2023 4E 5 HEGET GB L hO H A REHE RS o R =
878114
10mg 50mg
B ik SERE AEES | 22000AMX01076000 | 22000AMX01077000
AERE 1 5 4 E) b RZEIH Wi7eBhAs | 199546 H 1995 4 6
BAERA TIEXERIEFHE
ISR, FRSE. AL SIS
: ~ :—I— r: A\Y
BV RIGEEIREFIR10meg o7/,
:N :—l— r: ALY
BIVERIGERIE ESHRE0me Y4/,
Morphine Hydrochloride Injection “SHIONOGI”
) EE-EMEOULECLOMATEI L ® SHIONOGI
| m= 3.2 WAOMK
FAOBHEART< bETRER. N5OREECERL woeg, | © VAT e L X IR SOne
EEMOHICLY. AEAOBENEN EHBENBEEICD PPy e PPy .
WTDHRBT D & Wik - #E |5, Kok ThAICE|B 5. Hik> Tha ik
Bt EHR 0%, GEHAD e 05, (EHFD
2. B2 (ROBEICIFEELAENI L) : ;m £0~3.0 £o~50
N 125
RS ERIE) UER AR #10.2 #0.2
2.1 EELSIFEAMGE DD 2 8E A 2 HRY 5. ] T B
2.2 SUESN BIEE T OB (KU 5. ] o
2.3 WHLIFHENEOS 8% [9.5.1 B 4. ShEE - SR
2.4 IR EICHTET 2 0 R 2 0RE IFRIIHOERR S (BT RUBSIRNIESO5E)

TR 5, ]

2.5 JHOREE (CAMAEBE, BER. X bUFZ—%h
) CHDEE [(FHOWEIRNS 5 DND,]

2.6 ATV a—)hEOERE [TFUANH Z R T 2, ]

2.7 AR DG BT N> T )V FaA Rz UssoE O E#F

2.8 HimPERIEROEE pEHmiEREE (0157 %) Sk
RS O BB TR O H 2 BETIE, EROE. WA
B OIERZRTBZNND 5.] [9. 1.1 SH]

2.9 FIVA T o HRIRIEIKFIY) 2 B 5 rh U3 5 R 1 AR
DinoE [10.1 20/]
(EEIMREDISE)

2.10 JEHIBALUI T DFELICRIED & % BE LIRMEBIIRISE
Redzensdsd,]

2.11 WU fE D BE [BIMEMOBE R ZEC 2 BTN D
%]
KBETHRSDHE)

2.12 FEHBALUE T DRELICRIED & % BE  [LIRIMEBIRIOE
WREREZITIEMNH 2]

2,13 WM AE D BEE [MMEHROHERZEC 2 BTN D
%.]

2.14 PIRMHRERRE (BEEK. IRABFBR, BTHES) OBE

[KRBBETEGICXORRPVELT 28BN D 5, ]

2.15 R - BHECHRL BHER M OB RS S OIEEEEE
DHBEF [KBETFHGICI VBRI T DB ENNDH
%]

3. #ERK - MK
3.1 M5
wong BV E RHURHLEAHE 10me] € ) AL AT 50mg
Sy Sy
s o
HERL %}bt;?ﬁgig;ﬁ?% 10mg J\’:)Ltl?jm@;fg;kg% 50ng
EMA | TERIK Hife. PER A

O BMUWEREICH(TDiESR - 5

O BMLUWEMAEECEITHHEX

O BMLUWTHREEROWERVFHERFOHREREESH DINF
O MEraRE. MEOHHEN

O HEENPSBEDERRBEMNS RERICEITHER
(ERENA KRV DR TREDIHFE)

O HBUWERRFICHS 28R

O HEEPOSBEDERBEMN D RIERICHTHER

6. A% - AE
(BT RUOERARSDIHS)
WL AT e R R EKAY & LT 1 H 5~10ng & KT
ST D, £z, BBOMEIE LT, #IRNICENTLZED
HB,
e, EE. ERICK DB EHEEET 5.
FEEEED & B O FE 2 b D B HIE 1T BT B #UEIT B W TR
TRHE AR TIET 2581213, 8%, AIKIZ'IL e R
sk & LT 1 6] 50~200mg 259 5,
7sB. Fli. FERICR D BEEHERT %,
(ERIMRE DISE)
WHE, AT e RERREARMY & LT 1 [E 2~6ng 2 5
SMEEICTEAT %o
7sB. Fin, ERICR D EEERT %,
AP ICFGE AT 23 E13, @, BRI BV bR
Ko 1 HEE LT 2~10mg 2459 %,
7sB. T, FERICK D BEEHET S,
(KBERETHREDIHE)
WHE. RATIEE'I E RERE KM & LT L E 0. 1~0. Sng %
< B FREICEAT %
7eB. FE. ERICKDEEENT 5.
7. Bix - BEICEEYT 5 EE
(BT RUOBERARSDIHE)
7.7 200mg VESR (A%EFD 1Z. 10mg & B Wi 50mg PEHHR (1%
A DABRETHZOT, IGRFINS AXRAI~OG DB XIT




EILE REREEEEK 10meg - 50mg T4/ F1 (2)

Hizo>TIF, FBREAGOIEAEE, EARZEBEICREL. @
BREERLBNIICERL THEMRTSZ &
(BEMEEDIHE)

7.2 200mg FEAHE AREHD) ISR SICIIERA LT &,

7.3 AEAA RREFHEZFHL TOWRWEFITHL TIE, #EH%
BRI, 24 RRIBAN ORI 55208 10ng 2B A RN &,

7.4 WEAE S THaRBEFEHRENEONT, I S5IEMRGW%
BB, BEORE (FRIIHIZ) 2E%UIAHNSEEIC
WETBHZ &,

K BETERSDIESE)

7.5 200mg EHHE AFRAD 12< R TFREIIIHEMAET. FHAE
LT 10mg St (1%8HD Z2EMT5 2 &,

7.6 BEORE (FRIHE%) 2ERUANSHEEICHESFT ST
&o

7.7 JRAIE U TR 5-0R6H% 53T h Vs, o5k T
BIRDESNEVEEITE. BEOREZEHR L BNS, ©2tlk
ERERBWEHB TELHEICOHA, TOEBEEEET D
&

8. BEREARNIEE
g 5B ILIE)

8.1 BHICKDEMKEEZELDZENHHDT, BERETHITT
W, BEEIEGTS &, (1L 11 BR]

82 IRE. HEWARIBZIENHZHDT, KEFHESHOEFII
B B OB G R 2 D B OB IR S RV L D ITHEE
52,

(BENMEEDBE)

8.3 AFNIDOMAICKEL T, #IEIRE& 2 WITEARN S, FERIR
RNZEL., et ERER W E I TE 5 £ T, %I KEH
R RSB ORRAE R O S N2 BT T, MEREHEOT
AT 5 &,

8.4 FEEIRIFIINGIATE 57 & FIFHILL L L 72 ICRBIT 5 2
ENHBDOT, THIEETZ &, [11.1.2 5]

8.5 WSS ENEE 1 T —F I 2 U512 & 0 WIS o ik
MELCDZENDHDDT, THIEETHI &, [11.2 5]
K BETERSDIHEE)

8.6 AFIOMAICHEL Tk, SHTTEREMR, WIS Ok A R i
DOEEINBFT, MELEHO FICHHTH I &,

8.7 TEMEITIFIKINHIE G2 & FIFHILL LR L =% ICHE T 5 2
ENHDHDT, THICERTHT &, [11. 1.2 5]

8.8 < B THNEENTF—FIN 2N L-REICL0AFBELEDE
ENECDZENHBHDOT, THITERTSZ &, [11.2 5]

9. REDEREATHEREICHAT S EE

9.1 BHHE - BIEBEEDH 5 8E
REERLBE)

9.1.1 MEMTRADDHHEE
BRESODERRNCHBIENS B ERE, R LN L,
BRMOIEEZRTBZENNDH S, [2.8 BH]

9.1.2 LEREREDH HEE
ERARZWERT 2B TNND 5.

9.1.3 HIMKRERREDH HEE
Il 23R T 2 BT hd 5.

9.1. 4 BHICREMBEEDH 5 EE
RIS EBENED LA ZE I TBZNH 5,

9.1.5 avoRREBILHDEE
TERAZCIERINH 2 MR T 2 BTN D 5.

9.1.6 KRBT F—2 RDHBEH
IFR 2 23 B2NND %,

9.1.7 BHRIREREIE TAE (WBRKIES) DBE
IFRMHS SR LT BeNNH 5.

©)

9.1.8 BIBMEBEERTIE (7Y U RE) OESE
IE IR I L, BZERE <R TWn5,

9.1.9 EMKEOBREREDOH ZEE
REFEEZE DTN,

9.1.10 =5H
IR I L, BZERE <R TWna,

9.1.11 FISZIEREEKRICK DHERFEE. REME. REFHMTEROSE
&

PIREEZEET S 2 E0H 5,

9.1.12 B[REMBIPIIRE. MEMA LY AR FIRIEHELLE FilTz
To/E%E
LB EE) & JIHT 5,

9.1.13 EEDOBREREDOHDEE
KHEFRETIBENND D,

9.1.14 BERERVEADH ZEE
JHEREZE T 2D 5.

9.1.15 EERREMBEEOH DSBS
HA LG, EREBEZEITBENND 5,
(BENMEEDHE)

9.1.16 PIRMRRAELE BEX. KATHRX THES OFF
AR G-I L D IRNEL T 2 BENND 5,

9.1.17 B - BHICHEK. BHARUVEGBHERZFOETHEERSE
DH>dEE
WA 5 K O RRNENL T D BTN D 5.

9.1.18 MBEREEEDH 2 BEX (IMENFEIRSFOES
i L9 <, MERKRCEHNOEFEEEZTIEND S,

9.1.19 HHEICERLEREDHDESE
BHCHRROBIEOBZNND 5,

KBETHREDES)

9.1.20 MFREHEEEZTDH S EEX (FNBROFZIRETDEE
HIM L9 <. MERESCEHNOREZEITIENH D,

9.1.21 BHICERLGERLDHDEE
BHCHRROBGOBENND 5,

9.2 BHEERESRSE
Pt AGEIE L. BIERDRSH SN 2BENND 5,

9.3 FFiEEEEE

9.3.1 EERHEEREDHZEE
BehHLUBWTZ &, BRICHS ZE0d 5, (2.3 5]

9.3.2 KB EDH 258 (EELHBERZEDHZ2EEER
<)

REEIEL. BIERMS SbhbsBThnd 5,

9.5 ITi%

9.5. 1 IEE X ITIEIR L TW A RIREMED & S EITId, 18 EOF I
WG Z2 B SHE N D HEICOAEET DI &, B
B (YU, TN THHERMER (YU XTI, &8k
WA NWmEInTns D 2,

9.5.2 SIEATICIR G LG, HIEESHE RIGREER (28, W
e, RIR, IR%E) 2H5bNDTENH D,

9.5.3 IR DI GIT LD, HERICEERIGENH S5bind 2 &N
HB

9.6 R3LIF
AHESHIEAEZMITIIELTE, E MRAPABITTZ L
Nd 5,

9.7 INRE
BiA g,
RURNS, HEICESTHZ &, #HiEL
B PEATE N,

9.8 SihE
KHEMN SR Z2MBT 2R EBEOREZBRLANS, HE
WCHETH I &, —RITAEFEREMET L TBO, FRCIEgamil
DREAZEN RV,

ARTIHEA RN S 55 2MAT 272 EBEDIREZ B
FLIE TR o



10. #BE1EH
10.1 HAZZE BtALAZNZ L)
b P2 ERPRAELR - H518 5 W - fEBRET
FI AT CHEE | AR OBBUERNH 5DNEBZE | n A EXF A K2
KFn N0d 5, £ie. RFIOBELW | BAEHEUERC
tyrro WELBENNH D, BAOFENR | L0, AFOME
[2.9 B] HIZR VRO EETAKZRET | HABAKICH
DA, BEGICHREWEL, |Z3n5,

I R 91 i 25 D v K Aot 0 i R 22
HEEEBRTZZE, £ F
MEFIZBNWTAHRAZRGT D&
MEFNTHN B HEIE. D
b ARMANICFIVA 7 = 2
HKmMm OB EHhT 52 &,

10.2 tRER BACERTS L)

A5G HRIRAEAR - fiE T ik W - fEE T
FRAR Ao A e I O 400 ARG T e T | A IR LT A
T/ FTIRER | B RS SO | 4061 A R &
NVEY —)VEEREAE | EID LMD S, N5,
T A JRRERF
T/ 7 I VBRCEEREEAR
ZBARYLD DA
B BT
7y a—)l
7= R ILA U ZRFELAO | EFEIAATH 2.
INTy) ERMREREND 2 &

Ndh%,

P U AR R LD RICED
B s (L SV R B

WEZSBENNDH D,

M Ha ) >
TERMERI NS,

PRIV GPRFIV|IDRIT P COEMER | PRI DT

>) (CHBEMEIS) 28| 7 0> Biaa 5
IEEBENDDH D, HHICHEE S N,
PRI CORH
MEEINS,
TIVINT 1> TIVINTA>0@E | nFEF A REZE

MR (8mg i i T 4%
H) 2BWT, A#F D
ERICHTIT 2 Lo
HEnH D,

HREFERICE D,
ES-I2K iRy A=
MICHEE SN S,

1. 8HER
ROBWERDH S5ONDZENHZDT, BRE2+MTTN, B
HEORRD SN HEE G EFIET 2 EEYRANEEZITD
L,
1.1 EXAEER
111 KT HEAE)
HAICEDAECRZEND D, £ HATICBT2REREDR
Wiz LSO EIcE D, HLU < LaA, iR %
FOEL R, RRL BN, HE. SR, AR, AR, BA
%, IR 2B OMN - BIETE. MERIEE%S ORBEEREND 5D
N5ZENHZOT, HHEEHIETZ2HEICT. | HRAEZRA
KHET 2L, BEOREZBRLANSTS 2L, [8.15
He]
11.1. 2 FRORING] CEEARE)
BYn, WS, RHEBZIER, FRRREESEND S bz 5E
IiE, #5272 kT 52 EHMYRUERITY 2 & BB KA
K BIEEMMENIZ, RRERESIF (FoFv >, Lo Ty >
25) AHERIT 5. [8.4. 8.7TBM]
11.1. 3 $8E. (HEEARH). €AE (EEAH)
1M.1.4 A BEEARH), SEXEE BEAH), BREZE
(BEEEA)
.15 BREMEA VDR EEARR), PEEEXERE (FEAH)
REEBREEOBEFIRGLEZSAIHOOND LOWEND
%,

3)

EIL b RIEREEEETK 10mg - 50mg T4/ F1 (3)

1.2 Z0ftbDEIEA

T\ A AR
fmEae FENR, MEAS), SH T
WamRs  IRG oxn, Rk B RE SRSRE T
Hkae WL UEIL (ERL. (138
e Hi5. DR
A Tk, NG, FERE. ER. PIEMES O
Zofh PEIRMEE, IREE. SEENIEOTUE. B
) [8.5. 8.8 2]
13. AR5
13.1 fEdK

IR, ERAE, 8, BEEL. MR, BRI ®H
B, EIR, OHROREAD, WRGRE. AR, fEE. K
WREZR T END D,

13.2 LiE
FREEFE IR 5 21T\, B IGREE R U FREERE A O BIEH
MREHELRNWEIEEICKREGT 5, 2B, MEREFHIOER R
I EILE X DZENL D END T, BEOEZY Y 2T 217D
AT EHE ORI U TH) a5 130 AR 2 i Lot s
R d %,

14. BRALEOEE

14.1 ZERRESOER
AR E5FRHLE)

14.1.1 KB F TR T2 2 EMH 5D T,
BRI E TR L., mmgHEmRT 29 9,
(BENMEEDBE)

14.1.2 5~10nL DA BEBESICHFRLIZGTHI &, Fmiks
THEHEITE. ARAERFICHFRLEG TS L,

(K BETERSDIHE)

14.1.3 AHAERREICHERLIREG T2 &, B, AFHELREEX
BT DI O ORI & 0 SR )R O R, St
B GrEitE) GEWEL S HetENH 2 DT, EHORE,. B
FORBEIIGE U THEY B FREEBINT 52 &,

14.2 ERIREBOEE
(T RUOEIRNIZSDIHEE)

14.2.1 BV E R BH O AEBITBT 2EREH H1EE L TIER
OG5 OIE RGN SRR e/ & &, PO THEFZH NS,
14.2.2 2HEHEICEKD, TF 71 TF > —, HERIERIH, K
ME. KRMEEEREN, MEENEZ2BZNNHDDT, BT

LEEITIIBRITITI ZENEE LW,

(BREIMEEDZE)

14.2.3 FEHEE XA T —F )V Eimds, M8 X3 < IR FEIZA S
TWRBRWZ EEHENDD T &,

14. 2. 4 BRAGIZIE A (test dose) U. {3 H T —F)VovE
PIICHBEINTWS ZE2MRTH T &,

(K BETEREDIHFE)

14.2.5 B OIR 2 /MNP <7212, Thi< B NI,
TELETHNbDEHWSZ &, BHBBETFHEEIICEDE
BEFRRES BN 2S, E72. U —BYE D SME MR FRE S D 5D
NDZERDH D, BB, ZOXIIERDLD 5 LNGEE I3
W 52175 Ia EEUISNEZTD T &,

14.2.6 FNICHEHMHREEND SDOND T ENH DD T, FHIT
B L CHRENKEUR 2 HFASE, BRI < WX
MIGIRAZ RO HEITE. AFIZFEALRBNWI &,

14. 3 FHIRMFEROEER
ARHNINALE L 755 723581203, B AR FNRHIT 572 £ 0L
BIZDOWTHYICHET S Z &,

16. EYIEHEE
16.1 MAjEeE
B)L b IR S 10ng - 50mg D FFE AT K O T

ZDED G




EI)L b REEEEEETK 10meg - 50mg T4/ F]1 (4)

EDEFREICHT S MEEHE)L b RIRE & T b RER RN
WG BOMBRZEX 16-1 LUK 16-2 1287 7,
K& RS VEE
HIEE * HPLC
16.1.1 HfmiEspE
r=0.745 (p<<0.01) (26 1)
v=0. 41x+15. 66

(ng/mL)

2007

1804

160
i
e
i
I
I3

T T T T (mg/24hr)
50 100 150 200
h &

BO16-1 e & 85 R OBk
16.1. 2 #HGE TiE
r=0.724 (p<<0.01) (18 f)
y=0. 54x+33. 61
(ng/mL)
300 -

250

IfiL
#E 200
EF'
1504
HE
L 1004

50

0 T T T T (mg/24hr)

100 200 300 400
558

B16-2 i igeE &G RO %

16.3 9

16.3.1 BIL b RIS B, B 0. DG . IR B
fig5Y, £RBEEZEGEL. AHhicsREEIns GLEA
F—%),

16.3.2 MAEEMEAE

16. 4 {35t
TR FEEL TNV OCBREEZY. TIER-3-7))
7 OF A RRVEBEERZFFDOEIN EX-6-7)L 7 O0F A Rigf
#HEns,

16.5 HEtt
EILE R R EARE L T, 24 B E TORAITK 90%.
FAIZ T~ 10803 RIS N B,

18. EgpEFEHE

18.1 e
FEFA RZEEDS B, EELTuSHEICTERL T, Flkap

#3557 GREIAT—2%)

XL RICH T 2EHZH 5D I, 6 KUk ZHEERITH
TEHMMEBET S,
18.2 ZEEER

18.2.1 HIRMHIZER
BI)L b REEE K O PR SRR HIE L, RN E I E
0. MEXRFEEL TR - TR KRS,
b M T, 5~10mg THEBPFK, ik ARICEEITLZ&k<
FMROBZEZBE L. #EROEHNICHVWSNS,
F/o. W - R AR 2 HIE L. ISR E . SR R B 5
b, MRV, BBRELSEIEMAA SN, 555
REEIZZE D, 1| 30mg THWIEIRICK 5. Z D@ IR D
MEnE PR 2 R L OERSR, EBEEEZ T2 &AH 2,

18.2.2 H{bE%R
HiFEOEESZEX T, ILEERAZHSDT, £z, BRSO

@

REHILR DM E R S/ B,

18.2.3 fEIREER
HRHETIROMER MEICFEEAEZEN NN, Ho TORE
THb, RETRIMETENDS5HND,

18.2.4 ZODfth
AR ET P AR OMIHIER, BEALAEMER. TR ZBR <A IR o
SHBIIEIERSEE =Y.

19. BXESICEATHEZMMA
— R BV e R IERE KR
(Morphine Hydrochloride Hydrate) (JAN) [H
51
: (5R, 68) -4, 5-Epoxy-17-methyl-7, 8-
didehydromorphinan-3, 6-diol monohydrochloride
trihydrate
G = Cy7H19NO3 « HC1 « 3H30
1 375. 84
IR BRI REOH R TH 5,
FRITETRT <, KIZPPRBFETRT L, AF /—)Lic®
REITICKL, TF /=) 95) ITEFIZ< W,
HICE > ThhaICEBEaEHR D 5,
{bzepiE=

BLEL T 9200C (M)
SRR L2 DT AL 1= 8 — )L /]

20. BRWEDERE
SMEBRE RIS L TIRET S 2 &,

22. AR

(E)VERMEBIEESHR 10mg [/ F1)
104 (1L X 10]

(Bl & RBBIEIESTR S0mg [/ F1)
5% [5nLx5]

23. EFEXH
CCkEE k& =)
1) Harpel,H.S.et al.:J.Pharm. Sci.1968;57:1590-1597
(196800240)

2) Lahijani, M. S. et al. :Iran.J. Sci. Technol. Trans. A. Sci. 2004;
28 (A1) :85-96 (202200278)

3) MI-200 & [FEHENER -5 LOEE KT Z DR ERN
(200100752)

4) MH-200 SL [N ER-T:50mg, 200mg DKIE -
(200300177)

5) A FEFAF A LA SRR, 1993;27:5403-5429 (199301566)

6) Christopoulos, G.N. et al.:J.Chromatogr. 1972;65:507-519
(197200407)

7) Olsen, G.D. :Clin. Pharmacol. Ther. 1975;17:31-35 (197500780)

24. XEFERERUVBEWEDHESE
R Rk A ERERE > 5 —
T541-0045 KPR RKEMZET 3 TH 1% &
HEEE 0120-956-734
FAX 06-6202-1541
https://www. shionogi. co. jp/med/

25. REBAGH LOER
AENIEAET BB S RE 55 CER 2443 A5 BN 128D

B PR A Tl B



EIL b RIEREEEETK 10mg - S0mg T4/ F]1 (5)
Z, BE5EIT 1R HSZEREEINTVNS,

26. BLERFTERES
26. 1 SSARETT
TH I FT 7 A
REAFHEEGT =2 THI &1 &
26.2 BR5EIT
UL R SR o
KPP RXEEN 3 TH1ES &

MHJ 20 G)





