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THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM.3g(RULE 150-E(FII

FINISHED PRODUCT CERTIFICATE OF ANALYSIS
Product Name : POXET-60 TABLET

Packing

Generic Name

Product Code

Batch No-

Actual Batch Size

Sample Size

Released Qty.

10x10 TAB

DAPOXETINE TABLETS IP 60MG

POXE05

sT-4569

2,00,000.00

1.00 Strip

L,99,000.00

TAB

Mfg. Dt. : 0sl24

Exp. Dt.: 04/26

TestAs per: tR

A.R. No. : FPsr24oo58

Release Dt. : 09-05-2024

T.R. Slip No. : FcrEsr24oo166

T.R. SliP Dt. i 0s-06-2o24

Specification No. : sPc/FPlPoxEos/oo

Specification Dt. : o3-1e2023

STP No. : MOA/FPlPoxEOs/oo

Mfg. Lic. No. i c/zs/142s
Location : SANTEJ

Companv : suNRrsE

Sr. No

1.00 DESCRIPTION BLUE COLOURED ROUND SHAPED FILM COATED
BICONVEX TABLET WITH BOTH SIDE PLAIN.

BLUE COLOURED ROUND SHAPED FILM COATED
BICONVEX TABLET WITH BOTH SIDE PLAIN.

2.00 WEIGHT OF 20 TABLETS 3.7822GM 3.6800 GM r 7.5 %

3.00 AVERAGE WEIGHT (TABLET) 189.11 MG L84.O MG !7.5 0/o

4.00 UNIFORMITY OF WEIGHT COMPLIES AVG. WEIGHT OF TAB !7.5 %

NOT MORE THAN 2 OF INDIVIDUAL TABLET
WEIGHTS DEVIATE FROM THE AVERAGE WEIGHT t
7.5 % AND NONE DEVIATE FROM THE AVERAGE
WEIGHT 1 1O.O %

5.00 IDENTIFICATION IN THE ASSAY, THE PRINCIPAL PEAK IN THE
CHROMATOGRAM OBTAINED WITH THE TEST

SOLUTION CORRESPONDS TO THE PEAK IN THE
CHROMATOGRAM OBTAINED WITH THE
REFERENCE SOLUTION.

IN THE ASSAY, THE PRINCIPAL PEAK IN THE

CHROMATOGRAM OBTAINED WITH THE TEST

SOLUTION SHALL CORRESPOND TO THE PEAK IN
THE CHROMATOGRAM OBTAINED WITH THE
REFERENCE SOLUTION.

6.00 TH ICKN ESS 3.72MM 3.9 r 0.3 MM
7.00 DISINTEGRATION TIME 01 MIN 07 SEC NOT MORE THAN 30 MINUTES

8.00 RELATED SUBSTANCES NOT DETECTED

NOT DETECTED

OTHER IMPURITY : NOT MORE THAN 1.0 %

TOTAL IMPURITIES: NOT MORE THAN 2.0 %
9.00 DISSOLUTION AVG : 81.85 %

MIN : 76.69 %

MAX : 85.29 %

NOT LESS THAN 7o% lal

10.00 ASSAY

s8.4eMG ,ffi.rTi"
EACH FILM COATED TABLET CONTAINS :

DAPOXETINE HCL IP EQ. TO

b$poxelue 60.0 MG

Ailirlysts E y Checl1e{ 81 ,'i::',: rproved BY

CHETAN
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Test Result
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INISHED PRODUCT CERTIFICATE OF ANALYSIS
POXET-60 TABLET

10x10 TAB

DAPOXETINE TABLETS IP 60MG

POXEO5

sT-4569

2,00,000.00 TAB

L.00 Strip

1,99,000.00 TAB

Mfg. Dt. : 0s/24

Exp. Dt.: 04126

Test As per: tP

A.R. No. : FPsr24oo58

Release Dt. : 09-06-2024

T.R. Slip No. : FGTEsr24oo156

T.R. SliP Dt. I oe-o6-2o24

Specification No. : sPc/FPlPoxEos/oo

Specification Dt. : 03-10-2023

STP No. : MoA/FPlpoxEos/oo

Mfg. Lic. No. i cl2slt4z}
Location : SANTEJ

Company : SUNRISE

UNIFORMITY OF CONTENT

I LIMIT:54.0 MG TO 65.0 MG ]
I BET: 90.0 % TO 1L0.0 %]

AYG :97.49 %

MIN : 93.72 %

MAX ; 99.96 %

BY WEIGHT VARIATION :

85.0 % TO L15.O%

Conclusion : The above sample complies as per lP. "This computer generated c"rtifi..t" of .nulyri, i, *lid *ith*ffi.tr1"1
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Product

Packing

Generic

Name

Name

Product Code

Batch No.

Actual Batch Size

Sample Size

Released Qty.

Sr. No, .Test ,:lr',,, L::::+ReSUlt,+ Specification ,,:

97.49 %

11.00




