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No: 240728055

rr¡arne of oroduct Amoxicillin Trihvdrate Balch No- 30814058067
-Grádé Normal powder

Packinq 25,00ko/drum Pieces 4Udrums+ldrurn

Eatch weiaht 1O2O 52ks recificalrons EP

Mto- Dete 58014 Exp Date 04i201 I
DatB ot lesl¡nq 07/2014 Date of report z&to7t2014
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TEST$ SPEGIFICATIOI-IS RESULTS COHCLUSION

IAPpE RANCEI
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[TESTS]
pH

Specifrc optical rotation
Relaled substances
Any speofied impurity

Any unspecilied impurity

Total rmpurites

N, N-Dimethylaniline

Waler

Sulphated ash

Assay

Residual solvents
a) Acelone
b) Dichloromelhane
c) Trielhylamrne
d) N,N-drmethylacelamido
e) Toluene

f; Pivalic acid
Bulk densily

A whita or atmost while,
cryslelline powder,
Examine by lR absorPtion
spectrophotometry, comParrng
r¡'¡ith the spectrum oblatned
wrth Amoxcilin TnhYdrate
CRS.
It sl¡ohtlv soluble tn water. very
shohllv'sotublo in ethanol (96
oe?ceñt). oractícallv insoluble
in falN'oils lt díssolves in
drlule ácids and dllute solulions
of alkali hydroxides

35to55
+290 to +315

NMT 1 O%

NMT O 10%

NMT 3 O%

NMT 20 ppm
(Not used in process)

11 ,5o/o lo 14,5o/o

NMT 1 OYo

95.0olo to 102.0%
ÓloHrsNsO¡S, calculated on
annydrous Dasls

NMT 800PPm
NMT600PPm
NMT 300pprn
NMT 1090PPrn

NMT 600ppm
NMT 1000ppm

0 15*0 239/ml

A white crystall¡ne

Conforms

Conforms

4.5
+304

O 15n/o

<Reporting
0.05%

0.37%

Conforms

13 1%

0,050%

100 3%

52ppm
347ppm
75ppm
241ppm
367ppm

637ppm

0.21 g/ml

powdef

threshold llmit

uonlorms

ConformE

Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

Conforms

Conforrns

Conforms
Conforms
Conforms
Conforms

Conforms
Conforms

Conforms

Pharmacopoeia qualiiy' Comphes wrlh J!re- culr¡l¡t editions of USP, EP & BP

Manufaclured acóordiirg to ICH Q7 GMP lor APls
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