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CERTIFICATE OF ANALYSIS

Product name :4%: Teicoplanin & %7 (AETLH)

Batch no. it

5:20220210

Quantity %% & 500G

Manuf. date 7= H #: 2022/02/15

Expiry date A 2% Hi: 2024/02/15

ITEMS Standard Results
Characteristics Yellowish,amorphous powder. Complies
IR conforms HPLC,the principal peaks(teicoplanins A3-
1,A2-1,A2-2,A2-3,A2-4,and A2-5)in the chromatogram
Identification obtained with the test solution are similar in retention Complies
time and size to the principal peaks in the chromatogram
obtained with reference solution(a).
) The solution is clear and not more intensely coloured than )
Appearance of solution . Complies
reference solution BY3 or B4
pH 6.5-7.5. 7.2
teicoplanin A 2 group: =80.0%; 94.0%
teicoplanin A 2-2:35.0%-55.0%; 43.6%
teicoplanin A 2-1 group:<20.0%; 13.5%
. teicoplanin A 2-3 group:<:20.0%; 14.9%
Composition and related ] ]
teicoplanin A 2-4:<520.0%; 14.2%
substances ] ]
teicoplanin A 2-5 group: <20.0%; 7.9%
teicoplanin A 3 group:<15.0%; 4.8%
total of impurities other than mesityloxide with a relative
retention more than 1.25:<5.0% 1.2%
Chlorides <5% 0.2%
Water <15.0% 1.4%
Impurity A <0.2% 0.02%
Assay(anhydrous and sodium
. =900IU/mg. 10541U/mg
chloride-free substance)
Bacterial endotoxin <<0.31IU/mg <<0.31 IU/mg
Microbial limits Icfu/
<10cfu/g <
TAMC 7 B [N
Methanol <<3000ppm AN 39ppm % 3
Residual solvents Ethanol<<5000ppm j == 1417ppm = },
Acetone<5000pm !

Conclusion: Complies with Ph.Eur.9.0
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