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TELEFAX: 02 39218857

BATCH Ho. 128320001 -
— e

Manufaciuring date: March 2020

Retagt date: Murch 2025

Batchsize: 534,50 Kg

PRODUCT

FLEGAINIDE AGETATE NS
CAS M. 54743-58-5

Physical State: Hygroscopic eryataling powder

Molscularweight: 4744
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PR

Colour: Vihite to almaat whita Formuta: ‘C1TH20FEN203"C2H402
Qdour: nfa Method No. 4151 Ed. VI
Bolubliity: Soluble in water and sthanol, Fraslv solubls I dliut acstio acid, praticaly
"Insoluble in diluts HCL
'DETERMINATIONS RESULTS LIMITS USP LIMITS EP IN-HOUSE LIMTS
IDENTIFICATION
LR. Spacirum Positive Poslthva Poxitive Posilive
UV in alcohol Posilive Posliive Positive Posltive
Clartly end Colour of solution Clear Coloress. Clagr Coloriess Clear Colorleas Cleer Coloriess
Melting range 1481 C-1502"C min. 146°C min, 146°'C | minc146°C
max: 152°C max. 152°C max, 162°C
rangs: nim-3°C mngernm.t 3°C range: nm.t. 3°C
Losson drylng C.0B% nmd 0.5% mmt 05% aml0.5%
Residue on ignition 0.05% nm.t 0.2% nmt 0.1% nm.b 0.1%
‘Cliromatographic purlty HPLCG
Cyclizad darivative® 1t 0,0025% nmk 0.5% nmt02% nmt0.1%
Acld dopvative L 0,01% nmt 05% nmi0.2% nmt 0.1%
Acetyl denvative 1L 0,0025% nms, 0.5% nm.t0,15% AmMLC10%
| Pyridyl detivathve L1 0.0025% mil. 0.5% fm.t 0.2% nmi 0.1%
Ealer dotivative 11.001% nmt 05% nm.t 0.15% nm.t 0.30%
“Single uninown Impurity — {L0028% ThmL0i0% —  jmmioit% nm.e 0.10%
Tofal impurities Lt 0,025% nmt 2.0% nm.t 0.5% nmt 050%
Contant of Aceiate
(o dried substsnce) 1286 % min, 124% min. 12.4%
mex. 12.8% max. 128%
£ \ v
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Quality Coniral Manager
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'ﬂ&‘f&lﬁ' No, F21¥2020 BATQH Ho. 128320001
Manufagluring date: March 2020 Rslesl date: March 2025 . Balch size: 584,50 Kg
PRCDU FLECAINIDE ACETATE NS
CAS N, B4143-59-5
Physical 8late: Hygroscoplo erystatling powdsr Melwcularwalght; 4744
Coloun Whits & almost whita Formula: C17THZ0FEN203'C2H402
Qdour; na Mathod No. 4181 Ed. VI
Bolubllity: Soluble In watar-and ethanol. Fraely solubla In dilute acetic acid, praticatly
insolublein dilite HCI,
‘DETERMINATIONS RESULTS LIMITS Usp LIMITS EP IN-HOUSE LIMITS

Assay - S | L
HCI04 0.IN on drfed substance 10002 % min: 88.0%. min 88.0%

max. 101:0% max. 104.0%
PH. 695 min. 8.7 min, &7

max 7.4 max; T
{Piperidin-2-yl) methanamine (TLT| Lt 0,04% | nm. 0.2% n.ml. 0.2%
Reslidusi Solvents GC
Ethyi'apstafe 226 ppm nm.t, 1660 ppm
Particle sha
VMD (D14:3)) 223 mem nmd. 40 mem
Ov.(50) 14.8 mem L Emem
Ov.(e0} 47.2 mem am.1 100 mem

“'USP and Ph, Eur. related compound A Class 1-sclvants are absant accarding 1o ICH Q3C. Wa herehy ceriify that e material idesitified

above has been anslyzed and found In

withU,8.8,,

Ph. Eurand AM.S.A. epetificalions. This betch was manufacturad In

compliance with the cBMPs, according 1o ICH Q7A and to the. fled DMF

N°DILOTTOASSEGNATO
202100181 -

CFM Co, FARMACEUTICA MILANESE SpA

Quality Control Manager
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