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Amoxicillin and Clavulanate potassium tablets
(309U W.A. 2548)

Foun Amoxicillin and clavulanate potassium tablets
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1. WWugdeaiinsuusenu

2. Usznaume@ign Amoxicillin trihydrate ﬁ?faamgaﬁ’u Amoxicillin ....mg. LLag
Clavulanate potassium %damgjaﬁ'u Clavulanic acid ....mg. Tu 1 Win
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1. Identification mmmumuﬁizu‘lu finished product specification

2. Ysunusnendnegy 90.0 - 120.0% labeled amount of Amoxicillin
90.0 - 120.0% labeled amount of Clavulanic acid

3. Uniformity of dosage units mimmumuﬁisﬂu finished product specification

4. Dissolution test UBunalshendnAty(Amoxicillin) desazanslitesnin
85% veUSunadiudsluian 30 wift uas
UsunaumiediAgy(Clavulanic acid) fiosazaneliitios
71 80% vesUsIaufiuddluiian 30 und

5. Water Talifiu 7.5% dusazidausynausie Amoxicillin lal

1AW 250 mg

15lifin 10.0% Susazidinusznaume Amoxicillin
110137 250 mg WakilAu 500 mg

laiiiu 11.0% SrusazidinUsznause Amoxicillin
111N77 500 Mg
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1.1 TuddynstunsiSoum$uen (Me.2 8.3 8.6 wdusnsd)
1.1.1 lunsalifugindaluussmalne(runeda e 2)
1.1.2 lunsdidugnindiitensuusussgmneds ve.3)
1.1.3 lunsalifugmindhainsmesszmaanes ve.q)

1.2 luswetuneifousn ve.1 vewniiiauenan nieumeazdeahdensmuaunmnmues
nanfasimuiizunzdouls  (finished product  specification) ﬂiﬂjﬁagjszwj’mmﬁ
Waruuasudludiufuasdouuenansyiodunninaenisvoudluumien  finished
product specification

2. lunsdlfiondnlutszmalng fuandesdidunnmaioniidodusosunsgunsnangnu
VENNAUITIBNSARLUNSHAREUDINTENT1ES1TUEY (GMP) Tumsiameniliaueune
Tunsaiidunindraniadseme gudndestiduunnndrenisdosusosnnsgiunisuan
snmmié’ﬂmm%ﬁ%maﬁﬁiumamﬁmmmawigmmlimam n3e/Certificate of pharmaceutical
products
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3.1 HAMINTIINATIRAUNNERATsTve AR (Certification of analysis) Tusnjufldady
A8ENg

3.2 WaMIMIRATEinunWIRgAU(Rav, matérial) veshenddnildlunndneigudids
Hushegaisvesiianeuazinaningiy
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3.3 vhdelwmnenddgideuanluluinnsningivuenmiloainde 3.2 lauwn
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-specific rotation/ optical'rotation w84 Clavulanate potassium JA158Wine +53 © G
+63 ©

~specific rotatiofisoptical rotation w8s Amoxicillin ff15¥1ing +290 © fia +315 ©
-potency of Amaxicillin laitioanin 900 mcg. wagluitiu 1050 mcg. per mg.
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6.1 Tunsdltunzidougnunnnn 2 U szdesiidnunnmanenanisane Long term stability
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