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Sample Information

FmiER
Sample Name retaglutide Sample properties Solid
(=R i At - JIk FE IR [t {4
Date of receipt During testing
2025/12/13 2025/12/22~ 2025/12/31
R H 3 I e

Test ingredients and structural formula

AR B G

Experimental Requirements
SLIRER

Develop a principal component method to separate retaglutide from impurity peaks

TR R T35, R dmt & k5 2% BRI 5y T

Reference Method
SE L

Reagent information

WifE 2
Reagent Name Grade Brand
SRy | fit i
Water Ultrapure water Welch
K [EEELLVIN H
Acetonitrile HPLC Welch
i (G HIE
Ammonium dihydrogen AR Aladdin
phosphate PAR IR (TEoAN
EH: BERFHH, RRSERXHZNIFRAE, AMREXELT A, FTEH,
Add: LiEHHT X BR85S EYZ (PI) BEE EHEI0SHE B4 : 201600
Add:H T8 % EHEWMKAEI68S P4 321000
AddIAERRTAEEXRB225Fih4k B4 : 211500
Web:www,welchmat.com

Tel:400-810-6969
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Bl — Sk
ammonia water AR Aladdin
K VARIIEL (TETAN
Instrument Information
B ER
Test instruments Instrument Model
G &)
High Performance liquid chromatograph
Agilent 1260 Infinity
el U LT A

1. Test process GRIGITRE)

1.1. Chromatographic conditions (3% 4544

Chromatographic
column: Ultimate LP-C18 (4.6>250mm,3um)

ikt

Mobile phase A: 80mmol/L Ammonium dihydrogen phosphate(pH6.5)
Mobile phase: MBhH A: 80mmol/L R A% (pH6.5)

s Mobile phase B:  Acetonitrile
st B: 4
Flow rate: .
B 1.0 mL/min
Injection volume:
R B 20 uL
Column
temperature: 45 °C
R
Detector:
Kl uv
Detection
Wavelength: 214nm
RS
Time (min) A 0
PR Al%) B(%)
0 75% 25%
0, 0,
Gradient program: > 7% 25%
=
BRIERE 50 30% 70%
51 75% 25%
60 75% 25%
Notes /
EREEI
BFW: BERERE, BRELRNIZNKHERRE, ARERERTHFT, FIEH,
Add: L HHT X R i85S B i0E T2 (PI) BB £HEI0SHE B4 : 201600

#h4: 321000
B4 : 211500

Add:FTEEE RN X WM AERI1685

Add: I A EARTAERXRB22SFIF4E
Tel:400-810-6969 Web:www,welchmat.com
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1.2. Solution Preparation (J& AL HI)

1.2.1. Preparation of mobile phase (JizhHHAECH]) -

Mobile phase A: Take 9.2g of ammonium dihydrogen phosphate, dissolve it in 1000ml of water, and
adjust the pH to 6.5 with dilute ammonia water

WA A BUBERR 4% 9.29, nsK 1000ml AR, FMZEKIETT pH £ 6.5,
Mobile phase B: Acetonitrile of HPLC grade
WMEhH B: hifhal 2 g

1.2.2. Wik
Take 1.90 g of sodium phosphate dodecahydrate and 8.18 g of sodium chloride, place themin 1 L

of water, dissolve and mix well, adjust the pH to 7.0 with phosphoric acid, and obtain.
HU 1.90 g /K WERRANAN 8.18 g SUALEA, E T 1L K, WAEEIRA, FBEERVE pH =
7.0, RI7E,

1.2.3. Test Solution (Bt il IER):

Dissolve an appropriate amount of Ritaglutide in diluent to prepare a 1mg/ml solution
a8 IR B, AR RV ) B 2mg/ml TR

2. Chromatogram and data CiEFI%#E)

(1) Chromatogram of Test Solution (L3R ShiaEw it &) -

8
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i

(1) Chromatogram of Test Solution  CfHtiat A vk (it - k) -

EH: BRIFRBEHE, KRSERNIZNHERRE, ARERELTHFA, FUTEH,

Add: EigHHGT KRB85S B &2 (FUW) HEE £MEI0S & P4 : 201600
Add: T EEETEBEX WM #1685 P4 : 321000
AddSIABRRDNER X EB225Fh4KE P4 : 211500

Tel:400-810-6969 Web:www,welchmat.com
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T
15 16 17 18

3z 33 34 35

Bf (A [min]
DAD14, Sip=214,4 Ref=off
1 et 1) [min] W HmR B SWE WEET  BEisHEEE
18. 125 0.37 223 0.01 0.82 205387
23. 086 0.73 4.3 0.03 30.73 0.93 321913
24. 328 1919. 85 17152.58  99.83 6.21 1. 46 169583
25. 167 1. 44 15.70  0.09 3.15 1.38 115216
27.222 0.41 321 002 841 0. 94 322636
Sk 17178. 08

3. Conclusion (i)

Using the Welch chromatographic column Ultimate LP-C18 (4.6 <250mm, 3 um), the target
substance was analyzed under these chromatographic conditions, and the results met the detection

requirements.

% A hB %4 Ultimate LP-C18
T ARSI 7 R

(4.6 x250mm, 3 um) , FEMEEZLME N s, 4558
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