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[ Abstract] Drug re-evaluation system has been developed in some developed countries for many years. In
these countries, unique and mature drug re-evaluation systems have been established to make up for the insufficiency
of pre-market research and review and further improve the safety and effectiveness of drugs. The importance of drug
re-evaluation has been repeatedly verified in the practice of developed countries. China is establishing a pharmaco-
vigilance system and should take advantage of the situation to establish a drug re-evaluation system adapted to
China’s national conditions, maintain focus on the safety of drugs throughout the life cycle, and ensure the medication
safety of Chinese people. The post-marketing re-evaluation system in Japan has been developed for more than 40
years, and it is full of reference. This paper reviews the historical origin of Japan’s post-marketing re-evaluation
system, systematically analyzes Japan’s post-marketing re-evaluation system from the aspects of object and period,
change of laws and regulations, responsible subjects, and implementation procedures and so on. In the last part,
practical suggestions are put forward for the construction of China’s drug re-evaluation system.

[ Key words] drug re-evaluation; pharmaceutical policy; post-marketing review of new drugs in Japan;

post-marketing management

2 ity b T ET R 90 A A A R R PR (323 B A HFFEEXT 300 ~600 A#EAT 6 A4~ F WL A% 45 5 h mT LA
OB SR A KA R AR A S BOA RS EA R B 25 A AR T RER TR
) B R KA TR 259, 76 ICH ARl rp M/t AR TEBRMESR TR SR A5 26 2 4 A R R

HEE ) AR B R AR 2y BT IR B R
[1’&%;%'7"?] ﬁﬁ#ﬁ],&r,fﬁﬂﬁ%i,i%&*{é&m%s’niﬂ%‘ BE 7T R TS A L e i b B S T 26
J6 SR 5 sk UBF % . E-mail:xytmrzy@ 163. com,
[BRMEE] 2,3, ML AFH, #%, F2AFHEEANE ﬁly{ﬁl{?ﬁk%&ﬁj‘i‘mq&%\Eﬁﬁi‘méﬁ%ﬁ%ﬁg‘%"
W2 S E B (GMP,GSP, GLP) 5 J5 8 . % 4 % F % . E-mail: MM BFRE AT 3 T R LT R 2y
1¥606@ sohu. com . A RFSE VAN, O A8 U W S T A T B R B 2

1608
@7‘ PEHRR 2023 FE 32 B 16 5



Tt 42 S, T kA LT RGBT AR 2

245 f FEIE A A X 24 i 22 4 9 PR R OR ROk T
L BE Y 52 3 P A A B A b, AR A D B
TF 4 24T 25 BV ) B2 00 I K, 7 22 4 (9 92 B
FTHE Y T — 58 38 A W 25 W TP IR &R, A1
B HARZ My BT PR 32 B A R
SCHE B2 P AT AL S 2 A FE A R
Hh P A RS () T R Y 2y A LTS R

Chinese Journal of New Drugs 2023,32(16)

JE TP 1) B 2 X BT 2 R AT B AT AL
PR ZE A PR o
1 HABHES ERINE

1960 47, H A A A SE 0 1 25 5 ik o 1979 4%, H
A AR BE 8 G T %k BB T S R AT
SRR BE IR S GIAZE NIE, H A 2
A A B AL AR R, G i A A
WIRIFE 1,

R H ALY A A DK R

i i) R A A S

1979 4 ik PEITEI W o B A T R A2 Tk

1980 4F A SH 115 0T 26 500 STHE AN, A T A A T o

1983 4 2k AT 25 53, 1k 11 24 W R 2 R RN Y Y A

1986 4 R 82 5 KA e T P A 4 T B2 S Ak B s o )

1991 4¢ R 646 5 SRAT ST 24 55 () o A RO Y 1 T U8 A S5 A% E ( Good Post-Marketing Surveillance Prac-
tice, GPMSP) ™ ffy 3if %1 L

1991 4f ik BT 253 ik« A ik 5 L 2 i RO BIF R 5 5 35 24 o 2 AR < 900 o S K g R

1993 4§ R 572 5 S AT ST 2 L TR A A DG M AR v (1B 1T R GPMSP)

1996 4 ik AT 25 53k I G 1 5 A BT Rk A T A B S P 2 (T I O A bk A S AT T
A 0 25 R TS A 55 Bl 4 ML RE I B 2 I L R 6 2T e RS AR 57 3 4 K BDMLE R A iR
IR

1997 4 A ST E A 45 10 5 BT 2 b VAR AR AR DG 4 4 (B GPMSP 454 ) 7

2000 4f JRAE ST SR A 151 5 1T GPMSP 44 4

2004 45 A S Eh A 171 KA 2 LTS VA A % I R B 5 95t A 1 AH 5 19 48 4 (Good Post-marketing Study Practice,
GPSP 4 4) ", [F] At GPMSP 45 4% 11 1*!

2005 4F RS Er  JRA 1027007 5 S A S T 26 T o A A9 B i R A S AR TR B s T

2013 4f ik B4 g AR 2 G R T IR B A A R RO R S B e (LUF R RR s ) 7 1Y

2020 4 2555 R 10 5 RATHB T AL & T F 15 4 24 115 6 2 I 7 BRSO} % 3

2020 4f: 2555 R 16 45 BT A A E”

2020 4 EIEA L R R A S T4 20 T A T LR S 1 A 0 A SO s

W DA BN XE R B, H AR 2 T AR
B R KR 40 AR N AT RS .
2 HAARBHEEMNNKRERIZEE

2014 45, HARXS 25 kb AT HABIT B R
DR 24 5 (BT 2 B B T A LR A M A O A G
AR (LR R RR 25k ) "1, 2 bk h A5 i A
il E AR OG0 2 £ Z A T4 T U 455 sk ——
R E AT . ST T USRS DU SO E , T
A W0 G R H AR AR 55 48 W B2 5 T A & oA
ST E BB o BRAR R = 4R B
o 25 b T O B 2 SO R 25
T B R A 1 LA 5 BR 0 A ) iR A 55 B
T o ARE T SCHT IR, Bk 46 2 Sy P A 51
B A, 2 A TAE R A A b

T A I T A 3 A 2 s A 2
JEA S5 S A A, LR 2

2 H AL A R A B
W% B A

BIE s
DL 24 dh AT 25
FiE & 25, B 48 0 25 B 4 1 1Y
ZREUHE T LA A 25
I PR 28R B AT 1 08 34 B 24

e LTz B 6 ~ 10 4F
e Lz B 0 ~6 4F

L3 LLAM A1 2y ik 1z Bl 6 4R
EE RS B8 5 %5 Ho 2 i
R B o A ) PR S

ZBRR A T U A% 25 S 24 Al ARt B B A LT 5 24 R R AR
U 3 JE 124 B i 2 7 0 T S e

1609 CEgj'
PEHARG 2023 F55 32 555 16 £ ‘



Chinese Journal of New Drugs 2023,32(16)

2020 4, A= 55 Bl A A A TR 25 P A A A
W BT RLRE AR B 25 F 28 0 — 25 % o A ) k47

25 5 A LB 2572 Fh 2 5T E I AE K R A
10 AERER Y 3,

T Aoy IR R T AT AT 25 WA AT N o R A

R3O JEA ST S B 25 P A A R E

T A ]

@ 7 WL I 24
X A R R/ N IE U A T

5 8k AG L i o 0 25 A RO T /38 N TE A R {E 45 25 5@ AR AN TR Y 24

£ 3R A Lt o A 5 L T 24 L BB T 25T R

10 4F
6 4ELL L 8 AELLR, B A 7 8 4 e
6 4ELL B 8 AR LU, i 5 A 55 3 i

@ A& B SR JEZE P B B0 DA T AP 245 W G AT O 2 T R S K A A 2R AR I S (quality of life, 10 4f
QOL FE 5 ) Bt (IF: e i 191 BJ5 A0 2R I £ 5 7 A5 1 A R AT IF A0 19 07 245 (5 224 77 0 24 1 JXURR: 4 2

SHEATINGE )

@ BTl 2 WA, BOM S A TR T 2 LT 25 2

@ e H 24 b

® O, 5T 125 5 ST 80/ E BLIE LA 22 5 R 2
RN IR IT 24

L 28 345 L T A 1) 24 i LA 5 5 1) 5 DL T 245 97 50/ 368 IO I P87 24 (B L 3 A 8 22 S B 1 L)

FeAl AR 5L

© BO@SS, B kAT Ltk i 25
3 0 Y S A TR (LA 200 2 D 4 24 3 R A R 1 0 2
Fofl 5 8 BT 24 i DR KB 3 2

Ok LiRO@A@E® LIS i i

8 4
AL 6 LT i 35 3 B

6 4E LA I 8 AF LU, th LA 95 30 4 W
54104 H
44

445
445
6 4

3 GPMSP 5 GPSP HH##ES tHRAZE
1988 4 11 H 19 H,JEA 55 sl 44 /s 4 GPMSP,
JRA] B Ry BT IS R B 4% 0 2 ( post-marketing
survey, PMS) [ Bt B SRR 0 kb i< R A7
BRI RIEN ARSI S5, A0 T I R
B AR B A A PEBESE 15 B i BT AR R AR
it PE R 2 (MID-NET) , 5 A 7 11 J5 &dl 22 i 47

38 2

GPMSP S H A i £ 19 € b i e 0 A5 o it 4 B AL
) WA, 2004 45 12 F 20 H 24295 3 & A A
GPSP Htft T GPMSP, GPSP ffi% T GPMSP, H. % %
90 PN 14 BR T 24 P £ TR 4 B BT S A
FEPE BT 7= it A4 A, % SO T 45t B DR, B L% 5
PERTATRAEPE " 2 4,

#& 4 GPMSP 1 GPSP Xt

GPMSP (1997 5 )

GPSP(2020 4E1&1T 1)

S5 1 Z% H R DR LTS 9R AR AT BHLIE SEAE , B DR P A AR R A T A5

52 S E X

53 4% LB AR M 9 S SR

B4 G TR TR A DG R R R

W5 4% b EA RS RIT B

956 5% LTl A A B f TR

957 % LR AR I S

8 4 2R Bk gk

5509 4% 2 SR S BT & BT 45 5 OR HURE X H it
5510 Z% < 24 b FH L St A R 3 A

11 5% Ll e R R IR 56

W12 & HK

9513 P XE BT S R A 45 Mol AT BRI
514 % EHTRTRE H S WEAT

8015 & LR A S A DG IE SR IN AR AR

S5 1 Zk HE S AE 7 BT B A A e DR i
B2 AR X

B3 4 LR MAE S S RIT B

S5 4 J% BT U A A L 5T

555 % bl UE A ) S AL E

56 Al ST 2

7 4 BRI IR

8 F Ak

59 A BT LTS IH A 9 45 Mol AT B
5510 2 BRI A 455 BT

S5 11 2 BT IR £ 55 AH SR S PR A

5512 2% . LTI S 9 A S A G B9 1 2 AF BORHRY AR ofE

1610
@7‘ PEHRRG 2023 £ 32 B 16 5



4 BHABHEBIENREENEK

JE AR 5 ) 48 B S Y 2 it A A AR PR P A
PRVl 55 v A 45 B8 5 AR T, e A A O o A o
HISEAE o g 0, 0F 5 5 At g e .

24 i FI BRI 5 B 255 48 BRALAY ( Pharmaceuticals
and Medical Devices Agency, PMDA) i1 J& A= 55 sh 4
Gikk 04 I A 2 R R EE ST AR AR AR B TR X
RHEAT (i R T A 5. MIEEMERE,
PMDA JR$H 3 5 TR % 15 A 8 ARl 55, 2
B X 24 R AT P AT A AT A MR R A i A

T30, RAE S B 24 U 3 P A 24 Al
AJ 1] PMDA $& o A8 45 45 108 % 30, 35 28 iy 1 24 4
AP A PMDA #9456 P RAIE S BE A7 74 18 , 15 75 5 A 1
T 5 VAL G PRI 56 1 GPSP | 25 5 I A 128 36 4 3 40
78 ( Good Clinical Practice , GCP) S 42 ] i 45 & =
I Xt B T 3 25 A SRR 0 AT A

A EEE NN AR O Bk
B e R AR R, @ & e U ] R S
P A C TR, @ B 58 L S B A A
FOCHRL, @ HoAtb 5 PMDA K il B 80 i 11 5 9

Chinese Journal of New Drugs 2023,32(16)

5 B I PR 06 1 R 4

R ) R - D PMDA {5 ik 3 3 45
HIZG A HEATHE TR . @ 425 Aol 4 T2 9%,
A G B, B AW AT E R . B PMDA %
ST VR A A BB A . @ PMIDA AR 4 9 R S it 7
WA SR, © W5 H a7 58 HEAT % i A 6
%, © EIREIDTE,

TE 27 24 1) T £ 00 1], ey o) 25 4l 97 3 AT
24 it B T AR S A R ) A R B T I R IR
SEE BN, B E bR IR A 25 4l B B 2515 U
RS B 3L R I, A G5 — B9 (0 FH 455 9 B 4%
AEAR 5 110 T U W R T ) 25 il s A A 6 £ %
I RS B8 515 B AR A AR TT R . BT e A
GIEEARBRT FIRS 5 A5, 6125 40 19 25 90 AT
SN2 e 1 R R A R AR T O A
AEEETE S5 TR AT BRI I o 24 1 7 e T
T3 0 5 T WP S S SR ss B S A

MR A2 2 X3 =B MBS 25 4
£ {7 T A 5 98 A — i 6 5 fEOR BR T R S W se i
&S,

RS HARZMEHDSTA AT H &5k

PR R B ] A

TR A

BFE AR e ik A B I £ e Gk I A

RN
% Vv
TN
PR B Vv
S ENLT
LA BRI

LR AT AR A

T 4 B= Ui %

PG R 1

259y 1 11 1 y
B/ B 3 (P AE A IR ) v

ROk ARERH

Lz

ELIN v

ZE 7

JE g Ve

K39
et
A R
15 HAD 2 AR T I LS
R KA G i
5 15 M RS Y e A

SCHRBT 5 45

SCHRBIF 5T 4

< <<

P E &

<

2 9 451 4 2

i e 55t
QOL 4§

a1l 24 i ll 52 5t A % PR 3 g 350 5

1611 CEgj
PEHARG 2023 F55 32 555 16 £ ‘



Chinese Journal of New Drugs 2023,32(16)

SR, ] 25 4ol 42w b i e 9 A fE O dIF Ak
— BT R, 7 A SR RN IR R Y [ T I
W2 P © Qo) Xy f bSO A R AT R R
@ iy 4ob FGF B A R BT HILRG 3 A4 67 4R (4 4]

2017 4%, i v 24 i PR A RS8O SR AR 57 8
B AT ST AT R A R I I N R BEORE % 3
FET 2020 4R HEAT T FHETT, UE T 16 AR O R
IR 6, 2 Al th 1V 2 DAt S T R 2

A A AT H B Z I &) o

DA 00 R AT 25 1 R AL

@ fErefs Bl

ity b T R A

R 6 A A HIE M

¥ 5 H K 5 # K
BEF £ 1 T A HE A O B 9 2 S R LUA R B R R B A g ) AR L
W 2 A b T S o I BB AN RS B A e i B £ 10 AN B ST B o 49 4 5 O
BE1F 3 A A 0T ) 24 8 P U R T A BiFfF 11 AN R R G o 41 1 F R
WE#F 4 24 i IS 8 BT Ay St 17 L BiF £ 12 A B0 24 e R R A BN RN R A% e B 1 L
W #F 5 P e £ 8 A M L Bt 14 13 I S 245 ) K 3 it 41 4 L
W £F 6 b T i 2 9 A A BiF1F 14 W4 & B0 17 Bl
Wi 7 T AR 1 2 B 15 b T VR A R B AN RSN AR e 4 17
WE1F 8 A 1R XS e /N 1 Bl A Bk 16 el R A e A
5 HABHEHNEIEER BIGE) AT B BT 3 A T A 1] JRE AR 5 S

Hy b SCRI I, A A R S T E AR
(G T i (SRR T 693 il B

VI Y UE A5 7 TS

Fotb R A 25w A W2 22 55 00 87 25 (b H AR R A2 595 3

1612

<4

PEHARG

é%ﬁ”’iunﬁﬁﬁﬁﬂmo JEAE 57 Bl 48 B 48
AT HEAERNRELAE 1,

(158 245

(ﬁf%%ﬁé#i#ﬂ&iﬁi@ﬂ)

2 BV EAT A (MAH) SR80 g b i 74
Hefe s
TA T BIR . L AR
CRAESIA 1) CumetA) (*F%MID-NET)
Yy v v ﬁ_l_ﬁ Yy Vv v
2 [x][w
! ‘ weAA: | | raaa: i £ £
gl ||
|| w || g2 A n i o
mol || ® AT || LRI g o % W
1 i W REREM | | RS EA] i3 4
|| E || % wl || | ®
¥ %
: #
R A BRSO IR s 4~104

TR ORI A6 A IR Ui i

26F JR B ISR AT R AR

I
MAH*E%E%%I’EJPMD?%%EHEE' B AW

B 1

2023 & 32 535 16 2

PMDAMAT 2

TR AL E A

|
el

——| Rfrks: RBEIEE P |

——| e — |

H AR 24 141 A AR



FEAZ AR T, HOAS P A A R 0 AT R ——
H A A 55 814 . PMDA L il 25 4k ( 24 4 T i
AHRFAT ) #8 N R R FEAE o
6 MWHEEARBITNHENBR
6.1 FEREREIFNGCUEBTIMBIELL Hs
T, 30 WA I 2 25 Ak R B T 25 R
o TR R e O ST AR B R T AE A
PSR T HAT T b8 A g R s B E
RIC AR E L U A 52 22 5 B3 R 3 1) 0 o 25
bt AR Y — Ay IE R T RS TR . ARYE H A
(17 S, 25 PR AR Y Al R R B T A
SROE T 25 40, n SR A 7E 45 A i 2 Aol P T 4
TR TAE /9 5L il 245 5 B OF 0 i B 3 T Be & — i
6.2 HAMLETEBEIEMNIENX ZWERRZm, K
[l A7 AR W BE 1 B A R L (LA A TE BT A K
AR R RN BB Y IR) 8, 6 TR 25 BT L B T
FEPEAN 25 A B B AL AT s T O0L 2 18, el 1%
A& e X, BRI A BT AN T AR GPSP
T TAER M fets 5, WA B B A& 5
— B T A A (P A ) P A R
Zifs BACERZ AR . Bk, B 3k E e
F T W5 AT 25 I R B 56 o A )
(2 AN BRI 45 0 W0 A B ) L (2 W
o e A BRIV ) S A G R, (H B> B R R S 20 b
05 BN TAE R, EE SOl Sr i 25 5 Bl s
PR sl JH A AF 5T o 4 PRV , A BT M R B SR
PLAE S Al At o 24 i PR 1) o A TR AR
6.3 TELREBNERNALUEKSEENEITENH
BEH A2 S WA T AN 25 4k D) A T R 2
TOEE A S I O P2 4 7 G A = N 2]
i (44 P B &t A AR ) R A R T S I R R A
T Bl WA 0 A A A A M R T 4
2l K I ) 360 4 Bl 2 T T A g A P
A BB . TRE N AT S H AR S5, 3 B
WA, T30 A 38 B3, SC I S A T 2y
bR EAE
6.4 ENEENCERTEERELZ ZR4W
B2 i DR A B o) ) A 0 S T I 2 SRR
F b B2 fE BACFR AN BRIV I 38 A 25 5 B
OB AR s 2 R A ALE . TR E T A
5 [ AR AR A R A2 FH T 25 9 R R XU B /N
CRTESI TR v 1B =S = T I o o o [

Chinese Journal of New Drugs 2023,32(16)

A 25 3 0 B 7 4R B B0 HE W 4% 1845 A ol R AT
YTAT IR VR A MG 2B AR, RS T

= A/
7 H5iE

T [ 25 g #F Bk 24t AT IS8R A 4 v, (HUHT 25 10
TR 2 e A R R R DA R T — 2P o
o 2 PRV M BE A ST 5 e AR T IR A
LA AR 2RI =0 TR T BT 2 A
N SRt I N W IR PR = D R AL e o
s JUHR B 24 LT S WA A I P A T AR
oA B 24 i 42 A i A 0T, S B2 dh b S A BER
AR ARG AR

[ & % x # |

(1] B3, M. ICH JEREAA 500 m) [ M]. Jbgt: B EEZFR
g, 2021.

(2] B3 GMPHAR[M]. 4 . dbxut. b [ EE 25 BHE Wt
2019.

(3] k3t Biad)a, kg, 55, EE RRW . H A2 & mirm e ik
A O Mo R E SR [T]. PEZ ), 2019, 30(18):
2449 -2454.

(4] JRAEIPEAE. BEEEG (BEeBE S A5 O Ml A R OV Ak
DHERFIZBI T 2 AT HAILS]. 1961.

[5] JREME. BHEAVKT LHEELFORP A IZON
T[EB/OL]. (1991 - 01 —29) [2022 - 06 - 12 ]. https://
www. mhlw. go. jp/web/t_doc_keyword? keyword = % E5% 86%
8D% ES% AF% A9% E6% 9F% BB&datald = 00ta7061 &data
Type = 1&pageNo = 1&mode =0.

(6] BFAENME. FEEMLFOHFEEDHFD 2D DIk A
HDEMIZET 2 32O W T[EB/OL]. (1991 -06 — 18)
[2022 -06 - 12 ]. https://www. mhlw. go. jp/web/t_doc? da-
tald =00ta7168 &dataType = 1 &pageNo = 1.

(7] A . Sk ROV 3 o 11 H 9 R o BF 5 i Bt
BEERno—# 2 8IET 2 ERDOMATIC O W TEB/OL].
(1991 -08 -25)[2022 =06 — 12 ]. https://www. mhlw. go. jp/
web/t_doc? datald =00ta6846 &dataType = 1 &pageNo =1.

(8] JBEANMA. HHEFDO M EWIET L EEDIEITICOW
TIEB/OL]. (1996 - 06 —26) [ 2022 - 06 - 12 ]. https://
www. mhlw. go. jp/web/t_doc? datald = 00ta6860&dataType =
1 &pageNo =1.

(97 RV, BE3EM O MERGER O HE KRR HiED
FHEIZH T 58D T2 DWW T [EB/OL]. (2004 - 12 -
20)[2022 - 06 - 12 ]. https://www. mhlw. go. jp/web/t_doc_
keyword? keyword =% E4% BD% B¥% E7% 94% A8% E6%
88%90% E7% B8% BE% E8% AA% BF% E6% 9F % BB&datald
=00ta8194 &dataType = 1&pageNo = 1&mode =0.

(100 JEA= D748 . s i T B2 38 5l oD T A |2 AR 2 s HGE 1R 3
25 ARG 2 4% (2> v TLEB/OL]. (2005 - 10 - 27)
[2022 -06 - 12]. https://www. mhlw. go. jp/web/t_doc_key-
word? keyword =% E5% 86% 8D% E5% A¥% A9% E6% 9F %
BB&datald = 00th2834 &dataType = 1 &pageNo = 1 &mode =0.

(1] JEAS 4. BN AR AR 5 0 i H A Bk S v 22 ek
DHERSEFIZHE T 5 EMIS]. 1960.

[12] EAN@HE. HEEMBICRLEEET —FIANT 740
DM 12O T[EB/OL]. (2020 - 11 -19) [2022 - 06 -
12]. https://www. mhlw. go. jp/web/t_doc_keyword? keyword
=% E5%86% 8D% E5% A¥% A9% 6% 9F% BB% ET% 94 %
B3% E8% AB% 8B% E3% 81% AB% E9% 9A% 9B% E3% 81%
97% E6% BT7% BB% E4% BB% 98% E3% 81% 99% E3% 81%

1613 Cyj
PEHARG 2023 F55 32 555 16 £ ‘



Chinese Journal of New Drugs 2023,32(16)

[13]

[14]

<4

B9% E3% 81% 8D % E8% B3% 87% E6% 96% 99 % E3% 81%
AB% E3% 81% A4% E3% 81% 84% E3% 81% A6&datald =
00tc5451 &dataType = 1 &pageNo = 1 &mode =0.

JEA SR PR A B AR SE OO L A R R N e
DHERRAFIZH T 2 kST, 1960.

JE A A, T AR o B v 12> v T [EB/OL].
(2020 -08 -31)[2022 -06 — 12 ]. https://www. mhlw. go. jp/
web/t_doc _keyword? keyword =% E5% 86% 8D% E5% AF%
A9% E6% 9F % BB&datald = 00tc5322&dataType = 1 &pageNo =
1 &mode =0.

RS . EEMOBTREREDLEIZHT L 5L
[S]. 1997.

JEAE A . S oD S AR SE AR O d A ROV RR B D H i
BHEICBY 584 [S]. 2004

JEAE ST . BR AR R A S AR [ EB/OL]. [2022 - 06 -
12]. https://www. mhlw. go. jp/content/000701456. pdf.

JEA A B E A 1 A A M AR I B 5
A1 EB/OL]. [2022 - 06 — 12 ]. https://www. pmda. go. jp/
files/000238257. pdf.

W 3 = BB PMSA A4 FZ 4 » il Lo a[T].
HEFH L 1990, 2(21) ; 493 -496.

JELAE 9 AR T 3T S 0 5 38 0 TR A RS IS LR AT T
NEBRHZOWT O —FHIEIZ O\ T[EB/OL]. (2020 -
03 -25)[2022 - 06 - 12]. https://www. mhlw. go. jp/web/t_
doc_ keyword? keyword =% E5% 86% 8D% E5% AF% A9%

Hifa PR

1614
PEHARG 2023 F55 32 555 16 £

[21]

[22]

[23]

E6% 9F % BB% E7% 94% B3 % E8% AB% 8B% E3% 81% AB%
E9%9A% 9B % E3% 81% 97% E6% B7% BB% E4% BB% 98 %
E3%81% 99% ¥3% 81% B9% E3% 81% 8D% E8% B3% 87%
E6% 96% 99% ¥3% 81% AB% E3% 81% A4% E3% 81% 84 %
E3% 81% A6&datald = 00tc4854 &dataType = 1&pageNo = 1&
mode =0.

TR, WIBR. BT 1S KA R BT R AN 25
B RS SGXHLT]. HEZ B, 2022, 33(5) : 519 -
523.

BOWETE, R, MAE e, S 25 LT R A R
WE R TAE B SR el [T ] P E 2y, 2021, 35(12):
1335 - 1339.

P, AR, R, b B SCE D 5 A 7B
TREELTRICE T2 RIEM BB RD LB [T]. IR E
i, 2013, 44(6) : 463 —468.

VST, SR U, 22 A8, 45 UM o2y bl S B Y IR
b5 [T, ik AP BE 24,2022,17 (14) 2036 —2040.
FREX VT, 247 e, 55 h 25 1l 5 I R 37 0 F 90 S8
BT[], P E B2 2 75 ,2021,30(24) 12262 - 2267.

R R LA P R 2 — BRI BOR 56 E
HAH G B 19 43 Bt 53 ie [T B BT 25 4% &, 2021, 30
(13):1164 - 1167.

it Heme L/ 8 % B 12023 - 03 -27



