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) QUIMICA SINTETICA, S.A.
~Z C/ Dulcinea S/N

28805 Alcald de Henares - Madrid - Spain

I“NaaTa Phone: +34 91 889 05 77

B RAY, Fax: + 34 91 880 20 86

.CERTIFICATE OF ANALYSIS

PRODUCT FLECAINIDE ACETATE
COMPLIES WIT7 PH.EUR-RT1CEP2013-145 REVO1

BATCH FCOA2304 \/ Manufacturing Date: 02.2022  Retest Date: 02.2026
Release Date: 05.2022

DESCRIPTION White or almost white crystalline powdsr Conforms
IDENTIFICATION: A) Melting point: 146°C -162°C 151 °C
IDENTIFICATION A): Melting range: Not greater than 3°C 2,9
IDENTIFICATION: B) IR: Positive Positive
IDENTIFICATION C): UV, Specific 61-65 62

absorbance at 298 nm maximun:

IDENTIFICATION:(D) Acetate: Positive Positive
APPEARANCE OF SOLUTION: Clear and colourless Conforms
pH: 6,7-7.1 6,9
SULPHATED ASH: Not more than 0.1% 0,04 %
LOSS ON DRYING: Not more than 0.6% 0,06 %

CHROMATOGRAPHIC PURITY (TLC)

impurity B: Not more than 0.2% Conforms
ASSAY {0,1N HCIO4): 98,0%-101,0% {on the dried substance) 29,9 %
BULK DENSITY: Not more than 0.5 g/mi 0,37 g/ml

PARTICLE SIZE

D (v, 0,1} Not more than 15 pm 4 um
D (v, 0,5): Not more than 35 ym 16 pm
D (v, 0,9): Not more than 75 ym 39 ym

RELATED SUBSTANCES {HPLC)
Impurity A: Not more than 0.2% 0,00 %

Impurity C: Not more than 0.2% 0,00 %

226y

=T
(ysia
Print date : 10.06.2022 ’ Z;" !Oq ‘ZL Page 1/ 2

32933 /1



~N\ QUIMICA SINTETICA, S.A.

‘( \ /] C/ Dulcinea S/N
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CERTIFICATE OF ANALYSIS

PRODUCT FLECAINIDE ACETATE
COMPLIES WITH PH.EUR-R1CEP2013-145 REVO1

BATCH FCOA2304 Manufacturing Date: 02.2022  Retest Date: 02.2026
Release Date: 05.2022

‘/ Impurity D: Not more than 0.2% 0,00 %
\/ impurity E: Not more than 0.2% 0.00 %
"/ Unspecified impurities: Not more than 0.10% <0,05 %
\/ Total impurities: Not more than 0.5% <0,05 %

RESIDUAL SOLVENT (GC)

j Toluene: Not more than 890 ppm 315 ppm
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