Hardware Gri-fiII®Sy$tem 3.0

Gri-fill® is a closed system which allows sterile solutions to be prepared in different volumes, contents and
proportions than those produced by the pharmaceutical industry, all without the need for laminar flow
hoods. The Gri-fill® 3.0 System can be placed inside a standard laminar airflow hood or biosafety cabinet
when extra protection is desired (ie with antineoplastics). The Gri-fill® System maintains sterility via the
principle of st;arile filtration and quality control when Gri-bags™ and Gri-flex™ final containers are used. Each

unit prepared undergoes final filtration through a 0.22 micron filter and its integrity is automatically verified.
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Key pad to access up to 40 stored drug
combinations or to create a new combination

Protective door. When opened prevents
the system from working, when closed
prevents access to the system

Flow distributor to control the process
(withdrawal of source solution, delivery
to final container, entry of air, etc.)
Load cell to measure pressures

Disposable, sterile set with standard
pre-attached 60mL syringe

Intake air filter
Gri-bag™ with 0.22 micron filter attached

Container for excess air and fluid
from priming (not visible)
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Hardware

Gri-fill* System 3.0

Added Process Control for Oncology

e While the incidence of documented chemotherapy medication
errors vary, the outcome of an error can be more serious with
up to 25% of chemotherapy errors resulting in deaths'

e Common sources of error cited have been non-computerized
orders, omission of information and increased workload?

e Systematic Process Control is critical in preventing errors

The Gri-fill® System simplifies implementation of standard
processes/protocols through storage of 40 specific combinations to
maximize control.

Protection

e Filtration of every dose in the pharmacy minimizes the
risk of inadvertent contamination during compounding and
gives the pharmacy confidence to assign dating based on
chemical stability of the medication

e Preparing parenteral admixtures in the pharmacy avoids
future handling, reducing the potential for medication errors
and the incidence of nosocomial illnesses®

USP <797>

e Calls for high quality assurance standards

e Calls for limits on expiration date assignment (“beyond
use dating”) without stringent sterility assurance controls

The Gri-fill® System maintains sterility of compounded sterile
products and documents the quality control unit by unit (integrity test
of filter at the end of each dose) when Gri-bag™ or Gri-flex™
containers are used.

Distributed in USA by:
Grifols USA, Inc

8880 NorthWest 18th Terrace
Miami, FL 33172

USA

Tel.: [800] 379-0957
www.gri-fill.grifolsusa.com

Manufactured by: Laboratorios Grifols, S.A. Can Guasch, 2 08150 Parets del Vallés, Barcelona, Spain.
Tel.: [34] 935 710 100 Fax: [34] 935 730 212 www.grifols.com
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Traceability

e After compounding with the Gri-fill® System, each bag
remains sealed, sterile, identified, and ready to administer

e Documentation of drug, dose, diluent, lot number, expiration
date, time of preparation and preparer can all be archived
by the user in an electronic file

Risk Management

¢ Minimizes the risk of inadvertent contamination
during compounding

¢ Avoids the risk of repetitive stress injuries from
pulling back and pushing on syringe plungers

e Minimizes the risk of medication error with a
systematic process

Applications

e Gri-fill® permits the compounding and mixing of any
liquid medication

e Permits compounding from 2 different source solutions in
small batch preparations or patient-specific preparations

e Ability to customize settings to adjust for differences in
viscosity and potential for foaming during compounding

e Can be linked with up to 7 additional compounders to
maximize efficiency

¢ Reconstitution mode allows for customized reconstitution
and filling with the same set

Please refer to user manual for detailed information about the safe
and appropriate use of the Gri-fill® System 3.0.
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