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eaduanMinYAan1zen Amlodipine Besylate 10 mg tablet
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1. #Hoen Amlodipine Besylate 10 mg tablet
2. aaulifnaly
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3.1 Finished product specification: Amlodipine Besylate 10 mg tablet, USP 41

¥

U3 Test items Specifications

1. | Identification MSIRABUNIUMY Finished product specification

2. | Yinesendnty 90.0 - 110.0% of the L.A. of amlodipine

3. | Dissolution NLT 75%(Q) of the L.A. of amlodipine (time 30 min.)
4. | Uniformity of dosage units ATIVABUNIUMIY Finished product specification

5. | Impurities

- Amlodipine related compound A - NMT 1.0%

- Amlodipine lactose adduct - NMT 0.5%
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3.1 Finished product specification: Amlodipine Besylate 10 mg tablet, USP 41 (da)

Ed .
U Test items Specifications

5. | Impurities (#i@)

- Amlodipine glucose/galactose adduct | - NMT 0.5%
- Any unspecified degradation product - NMT 0.2%

3.2 Drug substance specification: Amlodipine Besylate, USP 41

Between 3.1% and 5.0% (hydrate form)

U9 Test items Specifications

1. | Identification MIIRABUNIUAIN Finished product specification
2. | YRunushendndy 97.0 - 102.0% of amlodipine (anhydrous basis)
3. | Optical Rotation Between -0.10° and +0.10° (measured at 20°)
4. | Water Determination NMT 0.5% (anhydrous form)

5. | Residue on ignition NMT 0.2%

6. | Related compounds
- Amlodipine impurity A NMT 0.3%
- Total other impurities NMT 0.3%

3.3 Wan153LAs12IY Elemental impurity %58l Ri sessment report (LaADNENT

Udsznav)
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5. mMsUsztiuArseanSamwAesIan (Price Performance)
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