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CERTIFICATE OF ANALYSIS

P Produ¢t_
Standard for Release

LIDOCAINE

Page No.
| USP (DMF GRADE)

Drug Lie. No.

otofo1
G/25/1642

Batch No: 'LBAH0380825 Batch Quantity [653.150 Kgs.
Mfg. Date: AUG-2025 Date of Sampling | 18/08/25 E
Exp. Date: JUL-2030 Date of Approval 26/08/25 *
A.R. No. FP/LB/063/25 Dispatched Quantity 650.000 Kgs. |
CAS No. 137-58-6 ]

[sr. | : B g, o I

No. | lests Acceptance Criteria Test Result
L White or slightly yellow crystalline powder. Has a Win't(. Crystalline
. | Description . L
| characteristic odour and stable in air. Powder.
Very soluble in alcohol and in chloroform, freely
2. | Solubility soluble in benzene and in ether, practically insoluble | Complies

’ in water. Dissolves in oils. i |

i A) (By IR): The Infrared Spectrum of sample ) _ l

j should be concordant with that standard spectrum. Complies i-

3. Identification B) (By HPLC): Thg retention time of the major peak . 7 _ ——x

' of the sample solution corresponds to that of the Complies

E standard solution, as obtained in the assay. N

f Lidocaine related compound H: NMT 0.10 % ND _

i 4 Organic Impurities | 2,6-Dimethyl aniline: NMT 0.01 % ND '

‘ © | (by HPLQO) Any Unspecified impurity: NMT 0.10 % 0.014 %

) | Total impurities: NMT 0.5 % 0.041 % :
5. | Chloride Not more than 0.0035 % Comphcq f
6. | Sulphate Not more than 0.1 % | Complies
7. | Residue on ignition | Not more than 0.1 % w/w 0.01 %
8. | Assay (By HPLC) | NLT 97.5 % and NMT 102.5 % of CisH22N:20 99 Ql %
Hesidual solvet Toluene: NMT 890 ppm | 16 ppm
9. (By GC-HIS) Benzene: NMT 2 ppm | ND
¥ Methylene dichloride: NMT 600 ppm | ND

Remarks: The Product Complies with respects to above tests and Prescribed Standard §ﬁég{fication as per

USP’2025.
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Mfg. Site Address: Plot no. 4710, 4711, 4707-A/8. 4707-A/9, GIDC Industrial Estate Ankleshwar,
Dist.-Bharuch-393002, Gujarat, India. Phone no.: +91 2646 222525/223525/227289



