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Determination of the Content of Compound Sulfadiazine Sodium Injection

by High Performance Liquid Chromatography
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Abstract; An HPLC method was developed to determine the contents of sulfadiazine sodium and trimethoprim in
Compound Sulfadiazine Sodium Injection. Using C18 column as stationary phase of 0. 1% phosphoric solution —
acetonitrile (85:15), with flow rate of 1.0 ml./min, column oven temperature of 40 C and wavelength of 240 nm.
It was quantified by external standard. The linear range of sulfadiazine sodium was between 12.5 ~ 200 pg/mL
and the regression equation was Y = 44. 873X + 11. 999, /* = 1. 000. The linear range of trimethoprim was
between 2.5 ~40 pg/mL and the regression equation was ¥ =62.288X +4.0826,r> =1.000. The result show
that the linear relationship of the method was good,the recovery rates were more than 98% ,and the RSD was less
than 2% . This method was simple and accurate, and easy to operate,could be used for determining the contents
of sulfadiazine sodium and trimethoprim in the Compound Sulfadiazine Sodium Injection.
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Tab 1 Test sample information

[iIE R FAK
HC140

10 mL: 1.0 g BfHEMEESA +0.2 g 4N NE
10 mL: 1. Og BMEMENESN +0.2 ¢ HIARHEnE

HC143 10 mL: 1.0 g Bl fEMERERN +0.2 ¢ HAURIE

HC106

1.2 2 Jrk

1.2.1 xR smiikayBeh) R PR U i g e Xof
HE SR 2 50 mg M HH AR BEZY 10 mg, KE B FRE , B
50 mLAEH A i B 40 mLL, JF) E A R 5 0
BEAT, A WA WE VR FE 240 1. 00 mg/mLL Bz Y4
FEEWR 20 0.2 mg/mL IR IE LI &, R
B BSR4 5 mL BT 50 mL BRI
SIAEARRRE 221 B RIS R B ms e Wk FE 290 100 pg/mL
KRR IERR BE L) 20 g/ mlL X RE S
1.2.2 BXSaik ey died) K55 T fifh i g
BESHTE ST 5 mL(10 mL:1.0 g M IERN +0.2 ¢
FAAURIE ) , B 50 mL S v, i B s /e 22 20
A RFE R S mL, BT 50 mL BT,
Pk B 2 20 R 5T, TS IS R BRI 5 mL,
BT 50 mL AR R s AR R 20 H A
HIEL

1.2.3 &% %M. Waters Symmetry C g
(5 pm, 4.6 mm x 250 mm) (AiEFE, FEE 40°C 5 iF
FEE 20l I 22 I 240 nm; FSIAH A (0. 1% W%
PRV 5 B( L) 85: 15 ZERE vk, $& o MRiE LU
WA TR AR ARy i, o Bl e E S5 RS L) 1. 0878,
B SAy A 5 i vl e i 1 WE #4 ( C, Hy N, NaO, S) Y &5
i, TEMGETE SR AET Bl i 1 1 R FH A0 E 7 32 0
BT X5 05 ) e ) 0 - X Rt VS YRR o
VTR I ) S A B B ] — B, BRI O R R
JEPERGF, AIGEI LA 1,

2 ZERE5HH

2.1 AMEEE K% EBOS IR 20 mL
BT 100 mL 285 0 S AR R 2R AR
Rl % E 200 wg/mL 75 FH 4R BE 40 pg/mL A FE
fi MR 10 mLL 2] 20 mlL 2SS R E1 2. 5
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E1 EFEEREIERREA 100 pg/mL 3 5B mF0AE M E T

Fig1 Chromatograms of reference substance of compound sulfadiazine sodium ( 100 pg/mL)

25.50.100,200 pg/mL M H A KHE2.5.5.10.20,
40 wg/mL XS I MR ZR A A 2 IR Xof R
W 20 L, i ARAE B ie s Tk, DA
i g g P A0 E € TR TR FR ( Area ), X AR N ik i
(Amt, wg/mL) AT ZPE NE , SRAT B A 5 72, Al Al
T B MEANE 12,5 ~ 200 pg/mL Kz H A R 0E 45 1)
H2.5~40 pg/mL WM R RAF, HHOCEHE
ML 2 k3,

2.2 EHEMBEE HE(PEEZM) HAY)
ISR TR N T i, 76 2 05 St 18 52 T e s g 4 {1t
T2 I — 2 SO 114 it fg e o T P A0 I SR
il & 05 A A A b R O A Y 80%

YU EOR ; LIS S R BOR B SRS, RSD ¥/ T
2% N ERT & (Hh B 250 SC THRT R EE Y E5K
R EERRENE A R AR A i R

Tab 2 Standard curve data of sulfadiazine sodium solution

Gl WREE/ (ngemL ") WA (mAu-s) 54 i
1 11.86 538.34
2 23.72 1078.96

Y =44.873X +11.999
3 47.45 2141.30 )

* =1.000
4 94.90 4276.70
5 189.80 8525.68

®3 HRETIRHARAE B L BUR

Tab 3 Standard curve data of trimethoprim

100% 1 120% , AR P PATHl 45 3 4, Hoep 200 08/ el ) WRIIBY (mAu-s) AR
I 5 IGE B AR 4224 200,250,300 mg, 48 S IE VR : 27 176.38
JITE 40 50 .60 mg, & HR 2. 2. 3 57 Pl e A j 151‘ 5]85 Zz Zj: 62, 285K + 4. 0826
TS BRI () 2 (SEMME) |, BRI ) & b b ) 22: o 1395'. N r* =1.000
FES A 5 A R, RIS, [EDIRCRAE 98% ~ s 460 27%0.92
101% , HER BEAT-G (b 24 ) [l
F5 BERRMELEGEKRE LR
Tab5 Recovery results of sulfadiazine sodium
i Befhori/mg MAJE/mg LI/ me % /% T R % RSD/%
HC106 -1 236.30 195.32 437.07 98.75
HC106 -2 236.30 253.55 483.15 98.63 1.2
HC106 -3 236.30 302.23 540. 46 99. 64
HC143 -1 243.60 201.24 449.07 99.06
HC143 -2 243.60 249.71 498. 56 99.06 99.7% 0.4
HC143 -3 243.60 301. 38 546. 44 99.73
HC140 -1 249.38 200. 54 445.22 101.06
HC140 -2 249.38 253.96 501.94 100.28 0.4
HC140 -3 249.38 303.16 546.54 101.10
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Tab 6 Recovery results of trimethoprim
RE 2 Bl 3%/ mg WAt/ mg SEIAE/ mg W/ % 4 R % RSD/%
HC106 -1 51.395 42.51 96.42 97.40
HC106 -2 51.395 52.60 104.20 99. 80 1.1
HC106 -3 51.395 57.45 111.04 98.02
HC143 -1 50.595 43.25 95.96 97.86
HC143 -2 50.595 49.50 102.58 97.57 99.7% 0.4
HC143 -3 50.595 60.58 112.90 98.48
HC140 -1 52.745 36.05 88.57 100. 26
HC140 -2 52.745 53.02 107.02 98. 84 0.6
HC140 -3 52.745 67.20 120.48 99.56
2.3 BRAREERE EEEBCTRUREERE  JERE 2 BF AR LR 7, e 1 E N A R AR IE (4

JEZ74 100 pg/mL S A REEZ) A 20 we/mL HYHE
MOV 20 pL, 7329 0 .24 48 h EALINAE , Bk

T 0 TR A AR X A8 A 25 43 3 R :0. 7% F1 1.9%
FEHH VA BC B IR WA 48 h INFRUE .

R7T BRREMHREER

Tab 7 Stability measurement results

Sy T R

R A FR EoL7/E Wy RSD/%
0h 24 h 48 h

53 T R T T W 4400.72 4463.69 4446.65 0.7%

LSS R A I 1435.93 1395. 64 1448. 55 1.9%

3 WitE&R

3.1 Fah Al ey Y T 3 R
PITEBIAR, B 0. 1% BER — 2 ) (80:20) . (85:15)
F(90:10) , Hirfr 0. 1% WL — 2 (80:20) KR 3h
FHIZ AT il BT 8 fe W €, 3 U T PR 4 e € 35 06
WA TEA5E,0. 1% Wi - 206 (90:10) M3 sl
BT S e R I (3 D R R R0 E 0 i e
BT AR A0 I 0 i 0 Y DA T (] 258 4K 30 min
M7 0. 1% Witk — 205 (85: 15 ) I, Tl i ma e 0, 3% g
R PR B W 0 T U 0 8 IS A A i v W /R R Y 4
WE 1) 4 IS ] 43+ 59004 6. 7 min 1 8. 5 min, BESET
B 0. 1% Wiz - ZAGERI LB R 85:15,

3.2 AERAEEAMBEET R TR,
HAAU R BELE K AR LT R FE R Th B, BIV4 5]
TEPEPIRVE T LU H W ik 53 ) 3 FH T A s ) R 456
(LA, VR — JEin 5 mL $hER N sh Al e 2%
VAT DA R R B A, AR T i

FHVR I —FE A0 IR B B A, Lo £k % 5]
B PR A Ja T BT B GE 2 D TR B, ik F
F AR AR w2 A R R R
AR AR SR A

R FE A e 18 < R AT 2 3 0 2 B2y i
Yoz M I AN B9 X S0 b A2 T T R W A
HEAT S RN AR 0 o 1 L
RS — R S8 BP0 B 52 | AN T 243 T T 2
25000 hE, IS TSR L AE 98% ~ 101% , 75 &
L 24 L) R SRR € TR AN N TRTUAC  2EK
A LI SA e 5 24 ) 52 75 e v A 3 SR
TR RO T RHZ IS 24 o W A R A T —F TR
A BRI T B, hy 7 i T e B R A Y
TEH.

Sk -
(1) XFEE. FHRIEHEE AT EIVSH A7 e SRR 1 ) 5 B A
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