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ALKEM 

ALKEM LABORATORIES LIMITED 
STABILITY REPORT FORMAT OF LOSART AN POT ASIUM SO mgT AD LETS 

(PROTOCOL NO.: SP/GB/003/13-00) 

Product 
Strength 

: Losartan Potassium Tablets USP 
:50 mg 

Pack : lO's Blister 
Condition 
~seofstudy 

: 40°C± 2°C and 75± 5 % RH 
: To assign shelf life. 

Sr.No. Test Spec:ifiCatioas 

I. Description White coloured. circular. film coated tablets plain on 
both sKies. 

2. Dissolution ( By HPLC) Not less than 85% (Q) of the labeled amount of 
(Test-2) Losanan potassium (CnH22CIKN60) is dissolved in 

30 minutes 

3. Organic lmpunues ( By HPLC, w/w) --:· 

i) 1- H· Dimer Not more than 05% 
ii) 2-H- Duner Not more than 0.5% 
iii) Total1mpunues Not more than I 0"/o 

4. Assay ( By HPLC) _,_ . 
(%label claim) Not less than 95.0"/o and not more than 105.0 %of 
Losartan Potassium content the labeled amount of Losartan Potassium. 
Claim 50 mg I tablets (CnHllCIKN.O) 

5 Microbial Enumeration Tests and Test for specified 
microorganisms 

1) Total aerobic microbial COWlt Not more than 101 cfulg 
li) total combined mold and yeast count Not more than I<Y cfulg 
IU) Pathoge~ Absent 

Analysis dale 

RC'Dlllds: Nil 
Conclusion: Based on above d 

Prepared By 
Date 

Batch No. 3121534 
Batch size: 750,000 tablets 
Mfg. : Jul. 2013 
Start date: 19/08/13 
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