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Clinical Observation of Ambroxol Hydrochloride in the Treatment of Neonatal Respiratory Distress Syndrome
SHI Zhonghui', QIU Lizhi*, CHEN Yucai’(1.Dept. of Pharmacy, the First Affiliated Hospital of Nanyang"Medical
College, Henan Nanyang 473000, China; 2.Third Division of Pediatrics, the First Affiliated*Hospital, of Nan-
yang Medical College, Henan Nanyang 473000, China)

ABSTRACT OBIJECTIVE: To observe the clinical efficacy and safety of ambrexol hydrochloride in“the treatment of neonatal re-
spiratory distress syndrome. METHODS: 108 cases of neonatal respiratory:distress syndrome were randomly divided into control
group and observation group, 54 cases in each group. Control.group were ‘treated with conventional treatment, such as oxygen inha-
lation, anti-infection and nutritional support, obseryvation greup.was additionally treated with 30 mg/kg Ambroxol hydrochloride in-
jection, ivgtt, qd, for continuous treatment of 426 @. Clinical efficacy, blood gas indexes [oxygen partial pressure (PaQ.), carbon
dioxide partial pressure (PaCO,)}, 12,124 and 48 h after treatment remission time of clinical symptoms, hospitalization time,
changes of X-ray film yalde, tidal yolume (VT) and dynamic lung compliance (Cdyn) in 2 groups were compared, and the inci-
dence of adverse reactions, was observed. RESULTS: The total effective rate in observation group was 94.44% , which was signifi-
cantly higher than\control group (51.568% ), the difference was statistically significant (P<<0.05) ; there was no significant differ-
ence in the'blood gas indexes in observation group after 12 h (P>0.05), PaO. was significantly higher than control group and Pa-
CO. was significantly lower than control group 24 and 48 h after treatment, there was significant difference between 2 groups (P<<
0.05). Remission time of cyanosis, dyspnea, lung moist rales and hospitalization time in observation group were shorter than con-
trol group, the difference was statistically significant (P<<0.05). X-ray film value, Cdyn and VT levels in observation group were
significantly higher than control group, the difference was statistically significant (P<<0.05). The incidence of adverse reactions in
observation group was 3.70% , which was significantly lower than control group (18.52% ), the difference was statistically signifi-
cant (P<<0.05). CONCLUSIONS: Ambroxol hydrochloride shows obvious efficacy in the treatment of neonatal respiratory distress
syndrome, it can improve blood gas indexes and accelerate the recovery from disease, with good safety.
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1.1 MANSHERIRE

YNKRAE : (D) IRl <34 7L, HAT &AL
)P [ NRDS 2 Wik e (2) 8 H AR, o FAKT5 3 IR I
Rt =B SRR s, HEBRBRUE : (1) 387 B4 MLE
BRI DRI & 5 (2) 25T ARG W AT 48 S & o
1.2 #EXHR

PEHL 2013 4 3 H —20154F 3 A FeBeprtk JLHAE W o
FEAT NRDS 9 L 108 1], Fie BEHL B 1 4 R X HE AL RNULER
A, %5401, B B ILIYTE AT, 4L B L— Bk
i BB E L (P>0.05), BA RNk, BERFE 1, A&
WF5E 7 4 BE Be BE 2R A P2 By 2tk JB LR s s TR) ot
SEMIE R,

£1 WMABIL—BERILB(x+s)

Tab 1 Comparison of general information between 2 groups

(x+s)
HERI, B . o
I ﬁ L9 — R Afh Rk
A 54 28 26 308427 38+34 1.58+0.34
ik sZi] 54 kY 2 306132 41+32 1.65£0.52
e 0.600 0 03510 04722 08279
P 04386 0.7256 0.6368 04114

1.3 BfFFAE

Xof B BB LR IR BLIA YT, AR T I 3 3 L 24 1 Gk
FIRIR VB IRt TR T RS, SR A LA X
MEZH BEmE o FH R R 2 IR 2R 18 S T T YRR R DL A 25 e A5
FR 28 71, o SC S . [ 24 i 52 H20123225, A < 4 ml: 30 mg)
30 mg/kg, ivgtt,qd, ELLARYT 4~6 do
14 MEBISHRRITHOEE

(1) MEEP LA B ILAI IR RIT A TR AR RS =2k
AR RIS 2 IR PR e SR TS B T AR W RIS Fe IR
W5 TEH, ST 8 4 1E o X S s TS S5 5 B 32 (X 9 2k 5
B S R AT R R S5 AR DR 3 AT T2, It i v
BRI R, ISP T ekt , X R BRIl R B 5% XA
JITARE s oA NR YT R BB LT I RRE R 2 A B 2 i3t HL A
T 0BT AR AR AL BCEAL , XA R B R R TE el
LW IDY K B =HA R EA 30 (2) WAL
BILIAITE 12,24 .48 h IS IGHR[ 4 K (Pa0.) . A LTk
53 F (PaCO,) ] i ACHE R 2% i B A% e st ] X R A (" shAS i
ML (Cdyn) B 381 S (VT B ZEARAE DL . (3) WLEE W 4 F 3
AR KA
1.5 #it=ERHiE

SR SPSS 13.0 B B AT Gt b e TR
X+ s PN, R R T EGOR R LR RN Ry BRI
K6, P<0.05 WZERAGIR .

2 R
2.1 FABEILIGKRTE B
WL ZH BB LI R B AT R i & TR IR, 2R A 58T

227 L (P<0.05), FEWLF2 2,
2.2 WARILBTENNSIEIRLE

WiZH & LIGYF S 12 h By PaO, Fl PaCO, HL#R , 22 5 040 it
255 L (P>0.05) s JAYT )G 24,48 h, WAL LY PaO, B 35 5
FXFHRAL, PaCO, B R F X IR, 22 RIgF Gril2F7E L (P<
0.05), 702 3(1 mm Hg=0.133 kPa) .
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Tab 2 Comparison of clinical efficacy between 2 groups

[case(%)]
415 n HAER A T BAR
IR 54 16(29.63) 12(22.22) 26(48.15) 28(51.85)
Mgl 54 25(46.30) 26(48.14) 3(5.56) 51(94.44)
u 29.691 4
P 0.000 1

*3 WHBILETREHNNDSIERILE (X2 s, mm Hg)
Tab 3 Comparison of blood gas indexes between 2 groups
after treatment (X + s, mm Hg)
) YT 12h HITIR 24 ST 48 h
Pa0, PaCO, Pa0, PaCO, Pa0, PaCO,
A4 54 463%59  569+93 54365 528163 708178 48658
WYL 54 458168 574%89 682174 463147 823198 405%55
t 0.408 1 0.2854 103706  6.0770 6.7470 74467
P 0.683 2 0.7753 0.000 1 0.000 1 0.0001  0.0001
2.3 TR ILIGRAEIR Z /R AT 18 R A B At i8] b 3
WUEEZEFE LA 2 2 PRI X | i 7S 0 2 2 fe B T K A e
R[] 145 Jd 25 0 T X R, 22 S ¥ A e 2 7 3L (P<<0.05) , TR L
*4,
F4 WAEBILIGKRERERE ERERAE R (xLs)

Tab 4 Comparison of remission time of clinical symptoms

and hospitalization time between 2 groups(xt s)

it n KA IR EHE e ,d & fEBER I, d
ARG 54 5574134 627118 58419 9.6143
WEA 54 3241157 4334127 43111 64£23
t 8205 1 82235 50207 48222
P 0.000 1 0.000 1 0.000 1 0.000 1
2.4 "FHHEEBILXFHE.Cdyn B VT LLE

WS ILX 50 (E B BAIL T X R4, Cdyn & VT /KB

TR TR, 22 S AT e i3 L(P<<0.05) , TEILK 5.
®5 WMARBILXFHME.Cdyn R VT LEE (X +5)
Tab 5 Comparison of X-ray filmvalue, Cdyn and VT be-
tween 2 groups(X*s)

i n X R oHE 5 Cdyn,ml/em H,O VT, ml/kg
K AR 54 3204050 2794039 5.31+0.64
WAl 54 1.89£0.78 354+0.52 6.63£0.86
t 10.390 2 8.4790 9.048 4
P 0.000 1 0.000 1 0.000 1

25 ARRE
WEELLRILA RN R R BT IR, 2R A5
JI2E R (P<0.05), FEILZE 6.
*6 WAHBILTARRMEZEZLE(F])
Tab 6 Comparison of the incidence of adverse reactions be-
tween 2 groups (case)

aH o BL e MR ST ARREREE %
MHE 54 4 2 3 1 18.52

Mg 54 1 1 0 0 3.70

7 6.000 0

P 0.0143
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Ly LA A T RER & U, (4% PS MR ik =1, i
AR L 5 A AT SE T A, BT e F) S RE A A AT, L
LBE 2 ZOR AN STV BE E R A4 DS B IR SRR 1A
S, Sl R Lt — Al SR e A A A QP R v B, 21 B
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0 DR i o ) R A o e 8] 249 8 35 T o MR, 22 S i
B (P<<0.05) , /R ER IR 2R RIAYT NRDS YT AL % . HAE
S — P RO HEBR 2, HA 2R AR a0, T A )
SEVEAR &, R R R AR A R LR B R i, (R R LF B IS
Bl I IE I 43 WA (A HE R AT S I SRS e, Bl AR
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A, I I RE AR UE B LREE N, (HAE I AN R R B, R
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