
I

t'

SUNRISE REMEDIES PYT LTD

BLOCK NO.2244, OPP. SHAH ALLOYS LTD, AT-dANTEJ,
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Product Name

'acking

Generic.Name

Product Code

Batch No.

AOtual Batch Size

Sample Size

Released Qty.

MALEGRA-2OO TABLET

10x10 TAB

SILDENAFIL TABLETS USP 2OO MG

MALE16

sE-1098

2,00,000.00 TAB

1.00 Strip

1,99,000.00 TAB

Mfg. Dt. : 04/24

Exp. Dt.: 03/27

Test As per : UsP

A.R. No. : FPE240025

Release Dt. . r8-O+2024

T.R. Slip No. : FGrEsT24ooo48

T.R. SliP Dt. i L8-04-2o24

Specification No. : sPc/FPlMALE16/os '

Specification Dt. i 23-02-2023

sTP No. : MoA/FPlMALE16/os

Mfg. Lic. No. i GUllDRUGlzslL4zg

Location. : SANTEJ

Company : SUNRTSE

Sr. No. .. Test ,: :r':"119ii ;:|:,.,{=,'-:'1ii1iifuigyi{,li;fi , i i i l'i' r,,:i mi

1.00 DESCRIPTION BLUE COLOURED DIAMOND SHAPED BICONVEX
FILMCOATED TABLET WITH BOTH SIDE PLAIN

BLUE COLOURED DIAMOND SHAPED BICONVEX
FILMCOATED TABLET WITH BOTH SIDE PLAIN

2.00 WEIGHT OF 20 TABLETS 10.0526 GM 10.0500GMt5%
3.00 AVERAGE WEIGHT (TABLET) 502.53 MG 502.5MGt5%
4.00 UNIFORMITY OF WEIGHT COM PLIES AVG. WEIGHT OF TAB t 5 %

NOT MORE THAN 2 OF INDIVIDUAL TABLET WEIGHT
DEVIATE FROM THE AVERAGE WEIGHT I5.O % AND
NONE DEVIATE FROM THE AVERAGE WEIGHT t 1O.O

%

5.00 IDENTIFICATION A : COMPLIES

B : THE RETENTION TIME OF THE SAMPLE
SOLUTION CORRESPONDS TO THAT OF THE
STANDARD SOLUTION, AS OBTAINED IN THE
ASSAY

LAB : HITECH LABORhTORY

REPoRT NO. : HTL/D/FP/2404091L2
DATE: LUO4/2024

A : THE IR.SPECTRAOFTHE TEST SOLUTTON SHALL
BE CONCORDANT WITH THE IR SPE TRA OF

STANDARD SOLUTION

B : THE RETENTION TIMi OF THE SAMPLE
SOLUTION SHALL CORRESPOND TO THAT OF THE
STANDARD SOLUTION, AS OBTAINED IN THE ASSAY

6.00 TH ICKN ESS 5.02 MM 5.1 t 0.3 MM

7.OO DISINTEGRATION TIME 01 MrN 11- SEC NOT MORE THAN 30 MINUTES

8.00 DISSOLUTION AVG :99.79 %
MIN : 97.50 %.

MAX : 102.68 %

NOT LESS THAN 80 % (a)

9.00 IoRGANTCtMPURtTtES NC NAFIL N-OXIDE : NMT 0.20 %T DETECTED
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PTOduct Name : MALEGRA-2OO TABLET

product Code : MALE16 Mfg. Dt.3 o4l24

. : 10x10 TAB

Name , : SILDENAFIL TABLETS USp 200 MG

No. ; sE-1098 Exp. Dt.: o3l27
Batch Size . 2,o0,OoO,OO TAB Test As per: USp

ple Size : 1.oo strip

A.R. No. : FPEz4oo2s

ReleaseDt, .78-04-2024

T.R. Slip No. : FcrEsr24ooo48

T.R. SliP Dt. : t8-04-2a24

Specification No. :.sPc/FP/MALE16/os

Specification Dt. : 23-02-2023

STP No. : MoA,/FplMALE16/os

Mfg. Lic. No. . cuJ/DRuG/2s/7428

Location : sANTEJ

Company : suNRtsE

NOT DETECTED

NOT DETECTED

LAB : HITECH LABORATORY
REPORT NQ. : HTL/D/FP /z4OiOsOt2
DArE: L1/04/2o24

ANY INDIVIDUAL DEGRADATION PRoDUCT: NMT
0.20%

TOTAL DEGRADATION PRODUCT : NMT 0.S
o/o

UNIFORMITY OF DOSAGE UNITS .
: 100.95 %

MIN :99.32 %
MAX : 102.80 %

BY WEIGHT VARIATION
ACCEPTANCE VALUE L1 < OR = TO 15,

L2<OR=TO25

EACH FILM COATED TABLET CONTAINS :

SILDENAFIL CITRATE USP EQ. rO
SILDENAFIL 2OO.O MG

I LIMIT: 180.0 MG TO 220.0 MG ]
I BET : 90.0 % TO LLO.O %)
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