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Mycophenolate mofetil 500 mg film-coated tablet

1. Foen Mycophenolate mofetil 500 mg film-coated tablet
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3. AnuaNUANIumAila

3.1 Finished product specification: USP 41

A Test Items Specifications

1 Identification Meet the requirements

2 Assay 94.0% - 105.0% of the labeled amount of
Mycophenolate mofetil

3 Dissolution Meet the requirements

a Uniformity of dosage units Meet the requirements

5 Impurities

® degradation products

- Mycophenolic acid - Not more than 1.0%
- Mycophenolate N-oxide analog - Not more than 0.2%
- Any single unspecified impurity - Not more than 0.1%
- Total degradation products - Not more than 1.5%
® Z-mycophenolate mofetil - Not more than 0.10%

(wey.dnnsad Bunsdana) (ney.anding Beaena) (ney.2nA3 Mwed)
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3.2 Drug substance specification: USP 41

& Test Items Specifications
1 Identification Meet the requirements
2 Assay 98.0% - 102.0% of the labeled amount of

Mycophenolate mofetil on the dried basis

3 Residue on ignition

Not more than 0.1%

4 Organic Impurities

- Mycophenolic acid

- Mycophenolate mofetil related compound A
- Mycophenolate mofetil related compound B
- N-oxide analog

- 1-Morpholino ethoxy analog

- Z-Mycophenolate mofetil

- O-Methyl analog

- Methyl mycophenolate

- Any single unspecified impurity

- Total impurities

Not more than 0.50%
Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.10%
Not more than 0.7%

5 Loss on drying

Not more than 0.5%

3.3 Finished product specifications:

i Test Items Specifications
1 Identification Complied with finished product specification
2 Assay - Release: 95 - 105% of the labeled amount of

Mycophenolate mofetil (475 - 525 mg)
- Shelf-life: 93 - 105% of the labeled amount of
Mycophenolate mofetil (465 - 525 mg)

3 Dissolution

Complied with finished product specification

4 Uniformity of dosage units

Complied with finished product specification

5 Degradation products
- Mycophenolic Acid

NMT: 0.37% (release), 1.0% (shelf-life)

- N-oxide analog NMT: 0.10%
- Z-lsomer NMT: 0.10%
- Unspecified, each NMT: 0.10%
- Total of all NMT: 1.5%
(wey.fnnsel Bunsdnna) (ney.niing Seazn) (Afy.01nAS Mnzd)
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3.4 Drug substance specification: Ph.Eur 9.0/BP2016

v Test Items Specifications
1]
Identification Meet the requirements
2 | Assay 98.0% - 102.0% of the labeled amount of
Mycophenolate mofetil on the dried basis
3 Related compound
- Impurity A Not more than 0.1%
- Impurity B Not more than 0.2%
- Impurity D Not more than 0.1%
- Impurity E Not more than 0.1%
- Impurity F Not more than 0.5%
- Impurity G Not more than 0.1%
- Impurity H Not more than 0.1%
- Any other impurity Not more than 0.1%
- Total Not more than 0.7%
4 Heavy metals Not more than 20 ppm
5 Loss on drying Not more than 0.5%
6 Sulfated ash Not more than 0.1%

w1 - *syyiate Dissolution Tvuuienansuansswazidunnanisnsindiasiest wmindldudalilulu coa
- n3difiaanzfoundimaiiu (waive) nisesadevlinseidesienisialiunanuenatsvdngiu
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wAnSusiauTitunado (finished product specification) wagtemvuaRA WY IngAU
(Drug Substance specification) nseifiogszminamsasuutasudluiudy wwfoauuy
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Inevuaeau PIC/S participating authorities ¥383iloNa53UTBWINTFIUNITNANL NN
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substance) 98 4.3.2 fujunskanvendniusidnsagy (finished product) ¥ 4.3.1
4.3.4 wWan13ANW Long term stability ma ASEAN guideline on stability study of drug product
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6.1 nsflgauslildenduluy (original drug) FesinanisAne bioequivalencevosenitiauasnm
Wisuisuiugduwuulagiimsnudeadulumundninasivazuu jalumsdnunina
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4.6.2 luuanmnansIanasIey Elemental impurities class 1 (Cadmium, Lead, Arsenic, Mercury)
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