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Test report
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Sample Information

FmER

Sample Name Ambroxol hydrochloride Sample properties Liquid

TRV HREIRER FEmPRIR A
Date of receipt During testing

2025/11/11 X 2025/11/12 ~2025/11/14
R H 3 I e
Test the ingredients and structural formula
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Ambroxol hydrochloride (EZFREIRE)

Experimental Requirements

SEHER

Analyze the test solution in accordance with the customer’s method, with the requirements that the peak

shape of the main component is normal and no peak splitting occurs.

I P TR I i, ZOR BV RIEIER IR, ASHBLE S XIR

Reference Method
SEE
Customer's method
BT
Reagent information
wiE B
Reagent Name Grade Brand Article Number
Wil ER s 2l fit R U]
Water Ultrapure water Welch
K (LW Hia /
BB BRIFRBUHE, LREERNNZNUHERRT, ARERERTFA, FITRH,
Add: LG HHT X REes5EREYZ (Pil) BEE £HEHI0SHK P4 : 201600
Add: 418 24 B HE WA #1685 BB 321000
BB4: 211500

Add: I HERR DA E R AR B225FHfakk
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Acetonitrile HPLC Welch
00814-01010
i} ik 2 ENE!
Diammonium Hydrogen
AR Aladdin
Phosphate i /
o 4978 GETal
PRIR A 4%
Phosphoric acid AR Aladdin
/
R PAR IR (v
Instrument Information
L EHE B
Test instruments Instrument Model
A AR P& s
High Performance liquid chromatograph
L Waters 2695
e RO A
1. Test process:
1.1. Chromatographic conditions:
i kAt
Chromzlnographic Xtimate C18 (4.6x250mm,5um)  PN: 00101-21043 SN: 60250603204
column:
aRr o Xtimate C18 (4.6x250mm,5um)  PN: 00101-21043 SN: 60250603206
Mobile phase: 0.01 mol/L Diammonium Hydrogen Phosphate Solution: Acetonitrile = 48:52
g
A 0.01mol/L BERRE —#iii: L Mi=48:52
Flow rate: .
ok 1.0 mL/min
Injection volume:
R I 20uL
Column
temperature: 25°C
IR
Detector:
Kol 2 W
Detection
wavelength : 248nm
R GS
Time (min) Mobile phase:
IiE G iIL]
Gradient program:
1 o
BRI TR 0 007
40 100 %
BB BRIFRBUHE, LREERNNZNUHERRT, ARERERTFA, FITRH,
Add: LG HHT X REes5EREYZ (Pil) BEE £HEHI0SHK P4 : 201600
Add: T &€ B RE WA #1685 P4 : 321000
Add: I RERRBAEEXRHE225Fif4k B4 : 211500
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Notes /
EEFI

1.2. Solution preparation CVAVRECH])

1.2.1. Preparation of mobile phase (JiRzAHECH]) -

Mobile phase : Weigh 1.32 g of diammonium hydrogen phosphate and dissolve it completely in
1000 ml of purified water. Adjust the pH to 7.5 with phosphoric acid, mix well and filter. Take 480 ml of
the resulting solution, mix it with 520 ml of acetonitrile, homogenize the mixture and sonicate it to obtain
the final solution.

WENAH: FREL 1.32g BERRE 44 % 1000ml 27K, 7o G B A5 pH 2 7.5, 182
€5 H 480ml 5 520ml ZfEIR A, VR RIS .

1.2.2. Blank solution. Diluent (%5 &M Wk -
Acetonitrile-Water (1:1, v/v) (Z£LEfI| ZJE7K)

1.2.3. Test solution: Take the sample solution and dilute it 3-fold with the solvent, then mix well to

obtain the final solution.
P VW U SV W VA TR RE 3 1%, TRSIRDAS .

2. Chromatogram and data GEEIFEIE)
(1) Analysis spectrum of Test solution by coloum SN60250603204
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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)  Analysis spectrum of Test solution by coloum SN60250603206
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1) HhAgEmE 9642 164068038 1551899 100.00 1.02 19607

3. Conclusion (Z5#8)
Using Welch Xtimate C18 (4.6x250mm, 5um) analyzed test solution under this chromatographic
condition , the peak of the main component eluted normally without splitting, which meets the customer's

testing requirements.

i I H TB % 4FE Xtimate C18 (4.6x250mm, Spm) 7B itk 24 FBR AR fam, Hrbh
A H U TE R AR A SIS, 3 e B P RS ARSI 75 3K
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