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Sample Name Lilarutide Injection Sample properties Liquid
ERELE N L 8 AT SR ERLEHERON I GES
Date of receipt During testing
2025/08/22 ‘ X 2025/09/01
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Test the ingredients and structural formula
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Lilarutide and polymers
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Experimental Requirements

SEHER

The resolution in system suitability solution A shall not be less than 2.0 (calculated as the ratio of the
polymer peak height to the peak-to-trough height between liraglutide and the polymer)..
AGEMVER A P B ENAVNT 2.0 (AR EGVIE R 5 MBS ISR GV 18] g4 = 2 EeAR
NI

The tailing factor of liraglutide in system suitability solution A should be between 0.8 and 2.0.
RGUEHIEIER A Th A IR R R 1 NAE 0.8~2.0 Z Al

Reference Method
BETjIE
Customer method
BT
Reagent information
BAE R
Reagent Name Grade Brand
IEwnIE2Y S 8| fitn
BB BRIFRBUHE, LREERNNZNUHERRT, ARERERTFA, FITRH,
Add: LG HHT X REes5EREYZ (Pil) BEE £HEHI0SHK P4 : 201600
Add: T &€ B RE WA #1685 P4 : 321000
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Water Ultrapure water Welch
K LIV Hid
Glacial acetic acid AR Aladdin
KT VARIIE L (TEvA
Isopropyl alcohol HPLC
Sigma-Aldrich
SRR [ENTE
Sodium dihydrogen phosphate AR Aladdin
AR — SA PR IIE L (TEoAN

Instrument Information

L EHE B
Test instruments Instrument Model
M P& ess
High Performance liquid chromatograph
N Agilent 1260
e RO A%
1. Test process:
1.1. Chromatographic conditions:
i kA
Chromatographic
column: Xtimate SEC-120A  (7.8x300mm,5um)
T
Measure 150 mL of isopropyl alcohol and 200 mL of glacial acetic acid. Add
Mobile phase: water to make up to 500 mL. Mix thoroughly, then sonicate to obtain the final
mshAH solution.
IR AR 150mIAKEERR200ml,  BI7K % 500ml, %), #H, HifE.
Flow rate: .
o 0.5 mL/min
Injection volume:
3 H ~ouL
Column temperature: o
B 207¢
Detector:
Koz v
Detection wavelength:
Hr ik 276nm
Notes /
pEs e R
1.2. Solution preparation (&5 HCHI])
BB BRIFRBUHE, LREERNNZNUHERRT, ARERERTFA, FITRH,
Add: LG HHT X REes5EREYZ (Pil) BEE £HEHI0SHK P4 : 201600
Add: T &€ B RE WA #1685 P4 : 321000
Add: I RERRBAEEXRHE225Fif4k B4 : 211500
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1.2.1. Preparation of mobile phase (JitzIAHECH] -
Measure 150 mL of isopropyl alcohol and 200 mL of glacial acetic acid. Add water to make up to

500 mL. Mix thoroughly, then sonicate to obtain the final solution.
IR AET 150ml AIVKESRR 200ml, JI7KZE 500ml, 85, HH, B,

1.2.2. Blank solution. Diluent (F¥HEW WkEF]) -

Weigh approximately 1.20 g of sodium dihydrogen phosphate, dissolve in about 900 mL of water,
adjust the pH to 7.5 using 1 mol/L sodium hydroxide solution, dilute to 1000 mL with water, mix
thoroughly, and the solution is ready.

FREXZ) 1.20g BERR — 48N, IN7KZ) 900ml %%, F 1mol/L AN pH 2 7.5, Jk&E
1000ml, V&%), RIf3.

1.2.3. Test solution (HERSIAERD -
Accurately transfer 2.0 mL of liraglutide injection into a 25 mL volumetric flask. Add the diluent,

dilute to the mark, and mix well. The solution is now ready for use.
AEBFZHL 2.0m] MBLEIRESE T 25ml =AY, IIAMEEFIGEI € B 2208, w5, H
ZE

o

1.2.4. System suitability solution A ( RGtiEH MR A) -
Place the liraglutide injection at 60°C for 60 hours until the polymer content reaches approximately
1.5% to 2.5%. Accurately transfer 0.84 mL of the solution into a 10 mL volumetric flask, dilute to the

mark with the diluent, and mix thoroughly. The solution is now ready for use..
BRI R & IRVE SR T 60°C &4 FIE 60h, HEREW & ELIN 1.5%~2.5%, HEFHFI
0.84ml BIAVEE T 10ml B, IMREFIMBERZIE, #5, A5,

1.2.5. System suitability solution B ( RGti&E AR B) -
Pipette 1.0 mL of System Suitability Solution A and 1.0 mL of Diluent, mix well, and the solution is

ready..
FEHL 1.0ml RG0E A A A1 Loml FoREFR), #55), HifS.

2. Chromatogram and data GEEFIEHE)
(1) System Applicability Solution A Range Chart ( RZtiEHIEE R A 0 =R EE)

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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. DADLA, Sig=276,4 Ref=off
£ HEMR KT W% WK & ERET & MEH
[min]
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B 5263. 25

(2) System Suitability Solution A Full Range Profile ( R 4ui&E HHEEE A 4= 22 KL
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1 DADLA, Sig=2T6,1 Ref=off
£ -EIE:L]‘? KT TN ik W ERETF g A H
Bt 12, 54 BG4, 20 1,22 W23 0, 04 4.4
il Bk 13. 69 51809, 05 g, A B5AZ 1.13 5519
B 5263, 25

3. Conclusion (&)

Using Welch Xtimate SEC-120A  (7.8x300mm,5um) , the detection requirements can be met under

these chromatographic conditions.

1 F A 1. Xtimate SEC-120A  (7.8x300mm,5um) , FEMEARESME T, BEERIIT R,
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