Plot No. A-67&68,

Tel: 0413 - 2641099

PIPDIC Electronic Park, ;gg;;g:
Thirubuvanai, . _
Safetab Life Science Puducherry-605107 Fax: i?,‘::gs;;‘;i,‘?::t
www.safetab.net
Certificate of Analysis
( As per Drugs and Cosmetics Act. 1940 and the rules made there under)
Name of the product : LITACOLD FLU Date of receipt : 31/03/2020
Batch No : GD200301 Quantity sampled : 100 Tablets
Batch size : 10.0 Lac Tablets Date of Commencement : 07/04/2020
Date of Mfg : MAR' 2020 Date of Completion 1 13/05/2020
Date of Exp : FEB' 2023 A.R. Number : SFP/C/00345/2020
Condition : Finished product Date of Report 1 13/05/2020
S.No: Test Specification Results

1 Description

Light yellow coloured, flat, round beveled edged
uncoated tablet with break line on one side and
plain on another side.

Light yellow coloured, flat, round beveled edged
uncoated tablet with break line on one side and
plain on another side.

2 Identification

a) Chlorphenamine Maleate (By HPLC)

The retention time of one of major peak in the
chromatogram of the sample preparation
corresponds to the peak due to Chlorphenamine
Maleate in the standard preparation as obtained in
assay.

Complies

b) Phenylephrine Hydrochloride (By HPLC)

The retention time of one of major peak in the
chromatogram of the sample preparation
corresponds to the peak due to Phenylephrine
Hydrochloride in the standard preparation as
obtained in assay.

Complies

c) Caffeine (By HPLC)

The retention time of one of major peak in the
chromatogram of the sample preparation
corresponds to the peak due to Caffeine in the
standard preparation as obtained in assay.

Complies

d) Paracetamol (By HPLC)

The retention time of one of major peak in the
chromatogram of the sample preparation
corresponds to the peak due to Paracetamol in the
standard preparation as obtained in assay.

Complies

3 Average weight of tablet

635.0mg = 3 %
(615.9 mg to 654.0 mg)

635.7mg

4 Uniformity of Weight

Not more than 2 of the individual weights deviate
from the average weight by more than £5% and
none deviate by more than £10.0%.

(-) 0.87%
(+) 1.06%

S Diameter

12.70£0.20mm (12.50 - 12.90mm)

12.71mm

6 Thickness

4.30mm=0.2mm (4.10mm to 4.50mm)

4.31mm

7 Hardness

100 N - 250 N

214.84 N

8 Disintegration Time

Not more than 15 minutes

05 Minutes 49 Seconds

9 Friability

Not more than 1.0%

0.22%

10 Dissolution:

a) Chlorphenamine Maleate BP

Not less than 80% of the stated amount of
Chlorphenamine Maleate dissolved in 45 Minutes.

Min: 87.9%); Max: 95.0%; Avg: 92.6%

b) Phenylephrine Hydrochloride BP

Not less than 80% of the stated amount of
Phenylephrine Hydrochloride dissolved in 45
Minutes.

Min: 95.1%; Max: 97.0%; Avg: 96.0%

c) Caffeine BP

Not less than 80% of the stated amount of Caffeine
Anhydrous dissolved in 45 Minutes.

Min: 98.6%; Max: 110.1%; Avg: 101.1%

d) Paracetamol BP

Not less than 80% of the stated amount of
Paracetamol dissolved in 45 Minutes.

Min: 97.4%; Max: 109.2%; Avg: 100.3%

In this opinion of the undersigned the sample refered to above is of standard Quality / is-net-of standard-Quality as defined
in the Act and the Rules made thereunder for the reason given below:

Observation :

The Product complies as per Inhouse Specification with respect to above test.
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Plot No. A-67&68,

Tel: 0413 - 2641099

N 2641199
4 PIPDIC Electronic Park, 3535656
~ . Ihirabuvanai, Fax: 0413 - 2641666
Safetab Life Science Puducherry-605107 info@safetab.net
www.safetab.net
Certificate of Analysis
( As per Drugs and Cosmetics Act. 1940 and the rules made there under)
Name of the product : LITACOLD FLU Date of receipt 1 31/03/2020
Batch No : GD200301 Quantity sampled : 100 Tablets
Batch size : 10.0 Lac Tablets Date of Commencement 1 07/04/2020
Date of Mfg : MAR' 2020 Date of Completion 1 13/05/2020
Date of Exp : FEB' 2023 A.R. Number : SFP/C/00345/2020
Condition . Finished product Date of Report : 13/05/2020
S.No:k Test Specification Results
11 Unitarntley sficontant: Not less than 85.0% and not more than 115.0% of

a) For Chlorphenamine Maleate BP

the average value.

Min: 96.0%; Max: 100.3%; Avg: 97.2%

b) For Phenylephrine Hydrochloride BP

Not less than 85.0% and not more than 115.0% of
the average value.

Min: 94.1%; Max: 99.2%; Avg: 95.2%

12 Related substances:
i) Single maximum unknown impurity
ii) Total impurities

Not more than 0.20%
Not more than 0.50%

0.02%
0.03%

13 Assay: Each Uncoated tablet contains: .

Chlorphenamine Maleate BP 2mg

90.0% to 110.0% of the labeled claim I.e.
1.8mg to 2.2mg

1.90mg (95.2%)

Phenylephrine Hydrochloride BP 5mg

90.0% to 110.0% of the labeled claim I.e.
4.5mg to 5.5mg

4.87mq (97.5%)

Caffeine (anhydrous) BP 30mg

90.0% to 110.0% of the labeled claim I.e.
27.0mg to 33.0mg

29.60mg (98.7%)

Paracetamol BP 500mg

90.0% to 110.0% of the labeled claim I.e.
450.0mg to 550.0mg

491.09mg (98.2%)

14 |Microbiological parameters:

i) Total Viable aerobic count

a) Total aerobic microbial count
b) Total yeast and mould count
ii) Pseudomonas aeruginosa

iii) Salmonella Species

iv) Esherichia Coli

v) Staphylococcus aureus

Not more than 1000 cfu/g
Not more than 100 cfu/g
Should be absent/g
Should be absent/10g
Should be absent/g
Should be absent/g

80cfu/g

Found absent
Found absent
Found absent
Found absent

Found absent

In this opinion of the undersigned the sample refered to above is of standard Quality / is-ret-ef-standard-Quality as defined
in the Act and the Rules made thereunder for the reason given below:

Observation : The Product complies as per Inhouse Specification with respect to above test.
Note: For Microbiological Parameters test refer Ideal Lab Report No: AR/20/05/05/025

Execut‘fve—QC

e
Assistant Manager-QC

—

T AGM-QC

Format No.: ST/QC/070(R0):F1
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Safetab Life Science
Puducherry
RECORD OF ANALYSIS

Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochioride 5mg, Caffeine 30mg and
Paracetamol 500mg)- Finished Product

Specification No ROA No Revision No. Effective date Page No:
FGSTSL022-00 ROA/ FGTSLO22-00 00 03-03-2020 1of 4
Batch No. [72) 20030 Sample Quantity / 1 &47rirs
Batch Size /D L4l Sampled By /Date Zdnbumaﬁ /bdQS_)QGZ«.
Mfg. Date Mar - 2020 Test started on 0§/0d2,0’2/0
Exp. Date ;;3/,»20 2 4 Test completed on /3 /ij?_ 02 O
Stage Finished Product A.R.No FGhE Jov30b ]?.O?A

PRODUCT TEST REPORT

L!j"nf el bow Loloure 4, Light yellow coloured, flat, round beveled
1.0 | Description Zlas, vowrd beveloo €lpad| edged uncoated tabiet with break line on
hmlos }Qg/ ya b lod) it Jarele | one side and plain on another side.

; /¢ 2
g, 075, PR S5 4 P

2.0 *Identification

The retention time of one of major peak
a) Chlorphenamine Maleate 3 in the chromatogram of the sample

} (By Ir—ipPLC) (/Dm ‘7 L’ e‘g preparation corresponds to the peak due
to Chlorphenamine Maleate in the
standard preparation as obtained in
assay.

b) Phenylephrine The retention time of one of major peak
Hydrochloride (By HPLC) (I om p L‘\ e 6 in the chromatogram of the sample

: preparation corresponds to the peak due
to Phenylephrine Hydrochloride in the
standard preparation as obtained in

assay.
c) Caffeine (By HPLC) —~a X g The retention time of one of major peak
(anhydrous) CD P lA in the chromatogram of the sample

preparation corresponds to the peak due
to Caffeine in the standard preparation
as obtained in assay.

Remarks: The product Complies / DoesrrtTompiy as per CPJ(} Specification.
ANALYSED BY CHECKED BY /LAPPROVED BY
Si n@ Sign: Sign: @
ignsk b ig ig . {iflp
Date: 173 {05‘ IZOZG Date: 5]@110&) Date: \'\5\
MASTER COPY APPROVAL: USAGE COPY APPROVAL:
Sign: &@\\w\ Date: g2\o2pgzo | Sign: Date: /@,}/O[D

Format No: ST/QC/058(R1):Al
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Safetab Life Science

Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and
Paracetamol 500mg)- Finished Product

Specification No

ROA No

Revision No.

Effective date

Page No:

FGSTSL022-00

ROA/ FGTSL0O22-00 00

03-03-2020 2 of 4

d) Paracetamol (By HPLC)

PRODUCT TEST REPORT

Com 0 lee A

The retention time of one of major peak
in the chromatogram of the sample
preparation corresponds to the peak due

to Paracetamol in the standard
preparation as obtained in assay.

635.0mg 3 %

3.0 | Average weight of tablet (’) Z’Z [ mg (615.9 mg to 654.0 mg)
L y Not more than 2 of the individual weigﬁts
P T e — Min(-) @ |* 2%, deviate from the average weight by more
’ Lo e Max( + ) : /u 2 ({ >l than £5% and none deviate by more
! than £10.0%.
5.0 | *Diameter 12 Hm™ 12.70 + 0.20mm (12.50 - 12.90)
6.0 #*Thickness A.. ) m ad 4.30+0.2mm (4.10 - 4.50mm)
7.0 | #*Hardness 214y BUN 100 N - 250 N
8.0 | Disintegration time 03 Ming &4< éééf'a//ﬁ Not more than 15 minutes
9.0 | Friability . 0222 Not more than 1.0%
10.0 | Dissolution
Min: 97- “a} P ; Max: 9 Y Not less than 80% of the stated amount
Chlorphenamine Maleate BP of Chlorphenamine Maleate dissolved in
Avg: ()72_' é’ Y, 45 Minutes.
)
Remarks: The product Complies / Doesn't comply-as per (/H Specification.
ANALYSED BY CHECKED BY APPROVED BY
)
Sign: L@ Sign: Sign: @/
| )
Date: |7% !Og/&czc Date: u{f%&? Date: \r> \&d
MASTER COPY APPROVAL: USAGE COPY APPROVAL:
. G- N
Va .
Sign: \\\\Q\f\%&\ Date: QL\QQ\QQ‘L'Q Sign: /&) %Q/) Date: /7 /@ /3 /@)

Format No: ST/QC/058(R1):A1




Safetab Life Science
Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and
Paracetamol 500mgq)- Finished Product

Specification No ROA No Revision No. Effective date Page No:

FGSTSL022-00 ROA/ FGTSL022-00 00 03-03-2020 30of4

PRODUCT TEST REPORT

b) Phenylephrine Hydrochloride BP | Min: QS‘,\/‘ ; Max: 9; '(‘J}’ Not less than 80% of the stated
amount of -‘Phenylephrine Hydrochloride

Avg: O,,b D'/' dissolved in 45 Minutes.
c) Caffeine BP Min:¥9% 'bY. ;Max: 11D* )Y/ | Not less than 80% of the stated
amount of Caffeine  Anhydrous
Avg: to]+] A dissolved in 45 Minutes.
d) Paracetamol BP Min: R 'Ly Max: Jo G2y Not less than 80% of the stated
'| amount of Paracetamol dissolved in 45
Avg: oD 2V, Minutes.

11.0 | *Uniformity of content

Min: C"é oY ;Max:100" 22/ | Not less than 85.0% and not more than
a) Chlorphenamine Maleate BP 115.0% of the average value.

Avg: AL 2/

b) Phenylephrine Hydrochloride BP Min:% l} ®i ’/ ; Max: 473 ' 2%/ | Not less than 85.0% and not more than
115.0% of the average value.

Avg: 9 c-~ 2/,
12.0 | *Related substances
i) Single maximum unknown O 0 2 y ’ Not more than 0.20%
impurity
ii) Total impurities Db [ y Not more than 0.50%

13.0 | *Assay: Each Uncoated tablet
contains:

Chlorphenamine Maleate BP 2 <0 mfj ( v 2 D ) 90.0% to 110.0% of the labeled claim
P mg | { % QZ@ / I.e. 1.8mg to 2.2mg

Phenylephrine .
loride BP . o 90.0% to 110.0% of the labeled claim
HEARERRTE g l) 591 md é 9 r_{")/’) I.e. 4.5mg to 5.5mg
Remarks: The product Complies / DoesmtTomply as per ZAJ’ Specification.
ANALYSED BY CHECKED BY OAPPROVED BY
Sign@ Sign: Sign: 4%
Date: {3 fog (ZO‘Z@ Date: ,3)0({202(5 Date: \(&\p(@
MASTER COPY APPROVAL: USAGE COPY APPROVAL.:

] X
Sign: \\g@\"\ Date: 02\03\2(;7_0 Sign:
Format No: ST/QC/058(R1):Al




Safetab Life Science

Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU

Paracetamol 500mg)- Finished Product

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Specification No

ROA No Revision No.

Effective date

Page No:

FGSTSL022-00

ROA/ FGTSL022-00

00

03-03-2020

4 of 4

Caffeine BP
(anhydrous)

paracetamol BP

PRODUCT TEST REPORT

omg | 29 bomg ( 98 7/)

500mg AQ} . 04"7‘7(9?2'\/")

90.0% to 110.0% of the labeled claim
I.e. 27.0mg to 33.0mg

90.0% to 110.0% of the labeled claim
I.e. 450.0mg to 550.0mg

14.0 Microbial Contamination
i) Total Viable aerobic count

a) Total aerobic microbial count

Gp CAulgm

Not more than 1000 cfu/g

b) Total yeast and mould count /}A gent Not more than 100 cfu/g

ii) Pseudomonas aeruginosa . Y24 ot Should be absent/g

i) Salmonella Species ﬂ—/‘; g€ Should be absent/10g

iv) Esherichia Coli 13- 0Nt Should be absent/g

v) Staphylococcus aureus /9—/7&8 N Should be absent/g

[j )
Remarks: The product Complies / Doesrtcomply as per /H Specification.
ANALYSED BY CHECKED BY ﬁPPROVED BY
Sigr@ Sign: Sign: @/
. ] : / Date: 4‘%

Date ‘3( s ’ — Date (| «(]ww ater  \ ‘B\Q

Remarks: The above * marked test results shall be documented as based on Compressed stage

report.

The # Marked parameters shall be monitored up to five batch, after five batch the limit will be

fixed.

MASTER COPY APPROVAL:

USAGE COPY APPROVAL:

Sign: \R@W\

Date: o 1\09’\%20

Sign:

Format No: ST/QC/058tR1):A1

Date: /7 /@9,426




Safetab Life Science
Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Paracetamol 500mg)- Finished Product

Batch No/Lot No. G7D 20020 A.R.No. F&6E /() 020h 72,020
STP No ROA No Revision No. Effective date Page No:
FGTTSL022-00 ROA/ FGTSL022-00 00 03-03-2020 10of5
S.No TEST / OBSERVATION / LIMIT

1.0 Description:

Light yellow coloured, flat, round beveled edged uncoated tablet with break line on one side and plain on another side.

Observation: Conforms: d/Does not conform: O

- Analystz\/@ Date: [ 2 ZWQAZC

2.0 Identification:

Refer: Compressed tablet report.

Observation: Conforms: fi— Does not conform: 0O

Analyst: (. Kk - Spuosl0nan Date: /5}017‘2&0

3.0 | Average weight:

Balance ID: ST/QC/EQ/ DL} Calibration due date: 94 /o470 67 0
Number of tablets Total weight (g) | Average weightofa Limit (g)
ght g tablet(g) g
2.0 JLezb2¢ jm 2 623) v i 0.6159 - 0.6540
Observation: Conforms: d—7Does not conform: O
Analys&@f Date: /2/&47’2 o lv
4.0 Uniformity of weight:
Ealance ID: ST/QC/EQ/ DL} ) Calibration due date: O ) o&’f%@b

A -
[ Checked by {"W Date /& fq&’f% o I

MASTER COPY APPROVAL: USAGE COPY APPROVAL:
. . .
Sign: \\ﬁ\,\k"t\ Date: Q«l\og\q_q)_o Sign:

Format No: ST/QC/058(R1):A1




Safetab Life

Puducherry

Science

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochleride 5mg, Caffeine 30mg and

paracetamol 500mg)- Finished Product

Batch No/LotNo. | &7 D 200230 | A.R.No. & kB )00206/2 620
STP No ROA No Revision No. Effective date Page No:
FGTTSL022-00 ROA/ FGTSL022-00 00 03-03-2020 20of 5

L | o bao) | s |0b24s | u |ob82Y | s | orby2y
2 | b bovy ;7 |0 $yb?Q 2 | abv2y | 17 | 8 b26)
3 | popawd | 8 | 0byok | 13| 676892 | 1@ | 376248
s | sbzen | o | 0Tfylz 14 | pbu27 | 19 | 0" bYRE
s | v b2 | 10 0 by2# | 15 | prbyo | 20 | D baF2

Deviation (Mini): { Lowest weight X100} -100
Average weight

= b2Y7 1003 - 100

Deviation {(Max): { Highest weight X100} -100
Average weight

{ Dbl 35 x 100} — 100

0.635 0.635
= - l;[lg’_- % = 4 ! 0 9 %
Limit: = 7.5% deviation from the average weight of a tablet
Observation: Conforms: ‘ﬂ;/—-Does not conform: O
Anal@ Date: 12 70_9_) R el0

5.0

6.0

7.0

Diameter:
Refer: Compressed tablet report.

Thickness:

Refer: Compressed tablet report.

Hardness:

Refer: Compressed tablet report.

Fal

A
‘T:hecked by : W

bate 15 (&< /075 |

MASTER COPY APPROVAL:

USAGE COPY APPROVAL:

Sign:

Date:

i

02\e3)200

Format No: ST/QC/058(R1):Al
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Safetab Life Science
Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride Smg, Caffeine 30mg and

Paracetamol 500mg)- Finished Product

Batch No/Lot No. | (L2 002D A.R.No. FGre ) bb2ob/20 20
STP No ROA No Revision No. Effective date Page No:
FGTTSL022-00 ROA/ FGTSL0O22-00 00 03-03-2020 30of 5

8.0 Disintegration time:

DT Apparatus ID: ST/QC/EQ/ [ D "P

Calibration due date: /6 /07/2,@ 10

Introduce one tablet into each tube of the disintegration testing apparatus. Add a disc to each tube suspend the
assembly in the beaker containing water maintained at 37°C = 2°C and operate the apparatus for 30 minutes.
Observe all the tablets, if all the tablets are disintegrated completely within 30 minutes, lift the basket from the fluid
and note down the time required. If 1 or 2 tablets fail to disintegrate completely, repeat the test on 12 additional

tablets. The requirement is met if not fewer than 16 of the total of 18 tablets tested are disintegrated.

Resul: 0 8 M Iné¢ 53L0¢¢

Limit: Not more than 15 minutes

Observation: Conforms: b~ Does not conform: O

Ana |yst-afg_/;:

12)uf72 620

Date:

9.0 | Friability:

Refer: Compressed tablet report.

10.0 | Dissolution:

Refer: Compressed tablet report.

11.0 | Uniformity of content:

Refer: Compressed tablet report.

12.0 | Related substances: g

Refer: Compressed tablet report.

13.0 | Assay:

Refer: Compressed tablet report.

ESEYY%

Fhecked by : W Date :
& L&

MASTER COPY APPROVAL:

o

USAGE COPY APPROVAL:

Date:

VAR
Sign: \@\x”\

0120

Sign:

Format No: ST/QC/058(R1):Al
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Date: T{//@}/&ZO
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Safetab Life Science
Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Paracetamol 500mg)- Finished Product

Batch No/Lot No. G100 002 0) A.R.No. Furb Joo206 6/262 0
STP No ROA No Revision No. Effective date Page No:
FGTTSL022-00 ROA/ FGTSL022-00 00 03-03-2020 4 0of 5

14.0 | Microbial contamination:

a. Total aerobic microbial count:

b. Total Moulds and yeast count:

Pathogens:

C. Esherichia Coli:

d. Salmonelia Species:

e. Pseudomonas aeruginosa:

f. Staphylococcus aureus:

Procedure: Proceed as per the current General Analytical Method GAM-035.

Procedure: Proceed as per the current General Analytical Method GAM-036.

Procedure: Proceed as per the current General Analytical Method GAM-037.
Procedure: Proceed as per the current General Analytical Method GAM-038.
Procedure: Proceed as per the current General Analytical Method GAM-039.

Procedure: Proceed as per the current General Analytical Method GAM-040.

Result:

i)Total Viable aerobic count:

a) Total aerobic microbial count:

b) Total yeast and mould count: g by nt

ii) Pseudomonas aeruginosa: PP b}
#PhLenst

Pr5en

v) Staphylococcus aureus: 9’ }?_!4 /7,/

ili) Salmonella Species:

iv) Esherichia Coli:

b0 C/'—Mlj/

Limit:

i)Total Viable aerobic count:

a) Total aerobic microbial count: Not more than 1000 cfu/g
b) Total yeast and mould count: Not more than 100 cfu/g
ii) Pseudomonas aeruginosa: Should be absent/g

iii) Salmonella Species: Should be absent/10g

iv) Esherichia Coli: Should be absent/g

v) Staphylococcus aureus: Should be absent/g

Note: For Microbiological Parameters test refer Commercial Lab Report No: 9~ 2 ’2 Q/ bd/—/ 04—7’ o 2(

Observation: Conforms: Cl—Does not conform: O

Date: |4 7;{,(}24}7/0

Analyst:ﬁﬁgl{a/( /\&é ‘

Checked by : U

bote~ {2 (0] Lol |

L4

MASTER COPY APPROVAL:

USAGE COPY APPROVAL:

Sign: \ﬁ»§h\ Date:

02 0z \29¢

Format No: ST/QC/058(RI):Al

Sign: M% Date: }/l/@&’/ﬁ’

— " —L—— X0




Safetab Life Science

Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU

Paracetamol 500mg)- Finished Product

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride Smg, Caffeine 30mg and

Batch No/Lot No. | [Z4.p (3D Z0b 20) A.R.No.

FaE | bb2 o4 /2620

\J

ROA No Revision No.

Effective date

Page No:

% STP No

FGTTSL022-00 ROA/ FGTSL022-00 00

03-03-2020

50f5

15.0 | ANALYTICAL REPORT VERIFICATION CHECK LIST:

Check the following details and enclosures in the report. If the details are available then put *v* mark on the remarks
column and put *x" mark if the details are not available

S.No: i

DETAILS

Remarks:

1 TRF is enclosed with the protocol

2 Product name, B.No, Mfg date, Exp date, A.R.No matches with TRF

3 All the tests are performed as per standard specification

4 All the sheets are page numbered, signed and dated by analyst

5 The protocol is duly filled, no blank place, calculations and entries are ok

6 The printouts of UV-VIS spectrophotometer readings are enclosed

7 The spectrum of IR spectrophotometer is enclosed

8 All HPLC chromatograms are enclosed

9 Other instruments sheets (if applicable, then specify in comments column)

10 Public laboratory reports (if applicable, then specify the reasons below)

SRR R RS KA A RiRe

11 Comments (if any):

bnte PHnstod Bheet 18 €rneluses/

nes S a
Yo" ey PLRoE ApPlicl e To tiy proolect
Remarks: The report is found to be satisfacto not satisfactory O
Verifying authority (Sign & date): Son\ 028

afl
[Checke by [‘ } 2

Date : (ﬂ/io@‘fm

MASTER COPY APPROVAL.:

USAGE COPY APPROVAL:

Vs
Sign: \&‘ja@\*’@\

Date: 0;\{53\-29@0 Sign:

Format No: ST/QC/058(R1):Al

/g5 fa
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i Safetab Life Science

,‘ Puducherry

: RECORD OF ANALYSIS
Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride Smg, Caffeine 30mg and
Paracetamol 500mg)- Compressed Tablets
Specification No ROA No Revision No. Effective date Page No:
IMSL0O0117-00 ROA/ IMLO0117-00 00 03-03-2020 1of4

Batch No. é., N20020) Sample Quantity Jeo Je bled 4
Batch Size o0 al Sampled By /Date Mivrrul'wvf /3} ’D'_l. )2020
Mfg. Date Mﬂ’r ~209% 0 Test started on O IOL,‘ }?_ 62 U
Exp. Date FTQ_IJ ~0 B2 Test completed on 9 )b (W] ’ 2020
Stage Compressed Tablets A.R.No Srele. ,C) 021/:/2 o2 D

PRODUCT TEST REPORT

1-4 3"-»! Y(J/{(aw dl’h‘u”eﬂ/l Ndrf Light yellow coloured, flat, round beveled
1.0 Description TDWV’IJUJEV Pt{ €. ﬂ/f Wlouted| edged uncoated tablet with break line on

fz-b Jot with brest lipe op one side and plain on another side.
no Sicde snd Plaip or

no7key 45;
2.0 Identification
The retention time of one of major peak
a) Chlorphenamine Maleate i g/g in the chromatogram of the sample
(By HPLC) Com P‘ preparation corresponds to the peak due

to Chlorphenamine Maleate in the
standard preparation as obtained in
assay.

. b The retention time of one of major peak
ﬂlg&iﬂ’{éﬁ%ﬁ”{& HPLC) lom Pln A in the chromatogram of the sample
preparation corresponds to the peak due
to Phenylephrine Hydrochloride in the
standard preparation as obtained in
assay.

c) Caffeine (By HPLC) (oo P L., A The retention time of one of major peak
in the chromatogram of the sample
preparation corresponds to the peak due
to Caffeine in the standard preparation
as obtained in assay.

Remarks: The product Complies / Doesn't-ecermply-as per w Specification.
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Safetab Life Science
Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and
Paracetamol 500mg)- Compressed Tablets

Specification No

ROA No

Revision No.

Effective date

Page No:

IMSL0O0117-00

ROA/ IMLO0117-00

00

03-03-2020 2of 4

PRODUCT TEST REPORT

SPECIFICATION

The retention time of one of major peak
in the chromatogram of the sample

d) Paracetamol (By HPLC) C’LJ o 1/.“ 4.4 preparation corresponds to the peak due
to Paracetamol in the standard
preparation as obtained in assay.

. & ',:,lmg 635.0mg + 3 %
3.0 Average weight of tablet é’ (615.9 mg to 654.0 mg)
)’ Not more than 2 of the individual weights
i | Undormitvief weidit Min(-) : D" g7 v deviate from the average weight by more
: nrormity et welg Max(+): ) Db than 45% and none deviate by more
! than £10.0%.
5.0 | *Diameter |23t mm 12.70 £ 0.20mm (12.50 — 12.90)
* 2] mm 4.30+0.2mm
6.0 Thickness A (4.10 - 4.50mm)
7.0 | *Hardness 214 . 4 M 100 N - 250 N
8.0 | Disintegration time Ot Minutes A4 Seeord A Not more than 15 minutes
9.0 | Friability v s DR Not more than 1.0%
10.0 | Dissolution

Chlorphenamine Maleate BP

Min: '3’-_7( A Y. ;Max: Q%0
Avg: GF2e b Y

Not less than 80% of the stated amount
of Chlorphenamine Maleate dissolved in
45 Minutes.

Remarks: The product Complies / Deesm'tcomply as per

Vit

Specification.
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Safetab Life Science

Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and
Paracetamol 500mg)- Compressed Tablets

Specification No

ROA No

Revision No.

Effective date

Page No:

IMSL0O0117-00

ROA/ IMLOD117-00 00

03-03-2020

3of 4

PRODUCT TEST REPORT

Phenylephrine Hydrochloride BP Min: | ’)/ ; Max: g7 0% | Not less than 80% of the stated
amount of Phenylephrine Hydrochloride
Avg: L oY, dissolved in 45 Minutes.
Caffeine BP Min: 99 ' 6Y. max: )10 ]% | Not less than 80% of the stated
amount of Caffeine  Anhydrous
Avg: Jo) Y, dissolved in 45 Minutes.
paracetamol BP Min: @FHY.  Max: 699> 2/ | Not less than 80% of the stated
amount of Paracetamol dissolved in 45
Avg: [po 2, Minutes.
11.0 Uniformity of content
- Not less than 85.0% and not more than
Min: Qb 0. max: lop 2V,
Chlorphenamine Maleate BP ! 115.0% of the average value.
Avg: @,;I 2/,
: : ) i . . L0 Not less than 85.0% and not more than
Phenylephrine Hydrochloride BP Min: D4+)Y,  ; Max: ¥3: 2. 115.0% of the average velus,
Avg:  GT v/}
12.0 | Related substances
i) Single maximum unknown 'b e D ))} Not more than 0.20%
impurity
ii) Total impurities £ DAY, Not more than 0.50%
13.0 Assay: Each Uncoated tablet
contains:
i ~ m s 2 M
Chiorphenarmine Maleate 8P 2mg | )~ 90 M (45 /) 90.0% to 110.0% of the labeled claim
I.e. 1.8mg to 2.2mg
f'hZ“V'i‘fhr.‘ge - 5 m —— 90.0% to 110.0% of the labeled claim
PARRR mg /4 B 3 L 9+ 3/') I.e. 4.5mg to 5.5mg

Remarks: The product Complies / Deesnt-comply as per

Dt

Specification.
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Safetab Life Science
Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and
Paracetamol 500mg)- Compressed Tablets

Specification No

ROA No

Revision No.

Effective date

Page No:

IMSL00117-00

ROA/ IMLOO117-00

00

03-03-2020 4 of 4

PRODUCT TEST REPORT

SPECIFICATION

Caffeine (anhydrous) BP  30mg

Paracetamol BP 500mg

24 bomg (93 74s)

hal. pgmy( a8 27 )

90.0% to 110.0% of the labeled claim
l.e. 27.0mg to 33.0mg

90.0% to 110.0% of the labeled claim
I.e. 450.0mg to 550.0mg

Remarks: The product Complies / Doesr'tcomply as per

Yt

Specification.

ANALYSED BY

CHECKED BY

APPROVED BY

o
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will be fixed.

MASTER COPY APPROVAL:

USAGE COPY APPROVAL:

Date:

Sign: W\

Sign:

O:Z] ag)z 023

3

Format No: ST/QC!OSS(Rl):Al

Ko

Date: !f/S[D) [1@

[EbNThoLLU)(m




Safetab Life Science

Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Paracetamol 500mg)- Compressed Tablets

Batch No/Lot No. 5-, D?200206 | A.R.No. $FP7 b ?uozéﬂy)?&a
STP No ROA No Revision No. Effective date Page No:
IMTLO0117-00 ROA/ IML0O0117-00 00 03-03-2020 1 of 25
S.No TEST / OBSERVATION / LIMIT
1.0 | Description:
Light yellow coloured, flat, round beveled edged uncoated tablet with break line on one side and plain on another side.
Observation: Conforms: -~ Does not conform: 0O
Analyst: \‘.4, erJM Date : O F /o[; l202 06
2.0 | Identification: | )
a) Chlorphenamine Maleate: The RT of Chlorphenamine Maleate peak in standard lg -?H E! min, the RT of
principal peak in assay w_min.
b) Phenylephrine Hydrochloride: The RT of Phenylephrine Hydrochloride peak in standard A 1_-.[£2_ min, the
RT of principal peak in assay )_-l 4 QL min.
c¢) Caffeine: The RT of Caffeine peak in standard A SQ 2 min, the RT of principal peak in assay
’Q_' 3’93_ min.
D) Paracetamol: The RT of Paracetamol peak in standard , o 23:71 min, the RT of principal peak in assay
[0:122 8 qin.
Observation: Conforms: g~ Does not conform: O
Analyst: Date: 'g; oly ’2 0o
3.0 Average weight of tablet:
Balance ID: ST/QC/EQ/ 2/) Calibration due date: D() /bg / 2070
Number of tablets Total weight (g) Average weight of a Limit (g)
g 9 tablet(g) 9
20 [2:-F12C% 0" b2s7 4m 0.6159 - 0.6540
Observation: Conforms: i3~ Does not conform: 0
Analyst: \< . QNM Date: (3‘8/ D‘-P} 2 020
" I
Checked by : /€] Date :  , Poy/)o> |
77 T
MASTER COPY APPROVAL: USAGE COPY APPROVAL:
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Safetab Life Science

Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU

Paracetamol 500mg)- Compressed Tablets

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Batch No/Lot No. A‘!D 20020 A.R.No. L=ple 20021/?}20 20
STP No ROA No Revision No. Effective date Page No:
IMTLO0117-00 ROA/ IMLOD117-00 00 03-03-2020 2 of 25

4.0 Uniformity of weight:
Balance ID: ST/QC/EQ/ /2, D Calibration due date: ()¢, /0'3—/? o2 ¢J
Jh
1 |0 bsyy 6 | D'62ST | 11 | 04872 | 16 | o0'b270
2 | prb379 7 | 6430 12 | 4"83%0 | 17 | 9 byly
3| 06377 & | 0 b27) 13 | b1t | 18 | 0 b7
4 b bags 9 6 6227 14 D' 6307 19 | orbeot
5 D ‘632 10 b’ glfbg 15 a’ 6393 20 o' L7
Deviation (Mini): { Lowest weight X100} -100 Deviation (Max): { Highest weight X100} -100
Average weight Average weight
= {D\_EQ‘?NE_, x 100} - 100 = { Oéb;l# x 100} - 100
0.635 0.635
= "%% = 4+ I ob %
Limit: Not more than 2 of the individual weights deviate from the average weight by more than £5% and none
deviate by more than £10.0%.
Observation: Conforms)#T”  Does not conform: O
Analyst: \( ((golLO'Y'{] Date: bﬁ/ﬁ Lp ) D pglo
5.0 Diameter:

Vernier caliper ID: ST/QC/EQ/ 0[78

Calibration due date: Y9 ] o 2_) 202

Li2:-b9 2. 1249 3.

127

4. 9 5. 27

& 12~g2 |7 e |8

(L =50 2

125y

10.

|2 Fes

bate (& Jou[Pal%
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|
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Safetab Life Science
Puducherry

RECORD OF ANALYSIS

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Name of Product: LITACOLD FLU

Paracetamol 500mg)- Compressed Tablets

Batch No/Lot No. | /7 152 0026 | A.R.No. SFP)c Joo2vE/gpne
STP No ROA No Revision No. Effective date Page No:
IMTLO0117-00 ROA/ IMLO0117-00 00 03-03-2020 3 of 25

Result: |2 < Ftm ™ Limit: 12.70 £ 0.20mm (12.50 - 12.90)
Observation: Conforms: ¥~ Does not conform: O
Analyst: k " gakwﬁ pate: 69 /U!f}'zfﬂ 20
6.0 | Thickness:
Vernier caliper ID: ST/QC/EQ/ Hl 8 Calibration due date: (| ' & Q_,/'ZUQ_}
1. A« 941 2. H%0 : TR e 4 h £ 5. j)“g 2
6. Jrto 7. 8l 8. fH Lo 9. Jyr B 10. 482
Result:  Jy~ L1 m) Limit: 4.30+£0.2mm (4.10 ~ 4.50mm)
Observation: Conforms: ) —Does not conform: O
Analyst: K .Samwaf] Date: & Q,UL;) » 020
7.0 | Hardness: !
Hardness Test ID: ST/QC/EQ/ 2, & Calibration due date: D'r—:L/ {o /Q_IDQJU
1. o¢)b9 2 Qe +2] 3. 244 L] 5,297 8% 5. 19476
6. 211<b2 |7 206422 |8 2o2) |9 22699 |10.2)2'49
Result: 214 « Bt N) Limit: 100 N - 250 N
Observation: Conforms: " Does not conform: 0]
Analyst: h AM pate: O Q/ULP) 2020
8.0 Disintegratioﬁ time: i
DT apparatus ID: ST/QC/EQ/ l‘_')OZ_I: Calibration due date: lé !a a/? 2.0
Introduce one tablet into each tube of the disintegration testing apparatus. Add a disc to each tube suspend the
assembly in the beaker containing water maintained at 37°C + 2°C and operate the apparatus for 30 minutes.
D

Date : l(i’@lf;ﬂd),\) |
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Safetab Life Sciewnce
Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Paracetamol 500mg)- Compressed Tablets

Batch No/LotNo. | /415 20020 | A.R.No. QFP)L)O(JQL/;)Q 620
STP No ROA No Revision No. Effective date Page No:
IMTLO0O117-00 ROA/ IMLO0117-00 00 03—03—2020 4 of 25
Observe all the tablets, if all the tablets are disintegrated completely within 30 minutes, lift the basket from the fluid
and note down the time required. If 1 or 2 tablets fail to disintegrate completely, repeat the test on 12 additional
tablets. The requirement is met if not fewer than 16 of the total of 18 tablets tested are disintegrated.
Result: (D& MM § na 4 9 _4()_49.!!'3"0/,5 Limit: Not more than 15 minutes
Observation: Conforms: b~ Does not conform: 0J
Analyst: k‘ SCUJN{\‘ Date: ( g [UL{ /2,8)24_)
9.0 | Friability: )

Balance ID: ST/QC/EQ/ HL D Calibration due date: 6 ’ L C’/'l_@ 9 e

Friability ID: ST/QC/EQ/ ) |D Calibration due date: ()77 & 212000
Weigh 11 tablets and note down the mass in gram up to four decimals (a). Placed weighed tablets in friability test
apparatus and operate the friability test apparatus for 100 rotations. After completion of the test collect the tablets
from sample collector carefully. Remove broken particles, chipped pieces (if any) by means of gentle brushing. Weigh
the tablet and record the mass in gram up to four decimals (b).

Initial weight Final weight
(Before friability) (After friability)
- e} 698606
b2 —b-986( '
% of Friability = :7"9 ------- x 100 = 022—%
Frob2)
Result: D’ 22 be = Limit: Not more than 1.0% w/w
Observation: Conforms: 57 Does not conform: O
Analyst: t : QMM Date: O'ﬂ’/w/.?‘l.ﬂ,u
10.0 | DISSOLUTION:

Balance ID: ST/QC/EQ/ ()} ) Calibration due date: 015]0[/2&;’2 0

HPLC ID : ST/QC/EQ/ P/ € Calibration due date: )2}0“7}2 020

Dissolution apparatus ID: ST/QC/EQ/ D 2/ Calibration due date: Dﬁ ,u.:? ’ 22 U

pH mettﬂ_ID: ST/QC/EQ/ b_g'z) Calibration due date: Q_-lp ' O l} /Q b2 0
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Safetab Life Science

Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Paracetamol 500mg)- Compressed Tablets

Batch No/Lot No. | /74D20DL20) A.R.No. 5P Lo o2y /2020
STP No ROA No Revision No. Effective date Page No:
IMTLO0117-00 ROA/ IMLO0117-00 00 03-03-2020 50of 25

Reference: In House
Procedure: By HPLC

Chlorphenamine Maleate

Purified Water

Dissolution parameters:

Apparatus
Medium
Time
Speed

Temperature

mix well.

Preparation of Buffer:

Phenylephrine Hydrochloride

dissolve. Adjust pH to %D
[a}

Column 1D : Qc/cL/_9 o6

Chemicals/Reagents/Standards:

Working standard

Working standard

Caffeine Working standard
Paracetamol Working standard
Potassium Dihydrogen orthophosphate : AR grade
Orthophosphoric acid AR grade
Methanol HPLC grade
Acetonitrile HPLC grade

: Milli-Q water (or) equivalent

:  Paddle (USP Apparatus 2)

900m! of PH 6.8 Phosphate buffer

45 minutes
75 RPM

S7UC 050

Preparation of Dissolution medium:

Dissolve 68g of Potassium dihydrogen phosphate and 9.8g of Sodium hydroxide pellets in 10 liters of purified water
and mix well. Adjust pH to é » BL (6.8+0.05) with dilute Sodium hydroxide or dilute Orthophasphoric acid and

Weigh accurately about 6.8 g of potassium Di-hydrogen orthophosphate in 1000 mL of milli-Q water, sonicate to
(3.0+0.05) with Orthophaosphoric acid. Filter through 0.45p membrane filter.
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Safetab Life Science

Puducherry

RECORD OF ANALYSIS

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Name of Product: LITACOLD FLU

Paracetamol 500mg)- Compressed Tablets

Batch No/Lot No. é—;\) 20020 } A.R.No. 4Plz JoboAve /2620
STP No ROA No Revision No. Effective date Page No:
IMTLO0117-00 ROA/ IMLO0117-00 00 03-03-2020 6 of 25

T

Retention time

100% Methanol

Use Dissolution med

Chromatographic Conditions:

Column Inertsil ODS-3V, 250 mm X 4.6 mm, 5um (or) Equivalent
Wave length 220 nm

Column Temperature : 40°C

Flow Rate 1.2 mL/min

Injection Volume 1 20pL

Run time 30.01 Minutes

Preparation of Mobile phase-A:
Prepare a degassed mixture of buffer and acetonitrile in the ratio 95:5 v/v.

Preparation of Mobile phase-B:

Preparation of Blank solution:

Preparation of Diluent:
Prepare a degassed mixture of Buffer and methanol in the ratio 50:50 v/v.

Gradient Program:

About 4.6 minutes for Phenylephrine Hydrochloride, about 10.5 minutes for
Paracetamol, about 12.7 minutes for Caffeine and about 14.8 minutes for
Chlorphenamine maleate,

ium as a blank.

6.0 100 0
7.0 70 30
9.0 70 30
10.0 45 55
25.0 45 55
27.0 100 0
30.01 100 0
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Safetab Life Science
Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride Smg, Caffeine 30mg and

Paracetamol 500mg)- Compressed Tablets

Batch No/Lot No. | (715k0020) A.R.No. 8Pl Joo2bs)2020
STP No ROA No Revision No. Effective date Page No:
IMTLO0117-00 ROA/ IMLO0117-00 00 03-03-2020 7 of 25

Preparation of Standard stock solution:

Weigh accurately and transfer about 27~ 92"‘; (28mg) of Chlorphenamine maleate working standard (W.S.No. /
valid upto Wﬁ/ﬂpq 20’ / ’4'W’2b20 ), égL ‘Wmfl (68mg) of Phenylephrine Hydrochloride working
standard (W.S.No. / Valid upto N—élﬁ ’ ) ;07 s 1.2 Iy JQ{QD) and 32« [‘?‘5{;(83mg) of Caffeine working

standard (W.S.No. / Valid upto Mﬁ}ﬁ""ﬂ’)bq /89 )04 /2026) into a 250 mL volumetric flask, add 20 mL of

diluent and sonicate to dissolve and make up to volume with dissolution medium and mix.

Preparation of Standard solution:

Weigh accurately and transfer about Z)"b ﬁﬂ; (22mg) of Paracetamol working standard (W.S.No. / Valid upto

4 ’ﬁ,(ﬁ/o? / QDJB??QD?o) into a 200 mL volumetric flask. Add 20 mL of diluent and sonicate to dissolve and

add 4 mL of Standard stock solution and make up to volume with dissolution medium and mix.

Test Preparation :
Preparation of sample solution(A) (For Chlorphenamine maleate and Phenylephrine Hydrochloride)

Set the dissolution parameters and place one tablet into each vessel individually containing 900 mL of dissolution
medium, immediately start the apparatus. At the end of specified time withdraw the sample and filter through 0.45p
PVDF filter.

Preparation of Sample Solution-B:(For Paracetamol and Caffeine)
Further dilute 10 mL of above filtered solution to 50 mL with Dissolution medium and mix.

Procedure:

Inject the solutions as mentioned below and measure the responses of the peaks due to Paracetamol, Phenylephrine
Hydrochloride, Chlorphenamine maleate, Caffeine.

p— \
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Safetab Life Science

Puducherry

RECORD OF ANALYSIS

(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Name of Product: LITACOLD FLU

Paracetamol 500mg)- Compressed Tablets

Batch No/Lot No. | (7D 20p20) A.R.No. £ FP} Vd }g 021/3/202 o
STP No ROA No Revision No. Effective date Page No:
IMTLO0117-00 ROA/ IMLO0117-00 00 03-03-2020 8 of 25

Injection sequence:

Sample _Name’ .- No u.f. iﬂn;;;::t.lons :
1 Dissolution medium (blank) 1
2 Standard preparation 5
3 Sample solution A (1 injection each) 6
4 Sample solution B (1 injection each) 6
5 Bracketing standard (After everyls injections)

Tailing factor

Calculations:

Where,

AT
AS

WS

LC

P

System suitability:

Theoretical plate count

Relative standard deviation

Calculate % drug release of Chlorphenamine maleate as follows:

NLT 2000 for Paracetamol, Phenylephrine Hydrochloride, Chlorphenamine
maleate, Caffeine peak.

NMT 2.0 for Paracetamol, Phenylephrine Hydrochloride, Chlorphenamine
maleate, Caffeine peak.

NMT 2.0% for five replicate injections of Paracetamol, Phenylephrine
Hydrochloride, Chlorphenamine maleate, Caffeine peak.

Area of peak due to Chlorphenamine maleate in Sample solution A.

Average area of peak due to Chlorphenamine maleate in standard preparation.
Weight of Chlorphenamine maleate working standard in mg.

Potency of Chlorphenamine maleate working standard in % on as such basis.

Label claim of Chlorphenamine maleate in mg/tablet.

\
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Safetab Life Science
Puducherry

RECORD OF ANALYSIS

Name of Product: LITACOLD FLU
(Chlorphenamine Maleate 2mg, Phenylephrine Hydrochloride 5mg, Caffeine 30mg and

Paracetamol 500mg)- Compressed Tablets

Batch No/Lot No. | (F1D2002 b) A.R.No. Leple ) oo atec]o020
STP No ROA No Revision No. Effective date Page No:
IMTLO0117-00 ROA/ IMLO0117-00 00 03-03-2020 9 of 25

Calculate % drug release of Phenylephrine Hydrochloride, as follows:

AT ws 4 900 P 100
= ommens X memmems X s X mmmmees X —m--e- X ---mm-
AS 250 200 1 100 Le
Where,

AT = Area of peak due to Phenylephrine hydrochloride in Sample solution A.
AS =  Average area of peak due to Phenylephrine hydrochloride in standard preparation.
WS =  Weight of Phenylephrine hydrochloride working standard in mg.
P = Potency of Phenylephrine hydrochloride working standard in % on as such basis.
ic = Label claim of Phenylephrine hydrochloride in mg/tablet.

Calculate % drug release of Caffeine as follows:

AT ws 4 900 50 P 100
= mmmmmem X mmmmme- b X ==-=-== X —mmmmmes X mmmmmen X mmmmmmmme
AS 250 200 1 10 100 LC
Where,

AT = Area of peak due to Caffeine in Sample solution B.
AS = Average area of peak due to Caffeine in standard preparation.
WS =  Weight of Caffeine working standard in mg.
P = Potency of Caffeine working standard in % on as such basis.
LC = Label claim of Caffeine in mg/tablet.

Calculate % drug release of Paracetamol as follows:

Where,

AT

Area of peak due to Paracetamol in Sample solution B.

AS

Il

Average area of peak due to Paracetamol in standard preparation.
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WS = Weight of Paracetamol working standard in mq.
P = Potency of Paracetamol working standard in % on as such basis.
LC = Label claim of Paracetamol in mg/tablet.

Limit: Not less than 80% of the stated amount of Chlorphenamine Maleate dissolved in 45 Minutes.
Not less than 80% of the stated amount of Phenylephrine Hydrochloride dissolved in 45 Minutes.
Not less than 80% of the stated amount of Caffeine dissolved in 45 Minutes.

Not less than B0% of the stated amount of Paracetamol dissolved in 45 Minutes.

Result: HPLC Graph and validated XL sheet attached.

Observation/l Conforms:’llz/Does not conform: O

Analyst@y Date: 1] , DZ) /2,02 (S}

11.0 | Uniformity of content:

(Chlorphenamine maleate and Phenylephrine Hydrochloride)

Balance ID: ST/QC/EQ/ /)ly) Calibration due date: 06 [ps /2 w2 U
HPLC ID : ST/QC/EQ/ () 2) | calibration due date: 24 } 272020

Column ID : QC/CL/ ’fi ! 089

Reference: In-house
Procedure: By HPLC

Note 1: Buffer preparation, Diluent, Mobile phase A, Mobile phase B, Chromatographic condition and
gradient program proceed as directed under dissolution test,

Note 2: Standard preparation use under assay test.

Test preparation:

Take 1 tablet into 100 ml volumetric flask. Add about 10 ml of purified water and shake gently to disperse the tablet
completely. Add about 60 ml of diluent, sonicate for 20 minutes with intermediate shaking, cool and dilute up to the
volume with diluent and Centrifuge this solution at 3000rpm for 10 Minutes. Further dilute 10 ml of this solution to
25ml with diluent. Repeat the same procedure for another 9 tablets.
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Procedure:

Equilibrate the chromatographic system with mobile phase till a stable baseline is obtained. Separately inject equal
volumes (20 pl) of solutions as per Sequence of injections into the chromatograph and record the peak area responses
for the major peaks and check for the System suitability requirements.

Injection sequence:

1 Diluent (blank) 1
2 Standard preparation 5
3 Test preparation 10
: 1
i Bracketing standard (After every 10 injections)

System suitability:

Theoretical plate count : NLT 2000 for Chlorphenamine maleate and Phenylephrine Hydrochloride peak.

Tailing factor : NMT 2.0 for Chlorphenamine maleate and Phenylephrine Hydrochloride peak.

NMT 2.0% for five replicate injections of Chlorphenamine maleate and

RSN -aRiatan Phenylephrine Hydrochloride peak.

Calculation:

Calculate the % content of Chlorphenamine maleate by using following formula:

AT ws ~ 10 100 25 P 100
= mmmmmeee X o b R X —mmmms X === b b
AS 200 200 1 10 100 LC
Where,
AT = Area of peak response of Chlorphenamine maleate obtained with Test preparation
AS _ Average area peak response of Chlorphenamine maleate obtained with replicate
- injections of standard preparation

ws S Weight of Chlorphenamine maleate working standard in mg.
P = Potency of Chlorphenamine maleate working standard in % on as such basis.
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LE = Label claim of Chlorphenamine maleate in mg.

Calculate the % content of Phenylephrine Hydrochloride by using following formula:

AT WS 10 100 25 P 100
= - X —---m- X ----- ¥ mrmmmnne X =mmmmmmm X mmmmme X ------
AS 200 200 1 10 100 LG
Where,
AT = Area of peak response of Phenylephrine hydrochloride obtained with Test preparation.
AS _Average area of peak response of Phenylephrine hydrochloride obtained with replicate injections of
~ standard preparation.
WS = Weight of Phenylephrine Hydrochloride working standard in mg.
P = Potency of Phenylephrine Hydrochloride working standard in % on as such basis.
LC = Label claim of Phenylephrine Hydrochloride in mg.

Limit: Chlorphenamine Maleate: Not less than 85.0% and not more than 115.0% of the average value.
Phenylephrine Hydrochloride: Not less than 85.0% and not more than 115.0% of the average value.

Result: HPLC Graph and validated XL sheet attached.

Observation: Cyforms: f—Does not conform: 0O

Analyst@

pate: [ % /09)2 020

12.0 | Related substances:

Balance I