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Applications

dications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Procedural and operative techniques and considerations are illustrative examples from physician

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete produ
s and clinical experiences presented herein are for informational purposes only. The results may not be predictive for all patients. Individual results may vary depending on a variety of patient-specific attributes.

experience. Physicians' treatment and technique decisions will vary based on their medical judgment. The opi
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CAT™5 & CAT3

—

NOW! —
Lightning™ & CAT12

Pump MAX™ CAT8 & CAT6

As part of the Indigo Aspiration System, the Indigo CAT RX Aspiration Catheters and Indigo Separator™ 4 are indicated

for the removal of fresh, soft emboli and thrombi from vessels in the coronary and peripheral vasculature.

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Indigo System - 27 juani D"NLVLR ¥ NnYITN

5F(1.65 mm)

Compatibility

.014-.025"
(.36—.64 mm)

Separator 3

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.

6 F(2.00 mm)
Compatibility

.014-.038"
(.36—.97 mm)

Separator 5

6 F(2.00 mm)
Compatibility

.014-.038"
(.36—.97 mm)

Separator 6

8 F(2.67 mm)
Compatibility

85 cm

(Straight and TORQ Tips)
& 115 cm (XTORQ Tip)

.014-.038"
(.36—.97 mm)

Separator 8

8 F(2.67 mm)
Compatibility

.014-.038"
(.36—.97 mm)

Separator D
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Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Maximised Declotting Lumen

. Large lumen aspiration
8 F, 50 cm length

Aspiration Volume (mL in 20 sec)?

AngioJet™
Solent™ Proxi

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Straight (STR) Tip TORQTip XTORQ Tip

25.4 mm

1 m'" -~ 2.24 mm

Angle: 20-45° Angle: 20-45°
Tip length: 1 cm Tip length: 1.8 cm

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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AT CAT

Aspiration of Thrombus from Occluded Fem-Pop Graft
Dr. Corey Teigen, Sanford Health, ND, USA

Aspiration of Thrombus from AV Fistula
Dr. Venkatpavel Tummala, Lakeland Regional Medical Center, FL, USA

CAT

5&3

Penumbra
ENGINE

Aspiration of Thrombus from Tibial-Peroneal Trunk Aspiration of Thrombus from BTA Vessels
Dr. Maria Antonella Ruffino, Citta della Salute e della Scienza di Torino, Italy Dr. Gianmarco de Donato, Azienda Ospedaliera Universitaria Senese, Siena, Italy

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindica:
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VENOUS

Subclavian

Brachial

Uppar Arm AV Fstula/Graft
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Lower Arm AV Aistule/Grant

Subclaven, Adiary, Brachial, Viscaral,
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Science of Aspiration
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Science of Aspiration
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Science of Aspiration
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Company Sheath Name

Pinnacle® Destination® with

Ui Tuohy (RHV)

Flexor® Shuttle® with Tuohy
(RHV)

Cook®

Pinnacle Destination with

Terumo Tuohy (RHV)

N'"21NMwN NO'NA

Valve Type

Tuohy (RHV)

Tuohy (RHV)

Tuohy (RHV)

Length

French

Manufacturer Part Number

54-84506
54-86506
54-89006

KSAW-8.0-38-90-RB-SHTL-HC

54-64506

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Penumbra ENGINE" Setup

Video recordings taken by and on file at Penumbra, Inc.

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, wamings, precautions, potential adverse events, and

detailed instructions for use. Please contact your local Penumbra representative for more information. Penumbra (
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Science of Aspiration
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Science of Aspiration
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Penumbra ENGINE vs. Syringe-Based Aspiration

Typical syringe vacuum

as fluid fills the syringe?

Vacuum (-inHg)

0] I I I I I |

Time (sec)

drops to 0 inHg in 17 seconds

=== Penumbra ENGINE
== Typical Syringe

25

30

Penumbra ENGINE stays
at full vacuum for
duration of procedure®

a. Tests performed and data on file at Penumbra, Inc. Data obtained using a 60 cc syringe connected to Penumbra ACE™60 5.4 F catheter with vacuum gauge attached to proximal barrel of syringe and continuous filling of syringe. Bench test results may not be indicative of clinical performance. Test performed using water.

b. Tests performed and data on file at Penumbra, Inc. Bench test results may not be indicative of clinical performance. Test performed using water.
Photographs taken by and on file at Penumbra, Inc.

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Live Feedback
During Procedure
Integrated Clot Catcher
One Touch for 3
Maximum Aspiration

Powerful, Deep Vacuum - 3 &
-29 inHg? D TN
. ‘ o2 W ’
¥ % 3%

Easy Setup
Sleek, Simple Design

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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N

CAT8 XTORQ with SEPS8

Click to play

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Indigo System Arterial Applications

Subclavian Artery Occlusion
Axillary Artery Thrombectomy

Superior Mesenteric Artery Thrombosis Occlusion

Superficial Femoral Artery Occlusion

In-Stent Thrombosis Distal Popliteal Thrombosis

Occlusion of Tibial-Peroneal Trunk
Distal Emboli from Atherectomy in Tibial-Peroneal Trunk

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
Copyright ©2021 Penumbra, Inc. All rights reserved. The Penumbra P logos, Indigo, Lightning, Penumbra ENGINE, MAX, CAT, Separator, and ACE are registered trademarks or trademarks of Penumbra, Inc. in the USA and other countries. All other trademarks are the property of their respective owners. 21123, Rev. A 08/21 OUS
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Distal Popliteal Thrombosis

Patient Profile:
* Smoker, Diabetic, Resting leg pain
 Presented in the ER

Pre-Intervention Angiogram: Distal Popliteal Thrombosis

Dr. Corey Teigen, Sanford Health, ND, USA

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
Copyright ©2021 Penumbra, Inc. All rights reserved. The Penumbra P logos, Indigo, Lightning, Penumbra ENGINE, MAX, CAT, Separator, and ACE are registered trademarks or trademarks of Penumbra, Inc. in the USA and other countries. All other trademarks are the property of their respective owners. 21123, Rev. A 08/21 OUS
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Distal Popliteal Thrombosis

PRE

Thrombus removed from
Distal Popliteal with
Indigo System

l

Pre-Intervention Angiogram Indigo System with CAT6 Distal triple vessel run-off to
anterior tibial artery, peroneal

Dr. Corey Teigen, Sanford Health, ND, USA . o .
yIel artery, posterior tibial artery

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Common lliac Occlsion

PRE b |

Dr. Paul Perkowski, Baton Rouge General, LA, USA

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Femoral-Popliteal Bypass Occlusion

3

PRE

Femoral-Popliteal Graft
Native SFA

Sk

Dr. Timothy Yates, Mount Sinai Medical Center, FL, USA

Pre-Intervention Angiogram: Femoral-Popliteal Occlusion

Images used with permission. Consent on file at Penumbra, Inc.

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Femoral-Popliteal Bypass Occlusion

Dr. Timothy Yates,
Mount Sinai Medical Center,
FL, USA

Removal of Thrombus from Femoral-Popliteal Bypass Graft: Distal flow established to the foot

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Superior Mesenteric Artery Occlusion

Dr. Frank Vandy, Metropolitan Heart and Vascular Institute, MN, USA

Indigo System with CAT8 XTORQ: thrombus removed and flow restored to SMA

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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XTRACT Technique Used in PRISM Registry

8 F Sheath

Indigo CAT8 ---

The contralateral sheath with
RHV/Tuohy is positioned as
close to the lesion as possible
and the Indigo CAT8 is
advanced through sheath
over a wire.

The Indigo CAT8 is placed just
proximal to the face of the clot

and wire is retracted

Penumbra
ENGINE

Recommend
at least

90 -

- Seconds -~
Trp

of power
aspiration

Aspiration is applied to Indigo
CAT8 via Penumbra ENGINE
until CAT8 becomes occluded
(recommend waiting at least
90 seconds).

Clot corked in
catheter

The Indigo CAT8 is removed
under aspiration to ensure clot
remains engaged in catheter
tip and clot is extracted out of
the body.

Renderings for illustrative purposes only. Individual results may vary depending on a variety of patient-specific attributes. Image used with permission. Consent on file at Penumbra, Inc. Individual results may vary depending on a variety of patient-specific attributes.
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Science of Aspiration

DY U0 DX IAY7? YMIN DX 9'Non NA'RWA IX DVT apmy 011 nppd v nakwa
7721 DT? N2YN XNV IIX'7 NN 7Y MM'0RIND7 IR00MTN , WNI7I, 19N NN NA'RYN Y'7nN1 00N
. D'YUNIPN Y TIRA D'TMIvNRwN NiNd? N e

017 yrony Mmipn '0'71anNn 719'0 NN NNIFoA IN , NA'RWN N7'NNQ A7YWY7 [N ,NIX7? DXNN2
. N71Y9N (UN NIX X771 UNIpn DX

DVT -2 219'02 120 n'Nivnwn TIKA XN D'YNZn NMd DN DT VA Y7

NI7'W' XTIT1 190N D'MYD ,"MITNN [9IX] NA'RWN N7IVO DX Y¥a7 !
.Y 0 1ann T TIA NN NI NIYYAXA

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
Copyright ©2021 Penumbra, Inc. All rights reserved. The Penumbra P logos, Indigo, Lightning, Penumbra ENGINE, MAX, CAT, Separator, and ACE are registered trademarks or trademarks of Penumbra, Inc. in the USA and other countries. All other trademarks are the property of their respective owners. 21123, Rev. A 08/21 OUS

29



Indigo System | Mechanical Thrombectomy

Indigo System Venous Applications

Paget-Schroetter Syndrome

Inferior Vena Cava Occlusion
Inferior Vena Cava Filter Occlusion

Cephalic Vein Thrombus
AV Fistula
Aneurysmal Fistula

May-Thurner Syndrome
lliofemoral Deep Vein Thrombosis y-ih Y

Anatomical diagram is for illustrative purposes only. Image used under license from Shutterstock.com.
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TRACT Showed that tPA 1s Ng
Goal 1s to Reduce Dose and Duration of tPA.2

Turbo Pulse Technique

Penumbra C

anim avaxlabilty varies by ouuﬂry Pnorto use, please refer to the Instructions for Use for complete product indicati jons, wamings, lions, potential adverse events, and detailed instructions for use. Procedural and
and ive examples from physx:an experience. Physicians’ treatment and technme decisions will vary based on their medical judgment. Tests performed and data on file at Penumbra, Inc. Bench
test results may not be indicative of dlmca] per . Video taken by and on file at Penumbra, Inc. Please contact your local Penumbra representative for more information.

. Copyright ©2018 Penumbra, Inc. All rights reserved. The Penumbra P Indigo, Separator, and MAX are registered trademarks or trademarks of Penumbra, Inc. in the USA and other countries. All other trademarks are the property of their
. As presented at VEITH 2017 by Dr. James Benenati, resgac%veowm L o, 20 L . 13818, ;prn¥ﬂ1s ous

Miami Cardiac and Vascular Institute, FL, USA.
Tests performed and data on file at Penumbra, Inc. Bench test results may not be indicative of clinical performance. Video recordings and photographs taken by and on tile at Penumbra, Inc.
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lliofemoral Deep Vein Thrombosis

\
\\

PRE

Patient profile:
87 year old, Female
Left leg swelling and pain

Access Site: Internal Jugular Vein

Pre-Intervention Angiogram: Left lliofemoral
deep vein thrombosis

Dr. Corey Teigen, Sanford Health, ND, USA

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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lliofemoral Deep Vein Thrombosis
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* Indigo System with
CAT8 115 cm XTORQ and SEPS8
e  Thrombus removed in lliofemoral vein

Only 70 cc of blood loss

Dr. Corey Teigen, Sanford Health, ND, USA

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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May-Thurner Syndr
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Patient Symptoms: Left leg swelling, left leg pain
Access Site: Internal Jugular

Pre-Intervention Angiogram: Left lliofemoral
Vein Occlusion

Dr. Corey Teigen, Sanford Health, ND, USA

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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N

May-Thurner Syndrome

Thrombus removed and
flow established in left
iliofemoral vein

Indigo System with
CAT8 XTORQ 115 cm

Dr. Corey Teigen, Sanford Health, ND, USA

Images used with permission. Consent on file at Penumbra, Inc. Individual results may vary depending on a variety of patient-specific attributes.
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Coring Clot Technique

Click to play video

Using macro movements to
core clot with CAT8 and SEPS8

Dr. David Medina, Dignity Health, AZ, USA

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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AV Graft

Click to play video

Dr. Steve Lemons, University of Kansas, KS, USA

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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AV Fistula Thrombus

PRE ’ Click to play video

Dr. Paul Perkowski, Baton Rouge General, LA, USA

Image and video recording used with permission. Consent on file at Penumbra, Inc. Individual results may vary depending on a variety of patient-specific attributes.
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AV Fistula Thrombus

PRE

Dr. Paul Perkowski, Baton Rouge General, LA, USA

Images used with permission. Consent on file at Penumbra, Inc. Individual results may vary depending on a variety of patient-specific attributes.
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Treatment of Pulmonary Embolism

Dr. Amir Darki,
Loyola Medicine Gottlieb Memorial Hospital, IL

Images used with permission. Consent on file at Penumbra, Inc. Individual results may vary depending on patient-specific attributes and other factors.
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PE Trial Data Overview

Primary Efficacy
(change in RV/LV ratio
at 48 hrs)

Primary Safety

Major Bleeding?

All-Cause Mortality
(30 days)

Device Time

Hospital Length
of Stay?
(BEVERERSID)))]

PE Recurrence Rate
(30 days)

EXTRACT-PE2
(N=119)

Penumbra
Indigo System

SEATTLE IIb
(N=150)

EkoSonic™
Endovascular System

27 .3%

Major Adverse Events
within 48 hrs:

1.7%

Major Bleeding
within 72 hrs:

10%

1. Definitions of major bleeding differed for each trial. Please refer to the specific publications for further information.
2. Length of hospital stay is defined as procedure to discharge.

3. 2 patients experienced 3 events (groin access site bleeding, hemoptysis, death due to sustained ventricular tachycardia post-procedure).
4. Percent reduction calculated for subjects that had CT scan completed within 48 +/- 6 hrs.

Within 48 hrs:

1.7%

Within 72 hrs:

10%

2.5%

37 min

(median)

12-24 hrs

a. Sista AK, Horowitz JM, Tapson VF, et al. Indigo aspiration system for treatment of pulmonary embolism: results of the EXTRACT-PE trial. J Am Coll Cardiol Cardiovasc Interv. 2021 Feb 8; 14(3): 319-329. doi:10.1016/j.jcin.2020.09.053.
Trial device used was Indigo Aspiration System and catheter was limited to the Indigo System CAT8 used in conjunction with the SEP8 on a per case basis. Lightning 12 was not available at time of trial.

b. Piazza G, Hohlfelder B, Jaff MR, et al. A prospective, single-arm, multicenter trial of ultrasound-facilitated, catheter-directed, low-dose fibrinolysis for acute massive and submassive pulmonary embolism: the SEATTLE Il study. JACC Cardiovasc Interv. 2015 Aug 24;9(10):1382-1392. doi:10.1016/}.jcin.2015.04.020.

Clinical results presented herein are for informational purposes only, and may not be predictive for all patients. Individual results may vary depending on patient-specific attributes and other factors.
Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.

Copyright ©2021 Penumbra, Inc. All rights reserved. The Penumbra P logos, Indigo, Lightning, Penumbra ENGINE, MAX, CAT, Separator, and ACE are registered trademarks or trademarks of Penumbra, Inc. in the USA and other countries. All other trademarks are the property of their respective owners. 21123, Rev. A 08/21 OUS 41

Ow




Indigo System | Mechanical Thrombectomy

Science of Aspiration
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IGHTNING

E Intelligent Aspiration Powered by Penumbra ENGINE ™

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Lightning

Intelligent Aspiration
Powered by Penumbra ENGINE

¥ Intraprocedural audio-visual cues

Microprocessor with proprietary
thrombus removal algorithm

Dual pressure sensors for

: real-time flow monitoring
Automatic valve control

Valve Closed Valve Open

Lightning ON/OFF Switch

Renderings for illustrative purposes only.
Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Clot Detection
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Video recordings taken by and on file at Penumbra, Inc. Rendering for illustrative purposes only.

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Maximised Aspiration — Size and Sweep

Circumferential Sweep?

i
- =<

-
SN

CAT12 XTORQ CAT12 HTORQ

a. Measurements calculated using tip angle and length. Data on file at Penumbra, Inc.
Renderings for illustrative purposes only. Comparison images not shown to scale.
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Lightning 12 Aspiration

Click to play

CAT12
in simulated vessel

Video recordings taken by and on file at Penumbra, Inc. Bench test results may not be indicative of clinical performance. Individual results may vary depending on patient-specific attributes and other factors.
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Penumbra ENGINE f,

(

One Touch for

Maximum Aspiration
Powerful, deep vacuum

Live Feedback
During Procedure

; pa (.')%\

Dr. Brian Schiro,
Miami Cardiac and
Vascular Institute, FL, USA

-29 inHg?

Penumbr‘a

. o Dr. Jay Math:
Sleek, simple design r. Jay Mathews,

Manatee Memorial
Hospital, FL, USA

a. Tests performed and data on file at Penumbra, Inc. Bench test results may not be indicative of clinical performance.
Images used with permission. Consents on file at Penumbra, Inc. Individual results may vary depending on patient-specific attributes and other factors.

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Coring Clot Technique

Click to play video

Using macro movements to
core clot with Lightning 12

Dr. Gregory Schnier, Alamance Regional Medical Center, NC, USA

Video recording used with permission. Consent on file at Penumbra, Inc. Individual results may vary depending on patient-specific attributes and other factors.
Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Restoration of Flow in lliofemoral Vein

Thrombus removed with
Lightning 12 & SEP12

Drs. Aaron Kulwicki & Patrick Muck, Bethesda North Hospital, OH, USA

Images used with permission. Consents on file at Penumbra, Inc. Individual results may vary depending on patient-specific attributes and other factors.
Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Indigo System | CAT RX Mechanical Thrombectomy

Click to play video
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v' CAT RX Catheter Design

v' Enhanced Deliverability

v Proximal Laser Cut Hypotube
v' MaximisedClot Removal

v’ Large Lumen

v Advanced Trackability

v' Seven Material Transitions

Rapid Exchange

Dr. Gregory Schnier, Alamance Regional Medical Center, NC, USA

Video recording used with permission. Consent on file at Penumbra, Inc. Individual results may vary depending on patient-specific attributes and other factors.
Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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Get the Clot Out with Indigo System

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
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INDIGO Aspiration System — Intended Use
The INDIGO Aspiration System is intended for the removal of fresh, soft emboli and thrombi from vessels of the peripheral arterial and venous systems using continuous aspiration.

Potential Adverse Events
Possible complications include, but are not limited to, the following: allergic reaction and anaphylaxis from contrast media; acute occlusion; air embolism; arteriovenous fistula; death; device malfunction; distal embolization; emboli; false aneurysm formation; hematoma or hemorrhage at access site; inability to

completely remove thrombus; infection; hemorrhage; ischemia; kidney damage from contrast media; neurological deficits including stroke; vessel spasm, thrombosis, dissection, or perforation; intimal disruption; myocardial infarction; emergent surgery; fibrillation; hypotension; respiratory failure; peripheral

thromboembolic events.

PENUMBRA ENGINE — Intended Use
The PENUMBRA ENGINE is intended as a vacuum source for Penumbra Aspiration Systems.

Product availability varies by country. Prior to use, please refer to the Instructions for Use for complete product indications, contraindications, warnings, precautions, potential adverse events, and detailed instructions for use. Please contact your local Penumbra representative for more information.
Copyright ©2021 Penumbra, Inc. All rights reserved. The Penumbra P logos, Indigo, Lightning, Penumbra ENGINE, MAX, CAT, Separator, and ACE are registered trademarks or trademarks of Penumbra, Inc. in the USA and other countries. All other trademarks are the property of their respective owners. 21123, Rev. A 08/21 OUS

53



