IMPORTANT INFORMATION — PLEASE REVIEW COMPLETELY
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Additional supporting information for TechneLite® Technetium Tc 99m
Generator elution instructions: (TechneLite® Package Insert 513160-0214 (February 2014))

The following information is being provided as a periodic refresher to the generator user on the elution
technique and as specific guidance on how to proceed in a situation where the eluted Tc-99m activity is
lower than expected, has partial volume, or no eluate is recovered. Also, please refer to the full
TechneLite® Prescribing Information attached.

Design and Operation

TechneLite® is a dry bed (Mo0-99/Tc-99m) generator. To achieve the highest Tc-99m yields and
consistent operational performance, the generator column must be sufficiently dried between
elutions. Eluate volume can only be controlled by the amount of saline in the charge vial. Never
interrupt the elution process until all saline has been eluted, followed by a sufficient volume of air, as
described in the Package Insert Elution Instructions, which are reproduced directly below for your
reference. Also, please refer to “Other Essential User Tips” below.

PACKAGE INSERT ELUTION INSTRUCTIONS - TOTAL ELUTION METHOD

Step 8. Insert shielded eluate collection vial in collect well. Elution should commence within thirty (30)
seconds and can be visually checked by the appearance of bubbles in the eluant charge vial.

Step 9. To assure proper yield and functioning, elution must proceed to completion as evidenced by
emptying of the charge vial. Allow generator to elute for at least three (3) minutes after the
charge has been drained, or for a total of six (6) minutes.

Successful start of elution can be observed by monitoring the appearance of air bubbles in the saline
charge vial. Proper elution technique requires the saline charge vial has completely emptied and remains in
place to allow the generator to pull air for a minimum of three (3) minutes before removing the evacuated
collection vial.

(Important information on the next page)
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If elution does not commence within thirty (30) seconds:

o Remove the evacuated eluate collection vial to prevent vacuum loss. Remove and reinsert the
saline charge vial. Re-insert the evacuated eluate collection vial. If elution does not commence,
use a new (shielded) evacuated collection vial and repeat the elution.

o |f the elution still does not start, please report this product issue to: lantheussafety @lantheus.com.

To call us directly in the United To call us directly from Outside
States/Canada the U.S./Canada

Phone: 1-800-343-7851 Phone: 978-667-9531

Press Option 32 for Product Press option 32 for Product Quality
Quality Complaints Complaints

Fax: 978-436-7296 Fax: 978-436-7296

DO NOT DISASSEMBLE THE GENERATOR
(Tampering with the internal components could compromise sterility and present a radiation hazard.)

If the first saline charge vial does not fully empty or the expected eluate volume is not recovered
(partial elution):

e Remove the evacuated eluate collection vial and the saline charge vial. Insert a new saline
charge vial and a new evacuated collection vial. Allow the elution process to complete
per instructions.

o If the saline charge vial does not fully empty or the expected eluate volume is not
recovered after replacing the vials, contact Lantheus Safety at the contact information
provided above.

DO NOT USE ANY RECOVERED ELUATE DO NOT DISASSEMBLE THE GENERATOR.

If the obtained Tc-99m activity was significantly lower than expected and all volume was recovered:
o Remove the collect needle seal. Do not remove the emptied saline charge vial.

o Place a new shielded evacuated collection vial in the collect well.
o Allow the generator to sit undisturbed for a minimum of two (2) hours.

o Dispose of the empty saline vial and the evacuated collection vial as radioactive waste. Repeat the
normal elution procedure using a new saline vial and a new evacuated collection vial. The Tc-99m
activity should begin to recover on subsequent elutions.

(Important information on the next page)
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OTHER ESSENTIAL USER TIPS:

1. Avoid alcohol contamination. It has been demonstrated that alcohol (e.g. 70% isopropyl alcohol)
in the fluid path of the generator can reduce Tc-99m yield. Never use Bacteriostatic Saline to
elute the TechneL.ite® generator. When using disinfectant to wipe the septa and/or charge needles,
allow it to fully dry before using.

2. Avoid leaving a charge vial containing saline inserted in the generator for an extended period of
time. Always ensure the saline vial on the charge site is completely empty when leaving it after
elution. Do not replace the empty vial with a new, full saline vial until it is time for the next
elution. Saline could gravity feed in, and wetting the column can lead to a low Tc-99m yield
condition. (The TechneLite® generator is a “dry’ generator and presence of moisture in the high
radiation field can result in reduction of the technetium oxidation state making it more likely to
bind to the alumina column. This can be a temporary condition and be recovered from by “drying’
the column (refer to guidance above). Under the normal dry conditions, the new Tc-99m
(decaying from Mo-99) will be in its desired state (Tc(VI1)O,4) and will elute with saline.

3. DO NOT DISASSEMBLE, DROP OR STRIKE THE GENERATOR in an attempt to get it to
elute properly or yield the expected quantity of Tc-99m. These actions do not work and could
further compromise the unit. If generator operation cannot be recovered as described above,
contact Lantheus Safety at the contact information provided on page 2 of this document.

4. If the generator does not appear to be eluting properly after replacing the evacuated collection vial
DO NOT USE THE ELUATE.

5. To avoid damaging the saline eluant vial, the double needle in the saline charge well must be
aligned with the exposed septum of the saline vial and be centered and held perpendicular to the
saline charge needles. The saline vial must be positioned upright and vertical when inserted onto
the charge needles. Inserting the vial at an angle to the saline charge needles may cause the
septum to be damaged or displaced. If septum damage or displacement occurs during insertion of
the saline vial, any excess saline on the can top, or inside the saline charge well, should be cleaned
and removed using a sterile wipe and forceps. This procedure will decrease the user’s risk of
accidental contact with the exposed double-needle assembly.

(Important information on the next page)
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Please refer to the full TechneLite® Prescribing Information attached.

(D imthmn,

Technetium Te 98m Generator
FOR DIAGMNOSTIC USE

DESCRIPTION: Scdium Pertechnetae To §3m Injection, as slhued accordng to the siution instruc-
wong with Lantheus Madical Imaging, Ine. TECHNELITE®, Technetium Te 99m Generatar, ks in Sadum
Chioride 0.8% as a stenle, non-pyrogenic, dagnostie radiept gical gutable for ir

irgection and direct irstillation The pH ix 4 5.7 5 The eluate should be clear, colodess, and free fom
wigible forsign matsnal Ead‘taluale of the TECHNELI‘I'E' Tel:hnallum To 86m Generator should net
contan more than 0 {015 MaB8 per 37MBq (1 millcurie) of
Teahnstium Ta B9m par administared dose at ms tuma of administration. and not mars than 10 mi-
grograme of aluminum per milliter of the Technetum To 88m Generator sluate, both of which must
b deterrned by the user betire adminstration. Since the sluate doss not contain an ar

£13160-0214 FEBRUARY 2014

Durirg thig process the pertechnetate ion paases throwgh the canaliculi, the lecrimal sac and the
nasolacimal duct. Inthe svent of any or functional blockags of the drainags system there
wil be a backfiow resultng in teanng (spiphora). Thus the pertechnetaie escapes the conjunctival
apace in the tears.

While the major part of the pertechnetate escapes within a fsw minutes of nomal drainage and
teaning, it has been documented that there 12 some degres of tranacenunatival absomtion with a
fractonal tumover rate of 0.01Skmin in normal individuals, 0.021/min in pationte without ary eac and
0.027 fmin i patients with nfiamed conjunctiva due to chronic dacryocysttis. Indnadual values may
very but theas rates ars probably representative and indicata that the maemum possible partechna-
tate abscrbed will remain below ane thousandth of that uzed in other routine diagnestic procedures.
mnmraous AND USAGE:

wchrelite genecator s A gource af wdum pndlchnal;ln Tz 88 for use i the preparation
of I'D. d diagnoatic radioph ibad inthe labsling of thess diagnostic
radopharmaceutca kis.
Sodium Pertechnetate Te 99m Injection is used IN ADULTS ax an agent for

Thyraid Imag

Salivary Gland Imaging

Urinary Bladder Imaging (dirsct isstopic cystography) for the datection of

vemco-uretelel refiuc

imal Drainags System Imaging

agent, i should nat be used later than one (1) working day after the elution (12 hours).

Lantheus Medical lm.gng, Inc, TECHNELITE®, Technetium Ta 98m Genersor consists of acol-
wrmn contaning fisaion Malvbd 088 adserbed on alumina. The terminally eteribzed
and sealed column is mclm:i in & lead shield, the shield and dher compenents are sealed n a

plantic i chad handla. Bt inta tha tep surfacs ara bwe racamad wallz
marked SALINE CHARGE and OOU.EC'T Needles protruding from these two wells accommodate
supplied stenle eluant charge vials and sterile sluate collection vials. The sluting salvent conaists of
Sodum Chionde 0.8%, prepacked inte septum-geded vials,

Socum Pertechretate To 88m Injection is uged IN CHILDREN as an agent for:
Thyraid Imaging
Unnary Bladder Imaging (direct isotopic cystography) for the detection of
vegico-rateral refux
CONTRAINDICATIONS: Mons known
WARNINGS: Radiation risks associated with the we of Sedum Pentechnetate To 99m Injection are
greeter in children than in adults and, in general, the younger the child, the greeter the risk owing to

The eluate collection viel is evacueted, sterlle and non-pyrogenic. A sterile 0.22
b J i filter is ir the column outlet and the collection vids. During and
subsequert to eluicon, the sluate collection vial should be kept in & radiation shield The Generstor
is shipped with a silicons needls seal over the charge neede and a vertad naedle cover aver the
collect neede. A sterle vid containing bactenostat s supplied for the customer to aseptically reseal
the collact needlle after each elution

PHYSICAL CHARACTERIETICS

Technetiurn Te 99m decays by isomenc transition with a physical halife of .02 hours. Photons that
ars ussful for imaging studiss ars ||ared in Tabls 1

Table 1. pal Data=T Tc99m
| Radiation Maan %.Chsi ion Mean Ensrgy (keV) |
[ Gamma-2 89.07 140.5 |

EXTERNAL RADIATICN
The specific gamma ray corstant for Technetivm Te 99m is 5 4 micro-coudombs K g-MBa-hr (0755 R/
miCi-hr) at 1em. The first ha fvalue thickness is 0.023 an of lead (PB). To facilitate cortrol of radation
expesure from millicurie amounts of Technetium Te 99m, for example, the use of a 027 cm thck
standard radiation slution lead shisld will attenusts the radiation emittad by a factor of about 1000
A range of values for the relative atenuation of the radiabion emitted by this radionuciide thet results
from interpocition of vanous thecknesses of lead is shown in Table 2.

NOTE:Because the genarator is well contained and essentially dry, there is little likelihaod of contam-
ingbion due to damage in transt,

Table 2. of Te 99m by Lead Shidding
Shield Thickness
laad (Ph) am Cosfiicient of Araruation

0023

0.08 w0
018 10¢
0.7 102
0.33 10

Maolybdenum Me@d decays to Technetium Te 99m with a Molybdenum Mo9% halfHife of 88 hows, This
means that only 78% of the activity remains after 24 hours, 60% remaing afier 48 hours, etc. (see
Table 3) All unitz have a minimum of 38 mm, 15 inches. (~ 6 half-valus layers) of lead surrounding
the activity. (See Table 3.)

Table 3. Molybdenum Mcd9 Decay Chart Hall-Life 6.0 Hours

Days Percent Remaining Days Perzent Remaining

[] 100 10 8

1 a8 1" ]
2 G0 12 5
3 47 13 4
4 ar 14 3
5 28 15 2
& 22 20 06
7 7 26 02
B 13 a0 008
9 10

The physical decay characterstics of Mo&;bdnmm Mo88 are such that approximately B8% of
the decaying Molybdznum Mog9 atoms form Technatium Tegem. Since the Melybdenum Mogg is
constantly decaying to fresh Techretium Te%0m, it is possible to ehute the generator at ary time
Howaver, the total amount of Technatium ToS6m avalable will depend on the tims interval from the
previous sluion, the quantity of Molydenum Mo88 remaining and the effciency of the elution. Approx:
imately 47% of maamum Tachnetum Te 589m is reached after § haurs and 95% after 23 hours.

The elution via shield has a wall thickness of 7.9 mm, 0.31 inches, and reduces ransmitted
Technatium Ta S8m radiation essentally to 2ere. Ta comect for physica decay of Ta 89m, the fractans
that remain & gelected intorvals of time are shown in Table 4

Tabled. Physical Decay Chart: Technetium Tc $8m Half -Life § Hours

Hears Percert Remaining Hows Percent Remaring
o 100 0 ] a5
1 i) 0 a2
2 78 1 2H
3 71 12 25
4 a3 14 20
5 56 15 16
] 50 18 13
7 a5 24 L}
8 40
“Calibration Time

CLINICAL PHARMACOLOGY: The pertechnetate ion distributes in the body aumﬂnly' 1o |he m:ldu
ion bt i not orgeesed when trappedin the thyroid gland It also concentrates in the

reder radiation doses and longer life-cpectancy. Theee greater risks should be taken frm-
ly nto account in all benefit-risk ssessments imohing children
Longterm ive racdiation may be aatad with an drigk of cancar
PRECAUTIONS:
General

Ag in the uge of any radicactive matenal, care should be taken to minimize radiation expoeure o the
patient congistent with proper patient management and to ensure minimum radiation exposure to
occupdional workers

Since the eluate does not contain an antimicrobial agent, it should not be used after 12 hourg
from the time of TECHNELITE®, Technetium Te 99m Generatar sluticn.

Afer the terminaton of the nasolacnimal imaging procedure, blowng the noge and washing the
eyes with sterile dstiled water or an isctonie sodium chionde solution will further minimize the radia-
tion doge

Radopharmaceuticas should be used only by physiciars who are qualified by training and
axparience in the safe handiing of radienuciides and whoss sxperience and raning have bsen ap-
proved by the appropnate governmert agency authonzed to license the use of radicnuclices
of Fertility
Ne animal studies have been performed to evaluate camnogamc potertial or whether Sedium
Pertechnetate To 909m affects fertility in males or fernaes

Pregnancy Category C
Animal reproductive stuckes have not been conducted with Sodium Pertechnetate To 88m. It is also
ot krown whether Sadium Partechnetate Ta 9%m can cause fatal harm when admimsterad to a preg-
nant woman o can affect reproduction capacity. Sodium Pertechnetate Te $9m Injection shoud be
@vento a pregrant woman only if clearly needed,

Ig=ally sx,amnanons uun-g radiopk
an of chldk should be
ing tha anaat af manasn

those elective in nauns of a wom-
iy the first ferw (app 10) days follow-

MNursing Mothers
Sodium Pertechnetate Te 99m is excreted in human milk during lactation, therefore formula feedng:
should be subatinged for breast feeding
This radicpharmaceutical preparabon should not be admin
en unless expacted bensfits to be gained ounweigh the potential risks
Pediatric Use

See INDICATIONS and DOSAGE AND ADMINISTRATION sections. Also see the description of addi-
tienal risks under WARNINGS

{10 pregrant or | g woen-

Geriatric Use

Clinical studies of Technelte® did not indude sufficient numbers of subjects aged &5 and over to
determine whether they reapond differently from younger subjects. Cther reported clirica experience
hag not identified cifferences in responses between the eldedy and younger patients. In gereral, dose
selection for an eldsry patisrt should be cautious, usudly starting at the low end of the dosing rangs,
reflecting the greater frequency of decreased hepatic, rena, or cardiac function, and of concomitant
dizsase or ather drug therapy.
ADVERSE REACTIONS: Allergic reactions indudng anaphylaxie have been reported infeguently
following the administration of Sodium Pertechnstate Tc 98m Injection
DOSAGE AND ADMINISTRAT ION: Socium Penachnetats Te 99m Injsction is usually administerad by
inravascular ingection. For magng the unnary bladder and wreters (drect isotopic cystography), the
Sadum Pertechnetate Te 59m Inection is administered by direct inetillanon aeepuceny inte the Bladdar
viaaurethral catheter, hdlmqwh»ch:}wcuhﬂomluﬁodmlh MmLo{ e zali
directly into the bladder. The dosage vanes with each di i When imaging
tha nasolacrimal crainage systam, inatill the Sodium Pertachnatats To 89m Injsction by Ihe uss of &
device such a5 a microppette or similar method which w|l ensure the accuracy of the

Tha suggeated dose range employed for various d. ol inthe Mrage ADULT

PATIENT (70kg) 5
Vesico-urateral Imaging 18.5 to 3TMBq (0.5 to 1mCi)
Thyroid Gland Imaging 37 1o 370MBq (1 10 10mCi)

Salivary Gland Imaging 37 1o 1B5MB4 (1 to SmCi)
Neasolacrimal Dr ainage System Masimurm 3.7MBq (100uCi)
The recommended desage rangs in FEDIATRIC PATIENTS e
Vasico-urataral bnagng 18.5 1o 3TMB (0.5 to 1mCi)
Thyroid Gland Imaging 22210 2 96MBag (60 to BOUCIVhg body weight
The patient doss shauld be measured by a suttable rad cactivity calibration system immediately prior
to administration of the dose.
Parorteral drug products shodd be inepected visualy for late maner and digcol prorie
ackmiristr ation whenever solution and contaner permit. The solution to be admirstered & the patient
doas should be claar and contain no panticulats mater Do net wse an sluate of the TECHNEL
Technetum T 88m Generator later than one (1) working day after elubion (12 hours)
RADIATION DOSIMETRY
The estimated absorbed radiation deses te an average ADULT and Pedatric patert from an intra-
venous inpection of a maximumn dese of 1110MBq (30 millicunes) of Sodum Perdechnetate Te 9%m
Injaction ciatributad uriformly in the total body are shown in Tables § and 6
Table5. Aduli Absorbed Radiation Doses (mGy) from Intravenous Injection

thyredd gland, salivary glands, and stemach. However, in contrast 1o the iodide ion, the mrwutnmo
ion iz released unchanged from the thyrad gland

After intravascular adminestration the pertechnetate on gradually ecuilibrates with the extracel-
Iutar epace. A fraction is promptly excreted via the kidneys.

Following the admmistration of Sodium achnetate Ta 58m Injection as an eye drop, the duig
mixes with tears within the conjunctival space. Within geconds to mimaes it leaves the cenjunctival
space and excapes into the infersor meatus of the nose through the nasclacrimal dranage system

Organ Absorbed Radiation Dose (mGy) for a
1110 MBq {30mCi) dose
Adrenals 4.1
Lrinery Blacider Wall 0
Bone Surfaces 6.2
Brain 22
Breasts 2
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[Gallbiadder Wal 83
Stomach Wall 29
Small Inestines 18
LILIWall &3
LLIwall 23
Heart Wall 35
Kidneys ]
Liver 47
Lungs 29
Muscle 38
Chvaries 11
Pancreag 53
Red Marow 4.1
Skin 2
Spleen 48
Tastes ER
Thyrwus a7
[ Thyroid 24
Uterus B
]ﬁsﬂwmng Tizaues s
Effective Dose (mSv) 14

To abtain radiation absoroed dose in rade (30 mCi dose) from the above table, divide individual argan valuss by a faolraf 0 (does
ot apely far effective doce).

Table &. Pediatr R o] (mGy) from
Age 15 years 10 years 5 years 1 year
Administered adivity in 1110 740 555 370
MEq (mCi) (30 (200 L] o
Organ

Ackenals 53 54 62 7.1
Unnary Bladder Wall ] 22 hi:] 22
Bone Surfaces T 75 1 10
Brain 2 31 7 45
Breasts 2 28 4.1
Gallblacider Wall 11 12 13 13
Stomach Wl 38 36 43 58
Small Intesting 22 23 26 a0
[LILL Wl 1 (L) 110 140
[LLIWall 1 3 3l 48
| Heart Wall 45 4 52 4
Kidneys 7.2 78 5
[Chver [ B
| Lunge 2 44
Muzcls 4 & L]
Ovanes 14 13 14 17
Pancreas B E 8 10
Red Marrow 51 3 & -]
| Skin 25 26 32 38
[Splean [ [ 67 78
Testes 41 43 48 L]
| Thymus 38 as 42 53
Thyrad 40 41 &7 81
[Uterus 11 1 12 14
Rernaning Tissues 48 48 £4 64

HMWij{IESK} 19 19 23 29

To obtain radiation absorbed dowe in rads (30 mCi dose} from the abowve table, dhvide individual orpan values by a faoior of 10 {does
st appiy koe wllestaom coe)

The estimated absorbed radiation doses to an average ADULT from the instillation of Sodium Pertech-
natate Te 99m Injaction for imaging the nasclacrimal cranage system are shown in Table 7

Table 7. Absorbed Dose from Dac
Using Sodium Te99m
Abgerbed Dose
mag (rad/
Target Crgan 37MBg 100pCi)
Eye Lers:
I lacrimal fuid wrnover is 16%/min 0140 0014
Iflacrimal fuid tumaover is 100%/min no22 0.002
It drainage syatem is blocked 4020 0402
Total Body® 0011 o001
Owarnies” 0,030 0,003
Testes" 0008 0001
Thyreid® 0.130 0013
-am o sk kg of cranagn cytem
Inped. patients, an 30 rirute te 37MBig (1 malli ) of Sockum P s

Te 99m Imection following instillation for dirsct cystography, results n an estimated absorbed racdation
doge shown in Table 8

Table 8. Pediatric Absorbed Radiation Dose from Cystography

Age Eladder wall dose, Gonadal dose,
mGy (rad) mGy (rad)
1year 3.6(0.35) 015 (0.015)
& years 20(02) 0,086 (0.0055)
10 years 13(0.13) 0,088 (0.0068)
15 yeara 052 (0.082) 0.046 (0.0046)
HOW SUPPLIED: Lantheus Medical Imaging 'I'ECHNELI'I'E' Technatium Te 88m Gensrator is aval-
able in the foll of M8 on 1 date (date of manufacture)
&t gpecified on the product lat |chnhﬁcauon Il.bvl afﬁmd to Ihe generator.
Table 9. i = of R
High Enriched Uranium {HEU) Low Errlched Uranium {(LEW
NOC # GBaq of Ci of NOC # GBq of Ciof
Mogg Maobd Mogg Mosg
11884-080-36 I 1 11884-081-36 3o 1
11994-080-73 740 2 11584-0091-73 740 2
11984-080-52 928 25 11994-001-g2 925 25
11994-080-01 1m0 3 11894-091-01 110 a

11884-080-03 1480 4 11684-061-03 a0 4
11884-080-04 166.5 45 11684-081-04 166.5 4.5
11584-080-05 1B5.0 5 11994-081-06 1B5.0 &
11684-080-08 2220 ] 11994-081-08 220 ]
11884-080-07 27175 75 11994-001-07 75 75
11864-080-08 00 1] 11684-061-08 aran 10
11884-080-10 4525 125 118084-081-10 4525 125
11584-000-11 8650 15 11594-081-11 EEE0 16
11684-080-12 S56.0 18 1199408112 856.0 18
11984-080-13 7400 20 11994-091-13 7400 20
Each g liac with the followa lard compenents
1 Calhd Neecde Seal Vial
& Eluant Charge Vials (may be supplied separately)
6 Eluate Collection Vials {may be supplied separately)
1 Package Insen
&  Radiation Labels (Collection Vial)
&  Radsation Labels (Ekting Shield)
First order gensrators are shippad with the following accsssory components:

2 uting Shields

Esra quantities of these may be obtained at the T's request

STORAGE: Contralled roam temperature 20° ta 25°C (8B° 1o 77°F) [See USP]

EXPIRATION: The exparation time of the Sodium Pertechnetate Te 99m sdution is not later than 12

hours after elutien. [fthe eluate is to be used to recanstitute a kit for the preparaticn of a Technetium

Te %9m radiopharmaceutical, the kit should not be used after 12 hours from time of Generator elution

o after the cxpiragion time stated on the labding for the prepared drug, whichever iz carfier

The generator shoud not be uged alter the expiration date stated on the label.

ELUTION INSTRUCTIONS — TOTAL ELUTION METHCD

Waterproof gloves shoud be worn during elution.

Remeve dust (clear plastic) cover of generator.

Perform all subsequent eperations aseptically.

RBemeve slicone needle sval from eluart charge well. Discard as radicactive waste.

Remeve fip-off seal and swab septumn of euant charge vial with a bactencide (such & 70%

izopropyl alcohel), allow to dry, and inzert the vial into charge well Vial should be Brmly inserted

o assure puncture of septum. Caution: Excessive use of bactencides containng alcshal may

adwerssly affect Technetium Te88m y\eld

6. Openelution shisld base andir Bectionvid f hichthe fip-off sed hast

Serew bage back on securdy. Swab the axpoesd vd septum with abmdsand allow to dry.

Remove vented neede cover from collect well. Discard as radicactive waste.

Ingert shielded eluate collection vial in collect well, Eluton should gcommence within 30 seconds

and can be wisually checked by the appearance of bubbles in the eluant charge wial ™" NOTE:

It bubtles do not appear in the eluant cherge vial within 30 seconds, either one of the vids has

not been properly placed on itz neads or the dude vial has no vacuum. Remove the sluate

collaction wial ta prevent vasuum 1688: then remave and reingert the charge vial. Rengert the
sluate collaction val and if slution doss not commencs, uss a sscond shislded callaction vial

Caution: T: i with the internal could sterility and present

a hazard. This should ndt be

8 To assure proper yield and funchioning, elution must progeed to completion as evidenced by

emptying of the charge wial. Allow generator to elute for & least 3 minutes alter the charge has
been drasned, or for atotal of § minutes,

10, After elution has been completed, remove shield containing the collection vid. Chtain the collect
rieecle sed vial, and using a badencide, swabs the septum of the collect needle seal vial and
inzert over the collect needle. The sluant vial is sterile and should stay in place until the next
slution, functioning as a zeal for the nesdes within the chargs wall. Upon initiating the next
elution, discard the empty eluant vial 98 MIMIW waste,

. Fill ot and anach the d presgsune Joactvity labele 1o the elution
shield containing the fled eluae collection vial. Do not use an ehuate of the Technetium Te S9m
Generator later than 1 working daya.ﬂor the umc alaluhan (12 houre).

12, Use a shielded syringe when infrod Sodium P Te 98m schdion inte muang vials.
13, Maintan adequate shielding during the life of the radioactive preparation by using a lead via
shield and cover, and use a shislded syringe for withckawing and injecting the preperation.
ASSAY INSTRUCTIONS FOR THE

TECHMELITE™, TECHNE TIUM Te 99m GENERATOR ELUATE
The TECHNELITE®, Technetum T= Wm QGenerator Eluate may be assayed using an ionization cham-
ber doge The mar for cperation of ths dese calibrator should be
followed for measurement of Tcdmwlu.m Te 89m and Molybdenum Me@9 activity in the generator
eluae. The Mdybdenum 99 Technetium 99m ratic should be determined at the time of dution prier
o adminigtration, and from that ratio, the exiration time (up to 12 howe) of the duate mathermatically
determined. Each eluate should meet or exceed the punty requirements of the current United States
Fharmacopeia; that ie, not more than 0 0058MBq (0.18 microcurie) of Molbdenum 9 per 3TMBg (1
milicwie) of Technetium 98m per administered dose al the time of administration.

RADIOMETRIC MOLYEDENUM TEST PROCEDURE

This method is based on the fact that mest Technetium T 88m radiabion can be readly shielded and

anly the more frorm Mdybdenum Mo (T9KeV and T78KeV) are counted in the

S50-B50KeV mrgy range. The entire eluate may be assayed for Molybdenum Mo89 actiity as follows:

1. A Cesium Cs 137 reference source which has the zame geometry as the generator eluate must

be used to standardize the well counter

2 Determine the background after setting the windaw to the SS0-B50KeV -ml?y &

3 Countthe Technstium T 99m sluate i itz lead shisld (thereby shislding out Technetium Tc S9m)

by placing over the wall or probe

4. Count the Cs 137 reference source in the same shisld geometry for the same time period

& Compute Molybdenum MoS8 activity in the eluate as follows:

We Malybdenum = PG simulated MoBg x nat epm Eluate

MBS (ratal) et epen simulated MoSS references source

Divice this number by the mCi of Technetium Te 99m. This result (PCi MoS9imCi Te 9%m) can be con-

warted 1o MBqMaSHMBG Te 99m by multiphying by 107, The LS. Pharmacopeia and the LS. Nude-

ar Regulatary Commission or equivalent Agresment State regulations specify alimit of 0.00015MBg

Maybdanum Ma89 per MBq of Technetium Te 9%m (0.15pCi MoSSimCi Te 9%m) at the ime of admin-

igtration 1o each patient.

COLORlMETRIC ALUMINUM IDN TEST PROCEDURE.
Oltain an alurninum ion indcator kit thee aly ofthe eluate por the
manufacturer's ingtructions. The concentration must not nmd 10 micregrame per milliliter of eluate.
DISPOSAL: All companarts &uppedmh the TECI'NELFI'E' Taal'nehum Te asm Generator should be
manitarad for 1\ prios The Te To G8m should
not be disposed of into reubne trash systema. The generator should be disposed through a USNRC
or Agreement State liceneed deposal ageney or by a method approved by the appropriate reguatory
autherity. Spert generators may be Mumod return request,

This rach drug is ap) | for distribution to persons icensed pursuant to the Code of

Mazsachuzetts Regulations 1D6 CMR 120,100 for the uses listed in 105 CMR 120 547 or 120 552 o

under squivalent regulations of the U & Nuclear Reguatory Commission, an Agreement State or &

Licensing Stae.
D,

331 Treble Cove Road
N. Billerica, MA 01862 USA
For Ordering Call Toll-Free: £00-229-2431 All other business: 800-362-2668
(In Massachusetts and International, call 978-667-9521)
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