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MR RSEERER 2 i L, 2017 45 2 H 15 BIZAGRZES, 201746 H 16 HICiE%
BRA L7z, (GERZE 11215 25 (CERK 26 4F 11 H 21 H) (CEED KGR HFE

2022412 A 1 H, RHT 7 7 —< &40 5 B [E T B TSRSt & i e & 3R
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I. &4¥ICEE9 5IEHE
1. BR5E4
(1) 4
TIVF T oA BE AP
TIVF T oA BE BP
(2) *4

INIG)
INIG)

TELTHIA® Combination Tab.

(3) AMDHRE

HARY =R v 7R « NA AV I T —ZRNPRERE LI —7 7 FA LD

2. —4
(1) M4 (4%

FLIV ALy, v RazaaF 7Y R (JAN)

(2) 4 (&%)

Telmisartan, Hydrochlorothiazide (JAN)

(3) RT L

TII YL

T OFT v N FRFEDIEE  —sartan

t RasoaF7rY R

7mauF 7Y RRFRE © —thiazid

3. EEXXIERERX

TIIYH [N =/ = e i Sy

4. 2FRARUSFE

T E

4313 0 CssHsoN4O2, 1 : 514.62

t ReseesF7rY R

413K 0 C/HsCIN3O4Se, 701 & : 297.74

5. {E¥48 (A%

T E

4-{[4-Methyl-6-(1-methyl-1 H -benzimidazol-2-yl)-2-propyl- 15
-benzimidazol-1-yl] methyl}biphenyl-2-carboxylic acid (IUPAC)

t RasoaF7rY R

6-Chloro-3,4-dihydro-2H-1,2,4-benzothiadiazine-7- sulfonamide
1,1-dioxide (IUPAC)

6. ER4, 4, KBS, E5ES
Fricia L

7. CAS 22 &S
THAIPIE 144701 - 48 - 4
ERkesoaF 7Y K | 58-93-5




. BRI HRE
1. MELEENERE
(1) 48 - 5K

TIIY L

BB~ AOREEDOM R TH 5.
fii I b D,

t RasoaF7rY R

H DRSS XIIFERMEOH R T, 128V <, WRITEMNIE VD,

(2) BfEHE

TIIY L

FRRIE T, AZ =TT <, =4 7 —/b (99.5) (Zhsd
TEITIZLL, KIZIFEAEET RV,

t RasoaF7rY R

T b AT, T = B U MRORBETIZLSL, AT Z )
—L (95) 12D TIEIFIZL L, P=FLm—F /i & A EEIT R,
KRBT B Y o LRI T D,

(3) it
EEE R L

(4) BR (S8R, BR, RER

t ReseesF7rY R

Al K 267°C (50 fiF)

(5) BAIERMRETER
MR L

(6) HEFEEY
SRR L

(7) E0MDEGREE

EE R L

2. AYPHSDERELHTICHETIRE.

BB L




3. A OHEBHRE

TII YL

(1) RS AT ) E vk
ARED A X ) —NARBIZ D E RN AT MV ERIEL, KD AT
MUVERDSIARY MRS 5 & X, WFHDAT FUVIEFHE
— RO L ZAIZFREEDOTRE DRI B 5,

(2) RIRUL AT S VRIETE
BAL Y U ABEANEIZ K O EBR ATV, REDAXT ML ERGLDOS
AR MBS D L&, MEOAT MVEFE—EZDO LA
W ZFIRED IR DRI 238 5,

tE ReseesF7rY R

(1) BapIL
A7 vn® be—7BRRKENZT- L&, RITEAE2RT D,

(2) TRIEOS
ASIZIREET MY U AHKFnERM L, BT DL X, BAETDHH
ZXE LRt ) b~ AM|EHF LT H, wk, KENz, AL, A
RIS, EEEOEAANY v ARKEZNZ D EE, AaDlL
w5,

(3) TRIBEUS
(2) DAL K ORI E Nz 5 L&, BEROWLEE4AT
Do

(4) RSN AT E vk
Az KL U v AFRIITIED LK E I Z 2RI & RN AR
FLEBIEL, RKEDART MLEREDOBR ALY ML XTI Ra
suanF7 Y RERELDOARYT ML AT S EE, fFEDALT |
JWEIE— D & 2 AR DO TRE DWW ZRD 5,

4. ARG DEEE

TIIY L

RN E T
Az FRRICEE L, SOKEFiRZINZ, R CHET 5.

t RasoaF7rY R

ks u~ 777 4—
MRt © SRR
BEE - U Ul KET N U LR, T b= b U VIREK




V. FICEHI HEE

1. Fifg
(1) FIRORR, NMERUER
FRFEA, 7V F 7 A b AP TNIG 7V F 7l A #E BP INIG)

PEIR £ %-E’é D FE

T e

E A (mm) ) 11.0
JE & (mm) 3.5 4.3
B &(mg) 243.5 487
EGIEE
(PTP) TV TH1 TV TH2
(2) HEIDOYME

(V. 4. WAIOHKFESRNT FIZRT D LEM] DESM)

(3) #Aa—F

(Mv. 1. (D) AROXH, SR OMER] OEEZMR)
(4) pH, BEEL, HE, LE SREOERUREL pHi%H

MER L
2. RFIOHRE
(1) BHEES GRERS) OEE
R 724 TVF T ESE AP TNIG | FILF T LA EE BP INIG)
AT TP L 40mg FII YLK 80mg
(1 829) tkezeasd7 YK 12.5mg v kazead7 YK 12.5mg
Ao —RA, JaARE Ry, fidatra—x, A5 T7 Y U~ 3%
TN SYLA, FUERILFLSY, ERrX Ao bn—R, B4y
& TNT 7 —bF Ty, Dvr= k=L, A7V, Ha= sk,
DA 1 RSy
(2) &y
(Mv. 2. (1) By GEVERSY) O &) OIEEM)
(3) Z0ith
BT 2D

3. BEA, HADOLEEIIHT HEE
SRR




4. HEOBZEBEHTICHITEHREHR"

(1) IEFER
A OEMERER (40C, 75%RH, 6 » H) OfER, 7 AFT7EAHE AP INIG) KO
NTF T ELESE BPINIG 13l 5 O i FICs W T 3 ERMZETH D Z &0 El Sz,

OT NFTHEAEE AP INIG) IEiER [PTP+ 7L 48 (zleAl) +HHEE]

(/M ~ B KA
HERIEH PRATHA ]
<HIHE > BH 4 IRE 6 » H
PER n=3%1 o R
< S 8 DG > e L
BB n=3"1 plEkey e
MR n=3"1 ke BTEkey
R — N N
<15.0%5L F> Ha L
TP L L (%) n=8%1
_— <305y, 85%Lk 1> 91~103 92~105
; ERnznnFT Yl (%) n=sh 79~102% 93~102
<3047, 80%LL >
FAIHFAL L (%) *2 n=gh o )
o 08 O 108.0% > 100.5+0.5 102.4+0.4
ERezeadF7 YR (%) *2 n=3% 4 4
5.0 105.0% > 98.5:0.9 99.5+1.0

¥1:3av kb £y bhn=3

X2 BARRIIHTIEAE (%)

¥3 112 BBl A D=, HUKIZHES L1,
¥4 PYIE R (SD)

OTNFTEEEE BP INIG) naai [PTP+ 77 /v 48 (WofpAl) + 5 ]

e/ M~ e R )
ABRIE H TRAFHIA]
<His > PHARRS 6 5 A
PR n=3%1 N N
<Sfts D Feb > T e
fERdaE  n=3"1 WA e
PLEERER  n=3"%1 WA ke
AL —HERER  n=3" e o
<15.0%Lh > o H
TP L L (%) n=8%1
_— <305y, 85%Lk 1> 89~101 86~101
v ERrZuuF7 YR (%) n=3% 96~103 95~104
<3077, 80%LA 1>
THIPE L (%) *2 n=3% g s
L PPN 100.4%0.7 102.1+0.4
[Sil==N N - :
ERrzoarF7 YR (%) %2 n=3% g 4y
< 95.0~105.0% > 99.2+0.5 100.5+0.4

¥1:3my b %y | n=3
%9 FRBICHT B AHE (%)
%3 AR (SD)



(2) PTP BEDORELHR

OTFNFTEEEE AP INIG) 25°C, 75%RH, #t [PTP Aidk]

(Bt IMiE ~ fpe KA
ABRIE B PRAFHAR]
< HIK& > BH AL 3% H
'l\ﬁz'\’{k n=3 37X 7
<k 0 b > A A
HWIERBR n=3 ik STk
FIPLEZ (%) n=3 100 99
FRATH
ErerzeaF7Y K (%) n=3 100 101
(z%E) WE (kg) 9.9 9.8
OF NFTHEAEE BP INIG) 25°C, 75%RH, #t [PTP Adk]
(Fpe/IMiE ~ fie KA
BRTE H A7
<Kk > BR hA I 35 H
ek n=3 .
< %ﬁ%g$%> EA B
WEERER n=3 e Sk
FTAIYPLEZL (%) n=3 100 101
AT
ERezoeF7Y R (%) n=3 100 100
(&) WE (k) 13.9 12.8




(3) |AaZoREUSAR
OTNFTHEAEE AP INIG)

40°C [ - KB AR
(B /IMIE ~ e KA
=XERTE H PrAF ]
<%E$%> B LA 3 % H
Tw %w&/(%
—_— <304y, 85%LL k> 91~101 96~100
EReszoaF 7T RN (% s
<30 %, 80%ui>( ) 94~101 72~101%2
FIIPLHEL (%) *
- <95.0~105.0% > 100.2 97.8
tERezeadF7 YR (%) *
<95.0~105.0% > 101.3 99.5
(&) wE (kg) 12.9 114
X1 FREICKHT2EHE (%)
X2 11/12 gEE A D7D, BEKICHEA Lz,
OTNVFTEEEE AP INIG) fEAE  25°C - T5%RH [HEYE - B AL
(/M ~ e KA
RERIE H PRAFHI
< B> BH AL 4 3 A
o s EEEORE | ABGEORE | WBEORE
FNIHNEL (%)
. <304y, 85%LL k> 91~101 96~101
re e tRkeszaasdF 7R (%) N
<304y, 80%LI L > 94~101 89~93
FHIPAL L (%) * _
- <95.0~105.0% > 100.2 100.0
NI ROAS 0, x
Er D<79§(1)jj1§560/t >(/°) 101.3 98.0 92.4
(%) wE (kg) 12.9 — 6.4
% FHRBICHTEEEE (%)
— . REN
B L kT

OT NVFTEAEEE AP INIG)

Eds 25C -

BEE 120 5 Lx-hr [KBA]

(B /M~ f5 K AE)
<Hikg > B AT 120 /7 Lx-hr
LN okt .0 e ol .0 R
FIIHVAHL (%)
_— <304y, 85%LL | > 91~101 93~101
VA - . ——
tReseadF 7R (%)
<304, 80%MLE> 94~101 95~100
FHAIPNE L (%) *
sg <95.0~105.0% > 100.2 100.2
tERezeadF 7Y R (%) *
<95.0~105.0% > 101.3 98.6
(&) wE (kg) 12.9 11.8
X HRBICHT 2EAE (%)




OTFNFTEESHE BP INIG) 42

(e /IMIE ~ e KA
RERIE H
<Kk > BA LG 30
LN ot .0 e ol .0 R
TIVIPIH L (%)
vt <304y, 85%LL F> 92~101 92~100
S =807, 8oL
ERkerseaF7Y K (%)
<304y, 80%LLE > 99~102 98~103
FLIFLE L (%) *
. <95.0~105.0% > 100.2 102.3
tRezaanF7rY R (%) *
<95.0~105.0% > 99.1 102.0
(&) wE (kg) 19.1 18.3
% BRRICKHT 5EHAE (%)
OF NFTEAHEBP INIG) @ 25°C - 75%RH [ - Bk
(/M ~ B KA
BRI H A7 A
<Hikg > e : 55 T
e o s B (D HBE B (D HBE B GO
i;gg?;fﬂéigilj?ﬁ> 92~101 84~101%2
W e e e T O F (%) -
<3045, 80%LLE> 99~102 88~97
FLIFAE L (%) *
. <95.0~105.0%> 100.2 102.1
tRezaanF7rY R (%) *
<95.0~105.0%> 99.1 96.6
(%) WE (kg) 19.1 10.8

K1 FTREICHTDEHHE (%)
X2 11/12 fEl A D=, BURITE S L,
- RESME

OTFNFTEEEE BP INIG) 4

25°C « Bt & 120 5 Lix-hr [KUB A

(B /M~ F5 K AE)
PRERTEH
<Hikg > B A I 120 77 Lx-hr
<%%E%$ﬁ> WO FREE RS D T
FAIPAL L (%)
P L <30 %y 85%L)U:0> 91~101 92~99
v <3057, 85%FLE
EReZnoF7 YR (%)
<304y, 80%LLE> ’ 94~101 86~102
FIIP LR (%) *
P <95.0~105.0% > 100.2 102.0
vt RezaanF7rY R (%) *
<95.0~105.0% > 101.3 101.5
(BE(H) W (ke) 12.9 o4

X RARICKT 5B AE (%)




5. ANERUVBHREOREN
PAROrA
6. fFl&EDEEELL (MEBLEMNELL)
YL
7. B
(1) BHBE
TNAFTHEEHE AP INIG) K O7 VT 7T EGHE BP INIG) OEHMHE, HARERFIZED
DNTHBICHEA L TWD Z ERERIN TN D,
FREEIC A HRBRE 2 12 900mL 2 VY, /S RAWEIC X D ikBrE4T9,)
ASRp SIS

G HiE IRFH TR
THNFTERAEEE | 7VIV AL (40mg) 50rpm 45 4y 85%LA I
AP INIG] t RoszooF7 Y R (12.5mg) 75rpm 45 4y 80%LA I
TINFTEREEE | 7AVIVALHZ 2 (80mg) 50rpm 45 4y 80%LA I
BP INIG] t FoszooF7 Y R (12.5mg) 75rpm 45 4y 80%LA I

(2) BHEER>

<TFNFTEAEE BP INIG) >

BRIEIRSL O LD FIORIEMGBRT A BT A L EO—HSIEIC VT (P24 42 A 29 B 38

RFATIE 0229 55 10 5)

(TFILEHILEY)

FRER S

g AAERS  BEHRERE NRUE

[al#nds M OVFRBRTE - 50rpm (pH1.2, pH3.0, pH6.8, 7k), 100rpm (pH1.2)

CHIE]

-pH1.2 (50rpm) T, FEAERLA|D IR N 40% M Y 85%fHL D 2 KEAIZIUW T,
AR it O SERE s SR AR VE R O SRS R £ 15% O FiPHIC 8 - 72,

- pH3.0 (50rpm) TiZ, FEAERIFOSFELEEEHERDY 60% & O 85%FIE D 2 FfRIZHB\W\ T,
AR it O SEREJ S SR R VE R O SRV R £ 15% O HR IZ B - 72,

- pH6.8 (50rpm) T, 154781 DA O3 H SR T HERLE) O SR H R +15%
DOFEFHIZSH - T,

- K (50rpm) TIX, 15 ITEIT DA O VA H R TAEAHERIEK] O E AR £ 15% D
FPHIZ o 7,

-pH1.2 (100rpm) TiE, FEERGH O D 40% K TN 85% (1L D 2F IZ B\ T,
AR it O SEREJ S SR TR VE R O SER Y R £ 15% O FEPRIZ B> - 72,

Lk, ZVFT7EAESE BP INIG) OB T VI PILZ AZDONWT, IEHEE) 2 AR vE
A & bl U725 R, R TORBRIRIZI W T MEREIES O FHFRENRBR T A K Z
A V) OHELREICEE LT,
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(& i thAR)

BHE (%) pH1.2 (50rpm) BHE (%) pH3.0 (50rpm)
100 ¢ TILEHILAY 100 TILEHILAY
80 A=~ 80 +
60 | 60 |
40 + 40 -
20 | —e— TILF7EAHEBP NIG) 20 | —e— TILFFE&HEBP NIG)
- & —1ZHERF (FEEEE, 80mg) - &~ —1ZHERF| (FEEE 80mg)
0 L‘ L L 0 L‘ L L L
0 30 60 90 0 10 20 30
B (5 B (5)
BHE (%) pH6.8 (50rpm) BHE (%) 7k (50rpm)
100 | FLIHLEY 100 TIIHLIY
80 R 80
-0 _A=
60 | 60 |
40 | 40 |
20 | —e— FILFFEREEBP NIG) 20 | —e— FLF TEAEBP INIG)
- & —1ZERF| (BEEEE 80mg) - o~ = 1ZHEHF (BEEE 80mg)
0 L‘ L L 0 L‘ L L L
0 10 20 30 0 10 20 30
B () B ()
BHE (%) pH1.2 (100rpm)
100 | TILESHILE Y
80 I
60 I
40
20 | —e— T LF 7EEEHBP INIG)
o oy =~ —RERK @A 80mg)
0 15 30 45
B ()
(n=12)
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(EFOSOOF7oFR)

AR S

WE - AAKRT  WHREE SRV

[al#REr & OFRBANE © 50rpm (pH1.2, pH4.0, pH6.8, 7K), 100rpm (pH4.0)

CHIE]

- pH1.2 (50rpm) TIiZ%, f2 % OMEIZ42 L ETHH-T,

- pH4.0 (50rpm) TliE, 2 B OfEIL 42 K ThH -7,

- pH6.8 (50rpm) TliE, 2 B OfEIL 42 KiliCThH -7,

- K (50rpm) TI, ARAERE| ORI 60% K% O 85%FFiT D 2 Ki i\ T, A
it O P PAJ FH SR VA VR 0 SR HH 2R £ 15% D FiPH 12 8 o 72,

- pH4.0 (100rpm) TiE, 15 23281 DA O R H SR I TR HERLA O SE PR H 2R +15%
DOHEPHIZ I - 7=,

Lk, 7AFTEAEEH BP INIG) OIS E RrZaaF7 Y RIZoOWT, R HZEE)
Zo fEVERLA L blg U= 45 R, pH1.2 (BOrpm), 7K (50rpm), pH4.0 (100rpm) O#kBR
RIZEBWT TR ERSLOEYZHRIEMERBR T A N7 A ) OfERMEEA L,

(¥t )
EHE (%) pH1.2 (50rpm) BHE (%) pH4.0 (50rpm)
ErkO ORFF7IFR ErosooOF7oR
100 —O z
80 =TT
60 -
40
20 & —e— FLFFEAHBP NIG) 20 —e— TLFFEAHRBP NIG)
o - & — UK AR 125mg) . — & —EENH @A 12.5mg)
0 15 30 45 0 15 30 45
B (9 BERE (9)
BHE (%) pH6.8 (50rpm) BT (%) 7K (50rpm)
ErRosooF7oR ErRoyooF7eR
100 | __g_ ———=N 100
80 PR - 80 |
60 | 60 |-
40 | 40 |
20 | —e— FLFFEAHBP NIG) 20 | —e— FLF PEEHEBP NIG)
- & —1ZEHF (EEfE 12.5mg) - & —ZEHF (EEEE 12.5mg)
0 r¢ L L 0 f¥ L f
0 15 30 45 0 10 20 30
B (%) BR (5)
RHE (%) pH4.0 (100rpm)
ErOsoOF7OR
100 |
80 | ---"
60 -
40 +
20 | —e— FLF FEAHBP NIG)
- o —ZENH EAL 12.5mg)
O L' L L L
0 5 10 15
B (5
(n=12)
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(3) EENERLIROERBFOEMENE SRR
<TNFTEAEE AP INIG) >
TNFTEESE AP INIG) 1, & &R D80 BRI O FRENR T A K7 A
(PR 24 22 H 29 A FEEFAFE 0229 55 10 5) | ([ZFESF, TAFTEEHE BP INIG) %1%
WRIFI L Uiz b &, RIS L, EWRICREE & e Sz,

(TFILEHILEY)
AR S
g AAERS  BEHRERE N RUE
[E]#R N O BRE : 50rpm (pH6.8)
CHIE]
-pH6.8 (50rpm) Ti, FEAERLF D FELETAEHZ DK 60% K N 85% & 725 2 RE sl ¢,
AR 0D SEAAT I HH SR A YRR O SER S MR+ 10% DFEPAIC B o 72 F T2, Fek& Erlki 5
(B0 MMNZH T D AR OE 2 DTEHRIL, RO VERHFEF15% O LB 2 5 H DN
128 1{ELLF T, £25%D#MEHZ D b ONRN-oT,

Lk, 7AFTEAESE AP INIG) OFKT TV I HAZ AZHONT, IRHEsE 2 Y
A (FAFTEAHE BP INIG)) &g U5, &8 82 280 E a5 o 4
FRIRIEVEREBR AT A R T A ) OHERMEICHE L2 D, AMFRNCRE & 2 &

iz,
(s H Hh )
BHE (%) pH6.8 (50rpm)
100 - TILEHILZ Y
80
60
40 -
20 —e— T ILF THEHIE AP INIG]
- & =T )LFTEEHEBP 'NIGJ
0 b L L L
0 10 20 30
B (49)
(n=12)
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(erFOY0OF7IKR)

RS

EE - AR WHRBE S RLE

[ERA N ONABRIE - 50rpm (pH1.2, pH5.0, pH6.8, /K), 100rpm (pH1.2)

]

-pH1.2 (50 rpm) T, EEERAIRS ZOARMIZE HIZ 15 5L 85% LI EIAH L
720 F T2, IR R (15 NSRBI DA OE # DR ERIE, A O R HER +15%
DEPHZEZ D HOMN 12 [l 1EHLL T T, £25%DO#HEBZ D ORI T,

- pH5.0 (50 rpm) T, FEEHERAIR X OARMIZE HIZ 15 53 LINIZ Y 85% LA L L
Too F 1z, Bt IR (15 S)IZ 31T DA Ol 2 DV, AR5 O FEEEHFEE15%
OFPAZBZ D HOMN 12 HF 1{HLL T T, £25%DHFPHEZBZ 5 H DN -oT=,

- pH6.8 (50 rpm) TIE, EEERAIRS JOARMIZE HIZ 15 53N 85%LL EiaH L
720 F 70, R R (15 IS IBIT DA Off 2 DR HERIE, Kbt O RIS +15%
OHEIPFAZBEZ DL O 12 HF 1{HLLT T, £25%DHPHE B X 5 H DN -o7=,

-7k (50 rpm) TiE, 2 BIEOMEIL 50 UL ETH -7, F77, BEHBFEE(E0 /H)ICR T
HARGOME 2 OFEHHEIL, RO FEEHEE15%OFAEE 25 b O 12 f@d 1
LINT, ®225%DHiFHZHEZ 5 DN T,

- pH1.2 (100rpm) Ci¥, FEAHERIFIR LOARMITE HIT 15 LIRS 85%LL L
Lic, F72, BRAERE R (15 I3 D ARG OfE 2 OVEHIZRIL, A5 OIFELE SR &
15% DHEIPHEZ 2 2 b OB 12 F 1HELL T T, =26%DFIFHZHE 2 5 b DN 7ehoT-,

Uk, ZAFT7EEHE AP INIG) OF#SE FrZnaF7 Y RIZoWNWT, WHiZEHE)
AEERERA] (7 F TEAEE BP INIG)) L L72fER, 2 ToRREICBE T (8
INEL 72 2% 0 B BA O A RV SEHRBRTA R T A > ) OHEREICHEA L2 &

5, EMFHNCRLSE L B ST,
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(¥ H i)

BHE (%) pH1.2 (50rpm) BHE (%) pH5.0 (50rpm)
100 |- ErFosooF7oR 100 EROosOOFFS R
oo f T __-- A 80 - ==
60 60 -
40 + 40
20 —e— TILFFEAHAP NIG) 20 L —o— TILFTEREHZAP TNIG)
- & = TI)LFFEREEBP INIG] - & = TI)LFFEREEBP INIG]
O L‘ L L L 0 L‘ L L L
0 10 15 0 10 15
B (5 B (4
BHE (%) pH6.8 (50rpm) BHE (%) 7K (50rpm)
100 ErRZBOFTOR 100 ErOsBEOFTOR
80 80 |
60 60 |
40 + 40
20 L —e— FILF7EALAP NIG] 20 —e— FLF FEAHAP NIG]
- & = TI)LFFEREEEBP INIG) - & = TI)LFTEEEBP INIG]
0 L‘ L L L 0 L‘ L L L
0 10 15 0 10 20 30
B (4 B (5)
BH® (%) pH1.2 (100rpm)
100 + EROZO0OFF7DF _
80 I 2=
60 I
40
20 —e— T ILF FTEEEHEAP INIG)
- & = T)LFTEREHEBP INIG)]
0 o : : :
0 10 15
B ()
(n=12)
8. EMEMEERE
B LR L
9. HEIhDEIHS ORERHARE
Wik a~ 777 40—
REHRIE DT VIV NAZ RO Ku s anF 7Y RO —7 ORFFRFITEERTR O T L
ISP EURE RereaTd 7Y ROE—7 ORI EZNEFNE LY, £72, b
DE—7 DRINANT MERIET D L&, F—KEDE ZAIZFERORE DI ZRBD 5,
10. HFIPDOAMRS DEE;
Wik a~ 777 40—
Bt : SO 7
BEMH : U IKET =0 L, K, VU, T M= UVIRK
1. Hif
YL
12. BRAT HAREMD & 5K
B LR L
13. FEADELRSR - NS RERRICET S5

PA=RPANA



14. T
Hlz/e L

16



V. ARICEI HIEE
1. ZEERIIZHE
= I AE

<%hHE - HRICEET SEALDFERED>
WELRMEETOBENERDH Y, KflZ@MERROFE EIREEL L2 L,

2. BERUVHEE
BAZIZ1TH1IFELEE (A dr/e FarzueaeF 7Y ReE LT 40mg/12.5mg T
80mg/12.5mg) Z OG5, ARFNIEMEBROF B L L THW W,
<K& - BEICBEY SERLDEE>
(1) FHIE LT, 7% F 2 40mg THERATGRGEICT VIV LV EZ /e R
27 unfFT YR 40mg/12.5mg O h-4, 7/ I P Z 2 80mg, XILT V3
Pzl ReszaueF7 Y R 40mg/12.5mg CTHRARN+DRGEICT AV IY
A e Rz oaF 7Y K 80mg/12.6mg D G- A ald 52 &,
(2) HEEOH ZEBEFIHEGT LG, 7AVIVLF /e RerzeaF 7V REL
T 40mg/12.5mg # B2 THG- Lanwz &, (MEE#KS ) OESM)

3. EREKRTE

(1) BRT—2N\wF5—9
MR L

(2) EBERME
M EE R L

(3) ERERFEIRAER
M EE R L

(4) BREMRER
M EE e L

(5) BRI

1) B|IEALLEITRERGHER
M EE R L

2) HEEGEAER
M EE e L

3) REMRR
M EE e L

4) BE - WERFER
M EE R L

(6) ampIfsEA

1) SABERE - BECEARERE (FIFRE) - AERFTEREBRGR (TREERKEER)
M EE e L

2) RRBREHL LTREFEORNEXIIRE L -HBROBE
PAROrA
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VI. EEREICEET HIEHE

1. EBEZRNICEEHHILEMITLEHH
TUVUHT oy MR (a2 H U L, SN L R )
FT7YRRARE (R 7 a LV AFT IR, 4483 F)

2. EEEH

(1) EREREL - ERRF
1) TAIP Lz
TUTFT U NRFROY T X AT ATV SR EROFHEE, NRWRIEmEDOT 4T
YUK L TERAER LAV THRAEICHTT 5 Z LIC KV BREFEAZET, vk, A
D AT = AEBFMETmE <, FADFHITH 5,
2) ekeznuFrY Ry
F7 Y FRFIRE, BEARAE ICRBIT D Na™ & Cl OFWI A IH L, AKOHEE 22 <
o, RENKEZRLEMEN AT 5, BREFERIE, IEIIERLTECKRTICEY, &
PN RIS OJERIC K D B2 DTV 5,

(2) EMNEEMITHEBRAAE
M ERR L

(3) {ERRBRRE - FinbkE
M ERR L
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VI. ¥MEhreicBis 5I8H
1. IAPREOHTR - AleE
(1) AREEDGLDRE
MR L
(2) RELPREDZERRE
(TVIL 1. (8) FRIRFABR CHER S N7 | DIERR)
(3) BRERRBRTHREIN-LHEE
<TNFTEAEE AP INIG) >¥
TLFTEEHE AP INIG) 1E, [EESRZR 5880 EERAI DAY FRRSHRBR T A KT A
PRk 24 422 A 29 H 3EESFAR 0229 25 10 5) | ([ZHS%, 7AFTEASE BP INIG) %A%
IR L L7z b &, HHEENNE UL, AR L e S,

<F NVFTEASE BP INIG, > ¥
BRI EILS DEYFHIRIENERBR T A R T A L ZEO—E ik EIc>WT CER 24 422 A 29 H
FRAFRAIE 0229 55 10 &)

TNFTHEAESE BP INIG) EHEMERIEILZ, /o A4 —_"—JEicIZnZEin 18 (712
Fx L LT 8mg, B RrZuand 7Y RELT 12.6mg) A S ISR HERR
05 U Tl R LIRIRE 2 HE L, 55N pEhie <7 2 —% (AUC, Cmax) Z
DT 90%1E I X A THEFHIFIT 21T o 7558, log (0.80) ~log (1.25) D#HIFHNTH
v, HEIO AW FRIR DR S LT,

(FILEHILEY) (R ROFFLER)
1200 120 ¢
1000 —e— F)LF PEEHBPINIG] 100 —— 7 /)LF PEEGIEBPINIG]
---0-- {RAERIEN (FL & 5E) ---0-- {FHERF| EEiR)

500 FHLEERE, n=56 T+ R, =32

600

MEEEE (ng/mL)

400

MEEPRE (ng/mL)

200

& a
0 12 24 36 48 60 72 0

, 0 6 12 18 24 30 36
185D ()
= ' B DEE (hr)
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[HEMENRE T A= (FLIFLH )]

5 B

HIENT A—=F

BENTRA=F

(A& #E, 80mg)

(me) AUCt Cmax Tmax T1/2
i (ng-hr/mL) (ng/mL) (hr) (hr)
TIVTF T BLAEE
BP INIG 80 3955.20+6279.45 | 687.31+725.00 1.55+1.29 28.46+20.13
FEE eS|
80 3802.87+5199.38 | 662.59+556.40 1.20+0.89 31.10+22.40%

ERYENRE X T A —% (v RusooF7 Y R)]

(1 8% 5, MeantS.D., n=56 (3 : n=55))

Kb

HIENT A =X

BENT A =H

(B A#E, 12.5mg)

(mg) AUCt Cmax Tmax T1/2
J (ng-hr/mL) (ng/mL) (hr) (hr)
TNF T BLAGE
BP INIG 12.5 489.95+99.21 91.28+25.43 1.82+0.77 7.73£1.56
YA 1 X
PRiERAl 12.5 496.82+105.08 86.00+24.90 2.14+1.06 7.70+1.21

(18£8 5, Mean+S.D., n=32)

MR AUC, Cmax 50055 A—¥ 15, HIREOBR, HEOTIREL - 10
BORPARIHT L > TR S TN 5 5,

(4) rhiEsE
SRR L

(56) BE - ftAEDOEE

(Tvil. 7. *HAEAVEH],

VII. 14. @A FoFEE)] OESR)

(6) BEH (REaL—Yay) @IS YHBALE-EDFEADHEEDHER

BRI L

2. EMEER/NS A -4

(1) BHiA®
BB L
(2) RAREEEH
BB L

() "AFFRAFEY T«

EEE R L
(4) HEEEEH
i%HE RS L
(8) YUV752R
% HE RS L

(6) FMEW
EEE R L
(7) WEREEHGE
% HE RS L
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3. R
M EE R L
4. S
(1) mi&-KEFE@E
M ERR L
(2) mi&k-RadkRErE&EE
(TVIl. 10. ffhs, PEbw, RIEE~OEE ) OHZBM)
(3) it~
(TVIl. 10. #hs, PEhw, RIBE~OEE ) OHZBH)
(4) EBEA~NORITHE
ZMEE R L
(5) Tothofg~DBITE
M EE R L
5. K&
(1) HKHEPEIR UK EER
M ERR L
(2) KHICBEET HBE%R (CYP4S0 &) D4 FiE
TP NE L, EELTCUGTE:SE (UDP-7v7ua /) v b T A7 27—8) ([2X
L7V a BRIk TR#tENS, £72, TAIPAZ CIFREEESE P - 450 TIX
Rt s, B RaszoaF 7Y FMIFERNTIEE A ERBEZTT, REMKE LTR
HIZHRt S L 5,
(3) MEEBNROEERVTDEIE
M ERR L
(4) REPOFEDOEERUVLE
M EE R L
(5) FEHERBMOEERI /A —4
M EE R L
6. Hitt
(1) BEltERa R ViR
Y ERR L
(2) HitsE
M EE R L
(3) HEithEE
M ERR L
7. FSIURR—E—IZET HIER
M ERR L
8. BNEFICLIBREE
(TVIl. 13. &&EHRG ] OHSH)
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. &2% (ERLOIES) 1T HHEE
1. BEENRLEETDER
AR L

2. EENBELE0ERA (RAIEEZED)

(1)

(2)
(3)
(4)
(5)
(6)

(7)

(8)

(25 (ROBHICEFB/ELENIE)]

AANDRKTY K OF 7 2 FRFERIUTE OB BTz s ) FEDA LT
47 X FEEER) 1k LIBBEUE OB D & 5 B

PSR L TV D AIREME D & D tm A (Tdds, PEfm, RFmE~0H5 ) OHSM)
AT D AR THNEE UTEBRITEE O H 5 8% (MEEK S ] OHEZM)
PR D B UM BT O BE AR ORBBIFFTE 20, ]
SVEBARE0RE [BHEL FIOBLSE28ETh0H 5, ]

FIRFOT U T L AV TLARHELNITED L TWDEE HET bY v AME, K
U v LEFOERERIMHE B SELIBZNNRH D, ]

TUAX VT REE RGP ORERFESE (ZEL, tMOBRERKEEZT o THRE
MED = b= L ARROBEZERS) DEESEMNAET, BEERSE, &
U0 SfE K MR ED U 2 7 N @E ST, (THRERLANER] 0EE
)]

TAET Vv CEREEKRIY) (BYEZ R DI LRI K D EREBEIR) 25 hofE
(TFHEAEH ) OEZM)

3. MHEREHRICEHET SERALOIEL TDEH

(TV. BRICETSHE ] 22 8)

4. AERUVREICEET SEALOZIEE ZDOER

(TV. {BRICET2THE )] 22H])

5. HERSARLETDER

(1)

[RERE (ROBEICITREEICERETDHL)]

A B BRI A2 D & 5 BE T E CRER A O H 5 BE (TEEREARNER ]
DIAZ[R)

M7 U MMERHE OBE (THEELREANEER] OESHR)

) FEE - TREOH 5 EE [TAIVPAZ ATEITETFIcHtt SN s 720, 731

NELDI VT ZUANMETTHZ 08D D5H, £z, SEICBWTHFEERE TT /L
PILH o DOMPRENK 3~4.5 (F LHTHZ LR HEINTND, B krZaaF T
TRTIE, WHEEEEZHRT LN H D, ]

EEOH L EE [(BMELZ BT BENRH D, ]

M B O & 5 BE GREORIESIMINEAEE25 &R L, WEZELLSE 8%
nNind s, ]

mlnE ([EEE~ORYE ) OESR)

HAE 2R AR ALIE SUINBIREE(LIE D & 5 B [ FIRD S b biviza, S/
EER, MEEfREEZ L, IRERELZFETIBTARS D, ]
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&

(8)

(9)
(10)

(11)

(12)
(13)

ARSI, SITmE, FERFOH 2 BHE [EIRBE, SiEZEL, R,
FEPRIF OFEALRCBME L OB ENDR B D, ]

T, e B 5 EE [EMERHAPSHLOND RN 5, ]

BT T SE, FIFIRSRETTEE DO H 2 B iE Vv U A% ER XS EB%
nndH s,

UXH Y RA|, BEERIEREARNVE CEIUL ACTH OB 2517 T\ b BE (THHA(E
B OESHR)

BHRERFOBE KT MY v AESEZER ZTB8Znnb 5, ]
RIEAIREIbRE DRBF [(ARAIOREEERBHEREIND, ]

6. EELGEXRKIBLTOERARVRESE

(1)

(2)

(3)

(4)

(5)

(6)

AENX, TUIPNLE L 40mg HH WL 80mg Lt Rrr T 7 ¥ K 12.5mg & O/
BHITHY, TAIVF e RarzaaTF T Y RRGORERPEIT 580
HDHT, WUNIAFIOERZ/RFH 52 &,

W AIME R BRI ZE D B 2 B TR B CRBIRIEAEO & 5 BH 2B\ L, BiiEo
JBDRREKIEAWEDR TIC L RURICEHEELZ LS E 2B 2NN H 50T, 5% I
R E RN L SN GG ZRE, MRS Z &,

Mig 7 V7 F =l 2.0mg/dL % 2 5 BEHEREREERFT B VT, BR L a2 15
RNEHIT SN GEEERE, AT S Z &,

BHRERE BE T, MiE 2 LT F = Ul R R OUTE R LR OB nH D DT,
AR R ITEMNCE 7 L7 F = AE L NMIERBEOE=42 U 7 &2 F L, B
Bret+mcaro 2 &,

AEDOEI THDT NI AZ AL, @A) T AIIEDBEIZBWNT, &0 7 A fE
EFHEEIEIBZENANRH LT, IRRLESCLESROEHB SN HAERE, HHIT
WD Z L,

o, BERERES, =20 b — L RRORERFEIC IV IMIED Y U MENRE L 720 0T
BETIE, &P Y U AMIENERTHBZNNHHLOT, MiEH Y U MEIZEETDH I &,
TUAF VT ABEZIRT 256, BREERE, &Y U AifE &k ORI E 2 k&
CTBENRDHLID, BEOREZBE LN OEEICRSG TS, 28, eGFR
25 60mL/min/1.73m?2 i D BHEREFEF D I 5 BE~D TV A% L o7 < Vg & Off
RIZONWTIE, EEERTR A2V SR S5/ 2REBEITS Z &,

(7) AHNOSSTHhDHEe FaszoaF 7Y RIJMEL ) UV AMJEEZEZ T2 ENmbn TS

(8)

(9)

e, MEH Y U LMEOE=HY 7 EMIICER L, BIEE 22T o 2 L,
ARDORr CThoHe RurnaF 7Y NIERBIVELHRBLSELB8E0083H 5D T,
AHFN G T E G RBEOT =4V 752 FhE L, B2 +mIi7H 2 &,
TEIRBAEO EAPBESINT-5E1E, TOREIZS U TEEO Ik Siy) 7 v 217
22 &,

AR OEHIZ L T, BIWMARMFERTEZREZ TBENNH D DT, FrlCRE2BHERE
HOBEIZEG T L258ITBFEORBEL+2ITBIRT L2 L,
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&

(10) BEEHICESS DI, S60ENHOLNLZENRHLDT, EfE¥E, HEHEO
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s Boehringer Ingelheim Pharmaceuticals, Inc.

Hr 744 MICARDIS HCT- telmisartan and hydrochlorothiazide tablet
I « Bk | 40 mg/12.5 mg, 80 mg/12.5 mg, 80mg/25 mg
INDICATIONS AND USAGE

MICARDIS HCT (telmisartan and hydrochlorothiazide) is indicated for the treatment of
hypertension, to lower blood pressure. Lowering blood pressure reduces the risk of fatal
and nonfatal cardiovascular events, primarily strokes and myocardial infarctions. These
benefits have been seen in controlled trials of antihypertensive drugs from a wide variety
of pharmacologic classes including the classes to which this drug principally belongs.
There are no controlled trials demonstrating risk reduction with MICARDIS HCT.

Control of high blood pressure should be part of comprehensive cardiovascular risk
management, including, as appropriate, lipid control, diabetes management,
antithrombotic therapy, smoking cessation, exercise, and limited sodium intake. Many
patients will require more than one drug to achieve blood pressure goals. For specific
advice on goals and management, see published guidelines, such as those of the National
High Blood Pressure Education Program's Joint National Committee on Prevention,
Detection, Evaluation, and Treatment of High Blood Pressure (JNC).

Numerous antihypertensive drugs, from a variety of pharmacologic classes and with
different mechanisms of action, have been shown in randomized controlled trials to reduce
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cardiovascular morbidity and mortality, and it can be concluded that it is blood pressure
reduction, and not some other pharmacologic property of the drugs, that is largely
responsible for those benefits. The largest and most consistent cardiovascular outcome
benefit has been a reduction in the risk of stroke, but reductions in myocardial infarction
and cardiovascular mortality also have been seen regularly.

Elevated systolic or diastolic pressure causes increased cardiovascular risk, and the
absolute risk increase per mmHg is greater at higher blood pressures, so that even modest
reductions of severe hypertension can provide substantial benefit. Relative risk reduction
from blood pressure reduction is similar across populations with varying absolute risk, so
the absolute benefit is greater in patients who are at higher risk independent of their
hypertension (for example, patients with diabetes or hyperlipidemia), and such patients
would be expected to benefit from more aggressive treatment to a lower blood pressure
goal.

Some antihypertensive drugs have smaller blood pressure effects (as monotherapy) in
black patients, and many antihypertensive drugs have additional approved indications
and effects (e.g., on angina, heart failure, or diabetic kidney disease). These considerations
may guide selection of therapy [see CLINICAL STUDIES (14)].

MICARDIS HCT is not indicated for initial therapy for the treatment of hypertension [see
DOSAGE AND ADMINISTRATION (2.1)].

MICARDIS HCT may be used alone or in combination with other antihypertensive
agents.

DOSAGE AND ADMINISTRATION

2.1 Dosing Information

Initiate a patient whose blood pressure is not adequately controlled with telmisartan
monotherapy 80 mg on MICARDIS HCT, 80 mg/12.5 mg once daily. Dose can be titrated up
to 160 mg/25 mg after 2 to 4 weeks, if necessary.

Initiate a patient whose blood pressure is not adequately controlled by 25 mg once daily of
hydrochlorothiazide, or is controlled but who experiences hypokalemia with this regimen
on MICARDIS HCT 80 mg/12.5 mg once daily. Dose can be titrated up to 160 mg/25 mg
after 2 to 4 weeks, if necessary.

Patients titrated to the individual components (telmisartan and hydrochlorothiazide)
may instead receive the corresponding dose of MICARDIS HCT.

MICARDIS HCT may be administered with other antihypertensive drugs.

2.2 Dose Adjustment for Hepatic Impairment

Initiate patients with biliary obstructive disorders or hepatic insufficiency under close
medical supervision using the 40 mg/12.5 mg combination. MICARDIS HCT tablets are
not recommended for patients with severe hepatic impairment [see USE IN SPECIFIC
POPULATIONS (8.6) and CLINICAL PHARMACOLOGY (12.3)].

2.3 Important Administration Instructions
MICARDIS HCT tablets should not be removed from blisters until immediately before
administration.
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Drug Name Category
telmisartan D
F—=A T U T DA .
7 hydrochlorothiazide C
(2021 4 4 H#%R)

25 SEOME

F—A N7 U T D55 (An Australian categorization of risk of drug use in pregnancy)
Category D :

Drugs which have caused, are suspected to have caused or may be expected to cause,
an increased incidence of human fetal malformations or irreversible damage. These

drugs may also have adverse pharmacological effects. Accompanying texts should be
consulted for further details.

Category C :
Drugs which, owing to their pharmacological effects, have caused or may be
suspected of causing, harmful effects on the human fetus or neonate without

causing malformations. These effects may be reversible. Accompanying texts should
be consulted for further details.
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