LigaV® Ligating Clips

Product Description Card

0301-01S 0301-01M 0301-01ML 0301-01L 0301-01ML0O4 0301-01S20 0301-01M20
MGREN A'é’G Contact information:
Phone: +44 131 208 207 6
Grena Ltd, 1000 Great West Road, Brentford, EFax: +44 131 777 80 77
Middlesex, TW8 9 HH, United Kingdom

Product name: LigaV® Ligating Clips Product generic group Ligating Clips
Class lIb —rule 8 GMDN Code 35649

Intended Marking and/or ligating of any tissue structures or vessels during an operation for haemostasis or
use: marking purposes. The product can be used only by the qualified medical personnel.

LigaV® ligating clips are implantable medical devices made of medical grade titanium, which enst re<
proper level of biocompatibility. The LigaV® clip is formed into a V-shape from a rectangular wire with the
appropriate surreys on the inner side of the clip that enhance its grip on the tissue and enable its proper
nourishment. The outer serration helps to grip the clip in the applier’'s jaws and gives better stability of the
clip.

Product
description:

Product technical drawing
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Product dimensions”

Clips per Clip shape in Opened clip length Opened clip width
REF: PSP P b (outer) after loading (internal) after loading | Closed clip length
cartridge the cartridge ; ; . :
into applier into applier

0301-01S 6 V shaped 3,20 mm 2,10 mm 3,70 mm
0301-01M 6 V shaped 4,70 mm 2,90 mm 5,40 mm
0301-01ML 6 V shaped 8,00 mm 5,20 mm 9,00 mm
0301-01L 6 V shaped 11,90 mm 5,40 mm 12,30 mm

" the presented dimensions are average

Material specification:

Packing Specification*

Clip Titanium Primary packaging:
(S:a'r\';lridge for clips Acrylonitrile butadiene styrene Packing type Blister
—— _ Packing material Tyvek/PET

I(\:/laLr,tEdge for clips Nylon Quantity 1 cartridge per blister

DEHP NO 1. Packing material Carton box

Latex NO Size S, M (6 pcs.) 50 blisters per box
Size ML, L (6 pcs.) 20 blisters per box
Size ML (4 pcs.) 20 blisters per box

2. Packing material Cardboard box

EC certificate MDD 93/42/EEC Annex Il Size S, M (6 pcs.) 600 blisters per box

EN ISO 13485:2012/AC 2012 Size ML, L (6 pcs.) 240 blisters per box

ISO 13485:2003 under CMDCAS Size ML (4 pcs.) 240 blisters per box

EN ISO 9001:2008 * not applicable for 01S20 and 01M20

Notified body | TOV Rheinland

Recommended tissue thickness Sterile? YES

S 0,30-1,50 mm Sterilized by EO

M 1,00-2,50 mm Re-sterilization NO — Disposable use only
ML 2,50-4,00 mm Shelf life 5 years

L 3,50-7,50 mm

Description Description Description Description
Caution, consult oy Consult
accompanying I Keep dry Em instructions M Manufacturer
documents for use
Do not use if
Do not reuse package is Do not resterilize STERILE | EO Sterilized by EtO
damaged
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