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Test report
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Sample Information
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Ferric Carbohemosuccinate Oral

Sample properties Liquid

Solution
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Sample Name
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During testing
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Date of receipt
2025/09/18 ~ 2025/09/20
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2025/09/15

Test the ingredients and structural formula
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Experimental Requirements

SRHER

Develop a method using dextran as a reference to determine the molecular weight distribution of Ferric

Carbohemosuccinate in the formulation.
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Reference Method
BEHE

/

Reagent information
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Reagent Name Grade Brand Article Number
AR 2l fit R U]
Water Ultrapure water Welch
/
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Add: £ KBRS BIEZ (PI) HEKE KAE0SH B4 201600
Add: T &€ B RE WA #1685 P4 : 321000
Add: T HERRDAE KX EHB225FHF4 B4 : 211500
Web:www,welchmat.com

Tel:400-810-6969




& AL ERAERAT

Report No (#t75%m*5) : 20250912-954

Disodium Hydrogen
AR Aladdin
Phosphate Dodecahydrate /
VARIIE L (v
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Sodium Dihydrogen
AR Aladdin
Phosphate Dihydrate /
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Instrument Information

AE R

Test instruments

R IE

Instrument Model
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High Performance liquid chromatograph

SHIMADZU LC-20AD

1. Test process:
REERE
1.1. Chromatographic conditions:

il %A

Chromatographic
column:

L

Xtimate Bio SEC-300 (7.8x300mm,5um)

PN: 00289-33052

Mobile phase:
T

PBS Buffer
PBS ZZilR

Flow rate:

0.7 mL/min

i

Injection volume:

20 uL

AR
Column
temperature:

35°C

O
Detector:

e

RID

Detection
wavelength :

A 25 I

35°C

Time (min)

TR

Mobile phase:
mBIAH

Isocratic

Program : 0

100 %

HREREF
30

100 %

Notes
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1.2. Solution preparation (V&R ECHI])

Preparation of mobile phase CJRBNAHECH]) -
Mobile Phase: Weigh 17.53g of Sodium Chloride, 8.94g of Disodium Hydrogen Phosphate

Dodecahydrate, and 3.92¢g of Sodium Dihydrogen Phosphate Dihydrate into 1000ml of pure water.

1.2.1.

After thorough dissolution, mix well and filter by suction to obtain the final solution.

TENAH: FRECEALEN 17.53g, + /K EBERE 8N 8.94g LI —/K A IR 541 3.92¢ &
1000ml 267K, 78531 Al 5 VR ST R R4S

1.2.2. Blank solution. Diluent (&AW FHEF)
WEhHe Gzt

1.2.3. Dextran Molecular Weight Reference Solutions: Weigh 25mg of the reference substance into a Sml
volumetric flask, dissolve with the solvent, and dilute to the mark. This yields reference solutions
of dextran with molecular weights of 5K, 10K, 20K, 70K, and 150K, respectively.
AN > T EXTIEVETR . FREOH IR 25mg £ sml BRI T, EHBBIFC R EZE

T4 9145 21 % S b 435 SK. 10K, 20K. 70K &z 150K )% B 139

1.2.4. Sample Solution: Provided by the customer, ready for direct filtration.

RO B R UE, PTEEEIEMEH .

2. Chromatogram and data GEEFEIE)
(1) Analysis spectrum of Blank solution (%5 FHER A HT KL -
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(2)  Analysis spectrum of Dextran 5K reference solution — CHj 5 H# SK X B W AT BIE D -
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L83 ERUED {4 B A 6] m# mnARs | B R E (USP) | FE R | 4Bz (USP)
1 13.83 | 911192 | 100.00 762 0.88 —
Lt 911192 | 100.00
(3)  Analysis spectrum of Dextran 10K reference solution  Cj 5 H# 10K X FE IS W 40 #
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1 13.36 | 1242032 | 100.00 378 0.85 -
Kt 1242032 | 100. 00
(4)  Analysis spectrum of Dextran 20K reference solution  (Fi JEH¥ 20K X F& v W% 70 #1
)
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1 12.56 | 1157911 | 100.00 192 0.91 -
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(5) Analysis spectrum of Dextran 70K reference solution (% 5 #¥ 70K X}
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1 10.73 1052615 | 100.00 41 1.09 —
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(6)  Analysis spectrum of Dextran 150K reference solution (i ZH# 150K X B8 & 7 HT 1K

)

RN HRRAE, ARERERDFA, R,
P4 : 201600
h4hi: 321000

BB : 211500

BH: BRFREHM, HBSE

Add: £ T X Es85S /B EZ (1) MEE ERE0S K
Add: BT EE X H B WA #I1685
AddSIHERRDAER X EB225Fh4E

Tel:400-810-6969

Web:www, welchmat.com




& AeRBE(LERNERAS

Report No (#3545 : 20250912-954

- lq faszsA Chl
15 ||
] I
10 |
] & |
4 .I {“I~ |
5] - |
;’\.ﬂ I|
|
o] | |
| ) -
-5 || ‘ ‘
10 T - '|| ———
0 5 10 15 20 25 30
min
Faji#zA Chl ‘ ) o .
= s kS (i B e [ mE S [ Fieft s (USP) | S8R | & i (USP)
1 7. 80 1363577 | 100.00 18 6. 00 -
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(7) Analysis spectrum of Sample 1 (FEdf 1 M7 L) -
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Uef =5 s kS TR BT I (8] [T s | PR BT B (USP) | BT | 47 = B (USP)
1 11.90 148283 10. 06 — — —
2 12.92 | 1075320 | 72.99 608 — -—
3 14. 54 181366 12. 31 8015 — 1.2
1 19.96 31206 2. 12 22754 0.95 9.2
5 25.39 4535 0.31 23588 104 9.1
6 30. 69 32550 2.21 21850 0.99 7.1
il 1473260 | 100.00

(8) Analysis spectrum of Sample 2 (¥ 2 7T L) -
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L% ExiED {5 i (8] s MRS | PRt (USP) | fE R | 4 P (USP)
1 12.94 | 1291028 | 88.91 202 — -
2 14.56 | 106579 7.34 5606 — 0.7
3 19. 95 26200 1. 80 22475 0.93 8.2
1 30. 66 28203 1.94 22001 0.99 15.8
it 1452011 | 100.00
(9)  Analysis spectrum of Sample 3 (¥t 3 4T EE) -
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1 11.99 90043 13. 95 121 — -
2 12.93 | 498132 | 77.16 854 — 0.3
3 14. 58 36637 5. 68 5700 — L3
1 19. 95 11029 .71 23018 0.95 8.3
5 30. 68 9728 1.5l 22420 0.95 15.9
JEREN 645570 100. 00
(10) Analysis spectrum of Sample 4 (F£/h 4 73BT EE) -
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1 11. 87 253499 14. 27 2104 — -
2 12.79 | 1376401 | 77.48 1028 - 0.7
3 14. 54 91200 5.13 9842 — 1.6
1 19.94 29981 1.69 22406 0.94 9.6
5 30.58 25358 1.43 22427 0.96 15.8
JERaA 1776439 | 100.00

3. Conclusion (£5#®)
Using Welch Xtimate Bio SEC-300 (7.8x300mm, 5pm) analyzed the molecular weight distribution

of Ferric Carbohemosuccinate in the formulation under this chromatographic condition , the results meets

the customer's detection requirements

18 F H JB A% 4E Xtimate Bio SEC-300 (7.8x300mm, Spm) £ i 4644 Tl 5 il 75 o 25
BEHARRER > T BT, 45 B LR PRI R .
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