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PRODUCT Sildeuafil Citrate
l Standard For Relsase © M Lic no. : /1518
Batch No.s SCC/1503R/0013 AR N FPL300637/05
Bateh size e T sampling ¢ | 18405/ (5 T
Mg, date Letest date ! APR-2019
5y, Nou Test name Test result Aceptirnce eriterh
1.0 A ppearance White, slightly White or alimiost whiie, alightly
hyaroscople, crystalling hygroscopie, orystalline povdet,
____________ e pawder ' ‘
2.0 Solubility Slightly soluble in water Slightly solublein water and in
and in methanol, methanol. practieally insoluble in
practically fseluble in hexane,
_______ o hesane, v i,
AT identifieation by LR. 0 specirin of the lasi | 1R spectrum of the test sample
sapple T8 eoneordant ghould be concordant with that of
S swith that of standard, standard.
4.0 bmpurity b (By TLC) Less than 0:1% Mol mote than 0,1% o
5.0 I Related substances (By HPLE) ' '
a) lmpuity A Below disregarded fimit | &) Not mors than 0.3%h |
1) Unspesi Ned impurity |, Below disregarled fimit | b)Not more than 0,10%
¢) Sum of unspesified | Below disregardod fimit | ©) Not more than 0.3%
impunilies L
) Total impuricics “Relow distegarded limit | d) Notmore n 0.5%
6.0 Freavy nictal | Less than 20 ppr | Mat more thart 20 ppm |
7.0 Watler conten by KF | Ol Mot more than 2.5% wiw
) Sulphated ast 0,06%wir Tal more than 0,1% why .
9.0 Assay by HPLC 89,2 Yawlw T08.0% to 102.0% wiv
S | (Quanhydrowsbasis) 1 - . N
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QUALITY CONTROL DEPARTMENT
CERTIFICATE OF ANALYSIS

PRODUCT

Sildennfil Citrate

Slanclard For Relesse ) | EP

Mig.Lic no.

GITsI8

Boteh No.: P SQC/S05B0013 AJ Mo, FP/LSA0037/DS
Rateh sivp ¢ 1690 ke Date-of sampling : | 1808135
M. date 5 MAY-2013 Retest date © APR-2019 J
8r. No. | Test name Tost result: I Acerptanee eviteria
H

Additional Tests

10.0 | Residual sodvent C

a) Methunol 95 ppm a) Not more than 3000ppm

by Methviene dichloride | Not defeeted ) Not more than 600ppm
_le)Trethylamine Tppm ¢y Not mare than 320ppm
R Melting point by DSC

Form 1 {8CC) 194,7°C DSC curve shows sharp onset at about

199° C

12.0 K- ray Diffrastion
ot |

for

[

X-ray diffraction Pajtern of
fest sample coneordant with
Sitdeiabll Clirute (8CC)
polymaorpl form-| working
stantclard,

Reray diliraction Pattern of test sample
congordant with Sildenafil Citrate
(3CCY polymurph Formyed working
standard,

130 wrtiele size by Malverg?®
| D3 9.8 um Tor informiation
D09 24,6 um Less [han 100 wn

14.0 Bulk density®

078 @l

Mintum 0.25 g/l

S0 Mo 00019

Remarks: The product complies with EY and customer specification, (*Wings)
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