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Product Name

THE GOVERNMENT PHABMACEUTICAL ORGANIZATION

QUALITY ASSURANCE DEFARTMENT
CERTIFICATE OF ANALYSIS
75/1 Rama V1 Road, Ratchathewi, Bangkok 10400 Thailand
Tel. 02-203-8000 Call Center. 1648
MORPHINE SULFATE ORAL SOLUTION 10MG/S ML 80 ML

COA No. ; 040000034090

Product No. 110815870111
Active Ingredient{s} Each 5 ml contains Morphine sulfate pentahydrate 10 mg
Manufacturer The Govemment Pharmaceutical Organization
Lot MNo. M630291
Batch Size 20,000,000 BT
Manufacturing Date 16/08/2020 Expiry Date 16/09/2022
Test Parameter Requirement Result
Appearance Clear,slightly yellow,odorless solution. Passed
Identification The retention times of the Morphine Passed
sulfate and Sodium benzoate peaks in the
chromatogram of the Assay preparation
correspond to those in the chromatograrm
of the Standard preparation,as obtained
in the Assay.
pH 3.5-5.5. 401
Deliverable volume The average volume of liquid obtained 62.5 mL
from the 10 containers is not less than
100% and the volume of no container is
less than 95% of the volume declared in
the label.
Content of Morphine sulfate 90.0-110.0% of the labeled amount of 9895 % LA
pentahydrate Morphine sulfate pentahydrate.
Content of Sodlum benzoate 85.0-115.0% of the labeled amount of 97.68 % LA
Sodium benzoate.
Total Aercbic Microbial Count Not more than 200cfu/ml <10 cfu/mL
Total Combined Yeasts/Molds Count Not more than 20cfu/ml <10 cfu/mi.
Escherichia coli Absence Absence

Conclusion The product contorms to the above spedhications

oospan .

Yuwaporn Srinoi
Acting Director of Quality Assurance Department

Release Date: 21/10/2020

Jeevawan 1-

Jeerawan Thongyuen
Batch Release Officer

Release Date; 21/10/2020
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