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Fenoterol hydrobromide 1.25 mg and Ipratopium bromide 0.5 mg nebulizer
solution 4 ml
(AU W.A. 2548)

Foen Fenoterol hydrobromide 1.25 mg and Ipratopium bromide 0.5 mg nebulizer

solution 4 ml

AnsulATlY
1. \Husninsmanide Ta Liild dwsuldtuedomiugn ( Nebulizer )
2. Usznoume@ign Fenoterol hydrobromide 1.25 mg Way Ipratopium bromide 0.5 mg Tu
asavargUiung 4 ml
3. ussglumaurussleain Unennde wutldadufien (unit dose?)
4. amnsyfendulsznouiedduarauuse Tuiueny, diindanagiarneidousi
b Iog1ednlanUUUTIYIe

nsdlenfussgluvasnen amnuunvuzUTIgessiagsITy o vidodulsenauiien
ddyuarauLs Tudueny woziaviinge

AuaNUANIALA

1. Identification m’sﬁlﬁhumu‘ﬁisﬂu Finished product
specification

2. Ysunusnendegy 90.0-110.0% labeled amount of Fenoterol
hydrobromide and Ipratopium bromide

3. pH mfmmumuﬁ'izﬂu Finished product

specification
4. Impuirities ( Degradationproduct )
- Fenoterol déeradation impurity  laitAu 1 %
A
(2(1-p-hydroxyphenyl)-1-
methylethyl-
4,6,8-trihydroxy-1,2,3,4-
tetrahydroisoquinoline
hydrobromide)
- Ipratropium degradation laitAu 1 %
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impurity
(8s-isopropyl-3[3-
hydroxytropanium bromide )

5. Active ingredient decomposition m’mmumuﬁisﬂu Finished product
specification

6. Minimum fill NI

7. Iron 1ailAu 5 ppm

8. Sterility test AITIVNUY

e AaauAvanedialude 4 uaz 4o 5 enadendeladenilsild

RSoulvdue
L dnnmdeenasnmsldfuonyetungifouiueiedmielulismalne uasdung
(declare) WnaINEn
1.1 Tuddymstunsdeum3uen (e.2 ve.3 ve.d udausnstl)
1.1.1 lunsdliduensdnluvszmalne (mneds me.2)
1.1.2 lunsdidugnindiilensuvaussgmneds ve.3)
1.1.3 lunsdiduegniidnannssussmacmneis ve.q)

1. 2ludveTunsifouen ne. 1 vesenfiaueen @¥ayTeazdenidonsnuaunmninges
wanSaTmuiitunzdeuls (finished product specification) ﬂiiﬁﬁagjiw’i’mmi
WasuuUamudly
anfnazdesuuuienangiisodaunnmaenisveudlvumien finished product
specification

2. lunsdlfendnluusewme iy, frandesiidiunnmaioniiidosusounnnsgiunsnangna
VANNSTIS N5 NR N THERE1 VB INTENTNEEITUEY (GMP) Tuvanmeniiiaueune
Tunsaifdusniafanialszina guandesldunninaendsdefusesnsgiunisnan
ENNAUMANIN ST IONNSTIRLUNNSHAREVBSUSEINARKAR %38 Certificate of pharmaceutical
products

3. dnamangLeNaNsANAN YT TiauDIIAN

3.1 HANSITITIAT AN WHERSATBINER (Certification of analysis) Tugguiidady

A8Eg

3.2 HANINTIIAT RN IRgAURaw material) vaasedAaldlunsnanejuiids

B

usegneisvesinaneuazindningau

v

3.3 vdolmnsnddgideuanduluiiesesiinghvuenmilonndes 3.2laun

AEnzaNIrYee e Iaviaiu meldvedninvesdeya aednius walulad uaziona1seneds
WU 19181 Smdangssdeulugisaidnii
= - e o o & v o 1 a o a - @ o
ails Teyanmeunstundleddiluiissnne g4 v uludesfinudoyaiianiy iouSuuseld
A0AAGDINUUTUNLAYAIINADINTT




~specific rotation /optical rotation 84 ipratopium bromide HA152%#IN4

o . o
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4. feeneen
4.1 flauesmdesdwnetnaenegistes ... mingussiue dadusununanneazidenals
AsUfumuifvusluiade auasRly thas
5.3UsERUAMANENTId DU
5.1 engueseniidwaudesitosnit ... (Few U udusnsdl) Juaniudwen
5.2 s1nnIATidwey szdesdidnamangluiusestansnsalinggionuiidaeured
Auanuay Tuilesgiingiuvosinaningiuilindneuiidsey
5 3lunsdlimhessnmsvinsduineg e fidweuiiiedinaniiasginanin mhesuns
wyihmilsdesoweiedieen Inefueazdesdsnindnaudnuiiniiesvnsdmge
AnswsinazduiFuiaveualdiielumsnmviensinunn Tunsalinuielaiduly
MUAAENYAILIANE MNETTNSTeaNUAVS lfuTinsanmsEusnedina v
waz/visodnanluadaroly
5.4 faneazdesiuiasusideslndnuneny vieidloiiansidondgimneuriun
6 1@naTdYY
6.1 luns@itunsfouenmnnnnit 2 U asdesildn wnnwananan1sine Long term stability
mandufindslunzidousn wuang
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