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CADETHIA® Combination Tablets “TEVA”"

e A
[EIRES SV IR O IyTE INBNUR | U i R

2. BR(RODBHICIEIHBRELAEWV )

2.1 RRNOBGGH 5 3o F 7 ¥ FREH Lz 2 0FPILE
WWIZIEZany ) DAV T + > 7 3 FHEE) 1
T2 WHEE OB ED & 5 G

2.2 RO EH L MEEN PO EH e ForzouF7 I F
OREDSIFFTE RG] [9.2.1 B

2.3 AR AE0BE[9.2.2 B1]]

24 R OF MY T L - AN T ABHLPIWA LTV B
FlebturzouF7 Y NS MU Y a0dE. K40 7 Al
IESOEMEIR LB IR BENDDH 5] [11.1.5 ]

2.5 T UTAEIR L T 2 W REYE D & % 1 [9.5 B ]

2.6 TUAFL Y7V IVERN &SR ORERE B (72721,
DOREIEHEHET > THLBMEDT Y P I —UAFLLIAR
BoE#H%<) [10.1 28]

2.7 TRAET VY VEEEEAKIY (BB KBS IRIC X
B HBIR) & Pe5-h D B [10.1 S8

3. fERL - R
3.1 #mk

e 4 717 F T RAESELD[ 7 /3 ] 717 F T RLESEHD[ 7N ]

15 - 1§

AYTFHNET Y YLFEFNV | ATV E Y Y LFEFIL
4mg 8mg

vrozuogF7Y R 6.25mg |k Fuzuusd7YF  6.25mg

ARG

FLAE AR, o Ewa T T | AAEARAY. P EOIT T
YTy, 7T —6000. | 7. % 1T —)r6000.
vraFyryo¥irtro— e redFryruoikiro—
A, HEE L AR | AL SO A AxT—
O—2AANT TN, ATTY | AANYT A, ATTY
M S AR RTATT A

WA

3.2 HAOHERK

e 717 F 7B SELD[ 7N ] 717 F T BLESEHD[ 7Y

- HIE L) T ORGE LI TR D HKSE

8.6 8.6

Ff (mm)

% (mm) 5.1 5.1

JE & (mm) 3.1 3.1

HE (mg) 130 130

g a— TV C4 TV C8

4. BEERIIHHR
&I EE

5. MBEXIIFHRICEET 3EE

5.1 BELRIMEKTOBZENENN D). KF 2 SIMLEHFEOE—
WP L LT &,

52 FHIE LT, Ay FH Ly Yy Y LFEF himg TRHEA T
GBRECAYTFHLY Y YLFEkFA/eFasuuFT IR
4mg/6.25mgD¥ 5%, H TV v YL F L F8mg. Xit
A THNEY Y YLFEFIV/e FurunaF T Y F4mg/6.25mg

THER TG RBEECH Y FHLVyY v Y LFeF/eFuzu
TF7 Y F8mg/6.25mgD¥ G- 2 i35 2 &, [8.1 BHH]

. BERUAE

WACIZIHLIENEE (D v FH vy vy Y LdreF L/ Fuzu
aF7 Y &L Tamg/6.25mg X 138mg/6.25mg) % Rl 1455
5o AFNIFMEF RO HE—EIRIEL L THO W,

. BERGEFER
A KHNE AYTHNE Y Y LFEF VAmgd b\ iE8mgl b

FozuowF7 Y F6.25mgk OEREEGHRITHY, oy THsy »
YiFkFrkerurzuoad 7Y FREOEWEHARET 55
FNH D D20, WYNAK O 2T 2 &, [5.2 8]

2erFarzoadF7 Y FIMEH U v A MEE D B v I3 R LA

ERBPSEDLBENNDH 20T, EHICMES ) 7 2ELD
MiFREMEDE=5 ) > 72 EEL, BIEZ 54T T &

Bebtorood7 Y FOFRMREZMICH5DNE Z L8

bHBOT, WHRHIM, BRI HERT 52 L,

A BRI CD TV, S520&BHobNLIENDH D

DT, SIEHE. BB ORIRSEERR T ) AR 2 B B B
WCIERS LT &,

S5 P24 R IEH G L 2w EPEFT L, Ty It Ty

YRR G- PO BB R L CFRPICL=v-7
YIUKFT Y YROMEENI & B SR TR 2R 2§
RETED D % o

.6 R OREDHF DI BH IS, HHOPERZ T 5720,

RIS § 5 2 EDEE Lo

. BEOEREZATHEEICHTIER
A BHHE - IEEEDH 5 8E
A EREBERREOSH 2BEXIFETCEHRKEDH 3

BE

BELERGEG RV S ERRE, MHIZETS S
Lo BYTFHNY v VLI FOVIEEIGG & O WA Rk A
BEOK IS L) I EREL B I e BTN DH 5,

1.2 EAV T LAMEDEE

BRERLTEMRVEH S 2 GEZRE, BT L,
AYTFHINE Yy YUFXFEFNEREA) T LMEZHESELB
ZNDDH 5

F7o. EHEEREE, I3V M- VARROBREEICL D ME A Y
Y AMEDE L R ) R WEE T MES ) AMECEE T L,

A3 FAREHEHR. RBICHER. ERFOH 5EE

ke rzuouF7 Y NIZL) SRERIE,. SIIHHEL kL. 9§
JR BERRIE O AR HHEAL O BENDD 5,

.4 EELTEIREE{LAE X (3 BNENARTE(LAE D & 5 BE

vkarund 7Y FIZL 88 RRYS bt Sl
MR, M2k L MARZERIE 2 AT A B EhD’d 5.

1.5 TR EHODH 5 BE

vt razuud 7Y MK )BEBRELREZEZTBENEDH S,

.6 &AL LM, BIFIKERERETTEREDH 5 BE

vrazuaF7 Y FEMiEI VYT L% LA S BENDE D S,



9.1.7 BIEEEPDEE
thozouF7 Y FICEDKF M) Y AMEEZ RS 3§ BE00°
HbhHo Tl BELRBERETOEZE TR, AHOKGTH B A
YTFHNY Y Y LFdeFVOREESELDEGL. WET 5
AT, B OB E OIREL T ICBIEE L 5479 T k.
AYTFHNE Y YLFEFUOHEGICED ., FRICHED R
WWIKTF L. Y3y, Kb, —#MEo L E RO
ERITBENDYD S, [11.1.2, 11.1.5 3]

1.8 XREMBUIRBEOEE
v FarzuuF7 Y FORBREERERINS,

1.9 |F MUY LMEDEE
KHNDWHTHEA Y TFHINY Y Y LFEFVOHELZVE
DEIR L. HET AAIME,. B L OB EOIRES 1
WCBIZSL 5479 T &,

AYTFHNE Y YLFEFUOHEGICEY ., FRICHED R
WWIKTF L. Y3y, Kb, —#MEo L EREEOMIT
BRITBENDSD L, [11.1.2 ]

.10 DFRLEAHT 2 EBE
KHNDWFTHBEH Y TFHNVY Yy Y LFeFVoHREE EL
DEIE L. BT ALAIEME. B L CEBREOREY 4
WCBIZSL 54T T &,

AYTFHNE Y YLFEFUOHEGICEY ., FRICHED R
WWIKTF L. Y3y, Kb, — 8oL E RO
BRITBENDSD L, [11.1.2 ]

9.1.11 EZFEBIEDOEEED & 5 8%E

9.2 BikEEEERE

9.2.1 MEBEHPDEE
HEHELEwWZ e FarzuuF 7Y FORIEIDFETE 2w,
(2.2 1]

9.2.2 2MBERLDEE
BHLAVWIE, b FuzouF7 Y FIZEREiEY HICE/LS
CEBENNDH S, [2.358]

9.2.3 MFEY LT FZAEH2.0mg/dLE B 2 % EHEEBERE
HERERPT ARV EH S NA A ZRE, FHIGETS 2 &,

9.2.4 BEEDH5EE
cefprzuaF 7Y NI YTV Y YL FRFVICK

B E MG O T & 2 VI B EORBIEIC X ) BRSBTS
LBENND S,

MM 2 LT = AER IS RBIEDE =5 ) 7
EIML. BIEE THICAT) T8, M2 LT = A
RMOMIERBEE LA OBZNDD 5.

CAVFHLY Y YLFEFVOREESREIDEBL, HE
T LA FIME, B CBEOIREZ + B LA
LIFHIZ ke AVFHLY Y YLFLFADHEGIZEY,
MCHEDSZEAR T L. Y a vy 7. HBf. —#@Eo &y
RRFHEDK T 2RI TBENDSD S, [11.1.2 BHH]

9.3 FFi%EEEERE
AEPOBRGEHGT AR SEEIERSTAIE, A YTY
Wy YL FEF VIR BRI L BENSH L, £
oy EEREW A TN DI )T G Y ADPMET TS S
EAHEE SN TV S, [16.1.2 K]

e foszunF7 Y FEFGEELEC TB8EM4H 5,

X
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*%9.4 HIEREEH T HE

9.4.1 IEIRY 2 FIBEMD & 5 &k
HRLCWA I LR ENT T v VF 7 v ¥ Y EMRBER I E
XTI F 7 vy TZAERERA 2R L. RIS - #k
WAOFB (A4, HE - - BoREAE, BT 2580
SNBSS TnwaY 2,
KA OPLGIH . RBROF L EZE L TARFE G 02
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(1) RKIFG-BHAETTNCIFIRE L TW e W L 2R T2 &, KA
Behmy, HRLTWARWT L2 EMWICHRTL L. &
S I RASHI L 2235 &1, EHIcHkG 2 ks 2 &,
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VAT vy EWBRMER & G & s B TR,

JGIE - B o E, FrAROMIME, A4, WA Y v AUE,
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I, MR, T8 - BRLEE RS 8H 5bih s 2 Lt

Hb. [2.5. 9.4.1 BH]

.6 I\
BALZWIENLET LV, Ty bOMENERORAIICH ~
THNE U FEF OV EEZORS T 5 L, 10mg/kg/H
VL EoRECHA K EE O AR IMATRD HSTW b, 2B,
Sy bOFIRKMOR, HHVIEELHORH Y FHFILV Y v
YLEEFVERS LA, TR 300me/kg/ 0 THZIR
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varzoaF 7Y Nide MELFICRBITT A Z LM s Tnsb,
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REDBENDND D,
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[2.6 ]
FAETVL Y U EEREYE
kY]
I=ZY Y ANLVE
BB T LS
PRIC & % A BR)
[2.7 &)

WA E

9.

BEtRALAEWIE)

B RAE IR - HE48 5 i
FEFOEPER R, BB
BERE S, B ) Y AN
IE M ML E D ) R 2
BmAsHs sh v,

#F - kKT
VYT Y VAT Y
¥R AT R &
NBWRIED D 5o

i b Y 7 2 MLE ASSE
HWILBEND D5,

WENRLEKF MY T A
MAEDSFEB T 2 BZh
Wb 5o




10.2 SEREEB (BHAICEE TS L)
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11.1.3 2MBREE BEAH)

11.1.4 &H U7 LM FFEEAH)

11.1.5 &F b U 77 LAISGE CHEEA)
BRI, BFAR, WR. W, EmEESEL K- ry Y

LMFEN D HbIND I EDD D,

2.4, 9.1.7 2]

11.1.6 FHREERE. #EBIEADD)

AST, ALT. y- GTP@J:% EDNTHEGE

11.1.7 SEFRRERAE CHEEAN)
11.1.8 HERUBHBLERAE (W AH)

B BT,

11.1.9 FEEMMR HEEARY)
FEB WEE, RULINEE, W ERXERIRE AR 2 A D WP 550 S

bihn &0 BHDT,
BB RV 2 H OB 555 0 ) e iLE &

O L) mYLEI
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EEDD S DN
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11.1.12 BEIEMEME K CHIEAR)

*11.1.13 FikiE. S2MIRIRESBEREE CHEAD)
WiAKMED S bbb ENDHDH, 72, b FarzaaF7 I K
R B, B2 © Fme [ DLP A P N0 55 S8 e S J6 3L L 72
EOWENDH BV,

1.1.14 £8MITVF< b—F ZOBLHERY)

M.A.15 7F7 1 7% — (HERY)

11.1.16 & 5 M 5F K % 5t 54 #% /E (Toxic Epidermal Necrolysis :
TEN) (HEEAH)

11.1.17 EEHB R FELRD)

11.1.18 SRR, FAERARARE BIEAD)
SRR (B, HNKTS2E0), MERMARNEDSD 5D
NBILDBHEHDOT, AWM OMKT RS O RFH 25580
LNZYAIEEG ERIE L, R ICIRBHE OB % % 5
X9, BHEIRLETL L,

11.2 2O OEIER

5% L 0.1~5%A BEA]
W HOE 5. CHGBBUE | 2O B, RS, I

ST N RG]
TEBR e O F W EE, (F R, OB AE),
<Y WA HHOEH, MHLHAP

RS U EK AR, ]RA, &0
LONE Mo Loh
& R

Ry M REE RS M A ) A BR L KA ) Y AdE, K~ 2 %

MFERE ES- &> e, K v—uik
LAFa— )V LIS, |7V ha—Y A, qMiEh v
o LA i PP ENONRE 0N SZES
R AT

AL B, ONE, W BT, R, R
SR R, e IR, E AP, R
IR e N

TS
iR ALT. LDH. Al-P. |AST® -5
y-GTP® k5
B BELY T =T R
ML FIMERI %, A | e, dFERERIE 2

iR SETE

ik BUN, 7L 7F=
oS &AR
% k| Z DAl R, BUR, PIE, | S, DR, MY

W M CK S |FAG. sE, mov s
CRP L5, AL, |7 & ILE % 9 &l FIRIREE

BODRE (B |E B, WEE. HE
1) 2O LD B AR RET 5% M R LERT 2 &,
12. BRRRERRICRITTHE
v rosuond 7Y FIZHREESD 2 0WEBHEOMEPBIZ KT
IHLIERDH S,

14. BRALOZXE

14.1 BHZMAEOITE
PTPEHEOHEANIPTPY — F 25 ML TR T % X 9 fRiE
F52 &, PTPY — FOEMIC L Y, T2 LG R A~
FIA L, HIZIE5IL2 B2 L CHERRIN 945 o 158 7 & PHE & BF
RKTHIEND D,

15. ZOMOEE

15.1 ERER{ERICE D 153k

15.1.1 e FuruuF7 Y FOSHRPARAOKBHREOERT
H512.5mgE WAy FHLy Yy YLFEEFN/e Fusn
0 F7 Y FREH O ENERR RIS BT, i REE A 25146
BIF 1661 (11%) 128D LTV 5,

15.1.2 A CTHElE S N72EFAIRICB W, e FarsoaF 7Y
FAERG SN BB T, JREME L O BRIIRE D U A 7 A%
BINs 2 2 S SN TWBD Y,

16. ZEYENEE
16.1 MFiEE
16.1.1 R1E#ERS

AR EMFEREAREZ CIHIN A Y F vy Yy Y LdeFL/b
FersoaF 7Y K& L T8mg/6.25mg% 15 H [ K5 L 72
e, S AR H 7 vy oL IR M- T
e FarzuasF7 Y BB Shb 5, REMMKTH L0~
FHNVE Y YLFREFLIIIFEAEREBEIN RV, H51HA
FUISHEHO A 7% vy Y RO FrrzoaF7 Y Folitd
WEOHERIITHOLBY TH S,

AYTHNE Y M-I
(ng/mL)
200 4
180
160 -
140 4 |
120 4 .
100 4 A oo il
i O---0 #4515HH
804
th
i 607
jiE 40
204
0
404
204 .54
e T e e s . :
O()EI 23456 8 10 12 16 24
N P51 DR (h)
(ng/mL)
100
804
i gy
H —e 510l
3 O---0 #5150 H
#0
JE
vkFogzouF7IF
204
odg e

ol12315¢ & 10 12 16 24
05 B GO N5 ()
Cmax Tmax AUCo-21n Tz
N Ir'-» S uy
WEWH B50 ) ) gehml) ()

IHH 131.4+47.2 4.0+1.2 1186.9+425.8 5.6+0.9

S
PITINT Y SR 142.9463.5 3.8+0.7 1390446310 6.9+1.5
LI IHH 18.3%7.2 6.6%2.8 294421207 17.6%7.3
15HH  28.0%14.5 5.1%2.1 478.4+245.0 15.7%4.2
rymmgror HH 6235164 18507 3386961 6031

15HH 61.0£14.6 2.0£0.5 377.4%119.7 7.9%3.9

CPF9fE = R 72, n=8)

16.1.21MepHh>FHILE 2 BEREE%E RV 7= Population
Pharmacokinetics (PPK) f&#f

AYTFHNVE v YL FeF NG LR A T ER168
Bl AR B i ML A S O 15 AN 2 v ML A AR HE 3060, T
PR 2 P 5 W MR E B 18, PR 2 P 5 w6 M i A 819
Fr224B17 545 5 722, 8861 S ML 1 ¥ TV & VR EEE
iz T, P 4El. RE. ITFHERERE(AST. ALT). B
BESRIZ (15 2 L 7=, BUN), MH7 )V 7 3 Ul f OS5Il
JEDOFMEE S FHNE D2 )T 5 A, GARR. Hxy
INAFTTNRAFTEY T4 L OBEYEE MG L R, TFREEE
# (ASTHE>40UZALTHE>35) 1B 52 U T T » AHM4M5%IE T
FTHIEMEESIN TS, [9.33H]
16.1.3 £WEHIEZEMHER

(hTF7EEELDIF/\])

WA FFTERAHLDI 7] & h — FRAHLDZ 7 10 A f —
N=FI2 &y, BERKABFICZRZNIEGD VTV S
Y YLFEFLELTimgh U FusoaF7 Y FE LT



6.25mg) % i EHL IR L4 L e s A (7 > 74
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