STATE OFFICE FOR NUCLEAR SAFETY

Date: 04/04/2023

Ref. no.: SUJB/ONRV/9583/2023

File no.: sUJB/POD/5339/2023

Section: Radioactive Waste and Spent Fuel

Management Division

Senovazné namésti 1585/9, 110 00 Prague
Attended by: Mgr. Martin Ansorge
Phone: +420 221 624 284

DECISION

The State Office for Nuclear Safety (hereinafter referred to as the “SONS”), as the competent
administrative body pursuant to Section 208(b) of Act No. 263/2016 Coll., the Atomic Energy Act
(hereinafter referred to as the “Atomic Energy Act”), in the administrative proceedings for product type
approval initiated pursuant to Section 44(1) of Act No. 500/2004 Coll, Rules of Administrative Procedure
(hereinafter referred to as “RAP”), on the basis of an Application of 20 February 2023, ref. no.
28/EZC/2023, received by SONS on 20 February 2023, under ref. no. SUJB/POD/5339/2023, submitted
by the Participant in Proceedings

Person: Eckert & Ziegler Cesio, s.r.o.
Address: Radiova 1, 102 27 Prague 10
ID No.: 45274584

SONS registration number: 108600,

(hereinafter referred to as the “Participant in Proceedings”), within the meaning of Section 27(1)(a) of
the Rules of Administrative Procedure, decided as follows:

In accordance with Section 67(1) of the Rules of Administrative Procedure and in accordance with
Section 137(1)(b) of the Atomic Energy Act, SONS

approves the product type

construction type Am1.NO3 special form radioactive material (hereinafter referred to as “SFRM”), this
SFRM, manufactured in conformity with the documentation assessed, being assigned the identification
designation

CZ/1020/5-96

STATE OFFICE FOR NUCLEAR SAFETY 110 00 Prague 1, Senovazné namésti 9
Data box: me7aazb
podatelna@sujb.cz



DECISION SUJB/ONRV/9583/2023

and, for the purposes of international identification, this Am1.NO3 SFRM construction type SFRM
approval decision being assigned the code designation

CZ/1020/S-96 (Rev.3).

The SFRM under the identification designation CZ/1020/5-96 meets the requirements of the Atomic
Energy Act and the relevant implementing regulations, the recommendations of the International
Atomic Energy Agency (hereinafter referred to as “IAEA”) “Regulations for the Safe Transport of
Radioactive Material, 2018 Edition, Specific Safety Requirements No. SSR-6 (Rev. 1), IAEA, Vienna 2018”
and the requirements of international transport regulations that refer to the cited IAEA rules.

Description of the SFRM

The SFRM of the construction type Am1.NO3 under the identification designation CZ/1020/5-96 is a
sealed radioactive source. It consists of an outer and inner stainless steel capsule, an active part and
spacers. A tablet made of a pressed homogeneous mixture of beryllium powder and ?*!Am powder in
the form of AmO; is inserted into the inner capsule, the space between the active part and the inner
plug is filled with a circular spacer and a spring. The inner capsule is inserted into the outer capsule of
cylindrical symmetry with a diameter of 27.0 mm and a length of 130.2 mm, a circular spacer is placed
between the inner capsule and the outer plug. Both capsules are sealed by welding under protective
atmosphere (TIG welds). The outer capsule is internally threaded 10-32UNF on one side and externally
threaded 3/4" — 10UNC-2-LH on the other and is marked with a unique serial number.

The manufacturer of this SFRM is Eckert & Ziegler Cesio s.r.o., Radiova 1, 102 27 Prague 10.

SFRM lllustration
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Figure 1: SFRM of the construction type Am1.N03. The illustration corresponds to the technical drawing
“MODEL BP SERIES, CAPSULE 4103 (Am1.N03), drawing No. BP-REG, Eckert & Ziegler Isotope Products,
Valencia, California 91355”.

SFRM Parameters

Constructi
onstruction . . Maximum activity Length Diameter ISO
type of the Radionuclide (GBq] [mm] [mm] Classification
SFRM a
Am1.NO3 2Am 925 130.2 27.0 E 66646
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Conditions of Use of the SFRM

The approved SFRM of the construction type Am1.NO3 under the identification designation CZ/1020/S-
96 may be used only if the following conditions are met:

1.

Content of the SFRM

The SFRM of the construction type Am1.N03 under the identification designation CZ/1020/5-96 and
with the given serial number may contain only a radioactive source consisting of a pressed
homogeneous mixture of powdered beryllium and ***Am in the form of AmO, with a maximum
activity of 925 GBq.

Handling, Maintenance and Inspections

Handling and maintenance of the SFRM of the construction type Am1.N0O3 under the identification
designation CZ/1020/S-96 must be performed in compliance with the requirements given in the
valid version of the document “Instructions for Safe Handling of lonizing Radiation Sources (Z1Z),
QM-RP-006, Eckert & Ziegler Cesio s.r.0.”

The testing of the SFRM of the construction type Am1.NO3, the acceptance test, the long-term
stability test and the operating stability test must be carried out in accordance with Section 68(1)(f),
(2)(a) and Section 69(2)(c) of the Atomic Energy Act and subsequently in accordance with Sections
26 to 31 of Decree No. 422/2016 Coll. on Radiation Protection and Security of a Radioactive Source
and according to ISO 9978:2020 “Radiation Protection — Sealed Sources — Leakage Test Methods,
ISO, Geneva 2020” and shall be documented and archived for the entire lifetime of the SFRM.

. Quality Assurance

The SFRM of the construction type Am1.NO3 under the identification designation CZ/1020/S-96 with
the given serial number must be manufactured in accordance with the technical drawing “MODEL
BP SERIES, CAPSULE 4103 (Am1.N03), drawing No. BP-REG, Eckert & Ziegler Isotope Products,
Valencia, California 91355.” Manufacture must be carried out in accordance with the approved
procedures, the document “Management System, QM-RP-001, Eckert & Ziegler Cesio s.r.o.” as
amended, and the requirements of Decree No. 408/2016 Coll., on Requirements for the
Management System.

The conformity of the SFRM of the construction type Am1.NO3 with the approved type must be
documented by the manufacturer by means of a written declaration of conformity prepared in
accordance with the requirements of Section 140 of the Atomic Energy Act.

Reporting of Accidents

If any defect or accident occurs during the handling and manipulation of the SFRM under the
identification designation CZ/1020/S-96 of the construction type Am1.NO3, in particular if it falls or
is damaged, the SFRM of the construction type Am1.NO3 must be temporarily put out of operation
without unnecessary delay, in compliance with all radiation protection requirements. Such a SFRM
can only be put back into service after an inspection or repair. At the same time, a report of the
event will be prepared and sent to SONS by the licence holder pursuant to Section 9(2)(f) of the
Atomic Energy Act as amended within 14 days of the occurrence of the event.

Validity of the Decision
This Decision shall be enforceable from 1 December 2023.

This Decision expires on 30 November 2033.
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Justification

Pursuant to Section 44(1) of the Rules of Administrative Procedure, SONS initiated administrative
proceedings with the Participant in Proceedings in the matter of product type approval of a special form
radioactive material on the basis of an Application submitted by the Participant in Proceedings on 20
February 2023, ref. no. 28/EZC/2023, which was received on 20 February 2023 and assigned ref. no.
SUJB/POD/5339/2023. SONS appointed Mgr. Martin Ansorge as the authorised official for the
management of the proceedings.

The decision is issued after the assessment of the submitted documentation, which has been submitted
to SONS in connection with the provisions of Section 138 of the Atomic Energy Act and subsequently
with the provisions of Section 12(1) and (2)(b) of Decree No. 379/2016 Coll., on the type approval of
some products in the field of peaceful uses of nuclear energy and ionising radiation and the carriage of
radioactive or fissile material and the relevant items of Annex 4 to this Decree.

In accordance with the above-mentioned legal provisions, the applicant's application was supported by
the information, documents and documentation listed below:

1. Identification of the applicant (Section 138(1) of the Atomic Energy Act)

Eckert & Ziegler Cesio s.r.0., Radiova 1, 102 27 Prague 10, ID No. 45274584, registration No. 108600

Statutory body, Ing. Ivan Simmer (hereinafter referred to as the “Executive”), Za Strouhami 1041,

250 52 Karlik, Birth No. 620729/0826

* Extract from the Register of Companies kept by the Municipal Court in Prague, Section C, Insert
9375 of Eckert & Ziegler Cesio s.r.o. dated 25 January 2023, verified by Vyskocilova Jana

* Affirmation of the Executive on the professional competence, ref. no. 28/EZC/2023 of 20
February 2023

*  Proof of professional competence of the Executive, copy of the diploma of the University of
Chemical Technology in Prague No. 4756 dated 9 June 1984

* Affirmation of the Executive on the criminal integrity of 1 February 2023

2. Identification of the manufacturer (Section 138(2)(a) of the Atomic Energy Act) The applicant is
the manufacturer.

3. Product identification (Section 138(2)(b) of the Atomic Energy Act)

Specified in the Application, part (b) and described in more detail in Annex 1 of the document
“Type Description of the SFRM Type Am1.N03”: The SFRM of the construction type Am1.NO3 is a
sealed radioactive source containing the **!Am radionuclide in the form of AmO, pressed with
beryllium powder into a tablet. The capsule is provided with 10-32 UNC internal thread and 3/4"-
10UNC-2-LH external thread.

4. Description of use (Section 138(2)(c) of the Atomic Energy Act)

Indicated in the application, part (c): The SFRM of the construction type Am1.NO3 is used as a part
of measuring and control equipment in industry and oil exploration where the use of other
methods is impossible or uneconomical. The recommended period of use is 15 years.

5. Alist of legislation and technical standards in accordance with which the product was designed
and manufactured (Section 138(2)(d) of the Atomic Energy Act) Listed in the Application, part (d),
namely:

*  Act No. 263/2016 Coll., the Atomic Energy Act

e Decree No. 422/2016 Coll.

e Decree No. 408/2016 Coll.

e Decree No. 379/2016 Coll.

* IS0 9978:2020 Radiation protection — Sealed radioactive sources — Leakage test methods
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10.

11.

12.

13.

* IS0 2919:2012 Radiological protection — Sealed radioactive sources — General requirements
and classification

. ISO 9001:2015 — Quality Managements Systems — Requirements

+ (SN EN 10204 Metal Products — Types of Control Documents

Proposal for the scope and method of carrying out operating inspections (Section 138(2)(e) of the

Atomic Energy Act) Set out in the application, part (e), specifically Tables 1 to 3. Operating

inspections are carried out by means of an acceptance test, a long-term stability test and an

operating stability test. A report shall be drawn up on the result of each test.

Passport Sheet in Czech, comprising rules for the safe handling and maintenance of the product

(Section 138(2)(f) of the Atomic Energy Act)

The application in part f) refers to Annex 3 of the document “Instructions for the Safe Handling of

lonizing Radiation Sources, QM-RP-006, Eckert & Ziegler Cesio s.r.0.”, version 4 of 11 February

2021.

Required period of validity of the product type approval decision (Section 138(2)(g) of the Atomic

Energy Act)

Specified in the application, section (g): The required period of validity of the product type

approval decision is 10 years.

Material specifications of the radioactive or fissile material contents, including a description of

their physical and chemical states (Annex 2(d)(1) of the Atomic Energy Act)

Specified in the application in part (d)(1): The active part of the SFRM of the construction type

Am1.NO3 consists of a tablet produced by pressing a homogenised mixture of powdered beryllium

and **Am in the form of AmO,.

Description of the product construction type and the manufacturing and technological

documentation with a description of the material and technological methods used in the

manufacture (Annex 2(d)(2) of the Atomic Energy Act) The Application in part (d)(2) refers to Annex

1 of the document “Type Description of the Am1.NO3, TP Am1.NO3 Sealed Radioactive Source,

Eckert & Ziegler Cesio s.r.0.”, version no. 2 of 20 February 2023.

Documentation of tests or calculations and analyses with their independent verification by an

authorised person (Annex 2(d)(3) of the Atomic Energy Act and Section 12(1) and (2)(b) of Decree

No. 379/2016 Coll.)

The Application in part (d)(3) refers to Annex 4 of the document “Zertifikat der ISO-Klassifikation,

no. Z10296, BEBIG Isotopentechnik und Umweltdiagnostik GmbH, Berlin” of 26 April 1996. An

analysis of the test results is further provided in Annex 5 of the document “Evaluation of the SFRM

Tests.”

Manufacturer's management system programme (Annex 2(d)(4) of the Atomic Energy Act)

The application in part d) 4 refers to Annex 6 of the document “Management System, QM-RP-001,

Eckert & Ziegler Cesio s.r.0.”, version 1 of 3 June 2019 and its annexes:

* Specification of radionuclides and maximum activity for each disposal route of 3 June 2019

* Controlled & monitored area plans of 3 June 2019

* Radiation Protection — List of Documents, QM-RP-000, Version 4 of 3 June 2019

* Index to Manufacturing Process Documentation, QM-P-000, Version 3 of 25 August 2016

* Inspection and Testing — Documentation Index, QM-T-000, Version 6 of 29 June 2022

*  Monitoring Programme, QM-RP-005, Version 7 of 15 December 2017

*  Security of Radioactive Sources, QM-RP-007, Version 1 of 20 March 2018

* Internal Directive on Records and Inspection of Nuclear Material, QM-RP-008, Version 4 of 15
November 2017

* Internal Control Program, QM-Q-971-1, Version 2 of 3 April 2018

Description of the measures proposed for the handling of the product necessary for transport

(Annex 2(d)(5) of the Atomic Energy Act and relevant requirements of Annex 4 of Decree No

379/2016 Coll.) Listed in the application, part d) 5: The products will be transported in type A
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packages (UN 3332, maximum activity value corresponding to A; and at the same time radiation
dose rate on the surface of the consignment maximum 2 mSv/h and at a distance of 1 m maximum
100 pSv/h, consignment marking according to Decree No. 379/2016 Coll.), B(U) (UN 2916,
conditions of transport according to the decision on approval of the respective construction types
of packages) and, if applicable, in the package for the excepted quantity (UN 2910, activity value
corresponding to 0.001A; at most and at the same time a radiation dose rate on the surface of the
consignment of less than 5 uSv/h, consignment designation according to Decree No. 379/2016
Coll.).

The transport will be carried out by a vehicle equipped according to ADR, the driver of the vehicle
will have a valid licence for the transport of dangerous goods according to the ADR.

Instructions for the safe handling of SFRM are also provided in Annex 3 of the document
“Instructions for Safe Handling of lonizing Radiation Sources (ZIZ), QM-RP-006, Eckert & Ziegler
Cesio s.r.0.”, version 4, dated 11 February 2021.

14. Reproducible illustration of the appearance of the product with maximum dimensions of 21 cm x
29.7 cm (Annex 2(d)(6) of the Atomic Energy Act) The Application in part (d)(6) refers to Annex 2
of the document “SFRM Drawing of the Am1.N03 Construction Type”, technical drawing “MODEL
BP SERIES, CAPSULE 4103 (Am1.N0O3), drawing No. BP-REG, Eckert & Ziegler Isotope Products,
Valencia, California 91355.”

SONS examined the application in terms of the requirements under the cited provisions of the Atomic
Energy Act and found it sufficient. SONS therefore concludes that the assessed safety documentation
complies with the relevant provisions of the Atomic Energy Act and the relevant provisions of Decree
No. 379/2016 Coll. and demonstrates the suitability of the SFRM of the construction type Am1.NO3 as
described in Condition 1 for its use in accordance with the other conditions of this Decision.

In the conclusion of the Application ref. no. 28/EZC/2023 of 20 February 2023, the Applicant waived
the right to participate in the evidence in the proceedings initiated on the basis of the Application within
the meaning of Section 51(2) of the Rules of Administrative Procedure and the right to comment on
the grounds for the decision in the proceedings initiated on the basis of the above-mentioned
Application within the meaning of Section 36(3) of the Rules of Administrative Procedure.

A record of the out-of-court evidence was prepared on 31 March 2023 under ref. no.
SUJB/ONRV/9244/2023.

The administrative fee within the meaning of Act No. 634/2004 Coll., on Administrative Fees in the
amount of CZK 1,000 was paid in accordance with Item no. 107(3)(b) of administrative fee tariff.

Advice

Remonstrance against this Decision can be lodged to SONS’s Chairperson through SONS, Nuclear Safety
Section, Senovazné namésti 9, 110 00 Prague 1, within 15 days after the service hereof.

On behalf of the State Office for Nuclear Safety

RNDr. Peter Lietava
Head of the Radioactive Waste and Spent Fuel
Management Division
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Distribution list:

® SONS, Department of RaO and VJP Management
® Eckert & Ziegler Cesio s.r.0., Radiova 1, 102 27 Prague 10




RNDr. Peter Lietava
04/04/2023 02:30:19 pm

Translator's Affidavit

| swear that | am a court translator of the English language appointed by the Regional Court in
Ostrava, the Czech Republic, on 19 July 2019, adjudication file number Spr 2390/2018, and |
hereby confirm that the attached English text is a true and complete translation of the Czech

original herewith. The serial number of this certified translation in the Translator’s Register is
080032/2023.

Ing. Mgr. Pavel Brunda, Ph.D.
Dated 4 July 2023

Digitalné podepsal
Ing' Mgr Ing. Mgr. Pavel

PaveI Brunda Ph.D.

Datum: 2023.07.04
Brunda Ph.D. 13:50.43 10200




STATNI URAD PRO JADERNOU BEZPECNOST

Dne: 4.4.2023

C.j. SUJB/ONRV/9583/2023

Spis. znacka: sUJB/POD/5339/2023

Utvar: Oddéleni nakladani s RAO a VIP
Senovaziné namésti 1585/9, 110 00 Praha

Vyfizuje: Mgr. Martin Ansorge

Tel.: +420 221 624 284

ROZHODNUTI

Statni Ufad pro jadernou bezpeénost (déle jen ,SUJB“) jako spravni UFad pfisludny podle § 208 pism. b)
zdkona ¢.263/2016 Sb., atomovy zdkon (dale jen ,atomovy zdkon“), ve spravnim fizeni ve véci
schvéleni typu vyrobku zahajeném podle § 44 odst. 1 zdkona ¢. 500/2004 Sb., spravni fad (dale jen
,Spr. £.“), na zakladé 7adosti ze dne 20. Unora 2023, ¢&. j. 28/EZC/2023, kterou SUJB obdrZel dne
20. Unora 2023, pod ¢. j. SUIB/POD/5339/2023, kterou podal G¢astnik fizeni

Osoba: Eckert & Ziegler Cesio, s.r.o.
Adresa: Radiova 1, 102 27 Praha 10
IC: 45274584

Evidenéni ¢&islo SUJB: 108600,
(dale jen ,ucastnik Fizeni“) ve smyslu § 27 odst. 1 pism. a) spr. t., rozhodl takto:

SUJB podle § 67 odst. 1 spr. i. a podle § 137 odst. 1 pism. b) atomového zakona Gcastnikovi fizeni

schvaluje typ vyrobku

radioaktivni latky zvlastni formy (dale jen ,, RLZF“) konstrukéniho typu Am1.NO3 a pfidéluje této RLZF,
vyrobené v souladu s posuzovanou dokumentaci, identifikacni oznaceni

Cz/1020/S-96

a pro potreby mezinarodni identifikace pridéluje tomuto rozhodnuti o schvéleni typu RLZF
konstrukéniho typu Am1.N03 kddové oznaceni

CZ/1020/5-96 (Rev.3).

RLZF s identifikacnim oznacenim CZ/1020/S-96 spliiuje pozadavky atomového zidkona a pfislusnych
provadécich predpist, doporuceni Mezinarodni agentury pro atomovou energii (dale jen ,,MAAE")

STATNi URAD 110 00 Praha 1, Senovazné namésti 9

SUJB PRO JADERNOU DS: me7aazb
e BEZPECNOST podatelna@sujb.cz
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»Regulations for the Safe Transport of Radioactive Material, 2018 Edition, Specific Safety Requirements
No. SSR-6 (Rev. 1), IAEA (MAAE), Vienna 2018“ a poZadavky mezinarodnich dopravnich predpisa, které
se na citovanad pravidla MAAE odvolavaji.

Popis RLZF

RLZF konstrukéniho typu Am1.NO3 sidentifikaénim oznacenim CZ/1020/S-96 je uzavienym
radionuklidovym zdrojem. Je tvofena vnéjsim a vnitfnim pouzdrem z korozivzdorné oceli, aktivni ¢asti
a distancnimi elementy. Do vnitfniho pouzdra je vkladana tableta zlisované homogenni smési
praskového beryllia a 2**Am ve formé& AmO,, prostor mezi aktivni &asti a vnitfnim vickem je vyplnén
kruhovou distanc¢ni vlozkou a pruzinou. Vnitfni pouzdro je vloZzeno do vnéjSiho pouzdra valcové
symetrie o priméru 27,0 mm a délce 130,2 mm, mezi vnitfnim pouzdrem a vnéjsim vickem je umisténa
kruhovd distancni vlozka. Obé pouzdra jsou uzaviena zavafenim pod ochrannou atmosférou (TIG
svary). Vnéjsi pouzdro je opatifeno vnitfnim zavitem 10-32UNF na jedné strané a vnéjsim zavitem 3/4"
— 10UNC-2-LH na strané druhé a je oznaceno unikatnim vyrobnim Cislem.

Vyrobcem této RLZF je Eckert & Ziegler Cesio s.r.0., Radiova 1, 102 27 Praha 10.

Vyobrazeni RLZF

(@ 26,35) — (130,20)

— vnéjsi pouzdro

#10-32UNF~_

3f4"-10UNC-2-LH

e Vo vnitfnl uzAvers__ zgrie

TIG svary < “—vnitini pouzdro

‘—vnéjsi uzaver

Obrazek 1: RLZF konstrukéniho typu Am1.NO3. Vyobrazeni odpovida technickému vykresu ,MODEL BP
SERIES, CAPSULE 4103 (Am1.N03), drawing No. BP-REG, Eckert & Ziegler Isotope Products, Valencia,
California 91355“.

Parametry RLZF

Konstrukéni typ . . Maximalni aktivita Délka Primér e
RLZF Radionuklid [GBq] (mm] (mm] Klasifikace ISO
Am1.NO3 2 Am 925 130,2 27,0 E 66646
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Podminky pouZziti RLZF

Schvélenou RLZF s identifika¢nim oznacdenim CZ/1020/5-96 konstrukéniho typu Am1.NO3 Ize pouZivat
pouze za splnéni nasledujicich podminek:

1.

Obsah RLZF

RLZF konstrukéniho typu Am1.NO3 s identifikaénim oznacenim CZ/1020/S-96 a s danym vyrobnim
Cislem muZe obsahovat pouze radionuklidovy zafi¢ tvoreny lisovanou homogenizovanou smési
praskového beryllia a 2*!Am ve formé AmO; o maximalni aktivité 925 GBq.

. Manipulace, udrzba a kontroly

Manipulace a udrzba RLZF s identifikacnim oznacenim CZ/1020/S-96 konstrukéniho typu Am1.NO3
musi byt provadény v souladu s poZadavky uvedenymi v platné revizi dokumentu ,Instrukce
k bezpecnému zachazeni se ZIZ, QM-RP-006, Eckert & Ziegler Cesio s.r.0.”

PrezkusSovani RLZF konstrukéniho typu Am1.N03, piejimaci zkouska, zkouska dlouhodobé stability
a zkouska provozni stalosti musi byt provadény v souladu s § 68 odst. 1 pism. f), odst. 2 pism. a)
a § 69 odst. 2 pism. c) atomového ziakona a nasledné dle §§ 26 az 31 vyhlasky ¢. 422/2016 Sb.
o radia¢ni ochrané a zabezpeceni radionuklidového zdroje a podle normy ISO 9978:2020 ,,Radiation
Protection — Sealed Sources — Leakage Test Methods, ISO, Geneva 2020 a musi byt protokolarné
dokumentovany a archivovany po celou dobu Zivotnosti RLZF.

. Zajisténi jakosti

RLZF konstrukéniho typu Am1.NO3 s identifikaénim oznacenim CZ/1020/S-96 s danym vyrobnim
¢islem musi byt vyrobena v souladu s technickym vykresem ,MODEL BP SERIES, CAPSULE 4103
(Am1.N03), drawing No. BP-REG, Eckert & Ziegler Isotope Products, Valencia, California 91355.“
Vyroba musi probihat v souladu se schvalenymi postupy, dokumentem ,Systém tizeni, QM-PR-001,
Eckert & Ziegler Cesio s.r.0.” v platném znéni a s pozadavky vyhlasky ¢. 408/2016 Sb., o poZadavcich
na systém fizeni.

Shodu RLZF konstrukéniho typu Am1.NO3 se schvalenym typem musi vyrobce dokladat pisemnym
prohlasenim o shodé, zpracovanym v souladu s pozadavky § 140 atomového zékona.

HI4seni o nehodé

Dojde-li pfi nakladanich a manipulacich s RLZF s identifikacnim oznacenim CZ/1020/5-96
konstrukéniho typu Am1.NO3 k zdvadé nebo k nehodé, zejména k jejimu padu ¢i poskozeni, bude
RLZF konstrukéniho typu Am1.NO3 bez zbytec¢ného odkladu do¢asné vyfazena z provozu za splnéni
vsech pozadavka radia¢ni ochrany. Takova RLZF m{iZe byt uvedena zpét do provozu aZ po kontrole,
pfipadné opravé. Soucasné bude o této udalosti vypracovan protokol, ktery drZitel povoleni podle
§ 9 odst. 2 pism. f) atomového zakona ve znéni pozdéjsich predpisli zasle do 14 dnl od vzniku
udalosti SUJB.

Platnost rozhodnuti
Toto rozhodnuti je vykonatelné od 1. prosince 2023.

Platnost tohoto rozhodnuti kon¢i 30. listopadu 2033.
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Oduvodnéni

SUJB zahdjil v souladu s § 44 odst. 1 spr. F. spravni Fizeni s U¢astnikem fizeni ve véci schvéleni typu
vyrobku radioaktivni Iatky zvlastni formy na zakladé Zadosti podané ucastnikem Fizeni ze dne 20. Unora
2023, &. j. 28/EZC/2023, kterou obdriel dne 20. tnora 2023 a pridélil ji ¢. j. SUIB/POD/5339/2023.
Opravnénou Uredni osobou pro vedeni fizeni ustanovil Mgr. Martina Ansorge.

Rozhodnuti se vyddva po posouzeni predlozené dokumentace, ktera byla SUJB predloZena v souvislosti
s ustanovenim § 138 atomového zdkona a nasledné s ustanovenimi § 12 odst. 1 a odst. 2 pism. b)
vyhlasky ¢. 379/2016 Sb., o schvaleni typu nékterych vyrobk( v oblasti mirového vyuzivani jaderné
energie a ionizujiciho zareni a prepravé radioaktivni nebo stépné latky a prislusnych bodu pfilohy ¢. 4
k této vyhlasce.

Zadost Ucastnika Fizeni byla, ve shodé s vy3e citovanymi ustanovenimi pravnich piedpisC, doloZena
nize uvedenymi informacemi, doklady a dokumentaci:

1. Identifikace Zadatele (§ 138 odst. 1 atomového zakona)
Eckert & Ziegler Cesio s.r.o., Radiovd 1, 102 27 Praha 10, ICO 45274584, ev. ¢. 108600
Statutarni orgdn, Ing. Ivan Simmer (déle jen ,jednatel”), Za Strouhami 1041, 250 52 Karlik,
RC 620729/0826
e Vypis z obchodniho rejstfiku vedeného Méstskym soudem v Praze, oddil C, vlozka 9375
spolecnosti Eckert & Ziegler Cesio s.r.o. ze dne 25. ledna 2023, ovéfila Vyskocilova Jana
e Cestné prohldseni jednatele o jeho odborné zpusobilosti, ¢ j. 28/EZC/2023 ze dne
20. unora 2023
e Doklad o odborné zpusobilosti jednatele, kopie vysokoskolského diplomu Vysoké Skoly
chemicko-technologické v Praze ¢. 4756 ze dne 9. ¢ervna 1984
o Cestné prohlaseni jednatele o jeho trestni bezihonnosti ze dne 1. inora 2023
2. ldentifikace vyrobce (§ 138 odst. 2 pism. a) atomového zakona)
Vyrobcem je Zadatel.
3. Identifikace vyrobku (§ 138 odst. 2 pism. b) atomového zakona)
Uvedena v Zadosti, ¢ast b) a blize popsana v pfiloze ¢. 1, dokumentu ,Typovy popis RLZF typu
Am1.N03“: RLZF konstrukéniho typu Am1.NO3 je uzavienym radionuklidovym zdrojem,
obsahujicim radionuklid 2*Am ve formé& AmO; lisovany s praskovym berylliem do tablety. Pouzdro
je opatteno vnitfnim zavitem 10-32 UNC a vnéjsim zavitem 3/4“-10UNC-2-LH.
4. Popis poutziti (§ 138 odst. 2 pism. c) atomového zakona)
Uveden v Zadosti, ¢ast c): RLZF konstrukéniho typu Am1.NO3 slouZi jako soucast ptistrojl a zafizeni
méfrici a regulacni techniky v priimyslu a ropném priazkumu, kde je pouZiti jinych zplsobl
nemozné nebo neekonomické. Doporucend doba pouziti je 15 let.
5. Seznam pravnich predpisi a technickych norem, v souladu s nimiz byl vyrobek projektovan
a vyrabén (§ 138 odst. 2 pism. d) atomového zakona)
Uveden v Zadosti, ¢ast d), jmenovité:
e 7akon ¢.263/2016 Sb., atomovy zakon
e Vyhlaska ¢. 422/2016 Sh.
e Vyhlaska ¢. 408/2016 Sb.
e Vyhlaska ¢. 379/2016 Sb.
e |SO 9978:2020 Radiation protection — Sealed radioactive sources — Leakage test methods
e |SO 2919:2012 Radiological protection — Sealed radioactive sources — General requirements
and classification
e |SO9001:2015 Systém managementu kvality — PoZadavky
e (SN EN 10204 Kovové vyrobky — Druhy dokumentt kontroly
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10.

11.

12.

13.

Navrh rozsahu a zplGsobu provadéni provoznich kontrol (§ 138 odst. 2 pism. e) atomového zakona)

Uveden v Zadosti, ¢ast e), konkrétné tabulky 1 az 3. Provozni kontroly se realizuji prostiednictvim

prejimaci zkousky, zkousky dlouhodobé stability a zkousky provozni stdlosti. O vysledku

jednotlivych zkousek se sepise protokol.

Navod k pouziti v ¢eském jazyce, zahrnujici pravidla bezpe¢ného zachazeni s vyrobkem a udrzby

vyrobku (§ 138 odst. 2 pism. f) atomového zakona)

Zadost v ¢asti f) odkazuje na pfilohu €. 3, dokument ,, Instrukce pro bezpe&né zachazeni se zdrojem

ionizujiciho zafeni, QM-RP-006, Eckert & Ziegler Cesio s.r.0.”, verze €. 4 ze dne 11. Unora 2021.

Pozadovana doba platnosti rozhodnuti schvaleni typu vyrobku (§ 138 odst. 2 pism. g) atomového

zakona)

Uvedena v zadosti, ¢ast g): Pozadovana doba platnosti rozhodnuti o schvaleni typu vyrobku je

10 let.

Materidlova specifikace obsazené radioaktivni nebo Stépné latky véetné popisu jejich fyzikalniho

a chemického stavu (pfiloha €. 2 pism. d) bod 1. atomového zakona)

Uvedena v Zadosti v ¢asti d) 1.: Aktivni ¢ast RLZF konstrukéniho typu Am1.NO3 je tvofena tabletou

vyrobenou lisovdnim zhomogenizované smési praskového beryllia a 2*!Am ve formé AmO,.

Popis konstrukéniho typu vyrobku a vyrobni a technologickd dokumentace s popisem materidlu

a technologickych metod pouzitych pfi vyrobé (pfiloha ¢. 2 pism. d) bod 2. atomového zédkona)

Zadost vasti d) 2. odkazuje na prilohu ¢ 1, dokument ,Typovy popis uzavieného

radionuklidového zdroje Am1.N03, TP Am1.N03, Eckert & Ziegler Cesio s.r.0.“, verze €. 2 ze dne

20. Unora 2023.

Dokumentace zkousek nebo vypoctl a analyz s jejich nezavislym ovérenim opravnénou osobou

(pfiloha ¢. 2 pism. d) bod 3. atomového zakona a § 12 odst. 1 a odst. 2 pism. b) vyhlasky

¢.379/2016 Sb.)

Zadost v &asti d) 3. odkazuje na pfilohu €. 4, dokument , Zertifikat der 1SO-Klassifikation, €. 210296,

BEBIG Isotopetechnik und Umweltdiagnostik GmbH, Berlin“ ze dne 26. dubna 1996. Analyza

vysledkl zkousSek je dale uvedena v pfiloze €. 5, dokumentu ,,Vyhodnoceni zkousek RLZF.”

Program systému fizeni vyrobce (pfiloha €. 2 pism. d) bod 4. atomového zdkona)

Zadost v ¢asti d) 4. odkazuje na piilohu €. 6, dokument ,,Systém fizeni, QM-RP-001, Eckert &

Ziegler Cesio s.r.0.”, verze €. 1 ze dne 3. ¢ervna 2019 a jeho pfilohy:

e Specifikace radionuklidd a maximalni aktivity pro jednotlivé zpUsoby nakladani ze dne
3. ¢ervna 2019

e Plany KP a S ze dne 3. ¢ervna 2019

e Radiacni ochrana — seznam dokladd, QM-RP-000, verze ¢. 4 ze dne 3. ¢ervna 2019

¢ Rejstiik dokumentace vyrobnich postupl, QM-P-000, verze €. 3 ze dne 25. srpna 2016

e Kontrola a zkouseni — rejstfik dokumentace, QM-T-000, verze €. 6 ze dne 29. ¢ervna 2022

e Program monitorovani, QM-RP-005, verze €. 7 ze dne 15. prosince 2017

e Plan zabezpeceni radionuklidovych zdroji, QM-RP-007, verze €. 1 ze dne 20. bfezna 2018

e Vnitfni smérnice o evidenci a kontrole jadernych materidld, QM-RP-008, verze €. 4 ze dne
15. listopadu 2017

e  Program vnitini kontroly, QM-Q-971-1, verze €. 2 ze dne 3. dubna 2018

Popis opatfeni navrzenych pro nakladani s vyrobkem, nezbytnych pro prepravu (ptiloha €. 2 pism.

d) bod 5. atomového zdkona a relevantni pozadavky pfilohy €. 4 vyhlasky ¢. 379/2016 Sb.)

Uveden v Zadosti, ¢ast d) 5.: Vyrobky budou pfepravovany v obalovych souborech typu A (UN

3332, hodnota aktivity maximalné odpovidajici hodnoté A; a soucasné prikon davkového

ekvivalentu na povrchu zasilky maximalné 2 mSv/h a ve vzdalenosti 1 m maximalné 100 uSv/h,

oznaceni zasilky dle vyhlasky ¢. 379/2016 Sbh.), B(U) (UN 2916, podminky prepravy dle rozhodnuti

o schvaleni prislusnych konstrukénich typl obalovych soubort) a pripadné v obalovych souborech

pro vyjmutou zasilku (UN 2910, hodnota aktivity maximalné odpovidajici 0,001 A; a soucasné

prikon davkového ekvivalentu na povrchu zasilky mensi nez 5 uSv/h, oznaceni zasilky dle vyhlasky

¢.379/2016 Sb.).
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Pfeprava bude realizovana vozidlem vybavenym dle ADR, fidi¢ vozidla bude mit platny priikaz pro
prepravu nebezpecénych véci dle ADR.
Pokyny pro bezpecné zachazeni s RLZF jsou dale uvedeny v pfiloze €. 3, dokumentu ,,Instrukce pro
bezpecné zachazeni se ZIZ, QM-RP-006, Eckert & Ziegler Cesio s.r.0.”, verze €. 4 ze dne 11. Unora
2021.

14. Reprodukovatelné vyobrazeni vzhledu vyrobku o maximalnich rozmérech 21 cm x 29,7 cm
(pfiloha €. 2 pism. d) bod 6. atomového zakona)
Zadost v &asti d) 6. odkazuje na ptilohu &. 2, dokument ,Vykres RLZF konstrukéniho typu
Am1.N03“, technicky vykres ,MODEL BP SERIES, CAPSULE 4103 (Am1.N03), drawing No. BP-REG,
Eckert & Ziegler Isotope Products, Valencia, California 91355.“

SUJB prezkoumal 7adost z hlediska naleZitosti podle citovanych ustanoveni atomového zakona
a shledal ji dostatecnou. Proto konstatuje, Ze posouzend bezpecnostni dokumentace splfiuje pfislusna
ustanoveni atomového zakona a relevantni ustanoveni vyhlasky ¢. 379/2016 Sb. a prokazuje vhodnost
RLZF konstrukéniho typu Am1.NO3, jak je popsdana v podmince 1. kjejimu vyuZivani v souladu
s ostatnimi podminkami tohoto rozhodnuti.

Zadatel se v zavéru zadosti ¢. j. 28/EZC/2023 ze dne 20. Gnora 2023 vzdal prava Ucasti pfi dokazovani
v fizeni zahdjeném na zakladé Zadosti ve smyslu § 51 odst. 2 spr. . a prava vyjadrit se k podkladim

rozhodnuti v fizeni zahajeném na zakladé vyse uvedené zadosti ve smyslu § 36 odst. 3 spr. 1.

Z provadéni dokazovani mimo ustni jednani byl dne 31. brfezna 2023 vypracovan protokol
¢.j. SUJB/ONRV/9244/2023.

Spravni poplatek ve vysi 1 000,- K¢ ve smyslu zakona ¢. 634/2004 Sb., o spravnich poplatcich, polozka
¢. 107 pismeno 3 b) sazebniku spravnich poplatk( byl uhrazen.

Pouceni
Proti tomuto rozhodnuti Ize podat prostfednictvim SUJB — Sekce jaderné bezpeénosti, Senovazné
namésti 9, 110 00 Praha 1, rozklad k piedsedkyni SUJB, ato do 15 dnid ode dne doruéeni tohoto

rozhodnuti.

Za Statni ufad pro jadernou bezpecnost

RNDr. Peter Lietava
vedouci Oddéleni nakladani s RaO a VJP

Rozdélovnik:

SUJB, Oddéleni nakladani s RaO a VIP
® Eckert & Ziegler Cesio s.r.o., Radiova 1, 102 27 Praha 10






RNDr. Peter Lietava
04.04.2023 14:30:19
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