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AMANVANIINARAYBILT Omeprazole for injection’

1. Identification ﬂ‘S’Ji]mumu‘?l"::iﬂu Finished product specification

2. Ynmaamndngy 90.0 - 110.0% L.A. of Omeprazole

3. pH 8.8 - 9.2 (Omeprazole 4 mg/mL)

4. Water laitfin 7.0% wiw

5. Sterility test ATIFIN

6. Bacterial endotoxins @mﬁlmumuﬁsquu Finished product specification

7. Particulate matter -UWIR 2 10 ym TaivAin 6.000 ayna/container
-2u1@ 2 25 pm aiifin 600 ayna/container

8. Related substances #38 Degradation products m'mmumuﬁ's:qlu Finished product specification

9. Constituted solution scmwlamuysol Imaszmels Lugs

10. Uniformity of dosage unit ATIWIU
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ARFNIaMIINnaRazaInINIacad (Diluent for omeprazole for injection 40 mg)

1. Identification AU

2. Volume in container NLT 10 ml.

3. pH 40-50

4. Refractive index 1.3840 - 1.3890

5. Sterility AT

6. Bacterial endotoxins Gl‘i'nmumufiszq'lu Finished product specification
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AmaNianInARa BP 2013
1. ﬂ?mm@‘i”w’lﬁ’lﬂ”ﬁy 98.0 - 101.0% of Omeprazole (anhydrous substance)
2. Identification ATIU
3. pH 103-11.3
4. Heavy metals NMT 20 ppm
5. Water 4.5-10.0%
6. Related Substance - impurities D,E : for each impurity, NMT 0.15%
- unspecified impurities : NMT 0.10%
- total : NMT 0.5%
- disregard limit : NMT 0.05%
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7.1 unsdifunsifouegnanannnia 2 1 ardadldnumwatanansfinw Long term stability aufidn
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(Stability after reconstituted)
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1 = Website quﬁiagmmmwﬁunm"mﬁ NTNTHITISUGD
Available : http://dmsic.moph.go.th
2 = British Pharmacopoeia 2013

(wiasoad 19Immail)
A (J
nITUNS

a o v &
(WNEINTS mMgawiand) (W197730% gIUTINA)

nFINNIT

wifiamumsii_yanadaiss?



