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Escitalopram loo mg/o mL oral drops, solution, od mL bottle
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Fluticasone propionate doo mcg/o dose + sa[meterot do mcg/o dose inhalation powder,

pre-dispensed, bo dose inhaLation
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Fluticasone propionate doo mcg/o dose + satmeterol do mcg/o dose inhalation powder
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6n.o.6n Related substance

- lmpurities D

- lmpurities G

- lmpurities C

- Unspecified impurities

- Total impurity

Nlaximum o.mo/o

lvlaximum o.mo/o

Maximum o.b%o

For each impurity, N/aximum o.o7o

ft/aximum o.do/o

en.o.d Specific optical rotation +enLo - +enb

en.o.d Water It/aximum o.&o/o
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Fluticasone propionate doo mcg/o dose + salmeterol do mcg/o dose inhalation powder,

pre-dispensed, bo dose inhalation
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- Ftuticasone propionate
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Listed under SaLmeterol
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F[uticasone propionate doo mcg/o dose + salmeteroL do mcg/o dose inhalation powder,

pre-dispensed, bo dose inhaLation
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Fluticasone propionate doo mcg/o dose + salmeterol do mcg/o dose inhalation powder,

pre-dispensed, bo dose inhalation
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Fluticasone propionate doo mcg/o dose + salmeterol do mcg/o dose inhalation powder,

pre-dispensed, bo dose inhalation
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Olodatero[ to.a mcg/o dose + tiotropium Is.d mcg/o dose inha[ation so[ution,

bo dose actuation
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Olodaterol ts.a mcg/o dose + tiotropium b.d mcg/o dose inhalation solution
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en.o.b Assay

- Liquid chromatography c(d.o %o- ooto.oo/o of anhydrous substance

6n.o.5'n Water content b.bolo - d..oo/o

en.o.d Sulfated ash <o.ao/o

en.o.d lmpurity
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Otodaterol Le.d mcg/o dose + tiotropium to.d mcg/o dose inhalation solution,

bo dose actuation
- E aal r a iu q d a ds a d
{'rrfr o u ri6il : v n r n ufi rutr ufr'rhj t,l : v n? fl : 1 n 1 A ufi n vr : of, n d I:tvr u M a ? fr : u n tff n

m.b Otodaterol
U

alnu
aA

nfuffilurl
q

6t' a

tnilfl Lunl:?\la1:ru1

en.to.o ldentification N4eet the requirement
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- Any unspecified impurity

- Total impurities
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en.to.d Sulfated ash <o.ao/o
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NA/T oob

NMT oo'
Not detectab[e

d.d It4icrobioLogica L qua lity

-TotaL aerobic microbial count CFU/g

-Total combined yeasts/molds count CFU/g

-Bile-tolerant Gram-negative bacteria /g
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Olodaterol to.a mcg/o dose + tiotropium l.o.d mcg/o dose inhalation solution,

bo dose actuation
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-Stophylococcus aureus /g

-Pseudomonas aeruginoso /g

Not detectable

Not detectable

d.d Fine particle dose

- Tiotropium

- OlodateroI

lo.b - en.d mcg

ie.b - en.d mcg
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Olodaterol le.d mcg/o dose + tiotropium lo.d mcg/o dose inhalation solution,

bo dose actuation
- X qci r a o!,a , r a d a ds q d
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Olodaterol tE.a mcg/o dose + tiotropium tg.d mcg/o dose inhatation solution,

bo dose actuation
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Sevelamer carbonate doo mg powder for oral suspension, doo mg sachet
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Meet the requirement6n.o ldentification

en.to TotaI titratable amines oo.en-od.o mmoVg

6n.6n ResiduaI a[y[amine <dppm

sn.d UniformiV of dosage units It/eet the requirement

en.d Loss on drying NMT d.o o/o

en.b Residuat solub|.e oligomers NA/T o.to7o

en.e'l N/icrobiaI limit

-Total viable aerobic count

-N4olds and yeasts

-Escherichio coli

< doo cfu/g

< ooo cfu/g

Not detectabLeA
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SeveLamer carbonate doo mg powder for oral suspension, doo mg sachet
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