____f.: Froceth

Frozen cell therapies

Pen peptide certificate of analysis (CoA)

Product:
Source:
Intended use:
Order number:
Production:
Formulation:

Protein/peptide
concentration per 3 ml

Delta sleep
Hybrid synthesis (recombinant using peptide secretion system and chemical synthesis)
For stability, viability and activity testing only.

Lot: 25AUGO02DEL
08/2025 Expiry: 08/2027
0.2 um-filtered solution in 20mM glycine, 200mM Mannitol, 20mM NaH.PO4, pH
7.4; m-cresol 1 mg/ml, glycerol 2 mg/ml (when liquid)

cartridge: 30 mg

Release Testing: Specification Lot Result

Purity: >97% > 98%

Identity: Complies Complies

Sterility: Sterile Complies

Endotoxin level: <10 EU/mg <0.20 EU/mg
Host-cell DNA <200 ng/mg Complies (1.1 ng/mg)

Activity was determined using in vitro test.

Purity was determined by HPLC.

Identity was confirmed by end-of-production DNA sequencing and N-terminal protein sequencing.
Sterility test of vialed product was performed according to Eur.Pharm. (Inoculation method).
Endotoxin was determined using the gel clot assay according to Eur.Pharm.

Host-cell DNA/RNA was determined using fluorimetric assay (if applicable).

Handling Instructions:

General usage:

Using liquid product:
Storage and stability:

Quality Statement:

Open cap, clean the rubber stopper with disinfectant napkin or other cleaning disinfection
method / material. Puncture rubber stopper with sterile needle by screwing needle on.
Remove the plastic protective cover. Set the index to physician prescribed position,
remove the pink plastic cover and let out the air from the cartridge by several button
presses into the air. Put on the plastic protective cover back.

Liquid products are ready to use according to physician recommendations.

Store material at +2 - +8°C. Do not freeze!

This product is manufactured, tested and realized in compliance with the relevant GMP-guidelines. No animal- or
human-derived materials were used during manufacturing. USP chapter <1043> “ancillary materials for cell, gene, and
tissue-engineered product” has been considered in the design of this product.

UAB ,FROCETH"
Jmonés kodas: 302726732
PVM kodas: LT100008547516

Tel.: +370 616 08734
El. pastas: info@froceth.lt
www.froceth.It

a/s: LT77 4010 0510 0430 9884
Luminor Bank AB
Banko kodas: 40100

Veiklos adresas:
Mokslininky g. 6A
08412 Vilnius, Lietuva



Empower"3

e Default Individual Report

SAMPLE INFORMATION

Sample Name: Delta Sleep Acquired By: System

Sample Type: Unknown Sample Set Name: 00

Vial: 9 Acq. Method Set: TFA

Injection #: 1 Processing Method: 021

Injection Volume: 10.00 ul Channel Name: ACQUITY TUV ChA

Run Time: 30.0 Minutes Proc. Chnl. Descr.:  ACQUITY TUV ChA 220nm
Date Acquired: 2025/8/02 13:14:20 CST

Date Processed: 2025/8/02 13:49:56 CST
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Reported by User: System
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