
~ru~m;ru:::b~~1:::"l.leJ.:If.l1 Azithromycin ~oo mg powder for injection 1:-a.:~~m'U1~~eJma~ 

iinm_ Azithromycin <too mg powder for injection 

f1N6'1~~~1ltJ 
" c.;: Jl.c::~~~o IV.c::lll 

(9). bth.JV-l-:!tl1tl~1~"il1flb'1Je:J6'16'11VI~'U~~ 

1!>. tl~~f1e:J'U~btJI'i1tJ1 Azithromycin <too mg b'WtJ1 (9) vial 
tl 

m. u~~"il 1 'Win'IJ'W~'U~~"il m5 ~tl~1~"il1 m ~eJ'1Ji1~ bbfl1 bb~~u~~"ilfi ru,;DeJ-:J tl'W bb6'1-:J • • • 
~- umn ~~'4~e:JtJ1 611'Wtl~~f1e:J'UI'i1m?hA'qJ f111~bb~-:J 1'W-b~e:J'W-tl~ v.J~I'l, Vl~~m~ 

b~"l.l~v.J~I'l, b~"l..Vl~btJtJ'W~1-rutJ1 He:J~1-:J-rr~b"il'W'U'W'U~~~firu,; 
'U'Win'IJ'W~'U~~"il e:J~1-:J1J'e.l tJ~e:J,:j~~'U~e:J tJ1 ~€) f11~fl1 611'Wtl ~~f) e:J'U bb~~'1J'W1~ • • 

f111~bb~-:!'1Je:J-:JtJ1 b~"lJ~v.J~I'l 1'WVI~~mtJH-rr~b"il'W • 

Finished product specification : Azithromycin <too mg powder for injection USP 

(9). Identification test 

1!>. Assay 

m. Uniformity of dosage units 

~- Impurities 

Azithromycin N-oxide 

Oesosaminylazithromycin 

N-Demethylazithromycin 

<t. Impurities (if present) 

Formamido analog 

Methylformamido analog 

m' -Oe(dimethylamino)-m' -oxoazithromycin 

Any other unspecified impurity 

Total impurities 

b. Bacterial Endotoxins /pyrogen test 

g))_ Sterility test 

~- Particulate matter 

~.pH 

(9)0. Water Determination 

Meets the requirement 

~o.o-(9)(9)0.oo/o LA 

Meets the requirement 

NMT (9).oo/o 

NMT O.bno/o 

NMT (9).oo/o 

NMT (9).oo/o 

NMT (9).oo/o 

NMT (9).oo/o 

NMT o.l!Jo/o 

NMT m.oo/o 

Meets the requirement 

Meets the requirement 

Meets the requirement 

b.~-b.~ 

NMT l!J.oo/o 

............ m~~m~ 
Q-~ 

~-············· m~~m~ 
('W1tJ~'WtJ-:J l'IJtJtJ-:Jfl) 



Drug substance specification : Azithromyc:in USP 

®. Identification test Meets the requirement · 

\e>. Assay 

m. Impurities Inorganic impurities 

Residue on ignition 

Heavy metals 

~. Impurities Organic impurities 

Desosam i nylazith romyci n 

N-Demethylazithromycin 

Total impurities 

ct. Optical Rotation 

b. Crystallinity 

lnl. pH 

~. Water Determination 

Anhydrous 

Dihydrate 

Monohydrate 

0!. Loss on drying 

0!~ct mcg-®,omo meg of azithromycin 

per mg (calculated on anhydrous basis) 

NMT o.m% 

NMT le>ct ppm 

NMT O.bn o/o 

NMT o.lnl% 

NMT m.o% 

-~cro to -~0!0 at \e>o0 

Meets the requirement 

0!.0-(9)(9).0 

NMTho% 

~.o-ct.oo/o 

C9>.~-~.oo/o 

~.o%-b.ct% 

·' (9). ~ b~'t,re:Ji1fl1~B..:J ~'U611 b t.nm'l"lri1 man~1i 'l"l¥a~m~1la~a~\JiB..:J bB n~1i 1~~~i1B1'U1~i1 ~~~ bB ~~~..:~d 
u u 

(9) .(9) bBfl~1ifl1i 1~~\JB11 f:1!1~~'U'Vl~bD ~'UIY11-ru~1b ~mhvnl1~ 1 'UL.h~b'Vl~b 'Vl~ bb~~611bb~..:J(declare)bb'V!~..:J~~ ~ 
(9).(9).(9) 1u611flt1Jfl1i~'U'Vl~bD~'UIY11~um ('Vl~.le> 'Vl~.m 'Vl~.~) bb~1bb~mru, ~1~~~~1'U'tJi~b'Vl~ 

b'Vl~ ('V!m~~..:~ 'Vl~.le>),~1'l11b-rr1b~Bb'iJ'Ufl1ibbU..:JtJii~(mn~~..:~ 'Vl~.m), m'l11b~1~1fl~1..:Jth~b'Vl~ ('\1!~1~~..:~ 'Vl~.~) 
' 

1 0 ~ Q 4 d i.l .ai lV 1.1' 

C9>.C9>.\e> Ufl1"1JB"U'U'Vl~btJ~'U~1 'Vl~.C9> VliB ~.C9> "UB..:J~1'Vlb~'UBi1fl1 'l"liB~i1~~~bB~~Vl1"1!Bfl1i ,., 
fl1Ufl~fltu.fl1'1"l"UB..:J~~~nrusnm~Vi"ii'U'Vl~bD~'U (finished product specification) mrua~i~Vl'J1..:Jfl1i 

' ' u 

b '\J~~'Ubb '\J~..:~ Lbm -u b ~~ b&i~~~~a..:~ bb 'UtJ bB n~1i'V!~a611b 'U1m'l"lri1~ fl1i"UB bbm -u (~ .cr) ~1'\"l~B~ finished product 

specification bb~~/Vl~B Drug substance specification 1~~oumbmouriauY'U'\Ji~fl1~'\Ji~m~i1fl1~h~n'VliB'Wn~ 

bb~~ hhn'U le> tJ ru l'UUi~fl1~'\Ji~m~i1fl1Bb~fl'VliB'Wn~ 

'\Ji~51'Umi~fl1i ......................... fl'j'j~fl1'j 

('U1..:!~~ 1~'\.J~~) 

£J.r~ 
'.2. ............... ' fl'j'j~fl1'j 

('U1~~'U~..:J t-u~~..:Jrl) 



(9) .\v belf1?11'j-r'\J'rel\I~'J\9l'j~1'U fn'j~ ~ \91 tJ1 ... 
(9).\v.® mru~~~\9lt.J11 'U'lh~b'Vll'll1 'VltJ ~~~\9l"il~~mi16'11b'U1.fn'V'Ici1tJ'Vltl\l?leJ-r'\J'jeJ\j~1\9l'j~1'Ufn'j~~\9l 

~ ... 

t.J1\911~Vl~mnrue;1115rn'j~~\9l~~'Ufn'j~~\9ltl1 PIC/S (pharmaceutical Inspection Co-operation Scheme) 1~t.J 
' 

Vltht.J\11'U PIC/S participating authorities Vl~eJi1beJf1?11'j{'IJ'jeJ\1~1\9l'j~1'Uf11'j~~\9ltJ1\9l1~Vl~mnrue;-ibb(;'l~lTif11'jVi~ 

1 'U m'j~~ \91 tJ1"lleJ\16'11tY m1'Uflru~ fl'j'j~f11'jeJ1Vl1'j bb(;'l~ tJ1 m~'VJ'j'J\I?l1o1'jtl.J~"ll ~\ln1Vl'U~~'U 1~ t.Ji1fl11~?lel~fl~ el\1 

bb(;'lgjvl~bVit.J~n'\J'Vl~ mnrue;-ibb(;'lgjlTif11'j~~1 'Uf11'j~~\9lt.J1 PI CIS 1 'U'Vl~'J~ t.J1~ b?I'UeJ"ll1tJ mJ''IJci1?l~mmeJ'\Jf11'j ' -

(9l'j'J~?leJ'IJ1~t.Ji1~(;'lf11'j-r'IJ'jeJ\I~\11'U~'jgjf111'll~'j~f11~'j1fi1Bb~n'Vl'jeJDn~ 

®. \v. \v m rub tJ 'U tJ 1~ 1 b oU 1 ~ 1 f1 ~ 1 \I'll 'j ~ b 'VI I'll e.r ~ ~ \91 \9) e:J\1 iJ Vltl \1 ?j eJ 6'11 b 'U 1 f\1 'V'I ci 1 t.J'Vltl\1 ?j el-r'\J 'jeJ\1 
~ 

~1\9l'j~1'Uf11'j~~\9lt.J1\9l1~Vl~mnrue;1115~m 'Ufn'j~~\9lt.J1 PIC/S (pharmaceutical Inspection Co-operation 

Scheme) 1~t.J'Vltl1 t.J\11'U PI CIS participating authorities I)U1Jci1~~\9l1meJ'\Jf11'j\9l'j'J~?leJ'U 1~t.Ji1~(;'! f11'j-r'lJ'jeJ\I~\I 

1'U~'j~f111'll'li'j~m~'j1fi1Bb~n'VJ'jeJDn~ Vl~eJmtJ\9l(;'leJ~~'V'I bb~'Jbb~mru 
' d 

® .m beJf1?11'j fl ruf\1'V'I"llel\l tl1'Vl b?l'Um1fl1 
' 

®.m.® ~(;'lf11'j\9l'j'J~1 bfl'j1gj,f~rufl1'V'I~~\9l.fi rue;-it.J16'11 b ~~~tl"lleJ\1~~~\91 (Certification of analysis 

of finish product) 1'Ut.J1i'U~~\Ibtl'U~'JeJ~1\I 
®.m.\v ~(;'lf11'j\9l'j'J~lbfl'j1~,f~rum'V'I1\9lQ~'U"lleJ\I~'Jt.Ji6'11~ty (Certification of analysis of drug 

s u bsta nee) m m 'U f11'j~~\9l tJ1~'U~~\I b ~'U~'Jel ~1\1~\l"llel\le.r ~~\91 tJ1 bb(;'lgj ~ ~~\9ll\9lt1~'\J ' ~ ~ ' 
\v . ~'Je:J~1\It.l1 

\v.® ~ b?l'UeJ'j1fl1~el\I~\I~'Jel~1\ltJ1el~1\ltleltJ ct vials ~\I b tl'U~'J bb 'Vl'Ubb?l~\l'j1tJ(;'l~ bat.J~ 1vl'm'Utl'J'U\911~~n1Vl'U~ 
~ 

1 'U~'JoUeJflru?l~D~~'J 1 'Li-tl1\119l'U 1 'Ul'U~'U b?l'UeJ'j1fl1 1~ t.Jm t.J"lle:J\1 t.J1"ll eJ\1 Lot.~~~ ~'Ub?l'Um1fl1~ ~ ~eJ\Ii1eJ1t.JoU'U~1 n 
' ' ' 

l'U~~~\91 hl~1f1f1l1 (9) tJ 1 'Ul'U'li'j~fld~'j1fl1 
m. ~el\1~1'Uf11'j'VJ~?lel'Uvl1'UfntJ.fn'V'I.fntJ 1 'U 1 'j\I'V'Itl1'\J1(;'! 

cs:. f11'j'li'jgjfl'U~rum'V'I"lleJ\Itl1~~\l~eJ'U 
CS:.® m~"lle:J\ItJ1~~\I~eJ'U~eJ\I i1m~1~mnn11 (9) tJ tl'U~1f1l'U~~~\9l 

CS:. \v tJ1'Vlf1\I'J~~~\I~el'U ~gj~eJ\I~\16'11b 'U1fl1'V'Iri1t.J 1 'U{'lJ'jeJ\1 ~(;'! f11'j(9l'j'J~l bfl'j1gj,ftJ1~'U~?i\l~el'U"llel\l~~~ \91 
' ' ~ 

bb(;'l~ 1 'Ulbfl'j1~,f--r\9lt1~'U"llel\l~~~\9l-r\9lt1~'Um .u~ ~\9ltJ1~'U~~\I~e:J'U 
q 'U " " 

CS:.m 1 'U mru~Vltl'J tJ'j1"1J f11'j'Vll f11 'j~~ ~d eJ ~1\1 m~?i\1~ el'U b ~ el~ \1\91 'j'J~l bfl'j1gj,ffl tl.Jf\1'1/'1 Vltl'J tJ 'j1"1J n'J'j~gj 
' ' 

vl1Vltl\l?l el~el\1"11 eJ ~d eJ ~ 1\1 tJ1 1~ tJ ~"ll1 tJ ~gj~ el\1~ \1 tJ1 b ~~~ fl\911~~ 1'U'J'U~Vltl'J tJ 'j1"1Jf11'j?i\l \91 'j'J~l bfl'j1~,f bb(;'l ~ b ~'U 
~ 

~-r'U~~"Ue:J'U~11-ff~1tJ 1 'Uf11'j\9l'j'J~1bm1gj,fflrum'V'I1 'Wmru~'V'I'Ul1tJ11~ b tl'W 1 'lil9l1~flru~ f1'1;ru~bi)'V'I1gj Vltl'J t.J'j1"1Jf11'j 
~ ' ' < "' 
"lleJ?l\I'J'U~'Vl51~{u~~1'jtl.J1f11'j b?l'U eJ'j1fl1 t.J1 ~\lnci11"ll eJ\I~"ll1 tJ bb(;'l ~/Vl~eJ~ ~ ~ \911 'Ufl{\1~ e1 1 tl 

~ ~ 

t~ 11 v v a 1d d 1 t1 a. d ~ d v a I cs:.cs: m?l'Wm1fl1 (~"ll1t.J) ~~\9leJ\I'j'\Jbu(;'ltJ'UtJ1b~eJt.J1 fl(;'l'Vl~~mt.J VJ'jm~mn~f11'jb?leJ~?lm'V'I~'Jt.Ju'jgjf11'j 
~ ~ ' 

1~ 1 neJ'Un1Vl'U~ 1~t.J1~i1b~eJ'U1"ll 

t2~~ 
~............. ~'j'j~f11'j 

('U1tJ ~'Ut.J\1 1 "UtJ t.J\Ifl) 



~.<t ~'IJ1E.J'<il~~m6'f~:Uel'U 1m 1~'VHJ1'\J1~.fl1E.J 1 'U (§)<t l'U lJ'IJ~~bb~1~~'U 1 'I.Ji~~el 
'IJ - • 

~-o ~'IJ1E.J~'UE.JeJ:u 1 ~~~eJE.Jm~n~tlJtlJ1neJ'U~tlJtlJ1'<il~~'U~~ 1 'Umru~a 1 ud 
~.b.(§) b U'U11E.Jf111~iif111~'<il11tu1~~E.J1BBf1'<il1f1Ut1j~'IJB~ b1~'VW1'1J1~ 
~-b.\v ~~ f111~ mn 1ll ~ 1~ () ~'UEJ'U~~ f1111.U'<il1 flbb 'V'l'Vl8 en .u () 1 bb~~ii'Vl~ f1~1'U~'U EJ'U'Vl1~ f111 bb 'V'l'Vl8 

'IJ ... 

Vl~Bii11E.J~1'U ADR B~1~1'Ubb1~ 
' 

~-b.rn 'V'l'IJ'Uru'Vl1~ m~J·ru~1tl bb 'IJ'IJE.J1Vl~am'IJ'U~'IJ11'<il b U'U6'f1 b'Vl\?11 ~bn~m1:wflm~ bfi~B'U'Vl1~m~ 
QJ 'V q q 

ci~~~ m~'Vl'IJ ~am1~mn~u1 E.J 1~E.Jih1 E.J~1'Utlru'Vl1'<il1f1~ b~ E.J1-lla~ ti''IJ m11.U m 
'IJ ~ 'IJ 

~.e'JI ~a~iif1116'ftJ'IJ6'f'U'U sensitivity disc 'IJeJ-:l~1m 1~E.J1lifi~:u~rh1 ~tl'IJ b~'V'1E.J1'U1~1?l~B~mE.J61runl1 q '\J , 9,/g~ 

d 
<f. bBf16'f11B'Ui 

<f.(§) 1tJmru~'U'Vl~bUE.J'UE.J1:1.J1'U1'Uf1l1 I!? tJ '<il~~a~ii~1b'U1.fl1'1"1~1E.J~~f111~m~nlong term stability 

m:u~~'Ub ~:u b~:u 1 'U'Vl~ b ti E.J'UE.J1:1.J1 bb6'f~~ 
cr.~v 1 'Umru~'U'Vl~ b ti E.J'UE.J1m11a E.J n11 1v tJ '<il~~a~ii~1 b 'U1m'V'lri1E.J~~ f111~f1'\~1fi11:Ufi~~1'1JB~ml?l1:U~ 

~'Ub ~:Ub~:U 1 'U'Vl~bU E.J'U:U1bb6'f~~ bb~~ 1~~'1Jf111~~'U1:U~'U1B~bBf16'f11'<il1f1~iie)1'U1'<il'IJB~'IJ~~'Vl 
'IJ 

b f111tl1~bil'Urhtl1~~'VlB.fl1'1"1~B11fl1 (Price Performance) 11E.J~~b~E.J~\?11:UbBf16'f11U1~mm1fl1 

Q_r~ 
~-········· f111:Uf111 

('U1E.J~'U(J~ 1'1JE.J(J~fl) 


