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Mycophenolate sodium 180 mg delayed release tablet
$1u7u 108,000 im wdp 900 nss ndasws 120 iln

Tsaweunavauuniy
1. ﬁam Mycophenolate sodium 180 mg delayed release tablet
2. qusniEvall
2.1 guuuy Wurudlmguuuu Delayed release tablet W39 Gastro-resistant
tablet dwiuiuusenu
2.2 daulsznay Tu 1 ulm Useneusheden Mycophenolate sodium ﬁaugaﬁ'ﬁ
Mycophenolic acid 180 mg
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3. guaulAnunatn

3.1 Finished product specification: Mycophenolic Acid Delayed-Release
Tablets, USP 43

o AnssiAnunaila Specifications
1. | Identification RN
2. | Vureusheddyy 95.0 - 105.0% of the L.A. of mycophenolic acid
3. | Dissolution
- Acid stage : Time 2 h - NMT 5% of the L.A. of mycophenolic acid
- Buffer stage : Time 1 h - NLT 80% (Q) of the L.A. of mycophenolic acid
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4o fArusuUAntanaia Specifications

4. | Uniformity of dosage units PIITHIY

3. | Organic impurities

- Mycophenolate mofetil related compound B | - NMT 0.2%

- Ethyl ester of mycophenolate - NMT 0.2%
- Any individual unspecified impurity - NMT 0.1%
~ Total impurities - NMT 1.0%

3.2 Drug substance specification: Mycophenolate Sodium, USP 43

4o AusiAnavedn Specifications
1. | Identification AT
2. | YSunwshenddy 98.0 - 102.0% of the L.A. of

mycophenolate sodium (calculated

on the anhydrous basis)

3. | Organic impurities

- Mycophenolate mofetil related compound B | - NMT 0.1%

- Any individual unspecified impurity - NMT 0.07%

- Total impurities - NMT 0.4%
4. | Sedium content 5.7% - 7.7% on anhydrous basis
5. | Water determination NMT 1.5%

6. | Microbial enumeration tests and tests for
specified microorganisms

- The total aerobic microbial count - NMT 10’ cfu/g
- The total yeasts and molds count - NMT 10° cfu/g
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3.3 Drug substance specification: Mycophenolate Sodium, BP 2024& EP 11.0

do AusaURintanaie Specifications
1. | Identification NI
2. | Vusendidyy 98.0 - 102.0% (dried substance)

3. | Related substances
- Unspecified impurities (for each impurity) | - NMT 0.1%
- Total impurities - NMT 0.1%

4. | Loss on drying (determined on 1.000 g) NMT 0.5%
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