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- GREATER PHARMA MANUFACTURING CO., LTD.

ANALYSIS CERTIFICATE

U Cuatity Assur nee Department

Name of Product : VENTEROL 0,59, Solution (20 mi)

Release No. : 201122

Batch No. : 5150099 Mfg. Date  : 18-Jun-2020
Date of Analysis : 08-Jul-2020 Exp. Date !8-Dec-2023/
Appearance A clear colorless solution
Identification Conformed
Deliverable vrlume Conformed
Quantitative Assay (s) per Dosage Form
Ingredient(s) Specification(s) Result(s)
Salbuta}nol 95.0-105.0 %LA OfCuH;]NOg 104.2 %LA
Other Requirements
pH 3.0-5.0 34
Weight per m™ 0.950 - 1.050 g/m! 1.000 g/ml
Related substance Any secondary peak NMT 0.5% and the sum Conformed
any secondary peak NMT 1.0% of Salbutamol
Salbutamol ketone Not more than 0.5% of Salbutamol Conformed
Microbial [imit tests
- Total aerobic microbial count Not exceed 100 cfu/ml < 10 efw/ml
- Total combined yeasts/molds count Not exceed 10 cfu/ml < 10 cfu/ml
- Pseudomoncs aeruginosa Absence/ml] Absence/ml
- Staphylococcus aureus Absence/ml Absence/m|
- Bile-tolerant gram-negative bacteria Absence/ml Absence/ml
*This product used Salbutamol sulfate No. 19030100, 20030212
Conclusion : v Approved - OJ Rejected
i
A\
Analyst : S0k c:\,'f Q.. (}:’ QC Supervisor : Sufn P .}
/ i H
Nittayg P. Suda P, "

FMO189/04
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