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Stability of Two Different Dilution Methods of Omeprazole Sodium for Injection

ZHANG Qianl, WU Yuezhangz, FU Hong1’3, ZHU Yubingl*(I.Deparlment of Pharmacy, Nanjing First Hospital,
Nanjing Medical University, Nanjing 210006, China; 2.College of Biology and Medicine, Clinical Pharmaceutical University,
Nanjing 211198, China; 3.College of Pharmacy, Chongqing Medical University, Chongqing 400016, China)

ABSTRACT: OBJECTIVE To analyze and discuss the stability of different administration ways of omeprazole sodium for
injection with transfusion fluid. METHODS Simulated 2 administration ways of omeprazole sodium for intravenous infusion
and intravenous injection. The pH value at different periods was determined with pH meter, the differences of full absorbance
value using 2 administration ways were measured by UV. Then the contents and the changes of omeprazole sodium were
calculated. RESULTS The formulation for injection could only be used for intravenous injection and should be used as fast as
possible after diluting as it decreased significantly after 3 h. And the other formulation remained stable within 6 h and could be
used for intravenous infusion. CONCLUSION Due to different administration ways of omeprazole, the stability of 2
formulations vary obviously. So it shall follow the instructions of administration ways of these 2 drugs of omeprazole sodium.
KEYWORDS: omeprazole sodium for injection; administration; stability
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IR R AR AHE], fit'5: 17010912;
A% : 40 mg(LLESER )]s 0.9% S AL NE S
(AR ZEA R AR, #t5: CS17010105 Hits:
100 mLY); B85 7 e Xof o (o [ o 243 A s 9
e, #t5: 100367-201305; 4E/E: 99.9%).

2 FAEEHR

2.1 FER ] %
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0.9% AT S R BEZE 5 mgmL ™, A&
. BB ISR e 7] A 40 mg, WRHEX 10 mL % 8%
WA, VE BRI A 5 BB S el 7] A
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Tab. 1 The contents of the test solutions in different
dilution ways
AL VTR R

PR MIE A

FHR VA B

BSR40 me)+ BB 1(10 mL)

BT TH(40 me)+EJBIEW 1(10 mL)+0.9%5
B 590 mL)

YT HE R T (40 mg)+5 JR AT 2(10 mL)

B BV TR (40 mg)+E JBYATE 2(10 mL)+0.9%
SACHAVE S5 9(90 mL)

I BJIREW 1-R O RE-400, BERR 2088, SR LR RS K
(pH 5.0~8.0); TR 2-AACBNIIAEE K BRIEW: e st
K, RS AN R TR IR 15 (pH 3.5~5.5),

Note: Specified solution 1-polyethylene glycol-400, sodium dihydrogen

Pl i i C

Pl i D

phosphate, sodium hydroxide and water for injection(pH 5.0-8.0);
specified solution 2—isotonic, sterile water solution for sodium chloride:
Excipient is water for injection adjusted by sodium hydroxide or
hydrochloric acid (pH 3.5-5.5).

2.2 SR KA

M 7E PN 305 nm, IEFIA 0.9%F AL BN TE S
W BRI i, Hd S EXT O 0.9%F ik
HEHW. MEAYRIEEE, AMEELL
C(%)=(Ax/A0) X 100% . HH1, Ay FHIUEHE R 5
WRACSE s A AT E G &R S AR ROk
B, R 2GR L .
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FE 2 B BB 0.5 mL, 1A 4.5 mL 0.9%%5
WA E S AR R, TR, (BB MYE AN
0.5mg'mL™", fERNER X. B 6 R, 20in
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TC 1) % B 56 B MR B2 23 0 A 0025, 0.027 78,
0.032 15, 0.0357, 0.041 6, 0.05 mg-mL ™" IV,
PL 0.9% S AL BN RSN 2= U I, UV 205000 5E %
TSRO EE Ao DLBRSERIMEIR BE(C) o AA R, T
AP AR, ZehilbrdEdli 2, THE R
N A=26.429C+0.232, 1=0.997 2(n=5). F B EF;
WETE VR 49 0.025~0.05 mg-mL ™' Py 231 06 & B4
2.4 AUSSHEE N E Z IR

B “2.3” TR X 0.5mL, A 0.9%5 L4
ESHRRREZ 0.025 mg-mL™', UV E=EMERE
FE 5 IR BB SRR 5] A F B[R HECRE S &
iz “2.17 BRI TR A I C, R
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P RSD=0.24%, ftiliiEH B ME L RSD=
0.28%, Ut BH A 75 15 ARG 26 FE AN 28 5 1 R 4o
2.5 FE kil
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TENAZMEL 0 h FEERMEEHN 100%). 10
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BRI TRECH 5 pH EAR WL 2, &bk im il
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Tab. 2 pH value changes of different test solutions after dilution
pH {
Pk
0Oh 1h 2h 3h 4h 5h 6h 7h 8h 9h 10h 24h
A 8.90 8.89 8.75 8.72 8.75 8.82 8.92 8.85 8.85 8.83 8.83 8.80
B 8.24 8.06 8.06 7.96 7.94 8.02 7.91 7.85 7.82 7.76 7.72 7.55
C 10.51 10.44 10.44 10.34 10.34 10.37 10.21 10.13 10.05 9.99 9.81 9.80
D 8.74 8.54 8.40 8.42 8.66 8.54 8.35 8.26 8.16 8.05 7.96 7.73
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T (3L Pk 2 B 7 1) 7] ) R 751 PR s %E
I 1) 46 HL AR A S Bhis 1 2R 2 —BF 400, H 2

H pH AT — 548 %%L%%WE@%E‘{Q%
pH {4 5.0~8.0, HUCEEH pH {F 145 B oG e i
HARINN EDTA-2Na fERNFaE R, HEKHRRE T
BRPEHEY2E . CERT Ekpe 25T 5Tt % T B 25
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Tab. 3 The absorbance and relative concentration variations of omeprazole sodium for injection by 24 h different dilution

methods
— B i A ik i B BB C B E R D

WOLEE  ARREELLCY%)  BOBE O ARNRELCY%)  BOBE O AEREC%) O BOBE AERE(C%)

0 1.348 100.00 1.232 100.00 1.240 100.00 1.348 100.00

1 1.343 99.63 1.225 99.43 1.240 100.00 1.340 99.41

2 1.340 99.41 1.219 98.94 1.237 99.76 1.335 99.04

3 1.340 99.41 1.212 98.38 1.229 99.11 1.335 99.04

4 1.330 98.66 1.207 97.97 1.227 98.95 1.335 99.04

5 1.321 98.00 1.207 97.97 1.208 97.42 1.334 98.96

6 1.320 97.92 1.207 97.97 1.207 97.34 1.335 99.04

7 1.313 97.40 1.204 97.73 1.195 96.37 1.331 98.74

8 1.289 95.62 1.204 97.73 1.191 96.05 1.328 98.52

9 1.259 93.40 1.201 97.48 1.191 96.05 1.324 98.22

10 1.252 93.03 1.197 97.16 1.186 95.61 1.324 98.22

24 1.248 92.58 1.191 96.67 1.184 95.42 1.307 96.96
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Tab. 4 The formulation characteristics and clinical use cautions of omeprazole sodium for injection of different manufacturers
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