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BAEEERIEES
87449

FAERES | 22800AMX00687000

BRI | 20165117
FAOS9IVEE
-“!jf w ® sy
y 4 LYK si5mg
LSRR T . .
AR T BRSO DESALEX® Tablets 5mg = ORGANON
2. 22 (ROBEICIFHRSLEVT L) 9.5 Il

2.1 RRNIORRGNIET T % T R UBBUE O BHERED & 2

B
3. #8m% - MR
3.1 #8mk
HR7E 4 FYL v 7 A%E5mg
BRI I$EF FAUIH¥ VY 5S5mg

U VEBIKEAIN T LK. RO —
A, bhwEQaTFTUS v, I, FLEEK
eIl M, e FuoXo—R, BtF¥>, v7u
T—)L400. = k. HEEbek. -
oAy, ¥ 3vay

3.2 EEIDMER
HR7E 4 THL v 7 A%4E5mg
AIE - (iR M 740 —F 4 V78 DT VHkE
=7 ‘@5
EfE : 6.4mm
S | B ()
—
il
B 3.0mm
2E #107mg
Mala—F C5
4. FHEEN IFZHR
O ZULIbF—HER
O EmE
O HEEE (BZ - HEBRX. REZSHEE) [CHSZ5FE
6. BIENUHEE

BES 2R EO/NRECBRAICET ARSI Y Y& LTLE
Smg#z 1 HI1EREOHRET %,

8. EEREARNEE
(GgEILE)
8.1 IEMFBD SN WVIGEICIX, BAREEHICOIZVEES L
WEDITERTH &,
(ZLILF—HERXR)
8.2 ZHItOBEIRET 253, UHREHE2EZT. TOHE
R oBE52MB L. FREHRTRETRITIZZEPESE
LWy,

0. REDERZHIDREICHT IR
9.1 B - BHEEEDH 2 RE
9.1.1 ThhAOBEDNSH 2 EE
+oauMBETI . REPHLDNDEZEN BB,
[11.1.2 ]
9.2 BHEEERE
FAUTY I OMBRBREN ERTEBTNHH 5.
[16.6.1 2]
9.3 FrikEERERE
FAUTY I OMBRBREN ERTEBTNHH 5.
[16.6.2 ]

ISR SRR L T W 2 ATREHE D & 2 ZEICIZ, 5 2@ 1T 5
ZENEFE LV FRIOBWRER (Fv b UYF) T
EERERO TV, usy Ty 2RE5ELET Y b0
HETTATT Y VY ORBADBITARESNT VS,

9.6 1ZHIm
R EOFREROBIRBEORREEZZE L. BAORS
Xl z#HdT2 &, v 5T OBKRBET, TA0
78TOt MEAHFAOBRITIREShTVDY,

9.7 INE
EPICBWT, BHAEGER, #rER, LR, HRET125®K
RGO/ 2R E U7 BRERBRIIER L Tz,

9.8 Bt
—MRICEHEREPET LTV 5,

10. 88B{EFR

10.2 HEEE (HRISEETSD L)
HH 2% HRREIR - $EE SR W - fElRT

IVAROYA Y |FAUTY Y2 KU3-OH |[#EFEAH

Fharvy—)iL  |FRuIY Yol

[16.7 BR] BEOLEESRD LN,

11. BWER
ROBWERDBH5bNBZENDHBHOT, BELZTDTITITV,
BENFRD ONLIGEIERE 2 RIET 5 7% &8 4 0B 21T
52 &,
11.1 EXGEIER
#1111 Yavd, 7FIT45FV— (WINHEEAR)
av I, T7F745Fy— (F7 -, FFIREE.
MEET, MENFES) PHo6bNbIENH 5,
11.1.2 ThH A BEERHA)
[9.1.1 ]
11.1.3 &8 (JHEAH)
11.1.4 FFaeEE. 8B (LI N HEERH)
AST. ALT. y-GTP. Al-P. LDH. EYLE VZFEDF
LW ER %20 FieRE. BEESHO5DbNE I ENH S,
11.2 ZDMOEWER

2% A i A

AR R PR L= UEE . RS MEE)TTE
NG SR, B
Bk E Nz
B2 & R O R MR bis2
—f - 2HEERDS W
5L DIRKE
Z DAt AR N, I | RARTTE

I L AT a—) )L

12. BRRIRERRICRIFTRE
TULE VERARIGZNE T 5720, 7 UL Y ERKRIBHRE
#EWT 53~5HFID S AFO®REEHIET ST &,

13. BERKRS
13.1 W&
AN MPGEHTIC & > THRETE AL,

14. BRALOIFE
14.1 BERIZMFOER
PTPEEDIEANIPTPY — 2 SWMOHE LTIRAT A L5
HI5HT&, PTPY— bOEBICKD ., WAL EIERS
JEARIA L, BICIZEA2BI L THBIRAASORE 2 &6
TEEHETHENDH 5,



16. EYBHRE
16.1 MARE
16.1.1 BOiES5
EEERABIEIC T 2055 Y4825, SRU10mgE) % 2R3
EEORS L &, MEEFF 2055 Y MERLFORRIC
RL7eEBDTHY ., CoaXTAUCIZ DOV THELFIMEAFED 5

nrz2,
£l TRUTY Y UEEEREEREEREOREG U & EDOZEMERR/NT X —%
TmaxT CmaxI AUCO—wi tl/Zi
e (hr) (ng/mL) | (ng - hr/mL) (hr)
2.5mg | 8 | 2.50 [1-4] 1.46 (24) 20.1 (29) 19.7 (11)
5mg 8 | 1.75 [0.5-3] | 3.55 (37) 43.1 (37) 19.5 (18)
10mg | 8 |1.50 [1-2.5]| 6.95 (14) 84.8 (26) 18.5 (18)

TrRME [ IME-RRE]
TR (%CV)

TAUT Y Y U EERERRFRAERORS L& & oM
FEHERS

(ng/mL)

B 7205 %Y §E10mg (8f)
—— FXAT &Y 5E5mg (8fl)
—A— FZA5 &Y §E2.5mg (8f)

MEERRE
S

HTFH R RE

0 ‘ ‘ ‘ 24 ‘ ‘ ‘ 48 ‘ ‘ ‘ 72
B ()

16.1.2 RiE®RS
EFRRABE (8f) 127 2T % Y $E5mg % 22 ERICTH 1[E
I0HMREROKRES L& &, MEhTF 205y TV iREIRERS
FIRRSHE £ TICEFRBICEIE L. Crnax 2t 0AUCo-240rl2 D
THELZRBHAERIEENETN]L30KTLATTH > 722,

K2 FTAUZY Y EZZEERIBIEIOHMRERS Lk & EOEFRE
R DIEMBL/ ST X — 5

Tmax ' Cmax* AUCo-24nrF tioF
e (hr) (ng/mL) | (ng - hr/mL) (hr)
5mg 8 | 2.00 [1-4] 4.21 (32) 47.4 (42) 22.7 (19)

THRME [ ME-RRE]
TR (%CV)

16.2 IR

16.2.1 BEOFE
BERA (24f) ICF 205 % Y 85mgz &k (EEEh O
U—f) ICHEROKRS LizEE, MERTFTRATI 5DV R
3-OHT2u 5% Y V#EE (CuakUAUC) NOEZEIIVWITND
RBOSNEP-7Y JHEAT—5).

X3 FTRUTY I OEYHEBICKIETTEFOXE AT U90%
R, SHEN)

TAUTY Ty 3-OHTAu %Y~
1
kt%? ﬁjﬁ Chmax AUCo- Chmax AUCo-
BHEOME 24 1.08 1.07 0.98 0.98
(Bt Z2MERE) [0.96-1.201{[0.97-1.19] | [0.88-1.09] | [0.90-1.07]

16.3 7
16.3.1 DHBHE
BFERAICT A0 T %Y r5mgx BEREORE L L DR,
D HAERIIN3,300LTH > 729,
16.3.2 MPEAES
b MASEICHUC-F AT VU ERMLUZE ZOEAKARIE
82.8%~87.2%Td - 7z5 (in vitro).
16.4 X8
b MCROKSE L&, 72059 YV VIEEIC3-OHT AT S5 Y
VicREtshizos, vy rgfafiEaeREsnso SEA
F—%),
16.5 Hettt
KA B (561) 1ICH4C-F AT 5% Y > 10mgtl) 2 22 BiE
BOKELzE &, BEBREREDST. 1% REME LTR (40.6%)
RU# (46.5%) iRt sz, READRF K OC#EHAD FE
RIFZFNETNLTU%RT6.7%TH 720 (HHEANT—%4),

16.6 RENERZHIDEE
16.6.1 BIEEESEES
®BE (7L 7F=r27U 75> A (Cla) @ 51 ~80mL/min/1.73m?2,
6fl]. HEE (CLcr : 30~50mL/min/1.73m2, 6f) XIXEE
(CLcr : 10~29mL/min/1.73m2, 6f) OB@EEHiEREREICT
AUT YT oEESmgx RIEROHRE Lz & &, BFERA (Cler:
>80mL/min/1.73m?2. 91&“) tkt?i bTCmax&UAUCO—MhItiﬁFFX'”
B E RS TN1.3~2.145. EEBKERERE TR2.665
12y FhEh ER LD HEAT—4). [9.2 2]

R4 BREREEZEICBIST AT Y VEEIHIET4HERERS L
L ZDOERHIRBROFME L/ ST X -5 (HSHEIN)

Eﬁlﬁ%ﬁg Wu& TmaxT Cmaxi A[JCO—24hri
P (hr) (ng/mL) (ng - hr/mL)
®BE | 6 3.50 [1.5-5] 4.33 (21) 59.9 (28)
FEE | 6 3.00 [1.5-12] 6.11 (73) 95.8 (104)
BE 6 1.75 [1.5-5] 7.61 (70) 120 (89)
EH | 9 3.00 [1.5-8] 2.96 (50) 45.5 (61)

THRME [ ME-RRE]
TR (%CV)

16.6.2 FHEREIREERE

#®fE (Child-Pughz2a7 : 5~6). #1%% (Child-Pughza7 :
7~9) XI3EE (Child-Pughzxa7 : 10~15) OEREAFHRERE
BE (BA0) RUEERRA (8fl) 17 A0 T4 Y/ §E7.5mg*D
ZEERHCHEREORS Lz & &, R TATS 5 YV REOR
MEIREIST X — Y BT ORITRLIZEB D Th -7z, FHRERE
BEOCnaxMVOAUCIE, BERBA B L TZRZN1.8~2.2
EROKI2.0~ 291851 ER LS EAT—%). [9.3 ]

K5 HHEREEZEICBISTA0TY Y VHEREREROENHE T

A—% (SEAN)

H:H%‘B\E WJ& TmaxT Cmaxi AUCO—w * tl/Zi
PEE (hr) (ng/mL) | (ng - hr/mL) (hr)
BE | 4 675 [1-24] | 507 (19) | 312 (110) | 68.7 (63)

R | 4 | 1.75 [1-2] 6.48 (52) 245 (19) 60.3 (10)
HE 4 | 1.75 [1-5] 5.90 (40) 345 (55) 62.3 (27)

EH 8 | 5.00 [4-8] | 2.89 (23)

TR [FIME- oA fE]
TAMEg (%CV)

16.6.3 St
miE (176, Fi : 65~70/%) KT AuT ¥ Y UiEsmgz 1 H
1EI0HMREROHRS L X, MFERTFATTY YV EED
Crmad X CPAUCIE, FEE#AIR (9561, i 1 19~645%) &g
LTLINBHH20% EF7 Lz, BRETOTATT Y VYDt
SEH31.00 0 GEAFE) THY. FEEMATEEE R LY
B0%ER L 729 SHEAT—%),
16.7 EYIEEER
BERAZNRE LT, CYP3A4DMEESR (r vaFy—LE), =
V2AuwA Yy, 7¥AavA ). CYP2D6DOMHEH (74 F
F ) XIZCYP3A4KU2D6DIER] (Y AFVY) LFAuI%
D UEESmgXIE7.5mgE) & REMAKRS Lz &, fEhF 205
YU RU3-OHT AU T4 TV VBEOEILRIITRIORT EBDT
HDO, WFROHHICBVTHQTCHIREZ &0 DENNDHEITFE
DoNnhr-710 HEAT—%). [10.2 SH]

F6 TRAUTY I OEYBEBICKIETT A OKE R FHHKT90%
fEREX . SHEN)

120 (123) | 43.4 (80)

TARTY Y 3-OHFZAu ¥ I~

PrFRE % Chmax AUCo-24nr Chmax AUCo-24nr
Ny - 1
”:;0’51; v a| 129 121 1.77 2.10
: (1.06-1.56] | [1.01-1.45]| [1.27-2.47] | [1.63-2.70]
1H2[H
Ny i
“Z'O’(L)I; w | 156 1.67 1.59 1.68
o (1.43-1.701| [1.56-1.80] | [1.48-1.71] | [1.58-1.78]
NAYVAl
1“5“0071;“ 4| 124 1.14 1.43 1.40
g [1.17-1.31]| [1.08-1.19] | [1.39-1.48] |[1.34-1.46]
1H3[E
FTyAuvA v
S00mgHE (1R)| o | 115 1.05 115 1.04
+250mg [0.92-1.441|[0.82-1.341{ [0.98-1.36] | [0.88-1.22]
1H 18
V23
7’”203;“%/ g| LIS 1.00 1.17 113
e [0.95-1.391|[0.82-1.231{ [1.00-1.36] | [0.96-1.32]
S %
/207;;/ g | L12 1.19 0.89 0.97
o [0.86-1.451|[0.88-1.611{[0.73-1.07] | [0.81-1.16]

FAUS Y YOS5 17.5mg 1H1E, $5mg 1H1[E

1) AROEES NAFRE. 1H1ESMgTH 5.
W2) ER IR O A5

—2_



17. ERPRAYHE
17.1 BHUERUREMEICET BHER
(ZLUILF—EER)
17.1.1 EREEMEHER
(1) 16U L= 7 LLF—HRAEE 2R E LENH_EF
BB OB R, BEEIC X 5520 O4RERA a7
oaEt (K Lea3lE Bt BEARUBHNZSEROEAIT O
HEt) OR=ZAFA P EOELBIIBWVWT, TATTY T 25mg
DOIHIEES X, I RO LHIEE GO L TEBREZR L
(p<0.001) (1),

£l BEMAIC KSR E2EMOABEROBEIAITOR—ZAT L U5
DELE (FAS)

FAATHY IV N
Smght 75 REE
- 8.33+1.27 839+1.29
S ~ a)
A4V (223) (225)
6.93£1.93 7.79+1.81
N b)
#5220 (223) (225)
. 11.40+1.83 20.60£1.69
R=Z5A4 25 OTALE (223) (225)
75 KB E DR/ TH%-0.83 [-1.14, -0.51]
[95%{EHER /] ©. plEc p<0.001

FEfE HFE RS (0

a) “EEMMGRI3HMOFEE

b) “EEMWI2EE O PE

c) Wil MR EIRSGHOZEMEM, R EHEEE (BEXLF3EMICST
2 BEFHIIC L 24REREFT AT 7 A1 HARM - 115/ HBE)
DRENRZHALRE U, BBEN CEME IS 2 E L.
N—R T A ANEZFEREBUCEG O 12 HIRIN S RERRE T — & £ 7V

BITERTIE. 22301911361 (5.8%) IZRR® 5N iz EbDI, R
EABGE, AMBRBEEMOE3B] (1.3%). R (0.9%) TH-7.
12U EOBEET VL F —HREEFE 2R E LENHE—ES
HHBEABROMGR . BRI IC & 2 2EMR 5% DO4EERZ T 7 O
BEOR=ZAFTA P SDOENRBIZBNT, TATT¥ T 5mgD1
H1E#51E, 772 RO1HEEGISN U TEBRE2RE 2h > 7z,
EIfEAIZER® 5 ieir o7z,

(2

=

(ERFZ)
17.1.2 EREE MEHER
12/l LB ERZ BE 2 0 R & U 7S IH B E MR
DR BATFHEIC & 2 2B SROEAZ T (HHUIEH
ORERD S EREORWS) ERMATT (BE) OEFTONR—
ATAYDOOERIIBVWT, TAUTY Y 5mgD 1 HI1EE
5., 75t X0l IE#HS I L TEBELEZRLE (p<
0.001).

£2  [REFHEIC X B 52 BB OFEAR AT RUFHER AT T DEFOR—
254 v 60%E{LE (FAS)

TFTAUT Y IV

SmgBt 7T REE

NN 2.98+1.02 291+0.75
NoATA (80) (80)

- 1.79%1.52 281+1.83
Ra2a% (80) (72)
e 319+ 1.68 207183
R=A54 D 6DOEE (80) (72)
75 e R BEE DR/ %117 [-1.69, 0.65]
[95%IEHEX ] @\ pf#E*) p<0.001

P+ REERE (80

a) Wi, R CREGHORAMER, B o FimE (1220 - 20
MUl L) OB, MR EEEE (BAFHMIC & 28EAZ a7 ROF
WAa7 OEEPAR - SRBE) OXREMEAZHAZHE L. #EEN
THEMERTHEEZRE L. N—2A 71 VMEZEREBICE D 1-HIK
i+ ERERFEIE T — 7 BT E TV

BIfEFIE. 80BIH7HI (8.8%) IC@BD SNz, E2boDid, HIR3
Bl (3.8%) TH->7z0

(BREBEE (B2 - BEXN. BEZTSHEE) [CHSZ5H
17.1.3 BN M85
12 E0iRE - KB RBROKREZ D FERE 2 MR E LIZEN
HEMBRSRBROME. 72054 Y >5mg# 1 HI1E2ERES
BOBEMHIGIC X EAZXT7 (HHFORERKROKREOREIR) ©
BEOR=ZAF A U5 OELRIRIDEBN TH 7.

K3 EMFHEIC X 25 2BBBOFEARIT DEFTOR—ATL P 5D
Z(t& (FAS)

B2 - FEREE | K7 O FERERE 2k

P 475+1.10 5.10+1.47 486+1.23
(65) (29) (94)

- 3.06+133 2.93%1.69 302+ 1.44
RS20k 63) (29) (92)

N=ASAohE| 167132 | 217+101 | -1.83+154
DR (63) (29) 92)

B - BUEREE | BUEZ S FERERF &fFk
ZALBOR/N 5%
g = -1.63 -2.17 -1.99
;?a)[%%{”*ﬁg [-2.01,-1.25] | [-2.74,-1.611 | [-2.39,-1.59]

P fE + AR (%)

a) RERE, B, RROBEERORAMFAZHWAZRE L. #EE N T
g BREE 2 RE L. X—A T A VEZHEREBICED - ERAE
T ETET IV

RIMEFE. O4BIHh8MHl (8.5%) IcEid sz, E4bDid, HIE4
Bl (4.3%) TH -7

17.3 Z0fth

17.3.1 RSN OB - AIRIERENICH T B
TAUT YT URABORS. fEEE R eE & OB B HiE i RE
1T AHEIT I RIRAKEEARETH > 2.

(1) BB &2 2 151 H b O BRG & RS iR B RE 2 3P L 72 2388
DOFER (191K U2261). FATT ¥ Y 7.5mgh) HEHRLSEDH
FORS (BEMESRER 27 ROERBBRRKEREZATT) KD
FLEBEE L Tt R ER EEEEN L - 7212 139 (SLEA
F—%)o
RSB 21F]) Z2RRICHRITEMEZ# L BEENTORS
ROBMHRERENICRETHEERF LS, FTAUFI Y IV
SmgHEE SR OIRK R CIRIHRERE NI T I ARG/ EERE
Doz (HEAT—5),

BERABZ (1841) 2HGRICH ETo A 8hEEZE S K O HE
BIEEICRITTHEEME L&, TRUTY Y U omglifEs
o> B B EEIRAE ) R O R BB RE 1L TS b RN G e B s
o7zl (HEAT—5),
17.3.2 DIMERICKIFTHE
BERAFR L (24()) IcF A0 5% Y 45mg® (ERFRDRG)
Z1H1E10HMRERS Lz &%, BRIICEERD 2 QTCRE
DEEIFFTED Shizd -7210 (HEAT—4),

(2

-

(3

=

) ARlOERSh7-ARIE. 1HIESMgTH %,

18. IR

18.1 {EFER
FTAUTH T FuTY I OEERENTH Y., FfNa e 28 3
CHIRARETERZET 57 LLY —RBIAESETH 5,

18.2 ER Y = VHI\RBHEIIER
FTAATY IV b AF I VHIZEMRISHR U THMEZR LD,
EILEY MEREBOE A Y I VIFEEINEI L7218 (in vitro). T A
05y Y IIROXEEAREEGICED e 2y I VEREAZRL. <
TADEAY I VEFHEIIFE, TLEY OB RY I VERBIEK
P A% I VERBRENGRREREG, EICHhH=I 1 F Lo Ry
IVERLTEINEERMEI LS (in vivo)e TATTY Y UIIREOHK
524/ biz> Ty EILEY OB RS I VEFHBILHHEER %2
AU (in vivo).

18.3 REEMH A M hA VEDEENMNFITER
FAUT %Y ik MEHEIIIFEERD S5 OB EHIC X 5 A
Y& —uAFr (IL) -4, IL-6. IL-8 R U IL-13DFELE 2 Ml L
72192200 (in vitro), TATI¥ Y Vidk MIENEMEOLE 24 3
VLK BEERTE (P-tLrFY) OFB. WOICIL-6 X UIL-8D
A2 L 722V (in vitro).

19. B (CRET I EEHER
—f&% : ¥Aa5% Y (Desloratadine)
{b%4 : 8-Chloro-11-(piperidin-4-ylidene)-6,1 1-dihydro-5H-
benzo[5,6]cyclohepta[l,2-b]pyridine

PFI - CioH19CIN2

PFE 31082

% R ARIAROMEKETH S, 2¥ ) —ILIZETFPT L, 2-7 0
J =R RBIFR T, T VICRPBEITFIC L, KiTiE
EAEE TR,

2T

/

o] \/

20. BRWL EDER
SVERIERIBEE L TIRIFT 52 &0

22. @K
10058 [10§% (PTP) x10]
5008 [108% (PTP) x50]



23. FEX R
1) Hilbert ], et al. J Clin Pharmacol. 1988 ; 28 : 234-9.
2) HAER  HEATORE KR RE#HRSHE (2016FE9H 28 H AR,
CTD 2.7.2.2)

3) HNER :
4) tNER
5) tHNER :
6) HHNEHR
7) HNER
8) HMEH :
9) HHEHR

BHOME (20165F9H28H%FR. CTD 2.7.1.2)

IABHE (20168F9H28H&RR. CTD 2.7.2.3)
MmIFEHMES (2016F9H28HAEFE. CTD 2.6.4.4)

Y ANT v AEE (20164F9H28HA&RE. CTD 2.7.2.2)
BikaEREIC L 28 (2016F9H28HA&RE. CTD 2.7.2.2)
FFrRERE IC X 28 (2016F9H28H&RR. CTD 2.7.2.2)
EiE 2 S ORI Z R E LB (201659 A28 H&

#. CTD 2.7.2.2)

10) #HHMER

2.7.2.2)

11) #PER -

2.7.6.2)

12) #HHNER -
28 HARES
13) #HHEHR :

EYHEEARE (GEMEE) (20165928 H&R. CTD
FEMMEIERHE (%) (201659H28H&FE. CTD
H IR X% O FE B s~ O Bl (201659H

CTD 2.7.2.2)
MRV R A (MSLT) FFE#ER (2016£E9H 28 HA&GE.

CTD 2.7.2.2)

14) #HAEFR
2.7.2.2)
15) #ER

RN QR BRI A (201689HA28H&F®E. CTD
BB EERE ORI (201659 A28 HRGE.

CTD 2.7.2.2)

16) #HHEHR} :

RAROENGE (20165F9H28H%&. CTD 2.7.2.2)

17) Anthes JC, et al. Eur ] Pharmacol. 2002 ; 449 : 229-37.

18) Kreutner W, et al. Arzneimittelforschung. 2000 ; 50 : 345-52.
19) Lippert U, et al. Exp Dermatol. 1995 ; 4 : 272-6.

20) Schroeder JT, et al. Clin Exp Allergy. 2001 ; 31 : 1369-77.
21) Molet S, et al. Clin Exp Allergy. 1997 ; 27 : 1167-74.
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