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T8N 1 Omeprazole sodium 40 mg sterile powder for injection
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Zomn Omeprazole sodium 40 mg sterile powder for injection
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1. dunsndnaanids '

2. dsznaueae8n Omeprazole sodium %mugaﬁu Omeprazole 40 mg W3auAYIazaY (solvent)

3. umlumrusussenialneanda’

4 uummmﬁé’uﬁmn atnnfandaaliFeruigmeen, dmufenatuesmaen, amuus, Tunnaa, I5vmemmliin,
Tunuaay, UazATinG® s:q‘l’;"azho{mw

5. AaMNIUKUTIIIEIRBITHY Famaimon, dandsznavvadam, anause, Tuinae, Tunuaay,
wufinge, wanadoudr$ue, Smenslien weeitfiushene Haghesaan

Qma&lﬁamamﬁﬁﬁﬂmm Omeprazole for@ection1

1. Identification ‘ ﬂﬂamumuﬁ"j:qh Finished product specification
| 2. Wiy 90.0 — 110.0% L.A. of Omeprazole

3. pH mnmhumwfis:q'lu Finished product specification

4. Water Content ' - asrerhuawiiszylu Finished product specification

5. Sterility test AT

6. Bacterial endotoxins ' m’mi’mmu'?l"s:l_‘l'lu Finished product specification

7. Particulate matter -9a 2 10 pm i 6,000 ayn9/container

k - 7179 > 25 pm Lifin 600 ayMa/container

8. Related substances 38 Degradation products ﬂi‘a‘ﬁi’mﬂ’mﬁixq’lu Finished product specification

9. Constituted solution azmwlmuysol Iamsazanols Lidd

10. Uniformity of dosage unit ATIHIN

Wi NMT = Not more than

aum, - o~ o 1
AnduinMstnanaraIaINIazany (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 ) ai’nd’]uﬁ‘lu"/'ﬁ:q'lu Finished product specification
6. Particulate matter AT '

MANUWM®  NLT = Not less than
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1. a"lnnmwrhzuanmims‘l@"s“uaum'm“ifun:tuuummmtwaa‘mu‘m’luﬂi"mﬁ‘lnﬂ Uazd LAY (declare) UNAINAR
1.1 'lummums'uumtuuummm (N2 now.3 nu 4 U.N'JI.WITISN)
1.1.1 Wnsdlfidusniinfaludszindlng wunois ny.2
1.1.2 'lunimmﬂutrm'u'zmwamsuuwsn mnum ne.3
113 'luns:umﬂumu’ummnmaﬂs*mﬁ ‘MJ’)U!N ny.4
1.2 'lunwa'zmn.mﬂum e v\sa #.1 ‘lliNU’lYII.ﬁMGTlﬂ'] wsaamumamvmamsmmuﬂnmwmaonamm‘n
mu‘nmummuu‘h (finished product specification) ua:manmummmwmm’mn@u (Drug substance
spécification) nsmnaurmwn’mﬂa suudaaurluRuduasd, slMLanMIMIamMNGamMeuntly (8.5)
VIN3DY finished product specification
2. Lanmmsaemmmummmm '
21 nsmnmuaﬁiuﬂs wmalng wnama\mmtmmwmﬂv«uaaamsaommmummammmuv\amnm‘n
’Jﬁmﬁ‘né‘ﬂumwamm‘uaoni"m‘zommsmam (GMP %38 GMP/PICs) Iuvsmﬂmmauamu
22 nsmmﬁummtmmnmazls snd mmemawml.mmwmunuaaamsaau’msmumwammmu
vmmnmmﬁmsm‘ﬂumwaﬂmmaoﬂs mﬁmmm %38 Certificate of pharmaceutical products
3. mtmmwmmanmsammnummaommauai’lm
31 Nammﬂﬁmﬂﬂ:ﬂﬂmmwwaomtum‘uaammm (Ceruﬁcatron of analysis) 'lummnmtﬂumam\ﬂums
mumrmmnunaﬂwsamnumumuau‘nns.m’mmmsmtmsusaa
3.2 HamIaTIRNATIY mmmwmnﬂu (Raw material) ﬂaﬂﬂ?ﬂﬁmﬂmfﬂ‘ﬂﬂﬂ"ﬁﬂﬂﬂﬂ"ﬁ YI\‘I’IJENNNRWU’I

Uz NNRﬂ’JﬁﬂﬂUﬂlﬂﬂmtﬂﬂ’mu ua:tﬂmummnummammm (uaml.anmﬁumo)maeuammsemamu

aun a 2).(3
3.21 Qmﬂuumﬂﬂdlﬂﬂuﬁ&laaﬂ’) Omeprazole @e)

1. U?mma”um&m‘iy 88.0 - 102.0% of Omeprazole ) 98.0 - 101.0% of Omeprazole (anhydrous
‘ . (dried basis) o | substance)
2. Identification ATIVHIU AIHIU
3. Related Substances - Any individual impurity : NMT 0.3% - impurities F and G : NMT 0.035%
- Sufﬁ of all>impulities : 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

chioride - ' - - Methylene chioride : NMT 100 ppm

5. Loss on drying NMT 0.5% NMT 0.2%
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3.2.1 amANIANIINARAYEIYT Omeprazole @ (@)

6. Sulphated ash NMT 0.1%

7. Residue on ignition NMT 0.1% -
8. Heavy metals NMT 0.002% -
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3.22 amauﬂ‘o‘amamaﬁauaom Omeprazole sodium @

1. ﬂ?mmé"amﬁﬂ"ty 980 - 101.0% of Omepra;ole (anhydrous substance)
2. Identificaiton #79Hd U

3. pH 10.3 - 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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6.1 mqwaw"lﬁdwauefaa'hiﬁauni"t 12 1fau WU TUFIBL

6.2 mqmmﬁ'a'auau a:el"aoa'azi‘ummwri'lzfluﬁnaoNammﬁﬁmﬂ:ﬁmfuﬁ'muaumaaé’nﬁm
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6.4 g{mua:m”aﬁ'mﬂfi‘uumtﬁam'lna"v\mmq wiadlafenadausmnrieutmue

7. lanmaug ‘
7.1 SWUURAINANISANMIAURIG I D37 (Stability data)
7.1.1 1un7rﬁi‘fun:tﬁuummmnn’h 2 § ardaslidumnindronanisinm Long term stability A
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1= Website qudayatinassdwmsrieg ATNTHOTIIUFY
Available : http://dmsic.moph_.go.th

2 = British Pharmacopoeia 2010

3 = The United States Pharmacopoeia 35
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