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CERTIFICATE OF ANALYSIS
¢ NARATRIPTANIIYDROCHLORIDE

Product Name

Specification No. : 5-08-NH-USP/0s

Batch Na.

Batch Quantity

A.R.No.

Relerence : LSP

: Laberatorio Chiic S.A.

: Preserve in tight containers a1 25°C (77°F)
Excursions allowed between 15°C apd 30°C (59° and 86°T)

Custoemer Name
Storage conditions

+ AFLIOGER3?

P 2,080 Kg
T 040001128432

Date of Manufacture
Retest Dale

Version No.

Date of Analysis

* #S-08-NH-1H-0] 10
¢ November-201 8

: October-2023 /

: 00

$16" January 2019

Imparity- at RRT 0.96
Jmpurity-2 at RRT t.12

Not more than 0.13%
Not more than 0.15%

5.No. Test Specification Resuli
1.0 Deseription White 10 pale yellow solid Pule yeltow solid
2.0 {ldentitication
2§ |ByiR The absorption mexima in the spectrum Matches with standard spectrum
obtained with the sample preparation,
correspond in position and relative intensity to
those in the spectrum oblained with a similar
preparation of standard.
22 |By HPLC ‘The retention tine of the major peak of the Complies
sample corresponds 1o that of the retention
tinic of the stundard.
2.3 [Test for Chlorides To respond to the test for chlorides Complies
3.0 {Solubility Freely soluble in DMSQ; Slighiy soluble in Complies
Methanel, and Sparingly soluble in water
4.0 |Water by KF Not more than 0.50%wiw 0.09% whw
5.0 |Residuc an ignition Net more than 0.10% wiw 0.06% wiw
6.0 [Heavy mesals Not more than (.002% Less than 0.002%
7.0 IRelated substances by HPLC

Less than LOGQ(0.04%,)
Not dezected

potentiometric titration
(On anhydrous basis)

Naot imere than £0,0%w/w

Impurity-3 at RRT 1 18 Nor more than 0.15% 0.03%
Any unknown individua! Naot more than 0.10% 0.02%
impurizy
Total impurities Not more than 1.0% 0.06%

B0 |Assay by HPLC (on anhydrous Not less than 98.0%w/w and 99.3% wiw
and solver: free basis) Not more than 101.0%wiw

90 Hydrochicric acid content by Not less than 9.6%w/w and 9.8 % wiw

10.0 JResidusi solvents by GC
Methanol Not more thar, 1000 ppm Below Limit of Detection(8.3 ppm)
Dichloeromethanc Not more than 300 ppm Nat detected
Ethyl Acetate Not more than 500 ppm Mot detected
Toluene Not more than 500 ppm Not detected
*11.0 |Particle size by malvern
[HUND Not more than 10 pm 1 um
d(0.5) Not more than 30 um 8 um
d{0.9) Not more than 80 jm 18 um
The praduct condorms te above specification * Custonrer requivenent ¥ Particie size by malvern method reforence
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Address: Factory : Dr.Reddy's Laboratories Lit,,CTO Unit-v
Ranasthalam Mageal, §

Ph.: (+)91 8942 - 288131 or 37,Fax ; (+)91 §942-288112

I, APTIC Industrial Ustate, LDLAPydibhimasarm,
rikalulam Distriet, Andhra Pradesh, END{A - 532 409,




