T ¥ OE K
WRE 2843 A 11 H

SHENREEEETE (7)) XHIER Ad

EANBEEE - AR R ER

W AKRH D8 58 50 0 AR RS HETHEIC B 5 AR 2 e o1 T

AR, T 2T FEEEFBRERERGDHE (EES - ERERE L X5
N =P = ZREFTEE) RRERLORSEMTA RS54 0B8iF5
RERRMOWIEICE T 25%0)  (BFRERE : B EXSA R ENERER
MEEMER WHHATET) OOWEIR IEREELS QLY EHRE ST
MDD HFIZBET 28] (BFRSEE - —REFEBEARERS =X ) v 7 EE
mFRBEE EHER) KBWT, JE0OEBY., MBABRKKOBREER
DEYFHRREEFTEICE T EANE XS PRV ELDONE LEZDT,
EETEREEICH LCAMECET, |




(B

W AR ARAN D12 FE I b D A M L0 R SRR B 4~ 5 2ARRE 2 5

AE Z T, [E X ECBMERAZEME RS (Chronic obstructive pulmonary
disease (COPD)) %X & T HWMAMKAOHEERLOBERICELC, £X%
B L OB OEYFENRSEETIMEIT O BN ELRRBREOEAN R E 2 5
FEELE-LOTHD,

B A RE DALY R S OFEMIC Y 7= » Tk, BAIE LT, BERRBO -
ERPLELRD, REEEZOBREBRICBWV L, AREXROBRELS
LRDBTNTOBREEALRBLTAZILBRBETHL LA BT 2, YHE
EKLOBESBEEAPBESNTORVWEAET, 1o, BEOREZSICLE>T
BRSO BEA~ DB BRENHAFO/HICRE IRET I EE. RENZE
EFEAZHRE U TTo IR EN RS M2 /55T 5 B TRISISY R
HRBREERT D, TORD, EROBE. MARDRN DAY Z0 RS0
BV T, BAENFASHERR., EYBERER. BERREL2SDHERS
HIZ RSN L 72 B,

WHEHMEIZOWTIL, SRBEICHE A LEL A0, BH. EEYELE
ATZFERR L. BOHBREEHE L, EEITIZEIEL LV,

1. RV 5 \

FRIE LT, RREERD 3 0y MIOWT, in vitro RBEIT\,
DHRLTE (1 BRADZ Y HNICEIEY 5 L BESHD sun UTOESH%E
R FREZETHEYE) (UUT MEhFE] £W)H, ) 2Rty hosig

EIEERF LT 5,

REBRBANL, REEBR r— NV TCHRESNTZ2y M (T r%éf’:ﬂ v M o&
W, ) DEFITHEZ EBREE LW, BAERr—L0 1/10 P EDKE
Enmy FOBKITH LW, 2B, BEEED v b EIBERENFSHERERIC A
50y FOBUERLAF IR T T, BEOMRE, FHEROREEITHICR%E T
HBHBDET B, | .

BERMROEEXIIEYEREE (UUT IEZE] LV ), ) BRBELER
BIEWHDERAWS, £z, ﬁ%%ﬁkﬁﬁiﬁ@ﬁ@ EXIIREEDE
IIRTED SIANTHALZ ENEE LUy, ‘

2. %ﬂ%%ﬂ%ﬁﬁ% EAEREER K RSB

FEBERIK L RBR BN O\ T BHIER RIS | BB R O
RBREPEHET D, RREMOERNREXFIUTOLEBY Th3B, BB, &
=% Hio %of%%%bﬁ<f%>%A&Xﬁkbf@é%%%ﬂ%ﬁ%##v
T LRTEBEAIXIOBY TR,



(1) BAZEHRIEHERR
BIFIFHORSERRIL, B3 E%mwﬁm$%ﬁlm@méh1mﬁmﬁ
AT, o, BEOREBEIL X - THEIR S O BEH~DORZEED BFFHRE
PRIZ R E KT A HA. RENRBEEFAEZRRE L TTo 2 IBRFEHRE
M A ST DD ERT D, 0D, LROBE, EERA LR
ﬁ%ﬂ;owfiﬁ%mﬂ%ﬁmﬁﬁ%ﬁé_ NIV EBRERZITH 7200
CHIR &2 B,
(7) BIEHEE
O FHEANT A— &m EEE, ﬁM%g EKIIFERT A A bd7r
L &b 4 TN—TIHF T N—TEOEDESE LT B,
@ FlziE, FEEEI N—Xa=y U7 7 GEEEARE) &
BERAV, ZRONFEOV A XX DRFOHSEIL, T —trD X
e R VT B — XiZﬁXF/IxV~ya/4/A&5 %
AWTHIET %,
® In—TEOKFIE, ﬂ%%#é@u%O%&Efé
(1) HEBRE
_ﬁ%m;i$%§@fémﬁﬁﬁwmfi CEISERET S (R/ME
10, PHRAE 50, FRAME 90%%E) (HxiX. 30, 60, 90L/min %) ,
() HIEELE
FHEHRUMEINREN DB R EEELRET D,

(2) EWEhrERR - ‘
%ﬁ%ﬁ#ﬁ@%ﬁwiﬁﬁﬁikﬂ&Fxi#@éhé&ﬁf&é;
L L EHER T D,
(7) EBREHE
V E%kLﬁ'ﬁmxﬁ~A—&fﬁﬁ3%%%®%Hiﬂﬁék’
(1) fifk
BAZEBEIZAL, ﬁ@&ﬁﬁ%&ﬁ?éo
(7) WHE '
Eﬁ&LT\@%&A%W$%&?5O
() 554
BE¥E CRANE LT, %ﬁﬁﬁ@%l&ﬁfﬁ%%
(F) HIE
O HE@EEK : MikE T 5,
@ BEREHK W : AUC, R T} C,,, & FHIES 2 Dic+45 &Eﬁ&&ﬁ
ERAN :
@ BIERKS : RKAIE LT, BT DOREIKEEZRIET B,




@ SHTiE NYF—2a VEER LT, +OREEELZET2 L%
PREE Lo AR R R IR E ST IE R NS,

® FHlE - ﬁ@%ﬁkﬁﬁiﬁ_owf AUC, R} C,, B SEff/X T A
—&Z LT3,

(3) ERAREER | | ,
BIERG L RBEACOWT, ARERESEIC, FRIL LT, =G
HE (FISHERE/ T 2 — 5)&0“%@@4@ﬁ%$mumﬁb S
ERIET D &%Em&Ltiﬁﬁﬁ%@%%ﬂﬁ?mxiwnwi%%
EHT D,
(7) B
FRIRFRER DR EHEDFFRIRICE T X | Fﬁﬁﬁﬁpﬁoﬁﬂ%ﬁ%ﬁ
{5 L CENRBIERERET 5,
(1) #B®E
B LTV D208E - RO 56 [RE S B XIT BIEBAEM R S %
HBRICRERT 5, BEBRICB N TIX, MRELRYB—ZREFACORR
EEmETT oL,
(7)) RBRSM: -
O EFERlE LT, iﬂ%@%ﬁ%MH#ﬁ%ﬁﬁﬁétfﬁﬂt E%
BAVTHERT 5, . '
Q@ HEREXIKERSTERREITD
(=) FmEE :
R=ATALUNoD N7 1 BE (FEV) BlLE
N—RF A Vb DD PEF Bih&
N—ATA Vb O FEV R AR TEAE (FEV-AUC,) LE
E
EEFHEHEE (RISMRHH/ ST A —&) 1[5, SEHRER, 1R /9,
TERFRRFESECRR LD, SERGOBIELEE 2, BH2EE %
BERT B, |
() FEEHEDHIE
BECBIT 2 EREER tﬁ@&ﬁ%kwﬁ%%&u\%%m
T%& L 2 FRTICRET DLERH D,



BEHER

1. FDA. Product-Specific Recommendations for Generic Drug Development.
Aclidinium bromide. 2015. |
http://www. fda. gov/downloads/Drugs/GuidanceComplianceRegulatoryInfo
rmation/Guidances/UCM460918. pdf |

2. FDA. Product*Specific'Recommendations for Generic Drug Development.

Fluticasone Propionate; Salmeterol xinafoate. 2013.
http://www. fda. gov/downloads/Drugs/GuidanceComplianceRegulatorylnfo
rmation/Guidances/UCM367643. pdf

3. FDA. Product-Specific Recommendatioﬂs for Generic Drug Develdpment.

Formoterol fumarate. 2015.

http://www. fda. gov/downloads/Drugs/GuidanceComplianceRegulatoryInfo
rmation/Guidances/UCM461064. pdf

4 . EMA. Guideline on the requirements for clinical documentation for orally

inhaled products (OIP) including the requirements for demonstration
of therapeqtic equivalence between two inhaled products for use in the
treatment of asthma and chronic obstructive pulmonary disease (COPD)
in adults and for use in the treatment of asthma in children and
adolescenté. 2009. .
http://www. ema. europa. eu/docs/en_GB/document_library/Scientific_gui .
deline/2009/09/WC500003504.pdf#search=’EMA%ZC+bioequiValence%ZCinha
led” '

5. [ERLBARICBT D EENETERDBESTIEONY T — 3 VBT
BHARFA ] ITOWT (FH26E 7 A 11 BFTEEEER 0711 F 1
=) '

R RNRR IR




