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Accelerat1ng Global Regulatory Approval of B1olog1cal Products 

GMP Grade Cytokines 
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1 mmu ne cell therapy, represented by CAR-T\N K cells has shown significant therapeutic effects in the treatment of various 

malignant tu mors such as leu kemia, lym phoma, and multiple myeloma. As more and more immune cell therapies enter the 

stage of clinical research, quality management systems have attracted more attention from the industry. During the 

process of immune cell therapy products, cytokines such as IL-15, IL-7, IL-21 are used as a key raw material for T\NK cell

activation and amplification. FDAand Chinese Pharmacopoeia have relevant regulations about the use of these key materi

als. The FDA CMC recommends using FDA-approved or clinical-grade materials. For Chinese Pharmacopoeia regulations, 

priority should be given to the use of low-risk materials such as GM P grade materials as opposed to non-GMP grade materi

als. Therefore, safe, effective, and compliant cytokines are crucial for the success of R&D processes and applications of 

immune cell therapy drugs. 

ACROBiosystems is committed to the development of high-quality reagents that are used in the clinical stage of 

immune cell therapy drugs. Based on the GMP-grade quality management system platform, combined with the 

production specifications of cell therapy drugs, we have successfully developed a series of high-quality GMP-grade 

cytokines such as IL-15, IL-7, IL-21. These products are produced with strict quality management and drug-level 

release testing standards. Our GMP-grade cytokines* can better assist the clinical research of immune cell therapy 

drugs and accelerate the global regulatory approval of biological products. 

* ACROBiosystems GMP grade products are designed for research, manufacturing use, or ex vivo use. CAUT/ON: Not intended for human in vivo app/ications. 

ACROBiosystems GM P Quality Management System 

Quality Management System 

� Manufactured and QC tested under GMP compliance 

� Designed under ISO 9001:2015 and ISO 13485:2016 

lv'i Animal-Free materials 

� Materials purchased from approved suppliers 

� ISO 5 cleanrooms and automatic filling equipment 

� Qualified and well-trained personnel 

� Fully batch production and control records 

lv'i Equipment maintenance and calibration 

� Validation of analytical procedures 

� Stability studies conducted 

lv'i Comprehensive regulatory support files 

� ..... . 
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Strict quality standards (Example for GMP IL-15 release standard)

画
画
画
画
画

SDS-PAGE purity >95°/o

Endotoxin level less than 10 EU/mg

Residual Host Cell DNA content less than 0.02ng/µg

Residual Host Cell Protein content less than O.Sng/ug

Biological activity >0.8 x 107 1U/mg
(Reference the WHO Human IL 15 (NIBSC code: 90/530) as standard) 

也

包

也

Mycoplasma testing

In vitro virus assay

Comprehensive stability data support
(accelerated, freeze thaw, long term, shipping stability verification) 

国5

压5

Batch-to-batch consistency

· ． ． ． ． ．

也 Microbial t巳ting

16 quality control standards
Excellent Safety Profile
(testing for sterility, mycoplasma, 
endotoxin, and residual impurities). 

High stability and batch-to batch consistency

ISO 5 clean rooms used for filling

Raw materials and packing materials are registered

Facilities are available fo 「 online and on-site audits

A comprehensive set of regulatory documents is available

Validation reports for analysis methods are available by request

FDA DMF filing in progress Scan the QR C。det。
Request for Free Sample 

IL-15 GMP-Ll5Hl3 GMP Human IL-15

IL-7 GMP-L07Hl4 GMP Human IL-7

IL-21 GMP-L21Hl8 GMP Human IL-21
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’ High purity ’ High bioactivity 

High purity than 90°/oof GMP Human IL-15 Human IL-15 stimulates proliferation of CTLL-2 cells 
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GMP Human IL-15 (Cat. No. GMP-Ll5Hl3) stimulates the 
proliferation of CTLL-2 cells. The ECSO for this effect is 1.004 
ng/ml, corresponding to a specific activity of> 0.8 x 10117 
JU/mg, which is calibrated against human IL 15 WHO 
International Standard (NIBSC code: 95/554). 
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’ High stability 

Validation of Accele 「ate and F 「eeze-thaw stability Long-term stability testing (4。C)

Human ll-15 stimulates proliferation of CTLL-2 Human IL-15 stimulates proliferation of CTLL-2 
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GMP Human IL-15 (GMP-Ll5Hl3) is stable in undiluted 
samples at 25。

c for 72 hours and freeze-thaw 3 times 
without performance reduction. 

GMP Human IL-15 (GMP-Ll5Hl3) is stable in undiluted 
samples at 4 °C for 14 days without performance reduction 
performance reduction. 

” High batch-to-batch consistency 

Human ll-15 stimulates proliferation of CTLL-2 

0 0,001 0.01 0.1 1 10 lOC 

Human IL-15 Conc.(ng/ml) 

Bioactivity of three diffe「ent batches of GMP Human IL-15 (GMP-Ll5Hl3) verified by 
cell-based assay, and the result shows very high batch-to-batch consistency. 
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+ 1 800-810-0816 (US/ Canad�
+ 86 400-682-2521 (Asia & Pacific)
techsupport@acrobiosystems.com
www.acrobiosystems.com
1 Innovation Way,
Newark, DE 19711
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