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Ref. SOP No.: QC 28 CERTIFICATE OF ANALYSIS

Product Name : Lidocaine HCI EP

Batch No. : MC/LH/0134/24 AR. No. : 24FPI0272

Mfg. Date :Dec - 2024 Sample Qty :20x5 gm

Exp. Date :Nov -2029 Sample Drawn  : 27/12/2024

Batch Size : 500.0 Kg - Testing Date:  :27/12/2024

Mfg. Lic. No. : G/25/296 Completion Date : 30/12/2024 A

The result of the test / Analysis as per EP

3:, TESTS RESULTS OF ANALYSIS LIMITS N7
A white crystalline powder. white or almost white 'éfystalline
1. | Characters T Very soiuble in water, freely powder. Very solubie inwater,
_ soluble in ethanol freely soluble:in etfianol
Identification . ' —~ 7
A Melting Point 75.3°C 10 77.6°C Between74°C to 79 °C
B IR Complies IR sfféé‘trum of sample match with
2. R spectrum of standard.
C Reactionof alcoholic |~ i diced ] Agreen color must be
Pot. Hydroxide solution P x °r Produce.
D Reacfion of chloride. Complies £~ | Must comply.
3. | Appearance of solution Thesohitiod 18 ciear and k4 Clear and colorless solution
colourless  _
4. | pH 498 A\ Between 4.01t0 5.5
Related substance W\ Vv
Impurity A A= &0012% NMT 0.01 %
’ 5. | Unspecified impurity Un sp'U 0034% | NMT0.10%
Total Impurities . 'To'ta! -’0 0066% NMT 0.5 %
6. | Sulphated Ash = [0.01% TNMT 0.1%
7. |Water®yKR) 7 Thg sy Between 5.5% and 7.0% whv
(DETERMINED ON 0. 25(3) :
Assay o "
: 99.0% To 101.0%
B (On anhydrous basis) Sa.6dk ‘ 0% To i
9 ies;duglig,\cl’lie-nt" Acetone : 719 ppm NMT 5000 ppm
Bl ik o4 Toluene : Not detected NMT 890 ppm
Toluene 7
Remarks: _This product complies with EP Specification.
Analysis By . | Checked By Approved By (M) o i\
Sign & Sgn \COiLR) Sign T e\
Date 20\, Date 120112120 Date = thﬂ
Name : Atul S Patel Name :V.R.Panchal Name HR Tnveﬁf"“ APFROVED) o)
Designation : QC Officer Designation: QC Manager Designation: QA MEgager 2"
CADRY
METAPHARMACEUTICAL
N DE LOTE: i
o6 50426

égﬁc 412025




