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Test report
R w5

Sample Information

HmER
Sample Colorless and transparent
Sample Name
442 properties solution
BES 247K ‘ N
= TRERIN To B AR
Date of receipt During testing
i 2025/10/13 i X 2025/10/18-10/24
Ak H 3] I3 1)

Test the ingredients and structural formula
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Experimental Requirements

LR

Development method: No restrictions on column type.

TRITid, AR,

The colored impurities and the main peak must be baseline-separated, with the solvent peak not
interfering with their determination.
FORA R M T R g 3L 2k 70 B, VAT T2

Impurity 2 and Impurity 3 can be baseline separated.

ZRIF 2 ANAR R 3 REME L B .

AR ZMAHBAR, ABRSERELAIFA, FITLH,
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EH: BFAEHE, LR

Add:HI g £ & H B KW EHI1685
AddSIHERRBAE KRR H225FH4AE
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Reference Method
BT
None
p
Reagent information
W= B
Reagent Name Grade Brand
B A4 FK o sttt
Acetonitrile HPLC Welch
i JEERREA] JENEE!
Trifluoroacetic acid AR Aladdin
X WA oA (T
Instrument Information
Test instruments Instrument Model
A D& e
High Performance liquid chromatograph
. Shimadzu LC-20AD
fe RO i A
1. Test process:
R
1.1. Chromatographic conditions:
e
Chromatographi
¢ column: Ultimate Cellu-DR (4.6x250mm,5pm)
YRR
Mobile phase: Mobile phase A: 0.1% Trifluoroacetic acid Mobile phase B: Acetonitrile
eI Li BN A: 0.1% =3 LR WshiH B: L
Flow rate: .
Gk 0.4mL/min
Injection
volume: 10uL
B

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
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Column
temperature: 30C
R
Detector:
Faa uv
Detection
wavelength: 240nm
RIES
Time
I (8] A B
0 80 20
20 70 30
25 30 70
Gradient 30 20 80
program
AR 35 20 80
36 0 100
45 0 100
45.1 80 20
60 80 20
Notes /
EEFE

1.2. Solution preparation (¥R AL )

1.2.1. Preparation of mobile phase (JizhtHECH]) -
0.1% Trifluoroacetic acid: Take 1ml of trifluoroacetic acid, add it to 1000mL of ultrapure water, mix
well, and degas with ultrasound to obtain.
0.1% = LH: M=F LMK 1ml, IIAZ] 1000mL &4k, B, BHEBAS, 5.
Acetonitrile: Take an appropriate amount of chromatographically pure acetonitrile and sonicate to

obtain.

1.2.2. Blank solution (%5 HEH)
Methanol.
R,

1.2.3. Conventional reaction solution (75 F#H 2 WK )

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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Provided by the customer.

=R

1.2.4. Conventional product solution C# Hr=#I¥EH)

Provided by the customer.

EIRET Vi

1.2.5. Enriched impurity solution (& 5 4% W)

Provided by the customer.

EIRET Vi

2. Chromatography and data GEEIRIEIE
(1) Blank solution diagram (%% H&RIED

e PDA Multi 1 240nm, 4nm
1500
1000-
500-
of ﬂhﬁ— | S
' I ! ' | ! ! ! ! | L ' ! | ] L ! v L L !

I I
0 10 20 30 40 50 60
g5 | aWa | RENE HEA =i High B (USP) | fiBRAf | 7 B8 (USP)
st
EB: BERERE, WRELRRWZMARRAR, AREREATHT, FALH,
Add: ST KASe5 S ROETZ (P1l) HIRE KR0S H B4 201600
Add:Hi31 &2 T R KR #1685 BB 321000
Add:STH BRR /& KX B225 4tk B4R 211500
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(2) Conventional product solution diagram 3 B =3 KD

2.1 Enlarged view (EBUKED

Ly o PDA Multi 1 [240nm, 4nm
. % = s
20 3o {L
|- :
] =2
10-
O_
| S S B Chy U TR S Sy N S SN R S SN RN S SR [ I T
0 10 20 30 40 50 60
s | a5 e | R S mE B B R (USP) RN | B (USP)
TS 5. 654 12883 891 3438 1. 066 =
o | Bz 6.216 10843 939 6477 0. 880 [.528
3 | BH 27.976 | 84920285 | 1587966 6899 1.676 26. 276
Bt 84944011 | 1589796
2.2 Full scale diagram (&2 )
2000 PDA Multi 1 240nm, 4nm
1500
1000
] 3
500 &5
R
— 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

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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(3) Conventional reaction solution diagram (7 i ;2 N B

750- g PDA 1ti 1 240nm, 4nm
:’j‘.
=
L s e S A O S B F B L B I S S R I
0 10 20 30 40 50 60
s | thEams | REE LS = B Uuse) | fERHET | 4B (USP)
1 | Xk 5. 647 301696 37154 10032 1. 089 ~]
2| L 6.214 2286042 263739 11083 1.073 2. 460
3 | Hsr=4 28. 266 29207689 613135 8907 1. 497 30. 752
et 31795427 914028

(4) Enriched impurity solution diagram (& £E 2% i & &)

2500

2000

1500

1000

500

/ 6.238

/ 10,482
/ 14.021

&
(19]
(1]
o
oo
T

/ 34.108

/ 40. 560

36. 509

PDA Multi 1 240nm, 4nm
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10 20 30
B BRESEGE, RREERRNZNAERRT, ARSRERT Y, FTLH,
Add: ST X 855 /5 WETZ (FI) HEHRZRAEI0S K #P%: 201600
Add: T &£ % H BRI K MMEH1685 B4 : 321000
Add:IHEERBAE B X B225FHhakk B4 : 211500
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gy | ket | REE 1 £ = HRRBC(USP) | fERIN T | & (USP)
1 6. 238 4312077 418762 10983 1.132 —
2 10. 482 293895 23719 17179 0.911 15. 211
3 14. 021 1768750 70947 7860 1.134 7.432
4 28. 300 20878945 418881 8800 1. 449 15. 526
5 31. 956 1036024 33603 31450 0.829 3. 794
6 33. 553 1484691 61510 28154 —] 2. 100
7 34. 108 3771438 150163 41366 = 0.754
8 36. 509 14144191 719347 99925 1. 068 4. 240
9 40. 560 15367193 1098490 230812 1. 026 10. 131
10 42. 027 5191286 250627 87095 1. 525 3. 234
11 43. 944 1119863 49304 71216 1. 472 3. 120
12 46. 128 1574358 96370 188347 0.935 4, 031

=it 70942713 3391723

3. Conclusion (Z&if)

Using Welch Ultimate® Cellu-DR (4.6x250mm,5um), except for the enriched impurities where the

peak could not be determined, the other target components can meet the customer's testing requirements.

1 FI H 1B Ultimate® Cellu-DR (4.6x250mm,5um) , fEM &M T, a4 0 kA E Hig
0L, FoAh B bR o ml i 2 2 R R K

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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