1. NAME OF THE MEDICINAL PRODUCT
["*F] FDG/BIOKOSMOS, Solution for Injection 44-6.937 MBq/mL

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 mL contains 44-6.937 MBq of fludeoxyglucose (lgF) at the date and time of calibration.

The activity per vial 20 ml ranges from 704 MBq to 138.740 MBq and up to 104.055 MBq per vial 15 ml
at the date and time of calibration.

Fluorine (ISF ) decays to stable oxygen (180) with a half-life of 109.7 minutes by emitting a positronic
radiation of maximum energy of 634 keV, followed by photonic annihilation radiations of 511 keV.

Excipients with known effects:
For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM
Solution for injection.

Clear, colourless or slightly yellow solution.
4. CLINICAL PARTICULARS

4.1 Therapeutic indications

This medicinal product is for diagnostic use only.

Fludeoxyglucose (ISF ) is indicated for use with positron emission tomography (PET) in adults and
paediatric population.

Oncology
In patients undergoing oncologic diagnostic procedures describing function or diseases where enhanced

glucose influx of specific organs or tissues is the diagnostic target. The following indications are
sufficiently documented (see also section 4.4):

Diagnosis
- Characterisation of solitary pulmonary nodule
Detection of head and neck cancer, as well as brain cancer and testicular cancer
- Characterisation of a pancreatic mass

Staging
- Head and neck cancers including assistance in guiding biopsy
- Primary lung cancer
- Locally advanced breast cancer
- Oesophageal cancer
- Carcinoma of the pancreas
- Colorectal cancer particularly in restaging recurrences
- Malignant lymphoma



- Malignant melanoma: Breslow >1.5 mm or lymph node metastasis at first diagnosis
- Brain cancer

- Thyroid cancer

- Sarcoma

- Testicular cancer

Monitoring of therapeutic response
- Head and neck cancers
- Malignant lymphoma
- Sarcoma
- Lung cancer
- Oesophageal cancer
- Colorectal cancer
- Melanoma
- Breast cancer
- Brain cancer

Detection in case of reasonable suspicion of recurrences
- Glioma with high grade of malignancy (III or IV)
- Head and neck cancers
- Thyroid cancer (non-medullary): patients with increased thyroglobulin serum levels and
negative radioactive iodine whole body scintigraphy
- Primary lung cancer
- Breast cancer
- Carcinoma of the pancreas
- Colorectal cancer
- Ovarian cancer
- Malignant lymphoma
- Malignant melanoma
- Oesophageal cancer
- Sarcoma
- Testicular cancer

Cardiology
In the cardiologic indication, the diagnostic target is viable myocardial tissue that takes-up glucose but is

hypo-perfused, as it must be assessed beforehand using appropriate blood-flow imaging techniques.
- Evaluation of myocardial viability in patients with severe impaired left ventricular function
who are candidates for revascularisation when conventional imaging modalities are not
contributive.

Neurology
In the neurologic indication, the interictal glucose hypometabolism is the diagnostic target.

Localization of epileptogenic foci in the presurgical evaluation of partial temporal epilepsy and nodular
sclerosis. It is also used for the diagnosis of various forms of dementia (e.g. Alzheimer).

4.2 Posology and method of administration

Posology



Adults and elderly population

The recommended activity for an adult weighing 70 kg is 100 to 400 MBq (this activity has to be adapted
according to the body weight of the patient, the type of camera used and acquisition mode), administered
by direct intravenous injection.

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

Extensive dose-range and adjustment studies with this medicinal product in normal and special
populations have not been performed. The pharmacokinetics of fludeoxyglucose (**F) in renally impaired
patients has not been characterised.

Paediatric population

The use in children and adolescents has to be considered carefully, based upon clinical needs and
assessing the risk/benefit ratio in this patient group. The activities to be administered to children and
adolescents may be calculated according to the recommendations of the European Association of Nuclear
Medicine (EANM) paediatric dosage card; the activity administered to children and to adolescents may be
calculated by multiplying a baseline activity (for calculation purposes) by the weight-dependent multiples
given in the table below.

A[MBq] = Baseline Activity x Multiple

Administered

The baseline activity for 2D imaging is 25.9 MBq and for 3D imaging 14.0 MBq (recommended in
children).

Weight [kg] Multiple Weight [kg] Multiple Weight [kg] Multiple
3 1 22 5.29 42 9.14
4 1.14 24 5.71 44 9.57
6 1.71 26 6.14 46 10.00
8 2.14 28 6.43 48 10.29
10 2.71 30 6.86 50 10.71
12 3.14 32 7.29 52-54 11.29
14 3.57 34 7.72 56-58 12.00
16 4.00 36 8.00 60-62 12.71
18 4.43 38 8.43 64-66 13.43

20 4.86 40 8.86 68 14.00

Method of administration
For intravenous use.

For multidose use.
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The activity of fludeoxyglucose ( F) has to be measured with activimeter immediately prior to
injection.

e 18 . . ca. .
The injection of fludeoxyglucose ( F) must be intravenous in order to avoid irradiation as a result of local
extravasation, as well as imaging artefacts.

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



For patient preparation, see section 4.4.

Image acquisition

The emission scans are usually started 45 to 60 minutes after the injection of fludeoxyglucose (**F).
Provided a sufficient activity remains for adequate counting statistics, fludeoxyglucose (**F)-PET can also
be performed up to two or three hours after administration, thus reducing background activity.

If required, repeated fludeoxyglucose (**F) PET examinations can be reiterated within a short period of
time.

4.3 Contraindications

Hypersensitivity to the active substance(s), to any of the excipients listed in section 6.1 or to any of the
components of the labelled radiopharmaceutical.

4.4 Special warnings and precautions for use

Potential for hypersensitivity or anaphylactic reactions

If hypersensitivity or anaphylactic reactions occur, the administration of the medicinal product must be
discontinued immediately, and intravenous treatment initiated, if necessary. To enable immediate action
in emergencies, the necessary medicinal products and equipment such as endotracheal tube and ventilator
must be immediately available.

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.

Renal and hepatic impairment
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Due to the major renal excretion of fludeoxyglucose ( F), in patients with reduced kidney function,
careful consideration of the benefit risk ratio in these patients is required since an increased radiation
exposure is possible. Activity should be adjusted if necessary.

Paediatric population

For information on the use in paediatric population, see sections 4.2 or 5.1.

Careful consideration of the indication is required since the effective dose per MBq is higher than in
adults (see section 11).

Patient preparation

["*F] FDG/BIOKOSMOS should be given to sufficiently hydrated patients fasting for a minimum of 4
hours, in order to obtain a maximum target activity, since glucose uptake in the cells is limited
(“saturation kinetics”). The amount of liquid should not be limited (beverages containing glucose must be
avoided). In order to obtain images of best quality and to reduce the radiation exposure of the bladder,
patients should be encouraged to drink sufficient amounts and to empty their bladder prior to and after the
PET examination.




- Oncology and neurology and infectious diseases

In order to avoid hyperfixation of the tracer in muscle, it is advisable for patients to avoid all strenuous
physical activity prior to the examination and to remain at rest between the injection and examination and
during acquisition of images (patients should be comfortably lying down without reading or speaking).
The cerebral glucose metabolism depends on the brain activity. Thus, neurological examinations should
be performed after a relaxation period in a darkened room and with low background noise. A blood
glucose test should be performed prior to administration since hyperglycaemia may result in a reduced
sensitivity of ['*F] FDG/BIOKOSMOS, especially when glycaemia is greater than 8 mmol/L. Similarly,
PET with fludeoxyglucose ('*F) should be avoided in subjects presenting uncontrolled diabetes.

- Cardiology

Since glucose uptake in the myocardium is insulin-dependent, for a myocardial examination a glucose
loading of 50 g approximately 1 hour prior to the administration of ['*F] FDG/BIOKOSMOS is
recommended. Alternatively, especially for patients with diabetes mellitus, the blood sugar level can
be adjusted by a combined infusion of insulin and glucose (insulin-glucose-clamp) if needed.

Interpretation of the PET with fludeoxyglucose (*F) images:

In the exploration of inflammatory bowel diseases, diagnostic performance of fludeoxyglucose (‘*F) has
not been directly compared with that of scintigraphy using labelled white blood cells which may be
indicated prior to fludeoxyglucose (**F) PET or after fludeoxyglucose (**F) PET when inconclusive.

Infectious and/or inflammatory diseases as well as regenerative processes after surgery can result in a
significant uptake of fludeoxyglucose ('*F) and therefore lead to false positive results, when examining
infectious or inflammatory lesions is not the aim of the fludeoxyglucose (‘**F) PET. In cases where
fludeoxyglucose ('®F) accumulation can be caused by either cancer, infection or inflammation, additional
diagnostic techniques for the determination of the causative pathologic alteration may be required to
supplement the information obtained by PET with fludeoxyglucose (**F). In some settings e.g. staging of
myeloma, both malignant and infectious foci are searched for and may be distinguished with a good
accuracy on topographic criteria e.g. uptake at extramedullary sites and/or bone and joint lesions would
be atypical for multiple myeloma lesions and identified cases associated with infection. There are
currently no other criteria to distinguish infection and inflammation by means of fludeoxyglucose ('*F)
imaging.

Because of the high physiologic uptake of fludeoxyglucose (‘*F) within brain, heart and kidneys, PET/CT
with fludeoxyglucose ('*F) has not been evaluated for the detection of septic metastatic foci in these
organs when the patient has been referred due to bacteraemia or endocarditis.

False positive or false negative PET with fludeoxyglucose (‘*F) results cannot be excluded after
radiotherapy within the first 2-4 months. If the clinical indication is demanding an earlier diagnosis by
PET with fludeoxyglucose ('*F), the reason for earlier PET with fludeoxyglucose ('*F) examination must
be reasonably documented.

A delay of at least 4-6 weeks after the last administration of chemotherapy is optimal, in particular to
avoid false negative results. If the clinical indication is demanding an earlier diagnosis by PET with
fludeoxyglucose (®F), the reason for earlier PET with fludeoxyglucose (‘*F) examination must be
reasonably documented. In case of chemotherapy regimen with cycles shorter than 4 weeks, the PET with
fludeoxyglucose ('®F) examination should be done just before re-starting a new cycle.

In low-grade lymphoma, lower oesophagus cancer and suspicion of recurrent ovarian cancer, only
positive predictive values have to be considered because of a limited sensitivity of PET with
fludeoxyglucose (°F).
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Fludeoxyglucose ( F) is not effective in detecting brain metastases.

The accuracy of fludeoxyglucose (ISF) PET imaging is better using PET/CT than PET cameras alone.

When a hybrid PET-CT scanner is used with or without administration CT contrast media, some artefacts
may occur on the attenuation-corrected PET images.

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

Specific warnings
If required, take into account the dilution with sodium chloride which occurs at the hospitals.

Precautions with respect to environmental hazard see section 6.6.
4.5 Interaction with other medicinal products and other forms of interaction

All medicinal products that modify blood glucose levels can affect the sensitivity of the examination (e.g.
corticosteroids, valproate, carbamazepine, phenytoin, phenobarbital and catecholamines).

Under administration of colony-stimulating factors (CSFs), there is an increased uptake of
fludeoxyglucose ('*F) in the bone marrow and the spleen for several days. This must be taken into
account for the interpretation of PET imaging. Separating CSF therapy from PET imaging by an interval
of at least 5 days may diminish this interference.

The administration of glucose and insulin influences the influx of fludeoxyglucose ('*F) into the cells. In
the case of high blood glucose levels as well as low plasma insulin levels, the influx of fludeoxyglucose
(*®F) into organs and tumours is reduced.

No formal studies on the interaction between fludeoxyglucose ('*F) and any contrast for computed
tomography have been performed.

4.6 Fertility, pregnancy and lactation

Women of childbearing potential

When an administration of radiopharmaceuticals to a woman of childbearing potential is intended, it is
important to determine whether or not she is pregnant. Any woman who has missed a period should be
assumed to be pregnant until proven otherwise. If in doubt about her potential pregnancy (if the woman
has missed a period, if the period is very irregular, etc.), alternative techniques not using ionising
radiation (if there are any) should be offered to the patient.

Pregnancy
Radionuclide procedures carried out on pregnant women also involve radiation dose to the foetus. Only

essential investigations should therefore be carried out during pregnancy, when the likely benefit far
exceeds the risk incurred by the mother and foetus.

Breast-feeding
Before administering radiopharmaceuticals to a mother who is breastfeeding consideration should be

given to the possibility of delaying the administration of radionuclide until the mother has ceased
breastfeeding, and to what is the most appropriate choice of radiopharmaceuticals, bearing in mind the
secretion of activity in breast milk. If the administration is considered necessary, breastfeeding should be
interrupted for 12 hours and the expressed feeds discarded.



Close contact with infants should be restricted during the initial 12 hours following injection.

Fertility
No studies on fertility have been performed.

4.7 Effects on ability to drive and use machines

Not relevant.

4.8 Undesirable effects

Exposure to ionising radiation is linked with cancer induction and a potential for development of
hereditary defects. As the effective dose is 7.6 mSv when the maximal recommended activity of 400 MBq
is administered these adverse reactions 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 Organization for Medicines

284 Mesogeion, GR-15562,

Holargos, Athens

Tel.: +30 21 3204380/337

Fax: +30 21 06549585

web site: http://www.eof.er
http://www kitrinikarta.gr

4.9 Overdose

In the event of administration of a radiation overdose with fludeoxyglucose (ISF ) the absorbed dose to the

patient should be reduced where possible by increasing the elimination of the radionuclide from the body

by forced diuresis and frequent bladder voiding. 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 tumor detection, ATC code:
V09IX04.

Pharmacodynamic effects
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At the chemical concentrations used for diagnostic examinations, fludeoxyglucose ( F) does not appear
to have any pharmacodynamic activity.

5.2 Pharmacokinetic properties


http://www.eof.gr/

Distribution

Fludeoxyglucose ('*F) is a glucose analogue which is concentrated in all cells using glucose as
primary energy source. Fludeoxyglucose ('*F) is concentrated in tumours with a high glucose turnover.
Following intravenous injection, the pharmacokinetic profile of fludeoxyglucose (18F) in the vascular
compartment is biexponential. It has a distribution time of 1 minute and an elimination time of
approximately 12 minutes.

In healthy subjects, fludeoxyglucose (*F) is widely distributed throughout the body, particularly in the
brain and heart, and to a lesser degree in the lungs and liver.

Organ uptake
The cellular uptake of fludeoxyglucose ('*F) is performed by tissue-specific carrier systems, which are

partly insulin-dependent and, thus, can be influenced by eating, nutritional condition and the existence of
a diabetes mellitus. In patients with a diabetes mellitus, a reduced uptake of fludeoxyglucose ('*F) into the
cells occurs due to a changed tissue distribution and glucose metabolism. Fludeoxyglucose ('*F) is
transported via the cell membrane in similar fashion to glucose, but only undergoes the first step of
glycolysis resulting in formation of fludeoxyglucose (*F)-6-phosphate which remains trapped within the
tumour cells and is not further metabolised. Since the following dephosphorylation by intracellular
phosphatases is slow, fludeoxyglucose ('*F)-6-phosphate is retained in the tissue over several hours
(trapping-mechanism).

Fludeoxyglucose ('8F) passes the blood-brain barrier. Approximately 6.9 % of the injected dose are
concentrated in the brain within 60 minutes after infusion. Epileptogenic foci exhibit a reduced glucose
metabolism in the seizure free phases.

Approximately 3.3 % of the administered activity is taken-up by the myocardium within 60 minutes. The
distribution of fludeoxyglucose ('*F) in normal heart is mainly homogenous. However, regional
differences of up to 15 % are described for the interventricular septum. During and after a reversible
myocardial ischemia, an increased glucose uptake occurs into the myocardial cell. 0.3 % and 0.9 - 2.4 %
of the administered activity are concentrated in pancreas and lung.

Fludeoxyglucose ('*F) is also bound to a lesser extent to ocular muscle, pharynx and intestine. Binding to
muscle may be seen following recent exertion and in the event of muscular effort during the examination.

Elimination
Elimination of fludeoxyglucose ('*F) is chiefly renal, with 25 % of activity being excreted in urine in the
2 hours following injection.

Binding to renal parenchyma is weak, but because of renal elimination of fludeoxyglucose (18F), the
entire urinary system, particularly the bladder, exhibits high amounts of radioactivity.

5.3 Preclinical safety data

Toxicological studies with mice and rats have demonstrated that with a single intravenous injection of
0.014 mg/kg no deaths were observed. Toxicity with repeated administration was not performed because
['*F] FDG/BIOKOSMOS is administered in a single dose. This medicinal product is not intended for

regular or continuous administration.

Mutagenicity studies and long-term carcinogenicity studies have not been carried out.



6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Water for injections
di-sodium hydrogen citrate-1,5-hydrate, extra pure
tri-sodium citrate-2-hydrate, extra pure

6.2 Incompatibilities

This medicinal product must not be mixed with other medicinal products except those mentioned in
section 12.

6.3 Shelf life

12 hours from the end of manufacturing.
The expiration is indicated on the packaging and on each vial.

6.4 Special precautions for storage
Store below 25°C in the original package.

For storage conditions after dilution of the medicinal product, see section 6.3.
Storage of radiopharmaceuticals should be in accordance with national regulation on radioactive
materials.

6.5 Nature and contents of container

Vial 15 ml and/or 20 mL, clear vial, Type I glass, European Pharmacopeia, Multidose vial, Rubber
stopper closure and sealed with aluminum cap.

One vial 20 ml contains 0.2 mL to 20.0 mL of solution, corresponding to activity 704 to 138.740 MBq
and up to 104.055 MBq per vial 15 ml, at calibration time.

6.6  Special precautions for disposal and other handling

General warning

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.

The administration of radiopharmaceuticals creates risks for other persons from external radiation or

contamination from spills of urine, vomiting, etc. Radiation protection precautions in accordance with
national regulations must be taken.

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

7. MARKETING AUTHORISATION HOLDER



BIOKOSMOS SA

Thesi Panormos, 19500 Lavrio Athens - Greece

Tel. +30 22920 63900
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8. MARKETING AUTHORISATION NUMBER(S)

11206/31-01-2025

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorization: 12 March 2008
Date of latest renewal of authorization: 18 July 2024

10. DATE OF REVISION OF THE TEXT

31/01/2025



11. DOSIMETRY

The data listed below are from ICRP 106 publication.

ABSORBED DOSE PER UNIT ACTIVITY ADMINISTERED (mGy/MBq)

ORGAN Adults 15 years 10 years 5 years 1 year
Adrenals 0.012 0.016 0.024 0.039 0.071
Bladder 0.13 0.16 0.25 0.34 0.47
Bone surfaces 0.011 0.016 0.022 0.034 0.064
Brain 0.038 0.039 0.041 0.046 0.063
Breasts 0.0088 0.011 0.018 0.029 0.056
Gallbladder 0.013 0.016 0.024 0.037 0.070
Gastrointestinal tract

Stomach 0.011 0.014 0.022 0.035 0.067

Small intestine 0.012 0.016 0.025 0.040 0.073

Colon 0.013 0.016 0.025 0.039 0.070

Upper large 0.012 0.015 0.024 0.038 0.070)
intestine

Lower large 0.014 0.017 0.027 0.041 0.070)
intestine
Heart 0.067 0.087 0.13 0.21 0.38
Kidneys 0.017 0.021 0.029 0.045 0.078
Liver 0.021 0.028 0.042 0.063 0.12
Lungs 0.020 0.029 0.041 0.062 0.12
Muscles 0.010 0.013 0.020 0.033 0.062
QOesophagus 0.012 0.015 0.022 0.035 0.066
Ovaries 0.014 0.018 0.027 0.043 0.076
Pancreas 0.013 0.016 0.026 0.040 0.076
Red marrow 0.011 0.014 0.021 0.032 0.059
Skin 0.0078 0.0096 0.015 0.026 0.050
Spleen 0.011 0.014 0.021 0.035 0.066
Testes 0.011 0.014 0.024 0.037 0.066
Thymus 0.012 0.015 0.022 0.035 0.066
Thyroid 0.010 0.013 0.021 0.034 0.065
Uterus 0.018 0.022 0.036 0.054 0.090
Remaining organs 0.012 0.015 0.024 0.038 0.064
Effective dose 0.019 0.024 0.037 0.056 0.095
(mSv/MBq)

The effective dose resulting from the administration of (a maximal recommended) activity of 400 MBq of
fludeoxyglucose (**F) for an adult weighing 70 kg is about 7.6 mSv.

For an administered activity of 400 MBq the typical radiation doses delivered to the critical organs:
bladder, heart and brain are 52 mGy, 27 mGy and 15 mGy, respectively.




12. INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS

Method of preparation

The package must be checked before use and the activity measured using an activimeter. The medicinal
product may be diluted with water for injection. 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 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 solutions, free of visible particles
should be used.



IEPIAHYH TON XAPAKTHPIZTIKOQN TOY IPOIONTOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
[18F] FDG/BIOKOZMOZX evéouo didivua 44-6.937 MBg/mL
2. IMOIOTIKH KAI ITIOXOTIKH XYNOEXH

1 mL evéoipov Swahvparog mepiéyet 44-6.937 MBq @Boprodeo&uyivukolng (1¥°F) xatd v dpa kot
nuepounvio g Padpovounong.

H evepyomnta avd ¢roridio 20 ml xopaivetal amd 704 MBq éwg 138.740 MBq kot éo¢ 104.055 MBq
avé @loAido 15 ml katd v nuepounvio Kot dpa g faduovounonc.

To 906p1o (*¥F) Sroondron og otadepd okvydvo (10) pe xpovo nuiceiac Lomg 109,7 rentdv exhbovtag
axtivoPoiia molitpoviov péyiotng evépyelag 634 keV akolovBovuevn and e@TOVioKn akTivoBoiio
eEablmong 511 keV.

'Exdoya pe yvootég emdpdoeic:
IMa tov TAnpn katdloyo TV ekddywv, PAEre Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H

Evéowo didAvpo.

Awwyég, dypopo 1 vrokiTpivo dtdAvpa.

4. KAINIKEX IIAHPO®OPIEX

4.1. OgpomevTiKEg EVOEIEEIS

AVTO TO QUPUOKEVTIKO TPOIOV ¥PNOIUOTTOLEITOL LOVO Y10l LY VIOGTIKOVG GKOTOVG,

H ¢0oprodeooylvkdlin (¥F) evdeicvoton yio epappoyn oty topoypagio ekmopmhc molitpoviov (PET)
o€ EVAAIKEG KOl ToLdLATPLKO TANBuGUO.

Oykoloyia
Xe aobeveic mov LVTOPAAAOVTIOL GE OYKOAOYIKEG OlYVOOTIKEG OLOOIKACIEG OV TEPLYPAPOVLY TNV

Aertovpyia N TG VOGOLE OTIC OMOieg 0 dYVOOTIKOG 6TdY0g glvarl 1 avénuévn eiopon yYAvkolng oe
ovykekpiéva opyava 1 10tovs. Ot axdiovbeg evdeielg Eyovv tekunplmbel emapkac (BAéne emiong
Tapaypaeo 4.4).

Aldyvoon
- XopoKTNplopog LOVAP®V TVEVUOVIKOV 6LV
Aviyvevon KapKivov KeQUANG kol TpayAov, kabmg Kol KapKivov Tov £YKEQEAAOL Kot
Kapkivov TV Opyewv
- X0opoKTnNplopog ToyKpeatikng Lalog

Ytodtomoinon
- Kapkivor g xepoAic-tpayniov, ocoumeptropfovouéving tng vrootipiing oe
kaBodrynon Broyiog
- Ipotoradng kapkivog Tov Tveduova
- Tomxd vrotpomdalmv kapkivog Tov LOGTOD
- Kapkivog tov otcopdyov
- Kopkivopa tov moykpéatog
- OpBoxoMidg kapkivog, 110ATEPO O TEPUTTMOGELS VTOTPOTNG TG EXAVACTAOLOTONGNG



- Koxonbfeg Aépupopa

- Koxonfeg perdvopo: Breslow > 1,5 mm 7 petdotaon o€ Aepeolidto Katd v mpdt
dudyvaon

- Kopkivog eykepdiov

- Kapkivog Bupeoeidong

- ZOapKouo

- Koapxkivog 6pyemv

[MopakorovOnon amdkpiong otn Oepaneio
- Kaopkivol kepaAng-tpayniov
- Koxonfeg Aéppopa
- ZOapKopo
- Koapxkivog tov mvedpova
- Koapxkivog Tov oicopdyov
- OpBokoAikog Kapkivog
- Mehdvoua
- Kapkivog tov pootod
- Kapxkivog tov gykepdiov

Aviyvevon og mepintmon OA0YNG LTOYING VITOTPOTNG
- Tlolopa pe vynio Pabuod kaxonBewag (11 1 IV)
- Kapkivol kepaing-tpoyniov
- Oupeoeldikog kopkivog (Un poehoednq): acbeveic pe avénuéva eminedo Bupeocparpivig
0poDV KAl APVNTIKO OAOGOUOTIKO GTvONpoypaena Le padlevepyd 1ddlo
- Ipwtomadng Kapkivog Tov TVELUOVE
- Koapxkivog tov poactov
- Koapkivopa tov maykpéotog
- OpBokoiikog Kapkivog
- Qofnkikodg kapkivog
- Koaxonfeg Aépoopa
- Koxonbfeg peddvopa
- Koapxkivog tov otcopdyov
- Zapxopo
- Kapxkivog tov dpyemv

Kapdiotoyia
2V KapdtoAoyikn EvOein, dlayvmOTIKOC 6TOY0G gival 0 PLdCIHOG 16TOC TOV PLOKPSion, GTOV 0ol
ONUEIDVETOL TTPOSANYN YAVKOING 0AAG Kol VTOOHAT®OT, Kabmg mpémel va afloloynbel ek Tov
TPOTEP®V LLE Y¥PNON KATIAANA®V TEYVIKOV ATEIKOVIONG TG OUOTIKNG PONG.
- A&wloynon g Prooiudtrag Tov puokapdiov oe acbeveic pe cofapn Svcieitovpyia g
aplotepng Kowkiog, Ol omoiot &ivol vmoynelol Yy emovayysioon Otav To cLUPOTIKE
OTEIKOVIOTIKA CLGTHHATO OgV BonBovv.

Nevpoloyia
2NV veuporoyikn EVOELEN, dloyvOoTIKOG 6TOYOG EIVOL O LEGOKPITIKOG VTOUETAPOAMGHOG TNG YAVKOLNC.

Evtomopndg t1ov emANTToyovey E6TIMV KATO TNV TPOEYYEPNTIKY aSloAdYNGT TG LEPIKNG KPOTOPIKNG

emANyiog Kal TNG ofwdoug okARpuvong. Xpnoilomoleitol xiong Kot yio T d1dyvwoon dopdpov
popeav dvotag (w.y. Alzheimer).

4.2. Aocolroyio Kol TpOTOC YopyNoNS

Aocoloyia

Evilixes ka1 nhikiwuévog mAnBoouog



H cvvictopevn evepydtnrta mov cuvietdtor cuvidog yio evijlikeg Bapovg 70 kg eivar 100 £wg 400 MBq
(vt M 660M TPEMEL VO, TPOCAPLOCTEL avAAOYQ LE TO BAPOC TOL GMUATOS TOL GHEVOVG KAl TOV TUTTO
NG KAUEPAG TTOL YPNCUOTOLEITOL) KO YOpTYEITOL LE GpeoT) evOoQAEPLa Eveon.

Neppixn Koi nroTiKy oVETOPKELD,
Anarteitol mpooektikn e€Taomg g xopnyovuevng ddonge, kabmg eivar mhavn 1 avénuévn éxbeomn e
aktvoPoiia 6€ avToS TOLg 0eOEVELG.

Agv &yovv ekmovnel ektetapévec LEAETEC BOGOAOYIKOD EVPOLE KOl SOGOAOYIKNC pvOuiong e avtd 10
(QOPUOKEVTIKO TPOIOV GE QLOIOAOYIKOVG Kot €0kovg mAnbvopovg. H  @appoxokvntik)y g
pBopropévng decotuylukoing (*F) oe aocbeveic mov mhoyovy amd veQpiky oavembpkelo dev £yet
YOPAKTNPIOTEL.

Taidrazpiros minBoouog

H ypniion oe madid ko eprifovg Ba mpémet va eEetaletal TpooekTiKd, pe PAomn TIg KMVIKES OvAYKES Kot
Ue oTAOION TOV KIvOHVOL EVOVTL TOV 0QELOVE GE QLTHV TNV oudda acbevav. Ot evepydtnteg mov Oa
yopnyovvtol o Toudld kot Eprfovg mpémetl vo. LIToAoYiovTol COUPMVA LE TIC GLOTAGELS TOV TIvaKO
modlatpikng docoroyiag g Evponaikng Etopiac [Mupnvikng latpucic (EANM). H evepydtnta mov
yopmyeitar o€ Todid ko eprifovg umopei va vroroyiotei tolhamlootdloviog pia 0o avapopdc (Yo
GKOTOVG VITOAOYIGHOV) UE To TOAAATAAGLO OV ££0pTOVTOL amtd T0 PApog, Ta omoia TAPEYOVTaL GTOV
TOPUKATO VKA.

A[MBq]mov yopnyecitar = Padievépysro avagopdg x Ioiharridoro

H padievépyeta ovagopdc yio 61601dctarn ansikovion sivar 25,9 MB(q kot yio Tp1odidototn aneikovion
14,0 MBq (cuvictdtol o€ Toudid).

Bépog [kg] | IMorhamiaowo | Bépog [kg] | IMorhamraow | Bépog [kg] | Morilamrdoro
3 1 22 5,29 42 9,14
4 1,14 24 5,71 44 9,57
6 1,71 26 6,14 46 10,00
8 2,14 28 6,43 48 10,29
10 2,71 30 6,86 50 10,71
12 3,14 32 7,29 52-54 11,29
14 3,57 34 7,72 56-58 12,00
16 4,00 36 8,00 60-62 12,71
18 4,43 38 8,43 64-66 13,43
20 4,86 40 8,86 68 14,00

Tpomog yopnynong

IMo evdopAéPra éveon
T yprion ToAAaTAGY OOGEWV.

H evepyémnro. g @boprodeoluyivkolne (18F) mpémer va petpiéton pe &va uetpnty padievépyelog
OUECMC TPLY Ao TNV EYYLOT).

H éyyvon g e0oprodeo&uyivkolne (18F) mpémet va yiveton evéo@AéBia, dote vo amopevydel Tuyov
aktvoBoAnomn Aoyw tomikng e&ayyeimong, Kabdg Kot 1) Topovsio TuxdV TEYVIKOV GPUALATOV GTNV
OTEIKOVIOT).



IMo 0dnyieg oyetiKd pe TNV apoimoT TOL QOPUAKEVTIKOD TPOIOVTOG TPV amtd TN Yopnynon, PAEne
mopdypoeo 12.

IMa v tpoetoyacio tov acbevoig, PAéne mapdypapo 4.4.

Anym eikévaov

Ot capimoelg ekmoumng Eekvodv cuvimg 45 émg 60 Aemtd petd v €yyvon tng eBoprodeo&uylvkoling
("8F). Aedopévov 0Tt pio emopkig mOsHTNTO padievépyelag Statnpeitar Yoo TNV €mapKn UETPNoN
OTATIOTIKOV oTolyEimv, vdpyel dvvatdtnta desaywyng g e&étaong PET pe @Boprodeo&uyivikoln
(®F)-PET éwm¢ ko1 800 M Tpelc dpeg petd TN YOopHynom, HEWwvovtog £T6t TN dpacTtnpiotnTa
VITOGTPAOUOTOC.

Eév omoauteiton, o eEetboeig PET pe @Boprodeo&uylvkoln (BF)umopodv va emavainedovv evioc
GUVTOLLOL YPOVIKOD SLOGTHUATOG.

4.3 Avtevoeigelg

YrepevoioOnoio 6t dpactiKy) ovcia, 0mol0dNTOTE amd To £KO0Y TOV AVUPEPOVTOL GTNV TOPAYPAPO
6.1 1 00100MTOTE OO TA. GUGTOTIKG TOV GNUUCUEVOL PUSIOPOPLOKEVTIKOD TPOTOVTOG,.

4.4. E101kég TPOEIOOTOM|GELS KON TTPOPVAAEELS KATA T Y P1]ON

MBovéTTa vrepeLOIGHINGIOG 1) OVAPLAOKTIKGY OVTIOPACEDV

Edv onueiwdel vrepevosnoio 1 avo@LAGKTIKEG OVTIOPAGELS, 1 YOPNYNOYN TOV (QUPLOKEVTIKOD
TPOTOVTOG TPEMEL VAL S10KOTTEL AUESH KOl VaL EEKIVIIGEL EVOOPAEPLA aymyN, GV eivan amapaitnro. o va
glvol dvvarn 1 Gueon eMEUPOOT GE MEPUTTAOCELS EKTAKTNG OVAYKNG, OTTOLTEITOL VO VITAPYOVY GLEGO
dBéaipa To amapaitnTo WTPtKd TPoidvta Kot 0 amapoitntog E0MMGIOG, OT®G EVaG EVOOTPOYELOKOG
COAVOG KOl OVOTVELGTIPOG.

E&atopucevpévn otdbuicn opérovg/Kivéuvon

IMao kéBe acbevn, n éxbeom oe aktvoPforia mpémel va gival SIKOIOAOYNGIUN GOUE®VO UE TO THAVO
opelog. H yopnyovpevn evepydotnta 0Oa mpémel oe kabe nepintwon va givar 1660 younin 6o sivol
EVAOYMC EQIKTT, Y10 T KTNOT OV OTOLTOVUEVOV OOy VOCTIKMV TANPOPOPLDV.

Nepikn| Kot NTOTIKT) OVETAPKELL

Abyo TG SNUOVTIKNG VEQPIKHC amékipiong g eloprtopévne decoluyivkolng (1°F), o acheveic pe
UELOUEVT] VEQPIKT] AELTOVPYIN amorteital TPOoEKTIKY e€€Ta0T NG 0YE0NG 0PEAOVEG-KIVOUVOV, KABMG
vrapyxel mhovotnto avénuévng €kbeong oe aktwvoPoAin. Ymdpyer dvvardotnta pvbpong g
gvepyoNTag, Qv givon amapaitnto.

Hodratpikdg minbucuog

IMa TAnpogopieg oyetikd pe T ypnon o€ TudaTpikd minbvoud, PAéne mapdypoaeo 4.2.1 5.1.
Amoteitonl mpooekTikny e€étaom e EvoeiEng, O1dTL 1 evepydc d6om avd MBq eivar peyaddtepn am’ Ot
otoug eviihkeg (PA. mapdypago 11).

pogtoyacia asbevovg:

Ot ac0Beveic mpémetl va, etval ETAPKDOG EVOOATOUEVOL KO VIGTELS TOLANYIOTOV 4 dpEG TPV T XOPYNoN
tov [18F] FDG/BIOKOXMOZ, ®ote va givol duvathi n Aqym HEYIOTNG EVEPYOTNTAG-GTONOV, KaOMDS 1
TpooAnyn yAokolng ota KOTTape €ival TEPLOPIOUEVT] (KKIVNTIKY KOPEGHOL»). Agv mpémel va
MEPLOPLOTEL 1] TOGHTNTA VYPDOV (TPEMEL VO OTOPEVYOVTO TAL POPTLLATA TTOV TTEPLEXOLY YAVKALN). o T
AU ewovov PEATIOTNG To1dTTOG Kot peimon tng £kBeomng TG ovpoddyov KOGTNG GE OKTIVOPOoAL,
oLVIGTATOL 01 0G0EVEIG VO KATAVOADVOVY ETOPKELG TOGOTNTEG VYPDV KOl VAL EKKEVAVOLY TIV KDGTI TOVG
mpv Ko petd v eE€toon PET.

- Oyxoloyio ka1 vevpoAoyikd. ka1 A01u@on VOGHILOTO

IMa vo amopevyBel n vIEPUETPT KAONAWDGCT TOV PUSOPAPHUAKOL GTOVG HDEG, GVVICTATOL OL 0oBeVEig Va
UTOPEVLYOLV OTTOLAONTOTE EVTOVT COUOTIKT OpaoTnPOTTa TPV amd TV €££T00T KOl VO, TOPAUEVOVY
0€ KATAOTOOT NPEUING KOTA TO S1a0Tnua LETAED TG EVEOTG Kal TNG £££TOOTG KOl KATA T SLAPKELL TNG



AMyMg ekovov (o1 acbeveig mpénetl va EamAdvouy avamavTikd xwpig va dafdlovv 1| va pwaovv). O
UETOPOAIOUOG TNG YALKOING 6TOV £YKEPUAO EAPTATOL GO TNV EYKEPAAIKT) Opaotnplotnta. Emopévmg,
01 VEVPOLOYIKEG EEETACELS TTPETEL VAL EKTEAOVVTAL PETA OO TEPIOD0 MPERING 0 GKOTEWVO SOUATIO KO
pe yapnAd Bopvpovnoctpopatog. [pémel va exteleiton eétoom tov emmédwv YAvko(ng oto aipa Tpv
omd TN yopnynomn, Kabdg Tuydv vrepyAvkaipio propel va mpokoarécel peimon g evonctnoiog tov [ 18F]
FDG/BIOKOXMOZ, dwitepa 6tav 1 Tiun ¢ YAVKOIng eivar peyaivtepn amd 8 mmol/L. [Tapouoimg,
n e&étaon PET upe @Bopriwuévn Secolvyivkoln (F) mpémer vo amopedyston o acleveic mov
mopovctdlovy pe emapKdg puOlopevo ereyyduevo dafntn.

- Kaporodoyio,

Kabmng n mpdécinyn yAvkolng oto pookdpdio e&optdtol amd Ttnv WVGOoLAlvT, Yoo TNV e&€étaon Tov
pookapdiov cuvictdtal 1 eopTion pe 50 g yAvkolng mepimov 1 dpa mpv and T yopnynon tov [18F]
FDG/BIOKOXMOZX. Evoihoktikd, dwitepa yioo acbeveic pe cokyopddn dwfntm, 1o eminedo g
yAvko{ng oto aipo pmopel va puOuioTel pe cLVOVOCTIKY £yYLOT WGOLAIVIG HOKPAG OEPKELNG Kot
YAVKOING («kabAmony VGoLAIVIG-YALKOLNG) dv ypetaleTat.

Epunveia tov PET onsikovicewv pe ebopoprodeouyivioln (*F):

Kotd 1 e&étaon tov QAEYHOVOI®V VOOTIUATOV TOV EVIEPOL, 1 JOYVOOTIKY] EVEPYOTNTO  TNG
@Boprodeouyivkding (18F) dev éxervmoPAndei o dueon cOyKplon e EKEIVT) TOL GTLVONPOYPAPNLATOG
LE YPTON ONUAGUEVOV AEVKAOV OLLOcQUIpiovy, 1 omoio puropel vo evdgikvutal Tpv 1 Hetd tnv e&€taon
PET pe @Boprodeo&uyrvxoln (18F) dtav dev mpokhntovy cuopnepdcuata.

AOUDIELG KA PAEYLOVDOELG 000EvVELEC KOBDE KO OVOYEVVITIKEG UETEYYELPNTIKEG OALOIDCELS UTTOPEL
VoL £0VV MG OMOTEAEGUO ONUAVTIKG avEnuévn TposAnym eBpoptodeotuylukoing (*F) kot emopévag
VoL 001 YIG0VV G€ YeLdMG BETIKA amoTeLEcOTA, OTOV 1 £ETAON AOULOODY 1] PAEYLLOVOOIDV OAAOIDCEWY
dev givon 0 otoyoc g e&étaong PET pe pBopiodcouylvkoin (18F). Ze mepumtdoelg otig onoieg n
ovykévipoon @Bpoplodeouylokding (1°F) pmopel va mpoxdnei Adyw kopxivov, Aofpwéng 1
QAEYLLOVIG, EVOEYETOL VO ATTOLTEITOL 1] EQPOPLLOYT] EXITAEOV SLOYVOOTIKQOV TEYVIKMOV Y10 TOV TPOGIIOPIGHO
NG OUTIOAOYIKNG TABOAOYIKNG UETOPOANG, MOTE VO TPOKVYOVYV GUUTANPOUOTIKEG TANPOPOPIES OTIG
ninpogopieg mov Aednkoav and v e&étaon PET pe @Boprodeofuylukoln (*F). Ze opiopéveg
TEPMTMOOCELG T.). CTUSIOTOINGT HVEADUATOG, SIEPELVMOVTAL TOCO Ol KOKONOEG OGO KOl Ol AOIUMDIELG
€0TiEg KO LITAPYEL SVVATOTNTA OLOPOPOTOINGNC TOVE UE IKOVOTTONTIKY 0KPIPEI TV TOTOYPAPIKOV
Kkprmpiov, wy. TpocAny”n o€ eEouvelkd onueia /Kol dALOIOCELS 6 06TA Kot apblpdoelg dev
OmOTEAODV TUTIKEG E0TIEG UAAOIDCEDY TOAAATAOD HVEADUATOG GLOYETICOUEVEG KOTA TO UOAAOV LE
Aolp@én. Agv vtdpyovv £l TOL TOPOVTOG AALD KPITAPLL S1AKPIENC TS AOTUMENG KOl TNG AEYLOVIG e
aneikovion pe eBoplodeouyrvdin (¥F).

A6Y® TS VYNATC PLGIOAOYIKHC TPOSANYNG TG POopLodeo&uyAvkding (1°F) otov eyképakro, Tnv kapdid
ka1 toug veppovg, 1 e&étaon PET/CT pe @boprodeo&uylvkdln (18F) dev éxer a&ioloynbei yia v
aviyvevuon GoNTTOV LETUCTUTIKMOV ECTIOV GE OVTA Ta Opyave 0Tav o acbevig £xetl Topaneppdel Aoym
Baktnpopiog 1 evoorkapditidag.

Ta yevdhg Oetikd 1§ wevddg apvntikd anoterléopato g eEétaonc PET pe pBoprodeoluyivkoln (¥F)
dgV UITOPOVV VO OTOKAELGTOVV LETE TNV akTvobepaneio evtdg Tov Tpdtov 2-4 unvav. Edv n kavikng
évdeiln amoutei vopitepn didyvoon péow eEétaong PET pe gBoprodeooyrvkdin (¥F), amauteitan n
gbhoyn tekunpinon Tov Adyov tpdwpng eEétaonc PET pe gBoplodeouydvkdin (*°F).

H xaBvotépnon tovddyiotov 4-6 eBdouddmv peTd tnv teAevtaia yopnynomn ynuetobepamnesiog eivor
WOVIKT, E01KA Y10 TNV OTOQLYT YELOMG APVNTIKOV omoTeAecudtov. Edv n kKAwvikn évoeidn omoutel
vopitepn dibyvoon péon eEétaong PET pe e0oprodeoluyivicdin (1¥F), amarteiton n edroyn tekpmpioon
10V AOYoL TPodWPNG e€Etaong PET pe pOoprodeoluyivkoln (¥F). e nepintwon Oepamevtiod oyfuorog
ymueobepaneiog pe khxkAovg cuvtopdtepovg TV 4 gfdonddmv, n e&étaon PET pe pBoprodeouyrvxoln
(18F) mpémet vo mporyporonoteiton akpiPdg mptv amd T EvapEn evog vEOL KOKAOV.

Xe Aeppapota xapnAot fabuov kakondelag, Kopkivo Tov KATm 01c0@dyov Kot vToyio vrotpomidlovia
®ofnKwov kopkivov, mpénel vo, Aapfdavovtor vEoyn UOVo ot BETIKEG TPOYVOOTIKEG TUHESG, AOY®
neplopiopévng evoicinoiog g e&étoong PET pe Ooprodeo&uylukoln (¥F).

H ¢Boprodeo&uylukoln (1°F) dev eivan omoTeAeGUOTIKA GTNV 0ViXVELON EYKEQPUMKDOV HETACTAGEWDV.



H oxpifeia mg e&étaonc amecdvione PET pe @Boprodeofuyivokoln (¥F) etvon peyaivtepn otov
ypnowonotovvrol kapepeg PET/CT oe oyéon pe ekeivn dtav ypnoyomotovvtar povo kapepeg PET.

Otav ypnowonoteital vppdwog capotc PET/CT e 1 yopic xopriynon okiaypaeikod pécov CT,
EVOEYETOL VO TPOKVYOVV OPIoUEVE TEXVIKA cdApata oTic eikdvec PET pe d16pbwon eEacbévnonc.

Metd ) dudikacio
Agv TpEmEL vaL EMTPEMETOU 1] OTEV] ETAPT LE PpEPn Kal £yKHOVG Yuvaikes KOTA TG 12 TPMTEC DPES
HETA TNV £YVON.

Ewdwéc mpoetdonomoelg
Edv yperaletar, Aappdvete vwoéyn v apoimon e YADPLOVYO VATPLO TOV YIVETOL GTO VOGOKOUELD.
IMa mpopuAdEelc oyeTikd e TePPaAALOVTOAOYIKOVG KIVOUVOUG, BAETE Tapdypapo 6.6.

4.5 AlMniemopdosig pne GALO QUPRUKEVTIKG TPOIOVTO KO GAAES pOPPES alinAemtiopaong

Olo o QappOKELTIKE TTPOTOVTA OV HETOPAAAOVY T emimeda YAvkO{NG ©TO Qiflo. PTOPOLV Vo
emmpealovv v evatcincio ¢ e€étaong (T.y. KopTIKOGTEPOEWDN, Pornpoikd 0&D, kapPaualenivn,
QoVVTOTVN, GovoPapPLTdin Kol KOTEYOAUUIVEC).

Orav yiveton yopnynon napaydviov diéyepong anotkiov (CSFs), mapovoidletal avénpévn Tpdcinym
eBoprodeotuylokoing (*¥F) 610 puekd Tmv 00TdOV Kl TO GTARVA Y10, KATO1ES NUéPES. AVTO TTPEMEL Vo
AapPavetar veoyn otav yiveton epunveia g anewovione PET. I'a va amogpevyetat tétota mapepon,
ouvioTdtol 1| HecoAdfnon dtoTNUaTog TovAdyiotov S5 nuepdv petald g Bepameiog CSF wat g
anewoviong PET.

H yopiynon yAvkding kot tvoovAiivng ennpedlet T pon g ehoprodeotuyrlvkding (1°F) ota kdtTapa.
e mEPINTOON VYNADV EMES@V YAVKOLNG 0T0 aipa, kafdg Kot YOUNADV ETMEI®V VGOLAIVIG GTO
Ao, pEwdvVETaL | pot] NG eOoprodeo&uyivkding ('8F) oe dpyavo. kot OyKkovg.

Agv &xouv ekmovnOel emionpeg neAéteg oxeTIkd e TV aAlnAenidpaon peta&d eBoprodeosuylvkoling
('8F) ko tuydv oK1oypopikd HEGH Y10 THY VITOAOYIGTIKY] TOUOYPOPId.

4.6 T'ovipétnTa, KOG KO Yolovyio

luvaikeg o€ avamapoywyikn nikio

Otav mpdkettar va yopnyndel padto@aprokevTikd Tpoidv 6€ yuvaika avamapaymyikng nMkiog, ivol
onNuavtikd vo, Kabopilotel to gdv givar €ykvog N Oyl Kdbe yovaika mov €yel kabvotépnon piog
TOVAGYIGTOV EUUVOL POCEMG TIPETEL Vo, Dempeitol £ykvog €mg 0Tov amodelydel otL dev givar. Edv
vdpyel apEPoOAio GYETIKA e TNV EVOEXOUEVT] EYKVIOGUV TNG (€4V M Yuvaika £xel KaOLGTEPNON UI0G
guunvng pvoems, eav n Euunvog pvon eival aKavovioTn KAT.) TPENEL VO TPOSEEPHBOLY TNV 0oBevi
EVOALOKTIKEG TEYVIKEG TOV OEV YPNGIUOTOOVY 10VTiLovoa akTivofolia (E4v vVITApYOLV).

Kvnon

O1 Swdkaoieg padlovovkAdiov mov dieEdyovionr oe €ykveg yuvaikeg cuvodeboviol omd O0celg
aktvoPoAiag yio To EUPpuo. Zuvenms, ol eEETACELS AVTEC TPETEL VAL YivovTal LOVO OTAV Eival OTOAVT®G
OTTOPOLTNTEG KOl OTOV TO OVOUEVOIEVO OQEAOC LIIEPTKEAILEL KOTA TOAD TOV KivOuVOo GTOV 0Ttoio ekTifeTON
N UNTéPa Kot 10 EUPpuo.

Taiovyia

IIptv amd ™ yopnynon padloQaprakmv og untépa mov ONAAlel, Oa mpénet vo e€etdleTon 10 evoeyOUEVO
avafoAng TG YOPNYNONG TOL PASIOVOLKAISIOL £mG OTOV 1 UNTEPO VO, GTAUATNHOEL TO ONAOoUO, Kol TO
motol €fvort 1 KOTOAANAOTEPT] EMAOYT PASIOQAPUAK®YV, £XOVTOG KATO VOU TNV OTEKKPLOT| PUSIEVEPYDY
oVCLOV 6T0 PNTPIKO YA, Edv m yopnynon xpiveton oamopoitntn, tote 0 ONAAGUOC mpémel va
OLOKOTTTETOL Y10, TOVAGYIOTOV 12 DpEg Kot Vo amoppinTeTon T0 UNTPIKd yéAa mov £xel cuAleyDel péow
apeAéng.

H otevh emaen g untépag pe 10 veoyvo TPEMEL va, amo@ebyeTon Katd TIg 12 TpdTeg MPEC LETA TNV
YOPMYNOT TOL PASIOPAPUAKOV.



Tovuotnta
Agv &yovv ekmovnOel HEAETEG GYETIKA LLE TN YOVIULOTNTOL.

4.7. Emdpacelg 6Ty tkavoTiTo 001]YN61S KO XEPIGROD P UVI|LATOV
Kopio oyeticn
4.8. AvemOopnteg evépyereg

H éx0eom oe wovrilovoa axtvoPolrio oyetileton pe v TPOKANOT KOPKIVOL Kol PE TO EVOEXOUEVO
avAmTLENG CoLYYEVOVY oveUoA®V. AoV 1 evepydc doom etvar 7,6 mSv Otav yopnysitar n péyloT
ocuviotoOpevn padievépyela tov 400 MBq, n mbovotnto euedviong ovtdv tov avembduntmv
GUUPBAVTOV ElvaL YOUNAT.

Avapopd THavoAOyOoLUEVEOV OVETBOUNTOV EVEPYELDV

H avoeopd mbavoroyodpevov avembBOLNTOV EVEPYEIDV LETA A0 TN YOPNYNOT AdEL0C KLKAOPOPIG
TOV QOPLOKEVTIKOV TPoidvTog eivar onuavtikr. Emtpénel tn ovveyn mapoakolobnon g oyéong
0PEALOVC-KIVODVOD TOV (QOPLOKEVTIKOD TPOTOVTOG. Znteital and Tovg emayyeAMIOTIEG TOL TOUEN TNG
VYELOVOLUKNG TEPIBAAYNC VO avapEPOVY 0TO1EGONTOTE TIHUVOLOYOVUEVEG OVETIOOUNTEG EVEPYELEG LECH
TOV £6ViKOoD GLOTNHATOG AVOPOPAS:

EBvikdc Opyaviopog @apudrmv

Meocoyeimv 284

GR-15562 Xolapyog, AOnva

TnA: + 30 21 32040337

Iototomog: http://www.eof.gr

http://www Kitrinikarta.gr

4.9. Ynepodocoroyia

Ye mepintoon xopnynong vrepfoiikng ddong axtivoforiog pe pBoprodeo&uyivkoln (**F), n d6on mov
oamoppodtal omd Tov achevi) Tpémel va pelwbel, OTov eivar ePIKTO, Le TNV aOENOT TNG ATOPOANG TOV
POOIOVOLKALSIOL OO TO MU UE TPOKANTH SloVPNoN KOl GUYVEC KEVMGELS TNG 0VPOSOYOV KOGTNG.
Evdéyetar va eivar xprotog 0 VITOAOYIGHOC TNG EVEPYOVS dOGTG TTOL XOpT YN ONKE.

5. ®APMAKOAOTI'TKEX IAIOTHTEXZ
5.1. ®appokodvvopikés 1016TNTEG

Doppokobepamentikn KaTnyopic: GAAN SYyVOGTIKA POOIOQOPUOKEVTIKA TOPACKEVAGHOTO Y10 TNV
aviyvevon oykov. Kodikog ATC: VOIIX04.

Dappoxoduvapkéc emopAcELS
2T1C YN KEG GUYKEVIPAOGELS TOV YPTCULOTOLOVVTOL Y10 1o yVOCTIKEG eEETACELS, | PBoplode0&uyAlvoln
('8F) dev @aiveton va éxel pappoakoduvautkn dpaon.

5.2. ®appoxoxivTiKES 1010TNTES

Kozavopn
H ¢0oprodeo&uylokoln (1¥F) etvar évo oavadoyo YAvKOLNC oV GLYKEVIPOVETAL GE OAL TO. KOTTOPO TTOV

XPNOIHOTO00V TN YAUKOLN m¢ Kopra Tnyn evépyetac. H eBoprodeouydvkdln (1¥F) cvykevipdvetan og
OYKOUG HE LYNAN KovOTNTA €mOvVOPOPAc TS YALKOING. Metd tv evooeAéPia Eyyvom, TO
QOPUOKOKIVITIKO TPOPIA TNG POOpLopEVNC dec0&uYAVKOING GTO Oy yeloKo dlapépiopa eivat dlekBeTiKn.
"Exet xpévo xatavoung 1 Aentod kon ypdvo amofoing mepinov 12 Aentd.

e vyteic acBeveic, 1 POoprodeocuyivkoln (1¥F) kotavépetar evpéwg g oAOKANPO TO chua, 1iaitepa
GTOV EYKEQPUAO KO TNV KOPOLd Kal, GE LKPOTEPO PabLd, GTOVG TVEDLOVES KAl TO NTTOP.



Hpdoinyn amd opyava

H npdécinyn g 9Bopiodeooylvkding (°F) amd to k0TTOpO TPOyUOTOTOIEiTOl e €181KG 16TIKG
CUCTHHOTO QPOPEMY 7OV €EOPTMOVTOL €V WEPEL OMO TNV VOOLAIVI KOl, ETOUEVMOG, UTOPOLV Vo
EMMPEACTOVV A0 TNV TPOCANYN TPOPNGS, TIC OUTPOPLKES GLUVONKEC KOL TV TOPOVGIH CAKYOPDIOVSG
Sofn. Ze acleveic pe cakyap®ddn dwaPntn, N petwpévn pdsinym edoprodeotvyivkolng (H*F) ota
KOTTOPO OQEIAeETOL GTN HETOPOAN TNG IOTIKNAG KOTAVOUNG Kol TOL HETAPOAMGHoD Tng yAvkolng. H
pBoprodeotuylokoin (¥F) petapépetar LEcm TG KLTTAPIKAG LEUBPAVIG LE TOPOUOL0 TPOTO pE EKEIVOV
™G YAvkOInG, oAl vroPdAietal LOVo 6TO TPADOTO P YAVKOAVLGNG, LLE AMOTEAEGLL TO CYNUOTIGLO 6-
POGEopIKnc POoprodeotuylukolng (18F) mov mopapével moytdevpévn eviog ToV KAPKIVIKOV KUTTAP®V
Kot dgv petaforileton mepartépw. Kabmg 1 amopmc@opulmon amd Tic EVOOKVTTAPIKEG POOPOTAGEG
nporypoTonoteiton e apyd puud, n 6-pwceopikn ehoprodeotuylvkoln (1¥F) Satnpeiton otov 1616 yia
apKETEG DPES (UNYOVIoUOG TayidEvoTg).

H ¢Boprodeotuylokoln (1°F) Swamepvé tov oapatoeykeporikd @poypd. To 6.9% mepimov Tov
YOPNYOVUUEV®Y OOGEMV GUYKEVIPAOVETOL OTOV €YKEPOAO €viog 60 Aemtmv petd v €yyvorn. Ot
emnmroydveg €otiec mopovcstdlovy pHEPEVO peTafoMopd e YAukOIng oe @Acel; mov dev
eEeMocovTal EMANTTIKEG KPIoTG.

To 3.3% mepinov g XOPNYOVLEVT] G POSIEVEPYELNS ATOPPOPATOL OO TO HVOKAPOLO evTOS 60 AemT@V.
H xatovopr] mg @0oprodeo&uyivioing (18F) oe puotoloyikr kapdid sivar kupimg oporoyevig. Qotdco,
TEPLYPAPOVTOL TOTIKES JaPopEG £m¢ Kot 15% yia To pecokothokd ddepayuo. Kotd t didpreia Kot
LETA a0 OVOCSTPEYILN IOYOLLI0 TOV HVOKOPion, Tpaypatomoteitol avEnuévn Tpdsinyn YAvkoing oto
KvtTopo ToLv pvokapdiov. To 0.3% xat to 0.9-2.4% NG YOpPNYOVUEVT] PASIEVEPYELOG CUYKEVIPDOVETOL
670 TAYKPEAS KO TOVS TVEDLOVEG.

H ¢Boprodeo&uylvkoln (1¥F) deopeveton eniong o pikpdtepo Padud otov oeBoduikd (o, Tov eapuyya
ka1 to évtepo. H déopevon g otovg poeg umopei va mapatnpndei petd omnd tpdopatn Goknon Kot
oTNV TEPINTOOT HOiKNG Tpoomdfelag katd T dldpKewn TG e&€TaoC.

Amnéxkpion

H omékkpion g @Boprodeotvylukoing (*F) yiveton xvpimg péom twv veppdv, pe 10 25% tng
POOLEVEPYELOG VO OTTEKKPIVETAL GTOL 0VPA OTIC 2 MPEG LETE TNV EVEDN).

H Odéopevon oto veppwd mopéyyvpo eivar  younAn, oAAG AOY® NG  OMEKKPIONG  TNG
pBoprodeotvylokoing (1°F) and toug veppohe, OAOKANPO TO 0VPOTOMTIKO GVGTNUO, Kol 1dtoitepa 1
0VPOOOYOC KVGTT, TOPOVCIALEL VYNAL TOGEH POSIEVEPYELOC.

5.3. IIpoxklvika dgdopéva yio TV a6QaLELd

To&woAroyiKég HEAETEG GE TOVTIKOVG KO 0povpaions Katédei&ay 0Tt dev mapatnpnnkay Bdavotot pe
yopnynon piog pepovouévng éveong tov 0,014 mg/kg. H tofwodtnto mov mpokaAeitor amd tnv
gmovEIANUIEVT yoprynom ogv ueretnOnke, kabog to [18F] FDG/BIOKOXMOZX yopnyeitor og pia
uepovouévn door. To Tapdv QoproKeEVTIKO TPOIOV OV TPOOoPILETOL Y10 TAKTIKT 1) GLUVEXN YOPNYNCT.
Meléteg petarra&ryéveong Kot LokporpoBesung kapKivoyéveong dev Eyovv dieloyDel.

6. DOAPMAKEYTIKEX ITAHPO®OPIEXZ

6.1. Katdroyog ekdoymv

Evéopo 0dwp

1,5- évudpo 6&vo Kitpikd dvatplo-, veepkadapo

2-£v0dpo KITPIKO TPVATPLO, LIEPKadapo

6.2. Aocvpparéotnreg



To TapdV PUPUOKELTIKO TPOIOV OEV TPEMEL VO, AVOULYVOETOL PE GAAD QUPUOKEVTIKA TPOIOVTO EKTOG
OVTMV TOL AVOEEPOVTOL GTO ANppa 12,

6.3. Awipkero {ong

12 opec amd to TéAOG TNG GVVOESNC.
O xpovog MENG avaypAQETAL GTNV GUGKELOGIN KOl 6TO KAOe @lodidio.

6.4. Iowitepeg Tpo@LAGEELS KOTE TNV VAAEN TOV TPOIGVTOS

AVT0 T0 POPUAKEVTIKO TPOIOV TPETEL VO, UAAcOETAL o8 Beppokpacio pikpotepn Tov 25°C oty apykn
TOV GLOKELAGIAL.

I"a t1g cuvBnkeg Sratpnong Tov dSHALOEVTOC PaPLOKELTIKOD TPOidVTOG PAETE Tapdypapo 6.3.
Ta podloPaPIOKEVTIKA TPOTOVTO TPEMEL VO, amofnKeboVTOl GOUPOVO, LE TOV €OVIKO KOVOVIGUO TTOV
1GYOEL Y10 PASIEVEPYH VAIKAL.

6.5. ®Von KOl GVETUTIKA TOV TEPLEKTI

Ayxpopo ¢oAido 20 mL B/kon 15 ml, tomov I, Evponaikig @apuokomotiog, TOALUTAGY dOGEWV,
KAEIOUEVO LIE TOUO OO EAUGTIKO KO GOPOYIGUEVO LE KOTAKL AAOVLIVIOV.

"Eva @iaAido 20 ml wepiéyet 0.2 mL émg 20.0 mL dtaddpatog, mov aviictoryel o€ evepydtnta, 704 MBq
€m¢ 138.740 MBq, kot émg 104.055 MBq ava erodidio 15 ml, xatd v dpa e Pabpovounonge.

6.6. Iowitepec mpo@uAdiers amdppryns Kar driol yeipiopol

I'evikéc mpogrdomon)oelg

H mapaiafn, o xepiopdc Kot 1 xopnynor padioQopLIKEVTIKOV TPOIOVI®V TPEMEL VAL YIVETOL LOVO Ot
€E0VC1000TNUEVO TPOCHOTIKO, GE OMOKAEIGTIKO Yo QVTOV TO OKOmO KAwiKA mepipdirovia. H
Tapolopn], N amobnKeLs, 0 YEPICUOS, 1| LETAPOPA KOL 1) ATTOPPIYT] TOV TPOIOVI®MV VTV TPETEL VO
YivovTol COUPOVA e TOVG KOVOVICUOVG KoL TIC KATAAANAEG GOEIEC TTOV EKYMPOVVTUL OO TIG UPHOSIEG
apyEs.

H yopnynon podioQoplokenTIKOV Tpoidvtav dnuovpyel kvdbvove yuo 1o GAA0 Tpdo®TO ond
eEmtepikn) axtvoBdinon 1 LOALVGT Ao AKOLGIMG EKYLUEVES TOGOTNTES OVPAV, EUETOL KAT. Emopévmg
wpénel va AapuBAvovtol o1 TPOPLAGEELS OKTIVOTPOGTUGING COUP®MVA LE TOVG EBVIKODS KAVOVIGUOVC.

KaBe pn ypnowomombév mpoidv 1 vrdhelppo Tpénet vo amopplebel cOUE®VA LE TIC KATA TOTOVG
LOYVOVGEG GYETIKES OLOTAEELG.

7. KATOXOZX THX AAEIAY KYKAO®OPIAX

BIOKOXMOZX A.E.B.E.

®¢on Ildvoppog, 19500 Aavpio

A1ty - EAAGSa

TnA. +30 22920 63900

Fax. +30 22920 69235

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX

11206/31-01-2025

9. HMEPOMHNIA ITPQTHX EF'KPIZHXZ/ANANEQYHY. THX AAEIAX

Huepopunvia I[padtng Eykpiong: 12 Moaptiov 2008



Hpepounvia tekevtaiog Avavémong: 18 loviiov 2024
10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

31/01/2025
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11. AOXIMETPIA

Ta dedopéva oV AvaPEPOVTOL TOPAKATM TPOEPYOVTOL amd T dnpocicvon 160 g Atebvovg
Emtponng Aktvorpootaciog (ICRP).

AITIOPPO®HOEIXA AOXH ANA XOPHI'HMENH
MONAAA PAAIENEPT'EIAY. (mGy/MBq)
OPT'ANO EvijMkeg 15 ¢t 10 ¢t 5 étn 1 étog
Emveppiona 0,012 0,016 0,024 0,039 0,071
Kvot 0,13 0,16 0,25 0,34 0,47
Em@dvereg ootV 0,011 0,016 0,022 0,034 0,064
Eyképarog 0,038 0,039 0,041 0,046 0,063
MoaoTog 0,0088 0,011 0,018 0,029 0,056
XoAino6yog kot 0,013 0,016 0,024 0,037 0,070
T'aotpevrepikig
cOMVAG - XTONOYO0G 0,011 0,014 0,022 0,035 0,067
Aent6 évrepo 0,012 0,016 0,025 0,040 0,073
oy0 évrepo 0,013 0,016 0,025 0,039 0,070
- Avo ayv évrepo 0,012 0,015 0,024 0,038 0,070
- Kéto mayv évrepo 0,014 0,017 0,027 0,041 0,070
Kapdrwa 0,067 0,087 0,13 0,21 0,38
Neopoi 0,017 0,021 0,029 0,045 0,078
"Hrap 0,021 0,028 0,042 0,063 0,12
Mvevpoveg 0,020 0,029 0,041 0,062 0,12
Moeg 0,010 0,013 0,020 0,033 0,062
Owo@ayog 0,012 0,015 0,022 0,035 0,066
Qobnkeg 0,014 0,018 0,027 0,043 0,076
Haykpeog 0,013 0,016 0,026 0,040 0,076
Epv0pog poehog ootadv 0,011 0,014 0,021 0,032 0,059
Aéppo. 0,0078 0,0096 0,015 0,026 0,050
Yrvog 0,011 0,014 0,021 0,035 0,066
Opyerg 0,011 0,014 0,024 0,037 0,066
Ovpog 0,012 0,015 0,022 0,035 0,066
BOupeociong 0,010 0,013 0,021 0,034 0,065
Mijtpa 0,018 0,022 0,036 0,054 0,090
Ynélovwa 6pyova 0,012 0,015 0,024 0,038 0,064
ENEPI'OX AOXH
(mSv/MBq) 0,019 0,024 0,037 0,056 0,095

H amoteAecpatiky) d6om amd ) yopnynon (Tng LEYIGTNG GLVIGTAOUEVG) padtevépyelag Tov 400 MBq
pBoprodeotvylvkoing (1¥F) oe evijhika Bapovg 70 kg, eivar mepimov 7,6 mSv.

IMa yopnynBeica padievépyeia 400 MBq, n tomiky d6om axtivoPoriag mov yopnyeitor ota Kpioiua
opyava: TV ovpododyo KOGTH, TNV Kapdld Kot Tov eyképoro givor 52 mGy, 27 mGy ko 15 mGy
avticToya.

12. OAHI'TEY NTAPAYKEYHY PAAIO®PAPMAKQON

Mé£60d0o¢ mposTolacioc




H ovokevacio mpénel va eAéyyetor Tpv omd T ¥pnon Kol 1 padSIEVEPYELD VO LETPATAL UE LETPNTY
padievépyetas. To @appokevtikd mpoiov pmopel vmoPindel oe apaiwon pe Vowp yo evéoiua. H
amdppLY” TPEMEL VA, TPAYUATOTOEITOL VLY aonTTikEG cuvOnKes. Ta eloAidia dev mpémet va avoiyoviot
TPV OO TNV OTOADUOVOT] TOV OVOCGTOAEN, TO OLAAVLO TTPETEL VO ATTOPPITTETOL LEGM TOV OVOGTOAED, LIE
ovptyya piag xprons mov eeapuolel pe KOTAAANAT TPOGTATEVTIKY OPAEKIGT KOl L0 OTOGTELP®UEVN
BeAdva piog xpnone N Ue YKEKPLUEVO QUTOLOUTOTONEVO CUGTNLLO EPAPLLOYTG.

Ye mepimtoon vrofadong g akepaldTNTAg aVTOD TOL ELOAOIOL, TO TPOIOV Ogv TPEMEL Va
ypnoiLoron0et.

Iototikdg Eheyyog
To duddvpo wpémel vo, EAEYYETOL ONTIKG TPV amd TN ypnon. Emrpémeton 1 yprion poévo dowyodv
SLOALLATOV TTOV JEV PEPOLY 0PATA COLOTIO.
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