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Appendix 1

6-Acetoxy-2.4-dimethyl-m-dioxane

Antihistamines except those of aminoether type (such as diphenhydramine)
Hormones and those derivatives except estradiol. estrone and ethinylestradiol
Vinyl chloride monomer

Methylene chloride

Bismuth compounds other than bismuth oxychloride
Hydrogen peroxide

Cadmium compounds

Sodium perborate

Chloroform

Progrenolone acetate

Dichlorophene

Mercury and its compounds

Strontium compounds

Sulfamide and its derivatives

Selenium compounds

Nitrofiran type compounds

Hydroquinone monobenzylether

Halogenated salicylanilide

Vitamin L1 and Vitamin L2

Bithionol

Pilocalpine

Pyrogallol

Inorganic fluorine compounds

Pregnanediol

Local anesthetics such as procaine

Hexachlorophen

Boric acid

Formalin

Methyl alcohol
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9. ZEUH|SIO|E : 2000ug/gOlIst, EFX|= 20ug/gOlst
10. ZEfO|EZ(CIRETEO|E, FEHAIEYOE Yl CloAdAMIERO0E0

[
oot
Opt

gto 2 A 100ug/gO| St

2|

RO MER A =2AHE MEF2l 8< 50071/g(mL)O|st

o 3 = 242 10070/g(mL)O[ St
£ 1,0007H/g(mL)O| 5t

CH &= (Escherichia  Coli), & (Pseudomonas aeruginosa), SAMEEATR

(Staphylococcus aureus)2 =&Z
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Appendix 2

1.  The ingredients restricted in all types of cosmetics

Ingredient name

Maximum amount of ingredient per 100 g

Aluminum chlorhydroxy allantoinate 1.0g
Cantharides tincture. ginger tincture or capsicum

. ) B8 1.0 g as total
tincture =
Phenyl salicylate 10¢g
Polyoxyethylene laurylether (8-10E.0O.) 20¢g

The ingredients restricted according to types or intended purposes of cosmetics

SEE Ot B

Ingredient name

Maximum amount of ingredient per 100 g

Aerosol agents
Zirconium

Prohibited

Cosmetics to be washed away immediately after
use such as soap or shampoo
Thiram

050 g

Cosmetics other than those washed away
immediately after use such as soap or shampoo
Undecylenic acid monoethanolamide
Thiram
Zine p-phenolsulfonate
2-(2-Hvdroxy-5-methylphenyl) benzotriazole
Sodium lauroyl sarcosinate

Prohibited
0.30g
20¢g
70g

Prohibited

Cosmetics used in cephalie, mucosa part or the
oral cavity, and cosmetics used in other parts,
containing lower aliphatic monoalcohols
(exclude those containing the said alcohols
added to dissolve ingredients in the said
cosmetics)

Estradiol. estrone and ethinylestradial

20000 IU as total

Cosmetics other than those used in cephalic,
mucosa part or the oral cavity, containing no
lower aliphatic monoalcohols (include those
containing the said alcohols added to dissolve
ingredients in the said cosmetics )

Estradiol. estrone and ethinylestradiol

50000 IU as total

Cosmetics used in only cephalic part
Aminoether type antthistamines

0.010 g

Cosmetics other than those used only in cephalic
part
Aminoether type antihistamines

Prohibited

_3’|_
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Toothpaste
Diethylene glycol
Sodium lauroyl sarcosinate

Prohibited

0.50 g

Compounds to be used with the purpose of
emulsifying beewax or white beewax
Sodium pyroborate

0.76 g ( limited not to greater than 1/2
amount of beewax and white beewax)

emulsifving beewax or white beewax
| Sodium pyroborate

Compounds to be used for purposes other than

Prohibited

ol wet vkl ghol

Maximum amount (g) of ingredient per 100 g

Ingredient name =
= Cosmetics not used

for mucosa and to be
washed away

Cosmetics not used
for mucosa and not to
be washed away

Cosmetics that may
be used for mucosa

Jujube Extract (*2) O

O

5.0

Thioctic acid 0.01

0.01

Ubidecarenone 0.03

0.03

(*1)
limit for the amount of ingredient.
(*2)

water solution.

Blank indicates that it is prohibited to be used. and ' indicates that there is no upper

It extracted from " Jujube" defined in Japanese pharmacopoeia with 30% (w/v) ethanol

O 33F 2EA

— = spEel iAol

o]l =
A -

Appendix 3

1.

HEA AL PgaEE te3t

The ingredients restricted in all types of cosmetics

Ingredient name

Maximum amount (g) of
ingredient per 100 g

Benzoic acid

0.2

Benzoate

1.0 as total

Alkyldiaminoethylglycine hydrochloride

0.20

Photosensitizing dves

0.0020 as total

Chlorcresol

0.50

Chlorobutanol

0.10

Salicylic acid

0.20

Salicylate

1.0 as total

Sorbic acid and sorbate

0.50 as total

Dehydroacetic acid and dehydroacetate

0.50 as total

Trichlorohydroxydiphenylether (Triclosan)

0.10

\p-Oxybenzoic acid esters and their sodium salts

1.0 as total

Phenoxyethanol

1.0

Phenol

0.10

Sodium lauryldiaminoethylglycine

0.030

Resorcin

0.10
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The ingredients restricted according to types of cosmeties U

Maximum amount (g) of ingredient
per 100g
Cosmetics | Cosmetics
not used for[not used for| Cosmetics
mucosa and|{mucosa and|that may be
to be not to be | used for
washed washed mucosa
away away
Zinc, ammonia and silver substituted zeolite™¥ 1.0 1.0
Pantothenyl ethylether benzoate o 0.30
Isopropylmethyiphenol & 0.10
Cetylpyridinium chloride A 1.0
Benzalkonium chloride 0.050
Benrzethonium chlonide 0.20
Chlorhexidine hydrochloride 0.10
o-Phenvl phenol 0.30
Sodium o-phenylphenate 015
Silver-Copper Zeolite"™ 2 0.5
Chlorhexidine gluconate () 0.050
Cresol 0.010
Chloramine T 0.10
Chlomsvlenol 0.20
Chlorphenesin 0.30
Chlorhexidine 0.050
1.3-Dimethvlol-5, 5-dimethylhydantoin
Alkylisoqunolinium bromde 0.050
Thianthol 0.80
Thymol 0.030
Trichlorocarbanilide @ 0.30
\p-Chlorphenol 25 0.25
Halocarban 8 0.30
Hinokitiol 2 0.10
Zinc pyrithione 0.010
Piroctone olamine 0.05
Todopropynyl butylecarbamate™® 0.02
Polyanunopropyl bigunamide 0.1
Methyl 1sothiazolinone 0.01
Methvlchloro isothiazolinone and methvl isothiazolinone solution®™
N N"-Methylenebis[N -(3-hydroxymethyl-2_5-dioxo-4-mmudazolidinylurea)
\p-Dimethylaminostyryl heptyl methyl thiazolhum iodide

Ingredient name

(*#1) Blank indicates that it is prohibited to be used, and O indicates that there is no upper limit for the
amount of ingredient.

(*#2) It can be contained in cosmetics used for mucosa and only for oral cavity.

(#3) It indicates the aqueous solution containing 1.0 ~ 1.3% of 5—chloro—2—methyl—4—isothiazolin—3—one and
0.30 — 0.42% of 2—methyl—4—isothiazolin—3—one.

(#4) It indicates the compound containing 0.2 ~ 4.0% as silver and 5.0 ~ 15.0% as zinc when it is exposed to
strong heat.

(%5) It indicates the compound containing 2.7 ~ 3.7% as silver and 4.9 ~ 6.3% as copper when it is exposed
to strong heat.

(#6) It is prohibited to be contained in aerosol agents.
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The ingredients restricted according to types of cosmetics V)

Maximum amount (g) of
ingredient per 100g

. |Cosmetics
ICosmetics
not used

not used for ICosmetics
Ingredient name for that may
mucosa

mucosa be used
and not to
and to be for
washed be mucosa

] washed )

away

away
4- (2-p-glucopyranosiloxy) propoxy-2-hydroxybenzophenone 5.0 50
Octyl salicylate 10 10
Methyl-2. 5-dusopropvlcinnamate 10 10
2-[4-({diethylamino)-2-hydroxybenzyl] benzoic acid hexylester 10.0 100
Cinoxate D) 50
Dihydroxydimethoxybenzophenone 10 10
Sodium dihydroxydimethoxybenzophenone disulfonate 10 10
Dihydroxvbenzophenone 10 10
Dimethicodiethyl-benzal malonate 10.0
1- (3. 4-dimethoxyphenyl)4. 4-dimethyl-1. 3-pentanedione 7.0 70
Dimethoxybenzylidenedioxo-inudazolidine 2-ethylhexyl propionate 3.0 3.0
Tetrahydroxybenzophenone 10 10
Terephthalylidene dicamphor sulfonic acid 10 10
2 4 6-Tns [4-(2-ethylhexyloxycarbonyl} anilino] -1.3 5-tnazine 3.0 5.0
Methylbis{trimethylsiloxy)silyl isopenty] trimethoxycinmnamonate 75 15
Drometnizole trisiloxane 15.0
Amyl p-dimethylanunobenzoate 10 10
2-Ethylhexyl p-dimethylanunobenzoate 10 10
Isopropyl p-methoxycinnamate and diisopropyl cinnamate ester mixture!™> 10 10
2-Ethvlhexyl p-methoxvcinnamate 20 20

2 4-Bis-[ {4-(2-ethylhexyloxy)-2 -hydroxy} -phenvl]-6-{4-methoxyphenyl)- 3.0 3.0
1.3, 5-triazine ’ '
2-Hydroxy-4-methoxvbenzophenone 5.0 5.0
Hydroxymethoxybenzophenone sulfonate and its trihvdrate 1003 0.100%
Sodium hydroxymethoxybenzophenone sulfonate 10 1.0
Phenylbenzimidazole sulfonic acid : 30
Ferulic acid 10
2.2 -methylenebis(6-(2H-benzotnazole-2 -yl}-4-(1.1.3 3-tetramethylbutyl)phenol 10.0
2-Methylphenyl 4-methoxycinnamate 10.0

amount of ingredient.

(#2) It indicates the compound containing 72.0 ~ 79.0% of isopropyl p—methoxycinnamate, 15.0 ~ 21.0% of
ethyl 2,4—diisopropyl cinnamate and 3.0 ~ 9.0% of methyl 2,4—diisopropyl cinnamate.

(#3) It is calculated as the total amount of hydroxymethoxybenzophenone sulfonate.
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Appendix 4
1. The ingredients restricted in all types of cosmetics
Tipiadicit it Mz.lxnmu?l amount (g) of
2 ingredient per 100g
Homomenthyl salicylate 10
2-Cyano-3,3-diphenyl prop-2-enoic acid 2-ethylhexyl ester (octocrylene) 10
Glyceryl mono-2-ethvlhexanoate di-p-methoxycinnamate 10
Tris-Biphenyl Triazine 10.0
\p-Aminobenzoic acid and its esters 4.0 as total
4-tert-Butyl-4"-methoxy dibenzovimethane 10
0 83F ST 5 e Ax
S El ST F Ul At TolobE Fol AT £ Qi B2 A4S Ao 4
Hy o A3xNA Ak U=
# OObE Gol A8 gl B AAE Rek 4
(EERFCFERAT LN TELR - NBREIEDLIED)
https://www.mhlw.go.ip/web/t_doc?datald=81074000&dataType=0&pageNo=1
<olobE Hol ALg ¥ 4 glE B AAE Aokt AU

*AME FF 0 ZE QYE, AAFRAF, AHHEFO MEE + U= A

*EME 5 A8YE, AEAAURAF, FFEM AE E + U= A

*AME F5 0 A0 MEEX e ABAAZF, AYARAF, FIFEN ME  + A= A

T MM K219z S #M 20430 CiShM = 98 80 &2lo] 22 2 &@)E ol ME

= StEE0 oot Higte 4= UACH

M2 2]

1 FRE2EGIBR T < 7 ~ Z(Amaranth))
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10
11
12

o N oo o A WD =

11
12

13
14
15
16
17
18
19

i

FE3ISHEIR T 20 Y ¥ (Erythrosine))
FREBI02E@IB=2-32 Y »(New Coccine))
FRE1042 D (1)(BIE 7 O % ¥ > B(Phloxine B))
FEI1052D(1)(BIE O - N> # I (Rose Bengal))
FEI1I06E(EIZT Y v B L v F(Acid Red))
#EE®AE(BILR 2 - b 7 ¥~ (Tartrazine))
HEB55(BIB Y > £y b4 T o -FCF(Sunset Yellow FCF))
BE32E(BIB7 7 2 M 7Y — VFCF(Fast Green FCF))
EB18®BIZ 7YY 7> k7L —FCFBrilliant Blue FCF))
H@22(BI&M4 > Y THI 3 Y(Indigo Carmine))
1ThoMETEEB/IFS2HDDT7LIZVLlL —F
(10l 117EX|of] EAHE Ao ¥F0[& 2|0]3)

|
4r
i}
Ji

FRE2012(EIF Y Vv - LIV E VB(Lithol Rubine B))

FRE2022(RBIZ Y v — VIV E »BCA(Lithol Rubine BCA))

FRE2032(IB L — % L v FC(Lake Red Q)

FREB2045(BIE L — ¥ L v FCBA(Lake Red CBA))

FEB2052@IZ Y Y — L L v F(Lithol Red))

FRE206E(BIB Y v — I L v RCA(Lithol Red CA))

FRE207E2(EIB Y v — ) L v FBA(Lithol Red BA))

FRE208E(RIB Y v — ) L v FSR(Lithol Red SR))

FRE213E(FI%Z 0 - 4 I ~B(Rhodamine B))
FEB214E2(@EIB0 - 43 YB7 £ T — F(Rhodamine B Acetate))
FE2152(@IE0 - 43I VB2 T 7 L — b(Rhodamine B Stearate))
FE218EGIBT 2007 b5 70F 7204 L £ 4 > (Tetrachlorotetrabromofluorescein))

17

7/

FE2192(GBIB 7)) 7> kL —% L v ERBrilliant Lake Red R))
FEB2202(BIE T4 — 7<) — > (Deep Maroon))

FE2212@3@IEZ L V4 ¥ Y Ly KE(Toluidine Red))

FREB223I2E@IBT LI 7O E 7N F Lt 4 »(Tetrabromofluorescein))
FEB2252 (BB 2 £ » M(Sudan 1))

FEB2262@IBNY ~ K E Y 2CN(Helindone Pink CN))
FBRIEFBIB 77 27>y B2 7 > & (Fast Acid Magenta))
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20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48

49

50

FRE2282(RBIZ /Y- < b > L v F(Permaton Red))

FE2302 D (1)(BI& T+ ¥ > YS(Eosine YS))

TRE230ED(2)(AIEB T 4+ ¥ > YSK(Eosine  YSK))

FR@2312(Bl% 7 0 £ > »BK(Phloxine BK))

FE2328(Bl& 0 - AN Y H I KRose Bengal K))

EOWZWE2012@IBY 7R E 7V F L + 1 > (Dibromofluorescein))

Wi WE2038(BIZ /Y- v 4~ b+ L~ ¥ (Permanent Orange))

LW WB2045BIBNY F Y > 4 L ¥ YG(Benzidine Orange G))

2O WE2055(BI&| 4+ L » Y I (Orange 1))

EOWEW&2062(3BI8 Y3 - R 74 L+ 4 >~ (Diiodofluorescein))

O nW@2078(RBIB T 20 » ENA(Erythrosine  Yellowish  NA))

#H@®2012(RBIZ 7V F L £ 4 > (Fluorescein))

HE2025D(1)(BI& 7 2 = ~ (Uranine))

B®B2022D(QR)(BIE Y 7 = ¥K(Uranine K))

E2®2032(GIB X /Y 41 T O -WS(Quinoline Yellow WS))

EE204E(BIF ¥ /) > 4 T 0 -SSQuinoline  Yellow SS))

EHE2052E(RBIB N F ¥ V4 TO-G(Benzidine Yellow G))

BE201E2REIBT VY > 7=~ YFAlizarine Cyanine Green F))

BE2022(EIB X =) > 7Y — >SS(Quinizarine  Green SS))

#2042 (BIB K Z = > 3> 2 (Pyranine Conc))

HE2055(RI& 214 b2 — »SFE(Light Green SF Yellowish))

FH201S(IFE 4 > ¥ I(Indigo))

H®2022(3BIF /ST » b 7 —NA(Patent Blue NA))

E82032(@IL /ST > b T —CAPatent Blue CA))

E@2042RBIZ H VNV 2L 2 T —(Carbanthrene Blue))

F@2052(HBIBRT V7 7 XY YFG(Alphazurine  FG))

B/E2012BIB L Y > T 5~ (Resorcin Brown))

E@2018®BIBT Y XY ¥ = TIWSS(Alizurine  Purple SS))
19. 21M524F T, 28. 30. 32M 534F T. 37. 39. 40. 45K V46IL#BIFAL DD T LI =D
Ll —%

(19, 217 H 247X|, 28, 30, 32FF 347tX|, 37, 39, 40, 45 & 460 ¢=st= ZQ LF0|
2N

28. UK VPARI P ICE—IBDORME D4, 7. SRT10CEBIFEI2LDDNNY T 4L -
(28, 34 W 429 M15 F=9[ 4,7, 8 X 100] A== A2 HHE 20]3)

28, AR VALV CE—FHOBBED7. 8RUV10LIBIFI LD VI =T 4L —F
(28, 34 % 40, 15 52| 7, 8 W 100 SAHE Zo| X|23F 20|37

mr
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10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26

27

JRE504
JRE505
FREB506 2(BIB 7 7 2 b L v KS(Fast Red S))

=1

i}

FRE401 2EGBIBEF 7 3 Y R(Violamine R))

FRE404 2E@IB TV T 772 M2H -1 v k(Brilliant Fast Scarlet))

FRE405 2(RBIEZ Y- <}4 » b L v FF5R(Permanent Red F5R))

FRE501 S(EIBE2 N - L v b L v FNF(Scarlet Red NF))

FE502 5

FRE503 2(BIE K > vW—-R(Ponceau R))
=]
5

(BB K > v —-3R(Ponceau 3R))

|
J
(BI& K > VW —SX(Ponceau SX))
(Bl& A 4 L v FXO(Oil Red XO))
W WE401 SGEIR AN Y 7 L 2 Y(Hanza Orange))
2012 WE402 S(BI& 4 L >~ YI(Orange 1)
2012 08403 B(BI& F L >~ YSS(Orange SS))
#2®401 EGBIE N > 4 T O - (Hanza Yellow))
Ew/402 E(AlE K- 54 T O-5G(Polar Yellow 5G))
@403 2D(M)BIK F 7 + = 4 T a -S(Naphthol Yellow S))
#8404 2(B1E 1 T 0 - AB(Yellow AB))
#EB405 S(BlH 1 T 0 - OB(Yellow OB))
EEB406 S(BIH x 2 = 4 T O —(Metanil Yellow))
EEB407 SBEIBFE7 7 2 54 b4 T O-3G(Fast Light Yellow 3G))
#4011 B(BIB S 7 b - J) - »B(Naphthol Green B))
73402 2@IB X 427 7 — »B(Guinea Green B))
F403 E(BI& 2 &> 7 ) —B(Sudan Blue B))
FH@®404 E(BI& 728> 7 = > 7 —(Phthalocyanine Blue))
%6401 8(BIB 7Y X0 -5 = T (Alizurol Purple))
E@401 SBEIBF 7 - TN -T2 v 2 (Naphthol Blue Black))
1.5 M57 £T. 9. 11, 14, 15, 18, 19, 21. 24 RU25 K#E/IFE2HDDT7 IV I =D LL - %
(1, 55 E 77HX| 9, 11, 14, 15, 18, 19, 21, 24 & 250 QAFst= ZQ| AR 0|& 20|3)
11 RU21 CH/EF260DN )6l —%
(11 3¢ 210] @7t A2l BtE 20]3)

JoodJo do Jo

Jo
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*dl—Hh > TN
_ 4.0 40 (1.0)
* dl-Z4 1
*DL—ANY T ZNAMTIO- W
8.0 0.30
« DLEEEY2AAE © (0.30)
*D—NY bTZN TN -
3.0 0.30
* D-MEHYYDS ©) (030)
Fl—X Y b=l
7.0 7.0 (1.0)
*I-HME
N—7tFNVN—L—> 2T >
9.00 9.00
N-OFAM| & -L-A| AH| QI
*B—TIFNLTF B
(0.80) 0.5 (0.20)
* B-=c| 2y el
ry—A Y -
(O) 1.25 1.25
* y-22|Xt=
*TIUML Y
(0.50) 0.3 (0.20)
* r2tE 9l
Y,
o 1.62 1.62
St
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1009 & E|CHE{SHE (g)
ek At E[X ok AFEEIX| | EEO| AFEE
%Ee IEE B %e IEE B d27t JUe
Mol A MO ¢t= A =

BT

10 5.0 5.0 5.0
FALT|H

’ *F LU 10
. QxS (O) (O) .
*h x>V

12 B 2.0 2.0
* 7t Q!
CIR S &0y

13 L 0.3 0.3
8=t
*HOYIITE2R

14 (8.0 43 (2.0
* UXRFES
*OTPATALYANKRIEEST R L

15 _ 0.10 0.10 (0.010)
* TOIO|O=HHEZMLIER
*TVFNVYF OBV N) T L

16 (0.80) 0.5 (0.20)
* S| Ee|EIMCHE
* NV AVEIOLANEY YUK

17 R 0.225 0.225 (0.050)
* SREZMUSEEUA A
G Fozi% 4 b

18 | 1 1 1
SIME|EZEIAIOIE
43T *%2BS

19 3.0 3.0
AO| A 7| ABS
*EEfgdl—o— b 317 z 0 - W (F2)

20 B (@) 3.03 3.03
* XAl-a-ERL|E(F2)
A ) FIEE A TF I

21 5.0 5.0 (0.10)
* Ag| AL E
Ve ROXYTNIZOL TI/TE

22 |7 -+ 1 1 1
CIS|EEA|IYR0|E OO OtA|H|O| E
THEBFBER22AHBIB: T b -

23 | ) 1.0 1.0
At AMXHAH|AOA (E HEOHE)
KB MR

24 A 2.00 2.00
T848
*ZOF VBNV IN

25 0.20 0.20
* L|ZEIAEE
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FEAW DAE o] AR Boll Yol e] (O] FAE 21 Pkl Ak
Fe3ES FEARORAL A% BFo) delg by
AR YEE T Bl g 3ol 28 Ag i 7ol wekek g
CREAE U2E W Y 15 @ e gug
Ic 74

AL oF2Y (AAERR)
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000066530.html

(@]
a

YR U= ol o|E 4 2002 (HAEBHIHEFERRBEE 2002)
https://www.mhlw.go.jp/web/t_doc?datald=00ta8090&dataType=1&pageNo=1

24

O|HEQIERAZ 1 2006 (EZEIRIPRERIRHE 2006)
51 https://www.pmda.go.jp/review-services/drug-reviews/about-reviews/q-drugs/0004.html
https://www.mhlw.go.jp/topics/2008/04/tp0407-3.html

# A5 1 ol 2ul kg HAFE F AEAE dsEd dalA
(bW LERANKRFOENED ) A FI2DOnT)
https://www.mhlw.go.jp/file/06 —Seisakujouhou—11120000—Iyakushokuhinkyoku/yakuyou_kounou_1.pdf
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https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/recall-info/0002.html
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