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s S FzA PHARMA
CERTIFICATE OF ANALYSIS

Preduct : Tetracaine Hydrochloride CAS No. : [136-47-0]
Batch No. : TH0180823 Date of Mfg  : August-2023 -

Reference :Ph.Eur11.0 Retest Date  : July -2028
Dispatch Qty.: 25.000 Kg -

Storage condition: In an air tight container, protected from light.
S.No TEST *\.\ SPECIFICATION RESULT
= > White or almost white, slightly | White,Slightly hygroscopic,
1.0 | App earance{%/ f“-*\ hygroscopic, crystalline powder __crystalline powder
5: ‘oAt NS 2.\ Freely soluble in water, soluble N,
2.0 | Solubility {¢,. & jZ . in ethanol (96%),practically - - Complies
'\ o .’ ,.,L__,U lﬁﬁl s insoluble in heptane. 184
3.0 | Melting range.(°’C) 134 to 150 .y 147.3 -148.4
4.0 | First Identification-Test:-"
Ly Ase The IR spectrum of the test
. sample should be concordant
4.1 !snf;izfg ?}giglfﬁgtonﬁest— A) with the spectrum obtained Complies
P P Y from Tetracaine Hydrochloride
working /RS standard. i
. . Should respond to the test for .
4.2 | Reaction of chlorides(Test-D) chlorl s complies
5.0 | Second {dentification Test: e b
5.1 | Chemical test -B Shquld respond to the test complies
5.2 | Chemical test-C Shauld develop a violet colour complies
6.0 | Appearance of solution : Soiuhon SHOuid bk clear and Complies
) . colour less
7.0 | pH ' Y Between 4.5 and 6.5 5.81
8.0 | Related substances by HPLC (in %)
8.1 | Impurity-A , Not more than 0.05 Not detected
8.2 | Impurity-B Not more than 0.15 Below guantitation limit(0.015)
8.3 | Impurity-C | Not more than 0.15 Not detected
8.4 Maxnmym wRspecified Not more than 0.10 Below disregard limit(0.05)
impurities
8.5 | Total impurities Not more than 0.5 Below disregard limit{0.05)
9.0 | Losson drying (% whw) Not more than 1.0 0.28 }
10.0 | Sulphated ash (% w/w) Not more than 0.1 0.07 ’
11.0 Assay by Potentiomerty ; Not less than 99.0 and 99.5- .
" ™ | {on dried basis) (% w/w) | not more than 101.0 ' |
- Prepared By: Checked By: %:’_D Approved By: -\j'* }1
it }
: %« Y - - { Wi [39%
Date = O\ Date: 2{10\\1—”\ Date: —% lgf]
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Product : Tetracaine Hydrochloride CAS No. : [136-47-0]
Batch No. :TH0180823 Date of Mifg : August-zozs_.-'
Reference  : Ph.Eur11.0 Retest Date :July -2028 -
Dispatch Qty.: 25.000 Kg n A N
S.No TEST SPECIFICATION RESULT
12.0 Assay_ by HP!.C Not less than 99.0 and ' "'1.00 0
(on dried basis) (% w/w) not more than 104.0 = '

13.0 | Residual solvents by GC (in ppm)

13.1 | Methanol Not more than 3000 - -__,-seio'w detection limit(150)
13.2 | Acetone Not more than 5000 | Below detection limit(250)
13.3 | Hexanes Not more than 280 : Not detected
13.4 | Toluene Not more "thérn 8‘9'07 Not detected

Remarks: The product Complies as per the above specification.
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