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Pharmaceutical quality of Fluoxetine Hydrochloride in tablet

and capsule dosage form
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Assay by HPLC ] 107.8 14.3 40.4-95.8 (n=6) P F
- Specification - Retention time v v G ] ©8.6 O.1 56.2-89.1 (Avg.=758.2) (n=24) P F
(PDA detector) - Peak purity v v 2 056.3 42  60.1-83.1 (Avg.=71.6) (n=12) P =
- UV spectrum v v H 1 909.9 6.7 90.5-101.2 P P
- Precision %RSD < 2.0% (n=06) v 4 2 08.8 5.6 94.2-97.0 P P
- Pilter effect %Difference < 2% v v — ] 101.2 4.5 82.9-97.4 P P
S CIEIEGREGERN o/ Difference < 2% (24, 48hrs) v v ] 103.8 4.7 101.3-1056.3 = =
seinmpls seluifor K ] 106.4 0.1 103.9-108.7 P P
104.9 10.6 100.2-109.0 P P
Jggeluior 104.8 0.1 06.1-111.3 P P
by HPLC
- Specification - Retention time v v P = L%ﬂMWM%gﬂu NF = ﬁmmmgﬂu , AV=Acceptance Value , Avg.= Average
(PDA detector) - Peak purity v v
- UV Spectrum v v 3915iNanNISANY
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(UV detector) - UV Spectrum v N/A
- LOQ - Signal to noise ratio > 10 v v
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Aluoxetine HCL Tablet Pluoxetine HCL Capsule L& @wam@\‘mammmmammjuwm? (GREEN .OOK) LUUUSIS LYY UL D
ldentification Retention time wag UV spectrum IR absorption spectrum ENTMVRGIGESOIIVE Nk ANTDYMNURUNTN LW@?MBWNU%%&V}SQWW@\‘]QW
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STelpl (I Vali{eld IS A\ - NMT 15.0%

(CU) LONANSONINDN

l\]I_T 80%(Q) of la. (15 min.) NLT 80%(Q) of la. (30 min.) 1. United State Pharmacopoeia 39 National Formulary 34 through Second Supplement.

The USP General Chapters Dissolution (71 1).

2. Anthony C Moffat, M David Osselton and Brian Widdop, é[afhfg Analysis of Drugs and

Poisons 2004. |.

_Any individual unspecified impurity : NMT 0.286% 3. Xujin Lu and Pankaj Shah. Dissolution of Gelatin Capsules:

Total impurities : NMT 0.80% of Cross-Linking [online] 2018 [cited 2018 Mar 158]. Available
www.dissolutiontech.com/issues/201708/DT201708 AO1.pdf

Organic impurities -Amino-1-phenylpropanol : NMT 0.25% - Any individual impurity : NMT 0.25%
_Fluoxetine related compound B : NMT 0.25% - Total impurities : NMT 0.80%

irmation




