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Omeprazole .................. mg injection
(309U W.A. 2548)

o1 Omeprazole .......cccooeeeeee. mg injection
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1. Wumsenusaanidie dvna

2. Usenaumesign Omeprazole sodium FIauLaiy Omeprazole ... mg W3ou
Fvinazand (solvent) ... ml

3. vssylumeurussgeIdn Unaainide

4. aansylen @nUszneudendduarauLs Tundn 5u§umq auTikdnLazLAY
nyifousivenliegdaauuuussaiu nsdlediussglurasng@anuui Lz UTI9081
Heefossyyienvie duusznouieddyuazaunss Yuiienguauaniingn

AuaNUANImALlA (Heen)

1. Identification m’;’ﬂ]r}i’lumuﬁizﬂu finished product specification
2. Usunaudnendnngy 90.0 - 110/0% labeled amount of Omeprazole
3. pH 8.8 — 912 (Omeprazole 4 mg/mL)
4. Water e 7%
5. Sterility test HIIINIUY
6. Bacterial endotoxins m’aﬁ]chumuﬁisﬂu finished product specification
7. Particulate matter - 9119 = 10 Um ladiAin 6000 8YN1A/ container
- 9119 2= 25 Um LAy 600 9410/ container
8. Related substafices, 1179 m’gf\]mumuﬁizﬂu finished product specification
Degradation products
9. Constituted solution avaneldauysal nansavanela Lidid
10. Content uniformity ATIVU

AuautAnamaila (@vitazane)

1. pH 4.0-50
2. Refractive index 1.3840 - 1.3890
3. Sterility test ATIVU
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4. Bacterial endotoxins m’sﬁ]ﬂhumuﬁizﬂu finished product specification

RSoulvdug
1 dunnmdeenasnmslduoyyetungfousiueiedmiglulsamdlng uasdung
(declare) WWAINGR
1.1 Tuddymstunsideus3uen (8.2 ve.3 ve.4 udausnsdl)
1.1.1 lunsaiidueindaluussmelne (anefs ve.2)
1.1.2 lunsalidugminduitonisutsussy mneds ne.3)
1.1.3 Tunsaifidugnthidnannsmssemeamaneds ve.q)
1.2 Tudwetunsdeuen ve. 1 veseiliauesean nieuseasdoadensnuey
ﬂmmwmaqwﬁmﬁmeﬁmmﬁﬁwmﬁﬂuﬁ (finished product specification) ﬂszﬁﬁagjswdmmi
Wasuulawdludiufuazdouuuenansyiediunninaensvoudlvumiey finished
product specification
2. lunsdlfendnlutszmelng guandesiidiunnmaioniivdosusaginsgiunisnansnu
vENINAIIBMSTIRlUNSNAREYBINTENTINENs S UAY (GP) TivsraeTllauevne
Tunsaiidunidraniaszma grdndosdidunningeniidesusomnsgiunis
NARENAAMANIN SIS NSTIRLUNIHER1VRSUTEINALHAR Yo Certificate of
pharmaceutical products

3. dinnmaielenansAudnyr e lEue g

3.1 HANINTITIATIZVAN WHER g voIRNER (Certification of analysis) Tugngudi
dududiogng

3.2 nansrTaleTEiesn mingAuRaw material) vosied R iililunisndne
Juiidauiedieiivosinane WekgHan IngAv

3.3 vhiolnngiddgieoguanduluiinnesingauuenmileainde 3.2 laun
Chromatographic purity (orRelated substances)

- individtial Ty 0.3%
- total Tsd\itl 1.0%
4. feEneen

4.1 flauesmdiosdsinesnaenogisties ... mieussaiae dadusunuuans
swazBunldnsuiunuiitmualuiide auaudimly d1siu
5.mM3UsERuANN N TdDY

5.1 91gveseNdwesatliitosndt ... (Row/ U udusingal) duaniudeey

5.2 ynaInTidaey sxdesdsdunamdelususestanisnsalinsgiosuiidsey
vosranuas Tulnsesiingauvesiuaningauilduanesuiideey
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5.3 Tunsdlfimieswnsvinnsduiegnseidseuiiliodnalingzinaunin wie
swnsazihmilsdeiesvesiedie Tnefueazdosdsonfiudnamdnuiivingsvnsds
pnvinneiuasdugiuiaveudldaglunmselinsziannm Tunsddinuinenlsl
Hulumuandnuagiany wihessmsveanudnsliiufinsansauenaefina1ives
fnouas/vieruanlunsely

5.4 feadesiuasusdloslndvuney viewloifnnsdenaninneurfinun
6 LoNa3aUY

6.1 Tunsdltuvzidousnunnnnd 2 U szdesiidnunnmdiananisang Long term
stability safiduiisislungifousnnuans

6.2 lunsdidueniidesnaunauld azdosdidnunindronanisinmrunsinganis
GERRIHGIIG N
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