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3. HEARITRLENIADARIE - KEFIZONT
(1) BEAERALEEREAER, B RERIR ISR D AR E L TO@mE IR

<CEROME R ITHE (BB BRFIE) . MBEMER. TR - KFFOEEH
D LI 2 >

1)2017 4 11 A 15 H . PubMed | THi%K, "doxylamine" AND "pyridoxine " AND
"pregnancy" DR E A& 205 O STHER A B >~ b LTe, 209 LIEEL[LEL
R TH D 42 TR T 5,

<HUEH I F 1T 2 Il R R BR 5 >

1) Koren G, Clark S, Hankins GD, Caritis SN, Umans JG, Miodovnik M, Mattison
DR, Matok I. Maternal safety of the delayed-release doxylamine and pyridoxine
combination for nausea and vomiting of pregnancy; a randomized placebo controlled
trial. BMC Pregnancy Childbirth. 2015 Mar 18;15:59.'%

[B1]
Doxylamine succinate,” Pyridoxine hydrochloride#510mght & # D K 2 21 %
A A Nl = o B T I

[ 5]

2 W IEK & A9 5 L% Doxylamine succinate,/ Pyridoxine hydrochloride£%
10mghit & AIRE (n=131) £72137 7 R EE (n=125) [TEAELEBIF 21TV, 2~4
BEARIABTRE Lz, #52, 6, 12, 4ABICEFRREICL Y FEHES 2 IUE
L7z,

GEES
Doxylamine succinate,/ Pyridoxine hydrochloridef$ 10mghc & Al O HIX 7 7 &
RN E LT, PARARRCRIG, WikaESR, DILERE B DR TOREREZD
BIMELBEL TWARh o T,

BB L B2 LR NIRRT TRIALCAEFSR (TEAE)

B 5B
SRERIKR S B & A BE(N=131) 7 Z & R EE(N=127)
BEEA Y BE M L BEAH Y BE M L
TEAE % fix % 1 {56 B
40 (30.5%) 34 (26.0%) 32 (25.2%) 33 (26.0%)
L =W B
TN s 1(0.8%) 0 0 1(0.8%)
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GRS 1 (0.8%) 0 0 1 (0.8%)
MR % 8 0 1 (0.8%) 0 0
K74 74 0 1(0.8%) 0 0
Vb #s R fE 8 (6.1%) 15 (11.5%) 8 (6.3%) 14 (11.0%)
& g 1 (0.8%) 4 (3.1%) 3 (2.4%) 5(3.9%)
- REER e 0 3(2.3%) 2 (1.6%) 3 (2.4%)
0 1(0.8%) 1(0.8%) 1(0.8%) 1(0.8%)
T 2 (1.5%) 2 (1.5%) 1 (0.8%) 1(0.8%)
H & 4 (3.1%) 0 1(0.8%) 0
LR R 1 (0.8%) 4 (3.1%) 1 (0.8%) 1 (0.8%)
B3 0 0 0 1 (0.8%)
W % 4y WA £ 0 0 0 1 (0.8%)
— M- mHEEL IO
b 7 (5.3%) 6 (4.6%) 6 (4.7%) 6 (4.7%)
A2 % 1 (0.8%) 0 0 0
R R e 33 (25.2%) 9 (6.9%) 24 (18.9%) 13 (10.2%)
H i 6 (4.6%) 2 (1.5%) 5 (3.9%) 3 (2.4%)
SRR 8 (6.1%) 9 (6.9%) 8 (6.3%) 12 (9.4%)
N REES 0 0 0 1 (0.8%)
ERE AN ! 0 1 (0.8%) 0 0
B AR 19 (14.5%) 0 15 (11.8%) 0
KA 1 (0.8%) 0 0 1 (0.8%)
W& 55 6 (4.6%) 3 (2.3%) 5 (3.9%) 3 (2.4%)

[ i

Doxylamine succinate,” Pyridoxine hydrochloride#$ 10mght &AL, 24 v fEIR
SOMUE L U THESREH & D1 R R4AEZ R O K G Lok, il LZ 2 TH
KRHENRIFTH T,

2 ) Koren G, Clark S, Hankins GD, Caritis SN, Miodovnik M, Umans JG, Mattison
DR. Effectiveness of delayed-release doxylamine and pyridoxine for nausea and
vomiting of pregnancy: a randomized placebo controlled trial. Am J Obstet Gynecol.
2010 Dec;203(6):571.e1-7. ¥
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DOYVIERZAET 2 mExtG & L EIERL, —HE MR, ZhxitF 77
B A% REER, 4T X Doxylamine succinate,” Pyridoxine hydrochloride#-10mgfd
BRELZ T TR T4 R O&RE Lz, RBRIZEB T 25/ HEITBRERIC
2BEERAEE L, BBRE ORERICIE U TRRKIA4EE CTHE L, Db VIE
R1X% H. Pregnancy Unique Quantification of Emesis (PUQE) A = 7 *(Z TaFAf
L7,

HIEARIE O D30 U FEIR ISRy B0 72 FEAT FE AR

GEES
Doxylamine succinate,/ Pyridoxine hydrochloride#$10mghl & #1% 7 7 &R & bt
# L., PUQER = 7 (-4.8+2.7 vs -3.9+2.6; P=0.006)} ("QOLIZ B\ TH & 72 JEdk
WEE R LT,

ANMEIZ I 5 EEEFAMIE H B L ORI B o bk

. Bt A Al 75 R
B P fi
(n=131) (n=125)
R—=Z2AF7 A5 15 HEETOPUQE 227 OFH¥)zE
E¥)fE+SD -4.842.7 -3.942.6 0.006
o i -5.0 -4.0
NR—=2F 4 b %HOPUQE %2 a7 O h# T
61.5+36.9 53.5+37.5 <0.0001
FE 2=
NR—=ZF A5 15 BHE CTOAEMNLE DX
E¥JfE+SD 2.842.8 1.842.2 0.005
o i 2.5 2.0
HEFHEER (B) 0.92+3.86 2.37+£10.23 0.06
BHE14BEUBEOa Ny vax— MEHOME (n
o) ) 64(48.9) 41(32.8) 0.009
%

[ 55
Doxylamine succinate,” Pyridoxine hydrochloride$ 10mgfic & Al %> 0 SEIR D
BEICBWTAHNTH Y AEENRIF Th o7,

3 ) Nulman I, Koren G. Pharmacokinetic comparison of a delayed-release
combination of doxylamine succinate and pyridoxine hydrocholoride (Diclectin) and
oral solutions of these drugs in healthy women of childbearing age. Can J Clin
Pharmacol. 2009 Fall;16(3):¢400-6.'"
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[H8Y]
Doxylamine succinate,/ Pyridoxine hydrochloride % 10mg A &4l & Wik % &
AT 58 AEROFEYENRE A kT 2,

[ 5i£]

AR U TN 7o UV RRE Al N 2t 18451 2 5f 52 12 Doxylamine succinate,/ Pyridoxine
hydrochloride4$ 10mg# & Al & [ K 53 2 & A 7 2 itk D IR O KM BRI S\ T
g U7e EA L, 7 n XA —nN— =7 T LR

[ ]
Doxylamine succinate,” Pyridoxine hydrochloride 10mght & #liL, /N A A7
A7V T 4 IZBWTRAEIKE R TH > 7o, — 7 IOH B 2 SR 2 Tinax
(CRWT, BLE AT R i D BEF R IC K0 3~6ff R0 T,

Doxylamine @ 3£ &) &
Bt 5 74 8 1 VAR
Y ENRE R T A — X Hox* 90%CI
(*F¥+SD) (*F-¥+SD)

AUC (ng.h/mL) 1678.19+£548.62 | 1616.85+458.79 | 103.27% | 97.63%-109.23%

AUC_iyf (ng.h/mL) 1728.89£571.19 | 1659.51+469.57 | 103.53% | 97.96%-109.42%

Conax (ng/mL) 90.4+13.1 98.7+18.1 — —
Tinax () 6.10£1.77* 2.04+0.85% — —
Kel (h™") 0.0630£0.0159 | 0.0614+0.0142 — —
Tij2er (h) 11.76+3.40 11.9143.03 — —
Frel (%) 104.51+14.69 — — —

*P<0.0001, **f& /N "SI I T 5 28AFIR o b

Pyridoxine ?® 3K #) B i€

Ficd & 7l % 11 VA IR
EYENFE T A —H El 90%CI
(3F-¥)+SD) (SF#£SD)
AUC., (ng.h/mL) 51.41+23.22 64.95£26.94 | 78.28% | 66.94%-91.55%
AUC_ ¢ (ng.h/mL) 59.34+22.35 66.37£26.36 | 89.93% | 79.33%-101.96%
Comax (ng/mL) 50.7+31.0 96.5+46.7 - -
Tonax () 3.81+1.20% 0.618+0.179* - -
Kel (h") 2.4205+0.9363 | 2.8223+0.7059 - -
T1/21 (h) 0.34+0.15 0.26+0.07 - -
Frel (%) 92.49+21.71 - - -

*P<0.0001, **f& /N " F ST I 5 28AFIR o b
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@
Doxylamine succinate/Pyridoxine hydrochloride 4% 10mg Bt & 7 D 34 B fE 7
777 A LT ORAFEIEZ B L T D,

4 ) Costantine MM, Matok I, Chiossi G, Clark S, Miodovnik M, Umans JG, Caritis S,
Hankins GD, Koren G. Determinants of adherence to delayed-release doxylamine and
pyridoxine in patients with nausea and vomiting of pregnancy. Ther Drug Monit. 2012
Oct;34(5):569-73."9

XEFL1) BT FeT7 7 o ACET W&

[H/9]
Doxylamine succinate,” Pyridoxine hydrochloride 45 10mg Bl &% D24 V) JE R
BT Fe 7 7 A%& 7784 &g LA 5,

[ 7]

OLVIERERT DI ENRE Lo BIEA{L, —HEMR, ZlixikE 77
AR ERR, 2 TOHBRE BT 2RBRIGE~OT Re T 70 AT —X &L
L L7, EEFME LT, BEPROELE LIS L OWEERE HEED O iR
NDT7 ReT 7020 LT, ARBRICEIT HIEE L U A VIXEE I LT
BoT, BEERITEKSL T,

[ R ]

2584 DL IZ B W TN 3T, RIERCATE, AEFELOAEIZONT
X7 Re 7 7 RACEEIIE) > 7o, —F THIERE, 1 H720 OFEH0LS
BE, BBk, M OPUQER 2 7| L » CHIE SN ANVPORE D E{LIZH
WTIE, TRET I RAICHEE L TWe, ZEEBITICEWLTIE, 1-RH7Y
DN TT R, PUQEA =2 7 24k, &5 H ¥, B ak 12 2>\ TIEHEIAYIC
AREICEET LI TH#/RRTH o T,

HRIGE~DT Kb 7T T ADLEBIEEITE ST

= Beta P

33/ EIR" -0.26 0.61
B G -0.29 0.85
PUQE 1t & 0.73 0.02
1 A 70 O TTFER -8.55 <0.001
1B H 2K 1.70 <0.001
TLIRRIT A B D NVP -2.37 0.17
B X

Washington Hospital Center 1 —

11




University of Texas Medical 4.52 0.019

7.0 0.001

Magee-Women’s Hospital

[ & 5
DO VIERIBIEOT ReT7 7 A 2B WX, i1 BH7-0 o5,

BB, AN EE G525,

< AARIZEIT DGR ABREE™ >
B
ICH-GCP #EHLOFERRERICHOWTIL., 205X #HT 52 L.,

(2) Peer-reviewed journal DFRFL, A % « 7T F U T AHEOWRE RN
1) Cochrane Database (ZB W THE I N TWDH ., RREBITIRDBATERIIO A

LT F YV RAELFICGEHET D,
Matthews A, Haas DM, O'Mathuna DP, Dowswell T, Doyle M. Interventions for

nausea and vomiting in early pregnancy. Cochrane Database Syst Rev. 2015 Sep

8:(9):CD007575.'9

[FBRER IR D S HE ]

RALZ 7 F VT ATITEEREANHOM &K, Et, oI LA AZTT-
=2 TCOEELLEGRR 2 55 L LT\ 5, LD Cochrane review (2 THEAT
AT W DIEIREL A~ DI A Z AT o ImRBRITBRS STV 5, E70, FERIZZ 2

AF ==k AVWTERBROCHET X AMeRBR L RSN TW B,

[ ARANAR D5 R O]

+ Doxylamine succinate/Pyridoxine hydrochloride it &AL 7 7 B RE 5 1Txt L,
DOVIERUGEIZBWTHE LWEREZR LT (IR 256 flxf4: . PUQE A =
7 34l MD -0.90[95%CI -1.55~-0.25])

- F &+ bk u lEDoxylamine succinate/Pyridoxine hydrochloridefid &7 (2 %f
L. OO WIEROBGEITB N TEALTWD & ORFR (306155, VAS A
27 FFl. RR 2.24[95%CI 1.24~4.04]) BE SN TWDER, Tt oa
A HESCHBIAIRRE, FEM A 7 — v D S B AE RIS O\ T E MR 23 i o )

EENLRINTWND,

(3) #HHEF~DOFEERNRIK L L TORREIRN

<M I T D HFEE >

1) Briggs GG, Freeman RK. Drugs in pregnancy and lactation. 10th ed.

A ECTlX Doxylamine, Pyridoxine ZALE D K/TIZ DN T, {EIFIZBIT 5 ob
DIER ~DERE R VLMY~ U — s hTnwd D, Iz T,
Doxylamine succinate/Pyridoxine hydrochloride B2 & #FZ 2 Tik, 1980~2000 4
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1) %47 L

(4) ZFEXIIMBEDBIETA BT A4 o ~Oi#Ekin

<WHZBITAHA RT A %>
1) KEERWS AR FZEDOTA RT A4 028 520 SEIRIZ X7 5 ik
DOREE & LI IRt Y,

1. B CT—E LERFEAGEICE STV ZHELE (L~UL A)

ZHERID 3 » A, v /v FEZ I 8K (BEX I B zate) OffOHK
X, DbV ERORAERLEEEEZK TS A6EERH DL, X IV
B6 XIIEHX IV B6+FX v I IV EHAVEZEODYIEROEEIZB VW TEZSE
THRHTHY, 77 —A S ITALVOEMRIELEZDHNXTHD,

2. BHERGEILA R SN TV D0y, XIF—BE L T gk SV HEsE (1
~ L B)

Ya v BRI EL D oDV IEROSEIL, BOEREZBET 2 DICA %
N RAEIR L, FEEBLFRIRE L A2 LN TE S, DDVIERDOR
A, FIREEEA~OEIT 2SI HREN D, AFALTL F=Y
BN L DEEO S VIEROEMIGE L, HIREOL AN TH Y 15
e LWL, AFATF L R=Yar ol xr a7y AL, TNk
DEETHIRZIBEIETHDZ EERBLTWVD,

3. —kWZpartr Y AR PEMEORERITESHHERE (L~ C),

FEHIRNC O 0 B 0 WEANCH 2 v WEBFE . SUXBLACE R O B R 35
NHLLEICIE, MREFEHITRETHD, Y=Y RALEXIVRZOD
KIENRLS BEINDLIRXRETH D, RFMORMZH 5565, 7F A e
— AL EHIUEBBEICED., Vo TRIERE FHT A0 T % A
FE—2AZFEATLIANCT T I V2R GTLILEND D, EFRIEIZKIS
I, REEZHEFCEXRWIEIRFTOEE O LHICREBM ZRIET 5729
2, BEREMEEZE RIURE L LTHBTRETH S,

<HARIZBIFLTARTA %E>

1) FEmMARIZIET A K7 A4 2 2017 FERHR CTIX. EIRELOIREIZ DWW TLL
FTAREIhTWs 7,

1. L EEARORFEIE KoMt EMRT, FHEEL L A)

2. BKIZx L CRDICEKR T 5, (HESEL A~ A)

3. Yz b=y FIEE T A 72012, BiRIZIZE ¥ 2 > Bl (Thiamine) %
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T 5, HEEL~LA)

CELORERICIE, B 2 v B6 (Pyridoxine) G545, (HEFEL ~L Q)

5. Ju\/u\ﬂln“_nrﬂt@t (AR O B EATEDRE L SHIRS D56, E(?)Z)b\il~4
DIRBIZ L > THIERPEESIN WA, A 222 BE
KA RN LT 5, (HEEL L C)

6. TR EARIMAE DO RIEITERE T 5, (HELE L~ C)

RATA RT A2 TR A6 R IZ OV TIX, BUT OO e
WD (),
“Hl-FEOFHPEIZ OV TH WL DD IEVEZ L L EGRER A& 2 & W BCK T
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