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Test report
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Sample Information

FmER
Sample Name Propylene Glycol Sample properties Liquid
ERELE N [y ERLEHERON AR
Date of receipt During testing
2025/09/17 2025/09/19-2025/09/20
ek H 3] I 1)
Test the ingredients and structural formula
TR XS
Sorbitol Propylene Glycol
A [z

Experimental Requirements
SEHER

Replace competing products and screen chromatographic columns to meet the requirement for resolution.

S AR, e B AR ) B A B EEK
Reference Method
SETIE
Chinese Pharmacopoeia 2025 Edition IV
Hh ] 24 8 2025 Fiz PO
Reagent information
wiE B
Reagent Name Grade Brand
SRy | fit i
Water Ultrapure water Welch
K 4tk HI8
Sulfuric Acid AR Aladdin
L4 VAR IIE L (TEcA
Instrument Information
BB BRIFRBUHE, LREERNNZNUHERRT, ARERERTFA, FITRH,
Add: LG HHT X REes5EREYZ (Pil) BEE £HEHI0SHK P4 : 201600
Add:HIE X BB EMMAHI1685 4 : 321000
Add: I RERRBAEEXRHE225Fif4k B4 211500
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Test instruments

HERIE

Instrument Model

N

High Performance liquid chromatograph

e RSB L X

5 LC-20AD

1. Test process:

1.1. Chromatographic conditions:

(NG

Chromatographic
column:

Xtimate Sugar-H (350*7.8mm,5um)

JEN Ty
Mobile phase:
s

10 mM/L Sulfuric Acid Aqueous Solution

10mM/L it B8 7K VA TR

Flow rate:

0.5mL/min

i ik

Injection volume:

10uL

i E
Column
temperature:

70°C

O
Detector:

e

Differential Refractometer Detector

A ZEFTOEAI &

Detector
Temperature:

A 25 I S

40°C

Veliierr

Isocratic Elution

5

Notes

/

I

1.2. Solution preparation (&R ACHI)D

1.2.1. Preparation of mobile phase (JRANAHACH]) -
Measure 0.5 mL of sulfuric acid, add it to 900 L of pure water, mix well, and perform ultrasonication

to obtain the solution..
TWENA A: EBURER 0.5ml Jn\ 900L 4li/kd, VR4, s, Eif.

1.2.2. Blank solution. Diluent (ZXHER . R

Pure Water.
ali 7k
A BRFERBEHN, KRSERATZNTFGRE, AMRSKREXTFA, A&,
Add: EigmHT X R EssS Bl Z (Pl) BEE LHREI0SHE B4 : 201600
Add: SIS X HE R WA Hi1685 14 : 321000
B4 : 211500

Add: I HERR DA E R AR B225FHfakk
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1.2.3. Test solution (AR SHIEW) -
The test sample solution is provided by the customer and can be directly injected for analysis..

Bk dh itz o R4, Al E R T

1.2.4. Test solution (P X NEHRD -
The propylene glycol reference standard solution is provided by the customer and can be directly

injected for analysis.

P R R IR e R A, T E R T .
1.2.5. Test solution CLLIZLEEXIE WD -

Take 5 mg of the sorbitol reference standard, place it in a 10 ml volumetric flask, add purified water
to dissolve it and dilute to the marked volume, then shake well. Further take 1 ml of the above-mentioned

solution, place it in another 10 ml volumetric flask, dilute to the marked volume with purified water, and

shake well to obtain the desired solution..
S5mg, B 10ml &, MAUKEHIFmBEEZZE, 5, HIERER 1ml

HE

LD BT
B 1oml &, HAUKRBEEZIE, FoIHE.

2. Chromatogram and data G EFEE)

(1) Tset Solution Range Chart (PN Bz ¥ ik B 1% )
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(2) Tset Solution Full Range Profile (1l A7 1)
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Y | (RETH (] AR ES m# MRS | ¥ i B B (USP) | SRFE T | 4 B EE (USP)
1 13. 00 g 278501 0.71 17906 1. 10 --
2 13. 89 89802 0.23 18993 L. 0 2.3
3 17. 09 129633 0.33 881 0.99 2.4
: 19. 99 H R BEB2T 0.22 23204 1. 04 2.0
; 21, 68 JETTOGEE | OH, 51 2931 3.82 1. 6
Hil 30355385 | 100, 00
(4) Tset Solution Full Range Profile (fiLia /A 4= &2 K
BB BESHNE, KRSEROGENTHEAE, ARSKEATHY, FIEH,
Add: LighiI KB rmEss S BIEZ (PU) BHE ZMREI0S# P4 : 201600
Add:HiT & $ % E B E k#1685 #4: 321000
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3. Conclusion (%)
Using Welch U Sugar-H (7.8%300mm, S5pum) , Under these chromatographic conditions, the resolution

of both propylene glycol and sorbitol is greater than 1.5, which can meet the detection requirements.

f#i 1 H /I Xtimate Sugar-H = (7.8x300mm,5um) , {EMEIE&MET, WA iS5 054 5
KT 15, Beih 2kl 75 K.
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