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J& - [FIRFthECA R S TAC s HA BT ERIE - SR [UIRE TR T DU BT & s I B HY
WEEE A G s - AR E A AR ARSI - DUSUR SRS S R 275
3% - 1QS-TSHHG_EITITCEEEEHY A I = (ERFID taghy it - 735 E RulEal ~ FErr4d
DURHERRBR i > REID tag & FRITGEY BB Et B an B &I B - MECRE 268 S8Ry

AHIEAREIR T TR E - ISR & GMPRUSHY AR i ©

= N

[&39 ~ ITG 1QS-TS A&AEREM A st — B #1151 > (SR B P AR A R R R B B 12
W N =T RhE S BRI o AHEREIR A - ((ERERITCE =R

%26 H



&40 ~ B EVIFE R ER - HLUNEGS B AR RS - FES R T I B AR
faras AT LM ENEE © (TEERITCEBRE )

[&l41 ~ REIDIFRESETE - b OR{sE A& AT FEUREAT4H ~ SUBISHEAREIR SRR B2 5 IRITG & 18
IERR - (FERITGE =)
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AR E G AR AL - BT BDOTATOCEUE PSMAR HITHE A
ERRIE R - SRS [EER(EE 20— D Se et 2l ~ SRR SR AR iy 228 - DI R E %
HERFH N Ry R SR G B P B R 7 » 23S Se bt & IV nIPRAEREE S - S8 YRR B 22T
I P AR SR T R DU RO A o FE B SR AR FE RS (L - RokK BB 22T &
GMP#REE > RN ES BRLL R SIHSBE ESE - H e e R L E RS 480
SRR IR TAZRIF B - (EARSESESERkE - 28888 —(0.22 pm/KIEREHRATE R
A AR AR EE A - BE TR R TIR R Se B S - DUPF Rk B Sy i i S

Checklist : Consumable Placement

Please type the peptide name involved in this production™ PSMA 11|

1) Place the cassette* I}

2) Connect the tube of valve N°9 going upwards to the blue filter of
final product vial*

3) Insert the needle of the horizontal tube of valve N°9 into the
waste vial (silver cap)™*

4) Place the reagents: HCl on red spike, Saline on green spike and =
EtOH on yellow spike*

S) Formulate the peptide with the buffer and inject it in the reactor
(red connector)*

6) Connect generator outlet to the reactor (red connector)® o

7) Connect generator inlet to the tube of valve N°2 (white connector)
*

8) Rip off the detachable tags from the cassette, reagents and
peptide™*

“ Next >
[B42 ~ 1QS-TSHIE [ A1 H » 3e{ I —— S AL REST - DUBD A B2k s A Ay «
(I 7 gk 2 ITGHER)
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[&143 ~ 1QS-TSAHAESERHYE IR ~ FEATRHEL A ALl > THIFHET TLu-1T TR B EEIEREE S e - B2
FE AT —(EEE 1 ~ 0.22 pf /KPR RE(F Ry SRR P B - (TEE R ITGE B == k%)

e

@44 ~ iQS-TSHERE S MERF Y RIIF B 22 /AT © FRE S EEF'_H?%DJMJEI’MLW [ RELER DA R
i S LAY BTERE S FEE (°C ) AL AH PR B S S (activity unit, AU B2 128/ HIERR P 4L ey dh 4R %=
U~ B SR URMH SRS - ((FENITGA E E R R
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To perform the filter integrity testing step,
proceed as follow:

1./Remove the final uct via
2 sterilizing

3. And click the 'Filter Integrity’ button or

press the main button of the syn
e irt2grey

emagmee ]
0 Filter Integrity Test Successful!

A ’

_ Click on "Continue” button to proceed with the
cassette rinsing.

ConGrwse

[&45 ~ 1QS-TS RN AEEE S EST IR » PR R I A USRS R TR e 38 1 - DARECRES 22

g

v A A S A o

-H*mlilpml'hit]limw

E | Sowsiegis
[E46 ~ 1QS-TSKFESERk & E A 2 (L) » &Rk ERRR ~ BIERE ~ JEEEL - thATEE9
H 165 cold-run” 455 o
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[&l47 ~ 1QS-TSRMESERIRE AL Z FEE(T) > sk IEREFF5efa2P BR ~ At AH/aURIRE/HE R EEY)

52 0 I REfEE9I H 1655 cold-run 455 -

FEHETTPRLTES A 3 FIAYPSMARZEIH PSMA 1&T ~ PSMA-617 ~ PSMA 1&S ~ MIP-10952
MIP-14045 & Z0HERR - TE & BT AR RFERPE & B R 2B B G FIPSMA-1 12
FEGa-68 2 SR R 11 T OB S VB RS - ITGPTAE ~ FEELAVEPSMA 1& T(CHE P 4 7H
FSITG-PSMA-1) » {EE2FFEDOTAGA-(I-y)tk(Sub-KuE) * i1 mgfudk » HulE5EGa-68 ~ Lu-177 »
Y-90 ~ Cu-648iIn-111 505 1F Rl R a2 a0 am A - IR ETHE MERE T B
HPLCHE 53T ~ ALERTT R AT BAMSHEE » DARE(R EREAREE St HIS I B FF & GMPALE -
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Example 1: X GBq Lu177 x 15 = X pug of DOTA-TOC
Example 2: X GBq Lu177 x 12.5 = X ug of PSMA 617

177Lu30+ L. S [ _ O "-:.;':.-
[&48 ~ Lu-177E5EDOTATOC » ITGHr RIS IR (GBq) EEREAR (ng) EE A -

HRIGITGT 223 n.c.a Lu-177RESEME IR S FE MR » TERREEDOTATOCH S ALY 2 2 ()
FodIE0EE (GBI - TEAEAEEEPSMARG( FHRERRAY EE & (ug) Ry B JEUE S (GBRY12.50 - 7E
{5 F17.4 GBaffIn.c.a Lu- 1775 FE TAEEERE - HEE 8 % 1.82 ng ~ #REI 102 nmol » HEEMEEE
DOTATOCHIEFEE115 ng ~ #5H 581 nmolAIREANE + 5 ZTEEPSMARANE FE 22100 mg ~ #2
FR96 nmolHIHERE » AR ENREEPHEIRFFAE4.0~4.5 - JIEROSC [ FE207 3% » /2 A5 5%
TR R R TS B4 A -

[&49 ~ Ge-68/Ga-685% L 259D - (I REFENITCEERE)
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& 50 ~ AEESE 40 Bl Ga-68FE A1 4H - = (ERIHEBHEELu-177T#EM4HMAHE > fEETNTCE = &
17Ga-68-DOTATOCHE s Ecold-runfE e HIES, -

&S] ~ Ga-63HESEHERREEY) 2 /B Lu-17TTHE AR [E] - [ BN A 2 AR as DL K Ga-68 2 HEFEN
2H o (TEEIITGA & B R FIRF 0 4)
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52 ~ HEEESE R TR AR AEEEERCRHIE, » [ AITG radioHPLC » Lu-177-PSMA &R fEAEFE K

1299 % o (TEETRITG L Bl B HEZR (R )

i
L

& 53 ~ ITG radioHPLCHf {8 FHAYE R By Thermo C-18E 1L « ((EZNTGA B B R EIFFH%)
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54 ~ ITG radioHPLC ] #EF 8RS & » 7FLu-177-PSMAAYAGEGTN A2S nLAVEE S THaER - (fFE
FAITGN &) & H R EREFOHR)

ITGHrBtRILU- 17 TR B SE YA AR o3 A 72 = Fe - AR Ky (5 Fsilica gel A TLCAgHI
FE 0 B =R Ry A R kS N radioHPLCAg e 5 = » 5 —FETLCR I 77 =02 LApHIE4~5
0.1 MIBESIR TR IF R BB » LLS pLER Al e 82 - ARATSE EHERRAYIFELU- 177/ N R2
% Ry EREREAE o 55 T AETLCHRMI )T AZLLTT o/ LIS B (K B EE50:50, VIV)TE Ryt 8
Mo 5 WLARATEAEEE - RIS EHERREFEELO-177/NR2 % R EARAEAE - FEARZENHITE
B - E S B R e LU 2 H R o S8 E - RyoRbmbBgBte DU R Rt » PR SR =1
radioHPLCHYIRER 772 » (EHIC-18EHE » BEIMHAR7K+0.1 % TFA > #EEhHHB & L (acetonitrile,
ACN)+0.1 % TFA » FEEFE100 %S EEARI 240 DREENMHA - 25 nLEEA A E > AR
56 CRERRAYERELU- 17T/ NIA L %o Ry EASAEEE
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[&55 ~ ITG radioHPLCHYHAS ChromeStar#RE /M A © (TEFHAITGA B B g FIF 0 4)

Fle View Btz Options Help

g 820 e A

A ve

18- 1 Bl Role e XML P XXX

051220131 mI0mn L1311 shan o |

T 1. Choose the channel

A

L

£ &

|\

2. Click on integration

Tracka g
Corfgrmon b
Ongna Meshod g 104

s
!5'

0
s

& 56 ~ Lu-177-PSMAZEY{# FIITG radioHPLCH&E# » retention time%Y f8578% - (B F it B ITGH:

sz i)

5

Tene n minutes
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Reagent kit for “*Ga labelling %
Labelling of bio-molecules with Gallium-68 for iIQS-TS .t
7] 10806 G

For 1 production on IQS-TS

- NaCl 0,9 % - Precursor preparation set

- Ethanol - Final product collection set

- Acetate Buffer - Wastes collection set K

- Precursor RFID tag

Storage
Qt,r s

[&S7 ~ Ga-685A MR NEY) = (TEEINITCA B R = 1)

Reagent kit for '’Lu Labelling e
Labelling of Bblo-molecules with Lutetium 177 for Q5 TS ‘tG
v Wa000028

For | praduction on 1Q5-TS
5 F4019
“NaCl 09 % E o
Water [(FETEST] 1272018
- Ascorbate Buffer

Precursor preparation set
Final product collection set

Storage

h‘”’

[&58 ~ Lu-17750EIsH 2 A EY) - (FEHRITCA S BB =)
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1.3 FriEfnRr I EM R B B EE R ¢ 1QS-TS hot-run#R(EHIE

‘l
59 ~ ITG &{F .2 L2 E P (Katharinenhospital) » HA7 FYHTIEIIFF(Stuttgart) » £ %0 TE#E

7 PRLT W51 ITG FFELIE n.ca Lu-177 LUR B &R IQS-TS METRABHRYIBGE - (1FE
}# Katharinenhospital 4M#E)

ARVEE B — > B T EPRLUTAE AR B E B - G FEAL s SR T HE
Yokt ~ B DR 8% - BBEim AR ~ FEA SRR - R NEE AR A
PRI AEITGR i SZ B B2 HE N S5 PG ERISLE B bt - SRE T i E B bty
Lu-177-PSMARVERGEfAZ ~ an'E BRI

TERTE AR Y S B I AL B G s, - (EREUREIITGE AR SR % - BN FHIQS-TSHA X B
SESS NI TRESE - BESE MBS il AHPLC A T4 G [FINF A T N S R s - e P
UG P R K S 2/ DI TEREC v S o RS R A A B R T B BRI B -
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60 ~ {E&HITGH i 7 %55 T A2AT Bernhard MayerlA & Katharinenhospitalt% B2 Z£fiUIrike 221+

NERERGE -

[E61 ~ JEME LSRN F - HEEHIEEER REA - R BEERIEREOR)
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[&63 ~ FLEEESFEHYGa-683F £ 8 ERQS-TSHAR © 15 —HEH A INREFEGa-63-DOTATOCEUE
Ga-68-PSMA-11FT{E ] » FAH B Z F b8 A ~ #21F N\ BFRE s8R F - Easmib =R -
(R Bl EA T E BB i)
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@64 - ﬂ%%@hm@ﬁﬁﬁﬁm%% B4R HEAMERELU-177-DOTATOCE &
Lu-177-PSMART{E A > $tBEHVAIFTI0 EogehiEaat - B lF & eI MISE s e SHEds R SH Ay
> BRI E RN SE R E S ED B - R R A SRR R R (R - (1]
Fi Rl 25 Ee e 1)

(65 ~ FUEMER LR 4T 2 st NE > HN 5/ N A B R - (IRR RFES

AT BEA B BTtk H58)
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(IR RlEE 29 e e )

F a2 H



‘l' j

[&68 ~ Sl ik B 8 Z U MBS ZEYINER M - BRE N B IR T R E AV NGET - £F
SRR 2 RG> HU—RBFEEY RN AR E - (8F RIFE 28l ks
HH)

RlEE S M e )

F 43 H



[&70 ~ e ik S 48 fm L A HE R - BRSNS - EE RIFIEGET o (ER RfF
EEEIE S UREEEIEt )

L IEES B £ A [EIFF(E FHITG radioHPLCEREckert-ZieglerfradioHPLC RN & s 28 #E1 TEEVTI
ABFERE T > (&L AT IS EI4EIR - retention time(RT)&YFs17740F) » FIERTENE ~ 495857
# o B BRI ~ A DI AT R A I AT TEAEHEIREEY B R E
2 R PSR PRAFAR A B34 -

A ARNAES
BRRRLLD

[E71 ~ FEEENit% 5445 7 TG radioHPLC » FHFALu-177-PSMARZ &SR0 1A L & S il
FIEMEE LA E S W THECREREEY A 25199 %S B4 S MIEAE - (IR BIEE
ShelE R EE B Fa )

E
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[&72 ~ LR BT 1% B8 4% /5~ Eckert-Ziegler radioHPLC » FH/ALu-177-PSMA ~ Ga-68-DOTATOC #%
BEEEVI LAt inks - FIEMEPLLANE 20 T DA PR AR SeR LA T - (IRR RfEE 2
TS BB R

[&73 ~ LAITG radioHPLC#: € Lu-177-PSMARL B G2V A LALTE - RTEYFs8 57 - 3T P A HRp I
RADZ B ERORIE - (R R lER T el e e 8 th 257k )
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| HPLC (EZ) RT 1:40
[&74 ~ DLEckert-Ziegler radioHPLC#: %2 Lu-177-PSMARZ BE S (L4l » RT4Y B 1434080 » 47 #7

PR RO - IR EER S o (R RER T el e b 8 ith 2257k 1)

[E75 ~ SLERRES e (o F 2 PSMAFEIA AR E5s ABX PSMA-617 - (BB BlEE N IiEM G e g it

EIlSE{EE)

T
ABXmmmm/M
et N (e YR T 0t A0 Rabltary e

T DOTA-TOC scetate (GMP)

(et of Vg A e
D - A $0%0

0001 000
180240 01

- * Mo Wioz

[E76 ~ SR ER e (s F 2 DOTATOC AR E By ABX DOTA-TOC acetate » (185 A EE T LT

BT E SRR
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Lu-177-PSMARZ B ZEY) I T LRSI i DASN - HiptieSarH HiER IME ~ pHIE ~ Eb
IS~ RZAEANR - R BN RN o REL T RHTE HE R B A B S N T E
SEYIREGE R IESC B T ] - BB S R A BB R B S R B AT R I
Be TS R BT 2 B R SR TR e - A BB S A g - Hp e =
BT HAE - HITG 1QS-TS £t » Al st R MEAE TR 1% B BB TR e B MR - fEsiAE
BRI B P 690,22 SRS (F F T A 5 » BRI e sl B it « 1N 2%
BHIIN Ry M ETE H - (EEAES R B e B H R B B B 5 AT . B /2 (8 FHENDOSAFE®
PTSHRES1F PRI N 3 R i -

8177 ~ X st s R SRR SRS VB R BRIV BE R TR T (TR
9 - (T8 H Bl S R )
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[&78 ~ SlEE BT 2 Lu-177-PSMASG EE £ 47 - LB 8EY) LIS E i IS H R R E HUE B Aa 4% - 4%
PAIEEDH — [ BN S E ARG - — 55 RS TRE DU R EE NS SR A &
/K ~ 1508 BB A8 B (5 FH VR S SR M LR EE M S AR © L R BB B4R 2 7 =
WAl A B I SGIE R Bl E > By METTERE) - (IR RIEE I SlhE e be i)

(79 ~ SEEAEE Bef B 485 N VIR I BRI E > AR E SE S HILu-177-PSMARZ B4 451775
[ GAE B EEZ AR E HEIXY F56~8 GBq » (B8R R IFETAHIREME et
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(&80 ~ SluaEth e ek B 4 N YRR B E A IR A% B 2B E1QS-TS e e iU
BEGEEIER BRI HVIEREE - (R RIEER IR o)

Hrin
Wiy St tgart T ACE LA

Protokoll zur Lu- 177—PSMA-Therapie

Namo Vorname *Caburtsdaturn lnuigln ﬁ

1zﬂunphtllv - e ————————— =

synthose
—— e LA ATy
RRTICTE Pradukt bel el | Priarvakon ¥ insoroten ry
Mannnkiiy 2
Antieforamg m ; 2 G, 524 GG
Orviglnalfiianciv hen [MBbgl Lhmtannw Lo 10 00 2010 00 a2
eeee————————
o " (RN ?
Phan Pty

AKEIIENE Produkt nach %
Synthese im uuannn on
e LR 6 X 1 88 GBq

Prodduktfiinchebwn Mg O 2015 14
"

Dt Zen

Applikation

Loltpunkt Applikation [(hhimim) l ll\kllvl!ll (M) ‘ :‘

Post Applikation bis planare Ganzkdrperaufnahme

Aktivitit Standard (Rest Im
Lu-AT7 .t
Produktfldschchen nach ',::':pmm F‘:..ohohon
Applikation) [MBq] Messaktivitat 42 91 MBQ
et/ Zon 18 .08 2019 1146

——

[E81 ~ % B4 FEfHLu- 177N SR - LCERIFUEE ~ BERESE AR A I E DL R 4a 45 1%
ARG - (RA RIFER IR
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[&82

Erster planarer Ganzkdrperscan

Qalum I | Uhrzeit

Protokoll  |Lu177 WB

Lagerung lRUckenIage; Arme am Kérper entlang;

Kopfschale

Position des Standards [in Standardhalterung zw. 0SG

Zwelter planarer Ganzkorperscan

Detum [ ] Uhezelt

Protokoll  |Lu177 W8

Lagerung  |Rickenlage; Arme am Kirper entlang;

Kopfschale

Pasition des Standards |In Standardhalterung zw. 0SG

Zweifach SPECT/CT-Scan ab Hals abwarts

Datum l I Uhrzeit

Protokoll  |Tomo WE

1
|

J

|

]

==

|
—
J

lagerung  |Rickenlage |Arme Gber Kopf

[ia

|nein

EILU 177,%%){%@5’3%&*6% E%ﬁ@%—‘

IRFEIEAER AL - (R R FE TSl e iaig)

[E183 ~ fEE T Sl E e B PR EIQS-TS » LALu-177HE5EDOTATOCHEAK - (MHB

THH%)
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&84 ~ fEE S e e PR R IFIQS-TS » SURIFRACIIAH AR LI » G HE A SR BRIGIESE
[ HE » (87 Frell e e bt fEdak)

Lot vaoRI R Synthesebericht ®
Wy 177Lu Peptide it
"TNe o

L T (A St

PARSED

Sywhmmrends’
Swet 00 - 221000008 102754 - Enc  J01000AE 25010
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05 |
T
108 |
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S | Geasail xon
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Desr "we | Dwnan
S | s
1

Nl e | g ) i V) Do b P

S - 14 GO0 010K ¢ VRSR1RA - Drigeeal - Owirs S1RZ01H 119620 AM

[E185 ~ fEE A Sl B e B IR EIQS-TS » DALu-177RE5EDOTATOCHE IR~ BEsE S g s L -
(A TR oL B e k)
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@86 ~ 1EE N LM EE L B IR REIQS-TS » DALu-177TREEEDOTATOCHERR ~ s IS T H -
(IR IR
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COERFEB 8Bt (Zentralklinik Bad Berka, ZBB)

AREE S —EHERABERE RERIVZER - ZBBIIZER T BRI KEFT » 52
AYERFIEEDr. Christoph Robillerr¢H& » 55— Bl EE AR IS B P9 F I e k&
e o B EDr. Richard BaumfrdEzE -

[88 E%E fﬁ“ﬁq@l <[5t (Zentralklinik Bad Berka, ZBB) » HAu7 2 {2 B4 b B B AR AY 24y
HEFR » AR R R G R R IPRLT RO A R E §4 - fZ B8 £ R ERIR T AT
Dr. Richard Baum 5 /2 PRLTHYEE S 4 F-BASHE /A (1 o (B85 fEgf Zentralklinik Bad Berkas 44
4H)

MHEGR T E AR ELEM e R - R B R LB eI E R g AR R BB
% o MRS HALEEED £ 3 (LR PR £ EDr. BaumPr&fa A 7T 1, 20048 Bt B A e tH 5 &2k
K2 - EEVE 2 IR ESENDr. Harshad KulkarniZeom B e sty RS EEIRE MERT 51 R
(metastatic castration-resistant prostate cancer, MCRPC) & & Ay iEMELHY6~10(% %% » B H%Y

400 \RHYFIF B A R R H R oh R B E 2 PRLTHRAE -
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&89 ~ A A R A KA - (R HIEEFZBBHER)

TRIE G PR R B 2 G 4G TR 8 5 000 2R rm A 2B 9 E e
FyTARL > BRI 1200 NIERHEERRE - T AP HeE IR 2 i (prostate-specific antigen)Hy
SR RS R - R SRR a2 B DR TR B R - TE(EFERSEROE -
FERL ~ TR AR a7 U B (E B T PRLTRI R B o2l 2 JaRe =
TEREZPRLTHYGH R - BRIV T SHITEOME HIE R E136(E 5 B APl F 4 - %
NS EFTEE A B 2 BN G R S AT FLu-177-PSMARL B EEY AR e i a
FRAEEPR SR & VM A (B A B AR ] AETE Y B e DUR 28R A (Compassionate
Use)iIAIAEFTPRLTVGHE » FH A Lu-177-PSMARL B8 2271 {F BUMNEEY) 5 21 /5 (Buropean Medicine
Agency, EMAEREE IEEZ T » THE 20200 A4 & - R H B ATt e 2 2 e
AffHEEE A2 B E i - EARI T BT R BUR R S A A RGBS B TPRLTIAH -
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[&91 ~ 25 R Rt 2B ER - B EMR A —HZigEEn 5 - (85 RIE&ERZBBHME)
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(@92 ~ B 5B 2B FE L O-PHEE - ENAELNI0 B - B8R BIEETRZBB
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[&93 ~ Ay 5 -RE b 2%

»
2P OAL R T e Eings - (R BIFERZBBIEE)
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[B94 ~ E2FF H i REE b A B O S L AR AR E RS Eia2s - (FBR BIEER
7ZBBIH#%)

95 ~ #E AR H i RE b 2 X B2 RO ERlE R E G EHE - (R /IFENZBB
THHH)
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[E96 ~ 4 H i -FEa M 2 A% B a2 R v L BRI E A B (5 4 Granisetron 3 mg © (B8 H BIEZER
ZBBH#E)

& 97 ~ {EE B2 T V&R R AT Dr. Harshad Kulkarni& 52 ©
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FEAFESHER Bl R TRy E o EEAIE AR AfEZ Lu-177-PSMAJGHE - 4
W A2 Lu-177-DOTATOC B HEE A 73 b HE R - #2Dr. KulkamiZeon—fOREEREAZ B
R LA P S A e TR BN BRER B R4 © 6 - PR N AR EEE - (& S3E 0
HEAKERE « HE ~ iz RELHHE - b —rfEhyemE e ke 68 - HRRE
H & AR 22 —2X10,000BTHYPRLT B (R4 3 N\ B R H B R B b AR 7Y
EARZH ARG AN AR B EERTEIER) - HATAEZPRLTGHEH &8
BEBHATRZD AN > AREIPNHEE AR - 5 EPRLTEFREAFRK -

(98 ~ B4 H B P BB B Em B EVIX B EEY) A A HERH AR TEMAR R &
TESREEE - (R RIFENER Bl R s homi
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| 10:4920 .lmh.w Lul.77
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B EIR - (RR RIFERER AR Re&hams -
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Prz R ~ REFEADUME « &OBPRFFELRRRETES RS HM e U 4L
Ga-68-PSMA-PET/CTHEF IR A FRIIPSMA » K& BEAE Z A #E2 Eaa SN - %
Z{# FdDocetaxel ~ Cabazitaxel B¢ & fff Taxotere/Cabazitaxe {7 » BB E B ZPRLTHVE & DL G
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o BN AR~ BRI TE DL AS HEIRRE (Kamofsky Performance Score, KPS) » HAZEEADr. Baum
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1. ZHSPET/CT4E R
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6.Ki-675%

7.F-18-FDG PET/CT4% 5
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(Whole Body Scan, WBS)PA K 2/ D—2HJLu-177-PSMA-SPECT/CT#&57 » & HDr. Baum#iDr,
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Pre-therapy work-up
Renal scintigraphy
St 177Lu-PSMA Radioligand Therapy

Blood counts,
renal / hepatic fn

I Hydration - oral mineral water and infusion of 0.9% NaCl solution

Ga-PSMA PETICT

Infusion of "7Lu- PSMA over 5 minutes
by a dedicated infusion pump system for rdionuclide therapy

- 2 days

2 3 days

L u- PSMA WB scan
[planar scans for dosimetry] .. . .

TLu- PSMA SPECTICT . ’ ‘
of the tumor region

60
Blood sampling \' I I I I I I I
Urine sampling --= i
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BB 777 ~ Ga-68-PSMA-PET/CT 5Tl - 4G %EIF[EISY 5 088 ~ MAEMIATAMTRES T A B R
K > GEEEIR IR EEHE TR P B RCBEE (LK WBS ~ SPECT/CT ~ MRBLFRIEE AT - (BA

8% E Dr. Baum fH#fEZE)
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AR ELEE] TG SR E B F R H -~ B EE PRLT B2 REHE R
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116 Isotope Technalogles Garching Gmbs
Schielsshobmar Strasse 91 . 85748 Garching, Germaey

Taipeh Representation
In the Federal Republic of Germany
Office Munich
Leopold Street 28z
80802 Munich
2019-08-08
Dr. Susan Carroll
Head of Technical Support & Services
+49 (0}89 3298986400
susan.carroli@itg-garching. de
Invitation Letter
Dear Sir,

We would like to invite Mr. Kuo to our company ITG Technologies GmbH, Lichtenbergstr, 1, 85748 Garching, which is
dedicated to the development, production and global supply of targeted diagnostic and therapeutic
radiopharmaceuticals and radionuclides for use in cancer treatment. Mr. Kuo is invited to our facility for education

and tralning in this field.
Name: Kuo, Yu-Min
Date of Birth: 29 Sep, 1981
Passport No.: 301094544
Nationality: Republic of China
Please find below the details of his stay in Munich:
Date of arrival In Munich: 16™ Sept, 2019
Date of departure; 20" sept, 2019
Place of Stay: Munich- Garching
]
)
Best Regards I G
ITG Isotope Technnlogies Garching GmbH

whn |38}
V. G A LehfrCermueatut (85748 Garching
LU}

L A 80 120 HOHG 07
Dr. Susan Carroll f
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A company of the ITM Group. Ttm
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endolucin
beta

EndolucinBeta® is an innovative radiopharmaceutical
precursor for targeted radionuclide therapies and
contains the active substance '"’Lu chloride as a
no-carrier-added radioisotope.

The use of no-carreradded (n.c.a) "Ly

is excellent for the efficacy and quality

of therapeutic radiopharmaceuticals, The
procduction route of EndclucinBeta®™ takes
advantage of highly enriched Ytterblum-176 as
starting material, thereby providing the highest
specific activity and an unprecedented level of
radionuclicic purity.

Using ™Lu in its pure form enables the specific
racioactivity to be greatly increased by up to
6-times. As a result, the superior performance
creates favorable preconditions for efficient
radiciabeling of biomolecules such as peptides
and antibodles,

PRODUCTION ROUTE

Using the indirect production route
by taking "*¥b as starting material
we are able to offer no-Carmer-atdded
TLu with supence characteristics
when compared to the carmer-added
radioisotope

With us, you ¢an choose your day of Activity
Reference Time (ART) at one of 7 days within
shelf life, right according to your needs.

Through our reliable, longstanding partnerships
with nuctaar reactors we can quarantee security
af supply and daily availability of EndolucnBeta®
365 days a year, The [TM Group and Its subsidiary
TG strive for excellence in establishirg an
innovative, fully-integrated n.c. a. "L platform,
setting new standards.

EndolucinBeta® is GMP certified and received EU
Marketing Autharization.

DEFINITION OF ART

Activity Reference Time (ART)

duteed for TEDGCEY day -

Production Day

S

A S ) " - W i |

0 1 2 3 4 5 6 7 a g
Shelf Lite 9 Baiys

Checse the cay of Activity Reference Time
(ART} and get EndolucinBeta® according to
your needs, any dzy of the week.
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FIXED PARAMETERS

Characinrintics A

Copiante Criterin

Blament Lutetium Volume per vial 0.075-3.75mL

Nuclide My Radolabeling yield 299.0% (based on radiolabeling with

Haif-lite 6.647 days Ly of DOTAderivate, molar ratio 1:4)

Decay mode Bota decay Packaging Type | glass vial, closed with fluarotec*
conted bromobutyl septum and conter

Beta max. energy o.aumvw ST hole crime cap

QNI 1 9498 1 N A

R s :,‘; !Mt). L i Shalt-life ¥ days trom peoduction (lfing of product)

Chemical form Lu™ In agueocus HCI solution

Solvant 0.04M KO solution

PHYSICAL DATA

Conterm Range: 3-150GBq per vial at ART
AT Specifiable to 12:00 (CET) of deys 07 after production
P Packagig Options:  « vial 2mL, conlcsl bottam

{Avallable for 380 GBa)

RELEASE PARAMETERS

Chacacterstics

Spocific activity 23,000GRg/mg st ART
Radionucidic purty Y 5001 %
Sum of others (the total radicactivity dus to other
ragionucise Impurities) £0.01 %
Activity per vial 90 % =110 % of the declared '"'Lu radioactvity at the
diste and tene stisted on the latie! (ART)
Radinactivity concentration 36-04GHa/ml at ART
dentity "L 'l"l: k::‘ g:r;mm line existing 208 keV gamma
Identity chiaride Whitee pracipitate visibie
pH 1-2
Appearance Clear and colorless solution
Chemical purity Fe £0,25u9/G8q, Cu 50.5ug/68q,
Zn £0.5ug/Gha. Pb £0.5ug/Glq,
"Yb £0.1 ug/Gog
Sum of inpucities £0.9ug/Gllg
Radiocthwmics purty 299.0% ay "Lucl,
299.0% (based on radiolabeling with "Lu of
Radiolaberng yield DOTA-arivate, molar ratio 14}
Hacteral endotoxns S 2080/l
Steriity Sterile (final autoctavingl

Produced by ITG,
A company
of the ITM Group,

About ITM Group

TM Isotapen Tachnologien Minchen AG

15 0 privately heki group of cormpanies
doticated to the devalopment, production
und glodal supply of Innovative diagnostic
and therapeutic tadonuchides and
radiopharmaceuticals

TM's main obpectves are to sgrdficantly
rprove outcomes and quaity-of-lite for
cancer patierts while st the same tene reducing
sde-oftects and Improving hoalth sconomics
through a new ganeration of targeted
radioruclicde theraples In precivon oncology.

% 83 H

* vial 10mL, flat bottom
{Avallable for §-150 Glq)

1CPM%
Garmera spectrametry, coerectod to 'Ly activity
ot ead of shelf life

Dose colbrator

Dose codtirator / \Wmghing
Gamma spactraometry

Chioride detection reaction (Ph, Bur. 2.1.1)
pH-strip
Vius

1CPMS, Impuritios content corrected
10 Ly activity st end of shelf-life

TLC (PN, Bur, 2.2.27)
TLC (Ph. Bur. 2.2.27)

Turbsdimetric-kinetic (Ph, Eur. 2.06.14)
Diroct noculation (M. Eur. 2.6.1)

Your contact:

Phone: +49 89 320 B9B6-60

Mal infoditm.ng

www ity

ITM™ Isotopen Techrologlen Munchen AG

Lichterbecgstrasse 1
85748 Garching, Gerrmany

itm
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1IQS-TS

Fully automated Theranostics Synthesizer for
the preparation of radiolabeled biomolecules
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Manufacturer’s recommendation: It is recommended to leave the iQS-TS switched on. Repeated on-
off switching might shorten the life-time of the built-in PLC.

r— FFIJ Render

Syroge Achmtor —=

Sermge Halder —_

Reactor hegte ———__

Vaals Perzng fusse —

Stopcogh ACugtors —

Figure 1: Front panel (upper Figure) and Back panel (lower Figure) of the module
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IQS-TS

Fully automated Theranostics Synthesizer for
the preparation of radiolabeled biomolecules
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QUALITY CONTROL SOLUTION

S 3700 y-DETECTOR UNIT

Ha-ie correction
Material

Detector

Stuelding

Energy range
Background noise
Dynamic ranpa
Flow cells

Column cabinet

Injection valve

Data output

Colurmn selction valve
Wisight

Dimensionsy

Power supply

Column oven

S 1125 HPLC PUMP SYSTEM

Online correction Material
PEEX; PFA

% Flow rati
2% 2" Nal(T0 pinhole e
40 mim Pb equivalent
0.02 = 1.2 MeV Flow accuracy
40 cpm Flow precision
0~ 400,000 cps Pressure range
Variable 5, 20 ana SOl by fitting setting Fwsm pulsation
Integrated with lead snéelding 25 mm Compressibility
Po-equivalent COMPEnsanoen
Integrated Dimensions
Digital, pulse counting Weight
Opticaal Powar supply
38kq. » Dependeg on desgn

396 x 165 x 478 mm
100 - 250 V {47 — 63 H2)
up to 70°C, fully shiedded

$ 3245 UV/ VIS DETECTOR

Material Stainless steel/ PEEK
Baseline nolse = 1 x 10" AU (@240 nm, 1 sec risetime)
Basaline drift 2490 AU/D
Wavelength range 190 - 900 nm
Wavelength accuracy &2 nm
Lingarity >20AU
Light source Deuterium lamp, tungstan lamp
Wavelength program Adpstable in 10 steps
Analogue output 1% 1V (optianst: 2x 1V)
Additional features Peak detector with +24V switch contact
for magnetic valve
Dimensions | 396 165 x 478mm
Wesght kg
Power supply | 100250 -V (47 - 63Hz}
« Doperding on configuration
Produced by ITG. About ITM Group
A company ITM sotopen Technologien Minchen AG
of the ITM Group. s a privately held group of companées
dedicated (o the development, production
and giabal supply of Innovative diagnostic
and therapeutic radionucides and
radiopharmaceuticals,

MM's main obsectives are to significantty
improve outcomes anc quality-of-iife for

cancer patients while at the sarme time reducing
side-effects and inpraving health economics
through a new generation of targeted
radionuclide therapies in precision encokgy.

% 87T H

Stainless stael /PEEK", Teflon AF*, PVDF,
coramics, sapphire, ruby

Adjustable
Micro: 0.001 = 2.000mi/min
Analytical 0.001 = 10.000mI/min

% 1,0% 1,000m!/min

£ 0.1% RSD 1,000md/min

0 -40 MPa (0 ~ G000 PSI)
Typically < 0.1 MPa or < 1.0%

ntegrated
310 x 165 x 478mm
1M kg

100 - 250 ~V (47 ~ 63 Hz)

Your contact:

Phone: +49 89 329 8986-60

Mad. infe@itm.ag

www.itm.ag

TM Isotopen Technalogien Minchen AG
Lichtenbergstrasse 1

85748 Garching. Germany

itm
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