202141 A®XET * (B 3hR) HAREZEERNFEES
873929

EERAAEA—T4+—L

H AR BE SR AI BT 2 0 TF 5ok 248 2008 (2 HEHL L CTIERK,

IV PN Z—a#E1055mg

Zinc—TRIPENTAT Injection 1055mg

#l i SESTH
D H X 5 MAEEER GCGIE-EMFEOLAZICIYFERTIE)
g - &= 1727V (Bml) B, RTF FEEESR=7 ') oL 1055mg

ME ROTFBEHR=FT MDA
¥4 : Pentetate Zinc Trisodium

WERFTRZEERR HERTERDBEAB:2001FE7A1H
Bl A % IEH - R EENEHEFERA B RMEERRH
¥ 58 & A H ¥ & % A B:201%9/1H

&5t EVER Pharma Jena GmbH KA
WERFT  BARATT ¢ S RikRA
{e¥€ HEYL Chemisch-pharmazeutische Fabrik GmbH & Co.KG KAV

B - BLEIRST (A -
RE-RTE#HA

:s‘ :s‘“ = A E\l
s mmnng | BEASTAUvoR MRS 8 ( )
- “* s TEL C ]
= FAX )

BARADIAOvAMASH EREVNAHEERT -1Vl [6160120-07-6941
EEREEEERR—LR— hitps://www.nmp.cojp/member/indexhtml

MW&EbhHeE&EA

AN IF 13 2020 42 9 HERRO U CEO TR FE S ZSET L,
BH OWRA SCEFERIE, EIR ERE IS IRt AR — A ~3— https://www. pmda. go. jp/ (2T THER L 72 &0,



IFRIH O F5| OB
~ H AR Sl 2 ~

1. BEEZB1 2% E1—T1+—ALEREDIEE

FE PRI O BB 72 BHOIE & L CIER A ER M SGE (LU, IR SCELIET) B3d 5.
PR B CEERT « JEAIRNSE O ERAEFHE D B BT UE e RIS O EE A E®R A TE T 5B
L, WA SCEICRR SN 2 BT 5 TICFER e M LB 2 G0N 5 b,

EIRBIY ClE, MURZEIESIZ DU THRUEE AR 3 0 RS X T OB INEE kO E 2 LT
WMEMAEL THA L TETVD, ZOBRICHLERIERZMEENDICATTLHOOEHRI A ML LTA
VA a— T F— ADHEE LT,

WAFN634FE H AYRBESEAIRT2 (LLF, HREEHET) N 2 /NEREaNEELA v ¥ Ea—T7 4 —
L1 (BAF, I FEBET) ONERITIHENT T FatdlidkNa KE Lic, 20%, EREFHF IO
BEMTERMLER=— DL ZZIT T, FALI0E 9 AIZ HREFAINNE 3 /NEBRITH N TI Fid
HWEHOUGET B T,

TIZI0FEA R L2 BiME, BEHEMEROABIY FCh 2R, VT Th 2 EEBIY O HEAIR,
BN &> THF « EFRBEIIRES B LI 2% T, k204 9 A HRREREHREES
WCBWTH7=72 1 FRldiEMENRE ST,

2. IF &/E

I FIXNR SCEFEOHEREMTE L, FHMEOEREFEHIZL > THEEBICKLER, ERMLOM
HEADOTZO DGR, WHEFTOODIER, MAOTDOMER, EHR OB EMH D7D DFER,
BN IRBE T T O D OEREDEN SR 2B O ERMEHE L LT, HIRENFHE
FEERE L, AL D 7212 Y% 30 O UK IR & ORI 2 (R HE L T 2 R & &
fHiFohns,

7272, FEEE - MR EMEEICED L b0, BUEREORFIES ) 2 BT D b O K OFEHI
H O 235EHM - I - R R EFIEE T ] FOREFHEE TR b0, Wz 5L, AN
Rt I 7o T FIE, SEAIATE 255 - Hlr - BRKEIG T 5 & &b, RERMTEETLIHDEN)
A FFOZ EERHEE LTS,

[ I F O]

OBMEITA 4/, BEXEL, FRIE LTIORA Y MU EDOTER (MFEIMR) TR L, —AR
DET B, =L, BASTETHEE - RELZHOWERAICE, BFEAETIEIACE bo LT
2o
@1 Frl#EEIc LS Ek L, FHEAAITT Y Y 7R CRedd %,
@FMOFHITH — L, RHUSHT CTHHFIEIER D [T FRIHO TS & OME ] oL E7L#T 5
HOEL, 2HIZEEDD,
[ 1 F DOERK]

O 1 FIZFERIE UTiB o 54288 (WAL E8E, SMRAD ICERSn 5,

@1 FIZR# 25 E L OEHNE HIREN R E L7 [ F s EEmIcE T 5,

ORMTEONEEZMTZT 5L D1 FOESITH > TRERIERNTTH SN,

@B Y DR S T BT 5 b 0, B D RIS S 2 5 b O R OSRKIRT 213 U o [E

PACFE B DOSFHN - Il - R R E ROV TR R S e,
® [EHMA o HF Ea—7 4 — LG EHE2008] (BLF, 1 FrodEeE2008) L0&E4) 12k b
ER & 7= T Fif, EFEACORMmEZIEARL L, LEIZE U CHEARIAETEA (PDF)
MOEIRIL CTHERT 5, ¥ TORKITMETITR,



[ 1 F DO¥AT]
@ T1 Fio#BEiE2008]) 1%, FRk21FE 4 A DB E SN HiERE @A L 72 5,
@ EFELIANDEIIZOWTIE, [T FREHEZEME2008] (2 L D 1EK - &3k s s b o Tk

AR
@t LD EE DOWET, ﬁ%ﬁ#%liﬁﬁﬁ#%(%fﬁﬂﬁ)ﬁ“%éhtﬁﬂiwmﬁm
JEDILRFEN RS, MM T XENENRELS LD HEIIT T FASRET S5,

3. I FDFBIZH/~=>T
fIF%ﬁE%m%J’%mT ¥, RO EICMRIC L DA TORMICEX, PDF 77141
LB PR TORMEATEARLE LTS, HEREFIAT 23F0L, BB S IR L TR
5_&zﬁmf,Eﬁ%%f@lTﬁﬁk;ofﬁﬁgmmUfMRKWW%T@%&%@@LT%
AN Y

BA AR T FIZOWTIE, BRI G R G B O 12 35K 5 B R BRI SR R — A — U121
HGEFTNRESINTND,

BRI TR A VX B a— 7 4+ — AMEROFTB & | 106> TERR - 829 2523, 1 FOFRA
EHE X, ERBGICAE LTV OHEHR T F BRI LR LW E R IOV ISR OMR
’“*mom’ YA a—IZ XV EAMER OPNBRERESYE, [ FOFMHELEOLILERH D, F

, PERFEET S MM EoOWESICEAT 2 FHICE L TIE, 1 FRASGET SN ETOMIL, YiE
%%®§%¢%#%ﬁ?éﬁﬁi%@%ﬂ6@&%%,%éwiE%mEﬁ% TEHREUE Y — A%

Ik 0 EAIMSE DT 5 & b, 1 FOERICHTZ - TUE, BT QUK SCE % 2350 R
R eI R — A~ O CHEERT B,

7ok, WIEMHEASLRIMEOMAO S LRI SN TS THRAE ] X TE2IMNETORITTIRI
BT I B HIIRRFHICEADLL Z 0B Y, TORPWICITHoEETXETHS,

4. FFICEL TOEE M

I FAEEAMED HEEBIZB OV TR T Z LN TERWERELE®REE L TEH L THEE 20,
Ll %%@%Eﬁ%[im7u%—ya/:_k%miéﬁﬁmib,%%ﬁ%ﬁ@%ﬁ%ﬁt
L CHMETE 2HAICITA T ERANDH D, 1 FIXARRODHEEELZI T, YikEEKHh O
ENERL - REET 20D THD Z L2, il - REUTITHIRAZ T I52HB20WI L 2R# L TH
MR T IUXT B2,

FBEERET, [ FRHL ETORMIELMTT HEREM THY, 5% A F—Fy FTD
NGB E 2, L O REHEBNCHE L2V X 5 BE LIER STV 2 & 2B L CTiEH 4
ERT2H0ERS S,

(200849 A)



I. WMEICETAIEH -~ 1
1. BAZE DR
2. B ORISR - WAER R

0. AT ARIER -~ 4

1. W5E4

2. —k4

3. ST AR

4. TR0 T &

5. k¥4 (W4iE)

6. B4, W4, KE, L&
7. CASXEHEE

M. ESEsSI-pETA2ER -~ - 5
. W bR

. ARGy DARFERME TSR 5 ZEN

. A@Esy O ERE

. BRSO E R E

V. 8HIIZEETH1EBH - 6
- 1i7

. WF DR

- ESRH O RE

. BRI, LA OB DR

- RN OFHEAE TITB T 2L EN

. VIR O ENE

. Al E ORE L (EALRIZAL)

- RS

. BURIh DA RRL Sy D ERRBRE

- A OFRIRL S O E EE

L

AR D RTREME D & D MW

TR EEE SRR RGBT L

. DA

V. BEICEA3THIEH -~ 8
1. ZhRESUTRR
2. MiERUHE
3. BRIRART

VI EHEHECEHTLER 12
1. AR S DAY b A Rt
2. FEIEM

VI. EMBEICEISER - 13
. MR OHER - JIEE

. R E RN T A—H

. BRI

N K]

AW

. R

. BENTEIC R DRER

=W N =

© 00 N O U bk w N =

e e e e
B ow D= O

N O O bk W =

VI £ (FALOIES) CEILHEE---- 17

© 00 N O O ok W N =

L e e S
O B w N = O

IX.

1.
2.

X.

— = =
N = O

13.
14.
15.
16.
17.

XI.

1.
2.

XL

1.
2.

© 00 N O O ok W N =

. BENRLZ OB

. BERRLZzOHE (FAKSE2ET)
. ZhHE
- MEROMEICBEE S DM LR L £ DOBLH
. EEEENAE L T OHE

. EBERRER L £ OBEM R OALE A

. AHEAEH

. EIfEH

. mlRE OB

IR E T AR EDEE & Z DB H

WEts, PERE, RILEFE~ORE

. NRFEASORS
- BRI R BT R
. RS

W EoOnE

. FOMOIEE
16.

Z DA

JEEERREBRIEA T BIER 23
PR
a2 MR

SR EIE (TR T BIEE e 26

. OBy

. AN SR AR
- B - RIS

. EFIE D EOEE
. KRGS

ET

. EEREAFER A

FEIR TR TR A B R OUKRE

AL EE BN AR A A
PHRESUIZhBLBN, TR K OV 28 5B NS 4R
A B EOFDOAR

FRARE, B RARSEH B LXOCEONE

A M

B H M HIRR E 3RS BT 5 T

Kfa— K

RRAGT LoBEE

Irﬁk .................................... 28
51 HSCER

Z OS5 ik

%%ﬁ*—l- ................................ 30
F A E T DI TR

WEAMZ 31T D R IR S 1

ﬁ%% .................................... 35

Z DOt o> Bk



I B9 5 A

I. $IZEICEA9 HHE

1. BIRD#EE
1. FEORME

Ty bR H— MEREE 1055mg (BLF, ARHF) 1%, ARG O_ T Mgdigh =7 NU v A (DL
T, Zn=DTPA) % VEH HAKICEEMR S B 7Bk &E 5 H oA cH Y, 177 (5ml) HIZ Zn-DTPA
ELT1055mg 25 AT 5, £z, ¥ MU H— N HIVEE 1000mg 1%, BRIy DR T MR
N L=F MU DA (LLF, Ca-DTPA) ZiEST HIZKICHS R S Hio RN G H oA TH Y, 1
77 (5ml) HZ Ca-DTPA & LT 1000mg 2 &H T 5,
B 7 B OENTORARIIZOWTIE, 7AU YT A (LUF, Am) 13X, BEHRRIR S L OB
Higs (0. IMBg LAT) ROMEE T RIE (3. ™MBg) ICHEHICTHWHILTWD, F7z, 13.5~27MBgq D
Am FEREN TEHE SFHIHW O TWDS, F=2U v (LIF, Cm) 1, MEEFREOT L
7 7 BIERER AR S L CHWON T WD, £, BT Mo RE O L ik 72 & o w T
VeV b= MEGEE Y MOX) BREHII X E B GRS L C Py, Am KON Cn AEEND,
INHDOMY T LB ITHIE L T A EREMEICOWTIE, BEBIEICOWTIL, T T A ER S
F D7D OWRENRAR L2354, £72, Pu, Am O Cn 3R F1HER% 72 & CTO RS E S OGE )
Ezxbhb,
ERNICIRYAENTZ NSO Y 7 v mHElL, ABEMCENMERES N D2, WEEITY Z2ICkD
HAMCHEI SN D ETOR, JREFOMMICE TV, BRI ESR (e LTT A7 78 &hk
HULBET 5, Y T VRO EN~OLFEIZ L DL ZHHT 5720, 2 biERWE % 5
RUTBRE LR TNIT R B0,
PxF L hU T I TN (LT, DIPA) 1, PueAm R KDY T wEDRIREEZ BRY L
THEIREM L L TRRINTALAEMO—2TH 5D, 1940 FROLZHOIEWHRTES I, RU T
T RY DARBERDOICENEEROXFL— L LTHRTHL Z RV ENT-, K
VN F Lo T 2 U MEERE (LLF, EDTA) 12 X 5 Pu <0 Am ORI PR 2 (2165 2 20 2354l S i,
EDTA £V & 2l DGR ICSE &I F L — MEAT DA & LT, 1955 EHIZI Geigy
Chemical #£:0 DTPA 285t dh#E L < I3WFZeH & LT Shr v,
Ca-DTPA X% Zn-DTPA I%, DTPA & XV @ WA EZ AT DB Y 7 v nRK R EOERE L Ca e In &
L CMAA AR T D, FL— MANZIEF L— NEEEEH (Log Ky) DREWVWEE LG LTH
LTSS R 2 TER T A E AN 5 7=, Ca—DTPA (Log Ky : 11) X% Zn-DTPA (Log Ky : 18) 1%, Ca
R 7n Z4HEL T Pu (Log Ky : 23.4) , Am (Log Ky : 22.9) & O%Cm (Log Ky : 23.0) 72D Y
HR LA T D, £, DIPAITEL LTHEBEAOHHESNL D, ZhHDZ &b, BRI
W7 T e FE-DTPA $EK A TERE L T R R S 4u, W00 B 2 a4 5,
Ca—DTPA « Zn-DTPA O H#1E % LI FIZRT,
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0 0 0 0
A K A K
N N N N
a2+ S22+
o= (7FE) Vo o o (T o e
o TN o o o
H(o- H(o-

0o O

Ca-DTPA Zn-DTPA

Ca—DTPA %X T8 Zn-DTPA (X Pu, Am, Cm 722 E DY T »nFITxtT 2 PRMIEES RN Em L, ZhE T
WO CHRA LTI ERICB T 5 h~0BRGFEBERH Y, BEMEDPHRINTWD, BIE,
WM Ca—DTPA 28¢5 L, MEFFEIE%Z Zn-DTPA TIT 5 & L — MEIEIL, EERNRELE LT I
Y UNEHE B3R PR EOWNOFEREICEHRINTWD, £, EERFE T8 (LT, TAEA
) DEEZIZB VT, Ca-DTPA XX Zn-DTPA IZ & 5 % L — MFREDMERENIFE L L (il h
T35,

. AT OKGEHEE DR
Ca-DTPA & O% Zn-DTPA 8L (LT, Ca-DTPA « Zn-DTPA #) 1%, #[E TiLX HEYL Chemisch-
pharmazeutische Fabrik GmbH & Co.KG (LAF, HEYL #f) 12Xk Y, ZHENEAL Ditripentat—
Heyl® (DTPA) KU Zink-trinatrium—pentetat (Zn-DTPA) & L T 1970 4E 6 H K& TN 1976 4 9 A »»
HIRTE STV D, BRINFES K ORRMNES OREfTIZ & 0 I EERESIEIZESE, 2005 44 H 21
H RO 2003 42 11 A 24 BICIRGEARBZETF L7z, £72, KETIE NDA A X ATESNT
hameln pharmaceuticals GmbH A% Ca-DTPA « Zn-DTPA FlDHIFE# 1T\, T ZNHHK|4 Pentetate
calcium trisodium injection M2 (N Pentetate zinc trisodium injection & L T 2004 4 8 HIZ
KR ST,

. AR IT DA R EE DR AR

2009 1 5 A H AREFHRHR P MO H ABEF2OES, $£72, 2009 4F 11 AICHAPEYS
XV EAGBRESIC TR MBI X 2 ERNTEYOBRER O R HIEGRICEE T 2 B 234
SNz, F7z, 2009 46 HITMSZATEHE NBUBRIE PR GIFFERT (BLEIX E LA FEB 28 15 A
R R EINT I R BUN R E AR AT IS A) hOIRAE T BRESEIC T
BT K D RWNTE RO BREHROREFEAICE T2 EHE ] BRI,

INHOFELELGHMTLT 2009 4F 8 AIZIT H REFHINMRFE KR OPHAEETEZND TER EO
B DS R O AR AR O [ 3R UG O BRFE O BRI BT 2 B AL OV TS (CFk 21 456
A 18 H, JEAEAE FEEJHIFZEEE IR EEE K OV E SR R R AR PR (12D X EEENEN
SR TW5D, Ca-DTPA « Zn-DTPA AlliE, EEHE LM ENED B W ARKGRIE « IS/ RRFT 23 Tom
AR A =T, ER EOMBEMEDOFEEICEZ Y T 5 &0 ) I A2 15T, 2010 4 5 A TR ERE S
oo hEDZ DG, BAMEX EREOEEM 2B F 2 THRAIZ Ca-DTPA « Zn-DTPA Al % HFE 3~
T LYWL, BT &L LT,
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4. HFEHY
2020 47 9 HICES M, EREGTOME, AR OZ ORISR DIEHE 14 5858 2
HE 3 HFA MO AET GRRBESER) OVTICHIEY LRV OFFEEM-RLHE,

CBHR ORI OV TIE, AAIE & HITBHE I Ca-DTPAIZ W T H HbETRE LT,

2. Hgm;EEFR - REIFHIHFIE
1. AANX, 17070 (5ul) W, X7 MEEdESH =7 U 7 A 1055mg 2 & A L728AITH

v, BY 7ok (Pu, Am, Cm) (X DERNEROERZ BRIE LTHRESND,

2. HBEHEZTL B 1RO REEEOIFER 2 RN S TH D,

3. BV T B OIHEYBE T D Ca-DTPA UL Zn-DTPA 12 X A 1A PRI R 2h I & 81 42
L, DTPA #5-ii#% TR BEBERNE D S W AIITEEE P IET 50y, £721T—EH
M OREZ G Z R L, HEMEIROFAN 217 o 72 ECIRR O IE - ke 2 1l 2 L EHR

%,



0. A FRCB9 2 IEH

I. &#ICEAY H1EE

1. Bkt &
(1) #¥044
T bR Z— R 1055mg

(2)F4
Zinc=TRIPENTAT Injection 1055mg

(3) BFFD R
LR L

2. —HE
(M #& (&%)
AU T MBS =T R U A (JAN)

(2)F4A (a%i%)

Pentetate Zinc Trisodium (JAN)

Q) AT L
ML

3. EERARILTFIER

LAt

o:(? ﬁr\‘\:;\_>:o © 3Na*
el “o-

4. B FARUISDFE
ﬁ:}%ﬂ: : CiuHigNsNay0,0Zn
i : 522.66

5. IEEE (mHZ)
Trisodium (N Mbis{2-[bis(carboxymethyl)amino]ethyl}glycinato(5-))zincate (3-)

6. IE/FE HIE M5 Z5&FS
Zn-DTPA

7. CASEIREE
CAS-11082-38-5




ML A Zhp sy (2B 2 T A

. BYDICBEI HIEE

1. YELFHEE
(1) 581 - 4R
HEDFESEEOHM R TH 5,

(2) afEE
KRS BT D MEE (200C = 5°C)

FRIE Vs i P
K Bredn
X ) —/L (99.5) FEAEET RN
AR )= F A BT R0
(3) RiE %
ZERHPICET D &, iR T D,
Gmm (9ER) , #HR, BES
(5) BRI EFERETE I
(6) D BECLIRE
(7 Z DD E 1 R~iEE

(D)~ (1) : BEEERR L

2. BHRADERRMETICHITSZENME
AR L

3. BHHS DRDAGS
B L

4. BHRESDEE
PRH TR L




V. ®ANCBE3 5 A

IV. BHICBE 9 5I1EH

1. Al
MEFRORXA, RERUHERK
X1 A (R
G 177 (5ul) W, X277 MEEHESH = h U 7 A 1055mg
AT T
PEIK © M~ A O]

(2) BHEBRVARERFD pH, REELL, #$hE, LE, RELGpHESE
pH : 7.1~7.5
RGBT 5 (EEAEKIIT 5 )
FEEE, LLER, 20E7R pH MRS MR L

Q) EHFIDBRBFORRLEIIADERERVEE
Y L

2. HFDHE
MBS (BERS) OEE
AFNE, KHEOTEHAITH 5,
17>7v (5nl) H,
A7 MBS =7 F U 7 A 1055mg

(2) &
pH FHEEFA 2 Ry

Q) EREDRE
Y L

@) FBRBADERRVEBE
A L

(5) F Dt
Briz7e L

3. EHIFIDIFE
VIREICET2HEE> —< 2. HIELROCHERAELOHEICEET 24 H EoFEE>> OHESE,

4. BAEF, AFIDABMEIZHT SEE
A% L




V. ®ANCBE3 5 A

5. HFIDEEXMTICHITBZTEME
(1) REAREHAER

KH| A —RAVERERIZ AL, 256+ 2°C, 60+ 5 %RH T 60 7 H BHRAE LT fE 58, HMRICEE LT,
(2) nnEAER

KA —RAVERERIZ AL, 40+ 2°C, 756+ 5 %RH T6 I HBUEE LR, HRICEES LT,
(3) =Dtk

AFNIZ A=/ THEESNOIREET, BEICHE T D L 2R E LTWDH0, KTk
LR BRI EE 72 LI LT,

6. BEEDZTHE
EARMYA

7. 1EIEDEEEIE (WEEZEFIZE)
VL Z2atE (A EoEES) (BT 52HA> — <14, #H EOFEE> OHESM,

8. LEMPRIEL
A% L

9. HFIFDEZNRES DHEZFAZZL
AR —ialBiE RO AT B AVETEDBALT U w DEERE

10. RHIFDEZES DEE
HE —fkaliRiE wihkorn~ 777 40—

11. Jff
M L

12. JBAT B AIBEIED B S FHY
FrizZe L

13 JBELIBEIBELFHFICET SIEH
VL 24Pk (A B ICBd 2 AE> — A4, A EoEE> 0ES M,
Bas DT -
BHEIREICIE, o Exm K olchlinsd, FrEichz AR TE0Eszirs,

4. #oftt
ez L



V. AIRERICB 2 A

V. JaRICEi9 5HE

. BERIXZNE
BUIUTHE (P h=Uh, TAVUT A, a2 UL) 12K DENTELROE

<Zhhe

%
i
AH
Ligk

IR BT B R >

R=wh, TAY YA, Fa U o AUSO RS X D IRPNIETRIC kI 5 AR O f
ORI HERR S TR, |

3, 87 ek (Pu, Am, Cm) (CKDERNGREERT S22 EPANTHY, BY 7 L#
DI PERZAE IS L D RPTEG IR LAFID R G- SIVTc G, AE R O TR S Tn

fcil/ \O

2. FERUFE
EE, N7 Mgdigh = YU v AL LT 1055mg & 1 H 1 [BIAGRERE, UIEIRICEIRNE 595,
7B, BEOIRE, Fi, AEICSC CEERET D,

<HEKR O RICBEES 5 EoEg >

(1)

(2)
(3)

(4)

(1)

(2)

(3)

AFNE, 100~250mL D 5 %7 R o7 HEEFHE ST ABLREHIR CTAR L TH 156~60 43T
THRIAERET 5, XL 3~ 4 3T TRIRICEIRNEE G55 Z &,

TR BRI XIR P OB REZ EEHIE L, AR OGO NEE BB 5 &,
YT IR K DIRNIGYROBERIZIE, AFIIIST Mg T L =F ~ 7L
DOWFTNZHET 52 LN TE D0, FAORPUCEEL L, ENTA RT4 9%
BHEIL, BEORESEZSE L CHNTLZ L,
INRAOEHIZEE L TE, REICSCTRGEZHFTTLIZ L, 25L LT, BADK
HA 60kg & L7ca, REY7ZD O 1 E#E G ®ITA 18mg/kg IZFHY L, (K 10kg Tl
#) 176mg, {AH 20kg TI3HI 352mg, {AH 30kg TIFHKI 528mg & 725, [ [/NESE~DFE
1 DIESMH]

AANIENRETERAITH O, ME~OFEMEEZBE L CREEENEE LWEBE X b5, [H
WHDHTA RTA LTI, AF1E 1ga 1 H 1A, 5%7 R BEFHE OIS HIRIZ 100
~250mL FREETAML, 156~60 22T TAEK G T 5 2 EnEmfisnTnod, £, KAlZ
ARNIC R — T 2 54 5854, IUEHIMED RS0 EEREHIET 5720, /-, 3~4
ST TCEET A LRSI TTRY, EEMEDODERE LT,

KRN, B 7 iEOESELEHRL T, (PRI RV LERGBIEREZIERT HF L—
ﬂ?%éo:Q%%im%%f%U,@%ﬁ;K¢A%ﬁéﬂ6:k#%,$ﬁ’iéﬁﬁ¢
PR PR R A BLZE L, TR OMKRE - LA BT 2 BN B D T2 0% E Lz,
ﬁ‘??/xﬂe W2 L BIRNTBEYROBIIIE, RBITR T MgV DA ZF M) T A (U
U — N AVERE 1000mg) OWTNNEREGT L2 ENTE LD, KANX, 7y FROA
X OFARNEE G2 L D REMIRIRBRICB W T, AFIEEICE D MiED L7 AREOK TIZ

TRIIREE L U CODINE R DOENRD DT, ARFIE AR, DEEROBEE
XIZV AT DB BFE, MIEIN T LRERE OG5 BEE~OFEGIZ OV THEEICKIST

787




V. AIRERICB 2 A

DHUNENRHVERTE LT,
(4) KEREON A VBT DR CEOREEEZBEIL, RADOKES 60kg & L7HEa0KREEIC
DN, INEASOIEREILO - DO E LT,

3. HiRrE
MBERT—2 /15—
LR

(2) EgERZN R
t F COLEMEE B EET D LT Y T U B AR IR G T 5 T 0 20 T TERIREE
O F R LM ERABLE D DY) Tl AeW &l L, SEIOHFEICH 20, BRARRBRITIEN L TVh7Ru,
A HFE DA IR M O MM O 6t S & EHE, FDA SR L7z REACS 7 — X 12Nz, #i-
(TR LIz AR RS OCENAOHEREW N A A KT A & Lz Y,
FDA 1%, REAC 7 — X OfEATDES, ARhVEFHFEIZ & LC, EEF Excretion Enhancement Factor) %
VMoo EEF (ZBREFIPIEIE G- & 555 O R XTI I S U7 BURBE R DL TH 5, ZhiTbRE
AN L 8D T R OPMRENROBE LR ITHETH Y, TOMEPRKEWVIZEDREBEHN &
TRT,
In-DTPAIC L 87 7 v ot R O PN 1T, YESME I A5 /R STV 5 REACT — & 5 TI,
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Ca-DTPA (352 7 —/L ™) JOVZn-DTPA (355 7 —/L) DEEFDIE, 7KFRHIF5IFOREACT — 4 (93
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MeEE LT,
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HEYL Chemisch-
Zink-Trinatrium—pentetat
KA pharmazeutische Fabrik 2003411 H 24 B

(Zn-DTPA)
GmbH & Co. KG

Pentetate zinc trisodium
injection (Zn-DTPA) for | Hameln Pharmaceuticals
K 200448 H 11 H

intravenous or inhalation | GmbH

administration

(2) SNEIzH+5%8E - SRR UVHE - B=
KA VIR D%00E « VR O - & (2018 4F 11 A BIfE)

Zink-Trinatrium—pentetat (Zn—-DTPA)

ZhEE « 205 | 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.
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KENZIB T D200E - DIRKOMIE - A& (2021 4 1 A 3HE)

Pentetate zinc trisodium injection (Zn-DTPA)

ZhHE « 205 | Zn-DTPA is indicated for treatment of individuals with known or
suspected internal contamination with plutonium, americium, or curium

to increase the rates of elimination.

JH{E - & | 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

[f Ca-DIPA is not available during the first 24 hours:

e in adults and adolescents, administer intravenously a single 1.0 gram
initial dose of Zn—-DTPA.

e 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—DITPA:

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

e 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.

PEIREA~OREIZET 2MAMEH CRIERAMSCE) (2021 45 1 A 8U4E)

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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