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Sample Information

e R
Dobutamine Hydrochloride
Sample Name Sample Trait Liquid
X Injection )
R 47 } o BERPER s
IR Bl T SR
Date of Receipt Testing Period
2026/06/22 ‘ X 2026/06/29~ 2026/06/30
e H 4 ISy 1E]

Target Analyte Structures
TR BT B G5

Experimental Requirements

KR ER

Selecting suitable chromatographic columns for detecting related substances in phenylephrine

hydrochloride injection

i 326 3 C VAT A DI R R 2 LY T A LA SR

Reference Method
SE Tk

E IR RPS

Reagent information

WifE B
Reagent Name Grade Brand Product Number
44 R o fit A L TR
Water Ultrapure water Welch
/
X LIV HiB
Acetonitrile HPLC Welch
00814-01010
i [ENE Hia
EEfRdE RE R HIBESRAENHERRES - FREFELT A, FRIEH -
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Add3TT &% fmh R E I T 1685 i 321000
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Methanol HPLC Welch
N ‘ 00814-01008
HH S GRS A8
Sodium octanesulfonate Aladdin
=98% /
e IR AN (T
triethylamine AR Sinopharm
/
=% PaRIE ]
phosphoric acid AR Reagent
/
WL TR ]
Instrument Information
&N
Test instruments Instrument Model
MR PErTiths)
High performance liquid chromatograph
ny - Thermo U3000
fe RO (A%
1. Test Procedure (GRIIFE)
1.1. Chromatographic Conditions (i 2&44)
Column Ultimate Polar RP (4.6x250 mm, Spum) PN: 00215-31043
i Ultisil Polar RP (4.6x250 mm, 5um) PN: H00215-31043
Mobile phase A:  PH 2.5 ion pair buffer solution
Mobile phase WBENAH A: pH2.5 BT X Gl
mBhAH Mobile phase B:  Acetonitrile / Methanol (18: 82)
mAIAH B: LME-HEE (18: 82)
Flow rate .
P 1.0 mL/min
Injection volume
I 20pk
Column
temperature 30 °C
iR
Detector
Hodllse v
Detector setting
Hl 280nm
Time (min) Mobile phase A (%) Mobile phase B (%)
A G4 BN A (%) BN B (%)
Gradient program o 0
BT 0 65% 35%
5 65% 35%
EEfRdE RE R HIBESRAENHERRES - FREFELT A, FRIEH -
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Add3TT &% fmh R E I T 1685 i 321000
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20 20% 80%
25 20% 80%
26 65% 35%
30 65% 35%
Notes /
54

1.2. Solution Preparation (VA& WRACH])D

1.2.1. Preparation of Mobile Phase (JizlFHECH]) :

Mobile phase A: Weigh 2.6g of sodium octane sulfonate, dissolve it in 1000ml of water, add 3ml
of triethylamine, shake well, and adjust the pH to 2.5 with phosphoric acid.

TANAE A: FREUSE BEREIR AN 2.6g, IN/K 1000ml 57, =& 3ml, #2%), FH@ERRET
pH fE% 2.5,

Mobile phase B: Measure 180 mL of acetonitrile, add 820 mL of methanol, mix well.

Wizl B: HXZME 180 mL, J1FH ¥ 820 mL, VB2J, HIfS.

1.2.2. System Suitability Solution (% 5t i& F 14 15 W)
Provided by the customer.
FEEORE/ S FN

1.2.3. Test Solution (iR /b &)

Provided by the customer.
12 B L.

1.3. Chromatogram and Data (i} A4 )

(1) System Suitability Solution (4t i& H & W43 HT K1) -

mEEA IR SE A HARSHR R E iR AE - FREFRELEWA] . SR -
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1200 2 - fhEE £ LN T RE - 15.380

Absorbance [mAU]
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0.0 5.0 100 15.0 200 25.0 a0,
Time [min]
Integration Results
No.  |Peak Name Retention Time Area Height Relative Area Resolution | Asymmetry | Plates
min mAU*min mALU % usp Usp
1 10.347 56.541 411.296 31.66 2772 1.09 38016
2 TR £ EE T Ry 15.360 115.050 1188.581 64.42 27.60 1.11 169071
3 19.503 6.993 66.780 392 na. 0.99 267439
Total: 178.584 1666.657 100.00 55.32

(2)  Test Solution (HE & ¥ 7 B 1) «

=2, =

] 9 - T8 CUR TR - 15.237
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] Ll (LI I T T [ I I

oo  so T wo .o =200 | 20 T ag
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(3) Test Solution, Local Enlargement (s 58 W /AT I, R oK)

mEEA IR SE A HARSHR R E iR AE - FREFRELEWA] . SR -
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Integration Results
No. |Peak Name Retention Time Area Height Relative Area | Resolution | Asymmetry [ Plates
min mALU*min maAU % USP USP
1 2507 10.354 105834 134 217 1.26 4716
2 2780 0.082 1.287 0.01 19.57 na. 11091
3 5.263 0.251 1.175 0.03 na. na. na.
4 5613 0.090 0.959 0.01 na. na. na.
5 5.830 1.320 9.275 017 8.55 0.85 12806
6 7633 0.009 0.113 0.00 na. na. na.
7 7823 0.208 1.101 0.03 280 0.76 14487
8 8.530 0.392 2491 0.05 2295 1.18 19434
g b e 15.237 755.309 2665.018 97.48 272 1.58 32190
10 16.187 1.464 7.180 0.19 210 n.a. 32748
11 16.717 0.517 5429 0.07 4.64 n.a. 205283
12 17.280 0.083 1.140 0.01 na. na. na.
13 17.440 0.482 4.185 0.06 1.50 n.a. 180500
14 17.670 0.955 10.528 012 4.96 1.1 245236
15 18.430 0.431 4180 0.06 270 1.04 203032
16 18.910 1643 10.563 021 6.32 0.83 165685
17 20190 0218 1.186 0.03 747 1.40 143585
18 20.483 0.016 0177 0.00 na. n.a. na.
19 22740 0.493 1.269 0.06 77 167 37a71
20 25167 0.552 3715 0.07 na. 1.56 235766

2. Conclusion (£5£)

Using the Welch Ultisil Polar RP (4.6x 250mm, 5 um) column to analyze the target substance under

the specified conditions, the requirement of the analysis can be met.

1 F A B 35 4 Ultimate Polar RP (4.6x250 mm, Sum) , fELLEEESAF T 04 HARYD, 2
0 75 3K

Note: Ultimate and Ultisil are the same column sold in different names in different markets
(mainland China /overseas). The P/N of an Ultisil column is the P/N of its Ultimate counterpart with
a prefix "H".

#¥E: Ultimate 5 Ultisil AR —@EBEEAFETE (FEKXMEEN) SRR

AR FRE BRI, HBSER I ENHERRE - FIRSFRELT A 0] BHl-
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Ultisil B¢ S N E—7= & Ultimate 5% S 570“H” .

Report signature (F{HEEF)

Tester(MlX): Daniel Date (HID : 2026/07/10
Reviewer(# 1%): Kaden Date CH) : 2026/07/10
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