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Wherever you are, we are with you.

Since 1872, we strive to improve Safety and Quality
of Products, Systems, and People.
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TUV Rheinland, Conformity Assessment Body for Medical Devices

Major Conformity Assessment Services

Ll - EU Notified Body under MDD, IVDD, AIMD
= |SO 13485 — QMS certification under CMDCAS and

=

. ®
TUVRheinland

other local accreditations

| - CABunder MDR, Malaysia
" = AO under MDSAP

= RCB under PMD Act, Japan
= Medical Device Testing with IEC/ISO/EN/AMMI/CSA
= NRTL, US: cTUVus, cTUV, TUVuUS
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Objective v

vould be split into 2 key aspects:

v/ «Safeguard for Public Health”

-

Mtdlgal Device




Objectives and limitations: In-country Lab Testing

Possible targets with each objective could be as follows.

Safeguard for Public Health

by supporting Test data in :

y

Developing Medical Device

. .
Industry sector Incubation of SMEs

* |nnovation of Technology

by supporting:
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Would TUV can be
help of those limitation

or Challenges? ?
“
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Objectives and limitations: In-country Lab Testing

Yes, external lab.
like us, TUV Rheinland
can support in overcoming
those limitation or
challenges.




Objectives and limitations: In-country Lab Testing

Typical Facilities of Centre

Main Eacilities o / Main Facilities
in Testing Department == s o s &0 %= inBiological Test Department

© Electrical safety L Apgma! breedm?
Shiedd room for 10-m3-m meshod [with the X-ray shielding function) Rvataoia for ?N”; “Opigs ot 8 iy

® Enviroramental test ® 2 Operationrooms

+ Combined vidrton testing equipment @ Angio-hybrid operation room
Weterprool testing sqquipersnt icorrespording ta IPX1-T] @ MRI “ .Sn
Dersgeoal testing equipmrent Konespordng 10 IP1XCEX]
Large Constant tempo@iue and humicity tnk, consant tempemtune S
ang hemidity room

® Chemical analysers

+ IPMS + GOMS « LOMS + EDXRF A

""'Main Facilities in Simulated Training/
Experimentation Department

® Simulated operation room

@ Simulated angio-hybrid operation room
[Two waty commuaniCation DITWIEN an CPRMATION 100M and 3 IREVNG roM
through a video confierence system is possbie ]

® Various sterilisation equipment
{ioe high-pressure stesm, ethylens aode gas, hydrogen peradde gas)

== @ Blood analyser @ Urine analyser
e3 Techno Develo ment Rooms: Available as a hub sne of i i i
AL lopnl’)ml ° Embeddmg/BIockmg equipment

® Pariung lot available for about 200 cars and buses (nduding motor coaches) % ﬁ ' 0 ". 3 i ~ "'5?,’"

T T R T R TWTRTET

Main Facilities

in Training Department
@ Training room

[Traning rocam having a capacity of about 300[&5’\("6&(

A Mk and ncuding asnsdated 100 o
® Various simulators

http://www.pref. fukushima. lg. Jp/Slte/portaI engllsh/ps -fmddsc-1.html
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Since 2016, TUV Rheinland Japan

supports the Public lab on MoU.
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Objectives and limitations: In-country Lab Testing
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TUVRheinland

We cooperate with the lab, for instance, by:

*TUV Rheinland Experts provide advanced training for staffs
using the test facility in the "Fukushima Medical Device
Development Support Centre.”

*TUV Rheinland Experts provide “public seminars” related to
Medical Device Conformity Assessments.

*TUV Rheinland Experts provide comprehensive support to
manufacturers for “their international business success’.

A TUVRhelnIand
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Objectives and limitations: In-country Lab Testing

v “Hands-on-support” by

TUV Rhelnland
A P
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Objectives and limitations: In-country Lab Testing

£

TUVRheinland

Another example, in Korea

TUV Rheinland Korea and Gwangju Technopark
Sign an MOU on Healthcare Robots 2017/03/30Korea

= TUV Rheinland Korea signed an agreement on March 16th with Gwangju Technopark for mutual business
cooperation in the healthcare robot industry.

» Both parties agreed to establish an official system of cooperation, which will in turn facilitate the
correspondence of experiences necessary to construct a healthcare robot test bed at Gwangju Technopark,

and galvanize the exchange of information on certification and evaluation as well as human resources for the
development of professional technology.

= “In light of this MOU, TUV Rheinland Korea will actively cooperate for the successful completion of the
Gwangju Technopark healthcare robot test bed, and reinvigorate efforts to advance the healthcare industry

through an exchange of professional labor force and technological information,” says Carsten Lienemann,
CEO of TUV Rheinland Korea.

TUVRheinland®
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® 1996

Started operations in India as a 100%
subsidiary of TUVR Group in the field of
System Certification

® 2006

TUV Rheinland India — 20 Years of Existence.

Expanding the Laboratory to
cover — Safety, EMI/EMC,
Environmental Tests for IT,

2011 - Q3

10m Anechoic
Chamber under EMC
Relocation of safety

Medical, Laboratory & Industrial and reliability labs

Products
¢ 2000
[ _
Estabilshed an in-house * 2210__ Q1 , . éoBli/led?czal =y
Safety Test Facility 1st Private CB tq establish

PV Lab + Chemical, = Food lab
Metallurgical & ENV Test = Energy and safety
Lab labs in Delhi

2003 2010-Q4

Expanding the scope NABL Accreditation

with EMI Test Set-ups ® 2010-0Q1 for PV + Chemical /
1st Private CBTL Metallurgical & ENV
in India Test Lab 2013 — 16 i i

BIS recognisation f/lool\jing o new
o, Lighting lab in
$ 1999 L ionof Wireless Serv Dl location with
Rolling out Product Testing and ntroduction ot WIreless Services SAR Testi expansion in test
Certification Service " NABL Accreditation for the esting facility
Expanded Test Facility 1.8.1/1.9.1 System
For Wireless

Testi .-
=9 A TOVRheinland®
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Medical Devices Testing and Certification - Services

Comprehensive test facility to test & certify medical
devices for various country requirements.

Radiation test facility for x-ray systems,
C-Arm systems etc.

Test facility includes medical safety as per

IEC/EN/UL 60601 — 1 & -2-XX for product specific standard
series. E.g. Infant care, Imaging, Diagnosis,

Therapeutic devices etc.

Test facility also includes , exclusive EMI / EMC &
Wireless / 10T facility and Reliability testing

QMS: 1SO 13485:2016 for New MDR India
ICMED : 13485 ( NABCB)
CE mark certification as per MDD, IVD

TUVRheinland®
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Medical Devices Testing and Certification - Facilities

= 10m Anechoic chamber to perform complete testing
& certification activities to meet global requirements

= Medical safety & reliability test facility as IEC &
ASTM standards

= Lead room facility to offer radiation testing for
X- Ray equipment

= Exclusive EMI / EMC test facility as per
IEC 60601 -1-2, covering 3rd & 4th edition

= Exclusive Wireless / |oT test facility to offer global market
requirements for medical devices

TUVRheinland®
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Medical Safety and Reliability Services

Medical Safety Tests : IEC/EN 60601-1 3.1 edition and Particular standards
Fire / Heat Testing

Mechanical Tests

Safety

% A TUVRheinland®
Precisely Right.



EMI/ EMC and Wireless / 0T Facillities

Accredited in-house laboratory to perform 60601-1-2 :3rd , 4th edition EMI/EMC testing and

Wireless / |oT testing with multi-country approvals
10m Anechoic Chamber

A g ‘ it / (s o '« «"/- = ,"

S S w

Specific Absorption Rate (SAR)
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Market Access Services

One report good for many countries— One stop shopping

Approval

CE ,FDA, NRTL, InMetro , CB & g =
[ Others ] Anatel / Inmetro / Brazil
CE / Europe c € -

And Many Many
More

FCC/FDA/US

NRTL /US & Canada

N— _

Multiple approvals based on one test Report

TUVRheinland®
22 Precisely Right.



Our Accreditations — National and International

Il ; 77 National Accreditation Board for |
dacusn (B8] Tistng and Calibration Laboratories

TUV Rheinland India is one among the CBTL under B Q Certificate
NCB - TUV Rheinland Japan for Medical Device R — /A TOVRheinland®

TUV RHEINLAND (INDIA) PRIVATE LIMITED Precisely Right.

teS“ n g an d Ce rtlfl Ca.tl O n . has been assessed and accredited in accordance with the standard Qualified

ISO/IEC 17025005 T A
TUV Rheinland of North America Inc.
General Requirements for the Competence of Testing & Calibration Laboratoris' hereby qualifes that

TUV Rheinland India lab accredited by NABL as s

for s facilities at

Electroni .:s cm Wes( Phass
. #82A, West Wing, 3rd Main Road, Electronics City, Bang 1 550 100
per
. " ¥ e
in the field of Product Safety Testing Laboratory

TESTING has been designated as a Qualified Laboratory for safety testing of:
ULICSA 80950.1, 1010, 60065, 60335, CSA No. 18, ULICSA 60801 2-cc, UL

TUV Rheinland India also has international A
accreditation from APLAC and ILAC.

xure subject to An evaluation was performed against the requirements of MS-0004326
rements of NABL

Signed foe and on behalf of NABL \{/\ +

Kenneth Kamer
PTL Program Manager

TUV Rheinland India is also recognized by NRTL,
North America.

Vaid until April 23, 2019

International Electrotechnical TE 1EC System of Conformity Assessment
bl \EC | Tecee b drmmrons
ES ] Equipment and Components (ECEE)

CERTIFICATE OF ACCEPTANCE

TO PARTICIPATE IN THE IECEE CB-SCHEME
TUV Rheinland (India) Pvt. Ltd.
# 82/A, West Wing, 3rd Main Road, Electronics City Phase 1, Bangalore-560100, INDIA

has been assessed and determined to fully comply with the requirements of ISO/IEC 17025: 2005-05. The Basic Rules. IECEE 01: 2014-11 and

\\\‘ \ l B 'I’I Rules of Procedure IECEE 02: 2015-08, and the relevant IECEE CB-Scheme Operational Documents.
/7,

TUV Rheinland (India) Pvt. Ltd.

\\ \\I// // is therefore entitied to operate as a CB Testing Laboratory under the responsibility of TUV RH Japan as National Certification Body and to

‘ot resting wihin the IEGEE CB Scheme for the Scope (rodust Categon(1es) and Standard(s)) o2 isted in the relevant partof the |IECEE Wab
Site at www.iecee.org, and is subject to all other terms as set forth in the IECEE Basic Rules and Rules of Procedure

This certficate remains valid until February 20" 2018 at which time it will be reissued by the IECEE Executive Secretary upon successful
completion of the normally scheduled 3-year Reassessment Programme administered by the IECEE CB Scheme.

Kerry MCMANAMA
IECEE EXECUTIVE SECRETARY AND COO

Date of Issue: 2016-07-21
TL332

AP LAC

Ausa Pocdie Leboretary Accredintion Cooporaticn

v N é TUVRheinland®
23 "I' J l ' ‘\\\ Precisely Right.
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Our Accreditations — National and International

lACCREDITED.

Certificate Number: 4271.01

TUVRheinland®
Precisely Right.
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NABCB accredation

NABCB accredation on MDQMS 13485,ICMED 13485 and ICMED 9000 certification

National Accreditation Board for Certification Bodies National Accreditation Board for Certification Bodies National Accreditation Board for Certification Bodies

NABCB NABCB NABCB
QMS QMS QMS

ACCREDITATION CERTIFICATE SCHEDULE SCHEDULE
NABCB hereby confirms that TUV Rheinland (India) Pvt. Ltd. TUV Rheinland (India) Pvt. Ltd.

TUV Rheinland (India) Pvt. Ltd. Operating from their office at Operoting from their office at
2 7 82/A, 3rd Maoin, West Wing, B2/A, 3rd Main, West Wing,
Opiplirg fsm st oAt Electronic City, West Phase (Phose 1), Efectronic City, West Phase {Phase 1),
82/A, 3rd Main, West Wing, Bangolore ~ 560 100, India Bangalore - 560 100, India
Electronic City, West Phase (Phase 1),
Bangalore — 560 100, India

complies to NABCB criteria (ISO/IEC 17021-1:2015
and ISO/IEC TS 17021-3:2013) IS0 13435 ~ Medical Devices Quality Management Systems * Indian Certification of Medical Devices (ICMED) S000

is authorized to issue certification is authorized to issue certification
Under the following scope/s: Under the following scope/s:

and is accredited to carry out Maia Technical Areas  Description «  Indian Certiication of Medical Devices (ICMED] 13485

Quality Management Systems Certification (Esper AFMO'Y) Main Technical Aress  Description

< . s pur WAF MD
In accordance with the dards detailed in the panying Schedul; AL Noe-active Medical Devices e n

The Scope of Accreditation is described in the AL2 Actve Medical Devices (Nonimptan tabile) ALl Non-active Medical Devices
accompanying schedule ALS Starilization Method for Maedical Devices Al2 Active Medical Devices (Nonnplantabie)
ALS Stenlizaton Method for Med ical Devices

Date of initial accreditation E August 16, 2004
1st renewal 2 August 16, 2007
2nd renewal H August 16, 2011
3rd renewal ¢ August 16, 2015
Vvalidity of Accreditation i August 15, 2019

—

Al amo10 September 05, 2017 September 05, 2017
C b

Certificate No. Date Date

(Please rafer for validity of the cert o¢ contact CEO, NABCS for any related gueries)

/A TOVRheinland®
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TUV Rhineland's Presence in AMTZ — Upcoming Project

= Andhra Pradesh MedTech Zone (AMTZ) Vishakhapatnam ,is an Indian Integrated Medical Device
Manufacturing park

= TUV Rheinland has partnered with AMTZ to setup Testing Laboratory :

EMI/EMC
Lab

Medical

Safety Lab

Biomaterial
Lab

TUVRheinland®
Precisely Right.
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