Description

PB implant is a Patch & Plug 1b? class biocompatible

TECHNICAL FILE PB IMPLANTS

Advantages

™ medical device. This implant is [ Excellent shape memory properties

specially manufactured for optimal covering of weak areas caused by inguinal hernia

defect during open Lichtenstein repair.

[0 Good flexibility for an easy deployment in the
hernia location

The implant is sterilized under Ethylene Oxide process and is available 5 years after
sterilization. PB implant is sold under blister and Tyvek pouch, and packaged in filmed 0 Biocompatible ink mark for a better placement of

cardboard boxes.

(1)  According to ISO 10993 — 1
(2)  According to European Directive 93/42/CEE (2007/47/CE)

Materials

the implant.

[J Good efficiency and ergonomic due to its Plug &
Patch mechanism.

PB implants are made of knitted polypropylene:

»  Standard weight (PPT Std)
»  Light weight (PPT LW)

Composition

Process
Basis weight
Thickness

Pore Size

Burst resistance

Knitted polypropylene

100% Isotactic Polypropylene
Knitted Mono filament double strand

@ 0.15 mm
Ladderproof
Standard (PPT Std) Light Weight (PPT LW)
90g/m? 60g/m?
0,6 mm
Standard (PPT Std) Light Weight (PPT LW)
0,7 mm? 2,3 mm?

Knitted polypropylene

150 13938 - 1 >500kPa
Maxn;zl;;;::?:mn o >180N (Warp direction) >160N (Warp direction)
EDANA 20-2-89{;’PNT) >320N (Fill direction) >210N (Fill direction)
Elong;::)izgga;‘br:a:n T >80% (Warp direction) >100% (Warp direction)
S 20205 (pony >50% (Fill direction) >70% (Fill direction)
Porosity Standard (PPT Std) Light Weight (PPT LW)
NF S 94-801 : 2007 50% 60%
Oiling rate o
NFS94-167-5 <1,2%
Rejection -
Surfactant residue rate 0%
NFEN 1644 - 1 v
D044 v2 Approbation : 27/06/2016 [PM] [OC] [AAK] [MR][MDN)]
(UK) Because of the constant evolution of our technique and medical means, data in this document are given for informational purpose only.
These data can be updated and modified without prior notice.




PB IMPLANTS

References

Standard (PPT Std) Light Weight (PPT LW)
Patch 10x5cm
Plug @5cm 411105 412105
Patch 12x6cm
Plug @6cm 411126 412126
Patch 14x8cm
Plug @8cm 411148 412148
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Signs used in the label and in the Instructions For Use

For Single use only

A Refer to IFU D133

'@) Do not use if damaged packaging %) Do notsterilize again

g%

STERILE| EO|  Device sterilized under EO process

Available 5 years after sterilization
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