
CO00001_26042401_ANALYZE_STANDARD_AND_SAMPLE_
FOR_B4502842 - CETIRIZINE HCL_20260429_090134

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 TE00002-1 913.12 3.83897 1.55389 110.165

2 3 2 TE00002-1 960.438 3.83235 1.57396 115.91

2 3 3 TE00002-1 1103.81 3.81715 1.57014 132.27

2 3 4 TE00002-1 980.755 3.82355 1.58167 118.513

2 3 5 TE00002-1 910.56 3.82207 1.56964 110.594

NOT Q
UALIF

Y (T
MS)

RSD Results (Standard)

Average Area
Average Retention
Time (min)

Standard Deviation
Area

Standard Deviation
Retention Time RSD Area (%)

RSD Retention
Time (%)

973.737 3.82682 78.7573 0.00873166 8.08815 0.22817



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 TE00002-2 877.804 3.82323 1.55391 106.597



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 1007.0 3.7928 1.55724 122.266 95.9301

5
TE00003
-2

6 2 2 1 1 864.873 3.7982 1.55365 105.199 82.3906

6
TE00003
-3

7 3 3 1 1 956.696 3.80043 1.56063 116.405 91.138

7
TE00003
-4

8 1 1 2 1 839.251 3.81715 1.55255 102.742 79.9498

8
TE00003
-5

9 2 2 2 1 980.338 3.79398 1.5505 119.361 93.3902

9
TE00003
-6

10 3 3 2 1 969.994 3.76698 1.5663 118.57 92.4048

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 (%)

936.359 3.79492 67.8372 0.0162562 7.24479 0.428366



BASELINE ANALYSIS

Injection Data (Baseline)

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

1 2 1 TE00001-1 234.357 2.396 1.17929 16.568

1 2 1 TE00001-1 13.9059 1.95418 0.967674 3.291

1 2 1 TE00001-1 1.78047 3.86803 0.538097 0.482

1 2 1 TE00001-1 0.978922 0.313167 0.526678 0.322

1 2 1 TE00001-1 0.189289 4.81618 0.528733 0.074



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 TE00002-2 892.674 3.77587 1.50646 109.2



IMAGE STANDARD

Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 TE00002-1 913.12 3.83897 1.55389 110.165



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 TE00002-1 960.438 3.83235 1.57396 115.91



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 1103.81 3.81715 1.57014 132.27



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 TE00002-1 980.755 3.82355 1.58167 118.513



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 TE00002-1 910.56 3.82207 1.56964 110.594



IMAGE DATA FOR STANDARD CHECKER

Image STANDARD CHECKER for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 TE00002-2 877.804 3.82323 1.55391 106.597



IMAGE DATA FOR SAMPLE

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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 1007.0 3.7928 1.55724 122.266 95.9301



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 1 864.873 3.7982 1.55365 105.199 82.3906



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 1 956.696 3.80043 1.56063 116.405 91.138



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 1 839.251 3.81715 1.55255 102.742 79.9498



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 1 980.338 3.79398 1.5505 119.361 93.3902



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 1 969.994 3.76698 1.5663 118.57 92.4048



IMAGE DATA FOR BASELINE

Image for BASELINE Inject ID: TE00001-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 TE00001-1 234.357 2.396 1.17929 16.568

1 2 1 TE00001-1 13.9059 1.95418 0.967674 3.291

1 2 1 TE00001-1 1.78047 3.86803 0.538097 0.482

1 2 1 TE00001-1 0.978922 0.313167 0.526678 0.322

1 2 1 TE00001-1 0.189289 4.81618 0.528733 0.074



IMAGE DATA FOR DETECTOR CHECKER

Image for DETECTOR CHECKER Inject ID: TE00002-2

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042401
Analysis Type: DISSOLUTION
Purpose: ANALYZE
Group Template ID: GT00001
Analysis Purpose: BATCH PRODUCTION
Batch Number: D6B858A
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 TE00002-2 892.674 3.77587 1.50646 109.2

10 4 1 TE00002-2 207.773 2.49322 0.62862 15.059

10 4 1 TE00002-2 15.1155 1.9351 0.864424 3.437

10 4 1 TE00002-2 1.59705 3.21828 0.606761 0.367

10 4 1 TE00002-2 1.59705 3.21905 0.602269 0.367


