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WRARE

Sample Information

HRER
Sample Name Linaclotide Sample Trait Solid
T i 44 K AR K FE PR [i5] 4
Date of Receipt Testing Period
2026/08/26 i X 2026/08/31~09/02
e H i T ]

Target Analyte Structures
AR B S5

Linaclotide (main substance, molecular weight 1526 Da), custom peptide (synthesized according to the molecular

weight of dimer, not dimer generated from sample, molecular weight 3050 Da)

ARSI CEYI, 7378 1526Da) « E Ml RARYE — R0 TR G, ARFE AR KK, 7078 3050Da)

Experimental Requirements

SR

Separation between the main substance and custom peptide shall be greater than 1.5; signal-to-noise ratio for

sensitivity test (limit of 0.05%) shall be greater than 10; peak tailing shall be improved.
FOR TV S ERIIRZ BB EE>1.5, REEE (0.05%MRE) FHEE>10, KFEERE

Reference Method
SHTR
None
.
Reagent Information
wWiHlfER
Reagent Name Grade Brand Product Number
744 K Al fif i, 77
Trifluoroacetic acid Analytical grade Aladdin
ZRMOIR srifrat (EvA N :
Acetonitrile HPLC Grade Welch 00814-01010
AR AR HARSER R iR aE - FREFRELA W] . T EHl-
Add: 5 T G BHR R 855 BB A E (7 L R R R S5 E1 0S4 P 201600
Add3T S Lo 22 R I B 1] 1685 4R 321000
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NG it A HE
Instrument Information
NETED S
Test Instrument Instrument Model
I RRE € ZitRss
High-Performance Liquid Chromatograph
N Waters 2489
i RCBURH L A
1. Test Procedure
RS
1.1. Chromatographic conditions:
%A
Column Xtimate Bio SEC-120 (7.8%300 mm, 5 pm)
ik (00289-31052)
Mobile Phase 0.1% trifluoroacetic acid / acetonitrile = 45/55
B 0.1% =9 L&/ L Ji5=45/55
Flow Rate .
%R 0.8 mL/min
Injection Volume
HERE R a
Column Temperature o
MR i
Detector
Kol v
Detection wavelength:
KB - 2
Notes /
EEFE

1.2. Solution Preparation (VAR ECHI])

1.2.1. Mobile Phase Preparation (JiiztHACH]) -
Pipette 0.5 mL trifluoroacetic acid, dilute with ultrapure water to 500 mL, then add 500 mL

acetonitrile, mix well and degas by sonication.

L 0.5ml =AM, hnfRaiKFBESE 500ml, Fhn500ml 485, BEHIE], #EERS, &

o=
Fo

AR A, HRSER K ENEmRE - FREFREZLT WA 0Bl

Add: 5 T G BHR R 855 BB A E (7 L R R R S5 E1 0S4 P 201600
Add T S R ETNER 1685 4R 321000
Add: T HER R EERF B RFERE 1055 4R 211500

Tel:400-310-6969 Webowww, welchmat.com




@ ARMx(LBIRNBRAD

Report No. (k% 4i*5) : 20260826-912-01

1.2.2. Blank solution (5B
TLBNAH .
1.2.3. Mixed solution (JEETEW) :

Weigh 0.5 mg each of the customer-provided main substance and custom peptide, dissolve with

mobile phase to prepare a mixed solution containing 0.5 mg/mL of each component, and shake well.

1.2.4. FRECE P ERAEH EY)BAE FIIK S 0.5mg, INURENAHVE ] S AF A 2 % 0.5mg/ml (R &
B, s, Bl

1.2.5. Main component single standard solution ( F=¥JJi HARIE ) -

Weigh 1 mg of the main substance supplied by the customer, dissolve with mobile phase to

prepare a solution of 1 mg/mL, shake well to obtain the solution.
FREUE PR E) BV 1mg, INESHAR ARG A Img/ml HIWER, #8250, RIfS.
1.2.6. Custom peptide single standard solution (&l Kk BEARETRD -

Weigh 1 mg of the custom peptide provided by the customer, dissolve with mobile phase to
prepare a 1 mg/mL solution, and shake well to obtain the single standard solution. F#RH 2 F* 244 11 5 il

K Img, IR shARE @S 1mg/ml KIEHR, &5, HIfS.
1.2.7. Sensitivity solution CREEFEW) -

Take an appropriate volume of single standard solution of the main substance, dilute with mobile

phase to prepare a solution at 0.5 1 g/mL, shake well to obtain the solution. B =4 i FEPRVA G &, I
AR RE K 0.5 ng/ml FVEWR, #2251, BfE.
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2. Chromatogram and Data CG%EREHE)
(1) Blank solution (%% W AT ERE) -
0.005+
Dﬂﬂ4é
DﬂDSé
nﬂnzé
Dﬂﬂfé

B_ﬂﬂﬂ—:h‘,%»v‘d\—j\/—p -

0.001-

s
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
(2) Mixed solution GVREER A HTEE) -

1.00q

9.140

0.804

8.089

rt L. LI O L . Poohieal ¥ 1 Tl o0 hi
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00

fREIR E | R A

# i i S 8 i B2 R

aip Gron |t |ty | USP SrECE USP HLpRE USP R
1| Wl k3050  B8.089 6061571 718681 22148 1.21
2 | E#/RE1526 = 9.140 6879855 772779 458 25582 1.22
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(3) Main component single standard solution (3=4) )5 A5V W 7 T B D -
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£ USP 4rB i USP EiLiHE USP R

(4) Custom peptide single standard solution (& il ik BARVAE VR T B3 -
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(R k= et
(e | (RO E (REER)

1 SEHRIRE3050 B.089 | 12049975 1414645 22051 1.22

S8 USP B USP Mgk USP i &
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(5) Sensitivity solution (R G ER T ERE) -

0.005
D.DD4-‘E
0.00 3-
n.nnz—f
0.001 —

0.000 V_A-*JL__J(J\I £ Np——

0.001

0. 0 ———— r—r——r—r—— T
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(REEE w3 et
(drEl) (RO | ([BR)

1 8.147 4015 464 28071 124 | 3168

& B USP 4B | USP HLe B USP #ERE = on

3. Conclusion (£5i8)
Using the Welch Xtimate Bio SEC-120 (7.8%X300 mm, 5 pm) under the specified conditions, the

requirements of the client can be met.

{4 F1 H JB Xtimate Bio SEC-120 (7.8%300 mm, 5 pm), 7EMOREEETR, AamE R Rl F K.

Report Signature (REZF)

Tested by (#lliX): Sunny Date (H#) :2026/09/01
Reviewed by (# 4%): Sumi Date (HHH) :2026/09/01
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