AMANBALIANITYDIYT

mycophenolic Sodium 180 mg gastro-resistance tablet

GPU 647966
1. Foen mycophenolic Sodium 180 mg gastro-resistance tablet
2. AusutiAnlY
2.1 Uuuy Jueda dmiusuusenu
2.2 drlsznau Usenauniemaen mycophenolic acid 180 mg
2.3 MYULUTIY ussgluunsTnain Yoatuerudu
2.4 2870 szuBiesn dndsznoumieddyuazaunss Jundn Yuvineny waiinde uazia

neideusisuen Megrednauuuussyio
VUAYULUTIIEN S2UT0e1MT0TeMeNfn daLUTENeU KATTUIAALILIIVELEN
luinan uazTumuaeny Tiauuuussyfasi
2.5 ongaseiidweu Fadlitiosndt 19 dunniudsey
3. AnaNUANINAla
NamimaﬁﬁLﬂiﬁzﬁ@mmmﬂuwmm Finished product specification wag drug substance specification

N819d9annduirsuatuiieadu wsetdu In house specification laefoslasunisannyiioudediinaiu

= a v

ANZNTTUNITOMITWAZEN NTTNTNETITUEY Il ndasisuildddedenduatuiiisuvinnielminiiuinsgu

o

wdgi Ul Sunile AuUTENIANTENTIESITUEY 1309 SPUAITIET WA, 2561 a3Tudl 6 SunAu W.A.2561 (a9

UsenAlus1wRaanunw i 12 nuaniius w.A.2562) way seyisen @UUN 2) w.A.2562 asiuil 3 nsngias m.e.

]

2562 (aaﬂismﬁiuiwﬁﬂmqwﬂwﬁuﬁ 26 NINHIAN W.A.2562)

3.1 Finished product specification :

VD Test Items Specifications
3.1.1 Identification Meet the requirement
312 Assay 90.0-105.0% of the labeled amount
3.13 Uniformity of dosage form unit Meets the requirements
314 Dissolution After 120 minutes-Each not more than 5 % (n = 6)

After 180 minutes-Not less than 80 % (Q value) of
the declared content
according to acceptance table 3 of harmonised

Ph. Eur., USP, and JP (levels 1 and 2 only)

3.15 Related substance/Impurities
- Acetone 1. Not more than 0.3 % (m/m)
- Ethanol 2. Not more than 1.2 % (m/m)

- 2-Propanol 3. 2-Propanol Not more than 0.3 % (m/m)




- Each unspecified 4. Less than 0.05 % (release), Not more than 0.1 %

(shelf-life)
- Total unspecified degradation 5. Not more than 0.4 % (shelf-life)
products
3.1.6 Impurities Residual solvents

- Acetone NMT 0.3% (m/m)

- Ethanol NMT 1.2% (m/m)

- 2-Propanol NMT 0.3% (m/m)

- Loss on drying NMT 3.0% (Release)

NMT 3.5% (Shelf-life)

- Degradation products, based on Less than 0.05% (Release)

the declared content of

Mycophenolic acid by HPLC

- Each unspecified NMT 0.1% (Shelf-life)
- Total unspecified degradation NMT 0.4% (Shelf-life)
products
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