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a.e Finished Product specification (losartan potassium tablet)

m.e.e |dentification Test Meet the requirement
melo  UTuuiedAy ®&.0 - @o&.0% of the LA. of losartan potassium
m.@.en  Dissolution test Not less than e&%(Q) of the LA. of losartan potassium

is dissolved in eo Minutes
m.e.€ Uniformity of dosage units Meet the requirement

m.e@.& Organic impurities

- @ H-Dimer Not more than o.&%
- v H-Dimer Not more than o.&%
- Total impurities Not more than @.0%
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am.ls Raw material specification (losartan potassium)

mlb.e Identification Meet the requirement
mlolo  Assay «z.& - ®06.0% of the LA. of losartan potassium
am.en.en Water Not more than o.&%

om.en.@  Organic impurities
- individual impurity Not more than o.lb%

- Total impurities Not more than o.&%
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1"W391 finished product specification taz/#58 drug substance specification

b. 1BNANTTUTBWINTFIUNTHENEN
fnandesiionansiusesnnsgumIkdnsmamaninasitag IS msfialuniswanen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) laguaeanu PIC/S participating authorities
atuagamusounsnIvdey tnsfinan1siusediviuussmealsemnsmdidnnseting (e-bidding)
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on. LONANIAMAN BAULVDILITLAUDTIAT
m.e NANIINTIVIATIRAUNINEERSUIIedNS5Uv0eENER (Certificate of analysis of finished
product) Tugguiidadudietng
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ao NANIATIVUATIENANNININGAUIBIRILIEALY (Certificate of analysis of drug substance)
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