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‘S‘Iﬂn'ﬁﬁ 1 Budesonide 160 mg + Formoterol fumarate dihydrate 4.5 mcg
Turbuhaler » 120 doses
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%m Budesonide 160 mg + Formoterol fumarate dihydrate 4.5 mcg

Turbuhaler, 120 doses
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2. 1% 1 dose U3znaueIea281 Budesonide 160 mg + Formoterol fumarate dihydrate 4.5 mcg

3. nssaq'lumw:ussqmgmw’u@unu Turbuhaler uazien 120 dose #a 1 MIUSUINY
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1. YSunouaaendregy da 1 Dose 90.0 - 110.0% of the L.A. of Budesonide
90.0 - 110.0% of the L.A. of Formoterol fumarate dehydrate
2. Identification mﬂwi'lmn&lﬁ"inqﬂu Finished product specification
3. Uniformity of delivered dose el‘s’lilmumuﬁiquu Finished product specification
4. Fine particle dose @l‘s’mmumuﬁsquu Finished product specification
5. Number of deliveries per inhaler @\S'Jilthum’mﬁiquu Finished product specification
6. Microbial limit msvilw"mm'luﬁi:lﬂu Finished product specification
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1.mtmmwmmanmsmﬂﬂ"ﬁ"uagtywifumtﬁum‘hé’uuuﬁaﬁmmduﬁnmﬁ‘lwu uazd1ua (declare)
UREINGR
1.1 lWwidymstunafioudiiven (N8.2 8.3 Ne.4 usudnsil)
1.1.1 lunsdifiduenfndalutsznelng (manedls ne.2)
1.1.2 'lunsrumﬂumu'uml.wamsu,umﬁq (ranwfa nw.3)
1.1.3 'lunsmmﬂummm'm'mmaﬂﬂnﬁ (nagfis ne4)
1.2 ludwedunsifioue ne. 1 Pa3tfilauamin wsaamua*tauwwamsmuauﬂmmwmm
HiaA AUz Sowly (finished product specification) nmma:mwmnwtﬂauuuﬂmun“lmwmmu
a,maou.uuLanm*msaa'ummwmumwaurﬂmmwsau finished product specification
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3. mmauamaqtﬂumnummﬂumawsaNunumv\mu (UEAINBNETIUTEN)
4. Sunimwdiglenmguan v ra L iiaua T
4.1 wamm‘nﬁmﬂmﬂmmwnamnmmmammm (Certification of analysis) 1umsunaotﬂumamo
4.2 Nammﬂmmﬂwmnmwwmnﬂu (Raw material) maammmﬂmﬁl‘ﬂummamm nwawuamm
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1. ﬂnnmmmfhﬂm 97.5% - 102.0% 98.0% - 102.0%

2. Identification ' ATITU AT

3. Epimer A ) By Liquid chromatography 40.0% - 51.0% (dried basis)
-40.0% - 51.0%

4. Microbial enumeration tests and - » - Total aerobic microbial count

Absence of specified microorganisms : NMT 1000 cfu/g

- Total combined molds and yeast count
: NMT 100 cfulg
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5. Loss on drying NM'TO—E% ’ NMT 0.3% k
6. Limit of 21-acetate of budesonide - NMT 0.10%
7. Limit of 11-ketobudesonide - NMT 0.2%
8. Related substances - Impurities A : NMT 0.2% - 160C-Hydroxyiprednisolone : NMT 0.2%
- Impurities D, K : NMT 0.2% - D-Homobudesonide : NMT0.10%
- Unspecified impurities : NMT 0.1% - 21-Dehydrobudesonide (epimers) :
- Total : NMT 0.5% NMT 0.07%
- Disregard limit : NMT 0.05% - 14,15-Dehydrobudesonide : NMT 0.10%
- Total specified impurities : NMT 0.4%
= Any other individual impurity : NMT 0.10%
- Total unspecified impurities : NMT 0.4%
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2. NMT = Not more than

AMENTANIINARAYBI Formoterol fumarate dih drate >*
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1. UBinmudndeg 98.5 - 101.5% (Anhydrous substance) 98.5 - 101.5% (Anhydrous baéis)
2. Identification ATIIU ATIIHIU
3. pH 5.5-6.5 5.5-6.5
4. Optical rotation -0.10° to +0.10° -0.10° to +0.10°

Dissolve 0.25 g in methanol R and dilute to Test solution : 10 mg/ml in methanol

25.0 ml with the same solvent

5. Related substances By liquid chromatography By liquid chromatography
- Impurity A : NMT 0.3% - Impurity A : NMT 0.3%
- Imurities B,C,D,F : For each impurity - Imurities B,C,D,F : For each impurity
NMT 0.2% NMT 0.2%
- Impurity E : NMT 0.1% - Impurity E,G,H : For each impurity
- Unspecified impurities : For each impurity NMT 0.1%
NMT 0.10% - Any other individual impurity : NMT 0.1%
- Total : NMT 0.5% - Total Unspecified impuriies : NMT 0.2%
- Disregard limit : NMT 0.05% - Total impurities : NMT 0.5%
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AUFNIAMINARAYDS Formoterol fumarate dehydrate’ (dia)
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6. Impurity | By liquid chromatography : NMT 0.3% By liquid chromatography‘: NMT’0.3%”
7. Water 4.0% - 5.0% 4.0% - 5.0%

8. Residue on ignition - NMT 0.1%

9. Heavy metals - NMT 0.002%

RAEKA  NMT = Not more than
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RPN : 1989970
1= General requirement BaLNRYE UL Finished product
31JI.L1JU£I1 Preparations for inhalation
2 = British Pharmacopeia 2013
3 = The United States Pharmacopoeia 35
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