Statni uFad pro jadernou bezpecnost
Senovazné nam. 9, 110 00 Praha 1

V Praze dne 9. zaii 2008

C.j. 19481/2008

Zn. sp. SUIB/POD/17101/2008
Odbor hodnoceni jadernych zafizeni

ROZHODNUTI

Statni urad pro jadernou bezpecnost (SUJB) jako spravni ufad piisludny podle § 3 odst. 2
pism. ¢) zdkona ¢. 18/1997 Sb., o mirovém vyuzivéani jaderné energie a ionizujiciho zéafeni
(atomovy zdkon) a 0 zméné a doplnéni n€kterych zakonl, ve znéni pozdéjSich predpisi, ve
spravnim fizeni zahajeném podle § 44 odst. 1 zakona ¢. 500/2004 Sb., spravni fad (dale jen
,Spr. .%), dne 23. Cervence 2008 na zakladé zadosti ucastnika fizeni podle § 27 odst. 1 pism.
a) spr. . — Eckert & Ziegler Cesio s.r.o., Radiova 1, 102 27 Praha 10, identifika¢ni ¢islo
45274584, evidenéni ¢islo 108600 (dale jen ,ucastnik fizeni®), ze dne 21. Cervence 2008,
&.j. 024/EZC/08 ve véci typového schvaleni radioaktivni latky zvlastni formy rozhodl takto:

SUJB podle § 67 odst. 1 zékona ¢. 500/2004 Sb. a § 23 odst. 2 zékona ¢. 18/1997 Sb., ve
znéni pozdé&jsich predpist,

schvaluje

konstrukéni typ Am1.N0O2 jako radioaktivni latku zvlastni formy, pfidéluje této latce
vyrobené v souladu s posouzenou dokumentaci identifikaéni oznaceni

CZ/1009/5-96

a pro potieby mezinarodni identifikace pridéluje tomuto rozhodnuti o typovém schvéleni
kodové oznaceni

CZ/1009/5-96 (Rev. 1).

Radioaktivni latka zvlastni formy typu Am1.NO2 spliiuje pozadavky zékona €. 18/1997 Sb.,
ve znéni pozdéjsich piedpist a prislusnych provadécich predpist, doporuCeni Mezinarodni
agentury pro atomovou energii ,JAEA Safety Standards Series No. TS-R-1, Regulations for
the Safe Transport of Radioactive Material, 2005 Edition, Safety Requirements, International
Atomic Energy Agency, Vienna, 2005“ a mezinarodnich dopravnich predpist, které se na
citovana pravidla IAEA odvoléavaji.

Toto rozhodnuti se vydava na dobu do: 31. prosince 2013.
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Popis radioaktivni latky zvlastni formy:

Radioaktivni latka zvlastni formy Am1.NO2 je valec, ktery tvoii vnéjsi pouzdro z nerezové
oceli uzaviené zatkou pfivafenou svafovanim v ochranné atmosféte, vntini pouzdro rovnéz
znerezové oceli uzaviené zatkou pfivafenou svafovanim v ochranné atmosféie
a radionuklidovy zafi¢. Distanéni vlozka fixuje vnitini pouzdro tak, aby radionuklidovy zafi¢
byl v t&sném kontaktu s vystupnim okénkem vnéjsiho pouzdra o tloustce 0,2 mm.

Vyrobcem radioaktivni latky zvlastni formy Am1.NO2 je Zadatel.

Parametry :
Typ radioaktivni | VySka | Priumér Maximalni aktivita Klasifikace
latky zvlastni [mm] [mm] |GBq] ISO
formy
Am1.N02 10 7,8 3,7 66545

Vyobrazeni radioaktivni latky zvlastni formy:
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Znaceni:

Radioaktivni latka zvlastni formy Am1.N02 je zfetelné, Citelné a trvanlivé opatfena
nasledujicimi udaji:

e vyrobni ¢islo,

e identifika¢ni oznaceni CZ/1009/S-96;

v ptipadé, Ze neni technicky moZné umistnit identifika¢ni oznaceni na pouzdru radioaktivni
latky zvlastni formy, nahradi jej rozhodnuti o typovém schvaleni.

Podminky pouziti:

Radioaktivni latku zvlastni formy Am1.NO2 s identifikaénim oznacenim CZ/1009/S-96 lze
pouzivat pouze za splnéni nasledujicich podminek:
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1. Povoleny radioaktivni obsah radioaktivni latky zvlaStni formy

Radioaktivni latka zvlastni formy Am1.N0O2 s identifikaénim ozna¢enim CZ/1009/S-96 (dale
jen vyrobek) s danym vyrobnim ¢islem muZe obsahovat pouze radionuklidovy zafi¢, tvoreny
vypalenym pevnym keramickym nosi¢em obsahujicim radionuklid *'Am ve form& oxidu
americia, fixovaného vypalovacim procesem, o maximalni aktivité 3,7 GBq.

2. Shoda vlastnosti a parametri se schvalenym typem

Shodu vyrobku daného vyrobniho &isla se schvalenym typem musi vyrobce dokladat
pisemnym prohlaSenim o shodé podle § 6 odst. 2 pism. ¢) vyhlasky ¢. 317/2002 Sb.,
o typovém schvalovani obalovych soubori pro piepravu, skladovani a ukladani jadernych
materiald a radioaktivnich latek, o typovém schvalovani zdroji ionizujictho zéfeni
a o prepravé jadernych materiali a urCenych radioaktivnich latek (o typovém schvalovani
a preprave).

Typové schvalena radioaktivni latka zvlastni formy mize byt uvadéna do obéhu, je-li jeji
shoda se schvalenym typem prokazana ptejimaci zkouskou radioaktivni latky zvlastni formy
doloZenou protokolem.

3. Zajisténi jakosti

Kazdy vyrobek musi byt vyroben podle technického vykresu Am1.N0O2 Am — Be NEUTRON
SOURCE Am1.N02, 1.207.02.02-00:00 (4), BEBIG Isotopentechnik und Umweltdiagnostik
GmbH, of 2 May/28 July 1995, schvalenych postupii a v souladu se schvdlenym Programem
zabezpecovani jakosti QM-Q-001, v platném znéni. Manipulace, provozni kontroly
a pouzivani vyrobku ve schvalenych pfistrojich musi byt provadéno podle schvalenych
instrukei vyrobce. Tyto instrukce mohou byt modifikovany podle pozadavki kompetentniho
organu zemé, ve které je s vyrobkem nakladano.

Cislo a doba platnosti tohoto rozhodnuti musi byt uvedeny v dokumentaci, ktera je pfedavéna
uzivateli spolu s vyrobkem.

Rozhodnuti o typovém schvaleni radioaktivni latky zvlastni formy Am1.NO2 s identifikaénim
ozna¢enim CZ/1009/S-96 nenahrazuje jind povoleni SUJB, vydavana podle § 9 odst. 1
zdkona ¢. 18/1997 Sb., ve znéni pozdéjsich piedpist, resp. povoleni nebo opravnéni
k ¢innostem vyddvana jinymi Ustfednimi organy statni spravy podle zvlastnich predpisi.

Oduvodnéni:

Rozhodnuti se vydava na zdklade zadosti firmy Eckert&Ziegler Cesio ¢.j. 024/EZC/08 ze dne
21. &ervence 2008, kterd byla SUJB piedlozena v souladu s ustanovenim § 23 zakona
¢. 18/1997 Sb., ve znéni pozdéjsich predpist, dne 23. Cervence 2008.

Zadost byla doloZena vsouladu s §3 vyhlasky SUJB ¢&.317/2002 Sb. nésledujicimi
dokumenty:

e Udaje o zadateli;

e Popis vyrobku, jeho pouziti a zpisobu uvadéni na trh, seznam prévnich pfedpisd, popis
pozadovanych zkousek;

e Program zabezpe&ovani jakosti QM-Q-001, schvaleny rozhodnutim SUIJB &.j. 19611/2007,

e Instrukce k bezpednému zachéazeni se zdroji ionizujiciho zateni QM-RP-006;

e Osvéd¢eni URZ ¢. 196/08 (102/08);
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¢ Vypis z obchodniho rejstiiku;
o Cestné prohlaseni podle § 13 odst. 8 zékona ¢&. 18/1997 Sb., ve znéni pozdgjsich piedpisi;
o Certifikat TUV z 9.4.2007.

Statni Gfad pro jadernou bezpe&nost konstatuje, ze posouzend dokumentace prokazuje, ze
vyrobek typu Am1.NO2 spliiuje podminky vyhlasky SUJB &. 317/2002 Sb., o typovém
schvalovani obalovych souborii pro pfepravu, skladovani a ukladani jadernych materialt
aradioaktivnich latek, o typovém schvalovani zdroji ionizujiciho zafeni a o preprave
jadernych materiali a uréenych radioaktivnich latek (o typovém schvalovéni a pieprave) pro
radioaktivni latky zv1astni formy, a proto rozhodl jak je uvedeno ve vyroku.

Spravni poplatek ve vysi 1 000 K& byl uhrazen podle polozky ¢. 107 pismeno 2b) prilohy
zékona €. 634/2004 Sb., o spravnich poplatcich.

Poudeni:
Proti tomuto rozhodnuti lze podat prostfednictvim SUJB, Odbor hodnoceni jadernych

zatizeni, Senovazné namésti 9, 110 00 Praha 1, rozklad k predsedkyni SUJB, a to do 15 dnu
ode dne doruceni tohoto rozhodnuti.

Za Statni ufad pro jadernou bezpe¢nost

. Petr Bragdejs
r0 jadernou bezpeénost

Rozdélovnik:

Zadatel
Eckert & Ziegler Cesio
Radiova 1
102 27 Praha 10

spis



State Office for Nuclear Safety
Senovazné nam. 9, 110 00 Prague 1

Prague, on 9 September 2008

Ref. no. 19481/2008

File no. SUJB/POD/17101/2008

Nuclear Installation Assessment Department

DECISION

The State Office for Nuclear Safety (SONS) as the competent administrative body pursuant to
Section 3 (2) (c) of Act no.. 18/1997 Sh., On Peaceful Utilisation of Nuclear Energy and
lonising Radiation (the Atomic Act) and on Amendments and Additions to Related Acts, as
later amended, has decided as follows in the administrative proceedings initiated pursuant to
Section 44 (1) of Act no. 500/2004 Sb., Rules of Administrative Procedure (hereinafter
referred-to as “RAP”), on 23 July 2008 on the basis of an application filed by a participant in
proceedings as defined in Section 27 (1) (@) RAP — Eckert & Ziegler Cesio s.r.o0., Radiova 1,
102 27 Prague 10, Identification Number 45274584, Registration Number 108600 (hereinafter
referred-to as “Participant in Proceedings’), on 21 July 2008 under file no. 024/EZC/08 in the
matter of type approval of a specia form radioactive material:

SONS, pursuant to Section 67 (1) of Act no.500/2004 Sb. and Section23 (2) of Act
no. 18/1997 Sh., as later amended,

approves

Construction type Am1.NO2 as a speciad form radioactive material, this material,
manufactured in conformity with the documentation assessed, being assigned the
identification designation

CZ/1009/S-96

and, for the purposes of international identification, this type approval decision being assigned
the code designation

CZ/1009/S-96 (Rev. 1).

Type Am1.NO2 specia form radioactive material complies with the requirements of Act
no. 18/1997 Sh., as amended, as well as the relevant implementing regulations, the
recommendation of the International Atomic Energy Agency titled “IAEA Safety Standards
Series No. TS-R-1, Regulations for the Safe Transport of Radioactive Material, 2005 Edition,
Safety Requirements, International Atomic Energy Agency, Vienna, 2005" and international
transportation regulations that refer to the cited IAEA’srules.

ThisDecision isvalid until: 31 December 2013.
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Description of the Special Form Radioactive M aterial:

AmM1.NO2 special form radioactive materia is a cylinder that consists of an outer, stainless-
steel case closed with a plug welded on by welding in protective atmosphere, an inner case of
stainless steel, too, closed with a plug welded on by welding in protective atmosphere and a
radionuclide emitter. A distance piece fixes the inner case so that the radionuclide emitter isin
close contact with the outlet hole of the outer case, 0.2 mm thick.

The Applicant is the manufacturer of the Am1.NO2 special form radioactive material.

Parameters:
Special Form Height | Diameter Maximum Activity I SO Classification
Radioactive [mm] [mm] [GBq]
Material Type
Am1.NO2 10 7.8 3.7 66545

Image of the Special Form Radioactive Material:
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svar TIG = TIG weld, vnitini zatka = inner plug, vnitini pouzdro = inner case, z&fi¢ = emitter,
vnéjSi pouzdro = outer case, vnéjSi zatka = outer plug

Labelling:

AmM1.NO2 special form radioactive material shall be labelled with the following data, in a
clear, legible and durable manner:

Seria number
| dentification designation CZ/1009/S-96

If it is not technically possible to place the identification designation onto the case of the
special form radioactive material, it shall be replaced by the type approval decision.

Conditionsfor Use:
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Am1.NO2 special form radioactive material under identification designation CZ/1009/S-96
can be used only subject to the compliance with the following conditions:

1. Permitted radioactive content of the special form radioactive material

AmM1.NO2 special form radioactive material under identification designation CZ/1009/S-96
(hereinafter referred-to as “product”) with the given seriad number may only contain a
radionuclide emitter consisting of a fixed, burned ceramic carrier that contains ***Am
radionuclide in the form of americium oxide fixed by the burning process, with maximum
activity of 3.7 GBq.

2. Conformity of the propertiesand parameterswith the approved type

The manufacturer shall prove the conformity of the product of the given serial number with
the approved type by a written Declaration of Conformity pursuant to Section 6 (2) (c) of
Decree no. 317/2002 Sh., On type approval of packaging for shipment, storage and disposal
of nuclear materials and radioactive substances, on type approva of ionizing radiation
sources, and on shipment of nuclear materials and specified radioactive substances (on type
approval and shipment).

Type-approved special form radioactive material can be put into circulation if its conformity
with the approved type has been proved by an acceptance test of the special form radioactive
meaterial substantiated with atest report.

3. Quality Assurance

Each product must be manufactured in accordance with technical drawing Am1.NO2 Am — Be
NEUTRON SOURCE Aml.N02, 1.207.02.02-00:00 (4), BEBIG Isotopentechnik und
Umweltdiagnostik GmbH, of 2 May/28 July 1995, approved procedures and the approved
Quality Assurance Programme QM-Q-001, as amended. Handling, operating checks and use
of the product in approved apparatuses must follow manufacturer-approved instructions. The
instructions can be modified in accordance with requirements of competent bodies of the
country in which the product is disposed of.

The number and term of validity of this Decision must be stated in the documentation to be
handed over to the user together with the product.

The Decison of Type Approva of Am1.NO2 special form radioactive material under
identification designation CZ/1009/S-96 does not replace other permissions of SONS issued
pursuant to Section 9 (1) of Act no. 18/1997 Sh., as amended, or permissions/licenses for
activities issued by other central state administration bodies pursuant to special regulations if
applicable.

Justification:

The Decision is issued under the application from the Eckert& Ziegler Cesio Company, ref.
no. 024/EZC/08 of 21 July 2008, submitted to SONS pursuant to the provision of Section 23
of Act no. 18/1997 Sh., as amended, on 23 July 2008.

The application was supported with the following documents, in compliance with Section 3 of
SONS's Decree no. 317/2002 Sh.:

- Dataon the Applicant;

- Description of the product, its use and marketing, list of legal regulations, description of
testsrequired;

- Quality Assurance Programme QM-Q-001 approved by SONS's Decison ref. no.
19611/2007;
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- Instructions for safe handling of ionizing radiation sources QM-RP-006;

- Encapsulated Radiation Source Certificate no. 196/08 (102/08);

- Copy of the Entry in the Register of Companies;

- Affirmation pursuant to Section 13 (8) of Act no. 18/1997 Sb., as amended;
. TUV Certificate of 9 April 2007.

The State Office for Nuclear Safety states that the assessed documentation proves that product
type Am1.NO2 meets the conditions of SONS's Decree no. 317/2002 Sh., On type approval of
packaging for shipment, storage and disposal of nuclear materials and radioactive substances,
on type approval of ionizing radiation sources, and on shipment of nuclear materials and
specified radioactive substances (on type approval and shipment), for special form radioactive
materials, and that’s why it was decided as stated in the Statement.

The administrative fee amounting to CZK 1,000.- was paid in accordance with Item no. 107
(2b) of the Annex to Act no. 634/2004 Sh., On Administrative Fees.

Advice

Remonstrance against this Decision can be lodged to SONS's Chairperson through
SONS/SUJB, Nuclear Installation Assessment Department, SenovaZzné namesti 9, 110 00
Prague 1, within 15 days after the service hereof.

On behdf of the State Office for Nuclear
Safety

Ing. Petr Brandgj's
Vice-chairperson for Nuclear Safety
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