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- ER2EEE &Y de|n2|e] mE-5|M F2|(cortical-diluting segment)OilA] LIEEDH G0 Xj
255 AdHNAZ7|= SE00|EA O|=X|O|Ct.
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[=Xe)

|E [ — |

O| SHEADAZENOAJZC|H/Z22EE|= 80/2.5/252 2|12 &
80/5/2522| 12 FOfA|Q| MK|0|8ES H|wSH| flot 1o &A™ 174 8 o] HED|A=EHO|A
AECIH/ZEEEHE|= 40/25/12 522|230t HOAEEYJ=C|E/S2EEE|[=E 40/5/12 52213
EOJAQ] MAO|ZE H|WE et 14 QAMAIE 10| 22t HE|QACE 2x4 HHEIXARHOZ HZ
HRIoIA S5 Al te| BTFF0SI0 &5 HOAEEL fAJYZ2CE, SE=2EE|ES] 58 54
41}, HnEI = X|(AUClastet Cmax)E 2 1H2I510] SAKZ|SIZS M, HaX| Xt 90% Al2|
7+0] 10g0.80f|A] log1.25 O|LHZ oAZSSEAIY 7|&0 M2 YESHHssd - LHo| AURACK
TF 0| 9F 80/2.5/25%2 |13 ALAI[HOA ZOIALZEF Cmax| Al CHEAL 7HA| U EHESAlT=
41.3%A20 HE/I=X|(Cmax)E 21H2510] SAXMESIRE I X9l 90% Al2|7¢to] &
& Al 413%00 SiY5H= 1090.7396~l0g1.3520 O|LHE2A MESHEZSH Hel Lo UAS2 LSSt
ALt
3) =dAE BE
SD SHEOIM 4F EFZATAI™ A 13F HERO =
Al Za 2= 18 FOTOIM MESEA B EAQATABUN)L| S717F BHEL|UCE A e
SH AR Z1f, = D8 FOTO0|AM AEARK FAMIE HICH(hypertrophy, juxtaglomerular)Zt 2
dAl T =8M ZEX0f oot MeEUs Eosh| 2ot M3d Halz o™ U
C0E FEeHY oji|l= gQl= AR MU|QICE O[2{3t HalE2 4 70| 3|E7(7F 20l 2HEE|
MMl HAF S ZAHE[SH AN 2HEE BolE2 Al
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(80/2.5/25mg,) 7|2&7|, H=2(1~30°Q) =2 M=2=FEH 3671
(80/2.5/125mg) 7|LE7|, H2(1~300Q &, MELELEH 3071
(40/2.5/125mg) 7|2 E7|, 2=2(1~30°Q 22, M=L2EEH 307/0E
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1.7 ARAE

OYFFTANAHE-FFTNEA - S F-FTZH3ARIACHE)(HFHE
20200133873, #<=<L A} 2020.06.26.)

Rbfroll ek A B -of of -l o o] '] B 58] 2440/2.5/12.58
(HuALZ2 8ol 2420, F2 28 E) 9 270 (HFHE 20240227364 9] 2
)

O FFTAANAE-T A B FAR-o]FF-O8o| o F - FHEFH 2T

40/2.5/1254 123 9 2A(AuAIEZ R AYEOA FE2EYE)(HFHE
20240218186 <l 271, H+LAF 2024.12.09.)

O IFTAAA A E- QPG| A A} -2 of -4l oF o] -’lln| - B & 2] 2~%80/2.5/25
Dy (A2 2gzr, F2a2gdE) 9 274(HSFHE 20250100920
9] 24, MY+ 2025.05.30.)

1.8 AEo|H
7+ B F537} 71N T I A= AN -FEA I A=
A=k 2025-08-25
FHFAE LA 2025-10-31 2025-10-31 2025-10-31
[BY 1] ¢HHA-FEA 2 7 2 AU AA 23
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[&AFXE S ehel A]
o A FEL U 7MY AFTIYY EFAAEAZRGEHAN ARG/ E R Y E)E 27
Z e A2 o] ’“ﬂl("‘iﬂ%ﬂl@*&?‘; - 2YzUANLADE Frd FHAY
o =4 B ool A AT ¢ dFF FEFIMILAA 7 A2BxA4T B ASFe] wE F
A 8ol #e AR AEe 94 ke
- FEOACKI YA, RS=1:D9] Fa4L SAA 7IdskH, RAE w4 42 434 s
o NG AT AR AAFFFS TIE A= ARE 7]E7HE 2ol
ZEEEYE SRS dxdor & Qe FAANE dAdY v 4Est F1EBE) 23

2 N RLEANARE 1AL AZFHYLS
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- (40/2.5/12.5mg) AT A EE, o] At
7180 90% ATkl F54 Brh71E 80.00~125.00% OIIHE o 2 0F 7} /\lff oFe of
sHoE ANE ET3YS

- (80/2.5/25mg) Ew|ALZ", oAdEdH, FEEEYEA & 1A Hr7hAed AUCE Cmax EF
718} 8 &2 90% *lﬂ?ﬂOl 58 Wb 71E oW E FAo thxok AP FFEHE
o7 ME =3y

- (80/2.5/12.5mg) *3@5 A FeAe AT T L FFAA80/2.520mg)e] FHEFol trE AlAI(HEF
THEFAEM [ofefFe F557F- AL - AL 41 (A FFFAnA) [F 1] F4ol| weh
[o|FEFES N D71l (HFAFFERLADA WE HRLESAZARE AEs3on, i3 A

525 5T oF A0
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1. 714 =& 2A 2 erd Lol 2
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11 AFRE
o AEH : HuFREH2AA 40/2.5/12.5, 80/2.5/12.5 80/2.5/258 2] 13}
(HrjAted, 22ty S228eE)
o FAE  AHAER /AU 2U AN ANH I E/ZEER Y E
ofgf2hg 714
AZEE: kA Al 4282 A TAI(ARB, angiotensin I receptor blocker) @4 9FA] QB 112
TEHAEE JAst dHs FHANA d¢Ast EHE UEY
- d2d2YA(YEEGHA):. ZFAGADA(CCB, calcium channel blocker) AlE 18 A SAEA,
AE Zg o2 Ads ol B HFLE oYL, T EH
g Jehd. d2dAe LA SAlS Agol Az e vE
EFH e Y Ed=E 1 F FdaAE vEle A2 SAQ dagdErad
g E 333131319] ¥ d-34 B9 (cortical-diluting segment)ol Al YEFI A4 A
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o YENFAEY s 24
- [A126_02BE2303] A73t A9l A4AE tog D58 CKD-341 B Al kA F} okEdtA
Hw Hrlelr] 93 14 A4, 2023.08.14. =<
- [A126_03BE2316] 773t *éo o4} CKD-3419] ¢F&8d &4 3 bdAS H7ishr] gk F49uA, 3
AN, S5, @G35, 47] WEuat AR, 2024.02.05. <<
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2.1. 954 %E(Drug substance)

21.1. YHEAg R
O "PAIZ" : DMF 55H 3 [20180531-209-]-70]
o WA HmAER

o ¥ulY : Telmisartan
o A2 CyHyNLO,
o TEA
/’“‘le
*w;;" ‘rN. CH
N=(
\\—
T
N NS GOzH
1 L
/ b e "
H4C N™ ™ o T”f“r.
CH3 b

O d24ZUAM ALY e)43E : DMF 5= & [20200310-131-H-361-12]
o WA JaYECAN AL | I E

o ¥ : (S)-Amlodipine besylate dihydrate

o B CyHasCIN,OyS-2H,0

o ¥UHH : Chlortalidone

° E—X]'}\] : CiH11CINLOLS

i3



=

j=3

Cl
O HuAlZ & : EP(fr 3 oka)ol w

N%WE
_H_DWD

~

il
Wmlnﬂu_ma
DMMW
cid 1 B
TR
<~ | N
= PRy
Poiin
3 B R o
e Ro

& 87 ~m
.OW@E_H_WL
mr
5
BT o
i

%0 % N AR o
T U

m"mo?T

s}

4

O d2g=rAu4

247 )

H Ve
ol

W ST/ 3R/
D AR, A3kE, YAE

| EFE &7 BE A

W AESAE
e

AAA (

0 < N AR o
T T

m"moT




2.2. &A1& %¥E(Drug product)

221 A7HAIY F7 (FAA, HA, ddxzAl, HolAd FHPete A5

. AT 8l

222, HA Y F NFIE

WY EEINE AN (OpH OWE 0718
FEAY (W A9EE O718) O AXE/FE
0558 07808 WINE [ E2F/A A9

AP GE] HHE H P M2 AT

A A A E
B 53/ 83A8 B AHEDIEA/AAFLIANE [ A=AG/GA=AE
[ FE5401EAE [ SHEFIFANY /DA BT TEIFANE
O FaA 9 O vAEIEAE [ ERAHEAANG [ B840 EAY
O ¢ILFANE [ AREN/BIHNEAANT [ ZHEAE [ 4N O 71ebA 4
A gEo] 438 7 ME ) A
* ESAY AR, FAHAAE, 32BN, A5EA
* 7IEA Y mAESIEAIY, 989 AATAE T
3. et Mof| st Xz
31. 959 %E9 A
e DMF 5&¥3=2 733
3.2. $hA| o kE2] A
NEEF AN&az L7/ A4 A3}
3 Z A o 9 3z
A ENE 25+2°C, 60+5%RH W oz A% g Age
ENE 40+2°C, 75+5%RH &71(HDPE) / #(PP)

33. AAAE 2 =9 FHrEF
o (80/25/25 mg) 71W&7], AL(1- 30 ) B, AZLZEE 3671 €
(80/2.5/125 mg) 7'M E7], A&(1- 30 ) &, AZYZHE 30712
(40/2.5/125 mg) 7'M &7, AL(1- 30 ) &, AZYZHE 30712
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Qe B8 AR : ARG A
5. ol 24 B AR : ABAY
6. AR PR H) B8 A=

6.1. YFAEAE S NP (GCP &5

6.2. YAANIAEH ML (CTD 5.2)
c YFANFA A B AT - F

S8

(A1) A=
- 40/2.5/12.5mg ¥ 80/2.5/25mg 7+ 17

+ 80/2.5/12.5mge] EE3I7IE JHste ARZA [YFE F587}- Al - AL 74 ] (A F 9] FE<
AADA) [HEL] F40 e} [SFsHAANE7E] (A FYLEJ}FRAAHILA) o E B EESA Y
A% 14 A&

AlE AlE AEEH Clxfel AEel 25 CHAH IPF0i/etz
5 S N
14 [ A1260 | orsst | RARlEfE, | At st | 48%/38%
2BE230 | (BERZ) 3H, CKD-341 A2l
3 oMM CI5| 07, (Telmisartan 80mg, S-Amlodipine 2.5mg,
2-50i2, Chlorthalidone 25mg)
HhS A},
47| D=k
D958, EFAIAR0/5/2522| 1, GEiRsikY
* MR 1Y 15| 35, o Z750
144 A126_0 | kst FE[HiY, - Agef PaPALy 48/40H
3BE231 | (BEYZ) =4 CKD-341 Aol
6 oMM EF2|T01 (Telmisartan 40mg, S-Amlodipine 2.5mg,
2-F0i 2 Chlorthalidone 12.5mg)
BE A},
47| . onl:
D958, EFAIEA0/5/12.52E |13, FRsikl
*» =MTE 1Y 138 85, tfs| 4750
6.3. JEFATANF
CHA|| UM | CIRIQl | CHAMEER} FOHEH |Fo| oiEs Znt
(HS/ (Enrolled/ 712k
NEL) Treated)
14H[BE][A126_02BE2303] st Mol XRIXIE jAte (["Ilek=]
Z D958 T} CKD-341 §0{ A| oMM D} ofZ3tM £ W 2k5st

48 LI B71ep7] 912 1 4 N

TARAEY, S, B, ©El, 27 47|, BhER}

— (CHALSER]) oF 19M| OfAF 423t Mol
* (J3H) 48Y (S5/F0) 48Y/ (24=) 38H
x (OFMN 24) : 489
x (U3 24)
1) E0|AI2E} : 38
2) olactzC|m, ER2ER|E: 424

(1R}) EoK|=EL oflAQl=Cim S22=ER =S| AUCH Cmax
(2r}) Ho|Al=EL 01|*°*§EIJ¢| E22ER[ES| AUCx, t1/2,
Tmax, CL/F, Vd/F
OFMA: OJAE, ZAIZAYEHSHAAL &
%E—:!QO, A|_|x-||7D4A|. A TZHAL

[ YR B

HSISIEAL LAY,




CHA [2AA[E | ARl | CHaReRR} Fojggk | R0 | "Wolss e Il
(Hz/ (Enrolled/ 712t
XMeg) Treated)

Aot} izl ol 2% HolAEEl, o Ag=cE, 2=

- (FOIE8E) SAMTHE o= 1M = A" 1d| =2EE|=9| AUCE, Cmax 2 ZIskEH|e 90% AlZ|F7Ho]
=3} i 50 25 °I°kﬁ‘=“7I¥° e it=
: e 1 O iH 9 7
P ey [y gy [y gy gy gy gyl B AL{CO‘ Cmaxel 7|5kgH(90% &1272h
| e [oze o Jawe] o [oze e | | (HA oz HE UE H|3H)
149 14 149
B 48 | NEy | e | Ao | | thES Treatment Parameter GMR 90%Cl
. Crnax I
* THZEok D08, ESAMAB0/2.5/2522 |, Fgeielsy || Samlodipine 70 I |
* A|&lek CKD-341, 80/2.5/25mg, &2 . Cax I
= hiorthal
Chiorthalidon AUCo- I
. Crnax I
Temisartan  AuC, I |

=Calculate intra—CV(%) of Cmax = 41.30
[AbStx|, SF8x|] = exp[+0.760X (22t &t=l T Z=2FCmaxzt
OIZWHL E=HAt)]= 0.7396 ~ 1.3520

m oY

IPE BhH ol4 F0f 2 48Y T 15| AT AL
297-[(|:Hx0h77-[ Algok po7d) eSS LIEft FQ 0|
HS2 75, oAlelg Soln, S8=s 4% 224, 53
dom ER=glg. ofedlel elafgbis pEld BE 7, B
BIA OlAE 671, T NS 671, TR 8IS 107122 ol
2 77 2F 352 A2 =Helolls. SHeh ol |l
S. OIMARY HAIE 28t o2 F0f 2 WL giglon, &
2%, MM A, TR0 Hil 0|88oR #RE A

0z Op

n:O

1O,
HUARIE Holsk MEoz Folsh HIMel o | Ei
A7i2 REEX| oore

LS A O

14+ [BE][A126_03BE2316] 445 A2loilA] CKD-341 9| |["HIIE=]
okEEIM EN 9l olFAS Jg 57|

Qlst AN, | m 2S5t

M, 35, BT, 4 7| =R AAN|E (1x}) EoAl2EL ofAclzrim Sz28=|=e| AUCE, Omax
- SR, 37i, 35, T, 27 47|, BEsWRt (21 HolAlZEL o AtZCE, SZ2ER[ES| AUC™, t1/2,
- (CHALSER]) OF 19M|~55M 74Z5H A0l Tmax, CL/F, Vd/F

« (2H) 48Y (F0i) 51/48Y (k=) 40 B OFHA: OJAMR|, ZAMZAEMSIAAL SHSIERHAAL QAA),
* (MM B4 489 AT, AHIEAL AMTEAL

* (AESBH 24) (2=

1) HojAt=Er: 1Y W oSSt

)

Al.é.%ﬂr Czelol| Cis S5 Eo|AIZEE ofjagtzCim 22

2ER|ES AUCt, Cmax & 7[5IE |82 90% Alz[7710]

- (Foi=d) =MTEHZ of=eF 13X Aok 18| 2% 80.00% ~125.00% Alojoll Zetz|o] otZz==M J|Z

=0} s 47504 g k&S +°='%
St

|ASf2C|H, S22RR[E 47

OEI

t
rir
nek

ENE | ARUAA 17) 27 37 17) * AUCo+ & Cmaxel 7[oFgH|(90% &l=|72h)
= 249 dzet | Aa | =2 | Az | |(HAH 2R MF U8 H|S7H)
23 24 4 X o S A& ek TR Treatment Parameter GMR 90%Cl
_ — T
* #eE 14dl S-amlodipine |25 e | —
* TR0k DOB8, ERAIRM0/25/12.5Z2 11, FRsie e —
- B max
* Alglok CKD-341, 40/2.5/12.5mg, FE2Y Chlorthalidon =5 )5 7 I |
. Cora I |
Telmisartan =35 I |

B OFNA
= F0i5t 488 T 26| A[HfAKOIM & 42A(Ch =2k
15%(1924), Aok 16%(2371)) O|AMAR| 2HMSINS. O &

— —




CHAl|IEAR | CIXIRl | chakekxt | RO{EE | FOf| Hokels 21t

(Hz/ (Enrolled/ 712t
XMeg) Treated)

7HO| AFUIARIONA 12 A(CHZ=SF 3W(54), AlEeF 5 (7
)2 2=20|AHEZ(Blood pressure  systolic decreased 674,
Headache 3 7, Dizziness 271, Chest discomfort 124)22
Holeldls. OlMARIel ZEEE TIIst Z3f, o] & 4He|
AISICHARIOA - 2RMISE 4719 O] AFARH|(Nasopharyngitis,
Urticaria, Nec pain, Thermal burn)£ &5Z(moderate)Ol
Qlony, 0l2e| O|MAlRE 25 HB0IUS. 5532 OlAA}
gloll CHall x[ZoF2F0{7t O|FOH HI2E FoZ ZLE
2ol S, BUSH o|lMARIE giRlsS. E2dT, ANME ZHAL
ZIcHAlO]| CHell oAt oz ERE| AFHAIKIE H2|5tD
MMoz Rolgh B o X[ s 472 ZEEX|

oloto
LS A O

6.7.

e (40/2.5/12.5mg) €lm A}

P g A A

FEE VAR, dadRuandadelries IRELEs 1HEFoR T 19
SRA A, 7157 EFAR AR/ GZH AN AN SR D) B A2 oFAE Ft
& AA A AT
- oagErEe GEZYUACHYA, RS=1DO] FEAHE SAd 7lstr, RAE wgd el

dHA slom, 57t EFAARS oFste HluBIt dA1Y HaekEst AFBE UHE Y

2G4 EYA, FE2gEEd gs) 13 Wrhsd AUCE Cmax 25 7

S H &9 90% AFFe] 554 H7E1EY 80.00~125.00% oI E thxFd} Algere oF5ez

02 NE F5¢ o= Add

(80/2.5/25mg) BHALEZ &, o ~t= T gl =0 dia) 12 HrpH4<l AUCt, Cmax E5F 7]

g &9 90% A FIe] T548 HIHE oW E gl o] thxoFd AP ofFFHoE A

Z 558 AoF Ay

- FuAEg 13 BUbEed AUCES 71kl &e 90% A& Titel F54 B7b 7]
80.00~125.00% oW &2l=. Cmaxe A% ZIawdsted EAAYSIS w), 7158
80.00~125.00% oW, WEAFT 41%°l sHFst= Cmaxe] 7|shEdrl&e] 90% AlF 7kl
73.96~135.20% olWo|EE, SkFETHNAYIE AlTZA4F wet YEFHor F
5 7 AAE FEFHOE ME F5T R HHE

- xYgEgY 9 FE=2YEE ¢ 1A FrhAgdd AUCE Cmax 25 718t #Hl&9 90% 4
o] 554 H771EY 80.00-125.00% oW F AAE FEFHoE M T

(80/2.5/12.5mg) 97314 A 71517} F5A EFAAR A&} F5HE 45

A(B80/2.5/25mg)e] FFeol e AANFFSHEFAZA TeFFY] F5871- A

(A FfFFHATA) [EE]] F4o] we} [SFFFTAAND7E] AFIFFEATAD] & H)

HE
SENIARE AZstiden, 3 A5E T Ad4F T4l FUH

rir

ol
]1(;)[_1‘
o
o
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