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Test report
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Sample Information
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Sample Name Neostigmine Methylsulfate white solid powder
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Experimental Requirements

KLU ER

Development method to ensure that the main components and impurities A, B, C, and D do not interfere

with the peak of dimethylaminoformic acid, and the blank is interference free.

FRITIE, EERS AT A B Co D AT HEEFREE, FAaLTH.

Reference Method
SE T

None

x

Reagent information

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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Instrument Information

Test instruments

UPRIE

Instrument Model

D]

High Performance liquid chromatograph

T RCBUAR T A

Thermo Fisher U3000

1. Test process:
R

1.1. Chromatographic conditions:

(SN

il

Chrom?tomgf;‘ph‘ Ultimate® HILIC Amphion II (4.6x250mm,5um)
€ oo 00274-31043

it zh A

Mobile phase: 10 mM potassium dihydrogen phosphate (pH 3.0) / Acetonitrile=35/65
10mM R S8 (pH3.0) /ZJE=35/65

Flow rate:

1.0mL/min

Injection
volume:

i

20uL

Column
temperature:
R

30C

Detector:

A

uv

Detection
wavelength:

R A

190nm

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

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

1.2. Solution preparation (¥ A )

1.2.1. Preparation of mobile phase (JitzIAHECHI)

A: Take 1.36g of potassium dihydrogen phosphate, add it to 1000mL of ultrapure water, dissolve and
filter, adjust the pH to 3.0 with phosphoric acid, and degas with ultrasound to obtain.

A: HU1.36g MR &40, IAZ] 1000mL B2k, FEffEmiE, FHBERRIE pH £ 3.0, #5
i<, EPfS.

B: Take an appropriate amount of chromatographically pure acetonitrile and sonicate to obtain it.

B: HUERE@IGisNs, &, G,

1.2.2. Blank solution (%5 AER)
60% acetonitrile water.

60% NI -

1.2.3. Single standard solution (FEFRIEFR)

Single standard solutions of main components and impurities A, B, C, and D: Take appropriate
amounts of each single standard provided by the customer, and prepare solutions with impurity
concentration of 1mg/mL and main component concentration of 3mg/mL using 60% acetonitrile water.

TR M2 Ay By Cy D AR B IRUE S AbriEE, M 60%CA5/K S BB R i
WA Img/mL, R EEN 3mg/mL ¥R -

Dimethyl aminoformic acid solution: Take an appropriate amount of the single standard provided by

the customer and prepare a solution with a concentration of Smg/mL using 60% acetonitrile water.

TR AR B ARG, T 60% S KL UK DY Smeg/mL IR .

1.2.4. Mixed standard solution (JRFRIER)
Mixed standard solution 1: Take 0.5mL of the main component solution, S0uL of impurities A, B, C,
and D each, and add 60% acetonitrile to 1mL to obtain.
TR VIR RO 0.5mL, 24 A By C. D % 50uL, Il 60%ZJEZ ImL, EIf5.
Mix standard 2 solution: Take 0.5mL of mixed standard 1 solution and 0.5mL of dimethyl

aminoformic acid solution, mix well to obtain.

TRAR 2 V. HURAR 1 ¥ 0.5mL AT FR U8 IR A I 0.5mL, B2, RIS,

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

Tel:400-810-6969 Web:www, welchmat.com
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2. Chromatography and data (GGEFI¥HE)

(1) Blank solution diagram (%% &% KD
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F5 |¥aHk R B i) BT 1 Bt (EP) AHFRE (EP) |4rBEE (EP)
min mAU*min mAU
B 0.000 0.000 0.00 0.00
(2) Single standard solution view (R E)
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Fg |4k e B e (] T B ¥ 1 H3 (EP) AR (EP) |48 (EP)
min mAU*min mAU
1 PR 6.140 15.848 123.793 14852 0.70 n.a.
B 15.848 123.793 14852.00 0.70
BH: BFREHE, WREERAMZMUAERAR. ARSKERTFY, FTEH,
Add: LTI X BR85S BIETZ (PIl) BEE ZRRI0SHE b4 : 201600

Add:HI g £ & H B KW EHI1685
AddSIHERRBAE KRR H225FH4AE
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(3) Mixed standard solution 1view (VEFr 1 EWRE)D
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min mAU*min mAU
HA 0.000 0.000 0.00 0.00
(4) Mixed standard solution 2 view (VEAr 2 W E)
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F5 |64 {3 B i (1] WETH W B (EP) PMFRE (EP) | 7B EE (EP)
min mAU*min mAU
1 P 6.150 10.133 82.848 17454 0.79 n.a.
=¥l 10.133 82.848 17454.00 0.79
Bl: BFSBHEE, RRSEFNNZNAERAR, ARERELTHFY, FIEH,
Add: LS T IX BR85S BIBE T2 (PIll) HikE. £HRI0SH B4R : 201600

Add:HI g £ & H B KW EHI1685
AddSIHERRBAE KRR H225FH4AE
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3. Conclusion (£#)
Using Welch Ultimate® HILIC Amphion IT (4.6x250mm,5um) , the detection requirements can be

met under these chromatographic conditions.
{# F§ A JB Ultimate® HILIC Amphion II (4.6x250mm,5um) , 7EMEESEMA T, Beii 2% il

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
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