QCRT-0005-000  Batch number: 103041328 Batch size: 105.8 kg
M,.%ﬁ ﬂ!&a&&s% 10.05.2013 Retest date: 04.2016
1 mms@; POLAND
- TEST R :
TEST METHOD SPECIFICATION RESULTS
| white or simost white, s@ghﬁy %&% ;ﬂ:;:ghm
| Ph BEur 511° HFOsCOpic °, crystaling powde crystalline powder
Ph Eur slightly soluble in water and in methanol ;
14 | B ingesisie by e conforms
PhEw | Wmmmmm ;
2224 spectrum of sildenafil citrate CRS canforms
Ph Ewr
2227 notmorethan 01 % conforms
PhEw
2228 noimorethan 0.3 % less than 005 %
notmore than 0 10 % iess than 005 %
notmorethan 03 % less than 005 %
notmorethan 05 %  lessthan 005 %
PhEw ;,
- 24.8 metnod C ot more than 20 ppm : fess than 20 ppm
’;"ﬁg not more than 2 5 % om%
Ph Eur : o
2414 notmorethan01% 004 %
Ph Eur % 5o . "
2229 SB0% 101020% 9895% :
POLPHARMA
Mi2-0048 17 not more than 300 ppm less than 4 ppm (DL
not more than 500 ppm tess than 14 ppm (DL}
not more than 3000 ppm 1058 ppm
not mare than 80 ppm 18 ppm
no! more than 500 ppm fess than 7 ppm (DL}
nol more than 100 ppm 3 ppm < 20 ppm (L)
not more than 300 ppm less than 7 ppm (DL)
not more than 100 ppm 11 ppm
not more than 2 ppm less than 0 1 ppm (DL} |
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Code: QCRT-0005-000  Batch number: 1030«

%&W@ date: 2&&&%‘&3

1328  Batch size: 105.8 kg

Analysis date:  10.05.2013  Retest date: 04.2016

utical Works POLPHARMA S.A., POLAND

Delivered to: IT, K.t,it!’; SPA
TEST TEST METHOD SPECIFICATION RESULTS
w l I' ﬁgﬁﬁsis not more than 320 ppm iess than 25 ppm (DL}
Particle size POLPHARMA / .
Div, 0.1 $/6-0351 for information 3.2 um
Diw, | 12 um
, 80 um
l&wnﬁhﬁay&:ﬂ M&y Ph Eur
2612 not more than ‘t{} ciulg less than 10 cluig
not more than 10° cfuig less than 10 chuig
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