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SPECIFICATION

Class II Safety Cabinet for Daily Production of Low Energy SPECT Radiopharmaceuticals

1. Scope
This Specification describes the requirements for a Safety Cabinet – Class II intended for daily production of low energy SPECT radiopharmaceutical doses and its components (hereinafter referred to as “the System”) with focus on Tc-99m radiopharmaceuticals. The System is required in the scope of the IAEA Technical Cooperation project number IRQ6016. The System shall be installed at the Nuclear Medicine Department, Al-Amal National Hospital for Oncology, Ministry of Health, Baghdad, IRAQ (hereinafter referred to as “the End-User”).

2. Applicable Documents
The following documents shall be applicable for this Specification to the extent specified hereinafter:
· EudraLex GMP Guidelines
· EN12469 Microbiological Safety Cabinets – Class II standard
· https://ec.europa.eu/health/documents/eufralex/vol-4_en
In the event of conflict between the documents listed above and the content of this Specification, the content of this Specification shall take precedence to the extent of the conflict.

3. Definitions, Acronyms, and Abbreviations
SPECT: Single Photon Emission Computed Tomography
GMP: Good Manufacturing Practice 
FAT: Factory Acceptance Test
SAT: Site Acceptance Test
IQ: Installation Qualification
OQ: Operational Qualification

4. Requirements
4.1. Functional and Performance Requirements
The System shall meet the following functional and performance requirements:
· The System shall be used for the daily production of low energy SPECT radiopharmaceutical doses
· The System shall allow the dose production according to international accepted standards for shielding enclosures and for handling radioactive materials.
· The System shall meet the GMP Class A requirements for enclosures for the preparation of sterile medical products.

4.2. Technical Requirements
The System shall meet the following technical requirements:
4.2.1. [bookmark: _GoBack]Capacity to accommodate Tc-99m generators
4.2.2. Accommodate a dose calibrator for radiopharmaceutical dose determination with environmental shielding
4.2.3. Lead container for waste products storage
4.2.4. Lead shielding present in frontal wall, lateral walls and under the worktop, suitable for the Mo-99/Tc-99m generators elution 
4.2.5. Lead shielded sliding glass window 
4.2.6. Ventilation System making the working area compliant with GMP Class A requirements
4.2.7. Access for cleaning and maintenance
4.2.8. Have a sealed passage for the connection of airborne particle counter. 
4.2.9. Contain radiation monitoring System
4.2.10. Fit within the room space available (4×3.2m; L×W)
4.2.11. All surfaces shall be easy to clean inside according to pharmaceutical surface standards
4.2.12. Contain motorized lift for generator transport
4.2.13. All necessary accessories need for work shall be provided

5. Marking
The System shall have all safety markings in English language.

6. Packing
The System, for the shipment by air to the End-User, shall be packed in accordance with international standards that are applicable for the shipment by air of this kind of equipment.

7. Quality Requirements
7.1. The System shall be manufactured, shipped and installed in accordance with the Contractor’s ISO quality assurance system or an equivalent quality assurance system. 
7.2. The Contractor shall document the compliance with this quality assurance system.

8. Testing and Acceptance
The System, prior to shipment, shall be tested for conformance of the System with manufacturer’s performance specifications and the minimum requirements specified herein.
The Contractor shall test the System, after installation, together with the End-User to demonstrate that the performance meets the manufacturer’s performance specifications and the requirements specified herein as determined by the IAEA and the End-User. 

FAT shall be performed with the presence of a representative of Nuclear medicine department and IAEA
SAT (Site Acceptance Test) shall be performed with the presence of a representative of the End-User and IAEA. Full detailed documents on FAT and SAT shall be provided to the IAEA.

The Contractor shall provide IQ and OQ reports to the IAEA and the End-User. The results of the testing of the System shall be documented by the Contractor in an acceptance protocol that shall be signed by the End-User. 

9. Installation and Training
The Contractor shall install the System at the End’s User’s location.
The Contractor shall provide one (1) day training for up to four (4) staff of the End-User in the operation and maintenance of the System at the End-User’s location immediately after the installation of the System.

10. Deliverable Data Items
The following data items shall be delivered in English language. All the necessary drawings and documents relevant to the manufacturing and operation of the System shall be provided by the Contractor to the End-User. The documentation shall include, as a minimum, the following:

10.1. Maintenance and User’s manuals
10.2. Technical documentation
10.3. Technical drawings (electrical, mechanical, pneumatic & process schemes)
10.4. DQ, IQ and OQ documentation
10.5. Certificates of stainless steel and filters and all used materials
10.6. FAT Protocols 
10.7. Recommended spare parts list (to be included in the maintenance manual)
10.8. Main equipment data sheets
10.9. Instruments calibration certificates
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