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QUALITY CONTROL DEPARTME
CERTIFICATE OF ANALYSIS

PRODUCT : Sildenafil Citrate
Standard For Release : | EP MfgLic fo. : l G/1518
Ratch No.: SCC/1504B/0010 AR.No,: FP/15/00393/03 11
Batch size : | 16.60 kg “TDate of sampling : | 18/04/15
L Mfy. date : APR-2015 Retost date : MAR-2018 B
Sr. No. Test name Test vesult Acceptance eriteria
Additional Tests - o
10.0 Residual solvent
1) Methanol 10 ppm a) Not more than 3000ppm
b) Methylene dichloride | Not detected b) Not more than 600ppm )
¢) Triethylamine 1 ppm ¢) Not mare than 320ppm
11.0 | Melting point by DSC :
Form — 1 (SCC) | 194.1°C DSC curve shows sharp onset at about
. 199° C ~
12,0 X- ray Diffraction for X-ray diffraction Pattern of | X-ray diffraction Pattern of test sample
form — 1 test sample concordant with | concordant with Sildenafil Citrate
Sildenafil Citrate (SCC) (SCC) polymorph form-1 working
‘polymorph form-I working standard.
standard,
13.9 Particle size by Malvern®
D(0.5) 7.6 For information
12(0.9) 18.3 pm Less than 100 pm o
14.0 Bulk density* 0.37 g/mlL Minimum 0.25 g/mlL -

SO No.: 00155

Remarks: The product complies with EP and customer specification. (*Wings)

Approved / Rejeeted
Date of Approval: 07/02/16
B “ Prepared by Checked by A;u:jgygi by .
Sign / Date J/F«* ‘ BN
7 'C’w‘i’?",(’ ) SN AN ) v ayfo2llé
Namé ; Gulishan Kumar Mahendra Ravalji Manish Shah .
Designation : Officer (QC) FExecutive (QC) Agst.Manager LQC_J)____*_J
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PRODUCT ¢ Sildenafil Citrate
YT — e
Mifg.Lic no. G518

Batch No.: SECTI504BI0010 AR No. F715/00393/03
I I R e
Batch size : 16.60 kg ' Date of sampling : 18/04/15
[ —— I AR oy ey A —
Mfg. date APR-2015 ,\/ Retest date : MAR-2018
Ry . A - IR -
= % Py [ I 1A T
e o= ©  Sr.No. Test name Test result Acceptance eriteria
= v s I e T s RTH e
=t == L 1.0 Appearance White, slightl White or almost white, stightly
So— e (=4 p s Y . . .
_— ., o= = hygroscopiC, crystalling hygroscopics crystalline powder.
== ¢ e e owdet, . ————] e o
=g viem= 220 Solubility Slightly soluble in water Slightly. soluble in water and in
e 1< J*‘.——_’; ? . 03 . . »
= o= 2 - and in methanol, methanol, practmally insoluble m
Cm—— \,D,____—-— i N . .
= = practlcally insoluble in hexane.
= e - I | hexane. e e T
B F 3.0 Tdentitication by LR TR spectrum of the test IR spectrum of the test sample
7 sample is congordant should be concordant with that of
o [ with that of standard. Sstandard.
P 40 jdm urity B (B TLC) Less than 0.1% ot mote than 0.1% .
F - iy & 4 By ) ess than 0.1% _———"" ethan0.170
o 5.0 Related substances (By HPLC)
0 e O ) B
5 0 _a) Impurily A . Belo_ﬁ_dlsregardedhmxt _a) Not morgjl}_gﬂ().?:“/u ________________ 3
2 “b) Unspecified jmpurit 0.06% . p) Not more than 0.10%
° ¢) Sum of unspecified 0.06 % ¢) Not more than 0.3%
impurities __.——— JE—— . i
d) Total impurities 006% re than 0.5%

,,,,, PR

Heavy metal

_______________ W —tercontent by KF 0.06 %wlv__ ~ V2% WY
Sulphated ash 006%wWW oro than 0.1% Wi
Assay by HPLC 9.1 Ywlw - 02.0% wiw
“1(On arghydrousw.p_gg_i_g;.;ﬂ_‘ o o B
e J— D ate,?_ff;EP.{Q.‘LML/S’_.?ﬂG
Checked ~Approved by .

Sign / Date

TR L “Wanish Shab_____
: “Designation: L= , ) LREE nager (OC). _
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