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PRISM INDUSTRIES PVI. LTD.
A WHO-GMP Certified Company

(Formerly known as Prism Industries Ltd.)

TYPICAL CERTIFICATE OF ANALYSIS

Product : Nicotine EP Page 1 of 1
Reference : EUROPEAN PHARMACOPOEIA
Manufactured By  : Prism Industries Pvt Ltd. Product code : NCT
Self Life (Retest Date ) : 2 years
SR.NO TESTS SPECIFICATION RESULTS
1 st Colorless or brownish viscous Liquid, Cotinliea
pp Volatile, hygroscopic. p
; The solution is clear and not more :
: Appearance of solution intensely coloured than reference solution Lomplies
. - A)By Specific Optical Rotation Complies
o L B) By IR Spectrophotometer Complies
3 Solubility Soluble in water, Miscible with anhydrous | Complies
ethanol
5 Water content NMT 0.50 % w/w 0.16% w/w
6 Specific Optical Rotation -140.0° to -152.0° -148.17°
7 Organic Impurities By HPLC
7.1 | Impurity E NMT 0.30 % Not detected
7.2 | Impurity C NMT 0.30 % Not detected
7.3 | Impurity F NMT 0.30 % 0.04%
7.4 | Impurity A NMT 0.30 % 0.03% -
7.5 | Impurity D NMT 0.30 % 0.17%
7.6 | Impurity G NMT 0.30 % 0.03%
7.7 | Impurity B NMT 0.30 % 0.03%
7.8 Unspecified Impurity NMT 0.10 % 0.01%
7.9 | Total Impurities NMT 0.80 % 0.34%
Assay By Potentiometric
8 Titration(On anhydrous 99.0 % to 101.0 % 99.92%
Basis)
REMARK : As opinion of under signed product is Complies / DoesnotComplies as per
Prescribe EP Specification.
Storage condition: Store under Nitrogen in well closed Container below 25 °C, protected from light. J
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