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CONVALIDA CERTIFICATO DI APPROVAZIONE
DI MODELLO DI COLLO

IL CENTRO NAZIONALE
PER LA SICUREZZA NUCLEARE E LLA RADIOPROTEZIONE
DELL'ISPRA
(ISTITUTO SUPERIORE PER LA PROTEZIONE E LA RICERCA AMBIENTALFE)

Visto il certificato di approvazione n. CZ/15799/B(U)-85 (Rev. 5), relativo al modello di collo di
Tipo B(U) rilasciato dall'autorita competente della Repubblica Ceca in data 23 gennaio 2013.

Vista la richiesta di rettifica del documento di convalida del certificato di approvazione presentata
dalla Gamma-Ind S.r.l. con lettera rif. n. 25/2018 del 31 maggio 2018.

Al sensi delle disposizioni

- Decreto Legislativo 27 gennaio 2010, n. 35 “Aituazione della direttiva 2008/68,CE, relativa al
trasporto interno di merci pericolose. (1000049) 7, di cui alla G.U.n. 38 del 11 marzo 2010;

- Decreto Ministeriale 12 maggio 2017 del Ministero delle Infrastrutture e dei Trasporti
“Recepimento della direttiva 2016/2309 della Commissione del 16 dicembre 2016 che adegua
per la quarta volta al progresso scientifico e tecnico gli allegati della direttiva 2008/68/CF del
Parlamento europeo ¢ del Consiglio relativa al trasporto interno di merci pericolose.
(17404092) ", di cui alla G.U. n.139 del 17 giugno 2017;

- “Disposizioni applicative necessarie per dare attuazione alle prescrizioni di sicurezza relative al
trasporto di materie radioattive su strada’ allegate alla Circolare n. 162 del 16 dicembre 1996
del Ministero dei Trasporti e della Navigazione;

- Decreto del Presidente della Repubblica 6 giugno 2005. n. 134 “Regolamento recante disciplina
per le navi mercantili dei requisiti per U'imbarco, il trasporto e lo sbarco di merci pericolose ™, di
cui alla G.U. n. 163 del 15 luglio 2005:

- Regolamento (UE) n. 965/2012 deila Commissione del 5 ottobre 2012 che stabilisce i requisiti
tecnici ¢ le procedure amministrative per gquanto riguarda le operazioni di volo ai sensi del
regolamento (CE) w. 216/2008 del Parlamento europeo e del Consiglio, di cui alla G.U.
dell’Unione europea n. L 296/1 del 25 ottobre 2012.

Viste le altre disposizioni

- Decreto Legislativo 30 aprile 1992, n. 285 (Nuovo Codice della Strada):

- Decreto Legislativo 27 giugno 2003, n. 151 (Modifiche ed integrazioni al codice della strada);

- Decreto Ministeriae 3 maggio 2001 del Ministero dei Trasporti ¢ della Navigazione
“Recepimento della diretiiva 2000:61 CE del Parlamento europea e del Consiglio del 10 ottobre
2000 che modifica la direttiva 9435 CE del Consiglio concernente il ravvicinamento delle
legislazioni degli Stati membri relative al trasporto di merci pericolose su strada ™. di cui alla
G.U. n. 129 del 6 giugno 2001;

- Decreto Ministeriale 27 febbraio 2002 del Ministero delle Infrastrutture e dei Trasporti
“Disposizioni disciplinanti talune materie, non regolate dal decreto legislativo 13 gennaio 1999,
n. 41, relutive al trasporto di merci pericolose per ferrovia™:
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- Decreto del Ministero delle infrastrutture e dei trasporti 7 aprile 2014 ~Procedure per il rilascio
dell'autorizzazione all'imbarco ¢ trasporto marittimo e per il nulla osta allo sharco e al
reimbarco su altre navi (transhipment) delle merci pericolose (Decreto n. 303/2014) ", di cui alla
G.U. n. 104 del 7 maggio 2014;

CONVALIDA

per I'ltalia 1l certificato di approvazione n. CZ/15799/B(U)-85 (Rev. 5). relativo al modello di collo
di Tipo B(U) rilasciato dall'autoritd competente della Repubblica Ceca in data 23 gennaio 2013.

Al presente documento di convalida viene attribuito il marchio di identificazione:
CZ/15799/B(U)-85 (Rev. 5)/1/2018

Il presente documento svolge altresi la funzione di Approvazione Muitilaterale, per 1'ltalia, del

modello di collo in questione conformemente ai regolamenti internazionali:

- “Technical instructions for the safe transport of dangerous goods by air "', ICAO:

“International Muari'ime Dangerous Goods Code ', IMO:

“Accord europen relatif au iransport international des marchandises dangereuses par route ",

ADR:;:

- “Reglement concerrant le transport international ferroviaire des marchandises dangereuses .
RID.

Ogni esemplare del co.lo deve essere accompagnato dalla copia del certificato di approvazione n.
CZ/15799/B(U)-85 (Rev. 5) ¢ da una copia del presente documento di convalida.

Il presente documento ¢ valido fino al 30 ottobre 2022,

AREA PER IL CONTROLLO DELLE
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S ODESLANO: 23 01, 203

STATNIi URAD PRO JADERNOU BEZPECNOST

Stdtni tifad pro jadernou bezpecnost
Senovdiné nam. 9, 110 00 Praha 1
tisek jaderné bezpecnosti

V Praze dne 23. ledna 2013

¢ j. SUIB/ONRV/1276/2013

Zn. sp. SUIB/POD/30275/2012
Oddéleni nakladani s VIP a RAO

ROZHODNUTI

Statni uiad pro jadernou bezpeCnost (SUIB) jako spravni Gfad pfislusny podle § 3 odst. 2
pism. ¢) zakona &. 18/1997 Sb., o mirovém vyuzivani jaderné energie a ionizujiciho zareni
(atomovy zakon) a 0 zméné a doplnéni nékterych zakond, ve znéni pozdé&jsich predpist,
ve spravnim fizeni zahajeném podle § 44 odst. 1 zakona C. 500/2004 Sb., spravni fad (dale jen
,spr. I.%), dne 5. zafi 2012, na zakladé zadosti Gastnika fizeni podle § 27 odst. 1 pism. a)
spr. f., — ISOTREND spol. s r. 0., identifikacni &islo 45275475, evidenéni Cislo 108651 (dale
jen ,Géastnik fizeni“), ze dne 29. listopadu 2012, €. j. 122217, ve véci opakovaného vydani
rozhodnuti o typovém schvaleni obalového souboru GammaMat TI-F pro pfepravu
radioaktivnich latek rozhodl takto:

SUJB podle § 70 spr. t. a podle § 23 odst. 2 zakona €. 18/1997 Sb., ve znéni pozdéjsich
predpist

schvaluje

konstrukeni typ obalového souboru GammaMat TI-F jako typ B(U) pro piepravu jadernych
materiald a radioaktivnich latek, popsanych v podmince &. 1 tohoto rozhodnuti, pridéluje
tomuto obalovému souboru, vyrobenému v souladu s posuzovanou dokumentaci, identifikacni
oznaceni

CZ/15799/B(U) — 85

a pro potieby mezinarodni identifikace pridéluje rozhodnuti o typovém schvaleni obalového
souboru GammaMat TI-F koédové oznaceni

CZ/15799/B(U) — 85 (Rev. 5).

Obalovy soubor GammaMat TI-F pro piepravu jadernych materiald a radioaktivnich latek
spliuje pozadavky zakona ¢&. 18/1997 Sb., v platném znéni a pfisluSnych provadécich
predpist, doporugeni Mezinarodni agentury pro atomovou energii ,,Regulations for the Safe
Transport of Radioactive Material, 2009 Edition Safety Requirements, IAEA Safety
Standards Series No. TS-R-1 Vienna, 2009“ a mezinarodnich dopravnich pfedpist, které se
na citovana pravidla IAEA odvolavaji.
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Popis obalového souboru GammaMat TI-F:

Obalovy soubor GammaMat T-FI (dale jen OS) se sklada ze dvou &asti. Vnéjsi Gasti je
ocelovy obal valcovitého tvaru opatfeny stojanem a drzadlem, vnitini &asti je stinici obal
z ochuzeného uranu. Radioaktivni za¥i¢ je umistén v hnizdé ve vnitini &asti, k némuz vede
uzaviratelny vyjimaci kanal. Vyjimaci kanal je uzaviran vystfednym uzavérem ovladanym
piepinacim diskem s bezpe¢nostnim zamkem. Piepinaci disk je opatifen ochrannym krytem.
Vyrobcem OS je Isotopen.Technik Dr. Saurwein GmbH, Diisseldorf, Spolkova republika
Némecko.

Parametry OS:

Parametr Varianta Va | Varianta 101.10 a 101.11 varianta 101.13
Vyska 167 mm
Sitka 110 mm
Délka 251 mm | 243 mm 257 mm
Hmotnost 15,5 kg 16 kg

Vyobrazeni obalového souboru:
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Front protective cap assembly = predni ochranny kryt
Rear protective cap assembly = zadni ochranny kryt
Remont control connector = spojka dalkového ovladani
Front connector = pfedni spojka Rear connector = zadni spojka
Emission channel = vyjimaci kanal Handle = drzadlo
DU shielding = stinéni z ochuzeného uranu  Case = obal (pouzdro)
Switch plate = pfepinaci disk Guide tube connector = spojka s vodici hadici

Eccentric cam = vackovy (vystfedny) uzavér Source channel = hnizdo zdroje
Source = zdroj Base foot = patka (podstavec)
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Podminky pouziti OS:

Typove schvaleny OS GammaMat TI-F s identifika¢nim ozna¢enim CZ/15799/B(U) — 85 lze
pouzivat pro prepravy radioaktivnich latek pouze za splnéni nasledujicich podminek:

1. Povoleny radioaktivni obsah OS

192

Povolenym obsahem pro prepravu v OS je radioaktivni zafic ~Ir o maximalni aktivité

3,7 TBq, typové schvaleny jako radioaktivni latka zvlastni formy.

2. Manipulace, idrzba a kontroly

Manipulace s OS, jeho udrzba a kontroly musi byt provadény v souladu s pozadavky
uvedenymi v dokumentu , Gamagrafické pristroje”, predlozenym na SUJB zadatelem dne
17. listopadu 2012 jako souast dokumentu ,,Doplnéni 7adosti o typové schvaleni®. Kontroly
OS provadéné podle citovaného dokumentu musi byt protokolarné dokumentovany
a archivovany po celou dobu jeho Zivotnosti. Kontrola stavu a funkce OS bude provedena
a protokolarné dokumentovana pfed kazdym jeho pouzitim. Po naplnéni OS musi byt
provedena a protokolarné dokumentovana kontrola spravného uzavieni OS a dozimetricka
kontrola.

3. Zajisténi jakosti

Obalovy soubor GammaMat TI-F s identifikaénim oznaCenim CZ/15799/B(U) — 85 urc¢eného
vyrobniho &isla musi byt vyroben v souladu a podminkami certifikatu D/2011/B(U)-85 (Rev.
12) vydanym Bundesamt fiir Strahlenschutz, Willy-Brandt-Strasse 5, Salzgitter, SRN a dle
technickych vykrest v jeho pfiloze.

Pro piepravu mize byt pouzit pouze OS do vyrobniho Cisla 1620, jehoz shoda se
schvalenym typem byla prokazana prohlasenim o shodé, zpracovanym podle § 6 vyhlasky
¢ 317/2002 Sb., o typovém schvalovani obalovych souborti pro pfepravu, skladovani
a ukladani jadernych materialG a radioaktivnich latek, otypovém schvalovani zdroju
ionizujiciho zafeni a o pfepravé jadernych materiald aurCenych radioaktivnich latek
(o typovém schvalovani a pfeprave).

4. Spravné uzavieni OS a dozimetricka kontrola pred prepravou

Po naplnéni OS pro piepravu musi byt provedena a protokolarné dokumentovana kontrola
spravného uzavieni OS a dozimetricka kontrola.

Pfitom na zaklad& ustanoveni § 20 odst. 1 pism. b) zakona &. 18/1997 Sb., atomovy zakon ve
znéni pozdgjsich predpisii, a nasledn& § 9 pism. f) vyhlasky ¢ 317/2002 Sb., o typovém
schvalovani a prepravé, dle bodu 30 az 32 prilohy ¢. 4 k vyhlasce €. 317/2002 Sb,, o typovém
schvalovani a prepravé nesmi piikon davkového ekvivalentu na povrchu OS prevysit hodnotu
2 mSv/hod a ve vzdalenosti 1 m od povrchu 0,1 mSv/h, tj. piepravni index (TI) nesmi
prevysit hodnotu 10, pokud pfeprava neni realizovana za podminek vylu¢ného pouZiti.

Pii piepravé za podminek vyluéného pouziti nesmi pfikon davkového ekvivalentu na
povrchu OS prevysit hodnotu 10 mSv/hod. Soucasné podle bodu 8 pfilohy ¢. 4 k vyhlasce
& 317/2002 Sb., o typovém schvalovani a pfepravé nefixovana povrchova kontaminace OS
nesmi byt vétsi nez:

e pro gama a beta aktivni nuklidy 4,0 Bg/cm?,
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e pro alfa aktivni nuklidy s nizkou toxicitou 4.0 qucmz,
e pro ostatni alfa aktivni nuklidy 0,4 Bg/cm’.

OS naplnény pro pfepravu musi navic spliovat ustanoveni § 20 odst. 1 pism. b) zakona
¢. 18/1997 Sb. atomovy zékon a nasledné odstavci 58., 59. a 68. ¢asti 1. piilohy 1. vyhlasky
¢. 317/2002 Sb., o typovém schvalovani a pfepravé - maximalni teplota na kterékoliv Casti
pfistupného povrchu radioaktivni zasilky nesmi piekro¢it 85°C, piekroci-li 50°C, musi byt
preprava realizovana za vylu¢ného pouziti.

5. Znaceni OS

OS musi byt k pfepravé oznaCen a opatien nalepkami v souladu s odstavci 34. az 36.,
38. az 39. a 41. az 43. prilohy ¢. 4 k vyhlasce ¢ 317/2002 Sb., o typovém schvalovani
a prepravé a to:
a) Na vn€jSim povrchu OS musi byt zietelng, Citelné a trvanlivé vyznaceny:
 identifikace prepravce, piijemce nebo obou,

Cislo OSN a spravny pfepravni nazev radioaktivni zasilky,

maximalni hmotnost naplnéného OS: 16 kg,

identifikacni oznaceni pfidélené SUJB: CZ/15799/B(U) — 85,

vyrobni €islo OS,

nazev a typ OS: GammaMat TI-F, typ B(U),

e symbol radioaktivity, a to zptisobem odolnym proti ohni a vodé.

b) Na dvou protilehlych stranach vnéjsiho povrchu OS musi byt umistény nalepky podle
prisluSného vzoru na obr. 2., 3. a 4. pfilohy ¢ 4 kvyhlasce ¢ 317/2002 Sb.,
otypovém schvalovani a pfepravé vyplnéné udaji o obsahu, jeho aktivité
a pfepravnim indexu (viz odstavec 43. prilohy ¢. 4 k vyhlasce ¢. 317/2002 Sb.)

6. Hlaseni o nehodé

Dojde-li pfi manipulacich s prazdnym nebo zaplnénym obalovym souborem k zavadé na OS
nebo k nehod€, zejmena k jeho padu ¢i prevrzeni, bude OS bez zbyte¢ného odkladu docasné
vyfazen z provozu za splnéni vSech pozadavki radia¢ni ochrany. Takovy OS muze byt
uveden do provozu az po kontrole, resp. opravé. Soucasné bude o této udalosti vypracovan

protokol, ktery prepravce OS zaSle do 14 dnu od vzniku udalosti Statnimu utadu pro jadernou
bezpeénost.

7. Platnost rozhodnuti:

7.1. Rozhodnuti o typovém schvaleni OS nenahrazuje jina povoleni Statniho uradu pro
jadernou bezpenost, vydavana podle § 9 odst. 1 zakona ¢ 18/1997 Sb., ve znéni
pozdéjsich predpisu, resp. povoleni nebo opravnéni k ¢innostem vydavana jinymi
ustfednimi organy statni spravy podle zvlastnich pfedpisu.

7.2. Rozhodnuti o typovém schvaleni obalového souboru nezbavuje piepravce povinnosti
splnit pozadavky dalSich k prepravé prislusnych organii a nezbavuje piepravce
povinnosti dodrzet jakékoliv pozadavky kterékoliv zem¢ do niz nebo po jejimz tzemi
bude OS s radioaktivnimi latkami pfepravovan.

Platnost tohoto rozhodnuti kon¢i dne 30. Fijna 2022.
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Oduvodnéni:

Rozhodnuti se vydava na zakladé podané zadosti ISOTREND, spol. st. 0., €. . 122217 ze dne
29. listopadu 2012, kterou Statni Gfad pro jadernou bezpecnost obdrzel dne 4. prosince 2012.
Po posouzeni predloZené dokumentace vyzval Statni urad pro jadernou bezpeCnost pisemne
7adatele dopisem &j. SUJIB/ONRV/31566/2012 ze dne 2 ledna 2013 o doplnéni dokumentace
v souladu s pozadavky platné legislativy. Zadatel piedlozil dokument ,Doplnéni zadosti o
typové schvaleni®, ktery SUJB obdrzel dne 17. prosince 2012 a dokument ,Doplnéni €. 2
7adosti o typové schvaleni OS TI a TIF, ktery SUJB obdrzel dne 11. ledna 2013.

Utastnik fizeni predlozil platnou dokumentaci v souladu s pozadavky § 3 a § 4 vyhlasky
& 317/2002 Sb., otypovém schvalovani apfepravé, ve znéni pozdé&jSich predpisi,
v predchozim spravnim fizeni, které bylo uzavieno vydanim rozhodnuti Statniho ufadu pro
jadernou bezpeénost o typovém schvaleni OS GammaMat TI-F, ¢&.j. 2080/2010 ze dne
26. ledna 2010.

Zadatel podal tuto Zadost o opakované vydani rozhodnuti o typovém schvaleni OS
GammaMat TI-F z divodu pozbyti platnosti citovaného rozhodnuti SUJB ¢. j. 2080/2010 ze
dne 26. ledna 2010, a to ke dni 31. prosince 2012.

Ve shodé s vyie citovanymi ustanovenimi pravnich pfedpisi byla zadost dolozena dale témito
dokumenty:

e Certifikat D/2011/B(U)-85 (Rev. 12), vydany dozorovym organem SRN , Bundesamt fur
Strahlenschutz, Willy-Brandt-Strasse 5, Salzgitter, BRD“ s platnosti do konce roku 2012;

o ,Gamagrafické pristroje” véetné Navodu k obsluze a udrzb€, jako soucast ,Doplnéni
zadosti 0 typové schvaleni®, predané zadatelem na SUJB dne 17. prosince 2012;

e Vypodet stinici schopnosti OS GmmaMat TI-F pro radionuklid *Ir o maximalni aktivité
3,7 TBq, jako soucast ,Doplnéni 7adosti o typové schvaleni®, pfedané Zadatelem na
SUJB dne 17. prosince 2012;

e Upfesnéni rozsahu pozadavki Zzadatele na typové schvaleni OS GammaMat TI-F a
prohlaseni, 7e u ,predmétnych obalovych souborii nedoSlo k zadnym konstrukcnim
zménam a pii jejich pouzivani nedoslo k zadnym radiaCnim havariim®, jako soucast
,Doplnéni ¢. 2 Zadosti o typové schvaleni OS TI a TIF* predane na SUJB dne 11. ledna
2013.

SUJB konstatuje, ze posouzena dokumentace spliiuje piislusna ustanoveni zakona ¢. 18/1997
Sb., atomovy zakon ve znéni pozdé&jSich predpisti, a relevantnich ustanoveni vyhlasky
& 317/2002 Sb., o typovém schvalovani a prepravé ve znéni pozdgjsich predpist, a prokazuje
vhodnost obalového souboru GammaMat TI-F pro jeho vyuzivani k pfepravé radioaktivnich
latek uvedenych v podmince 1. a v souladu s ostatnimi podminkami tohoto rozhodnuti.

Spravni poplatek 1000,- K& ve smyslu zakona &. 634/2004 Sb., o spravnich poplatcich, dle
polozky 107 pismeno f) piilohy tohoto zakona, byl uhrazen.

Z vyie uvedenych diivodi SUJB rozhodl, jak je uvedeno ve vyroku rozhodnuti.
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Pouceni:

Proti tomuto rozhodnuti lze podat prostrednictvim SUJB, Usek jaderné bezpeénosti,

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

.".
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otisk uredniho razitka ' ; .\ RNDr. Peter Lietava
: vedouci oddéleni nakladani s RAO a VIP

Zpracoval: Ing. Jifi Dozbaba ,

Ing. Vlasumil Duchacek. €Sc. '
Schvalil: RNDr. Peter Lietava | At
Original ¢&. 1 adresat
Original ¢. 2 archiv (podatelna)

Rozdélovnik:
zadatel
ISOTREND spol. sr. 0.
Radiova 1
102 27 Praha 10
spis



[Translation of a Czech document]

[Czech national emblem]

STATNI URAD PRO JADERNOU BEZPECNOST
[STATE OFFICE FOR NUCLEAR SAFETY]

State Office for Nuclear Safety
Senovainé nam. 9, 110 00 Praha 1
Nuclear Safety Department

Prague, 23 January 2013

Ref.: SUIB/ONRV/1276/2013

File No.: SUJIB/POD/30275/2012

Radioactive Waste and Spent Fuel Management Division

DECISION

Based on application No. 122217 dated 29 November 2012, submitted by ISOTREND spol.
s.r.0., Company ID 45275475, file ref. No. 108651 (“party to the procedure”) and requesting a
decision granting type approval to a packaging for the transport of radioactive substances, the
State Office for Nuclear Safety (SUJB) as the administrative authority competent according to
Article 3 paragraph 2 ¢) of Act No. 18/1997 on peaceful uses of nuclear energy and ionizing
radiation (Atomic Act) and on the amendment of some acts (as amended), initiated
appropriate administrative procedure pursuant to Article 44 paragraph 1 of Act No. 500/2004
— Code of Administrative Procedure on 9 September 2014 and ultimately decided as follows:
Pursuant to Article 70 of the Code of Administrative Procedure and Article 23 paragraph 2 of
Act No. 18/1997, as amended, the State Office for Nuclear Safety

grants type approval

to the design type of the GammaMat TI-F packaging as Type B(U) packaging for the
transport of radioactive substances specified in Requirement 1 herein, assigns to said
packaging, manufactured to the documentation assessed, the identification symbol

CZ/15799/B(U) - 85

and for the purposes of international identification assigns to this Decision on Type Approval
of the GammaMat TI-F Packaging the code

CZ/15799/B(U) - 85 (Rev. 5).

The GammaMat TI-F packaging for the transport of radioactive substances complies with the
requirements of Act No. 18/1997 (as amended), related implemented regulations,
International Atomic Energy Agency recommendations “Regulations for the Safe Transport
of Radioactive Material, 2009 Edition, Specific Safety Requirements IAEA, Safety Standard
Series No. TS-R-1 Vienna, 20097, and of international transport regulations which refer to the
above IAEA rules.
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The GammaMat TI-F packaging assembly consist of two parts. The external component
comprises a cylindrical stainless shell featuring a base foot and handle; the internal
component consists of depleted uranium shielding. The radioactive element is located in a
channel inside the internal component, to which a closable emission channel is connected.
The emission channel is closed by an eccentric cam lock controlled by a switch plate that
features safety lock.. The switch plate is covered by a protective cap.
The packaging is manufactured by Isotopen Technick Dr. Saurwein GmbH, Dusseldorf,
Federal Republic of Germany

Parameters of the packaging:

Parameter Version Va | Version 101.10e 101.11 | Version 101.13
Height: 167 mm

Width: 110 mm

Length: 251 mm | 243 mm 257 mm
Mass (approx.) 15,5 kg 16 kg

Photograph of the packaging:
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Requirements for the use of the packaging

The type-approved GammaMat TI-F packaging, identification symbol CZ/15799/B(U)-85,
may be used to transport nuclear material only if the following requirements are met:

1. Permitted radioactive contents of the packaging

The packaging may only be used to transport approved special form radioactive source '*“I

whose maximum activity is 3,7 TBq.

r’

2. Handling, maintenance, inspections

The packaging must be handled, maintained and inspected in compliance with the
requirements specified in the document “Gammagraphic Devices” submitted by the applicant
to the State Office for Nuclear Safety on 17 November 2012 as part of the document
"Additional Information for the Type Approval Application". Inspections should be
documented in reports which should be stored for the entire lifetime of the packaging. The
conditions and functionality of the packaging must be documented prior to every use. After
the packing has been filled, a check-up on the correct closure of the packaging and dosimetric
inspection must be carried out and documented.

3. Quality assurance

The packaging GammaMat TI-F, having the identification symbol CZ/15799/B(U)-85 and its
specific serial number, must be manufactured in accordance with the condition indicated on
the certificate D/2012/B(U)-85 (Rev.12) issued by Bundesamt fur Strahlenschutz, Willy-
Brandt-Strasse 5, Salzgitter, Federal Republic of Germany and according to the technical
drawings annexed to it.

The packaging up to number 1620 may be used for transport with a Declaration of
Conformity prepared in compliance with Article 6 of Regulation No. 317/2002 Coll. on type
approval of packaging for the transport, storage and disposal of nuclear materials and
radioactive substances, on type approval of ionizing radiation sources, and on the transport of
nuclear materials and specified radioactive substances (Regulation on type approval and
transport).

4. Appropriate closing of the package and dosimetric inspection prior to transport

Once filled, the package must be inspected to make sure that it has been closed safely and
complies with applicable dosimetric requirements, and a formal record of the inspection must
be prepared. Based on provisions of Article 20 paragraph 1 letter b) of Act No. 18/1997 Coll.
and of Article 9 letter f) of Regulation No. 317/2002 Coll. on type approval and transport in
conjunction with subparagraph 30 to 32 of Annex 4 to Regulation No. 317/2002 Coll. on type
approval and transport, the dose equivalent rate on the package surface and at a distance of 1
m from the surface must not exceed 2 mSv/hr and 0.1 mSv/hr, respectively, i.e. the transport
index (TI) must not exceed 10, unless the transport proceeds in exclusive use conditions. If
the transport proceeds in exclusive use conditions, the dose equivalent rate on the package
surface must not exceed 10 RmSv/hr. In addition, in accordance with subparagraph 8 of
Annex 4 to Regulation No. 317/2002 Coll. on type approval and transport, non-fixed
packaging surface contamination must not exceed the levels of:

e 4.0 Bg/cm2 for gamma and beta nuclides
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e 4.0 Bg/cm2 for low-toxic alpha nuclides
e 0.4 Bg/cm2 for the remaining alpha nuclides

Also, a package with radioactivity inside must comply with the provisions of Article 20
paragraph 1 letter b) of Act No. 18/1997 Coll. and of paragraphs 58, 59 and 68 of Section I,
Annex 1 to Regulation No. 317/2002 Coll., requiring that the maximum temperature on any
part of the accessible surface of a radioactive consignment should not exceed 85°C, and if it
exceeds 50°C, the transport must occur in exclusive use conditions.

5. Packaging labeling

For transport, the packaging must be labeled and provided with stickers in compliance with
paragraphs 34 to 38 and 41 to 43 of Annex 4 to Regulation No. 317/2002 Coll. on type
approval and transport, viz.:

a) The outer surface of the package must display the following information, which must be
clear, legible and durable:
 Identification of the carrier and/or consignee
* UN No. and proper shipping name of the radioactive goods
* Maximum weight of the packaging with radioactivity inside: i.e. 16 kg
+ Identification symbol assigned by the State Office for Nuclear Safety: CZ/15799/B(U)-

85
» Packaging serial number
* Packaging model and type: GammaMat TI-F and B(U), respectively
+ Radioactivity symbol, resistant to fire and water.

b) Two opposite sides of the outer package surface must be provided with stickers
conforming to the appropriate sample in Figs 2, 3 and 4 of Annex 4 to Regulation No.
317/2002 Coll. on type approval and transport, with information regarding the contents,
radioactivity and transport index filled in (refer to paragraph 43 of Annex 4 to Regulation
No. 317/2002 Coll.).

6. Accident reporting

If a empty or filled packaging suffered damage or accident, the packaging must be
temporarily put out of use without unnecessary delay while meeting all radiation protection
requirements. The use of such packaging may only be resumed after inspection and repair (if
required). In addition, an accident report must be developed and must be sent by the carrier to
the State Office for Nuclear Safety within 14 days of the event.

7. Scope of this Decision

7.1 This Decision on packaging type approval does not substitute any other licence/permit
normally granted by the State Office for Nuclear Safety pursuant to Article 9
paragraph 1 of Act No. 18/1997, Atomic Act (as amended) or any other licence or
permission normally granted by other governmental authorities pursuant to special
regulations.

7.2 This Decision on packaging type approval does not relieve the carrier of the obligation
to comply with any other requirement(s) stipulated by other transport authorities, nor
does it relieve the carrier of the obligation to comply with any requirement(s)
applicable in any country to which or through which the package containing
radioactivity is shipped.

This Decision expires 30. October 2022.
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Grounds:

This Decision is being issued based on application submitted by ISOTREND, spol. s.r.o. Ref.
No. 122217 dated 29 November 2012 received by the State Nuclear Safety Authority on 4
December 2012. After assessing documentation submitted the State Department for Nuclear
Safety requested, in a letter Ref. No. SUIB/ONRV/31566/2012 dated 2 January 2013, that the
submitter complete the applicant documentation in accordance with the requirements imposed
by law.

The submitter has presented the document "Additional Information for Type Approval
Application", which the State Department for Nuclear Safety received on 17 December 2012,
and a document eintitled "Additional Information No. 2 for packaging TI e TI-F Approval
Application” which the State Department for Nuclear Safety received on 11 January 2013.

The participant to the proceedings submitted valid documentation in compliance with the
requirements imposed by articles 3 and 4 of Regulation No. 317/2002 Coll., on type approval
and transportation, as amended, as part of prior administrative proceedings, which concluded
with the issuance of State Office for Nuclear Safety Ruling of an approval for packaging
GammaMat TI-F, No. 2080/2010 dated 26 January 2010.

The applicant submitted this application for the re-issue of a decision on the type approval for
GammaMat TI-F packaging because the decision by the State Office for Nuclear Safety cited
above, Ref. No. 2080/2010, dated 26 January 2010, had expired 31 December 2012.

In accordance with provisions of the acts indicated above, the following documentation was
also submitted with the application:

e Certificate D/2012/B(U)-85 (Rev.12) issued by the competent authority of Federal
Republic of Germany “Bundesamt fur Strahlenschutz, Willy-Brandt-Strasse 5, Salzgitter,
Republic of Germany” with validity until the end of 2012;

e “Gammagraphic Devices” including instructions for operation and maintenance, as a part
of the document "Additional Information for Type Approval Application", " submitted by
the applicant to the State Office for Nuclear Safety on 17 November 2012;

e Calculations of shielding capacity possessed by the packaging Gammamat TI-F for the
radionuclide '*’Ir with a maximum activity of 3,7 TBq as a part of the document
"Additional Information for Type Approval Application", " submitted by the applicant to
the State Office for Nuclear Safety on 17 November 2012;

e Detail of the scope of requests by the applicant for the packaging GammaMat TI-F and
declaration that " no structural modifications were made to the packaging in question and
no radiation accidents occurred during the use of the packaging" as part of the document
entitled "Additional Information No. 2 for packaging TI e TI-F Approval Application”
which the State Department for Nuclear Safety received on 11 January 2013.

In the State Office for Nuclear Safety judgment, the documentation assessed complies with
the applicable provisions of Act No. 18/1997 Coll., Atomic Act, as amended, and the relevant
provisions of Regulation No. 317/2002 Coll. on type approval and transport, as amended, and
demonstrates that the GammaMat TI-F packaging is suited for the transport of the radioactive
materials listed under condition1, and complies with all other conditions of this Decision.

Administrative fee of CZK 1000 pursuant to Act No. 634/2004 on administrative fees, under
item 107 paragraph f) in the Annex to said Act, has been paid.

On the above grounds the State Office for Nuclear Safety decided as stated above.
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Appeal:

Appeal against this Decision can be lodged with the Chair of the State Office for Nuclear
Safety through the Nuclear Safety Department, State Office for Nuclear Safety, Senovazne
nameésti 9, 110 00 Prague, within 15 days of the delivery of this Decision.
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