
CO00001_26050801_ANALYZE_STANDARD_AND_SAMPLE_
FOR_B4502842 - CETIRIZINE HCL_20260508_191030

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

STANDARD ANALYSIS

Injection Data (Standard)

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

2 3 1 TE00002-1 962.487 4.21133 1.2936 90.487

2 3 2 TE00002-1 981.195 4.20897 1.29566 92.71

2 3 3 TE00002-1 979.994 4.20247 1.30928 92.923

2 3 4 TE00002-1 983.636 4.21027 1.30424 93.846

2 3 5 TE00002-1 984.014 4.20433 1.32977 93.644QUALIF
Y (M

S)

RSD Results (Standard)

Average Area
Average Retention
Time (min)

Standard Deviation
Area

Standard Deviation
Retention Time RSD Area (%)

RSD Retention
Time (%)

978.265 4.20747 8.978 0.00386811 0.917747 0.0919343



STANDARD CHECKER ANALYSIS

Injection Data (Standard Checker)

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

3 4 1 TE00002-2 967.86 4.20307 1.31504 92.423



SAMPLE ANALYSIS

Injection Data (Sample)

Order
Number

Sample
ID Vial Vessel

Revolve
r

Hole Re
volver

Injection
 Number Area

Retentio
n Time
(min)

Tailing
Factor

Peak He
ight

Result
of Equat
ion

4
TE00003
-1

5 1 1 1 1 952.585 4.16607 1.31954 92.045 92.1071

5
TE00003
-2

6 2 2 1 1 728.019 4.2 1.32457 71.133 70.3934

6
TE00003
-3

7 3 3 1 1 1034.77 4.19152 1.33002 99.966 100.054

7
TE00003
-4

8 1 1 2 1 918.458 4.17503 1.34577 89.41 88.8073

8
TE00003
-5

9 2 2 2 1 840.837 4.17417 1.31934 82.4 81.302

9
TE00003
-6

10 3 3 2 1 947.005 4.18197 1.34445 92.774 91.5675

NOT Q
UALIF

Y (T
MS)

RSD Results (Sample)

Average Area
Average Retention
Time (min)

Standard Deviation
Area

Standard Deviation
Retention Time RSD Area (%)

RSD Retention
Time (%)

903.612 4.18146 106.281 0.0124622 11.7617 0.298035



BASELINE ANALYSIS

Injection Data (Baseline)

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

1 2 1 TE00001-1 167.003 2.45485 0.766328 14.257

1 2 1 TE00001-1 12.0926 1.94207 0.948077 2.728

1 2 1 TE00001-1 18.794 3.54465 1.20142 1.446

1 2 1 TE00001-1 0.154317 0.310983 0.5 0.291

1 2 1 TE00001-1 1.41683 4.24135 0.530142 0.234



DETECTOR CHECKER ANALYSIS

Injection Data (Detector Checker)

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

10 4 1 TE00002-2 963.895 4.17008 1.33939 94.286



IMAGE STANDARD

Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

2 3 1 TE00002-1 962.487 4.21133 1.2936 90.487



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

2 3 2 TE00002-1 981.195 4.20897 1.29566 92.71



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

2 3 3 TE00002-1 979.994 4.20247 1.30928 92.923



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

2 3 4 TE00002-1 983.636 4.21027 1.30424 93.846



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

2 3 5 TE00002-1 984.014 4.20433 1.32977 93.644



IMAGE DATA FOR STANDARD CHECKER

Image STANDARD CHECKER for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

3 4 1 TE00002-2 967.86 4.20307 1.31504 92.423



IMAGE DATA FOR SAMPLE

Image for SAMPLE Inject ID: TE00003-1
SAMPLE : 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order
Number

Sample
ID Vial Vessel

Revolve
r

Hole Re
volver

Injection
 Number Area

Retentio
n Time
(min)

Tailing
Factor

Peak He
ight

Result
of Equat
ion

4
TE00003
-1

5 1 1 1 1 952.585 4.16607 1.31954 92.045 92.1071



Image for SAMPLE Inject ID: TE00003-2
SAMPLE : 2

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order
Number

Sample
ID Vial Vessel

Revolve
r

Hole Re
volver

Injection
 Number Area

Retentio
n Time
(min)

Tailing
Factor

Peak He
ight

Result
of Equat
ion

5
TE00003
-2

6 2 2 1 1 728.019 4.2 1.32457 71.133 70.3934



Image for SAMPLE Inject ID: TE00003-3
SAMPLE : 3

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order
Number

Sample
ID Vial Vessel

Revolve
r

Hole Re
volver

Injection
 Number Area

Retentio
n Time
(min)

Tailing
Factor

Peak He
ight

Result
of Equat
ion

6
TE00003
-3

7 3 3 1 1 1034.77 4.19152 1.33002 99.966 100.054



Image for SAMPLE Inject ID: TE00003-4
SAMPLE : 4

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order
Number

Sample
ID Vial Vessel

Revolve
r

Hole Re
volver

Injection
 Number Area

Retentio
n Time
(min)

Tailing
Factor

Peak He
ight

Result
of Equat
ion

7
TE00003
-4

8 1 1 2 1 918.458 4.17503 1.34577 89.41 88.8073



Image for SAMPLE Inject ID: TE00003-5
SAMPLE : 5

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order
Number

Sample
ID Vial Vessel

Revolve
r

Hole Re
volver

Injection
 Number Area

Retentio
n Time
(min)

Tailing
Factor

Peak He
ight

Result
of Equat
ion

8
TE00003
-5

9 2 2 2 1 840.837 4.17417 1.31934 82.4 81.302



Image for SAMPLE Inject ID: TE00003-6
SAMPLE : 6

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order
Number

Sample
ID Vial Vessel

Revolve
r

Hole Re
volver

Injection
 Number Area

Retentio
n Time
(min)

Tailing
Factor

Peak He
ight

Result
of Equat
ion

9
TE00003
-6

10 3 3 2 1 947.005 4.18197 1.34445 92.774 91.5675



IMAGE DATA FOR BASELINE

Image for BASELINE Inject ID: TE00001-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

1 2 1 TE00001-1 167.003 2.45485 0.766328 14.257

1 2 1 TE00001-1 12.0926 1.94207 0.948077 2.728

1 2 1 TE00001-1 18.794 3.54465 1.20142 1.446

1 2 1 TE00001-1 0.154317 0.310983 0.5 0.291

1 2 1 TE00001-1 1.41683 4.24135 0.530142 0.234



IMAGE DATA FOR DETECTOR CHECKER

Image for DETECTOR CHECKER Inject ID: TE00002-2

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050801
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B523A
Product Name: OZEN 10 MG
Active Substance: B4502842 - CETIRIZINE HCL
Sample Origin Process: COATING

Result:

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

10 4 1 TE00002-2 963.895 4.17008 1.33939 94.286

10 4 1 TE00002-2 174.608 2.46045 0.768133 14.458

10 4 1 TE00002-2 11.7254 1.93045 0.968856 2.707

10 4 1 TE00002-2 3.038 3.0906 0.579656 0.592

10 4 1 TE00002-2 1.08212 1.67433 0.548833 0.325


