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2.2 @nlsznau
2.3 NWUBUTTY
2.4 aain

AMANUSIANITYDIEN

Mycophenolate mofetil 500 mg film-coated tablet

Mycophenolate mofetil 500 mg film-coated tablet

Wusdardauidusindulseniu

Usenausiesen Mycophenolate mofetil 500 mg ¢io 1 in

ussghuseUeain Jastuanuiunasuas
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3. auduUAN1amAila

3.1 Finished product specification: USP 41

o Test Items Specifications
1 Identification Meet the requirements
2 Assay 940% - 105.0% of the labeled amount of
Mycophenolate mofetil
3 Dissolution Meet the requirements
4 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%
N3NNI - - a}%
2. N DK . (el
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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
Mycophenolate mofetil on the dried basis

labeled amount of

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:

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

mofetil

3 Dissolution

Complied with finished product specification

4 Uniformity of dosage units

Complied with finished product specification

5 Related compound

- Impurity F

- Impurity H

- Impurity E

- Other known impurities
- Unknow impurities

- Total impurities

- Not more than 1.0%
- Not more than 0.1%
- Not more than 0.1%
- Not more than 0.1%
- Not more than 0.1%
- NMT: 1.4%

AIUAT \}w
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3.4 Drug substance specification: Ph.Eur 9.0/BP2016

- Test Items Specifications

UV

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%

WA - *syyiate Dissolution Wuuuienansuansseazidennan1snsaninzt mndilaudalilulu COA
- nsdifieanedoundanisiiu (waive) nsasrvasviinszidesiemsinlituuansenaiswangiu
fananfilasueylanme
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011 luddymstunadewiuen me.2 ve.3 ve.d viie 2 wdusinsdl)
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(Drug Substance specification) ﬂscﬁﬁagszmwmuﬂﬁ‘auuﬂamrﬂmﬁmau HDUY
onasn1svauily (8.5) dndeu finished product specification waz/13e Drug Substance
specification
4.2 ONASSUTBWINTFIUNTHANE
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WENNAIASNNSTIRlUMSHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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4.2.2

Tneviieeu PIC/S participating authorities ¥308loNaI5UTBININTFIUNTHANIA
WENNUITLAZIENSTRLUNMSHARENTBIEITNIUANENTTUANTOMNTHATEN NSENTNATITUAY
Farmuntulasiinuaenndswuavinfiouiundninasivagiinisaialunisndane PIC/s Tu
vanalaueue atuagamuseunisnsrdeulnefinanisiuseafieiuiivssnesznan
sddninsing

nsdiidugnindranniedsane fuandesfionanssusesunnsgiumnanenumvanineei
3msfislunsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
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JuiivsgmausemasindidninsiindvienasnongTnudausngd
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4.3.1

4.3.2

4.3.3

434

HANTIATIVIATIAMNNKARSUTIVRIIHER (Certification of analysis of finished product)
Tugnjuitdssiaogng

HaNTATIBRUNWIngAUTeITIEd Aty (Certification of analysis drug substance) iy
mswémmiuﬁduﬂu&’uasmﬁ"'wmQ’Nﬁma'\LLaw"{wﬁmfmﬁu
nansisendngiududunnuduiusseniniunmudnvesingiuvesiiendfy (Orug
substance) ¥ 4.3.2 fugumsuanveandnsiueidniagy (finished product) e 4.3.1
NaN1SAN®YI Long term stability @3 ASEAN guideline on stability study of drug product
naentvogueslatunsdeulifudiinaunaznssunseIskaLen NSENTIMSITNGY
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4.5.1
452
4.5.3
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4.5.5
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4.6.1 nsdlenfiausluldernuuuy (original drug) AvsiinansAnw bioequivalenceyaenliaussimn
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4.6.2 n36191989 USP Tunanenansaailasnzyt Elemental impurities %393 Risk assessment report

for elemental impurities fi819890uLAMY ICH guideline %38 US Pharmacopoeia
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Mycophenolate mofetil 500 mg film-coated tablet
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5.naueiUseifiuuszansnneias1an (Price Performance)
Mycophenolate mofetil 500 mg film-coated tablet
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1.5Afiaue 40
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SaTave 100
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2010351 JURNT 20
3 pruanTAfiBoUsElumisomsu iRy 20
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(n) Lﬁumiqaq'luﬂ’m?jswn'ﬁmqmmw'uaq WHO List of Prequalified Medicinal Products
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