
fJWiiYn~ru:mwn::"lleNifl1 Azithromycin <roo mg Rowder for injection l':i.:I'Wf.I1'U1i'l~eJma~ 

~e:lf.l1 Azithromycin <too mg powder for injection 

fH1J?I1J'U1J«111) 
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(9). b\J'U~-:~cn'I.J~11"1"il1m ~eJ~M1Vl~'U5~ 
tv. 'I.J~~flel'U~bCJ~1CJ1 Azithromycin <too mg 1'WCJ1 C9l vial 
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Finished product specification : &ithrqmycin <too mg powder for injectiqn USP 

C9l. Identification test 

tv. Assay 

Q1. Uniformity of dosage units 

cs::. Impurities 

Azithromycin N-oxide 

Desosaminylazithromycin 

N-Demethylazithromycin 

ct. Impurities (if present) 

Formamido analog 

Methylformamido analog 

Q1' -De(dimethylamino)-Q1' -oxoazithromycin 

Any other unspecified impurity 

Total impurities 

b. Bacterial Endotoxins /pyrogen test 

b']}. Sterility test 

~. Particulate matter 

0!. pH 

C9lo. Water Determination 

~ 
···························· th~51'Ufl)~1Jfl11 
('W1CJ'4tyCJ-:~r1 ~~~1~~ru~"G'l) 

Meets the requirement 

0!o.O-C9lC9lo.o% LA 

Meets the requirement 

NMT C9l.o% 

NMT O.Q1% 

NMT C9l.o% 

NMT C9l.o% 

NMT C9l.o% 

NMT C9l.o% 

NMT o.tv% 

NMT Q1.o% 

Meets the requirement 

Meets the requirement 

Meets the requirement 

b.CS::-b.~ 

NMT tv.o% 

fo-~ 
........................ fl)~1Jfl1~ 

('U1CJV'UCJ-:~ 1'1Jc.~c.~-:~r1) 



Drug substance S!=lecification : Azithromycin usp 
®. Identification test 

~.Assay 

Q'l, Impurities Inorganic impurities 

Residue on ignition 

Heavy metals 

cs:. Impurities Organic impurities 

Desosa m inylazith romyci n 

N-Demethylazithromycin 

Total impurities 

ct. Optical Rotation 

b. Crystallinity 

{)1}. pH 

~. Water Determination 

Anhydrous 

Dihydrate 

Monohydrate 

ri. Loss on drying 

Meets the requirement 

riCS:ct mcg-®,oQ'lo meg of azithromycin 

per mg (calculated on anhydrous basis) 

NMT O.Q'l% 

NMT ~ct ppm 

NMT o.Q'l% 

NMTo.{l)}% 

NMT Q'l.o% 

-CS:cf0 to -CS:ri0 at ~o0 

Meets the requirement 

ti.0-®®.0 

NMT~.o% 

CS::.o-ct.o% 

®.~-CS:.o% 

CS:.o%-b.ct% 

. ' ®. er b"'U~i'1fl1~~.:~ ~'U'h b 'U1fl1~ri1CJ b~n"1i' ~~m.Jmt.~ri~~~1''Ui'~.:~ b~n"1i' 1~ t1 errirl1'U1"iii'1t.~G"l~ ba CJ~~.:~-d' 
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®. ® b~f1"1i'f11i' 1~1''\J~~ ty11'l~'UV1~ b D CJ'U~h1''U CJ1 b ~~"il1VIt.htJ 1 'U't.h~ b Vll'l1 VltJ bb6"1~611bb~.:J( declare)bb VI~ .:Jr..!~ 1'1 

®.®.® L'U6111"i'tymi'~'UVJ~b.Ut.~'U~h1''Um (VJCJ.~ VltJ.Q'l Vlt.~.cs:) bb!K'dbbl?lmru, m~r..J~I'lL'U'lh~bVll'l 
1Vlt.~ (VImCJ5.:~ VJCJ.~),m'l11boU1b~mtl'Umi'bb'tJ.:~'Ui'i'"ii(VI:w1t.~5.:~ VJCJ.Q'l), m'l11boUi"ii1nl?l1-:~'lh~bVll'l (VI:w1t.~5.:~ Vlt.~.cs:) • 

(9).(9).~ L'Url1"1J~~'UVl~bDtJ'UtJ1 VltJ.® VI~~ tJ.® "1J~.:ItJ1~b"'U~i'1fl1 ~~~:Wi'1tJG"l~bBtJ~~'doU~f11i' 
fl'd'U~:W~tufi1~"1J~.:Ir..J~I'lJl ru~l'l1:W~~'UV1~ b tj tJ'U (finished product specification) mru~ ~i'~Vl'J1.:1 f11i' 

b '\J~CJ'Ubb '\JG"J.:Jbbm "1l b~:W b~:W"ii~~~.:Jbb 'U'U b~n"1i'VI~~611b 'U1fi1Ylri1CJf11i'"1lmbm "1l (CJ.ct) :w1~~~:w finished product 

specification bbG"l~/VI~~ Drug substance specifi(ation 1~CJ"1lmbm"1ln~ur'Uui'~f111'!Ui'~m~i'1fl1~ib~nVli'e:J'iJm~ 

bbG"l~ hJbn'U ~ tJ ru 1'U'\Ji'~ml'l'\Ji'~m~i'1fl1Bb~nVli'~'iJm1 . 

~ f1i'i':Wf11i' 

('U1tJ~'UtJ.:J 1"1ltJtJ.:!rl) 



(9).\v belf16'111-r'U':iel.:J:W1\1l'Hi1'Uf111~~\11~1 
"" 

(9). \v.(9) mru~~~\11 ~11 'UD':i~b Vl!3!1 Vl~ ~~~11l'<il~~eJ.:Ji:i61'1 b 'U1fl1'W~1 ~VItJ.:!~eJ-r'U':ieJ.:!:W1 11l'Hi1'U f111~~ 111 
~ "" 

m1111:WVJ~mnrusvi'1firn;i~~\1l~~il1..!fl11~~11lm PIC/S (pharmaceutical Inspection Co-operation Scheme) 1~w 
vr'l11t!.:J1'U PIC/S participating authorities vr~BiibeJf16'111-r'U':ieJ.:J:W111l':i.;J"1'Ufl11~~111~11111:WVJ~mnrusvi'm'l~1fim1~~ 
1 'Uf111~~111 ~1-um61'1t! f1-:J1'Uflru~m':i:Wf11':iel1VJ1':ibb~~~1 m~Vl':i1-:J6'1151':iru~-u ~.:~n1vr'U~~'U 1~ t~iim1:W6'feJ~fl"'eJ.:J 
bb~~VI~bVit~:wnuvr~mnrusvi' bb~~ifim1~m 'Uf11':i~~111m PI CIS 1 'UVJ:W1~tJ1~b6'f'UB"U1tJ uuu~1~~m:w':iB'Uf111 
11111'<il6'1Bu1~t~ii~~n11-ru1B.:~~.:~1'U'IJ1~n1!3!'1J1~n1~11fl1Bb~nVJ1Btin~ 

(9). 1v. 1v n 1ru b tJ 'U~ 11.!1 b oU' 1'<il 1 nl?i1.:~'1J1 ~ b Vl !31 er ~ ~ 111 ~ e1.:~ ii vrt! .:~ ~e161'1 b 'U 1 fl1'W~ 1 tJ vrt!.:~ ~ e1 -ru 1e1.:~ 
~ 

:W111l':i~1'Ufl11~~11lti11111:WVJ~mmusv115~m 'Ufl11~~11lt:J1 PIC/5 (pharmaceutical Inspection Co-operation 

Scheme) 1~t~vr'l11t:J-:!1'U PI CIS participating authorities Y.lU'U~1~~m:W':ieJ'Uf11111111'<il6'feJ'U 1~t:Jii~~m':i-r'U':ieJ.:J~.:J 

1'U'IJ':i~m!3l'th~m~11mBb~nV11Btin~ vr~Bm~l1l~B~:fi'W bb~'Jbbl?imru 
d 

@).Ql beJf16'11':ifltufl1'W"Um tJ1Vl b6'f'UB':i1fl1 • 
@).Ql.@) ~~f11111111'<ilibfl':i1~~~rufl1'W~~\1l.tlrusvi't~161'1b~"il~'IJ-ueJ.:~~~~\11 (Certification of analysis 

of finish product) 1'Umi'U~6'i.:~b'IJ'U~'JeJ~1-:J 
@).Ql.\v ~~fl1111l':i1'<ilibfl':i1~~~rufl1'Wl\1l~~'U"UeJ-:!~1tJ1G'111ilty (Certification of analysis of drug 

substance) mm'Ufl11~~\1lt:J1~'U~6'i.:~btl'U~'Jel~1-:J~.:J"Uel.:Jer~~\1lmbb~~er~~\1ll\1ltJ~'U 
q " \J , 

1v . ~1e1~1.:~m 

\v.(9) ~b6'f'Um1m~B.:~6'i.:~~1B~1.:~mB~1.:~uBt~ ct: vials ~.:~ btl'U~1 bb V1'Ubb6'1~.:~11t1~~ bBtJ~ 1~fl1'Utl1'U1111:w~n1vr'U~ 
1 'U~1oUBflru6'f:uu~~1 1 'I.JoU1-:J~'U 1 'Ul'U~'Ub6'f'UB':i1fl1 1~ tJm tJ"UeJ.:Jti1"Um Lot. ~'<il~ ~'Ub6'f'Uel':i1fl1'<il~~B.:Jiimt~t!u'<il1f1 • • • 
l'U~~~\11 hJ:w1f1f1l1 (9) tJ 1'U1'U'IJ':i~f11~11fl1 

Ql. ~m~1'Ufl11Vl~6'feJ'U~1'Ufl1t:Jfl1'Wfl1t:J1 'U 1 1.:1'Wmu1~ 

cs:. m1'1J1~ n'Uflrum-w-ueJ.:~ tJ1~6'i.:~:wBu • 
cs::.@) m~-umm~G'i.:~:weJ'U~B.:~ iim~hJ:w1nn'i1 (9) tJ tJ'U'<il1f11'U~~~111 

cs:. \v ti1Vl f1.:!1 ~~6'1-:J:Wel'\.J '<iJ ~~eJ.:~6'i.:~G'11 b 'U 1fl1'W~1 tJ 1 '\J-r'U':iel.:J ~~ fl11\1111'<il1 bfl11 ~~tl1 ~'U~G'i.:~:weJ'U"Uel.:J ~ ~~ \11 . . ~ 

bb~~ 1 'U1 bfl11~~-r \1lt;l~'IJ"Uel.:J~ ~~ \1ll\1ltJ~'Um .;r~~\11 tJ1~'U~6'i.:~:weJ'U 
q \J 1 q 

CS::.Ql 1 'U mru~vr'l11 tl11"1lfl11vl1 fl116'i:W ~'del ~h.:~ tl1~6'i.:~:weJ'U b ~eJG'i.:Jm'J '<ili bfl11~~flrufl1'W vr'l11 tl11"1lfl1':i'<il~ • • 
'Yl1vrtT.:~~B¥B.:~-ueJ ~1 e1 ~1.:~ tJ1 1~ t1 ~-u1 tJ'<il~~eJ.:~G'i.:~ tJ1 b ~:wB f11111:W"il1'U1'U~vr'l11 ti11"1lfl116'i.:~m1 '<ili bfl':i1~~bb~~ b U'U 

~ 

~-r'U~~"IleJ'U~11-if~1tJ 1 'Ufl1111111'<il1 bfl':i1~~flrum-w 1 'Umru~'W'Ul1t:J11~ b tl'U 1 'IJ1111:wflru~m~ru~bu'W1~ vr'l11t~':i1"1lfl11 
~ . . 
-ue:J6'f.:~'J'U~V1B1~-ru~'<il11ru1m':ib6'f'Um1fl1 m~.:~n~11-ue:J.:~~-u1t:.1 bb~~~vr~e:J~~~ 1111 'Ufl#.:~l?ieJ 1 'IJ 

~ ~ 

cs:.cs: ~ b6'f'Uel':i1fl1 (~"1!1tJ) '<il~~e:J.:~-r'U b 'IJ~tJ'UtJ1 b~e:Jm 1n~vr:w~mtJ vr~m~mfi~m':ib~B:W6'ffl1'W~ht~'IJ':i~m':i 
~ ~ . 

1~1rle:J'Ufl1VI'U~ 1~tJ1~i:ib~e:J'U1"U 

~~f1':i':i:Wfl11 
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~-~ ~'lJ1tJ~~~a\l?l\l:wa'U 1-m ';i\I'VW1'U1~i11tJ 1 'U (9)~ -r'4 u'U~\Ibb~1~-r'U 1 'Ui\l~a 
~-b ~'ll1tJ EJ'UtJeJ:w 1 ~~~atJm~m1'tyty1na'U61f!lf!l1~~~'U~I?l1 'Umru~a hl-d' 

~-b.C9l b U'U';i1tJf11';j~i1m';j-w~1';iru1~1?ltJ1eJeJf1~1n'IJty~'lleJ\11 ';i\l~tJ1'U1~ 
~.b.lv ~~m';i1'm~nhi~ 11?ltJ~'UEJ'U~~m';i1-d'~1f1bb~'Vl~m-d'mbb~~i1vr~mn'U~'UEJ'U'V11\If11';ibb~'Vl~ 

'U ... 

V!~eJi1-;i1tJ\11'U ADR el~1\l-;i'Ubb -;i\1 , 
~-b.m ~uu ruvr1~ m~ru~';itl bb 'U'U tJ1vr~am-u'U~'lJ';j';jlil b tlu6'11 b vr~ 1 ~bnl?l fl'l1:Wflml?l bfl~ a'U'V11\I tJ1~ 

Ql cu '11 " 

?l\l~~m~'Vl'U~eJm';i1'm~n~thtJ 11?ltJi1';i1tJ\11'U'uruvr1~1f1~b~tJ'l~eJ\In'Um11<U'tJ1 
'U v 'U 

~-g)} ~eJ\Ii1f1116'1U'U6'f'U'U sensitivity disc 'lleJ\I~'ltJ111?ltJ 1:Wfil?l:W~fh 1 Vin'U 11\l~tJ1'U1~~~eJI?leJ1tJ61f1 1tu1 
, " , 0~ Ql 

al 
~- beltl6'111el'U 1 

~.C9l 1'Umru~'U'Vl~bDtJ'UtJ1:w1'U1'Uf111 lv tJ ~~~a\li1?l'1b'U1i11~ri1tJ~~m1~mnLong term stability 

~1:W~~'Ub ~:w b~:W 1 'U'Vl~ b '(j tJ'UtJ11J1 bb6'1\?l\l 

~.lv 1 'Umru~'U'Vl~ b '(J tJ'UtJ1m11a tJn11 1v tJ ~~~mi1?l'1 b'U1i11~ri1tJ ~~ m1~mnm1:Wfl\l~'l'lleJ\ItJ1m:w~ 
~'Ub ~:w b~:W 1 'U'Vl~ b '(j tJ'U:J.J1 bb6'1 I?\ \I bb~~ 1~1''\J f111~\I'U1111''U1el\l belf16'111~1f1~i1e:l1'U1~'llel\I'U~~'Vl 

'U 

b tl1-;itl1~bi1w•htl1~~'V15i11~~e:J11fl1 (Price Performance) 11tJ~~bBtJI?lm:WbeJf16'111'l.b~mm1fl1 

~~f111:Wtl11 
('U1tJ~'UtJ\11'1JtJtJ\I!"i) 


