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Test report
AR &

Sample Information

FmER

Sample Name Cocarboxylase Tetrahydrate Sample properties Solid
ERELE N VU 7K 454 7R il FEmPRIR [ ¢

Date of receipt During testing
2025/09/02 ~ 2025/09/04

2025/08/14
R H 3 I 1)
Test the ingredients and structural formula
N NS ST (e
Cocarboxylase Tetrahydrate Impurity Z1 Vitamin B1
VU 7K 54 PR il IR Z1 YiE R Bl

Experimental Requirements
SEHER

Screen chromatographic columns for analyzing the system solution, with the requirement that the peak

results are consistent with the typical chromatogram.

fifiize LT AE LA BT RGTVAT, BRI 45 2R 5 J R 3% — 3

Reference Method
SETIE
Customer's Method
- AV RFS
Reagent information
wiE B
Reagent Name Grade Brand
Wil ER s 2l fit
Water Ultrapure water Welch
K LAV HIE
Acetonitrile HPLC Welch
i ik 2 A
BB BRIFRBUHE, LREERNNZNUHERRT, ARERERTFA, FITRH,
Add: LG HHT X REes5EREYZ (Pil) BEE £HEHI0SHK P4 : 201600
Add:HIE X BB EMMAHI1685 BB 321000
Add: I RERRBAEEXRHE225Fif4k B4 211500
Web:www,welchmat.com
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Sodium dihydrogen phosphate AR Aladdin
TR — S TR (TEoAN
Sodium Hydroxide AR Aladdin
AN VARIIE L (TEvA
Instrument Information
B ER
Test instruments Instrument Model
AR &S]

High Performance liquid chromatograph
Agilent 1260

e OB LT A
1. Test process:
RESE
1.1. Chromatographic conditions:
il %At
Chromatographic
column: Xtimate Polar-RP  (4.6x250mm,5pum )
ey
Mobile phase A: 20mM Sodium dihydrogen phosphate buffer (pH 6.0)
£ — A= ok s
BN Mobile phase B: Acetonitrile
BAM: 4B
Flow rate: ;
O 1.0 mL/min
Injection volume:
i 1OuL
Column
temperature: 30°C
IR
Detector:
2 w
Detection
wavelength : 245 nm
R GS
Time (min) o "
Al 4R A0 B%)
0 100 0
Gradient program:
X 15 100 0
B Y
35 95 5
40 70 30

FH: BERBWE, LESERRWZNFRAT, AESKERDFA, FTRH,
Add: £ XBARis855 B T2 (PU) HEE EAEH0SE P4 : 201600
Add: BT EE X H B WA #I1685

Add: I HEARHAERXZB22SFIR4E
Tel:400-810-6969 Web:www,welchmat.com
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50 70 30
51 100 0
60 100 0
Notes /
EEFI

1.2. Solution preparation (V&R ECHI])

1.2.1. Preparation of mobile phase (JiRzAHECH]) -

Mobile phase A : Weigh 2.40 g of Sodium dihydrogen phosphate, dissolve it in 1000 ml of pure water,

adjust the pH to 6.0 with Sodium Hydroxide after full dissolution, mix well and filter to obtain the solution.
TBNHE A: FREUBERR 208N 2.40g V5T 1000ml 2l7K 7850 1R A F A B ARAR I i
%7 pH 2 6.0, VRS EHIIEEITE .
Mobile phase B: Acetonitrile.
WENAH B: tailali 2.0 .

1.2.2. Blank solution. Diluent (&AW FkEF]) -
Mobile phase A
BN A

1.2.3. Test solution (HEESHIAERD -
Weigh 5 mg of the test sample into a 10 ml volumetric flask, dissolve it with Mobile

phase A, dilute to the marked line, and mix well to obtain.
BV PRI Smeg 2 10ml BRI, BWHREWITER 2 20%, RAE.

1.2.4. Impurity stock solution: Take 7.5 mg of the Imp Z1 and 2.5 mg of the VB1 reference substance
into a 10 ml volumetric flask, dissolve it with Mobile phase A, dilute to the marked line, and mix
well to obtain.

FJRW W B Z1 X 7.5mg M 4EAE R B1 AR 2.5mg £ 100ml &+, %
R e A 22, IRAIHITS.
1.2.5. System suitability solution: Accurately weigh 5 mg of Cocarboxylase Tetrahydrate Reference

Standard and measure 1 mL of the impurity stock solution respectively, dissolve them with a

EW: BRIFRBEHE, LREERNTZNHERRE, AREREXTHFA, FUTEH,

Add: Figh AT KRB85S B0 EMZ (FIW) HEE £ME0S K P4 : 201600
Add: I EEEHhE HE W E#1685 h4hi: 321000
AddSIHERRDAER X EB225Fh4E P4 : 211500
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solvent, dilute to the marked volume, and mix well to obtain the solution.

RGUE B 0 BOUKEHR N Smg 5 1ml B0, B FIVER I E R 24
E? ‘}E.b/}jalj?%[:o

2. Chromatogram and data GEEJFEIE)

(1) Analysis spectrum of System suitability solution Full Range
(RGEA VRS 2 R -
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Bt (min]
5 DAD1A, Sig=245,4 Ref=off
E4: ﬁ!ﬂg_igl WETHT R W% Wi & GRETF & G
1

6. 24 5.35 0.06 15053 1. 09
8.10 0. 82 0. 01 8132 1.05
72 10. 21 3.31 0.04 14714 1. 02
[l SE g 13. 74 8459, 65 99. 00 8144 2. 65
71 20. 36 30.03 0. 35 15602 1. 35
28. 80 2,57 0.03 76432 1. 42
#E4: EB1 29.79 41.73 0.49 36745 2.05
30. 86 1.39 0. 02 45044 1.21

B 8544. 85

(2) Analysis spectrum of System suitability solution Partial Range
(RGuEHMEEREE R B8 -

FH: BEREEE, LRSERRYZNKFERAE, ARSKERIHFAT, FTEH,

Add: £ XBARis855 B T2 (PU) HEE EAEH0SE #P4: 201600
Add: I EEEHhE HE W E#1685 h4hi: 321000
AddSIHERRDAER X EB225Fh4E P4 : 211500
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A [min]
=55 DAD1A, Sig=245,4 Ref=ofTf
E5 7 ﬁﬂiﬁﬁﬁ W T % Wi W WEETF G
1
6.24 5.35 0. 06 15053 1.09
8.10 0.82 0.01 8132 1. 05
72 10. 21 3.31 0. 04 14714 1.02
U 7K A S e 13. 74 8458, 65 99. 00 8144 2.65
Z1 20, 36 30,03 0.35 15602 1. 35
28, 80 2,57 0.03 76432 1. 42
#ELEBL 29.79 41.73 0.49 36745 2.05
30. 86 1.39 0.02 45044 .21

ot 8544, 85

3. Conclusion (Z5i)
Using Welch Xtimate Polar-RP  (4.6x250mm, 5pm) analyzed the system suitability solution under

this chromatographic condition, the chromatographic results are consistent with the typical

chromatogram, which meets the customer's testing requirements.
i H B 3EFE Xtimate Polar-RP (4.6x250mm, Sum) fESL (325 4F T /0 b DU/K &5 R &
GuiE VA, AIES R S A8, R R PR IR K .

Report signature (FHEZF)

Tester(Mk):  Teff (FALHR) Date C(HH#D : 2025/09/17
Reviewer(¥1#%): Yana (%) Date (HIH) :  2025/09/17
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