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CERTIFICATE OF ANALYSIS

e o

| Product Name LIDOCAINE BASE EP7
| Quantity 300.00 KGS | Batch No. [ALC/LB/120301 |
[Mfg.Date | Mar2012 Exp.Date ~[Feb2017 .
RESULT OF ANALYSIS
TEST SPECIFICATION - RESULTS B
/Appearance Wlﬂte or almost white crystalline powder A almost White crystalline |
| owder.
Solubility ractically insoluble in water. Very solublePractically insoluble in water. |
| in alcohol(96%) & methylene Very soluble in alcohol(96%) & |
hloride.water. methylene chloride.water.
Identification ) IR spectrum-Should be concordant wnhA) IR spectrum-Concordant wnh
| 0 orking standard. working standard.
| B) Melting Point-66°C to 70°C E) Melting Point-68°C
| C) Color test- A green color develops C) Color test- green color |
| e develops .
Related substances Impurity A-Not more than 0.01% t[mpunty A-Nil |
(By HPLC) [Unspecified impurities-Not more than Unspa(nﬂed impurities-0.028%
.10%
- [Total impurities-Not more than 0.5% Total impurity-0.053% -
Not more than 35 ppm Less than 35 ppm |
__ Notmore than 0.1%  Lessthan0.1%
Vater e Not more than 1.0% w/w . geeler s

Sulphatedash ~ Not More Than 0.1%w/w _ 0.049% i P
|Assay (By ot less than 99.0% and not more than
E"_otentiometric 1101.0% ( on anhydrous basis )
Titration) ‘ o b9.59%

| Remarks: The above product complies to the st standard guahty & comghes as Ber Specification.
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