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Pre-clinical vs GMP
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Quality Attributes Preclinical grade GMP grade
Quality Management System: os os
Manufactured, tested, released & distributed under ISO 9001:2015 Y y
Adherence to GMP guidelines no yes
Batch documentation yes yes
Regulatory compliance: USP <1043>, Ph. Eur. 5.2.12, ISO TS 20399 N/A yes
Process validation by 3 consistency batches no yes
Determination of DNA content no yes
Sterility testing yes Ph. Eur.
Purity = 95% 297%
Identity of product confirmed one method > two methods

Endotoxin testing

Determination of host cell protein
MCB/WCB fully characterized

Supplier and raw material control

Regulatory support: DMF, on-site audits, change notifications,

quality agreements, etc.

< 1000 EU/mg

no

*

yes

*

yes

no

<50 EU/mg or
<25 EU/mg

yes
yes

yes

yes

*All measures are applied for our preclinical grade, but these quality attributes cannot be verified in an audit

Please refer to Technote “CellGenix® rh Cytokines — Preclinical vs GMP” for a complete overview
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Cell Type

T Cells
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Dendritic Cells (DC)

Chondrocytes

Natural Killer Cells (NK cells)

Hematopoietic Stem Cells (HSC)

Pluripotent Stem Cells (iPSC, ESC)

Mesenchymal Stem Cells (MSC)
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CellGenix® rh Cytokines
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CellGenix® serum-
free GMP Media

IL-2, IL-7, IL-15, IL-21, TGF-B1 TCM Medium
IL-2, IL-15, IL-21 SCGM Medium
GM-CSF, IL-4, IL-1B, TNF-a, IL-6, IL-10, IFN-y* DC Medium
SCF, TPO, FIt-3L, IL-3, IL-6 SCGM Medium

EGF, FGF-2, Activin A, OSM*, HGF*, TGF-p1

EGF, FGF-2, PDGF-BB, TGF-31

FGF-2, PDGF-BB

All CellGenix® products are available in GMP and Preclinical grade, except *) Preclinical only
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CellGenix® GMP Dendritic Cell Medium (DCM)

Recombinant AR5 DC
Human  50pg __img | S0ug |
IL-3 1002-050 1402-050 500mL Bottle, w / Phenol Red 20801-0500
IL-4 1003-050 1003-1000 | 1403-050 500mL Bag, w / Phenol Red 20901-0500
IL-6 1004-050 1004-1000 | 1404-050 500mL Bottle, w/o Phenol Red 20805-0500
TNF-a 1006-050 1406-050 500mL Bag*, w/o Phenol Red 20905-0500
PDGF 1009-050 1409-050 CellGenix® GMP Stem Cell Growth Medium (SCGM)
IL-7 1010-050 1410-050 B A58 HSCICIK cells/NK cells
IL-1b 1011-050 1411-050
GM-CSF 1012-050 1012-1000 | 1412-050 500mL Bottle, w/ Phenol Red 20802-0500
IL-15 1013-050 1413-050 500mL Bag, w/ Phenol Red 20902-0500
IL-10 1014-050 1414-050 500mL Bottle, w/o Phenol Red 20806-0500
FLT-3L 1015-050 1015-1000 | 1415-050 500mL Bag*, w/o Phenol Red 20906-0500
ES('; 1816-858 1816-1888 m 6-353 CellGenix® GMP T Cell Medium (TCM)

7-05 - 7-05 N
SCF 1018050 | 1018-1000 | 1418-050 *ﬁﬁm itk T —
IL-21 1019-050 1419-050 | " 500mL Bottle, wio Phenol Red 20814-0500
IL-2 1020-050 | 10201000 | 1420-050 | [™4n00m| Bag, wio Phenol Red 20914-1000
FGF-2 1021-050 1021-1000 | 1421-050 | -
Activin A 1022-050 1422050 | On Reauest
TGF-B1 1026-050 1426-050
OSM 1423-050
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