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CERTI FICATE OF ANALYSIS
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Name of product Amoxicillin Trihvdrate Batch No. 3081401 8037Grade Normal powder
Packinq 25.0Uko/clrum Pieces 40drums+1drum
Batch weiqht 1014.96ko Specifications EP
IVIIO. DAIC 07to1t2014 EXO, UAIE 12t2017
Date of testinq 12t|02t2t]14 lJate ot report 14t02t2014
Storage Store in an airtiqht container.
url,: No. K1-utsP zuu6-039-Hev )U

TESTS SPECIFICATIONS RESULTS CONCLUSION

[APPEARANCE]

ITDENTtFtCATIONI

lsoLUBtLrrYl

[rESrs]
pH

Specific optical rotation
Related substances
Any specified impurity

Any unspecified impurity

Total impurities

N, N-Dimethylaniline

Water

Sulphated ash

Assay

Residual solvents
a) Acetone
b) Dichloromethane
c) Triethylamine
d) N, N-dimethylacetamide

e) Toluene

f) Pivalic acid

Bulk density

A white or almost white,
crystalline powder.
Examine by IR absorption
spectrophotometry, comparing
with the spectrum obtained
with Amoxicilin Trihydrate
CRS.
It sliohtlv soluble in water. verv
sliohllv 'soluble in ethanol (96
peiceht). oracticallv insoluble
in fattv' o'ils. lt dissolves in
dilute dcids and dilute solutions
of alkali hydroxides.

3.5 to 5.5
+290 to +315

NMT 1,0%

NMT O,1O%

NMT 3.0%

NMT 20 ppm
(Not used in process)

11.5% lo 14.5%

NMT 1.0%

95.0% to 102.00k
CloHipN3OqS, .calculated on
annyorous oasrs.

NMT 800ppm
NMT600ppm
NMT 300ppm
NMT 1090ppm

NMT 600ppm

NMT 1000ppm

0.15-0.239/ml

A wnrle crystaillne powoer

Conforms

Conforms

4.5
+304

0.20%

0.05%

0.50%

Conforms

13.1%

0.060%

100.20/o

49ppm
354ppm
75ppm
263ppm

376ppm

585ppm

0.22 glml

Conforms

Conforms

Conforms

Conforms

Conforms
Conforms

Conforms

Conforms

Conforms

Conforms

Conforms
Conforms
Conforms
Conforms

Conforms

Conforms

Conforms

CONCLUSION: The product conforms to EP Specifications.

Pharmacopoeia quality: Complies with the current editions of USP, EP & BP
Manufactured according to ICH Q7A GMP for APls
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