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AMANBMLIANIEYB8Y Umeclidinium ole.¢ mcg + Vilanterol & mcg

Foun Umeclidinium vlo.& mcg + Vilanterol lb& mcg

RATiFDINIS Usznaumesigdifny Umeclidinium plo.¢ mcg wag Vilanterol & mcg #9013
Ay o A

B Tgdmiusuganisdin

AaanAvly o. Taanvieienaisiiiuen szyTeaiyyaen, vune, 3819, Tunde, Tu

iRy, lauiinde, iwnsidoussvenlitaau
b, 9gv0twalitosnit o U tusiniudwey windienee1winil o U ausiaa
flonansBugeumsuaniUieusn nstlenvunany wuuliiulsmeiua

AMANTTLANE ®. ldentification test p9KIUITSEY o fedndy
o. Assay
Umeclidinium éx.@ - o&.o mce/Blister
Vilanterol . — bo.em mcg/Blister
en. Fine Particle Mass
Umeclidinium o& - bn
Vilanterol ¢-&

@ arwasnanslunsideusaslag
& Umeclidinium
Individual dose delivered @e.&% coverage with «&% confidence
with goal post of go - elbo % target

Mean Delivered Dose content & - D

L value < bo
&lo Vilanterol
Individual dose delivered wel.&% coverage with «&% confidence

with goal post of Go - elbo % target
Mean Delivered Dose content o - &

L value < lbo
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&. Microbial limit test (9573914 lo F81d1ALY)

[

Total aerobic microbial count Not greater than @o® cfu/g
Total yeast and mould count Not greater than eo cfu/g
Pseudomonas aeruginosa Absent in @ ¢

Bile- tolerant Gram negative bacteria Absent in & ¢
Staphylococcus aureus Absent in @ ¢

@

. Water activity (aw) (A 52939 b $81d1¢ey) Not greater than o.o
Feulvduq

o. fdunluddymstunsadeumiusveinssysasisugy

. fntisdefusesnnsgiumsndnginuvdninaniuarisnsiniunisuda (GMP) veensensas
assuauvievesUssvaduan lumnaiiauene (nsdidusmaniulssnalng wethidn
PINARUTENA ANLEIRU)

m. oiaueiduenfiviendududaioduiumismielaonse

& fdnenansanudnumzvewen Fuielul

.0 HANTIRTATEiRUAKARAUTiURIHER (Certificate of analysis) wBagnguiitudu
fhegrslunsiausuenn gudnvienthsruiinsensiensisuguiuses

<o HAMIITITIATEiRuNWIAAU (Raw material) vasfendayililunisuanaingdnan

¢ Flulesevienvesgunisudn (Lot. No.) 91nlsenugain weainnsuinemansinisunmg lag
Foudluiinsgivessunissanifeaiuduiegisithiuansuiulees

5. flauesavzdosdwinedinetneey o wihusigiusilitunie lsameua Fodusuny
wansswazBoaldasudunuittmusluindenuauiivilidreiu
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