AMPLATZER™ Family of Vascular Plugs

Vascular Therapy

The AMPLATZER Vascular Plug, AMPLATZER Vascular Plug Il, AMPLATZER Vascular Plug Ill and AMPLATZER Vascular Plug 4 are each
indicated for arterial and venous embolizations in the peripheral vasculature.

AMPLATZER Vascular Plug

Delivery Sy Mini Requi t:
Model / Reorder  [A] Device [B] Unconstrained ~ Sheath Min. Or®  Guide Catheter Min.  Min. Internal Diameter Max. Length®
Number Diameter (mm)  Length (mm) Requirements (F) Requirements (F) Required (inch) (cm)
A 9-PLUG-004 4 7 4 5 0.056 100
9-PLUG-006 6 7 4 5 0.056 100
B 9-PLUG-008 8 7 4 5 0.056 100
9-PLUG-010 10 7 5 6 0.067 100
9-PLUG-012 12 8 5 6 0.067 100
9-PLUG-014 14 8 6 8 0.088 100
9-PLUG-016 16 8 6 8 0.088 100

a. The AMPLATZER Vascular Plug is delivered utilizing either a sheath or guide catheter meeting the minimum internal diameter requirements.
b. The AMPLATZER Vascular Plug is packaged with a 135 cm Nitinol delivery wire.

AMPLATZER Vascular Plug Il

Delivery Sy Mini Requil t:
Model / Reorder  [A] Device [B] Unconstrained  Sheath Min. Or®  Guide Catheter Min.  Min. Internal Diameter Max. Length®
Number Diameter (mm)  Length (mm) Requirements (F) Requirements (F) Required (inch) (cm)
9-AVP2-003 3 6 4 5 0.056 100
9-AVP2-004 4 6 4 5 0.056 100
( 9-AVP2-006 6 6 4 5 0.056 100
. ?:&m%’:&%w&: 9-AVP2-008 8 7 4 5 0.056 100
R 9-AVP2-010 10 7 5 6 0.070 100
[ 9-AVP2-012 12 9 5 6 0.070 100
9-AVP2-014 14 10 6 8 0.086 100
9-AVP2-016 16 12 6 8 0.086 100
9-AVP2-018 18 14 7 9 0.098 100
9-AVP2-020 20 16 7 9 0.098 100
9-AVP2-022 22 18 7 9 0.098 100

a. The AMPLATZER Vascular Plug Il is delivered utilizing either a sheath or guide catheter meeting the minimum internal diameter requirements.
b. The AMPLATZER Vascular Plug Il is packaged with a 135 cm Nitinol delivery wire.

AMPLATZER Vascular Plug Il

Delivery System Minimum Requirements

Model / Reorder  [A] [B] [C] Comparable Sheath Min. Or*  Guide Min. Internal Max. Length®
Number Long  Short  Unconstrained Circular Requirements Catheter Min. Diameter (cm)

Axis Axis Length (mm) Diameter (F) Requirements (F) Required (inch)

(mm)  (mm) (mm)

A 9-AVP3-042 4 2 6.5 2.8 4 6 0.065 120
9-AVP3-063 6 3 6.5 4.2 4 6 0.065 120
9-AVP3-084 8 4 6.5 5.7 5} 7 0.072 120
9-AVP3-103 10 3 6.5 5.5 5} 7 0.072 120
9-AVP3-105 10 5 6.5 7.1 b} 7 0.072 120
9-AVP3-123 12 3 6.5 6.0 7 9 0.098 120
9-AVP3-125 12 5 6.5 7.7 7 9 0.098 120
9-AVP3-143 14 3 6.5 6.5 7 9 0.098 120
9-AVP3-145 14 5 6.5 8.4 7 9 0.098 120

a. Device not available in all markets. Device not available in the

United States.
b. The AMPLATZER Vascular Plug Ill is delivered utilizing either a

sheath or guide catheter meeting the minimum internal diameter

requirements. .. . N
c. The AMPLATZER Vascular Plug lll is packaged with a 155 cm He N ST, ]l IDE ME DICAL

Nitinol delivery wire with a 0.025 inch diameter proximal end. . . .

MORE CONTROL. LESS RISK.



AMPLATZER Vascular Plug 42°

Constrained Length of AMPLATZER Vascular Plug 4¢ (mm) Delivery System Minimum

Requirements

Model / Reorder  [A] [B] Diameter of Rigid Tube (mm) Required Guidewire  Max.

.
N (mm)

9-AVP038-04 4 10.0 12.0 11.3 0.038 125

B 9-AVP038-05 5 10.5 150 14.1 0.038 125

9-AVP038-06 6 11.0 16.7 15.8 0.038 125

9-AVP038-07 7 12.5 19.3 185 176 0.038 125

9-AVP038-08 8 13.5 23.1 22.0 209 0.038 125

a. Device not available in all markets. Device not available in the United States.

b. The AMPLATZER Vascular Plug 4 has been tested for compatibility with the following diagnostic catheters and corresponding lengths:

= 5 F AMPLATZER™ TorgVue™ DX Diagnostic Catheter (125 cm or less)
= 5 F Boston Scientific® Imaging™ Il (100 cm or less)

= 4 F Cordis® TEMPO® (100 cm or less)

= 4 F Cordis® TEMPO® AQUA® (100 cm or less)
= 5 F Merit Medical® IMPRESS® (125 cm or less)

Note: Physicians should exercise their clinical judgment in selection and use of catheters. Refer to the Instructions for Use for each product listed.
Manufacturers may make changes to their catheters without notice which may impact their suitability for use with the AMPLATZER Vascular Plug 4. St. Jude
Medical provides no warranty for use of third party catheters with its products. Use of other diagnostic catheters may result in the inability to deliver, deploy or

recapture the device.

c. Corresponding average deployed lengths listed in this table are results from testing performed in a rigid, non-compliant tube on benchtop. Deployed lengths

are intended as a guide and may vary.

d. The AMPLATZER Vascular Plug 4 is delivered utilizing a 0.038 inch guidewire compatible diagnostic catheter.
e. The AMPLATZER Vascular Plug 4 is packaged with a 155 cm long PTFE coated delivery wire.
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Product referenced is approved for CE Mark. AMPLATZER Vascular Plug Ill and AMPLATZER Vascular Plug 4 are not available in the U.S. Devices may not be available in

all markets.

Boston Scientific and Imaging are registered and unregistered trademarks of Boston Scientific Corporation. Cordis, TEMPO, and AQUA are registered trademarks of
Cordis Corporation. Merit Medical and IMPRESS are registered trademarks of Merit Medical Systems, Inc.

AMPLATZER, ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK. are trademarks and service marks of St. Jude Medical, Inc. and its related

companies. ©2011 St. Jude Medical. All rights reserved.
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