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A copy of the current certificates and declarations of conformity relative to the Durasear,, durar searant system and to its appricationaccessories (Extended Tip Applicator, MicroMyst'Applicato=ni no*nugrlator) are included in the Appendix.

;::ilffi::Ti:f:*i:H documents ror ouraieat" durar sealant rvrt.nirisht be updated. A copy orthese updated documenrs wi,

t.z lndications
The Duraseal" dural sealant system is intended for use as an adjunct to standard methods of durar repair, such as sutures, to providewatertight closure.
The Extended Tip Applicator is intended for use in the simultaneous derivery of two non-homogenous sorutions onto a surgicar site.The MicroMyst'Applicator is intended for use in the delivery ort*o ,on-r',omogenous sorutions onto a surgicar site.The Flow Regulator is intended to provide pressurizeo gas (ir o,. n;irog.n) ro gas-assisted applicators.

t.3 Contraindications
Do not apply the Duraseal'" Dural sealant in abdom.inopelvic surgical procedures for use as a searant or adhesion barrier.Do not use Extended Tip Applicator, Microlysi'Applicator rri Ho* Regulator for other indications than ones provided in theinstructions for use.
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Dualliquidnpplicator

Clear Precursor Syringe

Tend-er Package. DuraSeal Dural Sealant System
Document for use ouEide the USA onlu

z. Description and presentation

z.r Description

Ii::::f::]^1,::1 :"r,rrr system-consists of componenrs for prepara
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delivery of a syn bable surgical sealant.
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2.2 Presentation
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3 Spray Tips

Powder Vial Blue Precursor Syringe
Syringe Holder Plunger Cap
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