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Study on bioequivalence of clindamycin hydrochloride capsules
in healthy Chinese volunteers

& O, Lo, kb, REA WE: B (eI R VE T R Aobh 2 IR i A1 2 H )
(e R R IR SR B E S . 3% TTRERL . TT R MR M58 L Bk
SR, AN TRV A P T BAL TP £ i P 22 IR 2 o 2

(P ) R A ZE 2 2 e P 2 vty Z30%E, FEA R0, ] B0 (0 1 3 006 B 1 e b 2K 10 2 B 25 X3 ) 2= S 80T Pl
£ 100142) R ED SR, R SEAMEREANAL 24 GllgHZ0E . SEAHZIA

HF 52 R i EZELR ) 12 (PK) S840 C,, 70 514 (2 174.17 +616.64) Fl
(2288.75 £678.73) ng - mL™', AUC,_, 4% % 4 (8 080.29 + 3 707.51) Fi

GAO Rong, MA Ya - zhong, (8 496.10 =4 801.26)h + ng + mL™", AUC,_, 4> %1 (8 333.89 =3 838.97) il
ZHANG Wei - hong, (8790.21 £4 987.28)h - ng - mL™";C,,, . AUC,_, Fl AUC, . JLIT X540 HC 8 S
YUAN Hai - long H90% B3 X 6] 4> B K 95.27% (89.93% ~ 100.93% ) .97.75% (90.39% ~

105.70% ) #1 97.51% (90. 13% ~105.50% ) , & J5 40213052 ol i 3
3L PK S%0:C, 433120 (1 860. 00 +349.00) F1(2 069. 04 +504.25) ng - mL™",

( Department of Pharmacy, Air Force AUC,_ 4355 (7 829.93 =1 431.81) FiI (8 317.23 £2 267.65)h + ng - mL™",
Medical Center, PLA, Beijing 100142, AUC,_, 43520 (8 053.74 £1 486.71) Fi1(8 543.98 +2 328.35)h - ng - mL™';
China) Cu JAUC,_ F1I AUC, _, JUA] 35 55004 o A B H 90% & A5 X 8] 43 51y 91. 56%

(82.23% ~101.95% ) 96.41% (88.27% ~ 105.31% ) fi196.47% (88.14% ~
105. 58% ) o %5 [ 241 FIAR J5 2 AR R v Mg 2 I 2 1t 70 55 2 HU L 3R Y £ 22 PK
SRR LA FL IR 90% BAE X [ F7E 80. 00% ~ 125. 00% . %5 M 4152
70 R 2 Ll RS B35 R A2 3R 4300 0 25. 00% i 20. 80% , 48 Ja 41431 hy
25.00% #133.30% . £5i¢ TESMEAERFERET, ZREIH 0RO E £ K
P 5 55 IR AE .

SRR R R SRR R I ; 20BN A A AR WRTTI

DOI; 10. 13699/j. cnki. 1001 - 6821. 2025. 18. 014

i & 5> %S : R969 XHRARERD: A

XEHE:1001 - 6821(2025)18 2650 —05

Abstract: Objective  To evaluate the bioequivalence of clindamycin
hydrochloride capsules test formulation and reference formulation in
healthy subjects under fasting and postprandial conditions. Methods A
randomized, open — label, single — dose, two — cycle crossover study

was used in this study. A single dose of clindamycin hydrochloride

capsules was administered in fasting and postprandial conditions, and the

TEBR A (1988 - ) 2, T, EEM main pharmacokinetic parameters of clindamycin were determined by
AR T A liquid chromatography tandem mass spectrometry to evaluate the
BIEEE e, TALZ0, 15 14 U
Tel; (010)66928501 bioequivalence of the two preparations. Results Twenty — four healthy

E — mail ; yhlpharm@ 126. com subjects were involved in the fasting and fed groups, respectively. The
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main pharmacokinetics (PK) parameters of the test formulation and reference formulation in the fasting group: C, .
were (2 174.17 + 616.64) and (2 288.75 +678.73) ng - mL~', AUC,_, were (8 080.29 =3 707.51) and
(8496.10 +4 801.26) h - ng - mL™",AUC,_, were (8 333.89 +3 838.97) and (8 790.21 +4 987.28) h - ng - mL~".
The ratio of geometric mean and its 90% confidence interval were 95.27% (89.93% - 100.93% ), 97.75%
(90.39% -105.70% ), and 97.51% (90.13% -105.50% ). The main PK parameters of the test formulation and
o were (1 860.00 +349.00) and (2 069. 04 +504.25) ng » mL™',AUC, _,
were (7 829.93 + 1431.81) and (8317.23+2267.65) h - ng - mL™", AUC,_, were (8 053.74 =1 486.71) and
(8543.98+2328.35) h - ng - mL™". The ratio of geometric mean and its 90% confidence interval were 91. 56%
(82.23% - 101.95% ), 96.41% (88.27% ~ 105.31% ), and 96.47% (88.14% ~ 105.58% ). The 90%

confidence intervals of the geometric mean ratios of the main PK parameters of the test preparation and reference

reference formulation in the fed group: C

preparation for clindamycin hydrochloride capsules in the fasting group and fed group were all within 80.00% to
125.00% . The incidence of adverse events for the test and reference preparations in the fasting group were 25. 00%
and 20.80% , respectively, while in the postprandial group, they were 25.00% and 33.30% , respectively.
Conclusion In the fasting and postprandial states, clindamycin hydrochloride capsules are bioequivalent to the
original reference preparation.
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Concentration Intra — day Inter — day Recovery
(ng-mL™") C(ng-mL™', Zts) RSD (%) C(ng-mL™", Zxs) RSD (%) (%)
120 118.50 +2. 64 2.23 122.00 +5. 64 4.62 101. 00
1 800 1 763.00 +12. 58 0.71 1 801. 67 +86.43 4.80 98.90
6 400 6 088.00 +111.76 1. 84 6 052.50 +287.22 4.74 92.80
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Figure 1  Mean plasma concentration — time curves after taking
the test and reference formulations under fasting condition
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Table 2 The major pharmacokinetic parameters of a single oral
administration of clindamycin hydrochloride capsules of test and

reference formulation under fasting conditions (x +s,n =24)

Parameter Test Reference

C,.(ng-mL"") 2 174.17 616,64 2 288.75 =678.73

AUCy_,(h - ng - mL.™") 8080.29 £3 707.51 8 496. 10 =4 801. 26

AUCy_,, (h ng-mL™") 8333.80+£3838.97 8790.21 +4 987.28

t(h) 0.80 +0.37 0.68 +0. 30
(0.50 =2.00) (0.50 —1. 50)
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Table 3 The major pharmacokinetic parameters of a single oral
administration of clindamycin hydrochloride capsules of test and

reference formulation under fed condition (x +s,n =24)

Reference

2 069. 04 £504.25
8 317.23 £2 267. 65
8 543.98 +2 328.35

Parameter Test

Cppex (ng » mL ") 1 860. 00 +349. 00
AUCy_(h +ng - mL™") 7829.93 +1 43181
AUCy_, (h *ng - mL™") 8 053.74 1 486.71

i (h) 1.53 +0.77 1.89 £0.71
e (0.50 -3.50) (0.50 -3.00)
2.87 +£2.63 2.68 £0.96
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(1.58 -14.69) (1.40 -4.14)
)\,(h_l) 0.31 +0.10 0.30 +0. 11
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