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LÜTE
FARMAQUIMIÜA:

rECi'IA

Product Name LIDO CAINE HYDRO CBI,ORTDE (EP) Pase No. I af 2
Batch No. LDWl1404I A. R. No. YPIL4/1s9
Batch size 1125 Kas Released on 09t09/2014
Manufacturine Date Julv.2014 Exri¡v Date June - 2019

T§§T §PECItr'ICATION R.E§UI,T§
Description White or almost white, crystalline

powder. .

White, crystalline powder.

§olubility Very soluble in water, freely soluble in
ethanol (96%).

Very soluble in water, freely
soluble in ethanol (96W.

ldentification A) Meltingpoint- Between 74oC and
790C
B) IR spectrum- Should be concordant
with working standard.
C) Colourtest: A green colour is
produced.
D) Chloride tesl Should be positive.

A) Meltingpoint 76.4oC

B) IR spectrum: Concordant
with working standard.
C) Colour test: A green colour
is produced.
D) Chloride tesh nositive.

Appearance of
solution

The solution S is clear and colourless. Solution is olear and
colourless.

pH Between 4.0 and 5.5 5.12

Related substances
ftyffiLC)

Impurity A : Not more than 0.01 %
Unspecified Impurities: Not more than
0.10 %
Total impurities : Not more than 0.5 %

Not Detected
a.071%

0.47r%

Heavy metals Not more than 5 ppm Less than 5 ppm

Water coutent Between 5.5 % and 7 .0 Yo wlw 6.89 %wlw

§ulphaterl ásh Not more than 0,1 Yowlw 0.ü4 % wlw

Prepareal By Verilied Bv Approved By Autho¡ized Bv
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Date %,"»
Name Mr. Mithlesh §oni Mrs. l(hyaü Desai Mi. §.Y?ádwal Mr. Prashantliladalkar
Desigmtion OA Officer §r. Executive 0C OAManaser Eead-Pharma
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Mauufacturing §ite Addresst A-L12102 & 2103, Phase-I[, G.LD,C, Vapi-396 I95, Gujarat, India

QUALITY AS SURANCE DEPARTMENT
CERTIFICATE OF ANAIY§IS

CONCLU§ION:

ln opinion ofthe undersigned, the above mentisned product COMPLIES as per EP-8.0
specification.

STORAGE CONDITION:

Protected ñom light.

Product Name LID O CAINE HYDRO CHTQRIDE fEP) Pase No. 2 of 2
Batch No LD}V114041 A. R. No. FPl14t159
Batch size 1125 Kss Released ou a9/0912014
Manufacturins Date Juli - 2014 Expiry Date June - 2019

TEST SPECM'lCATION RESULTS

Assay (by
titration)

Not less than 99.0 % and not more than
101.0 % (anhydrous subslance)

99.4t %

Residual Solvent
(By GC-H§)

Acetone - Not more than 5000 ppm

Toluene - Nót More Than 890 ppm
1325,4 ppm
4.4ppm

Prepared By Verified By Approved By Authorized By
Sign &
Date ffi* {11ntlt\
Name Mr, Mithlesh Soni Mrs. Khvati Desai Mr. §.V. Padwal Mr. Prashant Wadalkar
Designation OA Officer §r. Executive OC QA Manaser I{ead-Pharma


