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CERTIFICATE OF ANALYSIS
Product LIDOCAINE | Page No. 01 of 0!
- Standurd for Relenw USP (DMF GRADE ) | | Drug Lic. No. | (3/2571642
(BachNo.:  [LBAHO270725 | Batch Quantity 653650 Kgs
:N’\fI»fg Date: JUI -2025 lDateofsampimg §m>7 5
| F\p Datc;m - Il'N 2030 - l)ate of Approval [ 04/08/25
CAWR. No. B l P/ l B 050/25 _ Dmpatchcd Quantm | 650.000 Kg
(CASNo. 137586
S . ; e s
" No. Tests Acceptance Criteria : Test Result E
i | Dessriyrion , White or slightly vellow crystalline powder. Has a ' Wlutc ( qu“,m ‘
o | charactenstic odour and stable in air A Powder |
| " Verv soluble in alcohol and in chloroform. freely ] B
2. Solubility - soluble in benzene and in ether, practically insoluble in | Complies l
. - | water. Dissolves m oils. ! - ;
1 ' A) (By TR): The Infrared Spectrum of sample should _— |
| - be concordant with that standard spectrum AR |
3. ( Ydeatifsation | B) (By HPLC): The retention time of the majur pcak . ‘ -
, ' - of the sample solution corresponds to that of the Complies
i ) _ ~ standard solution, as obtained in the assay A |
i " L idocaine related u)mpound H: NMT 0.10 % ND
| 4 | Organic Impurities | 2.6-Dimethyi aniline’ NMT 0.01 % ND
| ' i {by HPL() | Any Unspecified Impurity: NMT 0,10 % 0.008 % ;
- - | Total impurities: NMT0.5% AL e 0.021 % l
| S : Chloride ' Not more than 0.0035 % ‘ Complies f
6 Sulphatc | Not more lhan . l % | Complies ,
£ P i s PR R LIPS, NP . |
7 '1 Resnduo on wmtmn « Nox more th'm 0.1 °o wiw 0.02 % 1
8 | Assay (By IIPI () Nl 197.5% and NMI |0’> 5 % of thﬂN O 100.24 % t
i | MT 890 207 '
| Rosidiaboitontt | }nhmm NMT ‘3) ppm 4 120 ppm !
9. 1 By GC-HS) - Benzene: NMT 2 ppm < U 7 ppm |
| | By S : Mcthwlun» dl(.h‘(\fldt_ NMT 600 ppm ND i

“Remarks: The Product (.ompiu,e with lﬁ,S[)t.Li\ lo above tests and Prescribed Standard S;xuhwtmn as pcr
USP 2025,

1
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