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Accredited to
ISO/IEC
17021-1:2015

TURCERT TEKNIK KONTROL VE BELGELENDIRME A.S
(TURCERT)

Issue No: 03 Issue date: August 26,2020

Accreditation Numbers:
51902430124(QMS)
51902430608 (MDQMS)
51905430323(EMS)
51905430410(FSMS)
51905430208(ISMS)
62008431503(GCHMS-PII)

Address and
Contact Details

Merkez Mh, Gencosman Cd, No 11
Giingoren — Istanbul, Turkey
Mr Hasan Kutlu
+ 90 212 702 40 00
info@turcert.com; www.turcert.com

Critical Merkez Mh, Gengosman Cd, No 11
Locations Giingdren — Istanbul, Turkey
Registration 8750364695
details
Locations Nil
Countries Austria, , Albania, Azerbaijan,Belgium, Bosnia Herzegovina, Bulgaria,
where UAF Canada, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland,
accredited France, Georgia,Germany, Greece, Hungary, Iran, Iraq, Ireland, Italy,
certificates can | Kazakhstan,Latvia, Lithuania, Luxembourg, Macedonia,Malta,
be Issued Mexico,Netherlands, Peru,Poland, Portugal, Romania, Russia, Saudi

Arabia,Slovakia, Slovenia, Spain, Sweden, Turkmenistan,United
Kingdom, Turkey, Qatar, United Arab Emirates, Uzbekistan, Ukraine,
United States of America,

Accreditation
Valid Date

02/13/2019 for QMS and MDQMS
05/21/2019 for EMS,FSMS and ISMS
08/26/2020 for GCHMS-PII

Accreditation
Valid up to

*02/12/2023 for QMS and MDQMS
*05/20/2023 for EMS,FSMS and ISMS
*08/25/2023 for GCHMS-PII
* Subject to the terms and conditions that are set out in Accreditation
Agreement signed by Turcert are met and Annual Surveillances,

Witnesses as per Turcert Surveillance Program and other obligations are

satisfactorily completed.
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ACCREDITATION STANDARDS:
ISO/IEC 17021-1: 2015- Conformity assessment — Requirements for bodies providing audit
and certification of management systems. As guided by:
IAF MD1:2018 — Certification of Multiple Sites based on Sampling.
IAF MD2:2017 — Transfer of Accredited Certification of Management Systems.
IAF MD 5:2015 — Determination of Audit Time of Quality and Environmental Management
Systems.
IAF MD 9:2017 - TIAF Mandatory Document for the Application of ISO/IEC 17021 in Medical
Device Quality Management Systems (ISO 13485).
IAF MD11:2013 — Application of ISO/IEC 17021 for audits of integrated management
systems.
IAF MD12:2016- Accreditation Assessment of Conformity Assessment Bodies with Activities
in Multiple Countries
ISO/IEC TS 17021-2:2016 — Conformity Assessment — Requirement for Bodies Providing
Audit and Certification of Management Systems Part 2: Competence Requirements for
Auditing and Certification of Environmental Management Systems.
ISO/IEC TS 17021-3:2017 - Conformity assessment -- Requirements for bodies providing
audit and certification of management systems -- Part 3: Competence requirements for
auditing and certification of quality management systems.
ISO/TS 22003:2013 - Food safety management systems - Requirements for bodies providing
audit and certification of food safety management systems.
ISO/IEC 27006:2015- Information technology -- Security techniques -- Requirements for
bodies providing audit and certification of information security management systems
UAF-CAB-QMS: Accreditation Requirements for Certification of Quality Management System.
UAF-CAB-MDQMS: Accreditation Requirements for Certification of Medical Device Quality
Management Systems (ISO 13485).
UAF-CAB-EMS: Accreditation Requirements for Certification of Environmental Management
System.
UAF-CAB-FSMS: Accreditation Requirements for Certification of Food Safety Management
System.
UAF-CAB-ISMS: Accreditation Requirements for Certification of Information Security
Management System
UAF-CAB-GCHMS-PII: Accreditation Requirements for Certification of Green and Clean
Hospitality Management System- Safe and Healthy workplace.
UAF-GEN-CAB-01: General Accreditation Requirements.
UAF-GEN-CAB-02: Conditions for the Use of UAF Accreditation Symbol.

Management Systems Certification Standards

[y

ISO 9001:2015 — Quality management systems—Requirements.

2. ISO 13485:2016 - Medical Devices - Quality Management Systems - Requirements
for Regulatory Purposes.

ISO 14001:2015 — Environmental management systems — Requirements.

ISO 22000:2005 - Food safety management systems — Requirements for any
organization in the food chain

hw
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5. ISO/IEC 27001:2013 - Information technology - Security techniques - Information

security management systems — Requirements.

6. AHPI-Green and Clean Hospitality Management Systems- Part-II (GCHMS-PII) for
safe and healthy workplace -Requirements and guidance for use -Rev 02
SCOPE OF ACCREDITATION:
QMS and EMS
IAF Description QMS EMS
Scope
01 Agriculture, forestry and fishing v v
02 Mining and quarrying X v
03 Food products, beverages and tobaccos v v
04 Textiles and textile products v v
05 Leather and leather products v v
06 Wood and wood products v v
07 Pulp, paper and Paper products v v
08 Publishing of books, periodicals and other publishing v v
activities, Sound recording and music publishing.

09 Printing companies v v
10 Manufacture of coke and refined petroleum products v v
11 Nuclear fuel X X
12 Chemicals, chemical products and fibres v v
13 Pharmaceuticals v v
14 Rubber and plastic products v v
15 Non-metallic mineral products v v
16 Concrete, cement, lime, plaster, etc v 4
17 Basic Metal and Fabricated Metal Products v v
18 Machinery and equipment v v
19 Electrical and optical equipment v v
20 Shipbuilding X v
21 Aerospace X X
22 Other transport equipment v v
23 Manufacturing not elsewhere classified v v
24 Recycling v v
25 Electricity supply X v
26 Gas supply v v
27 Water supply v v
28 Construction v v
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IAF Description QMS EMS

Scope

29 Wholesale and retail trade; Repair of motor vehicles, motor 4 v
cycles and personal and household goods

30 Hotels and restaurants v 4

31 Transport, storage and communication v v

32 Financial mediation; real estate; renting 4 v

33 Information technology v v

34 Engineering services; research and development; other v 4
professional, scientific and technical activities

35 Other professional services v v

36 Public administration v v

37 Education v v

38 Health and social work v v

39 Other Social Services v v

Medical Devices Scheme (MDQMS)

IAF MD 8 Medical Devices Technical Areas

Main Technical Area Technical Area

Non-active Medical Devices General non-active, non-implantable

medical devices

Non-active implants

Devices for wound care

Non-active dental devices and accessories

Non-active medical devices other than
specified above

Active Medical Devices

General active medical devices

(Non-Implantable) Devices for imaging

Monitoring devices

Devices for radiation therapy and thermo therapy

specified above

Active (non-implantable) medical devices other than

Active implantable medical

General active implantable medical Devices

Devices Implantable medical devices other than specified above
In Vitro Reagents and reagent products, calibrators and control
Diagnostic materials for:Clinical Chemistry Immunochemistry
Medical (Immunology) Haematology/Haemostasis/Immunohe
Devices Matology,Microbiology ,Infectious Immunology

(IVD) Histology/Cytology, Genetic Testing

In Vitro Diagnostic Instruments and
Software

Above

IVD medical devices other than specified
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Sterilization
Method for
Medical Devices

Ethylene oxide gas sterilization (EOG)

Moist heat

Aseptic processing

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

Sterilization method other than specified above

Devices
incorporating/utilizing
specific substances/
technologies

Medical devices incorporating medicinal substances

Medical devices utilizing tissues of animal origin

Medical devices utilizing tissues of animal origin
Medical devices incorporating derivates of human blood

Medical devices utilizing Micromechanics

Medical devices utilizing Nanomaterials

Medical devices utilizing biological active coatings and/or
materials or being wholly or mainly absorbed

PARTS AND SERVICES

Raw materials
(Raw metals, plastic, wood, ceramic)

Components (Electrical components, fasteners, shaped
raw materials, machined raw materials and molded
plastic)

Subassemblies (Electronic subassemblies mechanical
subassemblies, made to drawings and/or work
instructions)

Calibration services (Verification/confirmation services for
measuring instruments, tools or test fixtures)

Distribution services (Distributors providing storage and
delivery of medical devices, not acting as a ‘legal
manufacturer’ for medical devices)

Maintenance services (Electrical or mechanical repair
services, facility cleaning and maintenance services,
uniform cleaning and testing of ESD smocks.)

Transportation services (Trucking, shipping, air
transportation service in general)

Other services (Consulting services related to medical
devices, packaging services, etc.)

FSMS Scope- Food chain categories:

Cluster Cluster Description Category

Category Description

1.

Food and feed processing

C Food Manufacturing
lAnimal Feed Production

2. Catering

Catering

3. |Retail, Transport and Storage

Distribution
Provision of Transport and Storage
Services

O|lmM|m|O

4, Aucxiliary services

H  [Services

Production of Food Packaging and
Packaging Material

J Equipment manufacturing
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ISO/IEC 27001:2013 - Information technology - Security techniques - Information security

Information Security Management Systems Scheme (ISMS):

management systems — Requirements.

Green and Clean Hospitality Management Systems- Part-II (GCHMS-PII):

Scope of Accreditation:

S.No | Sectorial Scopes

1 Retail Stores

2 wholesale Traders

3 Banks

4 All Types of Food Outlets and Restaurants.

5 Hotels, Resorts, Hostels, Guest houses, Banquet Halls,
Marriage Places.

6 Agriculture, Farming and Nurseries

7 Shopping Centers/Shopping Malls/ Grocery Markets
and Supermarkets

8 Gymnasiums including Spa, pools and Swimming pools.

9 Barber, Hairdressers and Beauty Salons

10 Educational Campuses, Colleges, University Campus,
Schools and Special Education Institutions.

11 All types of Maintenance Activities and services

12 All types of Rehabilitation Centers, Retirement Homes
and disabled care centers.

13 Places of Worship (Church, Mosque, Discourse centers,
Temples, etc)

14 Fuel Stations

15 Passenger Transport Services- Railway Passenger
Transportation, Buses, Taxis, other transport operators.

16 Construction Sites

17 Mining Services

18 Hospitals and Health care centers.

19 Outpatient Treatment Centers, Dentist's Clinics and
consultation centers, Doctor's Offices, Polyclinics

20 Industries- Food Products,

21 Industries- Beverages and Tobacco,

22 Industries- Textiles and Textile Products,

23 Industries- Leather and Leather Products,

24 Industries- Wood and Wood Products,

25 Industries- Pulp, Paper and Paper Products,

26 Industries- Coke and Refined Petroleum Products,

27 Industries-Chemicals, Chemical Products and Fibres

28 Industries-Pharmaceuticals,

29 Industries- Rubber and Plastic products,
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30 Industries- Non-metallic Mineral Products

31 Industries- Mineral Products

32 Industries- Basic Metals and Fabricated Metal Products

33 Industries- Machinery and Equipment manufacturing

34 Industries- Electronics, Electrical and Optical Equipment

35 Industries- Other Manufacturing

36 Other Sectors not classified above
__-‘/)-.-.‘—“

Director

Dated: August 26, 2020
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