stryker

Stryker A Complete Solution for
Interventional Pain \ertebral Compression Fractures

Products designed to meet the specific needs
of percutaneous cement injection procedures.
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As one of the world's leading manufacturers of bone cement, Stryker has implanted more
than 23 million doses over the last three and a half decades. This success is grounded
in Simplex™ P bone cement, the first surgical bone cement approved by the FDA for total
hip replacement. Since then, Stryker has continued to set an industry standard in
providing physicians with a range of bone repair cements that address viscosity and
working time preferences for percutaneous vertebroplasty.
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VertaPlex

Overview

VertaPlex™ has been developed for the
physician desiring higher initial viscosity

and longer working time. Great for kyphoplasty
and multiple level vertebroplasties, VertaPlex'™
maintains a desirable toothpaste-like

consistency for an average of 18 minutes.

Features

e Higher initial viscosity

¢ |ncreased working time — approximately
18 minutes

e |nvivo (37°C) set time 10.2 minutes

e | ower creep rate

e Greater visibility in radiology images

e 30% barium sulfate concentration

VertaPlex Ordering Information
(Sterile; 2 per box)

406-422-000
VertaPlex 20 Gram Twin Pack (1/2 Dose)
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SpinePlex:

Overview

SpinePlex™ is a derivative of Simplex P bone cement.
It contains the same polymethyl metacrylate and is
manufactured using the same proprietary process.
Simplex P has proven through clinical testing to have
high fatigue, compressive, and flexural strengths, and
low creep.
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Features i
e Derivative of Simplex P bone cement ST U
e Proven strength ' *::.ﬁ“*?«‘%;,:
e Optimal viscosity is attained quickly
* Working time of 10-12 minutes ‘I“I““II
¢ Invivo (37°C) set time 8.2 minutes * 07000402,

e Greater visibility in radiology images

e 30% barium sulfate concentration

Recommended SpinePlex Ordering Information
Companion Products (Sterile: 2 per box)

e PCD 406-222-000

e \ertePort SpinePlex 20 Gram Twin Pack (1/2 Dose)

o All Vertebroplasty Needles



AUtO |D | exw I\/I ixer & KJ‘::F?eliﬁ‘igfast and easy to use.

With the press of a single button, it mixes, transfers,

De| i\/e ry SySte m and primes (ready to inject) highly viscous bone cement

for delivery in less than 60 seconds.

Mixing

e Automatically mixes, transfers, primes, and is ready for delivery
in less than 60 seconds, streamlining procedure time

e Automatic blending and transferring of cement

e Provides consistent and thorough mixing, eliminating human
error and variability

Delivery

e Lightweight, comfortable, ergonomic, handheld delivery injector

14cc of deliverable cement

Closed mixing, transfer, and delivery system prevents exposure to harmiul fumes
40cm flexible extension tube provides radiation safety

e New ergonomic luer design

Delivers 0.25cc per half tum

e Simple and reliable handheld injection

Add powder through Add monomer Lock lid onto Press and release
supplied funnel mixing chamber mixing button



AutoPlex Ordering Information
(Sterile; 2 per box)

605-887-000
AutoPlex System Kit without Needles

e Xvoid

e \ertaPlex (1/2 Dose)

e \ertePort

o All Vertebroplasty Needles

Remove tube from Remove delivery device
mixing device from mixing device



PCD  Precision  greies

An all-in-one mix and delivery system, PCD
offers physicians ease of use, desired cement

Ge m e nt De | i\/e ry consistency, and procedure efficiency.

Mixing

Delivery

Mixes in approximately 2 minutes
Closed vacuum mixing system is proven to enhance the cement's capabilities

Hands-free transfer of mixed cement to delivery cartridge

Mixing blade consistently blends cement powder and liquid together to form desired viscosity
“Lock-down” lid and charcoal filter lock in and evacuate PMMA fumes

Hand-operated allowing precise delivery of mixed cement
with O.4cc per half turn of delivery base

Delivery cartridge and extension tube provide radiation safety
with more than 42cm in total length

Provides 10cc of deliverable cement

Add powder and monomer Attach mixing blade Mix cement Remove hand mixer: Push
through supplied funnel and lock into place grey button inward, rotate
clockwise, then pull handle
straight up and out of mix
chamber



Attach extension tube by
rotating counterclockwise

Transfer and prime system
by turning the base of the
mixing chamber clockwise

PCD Kits Ordering Information
(Sterile; 4 per box)

506-482-000

10 Gauge PCD Precision System Kit

Includes: One precision mixer/delivery system, one mixing head assembly, one delivery
cartridge, one right angle extension tube, one 10 gauge four-faceted tip match-ground
introduction needle, one 10 gauge interchangeable bevel stylet, one vacuum hose, one
funnel.

506-483-000

11 Gauge PCD Precision System Kit

Includes: One precision mixer/delivery system, one mixing head assembly, one delivery
cartridge, one right angle extension tube, one 11 gauge four-faceted tip match-ground

introduction needle, one 11 gauge interchangeable bevel stylet, one vacuum hose, one
funnel.

506-485-000

13 Gauge PCD Precision System Kit

Includes: One precision mixer/delivery system, one mixing head assembly, one delivery
cartridge, one right angle extension tube, one 13 gauge four-faceted tip match-ground
introduction needle, one 13 gauge interchangeable bevel stylet, one vacuum hose, one
funnel.

506-486-000

PCD Precision System Kit Without Needles

Includes: One precision mixer/delivery system, one mixing head assembly, one delivery
cartridge, one right angle extension tube, one vacuum hose, one funnel.

506-489-000

10 Gauge 9" long needle PCD

Precision System Kit

Includes: One precision mixer/delivery system, one mixing head assembly, one delivery
cartridge, one right angle extension tube, one 10 gauge 9" long four-faceted tip match-
ground introduction needle, one 10 gauge 9" long interchangeable bevel stylet, one
vacuum hose, one funnel.

e SpinePlex (1/2 Dose)
o \ertePort
e All Vertebroplasty Needles



Vertepral Bone Biopsy Kit

Overview

The Stryker Vertebral Bone Biopsy Kit can be used with our standard 10, 11,
and 13 gauge 5" needles. The coaxial design allows for biopsy collection of a
core sample while advancing the access needle into the vertebral body. This
streamline technique can be used in conjunction with a vertebroplasty
procedure or independent biopsy.

Features

e Pre-packagedin 10, 11, and 13 gauges

e [Fasy, streamlined approach

e Enables access for subsequent procedures

e Radiolucent handles allow unobstructed image of bony landmarks
and precise needle placement

Bone Biopsy Kit Ordering
Information (Sterile; 6 per box)

306-105-000
10 Gauge 5" Bone Biopsy Kit

306-195-000
10 Gauge 9" Bone Biopsy Kit

306-115-000
11 Gauge 5" Bone Biopsy Kit

306-135-000
13 Gauge 5" Bone Biopsy Kit

® 10 Gauge 5" Diamond Tip Match-Ground
Introduction Needles

* 11 Gauge 5" Diamond Tip Match-Ground
Introduction Needles

e 13 Gauge 5" Diamond Tip Match-Ground
Introduction Needles




Needles Ordering Information
(Sterile; 6 per box) N e e d | e S

306-100-000
10 Gauge 5" Diamond Tip Match-Ground Overview

Int tion Need| D .
nireduction Neede Stryker's needles offer flexibility in accessing the vertebral body and

306-101-000 delivering bone cement during VCF treatments. The easy to use
110 Crugn & Brevel T hiieieh-Ceuns match-ground diamond tips are sharp and efficient in cutting bone,

Introduction Needle ) i -
while the beveled stylets offer high control and maneuverability.

306-190-000

10 Gauge 9" Diamond Tip Match-Ground

Introduction Needle
Features

306-191-000 e Four-faceted needle cannula is ground down to match stylet,
10 Gauge 9" Bevel Tip Match-Ground reducing tissue ‘catching’ when introduced
Introduction Needle . . . .
e Diamond and bevel-tipped stylets are interchangeable with cannulae

auge lamond |1 atcn-Groun \ o .
mtroduc%ion Needle and gevel Stylet e (Color-coded stylets for easy identification

e 10, 11, 18 gauges, 5" length

306-110-000 f
11 Gauge 5" Diamond Tip Match-Ground * 10 gauge, 9" length \
Introduction Needle e 17 and 13 gauge, 4" length
e 14 gauge, 4.4" length
306-111-000 . . N
11 Gauge 5" Bevel Tip Match-Ground e Radiolucent handles provide clear visibility under fluoroscopy

Introduction Needle

306-134-000
13 Gauge 4" Diamond Tip Match-Ground
Introduction Needle and Bevel Stylet

306-130-000
13 Gauge 5" Diamond Tip Match-Ground
Introduction Needle

306-131-000
13 Gauge 5" Bevel Tip Match-Ground
Introduction Needle

306-144-000
14 Gauge 4.4" Diamond Tip Match-Ground
Introduction Needle and Bevel Stylet

e PCD
e VertaPlex
e SpinePlex (1/2 Dose)




™  Overview
\/e r-te PO r-t VertePort is a coaxial, hollow-needle access and delivery system

developed specifically for vertebral augmentation. The system offers
multiple ways to deliver bone cement during VCF treatments.

By providing continuous access to the vertebral body, VertePort increases
control while delivering cement with the use of a traditional injector.

If used to hand obturate cement delivery, VertePort's mechanical advantage
allows for delivery of thicker cement and increased working time compared to
traditional injectors and syringes.



Features
e 10 gauges - 0.8cc
e 17 gauges - 0.5cc
e Maximizes flexibility during VCF treatment
e Provides constant unobstructed access to the vertebral body
e Allows easy delivery of high-viscosity cement
® Precise control
e Ability to deliver cement through hand obturation
and / or injector
e Excellent tactile feel
e Extend cement working time with use of hand obturation

Step 1 Step 2

Filling of cement cannula using AutoPlex

Step 1 Step 2

Filling of cement cannula using PCD

Step 1 Step 2

Hand obturation

VertePort
Ordering Information

Access Cannulae
(Sterile; 6 per box)

306-400-000
10 Gauge 5.75" Long Stylet Access Cannula

306-430-000
10 Gauge 5" Short Stylet Access Cannula

306-110-000
11 Gauge 5" Short Stylet Access Cannula

Cement Cannulae
(Sterile; 18 per box)

306-510-000

11 Gauge Cement Cannula

(for use with 11 gauge 5" access needle
306-110-000)

306-410-000

10 Gauge Cement Cannula

(for use with 10 gauge long and short access
needles 306-400-000 and 306-430-000)

e Autoplex

e PCD

e \ertaPlex (1/2 Dose)
SpinePlex (1/2 Dose)




AutoPlex Kits
(Sterile; 2 per box)

605-887-000
AutoPlex System Kit without Needles

VertaPlex Cement
(Sterile; 2 per box)

406-422-000
VertaPlex 20 Gram Twin Pack (1/2 Dose)

SpinePlex Cement
(Sterile; 2 per box)

406-222
SpinePlex 20 Gram Twin Pack (1/2 Dose)

VertePort Access Cannulae
(Sterile; 6 per box)

306-400-000
10 Gauge 5.75" Long Stylet Access Cannula

306-430-000
10 Gauge 5" Short Stylet Access Cannula

306-110-000
11 Gauge 5" Short Stylet Access Cannula

VertePort Cement Cannulae
(Sterile; 18 per box)

306-510-000
11 Gauge Cement Cannula (for use with
11 gauge 5" access needle 306-110-000)

306-410-000

10 Gauge Cement Cannula (for use with

10 gauge long and short access needles 306-
400-000 and 306-430-000)

PCD Kits
(Sterile; 4 per box)

506-482-000

10 Gauge PCD Precision System Kit
Includes: One precision mixer/delivery

system, one mixing head assembly, one
delivery cartridge, one right angle extension
tube, one 10 gauge four-faceted tip match-
ground introduction needle, one 10 gauge
interchangeable bevel stylet, one vacuum hose,
one funnel.

506-483-000

11 Gauge PCD Precision System Kit
Includes: One precision mixer/delivery

system, one mixing head assembly, one
delivery cartridge, one right angle extension
tube, one 11 gauge four-faceted tip match-
ground introduction needle, one 11 gauge
interchangeable bevel stylet, one vacuum hose,
one funnel.

506-485-000

13 Gauge PCD Precision System Kit
Includes: One precision mixer/delivery

system, one mixing head assembly, one
delivery cartridge, one right angle extension
tube, one 13 gauge four-faceted tip match-
ground introduction needle, one 13 gauge
interchangeable bevel stylet, one vacuum hose,
one funnel.

506-486-000

PCD Precision System Kit Without
Needles

Includes: One precision mixer/delivery system,
one mixing head assembly, one delivery
cartridge, one right angle extension tube, one
vacuum hose, one funnel.

506-489-000

10 Gauge 9” long needle PCD
Precision System Kit

Includes: One precision mixer/delivery system,
one mixing head assembly, one delivery
cartridge, one right angle extension tube, one
10 gauge 9" long four-faceted tip match-ground
introduction needle, one 10 gauge 9" long
interchangeable bevel stylet, one vacuum hose,
one funnel.

Bone Biopsy Kits
(Sterile; 6 per box)

306-105-000
10 Gauge 5" Bone Biopsy Kit

306-195-000
10 Gauge 9" Bone Biopsy Kit
306-115-000
11 Gauge 5" Bone Biopsy Kit

306-135-000
13 Gauge 5" Bone Biopsy Kit

Needles
(Sterile; 6 per box)

306-100-000
10 Gauge 5" Diamond Tip Match-Ground
Introduction Needle

306-101-000
10 Gauge 5" Bevel Tip Match-Ground
Introduction Needle

306-190-000
10 Gauge 9" Diamond Tip Match-Ground
Introduction Needle

306-191-000
10 Gauge 9" Bevel Tip Match-Ground
Introduction Needle

306-114-000
11 Gauge 4" Diamond Tip Match-Ground
Introduction Needle and Bevel Stylet

306-110-000
11 Gauge 5" Diamond Tip Match-Ground
Introduction Needle

306-111-000
11 Gauge 5" Bevel Tip Match-Ground
Introduction Needle

306-134-000
13 Gauge 4" Diamond Tip Match-Ground
Introduction Needle and Bevel Stylet

306-130-000
13 Gauge 5" Diamond Tip Match-Ground
Introduction Needle

306-131-000
13 Gauge 5" Bevel Tip Match-Ground
Introduction Needle

306-144-000
14 Gauge 4.4" Diamond Tip Match-Ground
Introduction Needle and Bevel Stylet
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This document is intended solely for the use of healthcare professionals.

The information presented in this brochure is intended to demonstrate the breadth of Stryker product offerings. Al-
ways refer to the package insert, product label and/or user instructions before using any Stryker product. Products may
not be available in all markets. Product availability is subject to the

regulatory or medical practices that govern individual markets. Please contact your Stryker

representative if you have questions about the availability of Stryker products in your area.

Products referenced with ™ designation are trademarks of Stryker.
Products referenced with ® designation are registered trademarks of Stryker.
The products listed above are CE marked according to the Medical Device Directive 93/42/EEC.
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