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	Annex C5/6  to the Certificate No. 732-4
SCOPE of ACCREDITATION

GREEK ATOMIC ENERGY COMMISSION
DEPARTMENT OF LICENSING AND INSPECTIONS
as a Type A Inspection Body
in the voluntary sector and /or

according to the National Legislative Regulations


	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	1.  Radiology departments 
  (Medical, dental and veterinary applications)

Inspected systems:
1. Radiography
2. Fluoroscopy
3. Radiography & fluoroscopy 

4. Dental radiography 

5. Mammography
6. Dental Orthopantomographic
7. Bone densitometry
8. Computed tomography
9. Dental computed tomography 
 10.    Interventional radiology   
	Initial, periodical  and extraordinary inspection of installations

	LEGISLATION
1. Joint Ministerial Order 1014 (FOR) 94, Official Gazette No 216/B/6-03-2001, "Radiation Protection Regulations”

2. GAEC’s circular (18.10.06) on the quality control of radiology departments
3. Law No 4310/2014, Government Gazette Folio

No 258/A/08.12.14  

GUIDELINES – RECOMMENDATIONS OF INTERNATIONAL ORGANIZATIONS & COMMITTIES
1. EURATOM Directive 2013/59
2. ICRP 103: 2007: Recommendations of the International Commission on Radiological Protection

3. AAPM TG 31 Standardized Methods for Measuring Diagnostic X-ray exposures, 1990 

4. ICRP 33 1982 : Protection against ionizing radiation from external sources used in medicine

5. NCRP Report No. 147:2004: Structural Shielding Design for Medical X-Ray Imaging Facilities
6. NCRP Report No. 49:1976: Structural Shielding Design and Evaluation for Medical Use of X-Rays and Gamma Rays of Energies up to 10MeV 

STANDARDS
INTERNATIONAL ELECTROTECHNICAL COMMISSION (IEC)

1. IEC 60522: 02.1999: Determination of the permanent filtration of X-ray tube assemblies
2. IEC 60601-2-43:2000: Medical electrical equipment - Part 2-43: Particular requirements for the safety of X-ray equipment for interventional procedures 
3. IEC 60601-2-44:2001: Medical electrical equipment. Particular requirements for safety. Particular requirements for the safety of X-ray equipment for computed tomography
 

	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	1.  Radiology departments
  (Medical, dental and veterinary applications)

Inspected systems:
1. Radiography
2. Fluoroscopy
3. Radiography & fluoroscopy 

4. Dental radiography 

5. Mammography
6. Dental Orhtopantomographic
7. Bone densitometry
8. Computed tomography
9. Dental computed tomography 
 10.    Interventional radiology   
	Initial periodical and extraordinary inspection of installations

	4. IEC 61223-3-5:2004: Imaging performance of computed tomography X-ray equipment
5. IEC 1223-2-6:1994: Evaluation and routine testing in medical imaging departments, Part 2-6: Constancy tests-X-ray equipment for computed tomography
6. IEC 61223-3-1:1999: Evaluation and routine testing in medical imaging departments, Part 3-1: Acceptance tests- Imaging performance of X-ray equipment for radiographic and radioscopic systems
7. IEC 1223-3-2:1996: Evaluation and routine testing in medical imaging departments, Part 3-2: Acceptance tests- Imaging performance of mammographic X-ray equipment

8. IEC 1223-3-3:1996: Evaluation and routine testing in medical imaging departments, Part 3-3: Acceptance tests- Imaging performance of X-ray equipment for digital subtraction angiography (DSA)

9. IEC 61223-3-4:2000: Evaluation and routine testing in medical imaging departments, Part 3-4: Acceptance tests- Imaging performance of dental X-ray equipment 

10. IEC 61674: 10.1997: Medical electrical equipment – Dosimeters with ionization chambers and/or semi-conductor detectors as used in X-ray diagnostic imaging

11. IEC 846 : 06.1989: Beta, X  and gamma radiation dose equivalent and dose equivalent rate meters for use in radiation protection

12. IEC 1267: 09.1994: Medical diagnostic X-ray equipment – Radiation conditions for use in the determination of characteristics

13. IEC 61526: 04.1998: Radiation protection instrumentation –Measurement of personal dose equivalents Hp(10) and Hp(0.07) for X, gamma and beta radiations – Direct reading personal dose equivalent and/or dose equivalent rate dosimeters.

INTERNATIONAL COMMISSION OF RADIATION UNITS AND MEASUREMENTS (ICRU)
1. ICRU Report 51: 1.9.1993: Quantities and units in radiation protection dosimetry

2. ICRU Report 39: 1.2.1985 : Determination of dose equivalents resulting from external radiation sources

3. ICRU Report 43: 15.12.1988 : Determination of dose equivalents resulting from external radiation sources – Part 2
4. ICRU Report 47: 15.4.1992 : Measurement of dose equivalents from external photon and electron radiations

	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	2. Nuclear Medicine departments (Medical and veterinary applications)
Inspected systems
1. γ-camera

2. γ-counters

3. Dose calibrators 

4. PET-CT

5. Cyclotron
 6.    Bone Densitometry
	Initial , periodical and extra ordinary inspection of installations

	LEGISLATION
1. Joint Ministerial Order 1014 (FOR) 94, Official Gazette No 216/B/6-03-2001, "Radiation Protection Regulations”.
2. Ministerial Order (ΔΥΓ2/οικ67752/07.06.2007, Official Gazette No 909/Β/07, Amendment of  the order No Α2στ/οικ.4430/1985 (Official Gazette No 576 τ.Β) “Duration of ionizing radiation laboratories operation licenses”.

3. Ministerial Order (ΔΥΓ2/92027/11.12.2007), Official Gazette No2345/Β/07, “Establishment of Diagnostic Reference Levels (DRL) for mammography procedures and of Dose Guidance Levels (DGL) for Nuclear Medicine diagnostic procedures.
4. GAEC’s circular No. Π/105 /388 / 30.11.06 on the excreta release of patients undergone Nuclear Medicine therapies.
5. Law No 4310/2014, Government Gazette Folio No 258/A/08.12.14  

GUIDELINES – RECOMMENDATIONS OF INTERNATIONAL ORGANIZATIONS & COMMITTIES
1. EURATOM Directive 2013/59
2. ICRP 103: 2007: Recommendations of the International Commission on Radiological Protection

3. ICRP 33 1982: Protection against ionizing radiation from external sources used in medicine

4. IAEA: Safety Reports Series No 40, Applying Radiation Safety Standards in Nuclear Medicine

5. IAEA: 2003: Quality Control Atlas for Scintillation Camera Systems

6. NEMA NU 1: Performance measurements of gamma cameras

7. NEMA NU2 Performance Measurements of Positron Emission Tomographs.

8. EC Radiation Protection 97 Radiation protection following iodine-131 therapy (Exposures due to outpatients or discharged inpatients), 1998.

9. EC Radiation Protection 99 Guidance on medical exposures in medical and biomedical research, 1998.

10. EC Radiation Protection 100 Guidance for protection of unborn children and infants irradiated due to parental medical exposures, 1998. 

11. EC Radiation Protection 109 Guidance on diagnostic Reference Levels (DRLs) for Medical Exposures, 1999.

12. EC Radiation Protection 157 Comparative Study of EC and IAEA Guidance on Exemption and Clearance Levels, 2010.

13. IAEA Safety Reports Series No. 58 Radiation Protection in newer medical imaging techniques: PET/CT, 2008.

14. IAEA Safety Reports Series No. 63 Release of patients after radionuclide, 2009.

15. IAEA Nuclear Medicine Resources Manual, 2006.



	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	2. Nuclear Medicine departments (Medical and veterinary applications)
Inspected systems
1. γ-camera

2. γ-counters

3. Dose calibrators 

4. PET-CT

5. Cyclotron
 6.    Bone Densitometry
	Initial , periodical and extra ordinary  inspection of installations

	16. IAEA-TECDOC-1000 Clearance of materials resulting from the use of radionuclides in medicine, industry and research 1998.

17. IAEA Human Health Series No. 11 Planning a Clinical PET Centre, 2010.

18. IAEA Technical Reports Series No. 465 Cyclotron Produced Radionuclides: Principles and Practice, 2008.

19. IAEA Technical Reports Series No. 468 Cyclotron Produced Radionuclides: Physical Characteristics and Production Methods, 2009.

20. IAEA Technical Reports Series No. 471 Cyclotron Produced Radionuclides: Guidelines for Setting Up a Facility, 2009.

21. IAEA Safety Requirements No. WS-R-5 Decommissioning of Facilities Using Radioactive Material, 2006.

22. IAEA Safety Guide No. WS-G-2.2 Decommissioning of Medical, Industrial and Research Facilities, 1999.

23. IAEA Safety Guide No. RS-G-1.7 Application of the Concepts of Exclusion, Exemption and Clearance, 2004.

24. IAEA Safety Guide No. RS-G-1.10 Safety of Radiation Generators and Sealed Radioactive Sources, 2006.

25. IAEA Safety Standards Series No. GSG-1 Classification of Radioactive Waste, 2009.

26. IAEA Safety Guide No. WS-G-2.7 Management of Waste from the Use of Radioactive Material in Medicine, Industry, Agriculture, Research and Education, 2005.

27. IAEA Safety Guide No. WS-G-6.1 Storage of Radioactive Waste, 2006.

28. IAEA Safety Requirements No. WS-R-2 Predisposal Management of Radioactive Waste, Including Decommissioning, 2000.

29. NCRP Report No. 124 Sources and magnitude of occupational and public exposures from Nuclear Medicine Procedures 1996.

30. NCRP Report No. 155 Management of radionuclide therapy patients 2006.

31. World Health Organization Manual on radiation Protection in hospitals and general practice Volume 2 Unsealed Sources 1975.

32. Health Protection Agency Protection of pregnant patients during diagnostic medical Exposures to ionizing radiation RCE-9 2009.

33. ICRP Publication 80 Radiation dose to patients from radiopharmaceuticals (Addendum 2 to ICRP Publication 53), 1997. 

34. ICRP Publication 88 Doses to the embryo and fetus from intakes of radionuclides by the mother, 2002.

35. ICRP Publication 94 Release of patients after therapy with unsealed radionuclides, 2004.

36. IPEM Report No. 86 Quality Control of Gamma Camera Systems, 2003.




	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	2. Nuclear Medicine departments (Medical and veterinary applications)
1. Inspected systems
2. γ-camera

3. γ-counters

4. Dose calibrators 

5. PET-CT

6. Cyclotron
 6.    Bone Densitometry 


	Initial periodical and extraordinary  of installations

	STANDARDS
INTERNATIONAL ELECTROTECHNICAL COMMISSION (IEC)
1. IEC 846: 06.1989: Beta, X  and gamma radiation dose equivalent and dose equivalent rate meters for use in radiation protection

2. IEC 61526: 04.1998: Radiation protection instrumentation –Measurement of personal dose equivalents Hp(10) and Hp(0.07) for X, gamma and beta radiations – Direct reading personal dose equivalent and/or dose equivalent rate dosimeters.

3. IEC TR 61948-1:2001(E) Nuclear medicine instrumentation – Routine tests – Part 1: Radiation counting systems.

4. IEC TR 61948-2:2001(E) Nuclear medicine instrumentation – Routine tests – Part 2: Scintillation cameras and single photon emission computed tomography imaging.

5. IEC TR 61948-3:2005(E) Nuclear medicine instrumentation – Routine tests – Part 3: Positron emission tomographs.

6. IEC TR 61948-4:2006(E) Nuclear medicine instrumentation – Routine tests – Part 4: Radionuclide calibrators.

7. IEC 61675-1: Edition 1.1 2008-06 Radionuclide imaging devices – Characteristics and test conditions – Part 1: Positron emission tomographs.

8. IEC 61675-2:1998+A1:2004(E) Radionuclide imaging devices – Characteristics and test conditions – Part 2: Single photon emission computed tomographs.

9. IEC 61675-3:1998(e) Radionuclide imaging devices – Characteristics and test conditions – Part 3: Gamma camera based whole body imaging systems.

INTERNATIONAL COMMISSION OF RADIATION UNITS AND MEASUREMENTS (ICRU)

1. ICRU Report 51 : 1.9.1993 : Quantities and units in radiation protection dosimetry

2. ICRU Report 35 : 15.9.1984 : Radiation dosimetry: Electrons beams with energies between 1 and 50 MeV

3. ICRU Report 43 : 15.12.1988 : Determination of dose equivalents resulting from external radiation sources – Part 2
4. ICRU Report 47 : 15.4.1992 : Measurement of dose equivalents from external photon and electron radiations




	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	3.  Radiotherapy departments 
Inspected systems:
1. Linear accelerators  (Photon/Electron)

2. Co-60 Teletherapy
3. Remote afterloading brachytherapy (LDR/HDR)

4. X-ray
5. Blood irradiators 
 6.     Computed tomography simulator

	Initial periodical and extraordinary inspection of installations

	LEGISLATION
1. Joint Ministerial Order 1014 (FOR) 94, Official Gazette No 216/B/6-03-2001, "Radiation Protection Regulations”
2. GAEC’s Board of Directors Order No Π/199/239 / 19.07.10 on the quality control protocols of radiotherapy departments.
3. Law No 4310/2014, Government Gazette Folio No 258/A/08.12.14  

GUIDELINES – RECOMMENDATIONS OF INTERNATIONAL ORGANIZATIONS & COMMITTIES
1. EURATOM Directive  2013/59
2. ICRP 103: 2007: Recommendations of the International Commission on Radiological Protection

3. IAEA TRS 110 : 1970 : Manual of dosimetry in radiotherapy

4. AAPM TG21 : 1983 : A protocol for determination of absorbed dose from high energy photon and electron beams

5. AAPM TG51 protocol for clinical reference dosimetry of high energy photons and electron beams, 1999

6. AAPM TG 46: 1994: Comprehensive QA for radiation oncology. Med.Phys.21, 581-616

7. ICRP 33 1982 : Protection against ionizing radiation from external sources used in medicine
8. NCRP Report No. 151:2005:Structural Shielding Design and Evaluation for Megavoltage X- and Gamma-Ray Radiotherapy F
STANDARDS
INTERNATIONAL ELECTROTECHNICAL COMMISSION (IEC)
1. IEC 60731: 07.1997 : Medical electrical equipment – Dosimeters with ionisation chambers as used in radiotherapy

2. IEC 846 : 06.1989 : Beta, X  and gamma radiation dose equivalent and dose equivalent rate meters for use in radiation protection

3. IEC 61526: 04.1998: Radiation protection instrumentation –Measurement of personal dose equivalents Hp(10) and Hp(0.07) for X, gamma and beta radiations – Direct reading personal dose equivalent and/or dose equivalent rate dosemeters.

4. IEC 976: 10.1989: Medical electrical equipment: Medical electron accelarators – Functional performance characteristics.

5. IEC 977: 10.1989: Medical electrical equipment: Medical electron accelarators in the range 1 MeV to 50 MeV – Guidances for functional performance characteristics.




	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	4.  Industrial applications and radiography laboratories.

Inspected systems:
1. Radioactive sources
2. X-ray

	Initial, periodical and extraordinary  inspection of installations

	LEGISLATION
1. Joint Ministerial Order 1014 (FOR) 94, Official Gazette No 216/B/6-03-2001, "Radiation Protection Regulations”.
2. Law No 4310/2014, Government  Gazette Folio No 258/A/08.12.14  

GUIDELINES – RECOMMENDATIONS OF INTERNATIONAL ORGANIZATIONS & COMMITTIES
1. EURATOM Directive 2013/59
2. ICRP 103: 2007: Recommendations of the International Commission on Radiological Protection

STANDARDS
INTERNATIONAL ELECTROTECHNICAL COMMISSION (IEC)
1. IEC 846: 06.1989: Beta, X  and gamma radiation dose equivalent and dose equivalent rate meters for use in radiation protection

2. IEC 61526: 04.1998: Radiation protection instrumentation –Measurement of personal dose equivalents Hp(10) and Hp(0.07) for X, gamma and beta radiations – Direct reading personal dose equivalent and/or dose equivalent rate dosemeters.

INTERNATIONAL COMMISSION OF RADIATION UNITS AND MEASUREMENTS (ICRU)

1. ICRU Report 51 : 1.9.1993 : Quantities and units in radiation protection dosimetry

2. ICRU Report 21 : 15.5.1972 : Radiation Dosimetry: Electrons with initial energies between 1 and 50 MeV

3. ICRU Report 35 : 15.9.1984 : Radiation dosimetry: Electrons beams with energies between 1 and 50 MeV

4. ICRU Report 39: 1.2.1985: Determination of dose equivalents resulting from external radiation sources

5. ICRU Report 43: 15.12.1988: Determination of dose equivalents resulting from external radiation sources – Part 2

6.      ICRU Report 47: 15.4.1992: Measurement 
         of  dose equivalents from external photon     

         and electron radiations


	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	5. Research and education ionizing radiation laboratories

Inspected systems:
1. Radioactive sources 

2. X-ray

	Initial periodical and extraordinary  inspection of installations

	LEGISLATION
1. Joint Ministerial Order 1014 (FOR) 94, Official Gazette No 216/B/6-03-2001, "Radiation Protection Regulations”
2. Law No 4310/2014, Government Gazette Folio No 258/A/08.12.14  

GUIDELINES – RECOMMENDATIONS OF INTERNATIONAL ORGANIZATIONS & COMMITTIES
1. EURATOM  Directive 2013/59
2. ICRP 103: 2007: Recommendations of the International Commission on Radiological Protection

STANDARDS
INTERNATIONAL ELECTROTECHNICAL COMMISSION (IEC)
1. IEC 846 : 06.1989: Beta, X  and gamma radiation dose equivalent and dose equivalent rate meters for use in radiation protection

2. IEC 61526: 04.1998: Radiation protection instrumentation –Measurement of personal dose equivalents Hp(10) and Hp(0.07) for X, gamma and beta radiations – Direct reading personal dose equivalent and/or dose equivalent rate dosimeters.

INTERNATIONAL COMMISSION OF RADIATION UNITS AND MEASUREMENTS (ICRU)

1. ICRU Report 21: 15.5.1972: Radiation Dosimetry: Electrons with initial energies between 1 and 50 MeV

2. ICRU Report 35: 15.9.1984: Radiation dosimetry: Electrons beams with energies between 1 and 50 MeV.

3. ICRU Report 39: 1.2.1985: Determination of dose equivalents resulting from external radiation sources

4. ICRU Report 43: 15.12.1988: Determination of dose equivalents resulting from external radiation sources – Part 2

5. ICRU Report 47: 15.4.1992: Measurement of dose equivalents from external photon and electron radiations

       ICRU Report 51 : 1.9.1993: Quantities and    

        units in radiation protection dosimetry

	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	6. Transport of radioactive materials
1.  Transport units and storage areas of radioactive materials

	Initial, periodical and extraordinary inspection of installations

	LEGISLATION
1. Joint Ministerial Order 1014 (FOR) 94, Official Gazette No 216/B/6-03-2001, "Radiation Protection Regulations”.
2. Ministerial order No 19403/1388/08/02.05.08, Official Gazette/Β/781, “Road transport of dangerous goods”.
3. Ministerial Order No Υ6/2610/28.5.1993, Official Gazette No389/Β/93, “Establishment of procedures for transport, import and export of products, that fall within National Organization for Medicines' responsibility,  from/to Third Countries and EC Member States”.
4. Presidential Decree No 405/16.12.1996, Official Gazette No 272/Α/96, “Regulation for dangerous goods maritime transport and loading, unloading, distribution and in-transit storage in ports”.

5. Transposition No1218.74/1/95/20.06.1995 (Official Gazette No 531/Β/95) of the International Maritime Dangerous Goods Codes issued by the International Maritime Organisation (Ι.Μ.Ο.) (IMDG0IMO-CODE).
6. Ministerial Order No ΥΠΑ/Δ2/11894/3631/18.04.2007, Official Gazette No 549/Β/07, “Adoption of Annex 18, third edition, to the Convention on International Civil Aviation "The Safe Transport of Dangerous Goods by Air" issued under the Chicago Convention”.
7. Presidential Decree No 83/03.09.2010, Official Gazette No147/Α/10, “Transposition of the Council Directive 2006/117/Euratom of 20 November 2006 on the supervision and control of shipments of radioactive waste and spent fuel”.

8. Law No 3710/23.10.2008, Official Gazette No16/Α/08, “Regulations for transport issues and other provisions”.
9. Law No 4310/2014, Governmental Gazette Folio No 258/A/08.12.14  

GUIDELINES – RECOMMENDATIONS OF INTERNATIONAL ORGANIZATIONS & COMMITTIES
1.   Regulations for the Safe Transport of    

      Radioactive Material 2005 Edition No.TS-
      R-1.

2.   IAEA Safety Guide No. TS-G-1.1 (Rev. 1) 
      Advisory Material for the IAEA 
      Regulations for the Safe Transport of    

      Radioactive Material, 2008.

3.   IAEA Safety Guide No. TS-G-1.2 (ST-3) 
      Planning and Preparing for Emergency   

      Response to Transport Accidents Involving 
      Radioactive Material, 2002.

4.   IAEA Safety Guide No. TS-G-1.3 
      Radiation Protection Programmes for the 
      Transport of Radioactive Material, 2007.

5.  IAEA Safety Guide No. TS-G-1.4 The 
     Management System for the Safe Transport 
     of Radioactive Material, 2008.



	Field of Inspection

	Nature of Inspection
	Regulations / Standards/In house procedures

	6. Transport of radioactive materials
1 Transport units and storage areas of radioactive materials

	Initial periodical and extraordinary inspection of installations 

	6.  IAEA Safety Guide No. TS-G-1.5 
    Compliance Assurance for the Safe 
    Transport of Radioactive Material, 2009.

7.  IAEA Safety Guide No. TS-G-1.6   

     Schedules or Provisions of the IAEA 
     Regulations for the Safe Transport of 
      Radioactive Material (2005 Edition), 2010

 8.  IAEA EPR-D-Values 2006 Emergency 
     Preparedness and Response Dangerous 
       quantities of radioactive material (D-
        values).

  9.  IAEA Nuclear Security Series No. 9 
       Implementing Guide Security in the 
       Transport of Radioactive Material, 2008.



           Address of body head offices : Patriarxou Grigoriou & Neapoleos st., P.O Box 60092, 15310, Agia Paraskevi, 
                                                                     Attiki
Approved Signatory :Constantinos Hourdakis, Christos Pafilis 
          This Scope of Accreditation replaces the previous one dated  12.02.2019.

          The Accreditation Certificate No.732-4, to ELOT EN ISO/IEC 17020:2012, is valid until  09.02.2023.
                  Αthens   25.07.2019
                                                                                                                                Konstantinos Voutsinas 
                                                                                                                              Managing Director of ESYD 
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