
CO00001_26042101_ANALYZE_STANDARD_AND_SAMPLE_
FOR_B4502842 - CETIRIZINE HCL_20260421_183640

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 TE00002-1 905.599 4.4554 1.50611 96.588

2 3 2 TE00002-1 915.852 4.44165 1.50621 97.945

2 3 3 TE00002-1 909.68 4.42702 1.50773 97.883

2 3 4 TE00002-1 910.437 4.40277 1.51259 98.292

2 3 5 TE00002-1 918.304 4.40927 1.48791 98.834QUALIF
Y (M

S)

RSD Results (Standard)

Average Area
Average Retention
Time (min)

Standard Deviation
Area

Standard Deviation
Retention Time RSD Area (%)

RSD Retention
Time (%)

911.974 4.42722 5.08363 0.0219225 0.557431 0.495175



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 TE00002-2 906.69 4.38637 1.49479 98.324



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 1 941.513 4.38028 1.49488 102.107 None

5
TE00003
-2

6 2 2 1 1 901.987 4.37597 1.49855 98.245 None

6
TE00003
-3

7 3 3 1 1 872.578 4.33877 1.49694 95.316 None

7
TE00003
-4

8 1 1 2 1 932.944 4.31772 1.5034 102.032 None

8
TE00003
-5

9 2 2 2 1 1030.7 4.30307 1.50829 112.659 None

9
TE00003
-6

10 3 3 2 1 874.726 4.3049 1.49308 96.695 None

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 (%)

925.741 4.33678 58.839 0.0344907 6.35588 0.795306



BASELINE ANALYSIS

Injection Data (Baseline)

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

1 2 1 TE00001-1 202.543 2.5251 0.625949 17.558

1 2 1 TE00001-1 13.4041 1.94725 0.98392 3.236

1 2 1 TE00001-1 2.0419 0.355567 0.63303 0.538

1 2 1 TE00001-1 1.52644 0.353767 0.536894 0.538

1 2 1 TE00001-1 1.0886 4.53668 0.517571 0.255



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 TE00002-2 890.111 4.31505 1.46907 97.727



IMAGE STANDARD

Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 TE00002-1 905.599 4.4554 1.50611 96.588



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 TE00002-1 915.852 4.44165 1.50621 97.945



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 TE00002-1 909.68 4.42702 1.50773 97.883



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 TE00002-1 910.437 4.40277 1.51259 98.292



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 TE00002-1 918.304 4.40927 1.48791 98.834



IMAGE DATA FOR STANDARD CHECKER

Image STANDARD CHECKER for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 TE00002-2 906.69 4.38637 1.49479 98.324



IMAGE DATA FOR SAMPLE

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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 1 941.513 4.38028 1.49488 102.107 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 1 901.987 4.37597 1.49855 98.245 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 1 872.578 4.33877 1.49694 95.316 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 1 932.944 4.31772 1.5034 102.032 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 1030.7 4.30307 1.50829 112.659 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 1 874.726 4.3049 1.49308 96.695 None



IMAGE DATA FOR BASELINE

Image for BASELINE Inject ID: TE00001-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 TE00001-1 202.543 2.5251 0.625949 17.558

1 2 1 TE00001-1 13.4041 1.94725 0.98392 3.236

1 2 1 TE00001-1 2.0419 0.355567 0.63303 0.538

1 2 1 TE00001-1 1.52644 0.353767 0.536894 0.538

1 2 1 TE00001-1 1.0886 4.53668 0.517571 0.255



IMAGE DATA FOR DETECTOR CHECKER

Image for DETECTOR CHECKER Inject ID: TE00002-2

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042101
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 TE00002-2 890.111 4.31505 1.46907 97.727

10 4 1 TE00002-2 183.451 2.47577 0.594293 15.42

10 4 1 TE00002-2 13.0079 1.8874 0.967406 3.221


