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Product

Batch No.

Date of Malufacture

Analytical Report No.

Sertralinc hydrochloride (Form-l l)

sR07709r2

September - 2012

sRl0t/12

Reference STP No. : SRI-007-02

Reference

Batch Quantity

Ph.Eur.

433.50 Kg

Date ofAnalysis :24l09n0n
Retest date August - 2017

Status : Re-certifred
t

S.No- Test Specifications Results Reference

I Appearance White or almost white, crystalline powder
A white crystalline

powder
Visual lnspection

r2 Solubility Sparingly soluble in methanol and in Dimethylformamidc. Complics Visual Inspection

3
Polymorphism by

XRD
XRD: Thc X-ray diffractogranr of the test sample should match

with that of Serrraline hydroihloride {Form-II) working standard.

Matches with the

standard diffractosram
Ph.H,ur. < 2.9-33 >

4 Identification by

r) Specific optical rotation on anhydrous basis: Should be betwcen

+) 38.8q to (+) 43.0'
(+) 4t.8o Ph.Eur. <2..2-'t >

b) lRl Thc tnfra Red absorption spectrum of the finely ground mmple

in KCI dispersion compresxd into a disc should exhibit maxima only

at lhc samc wavc numbers as that of a similar preparation of
Sertraline Hydrochloride (Fonn-ll) Vr'orking standard.

Matches with the

standard spectrum
Ph.Eur. <2.2.24>

t c) HPLC: The retenlion limc of the principal peak obtained in assay

preparation-l should match with that of the standard preparation-l in

Assav on anhvdrous basis bv HPLC

Matches with the

starldard
Ph.Eur. <2.2.29 >

d) Chlorides: Shoutd comply the r€$ for chlorides. Complies Ph.Eur. < 2.3.1 >

I e) DSC: Thc thermogram of the test samplc should matches with
that bf Sertraline Hydrochloride (Form-Il) working standand.

Mxcheswith thc .

standard lhcrmogram
Ph-Eur. <2.2.14>

r5 Chloride content on

anhydrous basis
Should be betwecn l0.l% and 10.60/owlw 10.4 n/owlw Ph.Eur. <2.7.24>

In-Housc

.6 Water content Not more than 0.50 %w/w 0-l2o/owlw
Ph.Eur. <2.5.17>

In-House

7 Sulphated ash lot more than 0. l0olo w/w 0.08 %rry/w Ph.Eur. <2.4.14>

8 Heavy meals Not more than 0.001"/o#w. l,css than 0.00l7odrv Ph-Eur <2.4.8>

9
Enantiomeric purity
bv HPLC

I I &4R)4-(3,4-dichlorophcnyl]N-methyl-1,2,3,4+etrahydrophthalen-
l-amine (Sertraline enantiomcr) (lmpurity-C): Not more than 1.57o

0.080/o

fI.OO{).01olol
Ph-Eur. <2.2.29>

l0 tmpurity-E by HPLC
(2R)-hydroxyphenylacetic acid ((R)-mandclic acid) (lmpurity-E):

Not more thut0.2%o

Below LOQ
&OO=0.01o/o)

Ph.Eur. <2.2.29>

ll Related substances by
GC

( I RS,4SR)-4{3,4dichlorophenyl}N-methyl- 1,2,3,4-tetahydro

naphthalen-t-amine (Impurity-A): Not more than 0.27o

Below LOQ
(LOH.04927o)

Ph,Eur. <2.2.28>
( I RS,4RS)$I-methyl-4-phcnyl- t,2,3,4-tetrahydronaphthalen- l -aminc

{Impurity-B): Not more than 0.2%

Below LOQ
(LOH.o1566/')
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Product

Batch No.

Date of Manuflacture

Anhlytical Repon No.

Ssrtraline hydrochloride'(Fonn-ll)

sR07709t2

September-2012

sRr0t/t2

Refercnce STP No,

Reference

Balch Quantity

Date of Analysis

Retest date

Status

: SRI-O07-02

: Ph.Eur.

: ail.so xg
:2410912012

: August - 20 I 7

: Re-ccrtified

S.No. Te.st Specifications Results Re[crcnce

Related substances by
GC

m of (l RS,4RS)-4-(4-chloro phenyl)-N-methyl-1,2,3,4-
rahydronaphtahlen-l-amine and (l RS,4RS)-4-(3-chlorophenyl)-N.
:thyl. 1,2,3,4-tetrahydronaphthalcn-t-aminc (Sum of Impurirics . C
d D): Not morelhan 0.8%

O.AV/o

Ph.Eur. <2).28>(aR){-(3,a-dichlorophenyl)-3,4-dihydronaphrhaten- I (lr-t)-one
(lmpuriry-r*): Not more than0.2% Not dctccted

nnspe,cified impurities: Not morc than 0.10% 0.05Yo

fotal impurilies Not more than 1.5% 0.t7%

t2
Assay on arhydrous

by HPLC
ihould be betrvern 98,U/owlw arxl 102.0 % w/rv 99.5Yowlw Ph.Eur. < 2.2.29 >

o I3
Residual solvents by

GCOO

Methanol : Not morc than 500 ppm
tselowLOQ

(LOO=30oom)

Ph.Errr. <2.2.28>
InJ:louse

Diisopropy! Ether : Not more than 50 ppm Belorv I-OQ
(LOO:25pnm)

Ettryl aceute : Nor more than 500 ppm BelowLOQ
(LOO*25oom)

n-Butyl alcohol : Not more rhan 1000 ppm
376 pprn

(l.OO=25ppm)

$$ No potentiel for lhe class-l sotvenls as spccificd by ICH to be prescnt in Scrtralinc hydrochloridc (Form-tl), as they are not uscd in
manufacftrring proctss, Thc material if tested for these solvents, will comply with the cstablishcd stondards,

a In-house speeifi cations

'itc producl confornrs to thc above specifications
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