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Study on efficacy and safety of azithromycin generic and original drugs in
treatment of children with mycoplasma pneumonia based on propensity score
matching method

ZHOU Tao, LING Rongrong
Affiliated Hospital of Nanjing University of Traditional Chinese Medicine, Nanjing 210029, China

Abstract: Objective To compare the efficacy and safety of generic azithromycin for injection and original drug in the treatment of
mycoplasma pneumonia in children. Methods A retrospective cohort study was used to collect clinical information on children with
mycoplasma pneumonia hospitalized at Jiangsu Province Hospital of Traditional Chinese Medicine (Affiliated Hospital of Nanjing
University of Traditional Chinese Medicine) from January 1st, 2023 to January 31st, 2025. They are divided into generic drug group
and original drug group according to the manufacturer using azithromycin for injection. The propensity score matching method (PSM)
was used to match the two groups of patients in a 1 : 1 ratio to reduce baseline confounding bias. Results There were 289 cases in
the pre-PSM generic drug group and 47 cases in the original drug group, totaling 336 cases, with differences between the groups. After
PSM, 42 patients in each group were successfully matched, and there was no significant difference in baseline characteristics and
concomitant medication between the two groups. There was no significant difference between the generic drug group and the original
drug group in the total effective rate, fever time, cough disappearance time, recovery of chest radiographs, disappearance time of
pulmonary rales, and adverse drug reactions (P > 0.05). Conclusion The generic drug and the original drug azithromycin for injection
are effective in the treatment of mild mycoplasma pneumonia in children. The disappearance time of clinical symptoms and signs,
chest radiograph recovery and safety of the two drugs are equivalent.
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Table 1 Baseline characteristics and concomitant medications of patients before and after PSM

. PSM i PSM J&

o FZiHn=47) DitlZ54 (n=289) P1H |EHIZ4H (n=42) itlZ54 (n=42) P1HA
531 ) 18 (38.3%) 142 (49.1%) 18 (42.9%) 15 (35.7%)

“© 29 (61.7%) 147 (50.9%) 24 (57.1%) 27 (64.3%)
Fwk/ 5 5 (4,7 7 (4,85) 0.047 5.5 (3.75,11.4) 6 (4,8) 0.514
Hs-CRP/(mg-L 1) 7.9 (1.3,15.6) 7.28 (1.6,14.6) 0.960 [8.0 (1.4,16.4) 9.7 (3.1, 14.5) 0.975
WBC/(X 10%L™) 8.1 (6.7,11.6) 8.0 (6.4,10.2) 0.277 [8.5 (6.8,11.5) 7.8 (6.6,9.1) 0.195
R E /% 57.9 (51.7,69.0) 589 (52.4,67.7) 0.796 [59.2 (53.3,70.0) 57.9 (46.6,63.5) 0.166
PCT/(ng-mL™") 0.06 (0.04,0.09) 0.07 (0.05,0.14) 0.049 0.09 (0.06,0.16)  0.08 (0.05,0.12) 0.289
IgG/(g'L ™Y 9.8 (7.6,11.2) 9.3 (8.0,11.3) 0.952 9.7 (7.6,10.8) 9.1 (7.9,10.7) 0.704
IgA/(g-L™) 1.2 (0.8, 1.4) 1.2 (09,1.8) 0.059 1.2 (0.7, 1.4) 1.1 (0.8,1.8) 0.369
ALT/(U-L™) 11.0 (9.0,14.00  12.0 (10.0,15.0) 0.123 [11 (9.0,13.2) 13.5 (9.0,16.2) 0.053
LDH/(U-L) 300 (259, 343) 289 (252,333) 0.353 [295 (258,329) 317 (285,358) 0.075
CK-MB/(U-L™) 21.0 (18.0,26.0) 20.5 (17.0,25.0) 0.379 |21 (18.0,25.5)  21.0 (17.0,28.0) 0.847
HIEHZ 2R 37 (78.7%) 219 (75.8%) 0.660 [35 (83.3%) 34 (80.9%) 0.776

ENEA] 35 (74.5%) 249 (86.2%) 0.040 [34 (80.9%) 33 (78.6%) 0.786

ICS 25 (53.2%) 213 (73.7%) 0.912 [30 (71.4%) 35 (83.3%) 0.192

HKAEH K 38 (80.9%) 223 (77.2%) 0.573 |33 (78.6%) 37 (88.1%) 0.242

1ER 16 (34.0%) 94 (32.5%) 0.837 |14 (33.3%) 10 (23.8%) 0.334

EiaEN ) 2 (4.3%) 30 (10.4%) 0.185 | 2 (4.8%) 5 (11.9%) 0.236

LTRA 4 (8.5%) 60 (20.8%) 0.047 | 4 (9.5%) 3 (7.1%) 0.693

hs-CRP-# C KM EF; WBC-FIZAIIE T4 1gG-REREN G TgA-REREN A;

PRI R TR ICS-APERE B BUR s LTRA-F =4 2S5 Bl

hs-CRP-high-sensitivity C-reactive protein; WBC-white blood cell count; IgG-immunoglobulin G; IgA-immunoglobulin A; ALT-alanine aminotransferase;

ALT-H R RA 0, LDH-SLIE S8 CK-MB-JL

LDH-lactate dehydrogenase; CK-MB-creatine kinase isoenzyme MB; ICS-inhaled corticosteroids; LTRA-leukotriene receptor antagonist.
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Table 2 Comparison of effectiveness between two groups
Al n/fg) e /11 TR A XUt TR A RE %
JE T 245 42 24 11 6 1 97.6
Ptk 24 42 16 14 12 0 100.0

2.3 FAERAREIFERLER

SR EE N, RGBT RN
88.1%(37/42), ikl 25 4L A5 RR N 73.8%(31/42),
JEWFZAAE R+ B MBI PR E, HER
TG E L (P>0.05), W#E 3.
2.4 FATELFHIGFRLE

PR TR IR AR R] S MY ST I] . 1 3 2R

] EAEA Y, ZES SR (P>0.05),. L
* 4,
25 FRREEZEER

Bl 25 25 2 B LA R ROBCA B iE AN IE O
ORI JEIRIEYS D BB AR A R S, A
TEXEEAR N, REBRESGI 2% (P>
0.05). W¥% 5.

*3 MAZRRRERRELR

Table 3 Comparison of recovery conditions of two groups of chest X-rays

25 51 n/ ¥ 1/ oyl H 3B Tk A B %
JEE 24 42 17 14 6 5 88.1
LiE] 42 18 6 7 11 73.8
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Table 4 Main outcome indicators

ZH 5 n/ JB T [E)/d LSRRI W5 yH S a)/d
JR R 25 42 2.0 (1.0,3.0) 6.5 (5.0,7.0) 6.0 (4.0,7.0)
il 24 42 2.0 (1.0,2.0) 7.0 (5.0,8.0) 7.0 (6.0,8.0)
x5 TRENZEIFL

Table 5 Occurrence of adverse drug reaction
ZH ) wfl G/ 25 /451 N - /451 ik 28 /451 B 7w 1451 Fe 2151 SRR %
JR R 25 42 4 2 1 1 0 0 19.0
il 24 42 4 3 1 0 1 3 28.5
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