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PRODUCT FI,UOXETINII IICL EP

BATCH NO. l8or2r3 IMnc,. DATE DEC - 2013
o,c,R.N0. FHn49/13 lEXp. DA'r'ti NOV - 2018
Sl.No. TESTS SPECIFICATIONS RESTJLl'S

01. DHSCRII,1]ON A White or almost rvhite crysrall,ll:.0",:O-, Alrnost whitc
crvstalline oorvder

02. SOLI.JBILITY Sparingly so luble in water, nretJrylehe.thloridc,
freely soluble in methanol 3onrplics

03. IDENTIFICATION A. IR Absorption spectnrrn 3onrplies
B. Reaction (a) of chlorides omolies

04. APPEARANCE OF SOI.UTION Solution S is cleur and colourless Complies
0s. pH 4.5 to 5.5 5.32
06. DPTICAL ROTATION -0,05n to +0.050 Conrplies
07. RELATED COMPOIINDS

I hnpurity A NM10.25% 0.02o/o
ll Impurity t) NMT 0.25% 0.06%

ilr hnpuritv C NMT 0.15% Not detected
lv Unknorur individual irnpurity NMTO.I% J.024/o

Sum of impurities NMl'0.5% a.t1%
08. ACETONI'I'RII-E Acetonitrile is nq!using in tlrp maniifacturing pr.ocess
09. HEAVY METALS lpprnl NM1'20 ppnr <20 pprn

0. WATER I%1 NMI 0.5% J.l 5a/o
I SULPHATED ASH [9/OI NMt"0.1% ).05%) 4SSAY (on anhydrous basis) 98.0% to l02.0Yo wlw )9J3%
3. ADDITIONAL'IBST'S

RNSIDT'AI., SOI,VENTS Metlranol : NMT 3000 ppm I I ppnr
Toluene :NMT890 onm 79 ppm
Dimethyl sulfoxide : NMT 5000 ppnr Complies
Erhyl Acerare : NM',I'5000 ppm 445 oorn

R"EPORT : The nbove product complies with stanetard quality of Iluropean Pharmacopoeia
& customer specilications with reference to the tests carried out above.
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