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Salmeterol xinafoate+ Fluticasone Propionate &o+l&o mcg Inhalation Powder

o. Ho1 Salmeterol xinafoate + Fluticasone Propionate ¢o+lb&o mcg Inhalation Powder
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e.e Finish Product Specification: Salmeterol + Fluticasone Propionate &o+e&o mcg Inhalation Powder USP&a

) Test ltems Specifications
® Identification Meets the requirements
[G) Assay o - ®@0% each for fluticasone propionate and
salmeterol
o Aerodynamic size distribution Meet the requirements
Delivered - dose uniformity Meet the requirements
Impurities
- organic impurities Meets the requirements
& Microbial enumeration tests and tests for specified The total aerobic microbial count does not exceed
microorganisms eo"” cfu/g of powder. The total aerobic yeasts and
molds count does not exceed @o” cfu/g of
formulation. It meets the requirements of the tests
for absence of Staphylococcus aureus,
Pseudomonas aeruginosa, Escherichia coli, and
Salmonella species.
& Foreign particulate matter Meet the requirements
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an.lo Drug substance Specification: Fluticasone Propionate USP&e

- organic impurities
- Limit of acetone

o | Test Items Specifications

® Identification Meets the requirements

o Assay &z.0 - ®0®.0% on the anhydrous, solvent-free
basis.

o Impurities

Meets the requirement
NMT @.0% (w/w)

& Specific Tests
- Optical rotation

- Water determination

+ mo® to +en'o® at wo°, calculated on the
anhydrous, solvent-free basis
NMT o.o% w/w

a.en Drug substance Specification: Salmeterol Xinafoate USP&e

io Test ltems Specifications
® Identification Meets the requirements
(5] Assay ®z.0 - @0b.0% on the water- and solvents-free
basis
il Impurities
- Residue on ignition NMT o.0%
- Organic impurities Meets the requirements
& Specific Tests
- Water determination NMT o.o&%
en.« Finish Product Specification: Salmeterol + Fluticasone Propionate ¢o+la&¢o mcg Inhalation Powder BPwoa®
G} Test Items Specifications
® Identification Complies with the tests
[G) Assay Content of fluticasone propionate: «&&.o — e@o.&%
of the stated amount.
Content of salmeterol: «lo.¢ — @o.&% of the
stated amount.
o Uniformity of delivered dose Comply with the test
Related substances Comply with the test
& Impurities Comply with the tests
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en.& Drug substance Specification: Fluticasone Propionate BPwoa®

49 Test Items Specifications
® |dentification Complies with the tests
© Assay m.o — @olb.o % (anhydrous substance)
o Specific optical rotation + elo to +e'o (@anhydrous substance)
& Related substances
- impurities D, G For each impurity, maximum o.m%
- impurities A, B, C, E, F, H, | For each impurity, maximum o.©%
- impurity with relative retention of about @.lom Maximum o.o%
- any other impurity Maximum o.e%
- total Maximum e.0%
- disregard limit 0.0&%
& Acetone Maximum @.0% m/m.
! Water Maximum o.&%, determined on o.e@co g using the
evaporation technique:
- temperature: @o0°c;
- heating time: en min;
- flow-rate: &o mL/min.

a.o Drug substance Specification: Salmeterol Xinafoate BPwoe®b

k) Test ltems Specifications
® Identification Complies with the test
o Assay ®el.& - @olb.o % (anhydrous substance).
o Related substances
- impurities D, G For each impurity, maximum o.0%
- unspecified impurities For each impurity, maximum o.e0%
- total Maximum o.¢%
- reporting threshold 0.0&%,; disregard the peak due to xinofoic acid.
& Water Maximum o.&%, determined on e.c0 ¢
& Sulfated ash Maximum o.®%, determined on e.c0 ¢
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- nstlesmzfouudanisiiu waive) measandevieseisemsla Wuluwanuenasvdngiudinanilssueyise

- Drug substance specification fia1sananluliasizivesguan drug substance v3aluliasizwt drug substance vasiudnerdniagy aduls
atuwils Fainsnsasluitneiasunnindefiimus

- #atfe Dissolution way Uniformity of dosage unit Tiuuulenansuanmantsnsaviessd minlildudaduduavseyluly coa

<. Roulvdy
fauanmdosdudiunnmesienans wienasenefieteiusenenansiaegiistuns Twandondiil
<o Laﬂmimﬂﬁ%'uau:gw%uwzLﬁﬂuﬁn%’umﬁaﬁmﬁm’luﬂsxmﬂ“lwa uazdLAs (declare) UnaINER

.00 WiFynsTunsSoumiug 1ud vels e.n ne.e i oo udusinsdl

<00 Tufatunsfou ne.o v3e v.o veswniiaueen wauneandsmhianismusuamn s sdntausinuiity
vzAfou (finished product specification) wazdiarmusrmnMBYIRQAU (drug substance specification) nsdiftegszninenis
WasuuUasudluiuivasdeauuenansnisvawile (8.¢) umdeu finished product specification way/%3e drug substance
specification Tagvauflaroufuiiuszmausznnsaddnuseiind uarliiiu o 9 w fuiiusenmausemanadidnnseing
&b LNANTTUTBWINTFIUNTWAREN

co.o ndeuanlulsEmeing Q’wamﬁaaﬁmnmﬁmaammsg'\umwﬁmmmwﬁnanv?uas%‘ﬁ‘msﬁﬁlun'ﬁw%mm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tmgvuaganu PIC/S participating authorities W30TlloNaITUIBIMINTFIUNG
HARAIVENINUSILaE BN RUMSKEREN B IE TN NUANYNTIUNTEMNSUAYEN NTYNTIETTUEY Farmunaulneiian
aonndoazTaTiEufundninasiuay snsiimunsndne PIC/S Tumnaeilausse atuaganusauntsnsiaasulneiinants
Suseativiudszmadszninsindidnvselind

clolo n3dhiendnsnsusse gdnfasdionarsuseanasgumsdnemuvdninasivar 3 sinlunsnangn
PIC/S (Pharmaceutical Inspection Co-operation Scheme) TneuinBeu PIC/S participating authorities aﬂ’uéwqmmmaums
asvdeulneiinanissusesseneatisiulssmasimdidnvselind viieenymaentin wazusnsdl
.o LONATAMN YD TLALDTIAN

.o HANMIATIVIAT AL NHARTusENd 1S 93Una N (Certificate of analysis of finished product) luenguiids
Wushegn

&b HANIINTIVIAT AN W IngAUTaIEdfty (Certificate of analysis of drug substance) AlHlunsndneniuiids
\Husheehafaaadudneuasduaniand
[wanewe: nseliuengu biological products 6i@an1s COA of drug substance wachwﬁmmwhﬂy'u/ nsaluthuiu Sterile water for

injection lsifesiilu COA of drug substance]
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