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S.No #Surgi‘cal Items Wands (Coblator Generator with wandsu OEM Name

|1 | EVAC70 atra HP Wand EICS§74.0) M/s Smith Nephew USA

h 2 1 Procise Max Wand EIC8898-01

h 3 +Procisc XP Wand EIC8872-01
Jide | Procise EZ Wand EIC8870-01 g

|5 | Reflex Ultra SP Wand EIC4857-0]

H s | Procise LW Wand EIC7071-01

* 7 FProcisc MLW Ward EIC7071-01

|8 | Reflex Ultra PTR Wand EIC 4835-01
Y Reflex Ultra 45 Wand EIC4845-0]

| 10| Turbinator degree wand EIC6895-01
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ArthroCare Corporation 1
7000 weet William Cannon Drive
Austin, TX 7873585131

USA

F 1 5123913900
www. smith-nephew.com

Proprietary Certificate
9 September 2025

To Whom It May Concern,

Coblation® Technology is u“sed In the Coblator Il (RFBO0OE) System. The Coblator It (RFBOOOE) System is a bipolar, radio
frequency (RF) electrosurgical system designed for use in otorhinolaryngology (ENT) surgery. Coblation® is a registered
Trademark of ArthroCare Corporation (U.S.A.) and such as the exclusive property of ArthroCare Corporation. ArthroCare is

the only company which manufacturers Coblation Devices. A similar article is not manufactured or sold by any other firm
which could be used in lieu.

The Coblator Il (RFBO00E) System is covered by US Patent.

*Coblator II: US FDA Approved Product with 510k Certificate No_K030108,

-ENT Plasma Wands: US FDA Approved Product with 510k Certificate No_K070374.
-Turbinator Wand: US FDA Approved Product with 510k Certificate No K122652.

The Coblator Il (RFBOOOE) System has a range of wands which are device specific and are designed for a specific need of
the surgical procedure. No other make or model provider is acceptable for the following reasons:

A) Proven Quality
B) Proprietary Patents

C) International recognized safety and efficacy
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P/N

i EC8000-01
EIC4835-01
EIC4845-01

Description

Coblator || (RFBO0OE) System (120V)
REFLEX ULTRA PTR with Integrated Cable

REFLEX ULTRA 45 with Integrated Cable
£IC4855-01 | REFLEX ULTRA 55 with Integrated Cable

EIC4857-01 | REFLEX ULTRA SP with Integrated Cable
EIC5874-01 | EVAC 70 Xtra HP with Integrated Cable

EIC9820-01 IEXCISE PDW Wand with Integrated Cable
EIC6895-01 | TURBINATOR Wand

EIC7070-01 | PROCISE LW Wand with Integrated Cable
FIC7071-01 | PROCISE MLW Wand with Integrated Cable
EIC8898-01 | PROCISE MAX with Integrated Cable

EIC8875-01 | PROCISE EZ-View with Integrated Cable jj

Sincerely, & G
- i
Alexander Brankner : |

+—+—

=1

-

rL

—

. Reed E DT, qorpesy
International Regulatory Affairs Manager Lt & B AT W
Date: 9 September 2025 %6 U M_S”Smff-" |

Signed by:
M &d%d

O Signer Name: Alexander Brankner
Signing Reason: | approve this document
1 Signing Time: 09-Sep-2025 | 16:39:14 BST

85545379718A4B929A3ADBCA2COED7D1

—

——




