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Product Name Azithromyein Dih;&p?;i:\é" N Quaatiy 330.300Kg
Batch No, l(:()d-()()‘)—FPDO'l\ L] - e Testing | April 04.2016
Manu.Date Apiil 04.2016 ¥ 7 7 Fépeft Date May 10.2016
Retest Date March,2021 . “"’“ﬁsnng Basis USP38
Heans Requircments Results
Appearance White or ahnost white Whitc erystalline powder
ervstaffine powder
Solubility Practically insoluble in water, Complics
freely soluble in anhydrous
ethanol and i methylene chiaride
ldentificntion IR Cantorms to Azithromvein RS Complies
HPLC Conforms to Azithromycin RS Complies
Specific optical rotation Between -45° and -49° ~48°
Crystallinity Meets the requinnents Complics
pH Between 9.0 and 140 10.0
Wity Between 4 0% and 5 0% 4 6%
Restdne on 1puition Nut more than 0 3% 0.03%
Heavs anetals Not more tian 23ppm <23ppm
Relsuted substances (Procedure 2)
Azthromycin-N ox de Novw more than 0 5% ubL
3 (NN -Didemethvl-37-8 -fonnylazithromycin Not morc than 0.5% DL
Ammoazithromycein Not more than 0.5% UDL
Anthromycin related compound I Not mare than 0.5% UDL.
Desosaminylanthromyein Not more than 0 3%, 0.11%
SWNi4 (Acetylaminoiphenyl Jsulfonyl ;-3 3
S-hidemethylazsthromycin Mot moze than 0 15% bt
N-Demethyluznthramyeis Nol more than 0.7% ubL
Azadworrvewns (37 v denwethwvheathromacing Not more than § 5% uDL
3 -Detdimethylaming) 3 '-oxoamthromy i Not ntore than 0.5% 001%
3 N-{H-tAcery lammojphenvjsedfonyt .5
dewthylazithromyein Nat more thian 0.5% UDL
Azierythemmyein A Not more than 0.5% upL
Azithromyein impurity P Not more than € *% 0 04%
2-Deseihyt2 prapy bazathrom cin Not more than 0.3% Q%
3N Demethvl-37-8 - .
1€ -muthviphenshsutronvllazithromy on ot mare (han 0 3% uDL
3-Deoxyazithromyvin(azithromycin B) Not more than | 0% 027%
Ay mdedual wradentified impurity Not more than 0.2% 0.09%
Total unpunitses Not more than 3.0% 0.74%
Assity On ihe aniy drous busiie Not tess than 945 pg/mg and
not mare than 1030 pg/mg 99 ug/mg
Residual salvents  Acetone Not more than 3200 ppm $75ppm
Methanol Not more than 3000ppin ubL
Dichioromethane Not more than 600ppm uDL
Bulk deasity Between 035 and 0 635 g/mi 0.56g/ml
Tapped dewsity Between 0.63 and 0.85 a/ml Q 02/l
Particle Size Distribution Nat tess than 80% passes through 40mesh Complies
Microbiological Court
Bucvers Less than 1000CF Usy Complics
Yeust and Mould Less than 100 CFU/ Complics
Absent Complies

Pathogens and Endobacteriusg

Conclusiun

[The wmatert complics as per LSP38

Starage condsttons: Preserve in tight containers
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