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COMPANY OVERVIEW

U IndependantCompany
ocatedin southwestof
—rance

0 Manufacturer of flexibleBgl
bagsandassociated *
connectors

U 100%dedicatedto
pharmaceuticamarket
sincel97?2
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A Will containdifferentsolutions Fluids dextrose
solutionsglectrolytesdrugs contrastproductse )
A Variousvolumes and size

A Shapedaptedo application:
A Readyto administrate
A Readyfor reconsitution

A One or 2 tubes

Ve

A One or multichambers

A Variousconnectors
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GUIDELINESS: EUROPEEMA

GUIDELINE ON
PLASTIC IMMEDIATE PACKAGING MATERIALS

m European Medicines Agency

Inspections

Plastic packaging material for drug products

/ for inhalation, parenteral and ophthalmic adminislratD

for oral and topical other than ophthalmic administration

| Non-solid dosage forms l

Solid dosage form |

l Solid dosage form | | Non-solid dosage forms

| |

Material described in Ph Eur. or in the
pharmacopoeia of a Member State

Material described in Ph.Eur. or in the
pharmacopoeia of a Member State and/or
in accordance with Foodstuff legislation

PN

yes no

v l \J

*General information

(3.1)
*Specification (3.2)

*General information
(3.1)

*Specification (3.2)
+[nteraction studies

CPMP/QWP/4359/03 and EMEA/CVMP/CXX/03

*General information
(3.1)

+*Specification (3.2)
«Extraction studies (4)
Interaction studies (5)
*Toxicological
information (6)

*General informatio
(3.1)

*Specification (3.2
sInteraction studiesgif
necessary (5)

*General information
(3.1)

*Specification (3.2)
+[nteraction studies

*General information
(3.1

+*Specification (3.2)
«Extraction studies (4)

@EMEA 2005

Interaction studies (5)
*Toxicological
information (6)
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Container Closure Systems for Packaging
Human Drugs and Biologics
Guidance for Industry

7 U.S. FOOD & DRUG

ADMINISTRATION

Description Overall general description of the container closure system, plus:

For Each Packaging Component:

+*  Name, product code, manufacturer, physical description

- Materials of construction (for each: name, manufacturer, product code)
+*  Description of any additional treatments or preparations

Suitability Protection: (By each component and/or the container closure system, as appropriate)

» Light exposure

* Reactive gases (e.g., oxygen)

*  Moisture permeation

*» Solvent loss or leakage

+  Microbial contamination(sterility/container integrity, increased bioburden.
microbial limits)

+ Filth

*  Other

Safety: (for each material of construction, as appropriate)
- Chemical composition of all plastics, elastomers, adhesives, etc.”
«  Extractables, as appropriate for the material®
Extraction/toxicological evaluation studies, as appropriate
Appropriate USP testing
Appropriate reference to the indirect food additive regulations (21 CFR
174-186)

+  Other studies as appropriate

Compatibility: (for each component and/or the packaging system, as appropriate)
» Component/dosage form interaction, USP methods are typically accepted

*  May also be addressed in post-approval stability studies

Performance: (for the assembled packaging system)

»  Functionality and/or drug delivery, as appropriate

Quality Control For Each Packaging Component Received by the Applicant:
= Applicant's tests and acceptance criteria®

*  Dimensional (drawing) and performance criteria
+*  Method to monitor consistency in composition, as appropriate

For Each Packaging Component Provided by the Supplier:

- Manufacturer's acceptance criteria for release, as appropriate
+  Brief description of the manufacturing process

Stability * See section IILC.4
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Adaptedto the Intendeduse

CCS
=Protection



