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Azithromycin 500 mg powder for solution for infusion

1. Youn Azithromycin 500 mg powder for solution for infusion

2. uaniAnaly
2.1 guuuy WHursenannide dum
2.2 dulsznau Usznausmemien Azithromycin dihydrate 'Luﬂ'%mmﬁauu“aﬁ’u Azithromycin
500 mg wae suitable stabilizer agent Tu 1vial

2.3 AYUUI Uﬁﬁﬂumﬁuz‘uﬁqmﬁmﬂswmm‘ﬁa

2.4 aan svyToen z-huﬂ'izﬂa‘uﬁw’nﬁ'\ﬁ%guam’nmﬁs’fuwﬁm’i'ugummamﬁwﬁm uaviaw
velgusn U o 19tnauuuUsI e
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3. qruaNUAnumaina
Naﬂ’mﬂ'i'nil"’ii.ﬂ'iwﬁﬁmmmﬂulﬂmu Finished product specification Wag Drug Substance
specification filaaansileusiadinuAmLNsTINTEMITUAZET NTENTHATSITUAY

3.1 Finished product specification: Azithromycin for injection

Test Items Specifications
1.Identification Complied with finished product specification
2.Assay 90.0 - 110.0% of the labeled amount of azithromycin
3.Uniformity of dosage unit* Meet the requirement
4.Impurities Complied with finished product specification
5.Bacterial endotoxins Not more than 0.7 USP EU/mg
6.Sterility Complied with finished product specification
7.Particulate matter - Size > 10 pm: Not more than 6,000 particles/container
- Size > 25 pm: Not more than 600 particles/container
8.pH 6.4-6.8
9.Water Not more than 2.0%
N334N13
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3.2 Drug substance specifications: Azithromycin (USP 43)

Test Items Specifications
1.Identification Meet the requirements
2.Assay 945 -1,030 pg/mg of azithromycin on

the anhydrous basis
3.Residue on ignition Not more than 0.3%
4.Specific optical rotation -45° to -49°
5.Crystallinity Meet the requirement (expect labeled
as amorphous)
6.pH 9.0-11.0
7.Water determination Dihydrate: NMT 4.0 — 5.0%
8.0rganic impurities
Azithromycin N-oxide NMT 0.5%
3’-(N,N-Didemethyl)-3’-N-formylazithromycin NMT 0.5%
Erythromycin A iminoether NMT 0.5%
3’<(N,N-Didemethyl)azithromycin(aminoazithromycin) NMT 0.5%
Azithromycin related compound F NMT 0.5%
Desosaminylazithromycin NMT 0.3%
3’-N-{[4-(Acetylamino)phenyllsulfonyl}-3’,3'- NMT 0.15%
didemethylazithromycin
N-Demethylazithromycin NMT 0.7%
Erythromycin A oxime NMT 0.5%
Azithromycin C (3”-O-demethyazithromycin) NMT 0.5%
3’-De(dimethyamino)-3’-oxoazithromycin NMT 0.5%
3'-N-{[4<(Acetylamino)phenyl]sulfonyl}-3’- NMT 0.5%
demethylazithromycin
Azaerythromycin A NMT 0.5%
Azithromycin impurity P NMT 0.2%
2-Desethyl-2-propylazithromycin NMT 0.5%
3’-N-Demethyl-3'-N-[(4- NMT 0.5%
methylphenyl)sulfonyllazithromycin
3-Deoxyazithromycin (azithromycin B) NMT 1.0%
Any individual, unidentified impurity NMT 0.2%
Total impurities NMT 3.0%
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3.3 Drug substance specifications: Azithromycin (BP 2016)

Test Items Specifications
1.Identification Meet the requirements
2.Assay 96.0 — 102.0 of L.A. (@anhydrous substance)
3.pH 9.0-11.0
4.Specific optical rotation -45° to -49°
5.Related substances - impurity B: NMT 2.0%

-impurity A, C, E, F, H, |, L, M, N, O, P: NMT 0.5% (each)
- sum of impurities D and J: NMT 0.5%

- impurity G: NMT 0.2%

- any other impurity: NMT 0.2%

- total impurities: NMT 3.0%

6.Heavy metal Maximum 25 ppm.
7.Water 1.8 - 6.5%
8.Sulfated ash Maximum 0.2%

wanewe - *szyiide Dissolution fiu Uniformity of dosage units....... luulenansuansseazidunca
NMInTI9ATIEY vandllaudalilulu coa
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Azithromycin 500 mg powder for solution for infusion
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5. nunUseiiudsEansnmeasian (Price Performance)

Azithromycin 500 mg powder for solution for infusion
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