STATNI URAD PRO JADERNOU BEZPEGNOST

Statni urad pro jadernou bezpecnost
Senovazné nam. 9, 110 00 Praha 1
Oddéleni nakladani s RAO a VJP

V Praze dne 29. listopadu 2019
C.j. SUJB/ONRV/22927/2019
Zn.sp. SUJIB/POD/10863/2019/1

Rozhodnuti

Statni Gifad pro jadernou bezpeénost (SUIB) podle § 70 zakona &. 500/2004 Sb., spravni fad

opravuje ziejmé nespravnosti v tabulce ve vyroku pisemného vyhotoveni rozhodnuti
¢.j. SUJB/ONRYV/13899/2019, ze dne 17. ¢ervence 2019, vydané pro obalovy soubor
NEA4C typ B(U) pod mezinirodnim identifikaénim oznacenim CZ/095/B(U) — 96, takto:

Nuklid: Drzak typu: Maximalni aktivita/zdroj
Ir-192 C-337, C-337NE, C-990, C-990NE, 5,5TBq

87703, A424-9, A424-23
Se-75 A424-25, A424-25W, 91805 5,5 TBq

se nahrazuje

Nuklid Drzak typu Maximalni aktivita/zdroj
Ir-192 C-337, C-337NE, C-990, C-990NE, 5,5 TBq

87703, A424-9, A424-23 *
Se-75 A424-25, A424-25W, 91805, A425-6 * 5,5 TBq

* nebo obdobné kompatibilni sestavy zdrojii pii zachovani stavajici nebo vysSi urovné
radiacni ochrany. Kazda takova sestava zdroje musi byt vyrobena vyrobcem, majicim
zavedeny systém fizeni v souladu s pozadavky vyhlasky ¢. 408/2016 Sb



Oduavodnéni:

V pisemném vyhotoveni rozhodnuti ¢.j. SUTB/ONRV/13899/2019 ze dne 17. &ervence 2019
pro schvéleni typu vyrobku, a to obalového souboru NE4C jako typ B(U) pro piepravu
radioaktivnich latek, byla v bodé¢ 1 (povoleny radioaktivni obsah OS) omylem uvedena
nespravna tabulka. Zadatel o vydani rozhodnuti p¥itom v zadosti ¢.j. SUIB/POD/20677/2019
ze dne 31.10.2019, vyslovné pozadoval, aby bylo rozhodnuti vydano ve smyslu tohoto
opravného rozhodnuti, coz Ufad hodlal, na zékladé poouzeni adosti a piedloZenych
informaci, provést, nebot’ byly naplnény pozadavky zakona ¢. 263/2016 Sb., atomovy zakon,
a jeho provadégjich predpist. Vyhovéni zadosti v plném rozsahu tedy nic nebranilo. K této
chybé doslo pifi administrativnim zpracovani pisemného vyhotoveni vySe uvedeného
rozhodnuti.

Pouceni:

Proti tomuto rozhodnuti lze podat prostfednictvim SUJB, Oddéleni nakladani s RAO a VIP,
Senovazné nam. 9, 110 00 Praha 1, rozklad k predsedkyni SUJB, a to do 15 dnli ode dne
doruceni tohoto rozhodnuti.

Za Statni utad pro jadernou bezpecnost

Podepsano elektronicky

RNDr. Peter Lietava
vedouci Oddéleni nakladani s RAO a VJP

Rozdélovnik: 1. aéastnik rizeni

Loma Systems s.r.o.
U Lomy 1069
334 41 Dobtany

2. spis SUJB



STATE OFFICE FOR NUCLEAR SAFETY

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

Spent Fuel and Radwaste Management Division

In Prague, on 29 November 2019
Ref. No. SUIB/ONRV/22927/2019
File No. SUJB/POD/10863/2019/1

The State Office for Nuclear Safety (SUJB), pursuant to Section 70 of Act No. 500/2004 Coll.,

Resolution

Sb., the Code of Administrative Procedure

hereby corrects the obvious inaccuracies occurring in a table in the statement of the
hardcopy of the Resolution issued on 17 July 2019 under Ref. No.
SUJB/ONRV/13899/2019 for package NE4C type B(U) under the international
identification number CZ/095/B(U) — 96 as follows:

Nuclide: Holder type: Maximum activity per source
Ir-192 C-337, C-337NE, C-990, C-990NE, 5.5 TBq

87703, A424-9, A424-23
Se-75 A424-25, A424-25W, 91805 5.5 TBq

is hereby replaced by

Nuclide: Holder type: Maximum activity per source
Ir-192 C-337, C-337NE, C-990, C-990NE, 5.5TBq
87703, A424-9, A424-23 *
Se-75 A424-25, A424-25W, 91805, A425-6 * 5.5TBq

* or equivalent compatible source assemblies while keeping the current or higher radiation
protection levels. Every such source assembly must be produced by a manufacturer having

a management system in place meeting the requirements of Regulation No. 408/2016 Coll.




Justification:

An incorrect table was shown by mistake in Chapter 1 (Admissible Radioactive Contents of
the Package) of the hardcopy of Resolution, Ref. No. SUJB/ONRV/13899/2019 of 17 July
2019, for product type approval, namely package NE4C as B(U) type for transport of
radioactive substances. In its request files on 31.10.2019 under Ref. No.
SUJB/POD/20677/2019, the Applicant demanded explicitly to decide in the sense of this
corrective resolution, what the Office intended to do after assessing the request and the
submitted information, for the requirements of Act No. 263/2016 Coll., the Atomic Act, and
its implementation regulations have been complied with. Therefore, there was nothing
preventing the Office from complying with the request in full. The error had occurred during
the administrative procedure concerning the said hardcopy of the above-mentioned
Resolution.

Advice:
This Resolution can be appealed to the Chair of SUJB through SUJB, the Spent Fuel and
Radwaste Management Division, Senovazné nam. 9, 110 00 Prague 1, within 15 days of the
delivery of this Resolution.

For the State Office for Nuclear Safety

Signed electronically

RNDr. Peter Lietava
Manager
Spent Fuel and Radwaste Management
Division

Distribution list: 1. Party to the procedure

Loma Systems s.r.0.
U Lomy 1069
334 41 Dobtany

2. SUJB files



STATNi URAD PRO JADERNOU BEZPECNOST

Stdatni urad pro jadernou bezpecnost
Senovainé nam. 9, 110 00 Praha 1
Sekce jaderné bezpecnosti

V Praze dne 17. ¢ervnence 2019
C.j.: SUIB/ONRV/ 13899/2019

Zn. sp.: SUIB/POD/10863/2019
Oddéleni nakladani s RaO a VIP
Vyfizuje: Mgr. Jana Zidkova

ROZHODNUTI

Statni ufad pro jadernou bezpeénost (SUJB) jako spravni fad piisluiny podle § 208 pism. b)
zakona ¢. 263/2016 Sb., atomovy zakon (déle jen ,,atomovy zdkon*) ve spravnim fizeni
ve véci schvaleni typu vyrobku zahajeném na zaklad¢ zadosti Loma Systems s.r.o., se sidlem
U Lomy 1069, 334 41 Dobtany, identifika¢ni ¢islo 26368218, evidencni ¢islo 311332
(déle jen ,,ac¢astnik tizeni*) podle § 27 odst. 1 pism. a) zdkona ¢. 500/2004 Sb., spravni tad,
(dale jen ,,spr. .), kterou SUJB obdrzel dne 27. kvétna 2019, rozhodl takto:

SUJB podle § 67 odst. 1 spr. . a podle § 137 odst. 1 pism. a) atomového zakona
schvaluje typ vyrobku

obalovy soubor NE4C jako typ B(U) pro ptepravu radioaktivnich latek, popsanych v podmince
¢. 1 tohoto rozhodnuti, pfidélil tomuto obalovému souboru, vyrobenému v souladu s
posuzovanou dokumentaci, identifika¢ni oznaceni

CZ/095/B(U) — 96

a pro potfeby mezinarodni identifikace ptid€luje rozhodnuti o schvaleni typu obalového
souboru NE4C kodové oznaceni

CZ/095/B(U) — 96 (Rev. 0).

Obalovy soubor NE4C pro piepravu radioaktivnich latek spliiuje pozadavky atomového zékona
a ptislusnych provadécich ptedpisti, doporueni Mezinarodni agentury pro atomovou energii
(dale jen ,MAAE®) ,,JAEA Safety Standards, Regulations for the Safe Transport of Radioactive
Material, 2012 Edition, Specific Safety Requirements No. SSR-6, International Atomic Energy
Agency, Vienna, 2012” a poZadavky mezindrodnich dopravnich ptedpist, které se na citovana
pravidla MAAE odvolavaji.
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Popis obalového souboru NE4C:

Obalovy soubor (OS) NE4C je navrZzen pro umisténi a prepravu radionuklidovych zdroji
ionizujiciho zafeni (dale zdroji) obsahujicich iridium-192 (!*’Ir) nebo selen-75 (7°Se),
schvalenych jako radioaktivni latka zvlastni formy (dale RLZF). Vyuziva se pro premisténi
zdroji do zafizeni k provadéni defektoskopickych zkousek gama radiografii.

Oba radionuklidy je mozno piepravovat soucasn¢ v jednom obalovém souboru v jakékoli
kombinaci, pokud celkovy pocet zdrojii v OS nepiekroci Ctyfi a zadny z jednotlivych zdrojt
nepfesahne hodnotu 5,5 TBq.

Ctyikanalovy obalovy soubor NE4C je valcového tvaru. Jeho t&lo je svafeno z korozivzdorné
oceli a sklada se z nésledujicich c¢asti:

ocelovy vngjsi plast,

2 vysuvna drzadla z korozivzdorné oceli,

stinéni z ochuzeného uranu,

4 kanaly vyztuzené titanovou slitinou urcené pro umisténi zdroji na drzéku,

4 vicka z
zamek,

korozivzdorné oceli pro zajisténi kanald,

podstavec.

Vilcové viko z korozivzdorné oceli obsahuje v horni ¢asti prebijeci trubici a kli¢ k uzamykani
kanalti. Uzavieni OS je zajisténo Ctyfmi Srouby M 10 upeviujicimi viko k plasti.

Vyrobcem OS je spolenost Energomontage International (EMI), 2, Vsevolojskiy Pereulok,
119 034 Moskva, Ruskéa federace.

Vyobrazeni a parametry obalového souboru

Prufez stinicim obalem
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Parametry OS:

Pramér 172 mm (vyjma drzadel) | 212 mm (véetné drzadel)
Vyska 284 mm
Celkova hmotnost 68 kg
Hmotnost ochuzeného uranu 48 kg
Podminky pouziti OS:

Typové schvaleny OS NE4C s identifikacnim oznacenim CZ/095/B(U)-96 lze pouzivat pro
piepravy radioaktivnich latek pouze za splnéni nésledujicich podminek:

1. Povoleny radioaktivni obsah OS

Obalovy soubor miize obsahovat maximaln¢ 4 zdroje schvalené jako RLZF podle nize uvedené
tabulky.

Nuklid: Drzék typu: Maximalni aktivita/zdroj
Ir-192 C-337, C-337NE, C-990, C-990NE, 5,5 TBq

87703, A424-9, A424-23
Se-75 A424-25, A424-25W, 91805 5,5 TBq

2. Manipulace, udrzba a kontroly

Manipulace s OS, jeho udrzba a kontroly musi byt provadény v souladu s pozadavky uvedenymi
v kapitole D — Navod k obsluze dokumentace VMDO01-034-V0202 Zadost o schvaleni modelu
NEA4C jako obalového souboru typu B (U) podle IAEA SSR-6, Ptedpisy pro bezpecnou
prepravu radioaktivnich materiali, Vydani 2012, QSA GLOBAL, Burlington, Massachusetts,
bfezen 2019, provozni kontroly a ro¢ni udrzba vrozsahu stanoveném dokumentem
Specification Sheet SPS-L1812- 243, Model NE4C QC Checklist, NTP Radioisotopes (Europe)
S.A., May 17, 2018. Kontrola stavu a funkce OS musi byt provedena pfed jeho kazdym
pouzitim. VSechny tyto ¢innosti musi byt protokolarné dokumentovéany a archivovany po celou
dobu Zivotnosti OS.

3. Zajisténi jakosti

Spoleénost Loma Systems s.r.0., QSA Global Division (SENTINEL™ Europe) nebude vyrabét
zadné nové obalové soubory NE4C pro piepravu radioaktivnich latek, avSak bude zajistovat
kontroly, servis a udrzbu stavajicich, jiz vyrobenych OS. K tomu ucelu musi mit zaveden jako
soucast svého Programu zajist'ovani jakosti Systém managementu dle ISO 9001:2015, ktery je
v souladu s vyhlaskou ¢. 408/2016 Sb., o pozadavcich na systém fizeni.

Pro ptepravu radioaktivnich latek na izemi Ceské republiky mize byt pouZito pouze téch OS,
jejichz shoda se schvalenym typem byla prokdzana pisemnym prohlaSenim o shodé,
zpracovanym v souladu s pozadavky § 140 atomového zakona.

4. Spravné uzavieni OS a dozimetricka kontrola pied prepravou

Po naplnéni OS radioaktivnimi latkami pro pfepravu musi byt provedena a protokolarné
dokumentovana kontrola spravného uzavieni OS a dozimetrickd kontrola.

Pfitom na zdkladé ustanoveni § 141 odst. 3 pism. a) atomového zdkona a néasledné § 6 odst. 2
vyhlasky €. 379/2016 Sb. a bodl 26 az 28 ptilohy €. 4 k vyhlasce €. 379/2016 Sb. nesmi ptikon
davkového ekvivalentu na libovolném misté vnéj§iho povrchu radioaktivni zésilky nebo OS
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prevysit hodnotu 2 mSv/hod a ve vzdélenosti 1 m od povrchu 0,1 mSv/h, tj. pfepravni index
(TT) nesmi prevysit hodnotu 10, neni-li pieprava realizovana za podminek vylu¢ného pouziti.
Pii ptepravé za podminek vyluéného pouziti nesmi piikon davkového ekvivalentu na
libovolném misté vnéjsiho povrchu radioaktivni zasilky pievysit hodnotu 10 mSv/hod.

Soucasné¢ na zdklad¢ ustanoveni § 141 odst. 3 pism. a) atomového zdkona a nasledné § 6
odst. 3 vyhlasky ¢. 379/2016 Sb. a bodu 9 pftilohy €. 4 k vyhlasce 379/2016 Sb. nefixovana
povrchova kontaminace OS nesmi byt vétsi nez:

e pro gama a beta zafice 4,0 Bg/cm?,
e pro alfa zéfice s nizkou toxicitou 4,0 Bg/cm?,
e pro ostatni alfa zafice 0,4 Bg/cm?.

Naplnény OS musi navic spliiovat ustanoveni § 9 odst. 4 pism. b) atomového zdkona a néasledné
§ 4 odst. 3 pism. f) vyhlasky ¢. 379/2016 Sb. a bodt 54 a 55 ptilohy €. 1 vyhlasky ¢. 379/2016
Sb. — teplota na kterékoliv ¢asti ptistupného povrchu radioaktivni zasilky nesmi prekrocit 85°C,
prekroci-li 50°C, musi byt pieprava realizovana za vylu¢ného pouziti.

5. Oznacovani OS

OS musi byt k pfepravé oznacen a opatfen bezpe¢nostnimi znackami v souladu s § 141 odst. 3
pism. e) atomového zékona a nasledné¢ § 10 vyhlasky ¢. 379/2016 Sb., a to:

a) Radioaktivni zasilka musi byt Citelné a trvale oznacena na vngj$im povrchu OS:
e oznacenim piepravce, piijemce nebo obou,
e UN cislem podle tabulek ¢. 1 a €. 5 ptilohy €. 4 vyhlasky €. 379/2016 Sb.,
e maximalni hmotnosti naplnéného OS: 68 kg,
e identifikaénim oznadeni ptidélené SUIB: CZ/095/B(U) — 96,
e vyrobnim ¢islem OS,
e nazvem a typem OS: NE4C, typ B(U),

e tfilistym symbolem, a to vyrazenim, vylisovanim nebo jinym zptsobem odolnym proti
ohni a vode¢.

b) Na dvou protilehlych stranach vnéjSiho povrchu OS musi byt umistény piislusné
bezpecnostni znacky dle vzorii na obr. 2, 3, nebo 4 piilohy €. 4 vyhlasky ¢. 379/2016 Sb.,
vyplnéné udaji o obsahu, jeho aktivit¢ a prepravnim indexu (viz bod 40. ptilohy
¢. 4 vyhlasky ¢. 379/2016 Sb.).

6. HlasSeni o nehodé

Dojde-li pfi manipulacich s obalovym souborem NE4C majicim identifikacni oznaceni
CZ/095/B(U)-96 k zavadé na OS nebo k nehodé&, zejména k jeho padu ¢i prevrzeni, bude pfi
podezieni na ztratu funkCénosti zamykacich mechanizmii a stinicich vlastnosti OS bez
zbyte¢ného odkladu docasné vyfazen z provozu za splnéni vSech pozadavki radia¢ni ochrany.
Takovy OS muiZe byt uveden do provozu az po kontrole, resp. opraveé. Soucasné bude o této
udalosti vypracovan protokol, ktery ptepravce obalového souboru zasle do 14 dnli od vzniku
udalosti Statnimu ufadu pro jadernou bezpecnost.
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7. Platnost rozhodnuti

Rozhodnuti o typovém schvaleni obalového souboru nezbavuje piepravce povinnosti splnit
pozadavky dalSich k pfeprave ptislusnych organii a rovnéz ho nezbavuje povinnosti dodrzet
jakékoliv pozadavky kterékoliv zemé, do niz nebo po jejimz uzemi bude OS s radioaktivnimi
latkami pfepravovan.

Toto rozhodnuti je vykonatelné od 1. 12. 2019.
Platnost rozhodnuti kon¢i dne 30. listopadu 2029.

Oduavodnéni:

SUJB zahajil spravni fizeni s u¢astnikem ¥izeni ve véci schvaleni typu vyrobku na zakladé
7adosti podané u¢astnikem fizent, kterou SUJB obdrzel dne 27. kvétna 2019. Spoleénost Loma
Systems s. r. 0. pozadala o schvaleni typu z toho divodu, Ze posledni revize schvaleni typu OS
NE4C kompetentnim orgdnem Belgického kralovstvi s pfidélenym mezindrodnim kodovym
oznacenim B/59/B(U) — 96 (Rev. 6.0) pozbyde platnosti dne 30. listopadu 2019 a belgicky
kompetentni orgén nevyda dalsi revizi certifikatu o schvaleni typu, protoze OS NE4C nebude
jiz v Belgii pouzivan. Naopak v Ceské republice se tento OS pouzivé a bude nadéle pouzivat,
pfi¢emzZ spole¢nost Loma Systems s. r. 0. se stala majitelem designu a bude zajiStovat kontroly,
servis a udrzbu pouzivanych OS.

Rozhodnuti se vydava po posouzeni dokumentace, kterd byla Statnimu ufadu pro jadernou
bezpecnost predlozena v souladu s ustanovenim § 138 atomového zakona.

Zadost byla, ve shod¢ s vySe citovanymi ustanovenimi pravnich ptedpisti, doloZena niZe
uvedenymi informacemi, doklady a dokumentaci, které¢ spliuji pozadavky pftislusnych
ustanoveni atomového zdkona (uvedenych v kazdém bodé v zévorce) :

1. 1dentifikace zadatele (§ 138 odst. (1) zdkona €. 263/2016 Sb.): Loma Systems s.r.o., se
sidlem U Lomy 1069, 334 41 Dobftany, viz vlastni Zadost a téZ bod 9 niZze;

2. identifikace vyrobce (§ 138 odst. (2) pism. a) zédkona €. 263/2016 Sb.): Energomontage
International (EMI), 2, Vsevolojskiy Pereulok., 119 034 Moskva, Ruska federace
(exkluzivné pro: Nordion Europe S. A. v likvidaci, Zoning Industriel B-6220 Fleurus,
Belgium), viz vlastni Zadost;

3. identifikace schvalovaného vyrobku (§ 138 odst. (2) pism. b) zédkona €. 263/2016 Sb.):
obalovy soubor NE4C, typ B(U);

4. popis pouziti (§ 138 odst. (2) pism. ¢) zdkona ¢. 263/2016 Sb.): NE4C je ctyrkanalovy
obalovy soubor navrZzeny pro piepravu, umisténi a piebijeni radiografickych zdroju.
Maximalni kapacita jednotlivého kanalu je 5,5 TBq (148,6 Ci) Ir-192 nebo Se-75 a celkova
kapacita OS 22,2 TBq (600 Ci) Ir-192 nebo Se-75, viz také kapitola D — Navod k obsluze
dokumentace VMDO01-034-V0202 Zadost o schvaleni modelu NE4C jako obalového
souboru typu B(U) podle IAEA SSR-6, Ptedpisy pro bezpecnou piepravu radioaktivnich
materialii, Vydani 2012, QSA GLOBAL, Burlington, Massachusetts, biezen 2019;

5. seznam pravnich pfedpisi a technickych norem, v souladu snimiz byl vyrobek
projektovan a vyrabén (§ 138 odst. (2) pism. d) zdkona ¢. 263/2016 Sb.): kapitola A — Popis
modelu a konstrukéni detaily dokumentace VMDO01-034-V0202 Zadost o schvaleni
modelu NE4C jako obalového souboru typu B(U) podle IAEA SSR-6, Ptedpisy pro
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10.

11.

12.

13.

14.

bezpec¢nou prepravu radioaktivnich materiali, Vydani 2012, QSA GLOBAL, Burlington,
Massachusetts, biezen 2019;

navrh rozsahu a zptisobu provadéni provoznich kontrol (§ 138 odst. (2) pism. e) zdkona €.
263/2016 Sb.): Specification Sheet SPS-L-1812- 243, Model NE4C QC Checklist, NTP
Radioisotopes (Europe) S.A., Revision 0 April 1, 2018 (a cesky pieklad Specifikacni list
SPS-L-1812- 243, Kontrolni seznam pro model NE4C QC, NTP Radioisotopes (Europe)
S.A., Revize 0 z 1. dubna 2019);

navod k pouziti v ¢eském jazyce zahrnujici pravidla bezpecného zachazeni s vyrobkem
a udrzby vyrobku (§ 138 odst. (2) pism. f) zdkona ¢. 263/2016 Sb.): kapitola D — Néavod
k obsluze dokumentace VMDO01-034-V0202 Zadost o schvaleni modelu NE4C jako
obalového souboru typu B(U) podle IAEA SSR-6, Ptedpisy pro bezpecnou piepravu
radioaktivnich materidlti, Vydani 2012, QSA GLOBAL, Burlington, Massachusetts,
biezen 2019;

pozadovand doba platnosti schvaleni typu vyrobku (§ 138 odst. (2) pism. g) zakona
¢.263/2016 Sb.): na 10 let;

kopie vypisu z obchodniho rejstiiku, vedeného Krajskym soudem v Plzni oddil C, vlozka
15878, vypis vyhotoven: 19. zati 2018 14:04;

materidlova specifikace radioaktivnich nebo §tépnych latek, pro které je obalovy soubor
projektovan, zejména popisem jejich fyzikalniho a chemického stavu (pfiloha €. 2 odst. a)
bod 1 zdkona €. 263/2016 Sb.): kapitola B — Schvaleny obsah dokumentace VMDO01-034-
V0202 Zadost o schvaleni modelu NE4C jako obalového souboru typu B(U) podle IAEA
SSR-6, Ptedpisy pro bezpecnou piepravu radioaktivnich materialt, Vydéani 2012, QSA
GLOBAL, Burlington, Massachusetts, bfezen 2019;

podrobna technickd specifikace obalového souboru zahrnujici podrobny popis
konstrukéniho typu obalového souboru, vcetné konstrukéni dokumentace, kompletnich
technickych vykresii, seznamu materialii a technologickych metod, které byly vyuzity
k jeho vyrobé (ptiloha €. 2 odst. a) bod 2 zdkona ¢. 263/2016 Sb.): kapitola A — Popis
modelu a konstrukéni detaily dokumentace VMDO01-034-V0202 Zadost o schvaleni
modelu NE4C jako obalového souboru typu B(U) podle IAEA SSR-6, Predpisy pro
bezpe¢nou piepravu radioaktivnich materiali, Vydani 2012, QSA GLOBAL, Burlington,
Massachusetts, biezen 2019;

jedné-li se o obalovy soubor, ktery byl obdobné schvalen v zahranici, téz doklad o jeho
schvaleni (ptiloha €. 2 odst. a) bod 2 zakona ¢. 263/2016 Sb.): Certificat d’approbation
pour un modele de colis B/59/B(U)-96 (Rév. 6.0) (FABANF-0035437), L’ Agence fédérale
de Contrdle nucléaire, Bruxelles, le 28 mai 2018 (typové schvéleni obalového souboru
NE4C vydané kompetentnim belgickym ufadem v jazycich vlamském a francouzském
s platnosti do 30. listopadu 2019);

program systému fizeni (pfiloha €. 2 odst. a) bod 3 zakona €. 263/2016 Sb.): kapitola E —
Program zaji§tovani jakosti dokumentace VMDO01-034-V0202 Zadost o schvaleni modelu
NEA4C jako obalového souboru typu B(U) podle IAEA SSR-6, Ptedpisy pro bezpecnou
pfepravu radioaktivnich materidl, Vydani 2012, QSA GLOBAL, Burlington,
Massachusetts, brezen 2019;

technologické a vyrobni dokumentace s podrobnym popisem materidlu a technologickych
metod, pouzitych pii vyrobé zaddrzného systému (ptiloha ¢. 2 odst. a) bod 4 zakona
¢. 263/2016 Sb.): kapitola A — Popis modelu a konstrukéni detaily dokumentace VMDO1-
034-V0202 Zadost o schvaleni modelu NE4C jako obalového souboru typu B(U) podle
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IAEA SSR-6, Predpisy pro bezpecnou piepravu radioaktivnich materiald, Vydani 2012,
QSA GLOBAL, Burlington, Massachusetts, bfezen 2019;

15. dokumentace prokazujici zajisténi radiacni ochrany (pfiloha €. 2 odst. a) bod 6 zdkona
&.263/2016 Sb.): kapitola D — Navod k obsluze dokumentace VMDO01-034-V0202 Zadost
o schvaleni modelu NE4C jako obalového souboru typu B(U) podle TAEA SSR-6,
Ptedpisy pro bezpecnou piepravu radioaktivnich materiali,, Vydani 2012, QSA GLOBAL,
Burlington, Massachusetts, biezen 2019;

16. vycet zvlastnich pozadavkl nutnych k odvodu tepla ve vztahu ke konkrétnimu druhu
ptfepravy a dopravnimu prostiedku, je-1i obalovy soubor projektovan pro radioaktivni nebo
Stépnou latku produkujici teplo (ptiloha ¢. 2 odst. a) bod 8 zdkona €. 263/2016 Sb.):
kapitola F — Zvlastni ustanoveni (vypocet k rozptylu tepla z radioaktivniho obsahu OS)
VMDO01-034-V0202 Zadost o schvaleni modelu NE4C jako obalového souboru typu B(U)
podle IAEA SSR-6, Piedpisy pro bezpecnou piepravu radioaktivnich materiald, Vydani
2012, QSA GLOBAL, Burlington, Massachusetts, biezen 2019;

17. reprodukovatelné vyobrazeni vzhledu obalového souboru o maximalnich rozmérech
21 cm x 29,7 cm, 2 ks (pfiloha €. 2 odst. a) bod 9 zakona €. 263/2016 Sb.): vlastni Zadost
a téz kapitola A — Popis modelu a konstrukéni detaily dokumentace VMDO01-034-V0202
Zadost o schvaleni modelu NE4C jako obalového souboru typu B(U) podle IAEA SSR-6,
Predpisy pro bezpecnou piepravu radioaktivnich materialii, Vydani 2012, QSA GLOBAL,
Burlington, Massachusetts, bfezen 2019;

18. dokumentace zkousek nebo vypocti a analyz s jejich nezavislym ovéfenim opravnénou
osobou (pfiloha €. 2 odst. a) bod 10 zdkona €. 263/2016 Sb.): kapitola C — Zkousky
dokumentace VMDO01-034-V0202 Zadost o schvaleni modelu NE4C jako obalového
souboru typu B(U) podle IAEA SSR-6, Pfedpisy pro bezpecnou piepravu radioaktivnich
materidlii, Vydani 2012, QSA GLOBAL, Burlington, Massachusetts, bfezen 2019;

19. Kopie vypisu Commerzbank Praha o zaplaceni spravniho poplatku 5000,- K¢ na ucet
SUJB ze dne 24. kvétna 2019.

SUJB ptezkoumal uvedenou zadost z hlediska naleZitosti podle vyse citovanych ustanoveni
atomového zdkona a shledal ji dostatecnou.

Statni ufad pro jadernou bezpecnost konstatuje, Ze posouzend bezpecnostni dokumentace
spliiuje pfislusna ustanoveni atomového zakona a relevantni ustanoveni vyhlaSky
¢.379/2016 Sb., o schvaleni typu nékterych vyrobkl v oblasti mirového vyuZzivani jaderné
energie a ionizujiciho zafeni a pfepravé radioaktivni nebo §tépné latky a prokazuje vhodnost
obalového souboru NE4C pro jeho vyuzivani k ptepravé radioaktivnich latek uvedenych
v podmince 1. a v souladu s ostatnimi podminkami tohoto rozhodnuti.

Spravni poplatek 5000,- K¢ ve smyslu zédkona ¢. 634/2004 Sb., o spravnich poplatcich, dle
polozky 107 pismeno f) ptilohy tohoto zdkona, byl uhrazen bankovnim pfevodem.

Z vyse uvedenych diivodia SUJB rozhodl, jak je uvedeno ve vyroku rozhodnuti.
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Pouceni:

Proti tomuto rozhodnuti lze podat prostfednictvim SUJB, Sekce jaderné bezpecnosti,

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

Za Statni urad pro jadernou bezpecnost

podepsano elektronicky
RNDr. Peter Lietava
Otisk uredniho razitka vedouci Oddéleni nakladani s RaO a VJP

Rozd€lovnik:
ucastnik Fizeni
Loma Systems s.r.o.

U Lomy 1069
334 41 Dobtany

spis



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

In Prague, on 17 July 2019

Ref. No.: SUJB/ONRV/13899/2019

File No.: SUJB/POD/10863/2019

RAW and Spent Fuel Management Division
Attended by: Mgr. Jana Zidkova

RESOLUTION

The State Office for Nuclear Safety (SUJB) as an administration authority competent as per
Section 208(b) of Act No. 263/2016 Coll., the Atomic Act (the “Atomic Act”), decided in the
administrative procedure in the case of product type approval started upon a request filed by
Loma Systems s.r.o., with its registered office at U Lomy 1069, 334 41 Dobtany, ID No.
26368218, Reg. No. 311332 (the “party to the procedure”), per Section 27(1a) of Act No.
500/2004 Coll., the Code of Administrative Procedure (the “CAP”), and received by SUJB on
27 May 2019, as follows:

SUJB, per S. 67(1) of the CAP and per S. 137(1a) of the Atomic Act,
approves the design type

of the NE4C package as B(U) type for transport of radioactive substances described in
Condition 1 to this Resolution, and assigns identification marking

CZ/095/B(U) — 96

to this package manufactured in accordance with the documentation being assessed for
international identification purposes, and assigns the following code to the Resolution on type
approval of the NE4C package for international identification purposes:

CZ/095/B(U) — 96 (Rev. 0).

The NE4C package for transport of radioactive substances meets the requirements of the
Atomic Act and of the applicable implementation regulations, recommendations of the
International Atomic Energy Agency (“TAEA”) under the “IAEA Safety Standards, Regulations
for the Safe Transport of Radioactive Material, 2012 Edition, Specific Safety Requirements
No. SSR-6, International Atomic Energy Agency, Vienna, 2012”, and the requirements of the
international transport regulations which refer to the above-cited IAEA rules.
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Description of NE4C package:

The NE4C package has been designed to hold and transport radionuclide ionizing radiation
sources (hereinafter as the “sources”) containing iridium-192 (**2Ir) or selenium-75 ("°Se)
approved as special form radioactive materials (“SFRM”). It is used to transport sources to and
from gamma radiography non-destructive test facilities.

Both radionuclides can be transported simultaneously in any combination in a single package,
providing the total number of sources in the package does not exceed four and the activity of
none of the individual sources exceeds 5.5 TBq.

The four-channel NE4C package has a cylindrical shape, with its body being welded of
corrosion-resistant steel and consisting of the following parts:

- Steel outer shell

- 2 extendable handles of corrosion-resistant steel

- Depleted uranium shielding

- 4 channels reinforced with a titanium alloy to house source holders
- 4 stainless-steel caps to secure the channels

- Lock

- Base

The cylindrical corrosion-resistant steel cover contains in the upper part a transfer tube and a
key to lock the channels. The package is closed with four M10 screws fixing the cover to the
shell.

The package is manufactured by Energomontage International (EMI), 2, Vsevolojskiy
Pereulok, 119 034 Moscow, Russian Federation.
Package illustration and parameters
Shielding package cross-section
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Package parameters:

Diameter 172 mm (w/o handles) | 212 mm (incl. handles)
Height 284 mm
Total weight 68 kg
Depleted uranium weight 48 kg

Package application conditions:

Thy type-approved NE4AC package identified CZ/095/B(U)-96 may only be used to transport
radioactive substances under the following conditions:

1. Admissible Radioactive Contents of the Package

The package may contain 4 sources as a maximum, approved as SFRM according to the table
below.

Nuclide: Holder type: Maximum activity per source
Ir-192 C-337, C-337NE, C-990, C-990NE, 5.5 TBq

87703, A424-9, A424-23
Se-75 A424-25, A424-25W, 91805 5.5 TBg

2. Handling, Maintenance and Inspections

The package must be handled, maintained and inspected in compliance with the requirements
mentioned in Chapter D — Operation & Use in documentation VMDO01-034-V0202 Application
for Type B(U) Package Approval to IAEA SSR-6, Regulations for the Safe Transport of
Radioactive Material, 2012 Edition, QSA GLOBAL, Burlington, Massachusetts, March 2019,
in-service inspections and annual maintenance within the scope as defined in Specification Sheet
SPS-L1812- 243, Model NE4C QC Checklist, NTP Radioisotopes (Europe) S.A., May 17, 2018.
The package must be checked for condition and function every time prior to use. All these
activities must be documented and the protocols archived during the whole package lifetime
period.

3. Quality Assurance

Loma Systems s.r.0., QSA Global Division (SENTINELT™ Europe) will not manufacture any
new NE4C packages to transport radioactive substances but will ensure inspections, service and
maintenance of the already manufactured packages. For this purpose, it must have a
Management System in place as part of its Quality Assurance Programme to 1ISO 9001:2015,
which is in compliance with Regulation No. 408/2016 Coll., on requirements for the
management system.

Such package may only be used for transport of radioactive substances in the territory of the
Czech Republic the compliance of which with the approved type has been proved through a
written certificate of conformity elaborated in compliance with the requirements of S. 140 of
the Atomic Act.

4. Proper Package Closure and Dosimetric Check before Transport

After being loaded for transport, the package must be checked for proper closure and with a
dosimeter and both checks documented in a protocol.
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Based on the provisions of S. 141(3a) of the Atomic Act and then S. 6(2) of Regulation No.
379/2016 Coll. and Articles 26 to 28 of Annex No. 4 to Regulation No. 379/2016 Coll., the
equivalent dose rate must not exceed 2 mSv/h in any place on the outer surface of a radioactive
shipment or package and 0.1 mSv/h at a distance of 1 m from the surface, i.e. the Transport
Index (T1) must not exceed the value of 10, unless the transport takes place under the conditions
of exclusive use. During transport under the conditions of exclusive use, the equivalent dose
rate must not exceed 10 mSv/h in any place on the outer surface of a radioactive shipment.

Also, according to the provisions of S. 141(3a) of the Atomic Act and then S. 6(3) of Regulation
No. 379/2016 Coll., and Article 9 of Annex No. 4 to Regulation No. 379/2016 Coll., the
package loose surface contamination must not be higher than as follows:

e For gamma and beta sources 4.0 Bg/cm?
e For low-toxicity alpha sources 4.0 Bg/cm?
e For other alpha sources 0.4 Bg/cm?

Moreover, the loaded package must comply with the provisions of S. 9(4b) of the Atomic Act
and then S. 4(3f) of Regulation No. 379/2016 Coll. and Articles 54 and 55 of Annex No. 1 to
Regulation No. 379/2016 Coll., according to which the maximum temperature of any accessible
surface area of a radioactive shipment must not exceed 85 °C; if it exceeds 50 °C, the transport
must be executed under the conditions of exclusive use.

5. Package Marking

The package must be marked and labelled for transport with safety signs per S. 141(3e) of the
Atomic Act and then S. 10 of Regulation No. 379/2016 Coll., as follows:

a) The radioactive shipment must be marked with a legible and permanent manner on the
package outer surface:
¢ Identification of the carrier, consignee, or both

e  UN number per Tab. 1 and 5 of Annex No. 4 to Regulation No. 379/2016 Coll.
e Maximum weight of loaded package: 68 kg

e Identification assigned by SUJB: CZ/095/B(U) — 96,

e Package serial number

e Package title and type: NE4C, type B(U)

¢ Radiation trefoil symbol stamped, pressed or applied in other manner resistant to fire
and water
b) Two opposite sides of the package outer surface must bear the appropriate safety labels per
the specimens shown in Fig. 2, 3 or 4 of Annex No. 4 to Regulation No. 379/2016 Coll.,
completed with the data of the contents, activity and transport index (see Article 40 of
Annex No. 4 to Regulation No. 379/2016 Coll.)

6. Accident Reporting

If a defect occurs when handling an NE4C package identified CZ/095/B(U)-96 or if the
package is involved in an accident, especially if it has been dropped or turned over, the package
will be, if suspected of having lost the function of the locking mechanisms or shielding
properties, put out of operation temporarily without unnecessary delay while meeting all the
radiation protection requirements. Such package may only be returned into operation after being
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inspected and/or repaired. A report on the accident will be made and sent by the package carrier
to the State Office for Nuclear Safety within 14 days of the accident occurrence.

7. Resolution Validity

The Resolution on package type approval does not relieve the package carrier of its obligation
to meet the requirements of other transport-competent bodies and of the obligation to meet any
requirements of any country into or through which the package loaded with radioactive
substances will be transported.

This Resolution comes to effect from 1 December 2019.
The Resolution validity period will lapse on 30 November 2029.

Justification:

SUJB started the administrative procedure with the party to the procedure in the matter of
product type approval on the basis of an application submitted by the party to the procedure and
received by SUJB on 27 May 2019. Loma Systems s. r. 0. applied for the type approval because
the last revision of the NE4C package type approval by the competent authority of the Kingdom
of Belgium with the international code designation B/59/B(U) — 96 (Rev. 6.0) assigned would
expire on 30 November 2019 and because the competent Belgian authority would not revise
the type approval certificate as the NE4C package would not be used in Belgium any more. On
the other hand, this package type is and will be used in the Czech Republic. Loma Systems s.
r. 0. has become a design owner and will ensure inspections, service and maintenance of the
packages in use.

The Resolution is being issued after assessing the documentation submitted to the State Office
for Nuclear Safety in accordance with the provisions of S. 138 of the Atomic Act.

In compliance with the above-cited legislative provisions, the application was supported with
the following information and documentation meeting the requirements of the applicable
provisions of the Atomic Act (as provided in parentheses at the respective items):

1. Identification of the applicant (S. 138 (1) of Act No. 263/2016 Coll.): Loma Systems s.r.o.,
U Lomy 1069, 334 41 Dobiany; see the application proper and also Item 9 below

2. ldentification of the manufacturer (S. 138(2a) of Act No. 263/2016 Coll.): Energomontage
International (EMI), 2, Vsevolojskiy Pereulok., 119 034 Moscow, Russian Federation
(exclusively for: Nordion Europe S. A. in liquidation, Zoning Industriel B-6220 Fleurus,
Belgium); see the application

3. Identification of the product being approved (S. 138(2b) of Act No. 263/2016 Coll.): NEAC
package, B(U) type

4. Operation description (S. 138(2c) of Act No. 263/2016 Coll.): NE4C is a four-channel
package designed for transport, storage and transfer of radiographic sources. The
maximum capacity per channel is 5.5 TBq (148,6 Ci) of Ir-192 or Se-75 and the total
capacity of the package is 22.2 TBq (600 Ci) of Ir-192 or Se-75; see also Chapter D —
Operation & Use in documentation VMDO01-034-V0202 Model NE4C Application for
Type B(U) Package Approval to IAEA SSR-6, Regulations for the Safe Transport of
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10.

11.

12.

Radioactive Material, 2012 Edition, QSA GLOBAL, Burlington, Massachusetts, March
2019

List of legal regulations and technical standards under which the product was designed and
manufactured (S. 138(2d) of Act No. 263/2016 Coll.): Chapter A — Model Description and
Construction Details in documentation VMDO01-034-VV0202 Model NE4C Application for
Type B(U) Package Approval to IAEA SSR-6, Regulations for the Safe Transport of
Radioactive Material, 2012 Edition, QSA GLOBAL, Burlington, Massachusetts, March
2019

Proposal of scope and methods of in-service inspections (S. 138(2e) of Act No. 263/2016
Coll.): Specification Sheet SPS-L-1812- 243, Model NE4C QC Checklist, NTP
Radioisotopes (Europe) S.A., Revision 0 April 1, 2018 (and a Czech translation reading
Specifikac¢ni list SPS-L-1812- 243, Kontrolni seznam pro model NE4C QC, NTP
Radioisotopes (Europe) S.A., Revize 0 z 1. dubna 2019)

Operation instructions in Czech language including the rules of product safe handling and
maintenance (S. 138(2f) of Act No. 263/2016 Coll.): Chapter D — Operation & Use in
documentation VMDO01-034-VV0202 Model NE4C Application for Type B(U) Package
Approval to IAEA SSR-6, Regulations for the Safe Transport of Radioactive Material,
2012 Edition, QSA GLOBAL, Burlington, Massachusetts, March 2019

Required period of validity of product type approval (S. 138(2g) of Act No. 263/2016
Coll.): 10 years

Copy of an extract from the Commercial Register kept by the Regional Court in Plzen,
Section C, Insert 15878, made on: 19 September 2018 14:04

Material specification of radioactive or fissile substances for which the package has been
designed, in particular a description of their physical and chemical states (Annex No. 2,
Para.a), Item 1 of Act No.263/2016 Coll.): Chapter B — Authorized Contents in
documentation VMDO01-034-VV0202 Model NE4C Application for Type B(U) Package
Approval to IAEA SSR-6, Regulations for the Safe Transport of Radioactive Material,
2012 Edition, QSA GLOBAL, Burlington, Massachusetts, March 2019

Detailed technical specification of the package including a detailed description of the
package design type including design documentation, complete technical drawings, and a
list of materials and technological methods used to manufacture the package (Annex No.
2, Para. a), Item 2 of Act No. 263/2016 Coll.): Chapter A — Model Description and
Construction Details in documentation VMDO01-034-VV0202 Model NE4C Application for
Type B(U) Package Approval to IAEA SSR-6, Regulations for the Safe Transport of
Radioactive Material, 2012 Edition, QSA GLOBAL, Burlington, Massachusetts, March
2019

If the package received a similar approval abroad, then also the relevant approval
certificate (Annex No. 2, Para.a), Item 2 of Act No.263/2016 Coll.): Certificat
d’approbation pour un modele de colis B/59/B(U)-96 (Rév. 6.0) (FABANF-0035437),
L’Agence fédérale de Contrdle nucléaire, Bruxelles, le 28 mai 2018 (the type approval of
the NE4C package issued by the competent Belgian authority in Flemish and French, valid
until 30 November 2019)
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13.

14.

15.

16.

17.

18.

19.

Management system programme (Annex No. 2, Para. a), Item 3 of Act No. 263/2016
Coll.): Chapter E — Quality Assurance Programme in documentation VMDO01-034-V0202
Model NE4C Application for Type B(U) Package Approval to IAEA SSR-6, Regulations
for the Safe Transport of Radioactive Material, 2012 Edition, QSA GLOBAL, Burlington,
Massachusetts, March 2019

Technological and manufacturing documentation with a detailed description of the
material and technological methods used in the manufacture of the retaining system
(Annex No. 2, Para. a), Item 4 of Act No. 263/2016 Coll.): Chapter A —Model Description
and Construction Details in documentation VMDO01-034-V0202 Model NE4C Application
for Type B(U) Package Approval to IAEA SSR-6, Regulations for the Safe Transport of
Radioactive Material, 2012 Edition, QSA GLOBAL, Burlington, Massachusetts, March
2019

Documentation proving radiation protection assurance (Annex No. 2, Para. a), Item 6 of
Act No. 263/2016 Coll.): Chapter D — Operation & Use in documentation VMDO01-034-
V0202 Model NE4AC Application for Type B(U) Package Approval to IAEA SSR-6,
Regulations for the Safe Transport of Radioactive Material, 2012 Edition, QSA GLOBAL,
Burlington, Massachusetts, March 2019

Listing of special heat removal requirements in relation to the specific type of transport
and transport means, if the package has been designed for a radioactive or fissile substance
producing heat (Annex No. 2, Para. a), Item 8 of Act No. 263/2016 Coll.): Chapter F —
Special Provisions (calculation of package radioactive contents heat dissipation) VMDO1-
034-V0202 Model NE4C Application for Type B(U) Package Approval to IAEA SSR-6,
Regulations for the Safe Transport of Radioactive Material, 2012 Edition, QSA GLOBAL,
Burlington, Massachusetts, March 2019

Reproducible illustration of the package with maximum dimensions 21 cm x 29.7 cm, 2
pcs (Annex No. 2, Para. a), Item 9 of Act No. 263/2016 Coll.): the application proper and
also Chapter A — Model Description and Construction Details in documentation VMDO1-
034-V0202 Model NE4C Application for Type B(U) Package Approval to IAEA SSR-6,
Regulations for the Safe Transport of Radioactive Material, 2012 Edition, QSA GLOBAL,
Burlington, Massachusetts, March 2019

Documentation of tests or calculations and analyses with verification by an external
authorized entity (Annex No. 2, Para. a), Item 10 of Act No. 263/2016 Coll.): Chapter C —
Tests in documentation VMDO01-034-V0202 Model NE4C Application for Type B(U)
Package Approval to IAEA SSR-6, Regulations for the Safe Transport of Radioactive
Material, 2012 Edition, QSA GLOBAL, Burlington, Massachusetts, March 2019

Copy of a Commerzbank Praha statement of payment of the administrative fee of CZK
5000 made in favour of SUJB account on 24 May 20109.

SUJB reviewed the application in respect of the particulars per the above-cited provisions of
the Atomic Act and found it satisfactory.

The State Office for Nuclear Safety states that the safety documentation being assessed
conforms to the applicable provisions of the Atomic Act and the relevant provisions of
Regulation No. 379/2016 Coll., on the type approval of some products in peaceful utilization
of nuclear energy and ionizing radiation and on the transport of radioactive or fissile substances,
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and proves NE4C package suitability for transport of the radioactive substances as specified in
Condition 1 and in accordance with the other conditions of this Resolution.

The administration fee of CZK 5,000 was paid as per Clause 107(1e) of the Annex to Act No.
634/2004 Coll., on administration fees, via bank transfer.

For the reasons above, the SUJB has resolved as provided above in the statement.

Advice:

This Resolution can be appealed to the Chair of SUJB through SUJB, the Nuclear Safety
Department, Senovazné namésti 9, 110 00 Prague 1, within 15 days of the delivery of this
Resolution.

For the State Office for Nuclear Safety

signed electronically
RNDr. Peter Lietava
Official seal imprint Manager of RAW and Spent Fuel
Management Division

Distribution list:
Party to the procedure

Loma Systems s.r.0.
U Lomy 1069
334 41 Dobtany

File





