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3.1 Finished product specification: Losartan potassium tablets, USP 43

48 Test items Specifications
1. | Usunaushendngy 95.0 - 105.0% of the L.A. of losartan potassium
2. | Identification AFITHIUY
3. Dissotution
Test 1 - NLT 75%(Q) of the L.A. of losartan potassium s
dissolved in 30 min v.
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3.1 Finished product specification: Losartan potassium tablets,USP 43(si@)

d0 Test items Specifications

3. | Dissolution (si®)
%59 Test2 - NLT 85%(Q) of the L.A. of losartan potassium is

dissolved in 30 min

w3 Test 3 - NLT 75%(Q) of the L.A. of losartan potassium is
dissolved in 30 min for 25mg and 50mg

- NLT 80%(Q) of the L.A. of losartan potassium is
dissolved in 45 min for 100mg

4. | Uniformity of dosage units AFIINIUY

5. Organic impurities

- 1H-Dimer - NMT 0.5%
. 2H-Dimer - NMT 0.5%
- Total impurities - NMT 1.0%

3.2 Drug substance specification: Losartan potassium, USP 43

D) Test items Specifications

1. | Ysunaushendaegy 98.5 — 101.0% of the L.A. of losartan potassium on

the anhydrous, solvent-free basis

2. ldentification ASIANY

3. | Organic Impurities

- Individual impurity - NMT 0.2%
- Total impurities - NMT 0.5%
4. | Water NMT 0.5%

(NMT 5.0% nstdamorphous form)
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3.3 Finished product specification: Losartan potassium tablets, BP 2016

D) Test items

Specifications

1. | Ysunausendrdgy

95.0 - 105.0% of the L.A. of losartan potassium

2. ldentification

AFITNIU

3. Dissolution

NLT 70%(Q) of the L.A. of losartan potassium

is dissolved in 30 min

4. | Uniformity of dosage units BT

5. Related substances
- Impurity M - NMT 0.5%
- Impurity L - NMT 0.5%
- Any other impurity - NMT 0.2%
- Total impurities - NMT 1.0%

3.4 Drug substance specification: Losartan potassium, BP 2016

48 Test items Specifications
1. | Usunaushendregy 98.5 - 101.5% of the L.A. of losartan potassium
(dried substance)
2. Identification ATIMIU
3. | Heavy metals NMT 20 ppm
4. Related substances
- Impurity D - NMT 0.15%
- Impurities J,K.LM (for each impurity) | - NMT 0.15%
- Unspecified impurities (for each - NMT 0.10%
impurity) - NMT 0.3%
- Total impurities
5. | Loss on drying NMT 0.5%
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