ANALISI CHIMICO-FISICHE
k" MICROBIOLOGICHE

SAS

‘ BIOCOMPATIBILITA’
C _‘ CONSULENZA TECNICA
BIOTECNOLOGIE

Messrs

I ndustrie Plastiche Lonbarde SpA
Via L. da Vinci 13C

21023 Besozzo VA

Zol a Predosa, 25/06/2010

Ref. Your Order of the 19/05/10

REPORT N. 1136-4/10

CONFORM TY TO USP XXXI'I Ed. 2009 CLASS VI AND OTHER NORVATI VE REFERENCES

Test Subst ance

Descri ption: Pharnast eel

Code: J4 01 015.1000.4

Lot: CO 3561 del 29/04/2010

Sterilization: n.r.

Recei pt nunber: 1136

Recei pt date: 21/05/2010

Sanpling carried out by: Industrie Plastiche Lonbarde SpA

Scope

The sanples above described were submtted to the tests listed in
Table in order to denonstrate their bioconpatibility according to USP
XXXI'l Ed. 2009 C ass VI and other normative references.
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Test Test Report Normati ve references

I ntracut aneous reactivity 1136- 1/ 10 USP XXXI'I Ed. 2009

test in the rabbit | SO 10993-10: 2002/ And 1: 2006
. o ASTM F 750- 82

Acute system c toxicity 1136- 2/ 10 USP XXXI | Ed. 2009

test in the nmouse | SO 10993-11 : 2006

Inplantation test in the 1136-3/ 10 USP XXXI | Ed. 2009

rabbi t

CONCLUSI ONS

Referring to the above listed Test Reports the Test Substances neet
the requirenments of USP C ass VI and consi dered normative references.

Study Director: G ovanni Bassini, Ch. Eng. é/im/ * Baaalol
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