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QUALITY CONTROL
CERTIFICATE OF ANALYSIS
Name of the Product Chlorpheniramine Maleate USP
Batch Number 13200223 ARN.o FP/23/0642
Date of Manufacturing | Jul'2023 Date of Retest Jun'2028
Quantity 50.0 Kg No..of Containers 02
S.No. Test Observation Specification
01 Description White, odorless, crystalline | White, odorless, crystalline powder
_ powder
02 | Solubility Complies Freely soluble in water; soluble in
alcohol and chilorofoim.
03 | Identification
4. By IR Complies The test IR spectrum should be
concordant with reference IR spectrum
b, By HPLC Complies The retention time of the malsic acid
‘ and chlorpheniramine peaks of the
sample solution should match with the
stanidard solution as obtained in the
assay
04 | pH (10mg/ml) 4.84 Between 4 and 5
05 | Optical rotation 0° Between -0,10° to +0.10°
| (10% solution at 20°C)
06 | Losson drying (% w/w) 0.20 Not more than 0.5
07 | Residue on ignition 0.04 Not more than 0.2
(%o wiw)
08 | Assay by HPLC (% wiw) 100.4 Between 98.0 and 102.0
{on the dried basis)
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ANDHRAPRADESH, INDIA.

PHONE : +91 ~ 94903 73885

QUALITY CONTROL

CERTIFICATE OF ANALYSIS

Name.of the Product Chlorpheniramine Maleate USP
Batch Number 13200223 - ARN.o FP/23/0642
Date of Manufacturing | Jul'2023 Date of Retest Jun'2028
Quantity 50.0 Kg No. of Confainers. 02
S.No. Test Observation Specification
09 | Related substances by
HPLC(%ow/w)
a. Dianiine analog 0.0 Not more than 0,2
b. Related compound-B BDL (<0.008) Not more than 0.1
¢. Related compound-C 0.03 Not more than 0,1
d. Chlorpheniramine nitrile Not detected Not more than 0.1
e. Any other unspecified 0.04 Not more than 0.10
impuiity
f, Total _impui‘itif':s 0.09 Not more than 0.5
10 | Residual solvents by GC
(ppm)
a, Methanol 36 Not more than 3000
b. Toluene BDL (<2.73) Not more than 890
¢. Isopropylalcohol 127 Not more than 5000

Status: The Product Conforms to USP Specification

Note: BDL: Below Detection Limit
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