-

-

sgazd ﬂﬁqmé'numzmmzuuuﬁwmnmsmsﬁh%amtﬁ’mvfm
1azfl %09 /2557
‘i'lalmiﬁ 1 lIpratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1.25 mg
Unit Dose Vial for inhaler, 4 mL
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Ipratropium Bromide 0.5 mg + Fenoterol Hydrobromide 1.25 mg Unit Dose Vial

for inhaler, 4 mL
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1. USanudaenden’ 90.0 - 110.0% of the L.A. of Ipratropium Bromide
90.0 - 110.0% of the L.A. of Fenoterol Hydrobromide
2. Identification” m'mmumwﬁ'szq'lu Finished product specification
3. Minimum fil’ avaeruaTiTzyly Finished product specification
4.pH mwmumuﬁsquu Finished product specification
5. Volume of content’ m’am«"mmuﬁsquu Finished product specification

6. Degradation impurity/Related substances3 m‘nilw"m@rlanﬁ‘i:q'lu Finished product specification
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AMFANUANIINAUAY DY Ipratropium Bromide

99.0 - 100.5% 98.0 - 102.0% of Ipratropium bromide
(Anhydrous substance) (calculated on the anhydrous basis)
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2. Identification ATIINW ATIHW

3. Appearance of solution | A529H 1% -

4. pH '5.0-75 50-7.0
5. Impurity A By Thin-layer chromatography NMT 0.1%
:NMT 0.1%
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AMFNIAMIINAKADY Ipratropium Bromide® (#a)

Ipratropium related compound C

By Liquid chromatography

6. Related substances

-Impurity D : NMT 0.05% : NMT 0.10%
-Impurities B,C : NMT 0.1% - lpratropium related compound B
-Unspecified impurities : For each : NMT 0.10%
impurity NMT 0.10% v - N-isopropylnoratropinium bromide
-Total : NMT 0.25% : NMT 0.10%
- Apo-ipratropium bromide
: NMT 0.10%
- Any individual unknown impurity
: NMT 1.0%
- Total impurities : NMT 0.25%
7. Water 3.9% - 4.4% 3.9% - 4.4%
8. Sulphated ash NMT 0.1% -
9. Residue on ignition - NMT 0.1%
10.Heavy metals - NMT 0.001%
RINLING 1. oTaou.amuams'nﬁaauqmauu'ﬁmqmﬂﬁﬂqmj”awﬁmm‘ﬁa 1 - 10 uszUARTRITENS

naay IHuaspummessumundsdiiu BP 2010 w3a USP 35 fild
2. NMT = Not more than

AMANUAMINANAYBY Fenoterol Hydrobromide*

1. ﬂsmmmmmﬂ”ry 99.0 - 101.0% (Dried substance)
2. ldentification AU
3. Appearance of solution ATIVIN
4. pH 42-52
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AMANIANIIINARANDI Fenoterol Hydrobromide* (4i)

5. Related substances By liquid chromatography
-Impurity A : NMT 4.0%
-Impurity C : NMT 0.3%
-Impurity B : NMT 0.2%
-Unspecified impurities : For each impurity NMT 0.10%
-Sum of impurities other than A : NMT 0.3%
-Disregard limit : NMT 0.05%

6. Iron NMT 10 ppm

7. Loss on drying NMT 0.5%

8. Sulphated ash NMT 0.1%

HWAWKA  NMT = Not more than
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1 = Sean C Sweetman.Fenoterol hydrobromide,In : Sean C Sweetman(ed) Martindale.China :
Everbest Printing Co.Ltd,2009:1121.

2 = General requirement VBILNF¥ATUE NIV Finished product

3 = Requirement specification of finished product

4 = British Pharmacopeia 2010

5 = The United States Pharmacopoeia 35
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