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Batch No.
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Manufacturer

© Prilocaine EP
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. Gulic Biosciences Limited.

PRIVATE LIMITED
CERTIFICATE OF ANALYSIS

ke 001069

QC Ref. No. : QC-FP-API-19- 0036
Quantity Received ;165 Ke
Sampling Date 2 060272019
Release Date 18/02/2019

Quantity Sampled  : 25 gm.

Testing Specification No = SPC/FPR/BD/OG3 Specification : EP
TESTS RESULTS LIMITS

Appearance

Solubility

Identifieation By Infrared
Spectrophatometry

A Thaarance of solution

Related substances

Heavy Metals
Water

Sulphated Ash

Assay (Anhydrous Substance)

Residual solvent

While. erystalline powder.,

Slightly soluble in water. very soluble in acetone and in

cthanol (96 per cent),

An IR spectram of sample is concordant with the standard

spectra ol working standard of Prilocaine.

Solution S is clear and colourless

Impurity B

Impurity G

Single Maximum unsceified impurity

Total impurity
Less than 20 ppm
0.01%

0.03%

OO T

DCM 36 ppm

Toluene 7 ppm

(h ppimn
0.00%%
0054

10",

White or almost white, erystalline powder.

Slightly soluble in water, very soluble in acctone and
in cthanal (96 per cent).

An IR spectrum ol sample should be concordant with
the standard spectra of working standard or reference
standard of Prilocaine.

Solution S should be clear and colourless.

Not more than 100 ppm
Not more than 0.15%
Not more than 0.10%
Not more than 0.2%

Nat more than 20 ppm
Not more than 0.3%

Not more than 0.1 %

Not less than 99.0 per cent and not more than 101.0
per cent
Not more than 600 ppm

Not more than 890 ppm

REMARK: This is to certify that above product Complies/ /gwﬂol/compl_\' with prescribed standard quality of EP 9.4,
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Name
Designation Chemist
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4
NI Nitin Ahir

APPROVED BY

Name © Mo Nimesh Pancholi
Designation AGM-QC
Date T 18/02/2019
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Factory : N.H. No. 8, Near Grid, Al & PO Kabilpore - 396 424 Navsari, Gujarat INDIA
Tel No. (02637) 239 946, 329 424, Email nvshrd@quficbio.com



