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i ludede - PA 0t i1
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I orobt

5448108863 ;
te vq TEVA PHARMA (Thailand) CO.,LTD.
_ 89 Moo 1, Rojana Industrial Park 2,
Banchang Sub-district, Uthai District,
Phra Nakhon Si Ayutthaya 13210, Thailand.
Tel: 035-746-895-99, Fax: 035-746-565
. . Page:1 / 1
Certificate of Analysis SH Certificate No.: SMC32010244
Product : 10000181 INHALEX FORTE 21 X 4 ML
Batch No. :K1012A, Printed Date :16.07.2020
Bulk Batch No. :K1012A Analysis Date :30.06.2020
Inspection Lot : 40000024519 Received Date :14.06.2020
Mfg.Date : 09.06.2020
Exp.Date : 09.06.2023

Appearance Clear, colorless solution 01 CONFORMS

Identification : HPLC Fenoterol hydrobromide : The sample chromatogram 01 CONFORMS
corresponds to the standard chromatogram.

Identification : HPLC Ipratropium bromide : The sample chromatogram 01 CONFORMS
corresponds to the standard chromatogram.

pH ' 3.0- 40 3.35

Minimum fill Not less than 4.0 ml 4.3 ML

Extractable volume Not less than 4.0 ml 4.3 ML

Freezing-point depression 0.50-0.62K 0.593 K

Decomposition Fenoterol degradation impurity A 0.05 %

-1 -p-hydroxyphenyl)-1 -methylethyl-4,6_, 8-trihydroxy-
1,23 ,4-tetrahydroisoquinolinehydrobromide)
‘Not more than 1.0%

Decomposition Ipratropium degradation impuﬁty(Ss-isopropyl-3B- <1.0%
hydroxytropanium bromide):Not more than 1.0 %
Iron Not more than 5 ppm 01 CONFORMS
Assay : Fenoterol HBr 0.3125 mg/Iml | 90.0 - 110.0% LA of Fenoterol HBr 101.42 %LA
Assay : Ipratropium Br 0.125 mg /1 ml 90.0 - 110.0 % LA of Ipratropium Br 100.62 %LA
Uniformity of dosage unit Fenoterol hydrobromide acceptance value 1.92 %
: Not more than 15.0%
Uniformity of dosage unit Ipratropium bromide acceptance value 1.92 %
: Not more than 15.0%
Sterility test Sterile 01 STERILE

Reissued by, -5uncheo © 1.6 AUL 200

LALTRTTTY)

—~ (Quality Control Manager)

Active pharmaceutical ingredients used for this batch were FENOTEROL HYDROBROMIDE batch no. 0047 and IPRATROPIUM BROMIDE
batch no. 0038.

Conclusion PASSED

54458I1é)-§§(§339-001 Certificate of Analysis Rev.01 Effective date:27-Apr-20
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