Q /,’»:; \ SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
/4 3 R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page 1 of2
LIFE BIOTECH PVT LTD
QUALITY .CERTIFICATE OF ANALYSIS Formgt, I}{o:hg
CONTROL B F/QCGN/022/08
FINISHED PRODUCT
Product Name Genset (Cetirizine hydrochloride Tablet BP 10 mg)
A.R.No. BS/020421/03
Batch No. GF210301 Batch Size 30.0L
Mfg. Date Mar-2021 Exp. Date Feb-2024
Sampling Date 02.04.2021 Sample Qty 120 Tablets
Analysis Date 02.04.2021 Release Date 05.06.2021
S.No. TEST RESULTS LIMITS
White coloured, caplet shaped, film | White coloured, caplet shaped, film
01. | Description coated tablet with break line on one | coated tablet with break line on one
side and plain on other side side and plain on other side
02. | Identification By IR The infrared absorption spectrum of
Complies the residue is concordant with
the reference spectrum of cetirizine
hydrochloride.
03. | Average weight of tablets 119.75 mg 120.00 mg £5.0 %

(114.00 mg to 126.00 mg)

04. | Uniformity of weight +1.87 % to -2.29 % Not more than 2 of the individual
weights deviate from the average
weight by more than £ 7.5 % and
none deviate by more than = 15 %.

05. | Dimensions:

Thickness Min Max Avg. 2.50 mm to 3.10 mm
2.85 mm 289 mm  2.86 mm
Length Min Max _Avg. 9.90 mm to 10.30 mm
10.13mm  10.18 mm 10.15 mm
Width Min - Max Avg. 1 3.90 mm to 4.30 mm
' 4.12 mm 417mm  4.14 mm -

06. | Hardness 3.78 kg/cm? NLT 3.0 kg/cm?

07. | Disintegration time 05 minutes 43 seconds Not more than 30 minutes

08. | Content Uniformity:

Cetirizine Min Max Avg. Not less than 85.0 % and Not more
Hydrochloride BP -10 mg 99.92%  102.20 % 101.00 % than 115.0 % of labeled claim.

09. | Dissolution:

Cetirizine Min Max Avg. Not less than 85.0 % of labeled
Hydrochloride BP -10 mg 98.19 % 105.39% 102.01 % | amount.
10. | Related substances:
Impurity A Not Detected Not more than 0.3 %
Impurity B Not Detected Not more than 0.3 %
Impurity G Not Detected Not more than 0.3 %
Single maximum unknown Not Detected Not more than 0.2 %
Tested By Checked By Approved By
Sign D Feo- G- -
Name Dhiviya Ramesh Vallarasan
Date 05/06/2021 05/06/2021 05/06/2021




Q /= SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
=74 3 R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page2 of2
LIFE BIOTECH PVT LTD
QUALITY : . CERTIFICATE OF ANALYSIS Format-No:. :
CONTROL _ F/QCGN/022/08
FINISHED PRODUCT

Product Name Genset (Cetirizine hydrochloride Tablet BP 10 mg)

A.R.No. BS/020421/03

Batch No. GF210301 Batch Size 30.0 L

Mfg. Date Mar-2021 Exp. Date Feb-2024

Sampling Date 02.04.2021 Sample Qty 120 Tablets

Analysis Date 02.04.2021 Release Date 05.06.2021
impurity
Total impurities Not Detected Not more than 1.0 %

11. | Assay: Each Film coated tablet contains:
Cetirizine Not less than 95.0 % and Not more
Hydrochloride BP -10 mg 100.18 % than 105.0 %
12. | Microbiological limits:

Total Aerobic Microbial count 10 cfu/g NMT 1000 cfu/g
Total Yeasts and mould counts <10 cfu/g NMT 100 cfu/g
E.Coli Absent Should be Absent
Salmonella Absent Should be Absent
S.aureus Absent Should be Absent
P.aeruginosa Absent Should be Absent

Remark : The product complies/net-complies with the prescribed standard of quality with reference

to BP/USP-andIn-heuse Specification.

Tested By Checked By Approved By
Sign T Pt e L
Name Dhiviya ’ Ramesh Vallarasan
Date 05/06/2021 05/06/2021 05/06/2021




SAI PRIMUS

SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
R.S. No. 4/3, plot No. 33, Kuraumbapet Industrial Estate,

Villianur Commune, Pondicherry- 605009 Page 1 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name Genset (Cetirizine hydrochloride Tablet BP 10 mg)
A.R.No. FP/050121/03
Batch No. GF210101 Batch Size 300L
Mfg. Date Jan-2021 Exp. Date Dec-2023
Sampling Date 04.01.2021 Sample Qty 120 Tablets
Analysis Date 04.01.2021 Release Date 02.02.2021
S.No. TEST RESULTS LIMITS
White coloured, caplet shaped, film | White coloured, caplet shaped, film
01. | Description coated tablet with break line on one | coated tablet with break line on one
side and plain on other side side and plain on other side
02. | Identification By IR The infrared absorption spectrum of

Complies the residue is concordant with
the reference spectrum of cetirizine
hydrochloride.

03. | Average weight of tablets 119.60 mg 120.00 mg+5.0 %

(114.00 mg to 126.00 mg)

04. | Uniformity of weight +1.17%t0-1.33 % Not more than 2 of the individual
weights deviate from the average
weight by more than =+ 7.5 % and none
deviate by more than + 15 % .

05. | Dimensions:

Thickness Min Max Avg. 2.50 mm to 3.10 mm
2.80 mm 2.84mm  2.82mm

Length Min Max Avg. 9.90 mm to 10.30 mm
10.13 mm 10.15mm 10.14 mm

Width Min Max Avg. 3.90 mm to 4.30 mm
4.11 mm 414mm  4.12mm

06. | Hardness 3.96 kg/cm® NLT 3.0 kg/cm?

07. | Disintegration time 04 minutes 05 seconds Not more than 30 minutes

08. | Content Uniformity:

Cetirizine Min Max Avg, Not less than 85.0 % and Not more
Hydrochloride BP -10 mg 98.67% 10333%  100.86 % | than 115.0 % of labeled claim.

09. | Dissolution:

Cetirizine Min Max Avg. Not less than 85.0 % of labeled
Hydrochloride BP -10 mg 93.82% 103.94% 98.79% | amount.
10. | Related substances:
Impurity A Not Detected Not more than 0.3 %
Impurity B Not Detected Not more than 0.3 %
Impurity G Not Detected Not more than 0.3 %
Tested By Checked By Approved By

A oF

Name Sriram ! Senthilnathan Vall3fasan

Date 02/02/2021 02/02/2021 02/02/2021




SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
Sl R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page2 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT

Product Name Genset (Cetirizine hydrochloride Tablet BP 10 mg)

A.R.No. FP/050121/03

Batch No. GF210101 Batch Size 300 L

Mfg. Date Jan-2021 Exp. Date Dec-2023

Sampling Date 04.01.2021 Sample Qty 120 Tablets

Analysis Date 04.01.2021 Release Date 02.02.2021
Single maximum unknown Not Detected Not more than 0.2 %
impurity
Total impurities Not Detected Not more than 1.0 %

11. | Assay: Each Filmcoated tablet contains:
Cetirizine Not less than 95.0 % and Not more
Hydrochloride BP -10 mg 100.89 % than 105.0 %
12. | Microbiological limits:

Total Aerobic Microbial count 10 cfu /g NMT 1000 cfu/g
Total Yeasts and mould counts <10 cfu/g NMT 100 cfu/g
E.Coli Absent Should be Absent
Salmonella Absent Should be Absent
S.aureus Absent Should be Absent
P.aeruginosa Absent Should be Absent

Remark : The product complies/not-complies with the prescribed standard of quality with reference
to BP/USP-and-In-heuse Specification.

Tested By Checked By Approved By
Sign ﬂ%ﬂ‘" ¢ N
Name Sriram Senthilnathan Valldggsan
Date 02/02/2021 02/02/2021 02/02/2021




O i SAI PRIMUS LIFE BIOTECH PVT LTD uedby o L s
) Factory: R.S.No. 4/3, Plot No.3, kurumbapet Industrial Page 1 of 1 @ 4 ): A Y
g Date: .~ o/
SAI PRIMUS Estate, Villianur Commune, Puducherry-605009. B ’;\\
LICE BIOTECH Py LTD Format No,; F/QCGN/022/O4
TESTING AND RELEASE OF INTERMEDIATE AND Revision No.: 00
FINISHED PRODUCTS VISION NG
TITLE: ' Review Period: 02 Years
CHECK LIST OF FINISHED PRODUCT Effective Date:.5.9 )0 c “ g

Name of the Product: CJfQDSQ/t_

Analytical Report No. FPloso] 20 [ oS Batch No. GiEalolo )

Log entry Verification CONTENTS S.No. No. of Pages

(Put v mark on verified) .

Balance log entry o Check list- Finished product - \

WS log entry o Test request form o.g o

WS v?lldlty entry — Observation during samplmg form . NA CNA

HPLC Column entry s Certificate of analysis 45 o

HPLC Ins. log entry . Result of analysis (Analytical work record) bela &

Dissolution log entry % Physical parameter sheet Tablet / Capsule / Sachet NA NA

UV-VIS log entry o Graph of UV-VIS spectrophotometer et o

pH meter log entry N Graph of IR spectrophotometer lhert 0

IR log entry v LC chromatogram 18- H& g |
Tapped density test report N A NA .
KF-Autotitra report NA NA
Mlcroblologlcal testreport - 46) 51 6 .
Outside laboratory testing report AB NA .
Additional test report if any 5t I
The above product consist of DB pages Total pages—-—-g-g-—‘ --------
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Page 1 of 1 Issued by(j/"‘"’jwﬁ
ol SAI PRIMUS LIFE BIOTECH PVT LTD . g QA/Date: L (todee
Nt : Factory: R.S. No. 4/3, Plot No.3, Kurumbapet Industrial
SAl PRIMUS Estate, Villianur Commune, Puducherry-605009. No.: F/QAGN/026/01
LIFE BIOTECH PVT LTD
SAMPLING POLICY Revision No: 00

Review Period: 2 years

TITLE TEST REQUEST FORM

Effective Date: 7 ]oct 119

Date: og| 0\\%1,_‘

From (Dept): ... ¥OCKININ To: Q.C. DEPARTMENT
Name of the Item/: Quantity sampled
Product/ Previous: —
Product*® & E~VSE)
Batch No.* Loe Jabs 7",
0\@ &)0\0‘ 2..“L(-Q.g”\j.“.?“‘g'v‘; ...............
B, MAL
Batch Size* ,\
20 - SL 4. WA
* . .
Mfg. Date ooy Sampled on: o6 2 ol { 2004
Exp. Date* : Sampled by: . _ e e
P o f 2ol3 ‘P\r\/?i Wandkbae
Stage* . « Analyzed By: e
s Fini ghed  producd PR

Analytical Reference No.

Fesorador Fplosoiailp Yo

5Tej ‘)—o}

%
V)

G&\m\\ Lot ~ T@?‘Aloﬁ-a—’ﬁ?'(. . b‘ggp' M

TRF raised by Sign/Date TRF given to QC by QA Sign/Date Head of QC Sign/Date
*wherever not applicable write NA




| Issued by |- /77
SAI PRIMUS LIFE BIOTECH PVT LTD Page 1 of 1 Si’,%atg/f ﬁ\: m
Nt/ Factory: R.S. No. 4/3, Plot No.3, Kurumbapet Industrial -
SAI PRIMUS Estate, Villianur Commune, Puducherry-605009. “No.: FIQAGN/026/01
LIFE BIOTECH PVT LTD
SAMPLING POLICY Revision No: 00
Review Period: 2 years
TITLE TEST REQUEST FORM
Effective Date: 27 Joct]19
Date: -pA\o1\000
From (Dept): ....... %@A&L@\Em ..................... To: Q.C. DEPARTMENT
Name of the Item/: Quantity sampled
Product/ Previous: QY\ Qh%ﬂ/\a
]
Product* 1. C.@“’) pﬁf:{cé\ A c
Batch No.* Qi 2\ o10) 2. Cihemical L son. ok ..
3.tsacn 0. 20 THaks
Batch Size* 30O-0L
L errm D
Mfg. Date* o\\ao) Sampled on:
&5 5/( 4 ‘if:xﬂf:) ,}
Exp. Date* 19\902% Sampled by: 1
\ j:?r Al ar ™
Stage* COO&iﬂA \CA\O\QM Analyzed By: ‘;QQ\'W\
g

Analytical Reference No.

&}l&#ﬁ% Bs [etietx Jox

18
otlot e

TRF raised by Sign/Date

TRF given to QC by QA Sign/Date

Head of QC Sign/Date

*wherever not applicable write NA

s Lo

;,,ilpp[ﬁ




SAI PRIMUS

SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
R.S. No. 4/3, plot No. 33, Kuraumbapet Industrial Estate,

Villianur Commune, Pondicherry- 605009 Page 1 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT
Product Name Genset (Cetirizine hydrochloride Tablet BP 10 mg)
A.R.No. FP/050121/03
Batch No. GF210101 Batch Size 300L
Mfg. Date Jan-2021 Exp. Date Dec-2023
Sampling Date 04.01.2021 Sample Qty 120 Tablets
Analysis Date 04.01.2021 Release Date 02.02.2021
S.No. TEST RESULTS LIMITS
White coloured, caplet shaped, film | White coloured, caplet shaped, film
01. | Description coated tablet with break line on one | coated tablet with break line on one
side and plain on other side side and plain on other side
02. | Identification By IR The infrared absorption spectrum of

Complies the residue is concordant with
the reference spectrum of cetirizine
hydrochloride.

03. | Average weight of tablets 119.60 mg 120.00 mg+5.0 %

(114.00 mg to 126.00 mg)

04. | Uniformity of weight +1.17%t0-1.33 % Not more than 2 of the individual
weights deviate from the average
weight by more than =+ 7.5 % and none
deviate by more than + 15 % .

05. | Dimensions:

Thickness Min Max Avg. 2.50 mm to 3.10 mm
2.80 mm 2.84mm  2.82mm

Length Min Max Avg. 9.90 mm to 10.30 mm
10.13 mm 10.15mm 10.14 mm

Width Min Max Avg. 3.90 mm to 4.30 mm
4.11 mm 414mm  4.12mm

06. | Hardness 3.96 kg/cm® NLT 3.0 kg/cm?

07. | Disintegration time 04 minutes 05 seconds Not more than 30 minutes

08. | Content Uniformity:

Cetirizine Min Max Avg, Not less than 85.0 % and Not more
Hydrochloride BP -10 mg 98.67% 10333%  100.86 % | than 115.0 % of labeled claim.

09. | Dissolution:

Cetirizine Min Max Avg. Not less than 85.0 % of labeled
Hydrochloride BP -10 mg 93.82% 103.94% 98.79% | amount.
10. | Related substances:
Impurity A Not Detected Not more than 0.3 %
Impurity B Not Detected Not more than 0.3 %
Impurity G Not Detected Not more than 0.3 %
Tested By Checked By Approved By

A oF

Name Sriram ! Senthilnathan Vall3fasan

Date 02/02/2021 02/02/2021 02/02/2021




SAI PRIMUS LIFE BIOTECH PRIVATE LIMITED
Sl R.S. No. 4/3, plot No. 33, Kurumbapet Industrial Estate,
SAl PRIMUS Villianur Commune, Pondicherry- 605009 Page2 of 2
LIFE BIOTECH PVT LTD
QUALITY CERTIFICATE OF ANALYSIS Format No:
CONTROL F/QCGN/022/08
FINISHED PRODUCT

Product Name Genset (Cetirizine hydrochloride Tablet BP 10 mg)

A.R.No. FP/050121/03

Batch No. GF210101 Batch Size 300 L

Mfg. Date Jan-2021 Exp. Date Dec-2023

Sampling Date 04.01.2021 Sample Qty 120 Tablets

Analysis Date 04.01.2021 Release Date 02.02.2021
Single maximum unknown Not Detected Not more than 0.2 %
impurity
Total impurities Not Detected Not more than 1.0 %

11. | Assay: Each Filmcoated tablet contains:
Cetirizine Not less than 95.0 % and Not more
Hydrochloride BP -10 mg 100.89 % than 105.0 %
12. | Microbiological limits:

Total Aerobic Microbial count 10 cfu /g NMT 1000 cfu/g
Total Yeasts and mould counts <10 cfu/g NMT 100 cfu/g
E.Coli Absent Should be Absent
Salmonella Absent Should be Absent
S.aureus Absent Should be Absent
P.aeruginosa Absent Should be Absent

Remark : The product complies/not-complies with the prescribed standard of quality with reference
to BP/USP-and-In-heuse Specification.

Tested By Checked By Approved By
Sign ﬂ%ﬂ‘" ¢ N
Name Sriram Senthilnathan Valldggsan
Date 02/02/2021 02/02/2021 02/02/2021
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o SAI PRIMUS LIFE BIOTECH PVT LTD Tssued by :
Q@ﬁ% Factory: R.S. No. 4/3, Plot No.33, Kurumbapet Industrial Estate, Date: y: \
SAl PRIMUS Villianur Commune, Puducherry-605009 ) (O‘?’LQ'( Dor]

RAW DATA SHEET FOR FINISHED PRODUCT

Name of Product: (1,0l

Batch No: fag 2 letol AR. Number: Tp/oce (2.1 [e3
Sample Qty.: lg.c Ta[ﬂ]aj'{ Stage: cp

Analysis Start On:

0% [ei{oma
Analysis Completed On: §+\py 3014

Specification No: é’ttﬁ

1) Description: mﬁx‘;\v@ colownd ,Q&V,gu‘f g)mw&,, %}Zm Cca\f@tx bl oot \QMJL ,Q,w, 0w wue Alde

OQAA P&,m?/\ OW aﬂw. /S%Li .

2) Identification: Co “"‘[’{ﬂ
v A

3) Avg. weight of tablet:

- 392 gm : 1RE
Avg. weight of tablet = 2 = o uab gm equivalent to —-\—‘-?--i-) ————— mg
20
4) Uniformity of Wt. of tablets:
No. | Weight in mg No. | Weight in mg No. | Weight in mg No. | Weight in mg
2 o+ itd 7 o2 b 12 0 i2] 17 0:120
3 0-{30 8 o 120 13 0- i3 18 020
4 o .19 9 019 14 ©-ilg Bl o009
5 0. 11¥ 10 ©-iig 15 0 {20 20 01D
‘ w uol o Qmsr T . AN .
5) Friability: Y “m‘&“’ J(& g‘“} A L‘ i \/.) wgf,,\ \/‘{} ‘@Wﬂ&!\r C o lis C ~].33 ‘/.')
i) Weight of tablets before test: no  gm
ii) Weight of tablets after test: ¢ gm.
iii) Weight difference: NA gm.
Weight difference
Friability = X100= pna
Weight of tablets before test
Analyzed By: QM"\% ] Checked by:  §}-
Date o€ foilrory Date: f)//\] o1l v

F/QCGN/022/02.



6) Disintegration Time: o}, minuler ©5 %ww‘fb‘

7) Hardness:

Page 2 of 7

Sr. No Hardness (kg/cm2) Sr. No Hardness (kg/cm2)
1 3.5 6 }‘ S
2 Jo 7 o
3 29 8 3.9
4 3.4 9 L€
5 3.9 S 10 3.9

Mean Hardness (kg/cm2) 3.9 b legy
4
8) Thickness:

Sr. No Thickness (mm) Sr. No Thickness (mm)
1 2-3v 6 2. %3
2 2.83 7 2.%3
3 2.%2 8 2832
4 2.3 9 2.43
5 2.9 10 2.83

Mean Thickness (mm) 222
9) Diameter: y»

Sr. No Diameter (mm) Sr. No Diameter (mm)
1 6
2 7
3 8
4 9
5 10

Mean Diameter (mm) No

10) Dissolution:

Dissolution Parameter:

Date oS leflpopy

Type sallle
Medium 9\\_“%»07\ ( ?Uﬂéggbd IS \\n\(’?‘l X
Volume 9 0om Q
Speed 5o 20m
Time % G WM
Wavelength 230 M
Analyzed By: gwx)\ Checked by: Qt,

Date: |olv 24

F/QCGN/022/02
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Preparation of dissolution medium: 5000 ml °‘£ ) u)fe'\r .

Chromatographic Condition: N

Column Description

Column No.

Flow Rate

Wavelength

Injection Volume

Column Oven Temperature

Preparation of buffer for Mobile phase: n#

Mobile phase preparation:

Standard Preparation: 0?4\@"‘3 calyPing Ba) S indo tooml  volwwekvSc g’lu)k‘ffomi Q(f

waey Soieds and Muke opto msic. Fadion &l doo tooml il Uslumahge Peate .
moke wp 30 mank uhih waker

Sample Preparation:

U ek o Gooml @% digso mediurn withdrow lom\ ﬂ+ Cﬂ-ﬂ.lctw} f-m
Ruch, Spe cionan . Yer “hcmmuzr& ﬁ'lkx Pyt ardl &JM Eml o toml cl.‘\uﬁ

Calculati d Results:
alculation and Results Vd?e{ 4—0 ExegQ~

Formula:
A\
Analyzed By:f%\{:\\\ Yo !t Checked by: (v
9%
Date Date: VoV “

F/QCGN/022/02
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11) Assay:
Chromatographic Condition:
Column Description : Cl ¢ dyomm X 4-bmi, SUL
Column No. Pl et —pgod ((zodiwe)
Flow Rate :
lLoml
Wavelength 2 %onm
Injection Volume Do st
Column Oven Temperature o
o C

Preparation of buffer for Mobile phase: . 34\\3 aé k#, POX ldan 0 fo Woom)  wakev

onTedy 4o discolve  and odj wl- K prors (oe#)

Mobile phase preparation: mht&ol Foorn) ce£ botfer  Sokion ol ool @% cue/‘Q‘nﬂ'vfl)
Pk ‘}E*Oﬁg"e\ 0-AY macvien  tnerbYapee 851 e

Standard Preparation: u,ej‘ai* CLQQM;JJ:] 40‘{,7(:3 w@ Cek?ﬂa’z:nﬁ Ber S\’QXM inko Qoot/\
volumahd ¢ oefw\k aouwﬂ, bt  Gomi &8 moknle  Phwo . SonTCM Wit
Sﬂ%wmw%‘ ShmlgMS b olfsso\veol. amA c}jluh bfpv}o e yoluml witth
wmobile Phoat - fostarn Aj\uﬁ loral G% s Slukion 4o looml Witk mobile phe

Sample Preparation: (1)

w@“ﬁ’ﬁf accun 420. @ma “‘% SLWP\Q Powaon 'ud:f«o"@%m}
\m\rnﬂﬂk—_f"— (?%ML HJM oot sl OQ‘ MM\&‘W\M~ Soedt cuke. ynv NESTIN
with ke wedlinfs 3haldny do dissOlvedd  ard Lluly  op H volume
wih pebile  Phaal . Bk Su ficTen,  qpeng o) e Solwiva,

Fouhon sl tom\ 53 8o\ R
Sample Preparation: (2) - ok PRI 4o PEmL itk Mobile. prode .

'we,\\(-fﬁf‘ Cu.cu’mtlﬁ A8 .9 mj &{; Sw{))a Pou oy ( som) )

Pa) ‘
P .
Analyzed By: Y Checked by: P/p
o™
Date Date: 9\ W\

F/QCGN/022/02
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Calculation and Results:
. % 4o 5%9\

Formula:

12) Uniformity of dosage unit /Content Uniformity:

Chromatographic Condition:

Column Description QL 2CO MM X A bmm, SHm

Column No. Qe -re ~09 5 e LA auiiee
TV /

Flow Rate liembl

Wavelength 250 nm

Injection Volume Yol

Column Oven Temperature | : o't

19 A0 oo Mt g( PSS

Preparation of buffer for Mobile phase: 0,24 i 6 ‘j ‘4”}?@4-
— W,y ot ds]
Coricalt do sl ondd adgesi— s i) (orR)

) . A LIRS @t 200 ml dcadonisd)
Mobile phase preparation: fpoxed Hoond) (:L Bogh <

. &
3 . NP et &'bfo"‘u‘d N
Standard Preparation: LUL‘;CJ@Y Q\WM AD km‘(} 5@ cols ™ it

eodi W
Desor| yokuimelinle Pl | poded) cbewt— spm! K Pretahls gw,ﬁm s
JodertmactiedL g{;‘o»}lﬁr\% to duprte ansl el il bpre o U
mebtle Pete ) s ddletien do jeond Ll el
PMM " \ GO v&»wﬁa’dw Lo r oM “&L

Sample Preparation: “o Yosn | & - nto A \ gt deel Son) OQ
Lo eepedt o N A u.wkg\ dre Cora t;th: O%A?UMW i%ﬁ‘%&f‘}/ak ot o SHle S~
e P, Goclcadit dot tom) mnutss 03 e et {

UA\VV'\ Wu q%oqé- . r )
?unhﬁ&m ;m\wztm kliton 4o m) wile Traein L @ch,j ,W,
Analyzed By: 1\ »VD)/’ Checked by: 01
Wf; w\\v)q/\

Date Date:

S \

F/QCGN/022/02
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(Repeat same procedure for other 9 tablets)
Calculation and Results:
&S«&ej\ o Bx e X

Formula:

13) Related Substances/ Impurities:

Chromatographic Condition:

Column Description : TS 2D mMmm X A bmwy, S
Column No. S I Sy R (0 Q;‘Jn etiuys 3
Flow Rate : VTN 7 ’
Wavelength | 2%0nm
Injection Volume 2 | 2oM
Column Oven Temperature | : \

30 %

Preparation of buffer for Mobile phase: &

; ' Lec e
o S N O S UL re {ZQ
Mobile phase preparation: /49 NMaeeed \o0r! Oj() broeF on

Jed pHdn s (O oo
e SO M
Hhilx ,F\ou% Q@,) fy\)f)’/QDp 3&:@m’\ % Pced o it i

@:/j\d/u,g\' ?H b Je 8 C‘\’QV)Q’;)

Resolution/ impurity preparation:

\ E:(wo}éz

A
Analyzed Byzgﬁﬁ\ ' Checked by: py_
Date Date:

gj\lo‘(

F/IQCGN/022/02
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Standard/ Reference Preparation: <yeagn po 0ok ivizin rel &
2 Srolco X L TR
Ve som) yotwme Bie Lot L p o %l 2l ] Mokl phobe, 5 V\*\‘ "
vf\q;'\ry\@b&i"' Wﬁz—uﬁﬁ o SheaxCere ouct dhfes ‘_OPW—W\Q u%%;ﬁn:::‘ q
Thauk b\ (ELW Adzon 40 wwom) s medible pheat . Pusttesr .

f Gl 4eludben 4o LD m \;%MM% reskt (o PM‘JL
Hlacebo Preparation: - oy o, 2202 placeloo oto meml vslimatde Hodk
:j)f‘ fbrucwu W et preotiontz Mhe to

added ghouts 1oml ;{}
e onell Rt up«m m voteme Uit e e phectt .

Sample Preparation: lpoe, 560, b a/fb \amfyﬁj PO’LLjdL&\ nof}D 2em] o:(w,«@umbruc
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SAI PRIMUS LIFE BIOTECH PVT LTD
Factory: R.S. No. 4/3, Plot No.3, Kurumbapet
Industrial Estate, Villianur Commune, Puducherry-

SAl PRIMUS 605009.

Page 1 of 1 Issued by QA
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LIFE BIOTECH PVT LTD GOOD LABORATORY PRACTICES Revision No. 00
TITLE: ANALYTICAL DATA SHEET Review Period: 02 years
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SAL

PRIMUS

LIFE BIOTECH PANT LTI

EXCEL SHEET FOR DISSOLUTION CALCULATION

Name of Product GENSET TABLETS(CETIRIZINE HYDROCHLORIDE)

Date of Analysis 01-02-2021 Batch No. GF210101

Mfg. Date Jan-21 Exp. Date Dec-23

WS No. NA % Purity 99.72

WS Weight (WS) 24.5 WS Validity NA

Sample Weight (SW)|!1 Label Claim (LC) 10

Std. 24.5 2 1 1 1 1 CF1 1

Dilution 100 100 1 1 1 1 CF2 1

. CF3 1

Sample 1 5 1 i 1 1 CF4 1

Dilution 900 10 1 1 1 1

Calculatio Smp. Area/Abs Std Dilution 99.72 100 |CFl CF3

n Std. Area/Abs Sample Dilution 100 10 CF2 CF4

Sr. No. | Standard Area/Abs Standard RT Tablet Area/Abs. Result % | Result mg

1 0.165 0 Tabl 0.176 93.82 9.38
2 0.165 0 Tab2 0.184 98.08 9.81
3 0.165 0 Tab3 0.195 103.94 10.39
4 0.165 0 Tab4 0.185 98.61 9.86
5 0.165 0 Tab5 0.193 102.88 10.29
6 Tab6 0.179 95.42 9.54

Average 0.165 0.000 Average 98.79 9.88

SD 0 0 Minimum 93.82 9.38

%RSD 0.0 #DIV/0! Maximum 103.94 10.39

gnalysed 1 f/\\?-d 2 ) 4 . Checked By @/ f)'\”’o(’)\
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Photometric Method Report

SAI PRIMUS LIFE BIOTECH PVT LTD

01/02/2021 15:33:47

File Name:  C:\UVProbe-Data\Data\DATA-2021\FEB-2021\01022021\Cetirizine STD disso.unk

Sample Table
Sample ID WL230.0 WL260.0 Comments

1 STD 0.170 0.005 | 0.170-0.005=0.165

2 Jar_1 0.186 0.010 | 0.186-0.010=0.176

3 Jar_2 0.197 0.01310.197-0.013=0.184

4 Jar_3 0.204 0.009 | 0.204-0.009=0.195

5 Jar_4 0.192 0.007 | 0.192-0.007=0.185

6 Jar_5 0.201 0.008 | 0.201-0.008=0.193

7 Jar_ 6 0.185 0.006 | 0.185-0.006=0.179

8
[Wavelengths] Software Information
Wavelength Name: WL230.0 Software Name: UVProbe

Wavelength: 230.00 nm Version: 2.70
Wavelength Name: WL260.0 Mode: Normal Mode

Wavelength: 260.00 nm

. Data Information
[Calibration Curve] Filename: C:\UVProbe-Data\Data\DATA-2021\FEB-2021
Cal. Curve Type: Raw Data \01022021\Cetirizine STD disso.unk
Title: Dissolution Standard
[Measurement Parameters(Standard)] Analyst: Rajesh
Date/Time: 01/02/2021 15:33:39

[Measurement Parameters(Sample)] Comments:

Data Acquired by: Instrument

Delay sample read: D?sabled Instrument information

Repeat: Disabled Instrument Name: Instrument 1

. Instrument Type: UV-1900 Series

[Equations] Model (S/N): UV1900 (A12425780886)

[Pass Fail]

[Method Summary]
Title:

Date/Time: 01/02/2021 15:05:32
Comments:

Sample Preparations:

[Instrument Properties)

Instrument Type: UV-1900 Series

- Page 1/1
Analysed By : % @74£W g Checked By : P
1 ’ \ Date : A
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EXCEL SHEET FOR ASSAY CALCULATION FP

e o el YA S
Name of Product GENSET TABLETS(CETIRIZINE HYDROCHLORIDE)
Date of Analysis 05.01.2021 Batch No. GF210101
Mfg. Date JAN-2021 Exp. Date DEC-2023
WS No. NA % Purity 99.72
WS Weight (WS) 40.60 WS Validity NA
Sample Weight (SW) 480.8 Label Claim (LC) 10
CF1 1 CF2 CF3 1 |CF4
o 40.60 10 1 1 I | AveWrT | 119.60
Std. Dilution 200 100 " 7 n
o 480.8 10 1 1 1
Sample Dilution 200 100 " l "
Smp. Area/Abs Std Dilution 99.72 119.60 1|CF3
Calculation Formula Std. Area/Abs Sample Dilution 100 CF2 CF4
Sr. No. Standard Area/Abs Standard RT Sr. No. Sample Area/Abs
1 763382 15.927 1 775253
2 779038 15.927 2 767555
3 772658 15.923 3
4 765916 15.923 4
5 769262 15.919 5
6 6
Average 770051 15.924 Average 771404
SD 6118.801451 0.00334664
RSD 0.8 0.0
Assay (mg) 10.0888 B | Assay (%) ] 100.89
AN =
Analysed By W\\ Y Checked By e Lo
Date i3 Date g ~\\w y\
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EXCEL SHEET FOR UNIFORMITY OF CONTENT

Srol, I RIAaLIS
Name of Product GENSET TABLETS(CETIRIZINE HYDROCHLORIDE)
Date of Analysis 05.01.2021 Batch No. GF210101 Conversion Factorl 1
Mfg. Date JAN-2021 Exp. Date DEC-2023 Conversion Factor2 1
WS No. NA % Purity 99.72 Conversion Factor3 1
WS Weight (WS) 40.60 WS Validity NA Conversion Factor4 1
Sample Weight (SW) 1 Label Claim (L.C) 10
Std. Dilution 406 10 1 1 1
200 100 1 I 1
Sample 1 5 1 1 1
Dilution 50 50 1 1 1
Calculation Smp. Area Std Dilution 99.72 100 Conversion Factorl Conversion Factor3 % Assay
Formula Std. Area Sample Dilution 100 10 Conversion Factor2 Conversion Factord
Standard | Standard
Sr. No. Area RT Sample
1 763382 15.927 ucC AREA Smp. Weight %o meg Minimum %
2 779038 15.927 UcCl 762822 1 100.27 10.03
3 772658 15.923 uc2 752661 1 98.93 9.89 98.67
4 765916 15.923 Ucs3 775282 ! 101.90| 10.19 )
5 769262 15919 uc4 766165 1 100.71 10.07
ucs 750706 1 98.67 9.87 Maximum %
UCé 770549 1 101.28] 10.13
UC7 776144 1 102.02] 10.20
Average 770051 15.924 UC8 772257 1 101.51) 10.15 103.33
SD 6118.801451 | 0.00334664 uc9 786146 1 103.33 10.33
RSD 0.8 0.0 UC10 760437 1 99.95| 10.00
I\ B AVG 100.86
Analysed By ﬂg“\\\/’ " Checked By oL e ]
Date 5% Date PR

\




Inj. iy o Run
. #of . Method Set/ h
Vial |- Vol : SampleName Function Time
[ e Injs : Report Method (Minutes)
1 |200 1 | ASSAY_BLANK inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
2 20.0 51 ASSAY_STANDARD Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
1 20.0 1| ASSAY_BLANK Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
3 20.0 1 | GENSET_GF210101_ASSAY_SPL_01 | Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
4 20.0 1| GENSET_GF210101_ASSAY_SPL_02 | Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
2 20.0 1| ASSAY_BKT_STD Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
5 20.0 1| GENSET_GF210101_UOC_SPL_01 Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
|6 20.0 1| GENSET_GF210101_UOC_SPL_02 Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
47 20.0 1| GENSET_GF210101_UOC_SPL_03 Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
)| 8 20.0 1| GENSET_GF210101_UOC_SPL_04 inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
49 20.0 1| GENSET_GF210101_UOC_SPL_05 Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
212 20.0 1| ASSAY_BKT_STD Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
3110 | 200 1 | GENSET_GF210101_UOC_SPL_06 Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
£111 | 200 1 | GENSET_GF210101_UOC_SPL_07 Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
5112 | 20.0 1 | GENSET_GF210101_UOC_SPL_08 Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
3113 §20.0 1 | GENSET_GF210101_UOC_SPL_09 inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
7114 120.0 1| GENSET_GF210101_UOC_SPL_10 Inject Samples | GENSET TAB_ASSAY_DISSC_FP_MSET 22.00
312 20.0 1| ASSAY_BKT_STD Inject Samples | GENSET TAB_ASSAY_DISSO_FP_MSET 22.00
2 Equilibrate WASHING SOLUTION_B_MSET 122.00
0 Equilibrate SHUTDOWN_MSET 0.01
Va4




INSTRUMENT METHOD

Instrument Method: GENSET TAB__ASSAY__DISSO__FP_II\
Stored: 1/5/2021 11:25:49 AMIST

Method Information
Method Comments INSTRUMENT METHOD
Method Modified User SRIRAM

Method Locked No
Method Id 1887
Old id
Method Version 1
Method Edit User
Source S/W info Empower 3 Software Build 3471 SPs Installed: Feature Release 2 DB ID:
2404097152
W2690/5 Instrument Setup
Type W2690/5
Instrument Status On
Channel Name 2690/5
Description PRESSURE ENABLE
Use Channel Monitor On
Monitor Parameter System Pressure
Stroke Volume 100uL (flow rates <= 3.030 mL/min)
Chart Out %A
Syringe Draw Rate Normal
Depth Of Needle 0.0
Degas Mode Off
Pump Mode Isocratic
Flow 1.000
%A 100.0
%B 0.0
%C 0.0
%D 0.0
High Limit 5000.0
Low Limit 0.0

Enable Sample Temp False
Enable Column Temp True
Bubble Detect True
Pre Column Volume 0.0
Sample Temp Target -1.0
Sample Temp Range 5.0

Sparge A 0.0
Analysed by: o Checked by: 1~
N
Date ) o\ Date : Og'(wlw’v\
Reported by User: SRIRAM (SRIRAM) Project Name: 2021\QC_HPL_002\JAN-2021

Report Method: INSTRUMENT METHOD

Printed Date 1/5/2021

Report Method ID1016 . .
) Printed Time 11:55:57 AM Asia/Kolkata
Page: 1 0f 3



Sparge B 0.0
Sparge C 0.0
Sparge D 0.0
Column Temp Target 30.0
Column Temp Range 5.0

Flow Ramp 2.00
Column choice No Change
Column Equil Minutes 0.00
Needle Wash Extended
Switch 1 No Change
Switch 2 No Change
Switch 3 No Change
Switch 4 No Change
Use Events False
Solvent A
Solvent B
Solvent C
Solvent D

W2487 Instrument Setup
Type w2487
Instrument Status On
Dual Wavelength False
Pulse Period Seconds 1.0

Pulse Repeat Period Seconds 1.0

W2487 Channel Information

Channel Name 2487Channel 1 Voltage Offset 0
Description Polarity +
Use Channels On AutoZero Wavelength True
Wavelength 230 AutoZero Keypad True
Output Mode Absorbance A (Ch1) AutoZeroEvent Input  True
Data Mode Absorbance A (Ch1) AutoZero Inject True
Sampling Rate 1 Chart Mark Enable True
Filter Type Hamming Ratio AuMinimum 0.1000
Aufs 2.0000 Minimum Ratio 0.00
Time Constant 1.0 Maximum Ratio 2.00
AU Offset 0.000

Revision History

Version 1 1/5/2021 11:25:49 AM IST User SRIRAM Created method 'GENSET
TAB_ASSAY_DISSO_FP_IM'. INSTRUMENT METHOD

Method Version S

1/5/2021 11:25:49 AM I1ST [ SRIRAM

Checked by: ?L

o Y7
Date L oS \\"’GV‘ Date : Dglo\\”“’
Reported by User: SRIRAM (SRIRAM) Project Name: 2021\QC_HPL_002\JAN-2021

Report Method: INSTRUMENT METHOD Printed Date 1/5/2021
Report Method ID1016

Page: 2 of 3 Printed Time 11:55:57 AM Asia/Kolkata



Method Version Summaries

Analysed by: \ ol Checked by: #4~ 2
~\ 5\ Wt
Date DS Date . pele)
Reported by User: SRIRAM (SRIRAM) Project Name: 2021\QC_HPL_002\JAN-2021

Report Method: INSTRUMENT METHOD

Printed Date 1/5/2021
Report Method ID1016 . .
, Printed Time 11:55:57 AM Asia/Kolkata
Page: 3 of 3
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CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name:
Sample Type:
Vial:

Injection #:
Injection Volume:
Run Time:

Date Acquired:

Date Processed:

ASSAY BLANK Acquired By: SRIRAM

Unknown Sample Set Name 05012021_GENSET_ASSAY_DISSO_FP
1 Acq. Method Set: GENSET TAB_ASSAY_DISSO_FP_MSE"
1 Processing Method GENSET_ASSAY_FP_PM

20.00 ul Channel Name: 2487Channel 1

22.0 Minutes Proc. Chnl. Descr.: 2487Channel 1

1/5/2021 1:07:23 PM IST

1/6/2021 9:17:04 AM IST

Auto-Scaled Chromatogram

0.0000
-0.0005
2
-0.0010
-0.0015
200 400 6.00 8.00 10.00 1200 1400 1600 1800 2000 2200
Minutes
Peak Results
| Name RT ilfre’a
ﬂCETtR!ZWEHCi 15.927
Analysed by {EX 5\\“*0’/\ Checked by: &~ \\\V’V\
Date : Date - onl
Reported by User. SRIRAM (SRIRAM) Project Name: 2021\QC_HPL_002\JAN-2021

Report Method: CHROMATOGRAPHIC DATA

Report Method 101721

Page: 1 of 1

Printed Date 1/6/2021
Printed Time 9:26:16 AM A



RSD REPORT

SAMPLE INFORMATION

Sample Name: ASSAY_STANDARD Acquired By: SRIRAM
Sample Type: Unlnown Sample Set Name:05012021_GENSET_ASSAY_DISSO_FP
Vial: 2 Acq. Method Set:  GENSET

Injection #: 1,2,4,5 3 Processing Method GENSET_ASSAY_FP_PM

Injection Volume: 20.00 ul Channel Name: 2487Channel 1

Run Time: 22.0 Minutes Proc. Chnl. Descr.:  2487Channel 1

Date Acquired: 1/5/2021 1:30:56 PM IST, 1/6/2021 1:54:25 PM IST, 1/5/2021 2:17:55 PM {ST, 1/5/2021

2:41:24 PM IST, 1/5/2021 3.05:07 PM IST
Date Processed: 1/6/2021 9:17:04 AM IST

Auto-Scaled Chromatogram

0020 E
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2 0010 1y
] N
14
0,000 i e - o . o s
i e B S ‘ (_? | ‘ o KfT—I"—]“
200 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00 22,00
Minutes
. - Peak Name: CETIRIZINE HCI
‘ Injection Peak Name RT  Area USP Plate Count | USP Tailing
1 x 1 CETIRIZINE HCI 1 15.927 763382 4734 1.0
2 ‘ 2 CETIRIZINE HCI | 15.927 779038 4686 1.0
3 3 CETIRIZINE HCI : 15923 772658 4793 1.0
4 4 ' CETIRIZINE HCI: 156,923 765916 i 4732 1.0
§ 5 1 5 CETIRIZINE HCI 15.919 E 769262 4899 ; 0.9
Mean | 15.924 | 770051 4769 1.0
Std. Dev. 0.003 ' 6118.895
 %RSD | | 00 0.8
Analysed by:@\ . Checked by: W o o
Mo
Date g o\ 2/’ Date : 9’4\,@9‘\‘/‘9
Reported by User. SRIRAM (SRIRAM) Project Name: 2021\QC_HPL_002\JAN-2021

Report Method: RSD REPORT SYSTEM ! Printed Date 1/6/2021
Report Method 111522

B . o |
Page: 1 of 1 rinted Time 9:27:47 AM A:



CHROMATOGRAPHIC DATA
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SAMPLE INFORMATION
Sample Name: ASSAY_BLANK Acquired By: SRIRAM
Sample Type: Unknown Sample Set Name: 05012021_GENSET_ASSAY_DISSO_FP
Vial: 1 Acq. Method Set: GENSET TAB_ASSAY_DISSO_FP_MSE’
Injection #: 1 Processing Method GENSET_ASSAY_FP_PM
Injection Volume: 20.00 ul Channel Name: 2487Channel 1
Run Time: 22.0 Minutes Proc. Chnl. Descr.:  2487Channel 1

Date Acquired: 1/5/2021 3:29:08 PM IST

Date Processed: 11612021 9:17:04 AM IST

Auto-Scaled Chromatogram

0.0002 -
0.0000~

_, -00002-
< !
-0.0004-

-0.0006-

-

B - i ; . H B . B = i t I I 0 i i t ¥ 1 ‘ 1 T t t + t
2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00 22.00
Minutes
~ Peak Results
i ! Name RT  Area

1 ;‘MjCETIREINE HCI | 15.927

Analysed by:(f@t“\w’/1
Date .0

1
|
i

Checked by: & v

\
Date 118

Reported by User: SRIRAM (SRIRAM)

Report Method: CHROMATOGRAPHIC DATA
Report Method 111721

Page: 1 of 1

Project Name: 2021\QC_HPL_002\JAN-2021
Printed Date 1/6/2021

Printed Time 9:28:13 AM A:



RSD REPORT
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SAMPLE INFORMATION
Samplie Name: GENSET_GF210101_ASSAY_SPL_01, Acquired By: SRIRAM
Sample Type: Unknown Sample Set Name 05012021_GENSET_ASSAY_DISSO_FP
Vial: 3,4 Acg. Method Set:  GENSET
Injection #: 1 Processing Method GENSET_ASSAY_FP_PM
Injection Volume: 20.00 ul Channel Name: 2487Channel 1
Run Time: 22.0 Minutes Proc. Chnl. Descr.:  2487Channel 1

Date Acquired:

Date Processed:

11612021 9:17:04 AM [ST

1/5/2021 3:57:30 PM IST, 1/56/2021 4:20:54 PM IST

Auto-Scaled Chromatogram

D
0.020: L{L)
o
L
2 0010 oy
N
e
: R
200 400 600 800 1000 12,00 1400 1600 1800 2000 22,00
Minutes
Peak Name: CETIRIZINE HCI
‘Injection PeakName RT Area USP Plate Count| USP Tailing
1 1  CETIRIZINE HCI 15914 775253 4857 1.0
2 1 CETIRIZINE HCI | 15.914 ¢ 767555 4795 1.0
Mean 159141 771404 4826 1.0
- Std. Dev. 0.000 .5443.162
% RSD 0.0 07
Analysed by:{\é%ﬂ\\\pyt Checked by: 7 "
Date 0 Date ();\U)\ \Q/E)

Reported by User: SRIRAM (SRIRAM)
Report Method: RSD REPORT SYSTEM !

Report Method [£1522

Page: 1 of 1

Project Name: 2021\QC_HPL_002\JAN-2021
Printed Date 1/6/2021
Printed Time 9:28:47 AM A:



RSD REPORT ==
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SAMPLE INFORMATION
Sample Name: ASSAY_STANDARD, ASSAY_BKT_STD Acquired By: SRIRAM
Sample Type: Unknown Sample Set Name: 05012021_GENSET_ASSAY_DISSO_FP
Vial: 2 Acq. Method Set:  GENSET
Injection #: 1,2,4,5 3 Processing Method GENSET_ASSAY_FP_PM
Injection Volume: 20.00 ul Channel Name: 2487Channel 1
Run Time: 22.0 Minutes Proc. Chnl. Descr.. 2487Channel 1
Date Acquired: 1/5/2021 1:30:56 PM IST, 1/5/2021 1:54:25 PM IST, 1/5/2021 2:17:55 PM IST, 1/5/2021
2:41:24 PM IST, 1/5/2021 3:05:07 PM IST, 1/5/2021 4:44:31 PM IST
Date Processed: 1/6/2021 9:17:04 AM IST
Auto-Scaled Chromatogram
0.020 . i
.
-: "
2
2 0010 /%\
; N
i E \L
: T
0000 | e - R ST
2.00 400 6.00 8.00 10.00 12.00 14.00 16.00 20.00 22.00
Minutes
_ Peak Name: CETIRIZINEMHC_I -
Injection. PeakName RT Area ' USP Plate Count| USP Tailing
1 1 CETIRIZINE HCI 15.927 763382 . 4734 1.0
2 1 CETIRIZINE HCI | 15.911 792210 4830 1.0
3 2 CETIRIZINE HCI | 15.927 779038 | 4686 1.0
4 : 3 CETIRIZINE HCI 1 15.923 . 772658 4793 1.0
5 | 4 CETIRIZINE HCI | 15.923 : 765916 4732 1.0
6 5  CETIRIZINE HCI | 15.919 769262 4899 0.9
 Mean | ‘ 15.922 773744 4779 1.0
Std bev. - 0.006 :10572.846
% RSD . 0.0 1.4
Analysed by: y - LA
Datey y Ea@’\\ﬁpﬂ ghecked by: ¢+ oV
. ate NSNS
Reported by User. SRIRAM (SRIRAM) Project Name: 2021\QC_HPL_002\JAN-2021

Report Method: RSD REPORT SYSTEM !
Report Method 1{1