Global Labeling Solution

Virtify

The Complete Web-based SPL Solution

Virtify’s Virtx SPL solution is designed to meet the FDA’s
Structured Product Labeling (SPL) standards and require-
ments. The solution enables biotechnology and pharmaceu-
tical organizations to Author, Review, Publish and Trans-
mit labeling information, within a collaborative, secure
web-based environment.

Compliance and Security

e 21 CFR Compliant Solution with Audit Trails

e Role-based Access Control

e eCTD Compliant labels
e Validated Solution

Collaboration and Integration

e Integration with commercial document management
systems

e Integration with eCTD and other Virtify Products
o Collaborative Review Environment

Integrated Reporting Engine

e Submissions Lifecycle Management

e Drug Listing/Code Vocabulary lookup/Configuration
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Xanamumab is 3 murine IgG2a lambea monoclonal antibody directed against the CD20 antigen, which is found on the
surface of normal and malignant & lymphocytes. xanamumab is produced in an antibiotic-free culture of mammalian
cells and is composed of two murine gamma 2a heawy chains of 600 amina acids each and twa lambda light chains of

%anamumab is supplied as a sterile, pyrogen-free, clear to opalescent, colorless ta slightly yellow, preservative-free
liquid concentrate, It is supplied at a nominal concentration of 20 mg/mL Xanamumab in 35 mg and 235 mg single-
use vials, The farmulation contains 10% (w/v) maltose, 145 mM sodium chioride, 10 mM phasphate, and Water for
Injection, USP, The pH is approximately 7.2
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About Virtify

Virtify is the market leader in Enterprise
Content Compliance solutions for life
sciences. Organizations rely on Virtify

to reduce time-to-market, risk, and
costs by managing and automating the
complex regulatory compliance and con-
tent exchange requirements throughout
the product life cycle. Virtify’s easy-to-
use Virtx software suite is the industry’s
only solution to provide a secure, col-
laborative web-based environment for
managing regulated content throughout
the entire continuum- from pre-clinical
through product registration to commer-
cialization.
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Virtify, Inc. is headquartered in Cambridge, Massachusetts (USA), 55 Cambridge Parkway, Suite 410, Cam-
bridge, MA 02142 and has additional facilities throughout North America, Europe and Asia. For sales or ser-

vices information call 617-252-0770 or visit www.virtify.com. . . f




