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100 78.7 98. 4
109 74.3 92.9
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BEOIFIEZEE D DY, BB BEORARIGE) Ol
Ot R B (ERERENMET L TW DB OEERIC L 5 DAREEE T, Do T ey T
A BWRKEE L ZH, o, WE OO T 7T T 4 THEREERGE) Ok
OHEEBMEER Y T AMA THRHIRBS LI & SN DA O L a2 — 2R ER O W
ORI IMNAE K DFBWI I T D RAETRALO AL

2. PEEXIIHRICEET HFE
BIE STV

3. HERUHAE
(M AZERVHAEDHER
W, RATIEARB L S T ZFIRNICE G LIRG T 2, 58 (dtee) 1%, Fim, FEICZEY
EIER T 5728, fe/)h T4MBg, K 370MBq £TE T 5,

(2) RiERURAEDRERE - B
ENTERLZ7 7> b2 HEBOKE) (28T, 370, 185, 92.5 KN 46. 25MBq O 4 B D
HEZHE L, 858 LA ORI RE DO BIfR 2 51 L 72 /558, 92.5~370MBg N EHHE TH S &
Ezxbiniz, (V. 5. Q) HEKGEFRE) OESR)
RO HENRRTDHAICE, @YRBHNATERNEORETH L LO0, BFEERLTH D
T ED DU IR NR E T AMER SV, EESCRAEHMIZE Y 24 TH D 18F-FIG Dl
R HEREA R E 2, F7o, P 109.8 3 & WO RHEEBE L, AFIOLELEIC FRE O ERZ
T LT,
ENA O SR OFE R, TSR VR TR 580 FTRIZ 74MBq Th-o7-Z &, TANA TIEE
HBEOTFMRIL 37MBg (37~111MBq D#iPH) ThHo7mb DD, ZhUL 1 LEROATH o722 &, BAK
EFERTA RTA Y RORINZ IS D B ERE K5 G Bk O WA SCE C ik 5 &0 FIRIE T4MBg
EEINTWeZ b, RAEIOEGED TR%Z T4MBq ([Z5%E L7,
%72, 18F-FDG O 5 B3 K 802. MBq TH - 722y, HE K OERMEHEE OMIEE EE T D & THEZR
RO RGEEREMADZENFELN &, KERMEXRKME (Food and Drug Administration: LAF,
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SK[E FDA) (2 X 5 FDG-PET @ STk L B = — OIS I BT, 58 370MBq ([C DWW T4t %
BT DB BT — AN HVRRBTEILELTWDHZ L, BAIA KT A2 Y% KB
D S B B 3R 5 A il a% i M OVK[E The Methodist Medical Center of I1linois DAt SCE CTiL 370MBq
UTELTWSZ ENDARFOEREFEO ER% 370MBq (258 E L7,

UbEXY, RAOME - HEE L@, BRANSIEARS 1 A Tz ERNICE S LB T2, 5%
(Bite) 1, s, (REIC XV EEHERT 528, &/ 74MBa, K 370MBq £ T&T5, | LREL
776

4 BERUBRICEET ZEE

1. BERUERICEET 53R

B BRI TR F OIS U CRRET 5 = by MR BIIEA A — D 7 14T 5 B A AT 5
i LD, WL A 1% 5 A AT 5.1 30~40 5 LI IE T 5.

(e

I AR BIEA A — L 7 % AT 5 550013 PF-FDG B 5 L 0, Wb Fie & 3 55 A 1T F-FDG #2544
30~40 SYLIBEICIRET 2%, ENA OB ORI B0 U TS Ch -7, ERORE
H R~ ©, B M 5 RS BV CRET S T LY Th D,

5. ERPRALIR
(DERERT—2 /1y r—2
OEMEGE O W, O M LREOZE, OBHAYER S TANA THBREIRPLE L SNDEE D
7L = — 2 ARG SR O 2 W
2009 FELIFTOAGRM H TH V3% L (B T & 2 AINMEEE S 2B # S KRRk 2 25
Rk E LRkt S 7o)

ORBYIMAE R OB 1T 2 RIEEBALO AIHHAL
L (KA ESE, TREMEROBWNZIS T 2 RIEFALO WAL DORIEER)
REeRGLEEELTHD)

(2) ER PR ZE A BR
ARFN GBI 6 BREREI N B 55 6 B £ TR & L, H5R1 10 BB 5% 24 FEfl E TT7 v a—b
FOBF DB IR A BE U 7o i N Bk 3 Bl & 5b 521, A 185MBq (2mL) % HA[EIFARNE G L1z, Wi
DHBREIZB N TS, AFICERT L EEx N5 - thRAER, BYHOREMOREEE, HDH0
VX ERR AR AR D J 5 e QM B LA B LR o 72,
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Q) AERICRRGAER

77k LikBR

77 N AFOEBER Oy 7 T RER LIZZNZENOEIIC, BRIE LI RER I IC & L
72 BF-FDG ImiREE AL, 77> N L% PET 1 A 7 THRfe LT, AAIOEHEEFE TH 5 F O =i 23
FI1105TH D Z LD, gl 2RI 370MBq 2 EFRIZ, 370MBg 7> & 3 -J8il) & TRz S H 7= 185,
92. 5 TV46. 26MBq O 4 Bl 2 B2 iE L 7=, iR 12 T D V7o B IR R IR O I 1 % BURBRFHE A3 FERE L,
JESG 2R LTty LNy 7 7T 0 o R & LT3 D3 vIRE & 70 2 IR R IR 2 504 L 72, i 1 &
OFIPHIX, & 370MBq & ORI AR ICFFA C & 2 BGUINEERR (10 2LIN) OFEFANTA 7 v =
7 N ORKEEN 3T0MBq S RIZECTHDHHEL Lz, ZOfER, “F-FDC O H &4 & LT, 92.5~
370MBq LI ThH D LB X v,

(4) 1REEBIEAER

1) BxhERiEaER

ZENGH (DR XEEF LIZBETH D)

CEMAEE)

TR 2 Mt 5 /NI Ra il BB CoRTR U > BR80T, CT 12xt LT, CT {2 FDG-
PET Z MMz 7284 (BLF, CT+FDG) DEZMWHElc >\ T 2 B OB 2 A5 L=, JE&EIL CT 65. 8%,
CT+FDG 92. 1%, HFHJEIL CT 72.4%, CT+FDG 86.7%CTd W, CT IZxf9 5 FDG-PET O _EFHhR1FE
DO YD Fiz, CT CHEME - RO K 22 ks 2 A 5 BEICE T D FDG-PET
DBZWHREIC SOV T 2 B O A &2 At L7, FDG-PET D RESEIL 96. 2%, KL 75. 6 Th-72 Y7,
F 72, FDG-PET OBW HAYZ & OBMIEEICOWT, i, FLs, Kby, SESHIE, WMIEE, IS,
HNEY N, RSN B M OV PR il 4 Bl U 72 84 FRBRIC IS 1T D FDG-PET DRRBRAAE A LT
[ZRd 10

Jer AL ECELD) JRE K RE
B HEME - BRI 92. 0% (310/337) 67.4% (95/141)

CEDIZAY 0l sl 78.9% (296/375) 89. 4% (693/775)
R 2 93.0% (93/100) 94. 3% (199/211)
R - RS sTT 97.8% (88/90) 78.0% (32/41)

FLIE B BRI 76. 0% (168/221) 87. 7% (71/81)
R ) B2 75.6% (344/455) 87. 2% (565/648)
R - RS 92.6% (189/204) 89. 4% (161/180)

K IHE mIREERE - R 95. 1% (293/308) 90. 3% (130/144)

SHSE e SHE U v BRI 87.7% (193/220) 93. 4% (1248/1336)
FATIESS « T2 96. 8% (91/94) 80. 3% (122/152)
RIS I EAEOMMT | BREET.3% (6/82)

Jibd fEE 15 FRZW 79. 3% (69/87) 82. 7% (62/75)

I BEME - BEEERIR K 86. 4% (184/213) 85.2% (115/135)

HEMEY X Joi 152 e 93.8% (480/512) 99. 6% (2481/2491)
‘B HRIE 2k 82. 1% (32/39) 93. 3% (83/89)
PRATNESS - iR 2 77.4% (48/62) 89. 5% (179/200)

JRFE A B g JRFE B R R 25, 8% (42/163)

MR )E Al U o Eidsig 2 9.4% (3/32) 94. 4% (67/71)
mIREERE - R 90. 9% (251/276) 71.9% (141/196)

T EBMETE e S
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(i o O R

?@%f$&wE$%%ﬁT%%¢%%%ﬁ%&Lt14@% BT 5 FDG-PET OLMHi A A T E Y
T A 2WIHEITIEEEE 89. 9% (726/808) , FRFELFE 64.2% (512/797) Th-o720

(859 TA#A)

ABHERDBE SN DEY CTANABE XL Liz 20 SRBREFHE L=, 2 ToRBRICB N T
FDG-PET (X F/EM KA Sl S v CTuie, it OFIET 2 B 5 5, FDG-PET TR S iz
AL T A AE R D TGN & — BT BB OFNIE %2 —BE & U TR L7, & O R, FDG-PET
@~ﬁ$in4%@&mw)T&okomlfﬁ%ﬁﬁﬁﬁw%h&wm’ﬁwf FDG-PET ®—

BRIF 71, 1%(32/45) Th o 7=, F 77, MIFEIE T A D AT % FDG-PET O —E 1%, 74. 4% (169/227)
Tholz, 7ok, MEEETANAIZ &5%%%%@%@@@ HH1x, 75.8% (138/182) TH -
7’: 10) .

2) REMHER
AR L

(5) BFE - RRERIHER
YRR L

(6) SR EHIE A
1) M AAETRAT (—M b ARSI, FrE oL, o R bR AY) |, &R e % T — &~ —

A, ISR 5 AR R O N2
AR f OME AR T4 O REIRFRBR O GFF 903 il 117 #1 (13.0%) (CEWEA (BRARMAE O R F %
&) DR LI, EREWERIL, WK 6 4 (0.7%) , O 4 4 (0.4%) ThHotz, £,
FAeERAR MR A A O B IE, RIEMEGTE 17 4 (1.9%) , JREABME 16 8 (1.7%) , REERSME 12 44
(1.3%) , B YU 7 L8NS (0.9%) , U SERE Sy 8 444 (0.9%) , I RFEZEFHEM
74 (0.8%) , IMJE LS 74 (0.8%) HTHolm (FHHERAKTHE ,
i FF A A M OV i FH AR A O A 5T 1, 291 BFR 2 4511 (0. 2%) (ICRIMEA SR bz (A
TR

2) EBSALME L CEMTEONAE XILEM LI-HE - B
BARRAAA

(1) £ Dih
(KA 7)Y
KA e D IRAEHAL DR ENZBI T 2% FDG-PET 08 Jo OVRy B B2 13, YigSh O BEPRAFFFE Tl 56. 0~100%
KR 64. 3~100%, [EPNOEERIFFETIE 90. 9~92. 6%} O 88. 8~91. 1% T - 7= Z & NEWNI DA FK
WZTHE STV D,
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VI. EMEEICEHI HIER

1. REFNICEESH D LEMRILILEME
%Y LR

2. EIEYER
(1) Y FIERET - VRS

e

AFNDOAZNRSINE E N D S PERERE D O e SN DB (0 <) DSEZIEARAELLE I L0
Bilesh s,

SRR

BF-FDG 1%, 7 /b3 —R LFEERIC GLUT I K D MR E D iAE N, ~F VX —BIZk v ) Vigbas
JAN, TN a—RAL B ) IEROBMR CTHILRARI N A—AL I RAT—RIZLDET NV h—RA
~OBRMACSIGE EZ T 7202 Eonh, U U BIR E L CTRIRNICHE T 5,

IR IZ 35N T, GLUT OFEBLIZ K 2 HEEL W IAZBED N, fEFER DOEEFER Th H~F YV ¥ —
PIEMEOTTHE NTHEBTEROEEFE TH H VNV a—Z—6-K A7 7 X —BIEHOIK TIZ X - T, B

DILHEL TV D,
it Ry b= UEER
AN
i 7% fHa A ol
%, Glucose-6-Phosphate dehydrogenase
Hexokinase !

—— : N WeEnY S -
SF-FDG T F-FDG BFFDG-6-) VB () > A
i Phosphoglucose Isomerase

Glucose-6-Phosphatase 1
{ Phosphoglucose Isomerase
W
< "FFDM <o SF-FDM-6- ) > B (# %)
] Glucose-6-Phosphatase

BE-FDG D EIE A PN i A R i

DTN TIE, BIMREEIZHE - 723854, GLUT DI X B HEEL D 3A T HE D HIIN M O 7 O F i
FTHDLIAFT Y T —BIEETTEIZ LY, FEEEATTE L TV 5,
TADADIZIBNTIE, ERLOFEIEIBRT 2 AL ORI OTEEI 2SN L TV 25355 12HER
WRTHET D — 7, MRAIIE OTEE 3 LT A5G CIEREREI MK I3 5,

FAEAIIC IV TIE, FEAIIL & RIS GLUT @ GLUT1 38 X O GLUTS 2L TR Y, Zhb
AL Aa—ZFARTHELTVWEEEZLRATNS P
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(2) EZ3 = R AT T HERERAHE

1.

2.

NS AR 0D AT

DA (mm26) ~ 7 AT 2 FEyE)E

IR BB S Ve AR D JEB N~ O RS & BN E & & 72 U O B RE A 3 TRl L 72551121,
5% L RFRCROR E 72 0, MU DR TRk & e o7, T OHEMIT, 5% 3RFMICH N T
HIZIEFRREZR D HiL, 2lREF TRk E ol

B Migkely, 5% 1 RCH 17 EEEE R L, BB Wk b EE% 1 REICE VTR 3
Z, SUV & h54% 1 RFE T 2 2R LTz,

) (mm26) ~ U ZOMEFENRHY)

B 544 5 43 TIRAESE N B 2R 55 D KR4 A3 BF-FDG-U U BALIR TH - 7228, 5% 1 FEREILL
BTl BF-FDG- U » BLIK DT id k2 1ICD L, ZORMEERTH 5 F-FDM-Y VER{EAR DR Sy
s U7z, F-FDG Oy tid g 544 5 457025 3 BEE £ T 3%LA F & RfEZ 7~ LT=,

RE A AR B 2 BT & FDG DA
BiET VEW) (4 X, 7 &) S F-FDG 2% 5 L7-Mato s, SF-FDG (38 magiskic — L T4
HL, FICZOEMIEDFEREOMERORIE LBERD D Z ERHRESATNE P W

. CADADEMTT BT B HEHEFSE

e OTAMNADEMET LV (TR, Ty b, bE) EEHOTEGEHOENL<ITHOILTE
D, BxBREFICBWNT, TADAEREDOKNIZE T DR OTTESCIKR T RRO b D Z &n
WEINTWD P19 10

TAPAOFTHIE (NWREEE) ICERZA L, Eink LZZNRIAEEE CTANATIE, Z208%
RABHIGIBR O G & 70 5. Z OPNAMAIERZE T A 0> A O SR 7005 BRAT FLISHERS B L (PRI ER
EREL) TH DD, BUHEINZB W TS LICEE LT e BT 2ABEE CANADET L TH
DHA=VEEET IV (v U R) FORERENE, SIOME CERARIKTRRO 6D 2 &R mE
ERTND B9

(3) Ve SEIR B - Friebrfd
AL
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4

YENREICRE I HIEH

1. MmAREDHRE
(D el LA G HIRE
AL

() EgPRERBR CTHERR S M-I RE
fat i RN e 3 BT A 185MBg (2mL) Z FRIRINFR G- L, #5-1% 6 REfH & CRERFAYICERIRER M 21TV,
M ERE L (X))
FRIRI T BE3 A 8 (3 1] O SR AR 22) 134 5% 3 43 C 31. 1212, 9% 5-& (DL, %ID) ,
5% 6 R T 3.320. 5%ID & 72 o7z, ARANTMHF 2 HHLMHITHET 5 2 E RSz,

%ID
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400
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200 P
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100 F

50 p

00
0 50 100 150 200 250 300 350 400

B &R (5)
BRI . T RE A3 AT R D RE R AL

(3) hEiE
MM ER e L

4 BE - GtREDOEE
VIl 7. FHAAERH) OmSHR

2. FEWLREMRI/NT A—42
(1) fEfT A&
MM E R L

(2) IR IR FE 7E 31
MM ER e L

(3) HEREEEH
MM ER e L
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DoY)V TFIUR
LR L

5) P HBTE
B R L

(6) Z D1t
PAROASA

3. BEM (REaL—I3y) fi#H
() fERT A%
MY BRI L

QINTA—2EHER
MM E R L

4. TRIR
AR L

5. o
(1) Mm% - RS PR @
VI 5. (5)%FDMOMER~DOBATIE] DIESR

(2) mi&k-RRAEEAF @B TE
[VII. 6. (5)4FFE) DIESM

Q) Eit~DFITHE
MVIl. 6. (6)#FFhw| OISR

(4) BERE~DBATIE
AR L

(5) £ Db DB~ DFEITIE
5 1 ARG R BRI 3 TREE RS PE 3 BIlICAH 185MBg (2mL) Z§fRAE G- L, #&5EE)D 275
DETORIZSBEIARY ba U WiEGgZiRG L, EEEISCBT 2L HE Lz, KA 26
BCOMNTH A U TR~ L, & O RITHK 25% (25%1D) , HALEE (g) 7=V THIO0. 015%1D/g
ThoTo, DIE~OSAIHERE Z LIRS RV, Kb S < oM LFlTiE, #5%ID, H{LER
(g) &7-0 THJO.014%ID/g T o7, filfi, NFHE, sk, W, B, FSEKORH#HRN~ORUEE
DOWHITIFEEAER N> (K)
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% %]ID
o108 Mg /e

0.015 0.0151

0.010 0.0101

0. 005 0.005 -

0. 000 L " L s A 0. 000 " L L L i
0 50 100 150 200 250 300 0 50 100 150 200 250
BE®ER () R5%EERE ()
%ID/g o
wBmEC —— i
0.015 P e 'l‘)m
— R fi
- it
0.010 [
— ik
o PRk
0.005 o — 5
éé%%%Z; g —
e — A
0.000 L L L L
0 50 100 150 200 250 300
BE5®ER (9)
X WeBRE BIRAS AL R B 72 0 O TRE A =R
(WIS )
MIRD $EIC & 0 BEH LW EITR D B0 TH D 20,
itz AR & (mGy/185MBq)
JilE1 19.0
Ll 8.3
il 2.0
JiF- ek 3.7
N 2.6
2N 1.6
KA b 1.6
KIG e 1.9
5 ik 4.4
IREEHE 1.7
PR AR 1.6
A 1.5
PN 1.9
it e 19.0
£ 5 1.9

2 WFfH] & L AZHRIR L7256

(6) MITEQHFEE
MM E R L
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6. 3
(1) fRBEME R O R AHEEE
AANTMBEF TIZE A ERBMESNTITHFEL, REMKROETIRPICHRHIES N D Z LvREnT,

QRKBICEAETIEER C(YPFH) OHFiE FE5F
MY BRI L

Q) YEEENREDEERVZDEES
MM E R L

4) KEYDFEDHERVEMSL, FFHELEE
AR L

1. BEid
PR P BE SRR PR SR ITRE R ROICHIN U, 5% 6 BFfH THY 32%1D Th o7z, 7o 2 PRt B3 -
JRIEFRTH D Z LRSI,

%ID

400 r
350
300 r
250 f /
200
150
—— IHERE A
1001 - BBEB
—h— C
50 F HERE
0.0
0 60 120 180 240 300 360

RE®REEE (5)
B BRI IR PO RE AR =R

8. FTUARKR—E2—IZEHT BHIEH
RS RR L

9. BRFICLDBRER
U E R L

10, BHEDERZEHIT HEE
HUHEE 200mg/dL LA b TlE, AHIOD BIEB~OEROME FIz & 0 IR LA 3 5 AR B 720

BHELRZWZ ENEFE LY, (TVIL 11. E@HEOEE] OHEBW)

1. Zof
gk L
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VI. Z£% (FRLDOZXEE) ICEAY HI1ER
SRR ETDER
RE ATV
2. EERNB LT DERA
E I TWH N

U
AxX &

DEXIIHRICEEST HEE L ETNER
BE STV

4. RERUVREICEET HEELZDERA

V. 4 JHEROMEICEET 5 ER) 220252
EEREFRMIELZDER
8. EELGEXRKIEE

e
INREEIZE EDDH &

Wr EOFIEIENPIRIC Lo 2 BIRD LW SN DG RICOARETH L L L, K5 &
(fiF)

6. BHED

A6 =2

S PEE I SIS 2 B A TR Y, B SN HRE IR 2= T 5 2 &
DIFRIFEESEHE L L TRl L7z,

B =R

ZRIHBEICEYT IR
() &HHE - BERFOHLEE

72D o S R S
BE SAUTUVVR

(2) BHREIEEBE
BRE SN TV

() FFHaErEEBE
BREI LTV

(4) EIEREZX BT HF
BRE I N TV
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(5) b7
9.5 1Eh&
W LR 2SR L SN DGR RE, BE LW & @B W TR IEBATIE S H
INTND
(fiFEz)
mﬁmeiﬁyhf%ﬁ THEREL Y, THE~OERPIRBD LNTZRHERH D Z LD 2 i)
ZHURHR %@%Qzéﬂ%%ﬂ&étw,&%Xiﬂ%bfwéT EVED & 2 I NI ixﬂ@
e 513k T Zomié & O B FLE LT,

(6) IRELI%

9.6 =3l

AT S5 2 &, RIRICHE G L5BE, 24 Byl 2 ik L5144 12 BefITash IR & o

PeloefiiamE T 5 L oEET L2 b,
(fi#Es)
TR PSR 2 R AR E TG T D LI RICEETONERD D EEZOND Z LR LT,
WA D ORI L 1%mmi%ﬁ~@%ﬁ# Wb, £7-, ELOEMICLY, LRI
%&H%DW%%¥?Zé‘Iléﬂ%éQ” LD, IR O NG K OSSR 2 LT D &0 9 224l
AL TR 2 3E L7z, Bilimic s Lzt iMﬁWTL%¢¢L “““ Be 5% 12 WfE) I X B e 7n b
filh 23R S 2 B AERHE LT,

(N NR
9.7 INR%E
AN ARG & LT ERIARRRBRIEL T2 L Tuviauy,
(fi#Es)

AHIOEGARTERIL 20 slh EOREFIZ x5 & LTERL TV, /NRZEIZBIT DR ITAE 6T
W EMBREE LT,
8) &
9.8 mitE
BEOREELHSICBE LN OHEEICE T2, —BICABBERENMIT LTV,
(fi#Es)
55 T FHERPRSBR, 265 DR R PR SRR I ONBIN 26 AR B IRSRBR CARFIZ R 5- I 7= 287 fild 5 6, 65 jsk A
FoEimE X 136 4 (47.4%) T, ZNDHOEFID S L, BWERANRD b0k 4 B (R M5 2
B, GFHPERE RN 1B, U U NERE SR LB, R Y v AR 1B Thod,
TR E CITBRERE, TFHERES OABMRENE T L TV D Z &% <, ERMLOBIWEANREE L0
HZH Y, —BRMICEELOBREIZHTZ > ULHICEBEDBLETH DL Z LR LT,

N

1. HHE%ER
() BtRZEZ EZDIER
FRE STV R0
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) ptRFE L ZTDEH

10.2 FREE BFRICEET S L)

A4 % BRARIER - H 18 71k By - fabRiA -1
WEg AR VT | REIP SR 4 FERILIN D A 2 Y v | REOEGFE~OERE Ny 7 7T
AR v O¥GITHRET D Z L, YREODIUNTARNPMET TS

BN S D,
(fif3)

A LAY NET R o BEE A A QN IR IGARICE D A5 K 912 < Z & D, BF-FDG D&
BEADEMBENRNY 7 7T ReDay h I A MPMET T 5 ATHEM DN RIS L 2

8. BI{EH

11. Bl¥EA

WOREWERR S Hbohd Z ENdH D DT, BlEs +3IciTVy, B
HikEd 572 CEEIRAE AT Z L,

vy

O b G RIS &

(D EXGEIER & DHER

BUE ST
(2) ZDithDEIER
11.2 2D EI{ER
1~ 20 A5 0. 1~ 1%AT5 BEEANA
1fi % - GFHERE SR, U % | —
EERaE S,
S Mt PREE ARG, PRV MBS | i RE 2 FE —
P, RBERRE
Ji Nk — MM ey vy #Ehn —
B — Z O FER, EHZ BB, FLBE, FIR
Hibs — M5, ML - —
Z Dt — MBS, mERT, <9 | —
AR, BE, mHHY 7L
s, s Y A,
7 L7 3
SRR I ROE IR R R KRB 2 B

9. BRERRERRICRIZTEE
REI LTV

10. B=E
REI LTV
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. BRAEDIE

14 BRAEDIEE

14.1 RHRHBFDIE

ARENIEEDOUIELRN 2 /T L/AITHD Z Lonb, KFIOEY EWBIED 7=, H5I2H 7> T
AHN DA T XN ORREHR L, BRLLEEERIKRGT 2L,

(figan)
14.1 THUDEWEHIE) O7=8, #&5FNc MR KON THZM) 2T 20 8RS &2
EMBLERE LT,

14.2 EFBEEROZEE

14. 2.1 RAIOEFR T MPEHE O FBEE T 2 A ReEN & 578, AAIEGH 4 FEFLL I3 L, b
PRIFIEF CIXMAEAE 2> b — L3 570 L, REIFGRHZIEE U MG 2 ZE(hSE 5 2 L,
728, MBEE 200mg/dL LA ECik, AFIOBER~OEROM T X 0 BIEMERT A2 32 alfEMEN

BN, B LW EREE LU,

14.2.2 KEF|OAEBRERE OB A BET 2728, AREIFGH G BREBANILHICL T, #H5% LWL
VBN TIT D RN &,

(fi#z5)

14.2.1 @SiubEClE F-FDG Do e OVE RS il ~ D AR IHIN T 2 2%, "F-FDG D S OIS ~ DR IX
KTFTHZ &2 bR TEY, “F-FDG OA IS 5 AJREMEL S 5, Furopean Association
of Nuclear Medicine DA A KT A > % TiX, MAFFHA 200mg/dL % # 2 5 5E121% FDG-PET M IX
Boohnanet LTEY, £72AK8O FDG-PET WA ITA R4 > % T, MAFEL 200mg/dL LL
ECHEHEEOHIIC LV ZWRAE LK TS LfisiiTnd,

14.2.2 GEBNFEIZXL Y, “F-FDC ORFAE~OEBPWEROBEMNMNR A LN DD, BREAXDTA KT A
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s A A= 7 TIE, BF-FDG O 5% KO F-FDG ZERE S E D], BEIIER ) THRFWLETER IV
RFIER SN
- A OTEREN & R/ NRIZ L, FIR~D BF-FDG O A B ERE % i/ NRICT D 72012, B 1T BF-FDG 4
HANCREETRE L TWRITIEZR L 20, @ KIIMBIE~OER LT T 2 TR H 1,
AN LRI K2 BENMEET L HEEMHERICA DN D Z LN d D, HEHE O TIX, RETOMK
(MEGE T Mo ONEIEAR) 12351F 5 F-FDG #£FE 4 F/ NRICHN 2 572912, BFIL *F-FDG ¢ 5- D H A E.
B ORFEGE A BT D& Th D, MEFEOFMTIX, BFIL F-FDC #5481 (KO 5#) 12
IXEFDICHERF VR TR T R&E TH D P,
- BF-FDG # 5-1%, K 30 3 LEFHICL, VT v 7 ASHThroRBETH, F5EmOMHEZRET 5
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FDG & 7 v b RO E— 7V ROBIRPICE G- L T BBl G- mtEaliR 2 92056 U 7z, SR BRI G-m
BRIZINZ, FDGIZDOWT T v M RO E =7V RIZIRT 2 2 M8 A # IR G- Pl e OB n et
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}

Bk L, 7 v MIBIT S 2 BEAEFFAIRNE G HERUERIC VT, D& Uil o BkZ b R iR
MR LNTT=), BERG TREO Z L NEC 20l T 5720, BIRERE Eii L7z, £72, ©
— 7 NRIZEBT 5 2 BMKEFIRN R G EERBRIC VDT, KM, N & O 31T 2l & P o
NBHINE & D 2 RERRIE RO DIz Tz, WAl G TREO Z ERAE L D02 R 5 720, 1B

B2 320 L7,
(1) BEE 5 SRR
B TR 55 e & . G N E & o in
f
nE/R) | BEEE | (ne/ke) AP (mg/kg)
200mg/kg TEH 15 o0 bH—
WD B REEK T, e
vk RN 5 90 200 17, MR HY, BE5-% 30 4
(MERESS 5) 14 H & T MHEEN UV NI BTN, 4 | LDsofE @ >200
TOERITFES-#% 3 B E Ti
EE L7,
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e | s FaBLR, BHOBEICLE
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GEEER)

EUL7k 5515 55 R, WL D EAF &
(n & #%) A (mg/kg) (mg/kg)
100mg/kg T H FIEBHK
Z v b &§£TH 0, 1, 10, T, BR, MRER, <100
(HfEHE4S 5) O 14 HE 100 JEEN ($ 5% 2 X 4
8 L 3 2
N RN BEFTRZ L
€ (kggjt 5% 1 H 0. 15010’ >30
EOXN14 HE
Q) REESEHHER
4l B 5715/ 511 T -
(n %,/ B%) BEE (mg/kg) (mg/kg/ H)

10mg/kg/ BLAE () : AST D EE
100mg/kg/ B () : %61, HIEEIIIK
T, B, MWRER, BEAH DI
BA, REMET, HEEEE, PLT O
fii, PT, APTT ®IEE:, T-Cho D&,
Glu O EfEE R, Ao EfE Giax &
&), MiROVLIEROEE (FExE

Sy RPN /14 (10°) Hf# e 1c ), D OV o BEAZ A=
(MRS 10) 0, 1, 10, 100 i 10° 100mg/ke/ H (M) : 5E1=, FIFEEBHIL
(150°) T, BR, MRS, FEEND B3RS

B, REARAE M QMR A, 84 &{K
i, JREME, IR pH AL M, JR7 NV
o— BN, R Na, K, ClEEDOIK
flE, WBC D EifE, Mhiodmfl (it
&), MR OLIEOGEE (FExEE
&), DIRE OO BRI, il
DK fE

10mg/kg/ H LA b o KM, /MM R O 8
O/NBFI L U BRI E

E—7 VR FrARPN /14 B [ R 30mg/kg/H (#) : BIEIET, X
(It 3) 0, 1, 10, 30 AW EHAT, AST, ALT EEE[A

30mg/kg/ H (M) : BFREIKT, Wi
JE, FRMET W ILA, AST, ALT &{E
CHEIZ 10 ARG 0OB AR L. M 14 AR O 5-2 [ EE L
: [l 1~6 H H £ T 150mg/kg, 7~10 H B ¥ T 100mg/kg, MiX 1~8 H H £ T 150mg/kg,

9~14 H H ¥ T 100mg/kg ; #2570 FI% 100mg/kg & L7z
s BRI B K& 25, 000 %
BRI B K& 250, 000 i

ja¥]
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o
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M 2 IO T AR 22 PR AR SRR, WYL O B fiia 2 W 7 e R R K O~ ¥ 2 & [V T2 /M
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1. EENETORTIKR
KIETIX 1994 4512 The Methodist Medical Center of Illinois 23 CAMMAE R DOZWIT-DOUVNT ¥F-
FDG DAGRZ S L T\ 5, D%, KIE FDA IXARSCHERAZ FEM L, 2000 4 3 A2 ®F-FDG DGR
WZBRL, TAMA, RO B OB O 2hEe - 2RI DWW TR AR AR 2 ZR LRV E O
Ttz BmRm Liclod, T b OREE « IRICO Z KETHER S 7,
F 72, BRINTIL 2002 4412 CIS bio international 37 F A, A=A MU T, ~YLF¥—, KA,
Trw—0, XUy, ARAY, T4V TU R, TARGFUR, TAVIVR, 4%V 7, vk
TN, T8, IV e—, RV I, AT x—F R OFEENZBU TR %3 5 %)
HE - 2N R T "F-FDG O AT 2 BAs L7z,
B, ZOMOETIEI T AR —X T VT TERINTWDS, £z, HEH, 77 AT, K
MAEROZENARD AR EZ G L T D (2021 429 HIFR)

£ OWINTEIT D BF-FDG DGR ORERS (2021 45 9 H By )

£ KIE
IR5e4 Fludeoxyglucose F18 Injection
TR 1994 4 (TADA)

2000 4 (CTAMA, REIMVELES, B

AP, SR | SR, 0.74~14. 8GBa/nL
ZhRE « 7 1 INDICATIONS AND USAGE
Fludeoxyglucose F18 Injection is indicated for positron emission tomography (PET)

imaging in the following settings:

1.1 Oncology
For assessment of abnormal glucose metabolism to assist in the evaluation of malignancy
in patients with known or suspected abnormalities found by other testing modalities

or in patients with an existing diagnosis of cancer.

1.2 Cardiology

For the identification of left ventricular myocardium with residual glucose metabolism
and reversible loss of systolic function in patients with coronary artery disease and
left ventricular dysfunction, when used together with myocardial perfusion imaging.

1.3 Neurology
For the identification of regions of abnormal glucose metabolism associated with foci

of epileptic seizures
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2 DOSAGE AND ADMINISTRATION

Fludeoxyglucose F18 Injection emits radiation. Use procedures to minimize radiation
exposure. Calculate the final dose from the end of synthesis (EOS) time using proper
radioactive decay factors. Assay the final dose in a properly calibrated dose calibrator
before administration to the patient [see Description (11.2)].

2.1 Recommended Dose for Adults
Within the oncology, cardiology and neurology settings, the recommended dose for adults
is 5 - 10mCi (185 - 370 MBq) as an intravenous injection.

2.2 Recommended Dose for Pediatric Patients

Within the neurology setting, the recommended dose for pediatric patients is 2.6mCi,
as an intravenous injection. The optimal dose adjustment on the basis of body size or
weight has not been determined [see Use in Special Populations (8.4)].

E 4 5
W74 Fludeoxyglucose 18F Injection
KA H 2013 4F 8 H
FIR, G | FESF], 110MBg~10, 000MBq/mL, 110MBg~50, 000MBq/ /XA 7 /L

hee - R

4.1 Therapeutic indications

This medicinal product is for diagnostic use only

Fludeoxyglucose (*®F) is indicated for use with positron emission tomography (PET).
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 cancer of unknown origin, revealed for example by cervical adenopathy
liver or bones metastases

- 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

Monitoring of therapeutic response:
- Malignant lymphoma
- Head and neck cancers

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
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Ovarian cancer
- Malignant lymphoma
- Malignant melanoma

Cardiology

In cardiology 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 neurology interictal glucose hypometabolism is the diagnostic target

Imaging in patients with the following neurological conditions:

Epilepsy, including:
Temporal lobe epilepsy
Localisation of epileptogenic foci in the presurgical evaluation of partial temporal
epilepsy

Dementia, including

- Alzheimer’ s dementia
Picks disease

- Multi-infarct (vascular) dementia
Parkinsons disease

Recurrent brain tumours, and a range of other neurological conditions in which focal
abnormalities of carbohydrate metabolism of brain tissue is known to occur.

Fever
Investigation of pyrexia of unknown origin (or other cases with occult inflammation or
infection where other modalities are non—contributary).

Infectious or inflammatory diseases
In infectious or inflammatory diseases, the diagnostic target is tissue or structures
with an abnormal content of activated white blood cells

In infectious or inflammatory diseases, the following indications are sufficiently
documented:

Localisation of abnormal foci guiding the aetiologic diagnosis in case of fever of
unknown origin

Diagnosis of infection in case of:
Suspected chronic infection of bone and/or adjacent structures: osteomyelitis

spondilitis, diskitis or osteitis including when metallic implants are present

- Diabetic patient with a foot suspicious of Charcot’ s neuroarthropathy, osteomyelitis
and/or soft tissue infection

- Painful hip prosthesis

- Vascular prosthesis

- Fever in an AIDS patient

Detection of the extension of inflammation in case of:
Sarcoidosis
Inflammatory bowel disease
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- Vasculitis involving the great vessels

Therapy follow-up:
Unresectable alveolar echinococcosis, in search for active localisations of the
parasite during medical treatment and after treatment discontinuation

F#E - & | 4.2 Posology and method of administration
Posology

Adults and elderly

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

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 EANM paediatric task group Dosage Card; the
activity administered to children and to adolescents may be calculated by multiplying
a baseline activity (for calculation purposes) by the body-mass—dependent coefficients
given in the table below.

A[MBQ] administered = Baseline Activity X Coefficient

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

Patients with renal impairment

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

Weight Coefficient Weight Coefficient Weight Coefficient

[kg] [kg] [kg]
3 0.1 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

728, RIOWASCEICEB T 22EE TR, HIEEKCHEIUTOLEBY THY, I TORZIR
WEITRR D,
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MR O W
-mﬁ o (oA, ﬁ@@%:i@ﬁ@f&%%ﬁﬁ JRBELZINIC LV BEEZE G DL
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9.6 FZHw
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g R
KE DR SGE 8.1 Pregnancy
(201946 H) Risk Summary

Data from published case series and case reports describe
Fludeoxyglucose F18 Injection crossing the placenta with uptake by
the fetus (see Data). All radiopharmaceuticals have the potential to
cause fetal harm depending on the fetal stage of development and the
magnitude of the radiation dose. However, published studies that
describe Fludeoxyglucose F18 Injection use in pregnhant women have not
identified a risk of drug—associated major birth defects, miscarriage,
or adverse maternal or fetal outcomes. If considering Fludeoxyglucose
F18 Injection administration to a pregnhant woman, inform the patient

about the potential for adverse pregnancy outcomes based on the

radiation dose from Fludeoxyglucose F18 Injection and the gestational
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timing of exposure.

The estimated background risk of major birth defects and miscarriage
for the indicated population is unknown. All pregnancies have a
background risk of birth defect, loss, or other adverse outcomes. In
the U.S. general population, the estimated background risk of major
birth defects and miscarriage in clinically recognized pregnancies

are 2-4% and 15-20%, respectively

Data

Human Data

Data from published case series and case reports describe
Fludeoxyglucose F18 Injection crossing the placental barrier and
visualization of radioactivity throughout the body of the fetus. The
estimated fetal absorbed radiation dose from the maximum labeled dose
(370 MBq) of Fludeoxyglucose F18 was 10mGy with first trimester
exposure to PET alone and 20mGy with first trimester exposure to
PET/CT scan combination. Long—term adverse radiation effects to a
child exposed to Fludeoyxglucose F18 Injection in utero are unknown
No adverse fetal effects or radiation—related risks have been
identified for diagnostic procedures involving less than 50mGy, which

represents less than 20mGy fetal doses.

8.2 Lactation

Risk Summary

A published case report and case series show the presence of
Fludeoxyglucose F18 Injection in human milk following administration.
There are no data on the effects of Fludeoxyglucose F18 Injection on
the breastfed infant or the effects on milk production. Exposure of
Fludeoxyglucose F18 Injection to a breastfed infant can be minimized
by temporary discontinuation of breastfeeding (see Clinical
Considerations). The developmental and health benefits of
breastfeeding should be considered along with the mother’ s clinical
need for Fludeoxyglucose F18 Injection, any potential adverse effects
on the breastfed child from Fludeoxyglucose F18 Injection or from the

underlying maternal condition.

Clinical Considerations

To decrease radiation exposure to the breastfed infant, advise a
lactating woman to pump and discard breastmilk and avoid close
(breast) contact with the infant for at least 9 hours after the

administration of Fludeoxyglucose F18 Injection.
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S [E O CE 4.6. Fertility, pregnancy and lactation

(201348 ) 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 preghant women involve
radiation doses to the foetus

Only imperative investigations should therefore be carried out during
pregnancy, when the likely benefit far exceeds the risk incurred by

the mother and foetus.

Breastfeeding

Before administering fludeoxyglucose (18F) to a mother who is breast—
feeding, consideration should be given to the possibility of delaying
the administration of radionucleotide until the mother has ceased
breast feeding, and to what is the most

appropriate choice of radiopharmaceuticals, bearing in mind the
secretion of activity into breast milk

If the administration is considered necessary, breast feeding 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

See “Women of childbearing potential” above
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8.4 Pediatric Use

The safety and effectiveness of Fludeoxyglucose F18 Injection in
pediatric patients with epilepsy is established on the basis of
studies in adult and pediatric patients. In pediatric patients with
epilepsy, the recommended dose is 2.6 mCi. The optimal dose adjustment
on the basis of body size or weight has not been determined.

In the oncology or cardiology settings, the safety and effectiveness
of Fludeoxyglucose F18 Injection have not been established in

pediatric patients.

S DA SCE
(2013428 A)

4.4 Special warnings and precautions for use

Paediatric population

Paediatric population, see above

Careful consideration of the indication is required since the
effective dose per MBq is higher in children than in adults (see

section 11 “Dosimetry” ).
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« PET/CT Positron Emission Tomography / Computed Tomography
(ARAY T 4 ¥y 7 ZAASH AR —L—D
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