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Wherever you are, we are with you.
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66
Countries

114
Operating

companies

500
Locations

19,630

Employees

> 200

Labs

37
Industries

2,500 
Services

Headquarter:

Cologne, 

Germany

TÜ V Rheinland Asia Pacific Corporate Presentation 2016

Since 1872, we strive to improve Safety and Quality 

of Products, Systems, and People.
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 EU Notified Body under MDD, IVDD, AIMD

 ISO 13485 – QMS certification under CMDCAS and 

other local accreditations

 CAB under MDR, Malaysia

 AO under MDSAP

 RCB under PMD Act, Japan

 Medical Device Testing with IEC/ISO/EN/AMMI/CSA

 NRTL, US: cTUVus, cTUV, TUVus

Major Conformity Assessment Services

TÜ V Rheinland Asia Pacific Corporate Presentation 2016

TÜ V Rheinland, Conformity Assessment Body for Medical Devices
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Objectives and limitations: In-country Lab Testing 

• Pre-market approval

• Post-market surveillance

Safeguard for Public Health

by supporting Test data in :

• Incubation of SMEs

• Innovation of Technology

Developing Medical Device 

Industry sector

by supporting: 

Possible targets with each objective could be as follows.
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Budget

Competence

&

Capacity

Objectives and limitations: In-country Lab Testing 

ROI 
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Objectives and limitations: In-country Lab Testing

Fukushima Medical Device Development Support Centre

http://www.pref.fukushima.lg.jp/site/portal-english/ps-fmddsc-1.html



Objectives and limitations: In-country Lab Testing 

We cooperate with the lab, for instance, by:

•TÜ V Rheinland Experts provide advanced training for staffs 

using the test facility in the "Fukushima Medical Device 

Development Support Centre.“

•TÜ V Rheinland Experts provide “public seminars” related to 

Medical Device Conformity Assessments.

•TÜ V Rheinland Experts provide comprehensive support to 

manufacturers for “their international business success”.
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Objectives and limitations: In-country Lab Testing 

Another example, in Korea

TÜ V Rheinland Korea and Gwangju Technopark

Sign an MOU on Healthcare Robots                    2017/03/30Korea

 TÜ V 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, TÜV 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 TÜ V Rheinland Korea.
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TÜ V Rheinland India – 20 Years of Existence.

 2011 – Q3

 10m Anechoic 

Chamber under EMC

 Relocation of safety 

and reliability labs 

2003

Expanding the scope 

with EMI Test Set-ups

1999

Rolling out Product Testing and 

Certification Service

2006

Expanding the Laboratory to 

cover – Safety, EMI/EMC, 

Environmental Tests for IT, 

Medical, Laboratory & Industrial 

Products

2010 – Q1

1st Private CBTL 

in India

1996

Started operations in India as a 100% 

subsidiary of TUVR Group in the field of 

System Certification

 2008

 Introduction of  Wireless Services

 NABL Accreditation for the 

Expanded Test Facility

2000

Estabilshed an in-house 

Safety Test Facility

2010 – Q1

1st Private CB to establish 

PV Lab + Chemical, 

Metallurgical &  ENV Test 

Lab

2010 – Q4

NABL Accreditation 

for PV + Chemical / 

Metallurgical & ENV 

Test Lab

 2012 – Q2

 CB Medical /PV

 Food lab

 Energy and safety 

labs in Delhi 

2013 – 16

BIS recognisation

Lighting lab  in 

Delhi

SAR Testing 

1.8.1/1.9.1 System 

For Wireless 

Testing

2017

Moving to new 

location with 

expansion in test 

facility



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,                                                                                      Cath labs, 

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 / IoT facility and Reliability testing 

QMS:  ISO 13485:2016 for New MDR India

ICMED : 13485 ( NABCB)

CE mark certification as per MDD, IVD



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 / IoT test facility to offer global market                                                         

requirements for medical devices
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Test Facilities 



20

Medical Safety and Reliability Services 

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

Fire / Heat Testing

Mechanical Tests

Safety
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EMI / EMC and Wireless / IoT  Facillities

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

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

Specific Absorption Rate (SAR)



Market Access Services
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One report good for many countries One stop shopping

Testing Approval

And Many Many 
More

Anatel / Inmetro / Brazil

CE / Europe

FCC / FDA / US

CE ,FDA , NRTL , InMetro , CB & 
Others 

NRTL  / US & Canada

Multiple approvals based on one test Report



Our Accreditations – National and International
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• TUV Rheinland India is one among the CBTL under                                                                  

NCB - TUV Rheinland Japan for Medical Device                                                                   

testing and certification.

• TUV Rheinland India lab accredited by NABL as 

per ISO 17025: 2005.

• TUV Rheinland India also has international 

accreditation from APLAC and ILAC.

• TUV Rheinland India is also recognized by NRTL, 

North America.



Wireless / IoT :- Laboratory Accreditation: Association for Laboratory Accreditation (A2LA), USA
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Our Accreditations – National and International



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



TUV Rhineland's Presence in AMTZ – Upcoming Project
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 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



Thank you.


