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Test report
m R R A
Sample Information
s R
Sample
Sample Name Fluvastatin Sodium Capsules White powder
properties
B b 445K AARABTT N % SREV/ >N
= TRERIN

During testing

=Rl ]

Date of receipt

ke H 4

2026/01/14 2026/01/15~01/26

Test the ingredients and structural formula

WA KRG

Experimental Requirements

SR

Screen the chromatographic column. The retention time of the fluvastatin peak in the chromatogram of

the system suitability solution should be approximately 10 minutes, and the resolution between the
fluvastatin peak and the impurity I peak should be greater than 1.4.
AT (BB AT, R ARG VA L € i IR v XA VT DA DR B I (01 2490 10 238, i fefth T e 5 % o
[ W2 T8 73 B BE K T 1.4
In the chromatogram of the sensitive solution, the signal-to-noise ratio of the peak height of fluvastatin
should be no less than 10.

TR 1 P g A T WU v A 45 1R LE AN /N T 105

Reference Method
BEHE

Customer
=

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
#p4: 211500

Add:IHERRBNE XK XZHB225Fhatt
Tel:400-810-6969

Web:www, welchmat.com
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WilE B
Reagent Name Grade Brand Item Number
R4 AR 25 fin sy
Chromatographically
Acetonitrile Welch
pure 00814-01010
2 ‘ A
ik
Chromatographically
Methanol Welch
N pure 00814-01008
H A
kol
25%
teramethylammonium Analytically pure Sinopharm
hydroxide AR iEl P23}
25%0Y F RS A B
Phosphoric acid Analytically pure Sinopharm
TR Ga el 24
Instrument Information
Test instruments Instrument Model
M RS
High Performance liquid chromatograph
) Waters 2489
e OB T A

1. Test process:

1.1. Chromatographic conditions:

o 2
Chroégitl(r’ngfl‘?‘phlc Ultimate® Alk C18 (4.6x150mm, Spm)
popiies 00253-31041

EH: BFAEHE, WREGRATEZNARRAR, ARSKERTFT, FTEH,

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

Web:www, welchmat.com
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Mobile phase A: solution I / solution 11 =87.5/12.5
BN A VTR VTR 11=87.5/12.5
Mobile phase B: lution I / solution II =12. .
Mobile phase: obile p flse S,(,)., 1‘1t10n‘*/‘ solution 5/87.5
AN BN B: VW VTR 11=12.5/87.5
Solution I: 40mL/L 25% teramethylammonium hydroxide (pH7.2)
T 1 40mL/L 25%PU RS Sk # (pH7.2)
Solution II: acetonitrile / methanol =40/60
I Z S/ H B =40/60
Flow rate: .
Vi 1.0mL/min
Injection volume:
L 20uL
Column
temperatture: 35C
A
Detector:
Kol 5 M
Detection
wavelength: 305nm. 365nm
R -
Time
IS [a] A b
0 50 50
11 50 50
Elution program
BELR Y P 0 100
20 0 100
22.1 50 50
43 50 50
Notes: /
PN Rl

1.2. Solution preparation (¥ ACHl)

1.2.1. Preparation of mobile phase (JizlAHECLH|)

Solution I: Take 40 mL of 25% tetramethylammonium hydroxide solution, dilute to 1000 mL with

ultrapure water, mix well, adjust the pH to 7.2 with phosphoric acid solution, and filter under suction to

obtain the desired solution.

TR T HY 40mL25% DY FH AL R SRR IR T, DB ZUK MR 22 1000ml, Y51, I BEER VA VUM

pH & 7.2, g, HI15.
Solution II: Take 400mL of chromatographic grade acetonitrile, add it to 800mL of

B REAERE, ERSERRMZNAKRAR, ARSKERDiFT, FITEH,
Add: L TIX BR85S B IETR (FIl) HEE ZRAEI0SE b4 : 201600
Add:fTE 2 EHh BEX MM EHI1685

Add:SIHEARBAE KRR HE225FHFAE
Tel:400-810-6969 Web:www, welchmat.com
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chromatographic grade methanol, and mix well.

VR I B 400mL 5352 2, A 600mL (o3 2% I, V5.
Mobile phase A: Take 125mL of solution II, add it to 800mL of solution I, mix well, and degas by

ultrasonic waves.

TENAE A: B 125mL W 11, 0N 875mL W I H, VRS, #EmEmA, EE.

Mobile phase B: Take 125mL of solution I, add it to 800mL of solution II, mix well, and degas by

ultrasonic waves.

1.2.2.

1.2.3.

1.2.4.

WS B: B 125mL W 1, N 875mL ¥ 11 v, JRZ), HAEBA, EfE.
Diluent: Take 46mL of solution II, add it to 54mL of solution I, and mix well.

MiBERl: B 46mL VR 1T, IO S4mL &R 1, Y85, RS,
System suitability solution ( RGtid BT -

Take 4mg of flurvastatin sodium, add 2mL of diluent, mix well, add 200uL of 1mol/L hydrochloric
acid solution, let stand for 30 minutes, add 100uL of 2mol/L sodium hydroxide solution, mix well,

add diluent to 10mL, and shake well.

HY 4mg & AXMITHY, O 2mL R, YRS, BN 200puL1mol/L EHERVEW, HE 30 4048,
JON 100uL2mol/L S &N AW, 1R, IAMEBERIZE 10mL, $#25], BifS.

Test solution (HEIRAMIERD -

Take 45mg of the test sample powder, add 10mL of diluent, mix well, and filter.
B 45mg (RS F AR, IO 10mL Fke7, R5), idJE, BIfE.

Sensitive solution (REEEHFW) -

Take SuL of the test solution, add diluent to 1mL, mix well. Take the above solution, add 900uL of

diluent, and mix well.

W SuL ARl fid i, INMRERI 2 ImL, YR, B 100pL 3RV, N 900pL ks, Vi
/}j’ EIJ'?%I:Q

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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Chromatogram and data GEEFEHE)
(1) Sensitive solution (R & E AR KD
305nm
0.0107
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0.0064
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i e JL\ M
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: B IR i e ; ; a
HF GRE) | (R | (R USP 4+ USP iR USP BEigiERE ohn
1 WfdbyT 9.248 | 10211 | 681 1.00 8741.34 70.75
(2) System suitability solution ( R4 H BT IED
305nm
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ﬂ.'IJ-E:
it e 4N
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fedh | 5 : .
= GrER) | (REEE () USP ##Mi USP fiRE USP ERiBHEE

1 ERfbT 9.161 14727675 932014 1.25 7608 82

2 R 10.068 42741 2240 191 E588.31
Add: ESH T R %85S BIBET2 (bill) HERE ZAE0SH BB2E : 201600
Add- 3T & & % B 5 X MM #1682 8% : 321000
A IHEERBAE R X R B22SFHR B4 211500
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365nm
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1 iRfhT 9.152 | 529270 33403 1.25 7510.10
2 | el 10.069 1115 69 2.11 8403.97
3 EI 12.736 10379 522 5.50 0.95 9657.19
(3) Magnification view of the test solution (i A UK B
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1 Wi{k#EiT  9.049 | 18318623 | 1152417 1.33 7227.94
2| I 5870 55416 2880 1.96 GToH. B4
B4 : 201600
Add: T g £ m B X RMEE1685 BB4R: 321000
Add: IH @R MAE R KR E225Fh4% BB : 211500
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B GRE | EEE | () USP 4@ USP R USP BiRtiE S
1 ®iLfbiT | 9.040 658228 41290 1.33 7136.60
2 | R 8.974 1845 102 1.94 SBE5.52
3 dEEN 12.582 1805 896 5.11 0.89 1037870
(4) Full-scale diagram of the test solution ({358 W ims = KD
305nm
1.404
1.20
1.007
0.80+
2 ]
0.60
0.40-
0.204
0.00- VAR 7Y —

LB e S S (N B B S e S B m S e p S s m e e e o e B S e e e e e e s e
0.00 5.00 10.00 15.00 20.00 25.00 30.00 35.00 40.00
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Add: LS HiIX BB S BBETZ (PIl) HEE XAFI0SHE b4 : 201600
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3. Conclusion (i)

Using Welch Ultimate® Alk C18(4.6x150mm, S5pum ), the detection requirements of the customer can

be met under these chromatogrphic conditions.

i H /B Ultimate® Alk C18 (4.6x150mm, Sum) , EMEELAETR, GEW LR R TR

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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