
CO00001_26042301_ANALYZE_STANDARD_AND_SAMPLE_
FOR_B4502842 - CETIRIZINE HCL_20260423_212316

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 TE00002-1 917.95 3.88938 1.56813 107.051

2 3 2 TE00002-1 929.357 3.87498 1.55354 108.634

2 3 3 TE00002-1 938.349 3.86827 1.56262 109.859

2 3 4 TE00002-1 932.262 3.8583 1.57117 109.697

2 3 5 TE00002-1 936.8 3.87245 1.59357 109.979QUALIF
Y (M

S)

RSD Results (Standard)

Average Area
Average Retention
Time (min)

Standard Deviation
Area

Standard Deviation
Retention Time RSD Area (%)

RSD Retention
Time (%)

930.944 3.87268 8.0967 0.0112967 0.869731 0.291704



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 TE00002-2 928.398 3.86785 1.58605 108.81



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 1 942.568 3.84438 1.57184 110.994 None

5
TE00003
-2

6 2 2 1 1 980.535 3.83097 1.5634 115.5 None

6
TE00003
-3

7 3 3 1 1 884.353 3.82138 1.5873 105.728 None

7
TE00003
-4

8 1 1 2 1 1017.95 3.81718 1.56511 120.376 None

8
TE00003
-5

9 2 2 2 1 974.322 3.80128 1.57329 115.967 None

9
TE00003
-6

10 3 3 2 1 1011.12 3.77958 1.55361 120.273 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 (%)

968.475 3.81579 49.3836 0.0228154 5.09911 0.597919



BASELINE ANALYSIS

Injection Data (Baseline)

Order Number Vial
Injection
Number Sample ID Area

Retention
Time (min) Tailing Factor Peak Height

1 2 1 TE00001-1 194.034 2.52165 0.631253 14.213

1 2 1 TE00001-1 12.8483 1.96372 0.944725 3.029

1 2 1 TE00001-1 0.121629 3.92617 0.5 0.385

1 2 1 TE00001-1 0.812743 0.281483 0.532815 0.289

1 2 1 TE00001-1 0.031158 0.285067 0.5 0.289



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 TE00002-2 905.488 3.7938 1.55227 108.061



IMAGE STANDARD

Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 TE00002-1 917.95 3.88938 1.56813 107.051



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 TE00002-1 929.357 3.87498 1.55354 108.634



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 TE00002-1 938.349 3.86827 1.56262 109.859



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 TE00002-1 932.262 3.8583 1.57117 109.697



Image STANDARD for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 TE00002-1 936.8 3.87245 1.59357 109.979



IMAGE DATA FOR STANDARD CHECKER

Image STANDARD CHECKER for Inject ID: TE00002-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 TE00002-2 928.398 3.86785 1.58605 108.81



IMAGE DATA FOR SAMPLE

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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 1 942.568 3.84438 1.57184 110.994 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 1 980.535 3.83097 1.5634 115.5 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 1 884.353 3.82138 1.5873 105.728 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 1017.95 3.81718 1.56511 120.376 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 1 974.322 3.80128 1.57329 115.967 None



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

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 1011.12 3.77958 1.55361 120.273 None



IMAGE DATA FOR BASELINE

Image for BASELINE Inject ID: TE00001-1

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 TE00001-1 194.034 2.52165 0.631253 14.213

1 2 1 TE00001-1 12.8483 1.96372 0.944725 3.029

1 2 1 TE00001-1 0.121629 3.92617 0.5 0.385

1 2 1 TE00001-1 0.812743 0.281483 0.532815 0.289

1 2 1 TE00001-1 0.031158 0.285067 0.5 0.289



IMAGE DATA FOR DETECTOR CHECKER

Image for DETECTOR CHECKER Inject ID: TE00002-2

Company Name: PHAROS
Machine Name: FA250000001-FACTORY QC
Analysis ID: 26042301
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 TE00002-2 905.488 3.7938 1.55227 108.061

10 4 1 TE00002-2 205.659 2.5062 0.630774 14.877

10 4 1 TE00002-2 14.1559 1.94103 0.901786 3.237

10 4 1 TE00002-2 3.98798 1.68583 0.559701 0.836

10 4 1 TE00002-2 0.123596 6.07095 0.5 0.218


