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Licence to Conduct a Regulated Activity Involving Regulated Material
[Radiation Sources, Nuclear Material or Regulated Items]

Under the powers provided in Articles (6) and (28)(3)(a) of
Federal Law by Decree No. 6 of 2009 Concerning the
Peaceful Uses of Nuclear Energy (the Law) and based on a
submitted application for a Licence, the Federal Authority
for Nuclear Regulation (the Authority) hereby grants the
Licence to:

MONROL UAE L.L.C
P.0.Box: 234373, AL QUSAIS IND. FIRST, Dubai

Established by the Trade Licence (Private): 628723

Hereafter refered to as the Licensee
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Regulated Activities authorised by the Licence:
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The Licence authorises the Licensee to conduct the
following Regulated Activities set forth in Article (25) of the
Law:

Possession, Manufacture, Handling, Storage, Import,
Export, Transport

For the purpose of:
Radiopharmaceuticals Production, Supplying

A summary of the authorised Regulated Material inventory
involved in the Regulated Activities for a specified purpose
is set forth in Attachment 1 (A) hereto.
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Licence Conditions:
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- General Conditions: see attachment 2

- Special Condition: None
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This Licence is granted without prejudice to any future decision
of the Authority regarding the Regulated Activities authorized by
the Licence and involved Regulated Material

Christer Viktorsson
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Federal Authority for Nuclear Regulation
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Material Inventory:
Sealed Source: (total of 16)
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- Regulated activity: (Export, Handling, Import,

Possession , Storage, Transport)
- Purpose: Supplying
(2 off) Caesium-137 up to 24 MBq , (5 off) Cobalt-57 up to 538.85 MBq , (3 off) Gadolinium-153 up to 1.11 GBq , (2 off)
Germanium-68 up to 260 MBq , (4 off) Selenium-75 up to 317.46 MBq
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Unsealed Source: (total of 10)
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Manufacture, Possession , Storage, Transport)
- Purpose: Radiopharmaceuticals Production
(4 off) Fluorine-18 up to 2.11 TBq
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- Purpose: Radiopharmaceuticals Production,
(1 off) Barium-133 up to 9.1 MBq , (1 off) Fluorine-18 up to 296 GBq , (4 off) Lutetium-177 up to 104 GBq

Supplying
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Associated Equipment: (total of 3)
Aatiall i) 2l s Al -

- Regulated activity: (Export, Handling, Import,
Possession)
- Purpose: Radiopharmaceuticals Production
(1 off) Dispensing Unit , (2 off) Synthesis Unit
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Radiation Generators: (total of 1)
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- Regulated activity: (Export, Handling, Import,

Possession)
- Purpose: Radiopharmaceuticals Production
(1 off) Cyclotron
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B — Work locations
- Permanent: (total of 1)
(1) AL QUSAIS IND. FIRST, Dubai: (MONROL UAE L.L.C)
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Attachment 2: General Conditions
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A. Law, Regulations and Licence conditions
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The Licensee shall conduct the Regulated Activities authorised
by the Licence in accordance with:
a) the provisions of the Law, as may be amended;
b) to read: the applicable regulations issued by the Authority.;
¢) to read: the plans and procedures approved by the Authority.
d) to read: the application documents, including the description of
the Regulated Material included in the Authority's e-Licensing
System.and
e) the terms and conditions of this Licence.

This License approves the following documents:

- Saftey Assessment

- Floor Layout

- Signed Protection Safety
Security Plan

- Transport Security Plan

The License shall conduct Regulated Activities authorised by this
License in accordance with the documents approved by the
Authority in paragraph A.
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B. Validity of the Licence
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i. This Licence shall remain in force for three years unless : a) it
is suspended or revoked by the Authority; b) it is amended by the
Authority; c) it is surrendered by the Licensee subject to
acceptance by the Authority; or d) the Authority issues a Licence
that supersedes this Licence or part of this Licence. In such
cases, any obligations of the Licensee under this Licence and/ or
the Law and the Authority’s regulations that are intended to
remain in force following termination of this Licence shall apply
after the termination of this Licence. ii. This Licence, any part
hereof, or any right hereunder shall not be transferred or
assigned either voluntarily or involuntarily, directly or indirectly.
iii. The Licensee shall submit a Licence renewal application
ninety (90) calendar days before the expiry date of this Licence.
iv. The Licensee shall notify the Authority of any intention to
surrender the Licence, and in case of planned termination of the
Regulated Activity at least 30 days prior to the termination of
Regulated Activities subject to this Licence.

v. The authorized locations where the Regulated Activities
authorized by this Licence shall be conducted, are listed in
Attachment 1 (B) hereto.
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i. The Licensee shall notify the Authority at least 30 days in
advance, and obtain written approval of the Authority prior to
implementing modifications to Regulated Activities that impact on
the effectiveness of Safety, security and safeguards measures.

ii. The Licensee shall notify the Authority of any transport of the
Radioactive Source authorised by this Licence:

a) at least three (3) working days before the proposed date of
transport for a Category 1 Radioactive source.

b) at least 24 hours before the start of transport for a Category
2 or a Category 3 Radioactive source.
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D. Access to the facilities, locations and information
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i. The Licensee shall provide the Authority and its authorised
representatives with access to any place, to any document,
record or report or to any person under the Licensee’s control or
the control of any of the Licensee’s affiliates, contractors,
subcontractors, suppliers, agents or other legal entities acting on
behalf of the Licensee, and shall provide all assistance
necessary to enable the Authority to inspect in accordance with
the Law the conduct of the Regulated Activities authorised by
this Licence.

ii. The Licensee shall display a copy of this Licence and other
information as required by the Authority at a visible location
within the Licensee’s premises.
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E. Requirements related to the Inventory
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i. Once a Radioactive Source included in the inventory (included
in the inventory authorised by this Licence) becomes disused, the
Licensee shall organise its return to the supplier within (6) six
months from the date of the change of status of the Radioactive
Source in the inventory.

ii. The Licensee shall request and receive written approval from
the Authority (using the Authority’s e-licensing system) prior to
any transfer of an item listed in the inventory (Attachment 1 (A) of
the Licence). Such transfers shall only be made to holders of an
appropriate Licence granted by the Authority, and shall include
information regarding transportation.

ii. The Licensee shall maintain up-to-date the status and
information related to the inventory, directly after the occurrence
of any change in the inventory using the Authority’s e-licensing
system.
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F. Import and Export
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In addition to the requirements set forth in FANR-REG-09 as
amended, the Licensee shall obtain a permit from the Authority
prior to each import and/ or export of an item listed in the
inventory (included in the inventory authorised by this Licence)
using the Authority’s e-licensing system.
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