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Sample Information

s R
Sample Name Esomeprazole sodium Sample Trait Liquid
FEfh A4 K U ONGETH i ERLEHERON I GES
Date of Receipt Testing Period
2026/04/08 ‘ X 2026/04/09~ 2026/04/16
ek H 3] I 1)
Target Analyte Structures
TR XS
OH
- {'~f><cﬁ1 ,H,50,
H,C" CH,
HO' 2
Salbutamol Sulfate
R T ez

Experimental Requirements

FIER

In the chromatogram of system suitability solution, the peaks elute in the order: impurity R, impurity J,
salbutamol, impurity Q, impurity C, impurity D, impurity N, impurity F, impurity E, impurity S and impurity
0. No requirement is set for the resolution between impurity E and impurity S, while the resolution between
other impurities and the principal component shall be no less than 1.5.
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Reference Method
SETE
Provided by customer
H Rt
Reagent information
e B
F: BFABHE, KREERWZNAERNET, ARERZRTFA, FTEH,
Add: LighiI KB rmEss S BIEZ (PU) BHE ZMREI0S# P4 : 201600
Add:MiT &S EH R R TMAHI1685 #B4E: 321000
Add:SIHERRBAE R X EH225FIF4H B4 211500
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Reagent Name Grade Brand Product Number
R A R 5 fib s
Water Ultrapure water Welch
/
K [HEZIVIN Hia
Acetonitrile HPLC Welch
00814-01010
N (G Hia
Methanol HPLC Welch
00814-01008
FH iz ik Hil
Triethylamine AR Aladdin
/
=4l VAR IR (v
Phosphoric acid AR Aladdin
/
IR VARIIEL (EvA
Sodium dihydrogen phosphate AR Aladdin
/
IR — SN VARIIEL B ]
Instrument Information
I EHE B
Test instruments Instrument Model
AR D& Eiess
High-Performance Liquid Chromatograph
¥ U 3000
fein RO A%
1. Test process:
RIS
1.1. Chromatographic conditions:
st
Column Ultimate F-C8 (150*4.6mm,3um) PN: 00222-21041
@lﬁ *JJE
Mobile Phase A : 0.025 mol/L Sodium Dihydrogen Phosphate Buffer (containing
0.05% triethylamine, pH adjusted to 3.0 with 10% phosphoric acid solution)
B A:0.025mol/L BEEE — AN MR (75 0.05% =%, H 10%BERR M
Mobile Phase e
Tk W pH {2 3.0)
Mobile phase B: Acetonitrile-Methanol (65:35)
sl B: LHE-HIE (65:35)

EW: BRIFRBEHE, LREERNTZNHERRE, AREREXTHFA, FUTEH,

Add: Figh AT KRB85S B0 EMZ (FIW) HEE £ME0S K P4 : 201600
Add: I EEEHhE HE W E#1685 h4hi: 321000
AddSIHERRDAER X EB225Fh4E P4 : 211500
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Flow Rate .
Vi 1.0mL/min
Injection Volume
HERE R SOuL
Column
Temperature 20°C
H R
Detector:
Kol uv
Detector
Conditions : 273nm
K% 2% 1
Time(min) Mobile phase A Mobile phase B
FIE] (o) GALahAH AD (jLahAH B)
0 97 3
5 97 3
18 70 30
Gradient Program
VR A 70 0
20.1 10 90
25 10 90
26 97 3
35 97 3
Notes /
ERHI

1.2. Solution preparation (GFRACHI)

1.2.1. Preparation of mobile phase (tzlAHECHI) :

Mobile phase A: 0.025 mol/L sodium dihydrogen phosphate buffer solution (containing 0.05%
triethylamine, pH adjusted to 3.0 with 10% phosphoric acid solution).

AAIH A: 0.025mol/L BEE —ENZEM (55 0.05% =%, Fl 10%BERR M 7 pH {8 %
3.00

Mobile phase B: Acetonitrile-Methanol (65:35).

WM B: ZHE-HEE (65:35) o

1.2.2. Preparation of mobile phase (Ff & AEMRACH]) -

Test solution: Provided by the customer and available for direct injection analysis.

EW: BRIFRBEHE, LREERNTZNHERRE, AREREXTHFA, FUTEH,

Add: Figh AT KRB85S B0 EMZ (FIW) HEE £ME0S K P4 : 201600
Add: I EEEHhE HE W E#1685 h4hi: 321000
AddSIHERRDAER X EB225Fh4E P4 : 211500
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2. Chromatogram and data GEEJFEIE)

(1) chromatogram of Blank solution (7 ¥ &%)

|Chromatogram |
20.0- "] 5-20260409-01 #9 BLANK-F-C& UV VIS 1 WVL:273 nm
15.0
= 10.0
E
i
&
2 _
(=]
& 504
.q: <
0.0
-5.0- r 4 E = E T E E = 4 T = E 4 E T 4 E 4 E T 4 E = E T E E = E T = E 4 E 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0 35.0
Time [min]
Integration Results
No. |Peak Name Retention Time Area Height Asymmetry (EP) | Resolution (EP) | Amount
min mALU*min mAL
na. |IMPR n.a. .. n.a. n.a. n.a. n.a.
na. |IMPJ n.a. n.a. n.a. n.a. n.a. n.a.
na. |Wifgdh | e n.a. n.a. n.a. n.a. n.a. n.a.
na.  |IMP Q n.a. M.8. n.a. n.a. n.a. n.a.
Total: 0.000 0.000 0.00 0.00

(2)  Full-scale chromatogram of Test solution  (fH:ia i Wk 4= EFE KD

EW: BRIFRBEHE, LREERNTZNHERRE, AREREXTHFA, FUTEH,

Add: Figh AT KRB85S B0 EMZ (FIW) HEE £ME0S K P4 : 201600
Add: I EEEHhE HE W E#1685 h4hi: 321000
AddSIHERRDAER X EB225Fh4E P4 : 211500
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[Chromatogram |

180 - 3 5-20260409-01 #10 [manually integrated] SAP-F-C8 WV VIS 1 WWVL:273 nm
] 3 - BiRR¥L T HRY - 9.523
1501
125
= 1004
E
8
_g: 75
(=]
8
=
50
25]
) (1-IMPR-4.150 2 JMp 4 /M0 - 10703 T M
of——u 21 LB B —
n—_
0.0 5.0 10.0 15.0 20.0 25.0 30.0 350
Time [min]
Integration Results
No. |Peak Name Retention Time Area Height Asymmetry (EP) | Resolution (EP) | Amount
min mAL*min mALl
1 IMP R 4.150 0.246 2264 1.03 18.75 n.a.
2 IMP J 8713 0.364 1.819 0.95 1.86 n.a.
3 AR | e 9.523 51.758 156.030 3.06 2.93 n.a.
4 IMP Q 10.703 0.657 4.075 0.95 19.28 n.a.
= 14.672 0.061 0.560 1.24 7.59 n.a.
6 15.895 0.030 0.302 0.89 3.38 n.a.
T 16.485 0.029 0.225 0.73 2.23 n.a.
8 16.857 0.069 0.745 n.a. n.a. n.a.
9 16.985 0.020 0.234 n.a. n.a. n.a.
10 17.287 0.069 0.701 1.05 6.52 n.a.
11 18.277 0.039 0.419 0.95 n.a. n.a.
Total: 53.341 167.373 10.85 62.54

(3) Partial-scale chromatogram of Test solution (LR VAR 7 =A% B )

EW: BRIFRBEHE, LREERNTZNHERRE, AREREXTHFA, FUTEH,

Add: Figh AT KRB85S B0 EMZ (FIW) HEE £ME0S K P4 : 201600
Add: I EEEHhE HE W E#1685 h4hi: 321000
AddSIHERRDAER X EB225Fh4E P4 : 211500
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|Chromatogram
e 7 5-20260409-01 #10 [manually integrated] SAP-F-CB UV VIS 1 WVL:273 nm
1 3]- Wiy | &y - 9523
15.0
2 10.0-
E
8
E
£
[=]
2 504
< (4 -IMP Q - 10703
11-IMPR - 4.150
124 IMP
0.0
-5.0- T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T 1
0.0 5.0 10.0 15.0 200 25.0 30.0 350
Time [min]
Integration Results
No. |Peak Name Retention Time Area Height Asymmetry (EP) | Resolution (EP) | Amount
min mAU min mALU
1 IMP R 4.150 0.248 2.264 1.03 18.75 n.a.
2 IMP J 8713 0.364 1.819 0.95 1.86 n.a.
3 R | g 9.523 51.758 156.030 3.06 2.93 rn.a.
4 IMP Q 10.703 0.657 4.075 0.95 19.28 n.a.
5 14.672 0.061 0.560 1.24 7.59 n.a.
6 15.895 0.030 0.302 0.89 3.38 n.a.
T 16.485 0.029 0.225 073 2.23 n.a.
8 16.857 0.069 0.745 n.a. n.a. n.a.
9 16.985 0.020 0.234 n.a. n.a. n.a.
10 17.287 0.069 0.701 1.05 6.52 n.a.
11 18.277 0.039 0.419 0.95 n.a. n.a.
Total: 53.341 167.373 10.85 62.54

FH: BEREEE, LRSERRYZNKFERAE, ARSKERIHFAT, FTEH,

Add: Figh AT KRB85S B0 EMZ (FIW) HEE £ME0S K b4 : 201600
Add: I EEEHhE HE W E#1685 h4hi: 321000
AddSIHERRDAER X EB225Fh4E P4 : 211500
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3. Conclusion (Z5#)
Using the Welch Ultimate F-C8 (150*4.6mm,3um) ,under the specified conditions , and the
results meet the customer's testing requirements.

15 F H SB35 4 Ultimate F-C8 (150%4.6mm,3um) , FEM LA RIS, 45580 e %

MR

Report signature (REZF)
Tested by(Mli):  Yana (#%17)
Reviewed by (5 1%): Jeff (EALH)

Date (HHI) :  2026/05/22
Date (HH) :  2026/05/22

Al BIFAEHE, RESERNNZNRERRE, ARSKEATiFd, FTEH,

Add: EigHHT X R k855 B L& T2 (PI) B E £HEI0SH HB 4 : 201600

Add: T asfhE i AkE#1685 P4 : 321000
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