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TAREXFEEEZEII FOTHPFHEL TR, SV 5L, SEMELSIRMSh- T FiE, FlH
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TERIFBAL « & DI AL IR AN
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ZRL, . BV U LA T OPREIHT D Z EBBOLNTND 29 (T v b, A
) o Flo, BIERMET v S THF MY v APRHER 2 RT 2 &5 0 T RRT R
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(1) AR LA MR
DRI L

Q)RR THRRE SN -IDRE
DEEEERABE6 I R 7 A7 Lk LT 100mg HIARE D&% 5 L7z & &, 0.8~2.3 Bl Chgm e
i 125.1ng/mL (23 L7 (OMEAT—%) 9,

&5% Tmax Cmax AUC (0—24)
(mg) (hr) (ng/mL) (ng*hr/mL)
100 1.231+0.54 125.1%£42.2 488.41+122.1
EIE AR

Trmax : Eﬁ%[ﬁl’jﬁ':'j/ﬁ%’g@%%ﬁ%%ﬁ\ Crax : %% ﬁﬁ':'j/!%g\ AUC : [ﬁl’jﬁ':f]/)i%g_ﬂ%ﬁﬁﬁﬂjﬂ%ﬁil:ﬁiﬁ

PR AFBMEI BT N Y 7 AT L 200mg HilElfE OG- Lc & & SRR E T 5% 2~4 FFfE T
e (92~280ng/mL) (2L, TOENRH () 13 15~2 KM TH -7z 19,
AR OEABENT-HELOCHEIZ TP 7AT L& LT, BHEBA 1T B 90~200mg % 2~3 [A[IZ 45 ERE
A&53 2%, ok, Fin, JERICLVEEHEBT2,) Thod,
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T IVITHRAT L7 Wi DIC L B L7z,

(2) BT E 48
DRI L

Q) HRERETEH
UEANT —4)
TEFRREN 6 4412 10mg & B RIEARNEE G L7255, R T AT L d typ 13255 53 Th o 72 1,
AR OARENT-MEROCHEZ TR 747 L2 LT, @FAA 1 H 90~200mg % 2~3 B4 E#%
545, 28, Ei, JERICK D EEHERT 5. Thd,

DHoIVF7IR
GEANT—%)
fFER N 6 4412 10mg & BRI F RN G- L7z a. MY 7 A7 Lo 27 U7 7 A (CL) X 4.4L/min
ThHot= 1,
AR OARENT-HEROCHEZ TR 747 L2 LT, @FAA 1 H 90~200mg % 2~3 B4 E#%
545, 28, Ei, JERICK D EEHERT 5. Thd,

O) HEE
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TEFER A 6 4412 10mg & HLRIEFAIRNEE G- L7256, MU 7T A7 LU OGAAARE (Vd) 13 13.4LKkg TH
o 7= 1,

EABIOERBRENTHAELOHAET TFY 7AT L8 LT, @HFRA 1 B 90~200mg % 2~3 [E[{Z 4y Ef%
#5925, 7ok, Fin, ERICKVEEERT 5,1 THo,



(6) At

GrEANT—%)
BEFERR A 6 4412 R U 7 L7 L o & 10mg HEIFARA G- XX 50mg HERR NG L7260 N 7 A7
Lo K ONEMERE  (hydroxytriamterene sulfuric acid ester) OEEFR /ST A —X ZLATD LBV TH
S 7=,
AR OARENT-MEROCHEZ TR 747 L2 LT, @HEA 1 H 90~200mg % 2~3 B4y E#%
A%GT 5, 7od. Fin, ERICKVEEHERT 5.0 THD,

Rk A 10mg &R 12 5-
tin BN R AUC
(min) (L/min) (ng*min/mL)
NV T LT L 255142 0.22£0.1 2509767
hydroxytriamterene sulfuric acid ester 188£70 0.17%0.06 45642115155
I ME AR
R R 50mg % 1 % 5-
Cinax BIVTTA AUC
(ng/mL) (L/min) (ng*min/mL)
N7 AT L 264+17.7 0.18£0.05 52571790
hydroxytriamterene sulfuric acid ester 779310 0.15£0.03 183848139328
NI E AR YRR

3. BEE REaL—a>) @i
OF Livzps
AR L

Q) I A — 2 EHER
DRI L

4. TRIY
NAFT_RAZEY T 4
NENT—H)
fERERR A 6 4412 50mg % HLEE O35 L7256 O A F iR AR ITK 52% Th - 72 1Y,
EAFOERRBENTZHIEROHEIL TR 7 AT L& LT, B 1 H 90~200mg % 2~3 [A[|2 43 ER% M
w545, ek, Fi, JERICZVEEHEETS, | ThD,
W INERAL = A%

5. 9%
(1) miz—AX AP @aE
MU T AT VRSN A S (MNERENMERRE=01, £/1ETy b, BE) | ERICHKS
IEOH D 12,

(2) % —Ra B2 RAFT @B it
B BN T, RIE D RHE~OBATES (0.33mL/min) 2SRHANSIRIR~OBATER (0.4X10

mL/min) £V EHuv 8,

Q) HA~DFITIE
VTR R T AT LV IATHII T A~BITT D 9,

() BB~ DB THE
DR L
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(5) F DD AR~ DFITHE
T MCYCHER N 7T AT LU BFEL, KN E RS LR, M, TR, HBERZRAIEA
EONEER THOMMN A B, E O, R/ MER) 3% (74—85) | AT (5.2—6.1) . JIf (40—
5.1) . FfRAR (3.9—56) . i (3.9—4.4) | fili (24—3.2) . I (21—25) HETh-o7= 1,

6) MIFEAMKAR
#160% (invitro, bt hIL#E, AEAT—#) 9,

6. 1L
(1) A B BB B UMK SBHR RR
JIF T3 & 4L p-hydroxytriamterene & OV ORfilEHIA K (hydroxytriamterene sulfuric acid ester) & 72 %,

F v MR TFH&E L, JRPICITRZBIR, p-hydroxytriamterene & N2 ORRERFI &, AR O
Whk &=, #PIZiE hydroxytriamterene sulfuric acid ester (3 HH S 4170y » 7= 19,

QRBICEAE5T 58K CYPH) OHFE. FE5EE
EEER L

@ NEBBNROERRUZOHE
MR L

D REMDEFEDEERVEMSL., FELSE
@ TH B p-hydroxytriamterene ORI A AIZFT N U U AFIRER. 7V v 2HEMEIER 244
% (7w b, invitro) 1,

7. Bt
()BT K OV
i o R O o

(2) Bt =R
FEANT—%)
DIEFER A 6 A MY 7 AT L 100mg Z AR OB Lzt &, MY T AT LU ROZE OB,
PRAN B PR S A, 24 BRI 1213 550D 35~63% 3 HEil X7z 9,
MEFERRAN 15 4 MY 7 A7 L 200mg 2 el A G- Lz &, MU 7 A7 LU RO ORHW
W, R DS, JRFEEIL 2~3 B CE— 7 (2 L7z, 8 BRI ICIZZE D 80% 2 HEilt Xt

7= 19,
)RR A 6 4412 10mg & HRIFFIRNE G- L7256, G20 44% 0N RP~FKEEE L THRIES
7=,

EABNOARSNZHEROCHREIL TRV 7T A7 L& LT, BEKEA L H 90~200mg % 2~3 [B[Z /0 HIRE 0 %
4%, 7ok, Fn, JERICEVEEHEET 2, | Tho,

Ty MZUCHER N T AT L 2mglkg 2 TG LTEGEORFP R OEFO R T L7 Lo KUK
W ORI T O LB Thotz (G EICHT DH%) 19,

AU IRURF ] (hr) s 3 at
0~24 40 £ 1 36 + 4 76 £ 5
24~48 10 =3 73+1.6 17£5
48~72 0.60.2 1.1£0.7 1.6%0.8
Total 50 £ 2 453 95 £ 1

TR (n=4)

()t e
DR L

- 11 -



8.

10.

11.

bSURR—4—ICEHT 1EH
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Bk BREE
LB L
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AR L
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- 12 -



VI. £&% (EALOEESF) I HIEHE
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Z2ERNREZTDEA

FRIE I LTV

ZEERNBEEFOEA

2. B2 (ROBEICZIFBZBELAEWNIE)

2.1 mROBE (B VU AMESOEMRERENOODNIBENLD D, ]

2.2 AMEBARALORFE [9.2.1 2]

2.3 EH ) Y MUEOBE [mh ) ¥ AESELT 2 BEh 255, ]

2.4 BREAG R OFDOHFEROHZEBEE (M T LT VU EERTI BTN D, ]
25 AV KA XITITV 7 v T =) 7 w5 R0 BEE[10.1 2]
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Hi KIERASCE (202347 A)
S8 Concordia Pharmaceuticals Inc.
07554 | DYRENIUM
AKERHEH  |1964 4 8 H

ATE - Biks

50 mg capsule
100 mg capsule

ZhEEX 1L | INDICATIONS AND USAGE
553% Dyrenium (triamterene) is indicated in the treatment of edema associated with congestive heart
(##r) failure, cirrhosis of the liver and the nephrotic syndrome;
steroid-induced edema, idiopathic edema and edema due to secondary hyperaldosteronism.
HiEMN Y | DOSAGE AND ADMINISTRATION
RS Adult Dosage
(Hkr)

Dosage should be titrated to the needs of the individual patient. When used alone, the usual starting
dose is 100 mg twice daily after meals. When combined with another diuretic or antihypertensive
agent, the total daily dosage of each agent should usually be lowered initially and then adjusted to
the patient’s needs. The total daily dosage should not exceed 300 mg.

¥ AT D RIHE

50

TR, HEROCHEIILTO LB THY | SETOARIKRI L 1T

4. MMEERIFFE
SIMEE (REE. BEF) . DEERE (3 mtEdrs) | BEERE. FEFE

6. REARUAE
FUT LT LE LT, BHMRA LR 90~200mg & 2~3 [ pEIRE ARG 5, ¥, Fin, IiE
WIC LV EEHERT 5,
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5y B%  PHOWE

A=A RFZUTO5% | C (201145 H) | 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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H g FLAPA

KE O SCE | Pediatric Use
(202347 ) Safety and effectiveness in pediatric patients have not been established.
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