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Test report
AR H

Sample Information

HRER

Sample Name Cyclophosphamide Capsules Sample properties Solid
ERELR S PABRIE I i i 2 FEm PR EEEN
Date of receipt During testing
2025/11/28 2025/12/04~ 2025/12/25
Wk H 38 I 1)

Test the ingredients and structural formula

W7 K 45K K

Related substances

7R

Experimental Requirements
LR ER

Screen chromatographic columns to ensure that the resolution between the target analyte and adjacent impurities

meets the required criteria..

i TEAE, A F AR S AR AR A T B AT 5 2R

Reference Method
e RS
Provided by the customer
R
Reagent information
HAE B
Reagent Name Grade Brand Product Number
IR | sttt e TR
Water Ultrapure Water Welch
/
X R4l HE
Acetonitrile HPLC Welch
‘ 00814-01010
i [ENEE ENLE!
BiE: BRIFRBHNE, WREERRNIZNWAHERAR, AEEREATFY, FTRH,
Add: LG T X AR #5655 /B B2 (W) HEE EAEI0SH B4 201600
Add: T & & i B i X W #1685 B4 : 321000
B4 211500

Add: 1A E AR TR E K ERE225FHE4E
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Potassium Dihydrogen Phosphate AR Aladdin
/
IR — VAR IR (ETA
Sodium Hydroxide AR Aladdin
/
A TR (EDAN
Instrument Information
&S
Test instruments Instrument Model
MR EEiths)
High Performance liquid chromatograph
N Agilent 1260
e ROBUAH A%
1. Test process:
1.1. Chromatographic conditions:
i kAt
Chromatographic column: Xtimate C18 (4.6x250mm,5um)
i PN: 00101-21043
Mobile phaseA: Phosphate buffer solution (pH 7.2)
Mobile phase: BN A: BERRERSZ M (pH7.2)
sl Mobile Phase B: Phosphate buffer solution (pH 7.2) - acetonitrile (25:75)
WaAH B: : BEFRERZMR (pHT7.2) -2 (25:75)
Flow rate: .
) 1.0 mL/min
Injection volume:
B Ol
Column temperature: o
B R
Detector:
Kol R
Detection
wavelength : 195nm
ERIERRES
A (min) A (%) B (%)
0 100 0
. 7 100 0
Gradient program
N =]
el A2 e 20 65 35
35 65 35
40 40 60

El: BFRERE, KRSERRYZWFRAT, ARSKEXFA, FTRH,
Add: LiETHIAT R B EesS/EWETR (PIl) MR EAE0SE 1% : 201600
Add: BT g Eh B EWMAERI685

Add: 1A E AR TR E K ERE225FHE4E
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41 100 0
50 100 0
Notes /
TR

1.2. Solution preparation (V&K ECHI])

1.2.1. Preparation of mobile phase (JiZIAHECH) -
Mobile phaseA: Weigh 0.68 g of potassium dihydrogen phosphate into 1000 mL of purified water,
stir until fully dissolved, adjust the pH to 7.2 with 2 mol/L potassium hydroxide solution, and obtain the

final solution after vacuum filtration..

WMBhH A: FREL 0.68g WilZ —S4T4 1000ml ZliKrh, 780 MG 2mol/L E AL A R
WA pH £ 7.2, fIERIE.

Mobile Phase B: Measure 250 mL of Mobile Phase A and 750 mL of acetonitrile, mix them

thoroughly, and sonicate the mixture to obtain the final solution.

s B: HU 250ml iighAH A 5 750ml LR G, RSEA RIS
1.2.2. System suitability solution C(HER 5 ¥EHIERD -

Test solution: Take two capsules of this product, pour the contents into a 10 ml volumetric flask, dilute
with water to the mark and shake well. Centrifuge at 5000 rpm for 2 minutes, take the supernatant, filter it
through a 0.45 um PVDF filter membrane, and collect the subsequent filtrate to obtain the test solution

(prepare fresh before use).

AR AT B R, BN BN 10ml £, FKFBREZIE, #25, LAE2%8F 5000
FEIRE R B0 2 405, B ISR, F 0.45umPVDF JEIEE, X, BIAR (A#HED .

2. Chromatogram and data (3% &A1 ¥#8)
(1) Analytical Spectrum of Blank Solution (%% AR /AT KIE) -

El: BRIEDBHM, WREERNAZWAHERART, ARERELTFA, FUEH,

Add: L3I X R85 5B 0E T2 (i) HEE ZHEI0SHE P4 : 201600
Add:iIE S Eh ¥R ERMAEHR1685 b4 : 321000
AddSIHERRBAE XX B225FH4k WP4: 211500
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firfl 354 195nm - i
eS| {R BT (] g i i Bt (USP) it FE IR 1 i1 #5 1 (USP)
1 3.774 27661 4256 6975 1. 269 —
2 4. 142 80646 13600 9438 1. 160 2. 092
3 1. 684 11030 1421 8528 1. 099 2. 905
it 119337 19277
B BEBERE, HREGRRWZNAHRAE, AREREATHT, FTTHH,
Add: i HHAT K IBFB65 S BIBETZ (bill) HEE XAEI0SH #B4%: 201600
Add:HiT & % %10 B B Wik #1685
AddSTH B AR ABEXRB225FHhats
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3. Conclusion (£#)
Using Welch chromatographic column Xtimate C18 (4.6 X250mm,5um) , Under these

chromatographic conditions, the determination of Triton X-100 and Nonoxynol was carried out, with the

resolution and peak shape meeting the testing requirements..

i H TB A%+ Xtimate C18 (4.6 X250mm,5um) , 7E 018 4 T il & Bk e IR 38 5 0%
VIR, 4y P e R A oK
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