GMP (Good Manufacturing Practice)
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Recombinant Human TGF-1 GMP

Catalog Number: 240-GMP

DESCRIPTION
Source

Chinese Hamster Ovary cell line, CHO-derived human TGF-beta 1 protein
Ala279-Ser390

Accession # P01137

Manufactured and tested under cGMP guidelines.

N-terminal Sequence
Analysis

Ala-Leu-Asp-Thr-Asn-Tyr-(Cys)-Phe-Ser-Ser

Structure / Form

Disulfide-linked homodimer

Predicted Molecular
Mass

12.8 kDa (monomer)

SPECIFICATIONS

SDS-PAGE 12 kDa, reducing conditions
24 kDa, non-reducing conditions
Activity Measured by its ability to inhibit the IL-4-dependent proliferation of HT-2 mouse T cells. Tsang, M. et al. (1995) Cytokine 7:389.

The EDsg for this effect is 0.04-0.2 ng/mL.

The specific activity of recombinant human TGF-B1 GMP is approximately 2.5 x 104 U/ug, which is calibrated against human TGF-B1 Standard
(NIBSC code: 89/514).

Endotoxin Level

<0.10 EU per 1 pg of the protein by the LAL method.

Purity

>97%, by SDS-PAGE with silver staining.

Host Cell Protein

< 0.5 ng per ug of protein when tested by ELISA.

Mycoplasma

Negative when tested in a ribosomal RNA hybridization assay.

Adventitious Virus

Master Cell Bank tested for adventitious viruses

Formulation

Lyophilized from a 0.2 pym filtered solution in Acetonitrile and TFA. See Certificate of Analysis for details.

PREPARATION AND STORAGE

Reconstitution

Reconstitute at 100 pg/mL in 4 mM HCI.

Shipping

The product is shipped with polar packs. Upon receipt, store it immediately at the temperature recommended below.

Stability & Storage

Use a manual defrost freezer and avoid repeated freeze-thaw cycles.
® A minimum of 12 months when stored at < -20 °C as supplied. Refer to lot specific COA for the Use by Date.
® 1 month, 2 to 8 °C under sterile conditions after reconstitution.
® 3 months, < -20 °C under sterile conditions after reconstitution.

- Source information

- N-terminal sequencing of the first 10 amino acids

- Purity by SDS-PAGE and Mass Spectrometry

- Bioactivity testing calibrated to WHO International Standards
- Sterility testing to USP

- Endotoxin levels

- Certification and Regulatory Guidelines followed, including:

» 1SO 9001:2015, ISO 13485:2016-certified facility

» USP Chapter <1043>, Ancillary Materials for Cell, Gene, and Tissue-Engineered Products

» USP Chapter <92>, Growth Factors and Cytokines Used in Cell Therapy Manufacturing

» Ph. Eur. General Chapter 5.2.12, Raw Materials of Biological Origin for the Production
of Cell-based and Gene Therapy Medicinal Products
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https://www.mfds.go.kr/brd/m_824/down.do?brd_id=rgn0003&seq=44166&data_tp=A&file_seq=1



