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Multi-center clinical trial of Xiao’er Feire Kechuan Granule on acute inflammation
of pharynx and trachea with syndrome of pedo-anemopyretic cold with phlegm
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Abstract: Objective To evaluate the efficacy and safety of Xiao’er Feire Kechuan Granule in treating on acute inflammation of the
pharynx and the trachea with syndrome of pedo-anemopyretic cold with phlegm. Methods The stratified blocked randomization, positive
drug (Jizhi Syrup) parallel contrast, double blind, double dummy, non-inferiority test, and multi-center research were applied to this study.
Results A total of 210 cases were collected, and each group with 105 cases. The total effective rates of disease in the treatment and
control groups were 96.04% and 96.08%, respectively (per protocol analysis, PPS), and the total effective rates of syndrome in the
treatment and control groups were 97.03% and 98.04% (PPS), respectively. The results of non-inferiority test indicated that the efficiency
to the patients in the treatment group was no worse than that in the control group. The disappearance rate of sore red swollen throat in the
two groups, respectively was 57.43% and 43.14% (PPS); The treatment group was superior to the control group, the difference between the
two groups was significant (P < 0.05). Compared with the disappearance rate of other single syndromes and the incidence of
complications, the difference between the two groups was not significant. There was no clinical adverse reaction in both groups.
Conclusion The curative effect of Xiao’er Feire Kechuan Granule is not inferior to Jizhi Syrup, and compared with the disappearance
rate of sore red swollen throat, it is superior to Jizhi Syrup. In addition to, Xiao’er Feire Kechuan Granule has high safety.

Key words: Xiao’er Feire Kechuan Granule; acute inflammation of pharynx and trachea; cold in children; anemopyretic cold with

phlegm; multi-center clinical trial

ks BEA: 2016-03-25
TEHREN: B OBk @IEAE 2T, BT RO IR Y 4. E-mail: ddsfe13942510058@126.com
«BEMEE e, @R IRm, WFIRAT N LAE. E-mail: 627055409@qq.com



¢ %% Chinese Traditional and Herbal Drugs 3£ 47 % 25 12 8 2016 E 6 A

© 2143

ZIN L FAZ i ROk A2 24 52 I B AR
fiffdg. B, PRI, TSR TE
SCRE R Wi DS R . SR JE R
IBUEE o B PHRTT AL LB E B KSR M
JEH BB WA AN RGEEBE 3 KRBT 2015 4 1
H—20164F 3 HX/N LI HIZ G BORLIE T /N ) LSk
MR- 6 OB RIATIRIAIED IR e S e Akt
17T VA
1 &R5H&E
1.1 Bgt

ARG K 3 JZ DL BEA L FEE 25 P47 X e
RUE R A5 R 22 ho O RBIF 9 0 1%
CAHC A o 2 R 2R, BHIEZ5 00 SO0 . AR SOk
BN, SRR N LA SR R I AT
Ny 89.19%, WM a=0.025, p=0.2, IF%HHH
A=-0.15, AR RIGA . XA % 68 4,
HREW . SRR A e VPN TR B, A
ENRIH . XA % 105 6.

1.2 BT S¥HERRE

/N ) LB A SR8 R IR0 43 R RNV =12 W b
#E, S ICD-10"1F1 (JesRARJLRRE) Plle. ©
HLAAMHLr ek, slshZE. S 2k 4 ok 2k
SR S IRRERARIE s @ ELATRZIR 16928 R [ 995 g
S RIERRNE s @ BRI T 12 7] 5] J T
Hal X 26 R il SR

N U E B AT 1R v B2 42 W 5 IE
HE, S PR LR RS TR WiHle.
WREERK: OWHL IR @k @Mk, A
Fif; @EIEFRELTI; ORMEX; ©OHE; @
KT @FL, BT OKiEE s
%, sfrguirE. RO, % HMEk S
HHKFRSL, BRI AT HHIE .

1.3 ANERAE

OFFE /N LTS RV 2 Wikritk; @FF
A% B NIRRT B HRIE AR @& LR TE
1~14 % @21 24 h M AE 38.5 CUAN: B
H<72 hy @%E R R G RE, Ve QA
W5ZIR)LE (=10 %) LRI E MR E T,
1.4 HiBRéRAE

O MerE bk R %R . 2rEmE A . M 2k ek
Mg AP J . g, S A LA R i
ks @R O HE. Bl ks Dok R
LI SRR O AR RE=12X 10, Hik

B4 > 2% LR (ULND. PR5E M7 41
PR G s @OAR B S AL L TP EE R R
TREFARE )L ©& I EL. . B R
I8 ML R G045 RO . @ XIS 254 s e ik
WeE s OMRIEIEFE A BN .
1.5 ZRFREIE (REFRATEL)

O H I U Y B AN R, AR s A2 A
WA R R @G, B)URTEINE, JER
g, HR. BER. BRLS, NIBHRK, %
TEBURGIAREE, RIS 8 ;s @323 K
MPEZE GRIGF 254 W PE<80% > 120%), K H
Ay g e 24 OIN FH AS 7 2 AT IR R P 2
@OFFP R rh i 5 7 G Fid R N EFHERR
b, ARANBHEE ZikEJEEH); ©F
AR R, 3 AN R BN T gk SR AT I R
B, I A B AR HE ARG R IR ARG
@R F B A HOE AR5, (H g kUi aliAs
PR R0 FH 2 B RS+ o
1.6 BITAHER

TR /IS U FARZ W R0k i pig & = Gk )
HEMRAT, T 141118, F484 o) DL ESRE
FRLUF) Gl & P R A IR ], fiES 141101,
e 100 mL), SFHEALIR A 2 30pisk CRAEER]
W LR T HAA R AR, fiS 14100860, ke
100 mL) LAz /IN ) LIt #Rnz iy JOORE RS AU Gl g 5 7
LERIZE AR, #E5 141101, R84 @), I
NS de HARMER: /UM Hn i Rk K SEAR AR 51
(4g/4%), JFKMMR, 1~3% 1k 148, 1 H3WK;
A~TH5 114, TH4WR 780 E1R248, 1
H 3 Ko SO AU (100 mLAfD, FIR,
1~3% 1R 7mL, 4~7% 1K 10mL, 7 %L\ I 1
W 15mL, 1 H 3%,

GIFHZE: R R, e AR
. PuiEEdy, USRI, b PR fE
(RG24, WA <38.5 C IR Bk T LR
YRR, ELRRTELKE SRR I XA =38.5 C
(W EF R, 247 DREHEDRZ (A
WIS IREBD -

1.7 BTN

1.7.1 VPN FRER S s OB RG @9k
R 8: GIUERTE % @I RAERER,
2505 3 5 d il VR, LB 80N 20N
FEPF o



2144 -

¢ %% Chinese Traditional and Herbal Drugs 3£ 47 % 25 12 8 2016 E 6 A

1.7.2 FEAEAE S oAU hRUE  FFUE bR 1E R bR
O~ B . E|, 25 0. 1. 2. 343
©®~Oi L. B, HHEo. 15,
1.7.3 I 3CH € b e

() BIIT A E bR OIRIRZER: $RIAYT
JEREIEE , WER (FRAr@O~®) B0 Mk
b=90%; @B FRIGYT A AREIER . POREIR
TR FR =70% H <90%:; @F%k: 51897 ik
WRIES, BORIEIRER 2 A > =30% H <70%; @
Tk FRIRIT AT R PG, 7 JE R AR K R B E %
BEIRIEIR AR 73 Ak <30%

A8 = (RS AP+ 8+ A8 A

() "MERUEEST A b ORI UEfR
FBUS R > =90%; @ WAk UERAR /> Al > =70%
H.<90%; @A RL: UEMRRI Fk> =30% H.<70%:;
@Te: UEERS k> <30%.

TEERL 2 A =S AR N 4 5 BRGSO A

WA = (PR R+ B8+ 52850 e
1.8 ZE&MIFEN
1.8.1 VP FRFR S WM B 5 Ol gk A IR
ANRFA/ RS, @— AR IH, A HE I
Feo PP, AR, DS Ol JREHL, HFYEE
WNRREREM (ALT), BIhfEl)R E% (BUN)
FUULEF (Co), LB SESEI0 S A Ay . BT g2 ]
Ae R AR MIRIRAS R R/ ROV, oAb g br 1554k
28 /I Vi o Y697 BT IE #2897 5 8
H, NEEEEREUIA N,
1.82 ARFRAN SR TS MAR K
I SR HERR (R RRVE (1994 4E15D B, 23 e
IRTTHE. PIRE. TIBE. ANTIRE, KFaT 4 WAL A 259
AN B o
1.9 FitFEHZE

] SAS V9.2 AT G b, HRIE TR
PETRANE, 20 R ¢ 4050 Wi =00 K5
Fisher & HaMEZ7%: . Wilcoxon BEFIR B . T FIFRk
FRPRII LA, &Ly, KA CMH 4. i
WA I G — A HIOU RS 5, B 0=0.05. AEHRME

e, UM a=0.025, p=0.2, A=-0.15.
2 R
21 ANAEFER

FENIEZIRH 210§, b, REG . XA
% 105 %15 Hlkk 3 61, W& 4 515 fxgeitorpritkl,
203 BLERFH AT T SE0RE (PPS), AR
20101 ). KPR 102 5 207 9] R ik N4 a3 i
st (FAS) HHAT ITT 7087, BFERL4L 103 4.
XTREZH 104 151 208 491 56 5 E N 22 = PERAR B2 (SS),
BFRIGAL. XA 104 491,
2.2 AR

AHBEEN FAS. PPS AT szilas, LAk
FRIEAHE N 2220k e, WS, ARM. 18
JYRT e 2 BRI, AfrRIE . RASAS 2
FIAN e A2, X R4, Mgz 22 730
BEMEX (P>0.05), BAHAHYE,
2.3 HERITHS

PRSI TT AU A R & P04y 2 CMH
waiilh, GRER, EREGIFEN (CMH=
0.002 3, P=0.9615); MZAIAELRAGL:, BARCR
ZEERT 95% I 5 X 04 (=5.39%, 5.31%), {E 5l
0=0.025, p=02, A=-0.15 [(IEMHT, R4
PIRIT AN TR ZH . FAS 2087 5 PPS 20 #4518
—5. W& 1.
24 RS

PHALE ST U S A R & P04y |2 CMH
ok, GRER, EREGFEEN (CMH=
0.196 0, P=0.657 9); MZAAELRIGL:, BARE
ZEAHIP) 95% TG IX TR (=5.27%, 3.25%), {EH
0=0.025, p=02, A=-0.15 [T, RE4LH
H B RTT R T5 4L, FAS 43475 PPS 4347
i, Wk 2.
2.5 BIUEREKEFR LR

PRZH IR IRV R R A S ge i, iR R
N, WAL ERIR AR R 2RI A0 TR A, 2=
SH G L (P<<0.05), HAB LS 5.
PPS 73415 FAS 74t —3. W& 3.

F1 WERFBITHELE (PPS)

Table 1 Comparison on therapeutic effect of cases in two groups (PPS)
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Table 2 Comparison on symptom therapeutic effect of cases in two groups (PPS)
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