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: - CERTIFICATE OF ANALYSIS
RL FINE CHEM

Product Name: AMITRIPTYLINE HYDRGCHLORIDE ’
. Compendial Designation: 11 e A o | . RLEXECHLM
Barch No: NAMT 1390 Mie. Date  JANUARY 2015
Kete:: Date: DECEMBER 201¢
i ; Referen:
TEST ‘ OBSERVATION : SPECIFIC A TION to the te
- e ) i method

' DESCRIPTION Colourless crystals ¢r a white or almost
white powder, almast o orless.

SOLUBILITY ' ' Freely soluble in water. 1 ethanol (93%),

. . dallire & . -
A white crvstalline powder.

IP

Complies in chloroform & in  methanol; | 1P
| , AR Practically insoluble i «ther. el -
IDENTIFICATION: B 1 , : -
~ AVIR absorption spectrurn | The IR s ¢ | The IR Spectrum of the sampleSibuid be
' ; | 4 | concordanted withathe of Amitriptyline P
At Hydrochloride swarkis ndard.
S i -
i

:'_B) UV Absorbance
. C) Quinhydrone test

| Absarbance at 239 nm. «hout0.535. 1P

ced | No red. colour is pre od within 15
| minutes P

| D) Test for Chloride ; s ™
- APPEARANCE OF Clear, less mnte t The solu 15 clea d not more
{ SOLUTION {  coloured than ref e fintenselv.  coloured 1an _reference 1P

| To comply ; 1P

s

| solution 3 solulign.i - s e N =

! pH 5.2 (51060 : 1P

' Related substances ; |

f by HPLC ‘ \
|

I Amitriptyline Impurity A Relow deteei

Y

| Not more than 0.05 %

A ] . 3
- Amitriptyline Impurity B 0.06¢ Not more | L1 % -
{ Any other secondary peak Below disreg Not more {/ %
| Sumofall secondarypeaks | O | Not more 3%
LHEAVY METALS Less than 2 " ppm. : « 1P
L.OSS ON DRYING 3 9 ‘ n 0.5 % » 1P
~ | SULPHATED ASH Not moge than 0.1 2 P
| Assay b_\;’ﬁi’LC eak N 99 43 990 % I 1.0%  (Calculated - with P
? i g [ reference to o fried subsiance), |

Certification and Compliance staicnients
The above material complies as per 11 PN
Prepared by Checked By Arproved By~
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Name: Y.Srinivasa Rao Name: 1.8 ddy itacharjee
Designation: Sr.Chemist — QC Designation; ‘ QC ] canon: s oecutive - QC
Date of Approval: 10/01/2015 ‘ Tafl

Format No.: QC F1/(R1) 009




