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Fluticasone furoate 100 mcg ag_éi_UmE% t!d!mum 62 5 mcg and Vilanterol 25 mcg
per dose mhalatlc;n

"der-‘?:o dose inhalation

1. Fag" Fluticasone furoate 100 mcg and Umeclidinium 62.5 mcg and Vilanterol 25 mcg
per dose inhalation powder, 30 dose inhalation
2. quguinaly
2.1 jUuuv Lﬂuawqﬂﬁﬂmqﬁm
2.2 dudsgnau  TulsasuSdmesusznoudnemen Fluticasone furcate 100 mcg
Umeclidinium 62.5 mcg Wiz Vilanterol 25 mcg
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3. auauUAnamainved Finished product
santsas9diezinua il finished product specification @sldanmeiiouraditne
ANZATIUNITOMITUATE NTENTIENE1TUT

i) Test items Specifications
1 | Identification - Complied with finished product specification
2 | Assay - 90.0-110.0% of the labeled amount of Fluticasone furoate

- 90.0-110.0% of the labeled amount of Umeclidinium
- 90.0-110.0% of the labeled amount of Vilanterol

3 | Content Uniformity of - Complied with finished product specification

Delivered dose
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i Test items Specifications
4 | Fine particle mass
- Fluticascne furoate - 17-26 mce/inhalation
- Umeclidinium - 16-25 mcg/inhatation
- Vilanterol - 5-9 mcg/inhalation
5 | Microbial test ~ Compliad with finished product specification
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4.5.
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w891y PIC/S participating authorities atugiganusouniinsisdeulnoiinanissuses
fefulssnimuszninsmdidnnseding wieongnasndn udrusnsdl wiefllonans
Certificate of pharmaceutical product

LONEN AN B AELET AN

4.3.1 Namsmﬁnmswwmmmwwamﬂ mﬁ‘nmamﬁﬁmaaw HER (Certlfcatmn of analysis of
finished product) ‘(,uEJ'l‘SUWﬁ\‘lLUum’eJEJN

4.3.2 wan1nsndasisiaanIning A vvesdaonddey (Certification of analysis of drug
substance) ﬁflﬂiﬂumﬁwﬁmEJW'g'uﬁﬁaL“fJuGT”JadﬁaﬁamaqgmﬁmaWLLavﬁwﬁm"fmqﬁU

4.3.3 enamsuiendngruiuduauduiusseninunisudavasTngivesadaedd (drug
substance) 18 4.3.2 fujunsuinvewdadosiordnsagy (finished product) 4 4.3.1

43.4  wan13@nw long term stability

- lunsdunsdeuenianan 2 U asdesdiduuiuansanising Long
Term Stability naaatise1gveseisunzidouly

- lunsditunadeusndenndt 2 1 asdesiidunnansinwieanaiaveg
ganuiitlunzideuetuuans

fagqen

4.4.1 fiauena desdsiodesnnetetos t mheussgiust falufunuanseazdonls
ﬂ'i‘ui’h‘um;uﬁﬁ'uwum‘luﬁﬁaQmamﬁﬁﬁﬂﬂ%’wﬁu

miﬂisﬁ’uammvmﬁﬁmau

1.5.1 snidwevdnallonglildlidennit 19 2 Weu fuvnTudwey

4.5.2 wpnaidmey exfesddhunnmieluiusesannmviinTesiouiduey

AMENTIUNYSABUNA AN UMEIANIEUAL SIHALL DAY I8

[ Lo s RN UsEaunsIumg
{wiausvied andosn?) 2
AsTUNg LRSI N~ oSS ATTUMS
phiEund) (uelagvs e Snanade)
..NITUAT 3511 TN £ A ATTUAYT
(uwﬁwammm) (wgdited Shula)
= |
R OO ATIUNT 3L L <7ﬂ/ .......................... ATTURTT
L Lo A roa 2w e
(unsuirygun vadud) (unvapiing fufeimi)
o
A, // ........................... nyIuNg NTTNATT

S
{neanjul] @gReTann)

o
3 NTINYT A TR NTICA vt A DTN
= 1o e e
1130 wanAuanalng) (unailau ragnindd)
- L)
NITUAIHALRUIYATT [A311: IO ¥ A nIBIMSUEEhUaTIYNIT
(u'mmwpﬂﬂ Buwmstuni )
v ) P * \
AvINNTIATETInEUIYNTT AD e f\” ........ nTsIMsarginarwms

furaduenil finand ) {unaanlodan uiaSyna)




4.6.

4.7

1.8

4

653 nydliimhsmahnsgudiodeiidaeuiiadsnsivinszsinanm mhenunisas
viwifadesasuaiiodew Inodiauosian (fune) szdesdseniindnaiudimudiniae
simsdamsiaiinsiuazdufiuiavaumldielunsmmainmeiounm asdinu
enlaifulumugudnuusiams miesumeasiudnt kifufinsuinmsauasaie
fanamresienosim Gue) wasmieduanlunduialy

454 flauesim (u1e) azdesiuldsusiioslnduunany windeiAsnindonanindae
Ysznslas reusmiues leelifiteuly

lenansou 9

4.6.1 Tunsdiflaildeandunuuasdedinantsfingmandin (cinical trial) AuansUssdnsnimai
toudlfuasfaalsnngmsitfuilunsammensuamdiindete

Mauasim (foe) Bugaliandndyaineunsuiimug fail

671 nadiantsduasodiesisient  Tesnsuivenmansnisunnduieasy fuRneild
WA3EIU ISO/IEC 17025 nanangradasizilildulumuansgudaimunludsznng
Uismeasan

0.7.2 nadindndomiinignionifuiuaniemaralasdinnuanenssnisans

WazEN ‘Lmhanm%aé’tymmwﬁa%ma
4.7.3 ﬂ‘scﬁwuﬂmum@mmwmﬂwﬁmﬁ'wfl&nﬁﬁawdwaﬁiaﬁizﬁmgmaLLasmmUaamﬁaﬁia
@ﬂaaﬁ"iﬁ’%’um
Tfsqwa'1mawﬂiﬁaﬁ%aﬂuﬁwﬁqlﬁuﬁmm'1wﬁmﬁmoﬁmﬁﬁﬂisi’agﬂﬁmmﬁuﬁu Tmgdnineu
ANENTINNTEIISLazETlusEezat 11 newiudsemelsemamandidinnseiind

o s =
AMENTTINTINNURABNUIELAWISURE LA SO BAUDIN
= [ a/
[ TR < A UsEsIunsILNTS
/ (nesuswad nuSownd) @?
el I . -
AIYD.ect s b e VI TUN T BATD. v secs e ae et QLEPIE
m@a agfnpiathiund) (mﬂﬁ"iquigmaqa )
= <
F T OUOONL IS~/ nTILANT R . frisunYe
(mamgﬁ’{q}i’mmns) (uandusd Towa)
. - o
FE 1 ORI HYPHIRH BB v fﬂ/ ........................ GELHTORE
v LA | . '
funavTrysun wadud) (unagmifivg Tuiadmd) y
AT i T NI RV I v e NTINANT
Qursafinyiant Akseys) i) saviariuaun)
i1 SRRDITTION, \.\ HUTO AN AW et T i NTTUANG
(u"maﬂwilmaﬁﬁmqahm) {(uneUdianu raanwAs)
= = 4 ]
AT e B e S NP TUIVISUREAT WA fN"di]......‘.,..,........?];.(...............ﬂﬁlin"l‘i'.tﬁﬂﬁmmﬂmqﬂ'l'}‘
(uannaumegey] enddg (ranyyinf funsduws )
4 : T ; 4 L o
L S fh’.??.'.f,..’f.‘...’.f.ﬂsmnmmvrgﬁmmuwms GTUL XN ATSUMSUALETIATIYNTT
(unafuani fand) (uwamiledan waaina)




1. Fo81 Milinone 10 mg/10 ml injection in 10 ml
2. qruantidvialy )
2.1 sduuy Whugsazanamaania laluid
2.2 dwsnoy  Usznaumeiien Mitinone 1 mg/ml TudSums 10 ml
2.3 ANULUTIY U's'ialummuvu-ﬁsaanmﬂiwaﬂmma
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mam‘m‘i’aﬁnLﬂi’luwﬂmmwm‘lﬂ‘dm’m finished product specification uas drug substance
specification EZNLG}%GI‘W”L‘UFJ”lJG]E]ﬁ']Uﬂﬁ’ﬂJﬂﬂJuﬂSSMﬂ’]‘i’eJ'M’I‘JLLauEl’l NIBNTIEG VT
3.1 Finished product specification: Milrinone injection

de Test items ‘ Specifications
1 | identification - Complied with finished product specification
2 | Assay - 90.0-110.0 % of the labeled amount of Mitrinone
3 1 lmpurity - Complied with finished product specification
4 | pH - 3240
5 | Extractable volume - Not less than 10.0 ml
6 | Particulate matter - Size 2 10 Lm not more than 6,000 /container
- Size 2 25 Ltm not more than 600 /container
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i Test items Specifications
7 | Bacterial endotoxins - Complied with finished product specification
8 | Sterility - Complied with finished product specification
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