Q OH AR A | BFEEmRsEES 873929 |

| EERURJESEGENRES |

XI5 —€ ?""—:‘r@il‘% f
Case report¥U—2X

AE Rk

(BHEIFE MR- BEAR HAVEREY Y —R)

fRsSH EFAILAILEY —E(EICFHRIER)HF
BIRAHEERRY

AT WY —E #:m1000

MEGLUDASE® for Intravenous Use 1000

E)ER-EREQNAECLDERTDIIE

2.5 (ROBECRZESLEVWI L)
FEIORTCX VBB SBEAEDEIERED S 5FE




| (B FRESOIRBESERIZCOVTE. DIEETEBRIEEL,

@ 5T UITAEBIIE. BRERAEGID—BRZ 8T LIc DD T, I XN TOIERIND EERDERZR I DIF TIFHDEE Avo

Casel BEDPBEZEREREMND /B (PCNSL) (80&4&. &)

IR SIE T— k% (BHEIDRER K - BEAN PAEREYY—R)

HEEER
F1 80mAa {3311 oy
R 158cm HE 74kg
[FfRE BREPREFRERRMED ) BE(PCNSL)
FEREBNDAE High-dose MTX
BR1ERE FETERURTHR ‘ aE AN A BEUFF BRI

W 2S5 IKRERREB

HD-MTX
1.75 g/m2/4hr B 2

% 3000 mL/H +FR77)LAVIE

mEsmhIMA 15 mg/body. 6hrig 15 mg/body. 3hrz

REAME L I

5.0
-
=
S 4.0
S 4.0
32
e 30
il
X
= 20
=
g,
0 .
—1 0
1 o- 100
| g0 =
0.8 80 g
- =
- =
3 08, eGFR reo £
£ 49.2 51.8 49'); R 4 E
& 041 6.7 6.7 ' 450[ 40 OC
G
0.2- Lo0 @
O T T T T T T T O
—1 0 1 2 3 4 5 6 7
HD-MTXiSh SOHIE (=) HD-MTX: KEXRRLAFH—h

EgEIXVM

80mAa. @M. PCNSLERE(CHU T HD-MTXEEZ KR ELUTc. HD-MTX(1.75 g/m?/4hr) & 52465 &
#DeGFRN49.2mL/min/m2ERMBREDEIRDFESR SNz, MTXIR 548K E#(C(F. MAMTX
REDY1.32 umol/LEXT LY —BEFARXICGLHDEZE (AKIBD) ZiafcL TV DEHIIL. MTXIRS72
BRE%ICATILT—E50 U/kgeiR5Ulc. XT)LF—EHR572KE%DMAMTXEEIF0.08 umol/L&
50, BHRFICEDfc. XT)LF—Tir5#%(CGrade1 DIREEIE LR HHERSNCH BREEEDE THERE
ZA5NTHD XTI —BEDREEFRRATH O, BEE3EEE(C(ECr. eGFR. FREZE(FEAEEH (C
EELZ.

FEFIAXT VY —EDREICKD. KEFR - MRENZHORIABRZLE CET,

XTI —EDBHICKD, BEOEER DX LA A REICEofc DS, 80mZEBA dBEImEICBNTDH
HD-MTXEADEBREV LB O P REICTE DTEEE A Do




XG)E — GIuhivesy—8) DIEFRERE

W ATV =T (GIhivesd—E) &, RNAMTXZIKSET DI EICKD, MEBHRMTX

REZRRICIETEES ',

@ 0c30

XNRUFY—b @
S—

EETTRT TR a LR s S

o+
o+

JIVIIVER

RULKUI IS VE
IU5-t

: JeRrO "
MTX W T
KUZILEA— 5 |
@ FIUNBYYI—t

FEFYIVI V-V

XFLYFSEROEE

s

FAFVFIIV-UVE

Ramsey LB, et al. Oncologist. 2018:23(1):52-61. &O{ER

JIVAIES —B SN TIER L. O« J/RY VISHRaAT
MTXEEZZRICETEES MTXZHHT D

Q MTX%Z. fHig CRB S NHAEER
HYTHDHDAMPAL T ILY VR
([CEH]RT DY

Q fRAICIEAS Y. FTcBBBZ&E&
(92=4AlY

Q HDMTXDH#REAC B (T DMEESERN
RICRELIELY

Q HDMTXBEFDBREEEREIC. Al
OMTXBE R Z R T 2

O MTXICKo>TRALIeT S E kO
RERZ g 1Y
O MTXZFENCHHE T DB E(F7E L4

Q HRANDEIX(ICT U CMTXERE
jé 1
O MTXDRENBEVEHMRIENY

QO/MIRYVOBRKSE.RD
HDMTXICSBF HMTXDE 314 (C
TEZESZ DD HD

1)Ramsey LB, et al. Oncologist. 2018; 23 (1):52-61. 2)Widemann BC, et al. J Clin Oncol. 2010:28(25):3979-3986. 3)SUMMARY OF
PRODUCT CHARACTERISTICS [ https://www.ema.europa.eu/en/documents/product-information/voraxaze-epar-product-information_en.pdf ]
4)Howard SC, et al. Oncologist. 2016;21(12):1471-1482.

@ BHEH SN TV DEAIDFERICHIcOTCIE FEAIDBF RN CSIRITEE L,



fgsmA EFAIIAILESY —E GEICFHEIRR) RE

b= RYSE e

\) \ Y0 - =
- . 1 00 o BAREERSEES
AN —X wizm
MEGLUDASE® for Intravenous Use 1000 B to-scTlRE | es | 30300AMX00455000
#) EE-EMSONAECLDERTZTE B3HEAR : BE ARFThAsA 2024% 1A
9. HEDHREET 2BEICHT 2R
2. ER(ROBEICFES LBV &) 9.5 iF4®

REIDH X UERSBRAEDBHEED S 2 EBE

RN ISIEIRL TV D ETREM D H DL MEICIEJEE EDBR M ekt Z_£ED
CHEENDIBEICDHRET DT L ARZRAVCEIERE SRS R
ULTOVEWV AR FIEERIC K D EBRZ DR T DI FE DRSS KD BHEF

3. #R - TR [CEBRZ D U BRI I a5 D  BIEOEBNRE LI 5a . BalR ICH
3.1 # FELMEENE L B EDREDDS.[18. 1 BH]
IRFEE XJ )5 —E 8EA 1000 9.6 &3 o - i
- NI AR EOERERUBAXEOEAREEE L. FLOBERSHILERNT D
IS ISP RETEBA)EY 1.000USE TEARIDBIPDBITICHT 57— 3L\,
1A 7 ) 11. BltER
LAAA 10mg ROBUERN S SDNBT ENBIOT. BEETHITL REDED SN
AR POXZE—L  08me BICIFFSERILT B EBFMEETS T o
ErER RSN KA 0.00Emg 11.1 E*HEM’EFH
PHEREAI(RERY) &R 11.1.1 iBEE(6.7%)

1U: 37CTIHEICRIGRIMLRDX b sUFY— K1 umolZikaE s DERE
E1) KISERVI08H# THIRX DNAKMIZ AV TEE SN,

3.2 HFEI DMK
ARFEH XJ )5 —E*## A 1000
Al RAERC RS
2N BEORX(FR
pH 7.1~7.9%
RBEL 1 (EERIERICHT DH)*)

E2) ABNNA 7 IVICEEBIER | mLZENR TRfRLICR
E3) KB NA PIVICHBEERIER 1 mLZMNX TEE LIER

7374 5FY—(EERR) FOEEEBBEN S SONDENG D,
11.2 ZDHDEIER

5~10%KE SEREANEA
FRARIRE MY )LE Vg
BHKLUREES fERRER

12. [RRREERICRIFTRE

4. FHHERIFFHR

XBRBUFY—b - O RY VBIEREICKD X b hUFY— MERHETER
DfFs

5. MEER (SFRICEHET iER

5.1 O JRY VRIEEEROIHREA (RO7 LA VUL, T2EKDHHEF) H'R
BENTVBBEICKRSTD L,

5.2 KXEIDX b U FT— FOMRZFBFSEDBETNDEH DI EN S BEEDIR
BEZZRELUCAIRSOESZEECHIMT 5 & 888 5ICH o> TR,
MFOMmAX s UFY—MNREZERETDIE,

FEURSDEREEDHMPA N UFY— NEE

?Qggﬁ“y;;ﬁ;; SMEBEOMEEL | SEBEEO®IRSD
DA 50 mol/LILE
42085/ 5umol/LEE 1 umol/LE
A8HFR 2 umol/LEE 0.4 umol/LE

5.3 BRI CTHAAN SN BEDOERELFCDWVT.[17. BERME]DIEDR
BEFAAL FEOENUEROREMZ T2 (CEE L ETOEINEEDRIRZE
75T &017.1.1 8]

12.1 A1 L/ 7 vEAECKDMPX b NUFT— NEERENDOTFH
AEID A S UFY—REDET DT EICKDE L D4-deoxy-4-amino-N'0-
methylpteroic acid(DAMPA) (&, A L/ 7 v A ETERSNDIMA MU
FH— MR ERERERTEDNS AL/ P YEAEICKDIANNUF
PY— NEEDAIEZETH L. ZORBR. MFX kb ~UFHP— NEEDBATHE T
N3aEEMNH 2. [8. 1.2 8]

12.2 FEIDQMHF X b FUFY— NEBERENDHE
AERSHOMPX b SUFT— NEEZIERICRAET B1cHIC.EDTA-2Na
(IFVVITPIVMEEE—F NUD L) IV MUY LAENZFENDE
BEZBAVWTRINT 52 &, FEEMADRNEZ AV R ZEIT o IIBE A ElIC
&BA S RUFT— FOIIKSBRISHEIER F. M X ~ ~UFS— NEED
BGHES N2 AREMSED D Do

14. BRELDFER

14.1 EFIRRFOER
14.1.1 &&I1/X47)L(1,000U) ZHREERBIBER 1 MLTHEBRULICR(BE
1,000U/mL) 7z BEDHBEERIERICTHIRU CTHERTY 5.8 OBR(E. &8h
[CEAELRAIL RSBV &
14.1.2 BRRICED FHRYEXIEEBDROSNIBRIIERE FHRET DL,
14.1.3 BERFRPHICHERT 2 EBREPOERX FRET DEAF. /N1
7 IVAICT2~8C THREL.ARD SARBLAICR S ZRHRIRT 5T &.
14.1.4 AFIDI A 7 JUIE 1 EHELWID TH D KRERERIGEEICEET D &,
14.2 ERIESHOER
KEIGSRIEICEEIRS A VDTS Y IV IRITOIT &

6. ENUVAE

15. ZOfDFER

BE.IILAIVESY —C (EEFHEIRR) & LTE0U/kgZZ53 N (F TEAIRMA
BE5Y 2. 58 YIER548E#OMAX ~ LU FY— MREDT umol/L
D EDBEF EEBURAERUABTEINRS I T ENTED,

15. 1 [RREAICE D < B
ERADEERIERICHEV T B CH T DMEDEEDRESNTND,

21. R

8. EREANIER

8.1 AEIRSHHBOA IR VREREAZ M T 2 L. Kfe. O TIRY VB
BEDHAICH IO TR UTORISERT DT &,
8.1.1 O IRV VFFFIRSOIERENZTN2RELU LOBRZZEIF TIRST D
Z&.016.7.1 BE]
8.1.2 O/ INU VDA -AEIF UTDEBDETHT L [12.1 3]
- FEUR SR ABIELADIRS Tl ARRSHIERA—ETDHT L,
- PRI S5 RA8HELEORS TR FAERRICHIT DMHAX S UFT—H
REICEDERET DI &
8.1.3 O MY VHEREDREODES FEREDMAFX ~ UFT— MNRE
DAEMBICEIEHRT 2 EBNRRARICHBV T ARIRSRICIP A b
bLFT— NEENMETUER. BELR UIAIDNBRESNTVS,
8.2 FEPRSHOITHFIEERD 7 LA VL. TDEKDEE) ZMiRT 2 &

21.1 EEmU A EEHEZRED L EYICKET D &

21.2 ERTORBREFIDES TRENTND Z Eh 5. SGEIRTTER . —EEDIES]
[CRDT—IDERENDE TO™F REFIZNRICEARERDZRET D
CEICKD FEEABEDERBRZICET 2L LI FRDREMRUEY
HICRT 2T -5 ZRHICIEL AR DEIERRICABETHEEZHE U D &

22. g

118147

24. XpFERERUBEVEDESE

REERTEMRRAT OSEHFEHRE

T104-6591 HRREHRXAAEIS-1 ELEEINS T —36F
TEL 0120-419-363 FAX 03-6740-7702

URL https://www.ohara-ch.co.jp

HEMIFEFARNZE CBRIEEV, BEFAXDUEICTDTBERLEEL,

\I

Q BIRFET

kﬁi

2024411 BegE] (ESIR) DEFRNICEIEER

mLEKA S

BREmREIERE121—15

2025108 1ERL



