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HPLC-UV-MS 5/20/2026 170851-70-4
HPLC-UV-MS 5/20/2026

Respectfully sub?itted,

a A
7Ly S
@fﬁ F
Mark C. Krause
Laboratory Director

8127 Mesa Drive Suite B-206 Austin, TX 78759



4600000 -

4400000 -

4200000 -

4000000 -

3800000 4

3600000

3400000

3200000

3000000

2800000

2600000

2400000 -

2200000 -

2000000

1800000 -

1600000

1400000

1200000

1000000

800000+

600000

400000

200000

ER R Sk b o R Sk S Sk S S S R S O S kR S O

CHROVATOCRAM

EE R S bk S o I S SR R S S b Sk S kS R Rk b S R R S S S

Chromatogram of

Sample: 205640

048-4801.D\DAD1A (-)




Openlynx Report Page 1
File:205640

Sample Report:

1: (Time: 0.30) Combine (13:19-(7:10+4+30:33)) 1:MS ES+
2.2e+006
357.4

[
o
?

713.0

©
(6]

©
o

[o]
(6]

o]
o

~
(6]

~
o

)}
[§,]

o)
o

[S,]
(6]

714.0

N N w w S [
o (6] o (6] o (6]

%
(6]
o
o b b b b b B b b b b T b P b P b T by L

[y
()

715.0

[y
o

358.1
238.8 }

(6]

627.9 [716.1

o

— — 177 S B e LA R S T m/z
250.0 500.0 750.0 1000.0 1250.0 1500.0 1750.0



krause [elalel\aile]!

Methods Summary

Purity/Potency/Identification USP/NF 621

2 mL of purified water is added to the lyophilized powder in the vial, and the contents mixed to
dissolve the lyophilized powder.

An aliquot is taken from the vial and diluted to contain approximately 500 mg/L of the peptide.
The diluted sample is analyzed by HPLC-UV-MS.

The mass spectrum obtained is compared to an authentic standard of the peptide for
identification.

The total area of all of the peaks in the chromatogram is calculated, and the area of the peak of
the peptide is divided by the total area to obtain the chromatographic purity value, reported in
percent.

The area of the peptide is compared to the area of the peptide peak in the known standard to
obtain a concentration in the solution. This concentration is used to calculate the total mass of
peptide in the vial, which is compared to the stated mass (label claim) and reported as both total
mass in the vial and as a percent of the label claim.

Endotoxins USP/NF 86

Metals

2 mL of purified water is added to the lyophilized powder in the vial, and the contents mixed to
dissolve the lyophilized powder.

An aliquot is taken from the vial and diluted in endotoxin-free water.

The diluted sample is analyzed for endotoxins using the LAL method.

USP/NF 233

2 mL of purified water is added to the lyophilized powder in the vial, and the contents mixed to
dissolve the lyophilized powder.

An aliquot is taken from the vial and diluted in deionized water.

The diluted aliquot is analyzed against known standards by ICP-MS
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