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o1 Alumina, Magnesia, and Simethicone oral suspension
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mg. Tudsung..... ml.
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1. Identification navsussiszly Finished product
specification

2. YFunausnendnfgy 90.0 = (215.0 % labeled amount U843 A(OH);
Wazvad Mg(OH), wagdiuSune
polydimethylsiloxane 85.0 -115.0 % labeled

amount U84 Simethicone

3. Minimum fill ATIARIUALTASEYlY Finished product
specification

4. Microbial limits m’sﬁlﬁhumuﬁisﬂu Finished product
specification

5. Acid-neutralizing'capacity laitfounan 25 mEq /15 ml

6. Defoaming activity time laitAy 45 Junil

7. pH 7.0 - 86
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1.1.2 Tunsdlfifugnindiion1sutsussy (e ve.3)
1.1.3 Tunsalidugntiidhannsisseme aneda ve.9)

1.2 ludvetunsidousn ve. 1 vesefiiauosian wiousgazndeaidansmuauamames
wAnSaurmuiitunzdeul’ (finished product specification) ﬂﬁiﬁﬁ@gji%%’jwﬂ’ﬁ
Waruuasudludiuuazdouuuenansyiedunninaensveudlumiey finished
product specification

2. lunsdlfendnlutszmalng guandesiidiunnmaionivdosusomnnsgiunsnansinu
MENNAIBMSTIRlUNSNAREYBINTENTIEE SMEY (GMP) TuvsaeTllaueune
Tunsaifdusnintrandinaszina guandesiidnnmanevdsdeusesunsgiunssane,
MamMAnINaeTIsNSTIRlUNSHAR VB sUTEIMARNER W38 Certificate of pharmaceutical
products
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3.1 HANINTITIAT VAN WHERSATIvBINER (Certification of arfalysis) Tugiguiidady
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AnreiuaznduiFiaveudiltarglunsassinsgiaunm Tunsdfinuielidulua
AudNYUEIONE MhesvNsYeanIudNt kisufinnsannsiauemendinanvesiueuay/
vi3eruanluadiioly
5.4 fveazfesiuasusiiloslndmnoty vieileiiansidenanwiouiivun
6. lonanTaue
6.1 Tunsdiunzidoumnunnn 2 3 ssdesildunnmanenanisanen Long term stability
pudiBuisslungfousanuang
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