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Wuhan HengHeDa Pharm Co., Ltd

Tel:86-27-84888681 Fax:86-27-84888682

Wuhan Economic& Technological Development Zone, Wuhan, China

CERTIFICATE OF ANALYSIS

Product name Azithromycin
CAS NO 83905-01-5
Molecular formula C38H72N2012
Molecular weight 748.98
Quantity 50kg
Batch NO HHD20201215
Production date 2020.12.15
Expiry Date 2022.12.14
Test based on enterprise standard
Test Item Specification Result
It is white or almost white crystalline white crystalline
Appearance
powder,slightly hygroscopic. powder
Specific Rotation -45°  ~-49° -48°
IR spectrum should meet the
Conforms
requirement.
Identification
LC chromatogram should meet the
Conforms
requirement.
PH Value 9.0-11.0 10.1



Tel:86-27-84888681

Birefringence and extinction

Crystallinity Conforms
positions
Water 4.0% ~5.0% 4.2%
Residue on
<0.3% 0.1%
Ignition
Azaerythromycin A<0.5% Not detected
3-Deoxyazithromycin(azithromycin B)
0.4%
<1.0%
Azithromycin C(3"
Not detected
-O-demethylazithromycin)<0.5%
3I
-(N,N-Didemethyl)azithromycin(amin Not detected
oazithromycin)<0.5%
Related
N-Demethylazithromyein<0.7% Not detected
Substances

2-Desethyl-2-propylazithromycin<

0.5%

0.2%

Azithromycin impurity P<<0.2%

Not detected

Azithromycin related compound F<

0.5%

Not detected

3" -N-{[4-(Acetylamino)
phenyl]sulfonyl}-3-didemet

hylazithromycin<0.5%

Not detected




Azithromycin N-oxide<0.5%

Not detected

3I
-(N,N-Didemethy1)-3' .N-formylazith

romycin<0.5%

Not detected

3' -De(dimethylamino)-3'

-oxoazithromycin<0.5%

Not detected

Desosaminylazithromycin<0.3%

Not detected

3'-N-Demethyl-3'
-N-(4-methylpheny)sulfonyl]azithro

mycin<0.5%

Not detected

Erythromycin A iminoether<0.5%

Not detected

Erythromycin A oxime<0.5%

Not detected

3-N-{[4-(Acetylamino)pheny]sulfonyl

}-3’ -dedernethylazithromycin<

Not detected

0.15%
Any other impurity<0.2% 0.03%
Total Impurities<3.0% 0.6%

Residual Solvents

Methanol<<0.3%

Not detected

Ethanol<<0.5%

0.0033%

Acetone<<0.5%

0.1323%

Dichloromethane<<0.06%

Not detected

Benzene<<0.0002%

Not detected




Methylbenzene<0.089% 0.0005%

Triethylamine<<0.032% 0.0001%
Assay(HPLC) C38H72N2012:945-1030ug/ mg 997ug/ mg
Storage Store in cool & dry place, keep away from strong light and heat.
Shelf life 2 years when properly stored.

Conclusion: conforms to USP43 specification for Azithromycin

Inspector

Shen Wu
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