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Consistency Evaluation of Two Clindamycin Palmitate
Hydrochloride Preparations

HUANG Xin' ,ZHANG Chao® ,LIN Feng' ,ZHOU Cuilan® ,SU Weiwei' ,PENG Wei'
(1. School of Life Sciences, Sun Yat-sen University, Guangzhou 510275, China;
2. Guangzhou Yipinhong Pharmaceutical Company Limited , Guangzhou 510760, China)

Abstract; Consistency evaluation was processed between domestic clindamycin palmitate hydrochloride
dispersible tables and the original oral solution. HPLC method was applied to detect related substances
with acetate (A) and 5 mmol/L ammonium acetatesolution-acetonitrile (50:50) (B) as mobile phase e-
luting in gradient. Dissolution was conducted by stirring paddle method with w =0.4% SDS as dissolu-
tion medium, at the rotate speed of 75 r/min for quality comparison between two products. The results
showed that the kinds and total contents of related substances in clindamycin palmitate hydrochloride dis-
persible tablets were lower than that of the original oral solution products and the dissolution rates of both
products reached more than 94% in 20 minutes.
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DionexUltimate3000 DGLC & AH %1% (A
DAD 0 g5 F1 VWD Kl 5 . A=Jekb AL . 7EZk
JAHE . AZhUEREAR) 5 Chromeleon 6.8 T4 ufi;
@ iE4E 1 (Agilent ZORBAX Eclipse XDB-C8, 3 mm
x150 mm, 3.5 pum); A% 4 2 ( Dionex Bonded
Silica Products, C18, 4.6 mm x 150 mm, 3 pm);
ZRS-8G I IREAL (CRHEHEMT R KR AR A R A
al); BT KF (NewClassic MS, METTLER
TOLEDO) ,

FAfE (f6 4% 28, Burdick & Jackson); Z JiF
(6 7% 4, Burdick & Jackson); i fig 4 ( FOR
HPLC, ZE[H Fluka 2vH], 17836 —=50G) ; + —kedt
i R A (o A dli, R R s Ak e il e )
20091103) ; T W8 — ElRfi g 44 ( BioUltra, sig-
ma, 86139 -50G); #£#R (srtral, | N4 =l
J7, 20110730) ; BERR (A, 7N Ak 2 k)
J7, 20101001) ; BEmRAN (J0Aral, | AOLfetky:
AT, 20110507) 3 E4EAREN (Zrbrsl, TG
Hef a0 T, 20090803 ) 5 Wi — A B (A
af, ARG EER T, 20110901 ) 5 i 4l K
( £ Millipore /v 7], Simplicity SIMS00000) ; #hfig
SR R AR BRER A I (CAT. NO. 1137005 USP
ROCKVILLE, MD LOT HO01037, ViwtkE Zit4
595 wg/mg B w=59.5% ) ; FEEh 1 (FRREMREER
PRHRR IR TR B, 75 mg/S mL, S Fm il 254
FRAH, 55 G63105) ; FEgh 2 (FhMR wbhes R A%
WRRER PO, 75 mg, T M — 2L 25 A BRA A,
1645 20130301) 5 FEgh 3 (R v MR 28 45 A IR i
YR, 75 mg, TN RIS A R A E], it
20130302) ; Ffih 4 (ERIR v bREG 32 MR R 15 70 1
R, 75 mg, JUIM —mgLdl A R A A, S
20130303) ,

2 JiikE4S

2.1 BXRUERKE

2.1.1 e u b I N
7557 ( ZORBAX Eclipse XDB-C8, 3 x 150 mm ,
3.5 pm), JEhHH A g S mmol/L BERREZVEWK — £

i (50: 50), WishAl B LG, WMk 5k 14
0~30 min (100% ~0%A); 30 ~80 min (0%A); 80 ~

81 min (0% ~100% A); 81 ~90 min (100% A)
PEAT AR BEVE L. P : 0.4 mL/min; Kyl 3 K.
230 nm; A 30 C; #EAEE: 10 pL,

2.1.2 PRSIk & BURMSATIE R,
PR 35 i O W B R B 1 mL 2 5 AR R
5.7 mglR, B, VENHEAS TR R R
BAsanosfE, F W BER R A 1 mL 5 e
MR 114 g EWR, VERX B, BGR IR 5
MR AR IREE X IR, A AOE, B 10 mL 5
o, I B AR OT AR B 1 mL P AR R
2.22 mg WU, AERR BRI

2.1.3 ik MESAORAH G (thEZ M
2010 R B SE VD), £ “2. 1.1 17 i &4
T, BUERIR v bR A 2 AR R IR T BN R 10 L,
HEAWBAH AT, dsR ik,

2.1.4 FEFER

1) RGeid ks .

E 2. L1 I @SR, B —
W (415 20130301) FEE A 6 Wk, HISIEHREL.
HiREF . /BT EER,

2) Bletkhidsm.

A3 AE A 1.0 mol/L £h % . 0. 015 mol/L & 4,
BB, @ =3% BUAAIK . il LA GRG 25 T X =S
HADRF R (F1E45 20130301 ) #EFT@EIR, DL
BEd kL Bk, 45 R KW, 7E 1.0 mol/L 1
fiz . 0.015 mol/L A MEN . @ =3% BAEIK . il
DI sBGAAETR, AE 2. 11 IR WA 63540 HT 55
T R P36 5 320 SRR so R R AR R TR
GBS

3) mEREMAR.

TE“2. L1 I @35, X6 fr il
W (fit5 20130301) HATEHEMWEL, 4iR&A
KW R TR Y RSD /N 5% , KWL HEME
R4f,

4) iR it .

E U211 I g AT, B S T R
(41t 20130301), F0,.3.6.9, 12, 24, 48 h
SR, XPREM TR E R S, ARE A Y
Jrug A RSD 4/ F 5% , RIS AR e 1k R
it
2.1.5 AXHpmmEsgR SRAHRBIE—1bk,
A Y FRXT & i, 1980 4% BTG ) A % it
Zi, WL, E2fE L,
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Fig. 1 HPLC chromatogram of the related substances of clindamycin palmitate hydrochloride original oral solution
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Table 1 Relative content of the related substances
in each sample
e FAXS PR B2 FEf S
if[a]/min - G63105 20130301 20130302 20130303
1 0. 185 0.34 - - -
2 0. 200 0.12 - - -
3 0. 345 0.26 - - -
4 0.779 1.26 0.28 0.26 0.28
5 0. 854 0.42 - - -
6 0. 908 - 0.07 0. 06 0.09
7 0.933 0. 65 0.32 0.25 0.26
8 0.939 0. 69 0.14 0.20 0.21
9 0. 956 0.21 1.13 1.24 1.21
10 0.974 0.31 - - -
11 1. 000 95.11  98.06 97.99 97.95
12 1. 063 0.23 - - -
ﬁ)fﬂ 4.49 1.94 2.01 2.05
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HPLC chromatogram of the related substances of clindamycin palmitate hydrochloride dispersible tables

#E1C - MS pHr0 s TR 4 Sk TR R R
AT SRR T IURRER ;. A2 8 M E R IR
BRI AR s 28509 N sibhEE R B AR IR N
2.2 ARHESH
2.2.1  &#EFMH JHEbeab oG kRO
5 (Dionex Silica Products C18, 4.6 mm x 150 mm,
3 pm), FESHAH: BEERERVAW (MBS TR ER 3.85 g,
I @ = 5% IR 75 WOV f I B 22 100 ml)
0.21% T 2 —~FPia il B2 B4 FH B M (201 480)
W 1.0 mL/ming A0 8% 7R 22 YOG A 4%
HFEE: 50 ul,
2.2.2 EHAeEE HE2 MR B0 7E pH
1O $hMR VAW . pH 4.0 BERREhZ2 vhif . pH 6. 8
PRERZE MR . w =0. 4% SDS IR A I A5 T 1Y)
IO, 30 min N, 2 Rl 7L pH 1. 0 $hAREE
W . pH 4.0 BERRERZZ MR . pH 6. 8 WEIR L 5% 1Pl
H I R /N T 20% o R w = 0. 4% SDS 5
WA I A T
2.2.3 BRI EFER

1) LJEitkil,

FOPRUR AR T Le B, A S 2R A B AR
A, BUEE (MY T 1 A RAE), & 100 mL
AR, w=0.4% SDS R EZIE, Ak
Vi, R5), UEE, BRI 221 30 it
ME, AR IETT T, ik LEtE R,

— w =
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2) kRN

KPR HUER R ve AR SR AT AR R I X 1 i 25. 13
mg, JHw=0. 4% ~+ o SRR P 0 A B L
TAREE K 29.10, 43.65, 58.20, 72.75., 87.30,
101. 85 #1 116.40 pg/ml 3 51 it i ik &V W, 4%
2.2 100 @EEAAMEINE. RARNRENS, 1
BRI R y =0.009 1v —0.046 5, FHKEHRKLr =
0.999 9. RERF M, X A A RUTTRE HRFEEAE 29. 10 ~
116. 40 g/ mL FYFEE N SIE IRV RAFLMRR

3) FEMERE,

BUER R o Mg AR IR I T IR A BOE , I
Fw=0.4%SDS 5, F0. 1,2, 4,8, 12, 24
h #ERE, SRR IS H) RSD 8 0.66% , KW
FEARENER 24 h WERETE R4

4) RIS

SO B BR BOAT 2 TR A AR s R Y 50%
80% H1 100% YRR 7o bk % 2R Bt BR 6 0T R i L2 AH
I B 25 AL, T w = 0. 4% SDS I HBOE #, fk
R ER IR SO R A BR BRI AR, JF N w =0.4%

SDS VAWl 2= L8 o & Wk B, $E 4], IR, M
“2.2.1 I ARk SR E . A T3 R
100.21% , RSD #1.23% .
2.3.4 mbEaEsgR BEHENEE (PHE
25 2010 AR ZERFF % X C 5 k), Klw =
0. 4% I B FEARFREM VA K 900 mL A th A i, #%
N T5 v/min, REEAVE, f£2. 4, 7. 10, 15 Fi
20 min B}, 3 HIBGAWE S mL, R, JF SRR
YEZS 2R AN e LR TR 5 mL, 7 BUER R stk &
PR R XS RIS i, REERRE, T R I
VALl I R T 0 AR R 81. 55 pg/mL A Ryt
MR . BRO“2.2. 1 0 M EIE A, K% E
FIREE WA 50 pL, HEAAH AL, 10
K, FeHMR: IR B A b (32) .
R 25 R FH , AALER R ve MRS 2R R e 1
FIFESRTE 7T min U5, BRUAHERA BEHE
5t 7E 20 min B HLRE S BEUA 1 B E E] 94%
Sl R = v R

®2OWHENELR (n=6)

Table 2 Determination results of dissolution rate (n=6)

\ JRUAE S 1]/ min
LS 2 4 7 10 15 20
G63105 76.92 + 3.58 88.13 + 3.86 90.98 + 3.94 92.57 = 3.07 93.35 = 1.67 94.14 = 1.53
20130301  50.21 =+ 8.57 85.58 + 2.65 89.45 + 2.47 92.52 + 1.23 94.15 = 1.56 94.26 + 1.46
20130302  53.39 + 10.98  83.40 = 7.43 89.03 = 1.53 92.01 = 1.32 93.95 = 1. 14 95.32 + 1.46
20130303  53.57 =+ 3.58 82.84 + 3.58 88.76 + 3.58 91.88 =+ 3.58 93.11 = 3.58 94.05 + 3.58
33 S 3Lk -

A IR ot F B e SR 2 AR, T L R
LA [ A R PR R A S SRR AR, AR
— P R E B R bR . A W TR I 45 R R
7= A0 EOR 7 e A A S R 2R S A e T
FE SRR ™ s A BE T T, S S R 5 a2
HIFIESAE 15 min Py A E] 85% BF, AT LA A
PRI 5 9 s R TE 06, AN E AT o T R 1
8o B8O 5 E AR TR, T
min 5 EERIAF] 85% LA F, 20 min B HERE 5
ERE B EAE 94% VI b, FFEAREER

H1 [ N 2590 1 — BCHE TR A NITRIER 4
PR AR B S8 AN SO B O R R O bR 2R A R T 23 1L
AR A A, T L A A — B
W HARIEER .
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