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CERTIFICATE OF ANALYSIS

®

COA No.:0029

Product name:Tylosin Tartrate Issuing Date: 2020 / 10/20

Batch No.:T2010243 MFG Date: 2020/ 10/01

Packing size:25kg/drum Retest Date: 2023 / 09/30

Quantity: 172drums 4300kg / 3947 .400BQU Workshop: 607

Reference: EP 9.3

Item Specification Result

Appearance Almost white or slightly yellow powder ;l(l)%:l ;g_ Feliowr

Solubiit methylone chorkde.practcally insotubl  hepiane,_| CEr™

A. IR test: identified with Tylosin tartrate CRS. Positive

e oaton B. Reaction: a green colour‘vls produced. Positive

Appearance of solution ;{1}; Srzlfl:r:)r?ciess(gfﬁ;:(\j(?m more iansely colonred Clear, <Y3

pH 5.0~72 5.6

Compositio| Tylosin A >80.0% 94.2%

n Sum of tylosin A, B, C and D >95.0% 98.2%
Impurity A <2.0% 0.63%
T
Impurity N <1.0% 0.15%
Impurity O <1.0% 0.06%

Related Impurity E <0.5% 0.03%

substances Impurity R <0.5% 0.17%
Impurity S <0.5% 0.20%

Any other impurity <0.50% Not detected
Any unspecified impurity <0.20% Not detected
Total impurities <5.0% 1.8%

Tyramine <0.35% <0.35%

Loss on drying <4.5% 2.3%

Sulfated ash <2.5% 0.2%

Assay (dried basis) Not less than 900 IU/mg 940IU/mg

Butyl acetate (in-house) <5000ppm 446ppm

. . : TAMC<1000 cfu/g 100cfu/g

Microbiology (in-house)

TYMC< 100 cfu/g 10cfu/g

Histamine <2ppm

Conclusion: The above results comply with EP9.3.|3‘|
Remarks: R0-CEP 2015-379-Rev 00
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