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1 DESCRIPTION
‘Histoacryl® LapFix is a procedure pack designed to provide the needed for the
laparoscopic fixation of surgical meshes in hernia surgeries when the meshes are not in-
~contact with internal organs.
~ Histoacryl® LapFix is compounded of the following one single use sterile products:
= Histoacryl® LapFix Cannula (B. Braun Surgical, SA)
= Histoacryl® 0.5 mL (B. Braun Surgical, SA)

Histoacryl® LapFix — Cannula is a single-use medical device. The cannula is designed for
exclusive use with Histoacryl® and Injekt® 2mL Luer Lock Solo for the laparoscopic
fixation of surgical meshes in hernia surgeries when the meshes are not in contact with
internal organs. The cannula is supplied sterile packaged with easy peel opening.

Histoacryl® is a tissue adhesive produced from n-butyl-2-cyanoacrylate which can be

used for mesh fixation during hernia procedures. Thegadhesivenisupresentedpingfiexiole
(plasticsampoulesiofioisamimFor easy assessment of the thickness of the layer which has

been applied Histoacryl® is coloured blue with the dye D&C violet No. 2.

2 INDICATIONS

Histoacryl® LapFix is indicated to deliver Histoacryl® for the laparoscopic fixation of

surgical meshes in hernia surgeries when the meshes are not in contact with internal
organs.

3 MATERIAL SPECIFICATION
Components Histoacryl® LapFix
~ Histoacryl® Histoacryl® LapFix Injekt® 2 mL Luer Lock
Cannula Solo Syringe

Material  A=butyl=2=» Stainless steel 1.4301, Polypropylene /

Colour Blue Metallic cannula, Green plunger,
transparentitip’andicover transparent barrel
tube.

Sterilizati ‘AS€pticitechnigue® cthyleneoxide'gas ethylene oxide gas

on The procedure pack is not sterilized.
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4 STORAGE / SHELF LIFE

Storage:  Storable at temperatures below 22°C
Shelf-Life: 2 years

Packaging:
. Foil packaging (Histoacryl®).
. Tyvek Peel Pouch (Histoacryl® LapFix — Cannula)
. Medical grade paper and plastic Film (Injeckt® 2 mL Luer Lock Solo
Syringe).
5 CERTIFICATIONS

All products included in this pack are CE marked products.
Histoacryl® is a class Il product (fixation of hernia meshes).
Histoacryl® LapFix — Cannula is a class Ila product.

Injeckt® 2 mL Luer Lock Solo Syringe is a class Ism product

6 LABEL POUCH
Warnings
CN;::O?;”t—» Histoacryl® LapFix — Cannul o
Description— Histoacryl® Applicator %
Reference
CE Mark — C € 0123 =21 1052008C
Sterilizatior—> |STERILEIEO ® A »
Do not resterilize Rx Only o] 122081
B/BRAUN 3 p.aun Surgical, SA.
Rubi. Spain - 2202 7-02-21
Manufacturer

Expiration date



@ Histoacryl® Applikator @Applicateur d'Histoacryl® & Aplicador de Histoacryl®
@Applicatore per Histoacryl® @Histoacryl® applicator @DAplicador Histoacryl®
@Histoacryl® kudosliima-applikaattori @E@apuoyéag Histoacryl® e®Histoacryl®
Description —— applikator @Histoacryl/®-applikator @Aplikator preparatu Histoacryl® €@Aplikstor
Histoacryl® @Histoacryl® felrakdé @ Aplikdtor Histoacryl® & Armvmkarop Ha
Histoacryl® @@ Histoacryl®-applikator &Aplicator Histoacryl® @Ammmkatop

Histoacryl® @Histoacry® Aplikatdr

Histoacryl® ¥ SRS

B BRAUN

Injekt®LuerLock Sol¢

2mil

Expiration date ——* 2024-10-01
Manufacturing date — 2019-10-28

Name of component— "

Batch, reference and {i07] 19L28C8 B¢
GTIN code 4806701V [ty

Drawing of the
product -

Mazglacturing S.ie: ALNY
F B Eran fusch ('h‘
C"‘QNBMW'-H‘.:

MMM by: B Fraus
Wh& ammm Fi

Manufacturing site ——

For label pouch of Histoacryl®, check Histoacryl® Technical File.
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BOX SYMBOLS included from CE MDR
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Product
Name Label pack
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REF| (1) Catalogue number

UDI|  (2) Unique Device Identifier

LOT| (3) Batch code

g (4) Use-by date
[E] (5) Consult

® (6) Do not reuse
A (7) Caution

/ﬂ/ (8) Upper limit of temperature

L2,
Z;Ori:d —~ Histoacryl® LapFix X1 © = 1052008 %

2 2 1050044 HISTOACRYL BLUE 0,5ML

codes of 3

Nr  Qty Code Description
- 1 4606701V INJEKT 2 ML LUER-LOCK
Units and { -

pack
components P240506001 g 2026-05-06

17)260506
10)P240506001
i @ A |
“ MU0 RV 0T ) {
(01)04046955052066

B | BRAUN B. Braun Surgical, S.A.
Ctra. de Terrassa, 121
WAL G
(17)260506(10)P240506001 T

Manufacturer
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