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CERTIFICATE OF ANALYSIS FORMAT NO.: F/QC/052/05,00

PRODUCT DETAILS BATCH DETAILS

Item Na'me : ,Chloramphenicol USp

ReportNo I Fl2.O23lO7nSg2

oate : 30 / 0B /2023

Batch No. :

Batch Quantity :

'Manufactullng Date :

Expiry Date :

cL 033 G 23

500.140 kg

JUL.2A23

JUN.2028

TEST RESULTS SPECIFICATIONS AS PER USP 44 + IHS

Description Flne, yellowish-white, needle-like
crystals..

Fine, white to grayish'white or yellowish-white,needle-
like crystals or elongated plates,

Solubllity , Complies Freely soiuble in alcohol, in propylene glycol, in:acetone
and in ethyl acetate: slightly soluble in waler.

ldentlfication

ldentifioaiion A Complies Test A: lR absorption spqclrum o.f lest sample should
be coneordanl to that of gimilarly recorded speclrum of
WRS/CRS ol Chloramphenicol .

ldentlflcation B
_ lomelies

Test B; The retentio!'l time of the major peak in the
ohrom atogranr-of theessaypreparation eorres ponds-to
that in the chromatogram of the standard preparation,
as obtained in the assay.

Melting Range 150,5"C t0 151.6'C Between 149'C to 153"C

Speolflc Rotatlon +18,09" Between +17.0" to +20.0"

Crystallinlty Complies The particies show birefringence,and extinction
position, when the microscope stage is revolvgd.

pH 6.78 Between 4.5 to 7.5

Chromatographlc purlty (By TLC)

Any lmpurity < 1.Ao/o Not more than 1.0%

Sum of all lmpurltles < 2.Oo/o Not more than 2.0olo

Assay (By HFLC) 100j7% Between 97.0%1o103.0%

Residual solvants

Methanol 51.74 ppm Not more than 3000 ppm

lsopropyl alcohol Below detection limit Not more than 5000 ppm

Methyl Olchloroacetate Below detection limit Not more than 450 ppm

Bacterial Endotoxin Test < 0.2 EU/mg Not more than 0.2 EU/mg
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'The sample complies wlth the prescribed
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