SUNRISE REMEDIES PVT LTD

Sunrise

BLOCK NO.2244, OPP. SHAH ALLOYS LTD, AT-SANTEJ,
TAL.:KALOL- District : GANDHINAGAR State : GUJARAT -382721
Phone(0) :2764'286719 E-Mail:-accounts@sunriseremedies.in
REG.OFF.: 104, SAHJANAND COMPLEX,,NR. THALTEJ CROSS ROAD,,S.G.HIGHWAY, AHMEDABAD-380059

QUALITY CONTROL DEPARTMENT ‘ Page 1 of 6
THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM 39(RULE 150- ElF))

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Product Name : MALEGRA-100 ORAL JELLY (SEVEN FLAVOURS) AR.No. : FPE240023

‘ Release Dt. : 17-04-2024
Packing "1 1X7 POUCH : T.R. Slip No. : FGTEST2400043
Generic Name . : SILDENAFIL ORAL JELLY 100 MG ] . ' T.R. Slip Dt. :+ 17-04-2024

‘|Product Code : MALE28 Mfg. Dt.: 04/24 Specification No. : SPC/FP/MALE28/03
Batch No. 1 MJ1424 ‘ Exp. Dt.: 03/27 Specification Dt. : 21-08-2023
Actual Batch Size : 35,000.00 poucH Test As per : IHS STP No. « MOA/FP/MALE28/03
Sample Size : 100 Pack ' Mfg. Lic. No. : GUJ/DRUG/25/1428
Released Qty.  : 34,930.00 POUCH Location : SANTE!
Company . SUNRISE

__ Specification

1.00 DESCRIPTION ' ) : MALEGRA-100 ORAL JELLY ( 7 FLAVOURS)

1.0 : BANANA FLAVOUR : LIGHT YELLOW COLOUR 1.0 : BANANA FLAVOUR - LIGHT YELLOW COLOUR
FLAVOURED JELLY ‘ FLAVOURED JELLY.

2.0 : BUTTERSCOTCH FLAVOUR : LIGHT BROWN 2.0 : BUTTER SCOTCH FLAVOUR - LIGHT BROWN

COLOUR FLAVOURED JELLY COLOUR FLAVOURED JELLY .
3.0 : MANGO FLAVOUR : YELLOW COLOUR 3.0 : MANGO FLAVOUR - YELLOW COLOUR
FLAVOURED JELLY FLAVOURED JELLY.
4.0 : ORANGE FLAVOUR : ORANGE COLOUR 4.0 : ORANGE FLAVOUR - ORANGE COLOUR
FLAVOURED JELLY FLAVOURED JELLY .

‘ 5.0: PINEAPPLE FLAVOUR : YELLOW COLOUR 5.0 : PINEAPPLE FLAVOUR - YELLOW COLOUR
FLAVOURED JELLY FLAVOURED JELLY.

6.0 : RASPBERRY FLAVOUR : LIGHT PINK COLOUR | 6.0 : RASPBERRY FLAVOUR - LIGHT PINK COLOUR

FLAVOURED JELLY FLAVOURED JELLY.
7.0 : STRAWBERRY FLAVOUR : PINK COLOUR 7.0 : STRAWBERRY FLAVOUR - PINK COLOUR

EAVOUREDJELLY . FLAVOURED JELLY.
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: THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM-39(RULE 150-E(F))
FINISHED PRODUCT CERTIFICATE OF ANALYSIS

2,00 [pH
1.0 : BANANA FLAVOUR : 5.83

2.0 : BUTTERSCOTCH FLAVOUR : 5.77
3.0 : MANGO FLAVOUR : 5.83

4.0 : ORANGE FLAVOUR : 5.84

5.0 : PINEAPPLE FLAVOUR : 5.92

ézo : RASPBERRY FLAVOUR : 5.80

7.0 : STRAWBERRY FLAVOUR : 5.84

Product Name MALEGRA-100 ORAL JELLY (SEVEN FLAVOURS) A.R. No. : FPE240023

Release Dt. : 17-04-2024
Packing 1X7 POUCH T.R. Slip No. : FGTEST2400043
Generic Name :  SILDENAFIL ORAL JELLY 100 MG T.R. Slip Dt. : 17-04-2024
Product Code MALE28 Mfg. Dt. : 04/24 Specification No. : SPC/FP/MALE28/03 .
Batch No. . MI1424 Exp. Dt.: 03/27 Specification Dt. : 21-08-2023
Actual Batch Size . 35,000.00 PouCH Test As per : IHS STP No. : MOA/FP/MALE28/03
Sample Size 1.00 Pack Mfg. Lic. No. : GUI/DRUG/25/1428
Released Qty. 34,930.00 POUCH Location : SANTEJ

Company . SUNRISE

Result _ Specification

(BET: 4.50 T0 6.00) _

1.0 : BANANA FLAVOUR

2.0: BUTTER SCOTCH FLAVOUR
3.0 : MANGO FLAVOUR

4.0 : ORANGE FLAVOUR

5.0 : PINEAPPLE FLAVOUR

6.0 : RASPBERRY FLAVOUR

7.0 : STRAWBERRY FLAVOUR

3.0077;LLED VOLUME
1.0 : BANANA FLAVOUR : 4.9888 GMS

2.0 : BUTTER SCOTCH FLAVOUR : 5',0062 GMS
3.0: MANGO‘FLAVOUR 14,9221 GMS

4.0 : ORANGE FLAVOUR : 4.9922 GMS

5.0 : PINEAPPLE FLAVOUR : 5.0703 GMS

6.0 : RASPBERRY FLAVOUR : 5.0761 GMS .~

4.75 GMS TO 5.25 GMS
1.0 : BANANA FLAVOUR
2.0: BUTTER SCOTCH FLAVOUR
3.0: MANGO FLAVOUR
4.0 : ORANGE FLAVOUR

5.0 : PINEAPPLE FLAVOUR

: 6.0 : RASPBERRY FLAVOUR,
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QUALITY CONTROL DEPARTMENT Page 3 of 6
' THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM- 39(RULE 150-E(F))
FINISHED PRODUCT CERTIFICATE OF ANALYSIS
Product Name MALEGRA-100 ORAL JELLY (SEVEN FLAVOURS) A.R. No. : FPE240023
Release Dt. : 17-04-2024
Packing 1X7 POUCH T.R. Slip No. : FGTEST2400043
Generic Name  : SILDENAFIL ORAL JELLY 100 MG T.R. Slip Dt. : 17-04-2024
Product Code MALE28 Mfg. Dt. : 04/24 Specification No. : SPC/FP/MALE28/03 -
Batch No. : MJ1424 Exp. Dt. : 03/27 Specification Dt. : 21-08-2023
-|Actual Batch Size . 35,000.00 PouCH Test As per : IHS STP No. : MOA/FP/MALE28/03
Sample Size 1.00 Pack Mfg. Lic. No. ! GUJ/DRUG/25/1428
Released Qty. 34,930.00 POUCH Location : SANTEJ
‘ Company : SUNRISE
Sr. No. Test ~ Result Specnflcatlon
7.0 : STRAWBERRY FLAVOUR : 5.0111 GMS 7.0 : STRAWBERRY FLAVOUR
4.00 |ASSAY ’ EACH 5 GM CONTAINS :
SILDENAFIL CITRATE EQ. TO
SILDENAFIL ~ 100.0 MG
[ LIMT : 90.0 MG TO 110.0 MG ]
[BET:90.0% TO 110.0% ]
1.0:99.33 MG 1.0 : BANANA FLAVOUR
99.33%
2.0:100.51 MG 2.0 : BUTTER SCOTCH FLAVOUR
100.51 %
3.0:99.59 MG 3.0 : MANGO FLAVOUR
99.59 %
4.0:98.36 MG 4.0 : ORANGE FLAVOUR
98.36 %
5.0:100.15 MG 5.0 : PINEAPPLE FLAVOUR
100.15 %
6.0:98.96 MG 6.0 : RASPBERRY FLAVOUR
" 98.96% :
7.0: 97.66 MG 7.0 : STRAWBERRY FLAVOUR
R . o 97.66 % N )
5.00 |MICROBIAL CONTAMINATION 1.0 : BANANA FLAVOUR 2.0 : BANANA FLAVOUR
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Page 4 of 6

THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM-39(RULE 150-E(F))

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Product Name

Packing

Generic Name

Product Code
Batch No.

Sample Size
Released Qty.

Sr. No.

JANAK PATIDAR

Actual Batch Size .

TR T—
Diours =

SR:QC-OFFICER.

Result

2.0 : BUTTER SCOTCH FLAVOUR

3.0 : MANGO FLAVOUR

MALEGRA-100 ORAL JELLY (SEVEN FLAVOURS) AR.No. : 'FPE240023
Release Dt. : 17-04-2024
1X7 POUCH T.R. Slip No. : FGTEST2400043
: SILDENAFIL ORAL JELLY 100 MG T.R. Slip Dt. : 17-04-2024
MALE28 ) Mfg. Dt. : 04/24 Specification No. : SPC/FP/MALE28/03
MJ1424 . Exp. Dt.: 03/27 Specification Dt. : 21-08-2023
35,000.00 POUCH Test As per : IHS STP No. : MOA/FP/MALE28/03
1.00 Pack Mfg. Lic.'No. : GUJ/DRUG/25/1428 "
34,930.00 POUCH Location : SANTEJ
Company : SUNRISE

Speclfl catlon

TOTAL COMBINED MOULD / YEAST COUNT : NMT

35 CFU/GM TOTAL AEROBIC MICROBIAL COUNT : NMT 102
CFU/GM

<10 CFU/GM

. 10" CFU/GM
ABSENT/GM E.COLI SHOULD ABSENT /GM
ABSENT/10 GM SALMONELLA SHOULD ABSENT /10 GM
ABSENT/GM P. AERUGINOSA SHOULD ABSENT /GM
ABSENT/GM ° S.AUREUS SHOULD ABSENT/GM

2.0 : BUTTER SCOTCH FLAVOUR

TOTAL COMBINED MOULD / YEAST COUNT ‘NMT

<10 CFU/GM TOTAL AEROBIC MICROBIAL COUNT : NMT 102

: CFU/GM
<10 CFU/GM

10" CFU/GM .

ABSENT/GM E.COLI SHOULD ABSENT /GM
ABSENT/10 GM | SALMONELLA SHOULD ABSENT /10 GM
ABSENT/GM P. AERUGINOSA SHOULD ABSENT /GM
ABSENT/GM S.AUREUS SHOULD ABSENT/GM

3.0 : MANGO FLAVOUR

’MA’YUR
_ | SR. QC-EXECUTIVE

<10 CFU/GM TOTAL AEROBIC MICROBIAL COUNT : NMT 10?
CFU/GM
<10 CFU/GM | TOTAL coMBINED MOULD / YEAST COUNT : NMIT
' 110 CFU/GM
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SUNRISE REMEDIES PVT LTD
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QUALITY CONTROL DEPARTMENT

Page 5 of 6

THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM-39(RULE 150- E(F))

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Product Name

Packing

Generic Name

Product Code
Batch No.

Actual Batch Size .
Sample Size
Released Qty.

MALEGRA-100 ORAL JELLY (SEVEN FLAVOURS)

1X7 POUCH

: SILDENAFIL ORAL JELLY 100 MG

MALE28
. MI1424

35,000.00 POUCH
1.00 Pack

34,930.00 POUCH

@Proq[zl

JANAK PATIDAR
SR.QC-OFFICER

Mfg. Dt. : 04/24
Exp. Dt.: 03/27
Test As per : IHS

ABSENT/GM
ABSENT/10 GM
ABSENT/GM
ABSENT/GM

4.0 : ORANGE FLAVOUR
25 CFU/GM

<10 CFU/GM .
ABSENT/GM
ABSENT/10 GM
ABSENT/GM
ABSENT/GM _

5.0 : PINEAPPLE FLAVOUR
<10 CFU/GM

<10 CFU/GM
ABSENT/GM
ABSENT/10 GM

ABSENT/GM -
ABSENT/GM

A.R. No. : FPE240023
Release Dt. . : 17-04-2024
T.R. Slip No. : FGTEST2400043
T.R. Slip Dt. : 17-04-2024

Specification No. : SPC/FP/MALE28/03
Specification Dt. : 21-08-2023

STP No. : MOA/FP/MALE28/03
Mfg. Lic. No. : GUJ/DRUG/25/1428
Location :.SANTEJ

Company- * SUNRISE

Specification

E.COLI SHOULD ABSENT /GM
SALMONELLA SHOULD ABSENT /10 GM
P. AERUGINOSA SHOULD ABSENT /GM
S.AUREUS SHOULD ABSENT/GM

4.0 : ORANGE FLAVOUR

TOTAL AEROBIC MICROBIAL COUNT : NMT 102
CFU/GM

TOTAL COMBINED MOULD / YEAST COUNT : NMT
10' CFU/GM

E.COLI SHOULD ABSENT /GM
SALMONELLA SHOULD ABSENT /10 GM
P. AERUGINOSA SHOULD ABSENT /GM
S.AUREUS SHOULD ABSENT/GM

5.0 : PINEAPPLE FLAVOUR'

TOTAL AEROBIC MICROBIAL COUNT : NMT 102
CFU/GM

TOTAL COMBINED MOULD/YEAST COUNT : NMT
10" CFU/GM

E.COLI SHOULD ABSENT /GM
SALMONELLA SHOULD ABSENT /10 GM
P. AERUGINOSA SHOULD ABSENT /GM

.. | S.AUREUS SHOULD ABSENT/GM
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6.0 : RASPBERRY FLAVOUR

7.0 : STRAWBERRY FLAVOUR

QUALITY CONTROL DEPARTMENT Page 6 of 6
THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM-39(RULE 150- E(F)) :

FINISHED PRODUCT CERTIFICATE OF ANALYSIS
Product Name - MALEGRA-100 ORAL JELLY (SEVEN FLAVOURS) A.R. No. : FPE240023

Release Dt. :.17-04-2024
Packing 1X7 POUCH T.R. Slip No. : FGTEST2400043
Generic Name . SILDENAFIL ORAL'JELLY 100 MG T.R. Slip Dt. : 17-04-2024
Product Code MALE28 Mfg. Dt. : 04/24 Specification No. : SPC/FP/MALE28/03
Batch No. : MJ1424 Exp. Dt.: 03/27 Specification Dt. : 21-08-2023
Actual Batch Size ; 35,000.00 poucH * Test As per : IHS STP No. : MOA/FP/MALE28/03
Sample Size 1.00 Pack Mfg. Lic. No. : GUJ/DRUG/25/1428
Released Qty. 34,930.00 POUCH Location : SANTEJ

Company : SUNRISE

Specification

6.0 : RASPBERRY FLAVOUR :

20 CFU/GM TOTAL AEROBIC MICROBIAL COUNT : NMT 102
CFU/GM

<10 CFU/GM TOTAL COMBINED MOULD / YEAST COUNT : NMT
10" CFU/GM

ABSENT/GM E.COLI SHOULD ABSENT /GM

ABSENT/10 GM SALMONELLA SHOULD ABSENT /10 GM

ABSENT/GM P. AERUGINOSA SHOULD ABSENT /GM

ABSENT/GM S.AUREUS SHOULD ABSENT/GM

7.0 : STRAWBERRY FLAVOUR

55 CFU/GM TOTAL AEROBIC MICROBIAL COUNT : NMT 102
: CFU/GM

<10 CFU/GM - TOTAL COMBINED MOULD / YEAST COUNT NMT
' 10' CFU/GM
ABSENT/GM E.COLI SHOULD ABSENT /GM
ABSENT/10 GM SALMONELLA SHOULD ABSENT /10 GM
ABSENT/GM P. AERUGINOSA SHOULD ABSENT /GM
ABSENT/GM S.AUREUS SHOULD ABSENT/GM

Co‘ncluslon The above sample complles as per IHS “Thls computer generated certificate ofanaly5|s is-valid W|th0ut signature”
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