bietechne GMP N-2 MAX Media Supplement (100X), Animal Free

RD , Animal-free Media Supplement for Ex Vivo Cell or Tissue Manufacturing
SYSTEMS Catalog Number: AR016
Volume: 5 mL

PRODUCT DESCRIPTION

GMP N-2 MAX Media Supplement is manufactured using animal-free raw materials in an animal-free laboratory following
cGMP guidelines. This media supplement can be added to base media formulations to support the expansion of neural stem
cells (1) under cGMP-grade culture conditions. GMP N-2 MAX Media Supplement has been modified from the Bottenstein’s
formulation (2) to be compliant in ex vivo cell and tissue manufacturing work flows. It is supplied as a 100X concentrate.

STABILITY & STORAGE

Product is shipped on dry ice. Store in the dark at < -20 °C in a manual defrost freezer. Do not use beyond the expiration date.

MEDIA SUPPLEMENT COMPONENTS

COMPONENT AMOUNT (pg/mL)

Recombinant Human Insulin 2500

Recombinant Human Transferrin 10,000

Putrescine 1611

Selenite 0.52

Progesterone 0.63
PRODUCT TESTING

TEST SPECIFICATION

Endotoxin Level <2 EU/mL for a 1X solution

Mycoplasma Negative when tested in a ribosomal RNA hybridization assay

Sterility Tested to USP <71> sterility guidelines

Activity Supports expansion, maintenance, and differentiation of rat cortical stem cells
SAFETY INFORMATION

« For use in preclinical research or for ex vivo cell and tissue manufacturing.
« Not intended for direct administration into humans or animals. Not for parenteral use.
- The safety and efficacy of this product in diagnostic or other clinical uses has not been established.

PRECAUTION

When handling bio-hazardous materials such as human cells, safe laboratory procedures should be followed and protective
clothing should be worn.

LIMITATIONS

+ This reagent should not be used beyond the expiration date indicated on the label.
- Do not use if package is damaged. Use undamaged and sealed bottles only.
« Results may vary due to variations among cells derived from different donors.

MEDIA PREPARATION

Dilute GMP N-2 MAX Media Supplement 1:100 in basal media before use. The diluted medium may be stored in the dark at
2-8 °C for up to 2 weeks.

Note: For ex vivo cell or tissue manufacturing applications, this supplement should be used in combination with GMP-compliant
base media and raw materials.
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MANUFACTURING SPECIFICATIONS

R&D Systems®, a Bio-Techne® Brand's GMP media are produced according to relevant sections of the following documents:
USP Chapter 1043, Ancillary Materials for Cell, Gene and Tissue-Engineered Products and Eu. Ph. 5.2.12, Raw Materials of
Biological Origin for the Production of Cell-based and Gene Therapy Medicinal Products.

R&D Systems quality focus includes:

« Manufacturing and testing under an 1ISO 9001:2015 and ISO 13485:2016 certified quality system.
« Documented processes and QA control of documentation and process changes.

« Personnel training programs.

- Raw material testing and vendor qualification/monitoring.

« Fully validated equipment, processes and test methods.

« Equipment calibration schedules using a computerized calibration program.

- Facility maintenance, safety programs and pest control.

« Material review process for variances.

« Monitoring of stability over product shelf life.

Additional testing and documentation requested by the customer can be arranged at an additional cost.

Production records and facilities are available for examination by appropriate personnel on site at R&D System in Minneapolis,
Minnesota USA.

R&D System sells GMP products for preclinical or clinical ex vivo use. They are not for in vivo use. Read the following End of
Terms prior to using this product.

END USER TERMS OF USE OF PRODUCT

The following terms are offered to you upon your acceptance of these End User Terms of Use of Product. By using this
product, you indicate your acknowledgment and agreement to these End User Terms of Use of Product. If you do not agree
to be bound by and comply with all of the provisions of these End User Terms of Use of Product, you should contact your
supplier of the product and make arrangements to return the product.

We suggest you print and retain a copy of these End User Terms of Use of Product for your records.

The End User is aware that R&D Systems, Inc. sells GMP products for preclinical or clinical ex vivo use and not for in vivo use.
The End User further agrees, as a condition of the sale of R&D Systems GMP products that: a) the End User will not use this
GMP Product in any procedure wherein the product may be administered to humans, unless the End User has obtained, or
prior to their use will have obtained, an Investigational New Drug (IND) exemption from the FDA and will use the product only
in accordance with the protocols of such IND and of the Institutional Review Board overseeing the proposed research, or b)
the End User will use the products outside of the United States in accordance with the protocols of research approved by the
Institutional Review Board or authorized ethics committee and regulatory agencies to which the End User is subject to in their
territory.

R&D Systems, Inc. has the right, at its sole discretion, to modify, add or remove any terms or conditions of these End User
Terms of Use without notice or liability to you. Any changes to these End User Terms of Use are effective immediately
following the printing of such changes on this product insert. The most recent version of these End User Terms of Use of
Product may be found at: RnDSystems.com/Legal.

You agree to review these End User Terms of Use of Product to ensure any subsequent use by you of R&D Systems GMP
Products following changes to these End User Terms of Use of Product constitutes your acceptance of all such changes.
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