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®. Apprearance Colourless to yellowish solution
. Number of acutations 2 oo
. Identification test mmr}hummﬁizﬂu finished product
Specification
& Content (HPLC) (mg/can)

- Beclomethasone dipropionate od - ®D.D

- Formoterol fumarate 0.R00 — O.&&D
&. Mean Delivered dose (DUSA/HPLC)(LLg) intra-can

- Beclomethasone dipropionate Me.& - &e.m

- Formoterol fumarate &m - &a
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. Mean Delivered dose (DUSA/HPLC)(Lg) inter-can

- Beclomethasone dipropionate Wo.® — Re.m
- Formoterol fumarate <m - &Ec

. Uniformity of Delivered dose (DUSA/HPLC)(LLg) intra-can
- Beclomethasone dipropionate complies
- Formoterol fumarate complies

. Uniformity of Delivered dose (DUSA/HPLC)(LLg) inter-can
- Beclomethasone dipropionate complies
- Formoterol fumarate complies

. Impurity/Degradation products

IA

- Beclomethasone alcohol Savavo.ed

- Beclomethasone e-Propionate < Sovazo.e
- Beclomethasone we-Propionate < $9vazo.¢o
- Deformylate < Jovaze.o
- Ethanolate < Sovazoloo
- PMA < Sawazo.bo
- Single unknown impurities BDP < $ovavo.¢o
- Single unknown impurities FMT < fovazo.¢o
- Total impurities BDP < Jovaze.¢
- Total impurities Formoterol < $ovaze.¢
@o. Foreign particulate matter = @oollm <¢&o
@®. Microbial count
- TAMC (CFU/g) < 60°
- TYMC (CFU/¢g) < 00
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o.0 TudynsTunz e 16un oo oo ne.€ ¥io oo wdusingd
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nzilau (finished product specification) wa %aﬁmumﬂmmwmaﬁmqau (drug substance specification)
ﬂiﬁﬁﬁagjjiwdwmimﬁauLLUaQLLrﬂmﬁmau IzADIUUUIBNANTNTVRUALY (8.¢) Wmdeu finished product
specification Wag/5e drug substance specification
. LBNEITIUTRIUIATFIUNTITHAREN
Andndesdiienarsiuseswinigiunisnaneinundninugiuazisnsialunisudnen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) la g 118911 PIC/S participating authorities
atuaganusountsnsivesy lneiinanisiusosisiudurenaussna
o, LBNENSANEN WAL YDIBITLEUDTIAN
m.e HANI5ATINATIERAUANNEN TN 81d1TIgUveguAn (Certificate of analysis of finished
product) Tuengudidafiusois
mlo NANINTIVIATIRVIAA N TRgRUVBIFIBdARY (Certificate of analysis of drug substance)
dlumsnanenguidaduiegne fes fuanen ua ANERIngRu

1Y

m.o LnassenangIuBuSuANudTuSIEnINsguNsHan vesingAuvesinend @y (drug substance)
1o alo fUFUNIHARTOINANSU9IE1E1523U (finished product) 98 m.e
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