STATE OFFICE FOR NUCLEAR SAFETY

Date: 12th December 2024

Ref. No.: SUJB/OEHO/31472/2024

File No.: sUJB/POD/30949/2024/1

Unit: Registers and Exposure Assessment Division
Senovainé namésti 1585/9, 110 00 Prague

Handled by: Ing. MiluSe Budayova

Telephone: +420 221 624 340

DECISION

The State Office for Nuclear Safety (hereinafter referred to as "SUJB") as the administrative authority
competent pursuant to Section 208(a) of Act No. 263/2016 Coll., the Atomic Act (hereinafter referred
to as "Atomic Act"), in the administrative proceedings pursuant to Section 22(1)(a) of the Atomic Act
in the matter of a new decision on the issuance of a permit to carry out activities within the framework
of exposure situations, which is the handling of an ionizing radiation source, namely the import, export
and distribution of an ionizing radiation source pursuant to Section 9(2)(f)(2) to (4) of the Atomic Act,
initiated pursuant to Section 44(1) of Act No. 500/2004 Coll., the Rules of Administrative Procedure
(hereinafter referred to as "Rules of Administrative Procedure"), on the basis of an application dated
9th December 2024, received by the SUJB on 9th December 2024, under reference No.
SUJB/POD/30949/2024, submitted by the party to the proceedings

Party: LACOMED, spol. sr.o.
Address: Vodarenska 699, 278 01 KRALUPY NAD VLTAVOU
Company ID No.: 46348875

SUJB's registration No.: 109461,

(hereinafter referred to as "Party to the Proceedings"), pursuant to Section 27(1)(a) of the Rules of
Administrative Procedure, has decided as follows:

The SUJB, pursuant to Section 67(1) of the Rules of Administrative Procedure, pursuant to Section
9(2)(f)(2) to (4) and Section 22(1)(a) of the Atomic Act,

authorizes the Party to the Proceedings to handle an ionizing

radiation source
namely:

1. toimport an ionizing radiation source,
2. to export an ionizing radiation source,
3. todistribute an ionizing radiation source,

namely unsealed radionuclide sources as specified in Table 1 and sealed radionuclide sources as
specified in Table 2.
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Table 1 Specification of unsealed radionuclide sources (URS).

radionuclide Amax* [GBQ]
radiochemical generator
PMo/*MTc 30
81Rb/81mKr 0.74
82Sr/82Rb 5.8
85Sr/82Sr (ratio: 0.55) 5.8
radiopharmaceuticals
18F 10
77y 10
123 3,8
131 7.4
20y 20
RIA kit
125) 0.002
standard

40K, SGCO, 9SZrI 99MO, 99mTC, 113Sn’ 133X e, 137CS, 139(:8, 141(:6, 144Ce, 2°3Hg,

210P0 210Pb, ZZZRn, 228Ra, 232Th, Unat 0.0005

937y 231pg 232|) 233 236y 236py, 0.00037

standard, radiochemicals

3H, 7Be, 14(:, 22Na, 24Na’ 26A|, 28Mg, 3ZSi, 32P/ 33P, 355’ 36C|, 4cy 44Ti, 45(:6,
46 SC, 47SC, 48V, 49VI 51Cr, SZFe, 52Mn, 54M n, SSFe, SSCO, 57CO, SSCO, 59Fe, 59Ni,
Co, Ni, #*Cu, ®Zn, ¥’Cu, ¥ Ga, %Ge, *Se, "As, *Se, ®As, 7"Br, "*Se’ 8By,
BZSrI 83Rb, BSKF, SSSF, 86Rb, 86Y, 88Y, SSZrI 89Sr’ SSZr, QOYI QOSr, 93M0, 94N b,
95BN b, 99Tc, 106Ry, 17p(, 109Cq, 110mAg) 11|, 113mC, 114m|p , 115C(], 115mCq),
117mSn, 1195b, 124Sb, 123| 124'1 125'1 1265n, 127Xe, 129'[ 131|, 133Ba, 134CS, 134Ce,
137CS, 139Cel, 147Nd, 147Pm’ 1486d, 151Sm,152EU, 1535m, 160Tb, 161Tb, 163HO,
166HO,166mH0, 169Er, 169Yb, 170Tm, 177LU, 186Re,188W, 192|rl 194Ag, 194Hg,
198AU, 199AU, 201T|/ 203Pb’ 204T|, 207Bi, ZOQPO’ leAt, 212Pb, 223Ra,224Ra, ZZSAC,
225Ra, 226Ra, 227AC, 227Th, 228Th, 229Th, 234U, 235U/ 236\ p, 237Np,238U, 238PU,
239PU, 240PU, 241PU, 242PU, 241Am, 243Am, 244Cm’ 248Cm’ 24gBk,249Cf, ZSZCfI
254ES, 257Fm

0.37

* maximum activity of one piece of URS
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Table 2 Specification of sealed radionuclide sources (SRS)).

radionuclide Anmax* [MBq]
17Cs 5

14,
C, 22Na, 36C|, 54I\/In, 57CO, GOCO, GSZnI 88Y, 9OSr’ 129'1 13333,147Pm, 152EU,
204T| 234y 235y 239py, 238y 241Am 0.8
’ ’ ’ ’ ’ .

* maximum activity of one piece of SRS

Reasoning

The SUJB initiated administrative proceedings with the Party to the Proceedings in the matter of a new
decision on the issuance of a permit to carry out activities within the framework of exposure situations,
which is the import, export and distribution of an ionizing radiation source (hereinafter referred to as
"IRS"), unsealed and sealed radionuclide sources, on the basis of an application submitted by the Party
to the Proceedings on 9" December 2024.

The Party to the Proceedings has applied for the issuance of a new decision due to a change in the
performance of the activities already carried out within the framework of exposure situations that
were authorized by the decision of the SUJB ref. No. SUJB/OEH0/22813/2024.

The application, already according to the initial assessment, fulfilled the requirements for submission
set out in Section 37(2) of the Rules of Administrative Procedure and it was clear from it what the Party
to the Proceedings was applying for and what it was seeking.

The SUIB further considered whether the statutory conditions for the issuance of a new decision
pursuant to Section 22(1)(a) of the Atomic Act were met. According to this provision, the SUJB will
initiate new proceedings and issue a new decision on the issuance of a permit on the basis of an
application submitted by the permit holder. As the SUJB is aware from its official activities (and as
correctly stated in the application), the Party to the Proceedings currently holds a permit for the
import, export and distribution of unsealed radionuclides sources issued by the decision of the SUJB
No. SUJB/OEH0/22813/2024. Therefore, in the spirit of the Atomic Act, it is entitled to apply for the
issuance of a new decision in this matter and, in such a case, the SUJB has the power, subject to the
fulfilment of other legal prerequisites for the performance of the activity being permitted, to conduct
new proceedings and to issue a new decision. Although the Atomic Act does not explicitly state what
the application for the issuance of a new decision should be based on in this case, the SUJB considers,
within the meaning of general legal principles and pursuant to Section 45(1) of the Rules of
Administrative Procedure, that it should be facts of such a nature or extent as to justify a serious
interference with a matter that has been finally decided and with the rights and obligations of the
permit holder, such as the conduct of new proceedings and the issuance of a new decision.

The change consists in expanding the list of radionuclides that are handled. This change has been
noted in the statement of the decision in table no. 1, where the URS specification is given. Due to the
said change, the participant proceedings, he requested the issuance of a new decision in the matter of
permitting the import, export and distribution of IRSs. The mentioned the circumstance is a substantial
change in the performance of the activity already carried out on the basis of the original permit. SUJB
therefore, he considers that the request for a new decision is based on a relevant reason

and justified.

Pursuant to Section 22(2) of the Atomic Act, the new decision revokes the original permit issued on
the basis of the SUJB's decision ref. No. SUIB/OEH0O/22813/2024 dated '™ September 2024.
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The Party to the Proceedings fulfils the requirements for the granting of a permit within the meaning
of Sections 13 to 15 of the Atomic Act, i.e. the integrity and professional competence of the Party to
the Proceedings, or the members of its statutory body, and has submitted documentation for the
activity to be permitted, which is required as a prerequisite for the permitting of the activity under
Section 16(2) of the Atomic Act.

The actual fulfilment of the material requirements of the atomic legislation to ensure nuclear safety,
radiation protection, technical safety, radiation situation monitoring, radiation emergency
management and security is documented by the permit holder in the form of documentation for the
activity to be permitted in accordance with Section 24(1) and Annex 1 of the Atomic Act. This
documentation must be kept up-to-date during the term of the permit and in accordance with the
requirements of the implementing legal regulations to the Atomic Act, which set out the details of its
content (Section 24(4) of the Atomic Act). In the case of a permit to import, export and distribute IRSs
on the basis of an application, the requirements for the scope of the documentation for the activity to
be permitted are set out in Annex 1(2)(f) to the Atomic Act. The legal and factual up-to-dateness of
this documentation, demonstrating that safety is ensured in its entirety, is a prerequisite for the
duration of the permit.

Together with the application, the documentation required for the authorized activity according to
§ 24 was submitted, respectively Annex No. 1 of the Atomic Law. The participant in the procedure
performs the authorized activity based on the documentation:

- "Programme for Ensuring Radiation Protection" version 3 of 9" December 2024,

- "Monitoring programme", version 3 of 9*" December 2024,

"Definition of the Monitored Zone", version 2 of 9™ December 2024,

"Radiation Emergency Analysis and Assessment”, version 1 of 9™ December 2024,

"Radiation Protection Optimization Procedures", version 2 of 9t December 2024,

"Radiation Emergency Procedures", version 1 of 9™ December 2024,

"Documentation for the Permission to Handle IRSs", version 3 of 9" December 2024, including
justification for the activity, specification of ionizing radiation sources and the expected number, the
method of ensuring the return of used IRS to the country of origin or its further use, and evidence of
the capability to verify compliance of the product characteristics.

The SUJB assessed the application including the submitted documentation and found that the Party to
the Proceedings fulfilled all the conditions set out by law for the proper and qualified performance of
the activity to be permitted.

The permit is issued, in accordance with Section 21(2) of the Atomic Act, for an indefinite period of
time, as it does not concern any of the activities listed under points (a) to (h) of the provision in
question, for which permits are issued for a fixed period of time. This fact is not mentioned in the
Decision in accordance with Section 21(1)(d) of the Atomic Act.

For these reasons, the SUJB decided as stated in the operative part of the Decision.




Advice
An appeal against this Decision may be lodged with the Chairperson of the SUJB within 15 days of the
date of delivery of this Decision through the SUJB — Registers and Exposure Assessment Division,

Senovazné namésti 1585/9, 110 00 Prague.

On behalf of the State Office for Nuclear Safety

Mgr. Jana Povolna
Head of the Section for the exposition management
department

Distribution list:
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