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F2 EREREER(n=9)
Tab 2 Results of recovery test (7=9)

JinA AR ISR R/ T

AL mg mg % IR % RSDI%

7.68 7.68 100.07
80% 7.68 7.82 101.80
7.68 7.87 102.55
9.60 9.52 99.19

100% 9.60 9.71 101.12 100.63 1.12
9.60 9.54 99.39
11.52 11.65 101.11
120% 11.52 11.50 99.83
11.52 11.58 100.66

BES1.2.1.2.07 TR s S AR 2, 10 S i AR o
ZEILRHH, OPM LR BE IS (E] 2 12 min, BFPEXT BEXT
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Time: 0.016 Minutes Amp: 4¢—006 mv
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Fig3 HPLC chromatograms of omeprazole
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Fig4 HPLC chromatograms of blank

222 BERIMEbRAERNS DA R (A) KR
(COMERPERE bR 2R, T FE N A =71 627C-
9 783,r=0.999 9(n=3) , 4R EKH , OMP 7E 2~30 pg/mL
AR P32 1 Bl PN 2 R4

223 MWHWESR  HWNHEEER RSD 4 0.60%,
H A% B RSD - 0.56% , ¥9/NT 2% , J7 =
PERIF FFE 2K

224 FaEMIRIGLE R oPM AR SRR E M
RSD 4 0.54 % (n=12),0MP ROGCAR-FELE 24 h N
.

225 FTIHMHIKLTEER  OPM B9 RSD °H 0.66%

(n=6), £MAAT L ELZ MR
22.6 [FICRRIGEEE  OMP B [EISCE N 98.00%~
102.00% ,RSD ¥J/NTF 2% fF & HE , W 3,

F3 EREKWER (n=9)
Tab 3 Resuts of recory test (n=9)

JimA AR ISR EeR/ T

AL mg mg % [ 1% RSDI%

1.6 1.58 99.11

80% 1.6 1.59 99.59
1.6 1.62 101.81
2.0 1.98 99.53

100% 2.0 2.01 101.24 100.64 1.1
2.0 1.98 99.60
2.4 2.42 101.47

120% 24 2.43 101.67
24 2.43 101.75

227 FraEss S 3 AR E Ty B FEH
W i B OMP /Y °F- 24 & 1 O 99.36% ,RSD K
0.57%. A4 2010 4Eh (P EZ58L) (Z3F) HE,
OMP &1 W 7E 90.00%~110.00% 2 7], AHX AR E I
Z/NF 2% 5 EK .

2.2.8 FRWSERGAE & IR T
H1. A+1.80S N 2.17<15.0, FF & HE , WE 4.

R4 EHREFWRBHSBHAE (n=10)

Tab 4 The content uniformity of compound omeprazole capsules

(n=10)
B SE% FHER%S A S A+1.80S
1 100.04  100.13 0.13 1.13 2.17
2 99.75
3 98.03
4 101.34
5 100.53
6 101.45
7 99.63
8 98.78
9 101.32
10 100.45
3 itig

3.1 A EaTE ey B 6 ki RE S IR AR, B
118.7 mg & 50 mL S, INAGRSIAH, 73 Bl 5
min . 10 min .20 min, # &, AR B E 2. —
ER I, B0 5 min, 534 3 000 r/min, B 1
W, 0.45 wm GLFLIERELTTE . 43 HIWRELIER 5 mL
%10 mL S, TR SIAHRR B 25, RIASHE i i
W, AR TS SRR /S 20 min 19 7
Fhrme i P R OMP (1) 7tk T HC A R 7 3%

(F#% 251 W)
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Tab 6 Similarity analysis of candesartan cilexetil and self-made

tablets
B8] (min) FI i -1 FI -2 FIil -3

5 12.67 12.85 15.06

10 33.70 36.17 38.46

20 69.22 71.32 72.64

30 91.95 89.76 91.07

45 101.30 102.00 102.10

60 103.70 103.00 103.60

f 85 75 69
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Study of the quality control of the compound omeprazole capsule

HU Chen'?, DENG Zi-wei®, WANG Xu?, FANG Zhi-zhong®, ZHU Li—qin'?

(1.The First Center Clinical College, Tianjin Medical University, Tianjin 300192,China;2.Department of Pharmacy, The First Center
Hopital of Tianjin, Tianjin 300192,China;3.College of Pharmacy, Tianjin Medical University,Tianjin Key Laboratory on Technologies
Enabling Development of Clinical Therapeutics and Diagnostics (Theranostics), Tianjin 300070, China)

Abstract Objective: To develop a method for controlling the quality of compound omeprazole capsules. Methods: HPLC and ultraviolet
spectrophotometry method were adopted to determine the contents of omeprazole in compound omeprazole capsules. Results:The
concentration of omeprazole was determined by ultraviolet spectrophotometric method under 302 nm wavelength. The linear range of
omeprazole was 2~17 pg/mL (r=0.999 8) and the average recovery rate was 100.63% (RSD=1.12 %, n=9). The concentration of omeprazole
was determined by HPLC; column was represented by Kromasil-Cis (200 mmx4.6 mm, 5 pwm) while mobile phase: methanol - water —
phosphoric acid—triethylamine was 60:40:0.12:0.3; the examine wavelength was 302 nm and velocity of flow was 0.8 mL/min; the injection
volume was 20 pL. At the concentration of omeprazole between 2~30 pg/mlL, it indicated a fine linear relationship with peak area, with the
average recovery rate of 100.64% (RSD=1.1%). The content of omeprazole was 99.36% in labeled amount (RSD=0.57%). Conclusion: The
methods can be used for quality control of compound omeprazole capsules.

Key words omeprazole; compound capsule; determination of content; quality control
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OMP 20 mg SERFREHH 1 100 mg, b5 sz S 40
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TR (LR FEE R RGN R A F]D;
80-2B BIE X E.OHL ( IR ER 2 A BRA
A] ) PRIETT PHS-25 (B0 )pH 11 ( ks & R4 4L
AR,

112 3450 BSEhrmpxd A gL O E 24 h A il o
K52 IE, 415 : 100367 - 201104 ) 5 5835 Frmk Uk}
ik 2, #5-: A—10411107001 ) ; 58 77 B ik
e (A% [ 1) 5 B R (R e R RHE RN A FRA
Al 3% CNE R RPHERH A TR A ], &
Al s e R T B A4l 2K CH D o
12 Fik

121 BSERTMR) o4 i vk

1211 ZEAMOEE R S

L2111 FESVE IR - (1) X BRI i
% KR 2 E TR OMP X B 10 mg &
100 mL I A /i F SR 5 O A, TR B &
ZIBE 18 TS SLIE A E VR 100 wg/mL fifi &
s (2) FEMIFIAIH . B 20 R TENEY IR
A1, Wt E , B 118.7 mg(AH5F OMP 2 mg), & 50
mL A7 € I, P A B B 20 min, 8 &
i, R BERR R R . W—E IR, 50,
3 000 r/min,5 min, HTEWR, 28 045 pm FEAFLIERE
i, BRELUEW 2.5 mL B 10 mL A @R,
R B 2%, RIS FE S5 (3) 25 I M ) 45
Fe I Ak T Bk OPM il izs FI i He, ek
e TS RS Uy = X o = s 8

1.2.1.1.2 tedEM M2l K% MW 0.2.0.5.
0.75.1.1.25.1.5.1.7 mL i 10 mL 950,
FRERY 2.5.7.5.10,12.5 .15 .17 pg/mL bRifEATR, LA
PR hy 23 R, T OO RE TR Il O
1.2.1.1.3 %S K OMP X S BC % 10
pe/mL KRR, FHFEEEZ, —RNEZNE 6
WA B PR S22 6 d, 15 B % E 1T
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1.2.1.1.4  FE M R 1.2.1.1.1 (2)7 01 | #
1R, Hoh— R s, — i AEE, 735 7E 0.3.6.
9.12.24 h il HWOGRE 3158 RSD.

1.2.1.1.5 T MU b 2 b R — A s
It 6 4y, 43 R AR “1.2.1.1.1 ()" 1 it 5 kil 4807
P R SR, TE 302 nm AR E OGR4
OPM ¥ RSD=0.66%(n=6) , 32 IAJ5 ik TG PE R 4T
1.2.1.1.6 S - FE1.2.1.1.1 ()" 31 F 4,
AR SRR FE 302 nm AR EWOERE A S
1.2.1.1.7  [PISCERAE . R PRI T R E
OMP X F&/# 50 mg, T 50 mL F i, Bo il 1 mg/mL

KB, 53 IR 0.8..1.1.2 mL( BI4b )7 & 80%.100% .
120%), 43I AL 5 s () 4RNE 50 mIL A% o il
o, FH A A L R R T 20 min JRE R B,
3 000 r/min B.0> 10 min, TZHEL 5 mL & 10 mL £5 (8
wfith, BUMEEEERAE 302 nm PR e =K
FCEEAH, FEREIAHE S I A HL A A ISR
1.2.12 HPLC Jyikfiar s

12,121 EGEFRSERE: B8 R R (g
TIANHE® Kromasil-Cys (200 mmx4.6 mm, 5 pum)
REEM, T - TR - — L =60:40:
0.12:0.3, 33 4 0.8 mL/min, FEiE AR

1.2.1.2.2 L aMalss : o 5 LA s AR 5, mie i
025 B SERT IR B ()1 U L OMP J5rUR245 W B 45
AR o P PIT BC VA VRUHE BEA 2 € 25 (A T 0
A IER AT

1.2.1.2.3  FF S WA B« (LR F o V5 Y 1 ) 5
K FRECT R 2 AE F A OMP XTI 5L 10 mg, T 50
mL B, SEn AR A A R, R R R
Z\E S U8, PR SLUE AR AR EE A 200 pe/mL it &
V5 (2R VA VR ) )+ 1 IR 121 1.1(2) 7 I 45
1B, BDASAESR VAW (325 IR WM il 2% . Hac e
“1.2.1.1.103)" I F AR 15 325 I

1.2.1.2.4 trdfEM 4 dl & % W 0.1.0.25,
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S, U SAHFR Bk 2.5.10.15.20.,25 .30 pg/mL
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12,129 FHEME. B 20 ke N Sy aE,
B 118.7 mg(AH24 T OMP 2 mg), & 50 mL 43 4 i
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SRR 2 o H— 7 = AU, 250>, 3 000 r/min
5 mino, B FVEWR, F 0.45 pm THALIERRIE € . B
W5 mL B 10 mL AZ R, RSB 2,
BIFSAE SRR . FRARC1.2.1.2.17 300 N (i SR ibRE,
W W AR (A, 3% BRAMR — 5032, TR, I 2
OMP 5 1 W A5 R 5 8 A O EE e 1 25 Rk
170 K3, LU IR O i R S AEAE D B M=
1.2.1.2.10  Fa¥s) Bk WU e 1 k7, R,
TR A RN AN, BT 50 mL &I,
FHRSIAH e B BE 5 , PP A R, hnad &
TSRS , 5 20 min, A E R B—E BRI
W, B50>,3 000 1/min .5 min, B, ] 045 pm
TRALUE T 8 . BERUEME S mL B 10 mL f# A IR
o, R SIAHRR B 2%, BV AE S . Fe BRI
R 10 A%, e BE R S AR, I 0 T AR
(A), e BAMbR— i3k THRE R B I OMP 1 1%
i, AT A2 .

2 #R

2.1 REe RS HAE EGER

211 Rl R IR L FE 2 aTLE
OMP X} B 7E 302 nm A0F e R, HLARME L
P AN F 25 M JE T4, FrLARRAE 302 nm
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Fig1 UV spectrum of omeprazole reference in methanol and in

mobile phase
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Tab1 Stability of omeprazole sample by the UV analysis (r#=12)
%M Oh 3h 6 h 9h 12h  24h RSD/%
YeI 0497 0502 0495 0488 0480 0.475 1.95
EEOG 0497 0497 0496 0497 0498 0.498 0.15

2.5 DGR 2SR ikl 98% ~
102%,RSD<2.0% fF &M . WERITE R Ak 3 4
WeBEVE P A AT iR ASEZ i OMP (430 5 , %07
HEA RIFHERREE . W 2.

22 WEiek HPLC M Z 4R
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