W@(

G : =\ AL 4/N\ —
AR®E(LB8)IRINBIRAT
Report No (k%95 ) : 20260612-599
Test report
WA 5
=
Sample Information
FmfE R
Sample
Sample Name Bivalirudin Transparency Liquid
X o properties
FER 47K AR 2 \ B
ETTIERIN
Date of receipt During testing
2026/06/29 2026/06/30~ 07/02
YSekE 15 38 303 e
Test the ingredients and structural formula
WA R AR
Bivalirudin
oA 2
Experimental Requirements
ERER

In the resolution solution, the separation factor between the main peak and the D-phe'?-bivalirudin peak is >
1.5. The separation factor between the B-Asp®-bivalirudin peak and the a-Asp®-bivalirudin peak is > 1.0.
TP BT, TS D-phe>- LA EWE N L > 1.5, B-Asp- LA™ E I AN

a-Asp®- LR B IE S B E > 1.0

Reference Method
SETT
I AVIRrS
Reagent information
WifE B
Reagent Name Grade Brand
44 R 2 st i
Acetonitrile
Welch
I HPLC
Hg
00814-01010

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
Tel:400-810-6969 Web:www, welchmat.com

b4 : 321000
BP4&: 211500
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Methanol
Welch
H HPLC
Hi|

00814-01008

Potassium Dihydrogen
Sinopharm

Phosphate AR
£

IR — 4

Sinopharm

Phosphoric Acid
AR
2]

IR

Instrument Information

UAE R

Instrument Model
oo s

Test instruments

Ml Az

High Performance liquid chromatograph
L Shimadzu 20AD
fe RO (A%

1. Test process:
RE R
1.1. Chromatographic conditions:

il % AT
Chromatographic
column: Ultimate® LP-C18 (4.6x250mm,5um,300A) %5 : 00208-33043
ikt
Mobile phase: 10 g/L potassium dihydrogen phosphate (pH 3.0): acetonitrile: methanol = 655:190:150
i zhAH 10g/LIEIR 24 (pH3.0) :ZJiE: HEE=655: 190: 150
Flow rate:
Injection volume:
BEFE R
Column
temperature: 50 °C
IR
Detector:
Forn &
Detection
wavelength: 210nm

REES
B ERE 7

0.7mL/min

10uL

uv

El: BRIEDBHM, WREERNAZWAHERART, ARERELTFA, FUEH,
B4 201600

WETZ (Fl) BEEZERHE0SHE
b4 : 321000

Add: I g &5 B i X WK #1685
Add: 1A E AR TR E K ERE225FHE4E B4 : 211500
Tel:400-810-6969 Web:www, welchmat.com
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Notes /
EREFE

1.1.1. Test solution (LR HiEH)

Samples are provided by the customer and loaded directly into the machine.
R HZ R, B L

2. Chromatogram and data iR
(1) Test solution ({5 iA )

N gl = e o
T EAE
mAll
3 PDA Wulti 1 Z210nm, 4o
500 4
250
FE HIEER:
¢i - P
S g\ 8 g
4—1 A |
T 1 I
0 25 50 75
min
ONE
mAl
o0 . PDA Multi 1 210nm, 4nn
&
404
301

0 25 50 75
min

EW: BRIBERE, WREARXWZMAHER AT, ARSKERDFA, FTTFH,

Add: LiETHIAT R B EesS/EWETR (PIl) MR EAE0SE B4 : 201600
Add:iIE S Eh ¥R ERMAEHR1685 b4 : 321000
AddSIHERRBAE XX B225FH4k WP4: 211500

Tel:400-810-6969 Web:www,welchmat.com
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PDA Chl 210nm

g | 7 B E m# i HitE s se) | SEEET |5rEE (UsE)
1 12, 810 221497 9769 7199 1.077 —
2 15. 170 21598 1095 12727 0.960 4.133
3| 23517 88021 2784 12136 0.929 11.996
4| 26.434 [ 20728203 552589 11286 1.219 1.154
5| 29.000 64704 1754 14428 1.325 2.617
6 [ 30,937 B9655 2303 14144 1.105 1.931
7| 33 567 33773 836 15766 - 2.494

it 21248360 571129

3. Conclusion (£i£)
Using Ultimate® LP-C18 (4.6x250mm,5um,300A) ,Under these chromatographic conditions, this

column meets the detection requirements.
] H 1B Ultimate® LP-C18 (4.6x250mm,5um,300A) , 7EM @ik E T, it a6 5

Report signature (8% £ 5F)
Tester(M]1X): B3tk Date (H #1) :2026.7.2
Reviewer( ¥ 4%): 4% X 3% Date (H #7) :2026.7.2
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Add: L3I X R85 5B 0E T2 (i) HEE ZHEI0SHE b4 : 201600
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