Certificate of Analysis

Product PT-141 (Bremelanotidc) CAS No.: 189691-06-3
Product No.: P41 Molecular Formula CsoHaN11010
Sequence Ac-N!c—cycln[Asp-HEs-D—PI?c-Arg-Trp-Lys]—Ol'[
Cyclic heptapeptide; Asp-Lys lactam bridge; Nie + D-Phe; C-terminal free acld
Molecular Weight 1025.18 Quantity 10.0g
Batch No. P41-2806F Storage Temp. -20+5°C
Mfg. Dnte Jul.20™, 2026 Retest Date Jul.20%, 2028
[1ITEMS] [SPECIFICATIONS] [RESULTS]
Appearance White or almost white powder White lyophilized powder
Solubility Solublc in water Conforms
Solution clarity and color Clear and colorless liquid Conforms
The retention time of the principal peak of the test solution
HPLC corresponds to that of the reference solution, as obtained in Conforms
Identification the Assay.
Sp::::: n 1025.2£1.0 1025.3
Nle (norleucine): should be detected Detected
Asp: 0.9~1.1 1.0
His: 0.9~1.1 1.0
Amino acid content D-Phe: 0.9~1.1 1.0
Arg: 0.9~1.1 1.0
Trp: should be detected Detected
Lys: 0.9~1.1 1.0
Related substances (HPLC) Largest single impurity: NMT 1.0% 0.22%
Total impurities: NMT 2.0% 0.63%
Purity (HPLC) NLT 99.0% 99.76%
pH 4.0~7.0 5.1
. Trifluoroacelate ion (TFA residue): NMT 1.0% N.D
Acid group ions - —— - =
Acetate jon (acetic acid, counter-ion): NMT 15.0% 9.0%
Water content (KF) NMT 8.0% 2.3%
Peptide content NLT 80.0% 82.4%
Acctonitrile NMT 410ppm 209ppm
Residual solvent Methanol NMT 3000ppm N.D
Methyl tert-butyl ether NMT 5000ppm N.D
Bacterial endotoxins NMT 10EU/mg <IEU/mg
Total acrobic bacteria <100cfu/g Conforms
Mould & Yecast <10cfu/g Conforms
Microbial Limits Bile tolerant enterobacteria: absence in 1g absent
Pscudomonas acruginosa: absence in lg absent
Staphylococcus aureus: absence in 1g absent
0/ 0,

Assay (Calculated onguilt?y/cl;roll?jgcftnlc-fruc basis) 100.6%
Storage Keep intight-comiriner, protect from light, store at a iemperature of -20+5°C.
Report WUV Date: Ju. (4. 202¢

Reviewer OC ﬂ? | Date: M . ’("‘ . o2é
Conclusion: This batch of product complies with L'TiETp'(’I‘SE‘STI]’ndurd. A 4k )
¢k

It is only supplied as chemical product.

It is only for R&D use.



