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Qmé’nt}mzquwmm Tiotropium lo.& mcg. + Olodaterol lo.¢ mcg. inhalation refitl
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Tiotropium o.¢ mcg. + Olodaterol o.& mcg. inhalation refill

Usenaunivaiendfgy Tiotropium .¢ mcg. wag Olodaterol b.¢ mcg.
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Identification test m’mmﬁumuﬁszqﬁ’a o AdALY
Assay
Tiotropium «&-@o0&% of target

(ve.&-©m.e mg./@oo ml.)
Olodaterol K&-008&% of target

(ve.&-m.ed mg./@oo ml.)

Fine Particle dose (Less than & pm)

Tiotropium ®.D ~- . Mcg.

Olodaterol ©.5 — an.g Mcg.

Uniformity of Delivered Dose (From target dose)

&.® Tiotropium

Individual dose delivered o& - eand % (single values)
From target dose

Mean Delivered Dose s& - ead % (Mean value)
From target dose

&.lo Olodaterol

Individual dose delivered o& - end % (single values)
From target dose

Microbial limit test (#5799 o faendndiny)

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

Bile- tolerant Gram negative bacteria Absent

Staphylococcus aureus Absent
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©. Degradation product

Any individual unspecified (Olodaterol) Not more than o.&¢%
Total degradation products (Olodaterol) Not more than .0%
Total degradation products (Tiotropium) Not more than e.0%
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b, Imidesusewnnsgiunsnansmaminnaeiazsnsaialun1sHan (GMP) U8ans5ENII
asnsnguievesssmaduan lumnaeilausue (sdidusdnlulszmelng viehid
NANUTZNA MUEI6IU)
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€6 HANTIVIATILANNWHENTUTIVBUENER (Certificate of analysis) yoseguiiunidusiedng
Tunsiauenen fuanviovhsauiinsensansisuguiuses

&lo HANTINTIVIATIRVAUNIWIRGAU (Raw material) voshenddyiililumsndnaindudn

¢ Muilazigivesiunsudn (Lot. No) anlssnududn viieannsuinemaninsuwng 1ag
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