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To: Colieen Casey l':nm_ Roland Sawyer

Faom  830-829-0782 Pagev: 3 including cover

Phone: Dwtec 12 December 2005

Rec  Amendment Reguest GC:

Urgent For Review Ploase Comment Plonse Reply Plaane Recycle
Colleen,

Attached is the package insert for the BMS generator i requesiad. Page 1 of the insert gives the
description and chermical forrm that appears to be essentis iy he same as ours. The NDA's are listed on
page 2 in the section “How Supplied™.

Please fee] free to give me a call if theme are any question: .

Thanks,

Roland Sawyer (Chip)

Manager EH&S / RSO

Maryiand Heights Plant

Tyco Healihcare Malinckrodt
314-654-7644 office / 314-267-0723 cellular
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DESCRIFTION: Sodium Pestechnatate Ta 99 tnjactian, 35 aluled actamding i I ol
tion Inatrucilons with Bristo-Myers S5uibb Medical imaging, Ine. TRCHNELITE®,
Technetum T 99m Qeneralor, (6 In Sedum Chioride 0,9% A8 & stedla, non-pyrogenic,
giagrastiz radiophurmacrutics| guitable tor intrivancys injgction. oral Aaminigtratior, and
cirect Ingtilation, The pH s 4.5-7.5. Tho oluate shouid be clsar, colordons, And 18 from
vieibla foveltn edlenal. Exch sluatn of tha TECHNELITE®, Tachnatium Tc 90m Ganuraior
shauld nal nonialn mora than 0.00SEMBY (.15 microcuries) ¢f Molybidurum MoSS per
F7MBA (1 millicurie) of Techhatium Te S9m per acminisiared doro of 1he Mme of Adminis.
tration. ang not more than 10 mictagrams of alyminum per millitar of the Tachnetlum Tc
SOM Genarllor ehoale, both of which muat be determinod by \he uRYr Deiore administra.
1ion. Since Lhe eluste does not contaln an anlmicrobial agoni, it shoulr No? bé usad lator
[han ghe (1] working day atier the nlution {12 nourel.

Bristol-Myers Squibb Medical Imaging, Inc. TECHNELITE®, Technatium Tc 99m
Gengralor conaigle ol & ealumn contoning figsion produced Mglybdenum Mogs
titoebed on pluming. THe MNGlY Biedfzed and seaed colume W ancloded in o lead
shichd; tha shigid And otfwr companents arn sarlad Jn & cylingrical plustic comainer with
an atpched handle. Budl into Lha lop Burincg are o recapsed wals markad CHARGE
and COLLETT. Neodiui pratridhng from these mwe wells accommocdaie supphied slevila
ciunnt charge viat and eiardle shuatg colieclion vials. The sluting selent conslsts of
Sodhwn Chicride 0.9%., prepacked inlo septum-senked vnlg,

The aluale collection vial |y evacuntad, starile and nen-pyrogonic. A gterile
0.22 micromater bucteralogies! Hiter 18 Incorporaled butween tha ooume gutial and the
collecion vials, During and subsaquent L uluiion, the oluaie coliaction vial shauld be
kept In & radiation chiwkd. The Gongrator ls anipped with a silicons nesdie 3081 aver Ihe
chisrge needin and & vented nesdke covar ovor the collec] needie. A iadie vial containing
Centaripsint s SUPPLAT TOr I cusiomer |0 asaptically reesal the ooliact needi aker
sach gltien,

PHYSICAL CHARACTERISTICS
Teannglium To 88m docays by SOMANC FaNenion with 4 physical nakdila of 5,02 howrs. !
Prtons thal arg usaill for KNaging elities are listed in Tan 1.

Tabde V. Principal Aadigtion Emision Deta — Technetium To 29

[ Raditon Mean %/Diximegrasion Waan Enargy [kev) ]
Guryrard |o7 105 ]

ot Davia €., “onioootve Dociy Do Tikrs,” DCFTIC-1109%, 100 (1884).

@\Mmﬁé ||'.'.,""'"|,.|. March 2008

Technelie
Technetium Tc 99m Generator
FOR DIAGNOSTIC USE

513160-0903

EXTERNAL RAGATION

The spaciiic parrna ray congiant for technatum To B i 5.4 microouombsMp-MBg-hr
{0.78 RmCrhr) 4t 1 om, T firat nall-vake thicknoss is 2.07om ol aad (PD). To faciate
controf of ragialion woxtsura from millicuric amaunis of Trchnatium Te B9, for exampiq. e
uwe of & 0,265 om thick standard radiation QUKN e dhisid wilt allenuato Ibe ragiglicn amtl-
led by o footor of about 1000, A rangé of valuey for the relalive afioruihon of the fadiation
mm?mimclmhtmtmhMMdummofmt
o b

NOTE; Beenyan e 08neraior s well Somained and assontlally dry, nene 18 (i Hkeihood
©f GONTAMINALION Hue 16 darhiage in franxil. The Most DrobAble BCUrce of laslage rozulling
fro¢n dhamngy in trancil i tho NORAGIGICHivE BluBNt charge vial,

Tobie 2. Radistion Attenustion of Tectinatium T¢ $9m by Lead Shiniding

Shield Thigrwses
ad (PO} om Cantficient of ATeNUBLION
[(XiTkd [+4:]
2,08 1o
0.18 192
0.5 109
0.33 0+

Motybcenuin Mod8 doz 1119 Technatian Tc 86m with a canim MOPR hali-ifw of &
noyrs, The physicsl Oeos  thavaciarelics of Wolyioanum Ard JUCh \hat oty #.0% of
thu  ducaylng | alypdenum  Mo@®  ateme  form  Technalium
Ta BSm. This maans tha! »ily 70°% of the actlvity ramaime aier 24 hours; E0% remaine sher
48 hours, arg, Al unlé havs o minlmem of 89 mm, 1§ inches
(- f holl.value layare I leed surrgunding tho activily, Bince ihe Molybdanum
Ma9d s conetmntly dacay, 151 19 freen Technatium TG 58, i i paualblo 12 olan ine Qenera-
tor &t any time. (See Tabl &}

Tabie 3. W 1ibdanum Mo®3 Decay Chprt Hat-Lile 6.0 Hours:

Dovs Polcer |\mmaining Days PArCAN Penaining

0 W a 13
1 i 9 10
2 HA 10 [}
a 1 1 &
a 3 12 L)
5 H 13 4
& e Rl 3
? 1t

Ganatnter glutione m: , be made at any lime, byt the amaun! of Techneium
T 79m @veliabie wil depi 12 on the inerval trom the (Bt elution. Acprosinatdy 47% o max-
rrwn Tachnoturn T 99m - reeched afn & hours ond 95% altnr A4 hours,

Tr sidion viwl vhigh 106 o wall iMgkness of 7.0 min, 0.31 inthat, and mduios rans-
milled Tuchnatium Tc 98¢ rpcalion eesenially 1o cero. To corrent kr physlon) decay of Te
BB, ' Irecslons thet ror (an &t aslectaed inkervave ol lime oro shown in Tabie 4,

Tabie 4. Phyysics: {1scay Chart: Tochnagum Ts 9 Hett-Lile .02 Howrs

Hours Po: it Meairing Hours Potonnl Hnmatning
[3 K] 7 a7
1 88.1 8 A
H 78.4 »s
3 0a 10 "G
4 831 " 8.2
5 56,7 12 2541
[ k|
“Calientien Time

CLINICAL PHARMACOL: 13Y: Mn patechneliie lon distributes In tho bodly surikarly @ the
iochae jon Bunt {k e l:ul‘rn Ilad whan trappad 1 the thyrald glond. Portgehngtms wnds 1o
SOCUMLIBkE I initacrurts. [isionn with excentive redvisaularly or o NN blood-brais
baurler.  alk eencurtrabi i in the chorold plesLS, thyroid gland, saivary plands, and stom
?m. m.hwl 17 the lodide iof, e puriachnainta [on i relessad tnchanged
rom d gleng,

Adtor Infrpvaoulr & | Aistralion | romnins ln the clroulatory Sycem for sulhcer Tme
1o parmit BIO0d peol, org 1 parfusion, and major vasssl siudioc. It gradually cquilthraies
with the sracelkanr spun . 1A foehion |9 prompily sxereted via the konoys.

Rohowing this adminlic - silon ot Bnglum Paneckieists Te 98m injoction 35 80 sy thop,
N Crug Mizgs whh loars  riin e conjuncival space. Within saconom (o minUke || lervoz
tha ponjunctival apoce gr- CCAREE Mo Yhe infericr moatus ol tha nose ( the nasos
jucrimul drainaga wystem [Jurng this wa the parmchnetals lon passed trough tho
conulicll, tha grmal sac 1°d he rimal ducl. in she event of any drikomical or lune-
Yonal of e OrR| e syciam horo wil be © DaCcKliow reRUNNG I ioaring (oppho-
n), Thug the perlechnelal: | fiCapes: tho confunchival Jpace in Ihe mars.

Whils the major gar’ 17 tho porinchnalats ascEpel wWithin 4 (ew sinuloc pf nomal
drainege and Yowdng, & K & honn Socumentsd 1Nal INere i Mwne dagree of transconjuncy-
vl absorphian with 1 kenett (w1 tumover rale of 3.015min In nomal indhviduals, §.021/min in
foilentz withow! ary sn £ (8 (LOZ7/MIN I DRGeNE with inflsmed canjunoiv cus to ciironic
dnaryocygtily. Inciiicdiugl | 118 May vy byl thisks rules aro probatily (epresentative and
NaCete Tt the Maximur potsibhe porlechnatalo abastbodk WAl remBin Dakw onw #iu-
sandt of hal used ins ottw!  1ine disgnoniic pmonNey.

INDICATIONS AND UBA! |[ Sodium Penéeh Tc 99m injaction i vead (N ADULTS
ue an ogant for
Brusin imaging (incivdh’ 1 carenral radianuclide anglography)
Soomary GG, oagin
maging
Frlaopn|

in Locwiation ]
Eiloed imaging {ir | idg aadionuclido anglogmphy) )
Urinary Biagder Im {ing (dirkel [coloplc dystagrophy} tar the dewection sl
varl I Natha.
Drainagel nalm imaging
Sodlum Bareohnelale T 1 1 Injetton |s usod IN CHILOREN a6 an agen! for:
Benln Imaging inciudi | bl ragienyclice angicgraphy)
Thyrold Imaging
Biaod Pael kms\ng
Urinary Bladdar imy jIng (dlrect igoloplc cystogrophy) for the astection of
vesico-uriarnl raliu

GONTRANDICATIONS: I 3¢ known,

WARNINQE: Aadiarior rigke avooclatnd with tha yse o Sodibm Perlechnaialo
Tc 98m injection ara qrod « in chiigren than In adulle and, in gereral, tho younger the
chilg, the groatar tho rist awing 10 grealer absorbod raololion doaos ang lonoer Hie-
oxpesianay, Those grae' 7 fsks ahould bu Lakan Hrly Inm nceaunt in il benefit-rik
aszesemonts Invalving oN« 15,

PRECAUTIONS:

Qeneral
Az in the ume of nny mdin Tive MAlesal, cuty should ba iakon lc miomizy roistion exso-
ure 1o tha patiant conalste + AN Dreose patlunt mensgoamen! and 10 ansvre NiNMwN ok
atlon gxposire 0 cocupall * Al wadkers. .

$ince the Blusla tiees 1= Donigin an SNNTICob Agent 1l shoukd NAL by unad aher 12
houre irern th lime of TEC! 1ELITE®, Technetum Tc BOm Genaratr slutan.

Aller dhe turminallon | |-he pesckacrmal imaging proceture, Sowing the nose Wnd
wishing tha with 2l ¢ Oistilied waler or an Isorinic sodium chiorde soluNon wil fur-
thwe minimixg thn moetion - (6.

Paciopharmsceutionll i huld bo usad arsy by prysiciane who sre Guaitied By lnining
andl experience ¥ the wak andling ol rpalomucides 8K wiiom nputienoe and Iroining
have r& &w by Il ikpproproto gavamman agency AAnoded 1o dconse the ue)
o rattinu ,

Carcim! junoats, Mutagensels, Impelrnent of Fanility
No animal sudhe have b <11 portormed 1o avalusly carcinogenic poipnital or whether
Sotiim Parichnotata Ta 5 1 aftects lertihy in Ml or famalan.

, Prograncy Category G

AImed rpradustive sludier ova not Bagn gonducted with Sodium Parlochnakaeta Te 98m, It
10 41 N0k WYOwn whisther 3 11lum Parfochnatas T 99m & Saube letal harm whah Agmin.
IIBCEC) TO B DHATAN! worm! 1 of Can Bfing! reproduciion cigacky. Sodium Ponachnergte Tc
09 Injeciion SNALA e giv 111 0 pregRant woman oiky i cleady weded.

Icieally skarinatkons ut “E’ lop ook, Illy thoso ok In napes, of
£ woman of childbedring o & ibibly =hould ba paromed duing thu first fow npgrosdmarsly
10} day# (olkewity Lhe ons: 11l menses,

Nursing Mothary
Sodium Paruschnolnla ‘Te 5 17 16 axcrared 1N humon mik guring 1AcIateY; tharefon lom
Isadings should bo aubaity 101 10r Dréast, lveding.

This radophwrmacoutlr 51 i $howid net be oominisiored to pragrant or kiciot:
ing wINTN UNIBAD Sxpeciti [nofin 10 be gRined outwiigh (e poinetial feks,

Padnir Use
Sup INDICATIONS and DC %36 AND ADMINISTRATION sacions. Also 5o 1 Je6GrD-
ton of additional feks unce) 1ARNINGS.

Gartawric Use
Clinlanl xiuciep of Tachneli :* did nol inchude suicient numbans of subjaciz agnd &5 ana
qvar 10 CPNATING whether 12y raxpong ditterently Irerm younger subjocts Qther reprlaed
afinicel experence hac e cinnMisd dierenoes it tuspanson batwann M algarly and

@002

Vg 7
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FOLOOR! PRYATYS, I panaTEl J0Be BeleCON for en cidory panen Bhouwd be calious, uzu-

Ay Faring ol the low gnd of the dosing range, reMocting the graaler Trequenzy of

%w'm RRpaNG, ranal, or cardiac [unetien, and of conormitan cleamtd o diher drug
8ragy.

ADVERSE REACTIONS: Allergic reactions inclucing snaphylwds have boon roporied
intrenuently following tha adminféirstion of Sodium P le Te 00ty Injuciion.

DOBAGE AND ADMMMISTRATION: Sogium Feriachnelaln Tc 99m Inpcion |8 ueuslly
ndmintriored by Infmvnscuar injaction bul tun be givon orally, For IMAgIng (he urinary
hindger & urdbrs (ditecl isotomic ¢ysteoraphy), the Sodhnn Peneohnetsta To 88m
jection is admini d by diregi asoplically Ima the blagger via a urathral
catharer, following which e céalller iz flushed with appracdmandly 200 mL of sevils saline
diracily Irmo the bladicer. The doskde énphuysd varlas with snch lagrosts procedund. If
the oral Ioyte s ekscued, Wha pathnl should fast for nit feam elx (B) hours Ealore and twe (2)
hours aller adminiéleatlon. When kmnging the naRoiacrimal drainaga myshm, ingdil the:
Sodlum Periachnetsie Tc 98m Injacion By ha use ol a dovicn such 35 & micropipafe or
MRS meihdd which wil ensura s ACGuracy of the doey,
The wﬁm dose rangia Ampicysd ot varitus diagretila Indiealions In the pverege

ADULT PA [Tokg) I=:
Vesicoruretaral Imaging 14.5 1o 37MBq (0.5 to 1mCI)
Brain lm?mg 370 1o TAQMEG (40 wr 20mCi)
Thyroid Gland Imnging 37 T BTOMAA (1 10 10mCI)
Slivary Gland Imnging a7 1o 185MEg (1 1o Sm)
Placunin Lachilamtign 37 1o 111 Mg {1 lo Y]
Blood Pool Imaging

Nosalacritnat Qral Syelem mw'u 37“& m[wm.d
alani ralnape ax. 3.

‘fha meommenciad d0sans nusge it PEDIATRIC PATIENTY I5; ?
vesioo-uretaral Imaging 16.5 1a 3rWBg (05 In 1mCIn

@raln Imaging 5,18 1 10.36MBaq (140 to 2RQUEIM hacky welph
Thyioid Glenti Irmaging 222 ) 2958 g (80 10 BOLCOAGE Doy werlpit
Blocd Poal Imoging 5,18 10 10.99MByg; (140 io 2804 kg bodly waight

A aparimum dase of 117 1o 185MBQ (3 1 5MCi) simuld be empleyed ¥ madlomuclide

anpiography s performad 25 pat 0 the DIOG podl or brasit) Imuging procodurn.
NOTE: Up 1o one {1) tram or pharmaceubcal predé polesi i perchlorsie In o 2uitabie Bnas
or Gapyule may be gven prior Lo adminisireion of Sodlum Fomochnomic T 9m Injection.
When Sodium Panechnaiats 7¢ 99 Injectian Is usad fr chilinen for DN o biood pool
IMmaging, e adviviltinanen of polastum parchicrana Is sspecially imparlant i ordyr io mink
mize ihe abstrber madiston dose ta tha thyrold glend,

The patlenl dose should be moosurad by & BUHADW radioactvily callbraiion wytéom
Inrackaiely prior o administration of tha dosio.

Fareriens! drug product: should ba mepoctod waualy lor parlicwgle maner and dli-
eokirdion prior i adminiziration whonmvor soiution and cenialrar paamil, The solutlan © be
administorod ar tho pation! dasa should b alerr ang gontaln ne pardculate mader. Do nel
vue an oluate of 1he TEGHNEL ITEY, Tochantiurn Te: DGm Cenarator Later than one (1) work-
Ing dlery aftar elution | 12 hauws).

RADIATION DOBIMETHY

The satimale ababed ranlaton dosse? o an sverage ADULT patll=mi {70 kg) fom an
Intravencous Injaction of & Maximum doxe of 7110MBg (30 mhiigurles) of Sodium
Penechreinie Tc 96 Infuction deiributod unitarrnly in the tnfel body of sublecis Hol ple-
Iroated with biogking ntz such ag pharmaceulical grage polsssium parchivale &ré
shawn in Tabla 5. For placents lcalization studies, whan & maximum of 111MBe (3 il
curiex) ta usad, 1t 15 prsUMad 1 B8 ynlimy aquiinnved maiwesn mivemal and fotol ts-
B3

Tabis 5. Absarbad Radiation Doses {Adulte)

H11QMEgG
(eact MRGECUr e}
Faaing Agthve mey/111MBq

Tizge PMH-\_ Population (ra0eIMCi)
Rinrirter Wl 158¢1.59)  255(255) -
Gestroiestng) Tract

Siomach Wall 750{750 154 (1,53) -

Upgpitt Large Injantina Wall - 20,4 {204, 35.043.60) —_

Lowwur Larga inkesdine Wil 1IR3 { LED) 33.0(3.30) -
Aed Marow 5.7 {0.57) 81051 -
'leates 27{0.27) 2787 —
Ovanes £.8 {0.8€) 80000 -
Thyroid 35.0{3.90 290 {396, -
Brain 4.2]0.42 36{0.36) -
whoie-Sody A2 {04 2.3{0.35) -
Placants —_ - D.G {D.08)
Fals — - 0.5 (0.0S)

In pudiatric patienls. 1ho maximum mdistion doea ol 185MB7 {5 milicures) o1 Sodium
Portechmmbate Tu 98m Injwetion adminimornd te A niongmo (3.5 «q) 1or Drain of Bicod peol
imaging with radionuciide snglogrophy am shewn in Table §. In pedialric gallenis, vn svor-
&gt 20 rinue exposure 10 37MEG (1 milicuns) of Sodien Pervchrtale Tu 89m Injoction
fflawing instilation for ginc! GYSIORraDhy, resulls in an ustimolod abserbed mdintion does
o appreamptay 3.30mBy (30 milluse) lo tha bladdar wall nnd 0,04 10 0.08mGy (4 1@ 5 mik
Ivack) 1o the ponade.d

Toble 8. Alworbed Fandiation Doses {

! miy/ lrudalnwwr?aw (rade/
BsLe

— anviq imGl  185MBY 5mCH)
Tryrold [whot parchionide) 46,0 {4.6} 2300 {23.0)
Thyrokd (with parchkonute) o7 097) @85 {4.05
Large Béwel (with porchlomia) 19,0 {19) 955 {0.54]
Toglr 1.3 0.13 51 D61}
Owvirmae 72 0.22) 110 (1.19)
Whole-Body 1.5 {0.15) T (0.75)

Ihamiiing frerm: Stereniry of Currond Adiavon Dond Susntd o Mormal Humara from 99m-Te &1 Sadeen
Penoohfeune. MIAT Dot Extrminie: Fprr g, 8, o, Auct Mad 171): Ta-27, v,
Motwmwty. L o R TG A0 INCHEET 1TiGe i e ey imprehy. J, L 199; G99-608 Moy 1075

‘Tohila 7, Abgéried Radlation Dosa from Dy 0sé

Using Sodlum Pertechnetate Te MBm
Abanipad Dose
y mCy/ (mrad/
Yargal Crpah 3.7M8g 100uCiy
Eya Lona;
I lacrime Tluld Turnover is 18%/min T.140 14.0
1t 1cmal fiuid wrnoves = 100%min a.022 22
I cralnape wystem Ja blockag 4020 402.0
Touw body” 001t 1.1
COvarios” 0.030 a0
Testen” .00 +1-]
Thyroid- 0.130 130

“ANGNINTAY HA PINRRRQR ol fdealaage cycem, MIAD Dovu Eutirnsiy Reperl Ne. 0. . Nugi Mad.
17; 7477, 1976,

BUPBLIBD: Brisiolyers Squith Medical imeaging TECHNELITE", Tochnaiiym TC 99m
rov le Avalebin in the ol " GuUAitios i

(NDC o7 [904-000-55), 64
" ussa.osn-ua!. 111,G (NDG #41994-000-01), 125.5 (NDC #1 1994-080:U2), " (4.0 (NDE
#11994-000-62), 166.5 (NDC #11904.000-04), 188 0 (NDC #11054-090-05), 222.0 (NDC

000-083, 277 & (NDC #11884-080.07), 370.0 (NDC #11004-000-08). 462.5 (NDC
#11904-090-10), 5550 GERy {NDC #1 1994-080-11), 566.0 (NOC 411994-000- 12) (500,
750, 1040, 1260, 150, 1780, 2000, 2500, H000, 3600, 4000, 4500, 5000, K], 7500, 10,000,
¥2,500, 14,000 18,000 mE) o Mofs on The call clale (chatn of marufachuro) 25 Spack
11l o the pradLic kot idoniiffoaiion Wbel attxed mhe ganaraior, Each guremior is supellod
with tha leiowing SI2n0ars COMPCNenis:

| BETSIS 1  rtt my
il roe fdty e s Gopa
# Elutte Colection Viel . |may bn suppliod soparaiply)
1 Pachogo Insari
& Padialion Labaix (Cu yslan Vinl)
& Rachuilon Labels (Kb. 1g Shicid)
£ Ngivodenum oga ! ivity Aecord {optonal)
Firat orcler QENECIMOTE A8 | e witk thet following accossory compenanis:

2 Eluflng Shiulds
Extra guaniiies Gl fF I8 componenis Misy be obtolnod ot tho cusiomer's
rucpel.

SYORAQE: Convoked 10 * weperalura 20% 1o 25°C (RA" 19 7T7F) [See LIS,

EXPMRATION: Tho sxpirg +» lima of the Sodium Pet Tc It 1§ NOK (mvar
Inon 12 keyrs ger miuion. | | (e sials |8 1o be wod 1a reeonatiule o Wt ar i prepaaon
of u Tochontum To 90m S rliopNAMMACEUIION, tho kit should not o wiod witer 12 hours
from lme ot Ghanaror alut 2+ of hAT tb, Mourk from tha tmn of meeEIKon o 18 ML)

Tho gpirgtion cate » | TECHNELTR®, Tochronumn To BOmM Qenerator i [uuflear
cays posi-manufaciuro,

ELTIRN | YSTRUCTIONS — TOTAL ELUTION METHDO

1, Wawrprool ploves shou 1€ bo wom gunng sdtion,

2 Femove Qusi {cluar piit h3) cowr ol gansrtor.

3, Forform all subsaguani  pacatons Jsophcally,

4, Rernove slicona tewddl k3l irom aluant Chame wid, Disoerd 88 redicective wasto,

5. Remova fipaft asal &n | kb sepwm of shant i with m baclanolde (auch as
T0% coprapy) alooholl Low 10 Ory, And ifsir| thu vidi into chaige woll Viel should b
Ty nsartod 'a assun unciure of #spltum.

. Opan siutian zhiold b 1« And 44M 8N shuals colkiction vial from which the {lip-Of sesl
har bpan ramoved, 501 1w Dk Dick on wecurcly. Swab Mo txpossd visl sepum with &

(=

bocierkign.
Rumova vontod noodi 3ivar irom collect wall. Dlecerd as radiosative waste,

Inesert shloldad ofunin 1 :lnntion vial in cokec] wiil Ehilion mhould cammance wiiin 30
taconds wnd aon bn  |pually ¢ by tha amp of bublias in the siuanl

cl vl

'm If Bty G101 |5 EDORAT in Ihy dluent ch wigl within 40 5000nds, 8liner ony

of the viols hox nol Dew  (roperly pisced on il needis of tho aluax: vial hea ng vacuum.

Aemowa the oluaka el cilon vial (o prswsnl vaeuum Ioes; romave Rz rainseft [ne

chire viwl, Rulnoan th siusin coreciion visl and I slton dook 1101 GOMMance, IRk A

shcond shisided colied: :Iu uﬂi . -

Guwtinn: v ih ¥ ool compromise wariliy

F—nm'm i, This genvrater should not be dlementiae,

‘& adsure proper yial, and lunciionlng. uiian muzt prooood 16 eamplelion sg vl
by am| © e chittl Wikl Allow gevurior 1o oluke or o meel 3 minuee
aftee the charga hos be 1) Qramad, o kv & ol of & miknles,
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tear viat ahleld and oo 1, and usa 2 shildog syringe lor withd &Nt injatling the

POpARION.
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patlant,

=

b4

GOLORIN § TRIC ALUMINUM ION TESY PROCEDURE
Bristolsdyss Squith Med) 11 Imagmg, Inc. afices an Aluminum lon INCHEAOr KIL ks an
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Te:  Colleen Casey From: Roland Sawyer

Foe 6308209752 Pagei 2 including cover

Phone: Date: 12 Decemnber 2005

Fe:  Amendment Request oG

Urgent For Review Plowse Commont Please Reply Pleass Recycle
Colleen,

Altached is the amendment request, the hard copy is in th i mai today. | appreciate the quick response
and tum around and all of your assistance,

Please feel free 1o give me a call if there are any question: .
Thanks,

Roland Sawyer (Chip)

Manager EH&S / RSO

Maryland Heights Plant

Tyco Heslthcare Mallinckrodt

314-654-7644 office / 314-267-0723 celular
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Malinckrogt Ing.
tqc a Buitding v} 2703 Wagne_:";!ace
Hea I t hcare Maryland Meghts, MO 630432
Mallinckrodt
December 13, 2005
Materials Licensing Section
U.S. Nuclear Regulatory Commission, Region I
2443 Warrenville Road STE 210

Liste, Diinois  60532-4352

RE: License 24-04206-05MD
Docket Number (030-10801)

Dear Patty,

Currently in Section 7 of license 24-04206-05MD, ‘allinckrodt Inc is limited to shipping
DTE generators manufactured under NDA No. 17-:43.

Due to a production hold at the Maryland Heights licility on DTE generators, Bristol Myers
Squibb (BMS) is currently backfilling Mallinckrodt customers with generators. Two
custorers located in Alaska are having difficulty re: :ziving BMS generators. This is due to
BMS not having a Preferred Customer Status with tlaskan Airlines. This is commonly known
in the airline industry as PAL¥#. BMS has requested that Maryland Heights drop ship two
generators per week (one to each customer) to the ‘ilaska hospitals.

This request is to amend the above listed license to include the ability to redistribute these two
generators to the Alaska hospitals until Mallinckrox 1 is back in production. Maryland Heights
intends to receive the BMS generators, perform ap|ropriate receipt surveys after breaking the
security seal. Upon proper receipt, a new security s ial will be applied, and Maryland Heights
will remanifest the packages as the shipper. At no ti ine will any of the manufacturers generator
labeling or shipping package labeling be altered. Ad ditionally, based on the two customer’s
standing orders, our license limit of 19.5 Curies at 1ime of shipment will not be exceeded.

BMS is authorized to initially distribute in accordar ;¢ with a specific license issue pursuaat to
10 CFR 32.72 or equivalent Agreement State regul ihons.

Xf you have any questions concerning this request [ zase feel free to contact me at (314) 654-
7644 (office) or 314-267-0723 (cell).

Sincerely,

24 .

Roland E Sawyer,

Manager EH&S / RSO
Tyco/Healthcare/Mallinckrodt
Maryland Heights Facility



