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* Food & Drug Administration: Chemistry, Manufacturing. and Control (CMC) Information for Human Gene Therapy

Investigational New Drug Applications (INDs
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« Eudralex: Governing Medicinal Products in the European Union. Volume 4. GMP.“Guidelines on Good Manufacturing
Practice Specific to Advanced Therapy Medicinal Products”

 European Pharmacopoeia Chapter 2.6.27. Microbiological Examination of Cell-Based Preparations
e USP <1071>. Rapid Microbial Tests for Release of Sterile Short-Life Products: A Risk-Based Approach
« PDA Journal, Risk Assessment Approach to Microbiological Controls of Cell Therapies
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* A9 (Mouse) » CHO-DG44 * S+L- Mink

* Adipose Stromal Cells (Human) » CHO-BHK21 * TK6 (Homo sapiens spleen

« ATCC® VR-844™ (Baby hamster kidney cell) lymphoblast)
(Murine Sarcoma Virus) * HEK-293 (Human embryonic kidney) ¢ Umbilical Stromal Cells (Human)

» BALB 3T3 * Hela (Human) * Vero (African green monkey kidney
(Mouse embryo fibroblast) « MDBK (Madin-Darby bovine kidney) epithelial)

« CEF (Chicken embryo fibroblast) » XC-Rat

» Mesenchymal stromal cells

* GEL (Chicken embryo liver cells) * Mrc-5 (Medical Research Council

e CHO-K1 (Cricetulus griseus, cell strain 5)

Chinese Hamster ovary) « PG4 (S+L- Cat)
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/chemistry-manufacturing-and-control-cmc-information-human-gene-therapy-investigational-new-drug
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/chemistry-manufacturing-and-control-cmc-information-human-gene-therapy-investigational-new-drug
https://ec.europa.eu/health/human-use/advanced-therapies_en
https://ec.europa.eu/health/human-use/advanced-therapies_en
https://www.gmp-compliance.org/gmp-news/european-pharmacopoeia-chapter-2-6-27-microbiological-examination-of-cell-based-preparations-revised
https://www.uspnf.com/pharmacopeial-forum
https://journal.pda.org/content/early/2020/01/15/pdajpst.2019.010546
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* Acinetobacter Iwoffi * Cutibacterium acnes

« Aspergillus brasiliensis « Escherichia coli

* Bacillus cereus * Kocuria rhizophila

* Bacillus subtilis * Penicillium chrysogenum

* Burkholderia cepacia * Pseudomonas aeruginosa

« (Candida albicans « Staphylococcus aureus

* Clostridium sporogenes « Staphylococcus warneri

« Corynebacterium afermentans « Stenotrophomonas maltophilia

Celsis® Rapid Microbial Detection

Product Line B GLIIH Code

Celsis Adapt™ Concentrator Instrument

Celsis Adapl"" sample On-board firmwgre . AD9
Concentrator Instrument  POWer Supply with Type B, C, and G Regional Adapters 000
Washing Solution Adapter

Tubing Line & Clip

Celsis Adapt™ Cell Kit — 100 Assays
Contains:
Celsis Adamm Kits Celsis Adapt™ Cell Reagents AD1420
Celsis Adapt™ Concentrating Solution, Sterile x 3 cans
Celsis Adapt™ Tips, sterile, 0.2 um, Sterile x 40 tips
Celsis Adapt™ Maintenance Tip x 1 tip
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Celsis® Rapid Microbial Detection Additional Product Codes

Product Line B {LIH Code

Celsis Advance II™ Instrument

Contains:
Celsis® Advance Il.im software
USB-serial cable 7456004
Power supply
Cuvette rack
Reagent rack
Celsis® Instruments
Celsis Accel® Instrument
Contains:
Celsis® Accel.im software
USB-serial cable 7460288
Power supply
Cuvette rack
Reagent drip tray

Celsis® ATP positive control kit 1291483

Support Reagents Celsis® Daily wash & rinse kit 1290142N

and Consumables
Celsis® Monthly maintenance and cleaning kit 92828
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