&) VIATRIS

% 20224R6 HET (5200
20204£7 HELET (38100

Bk SR

]
HAERA 71 VU IR

BARESRMEES
872242

AL 30
* ~ g £
BT 1285mgl VTRS
CODEINE Phosphate Tablets
[ 3B &S | 21500AM700231 |
| BReEBI®A | 200348)] |
O - i BRRE
2 ME (ROBEEICHEE LAV &) &;;?fggwmﬁs%gﬁﬁﬁﬁmﬁWEﬁﬁqu%Jﬁﬁ%
2.1 T LIPTEIR O b 2 B PRI &R 2] FE L2 o kTS A EIINI0 ) 2 7 AT 3 52 1A
2.2 12 AN [9.7.120)] e e ' " °
D = ]
2.3 AR LT 7 2 A FOIBA OB B TR 9.1.8 LRERSOSH 5 RE

18ie A D B H [EE RIFRIH O ) A 7 258N+ 5 B2 hns
H5o]

A SE AR oS (KBS WETIT 5]

5 R ITHREEEDDH 5 BE [9.3.151K]

.6 BYERT RIS HIIS T B OB BE IR IHI R IEER A 2 %
BT o]

2.7 HRLIREE (CADPABERE. BBE. A M) F=— 2 h3)
12d 5 BE [EHEORAIRD D HbILD,]

2.8 27 va— B BRE [ A R E T %]

2.9 TAYTIHOA FISR UBEE O B E

210 mPERE RO B S Bk KRBT (0157%) 7RH
WSO T LR ME LTI O B 5 BE Tld, AEIROEL, HEY
HOMERZ RS BENDDH 5]

N NN

3. HERE - MR
3.1 8k
W % % V) B354 v§ebmg [VTRS)
o 158
A58 2 OAERS 7430 Y BEARY 5.0mgaH
o FUEKRY, b FaFy sudveru—2, AFT) YEY A Y
s

N

3.2 RHOMERK

s el
W% 4 : = : | ems
i F i )i I-F
) VBT TA Q @ .
bmg [VIRS M 874 | Fifao#hi
(K 5 T
10mm 6.4mm 500mg

4. ZHEERZZNR
OFEMPRIBARRBICH (T HEE - H55p
OFRErFICH (T 288
OBLWTFRERDSE

6. AEARUVAE
WEL BACIE. T T A ) CEREKAIY & L1 20mg. 1H
60mg%x fI1H 59 %,
B, ER. ERICE ) EEHERT S,

8. EELEANIEE

8.1 MHIZX VIWIKGERE LD 0B DD T BEZE 512470,
EEIHES T2 L, [11.1.128)]

8.2 IR&K. BRI DLZEDNDHLOT, FHHKGHOEHIIZHT)
HLOMIREE e % P8 ) OB EICHER SRV L) FEET L2 &,

9. FENERZHJ HBEICHT IR

9.1 BHHE - IREZDH 3 BE

9.1.1 HIEMTHDS 5EBE
ERERT RV EH SN LA TS, G LI L. A
MO 2 R BENDDH %o

EEAEE BT 2 BENDDH D,
9.1.4 WHIRRREEREE D& 5 BE
IR % B 2 B2 N0 B Do
9.1.5 BICHRENEEDH 5 8E
BRG] RHENED LA R TBEZNDNDH 5,
9.1.6 Y>av I/ REBICHIEH
TEBEAS R I & #5055 BENHA D 5.
9.1.7 BT F—2 2D H 2 8BHE
I 2R B2 Nh D 5,
9.1.8 FRIRMEEIETAE (REHKIESE) DOEHE
G EEL R T B82 MW H 5,
9.1.9 BIBREHERTE (72 VI HR%) DEE
MR IIHIE ISR Ly s DT e > T B,
9.1.10 EMEKEDEIERED & 5 BE
IRAF % A L0,
9.1.11 =gH
MR HIEI R ISR Ly s DT e > T B,
9.1.12 RIMARIEAIC L DHREE. REMEE. REFMiTHOEE
PREEZET L2 WD 5,
9.1.13 SRERIMPISERE. FEM A LY ARNEREHLEFHE1T-
-ty
HALEEE % FIH S %
9.1.14 EEOREEDH 2 EE
L FRTLBENDD 5,
9.1.15 EHEEERVEADH 2 BE
JHERE AT DD D,
9.1.16 EELREMBERBEDH 2 EE
WH L7286, BEREBEAZ R TBENDTH 5,
9.2 BiHmEEEERE
PR 2SEIE LEIER 25 S b BENDNDH 5,
9.3 FrieEERE
9.3.1 EELHEREDH 2EE
BHLanwZ b, SIEICHS 2 LD 5, [2.562H]
9.3.2 I EERE (EELTHERSEDH 2BE K<)
R LEWER D 5 b BENNNDH 5,
9.5 1F1@
TR SRR L T 2 TR & 2 iz i3, i LoFitid e
Betkx B2 LS A HEICoRES T 52 L, BiER (<
T R) CHGREHDPHE SN TW b, SRS LzGa.
ARG A RS ER (S0, s, KR, REE) »*Hob
NDZENHD. BUMEEOFLGIZ LY . Bl RIS & b
N5 Eo#mEND %,
9.6 RILIB
KA G PR EMIT S LT, BANOBITICEY, AR
TENV AR (EIR, LR, PR RS 254 Uz L ok
HEWH Do CYP2DODIHMED WE TH S Z L BHPI L T 5 B H
(Ultra-rapid Metabolizer) Tid, FEFLFDOE I b R EEIE L &
LBEND DD,



9.7 /B
9.7.1 12ERimD/R
BH L & IIIHOEZED T V. NI BWT, JET%
GHEEZIFEINFIO) 27 HEnE OHEDH 5, [2.288]
9.7.2 BBim. EAEMIEIREFEITIEREIEELMABEE TSR
P L Z & HERIFINE O ) A7 58N 2 BZN0H 5.
9.8 Sl
BHED» OGS 2GS 5% EREOREZBRE L2255, HEEIC
W55k —ARICAEMBEREDMUT LCTB Y o FRICIIEE o %

SR

10. HHE(ER
AFNE, F & U TOFREMEEZEUGT2B7,. UGT2B4 K '—#CYP3A4,
CYP2D6THRE#H S5,

10.2 BHAEE BRICEET S L)

R0 BEARIEIR - F51E 5 15 W - fabrE T
R HIRES ] WP ), R R OFSEEE | AR LS F R A A S A

VEVE WSS 31| R OUSSEAR 2 2 & | RSN G,
IV — VIEERERE | LB S,
LS ONG RS
BT I Y ERACRERRLEH
ZBRIL O]

B T

T a—

73 ¥ RPUEEILA 7 =) VRIEIMA OVE | HFEANTH S,
INT 7)Y DR END ZEWDH %,

R A Ly ZNCE 2 T | AT ) AR 3
RAERUIREE SRS 2 | ahs,

BENWNDH %,
FNV AT = VIERREAAY | KA OREDBIST BB Z | w At €A A FEERRUE
b b I &Y KA O A5
EICES NS,

o) eI

1. BEA

WROBWERDSH HbID 2 DB LD T, BlEL T2t BE
HRRO O N BB I G 2 Ik T 5 4 SR R LE AT 2 L,
1.1 EXLEIEA
1111 &EFS GEEAH)

WL DELLZENH D, T2, BETICBIT A GBOAM
i LEGORIEIZE D, B, Lok, R ST,
A, MR, FURL IR, BORE. BEFE. AR, A, AR, IR,
EHOMIA - B, WGBS OBRBEEIS b Z WD
LOT, B EPIETAHE12E. IHARZREA ICHET 2% &,
BEHEOREZBIE L2057 2 &, [8. 1]
11.1.2 FRORHNE] (BHEEAH)

B, IPIRARE . A0, MRS H & bz
X, G EHIET 22 EEY EEIT) L BB, KAENZL S
WP EENC 1. FREREERH] (Fuxy o, LaalL 7 7 5) pskE
35,

11.1.3 $&&. (HEAH)., €AE (HEAH)

11.1.4 'S CHEEA)  SREREEE () (MREEIZRE G AH)
11.1.5 FREMA LI X GHEAH). hEMEXHERE HEAH)
FAEMIGR RO BB G LB EICH S bR L OWEDNH b,
1.2 ZOOEIER

A

WEEL 2 AHENR IMUEZSEh, S
RSN IRA Ik, BUREIRE, 58T
AL L, WEM:, AL
B 55, %) HEG
ZOh PERR R

13. BERS

13.1 fER

WEWEHnf . BRI, RREE, SR, MR, EE RO, HE
0T QAN NI = TR R AN L 1 - SN 7SN ] O = R
FEERITIEND D,
13.2 @

DT ofiedT) SEDEE L,

CHEE AR L ROERERE. HIIE R O A 1 XY ) 2 0
WS EAT ) o

RS PTAIE S 2 ATV BB IE 5 LIRSS PR 0 B
HHEBLL WL ) EEICES T 5, B, HEEBIH OVEH R
Bl a7 v oIV EDT, BEOE=5) ¥ 7%
A ONLEF O FOBIZIE U CHlmE 5130 AR E 2 fiE L2255
FRBEEHET %0

S ABEIZIE U T, AEHIS RS I oI EE 1T o

14, BALEDZEE

141 EHZNEFOEE
PTPUEDFANIPTPY — S L TR 2 £ H38ET 5 2
Lo PTPY— FOREKIZ LY WVEIAEA BRI L, 12
135l BT L THEIRI S OBEE LR GIHER T2 L0 5.

15. ZOMOER
15.1 ERER{ERA ICE D <155
EIEMIZCYP2D6D G S ME TH L Z L B L Cw % B #H
(Ultra-rapid Metabolizer) T, &HIOIGFVERBEW TH 5 €IV
L ADOIMAEEDS LA L EERAPEEH LI 25 BZW0H 5,

16. ZE4ENRE

16.1 MARE
) a7 A v §Edmg [VTRS) LF#EfF L LC) yBa 71 »#l% [+
IA] Z7URAF—=N—FIZIDENZENITTFTA ) VEEKRME LT
20mgREHERL AT T 197 M A AR I 5 L C L i b SR 2 A FE & 1 5
L CEONHWENTE/ YT 2 —% (AUC, Cmax) 122V T0%IEHEX 12
THERHRIT % AT - 72458, log (0.8) ~log (1.25) O#PHHNTH V. WHID
e I S N e e A A

(ng/mL)
50
- U BO71 8 5mgl VTRS)
m%*” - YUEEOTA U %IRIA]
%
30
*
%
* 20
N:]
}E
=10 A
O T T T ol
0 3 6 9 12
B (h)
Cnax AUCo-12 Tmax Tz
(ng/mL) (ng - h/mL) (h) (h)
V) a7 A EESmg
VRS 30.09%11.50 | 140.3%29.5 | 1.211+0.451 | 2.317%0.495
e Y
VAT TALWAN | as 154775 | 13154314 | 1.02650.311 | 2.495%0.440
eyl

(mean*sd,n=19)

MEEHIREEN NCAUC, Con00/8T X — ¥ 1%, BERE OFEIR, AB ORI
B - BERT S O RBRSEMC X o> TRR D WHENED B 5,

18. ERhEIE

18.1 fEA#F
RENLE IV b A LMD THEUOLFEELA A L. 4 ¥ - bZERIHS
L5, EOFEMEMZEL L A LD L5V, SERIEHIEELV L XDH1/6. 1
FEEREINHEIE . HERRAE R ORI E I E /4 vwb s, b0
TERNGEA I L TH FIUTKIE LIRS 2 L 130 &6 v, BT,
FEREEBITHERHLENV L ADI/ALT EVwbNR S, ZRSOIEMICH
L CHAEAE A A8 < L ERE O KBk PR I TEHAE A LTI B & 4§ 5 &
CICE VAR D, F S ABIEE) 2 IIH LT IREET A B

19. BRIRSICET B E{LRZHER

— MR T a7 A4 ) CEEEAKFIY (Codeine Phosphate Hydrate)

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

13 CisHaNOs + HsPOs - 3H20

G 1 406.37



PEIR ARSI E A~ RO S UIESEOB K TH %,

AEEAOUERERE (100) 1SETR3L. A8 /= VI s /7 —)b (95) 12

BT VT F VI =T IVIZIFE A EBET RV,
Al .0g% K10mLIZEA L 72 OpHIZ3.0~5.0TH 5,
R L > TEALT 5o

= .

22. @
100§ (1088 (PTP) x10]
5008 [1088 (PTP) x50]
5008 (]

23. B3

1) &R (RSB E R

*24. XEERERVEVEDESE
VAT ) ABEEMRAAE AT AN YT A= a U
T105-0001 HEHBHEXE 2 M5T H11%E2%
7= 4% 0120-419-043

26. BEHREEES
%*26.1 BUEERFETT

Y15V EPD&RSH
FRIERE/FI5TH 1525
*26.2 BRTIT

17 M) AREGA S

RREEBXE/FISTE11E25

006



