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Amoxicillin and Clavulanate potassium for oral suspension
(309U W.A. 2548)

Fow1  Amoxicillin and Clavulanate potassium for oral suspension
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2.Usgnaumefiegn Amoxicillin trihydrate %ﬂam;ﬂaﬁu Amoxicillin ..... mg. waz Clavulanate
potassium ﬁqaugaﬁ’u Clavulanic acid ....mg. Tuu3uns 5 ml.
3 UssglunruzUTTyUnain aueussydonautmuiss il es. ... ml.
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1. Identification maﬁ]r}humuﬁizﬂu Finished product
specification

2. YFunusnendegy 90.0 ='120.0.% labeled amount of Amoxicillin
IGE
90.0 49125.0 % labeled amount of Clavulanic
acid

3. pH 3.8 6.6

4. Water aiifu 7.5 % (nstaanssyidionauting

HUsuad Amoxicillin Weeni1 40 me./ml.)
‘sl 8.5 % (n3iaanssydionauting
fU3u108 Amoxicillin 1nndmsewiniu 40
mg./ml. WAtBINIUIBLIIAY 50 me./ml.)
‘sl 11.0 % (nsdlaannseydlonainiud
HUsu1ad Amoxicillin 11nA77 50 mg./mlustioy
NINIDLYINAU 80 mg./ml.)

i 12.0 % (nsdlaannseydlonainiug
HUsu1ad Amoxicillin' 11nn1 80 me./ml.)
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1.1.3 lunsalidugmindnandasema (vaneds ve.a)

1.2 ludvetunsidousn ve. 1 vesefiiauesia wiouseasdeaiadensemuauamnmes
wanfasinuiivunzdeul’ finished product specification) ﬂiiﬁﬁagjiwd’mm‘s
Wasuwaudlufinfuazdesuuuionasvsednnmaionisveudlunimes finished
product specification

2. lunsdllondnluuszmelneg guandesiidiunnmaioniisdosusptansgunisnanesnu
MENNAUTIBNTR N THNANEYDINTENTHAEITIEY (GMP) TuvianEiiaueuie
Tunsalidunindraniasema grdndosdidunnmatemisdesusomnsgiunisnanen
AamMAnInaeIsNSTiRluMIHAR1vesUTEIMALKER Y58 Certificate of pharmaceutical
products
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3.1 HANSHTITIAT LA NHERSATRINAR (Certification of analysis) Tug1guiidady
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3.2 HAMIATIAT AU WERRAU(Raw material) vosnenddaililunisnaneguiidady
FhoganaAns AR gy

3.3 vhdoinsziddniidoudnduliinnesiingauuenmileainds 3.2 leun
-specific rotation/ Opticabfotation ¥4 Clavulanate potassium HA19EWIN +53 ° T
+63 °©

-specific rotation/ optical rotation w9 Amoxicillin fA15ewing +290 © g +315 ©
-potency of Amoxicillin liitaani1 900 mcg. wagliiiiu 1050 mcg. per mg.
-related substance ; clavam —-2-carboxylate protassium 84 clavulanate potassium
Laiiiu 0.01%w/w
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