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Batch Quantity
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Sr.
NO •
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5.

6.

7.

8.
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Tests

I)escription

Solubility

identification

Acceptance Criteria

White or slightly yellow crystalline powder. Has a
charactertstlc odour and stable in air

Very soluble gn alcohol and in chlorotorm- freely
soiuble in benzene and in ether, practically insoluble in

water. Dissolves m oils.
A) (By [R): The Infrared Spectrum ot' sample should
be concordant with that standard spectrum
B) (By HPL('): The retention ume of the major peak
of the sample solution corresponds to that ot-the

standard solution, as obtatned in the assav

;I idocaine related compound H. NMT 0. IO

Organic Impurities ; aniline• NMT 0 Of %
(by 11 PLC)

Chloride

Sulphate

Residue on ignition

Assay (By l/ PLC)

Residual sotvcnt
(By GC-HS)

i Anv Unspecified Impurity NS'!T 0.10
Total impurities: NMT 0S %
Not more than

Not more than 01

i Not more than 01 9/0 w/w

NLT 97.5 and NMT 102.5 %ofCIåH22N2C)

oiuene• NM-t' 89() ppm
Benzene; NMT' 2 ppm
Methylene dichloride NMT ppm

: !642

653 650 Kgs.

650 OOO Kg

Test Result

Powder

Complies

Cornphes

C'ompties

ND

Complies

Complies
00

1 20 ppm
O ? ppm
ND

Remarks: The Product Compiles Wilil respects LO above tests and Prescrtbed Standard Specification as per

USP'2025.
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Mr Pankaj Pateliya

Executive - QC
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