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Certificate of Analysis

dishman

PRODUCT CETRIMIDE Ph. Eur. REF. NDQC-SP60-CAA-B6
BATCH NO. 319CAADOTI MFG DATE July —2019
BATCH SIZE 3205.50 kg RETEST DATE June — 2024
INSP LOT NO. | 40004048204 RLISSUED DATE 05.08.201%
SR. TEST RESULT METHOD SPECIFICATION
NO. REFERENCE
1.0 Characters
Appearance White voluminons, Iree flowing <Ph. Eur> White or almost white, veluminous, Iree
powder. flowing powder.
Solubility Freely soluble in waler and in alcobol, <Ph. Eur> Freely soluble in'water and in alcohol.
20 Identilteation
A Uliraviolet absorption 0.026 <Ph. Bur. Absorbance of 1.0 % wiv solution in alcolio]
speetrophotomeiry (2.2.25)> R at 260 um to 280 nm has a maximum of
0.05
3 Colour development A yellow precipitate is formed. <Ph. Eur> A yellow precipitate is formed with potassivm
ferricysnide.
C  Solution characterisation 2 % wiv solutios is froths copiously <Ph. Eur> 2 % wiv solution in water froths copiously
wlien shaken. when shaken.
D ‘Thin layer chromatography | Complies wilh  working  reference <Ph. Fur. The principal spot in the chromatogram
standard. 2227 oblained ‘with the test solution should . be

similsr in position, colour and siz¢ w e
principal spol in ‘the chromatogram obtained
with thc working reference standard solufion.

E DBromide Yellow precipilute obseryed. <Ph, Eur. (2.3,1 ]| ! gives reaction (a) of bromides,
3.0 Appearance of solution The solution is clear. <Fh, Eur, For clarity : Thé solution is clear iec.
(2 % wAv solution in water) 2.2.1)> compared against reference suspension L
The solution is colowrless and not <Ph. Eur. For colour of solutiom: The solution is
more intensely  coloured  than Method 11, colourless and it should 1ot be more intensely
refisrence soluton Bs. (2.2.2)> culoured than reference solution B4,
4.0 Acidity or alkalinity 0.04 ml of 0.1 M hydrochloric acid is <Ph, Eur> Not more than 0.} ml of 0.1M hydrochloric
used. acid or 0. 1M sodinm hydroxide is requirned.
50 | Amines and smine salls Twa inflexion vbserved. Volume of <Fh, Eur> Not_more thatt 2.0 ml of 0.1 M tetrs bufyl
titeant wsed 0.7 ml 0.1 M tetra buity] ammonium hydroxide solution,
ammonium hydroxide solution.
6.0 Loss on drying 0,20 <Ph. Eur. Maximum 2.0 % wiw
{at 105 °C for 2 hours) (2.2.32)>
70 Sulfatcd ash 0.06 <Pl Eur. Maximum 0.5 % wiw
(24,14
80 | Assay 98.6 <Ph, Bur> Minimum 96.0 % w/w and
{on dricd basis) Maximum 101.0 % wiw
Additional test
9.0 Related substances (TLC) AMY
1.) Each individuaf spot Complics R-001-00/11 | Muximum 1,0 %
2.) Totil number of spots Complics Maximuni 2
10.0 | Residual solvent AMYV
1.) Isopropyl nlcohol BDL R-00100AV | Moximum 3000 ppn
10 | Acrobic microhial count and <Ph, Eur,
yeast/mould (2.6.12)>
- 'Total Acrobic microbiul count Complics Nol more than [000 CFU/gin
- Total combined yeast/mould Complies Not more than 100 CFU/gm
count

Remark : The material conform to the above specification.
Note  : CEP No of Cetrimide is RI-CEP 2007-199-Rev 01
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