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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 traditional 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 traditional Chinese medicine are complexed, 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 angles and aspects in combination with the characteristics of 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: (Dthe necessity of change should be considered in combination with clinical drug demand and
benefit risk ratio. (@attach importance to the research on the change of process and excipients, and evaluate the
impact of changes on drug safety and effectiveness. @ strengthen quality and stability research, and select
appropriate packaging materials to ensure stable and controllable sample quality after change. Dreasonably express
specifications and loading specifications.

[Keywords] traditional Chinese medicine honey pills; additional specifications; change of process; change of
excipients; safety; benefit-to-risk ratio

(i REMERINE) (EEX TR EEEARAE 27 5) T 2020 457 A 1 HESLME, K25 LiifEE
BRI AE A R R A, HUE LA R R A B ORAR S 2 DUkh g i T AR, (2 b
P AR ABORTE T RN GRATO) A1 (17 A 2528 S S0 K B BORLEER ) DA 1 2 R 1
FARKEIE, I W10 51 36 245 A R 22 At e rU MR AT R D e % IR e R A 25 AT WS, AR T b
AR S BTG , AE R 2 78 I Hh, R INERS ) it b o — e L], Hrp UK E L, KR
AT WK, R ER R L2 AN, e Sem A GNE . PR e, T
BN 57 25 o MSRAR T I REAE 25 AW 0 b 1200 RGN T2 (L TS iR CRiSER/B 2D
SGAREREF, HB TR, ARGALT . L2577 s R AR, RER AP EAEAETLS
WEFATE T UG S RS B 5 S BEEAN AL SR AR AR SR 24 i 22 S VE R PRS2 KA R 7E L
PRI AS R CAVPAN AZ SR = 24 B 22 55 Tr) L, DRI 7 2 B A i BB BT, SR G PPAG S SE A 2
BHEAMEA G PEE, MR8 SRS SOUT RRE R 7T, B3 3 T RO IM/KE U KUK AR S AR RO
M TR f BESR T AR S — B8, JFHI 1 R E R ORI e RN, DN SR AR 2
%o
1 B A IR B — BB B

O b T 7 i RO A8 B 5 SR — PR 3 0 7 i DA TR R AN T AR SR AN BT I 38 1 75 38 e B 7 13t B A B i 4
BEAE. GEVE, SOUEIKE R, KBS LA — MR, BN as a7 e A

1/5



2fEnsE, WA RBE R A REALE, DLW I RS E R .
1.1 AFIPR R AR VG O T R 25 AR IR AL, 2R O R R e B k. R
FIER—Fh P 2 G R, FLH8 RS 2 A8 B 24 A o 1R — B R BRI T . I ARIEE K 2 FE v B =26 T
AL AKE I KRR IS, FERI S AT o SR 5 W AN (5] 2 2 1) R AN [ (R 1T 3R A
I, BRI, ) — 7R S P rT REAEAEAS R AL ARG . DL 2020 4R R (AR N RIEFTEZ580) o, [RIET U
BEAL KB AKFURE 1 FUT) S P — Sk AS [ R AL RIS 72 BT bt OO ] TR e — Ui .
12 WBRBRAZETRR  “LUEFE N0 — B DR T 258 R 1 R s IV BRI, LTS i e AR 5 2 1)
I R 75 R 352 v £ P 240 587 1 45 22 A J2 T 5 DRI B AL 3 I R () E 1% Rt 75 R T it ke j 3 FH 245 75 5K
KB FULE A 3 A R — M T g IR BB N A R, (B T a0 R R K B L RN . IRFIASE ;A 4h,
A R AL PR Ak T R B SR I 2R S EUR R IE IR . IRk, xR R A 2 Y Tl
B, BEINK B BRI — T R E R, R K E AL KL TR, AT LS AN
RAMEIAERE, MM m B H 2N, BT B L Ek . Rk, AMUGRBIZ R, ZHEFR
FIRER BT “CAAA” [EE, fERREEE R S NP A S B . Bl BRI — T N 2.
1.3 PR R B K EE L KU AR ARSI 23S, AR e T2, fikh. a3kl
S RHNBF, XA T PG E R A I, ATHVEAE AR S 24 e AL AT Rk R R T
UM TS RN (B . RhEEtE . SRR OCE T, A ORAR B AN S 24 F A 5 A AR SR F e B B
MU, AR .. BRI a R, ERlS T2, MR ES A RE S
R o WA P AT M AR E R R AR, 76 28 AR T N 95 R I B T 6 VR S I RITh RE 32 iR %
SEMERIAR ST, W Tl RE B O T BRI 2h e e . AR, N AT TR, BT, VRS
WA 255 LR REE AMERZ I — ST, fE5E AR DL AT AR SE I ST 8 78 40 A AR
TR A - B, B AR AR B ] BT SR RS
1.4 ZZEEERME KD EEM ST FAMIKE A KA, d0c L = S FE REmies, 7F
—ERRE AT DU B SRS, (H T 2 008 4 N LA ) AR A BT, S R T BRI sk
JE DR [ AEAE 22 SRS, AER [ A% 1 4 B 5 75 45 S IR BORAR TR Ik — B 1A . BT oh 258 W &
FEME, B AR 5 JIURS 0 0 A R M I 5 B AR B X6 24 22 4 L A R TR T IR S T AT S A
FAk, BEERRPIS BRI RE, FER. Bik&. HmEAWmol, AREESCR. AR E
AL T B R AT, LE AT AR SERIE FU R A R IE AR B R 24 T B E T R R R T ROR . B
PR bRIE, FE R B SRR S LD 1
2 BHIEIAKE A KFIE RLRVE L2 A B

ERIEIMKE A KA ETHAT A, AEKNMEERERR, @RS A TE. kL
R R . BBl 2 W i AR B S 2 002 . (R, 76 HEAT AR TR AIE 70 I R VR 3G I RIURS 512 i S EAR
W, WEARE XA M et AR SRR TR, R T R AR SR AL
2.1 RETZAFEREHEM
211 FIRTE (S LEiPAZEBEMREARE RN GRUA7D) PRE: ARE AR AL BRI
HIAL %, WA A R AR A AR R 8 T NS T . B AL K B L KU A A
PR B AL AE, i w2 B AE S . R KL KB %, T2
FEAFEEE, KA . TR L. BB EAERER S, —RERA. B U T
AL BT RIRE TA LR, HEAWREHBHENETFEM . & MARRARSEYER R
FUFIR RS, R T R ET 6 20 ot St T 2D IR S T 2280, 5k ki . 258 5955 L)
THET . ARCR/NEATHITT, AT RER M AR . E BRI R &R
212 FBRITZ BREIFLTIES, EAINKE I KIS T REIE 2 K TR T2 . AT
PRACEE, (ECHTIEZKEE Ay K LRI B4Rk ph o 25 A8 B D M AR B AR 7K, DR 75 S0 i T 480 R 2 B AL
FUH IR Sy o ARIT g4 S T2 EA AN E IR, B IIE MM 5 AL 0 R IR G, LTI )
W0 T IRk B B L), B HEMF I RS AT R R BT &y A AR, hLE SR
KR A ERVD T T M EME, RO TR A MR E I, A B TEITE T
HEBEE, JEHRMIRI S T 2240 ROR A S RIS TR T 2T 5%, Wik, Ko, fibsss
SR MUEYIIREE . VEEON IRAE, USRI T EAHE R MRS . R R SRS,
B} AT SR FH i S e sl R AE B o LU AR R R R R . WTTRE. MR AE SRR, BN TR, T
PRI IE] . BERETE DU 4R AR TP AR S A
2134 BRTE  XHFrEmIT e, AR TEM, FUHAE L B EAA I, 0T 70 B B AR B
KT 2. IR T2 A% RLE T H & A RSS2k, SECEEARRA, ¥
KB LB K AR B BT AR, TR SE AN R A4h, ARSI B IR T 24 i AL

2/5



R e, BRI . B, PR R OR TR TZESH (0 SRR, AR B
1T %, WM T ZHE.

2.1.4 TZHORWAE  H AR E L. AU PTREW e T 2T, Kk, @il R FEMEE
MLZE, AT RAE, PR EER TZRE. wAT. @UEA SR @ e e E i sk &,
PREZG B AR E . ¥

2.2 EVATRIARE XA 2 At AR R E TR KR

2.2.1 JNEEFRRIRT AL, BEMIFRAETT 2020 FERR CREZM) SR KER AT 7RI, A FE R
LTI S PR X 32 A T R A AR SR/ S AR, HARERT 5 LA MR BL 2020 £EfR (h[E
2oy (—HR) WA “ONBRINTE L B, 2 bR AR IS T NI BB AL CRE L ANERD L KE R,
IKFUHE, B CURE N R A1, AKE R URE AR5, KL LEENRE G, 4218 25 SRR E
PRE ] EVGH 1P RO, B KRE AL KRR DT 2 IR B 7 70008 418 187 0 g, MREEFEIK
P EE 0N 48.7%. 29.8%. 0% B AIK B AL KUK IO SR eI R, S U X LA A
RIPE bR VRIREE RS S B E HIFIAL T . S35k, 8 7RI A P MR 2P 1 55 U7 ) it 2 B K
HRERERS T Z. HHIIEE (E. &, 28D ERIEH TR TR AR, Rk, R
AR AT T R R PR ZE 5, RUEIREE Sk R R SRR UM B 52, o) A e 2
PR AR AE SR A RURE AN T b, B fRBIFR R T 38—

BB AL, T ORI R T BE R T T G DRI, I R A AT AR T TSR
R AR, R, A, BRAMERD, EBNRE R, AT R S EER. MTEnERTZ
f, SR O ARE 7 S i BRI RS B ORAR S SR R 245 dh 1) 22 . A 20E s AT e
ALTFHEARIM . QRS RS AUHE AR A SC TR, AR AR T ARt R B BIE B4 S
Py KR BRBUE IS, I N OGUE I A 7 15 A I YA R RLE
2.2.2 BN EAARRERN AU et BRI e SR A R — A AR, R A
AMPRERIL S 250, R TR AR, (O LW 222 R SRR TR T R GRATO) PRLE, xR
B UMARAERRFIRAIRL, I ThRE iR 525 IV IR B A VEAH G, WIRIEAT 24t A Rk 4t vE A .
T F A A SRR 1) K R Dl e D it (5, T 38 0 A A AL TN R R 2 KKl 2% 18 S e 2w 1
TS, HIhRE EIR S HIRITI R 306 BAARSCHE, XFER T, —RSHE I TR A E A 5 R 23
AR 2 o L b T PR 2 PR AR B N AN R85 T 24 1) 2 A PR KBS O Jk il TR ERAE SR, B B REM 5 Sk B
XA T3 5 SR SR R 2R IR, 0 BT FR S SO SRR T e AR e e R, S A IR 0 R A AR
X R AP AW RN . BRAN, B FUR I B O DA 2 B2 v 50 g 5 2 R IO A B T Tt e
NEEH RIS
23 HIEMERARRR, FESHEAREMRMEEME (PR RREARSEEN) U RE T
ANFE AR IR B — R, B R F N B L A MO &, BARInER 1 fos. R E R 17
FREG RS R R ) — UFE N A5 S ANE & RN, Ik, 22 I 8 ST MRS R & B 0 Rl it
BN ORUEI SR ARG . FVARTERI PR TE . Qe SERE L AE K A, KEREHERN “—Ik
20~40 Fu, —H 2”7, BikEH “RE10 RE 2 g (B 1 g M THT** 207, FEMM N “FEHE - g” “Hil
3320 g7 HHHEUKEAMMIZ BN, TEENKR U ERER R, “EHBMAG—, HESIRREATH,
TEUERE M AN F RN ARSI RN R, wE s F 2N I, fERE M RE . FEM
L NINESE S CR SR IR IR (S R F R
®1OEM KER KRS RIB IR B

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