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Certificate of Analysis
ProdLrct : Seftraline Hydrochloride Forrn-II Ph. Eur Batch No : SK00060515
Mfg. Date :May.2015 Retest Date :Apr,2020
Quantify : 100 Ks No. of containers : 04

S. No Test Result Specification
0r Appearance White clystalline powder A White or almost white crystalliné powder'

02 Solubilit¡,
Complies

Slightly soluble in r,vater, sparingly soluble or stightly
soluble in anhydlous ethanol, slightly soluble ln acetone and
in Isooronanol

UJ Identification

A)Specific optical rotation
(anhydlous substance¡ +39.4" +38.80 and +43.00 (Meas;red at 250C)

B) By lR
Concoldant

The IR spectlum concoldant with spectra obtained with
Sertlaline HydrochIoride Fornr-lI wolkins standald.

C) Test for chlorjdes Cornplies The solution gives reactiolr of chlolide
D) Enantiomeric purity
(by HPLC) Impurity C

Cornplies

The letention time of the ma.jor peak in chromatogram of the
iest preparation corlesponds to that in the chtomatogr.am of
l'eference solution (a) of Sertraline peak as obtained in the
Enantiomelic purity method.

04 Enantiorneric pulity
(bv HPLC) Impurity C 0.06 0/o Not mole than 1.5 %

05 Impulity E (b1'HPLC) Not detected Not more than 0.2 o/o

06 Related Substances by GC
hnpurity - A Not detedted Notmore thanA.2Yo
LnpLrlity - B Not detected Not more than 0.2 %
lmor¡ritr, - F Not detected Not more than 0.2 o/o

Surn oiiulpurities C and D 0.45 o/o Not more than 0.8 %
Unsnecitied imnulitv 0.44% Not more than 0.10 %
Total inrpurities 0.09 o/o Not more than I.5 o/o

07 Heavy Metals Less than 20 ppm Not more than 20 pprn

08 Water couteut 0.10% Not more than 0.5 % rv/iv

09 Sulphated ash 0.07 % Not more than 0.2 % wiw
r0 Assay by HPLC 99.7 % 97.5Yo to 102.0% (anhvdrous basis)

Additio nal Tests:

R.r,dr.rrl e,lr-,its
Methanol 4l ppm Not more than 500 ppm
lsopropyl alcohol 25 ppm Not more than 200 pprn

I Ethyl aqetate 145 ppm Not more than 2000 ppm
t? XRD Complies Should be match with Sertraline HCI Form-II Wolking

Standard
t3 Palticle size by Malveln

D(0_1 10.8 üm For Infolmation
D(0.5) 53.7 pm For Infolmation
D(0.9) 133.3 pm For Infolmation

Remar s: The product cor¡plies wi 'lr Plr. F,rrr-8"'F.dition R CEP 2008-173-Rev01 / In-house snecifications.
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