
CO00001_26050701_ANALYZE_STANDARD_AND_SAMPLE_
FOR_B4502842 - CETIRIZINE HCL_20260507_190715

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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 1 TE00002-1 926.924 4.17073 1.22008 73.353

2 3 2 TE00002-1 938.299 4.16292 1.21615 75.064

2 3 3 TE00002-1 951.37 4.16315 1.22456 76.377

2 3 4 TE00002-1 948.491 4.16983 1.225 77.097

2 3 5 TE00002-1 950.707 4.15643 1.22304 77.875QUALIF
Y (M

S)

RSD Results (Standard)

Average Area
Average Retention
Time (min)

Standard Deviation
Area

Standard Deviation
Retention Time RSD Area (%)

RSD Retention
Time (%)

943.158 4.16461 10.4883 0.00584386 1.11204 0.140322



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 TE00002-2 927.104 4.15203 1.22541 76.65



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 1 982.163 4.15468 1.21819 81.717 97.7989

5
TE00003
-2

6 2 2 1 1 803.622 4.14007 1.20205 68.44 80.0207

6
TE00003
-3

7 3 3 1 1 811.023 4.13455 1.21946 69.953 80.7576

7
TE00003
-4

8 1 1 2 1 901.786 4.15557 1.22437 77.479 89.7954

8
TE00003
-5

9 2 2 2 1 897.694 4.1469 1.22146 78.104 89.3879

9
TE00003
-6

10 3 3 2 1 909.078 4.1219 1.21947 79.838 90.5215

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 (%)

884.228 4.14228 67.1635 0.0128974 7.59573 0.311359



BASELINE ANALYSIS

Injection Data (Baseline)

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

1 2 1 TE00001-1 142.035 2.34757 0.805947 13.426

1 2 1 TE00001-1 10.7414 1.86865 0.947278 2.265

1 2 1 TE00001-1 0.277891 4.2007 0.5 0.326

1 2 1 TE00001-1 1.17226 0.2072 0.537008 0.312

1 2 1 TE00001-1 0.458141 1.3595 0.519921 0.137



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 TE00002-2 942.331 4.13795 1.23074 82.718



IMAGE STANDARD

Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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 1 TE00002-1 926.924 4.17073 1.22008 73.353



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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 2 TE00002-1 938.299 4.16292 1.21615 75.064



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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 3 TE00002-1 951.37 4.16315 1.22456 76.377



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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 TE00002-1 948.491 4.16983 1.225 77.097



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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 TE00002-1 950.707 4.15643 1.22304 77.875



IMAGE DATA FOR STANDARD CHECKER

Image STANDARD CHECKER for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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 TE00002-2 927.104 4.15203 1.22541 76.65



IMAGE DATA FOR SAMPLE

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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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

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 1 982.163 4.15468 1.21819 81.717 97.7989



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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

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 1 803.622 4.14007 1.20205 68.44 80.0207



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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

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 1 811.023 4.13455 1.21946 69.953 80.7576



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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

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 1 901.786 4.15557 1.22437 77.479 89.7954



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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

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 1 897.694 4.1469 1.22146 78.104 89.3879



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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

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 1 909.078 4.1219 1.21947 79.838 90.5215



IMAGE DATA FOR BASELINE

Image for BASELINE Inject ID: TE00001-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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 TE00001-1 142.035 2.34757 0.805947 13.426

1 2 1 TE00001-1 10.7414 1.86865 0.947278 2.265

1 2 1 TE00001-1 0.277891 4.2007 0.5 0.326

1 2 1 TE00001-1 1.17226 0.2072 0.537008 0.312

1 2 1 TE00001-1 0.458141 1.3595 0.519921 0.137



IMAGE DATA FOR DETECTOR CHECKER

Image for DETECTOR CHECKER Inject ID: TE00002-2

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26050701
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 TE00002-2 942.331 4.13795 1.23074 82.718

10 4 1 TE00002-2 152.814 2.3703 0.755149 13.852

10 4 1 TE00002-2 10.7013 1.86483 0.925667 2.553

10 4 1 TE00002-2 0.0798585 2.96633 0.5 0.523


