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Sample Name Aminophentol oral solution Colorless transparent
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Date of receipt During testing

2025/07/25 ‘ X 2025/07/25 ~ 09/08
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Test the ingredients and structural formula
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Clenbuterol
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Experimental Requirements
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the peak was released within 30min

The development method used UHPLC chromatography column or Boltimate chromatography column, and

& 771 FIUHPLC €1 4 5k Boltimate € 1% 1,  30min LA P Hi U
Reference Method
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Method provided by the client
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Reagent information
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Reagent Name Grade Brand
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Instrument Information
5B
Test instruments Instrument Model
AR &S]
High Performance liquid chromatograph
. Waters
fe ROBUAH A
1. Test process:
1.1. Chromatographic conditions:
i kA
Chromatographic
column: Ultimate® UHPLC LP-C18 (2.1x100mm,1.8ym)
T
Mobile phase: A: Phosphate buffer B: Acetonitrile-methanol (250:150)
izt A: BERREEZIR B: LJE-FHEE(250:150)
Flow rate: :
B 0.2 mL/min
Injection volume:
S 2uL
Column
temperature: 30 °C
IR
Detector:
Ko a "
Detection
wavelength: 215nm
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B AP I} ] A B
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43.1 64 36
55 64 36
Notes /
ERE I

1.2. Solution preparation (V&R ECHI])
1.2.1. Preparation of mobile phase (JizAHMEC )

Mobile phase A: Weigh 3.0g sodium decanthalate and 5.0g potassium dihydrogen phosphate, add 1000ml
of water to dissolve, and adjust the pH value to 3.0 with phosphoric acid.

TAFHA: FRECSS iR AN 3 OgMIBRIR — 20 4H5.0g, HN/K1000mIfE %, HIRERR I 5 pHIE 3.0,
Mobile phase B: acetonitrile-methanol (250:150)
FBIHB: L HE-HEE (250:150)

1.2.2. Test solution (HERSIAER) -
Freeze-dried preparation: add 1.1ml of ultrapure water to the test substance for dissolution, shake and

mix for 1 minute, and then directly inject the sample.

s R IUA i Sml 2 10ml = CH A B EREE EB0, VAR [TRahHH A-TRshtH B(64:36)]
R B %I .

1.2.3. Reference solution (X&) -

Take an appropriate amount of clenbuterol hydrochloride reference substance, weigh it accurately, add

methanol to dissolve and dilute quantitatively into a solution containing 50ug per 1ml, take an appropriate

amount of it and add solvent to dilute quantitatively into a solution containing about 0.5pg per 1ml.
BRI o SR 20 ok B, RESRROE, I R VA R O MR R Ll P& SOug HOVE

R EHUER, VAT E BRI R 1mI2) 5 0.5 g VA T -

2. Chromatogram and data GEEFIEHE)
(1) Reference solution (X HEIE K
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3. Conclusion (Zi£)
Using WelchUltimate® UHPLC LP-C18 (2.1x 100mm,1.8um) , Under these chromatographic

conditions, the separation of reference substance and impurity peaks met the required standards. The client
specified that the ambroxol concentration in the test solution should match that of the reference substance

solution. During laboratory testing, no other impurities were detected in the ambroxol peak.

i A fB Ultimate®™ UHPLC LP-C18 (2.1x100mm,1.8um) , fEMLEE AR, S HE 55 2s 5 g
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R P AR IR 2 U 70 3 H A 2 e

Report signature (K& X 5)
Tester(MX): Gk Date (H#1) :2025.9.10
Reviewer('# 1%): 4F X 3% Date ( H #7) :2025.9.10

EW: BRIBERE, WREARXWZMAHER AT, ARSKERDFA, FTTFH,

Add: L3I X R85 5B 0E T2 (i) HEE ZHEI0SHE b4 : 201600
Add: Jﬁllé‘fﬂ’ﬂigfﬁﬁfﬂﬂ/ﬁ#jiﬂlw’a b4 : 321000
Add:SIHERRDANE KRB B225FHR4tE BP4R: 211500

Tel.400 810-6969 Web:www,welchmat.com




