
CO00001_26022301_ANALYZE_STANDARD_AND_SAMPLE_
FOR_B4502842 - CETIRIZINE HCL_20260224_083625

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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 4 TE00002-1 1032.22 3.97633 1.59884 115.637

2 3 5 TE00002-1 1010.1 3.9665 1.57265 116.043QUALIF
Y (M

S)

RSD Results (Standard)

Average Area
Average Retention
Time (min)

Standard Deviation
Area

Standard Deviation
Retention Time RSD Area (%)

RSD Retention
Time (%)

1021.16 3.97142 15.6412 0.00695086 1.53171 0.175022



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 TE00002-2 775.019 3.96343 1.59408 90.025



SAMPLE ANALYSIS

Injection Data (Sample)

Order Numb
er Vial

Injection
Number Sample ID Area

Retention
Time (min)

Tailing
Factor Peak Height

Result of
Equation

4 5 1 TE00003-1 905.902 3.77065 1.59884 108.878 0.0

5 6 1 TE00003-2 576.515 3.72283 1.59898 71.028 0.0

6 7 1 TE00003-3 997.553 2.49867 1.05885 47.248 0.0

7 8 1 TE00003-4 955.592 2.51888 1.07231 45.055 0.0

8 9 1 TE00003-5 872.074 3.72732 1.58973 101.22 0.0

9 10 1 TE00003-6 1024.95 3.72893 1.57945 120.879 0.0

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 (%)

888.764 3.32788 163.046 0.634743 18.3452 19.0735



BASELINE ANALYSIS

Injection Data (Baseline)

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

1 2 1 TE00001-1 237.645 2.46422 1.05396 16.025

1 2 1 TE00001-1 67.5037 4.95365 1.29104 5.783

1 2 1 TE00001-1 20.8548 1.99585 0.943122 3.498

1 2 1 TE00001-1 48.1471 6.2029 1.10672 3.06

1 2 1 TE00001-1 12.8517 3.95117 0.51616 2.153



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 TE00002-2 932.033 3.72928 1.5696 111.682

10 4 1 TE00002-2 191.306 2.59432 0.617663 13.235

10 4 1 TE00002-2 15.3047 2.03522 0.880759 2.976

10 4 1 TE00002-2 0.926144 4.23712 0.5 1.604

10 4 1 TE00002-2 0.095004 4.9826 0.5 0.915



IMAGE STANDARD

Image STANDARD for Inject ID: 4

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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 1032.22 3.97633 1.59884 115.637



Image STANDARD for Inject ID: 5

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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 1010.1 3.9665 1.57265 116.043



IMAGE DATA FOR STANDARD CHECKER

Image STANDARD CHECKER for Inject ID: 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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 TE00002-2 775.019 3.96343 1.59408 90.025



IMAGE DATA FOR SAMPLE

Image for SAMPLE Inject ID: 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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

4 5 1 TE00003-1 905.902 3.77065 1.59884 108.878



Image for SAMPLE Inject ID: 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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

5 6 1 TE00003-2 576.515 3.72283 1.59898 71.028



Image for SAMPLE Inject ID: 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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

6 7 1 TE00003-3 997.553 2.49867 1.05885 47.248



Image for SAMPLE Inject ID: 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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

7 8 1 TE00003-4 955.592 2.51888 1.07231 45.055



Image for SAMPLE Inject ID: 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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

8 9 1 TE00003-5 872.074 3.72732 1.58973 101.22



Image for SAMPLE Inject ID: 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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

9 10 1 TE00003-6 1024.95 3.72893 1.57945 120.879



IMAGE DATA FOR BASELINE

Image for BASELINE Inject ID: 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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 TE00001-1 237.645 2.46422 1.05396 16.025

1 2 1 TE00001-1 67.5037 4.95365 1.29104 5.783

1 2 1 TE00001-1 20.8548 1.99585 0.943122 3.498

1 2 1 TE00001-1 48.1471 6.2029 1.10672 3.06

1 2 1 TE00001-1 12.8517 3.95117 0.51616 2.153



IMAGE DATA FOR DETECTOR CHECKER

Image for DETECTOR CHECKER Inject ID: 1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26022301
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B631A
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 TE00002-2 932.033 3.72928 1.5696 111.682

10 4 1 TE00002-2 191.306 2.59432 0.617663 13.235

10 4 1 TE00002-2 15.3047 2.03522 0.880759 2.976

10 4 1 TE00002-2 0.926144 4.23712 0.5 1.604

10 4 1 TE00002-2 0.095004 4.9826 0.5 0.915


