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6.1. Y7218 A=EF (Clinical Data Package, CDP)

o AAANTA AR E
- A B oy

6.2. 7} 0 A E

6.2.1. ICH E5 ¥ 5 Dol @& &9 ¢4 37}

Q]
=

2}
- A E A HE S A o)

: F 457, 1’\*

A1

204

o

?J*”\]?ﬂ D F

AR 137, 274 AR 147, 38 43 AlE 187

114

Less

More likely

Comments

Pharmacokinetic

Linear

Non-linear

o AT AFdiAAN A FE/VI (200/100
mcg ~800/100 mcg)E T3] FAWUS ul
FF AUCE &% HlHAHozZ F53lioy
Cmaxe &% Hl#HAdS d58A =&
(=7 study No. HZA102932)

A% A @A A VIE 25 meg ~
100 mcg HHNA 14L7E 92 FAUS o
Cmaxt 25 mcg ~ 100 mcg He oA &F
A S At ed AUCH s = &
g o] A=A 9
(*A: study No. B2C108784)

COPD 94 &% (100/25 mcg 1Y 13])°l
A FF/VI T 7]—7(] AEOo NE Aol okxal
E/H o 7],11 7‘]_0_E C,ﬂ/\]_gu

Pharmacodynamic

Flat

Steep

Xdﬂ] COPD R Ho|X FF &% (FF/VI
50/25, 100/25 = 200/25 mcg)oll whzh %31
4 H7HHS ol geidde A= /il
. HEg g 3 Bl-gks COPD @A A
o9 &4 Axye= FAHo=E fodt
zZkol7b gl wEkA =l A Abell A
FF &% ¥-&2 44 &% FF/VI 100/25
mcgoll A e FoZ o itH

ZAA COPD EHelA, VI 25 meg 3
A FA T3 FF (50, 100, 200 mcg)2] &
Fol ST gl wet ol ¥wreS Hole v

FAre] Hlgol Frkshe AR YEUA
Fgonm BE o) Wge] I FF (+
g AE ez

Aursk Ao g o
o 3 FEZ
B g Akl u%té Z}e] FF AUCSF 84 =
ﬂé A7 7hol SAFE BAIF LUERto ™

VI 25 mcg) &%
173
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Less

More likely

Comments

A &F 100 mcgoﬂ/ﬂ T8 U=
F/lé FAWHE gIle. 8=
of Foje Alubgo] &S v
AE F AU GA EFolA
% VI Cmax & Adh 7ho] dAl= &Sk
=. Doll #|<tE FF/VI 100/25
mcg & thal = F AR A F
L

Therapeutic range

Wide

Narrow

[ ]
O
O
)
)
K

ol
X
2
N
=
=
g [
Ho
1o,

filo mob
inSs
=
iy

ZF(50 ~ 200 mcg)¥ V
st W FEALTN F8Ubed ¢
2 OHd ZEIde] uehd. wEpA
FF/VIE= 100/25 mcg &%F FRIAM FL2
A5EHF WHE 2A

T5 A SR = &F £Ho]
A 9=

(ZA : study No. HZA113970)

e A%, FET EE F5 A BAANE

; & 0 o AT 5o
2k 7&5\_7]. g O 3}

=21 7T

# : study No. I—IZA111789)

Metabolism

Minimal
Multiple
pathways

Extensive
Single
pathway
Genetic
polymorphis
m

e FF % VIE td3t tiArEZ FHYsH

A=Y = AE 25 CYP3A40] <3 o
AHE. & 8471 T SREES] tiAbe FA 714
A%k FF 2 VI 2% o gl 25 7HY

e CYP3A4E= FF 2 VIS trlel]l =A 714

Sl d4olm thekdl CYP3A4 W@ E A
tggdoe] FRJAFHJAT, o= ZHDAME
7Hﬂl7& Hx1e] CYP3A4 A9 sk 7o %
A9l in vivo AolX CYP3A4 Ht

—% Foprlol @ FRA AlF o dAFA A
NEHo R %}o}uﬂ FF AWy Fo I
PK ‘l‘i]l: d_ gt FolAlolla Wil I3

Bioavailability

high

Low

]Iloll
hins
o
<
)
122
fr
e
rlo
M,
fru
-z
Ay
]Iloll
EN
it
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Less

More likely

Comments

oFEol o Aoln FY FoA] VIS Moy
AA o) EL Fon (27.3%), =219 A9
2 oA4d

Protein binding

Low

High

A Ao
e In vitro & AY AFNA, FFHIIEF
BoolEs At EFNA =2
E (>9.6 %) Holw F=E IHEW (96%)
2 -acidglycoprotein(90%)°ll ZAgst= A
o2 Yehd

In vitro &9 A% AT, LHHES
Al Ao = @] AFE (93.9%)%
Kol LF-T1(60%),
1-acidglycoprotein(61%)ell
I

rlo f
i
2o

T

WL b

i1
1 AFR y2REddE O
(8%) 2Fse Aoz ey

Drug interaction

Little

High

p\v
flo
ol

Hol e =4 FHE 9|
FF/VIZ7} A+ §Yo=2 F
oA FFe} VISl A Al
wHormg HAl FE-FE

1O
~T

FFe} VIe] A7 AAo

Q F 47 = A
=

S
o

ox 2 T ol

4
2
)
(o

ObﬂHﬂHU
Sq
0, Ho oo fo

o~ M
(10

N

ofr
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o
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I
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o
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dlo

oo
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o
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i M

R

2O
> =T
L s
(I
o4

i)
L)
(e}
2
ot

A : study No. B2C112205)
A ES Pgp 2 CYP3A4
Hetutd s B8 Fog Ae, dTEHES
ofF st o3t FFS FIAA FUF
(7 : study No.DB2113950))

—~

®ry ﬁ?l ok
A
2
o
a!
i
ok
ofo
—n
£

Mode of action

Non-systemic

Systemic

o FE/VIE 47 EYOE Folste] AA
TaAoR 483 9 §IFAMY AN
wEe g wor ot FF R VIY 3
P e BT % FY AACIGES W

Inappropriate use

Little
potential

High

Multiple
co-mediciation

Little

High

o FF/VIE COPD ¥ L 249 AzZ 93
Oe e @A == 1
B Ags A% A=A
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62.2. 7}z 837}

e FEAH A B A, =le] g COPD UAIH(HZC112206) 7 &L o
T YFAP(HZCL12207) S T8I =r9-013=2 ko] faA Aol S vlus}
obAA Az} wlm A, HZC112206 2 HZC112207 ©]&o] =2l A Fhaart E£3+%
B2C111045(-& & 278 Al¥)S &3t dF=xQl-vgh=<l 71 bHAg zpol& Hlwst A+

o 3=l At AAHA]E Protocol No : o]z A AAlE Protocol No :
- HZC112206 HZC112207
/g 3=} ZZ COPD 3%#} ZZ COPD 32}
ZCT12206. HZC112207:

$1ekat, FF/VI 200/25mcg, FF/VI
100/25mcg, VI 25mcg, FF 100mcg, FF
200mcg

Fojuy gl . } _ i i )
67149 =<t 19 13 oo &Y 671Y S<F 19 13) olHo &<

ks [(f1ekst, FF/VI 50/25mcg, FF/VI
100/25mcg, VI 25mcg, FF 100mcg

-FEAG E A 2 vl A R YAAIE L el JtaAlE e Y
- @, @mele 200/25 Tl THEA @gornz £ 7o Avs v Jrel Avdl e
7. 9% A4AYF] BE A=
FDA EMA PMDA
5 BREO ELLIPTA Relvar Elipta Relvar Elipta
ZFEIE
FEE o .
ZFE e - s SF2ofl o] E(m] &3}/
Ay | madoem ey aage | oo EFIES)/EaHE PR EY

100 mcg/25mcg

100 mcg/25meg 200 mcg/25mcg

100 mcg/25mcg
200 mcg/25mcg

371 13.5.10. 13.11.13. 13.5.

o disease (COPD), including | adolescents aged 12 years |inhaled beta2 agonist
S53E% | chronic bronchitis and/or | and older where use of a required)

emphysema. BREO ELLIPTA | combination medicinal
is also indicated to reduce | product (long-acting
exacerbations of COPD in | beta2-agonist and inhaled
patients with a history of | corticosteroid) is

maintenance treatment of | O Asthma Bronchial asthma (in the
airflow obstruction in | Relvar Ellipta is indicated | case where concurrent use
patients with chronic | for the regular treatment of | of inhaled corticosteroid
obstructive pulmonary | asthma in  adults and | [ICS] and long-acting

is
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exacerbations.

* BREO ELLIPTA is NOT
indicated for the relief of
acute bronchospasm or for
the treatment of asthma.

appropriate:

-patients  not  adequately
controlled with inhaled
corticosteroids and "as

needed’ inhaled short acting
beta2-agonists.

@ COPD (Chronic
Obstructive Pulmonary
Disease)

Relvar Ellipta is indicated
for the symptomatic
treatment of adults with
COPD with a FEV1I<70%
predicted normal
(post-bronchodilator) with
an  exacerbation  history
despite regular

bronchodilator therapy.

o
rf
ofo
)

BREO ELLIPTA 100 mcg/25
mcg should be administered
as 1 inhalation once daily
by the orally inhaled route
only. After inhalation, the
patient should rinse his/her
mouth with water without
swallowing to help reduce
the risk of oropharyngeal
candidiasis.

BREO ELLIPTA should be
taken at the same time
every day. Do not wuse

BREO ELLIPTA more than
1 time every 24 hours.

No dosage adjustment is
required for geriatric
patients, patients with
hepatic impairment, or

renally impaired patients

COPD

The recommended dose to
treat COPD is one
inhalation (92 micrograms of
fluticasone furoate and 22
micrograms of vilanterol)
once daily at the same time
each day.

Asthma

The recommended dose to
treat  asthma s one
inhalation (92 micrograms of
fluticasone furoate and 22
micrograms of vilanterol)
once daily at the same time
each day.

If you have severe asthma,
your doctor may decide
that you should wuse one
inhalation of the higher
strength inhaler (184
micrograms fluticasone
furoate and 22 micrograms
of vilanterol). This dose is
also used once daily at the
same time each day.

Usually for adults, one
inhalation of Relvar 100
Ellipta (25 pg as vilanterol
and 100 pg as fluticasone
furoate) should be
administered once daily.

However, depending on the
patient’'s  symptoms, one
inhalation of 200
Ellipta (25 ug as vilanterol
and 200 pg as fluticasone
furoate) may be
administered once daily.

Relvar

33l

3T
=5
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ESEEPSRPEERY

An1002 Y €}

JFESS 549 B
Fal

F)EFHELP &S

A& Elo] = 100, 250, 500

Bl AEGAWIF)
A ZEERAH 80AS,
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=7~

160A4.5, 3209 vlo|a 2 1%

A ul2002 Y B

01.02.06. / 03.11.21. /

&7t =} A F= 99.07.24. 01.00.06.
g EFHIE FRAE ZREIEZZE QYO E R SR
TOE L W E EddyEolE A EEIAVEAY | FERHESEREAGEEHE
1. A&HA WE-E5%H |1 7134 &4 F98 | AABY X7 (80/45
EY8 F2EIAHRo|= | FZEILHE|=9 H | meg)
o] WE&FA7L AHHstha | &Fort Ao %
daE 124 o) AHad | dE HH9 XNF(FLA
2 A ArAQd FEA | -2 100, 250, 500 pg)
%) £ (100, 200 & HE}
P 2. M7 BAGTE AW
° 2. A71AR N1#A A | AAHAH A A | FF  wAHHgEHES
Agol® F7eta ostd | V= HA AR5E 93| (FEV, geol A% A4AY
ojglo] = AlAA 4= | FALHFAA-ELE 250 | 50% ") (160/4.5, 320/9
BR1BA A AR | ug) mcg)
%) FEV: A7} 70% v]wt
A A AE FAApe
Z4 X E(100 2 HED
1. A4 o] %2 ATFFALoER | <HH>
1) A g 124 oo A | Ab&stofor  akm, FAdo] |- o] k2 A9 ZU|A=E
ENT] UetuA gogte HHE| 88 olum f%e A
EFEHIEF RO E | HE st wWid AEe | o FFEo wE Al
1000 2 WUHEE 25pg | 5 Ik 2 FAEsor dHh ole
1¢ 13 F9), = 5| o] 9] HF FAZFS | A8 AF AI7IE obY
E]7bEF 2o o]E 200ug | ABt7] HAsiAE ArIFe | @ &7 2E A7E 1
2 AREE 25 19 1| 2 X5 H7RsioF §fH, | HEolof Tk v g}
3 &4 Japt epakel 2 glol | JHAIe]l BEFARA T
B2 P2 FolFs WA | & &%F o9 K &%
ol ¢ FY A, A= o | A ¥EF stk FAFE | & FaF e A5 A
A 158 el @ Vs A | S4E Zgdez 2EFE | ARY FdAC 9 A
amam | O& ZRET a8y A gde Haewon k| AR 8§79 B Ssofe]
owHee | A F 2HS FAS] | o] %o HARFS FAst| U AZHIAXHZEO|E=E
Aalrs wd FHAAHS | o M Tl ZHEHW, | XWsteof i)
2 AMgEta, S0 fls |t AR FY98 2= - A= FrIHoR At
Al A&HoZ AL | F2HRolE  WEAWS | o g wol HAH &
slof ek oFE T 7] | AFEE = 5 Udoh Fe AL F UA=EF 5
T el AW, | A FEE wEkA A | of 3t HAFYS 24
S7HAQ shels Y § | A o EFEHIEEZRZ | & F de HAHEHo=
A& E£aA WER-BE5F | JoUo|EVL FHE o] o | fFAHooF gt FHx
S FoAdjoF gt S Fodfop s, AT | Mol HA FHEHNA
AgFE 2 F &Y | oY &FFr dast| fAE W vF dAe F
98 FEEHIAHZO | W AHS HEETY Ev | Y& IEEFIXHZo=
=9 &4 WER-E5 | ZEEHI2HBO|EE A & 9EFASE Wil
7ol HES deg 3= | dof 3. g 4 Atk
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AElE 50 pg +
7R R R Yo|E
gs 1¢ 23] &&=
A E 50 pg +
Sz ovelE
gS 1¢ 23] &
AHEE 50 pg +
FIEZZ I Yol
ge 1Y 23

2) 4 ~ 11819 &0}
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=
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2) &of 124 wlwre) & z
T E A AS Aol B EE ETFF AR
Aol o] oke] HAH e FAEA BT

AHEE L gtk
o H 2. A &9 (regular

3. A 65H =) maintenance therapy) :
Fogs =d3% Zavt - A= o] °F9 FAL
stk W &S AMgsta 4
¢ste] HAHE fsiAe
4. 2 7o &} Hxe] &84 7|AASH
Fogs =24 Favt Ag AH&sth B &
gt d HEY £834 718A
FAAE  FostodoF 3
5.t o} &=} ot
s, 8% 2 T3F9Y
A SdAE A - FHAEF
2 3 YEARAA EFF 1) 184 o]Fe 49 -1
E]7bEF R0l ES HA 5] 1~2HS 1¢ 23] §4
=Z(Cmax % AUQ)?] SAY Ee 13 -2 1
S7tEE AeE UER d 13 FUTH. L5
t}. e A 13 49S 1Y
e} FA= ZE2EA 23744 Y F Ao
ZH2ol= B ALl o] ) 12~17A41¢ Had 1
4 WS Aol Eobd 3] 1~29E& 19 23] 4
s gowmz 7+ Ao 3 SPAY == 13 1~2W¥ 1
Aol Al Fol Al FoE d 13] Al g3t
7] & o Tt R E (3) 641 o]’ 124 =wk A&
= T35 3 e & of : 13] 1M& 1¢Y 23] &
oA HigHe 100/25 Ptk 1€ Hd 297HA
1g°| ot FUE F Ao
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g 7183 gZAY S
ZHd Faste oALY
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