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[ Abstract] In this paper, a comparative analysis is carried out on the policy of listed drugs in Australia,
the policy of over-the-counter drugs in Japan, the policy related to the conversion of Chinese patent medicines to
over-the-counter drugs, and the policy related to health food. The focus is on one of the possible situations for the
registration of over-the-counter traditional Chinese medicines (TCMs), namely new prescription-composed over-
the-counter TCMs. This paper discussed separately from the three parts of the scope of Chinese medicinal
materials in the prescription medicines, the scope of indications, and the technical requirements, in order to
provide references for the technical requirements related to the registration of over-the-counter TCMs.
Recommendations on the marketing and registration of new prescription-composed over-the-counter TCMs: (D1t
is recommended to formulate a list of medicinal materials for the use of Chinese herbal medicines, and consider
including raw materials of health food. On this basis, a batch of safe Chinese medicinal materials/decoction

pieces was added. And consider dynamic supervision, such as allowing the addition or recall of Chinese
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medicinal materials/decoction pieces in the list of medicinal materials. @ The scope of indications is
recommended to consider the scope of indications for the conversion of Chinese patent medicines to over-the-
counter TCMs in China, and the selection of medium-risk indications can reflect the characteristics and

advantages of TCM treatment. 3 Efficacy evaluation needs to provide high-quality scientific evidence, including

clinical research data, and consider relaxing the requirements for non-clinical pharmacodynamic trials.

[Key words] traditional Chinese medicine;

Chinese patent medicine; health food
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Table 1

Comparison on scope of indications between Chinese patent medicines converted to over-the-counter drugs in China and over-the-

counter drugs in Japan

H A AR AR5 25

JLB

JEESS

SMFRE

VRV SRR SR AR L S A PR P SR R ) T B iR

g (i)
Bitr IR R
HIE(H M) s TREMEIS AN R A2 M S R (R R 2) I H Ik
e () s DIRBTE TR AL AN R 18 PR 18 28 (B R TE 1 20 T8 B o
WS s S REVE VS W 5 LR A AE (VS ) AN 2 A2 vk R
FEFE ; D REPERERE M 5 s 5 AE (RERS AL )
SK AR 5 O Sk TR kM Sk
A% s IR L CRE RS ) L B PE S I (R B ) 8 3R R R BT (R ) AT 0 28 D) 8 25 L O B30 22
AL B AL
AR (RIR ) 5 op 3 2R IRE
ABIE ; #0028 5 55 A 28 25 ik (PR T RE R %)
S < FIE IR FAGIE i (5 U B9 AT 105 AR L AR ORG A R ARG L I I F BT S % M (T K i MR G )
PRI 5 A OGS PR (RS2 R JE N T R, I8 W B 2 T P ) AR S KU DTS A R AE 1Y Sy SR X E VR YT (BRAM )
HEE 5 Dy BE P HE 59 B
RE R E RAT R E | L R R S S S R (S S R B RR L)
0 IR R BRI e ST R (A SRR R B S ) BT Ok
o (i)
DA DI REETE LR R (RN BN R B 55
TR s DR PE T LA R
W5 IR LIRS W 52 R G AE (IR TS B A2 I 48
FEFS s DI REPERERL W 5 s 5 A (FERBAY)
FHE; REERAR
) R 5 g ) ERAE B G S DR () ke g AL LT HRCRE i e R 4 )
5%
S IE < JIE I K BAGIEAGE (R WA O ARS8 | B R B R OV I T T B R /M (5 B R A R A %)
WK 25 % DL LG EE SR O T
HEE 5 T e P M 555 % AR
H A 5 A7 HE 51 A 3y 1
IR 2 R MR 4 (I RE R 46

ZET0 SR AR UE (R TTINZE G AR ) SRR L P 23 U8 R 28 P B 2 T B 45 4

AT 5 T HOPE I T8 5 2 B B T 3B A% (R T A B ) 20 T I T (A R PR 4R ) A R M B S B
CRRAT ) (BRT 182 P I 5 B M 58 ) BT 8803 R St

Y Z WS I (A A LR AR ) s 6 G 45 A AR (R FR AR W25 A1)
75 B 5 O R P P 5

7 BRSO Xt P PR 3

I3 i (S TS LA ST )

KK B EE AR KA (T BE)

PRI < SR TP % B VR (LB PR VR I )

R R LN AN GRS R R T, T

R N

< <

- 164 -



5527 55 10 1] HESSEFFFHRE
202145 H Chinese Journal of Experimental Traditional Medical Formulae

Vol. 27,No. 10
May,2021

gx1

Bz

TN /D) B 320 B BB 2 R R IR B 2 23 S B4 3 A

H A AR AR5 25

AR

B B4 - DA 7T BORK LA O (R 2V R . LR BRI R S I, Al R B T RE R A, JE T M B

1) s @k B kA K B DRI 03 (e NTRTAR) ; OBE R 28 s @ RN

B - DB F P B2 R TE BT, T0 I A B ) AR 3 403 (R 3 ) 5 (08 1 2 400 4 BT S LA % AL

JA TH 48 S50 9 14 518 (AT S DR Al ) ]

I R TR - CORE B8 (%32 AL 3 T 5, T W 8 0 BT P 0T ) 5 IR HIL 44 5 ; A& RERE L5 458 s Dy 561 5%

PR X 3T (A R O A /R A T B P IR ) 5 B REHE S T BOR i

HBERE TG 2 b E g

MR

HR A

e

IR e
PG SE (BB 2 ) s Al
RECEERR) AR
G B B B ) o A
SIN(RSESR ) RER, RG2S RUE
W ABE (A 58 ) 5 WA ¢
FLIk i bR 5 ) 5 2t sE e B A 2R ( 1 E)

Ho s R Bt (S Ak H R 5t B 20 g °F- #5488 55 )

AR5 AT

i s T A

FECFRAS)

TR (A 58 )

BHIR (I BRI ) 5 I R 5 (ZRE )

N A A MG A M 28 ) 5 W A A 28 i (o ik )

T THAE IR H ) (IR AE ) 5 TH R AE (HR I 0 21 205 e )

W H B (R REEBER ) BT LR (RS LTSS A )

A A 25 A8 (AR ) Al R e DR 3R i Bl (A1 St S0 i e S5 A8 R 5 1 % )
i 55 (A BRI ) « A S 55 A IS 55

I 55 PAY - A 40

H 95 (W% 57 ) s D% 57 2380 A (LD 9% 97 )

A < R BT R ) OBE S B ) s B (A | P

TR (2R B 5 ) < Jey R

M (12 ) - OB RS @0 0 A #4198 45 2 B eIk

PO (RAEE ) R T AR UBRIZ ) Lo G TR AL, HLJG 2 A I 98 45 4 B etk
Ty (SR )

KB e (SERRIE ) « LB IR AU g 32, Jry 7 Jek

R (RO ) 12 Bkl PR (2 e 4 5 ) (TR IR0 A B IR A0 5 )

SR IS (MR B 48 ) — PO T R (LARE S SRR L UL 2 KUAT BSOS A, A IO, T 1 9 A A S5 4 B AR )
TR BE (WO B ) (TE I R PR )

HET 2L (SR

BRYE (T LB Jn B (R m i)

X HR

B g

Hp s ( H O B4 ) R BE (LR 20 90 12 )

TEPUHE (RAGIS JRA B 58 ) - R BE DR A 92

i i P B 4« T PEAL (B IR B )

T XC(BETE ) « Joy 3 RE TS

o
&

N

< <

S .

< <

N
N
N

T VX AT N A T 40 T TSR T AT /D R TR S TR R B 2P R T SR A B 0 23 U5 B3 AR 5 T0 5 B B R X o AT A

+ 165 -



27 B 104
20214E5 H

HEXBAFZRS

Chinese Journal of Experimental Traditional Medical Formulae

Vol. 27,No. 10
May,2021

3.0 2 Ak T3 25 B e AR Ak T 2 H AR BRI AR 56
TR SO LS 2004 4F K A O 2 b T 25
Wl A5 AR Ak T 24 VR ARGEORE X EESR ) B 2010 4R K A Y
(b J5 25 5 e AR Ak J7 25 ¥ R S BESR) T
3.1 PO AT 2 R AR AL DT 2 Al e JE
Wor N 32 R — 2RI H DA IR TT 254007
2y AR AR LA A0 7Y MRS AN [ B dh b 5 e R
AN RE R 2 4 b (T R 256 45 0 S AR T R AR R
A BT B IR B2 ) 5 2k
P8 ELEEAE LA b P i i
3.2 R AT R AR TT 2 2y s R 2y
FHORE 2003 - QD2 it i 500 B 25 BF R AY 125 G B
1 s 3L = 4F o 24 it 5T i 15 L AR 5 B 5 A 0 I (]
— BRI E TERT T o 32 A AR Ak T 24
P R AC o 5 2 2 BOR B R BORHA F, A B
RAETPEAL T T BRI BORE, B E BT ST AL
it B 11 A A S 1] — A R AR E PR IE S AR
3.3 PG Ak Ty 2 B AR b T 25 1 24 2 e
WEFEBERE 2 i A PR SE HY  HEORE : D 7 2
HANA B 245 44 B BEAT ST BORE ; @A RN (A ) WF
FEBERE s ORMBUE BT FE PR (& ) ;@5 HA 2y
Yy R W R AR B AIE 5 £ 5 MR G AR 58 B SCRR
GRS AR AL U7 25 A RN RSO ()
WFFETERE 3 28 AR AL Tr 25 T 4R AN WO (1)
HIF 52 BB A B A5 HC Al 245 4 A0 B W AR B AR JH OB S 5F
SRARAE T T AR LA B A Ok, S gy
SRB HH AR GEOREAR L, R BT RE AT S BEORE A RS,
1 Sk 2 K R A BN T R
SECHRBERE . F3 A AR L BT 5T R L b 5 A 24
Yy B P AR ELAE R B0, 200 E T e S SCHRBE R
3.4 PO Ak Ty 2 B AR b T 25 1 24 A R
OB 24 A A ROV VORI AR 25 R0 B ST SR ik A
SR AR 56 R SCHR BB, ob R 24 i % B A bk O 5
25 i AT I ST Z5 0 T AT O e PR 1 6 A0 SCHK Bk
3B AEAL DT 5 R AT . H R 2GR A BRI
FH Al BEOREAR L, AR T 25 B AT RIS R 0 L R
FORR AU B BE 5T A8 BTORE . 258 B AT R
PO T SCRR OB, X i R BER R AR TR 285K .
3.2 Hb AR BRI EORIGASC O RE R R
sty 149 2 AR SRR i (DR A £ 0 M A S i T
P2 (2016 4F i) )™ COR- B B i 13 W H 3 IR 55 15
9 (2016 45 Ji ) ) AR (el £t 25 3122 3T 40 7 I (FIE SR
VLR ) )P0 PR A £ i T A P ARG 56 A (AE SR
BOLFRG) ) AE SCF AT I O R S 2
+ 166 -

it B T U e AR BEOR A R 22 5], 7T R/ . O
Hb i AR A B H AR AL T5 25 110 HY R TR SR A OC 3
o MR R 28 T Al 5 G0 24 B H AR SR SR T
Z: 2% (VAL B 1T 25 W HR 3 A 2D DA Y g
PETLR ),
4 “FAFHERMPHELFTH LHIFARE
4.1 HAL 5 A R 25 AR Ak D7 257 Y b 25 6 AdE
0 PR A 3E L 2E A R b TR [ bk 2 4 TR A
HBOR RARFWC Ehighdh  HARJELS T2 K
PR Ag £ AH OC 19 24 i TRk b fe V8 A 0 b 25 6 4
AT (DI vk 24 5 e AR Ak T 25 65 Ak T 2 R R
FE T HEBR AR s @R K FNE T T 245 5 v g Y
MR 23K 1 575 Bl @ H AR AL T 25 ) XA
) 38 17 i 25 B R T A L A o] (254 s O 1R
an JEURE R IR A% 20 B 2 & SR R 2 M i H
S AT T AR 8 W S 44 R ) BT i S
215FP R 2544

BB Ak Ty 28R v 2 R AL Ty 257 BT
BF Ao VF 0 T 25 R A0 S L, O R 25 6 B ok, B
il s < mT TR AL O AR 2 A b T 25 G T 2
MAR R B3 (R M H 57 ) o v % R R 5
BB A, B R AL G0 B 2 1 SO R 2 M
B s ) FCRT T 08 8 £ B 1 0 44 B00) BT I Sk 1
215 F P 2y . AE IR b A — it AR
(9 T 25 B4 RO R, T AR PR E B IR &, AR 98 5
B AT E AN IS BB SN IS B N R . I
A AT E — A sh A FALE] T A BT R
R I 455 5] G Bt o AT 5 B AIE 1 2 4D R
A 2R E SR 08 R 25 B RO AR
4.2 UETAL T A R 25 AR AL Ty 2457 B A N RE Y TR
A 3 2R A ) F TR R 2 e A Al b Ty 2 IR
KAWL 2 5 B AR 4 75 2 3% 1 O il £ 50 A
ORI 3 N7 A ¥ FRL AR R AT (DR ] o 25 5 Al b
T3 25 R0 A W I 9 R 3 2R A S WA AR TP R
B D) RE EIRFE AL IE B T S 0 B B 44 BRI X
NG Z [R]85 T HE BR 9 R R KR 5 i
2 it 1) 3 I RE 5 e DR e B i OR A D RE 2R AR, 1
SR AR XU 3 1 A 8K R NI 51 24 i A A A T 81
ZFHBZ MR AR R DR T RE RN B
@) H A AR AL J5 24538 R R 43 B — 2 S E M i

Z5 B AT 6 TR AL T AL R rh 25 AR b T 25
T R R S AR R R 3 N S RT 22 (AR A T 243
JNERE Y8 ] (R 2 43 ) )y #EAT R E 25 DL IR I
24 7 e A A Ty 24 1 IR Y TR Oy A, 3 8 P XU



27 B 104
20214E5 H

[ 5238 75

Chinese Journal of Experimental Traditional Medical Formulae

"
FAE

Vol. 27,No. 10
May,2021

Wz 3 1 A, 1A B IR R T R 6 RO A (5 n 7 i
L), LB T Ar b R B E IR IR K . 34,
AT 22 [ 58 24 o WA IR 245 4 PE A e I
A ) CAE A Ty 24 38 o S PR A A 0 ) 9 5%
H AR 4b 5 25 1) 38 I RE 43 268 vhoxt 7 Al g A 2k T L
B A5 W AE L 7B R GE 24 W0 AR N 1 L EE 0 R
4.3 UHAL T A R 25 AR AR U7 25 7R O HE R R
BRI o R 2 A Ty 2 A 4 Al Ak T 24 R AR OB 2
AR R 2004 45 WL R 2 Ak T 24 i 4 AR Ak T 2 HR 4R
TERE R SR ) W AE QR AT R, 5 A X 2 A
o RE B SR 22 B R, N HE L LA Rk 24 4k Ty 2 G
JE4b T5 25 W R SRR EEORAE I S H AR . S H
(A2 i AR Ak J7 25 1l e W R 48 5 T U] (AiE K
BOLE ) YR 25 2R B AT 2 PR B A 5T LI PR Y 3
ATFH B R o 53 Ah R W] S [ 524 i R A B
JRy 24 i PEA v B 8 R A 0 KAk T 2 P LR b Ty 2
H i R S R ) Y

AN B A Ty 4R 2 AR b T 257 B By ST
Mo AT R 28 DT Al B A0 24 i Y XU 3 R RE
STV BB AR Dy 2= % 7 SR A BT 0 B AR
i, I A A5 I PR AE 58 B0 o A 4 R PR 22 3 i) il
A5G 2 B R R I AT 5 A T R A
Y fig 36 ME LUAE 2l P s A 145 DU B, 1800 5 %
T M IR 24 5850 i g ) R
4.4 A P2 AEL D52 B ENHE T T g
WEFAR T ERNC B 2535407 25 AR
R AA% Y EE N i 2hdEab 05 25 a4 e bl
) H 24 /R SR 2 W AR b T 25, LA OB Y A N RE B
TN i T R 2T B o ol SN A A S P AT |y
2y, XEETEIHE L 0 A R — 200, FI R A S
T 25 dE4b 7 25 09 L i vl s o

A SCNFAR ST e A, FERET
FoRJZ T, X 2GR b T 2 b VR A] I Y R] e
W2 — B b 5 2 O h 25 4R Ab T 257 3EAT TRV
T ZAE W R T AR A TR R T,
AEAE — SO 75 LU Y [R) 8, ) 4n anfel 5 B4 2 8
25 HE AP, Qn el 5 b 2 b Oy 24 B 4 AR Ak 5 2
FHURE o DR, BT Ak 7 i 25 AR b T 2 R A
AT IR A ik — DR . A SRR E #
AR BEAE AR

[MFEHMR] ARG EALTH G E,

(&% k]
(1] SRy B8 R . 24 5 T 48 B 5 25 [EB/OL ]

[2]

[4]

[6]

[7]

[9]

[10]

(2020-03-30) [2020-10-12]. http://www. nmpa. gov.
cn/WS04/CL2174/376150. html.

[ 52 24 i e B A8 R 24 P L L SR T A TRAESR
A2 25 AR AL 5 25 1T VR R 4R S SR (fiF SR &
UL ) ) 0 #4538 i [EB/OL]. (2020-07-06)[2020-10-
12]. http://www. cde. org. cn/news. do? method=
viewInfoCommon&id=5dfa3al4b861bb6c.
B2 i B HL R . b DT 25 S ARAL T 25 0y 2R A B
Jp % (AT ) [EB/OL]. (1999-06-18) [2020-10-12].
http://www. nmpa. gov. cn/WS04/CL2077/300625.
html.

ER R B SRR, CTIF R Iy 53T 2
T PEMY T Y 8 %0 [EB/OL]. (2004-04-07)[2020-
10-12]. http://www. nmpa. gov. cn/WS04/CL2196/
323452, html.

B 28 25 0t W A L) R R o 2 R A R
O FE R T EN b T 25 5 5 AR AL Ty 25T 48 S
(AT ) 55 6 A~ H AR S 138 1 [EB/OL . (2012-11-
14) [2020-10-12]. http://www. nmpa. gov. cn/W S04/
CL2196/323939. html.

Therapeutic Goods Administration( TGA ). Therapeutic
goods (permissible ingredients) determination (No. 2)
2020 [EB/OL]. (2020-06-10) [2020-10-12]. https://
www. legislation. gov. au/Details/F2020L00666/
Download.

TGA. Therapeutic goods (permissible indications)
determination (No. 2) 2019 [EB/OL]. (2019-11-19)
[2020-10-12].
Details/F2019L01455.

TGA. Ingredients [EB/OL]. (2020-10-12) [2020-10-

https://www. legislation. gov. au/

12]. https://www. ebs. tga. gov. au/.

HAR 528 57 3 45 (MHLW ). 28 38 25 0 dhil 5 W 58 7K
N B fE o B ERIC > v T [EB/OL]. (2015-09-29)
[2020-10-12].
Seisakujouhou-11120000-Iyakushokuhinkyoku/
0000098790. pdf.

MHLW. [ 7> 38 2 0> 38 R 52 7K GR A HE O 3R >
WD —FUIEIZ > W TLEB/OL]. (2015-12-14)
[2020-10-12].
Seisakujouhou-11120000-Iyakushokuhinkyoku/
0000107461. pdf.

MHLW. [ 7>t $8 45 0> 3 38 IR 52 7K 58 B ¥ 0 3L 3R
WT O —# e IE 12>\ TLEB/OL]. (2016-03-28)
[2020-10-12].
Seisakujouhou-11120000-Iyakushokuhinkyoku/
0000118538. pdf.

5 A e 22 D1 2% . AR 30 06 T — 20 M et
£ 5 RS B A9 8 20 [ EB/OL]. (2002-02-20) [ 2020-

- 167 -

https://www. mhlw. go. jp/file/06-

https://www. mhlw. go. jp/file/06-

https://www. mhlw. go. jp/file/06-



527 B4 10 ] HEXBAFZRS Vol. 27,No. 10
202145 H Chinese Journal of Experimental Traditional Medical Formulae May,2021
10-12].  http://www. nhc. gov. cn/xxgk/pages/ zjwh/201903/t20190311 291853. html.

[14]

[17]

viewdocument.  jsp? &staticUrl=/
zwgkzt/wsbysj/200810/38057.  shtml&wenhao= %
E6%97%A0&utitle= % E5%8D% AB% E7%94%9F %
E9%83%A8%E5%85%B3%E4%BA% 8E% E8%BF%
9B%E2%80%A6.

R TAEERER S BRETEERBPAITET
ik SR e B8 1 G0 B = £ i SO P 25 6 ) o B SR A
I3 3% ) (AE SR 7% WL RS ) 22 WL 1Y o8 [EB/OL]. (2014-11-
06)[2020-10-12]. http://www. nhc. gov. cn/wjw/yjzj/
201411/67ac54fb05ed46929adc63f2db3 1d4bf. shtml.

R 820 i W B A LRy . G T R A 2020 4R R AR A
FOIL A 25 ) (9 2 45 [EB/OL . (2020-07-02)[2020-
10-12]. http://www. nmpa. gov. cn/WS04/CL2138/
378533. html.

FNEE RO B 2 i T H AR A B S [T ]
25T B 5T, 2020,43(7) : 1216-1227.

[ 5 T 37 W A8 LR . T 3 W A8 SR I SR R A R
file £ DR £k 2y B 2 0L A9 A 45 [EB/OL . (2019-03-29)
[2020-10-12]. http://www. samr. gov. cn/tssps/tzgg/
zjwh/201903/t20190329 292444. html.

[ 2 20 ot W A8 T )y . OC T AMORE A O 245 5 4 D R Ak
JT 5 K H A B M [EB/OL]. (2010-06-30)[2020-
10-12]. http://www. nmpa. gov. cn/WS04/CL2196/
323778. html.

K W B A R R . R G T B R AR T
T P A AR 400 f) 38 L EB/OL . (2019-03-11)
[2020-10-12]. http://www. samr. gov. cn/tssps/tzgg/

dispatchDate=

- 168 -

[19]

[20]

[22]

) 5 11 37 M A R L R o T D e IR 55 4R
F§[EB/OL]. (2019-06-24)[2020-10-12]. http: //gkml.
samr. gov. cn/nsjg/tssps/201906/t20190624 302696.
html.
K B LSRG TR SR (PR (£ 2R 3 A
PR P (AR SR B UL R ) ) 4F B A 2> 45 [EB/OL ]
(2019-04-08) [2020-10-12]. http://www. samr. gov.
cn/tssps/sjdt/gzdt/201904/t20190408_292646. html.
K B B R . G TSR (R B i B A2
JRAR A 30 BLE (IR 5K 2 0L A ) ) & Y 2 45 [EB/OL .
(2019-06-19) [2020-10-12]. http://www. samr. gov.
cn/tssps/sjdt/gzdt/201906/t20190619 302464. html.
TGA. Mandatory requirements for an assessed listed
medicine application to pass preliminary assessment
[EB/OL]. (2018-03-27) [2020-10-12]. https://www.
tga. gov. au/book/export/html/841161.
[ 520 il W B A R 2 AN TPl L T A IR AE SR
CHE Ak 5 245 3 17 6 Y0 L 2 T (8 0k SR B LA ) )
i@ A [EB/OL]J. (2020-07-22) [2020-10-12]. http://
www. cdr-adr. org. cn/tzgg home/202007/t20200722
47643. html.
[ 520 iy W B A R 2 AN oL L T A JTAE SR
CAb 5 25 7 4 AR 4k 5 25 VR AR BT R R ) (BT AE SR
UL HS ) B WA 3E 41 [EB/OL]. (2020-07-24) [2020-
10-12]. http: //www.
202007/t20200724_47652. html.

[REHRE NEX]

cdr-adr. org. cn/tzgg home/



