ZUA 22 PAA

g
g_(‘l“'.ﬂ))
HIHH|: O ZHMZ 2 A, AE|OL2A0FTL|&, U= 210|281 M(0Y-C-7000A), HES2ZMLIEE, 712U, 220| =40 st 4,
BIZUZOA
«625mg
M OFRAALRIZABHE(HET) + v v v v e v ee e et et e e 500 mg(&71)
.. .. e 021273 M
(EEHESALEO 2 A 125 mg(H71)
HIIH|: D ZYUEZ A AHOI2AOLIL|E, RU=210| 214 (OY-C-7000A), HEZ2ISMLIEE, FI2LILHH, 2 20| =40 Aot A,
SLEURQA

o MA
8%
« E|2FS A 375 mg: WA LIX] 7{o| iAol EfpI% TWETEIH
« E|2tSAT 625 mg: SIAM0[ AL 7| Sl Bl | HETLTH
82523
ORads

5
MBI R E D AEYESIA NQAUA(DEAHEISHY), HEAMNTH, AEMEI A HI2|CHA A ZF A0
o|Zz|A, F2|HHEF, Ehxiw, 2| AH2(0F R AO|EX|L| A, SRAEL|F, WEFD, WEAM IR, “E D, "T2H A D|2Hd2| A,
FL2HQA STI2|A, *S BN A}, * AR A} A2, B2 et Ml 02 A|L|ot AE| 2 Z2|E|F}, HRMa}, AR, “Ad, *
SatdE) JIERE| A, I Z AR, S8 ALt IR, SYALU2LE, Z2f2he, “UH| 20| = (L 20|0|= ZapEa|A Zo)

, S
5 (::%‘HI"E'E.J 2! ot A|A2lofl Li4o] QL= HIEFZIEIDLR| MM RS e
Moo=
=SS
-5 0HY 7R CHEA Ol 72K MY, 58, Hls Y, HEY, 2H|SY, 50/E
-8 ey, tedld
-Zedd o
-5 W Y AR, AT
oAG
2T o
- X2 2+
- 8%.-8%
0] oto| gat2 sixtol gy ME Y A% 7|53t HEo| ZSof| w2t nafetct, Aol ¢zt eto] S S 2|431st7| o AlAF Z£7]0f
E0{3iC}, O AR/ ZatEehto] Zas AAtET|of £ojE nf XM stelct
O M2l 9l 12 A 0|4 EE= H|F 40 kg O| & 20 : O} A| M2l/22tE ML EC 2 A 1 8] 250 mg/125 me, 1% 33| 8 AlZtotct A0
Sl B3 9l 57| 4 Al OfFA[Al2l 2atE2MTEOR M 13| 500 mg/125 mg O Saket 4 ULt
O Azol7t Qs 2 IotE|L HAago) wat MES| St
-0l S0 TH2 ot A ARIC| Ao FE S0jS J|HoR Birt,
2|0t HAE (creatinine clearance; CrCl) 0] 30 mL/2 0| ARl Btxto| A Foi2k ZH 2 TQBHX| Qict,
otE| HAE 8- -8

12A1Zt0ICH OFSA| M RI/Z2tE AL EO 2 M 13] 250 mg/125 mg = Ot A| M2/ Ser=2hkzt
22M 13| 500 mg/125 mg £0{$tch,

24A|ZtOICE OFSA| MR/ ZEHEEAMZE O R M 13] 250 mg/125 mg = OFFA|Al2l/SeERtAtz
o2 M 13| 500 mg/125 mg £0§3tct.

24N|ZHOICE OFSA| M2/ S ETHMAE O R A 12] 250 mg/125 mg = OFSA| M2l /ZatE Rt
HAEN O2AM 12| 500 mg/125 mgS 24A|17t OICE £ofstn, &M F 3712 S0{stH B4 TR0 ehe
0] BiCh. (OfZ A2l SetER HE ST B A4S HE)

o

10 ~30 mL/min

o

10 mL/min 0|8}

o

- Alg o) Folars
1.CFS BT0fl= Sofobx| 2 21,
1) 0] oFo] = i BIEFRIEL (HL| 21, MEIZ)0) THBISHS (0], OFLITIA| &, TN OIS B T(AE|ZA-EL 533
ol HRHH|EFtED) oF2 0] Ak BolkS o] eaist gick)
2roq dfof2f X T Eo] Mejtrei 1z ol 2/ uisity Sixf(urxielsio] 7kt 4 Qlrh
o

1o
orEof
el
o

0

B

o

Pl

St ul s
E mL|AlRI0j of3t SIS L 7| Fofe| #EI0] Qlis EXKTHEE 4 Tt
|= MBS Eo{E A,

SIXHZE7 | STt ABHE 2 ULH)

= 53 MEo SXHES I KSE D2 ENZHAS
S S I BXHA el £E27| 5 Y22 Zas Y

|7 22k5t 2hx} H| A ok Shp K}, M AIAENTF L SHRH(H|EFRI

AP Suist Asp ) DetEin(orgel 3t 548 BEY 4 2

o rizopry 0o oo
in-Hro o oSlret |
E%mfzg}
[ AT FR o

SO =1

%
<
0

Zousur nWN

dets
i§t7|7il HAL 19t E S, AokE R, PLHY,

LMo
=
40
08

oF

2
JJo
o
nx
=
[
-4
18
-4
m
ks

N Jfo
4T
=]

THO JfT
Ofm
i
HI
o
ra

N
rE
==

0

2
=}
i
o
%
0
%]
o)
H
oo
0%
oy
o
2
o
e
H-|
THE
08
|0
Hu
il
m
il
B
e
o
nl
[

=
)0l ESA| BIE| 1 UL HHS g,
MAPZ}E LIEHLHE Z20/ls ZA| RS SX|stn MH X f= 74 BHEol
O|Ch 27 £0{2 Wish= R O|&RtS 2 AlAL S8etozM 2L 4 UCHLCI2 SIS H D O IR| 2 &2
O|4HehS ISig 2 M| 0|2te] Hotofl M ASer 4= QICt 1 Aol A= 24| O]2F Hoto| 4 %Tto| X|2E FTHSIFCH
Z+Et: Wil 2 AST, ALT, ALP, LDH, Z&z| 2410 45 =37 7Y, 5S4 =] LIEHE 4= QUCH 0]2{8F A2 CIE ML ME
HIMECE O] 242 AFSh= 20 Of PHX o2 LIEHtD, Mol -XHES| 604 0| 4), H-do| Z<0f Of HIdeitn HIg|of ICf.
O3 A= Sl YR X5 & LY & UK X2 S 2 2ol 671X FI=H| 2 0E|= 0of|7} BT ZHol| gt o] 4ihS2 Ch|
TE[0] QUCE 0|5 AHY ofl = Yo fZfot X|HE okl = P = HEE0 gt 2t
AE|0of QURACE ZHol| Thst o AHkS2 M ol IXIoM F2 HI11E| 1 QIO 0] 0|AHS 2 14 oA &7 &0k A| o S7tEIC 7HY
Zol| 2|3t RE|SHx ol pHEtO| M BESH Y, ZHHEY, = SHESHY O ZEY SEd Habot BRICH S5 200AIME EE2H &
DE|RACE £0{7|22 Mol w2t M| ZEsof 5tH HEGI0| 142 S & II6HX| @=L
) RIS : S22 7123, CIEMES Y TR YUISSZ(AE|EA-EE T5H), SHRI|IAEH (2EE=F)
J2|1 24 MAUFEETS0| S22 E0E(D UCH of2{et I|HHS 2 &S| AEMIN|LL 2R A| Z2E|R0|E
St 0213 W 40| Woist R0l FHE SX|6tL, QAL X|AIS WEL}, S M E7Iet HUBSHS Shtet ASHHS(Dru
Reaction with Eosinophilla and Systemic Symptoms(DRESS))0| = 1%|ACHCHE H|EF2EENA|
EZ OFLIAA HHHY SSA[ENHES|I1Y 2Holets (SN RS U, Ur(S3| Y
Url), HHE 2E 2UDHEZ SO JiCh] U Bl datd SAMANUT
OILHHZIAA £35 Q07| = delyst Z4 S0| Hug 1 ACh
doll7| : CHE HIEF2IEA SMSH T 20| E24|
Ui gl HAL AN X S ST sEl o

, 2,
QUCE, ot ZAAIZE 5l IREZHIAIZE A0 E2H|

0o
reo
_?_}
o
[
10
o)
03
o2
k=l
i)
m
s
4>
0
|0
0
Huo
o}
I
njo
™ Ot
HI
ot
_q_}
=]
T
im
o
WIE
0ot

g
1
38
im}
In
THo
]
=]
4
19
g
0
S
'._|
o
o
s
o
>
=
m

B

I
>
Co
012
0:
I

e i
ox Mo

L)
o

w

0x
THo
n
El
[=]
2
N
N
In
140
R
gt
i)

U
oA

£
N
£
L HL g 0%
; H;‘ﬁ.&
0 g
52 gy 4
BNl
kD
ot
e
T-H
P
|nu B
pis)
i
o

[=}
oy
b
b\
18
0x
o
b
T
N
[
¥

5) bl 717 : HEZICICHS S HIt0] oeiS - Metel, |2 57} So| LiEf 4 it}

6) ZX4Z7: 35| S27 SE N et 0| AurS 0] StolE bf 9iCk 1 OlAuISO =L XXzt St wsuist Atk Z3, =01, Jjof
X o5 TIE, 0fx/3, SR €5 9 20| ULt A2t ZAre D] 2yl ng2 EoHTOIA WA £ oIrf. FE(2He)H
%, by €& ol s b ofA] BEf So| AutE|E SR a0ieo] LI 4 2IOL| olet 28 B0 LiEjt 290l £oiE 5

7)AE ESA 4 AR ZHEM M ofet HAEl Wi § EF MFOIF LIEHS > OB R HI|HALS Sh= S S| 2HEStD 0f
A0 QIFE|E A0= F0S BX|5t MEst MA|S STt S A AAS Tobot AN ot B0 E HE QICh
8) # S : SEH| FLHY, ZHC|CHSO| LIEFE 4~ QUCH 0|2{3H S40| LIEILLE 220l= EHE SX|5t= S MEst MX|S sich
9) HIEIRI ZEF : ESA HIEIR K ZYUSH(NEZESYIHEE, £ ZE 5), HIEIR B ZHS (I, FUH, AT MAH §)0|
LIERE 4 QCh
10) 7|E}: M |gA Heto| HIZEFHOZ LIEIE 4~ oM, X2t 0]2f0| 4, MEfZ S0| HUE|UCH
11) 2L AT 2 0| APARE| E1X}E (1989 ~2015)2 ECHE MOl2[HE 2M. Tt Zn} AjZ 24QIEl 0| AbAlg|= CHEt 24Tt
Ctot o] 2 M 2 SHEHA = nt ChZ9| OfAbAte| Zhof QI HatA|7} UBE 2 2lnjsh= 22 otLch

T2 9l SfEAA : IR
-H41 3 20 29 oja: T2RE

4,29 ol

O] ofol LSO QIO LiaTo] W2 wx|sty| 915101 2A+AS Boletn K12 & BB 3| |10t £ofs 2}

TL|AIRIS =0{et #Hx{of A A2fel, (G2 K| BE0! BoluiS OLIEA AR} ¥IS ol E5T|8S we) o Yarszo] Liepd &

olct, oje{et e e mL| Azl ol ol wao] 9i7iLt CHA etel 2|8t elof Tie ZAAo] J

BIZ 7R ROl Cf XF 2SIt 275 Q9 Aol SBic felsg e ARZMS Kal 4 gls Y2fet oel= sigel 3

LA SSTO2E A 4 olct.

3) O[LIEZIAIA 237} 0hS E2A| LiEJ 4 QIO0 2 pieys| DLIE{ISIT o3t HE|S RXISIES KIS
oiESt NE2 QRIAI7|D SE 8t PHALS MABITE. A1t OfLPmEEN| Ao} 2ol F20j = ofuj|meint zre A
S Ters A, A2E[T0[= 0 HUFAL X

4) BTo| AFB T} ZHEielo] 9IRHSCE 0| HO[e 2200 MBS SISt £FTIX| SUE|CE T2p SUK AS 3 L AIS S
AP sl sifolAf lataTiaeol meje|ofof sict. iz Es Azt ole

=l

1
2]

10

0.

J

I

iz
>
N
nz
0x
_g_}
_\‘l_
ik
rigt
E
=2
=i
s
4r
oY
]
o
it
m
il
2



AFBS FA| FEST $A}s HIHEO R TALE/0{OF BICE, BB AL OJ3 FLIHZE0| ¥I2tE Yoz SRAER|SO| T
A2 2ozl £ 9ict oi70j ofstol S AER|S Cho|TAo ojsf MNEE =20} SRR Casol X gleloz Yafyry 9
ofNchE o FEio] Lieix|e A2 S AISIOFSICt, 240/% g3t riaieie Eopzxiof ojdf =8 + olrt. F5& E= 50| &
S0l= 300, Fojal, Elu & Sof XIS oj1 22Aals Col|Hoj il SAHOR H3t 9l SR K|=dict.

5) &7 201 A (2 B2t a0 Thel 34 So| LiEfe & 9lon= 149 ol FoiE 20| 38| B

6) 2% 0| of oleIxjol 77|55 ZA & BIEO] SHolg! b} GIT}. AR go|8e SaAsiLE ZUISEH Fet ol shxtel Z9 %9
310 AFg310{0F 1Tk, Z50IL} ChH|= Jteislel o A4 Eetol S2o Basln ok 25 2 65 Jof AT 154 &

STt ol 2y olsix| ghs 4 QU

7)0] ofe| iR AFo= HAUEDE S5 ojde] AFol HXle| Z2 8- 8 YO Fs10! 0] o AFBYS THBH0I0} L},
8) Bt WrlS O[S ANzl Al8O= Wit Helctslmam pieielo 2 MLl IZ0| SoiEl A2 0] of B S Hsloiof BiLt.
9) £Cai7], Ij=uisl, Aiual 2o SNo| LIRS 220 o= =012 S/stn o|Afol XIAlof Tzt Mat 4] $i

10) 0] 42 FiL| M2l SASTZOIAE bl &E S4B LIEtliz[= ks, Bo|erst 20l A715, 271, T8I Sof chet

5ol g0 Fgdi),

11) O A2 2 X|2E AIZFS}7| Fof| HIL| M2 MZ2 ARSI = CHE Y| 27| S210]| Ch3t 0| 72| af

12) A ZhA SEXJOI|A|M 2 I ZT 2 221610 ZHn(SA A &4 TEH7| iR E2H| 2|
HR|6t7| lohM BB SEMF|9F RS RX[SHOF BHTL

13) %2-fe A% AXH S5 7 (drug-induced enterocolitis syndrome, DIES)0| OFSA| A2 0§ 2010f| A 2 2 1E|UCE DIESE
O = 57| Yol|27| B4 Qlo| XY 7E(QE =8, 50, AF 1-4A|2H )5 FFHOR 5h= U 27| BHZ0|CLCHE o= =&,
MAL KR, ZHTE S Sekst i 1E0| IEHE 2 QIOH 5 AlS0| B 0E|AUCHAIR ZIHE Al ZE).

5. AISENR
f)E_‘EEIMIAIEQPEI g S0{= HFRHRISEX]| Q4L O] OFZAIARIO| AlM|i 2t HHMS ZAAIZO2M Ol A|MRIC]

3Qro
o
=
ol
om
4m
i=3
>
k=]
o
>
=
o
Y
0
H
i

12
o
ol
H'l
S
0
of>
A

x|
£ 2 9/O0| SefEetie P, o

2) Y2 F2|ET o ARIS S S0fE FR0)S I AIRIS S Soist Bixof Hlo 22T|Y TR UrS(UT) WA JHs 40| FOLt
S2me|zo| o3t HelX) 1k AriSo] o3 Helx| = Brasix eict

3) Ll 2|2t HEE0{5HX| §h=C.
4) 0] 2k =ojStx} AL SHAZE U TREZY| AJ2F HE0| HIEQIOOZ 33N 0l 2iXte| A0 AEs| Fof3ict

5) ZLiMEE0| Jeks F0f ZFFT Yo TS HOjLE 4 YOO 2 BHRI0||H| /S AZICH

6) OPM| I &t2| MM, T JRERE Sl Ci2Fo] AHBH| S HL|M2lat SA| FfslH HE S BILEIC)

7) E|E2IAIO| 2217, D2 2210|EA|, HEOI0|EA|, Z2H|LIZAHS T3St 718 shofay SriEHno| W8T Al ZeE80] Lot
8)

9)

0)

I

AU SA| £ Al GO0l WEEE S 2 AZICH
OfSA|&2int 22 miL| d2iX|= HEEN0|EQ Hi S ZAAH FRYEQI

In
0x
210l
i
% Pt
&2
et
>
o)
jm

N

10) INR(=AIZHBIH|2)0| 3} : 0| ofs Hofth hUEES S R|QF SAI0f Fof W2 & oS0 ol S/t B E|ct et
(F2|2 HEY abge stbeh), etxfo| Hant utbdel del= IHR4t EICH HIE 0] ot oI2Iof d5AH20| YMAIHS Sl
SSIXIX| QAX|TEINR ZLIEIRIS MA|S10{0F 311, Boot A2 F78 Y3 Q| 84S MAS| ZHoICh YYSH| YR TSRS
S| ERRRI=E, 03 2H0|E, \0|22], FES|SAED AR NEE2AR2I| F2= [ doirt.

1) SUSE AZ0| YLIMZ 0| FeE 71K YL eXtol|Al= ZButigH|(Cl=4 §)0| 47t B7He 4 UC N

12) 0| 2H|=20| ERHE S S0{dh= 2IX17} Z7 O FA| dl2l/ 32t =ML ES EES X2, 2USO 0|TH| =40l ZMES S (pre-dose

=

of
trough)7t 2 50 %= 240t Al2|7} HIE[RICE £0IS K| £efof| M2} 0|2{3t HA0| AL AOH Fo| S 20f= A M ACE, £[K
b i st ol

6. Y% 8 £-FL0] cht =0
1) SSHE0IN 7[HLAE22 gloLt Al T F0{0f et oPH-40] S2iE|0] §IX| pfeD 2 R ie= MBI RIS 74540 A= odoll=
K= 9| Rold0| 2y s Mot Tete|= ZL02t Ro{sin £3] Y4l £7| 374 Sot2 TS| =Lt
2)4-5 5 0|2l HiL| M2 (| Mzl Zeh)o| 2R 2 OfHE 4 UCt,
3) =R50f| Chigh 042 2l Fotoj|| LA FHate| T A, 2jelHhg grod(I| AT §)52| 20| LIt 4= ASDE 0| 4HZ0| LIEfLH=
20| = 204E SX|eHch.
7. 2010]| Cif$t 04
SO{CHA (124 0|4 EEi= KIS 40 kg OI4 2-01) 2|2] 20t0f|H| ZESHK| S4=CHAIE ZE0| HL).
8. FXI0|| CHPH £04
DBX0f= CHSat 22 Hofl Fol5tn 82 5l £0{2tA0f| foloH= S BiAto] JEHE RS A HE3| FOfgict.
1) d2|7|50] Xot=|0f Y= BRIt 7| Wf20i| O LSO LIERL7| T
2) HIEIRI K ZHo|| o|$h EHAFO| LIEHL 4= QlCH
9. Aol o] Fgk

1) 0] 22 @0 Tl2t el sz 25 ATIARIS HIUISIE Al B2IAIS S2|LIHIAE0] ofst REZIAIIM HEIHo] Ligt
W < 9loD 2 olBic). w2tk BRI of °F8 Fofste A
Sfoi] o8 Fe2 x| ekt
2) =07 el £of Ao Hhel 5 Herd o A2
AHOZ ZAglo] shatzigict. ol2fst Zui of=2A|A2
3) RE2|i 2l 20l S LIE < ok,
2) SehEeiue Hgnre] Boiol £35S Aol IC glof oo 0]
)OS A K2l s =01 Aol w22 2ol DR Folsict : puiutS O Haol SthzlRS AR std Tty
10, TS 01AIS] HA]
4
(D TIECl0l ofgt S| Ho| SAGHA| HOLE SIS 0= A2 SH(IIE L 25

20| F0= YT, ASHTF, E0| LIEH o~ QUL

=3 1C!

(2) OF= A2l PHFEO] A S22 AMZEAE MEFOR olet ZIMAI0| B TE|7|E SiC) AIRFBAS 0] ofo] £0IS FX[6R
IO 2 o RE|7| & ofCh OFSA| M2 8l SRt 2HIZZo| NYPA R UAR Qe UM = 52 HESES RXISHH| ElCt
Q) mLdele 282 £ofst= 0= ZHEY £[Z0| Qo 4 AUt mL|d2ls Fof 22 SRjol|N 552 oL x| 2k X
Loie £ = A2 uelY £50|CH ESX|2 FYO|HA X|FHU = QUCH YUHOZ 0] X2 302 0i| LIEH 4= ACH ZA|
RE It MA|IS HASI0] gt FUDE AFHOF S}
(4 mRehS, Y, HAE 22 S J|Ef2| g 27| dheE LO{E = Qlrt
2) K| : 0|21t ZL0l= FA| FO0IS SX|St S0l ME = Mol E YHO| FOI5HHAM MA[BITE 0] of2 HAMEMO = HHE 4 ACt
QFoF MO ALE] 7 Lot X| 20t X|LEX| gkt S7|20{9| 0| OfL|2tH TLE L= YILEE HMAHE 9I8 CHE Y= dA7t
SOt} IR0 2 oI5t Z7A0| S Z 0= CIOHE = TIFAZICE

11. =23 5l ¥ Z 49| oAt
25°C 0[ste| 743t 32of| RHBILL,

12. 7€t
Efjorato] Z= 7|t of Hoj| CHaf ofjge] SXO 2 0] oFS FEOSH= Z10| LIMOfA| ALY ATAETH Ll 9ol STte #210] ALt
| oF 4] AL Af2{I7h QUL 2hof CHE ofZat DRXIIEX| 2 ofAtol| 2|3l E et WO 2 TITHe|X| O 0] of2 A2 HIsHof Bt

5a

= HEUMH | UST (WS R, 125°C 27
= IR E[2IEAN375 mg - 80 B/AXH8 H/PTP X 10), 100 &/4XH10 H/PTP X 10)
E|2t5A 8625 mg - 40 H(4 H/PTP X 10)
= HIZE : AT OK(F) - 27| = ohAA| BN S Mg THZ 52(K =2l 2|k
(F)28 - 271 QHtA] BT 50HZ 107, 109(KIEX})

x 2 HEEM 20t I AUXH2026H03205Y) 0| HAE LHE2 SH|0|X|(www.samjinpharm.co.kr) S AH|RFAEFA (S AXFRER Mo}
080-082-1234)01| A Q15 &~ QUELICE

# O|OtE AL T AL dhll A| shato|obE ot Ehal lof| I LA Al

¥ RR7|EH0] ZatE| UL HE - HIN - QP AF L 2E O AFE2

% RR7|3H0| K|t o|FES ALESHA| QA BLICh

% Q| A+ OFARS| X|A|Of| L2} AFESHY A2,

¥ HES Ra7|EH2 MSEE0| Mg 7| 0] AELICH

SRS O] 21t ol S83HMAIR.

¥ 2HlE HEA F7tAH0| RHEEE & T HSTI0] FHAIR.

¥ EHES S440| QL D2 PTPEE MEfZ EA|SI0] FHAIR.

 AHS IHSEH] S8A| 7HS Frlo| IEE0| 20| mates= L7t oL S8A| FH|of| =3

# O|oFE S 0{2I0|] 20 HX| g4AH| H2tstofof B

0| A=X| 5 2olStA| L S 85HA|7| HiZHLICH

THo

TTMP-03-24-0108





