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Product Name ZHEWITRA-20 TABLET

10x10 TAB

VARDENAFIL TABLETS BP 2OMG

ZHEWOl

sE-1019

50,000.00 TAB

1.00 Strip

49,500.00 TAB

Packing

Generic Name

Product Code

Batch No.

Actual Batch Size

Sample Size

Released Qty.

Mfg. Dt.: 01/24

Exp. Dt. r 12125

TestAs per: BP

A.R. No. : FPE230340

Release Dt. . o2-o2-2o24

T.R. Slip No. : FGrESr2300ss0

T.R. SliP Dt. . o2-o2-2o24

Specificition No. : sPc/FPlzHEW01/06

Specification Dt. : 02-04-2022

STP No. : MoA/FPlzHEwoUo'

Mfg. [ic. No. 2 cut/DP.uclzslr42s

Location : sANTEJ

Company : suNRtsE

Sr. No.l ,,. T""t , :, l 
rl

1.00 DESCRIPTION YELLOW COLOURED ROUND SHAPED FILM

COATED BICONVEX TABLET WITH BOTH SIDE

PLAIN.

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

'2.00 WEIGHT OF 20 TABLETS 3.77s4 GM 3.8000 GM 17.5 %

3.00 AVERAGE WEIGHT (TABLET) 188.77 MG 190.0 MG t 7.5 %

4.00 UNIFORMITY OF WEIGHT COMPLIES AVG. WT. OF TABLET t 7.5 %

NOT MORE THAN 2 OF INDIVIDUAL TABLETS

WEIGHTS DEVIATE FROM THE AVERAGE WEIGHT t
7.5 % AND NONE DEVIATE FROM THE AVERAGE
WEIGHT t 1O.O %

, 5.00 TH ICKNESS 3.86 MM 4.0 r 0.3 MM

6.00 DISINTEGRATION TIME 01 MrN L5 SEC NMT 30 MINUTES

7.00 IDENTIFICATION A. THE PRINCIPAL SPOT IN THE CHROMATOGRAM
oBTATNED W|TH SOLUTTON (1) tS CORRESPONDS

IN POSITION AND SIZE TO THAT IN THE
CHROMATOGRAM OBTAINED WITH SOLUTION
(2l..

B. IN THE ASSAY, THE PRINCIPAL PEAK IN THE
CHROMATOGRAM OBTAINED WITH SOLUTION (1)
IS HAVE THE SAME RETENTION TIME AS THE
PRINCIPAL PEAK IN THE CHROMATOGRAM
OBTAINED WITH SOLUTION (2)

A. THE PRINCIPAL SPOT IN THE CHROMATOGRAM
oBTATNED WITH SOLUTTON (1) CORRESPOND tN
POSITION AND SIZE TO THAT IN THE
cHROMATOGRAM OBTATNED WtTH SOLUTTON (2).

B. IN THE ASSAY, THE. PRINCIPAL PEAK IN THE

CHROMATOGRAM OBTAINED WITH SOLUTION (1}
SHALL HAVE THE SAME RETENTION TIME AS THE
PRINCIPAL PEAK IN THE CHROMATOGRAM
oBTATNED W|TH SOLUTTON (2)

8.00 DISSOLUTION AVG : 85.31 %

MIN : 85.60 %

MAX:87.82% ,d/€.,ffi,

NLr 7s % (Q)
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QUALITY CONTROL DEPARTMENT
THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM-3g(RUtE 150-E(F))

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Page 2 ol 2

Product

Packing

Generic

Name

Name

ZHEWTRA-2o TABIET

10x10 TAB

VARDENAFIL TABLETS BP 20MG

ZHEWOl

sE-1019

50,000.00 TAB

1.00 Strip

49,5oO.OO TAB

Mlt Ot.'. oI/24

Exp. Dt.: 12125

TestAs per: BP

Product Code

Batch No.

Actual Batch Size

Sample Size

Released Qty.

A.R. No. : FPE23o34o

Release Dt. I 02-02-2024

T.R. Slip No. : FGrESr2300s90

T.R. SliP Dt. .02-02-2024

Specification No. : sPc/FPlzHEwoUo6

Specification Dt. z o2-o+2o22

STP No. : MOAIFPIZHEW1II}6

Mfg. [ic. No. i culDRUGl2slL42s

Location : sANTg

Company : suNRlsE

5r, NO. :.......i ,:: ; 1iiffi-.ii.E:=:'',1?i iiii ,,:

9.00 UNIFORMITY OF CONTENT AYG:94.21%
MIN : 91.91 %

MAX :95.25 %

85.O%ro.1t5.O%

10.00 RELATED SUBSTANCES ANY PEAK DUE TO IMPURITY A : NOT DETECTED

AREA OF ANY PEAK DUE TO IMPURITY 2 : NOT

DETECTED

a

AREA OF ANY OTHER SECONDARY : NOT
DETECTED

SUM OF THE AREAS OF ALL SECONDARY PEAKS;
NOT DETECTED

LAB: HITECH LABORATORY

R. No. : HTVD/FP l24oLzoo19
DArE:24/Otl2O24

ANY PEAK DUE TO IMPURITY A : NMT 0.5 %

AREA OF ANY PEAK DUE TO IMPURIW 2 : NMT 0.3
%

AREA OF ANY OTHER SECONDARY : NMT 0.2 %

SUM OF THE AREAS OF ALL SECONDARY PEAKS :

NMT 1.2 %

11.00 ASSAY

19.81 MG

99.05%

EACH FILM COATED TABLET CONTAINS :

VARDENAFIL HYDROCHLORIDE TRIHYDRATE BP

EQ. TO VARDENAFIL 2O.O MG

I LIMIT: 18.0 MG To 22.0 Mc ]

I BET: 9O.b %rO L:.J;,.O%.1

Conclusion : The above sample complies as per BP. "This computer generated a".tifi..t" of an"lyri, i, u-.lid *ithort ,ignrtr*-
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