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m.e Finished product specification : Fluticasone eld& mcg+ Salmeterol lb& mcg/e dose

inhalation ,elwo dose : USP

40 Test items Specification
@ | Identification ﬂ'i'l'\wi'mmuﬁ'ixq‘[u finished product specification
b | Assay csc-@eb% each for fluticasone propionate and
salmeterol (calculated from actuation contains:
fluticasone propionate @& mcg salmeterol lbe
mcg)
e | Aerodynamic size distribution
Amount of fluticasone propionate | ma-oa (Sum of stage & and &)
deposited (mcg/actuation)
Amount of Salmeterol deposited | e-@m (Sum of stage m,& and &)
(mcg/actuation)
& | Impurity
Any unspecified degradation Not more than o.lb%
product
Total degradation products Not more than o.a@%
& | Microbial test Meet the requirement
(as¥e)____ H ?Jﬁ"‘( ____________ Uses1unIIuNg
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m.lo Finished product specification :

inhalation ,ewo dose : BP

[@0]

Fluticasone elod mcg+ Salmeterol b mcg/@ dose

1 Test items Specification
@ | Identification mmu’wumuﬁssu’lu finished product specification
lb | Content of fluticasone propionate | se.o-ale.o % of the stated amount
Content of salmeterol od.&-lo.&% of the stated amount
e | Uniformity of dosage units Meet the requirement
en.en Drug substance specification : Fluticasone propionate :USP

1 Test items Specification
® | Identification test ATIIY
b | Assay «x.0-006.0%LA (anhydrous)
o | Optical rotation +enlo® - +eno®
& | Water determination Not more than o.b%
& | Related substance

- Compound A Not more than o.lb%

- Compound B Not more than o.e%

- Compound C Not more than o.e%

- Compound D Not more than o.m%

- Compound E Not more than o.m%

- Any individual Not more than o.@%

- Total Not more than e.0%
o | Limit of Acetone Not more than @.0%

(as¥e) . “‘reGﬂ“{ ______________ UsEsunIsung
(uneElsd Tndmugs)
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m.a Drug substance specification : Salmeterol Xinafoate : USP

[oa]

0] Test items Specification
@ | Identification test ATITNUY
b | Assay *z.0-60.0%
o | Residue on ignition NMT o.@%
@ | Related substances
Compound A Not more than o.e%
Phenylethoxy Not more than o.@%
- Phenylproproxy Not more than o.@%
- O-alkyl Not more than o.m%
- Compound B Not more than o.e%
- Deoxy Not more than o.b%
- N-alkyl Not more than o.b%

Unspecified impurities
Total

Not more than o.e@%
Not more than o.w%

& | Water determination

Not more than o.lbé&%

o | Optical rotation

-0.& to +o0.&°
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en.& Drug substance specification : Fluticasone propionate :BP

UD Test items Specification
@ | Identification test M?’Jﬂ&humuﬁwﬂu Finished product
specification

b | Assay «w.0-e0b.0% (anhydrous substance)
Specific optical rotation +alo” - +o” (anhydrous substance)

& | Related substance
Impurities d ,G Maximum o.a% for each impurity
Impurities A,B,C,E,F H,I Maximum o.% for each impurity
Any other impurity Maximum o.@%
Total inpurity Maximum e.0%

& | Acetone Maximum &.0%

& | Water Maximum o.&%

(ﬁd"tliﬂ)___,_________?ﬁ_@“_\_,_______.,_,,_U'i%ﬁ’lilﬂ‘i‘mﬂ"li
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a.D Drug substance specification : Salmeterol Xinafoate : BP

UD Test items Specification
® | Identification test mi’mﬁhum’mﬁ‘wﬂu Finished product
specification

Assay «o.&-@ob% (anhydrous substance)
Related substance
Impurities d ,G Maximum o.e% for each impurity
Unspecified impurities Maximum o.@% for each impurity
Total inpurity Maximum o.&%

@ | Sulfated ash Maximum o.e%

& | Water Maximum o.&%
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