National Accreditation Board
for Certification Bodies

(Q%crecé‘aﬁon @erz‘ﬁ cale

NABCB

hereby confirms that

MTIC Intercert India Pvt. Ltd.
No.116, 2" Floor, 11" Cross, 3™ Main Road,
Margosa Road, Malleswaram,
Bengaluru — 560003, Karnataka, India

complies with

SNABCB Accreditation Criteria for Certification Bodies
(ISO/IEC 17021-1:2015 and ISO/IEC 17021-3:2017 for
QMS and IAF MD 9:2023 for MDQMS & ICMED lIssue 2)

to carry out

Quality Management Systems Certification
In accordance with Standards detailed in accompanying Schedules

The Scope of Accreditation is described
in the accompanying Schedule(s)

Accreditation Certificate No.: QM 028

Date of Initial Accreditation : October 27, 2006
Date of Last Renewal : December 27, 2024*
Validity of Accreditation : October 26, 2028

#Accreditation was not valid during 27 April 2021 to 19 July 2021

.

)’ December 27, 2024 (Rajesh Maheshwari)
Issue Date Chief Executive Officer

(Please refer http://nabcb.qci.org.in for validity of the certificate or contact NABCB for any related queries)
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National Accreditation Board
for Certification Bodies

Schedule

(Scope of Accreditation)
MTIC Intercert India Pvt. Ltd.

Quality Management Systems
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Q IAF Scope Description @
) [0)
@ 03 Food Products, Beverages and Tobacco @
@ 07 Pulp, Paper and Paper Products @
@ 10 Manufacture of Coke and Refined Petroleum Products @
°@§ 12 Chemicals, Chemical Products & Fibres %}5
@ 13 Pharmaceutical @
@ 14 Rubber and Plastic Products @
@ 17 Basic Metals and Fabricated Metal Products @
@ 18 Machinery and Equipment @
@ 19 Electrical and Optical Equipment @
w 23 Manufacturing not elsewhere Classified @
@ 29 ‘Wholesale & Retail Trade; Repair of Motor Vehicles, Motorcycles and Personal @
ME and Household Goods NG
@ 30 Hotels and Restaurants @
@ 32 Financial Intermediation; Real Estate; Renting (restricted to NACE Code K70.1 @
7o) to 70.3 and K 71.1 to 71.4 only) @
@ 33 Information Technology (restricted to NACE Code K72.3 to 72.6 only) @
3@5 34 Engineering Services @
@ 35 Other Services @
@ 36 Public Administration 0)
@ 39 Other Social Services (except NACE Code 090.0) @
V) WV
()December 27, 2024 (Rajesh Maheshwari) Y
@ Issue Date Chief Executive Officer ()
@ (The schedule must be accompanied by the Accreditation Certificate No. QM 028 valid up to October 26, 2028) @
o) )

@@@@@@@@@@@@@@@@@@@@@@@@@@@@



@@@@@@@@@@@@@@@@@@@@@@@@@@@@

S W

National Accreditation Board
for Certification Bodies

9]
3’3

3 Schedule

(Scope of Accreditation)
MTIC Intercert India Pvt. Ltd.

/7

o

N,

N

]

Medical Devices Quality Management Systems

Y
o)
W
o)
W%
@ Main Technical Areas | Description Technical Areas
Y | (as per IAF MD (Main Technical
@ 8:2023) Area)
A1 Non-Active Medical General non-active, non-implantable medical devices
Devices

Non-active implants

o)
@ Devices for wound care
o)

0

Non-active dental devices and accessories

@ Non-active medical devices other than specified above
A1.2 Active Medical Devices General active medical devices

2
Y
o)
@
)
WV
0)
WV
[0
Y
0]
Vi
)
W
O
W
)
WV
0}
55 &5
@ (Non-Implantable) Devices for imaging @
o) 0]
Y
o)
@
0]
Vi
0]
Y
0
WV
o)
Y
o)
WV
0)
@
[0
Y
O]
Y
@

A Monitoring devices
@ Devices for radiation therapy and thermo therapy

Active (non-implantable) medical devices other than
@ specified above

@ A14 In Vitro Diagnostic Reagents and reagent products, calibrators and control
@ Medical Devices (IVD) materials for:

1

@ e Clinical Chemistry '
e Immunochemistry (Immunology)

e Haematology / Haemostasis /

[0
@ Immunohematology
(0

Microbiology

0

®
@ e Infectious Immunology
®

@ Histology/Cytology
@ e Genetic Testing

@ In Vitro Diagnostic Instruments and software IVD
x medical devices other than specified above

@ |

December 27, 2024 (Rajesh Maheshwari)
A Issue Date Chief Executive Officer

(The schedule must be accompanied by the Accreditation Certificate No. QM 028 valid up to October 26, 2028)
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National Accreditation Board
for Certification Bodies

Schedule

(Scope of Accreditation)
MTIC Intercert India Pvt. Ltd.

Main Technical Areas | Description Technical Areas

(as per IAF MD (Main Technical

8:2023) Area)

A1.5 Sterilization Methods for Ethylene oxide gas sterilization (EOG)
Medical Devices Moist heat

Radiation sterilization (e.g. gamma, x-ray, electron
beam)

Low temperature steam and formaldehyde sterilization
Thermic sterilization with dry heat
Sterilization with hydrogen peroxide

Sterilization method other than specified above
A1.7 Parts or Services Raw materials

Components

Subassemblies

Calibration services*

Distribution services

Maintenance services

Transportation services

Other services
*QOrganizations providing calibration services should be accredited to ISO/IEC 17025

ICMED 9000 and ICMED 13485 Schemes (Issue 2)

Si. No. Description
1 Indian Certification of Medical Devices (ICMED) 9000
Z Indian Certification of Medical Devices (ICMED) 13485 - Scopes granted in
MDQMS
December 27, 2024 (Rajesh Maheshwari)
Issue Date Chief Executive Officer
(The schedule must be accompanied by the Accreditation Certificate No. QM 028 valid up to October 26, 2028) i
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