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&e Finished product specification

ih) Test items Specifications
&.a.0 | Identification Complied with finished product specification
&.6.b | Assay @& o-ae&.0% of the labeled amount of Fenoterol HBr

wé.o-aad.0% of the labeled amount of Ipratropium Br

&a.m | Uniformity of delivered dose | Complied with finished product specification
138 Uniformity of metered

dose
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&.@.¢ | Particle size 19U Fine particle | Complied with finished product specification
dose specification (BP) #30
Aerodynarnic particle size
(USP) %38 Deposit of emitted

(BP)
&.0.b | Leakage Complied with finished product specification
&.e.00 | Sterility/Microbial limits Complied with finished product specification
&.0.c | Water content Complied with finished product specification
&.e.& | Impurities Complied with finished product specification

&la  Drug substance specification

(@) Ipratropium bromide : USP

U8 Test items Specifications
o | Identification Meet the requirement
o | Assay &@.0 % - @ob.o% of the labeled amount of
lpratropium bromide (on the anhydrous basis)
e | pH ¢.0-w.o
@ | Water determination as - @& %
&| Residue on Ignition Not more than o.@%
| Heavy Metals Not more than o.co0a%
& | Limit of Ipratropium related compound A Not more than o.a%
@ | Related compounds
- Ipratropium related compound C Not more than c.e0%
- lpratropium related compound B Not more than o.e0%

[(=s) - Ipratropium bromide]
- N - isopropylnoratropinium bromide Not more than o.@0%

- Apo-lpratropium bromide Not more than o.@o0%
- Any unspecified impurity Not more than o.e@o%
- Total impurities Not more than olod%

(&) Ipratropium bromide : 8P/Ph Eur.

i Test items Specifications
@ | ldentification Meet the requirement
o | Assay &0 % - ®00.6% of the labeled amount of
Ipratropium bromide (anhydrous substance)
m | Melting point About bmo °C
pH &.o - u.d
& | Impurity A Not more than o.a%
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© [ Related compound
- [mpurity D (atropic acid) Not more than o.0&%
- [mpurities B,C (dl-tropic acid) Not more than o.@% (each impurity)
- Unspecfided impurities Not more than o.e%
- Total impurities Not more than o.lo&%
o | Water nel - @.a %
w | Sulfated ash Not more than o.e%

(o) Fenoterol hydrobromide : BP/Ph Eur.

U9 Test items Specifications
® | [dentification Meet the requirement
b | Assay .0 % - @o0a.0% of the labeled amount of

Fenoterol hydrobromide (dried substance)

o | pH &lo - &lo

& | Related substances

- Impurity A Maximum &.0%
- Impurity C Maximum o.m%
- Impurity B Maximum o.lb%
- Unspecified impurities Maximum o.@%

- Sum of impurities other than A | Maximum o.m%

& | lron Maximum eo ppm
o | Loss of drying Maximum 0.9
o | Sulfated ash Maximum o.@%

wgwe, - nsdifenvsidouudanisiiy (Waive) msnsiaseuiiesisisnenisle Tiduenanvdng udend
filssuayiRshe

- Drug substance specification #91sananiuiiaTevivesndn drug substance vi3aludinsient
drug substance TesuAnadSagUatiulnatunil Tnefimsnseiassiasuynideiidimue

o 21
o, Wauluduq

favenendesdudunnmdieienans wdeuasmeiietoSussssnanslaefiis MeasBendll
.o nasmslitueyantunsdoushiuenfesuniheluyssmelng uasdung (declare) unganan
b.e.0 luddymstunadouhive Ml e o.e ¥e B wiusnsd)
.00 ludgaiunsifiou ne.e 130 1.e vesefiiaussian wisussasiBuavidanisaiuny
A B IARSusinuTiTunstSey (finished product specification) wasdaruuanminmyed
QA (drug substance specification) nm‘iﬁagui-:swmnﬁmﬁauwaaLLr’fLmﬁzJLﬁmaﬁaaLLu'u
AA1TAISTONALY (8.8) uandeu finished product specification waz/u3a drug substance

!
Gg -~
«
asde Usesunssuns  asde %"; nITIMT 24T S SIS
(unagande ﬂﬁ'mfhﬁ) (uneEads Munag) (unaamgInsol @398




-& -

specification lnsveudluneuTulsemalssninsiniddnnsating wavhiiu b U & Suusena
Usgnasandidnvseding

.o LANANSTUTRIINIFIUNTHEREN

blo.e ntleadalulsamdlng frindosividoiussannsgunisudngtmundninasivas
ad PP a . . . !
nsARlunisnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taemieau

.. . . - o a o 1 aa P
PIC/S participating authorities ¥32HLaNETIUTBRINATTIUNSHARSININARNNAUTILALIDNTNG

o 0 ar = k4 =
Tumsungvasdiinnuausnssunsewswasen nsens1as1sag Jsimuntulasdarm
ot 2 o aci l:z = A ar U
dennassuasviaieuiundnnaeiuasiBn1shAluntsndnel PIC/S Tuwunnefieusyie aluatan
&’ = l:i = ]

ausaUNIRsIvEaUlneiinantsTusasiiviuiiussmaussnInsmdidnnseting

el g 0w : Y I d a it v ac P
oo Ny Jusnindaninsssing neluenindalael ssnuilasusaaunsgiuisnsimly
N1SHARET PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagniaga1u PIC/S
participating authorities atuatganusaunisasivdaulaeiinanisiusesdeiudssmadsznan
sendidnnseding

=
D.am FANETINUATNUBIYIMNLEUDIIAN

p.a.e NANNTATIVIATERRUA MR EnTusiadnTagUvesndn (certificate of analysis of
finished product) lugnguitdafiusiagag

bl HANTITATIVIATIERANANTRgRUYDIRI81d /ey (certificate of analysis of drug
substance) Allumsuanejuitdausedaissuineuasinaningiv

b LONEIUTERANg U BuEuA IEIRUSSEn TN TrBnvesingRuvesdiendify (drug
substance) 7@ b.amlo AujunnEnveeEniauvigrduIagy (finished product)

b HANTSANYI Long term stability naea¥29918v081 A unsifsulifudidnay
ANEATINNTBMNTUAZET NTENTEAIB1IUGY niditunsideneruinnd b U waz/vSena
msfinwn Accelerated stability ns@iunezidouentiosnd o 9

b.& fIBE9E

ar £ @t

oo flaussin (§v1e) deddidiogienagietos m niieussydadt Salufunuuans
o o g wa o 1]
easdenlnnsuiumufidivustuide quaniinily 4
e w 3 e 12 1
.o ALEATINNT WUMeg e vegfitaueTiamng ilnalifulilidnsdla

ar 4‘ 1
b.¢ NMIUIENUAMAWENYIAIWaY

’ﬂﬁﬂ

A ] 25 ol LR 1 =i ot v 1
o.&.e eidwourelionglilalidesnit o T Surniugdweu
el 1 g ' o a oo
b.&lo eMNNNNdEY WwhvsdEuamengluiusamansnsnlieseienfuiidwey
o 0 1w 1 a1 a o ¢ !
o.&a NIRhyTINsinsduiisgueidwauitodng I iguaIr Miiesn1sey
a s at d E 1S L2 1 ﬂl 2 CI 1 1
WmisHeieswaedne lnediauesa (§ue) wdesdeniindamudnnuimheswnisdmes
= ¢ w o ' (T - ] a s ol ' t
Aeneinanlufiuiinvevdlddeinedodunsanaiessiauamm nsdiiwuieiliduly
PuaNdnvaziag wiheswmsveanudnslifuiinsanmsiauenatafingvesiauesia
(Hvne) uaz/vsofuanluniwioly
3 v v ow =] - v O P = v

b.&cflauesnan (§u1e) asdesFuidasueniesindvuneny visidlainnisidenaninaay

1 I3 e o
Usemslag deufuuslaelifiteuly

-
el ]
[/ UssaunTsung [ LD %7 ATTHATT  8N%0 41‘ AI3NATT

(UTsHY ﬂﬁ’ﬁ‘uﬁuﬁ) (unardiggn nunaz) (e nsel aiuge)



-

.5 flauesiam ({ue) Suserliendndnyanrounsusimun il
b AsiNaNsdUATITIASIEiel Tnensuinermaninisunmduieteaufifintsiile
WINIFU ISO/IEC emolo HanTnsadiaswiliidulumuanasgrudermusiulssmenszme
TeBlnnseting
ool niswmu'aawum'sm'eNNnwuagyzqusamamuawummm fudl lasdunisdntosau
sufuimin viemsdndodaussiuion waguamit o wiemsdhtslaensensaeassagy
5.5 nimmamnmmwumunmsanmuﬂuﬁnnwmmm@ﬂmamummﬂmunssumsmmsLLa..,en
'lummawaqacyzgwmaﬁluma
o.o.a nimwuﬁsgmﬂmmwmfmamﬁmﬁaﬁﬁmaﬁqNaﬁaﬂﬁsﬁwﬁmaLLazmmUaaﬂﬁwiaﬂEﬂwﬁ
Iafuen
».o.& n3flenilfmeanannvyfelsmeua

. Mheswnsteanudvishifufinsunsadasieiituss Rgnidsnituilaedina
AMENITINSEIMSHasEUTELsI o Uneuluussnassmanadidnnsefind

-~

Uses1uUnIsunNIs
(Wrranae AaNaRuNW)
=
awa...............%z. ............................. ASTUAT
(W9EMEIYYI MuN8e)
d K
Ci N e e eresssassaseaseassas ASSUNNS

(Wsamgnsel a319g7)



