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Date: 26 July 2017
To: Department of Health of Ho Chi Minh City

CLASSIFICATION OF ATHROCARE RAPID RHINO

Base on Circular 42/2016/TT-BYT, and the classification results published on the website of:
SINGAPORE MEDICAL DEVICE REGISTER (SMDR), we would like to classify the following:

PRODUCT NAME: ATHROCARE RAPID RHINO

as Class A

Please refer to the following HSA SMDR link for the above mentioned product information and the proof for
classification of class A:

iry.do?action=getDevicelnfo&devid=C4054D2445-i12

Sylvia Ho Hui
Chief Representative Officer
Representative office of Smith and Nephew Pte Ltd in Ho Chi Minh City

ATHROCARE RAPID RHINO
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Device Info
Device Name: ArthroCare Rapid Rhino [ArthroCare Corporation]
Description: Rapid Rhino Nasal Sinus Dressings are intended to support and separate mucosal tissue by
providing a hydrocolloid physical barrier, thereby minimizing adhesions to the nasal and sinus
cavity. The design of the hydrocolloid material allows for the control of minimal bleeding and acts
as an adjunct to aid in the natural healing process.
Medical Specialty Area: Ear, Nose & Throat
Medical Device Class: Class A medical device
Device Registration No: NFY-DEV-001785-12
Registration Date: 31/05/2012 ["-Ez-“‘*z
Change Notification Approval Date: 22/09/2016 —
Device System Info: [Sterile Medical Device] N pHQN
Sterilization method: [Ethylene oxide - ISO 11135 ] ) ‘D\EN
Grouping Type: FAMILY TN‘
1. JOCHIN
Product Owner %\._._._/
~E
1. ArthroCare Corporation [ArthroCare Carporation] 7000 West William Cannon Drive, Austin TX 78735, UNITED STATES
Registrant
1, SMITH & NEPHEW PTE LIMITED 1A INTERNATIONAL BUSINESS PARK, #09-03, SINGAPORE 609933
Imported By
1. ARTHROCARE SINGAPORE PTE. LTD. [ES0001566] 120 LOWER DELTA ROAD, CENDEX CENTRE, #12-11, SINGAPORE 169208
2. SMITH & NEPHEW PTE LIMITED [ES0001173] 1A INTERNATIONAL BUSINESS PARK, TOLARAM, #09-03, SINGAPORE 609933
Models
No. Model Name Identifier
1 Rapid Rhino 3 cm Riemann Nasal Dressing RR300
2 Rapid Rhino 4.5 cm Anterior RR450
3 Rapid Rhino 4 cm Riemann Nasal Dressing RR400
& Rapid Rhino 5.5 cm Goodman Nasal Dressing RR500
5 Rapid Rhino 5.5 cm Anterior RR550
6 Rapid Rhino 5.5 cm Anterior Airway RR551
7 Rapid Rhino 5.5 cm Bilateral RR552
8 Rapid Rhino Sinu Knit RR600
9 Rapid Rhino 7.5 cm Ant/Posterior RR750
10 Rapid Rhino 7.5 cm Ant/Posterior with Airway RR751
11 Rapid Rhino 7.5 cm Ant/Posterior Bilateral RR752
12 Rapid Rhino 8 cm Nasal Dressing RR800
13 Rapid Rhino Nasal Catheter Posterior Epistaxis RR900
14 Rapid Rhino Stammberger Sinu-Foam Dressing RR650
15 Rapid Rhino NasaStent RR1000
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Legend:

~ Suspended Medical Device.
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