Certificate of Analysis

Product Information =528,

b4 Name
51’5 Short Name

B /RVANK Tirzepatide
C225H348N48068

CAS No. 2023788-19-2

fit 5 Batch No. 20260307

/3 F & Molecular Weight: 4813.45

A 7% H ¥ Production Date 2026.03.07

HRHH Valid Date 2028.03.06

fi# {7 %A Storage condition W47 464F . -20°C+5°C, % 5}, Storage conditions:Stored at -20°C+5°C and sealed.

Test Information HJE R

R I H Test Items FrUERLE Standards 25 2R Results
S SREERVIZS SRV IFS
Appearance White powder White powder
TR EE KPS, FECHETAE. FFEE Conforms
Solubility Freely soluble in water,insoluble in acetonitrile
TR ANV TN TS T HHE Conforms
Color of solution and clarity The solution should be clear and colorless.
L e -19.0°%-39.0°(H% K EE T

Specific optical rotation

AR RS HPLC
chromatography

R T5
Monoisotopic mass
BRI pH

JK5r Water
£HESF Sodium ion
HAR T Ammonium ion

THERAR 25T Phosphate ion

=3 LI Trifluoroacetic acid
ZHROIRAER =R
Trifluoroacetic  acid

and Acetic acid FETR Acetic acid

=7 TR High molecular weight species

= i Triethylamine
PR 7 7 Residual  HE Methanol
solvents SN Isopropanol

i Acetonitrile

- A

Dichloromethane

Trifluoroacetic acid

-19.0°t0-39.0°(Calculated on anhydrous. ion-free basis)

FEE RIED MCRI G, SRR FER ORI
)-S5 e TR O P T — 3

The retention time of the major peak of test solution corresponds to

that of the reference solution,as obtain under Assay

481345+1.0
6.0-8.0

A5 100%NMT  10.0%
A5t 4. 0% NMT4.0%

AET 0.5%NMT  0.5%

2

15951 0.5% NMT  0.5%

2

55 1000 ppm NMT1000 ppm

%{
=

1000 ppm NMT 1000 ppm

A5
A5
A5
45
A5t 5000 ppm NMT 5000 ppm

r;

000 ppm NMT 5000 ppm

r;

3% NMT  0.3%

r;

IS5
T 0.
T0.5%NMT  0.5%
T3

r;

000 ppm NMT 3000 ppm

53T 410 ppm NMT 410 ppm
A5t 600 ppm NMT 600 ppm

1/2

-32.9°

& HE Conforms

4813.05

7.4

1.2%

1.3%

At ND

At ND

A6 H Not Detected
At ND

Attty ND
0.1%
Attty ND
29 ppm
Attty ND
7 ppm
Attt ND



FRORUT Sk A5t 5000 ppm NMT 5000 ppm 0 ppm
Methyl tert-butyl ether

N,N- I F g A5 880 ppm NMT 880 ppm HAH ND
N,N-dimethylformami
de
FASRAIZRI AMEE0.5%NMT  0.5%
EEPR Yl Maximumsingle 0.32%
Related substances unknown impurity
JAZR Total impurity AL 2. 0% NMT  2.0% 0.51%
A5 Purity AT 98 0% NLT98.0% 99.5%
95.0%-105.0%(ZLToK ToiEs T ToHARE T TCRiReE
“rig Assay F 1T 5)95.0%-105.0%(Calculated as the anhydrous, sodium  101.2%

ion-free,ammonium ion-free,phosphate ion-free substance)

Jik 5 Peptide content AT 85.0%NLT 85.0% 97.0%
N NTER I mg HENEERITER/N 10EU
Bacterial endotoxins The amount of endotoxin per 1 mg should be LT 10 EU <0.5EU/mg
TR 5L Total aerobic microbial count AT 10°cf/g NMT - 10°cfivg
TAEIREE FE IR 4L Total yeasts and molds count AT 10%cfig NMT10Pcfivg
Microbial limit KJF¥545 1 Total Escherichia coli count 1g RSP H
Not detected in Ig of the sample

KA Asp) 1.624 22

T Tyr) 1624 1.7

HEFR(Lys) 1.6-24 24

SR ER(1le) 2436 2.6

TR (Leu) 1.6-24 20

A IR(Val) 0.8-12 0.9

JRER(Thr) 1.6-24 19

TR BR(Phe) 1.624 1.9

LR (Ser) 4.0-6.0 53

HER(Ala) 32438 39

HZR(Gly) 3248 40

BAF(Glu) 3248 42
FHRIE B R(Tp) R Detected R Detected
Amino acid ratio fiE#(Pro) 3248 4.1

25T HR(Ab) 1624 18

AEEA 1624 18

2518 Conclusion: 7A€ Conforms to Standard

Rl /HIH: Tested By/Date: 20260307 & A%#/HH: Checked By/Date:20260307

Carol Luo

Approved Signatory




