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%IEJ_EJW_ Azithromycin &oo mg powder for injection
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Finished product specification : Azithromycin &oo mg powder for injection USP &s
@. ldentification test Meets the requirements
. Assay ®Ro.0-60.0% LA
en. Uniformity of dosage units Meets the requirements
&. Impurities
Azithromycin N-oxide NMT &.0%
Desosaminylazithromycin NMT o.m%
N-Demethylazithromycin NMT &.0%
&. Impurities (if present)
Formamido analog NMT @.0%
Methylformamido analog NMT @.0%
an’-De(dimethylamino)-m’-oxoazithromycin =~ NMT @.0%
Any other unspecified impurity NMT o.0%
Total impurities NMT en.0%
. Bacterial Endotoxins NMT o.ev USP endotoxin units/mg
¢. Sterility test Meets the requirement
w. Particulate matter Meets the requirement
«. pH 0.6 0.
®o. Water Determination NMT lo.c%
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Drug substance specification : Azithromycin USPe@

&. |dentification test
. Assay

en. Impurities Inorganic impurities
Residue on ignition
Heavy metals/Elemental Impurities

&. Impurities Organic impurities(procedure &)
Erythromycin A iminoether
Desosaminylazithromycin
Erythromycin A oxime
N-Demethylazithromycin
Azaerythromycin A
Total impurities

& Impurities Organic impurities(procedure )
AzithromycinN-oxide
o'-(N,N-Didemethy)-en-N-formylazithromycin
o -(N,N-Didemethyl) azithromycin

(aminoazithromycin)
Azithromycin related compound F
Desosaminylazithromycin
an'-N-{[e-(acetylamino)phenyllsulfonyl}
-’ en-didemethylazithromycin

N-demethylazithromycin
Azithromycin Clen”-O-demethylazithromycin)
a'-De(dimethylamino)-e-oxoazithromycin

an-NHe-acetlaminophenyilsulfory-en-demethyiazithrormycin
Azaerythromycin A
Azithromycin impurity P
o-desethyl-o-propylazithromycin
m’-N-Demethyl-m'-N-[(@-methylphenyl)
Sulfonyllazithromycin

s-Deoxyazithromycin(azithromycin B)
Any individual unspecified impurity
Total impurities

. Optical Rotation

e. Crystallinity

................................. UF¥51UNTIUNS e AITUNNT
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Meets the requirement

«&d mcg-e,0mo meg of azithromycin
per mg (calculated on anhydrous basis)

NMT o.en%
HSIAEIUY

NMT o.&%
NMT o.en %
NMT ©.&%
NMT o.ef %
NMT &.0%
NMT en.o %

NMT o.¢%
NMT o.¢%
NMT o.&%

NMT o.&%
NMT o.:m%

NMT oc.e&%

NMT o.0%
NMT ©.&%
NMT o.¢%
NMT o.&%
NMT o.&%
NMT o.&%
NMT o.&%
NMT o.&%

NMT @.0%
NMT o.lv%
NMT en.0%
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Drug substance specification : Azithromycin USP&e

@. pH ®.0-@@.0
a. Water Determination
Anhydrous NMT ©.0%
Dihydrate &.o-&o%
Monohydrate o.c-&.0%
@o. Loss on drying (Azithromycin Monohydrate) NMT &.&%
Feuludug

o. fiauonarasiudiunnndeianans nisuaefisfefusenonaslaediisinaneansendsil
o0 wnasmslFSuayaiuns s susites migluussmelny wazduatdectareluviaskan
o.0.0 LEAYNsTusTauiius (ee n.m ne.e) WEuAnsd, enfindnlulsene
Tng (aneds yee)snindiodumsutusiuneie o), srhdhainsadsema angds ve.e)
0.0.6 Tufwatunzidoust ne.e %30 v.e Vs TiaussIn nieuseazBuadons
muauﬂmmwmaamﬁ@ﬁmﬁmuﬁﬁumﬁau (finished product specification) wag Drug substance
specification nsdiagszninenisiasunlawudlufnfsezdouuuonasiodiuinmdsnisvaudle
(8.&) wmsau finished product specification waz/wse Drug substance specification laaaaunlunay
Fuusgnausznmnsmddnnseding waghitiu b U e Tudszmadszmasmdidnvsednd
. BNANTIUTBWINTTIUNIHENY
o.b.0 NeERluUTTINAlVY GrBRassosdduunnmineniiiaiusennasgunsaas
BV NINAETISNSHARTIRLUNTTNEREN PIC/S (pharmaceutical Inspection Co-operation Scheme) lng
wiliea PIC/S participating authorities ¥3aillananssusesnssumsHanumuanInsILaz T N15in
Tun1sHEnE DA TN NUAMENTTINTIWNTLAZEN NIENTHATILEY Tarvuatulnefinauaenades
wagiinLeufundninusiuayismsiatunisndnst PIC/S  lumnaonfieusuiy aduaganusounis
asvasulngiinan1ssusasieiulszniAussmasimdidnnselind
0. nidiilugrindrandrslsema dudndesindidodnuinndiendeidaiuses
mmg’mmmé‘mmmmmé’ﬂmmﬁ%ﬁﬁlumwﬁmm PIC/S (pharmaceutical Inspection Co-operation
Scheme) Inevitiagdu PIC/S participating authorities atuaiganiuseunisnsiadaulneiinanisiusasds
Tulsenirsznmesiaddnnselind videounasnTn uaunnsedl
&.6n LONENSANANYDIL AU TIAN

om0 WANIATITATIZRRMA NEARSusiednTIgUvenER (Certification of analysis
of finished product) Tugnsuidadushatng

%)

el NANIATIVIATIRRLN IR RUTEIRIENEATY (Certification of analysis of drug

Ly}

substance) Miltlumsnanejuidatusmegrmmesindneuazininingiv
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