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ANALYSIS No. F124t2o16

Manufacturing date: May 2016 Retest date: May 2021 Batch size: 561,00 Kg

FLECAINIDE ACETATE NS

cAS N. 54143-56-5

Physical State:

Colour:

Odour:

Solubility:

Hygroscopic crystalline powder

White to almost white
Molecular weight:
Formula:

Method No.

474.4

c1 7H20F6N203-C2H402

4181 Ed. v
soluble in water and ethanor. Freery sorubre in dirute acetic acid, praticaily
insoluble in dilute HCL

RESULTS LIMITS USP LIMITS EP

IDENTIFICATION

l.R. Spectrum

UV in alcohol

Clarity and Colour of sotution

150.0 "c - 151.0 .C min. '146'C

max. 152"C

range: n.m.t. 3'C

min. 146'C

max. 152"C

range: n.m.t. 3'C

min. 146'C

max.152'C
range: n.m.t. 3'C

n.m.t.0.5%

n.m.t.0.2o/o n.m.t.0.1% n.m.t.0.1%

n.m,t. 20 ppm n.m.t. 20 ppm n.m.t. 20 ppm
C h ro m atog ra ph i c p u rity H p LC
Cyclized deivative*

Acid derivative

Acetyl deivative

Pyridyl derivative

Ester derivative

Si ngle u nknown i m pu rity

Total impur¡ties

t.t. 0,004%

1.1.0,01%

1.1.0,01%

I.t. 0,0040/o

l.t.0,011%

1.t.0,005%

1.t.0,0110/o

n.m.t.0.5%

n.m.t.0.5%

n.m.t. 0.5%

n.m.t.0.5%

n.m.t.0.5%

n.m.t.0.10%

n.m.t.2.Oo/o

n.m.1.0.2o/o

n.m.1.0.20k

n.m.t.0.15%

n.m.f .0.2o/o

n.m.t.0.15%

n.m.t.0.10%

n.m.t. 0.5%

n.m.t.0.1%

n.m.t. 0. 1%

n.m.t.0.10%

n.n1.t.0.1%

n.m.t.0.10%

n.m.t.0.10%

n.m.t 0.50%
Content of Acetate
(on died substance) min. 12.4o/o

max. 12.8o/o

min. 12.4o/o

max. 12.8oA
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ANALYSIS No. F124t2o16
BATCH No. 12831600s

Manufacturing date: May 2016
Batch size: 561,00 Kg

FLECAINIDE ACETATE NS

cAS N. 54143-56-5

Physical State:

Colour:

Odour:

Solubility:

Hygroscopic crystall¡ne powder
White to almost white

474.4

c1 7H20F6N203-C2H402

4181 Ed. V
soluble in water and ethanor. Freery sorubre in dirute acetic acid, praticaily
insoluble in dilute HCI

DETERMINATIONS
LIMITS USP LIMITS EP IN.HOUSE LIMITS

Assay

HCIO4 0.1N on dried suósfance 100.31 o/o
min. 98.0%

max. 101 .0o/o

m¡n.98.0%

max. 101 .00A

min. 98.0%

max. 101 .0%

min.6.7
max.7.1

min.6.7

max.7.1
t.t.0,04%

n.m.t.0.2ok

n.m.t. 1000 ppm
Particle size

VMD

d (0.5)

d(0e)

18.80 mcm

9.14 mcm

44.14 mcm

n.m.t. 40 mcm

n.l.t. 5 mcm

n.m.t. 100 mcm
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