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A FEE>
wHE (%)
<30 4. 80%LL 1> 243501 91.5~101.5 94.3~96.9
TR (%) 243501 100 98.0
(EE) wE (kg) 243501 4.5 4.0
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O R RV UERIESE 2mg INIG) @2t BOLE 60 /7 Lx-hr [KEA ]

RBRTE H Ry TR B
< > ~ B A 60 J7 Lx-hr
PR e e
SRR BB A N NAid
<EEOFTE1U2EH | 243501 FEO i 12 A D OFbE t“%ﬁﬂééﬁﬁaﬁa
NUE 3
WHYE (%)
<304y, 80%LLE> 243501 91.5~101.5 101.4~103.1
HAFE (%) 243501 100 98.8
(&) wE (kg) 243501 4.5 4.0
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BT, AL, B, AL 1 oIt E2 A EIC B SE7 e,
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HCiEE BRSS9 9, 4 XN T, I R RNY UAEREOM)E EF/EMATOIBRERICEL D b
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I R E DHERS
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RN 12412 RRY R & LT 2mg 2 ZZERFHEE A& 5 L7z & 2 omiE P RE (IR R
O Y K (GHEARIR) OB RT XA —Z OSEHEIZLLTD B0 Tho7- 19,

Crnax Tmax T2 AUCo-24
(ng/mL) (hr) (hr) (ng * hr/mL)
SRR R 2.8 1.1 1.0 5.2
(RZEARAK)
L Adde 5.3 1.5 2.4 19.1
(EPEAA)

2mg & ZEJERF AR O 572 & MmIE P RE(RRE I8 54 1.1 R Cle@mIcE L, T 0%IE
AWK T LT 4 BEFILIBITIT & A ERB SRR oo T2,

— 7 AEVEARROREEIT 1.6 Re TREICE L, fos M5 R B IR AL IRIRE 2 K& < EFED |
ZDBITHII 2.4 FE CHE LT,

16.1.2 REHE

RN 6 LICI FRY R LT 1M 2mg 2 1 H 2108, 1@ 4mg %2 1 H 218/ 7 HREXE
& 1 5 OO LI PR (T H R B & L L CEERRD bR, SRR b o LB LR
8) 13)

16.1.3 E£YFHIRFIEHER

AR R PRI B 2 R BR L E (W3FD 55 4 5 A 30 H3E5EH 718 &)

IR RV UHEREESE 2mg INIG) & A Y DU 2mg &2, 7 R AA—_"—{EICL D ZnEh 1 5
(T FRY R E LT 2me) fEFERA S FI2HE & B 0 5 U il PR bR 2 HIE
L. fFoniEy@iEg 7 A —% (AUC, Cmax) (ZOWTHEHENT 24T - 7o R, WAl O LY

AR SRR S L7z 19,
Mr
12} e
o3 FFY LIERESE 2me [NIG
10 b ® ) A i Rmg

P+ R AL n=14

2
2 gl
% gl
i
g 1
2_
0 O a
é 1 2 3 ; 5 6 7 8

5 OEEH (hr)
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YR NT A =4

5 & AUCos Cmax Tmax Tz
(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
I KRV U HERRIEEE
2 12.2+2.4 10.7t3.4 0.7=0.3 0.8+0.3
2mg INIG]
AN 2mg 2 12.7+3.5 11.4+=2.4 0.7£0.3 0.60.2
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XI. 3&8H

1. ELESHETORFTRE
AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,

R ESIES MIER &
AREMEAR M E L SZ VAR FRANICIZ S R R Y R & LT, @ 1H4mg%

2N T TR A GT 5, ks, SERICEVEE
T %, 72720, BEIEDOYAIL1 H8mgE Ty &
TX5,

INRIZIEI R R U R & LC, % 1H4mg%
2N T RN GT 5, ek, ERICE Y EE
T A2, 1HRE RIZ6mg s 35,

<DailyMed (USA). 2023 4 10 H#izk >

g X

s Advagen Pharma Limited

k5844 MIDODRINE HYDROCHLORIDE tablet
FIIEZ - HE | 2.5mg,5mg,10mg

INDICATIONS AND USAGE

Midodrine Hydrochloride Tablets, USP are indicated for the treatment of symptomatic orthostatic
hypotension (OH). Because Midodrine Hydrochloride Tablets, USP can cause marked elevation of
supine blood pressure (BP>200 mmHg systolic), it should be used in patients whose lives are
considerably impaired despite standard clinical care, including non-pharmacologic treatment (such
as support stockings), fluid expansion, and lifestyle alterations. The indication is based on
Midodrine Hydrochloride Tablets, USP effect on increases in 1-minute standing systolic blood
pressure, a surrogate marker considered likely to correspond to a clinical benefit. At present,
however, clinical benefits of Midodrine Hydrochloride Tablets, USP principally improved ability to
perform life activities, have not been established. Further clinical trials are underway to verify and
describe the clinical benefits of Midodrine Hydrochloride Tablets, USP.

After initiation of treatment, Midodrine Hydrochloride Tablets, USP should be continued only for
patients who report significant symptomatic improvement.

DOSAGE AND ADMINISTRATION

The recommended dose of Midodrine Hydrochloride Tablets, USP is 10 mg, 3 times daily.Dosing
should take place during the daytime hours when the patient needs to be upright, pursuing the
activities of daily living. A suggested dosing schedule of approximately 4-hour intervals is as
follows: shortly before, or upon arising in the morning, midday and late afternoon (not later than 6
P.M.). Doses may be given in 3-hour intervals, if required, to control symptoms, but not more
frequently. Single doses as high as 20 mg have been given to patients, but severe and persistent
systolic supine hypertension occurs at a high rate (about 45%) at this dose. In order to reduce the
potential for supine hypertension during sleep, Midodrine Hydrochloride Tablets, USP should not
be given after the evening meal or less than 4 hours before bedtime. Total daily doses greater than
30 mg have been tolerated by some patients, but their safety and usefulness have not been studied
systematically or established. Because of the risk of supine hypertension, Midodrine Hydrochloride
Tablets, USP should be continued only in patients who appear to attain symptomatic improvement
during initial treatment.

The supine and standing blood pressure should be monitored regularly, and the administration of
Midodrine Hydrochloride Tablets, USP should be stopped if supine blood pressure increases
excessively.

Because desglymidodrine is excreted renally, dosing in patients with abnormal renal function
should be cautious; although this has not been systematically studied, it is recommended that
treatment of these patients be initiated using 2.5-mg doses.
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Dosing in children has not been adequately studied.

Blood levels of midodrine and desglymidodrine were similar when comparing levels in patients 65

or older vs. younger than 65 and when comparing males vs. females, suggesting dose modifications
for these groups are not necessary.

2. BB T HEBRERIEER
ERICET SiBMER (F—X SV THE)
AFNCHB T HEH EOFEOHOFLHEH E A —A T Y T L3RR 5,
(IVIl. 6. FsEOEFAEBTHEEICEHTHEE] OHEEHR)

Drug Name Category
F—A N7 VT D5 midodrine hydrochloride C
(2021 4F 4 A #5R)
2% SO

F—A NZ U7 D545 (An Australian categorization of risk of drug use in pregnancy)
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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. PRAF ]
BRI H 7y &S T e T
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&8 (%) * n=3| 350601 100.5~101.0 94.5~94.9 93.6~94.2
X RABRIIHHTDEEER (%)
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(2) Bk - BAMRURERET 1 —TEBUSAR
2 K FY UIERESE 2mg TNIG)

1) RBRJ7IE

[ B v B

TAARY—DEA M AEZKEERY, KL HEZT 4 AN —HNIZANRTEA 2R, K
55'COIEY 20mL ZW\ o7z, T 4 AN —12EE LT 5 plkEk., 71 A —%FT
15 TEMERREE L. AR ORI A BILE LT, RN RO DAL WAL, BIZ 5 o MikiE% .
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FREOEIE TR 72 BB AR LR WIGEIL, BIE 1 EZE L, B TR < A
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[ it P el |
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