Bead Block

Embolic beads for the embolisation ‘
of arteriovenous malformations, benign
prostatic hyperplasia’, and hypervascular
tumours including uterine fibroids’

DESCRIPTION
Bead Block® is a preformed, deformable blue-tinted microsphere consisting of a biocompatible, acrylamido polyvinyl alcohol macromer.
Bead Block® comprises a range of hydrogel microspheres that are biocompatible, hydrophilic, nonresorbable and precisely calibrated.

INDICATIONS
Bead Block® is intended to be used for the embolisation of hypervascular tumours, including uterine fibroids* and arteriovenous
malformations (AVMs). Bead Block® is also intended to be used for the treatment of symptomatic benign prostatic hyperplasia (BPH).*

PRESENTATION

e Single-syringe pack
- Each pack contains a single 20ml syringe presented in a sterile, sealed pre-formed Tyvek® peel-away tray
- Each syringe contains approximately 2ml of Bead Block® in physiological buffered saline (total volume approximately 6ml)
- Each syringe is intended for single patient use

o Two-year shelf life from manufacture

e Steam sterilised

* Size restrictions apply to this indication. Please see table below.

PRODUCT CODES INDICATION
Bead Block® BTG Label Hypervascular Uterine Prostatic
Size Product Colour Tumours and Fibroid Artery
Range Code Arteriovenous Embolisation Embolisation
malformations (UFE)* (PAE) for BPH*
Bead Block® 100-300um EB2S103 Yellow v/ Yes X No v Yes
Bead Block® 300-500pm EB2S305 Blue v/ Yes X No v Yes
Bead Block® 500-700um EB2S507 v/ Yes v/ Yes X No
Bead Block® 700-900pm EB2S709 Green v/ Yes v/ Yes X No
Bead Block® 900-1200pum EB2S912 Purple v/ Yes v/ Yes X No

» Bead Block® are precisely calibrated for targeted embolisation

* Bead Block® are compressible for smooth passage through microcatheter.
They regain their spherical shape quickly for effective vessel occlusion

* Bead Block® resist attrition, fragmentation and aggregation,
all of which may compromise embolisation outcomes
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BTG CUSTOMER SERVICES TEAM: customer.services@btgplc.com

AUSTRIA tel. +43-720880739 NETHERLANDS tel. +31-202410932
BELGIUM tel. +32-28087916 PORTUGAL tel. +351-308802698
FRANCE tel. +33-184884056 SPAIN tel. +34-911981738
GERMANY tel. +49-3030809275 SWITZERLAND tel. +41-315280675
IRELAND tel. +353-15134139 UK tel. +44-2033187881
ITALY tel. +39-0694805067 OTHER COUNTRIES tel. +44-2033187881

MANUFACTURE AND CERTIFICATION

Bead Block® is manufactured by Biocompatibles UK Ltd,
a BTG International group company. CE Mark 0086,
Steam sterilised, single-use, non-pyrogenic, latex-free.

Biocompatibles UK Ltd,

a BTG International group company,
Chapman House, Farnham Business Park
Weydon Lane, Farnham

Surrey, GU9 8QL, UK

PATENTS

US 5,583,163
US 6,652,883
UsS 6,676,971
us 7,070,809

EXPLANATION OF SYMBOLS ON BEAD BLOCK® PACKAGE LABELS

c € Product fulfils conformity assessment according to Council
0086  Directive 93/42/EEC verified by BSi. Product class: llb

REF Catalogue number
Batch number / Lot number
Do not reuse

Attention see instructions for use
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STERILE

Steam sterilised
Use before / Expiry
Protect from light

Protect from moisture
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Do not freeze
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