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CERTIFICATE OF ANALYSIS

Product Name LIDOCAINE HYDROCHLORIDE MONOHYDRATE (BP/EP) | Page No.: 1 of 2
Batch No. LDH/720018 A. R. No. FP/20/222
Batch size 1003.00 Kg Released on 27/08/2020
Manufacturing Date | Jul-2020 Expiry Date Jun-2025

Sr. TEST SPECIFICATION RESULTS

_No. i

1. | Appearance

White or almost white, crystalline powder.

2. | Solubility

Very soluble in water, freely soluble in Ethanol (96
per cent).

Complies

Identification

. First Identification: B, D. Second identification: A, C, D.
Note: If First identification performed then Second identification can be omitted.

A) Melting point

74 °C 10 79 °C, determined without previous drying,

The [R absorption should be concordant with

White crystalline powder

H) IR speetrum Reference/Working Standard. "Complies
C) Colour test A Green color is produced. R
D) Chloride test It gives reaction (a) of chlorides Complies
Appearance of ; : :
4,  Sahetiog Solution § is clear and colorless. Complies
5. |pH Between 4.0 and 5.5 4.R5
Related Substances (By HPLC)
Impurity-A Not more than 0.005% 0.0008_%,_ ,
6 | Impurity-4l Not more than 0.005% Not Detected.
vnAEEtisg Not more than 0.10% 0.02%
impurities
Total impurities | Not more than 0.5% 0.05%
7. | Water content 5.5 % to 7.0 %, determined on 0.25 g. 6.36%
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8. | Sulphated ash Maximum 0.1%, determined on 1.0 g. 0.02%
' Lidocaine Hydrochloride contains NLT 97.5% and
9. | Assay(By HPLC) | NMT 102.5% of Lidocaine Hydrochloride 99.6 %
: (C1al22N20 ~HCU), caleulated on the anhydrous basis. i
i Residual Solvent Acetone: Not more than 5000 ppm 936 ppm
" | (By GC-HS) Toluene: Not more than 890 ppm | Below Detection limit N
CONCLUSION:

In opinion of the undersigned, the above mentloned product .COMPLIES as per BP—2019/EP-9 6/In-House
‘ ‘Specification. '

% CEP No.: R1-CEP 2013-103-Rev (0 .,

STORAGE CONDITION;

* Preserve 4n well elosed container, protected ﬂom light & moijsture. Store at a tempmatura not exeaedlng 30 9,
Excursmn allowed up to 40°C.
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