* 20224E 10 HERT (552150 BAEEERMEES
2020412 E Rk 872242
B SRR . A& S | 30200AMX00547
HAMM : 3% AT A REA] BB | 105k2)]
BAERA

742U BRI %
AFAVV VBRI % [TV —]
Codeine Phosphate Powder "FUSO”

LIRS

2. B2 (ROBHEICEHBELEWIE)

2.1 EERWIINH OB 5B [FFUIENH % 83 5]

2.2 121K o/Ng [9.7. 120]

2.3 WA 2 T 7/ A R UIBR AT oo $E H (09 CE
B8 A D BH [EERIFRIGFI O) A 7 058Ny 5B
n23d 5.

2.4 [ELWBEEPOEE [KBESWEIT5.]

2.5 EELRIMEREEDD L EH [9.3. 18]

2.6 [BHEMEEICHE T 2 04820 BE [T CIFBRA 42
IR T 5, ]

2.7 IR (TAPAERE. BHER. A M) *=—%hid)
12h A BE [(BHORERESD b s, ]

2.8 BTV a— o BE IREE = Bk 5]

2.9 TAYT A OA FICR LBEE o B &

2,10 BitERE RO EFE UnE B ERERE (01575%) 2k
RS OEE ZMBEE TR O H 5 BETIE, EIROEL, &
BHIHOILE* & 727 BE N D 5]

X

ot

3. #R - MR

3.1 #K

5644 a7A ) VL% [T —]
s | EF

HIE a74 >0 YEREARMY  10mg

pEyIgl FLBEAA)

3.2 RAOMRK

W44 aAFA ) CEERL% [TV —]

PEIR [SREx2f el

4. ZhEE - R
OFEMPRIBHRBICH (T HEE - $55
OBRFICH (T 588
OBULWTRERDSE

6. A% - AE
JE M ALR2g, 1H6g% #1595,
B, AR, SRR &) EERET 2.

8. ERLERNER

8.1 HHICK WV EMKFLELLZ LN HLDT, BG4I
fTv, HEICEST 52 &, [11.1.15H]

8.2 IRX., OIWHARILHIENHDLDT, KAHRGHDEEIC
3 EHB R OB SRR ) I OBIEICHERE SR L) IE
HYHZ L,

9. RENEREZHJ BEICHT IR
A BHHE - BIEEZDH 5 8F
9.1.1 HIEMTRDD 8%
R LERPLE RV EH SN E2RE, K5 LanwT &,
IR OER % X723 B2 hd b,
9.1.2 18R DALHE. PAEMIEIRFEFEIFIRAERBN X I ER &b
REEFEIHEBE
Bh- L C & EERIPNII D) 27 38N 2 BENHH 5o
9.1.3 DIREEEEDH 5 BE
TERAEZ RS 2 BZ N0 D %,

©

9.

9.

9.

9.

9.

9

9.

9.

9.

9.
9.

9.

9.

1.4 MPRMEEEREE D H 5 BE

I % #5R 4 5 BE MDD 5.

1.5 BICBRENEEDH 28E

I PP HHIE N O LR/ 2R 2T B2 N0 5,
1.6 Va v IREICHIBRE

TEBRAS G R PN % B3R 2 B2 N0 H 5.

A7 REMT7OR—220H28E

WA & T B 2NN D %o

1.8 FIRBRREEETE (RSRKES) OBF

I R A R 25 B2 D %o

1.9 BIBRERERTE (7YY K% OBE

IEAIHE IS0 L s < o T b

110 EMERFEOREEDSH 3 8F

BIMEZE LRIV,

A1 REEE

IR IS Ly B2 AT 2o T b,

1.12 FIBRAERICL BHFRIEE. REXE. KRBFHTROEE
HHREEEZHET 52 LD 5o

1.13 SREMMPIRE. REEIL Y ARBEEHLEFTZ
To7-BE

HALE S 7 PIH T %o

A4 BREOBREEDSH 5 BE

TR FRTHBEND D 5,

1.15 JEEEEZRUVBRAEDH 2 BE

JHERSE 2T L2 5,

1.16 EEAREMBREDH 5 EE

L 728A, BEREBEA R TBENSD 5,

2 BipERESERE

HEM2SEIE L, BITEA S S bNEBENDH 5o

3 FrgeES RS

3.1 EELREREEDHEHE

B LenwZ b, SIEICKHS Z EVH 5. [2.55H]

3.2 fiaeEERE (EELHHEEESOH 2BEER])
RAPEIE L, BERARD S bNEBZNDD S,

5 111

IR SR L C W A AT REME D & B ki, HIE Lot
etz s LIS N ABAIZORKETH I L B
FEE (v A) CHABIEHIHE S Tw5,

SMEHINCPES LA, MEGIERIBRIER (L8, Mk
B AR, RS 5o bnb T ehdbd,

IR OB G LY . A VISR ASH S b b & OHE
2%,

.6 RILw

RGP BT D2 L, HANORBITICEY, 3L
WTENE A pEE (IR, LN, MRS »5E 0L
DHEN D 5o CYP2D6DIHEDWME T D Z L AVHH L Tw»
% H#% (Ultra-rapid Metabolizer) Tld. BILHTDOEL L 1
ENREL B DBENDEH LY,

7 NRE
T 12D

BTG L &o IRNH O RZ D Ve NI BT, BT
e CHEELRIFRIIH D) A7 REe L A D b [2.220]]



9.7.2 BB, FAEMERFNEFRERMIIERCHEREZRTY
3R
BT L b EERWRIIRIO ) A7 5805 5 B n03d 5o
9.8 EiE
RHEDPSHTG 2B T 20 EEEOIREBZHSE L 2h 5, 1
ST T LI Lo —RICAEBBRESET LTBY . FIZHR
I D ESZEA o

10. HEEA

RFNE, F L LTI EE R UGT2B7. UGT2B4 J U8 — il
CYP3A4, CYP2D6TH# &5,

10.2 HFAEE (BERIICEETZ &)

72 FT VY RE

BH 7 GHE SR E A

A4 TR PRAEAR - 5187 Wy - faRE T
PRI A TP P A O T OF (AR I 89 42 e A 0 )

TERA R SN b6

o WNVEY = VEREZDZEDRD D,
EX 5k

W AR

E T UERLEEFH

EH)

=BRP OF

B A

T a—)v

7 =) VR )
JNT7 7

7 =) VSRPUEILA O [P IR TH b
TERDHmEN D 2 &
N 5o

JRFEAEA L ZAZE 2 MM ) e
T ARG R | DR SN b,

o) o EB SR

MWRIDBINDGDH S,
TV A7 = YRR AR OB RAIRETG T B |ut €A A PR
kY] BEND DB, TERIZE D ARFIO/ER

AEAIICHE S NS,

1. BlERA
ROBWERDHSLNDLZ ENHLDOT, BEEHHITV, B
THRRD LN A G2 k5 5 7% WY R LE R (T &,

1.1 EXLEMER

1.1 &TFHE GHEEAH)
BHIZEVELLZZ DD, /2. EATICBI 258D
SR LERGoR Iz, HL, LA TR
S B MR, R, BESE . BIORE . TR . SR, AN, AR
IR, SHOMmA - B, MRIEESEOBRSEERE S 5 bt
LZENHLOT, FHERIETLIHAICE. IHHEZHEA I
WET A% E, BEOREBLZHE L2V HIT) 2, [8.12H]

11.1.2 MEORINE (HEEAH)
B, MRS, AREHI 200, MR S & b sl
Al B ERIET A% S EEIT) 2 k.
By RHND X BMEREIENIC S, FREETR (Fuxv o, L
INEIVT 7 ) BEEPLT 4,

11.1.3 &8 GHEAT) . €AR (BEARH)

1.1.4 ESEE A, KREESE (HEAH) . ZEEZE
JEAREH)

11.1.5 FREMA LY X GHEAY) . hEHEXER GHERH)
FIEMER B DO BB G L2 EIcd 5 b b L OWEDH b,

11.2 ZOMOEIER

BHEEAR
TEERAE AVEENR MEZEE), R EAT
FEAEER | IRG o F v, HFHERE, T
HALR: ol MErt, R

B BUAE F5 . T IR

Z ot HEIREEE

13. BERS
13.1 fERK
PR, R, R SEEL, MEARTT ., EAE e B0,
WELO TV, IR, GO, G A2, HEl,
REEEEZRITIEND L,
13.2 @
DT ot edT) SEDEE L,
B Gk Uy SCEREDR. MBI R USRI ER B L & @ L
IR 21T D o
CRREEREPURI G & AT, BRI B REE R HIH O Bl
TERASEB L 2w & ) EHEILHG T 5. 2B, HRIERTHI O

VERFRmIEEH Ea 71 oz h i Y Evwo T, BEox=¥
) 27 RAT S AT BE O BUBIZIE U TR G- i3k AH
JE % FRET L 2 H3 S R EHES S0

- BBIE U CTHER, AR 035 33O MBI E 2179 o

15. ZOMOFE

15.1 ERRR{ER ICE D <15
HIZAIIZCYP2D6DIEEAEFE Tdh 5 Z L AVHIH L T 2 B
(Ultra-rapid Metabolizer) T, ARFOEHERBED TH 5 €
Ve rOIMPEES EA L, BIERAPEBLL T b8BT
W 53,

18. ZExhIXIP

18.1 1R
Beh-sN-a 74 v O5~15%2 = CYP2D6IZ L 1
O-Pi X F WAL ZZ T TEIV R IACHZ M S R EH 2R
IO, Foo B LB, BRAVER L OB % S
FT57, FERAIREIZ TN A D1/6, FiiEREEE R IX1/4,
MRVEF S 1/4, $EEANHIL1/8~1/9& ENTWVWBED,

19. BT 2 EBILEAE
—H#eg A TA ) AR (Codeine Phosphate
Hydrate)

i

- H,PO, - 41,0

43130 0 CisHaNOs - HsPOs - 1/2H20

7 F 406,37

b4 © (5K ,65)-4,5-Epoxy-3-methoxy-17-methyl-
7 ,8-didehydromorphinan-6-ol monophosphate
hemihydrate

TR BB~ ORI O R TH b KL
WEFERRA0O)ZEIT R, A /= VL J — )b
OONZEITIZC K, P F NV =T NVIZIZE A BT
Vo 1.0g% K10mLIZ¥ED L 7230 OpHIE3.0~5.0TH
%o Wl & o TEILT 5,

22. ‘a¥
(UNZ) 100g #d
500g #f

23. EEXE

1) Koren G, et al. : Lancet. 2006 ; 368 : 704

2) Madadi P, et al. : Clin Pharmacol Ther. 2009 ; 85 : 31-35
3) Ciszkowski C, et al. : N Engl ] Med. 2009 ; 361 : 827-828
4) Kelly LE, et al. : Pediatrics. 2012 ; 129 : e1343-e1347

5) Voronov P, et al. : Paediatr Anaesth. 2007 ; 17 : 684-687
6) HPTET 137 NEWHHS QETHETI MyLE. 2017 © 364
7) HRTET (34 NEWSEHAE SETH7 BITLEL. 2017 : 474

24. XBEKERUEWEDELE
FRZSHE L TN AH FZRRIgE L v 7 — AR
T536-8523 KPR X 2w T H37%30%
TEL 06-6964-2763 FAX 06-6964-2706
(9:00~17 : 30/-LHHH %)

26. RERTEEFE
26.1 SOEERSETT

Y sampTegten

[J
KRB K A= T H 3 %1

DK-22]-22]-1



