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CERTIFICATE OF ANALYSIS

Product

Batch No.

Date of Manufachre

Analytical RcportNo.

Sertraline hydrochloride (Form-II)

sR00l03r4

Februry - 2014

sR007/14

Reference STPNo-

Reference

Batch Quantity
Datc of Analysis

Retest datc

Status

ffidil;-
Ph.Eur.

444.00 Kg

l4to3t20l4
January - 2019

Initial certification

S.No. Test Specilications Results Reference
-t

4ppearance White or almost white, crystalline powder White crystalline
powder Visual Inspection

*2 Solubility Sparingly soluble in methalol and in dimethylformamide. Complies Visual Inspection

3
Polyrnorphism by
XRD

The X-ray diffiactogram of the test sample should match with rhat of
Sertraline hydrochloride (Fona-II) working standard.

Matshes withrhe
standard difbac-tograo Ph.Eur. <2.9.33 f-*

4 Identification by

a) Specific optical rotfion on anhydrous and solvent &ee basis:
Should be between (+) 38.8'to (+) 43.0P

(+) 39.60 Ph-Eur. <2-2-7 >

b) IR: The Infra Red absorption $pogfium ofthe furely ground sample
in KCI dispersion compressod into a disc should exhibit mai,tima only
at thc same warre numbers as thrt of a similarpreparation of
Sertraline tlydrochloride (Form-II) Working standard.

Matches wittr the
standard spec.trum

Ph,Eur. <2.2-24>

t c) HPLC: The retention time ofthe principal peak obtained in asmy
preparation-l should match with that of the sandard preparation-l in
Assay on urhydrous and solvent frce basis by HPLC.

Matches with the
standard

ph.Eur. <z_2.2ff"

l) Chlorides: Should comply the test for chlorides. Complies Ph.Eur, <2.3.1>,

# e) DSC*: The theimogram ofthe test sarnple should matches with
that of Sertratine Hydrochloride (Form-ll) working standard.

Matches with the
standard thermogmm

Ph.Eur. <2.2.34>^-^

In-House , -'

#5
Chloride content on
anhydrous and solvent
free basis.

Should be between I0.l% and l0.6o/ow/w l0.4Yowlw Ph.Eur. <2.2.20->
In-House

#6 Water contcntr Not morc than O.Slo/owlw O.07Towlw Ph.Eur. <2,5.12>
In-House

7 Sulfated ash* Not morc &an 0.10% w/w 0.O7 o/owlw Ph.Eur. <2.4"14>

8 lleavy metals* Not more than 0.001o/oilw- Less than 0.001o/odw Ph.Eur. <2.4.8> Tegt-B

9
Enantiomeric purity
by HPLC

( I & 4R)-4.(3,4-dichlorophenyl)-N-methyl- I,2,3,4-terrahydro
naphthalen-l-amine (Serfaline enaltiomer)
(Impurity-G): Not more than 1.57o

Below LOQ
(LOQ=0.0IY") Ph.Eur. <2.2.29>

l0 Impurity{ by HPLC f2R)-hydroxyphenylacetic acid ((R)-mandelic acid) (tnpuriry-E):
Not more than 0-27o

BelowLOQ
(LOH.OIolo) Ph.Eur. <2.2,29->- -.
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Product

Batch No.

Date of Manufacture

Analytical Report No.

SerE:aline hydrochloride (Form-II)

sR00r03 r4

February .2014

sR007/r4

ReferencE STP No.

Reference

Barch Quantity
Date ofAnalysis

R€test date

Status

sRr-007-03

Ph.Eur.

444.00 Kg

r4l0f,noru
January - 2019

Initial certification

S.No. Test Specifications Results Reference

ll Related substances

by GC

( I RS,4SR)-4-(3, 4-dichlorophenyl)-N-methyl- 1,2,3,&tetnatrydro
naphthalen-l-amine flmpuri$-A): Not more than 0.27o

BelowLOQ
(LOH..0492/o)

Ph.Eur. <2.2.28>

( I RS,4RS)-N-methyl-4-phenyl- 1,2,3,4-tetahydronaphthalen- l -amine
(Impurity-B): Not more than 0,2olo

Below LOQ
(LOH.o|560/0

Sum of ( IRS,4RS)4-(4-chloro phenyl)-N-methyl-1,2,3,4-
tetahydronaphtatrleir- l -amine and ( IRS,4RS)4-(3 +hlorophenyl)-N-
me&yl- 1,2"3,4-tetratrydronaphthalen- t -amine
(Surn of lmpurities - C and D): Not morc than 0.87o

0.05%

(aRla-(3, dichlorophenyl )-3,4dihydronaphthalcn- I (2Hlone
(bnpurity-F): Not more than 0.2olo

0.00%

unspecified impuritics: Not more than 0.l(P/o 0.08%

Ioal impurities Notmorethan 1.5%o 0.19/o

t2
Assay on anhydrous

md solvent Aee basis
ry HPLC*

Should be between 98.0% w/w and lO2.Oo/owlw 99.9Yowlw Ph.Eur. <2-2.29>

#t3
iResidual solvents

byGC**

Methanol : Not more than 500 ppm
BelowLOQ

(LOO*3Ooom)

Ph.Eur. <2.2-28>
In-House

Diisopropyl Etho ; Not more than 50 pprn
Below LOQ

(LOO*25nom)

Ethyl acetate ; Notmorcthm 5fi)ppm
BelowLOQ

(LOH5ppm)

n-Butyl alcohol : Not more than.1000 ppm
675 ppm

(LOQ-25ppm)

+ In-house specifications In-house methods

*t No potential for &e class-l solvents as specified by ICH to be present in Scrtraline hydrochloride (Form-II), as they are nol used in the
manufacturing process. The material if tested for these sotvstrtq witt comply with the established standards.

The product conforms to thc above specifications

CompihA Uy: \ Authorised sisratory: d tAl*7
Date: l\lo3) D4I/Date: \\ltglorV

Checkedby: ft r?4+
Date: t/ dur

Effectivs date: 09/l liz0l3i-03
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