&) VIATRIS

s 3k 20244E7 HEZET (5540
*20234F11 HERT (453hi)

Bk SR
HRhHAE - 44

A7 A 2 REH
BAERHL 374/ UCBRIER1%

BARESRMEES
872242

Codeine Phosphate Powder

[ FRBES | 21300AMZ00567 |
| BRI | 196849/ |

2. B2 (ROBEICEIBELEWVWI E)

2.1 BmERIFHIHOH 2 BE (PRI % HET 5]

2.2 12 Aao/NE [9.7. 150]

2.3 RS 7 7 4 FUBA RO HNTHEHET 5
18R B [EEAFIINE O Y 2 7 H8ENd 2 B2
H5o]

2.4 KETNBEREMETOBE (KBS EIT5,.]

2.5 mELFHEREEDDH 2 HBHE [9.3.151K]

2.6 BYEAEEICHST B OAEOBE IFRIH R IE B %
BRT o]

2.7 BREIREE (CADPABERE. BBE. A M) F=— rh3H)
12d 5 BE [HEHEORASIEDD S bILD,]

2.8 BT VI —VhEHOLE [FREIH % RS 5]

2.9 TAYTIHTOA RIZR LBED B

2.0 HMimPEAR ko EE B BT (01575) AR
WO FE R ME LTI O B 5 BE Tl FEIROEL, HEY
MOEEZ X 73 BZNW0H 5]

3. #EBE - MK
3.1
Wi7e 4 U TA 1% [ARTA
H R o 100gh HE 374 > ) YEEKEY g
wom Al FLHERAI
3.2 REAIDHK
\ PEIR \ B ol \

4. $EERIIHHR
OBEFRB[AEREICH T 58, - $8ES
OFREEFICH (T 588
OBULWTRERDSE

6. AERUHAE
WHEL AIZIE, 1F2g. 1H6g% #I1#%5-3 %,
B, ERL, ERICE ) EEHERT 5,

8. EELEAXIEE

8.1 MHICX VEWIKGEZEL D DD DO TG Z 41240,
IS5 2k, [11.1.12H]

8.2 [R&l. ©FWVASMRI L2 EWHLDOT, REGHOELIITHE)
HOMEHE G D) IR OB FIC R SRV ) EET A L,

9. RENHERZHJ 2BEICHT 2R
9.1 BHHE - IREZFDH 5 BE
9.1.1 MIEMTHDS 58E

HREERPG RV EHH SN a2 RE, KL Lo A
IR OIER 2 S 723 BT D b,
9.1.2 18R DAL, FASMIEIRFFETIERN X IER LIRS
EHIHBE

B L Z L HERIPIANHIO ) A7 AT 2 BN hH %,
9.1.3 LIREERED & 5 BE

TERAEZWMT 2 BN D Do
9.1.4 WIRKEEREDH 5 BF

WP 2 B3RS 2 BEND D %o
9.1.5 RICHRENEEDNH 3 8FE

IR IIH R BHENEO LA 2RI T B 2D %,

9.1.6 >a v IVREICHDIEE

TEBRAS G R I % 505~ 2 BENA D 5.
9.1.7 REMT7 K- 2D H 2 HEE

MR 2 e 2§ B2 0D 5.
9.1.8 FKERBEEETE (RRKIEE) OBF
RGBT 820 H 5,
9.1.9 BIBREHEETE (7P VIRE DEE

IR Ly B2 DR 2o T b,
9.1.10 EMEREDEIERD &H 5 BE

BAEMEZ A LR d v,
9.1.11 =5&E

IR Ly SR 2o T b,
9.1.12 BIMARIEAIC K DHEREE. REMEE. REFMTEOEE
PHREEZET L2 0D 5,
9.1.13 H[EMMWPIIRTE, FFEMA LI AR EREHELEFHEIT-
-8

HALEEE % FIH S %,
9.1.14 EEOBREEDH 2 BE

FEE R FRTLBENDD 5,
9.1.15 EHEEERVEADH 3 BEF

HERTEREk b il AP/ SR
9.1.16 EELREMBERBEDH 8L

WH L7286, BEREBEA R TBENDD 5,
9.2 BimEERE

PElE2SEIE L, BIERZ S S b L BENDH 5o
9.3 FrieEERE
9.3.1 EELITHEREDH 2 8&

B LanwZ b, HIEICHL 2 LD S, [2.562H]
9.3.2 fHEEERE (EELTHERESOH 2BEEKRC)
RV EIEL ., BWERDZSH S bNEBENDDH 5,
9.5 #1118

TG SR LT 2 WTREE O & 2 Ik, E LB mEs e
k% BB EHE SN AGEAIZOMESTH L, BIWER (v
U R) CTHRTEEHPHRE SN Tnb,

IRETIC PG Lz IMEE AR IR ERE (B, ik,
AR, RS Bbobhb I end b,

SPIRREOT A &0 HE VISR IR S &b b & OGN D o
9.6 I

KA G IIRAEMIT S5, BANOBTICLY, AR
TEN e ARE (EHIR, IR, PR RS 254 Uz L ok
HEDH D, CYPZDODIH D BWE TH 5 Z L 2VHB L T 5 8 #H
(Ultra-rapid Metabolizer) Tid. BFLHF DTN & R EEIE L 7
LBEND D HLY,
9.7 IhR
9.7.1 12EEKHD/IE

Bh5Lawa & WHIIH O EZ W E . #iHNIBW T, ST
GHEERIFIINH O ) 27 BEmnd oWEDrH 5, [2.250]
9.7.2 ABi. BAEMERFEMIERBEIERELMEREEET IR
TG LW L EHERMRIIHIO ) A7 BN 5 BEN0W0H 5.
9.8 S

WHE»SHEG 2 MG T 5% EBBEORELBIE L2255, HEIC
Be53 52 b, —MICERBEEEMET LTB Y . FFICIIEmi o %

ZHDE



10. #HEEA

AHNZ, T & LTFREIERUGT2B7,. UGT2B4 M U—HCYP3A4,

CYP2D6CHRE S b,

10.2 ERERE BFRICERTS L)

A2

AR - 15187515

B - fabEE T

FRRC R

7NV E Y — VR AR S
W AR
BT X BALEER LA
=GR O

T x ) FT VY REAL

I, AR R O B
7SS R C 5 2
EWH B

HUIIEA (Z Hoi M A 147 1
AR SN D,

7 =) ¥ RBUE I
TNT7 7

7 =) v SRR OV
HHREND Z WD D,

B A TH 5,

i) > VEBEEERH]

FRIEPEA L7 ANCE L EE
ARSI E A 2 5

MBI H T ) AR A
MENLD,

BEhDH %,
FNRAT = AREIARIY | AR ORRAWIGT BB | uA €A 4 FZBEEREHUE
nWhH 5. Vi INNRYINR S I IO (R
BICHHE SN 5,

BIEA
ﬁ@ﬁ%%ﬁ%%bhé’&#@%@f BlgE 2 T TV, B
WFRDO LN A3 G 2 hIE$ 5 % E#Y R LEEITH 2 &,
1.1 Ektﬁﬁlﬁ’ﬁﬁﬁ
1111 &S HEAH)
WHICEDVELEZ LD D, T2, EATIIBIT 25 EOZN
RN LESGORIEICE ), BT, { Lehk, iR 5T,
o, WEME, TR, R, SR, B, DR, AL SAZR. IR
SEHOFA - BETR. WRIREEORIERED D S b D L 0H
HOT, HHEPILTAHEI2IE. IHHAEZEAICHET 5% &,
BEOIREZBIE L 20561T) 2 &, [8.151H]
11.1.2 FRORHNE] (HEEARH)
B, WIS AR 2 W0, ISR SEDSd & b7z b
X, %5 E IR AR SR MEE T 2 L,
B, AHN X B UGN
VT 7 V) DT A
11.1.3 $88, R, AR (BEARH)
11.1.4 FEKHE CHEEAH) ( RESEE () JMREEZRE HEAH)
1.1.5 FREMA LY X GHEAY) . hEUEXER (GHEARH)

E. RERPUE (Fu¥y . Lo

FIEMBAREDBE TG LGB IZH 5 bNDE LOHEND b,

1.2 ZOMBOREIER
A

L MR, AR, BT

HiE R B, ¥\, BN, ST

WL Wl WENL, 05

i N

zoft PRIRBES

13. BERE
13.1 fER

VR, AN, s, SEEL. MEMCT ., EERBK, EE
O F W, IR, LABORA . MR, AN, MR, RE
HEARITIEDD D,

13.2 LB

UTFOWREEIT) SEDNEE Ly

B AR L SUERERE, #E BT O R A L
WA EAT ) .

CFREEREPUHIT G- 2 AT, BRI S S RRSERE IR o RIE
HEB L v k) EE] &Efﬁ“éo B RIEREBUR O R
FEE T v oZNLIVE DT, BEOE=S) VIR
IR F O SIS U TR G- 3 3 AR % 08 L 2555

FEfiEET %0
CLBEIZIE U CHIE . FHEAISE O 5 3t o wi B A 179

£ ) 2 0

15. ZOMOEE

15.1 ERER{EACE D < 1E3R
BIZMIZCYPZD6D G A TH 5 2 EAFHP L T2 8%
(Ultra-rapid Metabolizer) T, AHIOEHEAHED THLENV
P OMAFEED LA L BIED AL TR b BENDH 557,

18. FEhEEIR

18.1 {ERHRF
G- a2 a 74 2 O5~15%A FFHEMAHTHRCYP2D6IZ &L ) O-Fi x Fvib
AT CTENM AR S NBUREFR 2R . $72. et LRI
BE PRI AR LIRS & 909 % 0 SR ADARITE L b A D1/6, Ktk
SEEE /4, IEIRTERT S 1/4, 8

B R131/8~1/9L SNTWBY,
19. FRHRSCET B E{LZHER
— M RE T a7 A ) CEEAKFIY (Codeine Phosphate Hydrate)
L34 : (BR,6S)-4,5-Epoxy-3-methoxy-17-methyl-7, 8-didehydromorphinan-
6-ol monophosphate hemihydrate
4513 0 CisHaNOs + HsPOs - 3H20
3 406.37
IR Ao~ oS UM EORETH S,
KOUEFERE (100) IS R3 <. A% /= VIER s/ —)v (95) (2D
12K, VTNV =T VIR E AEE TRV,
1.0g% K10mLIZ#E A L 72 OpHI33.0~5.0TH %
Flz ko TENT B,
= > .

H:PO, - %HzO
H:C-O
2. m%
500g [4%]
23. TEXH

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

2) Madadi P,et al. : Clin Pharmacol Ther. 2009 ; 85 (1) : 31-35
3) Ciszkowski C,et al. : N Engl J Med. 2009 ; 361 (8) : 827-828
4) Kelly LE et al. : Pediatrics. 2012 ; 129 (5) : el343-e1347

5) Voronov P,et al. : Paediatr Anaesth. 2007 ; 17 (7) : 684-6387

6) MPTHTII2 NEWHEE ByLa. 2017 ; 557H : 364-474

*%k24. XEFARERVEVEDES

Va7 M) ZARIELEF R ATAAINA T A A= a v
T106-0041 HFASHE X AT — 1 H3H L
7YV =74V 0120-419-043

26. BERTEEF

06,1 WEMmRT

T4 TP RIZ-NVRT7ERER
RREERAEE—TH3E15

*%26.2 BRFEITC

J47 M) ARREGRSH

RREERMAE—TH3ES

006A



