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NEEND,

INHDOBY T U TRICHIEL T BRI OV TIE, BEBRIFICOWTE, 77 7 e mmSE
D1 ORENIEAR L= 854, £72, Pu, Am L O Cn 3R T IRk 72 & COBSHRFER DL AN E 2
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%53 LC Pu (Log Ky : 23.4) , Am (Log Ky :22.9) & O'Cm (Log Ky :23.0) 72DV 7 ok
LI AEET D, F2, DIPAIEEE LTEBO DRSNS, ZhboZ &b, 2IRNICEY 7
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[\]



WAL, g RO EZITo 72 ETHEEO R IE - 2 T2 46ER”H 5, (V. 4. A
EEOHEICEET 2EFE] OEBR)

3. B DOHEKIFHENE
ENTBEGERB AL L > TR S 7256, (WBREREK S L TR T 74 V=2V TARA Z R AFRETE
5, (VI 5. EEZRIAWER EZOHBA] OHEEM)

4. BEFRICEAL TEAMINESHTE

A B3 2B,
RO A KT | ZA b, B
RMP piia
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(3) BFRDHE
MM ER e L

2. —f&
(& (mR%)
A7 MERES =) b Y v A (JAN)

(2)F% (A%
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5. L% (a&iR) XIFFHE

Trisodium (N, Mbis{2-[bis(carboxymethyl)aminolethyl}glycinato(5-))zincate (3-)

6. BRA%A, 4, BES iZEES
Zn-DTPA, CAS-11082-38-5
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V. BEICEEYT SIHE

1.

2.

3.
(D RZERUVRAEDRES

PR EESES
By 7ok (Fvb=vh, TAVID L, F2UUh) 12K HATGROERK

DEERIFZRICEET HFE

5. ThEERIZMRICEEET 2FE
TN h=T A, TAY A, Fa v ALSNOBEERREIZ X2 IRINTEYIZXT3 5 AR DA 30
OZ M TR STV,

(fgsL)
AHNE, BT 7 5w%E (Pu, Am, Cm) LIS O RS HEEEREIC K D IRNTE LRI LARBINEE S S =5 E,
BHINE R OVZZEMEIIHERR STV,

RERUVHRAE

WE, N7 MRESH = FU T AL LT 1055mg & 1 H 1 ELRGREE, SUTRRICHIRN 57 %,
ek, BEORE, Filn, KEICSC CEERET S,

2) RERUVRAEDRERRE - RN

In-DTPA I L B8 T v otk O PR EHERD 1T, WESME A A8 DR ST 5, REAC 7 — 4 5 Tl
48 412 Zn-DTPA N FIRMNIZ 5 S l=, Mi%T — ¥ IZIX EEF (Excretion Enhancement Factor) 23EH
AIREZRFE BN 72 03> 7278, 1 [8] 1g D& T Pu QJRPEIESEIM LI Z EAVREN TN D, BY T
TN K DIEYEHIFD Zn-DTPA FEIRNEEHIC L 5 % L— MBRICBT 2 AK®m L TIE, 118 1g @
Zn-DTPA FIRINH 512 L 0, 18] 1g @ Ca—DTPA FIRINIE G- & [AIFREE D Pu PRt & HIL TV 5,
REAC 77— 4 TI, 18412 1[a] 1g @ Zn-DTPA R AE G- ST\ 5, WBHAOHEFEICH, Zn-DTPA O
k- HEL LT, 1 1g DBRAEGIZONWTRE SN TN DD, %m@%ﬁwkmé’iéﬁAv
[R Y Zn-DTPA DWW AF GRS N D BitdlshCnd, £, ENOHA K74 > Y 12iF 1g D ZIn-
DTPA % 1 H 1 [ AE G535 Z ERAECTH D Bt ST D
UbDZ &b, BY T R L DENIGREF T LT, Zn-DTPA %, JHHI, 1 B 1 1g Z ##ik
WG (SEEHE) T528 T, BY 7 0 R0 MIEENENE SN D Z & kT bz,
ZOZENG, Hik-HEE EE, <7 Mg =) FY oA L& LT 1055mg & 1 H 1 [BLAIHE#E
XATFERICERIRN 535, 7ods, BEOIRE, i, FREIOSC CEHERET D, | & Lk,
Zn-DTPA O AF 51%, RPTEREBRAIC L > TR Z > 72854, RERGREKE LT 70 —%
HAWTARAIZBASETE D Z L snTng ?

§REAC 7 — % : KEA—7 U v URFLBEWIT O BSHRBREEkE v % — /st (REAC/TS)
RAE T D 685 & DO FEET — X




4 RERUVAEICEHEY HEE

1. RZRUVRAEICEET 538

1.1 WRIRBRAGTR IR T OB B EIE L, AAIOR GHGEO LI ZBE S5 Z &,
(FE)

AENE, BY T EOERBLERL T, LFNICLVRERGBREEZIEHRT 5% L — MITH
Do ZORIIKREETH Y, EHLNITR TP S D 2 LD, ARANC K D165 P IR T kit
IR BEL, TRROMGE « L2 W 2 BB H 5T 0RE LT,

1.2 Y7 BRI L DERNIEY ORI, REIUI T Mg v v LA =F 8 U ADWT I
MEBRGTHZENTELN, EROBRIIZE LTI, ERTA NIA4 U0 EE23E82, BEORE
EEBELTHITLZ L,

(i)

NRUT NBRANY T A ZF R Y T A (VYA H— R VP 1000mg) TR ~O B 512 R L
7= X O ICEM IR CIEA TR ER RO b s 2 & AR TIRODEEORBEERE D & 2 B 2 B
YD EnD, WUREERZRIRT 572 DI E LT,

1.3 /NE~OEGIZEE LT, KREIS U TEREERZHAFH T2 L, 25 L LT, BADIKEZ 60kg
ELESA, REYSZY o 1 [ GEITK 18me/ke (CFIXY L, {KHE 10kg TIXH) 176mg, {AHE 20kg T
1349 352mg, {AEE 30kg TIIAK) 528mg & 725, [9.7 B

(A0

Ca—DTPA KT Zn-DTPA MNEEWFICHEH INDHEAITH D L WV ) Rk R FIHFELBIE L, /Ick LT
Ca—DTPA XX Zn-DTPA A b ST AR SUERTG 2 R BUG ~HIRIRMALT 2 Z L @ L B2 TRIE L
Too NERORE - HEZHFRECTE 5 HaRERIIELN T W00, KEIZE T 2 IR CEOTH
EHBE, MR L s A ADBMEREICHHIT 5 2 LIS, lADEEL 60kg & LI2GED
BTG EIZOWT, KEYZY) ORGEICHTOERERMIET 5 2 L N#E e B 27z, (BRFES5.4.1-
1-8 p. 168) ¥, [9.7 ZHE]

5. ERPRAIR
MERRT—2 /1w i7r—o
A LR

(2) B PR ZE T A BR
UERR L

(3) AR RSRRHE
SRR L

(4) BIEHIERER
1) AR
AR L

2) REMHB
AR L



(5) BE - HREAIHR
SRR L

(6) SR EHIE A
1) ERABERE (—REARERE BEEARERE FARBLERE)  HERTET—2I—
RAE, WERFTEREBRABROANR
AR A I 3BT, Zn-DTPA O GIER] (3 ) ICRIWERIZA b oTc, (FBEAK TR

2) RRBEHLELTERFENANRRITERLI-HAE - ABROBE
i H A A
ARANORNEIEG-Ri% O RHICHE S 2B Y 7 ot RO BSRREO I (BEF) K ORI 5-RE 2 351
LA ORTICHR S o Y T RO REO . (EEFD) %3k, AFNC L 287 T ot
FROERNIGY ORI Z FHI L7z, 7eds, #IEIE5-3EH]134T Ca-DTPA T - 7728, Zn-DTPA % EEF
EHAWEFHIE TE oo T,

EEF =W # 54 DR P idiE (&5-H) /HIEEG-aTO R P he ™
EEFD =40 5% O JR Pl (G- H) /B 51 0 JR P i AE T

AHEDOFKRIIE I ROE2DLEEBY THhoTz,

# 1 AR SRTE O R B EED R
. y PR RERE (EEF)
15 Y il EEN S A = b 2
T AU T h-241 5 21.35+25.29
7L k=1 A-239 5 48.78+73.72
7L k=17 5238 4 15.94+22. 17
T O 14 29. 60 +46. 98

# 2 BB G R O R RE O M

Ca-DTPA (352 7 —)L) In-DTPA (355 7 —/)
1% Ye ks fd . ﬁ$m%%mf%m) K 5 E¢m%%mf%m>
P+ AR R P E AR R A
T A Y 7 k=241 5 1.84+1.19 2 0.92+0.32
7L k=17 5239 5 3.70+5.08 2 1.09+0. 18
7L k=17 5238 5 0.87+0.89 2 1.00+0. 93
2T O 15 2.14+3.08 6 1.00+0. 45

Ca-DTPA 238 - & 7= 5 Bl EEF (%, 7A&AGEHIGHERFD REAC 7 — & 1% (Ca-DTPA ¥flilRINH& G-l DT — 4 -
25.93%33.76) & RZ 7BV EnD, PEMEEERSMERTE B X7,

Ca—DTPA (552 7 —™) KON Zn-DTPA (5 7 —/v) @ EEFD 1%, KZRHFEHFD REAC T —4% (£93
7 A IR 5-8 D5 — & : Ca-DTPA 0.5~6. 5, Zn-DTPA 2. 0~4.7) & KX 7@V TV & & 27,
In-DTPA (22T, REAC T—X DL X VIR -T2 b DD, JRF~OPHIEER R ITFED STV
LEMS, KRN L DB Y T TR OIRFA~OHPMARHERN R 2 S ES 2 b D TITARW & L7,

_lo_



XY, AT 28 2RI A S e o Tz,

T 1 : EEF OB 5810 R P S EE, MR SFHCEIR L2 RBEREZ B2, TR EE O BAL T
[ X 10*dpm/mL] &

T2 : EEFD OEHIE#e G-l D JR FHLHRENE, Ca-DTPA KON Zn-DTPA %5 L TR\ & & DRIRIEE FV T2,
PR AR O BT IE X 10"dpm/ml |

T3 :REAC 7 — 2%, KEA—Z Y v URAEENET BRI X % —/3IfEs¢ (0ak Ridge
Institute for Science and Education Radiation Emergency Assistance Center/Training Site) 21
WCEE SN RIERE DT — & % KE R 5 E ISR 0TI L7255,

T4:1 27— (REHEE) 1, Ca-DTPA XIX Zn-DTPA O#5-H 28 L7 & L, 1 UL BRI L =54
XK DIRFEHIM & E% LTz,

SE AR IC W TIE, AFIE & HITBHRE SNz Ca-DTPA IZOWTH H b ¥ Tit# L=,

(1) = Dith

TN =T 0, TAV T LAROF 2V 7 LOERRNIGRZ 2T T2 NE N 685 BICAFI ST~ T g
AN T A=ZF R TLAREESH, 2055, I8HICBWTAFIXITNrT ML T A=F |k
U 7 A EHR% O R BRENHIE Sz ¥, REIOEE 2520072 161 QR : W AE G- (3 [F])
TaEH - RN G (6 [8) ) 12812, RFIPIEEERTO R PSRRI ) 5 FEIF 54 O R
HBIHRED I 0.83 Th o727y, IR GRICHIT D%, WA GRE 1.6~45. 1, §RNE 5K
1.8~10.0 Thotz, iz, X7 MNEAINLT T A=F N U LAEYEIE %, KA~ B2 T
HENTIEFNZIBNT S, ARANS L 2 B RED IR HHEIIRER 358 6 BTz,

_ll_



VI. EMEEICEHI HIER

1. EEZHICEEH S LEMNITILEYEE
NUT NBEANT U LZF N T A
EE  BEO S D(LEMOIRE - DRES, BHORMNILELZSZRT L L.

2. EBE{ER

(1) YEFSRML - 1EFA%F
T AU h-241 G LT v MOARHZBEEIRNE G- Lz & &, KERE, TP B0, i,
DOV TROBREICB N T HHHEEOMHHENME T LY, £/, 7V b= 4-239 IFa Vv
5242 5 LT v MIARRIZIEENE G Uiz & X, T, M, B HEOWThomeics
WTHBNBEDOMREME T LD,
TN R= T L2388 XUET AV V7 A-241 ERASHIENLAX =X T v M T MOV T A
=T MY T LAERARL L, SO TARAZBAES Lzl &, MOBEEEIIWTOEMFEIZB
THEFLEY,

(2) BN H=E T+ HAERRAE

1) %077 % A+ 1T 25tk

Zn-DTPA OFRIRN XUIIEEAN G2 LV, By 7 U nREEENHEERFMICET L, dRitEsH &
RAFHTHIINT 2 Z LR ENTNWD, £, BV T U nRKIGY%ED In-DIPA O HRFENZE L T
X, BT R RE R, TRbLBY T i EOMBETEEN SV E XIF L ZIn-DTPA DY
T IR RGN R OHEIMEE D RN SN 2 E AR S NT, Pu &5 L7289 Zn-DTPA % N
PG U R, B < MEL OB REORAERMET L, EFHBNER Lz, Zn-DTPA DWW A
5%, Zn-DTPA DWW AL 53l ONZ Ca-DTPA DWW A$t - & & D% D Zn-DTPA DWW A G LD, ZRED
M7 R EEEMET L, PRitESHENT 5 B2 b,

2) I BB
In-DTPA 1Z, FBERMLIKHIC Ao -4 100 e L, BB ~D i1, $55 RIC i & < 72
D, ORI, 2Ok, REEZITICREREL LT, Eonc RIS,

3) AN EEBRBR i O D TR

Zn-DTPA OBMIEREEIL, LIERTHDH EEZ DN, Fo, [ENKEG TIIMTH BT R Z
RYEBZ BN, BEMIKIHRR TR b DE~O L, —@\tEomhhLy o ARED
KFZED2bDThHoTe, KENEGIZBITDMOREIZOWTL, EEEOH L LD TH T,
ZDOMIZH & 23 72 AR B X 7R 0 o 72,

U EDZ &5, In-DIPAITE Y 7 VR OKRNGYREREZF L TR Y, BIRICBIT 2 HE - =
OFPAICBNT, BRICHANWD Z N TE D Ll i),

(3) VEFAFEIRBF] - Fride s
AL

_12_




i

YENREICRE I HIEH

AY
"

1. MmAREDHRE
(D el LA G HIRE
AL

Q) FeRABR TR IN-MPRE
MM E R L

(3) hEiE
MM ER e L

) BE - HRAROEE
AR L

2. EYRERP/INTA—2
(1) fEfT A&
Zn-DTPA OIMENREIT DTPA % FthME R 35 CTHERL L7 “C-DTPA DK T — % (FEREILHIRN %5

KM OWAEE) Z2HOTRHMI 2 2 & & Lic, BRIRNIEG R ORAF G- & ©IZ DTPA O 72 HRHRE R
RN TH -T2,

OFlRN 15

TR HEERE 4 4 (MERI R OYERS ORI L) 12 “C-DTPA 15~20 4 Ci (555~740kBq) % &R S L
ToAEE, MC-DTPA IXRHICHE &7z, 85 L7z MC-DTPA @ 90~100%23 ¢ 5-#% 24 BEf £ CTIZIRFIZ
PEt iz, EERER B 2 4 (38 i TN B3 /%) (12, “C-DTPA (0. 75MBg) MUY Ca-DTPA (250mg)
SR g 1T LI U722 8RN G- L, g o 7 v 2 ik 24 Ref IR CHEL L 72,
BET—H % 3 a8~ KA NET N LTz YC-DTPA DRI K QMRS JR it B & 2=

T, ERPRIRKITER CH D Z L REnz 0,
100 -

% 50
INJECTED
ACTIVITY

| *Extracellular fluid

} (MRS
! *ECF

120 240 360 480 600
TIME (MINS)

A= B A NET AT LY B S e
FARN R G- O MC-DTPA DR I3 A Jo O FR R Hh PR &

_13_



OWA#5-

fERER N B 2 4 (38 M OV B3 %) (oxt L, “C-DTPA (2.3MBq) M OFCa-DTPA (455mg) % 10%= % /
—/L 6g LIRA L, MEERE LKA 2 BIRARE Lz, WARE%O "C-DTPA ORNBIREIL 2
%, B2EODR4FFTXTTHRUMER THo7z, Zhb 461055 1 o7 —# TiE, "C-DTPA IX
B G BER DK 35BN~ Sz, WA SV HEREDK) 0. 06% 3R & LTt X &,
#) 26% 03B 5% 4 HIRCHEAE I, K9 T4%03 e 5-1% 6 BRI CIRPICHRM S 4v7z, o> 3 Bl RPN E)EE
A T TH - 72,

MC-DTPA DRI/ A e OV RE IR Pt i, W ARG R ORIRNEE 5-ORET — 2 & 4 2 /3— K A
Y NETVENT LISAERZ, BUCR T, ERPHRE IR TH D Z LR E iz 0,

100

% 50 1

ACTIVITY

TRANSFERRED

TO BLOOD

*Extracellular fluid
(R S)
PLASM
0 120 240 360 480

TIME (MINS)
I R—= AV NETABATIC LV A SN ZRA
B 5-4% D "C-DTPA DR A e OB AR H HE &

(2) W UL B 7 38
YRR L

(3) S RBE A
TR L

DoV TFIUR
LR L

5) P HEHE
UERR L

(6) ZDfth
BA=RPA4A

_14_



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

Q) INTA—2EHER
MM E R L

4. TRIR
AR L

5. o
(1) it iR B PR B 1
AR L

(2) M %-ARBEEAPT @B
YR L

Q) EA~DBITH
MM E R L

(4) BERE~DBATIE
AR L

(5) £ Db DB~ DFEITIE
(2% . 7 v MBI DM
Z v BT MC-Zn-DTPA ZElRINER G- L, FURE A S & @R pICE L7 R, AR 2R v o
SEE (M, B, OB, R, FREOKEEE) BV LRGSR EMOMNESRENRLEL, £
D%, BEFANCHD L=, £72, WTRORRICE W TS BIEOBIES RN K bE <, RNT
JHERB D BUR BB Sy AT A o 72,
(BE . A XZBTDHHE
A XIZ MC-Zn-DTPA Z #IRIN# G- L, #1514 52 RF O Re R 2 HIE L7/ R, B it ne sy
FENM B E L, WO THIRO BERES AT RN R -T2 1,
A X MC-Zn-DTPA ZFFRNE G- L, #54% 3 RO IR MERH HO BeR & 2 e L 7o/, 1x10™
%ID/g TH Y, MIETHGREIRE & FRE Th o7,

(6) MIRERIFEEER
AR L

6.

(1) FR B EPAL B UAC 2R
DR L

_15_



Q) R#MIE5T 2BR CP % OHFHE F5%
LRk L

(3) DEEEHROERRUZOEE
DR L

4) REYOFUEDHERVFMSL, FHEEE
YRR L

1. BEt
TVIL 2. (D)t ikl OEBE

8. FTUARKR—E2—IZEHT BHIEHR
MR L

9. BRFICLDBRER
U E R L

10. BEOEEEET H5E
gk L

1. 20t
U E R L

_16_



VI. Z2 (ERLOIESF) ICEI HEEB

1. BEERREFTNDER
REI LTV

2.TMW§&%®EE
. BE ROBEICIEIEFEELAEWNI L)
Kﬂ@% VZo6F LIsBUE DBEEIE D & 5
(fi5n)
AENE, KNIBERSNTZBY 7 U R BB SN D F TRV IELEG SILDD, RAIOBKSIZLY
WHEUEZ B2 LI BE THE, ARIEZRETS 2 Lick v RERRVERZ5I &SRB TB8ZhNnH 5 2
EMBERE L,

3. MMRENITHRICEET HFE L T NER
(V. 2. EESUIPRICHET LR 22T 52 &

4. RZERUVRAEICEET FTEEZNDER
(V. 4. AEXIHARICEETZERE] 2287528

5. BELQEARWIE L ZNDER

8. EELERMIEE

8.1 BHREICHE L TCE=X U 7 &ITH L,
(fi#F3)
I@%?—&VﬁwfAmﬁﬁE@mﬁwm%ﬁ%ﬁﬁﬁﬁéﬁﬁﬁﬁﬁﬁﬁﬁ§<%@Ehf“é:
Enn, KANZ X 2 BHEERENBND AIREEDN B 5,
W%%E% i@ %v—kﬂﬁm%r% G xRN DIRET 2HENME T3 2 ATREER H 5 Z &
L, BEEREZEOATOFEIZ)»NDLT, EEMEZENE L TREL,

8.2 KA G-HIx WHEZIIE AN T APNME T T 5 FREMENH 5728, RIMNECREEARE 127
BT5Z L,
(fi#Es)
7 v RO X% AWV Z IR B\ T, AR GHRIC—BEOIMIE DLy T AREOKT
DE SN TWD 72D 2 KL > T ASED BE KT 2 ARFOF 512 X 0 ks % B S 5 Al hE
HERHY, FEMEEZHME L TERE L,

8.3 DIEBOBHEEDH HBREFE~OEGIX, MECLEX, mMPDOhLy Y MREEE=2) T
L, DEBOB(ICERT DI &,

(firas)

7 v MR OA X OFRIRNEE 512 & 5 22 2SR BEER C0L & R IR B B, FORENMIE SN
N AREOIKTICERT 2 RN H D & S, TEER %%%f @E%ﬁi@&é$% WZBWTix
M, DEX, mHOANT T NREEOHEEZITY, OIME R T 5 B4 8l5T 5 2 kﬁng
EEBEZRE L,

_17_




8.4 AFIEMBEHIE, MESE (W7 XL UL, v %) OmMPEEOHBREETE =
2V 7L, LBEIOSUTHESRBOMATEEBET HZ &,

(fi5n)

KA O R EZ LD MG V2T LPREOIR T ROV MLAE R A~DEEITI 2 T, AFOEH#EE1C
KO TR T LR~ U FEDOUFRESBICENRZTDAREENRBZ LN TNDTID, MEe
B (v TR LR ) OMFREEZE=2Y) 7L, REIZLU THESBOMIEEIT O
KOBEWET L ENDRE L,

8.5 YN I=UL, TRAVTTL a2 ULUSNOEY T tRIC X DENIBEYITT 5 AT
LT, X7V =0 AoV TE, 7y MR TY =T Ll T MBEOX L— MEE G L 7R 5
WZBWTR T Y = L EXT MgOF L— MERITZARNTRLEETHDIE, V7 IO TER Y
7 MBEFLEBOX L— M X 2 PR ED R IAMIC SN TO RV ERHE STV 5,

(figsi)
BT B THDLIU T U RORTY =0 AOFEHETIA SN ST B0 = b 25 EiE
5 -0 E LTz,

8.6 (KNIGLENBAIZL > TR 7256, RBRGRKE LTXT 74 F—2 HOTARAIZBRA
B TE D2 EBRHE SN TS, KFIZRALLT D56, AAI% FREOER KA
WCHIRT D L, ek, MEOBEERED H 2 BE TIXWALLIZ L 0 EOE(LZ S ATREMEN &
L, HEIIERGTDHT L,
(fif3)
KEBRL CIXEMOREDOR IR G N TE RN & b EEIN, BARFCELSL T ARFIN
G ARER TEEEZ TBMERDH Y, BRI EROBENS, WAFKGICHET 5 IEHRIEMLE
ITOMEND D EEBEZFRE L, 12, VU Z— F IAYETE 1000mg O A EIC X, TE
BRAEFERR (WKL) NHE I TRY, MRS RIEREZ R T 5BE ~OW AR5 IXHEEICT
IMEN DD EEZ, FEEREALZBERNE LTRE L,
7K, ENAOERELOTA K742 12iE, ARIORE - HREE LT, 10 1g 2WAFKE5T 52
ENFRETH D Z &, 1GYRE DA DIIZIR Y KB OWAF G N HELE SN D Z L ENGHE S TW
%, BHEHTEZ, WBHAOEREROTA RIA 12BN T, AHF 1g 2K UIEFAERKRIZ1: 1T
BN LT 16~20 3T TIMAR G2 Z L H STV 5,

6. FENERZATHEBICEHIT IR
() EHHE - BEBEFEOHLIESE
9.1 BHHE - IEESOHIEE
9.1.1 DEBDOBMEROHDEHE
DIRBPET 2B H 5,
(fif0)
7 v M RO X OFRIRNER 512 & 2 223 0L IME RITHENE D b, ZORENMIED
VT NREOR TICERT 5 o fERH 5 & Sz, BERMRREEDOBEDH D BEITB VT,
M, DEX, MLy AREOREFEZITV, LIMERICKT HHELBET L BN E L
EBZRE LT,

_18_



9.1.2 BEALLY LINFEDBE
KAy AMENENT HBENNH D,
(fi5n)
—IBEDEA N T BENTHDN, T v N ROA XOFIRNEE 512 & 5 2RI BT,
M AN T MREICEET D ERHE SN TV D OIEEMLE 2 5E LTz,

(2) BrelaE 2 E

9.2 BieEEERE

ARNIEPTL CTH D720, BEENBLTL2BERH D,
(fi5n)
AANZ, fEERMIEHCMIRSNE T O Y T Vot EENL TR T D2 2 L2k, RENLTHEY TV
TRE RIS T2, Lo T, BIRICEEDH 2 EBHE TIX, BV T v InkORIPEIEE MK T
THAHREMENR D D, KT —X (REAC T — &) TiX, MIRZE OB KL OR KRS B4 2 R A
ERFENHBANZBOLNTEY, ZHTEBSOBRESMOMEIR LV bEnizd LS Tns,
Eo, ERNOTA RT7 A4 B80T, KAIRGHICEAR, MREOBHERTENRD NS
AT, EEPIETHELTWAEOREL,

() FFHaEfEE8BE
REI LTV

M) XEGEREE BT 5E
BRE I LTV

(5) b7
9.5 1¥h%
PRI SUTIEIR L TV D ATREME D & 5 eMEIC1E, 1R LA EBMEE B 5 LR S h 256
WCORFETHZ L, BER (U X, 7w ) THEZEEH, HAEROREIRME R OUKEREDN
wWEIN TN,
(fi5n)
BYERIZL D~ T AROT v MZBWT, BIRIOEN, HAREKEOIKT, KBEOHRA EA-%
B, EERFBERTHESINDHEDK 30 fFULETHY, HIRFTOBRENRIBICEEL KFT
AREMEIL Y B U R ¥ — R LBERE 1000mg L DKW EEZ HND, Lo, RV OFEEGICET S
LAPEIIHENT STV RN, IR UTENR L CW A ATREME D & B i@ N2\ TS, 1A% EOF
P fERMEE A D S B SN DGRICOAKETHZENEELWNWEB X, FEEMEED T OFRE L
7o
X, 2. G)AFHFAFEERER] OHSMH

(6) =217

9.6 ZFLI%

ARLOBBHRUVBIAREOEGMEZEEL, RAOMBIEPLEZRFAT LI L,
(F#w)
KA e S ORAPICBATESN D028 LIZRBIIER Sh TR 6§, RILRIIRIT D REeMkIico
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WTORBIZELN TV RN L BERE L,

(N INR
9.7 INRE
AN Z G b U T B RRRIBR LS L T2y,
(7.3 2]
(fi#a)
A RERYE, B, FUE, SISO/ NSRS D BRI I L Ty, 7ods, MO AR
MSCICBWT, NE~OFEAGIL D RN REESNTND 1 [7.3 5]

(8) = rE
9.8 HBE
BHORIEE TSI B LR DRI 55 = &, R AFSAEME F LT 2,
()

il CIXE AR, IR OAFERENME T L TV D 2 E% <, EXRMORIERANEEL LT 0
HCH Y, —MRICEFRGORLGIZH-> TUIFHITEERLETHD Z L bit#l L7,

1. HHE%ER
(D BRZEZ EZDER
FRE STV R0

Q) HREE EZDER
BIE STV

8. EI1EH

11. Bl¥EA

WROEWER R HoID Z e H DT, BIEE 712470, BENRD b5 I3 G4 ik
T 5 O AE AT Z b,

() BEXRLEIER & MEAREIR
FRE STV R0

(2) Z DAL DEIEF
11.2 Z0ttDEIER

W
Foth - SRR | SR, TS D S DR

\

B R CVR

WIR s BEDLE, bR
KWAFL TOHBD S BIEM
(fiFin)

FDA |2 & % REAC 7 — % OFHH#EE " L Ao TORIWEMZitHk L.
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AEITY b U AL B — R VO 1000mg 3% 5 SNTZHRE 685 4D 5 b, HEFEZOAMEL 308
A TR S, AR GZRICRB LA EFRT 404 RAROY b Y~ 2 — bV OEE 1000mg
DIAIE GO HNISER b ET) Thot, EEFlIERL, BEAEEERIRN T,
BEORIEE LSRRG LTI D NOMER R SN A ERER L LT (8 - S50 - B
Bese ) 23 181 3 (B HiLiz, ¥ b U Z— b VEERE 1000mg & ORI GRFIZFED bz JER
%, THR 1fEChoT,

AITEH O FEBISEE — % & (REAC T — )

BIVEH OFA FE B B (%)
R - Fhig R

GIsbE 1 0.32
FHI5 B 5 D 1 0. 32

Tl B AR
B 18 0.32

W IR A
JE IR 1 0.32

§AKE D R YR Z— B APERE 1000mg O WA 52 ER D HALTz,

EERARAT IIAKN & 2 N U R & — k7 LRETE 1000mg 2325 X 7= 162 B THEME S i, BB ARLD
BEEREOH 2 8E 1N 1o TR) SO i,

EE R R A B O R B — &R (REAC T — &)
BIWE ] o fEkE T BEEE (%)

S

1 pR 1 0.62

9. BRERRERRICRIZTEE
REI LTV

10. B=E
REI LTV

. BREDIE

4. BERLEDEE
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ESE3 W 7644 =4 AFAEH B
HEYL Chemisch—
. Zink-Trinatrium—pentetat ) )
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GmbH & Co. KG
Pentetate zinc trisodium
injection (Zn-DTPA) for Hameln Pharmaceuticals
K E 2004 -8 H 11 H
intravenous or inhalation GmbH
administration

KA IR T 5 508E - 2R KO - & (2018 4F 11 A HUE)
Zink-Trinatrium—pentetat (Zn—-DTPA)

4.1 Therapeutic indications
Long—term treatment for decorporation of transuranium heavy metal

radionuclides (americium, plutonium, curium, californium, berkelium).

& - &

4. 2 Posology and method of administration

Posology

The dosage of Zink-Trinatrium—pentetat (Zn-DTPA) is adjusted according
to type and severity of intoxication.

The following are average doses:

Adults: 1 ampoule per day

Children: 25 — 50 mg per kg body weight and day

The following dosage regimen is recommended for the treatment of adults:
- First week: 1055 mg of Zn-DTPA daily on 5 days of the week

- Weeks 2 to 7: 1055 mg of Zn-DTPA 2-3 times a week

- Weeks 8 to 13: therapy—free period

- Followed by: 3-week treatment (1 055 mg of Zn-DTPA 2-3 times a week)
and subsequent 3-week therapy-free period or alternatively: 1055 mg of
Zn—-DTPA once every 2 weeks

- Depending on the individual case, the therapy—free period may also be

4 to 6 months.

KENZER T D406 - HIRKOME - & (2021 48 1 A BIHE)

Pentetate zinc trisodium injection (Zn—DTPA)

Z/n-DTPA is indicated for treatment of individuals with known or suspected

internal contamination with plutonium, americium, or curium to increase
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the rates of elimination.

1L - A& | Administer Ca-DTPA as the initial dose during the first 24 hours after

internal contamination. Ca-DTPA is more effective than Zn-DTPA during
this time period (see Ca-DTPA labeling). If Ca-DTPA is not available,
use Zn—DTPA as initial therapy. On the next day, if additional chelation
therapy is indicated, begin daily treatment with Zn—-DTPA. If Zn-DTPA is
not available, chelation therapy may continue with Ca-DTPA and
concomitant mineral supplements containing zinc should be given (see Ca-
DTPA labeling).
Do not administer more than one dose per 24 hour period
If Ca-DTPA Is not available during the first 24 hours:
- in adults and adolescents, administer intravenously a single 1.0 gram
initial dose of Zn—DTPA.

in children less than 12 years of age, administer intravenously a
single 14 mg/kg initial dose of Zn-DTPA, not to exceed 1.0 gram.
After the first 24 hours, continue chelation therapy with Zn—-DTPA:

in adults and adolescents, administer intravenously 1.0 gram Zn-DTPA
once daily.

in children less than 12 years of age, administer intravenously 14
mg/kg Zn-DTPA once daily, not to exceed 1.0 gram daily.
Renally Impaired Patients
No dose adjustment is needed. However, renal impairment may reduce the
rate at which chelators remove radiocontaminants from the body. In
heavily contaminated patients with renal impairment, dialysis may be used
to increase the rate of elimination. High efficiency high flux dialysis
is recommended. Because dialysis fluid will become radioactive, radiation

precautions must be taken to protect personnel, other patients, and the

general public.
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Zink-Trinatrium—pentetat (Zn—-DTPA)

4.6 Fertility, pregnancy and lactation

Fertility

There are no data available on the effect of Zink-Trinatrium—pentetat on male and
female ferility.

Pregnancy

There is insufficient experience about the safety of Zink-Trinatrium—pentetat (Zn-
DTPA) in humans when used during pregnancy. Animal studies have not shown
embryotoxic/teratogeniceffects

In case of pregnancy, the risk of poisoning versus the risk of drug treatment should
be carefully evaluated. If the use of Zink-Trinatrium—pentetat (Zn-DTPA) during
pregnancy is necessary for a vital indication, then the mineral balance should be

monitored in order to provide the child with essential trace elements.Lactation

Women exposed to radionuclides should not breastfeed in general.

WEm S~ O GICB 2MME®R CRIERMSCE) (2021 48 1 A HIHE)

Pentetate zinc trisodium injection (Zn—DTPA)

8.1 Pregnancy

Pregnancy Category B

Risk Summary

There are no adequate and well-controlled studies of Zn-DTPA use in pregnant women.
Chelation treatment of pregnant women should begin and continue with Zn-DTPA.
Reproduction studies have been performed in pregnant mice at doses up to 31 times
(11.5 mmol/kg) the recommended daily human dose and have revealed no evidence of
impaired fertility or harm to the fetus due to Zn—DTPA. There was a slight reduction
in the average birth weight. Because animal reproduction studies are not always
predictive of human response, this drug should be used during pregnancy only if clearly
needed.

8.3 Nursing Mothers

It is not known whether Zn—-DTPA is excreted in human milk. Radiocontaminants are known
to be excreted in breast milk. Women with known or suspected internal contamination
with radiocontaminants should not breast feed, whether or not they are receiving

chelation therapy. Precautions should be taken when discarding breast milk. [See

Warnings and Precautions (5.3)]
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Pentetate zinc trisodium injection (Zn—DTPA)

8.4 Pediatric Use

The safety and effectiveness of Zn—DTPA were established in the adult population and
efficacy was extrapolated to the pediatric population for the intravenous route based
on the comparability of pathophysiologic mechanisms. The dose is based on body size
adjustment for an intravenous drug that is renally cleared [See Dosage and

Administration (2. 1)]. The safety and effectiveness of the nebulized route of

administration have not been established in the pediatric population.
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