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Product Name : TADASOFT40TABTET

Packing

Generic Name

Product Code

Batch No.

Actual Batch Size

Sample Size

Reteased Qty.

10x10 TAB

TADALAFIL TABLETS USP 40 MG

TADAOS

sE-0629

1,00,000.000 TAB

60.00 TAB

99,820.000 TAB

Mfg. Dt. : Nov/22

Exp. Dt. I OC'l/Zs

Test As per : USP

A.R. No. : FPE220261

Release Di. i o9-L2-2o22

T.R. Slip No. : FGrEsro6sT

T.R. SliP Dt. i oe-L2-2o22

Specification No. : sPc/FPlrADAo8/os

Specification Dt. : o7-os-2022

STPNo.' : MoA,/FP/TADA08/05

Mfg. Lic. No. I GUUDRUGlzslt4zg

Location : SANTE

Company : suNRlsE

1.00 DESCRIPTION LIGHT ORANGE COLOURED UNCOATED BICONVEX

ALMOND SHAPED TABLET WITH BOTH SIDE

PLAIN.

LIGHT ORANGE COLOURED UNCOATED BICONVEX

ALMOND SHAPED TABLET WITH BOTH SIDE PLAIN.

2.00 WEIGHT OF 20 TABLETS 5.7008 GM 6.7000GMr5%

3.00 AVERAGE WEIGHT (TABLET) 335.04 MG 335.0MGr5%

4.00 UNIFORMITY OF WEIGTIT ,
AVG. WEIGHT OF TAB t 5 %

NOT MORE THAN 2 OF INDIVIDUAL TABLET

WEIGHTS DEVIATE FROM THE AVERAGE WEIGHT t
5.0 % AND NONE DEVIATE FROM THE AVERAGE

WEIGHT t 1O.O %

5.00 DISINTEGRATION TIME 08 MtN 47 SEC NOT MORE THAN 15 MINUTES

6.00 THICKNESS 3.83 MM 4.0 r 0.3 MM

7.00 HARDNESS 7.36 KG/CM'z NOT LESS THAN 3.0 KG/CM,

8.00 FRIABILITY 0.28o/o NOT MORE THAN 1.0 %

9.00 IDENTIFICATION IDENTIFICATION A : THE lR SPECTRA OF THE

SAMPLE IS CONCORDANT WITH THE REFERENCE

SPECTRA OF TADALAFIL. HENCE COMPLIES.

IDENTIFICATION B : THE RETENTION TIME OF THE

MAJOR PEAK OF THE SAMPLE SOLUTION

CORRESPONDS TO THAT OF THE STANDARD

SOLUTION, AS OBTAINED IN THE ASSAY,

Lab : VAIBHAV ANALYTICAL SERVICES

Report No. : 22L202/t8415/ 94
Dt. :O2lt2/2022

IDENTIFICATION A : THE lR SPECTRA OF THE TEST

SOLUTION SHALL BE CONCORDANT WITH THE IR

SPECTRA OF STANDARD SOLUTION.

IDENTIFICATION B : THE RETENTION TIME OF THE

MAJOR PEAK OF THE SAMPLE SOLUTION SHALL

CORRESPOND TO THAT OF THE STANDARD

SOLUTION, AS OBTAINED IN THE ASSAY.
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NISHED PRODUCT CERTIFICATE OF ANALYSIS
Name : TADASOFT4OTABTET

10x10 TAB

TADALAFIL TABLETS USP 40 MG

TADAOS

sE-0629

1,00,000.000 TAB

60.00 TAB

99,820.000 TAB

Mfg. Dt. z NOv/22

Exp. Dt. ,t Ocrlzs

Test As per : USP

FPE220261

09-12-2022

FGTESTO65T

09-L2-2022

sPc/FPITADAo8/0s

07-05-2022

MOA/FPITADAo8/o5

GU]./DRUGl2s/1428

SANTEI

SUNRISE

'.R. Slip No.

.R. Slip Dt.

Specification No.

Specification Dt.

STP No. '

Mfg. [ic. No.

Location
Company

TOTAL IMPURITIES : NMT 0.3 %

10 MIN :44 %

30 MIN :89 %

10 MIN : NLT 40% (Q)

30 MIN : NLT 80% (Q)

RESULT LABEL CLAIM
38.52 MG 40.0 MG '

EACH UNCOATED TABLET CONTAINS:

TADALAFIL USP 4O.O MG

ILlMlT: 36.0 MG TO 44.0 MG ]

I BET : 90.0 %TO ]-t0.0 %)

Conclusion : The above sample complies as per USP
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Product

Packing

Seneric Name

Product Code

]atch No.

\ctual Batch Size

iample Size

leleased Qty.

Sr;iiNo. Result ',.55PecltlcaUon

11.00 DISSOTUTION

12.o0

ffi
Analysis By lhecked Bv \odtoveti BY".'' ..;i

H',,
ollt>lt'>'

URVI

Q.C.OFFICER QA & QC MANAGER


