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T, PD) , RODIBIZBWCHBEMET T2 EnmbnTng V.9,
KEN N2 o TN T by varart a—2WE (LT, SPECT) #A&IZ LY, DAT @
WNS3 A % AfAEAL S5 2 E B FRETH D,
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éil\%it : C18H23F1231N02
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5. & (a%iE) XIEIAXE
AA% : AF/L (IR, 25,35,55) -8~ (3-7/Aurub L) -3- U-[P1]a—K7x=)1) 8 THL

w32 1A Z 2= VIR TR
P4 Methyl (1R, 25, 35, 55) 8- (3—fluoropropyl) —3— (4-['**I]iodophenyl) -8-azabicyclo[3. 2. 1]
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NMA78, NMA98, FP-CIT(**I), ioflupane (**I) (INN), A A7/ (*BI) , CAS-155798-07-5
N-w —fluoropropyl-2 8 —carbomethoxy-3 3 —(4-[1231]iodophenyl) nortropane (IUPAC)
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BRERMN S (K) HstEE (MBq)
-10 282. 1
-9 267.7
-8 254. 0
-7 241.0
-6 228.7
-5 217.0
-4 206. 0
-3 195. 4
-2 185.5
-1 176. 0

(K ERER™ ) 0 167.0
1 158.5
2 150. 4
3 142. 7
4 135. 4
5 128.5
6 121.9
7 115.7
8 109. 8
9 104. 2
10 98.9
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(2) b

AF TN (B EFHR K OA A7 R R R A 12 1 TIRA LI UBHAIR O &I oW\ T, B
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30mm DE SO EZFMRE L, EZ o~ /77 4 —I12X 0K 10cm B L CTiBR 2179 & %,
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V. BEICEEYT SIHE

1. $hEEX (IR

UTOEBOBENZEBIT D NIV N T VAR—F = FTT77 4
O_—F% v TR

O b & —/METRIER SN IE

(fif7)

KRR R T AR—=%— (LLF, DAT) 1F, BVEMRSE KA RO KT L vkt sihs K83
Y OEBUABREIT > TVWDHIRERE CTH D, BEBRER R URITRE ISR 2/ T 5% TH

0, DAT GRS TEETS 2 BETHARIR /3 S S ARRE O RORHBIC BB 5., BI4RIR O DAT 123 %
2V RGO EERIKIE Tl 5/5—% Y U, RO U — MIRRAIEL 5500 CRBLEAE T T 5
EDBHBNTND VY REIDOHERES T DA A7 A (BN I, DAT IZEWBETRE T 5,
AANEY L F 2T 7 41250 DAT O E TGS 5 2 & T, BEMEME B3 RO g 47 1
EWRS B T & BRI B IS T 5.

1) RN—=F Y EERE

BRI OfEE Lo/ — % 0 R BERERS, ARREMEIRE BT R QMR 2 K & L, SANRE DR
KW & B D A & o — RIZ T2 [E PN S TR 3R K OS2 TLAHERBR 1D C, = NS IITAHRRER O =
EIHMIE H CTh D8 5% 3 Rt DR K OVRF R 2 AN S AR RBR OFE R L ik L7 & 2 5,

E A OFRBR AR IS K & 727513722 <, BAANCBW T HAEARERICE W2 RS 2781 2 & D3R
ni- (&) .

#£ WBEEERICEL 5 EM FO SPECT BigHi OB WREE (/S—F% 0 UIEWERE)

[ PN 565 TLAH R WAL 5 AR R BR
HDOAZ A — R HLAFUE D FE IR 218 HLAFUE D FE IR 218
58 (MBq) 111, 185 111~185
(Sift &) (112~120, 188~200) (111~201)
iﬁiﬁ 3 Rt 6 BER 3~6 [HERE
R 100. 0% 100. 0% 94. 9%
(5150 (16/16 ) (16/16 1) (150/158 f41)
(95%{5 JEH X [H)) (79. 4~100. 0) (79. 4~100. 0) (90. 3~97. 8)
R LR 90. 9% 54. 5% 93. 5%
(f11%50) (10/11 1) (6/11 f51) (58/62 #)
(95%(5 HEH X [H)) (73.9~100. 0) (25.1~84.0) (84.3~98.2)

T ENE AR 31T 2 FERHGHE B

T2, WIS — % 0 VSRR K OMEEEE AR A 25652 & U 7= g s s ITFRGRBR C ik, &K 111~185MBg
Z ¥ 5.4% 3~6 HFfEIZ SPECT #H#kf8 L, 36 B H RBRICHEE LTI-KRZHi 2 BEDO A X A — KL L&D

AHNOZWkEEE %2 G/ T TRl L7z, AREMNT G2 MIX 102 I CTh 72, 34 DmEHICL D2
KR (R AR TE) 13, U 78. 0£0. 56% K% UMERFLEE 96. 8 0. 00% Tdh > 7-.




2) U B —/ MBI AE

[ IR, BRI OTETE L7z L E— MR AIERE, 7 /1Y A ~ —THZRAE B R O
BER A& 5% & L, MRS OBIRZI & 02 5 v 4 — R, £, WEAMEIAREIE, A
DR ONER % Y 5 BE AR & L, AR O 12 6 A % OBBEH AR O Bk 21 2 L0 X 4
V= NI, ENE IR O EEEH T 5851 3 B OBER O RIES, WBAE
MARBBR ORGSR & bl LTz & 22, [EPNAAORBRAHHIC K & 7728372 <, AARANZBNTHAMNEA LIF
OBMEECTHLZ ENREINE (37) .

K BRHHEERICE D EMR FO SPECT lifgaiw 02w (L v —/MERERAE)

[ PN 25 AR R B HEAN 2 AR B T
HEDAL U H—F . e HLAFUE D 12 & 7 #& D IBHH
FARIF ORIR Rt ERSDERRZ
58 (MBq) 111, 185 111~185
(e 5-:) (109~120, 174~198) (121~287)
ﬁﬁij 3 T T 6 B fE] 3~6 B
R 70. 0% 80. 0%
(f%50) (7/10 f51) (8/10 f3i]) 78.4+2.71% 78.5+3.97%
(95%{3 FE X fH]) (41.6~98. 4) (55. 2~100. 0)
e 90. 9% 81. 8%
(11%50) (10/11 1) (9/11 f5) 90. 1+1.43% 92.8+1.90%
(95%(5 FE X [H]) (73.9~100. 0) (59. 0~100. 0)

T ESME IR IR E R O REZ 34 OFEE ZLICHEHL TV LT, 3AOFEH R
WAz m Lic, AR SAE T 288 4,
T - BB IHRBRIZ 36T % FZERFAfizE F

2. SHEEXIIHEICEEST 55
REI LTV

3. AERUA=E

(1) BERURAEDfEER
W, BNITIEAA L 31 70 (111~185MBq) Z # RN G- L, #51% 3~6 REMIZERE O o F 7
T L'tGD,

Q) RERUVAZDHRTERE - BHL
1) M=
WSMZ BN T, RO 7 2 — M OREMEOHFHFANTH Y, BN IT 2 EIEF A D3
PR B EHfEE TRIZ#GEE LT, /=% Y JEBEREERE 2551 185MBg £ TOHRGETO
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x ST E T % DaTSCAN DGR OIS (2021 4 7 H Ky )
E 4 MR S
WR5844 DaTSCAN DaTscan
AGBEHH | 2000457 H 27T B (/3= 2V EMERE) oy ;
200647 H 3 H (L B 3R AR 20114 1 H 14 B (=% EMRRE)
A, @& | FEEA], 74MBa/mL TSI, 74MBa/mL
ZheE « Zh % | 4. CLINICAL PARTICULARS 1 INDICATIONS AND USAGE
4.1 Therapeutic indications DaTscan is a radiopharmaceutical
This medicinal product is for indicated for striatal dopamine
diagnostic use only. transporter visualization using
DaTSCAN is indicated for detecting single photon emission computed
loss of functional dopaminergic tomography (SPECT) brain imaging to
neuron terminals in the striatum: assist in the evaluation of adult
- In adult patients with clinically patients with suspected Parkinsonian
uncertain Parkinsonian Syndromes, syndromes (PS). In these patients
for example those with early DaTscan may be used to help
symptoms, in order to help differentiate essential tremor from
differentiate Essential Tremor from tremor due to PS (idiopathic
Parkinsonian Syndromes related to Parkinson’ s disease, multiple system
idiopathic Parkinson’ s Disease, atrophy and progressive supranuclear
Multiple System Atrophy and palsy). DaTscan is an adjunct to
Progressive Supranuclear Palsy. other diagnostic evaluations
DaTSCAN is unable to discriminate
between Parkinson’ s Disease
Multiple System Atrophy and
Progressive Supranuclear Palsy.
- In adult patients, to help
differentiate probable dementia with
Lewy bodies from Alzheimer’ s
disease.
DaTSCAN is wunable to discriminate
between dementia with Lewy bodies and
Parkinson’ s disease dementia
JH#E - & | 4. CLINICAL PARTICULARS 2 DOSAGE AND ADMINISTRATION
4.2 Posology and method of 2.4 Recommended Dose
administration The recommended dose is 111 to 185
Prior to administration appropriate MBg (3 to 5 mCi) administered
resuscitation equipment should be intravenously
available. [see Clinical Studies (14)]
DaTSCAN should only be used in adult
patients referred by physicians
experienced in the management of
movement disorders and/or dementia.
DaTSCAN should only be used by
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qualified personnel with the
appropriate government authorisation
for the use and manipulation of
radionuclides within a designated
clinical setting

Posology
Clinical efficacy has been

demonstrated across the range 111 to
185 MBq. Do not exceed 185 MBq and do
not use when the activity is below
110 MBq.

Patients must undergo appropriate
thyroid blocking treatment prior to
injection to minimise thyroid uptake
of radioactive iodine, for example by
oral administration of approximately
120 mg potassium iodide 1 to 4 hours
prior to injection of DaTSCAN.
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4.6 Fertility, pregnancy and lactation

Women of childbearing potential

Where it is necessary to administer radioactive
medicinal products to women of childbearing potential,
information should always be sought about pregnancy.
Any woman who has missed a period should be assumed
pregnant until proven otherwise. Where uncertainty
exists, it is important that radiation exposure should
be the minimum consistent with achieving satisfactory
imaging. Alternative techniques which do not involve
ionising radiation should be considered.

Pregnancy
Animal reproductive toxicity studies have not been

performed with this product. Radionuclide procedures
carried out on pregnant women also involve radiation
doses to the foetus. Administration of 185 MBq of
ioflupane (2)T) results in an absorbed dose to the
uterus of 3.0 mGy. DaTSCAN is contraindicated in
pregnancy (see section 4.3).

Breastfeeding
It is not known whether ioflupane ('*I) is excreted in

human milk. Before administering a radioactive
medicinal product to a breast—feeding mother,
consideration should be given as to whether the
investigation could be reasonably delayed until the
mother has ceased breast—feeding and as to whether the
most appropriate choice of radiopharmaceutical has
been made, bearing in mind the secretion of
radioactivity in breast milk. If administration is
considered necessary, breast—feeding should be
interrupted for 3 days and substituted by formula
feeding. During this time, breast milk should be
expressed at regular intervals and the expressed feeds
should be discarded

Fertility
No fertility studies have been performed. No data are
available
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KEIOUASCE (201549 1)

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Pregnancy Category C: It is not known whether DaTscan
can cause fetal harm or increase the risk of pregnancy
loss when administered to a pregnant woman. Animal
reproductive and developmental toxicity studies have not
been conducted with DaTscan. Prior to the administration
of DaTscan to women of childbearing potential,

assess for the presence of pregnancy. DaTscan should be
given to a pregnant woman only if clearly needed

Like all radiopharmaceuticals, DaTscan has a potential
to cause fetal harm. The likelihood of fetal harm
depends on the stage of fetal development, and the
magnitude of the radionuclide dose. Administration of
DaTscan at a dose of 185 MBq (5 mCi) results in an
absorbed radiation dose to the uterus of 0.3 rad (3.0
mGy) .

Radiation doses greater than 15 rad (150 mGy) have been
associated with congenital anomalies but doses under 5
rad (50 mGy) generally have not. Radioactive iodine
products cross the placenta and can permanently impair
fetal thyroid function.

8.3 Nursing Mothers

It is not known whether DaTscan is excreted into human
milk. However, iodine 123 is excreted into human milk.
Because many drugs are excreted into human milk and
because of the potential for serious adverse reactions
in nursing infants, a decision should be made whether to
interrupt nursing after administration of DaTscan or not
to administer DaTscan, taking into account the
importance of the drug to the mother.

Based on the physical halflife of iodine 123 (13.2
hours), nursing women may consider interrupting nursing
and pumping and discarding breast milk for 6 days after
DaTscan administration in order to minimize risks to a
nursing infant.




NRIZBET D EeE (BN, K [E FDA)
AIROWRMSCED 19.7/8R% ) OEOTHIZLL FOLEBY TH Y, BN, KIE FDA OFL#H & 1L R
5,
AINCF T D EoEE
9. BEOEREZATHEFICHET HIEER
9.7 /MRS
N R RS L U BRI I L T,

AR RN
European public 4.2 Posology and method of administration
assessment report Paediatric population
(EPAR) (20214E6 H) The safety and efficacy of DaTSCAN in children aged

0 to 18 years has not been established. No data are
available.

KEOUWACE (201649 A) 8.4 Pediatric Use
DaTscan is not indicated for use in children. The
safety and efficacy of DaTscan have not been
established in pediatric patients.
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