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Test report
I
Sample Information
FimfE R
Sample
Sample Name Povidone K30 white solid powder
properties
ERELR S RYERH K30 SRENELS/EN
B EAR

During testing

=Rl ]

Date of receipt

ke H 4

2025/12/15 2025/12/12~12/26

Test the ingredients and structural formula

WA R 5t

N-vinylpyrrolidone
N- )i R s o i

Experimental Requirements

SR

Screening C18 chromatographic columns, methods and column specifications within the scope of

pharmacopoeia can be optimized.
JRiE C18 Tuilhtt, 24 Myl N 75 A0 7~ BUkS 7T AARAK
Require the separation degree between N-vinylpyrrolidone and adjacent chromatographic peaks to be =
2, and the retention time of the main peak should be within 10 minutes.

R N-Z g e i 5 AH 48 it i p B EE =2, RUEOR B I R 2R AE 10 Lo

Reference Method
SE T

Customer approach

E AV RFS

Reagent information

wiER

Grade Brand Item Number

Reagent Name

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

Add: LS HiIX BB S BBETZ (PIl) HEE XAFI0SHE b4 : 201600
Add:fTE 2 EHh BEX MM EHI1685 1% : 321000
#p4: 211500

Add:IHERRBNE XK XZHB225Fhatt
Tel:400-810-6969
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Acetonitrile HPLC Welch
00814-01010
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Instrument Information

U= R

Test instruments

TR

Instrument Model

AT

e OB L A

High Performance liquid chromatograph

Shimadzu LC-20AD

1. Test process:
R

1.1. Chromatographic conditions:

(SN

Chromatographi
¢ column:

Ultimate LP-C18 (4.6x250mm,5um)
00208-31043

i
Mobile phase:

Acetonitrile/water=10/90
ZJEI7K=10/90

il
Flow rate:

i &

1.0mL/min

Injection
volume:

AR

20pL

Column
temperature:
R

25°C

Detector:

uv

o 2%
Detection
wavelength:

235nm

A

Notes

T T S T

1.2. Solution preparation (¥ AC )

1.2.1.

A: Take an appropriate amount of ultrapure water and perform ultrasonic degassing to obtain it.

EH: RFZEVE, HRES

Add:HI g £ & H B KW EHI1685
AddSIHERRBAE KRR H225FH4AE
Tel:400-810-6969

Preparation of mobile phase (it ZlAHEC )

AR ZMAHBAR, ABRSERELAIFA, FITLH,
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A: BUESHAK, AR, A,
B: Take an appropriate amount of chromatographically pure acetonitrile, degas with ultrasound, and

obtain.

B: BUEEEEA LN, @A, S,

1.2.2. Single standard solution (FRFRIER)

Take 1mg of N-vinylpyrrolidone and place it in a 10mL centrifuge tube. Dilute with methanol to the
mark, then take ImL and place it in a 10mL centrifuge tube. Dilute the mobile phase to the mark, then
take 25 puL and place it in a ImL injection vial. Dilute with the mobile phase to the mark.

B N-Z I e 1mg B 10mL B0, FRERBE S 20, FE ImL & 10mL B0,
AR EZIEE, T 2500 B ImL #ERE N, FREAHM R R IR,

1.2.3. Sample solution (Ff &)
Take an appropriate amount of sample, dissolve it in mobile phase and dilute it to 25mg/mL to

obtain.

HORE il i, HRBIARVE AR 2 25mg/mL, BIfS.

2. Chromatography and data (%EFI¥E)
(1) Single standard solution diagram CH.AR¥ KD
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g5 a=vEZ fRERE | &E A HipERE(USP) | ERFEF | & (USP)

1 | N=Z 4 FEntk ns o i 18. 972 4020 76554 22192 0. 986 —

2 H 4020 | 76554

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

Add: LS HiIX BB S BBETZ (PIl) HEE XAFI0SHE b4 : 201600
Add:fTE 2 EHh BEX MM EHI1685 1% : 321000
AddSIHERRBAE KRR H225FH4AE Wp4s: 211500
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(2) Sample solution diagram CFf &R KD

o PDA Multi 1 235nm, 4nm
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[ WEM 4 fREmE | &E A e ERE (USP) | #RERT | B E (USP)
1 | N= Ak ntk s doe A 18. 981 355 6981 20876 0.927 —]
2 19. 901 37 687 47626 1. 504 2. 067
it 392 7669

3. Conclusion (Z#)
Using Welch Ultimate® LP-C18 (4.6x250mm,5um) , the detection requirements can be met under

these chromatographic conditions.

f# 1 H J8 Ultimate® LP-C18 (4.6x250mm,5um) , fESLEIEEME T, e L% R .

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

Add: LS HiIX BB S BBETZ (PIl) HEE XAFI0SHE b4 : 201600
Add:fTE 2 EHh BEX MM EHI1685 1% : 321000
AddSIHERRBAE KRR H225FH4AE Wp4s: 211500
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