Safetab Life Science,
Puducherry - 605 107

CETA

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Product Name GRIPEX Batch size : 500 SACHETS
Batch Number : ST/T/S-1322 Mfg.Date : Sep-22
Parameter 8 ROBUSTNESS Exp.Date : To be fixed

Each 4500 mg of Sachet Contains:
Paracetamol BP
Chlorphenamine Maleate BP --------venenon 20mg

Instrument ID: ST/QC/EQ/039 Balance ID : ST/QC/EQ/0414030 ST/WS/22/011 |% Purity (aib)
WS No.: TAART/WS/344 |% Purity (aib) 989
WS No.: ST/WS/22/039 |% Purity (aib) 997

Paracetamol Std.Dilution.: 65.30 mg to ---> 100 ml to ---> 5 ml to ---> 50

Std.conc (in ppm)-65.3 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Phenylephedrine std.Dil.: 40.16 mg to ---> 200 ml to ---> 5 ml to ---> 50

Std.conc (in ppm)-20.08 1 ml to ---> 1 mlto ---> 1 mlto ---> 1,

Chlorphenamine std.Dil.: 40.11 mg to ---> 100 ml to ---> 5 ml to ---> 50

Std.conc (in ppm)-40.11 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Test dilution .: 450110 | mgto---> 500 ml to ---> 5 ml fo ---> 100

1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Low wavelength (217nm)
"High wavelength (223nm) 975 1.60 o8B -1.50 99.9 1.20
Low flow rate (1.1ml/minut / 1.20 . -0.10 X 1.30
ow flow rate (1.1ml/minute) 97.9 09.1 974 97.3 99.8 101.1
High flow rate (1.3ml/minute) 972 1.90 98.7 -1.40 100.1 1.00
Low Oven Tempertature 25°C 97.4 1.70 985 -1.20 100.6 0.50
High Oven Tempertature 35°C 97.3 1.80 99.2 -1.90 99.4 1.70
Results:
1) Each chromatographic variation System suitability parameters are within limits.
2) % Difference of assay within limits at each variation.
Acceptance criteria:
1) System suitability should comply for each variable.
2) % of drug not differ +2% from mean assay value of method precision.
Analysed by : C.ALBIN JQBE Checke \n/j\(\/
Date : 02-11-2022

Date :




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title - ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS .
Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage WAVELENGTH CHANGE (LOW WAVELENGTH AT 217NM) Exp.Date To be fixed

Each 4500 mg of Sachet Contains:

Paracetamol BP -- 650mg
Chlorphenamine Maleate BP - ---- 20mg
Phenylephrine Hydrochloride BP ---------- 10mg
Instrument ID: ST/QC/EQ/039 Balance ID: ST/QC/EQ/0414030 WS No.: ST/Ws/22/011 % Purity (aib) 1000
Standard dilution. : 65.30 mg to ---> 100 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-65.3 1 mlto---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: [ Granule/Pow. mg to ---> 500 ml o ---> 5 ml to ---> 100
Test conc(in ppm)—65.01588| 1 mlto ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000
Labeled claim H 650 mg
Average weight  : 4500
[lsystem suitability 1 . 4 . : MEAN | . sb | psDin%
Paracetamol 5099857 5108024 5130176 5112010 11470 0.224
With Bracketing std. 5093045 5108850 12853 0.252

WS No.: | 1AaRT/WS/344 [% purity (aib) 98.9
Standard dilution. : : 40.16 mg to ---> 200 ml to ---> 5 ml to ---> 50
Std.conc (in ppm)-20.08 1 mlto ---> 1 ml to ---> 1 mlto ---> 1
Test dilution .: l Granule/Pow. mg to ---> 500 mlto —-> 1 mlto ---> 1
Test.conc (in ppm)—20.00481 1 mlto ---> 1 ml to ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labeled claim : 10 mg
System suitability | bk ‘ MEAN .
Phenylephrine HCL 1391256 1393350 1392342 1391862 1396974 1393157 2267 0.163

With Bracketing std. 1398435 5 1394037 2959.0 0.212

Standard dilution. : 40.11 mg to ---> 100 mlto ---> 5 mlto ---> 50

Std.conc (in ppm)-40.11 1 mlto ---> 1 ml to ---> 1 mlto--—-> 1

Test dilution .: Granule/Pow. mg to ---> 500 ml o ---> 1 ml to ---> 1

Test conc(in ppm)-40.00977| 1 ml 1o ---> 1 mlto---> 1 ml to ---> 1

Conversion factor : 1.0000

Labeled claim : 20 mg

System suitability a .z ‘ ‘ , . mesN | s RSD in %
Chlorphenamine maleate 2645968 2642063 2649597 2650824 2649120 2647514 3535 0.134
With Bracketing std. 2653733 : : : 2648551 4055 0.153

2675346

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt . Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

Analysed by : C.ALBIN JWSE

Date : 02-11-2022




Safetab Life Science

Puducherry- 605 107

CQuality control Dep artment
<Sample Information>
Acquired by : C.Albin Jose
Sample Name - ROBUSTNESS-AS
Sample ID - BLANK-AS-LWL

Data Filename : 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-01.Icd
Method Filename : GRIPEX-AS-Low flow.lcm

Batlch Filename %811 022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
Vial # 1 2-

Injection Volume : 50 uL

Date Acquired :10/28/2022 3:17:05 PM

Date Processed :10/31/2022 9:52:06 AM

<Chromatogram>
METHOD VALIDATION$ GRIPEX - 1-97-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-01.lcd

uAU
10000017””"”" . 'PDA Multi 1 217nm,4nm|
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] \
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<Peak Table>

PDA Ch1217nm
Peak# Ret. Time|  Area

Total

| Area% | TPlate |[TFactor |Resolution|R.R.Time| Name

Analysed
<
Date : = \‘\
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Safetab Life Science

Puducherry- 605 107

CQuality cantral Dep artment

Acquired by

Sample Name

Sample ID
Tray#
Vial#

Injection Volume

Data File
Method File
Batch File

Report Format File
Date Acquired
Date Processed

Sample Information
: C.Albin Jose
: ROBUSTNESS-AS
: gARA+PHENYL+CPM-LWL-AS-STD—O1
12
: 50

1 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-02.lcd

: GRIPEX-AS-Low flow.lcm

: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

: DEFAULT.Isr
:10/28/2022 3:37:50 PM
:10/31/2022 9:52:12 AM

281022 GRIPEX- %AC MV-ROBUSTNESS-AS-02.lcd
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281022 GRIPEX- SAC-MV ROBUSTNESS-AS-06.lcd
g PDA&Mum 1 217nm,4nm
A 8
& Mg IS ——
T ‘l’l’L T ‘ 1 T T T T
10
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# | Title | ) Sample ID R.Time Area T PIate
2 [ESS-AS-02.lcd | PARA+PHENYL+CPM-LWL-AS-STD-01 | 3.827 | 5099857 4849
2 ESS-AS-03.lcd PARA+PHENYL+CPM-LWL-AS-STD-02 | 3.828 5114908 - 4819
2  ESS-AS-04.lcd PARA+PHENYL+CPM-LWL-AS-STD-03 | 3.827 5107087 | 4846
2  ESS-AS-05.lcd PARA+PHENYL+CPM-LWL-AS-STD-04 | 3.825 5108024
2 ESS-AS-06.lcd | PARA+PHENYL+CPM-LWL-AS-STD-05 | 3.831 | 5130176 | 4834
| Average e ) | 3.827 5112011 4840
L ~ %RSD - | 0.064 | 0.224 . o 271

Page:1/2

4850/ 1.253

281022 GRIPEX- SAC MV-ROBUSTNESS-AS-03.lcd

PDAﬁiault; 1217nm 4...n‘

|
|

281022 GRIPEX- SAC MV-ROBUSTNESS-AS-05.lcd

T.Factor
1.256
1.253

min

PDA&ﬁum 1 217nm,4nm



ID#2 Compound Name PHENYLEPHRINE

V|al# ‘ Title - Sample IrD | R.Time ; Area . T.Plate | T.Factor
2 ESS-AS-02.Icd PARA+PHENYL+CPM-LWL-AS-STD- 01 6801 & 1391256 6935 1.173
2 ESs- AS-03.Icd | PARA+PHENYL+CPM-LWL-AS-STD-02 | 6.791 | 1393350 | 6918 1.173
2 tss -AS-04.lcd | PARA+PHENYL+CPM-LWL-AS-STD-03 1 6.796 | 1392342 | 6926 1.171
2 ESS-AS-05.Icd| PARA+PHENYL+CPM-LWL-AS-STD-04 = 6.792 | 1391862 | 6918/ 1.173
2 ESS-AS-06.lcd| PARA+PHENYL+CPM-LWL-AS-STD-05 | 6.752 | 1396974 6949 1.173 |
| Average - | 6786 | 1393157 | 6929 1.173
| %RsD| 0287 | 0163 | 0191 0.097
ID#3 Compound Name: CHLORPHENAMINE
I V]aﬁ# Title Sample ID v ' i R.Time | Area j 3 T P'?E,,,,, TFactori
2 ESS-AS-02.lcd | PARA+PHENYL+CPM-LWL-AS-STD-01 | 10.899 | 2645968 65110 1.378
| 2 ESS-AS-03.Icd| PARA+PHENYL+CPM-LWL-AS-STD-02 | 10.898 | 2642063 | 64918 1.381 |
2 ESS-AS-04.lcd | PARA+PHENYL+CPM-LWL-AS-STD- 03  10.903 = 2649597 | 67107 1.385
’ 2 ESS-AS-05. lcd| PARA+PHENYL+CPM-LWL-AS-STD-04 | 10.900 | 2650824 65919 1.377
| 2 ESS-AS-06.li| PARA+PHENYL+CPM-LWL-AS-STD-05 | 10.897 = 2643120 | 64775 1. 385 |
| Average | 10.899 2647514 | 65566 1.381
.| %RsD| B 10020 | 0.134 | 1.477  0.273

Analysed B
Date : %/
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Safetab Life Science

Puducherry- 605 107

CQuality contval Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume

Data File
Method File
Batch File

Report Format File

Date Acquired
Date Processed

Sample Information

: C.Albin Jose

: ROBUSTNESS-AS

: gRIPEX-SAC-MV—LWL—AS—SOL—A—O1

1 3

: 50

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-07.lcd
: GRIPEX-AS-Low flow.lcm

: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
: DEFAULT.Isr

:10/28/2022 5:20:50 PM

:11/2/2022 10:58:22 AM

%882 GRIPEX-SAC-MV-ROBUSTNESS-AS-07.lcd %8 2 GRIPEX-SAC-MV-ROBUSTNESS-AS-08.lcd
mAU M0 Z  PDAMuiii 1 217nm,4nm  mAU h T =z PDAflnuItl 1 217nm,4nm
11— 5 1 - 5
g U = \ . ]‘ | ‘ Y <
=S AT I 11 S P~
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0V7i!¥* ! S— fff'o' '[“I 7l‘l7 T OTT“; ' T — V"/i%o'?-: \ _'7(777 4 \”1‘/\
0 10 0 10
min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
3 [ESS-AS-07.lcd | GRIPEX-SAC-MV-LWL-AS-SOL-A-01 6.744 1385921 7008| 1.175
3 ESS-AS-08.lcd| GRIPEX-SAC-MV-LWL-AS-SOL-A-02 6.772 1386251 | 6994 | 1.170
] Average 6.758 1386086 7001 1.172
%RSD| ) 0.302 | 0.017 0.140| 0.342 |
ID#2 Compound Name: CHLORPHENAMINE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
3  ESS-AS-07.lcd GRIPEX SAC-MV-LWL-AS-SOL-A-01 10.888 | 2680101 64784 | 1.383
3 [ESS-AS-08.lcd| GRIPEX-SAC-MV-LWL-AS-SOL-A-02 10.886 | 2670591 64528| 1.393
Average N 10.887 2675346 | 64656 | 1.388
2 %RSD - . 0.016 | 0.251 0.280| 0.496

min

Analysed By

Date :W
0

Page:1/1




Safetab Life Science

Puducherry- 605 107

Quality cantrol Dep artment

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File
Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose

: ROBUSTNESS-AS

: g:‘RIPEX-SAC-MV-LWL-AS-SOL-B-O1

14

: 50

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-09.lcd
: GRIPEX-AS.Icm

: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
: DEFAULT.Isr

:10/31/2022 11:36:02 AM

:10/31/2022 1:21:00 PM

281022 'GRIPEX- SAC MV-ROBUSTNESS-AS-09.lcd

281022 GRIPEX-SAC-MV- ROBUSTNESS-AS-10.lcd

Page:1/1

mAU ] l§ PDA Multi 1 217nm,4nm  mAU { |2 PDA Multi 1 217nm,4nm
500 | % 500 % \
‘J I ‘] “a. [
] = i S
Jg ] i 1
0o T . O == \‘—“”—ﬂ
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID R.Time Area T. Plate T.Factor
4 ESS-AS-09.lcd | GRIPEX-SAC-MV-LWL-AS-SOL-B-01 3.820 4957912 4831 | 1.262
4 ESS-AS-10.lcd | GRIPEX-SAC-MV-LWL-AS-SOL-B-02 3.820 4956802 4819 | 1.262
- ~ Average 3.820 4957357 4825| 1.262
L ~ %RSD 0.012 0.016 0.174| 0.041
Analysed B
SV
Date : %ﬂ/ \\\\f\/



Safetab Life Science

Puducherry- 605 107

CQuality control Department

<Sample Information>

Acquired by
Sample Name
Sample ID
Data Filename

Method Filename

Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

: C.Albin Jose
: ROBUSTNESS-AS
. PARA+PHENYL+CPM-LWL-AS-BKT-STD
: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-11.lcd
: GRIPEX-AS-Low flow.lcm
: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

1 2-2
: 50 uL

: 10/28/2022 6:43:16 PM
:10/31/2022 9:52:26 AM

<Chromatogram>
METHOD VALIDATION$ GRIPEX - 1-107-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-11.lcd
uAU
| g - o g PDA Multi '1'"21’7hm,2inr'ni
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o w i
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min
<Peak Table>
PDA Ch1217nm . ) _—
Peak# Ret. Time Area Area% T.Plate | T.Factor |Resolution| R.R.Time Name ]
1 3.827 5093045 55.691| 4842 1255 | - - PARACETAMOL ]
2 6.780 1398435 15291, 6936 | 1.177 | 10.82 -- PHENYLEPHRINE 1
3 10.899 |2653733 29.018| 64716 | 1.385 @ 16.58 -- CHLORPHENAMINE |
Total 9145213 ~ 100.000 | 1 . B
Analysed B Checked By ,
A
Date : \\\V‘/ D \\)']/‘jt

v
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Safetab Life Science
Puducherry - 605 107

; QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Title . ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS

Product Name GRIPEX i Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage WAVELENGTH CHANGE (HIGH WAVELENGTH AT 223NM) Exp.Date To be fixed

Each 4500 mg of Sachet Contains:

Paracetamol BP ----------vsoemmmonnneaaeae
Chlorphenamine Maleate BP
Phenylephrine Hydrochloride BP

_ ASSAY OF PARACETAMOL

Instrument ID: ST/QC/EQ/039 |B¢|Ianc¢ ID: ST/QC/EQ/0414030 WS No.: ST/Ws/22/011

% Purity (aib) | 1000

Standard dilution. : 65.30 mg to ---> 100 mlto ---> 5 mlto ---> 50

Std.conc (in ppm)-65.3 1 mlto ---> 1 mlto ---> 1 mlto---> 1

Test dilution .: ] Granule/Pow. mg o ---> 500 mlto ---> 5 mlto ---> 100

Test conc(in ppm)—65AOl588| 1 mlto ---> 1 mlto ---> 1 mlto ---> 1

Conversion factor : 1.0000

Labeled claim : 650 mg

Average weight . 4500 mg

Sy’ﬁcrﬁ,wﬂﬁbilﬁy o ‘ . "i s | & . 5 “ . MEAN l  sb | RDIN%
|Paruce'ramol 5728817 5719868 5722613 5709269 5689932 5714100 15246 0.267
With Bracketing std. 5721139 5715273 13936 0.244

5548751

ASSAY OF PHENYLEPHRINE HYDROCHLORIDE

WS No.:

Standard dilution. : - 4016 mg to ---> 200 mlto---> 5 mlto ---> 50

Std.conc (in ppm)-20.08 1 mlto ---> 1 ml to ---> 1 mlto---> 1

Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mlto ---> 1

Test.conc (in ppm)-20.0048 1 mlto ---> 1 mlto ---> 1 mlto ---> 1

Conversion factor : 1.0000

Labeled claim H 10 mg

Phenylephrine HCL 1020534 1019951 1019652 1015133 1015548 1018164 2601 0.255
With Bracketing std. 1020239 1018510 2475.7 0.243

T

F CHLORPHENAMINE MALEATE . = ,
WS No.: S5T/Ws/22/039 % Purity (aib) 99.7
Standard dilution. : 40.11 mg to ---> 100 ml to ---> 5 mlto ---> 50
Std.conc (in ppm)-40.11 1 mlto ---> 1 ml to ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 ml to ---> 1 mlto ---> 1
Test conc(in ppm)-40.00977 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labeled claim H 20
Systemsuitability [ 1 a0 s 5 s T wen T En ek
Chlorphenamine maleate 2779374 2779453 2779398 2762501 2769035 2773952 7820 i 0.282
With Bracketing std. : 2759639 : : 2771567 9114 0.329

2773371

Assay limit 190.0% 0 110.0% |

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Aésay in mg/Sachet x 100
Assay in mg /Sachet Assay in %

Standard area x sample dilution x 100 Labeled claim

Analysed by : C.ALBIN {®SE

Date : 02-11-2022




Safetab Life Science

Puducherry- 605 107

Quality contral Department

<Sample Information>

Acquired by
Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: C.Albin Jose

: ROBUSTNESS-AS
- BLANK-AS-HWL

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-12.lcd
: GRIPEX-AS-Low flow.lcm
: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Ich

Vial # :2-5
Injection Volume : 50 uL
Date Acquired : 10/28/2022 7:03:53 PM
Date Processed : 10/31/2022 9:55:02 AM
<Chromatogram>
METHOD VALIDATION$ GRIPEX - 1-108-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-12.1cd
uAU
L : B ~ PDAMulti 1 223nm,4nm
50000~
0_____,—/\’\/L___ﬁ,w, SERCE — 'jLA/w T e, S—— S——
]
-50000 | s : : , B -

0.0

2.5

5.0 7.5

10.0 12.5 17.5
min
<Peak Table>
PDA Ch1 223nm R o : B -
IPeak#| Ret. Time Area Area% T.Plate | T.Factor |Resolution| R.R.Time ~ Name B
| Total I ] ]
N

Analysed By Checked By \W,Vx/

: > D A
Date S \\\ c)'))(
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Safetab Life Science

Puducherry- 605 107

Quality control Dep artment

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File
Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose

: ROBUSTNESS-AS

: SARA+PHENYL+CPM-HWL—AS—STD—01
' 6

: 50

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-13.lcd
: GRIPEX-AS-Low flow.lcm

: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

: DEFAULT.Isr

:10/28/2022 7:24:30 PM

:10/31/2022 9:55:04 AM

281022 GRIPEX- SAC MV-ROBUSTNESS-AS-13.lcd

mAU ‘
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— 7~

|
|
|
\
\
\
—_—
|

min

281022 GRIPEX- SAC MV ROBUSTNESS-AS-15.lcd

min

281022 GRIPEX- SAC MV-ROBUSTNESS-AS-16.lcd

mAU 1 5 PDAtﬁaultu 1 223nm,4nm  mAU 1 é % PDAEMulu 1 223nm,4nm
500 s S 500 = & 5
0 | o = . : TE] ] ] ’ 1 0_—Jk_f | — '_I ; ._E_K__ — 77,,1
0 10 0 10
min min
281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-17.lcd
mAU 1 Z z PDAfﬁ’Iultl 1223nm, 4nﬂ
500~ = B 8
Ok s
o,j_._f\’,_ﬁ\yl ‘ﬁ ] I/\\'IE‘ = E; | : : Al
0 10
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vlal# ~ Title Sample ID B o | R.Time Area | T.Plate \TFactor1
6 ESS-AS-13.lcd | PARA+PHENYL+CPM- HWL—AS STD 01| 3.828 _5728817 7 4772 | 1.255
6 ESS-AS-14.lcd | PARA+PHENYL+CPM-HWL-AS-STD-02 | 3.826 | 5719868 4837| 1.258
6 [ESS-AS-15.lcd | PARA+PHENYL+CPM-HWL-AS-STD-03 | 3.828 5722613 ~ 4775| 1.254
6 [ESS-AS-16.lcd | PARA+PHENYL+CPM-HWL-AS-STD-04 | 3.821 | 5709269 4808 | 1. 2507
6 [ESS-AS-17.Icd | PARA+PHENYL+CPM-HWL-AS-STD-05 | 3.813 | 5689932 4815 | 1.252
) Average B B 1 3.823 | 5714100 | 4801 1.254
%RSD | 0.165 | 0.267 0. 5747 1 0.242 |

Page:1/2




ID#2 Compound Name PHENYLEPHRINE

CVial# | Title | Sample ID R.Time Area T. Plate ‘TFactor
6 %ss AS-13.lcd| PARA+PHENYL+CPM-HWL-AS-STD-01  6.753 | 1020534 ) 6859 1.174
6 ESS-AS-14.Icd | PARA+PHENYL+CPM-HWL-AS-STD-02 | 6.755 | 1019951 6808 1.177 |
6 ESS-AS-15.Icd | PARA+PHENYL+CPM-HWL-AS-STD-03 | 6.752 | 1019652 6848 1.175 |
6 ESS-AS-16.lcd | PARA+PHENYL+CPM-HWL-AS-STD-04 | 6.764 = 1015133 | 16904 1.175
6 ESS-AS-17.Icd | PARA+PHENYL+CPM-HWL-AS-STD-05 | 6.797 | 1015548 | 6839 1.174 |
| Average| 6.764 | 1018164 | 6852 1.175
| wRrsp| | 0278 | 0255 | 0.512| 0.079
ID#3 Compound Name: CHLORPHENAMINE
Vial# |  Tile | sampleID RTime | Area | T.Plate | T.Factor |
6 ESS-AS-13.Icd | PARA+PHENYL+CPM-HWL-AS-STD-01 | 10.896 | 2779374 67582 1.410
6 [ESS-AS-14.lcd | PARA+PHENYL+CPM-HWL-AS-STD-02 | 10.894 = 2779453 66389 | 1.413
6 ESS-AS-15.lcd | PARA+PHENYL+CPM-HWL-AS-STD-03 | 10.901 | 2779398 65418| 1.396 |
6 ESS-AS-16.lcd | PARA+PHENYL+CPM-HWL-AS-STD-04 | 10.880 | 2762501 | 65962 1.398 |
6 ESS-AS-17.Icd | PARA+PHINYL+CPM-HWL-AS-STD-05 | 10.882 | 2769035 = 66474 1.410
| Average 10.891 | 2773952 66365 1.405
~ %RSD| | 0.083 | 0.282 |  1.204, 0.545 |
Analysed Checked By
Date : \\\"‘/ Dat \ '1/0/‘/2/
d

Page:2/2
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Safetab Life Science

Puducherry- 605 107

Quality control Dep artment

Acquired by
Sample Name
Sample ID

Tray#
Vial#

Injection Volume
Data File

Method File

Batch File

Report Format File
Date Acquired
Date Processed

Sample Information
: C.Albin Jose
: ROBUSTNESS-AS
: gRIPEX-SAC-MV-HWL—AS—SOL—A-O1
2 7

: 50

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-18.Icd
: GRIPEX-AS-Low flow.lcm

: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

: DEFAULT.Isr

1 10/28/2022 9:07:55 PM

1 11/2/2022 11:01:09 AM

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-18.lcd
mAU 500

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-19.lcd

, Z PDITEMuIti 1 223nri,4nm & PD/T\EK/IuIti 1 223run,4nm
1. /JH g \% E | j\ ! = 2
SARUIE LIPS BN - S oML 2 n
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE
Vial# Title ~ Sample ID R.Time Area | T Plate T.Factor
7 ESS-AS-18.lcd| GRIPEX-SAC-MV-HWL-AS-SOL-A-01 6.763 1019859 |  6989| 1.191
| 7 [ESS-AS-19.lcd | GRIPEX-SAC-MV-HWL-AS-SOL-A-02 6.787 1007333 __ B955| 1.165
! Average | 6.775 1013596 6972| 1.178
%RSD - B 0.248 0.874 0.346| 1.562 |
ID#2 Compound Name: CHLORPHENAMINE
Vial# Title Sample ID R.Time Area _ T.Plate | T.Factor
7 ESS-AS-18.lcd| GRIPEX-SAC-MV-HWL-AS-SOL-A-01 10.886 2777815 63857 | 1.398
7 [ESS-AS-19.lcd | GRIPEX-SAC-MV-HWL-AS-SOL-A-02 | 10.885 2768927 . 67916| 1.403
i ' Average 10.885 2773371 65887 1.400
%RSD| - B 0.009 0.227 - 4.357| 0.270
Analysed B Checked By A/
Date : \-\\\7‘/ Da c\/é/’(’

Q

Page:1/1
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Safetab Life Science

Puducherry- 605 107

Quality control Department

Sample Information

Acquired by : C.Albin Jose
Sample Name : ROBUSTNESS-AS
Sample ID : GRIPEX-SAC-MV-HWL-AS-SOL-B-01
Tray# 2 .
Vial# 18
Injection Volume : 50
Data File : 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-20.lcd
Method File : GRIPEX-AS.Icm
Batch File : 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
Report Format File : DEFAULT.Isr
Date Acquired 1 10/31/2022 12:17:16 PM
Date Processed : 10/31/2022 1:23:54 PM
281022 GRIPEX- SAC MV-ROBUSTNESS-AS-20.lcd 281022 GRIPEX- SAC MV-ROBUSTNESS-AS-21.lcd
mAU PDA Multi 1 223nm,4niiy ~ mAU ]

PDA Multi 1 223nm,4rini|
500~ |

3 2
,_ K 500-| E |
] S ] S |
0;7 Lﬁ e — = 737_7_,7'_7,7'—"? e s Oiyg‘/;k ‘A e —— e - e =

T T T T I T T T "

0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID R.Time Area | T.Plate | T.Factor
8 [ESS-AS-20.lcd| GRIPEX-SAC-MV-HWL-AS-SOL-B-01 3.832 5551103 - 4902| 1.263
8 ESS-AS-21.lcd| GRIPEX-SAC-MV-HWL-AS-SOL-B-02 3.832 5546398 4895 1.261
Average S 3.832 5548751 - 4898 1.262
%RSD - 0.004 0.060 0.104| 0.125

Analysed By

Page:1/1



Safetab Life Science

Puducherry- 605 107

Quality contral Department
<Sample Information>
Acquired by : C.Albin Jose -
Sample Name : ROBUSTNESS-AS
Sample ID : PARA+PHENYL+CPM-HWL-AS-BKT-STD

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-22.Icd
: GRIPEX-AS-Low flow.lcm

: %861 022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

- 50 uL

:10/28/2022 10:30:32 PM

1 10/31/2022 9:55:17 AM

<Chromatogram>
- METHOD VALIDATION$ GRIPEX - 1-118-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-22.Icd
uA
750000 J g S y - PDA Multi 1 223nm,4nm
| < E
|
& W 3
500000 § z &
3 i 5
250000 i =
f 2
~
[(e]
0, _A_W‘J\\r\___/‘/\ /\ Y — o il
T T T T T T T T T T T 1 T l | e
0.0 25 5.0 75 10.0 12.5 15.0 175
min
<Peak Table>
PDACh1 223 (0 i
Peak#| Ret. Time Area Area% T.Plate | T.Factor [Resolution| R.R.Time Name ]
1 | 3.827 5721139 60216 4799 | 1254 - | -~ | PARACETAMOL
| 2 | 6.760 |1020239 ©10.738| 6849 | 1476 | 1071 | -  |PHENYLEPHRINE |
3 | 10.887 |2759639 | 29.046| 64450 | 1.402 | 1656 - |CHLORPHENAMINE |
Total | 9501018 | 100.000 \ i . 1

Analysed B
Date : W

Chetked By

at

Page:1/1



Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GR{PEX SACHETS
Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage FLOW RATE CHANGE (LOW FLOW RATE 1.1ML/MINUTE) Exp.Date To be fixed
Each 4500 mg of Sachet Contains:
Paracetamol BP -------eemeemmmmnmneeeeae
Chlorphenamine Maleate BP
Phenylephrine Hydrochloride BP
Instrument ID: I ST/QC/EQ/039 ST/QC/EQ/0414030 WS No.: ST/Ws/22/011 % Purity (aib) l 100.0
Standard dilution. : 65.30 mg to ---> 100 ml to ---> 5 mlto ---> 50
Std.conc (in ppm)-65.3 1 ) ml to ---> 1 ml to ---> 1 ml o ---> 1
Test dilution .: l Granule/Pow. mg to ---> 500 mlto ---> 5 mlto ---> 100
Test conc(in ppm)-65.01588| 1 ml to ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labeled claim 650 mg
Average weight
System suitability » ) . o5 hean . sp | psbinx
Paracetamol 5602731 5623254 5615149 5651261 5607811 5620041 19093 0.340
With Bracketing std. 5602865 5617179 18461 0.329

PHENYLEPHRINE HYDROCHLORI

Assay limit

e

r IAARI/WS/344 l% Purity (aib) I 98.9

Labeled claim

Phenylephrine HCL

mg

1346939

1343271 1344675

1346568

1343507

WS No.:
Standard dilution. : 40.16 mg to ---> 200 mlto ---> 5 mlto---> 50
Std.conc (in ppm)-20.08 1 ml to ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to --—-> 500 mlto ---> 1 mlto ---> 1
Test.conc (in ppm)-20.0048 1 mlto---> 1 mlto ---> 1 mlto ---> 1
Conversion factor : 1.0000
10

1344992

With Bracketing std.

1342280

1344540

1880.0

Standard dilution. : 40.11 mg to ---> 100 mlto ---> 5 mlto---> 50
Std.conc (in ppm)-40.11 1 ml o ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mlto---> 1
Test conc(in ppm)-40.00977 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor 1.0000
Labeled claim 20 mg
System suitability . .. 2 .4 5 [ MEAN 8D RSDin%
Chlorphenamine maleate 2993172 2993391 2984657 2986478 2986505 2988841 4123 0.138
With Bracketing std. 2982702 2987818 4459 0.149
Calculation fomula :
Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

Pl

Analysed by :

Date:

C.ALBINYPSE

02-11-2022




Safetab Life Science

Puducherry- 605 107

Quality contral Department

<Sample Information>

Acquired by
Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: C.Albin Jose

: ROBUSTNESS-AS

: BLANK-AS-Low Flow

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-23.lcd
: GRIPEX-AS-Low flow.lcm

: 2891 022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

D 2-

- 50 uL

:10/28/2022 10:51:09 PM

: 10/31/2022 10:32:36 AM

<Chromatogram>
T METHOD VALIDATION$ GRIPEX - 1-119-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-23.lcd
u
100000 ’ ’ ’ PDA Multi 1 220nm,4nm
|
50000
0”"'—— _J\\]\ S e SR ~j\\¥"'4\7'k"’*"*"‘— """" T T~ ]
-50000 | ) RO £ S LSSt i s S N SR . [
0.0 2.5 5.0 7.5 10.0 12.5 16.0 17.5
min
<Peak Table>
PDA Ch1220nm o S . B
Peak# Ret. Time | Area Area% T.Plate | T.Factor |Resolution| R.R.Time| ~ Name |
Total| | . L ]
Analysed B \/ Checked B \ \-1/3’\/’/
Date : % Dat ?)\\
! J

Page:1/1



Safetab Life Science

Puducherry- 605 107

Quality cantrol Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File

Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

. C.Albin Jose
: ROBUSTNESS-AS
: PARA+PHENYL+CPM-LFlow-AS-STD-01

W)
110

: 50

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-24.lcd
: GRIPEX-AS-Low flow.lcm
: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

: DEFAULT.Isr

1 10/28/2022 11:11:48 PM
1 10/31/2022 10:32:39 AM

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-24. lcd

mAU

(5]
o
o
ARX

281022 GRIPEX- SAC MV ROBUSTNESS-AS-26.lcd

281022 GRIPEX- SAC MV- ROBUSTNESS -AS-25.lcd

FDA (\ziultl 1 220nm,4nm

Z FCA &ium 1 220nm, 4nm mAU ;5 Z
53] 8 I [54)
T ) 500 | < = )
e \:, 1 £ E g\;
Ak jr - ; & AT _J -1
T T ’ 1 T T =t S & T T [ T T
0

-
o

min

min

281022 GRIPEX-SAC-MV- ROBUSTNESS-AS-27.lcd

mAU ] % % PDA &ium 1 220nm,4nm|  mAU 1 2 Z PDA Multu 1 220nm,4nm
500 S E 5 500- !< = z
1 [=%) =¥ ~ [a¥) =™ ~
O;J\,,_f\ } § AT \= 0 1\ «J 3 AT =
T 1 I T | T T T . S T T T "“T—‘l T T T T
0 10 0 10
min min
281022 GRIPEX- SAC MV-ROBUSTNESS-AS-28.lcd
mAU ] Zz PDA f!iultl 1 220nm,4nm
500 ,g o> O
al o —
1 LE : (t;
AN Ak =
0 ***** T {’ R T U I N — T
0 10
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# |  Title | Sample ID RTlme - Area ) T Plate T.Factor
10 ESS-AS-24.lcd | PARA+PHENYL+CPM-LFlow-AS-STD-01| 4.165 | 5602731 | _77‘51547 1.260
10 ESS-AS-25.lcd |PARA+PHENYL+CPM-LFlow-AS-STD-02 4.1727 5623254 _ 5135| 1.257
~ 10 [ESS-AS-26.Icd |PARA+PHENYL+CPM-LFlow-AS-STD-03| 4.164 5615149 5159| 1.262
10 ESS-AS-27.lcd |PARA+PHENYL+CPM-LFlow-AS-STD-04| 4.175 5651261 | 5148 | 1.263
10 [ESS-AS-28.lcd |PARA+PHENYL+CPM-LFlow-AS-STD-05| 4.154 5607811 |  5102] 1.260
Average | 4.166 5620041 |  5140| 1.260
| %RSD| 0.200 0.340 1 0.449| 0.183

Page:1/2




ID#2 Compound Name: PHENYLEPHRINE

vial# | Tile | Sampleld  RTime  Area T.Plate  TFactor
10 ESS-AS-24.lcd PARA+PHENYL+CPM-LFlow-AS-STD-01| 7.425 = 1343271 7156 1.184
10 ESS-AS-25.Icd | PARA+PHENYL+CPM-LFlow-AS-STD-02  7.441 | 1346568 7229 1187
| 10 ESS-AS-26.Icd |PARA+PHENYL+CPM-LFlow-AS-STD-03| 7.410 | 1343507 | 7131 1.186
10 ESS-AS-27.lcd PARA+PHENYL+CPM-LFlow-AS-STD-04| 7.400 | 1346939 @7 - Zgzvsi 1.186
~ 10 [ESS-AS-28.lcd  PARA+PHENYL+CPM-LFlow-AS-STD-05| 7.433 | 1344675 | 7148“ 1.186
| Average | 7.422 | 1344992 ~ 7178] 1.186 |
| ~ %RSD - ] 0.226 0.126 |  0.645| 0.089 |
ID#3 Compound Name: CHLORPHENAMINE
\7|al# Title 7 SampE D R.Time | Area T. Plate I Tfactbr ’
10 ESS-AS-24.Icd PARA+PHENYL+CPM-LFlow-AS-STD-01| 11.225 | 2993172 64682 1.411 |
10 ESS-AS-25.lcd | PARA+PHENYL+CPM-LFlow-AS-STD-02| 11.227 | 2993391 64908 | 1.424 }
10 ESS-AS-26.lcd | PARA+PHENYL+CPM-LFlow-AS-STD-03| 11.220 | 2984657 7 63]37?: 1.408 \
|10 [ESS-AS-27.lcd |PARA+PHENYL+CPM-LFlow-AS-STD-04| 11.223 | 2986478 | 64842 1.407
[ 10 [ESS-AS-28.Icd |PARA+PHENYL+CPM-LFlow-AS-STC-05, 11.215 2986505 | ,,_6A5},.3_1,,1i, 1.420
| Average - 11.222 2988841 64660 1.414 |
- %RSD o - 0.041 | 0.138 | 0.836, 0.519 |
Analysed B (\P/ Checked By /(/
Date : A\ Da \\WP

J))\

Page:2/2



Safetab Life Science

Puducherry- 605 107

Quality control Dep artment

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File
Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information
: C.Albin Jose
: ROBUSTNESS-AS
: %;RIPEX-SAC—MV-LFIow-AS-SOL—A-O1

c 11

: 50

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-29.lcd
: GRIPEX-AS-Low flow.lcm

: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

: DEFAULT.Isr

:10/29/2022 12:54:59 AM

:10/31/2022 10:43:22 AM

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-29.lcd

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-30.lcd

mAU 500 | Z PDA|Multi 1 220nm,4nm  mAU 500 | 1/ Z PDA|Multi 1 220nm,4nm
I | Il £ R |
{0 I R Y O Y-
! (=] E N i ) ’ [o\] ‘
0 : '\J i /, \r}/‘\);_’fi\\y — S ji%‘ OLQ\L L\ .‘: k j\ {[\f‘\r"' Jt: —— e *J‘
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
11 ESS-AS-29.lcd | GRIPEX-SAC-MV-LFlow-AS-SOL-A-01 | 7.406 1323176 7283 | 1.162
11 ESS-AS-30.lcd | GRIPEX-SAC-MV-LFlow-AS-SOL-A-02 | 7.428 1315148 7359| 1.156
- Average 7.417 1319162 7321} 1.159
%RSD B 0.211 0.430 0.735| 0.350 |
ID#2 Compound Name: CHLORPHENAMINE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
11 ESS-AS-29.lcd | GRIPEX-SAC-MV-LFlow-AS-SOL-A-01 | 11.221 | 2986972 64527 | 1.396
11 ESS-AS-30.lcd | GRIPEX-SAC-MV-LFlow-AS-SOL-A-02 | 11.212 2979587 64958 | 1.396
Average B ) 11.217 | 2983279 64742 | 1.396
%RSD - 0.059 0.175 0.471| 0.021
Anaiysed By Checke y
Date : \\\V‘/ Dat \\fj‘/‘/
0 >
v/

Page:1/1



Safetab Life Science

Puducherry- 605 107

Quality contiol Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File

Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information
: C.Albin Jose
- : ROBUSTNESS-AS
: (ZSRIPEX-SAC-MV—LFIow—AS-SOL—B-O1
$ 12
: 50
: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-31.Icd
: GRIPEX-AS-Low flow.lcm
: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
: DEFAULT.Isr
:10/31/2022 1:12:07 PM
1 11/1/2022 7:26:21 AM

281022 GRIPEX-SAC-MV- ROBUSTNESS-AS-31.lcd

281022 GRIPEX- SAC MV-ROBUSTNESS-AS-32.lcd

mAU o ;é PDA Multi 1 220nm,4nm  mAU ] PDA Multi 1 220nm,4nm
500 l e 500 |
& 1 |
- .
(EERALESS  —————— 0 e e |
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID R.Time Area T. Plate T.Factor |
12 ESS-AS-31.led | GRIPEX-SAC-MV-LFlow-AS-SOL-B-01 | 4.164 5472739 5176 1.268
12 ESS-AS-32.Icd | GRIPEX-SAC-MV-LFlow-AS-SOL-B-02 | 4.174 5487250 5201| 1.268
Average | 4.169 5479994 5189 1.268
. %RSD 0.183 0.187 0.335| 0.045
bR
Analysed Checkey v
el \Wfﬂ
Date : ) A
(N}

Page:1/1
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Safetab Life Science

Puducherry- 605 107

Quality cantiol Department

<Sample Information>

Acquired by
Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

. C.Albin Jose

: ROBUSTNESS-AS

: PARA+PHENYL+CPM-LFlo-AS-BKT-STD

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-33.Icd
: GRIPEX-AS-Low flow.lcm

: %81 c())22 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

2 2-1

- 50 uL

:10/29/2022 2:17:23 AM

2 10/31/2022 10:32:51 AM

<Chromatogram>
METHOD VALIDATION$ GRIPEX - 1-129-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-33 Icd
uAU
{ 3 ) UZJ . PDA Multi 1 220nm,4nm|
i E —
\ < =
1 - <
| w Z
O w %
500000 & z a
< [ o
& i o
~ o i:-l
2 5 5
v z g
s o~
250000 & “:
(\ Y
- <
N~
O;_A ‘}L\J\j\\ J /\ B ) i . - -
=g Tt - LA S 7
0.0 2.5 50 7.5 10.0 12.5 15.0 171.5
min
<Peak Table>
PDA Ch1 220nm - ) - .
Peak#| Ret. Time Area | Area% T.Plate | T.Factor Resolutlon\ R.R. TlmeI ~ Name
1 | 4162 5602865 |  56.436 5151 1.257 } - |PARACETAMOL ]
2 - 7.433 1342280 ~13.520 7179 1.184 } | - PHENYLEPHRINE
3 | 11.223 2982702 30.044 64794 1.401 B '7: B JQHLORPHENAAMINEW”m”
| Total 19927847 | 100000 | ,,,J,, N R R

Analysed By
Date : %"\/
O

Page:1/1



Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title o ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENA&XNE MALEATE IN GRIPEX SACHETS
Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage FLOW RATE CHANGE (HIGH FLOW RATE 1.3ML/MINUTE) Exp.Date To be fixed

Each 4500 mg of Sachet Contains:
Paracetamol BP -------zesmmmmmmmmnmnnnee
hlorph ine Maleate BP

Phenylephrine Hydrochloride BP

o _ ASSAY OF PARACETAMOL

Instrument ID: ST/QC/EQ/039 IBqunce ID: ST/QC/EQ/0414030 ‘ws No.: ST/WS/22/011 % Purity (aib) 100.0

Standard dilution.: 65.30 mg to ---> 100 mlto---> 5 mlto ---> 50
Std.conc (in ppm)-65.3 1 mlto ---> 1 mlto ---> 1 mlfo ---> 1
Test dilution .: | Granule/Pow. mg to ---> 500 mlto ---> 5 mlto ---> 100
Test conc(in ppm)-65.01588l 1 ml to ---> 1 mlto ---> 1 ml to ---> 1
Conversion factor : 1.0000

Labeled claim : 650 mg

Average weight 4500 mg

System suitability 1 2 s s ‘ L L il ABsRink
Paracetamol 4752119 4754500 4753685 4759695 4778631 4759726 10944 0.230
With Bracketing std. 4794882 4765585 17373 0.365 ]

ASSAY OF PHENYLEPHRINE HYDROC

S

W5 No.: | 1AART/WS/344 |% Purity (aib) 989
Standard dilution.: 40.16 mg to ---> 200 mlto ---> L) ml to ---> 50
Std.conc (in ppm)-20.08 1 mlto ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 ml o ---> 1 mlto---> 1
Test.conc (in ppm)-20.0048 1 mlto ---> 1 ml to ---> 1 mlto ---> 1

Conversion factor : 1.0000

Phenylephrin 1138804 1141459 1139243 1145911 1140909
With Bracketing std. - 1150788 1142555 4838.3 0.423

B % i

[strwsr2zi039 [ purity @ity | 997

Standard dilution. : 40.11 mg to ---> 100 mlto---> 5 mlto ---> 50

Std.conc (in ppm)-40.11 1 mlto ---> 1 ml to ---> 1 mlto ---> 1

Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 ml to ---> 1

Test conc(in ppm)-40.00977 1 mlto ---> 1 mlto ---> 1 ml to ---> 1

Conversion factor : 1.0000

Labeled claim : 20 mg

System suitability | 1 . 4. 3 4 0w | eb | RsDin%
Chlorphenamine maleate 2517667 : 2517700 2520742 2519611 2530300 2521204 5251 0.208
With Bracketing std. 2521232 . 2521209 4696 0.186

2524832

190.0% 10 110.0% |

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

7

Analysed by : CALBIN T0SE Checkell Dy, \ 'v\/\j\/l/

Date : 02-11-2022 ate) W
) 9/




Safetab Life Science

Puducherry- 605 107

Quality cantrol Dep artment
<Sample Information>
Acquired by : C.Albin Jose
Sample Name : ROBUSTNESS-AS
Sample ID : BLANK-AS-High Flow

Data Filename - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-34.Icd
Method Filename : GRIPEX-AS-Low flow.lcm
Batch Filename  : 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

Vial # 1 2-13
Injection Volume @ 50 uL
Date Acquired - 10/29/2022 2:38:01 AM
Date Processed : 10/31/2022 10:35:55 AM
<Chromatogram>
AU METHOD VALIDATIONS$ GRIPEX - 1-130-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-34.lcd
u
L F— S - ’ ~ PDAMulti 1 220nm,4nm|
!
50000
0;'7 X \kkﬁw___#,f_._ - _ﬂ/,/L — NN
'500007 L I T T T T | T T T T | T T T T I T LA B R B LI T T R | T T T T | T T T I4J
0.0 2.5 5.0 7.5 10.0 12:5 160 176
min
<Peak Table>
PDACh1220000 O R —
F@ak# Ret. Time|  Area WL Area"A,,,,F T.Plate | T.Factor [Resolution| RRTime|  Name W
Total | | N I —— ! - R

Checked By 1/’4/
Enl

Page:1/1



Safetab Life Science

Puducherry- 605 107

Cuality cantrwol Department

Sample Information

Acquired by : C.Albin Jose
Sample Name : ROBUSTNESS-AS
%amp!e 1D : SARA+PHENYL+CPM -HFlow-AS-STD-01
ra :
Vial# - 14
Injection Volume : 50
Data File : 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-35.lcd
Method File : GRIPEX-AS-Low flow.lcm
Batch File : 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
Report Format File : DEFAULT.Isr
Date Acquired 1 10/29/2022 2:58:38 AM
Date Processed :10/31/2022 10:35:58 AM
281022 GRIPEX- SAC MV ROBUSTNESS-AS-35.lcd 281022 GRIPEX- SAC MV ROBUSTNESS-AS-36.lcd
mAU [ \;5 Z PDﬁWuIL. 1 220nm,4nm  mAU jé Z PDA‘:’Nu.u 1 220nm,4nm|
500 12 = 5 | 500~ 1S = &
1 || & [ l ' I| e o, k\
' = g = 1 s 3 =
LB 8 8 g R 18 |
0 i, /ﬁj_, = :“/—\‘&;"’ ’;1’5;*:;'*:‘7_*;' ;l Oj’;j;i;._é?: 4.'@ = E i —————s i’f‘;::,l
0 10 0 10
min min
281022 GRIPEX-SAC-I MV -ROBUSTNESS-AS-37.lcd 281022 GRIPEX -SAC-MV-ROBUSTNESS-AS-38.lcd
mAU ;‘2 Z PDmultl 1 220nm,4nm  mAU PDA‘ﬂuIU 1 220nm, 4nm
500 < % O 500 % U
a9 (=¥ ~ =% S
E & k:% < g
i ! 5 n d
O L e —— 1_‘_Lr ‘44‘8——,:—?* S O — ] e ————— e
0 10 0 10
min min
281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-39. lcd
mAU 1 E L% PDA“_'Multl 1 220nm,4nm
500 < o 5
[a¥ [=™ -~
LB &
. " I ;
0“’;,,4'41#::‘1]\:5‘0 = ffTﬂ__:‘*:‘ﬁ:‘gi
0 10
min
<< PDA >>
ID#1 Compound Name PARACETAMOL
: 7 7777777 Sample D TR.Time | Area } T. Plate 11 T:Ea_gtgr%\[
PﬁAﬁF}A+Pﬂ§ML+CPM HFlow-AS- STD 01 3.530 | §Z§gll9 | 7774@1: 1.247 |
PARA+EHENYliCLMJ_FI_oleS -STD- 027 3.529 7@4500» 7 ' - 4560 1.246
PARA{-ﬂ-iE\JiYL+Qﬂ“HF|ow -AS-STD-03 3.527 Ai7536857 | 4531
- 14 ESE ESS-AS-38. ch PARA+PHENYL+CPM HFlow-AS- STD-04| 3.528 77475969_57 o 4552 1.
14 [ESS-AS-39.lcd PAILA#EHEIV&-%Q&@FIOW -AS-STD-05; 3.538 | 4778631 | 4553
_y MAwerage| . 00 . 3.530 | 4759726 |  4552) 1.
| erso|  lois | 0230 | 0.267] 0110 |

Page:1/2



ID#2 Compound Name PHENYLEPHRINE

Vlal# ‘ Title - Sample ID ) "‘ R.Time \ Area T. Plate  T.Factor |
! 14 }zss AS-35.Icd PARA+PHENYL+CPM-t -HFlow-AS-STD- 01 6.289 1138804 , 6673 1.174 |
"”414}77 ESS-AS-36.k lcd |PARA+PHENYL+CPM-HFlow-AS-STD- 02 6.290 \ 1139126 | 6635 1.173
14 ESS -AS-37.lcd [PARA+PHENYL+CPM-HFlow-AS-STD- -03 6.290 | 1141459 6672 1.176 |
| 14 ESS-AS-38 lcd |PARA-+PHENYL-+CPM-HFlow-AS-STD- 04. 6.287 | 1139243 i o stsgsgj}, 1172 |

ESS-AS-39.lcd |PARA+PHENYL+CPM-HFlow-AS- -STD-05 6.287 | 1145911 6660, 1.176 |
 Average| \ 6.289 | 1140909 T 6660 1.174
_%RSD| o 0023 | 0262 | 0226 0128

1D#3 Compound Name: CHLORPHENAMINE

ViaT#1' CTite | SamplelD i RTime | Area | T Plate \TFactorl

14 ESS-AS-35.Icd |PARA+PHENYL+CPM-HFlow-/ -AS-STD-01] 10.601 | 2517667 l o 6998717‘ 1.399 |
14 ESSA;; -36.Icd |PARA+PHENYL +CPM-HFlow-AS-STD- 02‘\ 10.603 | 2517700 69491% 1.404 |
14 ESS-AS-37.lcd d |PARA+PHENYL+CPM-HFlow-AS- -STD-03| 10.599 \ 2520742 | 69072 1.3% |
14 [SS-AS-38.1cd [PARA+PHENYL+CPM-HFlow-AS-STD-04 10, 603 | 2519611 69985 1.403 |
14 [SS-AS-39.Icd, PARA+PHENYL+CPM-HFlow-AS-STD-05 1G.516 I 2530300 \  72360| 1.393 |
 Average| | 10604 | 2521204 | 69998 1399

| wRsD ooes | 0208 | 1961 0326 |

Analysed By Checked By %

Date O Datg : \'le

W\ [\
3
Y,
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Safetab Life Science

Puducherry- 605 107

CQuality control Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File
Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information
: C.Albin Jose
: ROBUSTNESS-AS
: SRIPEX -SAC-MV-HFlow-AS-SOL-A-01
: 15

g 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-40. lcd
- GRIPEX-AS-Low flow.lcm

- 281022 GRIPEX-SAC- MV -AS-ROBUSTNESS.Icb

: DEFAULT.Isr

+ 10/29/2022 4:41:43 AM

- 11/2/2022 11:11:27 AM

§8 2 GRIPEX -SAC-MV-ROBUSTNESS-AS-40.lcd %852 GRIPEX-SAC-MV-ROBUSTNESS-AS-41. led
mAU { z PD@U 1220nm,4nm  mAU ’\“ z  PDfMulti 1 220nm,4nm
1 fan) 1O \ \ I josy U |
1 h H,) = = | \ 'm e 3 1
LI 11— g I 1L S |
Oih’\)f/ S \Qi —e [ — }l 0 \7, AR ;M:;ﬁ, T%L:; N N 7%\
0 10 0 10
min min
<< PDA >>
1D#1 Compound Name: PHENYLEPHRINE
Title ”_éSample D ; _ler;\‘e iArea T. Plate T.Factor
S5S-AS-40.Icd | GRIPEX-SAC-MV-HFlow-AS-SOL-A- -01 | 6.273 | 1142097 6717| 1.173
SS-AS-41.lcd | GRIPEX-SAC-MV-HFlow-AS-SOL-A-02 6.295 | 1125489 6833| 1.154
| Average| o 1_#&@1, 1133793 M;,gjr 1.163
| wmsD| o2 | 1036 | 1214] 1149
ID#2 Compound Name: CHLORPHENAMINE
Title Sample ID 4&ﬁme T. Plate T.Factor
15 ESS-AS-40.lcd | GRIPEX-SAC-MV-I HFlow-AS-SOL-A-01 | 10.623 | 2524152 | 70742 | 1.402
15 ,FS,S -AS-41.lcd | GRIPEX-SAC-MV- MV-HFlow-AS-SOL-A-02 | 10.604 | 2525512 | = 7  72039| 1.396
B Average| 10614 2524832 | 71391 399 '
L | %RSD_L B - 0.129 |  1.284| 0.321

Analysed Bj M
Date : %
o

Page:1/1



Safetab Life Science

Puducherry- 605 107

CQuality control Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File
Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information
: C.Albin Jose
: ROBUSTNESS-AS
: S-SRIPEX-SAC—MV—HFIow—AS—SOL—B—O1
i
. 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-42.lcd
: GRIPEX-AS-High flow.lcm
- 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
: DEFAULT.Isr
:10/31/2022 1:57:18 PM
:11/2/2022 10:38:12 AM

281ozz{ga;ggzls}Ac-MV-ROBUSTNEss-As_-agz.lcd .

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-43.Icd

|

mAU 500 | ‘g PDA Multi 1 220nm,4nm\ mAU 50071 ‘g PDA Multi 1 220nm,4nm“l
‘! ! o l A
oo N\ [
0 1"4#'—%*#'** = T T — = T T *”—i 0 S i e T o ] T T T T l
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Title Sample ID | RTime | Area T Plate T.Factor
VES-AS—42.|cd GRIPEX-SAC-MV-HFlow-AS-SOL-B-01 | 3.538 | 4598716 4527 | 1.264
SS-AS-43.Icd | GRIPEX-SAC-MV-HFlow-AS-SOL-B-02 | 3.547 | 4615071 4557 | 1.266
- Average . 3542 | 4606894 | 4542 | 1.265
B %RSD 1 0.183 | 0.251 | 0.455| 0.139
Analysed B Checked B
Lt Y
Date : ™\ Da \ ‘ﬁfo
\\
Qv F P,
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Safetab Life Science

Puducherry- 605 107

Quality control Department
<Sample Information>
Acquired by : C.Albin Jose
Sample Name - ROBUSTNESS-AS
Sample ID - PARA+PHENYL+CPM-HFlo-AS-BKT-STD

Data Filename 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-44.Icd
Method Filename : GRIPEX-AS-Low flow.lem

Batch Filename  : 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
Vial # 1 2-14

Injection Volume 50 uL

Date Acquired - 10/29/2022 6:04:12 AM

Date Processed : 10/31/2022 10:36:10 AM

<Chromatogram=>
! METHOD VALIDATIONS GRIPEX - 1-140-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-44.Icd
uA
ao - T o A ":i' == — T o e = o — e T et~ A RA..1st R 7‘
[ g lél PDA Multi 1 220nm,4nm
= 2
| T :
500000 | < W .2
J < % [v4
~ s i 2
o)
| P :
i : :
250000 iy e
| > -
]
[{o]
"\ N
0 . [ D 5 W N e
‘;—F_!——V'—'—_r‘r’_r" — 14\"—‘1"—17']'—1'—‘]'4[———[—‘1—1__[_—1_-_'_—'_’7‘—‘-_'— B = ! RIS | ‘r‘"ﬁ‘—\'—_]i"ﬁ'I——T'—T—‘
0.0 2.5 5.0 75 10.0 12.5 15.0 175
min
<Peak Table>

PDA Ch1220nm

“Area | Area% | TPlate |TFactor |Resolution R.R.Time | Name |
3549 (4794882 | 1| 454 | 1250 | - | - | PARACETAMOL N
| 6.269 |1150788 l ) 6729 | 1178 - PHENYLEPHRINE
10.609 | 2521232 ! 70430 | 1.404 = CHLORPHENAMINE

Total|  |sdee902 | 100000 |~

| |

Analysed M
Date : XA\
Q

Page:1/1



Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title _ ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMiNE MM.EATE IN GRIPEX SACHETS

Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage COLUMN TEMPERATURE CHANGE (AT OVEN TEMPERATURE 25°C) Exp.Date To be fixed

Each 4500 mg of Sachet Contains:

Paracetamol BP --- 650mg

Chlorphenamine Maleate BP - ---- 20mg

Phenylephrine Hydrochloride BP 10mg

' SSAY OF PARACETAMOL , . .

Instrument ID: ST/QC/EQ/039 Balance ID: ST/QC/EQ/0414030 WS No.: ST/Ws/22/011 % Purity (aib) 100.0
Standard dilution. : 65.30 mg to ---> 100 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-65.3 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: I Granule/Pow. mg to ---> 500 ml o ---> 5 mlto ---> 100
Test conc(in ppm)—65A01588l 1 mlto---> 1 mlto ---> 1 mlto---> 1
Conversion factor : 1.0000
Labeled claim 650 mg
Average weight 4500 mg
System suitability . a0 . MEAN _Sb RSDin%
Paracetamol 5155668 5163585 5164024 5160652 5161539 5161094 3340 0.065
With Bracketing std. 5148094 5158927 6090 0.118

ENYLEPHRINE HYDROCHLORIDE

98.9

‘TAARI/WS/344 I% Purity (aib) |
Standard dilution. : 40.16 mg to ---> 200 mlto ---> 5 mlto---> 50
Std.conc (in ppm)-20.08 1 ml o ---> 1 mlto ---> 1 mlto -—-> 1
Test dilution .: l Granule/Pow. mg 1o ---> 500 mlto ---> 1 mlto ---> 1
Test.conc (in ppm)-20.00484 1 mlto --—> 1 ml to ---> 1 mlto ---> 1
Conversion factor & 1.0000
Labeled claim 10 mg
System suitability ’ > 5 , ‘
Phenylephrine HCL 1230960 1227594 1232671 1230512 1231869 1230721 1936 0.157
With Bracketing std. 1227708 1230219 21244 0.173

[sTrws/221039 % purity @ib) | 997

WS No.:
Standard diiution. 40.11 mg to ---> 100 ml to ---> 5 mlfo ---> 50
Std.conc (in ppm)-40.11 1 mlto ---> 1 ml to ---> 1 ml o ---> 1
Test dilution .: Granule/Pow. mg 1o ---> 500 ml to ---> 1 mlto---> 1
Test conc(in ppm)-40.00977, 1 mlto ---> 1 ml o ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labeled claim 20 mg
System suitability o 2 v . 4 ! 3B . MEAN 5.0 _RSDin%
Chlorphenamine maleate 2700485 2709313 2708378 2707709 2709444 2707066 3747 0.138
With Bracketing std. 2699664 ! 2705832 4512 0.167

Calculation fomula :

2725370

Assay in mg /Sachet

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt

Standard area x sample dilution x 100

N

Assay in %

Assay in mg/Sachet x 100

Labeled claim

Analysed by :

Date :

\J

C.ALBIN Ji
02-11-2022




Safetab Life Science

Puducherry- 605 107

Quality control Dep artiment
<Sample Information>
Acquired by : C.Albin Jose
Sample Name : ROBUSTNESS-AS
Sample ID : BLANK-AS-Low Tem

Data Filename - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-45.Icd
Method Filename : GRIPEX-AS-Low flow.lcm

Batch Filename  : 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
Vial # 0 2-17

Injection Volume @ 50 uL

Date Acquired :10/29/2022 6:35:32 AM
Date Processed : 10/31/2022 10:38:24 AM
<Chromatogram>
" METHOD VALIDATIONS$ GRIPEX - 1-141-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-45.Icd
uAU
100000 ————— : B o " PDA Multi 1 220nm,4nm
50000
R Y A N | NS
-500007}7 T T T ‘ T ¥ =% "’ﬁ‘x’7‘17(4!—'ﬁ—/]—"777‘r—v’41‘—_'_—1—T—'T4r_‘|—_r/r"7F LA "] m | e R IS I‘r"’ﬁ"ri‘r ]
0.0 2.5 5.0 7.5 10.0 12.5 16.0 1725
<Peak Table>

PDA Ch1 220nm

eakﬂﬁet Time|  Area Area%Tl/TEtate 4TFactor Resolution RRTlme\ ~ Name
 Tot . . o

Checked By

Analyse% 5 \
Date : oy Da \
Y J W

Page:1/1
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Safetab Life Science

Puducherry- 605 107

CQuality control Dep artment

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File
Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose

: ROBUSTNESS-AS

: 5ARA+PHENYL+CPM -LTem-AS-STD-01

: 18

v.5

. 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-46.Icd
+ GRIPEX-AS-Low flow.lcm

. 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
. DEFAULT.Isr

1 10/29/2022 6:56:09 AM

: 10/31/2022 10:38:26 AM

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-46. led 281022 GRIPEX- SAC MV-ROBUSTNESS-AS-47.lcd

mAU j | Z PDAEMultu 1 220nm,4un mAU : é Z PDAES/IUIU 1 220nm,sum
500 E i 5 | 500 g 8 5 1
\n. o ‘ \ ) o A b= {

\ ' § g Z \ @&;% g ! % l

JFJ NJ\ *ﬁj/\ty — ‘ﬁ&m Y" ",,L',":f,ﬁ " 4. 0 “‘, J —— 2 T A;J‘\".:r, ,7'517{[‘2' e "',' ’*r ‘ o 4%

10
min

281022 GRIPEX- SAC MV-ROBUSTNESS-AS-48.lcd

281022 GRIPEX- SAC -MV-ROBUSTNESS-AS-49.Icd
sl el

mAU § z PDAEMultl 1 220nm,4nm PDAtﬁaultl 1 220nm,4nm
500 I < 2 5 u
[=™ o ~
s g 2 g
. - - e -
B B R S l_|”’j" — T T T r' N | T T T
0 10 10

min min

281022 GRIPEX- SAC MV ROBUSTNESS-AS-50.lcd

mAU —-— é % PDjji’Iultl 1 220nm,4nm
< o
; - £
2 g
B aE e
0
min
<< PDA >>

ID#1 Compound Name: PARACETAMOL

# | ~ﬁeﬁiT Sample o P'\'Tlme Area 7 T Plate 1 TEngtgr~

B §§7 -AS-46.lcd wﬂkﬁNLLj{;PM ~LTem- ALS,LD 7971 3.893 5155668 - 4644 1.254

18 [ESS-AS-47.lcd | PARA+PHENYL+CPM-LTem- -AS-STD-02 | 7”3.913 4;1635857 l»— ﬁzd,‘ 1.251
-SS-AS-48.1cd PARA+PHENYL£m LTem-AS-STD-03 | 3.906 5164024 | 4664 | 1.256
_S_S—AS-49.ch PARA+PHENYL+CPM-LTem- -AS-STD-04 | 3.905 5160652 |  4659| 1.256
SS-AS-50.lcd P@AﬁtPﬂngYL+CPM—LTem-AS-STD-OS 3.906 5161539 | 4660 | 1.257

i Average| ] 3905 | 5161094 ] 4660 1.255

0 weso| o | ooes | 0237] 0.193

Page:1/2



ID#2 Compound Name PHENYLEPHRINE
Vial# | T|tIe ' Sample ID ) ' R.Time | Area | T Plate 3T.Factor‘

| 18  ESS-AS-46.lcd | PARA+PHENYL+CPM-LTem-AS-STD-01  7.070 | 1230960 | 6590 1.174

| 18 ESS-AS-47.Icd| PARA+PHENYL+CPM-LTem-AS-STD- ozi 7.032 | 1227594 | 6691 1.176

18 ESS-AS-48.lcd | PARA+PHENYL+CPM-LTem-AS-STD-03  7.083 | 1232671 | 6599 1.174

| 18 ESS-AS-49.Icd | PARA+PHENYL+CPM-LTem-AS-STD- -04] 7. 071 | 1230512 | 6564| 1.174 |

18 ESS-AS-50.Icd| PARA+PHENYL+CPM-LTem-AS-STD-05  7.074 1231869 | 6621 1.174
| Average, 7.066 | 1230721 | 6613 1.174 |

| wRsD| 0278 | 0457 | 0.726] 0.079 |

ID#3 Compound Name: CHLORPHENAMINE

Cvial# | Title | ~ SampleID | RTime\ Area | T.Plate | T.Factor

|
l' 18 ESS-AS-46.lcd | PARA+PHENYL+CPM-LTem-AS-< -STD- o1lL 10.848

|
77777 S-AS-4 | 2700485 il 66791 1.400 |
}”7187 ESS-AS-47.Icd | PARA+PHENYL+CPM-LTem-AS-STD-02 | 19@4497\ 2709313 | 67071| 1.405 |
i ESS-AS-48.Icd | PARA+PHENYL+CPM-LTem-AS-STD-03 | 10.866 « 2708378 ? 65731 1.397 ‘
L 18 ESS-AS-49.lcd | PARA+PHENYL+CPM-LTem-AS-STD- 04\‘ 10.861 | 2707709 | 67718| 1.416 |
18 ESS-AS-50.id | PARA+PHENYL+CPM-LTem-AS-STD-05  10.853 | 2709444 | 6913¢ 1.410 |
L \ 10. 85§_L 2707066 | 67289] 1406 |
| %RSD 0.073 | 0.138 | 1.867| 0.538 |

===

Analysed B Checked By
Date : 4 \\\4‘/ Dat QQ/D\\\\Q A,)’L/l/
oV

Page:2/2



Safetab Life Science

Puducherry- 605 107

Cuality control Department

Sample Information

Acquired by : C.Albin Jose
Sample Name : ROBUSTNESS-AS
Sample ID : GRIPEX-SAC-MV-LTem-AS-SOL-A-01
Tray# 12
Vial# : 19
Injection Volume : 50
Data File : 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-51.lcd
Method File : GRIPEX-AS-Low flow.lcm
Batch File : 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
Report Format File : DEFAULT.Isr
Date Acquired : 10/29/2022 8:39:14 AM
Date Processed :10/31/2022 10:46:28 AM
281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-51. lcd 281022 GRIPEX-SAC- MV?ROBUSTNESS -AS-52.lcd
mAU 200 1 P\ 1 Zz  FoAMuIti 1 220nm, 4nm  mAU 500 lu z rmriﬁnult. 1 220nm,4nm
1
ol & g ' || [ =
45 M }U M = ] § U "U = 1&00 |
1 A A . S (P . =)
= el AR ‘\,,,E_[ e O‘L JJ v : AR A 1 e ~-7—-’}~—f—4
0 10 10
min min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE
Vial# Title Sample ID R.Time |  Area T. Plate T.Factor
19 [ESS-AS-51.lcd| GRIPEX-SAC-MV-LTem-AS-SOL-A-01 7.078 1220045 6767 | 1.155
19 [ESS-AS-52.lcd | GRIPEX-SAC-MV-LTem-AS-SOL-A-02 7.077 | 1221668 | 6751 | 1.154
Average 7.077 777}_2&8_57 1 67591 1.155
[» %RSD 0.011 | 0.094 | 0.173| 0.009
ID#2 Compound Name: CHLORPHENAMINE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
19 [ESS-AS-51.lcd| GRIPEX-SAC-MV-LTem-AS-SOL-A-01 10.865 | 2720581 65688 | 1.405
19 [ESS-AS-52.lcd| GRIPEX-SAC-MV-LTem-AS-SOL-A-02 10.869 2730158 67088 1.402
| Average | ' 10.867 | 2725370 66388 | 1.403 |
S %RSD | 0.026 | 0.248 1.491| 0.143
Analysed B By
Date : *"/ /l/l/
“\ \\\ W
Q
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Safetab Life Science

Puducherry- 605 107

Cuality cantral Dep artment

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File
Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose

: ROBUSTNESS-AS

i gRIPEX-SAC-MV—LTem-AS-SOL—B-O1
: 20

: 50

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-53.lcd
: GRIPEX-AS-Low tem.lcm

: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

: DEFAULT.Isr

1 10/31/2022 2:48:16 PM

:11/2/2022 10:41:10 AM

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-53.lcd

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-54.lcd

: < it | ¥ 4 NA .ol |
mAU 500- ‘lé PDA Multi 1 220nm,4nm,~ mAU 500- wilé PDA i-iulti 1 220nm,4nm
‘é =
1 |FS 5
0‘ “F.,—“'"\‘%T%E — ';’N.IJ:\;,T ;,,ﬁ ————T 44‘ 0_ = ./“‘ "”'; - /“ e | —
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID R.Time Area | T.Plate T.Factor
20 ESS-AS-53.lcd GRIPEX-SAC-MV-LTem-AS-SOL—B-O1 3.913 5000224 4618 | 1.261
20 ESS-AS-54.lcd | GRIPEX-SAC-MV-LTem-AS-SOL-B-02 3.912 5006951 4577 | 1.263
Average 3.912 5003587 | 4598 1.262
%RSD 0.026 0.095 0.633| 0.124
Analysed B
Date : \\\

<
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Safetab Life Science

Puducherry- 605 107

Quality contral Department
<Sample Information>
Acquired by : C.Albin Jose
Sample Name : ROBUSTNESS-AS
Sample ID : PARA+PHENYL+CPM-LTem-AS-BKT-STD

Data Filename : 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-55.Icd
Method Filename : GRIPEX-AS-Low flow.lcm

Batch Filename : 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
Vial # 1 2-18

Injection Volume : 50 uL

Date Acquired 1 10/29/2022 10:01:43 AM

Date Processed : 10/31/2022 10:38:40 AM

<Chromatogram>
AU METHOD VALIDATION$ GRIPEX - 1-151-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-55.Icd
u
{ - e - — u) - PDAMulti 1 220nm,4nm
3 :
500000~ < UZJ T
7 < o o
= T 9
J © E é
250000~ E o
el ; ~
k 8 k
~
0;, J__ S jN i l— R
! T R ! [ ! ! ! [ ! ! T [ ! ! ! [T L ' N T |
0.0 2.5 5.0 7.5 10.0 12.5 15.0 17.5
min
<Peak Table>
PDA Ch1 220nm o I
Peak# Ret. Time Area ~ Area% | TPlate | T.Factor [Resolution| R.R.Time ~ Name
1 | 3.895 |5148094 56.725| 4663 | 1.257 e PARACETAMOL |
2 7.065 |1227708 13.528| 6647 1.173 11.03 - PHENYLEPHRINE
3 10.850 | 2699664 29.747| 68229 1.417 | 14.76 - CHLORPHENAMINE
‘Total | 9075466 | 100000 0 )

Q
Analysed By Che
A
Date : W Date @ ”\}ZMV\ Vo
v
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Safetab Life Science
Puducherry - 605 107
QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
iile T ST v m: = T : 7 -
Product Name GRIPEX Batch size 500 SACHETS
IBatch Number ST/T/S-1322 - Mfg.Date Sep-22

Stage COLUMN TEMPERATURE CHANGE (AT OVEN TEMPERATURE 35°C) Exp.Date To be fixed

Each 4500 mg of Sachet Contains:

Par | BP 650mg

Chlorphenamine Maleate BP «----essseemeen 20mg

Phenylephrine Hydrochloride BP ---------- 10m,
Instrument ID: ~ ST/QC/EQ/039 Balance ID: vST/QC/EQ/'OQl&OSO  |WS No.: ST/Ws/22/011 % Purity (aib) 1000
Standard dilution. : 65.30 mg to ---> 100 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-65.3 1 mlto ---> 1 mlto ---> 1 ml to ---> 1
Test dilution .: l Granule/Pow. mg to -—> 500 ml to > 5 mlto -—> 100
Test conc(in ppm)-65.01588] 1 ml to —--> 1 ml o > 1 ml o > 1
Conversion factor : 1.0000

|Lnbel¢d claim 650 mg

Average weight 4500
Paracetamol 5128595 5152619 5157150 19738 0.383
With Bracketing std. 5140622 o 5154395 18900 0.367

Labeled clai

WS No.
Standard dilution. : 40.16 mg o ---> 200 ml to ---> 5 ml to ---> 50
Std.conc (in ppm)-20.08 1 mlto —> 1 mlto---> 1 mlto ---> 1
Test dilution .: l Granule/Pow. mg to -—> 500 mlto--> 1 mlto > 1
Test.conc (in ppm)-20.0048{ 1 ml to > 1 ml 1o ---> 1 ml to ---> 1
Conversion factor : 1.0000

Phenylephrine HCL 1230202 1234577
With Bracketing std. 1233814 4405.3 0.357
WS No.: ST/WS/22/039  |% Purity (aib) | 997
Standard dilution. : 40.11 mg to ---> 100 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-40.11 1 ml to ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to --—> 500 ml to —-> 1 mlto ---> 1
Test conc(in ppm)-40.00977) 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labeled claim : 20
' h . |
Chlorphenamine maleate 12734230 2732234 2737723 6432 0.235
With Bracketing std. . e73e8e1 2736906 6091 0.223
Calculation fomula :
Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

Analysed by :

Date:

CALBIN JOSE
02-11-2022

’VM)V;VI/




Safetab Life Science

Puducherry- 605 107

Cuality contral Dep artment
<Sample Information>
Acquired by : C.Albin Jose
Sample Name : ROBUSTNESS-AS
Sample ID : BLANK-AS-High Tem

Data Filename - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-56.lcd
Method Filename : GRIPEX-AS-Low flow.lcm

Batch Filename  : 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
Vial # : 2-21

Injection Volume :50uL

Date Acquired :10/29/2022 10:30:30 AM

Date Processed : 10/31/2022 10:39:38 AM

<Chromatogram>

- METHOD VALIDATION$ GRIPEX - 1-152-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-56.Icd
u

L S —

PDA Multi 1 220nm,4nm|

50000~

-50000-———————— T ]
0.0 2.5 5.0 7.5 10.0 12.5 15.0 17.5

<Peak Table>

PDA Ch1220nm o : :
Peak# Ret. Time Area Area% | T.Plate 7LT;Factor Resolution| R.R.Time | Name
i

I S - i B

Analysed By ~ Checked By ‘
. P
Date : %\/ D 2/“L> {lﬂﬁ
0
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Safetab Life Science

Puducherry- 605 107

Quality control Department

Acquired by

Sample Name

Sample ID
Tray#
Vial#

Injection Volume

Data File
Method File
Batch File

Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose
: ROBUSTNESS-AS

i SARA+ PHENYL+CPM-HTem-AS-STD-01

22
: 50

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-57.lcd

: GRIPEX-AS-Low flow.lcm

: 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

: DEFAULT.Isr
: 10/29/2022 10:51:06 AM
:10/31/2022 10:39:41 AM

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-57. lcd

mAU lé % PDAEﬁnultl 1 220nm 4r....[ mAU
500 < 5 ,u 500i
t |
7 <t o VOO i
OA_,_JK,,_/‘L I "ni ‘[‘ue', I }
0 10

min

281022 GRIPEX- SAC MV ROBUSTNESS-AS-59.lcd

o —

I .7—3:1ﬁ/{RA

16491/ PHEN\

PDAEﬁultl 1 220nm 4...h

l U

‘l

e

7t

10

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-58.1cd
RS ;

min

281022 GRIPEX- SAC MV-ROBUSTNESS-AS-60.lcd

mAU 4 % 2 PDAEMuItl 1 220nm,4nm  mAU i ;; Z PDAEﬁ’IuIU 1220nm, 4nm
500 o 500 g =
= (=™ (=¥ \ T & & :
I § l L 8 2
0.— I\J T "A — — T Oh‘»_Jl T Vﬁig_lfﬂ_bill 7/7[77@V77ﬁ T T T
0 0 10
min min
281022 GRIPEX- SAC MV-ROBUSTNESS-AS-61.lcd
mAU i % g PDAEMum 1 220nm,4nm
500 o |o
8 [ o !
- g ~ ﬂ.—
- | § § \%
0:4J\,<./ A /\Loi e
T T TT T ] g T RERa (i oS B eSS
0 10
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vlal# Title Sample ID R.Time Area { T PIate | T.Factor
S = ML IS0
22 ESS-AS-57.lcd |PARA+PHENYL+CPM-HTem-AS-STD-01| 3.740 | 5128595 4950| 1.260
| 22 ESS-AS-58.lcd |PARA+PHENYL+CPM-HTem-AS-STD-02| 3.734 | 5152619 4934| 1.258
I, 22 [ESS-AS-59.lcd |PARA+PHENYL+CPM-HTem-AS-STD-03| 3.728 5153021 4955| 1.261
- 22 ESS-AS-60.lcd |PARA+PHENYL+CPM-HTem-AS-STD-04| 3.746 B173215 B 492434 1.261 -
| 22 [ESS-AS-61.lcd |PARA+PHENYL+CPM-HTem-AS-STD-05| 3.746 5178299 - 4981| 1.261 |
Average o 3739 5157150 4959 1.260
L %RSD . . 0.201 0.383 0.376| 0.092 |

Page:1/2




ID#2 Compound Name PHENYLEPHRINE

| Vial# | Title Sample ID | R.Time ‘ Area T. Plate LT.Farctor
22 [ESS-AS-57.lcd PARA+PHENYL+CPM-HTem-AS-STD- o1 6.526 | 1234003 7355 1.183
| 22 ESS-AS-58.Icd | PARA+PHENYL+CPM-HTem-AS-STD-02 6.491 | 1230386 7266 1.184 |
| 22 Ess -AS-59.Icd | PARA+PHENYL+CPM-HTem-AS-STD-03| 6.475 | 1230202 7210 1.182
| 22 ESS-AS-60.lcd | PARA+PHENYL+CPM-HTem-AS-STD-04 6.503 | 1238544  7335] 1.184 |
22 \Ess AS-61.Icd | PARA+PHENYL+CPM-HTem-AS-STD-05  6.487 | 1239751 |-_,,  7304| 1.184 |
| l Average, 6.496 | 1234577 1 7 7294 1.183 ‘
l l %RSD | S 0.205 | 0361 |  0.793] 0.090 |
ID#3 Compound Name CHLORPHENAMINE
Cvial# | Tite | ‘Sample ID RTime | Area | T.Plate | TFactor
22 ESS-AS-57.Icd |PARA+PHENYL+CPM-HTem-AS-STD-01| 10.889 | 2734230 | 70396 1.409 |
22 ESS-AS-58.Icd | PARA+PHENYL+CPM-HTem-AS-STD-02| 10.884 | 2732234 ‘ 1| 1.416 |
22 ESS-AS-59.Icd | PARA+PHENYL+CPM-HTem-AS-STD-03 10.886 | 2734397 |
22 Ess AS-60.Icd |PARA+PHENYL+CPM-HTem-AS-STD-04| 10.891 | 2739615
22 bss-As-elr.};g? PARA+PHENYL+CPM-HTem-AS-STD-05| 10.891 | 27453139
@ Average | | 10.888 | 2737723
; %RSD - | 0.030 0.235
Analysed
Date \\\V‘/

(V14
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Safetab Life Science

Puducherry- 605 107

Quality cantral Dep artment
Sample Information
Acquired by : C.Albin Jose
Sample Name : ROBUSTNESS-AS
Sample ID : GRIPEX-SAC-MV-HTem-AS-SOL-A-01
Tray# 12
Vial# : 23
Injection Volume : 50
Data File : 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-62.lcd
Method File : GRIPEX-AS-Low flow.lcm
Batch File : 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

: DEFAULT.Isr
1 10/29/2022 12:34:08 PM
1 11/2/2022 11:28:25 AM

Report Format File
Date Acquired
Date Processed

281022 GRIPEX-SAC- MV ROBUSTNESS-AS-62.lcd

281022 GRIPEX SAC- MV ROBUSTNESS-AS-63.lcd

mAU 500 ]HS E rDAEﬁaultu 1 220nm,4nm  mAU 500{ M uz_, PDAE&Ium 1 220nm 4nm1
‘ o 15 L1 i ‘
! \1\ jIJ! S 2 | H n\\k” S Hs |
‘ o ] = ‘
f R U 3 E UV (= 4 |
= J\J\/ fﬁ&“’ = "f.“p, e ol,_”dt\J o x%\“‘?' —= [‘ﬂg** NS %
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE
Vial# Title Sample ID R.Time Area T. Plate | T.Factor
23  ESS-AS-62.lcd| GRIPEX-SAC-MV-HTem-AS-SOL-A-01 | 6.466 1230974 7258| 1.177
23 [ESS-AS-63.lcd | GRIPEX-SAC-MV-HTem-AS-SOL-A-02 | 6.514 1237010 7266| 1.192
B Average 6.490 1233992 7262 | 1.184
%RSD 0.530 0.346 - 0.076| 0.906
ID#2 Compound Name: CHLORPHENAMINE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
23 [ESS-AS-62.lcd | GRIPEX-SAC-MV-HTem-AS-SOL-A-01 | 10.889 | 2726475 70562 | 1.404
23 [ESS-AS-63.lcd | GRIPEX-SAC-MV-HTem-AS-SOL-A-02 | 10.910 2717282 ~70670| 1.399
| Average - 10.900 | 2721878 - 70616| 1.401
| wRsD| 0.140 | 0239 | 0.108] 0.217

Analysed B ‘,\/
Date : %
Q
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Safetab Life Science

Puducherry- 605 107

Quality cantral Department

Acquired by

Sample Name

Sample ID
Tray#
Vial#

Injection Volume

Data File
Method File
Batch File

Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose
: ROBUSTNESS-AS

: GRIPEX-SAC-MV-HTem-AS-SOL-B-01

12
1 24
: 50

: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-64.lcd

: GRIPEX-AS-High tem.lcm

1 281022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb

: DEFAULT.Isr
:10/31/2022 4:24:41 PM
1 11/2/2022 10:48:33 AM

281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-64. lcd

281022 GRIPEX-SAC-MV- ROBUSTNESS-AS-65.Icd

min

mAU PDA Multi 1 220nm -fnm{ mAU . PDA Multi 1 220nr, 4nm
500'_* | 500
I
] i ]
0 T 7”[ —— *1* l , 07 = T ’\:;? —te T T
0 10 0 10
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID R.Time Area T. Plate T.Factor
24 ESS-AS-64.lcd| GRIPEX-SAC-MV-HTem-AS-SOL-B-01 3.746 4992001 4960 | 1.274 |
24 ESS-AS-65.lcd | GRIPEX-SAC-MV-HTem-AS-SOL-B-02 | 3.733 4998128 4883 | 1.272
Average 3.740 4995064 4921 1.273
%RSD - 0.246 0.087 1.100| 0.101

Page:1/1




Safetab Life Science

Puducherry- 605 107

Quality control Dep artment

<Sample Information>

Acquired by
Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: C.Albin Jose

: ROBUSTNESS-AS
: PARA+PHENYL+CPM-HTem-AS-BKT-STD
: 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-66.Icd
: GRIPEX-AS-Low flow.lcm
: %81022 GRIPEX-SAC-MV-AS-ROBUSTNESS.Icb
1 2-22
- 50 uL
:10/29/2022 1:56:39 PM
:10/31/2022 10:39:54 AM

<Chromatogram>
METHOD VALIDATION$ GRIPEX - 1-162-2 - 281022 GRIPEX-SAC-MV-ROBUSTNESS-AS-66.lcd
uAU
- 3 — W PDA Multi 1 220nm,4nm
| 2 s
| T g
; Ll
| =z I
500000~ é z g
< o S
“ Z e
| T 8
250000 a S
T s T i I L I | L
0.0 2.5 5!0 7!5 10.0 12.5 15.0 17|.5
<Peak Table>
PDA Ch1 220nm - _
Peak#| Ret. Time Area Area% T.Plate | T.Factor [Resolution| R.R.Time Name
1 | 3.733 5140622 56.469| 4961 1.258 -- -- PARACETAMOL
2 6.521 |1229996 13511 7262 | 1.182 10.76 - PHENYLEPHRINE
| 3 10.887 [2732821 5 30.020| 69936 | 1.413 | 18.55 - CHLORPHENAMINE
| Total 9103439 | 100.000

Analysed B
Date : %"/
Q
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SAFETAB LIFE SCIENCE, PUDUCHERRY - 605 107

RECORD OF ANALYSIS
Name of the Product Lprpex  SecdeTA
Batch No ' gfr) T ) -y
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Safetab Life Science,
Puducherry - 605 107
QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS
Product Name : GRIPEX Batch size : 500 SACHETS
Batch Number : ST/T/S-1322 : Mfg.Date : Sep-22
Parameter 5 SYSTEM PRECISION Exp.Date : To be fixed

Each 4.5gm of sachet Contains

Paracetamol BP -------nmmmnmenee 650mg
Phenylephrine Hydrochloride BP 10mg
Chlorphenamine Maleate BP -------=------ 20mg
Ascorbic acid BP =-=----=meocecmzcmaoacoee 50mg
. . | ASSAY OF PARACETAMOL == . ; . .
Instrument I0: : ST/QC/EQ/039 Balance ID : T ST/QC/EQ/0AT WS No.: ST/Ws/22/011|% Purity (ab) | 1000
Standard dilution : 65.25 mg to ---> 100 ml to ---> 5 ml to ---> 50
Std.conc (in ppm)-65.25 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
No.of injections | Retention time ‘ - Area Theoretical plate Tailing factor
1 3.812 5071091 4846 1.261
2 3.811 5069883 4845 1.258
3 3.809 5069892 4812 1.258
4 2.018 5075239 4821 1.261
5 3.812 5072826 4852 1.259
Average 3.823 5071786 4835 1.259
RSD % 0.089 0.045 Not applicable Not applicable
. BT T ACSAY OF PHENYIEPHRINEIVDROCHIORIDE . o . b G
Instrument ID: ST/QC/EQ/039 Balance ID : ST/QC/EQ/041 Ws No.: TAARTI/WS/344 |% Purity (aib) 98.9
Standard dilution : 40.20 mg to ---> 200 ml to ---> 5 ml to ---> 50
Std.conc (in ppm)-20.1 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
 No.of injections | Retention time “Theoretical plate |  Taling factor
1 6.773 1227523 6907 1179
2 6.754 1228106 6799 ? 1179
3 6.771 1227976 6868 1179
4 6.754 1227441 6945 1181
5 6.768 1227183 6889 1182
Average 6.764 1227646 6881 1.180
RSD % 0.134 0.031 Not applicable Not applicable

CHLORPHENAMINE MALEAT!

e

Instrument ID: / ST)QC/EQ/039 |Balance D i v ST/QC/EQ/O‘H) WS No.: ST/WS/Zé/O39 % Purity (aib) 99.7
Standard dilution : 40.23 mg to ---> 100 ml to ---> 5 ml to ---> 50
Std.conc (in ppm)-40.23 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
No.of injections | Retfention time Area Theoretical plate |  Tailing factor
1 10.872 2710886 70343 1424
2 10.875 2719096 67161 1420
3 10.869 2712960 68536 1420
4 10.872 2719453 69958 1425
5 10.871 2710557 69928 1427
Average 10.872 2714590 69185 1.423
RSD % 0.020 0.161 Not applicable Not applicable
Results : System suitability Parameters Pdrhg:etamq!,, - Phenflgﬁheflng Ch]orphendmine
1) % RSD 0.045 0.031 0.161
2) Theoretical plate 4835 6881 69185
3) Tailing factor 1.259 1.180 1.423

Acceptance criteria:
1) % RSD of area of Paracetamol, Phenylephrine and Chlorphenamine peak in five replicate standard injections should not be more than 2.0.
2) Theoretical plate for Paracetamol, Phenylephrine and Chlorphenamine peak in standard injection should not be less than 2000.

Q “,// 3) Tailing factor for Paracetamol, Phenylephrine and Chlorphenamine peak in standard injection should not be more than 2.0.

Analysed by : C.AURIN JOSE

Date : 01-11-2022




Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS
Product Name GRIPEX Batch size : 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Parameter Exp.Date To be fixed

PRECISION (METHOD PRECISION and INTERMEDIATE PRECISION)

_ ASSAYOFP

ARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE

Instrument ID:

ST/QC/EQ/039

Balance ID : ST/QC/EQ/041430 WS No.: ST/WS/22/011 |% Purity (aib)
WS No.: TAARI/WS/344 | % Purity (aib) 98.9
WS No.: ST/WS/22/039 |% Purity (aib) 99.7
Paracetamol Std.Dil: 65.25 mg to ---> 100 ml to ---> 5 ml o ---> 50
Std.conc (in ppm)-65.25 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Phenylephrine Std.Dil: 40.20 mg to ---> 200 ml to ---> 5 ml o ---> 50
Std.conc (in ppm)-20.1 1 ml fo ---> 1 ml to ---> 1 ml to ---> 1
Chlorphenamine Std: 40.23 mg to ---> 100 ml o ---> 5 ml to ---> 50
Std.conc (in ppm)-40.23 1 ml fo ---> 1 ml to ---> 1 ml o ---> 1
Test dilution .: One Sachet mg to ---> 500 ml fo ---> 5 ml to ---> 100
1 ml to ---> 1 ml to ---> 1 ml to ---> 1

METHOD PRECISION

(.

INTERMEDIATE PRECISION

CUMMULATIVE PRECISION

2 98.7 96.0 98.7 97.9 98.6 98.0 98.3 98.2 99.9
3 97.4 97.3 103.2 97.6 101.9 98.6
4 98.9 99.0 1015 97.5 99.6 98.2
5 99.5 98.2 101.9 97.4 997 99.3
6 98.8 98.0 102.0 97.7 98.8 97.5
1.147 1.886 1.854
Average 99.1 97.3 101.2 97.6 99.1 98.53
% RSD 1.189 1.475 1.637 0.249 1.871 0.811
Results: For Paracetamol
1)%RSD for Assay of six preparation of Method precision 119
2)%RSD for Assay of six preparation of Intermediate precision 0.25
3)cummulative %RSD for Assay of twelve preparations 115
For Phenylephrine Hydrochloride
1)%RSD for Assay of six preparation of Method precision 147
2)%RSD for Assay of six preparation of Intermediate precision 1.87
3)Ccummulative %RSD for Assay of twelve preparations 1.89
For Chlorphenamine Maleate
1)%RSD for Assay of six preparation of Method precision 1.64
2)%RSD for Assay of six preparation of Intermediate precision 0.81
3)Cummulative %RSD for Assay of twelve preparations 1.85
Acceptance criteria:
1) % RSD for assay of six preparations should not be more than 2.0.
2) Cumulative % RSD for assay of twelve preparations (i.e. method precision and intermediate precision) should not be more than 2.0.
Analysed by : CAL OSE Checked b L \
Date : 15-11-2022 Dafe \\f‘
8 N




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS

Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage METHOD PRECISION (TEST PREPARATION-1) Exp.Date To be fixed

Each 4500 mg of Sachet contains:

Paracetamol BP -----=-=-s=msmmemmemennnanen

Chlorphenamine Maleate BP

Phenylephrine Hydrochloride BP
o . . _ASSAY OF PARACETAMOL . -
Instrument ID: ST/QC/EQ/039 ~ |Balance ID: ST/QC/EQ/0414030 WS No.: ST/Ws/22/011 % Purity (aib) 100.0
Standard dilution. 65.25 mg to ---> 100 mlto ---> b mlto ---> 50
Std.conc (in ppm)-65.25 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 5 mlto ---> 100
Test conc(in ppm)-65.02166 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor 1.0000
Labeled claim 650 mg
Average weight 4500

ystem suitability o o 5  MEAN sb | RsDIn%
Paracetamol 5072934 5073620 5071231 5074708 5097031 5077905 10766 0.212
With Bracketing std. 5100337 5097926 5083970 13603 0.268
5112367
AY OF PHENYLEPHRINE HYDROCHLORIDE . ‘ .
TAART/WS/344 |% Purity (aib) | 989

Standard dilution. : 40.20 mg to ---> 200 ml o ---> 5 mlto ---> 50
Std.conc (in ppm)-20.1 1 ml to ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 ml to ---> 1
Test.conc (in ppm)-20.0066 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor : 1.0000

Labeled claim 10 mg

System suitability el ez s . MEAN

Phenylephrine HCL 1226814 1226746 1228435 1227662 1229731 1227878

With Bracketing std. 1229340 1234315 1229006

1175910

F CHLORPHENAMINE MALEAT

% Purity (aib) 99.7

Standard area x sample dilution x 100

sl

WS No.: ST/Ws/22/039
Standard dilution. : 40.23 mg to ---> 100 ml to ---> 5 ml to ---> 50
Std.conc (in ppm)-40.23 1 ml to ---> 1 ml to ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 ml to ---> 1 mlto---> 1
Test conc(in ppm)-40.01333 1 ml to ---> 1 mlto ---> i ml to ---> 1
Conversion factor 1.0000
Labeled claim
System suitability o 2 A 5 . MEAN 5D  RSDin%
Chlorphenamine maleate 2715254 2714748 2713248 2714366 2714843 2714492 764 0.028
With Bracketing std. 2721365 2726530 2717193 4889 0.180
Calculation fomula :
Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %

Labeled claim

Analysed by :

Date :

C.ALBIN E
01-11-2022

Checked

T /«\\\\
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Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title

ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS

Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage METHOD PRECISION (TEST PREPARATION-2) Exp.Date To be fixed

Each 4500 mg of Sachet contains:
Paracetamol BP ---
Chlorphenamine Maleate BP

Phenylephrine Hydrochloride BP -

2

ST/QC/EQ/039

ASSAY OF PARACETAMOL.

'S No.:

ST/QC/EQ/0414030

ST/Ws/22/011

% Purity (aib)

Instrument ID:

Standard dilution. : 65.25 mg to ---> 100 ml to ---> mlfo ---> 50

Std.conc (in ppm)-65.25 1 mlto ---> 1 mlto ---> mlto ---> 1

Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> ml fo ---> 100

Test conc(in ppm)-64.99855 1 mlto ---> 1 mlto ---> ml to ---> 1

Conversion factor : 1.0000

Labeled claim 650 mg

Average weight 4500 mg

System suitability 1 . . MEAN | s.D _RSDin %
Paracetamol 5072934 5073620 5077905 10766 0.212
With Bracketing std. 5100337 5097926 5083970 13603 0.268

10

mg

Standard dilution. : 40.23 mg to ---> 200 mlto ---> mlto ---> 50
Std.conc (in ppm)-20.115 1 mlto ---> 1 mlto ---> mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> mlto ---> 1
Test.conc (in ppm)-19.99954 1 ml to---> 1 ml o ---> mlto ---> 1
Conversion factor : 1.0000

Labeled claim

s bili 2 3 v _MEAN
thnylephrine HCL 1226814 1226746 1228435 1227662 1227878
With Bracketing std. 1229340 1234315 1229006 2609.8 0.212

Standard dilution. : 40.23 mg to ---> 100 mlto ---> mlto ---> 50
Std.conc (in ppm)-40.23 1 ml o ---> 1 mlto ---> mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> ml to---> 1
Test conc(in ppm)-39.99911 1 ml to ---> 1 ml to ---> ml to ---> i
Conversion factor 1.0000
Labeled claim 20 mg
System suitability | . « , _  MEAN s.D | RsDin%
Chlorphenamine maleate 2715254 2714748 2713248 2714366 2714492 764 0.028
With Bracketing std. 2721365 2726530 2717193 4889 0.180
f .
1 4499.90 2671276
Calculation fomula :
Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %

Standard area x sample dilution x 100

Labeled claim

N
Analysed by : C.ALBIN JPSE ‘\/\y/
Date : 01-11-2022 \\)\




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS
Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 i Mfg.Date Sep-22
Stage METHOD PRECISION (TEST PREPARATION-3) Exp.Date To be fixed

Each 4500 mg of Sachet contains:
Paracetamol BP
Chlorphenamine Maleate BP -

Phenylephrine Hydrochloride BP -

650mg
-- 20mg
-- 10mg

@

. ) . - . ~ ASSAY OF PARACETAMOL - o
Instrument ID: ST/QC/EQ/039 Balance ID: ST/QC/EQ/0414030 WS No.: ST/WS/22/011 % Purity (aib) 100.0
Standard dilution. : 65.25 mg to ---> 100 mlto ---> 5 ml to ---> 50
Std.conc (in ppm)-65.25 1 mlto ---> 1 mlto---> 1 ml to ---> 1
Test dilution . Granule/Pow. mg to ---> 500 ml to ---> 5 ml o ---> 100
Test conc(in ppm)-65.03611 1 mlto ---> 1 mlto---> 1 ml to ---> 1
Conversion factor : 1.0000
Labeled claim H 650 mg
Average weight @ 4500 mg
Semamtenity. 0 1 L 2 | . 3 : [ s | wmay | sb ]| RDIn%
Paracetamol 5072934 5073620 5071231 5074708 5097031 5077905 10766 0.212
With Bracketing std. 5100337 5097926 5083970 13603 0.268

| inmg/Sachet
1 4502.50 4929472 633.07

" ASSAY OF PHENYLEPHRINE HYDROCHLORIDE

98.9

Standard dilution. : 40.23 mg to ---> 200 ml o ---> 5 ml to ---> 50

Std.conc (in ppm)-20.115 1 ml to ---> 1 mlto ---> 1 mlto ---> 1

Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 ml to ---> 1

Test.conc (in ppm)-20.01111] 1 mlto ---> 1 ml to ---> 1 mlto ---> 1

Conversion factor : 1.0000

Labeled claim : 10

System suitability | i 2 s i :

Phenylephrine HCL 1226814 1226746 1228435 1227662 1227878 1245 0.101
With Bracketing std. 1229340 1234315 1229006 2609.8 0.212

1201461

ASSAY OF CHLORPHENAMINE MALEATE

[strwsse2/039 % purity @iy | 997

Standard dilution. : 40.23 mg to ---> 100 ml o ---> 5 ml to ---> 50

Std.conc (in ppm)-40.23 1 mlto ---> 1 mlto ---> 1 ml to ---> 1

Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mlto---> 1

Test conc(in ppm)-40.02222] 1 ml to ---> 1 mlto ---> 1 mlto -—> 1

Conversion factor : 1.0000

Labeled claim

System suitability i 2 I 3 .. 4 . 5 . MEAN 1 sD | RsDin%
Chlorphenamine maleate 2715254 2714748 2713248 2714366 2714843 2714492 764 0.028
With Bracketing std. 2721365 2726530 2717193 4889 0.180

2796614

0 110.0% |

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %

Standard area x sample dilution x 100 Labeled claim
N n’//

Analysed by : C.ALBINJOSE Chy

o

Date : 01-11-2022 Date¥
AL




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title  ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS
Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage METHOD PRECISION (TEST PREPARATION-4) Exp.Date To be fixed

Each 4500 mg of Sachet contains:
Paracetamol BP --------
Chlorphenamine Maleate BP -
Phenylephrine Hydrochloride BP -

650mg
-- 20mg
-- 10mg

. . , ~ ResavorpamAcerawo. . . .
Instrument ID: ST/QC/EQ/039 JBalcmce 0: ST/QC/EQ/0414030 jws No.: ST/WS/22/011 ]x Purity (aib) | 1000
Standard dilution. : 65.25 mg to ---> 100 mlto---> 5 ml to ---> 50

Std.conc (in ppm)-65.25 1 mlto ---> 1 mlto ---> 1 mlto---> 1

Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 5 mlto ---> 100

Test conc(in ppm)-65.02166) 1 mlto ---> 1 mlto ---> 1 ml to ---> 1

Conversion factor 1.0000

Labeled claim : 650 mg

Average weight 4500 mg

System sutablny. . 1 4 F 2 | ; . .5 . MEAN | sb | RsDin%
Paracetamol 5072934 5073620 5071231 5074708 5097031 5077905 10766 0.212

With Bracketing std. 5100337 5097926 5083970 13603 0.268

" ASSAY OF PHENYLEPHRINE HYDROCHLORIDE |

Standard dilution. : 40.23 mg to ---> 200 ml to ---> 5 mlto ---> 50
Std.conc (in ppm)-20.115 1 mlto -—> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mlto---> 1
Test.conc (in ppm)-20.0066( 1 mlto ---> 1 mlto ---> 1 ml o ---> 1
Conversion factor : 1.0000
Labeled claim : 10
Phenylephrine HCL 1226814 1226746 1228435 1227662 1229731 1227878 0.101
With Bracketing std. 1229340 1234315 \ 1229006 2609.8 0.212
1 1222173 9.90 99.0 . ~ Assay limit :90.0% 0 110.0
‘ST/WS/22/039 I% Purity (aib) 99.7
Standard dilution. : 40.23 mg to ---> 100 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-40.23 1 mlto---> 1 mlto---> 1 ml to ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 ml o ---> 1 mlto ---» 1
Test conc(in ppm)-40.01333 1 mlto ---> 1 ml to ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labeled claim : 20 «ng
emsinaeiy. . . 1 e ) 3 . . 5 | MEAN 5.D RSD in %
Chlorphenamine maleate 2715254 2714748 2713248 2714366 2714843 2714492 764 0.028
With Bracketing std. 2721365 2726530 2717193 4889 0.180
2747809

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %

Standard area x sample dilution x 100 Labeled claim
0O wP//

Analysed by : C.ALBINEOSE

Date : 01-11-2022




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND(CHLORPNENAM!NE MALEATE IN GRIPEX SACHETS
Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage METHOD PRECISION (TEST PREPARATION-5) Exp.Date To be fixed
Each 4500 mg of Sachet contains:
Paracetamol BP ----=--s=mmemmmmmomeononnan
Chlorphenamine Maleate BP
'Phens(lephrine Hy#roch!oride BP - i
. . - . | assay orpeamaceTAMOL .. . . .
Instrument ID: ST/QC/EQ/039 Fﬁm 1 | ST/QC/EQ/0418030  [ws o ST/WS/22/011  |% Purity (aib) | 1000
Standard dilution. : 65.25 mg to ---> 100 ml to ---> 5 mlto ---> 50
Std.conc (in ppm)-65.25 1 mlto ---> 1 ml to ---> 1 mlto---> 1
Test dilution .: Granule/Pow. mg to ---> 500 ml to ---> 5 mlto ---> 100
Test conc(in ppm)-65.01877| 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor 1.0000
Labeled claim 650 mg
Average weight 4500 mg
System suitability \, . _ .3 . 4 1. 5  MEAN s.b RSD in %
Paracetamol 5072934 5073620 5071231 5074708 5097031 5077905 10766 0.212
With Bracketing std. 5100337 5097926 5083970 13603 0.268

i

99.5

5034620 646.75

"ASSAY OF PHENYLEPHRINE HYDROCHLORID!

WS No.: TAART/WS/344 % Purity (aib) | 989

Standard dilution. : 40.23 mg to -—--> 200 mlto ---> 5 mlto ---> 50

Std.conc (in ppm)-20.115 1 mlto ---> 1 mlto---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mlto---> 1

Test.conc (in ppm)-20.0057] 1 mlto---> 1 ml o ---> 1 mlto---> 1
Conversion factor : 1.0000

Labeled claim 10 mg

: bili & ( A | RsDin%
Phenylephrine HCL 1226814 1226746 1228435 1227662 1227878 0.101

With Bracketing std. 1229340 1234315 1229006 2609.8 0.212

1212269

| ASSAY

WS No.: ST/WS/22/039

% Purity (aib) 99.7

Standard dilution. : 40.23 mg to ---> 100 mlto ---> 5 ml o ---> 50
Std.conc (in ppm)-40.23 1 ml o ---> 1 mlto ---> 1 ml to ---> 1
Test dilution . Granule/Pow. mg to ---> 500 ml to ---> 1 mlto---> 1
Test conc(in ppm)-40.01155 1 ml to ---> 1 ml to ---> 1 mlto---> 1
Conversion factor 1.0000
Labeled claim 20
System suitability o a3 5 a0 s MEAN 5.D RSD in %
Chlorphenamine maleate 2715254 2714748 2713248 2714366 2714843 2714492 764 0.028
With Bracketing std. 2721365 2726530 2717193 4889 0.180
1 4501.30 2760287

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt

Assay in mg /Sachet

Standard area x sample dilution x 100

Assay in mg/Sachet x 100

Assay in %

o,

Labeled claim

Analysed by :

Date :

C.ALBIN JQSE

01-11-2022




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title o ASSAY OF PARACETAMOL,PHENYLEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS
Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage METHOD PRECISION (TEST PREPARATION-6) Exp.Date To be fixed

Each 4500 mg of Sachet contains:

Paracetamol BP -------mmmmmmnmoenocnoonn
Chlorphenamine Maleate BP ------
Phenylephrine Hydrochloride BP

ASSAY OF PARACETAMOL

Instrument ID: ST/QC/EQ/039 lBalcmce ID: ST/QC/EQ/0414030 WS No.: ST/Ws/22/011 % Purity (aib) 100.0
Standard dilution. : 65.25 mg to ---> 100 mlto ---> 5 mlto ---> 50

Std.conc (in ppm)-65.25 1 mlto---> 1 ml to ---> 1 ml to ---> 1

Test dilution .: Granule/Pow. mg o ---> 500 mlto ---> 5 mlto---> 100

Test conc(in ppm)-65.11555! 1 mlto ---> 1 mlto ---> 1 ml to ---> 1

Conversion factor : 1.0000

Labeled claim : 650 mg

Average weight ¢ 4500 mg

System suitability | 1 2 1 3 , 4 3 . Mean b sbp . | RSDin%
Paracetamol 5072934 5073620 5071231 5074708 5097031 5077905 10766 0.212
With Bracketing std. 5100337 5097926 5083970 13603 0.268

e ASSAY. OF PHENYLEPHRINE HYDROCHLORIDE

TAART/WS/344 |% Purity (aib) l 98.9

Standard dilution. : 40.23 mg to ---> 200 mlto---> 5 mlto ---> 50
Std.conc (in ppm)-20.115 1 mlto ---> 1 ml to ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mlto ---> 1
Test.conc (in ppm)-20.0355Y 1 mlto ---> 1 mlto ---> 1 mlto -—-> 1
Conversion factor : 1.0000
Labeled claim
|System suitability . . o .
A ————
Phenylephrine HCL 1226814 1226746 1228435 1227662 1229731 1227878
With Bracketing std. 1229340 1234315 1229006 2609.8 0.212

Standard dilution. : 40.23 mg to ---> 100 mlto ---> 5 mlto ---> 50

Std.conc (in ppm)-40.23 1 mlto ---> 1 ml o ---> 1 mlto ---> 1

Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mlto ---> 1

Test conc(in ppm)-40.07111]) 1 mlto ---> 1 ml o ---> 1 mlto ---> 1

Conversion factor : 1.0000

Labeled claim : 20 mg

el L s TN, [ sp | eeona
Chlorphenamine maleate 2715254 2714748 2713248 2714366 2714843 2714492 764 0.028
With Bracketing std. 2721365 2726530 2717193 4889 0.180

2766348

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay inmg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

r

Analysed by : C.ALBIN JJSE

Date : 01-11-2022




SAFETAB LIFE SCIENCE, PUDUCHERRY - 605 107

RECORD OF ANALYSIS
Name of the Product 4'\'-‘4\ P Y
Batch No 31\_“ S -\
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Safetab Life Science

Puducherry- 605 107

Quality contral Department
<Sample Information>
Acquired by : C.Albin Jose
Sample Name : SYSTEM PRECISION
Sample ID - BLANK-AS

Data Filename : 291022 GRIPEX-SAC-MV-PRECISION-AS-01.lcd
Method Filename : GRIPEX-AS_p.lcm

Batch Filename  : 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb
Vial # - 1-37

Injection Volume : 50 uL

Date Acquired - 10/29/2022 3:35:09 PM

Date Processed : 11/1/2022 8:26:11 AM

<Chromatogram>
METHOD VALIDATION$ GRIPEX - 1-163-2 - 291022 GRIPEX-SAC-MV-PRECISION-AS-01.lcd
uAU
50000’:*”““"""” o ’ - ﬁbﬁﬁﬁiﬁi’"z’idnni;«ihrﬂi
25000
\ {\
N P
0+———- ~ — ~
B e [t e B s S S B T LI L AL I B L AAE Y T L U
0.0 2.5 5.0 7.5 10.0 12.5 16.0 175
min
<Peak Table>
PDACh1220nm
Peak# Ret. Time|  Area | Area% T.Plate | T.Factor [Resolution R.R.Time! ~ Name ,
| Total | I e \ |

Analysed B
Date : %"/
o\

Page:1/1



Safetab Life Science

Puducherry- 605 107

Quality contrel Department
Sample Information
Acquired by : C.Albin Jose
Sample Name : SYSTEM PRECISION
Sample ID : PARA+PHENYL+CPM-AS-STD-01
Tray# 01
Vial# : 38
Injection Volume : 50
Data File : 291022 GRIPEX-SAC-MV-PRECISION-AS-02.lcd
Method File : GRIPEX-AS_p.lcm
Batch File : 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb

: DEFAULT.Isr
1 10/29/2022 3:55:44 PM
:11/1/2022 8:26:15 AM

Report Format File
Date Acquired
Date Processed

291022 GRIPEX-SAC-M MV PRECISION-AS-02.lcd
PDA %U“ﬁl 1 220nm, 4nm

mAU ' E L% |
500 1% = u ,
| = E 2 |
LR E |
O' ' :J\T /‘\ﬂ = *;t'}.;&;‘o;:.';‘ifk?j_._,_v_f e———— ;{

0 10

min

291022 GRIPEX-SAC-MV-PRECISION-AS- 04.lcd
PDAfﬁ/Iultl 1 220nm,4nm

mAU | =
500~ iic [:11:1 o
i =™ 25 ~
— = P
e g B
L A W AP AU e
04{’4&‘ 1 i T l i T T L
0 10

min

291022 GRIPEX-S -SAC- MV PRECISION-AS-06.lcd

mAU & PDAMulti 1 220nm,4nm
500} é a 21 W
! B = \:
N o0
| = © 0
O‘L»ff'h’j\ oo o 4J_Lg‘ . 4‘
B = ‘T\ T W lVi [ 7"7 it Ll e SSS. SEEE —
0 10
min
<< PDA >>
ID#1 Compound Name PARACETAMOL
1 Vial# | Title | ~ Sample ID
} 38 LON‘ -AS-02.lcd lcd o PARA+PHEI}{\Q_+CPM - STD 01
F 38 [ON-AS-03. Jded | j@/&i{HENYL+CPM -AS-STD-02
| 38 ION-AS- Qilcd PARA+PHENYL+CPM- -AS-STD-03
\ 38 ION-AS-05.lcd | "PARA+PHENYL+CPM-AS-STD-04
38 %ON -AS-06.lcd | PARA+PHENYL+CPM-AS-STD-05
— Average| [
,,,,, | %RSD

291022 GRIPEX-SAC- MV -PRECISION-AS-03.lcd

PDASMum 1 220nm, 4’nni

mAU I E 5
1‘ \r.n ~ K = \
\ i\i R = |
0 ’5 :‘Lr,;\%ré:\;:‘#/\:\(?,‘ == L? — == 77777;{

291022 GRIPEX-S -SAC-MV-PRECISION-AS-05.lcd

:z; PDA&Multu 1 220nm,4nm
ja ol U
o =
=~ o
> S
3 s =]
"‘T—_-_—L‘AL Tl T T T =

Page:1/2

| RTlme jr@_ [ T. Plate 7‘ liTF;cE{rii
| 3.812 5071091 | 4846 1.261 |
| 3.811 | 5069883 |  4845| 1.258 ‘
| 3.809 | 5069892 | 4812] 1.258 |
L 3.818 | 5075239 \  4821| 1.261 |
| 3812 | 5072826 | 4852| 1.259 |
| 3812 | 5071786 | 4835| 1.260 1
0089 | 0045 | 0.357] 0.092. |



ID#2 Compound Name PHENYLEPHRINE

V|aI# | 7T|t!e 1 Sample D . RTlme 1 Areg | T. Plate }T-FaEEQ'" |
38 ION-AS-02. lcd| PARA+PHENYL+CPM-AS-STD-01 | 6.773 | 1227523 | 6907 1179
138 JON-AS-03.lcd|  PARA+PHENYL+CPM-AS-STD-02 6.754 | 1228106 6799 1.179 |
38 {O.M% O4.lcd|  PARA+PHENYL+CPM-AS-STD-03 | 6.771 | 1227976 6868 1.179 |
38 JON-AS-05.lcd|  PARA+PHENYL+CPM-AS-STD-04 | 6.754 | 1227441 | 6945, 1.181 |
38 JON-AS-06.lcd| PARA+PHENYL+CPM-AS-STD-05 | 6.768 1227183 | 6889 1.182 |
Average! | 6764 | 1227646 6881 1.180
| %RSD| 000 0.134 0.031 | 0.787| 0.132 |
ID#3 Compound Name CHLORPHENAMINE
Vlal# ’77J'7It|e ] 7 - Sample ID 777 o | R.Time Area l T. Plate TFacfor"
38 JON-AS-02.cd| PARA+PHENYL+CPM-AS-STD-01 | 10.872 2710886 | 70343 | 1.424 ‘
38 JON-AS-03.lcd  PARA+PHENYL+CPM-AS-STD-02 | 10.875 | 2719096 | 67161 1.420 |
38 %ON -AS-04.lcd  PARA+PHENYL+CPM-AS-STD-03 | 10.869 2712960 | 68536 1.420 ‘
38 [ON-AS-O5.lcd|  PARA+PHENYL+CPM-AS-STD-04 | 10.872 | 2719453 F 69958 | 1.425
38 JON-AS-06.Icd| PARA+PHENYL+CPii-AS-STD-05 | 10.871 | 2710557 | 69928 i.427 \
| Average 1 10.872 | 2714590 | 69185 1.423 ‘
] %RSD| A 0.020 | 0.161 |
Analysed B
Date : %/
g\
Page:2/2



Safetab Life Science

Puducherry- 605 107

Cuality contiol Dep artment
<Sample Information>
Acquired by : C.Albin Jose
Sample Name : METHOD PRECISION
Sample ID : BLANK-AS

Data Filename - 291022 GRIPEX-SAC-MV-PRECISION-AS-07.Icd
Method Filename : GRIPEX-AS_p.lcm

Batch Filename  : 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb
Vial # :1-39

Injection Volume : 50 uL

Date Acquired : 10/29/2022 5:38:40 PM

Date Processed : 11/1/2022 8:26:30 AM

<Chromatogram>
i METHOD VALIDATION$ GRIPEX - 1-169-2 - 291022 GRIPEX-SAC-MV-PRECISION-AS-07.lcd
uA
e S PDA Ml 1 220nm 4nr
¥
|
25000
J k//\»x-\M* S
N I (N E— S
l'j—ll!|"J
0.0 25 5.0 7.5 10.0 12.56 15.0 17.5
min
<Peak Table>
PDA Ch1 220nm R ) , B
Fe_ai# Ret. Time Area | Area% | T.Plate T.Fa@[lResolutionh R.R.TimeP@ ~ Name
Total , . I I 0 -

Analysed B ‘7./
Date : %
o\

Page:1/1



Safetab Life Science

Puducherry- 605 107

Cuality contral Dep artment

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File
Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose

: METHOD PRECISION

: I;ARA+PHENYL+CPM—AS-STD—01
: 40

1 50

: 291022 GRIPEX-SAC-MV-PRECISION-AS-08.lcd
: GRIPEX-AS_p
1 391022 GRIPEX SAC-MV-AS-PRECISION.Icb
: DEFAULT.Isr

1 10/29/2022 5:59:16 PM

1 11/1/2022 8:26:33 AM

lem

MV-PRECISION-AS-08.lcd

291022 GRIPEX-SAC-

291022 GRIPEX-SAC-MV-PRECISION-AS-09.lcd

PDA&ﬁaultu 1 220nm,4nm

AU 3 |2 z PDAEﬁaultu 1 220nm,4nm AU : |3 E
500 g M = | 500~ > o x
£ =2 £ E 3
JE 8 2 LB 8 B
0‘1’ i #:ra&#wfw*f—v e ﬂ;‘l 0 1’" U“-&i—u—?ﬁbT' ﬁ—i@'
0 10 0 10

291022 GRIPEXVSAC MV-PRECISION-AS-10.lcd

291022 GRIPEX-SAC-MV-PRECISION-AS-11.lcd

l

l

- |

T T ‘1

min

]

mAU % % PDA‘:MuIn 1 220nm,4nm,  mAU é % PDAEMuItl 1 220nm,4nm
500j = U SOOj = \
- SR A ¥ B >
- (=] — 4 < O el
— O — ) OQ
ol n \ﬁ 25 S 0.;4 B 5|8
T T T T N L T i | SN Ta T
0 0 10
min
291022 GRIPEX-SAC-MV-PRECISION-AS-12.lcd
mAU 1 5 % PDARMulti 1 220nm,4nm
500 < = 5
i & o
T s e
O’TJ\‘” 2 'vA'E4—’ s e
0 10
min
<< PDA >>
ID#1 Compound Name PARACETAMOL
ﬁ\{|ail# - Title B ,_,7SEmp|e D 7 :WR.foiirpe \ Area T Plgtfeﬁ B TFactor1
40 &ON AS-08.cd| PARA+PHENYL+CPM-AS-STD-01 | 3.813 | 5072934 | 4856 1.263
40 ﬁON—AS-O9.ch PARA+PHENYL+CPM-AS-STD-02 3.812 5073620 4848 1.2§Q
| 40 JON-AS-10.lcd| PARA+PHENYL+CPM-AS-STD-03 | 3.810 | 5071231 4842 1.259
40 JON-AS-1l.cd| PARA+PHENYL+CPM-AS-STD-04 | 3.814 | 5074708 4854 | 1.264
40 JON-AS-12.lcd| PARA+PHENYL+CPM-AS-STD-05 3.821 | 5097031 | 4839| 1.259
Average - B 3.814 | 5077905 4848 1.261
o '%RSD B - 79.7109 0.212 0.157| 0.179

Page:1/2



ID#2 Compound Name: PHENYLEPHRINE

Vial# | Title  SampleId  RTme  Aea TPt  TFactor
40 4;,0'\"‘\5'0?-'“5 _ PARA+PHENYL+CPM-AS-STD-01 | 6.762 | 1226814 | 6925 1.178
40 [ON-AS-09.led| PARA+PHENYL+CPM-AS-STD-02 | 6.772 | 1226746 . 6932] 1.179
40 ION-AS-10.lcd| ~ PARA+PHENYL+CPM-AS-STD-03 | 6.761 | 1228435 | 6906 1.179 |
40 kON—Ag-n.@q _ PARA+PHENYL+CPM-AS-STD-04 | 6.756 | 1227662 | 6919 1.183
40 ION-AS-12.lcd|  PARA+PHENYL+CPM-AS-STD-05 | 6.753 | 1229731 6940 1.180
IR Average 7 | 6761 | 1227878 ~ 6924| 1.180
%RSD - | 0.05 0.101 |  0.183] 0.157
ID#3 Compound Name: CHLORPHENAMINE
\Vial# | Tite | sampleld | RTme | Area | T.Plate |TFactor
JON-AS-08.lcd | PARA+PHENYL+CPM-AS-STD-01 10.869 = 2715254 | 69391 1.425
_ION-AS-09.lcd | PARA+PHENYL+CPM-AS-STD-02 | 10.860 | 2714748 69847 1.430 |
) ION-AS-10.lcd | PARA+PHENYL+CPM-AS-STD-03 | 10.869 { 2713248 1 69174| 1.423
JON-AS-11.lcd  PARA+PHENYL+CPM-AS-STD-04  10.868 | 2714366 68317 1.417
ON-AS-12.Icd|  PARA+PHENYL+CPM-AS-STD-05 ,10-,8,,70{. 2714845 | 69552| 1.432 |
Average| - 10867 ) 2714492 | 69256| 1.425
%RSD| - | 0.038 | 0.028 0.837| 0.411
A
Analysed B / Checked By / ,\/‘/
Date : % Dat: \W/‘)
) _\\‘
\)\

Page:2/2



Safetab Life Science

Puducherry- 605 107

Quality cantral Department

Acquired by
Sample Name
Sample ID

Tray#
Vial#

Injection Volume
Data File

Method File

Batch File

Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose
: METHOD PRECISION

: ?RIPEX-MV-MET PRE-SOL-A-1-01

i 41
: 50

1 291022 GRIPEX-SAC-MV-PRECISION-AS-13.lcd

: GRIPEX-AS-A_p.lcm

: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb

: DEFAULT.Isr
: 10/29/2022 7:42:12 PM
1 11/1/2022 10:39:27 AM

291022 GRIPEX-SAC- MV PRECISION-AS-13.lcd 291022 GRIPEX-SAC-MV-PRECISION-AS-14.Icd
mAU 5007 ] ( z PDlrfﬁ'lum 1220nm,4nm  mAU 200 [ % PDAMuiii 1 220nm,4nm)
| l T <{ ‘ o ‘O
‘ ;\I . & | I | & | (e
IS L T J?-s. L@ B
O k,i‘!&,i,u ‘L\"‘/\\]'TAI;;’ "lml‘l\k;“‘or’ — 0* :i;'\,ﬂ_[, ,rv ‘{E\T\'Lo, - r\j‘)\"oT — /\ r/\ —
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
41 JON-AS-13.lcd GRIPEX-MV-MET PRE-SOL-A-1-01 6.763 1177480 7032| 1.162
41 ION-AS-14.lcd GRIPEX-MV-MET PRE-SOL-A-1-02 6.759 1174340 | ~ 7056| 1.163
Average| B 6.761 1175910 | 7044 | 1.163
%RSD| B 0.036 0.189 0.249| 0.023 |
ID#2 Compound Name: CHLORPHENAMINE
Vial# Title e Sample ID R.Time Area T. Plate T.Factor
41 JON-AS-13.lcd| GRIPEX-MV-MET PRE-SOL-A-1-01 10.882 2697002 69294 | 1.421
41 JON-AS-14.lcd ~ GRIPEX-MV-MET PRE-SOL-A-1-02 10.870 2700102 - 69054 1.414
Average - 10.876 | 2698552 | 69174 | 1.417
~ %RSD - 0.073 0.081 0.246| 0.394
Checked By
/'\/4/
Dafe : \‘V‘/
\8
AN
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Safetab Life Science

Puducherry- 605 107

Quality contral Dep artment

Sample Information

Acquired by : C.Albin Jose
Sample Name : METHOD PRECISION
Sample ID : GRIPEX-MV-MET PRE-SOL-A-2-01
Tray# i1
Vial# 142
Injection Volume : 50
Data File 1 291022 GRIPEX-SAC-MV-PRECISION-AS-15.lcd
Method File : GRIPEX-AS-A_p.lcm
Batch File : 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb
Report Format File : DEFAULT.Isr
Date Acquired : 10/29/2022 8:23:22 PM
Date Processed :11/1/2022 10:47:11 AM
2?6822 GRIPEX-SAC-MV-PRECISION-AS-15.lcd Zg 6822 GRIPEX-SAC-MV-PRECISION-AS-16.lcd ‘
mAU T T 1 é PD E:gaulti 1220nm,4innl  mMAU g PD §I§4ulti 1 220nm,%iim
‘ 5, 10 ] ! T @)
s e 1= | < 1= ‘
LI 2 J5 LWL 2 2 %
O*Q\J \ NV /\\KAEH,J\W‘ZE, . 9. 0l J\J & -/\\,\AAQ;« . J_E ,,,,,,, A\ 7;
T T T T |7"’T T 2SS l T T LI T ] L o T  EEE—
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE
Vial# Title Sample ID R.Time Area T. Plate | T.Factor
42 JON-AS-15.lcd GRIPEX-MV-MET PRE-SOL-A-2-01 6.754 1187943 7037 | 1.162
42 JON-AS-16.lcd GRIPEX-MV-MET PRE-SOL-A-2-02 6.775 1182768 - 7069| 1.155
b ~ Average - 6.765 1185355 | 70583 | 1.159 |
3 %RSD B 0.222 0.309 ~ 0.321| 0.424
ID#2 Compound Name: CHLORPHENAMINE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
~ 42 JON-AS-15.lcd GRIPEX-MV-MET PRE-SOL-A-2-01 10.871 | 2662625 68797| 1.418
42 ION-AS-16.lcd GRIPEX-MV-MET PRE-SOL-A-2-02 10.871 | 2679928 - 68797 1.420
. ~ Average| i 10.871 2671276 | 68797 | 1.419
| %RSD - 0.000 0.458 ~0.000| 0.067

Analysed 3:\,/
Date : \\\
o\
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Safetab Life Science

Puducherry- 605 107

Cuality contral Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File

Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information
: C.Albin Jose
: METHOD PRECISION
: (15RIPEX—MV-MET PRE-SOL-A-3-01

- 43

1 50
: 291022 GRIPEX-SAC-MV-PRECISION-AS-17.lcd

: GRIPEX-AS-A_p.lcm

: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb

: DEFAULT.Isr
1 10/29/2022 9:04:33 PM
1 11/1/2022 8:27:57 AM

291022 GRIPEX-SAC- MV PRECISION-AS-17.lcd

291022 GRIPEX SAC- MV PRECISION-AS-18.lcd

mAU 500 1 1 { 5 PD &Muln 1 220nm, 4nm mAU 500 E PD Eﬁ/lultu 1 220nm,4nm
-l ] l\ =S | l \ K
J L - \ ;2
0 10 0 10
min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE HCL
| Vial# Title SampleID R.Time Area T. Plate | T.Factor
43 JON-AS-17.lcd| GRIPEX-MV-MET PRE-SOL-A-3-01 | 6.767 1197357 7050 | 1.159
43 JON-AS-18.Icd| GRIPEX-MV-MET PRE-SOL-A-3-02 6.745 1205566 6972| 1.168
| Average o 6.756 1201461 7011| 1.163
7777777777 %RSD o 0.230 0.483 0.790| 0.537
ID#2 Compound Name: CHLORPHENAMINE MALEATE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
43 JON-AS-17.lcd | GRIPEX-MV-MET PRE-SOL-A-3-01 | 10.865 | 2797876 67955| 1.413
43 JON-AS-18.lcd| GRIPEX-MV-MET PRE-SOL-A-3-02 | 10.864 | 2795353 67893 | 1.416
- Average 10.865 2796614 67924 | 1.414
| %RSD ) 0.004 0.064 0.065| 0.160 |

Analysed ,,\/
Date : ¥ACN
‘}\
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Safetab Life Science

Puducherry- 605 107

Quality contral Dep artment
Sample Information
Acquired by : C.Albin Jose
Sample Name : METHOD PRECISION
Sample ID : GRIPEX-MV-MET PRE-SOL-A-4-01
Tray# id
Vial# 1 44
Injection Volume : 50
Data File : 291022 GRIPEX-SAC-MV-PRECISION-AS-19.lcd
Method File : GRIPEX-AS-A_p.lcm
Batch File 1 391022 GRIPEX SAC-MV-AS-PRECISION.Icb

Report Format File
Date Acquired
Date Processed

: DEFAULT.Isr
1 10/29/2022 9:45:45 PM
1 11/1/2022 8:28:02 AM

291022 GRIPEX-SAC-MV-PRECISION-AS-19.lcd

291022 GRIPEX-SAC-MV-PRECISION-AS-20.lcd

mAU 500 , ﬂ ]lf z PDlrﬁﬁdultl 1 220nm,4nm  mAU 500 1 z PD,TEMultu 1 220nm, 4nm‘i
A 1 - |
;l “l‘\ JL\J. \‘“ - ”3 | h_\ | | |l D=3 ﬂa |
o LAV MG e AN IV DRSSO - SR 74
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE HCL
Vial# Title - Sample ID R.Time Area T. Plate T.Factor
44 )ON -AS-19.Icd GRIPEX-MV-MET PRE-SOL-A-4-01 6.755 1208175 7005 ] 1.162
44 iQN-AS-ZO.ch GRIPEX-MV-MET PRE-SOL-A-4-02 6.704 | 1236171 6953| 1.200
~ Average 6.729 | 1222173 6979 | 1.181
|| %RSD 0.539 1.620 0.522| 2.293
ID#2 Compound Name: CHLORPHENAMINE MALEATE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
44 JON-AS-19.lcd GRIPEX-MV-MET PRE-SOL-A-4-01 10.861 | 2749431 - 70388 1.419
44 iON:AS—ZO.ch GRIPEX-MV-MET PRE-SOL-A-4-02 10.856 2746186 68288 | 1.409
. ~ Average 10.858 | 2747809 69338| 1.414
%RSD ) 0.035 | 0.083 2.142| 0.523
Analysed

¢/

Date : \'\

oM
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Safetab Life Science

Puducherry- 605 107

Quality cantral Department
Sample Information
Acquired by : C.Albin Jose
Sample Name : METHOD PRECISION
Sample ID : GRIPEX-MV-MET PRE-SOL-A-5-01
Tray# s 1
Vial# 1 45
Injection Volume + 50
Data File : 291022 GRIPEX-SAC-MV-PRECISION-AS-21.lcd
Method File : GRIPEX-AS-A_p.lcm
Batch File : 391022 GRIPEX-SAC-MV-AS-PRECISION.lcb
Report Format File : DEFAULT.Isr
Date Acquired : 10/29/2022 10:26:56 PM
Date Processed 1 11/1/2022 8:28:07 AM

291022 GRIPEX-SAC-MV-PRECISION-AS-21.lcd

291022 GRIPEX SAC- MV -PRECISION-AS-22.lcd

mAU 500~ ] " g PDT&:Multi 1220nm,4nm  mAU 500 | 5 PD/}ﬁﬂflultl 1 220nm,4nm
) = | © T ‘
-y SO ’ '\ S |
I ‘ g 0 1 8 [ g |
o ML S — “_ o ol WL J1- - N
= T 1 L T T T l T T | L) | ‘ A (| E—— Il ﬁifi‘
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE HCL
Vial# Title Sample ID R.Time Area ~ T. Plate | T.Factor
45 JON-AS-21.lcd GRIPEX-MV-MET PRE-SOL-A-5-01 6.747 1210932 6980 | 1.163 |
i 45 [ON-AS-22.lcd| GRIPEX-MV-MET PRE-SOL-A-5-02 6.766 1213606 | 7050, 1.163 |
Average| o 6.757 1212269 | 7015 1.163
| %RSD - 0.200 0.156 0.707| 0.019
ID#2 Compound Name: CHLORPHENAMINE MALEATE
Vial# Title Sample ID 7 R.Time Area T. Plate T.Factor
| 45 [JON-AS-21.lcd GRIPEX-MV-MET PRE-SOL-A-5-01 10.854 2755007 67859 | 1.415 |
45 JON-AS-22.Icd GRIPEX-MV-MET PRE-SOL-A-5-02 10.880 2765567 69683 | 1.423
| Average - S 10.867 2760287 68771 1.419 |
%RSD 7 0.170 0.271 1.876| 0. 7:}84 |
Analysed Chetked B
Date :%/ D \’\/5" 4
'Y Ob L)
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Safetab Life Science

Puducherry- 605 107

Quality contral Dep artment

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume

Data File
Method File
Batch File

Report Format File

Date Acquired
Date Processed

Sample Information

: C.Albin Jose

: METHOD PRECISION

: (13RIPEX—MV—MET PRE-SOL-A-6-01

1 46

: 50

1 291022 GRIPEX-SAC-MV-PRECISION-AS-23.lcd
: GRIPEX-AS-A_
: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb
: DEFAULT.Isr

: 10/29/2022 11:08:11 PM

:11/1/2022 8:28:12 AM

p.lcm

291022 GRIPEX-SAC-MV-PRECISION-AS-23.lcd

291022 GRIPEX-SAC-MV-PRECISION

-AS-24.Icd

mAU 500 ! L% PD §:§4ulti 1 220nm,4nmi mAU 500 H % PD E:gflulﬁ 1 220nm,4nm
£ 19 I £ ¢ |
= ‘L | I \ S |
WL E | LWL g 8 |
o—- / : \\[ﬁlAgl‘d"hl\’rBT’” ,—/‘\"j/\"j = o+ :’,\",f : J\T‘qlﬂgf”l[\~ e e A ey
0 10 0
min min
<< PDA >>
ID#1 Compound Name: PHENYLEPHRINE HCL
Vial# Title Sample ID R.Time Area T. Plate T.Factor
46 ION-AS-23.lcd GRIPEX-MV-MET PRE-SOL-A-6-01 6.774 1207634 7014 | 1.154
46 [ON-AS-24.lcd GRIPEX-MV-MET PRE-SOL-A-6-02 | 6.762 1215168 7035| 1.163
Average 6.768 | 1211401 o 7024 | 1.159 |
%RSD . 0.127 0.440 0.212| 0,531 |
ID#2 Compound Name: CHLORPHENAMINE MALEATE
Vial# Title Sample ID R.Time Area T. Plate T.Factor
46 [ON-AS-23.lcd GRIPEX-MV-MET PRE-SOL-A-6-01 10.882 2765328 70492 | 1.421
46 JON-AS-24.lcd GRIPEX-MV-MET PRE-SOL-A-6-02 10.879 2767368 68900 1.416 |
Average . 10.881 2766348 69696 | 1.419
%RSD - | 0.021 0.052 1.615]| 0,292
Analysed Bx/ Checked B A/
Date DAt A
i o °

Page:1/1



Safetab Life Science

Puducherry- 605 107

Quality control Department

<Sample Information>

Acquired by
Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

: C.Albin Jose

: METHOD PRECISION

: PARA+PHENYL+CPM-AS-BKT-STD-1

1291022 GRIPEX-SAC-MV-PRECISION-AS-25.Icd
: GRIPEX-AS_p.lcm

1 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb

Vial # 1 1-40
Injection Volume : 50 uL
Date Acquired 0 10/29/2022 11:49:27 PM
Date Processed : 11/1/2022 8:26:47 AM
<Chromatogram>
- METHOD VALIDATIONS$ GRIPEX - 1-187-2 - 291022 GRIPEX-SAC-MV-PRECISION-AS-25.1cd
u
ESSSE————— § . . W ' if”DA'Muiii"i"zébhm,4nm;
) w w
500000 = z &
. < o &
o E
= o Q
o u T
2 > =
- @ i ~
T [(e]
250000 o 2
! '1 P =
1 ~
\ ©
/ ™
0;, N &, S8 -~ //\77 R A/Y\ o /7,,,,./\a777/]-LM_—,*/’\&*‘/ \\\,77
Y T B B D A L T L L L I VL L T -
0.0 2.5 5.0 7.5 10|.0 12.5 15.0 171.5
min
<Peak Table>
PDA Ch1220nm o o - o o
Peak# Ret. Time|  Area ~ Area% | T.Plate |T.Factor |Resolution| R.R.Time|  Name |
1 | 3.819 |5100337 56.351| 4799 1.260 | - -- PARACETAMOL 7 ‘
| 2 | 6.743 1229340 13582 6897 | 1179 | 1073 | - |PHENYLEPHRINE |
| 3 10.867 2721365 1 30.067| 68361 1421 | 16.80 | -- CHLORPHENAMINE |
ﬁ Total | 9051042 100.000 | i \

Analysed J c
Date : 4 N\
)

Page:1/1

cked By
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Safetab Life Science

Puducherry- 605 107

Quality contral Dep artment

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume

Data File
Method File
Batch File

Report Format File

Date Acquired
Date Processed

Sample Information

. C.Albin Jose

: METHOD PRECISION

i ?RIPEX-MV—MET PRE-SOL-B-1-01
.47

: 50

: 291022 GRIPEX-SAC-MV-PRECISION-AS-26.lcd
: GRIPEX-AS-B
: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb
: DEFAULT.lsr

:10/30/2022 12:10:02 AM

:11/1/2022 8:29:06 AM

_p.lcm

291022 GRIPEX-SAC-MV-PRECISION-AS-26.lcd

291022 GRIPEXUSAC MV-PRECISION-AS-27.lcd

|
1

mAU } \5 PDA Multi 1 220nm,4hm1 mAU § PDA Multi 1 220nm,4nm
500 1 "\é 500 J ‘\5
0 | = »"%L“%*ﬁ--——i?—t?‘- e 0 l R e -
0 10 0 10
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# ~ Title Sample ID R.Time Area T. Plate T.Factor

47 ION-AS-26.lcd GRIPEX-MV-MET PRE-SOL-B-1-01 3.821 5112939 4858 | 1.258
| 47 i'QVI\l-{\S—ZZch GRIPEX-MV-MET PRE-SOL-B-1-02 3.818 5111796 4829 | 1.260
L Average 3.819 | 5112367 4844 | 1.259

) %RSD 0.045 | 0.016 | 0.433| 0.110

min

Date

Analysed
N\

Page:1/1



Safetab Life Science

Puducherry- 605 107

Cuality cantral Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File

Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

. C.Albin Jose

: METHOD PRECISION
: (13RIPEX-MV—MET PRE-SOL-B-2-01
148

1 50
: 291022 GRIPEX-SAC-MV-PRECISION-AS-28.lcd

: GRIPEX-AS-B_|
: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb

p.lcm

: DEFAULT.Isr
:10/30/2022 12:51:13 AM
1 11/1/2022 8:29:11 AM

291022 GRIPEX-S SAC-MV-PRECISION-AS-28.lcd

291022 GRIPEX-SAC-MV-PRECISION-AS-29.lcd

mAU j |2 PDA Multi 1 220nm,4nm  mAU |2 PDA Multi 1 220nm,4nm|
500 | % 500~ 1%
W ‘\n. ] [1&.
: 1= =
1IN 1S
1 R 1 R
OJr B e el : e O """ = ; —
0 10 0 10
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID R.Time ~Area T. Plate T.Factor
48 ;ON-AS-28.ch GRIPEX-MV-MET PRE-SOL-B-2-01 3.821 7747991820 4864 | 1.259
48 iON-AS-29.ch GRIPEX-MV-MET PRE-SOL-B-2-02 3.820 4989349 4850| 1.259
Average | 3.820 | 4990585 4857 | 1.259
~ %RSD 0.021 10.035 0.192| 0.018

Analysed .r/

Date : \’*\

o

Page:1/1




Safetab Life Science

Puducherry- 605 107

Quality contral Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File

Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose
: METHOD PRECISION
: (1§RIPEX-MV-MET PRE-SOL-B-3-01

: 49

: 50

: 291022 GRIPEX-SAC-MV-PRECISION-AS-30.lcd
: GRIPEX-AS-B_p.lcm

: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb

: DEFAULT.Isr

1 10/30/2022 1:32:22 AM

:11/1/2022 8:29:15 AM

291022 GRIPEX-SAC-MV-PRECISION-AS-30.lcd

mAU 12 PDA Multi 1 220nm,4nm  mAU 12
500~ = 500 | %
| 1
LB B 1
ity T | O F——r :
0 10 0
min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID | R.Time Area |
49 JON-AS-30.lcd GRIPEX-MV-MET PRE-SOL-B-3-01 3.816 4930873 |
49 JON-AS-31.lcd GRIPEX-MV-MET PRE-SOL-B-3-02 3.815 4928071i
Average 3.816 4929472 |
%RSD . 0.013 0.040

291022 GRIPEX-SAC-MV-PRECISION-AS-31.lcd

PDA Multi 1 220nm 4ﬁm“
i
sl e '7\,7,7,T:4:

T Factor

Analysed By

Da

Page:1/1
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Safetab Life Science

Puducherry- 605 107

Quality cantrol Dep artment

Acquired by

Sample Name
Sample ID

Tray#
Vial#

Injection Volume
Data File

Method File

Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose
: METHOD PRECISION

: GRIPEX-MV-MET PRE-SOL-B-4-01

= 1
: 50
: 50

: 291022 GRIPEX-SAC-MV-PRECISION-AS-32.lcd

: GRIPEX-AS-B_p.lcm

: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb

: DEFAULT.Isr
: 10/30/2022 2:13:31 AM
:11/1/2022 8:29:20 AM

291022 GRIPEX-SAC-MV-PRECISION-AS-32.lcd

291022 GRIPEX-SAC-MV-PRECISION-AS-33.lcd

mAU - E PDA Multi 1 220nm,4nm  mAU | 5 PDA Multi 1 220nm,4nm
500 % l 500 = .
? |2 1 & |
2 | J 2 |
0 j/\ﬁij\rlll‘] . T gli 7“‘!77" T = i 07{7774”(;/%\ T : T f‘ 777J e 17 = J
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
| Vial# Title SampleID | R.Time Area T. Plate | T.Factor
50 [ON-AS-32.lcd GRIPEX-MV-MET PRE-SOL-B-4-01 3.819 5004361 4839 | 1.259
50 ION-AS-33.lcd GRIPEX-MV-MET PRE-SOL-B-4-02 3.819 5003876 4833 | 1.257 l
Average 3.819 5004119 4836, 1.258 |
%RSD 0.002 0.007 0.079| 0.116 |
Analysed Q)‘/ Chec \/{5‘/\/
Date : \*\ Date : \\)
U\ 0~/

Page:1/1



Safetab Life Science

Puducherry- 605 107

Quality control Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File
Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: C.Albin Jose
: METHOD PRECISION
: (13RIPEX—MV-MET PRE-SOL-B-5-01

: 51

: 50

: 291022 GRIPEX-SAC-MV-PRECISION-AS-34.Icd
: GRIPEX-AS-B_
: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb
: DEFAULT.Isr

1 10/30/2022 2:54:41 AM

1 11/1/2022 8:29:25 AM

p.lcm

291022 GRIPEX-SAC-MV-PRECISION-AS-34.lcd

291022 'GRIPEX-SAC-MV-PRECISION-AS-35.lcd

mAU ~ ‘5 PDA Multi 1 220nm,4nm  mAU PDA Multi 1 220nm, 4nm
500 1% 500"' %
| 4\& ' & |
1 by 1 o8 |
4 0 { !°° |
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title Sample ID v R.Time Area ‘T. Plate T.Factor
51 [ON-AS-34.lcd GRIPEX-MV-MET PRE-SOL-B-5-01 3.821 5035440 4864 | 1.257
51 JON-AS-35.lcd GRIPEX-MV-MET PRE-SOL-B-5-02 3.818 | 5033801 4806 | 1.260
L ~ Average B 3.820 5034620 4835| 1.258
L - %RSD 0.061 | 0.023 0.841| 0.136
v
Analysed / Chec y \/,7\//
Date : r \ D tg‘{ \
Q

Page:1/1
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Safetab

Life Science

Puducherry- 605 107

Quality cantrol Department
Sample Information
Acquired by : C.Albin Jose
Sample Name : METHOD PRECISION
Sample ID : GRIPEX-MV-MET PRE-SOL-B-6-01
Tray# s |
Vial# 1 52
Injection Volume : 50
Data File : 291022 GRIPEX-SAC-MV-PRECISION-AS-36.lcd
Method File : GRIPEX-AS-B_p.lcm
Batch File

Report Format File
Date Acquired
Date Processed

: DEFAULT.Isr
:10/30/2022 3:35:51 AM
:11/1/2022 8:29:29 AM

: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb

291022 GRIPEX-SAC-MV-PRECISION-AS-36.lcd

291022 GRIPEX-SAC-MV-PRECISION-AS-37.lcd

mAU < PDA Multi 1 220nm,4nm|  mAU |§ PDA Multi 1 220nm,4nm
500 % ! 500 |5
4 E £
) , o |
] 5 J\S |
01— e N ,*4'-*’[ = e 0 iy ,;?Q* ,Z,"'ILL,”T = = —
0 10 0 10
min min
<< PDA >>
ID#1 Compound Name: PARACETAMOL
Vial# Title - Sample ID R.Time Area T T. Plate T.Factor
52 [JON-AS-36.lcd| GRIPEX-MV-MET PRE-SOL-B-6-01 3.818 5005192 | 4813| 1.259
52 [ON-AS-37.lcd| GRIPEX-MV-MET PRE-SOL-B-6-02 3.820 5005336 4841 1.258
Average o - - 3.819 5005264 4827 1.259
%RSD i 0.033 0.002 1 0.420| 0.094
W
Analysed y \l\p‘
w/ N\
Date :

Page:1/1



Safetab Life Science

Puducherry- 605 107

CQuality cantral Department

<Sample Information>

: C.Albin Jose
: METHOD PRECISION
: PARA+PHENYL+CPM-AS-BKT-STD-2
1291022 GRIPEX-SAC-MV-PRECISION-AS-38.Icd
- GRIPEX-AS_
: 391022 GRIPEX-SAC-MV-AS-PRECISION.Icb

Acquired by
Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

- 1-40
50 uL

p.lcm

: 10/30/2022 4:17:00 AM
- 11/1/2022 8:26:49 AM

<Chromatogram>
Bl METHOD VALIDATION$ GRIPEX - 1-200-2 - 291022 GRIPEX-SAC-MV-PRECISION-AS-38.Icd
u
j N B W PDA Multi 1 220nm,4nm|
5 s z ’
‘ E g
500000 3 g ‘j:é
] < o o
- o 9
8 = 5
© uZJ é
250000 G S
é =
P
[(e]
* 3 - I
R |
T T T T T T T T T e ] T T
0.0 2E5 5f0 7f5 10[.0 12|.5 15.0 17|.5 |
min
<Peak Table>
PDA Ch1220nm - . -
Rggk#} Ret. Time|  Area Area% T.Plate | T.Factor |Resolution| R.R.Time ~ Name !
1 | 3.826 5097926 56.276| 4847 1.265 - - PARACETAMOL |
2 6.769 1234315 13.626| 6887 1.181 | 10.78 --  |PHENYLEPHRINE J
3 | 10.880 |2726530 ‘ 30.098| 69335 | 1431 | 1673 | --  CHLORPHENAMINE |
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Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title ASSAY OF FARACETAMOL;PNE”VLEP“RINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS
Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage INTERMEDIATE PRECISION (TEST PREPARATION-1) Exp.Date To be fixed

Instrument ID:

ST/QC/EQ/045

Each 4500 mg of Sachet contains:

Paracetamol BP
Chlorphenamine Maleate BP --

650mg
- 20mg
- 10mg

Phenylephrine Hydrochloride BP -
T

~ ASSAY OF PARACETAMOL

ST/QC/EQ/0414030 WS No.: ST/Ws/22/011

I% Purity (aib) |  100.0

Balance ID:
Standard dilution.: 65.47 mg to ---> mlto ---> (o] mlto ---> 50
Std.conc (in ppm)-65.47 1 mlto ---> mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> mlto ---> 5 mlto---> 100
Test conc(in ppm)-64.99711 1 mlto ---> ml o ---> 1 ml to ---> 1

Conversion factor 1.0000
Labeled claim 650
Average weight

4500

mg
mg

4922678

i

ASSAY OF PHENYLEPH

System suitability | , oA 5 . MEAN RSD In %
Paracetamol 5107709 5102778 5094844 5104757 5087478 5099513 0.162
With Bracketing std. 5176989 5160224 I 5119254 34719 0.678

% Purity (aib) 98.9

WS No.: IAARI/WS/344
Standard dilution. : 40.22 mg to ---> mlto ---> 5 ml to ---> 50
Std.conc (in ppm)-20.11 1 ml to ---> mlto---> 1 mlto---> 1
Test dilution .: Granule/Pow. mg to ---> mlto ---> 1 mlto ---> 1
Test.conc (in ppm)-19.99911 1 ml o ---> mlto ---> 1 ml to ---> 1

Conversion factor :

A . . MEAN RSDin%
1228966 1231835 1229654 1230478 1231479 1230482 1205 0.098
With Bracketing std. 1234641 1238561 1232231 33410 0.271

i

ST/WS/22/039

% Purity (aib)

Analysed by :

Date :

TMARUTHI T ¢

15.11.2022

161 2

Checke

99.7
Standard dilution. : 40.15 mg to ---> ml to ---> 5 mlto ---> 50
Std.conc (in ppm)-40.15 1 ml to ---> ml to ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> mlto ---> 1 mlto ---> 1
Test conc(in ppm)-39.99822 1 mlto ---> mi io ---> 1 mlto ---> 1
Conversion factor 1.0000
Labeled claim H 20 mg
Syeten sutabitty. T 2 5 BeRin X
Chlorphenamine maleate 2878277 2871486 2868881 2867242 2871565 4216 0.147
With Bracketing std. 2874539 2875646 2872573 3862 0.134
4499.80 2856865

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100

Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim
A




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
ASSAY OF PARACETA”OL,FHENYLEPNRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS

Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage INTERMEDIATE PRECISION (TEST PREPARATION-2) Exp.Date To be fixed

Each 4500 mg of Sachet contains:
Paracetamol BP ------mceommmmmmmmmomeaeae
Chlorph ine Maleate BP
Phenylephrine Hydrochloride BP --

_ASSAY OF PARACETAMOL /

Instrument ID: ST/QC/EQ/045 Balance ID: ST/QC/EQ/0414030 IWS No.: ST/Ws/22/011 % Purity (aib) 100.0

Standard dilution. : 65.47 mg to ---> 100 ml to ---> 5 mlto---> 50
Std.conc (in ppm)-65.47 1 mlto ---> 1 ml to ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto---> 5 mlto ---> 100
Test conc(in ppm)-64.99711 1 mlto ---> 1 mlto ---> 1 mlto ---> 1

Conversion factor :

Labeled claim

Average weight

System suitability _ Z , o | meany | RSDIn%
Paracetamol 5107709 5102778 5094844 5104757 5087478 5099513 8246 0.162
With Bracketing std. 5176989 5160224 5119254 34719 0.678

dard dilution.: 40.22 mg to ---> 200 ml to ---> 5 mlto ---> 50
Std.conc (in ppm)-20.11 1 mlto ---> 1 ml o ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg 1o ---> 500 mlto ---> 1 1
Test.conc (in ppm)-19.99911 1 mlto ---> 1 mlto ---> 1 1
Conversion factor : 1.0000
Labeled claim : 10 mg

1228966 1231835 1230478 1231479 1230482

With Bracketing std. 1234641 1238561 1232231 33410 0.271

4499.80

Standard dilution. : 40.15 mg to ---> 100 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-40.15 1 ml to ---> 1 ml to ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 ml to ---> 1 ml to ---> 1
Test conc(in ppm)-35.55822 1 ml to ---> 1 ml o ---> 1 mlto ---> 1
Conversion factor : 1.0000

Labeled claim 20 mg

Chlorphenamine maleate 2878277 2871486 2871940 2868881 2867242 4216
With Bracketing std. 2874539 2875646 2872573 3862

4499.80 2810745

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

Analysed by : T.MARUTHI 0’:; Checked™ay: \W/
v\\

Date : 15.11.2022
TANRLE N




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
ASSAY OF PARACETAMOL,PHENYLEPHRINE F’lCL/AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS

Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage INTERMEDIATE PRECISION (TEST PREPARATION-3) Exp.Date To be fixed

Each 4500 mg of Sachet contains:
Paracetamol BP

Chlorphenamine Maleate BP -- 20mg
Phenylephrine Hydrochloride BP -- - 10mg
. . . _ASSAY OF PARACETAMOL .

Instrument ID: 100.0

ST/QC/EQ/045 Balance ID: ST/QC/EQ/0414030 WS No.: ST/Ws/22/011 % Purity (aib)
Standard dilution. : 65.47 mg to ---> 100 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-65.47 1 ml o ---> 1 ml to ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 5 mlto---> 100
Test conc(in ppm)-65.013 1 ml to ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor 1.0000
Labeled claim : 650 mg
Average weight 4500
System suitability i .0 MEAN sb | RsDh%
Paracetamol 5107709 5102778 5087478 5099513 8246 0.162
With Bracketing std. 5176989 5160224 5119254 34719 0.678

WS No.: TAARI/WS/344 |% Purity (aib) 98.9
Standard dilution. : 40.22 mg to ---> 200 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-20.11 1 mlto ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: Granule/Pow. mg 1o ---> 500 mlto ---> 1 mlto ---> 1
Test.conc (in ppm)-20.004 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labeled claim : 10 mg

S

2 e
Phel

1228966
1234641

1230482
1232231

1231835
1238561

1229654

With Bracketing std. 0.271

RPHENAMINE MAI

ST/WS/22/039 % Purity (aib) 99.7
Standard dilution. : 40.15 mg to ---> 100 mlto ---> 5 ml to ---> 50
Std.conc (in ppm)-40.15 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 ml to ---> 1
Test conc(in ppm)-40.008 1 ml to ---> 1 mlto ---> 1 mlto---> 1

Conversion factor 1.0000

Labeled claim

System suitability | . , ! RSDin %
Chlorphenamine maleate 2878277 2871486 2871940 2868881 2867242 2871565 4216 0.147
With Bracketing std. 2874539 2875646 2872573 3862 0.134
1 4500.90 2829674 19.72 98.6
Calculation fomula :
Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

Analysed by : T.MARUTHI

1

\ﬂb',?l

Date : 15.11.2022

ol d\\\‘l‘ﬂ g




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

. ASSAYOF PARACETAHOL,PHEﬂYtEPHRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS

Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage INTERMEDIATE PRECISION (TEST PREPARATION-4) Exp.Date To be fixed

Each 4500 mg of Sachet contains:
Paracetamol BP
Chlorphenamine Maleate BP -
Phenylephrine Hydrochloride BP -

o

_ASSAY OF PARACETAMOL

ST/QC/EQ/041&030 WS No.: ST/Ws/22/011 |% Purity (aib)

Instrument ID: ST/QC/EQ/045 Balance ID: ‘ 1000
Standard dilution. : 65.47 mg to ---> 100 mlto---> 5 mlto ---> 50
Std.conc (in ppm)-65.47 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 5! mlto ---> 100
Test conc(in ppm)-65.03755 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor 1.0000

Labeled claim

Average weight

System suitability , .4 . . MEAN 1
Paracetamol 5107709 5102778 5094844 5104757 5087478 5099513

With Bracketing std. 5176989 5160224 5119254

TAARI/WS/344 |% Purity (aib) 98.9
Standard dilution. : 40.22 mg to ---> 200 ml to ---> 5 ml to ---> 50
Std.conc (in ppm)-20.11 1 ml to ---> 1 mlto ---> 1 ml to ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 ml to ---> 1
Test.conc (in ppm)-20.01155 1 ml to ---> 1 mlto---> 1 mlto ---> 1
Conversion factor : 1.0000
Labeled claim 10 mg
: m bl  ME
Phenylephrine HCL 1228966 1231835 1229654 1230478 1230482
With Bracketing std. 1234641 1238561 1232231 33410 0.271

HLORPHENAMINE MALEAT

Al

Standard dilution. : 40.15 mg to ---> 100 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-40.15 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mlto---> 1
Test conc(in ppiin)-40.02311 1 ml to ---> 1 mlto ---> 1 mlto---> 1
Conversion factor 1.0000
Labeled claim 20 mg
ystem sutabiity o o i i&
Chlorphenamine maleate 2878277 2871486 2871940 2868881 2867242 2871565 4216 0.147
With Bracketing std. 2874539 2875646 2872573 3862 0.134
2818017
Calculation fomula :
Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

Analysed by :

Date :

T.MARUTHL T 5 7—/

15.11.2022
Tall

|7

Check

W0 (g]\\)vﬁq/l/




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Title L . o ASSAY OF PARACETRHQL,PHENYLEI‘HRINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS
Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage INTERMEDIATE PRECISION (TEST PREPARATION-5) Exp.Date To be fixed

Each 4500 mg of Sachet contains:

Paracetamol BP

Chlorphenamine Maleate BP --

Phenylephrine Hydrochloride BP -
b

_ . o ASSAY OF PARACETAMOL . . - ‘
Instrument ID: ST/QC/EQ/045 ]Ba!ance ID: ST/QC/EQ/0414030 WS No.: ST/Ws/22/011 % Purity (aib) 100.0
Standard dilution. : 65.47 mg to ---> 100 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-65.47 1 mlto---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: | Granule/Pow. mg to ---> 500 mlto ---> 5 mlto---> 100
Test conc(in ppm)-65.01588i 1 mlto ---> 1 ml to ---> 1 mlto ---> 1
Conversion factor : 1.0000

Labeled claim

Average weight

System suitability MEANT 0 sB | psDin%
Paracetamol 5107709 5102778 5094844 5104757 5087478 5099513 8246 0.162
With Bracketing std. 5176989 5160224 5119254 34719 0678

4933172

ws No.: % Purity (aib) 98.9
Standard dilution. : 4022 . mg to ---> 200 mlto ---> 5 mlto---> 50
Std.conc (in ppm)-20.11 1 ml to ---> 1 ml to ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mlto ---> 1
Test.conc (in ppm)-20.0048! 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Conversion factor : 1.0000

10

1228966 1231835 1229654 1230478 1231479 1230482 1205 0.098
With Bracketing std. 1234641 1238561 1232231 33410 0.271

Phenylephrine HCL

e
ST/WS/22/039
Standard dilution. : 40.15 mg to ---> 100 mlto---> 5 ml to ---> 50
Std.conc (in ppm)-40.15 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 ml to ---> 1 mlto ---> 1
Test conc(in ppm)-40.00977| 1 mlto ---> 1 ml to ---> 1 mlto ---> 1
Conversion factor : 1.0000
Labeled claim : 20
System suitabili e , MEAN | sbp | | Rsbin%
Chlorphenamine maleate 2878277 2871486 2871940 2868881 2867242 2871565 4216 0.147
With Bracketing std. 2874539 2875646 2872573 3862 0.134

2850553

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

Analysed by : T.MARUTHL T -, /

Date : 15.11.2022
I I )22




Safetab Life Science
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
ASSAY OF PARACEIAMO(!PHENYLEP!!RINE HCL AND CHLORPHENAMINE MALEATE IN GRIPEX SACHETS

Product Name GRIPEX Batch size 500 SACHETS
Batch Number ST/T/S-1322 Mfg.Date Sep-22
Stage INTERMEDIATE PRECISION (TEST PREPARATION-6) Exp.Date To be fixed

Each 4500 mg of Sachet contains:
Paracetamol BP -----=--mmmmmmmeemmnnnanne
Chlorph ine Maleate BP
Phenylephrine Hydrochloride BP

Instrument ID: ST/QC/EQ/045

% Purity (aib)

ST/QC/EQ/0414030 ST/Ws/22/011
Standard dilution. : 65.47 mg to ---> 100 mlto ---> 5 mlto---> 50
Std.conc (in ppm)-65.47 1 mlto---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 5 mlto ---> 100
Test conc(in ppm)-65.05633 1 mlto---> 1 mlto ---> 1 mlto---> 1
Conversion factor : 1.0000

Labeled claim

Average weight

System suitabilty | . 5  MEAN RSDin%
Paracetamol 5107709 5102778 5094844 5104757 5087478 5099513 0.162
With Bracketing std. 5176989 5160224 5119254 0.678

WS No.: TAARI/WS/344 |% Purity (aib) 98.9
Standard dilution. : 40.22 mg to ---> 200 mlto ---> 5 mlto ---> 50
Std.conc (in ppm)-20.11 1 mlto ---> 1 mlto ---> 1 mlto ---> 1
Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 ml o ---> 1
Test.conc (in ppm)-20.0173 1 mlto ---> 1 mlto ---> 1 mlto ---> 1

Conversion factor : 1.0000

Phenylephrine HCL 1228966 1231479 1230482 1205 0.098
With Bracketing std. 1234641 1238561 1232231 33410 0.271

1231835

1223106
_Assa

Standard dilution. : 40.15 mg to ---> 100 ml to ---> 5 mlfo ---> 50

Std.conc (in ppm)-40.15 1 ml to ---> 1 mlto ---> 1 mlto ---> 1

Test dilution .: Granule/Pow. mg to ---> 500 mlto ---> 1 mito ---> 1

Test conc(in ppm)-40.03466 1 mlto ---> 1 ml to ---> 1 mlto ---> 1

Conversion factor : 1.0000

Labeled claim : 20 mg

System . , L e 4 | AN | rsDin%
Chlorphenamine maleate 2878277 2871486 2868881 2867242 2871565 4216 0.147
With Bracketing std. 2874539 2875646 2872573 3862 0.134

Calculation fomula :

Sample area x Std.dilution x Purity %(aib) x conversion factor x Avg. wt Assay in mg/Sachet x 100
Assay in mg /Sachet Assay in %
Standard area x sample dilution x 100 Labeled claim

Analysed by : T.MARUTHL v Chy 2
Date : 15.11.2022 (r } @Q‘f {[ W\ .)/OV/
15t ] 22 v




Safetab Life Science

Puducherry- 605 107

Cuality contral Department
<Sample Information>
Acquired by : TMARUTHI
Sample Name - GRIPEX
Sample ID : BLANK-AS

Data Filename 14112022 GRIPEX-1322-INTERMEDIATE PRCESSION-AS-SPL-01.lcd
Method Filename : GRIPEX-AS_P.lcm
\B/atcg Filename ;41112022 GRIPEX-1322-INTERMEDIATE PRESSION-AS.Icb
ial . 2-
Injection Volume  : 50 uL
Date Acquired 1 14-11-2022 6:32:02 PM
Date Processed : 15-11-2022 3:26:36 PM

;Chromatogram>

2022$NOV - 1-437-3 - 14112022 GRIPEX-1322-INTERMEDIATE PRCESSION-AS-SPL-01.lcd
uVv

10000000 e B - - ' Detector A 220nm
‘ |
7500000 ‘L

5000000

2500000

0, S— - - R = ——

00 25 5.0 75 10.0 125 15.0 175 '

<Peak Table>

Detector A220nm_ - o ) . I
IPeak#| Ret. Time i “Area | Area% | T.Plate |[T.Factor |Resolution| R.R.Time ~ Name
|Total | N

Analysed By fr Checked By e
Date : |6ﬁ’/}27/ D4te \\) ‘)/07

h &

Page:1/1



Safetab Life Science

Puducherry- 605 107

Quality contral Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File

Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: T.MARUTHI
: GRIPEX

: PHENYL+PARA+CPM-AS-STD-01
12

i 2

: 50
: 14112022 GRIPEX-1322-INTERMEDIATE PRCESSION-AS-SPL-02.lcd
: GRIPEX-AS_P.lcm
: 14112022 GRIPEX-1322-INTERMEDIATE PRESSION-AS.Icb
: DEFAULT.Isr
1 14-11-2022 6:52:44 PM
1 15-11-2022 9:40:16 AM

2022 GRIPEX-1322- INTERMEDIATE PRCESSION-AS-SPL- (
EDetector A 220nm

mV

O_.._

500 " %
1 JL

| OV

L
Phe

%191 / PHENY

0

2022 GRIPEX-1322- INTERMEDIATE PRCESSION-AS-SPL-(

hmV
|

min

2022 GRIPEX-1322- INTERMEDIATE PRCESSION-AS-SPL-(

§ % 2 Detector A 220nm
500” < =
] = = 13
] ) 2 |
O;E __!\V \_JLE__AL kﬂ\lf‘“ o o
= e —

0

-
o

min

2022 GRIPEX-1322- INTERMEDIATE PRCESSION-AS-SPL-(

mV % . EDetector A 220nm mV § E 2 Detector A 220nm
500- - O 500 g s 5
i = & = ] o = Q
S 3 o 1 S = &
0 JLN \§ AE = - O;J\N g A8 =S _
T 1T T 1 T ] T T T SR | =i T 1T T T T I T S S S S T
0 10 10
min min
2022 GRIPEX 1322- INTERMEDIATE PRCESSION-AS-SPL-(
mV % % 2 Detector A 220nm
500j ‘ 25 C\)
E & =
| S 8 )
o LB 2 ,
T 1T 1 T ! T T T T
0 10
min
<< Detector A >>
ID#1 Compound Name PARACETAMOL
Vijl# | Title Sample D - | R.-Time Area T.Plate | T. Factorw
2 A§;SPL—02.Ic7d - PHENYL+PARA+CPM-AS- STD OI ~ | 4.000 | 5107709 5128 1.233
2 AS-SPL-03.lcd PHENYL+PARA+CPM-AS-STD-02 4.009 5102778 5186 1.232
2 AS-SPL-04.lcd PHENYL+PARA+CPM-AS-STD-03 4.007 5094844 5817 1.234
2 AS-SPL-05.lcd|  PHENYL+PARA+CPM-AS-STD-04 4.007 5104757 - 5159| 1.233
| 2 AS-SPL-06.lcd PHENYL+PARA+CPM-AS-STD-05 4.003 5087478 5202 1.237 |
- ~ Average - i | _4.005 5099513 i 5169} 1.234
i - %RSD B . | 0.097 0.162 ~ 0.544| 0.157

Page:1/2




ID#2 Compound Name: PHENYEPHERINE HCL

[ V|al# ‘,7 Title ; Sample ID " R.Time ' Area T. Plate "T Factor‘

2 AS-SPL-02dcd  PHENYL+PARA+CPM-AS-STD-01  7.191 | 1228966 | 7806 1.131 |

> AS-SPL-03.cd|  PHENYL+PARA+CPM-AS-STD-02 | 7.178 | 1231835 | 7905 1.135 |

2 AS-SPL-O4.cd  PHENYL+PARA+CPM-AS-STD-03 | 7.186 = 1229654 7876, 1.135 |
2 AS-SPL-05.lcd| PHENYL+PARA+CPM-AS-STD-04 | 7.177 | 1230478 | 7939 1.137
2 AS-SPL-O6.lcd|  PHENYL+PARA+CPM-AS-STD-05 l 7.165 | 1231479 1 - 7871 1.139
e  Average| | 7180 | 1230482 | 7880/ 1.135
C%RSD| , 0138 | 0.098 | 0.625| 0.258

ID#3 Compound Name CPM

ViaI#T 7 Tltle - Sample 1D TRiTlme 7 Aregﬁi | T Plate i lTFactor]
2 AS-S SPL L-02. ch B PHENYL+PARA+CPM AS-STD-01

10.932 | 2878277 ] 116045 1.128 |

,E,, ) 10.926 | 2871486 116701 : 1.133
- 2 AS-SPL-04. led ~ PHENYL+PARA+CPM-AS-STD-03
2

AS-SPL-03.lcd PHENYL+PARA+CPM -AS-STD-02

5= | 10.917 i 2871940 117095| 1.133 |
AS-SPL-05.lcd | PHENYL+PARA+CPM AS-STD-04 1 10.922 2868881 116590 1.133

i

|

,,,,, AS-SPL-05.Icd | |
118137 1.136 |

|

|

2 |AS-SPL-06.lcd| PHCNYL+PARA+CPM-AS-STD-05 | 10.917 | 2867242
Average | - 10.923 1 2871565
iy

B 0.147

116914 | 1.133
0.667| 0.270 |

- %RSD - 0.058

Analysed By 'f }

Date : /“ / 2.

Page:2/2



Safetab Life Science

Puducherry- 605 107

Quality control Department

Acquired by
Sample Name
Sample ID
Tray#

Vial#

Injection Volume
Data File

Method File
Batch File
Report Format File
Date Acquired
Date Processed

Sample Information

: T.MARUTHI
: GRIPEX
: (23RIPEX—1322-INTER—P1-A—AS-SPL—1

i 3
: 50
© 14112022 GRIPEX-1322-INTERMEDIATE PRCESSION-AS-SPL-07.lcd

: GRIPEX-AS_SOLN-A_P.lcm

1 14112022 GRIPEX-1322-INTERMEDIATE PRESSION-AS.Icb
: DEFAULT.lsr

1 14-11-2022 8:36:29 PM
1 15-11-2022 9:43:29 AM

2022 GRIPEX- 13]22 -INTERMEDIATE PRCESSION-AS- SPL (

2022 GRIPEX 1322-

NTERMEDIATE PRCESSION-AS-SPL- (

—_— I
mv 1 M & 2 Detector A 220nm ~ mV ! “ = Detector A 220nm
soo4 | |l 500 | = !
{; Hi = § L i < B
HEf T = 1 Wl ¥ o
o.ikrr‘,rLL Al :?Jg] —] 0+ —f,]\‘;"l“‘*\JLJ,\J\'*'~~¢M:}*-" ?JE el b
0 10 0 10
min min
<< Detector A >>
ID#1 Compound Name: PHENYEPHERINE HCL
Vial# Title Sample ID R.Time Area ~T. Plate T.Factor
.3 AS-SPL-07.lcd GRIPEX-1322-INTER-P1-A-AS-SPL-1 | 7.177 1181184 8117| 1.141
3 AS-SPL-08.lcd GRIPEX-1322-INTER-P1-A-AS-SPL-2 | 7.141 1199161 7982 | 1.186
~ Average - 7,159 | 1190172 8049 | 1.163
%RSD 0.354 1.068 1.181| 2.729
ID#2 Compound Name: CPM
Vial# | Title _ Sample ID R.Time Area T. Plate T.Factor
3 AS-SPL-07.lcd| GRIPEX-1322-INTER-P1-A-AS-SPL-1 | 10.926 | 2857460 - 119963| 1.136
3 AS-SPL-08.lcd | GRIPEX-1322-INTER-P1-A-AS-SPL-2 10.914 2856271 118495| 1.132
- Average | - B 10.920 | 2856865 . 119229| 1.134
. %RSD 0.081 |  0.029 0.871| 0.285
Analysed By ']’ 7/ Cheg&ked B
Date : L QN
|2 7
. \\) 1,9
!
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Safetab Life Science

Puducherry- 605 107

Cuality contral Dep artment

Acquired by
Sample Name
Sample <ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>