AMANYSLANISYDIEN

Lansoprazole 30 mg orodispersible tablet

GPU 205939
1. Foen Lansoprazole 30 mg orodispersible tablet
2. AauauATalY
2.1 JUuuy Juenda dmsusuusenu
2.2 d@ulsenau Usznausie Lansoprazole 30 mg
2.3 MIULUTIY ussgluunsTnain Yoaturutu vuwmsnsey ufiniswdn uas Yuvaetgdaay
2.4 2870 syylienn dausznoumendidyuazaiuss Tundn Tunuaeny lauiinen wagiay

neideuiue Megnsdnauuuussyiue
UUNMYUEUTIEN SyTosnTetienianisin drusEney LaTTLIAAINLILIIVEEN
wviiedn uazYunuaeny Ti¥aauuuussados
2.5 ongvesenfidsuey fedliitfesnin 1 Y fuainiudaey
3. auautAnanaila
NamimaﬁﬁLﬂiwﬁﬂmmwvﬁﬂﬂmu Finished product specification wag drug substance specification 7§95

nuaduinsuatutieniu wiewdu In house specification lne@aslasunisannsilsudediniuamynssuns

'
P

9IMTUATE NITNTNAITUEY 9Tl Lndussuiildsnsdsssaduatuiifisumivislminduinsgruadasisule

o o = o

FNTUNUL MIUUTENIANTENTIEAITITUEY 1309 JTYATIYT WA, 2561 ariull 6 SuAu W.A.2561 (aeUsenialusny
A991Un¥1ITUN 12 AUAMUS W.A.2562) WAz TeUA1T187 UL 2) W.A.2562 a3Tuil 3 NINYIAN W.A.2562 (a9
UsenAluswRannuunwniuil 26 NINYIAY W.A.2562)

3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Identification Meets the requirements
3.1.2 | Assay 95.0 — 105.0% LA.
3.1.3 | Content uniformity Meets the requirements

3.1.4 | Dissolution
- Acid stage Amount 10%

- Buffer stage Not more than 75% amount in 45 minutes

3.1.5 | Related substances
- Sulfone analogue NMT 0.4%
- Others (individual) NMT 0.2% for each
- Total NMT 1.6%
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