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Labeling analysis on combination drug of traditional Chinese medicine and
pharmaceutical chemicals with stimulant related chemical constituents

SUN Yu, XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: In order to understand the content control status of combination drug of traditional Chinese medicine and pharmaceutical
chemicals with stimulant related chemical constituents, the specifications and labeling of combination drug of traditional Chinese
medicine and pharmaceutical chemicals with stimulant related chemical constituents were analyzed in this paper. The research
includes the introduction of seven stimulus-related chemical constituents that have been directly added to the combination drug of
traditional Chinese medicine and pharmaceutical chemicals, and the sorting out of 269 valid drug approval numbers, involving a
total of 47 varieties. The main conclusion is that the combination drug of traditional Chinese medicine and pharmaceutical chemicals
fails to fully reflect the content of the pharmaceutical chemicals contained in its drug specifications or labeling, and there are certain
safety risks, especially in the combination of drugs, which may raise the risk of adverse reactions, and may lead to athletes taking
stimulant by mistake. It is suggested to control the chemical and toxic constituents in the combination drug of traditional Chinese
medicine and pharmaceutical chemicals, and establish the content range, so as to provide reference for further improving the
specifications and labeling. Therefore, the pharmaceutical industry should pay more attention to the issues related to stimulant.
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Table 1 Limited constituents of stimulant related to Traditional Chinese Medicine
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Table 2 Prohibited constituents of stimulant related to Traditional Chinese Medicine
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PV R 5 S R 24 U B AT SN, IR IT S
R B ) RN H B N 15~30 mg/ik + 45~90

EAHOMEK, B HEMKER A JLEMHE
3.

mg/d, A F &N 60 mg/ik, 150 mg/d; JLEHZ N1
% 0.5~1 mg/kg,1.5~3 mg/(kg-d). &M TAE
HZI(WHO) %5 B e L (55 B4 i & | 40 4
FEOVET G, g B B B R S 3 AN AL AR B R X
W1 % 7.8kg 24 9.8ke 5% 14.3 kg .6 %
16.1 kg 10 % 23.6 kg M4 3h & bR B8 15 B 15 o
()L 2 FH 2 5 J¢ WHO 45 H 1) g B8 )L 2 (55 28D 44 i
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Table 3 Ephedrine hydrochloride tablets for children scale
S 59258 3 F A B e kg SRR IR BB A 1
1% 7.8 3.9~7.8 mg/ik,11.7~23.4 mg/d
2% 9.8 4.9~9.8 mg/ixX,14.7~29.4 mg/d
5% 14.3 7.15~14.3 mg/ik,21.45~42.9 mg/d
6% 16.1 8.05~16.1 mg/iX,24.15~48.3 mg/d
10% 23.6 11.8~23.6 mg/iX ,35.4~70.8 mg/d

R4 AMBHBREBNFEGELHF

Table 4 Chinese and western combination drug with ephedrine hydrochloride

305 ERERARTAI  ERIR R DR R (A

i M 44 R " b [ ERER BRI H A 2y
HWZT R 32 10 mg/F 93%~107% 10~20 mg/iX ,30~60 mg/d Wb 77 %
B IgHEE 5 0.5mg/mL 90%~110% 10 mg/IX ,30 mg/d b 77 %
FAEZPER 32 0.5mg/mL ;i 85%~115% 5 mg/i%, 15 mg/d 2R OTC;
KL it Fof
INUWEEIEZ 64 1.875 mg/48 0 85%~115%: B 1% 0.94 mg/ix,2.81 mg/d;2~5% 1.875 mg/ik, HIOTC;
URE D 80%~120%; 3¢ 80%~ 5.625 mg/d;6~10 % 1.875~3.7 Smg/iX, RS it i
117% 5.625~11.25 mg/d
ANJUERLE 7 0375mg/mL & 1~2%0.75~1.125 mg/ik ,2.25~4.5 mg/d;2~5 HJE0TC;
W% HE K % 1.125~1.875 mg/ik,3.375~7.5 mg/d; 6~10 XA
% 1.875~3.75 mg/ik,5.625~15 mg/d
HIZ R 3 4mg/¥  85%~115% 4~8 mg/IX,12~24 mg/d It J5 24
BUZ AL 2 033mg/tl 91%~109% 3.96~7.92 mg/¥k ,11.88~23.76 mg/d 2 0TC;
LIS i Fof
HZTER 2 4mg/lr k& 8 mg/i% ,24 mg/d 2R OTC;
LS b Fi
BT HRE 2 8 mg/  90%~110% 8 mg/i% ;24 mg/d 2K OTC;
LI i Fof
BUZTHER 9 08mg/mL 90%~110% 4~8 mg/I%, 12~24 mg/d W75 %
HZTIRE 1 4.0 mg/ki 85%~115% 4~8 mg/IX,12~24 mg/d b 75 %5
L WORE 2 0.365mg/mL 95%~105% 3.65~~5.475 mg/¥%,10.95~16.425 mg/d 2R OTC;
LS it Fof
A1 15mg/F 90%~110% 15~30 mg/{%,30~60 mg/d Wb 77 %
IERZARGARL 12 6 mg/%% ;8 90%~110%;8 6 mg/ik,18 mg/d 2K OTC;
80%~120% LG s o
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44 FRN YT hrRE)
IEREREGEER 1 0.6 mg/mL 7 6~9 mg/IX,18~27 mg/d 77 %
AR 1 0.5 mg/mL 90%~110% 5~10 mg/ik , 15~30 mg/d Wb 75 %
FOARALA 2 9.6 mg/¥  85%~115% 9.6~28.8 mg/ik Qb5 %
URL
DIRsEzbER 3 0.5 mg/mL 90%~110% 5~7.5mg/k,15~22.5 mg/d VO]
B TER 3 0.5 mg/mL & 5 mg/ik,15~20 mg/d kb7 75
BORTWA 1 5.04mg/AE 90%~110% 5.04 mg/iX,15.12~20.1 6 mg/d b7 24
XRERR 4 39mg/i L:E90%~108% 19.5 mg/iX,58.5 mg/d Ak 75 %
A4UREKE 3 1251 mg/A¥ 85%~110% 12.51 mg/iX,25.02 g/d k77 %
kL
bz 3 5mg/A 90%~110% 10 mg/i%,30 mg/d W72
AOEE 1 0.4 mg/mL 90%~110% 2~4 mg/IX,6~12 mg/d oy
Rpditeerts 7 03mg/g I 4.5~6mg/¥%,13.5~30mg/d F20TC;
AU
AT BEIK 3 0.75mg/mL L 3.75~7.5 mg/ik,11.25~30 mg/d Qb 75 %
K—ibgfiEz 2 045mg/mL & 2.25~4.5 mg/Ik,6.75~13.5 mg/d 2K OTC;
LI i Fif
BhaRE 2 50 mg/3  90%~110% — 2 OTC;
AU
BAEms 1 5mg/mL 85%~115% — 22 0TC;
FICER ISR X A
S R 2 6.9mg/l0H 74%~126% 23 mg/ik ,69 mg/d 2R OTC;
KL it Fof
FR%TE R 2 236mg/ & 14.16 mg/ik ,42.48 mg/d VO]
2.1 EFBRET A BRI ENL M RATR s B ARRR R 85%~ 115% fhAk 1, K2

Tor 56 8RR BB 31 A4 v 7 24 8777 1 7 2 4T R R RR
SOCE EEE A, WK 5. X TR i AR A
ANTETBR P FR) 5 K PR EESE BN I AN G i

x5 HEREMSIELEERBRL
Table 5 Ephedrine hydrochloride content range

PR AU %
To i PR 8 25.8
From B 70%~130% 1 32
FroR 5 80%~120% 0 0
bR 85%~115% 7 22.6
Fr7n & 90%~110% M LA 15 48.4

HH 2 5 ] R, 25.8% (1) ity b iy A XoF 6 8 PR 2 ik
AT S BEIRBEMIR o 71% B ff Flobr 7~ & 98 /S
TF25F 85%~115%, Ho b 48.4% 1 i Fh R £ Y Fl 5
5 TR JRR 2 B4 2% 245 1) B BE S [ (90% ~ 110% ) FHIE
PR 5 bR o B 1 74% ~ 126% (1) S0 AL , I 4 7K 25
., B 5T B 60 mg, £5 R BR B BPR 78 B4 6.9 mg/10

LAY A, K
B fE

K75 s BREE bR 7 &2 1) 90%~110%
Z NN A PoRFIE S A
FELE— 8 A KA .
2.1.2 EREMRE RN H RN R4 Em
ﬁ%%ﬁﬁ%wA%?&A%¢ﬁ?§ﬁ%ﬂﬁ
A7 SRR AR S B RN B oK H FH = 0 4, 45 6T
AR ) RN R = 0 B oK H R 90 mg/d, BT L
B i Fps) /N T SRR AR BB i H s K &, =
1 75.8% 1Y H 245 i P e K H 2 R R AR B
&M 13 ZUR, 6.

SoF VA I R R RR BB 2 AN LR 2 b e 25
3 R0 AT 5 R PR B ) L 3 A K H R & A, 1T
D SRR R i K H 2 20 v it )L s K H
FHE 13 KU, KT,
2.1.3 R R RR B P 2 R B 2 o R
X2 4 HHES I R R R B BRI 31 4N TR 7 245 K 5 5
HEAT 25 4y RAE DL 43 H, RTAN 41.9% A H 2R OTC
Hh 7%%% 8.
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xo6 HMMEWRAHMAERR(KA)
Table 6 Maximum daily dosage of ephedrine

hydrochloride (adult)

K H & /mg a AU %
>60 mg 1 3.4
>30 mg,<<60 mg 4 13.8
>15mg,<30 mg 19 65.5
<15 mg 3 10.3
U ENEEACIEE FilD) 2 6.9

x71 HEBEREWHSAHAERRLLE)
Table 7 Maximum daily dosage of ephedrine
hydrochloride (children)
K HH &/mg
R ANIJUIRIERZ N LR HRAE WHO 445t

WURL D bR RER BRI
1% 2.81 4.5 23.4
2~5% 5.625 7.5 29.4
6~10% 11.25 15 48.3

*8 SHEKREWRPANEFFHFNERILBR
Table 8 Drug classification of Chinese and western

combination drug with ephedrine hydrochloride

EIES AR AN A 5 H /2%
Wb 75 % 18 58.1
FH2EOTC, X5 i fil 8 25.8
25 OTC, JEXUE i Ah 5 16.1

2.2 HFRTARRER

DA #h B8 Dy JBR 25 B8 A D B — A 23 1R A0 2% 24 57 2
NRFVCERE D “ERIR DN R B Wi s T B 24
B AEARAE CEE 52 ) ), 2R 1R P4 JAR B B8 9 A 7 & 11
93%~107%. AW AH G b A (10 Ul 1 m] A, A H
&N 30~60 mg/ik,90~180 mg/d. EL4E¥ I £k R
O JBR 35 B w8 245 52 07 1 500 A Rt eSS 1 A ——
i R R, B SRS R AL R 2 (F R —
B A B Ry AR TR O R B SE) « ZF
b7 25, B R O RR BB 1K B R BR N bR R &
90%~110%, F K H H &5 90 mg. ] WLH 7 =)
JEE ) 5 ER T O JBR B R L A T, HL R R P
JBR BB 1) A K ) P B o B R D R B 7 B 12
2.3 AREERT

20 T o1 B 1A A T R T 340 T R SV 5 S
VO ot b L5 A T T A 0 S R AT TR TR 40 ] 7 A
T ST A R T 40 SUTE BN S AT e RE I 70
B WY SV A ERE I 70 EALBNTE SRR . 2

o B2 00 A T T 11 2 9 R R S VR A%
BAAL R IR = ST B AR 23 1 A R I 3 5 ¥
MR B TR BR SN EE . % Bl oAb T 2, T &
P HHE WAL S5 € 2 Js 5 11000 B8 15 D), oA BR f A4 g
T (0 et 24, AR $ 4t b 7w AR 2 A T R I
T B ) 2% 5 ik B A s AR ) A T RE IS &
BREE .

28 BT T RN, AR 53 A e A T e R
5l 2 R A TrE W T 40 Sk BRI SRR, o = A U
ST S 24 W b 5 bRtk BT B SR GBS 12 D))

il B AT ERE T 6.0%, HAS > T hr s & 11 80%.
0 ) A D S 350 B 5 T R 2 O R P IR
B 752, KR TE 500 mL/K, 1%/d, BIAS e b BT
EA 2 R K H &30 g.

IH R R T S R R AR A T B R SR
N 10% , HE AR 537 A Jie 5 T 3 59 9 2 A e b
P 6.0% » JUI Vi 8 R 38 S VR 25 A e R T 0.6% 0 AR AR
T FH AT, Y RE R S s oK H & 40 mL,
A ERE T Ok H 8RN 0.24 g, MUK S 74 ek BT
SRRV S A R I 5K H =1 0.8%
2.4 HBEERM

DA TG 2 b 28 K A A O B — il 43 TR A0 2% 245 551 Y
R FVRE R AL AR A SR
iy ZEOK b 7 USSR T [ 24 ) (2015 R RO
P T R FE KA 1 B 2 PR AR R = 1 90% ~
110%. £ V1 AH G b Bl (1 356 B 15 0] 6, B T 46 771 1
0.75~3.00 mg/7% , 1.5~12 mg/d; 4E 5 7 & 0.75 mg/
d. #1EF 201943 H 4 H, & i [E 1 25 W R 5
JEEDOT, TR TN T T M KA B b BE KA g
HEML T NAA, R 9o TSN Hb ZE KA/ R Hh
FERM I 25 SR A 34, o 2 AN R A il 55 1
AN RIRFER, R TT 25 . 76255 1 3 v I T Hh 2 K
i () e R H O 5 20 D B R b KA F 19 1/5 0 Jk il
RIRE S B I e 225 RN HbZE KA
FHAE PR
2.5 Y2AES

DAE P T A A B — 20 (9 A0 2% 245 700 Bk 55
R FEF1) o “UR YT 7SR T 25 480 (2015 4F RO
RN WP T S R R E N BR R B 95%~
105%. “ B2 P g 5 3 7 e % T (R 1 24 8 ) (2015 4F
RO T W8P T ) A A PR R A AR R B 1 93% ~
107%.. 25 1) AH 5% 5 R B U0 B 50T 0, Y697 K i PR 3
95 (K N A 40~ 120 mg/d.  ELEEVS INZ A g (1)
AR LA, EE RIS 2 M5 2 (BE IR Hh 28K
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Table 9 Chinese and western combination drug with dexamethasone or dexamethasone acetate

e g, OIERRA/BERRHL  MTEKAN/BRIRMLIE RS B IEK A/ M TR KA N

R 4 T B o I . 2%

FEK NN B PR GRS T o D H A&

ERERE 2 0.68 mg/ 75%~125% — b 75
EXERTE 0.24 mg/kL 85%~115% 0.72 mg/¥%,2.16 mg/d 4b 77 %5
JHk s R ACE 1 0.225 mg/g i — Wb 75 %

P ESEE T HU PG PE 0GR SE S VR YRS, Ui
FCHr 25 IERRAECEE 78 ) ) . A SIE N B 1 & =
R N AR s & 1) 85% ~115%, R N i I & A
49.95 mg/d , £ 4 “ 45 N B 7 R R N BB B oK H A
B 11 40% .
26 ROHED

DA #h B8 v A o 2 AR DR B — 1l g3 IR AL 2 24 ) Y
R FNCE O ST NK 55770 A7) 7 45 o SRR v
GRS T (AR 2 O bR BT R AR
HECR 2 DY CH BT f R oA Bt 505D, 3hig v
ORI R R bR B 1K 85%~115% , 2 1l AH
KA T, B 228 0.04 mg/k,0.12 mg/do“ £
1% AR R D RN KD 55 717 B BAT bR D [ K 2 e R
HHE PR AR A S A% P R R T O R B 1 PR
AR 5 ) 80%~ 120% , 23 1) AH 5 i B 1) 1t B 15 11
H1, FHEN0.02 mg/ik,0.06 mg/d. #1150 G4 2 )
R WA B, R 201943 H 4 H, &8 if)
] 5% 24 M SR s T BB AN N SR R v 4 B )
ZIH RS N 3A X B 64 A, IR 10.

PA b 6 AN i P AL T3 2, 50% i Bl ok 8 AL L
P2 50 O DI A PR B O A T R R AR
HEBUEEARBEI TSR CRY 7 iR
TP WS B 20 R e Y
ANHMAEXHRRY RS R KHHAE
0.12 mg. 1k R S5 7 AR B 2R IR S AR R 2 1 1
D& . PN SR 3 B 1 208 B LA b 2 24 - 22 i

F10

FERANTF BRSO B R R S R TS U 5E g
BREFBESMEY . SR . BRTORY . D RR
HART .

2.7 SRMEE

DL SR R 1 2 B — R I A 22 25 7 B
o “CESMER B SR T O B 25 L) (2015 AR —
B A G R Y R E N BR R B 93%~
107%. 2 1R AH 5 R 356 B 45 1T 600, Y67 1o 1 1)
N H BN 25~100 mg/d. #51E% 201943 H 4
H, 2 i) 5 K 24 I = B i PE ), B e n & S
W2 () 258 5 N 35 A B RS AN R R, DL
F11.

DL B S AN SRR AL T3 2, 60% B i oA 3 ST
USRS B PR R, HL R 24t ol e S R 1) B
KHHERDFERE 71 60%. 5T &
PR 2 B3 B I B 4 o o 2 LA A 2% 245 (Al S R
BERUBREEREE.

3 45iE

ARICAAT O E B2 v 25 5 75 15
()7 b % B AR AR A 5 53 B T 269 AN Rt
VESC S, B8 S AT A SRl o X A 5% R S Y 2 7 %,
I3 (0B B PR B HEAT 20 BT 5 20 34% [ b o oA 2 37 AH 5%

R ST B R A ) PR R ) B AR
LA = 25.8% W 11 R T AR 35 BRI b Bl (3R 314D
100% 75 I A T 53 IF P it ot (3 14D 033.3% s in

RMEBET ST RREGET SR

Table 10 Chinese and western combination drug with clenbuterol hydrochloride

SRR P IoR IR O IRIE (H

i 4 R HROCSH - o ST OR Y H A & il oy
= YT hRRE)

Jili = 3 0.001 6 mg/F7 o 0.009 6 mg/¥X,0.028 8 mg/d Lo
i S5 R 1 0.005 mg/Hi 80%~120% 0.01 mg/¥%,0.02~0.03 mg/d S AE]
Wity &7 Fr 6 0.01 mg/}r 85%~115% 0.02 mg/iX,0.06 mg/d Wb 77 %
13k 22 Wiy € 1 0.01 mg/}y o 0.02 mg/iX,0.06 mg/d 4b 77 %5
1 Wi R <55 7 1 0.4 mg/mL AMETF 90% y Wb 77 %5
22 1 0.01 mg/F T 0.04 mg/¥% ,0.12 mg/d b5 %
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Table 11 Chinese and western combination drug with hydrochlorothiazide
AR . S SR R B B ;
W 4 Tk LT AsmEstEaE S Yoy
S B TV )
LAEE R 26 5 mg/ I 5 mg/%, 15 mg/d L]
PO R 4 1.6 mg/ )7 90%~110% 3.2 mg/{X,9.6 mg/d W77 %
o He X 2 0.002 5 mg/ 7 85%~115% 0.007 5~0.015 mg/¥X,0.015~~0.03 mg/d W77 %
T h | 3.34 mg/F 7 13.36~~20.04 mg/iX ,40.08~60.12 mg/d IbJ7 24
kA 2 Fr 2 1.5 mg/ o 6~7.5 mg/%,18~30 mg/d VO]
FERAS A A (2L 345D 050% WS N 2R 1R e R 2 1 398 %7)[EB/OL]. (2004-01-13) [2019-03-04]. http://www.
S AR 6N ) L 60% TR INA SUERE [ SRR (JE 5 A, gov.cn/zhengce/content/2008-03/28/content 6540.htm.

CUA 2 270 Bl b b L D Ay A DR A 22 Loy 1
0 ] R A BT % B A 2 24 0 IR R B
Bl o 7 DS 7R DA 27 o0 1 % v 6 24 52 07 1l 7
FEDE A FIAH A 2 B oy 1) H O 2 35 5 8 3o 0 B 1
T2 i K H &, RE o f ok 0 B ok H &
AL E R 13 AR o 474 @M ,27.7% 4
FH2ROTC fhFh, RN T2 .

F U HR G 245 52 5 i) 7 1 5 B b A PR A AL 7
B AW R, B ES RS KEE RS S =
V6 [ (25 G 7 B R R Ay 2 & ) A FF 555 0 R A
B LB AR TR (04 25 24 2 230 B g AT 1) ), J)
0 RS R IR CF R I 4 S oy B 55 . @il
24 b U P i U s 18 5 L = 5 100 Db 0 55 14 24
W, HLOVE & 3 075 A B ) 5 A B 8 0 4 2 R
gy, bR BB BRI SR DL A it
PAE— 20 ORUE A A 245 22 4, e ) R X I2 3l A 2
(FIRFIR 45 T 70 03 T

S 3wk

[11  XURGIRH . 3 44 1 [H Zg 72 I 2)) G 2 H bl BE 2 %
75 71 3% # [EB/OL]. (2017-01-14) [2019-03-04]. http://
sports. people.com.cn/n1/2017/0114/c¢14820-29022768.
htmL.

[2] THEEEAAL. 0 R R e [J]. R
Ej{# B, 2016, 14(12): 48-49.

131 BB . « A7) 5 0n(Fh He N RS E EH 25 Bt A 5

2 Y

(5]

(6]

(7]
(8]

(9]

[10]

[11

B ZRE SR . «Q019 XA I H R A Er(BEF R H &
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