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Abstract: Guideline on Design And Evaluation of Clinical Trials for Chinese Medicine in Common Pediatric Diseases: acute
bronchitis is one of the standardization projects of the China Association of Traditional Chinese Medicine Guideline on the Design
And Evaluation of Clinical Trials for Chinese Medicine in Common Pediatric Diseases. The purpose is to discuss the clinical
positioning, experimental design and implementation of the characteristics of acute bronchitis, children and traditional Chinese
medicine under the mode of combining disease and syndrome with clinical value, so as to provide suggestions and methods for the
design and evaluation of clinical trial of acute bronchitis with traditional Chinese medicine. In the process of developing, working
group on the guidelines, drafter group and a finalizer group were established, and the methods of literature research and consensus
meeting were adopted to form the final draft of the guidelines. The main contents of this guideline include clinical positioning,
overall design of the trial, diagnostic and syndrome differentiation criteria, selection and withdrawal of subjects, intervening
measures, effectiveness evaluation, safety observation, trial process, quality control of the trial, ethical requirements. The
formulation of this guideline provides references for the sponsor or contract research organizations and researchers to design clinical
trials on the treatment of acute bronchitis with traditional Chinese medicine.

Key words: acute bronchitis; Chinese medicine; clinical trials; guideline; children

Cat A %P IR KRR IR T 5P R
FaFE ) (UL R AR AR HE 7 ) v e B 24 2 2 hn AL
T H —— LR R F1 % D5 Hh 251 PR 58 B it 5 8
MEBEARIEREYZ —, T 20174 6 H ERLT. Zh
terp B2 254 LRy S M 25 I R 25 0y £ 4T

Wi HER: 2022-12-19

H R R B 2 K 8 I B e A Sk AL AL [ Y )
AT 8 5 ROL TARAL, S e il € o A $i5 F DA PR AR
BT, FERARIES ST, 5 A ie A
AR JUFE A AR 255 R R E AL B it 5

A

ST S5 5% ) L, D 2456 7T LI 2 SOUE R

BEEWB: EIJH 2000 5 H <)L 2455 25110 R VEN B AR RV & 87 (20202X09201-008)
BIEIER: TR, R 22 25 K258 — BB B B« B 5 B A I PR 15 24 F 50 Ao, 3092 AT IR, A S0, EZE N LR

I PR VAN 772247 9T« E-mail : husiyuan1963@sina.com



+ 252 - $F46% FE 28 2023F28 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research

Vol. 46 No.2 February 2023

PRARES B 1T 5 VAN S A LB A0 5 v, i 3 B
[F Wt 70 4 23 W 7 3 A8 TP 2 I PR AR S BT S I R
ARV T BT .

T w1 € 22 1 3 AN B B s B 1B BT AR T
TARH, KGR B A AMESCSTHR V398 4 i 12
PRk e Bt 5 PR BOR 2 AL TR AR P WA 5 5 2 B
B ZAE A LRI R 25 3 & 5K, 20 il 75 4 K
M, A TR WA IZE K AT I, PoE IUE S 58
0 AR P AR LS B 3 B BRI IR 2
L, 1BE R B E A 29I R RIS HL A R LR K
Sl R 25 B L i) B R 5 e fe & XA,
FIRRIEH R R, I EEN BN FT .

1 ERAEE

AR T AR IT LE S SRR R
PR BE LA BRI 1 B 1 5 VPN 1) 2 ZE 7V

A IE T 258 25 ) B s PR B I R
b AL 0T HER G BTt it W 0 2 B R RIE 8 A 23 Bt
RESFHMEH.

2 HeMsIAxH

ASAF A a5 F SO .
3 AREFEMEX

NHIARIEAE & T AR .

3.1 2M IS E XK (acute bronchitis)

MR SE G R R I 28 SR AR
ECAN B, By FLR A 91 B SRR N CEIO AU BB
G B LR RO % VIR, IE R B K
TP E AR AL (G, IO RRE  H H % A5 %€
AR At S A o ) — i R R B
3.2 PEMGTRNEE # (asthma prediction index)

—MREEE A R I 3 5 DL R LB K RN
FES I e fE B R R . RIFESE 25 1A G B =
4%, B 1 I e R DR 2 Bl 2 IR B A R R 2
By e Wy P AR B CBHAMET . FEBR KRR A
F: (1D S BEA BENG 5 58 5 (2) 28 = 2512 W e B
B 9% 5 (3D A W NAL B 5 BB AR B8 o IR S e K]
FAHE: (DA WAL N R SRR s (2) 41 & 1
WE TR PR AT I —=4% ; (3) 58 E TE R hs B2,

4 HER

SMESCRE R RNILEE WP E R . —
VIR, AR R NZ W, B4 LK
R o PRIFEATIAFEAE DL b PRI B RO 3, &
IiE R R SOV R BN Tt B R w0 L, T PR A
M58 i 3508 AT V) A AN ] o ) TV 8 3, — MG A
R A 2 ERYE, 4 5 R 7R BCR N TH

e AR RZ I R IR — RS 2~3 JA o R TR R
W LR D], 32 A IR GE A BRI B AT AT 0
TP B BB B IR 0] B B BE AR, O 4k
RANTE G RIS AR e, — R A
M H2 , HE AR s A0 B U G

A AT AR W RCRE IR, AR e B SR
#¢ (asthmatoid bronchitis) , & — Ft & 5 ok #5 AT Jg& e
FH O B WP I 28 Gt 95 0, il S AR 2D 32 3, B8 7 9
LRI RN E BN . 2 WL T2 4L, R TH
A2, DRI R A SR EBLIG R E R . fEIR 2
WP 28 458 9 v 35 ] R B o B s Bt SRR R B
AR G I AE . A SCHERAE Y, 29 34% M JLE AR 3 A
% Z AT LA D 1R S G T 50% [ ) LEAE 6 %
A2 B A/ 1 I S R AR

AT A FERIA YT G PR BT i R AR ER - (1D
— BRI . BIVEEARE RFFIFIRIE Y , 4R
BARNL L 2 OK B RTE S o (D IR IS . AT
Z A EIR G S B, U R AR LR, IR
i B — A TR AT PU A 2, AN 7R 220 FULAE FH Bt
WE Y. FHIEA MR RGE , /T LIRS E Pt
25 o WA SR AR IR Y LA B DR BR R SR H AR
FUNPT A E 2D « GOXREIRYT . FEMFEMHIK 1L
% P Wi o AR, — M 3 5k N AR 254 (IR
A 10% FACHO MR FR, LA T A, 8 i<
T8 53 W YRR R 0% 5 bz, AR 2 Tz,
ENE S S I Y I AR G I
BRI ARG A g 5 B A0 1) e AR 2 165 I 4 JHe 0 3 T4
WV 4 1R AT 5 (EL A SR 2 ST , el R IR S T
s F B 1) 2 6 3 1Y) PP, 6 T g S ™ AR L, 1T
W VAR B ik 4 7~ M 2540 CUn 3R R T R ARe 2
YT BB HE R R BE D, A DUEY Pl gy
W) Can i % 25 L 78 % s S Hb SRR A ), LD Al
RAENE T WA NG e SRR 28 AR AE 73 W) AT I
ANEAE N,

SV SCRE R T R LR B R0 T
W4 , i DL VI A 6, 4 PR SE 22 il iE LR E I E A A0
TS 3IE 995 A% 2 il E 5 0 BHL I S5 T SR E O
7~ 2 M 2R B R AR P P2t B
BOPIE PR ESER ] TR ) LE LR
2 VS S GO E UE RS
5 WITSFNRERARER
5.1 ImKRENM

w2 YT )L S SCRUE R B IE ROUE E AL,
BRR IR T ECE o A IR ST SRR AE T i K



F46% FE 28 2023F28 %!‘ﬁiﬂ';ﬁti Drug Evaluation Research

Vol. 46 No.2 February 2023 + 253 -

T FEE Mo R, G H A e A, 3 AR O 3
AR AR AE B9 1, Bk B E %, thnT DL 45
P RE o100,
5.2 WIS
521 BN E KEEARE IR KRR 2 3CR F
X H BN JLE IR E 19 B R & £ R
U, AT DA% R 245 P AR BB DA 6 %5 ST e, JEAT 4y
JEBELE T
522 X DB aRIE R TRV BUCKR A C b
T [F) 2 256 B, R R A v o 78 SR A 248 T
RYZ R LE AT T, v] LR A 22 R0 e 5
R ARG 751 2t F R, T DL SR Y X 96 s e 4k
3B,
523 HiE O BEUERCRANEZE. HRKAS
Xof HE 25 75 B A VR AN R R A ], AT BL % e
KA ELA o AR BB %, UG B 3 i %
i1l v £ i i o
524 ZH0 FBATEIFEITH AT .
52.5 FEABRME BHFME RIS EEMN, S 8t
WM TR FEARE . FEARRMAE, B 7R EL I
AR R I SO VRV B A, 08 AR 98 I R R 3 B e
H R ED o AR, 75 % P B[R] 28 4
HIT BRI R A FE 00 1 S
53 LEiFRESYHEFRE

JLE S RE R B2 W, vl LS AR TH 24
W (AR 3 S LRF2E) 55 8 RRORICJE 2R b JL R 2)
19 FR il 52 (AR TEED 275 Wity B SO R 12 W, vl BA
(M EMEXRERPTHUESLEEGHRITEX
FLN,

JLE S S AE R I TR R FRIE, 7T LS AR I
H AR B2 LR W27 Fa /) (2012) 51 2
(AR o
54 FRHENEESRY
5.4.1 ZWABES NEERME L1~ 13 % A%
BILCAFEZRNE . S8 R ik,
FN AR N ALFE LR L (DA TR i2 W
T v A0 o EAE A v () AR AR IS VO R, ik 2
S RENIE , WA 55 6 % DL AR RS B i B M S
AERGENUE, M EEEEEFEI D LT EY
Il o GORHE RIS W 1E F R SURVA 24 P 0 75 22
AT LA N S 2 93 17 O 4 0 BRI, a0 #2<<3 d,
2T 24 h R IR fE<C38.5 °C, 30 AU 4 ™ B FE 1T
53 (BSS) 8/ LS AUVE %™ AR FE 1F 73 (BSS-ped)
PR =5 4y, 8 B DL b L % 9 25 (4D i R =

RN R B AR N AR A ER
5.4.2 HEBRARHE  FZERCHERRUCC (DRRE VH
H 0% AT PRI B A5 SV AR G, Stk b I R sk
e AR e kA 25 B R GL E E 2  B A R
9 i 58 T fie fie il 25 A% S5 NP W3 U e P e AR
JLo () SR BN 2 TR 35 175 A I B2 4y ) LB i B2 9%
Mg F9 00 45 B 1 B L. (3 JLE At X SE K 2 il
I3 75 516 , T LA RE X I ) 40 s 2 (WB OO B rh
KL A (ND L C [ N2 FH (CRP) 5 RES S L4 B [ e
(1) S 56 2 F b Al HE BR 52, 1ELR. 78 40 B ELBIE 53 (R 48
5 A Wr o COEF XS HT& FEH 25, iT AR L T HER
Fr e, B 738 T DUOAR 48 00 S0 VR 1 T AR
& Y & T HERR
543 WA FEFRERE KR H, EHHE=54d, K
FRAN IR BT H I A R, B B D B O R R O T
AL B 4K R AN B IR G, BT AU N R e 2R IR
.
55 FitEhe
551 HZiJiE JLE S AE R T AR
PRI, AR HE 158 25 W R A BE AT I PR 2 56 % i A
W g J, 2507 B 1, W 5 FE R BLA 25 10 77
AR — BT, 8L R S SEH LR
SV AR S W R R 2GR R B . HAg
SRR, AT IR R AT SRR 25 R R 7
552 JrfE Aok 3 B R AE 5UR 1 L B E
16 E HREE 7 R — M T R 5~7 a0 DL
FLARE A E MR, s R H s, v 7~14 d
Jr RN
553 EERMEITAIE AL BRAE LGN R B G E
B 2SR RONIERIE , A BIE B PUAE R AE
NIRRT o 0T 4R AN B E G, T
A & H BB RIBIT .

R ), S AR A A e A T
Wi R 222, LA & PUR R 2 R R 2, AR
FC A HESE VB R Ry T S BT

FRAP 2R LE , & B LR I IR =38.2 °C,
HA BCEAERER , 0T 4 T fF B 245 O R
Bl i g L sz B AETE R 2 S UL RS
I AT P RO 25 Cn A 529035 5 i 3 (I s
A 3% B, S AN A Cn T R R B &R0 N 7R 4y
2 JEIX He G I 25007 RGP B2 e, G2 Bk
3 2 BORE R B0 1 v 3 15
5.6 BMMIFMN
5.6.1 VPANARbR SIS & 25 DA e 1 B



+ 254 - $F46% FE 28 2023F28 ‘ﬁﬁ-#ﬁﬁtﬁ: Drug Evaluation Research

Vol. 46 No.2 February 2023

BUREARARAE 2 B8 H (1, v DLk £ 30308 2
SEMEERARAEAR 4 (BSS 8 BSS-ped)'' ¥, ol 3= B fiE
PRABAE CUTRZz W % 998 il S 44 A1 D PF 43, B A 58 X
(I A AR BRI BERE R AR R A RO 502 AR
NFLEVFM Fa b s A R RUE R R EE B W,
AT DA 5 v R E G I PR 8 26 LA R E o R VT
W FEbR" s 2 DGR 0 R D 2 22 H I, AT DL
FEHET BSS/BSS-ped B 3= ZUREAR ARAE & S5 Ifn
PRZE 18 28 B[R]0, B AR Wi IR AR 23 2 S B R Wik
I PR 2 8 28 BN (B A O 3 BEVPA 4B bR . BbAh, 2 0F
M 25 () 1 0% AR YR ST AR FH T 43 Sl R v
L R A B[R] %R e 5y BE O o AR O EEE AR
E{EL

FRARRR, FEAE N T BRI, AT B AE
N EAR bR . AR FR , 400 O R AR 4 5
1] (RO [ B 28 R AR (AUC)™) 3 R0 (CE A0
PR 28 A AR AT AR ZA8 AR B0 FH 24 D0 2 1 1
&2 AR IR B SRR o

KT Fa AR M B A5, X BSS 8¢ BSS-ped - fili & 44
TEVP 53, T B AR AR W) ) i) L R R K BT 2 J5
B, ] LA SRR A IR U5 A YR 9T 28 Al 3 F
PR R IR VY Ay, — MR DALE SR 4R SR T
Je B 24 /N ER AR LR R K AE SR IR
5.6.2 fRERINE 75 (1)BSS Fl BSS-ped ¥ 45 :
1996 4F , Dome Fl Schuster #2 1 BSS, 2 J& # 1% 2h
F T PR ot SO R PRIT 2% v 2 1iF g
2006 4, Siegfried Lehrl ZHR 4 )L 3 21 0S8 R Hr
£, tH BSS {4k 1M il BSS-ped , 3 56 il &8 % i N 25 %
FEREANTS20, 2013 4, BSS (175 R 4 Wi 24 W
R B 24 7 2% 2 (HMPO) T2 227, () 1 2
ERARAE VP 53 « ORZ W AR AR 43, B 2 HE Rz i (1)
LW 56T TR FE 2015 FROYPY s @ N2 55 3 2 B AR &
AR ERARAE , AT DA Z BRCOHR B AIE % ) R AL
TR ) H IR Rl AR AR o (30 35 Hp R UE %
(T SRE PRl 5 AR AIE 3 G AR - T 2 R AR T H 4H.
FRAE b B JLARNE W 297 48 ) (2012) K AH % 3¢
HRLSC 24281 7
5.6.3 & pifabnE CRITROEN bR E (DR A
R, ] 5 ONTRIT I BSS B3 <3 40 B (BO BRI
BT R BE=7 7312, B BSS-ped<<3 43 Al (B 86 97 Bl
NBE=4 531, B AR R IR A AE Cln g R PR S
e By 2. il O E 4V 9T 5 18D =50% . (2)
BT BERER AR ARG 2, 0T 58 O R SR
Wity S5 B AR AE VP 43 Y8 T IS 9 R SRR T R D

IANEELR UL B0 (3) B R A s PR 28 18, m] X
JNIRTT Ja R IR A S AR 980 =95% o (4) H R IE
15 A 280, W58 SRR T T R R IE % S AR A ek > =
30%0 o (5 I PR 180, ] 8 XONYRIT 5 MR 1
i, BSS B BSS-ped 1) "% W Al CEYO B IR VT 43 <<1 47
B BURE IR A AE Car n i 0% 8 SR B S i 5
PR B 53 982 ==90% B 95%) . (6) 1% Wk ke %% , Al
TE SUNWEWCRER AR 23 CH TR + 82180, FH 24 J5 T =
1410 (TR 2K, 1] 58 SONYR T 5 % W AR AR
gy CHIE R IED<<1 4, HARFF24 h L BB,
57 REMUYE

Bk € r 22550 24 R I 7 — M i D) )2 B SR ) i
PRAS B2 I BR {5 5 JR  oC Hi PR T o R 45 ¢
ZVEFRARAL 38 ROAR A Ak T R A5 R T B A
SE L T U RE USSR  JLE B R M
PP RIS B V)M %2
5.8 IR

AIRAEEE SN AT W, — it
5~7 d. VAAEFEIRFEANEMRLS, iT %2 5 7~ 14 d.
HRYE 5 bR PP 75 2, o JE 2R L AR AU R S VR T
BB W 3N e AR SRR RS H 1 AR AR
MERTHE, BT W E A AR 5K
A R A, B B 15 28 Pk & O 8RR E .
5.9 RIEHREITH

HE A F8 br VP AN 75 B, 45 A IR R 52 B, AT BL5 &
IS5 b & A 24 N IE 3 1 IREIR AR AL .
XT T BA BSS 8¢ BSS-ped 7y F E VAN B bR #, 0] &
XL AT R
510 fIBZFER

JLVE SESCRE R 2 W T AT )LE , F 1 H
R N A REEE B A N e, R E
CERZE R ERER RS EE)LENS I
B, HNHAERBHE =82 JLE, v LUiile JLE
iR R0 R 5, B 2R L R I 25 2
6 AR

124 B W AME )L EE SV SR 26 1 I PR
T, K 2 3% 5 32 B R AR AE (V2 I 2% 0% Wity S R i
EARAE ) A 43 B BSS (W Wk W% 975 Jifi 38 18 & 1% BT i
I8 W PR XE D /B S S-ped (2 Wk fifi 3518 2 I WI IRT 3ED
BRIV S, BBLH B SRR A R IR TR
B[R], AE N EE N T bR . R P R 2
FERARAEAR 73k = 8 3R KW , A SO B e
AN L H F ) BSS B BSS-ped % .

g1 R I Wi 2 AL B (D SCRE R



F46% FE 28 2023F28 %K"‘iﬂ'{ﬁti Drug Evaluation Research

Vol. 46 No.2 February 2023 + 255 -

FEEA A5 5 W% W K 52 245 R 95 i 4 440 119 2 B, D W K %
B R o (2) £F B D REAZ 4, R Ad o3 WA 982> , WA %
SHE I 5 286 S 8 R AR 23 WA A8 im0 5 R A 2, il
B & GO FBERAE L RE P IEZE RiE
BRAE VU R R e, 2 30 A GG e g S s 3 1 1
B AL, W (R O B RE AR SR A IR 45 10 15
2 ,H 9K s AR S 4 EIhRe Ik 5, % 1 PA4E
LSS R FE N BB , T AT DL R T Ok FR B
AR D E ZE RN R A5

A5 v DARE A A A i SR . A R
RERE, 2 T B4 LA 3, 0k g 2 SR R
AR FAF 9 — PO B A7 TE G, 2 TRV R
JU SR A T T 22 i 1) B, (ELRF A A D Hp 24 1 0% P i
VE FH I NAIE SR PR 7 B, o DLW B R R
o B BRI REIE , WG R 8 A7 o5 0 1 B K
Wiy S5 55 2 BORERARAE , FEHERR 2 R =5 R 1 2 4L
W2 M

AHMEAN: AL R(REFTEAHRFH —
B EIZ) .

ARERELR DR(ZRETEDREH —
HWEER) AZTR(REFEHRFE—HWEE
) EESGITYEHRFRBER) R R-F (B AR
EAKFHELTILEER) AL(EAEF KF
AFILEER) FHRR(REFEHRF S —HE
ER) . ZABRFESKFATER) KEAGL
APEHREMBEER) BEIE(EETYEER).
FFR(REYEHRFE _MBEEIR). A KM T
MPEHRFE —MBEER) HRE(RETE
BHREF—HEBEER).

ARt R . 2xHE(HATFTES KF).
RE(ZHTEHRE) ALF(FEFEHRFR
FEAMEEHRI) TEGTHPES RS F —
MAEER) HREAGLETPEARFALITER).
ERR(EEFTPEER) HEH(TMNPEH K
PHE—MEER) SE(PEFTEHFEBHILE
M) Epde(PE P EASEEILE L) B8 K (LR
PEHGRFAAMNER) 2ELECGHILEFER).
ERCGIHFAFPER) H—R(EITTFEER).
WP (RAPESGREWBER). T H A CEY
TILEER) MMF(Z@AFEER) KEE(X
EPEHRFS—MBER) AF(REFEH K
FH-MEER) EHA(REFTEHXFF—HE
EMRR) AT HF(REPEHLEMA) FTuk(REFFE
HAEEA) . FTEOCPETHNR),

Ko I : S5 (REPEHRSE S —H
BER) BEKE(RETEARFF —HEER),
FHARETEHRFFE—HEER). R R HA(RE
FEHKRE).

GENS R R RS R

SEHR

(1] VL35, HRE, LA AR5 SEH LR M. 55 8 i
Jent: AR BA AL, 2015,

Jiang Z F, Shen K L, Shen Y. Zhu Futang Practice of
Pediatrics [M]. 8th Ed. Beijing: People's Medical
Publishing House, 2015.

2] FERP. B DAMRESR G- =R LR
2 M. BB 9 R bt NIRRT HikAL, 2018.

Wang W P. The 13th Five-Year Plan textbook of National
Health Commission, Pediatrics [M]. 9th Ed. Beijing:
People's Medical Publishing House, 2018.

(31 B, #EKYE, ¥ Je /R ILERY [M]. 55 19 R P52 it
S A5 TG 2 A PR~ A 2017,

Mao M, Gui Y H, trans. Nelson Textbook of Pediatrics
[M]. 19th Ed. Xi 'an: World Book Publishing Xi 'an Co.
Ltd., 2017.

[4] o B BT O A [ B A L i ik < U At B 6 b 2% B 2 v 7
B4 AT A W R SCRE R ES SIRIT R
FILIR 1], RAEEE LA, 2020, 12(1): 32-35.
Sub-health

International Exchange and Promotion Association for

Professional ~ Committee  of  China
Medical and Health Care Integrated Chinese and Western
Medicine Treatment Group. Expert consensus on the
treatment of asthmatic bronchitis with integrated
traditional Chinese and western medicine [J]. Res Integr
Tradit West Med Med, 2020, 12(1): 32-35.

[5]1 whErhBEZizaey g LRV W2 YT R [S]. 2012.
China Association of Traditional Chinese Medicine.
Guidelines for the diagnosis and treatment of common
pediatric diseases of traditional Chinese medicine [S].
2012.

[6] Bk, 6l —5¢, o, & . G4R 0 IRIBCA St 22 4P 1)

Z sy BEALX I PR BT FE (9], th S A LR &,
2010, 25(5): 383-387.
Lu Q, Bao Y X, Wang W, et al. A prospective multicenter
randomized controlled study on the efficacy and safety of
Jin-Zheng Oral Solution [J]. Chin J Appl Clin Pediatr,
2010, 25(5): 383-387.

(71 #HrI, BT, KT, 55 AN Ik BoRLG 9T L
M SCRE R RFE PR BENL . XE . AT
M 2O I PR AT JE (7], v B b P R A LR
2020, 12(5): 375-379.



+ 256 -

$F46% FE 28 2023F28 "éﬁ-i‘ﬁﬁti Drug Evaluation Research

Vol. 46 No.2 February 2023

(8]

(9]

[10]

[11]

[12]

[13]

Han X M, Wang X F, Zhang B Q, et al. Randomized,
double-blind, parallel-controlled, multi-center clinical
trial of Xiaoer Jingxingzhike Granules in the treatment of
children with acute bronchitis with cold induced and
fever syndrome [J]. Chin Pediatr Integr Tradit West Med,
2020, 12(5): 375-379.

Mg, S, ESL, A /N LR REsIGT ) LE SR
B RINBRIETE [J]. sPE2)LRE, 2017, 13(4): 33-36.

Liu J, Huang Y, Wang L B, et al. Clinical study on the
treatment of children with acute bronchitis with Xiaoer
Cough Syrup [J]. J Pediatr Tradit Chin Med, 2017, 13(4):
33-36.

BET, Sk, SR, 55N JLIEBUERZRORLE I N L
PR PN R e B B (2 PSR 20) I 2 DI IR BT 56
[J]. I E 4R, 2012, 39(6): 987-989.

Wei J P, Ma R, HU S'Y, et al. Multi-center clinical study
on Xiaoer Xiaoji Zhike Granules in the treatment of
children
syndrome (acute bronchitis) [J]. Liaoning J Tradit Chin
Med, 2012, 39(6): 987-989.

X, e te, BT, 45 /N JLIB BRI G T )L B
S RIREEIUEI 2 bt . XUE . BENLXT AT 5
[J]. B4R &, 2020, 61(17): 1530-1535, 1546.

Liu K, Ji X H, CAI J X, et al. A multicenter, double-

blind, randomized controlled trial of Xiaoer Qingfei

with phlegm-heat cough and dyspeptic

Granule in the treatment of children with acute bronchitis
syndrome of phlegm-heat obstructing the lung [J]. Chin J
Tradit Chin Med, 2020, 61(17): 1530-1535, 1546.
R, HBIR, Sk, 55 Sk Ak MR A Ak
W Al £L UKL VR T7 )L 2 R SR A (R BV I IR ) (¥
MUAE « BHPEZSFAT AR 2 O IG RIEN [J]. 2459
PRI FT, 2018, 41(12): 2256-2261.

Guo S X, Hu SY, Ma R, et al. Evaluation of Cefuroxime
suspension combined with Zhike Juhong Granules in
treatment of syndrome of phlegm-lung obstructing heat in
children with acute bronchitis: A randomized, double-
blind, parallel positive-drug control, multi-center clinical
trial [J]. Drug Eval Res, 2018, 41(12): 2256-2261.

Kamin W, Maydannik V G, Malek F A, et al. Efficacy
and tolerability of EPs 7630 in patients (aged 6 - 18 years
old) with acute bronchitis a randomized, double-blind,
placebo-controlled clinical dose-finding study [J]. Acta
Padiatr, 2010, 99(4): 537-543.

WRIW, AT 5. AN L 7 B A el S BRI B 55 iR TR
T 2 S 7Y )L B W 2 SR R R LR [0, G P EE,
2018, 50(2): 84-87.

Chen S, Zheng L X. Clinical observation of Xiao'er Hulu
San combined with ketotifen fumarate tablets for

asthmatic bronchitis in children with syndrome of

[14]

[15]

[17]

[18]

[19]

[20]

[21]

phlegm-dampness accumulation in lung [J]. New Chin
Med, 2018, 50(2): 84-87.

BBIE, 22, D7, A5 I R IR TT L RS
B R OR R INIE) 1 1 R BLEE [7]. HH 24, 2016, 47
(10): 1746-1749.

Hu S Y, Li J H, Tang F, et al. Clinical observation of
Qingfei Xiaoyan Pill in treatment of lung phlegm heat
syndrome in children with acute bronchitis [J]. Chin
Tradit Herb Drugs, 2016, 47(10): 1746-1749.

Kamin W, Ilyenko L I, Malek F A, et al. Treatment of
acute bronchitis with EPs 7630: Randomized, controlled
trial in children and adolescents [J]. Pediatr Int, 2012, 54
(2): 219-226.

M7, HRR, BRTR, &5 LN LA DB A T L
M SRR RO CZE Tt IE 1 I R I A [J]. T R 2,
2014, 36(1): 44-48.

Li M F, Hu S Y, Li X M, et al. Xiao'er Baibei Zhike
Syrup for pediatric acute bronchitis characterized as
phlegm and fire congesting the lung [J]. Chin Tradit Pat
Med, 2014, 36(1): 44-48.

FR R, B R, AR, 55 /N LI HE G E iR 7 L
B 2 S AR A I AR B (0], DG o [ 26 K 2 2%
%, 2017, 40(4): 59-64.

Du J H, Jiao S M, Wang B B, et al. Phase III clinical trial
of Xiaoer Qingre-Xuanfei Plaster in the treatment of
children with acute bronchitis [J]. J Shaanxi Univ Chin
Med, 2017, 40(4): 59-64.

FR/NFE, Bl gE, BRI LZ R R iR gT )L
W gk XA AT it I (R SR ) IR IR AT A (1], v [ o
Ezh(E B2 &, 2006, 13(6): 15-16.

Guo X Y, Zhong C L, Hu S Y. Clinical study on
Kechuanling Effervescent Troche in treating cough in
children for attacking on the lung by wind and heat (acute
bronchitis) [J]. Chin J Inf Tradit Chin Med, 2006, 13(6):
15-16.

Matthys H, Kamin W, Funk P, et al. Pelargonium sidoides
preparation (EPs"7630)
bronchitis in adults and children [J].
2006, 14(6): 69-73.

th AR IR 2 o WP IR 24 70 2 e T 22 2 L KK 2 T S iR
J7 HE 9 (2015) [J]. HH 4R 45 k% R W 2 35, 2016, 39(5):
323-354.

GroupAsthma, Respiratory Society, Chinese Medical

in the treatment of acute

Phytomedicine,

Association. Guidelines for the diagnosis and treatment
of cough (2015) [J]. Chin J Tuber Respir, 2016, 39(5):
323-354.

AR e LR W A AL L E e B R A
L 25488 [J]. TP ARsE A LERHIG R 24 &, 2018, 33(19):
1460-1472.



F46% FE 28 2023F28 %K"‘iﬂ'{ﬁti Drug Evaluation Research

Vol. 46 No.2 February 2023 + 257 -

[22]

[23]

[25]

Respiratory Group, Pediatrics Branch of Chinese Medical
Association. Guidelines for rational use of asthmatic
diseases in children [J]. Chin J Appl Clin Pediatr, 2018,
33(19): 1460-1472.

AL, EH0E, BB, & ) LEWh RS G120 T
ZFILIR(2010 4F 2 ) (1. E L HLEHR &, 2010, 25
(6): 439-443.

Lu Q, Wang X F, Chen H Z, et al. Expert consensus on
the diagnosis and treatment of cough in children
(February 2010) [J]. Chin J Pract Pediatr, 2010, 25(6):
439-443.

Wrig, Smd, W, & . e LUIRIBNE T JLE SRR
RO IR IAIE 1) 2 bl I R B AT (0] b 2
2013, 24(15): 1411-1414.

Chen X, Ma R, Hu S'Y, et al. Multi-center clinical study
on Jincao Oral Liquid in the treatment of phlegm-heat
obstructing in children with acute
bronchitis [J]. China Pharm, 2013, 24(15): 1411-14144.
REAL, ok RIE, TA, 85 RET BRI R TT B L0 R
WFFE [J]. WGP LR 4% &, 2003, 21(1): 50-52.

Lu Q, Zhang L E, Wang Y, et al. Randomized contrast

lung syndrome

trial on the therapeutical effect of oral Mucosolvan Syrup
[7]. J Clin Pediatr, 2003, 21(1): 50-52.

Dome L, Schuster R.
phytotherapeutische alternative bei akuter bronchitis im
kindesalter [J]. Arztez Nat heilverfahr, 1996, 37(3):
216-222.

Umckaloabo -  eine

[26]

[27]

(28]

[30]

Lehrl S, Kardos P, Matthys H, et al. Validation of a
clinical instrument for measuring the severity of acute
bronchitis in children — the BSS-ped [J]. Open Respir
Med, 2018, 26(12): 50-66.

European Medicines Agency. HMPC meeting report on
community herbal monographs, guidelines and other
activities [S]. 2013.

e R 2y 2 LR SRR VEO 240 )L E S S
U R ZE 2R RIS B S BOR TR E (0], 24
PITEAN W 9T, 2015, 38(2): 8-16.

Clinical Evaluation Group of Pediatric Branch, Chinese
Association of Traditional Chinese Medicine. Technical
guidelines for clinical trial design and evaluation of new
traditional Chinese medicine drugs for children with
acute bronchitis [J]. Drug Eval Res, 2015, 38(2): 8-16.

) 5 B 24t B R 24 PR L . T 2T 2 I
PR W 58 — % J& U [EB/OL]. (2015-11-03)[2021-11-23].
http://www.sda.gov.cn/WS01/CL1036/134581.html.
Center for Drug Evaluation, National Medical Products
Administration. Traditional Chinese medicine new
medicine clinical research general principles [EB/OL].
(2015-11-03)[2021-11-23]. http://www.sda.gov.cn/WS01/
CL1036/134581.html.

Matthys H, Kamin W. Positioning of the Bronchitis
Severity Score (BSS) for standardised use in clinical

studies [J]. Curr Med Res Opin, 2013, 29(10): 1383-1390.

[Frtesmit  Firsk]



