Certificate of Analysis

Product SS-31 (Elamipretide) CAS No.: 736992-21-5
Product No.: 28 Molecular Formula CinHanNoO5
Sequence Tetrapaptide; D-Arg + 2.6-(llmurlr)'l-7)'1!)(-Iﬁ\r:vlll)-:Iz?llc-r[r‘rl);fr-{zzzrjli?jrcc-bwc MW (variea with counter-(on)
Molccular Weight 639.8 Quantity 20.0g
Batch No. 2S-27051% Storage Temp. -20£5°C
Mfg. Date Apr. 7™, 2025 Retest Date Apr. 7", 2027
[ITEMS] [SPECIFICATIONS] [RESULTS]
Appearance White or almost white powder Whitc lyophilized powder
Solubility Soluble 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::f:fm 639.8£0.5 639.6
D-Arg: 0.9~1.1 1.0
. . Dmt (2,6-dimethyl-Tyr): should be detected Dectected
Amino acid content
Lys: 0.9~1.1 1.0
Phe: 0.9~1.1 1.0
Largest single impurity: NMT 1.0% 0.27%
Related substances (HPLC) -
Total impuritics: NMT 2.0% 1.17%
Purity (HPLC) NLT 99.0% 99.24%
pH 4.0~7.0 6.7
. 3 Trifluoroacetate ion (TFA residue): NMT 1.0% N.D
Acid group ions - — =
Acctate ion (acetic acid, counter-ion): NMT 15.0% 11.3%
Water content (KF) NMT 8.0% 3.7%
Peptide content NLT 80.0% 88.9%
Acctonitrile NMT 410ppm 144ppm
Residual solvent Methanol NMT 3000ppm N.D
Methyl tert-butyl cther NMT 5000ppm N.D
Bacterial endotoxins NMT 10EU/mg 3.0EU/mg
Total acrobic bacteria <100cfu/g Conforms
Mould & Yeast <10cfu/g Conforms
Microbial Limits Bile tolerant enterobacteria: absence in 1g absent
Pscudomonas acruginosa: absence in 1g absent
Staphylococcus aurcus: absence in 1g absent
0/, 0,
Assay (Calculated on(fli.l(l)y/(l;rt:fjgcflulc-frcc basis) Wb
Storage Keep intight containgr, protect from light, store at a temperature of -20:5°C.
Report l CUUU Date: Jﬁ\ ¢ ZT{“ )0]6
Reviewer @ Date: ]M‘ )','Hﬂ_ mé_

Conclusion: This batch of product complics with linlcjrp

ufd.

It is only supplicd as chemical product.
It is only for R&D use.



