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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle RELATED SUBSTANCES OF PARACETAMOL IN GRIPEX SACHET
Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Parameter LINEARITY and RANGE Exp.Date Nov-26

Each 4.5 gm sachet contains:
Paracetamol BP
Chlorphenamine Maleate BP ---------------
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP---------comeeeeen

Balance ID : ST/QC/EQ/041 WS No.:

Instrument ID: ST/QCLC/005 ST/WS/23/012 % Purity (aib)
Linearity Level-I : 75.14 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-0.30056, 2 ml to ---> 250 ml to ---> 1 ml to ---> 1
Linearity Level-II : 75.14 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-1.5028 2 ml to ---> 50 ml to ---> 1 ml o ---> 1
Linearity Level-III : 75.14 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-2.2542 3 ml to ---> 50 ml to ---> 1 ml fo ---> 1
Linearity Level-IV : 75.14 mg to ---> 100 ml o ---> 5 ml to ---> 100
Std.conc (in ppm)-3.0056 4 ml to ---> 50 ml to ---> 1 ml to ---> 1
Linearity Level-V : 75.14 mg to ---> 100 ml o ---> 5 ml o ---> 100
Std.conc (in ppm)-3.757 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Linearity Level-VI : 75.14 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-4.5084 6 ml o ---> 50 ml to ---> 1 ml to ---> 1
No.of injections. 100% 125% 150%
1 6171 31248 46207 61661 79436 91785
2 6137 31311 - 46023 61500 79404 91926
3 6081 31201 46143 61625 79346 91751
Average 6130 31253 46124 61595 79395 91821
RSD% 0.741 0.177 0.203 0.137 0.057 0.101
¥.5.20611x.+.63.901
R?=0.9989
I 0.301 6130 -
o.
T 1.503 31253 % 4B1s95
IIT 2.254 46124 ﬁ
v 3.006 61595 g
v 3.757 79395 g
VI 4.508 91821
Results :
1)Squared correlation coefficient of Paracetamol
2)InRange , %RSD of areas at 10%,50%, 75%, 100%, 125 & 150% levels within limits.
Acceptance criteria:
1) To conclude the linearity, the squared correlation coefficient (%) should be Not less than 0.995
2) To conclude the range , %RSD of areas at 10%,50%, 75%, 100%, 125 & 150% levels should be Not more than 2.0.
@)
Analysed by : E.MEENA @/ \\(}W Checked LOW
Date : 18-01-2024 \(?7\0 Date s




GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

RELATED SUBSTANCES OF PARACETAMOL IN GRIPEX SACHET

Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Parameter H LIMIT OF DETECTION and LIMIT OF QUANTITATION Exp.Date : Nov-26

Instrument ID:

ST/QCLC/005

Balance ID :

ST/QC/EQ/041

ST/WS/23/012

% Purity (aib)

Standard stock soln :

75.14

mg to ---> 100 ml to ---> 5 ml o ---> 100
Std.conc (in ppm)-37.57 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
.1
1 6171
2 6137
3 6081
Average 6130

LINEARITY GRAPH

46124
VI 4.508 91821 - /rﬁs
SUMMARY OUTPUT
Regression Statistics
Multiple R 0.999464138
R Square 0.998928563
Adjusted R Square 0.998660704
Standard Error 1156.585065
Observations 6
ANOVA
df SS MS F Significance F
Regression 1 4988649727 4988649727 3729.304552 4.30645E-07
Residual 4 5350756.054 1337689.013
Total 5 4994000483
Coefficients Standard Error t Stat P-value Lower 95% Upper 95% Lower 95.0% Upper 95.0%
Intercept 65.21559829 983.0536928 0.066339813 0.950290706  -2664.179015 2794.610212 -2664.179015 2794.610212
X Variable 1 20610.50569 337.5007342 61.06803216 4.30645E-07 19673.45343 21547.55795 19673.45343 21547.55795
RESIDUAL OUTPUT
Observation Predicted Y Residuals
1 6259.909188 -128.2425214
2 31038.68355 214.6497863
3 46525.41752 -401.084188
4 62012.1515 -416.8181624
5 77498.88547 1896.447863
6 92985.61944 -1164.952778
Results:
R2 VALUE 0.9989
CORRELATION COEFFICIENT R 0.9995
-1 RCEPT 1 5
Y-INTERCEP 64 OBSERVED LOD 0.099 0.166
SLOPE 20611 LoQ 0.301 0.502
LOD 0.166
LOQ 0.502 LOD 0.020 0.033
DETERMINED
STANDARD DEVIATION 1034 LoQ 0.040 0.067
Analysed by : E.MEENA ®/\O\\?\>‘ Ched] W
Date : 18-01-2024 \% Dat \\-9 \
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’ﬁ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : LINEARITY-RS
Sample ID : BLANK-RS
Data Filename 111012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-09.Icd
Method Filename : GRIPEX-RS_P.Ilcm
Batlch Filename : 11212024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb
Vial # i =
Injection Volume : 10 uL
Date Acquired 1 12-01-2024 00:28:12 Acquired by : E.MEENA
Date Processed 1 18-01-2024 19:40:20 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
e I - PDA Multi 1 220nm,4nm|
10000
0~ t— —_— S S - e
-10000 I T T T T T 7 T L I T T T T I T T T T I T L T T T . T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm ! i ,
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
Total

o D, 1
% 10 o)
Analysed By Ch ckedb‘;)

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-09.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: LINEARITY-RS
: PARACETAMOL-LINEARITY-10%-SPL-1

: 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-10.lcd
: GRIPEX-RS_P.Icm

: 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb

: 1-5

: 10 uL

1 12-01-2024 01:43:44
: 18-01-2024 19:40:21

: E.MEENA
1 C.K.SARAVANAN

Acquired by
Processed by

<Chromatogram>
’ozé&%gEx SACHET-MV-SST&LINEARITY-RS-SPL- 'ozljlgd?&gex__glgﬁET-Mv SST&LINEARITY-RS-SPL-
IS PDA Multi 1 220nm,4nm o PDA Multi 1 220nm,4nm
: = ] 2
- 1 B
5000- O 5000 O
] > ] &
] < <
, 2 | &
il - e
0 , %
N [
10031 3 — — —T— -5000+——— — e
0 25 50 0 25 50
min min
'OZ&&&}SEX SACHET—MV-SST&LINEARITY—RS—SPL—
3 PDA Multi 1 220nm,4nm
>
5000- O
=
, <
=%
O,; PR 0«%* . - =
o
—5000 ;"""T'"" 0 B ’j'* T - ] T
0 25 50
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID ' R.Time Area T. Plate ?T.Factor
5 RS-SPL-10.lcd PARACETAMOL-LINEARITY-10%-SPL-1  9.81 6171 15129  1.09
5 RS-SPL-11.lcd PARACETAMOL-LINEARITY-10%-SPL-2  9.83 6137 14987 = 1.10
5 'VRS—SVPL-12.IVcd PARACETAMOL-LINEARITY-10%- SPL—3 9.84 6081 15133 . 1.07
Average 9.82 6130 15083  1.09
! 0.122 0.741 0.5494 1.1 ¢
o \0\\‘>D
Analysed By

DAHPLC DATA-QCLC-005\DATA 2024\GRIFEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-10.Icd
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : LINEARITY-RS
Sample ID : BLANK-RS
Data Filename : 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-13.lcd
Method Filename  : GRIPEX-RS_P.Icm
Batlch Filename : 11‘?12024 GRIPEX SACHET-MV-RS-SST&LINEARITY.lcb
Vial # s 1-
Injection Volume  : 10 uL
Date Acquired :12-01-2024 04:45:38 Acquired by : E.MEENA
Date Processed 1 18-01-2024 19:40:21 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
200007 ~ PDA Multi 1 220nm,4nm
10000
|
0_%_.,,,M._J~—\h_ ocegies S
:
“10000 ‘ T T T ‘ L I N . | = 7]" = b 2 —m ‘ S . TR 7T""7IW e T T T f T T T ‘
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm i ,
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
Total
\\'),\>i \9@\‘»
@/\0 \u\
\® -
Analysed By cked By

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SFL-13.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: LINEARITY-RS

: PARACETAMOL-LINEARITY-50%-SPL-1
: 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-14.Icd
: GRIPEX-RS_P.Icm

: 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb

. 1-6

: 10 uL

: 12-01-2024 05:46:29
: 18-01-2024 19:40:21

: E.MEENA

: C.K.SARAVANAN

Acquired bz
Processed by

<Chromatogram>
02316562018EX SACHET—MV—SST&LINEARITY-RS-SPL—_ '}&ﬁ){ EX SACHET-MV-SST&LINEARITY-RS- SPL-
. 3 PDA Multi 1 220nm,4nm c;) PDA Multi 1 220nm,4nm
S
] & f <
5000 @) 5000 (@)
- é a é
= E
ot . of g
%0 . %
(=) . (=)
151 S —— : pny BBy T
0 25 50 0 25 50
min min
’023165&}8EX SACHET—MV-SST&LINEARITY-RS-SPL—_
3 PDA Multi 1 220nm,4nm
<
5000 | o)
] =
) <
| &
O g -_
J o
|
-5000-—— - —
0 25 50
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vlal# Title { Sample D ' R.Time | Area ~T. Plate _fT.Facth
6 RS- SPL—14 ICd PARACETAMOL—LINEARITY— 50%-SPL-1 . 9.82 3}248 14787 | 1.09
6 RS-SPL-15.lcd |  PARACETAMOL-LINEARITY-50%-SPL-2 ~ 9.84 3iail 14723 | 1.09
6 RS-SPL-16. ch PARACETAMOL—LINEARITY-SO% SPL-3 | 9.83 31201 14777 | 1.09
Average | 9.83 | 31253 14762 1.09
\‘% %RSD | '~ 0.089 0.177 0.236 |
g R
Q\\O\
Analysed B Checked
y y

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-1 4.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: LINEARITY-RS
: BLANK-RS

: GRIPEX-RS_P.Icm

1 1-4

10 uL

:12-01-2024 08:48:23
1 18-01-2024 19:40:22

Processed

: 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-17.lcd
: 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Ich

Acquired b : E.MEENA
by

: C.K.SARAVANAN

<Chromatogram>
uAU

20000

'10000 } T T T I T T T T | T

0 10 20

<Peak Table>

PDA Ch1l 220nm
Peak#

Total

Name R.Time Area

60"

Analysed By

30

T T T = "I - i . (. jf Y"ﬁ""’hli'Tﬁ
40 50
min

Area% T. Plate ' T.Factor Resolution R.R.T

\0\\ 50 by

Checked By

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-17.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: LINEARITY-RS

: PARACETAMOL-LINEARITY-75%-SPL-1
: 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-18.lcd

: GRIPEX-RS_P.Ilcm

: 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Ich

1 1-7

: 10 uL

1 12-01-2024 09:48:55
: 18-01-2024 19:40:23

Acquired by
Processed by

g =
2 G

MEENA
K.SARAVANAN

<Chromatogram>
&&%SEX SACHET-MV-SSTBLINEARITY-RS-SPL-
3 PDA Multi 1 220nm,4nm
p>
| B
5000~ 3}
] lé
4 <
=
07__)\__7th§  ———
] =N
-sooojﬁ*‘—lif e ‘ T : i
0 25 50

min

’0231 &ﬁ}gEX SACHET-MV-SST&LINEARITY-RS-SPL-.

S PDA Multi 1 220nm,4nm
=
-
5000 O
] )é
<
. | =
O‘ﬂL_ag(%( N |
' o
-5000’ T | R 'T'if?i'!' =5 S { ”7'7 — T
0 25 50
min
<< PDA >>
ID#1 Compound Name PARACETAMOL
iVlaI# Title ! Sample ID

7 RS-SPL-18.Icd PARACETAMOL-LINEARITY-75%-SPL-1
7 RS-SPL-19.Icd

Average

@/\0 \\f)’\%) RS D

Analysed By

}PARACETAMOL-LINEARITY—75% -SPL-2 9.84
7  RS-SPL-20.lcd| PARACETAMOL-LINEARITY-75%-SPL-3

Sl(%QOI EX SACHET—MV -SST&LINEARITY-RS- SPL-
3 PDA Multi 1 220nm,4nm
: |
] B ;
5000 |®] 1
] = ,
E |
’\
I U 7= e )
(LR = S —
| o \
I
-5000 P — —
0 25 50
min
R.Time: Area T. Plate _T Factor
9.83 46207 14758 ‘ 1.07
, 46023 148}6 | 1. 07
- 9.84 46143 14798 1.07
- 9.84 46124 14791 1, 07
. 0.068  0.203 0.200 M7
e
Checked By

D:AHPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-18.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

: LINEARITY-RS
: BLANK-RS

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial # 1 1-4

Injection Volume  : 10 uL

Date Acquired :12-01-2024 12:50:33
Date Processed : 18-01-2024 19:40:24

: GRIPEX-RS_P.Ilcm

: 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-21.lcd
: 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb

Acquired by
Processed by

: E.MEENA
: C.K.SARAVANAN

<Chromatogram>
uAU

20000 S

10000

- UL SR =‘..

sl

-10000- g —r—
20

o
[
o

<Peak Table>

PDA Ch1l 220nm
Peak# Name

Total

R.Time

™
@\6\0\\

Analysed By

D:AHPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-21.lcd

PDA Multi 1 220nm,4nm

min

Area Area% T. Plate ' T.Factor Resolution R.R.T

2\

Checked By

\\»Y
)
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial # 1 1-8
Injection Volume : 10 uL

: LINEARITY-RS
: PARACETAMOL-LINEARITY100%-SPL-1

$ 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-22.Icd
: GRIPEX-RS_P.Icm

: 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Ich

Date Acquired
Date Processed

1 12-01-2024 13:51:07
1 18-01-2024 19:40:24

Acquired by
Processed by

: E.MEENA
: C.K.SARAVANAN

<Chromatogram>
'02316-62018EX SACHET—MV-SST&LINEARITY—RS-S‘PL-; EX SACHET-MV-SST&LINEARITY-RS-SPL-,
= PDA Multi 1 220nm,4nm . g‘ PDA Multi 1 220nm ,4nm
=
5000 O 5000 O
. T
07;"—{_’_ - 04_.;*‘,#}_;,, - - _—
i % : %
- (=) - (=2}
-50007'7ﬁ‘r*ﬁ7"' 1'77]"”"1 =i i . L -SOOG | T T T L [ ';"’ T
25 50 0 25 50
min min
’02316?&)18EX SACHET-MV-SST&LINEARITY-RS-SPL-,
3 PDA Multi 1 220nm,4nm
=
] =
5000~ S
E
<
[~}
0,741_,}‘% [ S
o
-5000- —— 71—
0 25 50
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title [ Sample ID ~R.Time  Area ~ T. Plate T.Factor
8 RS-SPL-22.Icd| PARACETAMOL-LINEARITY100%-SPL-1  9.81 61661 14652 | 1.07
8 RS-SPL-23.lcd PARACETAMOL-LINEARITY100%-SPL-2  9.83 61500 14746 | 1.07
8 RS-SPL-24. lcd | PARACETAMOL-LINEARITY100%-SPL-3  9.83 61625 14721  1.07
Average  9.82 61595 14706 | 1.07
SDw 0.109  0.137 0.331  0.167

o

Analysed By

Che

LoV
\

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-22.Icd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : LINEARITY-RS
Sample ID : BLANK-RS
Data Filename 111012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-25.lcd
Method Filename : GRIPEX-RS_P.Icm
Batlch Filename : 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Ich
Vial # :1-4
Injection Volume : 10 uL
Date Acquired 1 12-01-2024 16:52:47 Acquired by : EEMEENA
Date Processed 1 18-01-2024 19:40:25 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
0T ~ PDAMulti1 220nm,4nm
|
| 7
10000
i
O* A NS —
-10000 T T I T T T T I T T T T I T T T I L T T T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm :
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
Total
®/\0\\7’\} \\7/0
2 &
Analysed By Checked QQ

D:AHPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-25 Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

. LINEARITY-RS
: PARACETAMOL-LINEARITY125%-SPL-1

: 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-26.lcd
¢ GRIPEX-RS_P.Icm

: 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Ich

Vial # :1-9
Injection Volume : 10 uL
Date Acquired 1 12-01-2024 17:53:21 Acquired by : E.MEENA
Date Processed : 18-01-2024 19:40:26 Processed by : C.K.SARAVANAN
<Chromatogram>
’0231&0“(}85)‘ SACHET-MV-SST&LINEARITY-RS-SPL-, !02388?& EX SACHET-MV-SST&LINEARITY-RS-SPL-,
5 PDA Multi 1 220nm,4nm ] § PDA Multi 1 220nm,4nm
=
] £ ] =
5000 @) 5000~ Iu
|2 ] =
N ' << i <
1< s
07.,4;A§7}l¥£7*\<*,,,,7;.,77*_—»;__ OAWA_LM,Z(\Z%‘, _ e I
® 1 %
[N 4 [N
_5000 ! B TEERES RS S | T I T T ! T -50007 T T ) ] T i i T
0 25 50 0 25 50
min min
’0231(%?018EX SACHET—MV-SST&LINEARITY-RS-SPL—.'
2 PDA Multi 1 220nm,4nm
T
5000 )
>
<
|
0’* =/ 3 J)‘{vﬁ _ S _—
o
SR =t F—— I
0 25 50
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
3Vial# T|tIe } Sample ID R.Time i Area T. Plate ET.Factor
9 RS-SPL-26.lcd | PARACETAMOL—LINEARITY125% SPl-1| 9.83 79436 14641 1”7"1/.7077
9 RS-SPL-27. ch PARACETAMOL-LINEARITY125% SPL—2 9.83 | 79404 - 14617 ‘ 1.07
9 RS-SPL-28. ch  PARACETAMOL-LINEARITY125%- SPL—3 9.82 79346 14663 ! 1.07
Avreraige. | 9.83 | 79395 14640 | 1.07
%RSD - 0.045 0.057 0.155 |

@@O\\ﬁ{?

Analysed By

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-26.Icd
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é GENERIC HEALTHCARE PVT. LTD.

Analysis‘ Report

<Sample Information>

Sample Name : LINEARITY-RS
Sample ID : BLANK-RS
Data Filename : 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-29.Icd
Method Filename : GRIPEX-RS_P.lcm
Batlch Filename : 11‘?12024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb
Vial # :1-
Injection Volume  : 10 uL
Date Acquired 1 12-01-2024 19:54:46 Acquired bg : E.MEENA
Date Processed 1 18-01-2024 19:40:26 Processed by 1 C.K.SARAVANAN
<Chromatogram>
uAU
20000 - * " PDA Multi 1 220nm, 4nm
7t |
)
10000
Oivﬁf;éjxf,,__,k.,‘,, N o B S
7
—10000 T ¥ T [ T T [ T T T T ] T T T T |’ T Sl LS 'T’"'*"’f L B I E—
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
Total

y’
ol M\)\\»@
Analysed By C ed by

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-29.Icd
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’Wm GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : LINEARITY-RS
Sample ID : PARACETAMOL-LINEARITY150%-SPL-1
Data Filename : 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-30.lcd

Method Filename : GRIPEX-RS_P.Icm

Batch Filename : 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb

Vial # 1 1-10

Injection Volume : 10 uL

Date Acquired 1 12-01-2024 20:55:45 Acquired bg
Date Processed 1 18-01-2024 19:40:27 Processed by

: E.MEENA
: C.K.SARAVANAN

<Chromatogram>

1024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-.  '024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-.
’ PDA Multi 1 220nm,4nm

mAU PDA Multi 1 220nm,4nm

\

|

mAU

-

5_

9.831 / PARACETAMOL

\
e

i
[
|
|
|
|
|
|
|
|
|
[
|

o
N |
w
vl
o

min

2024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-,

mAU é PDA Multi 1 220nm,4nm
&
57'i & |
, = }
| <
1‘] & |
0+ |
o T e T 1 T
0 25 50
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID

10 ?RS-SPL—30.ch PARACETAMOL-LINEARITY150%-SPL-1

10 RS-SPL-31.lcd PARACETAMOL-LINEARITY150%-SPL-2

10 RS-SPL-32.lcd ' PARACETAMOL-LINEARITY150%-SPL-3
| Average |
%RSD

L’ @2t

Analy\sed By

<
d

~R.Time
. 9.83
9.83
. 9.83
9.83

\
=
e

9.830 / PARACETAMOL

| 0.014

25

Area
91785
91926
91751
91820
0.101

50
min

T. Plate T.Factor

14681
14657
14614
14651
0.233

1.07
1.06
1.06
1.06

10.038 \ 0.8

O\
ecked By

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-30.lcd
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ﬁ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : LINEARITY-RS
Sample ID : PARACETAMOL-RS-STD-BKT
Data Filename : 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-33.lcd
Method Filename : GRIPEX-RS_P.lcm
Batlch Filename ; 115)12024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb
Vial # D 1-
Injection Volume : 10 uL
Date Acquired 1 12-01-2024 23:59:09 Acquired by : E.MEENA
Date Processed 1 18-01-2024 19:40:27 Processed by 1 C.K.SARAVANAN
<Chromatogram>
uAU
Lk ; 3 PDA Multi 1 220nm,4nm
= 1
. =
98]
)
| <
! o
5000 jia ,
]g |
] @ ;
& :
]
0“."“‘ - . R _ o
i
|
| |
-500077' L L L 7?’ T T I T T T T | T T T T | T T T T [ T T T T “
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm v
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PARACETAMOL 9.83 64157 100.00 14651 1.065 -- --
Total 64157 100.00

o™ Qe

Analysed By Checked By

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-33.lc
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P GENERIC HEALTHCARE PVT.LTD
m QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Tittle RELATED SUBSTANCES OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Parameter g SYSTEM SUITABILITY Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Paracetamol BP
Chlorphenamine Maleate BP --------ennnnem
Phenylephrine Hydrochloride BP
Ascorbic Acid BP-----------mmemeeee

ED SUBSTANCES OF

Instrument ID: ST/QCLC/005 !Balunce b: | ST/QC/EQ/041 WS No.: |ST/WS/23/012 l% Purity (aib)

Standard dilution : 60.32 mg to ---> 100 ml to ---> 5 ml to ---> 100

Std.conc (in ppm)-3.016 5 ml to ---> 50 ml to ---> 1 ml to ---> 1

. V | Resolution 1 /R‘;esolu’ﬁon
| Retention time Tailing factor | (Ascorbic acid + ' (Phenylephrine +
. . N | Paracetamol)
1 9.90 64279 15297 1.06
2 9.89 64374 15262 1.06
3 9.90 64148 15239 1.06 4.149 37 20.917
4 9.90 64172 15187 1.06 :
5 9.90 64219 15119 1.06
6 9.90 64258 15208 1.07
Average 9.898 64242 15219 1.06
RSD % 0.041 0.127 Not applicable Not applicable
Results :
1) % RSD of area of Paracetamol peak 0.127
2) Tailing factor for Paracetamol peak 1.06
3) Theoritical plates for Paracetamol peak 15219
4) Resolution between Ascorbic acid and Chlorpheniramine Maleate 4.149
5) Resolution between Chlorpheniramine Maleate and Phenylephrine Hcl 3.700
6) Resolution between Phenylephrine Hel and Paracetamol 20.917

Acceptance criteria:

1) % RSD of area of Paracetamol peak in Six replicate Standard injections should not be more than 5.0.
2) Tailing factor for Paracetamol peak in Standard injection should not be more than 2.0.

3) Theoretical plate for Paracetamol peak in standard injection should not be less than 2000.

4) Resolution between Ascorbic acid and Chlorpheniramine, Chlorpheniramine and Phenylephrine, Phenylephrine Hel and Paracetamol should not less
than 2.0.

Analysed by : E.MEENA O\\g\x

Date : 18-01-2024
\
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’él GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SYSTEM SUITABILITY-RS
Sample ID : BLANK-RS
Data Filename 1 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-01.lcd
Method Filename : GRIPEX-RS_P.lcm
Batlch Filename : 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb
Vial # 1 1-1
Injection Volume : 10 uL
Date Acquired : 11-01-2024 15:31:37 Acquired by . E.MEENA
Date Processed 1 18-01-2024 19:40:18 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
20000?7"ﬂ77% o o PDA Multi 1 220nm,4nm|
1ooooﬁ
O;J;. R o — — S
-10000 ‘ T T T T T T T T | T T | T T T T I T T T T T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
Total
\® o\

Analysed By Cﬁecke&(\ay

D:AHPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-01.lcd
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él GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SYSTEM SUITABILITY-RS
Sample ID : RESOLUTION SOLUTION
Data Filename : 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-02.lcd
Method Filename : GRIPEX-RS.lcm
Batlch Filename 1 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb
Vial # 1 1-2
Injection Volume : 10 uL
Date Acquired :11-01-2024 16:32:10 Acquired by : E.MEENA
Date Processed 1 18-01-2024 19:46:47 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
1 8 ’ N PDA Multi 1 nm
1000000 w g ulti 1 220nm,4nm
1 i .
! < LO
i s I a:(
750000 % |<
<
= 5
500000~ % .
o
250000 -or ‘
] o~
502
| L
0 1 F 1
: ’77771'7777#77 1 T I T T T T 7'i' T T I T T T T ’ T T T |
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm . .
Peak# Name R.Time Area Area% | T. Plate T.Factor Resolution R.R.T
1 ASCORBIC ACID 3.14 544585 4.18 5755 1.264 - --
2 CHLORPHENIRAMINE MALEATE 3.84 294056 2.26 8170 1.250 4.149 --
3 PHENYLEPHRINE HCL 4.51 132600 1.02 8562 1.177 3.700 --
4 PARACETAMOL 9.90 12061773 92.55 15245 1.101  20.917 --
Total 13033014 100.00

| )
@@0\\ M ‘ 0)\0\\1)/0

\"
Analysed By Checked By

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-02.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name

: SYSTEM SUITABILITY-RS

Sample ID : PARACETAMOL-RS-STD-01

Data Filename

Method Filename : GRIPEX-RS_P.lcm
Filename : 11012024 GRIPEX SACHET-MV-RS-SST&LINEARITY.Icb

Batch
Vial #

1 1-3

Injection Volume : 10 uL

Date Acquired

1 11-01-2024 17:32:42

Date Processed : 18-01-2024 19:40:18

Acquired bg
Y

Processed

: 11012024 GRIPEX SACHET-MV-SST&LINEARITY-RS-SPL-03.lcd

: E.MEENA

: C.K.SARAVANAN

<Chromatogram>
'02&&%8EX X SACHET-MV-SST&LINEARITY-RS-SPL-!
g PDA Multi 1 220nm, 4nmi
| <
o+ e
! 0 ! L I L ! T ]
0 25 50

min

’OZ&&%SEX SACHET—MV -SST&LINEARITY-RS-SPL-

;E PDA Multi 1 220nm,4nm|
Oib_hi?}y§,f”,, e e
§ s
L L L L ‘ T 7"'”ﬁ777"“rwiriiwi e

0 25 50

min

é&%gEX SACHET—MV SST&LINEARITY-RS-SPL-!

PDA Multi 1 220nm,4nm

0';1*7!“@ —

<< PDA >>
ID#1 Compound Name: PARACETAMOL

Vial#
3

W W w w w

Title | Sample ID
RS-SPL-03.lcd PARACETAMOL-RS-STD-01
RS-SPL-04.lcd PARACETAMOL-RS-STD-02
RS-SPL-05.Icd | PARACETAMOL-RS-STD-03

RS-SPL-06. ICd PARACETAMOL-RS-STD-04
RS-SPL-07. ch PARACETAMOL-RS-STD-05

RS-SPL-08. ch PARACETAMOL-RS-STD-06
Average‘

@/\0\\(} SD |

Analys}ed By

02 EX SAC
e

HET-MV-SST&LINEARITY-RS-SPL-!

PDA Multi 1 220nm,4nm|

50

)

min

’023155&} EX SACHET-MV-SST&LINEARITY-RS-SPL-!
] PDA Multi 1 220nm,4nm|

E 2

ol - ]
“7‘7,77'0\%7" el I B S ‘ T
0 25 50
min
'0231&52015'5)( SACHET-MV-SSTBLINEARITY-RS-SPL-
25 PDA Multi 1 220nm,4nm|
] |=
0] —+E— —
o N
T T T r' o 7"77;‘ I
0 25 50
min
| R.Time | Area T. Plate ;T.Factor
- 9.90 64279 15297 | 1.06
| 9.89 64374 15262 | 1.06
| 9.90 64148 15239 | 1.06
. 9.90 64172 15187  1.06
1 9.90 64219 15119 | 1.06
9.90 64258 15208 1.07
$9.90 64242 15219 = 1.06
- 0.044 0.127

D:\HPLC DATA-QCLC-005\DATA 2024\GRIPEX-AMV-RS\11012024 GRIPEX SACHET-MV-SSTLINEARITY-RS-SPL-03.Icd
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

RELATED SUBSTANCES OF PARACETAMOL IN GRIPEX SACHET

Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Parameter STABILITY OF ANALYTICAL SOLUTION Exp.Date Nov-26

Instrument ID:

ST/QCLC/005

Each 4.5 gm sachet contains:

Par | BP
Chlorpk ine Maleate BP
Phenylephrine Hydrochloride BP -

Ascorbic Acid BP

ST/QC/EQ/041 ST/Ws/23/012

% Purity (aib)

99.9

Standard dilution : 60.16 mg 1o ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 ml 1o ---> 1
Placebo dilution : 348.21 mg to ---> 100 ml to ---> 1 ml to ---> 1
1 mlto ---> 1 ml to ---> 1 mlto ---> 1
Sample dilution : 415.05 mg fo ---> 100 ml to ---> 1 ml to ---> 1
Std.conc (in ppm)-600 1 ml o —--> 1 ml to ---> 1 ml to ---> 1
Paracetamol 68978 68922
With Bracketing std. 68959
2
Paaes i 5
3 S i
£ (’; s j
L e L vl ation
Initial 68953 Not applicable 13463570 |  Not applicabl Not Detected
14 Hours 68987 -0.05 13463627 0.00 Not Detected #VALUEI
17 Hours 68816 0.20 13467257 -0.03 Not Detected #VALUEI
20 Hours 69267 -0.45 13562237 -0.73 Not Detected #VALVEI
24 Hours 69072 -0.17 13458987 0.03 Not Detected #VALUEI
28 Hours 69064 -0.16 13468058 -0.03 Not Detected #VALUEI
38 Hours 68871 0.12 13448568 0.11 Not Detected #VALUEI
42 Hours 68956 0.00 13457810 0.04 Not Detected #VALVEI
45 Hours 69041 -0.13 13453311 0.08 Not Detected #VALUEI
rs 68961 -0.01 13449031 0.11 Not Detected #VALVEI
T T " — — -
: %&é‘zs V gﬁ o L
Results :
Standard solution and Sample Solution Stability Study was performed upto 48 Hrs .
Standard solution and Sample solution was stable upto 48 hrs at room temperature.
Acceptance criteria:
The Sample solution shall be considered stable for the final period till which the area difference between initial and next periodic interval should not be more than +10%.
Analysed by : E.MEENA \Q\\r)/
Date : 18-01-2024 \(b
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS

: BLANK-RS

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-01.lcd

: GRIPEX-SACH-RS.Icm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

1 1-1

: 10 uL

1 1/13/2024 5:48:27 PM
1 1/18/2024 3:22:04 PM

Acquired by
Processed by

: E.MEENA
1 C.K.SARAVANAN.

<Chromatogram>
uV
10000 IR I Detector A 220nm
| %%
o3
Iy
5000 o
- Z
5\
|3 /
o
: 3| |
R | - S e
—5000"' T T | T T T T I T T T | T T T o 7{ S i T ! [ - {' T T L |
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm — S :
iPeak# Name R.Time Area Area% t T Plate T.Factor t Resolutlon RR.T l
| 1/BLANK_1 2.98 355| 15.06| 3265 1120 - -
i 2 | BLANK_ 2 4.57 | 526| 22.35| 9687 1.374 8.042 - |
. 3/BLANK_3 5.09 1473| 62.59 6679 1.476 | 2.393 -
Total 2353 | 100.00 | ]

e

Analysed By

@ e

Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-01.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : RESOLUTION SOLUTION
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-02.lcd
Method Filename  : GRIPEX-SACH-RS.lcm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb
Vial # 1 1-2
Injection Volume  : 10 uL
Date Acquired 1 1/13/2024 6:49:06 PM Acquired by : E.MEENA
Date Processed 1 1/18/2024 3:19:39 PM Processed by . C.K.SARAVANAN.
<Chromatogram>
uVv
1000000 3 - Detector A 220nm
|
ke |2 ;
oy I |
< O |
750000 | = = '
. % <
ST =
S 3
500000 % S
O~
250000  <OF
N ~n.
oo~
B
%30
- b S ‘
0 [i\-"]\l‘ullr..\‘ 11 (2 E
T T T [ T T T T ] T T T ’ T T T T l T T ‘ T T T ‘
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm__ : S i i,
‘{Peak# Name | R.Time ‘, Area \ Area% | T. Plate | T.Factor | Resolution | R.R.T |
% 1| ASCORBIC ACID 3:15 343199‘ 2.61 5952 | 1.300 G | - J
r e o ——— e e, by UNS— == S e St
‘ 2 | CHLORPHENIRAMINE MALEAT  3.87 299289 2:27 8269 | 1.274 4.299 1 o= |
i 3 | PHENYLEPHRINE HCL 4.57] 140618 1.07 8674 1.235 3.851 [ -- \
i 4 | PARACETAMOL 10.19 12379511 94.05| 14082| 1.193 20.792 7 --
2 Y oo oo ) (sittostul Nttt IO i i e
‘ 1

\X
\ 7
Qoo
Analysed By

13162616 100.OOJ5

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-02.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS
: PARACETAMOL-RS-STD-01

: GRIPEX-SACH-RS_STD_P.Icm

1 1-3

: 10 uL

1 1/13/2024 7:49:45 PM
:1/18/2024 3:13:38 PM

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-03.lcd
: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

: E.MEENA

: C.K.SARAVANAN.

Acquired b
Processed gy

<Chromatogram>

4 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-S
mV 5- J‘ . Detector A 220nm

~
1 &
|
|=
=]

=t

O ,%,,,J,,,i\ : —— : — e I S—
0 25

min

‘4 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SI

mV 5- = Detector A 220nm
E
O - "‘.’\2’7 T " — T T‘{I\XA\AJ
0 25 50
min

‘4 GRIPEX SACHET—MV SOLUTION STABILITY-RS-St

‘4 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-S}I

My 5] ) < Detector A 220nn?1
& |

0 25 50
min

‘4 GRIPEX SACHET-MV -SOLUTION STABILITY-RS-SI
mV 5 Detector A 220nm|

70.198 / PA

O

min

'4 GRIPEX SACHET-MV—SOLUTION STABILITY-RS-SI

mV 5"J \5 Detector A 220nm| mV 5= l o Detector A 220nm
i 5 I |
OJ e jlkg e T 0':“—‘“?‘1'—4}73‘?**'7—"f B e -ﬂ:
0 25 50 0 25 50
min min
<< Detector A >>
ID#1 Compound Name PARACETAMOL
[Vlal#\ _ Title 7 ‘i Sample ID R.Time B Area | T. Plate Wﬂ".l'-"actor
i 3 |RS- SPL—03 ch | PARACETAMOL-RS-STD-01 10.20 | 68978 1454077“ 115
. 3 |RS-SPL-04.Icd | PARACETAMOL-RS-STD-02 10.20 | 68922 | 14504 7!‘77717.}7477
[ 3 BSW§PL:QS;IC7d PARACETAMOL-RS-STD-03 10.20 68934 ..,_,...145;49,, 7;741:17{}7
. 3 |RS-SPL-06.lcd | PARACETAMOL-RS-STD-04 10.20 68865 | 14563 | 1.14 |
i_ 3 |RS-SPL-07.lcd | PARACETAMOL-RS-STD-05 10.20 68929 | 14524 7_1’771_54_4
~ 3 |RS-SPL-08.lcd | PARACETAMOL-RS-STD-06 10.20 69092 | 14461 | 115
B Average - 10.20 | 68953 14523 | 1.14
| so|  joowo| o112 | 02558 0434] |y
\\ \u\

Analysed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-03.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : BLANK-RS
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-09.lcd
Method Filename : GRIPEX-SACH-RS.lcm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # c1-1
Injection Volume  : 10 uL
Date Acquired 1 1/14/2024 1:53:41 AM Acquired bz/) : E.MEENA
Date Processed :1/18/2024 3:23:03 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000?' N 7 - Detector A 220nm
a3
] 23
5000  Hwe
4 2 |
3 /
m
o |
AN
0+ ;—rﬁi"l‘l#" . e — -—
2
"5000 T T T T [ T T ) ] T T T [ T T T T | T T ‘ T T T T = {
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm g B
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution| R.R.T
1| BLANK_1 2.98 323 13.72 3438, 1.105 -- ‘ --
2 |BLANK_2 4.57 486 20.63 9864 | 1.403 8.214 ; --
3 | BLANK_3 5.09 1546 65.65 6528| 1.589 2390 | -
- = = S SES—— S SR
Total 2355 100.00

Analysed By

oM

Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-09.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

:1-4
;10 uL

1 1/14/2024 2:54:21 AM
: 1/18/2024 3:35:12 PM

: SOLUTION STABILITY-RS
: PLACEBO-RS
1 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-10.lcd
. GRIPEX-SACH-RS.lcm
1 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

by

Acquired b
Processed

: E.MEENA
. C.K.SARAVANAN.

<Chromatogram>
uV
LUOET ) Detector A 220nm
| @ 3 s
o @ 8y © eole
OI ﬁ 3 ! OI oE |
R b mag @ R68
S ~ IJJ
5000-| W > W 8 owsl
15 o 39 5 L9
jat N l°°n_ & Gpa
BEEIN | 8B ESE
(R e B
o PP e e U . T N
—5000 T = T T T T T T T T T T T I T T T T T T L T S
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm e — B
Peak#| Name R.Time Area Area% | T. Plate | T.Factor Resolutioni R.R.T l
1 | PLACEBO_1 1.70 18184|  1.35 758 4.849 -- # - |
2 | PLACEBO_2 2.71 236| 0.02| 9914 1.044 | 5658 @ --
| 3 PLACEBO_3 2.84 1168|  0.09| 5156 1.320 | 0996 | --
4 PLACEBO_5 3.45 642|  0.05| 19137 0.772 | 4.704 | -
5| PLACEBO_6 3.58 25730  1.91| 7417 1.220 | 0.981 | --
6 PLACEBO_7 4.43 844,  0.06 13244 0982 | 5328 | --
7 | PLACEBO_8 4.70 12852 0.95, 7810, 1.120 | 1.466 -
8 | PLACEBO_9 5.23 4530  0.34| 5163| 0.731 | 2.091 -
9 | PLACEBO_10 5.55 70037  5.19| 10221 1.242 | 1.283 -
10  PLACEBO_11 6.25 1238 0.09  4103| 1.625 | 2.274 | - |
11| PLACEBO_12 6.76 8563  0.63 9462 1311 1545 | - |
12 | PLACEBO_13 8.04 28849 2.14| 13887 1.084 = 4.619 | - |

DAHPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-10.lcd
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Peak# | Name RTime Area Area% | T. Plate ‘ T.Factor { Resolution R.R.T
13 PLACEBO_14 | 9.12] 5107 038 13050 1431  3.664 -
14| PLACEBO_15 1129 3387 025 15689 1.004 6383 | - |
| 715;PLACEBO 16 1357 2399 018 14300 1.207 | 5595 |
16 PLACEBO_17 - 14.49 21797‘ 161’ 12486 1.187  1.897 --
\ ]PLACEBO 18 | 1567 1285 0. 10 22464| 1.265 2512 | -
18 PLACEBO_19 | 29.83 1142881  84.67 17018 1.190 = 21252 -
CTotal | 1349728 100.00 |

Analysed By

®/\0\\

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-10.lcd



Page 1/2

GENERIC HEALTHCARE PVT. LTD.

y /
Gl

Analysis'Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS
: GRIPEX-1228-INI-RS-SPL
1 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-11.lcd
. GRIPEX-SACH-RS.Icm

: 13812024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

:1-

7 10 ul

: 1/14/2024 3:55:00 AM

: E.MEENA
1 1/18/2024 3:43:02 PM

: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uVv
100007»777”3”‘ l,"}, B . ~ Detector A 220nm|
o8 912 ' |
0¥ Bhe & i
—Nl @l Flgigol ‘_IOI] 1‘
10 o m Owl
@ Loy @0
50001 G E'E EL SHE S U
| % m
g 8<5s 3= .
o N A i © T~ O —
o BB @ To % > o9 I
STEBREY T ¥ o8 \
1N o S . 0l
0,,,:[& ﬁ»gv ’J%; 1 b e A_‘g"” -\L e e S o _— I
1 N
' %
i . ©
A |
"5000 T T T T I T T T T ; T T T T | T T T T [ T T T l T T"77W""'V"”7“j
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm S S
‘?Peak# Name R.Time! Area | Area% | T. Plate | T.Factor | Resolution | R.R.T
4‘ 1 PLACEBO_1 1.70 17115 0.11 868 | 4.300 - -
| 2| PLACEBO_2 2.70 465 0.00 6285| 0.844 5.454 --
g 3| PLACEBO_3 2.83 1880 0.01 | 6970| 1.214 0.970 --
’ 4 | ASCORBIC ACID 315 423464 2.71 6010 1.287 2.135 -
; 5| PLACEBO_4 3.44 475 0.00 21647 | 1.041 2.253 | -
‘ ok ol cioint ~ LA B T e I
6| PLACEBO_5 3.58 8266 0.05 7116 1.268 1.054 | --
7 | CHLORPHENIRAMINE MALEATE|  3.87 309966 1.98 8321| 1.276 1.732 --
8* PHENYLEPHRINE HCL 4.57 166242 1.06 8003 | 1.473 3.713 | --
9| BLANK_3 5.08 264 0.00| 19636| 0.830 2.916 --
10 PLACEBO_8 5.23 1275 0.01| 12911 1.219 0.918 .
11 ‘ PLACEBO_9 5.55 82072 0.53! 10277| 1.218 1.624 | -
t 12| PLACEBO_11 6.78 5384 0.03 9281 1.242 | 4.887 | -~ |

,,,,,

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-11.Icd
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Peak#§ Name W ]R.Time? Area Area% T. Plate 'T.Factor { Resolution  R.R.T
| I3PLACEBOI2 | 803 30976 020 13612 1030 | 4521 -
14*PLACEBO_13 912 4572  0.03 12885 1.192  3.625 -
15| PARACETAMOL 1018 13463570 86.18 14071 1.194 | 3.204 = --
16  PLACEBO_14 1128 3789 002 18118 1.097 | 3.241 -
| W7|PLACEBOIS 1357 2155 001 14874 1220 | 5865 - |
| IB[PLACEBO_16 | 1448  20324| 0.3 12055 1.199 | 1875 & -
' 19| PLACEBO_18 | 29.83 1079973| 691 17006 1.189 | 21.280 @ - J
vl [ usemsz) wo0, | A E

Analysed By

B ™

\‘%\0

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-11.Icd
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’é' GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : PARACETAMOL-RS-STD-BKT
Data Filename 1 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-12.lcd
Method Filename  : GRIPEX-SACH-RS_STD_P.Icm
Batlch Filename : %3?12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # i 1-
Injection Volume  : 10 uL
Date Acquired 1 1/14/2024 4:55:39 AM Acquired bg : E.MEENA
Date Processed :1/18/2024 3:13:41 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
e —— ~ Detector A 220mm
| =
A = |
L |
[$) ,
] é :
5000 | i
- I g 1
=

-5000 T T T T ‘ T T T l = T T T | T T L 7""‘,' T T T T r i i 'T*""[‘
0 10 20 30 40 50

min

<Peak Table>
Detector A 220nm - e S
|Peak# Name R.Timew‘ Area Area% | T. Plate | T.Factor | Resolution | R.R.T |
1| PARACETAMOL 10.19‘[ 68959 100.00} 14523‘ 1.139 | = 1 -
M B i Sasll| . | S
 Total | 68959| 100.00 | | |

W
W
g

Analysed By

D:AHPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-12.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis' Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS
: BLANK-RS

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-13.lcd
: GRIPEX-SACH-RS.lcm

: %3?12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

10 uL

:1/14/2024 5:56:18 AM
1 1/18/2024 3:44:46 PM

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uVv
10000_ o - ) 7 Detector A 220nm
3 |
| 33
1 L3
50001  Ra
H Z (
9 |
) m
l ©
: )
ofb —
—5000 T T T ‘ T T T ‘ T T [ T [ T T T ‘ T T T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm B ,
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution R.R.T\»
[ o e e[ = = — |
] 1| BLANK_1 2.98 348 14.38 3431| 1.208 = oo
| 2 | BLANK_2 4.57 453 18.76 9897 | 1.277 8.235 ==
3 | BLANK_3 5.09 1616| 66.86 6412 | 1.407 2.390 s
Total 2417| 100.00
@/0\\?“ 152
\%\ b\,}

Analysed By

ecked%}y

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-13.lcd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : PARACETAMOL-14H-RS-STD
Data Filename 1 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-14.lcd
Method Filename : GRIPEX-SACH-RS_STD_P.lcm
Batch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # 1 1-3
Injection Volume : 10 uL
Date Acquired 1 1/14/2024 6:56:58 AM Acquired by : E.MEENA
Date Processed 1 1/18/2024 3:13:42 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000 = Detector A 220nm)
1 =
=
L
O
] g
5000 |o
1 |5
s
07%._,4&7\_,,,\,.,,;,, T} l e e e e e T e
—5000 T T T T T T T T T I T T T = T T T T T T T T T T T T "’W"*”]‘
0 10 20 30 40 50
min
<Peak Table>
‘Detsectc‘)r.Azz(lnm,ﬁ,,w S S : : : . ‘
Peak# | Name R.Time Area | Area% | T.Plate | T.Factor | Resolution| R.R.T |
1 PARACETAMOL 10.20 68987| 100.00| 14529| 1.141 - | -
| Total B 68987 10000 | |
QoM | 47~
o° L\ P
Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-14.lcd



Page 1/2

&' GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS

Sample ID : GRIPEX-1228-14H-RS-SPL

Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-15.lcd

Method Filename  : GRIPEX-SACH-RS.lcm '

Batlch Filename : %3312024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

Vial # i 1=

Injection Volume  : 10 uL

Date Acquired 1 1/14/2024 7:57:37 AM Acquired by : E.MEENA

Date Processed 1 1/18/2024 3:48:05 PM Processed by . C.K.SARAVANAN.

<Chromatogram>

uV

100007 d ﬁli s @I Detector A 220nm
2 o= 5
m | = [le]
1 P TEAAY o
L) g Fo | S
s o o Oul
m 53 oW Mo
5000 B Ew e W
S¥EERE8eS .
o & wihg [
= 2 PR 33
© | m\;} | 2 83
i N TNAN g; \
e L — I —ee
N
1 &
N ]
"5000 T T T T ‘ T T T T I T T T [ T T T T I T ¥ T T { T T T T |
0 10 20 30 40 50
min
<Peak Table>

Detector A 220nm E— : : [ S

Peak# Name | R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T

' 1| PLACEBO_1 1.70 17222 0.11 867 | 4.411 -- --

i 2 | PLACEBO_2 2.69 664 0.00 5453 | 0.906 5.277 --
3| PLACEBO_3 , 2.83 1842 0.01 6666 | 1.214 0.975 --
4| ASCORBIC ACID 3.5 406358 2.60 6002 | 1.295 2.110 --
5| PLACEBO_4 3.44 456 0.00, 22167| 1.035 2.264 | ~—
| el : — : B
6 | PLACEBO_5 3.58 8238 0.05 7107 1.270 1.053 | --

7 | CHLORPHENIRAMINE MALEATE 3.87 309495 1.98 8297 1.280 1.7237 --
8 | PHENYLEPHRINE HCL 4.56 165885 1.06 7935 1.479 3.686 --
9 | BLANK_3 5.08 258 0.00| 21115| 0.864 2.969 --
10| PLACEBO_8 5.22 1203 0.01 13176 1.220 0.928 --
11 | PLACEBO_9 5:55 82152 0.53 10216| 1.222 1.629 --
12 | PLACEBO_11 6.77 5390 0.03 | 9270 1.291 4.875 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-15.lcd
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‘Peak#? 7 Name 77\7R.Tir7nve”! Area r;lkrre;-Ji°/o T Plate TT.Féctor | Resoldtion: R.R.T
13 PLACEBO 12 | 803 31101 020 13623 1033 454 | -
14| PLACEBO_13 | 9.11] 4652 0.03| 12661| 1.190 | 3.609 | -
15| PARACETAMOL | 1018 13463627 86.29 14022 1.19  3.185 -
16 | PLACEBO_14 | 1128] 3725, 0.2 18153 1.090 | 3.242 | --
,,,,,,,174_;?@5?0—1,5,,,,,,,,,,,,,_%*1,3_-55,“,,,,, 2030  0.01) 15121 1.259 | 5872 | - |
| 18PLACEBO_16 14.47 20268  0.13| 11876 1199 & 1.888 | -
| 19| PLACEBO_18 2081 1078281  6.91 16980 1.188 & 21.209 | -- |
Tl || 15602856 10000 | |\ | \,)ﬁﬁ
AVE

Analysed By C cked\\ay

N
%\Q\\

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-15.Icd
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b3
ﬁﬁ GENERIC HEALTHCARE PVT. LTD.

Analygé Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : BLANK-RS
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-16.lcd
Method Filename : GRIPEX-SACH-RS.Icm
Batch Filename : 13{)12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # 2 1=
Injection Volume : 10 uL
Date Acquired 1 1/14/2024 8:58:16 AM Acquired by : E.MEENA
Date Processed 1 1/18/2024 3:48:53 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uv
e o o " Detector A 220nm
£2 |
il é m |
5000  2a
R z |
| 3 [
m
5|
1 o
5000 —T—7T—T7— S T B e B s B R S S
0 10 20 30 40 50
min
<Peak Table>
Detector A 2200 O TS S ‘
Peak# Name | R.Time Area | Area% | T. Plate | T.Factor | Resolution | R.R.T |
S — e ;
1| BLANK_1 2.98 342; 14.14 3894 | 1.135 | -- -
__________ B
2 | BLANK_2 4.57 431! 17.84| 10719| 1.255 8.669 -
3| BLANK_3 5.09 16435 68.02 6524 | 1.399 2.443 -- 1\
Total 2416! 100.00 l

| W
@g\o\\wf xR\D\ z =

Analysed By ' ecked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-16.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS

: PARACETAMOL-17H-RS-STD
1 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-17.lcd
: GRIPEX-SACH-RS_STD_P.Icm

: %3&)12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Ilcb

10 uL

1 1/14/2024 9:58:56 AM
:1/18/2024 3:13:42 PM

. E.MEENA

Acquired b%
y : C.K.SARAVANAN.

Processed

<Chromatogram>
uVv
1000015 3 - Detector A 220nm
-
| |<_:
L
O
é
5000 | o
) >
S
04— — 1 ) = = S .
—5000 T T T T T T T T I T T T T I T T g T T T T
0 10 20 30 40 50
min
<Peak Table>
etector A 220nm : SR P —
Peak#| Name | R.Time Area | Area% | T. Plate | T.Factor | Resolution R.R.T41
| 1 PARACETAMOL | 10.19 68816 100.00| 14421 1.148 - - |
' Total 68816 100.00 |
\MW

@\g\o\\?\)‘

Analysed By

\
ck d%;

D:AHPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-17.Icd
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’G' GENERIC HEALTHCARE PVT. LTD.

AnalysisrReport

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : GRIPEX-1228-17H-RS-SPL
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-18.lcd
Method Filename  : GRIPEX-SACH-RS.lcm
Batlch Filename : 13812024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # i 1-
Injection Volume  : 10 uL
Date Acquired 1 1/14/2024 10:59:35 AM Acquired by : E.MEENA
Date Processed 1 1/18/2024 3:53:28 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uV
10000 T e S 15 - ‘5@ © Detector A 220nm
=
m Q< © 'm
Ww g X | w
‘—IO i ﬁgl
' S030ER of
5000 SHeS WS
< 8% g <0 '
s © o o g
| uJ .S~ i penl
5 T o 2
D-AEFR B [
| |« O«
i = T . | e —
0- ?_:;“ ! %’A“‘"TA{\‘J E T - T
®
@
| !
'50007 L T T T | T T T T T ' 1 T T T LN LI E— N
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm S — ——
\Peak#| Name | R.Time‘ Area Area% | T. Plate | T.Factor | Resolution | R.R.T |
1| PLACEBO_1 1.70 16897 0.11 871| 4.275 i -- --
2| PLACEBO_2 2.69 835 0.01 5151| 0.926 & 5.217 -- [
3| PLACEBO_3 2.83 1784 | 0.01 6696 1.219 0.983 -- j
4| ASCORBIC ACID 3.15 393327 2.52 5967 | 1.318 2.108 -~
SiPLACEBO_4 3.44 412 0.00, 22566, 1.088 2.252 --
- -
6 PLACEBO_5 3.58 8131 0.05 7117 | 1.274 ‘ 1.077 --
7 | CHLORPHENIRAMINE MALEATE 3.87 309329 1.98 8177| 1.298 | 1.734 --
i 8 | PHENYLEPHRINE HCL 4.56 166109 1.07 7904 | 1.499 3.661 --
9 BLANK_3 5.08 288 0.00| 19989| 0.834 2.937 --
10 | PLACEBO_8 5.23 1249 0.01 12785| 1.197 0.926 --
11 | PLACEBO_9 5.55 81955 0.53| 10184 1.233 1.609 --
121PLACEBO~11 | 6.78 5365 0.03 9296, 1.283 | 4.880 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-18.lcd
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Peak# ~ Name | RTime Area | Area% | T.Plate T.Factor Resolution R.R.T
13| PLACEBO_12 | 803 30922 020 13583 1039 | 4514 | -
| 14 PLACEBO_13 ot 4652 003 12713 1216 3613 | -
15 PARACETAMOL 10.18 13467257 8636 13928 1.201 | 3.186 -
16| PLACEBO_14 | 1128 4389 003] 16513 1.060 | 3.160 | --
17 PLACEBO_15 | 1356 2137|001 15587 1.130 & 5801 | - |
| 1B[PLACEBO 16 | 1448 20216] 0.3 11872 1195 | 1912 l -
| 19| PLACEBO_18 20.81  1079107|  6.92| 16974 1.188 | 21.189 | -
CTotal | 15504361 10000 | L)

Analysed By

O
@@\0\\7

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-18.Icd
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b
’é| GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name - SOLUTION STABILITY-RS
Sample ID : BLANK-RS
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-19.lcd
Method Filename  : GRIPEX-SACH-RS. lcm
Batlc?f: Filename : i3?12024 GRIPEX SACHET—MV RS-SOLUTION STABILITY.Icb
Via -
Injection Volume
Date Acquired : 1/14/2024 12:00:15 PM Acquired by : E.MEENA
Date Processed : 1/18/2024 3:58:07 PM Processed by : C.K.SARAVANAN.
-
<Chromatogram>
uV
10000 - B “Detector A 220nm|
x% |
E |
28 |
50001 ok |
zZZ \
% |
m oM
> <
B & \
iy |
| |

% 1|

|

ke S
2779 l 1. 136

3368\ 1.200

\
9322\ 1262k 8.089 | --

o , |
e N | 50| o2 1 eos | -
| apanks ”17?632“22%8 ,,,,, 1-546.}2133%, = |
Total B 276 1000 ||
%
@@\0\\7 | \UJW
Analysed By hecked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTIC
STABILITY-RS-SPL-19.1c
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’G'l GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : PARACETAMOL-20H-RS-STD
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-20.lcd
Method Filename : GRIPEX-SACH-RS_STD_P.Ilcm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # 2 123
Injection Volume  : 10 uL
Date Acquired 1 1/14/2024 1:00:54 PM Acquired bg : E.MEENA
Date Processed 1 1/18/2024 3:13:42 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uv
0000 g "~ Detector A 220nm
= ,
& \
i 8 |
| Z |
5000 o l
' 5 l
5 |
| |
0 e e -— T *’1;
i
| |
J‘ |
| |
-5000*4 T T T T T T T T T T T T T L T T »"""1””! 1 r ] ¥ T T T ‘}
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm___ . -
\Peak#! Name 1 R.Time E Area | Area% | T. Plate | T.Factor }Resolutionl R.R.T |

| 10.19 6926"7T1 100.00| 14443 1.140
Saa= { | N I, —
| | 69267 100.00| |

| = -]
|

k’ 1 | PARACETAMOL
otall

[

B Yoo e

Analysed By hecked

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-20.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS

: GRIPEX-1228-20H-RS-SPL
- 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-21.lcd
: GRIPEX-SACH-RS.lcm

: 13%)12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

i 1-

: 10 uL

1 1/14/2024 2:01:33 PM
1 1/18/2024 5:04:26 PM

: E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>
uVv
10000 l'@' 5!‘”6. * I' I DetectbrAZZOnfﬂl
Hg 8 E ©
o | Q L Ei m‘—l 8 ‘
N 3 'g] ‘—IO O F8
P i : \
50001 od2 | = EB W
IPEg Al Sees <0 £
_E ST mﬁw L D.E
2 2 Ty % 2 o
&k g%\kg o8 L |
g S W } /’\\\ |
0 ol e —
’ X |
B \
B o !
|
i |
-5000#7‘ T ¥ T T | T T T T I T T T ‘ T T T T —Iiif T e r'f‘f*' T T T ""l
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm S e : S : —
Peak#| Name j‘ R.Time| Area | Area% | T. Plate l T.Factor | Resolution | R.R.T ;
1| PLACEBO_1 . 170 17982 0.11 768 4.662 - —_
2| PLACEBO_2 | 2.69 1040|  0.01| 5039| 0.952 | 4.982 |
3| PLACEBO_3 . 2.83 1752  0.01 67011 1.219 i 0.995 - ‘
— — = —— : = !
4 | ASCORBIC ACID | 315 384463 2.45 57GZI 1.307 11 2.086 |
5| PLACEBO_4 i 3.44 459|  0.00| 22115| 0.986 | 2.247 - }
6 | PLACEBO_5 | 3.58 8297 0.05 6879[ 1.272 ] 1.029 - |
7 | CHLORPHENIRAMINE MALEATE ~ 3.87 308875 1.97 7999 | 1.275 1.714 -
8 | PHENYLEPHRINE HCL | 4.56 168006 1.07 7761 1.484 3.616 =
9| BLANK_3 5.08 295 0.00| 18471| 0.842 2.878 -
10 | PLACEBO_8 5.22 1235 0.01| 12877| 1.243 0.895 =
11 | PLACEBO_9 ] 5.55 83119 0.53| 10022 1.223 1.615 -
| 12| PLACEBO_11 | 6.77] 5560  0.04| 9019| 1.240 4.814 -

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTIO!

STABILITY-RS-SPL-21.lcc
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\Peak# 7 Name R.Time Area \ Area% T Plate TFactor Resolutnon R.R.T |
13 PLACEBO_12 8.03% 31363 020 13454 1.037 4474 -
| 14 PLACEBO_13 B 4628]  0.03 12733\ 1192 | 3.602 -
'i 15 PARACETAMOL  10.18| 13562237 ‘7 1 86.42 13943 1.192 ~ 3.189 | - |
| 16 PLACEBO_14 1128 4444 0.03 16135\ 1066 | 3143 | - ‘
| 17|pLacEBO_1S | 1355 1925] 001 171911 1138 | 5. 919 | - |
T 18| PLACEBO_16 | 1447, 20868 777107713‘ 11561TL 1214 | 1935 | - |
| 19 PLACEBO_1S | 2979 1086877 6.93| 17018  1.190 | 21.104 1 - |
| Total 1 l 15693424 | 100. 00 | |

piniislint B SEUEIPRLL ENNUMCES NS PR

Analysed By cked By

Qg

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTIOI
STABILITY-RS-SPL-21.lcc
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

: SOLUTION STABI

Sample Name
: BLANK-RS

Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

:1-1
10 uL
1 1/14/2024 3:02:

LITY-RS

12 PM

: 1/18/2024 3:57:28 PM

Acquired by
Processed b

y

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-22.lcd
: GRIPEX-SACH-RS.lcm
: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

: E.MEENA
: C.K.SARAVANAN.

Detector A 220nm|

|
|
|
g
\
|
|
]

<Chromatogram>
uV
10000 ——f5 -
) !I
b
g
m
5000~ sled L?
- ZZ(")‘
55!}
022
g
o g
—50007)>_' T T T T ‘ T ‘ T T I T SiRaiil FEciiy B 'T” pu———
0 10 20 30 40
<Peak Table>
Detect?LA 220nm o S
Peak# Name R.Time Area | Area% | T. Plate ‘TFactor
1| BLANK_1 2.56 203\ 6.70 2531| 1.026
2 | BLANK_2 1 208 365j 12.03 3523‘ 1.160
| 3|BLANK 3 4.57 4661 15.36| 9195 1.317 |
L 4| BLANK_ 4 5.09 1999 65.92 5776‘ 1.653
| Total 3033| 100.00
Analysed By

50

esolutlon

8.149 .
2.277 &=

l R
|
|
1
l
1

cked\BCQ

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET- MV-SOLUTION

STABILITY-RS-SPL-22.lcd
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’Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : BLANK-RS
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-23.lcd
Method Filename  : GRIPEX-SACH-RS.Icm
\B;atlct;# Filename : i3012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
ia 1 1-1
Injection Volume  : 10 uL
Date Acquired :1/14/2024 4:02:51 PM Acquired bg : E.MEENA
Date Processed : 1/18/2024 3:58:58 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
100007 " Detector A 220nm
. |
l
5000~ ]1
] |
0__‘ ————————— s SRSSSS S
—5000'7’7‘—\*’ l"r_‘l"_ﬁ! — T T T | T T T = 1 1 T T ‘Y_‘*]* T T T T 5
0 10 20 30 40 50
min
<Peak Table>
etector A 220nm I N
Name \ R Time Area 1 Are % | T. Platej T. Factor \ Resolut|on R R T ;
BLANK_1 Ll 2.98 365 13 76\ 30281 1.174 i
BLANK_2 | 4.57 423 15 97| 9592\ L. 243 [ :
e e i
BLANK_3 | 5.09 1861] 70 26 6115‘, L. 493 ]
Total \ 2649 | 100.00 | |
Qo™
\b
Analysed By c cke

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTIO
STABILITY-RS-SPL-23.lcc
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’G‘l GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name 1 SOLUTION STABILITY-RS
Sample ID : PARACETAMOL-24H-RS-STD
Data Filename . 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-24.lcd
Method Filename : GRIPEX-SACH-RS_STD_P.lcm
\B/at|ch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb
ial # v 1-3
Injection Volume  : 10 uL
Date Acquired 1 1/14/2024 5:03:31 PM Acquired bﬁ : E.MEENA
Date Processed 1 1/18/2024 3:13:43 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000 g ~ Detector A 220nm
E |
2 |
u l
2 :
é [
2 |
3 \
s |
A |
|
P |
o | Sy |
\
|
i
|
1
= T r*”'—v—\*'*r—r*Af*”T/—r‘—]“r‘ ,7774\,.4.1_77#1_ —T T T "7] = v "'4"‘17"7_"_7*‘ 5
0 10 20 30 40 50
min
<Peak Table>
yetector A 220nm S R — I
- - — o ey T T — T |
Yf)’_ea_k#ﬁ__,_ Neme  |RTime| Area | Area® T. Plate L,,T;Ff@rjB?ﬁ?',UFOf}l RRT
} 1| PARACETAMOL \ 10.19‘ 69072 | 100.00{ 14437 | 1.139 ‘l -- ‘ --
| Total 1 L 69072 100.00 \1 |

%o\\”‘*

\
Analysed By cked éy

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\1 3012024 GRIPEX SACHET-MV-SOLUTIO
STABILITY-RS-SPL-24.Ic
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : GRIPEX-1228-24H-RS-SPL
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-25.lcd
Method Filename  : GRIPEX-SACH-RS.lcm
\E/»atch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb
ial # : 1=8
Injection Volume  : 10 uL
Date Acquired :1/14/2024 6:04:10 PM Acquired bg : E.MEENA
Date Processed 1 1/18/2024 4:00:36 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000ﬂ all E‘ o B : H?EI 7 Detector A 220nm
| ﬁ% © ‘
™ IR Q i g’ |
fabEgRTas of
500015 ; ~ i E
_S o 8 50. g
R ay Lo
H% v &)1 ; ‘\—'; V
© o lR & 5N P8 |
LG Q9 o @ |}
01— LS L IR ————— {»m& S s - - -
) ©
1 %
i R
—5000 T T T T I T T T T T T T T T T T T T T I T T T I T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm R .
Peak# Name R.Time Area | Area% | T. Plate | T.Factor | Resolution | R.R.T |
1| PLACEBO_1 1.70] 17128‘ 0.11 795| 4.490 ;I -- --
2 | PLACEBO_2 2.69 1288! 0.01 4969 | 0.989 ‘ 5.012 --
3 | PLACEBO_3 2.83 1747i 0.01 6684 | 1.231 1.014 --
4 | ASCORBIC ACID 3.15 364150?; 2.34 5809 | 1.312 2.087 --
5| PLACEBO_4 3.44 444! 0.00| 22150| 1.014 2.247 --
6 | PLACEBO_5 3.58 8155"+ 0.05 6961| 1.265 1.044 --
7 | CHLORPHENIRAMINE MALEATE 3.88 308770 1.98 8035| 1.286 1.723 --
8 | PHENYLEPHRINE HCL 4.56 1661772 1.07 7817 | 1.496 3.620 --
9  BLANK_3 5.08 315l 0.00| 19192 0.845 2.910 --
10 | PLACEBO_8 5.23 1218i 0.01| 12760| 1.195 0.918 --
11 | PLACEBO_9 5.55 82117‘l 0.53| 10071| 1.227 1.606 --
12 | PLACEBO_11 6.77 5561} 0.04 9049 | 1.260 | 4.820 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-25.Icd
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‘Peék#[ Name  RTime  Area | Area% | T.Plate T.Factor | Resolution R.R.T |

| 13| PLACEBO_12 803 31190 0.0 13501 1.040 | 4.482 | -

14| PLACEBO_13 911 4716 003| 12713 1232 | 3609 -
15 | PARACETAMOL | 10.18| 13458987 86.52| 13942 1.195 | 3.188 - |

 16/PLACEBO_14 1128 4643  0.03| 15724 1.051 | 3.122 -

17 | PLACEBO_15 1355 2209 001 14272 1.204 | 5.586

18| PLACEBO_16

14.48‘ 20097 013 11921} 1.190
19 | PLACEBO_18

|
; 29.80% 1077122 6.92| 17020 1.189
l [ 15556124 | 100.00

| . ) F—

Analysed By

@\g\o\\’)\x

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-25.1cd
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GENERIC HEALTHCARE PVT. LTD.

Analysisﬂ Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS

: BLANK-RS

. 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-26.lcd
: GRIPEX-SACH-RS.Icm

13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

1 1-1

¢ 1.0 il

: 1/14/2024 7:04:49 PM
1 1/18/2024 4:01:30 PM

Acquired by : E.MEENA

Processed by

: C.K.SARAVANAN.

<Chromatogram>
uVv
100007 < B h ~ Detector A 220nm
2
3
4 m
— O
5000 ! l?
. P abaf o |
SRR
oo 2
| 3X@ t
= 0 o~ |
o P =
! |
i |
] |
-Sooogﬁ T T T I T T T T I T T T T I T T T T I T T L I T T T gl
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm i [ . B S . !
Peak# Name R.Time Area \ Area% | T. Plate ‘ T.Factor \ Resolutionl R.R.T |
1| BLANK_1 2,56 717|  21.92 1186 1.737 l DU
2| BLANK_2 2.97 333! 10.17 3637 | 1.167 1.656 E S
3| BLANK_3 4.57 393| 12.01| 10802| 1.458 B.565 | ~- |
- ) bl
4 | BLANK_4 5.09 1829| 55.91 6426 | 1.498 2.407 | --
Total 3271| 100.00| | |
\7\3r \W
g\0 o\
\ 1O
Analysed By ecked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTIOI

STABILITY-RS-SPL-26.lcc
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : BLANK-RS
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-27.lcd
Method Filename : GRIPEX-SACH-RS.lcm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # 1 1-1
Injection Volume  : 10 uL
Date Acquired 1 1/14/2024 8:05:28 PM Acquired bé : E.MEENA
Date Processed 1 1/18/2024 4:02:19 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
e N " Detector A 220nm
| % % \
aE
e
5000 OICB &

‘I
|
|
\
|
l
!
1
|
(

(=
/2561 / BLANK_1
+2.976 / BLANK_2

~5000-————————— T 1 = —
I I f I I

0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm L i e o =
Peak# Name R.Time Area Area% | T. Plate T.Factor1 Resolution | R.R.T ‘
1| BLANK_1 2.56 264 8.69 2422 | 1.016 -- —__—
2 | BLANK_2 2.98 354 11.66 3276| 1.173 1.995 -- }
3 |BLANK_3 4,57 410 13.49 10188| 1.380 8.191 -
... | ]
4 | BLANK_4 5.09 2010 66.16 5922 | 1.590 2.344 -
| Total 3038 100.00 1 ‘
\ \ |20
®/\0\\7 | o\
\% \DA
Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-27.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS

: PARACETAMOL-28H-RS-STD
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-28.lcd
: GRIPEX-SACH-RS_STD_P.Ilcm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb

:1-3

: 10 uL

1 1/14/2024 9:06:07 PM
1 1/18/2024 3:13:43 PM

: E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>

uVv

10000

-5000

I Y U |

Detector A 220nm|

10.191 / PARACETAMOL|

0

<Peak Table>

min

Detector A 220nm

Peak#
1| PARACETAMOL

' Area%

o054 10

100.00

T. Plate

T.Factor ‘ Resolution

14406 |

Tota Ii

69064 | 100.00

1

17. 152 7 1@”
|

@\g\o\\'}w

Analysed By

Y
, \O\\ﬂ\)\/\’ 7
ecked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-28.lcd
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’G' GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : GRIPEX-1228-28H-RS-SPL
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-29.lcd
Method Filename  : GRIPEX-SACH-RS.lcm
Bat|ch Filename : :{3&)12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # P 1-
Injection Volume  : 10 uL
Date Acquired 1 1/14/2024 10:06:46 PM Acquired by : E.MEENA
Date Processed 1 1/18/2024 4:21:49 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
LHRR0 | o R ~ Detector A 220nm|
1§ @ JEI
. ! um m © | m
3 0) L T ool |
,NI A @ = O | 2o
lo'ggioglgy'I LIgo o8
il i Cmp<y MO
5000 o2 , Swoo g
o. = |2 [oe] & n_u\)
IS i laug g o i } T‘
[Fo] . Ten ~ oY
16 o-o0R & BN N By ‘
N:‘E 12 15 O T o } \
01— M %‘TL(WM &xfﬁ:ﬁiwvgfwxwf-g R U —
1 ~
&
i ™
“5000 5 L L T "' T T T T ‘ T T T T ‘ T T T T [ T T = S T [ T T T T {
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm ) ‘ [ : .
Peak# Name R.Time Area 1 Area% ‘ T. Plate | T.Factor | Resolution R.R.Ti
1| PLACEBO_1 1.70 18121 | 0.12 777 | 4.685 -- -- :
2 | PLACEBO_2 2.69 15891 0.01 4944 | 0.999 4,954 -- [
3| PLACEBO_3 2.84 1648 0.01 7303 | 1.224 1.053 = |
4 | ASCORBIC ACID 3.15 347891 2.24 5828 | 1.278 2.126 = |
5| PLACEBO_4 3.44 449 0.00| 22071, 0.964 2.260 --
6 | PLACEBO_5 3.58 8246 0.05 6937 | 1.258 1.028 -
7 | CHLORPHENIRAMINE MALEATE 3.88 308800 1.99 8110| 1.257 1.726 --
8 | PHENYLEPHRINE HCL 4.56 166281 1.07 7855| 1.485 3.623 --
9 | BLANK_3 5.08 330 0.00| 19214 0.834 2.915 -
10| PLACEBO_S8 5.23 1261 0.01 12643 | 1.215 0.917 --
11 | PLACEBO_9 5:55 82410 0.53| 101i11| 1.212 1.605 --
12 |PLACEBO_11 6.77 5539 | 0.04 9130, 1.271 4.834 ==

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-29.lcd
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Peak#|  Name 'RTime| Area | Area% | T.Plate T.Factor |Resolution R.R.T
| 13| PLACEBO_12 | so3 3263 020 1357 L036 | 4ds2 | -
14| PLACEBO_13 oar 4431 003 13089 1.190  3.634 -
15| PARACETAMOL | 1018 13468058 86.60 14035 1.187 | 3.221 -
16 PLACEBO_14 | 11.28 4a82| 003 16192 1.037 | 3.147 -

17| PLACEBO_15 | 1356 2377  0.02| 15325 1.097 | 5.763

18| PLACEBO_16 14.48 20040  0.13| 11903 1.188 | 1.897
| 19|PLACERO 18 20.78 1078769  6.94| 17044 1.188 | 21.207 | --
| |

- !
Total \ . 15551984 100.00

Analysed By

@\6\0\\7&
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : PARACETAMOL-38H-RS-STD
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-38.lcd
Method Filename  : GRIPEX-SACH-RS_STD_P.lcm
Batlch Filename : 13?(;)12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # i b
Injection Volume  : 10 uL
Date Acquired 1 1/15/2024 7:12:40 AM Acquired bg : E.MEENA
Date Processed 1 1/18/2024 3:13:44 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000: lﬁ s - Detectorfiébhm“
=
| <C |
| 5 |
| & |
| g
5000~ |
1 &
S
0 A A Jk' o o 7&,/‘\\\\ i |
1 R
-5000 T L T T | T T T T T T T T I T T T T T T T T T ' 1
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm_ . - i -
Peak# Name R.Time 1 Area | Area% | T.Plate ‘l T.Factor \Resolution RaR.T |
1 | PARACETAMOL 10.19} 68871 | 100.00 145181‘ 1.136 I -- -- \
Total | 68871 100.00 | B
®/0\\7\3r \ \\Vﬁ/
9\ ( 0\:
Analysed By ecked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
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GENERIC HEALTHCARE PVT. LTD.

Analysis'Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS

: GRIPEX-1228-38H-RS-SPL
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-39.lcd
: GRIPEX-SACH-RS.lcm

y 13!?12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

1-

: 10 uL

1 1/15/2024 8:13:19 AM
1 1/18/2024 5:01:26 PM

: E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>
uVv
10000 s - Detector A 220nm|
Q|2 B
| 2 Be o2
N > l-I<->J'_| B
2 4 39 of
e al<l 26
5000-0 g B WO W
DN HEE P S0T <0 | &
SirRBinCeSs By |
Biesin o g i
N Fle N hal | —
-5000 T T T L T T T T T T T T T T I T T T T I T T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm E— S _— _—
Peak# Name R.Time Area \ Area% | T. Plate | T.Factor | Resolution | R.R.T
1| PLACEBO_1 1.70 16929 0.11 793 | 4.274 - -~
2 | PLACEBO_2 2.68 2555 0.02 4715| 1.051 4.928 ==
3| PLACEBO_3 2.84 1511 0.01 7506 | 1.239 1.068 =
4 | ASCORBIC ACID 3.15 305905 | 1.98 5810| 1.285 2.137 =
5|PLACEBO_4 3.44 453 0.00| 21980| 0.976 2.254 ==
6| PLACEBO_5 3.58 8122 0.05 6965| 1.259 1.032 --
7 | CHLORPHENIRAMINE MALEATE 3.88 307203 1,98 8102 | 1.263 1.734 .
8| PHENYLEPHRINE HCL 4.56 165944 1.07 7859 | 1.492 3.610 -
9| BLANK_3 5.08 387 0.00| 17942 0.838 2.880 ==
10| PLACEBO_8 5.23 1191 0.01| 12961 1.153 0.926 ==
11| PLACEBO_9 5.56 82205 0.53| 10092 1.212 1.606 ==
12 PLACEBO_11 6.77 5660 0.04 9044 | 1.244 4.812 -=

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
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19 PLACEBO 18

i

T

|
2078 1077036 695 17065 1.187 | 21.234T - |

i 15486134 100.00

Peaki#|  Name RTime| Area | Area% | T.Plate T.Factor Resolution R.R.T
13 PLACEBO_12 | 803 31211 020 13582 1032 | 4.482 =1
14 PLACEBO_13 91 4686 0.03| 12764 1213  3.615 -
15| PARACETAMOL | 1018 13448568 ©6.84 14033 1.186 = 3.206 -
16 | PLACEBO_14 | 1127 4432] 003 16288 1.042 @ 3.40 | -
17|PLACEBO_15 | 1355 2204 001 15838 1203 | 5807 | -
18 PLACEBO_16 14.49 19842| 0.3 12005 1187L 1955 | -
|

hs?

Analysed By

ol
%\0\\
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : BLANK-RS i
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-40.lcd
Method Filename : GRIPEX-SACH-RS.lcm
Batlcr#} Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Via i 1-1
Injection Volume  : 10 uL
Date Acquired 1 1/15/2024 9:13:58 AM Acquired bg : E.MEENA
Date Processed 1 1/18/2024 5:07:36 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
100001 N o - - Detector A iibhiﬁ}
' x X |
: < % '}
é m 1
| B3 |
5000 0SB 3 |
{ ZZ ’ g
sk =
oo |
22 |
| &k k |
S : » : - —
i
1 i
1 i
"'5000 T T I T T T T I LA B L T T T T I T =T T T I T T T T (‘
0 10 20 30 40 50
min
<Peak Table>
D,etectgr,ALZZ,Onm,, o I . o
Peak# | Name R.Time Area Area% | T. Plate ‘ T.Factor | Resolution | R.R.T ‘
1| BLANK_1 2.56 | 240 7.46 3131 | 1.084 -- - |
2 | BLANK_2 2.98 396 12.30 3430 1.159 2.165 -
3 | BLANK_3 | 457 366 11.36 9845 1.263 8.216 = |
4 | BLANK_4 5.09 2218 68.88 6130 1.676 2.348 - ‘
i Total 7 3220 100.00 ;
@yl ol
%P \er
\ ‘ O
Analysed By Checked By
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GENERIC HEALTHCARE PVT. LTD.

P
Gi

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS
: BLANK-RS

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-41.lcd
: GRIPEX-SACH-RS.Icm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

:1-1

10 uL

: 1/15/2024 10:14:40 AM
1 1/18/2024 5:08:30 PM

: E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>
uVv
10000, 5, © Detector A 220nm
v X
| z%
| 53
) Pt
\—(\lr\g
5000 xlxlg-m;
g Z Z
u 55\ /
m m
o~
© I~
1 wo ||
I —— -
—5000 T T T T I T T T T T T T T T T T L T T I T T T T T 7 T T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm - !
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1| BLANK_1 2.56 202 6.43 3090 1.084 -- --
2 | BLANK_2 2.98 389 12.35 3367 | 1.160 2.143 --
3 |BLANK_ 3 4,57 390 12.38 9390| 1.167 8.092 --
4 | BLANK_4 5.09 2168 68.84 6233 | 1.452 2.334 -=
Total 3150| 100.00
W™ Y7
&\° \u\\f\
Analysed By cked B
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’Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : PARACETAMOL-42H-RS-STD
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-42.lcd
Method Filename  : GRIPEX-SACH-RS_STD_P.lcm
(E/,atlch Filename ; i3§)12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb
ial # v 1=
Injection Volume : 10 uL
Date Acquired :1/15/2024 11:15:19 AM Acquired by : E.MEENA
Date Processed 1 1/18/2024 3:13:45 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000 3 - Detector A 220nm|
) =
J b
o
* 2
5000 o
N
&
=)
O,,,H,,,,,,,,’-L,;,JJ - L SEESE—— et R R ,”,,_,,/’/ N ‘\\"\¥*,\ |
-5000 L T T T T T T I T T T I T T T T T T T T T T 7 T L
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm_ [ - S ) I —
Peak# Name [ R.Time‘l Area Area% \ T. Plat;] T.Factor | Resolution | R.R.T |
1 | PARACETAMOL i 10.20\ 68956 100.00; 14552“ 1,131 -- -- ‘1
Total | | 68956| 100.00 | | |

G W, o 47
Analysed By Cc ckeMBy

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
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GENERIC HEALTHCARE PVT. LTD.

Analysisy Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

:1-5
: 10 uL

: SOLUTION STABILITY-RS
: GRIPEX-1228-42H-RS-SPL

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-43.lcd
: GRIPEX-SACH-RS.lcm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb

: 1/15/2024 12:15:58 PM
1 1/18/2024 5:16:43 PM

Acquired b
Processed %y

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uV
10000 B o5 ) o - ~ Detector A 220nm
i @ OI = ["l
<
BlEs . °
o WA u‘zton|
AeBgeRnees of
50000 : ShEs WS
| = NWZo oot G, b
§.-m§f§§°z’- Y
(oo ©f&S N )l & B
0—“—4("" %{Lﬁ'ﬁw\— 31-&_»-#?-_%«’M—-~- / N - S
1 o
%
| o
—sooofk‘r"' 1 J— "fi"i"’i“r N e T T 'I' T T T | T T I N B A R 7"7771"(77” N i 4
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm ) I — Y ————
Peak# Name R.Time Area Area% | T. Plate | T.Factor W Resolution | R.R.T |
1| PLACEBO_1 1.70 16602 0.11 800| 4.208 3 -- --
2 | PLACEBO_2 2.68 2948 0.02 4703| 1.061 l\ 4.934 --
3| PLACEBO_3 2.84 1477 0.01 7574 1.237 }J 1.076 --
4 | ASCORBIC ACID 3.15 289994 1.87 5834 | 1.285 } 2.141 -
5| PLACEBO_4 3.44 447 0.00 20801 | 0.973 2.233 -=
6 | PLACEBO_5 3.58 8068 0.05 7030 1.277 1.028 --
7 | CHLORPHENIRAMINE MALEATE 3.88 305086 1.97 8139 | 1.263 1.741 --
8 | PHENYLEPHRINE HCL 4.56 165839 1.07 7877 | 1.497 3.612 --
9 | BLANK_3 5.08 422 0.00 16616 | 0.848 2.830 --
10| PLACEBO_8 5.23 1215 0.01 12855 1.256 0.912 --
11| PLACEBO_9 5.56 82371 0.53 10093| 1.210 1.608 --
12 | PLACEBO_11 6.78 5835 0.04 88541 1.173 4,782 - |

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-43.lcd



Peak# 7Nrame7”
| 13 PLACEBO_ 12
14 PLACEBO_13

15 PARACETAMOL

16 PLACEBO_14

17 PLACEBO_15

} PVLACEBO 16

' 19 PLACEBO_18

Analysed By

"

\

t

"‘R.Time"l Area

803 31244
9.1 4503
10.13l 13457810
11.28 4372
1355 2184
14.49| 19936
2079 1079136
| 15470487

Page2/2

| Area% T Plate TFactor | Resolutlon R.R.T ‘

1
0.201 13588\ 1. 036 | 4.455 | --

0.03| 12968\ 1.233 | 3.638 - |
86.94 1402& 1.186 | 3.213 - {
0. 031 16203 1.031 | 3.137 Lo

|
= o |
0011415194\ 1.287 ‘1 5.723 { -
0.13| 11822 1.187 | 1.944 - \
697‘» 170661 1.186 | 21 164 | - |

b
s
~ - i —— e -
100 00 | | \ 1

cgiif%
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GENERIC HEALTHCARE PVT. LTD.

y /
Gl

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS

: BLANK-RS

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-44.lcd
: GRIPEX-SACH-RS.lcm
: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

1 1-1
;10 uL

1 1/15/2024 1:16:37 PM
: 1/18/2024 5:27:06 PM

Acquired by
Processed by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
10008 ENVEE ) - * Detector A 220nm
v X
. 1
1 g 3
23
- a8 o
5000 JioB 6
- Z Z
<3
mm |
5 \
0NN L . S
-5000777'7'T’7' L T (] | T T 7'{ T T T T _"[ T T T ‘ T T T ! T S (R A S
0 10 20 30 40 50
min
<Peak Table>
Detect?r,,A,ZZOnm S S S S U U
Peak# Name R.Time Area Area% | T. Plate TT.Factor Resolution | R.R.T
1| BLANK_1 2.56 654 17.52 1231] 1.723 -- -
2 | BLANK_2 2.98 421 11.27 3031 | 1.147 1.636 -
3 |BLANK_3 4.57 337 9.03 9988 | 1.164 7.953 -
4 | BLANK_4 5.09 2320| 62.18 6290 | 1.564 2.371 =
Total 3731| 100.00
\\‘}\)( \%DM
\ o\
A )
Analysed By Checked By
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial # :1-3
Injection Volume  : 10 uL
Date Acquired
Date Processed

: SOLUTION STABILITY-RS
: PARACETAMOL-45H-RS-STD

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-45.lcd
: GRIPEX-SACH-RS_STD_P.lcm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

by

1 1/15/2024 2:17:16 PM
1 1/18/2024 3:13:46 PM

Acquired b

Processed

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
10000 = ~ Detector A 220nm
=
=
L
()
| g
5000 |
' S
S
0_,___,_,JJ\*4J\,,,, S h I PRS0 s S s— S ——
-5000-—— ] - 1 ' - — ! P
0 10 20 30 40 50
min
<Peak Table>
Detector A 2200Mm . . : : e e e
Peak# Name R.Time ! Area Area% | T. Plate | T.Factor | Resolutionl R.R.TW
1| PARACETAMOL 10.19‘; 69041| 100.00 14525  1.133 i - -- ‘
o ’ )
| Total | 69041| 100.00| | |

Y
@\g\o\\?

Analysed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-45.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS

: GRIPEX-1228-45H-RS-SPL
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-46.lcd
: GRIPEX-SACH-RS.Icm

: 13%)12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

t1-

: 10 uL

1 1/15/2024 3:17:55 PM
1 1/18/2024 5:33:24 PM

: E.MEENA

Acquired bg
Y : C.K.SARAVANAN.

Processed

<Chromatogram>
uV
100007 dwlf 1‘ = o e Detector A 220nm
~ g l|¢|$ 8 [(e]
JN < t 3 0|
o ‘SI ‘-Igi o 8
fh D @ iora 24
5000-|Q 62 SHE0 W
S5E= g% g <o
o 5od § ShRE = :
B s ~ Do
sahmaly o5 38
g geN o ¥ 3%
i ki C | T o P
i VY m i =
0—~$‘ TS %‘Lﬁk‘\¥¢w¥i~- I vaL A -
1 s
1 S
i )
-5000 T L L/ I T T ] T T T I T T I T T T T T T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm_ I i — S
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1| PLACEBO_1 1.70 17060 0.11 784 | 4.300 -- --
2 | PLACEBO_2 2.68 3248 0.02 4674 | 1.072 4.897 --
3| PLACEBO_3 2.84 1427 0.01 7676 1.248 1.084 --
4 | ASCORBIC ACID 3.15 277884 1.80 5826| 1.285 2.147 --
5| PLACEBO_4 3.44 439 0.00| 22035| 0.989 2.254 --
6 | PLACEBO_5 3.58 8112 0.05 6959 | 1.267 | 1.035 --
7 | CHLORPHENIRAMINE MALEATE 3.88 304878 1.97 8138| 1.260 1.739 --
8 | PHENYLEPHRINE HCL 4.56 165726 1.07 7892 | 1.494 3.612 --
9 BLANK_3 5.08 411 0.00 18218| 0.844 2.898 -
10 | PLACEBO_S8 5.23 1213 0.01 12997| 1.157 0.928 --
11 | PLACEBO_9 5.56 82372 0.53 10104 | 1.211 1.610 --
12 |PLACEBO_11 | 6.77 5841 0.04 8899 | 1.201 | 4,788 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-46.Icd
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l;eak# Name - R.fi?ne Area ‘ AEéé% | T. Plate 1T.Factor Reso]ut]on' R.R.T
13| PLACEBO_12 8.03 31255  0.20 13575 1.033 | 4.461 =
14| PLACEBO_13 | 911 4589 0.03| 13082 1.211 | 3.646 | -

| 15| PARACETAMOL | 10.18| 13453311 87.01 14039 1.185 | 3.221

| 16| PLACEBO_14 11.27 4505  0.03| 15959 1.039
17 | PLACEBO_15 B 13.54 2377)  0.02] 14220 1.333
18| PLACEBO_16 14.49 20020 0.13 11871 1.216
19| PLACEBO_18 20.78| 1077603  6.97| 17066  1.187

Total, - | 15462271 100.00 N

Analysed By

\X
%\0\\?

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-46.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis'Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS
: BLANK-RS
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-47.lcd
: GRIPEX-SACH-RS.lcm
: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
:1-1

;10 uL
1 1/15/2024 4:18:34 PM
1 1/18/2024 5:34:58 PM

Acquired b
Processed

by

: E.MEENA

: C.K.SARAVANAN.

<Chromatogram>
uv
T Detector A 220nm
' LE |
25 |
1 é @ !
. © D |
5000~ I3 |
1 ZZ }
45 1
m m |
| g8l |
1 wo | |
o SFH— T |
i
|
-5000“ T T T I T T - T I T T I ) B T T T T T T T {
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm_ ) o R o
Peak# Name R.Time Area Area% | T. Plate ’ T.Factor | Resolution | R.R.T
1| BLANK_1 2.56 705 17.98 405| 1.935 -- --
2 | BLANK_2 2.98 429 10.94 3136| 1.101 1.173 --
3 |BLANK_3 4.57 349 8.91 9665| 1.254 7.946 --
4 | BLANK_4 5.09 2438 62.17 6042 | 1.581 2.343 --
Total 3922 | 100.00

@\g\o\\?‘){

Analysed By

cke}ia\By

\o

APl

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-47.Icd
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Gl GENERIC HEALTHCARE PVT. LTD.

Analysis 'Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : PARACETAMOL-48H-RS-STD
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-48.Icd
Method Filename : GRIPEX-SACH-RS_STD_P.lcm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # 1 1-3
Injection Volume  : 10 uL
Date Acquired 1 1/15/2024 5:19:15 PM Acquired bg : E.MEENA
Date Processed . 1/18/2024 3:13:47 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
100007 g S Detector A 220nm|
| 2
—e =
| L
1 O
| 5
<
5000 |
=)
0 7 SO ™ I\! P— NSDE— |
-5000”*"":"" T T I T T T I T T T T I T T T T I T T T T T T l
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm I R
Peak# Name R.Time Area Area% | T. Plate | T.Factor ‘ Resolution | R.R.T
1| PARACETAMOL 10.19 68961 | 100.00 14517 | 1.135 -- -
Total ‘ 68961| 100.00

N\ v
@\6\6\\’} \ o’\\ ')3()

' \
Analysed By Che: ed( BOQ

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-48.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS

: GRIPEX-1228-48H-RS-SPL
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-49.lcd
: GRIPEX-SACH-RS.Icm

: 135_?12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb

t1-

;10 uL

1 1/15/2024 6:19:53 PM
1 1/18/2024 5:39:08 PM

Acquired by
Processed by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
10000 &1 m ~ i3 o Detector A 220nm|
| g a2 ol ‘ o \
1.2 Ju a2 ﬁv © ||
BEBgeaosd of ‘
50002 & g%% T
Eaggpiiioes I
o N 4 ~
BB eny %Eﬁ o3
Nege N8l Sl = g J\
LA W e e
O———f 3 g B “/f‘lf%&"*' i T’ri»i!»‘— e h m——]
] >
1 %
o
-5000"“‘“"{ - T T T "[-'l T T T ] T T T T ‘ T r ! T T T T N T T L T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm L e
Peak# Name R.Time! Area Area% | T. Plate | T.Factor | Resolution| R.R.T
1| PLACEBO_1 1.70 17291 0.11 793| 4.571 | - -
2 | PLACEBO_2 2.68 3545 0.02 4662 | 1.080 4,910 --
3| PLACEBO_3 2.84 1405 0.01 7644 | 1.251 1.090 -
4 | ASCORBIC ACID 3.15'| 266168 1.72 5848| 1.287 | 2.142 --
5| PLACEBO_4 3.44 424 0.00 21278 | 0.993 2.243 --
6 | PLACEBO_5 3.58 8111 0.05 6971 1.267 1.028 --
7 | CHLORPHENIRAMINE MALEATE 3.88 304691 1.97 8146 | 1.264 1.742 --
8 | PHENYLEPHRINE HCL 4.56 165506 1.07 7909 | 1.497 3.612 --
9 | BLANK_3 5.08 436 0.00 16962 | 0.864 2.856 --
10| PLACEBO_8 5.23 1174 0.01 13215 1.268 0.918 --
11 | PLACEBO_9 5.56 82224 0.53 10120| 1.212 1.617 -
12 | PLACEBO_11 a 6.77 5794 0.04 8964 | 1.204 4.803 -

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-49.lcd
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Peak#  Name ‘RTime| Area | Area% | T.Plate TFactor Resolution| R.R.T |
l 13| P%@ig 7 803 31274 020 E84‘ 1032 4.466 | -
| 14| PLACEBO_13 o1 4592 0.03 12738 1.222  3.619 | -- |
| 15 PARACETAMOL 1018 13449031< 87.08| 14049 1.185  3.202 | -- |
16 PLACEBO_14 11.27 4368 003 16232 1.072  3.134 | -
17 PLACEBO_15 13.54| 2334 0.02] 16104 1.187 5805 | - |
18 | PLACEBO_16 - 14.49| 20084  0.13| 11758 1171 | 1988 | - l
19| PLACEBO_18 29.78 1076834 65'777*1%76{[”1.15375' } '\
ot || isassoe7 10000 || |

Analysed By

@/\0\\7\)(

@

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-49.Icd
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

~ RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET

Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage METHOD PRECISION (SAMPLE PREPARATION-1) Exp.Date : Nov-26

Instrument ID:

Each 4.5 gm sachet contains:

Par 18P 650 mg
Chlorphenamine Maleate BP ------v--zz=uux 20 mg
Phenylephrine Hydrochloride BP ---------- 10 mg

Ascorbic Acid BP- 50 mg

ST/QC/EQ/041

ST/WS/23/012

% Purity (aib)

Calculation formula :

Resolution between peak

due to Phenylephrine and Paracetamol peak NLT 2.0

RTLY

ST/QCLC/007 Balance ID:

Standard dilution. : 60.16 mg to ---> 100 ml to ---> 5 mlto ---> 100
Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 ml o ---> 1
Test dilution .: 415.05 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.51¢ 1 ml o ---> 1 ml to ---> 1 ml to --=> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg
||Paracetamol 68978 68922 68934 68865 68929 69092 68953 76.9 0.112
With Bracketing std. 69093 68973 87.9 0.127

UNKNOWN Trmp. 0

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Trmp.

UNKNOWN Tmp.

UNKNOWN Imp. i

UNKNOWN Imp. .

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299
1Y IResolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851

Any individual impurity

Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100

in%

Standard area x sample dilution X Label claim x 100

Calculation formula :

ND

0.00

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

ND

68953

0.00

Analysed by :

Date :

E.MEENA
18-01-2024

\
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle e ~ RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage 3 METHOD PRECISION (SAMPLE PREPARATION-2) Exp.Date : Nov-26

ST/QCLC/007

Each 4.5 gm sachet contains:
Par | BP

Chlorphenamine Maleate BP ---

Phenylephrine Hydrochloride BP

Ascorbic Acid BP-

Instrument ID: ST/QC/EQ/041 ST/WS/23/012 % Purity (aib)
Standard dilution. : 60.16 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.008 5 mlto ---> 50 ml to ---> 1 ml to ---> 1
Test dilution .: 41503 mg to ---> 100 mlto ---> 1 mlto ---> 1
Test.conc (in ppm)-599.487 1 ml to ---> 1 ml to ---> 1 ml to =--> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg
[System suitability | . a0
Paracetamol 68865 68929 69092 68953 76.9 0.112
With Bracketing std. 69093 68973 879 0.127
UNKNOWN Trmp. 0
UNKNOWN TImp.
UNKNOWN Trmp. |
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Irmp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Trmp.
UNKNOWN Irmp.
UNKNOWN Trmp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Imp.
al
Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299
Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851
Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0

Z\XI UNNvO.«~3.,

Calculation formula :

20.792

Any individual impurity

Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100

in%

Standard area x sample dilution X Label claim x 100

formula :

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

ND

0.00

Analysed by :

Date : 18-01-2024

E.MEENA

@é\o\\wf




— GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle o e RELATED SUBSTANCE OF PARAC@TM@'OL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage H METHOD PRECISION (SAMPLE PREPARATION-3) Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Par | B8P

Chlorphenamine Moleate BP ---------------
Phenylephrine Hydrochloride BP
Ascorbic Acid BP----=-screneean

Instrument ID: ST/QCLL/007

Standard dilution. : 60.16 mg to ---> 100 ml o ---> 5 ml to ---> 100

Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 ml to ---> 1

Test dilution .: 415.26 mg to ---> 100 mlto ---> 1 ml to ---> 1

Test.conc (in ppm)-599.82 1 mlto ---> 1 ml o ---> 1

mlto ---> 1

Conversion factor : 1.0000

Labelled content : 650 mg

Average weight @ 4500.0 mg

Paracetamol 68978 68922 68934 68865 68929 69092 68953 76.9 0.112
With Bracketing std. 69093

68973 87.9 0.127

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Irmp.

UNKNOWN Tmp.

UNKNOWN Trmp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN Trmp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN TImp.

UNKNOWN Trmp.

UNKNOWN Trp.

UNKNOWN Trmp.

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299

Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0
NKNOWN TMPURTLY

0
Calculation formula : 68953
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

0
Calculation formula : 68953
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00
Analysed by : £ MEENA ®/\0\\()/ Checked by~ \ <L
Date : 18-01-2024 \(l7 Date : DA ©




-_— GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle  RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage :  |METHOD PRECISION (SAMPLE PREPARATION-4) Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Par | BP
Chlorph ine Maleate BP
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP-
SR
: ..

. i
Instrument ID: ST/QCLC/007

ST/QC/EQ/041 ST/Ws/23/012 % Purity (aib)
Standard dilution. : 60.16 mg to ---> 100 ml fo ---> 5 ml to ---> 100
Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 mlto ---> 1
Test dilution .: 415.34 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.93 1 ml to ---> 1 ml to ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight @ 4500.0 mg
Paracetamol 68922 68934 68865 68929 69092 68953 76.9 0.112
With Bracketing std. . 68973 87.9 0.127

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

esolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299
{Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851
solution between peak due to Phenylephrine and Paracetamol peak NLT 2.0 ~ 20.792

0
Calculation formula : 68953
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

0
Calculation formula : 68953
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

@ W
Analysed by : E.MEENA \\7 Check -
omyj ' 18-01-2024 \%\0 Date \Q\\O\




>
[« |

GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET

Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Stage METHOD PRECISION (SAMPLE PREPARATION-5) Exp.Date Nov-26

Instrument ID:

Each 4.5 gm sachet contains:
Par | B8P

Chlorph: ine Maleate BP
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP-

ST/QCLC/007

ST/QC/EQ/041

ST/Ws/23/012

% Purity (aib)

Calculation formula :

Standard dilution. : 60.16 mg 1o ---> 100 mito ---> L] ml to ---> 100
Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Test dilution .: 415.15 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.66 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg
Paracetamol 68978 68922 : 68934 68865 68929 69092 68953 76.9 0.112
With Bracketing std. 69093 68973 87.9 0.127
UNKNOWN Imp. . 0
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Irmp.
UNKNOWN Tmp.
UNKNOWN Tm
Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299
|Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851
solution between peak due to Phenylephrine and Paracetamol peak NLT 2.0 20.792
0
Calculation formula : 68953
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

ND

0.00

Analysed by :

Date :

E.MEENA
18-01-2024

ol

Checked

Datef




= GENERIC HEALTHCARE PVT.LTD
G. QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Tittle - : RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET |
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : METHOD PRECISION (SAMPLE PREPARATION-6) Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Par | BP 650 mg
Chlorp} ine Maleate BP 20 mg
Phenylephrine Hydrochloride BP ---------- 10mg
Ascorbic Acid BP-------nrmcnmemoneaeeenn 50 mg

i i F i Sk i 5 i i i i
Instrument ID: ST/QCLC/007 ST/QC/EQ/041 ST/WS/23/012  |% Purity (aib)
Standard dilution. : 60.16 mg 1o ---> 100 ml to ---> 5 mlto ---> 100
Std.conc (in ppm)-3.008 5 ml to ---> 50 mlto ---> 1 ml to ---> 1
Test dilution .: 415.20 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.73 1 ml to ---> 1 ml to ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight : 4500.0 mg
Paracetamol 68978 68922 68934 68865 68929 69092 68953 76.9 0.112
With Bracketing std. 69093 i 68973 87.9 0.127
T ;( 7 = %
A 2 2
5 . ;

UNKNOWN Imp. . : 0

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Trmp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Trmp.

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299

Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0

0
Calculation formula : 68953
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.000

0
Calculation formula : 68953
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

Analysed by : EMEENA .}\)‘
%0\\

Date: 18-01-2024 \
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

1 1-6
: 10 uL

: METHOD PRECISION-RS
: BLANK-RS

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-30.lcd
: GRIPEX-SACH-RS.lcm
: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

by

1 1/14/2024 11:07:25 PM
1 1/18/2024 4:25:17 PM

Acquired b
Processed

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
10600 N~ Detector A 220nm
v X
23
| 3=
5000 Fo
b z
<
m
1 o
&
0“,,,,,7‘{}(\'/ . . . [E— = I
"5000 T T T T ‘ T T T T i T T T T | T T ! T T T T
0 10 20 30 40 50
min
<Peak Table>
etector A 220nm . . : ’ )
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T |
1|BLANK_1 2.98 260 9.86 1788 1.090 -- - |
2 | BLANK_2 4.57 369 13.96| 10343| 1.196 6.894 « |
3 |BLANK_3 5.09 2011/ 76.18| 6141| 1.700 2.380 -
Total 2640 100.00 |
Ny
0\\ N
\(?7\ \o\l
Analysed By Checked B‘y

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-30.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: SOLUTION STABILITY-RS
: RESOLUTION SOLUTION

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-02.lcd
1 GRIPEX-SACH-RS.lcm

1 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb

Vial # 1 1-2
Injection Volume  : 10 uL
Date Acquired 1 1/13/2024 6:49:06 PM Acquired bg : E.MEENA
Date Processed 1 1/18/2024 3:19:39 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uv
1000000~ m ~1 B - ~ Detector A ﬁOnmE
= = |
| s
- L
- < O
750000~ E P
Zo &
] o =
. 8
500000 % S
; Oz
250000 <OF
b B &
Yoo~
I
S = k
0 ,€\JTA¢¢A¢1“ e
T - T T [ T T T T ‘ T T T T ‘ T r*”V"777""T"7‘17'77"’T7 B L W T 0 ¥
0 10 20 30 40 50
min
<Peak Table>
Detector A 220 m0. — . I I
Peak# Name R.Time Area Area% | T. Plate | T.Factor IResolution R.R.T
1| ASCORBIC ACID 3.15 343199 2.61] 5952 | 1.300 -- --
2 | CHLORPHENIRAMINE MALEATE 3.87 299289 2.27 8269 | 1.274 4.299 --
3 | PHENYLEPHRINE HCL 4.57 140618 1.07 8674 | 1.235 3.851 --
4 | PARACETAMOL 10.19| 12379511 94.05 14082 | 1.193 20.792 --
Total ; 13162616| 100.00
/\,Aj
. D
@@\0\\7\* 2 ®\\ v
Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-02.lcd
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GENERIC HEALTHCARE PVT. LTD.

AnalysisﬁReport

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial # :1-3

Injection Volume : 10 uL

Date Acquired 1 1/13/2024 7:49:45 PM
Date Processed 1 1/18/2024 3:13:38 PM

: SOLUTION STABILITY-RS
: PARACETAMOL-RS-STD-01

: GRIPEX-SACH-RS_STD_P.Ilcm

1 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-03.lcd
: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>

‘4 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SI
mV 5 ] Detector A 220nm

o
T
|

min

‘4 GRIPEX SACHET-MV SOLUTION STABILITY-RS-SI
mV 5- Detector A 220nm

10.198 / PA

R
0 25 50

min

‘4 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SI

‘4 GRIPEX SACHET-MV-SOLUTION STABILITY-RS- Sl

= Detector A 220nm

<
|

min

‘4 GRIPEX SACHET-MV SOLUTION STABILITY-RS-SI

mV 5 Detector A 220nm

O L T T T T
0 25 50

10.198 / PA|

‘4 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SI

mV 5 = Detector A 220nm  mV B = Detector A 220nm
0= L‘ 2* T T ! OjF'*""" ‘l'hg‘ N o T
0 25 50 0 25 50
min min
<< Detector A >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID : R.Time Area T. Plate [T.Factor]
3 |RS-SPL-03.lcd | PARACETAMOL-RS-STD-01 10.20 68978 14540 | 1.15
3 |RS-SPL-04.lcd | PARACETAMOL-RS-STD-02 10.20 68922 14504 | 1.14
3 |RS-SPL-05.Icd | PARACETAMOL-RS-STD-03 10.20 | 68934 14549 | 1.14
3 |RS-SPL-06.lcd | PARACETAMOL-RS-STD-04 10.20 68865 14563 | 1.14
3 |RS-SPL-07.lcd | PARACETAMOL-RS-STD-05 10.20 68929 14524 | 1.14
3 |RS-SPL-08.lcd | PARACETAMOL-RS-STD-06 10.20 69092 14461 | 1.15
Average 10.20 68953 14523 1.14
\2%RSD _ 10.010 | 0.112 0.255 | Ov134
Q™
Analyséd By Checked

\o!

»6\/

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-03.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: SOLUTION STABILITY-RS

: PLACEBO-RS

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-10.lcd
: GRIPEX-SACH-RS.lcm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

Vial # 1 1-4
Injection Volume  : 10 uL
Date Acquired 1 1/14/2024 2:54:21 AM Acquired bg : E.MEENA
Date Processed 1 1/18/2024 3:35:12 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000'*_ o o o E' Detector A 220nm
N, % %3 UF’I eglf l-LLJ‘I
T | o) I
= Il @ 208
50001 4 e :3 3 853
, 7 w 0 I <0
SERLRR 39 3 929 -
| E D ' .L®A°°n_ by Eg;u.
o PP T R v S
—'5000 T T ‘ T T T T } T T T T } T T T [ T T T T { ) T T {
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm — ‘ o
Peak# | Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1| PLACEBO_1 1.70 18184 1.35 758| 4.849 -- --
2 | PLACEBO_2 2.71 236 0.02 9914 | 1.044 5.658 --
3| PLACEBO_3 2.84 1168 0.09 5156| 1.320 0.996 --
4 | PLACEBO_5 3.45 642 0.05 19137 0.772 4.704 --
5| PLACEBO_6 3.58 25730 1.91 7417| 1.220 0.981 --
6 | PLACEBO_7 . 4.43 844 0.06 13244 0.982 5.328 --
7 | PLACEBO_S8 4.70 12852 0.95 7810 1.120 1.466 --
8 | PLACEBO_9 5.23 4530 0.34 5163| 0.731 2.091 --
9 | PLACEBO_10 5.55 70037 5.19 10221 | 1.242 1.283 -
10| PLACEBO_11 6.25 1238 0.09 4103 | 1.625 2.274 --
11| PLACEBO_12 6.76 8563 0.63 9462 | 1.311 1.545 --
12 | PLACEBO_13 8.04 28849 2.14| 13887| 1.084 | 4.619 -

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-10.lcd



Peak# ~ Name
13 PLACEBO_14
14 PLACEBO_15

" 15 PLACEBO_16

16 | PLACEBO_17
17| PLACEBO_18

f
I

|
|
|
|
] 18 PLACEBO_19

o
@\/% o\

Analysed By

‘
!

R.Timé | 7 Area
. 912 5107
11”.755?” 3387
13.57 | 2399
14.49 21797 |
15.67 1285
20.83| 1142881
| 1349728

Page2/2

{ - ' ‘
Area% | T. Plate }T.Factor Resolution  R.R.T !

0.38 13050 1.431
0.25 15689 1.004
0.18 14300 1.207
1.61| 12486 1.187
0.10| 22464  1.265
84.67| 17018| 1.190
©100.00

3.664 --
6.383 --
5595 | -
1.897 | --

| 2512 -

| 21252 | }

1

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-10.lcd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : METHOD PRECISION-RS
Sample ID : GRIPEX-1228-RS-SPL-1
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-31.lcd
Method Filename : GRIPEX-SACH-RS.lcm
Batch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # 1 1-7
Injection Volume  : 10 uL
Date Acquired : 1/15/2024 12:08:04 AM Acquired bg : E.MEENA
Date Processed 1 1/18/2024 4:48:27 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uv
. I o

10000

' E’ N ~ Detector A 220nm

ZF————*
~9:116+PLACEBO—
~¢  10.175/ PARACETAMOL
11.275 / PLACEBO_14
~13-557 /| PLACEBO_15
( 14.471 | PLACEBO_16
(
Wﬂm
|
|
\
|
\

2.684 /| PLACEBO_2

0* AT =
] ~
- &
| -
-500077'177"'V"‘ I 'l L L T ‘ T T T ¥ ! T T L T [ T T ‘ T T T T ‘J
0 10 20 30 40 50
min
<Peak Table>
Detector A 22000 i . .
Peak# Name R.Time Area Area% | T. Plate | T.Factor [ Resolution | R.R.T ‘
1| PLACEBO_1 1.70 15904 0.10 810| 3.912 - -
2 | PLACEBO_2 2.68 2480 | 0.02 4567 | 1.041 4.936 --
3| PLACEBO_3 2.84 940 0.01 7426 | 1.301 1.067 -
4| ASCORBIC ACID 3.15 273570 1.76 5761 1.276 2.100 --
5| PLACEBO_4 3.44 461 0.00 22160| 0.962 2252 -
6| PLACEBO_5 3.58 9442 0.06 6937 | 1.256 1.028 -
7 | CHLORPHENIRAMINE MALEATE 3.88 286974 1.85 8118 | 1.249 1.730 --
8 | PHENYLEPHRINE HCL 4.56 161328 1.04 7811, 1.486 3.615 --
9| PLACEBO_S8 5.22 3996 0.03 3245| 0.755 2.308 -
10 | PLACEBO_9 5.55 85036 0.55 10078 | 1.211 1.126 --
11 | PLACEBO_10 6.24 1003 0.01 4397 | 1.501 2.310 --
12  PLACEBO_11 6.76 8813 0.06 8782 1.227 ] 1.560 = |

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET—MV—SOLUTION
STABILITY-RS-SPL-31.lcd



Analysed By

N
@\%\0\\

Page2/2
lPeak# 7 Name ‘ R.Time ‘ Areg : Arga%ﬂi T. Plate 1 T.Fagtgr ‘ Rersroilution‘ R.R.T ‘

13| PLACEBO_12 803 31072 0.20| 13582 1.034  4.489

14| PLACEBO_13 911 4512 003 13045 1.189 | 3.637
15| PARACETAMOL | 10.18 13526550 87.09| 14009 1.187  3.213
| 16| PLACEBO_14 | 1128 4436|  0.03| 16350 1.041 | 3.158
17| PLACEBO_15 | 1356 2296 0.01) 14569 1.165 | 5.
| 18|PLACEBO_16 14.47[ 30904 0.20| 12338 1.178

19| PLACEBO_18 | 20.78| 1082482 6.97| 17054 1.188
teel | | ssaiee] 10000 |

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-31.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis 'Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: METHOD PRECISION-RS
: GRIPEX-1228-RS-SPL-2
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-32.lcd
: GRIPEX-SACH-RS.Icm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

:1-8

;10 uL

: 1/15/2024 1:08:44 AM
1 1/18/2024 4:49:22 PM

: E.MEENA

Acquired bkl)
y : C.K.SARAVANAN.

Processed
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<Peak Table>
Detector A 220nm — e
Peak# Name | R.Time Area Area% | T. Plate | T.Factor ‘ Resolution | R.R.T
1| PLACEBO_1 1.70 17720 0.11 781 | 4.587 , -- --
,,,,, L
2 | PLACEBO_2 2.68 2216 0.0% 4934 | 1.025 @ 4.950 --
3| PLACEBO_3 2.84 1929 0.01 7782 | 1.181 1.085 --
4 | ASCORBIC ACID 3.15 364906 2.33 5794 | 1.277 2.151 --
5| PLACEBO_4 3.44 420 0.00 22966| 0.944 2:273 --
6 | PLACEBO_5 3.58 10798 0.07 6940 | 1.251 1.031 --
7 | CHLORPHENIRAMINE MALEATE 3.88 286719 1.83 8120| 1.248 1.731 --
8 PHENYLEPHRINE HCL 4.56 156750 1.00 7783 | 1.492 3.610 -=
9| PLACEBO_S8 5.21 4704 0.03 3263| 0.776 2.285 --
10 | PLACEBO_9 I 5.55 83837 0.54 10051 1.214 1.155 --
11| PLACEBO_10 l 6.25 858 0.01 4570 1.459 2.351 --
12| PLACEBO_11 6.76 10828 0.07 8892 1.254 1.557 --
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Peak# Name ~ |RTime  Area | Area% | T.Plate | T.Factor |Resolution R.R.T

T N T T I AT

| 14 PLACEBO_13 9.1 4434 003 12796 1.245 | 3.610 -
15 PARACETAMOL 7 10.17 13573140 86.66| 14030 1.188 | 3.201 -
16 | PLACEBO_14 : 11.27, 4395  0.03 16549 1.038 | 3.169 -

17 PLACEBO_15 1355 2192 001 16050 1309 | 5842 | -
18 | PLACEBO_16 14.47 34486  0.22| 12452 1.179 | 1.941 @ -
19 | PLACEBO_18 20.78| 1070504  6.84| 17035 1.188 & 21.398 | - |

e N ETT I S -

1) \o!
c ked/éo;?

Analysed By
@\6\0\

G
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lm GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : METHOD PRECISION-RS
Sample ID : GRIPEX-1228-RS-SPL-3
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-33.lcd
Method Filename : GRIPEX-SACH-RS.lcm
Batlch Filename : 139012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # y i
Injection Volume : 10 uL
Date Acquired 1 1/15/2024 2:09:24 AM Acquired bg : E.MEENA
Date Processed 1 1/18/2024 4:50:21 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
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<Peak Table>
DetectprAZZOnm, R e —— e e -
Peak# Name R.Time Area ' Area% | T. Plate | T.Factor Resolution| R.R.T §
1iPLACEBO_1 1.70 16818 0.11 804 | 4.236 -- --
2 | PLACEBO_2 2.68 2682 0.02 4439 | 1.076 4.890 --
3| PLACEBO_3 2.84 593 | 0.00 7628 | 1.237 | 1.084 -
4 | ASCORBIC ACID 3.15 339873 2.18 5774 | 1.279 2.107 --
5| PLACEBO_4 3.44 451 | 0.00| 22452 0.954 2.265 -
6 | PLACEBO_S 3.58 10638 0.07 6945| 1.249 1.035 -
7 | CHLORPHENIRAMINE MALEATE 3.88 311983 2.00 8138| 1.249 1.730 --
8 | PHENYLEPHRINE HCL 4.56 169344 1.09 7856| 1.490 3.621 --
9 | PLACEBO_8 5.22 4354 0.03 3187 | 0.766 2.290 -
10 | PLACEBO_9 5.56 84963 0.55| 10073, 1.210 1.135 --
11| PLACEBO_10 6.25 898 0.01 4718 | 1.534 2.353 --
12| PLACEBO_11 6.77 10907 0.07 8994 | 1.219 1.603 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-33.Icd



}Peak#{ Name

13| PLACEBO_12
14| PLACEBO_13
' 15| PARACETAMOL
16 | PLACEBO_14

17 | PLACEBO_15
18 | PLACEBO_16

| Total

19| PLACEBO_ 18

Analysed By

Y
G

Area
31253 0.0 13598
4520 0.03| 13169
13450368 86.39| 14066 |
4432]  0.03| 16240
2284 0.01 '161of4i
34783 022 12412
1088010  6.99| 17066
| 15569153 | ]

I

1.035

Page2/2

' Area% | T. Plate | T.Factor “ Resolution | R.R.T |

| 4515 | -
Csest -
| mass | -
3.150 | --
5831 | --
1975 | -
21362 | - |
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: METHOD PRECISION-RS
: GRIPEX-1228-RS-SPL-4
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-34.lcd
: GRIPEX-SACH-RS.Icm

i i3012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

1 1-10

10 uL

1 1/15/2024 3:10:03 AM
:1/18/2024 4:51:13 PM

: E.MEENA

Acquired bz
y : C.K.SARAVANAN.

Processed

<Chromatogram>
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<Peak Table>
Detector A220nm L
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1| PLACEBO_1 1.70 16986 0.11 796 | 4.288 -- --
2 | PLACEBO_2 | 2.68 2316 0.01 4576| 1.062 4.906 --
3| PLACEBO_3 . 2.84 863 0.01 6974 | 1.279 1.093 --
4 | ASCORBIC ACID 3.15 337451 2.16 57711 1.278 2.039 --
5| PLACEBO_4 3.44 439 0.00| 22414 0.946 2.265 --
6 | PLACEBO_5 3.58 9976 0.06 6952 | 1.252 1.026 --
7 | CHLORPHENIRAMINE MALEATE 3.88 291999 1.87 8121 | 1.250 1.734 --
8 | PHENYLEPHRINE HCL 4.56 178969 1.15 7872 | 1.477 3.619 -
9| PLACEBO_8 5.22 4436 0.03 3287 | 0.768 2.310 --
10 | PLACEBO_9 5.55 83801 0.54 10056 1.215 1.147 -
11 |PLACEBO_10 6.25 1203 0.01 4154 | 1.442 2.279 --
12 | PLACEBO_11 6.76 10975 0.07 8948 1.238 1.525 --
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Peak#|  Name | iRTlme‘ Area | Area% | T.Plate | T.Factor Resolution| RR.T |
| 13|PLACEBO_12 | B0A Suw D28 LS5ER) LoS4 | 4809 | -
14| PLACEBO_13 | 9.1 4619  0.03| 12606 1.254 | 3.600 -
15 | PARACETAMOL - ;_1(&:87 ”13499023§”§§.;5§ 14022) 1.186 | 3.191 -
| 16| PLACEBO_14 11.28 4377, 0.03| 16162 1.029 | 3.145 | -
| 17|PLACEBO_15 13.55| 2407 0.02 '140577437”17.7251 5508 | -
| 18| PLACEBO_16 14.48 35365| 0.23| 12486 1.171 | 1.907 | --
| 19/paceso s 20.78| 1078832 692 17042 1188 | 21396 | -
CTotal | 15595312 100.00 |

Analysed By

@\6 \O\ \r)/\,\f
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : METHOD PRECISION-RS

Sample ID : GRIPEX-1228-RS-SPL-5

Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-35.lcd
Method Filename  : GRIPEX-SACH-RS.lcm

Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

Vial # c1-11

Injection Volume  : 10 uL

Date Acquired :1/15/2024 4:10:43 AM Acquired bg : E.MEENA
Date Processed :1/18/2024 4:52:40 PM Processed by : C.K.SARAVANAN.
<Chromatogram>

uVv

1oooof - ~ Detector A 220nm|

10.177 / PARACETAMOL

44 | PLACEBO_15

14.474 | PLACEBO_16
2978177 PLACEBO_18]

-5000 T T T T T T T T T T T L T T T T T T — T T T

0 10 20 30 40 50
min
<Peak Table>
etector A 220nm i R ‘ L
Peak# Name R.Time Area | Area% | T: Plate | T.Factor 'Resolution| R.R.T
1|PLACEBO 1 - 1.70 16227 0.10 gog| 4.015 | - | -
2|PLACEBO 2 2.68 2118  0.01| 4739 1.033 | 4.965 =
3|PLACEBO 3 ' 2.84 1381| o0.01| 7856 1.110 = 1.097 | -
4 | ASCORBIC ACID 3.15| 320396 2.06| 5789| 1.279 | 2.126 -
5| PLACEBO_4 - 3.44 463 0.00| 21908 0.9357”: 2958 | -
6| PLACEBO_5 3.58 8279,  0.05| 6922| 1.259 @ 1.024 | --
7| CHLORPHENIRAMINE MALEATE,  3.88| 307571 1.98| 8118 1.251 | 1.731 -
8 | PHENYLEPHRINE HCL 4.56| 165104| 1.06| 7809 1.490 & 3.609 | --
9| PLACEBO_8 5.22 4297|003 3240 0772 | 2295 | -
10 | PLACEBO_9 5,55 84387  0.54| 10049| 1.215 | 1.141 -
11| PLACEBO_10 6.26 983|  0.01| 4640| 1.391 | 2.389 | --
12 | PLACEBO_11 6.76 10535|  0.07| 9010| 1.228 | 1.546 | --

D:AHPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-35.Icd



\Peak#‘. Name a 'R.Time Area { Area% | T Plate TFactiol: Reéolution R.R.T |
‘ 13 PLACEBO_12 803 31384 020 13566 1.040 | 4519 -
14 | PLACEBO_13 o1 4454 0.03 12845 1.205 | 3.620  --
| IS PARACETAMOL 1018 13467745 86.66 14009 1187 | 3203 -
| 16 PLACEBO_14 | 1127 4256| 003 16736 1.047 & 3171 -
17| PLACEBO_15 1354 2033 0.01 16508) 1212 | 5.892 @ -

18  PLACEBO_16 | 14.47 35082 0.3 12399 1.178 | 1.976 - 1‘
19 PLACEBO_18 | 2078 1077100,  6.92| 17058| 1.187 | 21.378 = -
LTotallT “: | 15563795| 100.00, | ‘}\1 |

! B . \\q/&)}
Analysed By Cheggdgycw LQ
@\é\o\\%
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: METHOD PRECISION-RS

: GRIPEX-1228-RS-SPL-6

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-36.lcd
. GRIPEX-SACH-RS.lcm

1 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

Vial # 1 1-12

Injection Volume  : 10 uL

Date Acquired :1/15/2024 5:11:22 AM Acquired bz) : E.MEENA

Date Processed 1 1/18/2024 4:58:14 PM Processed by : C.K.SARAVANAN.

<Chromatogram>
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<Peak Table>
Detector A 220nm . I o
Peak# Name ).R.Time Area Area% | T. Plate T.FactorlResqution R.R.T
1| PLACEBO_1 1.70 17421 0.11 791| 4.533 | -- -
2 | PLACEBO_2 2.68 2510 0.02 4598 | 1.044 4903 | --
3| PLACEBO_3 2.84 944 0.01 9549 | 0.993 1.162 --
4 | BLANK_1 2.97 1345 0.01 11173 | 0.983 1.151 --
5| ASCORBIC ACID 3.15 301070 1.94 5792 1.282 1.277 --
6 | PLACEBO_4 3.44 474 0.00| 21730| 0.949 2.255 --
7 | PLACEBO_5 3.58 8188 0.05 6921 | 1.264 1.018 --
8 | CHLORPHENIRAMINE MALEATE 3.88 302995 1.96 8103 | 1.252 1.731 --
9 | PHENYLEPHRINE HCL 4.56 165874 1.07 7824 1.488 3.608 --
10 | PLACEBO_S8 5.22 4946 0.03 3306| 0.772 2.302 --
11| PLACEBO_9 5.55 85678 0.55 10027 | 1.215 1.158 --
12 | PLACEBO_10 6.26 874 0.01 4332 1.467 2.327 --
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Peak#‘ ”Namié - 7 RT:me Area | Area% T Plate TFactor Resolutlon RRT
13\PLACEBO 11 676, 10409 0.07, 9135 1233 1530 & -
14 PLACEBO_12 | 803 31220 020 13544 1035 = 4533 | =
15 PLACEBO_13 Coa1 4546, 003 12947 1.201 = 3628 | - |
16| PARACE{ARF | 10.18 13425654 86.72| 14013 1.186 & 3.208 -~ |

i 17 PLACEBO_14 | 1127] 4147 003 16753 1.051 | 3.168 - |

| 18| PLACEBO_15 | 1355 2417 0.02| 14873 1.288 = 5.756 ‘ -

| 19/PLACEBO_16 1448 35041 023 12433) 1.166 1912 | --

: 20| PLACEBO_18 - 29.78 1076194,  6.95 17046 1.187 | 21383 | - |

el | | 15481947 100.00 ]

Analysed By

4 o

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY—RS-SPL—36.ICd’



Page 1/ 1

GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: METHOD PRECISION-RS

: PARACETAMOL-RS-STD-BKT-1
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-37.lcd
. GRIPEX-SACH-RS_STD_P.Icm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

¢ 1-3

;10 uL

1 1/15/2024 6:12:01 AM
:1/18/2024 3:13:47 PM

: E.MEENA

Acquired bé
Y : C.K.SARAVANAN.

Processed

<Chromatogram>
uV
BREET 3 - Detector A 220nm
) =
=
L
O
| 2
5000~ o
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0+——r—r— 1 b — — e T =
.
—5000 T T T T I T T T T T T T T T T T T I T T T T T T — e
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm : R = R
Peak# Name | R.Time Area Area% | T. Plate | T.Factor ‘ Resolution | R.R.T
1| PARACETAMOL ' 10.19 69093 | 100.00| 14496, 1.135 1 == = |
Total | 69093 100.00 |

@g\o\\”

Analysed By

=,
Checked/Bky

DAHPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
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= GENERIC HEALTHCARE PVT.LTD

P/
G

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle ' ' RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Parameter H FILTER PAPER STUDY Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Paracetamol BP

Chlorphenamine Maleate BP ----
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP------=r-rmmmmcmmoeeee 50 mg

. ELATED SUBSTANCE OF PARACETAMOI . ,
Balance ID: ST/QC/EQ/041 WS No.: ST/WS/23/012

Instrument ID: ST/QCLC/007

% Purity (aib) 99.9

Standard dilution : 60.16 mg to ---> 100 ml to ---> 5 ml to -—-> 100
Std.cone (in ppm)-3.008 5 ml to ---> 50 ml o ---> 1 ml to ---> 1
Test dilution .: 415,05 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-600 1 ml fo ---> 1 ml fo ---> 1 ml to ---> 1

Unfiltered sample (Centrifuged) Not Detected Not applicable Not Detected Not applicable
2 Elterises-1 Not Detected 00 Not Detected 00
(0.454 Nylon membrane) © ecte i © ecre )
3 taliergets2 Not Detected 00 Not Detected 00
(0.45u Nylon membrane) < eare i b )
Filter set-3
4 (0454 Nylon membrane) Not Detected 0.0 Not Detected 0.0
5 Elfenged-l Not Detected 00 Not Detected 00
(0451 PVDF membrane) of Detecte ) oF betecte :
6 Filter set-2 Not Detected 00 Not Detected 00
(0.45/1 PVDF membrane) ecte : of betecte :
7 i i Not Detected 00 Not Detected 00
(0.45p PVDF membrane)

Results :

1)There is No any interference due to Filter paper in test solution.

2) Results are complies as per the acceptance criteria.

Acceptance criteria:
1) % RSD for single maximum unknonwn impurities above 0.1% Percentage difference shows +20 against than unfilterd (centrifuge)

2) %RSD for total unknown impurities above 0.1% in six preparations should not be more than 15.

AV '
Analysed by : E.MEENA @/'\Q\\q/ Checked b \
Date : 18-01-2024 Q? Datfe : A 4 01
S




GENERIC HEALTHCARE PVT.LTD

e
Gl

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle S RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX ! Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : UNFILTERED CENTRIFUGED SAMPLE Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Par | BP

Chlorphenamine Maleate BP
Phenylephrine Hydrochloride BP -

Ascorbic Acid BP----n=nnsmmsmmmemcmnaanee

G SRS i s :
Instrument ID ST/QCLL/007 Balance ID: ST/QC/EQ/041 WS No.: ST/Ws/23/012 % Purity (aib) | 99.9
Standard dilution. : 60.16 mg to ---> 100 mlto ---> 5 ml to ---> 100
Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Test dilution .: 415.05 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.51¢ | ml to ---> 1 mlto ---> 1 ml to ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight : 4500.0 mg
3 i o & S X
Paracetamol 68978 68929 69092 68953 76.9 0.112
With Bracketing std. 69093 68973 87.9 0.127

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Imp.

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299

Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0
SINGLE MAXTMUM UNKNOWN IMPURTIY , .

~ Limif: NMT 0.50%

0
Calculation formula : 68953
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

0
Calculation formula : 68953
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

M |
— g z:::*@@“\b\\ 5




GENERIC HEALTHCARE PVT.LTD

P A
[« |

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle .  RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : FILTERED SET- 1 (0.45u Nylon membrane filter) Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Par 1 8P 650 mg
Chlorphenamine Maleate BP - 20 mg
Phenylephrine Hydrochloride BP
Ascorbic Acid BP---

Instrument ID: ST/QCLC/007 ST/QC/EQ/041 ST/WS/23/012

Standard dilution. : 60.16 mg fo ---> 100 ml to ---> 5 ml to ---> 100

Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to -=-> 1 ml to ---> 1

Test dilution .: 415.05 mg to ---> 100 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-599.51¢ 1 mlto ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor : 1.0000

Labelled content : 650 mg

Average weight : 4500.0 mg

Paracetamol

With Bracketing std. 69093 68973 87.9 0.127

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

esolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299
{Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851
Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0

2%

0
Calculation formula : 68953
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

0
Calculation formula : 68953
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

Analysed by : £ MEENA %\0\\?’“

Date : 18-01-2024




GENERIC HEALTHCARE PVT.LTD

P
[«

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle ! ~ RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : FILTERED SET- 2 (0.45p Nylon membrane filter) Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Par | BP

Chlorphenamine Maleate BP
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP------=-enenmeuen.

i - ik : i
Instrument ID: ST/QCLC/007 ST/Ws/23/012 % Purity (aib) 99.9
Standard dilution. : 60.16 mg to ---> 100 ml to ---> ] mlto ---> 100

Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 mlto ---> 1

Test dilution .: 415.05 mg to ---> 100 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-599.51¢ 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor : 1.0000

Labelled content : 650 mg

Average weight : 4500.0 mg

s&("% \>:3< PRI : ’ o £ : . :

Paracetamol 68978 68922 68929 69092 68953 76.9 0.112
With Bracketing std. 69093 68973 879 0.127

UNKNOWN Tmp. i : ‘ 0

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299

.
1Y IResolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0 20.792

0
Calculation formula @ 68953
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

0
Calculation formula : 68953
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

Y
Analysed by : € MEENA %0\\

Date : 18-01-2024




GENERIC HEALTHCARE PVT.LTD

P
[« |

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

~ RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET

Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Stage FILTERED SET- 3 (0.45u Nylon membrane filter) Exp.Date Nov-26

Instrument ID:

ST/QCLC/007

Each 4.5 gm sachet contains:
Paracetamol BP -------eve--.
Chlorphenamine Maleate BP -
Phenylephrine Hydrochloride B
Ascorbic Acid BP-

--- 650 mg
- 20 mg
-10 mg

ST/QC/EQ/041

ST/Ws/23/012

% Purity (aib)

Standard dilution. : 60.16 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 ml fo ---> 1
Test dilution .: 415.05 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.51¢ 1 ml to ---> 1 ml to ---> 1 ml fo ---> 1

Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg

Paracetamol

68922

68934 68865

68929

68953

769 0.112

With Bracketing std.

68973

879 0.127

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Imp.

esolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0

4.299

esolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0

3.851

20.792

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0

Calculation formula :

Any individual impurity

Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100

in%

Standard area x sample dilution X Label claim x 100

Caleulation formula :

ND

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

ND

0.00

Analysed by :

Date :

E.MEENA
18-01-2024

(4N

M

Check

Date
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

_RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET

Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Stage FILTERED SET- 1 (0.45p PVDF membrane filter) Exp.Date Nov-26

Instrument ID:

Each 4.5 gm sachet contains:
Par | BP

Chlorph Maleate BP
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP-

ST/Ws/23/012

ST/QCLC/007 ST/QC/EQ/041 % Purity (aib)
Standard dilution. : 60.16 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Test dilution .: 415.05 mg to ---> 100 ml to ---> 1 mlto ---> 1
Test.conc (in ppm)-599.51¢ 1 ml to ---> 1 ml to ---> 1 ml fo ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg
Paracetamol 68978 68922 68934 68865 68929 69092 68953 769 0.112
With Bracketing std. 69093 68973 87.9 0.127

UNKNOWN Imp. 5 » | 0

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

Calculation formula :

Any individual impurity
in%

Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

Calculation formula :

ND

0.00

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

ND

68953

Analysed by :

Date :

E.MEENA
18-01-2024

@\@0\\(»’




GENERIC HEALTHCARE PVT.LTD

P
[« |

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : FILTERED SET- 2 (0.45u PVDF membrane filter) Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Paracetamol BP 650 mg
Chlorpt ine Maleate BP
Phenylephrine Hydrochloride BP

Ascorbic Acid BP-

ST/QCLC/007

Instrument ID: ST/QC/EQ/041

WS No. % Purity (aib)
Standard dilution. : 60.16 mg to ---> 100 mlto ---> 5 ml to ---> 100
Std.conc (in ppm)-3.008 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Test dilution .: 415.05 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.514 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight : 4500.0 mg
B B T .
Paracetamol 68978 68922 68934 68865 68929 69092 68953 769 0.112
With Bracketing std. 69093 68973 87.9 0.127

UNKNOWN Tmp. 0

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Tmp.
UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.299

Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.1 20.792

AUM UNKNOWN TMPURTTY .  Limit: NMT 0.50%
0
Calculation formula : 68953
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.000

Calculation formula : 68953

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Total impurities in%

Standard area x sample dilution X Label claim x 100 ND 0.00

Analysed by : E.MEENA
Date : 18-01-2024 g\

o\\?M




>a GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle : o 'RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET : . i
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage H FILTERED SET- 3 (0.45u PVDF membrane filter) Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Paracetamol BP -------=seseemmemmemrmennean
Chlorph ine Maleate BP

Phenylephrine Hydrochloride BP
Ascorbic Acid BP-----ssnnemmnmeeen

Instrument ID: ST/QCLC/007 ST/QC/EQ/041 % Purity (aib)

Standard dilution. : 60.16 mg to ---> 100 ml to ---> 5 ml to ---> 100

Std.conc (in ppm)-3.008 5 ml to ---> 50 ml o ---> 1 ml to ---> 1

Test dilution .: 415.05 mg to ---> 100 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-599.51¢ 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor @ 1.0000

Labelled content : 650 mg

Average weight  4500.0 mg

Paracetamol 68978 68922 68934 68865 68929 69092 - 68953 76.9 0.112
With Bracketing std. 69093 s 68973 87.9 0.127

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp. :

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN TMPUS

UNKNOWN Imp.
4.299
Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.851
Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0 20.792

 Limit: NMT 0.50%

0
Calculation formula : 68953
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.000

0
Caleulation formula : 68953
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

Date : 18-01-2024 Dat

Analysed by : E.MEENA Ch D
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Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY-RS
Sample ID : RESOLUTION SOLUTION
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-02.lcd
Method Filename : GRIPEX-SACH-RS.lcm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
Vial # 1 1-2
Injection Volume  : 10 uL
Date Acquired 1 1/13/2024 6:49:06 PM Acquired bg : E.MEENA
Date Processed 1 1/18/2024 3:19:39 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
1000000; N - o - Detector A 220nm
= 2
i} [ |
- | L
1 < o
750000~ E o
| =2 g
| o 8
500000~ % S
f o=
250000- <&t
g~
o
e |
0 iy Pt
T T T T l T T T 1 —— T T T [ T T T T ! T T T T - [ T T T 1
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm__ L S
Peak# Name ! R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1 | ASCORBIC ACID 3.15 343199 2.61 5952 | 1.300 - -
2 | CHLORPHENIRAMINE MALEATE 3.87 299289 2.27 8269 | 1.274 4.299 -
3 | PHENYLEPHRINE HCL 4.57% 140618 1.07 8674 1.235 3.851 --
4 | PARACETAMOL 10.19| 12379511 94.05 14082 | 1.193 20.792 --
Total 13162616| 100.00

Qo™ e

Analysed By ~ ckea’ y

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-02.Icd

1

!
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID
Data Filename

Method Filename

Batch Filename
Vial #

: SOLUTION STABILITY-RS

: PARACETAMOL-RS-STD-01

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-03.lcd
: GRIPEX-SACH-RS_STD_P.lcm

: 13§)12024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb

1-

Injection Volume
Date Acquired
Date Processed

10 uL
1 1/13/2024 7:49:45 PM
:1/18/2024 3:13:38 PM

: E.MEENA

: C.K.SARAVANAN.

Acquired bg
Processed by

<Chromatogram>
‘4 GRIPEX SACHET—MV SOLUTION STABILITY-RS-SI

‘4 GRIPEX SACHET- MV SOLUTION STABILITY-RS- SI

mV

5%

10.196 / PA|

Detector A 220nm

e
0

T __,Y': S .r*r_;

50
min

‘4 GRIPEX SACHET- MV SOLUTION STABILITY-RS-SI

mV

5—{

0 ,

10.198 / PA|

Detector A 220nm

0

| T T T | T
25 50
min

‘4 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-S}

mV

mV

5%

0

Detector A 220nm

o
—

0

min

'4 GRIPEX SACHET-MV SOLUTION STABILITY-RS- S[

5

10.198 / PA|

Detector A 220nm|

!
50

min

'4 GRIPEX SACHET—MV SOLUTION STABILITY-RS-SI

mV 5'1 § Detector A 220nm| mV Detector A 220nm
s
1 s
0 = e =y e SR e
0 25 50 25 50
min min
<< Detector A >>
ID#1 Compound Name: PARACETAMOL
Vial#|  Title Sample ID RTime| Area | T Plate [T.Factor
3 |RS-SPL-03.lcd | PARACETAMOL-RS-STD-01 10.20 | 68978 | 14540 | 1.15
3 |RS-SPL-04.lcd | PARACETAMOL-RS-STD-02 10.20 | 68922 | 14504 | 1.14
3 |RS-SPL-05.lcd | PARACETAMOL-RS-STD-03 10.20 68934 14549 | 1.14
3 |RS-SPL-06.lcd | PARACETAMOL-RS-STD-04 10.20 68865 14563 | 1.14
3 |RS-SPL-07.lcd | PARACETAMOL-RS-STD-05 10.20 68929 14524 | 1.14
3 |RS-SPL-08.lcd | PARACETAMOL-RS-STD-06 10.20 69092 | 14461 | 1.15
Average 10.20 68953 14523 | 1.14
(RSD 0.010 | 0.112
W\o\\w
Analysed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-03.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY-RS
: PLACEBO-RS

: 13012024 GRIPEX SAC
: GRIPEX-SACH-RS.Icm

: 13212024 GRIPEX SAC
: 10 uL

1 1/14/2024 2:54:21 AM
1 1/18/2024 3:35:12 PM

HET-MV-SOLUTION STABILITY-RS-SPL-10.lcd
HET-MV-RS-SOLUTION STABILITY.Icb

Acquired by
Processed by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
T == ¢ ) e Detector A 220nm
J - ‘
2 E 3 ~ ‘E
o @ by © edw o
108 3 3o g dlid B=
m o~ —m g 0Om |
5000+ EJ) g N L 1\8 O 858 E
| SBgLieE 85 3 <t g &
oSprom® ©g O feon &
le8&P/| 5 8 5%5 R |
1 8 F / N g RBsR [
s R A |
o PP & A SN ¥*1
| |
—Sooog‘ T == T | T T T I T T T ‘ T T | T T L "“I S E R B !
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm e S .
Peak# Name R.Time Area | Area% | T. Plate | T.Factor | Resolution | R.R.T
i e e el B
1 PLACEBO_1 1.70 181841i 1.35\‘ 758| 4.849 - s
2| PLACEBO_2 2.71 236 0.021 9914 | 1.044 5.658 -
3| PLACEBO_3 2.84 1168 0.09“‘ 5156| 1.320 | 0.996 -
. - - - v ~ N S—
4 | PLACEBO_5 3.45 642 0.05| 19137| 0.772 4.704 -~
5| PLACEBO_6 3.58 25730 1.91 7417| 1.220 | 0.981 -
6 | PLACEBO_7 4.43 844 | 0.06, 13244 0.982 5.328 =
7 | PLACEBO_8 4.70 12852 0.95 7810| 1.120 1.466 ==
8 | PLACEBO_9 5.23 4530 | 0.34, 5163 0.731 2.091 -
9 | PLACEBO_10 5.55 70037 5.19| 10221 1.242 1.283 -
10 | PLACEBO_11 6.25 1238 0.09 4103| 1.625 2.274 -~
11| PLACEBO_12 6.76 8563 | 0.63 9462 | 1.311 1.545 -~
12 PLACEBO_13 8.04 288491 2.14| 13887| 1.084 | 4.619 | --

D:\HPLC-QCLC-007\DATA-2024\G

RIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTIOR

STABILITY-RS-SPL-10.lcc



Page 2/2

iPeak#i Name 7 RTlme Arrerar Area% ‘ il Ii)lrate ;T.Factor Re_soﬁluﬁtri'ornll R.R.T !

13| PLACEBO_14 912 5107; 0.38| 13050| 1.431 | 3.664 | -

i ‘ i

14| PLACEBO_15 11.29 3387 0.5 15689 1.004  6.383 n

15| PLACEBO_16 | 13.57 2399 0.18| 14300 1.207 | 5595 & --

16 | PLACEBO_17 | 1449 21797  1.61| 12486 1.187 | 1.897 | -

17| PLACEBO_18 ” ”'71'5.671 1285  0.10 22464 1.265 | 2.512 -
| 1B/PLACEBO_19 | 2083 1142881 8467 17018 1190  21.252 | -
Total - || 1349728 10000 | 1

Q)
B0 A
Analysed By ck & Oé\y

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-10.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: FILTER PAPER STUDY-RS
: BLANK-RS

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-50.lcd
. GRIPEX-SACH-RS.lcm
: 130?}2024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
. 1-1
10 uL
1 1/15/2024 7:20:33 PM
1 1/18/2024 5:40:34 PM

Acquired b
Processed

by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
10000 EN ) D Detector A 220nm
] s
25
33
o S
5000 ol
1 ZZ‘I
=1
mm ’(
gL
1 wo il
oS S — e —— s ————]
—5000 T T T T T T T T I T T T T 1 T | T T == ]
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm — S— P
Peak# Name R.Time! Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1 |BLANK_1 2.56 216 6.38 2468! 1.620 - -
(- S Rhia-ocd R "
2 | BLANK_2 2.98 368, 10.86 4540 1.337 2.182 —
3| BLANK_3 4.57 500| 14.75 5037 | 1.714 7.325 -
4 BLANK_ 4 5.09 2304 68.01 6110, 1.801 2.016 --
Total 3388| 100.00 |
2y \n M
Analysed By eck (} y

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-50.lcd
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GENERIC HEALTHCARE PVT. LTD.

Afhalysis' Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: FILTER PAPER STUDY-RS

: GRIPEX-1228-CENTRIFUGE-RS-SPL
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-51.lcd
. GRIPEX-SACH-RS.lcm
: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb
1 1-14

: 10 uL

1 1/15/2024 8:21:02 PM
1 1/18/2024 5:45:25 PM

Acquired by
Processed by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>

uVv
10000

PLACEBO13———

~ 10.178/ PARACETAMOL

|
|
|

8.022 / PLACEBO_12|

14.461 / PLACEBO_16

( 11.243 / PLACEBO_14
06 / PLACEBO_15

1_
N
S
|
/
/‘
/
1;;_2
|
|
\
|

o~

Detector A 220nm

5000+ I —— . _— ey .
0 10 20 30 40 50
min
<Peak Table>
Detector A220nm o B . :
Peak# Name R.Time ‘ Area Area% | T. Plate | T.Factor | Resolution | R.R.T
. 1lpLACEBO_1 170,  17436| 0.11| 995  4.496 | - | -
2| PLACEBO 2 2.69 6890| 0.04| 4899 1.068 | 5340 @ -- |
3| PLACEBO_3 2.84 3634| 002 8521 1.214 | 1.130 | -
4 ASCORBICACID | 3.6 136297 0.88| 6611 1.173 | 2279 | -
5| PLACEBO_5 N 358 8456 0.05| 7895 1253 | 2.641 | -
6 CHLORPHENIRAMINE MALEATE, 3.89|  275729| 1.79| 8736| 1.207 | 1.899 | --
7 | PHENYLEPHRINE HCL 4.57| 162006  1.05 8492  1.426 | 3.722 ]
8| BLANK_3 508  18777| 0.12| 5535 1.521 | 2.183 | --
9 PLACEBO_9 | 557 84667| 0.55| 10631 1.120 | 1.981 | --
10| PLACEBO_10 7 6.23 | 1300 0.01| 7609| 1.520 | 2.629 | --
11| PLACEBO_11 6.77 12174 0.08 8875 1.112 | 1.886 | --
12| PLACEBO_12 | 802 31497 0.0 13822 0.977 | 4.486 | -

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-51.lcd



:Peak#

-

Néme ; R.Tirﬁe [ Area
13 PLACEBO_13 910 4728 003
14 PARACETAMOL 10.18 i 13520105 | 87.68 |
15 PLACEBO_14 11.24 | 4498 0.03
16 PLACEBO_15 1351 2318 002
(17 PLACEBO_16 | 14.46) 34288 022
18 1VPLACEBO_18 - i 29.59 10955127 7IOl
] 15420311

Totali

Analysed By

g\g\\(»{

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-51.lcd
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| Area% | T. Plate | T.Factor Resolution| R.R.T |

13216 1.196
114309 1.093
16239 1.030
1.070

17494 1.098

3.664
3.274
3.070
5.804
2.021
Cavam
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GENERIC HEALTHCARE PVT. LTD.

»
(o,

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: FILTER PAPER STUDY-RS

: GRIPEX-1228-NYLON-1-RS-SPL
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-52.lcd
: GRIPEX-SACH-RS.Icm

: 130512024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

:1-1

: 10 uL

1 1/15/2024 9:21:52 PM

: E.MEENA
: 1/18/2024 7:08:07 PM

: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uVv
100007 g1 slus - 2 ~ Detector A 220nm
| 38R QE ¢ 2
ST 2y 3438% R E
18 g of
Ll < o ml<d 22
5000-Q S22 SHEE wa
FeEEeE 82535 =2
b2 ) I Ss o8
18 P | NTO Q¥
SguERt UR g
1] ¥ WL } J) A \WF 4ﬁ| e -
s L e — —
1 o
1 ®
| R
-5000 T T T T T T T T L T T T I T T T T T T T — T T T T = f
0 10 20 30 40 50
min
<Peak Table>
etector A220nm . : S - N —
IPeak#| Name ' R.Time Area | Area% | T.Plate | T.Factor ResolutionT R.R.T |
1| PLACEBO_1 1.70 18391 0.12 773 | 4.861 ! == --
2| PLACEBO_2 2.68 3516 0.02 4493 | 1.109 4.837 ==
3| PLACEBO_3 2.84 802 0.01 7485| 1.239 1.098 =
4 | ASCORBIC ACID 3:15 291368 1.88 5787 1.290 2.098 =
5| PLACEBO_4 3.44 436 0.00| 21020, 0.987 2.236 —
6| PLACEBO_5 3.58 8148 0.05 6953 | 1.268 1.025 -
7 | CHLORPHENIRAMINE MALEATE 3.88 304310 1.96 8141, 1.266 1.741 -
8| PHENYLEPHRINE HCL 4.56 165661 1.07 7901 | 1.502 3.609 --
9| BLANK_3 5.08 534 0.00| 16752| 0.810 2.889 e
10 | PLACEBO_8 5.23 1116 0.01 13495| 1.240 0.864 --
11| PLACEBO_9 5.56 84934 0.55| 10087| 1.211 1.637 --
| 12/ PLACEBO_10 | 6:25 890 0.01/ 4400 1.477 2.311 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-52.lcd
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Peak#{ B Name RTime  Area | Areat% T. Plate | T.Factor Resolﬁfion.}_ RR.T |
13 PLACEBO_11 677 755 005 o115 1211 1583 | -
14 PLACEBO_12 803 31233 020 13506 1.035 4498 | -
15| PLACEBO_13 o1 4313 003 13425 1176 3671 | -
16 PARACETAMOL | 10.18 13451866 86.85 14031 1185  3.247 | -
(17|PLACEBO_14 | 1127 4452 003 16001 1053 3110 | -
18| PLACEBO_15 13.54 2484 002 14450 1311 5620 | - |
19|PLACEBO_16 | 1450 27658 "776?8]””1'2313} 1174 1978 | -~
20| PLACEBO_18 ' | 2078 1078465, 6.96, 17068 1.186 - |

e R I M R

Analysed By

W
@\g\o\\g

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-52.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: FILTER PAPER STUDY-RS

: GRIPEX-1228-NYLON-2-RS-SPL
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-53.lcd
: GRIPEX-SACH-RS.Icm

: i3i)612024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

: 10 uL

:1/15/2024 10:22:30 PM

Acquired by
1 1/18/2024 7:09:15 PM

Processed by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
10000 e o 713 ) o o Detector A 220nm
OI' <§( © bl |
m | = = |
» Lu u-'¢ n | |
AN 03’30"‘1 ‘—8
¥ n5 ¥ o <$ EO
5000 P 1 oWlo O
g S S 85 <0
HHD 0720 03 )
U Yos 39
O T ~ ) {
B| 5 e |
ol &l = @
o B I
1 o
1 o
I
—50007*‘(-““1*‘!'"7' L ’ | T T T ! T L T [ T T T T T' N T L 77’71"'"7'1 s Eoteess BESS) BEES S
0 10 20 30 40 50
min
<Peak Table>
Detectlor,A,220,nm,,,,,,,,,, I S ! i ;
\Peak# Name R.Time Area Area% { T. Plate | T.Factor Resolution‘ R.R.T |
' 1|PLACEBO_1 1.70 16773 0.11 804| 4.419 |  -- - {‘
‘ 2| PLACEBO_2 2.68 4423 0.03 4730| 1.069 4.945 -
3| PLACEBO_3 2.84 2653 0.02 6941 1.330 1.072 -- l
4 | ASCORBIC ACID 3.15 229584 1.50 5825, 1.288 | 2.097 -- 1
5| PLACEBO_4 3.44 420 0.00| 21314 1.008 | 2.239 s ||
6 | PLACEBO_5 3.58 8157 0.05 6979 | 1.277 1.031 --
7 | CHLORPHENIRAMINE MALEATE| 3.88 298042 1.95 8146 1.267 1.744 --
8 | PHENYLEPHRINE HCL 4.56 165146 1.08 7922 | 1.496 3.611 --
9| BLANK_3 5.09 627 0.00| 16119| 0.782 2.887 --
10 | PLACEBO_8 5.23 1070 0.01| 13433| 1.274 0.835 --
i e
11 |PLACEBO_9 5.56 77700 0.51| 10107| 1.210 1.634 = |
12 | PLACEBO_10 6.24 828 0.01 4393 | 1.559 2.291 -- \

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION

STABILITY-RS-SPL-53.Icd
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T

!Peak#l Name R.Time Area ' Area% | T. Plate  T.Factor | Resolution R.R.T
\ | - | { - — | - - il I |
13  PLACEBO_11 . 6.77 58481L 0.04 8539| 1.170 | 1.584 -—
} = SENSHLI I NS | D— 4 — | |
14| PLACEBO_12 T 8.03 31323 0.20 13588, 1.032 - 4.417 - |
5 15 ‘ PLACEBO_13 i 9.11 4542 | 0.03, 13071 1.200 | 3645 | = |
16 | PARACETAMOL } 10.18 13354860‘1 87.26 14045 . 1.185 i 3.226 - \
e | el & I :
17 | PLACEBO_14 11.27, 4275 0.03} 16246[ 1.051 3.129 - ;
18| PLACEBO_15 13.541 2551 '0.021 14860 1.198 5689 -
19 | PLACEBO_16 14.50 18110 0.12 11631 1.171 1.9496 | --
| o e .: e — e ! .
20 l PLACEBO_18 29.78, 1076966 7.04 ; 17087, 1.185 21.098 | - |
- | = B | a e e B —
Total | 15303900| 100.00 | | ‘ L
i | R S S 4 L .
e

Analysed By

@\g\g\\ﬂ

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-53.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: FILTER PAPER STUDY-RS

: GRIPEX-1228-NYLON-3-RS-SPL

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-54.lcd
¢ GRIPEX-SACH-RS.Icm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Icb

Vial #

Injection Volume
Date Acquired
Date Processed

1 1-17

10 uL

1 1/15/2024 11:23:10 PM
1 1/18/2024 7:13:01 PM

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uVv
10000~7+ - o o is o Mﬁ—lﬁ - Detector A 220nm
: Qg
o |
ﬂol o h (Llj (ujlil £O
o 3 a2l @0
5000 < SR EE Suto WS
adzgRk S0 <2
SRS o=t Fo
18 5 EpLL 5= <2
o FRIBGET | AFK oy
SEgle) o g | o
0 PIMHES % Pl gV L I - o
1 o
1 2
i @
—5000"L’ T ] T f T T T T ‘ T T T T "]“ BN NN N SN CHMMSEE {SENE AN SRS SN ) N (e T L T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm B ) I B ! S -
Peak# Name R.Time | Area \ Area% ’ T. Plate ¥ T.Factor \ Resolution | R.R.T
1| PLACEBO_1 1.70 16718 0.11 802 | 4.324 == --
2| PLACEBO_2 2.68 4638 0.03 4471 1.111 4.885 --
3| PLACEBO_3 2.84 912 0.01 72231 1.302 1.094 --
4 | ASCORBIC ACID 3.15 231925 1,51 5802 1.287 2.080 --
5| PLACEBO_4 3.44 382 0.00| 24305 1.065 2.286 --
6| PLACEBO_5 3.58 8036 0.05 6972 1.272 1.059 --
7 | CHLORPHENIRAMINE MALEATE 3.88 302880 1.97 8134 1.266 1.744 -
8 | PHENYLEPHRINE HCL 4.56 164709 1.07 7897 | 1.503 3.605 --
9 | BLANK_3 5.09 501 0.00, 18898, 0.739 2.998 --
10 | PLACEBO_8 5.23 1167 0.01 12959 1.216 0.832 --
11 | PLACEBO_9 5.56 84312 0.55 10092 | 1.211 1.627 --
A R
12JPLACEBO_10 6.25 910 0.01 4258 1.505 2.292 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-54.lcd
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Peak#| ~ Name RTime  Area | Area% | T.Plate | TFactor |Resolution RR.T |

| 13 PLACEBO11 677 6904 004 8922 1194 1554 | -
14 PLACEBO_12 8.03 31261 0.20 13557 1.037  4.472 =0
15 PLACEBO_ 13 9.1 4479|003 13117 1.193  3.649 | - |
16 PARACETAMOL | | 10.18 13397696  87.21 14036  1.185 | 3.225 | --
17 PLACEBO_14 127 4127 707.0311 16551 1.019 [ 3.143 | - |
18 PLACEBO_15 | 1355 2230 001 15487 1.142 | 5808 @ -
19| PLACEBO_16 ’ 14.50 24328 0.717767’&” 112158 1.162 | 1.960 | -
20 PLACEBO_18 | 29.79| 1074806 7.00 17066 1.186 t 21268 | - |
Total 15362923 100.001Whﬂﬁiﬁi;ﬁ ]

Analysed By

@@0\‘ A

110

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: FILTER PAPER STUDY-RS
: GRIPEX-1228-PVDF-1-RS-SPL

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-55.1cd

: GRIPEX-SACH-RS.Icm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb

:1-18

: 10 uL

1 1/16/2024 12:23:49 AM
1 1/18/2024 7:17:58 PM

Acquired by
Processed by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
100001 o la" i - F ~ Detector A 220nm)|
1 s © I
[olN—3 — O
Tei = [ Eﬂ
| w < (@)
1o OPLo", LEm
@ JoE0 o8
[11] o o o0
50002 3 Shad @3
2 oS 2
;: Y 28
8¢ ST
o 8 3T
o PMRZL AT R ) .~
-5000 | T , I — — T
0 10 20 30 40 50
min
<Peak Table>
D,etectprA 220nm B } — . S R
Peak#| Name R.Time Area Area% ’ T. Plate | T.Factor | Resolution | R.R.T
1| PLACEBO_1 1.70 16197 0.11 806 | 4.094 -- --
2 | PLACEBO_2 2.68 4286 | 0.03 4962 | 1.035 4,993 --
3 | PLACEBO_3 2.84 5140 0.03 6903 | 1.249 1.070 -
4  ASCORBIC ACID 3.15 221909 | 1.44 5791 1.286 2.101 -
5| PLACEBO_4 3.44 400 0.00| 24150 1.025 2.293 --
6 | PLACEBO_5 3.58 7876 0.05 7007 | 1.276 1.049 -
7 | CHLORPHENIRAMINE MALEATE 3.88 294000 1.91 8134 | 1.265 1.746 -
8| PHENYLEPHRINE HCL 4.56 165034 1.07 7893 | 1.507 3.603 -
9 | PLACEBO_S8 5.22 4510 0.03 3122 0.766 2.289 -
10 | PLACEBO_9 5.56 85352 0.55 10067 | 1.215 1.124 -
| _
11 |PLACEBO_10 6.25 1009 0.01 4507 | 1.514 2.328 --
12 | PLACEBO_11 6.77 9437 0.06 9128 | 1.206 1.581 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-55.Icd
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gPeak#[r . Name 7 7IRT|me Area ' Area% V;VV"VF.iPVIate iT.Factor Resolufioni R.R.T
‘ 1?'?%@_12 777777 ”8.031 31231 0.20 13527& 1.036 | 4.513 } --
14 | PLACEBO_13 9.11 | 4665 | 0.03! 12473 1.214  3.602 --
15| PARACETAMOL 10.18 13443132 87.23| 14049 1.186  3.186 | --
16 PLAEEBO_14 | 11.27.; 4481', 0.03 15993; 1.037 ‘ 3.71711 T -
Cwlmcsous [ ps % 0w w128 sw
| 18 |PLACEBO_16 | 3450]i 31582 0.20 12517”{1i 11.158 ‘ 1.960 1 ‘
| 19|PLACEBO_18 29.78 ' 1078324 7.00| 170548 1.186 21.372 l == }
R R BN skl e e e ] WM
L N S . W N .

Analysed By

@Kao\\rM
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’m : GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FILTER PAPER STUDY-RS
Sample ID : GRIPEX-1228-PVDF-2-RS-SPL
Data Filename : 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-56.lcd
Method Filename  : GRIPEX-SACH-RS.Icm
Batf'; Filename 1 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb
Via :1-19
Injection Volume  : 10 uL
Date Acquired 1 1/16/2024 1:24:28 AM Acquired by : E.MEENA
Date Processed 1 1/18/2024 7:19:50 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10008 Sg T ~Detector A 220nm
dIE e |
7 m | |- |
| So9 o8
Ca<fl @
5000~ SRS W
;  S38e 3 ;
ife o3 (
i: N
0,- .\,JMWLA':QM‘_,\;_,,\ lFL__; P S
e Rl 1 -
—5000 T T T T ! T T T T ‘ T | iaann T T E T T T T I T L A R [ I LU I S 4\‘
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm o o R ——— ‘
Peak# Name R.Time Area | Area% { T. Plate | T.Factor 1 Resolution | R.R.T
1 PLACEBO_1 1.70 16450 0.11 804 | 4.216 | -- --
2 PLACEBO_2 2.68 3676 0.02 4892| 1.038 | 4.979 --
3 | PLACEBO_3 2.84 3581 0.02 6612 1.321 | 1.057 --
4 | ASCORBIC ACID 3.15 276683 1.79 5820 1.289 2.081 --
[ 5| PLACEBO_4 3.44 452 0.00| 21041 0.974 2.244 --
i 6 | PLACEBO_5 3.58 7843 0.05 7075| 1.284 1.022 |
7 | CHLORPHENIRAMINE MALEATE 3.88 297842 1.92 8142 | 1.265 1.753 --
8 | PHENYLEPHRINE HCL 4.56 165703 1.07 7895 1.507 3.605 --
9 | PLACEBO_8 5.22 4516 0.03 3150| 0.769 2.290 -
10 | PLACEBO_9 5.56 85753 0.55| 10072 1.216 1.134 --
11| PLACEBO_10 6.24 893 0.01 4584 | 1.718 2.298 --
12 |PLACEBO_11 6.77 9973 0.06 9314| 1.211 | 1.642 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
STABILITY-RS-SPL-56.Icd
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Perak#g Name - R.Time Area 7 er}ﬂréa% i T. Plate | T.Fé%fgr ![ ResolutionA R.R.T
13 | PLACEBO_12 803 31061 O 20‘ 13654 1.040 | 4537 | -
14 PLACEBO_13 941 4876  0.03| 12404 1283 | 3.605 = - |
15 | PARACETAMOL | 1018 13453765 86. 9% 14033 1.186 | 3.477 -
16| PLACEBO_14 | 11.27 aa55| 003 16070 1.047 | 3.116 = - |
17 | PLACEBO_15 | 1354 2784  0.02| 14218 1.280 | 5608 @ --
18 PLACEBO_16 | 14 50| 33228 0.21§ 12554 1145 | 1.9€ l o
19 PLACEBO_18 20, 78T 1079012 697 17065 1.186
| Total ] | 15482547| 10000 |

Analysed By

@g/\o\\w‘

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
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GENERIC HEALTHCARE PVT. LTD.

Arialysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

1 1-20
: 10 uL

: FILTER PAPER STUDY-RS
: GRIPEX-1228-PVDF-3-RS-SPL
: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-57.lcd
. GRIPEX-SACH-RS.lcm
: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.lcb

1 1/16/2024 2:25:07 AM
1 1/18/2024 7:24:43 PM

Acquired b
Processed

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uv
L0 3 ) IZ Detector A 220nm
dlE e o
a u'__]v OI @
] OPOT, 2m
] o2 o S
Ol @M<
5000- Shad wa
’ 832y S5 .
i L ‘—E oo N
| t5p oY
1 l R g \
| BRI =S e
—5000 T = T T I T T T T I T T I T T I T T T 7
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm S EO— : : ‘
Peak#[ Name R.Time Area Area% | T.Plate | T.Factor | Resolution R.R.T ;
1| PLACEBO_1 1.70 15702 0.10 817 3.912 - -- J
2| PLACEBO_2 2.68 4599 0.03| 5013| 1.033 5.026 - 1
3| PLACEBO_3 283 7415|  0.05| 6707 1.264  1.067 - i
4 | ASCORBIC ACID 3.15 212590 1.39| 5788 1.287 2.089 | -- |
5| PLACEBO_4 3.44 411 0.00| 21712| 1.018 2.244 -
6 PLACEBO_5 3.58 7876 0.05| 7066 1.284 1.038 |
7 | CHLORPHENIRAMINE MALEATE|  3.88 286096 1.86| 8143| 1.265 1.752 -
8 | PHENYLEPHRINE HCL 4.56 164597 1.07| 7899| 1.506 3.604 -
9| BLANK_3 5.09 467 0.00| 17184| 0.774 2.951 -
10 | PLACEBO_8 5.22 1026 0.01| 13542| 1.354 0.776 --
11 PLACEBO_9 5.56 83512 0.54| 10072| 1.215 1.675 -
12 | PLACEBO_10 6.27 | 992 0.01| 4576 1.309 2.391 -

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
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;;Pea k#

Tota |

14 PLACEBO_12
15 PLACEBO_13
16 PARACETAMOL
17| PLACEBO_14

18 PLACEBO_15

19 PLACEBO_16

Name
13 PLACEBO_11

20| PLACEBO_18

Analysed By

@\g\o\p\){

FR.Timé Aréa 7
677 8680  0.06
803 31204  0.20
911 4569 0.03
| 10.18| 13406474 87.35
1127 4303 0.03
13.53| 2450  0.02
14.49 29698  0.19
2978 |

1075262 7.01 i
— —1

15347924 100.00

8992 1.196
13594 1.034
12086 1.210
14036 1.186
16325 1.044
15725| 1.276
12265| 1.148
17057 1.186

| 1532 | -
4494 | -
3.640 | -
| 3219 | -
3130 | -
s ||
I
\ \
|
|

Page2/2

| Area%  T.Plate T.Factor Resolution R.R.T |

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: FILTER PAPER STUDY-RS

: PARACETAMOL-RS-STD-BKT-2

: 13012024 GRIPEX SACHET-MV-SOLUTION STABILITY-RS-SPL-58.lcd
. GRIPEX-SACH-RS_STD_P.lcm

: 13012024 GRIPEX SACHET-MV-RS-SOLUTION STABILITY.Ich

Vial # :1-3
Injection Volume  : 10 uL
Date Acquired 1 1/16/2024 3:25:47 AM Acquired by . E.MEENA
Date Processed 1 1/18/2024 3:13:48 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uv
00Tz - " Detector A 220nm
=
£
w
8 )
| 2
5000 o
- i '\
=1
=)
0ttt b . S I e B h — ]
—5000 T T T '77'”'!" = T I T i GRS T [ ! — T T T T I T 7T T : B T T I S e |
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm B o o ) |
Peak#l Name RT|me Area I Area% T Plate TFactor Resolutlon{ R.R.T | ‘
1 PARACETAMOL 10. 20 69162{ 100. 00 14487E 1.1.36 -- | e J
Total 69162 100.00 |
Biol |

Analysed By

Checke CI%(D\

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-SOLUTION
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
(|[Parameter H PRECISION (METHOD PRECISION and INTERMEDIATE PRECISION) Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Paracetamol BP
Chlorphenamine Maleate BP -

Phenylephrine Hydrochloride BP ---------- 10 mg
Ascorbic Acid BP------=-m-mmnmmenmmnnnaaas 50 mg

RELATED SUBSTANCE OF PARACETAMOL

Instrument ID: ST/QCLC/007 & ST/QCLC/006  |Balance ID : ST/QC/EQ/041 WS No.: ST/WS/23/012 | % Purity (aib) 99.9
Standard dilution : about 60 mg mg to ---> 100 ml to ---> 5 ml to ---> 100

Std.conc (in ppm)-3 5 ml to ---> 50 ml fo ---> 1 ml fo ---> 1

Test dilution .: Sample weight mg to ---> 100 ml to ---> 1 ml fo ---> 1

Test.conc (in ppm)-600 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

METHOD PRECISION INTERMEDIATE PRECISION

1 Not Detected Not Detected 1 Not Detected Not Detected Average
2 Not Detected ~ Not Detected 2 Not Detected Not Detected
3 Not Detected Not Detected 3 Not Detected Not Detected
4 Not Detected Not Detected 4 Not Detected Not Detected
5 Not Detected Not Detected 5 Not Detected Not Detected
0.00 0.00
6 Not Detected Not Detected 6 Not Detected Not Detected
Average Average
0.00 0.00 0.00 0.00 0.00 0.00
% RSD % RSD
Results:
1) % RSD for Individual impurity in Method precision 0.00
2) % RSD for Total impurities in Method precision 0.00
3) % RSD for Individual impurity in Intermediate precision 0.00
4) % RSD for Total impurities in Intermediate precision 0.00
5) Cumulative % RSD of total impurities of method precision and intermediate precision 0.00

Acceptance criteria:

1) % RSD for single maximum unknown impurities above 0.1% in six preparations should not be more than 15.
2) % RSD for total unknown impurities in six preparations should not be more than 10.

3) cumulative % RSD of total impurities of method precision and intermediate precision should not be more than 10.

Analysed by : SELAVARASAN

Checked by : & &\\0\\392 f’j

Date : 18-01-2024 / ) /
7

/MW Date :
/



GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage H INTERMEDIATE PRECISION (SAMPLE PREPARATION-1) Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Par | BP

Chlorphenamine Maleate BP ---
Phenylephrine Hydrochloride BP
A bic Acid BP

o - - SUBSTANCE OF PARACETAMOL ' ; o

Instrument ID: ST/QCLL/007 Balance ID: ST/QC/EQ/041 WS No.: ST/WS/23/012 % Purity (aib) 999
Standard dilution. : 60.07 mg to ---> 100 ml o ---> 5 ml to ---> 100

Std.conc (in ppm)-3.0035 5 ml to ---> 50 ml to ---> 1 ml to ---> 1

Test dilution .: 415.03 mg to ---> 100 ml to ---> 1 mlto --=> 1

Test.conc (in ppm)-599.487 1 ml to --=> 1 ml to =--> 1 ml to ---> 1

Conversion factor : 1.0000

Labelled content : 650 mg

Average weight : 4500.0 mg
|\Paracetamol 66530 66642 66576 66542 66550

\With Bracketing std. 66536 66563 384 0.058

UNKNOWN Trmp. 0

UNKNOWN Imp.

UNKNOWN Trmp.

UNKNOWN Trp.

UNKNOWN Tmp.

UNKNOWN Trp.

UNKNOWN Trmp.

UNKNOWN Tmp.

UNKNOWN Trmp.

UNKNOWN Irmp.

UNKNOWN Trmp.

UNKNOWN Tmp.

UNKNOWN Trmp.

UNKNOWN TImp.

UNKNOWN Irmp.

%

Totol Impurity Area | :. 5 ,
Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 3.595
Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.033
Resolution between peak due o Phenylephrine and Paracetamol peak NLT 2.0 18.035
SINGLE MAXTMUN UNKNOWN TMPURTTY - o mit: NIKT 0.50%
0
Calculation formula : 66568
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

0
Calculation formula : 66568
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

Analysed by : S.ELAVARASAN Checked by :
Date : 18-01-2024 Date :

A/ 38 )
4




GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle L RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage L INTERMEDIATE PRECISION (SAMPLE PREPARATION-2) Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Par | BP
Chlorphenamine Maleate BP -------======-=
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP:

T

ST/QC/EQ/041 WS No.: ST/WS/23/012

Instrument ID: ST/QCLC/007

% Purity (aib)
Standard dilution. 60.07 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.0035 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Test dilution .2 41531 mg to ---> 100 ml o ---> 1 ml fo --=> 1
Test.conc (in ppm)-599.89; 1 ml o ---> 1 ml o -=-> 1 ml to ---> 1

Conversion factor : 1.0000
Labelled content : 650 mg
Average weight : 4500.0 mg

R S
_ RsDin% |
40.0 0.060
With Bracketing std. 66536 66563 384 0.058

Paracetamol : 66530

UNKNOWN Imp. : . 0

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Trmp.

UNKNOWN Trp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Trmp.

UNKNOWN Trmp.

UNKNOWN Trmp.

UNKNOWN Imp.

UNKNOWN Trmp.

UNKNOWN Trmp.

Calculation formula : 66568

Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in%

Standard area x sample dilution X Label claim x 100

ND 0.00

0
Calculation formula : 66568
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

Analysed by : S.ELAVARASAN

Date : 18-01-2024 / D/ / 14 w




e GENERIC HEALTHCARE PVT.LTD
Gl QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Tittle . _ RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
stage : INTERMEDIATE PRECISION (SAMPLE PREPARATION-3) Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Par | BP

Chlorphenamine Maleate BP
Phenylephrine Hydrochloride BP
Ascorbic Acid BP:

: i

Instrument ID: ST/QOLC/007 ST/QC/EQ/041 K % Purity (aib)

Standard dilution. : 60.07 mg to ---> 100 mlto ---> 5 ml to ---> 100
Std.conc (in ppm)-3.0035 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Test dilution .: - 41504 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.50. 1 ml to ---> 1 ml to ---> 1 ml to -==> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight @ 4500.0 mg
Paracetamol 66550 66565 66568 400 0060
With Bracketing std. 66536 66563 384 0.058

UNKNOWN Tmp. S 0

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

5% - 5 AL

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 3.595

Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.033

enylephrine and Para
%

cetamol peak NLT 2.0

0
Calculation formula : 66568
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

Calculation formula :

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%

Standard area x sample dilution X Label claim x 100 ND 0.00

Analysed by : SELAVARASAN

Date : 18-01-2024 lf/‘ Fl /—;OL/q




e > GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle S o RELATED SUBSTANCE OF‘PAI';/A\C/E‘I““OL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : INTERMEDIATE PRECISION (SAMPLE PREPARATION-4) Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Par 1 8P 650 mg
Chlorphenamine Maleate BP ----
Phenylephrine Hydrochloride BP
Ascorbic Acid BP

Instrument ID: ST/QCLL/007 Balance ID: ST/QC/EQ/041 WS No.: ST/WS/23/012 | % Purity (aib) 999
Standard dilution. : 60.07 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.0035 5 ml to ---> 50 ml fo ---> 1 ml to -=-> 1
Test dilution .: 415.10 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.58 1 ml fo ---> 1 ml fo ---> 1 mlto ---> 1
Conversion factor @ 1.0000
Labelled content : 650 mg
Average weight @ 4500.0 mg
¥ -
Paracetamol 66530 66642
With Bracketing std. 66536 66563 38.4 0.058

UNKNOWN Tmp. °

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Irmp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.
e iy A

| Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 3.595

,,A,,w\;; / | Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.033

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0 18.035
SINGLE MAXIMUM UNKNOWN IMPUR ’

0
Calculation formula : 66568
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

-

0
Calculation formula : 66568
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

Analysed by : SELAVARASAN

&
Date : 18-01-2024 [ m Q




- GENERIC HEALTHCARE PVT.LTD
m QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Tittle RELATED SUBSTANCE OF PA@ACE'I’AMOI. IN GRIPEX SACHET
Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Stage INTERMEDIATE PRECISION (SAMPLE PREPARATION-5) Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Par 1 8P 650 mg
Chlorphenamine Maleate BP -20 mg
Phenylephrine Hydrochloride BP

Ascorbic Acid BP:

WS No.:

Instrument ID: ST/QCLC/007 S5T/Ws/23/012 % Purity (aib) 99.9
Standard dilution. : 60.07 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.0035 5 ml to ---> 50 ml to ---> 1 ml o ---> 1
Test dilution .: 415.15 mg to -=-> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-248859 415 ml fo ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg
Paracetamol 66642 66576 66542 66550 66565 66568 400 0.060
With Bracketing std. 66536 66563 384 0.058
= T
R 5 e | % R )
UNKNOWN Imp. . ‘ 0
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Imp.
7
Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 3.595
; Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.033
Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0
/ ' ~ . NMT 0.50%
0
Calculation formula : 66568
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

Calculation formula :

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

ND

Analysed by :

Date :

S.ELAVARASAN C
18-01-2024 /




- GENERIC HEALTHCARE PVT.LTD

P/
[ )

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle . .~ RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : INTERMEDIATE PRECISION (SAMPLE PREPARATION-6) Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Paracetamol BP ------s=smemssmmnmnmannmans 650 mg
Chlorpt ine Maleate BP 20 mg
Phenylephrine Hydrochloride BP ---------- 10 mg

Ascorbic Acid BP------ssmmmmmmmmmmmnsnnanan

Instrument ID: ST/QCLL/007 ST/QC/EQ/041 5T/Ws/23/012 % Purity (aib)

Standard dilution. : 60.07 mg to ---> 100 ml to ---> 5 ml to ---> 100

Std.conc (in ppm)-3.0035 5 ml o ---> 50 ml to ---> 1 ml to ---> 1

Test dilution .2 414.95 mg to ---> 100 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-599.37 1 ml to ---> 1 mlto ---> 1 ml to ---> 1

Conversion factor : 1.0000

Labelled content : 650 mg

Average weight @ 4500.0 mg

Paracetamol 66530 66642 66576 66542 66550 66565 66568 40.0 0.060
With Bracketing std. . 66536 . 66563 38.4 0.058

UNKNOWN Tmp. - ‘ °

UNKNOWN Tmp.

UNKNOWN Trmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

3.595
3.033

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0

/ |Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0

0
Calculation formula : 66568
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.000

0
Calculation formula : 66568
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

Analysed by : S.ELAVARASAN . Clfec

. % o\
Date : 18-01-2024 1 &7/ 1 % D \0\\
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: INTERMEDIATE PRECISION-RS
: BLANK-RS

- 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-01.lcd
: GRIPEX-RS.lcm

: 13{)12024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

o

: 10 uL

: 13-01-2024 18:35:18
: 18-01-2024 20:44:06

: S.ELAVARASAN
: C.K.SARAVANAN

Acquired by
Processed by

<Chromatogram>
uAU
S ) o “PDA Multi 1 220nm, 4n
!
' |
- ™
10000 T O |
4 ZZ Z i
29 3
m m m
o < (o]
- §8 3@
O,‘.,,ff\" 2 ;f" e e e e — I
+4
—10000"'*" = T T ‘ O T T ‘ T T ‘1'777‘ T T T 1 T 7T T o -1 T T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 BLANK_1 2.46 215 8.96 1521 0.963 - o
2 BLANK_2 2.69 420 17.52 7865 1.074 1.236 ==
3 BLANK_3 4.65 1764  73.53 5072 1.630 10.220 8=
Total 2398 100.00

Analysed By )

%

\P‘
- ckedCB\(
a/ /243 2y

DAHPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-01.lcd



Page 1/1

m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : INTERMEDIATE PRECISION-RS
Sample ID : RESOLUTION SOLUTION
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-02.lcd
Method Filename  : GRIPEX-RS.lcm
Eatlcl; Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
ia 1 1-2
Injection Volume : 10 uL
Date Acquired : 13-01-2024 19:35:53 Acquired by : S.ELAVARASAN
Date Processed 1 18-01-2024 21:15:49 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
1000000 o - PDA Multi 1 220nm,4nm
S =
| g by
I Q
750000~ 23 E
] =T o
| % s
1 o
SOOOOOj %
250000 %
T @83 :
Lo
T L ':l T "Y""T -1 1 '\'”71*"1*"'!”*!" "77"”'1*7""7’ L L L Z T T T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 ASCORBIC ACID 2.96 509797 3.96 5001 1.324 -- --
2 CHLORPHENIRAMINE MALEA1 3.58 302771 2:35 6621 1.295 3.595 --
3 PHENYLEPHRINE HCL 4.15 134044 1.04 7034 1.243 3.033 --
4 PARACETAMOL 8.87 11911697 92.64 11861 1.170 18.035 --
Total 12858309 100.00
| \W
\s
b
Analysed By Checked By
/b1 /19 2y

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-02.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: INTERMEDIATE PRECISION-RS
: PARACETAMOL-RS-STD-01

+ 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-03.lcd
: GRIPEX-RS_P.Icm

: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

1 1-3

: 10 uL

1 13-01-2024 20:36:25
: 18-01-2024 19:54:47

: S.ELAVARASAN

Acquired bg
y : C.K.SARAVANAN

Processed

<Chromatogram>

:RIP%&OACHET—MV INTERMEDIATE PRECISION-RS
uAUl < PDA Multi 1 220nm,4nm|

il
I ]

;RIP%&@CHET—MV -INTERMEDIATE PRECISION-RS
uA PDA Multi 1 220nm,4nm

ol — jL,;\ S

B T T T T i T T T T [ I
0 25 50
min

:RIP%&&CHET—MV -INTERMEDIATE PRECISION-RS

:RIP%&G\CHET—MV -INTERMEDIATE PRECISION- RS
uA PDA Multi 1 220nm, 4nm

T

50
min

PA

9

:RIP%&&CHET—MV -INTERMEDIATE PRECISION-RS
uA < PDA Multi 1 220nm,4nm

:RIP%&&CHET—MV -INTERMEDIATE PRECISION- RS

uA PDA Multi 1 220nm,4nm  uA PDA Multi 1 220nm,4nm|
0 ‘%.*,, I ] . ~7L/°°”7 R
""" e e L *j R e s e s B L S T
0 25 50 0 25 50
min min
<< PDA >>
ID#1 Compound Name PARACETAMOL
Vial# Title ‘ Sample ID R.Time Area T. Plate :T.Factor
3 RS-SPL-03. chlPARACETAMOL-RS -STD-01 8.88 66530 12040 | 1.13
3 RS-SPL-04.lcd | PARACETAMOL-RS-STD-02 8.89 66642 12043 | 113
3 RS-SPL-05.lcd | PARACETAMOL-RS-STD-03 8.88 66576 11933 | 1.13
3 RS-SPL-06.lcd PARACETAMOL-RS-STD-04 8.88 = 66542 11944  1.13
3 RS-SPL-07.lcd | PARACETAMOL-RS-STD-05 - 8.87 66550 11875 | 1.13
3 RS-SPL-08.lcd | PARACETAMOL-RS-STD-06  8.88 66565 11892 | 1.13
AverageA - 8.88 66567 11949 | 1.13
%RSD | 0.061  0.060  0.548 }0.080 L \n.o%
S\
Analysed By Ch y

P «4//‘),4'2,},

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIAT!

PRECISION-RS-SPL-03.lcc



Page 1/1

’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : INTERMEDIATE PRECISION-RS
Sample ID : BLANK-RS
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-09.lcd
Method Filename : GRIPEX-RS.Ilcm
Batlch Filename : 13{)12024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Ich
Vial # :1-
Injection Volume : 10 uL
Date Acquired : 14-01-2024 02:39:45 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 20:48:07 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
10000 S PDA Multi 1 220nm, 4nm
| |
j — O
5000+ o
i Z &
| 359
‘ m m
1 =3
L83
1 JON
Of‘%—%——f—v - — - i i
-5000 ‘ T T T ‘ L YRR 1 "’fij’f'"Y" -1 r g | Y‘ v a . n l’*’ | R T L L i3 T AT e ——
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 BLANK_1 2.69 421 19.16 7905 1.071 == --
2 BLANK_2 4.65 1775 80.84 5012 1.592 10.191 --
Total 2196 100.00
o
O\
Analysed By / C cked‘BQQ

LY gt
D:A\HPLC DATA—QCLC-OOG\DATA—%MGRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-09.lcd
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Samp:e Name : INTERMEDIATE PRECISION-RS
Sample ID : PLACEBO-RS
Dat?‘ Fciilen]ame 113012024 GlRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-10.lcd
Method Filename : GRIPEX-RS.lcm
{B/atlcr#:f Filename : %3012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
ia 1 1-4
Injection Volume : 10 uL
Date Acquired : 14-01-2024 03:40:19 Acquired bg : S.ELAVARASAN
Date Processed : 18-01-2024 20:53:06 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
100007 v e L e e TR PDA Multi 1 220nm, 4nm
! 8 OI | 8*0' j ol
] ‘Plg & Mo %3%8 © ~ ) O
- FOGIE | < T |9
! = @'908"' 28 &
5000 1> &0 i o 5 i i
SaepRiEang o 9 | &
u\a\\ﬂ %E 'ﬁg“ﬁo_n_ l{&
83 Save s 5s i
o HE} 9 & | @~ [
7 MK V‘CIU:\ A\mk‘t“‘ °F | \\\
N e ~
4
-5000 ‘ T 1 T T T T . ‘ T T e I T T T T l T B | T T L
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PLACEBO_1 1.70 18213 1.26 618 4.695 -- --
2 BLANK_1 2.70 911 0.06 10327 0.913 5.230 --
3 PLACEBO_2 2.81 2553 0.18 6524 1.257 0.932 -
4 PLACEBO_3 3.00 2231 0.15. 6395 1.177 1.275 --
5 PLACEBO_4 3.31 30544 2:12 5181 0.972 1.842 --
6 PLACEBO_5 3.60 296 0.02 7401 1.577 1.665 --
7 PLACEBO_6 4.05 803 0.06 11196 0.918 2.845 --
8 PLACEBO_7 4.25 11611 0.81 6602 1.197 1.088 --
9 BLANK_2 4.67 4102 0.28 6202 0.917 1.883 --
10 PLACEBO_8 4.98 67026 4.65 8044 1.235 1.362 --
11 PLACEBO_9 5.63 1015 0.07 4489 0.860 2.324 --
12 PLACEBO_10 5.99 8904 0.62 6670 1.292 1.125 --
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Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
13 PLACEBO_11 7.07 28203  1.96 10439 1.493  3.803 -
14 PLACEBO_12 7.95 5550  0.38 11111 1.746  3.026 -
15 PLACEBO_13 9.91 5129 036 7748 1.305  5.220 -
16 PLACEBO_14 11.76 1983  0.14 14564 1.021  4.400 -
17 PLACEBO_15 12.36 22017 1.59 10514 1.191  1.395 -
18 PLACEBO_16 | 13.52 1329 0.09 16818 1.313  2.572 -
19 PLACEBO_17 15.12 1928 0.13 12405 1.138  3.332 =
20 PLACEBO_18 25.12 1226665  85.07 13177, 1.263  14.103  --

Total | 1441910 100.00 \,)/O\z\j
rmﬂﬂg\m
Analysed By - Checked By
/= 0//%
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A %
(.4

’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : INTERMEDIATE PRECISION-RS
Sample ID : GRIPEX-1228-RS-SPL-1
Data Filename 1 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-11.lcd
Method Filename  : GRIPEX-RS.Icm
Bat|c'2¢ Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Via ¢ 1=5
Injection Volume : 10 uL
Date Acquired 1 14-01-2024 04:40:53 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 20:59:27 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
20000 &1 e E o I ~ PDA Multi 1 220nm,4nm)|
; < ‘
SLE-E e
b olBeB O~ Q
SEEEEs o -
- GHocce  Q =
10000/ 2= un oW ~
|z 1 é O~ © O
TTHTEESRe TGS D ;
‘E — il E .E‘J: ‘1_ E
| ) |10 o | = !
k %3‘] /% %E\ g3 \
o N e 1@ 2 |
GE . S S NP
~ o
5
]
—10000 = T T { T £ ] —r T T T [ ! T '7’7'7T7‘[7 - T BE: B L ’i' BEE: BN R | T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PLACEBO_1 1.70 17657 0.12 7401 4.545 - --
2 BLANK_1 2.58 374 0.00 7554 0.774 4,766 --
3 BLANK_2 2.70 1753 0.01 6233 1.256 0.912 | --
4 ASCORBIC ACID 2.96 355879 2.33 4926 1.296 1.731 -
5 PLACEBO_4 3.30 | 8411 0.05 5980 1.253 2.023 --
6 CHLORPHENIRAMINE MALEATE 3.58 288513 1.89 6722 1.300 1.587 --
7 PHENYLEPHRINE HCL ‘ 4.15 155348 1.02 5998 1.374 2918 | =
8 BLANK_3 | 4.67 | 3915 0.03 6316 1.012 2.314  --
9 PLACEBO_8 ‘ 4.98 81826 0.54 8120 1.219 1.399 --
10 PLACEBO_9 ‘ 5.63: 822 0.01 4989 0.845 2.406  --
11 PLACEBO_10 ! 5.99 10448 0.07 6486 1.273 1.150 --
12 PLACEBO_11 7.07 30024 0.20 10249 1.406 3.754 | --

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
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Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
13 PLACEBO_12 795 4869  0.03 11106 1.389  3.012  --
14 PARACETAMOL 8.87 13120446 8579 11574 1.178 2912  --
15 PLACEBO_13 9.89 4605  0.03 9544 1.508 2.789 -
16 PLACEBO_14 11.77 1723 0.01 15553 0.972  4.798  --
17 PLACEBO_15 12.36 36413 0.24 10421 1164 1386 -
18 PLACEBO_17 1512 2192 0.01 13400 1.088 5.477  --
19 PLACEBO_18 2512 1168253  7.64 13171 1.262 14.300  --
Total ' 15293472 100.00 | | )
Y
Analysed By o cked By
14151 o2y
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

: 1-6

10 uL
: 14-01-2024 05:41:26
1 18-01-2024 21:02:41

: INTERMEDIATE PRECISION-RS
: GRIPEX-1228-RS-SPL-2
: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-12.lcd
: GRIPEX-RS.lcm
: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Acquired by
Processed by

: S.ELAVARASAN
: C.K.SARAVANAN

PDA Multi 1 220nm,4nm

50

S| AL S L L e

—— 11

min

Area% T. Plate T.Factor Resolution R.R.T

<Chromatogram>
uAU
20000 & - -
1 2 % <o \gl
% glwélg ~ @
@qm%%g o iE
= 12% o g kn)
Br o I\
eSS e :
-10000+—————————7— S s e S e s
0 10 20 30 40
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area
1 PLACEBO_1 170 17632  0.11 726  4.446
2 BLANK_1 257 472 0.00 6999 0.832
3 BLANK_2 270 1602  0.01 6847 1.233
4 ASCORBIC ACID 206 412489  2.69 4880 1.298
5 PLACEBO_4 331 9685  0.06 5941 1.251
6 CHLORPHENIRAMINE MALEATE  3.58 288393  1.88 6684 1.298
7 PHENYLEPHRINE HCL 415 150579 098 5956 1.378
8 BLANK_ 3 - 4.67 3680  0.02 6317 1.020
9 PLACEBO_8 499 80139  0.52 8104 1.220
10 PLACEBO_9 5.63| 680  0.00 5023 0.851
11 PLACEBO_10 599 9954  0.06 6425 1.259
12 PLACEBO_11 707 29850  0.19 10266 1.374

4.655
0.956
1.770
2.018
1.583
2.909
2.321
1.391
2.394
1.174
3.734
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Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
13 PLACEBO_12 7.95 4539 0.03 11402 1.314  3.032  --
14 PARACETAMOL 8.87 13141481 85.64 11577 1.178 2.930  --
15 PLACEBO_13 9.89 45909  0.03 9767 1.517 2.797  --
16 PLACEBO_14 11.76 1783  0.01 15216 1.017 4.796  --
17 PLACEBO_15  12.37 35304 0.3 10365 1.172 1.400 -
18 PLACEBO_17 1512 1990  0.01 12356 1.287 5.342 -
19 PLACEBO_18  25.13 1150974  7.50 13144 1.261 14.089 -

Total 15345826  100.00 |

ALY
Q|

Analysed By /@ c ed By

/& o//% 2
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GENERIC HEALTHCARE PVT. LTD.

e

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: INTERMEDIATE PRECISION-RS
: GRIPEX-1228-RS-SPL-3

: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-13.lcd
: GRIPEX-RS.Icm
: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
1 1-7

: 10 uL

1 14-01-2024 06:41:59
1 18-01-2024 21:05:35

Acquired by
Processed by

: S.ELAVARASAN

: C.K.SARAVANAN

<Chromatogram>
uAU
20000 g wat by w© ] ’ PDA Multi 1 220nm,4nm|
I 2 s« | Bl 1
- b :\ﬁ glg 2 ;
1 E' % oD@~ ‘ 3 ‘
piEiieds g : |
10000 ! ;g & é in s ou E &
I~ Az |°°\«— 1 > :
I 8 \ S ® ‘
149 © ) :; K I
= ol | b |\ o o |
0+ , : - — !

\

-10000

3586/ CH :
%153
“7.9591P
f%:'f_

)
K
\
[
.
f
|

0 10 20 0 40 50
min
<Peak Table>
PDA Ch1 220nm |
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PLACEBO_1 170 16416 0.1 729 4.026 - -
2 BLANK_1 258 540 0.0 6644 0.858 4.616 -
3 BLANK_2 270 1292 0.01 6129 1.252 0921 -
4 ASCORBIC ACID 2.97 399500  2.62 4942 1.299 1.728  --
5 PLACEBO 4 331 9561  0.06 5990 1.242  2.025 -
6 CHLORPHENIRAMINE MALEATE ~ 3.50 313825  2.06 6636 1.289 1.583 -
7 PHENYLEPHRINE HCL 415 162848 1.07 5959 1.370  2.901 -
8 BLANK_3 4.68 3926 003 6358 1002 2322 -
9 PLACEBO_8 4.99 81051  0.53 8080 1.213 1.393 -
10 PLACEBO_9 565 780 0.1 4871 0.831 2413  --
11 PLACEBO_10 6.00 9635  0.06 6339 1.254 1.114 -
12 PLACEBO_11 708 29864  0.20 10269 1.394 3726 -

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-13.lcd
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Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T

13 PLACEBO_12 7.96 4718 0.03 11358 1.352  3.028 --

14 PARACETAMOL 8.88 13007226  85.26 11561 1.178  2.927 -

15 PLACEBO_13 9.1 4678 0.03 9450 1.471  2.786 --

16 PLACEBO_14 1178 1760 0.01 15986 1.037  4.789 -

17 PLACEBO_15  12.38 34814  0.23 10418 1.170  1.413 --

18 PLACEBO_17 | 15.14 2209  0.01 10678 1.151 5.147 -

19 PLACEBO_18 25.15 1170444,  7.67 13131 1.261 13.672  --
Total | 15255088  100.00 ' | | ’))u}

\o\\
Analysed By C cked}y
(/4 Leoy
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: INTERMEDIATE PRECISION-RS
: GRIPEX-1228-RS-SPL-4

: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-14.lcd
: GRIPEX-RS.Icm

: %3812024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

;10 uL

1 14-01-2024 07:42:33
1 18-01-2024 21:07:16

Acquired by
Processed by

: S.ELAVARASAN
: C.K.SARAVANAN

e

min

<Chromatogram>
uAU
200007 ® e e PDA Multi 1 220nm,4nm
e xo []o'
:"% |0 [ ‘L‘D
| Qu o = 15
B|US o ']
1 “quggt’l o o | ‘u_
|~ o Iil-ié\ L I~
10000/ S G ) s
1z =8 3 |
SBiETgieRy & &
=t q o |
& ﬁ?ﬁé 88 S A
| (\ X VAV K*r—\,, o PNy e
0 L I/\< ‘ el _
_10000,1‘,,, L A B T L e B S B T T T T T | ——
0 10 20 30 40 50
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area Area% T. Plate @ T.Factor Resolution R.R.T
1 PLACEBO_1 1.70 17849 0.12 703 4.590 = s
2 BLANK 1 2.58 345 0.00 7167 0.799 4.656 -=
3 BLANK_ 2 2, 69; 1605 0.01 6504 1.241 0.922 e
4 ASCORBIC ACID 2.96 414204 2.70 5027 1.297 1.756 -
5 PLACEBO_4 3.30 9163 0.06 5903 1.244 2.021 -
6 CHLORPHENIRAMINE MALEATE 3.58 294877 1.92 6639 1.293 1.585 -
7 PHENYLEPHRINE HCL 4. 14 172464 1.13 5966 1.359 2.905 -
8 BLANK_ 3 4, 66\ 3523 0.02 6651j 1.027 2.345 --
9 PLACEBO_S8 4.98‘ 79899 0.52 8087 1.213 1.406 --
10 PLACEBO_9 5.64} 8191 0.01 5007 0.847 2.431 -
11 PLACEBO_10 5.98 8569 0.06 6140 1.259 1117 -
12 PLACEBO_11 7.07 30470 | 0.20 10213 1.453 3.710 -

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
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Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
13 PLACEBO_12 7.94 4736 0.03 11230 1.410 3.002  --
14 PARACETAMOL 8.86 13081084 85.37 11548 1.180 2.919  --
15 PLACEBO_13 9.90 4705  0.03 10024 1.408  2.865 -
16 PLACEBO_14 11.78 1488  0.01 18610 0.832  5.091  --
17 PLACEBO_15 1233 32543 0.21 10861 1.115  1.338 -
18 PLACEBO_17 15.06 2322 0.02 8864 1.672 4.910  --
19 PLACEBO_18  25.09 1161831  7.58 13107 1.261 13.220  --
Total 15322495 100.00 | | \W)"‘M
/ \o\
, Al
Analysed By hetked By

[4/),6)7
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G'l GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : INTERMEDIATE PRECISION-RS
Sample ID : GRIPEX-1228-RS-SPL-5
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-15.lcd
Method Filename : GRIPEX-RS.Icm
Bat|d2¢ Filename H 13812024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Via 1 -
Injection Volume  : 10 uL
Date Acquired 1 14-01-2024 08:43:07 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 21:10:16 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
20000 3 ﬂe PDA Multi 1 220nm,4nm
o o
[Jss} ' m
O w iw
| ik K
1 % o | ‘&
10000 EiE o \ 5
1 RS , s
‘ —_
§ N | |
2 | A
o | o \
0 \|,¥1K¥{/\i/ B "fL A4 N B .
-10000’ T T T ‘ T o T’*]*T*“’*”’ T "'I‘ . I T T T W’ B O L Um— T — T L LB | — T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PLACEBO_1 ! 1.70j 17303 0.11 718 4.314 -= --
2 BLANK_1 ‘ 2.58 409 0.00 7296 ! 0.806 4.687 --
3 BLANK_2 2.70 1BOOf 0.01 8667 1.005 1.024 --
4 ASCORBIC ACID ‘ 2.96 367288 2.40 4918 1.290 1.847 --
5 PLACEBO_4 | 3.30 7307 0.05 5888 1.269 2.007 --
6 CHLORPHENIRAMINE MALEATE 3.58i 309933 2.03 6685i 1.298 1.585 --
7 PHENYLEPHRINE HCL ‘ 4.15% 159235 | 1.04 5949 1.365 2.907 | ==
8 BLANK_ 3 . 4.67 3513 0.02 6702 1.016  2.348  --
9 PLACEBO_S8 4.98: 80900 0.53 8030 1.214 1.403 | --
| | I ~ ) o | - I
10 PLACEBO_9 i 5.64 | 643 0.00 4786 0.831 2.394 -
11 PLACEBO_10 ; 5.98 9091 0.06 5976 1.279 1.091 --
- |1 S | ! 4 R ] N
12 PLACEBO_11 ! 7.07 30122 0.20 10208 1.393 3.688 --
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Peak # Name R.Time
13 PLACEBO_12 7.94
14 PARACETAMOL . 8.86
15 PLACEBO_13 9.90
16 PLACEBO_14 11.77
17 PLACEBO_15 12.33
18 PLACEBO_18  25.09

Total |
Analysed By

[/ # 6//)4@

Area Area%
4734 0.03
13086337  85.64
4923 0.03

1531 0.01

33754 0.22
1162076 7.60

15280899 100.00

Page 2/2

T. Plate T.Factor Resolution R.R.T

11153
11544

9764
18256

10598
13091

1.367
1.179
1.391
0.911
1.164
1.262

2.993 =S
2.914 o
2.842 —
5.000 o
1.353 -
18.815 S

Checked
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Inform

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

ation>

: INTERMEDIATE PRECISION-RS
: GRIPEX-1228-RS-SPL-6

1 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-16.lcd

: GRIPEX-RS.Icm

: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

1 1-10

10 uL

: 14-01-2024 09:43:40
1 18-01-2024 21:12:17

Acquired by
Processed by

: S.ELAVARASAN
: C.K.SARAVANAN

<Chromatogram>
uAU
20000 g war B "
 299.F 9
| preEobey IE
 FogE ety 1
R Hok o & I a
10000 \% S ek QS &
123G @ & | 6
S eS8 SRS s
o TSR B v i
| o |
E%L 3§ z | B
O Sl sl o | ~— \
Mg — L
1 ©
o
o
~IBEET—r—t——t—1— g
0 10 20
<Peak Table>
PDA Ch1 220nm |
Peak# Name R.Time Area
1 PLACEBO_1 1.70 17816
2 BLANK_ 1 5 57 473
3 BLANK_ 2 | 2.70 1559
4 ASCORBIC ACID 2.96 372635
5 PLACEBO_4 3.30 7160
6 CHLORPHENIRAMINE MALEATE ~ 3.58 305799
7 PHENYLEPHRINE HCL . 414 160313
8 BLANK_3 4.66 3708
9 PLACEBO_8 498 81848
10 PLACEBO_9 | 5.64 643
11 PLACEBO_10 . 5.98 9403
12 PLACEBO_11 7.07 29931

30

40

PDA Multi 1 220nm,4nm

Area% T. Plate ‘ T.Factor Resolution R.R.T

0,12 713| 4572 2 - -
0.00 6767 0.812 4.627 -
0.01 7592 1.065 0.971  --
245 5053 1.289 1.812  --
0.05 6256 1.289  2.050  --
201 6628 1.286 1.610 = --
1.05 5993 1.361  2.909 -
0.02 6625 1.018 2.343  --
0.54 8100 1.214 1.405  --
0.00 5147 0.789  2.483  --
0.06 5944 1.292 1.077 = --
0.20 10255 1.379 3.694  --

min

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
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Peak#
13

14

15

16

17

18
Totalr

Name R.Time
PLACEBO_12 7.94
PARACETAMOL 8.86
PLACEBO_13 9.89
PLACEBO_ 14 11.77
PLACEBO_15 12.32
PLACEBO_ 18  25.08

Analysed By %/
{ &/ /')/tb,

Area Area%
4696 0.03
13025627 85.58
4766 0.03

1496 0.01

34015 0.22
1158919 7.61

15220806  100.00

Page 2/2

T. Plate T.Factor Resolution R.R.T

11255
11504
9904
17330
10723
7 13059

1.374
1.178
1.394
0.875
1.153
1.261

3.001 -
2922 | -
2852 -
4.979 -
1319 | -
18.841 | --
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’ﬂ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : INTERMEDIATE PRECISION-RS
Sample ID : PARACETAMOL-RS-STD-BKT
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-17.lcd
Method Filename : GRIPEX-RS_P.Icm
Batlch Filename : 13;)12024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Ich
Vial # : s
Injection Volume : 10 uL
Date Acquired 1 14-01-2024 10:44:14 Acquired bz : S.ELAVARASAN
Date Processed 1 18-01-2024 19:54:48 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
20000 3 ) ) o ~ PDA Multi 1 220nm,4nm
| 51
i S5
| <
. o
| <C
10000 a
[s2]
&
. ©

| |
—10000 } T T [ T T : "”‘l‘ —_— T - 'T' I A 7"777’77’7I7 T T T T T T "T'*"‘J
0 10 20 30 40 50
<Peak Table>

PDA Ch1l 220nm .
Peak# Name R.Time Area Area% | T. Plate T.Factor Resolution R.R.T

1 PARACETAMOL 8.87 66536 100.00; 11705| 1.130 == ==
Total 66536 100.00!

\0\) VIYy
Analysed By C i [’3)
VO YY) )?,
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

RELATED SUBSTANCES OF PARACETAMOL IN GRIPEX SACHET

Product Name : GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Parameter : SPECIFICITY Exp.Date Nov-26

Each 4.5 gm sachet contains:

Paracetamol BP -----

Chlorpt

Maleate BP
Phenylephrine Hydrochloride BP ----------

Ascorbic Acid BP---

[P/ ;7

Instrument ID: l ST/QCLC/007 Balance ID : ST/QC/EQ/041 |W$ No.: ST/WS/23/012 | % Purity (aib)|  99.9
Standard dilution : 60.07 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.0035 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Placebo dilution : 348.29 mg to ---> 100 ml to ---> 1 ml to ---> 1
1 ml to ---> 1 ml to ---> 1 ml o ---> 1
Test dilution 415.03 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-600 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
. 5.No. Sample ID. Peak Name | Refentiontime | Peakpurity
1 Blank Blank peaks No peak Not applicable
Ascorbic Acid 2.965 1.000
Chlorpheniramine Maleate 3.583 1.000
2 Resolution Solution
Phenylephrine Hel 4.150 1.000
Paracetamol 8.874 1.000
3 Standard preparation Paracetamol 8.875 1.000
4 Blank Blank peaks No peak Not applicable
5 Paracetamol WS Paracetamol 8.875 1.000
6 Phenylephrine Hel WS Phenylephrine Hel 4.152 1.000
¥ Chlorpheniramine Maleate WS | Chlorpheniramine Maleate 3.583 1.000
8 Ascorbic Acid WS Ascorbic Acid 2.958 1.000
Ascorbic Acid 2.957 1.000
Paracetamol WS +
Chlorpheniramine Maleate WS + Chlorpheniramine Maleate 3.575 1.000
9 . ;
Phenylephrine Hel WS + Ascorbic Phenylephrine Hel 4141 1.000
Acid WS
Paracetamol 8.853 1.000
10 Blank Blank peaks No peak Not applicable
11 Plain placebo Placebo peaks No peak Not applicable
12 Placebo + Paracetamol WS Paracetamol 8.859 1.000
13 Placebo + Phenylephrine HCl WS Phenylephrine Hcl 4.150 1.000
14 Plocebo -+ Chlorp‘:lvesnimmine Maleate Chlorpheniramine Maleate 3.580 1.000
15 Placebo + Ascorbic Acid WS Ascorbic Acid 2.964 1.000
Ascorbic Acid 2.962 1.000
Placebo + Paracetamol WS + T
6 Chlorpheniramine Maleate WS + Chlorpheniramine Maleate 3.579 1.000
Phenylephrine Hel WS + Ascorbic Phenylephrine Hel 4.145 1.000
Acid WS
Paracetamol 8.854 1.000
17 Blank Blank peaks No peak Not applicable
18 Test preparation B.No.617231228 Paracetamol 8.860 1.000
Results :
1) Blank peaks, Placebo peaks are not interfere with Principle peak in test preparation.
2) Peak purity passes within specified limits.
Acceptance criteria:
1) Should No Significant Interference from Blank, Placebo and Impurity Peaks.
2) Peak purity should not be less than 0.995 according to Lab Solution Software. “
Analysed by : SELAVARASAN Checked by
Date : 18-01-2024 Date

\t\,\o\\ ‘W/M




Page 1/ 1

-
ﬁé GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : BLANK-RS
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-18.lcd
Method Filename : GRIPEX-RS.lcm
Batlcsll¢ Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Via 1 1-11
Injection Volume : 10 uL
Date Acquired 1 14-01-2024 11:44:47 Acquired bg : S.ELAVARASAN
Date Processed : 18-01-2024 21:15:19 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
200007 ' - PDA Multi 1 220nm,4nm|
| - o
10000*} él §|
| 33
| m m
g &
0 ,:,,,#_%lllq-f*fgff e SO S . .
-10000““‘ T T I T T T T T T T T = I T T | C— = T T T —
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm ! R :
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 BLANK_1 2.70 | 439 20.43 6085 1.081 -- --
2 BLANK_2 4.65 1709 79.57 5329 1.396 9.941 --
Total ‘ 2147 100.00 ‘

o
Analysed By C e 09

/ a/‘/7/4 2?

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-18.lcd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : INTERMEDIATE PRECISION-RS
Sample ID : RESOLUTION SOLUTION
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-02.lcd
Method Filename  : GRIPEX-RS.icm
Batlch Filename : i3012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # :1-2
Injection Volume : 10 uL
Date Acquired 1 13-01-2024 19:35:53 Acquired bg : S.ELAVARASAN
Date Processed : 18-01-2024 21:15:49 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
1000000~ M 3 . PDA Multi 1 220nm,4nm|
5z
2 t
] = Q
750000 Z£& o
i =T o
=
- ©
500000 | %
250000 %
| o~
53
i
0
1 T T T T 3 } T T T T T T T | T T T — T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm : !
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 ASCORBIC ACID 2.96 | 509797 3.96 5001 1.324 == --
2 CHLORPHENIRAMINE MALEATE; 3.58 302771 2.35 6621 1.295 3.595 --
3 PHENYLEPHRINE HCL 4.15 134044 1.04 7034 | 1.243 3.033 --
4 PARACETAMOL 8.87 11911697 92.64 11861 1.170 18.035 --
Total | 1 12858309 100.00
v
\ \FL,OM
o\
L
Analysed By A Checked By

PS4/ a,

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-02.Icd
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Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PARACETAMOL-RS-STD-01
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-19.lcd

Method Filename : GRIPEX-RS_P.lcm

Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # 1 1-12

Injection Volume : 10 uL

Date Acquired : 14-01-2024 12:45:20 Acquired bg : S.ELAVARASAN
Date Processed : 18-01-2024 19:54:48 Processed by : C.K.SARAVANAN
<Chromatogram>
sRIPEX SACHET—MV INTERMEDIATE PRECISION-RS  5RIPEX SACHET—MV INTERMEDIATE PRECISION-RS
uAU 1 ;t_ PDA Multi 1 220nm, 4nm" uAU : ;5 PDA Multi 1 220nm 4nm‘
o —H5— = ] ot |
7’_7'_'_‘!00_!'__"‘_'“"_"—" S L i "" T w T T I T T 1 1T T J
0 25 50 0 25 50
min min

SRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS  5RIPEX SACHET—M_y -INTERMEDIATE PRECISION-RS
uAU PDA Multi 1 220nm, 4nm  uAU < PDA Multi 1 220nm, 4nm

|
I
0 25

e

18.867/ PAE

ol

25 50
min min

3RIPEX SACHET-MV-INTERMEDIATE PRECISION-RS ~ 5RIPEX SACHET-MV- INTERMEDIATE PRECISION- RS

" uAU { < PDA Multi 1 220nm,4nm  uAU < PDA Multi 1 220nm,4nm
" ———— o 45 s {
s e s grgene]
0 25 50 0 25 50
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial#  Title Sample ID R.-Time ~ Area T Plate T.Factor
| 12 RS-SPL-19.lcd PARACETAMOL-RS-STD-01 888 66603 11714 1.13
| 12 RS-SPL-20.Icd PARACETAMOL-RS-STD-02 887 66761 11664 1.13
12 RS-SPL-21.lcd PARACETAMOL-RS-STD-03 887 66450 11660 1.12
| 12 RS-SPL-22.Icd  PARACETAMOL-RS-STD-04  8.88 66554 11645  1.13
| 12 RS-SPL-23.lcd PARACETAMOL-RS-STD-05  8.88 66566 11643  1.13
| 12 RS-SPL-24.Icd PARACETAMOL-RS-STD-06 888 66619 11626 1.13
| Average - 8.87 66592 11659  1.13
%RSD 0.066 ~ 0.152  0.262 0,199 \‘Vﬂy)
Analysed By Checke

[/ &/qu&

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-19.lcd
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Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : BLANK-RS
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-25.lcd
Method Filename  : GRIPEX-RS.lcm
Batlch Filename : i3i)112024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # i £
Injection Volume : 10 uL
Date Acquired 1 14-01-2024 18:48:40 Acquired bg : S.ELAVARASAN
Date Processed : 18-01-2024 21:16:46 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
W S " PDA Multi 1 220nm,4nm
5000 o o
A Z %
3 @
. 88
ol ) [ ]
1
-5000 T T T T T T T T T T T T 1 T T T T T T T T T T T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm - v .
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 BLANK_1 2.69 470 20.15 5700 1.262 -- -=
2 BLANK_2 4.65 1861 79.85 5191 1.505 9.779 --
Total 2330 100.00
N \
Analysed By Checked By
/ J/f)/ﬂ

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-25.Icd
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G' GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PARACETAMOL WS
Data Filename 1 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-26.lcd
Method Filename  : GRIPEX-RS_P.Icm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # :1-13
Injection Volume  : 10 uL
Date Acquired 1 14-01-2024 19:49:14 Acquired bg : S.ELAVARASAN
Date Processed : 18-01-2024 19:54:50 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
1000000:’-“‘“ g"’“ - ~ PDA Multi 1 220nm,4nm
| s
] e
| L
3]
750000 &
i o
] &
) 2
1 ©
500000 ||
B
250000
0 H .
1 =T — ¥ { T T I T T T T ] T T T T ) T T T T T T T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm v ,
Peak# Name R.Time Area Area% | T. Plate T.Factor Resolution R.R.T
1 PARACETAMOL 8.877 11861444 100.00 11380 1.170 - --
Total | 11861444 100.00 |
o
*
Analysed By Checked By

/# s/ //)—v Wy
D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPI.-26.lcd
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G' GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PHENYLEPHRINE HCL WS
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-27.lcd
Method Filename  : GRIPEX-RS.Icm
\B/atlcl; Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
ia 1 1-14
Injection Volume  : 10 uL
Date Acquired 1 14-01-2024 20:49:47 Acquired by : S.ELAVARASAN
Date Processed 1 18-01-2024 21:17:48 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
a8 - PDA Multi 1 220nm,4nrﬁ‘l
= =
< w |
| = ,
15000 T |
i o,
L
. =l
>.
1<
1 i %
10000 o ,
) N 1
i 2
N
5000
0 k)_,#L o |
T T i T T ‘ T T T ! T T T T ‘7 T T "\"’*'1—!‘(77777’7 o T | L L L
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm .
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PHENYLEPHRINE HCL 4.15 131947 100.00 6805 1.225 -- | -
Total ‘ 131947 100.00
\ol
Analysed By Checked By
/) [y

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-27.lcd
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ﬁ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : CHLORPHENIRAMINE MALEATE WS
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-28.lcd
Method Filename  : GRIPEX-RS.lcm
Batlcr; Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Via : 1-15
Injection Volume : 10 uL
Date Acquired 1 14-01-2024 21:50:20 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 21:19:07 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
—— * R PDA Multi 1 220nm,4nm

25000

3.583 / CHLORPHENIRAMINE MALEATE

Semeee e T T T ' T T ‘ T T T ‘ T T T T ‘ T T T ‘ T T T ‘
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm :
Peak# Name R.Time | Area Area% T. Plate @ T.Factor Resolution' R.R.T |
1 CHLORPHENIRAMINE MALEA1 3.58“ 300714 100.00 6431 1.278 -- -
Total 1 300714 100.00 !

A

Checked \BtQ
[ £+87 /%@

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-28.lcd

Analysed By
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m GENERIC HEALTHCARE PVT. LTD.

—

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : ASCORBIC ACID WS
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-29.lcd
Method Filename  : GRIPEX-RS.Icm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # 1 1-16
Injection Volume  : 10 uL
Date Acquired : 14-01-2024 22:50:53 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 21:22:24 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
g - 'PDA Multi 1 220nm,4nm
<
O
i
50000 o)
O
! (]
<
©
1 3
| ,N
25000+ |
|
0—— _,4)‘&\‘(,_ i -
r"" ——— T [ T T T T I T T T ‘ T B T T ‘ T T T T T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm i — : i
Peak# Name R.Time | Area Area% T. Plate T.Factor Resolution R.R.T
1 ASCORBIC ACID 2.96; 360998 100.00 5029 1.295 ‘ - -
Total | 360998 100.00
\ L
e
Analysed By Checked By
o/ 1oy

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-29.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: SPECIFICITY-RS

: PARA+PHP+CPM+ASCORBIC ACID WS

: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-30.lcd
: GRIPEX-RS.Icm

: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Vial # 1 1-17
Injection Volume : 10 uL
Date Acquired 1 14-01-2024 23:51:27 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 21:26:47 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
1000000 3 PDA Multi 1 220nm,4nm
< s
ul <
- [
750000":: 2 3 &
oz 3
T ©
500000 % @
|
250000 o
| =
‘*;i’; |
0 1' 1!\“4'\*/‘ ’PJ !y _
- =% T 1 T T T T { T T [ , e i T T - "‘ T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 ASCORBIC ACID 2.96 294351 2.34 4939 1.304 - --
2 CHLORPHENIRAMINE MALEAT 3.58 298289 2.37 6539 1.278 3.580 --
3 PHENYLEPHRINE HCL 4.14 133084 1.06 6750 1.232 2.990 --
4 PARACETAMOL 8.85 11845891 94.23 11307 1.168 17.627 --
Total 12571615 100.00
\')/‘bw
\o
\a
Analysed By Checked By

v/ %

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-30.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: SPECIFICITY-RS
: BLANK-RS
: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-31.lcd

. GRIPEX-RS.lcm
: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Vial # :1-11
Injection Volume : 10 uL
Date Acquired : 15-01-2024 00:52:01 Acquired bg : S.ELAVARASAN
Date Processed 1 18-01-2024 21:27:45 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
HoER 77' - B PDA Multi 1 220nm,4nm
10000+ T Y
.
R
| 5 8
1 © ©
ol GG T T , . L
0 I ,
|
‘10000 I T T [ T T I - — | T T T T T T T T T  m— T T T T il
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm B ,
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 BLANK_1 2.70 420 19.33 65151 1.123 -- -
2 BLANK_2 4.65 1754 80.67 5360 1.287 10.093 --
Total 2175 100.00
A\
Analysed By Checked By

/

a}/’l«w

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-31.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: SPECIFICITY-RS

: PLACEBO-RS

: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-32.lcd
¢ GRIPEX-RS.lcm

: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Vial # ] : %618
Injection Volume ulL
Date Acquired : 15-01-2024 01:52:35 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 21:32:18 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
&L0uo o e e * PDA Multi 1 220nm,4nm
1 0o <o X |
m M llo .
wow O m | |0
©ee 2 W8 s
QIS Qo g I '
Bz o~ %é N "5 |
10000 BHL'% 3 = &
2Lz o W &Ba o | 8
| &R 3% La 3 s
gET sEm o=l A
- [oe] O | [ ™ \
9l By S5 |
iR A
A 1 8 & WAy o~ Ny o . o
0 i 77% i IM\% f ‘ff e e ’[F o
.
-10000 | T T T T T | T T T | T T T T ‘ T S5 s mmns S S . prm—
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm ) : v :
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PLACEBO_1 1.70 18120 1.27 620 4.743 - --
2 BLANK_1 2.70 4984 0.35 2959 0.804 4.223 --
3 PLACEBO_2 3.00 2584 0.18 5646 1.117 1.691 --
4 PLACEBO_3 3.30 30655 2.14 5198 0.973 1.778 --
5 PLACEBO_4 4.05 744 0.05 12220‘ 0.868 4.549 --
6 PLACEBO_5 4.25 11207 0.78 6608 ‘ 1.191 1.092 --
7 BLANK_2 4.67 4072 0.28 6379 0.924 1.897 --
8 PLACEBO_6 4.98 65984 4.61 7842 1.220 1.366 --
9 PLACEBO_7 5.56 912 0.06 4517 1.363 2.070 --
10 PLACEBO_8 5.99 5764 0.40 5872 1.258 1.351 --
11 PLACEBO_9 7.07 28286 1.97 10254 1.516 3.645 --
12 PLACEBO_10 7.94 5583 0.39 10725 1.746 2.969 --

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-32.Icd
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Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
13 PLACEBO_11 9.91 4815. 0.34 7949 1.217 5.248 --
14 PLACEBO_12 11.77 1943‘ 0.14 14817 0.933 4.464 --
15 PLACEBO_13 12.33 17698 1.24 10170 1.229 1.288 --
16 PLACEBO_14 13.51 1225 0.09 18429 1.377 2.663 --

17 PLACEBO_15 25.08 1227844 85.72 12759 1.260 17.986

Total 1432422  100.00 7 \\/5\/))
V)
Pty
Analysed By hecked By

/J"v o/ /ng_},

D:A\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-32.lcd



Page 1/1

m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PLACEBO+PARACETAMOL
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-33.lcd
Method Filename  : GRIPEX-RS_P.lcm
Batch Filename 1 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # 1 1-19
Injection Volume : 10 uL
Date Acquired : 15-01-2024 02:53:09 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 19:54:50 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
1000000 3 I PDA Multi 1 220nm,4nm
| s i
S. |
L
1 (@]
750000 =
1 <
o
1 o
1 2
500000 ©
|
250000 l
0 ,k
.| e LN -
i T T T { T T T T 1 T T T T \ T T T T T T T T T . G SaSESS IS "1
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm . v
Peak# Name R.Time Area Area% | T. Plate T.Factor Resolution R.R.T
1 PARACETAMOL 8.86 11891813 100.00; 11249 1.166 -- -
Total 11891813 100.00
\98
o\
Analysed By ! Checked By

/0 ) %/

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-33.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SPECIFICITY-RS

: PLACEBO+PHENYLEPHRINE HCL
1 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-34.lcd
. GRIPEX-RS.Icm

: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

1 1-20

v 10 uls

: 15-01-2024 03:53:42
: 18-01-2024 21:35:18

: S.ELAVARASAN

: C.K.SARAVANAN

Acquired b
Processed %y

<Chromatogram>
uAU
20000 | "
§ O
i i ]
L
=
: z
15000 =
| =
1>
P
| L
1 B
10000 o
] l%
| -
@ !
5000 '"}
1 I

|

O;J\/‘J'thuhk,h“h_&‘j \@ -

i - - 'PDA Multi 1 220nm,?i;rih'%‘l

0

<Peak Table>

PDA Ch1 220nm
Peak#

1 PHENYLEPHRINE HCL

Total

Analysed By

[+/06)

Name

T I T

I T T I R | T T I T T T T T T =

10 20 30 40 50
min
R.Time Aréé Area% T. Plate T.Factor Resolution R.R.T
4.15 146492 100.00 5989 1.360 -- | -
146492 100.00

>,’®

o\

Checked By

)7

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-34.Icd
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PLACEBO+CHLORPHENIRAMINE
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-35.lcd
Method Filename : GRIPEX-RS.Ilcm
Batld#]# Filename : %3312024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Via : 1-21
Injection Volume : 10 uL
Date Acquired : 15-01-2024 04:54:14 Acquired by : S.ELAVARASAN
Date Processed 1 18-01-2024 21:37:07 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
50000 H PDA Multi 1 220nm,4nm
b |
< |
= ;
L
-
1 = [
‘ <
| [0
Ok |
| w
25000 T l
| 4 ’
(@)
-
i€
5 |
18
| o)
| | |
0 1 \»J‘)‘\L/)‘bjbw J o _
"'7777*7 T T T [ T T T T - { T T T ‘ T o [ T T T T T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm , ‘
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution| R.R.T
1 CHLORPHENIRAMINE MALEA1T  3.58 300127 100.00 6622 1.279 | -- | e
Total 300127 100.00 ?
eV
B,\\O\
Analysed By . Ch d By

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-35.Icd



Page 1/1

’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PLACEBO+ASCORBIC ACID
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-36.lcd
Method Filename  : GRIPEX-RS.Icm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # ¥ 1=22
Injection Volume  : 10 uL
Date Acquired : 15-01-2024 05:54:48 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 21:39:51 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
1 g PDA Multi 1 220nm,4nm
<
1)
[a1]
| =
50000~ |9
(]
1 =
<
e
,N ‘
25000+ ‘ {\
.. ;\
iy L
- B Y B
0—— *«Ju
F— T T T [ T T T T [ T T T T | T T T ‘ T T T T B an 7 T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm : :
Peak# Name R.Time | Area Area% T. Plate T.Factor Resolution R.R.T
1 ASCORBIC ACID 2.961 376196 100.00 4797 1.275 | -- |-
Total | 376196 100.00
e
/
\or
Analysed By Checked By

/J)—J//MZ?

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-36.Icd



Page 1/1

m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PLACEBO+PARA+PHP+CPM+ASCORBIC
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-37.lcd
Method Filename : GRIPEX-RS.lcm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # :1-23
Injection Volume : 10 uL
Date Acquired 1 15-01-2024 06:55:21 Acquired by : S.ELAVARASAN
Date Processed 1 18-01-2024 21:52:06 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
T a - PDA Multi 1 220nm,4nm
1000000 o = '
| = = ‘
ER |
bl W (v {\
750000 £2 g |
il <w - ‘
- 3 |
o= |
,, 24 1
500000 Qo] i
1 %
250000 % l

|

1|
| 198

-
i
4
|
|
{
|
1
|
|
|

o
-
o
N
o
w
o
AN

o
83
o

min
<Peak Table>
PDA Ch1 220nm -
Peak# Name R.Time Area Area% T. Plate | T.Factor Resolution R.R.T
1 ASCORBIC ACID 2.96 285110 2.08 4859 1.269 -- -
2 CHLORPHENIRAMINE MALEATE 3.58 302704 2.20 6582 ! 1.283 3.562 --
3 PHENYLEPHRINE HCL 4.15 159265 1.16 5834 1.344 2.880 -
4 PARACETAMOL 8.85 12990688  94.56 11195 1.169 17.066 --
Total 13737767 100.00
\0\
. e
Analysed By Checked By

/P "//%27

A

v /

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
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l‘@m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : BLANK-RS
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-38.lcd
Method Filename  : GRIPEX-RS.lcm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # :1-11
Injection Volume  : 10 uL
Date Acquired 1 15-01-2024 07:55:53 Acquired by : S.ELAVARASAN
Date Processed 1 18-01-2024 21:44:47 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
sk T - S PDA Multi 1 220nm,4nm
4 525 i
o o '
| < 0
N
5000~ 9<
£l Z ,
3|
@
- \ |
2!
4 ©f o
gl S L
]
-50007;*‘ T T T T ! T T T [ T L T ! T T T T I T — T T Ty
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1l 220nm : :
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 BLANK_1 2.69 447  15.89 6796 1.082 -- --
2 BLANK_2 4.27 380 13.53 7433; 1.174 9.647 --
3 BLANK_3 4.65 1983‘ 70.57 5163 1.351 1.623 --
Total 2810 100.00
e
a\\
Analysed By Ch d By
(%750 ) 2o 5y

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-38.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SPECIFICITY-RS

: GRIPEX-1228-RS-SPL-1

: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-39.lcd
: GRIPEX-RS.Icm

: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

1 1-24
: 10 uL

: 15-01-2024 08:56:28
: 18-01-2024 21:47:58

Acquired by
Processed by

: S.ELAVARASAN
: C.K.SARAVANAN

<Chromatogram>
uAU
00T T s = — |E R * PDA Multi 1 220nm, 4nm
- DIEESE «8 8
- BoBesEs '953 s
r;| |l‘ é oy o ‘E
50002 2% B! S-S o ‘
2= -,j;‘ & B
= R ;%,‘1’ |
S SR jep N?: =
{5 | ' 83| o l
< \ Q-
'(\L%' ull‘ 1‘%;“‘@\ |°’ | l |
01— Hﬁdjkﬁ |" &\,‘i L 4#74‘7 - S o
1 P
| 5
| _©®
-5000 T T I T T T T T T I T T T T
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm , ,
Peak# Name ? R.Time‘ Area | Area% T. Plate  T.Factor Resolution R.R.T
1 PLACEBO_1 . 1.70 16957 0.11 719 4.378 - s
2 BLANK_1 2.56 | 2049 0.01 5136 0.979 4.353 -
3 BLANK_2 2.70§ 1367 0.01 6557 1.277 0.971 —
4 ASCORBIC ACID 2.96 286369 1.90 4850 1.273 1.740 -
5 PLACEBO_ 4 3.30 | 6956 0.05 5858 1.270 1.989 o
6 CHLORPHENIRAMINE MALEATE ~ 3.58 303152 2.01 6580 1.285 1.582 -
7 PHENYLEPHRINE HCL 4.15 | 159228 1.06 5835§ 1.345 2.880 -
8 BLANK_ 3 . 4.66 3837 0.03 6588 1.023 2.313 s
9 PLACEBO_8 \ 4.98 | 79979 0.53 7966% 1.187 1.402 e
10 PLACEBO_9 . 5.63] 586 0.00 4969 0.850 2.398 -
11 PLACEBO_10 | 5.98| 8438 0.06 58281 1.274 1.116 --
12 PLACEBO_ 11 . 7.07 26745 0.18 10571 1.054  3.680 -

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-39.lcd
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Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
13 PLACEBO_12 7.93 4739 0.03 10872 1.361 2.999 --
14 PARACETAMOL 8.85 12990518  86.09 11195 1.169 2.877 --
15 PLACEBO_13 9.89 4464 0.03 9800 1.428 2.813 --
16 PLACEBO_14 11.75 1636 0.01 15889 0.964 4.821 --
17 PLACEBO_15 12.32 31695 0.21 10113 1.186 1.316 --
18 PLACEBO_18 2505 1160014  7.69 12625 1.257 18.435 -
Total ' 15088728  100.00 | V \w‘/ﬁw)
, \\\
Analysed By Checked By

ez 4//%)0,

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-39.lcd
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : GRIPEX-1228-RS-SPL-2
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-40.lcd
Method Filename  : GRIPEX-RS_P.lcm
Batlch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # 1 1-24
Injection Volume : 10 uL
Date Acquired 1 15-01-2024 09:57:01 Acquired bg : S.ELAVARASAN
Date Processed : 18-01-2024 19:54:50 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
1 o - . PDA Multi 1 220nm,4nm|
1000000~ =
E i
it Q [
< ‘
o m |
750000 - N~
1 o
| 2
] o
500000 ‘
250000
0 Lo IJ J
4.[' - T T T { =i = T T T ‘ T T T T r’ — e """!"""["ﬁfﬁ“‘fT — T B Iaaa
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area Area% ' T. Plate T.Factor Resolution R.R.T
1 PARACETAMOL 8.86 13006719 100.00 11174 1.168 -- --
2 - i | R " { - i 5
Total 13006719 100.00
\\\e\\mw
Analysed By Checked By
/dL‘ 2/ %/

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-40.lcd
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pﬁ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PARACETAMOL-RS-STD-BKT
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-41.lcd
Method Filename : GRIPEX-RS_P.lcm
Batlcl';# Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Via 1 1-12
Injection Volume  : 10 uL
Date Acquired : 15-01-2024 10:57:33 Acquired by : S.ELAVARASAN
Date Processed 1 18-01-2024 19:54:51 Processed by : C.K.SARAVANAN
<Chromatogram>
uAU
L o - PDA Multi 1 220nm,4nm
| s |
pat
i [11]
J o ‘
= ;
- E i
<
5000~ = ‘
i © |
4 © 1
\ o \
| |
0._::,_,, JL*/%E J T R 4;
| |
\
| |
—5000 } T T T T T T I T T LU R A I T T T T T T T T T {
0 10 20 30 40 50
min
<Peak Table>
PDA Ch1 220nm !
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PARACETAMOL 8.88 66421 100.00 11378 1.125 -- --
Total 66421 100.00
@%\“\W
Analysed By Checked By

=y /,_097,

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : INTERMEDIATE PRECISION-RS

Sample ID : RESOLUTION SOLUTION

Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-02.lcd
Method Filename : GRIPEX-RS.lcm

Batlcg Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Via 0 1-2

Injection Volume : 10 uL

Date Acquired : 13-01-2024 19:35:53 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 21:15:49 Processed by : C.K.SARAVANAN

<Peak Purity>

Chromatogram 1D# N |
mAU Retention Time :2.965 min
Compound Name : ASCORBIC ACID

1 PDA Multi I 220nm,4nm

1000 :’;
o L S — — —_— -
1 200
1 |
| | |
750+ 1 i
| 0.50 1 150
] !,
*f |
1 1 —100
500 |
' 0.25- r
2 o 50
| < ) | !
250 8 |
- 3] R
el 0.00- f\ﬁ/ -
=34 — —+0
o
\ ‘ min
0 ]x I - o Impurity : Not Detected
Peak purity index : 1.000000
) ! 7 ‘ T T = T " Single point threshold : 1.000000
0 25 50 Minimum peak purity index 10

min

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-02.lcd



ID#
Retention Time
Compound Name

Page2/3

12
: 3.583 min
: CHLORPHENIRAMINE MALEATE

.//\\ \
| / \\ \
0.4 . J
! P |
| | | -50
fod |
{ \
03 Lo |
| | \ |t
Lo 4
| \ |
4 | \
02 | \ |
! ! | [ p2s
| [l
" \ / |
} \/ N
00 e 0
35 3.6 3.7 3.8 3.9
min
Impurity : Not Detected
Peak purity index : 1.000000
Single point threshold : 1.000000
Minimum peak purity index 30
ID# 73
Retention Time :4.150 min
Compound Name : PHENYLEPHRINE HCL
= S S
| /\ \ l L
/ |t
7 / 1 20
| ) -
0.50- / \ L
| | | b
1 / | L
| | e
| | r
1 w“ \ ! r
| |
| L
025 | ! -10
. | |
B | ,
1] / I
| [ L5
| |
S / ;
0.00'ii;\’J { — ,fj‘F
e movemmmemmmrae
4.0 4.1 4.2 4.3 4.4 4.5
min
Impurity : Not Detected
Peak purity index : 1.000000
Single point threshold :0.999999
Minimum peak purity index 10

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-02.lcd
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ID# 14
Retention Time : 8.874 min
Compound Name : PARACETAMOL

f
| ’ \'
I r
(‘ \ 1500
| ‘ T
0.50 r
I |
! \ ! -1000
| 't
1 ! |
0.25- | }
1 / | 1500
1 ‘ | \ [+
I /
L)\ /
000/ e B
L'r"' T T 7] —v Tt T 1 ¥ v T T r““r—r_v—T
8.5 9.0 9.5 10.0 10.5
min
Impurity : Not Detected
Peak purity index :0.999999
Single point threshold : 1.000000
Minimum peak purity index :0
Peak Table
PDA Chl 220nm ) : R : !
| Peakd# Ret. Time Peak Purity Index Single Point Threshold | Name
1 2965 | 1.000000 1.000000 ‘ ASCORBIC ACID
2 3.583 1.000000 1.000000 CHLORPHENIRAMINE MALEATE
3 4.150 1.000000 0.999999 : PHENYLEPHRINE HCL
4 8.874 ' 0.999999 1.000000 } PARACETAMOL

o

Analysed By ( — Checked By

/410//21127
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A
pé GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS

Sample ID : PARACETAMOL-RS-STD-01

Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-19.lcd
Method Filename : GRIPEX-RS_P.lcm

Batcg Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Vial $1-12

Injection Volume : 10 uL

Date Acquired 1 14-01-2024 12:45:20 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 19:54:48 Processed by : C.K.SARAVANAN

<Peak Purity>

Chromatogram ID# 21

Retention Time 8.875 min
— Compound Name : PARACETAMOL

mAU

| 7@ 1 PDA Multi 1 220nm,4nm]‘
oo
= (o] e
5| ‘ |
. 0.4 ;
. . | | i
1] [ | s
4 '— J \ 1"! \ ‘I I
| f \
| \ !
1 f" \\ "‘ [
1 / \ ; 5.0
34 ] \ ! »
| 0.2+ \ |
o < 1 \ : =
i 4 “ ]
‘ / | :
2-: 0 IJ . ’s ~2.5
| /

|/ | - w
o J/ k I | min

0- A A — . Impurity : Not Detected
- | Peak purity index : 1.000000
\ " d =t F - Single point threshold :0.999997
0 25 50 Minimum peak purity index ©3
min
Peak Table
PDA Chl 220nm )
| Peakd# Ret. Time Peak Purity Index Single Point Threshold Name

1 ‘ 8.875 1.000000 0.999997 PARACETAMOL

Total

@mﬁ u}‘l»\\"m

Analysed By Checked

2) )/y&
D\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
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’&I GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PARACETAMOL WS
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-26.Icd

Method Filename : GRIPEX-RS_P.lcm
Batch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Vial # :1-13

Injection Volume : 10 uL

Date Acquired 1 14-01-2024 19:49:14 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 19:54:50 Processed by : C.K.SARAVANAN

<Peak Purity>

Chromatogram ID# 1
mAU Retention Time : 8.865 min
— : . Compound Name : PARACETAMOL
1000 o 1 PDA Multi 1 220nm,4n
- i . -
A
] H\
0.5 | |
] ] I ~1500
750- - \ :
04y | |
| [
j \ ‘ i
{ | [
| 03 | '! \ 1000
j | .
500~ : l 1‘
i 1 |
02! | \ |
| { i \
| | j | [ Fs500
I 1 | \ Il
0.1- | | / |
250~ L / I
] Aty — et ,,:::0
| 1 N T T T f T T T T "’V T T l L L. I T T
I i 8.5 9.0 9.5 10.0 10.5
I min
0 I S Impurity : Not Detected
Peak purity index :0.999999
T f T T T v i ‘ I Single point threshold : 1.000000
0 25 50 Minimum peak purity index :0
min
Peak Table
PDA Ch1220nm
Peak# ‘ Ret. Time Peak Purity Index Single Point Threshold Name
1 8.865 0.999999 1.000000 PARACETAMOL
Total ‘
\
e
Checked By

Analysed By

! A/ e
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SPECIFICITY-RS

: PHENYLEPHRINE HCL WS
113012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-27.lcd
: GRIPEX-RS.lcm

113012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

1 1-14

210 uL

1 14-01-2024 20:49:47
1 18-01-2024 21:17:48

: S.ELAVARASAN
: C.K.SARAVANAN

Acquired by
Processed by

<Peak Purity>

Chromatogram ID# 1
mAU Retention Time :4.152 min
: ———— Compound Name : PHENYLEPHRINE HCL
Q 1 PDA Multi 1 220nm,4nm
N . R
1755 | L
] 0.5 / , —20
15.0 1 ] I
1 I
] 0.4 \ ;
125+ ] | \ |1
] 0.3 / \ 'f
10.0- | \ | -
] / \ | 10
1 0.2 | \ / I
7.53 ] /
| / ! :
0.1 / / 3
5.0- / /
1] \ -
0.0 et I
2.5~ { T I i =
10 4.00 4.25 4.50
! min
(317 S | I T ——| Impurity' . : Not Detected
1 Peak purity index : 1.000000
T T T Single point threshold :0.999999
0 25 50 . Minimum peak purity index 31
min
Peak Table
;PDA Chl 220nm . N
Peak# Ret. Time Peak Purity Index Single Point Threshold Name
1 4.152 1.000000 0.999999 PHENYLEPHRINE HCL
Total
m\@v')
Analysed By Checked g?/\
14797 (D02

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID
Data Filename

: SPECIFICITY-RS
: CHLORPHENIRAMINE MALEATE WS
: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-28.lcd

Method Filename : GRIPEX-RS.Icm

Batch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # - 1-15

Injection Volume : 10 uL

Date Acquired
Date Processed

1 14-01-2024 21:50:20
1 18-01-2024 21:19:07

: S.ELAVARASAN

Acquired by
: C.K.SARAVANAN

Processed by

<Peak Purity>

mAU

ID# 1
Retention Time : 3.583 min
Compound Name : CHLORPHENIRAMINE MALEATE

Chromatogram

1 PDA Multi 1 220nm,4nm

I o
50 @
@ —_—Y— e, — .
. M l 60
] [ E
0.5 A |
40 ] I | -
_ ] | f -50
04 = | i
' «] \" “\ ‘ 40
30+ 1 | \ L
] 0.3j{ | \ -
| Foo 1 30
ST ‘ .

] 0.2- | \ | ;
e ] \ s’ \ / 20
‘ R |

0.1 ¥ | \
1 1 \¥ -10
- 11 i
. ALY I R
1 7 0
3.50 3.75 4.00
‘i‘ min
0-! ne | Impurity : Not Detected
) Peak purity index : 1.000000
- A T A S R T Single point threshold : 1.000000
0 25 50 Minimum peak purity index 70
min
Peak Table
PDA Ch1 220nm :
| Peak# Ret. Time Peak Purity Index Single Point Threshold Name
i 1 ‘ 3.583 1.000000 1.000000 CHLORPHENIRAMINE MALEATE
Total

Analysed By (9&
[/ 3

\\ "‘Ww

Checked By

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-28.lcd



Page 1/ 1

A\

GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

: SPECIFICITY-RS

Sample Name
: ASCORBIC ACID WS

Sample ID

Data Filename
Method Filename
Batch Filename

: GRIPEX-RS.lcm

Vial # :1-16
Injection Volume : 10 uL
Date Acquired : 14-01-2024 22:50:53

Date Processed :18-01-2024 21:22:24

: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-29.lcd
: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

: S.ELAVARASAN

Acquired by
: C.K.SARAVANAN

Processed by

<Peak Purity>

Chromatogram ID# .1
mAU Retention Time :2.958 min
- oo Compound Name : ASCORBIC ACID
* 1 PDA Multi 1 220nm,4mq
9N
v o T -
6 0.75- /\\ | l
j [\ | r
[ | -125
50 ] /’ \ f [
1 1 { L
i } | \ | -100
‘ 0.50- [ f i
40 [ ‘ 3
‘ | \( / 75
| | { |
| \
] IR |
] 025~ / \ | 50
1 \ |
] ‘ \
20 R \
. ‘ / "25
x !/ e
] AV .y :
10- woe R —— 1y
3.00 3.25
min
0_ D o Impurity : Not Detected
1 Peak purity index : 1.000000
T T T T T T Single point threshold :0.999999
0 25 50 Minimum peak purity index 10
min
Peak Table
PDA Chl 220nm )
| Peak# Ret. Time Peak Purity Index Single Point Threshold Name
1 \ 2.958 1.000000 0.999999 ASCORBIC ACID
Total
\or 08
Analysed By Checked B

\\
/[ +/9) / L. A\
D:\HPLC DATA-QCLC-006\DATA-202

GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-29.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

1 14-01-2024 23:51:27
1 18-01-2024 21:26:47

: SPECIFICITY-RS
: PARA+PHP+CPM+ASCORBIC ACID WS
- 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-30.lcd

: GRIPEX-RS.Icm
13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
0 1-17
10 uL
: S.ELAVARASAN

Acquired by

Processed by : C.K.SARAVANAN

<Peak Purity>

mAU
1000
%
[*e]
7501
500
I
250 <
)
- @ i
| B \
o
. N I
R
) S

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIAT

ID# 1

Chromatogram
Retention Time 2.957 min
- = . Compound Name : ASCORBIC ACID
1 PDA Multi 1 220nm,4nrrw
0.6 jﬁk;ii-’(' S |
| i
1 | -100
0.5~ } i
4 | i
o1t o | '
: | _
] . | B
] | 1
0.3 }‘
] / \ | 50
J | :
0.212 / \ | k
O R |
0.1 | \ / 28
1 i
Ly \/ j
e e—
T =} B sy T T T 0
3.00 3.25
min
| Impurity : Not Detected
Peak purity index : 1.000000
h =y 7 & v Single point threshold :0.999972
25 50 Minimum peak purity index 128

min

PRECISION-RS-SPL-30.lc



1D#
Retention Time
Compound Name

Page 2/3

)
:3.575 min
: CHLORPHENIRAMINE MALEATE

N ; |
w 4 | [ 60
[ | :
. | [
I ! 50
[ | '
0.50 [ l r
1 | '\ \ 1 40
o | r
\ | [
\ ‘! tg—30
| ‘\ |
0.25 - | \ | ]
| “‘ \ ‘\‘ .
. \ | [20
. | ‘
L \ / E
| | 10
[ |
0.00-——ot~ e —————
T L 1 T T T T I T
3.50 3.75
min
Impurity : Not Detected
Peak purity index : 1.000000
Single point threshold :0.999900
Minimum peak purity index : 99
ID# 13
Retention Time :4.141 min
Compound Name : PHENYLEPHRINE HCL
I 1
0.75+ L
- 20
1
J
0.50-| 13
J | i
| | i
1 | ’ 10
J \ i
0.25 ‘\ | '
‘ | | [s
‘ / 1
B |
0.00-——~~ —_— 19
F'*rvv\””'r’v’ LS T Hiw
4.0 4.1 4.2 43 4.4 4.5
min
Impurity : Not Detected
Peak purity index : 1.000000
Single point threshold :0.999372
Minimum peak purity index 1628

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATI

PRECISION-RS-SPL-30.lcc



PDA Chl 220nm

! Peak# Ret. Time

: 7 71 o 7 2957
: 2 3.575

% 3 4.141

[ 4 8.853

‘ 'fotal

ID#
Retention Time
Compound Name

Analysed By %_W
/(—~ & [/)'"D )7

Page 3/3

04
: 8.853 min
: PARACETAMOL

0.75 R | L1500
| . i ‘
[\ i [
0.50 - P ] 1000
4 ! | | b
[ |
| |
. ;
0.25~ | ‘ 1”500
‘ \ [
| \ |
Loy | ;’
\, | \ r
\ |/ P |
000/ e —— =
- ‘ L R R "'V'jﬁ_ﬁvf"’ i""l" L i R i T’" === ‘ =y
8.5 9.0 9.5 10.0 10.5
min
Impurity : Not Detected
Peak purity index : 1.000000
Single point threshold :0.999997
Minimum peak purity index :3
Peak Table
" Peak Purity Index Single Point Threshold Name
L o |
1 1.000000 0.999972 ASCORBIC ACID
; 1.000000 0.999900 CHLORPHENIRAMINE MALEATE
[ i
| 1.000000 0.999372 PHENYLEPHRINE HCL
1.000000 0.999997 PARACETAMOL
L B I i
!
\o!
)
ecked By

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-30.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID
Data Filename
Method Filename
Batch Filename
Vial #
Injection Volume
Date Acquired
Date Processed

: SPECIFICITY-RS

: PLACEBO+PARACETAMOL
: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-33.lcd
: GRIPEX-RS_P.Icm

13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

- 1-19
10 uL

- 15-01-2024 02:53:09

: 18-01-2024 19:54:50

Acquired by
Processed by

: S.ELAVARASAN
: C.K.SARAVANAN

<Peak Purity>

mAU

1000
750
500

250

8.859 |

PDA Chl 220nm

Peak#

]

1
[
| Total

ID#

Analysed By

/BSry /L.\, 2y

|

Chromatogram
Retention Time 8.859 min
= ——— Compound Name : PARACETAMOL
1 PDA Ml 1 220nm, qok
030 N ‘ - D
1 A
] '/ | '
0.25]‘ | ~1500
i |
] ' f \
020~ | [
l / \ 1000
0'15Aj 1 } | ‘ -
1 | . ’
o | 1 F
0.10—~ \ | \\ ‘ s
1 / \ ' —500
1 | \ I
0.05-1 / It
g ,
1| j ;
T . M R, N——— I
T T L) T S i S S S S e
8.50 8.75 9.00 9.25 9.50
min
- A o Impurity : Not Detected
Peak purity index :0.999999
™ T T T Single point threshold : 1.000000
25 50 . Minimum peak purity index 10
min
Peak Table
Ret. Time Peak Purity Index Single Point Threshold Name
8.859 0.999999 1.000000 PARACETAMOL
\Q\\“\
Checked By

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-33.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID
Data Filename

: SPECIFICITY-RS
: PLACEBO+PHENYLEPHRINE HCL
: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-34.lcd

Method Filename : GRIPEX-RS.lcm
Batch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
Vial # 1 1-20
Injection Volume : 10 uL
Date Acquired 1 15-01-2024 03:53:42 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 21:35:18 Processed by : C.K.SARAVANAN
<Peak Purity>
Chromatogram ID# -1
mAU Retention Time :4.150 min
R - Compound Name : PHENYLEPHRINE HCL
20.0 { 3 1 PDA Multi 1 220nm,4nm1
e | o
17.5- I
0.51‘
15.0- ]
] 0.4
125
— 0.3~
10.0- ]
] 0.2~
75% ] i |
0.1—?: \
504 || ] /\\
‘g 0.0 A — =
254 | | k R S ‘
11 \ l | 4.0
gl | !
0.0 .,_J\)J'\SM\' e L,_,_A | Impurity : Not Detected
’ Peak purity index : 1.000000
T 1 o T Single point threshold :0.994393
0 25 50 . Minimum peak purity index 15607
min
Peak Table
PDA Chl 220nm ) : : :
Peak# = Ret. Time Peak Purity Index Single Point Threshold Name ‘
1 4.150 1.000000 0.994393 PHENYLEPHRINE HCL i
i e |
Total | -

Analysed By

/

Checke WQ\;\\W
o

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-34.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

1 15-01-2024 04:54:14
:18-01-2024 21:37:07

: SPECIFICITY-RS _
: PLACEBO+CHLORPHENIRAMINE
: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-35.Icd

Acquired by
Processed by

: GRIPEX-RS.lcm
1 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb
1 1-21
10 uL
: S.ELAVARASAN

: C.K.SARAVANAN

<Peak Purity>

ID#

Chromatogram
Retention Time

1
3.580 min

mAU
- , Compound Name : CHLORPHENIRAMINE MALEATE
4 1 PDA Multi 1 220nm,4nm
50 o
1 0S5 = S ’1{
] / \ | 60
| 1 [ | ﬁ
I
40 0.4*1 \\ [
4 1 \ ]’ f’SO
. | \ | i
] \ | i
] . 03] ! ‘\ | 40
301 ‘ ] | \ ‘ _
T 1 ' \ :
: | \ | —30
0.2 ;’ \ / r
20 ] \ / 20
] 01 |/ i
' Y :
b | '1‘/ -10
‘ l 3.5 3.6 3.7 3.8 3.9
1 \ \ min
0_,_1\/"\UL\JLA,,,A,J\,,,,, — ] | Impurity : Not Detected
A Peak purity index : 1.000000
T 1 . Single point threshold 10.998818
0 25 50 Minimum peak purity index 11181
min
Peak Table
PDA Chl 220nm ez =
Peaki# Ret. Time Peak Purity Index Single Point Threshold Name
‘ 1 3.580 1.000000 0.998818 CHLORPHENIRAMINE MALEATE
L i
Total

Analysed By .

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-35.lcd
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Fﬁ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PLACEBO+ASCORBIC ACID
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-36.lcd

Method Filename : GRIPEX-RS.Ilcm
Batch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.lcb

Vial # 1 1-22

Injection Volume : 10 uL

Date Acquired 1 15-01-2024 05:54:48 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 21:39:51 Processed by : C.K.SARAVANAN

<Peak Purity>

Chromatogram ID# -1
mAU Retention Time : 2,964 min
"0 ——— S ——— , Compound Name : ASCORBIC ACID
] 3 1 PDA Multi 1 220nm,4nm
LS R o
60- 0.75 / ;
7 | | s
g ' .‘ 125
: | [ | ;
A I / \ | i
| / \ i -100
] 0.50 ' \ | i
40~ 1 ‘ } I
] 1 75
| | |
B l B 1
30 | i “
| | 025 | | 50
‘ 4 / L
I / ‘
20- E / 25
10| ;\ e — &
] ; 2.9 3.0 3.1
1 J I min
0 Moo L o | Impurity : Not Detected
. Peak purity index : 1.000000
LA R Y TR y ‘ I ; Single point threshold :0.999732
0 25 50 Minimum peak purity index 1267
min
Peak Table
PDA Chl 220nm ]
Peak# | Ret. Time Peak Purity Index Single Point Threshold Name
1 i 2.964 1.000000 0.999732 ASCORBIC ACID
B , ! I |
Total ‘

d\gﬁ@%@\m

Analysed By Checked By
/P 1 /1 %

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-36.lcd
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’@m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS
Sample ID : PLACEBO+PARA+PHP+CPM+ASCORBIC
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-37.lcd

Method Filename : GRIPEX-RS.lcm
Batch Filename : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Vial # :1-23

Injection Volume : 10 uL

Date Acquired : 15-01-2024 06:55:21 Acquired by : S.ELAVARASAN
Date Processed :18-01-2024 21:52:06 Processed by : C.K.SARAVANAN

<Peak Purity>

Chromatogram ID# .1
Retention Time :2.962 min
Compound Name : ASCORBIC ACID

1 PDA Multi 1 220nm,4nm

<
3
%
1000~ = - = T 1
J 1 [ ]
|
| 0.75- / ; ~100
4 “, 3
| |
4 f \
o /’ \ ,
750 / \\ i 75
{ 0.50-] | f
. ] / ! =50
500 , .
| 1 | 2
025 / ,
sl : / [ -25
: - . -
3 A \ L
2504 o | >< i
5 | A
o | 0.00-+— e 0
T e e T
- 2.9 3.0 3.1
3 ‘ min
0 “L I Y | CR— Impurity : Not Detected
y | Peak purity index : 1.000000
o ' ' i ' T i ‘ I "' Single point threshold :0.999546
0 25 50 Minimum peak purity index 1453

min

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-37.lcd



Page2/3

ID# 12
Retention Time :3.579 min
Compound Name : CHLORPHENIRAMINE MALEATE

] /\ [
1 / | 60
0.5 \ ,‘ [
’ 'a |
1 \ 3 150
0.4 \ i
; 40
03] ‘ J ,
", .‘\ I +
1 | “f 30
4 ‘ {
1 ‘ 20
o/ i
1 10
: / \ i |
0.0-— P S i
B
3.5 3.6 3.7 3.8
min
Impurity : Not Detected
Peak purity index : 1.000000
Single point threshold :0.998698
Minimum peak purity index 1 1302
ID# :3
Retention Time :4.145 min
Compound Name : PHENYLEPHRINE HCL
1T A - 125
0.6 } | / \ : 5
i | \
0.5‘_ \\‘ ‘ 20
: s‘ |
<) / 4
0.4i \ )
— oy s
] | | )
0.3~ | |

/ [
0. 1~ E
] \ t
] \ S :‘
0.0-F— - ”'*”*K*:::r;{ 0
_‘_ﬁl_'—’_'ﬁj* ™ L L
4.2 4.3 4.4
min
Impurity : Not Detected
Peak purity index :1.000000
Single point threshold :0.992570
Minimum peak purity index 1 7429

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-37.lcd



PDA Chl 220nm

Peak# Ret. Time
L 29
2 3.579
3 4.145
4 8854
Total V V

Analysed By

/

Page 3/3

ID# 14
Retention Time : 8.854 min
Compound Name : PARACETAMOL

n 2000
I j ’
| ( |
0.50— ; \\ ‘\ 1500
L | |
1| foo ’ - 1000
. | |
L |
. ! \\ |
025+ | | \ |
| | l/ |
- \ / 500
| \ / ,
. i
0.00 \J L |
S Mooy Sesevemrs
8.50 8.75 9.00 9.25 9.50
min
Impurity : Not Detected
Peak purity index : 1.000000
Single point threshold :0.999933
Minimum peak purity index 167
Peak Table
1 Peak Purity Index Single Point Threshold | Name
| 1.000000 0.999546 | ASCORBIC ACID
1 1.000000 0.998698 CHLORPHENIRAMINE MALEATE
! 1.000000 0.992570 PHENYLEPHRINE HCL
1.000000 0.999933 PARACETAMOL

0//2\5&

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-37.lcd



Page 1/1

¥ /
Gi

GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

Vial # :1-24
Injection Volume : 10 uL
Date Acquired

Date Processed

:15-01-2024 09:57:01
:18-01-2024 19:54:50

: SPECIFICITY-RS
: GRIPEX-1228-RS-SPL-2
: 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-40.lcd

: GRIPEX-RS_P.Icm
: 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Acquired by

Processed by

: S.ELAVARASAN
: C.K.SARAVANAN

<Peak Purity>

Chromatogram ID# -1
mAU Retention Time : 8.860 min
- . Compound Name : PARACETAMOL
Q 1 PDA Multi 1 220nm,4nm
oo
025 |
| 1 L
_\ | -1500
750 0.20- | / -
' |
0.15 | '
] 1 } / 1000
500 1 |
| 0.10- 1 | \
] / \ =500
wi f |
) 0.05- ‘} ‘/‘ i
250 I / )’
f 0.00'4“ R S — T — .
| A
8.50 8.75 9.00 9.25 9.50
M min
0 | ,llJ,_\, 1 A Impurity : Not Detected
| Peak purity index :0.999999
1’ A - : T ' Single point threshold : 1.000000
0 25 50 Minimum peak purity index 10
min
Peak Table
’PDA Chl 220nm ) )
| Peak# . Ret. Time Peak Purity Index Single Point Threshold Name
‘ 1 | 8.860 0.999999 1.000000 PARACETAMOL
[ Total
Analysed By c eafé&,
(P18 0 )21 2y

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE

PRECISION-RS-SPL-40.lcd
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@ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SPECIFICITY-RS

Sample ID : PARACETAMOL-RS-STD-BKT
Data Filename : 13012024 GRIPEX SACHET-MV-INTERMEDIATE PRECISION-RS-SPL-41.lcd

Method Filename : GRIPEX-RS_P.lcm
Batch Filename  : 13012024 GRIPEX SACHET-MV-RS-INTERMEDIATE PRECISION.Icb

Vial # 1 1-12

Injection Volume : 10 uL

Date Acquired : 15-01-2024 10:57:33 Acquired by : S.ELAVARASAN
Date Processed : 18-01-2024 19:54:51 Processed by : C.K.SARAVANAN

<Peak Purity>

Chromatogram ID# -1
mAU Retention Time : 8.876 min
- . Compound Name : PARACETAMOL
) ° 1 PDA Multi 1 220nm,4nm,
1 o o -
5,4
1 0.754 |
| 1 1 i
| 1.5
4 1 ' i
| 1
0.50- / \\ |
, \ I
3 | | ; 5.0
] | J’ i
| L L
l 025+ | | | !
2 I | B
: 1 \ | 2.5
: , |
J |
1 ‘1 7 J
. = =
1 8.75 9.00 9.25
] | T min
O =t ll e Impurity : Not Detected
| Peak purity index :1.000000
T o ‘ ' ' ‘ I ' Single point threshold :0.999991
0 25 50 Minimum peak purity index 19
min
Peak Table
PDA Chl 220nm o
| Peaki Ret. Time Peak Purity Index Single Point Threshold Name
' 1 ‘ 8.876 1.000000 0.999991 PARACETAMOL
| Total |
\\\\9\\
Cc ed By

Analysed By
[+ /8¢ / Lady

D:\HPLC DATA-QCLC-006\DATA-2024\GRIPEX SACHET-AMV-RS\13012024 GRIPEX SACHET-MV-INTERMEDIATE
PRECISION-RS-SPL-41.lcd
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’G'. GENERIC HEALTHCARE PVT.LTD
QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Tittle . i L RELATED SUBSTANCES OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Parameter B ROBUSTNESS Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Paracetamol BP --------smmmmmmmmm e
Chlorphenamine Maleate BP ---------------
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP

:  RELATED SUE P .

Instrument ID: ST/QCLC/007 Balance ID : ST/QC/EQ/041 ST/WS/23/012 |% Purity (aib) 99.9
Standard Dilution : 60.14 mg to ---> 100 ml to ---> 5 ml o ---> 100

Std.conc (in ppm)-3.007 5 ml to ---> 50 ml to ---> 1 ml to ---> 1

Test dilution .: 415.15 mg to ---> 100 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-599.6611 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Low wavelength (217nm) 1.07 15303 0.442 Not defecfe Not detected
High wavelength (223nm) 1.06 14981 0.255 Not detected Not detected
Low flow rate (0.9ml/minute) 1.06 15612 0.719 Not detected Not detected
High flow rate (1.1ml/minute) 1.05 13595 0.303 Not detected N Not detected N
Low oven temperature 1.06 13937 2.045 Not detected Not detected
High Oven temperature 1.05 13375 0.334 Not detected Not detected
Results:

1) % RSD of impurities within limits.
2) Each chromatographic variation System suitability parameters are within limits

Acceptance criteria:
1) % RSD for Single maximum unknown Impurities above to 0.1% should not be more than 20%.

2) % RSD for Total unknown Impurities above 0.1% should not be more than 15%.

N

()’2/
Analysed by : E.MEENA

Date : 22-01-2024 | checledby A ‘)/} OLU/DM

Date :




GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

RELATED SUBSTANCE OF PARAC_ETAMOL‘[N GRIPEX SACHET

Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Stage WAVELENGTH CHANGE (LOW WAVELENGTH AT 217NM) Exp.Date Nov-26

Each 4.5 gm sachet contains:
Paracetamol BP --------sssmmmmmmrmncmenaaan
Chlorphenamine Maleate BP
Phenylephrine Hydrochloride BP
Ascorbic Acid BP-

ST/QCLC/007 ST/Ws/23/012

% Purity (aib)

Calculation formula :

Instrument ID: Balance ID: WS No.: 99.9
Standard dilution. 60.14 mg to ---> 100 mlto ---> 5 ml to ---> 100
Std.conc (in ppm)-3.007 5 ml to ---> 50 ml fo ---> 1 ml to ---> 1
Test dilution .: 415.15 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.66. 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg
stem sutabity «
Paracetamol 63296 63923 63303 63167 63389 2799 0.442
With Bracketing std. 62996 63333 2955 0.467
UNKNOWN Imp. °
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN TImp.
UNKNOWN TImp.
UNKNOWN TImp.
UNKNOWN TImp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN TImp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Imp.
Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.429
Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.989
Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0 21.414
— W THPURTIY T  Limit: NMT 0.50%
0
Calculation formula : 63389
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

0.00

Analysed by :

Date :

£ MEENA
22012024




GENERIC HEALTHCARE PVT.LTD

T
[ ) |

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle o « ~ RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : WAVELENGTH CHANGE (HIGH WAVELENGTH AT 223NM) Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Par | BP

hlorpk ine Maleate BP
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP-

Instrument ID: ST/QCLC/007 5 ST/QC/EQ/041 WS No.: ST/Ws/23/012 % Purity (aib) 999
Standard dilution. 60.14 mg to ---> 100 ml to ---> 5 ml to ---> 100

Std.conc (in ppm)-3.007 5 ml to ---> 50 ml to ---> 1 ml to ---> 1

Test dilution .: 415.15 mg to ---> 100 ml o ---> 1 ml to ---> 1

Test.conc (in ppm)-599.66 1 ml to ---> 1 ml to ---> 1 ml fo ---> 1

Conversion factor : 1.0000

Labelled content : 650 mg

Average weight @ 4500.0 mg

Paracetamol 76700 77019 77227 77160 76997 76839 76990 196.4 0.255
With Bracketing std. 76849 76970 187.1 0.243

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.434

Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.834

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0 1 21.164
SINGLE MAXIMUM UNKNOWN TMPURT

0
Calculation formula : 76990
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.00

Calculation formula :

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%

Standard area x sample dilution X Label claim x 100

ND 0.00

Analysed by : E.MEENA @/\O\\Q\.\;

Date : 22.01-2024 : 9«?’
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET

Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Stage FLOW RATE CHANGE (LOW FLOW RATE 0.9ML/MINUTE) Exp.Date : Nov-26

Instrument ID:

ST/QCLC/007

Each 4.5 gm sachet contains:

Par | BP

Chlorph Maleate BP
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP--------cecennnne.

ST/QC/EQ/041

ST/Ws/23/012

% Purity (aib)

99.9

Standard dilution. : 60.14 mg to ---> 100 ml o ---> ml to ---> 100
Std.conc (in ppm)-3.007 5 ml to ---> 50 ml to ---> ml o ---> 1
Test dilution .: 415.15 mg to ---> 100 ml o ---> ml to ---> 1
Test.conc (in ppm)-599.66 1 ml to ---> 1 ml to ---> ml to ---> 1

Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg

Paracetamol

With Bracketing std.

75350

75298

494.9

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Tmp.

{Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0

(|Caleulation formula :

{Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0
T s A "N‘("IR‘H:Y 7 7 S

4.659
Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.969
21.818

Any individual impurity
in%

Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

Calculation formula :

ND

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

ND

0.00

75289

0.00

Analysed by :

Date :

E.MEENA
22-01-2024

%0\\ M

Che

St
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GENERIC HEALTHCARE PVT.LTD

Tittle

HFL

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Calculation formula :

20.331

Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Stage FLOW RATE CHANGE (HIGH FLOW RATE 1.1ML/MINUTE) Exp.Date Nov-26
Each 4.5 gm sachet contains:
Par 18P
Chlorpk Maleate BP
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP---
STANCE OF PARAC ,
Instrument ID: ST/QCLC/007 Balance ID: ST/QC/EQ/041 WS No.: l ST/WS/23/012 | % Purity (aib) 999
Standard dilution. : 60.14 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.007 5 ml o ---> 50 ml to ---> 1 ml to ---> 1
Test dilution .: 415.15 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.66 1 ml to ---> 1 ml to ---> 1 ml o ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg
= s T R o
...... : : SinsaE iy - :
Paracetamol 61650 62135 61860 61618 61781 61876 61820 187.2 0.303
With Bracketing std. 62434 61908 288.2 0.466
UNKNOWN Imp. : 0
UNKNOWN Tmp. '
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Imp.
{Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.263
Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.634

Any individual impurity
in%

Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

Calculation formula :

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

ND

ND

Analysed by :

Date :

E.MEENA

@007

22-01-2024 0
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET

GRIPEX

Product Name Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Stage COLUMN TEMPERATURE CHANGE (AT OVEN TEMPERATURE 25°C) Exp.Date Nov-26

Each 4.5 gm sachet contains:

Par | BP
Chlorpk Maleate BP
Phenylephrine Hydrochloride BP

Ascorbic Acid BP--

s
R

ST/QC/EQ/041

Calculation formula :

Resolution between peak due to Phe

nylephrine and Paracetamol peak NLT 2.0

Any individual impurity
in%

Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

Instrument ID: ST/QCLC/007 Balance ID: ST/WS/23/012 | % Purity (aib)
Standard dilution. : 60.14 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.007 5 mlto ---> 50 ml to ---> 1 ml to ---> 1
Test dilution .: 415.15 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.66 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg
Paracetamol 71675 67992 68689 68244 68237 68200 68840 2.045
With Bracketing std. 69221 68894 1293.1 1877
UNKNOWN Imp. 0
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN TImp.
UNKNOWN Tmp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Imp.
UNKNOWN Tmp.
UNKNOWN Imp.
Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.844
Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.884

. Limit: NMT 0.50%

ND

68840

0
Calculation formula : 68840
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00
O\

Analysed by : E.MEENA ()XO Chedke U\\ )/
Date : 22-01-2024 Date':




GENERIC HEALTHCARE PVT.LTD

P
G

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle _ RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : COLUMN TEMPERATURE CHANGE (AT OVEN TEMPERATURE 35°C) Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Paracetamol BP -------csmemmmonnannean
Chlorphenamine Maleate BP
Phenylephrine Hydrochloride BP
Ascorbic Acid BP-

Instrument ID: ST/QCLC/007 ST/QC/EQ/041 ST/WS/23/012 % Purity (aib)

Standard dilution. : 60.14 mg to ---> 100 ml to ---> 5 ml to ---> 100

Std.conc (in ppm)-3.007 5 ml to ---> 50 mlto ---> 1 ml to ---> 1

Test dilution .: 415.15 mg to ---> 100 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-599.66 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor : 1.0000

Labelled content : 650 mg

Average weight @ 4500.0 mg

Paracetamol 68279 67834 67855 67687 67714 67684 67842 2265 0.334
With Bracketing std. 68099 67879 2284 0.337

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN TImp.

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 3.989

Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.506

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0

0
Calculation formula : 67842
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.000

0
Calculation formula : 67842
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.00

Analysed by : E.MEENA @fl \0\\"»)(

Date : 22-01-2024
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’G‘ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : BLANK-LWL-RS
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-01.lcd
Method Filename  : GRIPEX-SACH-LWL-RS.lcm
Batlch Filename : 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # s 1=1
Injection Volume  : 10 uL
Date Acquired 1 1/18/2024 6:23:39 PM Acquired bé : E.MEENA
Date Processed 1 1/22/2024 12:28:29 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
W= ~ Detector A 217nm
Lz
<3
P
— N g g '\l
SOOOW‘ x'x'%'m' i‘ X
4 Z& Z 5
333 |53
mm n o~
B B S ~ o
2L L z 2
1 ©wo- & o
o Sl = E ———
-5000*"”" T T T | T T T T T T T T I T T T T I T i R T T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 217nm _ B R | R
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution| R.R.T ‘
1| BLANK_1 2.57 679 2.89 2403 | 1.000 | m— -
2 | BLANK_2 2.99 694 2.95 5202 | 1.236 2.249 --
3| BLANK_3 ' 3.17 507 2.16 7601 1.357 1.156 --
4 | BLANK_4 4.59 685 2.91| 10286 1.118 8.700 --
5| BLANK_5 5.08 18137 7717 6668 1.606 2.317 -
6 | BLANK_6 7.38 255 1.09| 18115| 1.071 9.814 --
7 | BLANK_7 10.19 2546 10.83| 19356| 1.035 10.965 --
Total 23501 | 100.00
o \ Q8
) WY
Analysed By ked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-01.lcd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysisf Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : RESOLUTION SOLUTION-LWL
Data Filename 1 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-02.lcd
Method Filename  : GRIPEX-SACH-LWL-RS.Icm
Batlch Filename : i8012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # 1 1-2
Injection Volume  : 10 uL
Date Acquired 1 1/18/2024 7:24:20 PM Acquired by : E.MEENA
Date Processed 1 1/22/2024 12:29:34 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
w o : Detector A 217nm
ke |2
u &
Rk < | W
750000~ = g
in)
= &
, fa—2 s
. el N
500000~ bz
250000 \%
e
LB
- l\ <
0 i L
T e e L T S [ L A [ S I
0 10 20 30 40 50
min
<Peak Table>
Detector A 217nm o I S S — S
Peak# Name R.Time{ Area | Area% | T. Plate | T.Factor | Resolution| R.R.T
1| ASCORBIC ACID l 3.16| 468021 3.73 6264 1.264 | -- --
2 | CHLORPHENIRAMINE MALEA" 3.88 369514 2.95 8799 | 1.229 4.429 --
3| PHENYLEPHRINE HCL 4.59 170304 1:36 9184 | 1.173 | 3.989 -
4 | PARACETAMOL 10.18 11527572 91.96| 15155| 1.108 21.414 -- l
Total 12535411 100.00 |
\
10
@9/}\0\\7»‘ \@\\
Analysed By Chg ed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-02.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS

: PARACETAMOL-RS-LWL-STD-01
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-03.lcd
: GRIPEX-SACH-LWL-RS_P.lcm

: 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

1 1-3

10 uL

:1/18/2024 8:25:01 PM
1 1/22/2024 12:37:47 PM

: E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>
2024 GRIPEX SA_QHﬁEﬁT-MV,ROBUSINEgS -RS-SPL-0  .2024 GRIPEX SACHET MV-ROBUSTNESS-RS-SPL-0
mV 5 o Detector A 217nm‘ mV 5 | o Detector A 217nm;
{ 2 J 2
Oil:':¥49\:::_lﬂg T T I T T T T I T —‘i 0 ’:dlk— VS T T T T ¥ T | ’f‘
0 25 50 0 25 50
min min

2024 GRIPEX SACHET—MV ROBUSTNESS-RS-SPL-0

.2024 GRIPEX SACHET-MV ROBUSTNESS-RS-SPL-0

mV & Detector A 217nm  mV > Iﬂ\- Detector A 217nm
|2 : |2
= g =
0 i" s !1 T T I T T T T T T = O lle.}!‘L T T I T T T = T T
0 25 50 0 25 50
min min
2024 GRIPEX SACHET—MV ROBUSTNESS-RS-SPL-0  .2024 GRIPEX SACHET-MV ROBUSTNESS-RS- SPL—O
mV 5 & Detector A 217nm  mV : g Detector A 217nm|
' 2 | 5
1 1 |5 1 |3
0 —}Vﬁ = “{L: T { T ‘-_I—_“rv Tgilivlg 07«’_/:'.“1\” ;N"—‘ T T T T = ] T:L
0 25 50 0 25 50
min min
<< Detector A >>
ID#1 Compound Name PARACETAMOL
Vial#|  Title Sample ID R.Time|  Area T. Plate [T.Factor
3 |RS-SPL-03.lcd | PARACETAMOL-RS-LWL-STD-01 1 10.20 63296 15533 | 1.06
3 |RS-SPL-04.lcd | PARACETAMOL-RS-LWL-STD-02 10.19 63449 15334 | 1.07
3 |RS-SPL-05.lcd | PARACETAMOL-RS-LWL-STD-03 | 10,19 63923 15173 | 1.07
3 |RS-SPL-06.Icd | PARACETAMOL-RS-LWL-STD-04 B _‘ 10.19 63303 15298 | 1.07
3 |RS-SPL-07.lcd | PARACETAMOL-RS-LWL-STD-05 10.19 63167 15244 | 1.07
'3 |RS-SPL-08.lcd | PARACETAMOL-RS-LWL-STD-06 | 10.19 63195 15233 | 1.07
o ~ Average - -1 10.19 63389 15303 v 1.07 M
Q(ﬁD \ 0.034 0.442 0.823 \YJ/O
pO | %@\
Analysed By Cc ed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-03.Icd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Y vl o
ample : - -
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-09.lcd
Method Filename : GRIPEX-SACH-LWL-RS.lcm
Batlch Filename : 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # 1 1-1
Injection Volume  : 10 uL
Date Acquired 1 1/19/2024 2:29:05 AM Acquired by : E.MEENA
Date Processed 1 1/22/2024 12:39:24 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uV
10000'?777"' ‘i,;* - - Detector A 217nm
| =
! N
! = é
5 <5
| 7} [Te)
5000 SR 3 ¥
L 235 g
S i< ! m
oMy , ~
~ | 2]
.-
| o ~—
ol e £
-5000- T , Sase [ SR R S L A B R B B S W
0 10 20 30 40 50
min
<Peak Table>
etector A 217nm S ——— . : I S
Peak#i Name R.Time Area | Area% | T. Plate | T.Factor | Resolution| R.R.T
1| BLANK_1 2.58 332 1.84 2428| 1.166 | -- -
2 | BLANK_2 2.99 325 1.80‘ 2627 1.018 1.859 -
3 BLANK_3 4.58 663 3.67) 10025 1.171 7.635 -
4 | BLANK_4 5.08 15735 87.04 6558 | 1.626 2.318 --
5/ BLANK_5 10.19 1024 5.66 18123 | 1.086 18.466 -
Tota|i 1 18079| 100.00 ‘

- o)
Byoe S

Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-09.lcd
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y /
Gl

GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS
: PLACEBO-LWL-RS
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-10.lcd
: GRIPEX-SACH-LWL-RS.Icm

g i8‘(1)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

10 uL

1 1/19/2024 3:29:46 AM

1 1/22/2024 11:49:40 AM

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uV
19080 ] ME ~ o 2 ~ Detector A 217nm
QLa 8 o' o'
o 8 «8 m 0 o -
o o e} m
m ~ m w
5000185 © 5 E 3]
e < . 2
o o ~
I = ©
) b =
o x 2
Oﬁ i ) — ,,,7,,\1',,‘, e ,,,,TLL_\L,/\, o - —e
'50007}7 T T I T T T T T I T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 217nm — —
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution| R.R.T
1| PLACEBO_1 1.70 19029 1.01 839 | 4.759 i -- --
2 | PLACEBO_2 2.73 268 0.01 11953 | 0.826 6.114 -
3| PLACEBO_3 2.84 2852 0.15 6188| 1.432 | 0.945 -
4 | BLANK_3 3.20 2714 0.14 7470 1.111 2.459 --
5| PLACEBO_4 3.58 33417 1.77 6997| 0.856 | 2.355 --
6 | PLACEBO_5 3.91 519 0.03 4660 | 1.554 1.691 -
7 | PLACEBO_6 4.44 930 0.05 14242 | 0.949 2.761 -
8 | PLACEBO_7 4.70 15015 0.80 7924 | 1.040 1.474 --
9 | BLANK_5 5.08 17307 0.92 4902 | 1.525 1.512 -
10| PLACEBO_8 5.56 82089 4.36 10604 | 1.168 1.914 -
11| PLACEBO_9 6.24 1272 0.07 3939| 1.476 2.195 --
12 LPLACEBO_lO 6.77 11634 0.62 | 9764 | 1.254 1.581 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-10.lcd
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jPeak#: Name 7 { RTlme Area Aféa% fr}jlréte iT.Factor Resolutri:)ﬁ? R:R:T |
| 13|PLACEBO 11 | 802 24421 130 14546 1025 4631 | -
' 14 PLACEBO_12 8.31 340 0.02| 32018 1.459  1.285 | --
| 15 PLACEBO_13 9.10 7328 039 13569 1437  3.154 | -
| 16 BLANK.7 1019 2024 0.11| 16133 1.146 .
17| PLACEBO_14 | 1124) 3044 016 15667 1.045

18 PLACEBO_15 | 13.52| 3403 0.18 15918 1.144

19| PLACEBO_16 14.46 28906  1.53| 13092 1.093

20| PLACEBO_17 15.14 " 491 0.03| 32153 1.100 |

21| PLACEBO_18 1559 11341 0.06| 24611 1247 @

22 PLACEBO_19 17.75 3049 0.16| 12219 0914

23| PLACEBO_20 | 2057 1504425 84.61 18339 1.129
 24/PLACEBO_21 | 3822 ,,,,_”3?%7,1 153 ”7876704;7 1.492

Total | msases w000

Analysed By

4"

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-10.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS

: GRIPEX-1228-LWL-RS-SPL
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-11.lcd
: GRIPEX-SACH-LWL-RS.lcm

: 185012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

e

;10 uL

1 1/19/2024 4:31:11 AM

1 1/22/2024 11:45:51 AM

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uVv

wo = I3 ;lg - Detector A 217nm|
L O S = e
l Own | |ZF @ o
= g‘_l b = 3
L é'% gil 2% 5 Eo
cozg oW o |
fiienaBil 88 8 15
SRR Qe ST g i
ST T S
II\) 5 ‘—\ = . =
8788 & g r
M\L& :L‘ﬁ&@_ﬂfk_/_fﬁﬁ I O e
] = T | L
10 20 30 40 50
. min
<Peak Table>
Detector A 217nm - . ; — ————— -~
:Peak#é Name | R.Time }[ Area li Area% | T. Plate | T.Factor  Resolution| R.R.T
1 PLACEBO_1 1.70| 16724 1 0.11 1001 | 3.992 e -
| 2 | PLACEBO_2 2.69 7884 0.05 4978 | 1.048 5.365 --
L 3| PLACEBO_3 2.84 5248 0.03 7790 1.222 1.102 -
, 4| ASCORBIC ACID 3.16 125238 0.83 6650, 1.175 2.249 -
5 5 PLACEBO_4 3.58 10021 0.07 ~ 8056| 1.245 2.644 --
6 | CHLORPHENIRAMINE MALEATE|  3.88 328719 2.19 8896 | 1.207 1.896 = |
7 | PHENYLEPHRINE HCL 4.57 189963 1.26 8502 | 1.386 3.799 -
8| BLANK_5 5.08 28995 0.19 5976| 1.500 2.195 --
9| PLACEBO_8 5.56 96033 | 0.64 10830, 1.118 2.027 --
10| PLACEBO_10 6.76 15529 0.10 8946| 1.156 4.781 --
11 | PLACEBO_11 8.02 26496 0.18| 14083 0.965 4.540 -~
12 | PLACEBO_12 . 8.31) 470 0.00/ 30331| 1.493 | 1.255 -

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-11.Icd
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——

Peak# 7 Name :R Time“ Area Area% | T. Plate TFactor Resolutlon R.R.T

. 13| PLACEBO_13 . 9.09 6150  0.04 13541 1.163  3.101 -

| 14 PARACETAMOL | 1017 12623307 83.98| 14674 1.086 3330 | -

| 15 PLACEBO_14 | 1124 3588 0.02] 16951 1.020  3.142 '}

. 16 PLACEBO_15 | 13.50| 2001 0.02 16449 1213 5908 | -

17| PLACEBO_16 R 1 1441 44291‘ 0.29) 12883 1.081  1.970 | --
18 PLACEBO_19 | 17.69 2758 0.02| 14712 1.020  6.006 | |

19 PLACEBO_20 2952 1497596  9.96 17854‘ 1.092

- I T

Analysed By

’}
@y

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-11.lcd
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’Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : PARACETAMOL-RS-LWL-STD-BKT
Data Filename 1 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-12.lcd
Method Filename  : GRIPEX-SACH-LWL-RS_P.lcm
Batlch Filename : 18;)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # 1 1-
Injection Volume  : 10 uL
Date Acquired 1 1/19/2024 5:31:06 AM Acquired b% : E.MEENA
Date Processed 1 1/22/2024 12:37:48 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uV
T . o ’ ~ Detector A 217nm
] o) ;
) S
15000 ~
E w
O
: &
1 <
10000 =
i »
i ®
- S
SOOOj L
O{A‘JL—_"’? v . S
—5000 | T T T T I T T SSS sBlLS ‘ T T - I o T 1% NN UNNERNNS: AR :’ L A L i' T T T T
0 10 20 30 40 50

<Peak Table>

Detector A 217nm B B R . — I
Peak# Name ‘ R.Time ‘ Area | Area% | T. Plate | T.Factor | Resolution | R.R.T |
1| PARACETAMOL ‘ 10.19 62996| 100.00| 15083| 1.065 | -- - l
Total | | 62996| 100.00 | |
\
\\()\\' \B.
iz \n
9 % N
AnalyseciZ By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-12.lcd
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’Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

smpclbme L RoRicRaS
Sample : - -
Data Filename 1 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-13.lcd
Method Filename : GRIPEX-SACH-HWL-RS.Icm
Batch Filename : 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # t1-1
Injection Volume  : 10 uL
Date Acquired 1 1/19/2024 6:31:51 AM Acquired bg : E.MEENA
Date Processed 1 1/22/2024 12:44:07 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uv
S o Detector A 223nm
] :|¥I i
i Z %
15000 é o
~ o
] 55
10000 < ©
| ;|;| W >ch
Z Z / 5
5000 éé | @
1 ax© o
| 85 & 5
i*ﬁw‘ £ — = T T i
G
015 S e T s S e e s e et TR R ‘ n—
0 10 20 30 40 50
min
<Peak Table>
Detector A 223nm o
Peak# Name R.Time Area ] Area% | T. Plate | T.Factor | Resolution| R.R.T ‘
1| BLANK_1 2.58 634 7.06 337| 1.569 -- --
2 | BLANK_2 2.99 220 2.45 3669 | 1.070 1.065 --
3| BLANK_3 3.88 216 2.40 8276 | 1.670 4.837 --
4 | BLANK_4 4.58 428 4.76 9047 | 1.146 3.853 --
5| BLANK_5 5.08 6180 68.80 6580 | 1.598 2.274 --
6 | BLANK_6 10.19 1305 14.53| 17461 1.080 18.284 -
Total 8983| 100.00
O\\C),\\/ \ M/DM
9\ >m
) ) .
Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-13.lcd
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lm GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : RESOLUTION SOLUTION-HWL
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-14.lcd
Method Filename  : GRIPEX-SACH-HWL-RS.Ilcm
{B/atlch Filename : 185)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
ial # i 1=
Injection Volume  : 10 uL
Date Acquired :1/19/2024 7:32:31 AM Acquired by : E.MEENA
Date Processed 1 1/22/2024 12:45:31 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
B3 ~ Detector A 223nm
I H s *
1000000 < £
; < 13)
, = = ;
4 [TT] < |
750000 =2 e {
I 8 |
] Oz S
) LT =
500000 % !
] % |
250000 'ﬁ& }
0 ,l\w hd l o J
i i T
‘"' T ”7T”""T"”"177’I7 ! — T T " T T T ' 5 T 1 [ T T S i [ = T —T *"‘J
0 10 20 30 40 50
min
<Peak Table>
Detector A 223nm I | R - R B
Peak# Name R.Time | Area ’ Area% | T. Plate | T.Factor | Resolution | R.R.T |
1 |ASCORBIC ACID 3.16 615901 4.11 6124 | 1.258 -- --
2 | CHLORPHENIRAMINE MALEATE 3.88 239090 1.60 8651| 1.218 4.434 -
3 | PHENYLEPHRINE HCL 4.58 111734 0.75 8976 1.169 3.834 --
4 | PARACETAMOL 10.18| 14014489 93.55| 14645| 1.109 21.164 --
Total i 14981215| 100.00
@5V o
09 S
Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-14.lcd



Page 1/1

’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : PARACETAMOL-RS-HWL-STD-01
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-15.lcd

Method Filename : GRIPEX-SACH-HWL-RS_P.Icm
Batch Filename 1 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

Vial # :1-3
Injection Volume : 10 uL
Date Acquired 1 1/19/2024 8:33:10 AM Acquired b% : E.MEENA
Date Processed 1 1/22/2024 12:42:33 PM Processed by . C.K.SARAVANAN.
<Chromatogram>
.2024 GRIPEX SACHET—MV ROBUSTNESS-RS-SPL-1 2024 GRIPEX SACHET—MV ROBUSTNESS-RS-SPL-1
mV 5% & Detector A 223nm> mV 57i > Detector A 223nm1
1 3 fJ ‘13‘_5 |
O ‘i T ) T T ‘ T T T ""T"ij'*‘ﬁ O L | N ‘ % F % T 'r"""r”’ -
0 25 50 0 25 50
min min

.2024 GRIPEX SACHET MV-ROBUSTNESS-RS-SPL-1  .2024 GRIPEX SACHET-MV ROBUSTNESS-RS-SPL-1

mV & g Detector A 223nm mV SJJ g Detector A 223nm|
N - |
i i d v 2 i 2
07*%“-#:.‘__7_71*,77""-7 = - Yﬁ - 7!""*’>r: 0 ' : \!h T { 7! == T T T = “]‘” ﬁ*J
0 25 50 0 25 50
min min

.2024 GRIPEX SACHET—MV ROBUSTNESS-RS-SPL-1  .2024 GRIPEX SACHET-MV ROBUSTNESS-RS-SPL-2
mV 5 lm Detector A 223nm mV 5,1 Detector A 223nm‘

=
w
o
B

10.189 / PA

| JLIS
T T

O 4‘% T | T = ”VWW = I” —= 7! — ‘77:: O 7% *‘7‘}L— E\ T l = T = T WI = 7T7 o W( - "”'T’tvwr
0 25 50 0 25 50
min min

<< Detector A >>
ID#1 Compound Name: PARACETAMOL

Wﬁ  Title Sample ID 'lmR.Timg ~ Area | T. Plate lT FactoH
3 |RS-SPL-15.lcd | PARACETAMOL-RS-HWL-STD-01 10.19 | 76700 14953 7‘ 1.06 |
3 |RS-SPL-16.lcd | PARACETAMOL-RS-HWL-STD-02 10.19 | 77019 14862 | 1.06
3 |RS-SPL-17.lcd | PARACETAMOL-RS-HWL-STD-03 10.19 77227 14997 | 1.06
3 |RS-SPL-18.lcd | PARACETAMOL-RS-HWL-STD-04 10.19 77160 15052 | 1.06
3 |RS-SPL-19.lcd | PARACETAMOL-RS-HWL-STD-05 10.19 76997 15005 | 1.06 |
3 |RS-SPL-20.lcd | PARACETAMOL-RS-HWL-STD-06 10.19 | 76839 15017 | 1.06 |
Average - , 10.19 76990 14981 | 1.06 '\A
%RSD 0.026 0.255 | 0.444 | 0,119 \\ o

0 -~ 0,119
i B R
Analysg% By ec egl/%y

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-15.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS
: BLANK-HWL-RS

: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-21.lcd
: GRIPEX-SACH-HWL-RS.lcm
: 18{)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
;10 uL

1 1/19/2024 2:37:09 PM

1 1/22/2024 12:46:24 PM

Acquired b
Processed

by

E.MEENA
C.K.SARAVANAN.

<Chromatogram>
uVv
e - o Detector A 223nm
. ;)I%
Z
%3
m\
| ;O'SO )
5000 QISB.O' >Z<
ZZzY <
| 23] 5
— - [+2]
22| 2
1 ©wo o
—5000 T T [ ‘V T’ (e T T 7'1"777]'7'7 { MENNN! NN B T T e
0 10 20 30 40 50
min
<Peak Table>
[DetectorA,223nm,,,,_,, I B B R .
FPeak# Name | R.Time Area Area% | T. Plate | T.Factor iResolution R.R.T |
1| BLANK_1 2.59 | 580 6.52 574 | 1.624 } -- --
2 | BLANK_2 2.98 239 2.68 3523 1,122 ‘ 1.244 --
3 |BLANK_3 4.57 376 4.22 10460| 1.110 ‘ 8.375 --
4 | BLANK_4 5.08 6334 71.22 6710 1.579 1 2.361 -
5|BLANK_5 10.17 1365 15.35 16157 | 1.076 ; 17.939 --
\
LTotali‘ 8893 | 100.00 ‘ \

@q/)\ \\(}\}

Analysed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-21.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS
: PLACEBO-HWL-RS
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-22.lcd
: GRIPEX-SACH-HWL-RS.lcm
: i8£(‘)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
10 uL

1 1/19/2024 3:37:48 PM
1 1/22/2024 1:34:26 PM

Acquired b
Processed

by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
100005 = "a o - 2 Detector A 223nm
) (@) = 1 10 \ | |
| sl 19,0 m © Q ;
NG cn B 5] < =5 ﬁ i
"Nlm ‘—I 520'\': e g 8|
1Q 2 ofd o o
| D @mom @ M |
500010 o 4gy u 3 l
e 3 33 . S |
G2 s 8% = f = |
1 &= & g« § \ © i
1™ T o oo o~ J | ¥
o AP 2V Y M o -
(Ve (I e f f esme——
—5000 ] T [ T T T ‘ —u T T ] o T T T T "‘ SR B S RS, T |
0 10 20 30 40 50
min
<Peak Table>
Detector A 223nm R . .
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution| R.R.T
1| PLACEBO_1 1.70 16931 1.5 883 | 4.304 ! -- --
2 | PLACEBO_2 2.84 1565 0.14 5963 | 1.480 \ 6.058 -
3 | PLACEBO_3 3.20 2293 0.20 6830 1.362 I 2.367 -
4 | PLACEBO_4 3.58 18925 1.68 7740| 1.161 ‘} 2.365 --
5| PLACEBO_5 3.91 276 0.02 6607| 1.634 @« 1.865 --
6 | PLACEBO_6 4.14 280 0.02 8293 | 1.657 1.229 --
7 | PLACEBO_7 4.44 734 0.07 13357 1.003 1.792 --
8 | PLACEBO_8 4.70 10355 0.92 8336| 1.119 1.474 --
9 | BLANK_5 5.08 8404 0.75 3096| 1.503 | 1.317 --
10 | PLACEBO_9 5:57 57628 543 10473 1.170 1.670 -=
11 | PLACEBO_10 6.23 315 0.03 18256 | 0.806 3.308 --
12 | PLACEBO_11 | 6.77 7370 0.66 9841l 1.177 i 2.363 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-22.Icd
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'Peak# Name ” 7 TR.T’i;ne Area Irr;&;eia% Y T. Plate | T.Factor Resolutlon R.R.T
13 | PLACEBO_12 8.02 33611 2.99 14359 1.020 & 4.608 | -
" 14| PLACEBO_13 | 909 4649 0.41 13006 1.413 | 3.669 | --
15 BLANK_6 - 1o.i9§ 2456 0.22 16239 1.110 | 3.438 | --
16 PLACEBO_14 | 11.24 450ﬂ 0.40 14691 1.029 = 3.029 | --
 17|PLACEBO_15 | 13.50 2238  0.20 7”15079‘ 1139 | 5588 | -
| 18| PLACEBO_16 14.46 18355 1.63 12608 1.089 | 2001 | — |
19| PLACEBO_17 B 15.,57 1950  0.17| 20866 1.210 & 2.360 | -
20 | PLACEBO_18 17.75|  2263| 0.20 127531 0.956 | 4.104 | --
21| PLACEBO_19 29.55 912664 81.20| 18042 1.127 | 15.642 | -
| 22 PLACEBO_20 | 3818 16177, 144 11204 1272 | 7.434 -
Total | 1123945 100.00 ] |

@™

Analysed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-22.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

. 1-5
;10 uL

: ROBUSTNESS-RS
: GRIPEX-1228-HWL-RS-SPL
1 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-23.lcd
: GRIPEX-SACH-HWL-RS.lcm
: 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Ich

1 1/19/2024 4:38:38 PM
1 1/22/2024 1:33:34 PM

Acquired b
Processed

by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
10000 | gy e w13 o []gl * Detector A 223nm|
| r| 2 8 E 2 ‘ ’ICI)!
> Wiy oo f
4 O b wn e} b
TIGE <Teo T '
|sEiaae 2ofn 20 o
5000 & EREES <HES WY G
10 ] %Fe\ D.CQ\’I o
0 £ N~ SN =y
© B HhFEO Ny o~
SRR R s
- ¢ el = ﬁ ~ [
o VAT N S L v - -
—5000 T T T T ’ T T T | { T T N ’TW*”T’ R M | T o I T T [ **‘i
0 10 20 30 40 50
min
<Peak Table>
Detector A 223nm - — S B R
Peak# Name R.Time | Area | Area% | T. Plate | T.Factor | Resolution | R.R.T
i S .l R (W8 OO iisbitois bl b ol
1| PLACEBO_1 1.70 | 18394 0:11 950| 5.018 - -
2 | BLANK_ 1 2.6Qf 4947 0.03 4991 | 1.059 5.285 -
3| PLACEBO_2 2.84 | 2480 0.01 8572 1.206 1.136 --
4 | ASCORBIC ACID 3.16} 181938 1.08 6653 1.182 2.285 --
5| PLACEBO_4 3.581 7098 0.04 7531| 1.286 2.613 --
6 | CHLORPHENIRAMINE MALEATE 3.88§ 213498 1.26 8857 | 1.197 1.868 -
7 | PHENYLEPHRINE HCL 4.57% 126738 0.75 8458 | 1.411 3.755 -
8| BLANK_5 5.08 | 11878 0.07 5246 | 1.526 J‘ 2.131 --
9| PLACEBO_9 5.56 67120 0.40 10734 | 1.121 | 1.954 -
10 | PLACEBO_10 6.22 1724 0.01 8003| 1.539 2.674 — |
11 | PLACEBO_11 6.76 9815 0.06 8923 | 1.107 1.910 --
12 | PLACEBO_12 8.0211 360471 0.21 13962 | 0.980 | 4.508 e

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-23.Icd
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Peak# Name VR.Time:  Area ‘ Area% T Plate T.Factor Resolution| R.R.T

13 PLACEBO_13  9.09 3851 0.02 13076 1.163  3.650 | -

| 14 PARACETAMOL | 1017 15330634 90.65 14449 1.090 3275 -

15 PLACEBO_14 1124) 5409 003 15782 1.026  3.070 | -

16 PLACEBO_15 1351 1921 001 15436 1.092 5739 | -~
 17plackBote 1443 28919 017 12628 1079 1927 | -
18/PLACEBO_IS | 1772 2043|001 15163 0.959 6.054 | -

| _19|PLACEBO19 | 2954 856646 507 17739] 1.097 I 16-154* -
_Total @/(}\O\\QLL ,,,,,, | 16911099 100.00, | | W

(),

Analysed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-23.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS

: PARACETAMOL-RS-HWL-STD-BKT
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-24.Icd
: GRIPEX-SACH-HWL-RS_P.Icm

: i8§)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

: 10 uL

: 1/19/2024 5:39:08 PM
1 1/22/2024 12:42:34 PM

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uv
10000

0

-5000-

<Peak Table>

Detector A 223nm
1Peak#
i

Name
PARACETAMOL

Detector A 223nm

10.186 / PARACETAMOL |

50

Resolution

Bl

i Area%

76849 100.00

T. Plate ; T.Factor
15012| 1.058 |

R.Time | Area

10.19

} Total

@?/2‘0\\’}\%

Analysed By

76849 | 100.00

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-24.Icd
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¥ /
Gi

GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS
: BLANK-LFL-RS

: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-25.lcd
: GRIPEX-SACH-LFL-RS.lcm
: 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.|cb

:1-1
;10 uL

1 1/19/2024 6:39:52 PM
1 1/22/2024 10:19:32 AM

Acquired b
Processed

by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
100007 Detector A 220nm
MI¢ISZC
%3
a5
288 o
5000 ;I o X
] Z®O
Sz .
1 @@ |/ =
1 23 5
B8 || o
0 A._,s;gzgm_w,\,&«:,m_m I B I
T i -
-5000——————— I - y =]
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm ——— N e SO —
Peak# Name R.Time | Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1 |BLANK_ 1 2.87 749 4.80 892 | 1.646 -- --
2 | BLANK_2 331 300 1.92 3274 1.060 1.427 --
3 | BLANK_3 4.62 359 2.30 4842 | 1.402 5.289 --
4 | BLANK_4 5.07 650 4.17 9800, 1.156 1.906 --
5| BLANK_5 5.63 12114 77.67 6876| 1.663 2.348 --
6 | BLANK_6 11.30 1425 9.14| 16380| 1.099 18.141 --
Total 15593 | 100.00

@}(/)\0\\73}

Analysed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-25.lcd
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : RESOLUTION SOLUTION-LFL
Data Filename 1 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-26.Icd
Method Filename  : GRIPEX-SACH-LFL-RS.lcm
Batlch Filename - 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # : 1-2
Injection Volume  : 10 uL
Date Acquired : 1/19/2024 7:40:31 PM Acquired bé : E.MEENA
Date Processed 1 1/22/2024 10:21:40 AM Processed by : C.K.SARAVANAN.
<Chromatogram>
uv
1000000 - o) - - Detector A 220nm
— = 2
E L [ |
- L |
_ = Q
750000 w
: z0 &
oz .
= 2
500000 %% =
) o
1 wo?'z
& <I|_u
250000 o
] 32
L ——— =
& T T | E—— T I T T T T I T I T T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm : R e
Peak# Name [ R.Time ‘ Area Area% | T. Plate | T.Factor Resolutionw R.R.T |
1 | ASCORBIC ACID 3.50 481137 3.28 6705| 1.255 | -- --
2 | CHLORPHENIRAMINE MALEATE 4.31 336474 2.29 9493 | 1.212 4.659 --
3 | PHENYLEPHRINE HCL 5.07 159751 1.09 9721| 1.165 = 3.969 -
4 | PARACETAMOL 11.28| 13693575 93.34| 15387| 1.108 21.818 -
Total “ 14670937 | 100.00

)
ALl
(B0 W

Analyséd By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-26.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS
: PARACETAMOL-RS-LFL-STD-01

: GRIPEX-SACH-LFL-RS_P.lcm

:1-3

10 uL

: 1/19/2024 8:41:12 PM
1 1/22/2024 1:39:15 PM

: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-27.lcd
: 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

: E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>
2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-2
mV [ o~ Detector A 220nm
| &
1 N
t' Nk | ¥r—w]— = %"ﬁﬁ——"”fi‘¥:1
0 25 50
min

2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-2
mvV 5~} o Detector A 220nm

2024 GRIPEX SACHET—MV ROBUSTNESS-RS-SPL-3

.2024 GRIPEX SACﬂET MV-ROBUSTNESS-RS-SPL-2

mv 5- lg Detector A 220nm1‘
1 i ‘
0 —lt;!—"fi;-%u:j—— B R e
0 25 50
min

2024 GRIPEX SACHET-MV ROBUSTNESS-RS-SPL-3
mV 5 ~ Detector A 220nm

| '

0~L’:M

min

2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-3

mV 54 o Detector A 220nm  mV 5 o Detector A 220nm|
! 13 ] |3
0 25 50 0 25 50
min min
<< Detector A >>
ID#1 Compound Name PARACETAMOL
Vial# Title Sample ID R.Time Area | T. Plate fﬁéctoﬁ
3 |RS-SPL-27.lcd | PARACETAMOL-RS-LFL-STD-01 11.30 74944 15671 | 1.06 i
3 |RS-SPL-28.lcd | PARACETAMOL-RS-LFL-STD-02 11.29 76297 15677 | 1.05
3 |RS-SPL-29.lcd | PARACETAMOL-RS-LFL-STD-03 11.30 75036 15605 | 1.06 |
. 3 |RS-SPL-30.Icd PARACETAMOL-RS-LFL-STD-04 11.30 74954 15590 | 1.05
3 |RS-SPL-31.lcd | PARACETAMOL-RS-LFL-STD-05 11.29 75527 15574 | 1.06
3 |RS-SPL-32.Icd | PARACETAMOL-RS-LFL-STD-06 11.29 74975 15554 | 1.05
~ Average | - 11.30 75289 | 15612 | 1.06
%R - 0.025 0719 | 0.326 \0.199 \"]
S
@0 v
Analysed By Ch e& y

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-27.Icd
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’Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS

Sample ID : BLANK-LFL-RS

Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-33.lcd

Method Filename  : GRIPEX-SACH-LFL-RS.Icm

Batlch Filename : 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

Vial # 1 1-1

Injection Volume  : 10 uL

Date Acquired 1 1/20/2024 2:45:12 AM Acquired bg : E.MEENA

Date Processed 1 1/22/2024 10:22:52 AM Processed by : C.K.SARAVANAN.

<Chromatogram>
uv

R e
1

Detector A 220nm

K_4

K_5

5000

K_2
LANK 3 5 628 / BLAN

.314 / BLAN
87 /| BLAN

(o)
5068 / B
f(_’
1.2

2.863 / BLANK_1

\
i

—Soooj g L B T T L A B T T T T RS | S T T T T i T T T {

0 10 20 30 40 50
min
<Peak Table>
tector A 220nm S Y S : )
Peak# Name R.Time 4 Area I Area®% \ T. Plate | T.Factor \ Resolution | R.R.T
1| BLANK_1 2.86 | 375| 2.52| 2226| 1.441 | - -
2 | BLANK_2 3.31 366 2.46 2747| 1.016 \ 1.817 --
3| BLANK_3 5.07 474 3.18| 11080 1.068 | 7.877 ==
4| BLANK_4 5.63 12365 82.99] 6869 1.610 | 2.412 =
B s s ,",,, = 1
5| BLANK_5 11.29 1319 8.85 15924 1.063 5 17.982 s
Total 14899 | 100.00 | |

@\ e

Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-33.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysisﬂ Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS
: PLACEBO-LFL-RS
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-34.Icd
: GRIPEX-SACH-LFL-RS.lcm

: %8012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

1 1-4

10 uL

: 1/20/2024 9:09:19 AM
1 1/22/2024 1:46:03 PM

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uV
10000 | _ -
i 8‘ = T glﬁl l—hl
o _BLBhe8 &8 |
"qulgw d § e Q ]
o o ! |
onf L oRe Q ' Q
M wied ~ m 8 \ m
o s ﬂ'é ! g )
s$% NohEese oo 5 | .
53‘?6‘ - SRS / 9 || )
BTN EEE e S ST o B §
0 ‘1> lilkz Lo Ilymg_ﬂ_ﬂ, . ;,,,,#,,”\JW R#.’.TLLL‘ e

R S SN RSN S

-5000

Detector A 220nml

"”'777 L ri“ T T T T "—‘"_I’ T T T i S Filea T I T T T ! T T i —
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm e S -
1Peak#_ Name TR.TinE Area | Area% | T. Plate | T.Factor ] Resolution R.R.Tj\
—_—r 1 1 .1 . | | - — 1 |
1| PLACEBO_1 | 1.89 21022 133 o8 5111 | - -
[I———— S—— e ,,,_,A,,%,m ]
2 PLACEBO_2 3.02 222 0.01| 12379 0.782 l 6.289 - 4‘
e e B ciisutind Bt iioft Wik =i it
1} 3TPLACEBO_3 3.15 2392 ‘ 0.15] 6809 | 1.553 0.973 * -
- — - — 4 — ,Z,,,,,,,74_i — — —_—
| 4 PLACEBO_4 3.54| 2801|  0.18| 7656/ 1.099 | 2.505 | - |
L 5| PLACEBO_5 3.96 31283 1.98 7555\ 0.829 | 2.421 -- J
,,,,, — kot S -
| 6|PLACEBO_6 4.32 509 0.03, 6057 1.752 | 1.812 -
7 | PLACEBO_7 4.57 230 0.01| 9438| 1.812 1.197 - |
- e ——— 17 |
8 LPLACEBO_S 4.90 977 0.06| 13635 1.003 1.841 - |
ot iunlsomnivsios—— =S Skt St .
9| PLACEBO_9 5.20 14373 0.91) 8701, 1.109 1.539 -
B bl ot~ o8 LT
| 10 | PLACEBO_10 5.60 15343 0'97L 5210| 1.567 1.527 -- E
11| PLACEBO_11 6.14 804821 5.10Jr 11059 | 1.144 1.990 - 4‘
12 | PLACEBO_12 6.87 165411 0.10| 4043l 1.439 2.182 |

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-34.lcc
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iPeak#i ~ Name \RTlme Area | Area% ’T Plate TFactor Resolutlon‘ RR.T |
| 13 PLACEBO_13 | 747 9976 0.63 170@ 1.195 1.6@7) -
14 PLACEBO_14 8.83 33190  2.10| 14730 1.011  4.651 | --
15| PLACEBO_15 914 321 0.02| 36546 1.688  1.288 | -
16 | PLACEBO_16 10.01 6022| 0.38| 13734| 1435 | 3272 | -
17 PLACEBO_17 | 1121 2289 0.5 16970 1.137  3.506 | --
18| PLACEBO_18 | 12.37| 4364]  0.28| 14748 1.037  3.071 | -- |
19 PLACEBO_19 | 14.85 3580  0.23| 14149| 1.106 = 5473 | - |
 J0/pAcEBO20 | 152 23239 147| 13269 1.054 2031 | —
21 PLACEBO_21 | 1662 399  003| 34515 1.105  1.538 | -
. 22|PLACEBO_22 | 17.09 153 0.0 25169| 1.194 1213 | -
23| PLACEBO_23 19.52 2631 0.47| 13703 1.098  4.424 | -
| 24|PLACEBO_24 | 3244 1294906\ 82.12| 17951| 1.105 = 15.798 | --
| 25 PLACEBO_25 | 4203 22931 145 8492| 1265 6865 | -
CTotal o | 1576760\ 100.00 ) | |

!
Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-34.Icd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : GRIPEX-1228-LFL-RS-SPL
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-35.lcd
Method Filename : GRIPEX-SACH-LFL-RS.Icm
Batlch Filename : 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # : 1-5
Injection Volume  : 10 uL
Date Acquired 1 1/20/2024 10:09:46 AM Acquired bg : E.MEENA
Date Processed 1 1/22/2024 2:49:09 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
20000 g e g S *W{””'” B Detector A 220nm
[ F A = e
&) - | = o m
= Z|8 (BNT] N LLI
R g |§ ©oelfe ol o)
10 o T S o i@ =
Dom@HE QORTR Qu o
10000-& 8"”% gl é%&g B2 S
méim 55333 s .
Bohgpu =g &
poggllf gogty 5 |
SalgnE o & 3 |
Sl Wiy T e ]
oﬁpﬁﬂ,’.&u | ..,\0\1 / Wal‘I-‘i P ‘I_,A_m\i.f, — S S
I ~
i ®
| s
—10000_*'—‘7"V7""T T "’['7'71 L L ) N : T T T ‘ T T T - y T T T { T T T
0 10 20 30 40 50
min
<Peak Table>
{Detect rA220nm o S e N
Peak# Name R.Time Area Area% | T. Plate | T.Factor Resolution | R.R.T
1| PLACEBO_1 1.89 18645 O.11Jr 1013, 4.105 - --
2 | PLACEBO_2 2.98 7529 0.04 | 5070| 1.092 5.407 -
3| PLACEBO_3 3.15 4180 0.021 8625 1.206 1.145 --
4 | ASCORBIC ACID 3.50 159097 0.93'; 7126 1.178 2.334 --
5| PLACEBO_4 3.82 327 0.00 31067 | 1.144 2.530 --
6 | PLACEBO_5 3.97 9539 0.06 8452 | 1.270 1.120 --
7 | CHLORPHENIRAMINE MALEATE, 4.31 302769 1.77 9536| 1.204 1.965 --
8 | PHENYLEPHRINE HCL 5.07 180338 1.05 9137 | 1.430 3.883 --
9 | PLACEBO_10 5.63 21272 0.12 5773 1.533 2.235 --
10 | PLACEBO_11 6.17 94320 0.55| 11379| 1.123 2.037 --
11 | PLACEBO_13 7.50 13318 0.08 9293| 1.128 4.886 --
i 12 | PLACEBO_14 8.90 35240 0.21 14574| 0.973 4.621 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-35.Icd



3Peak#b Name
13 PLACEBO_16

14 PARACETAMOL

15 PLACEBO_18
16 PLACEBO_19

I
[

18  PLACEBO_24
Total

Sl

B!

Analysed By

| 17 PLACEBO_20

R.Time Area
©10.09 5061

11.28| 14998919
12.47 5003
15.00, 3351
16.01| 38445
32.79| 1216031

| 17113383

0.03 14073 1.116
87.64 15146 1.093 |
0.03 16591 1.024
0.02 14258| 1.135
0.22]| 13152| 1.074
7141 17997 1.100
100.00| L

Page2/2

Area% T.Plate  T.Factor Resolution R.R.T

3.740 | -
3,390 | =
3157 | =
5671 | --
1.918

Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-35.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis’Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS

: PARACETAMOL-RS-LFL-STD-BKT
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-36.lcd
: GRIPEX-SACH-LFL-RS_P.lcm

: %8;)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

: 10 uL

: 1/20/2024 11:10:43 AM
1 1/22/2024 1:39:19 PM

: E.MEENA

Acquired b{)
y : C.K.SARAVANAN.

Processed

<Chromatogram>

uVv
10000 |-

-5000———

0

<Peak Table>

Detector A 220nm

Peak#

\

Detector A 220nm

1
|
|
l

11.197 / PARACETAMOL

1| PARACETAMOL

T T T T T T T T T T I T T T

10 20 30 40 50
min

Name | R.Time | Area

75350[ 100'00\ 15207 \

Total

L

| 11.20]
| ~ 75350| 100.00]

%\0\\(}“

Analysed By

\ Area% ‘ T. Plate T.Factoi [Iiérsbldrt’:ldnrR.R.T i
1.044 | - |

]

18

L\

ecked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-36.Ict
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

: ROBUSTNESS-RS
: BLANK-HFL-RS

: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-37.Icd
: GRIPEX-SACH-HFL-RS.lcm

: 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

1-1

10 uL

1 1/20/2024 12:11:27 PM
1 1/22/2024 2:51:47 PM

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uVv
10000, = S Detector A 220nm
,L o v
¥'T
§ Zm
S ~
- e o |
5000 ¥ < v i
T
1 mm ,’ 0
o < «©
I
o | o S
0 *Wx e e

-5000+——————————— — — 1 ]
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm S N
Peak# Name R.Time Area Area% \ T. Plate | T.Factor | Resolution | R.R.T
1| BLANK_1 2.35 787 6.07: 565| 1.481 -- --
2 | BLANK_ 2 2.71 265 2.04 2340| 1.061 1.175 -
3| BLANK_3 4.14 409 3.16| 9408 | 1.057 7:232 --
4 | BLANK_4 4.60 10414 80.30 6195| 1.571 2.260 --
5| BLANK_5 9.22 1094 8.43 14964 | 1.007 17.250 --
Total 12970 100.00
B0

Analysed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-37.lcd
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’Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : RESOLUTION SOLUTION-HFL
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-38.lcd
Method Filename : GRIPEX-SACH-HFL-RS.Ilcm
Batlch Filename : 185)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # i 1-
Injection Volume  : 10 uL
Date Acquired 1 1/20/2024 1:12:06 PM Acquired by : E.MEENA
Date Processed 1 1/22/2024 2:53:46 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
1000000"’E '-V,E;"_WA_'C")“ : o  Detector A 220nm
= =
750000 . I
L
=0 é
| =5 a
500000~ R o
% |
2500001 &
B
e
0;, ,‘MMA{L . {
e e B A B B A T - I - — ]
0 10 20 30 40 50

<Peak Table>
Detector A 220nm

,Peak# Name R.Time | Area Area% | T. Plate | T.Factor | Resolution RRT
1 | ASCORBIC ACID 2.87 317570 2.6671 5725| 1.256 -- --
2 | CHLORPHENIRAMINE MALEATE 3.53 274644 2.30’1 7985 | 1.217 4.263 -
3 | PHENYLEPHRINE HCL 4.15 130272 1.09‘ 8346 | 1.162 3.634 --
4 | PARACETAMOL 9.20| 11223193 93.95] 13566 | 1.088 20.331 --
Total 1 11945678 100.00 | 1‘
@7@0\\?\}
Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-38.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: ROBUSTNESS-RS

: PARACETAMOL-RS-HFL-STD-01

1 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-39.lcd
1 GRIPEX-SACH-HFL-RS.Icm

1 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

Vial # : 1-3
Injection Volume : 10 uL
Date Acquired 1 1/20/2024 2:12:46 PM Acquired bg : E.MEENA
Date Processed 1 1/22/2024 2:55:47 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
.2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-3  .2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-4
mV 5- lgj Detector A 220nm  mV 5 < Detector A 220nmt
° ° 5
| ,!.:' B | ha |
O i VL—%Q\ {— I T T T T I T 0 ‘r |L|°\ T T T — I T “"ﬂl
0 25 50 0 25 50
min min

.2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-4 2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-4

mvV 5 = Detector A 220nm ~ mV 5 < Detector A 220nm
= : =
|
oLl g o W N
| T T T T I T T T T T T T T T T I T T I -
0 25 50 0 25 50
min min

.2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-4  .2024 GRIPEX SAC_;ET—MV-ROBUSTNESS-RS-SPL—4

mvV 5 < Detector A 220nm|  mV 51 Detector A 220nm|
1 12 =
O;fJ!‘,]/‘l!‘g e e 0 Vf ) L llt;g — e
0 25 50 0 25 50
min min
<< Detector A >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID | R.Time ~ Area | T. P'Iater iT.Facg.r‘i
3 |RS-SPL-39.lcd | PARACETAMOL-RS-HFL-STD-01 | 9.22 | 61650 13742 | 1.05
3 |RS-SPL-40.lcd | PARACETAMOL-RS-HFL-STD-02 1.9.22 | 62135 13582 1.05ﬁ_
3 |RS-SPL-41.lcd | PARACETAMOL-RS-HFL-STD-03 9.22 61860 13596 | 1.05
3 |RS-SPL-42.lcd | PARACETAMOL-RS-HFL-STD-04 | 821 61618 13610 | 1.05
~ 3 |RS-5PL-43.lcd | PARACETAMOL-RS-HFL-STD-05 1 aA 61781 13565 | 1.05
3 |RS-SPL-44.Icd | PARACETAMOL-RS-HFL-STD-06 9.21 | 61876 13479 | 1.05 Y,
~ Average 7ﬁ97271 - 61820 13595 | 1.05 \l\(sl
%RSD | 0.034 | 0.303 0.627 \\().}Sh \

@?ﬂ 0\\()")'
Analysed By

\®
i
hecked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-39.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID
Data Filename

Method Filename

Batch Filename
Vial #

: ROBUSTNESS-RS
: BLANK-HFL-RS
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-45.lcd

: GRIPEX-SACH-HFL-RS.lcm

: 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
:1-1

10 uL
1 1/20/2024 8:16:47 PM
1 1/22/2024 2:57:35 PM

Injection Volume
Date Acquired
Date Processed

: E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>
uV
1aooa ¥ _ ~ Detector A 220nm
_ v ‘
i Z
| &=
o
— o~ © 0
5000 %%v §l
| 3 S
m m 9
o N o
o] — -
-5000+— ‘ o e W | iy e a—
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm S I o .
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T |
1| BLANK_1 2.35 759 5.87 791| 1.539 -- --
2 | BALNK_2 2.71 253 1.96 2415| 1.027 1.296 --
3| BLANK_3 4.14 402 3.11 9492 | 1.170 7.305 --
4 | BLANK_4 4.60 10442 80.86 6129 | 1.542 2.258 --
5| BLANK_5 9.21 1057 8.19 14565| 1.058 17.070 --
Total 12913| 100.00

@)@\O\\(M

Analysed By

‘LOM
cke %\yw))
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GENERIC HEALTHCARE PVT. LTD.

ﬁ

Analysis Report

<Sample Information>

: ROBUSTNESS-RS
: PLACEBO-HFL-RS
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-46.lcd
: GRIPEX-SACH-HFL-RS.lcm

: %8‘(1)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

10 uL

1 1/20/2024 9:17:27 PM
1 1/22/2024 3:03:14 PM

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uVv
100001~ o B Detector A 220nm
08 8 o' pl ‘
@_&I wo @, o ; o ‘
lo2® ¢S On 2 ol Q 2
I %I o ~B 1 i {
| o J'a owo o 2
M z= ma Bom M 5
5000 W 38 Wty O 023 & 3]
1 SaldE 4w 5; w8 5 3 1
|auRd et gn @ 2 |
1289 525Y o2 3 2
193 NS T2 2 < 3
i WA AR T \y -9 ‘
0t TR —pf et e e
| \
| |
- l
-5000"'7'7" T T T T "" T T T | T T T 4_[ T T [ T s T [ "{l
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm I N S
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T |
1| PLACEBO_1 1.55 17074 1.35 858| 4.972 - -
2 | PLACEBO_2 2.59 1899 0.15 5809 | 1.443 5.950 --
3| PLACEBO_3 2.91 2537 0.20 6237 | 1.349 2.285 -=
4 | PLACEBO_5 3.55 320 0.03 6525| 1.647 3.984 --
5| PLACEBO_6 4.02 772 0.06 11312 | 0.992 2.876 - |
6 | PLACEBO_7 4.27 11420 0.90 7526 1.120 1.417 --
7 | BLANK_4 4.60 12456 0.99 4680| 1.553 1.421 --
8 | PLACEBO_8 5.05 65700 5.21 9434 | 1.156 1.870 --
9 | PLACEBO_9 5.65 1281 0.10 3860 | 1.408 2.116 --
10| PLACEBO_10 6.14 8007 0.63 9082 1.174 1.577 --
11| PLACEBO_11 7.25 26877 2.13 12967 | 1.019 4.315 --
12 | PLACEBO_12 8.23 4974 0.39 12092 | 1.352 3.547 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-46.Icd
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{F‘eak#{ Narﬁér R.Time rAreia ;Arrear% | L. Plater T.Factor | Resolution{ R.R.T
13 | BLANK_5 o L Seid| . UEEEy Ba5 wedeE) A0wE ) BORE | -
14| PLACEBO 13 10.14 | 3353 0.27 14199 1.039  2.847 -
15 PLACEBO 14 1219 2975 0.4 12830 1.209 5208 | --
16 | PLACEBO_15 ' 1313 18667 148 11647 1018  2.049 -

17 PLACEBO_16 | 14.05| 1236 0.10, 20866  1.251  2.109 | - |

18/ PLACEBO_17 | 16.10 2166 0.17| 12063 1.056
19 PLACEBO_18 2670 1059615 83.96 16453 1.113

20 PLACEBO_19 34.72 18776 149 7467 1.234

 Total D [ 1262036 100.00 |

Analysed By

AW
Bpe¥

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-46.Icd
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GENERIC HEALTHCARE PVT. LTD.

L

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

1 1-5
10 uL

: ROBUSTNESS-RS
: GRIPEX-1228-HFL-RS-SPL
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-47.lcd
1 GRIPEX-SACH-HFL-RS.lcm
: 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

1 1/20/2024 10:18:06 PM
1 1/22/2024 3:19:14 PM

Acquired b

Processed

by

: E.MEENA
: C.K.SARAVANAN.

|
|
|

<Chromatogram>
uVv
20000 T % s o S ) Detector A 220nm
| < I
-+ ( 1* li'J 51 9 ] < 8
B N—é <§(§O| ON o 8
Ruti NN 5
— @0 o Z ffj O 88 o
|y = o ~
5 Em ) 5\ d
SRl gtas e
o) rwbil -
01—+ (F ,ﬁwv—ﬁ e e
o
3
o
-10000—+ i —— T S - \ =
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm B _— -
Peak# Name R.Time Area Area% ] T. Plate | T.Factor | Resolutionl R.R.T
1| PLACEBO_1 1.55 17707 0.12 963 | 4.697 -- --
2 | BLANK_1 2.46 592 0.00 | 6099, 0.852 5.597 --
3 | PLACEBO_2 2.58 4063 0.03 6748 1.145 0.976 --
4| ASCORBIC ACID 2.87 335181 2.35| 5789 | 1.238 2.064 --
5| PLACEBO_4 3.25 7774 0.05 7137 1.222 2.477 --
6 | CHLORPHENIRAMINE MALEAT  3.53 255632 1.79 7901| 1.213 1.805 --
7 | PHENYLEPHRINE HCL 4.15 149777 1.05 7528 | 1.396 3.520 --
8| BLANK_4 4.60 15430 0.11 51124 1.553 2.034 -
9| PLACEBO_7 5.05 78069 0.55 9555| 1.141 1.918 -
10| PLACEBO_8 5.63 1184 0.01 6294 1.607 2.380 -
11| PLACEBO_9 6.14 10288 0.07 8740 1.126 1.856 --
12| PLACEBO_10 7.25 28470 0.20 12647 | 0.985 | 4.264 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-47 Icd
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Peak#  Name RTime  Area Area% | T.Plate | T.Factor Resolution R.R.T
13 PLACEBO_11 8.23 4116 0.03 12494  1.081  3.557 | -
14 PARACETAMOL 920 12341108 86.39 13139 1.096  3.161 | -
15 PLACEBO_12 1014 4316 0.03 15323 1.046  2.890 | --
16 PLACEBO_13 12.18 2522 0.02 14071 1285 5525 | --
el | s see| “om ol ten | ame |
. 18 PLACEBO_17  26.69 998106  6.99| 16441 1.112  20.626 | - |
e e a0
Analysed By heécked By
G
)
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS

: PARACETAMOL-RS-HFL-STD-BKT
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-48.lcd
: GRIPEX-SACH-HFL-RS.lcm

: 18:(3)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

:1-

: 10 uL

1 1/20/2024 11:18:46 PM
1 1/22/2024 2:55:51 PM

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uVv
1000047 - Detector A 220nm
=
= a
iy |
[8)
| z
5000 ‘& 2
B o
| N
[}
{
| |
O S U, JL ,,Tllk I TP S - e - I
"50007’ I T T T T T I T T I T T T —
0 10 20 30 40 50
min
<Peak Table>
Pgte.ct?rAJZI)nm e : S—
Peak#" Name \ R.Time { Area LArea% T. Plate | T.Factor | Resolution | R.R.T |
1iPARACETAMOL 1 9.21{ 62434‘ 100.00 13378\] 1.047 ‘ -- --
I I (R

o Total

@5\ 0\\()0(

Analysed By

T

: | 62434 100.00

Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-48.Icd
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ﬂé GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : BLANK-LTM-RS
Data Filename . 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-49.lcd
Method Filename : GRIPEX-SACH-LTM-RS.Icm
Ba‘clcl';‘;e Filename - 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Via P =1
Injection Volume  : 10 uL
Date Acquired 1 1/21/2024 12:27:01 AM Acquired bg : E.MEENA
Date Processed :1/22/2024 3:21:00 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000 T—— B - "~ Detector A 220nm
1 v%‘
] L
| Z
3%
- Ne (52 (.DI
5000 N 5 X
| 2% 2
1 mm \ E
| 53 2
0 [}
1 Lo =]
o =
NI 1 T —
—5000‘**" B | L T ]‘ . T T T T T T I T T Tk ‘ T T T 7r” DI IONEEENS® (NS HENRSRAN: NENY |
10 20 30 40 50
min
<Peak Table>
etector A 220nm — :
Peak# Name R.Time | Area Area% | T. Plate ‘ T.Factor \1 Resoluhon\ R.R. T
1|BLANK_1 2.59 921 6.8 1152| 1.674 | - 1 - *
\ 2 | BLANK_2 2. 99‘ 345 2.31 2170 1. 104 ' 1.427 || -- ]
T 3| BLANK_3 3. 98]1 252 1.69 4990| 1.470 ] 4422 | -
l 4 | BLANK_4 4, 69“ 418 2.80 5764 | 1.011 l 3. 013 k --
r 5| BLANK_5 5 14\ 11557 77.52 5911' 1.563 \ 1.724 | -
T 6 | BLANK_6 10. 92\ 1415 9.49| 12322 1.106 | 17 513 -
| e o
| Total | 14907 100.00 | T
/ 0\\')“(
Analysed By ecked

D\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-49.lcd
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G' GENERIC HEALTHCARE PVT. LTD.

Analysis' Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : RESOLUTION SOLUTION-LTM
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-50.lcd
Method Filename  : GRIPEX-SACH-LTM-RS.lcm
Batlch Filename : 18212024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # 4 )
Injection Volume  : 10 uL
Date Acquired 1 1/21/2024 1:27:41 AM Acquired by : E.MEENA
Date Processed 1 1/22/2024 3:24:46 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
w 5 o Detector A 220nm
E = 1
. B |
750000 2 & 1
3 < -
L
| s} < |
| = < |
500000 gﬁ 3 l
! o |
o - |
] i
: Qo> |
oz ‘.
250000 o 1
| =k !
8% |
I
ol |Mf b i B |
. T T T '17]" S RS A | T """I' T L SN | T ‘ T T T T ‘ T T T ‘ ; | SO
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm : . . . ) I
|Peak# Name R.Time Area ‘ Area% | T. Plate | T.Factor ‘- Resolution | R.R.T j
L 1| ASCORBIC ACID 3.20"{ 297951 2.27 6133| 1.251 -- -- 4
| 2 | CHLORPHENIRAMINE MALEAT 4.02}} 300333 2.29 8688 | 1.201 4.844 = |
3| PHENYLEPHRINE HCL 4.74 | 142244 1.08 8832| 1.144 3.884 -
j 4 | PARACETAMOL 10.99 12390011 94.36| 13732 1.111 21.659 -- W
| Total 13130540 100.00 | L |

eckb?/

Analysed By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-50.Icd
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.
I@m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : PARACETAMOL-RS-LTM-STD-01
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-51.lcd

Method Filename : GRIPEX-SACH-LTM-RS_P.lcm

Batch Filename : 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

Vial # 1 1-3
Injection Volume : 10 uL
Date Acquired 1 1/21/2024 2:28:21 AM

Date Processed 1 1/22/2024 4:40:02 PM

Acquired bg : E.MEENA
Processed by : C.K.SARAVANAN.

<Chromatogram>
2024 GRIPEX SACHET-MV ROBUSTNESS-RS-SPL-5

mV ST & Detector A 220nm
Ok w
O |
1 = |
O L:‘*' :—TJ‘ ;ﬁ*f[i"::];f: == = ""7:F:;:!

0 25 50
min

2024 GRIPEX SACHET-MV-ROBUSTNESS-RS- SPL—5

mvV S Detector A 220nm
A 2
| = e
= o S S
O%‘{ AAV‘\'[ .-—l_'_l—._‘r'l—;ﬁ — N SR hi'l_v;]’:i
0 25 50

2024 GP\gPEX SACHET—MV ROBUSTNESS-RS-SPL-5

2024 GP\gPEX SACHET-MV ROBUSTNESS-RS-SPL-5

mvV \g Detector A 220nm“
- o
=
| =
0 l’ 71;%lh:1;;f"*ﬁ’ == T — T 11
0 25 50

min

2024 GR.I)PEX SACHET—MV—ROBUSTN ESS-RS-SPL-5

mV Detector A 220nm

11.009 /P

o
I
|

2024 GR:IlPEX SACHET-MV ROBUSTNESS-RS-SPL-5

mV lg Detector A 220nm1 mV g Detector A 220nm
i E J B
4* 1 \‘:, e 0- JI%“ .,":fx e
0 25 50 0 25 50
min min
<< Detector A >>
ID#1 Compound Name: PARACETAMOL
R/lal#  Title T - Sample m \R.TimeiL? Area

|7§W,Rs ~SPL-51.lcd | PARACETAMOL-RS-LTM-STD-01

T. Plate \T Factiﬁrﬂ
117._%“7\#_771675 13973 | 1.06 |

‘1
11.01 | 67992 w 14015 | 1.06 ‘\

| 3 |RS-SPL-52.Icd | PARACETAMOL-RS-LTM-STD-02 |
3 |RS-SPL-53.Icd | PARACETAMOL-RS-LTM-STD-03 11.01 | 68689 | 13940 | 1.06
'—3/ RS-SPL-54.Icd | PARACETAMOL-RS-LTM-STD-04 | 11.01 | 68244 \ 13041 | 1.06 |
3 |RS-SPL-55.lcd | PARACETAMOL-RS-LTM-STD-05 11.01 i 68237 | 13889  1.06
RS-SPL-56.Icd PARACETAMOL—R§—VLTM—STD-O6 11.01 | 68200 | 13866 | 1.06
| Average B 1101 | 68839 | 13932”\“1.06
t \IARSD - 0.020 | 2.045 | 0390 |D.156
Analysed By Checked By

o Al

D\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-51.lcc
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,G" GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS

Sample ID : BLANK-LTM-RS

Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-57.1cd
Method Filename : GRIPEX-SACH-LTM-RS.lcm

Batlcl;; Filename H 18?12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Via o

Injection Volume  : 10 uL

Date Acquired 1 1/21/2024 8:32:20 AM Acquired bg : E.MEENA
Date Processed 1 1/22/2024 3:28:50 PM Processed by

: C.K.SARAVANAN.

<Chromatogram>
uVv

4/ BLANK_5|

\

10000~
1
|

5000~

BLANK_4
5
K_6

d

|
fﬂ 011/ BLAN
|
|
|
|
\

SLANG

_.,2.590 / BLANK_1
989/ BLAN

‘k__

Detector A 220nm|

—5000’ SN B | i} "r —1 1 r 1 I F =T ’—"/"ﬁﬁ"vi'"fi’_I—‘—W—'_-_"——lf'i'T'f" T Ll T T
0 10 20 30 40 50
min
<Peak Table>
tector A 220nm B R
Peak# Name T. Plate | T.Factor | Resolution | R.R.T }‘
il = S DOl Wt S i kbbbl
1| BLANK_1 560| 1.665 ]
2 | BLANK_2 2340 1.102 1.163 J -- 1\
3 | BLANK_3 5229| 1.324 4.366 | -- \
\k 4 | BLANK_4 4316 0.895* 2.827 J - J
5| BLANK_5 5792| 1.615 1.500 --
i B T e O WO *"]1
6 | BLANK_6 18.363 -
Total j

Analys% By C

e

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\1 8012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-57..Ict
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : PLACEBO-LTM-RS
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-58.Icd
Method Filename  : GRIPEX-SACH-LTM-RS.lcm
Batlcr#} Filename : 18212024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Via { =
Injection Volume : 10 uL
Date Acquired 1 1/21/2024 9:32:59 AM Acquired by : E.MEENA
Date Processed 1 1/22/2024 3:38:50 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000 E T I3 Detector A 220nm
i \ |
9? 8 8 ®|8 8 8 8 ]i b |
OB ES o 88 \ |
' 258 D953 | !
10 o§ |
i PERET 280 Y £
50004 b X I NUJU*SS
B 5 <t (&] o
,5 Lo g © S %‘—. 0. A
& %i T ENE S
o R 7 53] 2
e 83|« |
T S ! |
o-—P Y «%&M@%« .
—5000 N T T T T "["’717"V" I 7777| "Y””|7'7’77"7”""”ﬁ"""! "T"’*‘*'**Y'*"'f'f'lf’ [ I T ‘1'*“7’7—"'}
0 10 20 30 40 50
min
<Peak Table>
etector A 220nm . S — : S S B
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1| PLACEBO_1 1.71 16878 1.21 878 5.114 -- --
2 | PLACEBO_2 2.74 217 0.02 11563 | 0.873 6.190 --
3 | PLACEBO_3 2.86 2248 0.16 5636| 1.716 0,975 | =
4 | PLACEBO_4 3.24 3973 0.29 4916 | 1.279 2.250 =
5| PLACEBO_5 3.55 1267 0.09 12055| 0.855 1.988 --
6 | PLACEBO_6 3.72 24593 1.77 7432 1.205 1.097 --
7 | BLANK_3 4.06 614 0.04 4292 | 1.324 1.628 --
8| PLACEBO_7 4.52 1278 0.09 9898 | 1.170 2.122 --
9 | PLACEBO_8 4.74 681 0.05 13215| 1.068 1.319 -
10| BLANK_5 5.06 24480 1.76 3151 | 1.569 1.216 --
11| PLACEBO_9 5.70 1585 0.11 12625| 0.795 2.273 --
12 | PLACEBO_10 5.96 68831 4.94 10631 1.129 1.196 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-58.Icd



\Peak# ‘ rrlr\iame ) R.Time'
13| PLACEBO_11 7.10
14| PLACEBO_12 | 7.52]

' 15 PLACEBO_ 13 839

16 PLACEBO_14  9.83

| 17ELBLANK7_64i Y 02‘ R

” 18;PLACEBéhI§4ﬂ‘*4'4ﬁH" 1164
19 PLACEBO16 | 1287

{‘4291PLACEBO 17 1410

| 21 PLACEBO_18 1564

B 722-;PLACEB(V) 9 1610

i 23| PLACEBO_20 - B 17.19]-l

l1 24\PLACEBO a 33.08|

|

Total | i

Analysed By

e

7 Area
2206
6149
33058

19670 ‘
1167775

1393273

Area%
0.16
0.44
2. 37T
0.33
0. 22|
0. 35‘

11016| 1.027
10243 1.065
12399 | 1.183

137681
10588

11914

1.154

1.068

1.308

007l

021;

003"7'
4,,

141\
8382‘

100 00‘

|
e
| |

4.536
1.471
2.902
4.531
3.105

1.464

|
—

Page 2/2

B il T T |
T. Plate | T.Factor A Resolution R.R.T

D-\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-58.c
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : GRIPEX-1228-LTM-RS-SPL
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-59.lcd
Method Filename  : GRIPEX-SACH-LTM-RS.lcm
Batlch Filename : 185012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # o 1=
Injection Volume  : 10 uL
Date Acquired 1 1/21/2024 10:33:38 AM Acquired by : E.MEENA
Date Processed 1 1/22/2024 4:36:59 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
200007 g o 5 ~ Detector A 220nm
< o o r
1 9 i S i
- o ™~ I )
ok S5 o g
Q am O o @ w o |
1oooo—m% r s @ 2 1&
Q ‘ © O %
19 @ g a g
J@ foe 0 g =
~ { ~ o
ks g8 = \
ol Yl < 7 k\\¢
0.~ ¥ F\L,,,T\Ai = T‘A o I
-‘100004 T T ‘ T T ‘ T T l T T R T '71" T T T T ‘ 7 I ‘SN TEENNEEEND Ea—
0 10 20 30 40 50
min
<Peak Table>
etector A 220nm_ S - : ey
3Peak# Name R.Time Area | Area% | T. Plate | T.Factor ] Resolution] R.R.T
\ 1| PLACEBO_1 1.71 15778 0.10 992 | 4.167 i -- --
— — —— -
l 2| PLACEBO_2 2.70 2433 | 0.02 4770| 1.004 ; 5.329 --
1 3| PLACEBO_3 2.86 4771‘ 0.03 6792| 1.591 = 1.082 -
1 4 | ASCORBIC ACID 3.20 288845 1.85 6121| 1.257 2.280 --
' 5| PLACEBO_5 3.55 787 0.01 13640| 0.997 2.431 -
6 | PLACEBO_6 3.72 9238 0.06 8289 | 1.120 1.161 --
7 | CHLORPHENIRAMINE MALEATE 4.02 277360 1.78 8645| 1.207 1.788 -
8 | PLACEBO_7 4.52 1071 0.01 16114| 0.916 3.160 --
9 | PHENYLEPHRINE HCL 4.74 142569 0.91 8866 | 1.127 1.329 --
10| BLANK_5 5.11 23188 0.15 3629 | 1.221 1.349 --
11| PLACEBO_9 5.70 1578 0.01 11342| 0.794 2.127 --
} = - -~ - |
[ 12 | PLACEBO_10 5.96 83114 0.53| 10526| 1.127 1.200 --

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-59.Icd
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Peak#}i ~ Name - " R.Time Area Aféa% T. Plate T.Factor | Resolutlon R.R.T

| 13| PLACEBO_11 | 36777;;:;”9.79% 12168 1.038 4661 | -

| 14| PLACEBO_12 | 253 6450 004 10292 1065  1.487 | -

r?‘rPLACEBO 13 7 839i 35036 022\ 12132 1.118 = 2.892 | --

. 16| PLACEBO_14 983 387 002 14616 1.084 | as71 | -

| 17 PARACETAMOL - 10. 991 13592867 87. oog 13513§ 1.117 jw}{.zﬁéé 1 -
PLACEBO_17 14 10} 2065 0. 01_ 17617| 1.262 7740 | -
 PLACEBO_20 17.20] 33719 0.22 12481‘ 1.100 * 5060 | - |
gpmgggofgy!;:i' 7¢ 33. 091 1094587‘\» 7.01‘1 ”"16485 1.161 Tis}agz N

~Total - \ 15623390 100.00 | B

Analysed By

@5\0\\‘}\){

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-59.lct
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Inform

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

ation>

: ROBUSTNESS-RS

: PARACETAMOL-RS-LTM-STD-BKT
1 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-60.Icd

1 GRIPEX-SACH-LTM-RS_P.lcm

: 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

v 1-3

10 uL

1 1/21/2024 11:34:18 AM
1 1/22/2024 4:40:05 PM

Acquired by
Processed by

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
10000“’_'"' - g’ - ~ Detector A 220nm
£
L
(&)
v
5000~ o
- <
8
| 1
|
01— v\,,N —pt | o o —
-5000 - . , e e e e e e I e
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm — — :
Peak# Name R.Time Area Area% ‘ T Plate | T.Factor Resolut|on R. RT 1
1| PARACETAMOL 11.00 69221 100.00| 13841 1.059 l }
Total 69221 100.00 § . |
/O/vd
@0t A
)
Analysed By Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-60.lcd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis ﬁeport

L
<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : BLANK-HTM-RS
Data Filename - 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS- SPL-61.lcd
Method Filename : GRIPEX-SACH-HTM-RS.lcm
Batf;} Filename : 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Via :1-1
Injection Volume  : 10 uL
Date Acquired :1/21/2024 12:38:40 PM Acquired b{) . E.MEENA
Date Processed 1 1/22/2024 4:46:58 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
10000 IV o - o Detector A 220nm
m|>zc ‘
J <3 |
e ,
e o |
5000 J' gw o \
Z ZY z
5 o / g \
Do 2 |
~ <
E 5 L g |
N
o S R —
\ |
—5000 _—t T “"4'Ti'_'—_ﬁ 1 IR ¢ 7} r"f"(ﬁ*)ﬁ"’]f""f‘"ﬁ_"ff T "71"—T"—‘7'—‘['—T‘”"T"’ T T
10 20 30 40 50
min
<Peak Table>
Detector A220nm ey
|Peak# Name 1

R.Time { Area l Area% 1 T Plat/TT FactonTResolutlon R RT
.58 808 5.5 \
- 302\4—2&\ $2560| 1.020 1347
a12| 278 7339 1,091 | 4

| 6784 | -
| 0 12071 81. 47\ 6633 1.557 | 2.291 -
* - e s -
. 5|BLANK_5 | o .55 | 1225| 8. 26‘ 14580 0.976 | 16.180 | -
_ S|BlANKS L e e 14580| 0.976 | 16.180 | - |
Total 14817 100.00| 7
il IS \ o o

/
@/\0\ pH c@\;@?\m\ W
Analysed By *hecked By

D\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\1 8012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-61.1c
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GENERIC HEALTHCARE PVT. LTD.

Analysis Repdrt

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: ROBUSTNESS-RS

: RESOLUTION SOLUTION-HTM

: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-62.Icd
: GRIPEX-SACH-HTM-RS.lcm

: 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

Vial #
Injection Volume

1 1-2
10 uL

Date Acquired 1 1/21/2024 1:39:19 PM Acquired by : E.MEENA
Date Processed 1 1/22/2024 4:49:03 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uv
T - ~ Detector A 220nm
1000000 pu g F m
<< <
| t
| E g
= w
750000 § <
o
& 8
500000 i ”
i % :
250000 <r k
G |
o
L
T T | m— V‘ B T T T [ T [ o [ T ‘ T - — T o
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm B B B v B S
!Peak# Name R.Time Area Area% 1 T. Plate | T.Factor ResolutionE R.R.TJ?
1 | ASCORBIC ACID 3.11 248137 1.90| 6020| 1.232 - 1 - {
2 | CHLORPHENIRAMINE MALEATE| 3.76 300803 2.31i 8200| 1.206 3.989 | -- |
‘ 3 | PHENYLEPHRINE HCL 4.38 142465 1.09 8426 1.156 3.506 1 -
4 | PARACETAMOL 9.34| 12345525 94.70| 13239| 1.087 19.226 | - }
Total 13036931 | 100.00 ) |

@@0\\ M

Analysed By

t
Checked By

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-62.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS

: PARACETAMOL-RS-HTM-STD-01
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-63.lcd
: GRIPEX-SACH-HTM-RS_P.Icm
5 18?(;)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
:1-

10 uL

1 1/21/2024 2:39:59 PM
1 1/22/2024 4:44:32 PM

Acquired bg
Processed by

: E.MEENA
: C.K.SARAVANAN.

2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-6

Detector A 220nm

<Chromatogram>
mvV 5 <
I
o W 4
0

min

2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-6

mV 5+ lg Detector A 220nm
= | %
O;[AJ}—-TJJIL; T ?_7‘—K—d(\l;‘ﬁ-‘j!
0 25 50
min

2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-6

mV 5+

|
0+ B S T

.2024 GRIPEX SA‘CQH ET-MV-ROBUSTNESS-RS-SPL-6

Detector A 220nm

min

2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-6

0.347 / PAI

Detector A 220nm

min

2024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-6

mV SL JE Detector A 220nm  mV 5+ < Detector A 220nm
L | >
0 7, l, 11;,—|’—“wr——‘ — 01;:“!‘ .‘%g,—“‘ — ==
0 25 50 0 25 50
min min
<< Detector A >>
ID#1 Compound Name: PARACETAMOL
!jg[# Title Sample ID' R.Time ' Area T. Plate T.FactoH
- 3 |RS-SPL-63.lcd | PARACETAMOL-RS-HTM-STD-01 9.35 68279 13463 | 1.05
3 |RS-SPL-64.Icd | PARACETAMOL-RS-HTM-STD-02 | 935 67834 13375 | 1.05 |
3 |RS-SPL-65.lcd | PARACETAMOL-RS-HTM-STD-03 9.35 67855 13369 | 1.05
| 3 |RS-SPL-66.lcd PARACETAMOL-RS-HTM-STD-04 9.35 67687 13374 | 1.05
3 |RS-SPL-67.lcd | PARACETAMOL-RS-HTM-STD-05 935 67714 13343 | 1.05
3 |RS-SPL-68.lcd | PARACETAMOL-RS-HTM-STD-06 9.35 67684 13326 | 1.05 |
L Average 9.35 | 67842 13375 1.05 5\})
%RSD 0.028 0.334 0.354 | Q.115 \‘\,
- ‘\Q\
Analysed By Checked

@q/}\o\\?“

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-63.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS
: BLANK-HTM-RS

- 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-69.lcd
: GRIPEX-SACH-HTM-RS.lcm

- 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

:1=1

;10 uL

1 1/21/2024 8:43:53 PM
1 1/22/2024 5:01:11 PM

: E.MEENA
: C.K.SARAVANAN.

Acquired by
Processed by

<Chromatogram>
uV
1BR00 T * I Detector A 220nm
E X N E
m%m
N §[D 8 ©
5000~ Ngﬁ N,
| 9% 3
] Z < @
i B =
: ;g 5
o 1R e
of’—ﬁ’«.‘t‘ﬁ:r,‘& R S— = S
4 o
—5000 = ; i T T "‘ - o T [ T ‘ T T ’!” 2 T T E T T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm__ N ———— — o o L
Peak# Name R.Time i Area Area% | T. Plate w T.Factor ] Resolution | R.R.T
1 |BLANK_1 2.58[ 888 5.94 706 | 1.484 ‘ -- -
F 2 | BLANK_2 2.97 304 2.04 2461 | 1.028 1.264 --
3| BLANK_3 3.75 190 1.27 9435| 1.145 3.928 --
4 | BLANK_4 4.39 314 2.10 5465| 1.397 3.256 --
5| BLANK_5 4,97 11959 80.05 6853 | 1.506 2.425 --
6 | BLANK_6 9.35 1284 8.59 14066 | 1.206 15.786 --
Total 14939 | 100.00
\x |ost
@/Q\\'} \ o)
Q‘),\ (&
Analysed By Chectked By

D:\HPLC-QCLC-007\DATA-
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : PLACEBO-HTM-RS
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-70.lcd
Method Filename : GRIPEX-SACH-HTM-RS.lcm
Batlch Filename : 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # :1-4
Injection Volume  : 10 uL
Date Acquired 1 1/21/2024 9:44:32 PM Acquired bg : E.MEENA
Date Processed 1 1/22/2024 5:07:49 PM Processed by . C.K.SARAVANAN.
<Chromatogram>
uVv
1000 TR S " Detector A 220nm
] SNISIN o |
Qe T m ‘ {
— uy o @ ™ |
. E gmm 0 g = N,
| u g |
o 070 o e
m %@ M .
5000 S > B © o 2 o
- S %: 8§53 ]
igeid Y @ 2
] 3831998 8 2
] w%& [ g o 3 &
o R xg%ir—j«s;wﬁﬁ&ﬁ@‘wx S
| %
1 ¥
-5000 T T [ T T ‘ T T T [ T —T—— T T I T T T I T T
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm — [
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1| PLACEBO_1 1.70 20336 1.45 869 | 4.950 -- --
2 | PLACEBO_2 2.82 2065 0.15 6429 | 1.245 6.041 --
3| PLACEBO_3 3.15 2534 0.18 7586 | 1.070 2.328 --
4 | PLACEBO_4 3.44 28767 2.05 6223| 0.916 1.792 --
51 BLANK_3 4.40 15451 1.10 6629| 0.997 4.901 --
6 | PLACEBO_5 4.80 1035 0.07 16064 | 0.761 2.199 --
7 | BLANK_4 4.96 4408 0.31 14648| 0.947 1.038 -
8 | PLACEBO_6 5.19 65196 4.64 10084 | 1.129 1.196 --
9 | PLACEBO_7 6.10 6701 0.48 9147 1.083 3.954 --
10 | PLACEBO_8 6.45 1087 0.08 16500| 1.048 1.559 --
11 | PLACEBO_9 7.57 30473 2.17 12934 | 1.054 4.793 --
12 | PLACEBO_10 7.94 618 0.04| 20727 1.095 1.509 -

D:\HPLC-QCLC-007\DATA-2024\GRIPEX SACHET-AMV-RS\18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-70.lcd
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Peak#\ " Name  |RTime  Area | Area%  T.Plate | T.Factor | Resolution  RR.T
13| | PLACEBO_11 - i 835 4413 '795'.314 13693\ 1.026 : 1612 | -
. 714\3@95730 12 7 . 877 512, 0.04 9877‘ 1.060  1.306 -
| 715J\PLACEBO 13 = 2491 0.18 12714}7;77 0970 | 1.682 -
| 16 PLACEBO_14 | 10.38 250 0.02| 36022 0.894 ]\ 3790 -
| 17 PLACEBO_15 - ’Eggl - 3565 0. 25} 140@0\ 1220 | 1.046 -
| 18| PLACEBO_16 12.19 | 18557 1.32 12351 1. 002 j 3.763 | -
o wmnw om mam am | | -
| 20|PLACEBO_18 ,,,l.,,l,,,l”ﬁ?f _,,,.,Vﬁ“ﬂx,,*?:,oﬂ,,, 23724 0. 863 1‘,,‘&907 -
B Zlyjl:ACEBO 9 | 1487 3508 025 9746 1.168 w 1026 | -
27 22 | PLACEBO_20 ,4;~_l£5-,5,3,%, ] 7”“727'\ 9-025,3??457_1,‘1?_5,, 1.369_};7
. 23|PLAcEBO 21 | 1909 2465 0-181,,,1,2,430,3] 1.002 4 6732 | ~
24 PLACEBO.22 | 2609 1167133 8312 15768 1.097 | 973127”7“#:-7
| 25|PLACEBO23 | 20.89| 20595 147\  g042| 1274 | 3511 | -
| Total | | 1404108| 100. 00 i T \ |

Analysed By

%O\\@W
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Ié'l GENERIC HEALTHCARE PVT. LTD.

Analysis'Report

<Sample Information>

Sample Name : ROBUSTNESS-RS
Sample ID : GRIPEX-1228-HTM-RS-SPL
Data Filename : 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-71.Icd
Method Filename : GRIPEX-SACH-HTM-RS.lcm
Batlch Filename : 18012024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb
Vial # : 1-5
Injection Volume  : 10 uL
Date Acquired 1 1/21/2024 10:45:11 PM Acquired by : E.MEENA
Date Processed 1 1/22/2024 5:15:55 PM Processed by : C.K.SARAVANAN.
<Chromatogram>
uV
200001 Ta e . § ) Detector A 220nm
' o= ot o
= a4 a
218 ba o 8]
4 [10] =
I gezgs o :
10000 % g oty W =
SoEElm | 3Ea TR 2
eEEe /v 87 8
& L N
0 R 4
-10000— — SRS —— -
0 10 20 30 40 50
min
<Peak Table>
Detector A 220nm — F S
Peak# Name R.Time | Area | Area% l T. Plate | T.Factor | Resolution | R.R.T
1| PLACEBO_1 1.70 20654 0.13[ 969 | 4.891 -- --
2 | BLANK_1 2.68 4137 0.03 1 5375| 0.998 5.377 --
3 | PLACEBO_2 2.82 3637 0.02 8398 | 1.198 1.062 --
4 | ASCORBIC ACID 3.11 213230 1.38 5997 | 1.182 2.033 --
5| PLACEBO_4 3.44 6612 0.04 8815| 1.168 2.150 --
6 | CHLORPHENIRAMINE MALEATE 3.76 276278 1.79 8138| 1.208 2.034 --
7 | PHENYLEPHRINE HCL 4.38 161561 1.04 7993 | 1.144 3.458 --
8| PLACEBO_5 4.80 663 0.00| 20614, 0.731 2.511 -
9 | BLANK_4 4.96 6765 0.04| 13832| 0.939 1.105 --
10 | PLACEBO_6 5.19 77253 0.50, 10165| 1.132 1.187 --
11| PLACEBO_7 6.10 5492 0.04| 11417 0.993 4.218 -
12 PLACEBO_8 6.45 677 0.00 23721 1.173 1.747 T ==
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- . . - - -

Peaﬂl;#?’ VNarme 7 ' R.Time Area | Aréé% T. Plate T.Factor Resolution: R.R.T

| 13 PLACEBO.S | 757 3230 021 12672 1028 515 | -

14| PLACEBO_10 794 699  0.00 20586 1.079  1.502 | -

15| PLACEBO_11 | 835 4187 0.03| 13238 1.035  1.595 | -

16 PARACETAMOL  9.34 13516605 87.38| 12981 1.093 = 3.197 | --
17/pLACEBO_15S | 10.68 ’;;bfﬂ' 0.03 15191 1.207 7177777;-978577 -
18|PLACEBO 16 | 129| 31933 021 11951 1.003 | 3810 | -
19| PLACEBO_17 12.71 836  0.01 30742| 0.989 |
20 | PLACEBO_19 1497 2638 0.02| 10738) 0.943
21|PLACEBO_22 | 26.07| 1097550  7.10| 15825| 1.097 |

' Total | 15468411 100.00 ]

Analysed By

@,{;\0\\7\%
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-RS

: PARACETAMOL-RS-HTM-STD-BKT
: 18012024 GRIPEX SACHET-MV-ROBUSTNESS-RS-SPL-72.lcd
: GRIPEX-SACH-HTM-RS_P.lcm

; %83(,)12024 GRIPEX SACHET-MV-RS-ROBUSTNESS.Icb

10 uL

:1/21/2024 11:45:50 PM
1 1/22/2024 4:44:36 PM

: E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>

uVv

10000

?
- I
|
\
?
f

-5000 v

L
—
(
|

|
\

\
-l
\
|
|

Detector A 220nm

9.346 /| PARACETAMOL |

0

<Peak Table>

P,etecto,r,,AJZOnm,,,, "

Peak#

|

Name

10 20 30

min

R.Time

Area JT Area% 1‘ T. Plate | T.Factor ! Resolutiohrgrr RRT ‘

1| PARACETAMOL

9,35

68099 100.00| 13272| 1.054 -

I

f Total

—

68099

W

(ﬂ\g\\w‘%

Analysed By

\o!
0
Checked By
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Parameter & INTERFERENCE FROM DEGRADANTS Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Paracetamol BP --------meemmemmemeceeeeo 650 mg
Chlorphenamine Maleate BP ---------v---- 20 mg
Phenylephrine Hydrochloride BP ---------- 10 mg
Ascorbic Acid BP-----=-==mcmceeemcmnaeae 50 mg

S

. _ RELATED SUBSTANCE OF PARACETAMOL ‘ ; .
Instrument ID: [_ ST/QC/EQ/039 —I Balance ID: ST/QC/EQ/041 WS No.: ST/WS/23/012 | % Purity (aib)

Standard dilution.: 60.02 mg to ---> 100 ml o ---> 5 ml o ---> 100
Std.conc (in ppm)-3.001 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
(Acid)Test dilution .: 41516 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.6755 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
(Alkali)Test dilution .: 415.26 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.82 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
(H202)Test dilution .: 41527 mg to ---> 100 ml to ---> 1 ml fo ---> 1
Test.conc (in ppm)-599.83444 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

1 Acid Degradation 0.02 0.06 Paracetamol

2 Alkali Degradation 0.98 247 Paracetamol 1.000

3 Peroxide Degradation 0.03 0.03 Paracetamol 1.000

Results :

1)There in No any interference due to degradants with analyte in Stressed Samples.

2) Peak purity was passes According to Lab solution.

Acceptance criteria:
1) There should not be any interference due to degradants with analyte in stressed samples.
2) The desired degradation should be 10-30% in acid, alkali and oxidative degradation, (if possible).
3) If about 10% and 30% degradation is not achieved by applying above harsher stressed condition, same shall be documented .

4) Peak purity should not be less than 0.950 according to Lab solution.

Analysed by : S.ELAVARASAN Checkedby \ \

Date : 25-01-2024 . Date : o\
&/ / )"‘0),14

rd




GENERIC HEALTHCARE PVT.LTD

P
Gl

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle i T ;;ﬁELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage : INTERFERENCE FROM DEGRADANTS -ACID DEGRADATION Exp.Date : Nov-26

Each 4.5 gm sachet contains:
Par | BP

Chlorpt ine Maleate BP
Phenylephrine Hydrochloride BP -
Ascorbic Acid BP-

Instrument ID: ST/QC/EQ/039 [s«lanu Io: ! ST/QC/EQ/041 WS No.: | stwssesonz |% purity (aiby 99.9

Standard dilution. : 60.02 mg to ---> 100 ml to ---> 5 ml to ---> 100

Std.conc (in ppm)-3.001 5 ml to ---> 50 ml fo ---> 1 ml to ---> 1

Test dilution .: 415.16 mg to ---> 100 ml to ---> 1 mlto ---> 1

Test.conc (in ppm)-599.67! 1 ml to ---> 1 ml to ---> i mlto ---> 1

Conversion factor : 1.0000

Labelled content : 650 mg

Average weight 4500.0 mg

With Bracketing std. 65479 65047 670.3 1.031

"~ UNKNOWN Imp. 7435 . 2093 2437
UNKNOWN Tmp. 7.801 2234
UNKNOWN Tmp. 8553 687
UNKNOWN Imp. 11352 981
UNKNOWN Tmp. 11597 2437

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Imp.

esolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4012

Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.656

Resolution between peak due to Phenylephrine and Paracetamol peak NLT 2.0
— e T e -

_ Limit: NAT 0

2437
Calculation formula : 64975
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.02

8432
Calculation formula : 64975
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.06

1Y
I,
Analysed by : SELAVARASAN - Cheéghed \b\ %
Date : 25-01-2024 &) /\/U'Z/y Date:

=%
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name GRIPEX Batch size : Not applicable
Batch Number G17231228 Mfg.Date Dec-23
Stage INTERFERENCE FROM DEGRADANTS -ALKALI DEGRADATION Exp.Date Nov-26

Each 4.5 gm sachet contains:

Par | BP 650 mg
Chlorp} Maleate BP 20 mg
Phenylephrine Hydrochloride BP ---------- 10 mg
Ascorbic Acid BP---=--msmmmmmmmonaeeean 50 mg

Instrument ID: ST/QC/EQ/039 Jhlance ID: ST/QC/EQ/041 WS No.: ST/Ws/23/012 ]x Purity (aib) 999
Standard dilution. : 60.02 mg to ---> 100 ml to ---> 5 ml to ---> 100
Std.conc (in ppm)-3.001 5 ml o ---> 50 ml fo ---> 1 ml fo ---> 1
Test dilution .: 415.26 mg to ---> 100 ml to ---> 1 ml to ---> 1
Test.conc (in ppm)-599.82 1 ml to ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labelled content : 650 mg
Average weight 4500.0 mg
T
ey s
Paracetamol 65494 64003 65312 65566 64150 65322 64975 704.0 1.083
With Bracketing std. 65479 65047 670.3 1.031
7 R R
] : 4
N . 0
UNKNOWN Imp. 5.330 127856
UNKNOWN Tmp. 6.160 1616
UNKNOWN Tmp. 11.308 13970
UNKNOWN Imp. 11.950 27947
UNKNOWN Imp. 12472 15632
UNKNOWN TImp. 13.106 15502
UNKNOWN Tmp. 14,041 15414
UNKNOWN Imp. 17.389 127856
UNKNOWN Imp. 18.643 35170
UNKNOWN Imp. 19472 12637
UNKNOWN TImp. 20.007 52523
UNKNOWN TImp.
UNKNOWN Tmp.
UNKNOWN Tmp.
UNKNOWN Tmy
§ . i - Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 #0152
3.656

Calculation formula :

|Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0

Resolution between peak due to Phenylephrine ai

nd Paracetamol peak NLT 2.0

Any individual impurity
in%

Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

Calculation formula :

Total impurities in%

Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100

Standard area x sample dilution X Label claim x 100

Gt AT 080%

ND

ND

127856

64975

321018
64975

Analysed by :

Date :

SELAVARASAN
25-01-2024

s/

noIy

Checked by

Date :

A




GENERIC HEALTHCARE PVT.LTD

P
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QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle RELATED SUBSTANCE OF PARACETAMOL IN GRIPEX SACHET
Product Name : GRIPEX Batch size : Not applicable
Batch Number : G17231228 Mfg.Date : Dec-23
Stage H INTERFERENCE FROM DEGRADANTS -OXIDATIVE DEGRADATION Exp.Date : Nov-26

Each 4.5 gm sachet contains:

Par | 8P 650 mg
Chlorphenamine Maleate BP 20 mg
Phenylephrine Hydrochloride BP ---------- 10 mg
Ascorbic Acid BP-----mmmrmmmmmemeneenanaae 50 mg

7

Instrument ID: ST/QC/EQ/039 Balance ID: ST/QC/EQ/041 WS No.: ST/Ws/23/012 j% Purity (aib)

Standard dilution. : 60.02 mg to ---> 100 ml to ---> 5 ml to ---> 100

Std.conc (in ppm)-3.001 5 ml to ---> 50 ml to ---> 1 ml fo ---> 1

Test dilution .: 415.27 mg to ---> 100 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-599.83; 1 mlto ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor : 1.0000

Labelled content : 650 mg

Average weight @ 4500.0 mg

Paracetamol 65494 64975 704.0 1.083
With Bracketing std. 65479 65047 670.3 1.031

UNKNOWN Tmp.

UNKNOWN TImp.

UNKNOWN Imp.

UNKNOWN Imp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN TImp.

UNKNOWN TImp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN Imp.

UNKNOWN TImp.

UNKNOWN Tmp.

UNKNOWN TImp.

Resolution between peak due to Ascorbic acid and Chlorpheniramine peak NLT 2.0 4.012

Resolution between peak due to Chlorpheniramine and Phenylephrine peak NLT 2.0 3.656

racetamol peak NLT 2.0

 Limit: NMT 0.50%

3766
Calculation formula : 64975
Any individual impurity Max.impurity area x Std.dilution X Purity % (aib) x conversion factor x avg.weight x100
in% Standard area x sample dilution X Label claim x 100 ND 0.03

3766
Calculation formula : 64975
Total impurity area x Std.dilution X Purity % (aib)x conversion factor x avg.weight x100
Total impurities in%
Standard area x sample dilution X Label claim x 100 ND 0.03

Analysed by : S.ELAVARASAN = Checked '\\()/
Date : 25-01-2024 o M 2 ! Dateft \Y
4 N
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: FORCED DEGRADATION-RS

: BLANK-RS

: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-01.lcd
1 GRIPEX-SACH-RS.lcm

: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb

Vial # v L=
Injection Volume  : 10 uL
Date Acquired :1/19/2024 3:24:42 PM Acquired by : ELAVARASAN.S
Date Processed 1 1/25/2024 11:42:09 AM Processed by : C.Albinjose
<Chromatogram>
uAU
20000*_7%”7”” - ~ PDA Multi 1 220nm,4nm
J ol
z
' 5
10000 =
: ]
N
q n
| |
_‘ 1\ [
0—+— v,,,,%’,'\* R o s e, ]
1
'100004"A4“""""’ o I T T =A% I | TR HE | T T T L T T T T
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1 220nm ‘
Peak# Name R.Time Area Area% | T. Plate T.Factor Resolution R.R.T
1 BLANK_1 5.27 | 58974 100.00 5691 1.623 -- I
Total |

Analysed By

58974 100.00

D
Checked By

0) o

$2024$ST-QC-EQ-039$JAN - 6-33/6-49Z-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-01.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: FORCED DEGRADATION-RS
: RESOLUTION SOLUTION

: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-02.lcd
: GRIPEX-SACH-RS.Icm

: 195)12024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb

v 1-

: 10 uL

1 1/19/2024 4:25:12 PM

1 1/25/2024 11:45:43 AM

Acquired by
Processed by

: ELAVARASAN.S
: C.Albinjose

<Chromatogram>

uAU

L 3 - ~ PDA Multi 1 220nm,4nm
i =
+ =} | L
750000 = g
oy
| =< | é
500000 % E
| o>
250000 <o ‘
] oo\or,,\
1 N
0 i ‘\ 1 " ‘ S |
4:77’ 'Li' N 1 T T T T T ’ T T ﬁ""—[—r—T—“"“ T T T T T %
0 10 20 30 40 50 60

<Peak Table>

PDA Ch1l 220nm
Peak#

1 ASCORBIC ACID

3 PHENYLEPHRINE HCL
4 PARACETAMOL

Total

S

Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
326 478908  3.59 5030 1.352 - -
2 CHLORPHENIRAMINE MALEATE: 4.01' 295029 2.21 7193 1314 4.012 o
| 4.75‘ 1381007 1.03 7904. 1.265 3.656 -
10.52 12436699 93.17 13739; 1.162 20.167 ==
13348736 100.00 |
Checked By

Analysed By

$2024$ST-QC-EQ-039$JAN - 6-33/6-493-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-02.Icd

6/ 7},
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : PARACETAMOL-RS-STD-01
Data Filename 1 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-03.lcd

Method Filename : GRIPEX-SACH-RS-STD_P.lcm
Batch Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Ich

Vial # 1 1-3
Injection Volume : 10 uL
Date Acquired 1 1/19/2024 5:25:44 PM Acquired by : ELAVARASAN.S
Date Processed 1 1/25/2024 12:59:12 PM Processed by : C.Albinjose
<Chromatogram>

%{8560§ACHET MV-FORCED DEGRADATION- RS < EfBBéOSACHET-MV FORCED DEGRADATION-RS-¢
uA PDA Multi 1 220nm, 4nm  UuA 5 PDA Multi 1 220nm,4nm|

50 25 50
min min

IEiBBéGSACHET-MV FORCED DEGRADATION-RS-¢ - E{BE&?ACHET—MV FORCED DEGRADATION-RS-¢

& PDA Multi 1 220nm,4nm B & PDA Multi 1 220nm,4nm]
1 1 = X [ . - — S
Ol F_IL‘?;;.\ S— TS s NN S 0,:4/ § e s —]
A"—Y—‘TA;_‘T 77"‘7 — T T j—ﬁ T T T T [ - ‘ .
0 25 50 0 25 50
min min

=

EiBE?SGSACHET-MV FORCED DEGRADATION-RS-¢ - 5{8660SACHET_MV FORCED DEGRADATION-RS-¢

S PDA Multi 1 220nm, 4nm & PDA Multi 1 220nm,4nm
: e 1] |3 -
of—*kffbﬁ et ~4 o% i aaat .
b T T T ‘ o T 2 '*‘ R i 1 T T T { o T ‘ T
0 25 50 0 25 50
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
‘Vlal# Title Sample ID - 1 R.Time Area ~ T. Plate T.Factor
3 RS-SPL-03. lcd | PARACETAMOL-RS-STD-01 1 10.55 65494 14296  1.14
3 RS-SPL-O4.lcd PARACETAMOL-RS-STD-02 1 10.55 64003 14397  1.13
3 RS-SPL-05.lcd PARACETAMOL-RS-STD-03 1 10.55 65312 14164 1.14
| 3 RS-SPL-06.Icd PARACETAMOL-RS-STD-04 1057 65566 14141  1.13
|2 SRl ol | PARAOETATICH -RS-STR=0% | 1056 64150 14199 | 1.12
. 3 RS-SPL-08.lcd PARACETAMOL-RS-STD-06 1 10.56 65322 14203 1.14
Average | 11056 64975 14233  1.13 N
%RSD | 0077 1.084 0.676 ‘ \Vbb
o
Analysed By C
r) /7/0

$2024$ST-QC-EQ-039$JAN - 6-33/6- i 4-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-03.lcd



Page 1/1

’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : BLANK-RS
Data Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-09.Icd
Method Filename : GRIPEX-SACH-RS.lcm
Batlch Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb
Vial # :1-1
Injection Volume  : 10 uL
Date Acquired 1 1/19/2024 11:28:51 PM Acquired by : ELAVARASAN.S
Date Processed 1 1/25/2024 11:47:01 AM Processed by : C.Albinjose
<Chromatogram>
uAU
20000 = o PDA Multi 1 220nm,4nm
| |
i - |
] : |
' m
10000 =
g
J 0
| ﬁ
J '\
i | o . [ g o ===
0% = - - T e
]
|
—10000 i N T T ‘ | JEa T T T 1 NG B [ I T i i T | T T T T L T e "E
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1 220nm
Peak# Name R.Time Area Area% | T. Plate T.Factor | Resolution R.R.T
1 BLANK_1 5.28 57340 100.00 5754 1.669 | -- --
Total 57340 100.00 | |
\W/DU/
Ner
Analysed By Checked By
2576 ) / L’

$2024$ST-QC-EQ-039$JAN - 6—33/6-%-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-09.lcd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : PLACEBO-RS
Data Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-10.lcd
Method Filename  : GRIPEX-SACH-RS.Ilcm
Batch Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb
Vial # 1 1-4
Injection Volume  : 10 uL
Date Acquired 1 1/20/2024 12:29:22 AM Acquired by : ELAVARASAN.S
Date Processed 1 1/25/2024 12:05:37 PM Processed by : C.Albinjose
<Chromatogram>
uAU
aBants §§| - I3 ~ PDA Multi 1 220nm,4nm
- ‘
d I 10 ‘ O
NoO 1 o~ < |l
98 8%% ) o Is ©
h3) I om o g I
L o~ m | @)
o I L“O' ] ‘ o 0
10000 5 %g o8 3] = i
|0 N 5 L 5 g
1~ gg}f? oQ o 2 35
118 g =% - =
© =l | Sa 2 P -
‘N o o o~ (&) | N~
TG - Lk
. s ) | 3
N e [ VH S S —
—10000*’7V"7'ﬁ7'77"7”’ T T v u r T ’T‘ T T BE! O (N I" DR L T L R | - ['7T"'77T" S B "77"’ ? i T B B S
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1l 220nm
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PLACEBO_1 1.76 16743 1.16 719 4.473 -- --
2 PLACEBO_2 2.65 259 0.02 6115 0.739 4.508 --
3 PLACEBO_3 2.93 7477 | 0.52 4647 1.658 1.803 --
4 PLACEBO_4 3.31 3833 0.27 4428 1.205 2.048 --
5 PLACEBO_5 3.59 1353 0.09 10943 0.901 1.637 --
6 PLACEBO_6 375 20062 1.39 6675‘ 1.288 1.041 --
7 PLACEBO_7 4.59 16451 0.11 5526: 1.211 3.881 --
8 PLACEBO_8 4.92 12418 0.86 7283 1.143 1.390 --
9 BLANK_1 5.28 57013  3.95 5832 1.584 1.415 -
10 PLACEBO_9 5.76 63753 | 4.41 9813 1.242 1.897 --
11 PLACEBO_10 ‘ 6.47 2303 0.16 8690 | 1.485 2.765 --
12 PLACEBO_11 7.01 8507 0.59 97351 1.304 1.923 --

$2024$ST-QC-EQ-039$JAN - 6-33/6-501-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-10.Icd



Peak#
13
14
15
16
17
Total

Analysed By

Name

PLACEBO_12
PLACEBO_13
PLACEBO_14
PLACEBO_15
PLACEBO_16

)s

e

R.Time
8.33
9.47

14.99
30.97
39.67

Area
27199
4721
21150
1150961
45424
1444821

Area%
1.88
0.33
1.46

79.66
3.14
100.00

Page 2/2

T. Plate T.Factor Resolution R.R.T

13564

13503

13776

17150

11683

1.107
1.159
1,127
1.165
1.224

4.634
3.706
13.203
21.940
7.211

$2024$ST-QC-EQ-039$JAN - 6-33/6-501-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-10.lcd
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GENERIC HEALTHCARE PVT.

LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: FORCED DEGRADATION-RS
: ACID-BLANK-RS

: GRIPEX-SACH-RS.lcm
: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb
: 1-5

: 10 uL

1 1/20/2024 1:29:54 AM

Acquired by
: 1/25/2024 12:06:45 PM

Processed by

: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-11.lcd

: ELAVARASAN.S
: C.Albinjose

<Chromatogram>
uAU
10000+ e

5.284 / BLANK_1

—5000 f T ¥ T T I T T T LI [N T T T [ T 0
0 10 20 30 40
<Peak Table>

PDA Ch1l 220nm
Peak#

1 BLANK_1
Total

Name R.Time

5.28

Area
16569 100.00
16569 100.00

Analysed By
. &/ /M 27

~ PDA Multi 1 220nm,4nm|

——

— T
|

50 60
min

Area% T Plate T.Factor Resolution R.R.T
5663 1.637 | - -

e
(T

$2024$ST-QC-EQ-039$JAN - 6-33/6-502-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-11.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: FORCED DEGRADATION-RS

¢ GRIPEX-1228-ACID-RS-SPL-1

: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-12.lcd
1 GRIPEX-SACH-RS.Icm

: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.lcb

Vial # 1 1-6
Injection Volume  : 10 uL
Date Acquired : 1/20/2024 9:35:54 AM Acquired bg : ELAVARASAN.S
Date Processed 1 1/25/2024 12:16:52 PM Processed by : C.Albinjose
<Chromatogram>
uAU
200007 g e PDA Multi 1 220nm, 4nm
O‘ % | ‘.!Oi
S 4 I
8 = l (S}
E 3
o
& =
2 | L‘é
B =]
I I
,ﬁ( T o %, ' el VF-\,**&,/
—100007 { A T T K. "r"""fﬁi‘f'fﬂifT o [ - 1 N L T ! T T T ‘ T T ! T T 1 T |
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1 220nm : : ‘ !
Peak# Name ' R.Time Area Area% T. Plate ' T.Factor Resolution R.R.T
1 PLACEBO_2 . 2.78 25561 0.18 4571  1.069 -- --
2 PLACEBO_3 | 2.96 2558 0.02 8533 1.305 1.218 --
3 ASCORBIC ACID | 3.27 2246460 15.94 6017 1.388 2.122 --
4 PLACEBO_5 3.57 10037 | 0.07 12495 1.835 1.998 --
5 CHLORPHENIRAMINE MALEATE  4.01 257167 1.83 6692 1.690 2:727 --
6 PHENYLEPHRINE HCL . 4.72 51238 0.36 9639 1.134 3.671 --
7 BLANK_1 | 5.26 37565 0.27 6506| 1.597 2.366 --
8 PLACEBO_9 ‘ 5.73 78052} 0.55 9724 1.201 1.916 --
9 PLACEBO_10 6.32 26123 | 0.19 9433 1.169 2.398 --
10 PLACEBO_11 [ 6.97 4369 0.03 10741 1.014 2.440 --
11 IMPURITY_1 | 7.43 2093 | 0.01 13227 1.072 1.779 --
12 IMPURITY_2 . 7.80 2234 0.02 12087 0.908 1352 -

1

$2024$ST-QC-EQ-039$JAN - 6-34/6-505-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-12.lcd



Peak#
13
14
15
16
17
18
19

Total

Name
PLACEBO_12
IMPURITY_3
PLACEBO_13
PARACETAMOL
IMPURITY_4

IMPURITY_5

PLACEBO_15

Analysed By

VL ya 2Ly

*ﬂ}ﬁ%\v\\w

$2024$ST-QC-EQ-039$JAN - 6-34/6-505-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-12.Icd

R.Time
8.27
8.55
9.38

10.47

11.35

11.60
30.70

Area

25026

687
3536
10303065

981

2437

1011154

14090344

Area%
0.18
0.00
0.03

73.12
0.01

0.02

7.18
100.00

Page 2/2

T. Plate T.Factor Resolution R.R.T

14226
31180
16406
13684

45411

23991

16806

1.062
1.395
1.042
1.184
0.850
1.134
1.170

1.661
1,212
3.403
3.349
3.083
0.955
30.649

Checked B
ecke yﬁng\

k

\
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"él GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : GRIPEX-1228-ACID-RS-SPL-2
Data Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-13.lcd
Method Filename  : GRIPEX-SACH-RS.lcm
{B/.atlcl;(;E Filename : %9812024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb
ia 1 1-
Injection Volume  : 10 uL
Date Acquired 1 1/20/2024 10:36:27 AM Acquired by : ELAVARASAN.S
Date Processed 1 1/25/2024 12:19:00 PM Processed by : C.Albinjose
<Chromatogram>
uAU
a . PDA Multi 1 220nm,4nm
750000+ b= \
4 |<_E |
L |
(@)
<
o
- <
.
500000 =
' o
— | 9
250000~
; |
. [l
0 I 1\} \‘
“ T T T B [ T T T = W T N T T } - L T L ]"""T T ‘ T L R
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1l 220nm
Peak# Name R.Time Area Area% | T. Plate T.Factor Resolution R.R.T
1 PARACETAMOL 10.51 10277494 100.00; 13804 1.175 -- --
Total 10277494 100.00 |

Analysed By
A 1y

$2024$ST-QC-EQ-039$JAN - 6-34/6-506-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-13.Icd
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ﬁ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : ALKALI-BLANK-RS
Data Filename 1 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-14.lcd

Method Filename : GRIPEX-SACH-RS.lcm

Baﬁcﬂ} Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb
Via 1 1-7
Injection Volume : 10 uL
Date Acquired 1 1/20/2024 11:36:59 AM Acquired by : ELAVARASAN.S
Date Processed 1 1/25/2024 12:21:17 PM Processed by : C.Albinjose
<Chromatogram>
uAU
20000 . ) PDA Multi 1 220nm,4nm
1 |
. ;I
10000 Z
- 5
m
1 ©
i ]
B 0
o N —
—10000' R . | T T V T L L { T T T ‘ T T T y T ‘v = =
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1 220nm ‘
Peak# Name 'R.Time Area Area% | T. Plate T.Factor | Resolution R.R.T !
1 BLANK_1 . 5.26 18020 100.00; 5627 1.633 | -- --
Total 18020 100.00
\m\\

Analysed By

)MJ/),

Cﬁéke%%\y

$2024$ST-QC-EQ-039$JAN - 6-34/6-507-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-14.lcd



Page 1/2

2
Gl

GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: FORCED DEGRADATION-RS

: GRIPEX-1228-ALKALI-RS-SPL-1
: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-15.lcd
: GRIPEX-SACH-RS.lcm

: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.lcb

1 1-8

: 10 uL

1 1/20/2024 12:37:30 PM
1 1/25/2024 12:34:27 PM

Acquired by
Processed by

: ELAVARASAN.S
: C.Albinjose

<Chromatogram>
uAU
20000 o a g o = - ’ PDA Multi 1 220nm,4nm
0 ) < W=y, ‘
.‘m wi } __‘_ t w0 |
< sperhiiae D o
i ] = Lt o
R R 2
10000 § sol S < |
t: 'é ;: 5 — | B3 %28 o
T S PUNEN ST g 2
Ctrgree | & =
] : 00, p=Y
J ‘@c} ) “% l\ ®

L%ﬁ?
)|

07‘%_,‘ 7»6—’* | | i _— T T -
4 =
1 )
1 =
—10000 : T T T T "‘7 o T T | 7 T T ”kﬁ*Y_‘f‘ L [ T T T ‘T T B S T ——
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1 220nm R
Peak# Name | R.Time Area Area% T. Plate | T.Factor Resolution R.R.T
1 PLACEBO_1 ! 1.75 11378 0.08 869 2.866 -- --
2 PLACBO_2 2.77 53736 0.37 5520 1.284 5.286 --
3 PLACEBO_3 3.03 87501 0.60 3583 1.045 1.471 --
4 ASCORBIC ACID 3.27 869048 5.92 6793 1.245 1.312 --
5 PLACEBO_5 3.44 38082 0.26 10500 1.552 1.168 --
6 PLACEBO_6 | 3.83 34572 0.24 8573 0.860 2.616 --
7 CHLORPHENIRAMINE MALEATE? 4.02 418862 2.86 5383 2.033 0.980 --
8 PLACEBO_7 ‘ 4,52 8805 0.06 10011| 1.023 2:510 --
9 PHENYLEPHRINE HCL 4.73 118606 0.81 7977 1.500 1.088 --
10 BLANK_1 5.25 7085 0.05 22270 ‘ 0.731 2.903 --
11 IMPURITY_1 5.33 2751 0.02 30117 1.645 0.641 --
12 PLACEBO_9 5.59 443318‘ 3.02 12149, 1.015 1.597 --

$2024$ST-QC-EQ-039$JAN - 6-34/6-508-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-15.lcd
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Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
13 IMPURITY_2 6.16 1616 0.01 21274 1.611  3.066 -
14 PLACEBO_10 6.45 2292 0.02 12270 1.199  1.437 =
15 PLACEBO_ 11 786 327083  2.23 13482 1.181 5588 -
16 PLACEBO_12 8.61 16581  0.11 12495 1.095  2.602 -
17 PLACEBO_13 9.25 7422 0.05 20045 0.837  2.257 -
18 PARACETAMOL 10.55 11842394  80.74 13905 1.170  4.211 -
19 IMPURITY_ 3 1131 13970 0.10 18997 1.135  2.196 -
20 IMPURITY_4 1195 27947 0.19 8261 0.864  1.503 -
21 IMPURITY_5 12.47 15632 0.1 16800 1.221  1.145 -
22 IMPURITY_6 13.11 15502 0.11 12070 1.374  1.472 -
23 IMPURITY_7 14.04 15414  0.11 13084 1.218  1.930  --
24 IMPURITY_8 1739 127856 0.87 16915 1.007  6.528 -
25 IMPURITY 9 18.64 35170  0.24 15730 1.067  2.221 -
26 IMPURITY_10 19.47 12637 0.09 32883 0.838  1.618  --
27 IMPURITY 11 ©20.01 52523 0.36 19259 1.134  1.065 -
28 PLACEBO_15 3116 60015  0.41 11452 1.201  12.805 -
Total ' | 14667798  100.00 |

, ) '\p\\D A\’M

Analysed By ecked By

pi G//M»by

$2024$ST-QC-EQ-039$JAN - 6-34/6-508-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-15.Icd
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"&l GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : GRIPEX-1228-ALKALI-RS-SPL-2
Data Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-16.lcd
Method Filename  : GRIPEX-SACH-RS.lcm
Batlcl; Filename : %9012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.lcb
Via : 1-8
Injection Volume  : 10 uL
Date Acquired 1 1/20/2024 1:38:03 PM Acquired bg : ELAVARASAN.S
Date Processed : 1/25/2024 12:43:12 PM Processed by : C.Albinjose
<Chromatogram>
uAU
] g ~ PDA Multi 1 220nm,4nm
] 2
1 {
750000 O
4 <
o
1 <
4 o
500000 0
T =
A |
250000 ‘
* I
1 L | I
oAb .
1 T T T T T T ‘ T T I T T ‘ T T ! T T

0 10 20 30 40 50 60
min

<Peak Table>
PDA Ch1 220nm

Peak# Name VR.Time Area Area% | T. Plate T.Factor i Resolution  R.R.T
i ! i : |
1 PARACETAMOL 10.56 11846347 100.00 13778 1.150 -- --
Total 11846347 100.00

Analysed By Checked ng\(

2 //')/0}7

$2024$ST-QC-EQ-039$JAN - 6-34/6-509-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-16.Icd
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : PEROXIDE-BLANK-RS
Data Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-17.lcd
Method Filename  : GRIPEX-SACH-RS.lcm
Batlch Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb
Vial # 1 1-9
Injection Volume : 10 uL 2
Date Acquired 1 1/20/2024 2:38:34 PM Acquired by : ELAVARASAN.S
Date Processed 1 1/25/2024 12:45:06 PM Processed by : C.Albinjose
<Chromatogram>
uAU
20000?'"” - - ~ PDA Multi 1 220nm,4nm
i ;I
10000 =z
] 3
o
.J: B
1 &
- ,‘lo
0+ —
-10000";‘_‘Y—ﬁﬁ"'"' T""“‘ ”’777’—17j7j""“'7" AT T T I T T T ’7"" T T ! T e
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1 220nm . v . v
Peak# Name R.Time Area Area% | T. Plate T.Factor | Resolution | R.R.T |
1 BLANK_1 | 5.25 17859 100.00 5460 1.541 l - | -
Total 17859  100.00

Py, 1

Analysed By Checked By

v ) L—GW

$2024$ST-QC-EQ-039$JAN - 6-34/6-510-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-17.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: FORCED DEGRADATION-RS

: GRIPEX-1228-PEROXIDE-RS-SPL-1
: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-18.lcd
. GRIPEX-SACH-RS.lcm

y %9{)012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb

10 uL

1 1/20/2024 3:39:06 PM
1 1/25/2024 12:50:09 PM

: ELAVARASAN.S
: C.Albinjose

Acquired by
Processed by

<Chromatogram>
uAU
a00SH l~allg 1, B - '!‘is PDA Multi 1 220nm,4nm|
SFIR o g
WO Y “m
| Q mug Tohw,. T 5]
IEEEES Dge0n 2
TmEE oot @ I
10000~  F5283 & S & =
L v % o.
*\N\vﬁgg.»és §‘$ o |§
1 Tﬁvi =8%er &
- YEe 3e5 3
g \‘*.L; ‘co]'\.‘ %*I: \‘uz "
O”_“K’ : ’O‘ M M'W\?;/"‘l{"J\ - = e ) - [
<
1 S
| o
1
-10000— —— T — — S [ B e
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1 220nm _ S
Peak# Name ' R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PLACEBO_1 . 1.75 12939 0.06 809 3.325 -- -
2 PLACEBO_2 2.80 22875 0.10 9211 0.875 5.802 -
3 ASCORBIC ACID 2.95 7257443  32.60 5085 1.357 1.099 -
4 PLACEBO_4 3.44 21686  0.10 6359 1.491 2.914 -
5 PLACEBO_5 . 3.73 8165 | 0.04 6999 1.281 1.649 -
6 CHLORPHENIRAMINE MALEATE  4.00 181397 0.81 7106 1.444 1.463 -
7 PHENYLEPHRINE HCL 471 135179, 0.61 7857 1.736 3.516 -
8 BLANK_1 ‘ 5.25 53047 0.24 5728 1.593 2.191 -
9 PLACEBO_9 5.73 79070  0.36 9726 1.228 1.902 -
10 PLACEBO_11 6.94 18811 0.08 6055 0.931 4.100 -
11 PLACEBO_12 . 8.28 28571 0.13 13181, 1.053 4.147 -
12 PLACEBO_13 9.43 4502  0.02 12605 1.199 3.699 -

$2024$ST-QC-EQ-039$JAN - 6-34/6-511-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-18.lcd



Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
13 PARACETAMOL 10.52 13295679 59.73 13576 1.154 3.121 --
14 IMPURITY_1 11.62 3766 0.02 17682 1.185 3.079 --
15 PLACEBO_14 15.05 19339 0.09 13400 1.058 7.890 --
16 PLACEBO_15 30.94. 1118467‘ 5.02 16483 1.164 21.420 --

Total 22260935 100.00 W\q/jvv)
(Vg

Analysed By ! Checked By

é//’)«o'),y

$2024$ST-QC-EQ-039$JAN - 6-34/6-511-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-18.Icd



Page 1/1

-
’& GENERIC HEALTHCARE PVT. LTD.

Analysis ReportW

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : GRIPEX-1228-PEROXIDE-RS-SPL-2
Data Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-19.lcd
Method Filename  : GRIPEX-SACH-RS.lcm
Batlch Filename : 190(:)12024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb
Vial # :1-1
Injection Volume @ 10 uL
Date Acquired 1 1/20/2024 4:39:39 PM Acquired by : ELAVARASAN.S
Date Processed : 1/25/2024 12:51:46 PM Processed by : C.Albinjose
<Chromatogram>
uAU
1000000 - *Té’ I - PDA Multi 1 220nm,4nm|
. S
e
18
1 1S
750000 o
‘ o
N
4 ‘ V
500000 tl le
h |
N
250000~ \}
U
. i
I\ |
0+ D |V W SN : T . N — [ — I
| L [ A R | ‘ T ﬁT T T T 717' ' BRSNS RRRRL ‘T‘F[' == ‘ T T T
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1 220nm . ‘ 1
Peak# Name R.Time Area Area%  T. Plate T.Factor | Resolution R.R.T
1 PARACETAMOL 10.47 13301206 100.00‘ 13493 1.187 | - --
Total | 13301206 100.00 |

L
\v\’/b& |
Analysed By Checked By

/')/oby

$2024$ST-QC-EQ-039$JAN - 6-34/6-512-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-19.lcc
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : PARACETAMOL-RS-STD-BKT
Data Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-20.lcd
Method Filename . GRIPEX-SACH-RS.lcm
Batlch Filename : %9012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb
Vial # 1 1-3
Injection Volume  : 10 uL
Date Acquired 1 1/20/2024 5:40:10 PM Acquired by : ELAVARASAN.S
Date Processed 1 1/25/2024 12:53:14 PM Processed by : C.Albinjose
<Chromatogram>
uAU
20000 S - ~ PDAMulti 1 220nm,4nm
1 =
Pt
L
@)
<
| o
<C
10000 o
8l [s2}
| o
0
.
|
L e
0 | N | S Lﬁr»\i\_;ww// —— S S
-10000" T T '_‘T"‘“"[ T T T T T T T T I T T T | T T T ] T (G
0 10 20 30 40 50 60
min
<Peak Table>
PDA Ch1l 220nm )
Peak# Name R.Time Area Area% T. Plate T.Factor Resolution R.R.T
1 PARACETAMOL 10.50 65479 100.00 14126 1.135 | -- --
Total | 65479 100.00
\ﬁ/ou,
2 A0
Analysed By Checked %

H‘d//l—oz/y

$2024$ST-QC-EQ-039$JAN - 6-34/6-513-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-20.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename

: FORCED DEGRADATION-RS
: PARACETAMOL-RS-STD-01

: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-03.Icd

: GRIPEX-SACH-RS-STD_P.lcm

- 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.lch

Batch Filename
Vial # 2 1-3 Sample Type : Unknown
Injection Volume : 10 uL
Date Acquired :1/19/2024 5:25:44 PM Acquired by : ELAVARASAN.S
Date Processed : 1/25/2024 12:59:12 PM Processed by : C.Albinjose
<Peak Purity>
Chromatogram
uAU
ID# 3
2D 1 PDA Multi 1 220nm,4nm Retention Time :10.551 min
Compound Name : PARACETAMOL
15000 1 ' A O
| %‘ | |
0.75 / \ [ 5.0
10000 / \ |I
| 4 | \ |
_ 0.50- | \ |
") 4 | |
s )
5000+ 2 | | \ | 2.5
4 \ | | /
l 0.251 \ / \ |
| TS 4 b
- V™ I \ |
0—~—_L I J\ \ \ |
000 1 ;:T/:’f - J‘:kf;;?/"\iif;\f,]' ;“ 0 0
: e :
10.50 10.75 11.00
-5000"_ min
| Impurity : Not Detected
J | Peak purity index : 1.000000
| Single point threshold :0.996780
-10000 | s J Minimum peak purity index 13220
0 25 50
min
Peak Table
PDA Chl 220nm - -
Peak# Ret. Time Peak Purity Index Single Point Threshold Name ‘
- i — |
1 10.551 1.000 0.996780 PARACETAMOL ‘
Total Aj
@m{;\m 8y
Checked By

Analysed By

e 0//'14—327

$2024$ST-QC-EQ-039$JAN - 6-33/6-494-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-03.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name

Sample ID

Data Filename
Method Filename
Batch Filename

: FORCED DEGRADATION-RS

: GRIPEX-1228-ACID-RS-SPL-2
: 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-13.lcd

: GRIPEX-SACH-RS.Icm

119012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb

Vial # 0 1-6 Sample Type - Unknown
Injection Volume : 10 uL .
Date Acquired : 1/20/2024 10:36:27 AM Acquired by : ELAVARASAN.S
Date Processed : 1/25/2024 12:19:00 PM Processed by : C.Albinjose
<Peak Purity>
Chromatogram
uAU
1D# |
800000 ™ 1 PDA Multi 1 220nm,4nm Retention Time :10.513 min
! e Compound Name : PARACETAMOL
700000 .
] ‘ /\ %’ 1500
| 1 | |
1 i [\ |
600000 | l \ [
i 0.50- x
) l / \\ |
‘ |
500000- ; [ / i I 1000
L o L
: ; | ' \ |
400000~ 1 _ l / .\ |
: 1 0.25- | \ | |
\ ! |
] | | 1500
300000 \ / |
200000 : T \ /
r = =)
1 10.25 10.50 10.75 11.00
100000 - ‘ min
i L [ Impurity : Not Detected
1A A Peak purity index : 1.000000
ool A Single point threshold :0.999993
| ; — Minimum peak purity index 16
0 25 50
min
Peak Table
PDA Chl 220nm B
Peak# Ret. Time Peak Purity Index Single Point Threshold Name
1 10.513 1.000 0.999993 PARACETAMOL
Total
Y%
\v\h/\) &
Analysed By (o4 ed By

8/ )._,oz/y

$2024$ST-QC-EQ-039$JAN - 6-34/6-506-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-13.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: FORCED DEGRADATION-RS

: GRIPEX-1228-ALKALI-RS-SPL-2

119012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-16.Icd
: GRIPEX-SACH-RS.Icm

119012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb

Vial # 0 1-8 Sample Type : Unknown
Injection Volume : 10 uL
Date Acquired : 1/20/2024 1:38:03 PM Acquired by : ELAVARASAN.S
Date Processed :1/25/2024 12:43:12 PM Processed by : C.Albinjose
<Peak Purity>
Chromatogram
uAU
1D# 01
o 1 PDA Multi 1 220nm,4nm| Retention Time :10.557 min
2 Compound Name : PARACETAMOL
750000 0.7 ] ‘
] 1’ \ - 1s00
1] | 1
ﬁ 050 | \\ }'
| o / ‘ 1000
500000 ‘ / J
1 1 |
1 / |
\ 0.25~ / |
i : [ 1500
250000 | ] \\ /
i | A
0.00 e e e
I 10.25 10.50 10.75 11.00
| min
i | Impurity : Not Detected
W | Peak purity index :1.000000
R LR — Single point threshold :0.999966
[ } Minimum peak purity index :33
0 25 50
min
Peak Table
PDA Ch1 220nm :
Peak# Ret. Time Peak Purity Index Single Point Threshold Name
1 10.557 1.000 0.999966 PARACETAMOL
Total
Analysed By Checked By

25 fo v ’?/\527

gl

$2024$ST-QC-EQ-039$JAN - 6-34/6-509-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-16.Icd
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : FORCED DEGRADATION-RS
Sample ID : GRIPEX-1228-PEROXIDE-RS-SPL-2

Data Filename 119012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-19.lcd

Method Filename : GRIPEX-SACH-RS.lcm

Batch Filename : 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb

Vial # :1-10 Sample Type - Unknown
Injection Volume : 10 uL
Date Acquired - 1/20/2024 4:39:39 PM Acquired by : ELAVARASAN.S
Date Processed : 1/25/2024 12:51:46 PM Processed by : C.Albinjose
<Peak Purity>
Chromatogram
uAU
ID# 01
- TI 1 PDA Multi 1 220nm,4nm| Retention Time :10.474 min
1000000~ b Compound Name : PARACETAMOL
| /\, ‘ 2000
] 1 | :l \ i
750000 | . | \ t ,
| | J 1500
0.50- | | | :
| ‘ :‘ |
4 | !
, I . / '
‘: I’ \ ~1000
500000 i | | ! i
| | 0.25- i ] ’ -
| | | \ /
1 \ | \ / i
E | L \ 500
| |\ \
250000 . J‘ \/ \ /
, | 0.00- **j& e ——eep— — 10
10.0 105 11.0
i 1 min
| | ‘ Impurity : Not Detected
1 ju. 1 A Peak purity index : 1.000000
fe="t——= ———————— Single point threshold :0.999939
1 E— e Minimum peak purity index 161
0 25 50
min
Peak Table
PDA Chl 220nm : ) I
Peak# Ret. Time Peak Purity Index | Single Point Threshold Name
1 10.474 1.000 0.999939 PARACETAMOL

Total

Analysed By
L) &) ’)/D')y

g o

Checked By

$2024$ST-QC-EQ-039$JAN - 6-34/6-512-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-19.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis

Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: FORCED DEGRADATION-RS
: PARACETAMOL-RS-STD-BKT
119012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-20.lcd
: GRIPEX-SACH-RS.Icm
119012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS.Icb

Vial # :1-3 Sample Type - Unknown
Injection Volume : 10 uL
Date Acquired : 1/20/2024 5:40:10 PM Acquired by : ELAVARASAN.S
Date Processed : 1/25/2024 12:53:14 PM Processed by : C.Albinjose
<Peak Purity>
Chromatogram
uAU
ID# 11
0000 J 1 PDA Multi 1 220nm,4nm| Retention Time : 10.503 min
Compound Name : PARACETAMOL
15000~ 05 |
J | r
] : 7.5
0.4 | ,, -
10000~ 1 / ;
] j ’ |
1 § 0.3j ,“” 5.0
1 s ] / 0
5000 - 1 0
] 1 , 0.2~ .
| - 25
. , ] .
. 1 7 \\\,M\ R 0.1
0'0? _ —-0.0
; 10.25
'5000—:3 min
] Impurity : Not Detected
] Peak purity index :0.999999
] Single point threshold - 0.998758
-10000 ! [ e Minimum peak purity index 11241
0 25 50
min
Peak Table
PDA Chl 220nm ‘ . )
Peaki#t Ret. Time Peak Purity Index = Single Point Threshold
1 10.503 ‘ 1.000 0.998758 PARACETAMOL
Total i
e
\o!
Analysed By cked By

oy

$2024$ST-QC-EQ-039$JAN - 6-34/6-513-1 - 19012024 GRIPEX SACHET-MV-FORCED DEGRADATION-RS-SPL-20.lcd
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