CONDITIONS OR RESTRICTIONS WITH REGARD TO THE SAFE AND EFFECTIVE USE

OF MEDICINAL PRODUCT TO BE IMPLEMENTED BY THE MEMBER STATES

The Member States should ensure that all conditions or restrictions with regard to the safe and
effective use of the medicinal product described below i.e. the details of a prescription checklist are
implemented:

Mycamine is contra-indicated if the patient has a history of hypersensitivity to micafungin or

excipients.

Mycamine should not be used during pregnancy unless clearly necessary.

Caution must be demonstrated if the patient:

- has severe liver function impairment

- has chronic liver diseases known to represent prencoplastic conditions (e.g. advanced liver
fibrosis, cirrhosis, viral hepatitis, neonatal liver disease or congenital enzyme defects)

- Isreceiving a concomitant therapy including hepatotoxic and/or genotoxic properties

- has history of haemolysis, haemolytic anaemia or renal impairment.

Patients receiving sirolimus, nifedipine or itraconazole in combination with Mycamine should

be monitored for sirolimus, nifedipine or itraconazole toxicity and the sirolimus, nifedipine or

itraconazole dosage should be reduced if necessary.

Patients should be carefully monitored for liver damage and for worsening of renal function.

To minimise the risk of adaptive regeneration and potentially subsequent liver tumour

formation, early discontinuation in the presence of significant and persistent elevation of

ALT/AST is recommended.
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RER - - - - - -
FHEHERO0E~27H) - - - - - .
248 (28R ~2358 ) 9 (90.0%) 2 (100.0%) 11 (91.7%)
RECRE~11®) - - - - - -
BELE(128~158) 1 (10.0%) - - 1 (8.3%)
N - - - - - -
hR{E 257 A 0.37 B 3® 0.37 B
range 17 A-138%37 A 34 RB-47 8 18-138%34 A

A E(kg)
CE 4,744g 2,077g 4,201g
range 1786g- 76.2kg 1,886g- 2.3kg 1786g- 76.2kg

& &(cm)
P R{E 53.9cm 47.5cm 50.1cm
range 48.0cm- 82.5cm 45.0cm- 50.0cm 45.0cm- 82.5cm

HEEGIHCRBRFTER)

ERSEH

RRE
range

HERKE

PRl
range

BE( VRS FIAE)

R {E

range

37.0:8
2918- 4038

1,668g
523g- 3,350g

£1%27.08
16.0R 49.0H

37.0i8
3438- 408

2,498¢g
1,804g- 2,755¢9

4£138.08
22.0H 88.0H

37.08
29:8- 40:8

2,326
523g- 8,350

4£#%29.5H

16.0H 88.0H
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EH - -
i FIEESN Total 9 (75.0%)
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INRAL Y TILRNILVAL Y / ABE 2 (22.2%)
B/ 1 (11.1%)
FO RET FIHE 1 (8.3%)
VP 4 > MR 1 (8.3%)
RHDIL— MERD 1 (8.3%)
swEE - -
RHEE
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Fh3k - -
EEE - -
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3
17

(15.0% ) 10.0mg/kg
(85.0%) 10.0mg/kg

(8.0mg/kg- 10.0mg/kg )

5
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3.0H

(1.0H- 55.08 )
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[ A AR | 2 3mo/dL LU F 0 S M IR B0 R 12 R Al i 7 0 7 )
e I BE O - :
C|| | pamm |EE5TI
+ 2 AT
KA HE-B | BEHRE O 7)) V% 0.5-1gkg % 2B THET 2, LETDH
17 B T 12 BRI D R LIRS T 5,
AFL| (%712
At HE-HE
e ZBEED
oW »H5ELH
142 &)
L2 74 FZ | Management of Hyperbilirubinemia in the newborn infant 35 or
f 1 >~ DR | more weeks of gestation.
Fx 5w Pediatrics 2004; 114: 297-316
4 %
Su|[E A F [ wEREEo s 1 £ 1>
EdN) T4 > Royal College of Obstetrics and Gynaecologists
e || |
B 7 e - & | P139 o ih
HE F BOESEYVE VIES R LRSS A0E a7 Y v off
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1 .# %3\  neonatal hyperbilirubinemia, immune globulin
limits (Clinical Trial, Humans)
RREEH] 2011/09/06

1) Nasseri F, et al. Intravenous immunoglobulin in ABO and Rh hemolytic
disease of newborn. Saudi Med J 2006 ; 27(2) : 1827-30
2) Haung WM, et al. Clinical study of early intervention for ABO hemolytic
disease of the newborn. Nan Fang Yi Ke Da Xue Bao 2006 ; 26 (9) :1350-1
Chinese
3) Sarici SU, et al. An early (sixth-hour) serum bilirubin measurement is useful
in predicting the development of significant hyperbilirubinemia and severe ABO
hemolytic disease in a selective high-risk population of newborns with ABO
incompatibility. Pediatrics 2002 ; 109 :e53
4) Rubo J, Wahn V. High-dose immunogiobulin therapy of hyperbilirubinemia in
rhesus incompatibility. Infusionther Transfusionsmed 1993 ;20 Suppl 1 : 104-8
5) Mantalenaki-Asfi K, et al. Influence of exchange transfusion on the
development of serum immunoglobulin’s. J Pediatr 1975 ; 87(3) : 396-9
2. The Cochrane Library

¥ %3 . isoimmune haemolytic jaundice
Cochrane Review [1]

Immunoglobulin infusion for isoimmune haemolytic jaundice in neonates.
Clinical Trials [2]

1) Nasseri F, et al. Intravenous immunoglobulin in ABO and Rh hemolytic
disease of newborn. Saudi Med J 2006 ; 27(2) : 1827-3
(A N)DOXEREF L)
2) Tanyer G, et al. Multiple dose IVIG treatment in neonatal immune hemolytic
jaundice. Journal of Tropical Pediatrics 2001 ; 47 (1) : 50-3

<M BT B ERIR A BRSE >
1) 77 a iR
- Alpy F et al. High-dose intravenous irhmunoglobulin therapy in neonatal
immune haemolytic jaundice. Acta Pediatr 1999 ; 88 : 216-9

ABO $ 5% W iI Rh MERAE S /- 20WMEZ &0 T 5 116 FlOIEHER
T, B — 2272 MEEPD S HRRMIK 10% A 2R E L7z, MR
VY AMEAS 12mg/dL ML ETHEL R L7z, sTREIOERED A, BF
BRIy — 2707y Yy 1gkg D 1G5 LTI v ¥ LE/ %2172 o
720 WGIEREDVR BRI O WIS BI P e Ao 726

- Dagogle T et al. High-dose intraveous immunoglobulin therapy for rhesus
haemolytic disease. J Int Med Res 1999 ; 23 : 264-71
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Rh MEBAFEED 45 PIORERZ &HHAR T, BiE Rh B, &3
Rh BHET, BOEE S -2 AT X MNEHEAlExRE Lz, WBERZLEED

A EERRIIEEL L y — 7 u T Y 05g/kg D1 ARG E LTS v ¥ LE
WN&dT 7% o 720 WGEEEDPA BRI O @IS B A 7 0o 72,

* Rubo J et al. High-dose intravenous immun globulin therapy for hyper
bilirubinaemia caused by Rh hemolytic disease. J Pediatr 1992 ; 121 :93-7
Rh MEHANEED 34 BIORER 2 &CHER T, Bk Rh B, #513
Rh BT, ROBE#EI L AT XL Bﬁlﬁaﬁ%ﬂ%t L7z AHHREEIZLEE O
H BEREIIEEEL y 70T ) v 05gkeg D 1S L LTS v & LE
T 2AT % o 720 WGRBEDA BB OBILBI A % o 720 BIVER 3 W
WZEDR R o T,

- Nasseri F et al. Intraveous immunoglobulin in ABO and Rh hemolytic disease
of newborn. Saudi Med J 2006 ; 27(2) : 1827-3

EE 7 — L XD 34610 Rh & ABO MBI R 8 & VLT 508 O3 £ VB T
MERE ) VY O EFAEN 0.5mg/dL/hr UL ETH 5, 6k BB (xf IR EE)
L EERRE ST ) v 0.5g/kg O 4 B S A 12 B E I 3 EE
VORHE (BFZERE) 12, 34 Bl Z 05 T2o127 v ¥ LER 21T o 720 MIBERE
U EA 20mg/dL BLE® A\ i3 EF D 1mg/dL/hr 12 7% o 72 6 S I
AT o7z, WIZERECAH BICHERIM B DM A % Bz 05, A MM EEET

BICERA L, HEPORIERHIERD SNk 7z,

- Huang WM et al. Clinical study of early intervention for ABO hemolytic
disease of the newborn. J South Med Univ 2006 ; 26 : 1350-5

121 B> ABO ML RIAN G G V& ML B O E R O A R % BHE Ak 7
07 YR QAR 616]) CXHEE60BICT v 5 AN 2T o 72,
RE7TT) OPH L 0.4g/kg/day T 2—3 [E¥E L7, EEBEORER 3
HEHOMERE Y VE ViR, (REICHLTHEEICKT L, BEEOBE
Wz M L72, $72. WRERMONEZOE VEEE, BB LAZILS
BTHho,

< HAERIZB RS > |

(70 7)Y or =707 ) and (BOMEEI or WIMLYEREE or
MERA#EE) and (FrAEE) THE (1987 205 2007 4£ F T, 130 O ILHL
i)

FIZ, HEEDORBOD A LT3R E Lz, FOFRKER, 1992 FI121X 5054
BIMMEFEOZWAESHFEL, EEHERL LAY mwlctt@cﬁﬁn%ﬂﬁf
b EDNbroiz, T, EFIRE L 28 H 68 6T, BrA VB VA M T IE (2Kt
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TAHREIUT) VEFIHESET RO REEEL LTHELILTWSE S
EVRHLNE R oI, MBELZLZDORRETT T Y ORKZGET, FOEIX
RKELIFEALDOHHRTIE 1g/kg~2glkg DEGETHHL TWE2, ik
0.5g/kg ZAMEIPEBMTESGTARTHEHAL TS EEZ LN (AR
B b, REEBMERE IS T ARE T 7)) VEE D BERRETTA o
MeEt. HA/NBERREHR Y2  2008; 21 :50°6),

2007 E£5 5 2011 £ (2011 £ 9 A 13 BIZHMZE) OHEICOWTREERICHE L
720 91 CHAASHIH S 7z, RIS 1 EHE 1 ZBRWTHETH Y, EEIZR
a7y MERFORTIE 11 TH - 72,

EGIERE L B A M BA/NEMWE S SMERE 20105 24 1 106-10
RhE N#E A& O ERBENERED 4 Bldh 3612 1glkg DF »~ru 7)) v %k
BH5 L7ze 1Bl E oS, 163 2 B#%S5, 160k 1 B%S5TH -
7o 23 2 Bl HAER I % 18 L7225, B OM#EFTIZE Y MA P I o250
BZThHho7z,

CRE R O BEARRIEN A BT RS 20085 20 : 56-62

16 FloFA RENEREE (RhD EE %161, ABO 134, ABH 1#]) T,
WA RFEOLBRBMIEEICT V2B LB E) VE VIEICH LT <7
07 s (P 331m g/kg, P  145~549m g/kg) AT o720 1 B
DRI 2 072, MORETRIZEL TE, BOEELZ SO THER
Potr, HEHEK L LT, NEZUE Y 10g/dL BLFOEMA, 3 BIZED 5
N7z,

(2) Peer-reviewed journal D, A% - T FH ) ¥ ZHDOHE IR

1) The Cochrane Library 2009, Issue 1
Immunoglobulin infusion for isoimmune haemolytic jaundice in neonate
(Review)
ETOT v FrLedET ¥ F AL HBEERO B 2 I LT, 7Rl L 72,
TODOMENFE I N, TNHD 3 LEITRIRGE 2 +omLTB0,
LT 189 AORPEEFN TS, Rh & ABO DIMLERIA#E & D IEHE L 7
EWRTH L, RBEMEEIREs 07 VEHETHEREICK, -7
(typical RR 0.28, 95% CI 0.17, 0.47; typical RD -0.37,95% CI -0.49,
-0.26 5NNT 2.7)0 F72, BE7) O P sfmmbl i, w707 ) o E
HARCTHEE LKA, > 72 (WMD -0.52, 95% CI -0.70, -0.35) . R FH OMETIE
E3NTWhR W, EFRSCHEFEOMET, R THEHAT 2RI
BT S NERRFIESLETH S,

(3) BREE~AOEERGEEE L TCOILEIRNR

<JBHMZ BT B HEEE >
1) Nelson Textbook of Pediatrics 19" Edition
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P611 BHEHGE /O T ¥ 2 | ,
HERREZO 7YY 3, AEREERSEIEREBEICLA2EE ) IV E ¥ IMEIC
W LHBEETH L, FOMRAIE, MECYVE VP EBEEZETRADE
BaE L CORMBIM L NVIZED CERICHED I NG, BERREI 0 7Y »
(0.5-1.0g/kg T, 12 KM THEVET) &, BELLLFEME RIS EL T LI
£ - T,ABO & Rh MEEIAHE A E MR BT X 5 M OB % WA &
5, '

<HRIZBIT 5 HEEE>

1) /MNERE - FERSETF AN SHUEETE 5K

P805 ABO AEABLU Rh AEET, y—7 07 vy KkEREOERNE
PRENBEIRAONT VLS, v =707 Y REREZTT- B TIEEIC
BMOEATHAAONDE P LEBENLETH S,

2) NICU~=a27)V #HalR ,

P197 X h»2 1. #yE, MM EED (5) HEFEICHEED EoHE
REMBRERBEICEREORLED D '

3) A HO/NBEERE B 14K

P132 c. y-7u7z) vEE

METAE S L D AERBENEEBROGEHEE LT KEDy- 707 V%
HIEEHEL, WETAFEMIebNA L) IZh > TET,

(WG) y -7 a7 ¥ 500~1,000mg/kg & 6~8 KF [ 20 1T S & E

(4) FENTHEFOZRT A F T4 X ~OELEIRUL

<BWIZBIDLHTAFTA 5>

1) ERBCYNVE VIFEICHTE2HA RIA VHAGETAHEIE, 55,
TrR—=7, ZAMNZT, KAV, T—F, TARAT YN, A ATV, XL
=T AT, A== F, Sy, KVETIV, a7 H
TAVA, AT 2—=FT v, AL A, hva AF )X, TX) A1 ThA (Bratlid
D et al. National guidelines for treatment of jaundice in the newborn. Acta
Paediatrica 2011; 100: 499-505) .

<HRIZBIBTAFIA VE>

1) 7w '

(5) BENEIRLIATFTOMKABRER CERMFEHER (L2 (1) L
) 2o nWT o

1) —#EERICBVWT, BEMIZT 2N TWAEREETH S,

(6) Fio (1) 25 (5) 2 IR LEEOZEMEIIONT

<BEHEREE - IFRIZONWT > ,
1) BERFBEORYRAL ZOWBRBEEIZLD ., RFPIIBITA2XBEMOMEE %
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BEICROT I ENTE L, BFIEL, BERLIMURPIELFH L THLDTE

DHEICDHHEERy — 77 v 2HHT 5,

<EYERE - AEIZo20wT>

1) HHEIZODWTIE, RIFTLEEDH S AAP DA FF A4 VIZEDN
T 0.5~1.0g/kg ® 2 FEE 5T, LEZ L 12HMZICFAZ LV KT,

2) FryFLLEEBEABRETEbNLIESEN, 0.5~1.0gkg THYH ., &5
B 2~8 R & DMEN R EN TV AP 2B BG VMO HEL Y%
EWDEHEDHRET RV, T2 KT 0.5g/kg LT OEGHOHRE
bR ONDLD, 05gkg LEHRGOMEDPIKEH T HEDORITFTOHEE
IOWTIHHRINTWEEEZONSE, BEWICEHL TIE, 5%0D
BMTRDOONED, BELZEIEHOHMEIIR LN TRV,

<HRMMEDITIZOWT>

1) BREEZEHICEEL. ABO B L U RhIMLEHAEESOBEMEEEO
ATV, COBRBEOHEILTRET 5,

Bl A DPBEICREL-RECY VY Y EHABBEO 79 A (AFRIE

W M. REMBEmMEEEICETARES T T VEE D BIRRETTEA 0

WeEr. HA/NDEREBESY4SA 20085 21:50°6) (2L 0, 97.5% L EA 2T 5

FEFEZRHB L, MFECYNVE Y BEERVCHESZ — 2 2128 ) MR EEE

MEHRE YW T 5, 205 OREFIZBIT A EBERERKE OYEH#E & ZSBmiam o

MEBLEINVE OEBREELEZ | BEONEEZIT2oTH LA T HEH

Wt L CkB y=xra ) viEERELT S,

DFN, RPEGMOBMICEEDOMBERE Y VE JEIZRHRETICHER L, 6

EERET a7 VEEICL )R T 5 EEETH S,

4. ETXEHBROBE L O IEE

1) RHHBEIZYTH L,

FAERBEC ) IV VIEDOBEEIE O FHIC BT, 4 R M 8 A 8 &% i
WHEEIIWT L5 RKESN Yy~ 707 VEEE, Kz S5 0EEL
LTZUEF LR 1aThY), BENOTA T4 TORBID S, 72,
AIICBWTHREZ LIS A LIHIICELDEELZH>TWDL, Lo T, KK
EICT AERIEBROLER I ZVWEEZEION S,

5. fR#&E

<HHBFH KA K O E AR >

HYERY . Fk &

T761-0793 FIIEARE ZAKITT 1750—1 FIKFEFEH/NLF
TEL: 087-898-5111, FAX: 087-891-2172, E-mal: sitoh@kms.ac.jp
<FDMm>

1)
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