AEEIicatinn and Review Checklist for 53D Case 13-07

SUMMARY DATA

Name and Complate Mailing Address of the
Applicant. pusgrmanr O£ 7Hd AAM M

Mame:
Address: U~ $. MH)’ A fote

ANITA. R ET -Z

Name, Title, and Telaphone Humbser of the Individual to Be Contacted
If Additional Infermation or Clarification Is Needad hy the NRC:
Mame: M. 7iemis & 1211
Tille:  SEpick HEALTy fryanrts [ESH:

Tha Applicant iz {check one):

e
O
O
O

Custom Liser

Manufaclurer

3

Distributor

Manufacturer and Distributor

- 3433 Rl TREC Srrr THp T AL Kévy,

Phone. 586-253 - Q5P

IF the Applicant Iz Mat the Manufacturer, Pravide the Name and
CGomplete Majling Address of the Manufacturer: .
ia.-:...:,-.; SPFIEAL TECHNalai 1T (@ bt vt s
Marufaciurer: & RY Frga pf Sitgeis Charitrw £T9
Address:; J-f.fﬂ -'-ﬂftﬁff-m, MABLAMND, sNT. itk
FELERE TRSTRVAMTHTS A MApa RasTuflirdl Sortdfdt Tac,

57 Llewis Mo LR

If the Applicant Is a Custom User, Provide the
Name and Complete Mafling Address of the

Provide the HName, Camaplets Matling Address, and Function of Other
Companies Involved:

frequency of greater than 6 months

Distributor: Mame:
ﬁ Address:
Distributor: {J. §. 200 Fr'one. = Mra.
AGAIESS:  Depueprmet 8 A ARmy
Madel Number Principal Use Code {see Appendix E):
MName Used by the Industry to Identify the For Use by:
Product (e.g.. Radiography Exposure Device, —
Teletherapy Source, Galibration Source, etc.j:[ Bl | Specific Licensees Only
O |Gereral Licensees Only
SrLMT UMY
Martran [J |Both Specific and General Licensess
O |Persens Exempt from Licensing
Leak-Tast Frequency: Principal Section of the 10 CFR that Applies to the User {e.g., General
— — - Licenaees under 10 CFR 31.5):
] |Periodic Leak-Testing is Not Required < P sarfi ¢ Li'cenat.
FA |G-Momhs Az fpesjrod s THE Radienuclidas and Maximum Activities [including icading tolerance):
O |Attached is justification for a leak test Hyptadgn- 3 (5!?? Cun :4:) AMA =,

CERTIFICATION:

UPOM THE AFPLICANT.

GERTIFY THAT THIS APPLICATION IS FREFARED IM
BELIEF.
WARMING: 18 US.C. SECTION 1001 ACT OF JUNE 25

YWITHIM TS JURISDICTION.

THE AFPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATICGH ARE BINDING

THE APPLIGANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION OM BEHALF OF THE APPLICANT, NAMED |M ITEM 2.

AND 32 AND THAT ALL INFORMATION CONTAINED HEREIN 15 TRUE AND CORRECT TO THE BEST OF THEIR KMOWWLEDGE AND

FALSE STATEMENT OR REFRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER

CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS. PARTS 30

. 1548 62 STAT 749 MAKES IT A CRIMINAL CFFENSE TO MAKE & WILLFLILLY

Certifying Officer — Typed Name and Title

Signaturs: Date:
CHECRLIST |
istration Certificate Holder:
Model Numer;
DESCRIPTION OKIDEF | COMMENTS




DESCRIPTION/CONSTRUCTION

1lt

If registration certificate holder is requesting to
register more than cne sourcefdevice on a
certificale, are designs simitar enaugh to do so?

N4,

rl{ﬂr

|Devicessource design with complete engineering
drawings (dimensions, lolerances, list of
materals)

Nih

b

pw wmsdeg brevihad léa A W‘W'

Aesembly methods (screw, welds, stc.):
verify integrity

K.

Fl{rﬂlﬂl-z Fertasna

Source mounting {size and integrity) and security

oWy

s source ANSI classification sufficient {from
ANS| N43.6 and 150 2919

IChoose the ANSIISO Classtheation

a¥.

347"54 c 13323447 Asi NSy

aset e JEdwr e FLEPTL AL-
Ao ,:W Pyt als £ M lbian ta

Aottt « mﬂmm&.&-—f G
Chovgin - Ayt Lo

Dafintion of shutter operation {locked in OFf
position, not locked in On position), Fail safe.
[spacing and iolerances

&/,

n-Cf indicators {description, qty., location)

Safety intertocks, guards. etc, to prevent access
o beam or high radiation levels

al.,

Sae-t

orrasion between unlike matenals {e.qg.,
luminum & steel, depleted uranium & steel, etc.)

a. il

Jﬁ'l-l-t ﬂfémrm T bk

hielding efficiency and integrty

dlKl

Far medical devices: Yas a S10(k) previded?
[provide written notification to FDA)

N/ A-

el logging sources must be nondispersible and)|
ansoluble. [zes Appendix B for a list of
pproved well lzgging sources as of November
1881}

Mg

*ANS1 and Cther Standards” list for
ferences for particular sourcefdevice designs
£.9. radiography. Brachytherapy, afc.)

AMss MoYo,

LABELING

Copy of label

Materials, dimensions, colors {nole on
registration cerificate if labeling is exempt from
[l the color requiremants of 10 CFR Part 203

Pemmanent attachment and location{s) - visible
to users?

Contents: Madeld, Serial, Isotopa, Activity,
hManufacturer, Date of Azsay, Trefi,
“CAUTION - RADIOACTIVE MATERIAL"
(Depleted Uranium information must be
inGiugded)

)f.-n,u...n- P anipp i Cyvle, M
i dobnt -

CONDITIONS OF USE

Expected working life of the source/device
{years, gperations}

Nof Lb&&t‘-{uﬁlﬂ' M,M"H rar s

Actions to be taken when product reaches end
of its warking life.

Mot Ffas bt .

Mazimum allowable temperature, vibration,
shock, comosion, ete. {(during use, handling,
storage, and transport)

How the device will be used

Ty W S

Meets dose limits of Part 32 for digtribution
generat icensees or persons exempt from

licensing

174




E?ogislﬂtiun Ceortificate Holder:
Modal Number:

DESCRIPTION

CHECKUST Il
— %
QKIDEF COMMENTS
1™ F i
Raviewer | Reviswsr

PROTOTYPE TESTINGHISTORICAL
USE

Tests methods and conditions (for source and

,gm -~ ,.‘,.,,.;.. g ™ ey st

device) ok. T A LAS by Lotaes T,
Tests resulls a¥ , .
Years of use (incidents, failures. et} o, i Za 3---1 .
Similarities to oth reesfgeyi if th
imilarities to other sou evicas if they are ”f ,ﬁ-*' P

used as basis,

RADIATION PROFILES

Survey instrurment usad {type. window

thickness, sensitivity, et} oK, ’I ﬂ] Boue /6""'”"“"* Tt Ao
Conditionz: including environments, scatter \ C‘ulﬂ-;... b vt B SR
{product in beam), and use of guards and ! Aine tan
shields .
Distance from sourcedsurface (per ANST 538- |
1979) el
Shutter Open and Closed!Source Shielded J.'r
Werify radiation surveys for y radiation mest inv’ /
baw.
Verify radiation surveys for non-y radiation have
not been caleulated using inv® law.

QUALITY ASSURANCE
Materials. subassemblies, services o-K. | Sos e Tnatrarmas & Hannfertiny
Assembly methods {screws, welding, ete.) { {.,ﬂ?_;_a_fmh_ A PA. blom
Dimen=ions and tolerances O b ]\ N o/ M pienf ] 4}‘-#? é! tond kfﬂﬂ
Activily, radiation levels, leak tests o 1T Acep ordded . '

QA Manual and comparson of manual to
Regulatory Guide £.9

INSTALLATION

Fixed, portable, movable, fixed installation bt
portable source housmg

"‘i‘ Valto

Inherent shielding, inaccessihility

Beam access: size of alr gapiopening to beam
and use of interocks, locks, additional shiglding
or barriers

Mounting irtegrity

SAFETY INSTRUCTIONS

Operation, maintenance, calibration,
damagetfailure, specific wamings, leak test, and
radiation surveys

ACCOMPANYING DOCUMENTATION

Leak tests results and radiation surveys

FITA J.,m.a. AM-f-«F“-"—- b4 A

Transportation documents

3]s

FT'HM FAT R b




—_—
%m Holder:

Mcdel Numbar:
DESCRIPTION

OK/DEF

o —

1™ r i
Reviewar | Rewlasasr

COMMENTS

Cperation, mairtenance, calibration,
damagefailure, specific warnings, leak test, and

radigtion survey instructions if applicable 0. -~
Fcr_Distribution !o Ganeral Licensees!
sty is up-to-gats and copes of all perinent |M/ 8= | #(F
regulations
SERVICING
The foliowing activities may be performed by
the parsons indicated:
Achivity by a Only by a] Wil be
Qeneral E‘_:peciﬁc Cffered
Licensee| Licensee AI;::;I:E:M Fi aﬁu “ won flo U3 At o ,
Installation | O [l L Comnn Barn T Jiw .
Relocation O O O | _]l .
Maintenance d O [l '
Repair 0O O O
Source [ O [l
Exchange
Calibration | O |
Leak Testing O O (I
Radiation O O 0 J
Survey
Training | (I [l
FOREIGN YENDORS
Orop ship
Wheg and where i5 source installed 2T i - .J-_f oD '-OLH:H
Leak tesl and radiation surveys oL

GAin the UG,

* Reviewer Signature: ﬂf%ﬁb

éf

Fok, B CArdoe Livdas.

™ Reviewer Signature: /é ,@—— e

Date;
Date: Honed -f?f 2 f3

Diate:

Aloseda &;( Yot
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