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Certificate of Analysis
Pricduct : Serlraline Hydrochloride Form-II ph, Eur Batch No : SK00030515
Mf-g. Date : May,20l5 Retest Date :. Apr,202A

ntity : 100 No. of containers :04

S. No Test Result Specification
0l A ppearance White crystalline powder A White or almost white clystalline powder

02 Solubilit-v

Complies
Slightly soluble in water, sparingly soluble or slightly
soluble in anhydlous ethanol, slightly soluble in acetone and
in Isopropanol.

0.i

04

lderüification

A)Specific oprical roration
(anhydroLrs substance) 

]
+39.20 +38.80 and +43.00 (Measured at 250C)

B) By lR
Concoldant

The IR spectlum concordant with spectra obtained with
Sel'h'aline Hydrochloride Form-ll workine standar.d.

C) Test fbr chlolides Complies The solution gives reaction ofchloride
D)
(by

,rantromenc puilty
HPLC) Irnpulity G

Complies

The letention time of the major peak in chromatogr.am of the
test preparation cortesponds to that in the chr.omatogr.anr ol
ref'erence solution (a) ofSertraline peak as obtained in the
Enantiomelic pulitv method.

Enantion.relic purity
by HPLC) Impuritv G 1.00 % Not more than 1.5 %

n< Impu|it-,- E (by HPLC) 0.003 % Not mole lhan 0.2 o/o

0ó I{elated Suqshnces by GC

L!P!uY_-A _ Not detected Not more lhan Q.2 o/o

lntpuritv - B Not detected Not nrore tt¡ran0.2Yo
Irnpulitr'- ll Not detected Not mole than 0.2 o/o

-[u-ql-upsr.t!eqt qr4 ! 0.06% Not mole than 0.8 %
Unspecilled iuroulity 0.05 % Not nrore than 0.1 0 o/o

Totril impLu'ities 0.16 o/o Not more Lhan l-5 o/,

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

08 Water content 0_05 % Not more than 0.5 Yo ilri,
09 Sulphated ash 0.05 % Not more than 0.2 % w/w
l0 Assav bv HPLC 99.4 §/o 97.5o/o fo 102.0% (anhydlous basis)

Additic nal Tests:

l1 Residual Solvents
Methanol 63 ppm Not morc than 500 oom
lsopropyl alcohoi Bel or¡u' detectable 1 imit Not more than 200 ppm

E,thyl acetate 124 ppm Not more than 2000 ppm
12 XRD Complies Should be match with Sertlaline HCI Folm-ll WoLking

Standard
li Particle size bv Malvern

D(0.r) 3.8 urr Fol lntbrmation
D(0.5) 34.7 urn Fol Infolmation
D(0.9) 9.1 .9 um For Infbrrnation

Remar <s: The Droduct comrlies w h Plr F.rrr-RIr' tr.r{itinn P

lilorks : Wanbury Limitad, API Division, Tanuku, K. lllindalaparru - 594217 ,lragavaram lüandal, ll[est Godavari District, Andhra pra{esh, lndla' Te[ 91.8819.284 249,2W 349, Fax :91.8819-284 350
Regd. Offioe : l0th Floor, B Wing, BSEL Tech Park, §ector-S0A, Opp. Vashi Railway stn,, Vashi, Navi i¡lumbai .400 705 (tNDlA)

Tel. : 91.22-6794 2222, Fax : 91.22-0?94 2lltr033


