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QUALITY COI\TROL DEPARTMENT pase 1ot?
THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM-3g(RULE 150.E{F}}

INISHED PRODUCT CERTIFICATE OF ANALYSIS
Product lrlame : SILDISOFT-I00 TABLET
Packing :10x10TAB
Generic Name : SILDENAFILCITMTETABLET IOOMG
,,

Produc't Code : SILDOI Mfg. Dt. -.lOtZOzl

Batch No. : SE-0177 Exp. Dt :a9/2A24
Actual Batch Size : 50000TA8(500 Box) Test packing:10TAB

Packing Batch Size : 50000 TAB Mfg. Lic No. : ct25l1428
Sample Size : 10,000 TAB

Released Qty : 50000.000 TAB (500 BOX) Test As per : tH

Remal*s :

A.R. No. I FqE21OZIS

iet. tlt. | 19-1a-2021

T.R Slip No. : PAeA2io574

T.R. Slip tX. : 19-10-2021

AnalysisDate : 19-1a2021

Specification No. : SPC/FP/SILDOIi04

Specification Dt. : 24-10-2019

STP No. : MOA/FPIS|LDO1IO4

Location : SANTEJ

Make : suNRtsE

Sr. Result

1 DESCR]PT]ON WHITE COLOURED DIAMOND SHAPED BICONVEX

UNCOATED TABLET WITH BOTH SIDE PLAIN,

WHITE COLOURED DIAMOND SHAPED BICONVEX

UNCOATED TABLET WITH BOTH SIDE PLAIN.

2 WEIGHT OF 20 TABLETS 10.07'12 GM 100000GM+5%
I AVERAGE WEIGHT OABLETS) 503.4 MG 500.0MG=5olo

4 UNIFORMTTY OF WEIGHT COMPLIES AV. WE|GHT 0F TABLET * 5 %

NOT MORE THAN 2 OF iNDIVIDUA.L TABLEIS

WEIGHTS DEVIATE FROM THE AVERAGE WEIGHT

t 5.0 % AND NONE DEVIATE FROM THE

AVEMGE WEIGHT t 10.0 o/o

5 THICKNESS 5.1MM 5,0 t 0.2 MM

6 HARDNESS 10.45 KGlCtur NOT LESS THAN 3.0 KGICi#
7 FRIABIL]ry 0.16 % NOT I,IORE THAN 1.0 70

I DISINTEGRAT]ON TIME OO MIN 2B SEC NOT MORE THAN 15 MINUTES

9 IDENTlFICATION IDENTIFICATI0N A : THE lR ABSORPTiON

SPECTRUM OF THE SAMPLE PREPARATION IS

CONCORDANT WITH THE iR SPECTRUM OBTAINED

FROM WORKiNG STANDARD.

IDENTIFICATION B : THE RETENTION TIME 0F THE

SAMPLE SOLUTION CORRESPONDS TO THAT OF

THE STANDARD SOLUTION, AS OBTAINED IN THE

ASSAY

Lab : PARISHIL LABORATORIES

Report No. ; PLPUPH/2'I 101'1060

IDENTIFiCATION A : THE lF. SPECTRA OF THE

TEST SOLUTiON SHALL BE CONCORDANT WITH

THE IR SPECTRA OF STANDARD SOLUTION.

IDENTIFICATION B THE RETENTION TIME OF

THE SAMPLE SOLUTION SHALL CORRESPOND

TO THAT OFTHE STANDARD SOLUTION AS

OBTAII'IED IN THE ASSAY.

Conclusion : The above sample complies as per lH
ln the Opinion of the undersigned the sample referred to above is of Standard quality as defined in the Act and the Rules made thereunder for
the result given above. "This computer generated certificate of analysis is valid without signature"

APPROVED BYANALYSIS BY

4-
HIMAN$HU THAKOR

IABCHEMIST
BHUMIKAG MTHOD

MANAGER O.C.

FGANLCERTQA

Test Specification



SUNRISE REMEDIES PVT. LTf).
Formerly named as: SUNRISE REMEDTES PRTVATE L|M|TED

BLOCK NO. 2244,,OPP. SHAH ALLOYS LTD,,TAI-.: KALOL,,SANTEJ-}E1TZ1
REG.OFF.: 104, SAHJANAND COMPLEX,,NR THALTEJ CROSS ROAD,,S.G.HIGHWAY,,AHMEDABAD.38OO59

G.l.No. : U24231GJl996pTC028804

QUALITY CONTROL DEPARTMEI{T
THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM-3g{RULE {50-E(F}}

INISHED PRODUCT CERTIFICATE OF ANALYSIS
Product $larne
Packing
Generic lllame

Froduct Code
Batch Nc.
ActualBatch Size
Packing Batch Size
Sample Size
Released Qty

SILDISOFT-1OO TABLET

1 0x1 0 TAB

SiLDENAFIL CITRATE TABLET lOOMG

SILDOl

sE-01 77

50000 TAB (500 Box)

Mfg. tX. :1ODa21

Exp. Dt ;A9QA24
Test Packing:10TAB

50000 TAB Mfg. Lic No. : cl25li428
10.000 TAB

50000.000 TAB (500 BOX) Test As Per : lH

A.R. No.

iel. Dt.

T.R Slip No.

T.R Slip Dt.

Analysis Date

Specification No.

FPE210215

1S-10-2021

PAQA210574

1 9-1 0-2021

1*14-2021

SPCIFPISILDOl/04

2+14-2019

MOA/FP/SILDOlIO4

SANTEJ

SUNRISE

Speci F.i ,1

NOT DETECTED

NOT DETECTED

NOT DETECTED

SILDENAFIL N-OXIDE : NOT MORE THAN 0.20 o/o

INDIVIDUAL DEGRADATION PRODUCT : NOT

DEGRADATION PRODUCT: I'IOT MORE

MIN :95 %

MAX:99 %

AVG :97 %

NOT LESS THAN 80 ol, (Q)

RESULT LABEL CLAIM

100.0 MG i00 0 i/G
'100.0 %

EACH UNCOATED TABLET CONTAII.IS :

LIMIT : 90 0 MG TO 110.0 MG l

I BET : 90 0 YoTO 110.0 Yol

Conclusion : The above sample complies as per lH
ln the Opinion of the undersigned the sample referred to above is of
the result given above. "This computer generated certificate of

in the Act and the Rules made thereunder for

.@'
BHUMI'fiG RATHOD

MANAGER Q,C.

.FGANLCERTOA
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Sr. Test Result

Dt. 1 9-1 0-21

10 ORGANIC iIUPURITiES

11 l.ss: _-:: \

12

ANALYSIS BY APPROVED BYt
HlrylAN$tlu TllAl{OB

LAB CHEMIST

W


