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[Abstract] Objective: To evaluate the clinical efficacy and safety of Longmu Zhuanggu granule for the
treatment of children recurrent respiratory infection due to lung-spleen Qi deficiency. Method: This multicenter
stratified, block-randomized, double-blind, double-dummy, positive drug (pidotimod granule) parallel
controlled, and non-inferiority trail intended to included 240 children patients and divided them into the
experimental group (#n=120) and the control group (n=120) at the ratio of 1: 1. Patients in both groups were
treated for eight successive weeks and followed up for 12 months. The cure rates, numbers of respiratory
infections, average courses of disease, curative effects of traditional Chinese medicine (TCM) syndrome,
curative effects of individual symptoms, curative effects of immune indexes, and safety indexes between the two
groups were observed and compared. Result: A total of 237 subjects were collected from 10 research centers,
including 119 cases in the control group and 118 in the experimental group. There were 236 cases enrolled into
the full analysis set (FAS), 210 into the per-protocol set (PPS), and 236 into the safety set (SS). The baseline
data of the two groups were not significantly different from each other, indicating that they were comparable.
The cure rates of the experimental group and control group were 75.21% (88/117) and 73.95% (88/119) ,
respectively, with the 95% confidence interval (CI) of difference between the two groups being 1.26%
(-9.85%, 12.37%) for FAS and 3.81% ( -6.28%, 13.90%) for PPS. The 95% CI fell within the 10% non-
inferiority margin, implying that non-infertility test of the cure rate in the treatment of endpoint disease was
valid, and the conclusions of FAS and PPS analysis were consistent. There was no significant difference in the
number or course of upper respiratory infection, bronchitis, and pneumonia. The difference in curative effects of
TCM syndrome between the two groups after four weeks of treatment was not remarkable. After eight weeks of
treatment, the total effective rate of the experimental group was 84.62% (99/117) , statistically higher than
78.15% (93/119) of the control group (x’=-3.26, P<0.05). There were no significant differences in the
disappearance rates of individual symptoms between the two groups after four weeks of treatment. After eight
weeks of treatment, the experimental group and control group exhibited the disappearance rates of 67.50% (54/80)
and 47.37% (36/76) for shortness of breath and laziness to speak, 75.00% (54/72) and 53.33% (40/75) for poor
appetite, 54.55%(60/110) and 37.84%(42/111) for hyperhidrosis, respectively, with obviously better outcomes
observed in the experimental group (P<0.05, P<0.01). The inter-group comparison revealed significant
differences in immune indexes after eight weeks of treatment. As demonstrated by comparison with the situations
before treatment, IgA, IgG, IgM, and CD4 did not change significantly after treatment. Except for CD8 in the
experimental group (P<0.05), there was no significant difference in other immune indexes before and after
treatment There was no significant difference in the incidence of adverse reactions. Conclusion: Longmu
Zhuanggu granule is not inferior to pidomod granule in the treatment of children recurrent respiratory infection
due to lung-spleen Qi deficiency, and it exhibits good safety, implying its promising clinical application value.
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<112 -



527 B 23 W) HEXBAFZRS Vol. 27,No. 23
2021412 H Chinese Journal of Experimental Traditional Medical Formulae Dec. ,2021

/N L BV G G (RRTT) J2& DAL I 0 5 Jak
Yo SR R Kl R A — B RE N ) B R AR O I
— 3 [ TR Sy 3 I R AR AE 9 /N LW ZR B0, 2 L
Bha Wt A 2 W F 4 )L R 2E b an L G
ARk R BT E LB K R A3k 30%,
L6 % DL & AE I B, &KW R TE 9.0% ~
13.3%>*, RRTIS Z R E 46, s f1 (W37
T 2R AR B st A 4 Horh S BURRTI Y 8 % K]
FENRBEICT Y PEE R R ERIER S T
2 Fh R GER N, QT R G 0 L I R SE
M0 LA 6 PR R G B RS A AR AL, L
HEHT T BN T B, AL E 2 5 /N L fg R i nf
S A Al T FE LA 2R M B R G T RE A e 1
HEag 2, " EHemEILWAEKRES .

Je g ORI © b b 2 D)0 i A
B RS, TN LA B B e N L2
TR R R BREHEEWAIBGITIEM . /ML
RRTI fili 4 R i = 280 G Ry 1E S 59 1097 L 0 i
HPROE A, DU & P 68 1, 78 Il K s 97 /b L
RRTI Jifi IR UE B 1 22 B2 2 A8 FH e o ot i ok, i
AR ERAR AT Rk A A D SR L PR R
o B U B A5 £ I 25 It IRV JT RRTLYT AL
B AH A YT R IR 25 I 1 AR VR R A e ot o
FAT R, A S (8 FH e Aok B O . B R DEAN B
fifi FH A 5 % /N JL RRTICMl P9 3IF ) J2 75 FL A7 4%
T B I R Y7 385 e 28 4k IR Y e T AR IR 9%
1 #&R5HAE
1.1 — R AR R 5 R 98 A 240 ] 2
WILE R0 N 2R K HABEL, h
SAS v9.2 A4 iU AL 43 Be 2% , 4% 1: 1 L B B AL 43 g R
FLA AT R o R HIRUE B4 58 J5 125, 3 2k XURE 4L
M IE 58 1, 70 Z 9B 5 il A WO R 58 T8 O 1Y
N G BB AL T R 8 ORI 25 W M R H
JEH BEAL % R AE , i B NS IR B 2 il 3
Wi, BV MAFEHHTES®E . BRICL5E
UL AE by BA P 25 1R A7 A7 X6 B SR T AR 25 3P RS 56
W7k . AW T 2016 4F 6 J1 2 202148 3 J JF g,
PN N R N S s NS N o
TR BE B AR R B G T P B R B
KRN RBE B 8 7R B i G e A 3R M P B
Bt TR e 24 R o — B B B 4 B T R B
B URH B K 2 B TR R A R BE A B L[] SE R . AR
W 58 28 K v B 24 K2 5 — i I I B 5 2 AR B 2
B2 AL E (TYLL2015[ Y 197 030) , & 2 ik %

BB MR E.
1.2 VHEZEbRME R AR E e LR o 2
W 2 20 K AR LR A i & L s BT IR A2
I 952 S J % % T IR MBE A 0 b D00 ) M R i
TE R A BAT U B = e W 4 2 I B
R IR [) B 7 Sy 14T, IR T P IR JRR e Bk T 580
BT LW, R,
#1 RRTIAESHRE

Table 1 RRTI western medicine diagnostic criteria

ST W W 3 R e IR /A

L Ity
JERYL IR AE W I 5 ili
<2 7 3 2
>2,<5 6 2 2
>5,<14 5 2 2

VE + D2 YR ] [ I [ 25 0 >7 ds @73 I I 8 e OROR
% AT LK b R I e U KA N L R 2 U Bl R R e
DRI 38 g 2 i S T P R 5 ) i 0 3 4 WL
6 14E ;@ I 995 1 4F P I BB 28 2 UK, I 31 ol I 5 1A A
SEARE S, 2 VG 96 15 95 61 i 4 A F A0 B2 10 i 28 1 5 4 T 2%
1.3 hEZ2EiRfE S ROPEILEFE RIS IT iR
B )(2012) 2 RI3T . FIE R B AME . HRGE: O
B QTE AR O WL AL R @ S
GO ;@O LR ;OO NG ;@2 , sh 5T
@R AMEIEH . FIKAEL: OF FIR; Q& w1 ; @k
T He80R . EUES A HEMVAE3I T, =%
Jik 48 2, BV AT HEIE 2 K
1.4 AbRHE  OFFG/NILRE b0 E g vy
P12 W 5 v B HEUE g fili LR E ; @4FE S 3 ~ 54,
PGB ; @9 RE =1 4 ; QAR 2B L 52
PR E G 2P 1 OF KB ANEET
HE R A
1.5 HeBRbnE  O~EAG ™ 5 Y 5K % i I I A R
e )L G0 It K P A 9 B B i L SR A R s BB 2R
fE e R G V2 @QBEAE 1 4R LU &R IR I
RGeSy F 5 DI 1AE N FR Gefdt F S g 40 i) 5] &%
B B 95 1Y 5 R HEAT IR 9T 0 ROL, 3O A MR T
RRTIZ W3 s @ x50 FH 25 5 ook sl B 4 A 2o vk
PRI (A0 3k B S A% ok O W e A5 ) 19 SR L B 3
A NS Ik e 25 ik R 5 1 L ; @B 58 &
N KA A A A G 1 L
1.6 RYT T
1.6.1 RE25Y WA T e ot BOR: (1 24
¥ 742021662, 41t 1608856,5 g/42) , VT £ B4 4l i kL

- 113 -



527 B 23 W) HEXBAFZRS Vol. 27,No. 23
2021412 H Chinese Journal of Experimental Traditional Medical Formulae Dec. ,2021

R (A5 160101,0.4 g/4%) , FHPEZ 4T It £ 56
om0k ([ 24 M F H20030325, 41t 5 1510304,
0.4 g/4% ), Jo 4t 590k BB 50) (L 5 160201,
5 g/4%) , 34 pi i TR 24 Ml AR AT IR 03 A B 2 R R AL

T M B ORI A% s  fa b e B AR 3 B
2y R INOK A 49K, BRUR 2 h, BB 58 UG K 4 K 20T
B 0F HoAth 9 BR 25 B4 K BT 3 UK, B IR 2 h, FILAE 58
B K 3 2GR A T 5 B T A 2 W B Lk A ik
45 AT BN 1.32(20 °C) B . BUEH ¥
5Bk SN a K LR ES A A MRS i E D
A J5 il B URL , 08, R4S 500 A oh 2k
F 35 F A B 25l 4 AT I 0 A B 2S w E— R, 44 R
Hh [ 24 31 K A O P AR A o E O A PG S8 B o
Ko 50 S T G R 5T
1.6.2 UL Je o ok S HAR ), T K
Wi, <2% 5g/ik,2~7% 7g/k,>T% 10 g/ik, 5
H 3K, VCZ Bk K HAB50], miR, 1R 148,
BHUR(AER). JIr 8 v 1240 H . i
U R S B S o 37 ] N o) 2
1.6.3 AIHZME Kb, A kA S
Yo FLER AN [RLG 1 n 33 AR IR | g G R
P THNIRIT  HEWE R A . ARG I
3G T7 /N )L RRTILAY o 25 04 24 J A s 1 8 15 70 45
AR BT A A T 245 2 N0 40 ] S A 9 1 4
F A6 D L A sk 25 W 0 AR A A A0, O A
JE A I 24 02 15 5 e 3 56 FH 24 17 3K
1.7 AR g R AR ZOW I B S OBR R AR,
Bl T 124 7 PEAR s @0 W 38 SR e YR B CF 20 R B
Vi 124 A IE5 s Qv B TR 7 AL L BRIURE IR YT R, R
7 4, 8 JAIVEMr s (5 32 38 b [ I T8 F 3% BR 2K 1 (1A,
IgG, IgM) #1 T #k [ 40 ig . # (CD4, CD8, CD4/
CD8) |, H&k JAYT 8 WA, JG Y7 8 I IFAN . LABEHR
P A RAE N EEIEM Ao
1.8 PR bR
1.8.1  PEJRZEA G K% A48 B U7 124 N I
TEJER e YOI 55 A A (] 4F 07 20 IE A UE (B A
A ) o
1.8.2 PEIEEITR 275 (b 2 2 i R W 98 45
SN AT ) )T A 43 G iR A v L A
1 1t A BRI DA S AR B
Fe 2T R R T IR, AR R E R R A R
4G Oy 0,1,2,3 4 o I RS AT, S
FNEE 2> >90% 5 38, 60%<IF A% 123 Fl s /> <90% ; 47
B8, 30%<AIE i T 43 FlI > <60% 3 TCRL, WE A 143 F

- 114 -

I <30% .

UEAg AR 43 Ak /D 38 = (7 il R 23 AT R SR
A3 ) A7 BT ALY X 100% .
1.9 ZAEMEITEMIER DGR B RN & A RN
FEZEETF M Er . Ol IRA B F 048/ & 4
ROBER L, @A Ay AR, Sk 25 4, 8 A
a2 QI F B R E R O H R RS DR, Lk A
J7 8 JE AN
1.10  SiitsJd7ik R SAS v9.2 88 i+ 43 M Sk 3k
7 BCHE 4y BT o A o KA i L) B B 8 A
2. A FL B, R ¢4 58 o Wilcoxon Bk FIAE 56, H
B Ja By LR X ¢ s A S B R AG 8 . E MR AR
i, Al R A T SIS 0 9 B S BT A A L. LAY
LM KK, 5K Fisher 45 848 R 05 s 900 R a0 41
] kb %2, 2k FHl Wilcoxon Bk 1 56 5, CMH x* K % o
18 T8 A 56 2 SR FH XU AG: 565, 4G 56 7K o «=0.05 £ 5%
PEZEIB L T 2 0 B 85 (FAS) 555 7 R B0 5 (PPS)
Mo AT 4 S B a5 3 T2 MBS (SS) .
2 H#R
2.1 AHUE B A A S BRI AR 10 K
WF5E 0 e AN 432383 237 1) (X BE4H 119 491) , W %
ZH 11841, Horhr, 236 19 i A FAS(XJ BEZH 119 ], W
LA 117 1) , 210 41 8E A PPS (X HRZH 108 1], WL £< 41
102 ] ) , 236 1] #F A SS ( %F FE 20 119 1 , W 5% 41
11741)

g2l 1 B2 30 B A ATR t, HIC R 250 5%,
A A FAS; WLEEH 8 5] 32 145 2% U, Xf BEUZH 8 f51] 32
ARV, WSS 341 32383 G I R 25, WE 4l
2323 B AR % IR 1 Az K A R
WEEZH 1 B B AE, X BR 4L 1 1) 1 B AR, X R4 147
WNNEZE  LEE2H 1 IAAT G AW ABRTE , R ZEA PPS.
22 —fEGERILE A EBHEA FAS, PPS 43 B SR
MR H N 2R R AR B R, ROR
PERI ), 5 995 AH O 50 ( E BB SR SRR
RWHEC BN L W o KRR BRI
O C2HIA I G2 8T& I 20) 22 R ¥ gt
R, BA A e, H O FAS, PPS Zr Hr 418 — 5.
W22,
23 FIREAUCEILE BN EACRAN 2R
GBS IEh O )G, ZRBGIT¥E L, H
FAS,PPS /3 M 4518 — 8. W4l - X B2 22 (i 19
95% B fF X [ (CI) , FAS N 1.26% ( -9.85%,
12.37%) ,PPS 4 3.81%(-6.28%,13.90%) , fE 1 & 5t
B 10% 1 5514 1697 250 2 i R i 4k 4 3k



5527 5 23 1) FEXEAFIFERE Vol. 27,No. 23
2021412 H Chinese Journal of Experimental Traditional Medical Formulae Dec. ,2021
K2 FASHOMEADNZHB—RER
Table 2 Demographic data general information of FAS
AR (Xts) /AT £t (X+s5)/cm PR (R+5) /kg 590 /4] % /41 KWL/ 25t ek /45
2159 . . .
n AR n EAE n £ n B n WEARL n KA n T/

WEE 117 4.235+0.908 107 105.265+9.199 116

17.437+£3.365 117 68/49 117 101/16 117 116/1 117 113/4

TR 119 4.142£0.863 118 104.407+8.540 119 17.416£3.382 119  68/51 119  101/18 119 119/0 119 113/6
- PR ERY (X5 ) IR HRE R (Fs) IR Jifi ¢ (Zs) /0K BEAL S /) oA e/ &I/ & IF 25/
n LS n gk IR n S n T n /A n T/ n o/
WL 117 6.795+2.087 117 1.222+1.068 117  0.590+0.745 117 1152 117  117/0 117 107/10 117 99/18
XHE 119 7.084+2.153 119 1.084+0.777 119  0.555+0.647 119 115/4 119  117/2 119 112/7 119 103/16

9 W ST, FAS ,PPS /- T &5 is — &, L3R 3.

®3 FASHMERTLRNARFEDERER
Table 3 Comparison of disease recovery rate after 12 months

follow-up of FAS
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Table 4 Comparison of respiratory tract infection frequency and average course of disease after 12 months follow-up of FAS
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n Zh R n gk L n 5 n 2k n ZE n Zh R
W 5% 117 2.359+2.554 117 0.658+1.226 117 0.111+0.342 106 3.008+2.634 109 2.541+4.788 112 0.433+1.985
X B 119 2.555+2.869 119 0.479+0.711 119 0.109+0.447 108 2.989+2.305 112 1.932+2.996 117 0.363+1.626
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Table 5 Comparison of traditional Chinese medcin (TCM)
syndrome efficacy between groups after 4 weeks of treatment of
FAS (%)
25 n B 2% AR Tk
K2 117 13(11.11) 62(52.99) 42(35.90)
X 119 9(7.56) 60(50.42) 50(42.02)
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Table 6 Comparison of TCM syndrome efficacy between groups

after 8 weeks of treatment of FAS (%)
A P B AR TRk
WML 117 20(17.09) 55(47.01) 24(20.51) 18(15.38)
X 119 9(7.56) 41(34.45) 43(36.13) 26(21.85)

WGt X, H FAS,PPS /3 Hr&hit — 2.
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Table7 Comparison of disappearance rate of single symptom between groups after 8 weeks of treatment of FAS (%)
a5 (RGNS JE Ak A A
n {EES ESTIPS n {EPSN ESTEPS n {EPS ESEPS n R RIFHR
WLZE 113 45(39.82)  68(60.18) 34  21(61.76) 13(3824) 80  54(67.50) 26(32.50) 81  53(65.43) 28(34.57)
SHRE 117 38(32.48)  79(67.52) 39 16(41.03) 23(58.97) 76  36(47.37) 40(52.63) 82  51(62.20) 31(37.80)
a5 o EUEIS 21T KA I
n IEES ESIEPS n {EES ESEPN n {EPS ESEFS n Tk ESTEPS
WEE 89 62(69.66) 27(30.34) 72 54(75.00) 18(25.00) 110  60(54.55) 50(45.45) 10 6(60.00)  4(40.00)
SRR 97 54(55.67)  43(44.33) 75 40(53.33)  35(46.67) 111 42(37.84) 69(62.16) 14  13(92.86)  1(7.14)
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