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® Drug substance specification: Nifedipine <USP48>

Tests

Specifications

1. ldentification

A. Infrared Spectroscopy
B. Liquid Chromatography

Meet the requirement
The retention time of the major peak of the Sample
solution corresponds to that of the Standard solution, as

obtained in the Assay

2. Assay

98.0%-102.0% on the dried basis

3. Residue on Ignition

NMT 0.19%, an ignition temperature of 600° being used

4. Organic Impurities

- Nifedipine nitrophenylpyridine analog
- Nifedipine nitrosophenylpyridine analog

NMT 0.2%
NMT 0.2%

5. Limit of Chloride and Sulfate

NMT 0.05%,; the turbidity exhibited by the Sample
solution in the sample tube does not exceed that

of Standard solution B in the standard tube

6. Perchloric Acid Titration

NMT 0.12 mL of 0.1 N perchloric acid is consumed for
each ¢ of Nifedipine

7. Loss on drying

NMT 0.5%

RN

® Drug product specification: Nifedipine Extended-Release Tablets <USP48>

Tests

Specifications

1. Identification

A. Ultraviolet-Visible Spectroscopy
B. Liquid Chromatography

Meet the requirement
The retention time of the major peak of the Sample
solution corresponds to that of the Standard solution, as

obtained in the Assay

2. Assay

90.0%-110.0%

3. Dissolution

Meet the requirement

4. Uniformity of dosage unit

Meet the requirements

5. Impurities

NMT 2.0% of nifedipine nitrophenylpyridine analog and
NMT 0.5% of nifedipine nitrosophenylpyridine analosg,

both relative to the nifedipine content
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11. @1 Periodic Safety Update Report (PSUR) [14]
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1) wmsguingauiiendfey (Active Pharmaceutical Ingredient Specification) 15 10

wazansgIundnsiusied@usa3u (Finished Product Specification)

2) wilsdesuseamansinsieyi [Certificate of Analysis (CoA)] 10 10

3) Mm3fnuauyavednsiugien (Bioequivalence) 10 10

4) eanuwiiienlunssheiueifuwuu (Therapeutic Equivalence) 5 10
2) walula@indynssy (Pharmaceutical Technology)

5) nsANYIAILAIAY (Stability data) 10 10
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1) nMsUsEAUAMAIN (Quality Assurance)
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Practices (GMP)]
2) asindeiialunisdamen (Supply reliability)
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Distribution Practices (GDP)]
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Certification)
A. NATINIUSNIS (Service criteria) 25 25
1) mshszisanuuasnisveseinendinieangnain (Pharmacovigilance)

9) mahszlrnulasnisvessnnendsnisesngnain (Pharmacovigilance) 10 15
2) UimsisuyaAnanizndaiuel (Product related value-added service)

10) Uss3 a9l aa1n wagtenalsninuendmuUsev1vu (Package, Labeling & 15 10

Patient information leaflet)
. naueinsUssdiuanAl (Value criteria) 0 5
1) waswsuazduyugUasluaniunisalate (Real-World Patient Outcomes and
Costs)
11) vdngrudauszdndvindeyaan1unisaiais (Real-world evidence; RWE) 0 5
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