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Experimental Requirements
SEWER

The retention time of monomer is about 4.8 min, the relative retention time of dimer, trimer and tetramer is

about 3.2, 4.4 and 5.4 min respectively. The impurities around monomer and polymer are separated as far as

possible by the relative retention time. The retention time fluctuation is accepted within +10%.
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Instrument Information
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Test instruments Instrument Model
e fxgeme
High Performance liquid chromatograph
L o Waters
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1. Test process:
1.1. Chromatographic conditions:
i kA
Chromatographic
column: Xtimate® C18 ( 4.6x250mm,5um)  00101-21043
i
Mobile phase: A: 0.1% phosphoric acid B: acetonitrile
it A: 0.1%WFR B: LI
Flow rate: .
G ImL/min
Injection volume:
3 20uL
Column
temperature: 30 °C
O
Detector:
Kol g P
Detection
wavelength: 210nm
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1.1.1. System suitability solution ( RZtiEFHVEEWD) -

Weigh 20.0 g of the sample into a 100 mL centrifuge tube. Add 10 mL of anhydrous ethanol and
homogenize for 2 minutes using a high-speed homogenizer. Centrifuge at 4000 r/min for 10 minutes.
Transfer the supernatant to a 50 mL volumetric flask. Extract the residue twice with 10 mL of anhydrous

ethanol. Combine the three extracts and adjust to 50 mL with anhydrous ethanol. Dilute 100-fold and filter
through a 0.45 um membrane for analysis.
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2. Chromatogram and data (3% EFIEHE)
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B fREeTE | mW# W 5118 P o A T
1 4.330 2779161 700484 1.033356e+00
4.642 225 65 3.514477e+00 2.894476e+00

14189 | 1374323 256038 8.815610e+01 1.378311e+00
14.586 28712 5205 2.857534e+00 1.365080e+00
19.853 | 315361 60760 3.863709e+01 1.079906e+00
20.066 1455 385 | 1.729000e+00 1.236930e+00

-~ @ ;m Bk W M

24 643 58330 10213 3.524236e+01 1.034228e+00

3. Conclusion (Zi£)
Using Xtimate® C18 (4.6x250mm,5um) , the detection requirements can be met under these

chromatographic conditions.

i H B Xtimate® C18 (4.6x250mm,5um) , EHERELET, W RllFE=R.
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