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CERTIFIC,+.TE OF ANAI,YSÑ

Tetracaine HYdrochloride

Tf{o020215

150.0I<g
EP 8.0

t"&..o/+ogrs

Product
Batch No.

Dispatch QtY

Reference

CAS No. : [136-47-0]

Date of Mfg : FebruarY-Z015

Expiry Date : January- 2020

No. R0-CEP 2010-256-Rev 00I\U.
't. nrnfe.cted from lieht.

SPRCIFICATION RESULT
S.No TBST

White, slightlY
hygrosccpic, crYstalline

powdet'1,0 ****";Prretf White or alnrost white, slightiY

r§ygloscopic, crysfalliue powdel

Freely soluble in water,

soluble in ethanol (960/d2..0 *.*"'**?( ':l;l;:[\4íj
"ljleelv soluDle lll walcf' surLru
'=' , ' i,. .ihanol 06%\

145.5 - 146.7

Tire IR sPectrum of the

test samPle was

cotcordant with the

spectrum obtained fi'om
working standard

3.0 M.rñ6*'bl.*'r"ls)24 I,¡/ Betrveen 134 and 147 
I

4.0 Identificatiorfü' Y,,

4.1 IR

The IR sPectrum of the test

sample should be concordant
with the sPectrum oblained

frorn wor*iug standard

131.5
¿,1 hlaltina ^nint lofl\ Sliould nrelt at about iJ I

Sirould develoP a violet colour Positive
4.3 Ciremical test

Positive
4.4 Reaction of chlorides

Should resPond to tne test ror
chlorides

Solutiou was clear and

colour less5.0 Appearance of solution
Soh"rtion should be clear ano

co'lotn'less
5.93

6.0 pH Between 4,5 alrd 6.5

7,0 ñ.i,to.{ e¡rhcfertces hv HPLC (i %)

Not urore than 0'05 Below LOD (0.0116)
7.1 Impurity-A

7.2 hnpurity-B

Impurity-C

i r\ot more thau 0'i Belo'¡¡ LUU (u.UU /z

Below LOD (0.0273)
t,5

Nof more than U.l

0,03
7,4

Maximum unspecified
impurities

Not more than 0.10

7.5 Total impurities Ñnt nrote than 0.5 0.08

Less than 10
8.0 Fleavy metals GPm) Not rnore than l0

9.0 Loss on dlying (% w/w) Not more than 1'0 0,35

0.06
10.0 Sulphated ash (% w/w) Not more than 0.1

l 1.0
Assay by PotentiometrY
(on dried basis) (% ilw)

Not less than 99.0 and

not more than 101.0
99.76
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Product
Batch No.

Dispatch QfY

Reference

Tetracaine HYdrochloride

THo02ú215

150.0 Kg
EP 8.0

CA§ No. : [136-47-0]

Date of Mfg : FebruarY-2015

Expiry Date : January- 2020

No. R0-CEP 2010-256-Rev 00

Remarlis: The product confirms as per the above specifrcation'

Prepared By : F f. tz-, 

- 
Checked BY ' &t&'

Date: áo ' Dá ,¿ols- Date: 
z-á\ot)Wtl

SPBCIF'ICATION

Not less than 99,0 and

notmotethan 101.0
Assay by HPLC
(on driedbasis) (% w/w),

Residual solvents bY CC (in PPm)

Below LOD (9)Not more than 3000

Not more than 5000

Below LOD (5)Not n:ore than 290

Not more than 890

Cenotoxic Impurities cont§nt by GC (in ppm)

Not more than 15 PPm

Noi ¡lore than i 5 PPntt t¡-Oimethyl amino et§l
chloride HCI
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