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Certificate of Analysis

RESEARCH USE ONLY Report No. SQ261021-TR20-R1

mB Product  #/RIBRK Tirzepatide
CASS  CASNo. 2023788-19-2
$=HHl Mfg.Date 2026-10-21

IS HHR TestDate 2026-10-25

SRS P

#s BatchNo. SQ261021-TR20
g Strength 20 mg
E1SHH] Retest Date 2027-10-20

PuiTiRE  Standard  In house / RAVARE

‘iR  Packaging  3ML vial lyophilized powder / 3ML BT B2
Test Item Acceptance Criteria Result
KN E AIERANE 1I0LER
Appearance White or off-white powder white powder
{527 HemXaEmR Hem®R
Solubility Soluble or freely soluble in water freely soluble in water
BRRE EkFaiEE S A BATK
Average Molecular Weight 4813.45+10.0 Da 4813.32Da

FHHFE

Chromatographic Identification
BIELES!

PH

Clarity and Color of Solution
BRNEEESHE

Chromatographic Purity
BIgAE

Related Substances
[=PS750

High Molecular Weight Proteins
ENFEBR

Water Content
K7

Heavy Metals
2R

The retention time of the main peak of Sample Solution
should be consistent with that of the Standard
solution,as obtained in the Assay
AEEVEDN MERVEEERF, HilEEREERNR BitEN
53R maREERNREEE—H

7.0-9.0

Clarity: Clear transparent solution, free from turbidity,

Meet the requirement
FEME

8.6

Colour:Colorless,clear

precipitate and insoluble particles. FEER
N ELE
NLT98.0% 99.2%
AV F98.0%
Maximum unknown single impurity NMT 0.5% 0.37%
BRARRABRATEZ0.5%
NMTO0.8% 0.53%
NMT 3.0% 0.02%
NMT 10ppm ND
BRI

Verify online [ 7E£:#%38: seqline.bio/coa/tirzepatide-20mg-sq261021-tr20
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Test Item Acceptance Criteria Result
NI E AIERANE ILER
Residual Solvents Methanol NMT 3000ppm 52ppm
TRERER FREER15:23000ppm
Acetonitrile NMT 410ppm 33ppm
ZFER1§:3410ppm
Dichloromethane NMT 600ppm 37ppm

—SREAEE600ppm

N,N-Dimethylformamide NMT 880ppm 26ppm
N,N-Z R E B A1312880ppm

Microbial Limit Total Aerobic Microbial Count NMT100 cfu/g Meet the requirement
HEYIRE FERSHMNAEE100cfu/g HFEER

Total bacteria <1CFU/mg Meet the requirements
HESE FEEX
Peptide Content 95.0%~105.0%(On Anhydrous and Sodium Free) 101.6%

a8 95.09%~105.0% (UK. FIHEFit)
Assay 19.0~21.0mg 20.32mg
EX
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