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STUDY INFORMATION

stance Toe: EES
Synonyms/Codes: + H-25878

Haskell Number: 25878

‘KnownImpurities: None

Sponsor: E.L du Pont de Nemours and Company
Wilmington, Delaware 19898
USA.
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SUMMARY

Attached are reports (AppendicesA - C) from North American Science Associates, Inc. The
results for the H-25878 sample are:

Test Results
Cytotoxicity ISO Intracutaneous 1SO Muscle

Test Substance (Agarose Overlay) Sct CSO’ Implantation(7 day)
H-25878 e d d NS°©—HE eodaNe

a Sodium chloride exc© Coton sad oil extract© Noevidenceaf el bis or toxicity4 Nocidenceofsignificant imiaton.Primary ation Index Charcirzatons Negligible© Notsignificant

Study Monitor: [ 26- Hug 243CarolFrayB.A. DateStuffToxicologist
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APPENDIX A
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H-25878 Cytotoxicity Study Using the ISO Agarose Overlay Method
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APPENDIX B
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H-25878 ISO Intracutaneous Study

~~ CompanySanitzed.Dass not contain TA Gay

-_—



aesoNwommatioTeisewwe
-

cs -
=] _— =

aataassronment
—
—
ws

— sosenoy marwe HUprEo SREEEEE en
noes

companySnesbosotson TSOACH
- nnnn--



EF

-
saan

—

uiCC

~

esas

= ‘Sanitizoq.pqSoo -~ en aca



25078 150 BcompaiyTsng —LawObowpubioTespues
—_

3 =rnsoncnz
TUTRSi agli to TennEr de
Lt ter tsSs ety:eereEeoler iSammiBile TE
JESEE mn eere
nymtpmeterds pres

EuEEEREi=Ear

—~

irr Bris dmad D.Moslager,By Completed(EET

—.
NAMSA EE erssa RARER

SYSerine,Does,
"cry.I



H5878: 150 Biocompatbily Testing Dupont13216

cnng) ne (Cg)
‘nmopuero

ettsiletebl asineddeccsves eidfe rma bed neitoenn OpinionSion 59:PoBnDcut:TtfinsSes.TopasofehIch cedEa enoottosMon i.Toot kvcdcoe2.300.Toiswe boemeoay.

arms
he alpovided posea td nd td ms
Tesi nas
ito: Netspiod

Sorgen Ros tempers
ver: astmctSPwisn50Sr 0

[I
1a PeContinof int © ep =—~ sw =

Emons
Teese:
spi 5k tlscamer)Hs Novia vinSome treo= omwee olpusiona SevMienriot friAe boeomieionstat pe

nfTo Se
cts conte nti eidhc150 in ames hseiDe iomer ns.

raters

Sete Benes Ach

-



0epre sé
~

=J on. CRYteATE wesserssaconsrractormerer Er——mvsmeSEs— EEasHeFferaremensesFnSh"EEREEeEEEBErt mmr~ ETE———————PoIEstsn tserBeEE TEREETSESSEEE

wnNAMSA  ===mpmmimssses

~~ CompanySaniized.DossnotcontainTSCAGBI



ES 150Bonny Teng Duroni1g

fd ryCoteromist escn 34. 47s,re rtSI Tm ee een tespiIR
ERvTEEAGR) [wane|Ebon || [EeBesmomuronena erm || [NeWere yen Venta ee!Em ue| [EESEmi[1[EeER
re hi ee nceeect cetLtoh dso nrEE,a ehEL RL ESREBEe ltTE

J.
Bectonstnrtpgets.tbr npon hoSl Eon EEmtrT—_ i
mtmt ety. ist AtAp etm rsony iy hy ane rorspm

CEEEEE]=]
[CBeeread ow |Peete a ©(TBs a aT=|we]Sr reteTeee

pers
NAMSA aRaa:mn EE

"PanySani,— 29%etcont,
"scacay

-—



H2597:150 BiocompathityTesing Dupo 13216EE

—_

3 acoscuusion
fe—aleinTh ey iCe

AscoRDsTOMGE
Aenpigs cy nd cp i rdrp oeedsp AMSA ve

Prone
phate PT

— Com Sent _
£00not omy "ihTSA ogy-Y



an: 0BTt rmnonsomeemsiytassowen
-

fom) re
sms

em——
enesEhe

: : HHHE

a~ Ea
£msom

SA 20 nay, Wentc nsnsP98 80C8

Fa rrrPR cy

-
CompenySontized.Doggpy,

ContainTsca ogy



125878: 150 Biocompaibiliy Testing Duponti3216=moocomubliyeiswean
—
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H-25878 USP Muscle Implantation Study
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