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Discussion on Pharmaceutical Research of Additional Specifications of Traditional Chinese

Medicine Honey Pills Based on Characteristics of Traditional Chinese Medicine

ZHENG Tianjiao, HAN Wei'
(Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China)

[Abstract] Among the supplementary applications for Chinese medicines, additional specifications of
pills occupy a certain proportion. It is common situation that addition of water honey pills and water pills on the
basis of honey pills. Due to the ingredients of Chinese medicine are complex, and honey may be related to the
safety and effectiveness of the preparation as a special excipient. Therefore, the necessity of the change should be
considered from multiple perspectives and aspects in combination with the characteristics of the pills, and the
scientific and reasonable nature of the change should be proved through research. By thinking deeply of the
review of the application for adding water honey pill and water pill specification supplement to honey pill, the
author discusses the key contents that need to be paid attention to in pharmaceutical research of such changes,
and puts forward the following suggestions: (D The necessity of change should be considered in combination with
clinical drug demand and benefit-risk ratio. 2 Attach importance to the research on the change of process and
excipient, and evaluate the impact of changes on drug safety and effectiveness. (3 Strengthen quality and stability
research, and select appropriate packaging materials to ensure stable and controllable sample quality after
change. @Reasonably expression of specifications and loading specifications.

[Keywords] Chinese medicine; honey pills; specifications; change of process; safety; water pills

(R BEHE] 2022-08-04
[E—1EE] JRRIF, WL, B EOFoE 0, NFe 25 B4 R # 9F T.4/F , Tel: 010-85242918, E-mail : zhengtj@cde. org. cn
BEIER] 8 W, T2, A2 5 R 3 PF T./E , Tel:010-85242911, E-mail : hanw@cde. org. cn
<209 -



529 #5514l
20234F 1 A

HEXBAFZRS

Chinese Journal of Experimental Traditional Medical Formulae

Vol. 29,No. 1
Jan. ,2023

(2 S i W R ) (I R 3 W B A B R
A5 275 ) F 20204F 7 H 1 H R SEH K 25 4 T
J AR R Ay R S A R M e 2 R
7 A A A R AR R Y DR T A O U R
(8 Ll 2 2 24 A0 o 0 o R 4R 5 R0 G A7) )
AT i v 24 28 o 5000 K o i e R R ) ifE — 4
YiAL T 4 Z5 A8 B BRI O B 51 R 25 4 R
HE it 1k 24 0 W A L R A ) T 4 B el R AR
B AT N FEE T B AR A
W2, A b 2R T I R USRI R 1
A L) v R K L KO AR R R
UL, H 3 A B Rl R RE VS R 2 D T,
el e ) R C N Y (N G AR N AN
fift 80N 45 7 4 o ML AR T 2 S Y E B R G
B T 20 Gl L TR 46 ) iRk [ D 28 (k) 4
Sy I (S B R R0 =2 S N [ 0 s D
8507 1 0] R EL AT RRBR M AR RE SR AR AR AE T
WF 58 AR FE 43 FURS S 2% B HUAS o o & BEPE R 2 L G5l
Z AR T X 2 28 4 M R ROPE B2 A AR G F
G 5 B K AN DL VR A AR T 2 T 22
S A IR] L, DR O LR () AR AR BT 25 A
AW B M R B AR IR S R ST
JEEEXTERESY . 2 T UG oK AL K LA
6 5 T AR RN P, DR DT R R R R T AR Y —
M I T W AR A RN,
DL A C 25 0 R $R ik 5 2%

1 EAEMARN—KEE

C T 24 0 A8 BT SR — R B 0 2 A
TE AN W R 52 R0 B 1T e o R e T 5 U B AR
b BV RL 2R R A HE B O K EE L K L
FUASAE R © bl A8 0T — RN T A it , 7R 45 A
it PR AR 2 DL AE N AR R
W TEAR TR DA R G fe] I JR AR AT
11 AU B RAS B PR AL RIE S — o 24
G 500, LI KA 2 A 2 R P — R R
I . DifRIEE K255 72 vh B i 7= 2 173 L K&
FU K U EEAS R 28 R LA AR R o AL 43 2 i
HOREAS [7) 2 R L R0 Sk S T £ KA T SR A [ 5
R, P, [ — LR R AT RE A TE R TR] A AL 5 R
%, L2020 47 J b A N R R 2 80) (LR A AR
b 25 ) ) Sy 8] [) s A 8 6 AL L K B AL LK AL
s 118 AL 7 i ol — K A ) 19 AL 590 A% 7E I 2 A 1
(R ]300 58— Ui .
1.2 R IR FH 25 /5 oK

- 210 -

LU HE LT —EH L

S AP vp 25T S B A T AR A A R R
T A2 0 i PR T oK LR e R R 2 D 1 2 2 A )2
TET , P % AL 1 i LA () A 10 32 25 1 2 15 A ) T 1
B HE TR o R LA it ] i A — T g
I S RE RGN B A R, (ELS T 3 o A ok U R L H
A IRHAE 5 53 51 A 2 R LN Ak T7 v B
A RBE SR A 25k S BUR A AR R . DL, X
S S5 T 25 IO PE B b T R, 3 oK s L
il K AL HLAR — 75 T8 7 R IR, 55— 7 T E i
KA K AL HEAT LA, W] LS BN R R AURR
ENTE 3= i) [V o S 1 96
W B NI, AN AR B 25 F A, A B 5 [ R
7B AN AR ™ B B, S R Bt S8 3 B0 ) i 4
PEAG AR B B B S B A — 7 TN
1.3 IFAN AR AR - XU L LS ok L K UL
R AL I RURS B 288 AR AR IR 9 [ T2 kL AL
MBS — RISkt B T P 2R B A
Mo BRI, 4 PP AG R BT 2 2 A A RO K
Jot A AT A R R G T S AR AR B Y e B R
P A EEE 2 OCTE BE, NA AR AL R SR 25 T R
il 0 I AT A P B U] S AR N 2 X 2 0 A N
SO o B OHUAR O 254 G Y A A T R
P& K 2 7 TR A A B R M EAE O —
Foft ELAT 24 BF b o B 4 R R T L AR TR
I % 38 43 75 i i T RE SRR ) R D BE 2R K&
SR S X e e AR TR R W 2 k2
Ak AR R, — R AT A A R T KUK
PGS B G A o 2 VR R R AR D 2
i B SR — TR TR 4R AR T AT A S B S I
FE o3 VTl 8 B0 3R i - KUK FE R IR A2 B AT RE AR 1Y
W
L4 ZR5 % BN MUAR A EME RIS BEE B
N K B L K UL, Ui R B RAR A TR A
b AL — R RO R S B SRS
% B T b 2 i S A P LA )RR AR O3 A
3 it AT R R g sk D B [R) 6 A7 AR 2 A4S BLA% E AN [
RS B BHLVE G8 F5 45 A f of  a % BLRY B
W I — A ATl W . 45 T b 25 AR R S A
B R SRS A 0 R S PR R O AR B X
2 fh B A AR B A P S W T AT SRS
o JIAh, B A A MR B AR BT RO
EiRE I TR N S [RT B WS K SR S & SN N (o]
il B e A T KT SR TR B AR AT AR
HIF 5 15 07 4 PRI A TR Jim 2l o i — SR D



529 #5514l
20234F 1 A

HEXBAFZRS

Chinese Journal of Experimental Traditional Medical Formulae

Vol. 29,No. 1
Jan. ,2023

A R R B AR BT B A B PE AN bR o IR R R 4
AR BT £ 5 AR T 24 5 A DT G
2 BAMEMAKEHR KAMBE X EFNHEAR
RS
LB MK B L K ILELAR T L TR

] AU R /NAEAE 26 5 A5 JL D]l AT e M T2
HRE RS 2RI | A 2 00 40 2k b R R 2 A
W RS o BRLIG, FE 2E AT A8 BRI 5 B R G A%
5| S Y SC R AR T DA AR T 6 2 A A R RO |
JO k] A P T R ) A B R O R AR T O
2.1 OQUE T A4
2.1.1 HIRTZE (8 Lidihgygi2: B Epas AR
P& 5 JE I (R4 7 ) )R, A8 B U500 (O 0 AL 45 B
AP LT % 25 W 0 AR AR R R B AR AN

S Y 8 T OINE T S S LR K B AL K LR
& AR 23 06 B B0 AL 5 05 R 2R b AN A Sk E Y
i R L iz ik 2 F T KL K L
& T B AR R 56 i T
JUo B 98 L A — AR A e
U UL TR GEILSE IR . BT 2 Bl L Ik
fEZER, HC A TR R ENE PR L& B
AR AR SE R IR 3R 23 5 M AU R Y B PR B 5
BN EE X T 2R X X T Z2Z S BM X T 2S5
BT, N2 R R 2k 5 R L L T R
T FURL RIS, 25 5% 1T RE 52 M LR Y 3 R R
MR .
212 TEETZE  BREIALT LA, % L8 ok &
UK ILHLAE W BRI S50 S T T2 M As . AL
B b BEAT T AR AL B HET 5 K AL K ALK T
T Fh o 2 A R R B K PR I
4 A5 B 2 BR ALK B K 4 o AS TR T AR A
R T2 B N TR) R R A5, 152 45 38 1 Pk 55 050 109
J % Y AH 56, HL A AL 0 BF 58 % 8 O ik i ik
BECEE, EFRETHRTFLE AL T2
R4 ANl s i BN S 11| B N e e S b 2 e
B AR T TR T2 A B TR N O VE TR Y
AR LR B 5 ) B B R TR O A BT R
WA, I BB AR S (00 G5 T S 8. I SR G B R
R AR TR T2 AT AR iR Ky AR
B B B i B W BR v e PR A L L e
T TR R M A 2RO Ay R LA AR Y
S, B AT R FH A S B i sk AE P X b AR T
HJG AT i 25 5 0 NS RE VIR OR G A B R L
PN TR T REAE TS ML SR AR T

PEAG AR T 0 A B

213 L KT Z X PRIt K
T, T U W AR T 06 B N A B O 5T
WA B (0 DG T S8 DI R T2 0 ), A
1 LA b s LA RO SR i 2k S BUR A
AN TR 348 0 K 8 L B K AL B A 8 o X L7 R A
AL A R, DT 35 A R AR 5 09 A, A A 7 3 2o
T A T 25 i v AU B 1 3 4 1 ) 1 17 00
W B R AR TN T 2358 1
A3 A UEAT 4% B AH N ) T AR AE

2.1.4 T ZAJCKREE B AUE K % L K LS
IREVS M T A AR A L B, 3 i 2R S O
SE VAR T T2 R AT AR R B R AR S
W) T ARE AT . fWAE A o B rh gt oy 2 adh 72
o A o A R DR IE 24 T AR E Y —

2.2 AL Rl A X ] R 2 A kA A R T T
5 Y 5 )

2.2.1 i sE AR ST 0 AR 7 2020 4 i
(o 2 ) o 9 AL K B L K LR AT T RIS
Ti] UL A AL TR0 BT 5 S oRE ) X S AR T B A R R 2k
FCEE) AN A, HLOBR % B o L i IR . DA
2020 4 it € 24 ) (— ) W Y 7S IR B L
B, 25 BLBR o S 3R T 7S bR M B L L (R L /D
) IKE AL KA, AL U E A K
LA FK M B, K ILLL B R B A %
HE b I RIS M 2 H 30 1B A 7 B OB L K
B U KU AH [ Ak T 245 0N Bk R 4 il 475
212.5.0 g, HR & ALE B HE 4 A 48.7% .29.8%
0% 7E % JUIE I K % L K FIUFAK (1428 55 5% ok
T v TG Ao AL TR AR B R R AR
A BIAG 5 w FAAR T S A A LR T R
B JE 5L A A TR ERE DG R R T
20 BRI R B (B B ) e s OR TR AR T g
X AL TR f 7 A R w0 R, TR B BEOR [R)
WAL BT B R 22 5, SR TR Y K
W BN AR S O U LR Y S ) ) A N B
I T P A R A R R v oA O o 5
FaE—.

B Z A A6, X T Sy 1 Sk 7 2 TSP R R i B
INFTCAL B iR v B AR AT S i kL . 8 4T
JEHRML RGBT LB F AR B R R
{FL 13 AR LR 2 A0 Ay R A B RE . X T
TELA T 200, 07 B A A A VT T B O A
AV A AR AR T R 2 Y A

- 211 -



529 #5514l
20234F 1 A

HEXBAFZRS

Chinese Journal of Experimental Traditional Medical Formulae

Vol. 29,No. 1
Jan. ,2023

AR B i AT AN 2 A N RS T Y
iR 2, N B A3 T 1 R A A G BERE R AR EAR
BIR T Al ek Bt 1 78 5T SE T PR SC AR R 4R L B2 AL
il A5, I L 5 7 BT 0 R 5 4 & OQ IR R IE A O
ME o

2.2.2 EEAN I B O R AR A RE X AL 4 e AR
PR MR 3 R o) A AL A — i i PR, oo
— A M bR R A G 2 8 TR R R (T
T R 2 2 AR T S R AR S R (AT ) ) M
TE LR BAT 250 b o A R SRR, G RE R
5 2 il D BE F2 96 B2 e A G W AT 22 ek
AN AT AN o U BT R AR SRR B R AL
AE = 13 1 g 108 R T 4 00 2K R R I A ) e
R R A, B e B AT T M e A, D fE
A 5 R Dy EE i BA MG, X MIFIE R, —
e 10 308 o A1F 5 Uk P AR B AN 23 5 | 2 2 ) T AR
€ bl e 24 0 78 R LS B AR R 2 0 4 A
B g H il o B AL GEIN O e R RE AR Sk T X
TALT5 AR A B Sk 2GR B, Qg T AL LA i
oA A e P I e R AR A R e A G

F1 EHIKREHRKAMIERE TG

38 3 05T UE BH 0 g A R X LR 2 e R
FEAL B R AN IF ST A N G T ARG 24 B 2
G I B 5 24 R A 1 BIF 5 R Sy AR B
RS %

2.3 il B RS FR A G B 2 RS D
AR R (2 HAS e R R d S R )
FRAE T N ) AU A% 22 34 (4 15 1 | 225K [ B BH a3 AL
A Y R R &, HAR LR 1. %48 T ) A 42
T2 RS AR R R R A RS A
PR R PR, AR I O T RS Ak A B
P A [ it 07 £ TIE H 5 24 AR R = 4 B
PE A0, O L HR T B K L R K s AL
FH B & R — R 20~40 L, — H 2K ", HLAE b “ B
10 AL 2 g( B 1 gt Y AR+ g) 7, B ik BA%
CREANE Qo7 B A BE 320 g7, BT B K B AL MUK
FUBCR A, 1 2 2 A DA i R R , A ARG
—, 58k KRRV, S8R FH AR EL
Tk B 8 SRR T B MR R 5 g 2 00 I
P PR, 7E B RS 238 ke i RLAR B N OC T R
A A R T 77 1 B

Table 1 Statements for specification of honey pills, water honey pills and water pills
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