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3.1 Finished product specification: Mycophenolate Mofetil capsule USP 41

U8 Test items Specifications

1. | Identification MIIUU

2. | Assay 94.0-105.0% of the L.A. of Mycophenolate mofetil

3 | Dissolution - Test 1 : NLT 80% (Q) of the L.A. of Mycophenolate mofetil

is dissolved in 20 mins.
- Test 2 : NLT 80% (Q) of the L.A. of Mycophenolate mofetil

is dissolved in 30 mins.

4 | Uniformity of dosage units AT

ﬂ\mznﬁumiﬁ"mum"le‘maamﬁamauwmwu (Terms of Reference : TOR)
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k) Test items (619) Specifications

5 | Impurities Limit of Degradation products
- Mycophenolic acid : NMT 1.0%

- Mycophenolate N-oxide analog : NMT 0.2%

- Any single unspecified impurity : NMT 0.1%

- Total degradation products : NMT 1.5%

Limit of Z- Mycophenolate mofetil : NMT 0.10%

3.2 Drug substance specification: Mycophenolate Mofetil USP 41

U Test items Specifications
1. | Identification MU
2. | Assay 98.0-102.0% LA of Mycophenolate mofetil, calculated on

the dried basis

3 | Residue on ignition NMT 0.1%

4 | Organic impurities - Mycophenolic acid : NMT 0.50%

- Mycophenolate motefil related compound A : NMT 0.10%
- Mycophenolate motefil related compound B : NMT 0.10%
- N-oxide analog : NMT 0.10%

- 1—Morph'olinoethoxy analog : NMT 0.10%

- Z- Mycophenolate motefil : NMT 0.10%

- O-Methyl analog : NMT 0.10%

- Methyl mycophenolate : NMT 0.10%

- Any single unspecified impurity : NMT 0.10%

- Total impurities: NMT 0.70%

5 | Loss on drying NMT 0.5%

3.3 HAN15M5293LAT18% Elemental impurity %38l Risk assessment report

(nangrangisusenay)

wiewe - NMT = Not more than
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