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This medicinal product is for diagnostic use only.

After reconstitution with Sodium Pertechnetate (99mTc) Injection, the solution of technetium (99mTc)
exametazime is indicated for:

Meurology

- Technetium (99mTc) Exametazime Injection is indicated for use with single photon emission tomography
(SPECT). In brain perfusion SPECT, the diagnostic target is detection of abnormalities of regional cerebral
blood flow, including: Evaluation of patients with cerebrovascular disease (specifically acute stroke, chronic
ischaemia and transient ischaemic attack);

- Presurgical lateralisation and localisation of ictal and interictal epileptogenic foci;

-Evaluation of cerebrovascular reserve in certain conditions

- Evaluation of patients with suspected dementia (specifically Alzheimer's disease and frontotemporal
dementia, vascular dementia(;

- Adjuvant technique in the diagnosis of brain death

Infectious or inflammatory diseases

Technetium (99mTc) Exametazime Injection is also indicated for in vitro technetium-99m leucocyte labelling
the labelled leucocytes subsequently being re-injected and scintigraphy carried out to

image the sites of localisation. This procedure may be used in the detection of sites of focal infection (e.g.
abdominal abscess, bone and prosthetic joint infection), in the investigation of pyrexia of unknown orngin an
the evaluation of inflammatory conditions not associated with infection such as infllammatory bowel disease.
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4.1 Therapeutic Indications
This medicinal product 1s for diagnostic use only.

After reconstitution with Sodium Pertechnetate (**=Tc) Injection, the solution of technetium (*=T¢)

exametazime products indicated n-adults-for:

Neurology

Technetmm (99=“Tc) gm Injecuon 1S mdlcated for use w. 1th single photon emission
tomographv (SPECT). In brain perfusion SPECT seintieraphy—The-productis-to-be-usedfor the
diagnesis-diagnostic target 1s detection of abnormalities of regional cerebral blood flow,
mncluding:

— Evaluation of patients with cerebrovascular disease (specifically acute stroke, chronic 1schaemia
and transient 1schaemic attack)

— Presurgical lateralisation and localisation of ictal and mterictal epileptogenic foci;

— Evaluation of cerebrovascular reserve in certamn conditions

— Evaluation of patients with suspected dementia (specifically Alzheimer’s disease and
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frontotemporal dementia. vascular dementia);
— Adjuvant technique in the diagnosis of brain deathsueh as-these sccurnngs followsng strake-

Infectious or mflammatory diseases

Technetium (**=Tc) Exametazime Injection 1s also indicated for in vifro technetium-99m leucocyte
labelling, the labelled leucocytes subsequently being re-injected and scintigraphy carried out to
image the sites of localisation. This procedure may be used i the detection of sites of focal infection
(e.g. abdominal abscess, bone and prosthetic jomt infection), in the investigation of pyrexia of
unknown ongin and in the evaluation of mflammatory conditions not associated with infection such
as inflammatory bowel disease.

4.2 Posology and method of administration

The route of admimstration 1s direct intravenous ijection for brain scintigraphy studies and
intravenous myjection of labelled leucocytes post labelling in vitro.

Posology
Adults andthe-elderipondation

o {——7#For brain scintigraphy:
350555 1110MB

o fs—4For in vivo localisation of technetium-99m-labelled leucocytes;
200MBg185-370MBq

Paediatric population
There gre no climcal safety studies completed in children and adolescents. Safety and effectiveness
in paediatric patients less than 2 years of age have not been established. Use of this product

pacdiatnc patients 2 years of age and older 1s extrapolated from climical expenience and data on
climcal effectiveness in adults.

The use 1n children and adolescents must be considered carefully, based upon clinical needs and
following assessment the nisk/benefit ratio in this patient group by a physician expenienced in

pacdiatric nuclear medicine.

The activities to be admimstered to children and adolescents may be caleulated according to the
recommendations of the European Association of Nuclear Medicine (EANM) Paediatpic Dosage
Card (Version 5.7.2016) for a given patient weight as tabulated below. National diasnostic
reference levels should not be exceeded.
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—For brain scintigraphy

. [
Weight Activity Weight Activity Weight Activity

(kg) (MBq) (kg) (MBq) (kg) (MBq)
3 100.0 22 2740 42 4735

4 100.0 24 2958 44 4957

& 100.0 26 3181 46 51810

8 1109 28 3331 48 533.0
10 1404 30 3553 50 5548
12 1627 32 3776 52-54 584 8
14 184.9 34 3009 56-58 621.6

16 2072 316 414 4 60-62 658 4

18 2295 38 436.7 64-66 6957
20 251.7 40 4589 63 7252

For in-vivo of technetmm-99m-labelled leukocytes
Weight Activity Weight Activity Weight Activity

(kg) (MBq) (kg) (MBq) (kg) (MBq)
3 400 22 1852 42 3199

4 400 24 1999 44 3350

& 599 26 2149 46 3500

8 74.9 28 2251 43 3602

10 949 30 2401 50 3749

12 1099 32 2552 52-54 3952
14 1250 34 2702 56-58 420.0

16 140.0 36 2800 60-62 444 9

18 155.1 38 2951 &4-66 470.1
20 170.1 40 310.1 638 490.0

Normally a once-only diasnostic procedure

4.4 Special warnings and precautions for use

()

Paediatric population

For information on the use in Pasdiatpie-paediatric population, see section 4 2. Careful consideration

of the ndication 1z required since the effective dose per MBq 1z higher than in adults (see
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4.5

Undesirable effects
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The frequencies of undesirable effects are defined as follows:

Very common (=1/10), common (=1/100 to <1/10), uncommeon (=1/1,000 to <1/100), rare (=1/10.000
+/to <1/1.000). very rare (<1/10,000) and not known (cannot be estimated from the available data).

Congenital and familial/genetic disorders

Not known Hereditary defects!.

Neoplasms benign and malignant

(including cysts and polyps)

Not known Cancer nduction!.

Immune system disorders

Not known Hypersensitivity including rash
ervthema, urticaria, gngiooedema.
mtus

Re-injected Cereter labelled lenkocyies only

Not known Hypersensitivity includimg rash

erythema urticania, gngiooedema.

prurttus, anaphylactoid reaction or
anaphylactoid shock

Nervous system disorders

Not known Headache, dizziness, paraesthesia
Vascular disorders

Not known Flushing

Gastrointestinal disorders

Not known MNausea vomiting

General disorders and administration site

Email:

conditions
Not known Asthemic conditions (e_g._ malaise,
fatigue)
! Linked wath jopisine radiation
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Expusure tﬂ 10nising radmnoﬂ 15 ]Jnked wﬂh cancer induction and a potential for develepins
development of hereditary defects. As the effective dose

resulting from the admimstration of a {m:ammal recuﬂunended]l activity of 111D I".IBq for an adult
weirghing 70 ke 15 about 10.3 mSvis5-2-mSvwhe mal re mended 5 iE
admmstered, these adverse events are expecbadtoﬂccmmthalnwpmbabﬂlty

7. DOSIMETRY
Technetium (*2Tc) 1s produced by means of a (**M2/¥2T¢) generator and decays with the emission
of gamma radiation with a mean energy of 140 ke'V and a half-life of 6.02 hours to technetium (**Tc)
which, in view of 1ts long half-life of 2.13 x 107 years can be regarded as quasi stable.

Brain scinfisraphy

The datalistedtable below arefremshows the dosimetry according to ICEP publication 128
{Intemational Commission onf Radiological Protection— Radiation Dose to Patients from
Radiopharmaceuticals: A Compendiom of Curreni Information Eelated to Frequently Used
Substances, Ann ICRP 2015).
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Absorbed dose per unit activity administered
Organ (mzv/MBq)
Adult 15 years | 10 years 5years | 1wyear MNewborn
Adrenals 0.0053 0.0067 0.0099 0.014 0.024 0066
Bone surfaces 0.0051 0.0064 0.0094 0.014 0.024 0.073
Brain 00068 0.011 0016 0.021 0.037 0084
Breast 0.0020 0.0024 0.0037 00056 00095 0.034
Gallbladder wall 0.018 0.021 0.028 0.043 0.14 0.32
(Gastrointestinal tract
Stomach wall | 0.0064 0.0085 0.012 0.019 0.036 0.14
—Small intestine 0.012 0.015 0.024 0.036 0.065 021
wall
—Colon wall 0.17 0.022 0.035 0.055 0.10 0.29
(Upper large 0.018 0.024 0.038 0.060 | 0.11 031
intestine wall
(Lower large 0.015 0019 0.031 0048 0,090 027
intestine wall
Heart wall 0.0037 0.0047 0.0067 00097 0016 0.050
Eidneys 0.034 0.041 0057 0.081 0.14 0.36
Liver 0.0086 0.011 0.016 0.023 0.040 0092
Lungs 0.011 0.016 0.022 0.034 0063 017
Muscles 0.0028 0.0035 0.0050 00073 0.013 0.045
Oesophaous 0.0026 0.0033 0.0047 00069 0011 0.041
Orvaries 0.0066 0.0083 0.012 0.017 0027 0081
Pancreas 0.0051 0.0065 0.0097 0.014 0.023 0069
Red marmow 0.0034 0.0041 0.0059 00080 0014 0.042
Skin 0.0016 0.0019 0.0029 00045 00083 0.032
Spleen 0.0043 0.0054 00082 0.012 0.020 0.059
Testes 0.0024 0.0030 00044 0.00a1 0.011 0.039
Thymus 0.0026 0.0033 0.0047 00069 0011 0.041
Thyroid 0.026 0.042 0063 0.14 0.26 0.37
Urinary bladder wall 0.023 0028 0.033 0.033 0056 0.15
Uterus 0.0066 0.0081 0.012 0.015 0.025 0075
Eemaining organs 0.0032 0.0040 0.0060 00092 0017 0.053
Effective dose 0.00593 0.011 0017 0.027 0.049 012
(mSv/MEBq)

The effective dose resulting from the admumstration of a (maximal recommended) activity of

1110 -MBq for an adult weighing 70 kg 15 about 10.3 mSv and-isealeulated accordins tothe-
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For an admimstered activity of 740 MBaq the typical radiation dose to the target organ (brain) 15 5.0
r and the typical radiation dose/doses to the crrtical organ (kadneys) 1s 25.2
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