2023F4BHET (F4hR)

BAREZEEMNEES 87216

E X & 4 Vv %3 FE 12— 27 #4# — A
BARMREEXRIESD | FELEEE2 0 1 SITHEML TERK

5-HTis1p ZRRIESE R EEREAER
ILFYTA 28 20mg THEI]

Eletriptan

#l i

T AN aA—F T EE

HHOASNRER D

B, G ERG (EE - BEMEOLGZEICL VRS2 L)

® B - & E

1R Y 75 BALKFERE 24.242mg (=L R 7 H &
LT 20mg) &FH

g =L b T RAKEREE
¥4 : Eletriptan Hydrobromide

ARAEAH 20184 8H 15 H
SHAMILVE S, - 20184E 12 A 14 H
WHEEHAHE 2018412 A 14 H

R - BERH A

RERTe T « AE LKA

EXFHRBELFOERSL

B W& bht B0

AE TSt BT AR— & —
TEL : 0120-517-215 FAX : 076-442-8948
PR A AT AR — 5—  https://www.nichiiko.co.jp/

ARIFIF2023FE3AHET (F3) DRFXEDEHICEDIEHETL -,
BT DU SCEIT L, ERFRLERERIRR OSSR — L —
https://www.pmda.go.jp/iZ T ZHER T SV,
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HEFI63-IZ H ARPe AR (LLF, RIREEMET) FiiEe/ hFEa) TEELA 22—
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O EOEEOUET, FEAME XIIHFEE R RN 23AFR S 7R R0 N #IGE
DPERZEN 72 S, R T RENEDRRE LS LD G EICIFIFNSET S5,
IFOFABIZHT=>T
MFE#EEEE2013) 1B W T, PDF7 7 A MIC X A E TR CORMEEZ LR L LTV 5, [HH
ZRIFT DAL, BAEALSHEIBI L CRIAT2 Z EBNEAITH 5,
A EARDIFIZ OV TR, &35 R A TS O = 3K 5 PR A 1 AR IR — A — 2 fgidlk
LTI E SN TN D,
RSRAET TEIESA VF B a— T+ —AERO TG & | 1ITHE > TERL - 2863228, TFDJRE%
B E Z, EEESGICRE LTS ERCIFMEFRC FEE UEEO SRS I o) TR O MRS
ANDA UHE 2 —IZ LV IEKEIER SRNFERESE, IFOFAEEZEDLILERD D,
F7o, MERFSGET SN AMHH EOEEFICEAT 2 FHICEHL T, IFPSGETISN S £ TOMIE, %%
[ S 5 oD USRS ARG 2 YA SCESC R A B CEL, H D WVIER N ERE S E SR E Y —
ZEC K0 A S EET 5 & L b, IFDEMAICHT- > TE, B OURA SCE % E 35 E
PRI SRIH AR AR — A R— Y TR T 5,
72, WIEEHSCEEEOMERO SO LR SN TV D THRRAR < [ E24MNE TORTEIRI
BT DTS IIKRFHEICEADL Z 0 HY, TOERRWICIT OB ETRETH S,
FIAICELTOEER
IFZ A% B HEBICB O TRNT 2 ENTERWVERLERRE L UEH L TIEE 20, L
ML, EEESCERAERL 7 eE— g ra— FEICLAHENC LY, RISESENEIR T IEHR &
L CRAETEZ2HAICIIATEMAND 5, IFTEFREODEEEZZ T T, YiZERL ORI
EPMERR - RIET 200 THL Z LD, Fifl - REUUTHINZZ T I 2252002 258 L T
BORTIZe 5720,
FRIEPET, IFAHL ETHIRMICEEZMTT HDHEREM THY, 5% ¥ —Xy b TORA
B LIEE 2, HEELEORERHICEMLUZ2NE YFE LERIN TS Z & 28R L CE#R%
EHT20ERD D,
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I. BEICE9 5HE

1. AROEE
AHNE, = N 7Z U RBALKFERIEZ B2y & 9% 5-HTisnp = AR VEENVEL F 8RR 1R
FTH 5,

=L b 7% 8 20mgl HIET ] 11X, A ETRASHED BRI ER L & L TR 2L,

B K OGRBR 715 2 i e, ZEMERBR, AW Er0R SRz 20 L, 2018 48 A 15 HIZ

BAERUS L, 20184F 12 A 14 BIZHGEZBRMA L7, CGEEZR 11215 2 5 (K 26 4 11

A 21 H) ([ZHDX&ABHEE)

2. HROBEFN - BFIFORE

(1)

(2)
(3)
(4)

AHNX, =V Y72 o RBAGKERE 2GR &35 5-HTisnp A RVEENVR R SRS
BHITH D,

FRAIMEZ E oD DT80, FERIOMEIC Y4, aE, e E L—F—FF LT,

PTP > — NIty Far hr—Lz1T0, 18T IS4, a8EFR R LT,

ZEW72 PTP v — MM L, Fmlc THEmRIAEA, EEIZ GS1 7 —%/3—% 5 T
Fit L7z,

EEER TV R #%, PTP v — MIZEEFRRBEIAH NNy r—IUffETh 5,
HRZBEWEH BEAM) LT, 7774 7% —vavy, 7774 7% —, 1
IR, BeMEdH DV EIE & & el M DR AR, CTADAARRIE, Hk (WPW
JERREIC I T ), FEAOMEHIBEZIZ L 28mAMEIN TN D,



0. &Y 5"E
1. BR5E4
(1) M4
T L N X 8E20mg [HIET
(2) *4%
Eletriptan
(3) BMDEBEE
—ix4 K0
2. —E&4
(1) M4 (4%
T h) 72 B (JAN)
(2) #4 (G4%)
Eletriptan Hydrobromide (JAN)
(3) RTL
o b= (5-HT) ZFEEEEEE 2~ U 7% UFFEK « -triptan
3. BEXANITFER

B

22
(@] O « HBr

4. 2FRRUVSFE
772 C22H26N202S - HBr
5y F 8 463.43

5. {t%4& (4K
(+)-(R)-3-(1-methylpyrrolidin-2-ylmethyl)-5-(2-phenylsulfonylethyl)-1 A -indole
monohydrobromide  (IUPAC)

6. {BR4, 4, KBS, B8
7L

7. CAS BRHS
T L N7 E o RBACKRIEIE ¢ 177834-92-3
TL YT : 143322-58-1



I FMESI<ET SRE
1. PMEEENEER
(1) 5 - R
Aa~EBaomRkTh s,
(2) BfEHE
NN -PAFALTE T I RXUIAZ ) —MZETRT L, T = U ZRR0RmTIL
<, =X =/ (99.5) ([ZIEITFITL <, AKITHRD TEHEITFIZ W,
(3) Wimt
M EE R L
(4) AR (AR, BR, BRER
ZMEE R L
(5) BAIEEMREER
M EE R L
(6) SEHRE
M EE R L
(7) DD XL REME
M ERR L
2. AMHSGOEBFLHTICEITHREN
M EE R L
3. MRS OmEEABE
(1) @M
KA AL ) =B INZ TR L, KR OFMEEZ N Z T2kE, B O EERIS() % &7
D
(2) AR A T RVRIE
FALA U o AEEFNEIC X 0 RBREITV, RO ART FLVEREOBANLY NV T
LHEE, MEDARY FMVIEFE—ED & 2 AIZFEBEOTREDWI AT 5,
(3) mAEEAEBERNEE
L7T0CHHTIC — DR — 7 2388, T OWHAEIT—89~—65d/g TH D,
. MRS DOEEE
"k a~< v77 74—
AR« SN EEET
BahtH : VoBAKE— IV UL, K RIZFAT I, T =Y IWERK

N



V. RFIZEI HRAE

1. #iE
(1) FIORXA, SRR UHER
W 7e 44 T hY XU 5E20mg [HET
A T AN aA—F 4 T EE
= Ay AV
\J\‘U & \l\—u &,
2 ) @20%
=
E£&(mm) 6.3
2 & (mm) 3.2
B &(mg) 103.500
TL RN TEY
NN SN 20
HEL
wpEEa— R @ 144
(2) HEIDOYME

(MV. 4. WAIOKFERM TICBT 2 LZEN] ODHEM)
(3) #ila—F

(Mv. 1. () APEOXH, SMELKLOMER] DOHESR)
(4) pH, BEEL, HE, LE SREOERUREL pHi%H

BRI L
2. WHIOMHERL
(1) BRES (FiEES) OSE
Woe4 T MU H U BE20mg THIET )
188
IR T N TH U BALKFERRE
A 24.242mg
(=L Y7 &L LT 20mg)
FLBEARFY), L e—X, R An
. —RXF M) TA, ATT VU~ TR T A,
ALY . S . .
vruAua—x, BFFy, NITEF,
WO RT LI AL —F, HFomy
(2) FHnp
(Mv. 2. (V) BRES (&R OF &) OEZBHR)
(3) Tt
Y ELE I L

3. BEF, AXOSEEICHT IER
AL LR




4. HEDBEEHTICETEIRER"

(1) MESER

RECOEMERER (40°C, 7T5%RH, 6 # A) Z17-o7-fE%, =L b 7% & 20mg [H
ET) (Z@E OHSE FICBW T 3EBZETH D Z ENHERIS T,

SER FE I - 2017/5/10~2017/7/25

Oz MY 7 HZ U 8E20mg THIEET] ekl [E&oEmre (PTP &%) ]
HETEA 7k LRATHAR
< HIK > &5 BH AL 1% H 3% A 6% H
Mk n=3 ELE20T1-1
<PWEWEO 7 4 v | ELE20T1-2 ik ke A WA
a—F 4 VT EE> ELE20T1-3
s ELE20T1-1
(ji};fﬁ an>1?C) ELE20T1-2 JARay RaY RaY TReY
TR, ELE20T1-3
fUFIH—M (%) n=3| ELE20T1-1 3.2~3.8 2.9~3.2
(&8 —MERER) ELE20T1-2 1.7~3.5 — — 2.0~3.2
<15.0%LL F > ELE20T1-3 2.0~4.0 2.5~3.3
" ELE20T1-1| 94.5~101.6 95.6~99.6 94.6~ 99.8 94.1~98.6
VR HH 0, —
f’lﬁg%\ (2)50/ un Llf ELE20T1-2| 95.5~100.4 95.0~99.6 95.1~101.3 93.9~99.2
77 0 ELE20T1-3| 95.2~ 99.8 95.3~99.7 96.2~100.4 94.9~99.3
SE (%) F n=3 ELE20T1-1| 99.12~99.63 | 99.23~100.27 | 98.59~99.91 | 98.02~98.32
i‘ j’; 0;05 0% > ELE20T1-2 | 99.09~99.25 | 98.36~98.74 | 98.66~99.97 | 98.26~99.48
: i ELE20T1-3 | 99.16~99.66 | 98.41~99.69 | 99.61~100.15 | 97.91~98.19
X FoREICKTOIEAE (%)
— . RFEN
(2) EOEREOREHSAR
BRI : 2018/7/3~2018/10/10
Oz b7 ¥4 20mg THET) EadE 40°C [HOL- XU
ABRIE H =R PRAFHE
<> & BH A 2 34 1% A 2% H 3% A
PR n=10 7PN NED TN NED TN WNED | 7SN WNWED| TN Do
<TEWEWED T 4 VA | DV0300 |7 ANV AT—|T 4V AT —|T 43— T AT —|T 4 ha—
a—7 (T EE> TAVIEE | TAVITEE | TAVIEE | THA VT8 | T4 T
EHE (%) n=6
. DV0300 | 99.0~102.2 [101.0~105.5| 96.9~102.3 | 99.7~103.2 | 98.9~103.3
<1577, 85%LL E>
i (%) *n=3 99.05~ 98.34~ 98.64~ 97.13~ 95.95~
DV0300
<95.0~105.0% > 100.38 99.82 100.56 98.24 98.13
(&) #E (N) n=10/DV0300| 104~126 107~121 101~121 101~116 105~117

CRREICHTEAER (%)




Oz MY F X U8E20mg TAETL] #adk 25C - 75%RH [ - Bk

BRI H =3V PrRAF I
<> oy B 4aRF 2 1% H 2% A 3#» A
PR n=10 TENWTEWED | TZNTEWED | 2NN ED (720N T2 2N E O
<TENWEWED T (VA [DV0S00| 7 A VAT —| T 4 a—| T4 ha— | T g A Ta—|T 4 )L Ta—
aA—T 4 T BE> TAVIEE | TAV T8 | TV | THA VT8 | T4V Tk

wHME (%) n=6
<154y, 85%LL >

DV0300| 99.0~102.2 |{100.1~104.4| 97.3~101.3 | 99.5~103.1 | 98.3~103.4

8 (%) *n=3 DV0300 99.05~ 98.38~ 99.12~ 98.02~ 98.58~
<95.0~105.0% > 100.38 99.27 100.62 99.94 98.85
(&) #E (N) n=10/{DV0300| 104~126 60~78 70~87 59~74 62~170

Ko RTRBICHTOEAE (%)

Ox L MY X UBE20mg THET] Mol SSiE - BRO% & 120 H Lx-hr [D65 YR (1
1600Lx) + > ¥ — L %5 v 7/ THEH]

REATEH =V L=
<Hikg > Bty B A 30 5 Lx-hr | 60 5 Lx-hr | 120 /5 Lx-hr
PR n=10 FWNEWED | 72NN | PN NEO | DD Eo
<TEWFEWED T 4 L A DV0300 | 74 /vba— | Ty ba— | T4l bha— | T 4L ha—
a—F 4 V> 7T 4 v T EE T A T EE 7T 4 v T EE T 4 T EE

wHM (%) n=6
<154y, 85%LL >

DV0300 | 99.0~102.2 98.1~102.9 | 100.1~102.9 | 99.5~103.4

a8 (%) *n=3

<95.0~105.0% >

DV0300 |99.05~100.38 | 97.01~99.40 | 98.18~98.88 | 97.28~98.65

(&) WE (N) n=10 | DV0300 104~126 98~118 103~116 105~115

Ko RTRBICHTOEAE (%)

5. RRERVBBEORENE
PAROrA

6. FlEDEREEIL (MELENEIL)
PAROrA




. A

BIEI S OEY PR EERR T A R T A4 VFEO—HLUEIZOWNT (P24 42 H 29 A

SKAFEAIE 0229 F 10 )

BRI

Wl AARR BRIk

2R RV

[al#nds M OVFRBRTE : 50rpm (pH1.2, pH5.0, pH6.8, 7k), 100rpm (pH6.8)

[AE]

- pH1.2 (50rpm) T, ARAEREIL OARMIZE HIT 15 53 LANIC Y 85% L EEH L7,

- pH5.0 (50rpm) TIE, EAERHFIR OARMITE HIT 15 23 AN 85% LA EIRH L 7=,

- pH6.8 (50rpm) TIE, FEHAERIFOSFELETE D 40% K% O 85% LD 2 FEFIZIHB W\ T, AR
il O P51 HH SR AR YE R O SRS R £ 15% O FRIZ B o Tz,

- Kk (50rpm) TiE, AEAERLAIN 360 /3 I2351F 2 RO 1/2 O R HERE2 7R3
JOY 360 712N T,  Adh DO =R TAR HERGR O S R R = 12% O FiIC & - 7=,

- pH6.8 (100rpm) ~Cif, AEAERIFR OARMITE BIZ 15 2 LINIZ Y 85% L EiaH L=,

LLE, AREnOvE HZE8) 2 R R & s LR, =T

WFHIRIEMERBR T A R T4 ) OHESEEITESE L,

ABRIEIC BT MR ER M D4

(VA H i)
RHE ) pH1.2 (50rpm) R (%) pH5. 0 (50rpm)
100 F 100
80 80
60 60 L
40 40
20 | —e— T L )T EE20 mg THETL) 20 —o—TILF)T2 8520 mg THETL)
——EE A (F5], 20mg) ——RERH (FeHl, 20mg)
0 b L L L 0 b L L L
0 5 10 15 0 5 10 15
BfE (4 B (93
RHE (%) pH6. 8 (50rpm) RHE ) 7K (50rpm)
100 | 100
80 80
60 60
40 40
2 —e— I L YTHUEE0 mg THETL) 2% —o—TI L FYTR2 20 mg THEL)
——{EHERH| (§2F], 20mg) —— AW (52%], 20mg)
0 b L L L 0 L L L L L L
0 10 20 30 0 60 120 180 240 300 360
B (49 B (93
RHE (%) pH6. 8 (100rpm)
100 |
80
60
40
20 —e—IL LYTR U0 mg TBET)
——1ZERE (2%, 20mg)
0 b L L L
0 5 10 15
B (43)

(n=12)
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BRI L
RHPOHMRS OREBHERE

(1) EVERIS

KinzwRE LAY ) =N E2M TEERLE LKEZNA, AT 5, AIRICHIEREZINZ
T2iiE, RO EMERIG()E 2T 2,

(2) ks~ TF77 40—

10

11

12

13.

14.

TEBE T BRI R BRI D= L N U 72 O e — 7 ORFFREIZZE LV, E7z,
ENHDOE =T DWINARY R VLR =R D & 2 AIZFROIRE OWIN 2580 %,
HEPOFEMHSDEEE
WiKk7 v~ 757 ¢—
R AR © RN BEE
BEitE Vo KkEIY UL, K, U, AKX —RIR
palli]
PAROrA
BATHTREMEDH LK
M ERR L
ARV ELRESR - NELRRLERICET S1ER
PAROrA
T D1th
Brlzp L



V. ARICEI HIEE
1. ZEERIIZHE
JSETR

%*-%%Fﬁﬁ?éﬁﬁt@&%>

(1) AANIEBRERF2ICE D R EE (123 oEsR) | ;DF%%wﬁ
WREER ] »25WE TRJRO® 2 FiR | L EZMMNMTOhNIZIGEIZ DS
THZ L, FRCRO X D 7B, < HIE T HIm% @Mméam%m®ﬁl_
HUEIR O RTREMEDR & 5 DT, AAI RN, 2%, M&LE oI 7y, JFE
DFNEZHR L TR TDHZ L,

1) AETICHEEREZWNHEE L2 & ORWEE

2) RERERZBESNZZ L1EH 50, FERICET RO HAERORIE & 138772 -
7 580m Sk ORETEEIR O & 2 B3

(2) SEHEVER BRIV SRR, ISR P BRBEME 5, ISR 8RR & 2 W M IR A PR
PR O BFIITHRG LN b,

2. m%&vmi
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24 Roerig

k5844 RELPAX- eletriptan hydrobromide tablet, film coated
HI - Bk | 20mg, 40mg

INDICATIONS AND USAGE

RELPAX is indicated for the acute treatment of migraine with or without aura in adults.

Limitations of Use:

Use only if a clear diagnosis of migraine has been established. If a patient has no response to the
first migraine attack treated with RELPAX, reconsider the diagnosis of migraine before RELPAX
is administered to treat any subsequent attacks.

RELPAX is not intended for the prevention of migraine attacks.

Safety and effectiveness of RELPAX have not been established for cluster headache.

DOSAGE AND ADMINISTRATION
The maximum recommended single dose is 40 mg.
In controlled clinical trials, single doses of 20 mg and 40 mg were effective for the acute treatment
of migraine in adults. A greater proportion of patients had a response following a 40 mg dose than
following a 20 mg dose.
If the migraine has not resolved by 2 hours after taking RELPAX, or returns after transient
improvement, a second dose may be administered at least 2 hours after the first dose. The
maximum daily dose should not exceed 80 mg.
The safety of treating an average of more than 3 migraine attacks in a 30-day period has not been
established.
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Drug Name Category
F—AKZ V7T DA eletriptan B1
(2021 4 4 H#R)

ZE PO

F—A N7 U T D455 (An Australian categorization of risk of drug use in pregnancy)

Category B1 :
Drugs which have been taken by only a limited number of pregnant women and
women of childbearing age, without an increase in the frequency of malformation or
other direct or indirect harmful effects on the human fetus having been observed.
Studies in animals have not shown evidence of an increased occurrence of fetal
damage.
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