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Test report
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Sample Information
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Sample Name Mivacurium chloride White solid powder
properties
ERELR S oK P S B ) RN ¥R
B EAR
Date of receipt During testing
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Test the ingredients and structural formula

WA R 5t

zoL B IR

Ccr o]
/_/—/ 0
. L OCH,
Ha,CO Y
E OCH,
HaCO
OCH;
KEEAEE
cas: 106861-44-3 OCH, ocH,
2 OCH; 4 OCH;
.'l i
N e
Ak ’ t'||._ OCH; ¢ s Cl TCH,
i i i s . s ™ _OCHy

ke A cr
OO0 o] o A
: . OCH,

s CaMHaClLNO ),
AR 110018

Experimental Requirements

KLU ER

Screen the chromatographic column, then proceed with method development, ensuring the separation of

the main components (3 peaks) and impurity Z (3 peaks).

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
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JRE AL, ERTNEITR, ERTEW BN 5 Z 3R RN E.
Reference Method
SHE Ttk
None
P
Reagent information
wHlER
Reagent Name Grade Brand
EwnIE2Y S o ritt !
Methanol HPLC Welch
HH I ikl H1E
Acetonitrile HPLC Welch
I ikl HE
Isopropanol HPLC Welch
S A ikl HE
Potassium dihydrogen
AR SINOPHARM
phosphate
S at E3E2s]
R — S5
Triethylamine AR Aladdin
=% Ve (TETAN
Instrument Information
Test instruments Instrument Model
A s DEEiths)
High Performance liquid chromatograph
Shimadzu LC-20AD
e RO T X

1. Test process:
1.1. Chromatographic conditions:
B REAERE, ERSERRMZNAKRAR, ARSKERDiFT, FITEH,

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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ik %t
Chromatographi
¢ column: Ultimate® Cellu-DR  (4.6x250mm,5um )
oA
. . A: 50mM potassium dihydrogen phosphate+0.1% triethylamine (pH 3.0)
Mobile phase: ) il hanol 1=
T . /]E Acetomtg e/Met anol/Isopropanol=2/2/1
A:50mM RS —EH+0.1% =2 (pH3.0)  B: ZJ/FHE/ 3R E=2/2/1
Flow rate: :
Vi ik 0.3mL/min
Injection
volume: 10pL
BEFEE
Column
temperature: 30°C
iR
Detector:
[ERIES vy
Detection
wavelength: 280nm
(RINSGSS
Time
i} 6] A 5
0 80 20
Gradient 30 60 40
program
PR P 50 60 40
50.1 80 20
65 80 20
Notes /
RS

1.2. Solution preparation CVAVREC )

1.2.1. Preparation of mobile phase (JialAHECH]) -

A: Take 6.8g of potassium dihydrogen phosphate, add 1000mL of ultrapure water, dissolve and filter,
add 1ml of triethylamine, mix well, adjust the pH to 3.0, and degas with ultrasound to obtain the product.

A: OB — A 6.8g, I 1000mL 4K, EHFEHIE, IA=2Z% 1ml, J82], 1§ pH
£3.0, HFERA, M.

B: Mix 200mL of chromatographically pure methanol, 200mL of chromatographically pure

acetonitrile, and 100mL of chromatographically pure isopropanol evenly, and sonicate to obtain.

B: HY 200mL o4l FEE, 200mL %4l 2, 100mL (it ai RN EER &5, e, 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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1.2.2. Principal component solution (= {737

Take an appropriate amount of this product and prepare a 2mg/ml solution with mobile phase A.

BUAR & &, HIVsAE A BLA 2mg/ml

1.2.3. Impurity solution (7% 57 #)

Take an appropriate amount of impurities and prepare a solution of 0.5mg/ml using mobile phase A.

e piid s, FUshitE A LR 0.5mg/ml [ -

1.2.4. Mixed standard solution (JRFR¥E )
Take 200 p L of the main component solution and 50 p L of the impurity solution, mix well to

obtain.

HY E B0 200l AN 4% R S0ul, TR 2RI

2. Chromatography and data GEER¥E)
(1) Mixed standard solution diagram CJRFRARIED
4 ¥ PDA Multi 1 280nm, 4nm
200 e
150
100
50 .
0 B '
T T T T T T [ T T T T ] T T T T [ T T T T [ T T T T [ T T T T
0 10 20 30 40 50 60
Wt | PRE I ] L e HLRHE B H (USP) i R 53 BE 1 (USP)
1 42. 421 9705107 213444 17633 3. 389 —
2 44. 510 621912 25009 78712 = 2.185
3 45. 677 6685415 164672 26442 3.132 1. 32T
A 47. 646 336565 13922 91169 1. 789 2.245
5 49. 538 1212848 39208 68307 2. 491 2.723
8] 51.709 58109 1996 75945 1. 675 2.879
21t 18619956 458251
B: BIRERE, RREZRNNZNAKRAR, ARSAKERTIFHY, FTEH,
Add: LTI X BR85S BIETZ (PIl) BEE ZRRI0SHE P4 : 201600
Add:HI B £ EH ¥ HENMAEH1685 B4 : 321000
AddTHERRBAEEXBHE25FHA% #p4: 211500
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3. Conclusion (£i£)
Using Welch Ultimate® Cellu-DR (4.6x250mm,5um), the detection requirements can be met under

these chromatographic conditions.

{# F A JB Ultimate® Cellu-DR (4.6x250mm,5um) , FEMEEZEMAT, #E 2R R K.
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