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GMP Protein

1. Expect Suppliers to be knowledgeable and meet pertinent requirements
2. Consistency from lot-to-lot

3. Ability to scale

4. Secondary suppliers

5. Experience counts

6. Quality management systems

R&D systems2| GMP ‘grade’ Protein0| X 35l= Document List

Recombinant Human

RID systems Sonic Hedgehog/Shh (S24Il), N-Terminus
a bietechne brand
GMP
1845-GMP-025
Certificate of Analysis Lot GACIO31000,
Certificate of Analysis Size: 251g

3 Lot: GACZ0219021
Manufacturing Specifications

Certificate of Analysis Size: 25ug
Lot: GACZ0219021

Product Specific Notes

- 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


https://www.mfds.go.kr/brd/m_207/list.do
https://cellculturedish.com/gmp-proteins-for-cell-therapy-manufacturing-top-6-things-to-know/



