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Finished product specification : Azithromycin &oo mg powder for injection USP €o

@. ldentification test Meets the requirements

. Assay ®0.0-0®0.0% LA

en. Uniformity of dosage units Meets the requirements

&. Impurities
Azithromycin N-oxide NMT @.0%
Desosaminylazithromycin NMT o.en%
N-Demethylazithromycin NMT @.0%

&. Impurities (if present)
Formamido analog NMT @.0%
Methylformamido analog NMT @.0%
o’-De(dimethylamino)-en’-oxoazithromycin -~ NMT @.0%
Any other unspecified impurity NMT o.0%
Total impuirities NMT en.0%

0. Bacterial Endotoxins NMT o.ed USP endotoxin units/mg

. Sterility test Meets the requirement

. Particulate matter Meets the requirement

. pH 0.@-0.&

®o. Water Determination NMT ©.0%
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Drug substance specification : Azithromycin USP&o
®. ldentification test

©. Assay

en. Impurities Inorganic impurities
Residue on ignition
Heavy metals

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

& Impurities Organic impurities(procedure )
AzithromycinN-oxide
an'-(N,N-Didemethyl)-e-N-formylazithromycin
an'-(N,N-Didemethyl) azithromycin

(aminoazithromycin)
Azithromycin related compound F
Desosaminylazithromycin
o’ -N-{[e-(acetylamino)phenylJsulfonyl}
-en’,en’-didemethylazithromycin
N-demethylazithromycin
Azithromycin Clen"-O-demethylazithromycin)
o’-De(dimethylamino)-en-oxoazithromycin
o -N-{[e+acetylamino)phenylJsulfonytlen-demethylazithromydn
Azaerythromycin A
Azithromycin impurity P
o-desethyl-o-propylazithromycin
an-N-Demethyl-en’-N-[(@-methylphenyl)
SulfonylJazithromycin

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

». Optical Rotation

. Crystallinity
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(UNng

=
)
s
=
De
@
2
P
2
=)
Do
=

Meets the requirement
*&& mcg-e,0mno mMcg of azithromycin
per mg (calculated on anhydrous basis)

NMT o.:%
NMT b& ppm

NMT o.&%
NMT o.en %
NMT o.&%
NMT o.ev %
NMT @.0% -
NMT en.o %

NMT o.&%
NMT o.¢%
NMT o.&%

NMT o.&%
NMT o.:n%

NMT o.@&%
NMT o.e1%
NMT o.&%
NMT o.&%
NMT o.&%
NMT o.&%
NMT o.0%
NMT o.&%
NMT o.&%

NMT @.0%

NMT o.0%

NMT en.0%

-@&° to -&x° at bo®
Meets the requirement
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Drug substance specification : Azithromycin USP&o -

<. pH ®.0-®6.0
«. Water Determination
Anhydrous NMT ©.0%
Dihydrate &.o0-&o%
Monohydrate ®.c-&.0%
@o. Loss on drying (Azithromycin Monohydrate) NMT &.&%
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©.6.6 ’Luﬁwé’fgmsﬁuwmﬁauﬁw%’um Melo 8o NE.<) WaWAnsal, erfinanlulseime
ne (Munei wa.Lsn),mﬁ"n,%%ﬁaLfJumiLLU\‘miﬁg(wmaﬁa V8.a), B1NENeUsENA Maneds ve.e)
o.0.0 luFvatunsfous ne.e wie 8.0 veswnfiaussia wiouswazidentidenis
muqmﬂmmwmamamﬁ’meﬁmmﬁfgwmﬁs‘u (finished product specification) wag Drug substance
specification ﬂizﬂagUJ'sz'm'NmsLU?{auuﬁaw’ﬁlmﬁmamzﬁaqu,uuLanmw%ﬁwmewmamwaLLf’ﬂ‘u
(8.&) umsou finished product specification Lag/13® Drug substance specification lngusunluneu
Tulszmadsznansadidnnsednd uasliiiu b ¥ a Sulssmadssmasadidnnsetind
©.© LONANTTUTBININTFIUNTHERNEN
oo.0 n3tiNAngTuUszAlng frandsfeidunniwmiiomisdesuseansgunisuan
UV NS MSHARTiRluNISHEREN PIC/S (pharmaceutical Inspection Co-operation Scheme) lng
e PIC/S participating authorities ¥3eillonansiusesnnsguMsHAREmLVENINMIILALITN1S7A
TunsnEne109dINUANENTTUNITEIMITHALET NTENTINAITITUEY Fatmuatulnefinudenndes
wagiiniienfundninasiuayisnsialunisane PIC/S  lumnaeiflauswis atudiganiuseunis
aadeulneiinanssusediviuusemadsemnsimdidnnselind
o.0.0 n3diilugrdndrandrsuseme fuinfediniladeduinindrenidesuses
UNATFIUNTHARY IV NINUTATARLUNSREREY PIC/S (pharmaceutical Inspection Co-operation
Scheme) lagviaga1u PIC/S participating authorities atuaiannuseunsnsiadeulneiinanissusests
JulsgmavszninsaBidnnseiind wieongnaondn uduansed
o0 1ONENIAAAIMNUBILTLALDTIAN
o.m.e NANMINTIVNATIZIANAMNERSU9Ie1E15a5Uv0NER (Certification of analysis
of finished product) 1‘148?3;14%?%\1@14{?1"3861\‘1
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e.mlo NAMINTIVIATIERAUNNTRgAULasFIEdATy (Certification of analysis of drug
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(n) ABnsAnwduluu Randomized controlled trial o&
(@) 38nsAnwuBunwuy Non-Randomized controlled trial @b
(A) 38n1sAnwuduluu Comparative studies wuu Cohort «
studies
@) 38nsAnwnduluu Descriptive  studies  wuu Case )
report or case series (59841UHU78)
@ (@) msﬁm&ﬁuﬁ]ﬁLﬁmsﬁaaﬁ’mmuﬂaa@ﬁwaqm )
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Storage and stability ol
(n) Long term stability a1y ASEAN guideline on stability o.&
study of drug product
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Package and o
gl
(n) nsdlussqursedretiondossyydasmnida <
(@) nsdhdugngdadl imprint code vuedindsinesenisusd «
£13 :
(M) awurussiiUnuiseviin flip-off iileannisuuilou «
Tunsuiymseuas Wis avasainlunsalden
@ nsddueidostostunas ynq miregosvasussysiost «
aunsatosiuuasts




