or the level of risks of having been victimized by any hazard due to
radioactive materials, and must shorten that person's time spent in the work
facility, etc. or prohibit that person from entering the work facility, etc., or have

that person engage in work posing smaller risks of radiation exposure.

(Bt ZE I FR)
(Restrictions on Work)
Fhg BUEEFE L. ROKFITHET 28 2B E OBHF N ERF S TiEe s 2
AN
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Article 9 A manufacturer must not have the persons set forth in the following items
engage in handling radioactive materials:
Sl WAV % S 7k
(i) a person under 18 years of age;
T M OBKEEORETEIC L0 I EWE O Bl O 2B IEICAT D IS H 2o TR B,
FIT M OV RBUE A @ UNIAT ) 2 E N TE RN
(ii) a person who is unable to adequately carry out the reasoning, decision making,
and communication necessary for properly engaging in handling radioactive
materials due to mental impairment.
CF—=E97 35—\ - 2l
(Full amendment by Order of the Ministry of Health, Labour and Welfare No.
168 of 2001)

(fE BRI D HFE)

(Measures in Emergency)

Bk REERIEL. MR, KRZOMOKEFITLIY | BOHEREIC X DRENFEAEL
7o 6 XTSI EMEIC L DEENRET LB ZNNH 55613, ROREZH LR
FAUT B,

Article 10 (1) When an earthquake, fire or any other disaster has caused or may
cause a hazard due to radioactive materials, a manufacturer must take the
following measures:

—  BUNYPEME A M OGN TRER & H5E12IE, BBEIS U TINEZR Y
FICB L. ZOBEHOMPICRORY | FEFEaixld, 2o, RIEAESIT5Z L
XY BMRELSNOFONAD LT H L,

(i) when it is possible to move radioactive materials to another place, to move
radioactive materials to a safe place as necessary, to prohibit people other than
those concerned from entering that place by roping off that place, setting up a
sign, etc. and deploying watches;

= B K AEEORAEER LT AT MEND LA, EETEON
IV 2 ROMHTIC WD F RS 5 L 9 EET 52 L,

(ii) when it is necessary for preventing the occurrence of hazards due to radioactive
materials, to give warning to people within or around the work facility, etc. to
evacuate;

= BSHEWEIZ X DGR E CTEGEITIE, TA00IC, Z2O0ANY ORIEED
PrREZITRO 2 &,

(iii) when any contamination with radioactive materials has occurred, to promptly

prevent the spread thereof and remove the contamination;

M BERMEWEIC L DEELZ T B XIZ T 2B ENOH HE NV DL5EITIE,. T
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HROINTR U, B S 0 FERTOWEZHT D Z L,

(iv) when there is any person who has been victimized or may have been
victimized by any hazard due to radioactive materials, to promptly rescue that
person for evacuation or otherwise take emergency measures;

f EOMBURMEMEIC L AEEO LIV E &L 52 L,

(v) to take other necessary measures for preventing hazards due to radioactive
materials.

2 HIEZ SIS D BAEEZITHHAITIE, Lo~V E, AT XIIRERZ AV
52 L, BRI T2RM A 35 2 LFICR Y . BRIEEICHERET 28D
WXL THHMEEZ TEHRO D72 LARTHIER LRV, ZOHEIZEWT, b#
TEEE (L2 OWTIE, IEIRT 5 AlREMED 72\ & 2l S 7= 38 KOTSRS 2 B A
PG ZREEFRECE R CTH LHFITRS, ) I8HHOTE, BE_RE-HELY
DB D BT, EAEIHRENED D REIRE E THRIERICEIES T2 &M
TZ 5,

(2) When conducting emergency works set forth in the items of the preceding
paragraph, a manufacturer must endeavor to reduce exposure doses of persons
engaging in emergency works to the extent possible by having them use shielding
tools, forceps, or protective equipment, and shortening their time of being exposed
to radiation. In this case, radiation workers (for women, limited to those diagnosed
as being unable to conceive and those who have reported in writing to the relevant
manufacturer, etc. that they have no intention to get pregnant) may be exposed to
radiation up to the dose limits specified by the Minister of Health, Labour and
Welfare, notwithstanding the provisions of Article 2, paragraph (1), item (v).

3 BUEEEIL. BHOFENEULLLGEICEON TR, BilR . ROFHERAT
M RE 8 R T T B0,

(3) When the circumstance set forth in paragraph (1) has occurred, a manufacturer
must notify the Minister of Health, Labour and Welfare of the following matters
without delay:

—  FBIHOFENE Uiz B R L O AT QN R

(i) the date and time, place and causes of the circumstance set forth in paragraph
(1;

—OREL. XUIRET DBEND D D HEHREEE ORI

(ii) the status of the radiation hazards that have occurred or may occur;

= GHU., EEL XS L LTV IR0 HEONE

(iii) the details of the emergency measures that the manufacturer has taken or is
going to take.

CEEs—— - F—E s ——t  V—ZES— 1O - F—LEF AN -
—HPE)
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(Partial amendments by Order of the Ministry of Health and Welfare No. 11 of
1989, Order of the Ministry of Health and Welfare No. 127 of 2000, Order of the
Ministry of Health and Welfare No. 150 of 2000, and Order of the Ministry of
Health, Labour and Welfare No. 164 of 2005)

(Fodk)
(Records)
F— EERIL. BEMEERESORLEICOE | IREAH A, ROFHATHE L2
UL R B 7220,
Article 11 (1) A manufacturer must prepare books for the manufacturing of
radiopharmaceuticals and record the following matters therein:
— B4 R OMEE
(i) the name and manufacturing number of the relevant preparations;
— WEEREEA
(ii) the name of the responsible manufacturer;
= BLEBA K OMER T BN RS S
(i) the dates to commence and end manufacturing and the quantity
manufactured;
PO RS IR R LT L 72 B M B OFREE, B M O 2 & &
D RE =
(iv) types and activities of radioactive materials used as raw materials or
ingredients, and the amounts of radioactivity contained in those radioactive
materials;
T ABMAOEN B (EEREEOIEIZE L TIZ ORFZ)) KO DR
(v) the date of testing (regarding the measurement of the amounts of radioactivity,
the time of the measurement) and the results thereof;
RO BAIORTE, REE. BRIEE K OBEEORNT L0554 A B L OSEN N B3
DI 1E KR Ot
(vi) the dates of disposition of the preparations for each category of storage,
transfer, captive use, and disposal, and the method and place of disposal;
£ ARBRAIEEN U 72E o ko
(vii) the handling of animals used for testing;
N B3R e U TRER T 2 R EME O AR B AR NS AT FE
. BEKOYEHSGEEIC G En D e &
(viii) the dates of purchase and the suppliers of radioactive materials to be used as
raw materials or ingredients, and the types and activities purchased, and the

amounts of radioactivity contained in those radioactive materials;

o EBSOIRERE U TR 2 O E O Ry O IR
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(ix) the status of storage of radioactive materials to be used as raw materials or
ingredients;
+ BEEMOBREIEFA B, MELKOEEN OICEIED TEK O T
(x) the dates of disposal of waste, the types and activities disposed of, and the
method and place of disposal.
2 EEEOIREL, RAEOTHEO H 26 TERRAF L R2IT RS0,
(2) The books set forth in the preceding paragraphs must be preserved for five years
from the day of the final record.
CEIEs—— - —HkiE)
(Partial amendment by Order of the Ministry of Health and Welfare No. 11 of
1989)

(FEERA (- A1)

(Chief in Charge of Prevention of Radiation Hazards)

Btk BEERIT ROKFITEIT 285D b bEESIEFTEHEZBTL T, K
SHEWEIC L D EEOILICET 2B 21T b T iudZe 7220,

Article 12 A manufacturer must select a chief in charge of prevention of radiation
hazards from among the persons set forth in the following items and have that
chief supervise the prevention of hazards due to radioactive materials:

—  HEFIAN

(i) pharmacists;

= JRSEIRIN E R K D I RRRE E OB IR BT A A (R = AR
ANtt) BaAREE-HICBUET 28 BRI EEE v R e AT 5%

(i) persons who hold the first-class radiation protection supervisor certificate
prescribed in Article 35, paragraph (1) of the Act on Prevention of Radiation
Hazards due to Radioisotopes, etc. (Act No.167 of 1957).

()

(Reports)

B = WEEERT ROWTANTHEET DL ST, TOFEEZEBIC, ZORILKL
RZEIUTKTT D 4LE 2+ B LN BB RIS L2 T Ze H7a0y,

Article 13 (1) When falling under any of the following, a manufacturer must give a
report to that effect immediately to the Minister of Health, Labour and Welfare
and must give a report concerning the status and actions to be taken therefor
within ten days to the Minister of Health, Labour and Welfare:

—  EE OWISUIFIEARH N A LT b &,
(i) when any radioactive materials have been stolen or have gone missing;

= RUIRR OB E B E A PERER IS B O T E L, UIHER T 2 LI Ko T
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FLIEGEIZRWN T, B R L E 5 ORI U R B 5 O ERE 2

Ml x,

(i) in the case of disposing of gaseous radioactive materials, etc. by purifying or
exhausting them at the exhaust equipment and when the concentrations or the
doses exceeded the concentration limits set forth in Article 2, paragraph (5),
item (v) or the dose limits set forth in item (vii) of the same paragraph;

= EIRIR OB T E S PRI IS B W TR E L. UIHEKR T2 Z L Ic Ko THE
FLELAIZRBNT, H- “%ﬂﬁﬁﬁ%@ﬁgﬁgﬂiﬁﬁ%tﬁ@ﬁiﬁﬁ%
Mzl-ex,

(iii) in the case of disposing of liquid radioactive materials, etc. by purifying or
draining them at the drainage equipment and when the concentrations or the
doses exceeded the concentration limits set forth in Article 2, paragraph (5),
item (vi) or the dose limits set forth in item (vii) of the same paragraph;

M BUR P EENE XS TRV L2 & &,

(iv) when radioactive materials, etc. have leaked outside the controlled area;

T BEMEEENEEXEN TR AW L L X, kEL RONWT NPT YET D
EE (AW LIV EEXISMIIEN D72 & E 2R, ) ZFR<,

(v) when radioactive materials, etc. have leaked within the controlled area;
provided, however, that cases falling under either of the following (excluding
when leaked objects have spread outside the controlled area) are excluded:

A A LT HRAIR DTS MEE 5 03 M 540 2V MR 2 5l O B E S R E S
T2 2 W DIER Z B 1R 5 72 DHEDSMIILR Lo T- & &,

(a) when leaked liquid radioactive materials, etc. did not spread outside the weir,
which was installed around the facility where the leakage occurred for the
purpose of preventing the spread of leakage;

7 KR OBEEEEDNRZ D LTEG ST N T, EXPREREZEB X 556
TN E F,

(b) when gaseous radioactive materials, etc. have leaked but the concentrations
of radioactive materials in the air are unlikely to exceed the concentration
limits in the air;

N R EREE SR AL B LA —
BOSE PR AL B\ TR —
Nrd o EE,

(vi) the doses have exceeded or may exceed the dose limits set forth in Article 9,

I8 N (AR W R SR A 2 &> T

1
THE 5N OMEREZBZ., IHEz2B8%

paragraph (1), item (@i), (c) of the Regulation on Structure and Equipment for
Pharmacies (or in the case of radioactive in-vitro diagnostics, in Article 80,
paragraph (1), item (Gi). (¢) of the Ministerial Order on the Standards for

Manufacturing Control, etc.);
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t BRTEWEEFORYE, BRI OMOBERNIIIT HFHEAOHEIT o7 L =
THOT, HiEd IR D EED BEHMEREE ICH O TIHI Y =Yk b
WERFRMEEF DA DOFIZHOTTO - HI UV —VL h &2z, T2 HBEN
Db EE,

(vii) when unplanned radiation exposure has occurred in the process of
manufacturing, disposing of or otherwise handling radioactive materials, etc.,
and the effective doses pertaining to that exposure have exceeded or may exceed
5 mSv for radiation workers and 0.5 mSv for people other than radiation
workers;

I\ SRR EEE I Z OV T IR ERRE T MM ERE 2 2. T2 2B8EN
DI HPIEL NHOTZ L &,

(viii) when any radiation worker has been exposed to radiation at a level that has
exceeded or may exceed the effective dose limits or equivalent dose limits;

L BT E S OMERICE LA DRES  (BUH#RIEE LA OIEE ThH O TEMZR S O
ZhrR<, ) MWREL, IRETILIBENLRDH D L X,

(ix) when any hazard to human (excluding hazards other than radiation hazards
that are minor) has occurred or may occur in relation to transport of radioactive
materials, etc.

2 BRUEERIL. HUMEERG ORGERT 2 B Lo rd (RO S S O30S o 7 2 L
DIEDTEEEEETe, ) 1. BEHEE I L ATBEROBEF OO U -#E s =1
A DI A G5B R B HiE L2 iudZe B,

(22 When a manufacturer has abolished a manufacturing site of
radiopharmaceuticals (including the case of discontinuing only the manufacturing
of radiopharmaceuticals), the manufacturer must give a report concerning the
removal of contamination with radioactive materials or other measures taken to
the Minister of Health, Labour and Welfare within thirty days.

3 AIHHICHUET 256 01E0, EER IR RE N RICHEIT 2 5HHIZ O T
B2 B THE 2 Red 7o & i3, SREFH A YR ZA 7 @ KRS L7
FIUTTR B 720,

(3) Beyond what is prescribed in the preceding two paragraphs, when the Minister of
Health, Labour and Welfare requests a report concerning the following matters by
specifying the period, a manufacturer must give a report concerning the relevant
matters to the Minister of Health, Labour and Welfare within that period:

—  BUEREBE ORI

(i) the status of radiological control;

= S E ORI K OV OEER ORI

(i) the status of the inventory of radioactive materials and changes thereto;

= BLEFTSOYE O BEFE ST ER DRI
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(i) the status of disposal or transport of materials outside the manufacturing site.
CEEm—— -8, ¥—Es——t - FEnr 5O - F—LEIT—

O— « F—tETF—ARW « FREGHINE « FNEGFFIA « —HkiE)
(Addition by Order of the Ministry of Health and Welfare No. 11 of 1989 and
partial amendments by Order of the Ministry of Health and Welfare No. 127 of
2000, Order of the Ministry of Health, and Welfare No. 150 of 2000, Order of the
Ministry of Health, Labour and Welfare No. 101 of 2005, Order of the Ministry
of Health, Labour and Welfare No. 164 of 2005, Order of the Ministry of Health,
Labour and Welfare No. 87 of 2014, and Order of the Ministry of Health, Labour

and Welfare No. 46 of 2016)

(i FHERSE)

(Exclusion from Application)

BN BERTIZEB W TR ) O BT E DR AT B R 203 E 8 2 30 AT EE LA
TTHLIHAICHHOTUT, FRFH B =0 E+ 5 F T, HUEFNL S, 5
TR OBAE, BURNPSFHTRE T, B RALCITHE - =ROBUEIE, BWH L
AR

Article 14 When the activities and concentrations of radioactive materials handled in
a manufacturing site are below the activity levels or concentration levels specified
by the Minister of Health, Labour and Welfare, the provisions of Article 2,
paragraph (1), item (iii) to item (xii), paragraph (4) item (iv), paragraph (5) and
paragraph (6), Article 4 to Article 10, and Article 12 and Article 13 do not apply.

(B =ES " — « 2l FuES—— - HEF =T - —HlaE, F— =
ao_t e RGO« —EBUIE)

(Full amendment by Order of the Ministry of Health and Welfare No. 21 of
1968, shelving down former Article 13 and partial amendment by Order of the
Ministry of Health and Welfare No. 11 of 1989, and partial amendments by
Order of the Ministry of Health and Welfare No. 127 of 2000 and Order of the
Ministry of Health, Labour and Welfare No. 101 of 2005)

(HEH)

(Mutatis Mutandis Application)

FrIsk FHRERBAREICOVWTIE, B-RELFMOFENG, B F=K0EH,
FUERPLHENEET BH—FKE-HE 5. ElUs. BN\SROFEILSZE
<o) ZEEMT 2D, ZOLEITENT, IROEXD LTGS2 HUE T RO PRI 5
F AL, RRO THICET 527N ENGmAERA L bDET D,

Article 15 The provisions of Article 1, item (vii) and item (viii), Article 2, Article 3,
paragraph (1), and Article 4 to Article 14 (excluding Article 11, paragraph (1), item
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(i), item (iv), item (viii), and item (ix)) apply mutatis mutandis to pharmacy
proprietors. In this case, the phrases respectively set forth in the middle column of
the following table in the provisions set forth in the left-hand column of the same
table are to be deemed to be replaced with the phrases set forth in the right-hand

column of the same table.

F—RFLHFROFE /NS | B TEER S O/FEZET PSR AL 2 B0 % 9 3K
JRIN DT E 2 B Y
vE 5l

Article 1, item (vii) and | work facility handling place handling radioactive

item (viii) radiopharmaceuticals materials in a pharmacy
handling radio-
pharmaceuticals

BRI =5 RO | {EERT RN O T HEE 2 LY

FoTH, PR > i

= MOV I A

Article 2, paragraph (1), | work facility place handling radioactive

item (i) and paragraph materials in a pharmacy

(3), Article 5, paragraph

(1), item (i) and

paragraph (2), item (i),

(a)

FIRe Y s ey A e YR

WA B

L

Article 2, paragraph (1), | storage facility storage room

item (iii) and paragraph

(4), item @), Article 5,

paragraph (1), item (iii)

BRI = RO | EEE RN DT HEE 2 LY

FOSIH, BAEE T K > BT

(O AR VA SN e

FE—HE

Article 2, paragraph (1), | work facility, etc. place handling radioactive

item (i) and paragraph materials in a pharmacy

(6), Article 6, item (i) and and the like

item (vi), Article 8,

Article 10, paragraph (1),

item (ii)

0 RE W NE, | MFEE Gl ES

TRE —HE =5 K OE

TR S

Article 2, paragraph (1), | work room dispensary

item (vi), Article 5,

paragraph (1), item (iii)

and paragraph (2), item

@, (®
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FREHE RN TN
Ht—HET

Article 2, paragraph (1),
item (vi) to item (xi)

TEEESE

work room, etc.

A

dispensary, etc.

CONNE S Ca g AR SRS

Article 2, paragraph (2) | manufactures dispenses or sells
BB —-m, = | E A SR e

R IA

Article 11, paragraph (1), | manufacturing dispensing or sale

Article 13, paragraph (2)

BRI R A VBN S U CRRBRR A I

Article 2, paragraph (2)

always conduct testing

fifess

conduct testing or
confirmation as necessary

F_HE T MO
=97, HREHENE
Article 2, paragraph (3),

item () and item (i),
Article 6, item (iv)

b
|
A

B K ORBR AR AY

manufacturing and testing

A B O AR A

dispensing and testing

S —=

R

Article 2, paragraph (3),
item (i)

N NAEZEE K ORI
B

the work room and testing
room, respectively

A7 =

the dispensary

BRI
Article 2, paragraph (3,
item (ii)

RS TR A

manufacturing or testing

A S IR R A

dispensing or testing

AR IR 5

Article 2, paragraph (4),
item (i1)

FILRE—HE =7 (K
2 W = 3K 5 7 2 i e =
B (LT THOH MRS 2
WrHEHRS ] D, ) (I
HOTIE, E%%“&@%
P2 R IR 5 o Bl
OV B B> FEHE %?
LES CER AR
BESTE[ ST ILE, LT
MG EHELELE T &
W, ) BN RE IS
=47) \ZHUET D ki
the storage facility
prescribed in Article 9,
paragraph (1), item (iii) of
the Regulation on
Structure and Equipment
for Pharmacies (Order of
the Ministry of Health and

Welfare No. 2 of 1961) (or
in the case of radio-

B4 _HICHET DT
B

@

the dispensary prescribed
in Article 1, paragraph (2)
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pharmaceuticals that are
in-vitro diagnostics
(hereinafter referred to as
"radioactive n-vitro
diagnostics"), in Article 80,
paragraph (1), item (iii) of
the Ministerial Order on
the Standards for
Manufacturing Control
and Quality Control for
Medical Devices and In-
Vitro Diagnostics (Order
of the Ministry of Health,
Labour and Welfare No.
169 of 2004; hereinafter
referred to as  the
"Ministerial Order on the

Standards for
Manufacturing  Control,
etc.")

Article 2, paragraph (6)

 EAETER B D IKGE

approved by the Minister
of Health, Labour and
Welfare

. T DFEJE OFEH OHRE
RGNS (2 OFTE# DS H
BefRfdys (B 4 AFE
BEE— ) BLRFEH
DBHTED LT (LT

MR 2% iE S o) &
VWD) SUTFRFRIX 0 X 8k
IZHHGHEITBNTIE, T
RIXE) O&R
approved by the governor
of the prefecture where
the pharmacy is located
(or when that location is in
a city specified by Cabinet
Order set forth in Article
5, paragraph (1) of the
Community Health Act
(Act No. 101 of 1947)
(hereinafter referred to as
a "city where a health
center is established") or
In an area of a special
ward, approved by the city
mayor or the mayor of the
special ward)
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b O % AT ER B DIKGE

measures to prevent
radiation hazards
approved by the Minister
of Health, Labour and
Welfare

b D& T OHJF O FHER O
HOEF R (2 OFTEHY
DAMRAEFT A 5R B 5 U
KR 0 X2 & 5 5A 1
BWTIE, TRXIIXKE)
DA

measures to prevent
radiation hazards
approved by the governor
of the prefecture where
the pharmacy is located
(or when that location is in
a city where a health
center is established or in
an area of a special ward,
approved by the city
mayor or the mayor of the
special ward)

Article 2, paragraph (7),

item (), (a)

JEA T BRI D7KGE

approval of the Minister of

Z D HEJR) O HT A L D #3E
VL= (2 QPR PR pd
T % 5 89 2 T SUTRFRI X
DI D518 T
X HRIIXE) D&

approval of the governor of
the prefecture where the
pharmacy is located (or
when that location is in a
city where a health center
1s established or in an
area of a special ward,
approval of the city mayor
or the mayor of the special
ward)

Article 6, item (iii)

Health, Labour and
Welfare
FILEREH (ZHLE S D i
ﬁ%f(%%ﬁ%%w%%
EHEGICH O T, BEE
PEFMER I\ 5RE—
HICHLE T 5 5 E = K
%)

the buildings and facilities
prescribed in Article 9,
paragraph (1) of the
Regulation on Structure
and Equipment for
Pharmacies (or in the case
of radioactive in-vitro
diagnostics, the business
operation bases prescribed
in Article 80, paragraph

%*%%gﬁﬂE RIS
(ZRUE 9 D MR i

the buildings and facilities
prescribed in Article 1,
paragraph (2 to
paragraph (5)
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(1) of the Ministerial
Order on the Standards
for Manufacturing
Control, etc.)

FrSE=HE, B2 | BEETEHKE Z DH 5y D FTAEH DO HLE IS
W (2 OPFTTEHLA PR At
AT A 5% 1S 5 T XUTERRI X
DI B D5 E IR NT
I, HREXIIXE)
Article 10, paragraph (3), | the Minister of Health, | the governor of the
Article 13 Labour and Welfare prefecture  where  the
pharmacy is located (or
when that location is in a
city where a health center
1s established or in an
area of a special ward, the
city mayor or the mayor of
the special ward)

FHt R HE BUEP AR N O RE THE A | WAL B R OMEA

Al QN S B
Article 11, paragraph (1), | the dates to commence | the date to purchase the
item (iii) and end manufacturing | preparations and the
and the quantity | quantity purchased
manufactured
F— R AR A R R A LA E DO RS
Article 11, paragraph (1), | testing testing or quality
item (v) confirmation
Fr =R EHE LS RyE Al Hkoe
Article 13, paragraph (1), | manufacturing dispensing, selling

item (vii)

2 BUBEHUEREEIZOWTIE, B KB LEMROENGS, Bk (F_HEOHE=IHE
Br<, ) . BEREH BURNLHEFUSRET (FEREE—HE =5 ORBIHE
WEIZ L D150 DRBLOTA e WNTH +—RH 5, HBlS, FLTRO0HEL
FINHEIEGETERLS, ) ZH¥HT S, ZOHEFITBWT, ROEXD FRIZET 2
BUEHRIR O THIZHGT 270, [RRO THICHET 5 FRIICZENENHTAHAEZD b
DETD,

(2) The provisions of Article 1, item (vii) and item (viii), Article 2 (excluding
paragraph (2) and paragraph (3)), Article 3, paragraph (1), and Article 4 to Article
14 (excluding (b) in the row of the status of contamination with radioactive
materials in the table of Article 5, paragraph (1), item (ii), and Article 11,
paragraph (1), item (ii), item (iv), item (v), and item (vii) to item (ix)) apply mutatis
mutandis to marketing authorization holders. In this case, the phrases
respectively set forth in the middle column of the following table in the provisions

set forth in the left-hand column of the same table are to be deemed to be replaced
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with the phrases set forth in the right-hand column of the same table.

BB LR NROEIN S

Article 1, item (vii) and

TR PR HE b D VEZEFT

work facility handling

TSR R AL 2 B D 5
BT O I E %2 B
%0 G

place handling radioactive

item (viii) radiopharmaceuticals materials in an office
handling radio-
pharmaceuticals

R —HE =5 8| FE S TN O BT E A B

TARFE —HE =5 MO 0% S S

CIHE A

Article 2, paragraph (1), | work facility place handling radioactive

item (i), Article 5, materials in an office

paragraph (1), item (iii)

and paragraph (2), item

(D), (@)

BRI S RO | IR Ik ==

FVUIHG — 5, IR
—HE =

Article 2, paragraph (1),
item (iii) and paragraph
(4), item @), Article 5,
paragraph (1), item (iii)

storage facility

storage room

o R = R

FONE, BARE Kk
[OF FRARE NI VA SN i

FE—HE

Article 2, paragraph (1),
item (iii) and paragraph
(6), Article 6, item (1) and
item (vi), Article 8,
Article 10, paragraph (1),
item (ii)

(=T

work facility, etc.

FHATN O RS EWE & B
VR SR T

place handling radioactive
materials in an office and
the like

R BN
Article 2, paragraph (1),
item (vi)

fEEE, WBmA=E

work room, testing room

TER=

work room
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Article 2, paragraph (4),

item (ii)

FILRB—HE =" (R
2 W = 3R 5 7 2 i e =
B (BUT TR MRS 2
W ERMS] 0D, ) 1
bOTIL, EFEESR KUK
72 W FH 25 3 o o> i A B
it BB PR D FEVE I B
L85 CERA-NEEAT
BESFEESNHILE, LT
MEE PSR ) &
WO, ) I RE I
=5) TBUET D ATieaR i
the storage facility
prescribed in Article 9,
paragraph (1), item (iii) of
the Regulation on
Structure and Equipment
for Pharmacies (Order of
the Ministry of Health and
Welfare No. 2 of 1961) (or
in the case of radio-
pharmaceuticals that are
in-vitro diagnostics
(hereinafter referred to as
"radioactive n-vitro
diagnostics"), in Article 80,
paragraph (1), item (iii) of
the Ministerial Order on
the Standards for
Manufacturing Control
and Quality Control for
Medical Devices and In-
Vitro Diagnostics (Order
of the Ministry of Health,
Labour and Welfare No.
169 of 2004; hereinafter
referred to as  the
"Ministerial Order on the
Standards for
Manufacturing  Control,
etc.")

the storage room
prescribed in Article 1,
paragraph (2)

FNTH

%

5

Article 2, paragraph (6)

JEA T BRI D7KGE

approved by the Minister
of Health, Labour and
Welfare

Z DOFEFEFT O FAE M OHSE
JF YL 0 < 0D 7K
approved by the governor

of the prefecture where
the office is located

Article 2, paragraph (7),

JE AT BR R DIAGE

approval of the Minister of

F DOFBEPT OFTEH OFRE
RN DGR

approval of the governor of
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item (), (a)

Health, Labour and

Welfare

the prefecture where the
office is located

Article 6, item (iii)

FILRB—HICHIET D
i RO RSN 2 6
EH I H O T, BEE
HEEEETEN+RE—
HIZHE T D EGEE K
%)

the buildings and facilities
prescribed in Article 9,
paragraph (1) of the
Regulation on Structure
and Equipment for
Pharmacies (or in the case
of radioactive in-vitro
diagnostics, the business
operation bases prescribed
in Article 80, paragraph
(1) of the Ministerial
Order on the Standards
for Manufacturing
Control, etc.)

B AR DI E
TITHE T DM i fi

the buildings and facilities
prescribed in Article 1,
paragraph (2 to
paragraph (4)

Article 6, item (iv)

SR = 38 b 0 B e OV
Bk A N O P B
DRTIE

the manufacturing and
testing of radio-
pharmaceuticals, and the
storage, disposal, and
transport of radioactive
materials, etc.

TSP S DR PR

the storage, disposal, and
transport of radioactive
materials, etc.

FHEE -, BH=5% | EAFERKE Z DOFEB T OFTTER OHRE
JRF Y =

Article 10, paragraph (3), | Minister of Health, | governor of the prefecture

Article 13 Labour and Welfare where the office is located

Fr—&E—m, BH= | WE RlERTE

FE—HELEROE

H

Article 11, paragraph (1), | manufacturing marketing

Article 13, paragraph (1),
item (vii) and paragraph

(2)

Article 11, paragraph (1),
item (iii)

RE A b M OISR T4 H
Hf N i &

the dates to commence
and end manufacturing
and the quantity
manufactured

AN DOZEFER B RO GE

B
the date to receive the
preparations and the

quantity received
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3 EIEREEFIIOVTIE, B KRB LS ROE/N T, Bk BEAEEH, B
FMBHEHEFNEET GBH—LEHE &, Flus, FNFEIFELFERLS, )
EHRENT D, TOBAICENT, ROFD LANHET 2 BUE T RER ORIz 55
AL, FRO THICEIT 2FAICENENGRARZ Db D LT 5,

(3) The provisions of Article 1, item (vii) and item (viii), Article 2, Article 3,
paragraph (1), and Article 4 to Article 14 (excluding Article 11, paragraph (1), item
(i), item (v), and item (viii) and item (ix)) apply mutatis mutandis to wholesale
distributors. In this case, the phrases respectively set forth in the middle column
of the following table in the provisions set forth in the left-hand column of the

same table are to be deemed to be replaced with the phrases set forth in the right-

hand column of the same table.

F— AW LERUTI\E

Article 1, item (vii) and

PR SR L D VEZERT

work facility handling

TS PR R i 2 B0 4 D
AT OIS W & Y
%5 G

place handling radioactive

item (iii) and paragraph
(3), Article 5, paragraph
(1), item Gi) and
paragraph (2), item (i),
(a)

item (viii) radiopharmaceuticals materials in a business
office  handling radio-
pharmaceuticals

0 RH I =B KO | AE¥ERT B EFTN O BUR Y E A B

BEIH, BRSEHE 0% > BT

= H RO HE S A

Article 2, paragraph (1), | work facility place handling radioactive

materials in a business
office

FREHE =5 KD
PALEED kS R S
—HE =7

Article 2, paragraph (1),
item (iii) and paragraph
(4), item @), Article 5,
paragraph (1), item (iii)

W% i

storage facility

storage room

/v?"r‘#xk/\-‘

FRE -HE =GRV
FORIA, BAREE K
(O AR VA SN e
FE—HE 5

Article 2, paragraph (1),
item (iii) and paragraph
(6), Article 6, item (1) and
item (vi), Article 8,
Article 10, paragraph (1),
item (ii)

(=T

work facility, etc.

HIEFTN O S E & B
R SR e

place handling radioactive
materials In a business
office and the like

LIRS
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Article 2, paragraph (2) manufactures sells

BB —m, = e e

R L RO

H

Article 11, paragraph (1), | manufacturing sale

Article 13, paragraph (1),

i(te)zm (vii) and paragraph

2

CONNE S C R A VBN S U CRlBR A I3
fiess

Article 2, paragraph (2) always conduct testing conduct testing or
confirmation as necessary

B AR I — I RO | BE K OSARR A ELEE R ORI i A

=5, EANEKEN S

Article 2, paragraph (3), | manufacturing and testing | packaging and testing

item (i) and item (ii),

Article 6, item (iv)

BRI RE AR A AR AR A

Article 2, paragraph (3), | manufacturing or testing | testing

item (ii)

AR TR

Article 2, paragraph (4),
item (ii)

FIRE —HE = (K5
W =SS T2 é ﬁ&%f P [
i (LU TR 2
WrHEHRS ] D, ) (I
bOTIL, EFEER LK

72 W T = 2 5 o0 B A B
B OB & BR o> FEHE (T B

LES CER AR
BENHEEANHIuE, BT

MEEEELELE S &
WO, ) BNFRE—HE
=5) TBUET D ATeaR i
the storage facility
prescribed in Article 9,
paragraph (1), item (iii) of
the Regulation on
Structure and Equipment
for Pharmacies (Order of
the Ministry of Health and
Welfare No. 2 of 1961) (or

in the case of radio-
pharmaceuticals that are
in-vitro diagnostics

(hereinafter referred to as
"radioactive n-vitro
diagnostics"), in Article 80,
paragraph (1), item (iii) of
the Ministerial Order on

the storage room
prescribed in Article 1,
paragraph (2)
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the Standards for
Manufacturing Control
and Quality Control for
Medical Devices and In-
Vitro Diagnostics (Order
of the Ministry of Health,
Labour and Welfare No.
169 of 2004; hereinafter
referred to as  the
"Ministerial Order on the

Standards for
Manufacturing  Control,
etc."))
RN JE AR 5 8 R B D 7R Z D FEFT O AL O A E
SRS SIE ARV Gy

Article 2, paragraph (6)

approved by the Minister
of Health, Labour and

approved by the governor
of the prefecture where

Welfare the business office 1is
located
R A JEA G718 X B D 7GR & O ZEFT O FTAE L O E
SECVSIE ARV
Article 2, paragraph (7), | approval of the Minister of | approval of the governor of
item (1), (a) Health, Labour and | the prefecture where the
Welfare business office is located

Article 6, item (iii)

FILRB—HICHIET D
R (B PRS2 I
EIGICHOTIE, REE
HELEESEN&RFE—
HIZHLE T D FHE = AL
)

the buildings and facilities

B AR DI E
TITHET DM i fi

the buildings and facilities

prescribed in Article 9, | prescribed in Article 1,
paragraph (1) of the | paragraph 2 to
Regulation on Structure | paragraph (4)
and Equipment for
Pharmacies (or in the case
of radioactive in-vitro
diagnostics, the business
operation bases prescribed
in Article 80, paragraph
(1) of the Ministerial
Order on the Standards
for Manufacturing
Control, etc.)
BB, B =45 | BATBRE O SEFT O P E I O HE
JF UL n <
Article 10, paragraph (3), | Minister of Health, | governor of the prefecture
Article 13 Labour and Welfare where the business office

1s located
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Fr—REHE = ROEBR LA K OCRER TR | "WAIOHEAFHA B X THEA
AL O Bt B Hikt

Article 11, paragraph (1), | the dates to commence | the date to purchase the

item (iii) and end manufacturing | preparations and the
and the quantity | quantity purchased
manufactured

R AR A R A LA E DO RS

Article 11, paragraph (1), | testing testing or quality

item (v) confirmation

CEnEs—— - B, P ZES— k- F—LEFS AL - R rs—
O— « F—EEHFF—AN - F—EHH—0 - FLZBHA—HO - R
AN - —H%IE)

(Addition by Order of the Ministry of Health and Welfare No. 11 of 1989, and
partial amendments by Order of the Ministry of Health and Welfare No. 127 of
2000, Order of the Ministry of Health, Labour and Welfare No. 65 of 2005, Order
of the Ministry of Health, Labour and Welfare No. 101 of 2005, Order of the
Ministry of Health, Labour and Welfare No. 164 of 2005, Order of the Ministry
of Health, Labour and Welfare No. 10 of 2009, Order of the Ministry of Health,
Labour and Welfare No. 150 of 2011, and Order of the Ministry of Health,
Labour and Welfare No. 87 of 2014)

B HI
Supplementary Provisions
(haA 731 H)
(Effective Date)
1 ZOANE., EEEOITOH (BRf=1+ ¥ _H—H) »blafrd s,
1. This Ministerial Order comes into effect as of the date on which the
Pharmaceutical Affairs Act comes into effect (February 1, 1961).
e = A B FR I D B 1)
(Abolition of the Regulation on Manufacture of Radiopharmaceuticals)
2 BORMEEIESEGERA (R = UEREAESE - UE) 13 BT 5,
2. The Regulation on Manufacture of Radiopharmaceuticals (Order of the Ministry of
Health and Welfare No. 24 of 1959) are to be abolished.

Rl (BBF0DY =48 A ——HIEARSHE ——5)
Supplementary Provisions (Order of the Ministry of Health and Welfare No.
21 of June 21, 1968)

ZOHEFIE, DO HPDIETT 5,

This Ministerial Order comes into effect as of the date of promulgation.

57



B Rl (BRI A = HEAEASENS)
Supplementary Provisions (Order of the Ministry of Health and Welfare No. 4
of February 23, 1973)

ZOBERIE. MO ANOHEITT D,

This Ministerial Order comes into effect as of the date of promulgation.

BRI (R AEILH — REAESE =IL5)
Supplementary Provisions (Order of the Ministry of Health and Welfare No.
39 of September 1, 1977)

ZOEMI. DO RPLHETT 5.

This Ministerial Order comes into effect as of the date of promulgation.

B R (BBFIR=FA NBEAESE Jus)
Supplementary Provisions (Order of the Ministry of Health and Welfare No.
29 of April 8, 1988) [Extract]
1 ZOEFIE, BEAEESEO -2 RET SiE#ROTO B A+ =FtH —
EDFIRNY K e N
1. This Ministerial Order comes into effect as of the date on which the Act for Partial
Amendment of the Mental Health Act, etc. comes into effect (July 1, 1988).

BBl CPEEOCHE=H W HBEAESE ——7) @
Supplementary Provisions (Order of the Ministry of Health and Welfare No.
11 of March 24, 1989) [Extract]

(haA 71 |

(Effective Date)

H—k ZOATIE BEROUENH — RS HTTT 5,

Article 1 This Ministerial Order comes into effect as of April 1, 1989.

(et I B St B FR RN 0D — RSB A © R+

(Transitional Measures upon Partial Amendment of the Rules to Manufacture

Radiopharmaceuticals)

FEA AIRICHET 2B TR 2 ZOE DT X 5 8ER O BUEE G O 5UE K O
WHAIFE NS CBEHIRICBWTERT 256250, ) OBEOHEMBIZ OV T,
EEOTHEILA =+ H £ Tk, RBRERIOFIIC LD Z &N TE D,

Article 3 With regard to the application of the provisions of Article 4 (including the
cases applied mutatis mutandis pursuant to Article 15) of the Regulation on
Manufacture and Handling of Radiopharmaceuticals after amendment by this

Ministerial Order to persons prescribed in the preceding Article, prior laws
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continue to govern until September 30, 1989.

BRI CEREFAA=ZOREAERENLS) P
Supplementary Provisions (Order of the Ministry of Health and Welfare No.
47 of June 30, 1995) [Extract]

1 ZoOAEFE, FREEEA - ANGRITTT S,

1. This Ministerial Order comes into effect as of July 1, 1995.

ORI CER— Z4E—OH ZOHBRAATH - —th) #
Supplementary Provisions (Order of the Ministry of Health and Welfare No.
127 of October 20, 2000) [Extract]
(haA 731 |
(Effective Date)
1 ZOETIE. WEIEO—EASOET 2IEE CER+—FEREFE/N\+\5)  OkifT
DR CES+=F—HANRA) 2ohE{Td %,
1. This Ministerial Order comes into effect as of the date on which the Act for Partial
Amendment of the Cabinet Act (Act No. 88 of 1999) comes into effect (January 6,
2001).

BRI CEE— - H ZANHEBEAESHE -H1O5)
Supplementary Provisions (Order of the Ministry of Health and Welfare No.
150 of December 26, 2000)

(RiA T30 H )

(Effective Date)

1 ZOEME, FERHEENH BT 5,

1. This Ministerial Order comes into effect as of April 1, 2001.

(PRI 1)

(Transitional Measures)

2 ZOETORATANCE ~ZROHEIT K 2 BOERTD R 2= 3K 5 o0 S K OB LAl
LA I LEOBREICHEY LGRS\ T, REFENHEE =51 bE
5 E TOBEI \;®é%®%T%%\@%%@%ﬁ%ﬁféo

2. When the case falls under the provisions of the proviso to Article 7, paragraph (2)
of the Regulation on Manufacture and Handling of Radiopharmaceuticals prior to
amendment under Article 2 prior to the enforcement of this Ministerial Order, the
provisions of Article 7, paragraph (4), item (iii) to item (v) remain in force even

after the enforcement of this Ministerial Order.

it Bl CERe— =4t H = HEASEEDE S/ 5)
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Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 168 of July 13, 2001)

ZOEFIE, R EFEAFRNEL LTI S,

This Ministerial Order comes into effect as of July 16, 2001.

BRI CEE— =LA I\ EAE@BE S H—UuE)
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 199 of September 28, 2001)

ZOERIE. MO ANLRATT D,

This Ministerial Order comes into effect as of the date of promulgation.

BRI CP— T =H L B EAEE S HINS)
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 56 of March 27, 2003)
ZOHEFIE, A IAENA — BB 1T 5,
This Ministerial Order comes into effect as of April 1, 2003.

B CER—EF=A =— B RASEE S E RN I)
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 65 of March 31, 2005)
T DESIL, BRI ORI M ORI & ot A SERGRRTE D — i & IE 3~ DB O Jiif T
OH CERCHEFENH—R) 226HE173 2,
This Ministerial Order comes into effect as of the date on which the Act for Partial
Amendment of the Pharmaceutical Affairs Act and the Blood Donation Brokerage
Control Act comes into effect (April 1, 2005).

Rl CPRc—EFEAH —RRATBERE —O—5) ¥
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 101 of June 1, 2005) [Extract]
(HiAT4 )
(Effective Date)
F—k ZOAWE ERHEEASH BB HTT D,
Article 1 This Ministerial Order comes into effect as of June 1, 2005.
(P FEE)
(Transitional Measures)
Bog ZOHETORAT ORISR VEE R M ORGE K O BRI RIS =858 —HofE
AT TV DB XIIFREZHFE L TV D O E UL HFEIR D BEFMR IOV
TDZDEFNT & 2 UIE O FEH B HE 5 D 8 5E K OB RIS =4 0 — 35 =AY
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ST LEOHEDBEMIZOWTIE, RBURTOBNZ LD, 72720, ZOES OREAT
BITBWNT, HREBEFMR OMIER 2 ZE T 25613, ZORD TRy,

Article 3 With regard to the application of the provisions of the proviso to Article 3-2,
paragraph (3), item (iv) of the Regulation on Manufacture and Handling of
Radiopharmaceuticals after amendment by this Ministerial Order to a person who
has received the designation set forth in Article 3, paragraph (1) of the Regulation
on Manufacture and Handling of Radiopharmaceuticals, or the designation of a
person who has filed an application for a designation or a disposal facility
pertaining to the application, as of the time of the enforcement of this Ministerial
Order, prior laws continue to govern; provided, however, that this does not apply
when the buildings and facilities of the relevant disposal facility are altered after

the enforcement of this Ministerial Order.

BRI Pl —tEF——H MR EATBETH—ANE) %
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 164 of November 24, 2005) [Extract]
(RiAT4 )
(Effective Date)
2k ZOADIE. FRTEFEFZHA-BNOHTT 5,
Article 1 This Ministerial Order comes into effect as of December 1, 2005.

B B CEE— VB A =— B EASEE S HE L)
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 99 of July 31, 2007)

ZOBEBFIE, DO ANSRITT 5,

This Ministerial Order comes into effect as of the date of promulgation.

Bt A CEERCOFANH —\BEAGEETEH ——R5)
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 116 of June 18, 2008)

ZOEFIE, DO AP LT 5,

This Ministerial Order comes into effect as of the date of promulgation.

ORGP ARNHEAGBESE—-OF)
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 10 of February 6, 2009) [Extract]
(HiAT4 )
(Effective Date)
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B—% ZOADIE. PR —FRA—HENBTT 5,
Article 1 This Ministerial Order comes into effect as of June 1, 2009.

BRI CPRC=F——H Z—REATTBEHE—-LO5) ¥
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 150 of December 21, 2011) [Extract]

(hiA T30 H)

(Effective Date)

Bk ZOADIE, EREAWUENA —BroiTd 5, 2L, BERENLE LS
FTROEHPUSRDOEEN ORI =R K OSSR OREIL, il TAEU A —
ER/RYSY/ X g AN

Article 1 This Ministerial Order comes into effect as of April 1, 2012; provided,
however, that the provisions of Article 5 to Article 7 and Article 14, and the
provisions of Article 3 and Article 4 of the Supplementary Provisions come into
effect as of April 1, 2013.

ORI CECAFEEA ZOHRBRAS@ESEHE/NEE)  #
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 87 of July 30, 2014) [Extract]
(haA 71 1)
(Effective Date)
B ZOANE, BREEFEO-HEAGETHEME BUT T8UEE] W), ) O
ToR CElR R E+H—H Z+HH) 2260177 5,
Article 1 This Ministerial Order comes into effect as of the date on which the Act for
Partial Amendment of the Pharmaceutical Affairs Act, etc. (hereinafter referred to
as the "Amendment Act") comes into effect (November 25, 2014).

e R CEECRNE—H ZNAEATEHETE U =75)
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 143 of December 26, 2014)

ZOEFIE, FR A EE—HA BT 5,

This Ministerial Order comes into effect as of January 1, 2015.

B R CERC IR =H 2N H BT EE S HIU R S)
Supplementary Provisions (Order of the Ministry of Health, Labour and
Welfare No. 46 of March 28, 2016)

ZOEFIEL. DO BDBHEAITT S,

This Ministerial Order comes into effect as of the date of promulgation.
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nERFE— GH—5BR)
Appended Table 1 (related to Article 1)
(M =E45 —— - 2dk, BIUNESN - BBH 84S =J0 - SF—IUEH ST -
FZINEGFAAIUA - —EHIE)
(Full amendment by Order of the Ministry of Health and Welfare No. 21 of

1968, and partial amendments by Order of the Ministry of Health and Welfare
No. 4 of 1968, Order of the Ministry of Health and Welfare No. 39 of 1977, Order
of the Ministry of Health, Labour and Welfare No. 99 of 2007, and Order of the
Ministry of Health, Labour and Welfare No. 46 of 2016)

KFE3 CH) . 2Dk OEn b DR

Hydrogen 3 (3H) and its compounds, and preparations of these

R#11 (1) | TOALEM MR OZ 6 DRGS

Carbon 11 (11C) and its compounds, and preparations of these

R#14 (4C) | TOILEM R OZ 6 DRGS

Carbon 14 (14C) and its compounds, and preparations of these

HH13 (BN) | £TOLEYROE 6 DR

Nitrogen 13 (13N) and its compounds, and preparations of these
k315 (150) | TOLEM R TEI b DRA

Oxygen 15 (150) and its compounds, and preparations of these
7Y F#18 (BF) | ZOEM KR OE D DR

Fluorine 18 (18F) and its compounds, and preparations of these

TRV T L22 (2Na) OILE RO DA

Sodium 22 (22Na) compounds, and preparations of these
TRV T L24 (2Na) OILEMKROZE DA

Sodium 24 (24Na) compounds, and preparations of these
U232 (32P) OALEW R O DRkl

Phosphorus 32 (32P) compounds, and preparations of these

A A 35 (PS) | TDEW R S DR

Sulfur 35 (35S) and its compounds, and preparations of these
BV U542 (2K) OfbEY RO DR

Potassium 42 (22K) compounds, and preparations of these

BV U543 (8K) OfbEY KO DR

Potassium 43 (43K) compounds, and preparations of these
TN b4b (9Ca) DILEM K TOZ DEFA

Calcium 45 (45Ca) compounds, and preparations of these
TN B4T (41Ca) DALE K OZ DEFA

Calcium 47 (47Ca) compounds, and preparations of these



7 1251 (1Cr) DALEWY KT DBLA

Chromium 51 (51Cr) compounds, and preparations of these
~ > H52 (52Mn) DILEW K O D HLA

Manganese 52 (52Mn) compounds, and preparations of these
k52 (PFe) . TDILEMBR VLD DG

Iron 52 (32Fe) and its compounds, and preparations of these
#k55 (%Fe) . TDILEMBROZE LD DR

Iron 55 (33Fe) and its compounds, and preparations of these
59 (¥Fe) . TDILEMBR VLD DR

Iron 59 (3Fe) and its compounds, and preparations of these
a0 57 (57Co) DALEY M OV DB

Cobalt 57 (57Co) compounds, and preparations of these
2L 158 (38Co) DALAW I O DA

Cobalt 58 (55Co) and its compounds, and preparations of these
230 160 (60Co) DALEY M OV D EFH|

Cobalt 60 (6°Co) compounds, and preparations of these

#ed (64Cu) DA K UZ DR

Copper 64 (6Cu) compounds, and preparations of these
Hi$n65 (5Zn) DA KO i

Zinc 65 (65Zn) compounds, and preparations of these

AV U567 (Ga) DLEY KO DA

Gallium 67 (6°Ga) compounds, and preparations of these
HU U568 (8Ga) DG KO DRI

Gallium 68 (¢8Ga) compounds, and preparations of these
VU AT2 (2Ga) DG KO ORI

Gallium 72 (72Ga) compounds, and preparations of these
TN~ =7 568 (8Ge) DAY KT DA

Germanium 68 (68Ge) compounds, and preparations of these
ERT74 (MAs) DILEMROZ DB

Arsenic 74 (74As) s compounds, and preparations of these
ER76 (As) DILEW KR OZ DB

Arsenic 76 ("6As) compounds, and preparations of these
L5 (B8e) DILEM M U DRLFI

Selenium 75 (Se) compounds, and preparations of these
RF#82 (2Br) . ZDbEM Mk OEN B D LA

Bromine 82 (82Br) and its compounds, and preparations of these
7 V)7 h8lm (81mKr) . TOLEMKR LIS DRAl
Krypton 81m (8'mKr) and its compounds, and preparations of these



7V 7 b8 (8Kr) . ZDIEMROE D ORI
Krypton 85 (85Kr) and its compounds, and preparations of these
LET T L8] (B1Rb) | FDILAEM KL O H O R
Rubidium 81 (81Rb) and its compounds, and preparations of these
LBV D L86 (86Rb) DALA KUV DR

Rubidium 86 (8Rb) compounds, and preparations of these

A bwrF U L85 (358r) DILEWROZ ORLF

Strontium 85 (85Sr) compounds, and preparations of these

A hryF U L8Tm (™Sr) DALA) K O DR
Strontium 87m (87mSr) compounds, and preparations of these
Z hrrF L8 (398r) DALEY RO DA

Strontium 89 (89Sr) compounds, and preparations of these

Z hrrF L0 (9Sr) DALEY) RO DA

Strontium 90 (*°Sr) compounds, and preparations of these

A MU UL8T (BY) OALEW MO DHRF|

Yttrium 87 (87Y) compounds, and preparations of these

AV FU DL (0Y) DALEY MO DERF

Yttrium 90 (*°Y) compounds, and preparations of these
EFVTT 99 (%Mo) DALE K DHA

Molybdenum 99 (**Mo) compounds, and preparations of these
77 AF T L99m (99mTe) DILEW KU DRG]
Technetium 99m (**mTc) compounds, and preparations of these
111 (WAg) | TOEEM R OZ L DRAl

Silver 111 (111Ag) and its compounds, and preparations of these
A YU 5111 (MIn) DILEY RO DL

Indium 111 (111In) compounds, and preparations of these

A YU A113m (mIn) DG KO OB

Indium 113m (113mIn) compounds, and preparations of these
AA113 (138n) DALEY KT D RLA

Tin 113 (113Sn) compounds, and preparations of these

T 182 (182Te) DALAM) I O DB

Tellurium 132 (132Te) compounds, and preparations of these
373123 (D) | TOEEM RO DORA

Todine 123 (123]) and its compounds, and preparations of these
373125 (1) | TOEEHROZI S DORA

Todine 125 (125]) and its compounds, and preparations of these
373131 (B) | TOEEHRTZI S DORA

Todine 131 (131]) and its compounds, and preparations of these



373132 (12) | TOEEMROZ LS DRA

Todine 132 (132]) and its compounds, and preparations of these
¥k 133 (3XKe) . ZOIEMKROZER D ORF

Xenon 133 (133Xe) and its compounds, and preparations of these
T 4131 (181Cs) DG KO ORF

Cesium 131 (131Cs) compounds, and preparations of these
ATy L1567 (B5Dy) OALEY ROV O R
Dysprosium 157 (157Dy) compounds, and preparations of these
AT NEYL169 (169Yh) DALEY K O O k|

Ytterbium 169 (169Yb) compounds, and preparations of these
T F T LLTT (VTLu) OALE I O O]

Lutetium 177 (177Lu) compounds, and preparations of these
K5 1182 (182Ta) ObAY KOV DR

Tantalum 182 (182Ta) compounds, and preparations of these
AV AL192 (192Ir) | ZOLEH R OEN S ORI

Iridium 192 (192Ir) and its compounds, and preparations of these
198 (198Au) | £ DLEM KR I B D RA

Gold 198 (19Au) and its compounds, and preparations of these
2199 (WAu) . ZDLEM RO B D RA

Gold 199 (19%9Au) and its compounds, and preparations of these
KER197 (19THg) OALEW MO DHRLF|

Mercury 197 (*"Hg) compounds, and preparations of these
KER203 (203Hg) OAbEH KO DRIA

Mercury 203 (23Hg) compounds, and preparations of these

2V w5201 (20T | ZOMEWROER S ORFA

Thallium 201 (20'T1) and its compounds, and preparations of these
7 K222 (22Rn) . ZOAEMEROE S ORI

Radon 222 (222Rn) and its compounds, and preparations of these
7 Vv 5223 (225Ra) DA KO ORFA

Radium 223 (223Ra) compounds, and preparations of these

7 VU 5226 (226Ra) OLE) MO ORFA

Radium 226 (226Ra) compounds, and preparations of these



HIFEHE . (EIUZKEIR)

Appended Table 2 (related to Article 4)

(AEMH =2 ——

N F TSRO

- A, HHEHIES =

—HBELIE)

A —— - P E B A

(Full amendment by Order of the Ministry of Health and Welfare No. 21 of
1968, and partial amendments by Order of the Ministry of Health and Welfare
No. 39 of 1977, Order of the Ministry of Health and Welfare No. 11 of 1989,
Order of the Ministry of Health, Labour and Welfare No. 199 of 2001 and Order
of the Ministry of Health, Labour and Welfare No. 10 of 2009)

A work facility in a
manufacturing site of
radiopharmaceuticals
and a place handling
radioactive materials
in a pharmacy, office,
or business office

B NE B sk B T NN
Facilities, places, Signs Locations to attach
etc. signs
STPEERR S ORGERT | BEIS THERYEWEAEZERT) O30 | EERT R OB W E
Y= INAONNE IR FHRGLASNTEY, 2o, B | ZBROE S Ho LU
FHEIEOEETNO | Bty FA— MUVLLEOFEEE | 54 L<ITHAD XL
B E 20 % 5 | #kiE (R UREEERE A | 26 O/hT
il +H7) HHERE-HOAR

TR (LIT THARTZERK
EVVD . ) TR D HURRE R

(LLF THOHEEESR) v o, )
A radioactivity sign based on the
Japanese Industrial Standards
set forth in Article 17, paragraph
(» of the Industrial
Standardization Act (Act No. 185
of 1949) (hereinafter referred to
as the "Japanese Industrial
Standards") (hereinafter the sign
is referred to as a "radioactivity
sign") whose radius is 10 cm or
larger, with the letters "Work
Facility Handling Radioactive
Materials" indicated in the upper
part

On the door or at the
entrance of the work
facility or the place
handling radioactive
materials or
somewhere nearby

TR
A contamination

testing room

TS WEYu A= OSLFNE
ASNTND AARTEBKICL D
LARMAREER (s, RS
N+t FA—-MLVE EOBRA
FREPNTODLELAICRD, )

A safety and health sign based
on the Japanese Industrial
Standards with the letters
"Contamination Testing Room"
indicated in the lower part
(limited to the case where a sign
has a white cross with the length

YA E DO AT X
1XF DOMHE

At the entrance of the
contamination
testing  room or
somewhere nearby




of 12 ¢cm or larger drawn on a
green background)

A storage room
storage facility

or
for

radiopharmaceuticals

PFRREICH O TIE, R THP
=] . FTEIC TEF7e< LTaLh
AV ZEET ) OXLFRFTRAINT
BO., o, EERHECTFA—
VL B DB REAT R I RAR 12
HOTIE, BEIC THyEadE) « T
I < LThAnbdZ &%
Y OLFRFTAINTEDY,
MO, RN - e FA— b
JVLL b O BUR REAT R

For a storage room, a radioactive
sign whose radius is 10 c¢cm or
larger, with the letters "Storage
Room" indicated in the upper
part and the letters "No Entry
without Permission" indicated in
the lower part; and for a storage
box, a radioactive sign whose
radius is 2.5 cm or larger, with
the letters "Storage Box"
indicated in the upper part and
the letters "No Touching without
Permission" indicated in the
lower part

BTk == O TIIZED
HON O XUEZ DR,
IR ICH O TIEZED
Eqiii]

For a storage room,
at its entrance or
somewhere nearby;
and for a storage box,
on its surface

HrRaR i 12 2 DTz
JEHTEE 2 AU D %

oy

A container to contain
radioactive materials,
which 1s equipped in a

storage facility

IR THGR S ) OSCFIED
(R P E O FESE M O DN L
ANSNTED, o, PN -
Tt o F A — FVEL EOTERERE
e

A radioactive sign whose radius
1s 2.5 cm or larger, with the
letters "Radioactive Materials"
indicated in the upper part and
the types and activities of
radioactive materials indicated
thereon

On the surface of the
container




AR O ) B %
DOPEK A

Drainage equipment
for liquid radioactive
materials, etc.

Pk E 5 12h oL, BB
MHEKEBE] « TRBIC TRFAr7e <
LTCEEBAY 225 OCFRE
ASNTEY, o, EEN+E
v F A — FVEL B O BU e,
PR E 2 H o T, BRI
MHEkEBeE) « TERIC TRFAT72 <
LTHSNDZ EEET) OXFNR
REASNTEY, o, FEPH
T F A — FVLLED B HEA
ik, HEAKEIZHOTIL, 7R
DOIER o FA—FLVELETH
V. o, HEE Y DENE D Sy
D—, B DOWNZED _fETH
% HARTEEHMIC L 2 6E
(LT ThistaeRar) &vo, )
For a drain purification tank, a
radioactive sign whose radius is
10 cm or larger, with the letters
"Drainage Equipment" indicated
in the upper part and the letters
"No Entry without Permission"
indicated in the lower part; for
liquid  discharge  treatment
equipment, a radioactive sign
whose radius is 5 cm or larger,
with the letters "Drainage
Equipment" indicated in the
upper part and the letters "No
Touching without Permission"
indicated in the lower part; and
for a drainpipe, a radioactivity
label based on the dJapanese
Industrial Standards
(hereinafter referred to as a
"radioactivity label") wherein the
width of a purple-red part is 2
cm or wider, the width of yellow
parts is half thereof, and the
width of a blue part is twice the
width of the purple-red part

jB/\

mg—fﬁb Tﬁa ZOWTIX
HEARFALZ 5 DFRm X
IXE DT kb
O MMEE L TWDY
BITIE, YeH &y
DOHE _EXITZF Do
HE) K OWERALEELE
&, HARERRIZOW
T BN T 58
KE DESy DRI

For a radioactivity
sign, on the surface of
the drain purification
tank or somewhere
nearby (when the
drain purification
tank is buried, on the
ground right above
the buried tank or
somewhere nearby)
and on the liquid
discharge treatment
equipment; and for a
radioactivity label, on
the surface of a part

of the drainpipe
exposed above the
ground

AR DTSV E
DY A

PER O R OPER b EIZ H DT
%, BT THERGE WJ\T%K
[FFr e LThAND Z & &Lk
T OXFREASINTED, »
S, EENHEEFA—MVLLE

DR RERE . PEREIZH DT
I, IREEV T OMRMN T A —

T REAERR I >V T
PER O XUEZF DM K&
OERI b EEE . U
BERRIZOWTIHHER
(ARE ]




Exhaust equipment for
gaseous radioactive
materials, etc.

VL ETHY | D, BT D
232 D 53D —, HERDT DBEH
D fETH D AR R

For an outlet and exhaust
purification equipment, a
radioactive sign whose radius is
5 cm or larger, with the letters
"Exhaust Equipment" indicated
in the upper part and the letters
"No Touching without
Permission" indicated in the
lower part; and for an exhaust
pipe, a radioactivity label
wherein the width of a purple-
red part is 2 cm or wider, the
width of yellow parts is half
thereof, and the width of a white
part is twice the width of the
purple-red part

For a radioactivity
sign, at the outlet or

somewhere  nearby
and on the exhaust
purification

equipment; and for a
radioactivity label, on
the surface of the
exhaust pipe

BT OB | B TREEEE] OXXF2 | BEEEEEOH AR X
¥ ASNTEY, o, FER T | 1ZZ DML
v F A — bVEL DTG REAE R
A waste management | A radioactive sign whose radius | At the entrance of the
work room for | is 10 cm or larger, with the | waste management
radioactive materials, | letters "Waste Management | work room or
etc. Work Room" indicated in the | somewhere nearby
upper part

NG
HEr fid

B DB B

Predisposal equipment
for radioactive
materials, etc.

BRI TR BRI . TR
FFaf72 < LT B A Y 257
DILFMMFRHAIINTEY, 22D,
PP T A— L, RO
SRR
A radioactive sign whose radius
i1s 10 cm or larger, with the
letters "Predisposal Equipment"
indicated in the upper part and
the letters "No Entry without
Permission" indicated in the
lower part

PR BEFERR DA
T D ERGy X2 D
=

At the part of the
predisposal
equipment connected
to the outside or
somewhere nearby

R BETER A |2 A 5

AT B E W E 5 2 N
N R

A container to house
radioactive materials,
which is equipped in
predisposal equipment

EEBIC TR RS ) OSCF)
FRASNTEY | 2o, P8R
= HE VT A— VB EO S
A radioactive sign whose radius
is 2.5 cm or larger, with the
letters  "Radioactive = Waste"
indicated in the upper part

S DD@%@

o}

On the surface of the
container




B BE X d

A controlled area

EESIC MEEXE) 0T RUE
DETI T (S E R
) 1o T (RPekakde) 1 X

[ (BEHERXAN) | O3CF0, TEb
Iz TEFA722< LB A &L
T OLFRFTRAINTED, 2
O, REBP+H+EeFA—MLVLE
D U REAT A
A radioactive sign whose radius
is 10 cm or larger, with the
letters "Controlled Area"
indicated in the upper part, the
letters "(Work Facility Handling
Radioactive Materials),"
"(Storage Facility),"or "(Disposal
Facility)" indicated right below
it, and the letters "No Entry
without Permission" indicated in
the lower part

EHRLPIR OB U T
Z Ot

At the entrance of the
fences, etc. placed on
the border of the
controlled area or
somewhere nearby

UM B 5 e
5120 DR LS
A container
transporting
radioactive materials,
etc.

for

RN T TF A— AL
DS REfE Tk

A radioactive sign whose radius
1s 2.5 cm or larger

3 DD@%E‘

o}

On the surface of the
container






