1. NAME OF THE MEDICINAL PRODUCT

ProstalLumin 20—4500 MBg/ml Solution for Injection

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each mL of solution contains 20 — 4500 MBq of fluorine ('*F) PSMA-1007 (ProstalLumin) at the date
and time of calibration (activity reference time, ART).

One vial of 20 mL contains 0.2 to 20 mL of solution, corresponding to 400 - 90000 MBq at the date and
time of calibration (ART).

Fluorine-18 decays to stable Oxygen-18 with a half-life of 109,8 minutes by emitting a positron of
maximum energy of 249.8 keV, followed by gamma radiation emission by positron / electron
annihilation with an energy of 511 keV.

Excipient(s) with known effect:

Each mL contains up to, 6 mg of sodium, 0,15 mg of potassium and 59,175 mg of ethanol.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Solution for injection.
Clear, colorless or slightly yellow solution, with a pH between 4,5 and 8,5.

4. CLINICAL PARTICULARS
4.1 Therapeutic indications
This medicinal product is for diagnostic use only.

Prostal.umin is indicated for the detection of prostate-specific membrane antigen (PSMA)-positive lesions
with positron emission tomography (PET) in adults with prostate cancer (PCa) in the following clinical
settings:
e Primary staging of patients with high-risk PCa prior to primary curative therapy,
e Suspected PCa recurrence in patients with increasing levels of serum prostate-specific antigen
(PSA) after primary curative therapy.

4.2 Posology and method of administration

Fluorine (**F) PSMA-1007 should be administered by suitably qualified healthcare professionals. PET
images should be interpreted by nuclear medicine specialists trained in PET.

Posology

Adults

The recommended dose for adults varies between 3 and 4 MBg/kg of body weight (i.e. 210-280 MBq
for an adult weighing 70 kg), according to the type of camera used and the acquisition mode.

The maximum activity to be injected must not exceed 450 MBq.

The maximum volume of solution to be injected must not exceed 10 mL.

Renal impairment / Hepatic impairment

Use of ProstalLumin in patients with renal or hepatic impairment has not been studied.

Careful consideration of the activity to be administered is required since an increased radiation exposure
is possible in these patients.



Elderly population
No dose adjustment is required.

Paediatric population
There is no relevant use of Prostalumin in the paediatric population.

Method of administration
Intravenous use.

The activity of fluorine (**F) PSMA-1007 has to be measured with a dose calibrator immediately prior
to injection.

The injection of ProstalLumin must be intravenous. The recommended maximum volume of undiluted
ProstalLumin to be injected is 10 mL.

For instructions on dilution of the medicinal product before administration, see section 12.

The injection must be intravenous in order to avoid irradiation as a result of local extravasation, as well
as imaging artefacts.

For patient preparation, see section 4.4.

Image acquisition

Patients should be supine with the arms above the head, if possible. A CT must be obtained to correct
the attenuation and for the anatomical location of the foci seen in PET. The PET examination should
start 90 to 120 minutes after injection. Image acquisition should begin mid-thigh and continue up to the

top of the skull.

4.3 Contraindications

Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.

4.4 Special warnings and precautions for use

Individual benefit/risk justification

For each patient, the radiation exposure must be justifiable by the likely benefit. The activity

administered should in every case be as low as reasonably achievable to obtain the required diagnostic
information.

The diagnostic accuracy of fluorine (**F) PSMA-1007 could be affected by the patient’s serum PSA
concentration (see section 5.1, pharmacodynamic properties).

Renal impairment

In patients with reduced renal function, caution is required, as theoretically increased radiation exposure
is possible. However, this possibility is reduced, since fluorine (**F) PSMA-1007 has limited renal
excretion.

Hepatic impairment
In patients with reduced liver function, caution is required, as increased radiation exposure is possible.

Paediatric population
For information on the use in paediatric population, see section 4.2.

Interpretation of images
Fluorine (*®F) PSMA-1007 images should be interpreted only by nuclear medicine specialists trained in
the interpretation of PET images.

Fluorine (*®F) PSMA-1007 PET images must be interpreted qualitatively and semi-quantitatively.



A suspicion of cancer at common sites of prostate cancer recurrence is based on the uptake fluorine (*°F)
PSMA-1007 in relation to background radiation combined with the corresponding CT and/or MRI
information. The known physiological uptake of PSMA tracers should be taken into consideration.

Detection of prostate cancer recurrence in the prostate lodge, regional lymph nodes, remote lymph
nodes, skeleton, soft tissue and visceral organs has been reported using fluorine (**F) PSMA-1007.

Fluorine (*®F) PSMA-1007 uptake can be observed with other types of cancer, prostatitis and benign
prostatic hyperplasia.

False positive results have also been reported in the literature due to active inflammatory processes in
lymph nodes and benign bone diseases. Further verification, possibly including histopathological
assessment of sites of suspected recurrence, should be considered where appropriate.

Use of contrast media is not required to interpret fluorine ('"*F) PSMA-1007 images in PET/CT or
PET/MRI.

After the procedure
Close contact with infants and pregnant women should be restricted during the initial 12 hours following
the injection.

Specific warnings
This medicinal product contains up to 60 mg sodium per injection dose (10 mL), equivalent to 3% of

the WHO recommended maximum daily intake of 2 g sodium for an adult. This should be taken into
account in patient on a low sodium diet.

This medicinal product contains up to 1 mg of potassium per injection dose (10 mL), equivalent to less
than 1 mmol (39 mg) per dose, i.c., essentially ‘potassium-free’.

This medicinal product contains 591,75 mg alcohol (ethanol) in each injection dose (5.9 % w/v). This
amount in 10 mL of this medicinal product is equivalent to <15 mL of beer or <6 mL of wine. This
should be taken into account in patients with confirmed alcohol dependence.

4.5 Interaction with other medicinal products and other forms ofinteraction

No interaction studies have been performed.

The few studies including patients that had undergone androgen deprivation therapy did not report
significantly different uptake values.

4.6  Fertility, pregnancy and lactation

Pregnancy and breast-feeding
Not applicable. The use of fluorine (**F) PSMA-1007 is not indicated in women.

Fertility
Fertility studies have not been performed.

4.7 Effects on ability to drive and use machines

ProstalLumin has no or negligible influence on the ability to drive and use machines.

4.8 Undesirable effects

No adverse reactions have been observed to date.



Exposure to ionising radiation is linked with cancer induction and a potential for development of
hereditary defects.

As the effective dose is 8,6 mSv when the maximal recommended activity of 450 MBq is administered
these adverse events are expected to occur with a low probability.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows
continued monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are
asked to report any suspected adverse reactions via the national reporting system:

Greece

National Organisation for Medicines

284 Mesogeion Ave., GR-15562

Holargos, Athens

Tel +30 21 32040380/337

Website: http://www.cof.gr
http://www Kitrinikarta.gr

4.9 Overdose

In the event of administration of a radiation overdose with fluorine (‘*F) PSMA-1007, the absorbed dose
to the patient should be reduced where possible by increasing the elimination of the radiopharmaceutical
from the body by forced diuresis and frequent bladder voiding and defecation. It might be helpful to
estimate the effective dose that was applied.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Other diagnostic radiopharmaceuticals for tumour detection,
ATC code: V09IX17

Mechanism of action

Fluorine ("*F) PSMA-1007 is a synthetic PSMA-specific (prostate-specific membrane antigen)
peptidomimetic compound that contains the pharmacophore Glu-NH-CO-NH-Lys. It binds with great
affinity to the PSMA enzyme structure, which is overexpressed in most prostate cancer cells and is
internalised after binding. fluorine ('*F) PSMA-1007 accumulates in prostate cancer cells as a result of
internalisation.

Pharmacodynamic effects
Atthe chemical concentrations used and the activities recommended for diagnostic examinations, fluorine
(*®F) PSMA-1007 does not appear to have any pharmacodynamic activity.

Clinical efficacy and safety

Primary staging

In the prospective study by Hermsen et al. (Eur J Nucl Med Mol Imaging. 2022; 49(11): 3929-3937),
99 adult male patients (mean age 68.1 + 6.6 years) with biopsy proven PCa of intermediate (35/99) and
high-risk disease (64/99) indicated for extended pelvic lymph node dissection (ePLND) underwent
fluorine ('*F) PSMA-1007 PET/CT. PET/CT scans were evaluated by two independent readers and
ePLND served as the histopathology reference standard. The patient-based sensitivity, specificity,
positive predictive value (PPV) and negative predictive value (NPV) of fluorine (**F) PSMA-1007
PET/CT imaging to detect lymph node metastasis is shown in Table 1. Lymph nodes not detected in
PET/CT but invaded by PCa at histopathology had a mean diameter of 3.5 mm (95% CI 3.0-4.1 mm).

In the retrospective study by Sprute et al. (J Nucl Med. 2021; 62(2):208-213), 96 adult male patients
(mean age 69.5) underwent fluorine (**F) PSMA-1007 PET/CT for staging (87/96) or recurrence (9/96),
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followed by ePLND or salvage lymphadectomy. PET/CT image analysis and their histopathologic
correlation were evaluated by each individual centre, in case of discordance, a consensus read by two
nuclear medicine physicians at Heidelberg University Hospital was done. Subgroup analyses were
performed for different lymph node sizes (all sizes, lymph nodes > 3mm). The patient-based and lesion-
based sensitivity, specificity, PPV and NPV of ['*F][PSMA-1007 PET/CT imaging to detect lymph node
metastasis is shown in Table 1.

Table 1: diagnostic performance of fluorine ("*F) PSMA-1007 PET/CT for detection of lymph node
metastasis in primary staging in patients with biopsy proven prostate cancer.

Patient-based Lesion-based Lesion-based Patient- Patient-
N=99 N=1746 (lymph nodes based based
(Hermsen et al.) | dissected lymph | >3 mm) N=96 (lymph
nodes N=1746 (Spruteet | nodes
(Sprute etal.) | dissected al.) >3mm)
lymph nodes N=96
(Sprute et al.) (Sprute et
al.)
Sensitivity 533 % 71.2 % 81.7 % 50.0 % 64.3 %
(95% CI) (34.4-71.7 %)
Specificity 89.9 % 99.5 % 99.6 % 89.7 % 91.2 %
(95% CI) (80.2-95.8 %)
PPV 69.6 % 91.3 % 92.4 % 66.7 % 75.0 %
(95% CI) (51.2-83.3 %)
NPV 81.6 % 97.9 % 98.9 % 81.3 % 86.1 %
(95% CI) (75.0-86.8 %)

Suspected PCa recurrence

A Phase 3, multi-center, prospective, open-label, blinded assessor, randomized, crossover study
comparing positron emission tomography (PET) with fluorine ('*F) PSMA-1007 to PET with

fluorocholine (18F) in 190 patients with biochemical recurrence of prostate cancer after initial radical
therapy was conducted by the MAH between 2019 and 2021. Fluorine ('*F) PSMA-1007 was
administered as a single intravenous injection of 3-4 MBq/kg (corresponding to a 210-280 MBq for a 70

kg adult). Fluorocholine (18F) was similarly administered with an activity of 200-400 MBq. The
median injected activity was 331.9 MBq for fluorine ("*F) PSMA-1007 and 331.6 MBq for FCH

The primary objective was to show, in an independent assessment of the PET images by 2 readers

blinded to clinical data, the superiority of fluorine (**F) PSMA-1007 over fluorocholine (18F) regarding
the detection rate of metastatic prostate cancer lesions (patient-based analysis). As Standard of Truth
(SoT) the diagnosis of independent expert urologists who followed patients prospectively for 6.3 months
after the second PET examination, was used.

Analyses of efficacy endpoints were performed primarily in the intent to treat (ITT) population.
Independent expert urologists confirmed the recurrence of prostate cancer at patient level (primary
endpoint) in a total of 176 patients. The anatomic location which was utilized in certain secondary
analyses could be specified in 40 patients.

At the patient level, both blinded readers found evidence for prostate cancer recurrence in more patients
with fluorine (**F) PSMA-1007 than with FCH PET. With fluorine (‘*F) PSMA-1007, the two blinded
readers identified one or more sites of recurrence in 163 and 129 patients (87.6% and 69,4%),
respectively, of which 156 and 126 (88.6% and 71.6%) were in agreement with independent experts’
evaluation ([SOT]). With FCH, the blinded readers identified one or more sites of recurrence in 108 and
105 patients (58.1% and 56.5%), respectively, of which 107 and 104 (60.8% and 59.1%) were in
agreement with the SOT. Using Generalized Estimating Equation (GEE) to account for the correlation
between observations, the overall correct detection rate was 0.8447 (84%) (95% CI1 0.7967 - 0.8830) for
fluorine (**F) PSMA-1007 and 0.6877 (69%) (95% CI1 0.6191 - 0.7489) with FCH, yielding a difference
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in proportion of 0,157 (16%) (p<0,0001) and an odds ratio fluorine (18F) PSMA-1007/ FCH (OR) of
2.4702 (95% CI 1.7908 - 3.4072, p<0.0001). Thus, the primary efficacy endpoint was met; fluorine ('*F)
PSMA-1007 PET/CT identified prostate cancer recurrence in statistically significant more patients than
FCH.

In terms of secondary endpoints and taking into consideration the local investigators’ interpretation of
PET images, the correct detection rate in the ITT population was 78.4% for fluorine ('"*F) PSMA-1007
and 64.2% for FCH. The OR (FPSMA/FCH) was 2.0729 (p<0.0001), confirming that also for the
investigators, fluorine ("*F) PSMA-1007 identified statistically significantly more patients with prostate
cancer lesions than FCH. Similar results were observed for the PP population.

For the 40 patients for whom the independent expert urologists could specify the location of recurrence,
there was a total of 77 regions with confirmed prostate cancer lesions. The two most commonly affected
regions as assessed by experts were pelvis (N=30) and spine (N=13). More regions overall and more
patients with pelvic lesions were detectable from the blinded readers with fluorine (**F) PSMA-1007
than with FCH. For the other regions with only a few observations from the SoT, the difference between
study drugs was less apparent or disappeared completely (NS). Similar results were observed for the PP
population.

Regarding sensitivity, fluorine (**F) PSMA-1007 proved to have significantly greater sensitivity than
FCH to detect prostate cancer recurrence on patient level taking into consideration blinded readers
evaluation. More specifically fluorine ('*F) PSMA-1007 had a sensitivity of 0.8464 and FCH 0.6857
with an Odds Ratio of 2.5259 (p<0.0001). The per protocol analysis and the analysis per investigator
assessment resulted in statistically significant greater sensitivity of fluorine (**F) PSMA-1007 (ORs,
2.7877 and 2,1283 respectively) (p<0.0001) compared to FCH. The same analysis on distinct anatomical
region level was again in favour of fluorine (**F) PSMA-1007, ic fluorine (**F) PSMA-1007 showed
greater sensitivity when blinded readers evaluation and the per protocol analysis where utilized, but
the difference was not statistically significant anymore (OR 1,2589, p=0.1795). The difference was
statistically significant in favour of fluorine (**F) PSMA-1007 in the case of investigators’ assessment
(OR 1,4876, p=0,0135). However, the analysis in anatomical region level should be interpreted with
caution as it was limited in a reduced subpopulation (n=40) where the independent expert urologists
were able to identify the exact location of recurrence.

The positive predictive value was similar for fluorine ('®F) PSMA-1007 and for FCH, with GEE
estimates of 0.6985 for fluorine (**F) PSMA-1007 and 0.7348 for FCH (OR 0.8363, p=0.1215).
Investigators considered that PET imaging led to a more accurate diagnosis in 166 (89.2%) patients. At
the end of clinical follow-up, the investigator reported that fluorine ('*F) PSMA-1007 had contributed
more than FCH in 91 (54.8%) of those patients, whereas FCH had contributed more than fluorine ('*F)
PSMA-1007 in only 1 patient (0.6%).

In addition to the above MAH’s pivotal study, clinical efficacy data for the product are available from a
total of 20 clinical studies retrieved from the literature, which involved patients with suspicion of
biochemical recurrence of prostate cancer after previous definitive treatment. Concerning study design,
four (4) were prospective single-center cohort studies, eight (8) were retrospective single-center, and
eight (8) were case reports. Overall, 782 participants were included in the studies which were all non-
blinded, and seven (7) of them used other radiotracers as comparators. More specifically, along with
fluorine (**F) PSMA-1007, fluorocholine (**F) ®*Ga-PSMA-11, 8F-DCFPyL, '8F-JK-PSMA-7 and FDG
were used as comparators.



Table 2: Diagnostic performance of fluorine ("*F) PSMA-1007 in patients with biochemical recurrence
(BCR) according to the results of the literature.

Reference Positivity rate (number of patients with positive PET divided by number of patients
examined)
Patient level Local recurrence [Lymph nodes  |Bone metastases [Other metastases
Giesel et al.,, 2019 81.3% 24.7% 40.6%? 40.2% 3.6%
(204/251) (62/251) (102/251) (101/251) (9/251)
19.5%"(49/251)°
12.0%°¢
(30/251)°
gggg"her etal, 180 4%, 26.5% 53.9% 21.6% 4.9%
(82/102) (27/102) (55/102) (22/102) (5/102)
Gieiel’z(‘)"’gh Kesch 5 0oy, D5.0% 42.0% 25.0% -
etal., 201 (9/12) (3/12) (5/12) (3/12)
§a;hpekidis etal, 719, 17.6% 35.3% 17.6% 5.9%
020 (8/17) (3/17) (6/17) (3/17) (1/17)
Wit}‘OZVS;‘a'Pate“a 60.0% D7.5% 35.0% 32.5% -
et al., 2020 (24/40) (11/40) (14/40) (13/40)
Watabe ef al., 2021 [92.9% 57.7% 39.3%® 15.4% -
(26/28) (15/26) (11/26)* (4/26)
Rahbar, Afshar- 95.0% 37 of 213 107 of 213 67 of 213 2 of 213 lesions?
Oromieh, Seifert, et|(95/100) lesions! lesions! lesions!
al., 2018
Rahbar, Afshar-  [95% 17 of 136 73 of 136 46 of 136 -
Oromieh, (95/100) lesions! lesions! lesions!
Bogemann, et al.,
2018

® pelvic lymph nodes

® retroperitoneal lymph nodes

° supradiaphragmatic lymph nodes

d relative to the number of lesions, not the number of patients

In terms of detection threshold, Witkowska-Patena et al., 2020 and Watabe et al., 2021 revealed a 100%
detection rate in patients with PSA above 1.0 ng/mL, whereas percentages were significantly lower
(39%, and 66.7% respectively) in patients with PSA lower than 0.5ng/mL.

Although there are reports of limited sensitivity of fluorine (**F) PSMA-1007 below a PSA of 0.5ng/mL,
overall sensitivity ranged between 95% and 100%, irrespective of the treatment prior to the scan,
indicating the accurate identification of BCR patients (Rahbar, Afshar-Oromieh, Seifert, et al., 2018;
Witkowska- Patena et al, 2020). In terms of lymph node metastases in BCR patients, sensitivity
decreased to 57.9% (Sprute et al., 2021). Concerning specificity, Witkowska-Patena et al., 2020 reported
that a specificity rate of 94.4% was observed in a prospective cohort of 40 BCR patients. Moreover, for
lymph nodes, the correlation between imaging and histopathology showed a specificity of 100% in BCR
patients (Sprute et al., 2021).

Fluorine (*®F) PSMA-1007 has never been reported to provoke adverse events when taken in the
recommended doses. Safety findings from the pivotal study reported 2 serious adverse events which
were not related to the use of the tracer.



5.2 Pharmacokinetic properties

Distribution

Fluorine ('8F) PSMA-1007 is distributed immediately after intravenous administration. In healthy
subjects, 76%, 22%, 12% and 8% on average of the injected dose was present in the blood compartment 2
minutes, 1 hour, 2 hours and 3 hours after injection, respectively. Approximately 95% of the activity of
the blood compartment was found in the serum (Giesel, Hadaschik, et al., 2017). In patients with

biochemical recurrence (BCR), fluorine (18F ) PSMA-1007 activity in the blood pool, urinary bladder
and gluteus muscle was also observed to be decreasing significantly between 60 and 120 minutes
(Rahbar, Afshar-Oromieh, Bogemann, et al., 2018).

Organ uptake
Fluorine (**F) PSMA-1007 accumulates not only in prostate cancer and other types of cancer, but also in

normal tissues and in some other prostate diseases. Significant uptake of fluorine ("*F) PSMA-1007 may
also be associated with inflammatory processes in reactive lymphnodes.

The uptake of the primary tumor as well as of several other organs was usually measured 1 and 3h post-
injection. More specifically, the uptakes in the primary tumor, lymph node metastases and normal-organ
biodistribution at 1 h and 3 h p.i. in ten patients with prostate cancer were examined. Between 1 h and 3
h p.i. the absolute tumor uptake demonstrated an increase in SUVmax and SUVmean by around 50
%. Simultaneously, the blood-pool declined by around 40 %. Thus, the delineation of tumors improved
at the later time point at 3 h p.i. reaching an average SUVmax of 41 in the primary tumors (Giesel,
Hadaschik, et al., 2017).

In patients with biochemical recurrence (BCR) the median SUVmax for all lesions 1h p.i. was 7.00
(range: 2.04-40.01). SUVmax increased significantly 3h p.i. (median SUVmax: 11.35, range: 2.36-
55.05; p<0.001). Additionally, median SUVmax to blood pool ratio increased significantly between 1h
and 3h p.i. (2.10 vs. 4.57, p<0.001) (Giesel, Will, Kesch, et al., 2018).

Elimination

The main route of elimination is the hepatobiliary route. Urinary elimination in healthy volunteers was
minimal, and less than 3% of the injected radioactivity had been eliminated during the first 6 hours after
injection (Giesel, Hadaschik, et al.,2017).

Studies on the metabolism of fluorine (**F) PSMA-1007 have not been performed.

Renal/hepatic impairment
The pharmacokinetics in patients with renal or hepatic impairment has not been studied.

5.3  Preclinical safety data

Non-clinical data reveal no special hazard for humans based on conventional studies of safety
pharmacology, single dose toxicity and genotoxicity.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Disodium hydrogen phosphate
Potassium hydrogen phosphate
Sodium chloride

Potassium chloride

Sodium ascorbate

Ethanol

Water for injection



Incompatibilities

In the absence of compatibility studies, this medicinal product must not be mixed with other medicinal
products.

6.2  Shelf life
10 hours from the date and time of the end of synthesis (EOS).

After the first withdrawal

The chemical and physical stability after first withdrawal of ProstalLumin 204500 MBg/ml Solution
for Injection has been demonstrated for 10 hours from EOS.

From a microbiological point of view, the product should be used immediately, unless the method used
for opening/withdrawing/diluting the dose excludes all risk of microbiological contamination. If it is not
used immediately, storage periods and conditions during use are the responsibility of the user.

After the first withdrawal, use within 10 hours maximum.

6.3 Special precautions for storage

Storage of radiopharmaceuticals should be in accordance with the national regulation on radioactive
materials.

Store below 25°C in the original package.
6.4 Nature and contents of container

20 ml multi-dose, sterilized, evacuated, colourless or slighted yellow and pyrogen-free Type I glass
vials, closed with sterilized elastomer bromobutyl stoppers, sealed with aluminium crimp caps.

6.5 Special precautions for disposal and other handling

General warnings

Radiopharmaceuticals should be received, used and administered only by authorised persons in
designated clinical settings. Their receipt, storage, use, transfer and disposal are subject to the
regulations and/or appropriate licences of the competent official organisation.

Radiopharmaceuticals should be prepared in a manner which satisfies both radiation safety and
pharmaceutical quality requirements. Appropriate aseptic precautions should be taken.

For instructions on how to use the medicinal product, see section 12.

If, at any time during the preparation of this medicinal product, the integrity of the vial is compromised,
it should not be used.

Administration procedures should be carried out in a way to minimise risk of contamination of the
medicinal product and irradiation of the operators. Adequate shielding is mandatory.

The administration of radiopharmaceuticals creates risks for other persons from external radiation or
contamination from spill of urine, vomiting, etc. Radiation protection precautions in accordance with
national regulations must therefore be taken.

Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.



7. MARKETING AUTHORISATION HOLDER
BIOKOSMOS S.A.

Thesi Panormos, 19500 Lavrio

Athens - Greece

Tel. +30 22920 63900
Fax. +30 22920 69235

8. MARKETING AUTHORISATION NUMBER(S)
851/23-01-2023

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THEAUTHORISATION

Date of first authorization: 23/01/2023

Date of latest renewal:
10. DATE OF REVISION OF THE TEXT

15/04/2024

11. DOSIMETRY

Dosimetry (OLINDA) in healthy subjects has been published in the literature (Giesel, Hadaschik, et al.,
2017).
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Table 3: Mean values of dedicated organ doses of radiation absorbed for healthy volunteers receiving
fluorine (**F) PSMA-1007.

fluorine (**F) PSMA-1007

Organ Absorbed Dose (mGy/MBq)
Adrenals 1.94E-02
Brain 7.20E-03
Breast 8.06E-03
Gallbladder wall 2.22E-02
Lower colon 4.83E-02
Small intestine 1.56E-02
Stomach 1.42E-02
Upper colon 4.08E-02
Heart wall 2.51E-02
Kidneys 1.70E-01
Liver 6.02E-02
Lungs 1.11E-02
Muscle 1.00E-02
Pancreas 1.92E-02
Red marrow 1.33E-02
Osteogenic cells 1.55E-02
Skin 7.30E-03
Spleen 7.39E-02
Testes 8.37E-03
Thymus 9.90E-03
Thyroid 8.50E-03
Urinary bladder wall 1.87E-02
ED 2.20E-02

(mSv/MBq)

The effective dose resulting from the administration of an activity of 280 MBq for an adult weighing 70
kg (according to ICRP-103) is about 5,3 mSv.

The effective dose resulting from the administration of a maximal recommended activity of 450 MBq
(according to ICRP-103) is about 8,6 mSv.

For an administered activity of 280 MBq, the typical radiation doses to the critical organs gallbladder,
kidneys, heart wall and liver are 39 mGy, 29 mGy, 7 mGy and 25 mGy, respectively.

12. INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.

Method of preparation

ProstaLumin is presented in a multidose vial and may be diluted with sterile sodium chloride solution 9
mg/mL (0,9%) before use. The injection must be followed by a flush of the IV line with a sodium
chloride solution for injection 9 mg/mL (0.9%) to ensure full delivery of the dose.

Withdrawals should be performed under aseptic conditions. The vials must not be opened before
disinfecting the stopper, the solution should be withdrawn via the stopper using a single dose syringe
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fitted with suitable protective shielding and a disposable sterile needle or using an authorised automated
application system.

If the integrity of this vial is compromised, the product should not be used.

Quality control

The solution should be inspected visually prior to use. Only clear solution, free of visible particles should
be used.
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HMEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX
1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ProstalLumin 20-4500 MBg/ml evéoiuo StdAvpa

2. NOIOTIKH KAI IOXOTIKH XYNOEXH

Ka0e ml evéoipov drohdporog mepiéyet 20 — 4500 MBq fluorine (**F) PSMA-1007 (Préstal.umin) kot
TNV ®pa KoL nuepounvia g Paduovounong (xpovog avapopdg evepydtnrag, ART).

‘Eva. guokidio twv 20 ml wepiéyet 0,2 émg 20 ml daAduatog, mov avrictoyei og 400-90000 MBq katd
™V nuepounvia kat dpa g Paduovéounonc (ART).

To ®O6p10-18 (Fluorine-18) dacndral oe otabepd O&vydvo (Oxygen-18) pe ypdvo nuiceiag {ong 109,8
Aemtov, ekméumovtag éva molitpovio péyiotng evépyelog 249,8 keV, axoiovBovuevo amd ekmopmn
axtvoPoiriag vy evépyetog 511 keV, Adyw g e&ailmong molitpoviov/niekTpoviov.

"Exdoyo(a) pe yvmotéc emdpAoelc:

Ka0e ml nepiéyel émg 6 mg vatpiov, 0,15 mg koriov kot 59,175 mg arbavorne.

T tov TApn Katdloyo twv ekddymv, BAéne mapdypapo 6.1.

3. GOAPMAKOTEXNIKH MOP®H

Evéowo d1GAivpa.

Awyég, dypopo 1 vrrokitpvo dtdlvpa pe pH petadd 4,5 ko 8,5.

4. KAINIKEX IIAHPO®OPIEXZ
4.1 OgpamevTiKég evoeitelg
AVT0 TO POPUOKEVTIKO TPOIOV YPNGIUOTOLEITAL LOVO Y10l SLAYVOOTIKOVG GKOTOVG,
To PréstalLumin gvdeikvotot yio v aviyvevon tov BeTikdv o€ £101k0 TPOoTUTIKO avTlyOvo HeUBpavng
(PSMA) Prafov pe topoypagio exmounig nolitpoviov (PET) og evijlikec pe Kopkivo Tov Tpootdtn
(PCa) ota akdéAovba Khvikd mepiPaiiovto:
e Apywr otadonoinon Tev achevav pe vynAiod Kvdvvov PCa mpwv v apyikr| Bepameia
e Ynoyia vrotponnic kapkivov tov tpootatn (PCa) og acBevelg petd and mporyodevn oploTikn
Oepameia.
4.2  Aocoloyio kol TpOTOS Yopynone
To fluorine ('8F) PSMA-1007 mpémer vo yopnysiton omd kotdAAnio ekmordevpévoug emoyyelporticg

vyelag. O anewovicelg g e€€taong PET Ba mpémer va gpumvevovtol pdévo amd 101KoVG 10Tpovs
TVPNVIKNG LTPIKNG TOV £xovv ekmondevtel otnv PET.

Aocoloyia

Evilikeg



H ocvvietdpevn d6om yio evihikeg moikilel petad 3 kol 4 MBg/kg copotikod fapovg (dni. 210-

280 MBq y1a évav evijlika Bapovg 70 kg), avdrioya pe Tov TOHTO TNG KAPEPAG TOV YPNCLUOTOLEITOL KOt
TOV TPOTO AMYC.

H péyiot padievépyeia mpog Eyyvon dev mpémel va vaepPaivel ta 450 MBq.

O HEY1GTOC OYKOG TOV EVEGOV J10ADNOTOG dev Tpémel va vepPaivet ta 10 ml.

Neppixn Averopreio/ Hroatikn Avendpketo

H ypnion tov Prostalumin € ac0gveig pe veppikn 1 NTOTIKN avendpkeld dgv Exel pehetndet.
Armauteiton mpooektikny alohdynon g podievépyelng mov Bo yopnyndei, kobog eivor mbavny M
avénuévn ékbeon oe axtivoforio oe aTOVG TOVG AGHEVELS.

Hlawpévor
Agv amaiteitol Tpocopoyn g 60omgG.

Taidrazpiros minBoouog
Agv mpoPAémetan ypnon tov Prostalumin otov madtotpicd minbucud.

Tpomog yopnynong
EvdopAépia yprion.

H evepydmnro tov fluorine (8F) PSMA-1007 mpénet va petpdrat o€ éva Baduovounty ddong
1GOTOTOV OUECHOC TPV OO TV EYYLOT).

H éyyvon tov PréstalLumin wpénet va yivetar evoopAéfia. O cuvieTOUEVOS UEYIGTOG OYKOG TOV [N
apat®pEVoD dlaAdpatog Prostalumin mpog €yyvon givar 10 ml.

T 0dnyieg oyeTIkd pe TV 0paion TOL EOPUAKEVTIKOD TTPOTOVTOG TPV amd TN Yopnynon, PAéne
mopdypoeo 12.

H &yyvon npénet va yivetar evoopAEPLa, DGTE VO ATOPEVYOVTOL TUXOV OKTVOPOANGT] AOY® TOTIKNG
e€ayyeimong, N Kot Tapovsio AavOacUEVEOY EVPNUETOV GTNV ATEIKOVION.

T v poetopacio tov acBevoic, PAEne Tapdypapo 4.4.

Anwyeig areikovioewv

OraoBeveig Ba Tpémel va eivar og vmTio OEom e Ta ¥EPLO TAVD Otd TO KEPAAL, €AV glvar duvatov. [pémet
va AneBei a&ovikn topoypaeio (CT) yio tn d10pBwon g eacBEviong Kot yio. TV OVOTOIKY EVTOTION
TV eoTiddv mov gaivovtol oty PET. H e&étaon PET Ba npénetl va Eexva 90 émg 120 Aemtd petd v
éveon. H inyn ameikovioewv Oo mpémer vo, Cekive, amo ) UECH TV UNP@V KoL Vo, GOVEXILEL LeYpL THY
KOpOQ1 TOL KPaviov.

4.3 Avrevositag

YrepevaioOnoio otn dpacTikn ovoia 1 6€ KAmolo ond o £KS0Y0 TOL UVAPEPOVTAL GTNV TUPAYPUPO
6.1.

4.4 E101kég TPOEIOOTOMGELS KO TPOPVAAEEIS KATE TN Yp1jon

E&aropucevpévn otdfuion opérovg/Kivouvon

IMoa kéBe acbevn, n ékBeon oe axtivoPoria wpémel vo umopel va dikatoroynbei coppova pe 1o mbavo
opeloc. Xe kdéBe mepimtmon, mn yopnyovuevn padievépyelo Bo mpémel vo gival 660 10 dvvaTdv
YOUNASTEPT GALG ETOPKNG VIO TN AP TOV OTOLTOVHEVOV SLOYVOGTIKOV TAT|POPOPLDV.

H doyvootiky akpipeio tov fluorine (F) PSMA-1007 pmopel vo eEaptdron and Tn cuyKEVIPOGT TOL
PSA otov op6 tov acBevoic (PAEne mapdypago 5.1, opuaKodVVOUIKES 1O1OTNTEG).

Neppikn dvcAisttovpyia,




Xe aobBevelg pe peliopévn veppikn Asttovpyia, omatteiton mpocoyn, Kabdg Bewpntikd vmdpyet
mhavotTTa avénuévng éxbeong oe aktivofolria. 26t060, 1 TOAVHTNTO QLT LEWDVETAL, OEOOUEVOD OTL
10 fluorine ('8F) PSMA-1007 éyet meploptopévn veQpikf omékkpion.

Hratum dvoiettovpyia
Xe aobeveic pe petopévn mmatikn Asitovpyio, oamotteiton wpocoyn, kabmg vmdpyer mbavoTnTo
avénuévng ékbeong o axtvofolia.

THoudiorpixoc ninQvouog
IMa TAnpogopieg oyetiKd pe T (pron o€ ToudTptko TAnbvoud, PAéne mapdypopo 4.2.

Epunveia tov angwovicewv
Ot amekovioelg pe  yprion tov fluorine ("*F) PSMA-1007 mpémet va epunvedovtot povo omd 181kong
10TPOVG TUPNVIKNG LOTPIKNG TTOV EXOVV EKTALOEVTEL TNV epunveia amekovioewy PET.

O amewcovioec PET pe ) ypnon tov fluorine (1*F) PSMA-1007 mpémet va epunvedovion ToloTikd
KOl NULTTOCOTLKA.

Mio vroyia kopkivov e cuviOn ornpeio Yo VITOTPOTH TOL KoPKivov Tov Tpootdrn, PacileTar otnv
npocinyn tov fluorine (F) PSMA-1007 o€ oyéon pe v axtivoBoAic vTosTpOUATOS, GE GLVELAGHO
ue 115 ovtiotoreg mAnpogopieg amo Tig egetdoelg CT f/kow MRI. Oa mpénel vo Aapfdvetal vToyn
YVOGTH PLUGLOAOYIKT TPOSANYT TV LyvnBetdv PSMA.

"Exer avapepbel aviyvevon vmoTpomng Tov KopKivov Tov TPOGTATN GTNV KOITN TOL TPOGTATY, GTOVG
TOMKOVG AEUPOOEVEG, O OMOUUKPLUGHEVOLG AEUPOAOEVES, OTO GKEAETH, OE WHOAOKA HOPLOL KOl G
omhoyvikd 6pyova, pe ) xprion tov fluorine (**F) PSMA-1007 .

IIpdcinyn tov fluorine (**F) PSMA-1007 pmopet vo mapotnpn0ei kon pe GALOLG TOTOVS Kopkivov,
TPOCTOTITION Kol KaAon0n vepmAacia TpooTATN.

Yevdmg Betikd amoteréopata £xovv eniong avagepOel otn PAoypagio AMdym evepydY QAEYLOVMOIMV
d1epyacidv 6ToVG AeHPadEveS Kot 6€ KaAon0elg vocoug Tev ootav. I1pénet va e€etdleton | mepattépm
enoAnfevon, mbavmng copmeptiopfavopévng kot tng iotoradoroyikng a&loldynong o€ onpeio Honta
Y10 VTOTPOTY|, OTOL CVTO KPIVETOL GKOTLLLO.

Agv amonteiton 1 ypMoTn OKLOYPAPIKOD HEGOL Y10 TNV EPUNVEIN TOV AMEKOVICE®V LE TN XPNON TOL
fluorine (*8F) PSMA-1007 o¢ PET/CT § PET/MRI.

Metd ) dwdikacio
Koatd ) didpketa tov tpdtov 12 opdv HETA TNV £veo, TpEnel va meplopiletol n oTevn ETaen Le Bpéon
KoL £YKVEG YOVOIKEG.

Ewikég mpoerdomonoeig

AVT0 TO QOPUOKEVLTIKO TTPoidv TepiEyel Pl ko 60 mg vatpiov avd door éveong (10 ml), mwov
oodvvapel pe 10 3% g ovviotdpevng ond tov IIOY péyiomg nuepnotag tpdoinyng 2 g vatpiov
HEC® S1OTPOPNC, Yo Evay eviAika. Avto mpémetl vo Aappdavetor vtoyn o€ acbeveic o datpoen e
YOUNAT TEPIEKTIKOTNTO VATPIOL.

AVT0 TO QOPUOKEVTIKO TTPoidy mePIEyel Ayotepo amd 1 mg kaAiov avd d6on éveong (10 ml), wov
1oodvvopel pe Atydtepo amd 1 mmol (39 mg) avd d6or, dNA. oVoLHCTIKA «EAELOEPO KaATOUY.

Av16 10 Phppako meptEyel 591,75 mg aikoding (abavorng) oe kabe doom éveong (5,9 % w/v). H
mocotnta avd 10 ml avtov Tov PapudKkov gival 1odvvaun pe Atydtepo omd 15 ml pmdpag 1 6 ml
Kpao1ov. Avto mpémet va Aapfdvetol voyn o acBeveic pe emPeforwpévn eE4ptnon and 10 AAKOOA.

4.5 Aliemopdosic pe GAlo QUPRIOKEVTIKA TPOIOVTA KOl GAAES poPPES ahInAemiopaonc

Agv éxovv Tpaypotonombel peAétec OAANAETIOPAGEWDY.



Alyec peréreg mov ovumepteAdpupovoy acOeveic ol omoiot eiyov vroPAndel oe Bepameia oTéEPNONG
avOPOYOV®VY OEV AVEPEPAY GTLLOVTIKA SIOPOPETIKES TULEG TPOCANYTG.

4.6 T'ovipétnTo, KONON KAl Yorovyia

Kinon kot Onhacpog
Aev gpappdletor. H xpron tov fluorine (18F) PSMA-1007 Sev evdeikvotot 6Tic yovaiked.

Tovwotnta
Agv &govv mpaypotononfel HEAETEG YOVILOTNTOC.

4.7 Emopaceig 6NV IKaVOTNTA 001]Y1]61G KL (EIPICHOD PUNYOVI|LATOV

To Préstalumin dev €yet kaptio 1 €€l AGNLOVTY EXIOPACT] GTNV IKAVOTNTA 00N YNONE Kol XEPIOUOD
Unavav.

4.8 AvemOounteg evépyereg

Agv &govv mopatnpnOel avemBounTeg evEpYELEG LLE TN XPTOT] TOV TPOTOVTOG,.

H éxBeon og 1ovtilovoo axtivoPoria £xel oyetiobel pe tnv mpdKkAnomn Kopkivov Kot PE SUVNTIKA
TPOKATNON GLYYEVAV OVOUOM®DV.

Kabmgn evepydc 66om etvan 8,6 mSv 6tav yopryeitar 1 LEYIOTN CLVICTOUEVT EvepyoTnTa TV 450 MBq
N TOAVOTNTA ELPAVIONG QVTOV TV AVETIBOUNTOV CUUPBAVTOV Etval LIKPT.

Avagopd mBavoroyovuevov avemBOunTeV eveEpyELOV

H avagopd mbavoroyoduevov ovemBountov evepysidv HETE 0md T XOpNyNoT GoE0g KuKAOQOPiog
TOL QUPLOKEVTIKOD TPOidvTOog €lval onuavtiky. Emrpénel T ovveyn mopokolovbnon g oy€ong
0PEAOVG-KIVOUVOL TOV QOPUOKEVTIKOD TTPOTOVTOC. ZNTelton omd TOVG EMAYYEALOTIEG TOV TOUEN TNG
VYELOVOLUKNG TEPIBAAYNC VO avapEPOVY 0TO1EGONTOTE TIHOVOLOYOVLEVEG OVETIOOUNTEG EVEPYELEG LECH
TOV €6VIKOD GLOTNUOTOG AVOPOPAG :

EAlLada

EBviko Opyaviopd @oppdxov

Meocoyeiov 284, GR-15562

Xolopyoc, ABnva

TnA: +30 21 32040380/337

Iototomog : http://www.eof.gr
http://www.kitrinikarta.gr.

4.9 Ynepdocoroyia

Y¢ mepintmon yopnynong vrepPorikng 86ong aktvoBolriag pe fluorine (**F) PSMA-1007 , 1 8661 mov
amoppodtal omd Tov achevi) Tpémetl va pelwbel, OTov eivar ePIKTO, Le TNV aOENOT TNG AOPOANG TOV
POOIOPAPLAKOV OTO TO COUN LE TPOKANTH S100PNOT KOl adENGT TG CLYVOTNTOG TOV KEVAOGE®V TNG
0VPOBOYOV KDGTEWMG KOl TOL EVIEPOV. MTopel va eivat ¥p1GIILOGC 0 VTOAOYIGHOG TG EVEPYOD dOGNC TOV
xopmymonxe.

5. DOAPMAKOAOI'IKEX JAIOTHTEX

51 ®@oppoxodvvopkES 1010TNTES

Doppokobepamentikn Katnyopio: AlyvooTikd padloQapLOKO Yio Yp1oN OTNV aviyvevuon dyYKov,
Kodikog ATC: VO9IX17 (rtpokatapKTiKog)


http://www.eof.gr/
http://www.kitrinikarta.gr/

Mnyoviopdg dpdong

To fluorine ('8F) PSMA-1007 &ivan pia cuvietiky mentidoppntikn ovsio £181kn yio 1o PSMA (£1d1k6
TPOCTOTIKO UEUPPOVIKO avTLyOvo ), 1 ool teptéyetl To papuako@dpo Glu-NH-CO-NH-Lys. Zvvoéetat
pe peYdAn ovyyévela pe v evlouikn doun tov PSMA, 1 omola vrepex@paletol 6to TepLocoTEPA
TPOGTATIKG, KOPKIVIKG KOTTOPO Kot eviokvuttdvetol puetd t ovvdeon. To fluorine (**F) PSMA-1007
GLOOWPEVETUL GTA TPOCSTATIKG KOPKIVIKG KOTTOPO MG EMOKOAOVO0 NG EVOOKVTTMOT|G.

Dappoxoduvokéc EmMOPACELS

TG AMIMKEG GUYKEVIPMOELS TTOV YPNOLUOTOIOVVTIOL KOl OTIS EVEPYOTNTES TOL GULVICTMOVTOL Y10l TIG
dwyvootikée efetdoelc, to fluorine (18F) PSMA-1007  eugovietor vo pnv owbétel kdmoin
(QOPUAKOOVVOULIKT ETIOPOCT).

KAk ommoteAeouotikOTnTo. Kot 0o@AAEL

Apyikn 2radiomoinon

2tV npoontikn perétn and tovg Hermsen et al. (Eur J Nucl Med Mol Imaging. 2022; 49(11): 3929-
3937), 99 evihikeg Gvdpeg acBeveig (Léon nikia 68,1 £ 6,6 ét) pe amodederypévo pe Proyio
Kkapkivo tov pootdrr (PCa), kot yapaktnplotikd evotduesov (35/99) kot vynAod kivdbvou (64/99)
OV EVOEIKVLTOL Y10 EKTETOUEVY] EKTOUN TOL mvelkoy Agppadévo (ePLND) vmopfinbnkav oe
aneikovion PET/CT pe fluorine (*8F) PSMA-1007. Ot capdoeig PET/CT ektyuifnkav omd dHo
aveEdptnroug egetaoctés kKot to ePLND ftav 1o 1otonaboroyikd tpdtumo avapopdc. H evoistnaia,
€101KoTN T, OeTiKn Ko apvntikny tpoyvootikni a&io (PPV kot NPV, avtictoya) pe Bdon tov acevn
g anekoviong PET/CT pe fluorine (" F) PSMA-1007 yio tqv aviyvevon HETAGTOONG GTOVG
Aeppadéveg, ovvoyilovtal otov Iivaka 1. Ot Aepeadéveg Tov dev aviyvehOnKay oty ameikdvion
PET/CT, aAld eiyav mpooPinbei omd wapkivo tov mpootdtn (PCa) tekunpiopévo pEC®
wotonaforoyiag, eiyav didueon dduetpo 3,5 mm (95% CI 3,0-4,1 mm).

2y avadpopikn perétn and toug Sprute et al. (J Nucl Med. 2021; 62(2):208-213), 96 eviniikec
avdpeg acbeveic (uéon nhikia 69,5) vropAdnkoy ot ancikdvion PET/CT pe fluorine (18F) PSMA-
1007 v otadionoinon (87/96) v diepevvnon vrotponng (9/96) g vocov, akoiovBovpevn amod
ePLND 7 Agpoadevextoun dtdlowong. H avdivon tov ancikovicemv PET/CT kot 1 cuoyétion toug
pe o totomaforoyikd svpruota abloAoyninke amd KA pepovouévo KEVIPo. Xe mePImTOon
OCVUPOVIOG, TPOYUOTOTOOVVIOY L0 GUVOWVETIKY 0EoAdYNon  omd OVO 10TPOoVG TUPNVIKNG
wrpkng oto Tlavemotuokd Nocokopeio g XaideApépyng. Ilpayuatomombnkav avoivoelg
VTOOUAS MV Y10 SLOPOPETIKA LEYEON Aeupodévav (OAa To peyEin, SaueTpog Aeppadévmy > 3mm).
H evaioOnoia, edwotra, PPV ko NPV pe Baon tov acBevi ko ™ PAGPN g amewcoviong
PET/CT pe ['|FIPSMA-1007 yio TV aviyvevon HETACTACTC 6TOVG Aep@odéveg cuvoyiloviol 6Tov
ITivaxa 1.

Mivakog 1: Awryvootikn arodoticdtta tov [ FIPSMA-1007 PET/CT yio tv aviyvenot HETAGTAGTC GTOVG
Aeppodéves katd v apyikn otadionoinon oe aclevelg pe amodedetypévo pe Proyio Kapkivo Tov TPosTaTN

Me Baon m | Me Baon ™ PAGPN e (i) G5y
Me Bdon tov |BAaPn N=1746 (Aeppadéveg Rl e o acﬂsl}'
ao0ev N=99 |\ Aeugodévag | >3 mm) N=1746 | /o 1131=9 ol o WSQVSG
(Hermsen et OV EYOLV AELPAOEVEG TTOV el =3 nil m) N=96
al.) apopebel £yovv apopedet prutectal 3 1
(Sprute et al.) (Sprute et al.) Epupetel)
EvaicOnoio, 53,3 % 71,2 % 81,7 % 50,0 % 64,3 %
(95% CI) (34,4-71,7 %)
Ewwomra 89,9 % 99,5 % 99,6 % 89,7 % 91,2 %
(95% CI) (80,2-95,8 %)
PPV 69,6 % 91,3 % 92,4 % 66,7 % 75,0 %




(95%CI) | (51,2-83.3 %)

NPV 81,6 % 97,9 % 98,9 % 81,3 % 86,1 %
(95%CI) | (75,0-86,8 %)

Yrowio vrotpornc kopkivov tov mpootaty (PCa)

ZTNV TPOOTTIKY|, TOAVKEVIPLKT], TUYOLOTOUNUEVT], OVOLYTH LE TVPAN AEL0AOYNON Kol S1GTOVPOVLEVN
perétn epdaong 3 BIO-CT-001, mov deénybn amd tov KAK peta&d tov 2019 kot tov 2021, cuykpifnke
N Topoypopio exmounnig nolitpoviwv (PET) pe fluorine (*8F) PSMA-1007 évovti tng PET pe
@Bopoyorivn (*¥F) (FCH) og 190 acOeveic pe Proynuiky vwotpomt| Tov KopKivov Tov TposTdtn VeTepa.
and apyikf plikh Ospaneio. To fluorine (1*F) PSMA-1007 yopnyhonke wg epdnat evéoeréBio éveon
3-4 MBg/kg (mov avtiototyei og 210-280 MBq yio evijlika Bdpovg 70 kg). Opoimg, yopnyndnke
pBopoyorivn (1¥F) oe padievépyeta 200-400 MBq. H Sidpeon 86om yia to fluorine (**F) PSMA-1007
Arov 331,9 MBq kot yia thv @0opoyorivn (1¥F) 331,6 MBgq.

O mpotevev 6Td)0¢ fTtaw vo. kataderydel 1 vepoyn Tov fluorine (1*F) PSMA-1007 évavtt thg
eBopoyorivnc (1¥F), 610 0606TO avixveuong TV OALOLOGEMY HETAGTUTIKOD KOPKIVOL TOV TPOGTHTN
(avéivon pe Bdon tov acBevny). Qc AAndnc Katdotaon Nocov (AKN) ypnoipomomdnke 1 dtdyvoon
aveapTNTOV EUTEIPOYVOUOV®Y OVPOAOY®Y 01 OTTO101 LEAETIGAV TO dESOUEVE TAPOKOAOVON oG TV
acBevdv yia 016 peco ypovo 6,3 unvov petd t oevtepn e&étaon PET.

O mnBvonog pe mpdbeon Bepaneiog (intent-to-treat, ITT) Nrav o KOplog mAnBvcudc oTov omoio Eyvay
0l OVOAVGELS TV TEMK®OV onueinv aroterespatikotntag. Ot aveEapTnTol EPNEPOYVAOUOVES
ovpordyol emPefainoay TV VITOTPOTY| TOL KAPKIVOL TOV TPOGTATN OE EMIMEDO acBeEVOVG (TOV
aQopoHGE TO TPMTEVOV TEMKO GNUELD) 68 GLVOAIKA 176 acBeveic. H avatoukn evtomion mov
aQOPOVCE OPIGUEVEG AT TIG OEVTEPEVOVGES AVAADGELS UTOPOVGE Va TPocdlopilotel o€ 40 acbeveig.

Xe eminedo acevav, Kat o1 600 YOPIc YVAOGCT TV TEPIOTATIKOV (TVQAOT) a&loAoyNTEC BprKay
otoyeia yia vToTpon TOV Kapkivov ToL TPOGTATH o€ TEPIocdTEPOLE acheveic ue fluorine ('¥F)
PSMA-1007 PET o¢ o0ykpion pe FCH PET. Mg 1o [18F] -PSMA-1007, ot 600 ywpig yvdon tov
TePIOTATIKOV (TVPAOT) agloloynTtég evidmicay Eva 1| TEPLEGOTEPO orueia vToTponng og 163 kat 129
acBeveig (87,6% kar 69,4%), avtictorya, ek TV onoiwv 156 kot 126 (88,6% kot 71,6%)
SLUE®VOVCAY UE TNV aEloAdYNoN TV aveEapTNTOV eUnelpoyvoudveoy (AKN). Me v gBopoyoiivn
(18F), o1 tvproi a&lohoyntéc eviomoay &va 1 mepiocdTepo onpeio vrotpomng oe 108 kot 105 acheveic
(58,1% ko 56,5%), avtictoyya, amd tovg omoiovg 107 kot 104 (60,8% rot 59,1%) cvoppwvodoav pe
v a&lohdynon tov aveaptntov euneipoyvoudvoy. Xpnoonrowwvrag I'evikevpévee EElodaoeig
Extiunong (Generalized Estimating Equations, GEE) yia vo, Ang0ei vidoyn n cveyétion petald tov
TOPUTNPHCEDY, TO GUVOAKO TOGOGTO GMOTNG aviyvevong nrov 0,8447 (84%) (95% CI 0,7967 -
0,8830) y1a to fluorine (**F) PSMA-1007 xau 0,6877 (69%) (95 % CI 0,6191 - 0,7489) yio tnv
Bopoyorivn (1¥F), amodidovtag pia Stapopd petac&d twv tosostdv 0,157 (16%) (p <0,0001) kar Adyo
mBovotitov (OR) 2,4702 (fluorine (*8F) PSMA-1007 /FCH, 95% CI 1,7908-3.4072, p <0,0001).
ZOVETMG, 1| LEAETN TTETVYE TO TPOTOPYIKO TeEAKO onueio amotedeopatikdttog kabog to fluorine (1°F)
PSMA-1007 PET /CT aviyvevoe TnVv DITOTPOTN TOV KAPKIVOL TOV TPOGTATI G GTATIOTIKA,
onpavTiKd TEpLocodtepovg 0cbeveic oe oyéon pe v eBopoyorivn (¥F).

Ocov apopd ot devutepevovta TeMKd onueia, Aapfdvovtag vIdYN TNV EPUNVEIN TOV ATEIKOVIGEDV
PET amd tovg Tomikovg epevvntés, 10 T0G06Td 6MGTN aviyvevons otov minbuoud ITT frav 78,4%
y10. To fluorine (8F) PSMA-1007 kat 64,2% yia tnv @Bopoyorivn (*8F). To OR (FPSMA/FCH) fitav
2,0729 (p<0,0001), emiBePordvovtog OTL Kat yio Tovg epevvntég, o fluorine (1*F) PSMA-1007
AVAYVOPIOE OTATIOTIKG CUAVTIKA TEPIGGOTEPOLG 0GOEVEIG LE VTOTPOTT] KOPKIVOL TOL TPOGTATY OO
ot n eOopoyorivn (¥F). Mopdpote amoterécpota mapatnpionKay Kot yio tov tIAnducud cOupmva pe
T0 TPWTOKOALO (per protocol, PP).

INa toug 40 acbeveig yio Tovg omoiovg o1 aveEAPTNTOL EUTELPOYVAIOVES OVPOAHYOL LTOPOVGAV VO,
TPOGO10picoLvY TNV TOMOBEGT TN VITOTPOTNG, VPOV CLVOAMKA 77 TTEPLOoYES e emPePatmpéveg
OAAOLOOELS KaPKIVOL TOL TPOooTdTh. Ot 000 TEPLOYES LLE TIG TTLO GLYVES EVIOTICELS, OTWG
a&loAoYNONKOY Ao TOVG EUTEPOYVDUOVES, Tav 1 Toehog (N=30) ko1 1 omovdvAikn othin (N=13).
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IIepiocoTepec mePLOYEG GUVOAMKA Kot TEPIGGOTEPOL 0e0evelg e TueMKEC BAAPES MTOV aviyveEDOILES
amd TOVG YWPIC YvdOON TOV TEPIOTOTIKOV (TVEAOVS) akloloyntéc pe To fluorine (1*F) PSMA-1007 ce
oyéon pe v eopoyorivn (*¥F). Ztig vmdromeg meproyég AOym ToAD ukpov aptdpuol evionicemy mov
emPefourdOnNKaV 0md TOLG EUTEIPOYVAOUOVEG, 1] O10(pOPA LETAED TV PASIOPAPUAK®V TNG LEAETNG NTOV
Ayotepo gppaving i amoieipdnke (un ototiotikd onpavtikn). Hapouola onotedéopato
mapoTnpOnKay yo tov mAnbovoud PP.

Q¢ mpoc v evaucsOnaia, to fluorine (°F) PSMA-1007 anodeiydnke 01t £xet onpavtikd ueyoAvtepn
gvoiednoio amd v eBopoyxorivn (18F) Yo tnv aviyvevon vrotpomhc Tov KapKivov Tov TpocsTdtn e
eninedo acBevoic, Aappdvovtag vadyn TV aE0AOYNoT TOV YOPIC YVMOOT TV TEPICTATIKOV (TVQAGDYV)
a&loroyntdv. ITo cvykekpyuéva to fluorine (**F) PSMA-1007 nopovsioce svoicOnoio 0,8464 ko n
pBopoyorivn (18F) 0,6857, ue OR 2,5259 (p<0,0001). H avéivon cOpeova. pe 1o tpmtokoiro (PP)
KOl 1 0VOALOT COLPOVA LE TNV AEI0AOYNON TOV EPELVNTH £DEENV EMIONC GTATIOTIKA GMUOVTIKA
peyaAvtepn evatsOnoia yia to fluorine (1*F) PSMA-1007 (OR 2,7877 xou 2,1283, avtictoya)
(p<0,0001) o¢ oyéon ue v eOopoyorivn (*¥F). H idia avéivon o eninedo S10kpitddv avoTopikdy
neploydv Nrav ko Al vép tov fluorine (1*F) PSMA-1007 . Aniad o fluorine (**F) PSMA-1007
glye pneyoAvtepn evaicOnoio dtav ypnooromOnkay n aELOAOYN O TOV YOPIC YVMOOT TOV
TEPIOTATIKOV (TVPA®V) a&lOAOYNTAOV KOl 1] 0VAALGT COUP®VO LLE TO TPMOTOKOALO, OALA 1) d10POPE
dev NTav mAéov atotiotikd onpoavtiky (OR 1,2589, p=0,1795). H dtapopd ftov 6TOTIGTIKG O1LLOVTIKY
vrép tov fluorine (**F) PSMA-1007 otnv nepintmon g a&loAdynong amd tovg epguvitég (OR
1,4876, p=0,0135). Qo1660, 1 0vAAVGT| GE ETITEDO OVOTOMIKNG TEPLOYNG Ol TPETEL VOL EPUNVEDETAL LE
TPocoyn, KabmG NTav TEPOPIGUEVT G Evav PIKpO vomAnbvuoud (n=40) émov ot ave&dptnrot
EUTELPOYVAOUOVEG OVPOLOYOL TaY GE BECT Vo TPoGdlopicovy TV akpiPn TEPLoX TN VITOTPOTNG.

H 0etikn mpoyvmotikh a&io frov mapdopota yia to fluorine (¥F) PSMA-1007 kot yio thv @0opoyorivn
('8F), ue extipnoeig GEE 0,6985 yio to fluorine (**F) PSMA-1007 ko 0,7348 yia tnv @Oopoyorivn
(**F) (OR 0,8363, p=0,1215). Ot gpgvvntéc Oemdpnoav 6tL ) ancikévion PET odfymoe o mo axpiPn
duyvaon og 166 (89,2%) acBeveic. 1o 1€hog TG KAVIKNG Taparkorlohnong, ot pevvnTég avépepay
o1 1o fluorine ('8F) PSMA-1007 &iye cvveiopépel nepiocdtepo amd v popoyorivn (¥F) oe 91
(54,8%) amd avtovg Tovg acheveic, evd n eBopoyorivn (1¥F) eixe cuvelocpépet mepiocdTepo amd 1o
fluorine ('8F) PSMA-1007 o¢ évav uovo acdevn (0,6%).

Emumiéov g avetépm eykpitikig KAMVIKNG pedétng mov deényaye o KAK, vapyovv dwabéoipa
dedopévo kKhvikig amotelespotikdtntog yio to fluorine (8F) PSMA-1007 amd cuvoikd 20
OMUOCIEVGEIS KMVIK®VY O£00UEV®VY OV £xovv avevpebel otn PipMoypapio, ol omoleg mepteAdpuPovay
aoBeveic e vwoyia Broyn KNG VTOTPOTNG TOL KAPKIVOL TOV TPOGTATN VOTEPQ OO TPOTYOVUEV
optoTikn Oepameio. Ot T€60EPIG NTAV TPOOTTIKEG LOVOKEVTPIKEG UEAETEG KOOPTNG, Ol OKTM NTOV
OVOOPOLUKES LOVOKEVTPIKEG LEAETEC EVAD VTINPYAY KO OKTMD OVOPOPES TEPIGTATIKMV. ZVUVOAMK(, GTIC
OMNUOGIELGELC QVTEG Elyav oVUTEPIANQDOEL 782 GUUUETEXOVTEG, KOL GE EMTA OO OVTEG
ypMNoLoTodnKay dapopetikol padoiyvnditec wg mapdyovteg ovykpions. [To cuykekpipuéva, extog
an6 7o fluorine (**F) PSMA-1007, 1 @0opoyorivn (*¥F), to *Ga-PSMA-11, 1o '*F-DCFPyL, 10
BE_JK-PSMA-7 ko1 10 FDG ypnouomomdnkay og mapiyovieg cOYKpIonG.

IMivakag 2: Awyvootikh arodotikotto tov fluorine (F) PSMA-1007 og acOeveic pe Broynuikn
vrotpon (BCR) copemva pe ta anoteléopata g BipAoypapioc.

Octucotnra (ap1Budc acbevav pe Oetikn PET dwonpepévog pe tov apbpd tov aobevov
oV €EETAGTNKALV)

Anpoocicvon - -
Eninedo Tomwn A . OoTtikég AlAeg
\ , EUPAOEVES , .
acBevoug VTOTPOTN UETAGTACELG UETACTACELS
40.6%"
(102/251)*
. 81.3% 24.7% o/b b 40.2% 3.6%
Giesel et al, 20191 504 151) ©2251) |10 f’z ((;‘(30/35 D qoesh (9/251)
(30/7251)°




Rauscher et al., 80.4% 26.5% 53.9% 21.6% 4.9%
2020 (82/102) (27/102) (55/102) (22/102) (5/102)
Giesel, Will, Kesch 75.0% 25.0% 42.0% 25.0% i
etal, 2018 (9/12) (3/12) (5/12) (3/12)
Sachpekidis et al., 47.1% 17.6% 35.3% 17.6% 5.9%
2020 (8/17) (3/17) (6/17) (3/17) (1/17)
WitkOWZSk;(')g%tena 60.0% 27.5% 35.0% 32.5% -
etar, (24/40) (11/40) (14/40) (13/40)
Watabe et al., 2021 92.9% 57.7% 39.3%* 15.4% -
(26/28) (15/26) (11/26)? (4/26)
Rahbar, Afshar- 95.0% 37 extov 213 | 107 ek toov 213 | 67 ek tov 213 2 ek tov 213
Oromieh, Seifert, eff  (95/100) Brapmv? Brapmve Brapdv? Brapov?
al., 2018
Rahbar, Afshar- 95% 17 ex toov 136 | 73 ex twv 136 | 46 ek toov 136 -
Oromieh, (95/100) Brofov Brofov Brofave
Bogemann, et al.,
2018

* TueEMKOT AePQOdEVES
° omcOomeprrovaicol Aeppadéveg
© VITEPOLOPPOAYILOTIKOT AELUPAOEVEG

4 6g oyéon pe Tov apdud Tov PraPdv, oyt tov apldud Tov acbevov

Oocov agopd to 0pro aviyvevong, o Witkowska-Patena et al., 2020 ko Watabe ef al., 2021
Tapovsiccay T0cocto aviyvevong 100% oe acbeveig pe PSA dvo tov 1,0 ng/mL, eved to mocootd
NTav onUavTiKa xapmiotepa (39%, kar 66,7% avtictoly o) oe acbeveic pe tiun PSA yapmidtepn tov

0,5 ng/ml.

Av ka1 vTapyovy avapopis teplopiouivng evaictnociog tov fluorine (*F) PSMA-1007 yio acOeveig
pe Tipég PSA yaunAdtepeg tov 0,5 ng/mL, Aapupdavovtag vwoyn cuvolikd ) Pifioypoeio 1
gvooOnoia xopovotay petash 95% kot 100%, aveEdptnta amd ) Bepaneia mpv v Topoypaeia,
VTOJEIKVOOVTAG TNV akpiPn avayvdpion Tov acbevav pe Proynuikn vrotpony (Rahbar, Afshar-
Oromieh, Seifert, et al., 2018; Witkowska-Patena et al., 2020). Ocov apopd 611G HeTACTACEIS GE
Aepoadéveg acbevav pe Broyniukn vrotpom, 1 voicncio peiwdnke oto 57,9% (Sprute et al., 2021).
Yyetika pe v e101kotnT0, ot Witkowska-Patena et al., 2020 avéeepav 0Tt T0 TOGOGTO EGIKOTNTOG
7oV TopaTPNONKE GE o TPOOTTIKY HEAETN K0OpTNG o€ 40 acBeveic pe Proynkn vwoTpont, nTav
94,4%. Emumhéov, yia Tovg AEPPAOEVES, 1) GUGYETION UETAED TG AMEIKOVIONG KO TNG IGTOAOYIKNG
e&étaong €de1&e ewducotta 100% oe acbeveig pe Proynukn vrotponn (Sprute et al., 2021).

To fluorine (**F) PSMA-1007 dev &xet avagpepOei moté vo mpokalret avemBounteg evépyeieg dtav
Aappdvetar oTig cLVICT®UEVEG dO0ElC. Ta dedopéva acpaielog omd v pedétn BIO-CT-001
avépepay 2 cofoapd avemiBounta copfdvia mov dev oyetilovtay pe T YP1IoT TOL TPOTOVTOG.

5.2 @oppokoKivnTIKEG 1O10TNTEG

Koatavoun

To fluorine (**F) PSMA-1007 xoatavEpetol apécme HeTd Ty evaopAERia yopriynon. Ze vyieig
eBehovtés, katd péco 6po to 76%, 22%, 12% xai 8% tng yopnyovuevng d6ong Ntav mapdv 6To aipna 2
Aemtd, 1 dpa, 2 dpeg ko 3 dpeg PeTd TNV éveon, avtioTtotya. [lepimov to 95% g evepydtntag oto
aipa ovevpédnke otov opd (Giesel, Hadaschik, ef al., 2017). Ze acBeveic pe froynuixn vrotponn
(Biochemical Recurrence — BRC), 1 evepyotta tov fluorine (**F) PSMA-1007 oto aipa, tnv




0VP0dOY0 KVGTY KOl GTOV YAOLTLAIO [V TTopatnpOnKe eniong vo HEWMVETAL GNUAVTIKA LETAED TmV 60
ka1 tov 120 Aent@v (Rahbar, Afshar-Oromieh, Bégemann, ef al., 2018).

Hpdécinyn and dpyava

To fluorine (**F) PSMA-1007 8ev cucompedetal pdvo 6ToV Kapkivo Tov Tpootdrn kot 6€ GALOVG
TOTOVG KOPKIVOL, OAAG KOl GE PUGIOA0YIKOVG 1GTOVE KO O€ OPICHEVEG TOONGELS TOV TPOGTATY).
Inuavtich mpdsinyn fluorine (8F) PSMA-1007 pmopet emiong va cucyeTIoTel Ko pe AEYHOVASELG
dladkaciec o€ avTOPACTIKOVS AEUPUIEVEC.

H mpécinyn amd tov tpmtonadn 6yko kabmg Kot amd pepikd aAia opyova cuvnbog petprionke 1 kot
3 dpeg petd v éveon. ITo cuykekppéva, LeAeTIONKOY 01 TPOGANYELS 0O TOV TPpWTOTOON OYKO, Ol
UETOOTAGELS GTOVG AEUPUIEVES Kol 1 BroKoTavopn o€ QLGLOAOYIKA dpyava ot 1 dpa Kot 6TI¢ 3 dPEC
petd v €veon oe 6éka acbeveic pe kapkivo Tov Tpootdtn. Meta&d g 1 dpog kot Tov 3 opodv petd
v éveon, 1 oot TpdSANyM amd tov Oyko katédelEe avénon e SUVmax kot tg SUVmean
katd mepimov 50%. Tavtdypova, 1 cvykévipwon oto aipa peindnke kotd 40%. Erouévac,
oKloYpAeNoN TOV 0YK®V BEATIOONKE apydTepa 0TS 3 MPEC LETA TNV £veon, BAavovTag pia péon
SUVmax ion pe 41 otovg mpmtonabeic 6yrkovg (Giesel, Hadaschik, ef al., 2017).

Y& aoBeveic pe Proynukn vrotpont (BCR) n didpeon SUVmax yuo 6Aeg tig PAAPec ot 1 dpa petd
v éveon oy 7,00 (gvpog: 2,04-40,01). H SUVmax avéndnke onpovtikd otig 3 dpeg LETA TNV
éveon (S1dpeon SUVmax: 11,35, evpog: 2,36-55,05, p<0,001). Emumiéov, o Adyog didpeong SUVmax
TPOG TN CLYKEVTP®GN 670 aipa avéRdnke onuavtikd petad e 1 dpog Kot Tov 3 opmdv HETH TV
éveon (2,10 évavti 4,57, p<0,001) (Giesel, Will, Kesch, et al., 2018).

Améxkpion
H «dpra 006¢ anékipiong eival n nratoyoitkn 080¢. H anékkpion ota ovpa o€ vyleic eBehovtég fTav

eldyotn, Kot Atydtepo Tov 3% g evidpevng padievépyelag anekkpibnke Katd t ddpkela Tov
TPOTOV 6 ®pdv petd v éveon (Giesel, Hadaschik, et al., 2017).

Agv éyovv Tpayporomom0el perétec oyetikd pe 1o petaforopd tov fluorine (**F) PSMA-1007 .

Neopn/Hratikn avendpkeio
H pappokoxivntikng o€ acbeveig pe veepikn N Nratiky dvciettovpyia dev €xel pehetnOel.

5.3 IIpoxivikd d€dopéva Y10, TNV 06QALELN

Ta pn KAwvikd dedopéva dev amoKoAVTTOVVY 1310iTePO Kivouvo Yia Tov dvBpwmo pe Pdon T copfatikég
UEAETEG PAPUOAKOAOYIKNG AGPAAELNG, TOEIKOTNTOG EQATAE dOOTG KOl YOVOTOSIKOTNTAG. -

6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Katdaroyog ekdoymv

O&wvo pwcpopikod dvdtplo
O&wvo poceoptkod Ko
Xhoprovyo vaTplo
XAwprohyo KaMo
Ackopfiko vatplo
ABavoln

Evéoipo vomp



6.2 AocvupatétnTeg

Eletyel pehetdv ocopPatdTntag, To mapov QopUOKEVTIKO TPOIOV OEV TPEMEL VO OVOULYVOETAL LUE GAAD
QOPUOKEVTIKA TTPOTOVTOL.

6.3 Awdpkera Long
10 dpeg amd v nuepounvia Kot Ty dpa. Tov éAovg ¢ ovvbeong (EOS).

Metd tnv TpdTn AW

H ymuuc kot ooy otabepdmta puetd v tpdtn Ayn tov ProstaLumin 204500 MBg/ml evéoipo
duddvpa €xet tekunplodei yio 10 dpeg amd to téhog g ovvleong (EOS).

ATO LuKpofloloyikig amdWemc, T0 TPOTOV TPEMEL VO YPTCLLOTOLEITAL AUESMS, EKTOC €AV 1| LEBOOOC
OV YPNOCLUOTOIEITOL YO TO Avotypo/Anym/apaimon g doorg amokieiel kdbe kivovvo
LIKpOPLoAoyIKN G empuorvvong. Av dev ypnoiponondel auésms, ot xpovol dloTnpNnong Katd tn xp1on
Kol 01 GLVONKES TPV OTd TNV YPNoM Elvar Vo Ty €vOHVN Tov YpPNOT.

Metd v Aqun ¢ Tp®dTNG dOoNS, UTOPEL va XpT1CILOTOLEITAL Y10, LEYIOTO YPOoViKo dtdotne 10
®OPOV.

6.4 Iowitepeg mpoPurders katd Ty ULAEN TOV TPOIOVTOG

Ta podlOPUPUOKEVTIKA TPOTOVTO, TPEMEL VA, amodnKeHoVTOL GOUPOVO, LE TOV EOVIKO KOVOVIGUO TTOV
1oYOEL Y10 PASIEVEPYH VAIKGL.

AVT0 T0 PUPUAKEVTIKO TTPOIOV TPETEL VO, UAGCCETAL 08 Ogpokpacio pikpotepn TV 25°C otV apyiky
TOV GLOKELAGIA.

6.5 @V61 KOl GVGTUTIKA TOV TEPLEKTI)

Ydhva eroridio Tomov 1, 20 ml, moALamAdY d0GE®V, ATOGTEPOUEVA, VTO-KEVO, AYP®UA 1) ELAPPDG
Kitpva yopic TupeToydvo, KAEIGUEVO IUE OTOCTEPMUEVE, ELUGTOUEPT TTOLOTA Bp®LoBovtuiiov Kot
COPAYIGUEVO, LE KVEO odovpviov.

6.6 Iowitepec mpo@uLAGEEIS amOppyYNS Ko drAol yeipiopol

Tevikéc TPOe1dOTOMGELS

H mapaiafn, o xepiopdg kot 1 Yop1ynon Tev padlopapUiK®V TPETEL VO, YIVETOL ATOKAEIGTIK KO
uovo and eEovolodotnuéva dropa, oe Kabopiopéveg kKhvikég ocuvOnkec. H mapaiafn, 1 amobnikevon,
0 YEPIOUOG, N LETAPOPE KOL 1] OTOPPIYT] TOVG VIOKEIVTOL GTOVG KOVOVIGHOVS KA1 TIG KOTAAANAEG
adeleg TG emionung €Bvikng apprddlag apyne.

Ta padoedppoka Oa Tpémel va TapackeLalovTal LE TPOTO TOV VA, IKOVOTOLEL TOGO TIG OTALTIOELG
aoQOoAEiNG Yio TNV aKTvOPoAios OGO KOl TIC OTALTIOELS POPUOKEVTIKNG ToldtnTag. [Ipémet va
Aapfavovtot ol KOTAAANAES aoNTTIKES TPOPLAKEELS.

IMa 0dnyieg oyeTkd pe ToV TPOTO YPNONS TOL PAPLOKEVTIKOD TPOidVTOG, PAETE TOpdypapo 12.

Edv, omotadnmote otiyp Katd T S1dpKELN TNG TOPACKELNG GVTOV TOL POPUOKEVTIKOD TPOTOVTOG,
vroPabuicTel N aKePUOTNTA TOV PLOALI0V, TO TPOTOV SEV TPEMEL VO YPT|CLUOTOLEITOL.

O1 dadtkacieg yopynong o mpémet vo TpayLoToTotovvToL e TPOTO TOV VO EAQYIGTOTOLELTAL O

KIvouvog EMUOAVVGTIC TOL PUPIOKEVTIKOD TPOIOVTOG KOl AKTIVOPOANGNC T®V YEpLoTdv. H KatdAinin
Bmpdaxion eivar voYPEMTIKN.
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H yopriynon tov pado@apudkov dnpovpyel Kivoovoug yio dAAa dtopa omd eEOTEPIKN
oKtvoBoAnomn 1 poAvvo™ and vIoAsippaTa oVP®V, ERETOL KAT. Emouévac mpénetl va Aapfdavovtot ot
TPOPLAUEELS TPOCTUGING amd TNV OKTIVOPOAIN GUUPOVE, LLE TOVG EBVIKOVG KOVOVIGHOVG,.

Ka0e ayxpnoipomointo Qoppakevtikd Tpoidv 1| VITOAELLLO TPETEL VO, ATTOPPITTETOL GCOUPDVA LIE TIG
KOTA TOTOVE 1GYVOVCEG OYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

BIOKOXMOZX A.E.B.E.

®¢on Ildvoppog, 19500 Aavpio

Attikn - EALGSa

TnA. +30 22920 63900

Fax. +30 22920 69235

8. APIOMOZX(0OI) AAEIAY KYKAO®OPIAX

851/23-01-2023

9. HMEPOMHNIA IMPQTHXE ET'KPIZTHY/ANANEQYXHY THX AAEIAX

Huepounvia [Ipmtng 'Eykpiong: 23/01/2023

Huepopnvia Avavéwong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

15/04/2024

11. AOXIMETPIA

Ta dedopéva dooyetpiog (OLINDA) og vyieic eBehovtég dnpootevtnray oty Piproypaeia (Giesel,
Hadaschik, et al., 2017).

ivaxkag 3: Méoeg Tipég d0GE®V YOPNYOVUEVNS PUSIEVEPYELNG TTOV amopPoPNOnNKav and ta dpyava
VY10V £0ehovidv mov AapBavovy fluorine (1*F) PSMA-1007 .
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fluorine (**F) PSMA-1007
OPT'ANO AMMOPPO®HOEIZA AOXH (mGy/MBq)
Emveppiown 1,94E-02
Eyképalog 7,20E-03
Moaotdc 8,06E—03
Toiympa XoAnddyov

KOGTNG 2,22E-02
Koatiov k6Llov 4,83E-02
Agntd éviepo 1,56E-02
2TOUO0G 1,42E-02
Aviov kOAOV 4,08E-02
Kopdud 2,51E-02
Neopoti 1,70E-01
‘Hrap 6,02E-02
[Tvedpoveg 1,11E-02
Mbeg 1,00E—02
éyxpeag 1,92E-02
EpvBpdc poeiodg

00TV 1,33E-02
Ooteoyova, KOTTAPO 1,55E-02
Aépua 7,30E-03
XIAVOG 7,39E-02
Opyelg 8,37E-03
Obpog 9,90E-03
Bupeoeldng 8,50E-03
Toiympa ovpoddoLv

KOGTNG 1,87E-02
ENEPI'OX AOXH 2,20E-02
(mSv/MBq)

H evepydc 660om mov mpokvmTel amd T Yoprynon g evepydtntog twv 280 MBq og evijlika Bapovg
70 kg (coppwva pe ICRP-103) eivon tepimov 5,3 mSv.

H gvepydc 666m TOL TPOKVITEL OO T XOPNYNON TNG UEYIGTNG GUVICTOUEVG EVEPYOTNTUG TWV
450 MBq (copemva pe ICRP-103) givar mepinov 8,6 mSv.

IMa v yopnyovuevn evepyodtnto tov 280 MBq, 1 Tumikr 6601 aktivofoAiog oto Kpiciua Opyava:
TNV 0VP0odOY0 KOGTN, TNV KapdLd Kot Tov eyképaro eivar 39 mGy, 29 mGy, 7 mGy kot 25 mGy,
avtictolya.

12. OAHI'IEX ITAPAXKEYHX PAAIO®APMAKQN

Kda0e aypnoiponointo eapuokevtiKd Tpoidv 1| VIOAEWU TPETEL VO OTOPPITTETAL GOUPDVOL LE TIG
KOTE TOTOVS 10YVOVGES OYETIKES StaTAEELC.

MéBodoc rpoetoiuaoioc
To PréstalLumin cuokevdleton 6€ QLaridoto mOAAATADY dOCEMV, Kol UTopel va apatmdel Le oteipo
dudvpa yroprovyov vatpiov 9 mg/ml (0,9%) mpiv 0 ypnon.
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H &yyvon npénetl va akorovbeitar and Ekmivon g ypopuung IV pe evéoipo didAvpa yhwplovyov
vazpiov 9 mg/ml (0,9%) ywa vo Staceolotel n TANPNG YOopNynon g 666mgs.

To poipacua Tov 60GEOV TPETEL VO, TPAYLOTOTOEITAL VIO donrteg cuvOnkes. Ta @loAidia dev Tpémel
VoL avoiyovToL TPV od TV OITOADLLOVGT] TOV TMWATOG, TO SIAAV LA TPETEL VO, AAUPAVETAL LEG® TOV
TOLOTOG HE GUPLYYO L0 YPNONG TPOCAPLOCUEVT) GE KATAAANAN TPOCTATEVTIKT BPAKIoT KO ol
ATOCTEPMUEVT PeEAOVa piag xpNong 1 HE EYKEKPYEVO AVTOUATOTOUEVO GUGTI LA,

Ye mepimtwon vrofadong g akepaldTNTag aVTOD TOL ELOAOIOL, TO TPOIOV Ogv TPEMEL Va
ypMolLoTon0et.

Howoukoc éleyyoc
To didAvpa Tpémel va EAEYYETOL OTTIKA TPV amd T Ypnon. Emtpénetar n ypnomn Lovo davymv
SLAVUATOV TTOL dEV PEPOVY OPATH COUATION.
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