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O EOEFOWRT, HFAMRUIHMAR (BAREH) 23A% SRR QNS
FEDYLRFENR RSN, LT _XEABTDPRELS LD STHBITITIFPUETEND.

3. IFOFAIZH=>T
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TENRTER S0,

FRIEAET, IF BRH ETHLRMICELMETHHEREM THY A ¥ —x > N TORARS%E
L E 2, HEIEEORERAENCEA L2 WIS BE LERSN TS Z & 28if L CE®RZ2IEH
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3. BEAXITTRHER
H.N N N .
= | YNH'
= N
N =
NH,

4. R FXRUDFE
233K ¢ CroHuNy
5y H : 253.26

5. ¥4 (ddik)
6-Phenylpteridine-2,4,7-triamine  (IUPAC)

6. BR%. A4, S,
SKF-8542

CEES

1. CASERES
396-01-0
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f£l/\0

pH1.2 : 388.3ug/mL
VAR pH4.0 : 759.5pg/mL
(37°C) pH6.8 : 41.5pg/mL
A1 40.8ug/mL

= FH PR 38 i i T R EN0.17 L 0

(3) iR
MM ER e L

DEtm (DR . B, BER
AR : 316°C

(5) BRIG B AR B TE
pKa : 6.20

(6) 7 BCIR %
1-A 7 %2 )= EKROEARE 184 (pHT.4) D

(D FDithd E LR ilE
NI AT h v
amax : 360nm (10%EEEE AN )
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V. ‘aRICEAI SIER

1. BEXILHER

W3NRE - SR
SIMEE (REE. BHEF)
DHERE (5 -mELFE) | BURE. FHFE

2. BRERUVAE

EmAZ - AE
FUT AT LE LT, @ERHALH 90~200mg (2~4 5 7& V) % 2~3[ENZHER AR G5T 5, B,
AR, IR L0 T E T S,

3. BRERARAE
MERT—2 1\ 7r—o
% L7

(2) BRER=N R
HANFIIAS R D 11 (197745 A 11 H) TARE. BiHMiEEOMIITRD L0,
) IMEAE « ASHEM: & MEAE N R D AR 77.4% (209 5117270 1)) TH Y . BPEEMEEIZ T 5
BHZRIL 73.7% (14 Bi/19 1)) T -7,
2)VHIE - DMEVRIEIC % 2 A 2D 1% 89.4% (93 f511/104 f51]) | BHEFRIEIC K DA %0R1T 76.1% (51 #1/67
B) . BFPETRIE 69 D A ERIE 92.5% (74 41/80 ) TH - 7=,

(3) B PR IR AR B
AR L

() RFRHHR
DR L

(5) BEEHHE
1) e B L TR R HE
DR L

2) AR
DR L
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O BE - FENHR
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VI. EHEE(CEHI HIEE

1.

2.

HEPHZEEHDILEYXRIFILEWEE
VT LAREFRERREE (AEr /T2 hY)

IR
(1) YERERGL - 1E MR
VERHEBAL « & O AL IR AN

VERREE « BEALRMAE TOT IV R2T e Al L, NadEit, KEPEHMET., FlIR - BEZRT, £/~
RANE I CEBERA LD EEZ LN TNDS 29,

(2) B HEH 1+ B HERAE

ENIRE C. TV RATa v Z2O0MOFEaLF af Rz LTH M) v aRIRIERZ R L, — 5,
TV IA A OPM AT S Z ERRDOENTND (T b, A X) 88,

F2, BIBHE T v FTHFT MY v APEIMER 28T 2 L5 010 KEIOIERF X TV RAT v
EHEH O TR, IR I T 2EEER LD EEZ LN TN D,

Q) 1EAFLERE - FiRERE
VERSEERIRR - s R OMEAN) IR U 7 AT L2 200mg % 1 EER A5G L-5a. FIURMERIZ L
FERCLNIC 3T L, 2~4 I TR & 72 o 72 1),
VEFFFp rRE] : 8~10 B[ 12
) ABNOEREIN TS A - AR, BRI 1 H 90~200mg % 2~3 By ERE OG5 Th 5,
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EYEREICREAT SEHE

1.

I AR E D HR -

(1) AL AR
DR L

(2 BEmRE
VI-1- () B

e
e

FERFE

GRS THE SN -MPREE] OHSHR

Q) ERARFBR THR SN -MPIRE

GEANT—%)
DEFHRAB T 642 MY T A7 Lk LT 100mg HEEE D #G L7z & &, 0.8~2.3 Bl Tl i
JEE 125.1ng/mL ICEL 7= 1),
Beh & Tmax Cmax AUC (024
(mg) (hr) (ng/mL) (ng-hr/mL)
100 1.23+0.54 125.1+42.2 488.4+122.1
Mean*S.E.

Tmax : fm MAE PR EREEREM . Cmax @ i

EF RN 34
hernfE (92~280ng/mL) |
1) AFH 0GR

(4) thEH
MM ER e L

O)B=E - A
AR L

6) BEH (RE
MM ER e L

. RWEERAN

) iwsp: >

T IUATARAE L 72 WMIEHT 19

) BRI 3
MR L

@NAFTFTRASE) T«

HENF—
HERTRA 64 1

O)'T'IE

M AEFHREE . AUC - S h B — g R T A

(2 hU T AT L 200mg HEEIRE OG- L7z L& R R TR 5% 2~4 IF[#] T

WL, ZO®%FEINT 1.5~2 kil Th > 72 19,

A ENTWD AL - R, BHERALS

1 H 90~200mg % 2~3 ENZ R HIREAK LG Th 5,

ab—vay) BRICKYHBRAL-EMEARNSELEHER

SA—4

%)

50mg % H[E# A& G L7z

TEVEM L,

) AANOAGE SN TV HE - i, @EmAIL

(4) HREETEH
GHEAT —
BER A 6 4412

) AFAOIKGE

®oIIVFTIIUR
AIEANT —

4)

LS TW D L - IS, %%EJZ)\

4)

B OEFRIRIRRITH 52% ThH 7219,

1 H 90~200mg % 2~3 ENZpHIREAHK LG Th 5,

MU T AT LoD typld 255 43 T o 7= 19,

1 H 90~200mg % 2~3 BIZERE NG Th 5,



fEF RN 6 4412 10mg & B RIEARNE G- Li=5E. RV T A7 Lvro27 )7 7 A (CL) 13X 4.4L/min
THo7z 1),

) ARNOEREIN TS A - AR, BHFARAIC 1 H 90~200mg % 2~3 By ERE OG5 Th 5,
OF it=3
NENT—H)

o

RN 6 4412 10mg Z FEIRINEEGH L7256, MU 7 A7 L OgHiEsE (Vd) 1% 13.4LKkg Th o7
15)

) ABNOEREIN TS A - AR, BRI 1 H 90~200mg % 2~3 By EREO#EETh 5,
(N mFEAFEEE
HEANT—%)
b MIREA L OREAERITIF 60% TH o7z 19,
3. MRUR
WSGEAT - 57

4. S
(1) o i —fibd B P9 @8 14
<HE>

FU T AT LAIRSGITHMNIZ AL (MR ME T EE=0.1, E/LEy b, B k) | JHERITMI
ICIEOH EN D 19,

(2) mi%k—REEEEAFY BB
<HE>
ezt BIR

BIED S RHA~DOBATES (0.33mL/min) 23EHAD SR IB~DOBITESE (04X
10?mL/min) XV &1,

Q) Eit~DBITHE
<HE>

TTIE NI T AT LTI A~BITT B W),

@) A~ DB
DR L

(5) F DD AR~ DFEITHE
<HE>

T MTUYC-NY T AT Lo ZEEL, KN ZRGT L7ofEaE, . BB, R ZR<IEE A LDl
RTHOHMBAHAGIL, TOREL (R MmE) 3% (74—85) | EIE (5.2—6.1) . if (40—51) . H

B
R (3.9—56) . ¥ (3.9—4.4) | i (24—32) . D (21—25) &Th-o72 19,
5. k#
(1) RBER AL B VR BHRER

U7 A7 LI & 4 p-hydroxytriamterene }z O O fifi g4 A 142 (hydroxytriamterene sulfuric acid
ester) L7205,
<HBE>

F v MR TFH&E Ui, JRIPICIIRZE(LR, p-hydroxytriamterene K (N ORRERIL AR, RO H)
2 S, #EJii3 hydroxytriamterene sulfuric acid ester |34 H S u7ehr o 72 29,

2 RBISBI5T 2BER (CYPASO%) DHFIE
AR L

B NEBEBHROEREUTOHAE
DR L



) REYDEEDOFEER VR

R Cd 5 p-hydroxytriamterene DOFRERIL A4 T N U 7 ARIRIEA. BV 7 AHEIEMHEIVER 249

5 (Z > k. invitro) 2,

O) FEERBHDOEERI/ND A —4
HEAT—4)

LA 642 N Y T AT Lo 10mg FIRINEBEG- XX 50mg B O & 5- L7250 N 7 A7 Ly KN
hydroxytriamterene sulfuric acid ester DRI/ ST A —FIILLTF D L B Y Th o721,

) ARFOAB S TND AL - L, @HERAIC 1 B 90~200mg % 2~3 [EIZaER 05 Th 5,
it R 10mg FEHRA % 5-
tu2 BN TT/A AUC
(min) (L/min) (ng-min/mL)
F)T7ALT L 255%42 0.22*0.1 2509767
hydroxytriamterene sulfuric acid ester 18870 0.17+0.06 45642+15155
Mean=S.D.
{5 RN 50mg % 1 % 5-
Cmax BINT7/A AUC
(ng/mL) (L/min) (ng-min/mL)
Ny 7L T L 26.4+17.7 0.18+0.05 5257790
hydroxytriamterene sulfuric acid ester 779+310 0.15+0.03 183848 +39328
Mean=S.D.
6. HEit
(1) Bt BR AL e LR B
PR R VB A
(2) Bt ==
GMEANT—%)

DEEFRA 6 LI R Y 7T AT L 100mg & 1R AKSG Lz &, R T AT LU ROEOREmIL,
PR G HEME S U, 24 REZ I3 5B 0D 35~63% 3 HEit X du7z 19,

DEFRAISAIC RN T AT L2 200mg %z LEEOFRE LZE &, b T A7 L KO ORGEMIE,
PRI S HEME S 20, PR 2~3 B T — 7 (2 L7z, 8 BEMEICIEZ D 80% 23t & 7= ),
)EHF LA 6 41 10mg Z FIRINE G- L7256 e G- ED 4.4% D3RP A~RKRE(LIKR E L THREIES 7z 19,
) ABNIOEREIN TS A - AR, BRI 1 H 90~200mg % 2~3 By EREO#EETh 5,

<HBHE>
T MZHC-NY 7T AT L 2mglkg & B FHEG- LIZBAORTROFEFO N Y 7 A7 L2 R OMRGEH
MOPMRIZILUTOLEBY ThoTz (BEEGEICHTDH%) D),

-10 -

FORHERERERT (hr) 7 # it

0~24 40 £ 1 364 76 =5
24~48 10 =3 7316 17 =5

48~72 0.6%+0.2 1.1+0.7 1.620.8
Total 50 =2 45 + 3 95 + 1

Mean+S.E. (n=4)
(3) HEitH R E
BRI L
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FRAETORIRE « IR KL OHE - HESZ, SMEICR T 2 CEICESW T TIORT, (2016 429
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ek KEAMTSCE (2016 4F 8 1) J2[H SPC (2014 4F5 H)
244, | Concordia Pharmaceuticals Inc. Mercury Pharma Group Ltd
k74 |DYRENIUM Dytac 50mg Capsules
7KF | 1964 48 H 1994 -1 H
FA
#IJE - |50 mg capsule 50 mg capsule
#it | 100 mg capsule
ZhEE « | INDICATIONS AND USAGE 4.1 Therapeutic indications
/;‘ﬁ% Dyrenium (triamterene) is indicated in the|Potassium-conserving diuretic for the control of oedema
(#£F¥) |treatment of edema associated with|in cardiac failure, cirrhosis of the liver or the nephrotic
congestive heart failure, cirrhosis of the liver |syndrome, and in that associated with corticosteroid
and the nephrotic syndrome; treatment. When Dytac is used as an adjuvant to
steroid-induced edema, idiopathic edema and | potassiumdepleting diuretics, such loss may be inhibited
edema due to secondary hyperaldosteronism. |and diuresis enhanced.
ML - | DOSAGE AND ADMINISTRATION 4.2 Posology and method of administration
B | aAdult Dosage Method of Administration
(Hekr) :
Dosage should be titrated to the needs of the | Oral
individual patient. When used alone, the usual Dosage
starting dose is 100 mg twice daily after
meals. When combined with another diuretic | Adults only: When given alone, the usual dosage range is
or antihypertensive agent, the total daily from 3 to a maximum of 5 Dytac capsules a day. The
dosage of each agent should usually be optimal daily dosage is 4 capsules, given in divided doses
lowered initially and then adjusted to the after breakfast and lunch. After the first week, treatment
patient’s needs. The total daily dosage should should preferably be given on alternate days to ensure
not exceed 300 mg. satisfactory maintenance diuresis without an increase in
blood urea levels. When given with another diuretic,
lower dosages of both should be used initially.
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F—ARNZUTO5¥ | C (200546 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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(2016 4= 8 1) | safety and effectiveness in pediatric patients have not been established.
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