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&.o Finished product specification : Losartan potassium Tablet (USP)

U Test items Specifications

@ | Identification test Meet the requirements

o | Assay c&o - @o&.0% of labeled amount of Losartan
potassium

o | Dissolution test Not less than @é% (Q) of the labeled amount of

Losartan potassium is dissolved in mo minutes

& | Uniformity of dosage units | Meet the requirements
(Content uniformity)

& | Organic Impurities:

- @H-Dimer NMT o.€ %
- wH-Dimer NMT o.¢ %
- Total impurities NMT @.0 %
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.o Drug substance specification : Losartan potassium (USP)

U0 Test items Specifications
® | ldentification test Meet the requirements
o | Assay &&.& - ®0e.0% of labeled amount of Losartan

potassium, calculated on the anhydrous, solvent-
free basis

o | Uniformity of dosage units | Meet the requirements
(Content uniformity)

Organic Impurities:

- Individual impurities NMT o.0%
- Total impurities NMT 0.¢%
& | Water determination NMT o.4%
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& 1BNATIUTBRNATTIUNTHANET
& nsfiofinanluszmalne grandoudldunameemideiusennmsgumndng,
IMMENINaWaAS MsTiatumMskanen GMP PIC/S (Phammaceutical Inspection Co-operation Scheme)
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&.&lo NaNIATIVIATIRAUNWIRGAVYBIFIEEAY (Certification of analysis of drug
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¢ lunsdtunzousimnnnit o U svdesidiunnindronanisn Long  term
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¢.«.& lunsditunsdousnniosni b U azfesdiduunnmdneramsinmanumivesen
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Uszmslng naumwum‘[maiuuuauh
&o.¢ nsfidunideniuinunilgamall b-e svrnwadua doslilenansuaniwaziusesin
Sssuumsii uuazdnaeniiu Cold chain system lFnasgumamdninausinsiiuingen Good storage
practice for pharmaceuticals, GSP) LasvdnInausRENMsTimuM SIS mhendusiost Good distribution
practice for pharmaceutical products, GDP)
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9. fifideiinisinwuau (Narrow therapeutic index drugs)
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