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[ Abstract] As a widely recognized and adopted management model internationally,
drug classification management was officially implemented in China on January 1st, 2000.
"Double Classification” management of drugs, as a special management mode in drug
classification management, widely existed at home and abroad. This article analyzed the situation
of drug classification management in China, the USA, the UK. and Japan, and proposed several
considerations based on the current specific situation of drug classification management
in China, with a view to providing reference for further improving the drug classification

management system in China.

[Keywords] Drug; Double classification; Classification management

1999 4%, F[H [ 524 i B H1UR) (NMPA)
i CALTr 25 53R TT 253 A BIME (IXAT) )
(R85 10 5 ) 1, ARAEZY il . BUA% | 38 RIE |
R S 2R 2 RARAN] X2 oAk T 2 SR

S, WO N A

=N

. 223K

i -

57 B LI 2 i A B R ) — AR R IS,
RV 2 by i MRS AL D7 254 B, (RN S AR AR T
PEARiE, JFkE
Zyfh XU B PR 2 oA PSSR [ SN R AL

K525 3, 3T 200045 1 H 1 H L0, #nik
25\ o 8 B BEAE TR [ A9 E =St - 245 <

DOI: 10.19960/j.issn.1005-0698.202306012
Btz T#a, #L, al2EHF, Email: 77627392@163.com

Em,%mﬁﬁﬁﬁﬁﬁﬁﬁmﬁﬁﬂéﬁﬁﬁ
HAEALTT 25 PIAE BLE 03, (HORWLRS “XLE5" —

https://ywlxbx.whuznhmedj.com/


http://dx.doi.org/10.12173/j.issn.1004-5511.202203023

HYIRITIR S ZE 2023 £ 6 A% 3255 6 Hf

WIATE . ASIANE L. R BT RE Y
FEIAMG 2 S 2 S O, TR 24 S i 2
PRERES

1 Zhm “WE” BAIERIE

2002 4, NMPA & fii (1) € & F 55 —#it4E &b
052 AT BB E TAERYE ) ([ 25 W%
[20021228 5 ) PUHLAE : “BE AT VEAL 7 2 5 T 1
JEabTr 2y (ST ) BYSLFRRT RN T 2
an R D, [RIE, R IR 2 U L BRAE
BRI, AT IE AR5 24 s AR HIE A%
(), e ALY Sl AR =R, RRE R
AhTJ5 . O ZHtEZAR Iy ZhZh i EH ) H

R SRR BRI 47 o SRS A AR INAE
Ab 7 25 B SRRSO T T U 2 FK

1999 4, NMPA £Af { & T A5 —HE K
Jeabdr ey (PaZh . hkgy) B ) (EZ
2 (19991198 45 ) M) Hpg 2y HRA “sZfR”
A, RN SO R« B S, MR 2R
JERYE (i) o sy o i) o CIEgR )
SERETE R, AHZZGENAE ., FE LT T T
PSR o EETAR “ZR” SRR SEbRE T
JEok XU AN

2 EShzhm “WE” IR

21 EE#HR “WE” EEIR

P A, S M 1951 4 I b Xl 24 5 5247 4k
T AMARRL 7 2553 A5 B, Horp, JRAE 2 |
TR FE MRS (new drug application, NDA
oY, abbreviated new drug application, ANDA ) FlE
WTT25E18EE (OTC monograph ) PF} 1972
i, REEMMEHR (FDA) FiExiis T
AR T 25k T A, W A A A RN
BT RS AR T 2%, AR TT 5B
B 1B T 2R T 25 RO TE PR L i (i
AR ) . Rl SRR, FEIE LR
A2l , ATRIANE FDA s AR b7 25 Bl
TiAh, HE AT BRI SR A A 2 e
T AR 25, Wil B A2 Bk dr 2y
e AR TT 2

Wb T R AR T P A AR RN R e 4
BRI 40 1, S8 AT R B A K24
AR AR AL T2y, e m B2 al L RENE D AR

https://ywlxbx.whuznhmedj.com/

699

AbT7 245 BRI RS R AR 2 i R AR (
WENE ) B> HAE RO AR I 2, TR Ry
5 T5 2 B, A8 A 245 ot Xk IO A 2
N oAb T 5 IAR AR T 25 B R B i
MRITRIE R " Rl I7ERRE, e
PR G RE I BENE S b T7 251060 F TR NS 3l ik
T AR . AT TIRAT R SR, AR AR DT
2 I TIRY T B B A 2D R AR ).
22 ZEZmM “WE” EEIR

o LR 24 5 e 3 AP S A B, o ) D Ak 7
Zj ( prescription—only medicine, POM ) . 2§ J5
24 (pharmacy, P) 1 i 55 B 2 (general sales
list, GSL )™ S [ 24 it A e ™ i 8 B1UR)  MHRA )
NAGIFANKIE T 3 Tl i SOy 25 W o 44 H
AN RN, [F— 25 RS AN R] 5385 1 IE |
MRS AL I, Al AR [ 2 i 44 8, [R] i
HAgARE S0y, fEScE, 1M A2 fhk i
ISR, A AT LU I 24 P32 i R S
LA ZORES, HERAZG MR ETF
] X — R AR P
2.3 HBHAZME “WNE” BEIMR

TEHA, 5 i me), WEEF Y
AR D525 P, Forh, ARAb 25 RR— R R 24
it SEAR YT R TR N AT A o] RS Y 24
Y (48 HIZGBRAN ), T 2 A0S 25 Dl F
HABBESFAT L&l N B AR SR o AR XU
FEPE th R BRI 0 3 28, 700 s —2R R 2 0
CONE QUL N I S N T R | s 7]
I R S PANE SIS R A 1 I B St S ST UE |2
AbT7 2 IEPERL I BOARAR T 257 R, S E
AT A Ty 2R R AR T 2 R P AR,
FELETEPERLSY . FRIBS RIS AR R A 2 0, PR T]
(38 W AIE . I e [l i 42 b Dy 25 FnAlE AL Ty 2454
PATE 0L, AnT PR o D i BRI ST KB Y )
60 mg 17, A Ab Jy 5 AEEAL 5 245 EE 1,

3 ZEZM “WE” SEIR

3.1 EHMIBR

TEFRIE, A4 (A N RILFIE 24 A E: )
(e N RS 25 A8 BRI SO 25101 ) 72 ARG
2y ARSI AL R IR b XS AR S
32 #hm “WE” EEHTERRE

F R AT 2 S A A B B L, R



700

WEVE , FEHIEM . MY 3 Rkt 2y sk T
Wb T5 25 G AR AL T 25 5 A B, SH vl e R A T
WriEr=A 2y i " PR, 2000 4
Chb 25 53R ab Dy 25 28 I (AT ) ) 58
JitiJ5, NMPA 1205 5 EL 171 24 i p 404k 2 ik
AR T2, 2004 4E, NMPA kA { T I J ik
T5 25 SR T PPN TAEME A ) (EEZ
W2 (20041101 5 ) ™ SRR AL 5 25 SR
RPN TAE . sk it rh B X 9
A2 et BRUEN g, /N5 E
JPIE L A E A IR E AR T 25 B
JEA LS R VE b T 2545 3, BT
2y AU AR,
3.3 Zfm “WE” mfin

Pageit, k202246 H, [E K% % F i
e dEab 2541 5 000 34, A3FEfE2 1000
AN, HZEIE 4 000 4>, Hod CXUEET 250 L
I 1300 A4, FEP AL 1100 A4, ey
270 431~ 1999—2003 4F, NMPA 3 i B BE & fii
)X 25 EAE 1200 R4, 2004 4FF 4,
LRGN KA " 255 BT 160 434,
3.4 Zm “WE” EEEFEANEE

2y OB LS AN 2 O S R
YIRS, 213 X F—25 5 R R 43 A
fift . IRVE LA RAFAE A ) BEAL SRR R ),
2y W BT 2 BB AR AL,
2010 4F NMPA A  O& Tl ik Jr 257645 - E Ak
D7 25 SRR EE A ) (B2 2010164 ),
BIAfdR H CER G E— ST s S
B, RIS, FOTR WU SRR
A TAE” o FAIEA G, NMPA BRE 2%}
AR 25 H st (B NMPA A AR ) “WUEs”
A T B s 2R AR R, (GRS ) 1
F TR e 48 i R AR ST R AT Ah . R XTAELE BT
B OWET ISR TT R

4 BES@EYL

AL 224 7 e [T XS A ] 1 70 25 PR 245 R
FH B [ sy B Ab T 245 A Ak 75245 P b A B B 3 14
XS B AL AR A, HIAR I
LW Ete, 25T, (HE DT
A2 A TRIE LM 2 B I,
N T ARHEIRE G AT AP

Chin J Pharmacoepidemiol, Jun. 2023, Vol. 32, No.6

AIESE AN R EPLEBOR 5,
41 EE “WE” KNG REXSEIE

RS A EE ) 2 i b Ty 25 AR Ab T 25 52
FIANIRI 25 St SC S B, BEA I T WA 3 ]
TR 25 5 WA T, A mT A AR SR A R AR
[l A B 2 h B e A A R B, A R 245 5
G PRI A R, R SRk A
AR TR B SRR AN [ 25 i i A R0 =X
Tk 2 22 4
4.2 TE “WE” mMak. RABMR
TEE

IRV A | R A FPR A T A5 R B I 4
NG REE FEHRR A 2 0, TR R b T 25 X
b Ty 2R X R ade . UiB S AR
BERIAF AP LE , AR — 28 Al A 77
[Fl—2hih, nlieab 25 5ea T 254 PR, ™
FRALE B N S0 X ARAL 251 R A RN
FRES WA ENAT 1R A ()& AR A . 5 K
HRI AT 5 TEAE AL T 25 U B A5 FbR 2 iR F AL 5 2
L PRIR, BE— A BIHAL T 25 SR 7 25 A B
X5
4.3 H—FmEEEE

MRAEAR R E, AbJr 2l HUEAE Ll 1 s 24542
AT et , AR 25 20 Bt il LAAE KA tE
AT EAA Y, APk s Sk
R T 2y S B AL I Il AR T 2y, A
RTINS B A R, SRR DGR O
[

S 3k

1 G B B . b Ty 25 S AR AL T 2 0 25 A8
Jrik CiR17) (B4 10 5 ) [EB/OL]. (1999-06-18)
[2022-08-08]. https://www.nmpa.gov.cn/yaopin/ypfgwj/
ypfgbmgzh/19990618010101883.html.

2 WEME, BARM . B EG R IR EL 2 59E

AbJ5 2 XS AT ()] T EZ5IET, 2020, 17(12):

883-885. [Tian CH, Xia DS. "Double classification"

management of prescription drugs and non—prescription

drugs in China based on British system[J]. Chinese Journal

of Pharmacovigilance, 2020, 17(12): 883-885.] DOI:

10.19803/j.1672-8629.2020.12.07.

[l 58 24 ity M B A PR DR L OC T AR b AR Ak U7 25

BE AT R 0 TR A (25 4 (20021228

[O¥]

https://ywlxbx.whuznhmedj.com/



R

YIRITIRF 2 & 2023 £ 6 BE 325561

7 ) [EB/OL]. (2002-07-03) [2022-08-08]. https://
www.nmpa.gov.cn/directory/web/nmpa/xxgk/fgwj/gzwj/
gzwjyp/20020703010101417 html.

FE R MBS R . T AN — M E KA TT
(PH2h. Fsi2h) B o (1 258 % (19991198
) [EB/OL]. (2002-07-03) [2022-08-08]. https://
www.nmpa.gov.cn/directory/web/nmpa/xxgk/fgwj/gzwj/
gzwjyp/19990611010101639.html.

WIRR , B , BRa . P S SE I ARAL Oy 2548 PRIA R
XF ISR (1], BT 25 2458, 2019, 28(6): 641-645. [Hu
J, Yan JZ, Shao R. Contrastive study of non—prescription
drug management systems in China and United States[J].
Chinese Journal of New Drugs, 2019, 28(6): 641-645.]
DOI: CNKI:SUN:ZXYZ.0.2019-06-001.

U.S. FDA. Drug application process for nonprescription
drugs[EB/OL]. (2022-06-28) [2022-08-08]. https://
www.fda.gov/drugs/types—applications/drug—application—
process—nonprescription—drugs.

U.S. FDA. Prescription—to—nonprescription (Rx—to—
OTC) switches[EB/OL]. (2022-06-28) [2022-08-08].
https://www.fda.gov/drugs/drug—application—process—
nonprescription—drugs/prescription—nonprescription—rx—
otc—switches.

GOV.UK. Medicines: reclassify your product[EB/OL].
(2022-08-03) [2022-08-08]. https://www.gov.uk/
guidance/medicines—reclassify—your—product.

WRTe Maer  WRLLi , 55 . A H AR 218
BEARBETE SO SRR A (1), E 2GS, 2020, 34(11):
1239-1246. [Chen N, Yang JH, Pan HB, et al. Study

on the process of over—the—counter drugs in the United

https://ywlxbx.whuznhmedj.com/

10

11

12

13

14

15

701

States and Japan and the implication for China[J]. Chinese
Pharmaceutical Affairs, 2020, 34(11): 1239-1246.] DOI:
10.16153/5.1002-7777.2020.11.001.
Jdpanese Law Translation. P& 3£ i, [P % B 4% 55
B, BER O E O MHRFICET 2%
h%— [EB/OL].(1960-08-10) [2022-08-08]. https://www.
japaneselawtranslation.go.jp/ja/laws/view/3213.
Wri , ABTA, R4 A5 [EAMETT 25 S5 R Tr 2y
T 55 BRI B 98 S e A 7R (). R 2
2020, 34(11): 1247-1254. [Chen Z, Deng WH, Tian CH,
et al. Research on foreign Rx—to—OTC switch management
system and its implication for China[J]. Chinese
Pharmaceutical Affairs, 2020, 34(11): 1247-1254.] DOL:
10.16153/5.1002-7777.2020.11.002.
PMDA. Pharmaceuticals and medical devices safety
information[EB/OL]. (1960-08-10) [2022-08-08]. https://
www.jpma.or.jp/english/about/parj/eki4g600000078c0-

att/2020.pdf.
WA . BT 255 A BEHLEI BT [D]. KM« KM
K2, 2020.
[ R 2y B LR . G T I IRALT5 25 SR AL T5 25 %%

e VTAN A A A (24 4 [2004]101 45 ) [EB/
OL]. (2004-04-07) [2022—-08-08]. https:/www.nmpa.gov.
en/xxgk/fgwilgzwilgzwiyp/20040407010101754.html.

FEl 24 i I B R . DG TR Ak Ty 2 5 b Ty
254 SRR AR A (25 E [2010164 45 ) [EB/OL.
(2010-06-30) [2022—-08-08]. https://www.nmpa.gov.cn/
xxgk/fgwilgzwilgzwiyp/20100630120001753.html

W HAL: 2023402 A 17 H #&RIHY]: 20234504 4 13 H
ARGt eE 7.



