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CERTIFICATE OF ANALYSIS - MANUFACTURER BATCH QC

Lot B-2422
QC date 2025-10-08
Method ref USP /ICH Q3D

SS-31 - 10 mg
Lyophilized powder. Sequence: D-Arg-Dmt-Lys-Phe-NH2.

WHAT EVERY LOT REPORTS

Identification
MS m/z 639.79 + 0.5

Purity (HPLC)
>99.0%

Endotoxin
< 1.0 EU/mg (LAL)

Bioburden
<10 CFU/g

Heavy metals
Pb, As, Cd, Hg

Acetate counter-ion

< 12% wiw

METHODS & STANDARDS

RP-HPLC purity
220 nm - isocratic

Mass identity
high-resolution LC-MS - ESI+

Endotoxin (LAL)
kinetic chromogenic

Microbial screen
PCR - rapid, validated

Heavy metals
ICP-MS - ICH Q3D
LOT TRACEABILITY

Synthesis date
contract manufacturing partner

QC release date
3rd-party 1ISO 17025 lab

QC director sign-off
signature on file

Storage

640.0

99. 7%

<0.10

<2 CFU g

BDL

4. 7%

USP <621>

USP <736>

USP <85>

val i dat ed net hod

USP <232>

2025-10

2025-10-08

verified

24 nont hs

Lyo: -20 °C 24mo / 2-8 °C 6mo. In solution: 2-8 °C 14 d, do not freeze, protect from light.

QC signature on file - orabiolabs.com/coa
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For research use only - not for human or veterinary use



