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FIG.1A
Auto-Scaled Chromatogram
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FIG.1B
Auto-Scaled Chromatogram
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FIG. 1C
Auto-Scaled Chromatogram
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FIG. 1D
Auto-Scaled Chromatogram
600 -
: N S
i d
: — r—
-1EO: ' & L -
- Fe o T
[ 7w P Lo
' — Lyl %gmh—m
2063 B R ind-
) | L
bl - [
. T =
00d -
0.00 .00 400 £.00 8.00 12.00 1200 1400 16.50 18,00 20050
L BT e
FIG. 1E
Auto-Scaled Chromatogram
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FIG. 1F
Auto-Scaled Chromatogram
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FIG. 2

[STEP 1] Prepare all solutions (0.04 N HCI, Reaclion Buffer
Femnulalicn Euffer)

l

Ascoroale Reaction Buffer

[STEP 2] Prepare 424 pgimbl Precursor Solution by adding Reaction
Burfer direclly to Euk-Sub-kf-iodo-y-DOTAGA {precursar

Precuracr Souutich

¥

| "LaCl; in 0 04 M HTI

:

[STEP 3] Add additional required volume of 3.04 M HCI o supplier
TLaCl; vialis)

[STEP 4] Add Precursor Solution to supplier "7 "LuCl; vialis)

1 Reaction Composition

| Thermomiser

"

[STEF 5] Radiolabeling of precursor al 90 = 4°C for 10 + 1 min shaking
al 300 rpim

TLu-PEMA-ET

| Formulation Buffer

[STEP ] Dilute **Lu-PSMA-IET with Fernulalicn Buffer Mix to
form uniform sclation.

l

[STEP 7] Sterdle fitter diluted
TTLu-PSMEA-IET fthrough 2« Q.22 pm filters] into wial or 'V bag.

l

| Formulation Buffer

[STEP &] Rinze reaction vial with Formulation Buffer per vial and
slerile filler into bulk vial ¥ bag

k3

| Formulation Buffer

[STEF 9] Add further Fermulaficn Buffer to vield final bulk drug
praduct in the Formulation Composition

1

[STEP 1] Dispense fised volume doses calibrated 1o a suitable
number of days post-manufacturing




