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T8N 1 Omeprazole sodium 40 mg sterile powder for injection
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Qmauu?lmdmﬂﬁmlaam Omeprazole for injection1

1. Identification araarumafiszylu Finished product specification
2. Bnmdandagy 90.0 - 110.0% L.A. of Omeprazole
3.pH ﬁﬂilt»i’mﬂ’lalfl“iquu Finished product specification
4. Water Content i G\ﬂf\lﬁi’mﬂ’mﬁs:qlu Finished product specification
5. Sterility test ATIIN
6. Bacterial endotoxins ’ m’mi’mmuﬁi:qlu Finished product specification
7. Particulate matter -9we 2 10 pm iifu 6,000 ayAicontainer

- 9w = 25 pm Litfiu 600 BYMA/container
8. Related substances #3a Degradation products ﬂﬂmhumuﬁi:lﬂu Finished product specification
9. Constituted solution azaolaauysal Idmsezamela Lids
10. Uniformity of dosage unit ATIHU

waEKa  NMT = Not more than
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AMANVANINANADBIAINIBEANY {Diluent for omeprazole for injection 40 mg)

1. Volume in container NLT 10 ml.

2. pH 40-50

3. Refractive index 1.3840 - 1.3890

-4, Sterility AT

5. Bacterial endotoxins @11’;5]“'1%6\'1&#5:141% Finished product specification
6. Particulate matter AU
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1.ﬁ'ummwrhuLanmsmsvl@fs"umqstyﬂm‘funnﬁnw‘h%'umtﬁaﬁ'lml'm'luﬂi:mﬁ'lnu uasdIuay (declare) URRINES
11 ‘luﬁ‘m”tyms‘fumtﬂwﬁ'ﬁum (8.2 1.3 NY.4 URFILANTT)
1.1.1 lunsdifidueindalulsznalng nunefis no.2
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1.2 lwémetunzdouen ne.1 wa 0.1 vasniiauemim wiaumesuduewad BNTINANATINBIRRANTTAN
muﬁﬁ’un:tﬁwvﬁ (finished product specification) Lta:iaﬁﬂnuﬂqmnﬂwmadf@lqﬁu (Drug substance
specification) nstﬁﬁ‘ag}s:wi'nmstﬂﬁ'uuuﬂaqutﬂmﬁuLﬁua:ﬁaouuuLanmsvﬁat%"ummwdwn’maun“lm (8.5)
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3.2.1 amauiGMIINARAYeILT Omeprazole “
 emmninemeda | usp3s ol _  BP2010 ,
1. USunmeaendnty 98.0 - 102.0% of Omeprazole ' 98.0 - 101.0% of Omeprazole (anhydrous
) ) (dried basis) substance)
2. |dentification AU a1 U
3. Related Substances - Any individual impurity : NMT 0.3% - impurities F and G : NMT 0.035%
- Sum of all impurities : NMT 1.0% - impurities C : NMT 0.1%
- impurities A,B,D,E : for each impurity, NMT
0.1%
- Unspecified impurities : for each impurity,
NMT 0.1% '
4. Chloroform and methylene - - Chloroform : NMT 50 ppm
chloride » - Methylene chiloride : NMT 100 ppm
5. Loss on drying NMT 0.5% NMT 0.2%
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3.2.1 quaNiGNInARABaIN1 Omeprazole ™ (da)
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6. Sulbhated ash B - — NMT 0.1%

7. Residue on ignition NMT 0.1% -
8. Heavy metals NMT 0.002% -

winume 1. ndadiufldshiddanduatufifsurimislnini mrﬁ‘lmﬁwwi'uwiLﬂu'lﬂmuﬂsxmﬂns:mwmmtmzpj
a9 TYdITIEN lﬁ'ﬁruﬁ'uqaﬂﬁﬁwaaﬂm:nsmmsﬂﬁ:mﬂﬂmm
2. iemmeseufmaNLAMINAila dassreBinnindsdrivaiudeanu doldrenadoudedvinnunnenrums
BIMTURZEN NITNTHATIIATY

aua - 2
3.2.2 AMANYANIINANANDILT Omeprazole sodium( )

_ emwiEmaneita [ a0
1. ﬂ?mmﬁ":mﬁ‘m"ty k 98.0 - 161 .0% of Omeprazole (anhydrous substance)
2. Identificaiton AU
3. pH 103 -11.3
4. Impurity C NMT 0.1%
5. Related substances - Any impurity : for each impurity, NMT 0.1%
6. Heavy metals NMT 20 ppm
7. Water NMT 4.5%
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1= Website gutidayatmanseuiasiomd NTENTWITIIUTY
Available : http://dmsic.moph.go.th

2 = British Pharmacopoeia 2010

3 = The United States Pharmacopoeia 35
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