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Preparation of chloramphenicol gel with quality control
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Abstract Objective: To investigate the preparation of chloramphenicol gel and establish the methods for its quality control. Methods:
Chloramphenicol gel was prepared by using chloramphenicol as a main drug and carbopoler 940 as gel matrix. The concentration of
chloramphenicol in the gel formulation was determined by HPLC at the detection wave length of 277 nm. Results: The prepared formulation
was a colorless transparent gel and its quality met the relevant requirements in Chinese Pharmacopoeia in 2010 edition. The concentration of
chloramphenicol was determined by HPLC and its linear range was 39.84-249.00 pwg/mL (=0.999 9). The average recovery rate was 100.3%
(RSD=0.81% ,n=9). Conclusion:The preparation of chloramphenicol gel is simple and practical, and the quality control methods are

reliable and simple.

Key words chloramphenicol; gel; preparation ; quality control

AR R MR PUE R, AR EEK T Ak
WRVERERR TR | S (O EEBKT s TARMR BT RLRE
FEXT FAMGEAT P S AR A JFAR 3 ST Tl — 2B IR
ST —E IBTRVER], 035 241, il 3 Hox)
M RGA T EARNL, Flh R 28 A,
FBEhl F A G RIABOLLETR 125,657 /h L
W2, RO B . (H s R Il R SLE S5
WK PR 2% , AT T A e SRE A iR 2
B AR RBR R BEH IR B B RRH 2, %
il R TRAN LB RIS . R SR N 2R
FHR Bt -940 VR BECEE T, — L BERAE D pH 1A
T FRR CBRE W S B E R O AR s b B 24
B)2010 45 Wi B s v OC T 858 5] 1) 2K i 2 o
PrifE,

1 #MRE5FE

1.1 BB 50

LL1 A RO O (LC-20A, HAR
)5 LC solution (3% TAESY s HEIRAR (HARH);
EEE N BFIE(1977-), %, BIEEHIF, 2L, ARFE:IRKZ
2 EBE1EE B &M, E-mail:fangzhizhong @tijmu.edu.cn,

UV-2450 41T WA B EEAL (H AR, ¥ ) s XS—
205 LR (b FE 2R REAA RA D ;
pH T+ LR IHE R 2 AR .

1.1.2 00 SR AR (b 2 5 25 A
B, 45 1 130555-200602, HE & & ) ; S5
RIFEZ (WA MHAARAA, #t5:
CH130313); BEhefiiigeh (REHHOANKGARL TAF5E
BT ), L R (i Al , KT R ARME R A
BN HED), KSR (A5 al, R RRHER A R
owl), HEE (fgkal, RKET EEMER A R A
A, COHE (ke R BRPHERHE A BR A A ) ;
KA EE T K.

12 7%

1.2.1 AR EERSGN 1y i) £

1211 b5l B3R 5 g5 RU-940 8 g5 N %
100 g; HM 30 g; AR LR 0.3 g — LPEHE 9 g5 4lifk
JKINZ 1000 g

1.2.1.2 il 4% BAREE S o, NN _BEAE; AL
RSB R B -940 IR A (R -940 N
TREFHIMTEE Y S), i s sl Al K R E R, il



5 5 4 P AR S SR B BEIEGH Y 45 5 B AR AT 5E 447

Z IO A R R AR O TR 0.3 g, 15, 5%
18I = BRI pH 2 6.0~7.0, I AR 4lifk
KE A A, B,

122 A REURR & 5 E

1221 @AIE MY, A5 4 Shim—pack VP-0DS
(150 mmx4.6 mm, 5 pm); Ji sHAH : 0.1%BEGERE R ER
e (L0190 BELER AN 500 mL 5 — FH 35k
[ 5 mL UKEETR 0.5 mL, {i250) - 25 (75:25) 5 il
WA 277 nm; FE K 1 mL/min, #EFER 20 wL; #

& :30 °C.
1.2.2.2 A AE « (1) BRI TP ) 25 < RS 28k

BUE R Z AT IR 2 mg, & 10 mL =i, i HY Rl
WFRITFRRE 208 485) . K% E S mL, B 10 mL
T, AR AR B E 20 B4, HAEE 1 mL
HE 0.1 mg VTR . (2) B S i T il 2%« RS B R
BUA i 2 g (S FEAER 10 mg), B lEf
JIHEE 20 mL, TR & LRAER 0%, T4 CF
HCE 2 h, 98, JECE 50 mL B, 5% 20 mLL
H LAY 4 IRPEV , B IRV S5 08, F H BEfs R &2
IR PRA) KGRI 25 mL, B 50 mL &, i
SRR R B 2B 455), uEad , BRER g, WS . (3)
IF 1 X LV R ) 1) 4% < 42240 7 EABIBE B AS B B R
AR R 7R, e AL 3 ot V5 VAR A 8 i, A B PEAE
W

1.2.2.3 L Ja il 2 i WO HE T TR At
VS WRN B X BRI V45 20 L, 4% °1.2.2.17 3T A,

T2 E
1224 ZRPECRZLL. KPR R R XTI

12.45 mg, & 50 mL D, InF BE 5 mL A, i
BIARFR R B 2B,V A HR S 48 G 2 O
WA S P45 6 1.0.4.0.7.0.10.0.,15.0.,20.0 mL 43 1] &
25 mL s, AR R R 2, RS e
“L2.2.17 50 N AR , AR 20 L, LATERE
WIE C(pg/mL) ARARFR, TR A S AR, 251l
FrifEh <.

1225 HEEMWRE.: WE—HSHELEE, e
By, Ay5lEE IR “1.2.2.27 HE S A R A AR TR
“1.2.2.17 S SN E  HERE R 20 pL, 715 RSD.
122.6 FE il BR—H#5 S, %R
“1.2.2.27 PR A TR A A L FR 12,217 B A
PRI AE , 43 SI7E 0.4.8.10.12 Fl 24 h ke, JhkE &
20 pL, 15 RSD,

1.2.2.7 AR RDBCERES A 2% i ORI 1 g, 20 5]
FEHE S ORI Y TR R &1 80%.
100%F1 120% 1) & %55 2% IR A 8.0.10.0 A1 12.0

mL % 3 {7, 44 18 “1.2.2.27 (I3 o Vs T ol 4 R 4 L 1
Sk TR [l 3R 06 ) (R VA, 45 1.2.2.17 (83
S , FERE R 20 L, A ICR

1.2.2.8  FEAIE . HUAR REEICHEM 3 4L (Hit
20140701.20140702.20140703), 44t 2 3, ¥ Mg
“1.2.2.27 (3 A TR A AR L FR 12,217 B AR
PR E  BERERE 20 WL, FHAMRIZ T AR P B R
() E i

2 #R

21 HFEMHXEZR R HPLC I E i S AH Y
WRIE i UL 1 m AT R A A
U R I A, WA A, FL R G T
oo FLBHBEE A RGN AR T 2 500,

my

T T T T T
0o 25 50 75 100 1256

A B %A

\

T T T T T
00 25 50 75 100 125

B Xk B i (3

mv

mv

T T T
00 25 100 125

C BIHERE ik
E1 SEZHEE HPLC BitE

Fig1 Chromatograms of chloramphenicol gel
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Tab1 Results of recovery

e (mglg) IMATE/(mglg) ISR /mg [FICR/% x1% RSDI%

5.003 3.984 8.981 99.88
5.003 3.984 9.020 100.7
5.003 3.984 8.998 100.2
5.003 4.980 9.990 100.1
5.003 4.980 10.04 101.1  100.3 0.81
5.003 4.980 9.965 99.64
5.003 5.976 11.08 102.0
5.003 5.976 10.98 100.0
5.003 5.976 10.95 99.42
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Tab 2 Chloramphenicol gel content of sample in three groups

FERAE S (n=2)  HWER/(mgle) VI (mglg) RSD/%
20140701 4.980
20140702 5.030 5.006 0.50
20140703 5.007
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