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Tiotropium 18 mcg inhalation powder, hard capsule

1. Y8 Tiotropium 18 mcg inhalation powder, hard capsule

2. gruauiAnaly
21 gUuuu Dudfinvdenavssqluuaugarioudedmsvussqdneiosganiu
(Handihaler)
22  dwlsenau  Usenaumesagn Tiotropium bromide 18 lulasniy sio 1 un
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3. auanUAnIanaila

3.1 Finished product specification:

h) Test Items Specifications

1 Identification Complied with finished product specification
2 Uniformity of dosage unit* Complied with finished product specification
3 Assay 16.2-18.9 pg/capsule of Tiotropium

4 Active ingredient degradation

- Individual, unidentified peaks Not more than 0.5%

- Sum of degradation products Net more:than 5.0%

5 Water content 8.7-10.2%

6 Aerodynamic fine particle dose

- Fine particle dose< 5 pym 1.6-4.8pg

7 Microbial test

2
- Total aerobic microbial count Not more than 10
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3.2 Drug substance specification: European Pharmacopoeia 10.0

U9 Test Items Specifications
1 Identification Meet the requirements
2 Assay 98.5%-101.5% of the labeled amount of

Tiotropium bromide monohydrate
(anhydrous basis)

3 Related substances

- Unspecified impurity Not more than 0.1%
- Total impurities Not more than 0.2%
a4 Water 2.5-4.0%
5 Sulfated ash Not more than 0.1%
6 Impurity G Not more than 0.1%
7 Impurity H Not more than 0.1%

U - *58YTe Dissolution U Uniformity of dosage units iuuuienasuanisieavidenna
nsasndasien windliudalilulu coa
- nadifaamzidouudanisiu (waive) nisasaaeviinspidesionislalituuanaenansudngiu
fananiildsuoyinsne

4. Foulvdu 4
4.1 wnansmislésuaygndunsidousivoniesminglulsaalng wazduns (declare) uvdandn
.11 luddymstunadouiiven (e.2 e.3 ve.d vie u2 wdusnsd)
412 Tudwetunulou ve.1/6.1 veseniauesian wiouswanBumiitonisaauey
ammwamﬁmﬁmﬁmuﬁﬁuwmﬁuu (finished product specification) uagdafvun
A YRRy (Drug Substance specification) nseifiagseninmsiAsuula
uiluiandin azdpuuuienatsnmsveudly (8.5) uawday finished product
specification Wag/m38 Drug Substance specification
4.2 BN IUTBWINTFIUNTHAREN
421  nsdiflewdnlulsuvalng guandealdunnmrenideiusennnsgumsnany,
mAUMAnINaeTIBNsARlUNIHAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lnemuaea1u PIC/S participating authorities w3adilenansiusownsgu
MINAREIAMANINsILAYIENSTRlUNSHERETBsd TN UAMIENSTINTE S UAY
g1 NIENTNASINGY Feimuniulnediruaesadeuasiniiisuiundninasiua

AFINNTT ;_'
b e i T uﬂrﬂ/ .............. T @279V
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4.2.2

FBnsiirtumsndne PIC/S lumnanilausme atuagamuseunsnsiaasulaed
namssusesiisuiivssmayszniasadidntvsind
nsdfifusminihansmeussna uandaafilenansiusomnnsgrumskangIny
WANNTIBNSAMUNNTHARYY PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Inemuaga1u PIC/S Participating authorities aUUAAAMNTOUNIINTIVADY
Tnofnansiusesiviuussmeausemasmaidninsiindvionaenegnududnsed

|
4.3 WNAIAUNTWYDILTIVLAUD IR

431

4.3.2

4.3.3

4.3.4

4.4 AI9LY19EN
4.4.1

HANINTIVUATILVRUN AN UTIUBINER (Certification of analysis of finished
product) Tugnguiidefogns

HaN1TAATIERAWInRAUYBITIEnd1dg (Certification of analysis drug
substance) mﬁun1suﬁma1iuﬁeﬁaﬂuﬁ'sadwﬁgwaq@'wﬁm gAY AR IngAU
WnamIonangmdusumNAIRUSIIIINIUN INARveYIRgAUTDIIEdFTY
(Drug substance) 70 4.3.2 fiujunsuinvasndndueidniagy (finished product) 4o
4.3.1

Nan15ANeT Long term stability maam}"nmq‘ummﬂﬁ‘ﬁumﬁauﬁﬁ’uﬁﬂﬁ’mw
ANYNITUNMITBIMITUATEN NTENTRNETITUEY

ALAUDTIAN Fasdwiegne1egoy 1 wieussydng Judufunuianisigavides
v v = o W w we o v [ e
Ieasusumuiirmualuidenuant@mluiisiuniely 3 Sundinauesia

o -
4.5 NMIUTENURANNINYIAINBY

4.5.1
4.5.2
453

4.54

4.55

griideuspaiongldldlidesnit 19 6 Weutlunniudweu

gmnuInTidaey sxfesdidinamaeluiusesmannaiieszieniuiiduey
nsdiimienmvimsquiogvidaeuiiedinsaiinseinunim mhesiwnis
whmldesomeietn Inefueasdesdisniudnaudnuiinihesvnisdinga
AnswiuandudFuiinveudlidneiifeodunisesiviinsesiqguam nsdidiwu
o lidulumugudnuugianiy mihesynsveanudvs lifuRnsannsiauesnen
fananves funeuas/mioduanlunieoly

Hueasdosiuasundenlnduuney visdlaianmsidevanimsaeysymsla
roufmunlaglifitouly

ssuumsiiuuardndseitléinasgrumundninast GSP (Good Storage Practice) way
GDP (Good Distribution Practice) Insuanaenansusznau (Wuanuenansiiléunis
JUsRITTUY)

4.6 lauasm (§ue) Busenlisnidndygrneuasuimunadail
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4.6.1

4.6.2

4.6.3

nsdinansduasiTieseinndannnsuinermandnisunngviovios JURN L
WMSFIU ISO/IEC 17025 wansesavitasesiliidulumunsgiutarimue
nsdindnsusienvinigniseniiviuanesnmalasdninnuansnsunsomsuas
1lutae navesdnygsdorrune
nsdiwutigmamuamansdniaeifiedmaroUsyavdrauazauasasuretiani
Iasuen

4.7 wheswnmsveanudvsbifuinsumansusieiitussiRgnisenfuiulasdninnuamznssunis
awnsuazenlusvevinan 1 Unoutubuenasiauesainsiadonsatl
5. M3UsziuA1UTYaNSnMABIIA1 (Price Performance)
swasiduauanenasmunusiusudiulssaniamsesiniuuuan

N33UNIT

HIUNTIUTBIINANSNTTUNTNNUAANSNBUTIAWIZVDIYN
Tiotropium 18 mcg inhalation powder, hard capsule
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nanUsuiuUseansnnmasian (Price Performance)

Tlotroplum 18 mcg inhalation powder, hard capsule
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fauusuan dmiinAzuuY
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24195 UYRIEUAMTOUINS 55
3.M5UINTNAINSUY 5

sianun 100
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(1) iuendeeglulyisedondntusindlasunssuses (Approved Medicinal List) lng
winvnelssmeuanguanituuwndmaniuiausenalng
(3) Wudsiinansivdessiondanlidesndi 3 funsuasdoidenmsesalinsmidesll
Yaunihdefiszylu Green Book atiuangaiusingemsendieadiyifieatunionuiadai
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