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SELAPINA Combination Granules

1.1 FEIFOF NP/ Tz VICKUEEBHESHIREIR
ITEIBZNNHBDTERI DT &, [2.8, 9.1.30 9.1.4,
9.3.1. 9.3.2, 10.2, 11.1.7, 13.1.1 8]

1.2 XREFE MNP/ TV ZZCHORR (—RAEER
mZEZ0) EOHAIRKY. PEMNPEZ /T VDBER
SC&LPEERHESIRETZIBZNIGB I EN S,
INSOEREDHAZRITDI L, [11.1.7, 13.1.2 8
i1

2. 22 (ROBEICIFRSULEVNT L)

2.1 RAEIOE . B FIUBBE (FAEY V&), 72 /) F
7 VB IEE OB AR LB BUE O BEEE
D »HEE

2.2 HItHEBEOH 2 BE [KAFOY U FILT7 I FIZHEL
HBEZELSEE2BENTDH 5]

2.3 7ACY VBRI FOBEROH HEE [AEIGTOY
UFILT7 I RETRAEY VBB ZFERT BTN H 5]
[11.1.5 ]

2.4 BEEREOBEEZEIINILE Y — VEREEEL - REFIZS D
AR F OBRVEETICH 2 BE [AHFO T X
FIURAFLYIVY Y FILVEEEIL, BEREOER - .
FRAR A IR A O M R R A O E R O IE B % Sk 9
BENDDHB.] [10.2 2]

2.5 HAZEBARNEORE [KAFOTOXI IV AF LY
THY FIUVBENSET A ) VERICKVEEES LR L.
TERZBELSE B ENH D] [9.1.5, 11.1.11 BHE]

.6 BN RAE RS RESIRES ICPRHERRRB O H 2 BE [KRAIH
DTARY I RAF LI FILEBEIEZRIY VEAZ
BHL. FRE#ZBLSEEBENDD 5]

T 2BARmOHSNE [9.7.1. 11.1.8 BHE]

N

N

2.8 EELHBEEDHSEE [1.1. 9.1.3, 9.1.4, 9.3.1.
10.2, 11.1.7. 13.1.1 ]
3. #8m% - MR
3.1 #8mk
W74 7 Y EE R
lgrh
HFYFLT IR 270mg
BRI TEr7IJ) 7Y 150mg
FAKA 724> 60mg
TURXYIURAF LY IY Y FIUEE 13.5mg
A AR, A%, bUEnaTTr Ty, LS
8 UL, ZEES A E BR
3.2 HFIDMHK
HR7E 4 I YRR AAla— 1
& - Al HEDERA SL
4. SHEE - IR
BB UK B LRERICH S TEOERDBER ORI
1. 2B, IE - IR5ERE. A7, BOENTE. BAENTE. RE
6. A& - AE

HE. BAICZEgE | HAERZ 5T %,
7B, Fi. ERICKDEEEBRET 5.

8. EERBEANIR
RAZET I ENHHOT, KAREHOBEICIIHEEDE
EERERZ A BMOBRIEICRBESE LV ITHIERT 2
&

9. FEDEREZFIZEBICHT IR

9.1 SHE - BIEEEDHDEE

9.1.1 HIMEMIDH B EE
AEIFOT ) FILT I RICK O M/IMIHERERE 22T 8N
BH5, [11.1.4 2E]

9.1.2 [EXMEDHDEE (FAEV VIHEN(ZZDEHEED
H3EEZERL)

KEFOF)FLT7 I RICKDVFEEZBLIEL2BENIH 5.
[11.1.5 2]

9.1.3 ZILO—-ILZEEEE
HFEEFHSDLNPIT <S5, [1.1. 2.8, 9.1.4, 9.3.1.
9.3.2, 10.2, 11.1.7, 13.1.1 Zf&]

9.1.4 R - (BRBIRE - BREZEZIICLDIITIWNIFFIUREZ.
BRAKERDH 2 EE
FEENHSLNPT <R B. [1.1. 2.8, 9.1.3. 9.3.1.
9.3.2, 10.2, 11.1.7, 13.1.1 ]

9.1.5 HRIBARAEDES
KEHEOTARAY I AF LY IY ) FUBENET B3V
SERICKVBRES ER L. ERZELLSEZ2ZEPH 5,
[2.5. 11.1.11 Hg]

9.2 BiggEEEEE
HEELZE(LSEEBINTSDH B, [11.1.9 BHE]

9.3 Fri&aEEEEE

9.3.1 EERIEEDHZEE
BELRWCE, REFOTE T I 72y ORBPIELEL.
FREZE(LSEE2BENDIDH S, [1.1. 2.8, 9.1.3. 9.1.4,
10.2, 11.1.7, 13.1.1 BHg]

9.3.2 FEZEDH2EE (EERIFEEDHZEEZRL)
FEFOTE N7 I 7 v ORBHBEBEL., FFEEZ B
wrB8FEN»H D, [1.1. 9.1.3. 9.1.4, 10.2. 11.1.7.
13.1.1 8]
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THEICIE. BDEE/NRICEED., EKE. IBROBIREIGE

EEOFRZITRARCHREAR2ZE L CHERERT 574 L

EHEIEEST S L,

cYruArFTrr—YHEEA (BOA. SHF) ZERICER
L. FRIEOBHKEERER CRERD. Z IS FKBDAE
MR EDOWMENH 5,

v rutF s> —YIRER 2 ERP LSO FICER L.
BROFIREIGESES 2 EOMENFH V. FTERERHI
FOFFRIVAINEVEL RAHZ EPHMENTWS,

U FOLBREIA] (7 AYY V) TREMEE (Sv ) T
BEHEIERD 25, e M TIRIERBIC T A V25 Sz
BERUOZOHERICHMER? b5 bI: EOREDNH 5.

cHIRBHIOLEADTE T I ) 72 v OHBICE D BRIRIC
BIREIGEZRBIT DD S,

CHERBHOT Y MITR N T I T RS LERE T,
FWREOBREMNEIHRE ST 5EY,



9.6 =B
HELOERERUBARBEOAREEZEE L. BAOMEX
WGk BET A2 &, . BHERAZET S &, KAIF
DHh7 A VIRAFRICEZITEITT 5,

9.7 INR

9.7.1 2I®ABDELR
BE LW &, SHET. 2BRBOANRADTa Xy V>
BEI D51 & O BIEN 2 FEENH S Z > 72 EOME N H 5,
2.7, 11.1.8 =H&]

9.7.2 2B E1SERBDIRE. IR (KE. 1V TIWIVTD

£E)

BELEWIERFRIETH), OB TRET 56

(A=

HEILHRE L, REROBEOREEZTDICBEIHI L, T
U FIVEEREAIOEHAERIZEVE EEZ 22500, KEICH
WTH ) FOVERRBIAI & T A EMRERE & O BEN 2R IR E
WEN DB [T AREMRE /NRICBLTED TENITIKE,

AV TIVIUHEDT AN AEEBOLITH. L WIEM,
HEE, B (AEREE) SRRSO BIIE.
Far FYUFPZER. AST - ALT - LDH - CKo &7z L&

o s

7 YEZTIGE., 70 oy Yy miE,. RESOERAE
HRICHIAT 2B ERORETH 5]
9.7.3 2B E1ISEKRBDIRE. IR (KE. 1V TIWIVTD

BEZRL)

WwEEORRESEREZ EE2 RSN BEICDAERE
TR L NEFEZRRE LA ROCR2E2BEL L
W PRFABR L EHE L Tz,

9.8 SEE

BET5uEFERTHI &, —RICERBEPETL TS,

10. HEEH

10.2 HEER (HACERTSBI L)
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Al B S 2,
FRARARE I A HEIC PRI ER 2| Taxy oo 25y

WHRT HZENHBDT,
BRI S%CEBIRET
5T &,
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1.4, 9.3.
3.2 11.1.
1.1 ]

.38
. N
. 7\

3

— \O O
i

Z

\

MBI Fr AR R R 2
WG 52 ENDH 5.

TURT IV AF LY
Y FIVEEE IR
MEMEERZH T
%

TILVIA—LZEERENT
thr7I/ 7z ERAL
T ZAHFAEERI L
EOWEND B

FLI-NIZED T
NPTV OR
H#HE2EON-7TEF
V-p-R2VJF ) oA
IUAORHEDPEES
N5o

B A

FIV T LB
TUIVFTF Y
0 2B EREHA
TUIVFTF Y

R EAIE

HEICHEEERZIE®RT %
ZENHAHZDOT, HET S
nEEEICRET S L,

TURT IV AF LY
IV FIVERIE IR
ER%E9 %,

A% BEARIEIR - FEETIE W - fElEE T
) AERAEZAT(BRER  HEICHRI) V| Taxy I AF Ly
% | TERZIERT 5 2 EMH D, | TV FIVEBEEIRD

Tx)FTIVHR
L&, ZBRRH
2 DRI

Fizix. BERE (BHCR
&, oD, B, FLWE
M BEER O R & B I
BROBRAENO S - HE
DRER) ZR L. FREM A
LI ZRICBITT B ENDH
b, 2B, ZOEDL, EH
3 FAIRCMOT = ) F
7YY R WE D I F

UER%EBT %o

RICK O AREELT S &
LHLDOTHERT S L,
BENE  BET S EHE
BIIRETAHZ & F7z,
BERENFH o bNIBE
[MESs R gy

11. BWWERA
ROBWERMH 5bNBIENHHDT, BEETTITTL,
EEPRDSNGEEICEEKE2H LT 570 EE) 2 LE %17
22 &,

1.1 EXZENWER

M.1.1 2avd, P7FI745FY— (WITNLHSEERE)
WROR RIS, S H AL, MERE. EREEPH5bNEIEN
D5

11.1.2 hEMRIFFERAFE (Toxic Epidermal Necrolysis :
TEN). RSHIRIRAEIREE (Stevens-JohnsonfElREs). 2%
MNFEMEREERBEAE. RBEMERBER (LI N SEERE)

11.1.3 EZIMEBSIEEIREE (HERH)
MEER & LTHE., BEDSA SN, BICHFHEEERE, VS
HilEAR. AMBREEN. IFEAERIES. EAELY D SERHEIRE RS
EFREMOEERBEIERPOSDONEZIENH D, BH. b
ANIVNRZATAINA6 (HHV-6) FD A IV ZADOFEELEZMED
ZENEL, BERIBLRE ., . FRERESOERY
D5 VWIBEETHZENHHLIOTEETH &,

11.1.4 BEFRMEEM, MR, S|BREGE. SMmEEm,
MR (Wb SEEAR)
[9.1.1 &Mg]

11.1.5 IRERIEOFER FHEARH)
[2.3. 9.1.2 2&]

11.1.6 FEEEMERDN. WFERERMERGR (W9 n b SHERE)
MW, MEIREEE, FE, FTORBESESED S5 NEEICIE,
FR DI XAR. WECT. M~ —h —S0BREZEMT 5
&, BEDPRDONLGEICIZEERPIEL, BIBERERIL
EVAIOHREEOMY R NEEITH &,

11.1.7 BUIRERFR. FTHEEEREE. BB (W9 N L SHERE)
[1.1. 1.2, 2.8, 9.1.3. 9.1.4, 9.3.1. 9.3.2, 10.2. 13.1.1.
13.1.2 =Hg]

11.1.8 FLIRZATEAEIREE (SIDS). ZL'RIBRIFEIFIREE (W7
NHEEERE)
Tuxy Y EEIE/NRE (BIC2ERE) ICRE LA, A
RZESRFERERRE (SIDS) KO REERERIERFEESH DN
T EDMEDH BV, [2.7. 9.7.1 ZE]

11.1.9 AEMHBR. SIEEEE (LI NLHEERE)
[9.2 ZHE]

11.1.10 FEIBEARIRRAE (S AHH)
AR, R, CKEF. MFERPRFPIAL 7y E7 %
B E T HEEBRBESHDNEENHAHDT, DX
I RIGEIIRE I L, BYRLEXITS 2 &

1M.1.11 BRE JEERH)
BAERESH5bNHI ERHHDT, RVET. RS,
HobNIHZEICEEEERIEL, BEYALEBER{TO I &,
[2.5. 9.1.5 =&]

1.2 Z0DEIER

NS | 0.1 ~5%K1 SEARH
BERE  |FE TP, BRI, REA
Mg F7 /=¥, EREREAD. MiEA . &
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ED EF. AL, BE, man. AR, B8, ¥
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TERR AR ME B RME, SEIR

Z Dt BIFR, REHET > F— 2, KRB BT, %
W, AR

13. BERS

13.1 fEIK

1311 7€ b7 720 0OBERSICKY., AT - B - D
OB (MEER @ D, B, 37T, 25388E8%) Pk
ColEDRENH B, [1.1. 2.8, 9.1.3, 9.1.4, 9.3.1.
9.3.2, 10.2, 11.1.7 2HE]

13.1.2 BEKEACHRBGEEASOREFICIE. 7 b7 I
TrREGCLOPHD, ARETEL N7 I 72 U NIEED
EAA EDBROLZMHAICED, 7T 73 7 v 0OBEE
BILX2EELGIBBENRRIABZTNIH S, [1.2, 11.1.7
%]

13.2 E
TE N7 I 7 UEBREROME (FREOBRRESE) 121X,
TEFNIATA L DRERERBTHT &,

15. ZDMDFE

15.1 BRIRERICE D 1B

15.1.1 KRFO7L N7 I 72 OELULEY (7 2 F & F
V) ORMBEICKD. MEBREFEEZRITIENHHDT,
EHHEEIT 5 &

15.1.2 BERRUBHEEOBEZREL- LA, KFFDOT
T I 7 OELLEY (7T Yy) EEE RS -
KREIHER (F : BIRAE].5~27kg. IRAMAR4~308F) LT
Wz ADZVWEDIRED D 5,

15.1.3 i 8—=F 2V VAl (RRAIFO U RXY IV XAF LI
VFVEEE) 37z ) FTYUREEY. TFuT ) 2L
EMFEICLDORBEORERES CBREDRAFTAIT) %
EEBERLUZ V. BAICE->TIE. TOLD RfERAHEE, §E
HALS R EDH 5,

15.1.4 BRFO O XY IV AF LY D5 Y FI)UBRIEIZHIHAE
HEET 570, MoEAICES hE, BEZE, NEEsc
L BIEMEREREELT 22 ENH LD THEET S &,

15.1.5 FEX 7 a1 FEERERAZ RARERSShTw bk
ICBWT, —BNEREPED 5N EDOREND 5.

15.2 FEERIREERICE D < &R
KElFOTE N7 I 7z OBEMMEE (TR FY) %
B - KBRS LEBYRE (v7 2, Iv ) T EEHRE
MERD 5NI-E DWMENDH 5.

16. ZEHENRE

16.1 IMopiERRE

16.1.1 &P HIEIE R
IS RAERMEPLESENZ, JUAF—NEICLD ZnZEhlg
(F)FIU7 I R20mg. 7 h7 3/ 7x150mg. #AKNT oA
60mg. THRAY IV AF LY IHY Y FILEEELS.5mg) BEMASTFIC
MEERERORS L CmEHhs Y FU7 3 FBE, WEH7E b7 3
T BE. EFHT7 oA VBRE, WEF Oy D BERHEEL.
BoNEPHEL/ST A —4 (AUC, Crax) IKDWTHEHEIT 21T 72

FER. WAOEMENESEI R S Y
(ng/mL)
300 -0 £ 5 VR

il 250 L —o- PLEC&HEHL

5 (Mean+S.E., n=14)

200
Pi
,9'_
i},’ 150
3 100
g
= 50
i3
00 L . O
0 1 2 3 4 5 6
5% O R (hr)
MEHY ) FL7 I NOEYFHE/ ST A -5
HENNT A= BEINTA—H
AUCos Crmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
I ¥R A ER 308.4%£13.7 | 278.9+12.7 0.4£0.0 0.5£0.0
PLE & FERL 305.0+13.1 282.0+14.4 0.4+0.0 0.6+0.0

(Mean=S.E., n=14)

1g/mL)

o 2T -o-t 5 U EAER
= - PLEZ & FEAL
f 20+ (Mean+S.E., n=14)
7
+
~ 15
T
)10
7
X
> 05
7
g 0.0 (/ 1 1 1 1
0 4 8 12 16 20 24
B 5% o R (hr)
MEFR7E N7 3 720 DOFEYEEIST A -4
HEINT A —% BEINTA—F
AUCo-2 Crax Tmax T
(pug-hr/mL) | (pg/mL) (hr) (hr)
I YRR 10.6+0.3 2.2%0.1 1.0£0.0 2.5+0.1
PLAC & FRL 10.6+0.2 2.2%0.0 1.0+0.0 2.5+0.1
(Mean=S.E., n=14)
(pg/mL)
201 -0t 7 ¥ ERAER
1 - PLEC&FEKL
% 15 (Mean=S.E.,, n=14)
L
7
710
¢
v
05
i
O'O (/ 1 1 1 1 1
0 4 8 12 16 20 24
5% 0 (hr)
MERH 7 =4 > OREYFHEINT X —%
HEINT X —% BENRTA—4
AUCo-2 Crax Tmax Tz
(pug-hr/mL) | (pg/mL) (hr) (hr)
I B A BN 9.2£0.2 1.5£0.0 0.5£0.0 4.4%0.1
PLEC & FRL 9.7+0.2 1.5+0.1 0.5+0.0 4.3+£0.1
(Mean=S.E., n=14)
(ng/mL)
6r -0t I ¥ EAER
moo| —o- PLECH RN
ﬁ (Mean+S.E., n=14)
- 4
o
A3
A
v 2
=
B
£
O(J 1 1 1 1 1 1 1
0 6 12 18 24 30 36 42 48
B 5% O r#E (hr)
MERT TR D O FREI ST A — %
HEINT X—% BEINTA—H
AUCo-48 Crmax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
I ¥ B AR 79.6£3.5 4.9£0.3 4.9£0.3 13.2+0.5
PLEZ & R 82.1+4.2 5.3%£0.2 4.7£0.3 12.4%+0.9

(Mean*S.E., n=14)

MiEFEEYN FICAUC, CoaED/ST X — &1, #HEE ORIR, KK
BRENEIEL - RS ORBEMTIC L > TER A REEDH 5.

16.4 {38

16.4.1 72 b7 3 7 VTRV 0 BIASE, FEkaas
RSB, Fiz. —EBIXCYP2EIFIC K D /KEB{bSh. N-7t&F )L
pRYIF I A IV ERBN AT VY F A UiadEZT,
XA T — )Vl & 72 B,

16.4.2 17 =4 VIZCYPIA2IC K BB A F VAL UERILIC & > TREFS 1.
RFNFHUFoHBVIEAFIVRBEE 279,

16.4.3 7O XYV VI TEICTORY IV ALEF Y RETFTAAFIL
Faxy v Rt n s, FREHCIEEICCYP2DOAMES T 5 (in
Vitro).

16.5 HEitt

16.5.1 h7 2 A VIEAFILFYH U F U HBHNIERXAFIVREEE 72> TR
Prttsh a9,

16.5.2 7 X Y VIZRFICIZEE LTTa XY V2 2Lk F v Rt
SNz (HEAT—%).



18. EEFNFIE
18.1 {EFRtER

FUVFLT IR (BUVFLER) 7 b73I )72 (737
J —=IVR) i RIRFASHRICIER L CRELE 2R L. RORE %
BAIC U TRERE., $-AMEOERDEZTRT .

H7 A Y OFRMREEERIBHEEEZERIC L. AREZRET 5.
TURY IV RAF LIS YFILBIEIZ, 72 ) FF7I 0RO RS
IVAEITHEe R Y I VIEHEET %,

19. BMRSDICET 3IBEEHNMHR
19.1 BUFILPZER
—fi%% : U FI)L7 I K (Salicylamide)
{E%45 : 2-Hydroxybenzamide
SFR : CGHINO,
SFE 137.14
M R BEOBEXITEEEOHRT. ITBLRUERIEZ L,
N,N-VAXAFIVANVLT I RICBDTHEITPTL, T/ —)L
(95) IZHEFR L, 7a¥Ly 7 a—)LIcReREITRT L.
VIFLI—=TIIZRRBETIIL L, KUETZaa RV LICHE
Fiz< v,
KEEETF NV AR ICIE T %o

@CONHz
OH

Al = 139~143C
19.2 7€ b7=/7zxY

—f%& : 7+ 73/ 7 x> (Acetaminophen)
{£%4 : N-(4-Hydroxyphenyl)acetamide

7FFH : GHINO;,

SFE 1 151.16

M R ABOEENIEREOMEKTH S,

Xy ) ——JI/X I =L (95) ICHEFRT L, KITPRHET
1<K VIFNI =T IUIED THEFIT Lo
KEEEF b7 ARIKICIET B0

OH
i «/i::
ﬁ/mw
H

B 169~172C
19.3 BKAT A
—fi%% : ®/KH 7 =4 >~ (Anhydrous Caffeine)
{54 : 1,3,7-Trimethyl-1H-purine-2,6(3H,7H)-dione
SF ¢ CsHiNLO,
SFE 1 194.19
M R AEOBEIHERT, EBVLIEE L RIEEWL,
JUOURIVLICETPT < K, FKEEE X I3EERE (100) 2%
RHEFICL, T =)L (95) IV T F LI —TILICIET
12< W,
1.0g % /K100mLIC¥ED L 72 OpHIZS.5~6.5TH %,

0 CHa

>

HaC\

CHS

B m235~238C
19.4 FOXIIVURXAFLYIYUFIVESE
—MEEZ TURY I URAF LY IVY ) FILEEE
(Promethazine Methylenedisalicylate)
{E24 @ %1 : 2RS)-N,N-Dimethyl-1-(10H-phenothiazin-10-yl)
propan-2-ylamine 5,5-methylenedi(2-hydroxybenzoate)
21 (2RS)-N,N-Dimethyl-1-(10H-phenothiazin-10-yl)
propan-2-ylamine 3,5-methylenedi(2-hydroxybenzoate)
%3 1 (2RS)-N,N-Dimethyl-1-(10H-phenothiazin-10-yl)
propan-2-ylamine 3-(3-carboxy-4-hydroxybenzyl)-5,5'-
methylenedi(2-hydroxybenzoate)
SFR ¢ %1 CauHaNLS; - CisHi206
%2 1 CuHaN4S; + CisHi2Os
%3 1 CsiHeoNeS3 + CsHisOg
1311 857.09
%2 1 857.09
%31 1291.64
R AE~-HECORBREOHETH .
BEEE (100) ISR, T4 =)L (99.5) ICHB& TS
KLV IKXEYIF VI =T IVIIFEA LT 20,

AT

]

HsC CHs
~N7

( \CH3 HO=C O O CO=H

%1 :n=2, R1,R4=0H, R2,Rs,Rs=H
%2 n=2, R1,Rs=0H, Ra,R4,Rs=H

%3 n=3. R1Ra=H, Re.Ra=0H, Rs= szoQoH
CO:

20. RV EDEFR
HILEDEETHIENH LD T, HFERERITELEL TRET S &,

22. @
12008 [1g*1200]

23. EEk

1) RIRERL fih 0 EREH. 1966 ; 6 20-32

) Stuart MJ, et al. : N Engl ] Med. 1982 ; 307 : 909-912

) PAREIAISR  /NERO#ES . 1983 5 2 1 95-102

) Buck ML, et al. : Ann Pharmacother. 1991 ; 25 : 244-247

) A I AU NER (B RSEERER)

) Bft— fth © BFIZEE. 1998 ; 40 : 3005-3016

) Bloomer JC, et al. : Xenobiotica. 1995 ; 25 : 917-927

) RIEET ft: HAOEEE (HPERE) . HE 0 £RAER  1968.
104-109

9) Taylor G, et al. : BrJ Clin Pharmacol. 1983 ; 15 : 287-293

10) Nakamura K, et al. : Pharmacogenetics. 1996 ; 6 : 449-457

*24. WEERERUEVEDER
HAY 2 ) v 7HA&H BES THEKE
T108-0014 FEEEXZAT H33ELLS
TEL 0120-893-170 FAX 0120-893-172

26. BUEARFTEES
26.1 SHEARSEIT

am» LA/ rIAIVER e
REBPRENEMN2THI0HE10S
% 26.2 BR5EIT

@ BAYIRUvOKAEH

RERPEXZATBEHIIE11S

2
3
4
5
6
7
8
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