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CERTIFICATE OF ANALYSIS . ’ ’
(FINISHED PRODUCT). 9 ,
b N J |
(Under Drugs & Cosmetics Act 1940 & Rufes made thtre under) ]
Product Name : DELGRA-25 | Y ' ]
Generic Name : Sildenafil Citrate Tablets e
Batch No. : QRAMO! - VW BN F2011091606
Mfg. Date : - Sep.2011 y - Pack Size : 1x10TAB
Exp. Date : Aug.2014 N Type: Tablets
Batch Size : 103000 TAR Sampled On : 16/09/2011
Product Code : | AQRAM AN /| Sample Quantity : | 60.00 TAB
Specification No.: | FPS/AORAM-¢0 | Sampled By: | KHUSHAL SINGH
Ref. STPNo.: ¢ | AKUNSSER/030. | AnalyredBy: | OMPRAKASH -
| Manufactured For § DELTA ENTERPRISES Date of Analysis : | 22/09/11 |
| Manufactured By : S Release Date : 22/09/11 |
P y
[SNo.| TESE) |V ACCEPTANCE CRITERIA RESULTS ¥
1 |Description< . “_Blue coloured, oval, biconvex & one side | Blue coloured, oval, biconvex
~ y scored film coated tablets. 10 Tablets & one side scored ﬁ‘lm coated
packed in a blister of clear PVC film & tablets. 10 Tablets packed in
I (\ printed aluminum foil. a blister of clear PVC film &
| - 9 b printed aluminum foil.”
| 2 pimensioue” ] | Asbelow As below &=
° & igoth,. o 12.6 mm + 0.2 mm 1257mm 25 >
& & Width) 9.7 mm * 0.2 mm 9.58mm _,/A%A S,
O [ Niiskness 3.8'mm £ 0.3 mm 3.68mm /7T TN, @"
[ 3 Jdentification In the assay, the principal peak in the Complies+| ® L‘J A=
) A chromatogram obtained with the test “\E =z
\“l) » : solution corresponds to the peak in the '\ %‘ ; -
: chromatogram obtained with reference N A
| S it solurion . N8 Eporprs 7
4| Average weight 333.0 mg + 5% 333.80mg i v i
| 5 |Uniformity of weight | Within % 5 % of Average weight -1.1%to +1.9%
_6 - Disintegration Time | Not more than 30 minutes Passes(06minl 5sec
|7 IDissolution . NLT 70 % (D) 98.68%, 98.68%, 97.14%,
| ’ : 98.81%, 97.78%, 96.76%
' 8 [Related Substances As below As below : 1
[ N-oxide Impurity NMT 1.0% 0.01% 4
w Q- :" % ' . y Tty ' -].
lsics ik 2pgln e
5
.Prepared By &&-ﬁ-ﬁ Checked By /Eaﬂﬂ Approved Ky
(Sign/Date) —* 22" QC Executiva) )| Head ?f
LA (Sign/Date) (Sign/Date) 23\4N
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—mormuvsrs e |

_ (Under Drugs & C«mﬁh Aet 1940 & Rules made there under)

DELGRA-50 Q. é
. swcsmurm : I W
10/UA/2004 % '
"QRALDZ : ARNo: F2012020921
Jan.2012 Pack Size : IxIOTAB
Dec.2014 Pack Type: | dallasy,
1100000 TAB : Samplyd On: | 09/022012
AQRAL ' : Samyp > Queniiiy { 80.00 TAB
: [ FPS/AQRAL-00 . . “-mpled By : SANTOSH
AKUMS/STP/030 Aﬁgdi? Upender
Manufastyyed For : QETA ENTERP_FJ@A | Daté of Agalysis :| 09/02/12
(anpiigs ey : lew e Date : 11/02/12
RIA RESULTS
v vexl.one side | Blue coloured, oval, biconvex
e ablets & one side scored film coated
Y film & tablets: 10 Tablets packed in
2 blister of clear PVC film &
printed aluminum foil.
4 As below
12.0 mm 0. wm 12.55mm
idth _ 197mm+o0. ) 9.64mm
 |Thickhess mm=0.3 my 3.64mm
3 |Identification tﬁc tl{pmmpalpeakmthc Complies g,
r’ | B ? }oﬁ;amobmnedmthﬂmtcst s
RSN ; on corresponds, to.the in the i '
i S T ‘»'}ﬁowmomﬁwlﬁ% ‘ 3
. - | solution . : o
4~-fAvm% | 3370mgE5% S4d0mg
5  |Uniformity of. | Within + 5 % of Aveéra i} -2.4%to +2.6%
6. iDisintegrien Timie | Not more than 30 mimtes ' Passes(04min] Ssec)
| NLT 70 % (D) ' 92.89%, 92.89%, 94.59%,
Jo i T . 95.36%, 97.06%, 93.05% :
8  |Refsted Sk ' As below 3 3 As below
El;:ddé Impurity (RRT | NMT 1.0% Below detection limit
.54) :
Single Impurity NMT 0.8% — | 0.13% |
a \SIGN. K DATENA
(St /Datey ST QC Precuive’ 0.)\‘1/
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ey ' ~ CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)_ L
: (Under Drugs & Cosmetics Act 1940 & Rules made there under)
Product Name : Delgra 100 mg Chewable
Generic Name : Sildenafil Citrate Chewable Tablets
Mfg. Lic. No. : 10/UA2004 g e
Batch No. : QRAP01 : A.R.Ng | F2012042128
Mfg. Date : Mar.2012 Pack Size : 1x10TAB
Exp. Date : Feb.2014 Pgé&l‘ype ; jV Tablets
| Batch Size : 51000 TAB ; Srmplea Ous | 21/042012 .
"Product Code : 40008980 s ‘Samnple Quantity { 80.00 TAB
; Specification No. : | STS/FP/40008980-00 T Sampied By : RAJVEER
. |[ReLSTPNo.: * | STP/FP/40008980-00 | Audlyzed By: | KESHAV
' Manufactured For { DELTA ENTERPRISES [ -Date of Analysis :| 21/04/12
Manufactured By : | AKUMS G | Release Date: 25/04/12
S.No. TEST ACCEPTA CE CRITERIA RESULTS
1 [Description Vhite, diamo% biconvex & '100' | White, diamond shape,
engraved on one’side uncoated chewable | biconvex & '100' engraved on
; 4 tablct. 10 packed in a blister of clear | one side uncoated chewable
\\1 VO {11m & printed aluminum foil. tablet. 1 X 10 tablets packed
3 in a blister of clear PVC film
- ) & printed aluminum foil.
2 [Identification /~ - ! In the assay, the principal peak in the Complies P
(\ - chromatogram obtained with the test
( ) solution corresponds to the peak in the
chromatogram obtained with reference A
o . : solution . NH
'3 |Difnension As below As below |
Length |\ 144mm=02mm 14.49mm
_ Wi /) [104mmz02mm 10.31mm
" dhickness /. 49 mm= 0.3 mm 4.88mm
9 4 |a weight 481.0 mg=5.0% 1481.40mg
5 iformity of weight | Within + 5.0 % of Average weight { -1.5% 10 +1.6%
; 6 |Hardness . Not less than 3.5 kg/cm’ 4.20kg/cm2 :
; 7 |Friability ~ | Not more than 1.0 % w/w 016%wWwW . -,
\\/ 9  |Assay - Each . Release Shelf Life Found/Tab,  Stated/Tab.
i + |Chewable tablet
contains: Q.8 APPRQVED s
T SICEL. DATERSRYp. . S
ot : ,j;/‘./?:- : .
P
Prepared S}gm’r‘é\.« i Checked By @ Appmved@ﬁ Y —
(Sign / Datef =55\ 02\ V™ QC Executive /5, 5 Head QC
. (Sign / Date) » (Sign / Date)
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