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CERTIFICATE OF ANALYSIS

SILDENAFIL CITRATE Ph.Eur.

QCRT-0005-000 Batch number: 103061328 Batch size: 104.5 kg
{2.06.2013 Analysis date:  26.06.2013 Retest date: 06.2016
Pharmaceutical Works POLPHARMA S.4., POLAND
£ES, METAPHARMACEUTICAL

| TEST
METHOD

TEST SPECIFICATION RESULTS

| visual
| Appearance examination/
| Ph Eur 511 °

white or aimost white, shightly
hygrascopic *, crystalline powder

CSaiul g 5 {1
Solub e in water and in methanol,

shghily solub

dentification

ubstances (HPLC)

: not more than 0.3 %
§ not more than 0.10
2 than 0.3 9

f |
not more than 0.5 %
" not more than 20 ppm

Sulfated ash

utated on the
rous substance (HPLC)

ca

iy 4

| Residuat solvenls

not more

not more than

30 ppm
50 ppm

not more tha
than 5

not mo OO0 ppm

not more than 100 ppm less than

not more than 300 ppm
an 100 ppm
not more than 2 ppm

not more 4
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CERTIFICATE OF ANALYSIS

SILDENAFIL CITRATE Ph.Eur.

QCRYT-0005-000  Halch number: 103061328 Batch size: 104.5 kg
02.06.2013 Analysis date:  26.06.2013 Retest date: 06,2016
Pharmaceutical Works POLPHARMA S. A, POLAND

ES, METAPHARMACEUTICAL

{

TEST TEST METHOD | SPECIFICATION 3 RESULTS '
fvents i . | S S —
) not more than 320 ppm less than 25 ppm (D
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O i

not more han

| not maore than 1

CONCLUSION: This material complies with the requirements of the Ph.Eur., S/2-0048.15 ed. 02.
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