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GMS TRODAT-1 KIT

For the Preparation of
Technetium Tc-99m TRODAT-1 for Injection

DESCRIPTION
The kit consists of reaction vials which contain the sterile, nonpyro-
genic, non-radioactive ingredients necessary to produce Technetium
Tc-99m TRODAT-1 for diagnostic use by intravenous injection.
Each 10 mL reaction vial contains:
TRODAT-103HCI ..o 0.126 mg
Sodium glucoheptonate ............cceeveverineeninesieiens 0.32 mg
Disodium ethylenediaminetetraacetate dihydrate ...... 0.93 mg
Stannous chloride dihydrate .0.032mg

Mannitol
Anhydrous sodium phosphate dibasic ..............c.cceuunee 41mg
Sodium phosphate monobasic .............cccceevveriienne 0.46 mg

The contents are in a lyophilized form under an atmosphere of
nitrogen. No bacteriostatic preservative is present.

Technetium Tc-99m TRODAT-1 for Injection is in its final dosage
form when sterile sodium pertechnetate Tc-99m solution is added to
each vial. The pH of the reconstructed product is 6.5-8.5. No less
than 90% of the sodium pertechnetate Tc-99m added to a reaction
vial is bound to TRODAT-1 at preparation time and remains bound
throughout the 4 hour lifetime of the preparation.
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NOTE
The reaction vial should not be reconstituted with any solvent other
than sodium pertechnetate Tc-99m injection.

INSTRUMENTS FOR PREPARATION OF Technetium
Tc-99m TRODAT-1

A suitable lead vial shield, 5 ml sterile syringe with needle, 0.9%
sterile sodium chloride injection, 75% alcohol, and autoclave or
water bath.

INSTRUCTIONS FOR PREPARATION OF Techne-
tium Tc-99m TRODAT-1

Use aseptic procedures throughout and take precautions to
minimize exposure by use of suitable shielding. Waterproof gloves
should be worn during the preparation procedure.

To prepare Technetium Tc-99m TRODAT-1 for Injection:

1.Remove the protective plastic disc from a reaction vial and swab
the rubber septum with either an alcohol swab or a suitable
bacteriostatic agent to sanitize the surface.

2.Place the vial in a suitable lead vial shield.

3.Using a shielded syringe, obtain 5 ml of a sterile sodium
pertechnetate Tc-99m injection with radioactivity of 1480 MBq (40
mCi). Add the sodium pertechnetate Tc-99m injection to the
reaction vial aseptically. Remove an equal volume of headspace to
maintain atmospheric pressure within the vial before withdrawing
the syringe.

4.Swirl the contents of the vial for 10 seconds.

5.Heat the contents of the vial by using one of the methods listed
below:

(1)Autoclaving: heat the vial in an autoclave at 121°C for 30
minutes.

(2)Boiling method: place the vial in a boiling water bath (ensure ot
immerse the vial in water) for 60 minutes. if a dry bath/ black is
used, ensure the block retains the temperature above 100°C
and the close contact of vial-to-block walls.

6.Remove the vial from the autoclave or water bath and cool to room
temperature.
7.Assay the product in a suitable calibrator.

NOTE

1.Sodium pertechnetate Tc-99m injection is used
no later than 6 hours from the time of generator
elution.

2.The **Mo/**"Tc generator should be eluted within
24 hours from the previous elution.

3.The sodium pertechnetate Tc-99m injection used
in the reconstitution of the reaction vial should be
in compliance with the Pharmacopoeia.

4.The specific activity of sodium pertechnetate
Tc-99m injection used in the preparation of
Technetium Tc-99m TRODAT-1 for Injection is
222-296 MBqg/mL (6-8 mCi/mL). Total radioactivity
should not exceed 1628 MBq (44 mCi). The sodium
pertechnetate Tc-99m injection can be diluted with
a sterile preservative-free saline.

5.0xidant-free sodium pertechnetate Tc-99m
injection is used; otherwiselabeling efficiency will
be adversely affected.

6.To increase the accuracy of diagnosis, it is
recommended to evaluate theSPECT imaging with
striatal/occipital uptake ratio, combining brain
images score by ordinal scale or clinical observa-
tions.

DETERMINATION OF RADIOCHEMICAL PURITY

(RCP) IN PRPERATION

1.0btain two plastic iTLC-SG plates, pre-cut to 15 mm X 130 mm.

2.Prepare two types of mobile phase: (1) 0.9% sodium chloride
solution and (2) acetone. Pour adequate amount of each mobile
phase into two distinct developing tanks, respectively, to a depth of

<2 cm. Cover the tank and let the solvent equilibrate for 10

minutes.
3.Apply one drop of Technetium Tc-99m TRODAT-1 at the center of

the place 2 cm from the bottom of each plate.

- System 1: develop the plate with 0.9% sodium chloride
solution in thecovered TLC tank for a distance of
12 cm from the bottom of the plate.
develop the plate with acetone in the covered
TLC tank for adistance of 12 cm from the bottom
ofthe plate. After drying, develop the plate again
with 0.9% sodium chloride solution.

4 Measure the distribution of Tc-99m activity by an appropriate
radiation detector.
5.Calculate the %RCP of Technetium Tc-99m TRODAT-1 as:

%RCP of Technetium Tc-99m TRODAT-1 = 100 - [(% radioactivity

in the SOLVENT FRONT of System 1) + (% radioactivity in the

ORIGIN of System 2)]

- System 2:

6.Radiochemical purity sholud not be less than 90%.

DOSAGE AND ADMINISTRATION

The recommended dose range for intravenous administration of
Technetium Tc-99m TRODAT-1 for a 70 kg patient is 814-1036 MBq
(22-28 mCi). SPECT imaging should be performed 4 hours post-ad-
ministration.

CONTRAINDICATIONS
None known.

ADVERSE REACTIONS
Dizziness, back pain, hypertension and paresthesia have been
reported occasionally.

PRECAUTIONS

1.Contents of the reaction vial before preparation
are nonradioactive. However, after the sodium
pertechnetate Tc-99m injection is added,
adequate shielding must be maintained.

2.Contents of the reaction vial are intended only for
use in the preparation of Technetium Tc-99m
TRODAT-1 and are not to be administered directly
to the patient without reconstruction.

3.Technetium Tc-99m TRODAT-1 should not be used
more than 4 hours after preparation.

4.To minimize radiation dose to the bladder and
other target organs, the patient is encouraged to
drink fluids and to void frequently during the 6
hours after injection.

5.Pregnancy: Animal reproduction studies have not
been conducted with Technetium Tc-99m
TRODAT-1. It is also not known whether this drug
can cause fetal harm when administered to a
pregnant woman or can affect reproduction
capacity. Therefore, Technetium Tc-99m
TRODAT-1 should be administered to a pregnant
woman unless the potential benefit justifies the
potential risk to the fetus.

6.Nursing Mothers: Technetium Tc-99m TRODAT-1
can be excreted in human milk. Therefore, formula
feedings should be substituted for breast-feeding.

Radiation Dosimetry
The estimated human absorbed radiation doses to an adult (70 kg)
from intravenous administration of Tc-99m TRODAT-1 are shown in
Table 1.
Table 1-Estimated Absorbed Radiation Doses After
Intravenous Administration of Technetium-99m TRODAT-1

Organ mGy / MBq rad / mCi
Liver 0.047 0.173
Kidneys 0.035 0.131
UL wall 0.028 0.104
Spleen 0.023 0.085
Urinary bladder wall 0.020 0.074
LLI wall 0.018 0.067
Gallbladder wall 0.016 0.060
Small intestine 0.016 0.058
Heart wall 0.015 0.057
Lungs 0.015 0.055

Thyroid 0.012 0.046
Adrenals 0.010 0.037
Pancreas 0.010 0.037

Ovaries 0.008 0.029

Uterus 0.007 0.024
Stomach 0.006 0.023

Bone surfaces 0.005 0.019

Breasts 0.005 0.019

Total body 0.005 0.019
Red marrow 0.004 0.014

Muscle 0.003 0.012

Thymus 0.003 0.011
Brain 0.002 0.008
Skin 0.001 0.005

Testes 0.001 0.004

EDE 0.015 0.055
Effective dose 0.012 0.046

ULI= upper large intestine; LLI= lower large intestine; EDE= effective
dose

External Radiation

The specific gamma ray constant for Technetium Tc 99m is 5.4
micro-coulombs/Kg-MBg-hr (0.78 R/mCi-hr) at 1cm. The first
half-value thickness is 0.017cm of lead (Pb). A range of values for the
relative attenuation of the radiation emitted by this radionuclide that
results from interposition of various thicknesses of lead is shown in
Table 2.

Table 2-Radiation Attenuation of Tc-99m by Lead Shielding

Shield Thickness Coefficient of Attenuation
lead (Pb) cm
0.017 0.5
0.08 0.1
0.16 0.01
0.25 0.001
0.33 0.0001
STORAGE

Store the unreconstructed reaction vials below 30°C and protect
from light. After labeling with Technetium Tc-99m, store the solution
at room temperature in a suitable lead shield, and discard after 4
hours.

PACKAGE
5 or 30 vials pack

Version
8.0

Printed date
September 2019
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