
~'U'U'J1tJfl1'Jbb~~flru~rn~ru~btl'l"l1~m Tigecycline ~o mg/via\ for injection for injection 

.. 
lliliD Tigecycline c:to mg/vial for injection 

fl ru ?llJD~~ 1hJ 
' " 

(9) . b th.J~\1 mtJ"J11"1"il1 n b '1lmhVl~'U5{;) b oU1Vl1\IVI~ eJ(;) b~ eJ(;)~1 

tv. U'J~fleJ'U~1tJI911m Tigecycline c:to mg lu C9l vial. 

bn . 'U'J'J"il 1 'U.fl1'tJ'U~'U'J'J"il m5{;)U'J11"l"il1m ~eJ'tJti(;)bbtl1 bb~~'U'J'J"ilirru~'IJeJ\Ifl'Ubb?l\1 
' ' ' 

- 'J~'U~eJm ~1'Uth~fleJ'U~1tJ1611ri'ru fl11lJbb 1\1 i''Ll-b~eJ'U-\1~ ~~{;), VllJ(;)eJltJ , q;.o , 

b~'tl~~~l'l, b~'tlVl~b UtJ'U\?\'1~'U m 11eJ~1\IoU{;l b"il'U'U'U'U'J'J"ilJl ru~ 
' 

- 'U'U.fl1'tl'U~'U 11"ileJ ~1\l"iJeJ tJI'i'~\I'J~'U~eJ tJ1 ~eJ m1A'1 ~1'UU1~ n eJ'U bb~ ~'tl'U1{;) 
' ' 

fl11lJbb 1\l'tleJ\ItJ1 b~'tl~~~l'l 1'U'VIlJ(;)eJ1tJ Hi{;) b"il'U 
' 

Finished product specification : Tigecycline c:to mg/ vial for injection USP bn~ 

C9l . Identification Test 1'111"il~1'U 

tv. tJ~lJ1rul911m611At1J ~b.o-C9lC9lb.oo/o L.A. 

bn. pH 

c:s:. Bacterial Endotoxins 

c:t. Sterility test 

b . Particulate matter 

b'll. Uniformity of dosage unit 

~. Impurities 

Drug substance specification : Tigecycline 

C9l. Identification Test 

tv . Assay 

bn. Impurities 

c:s:. pH 

bn.C9l Residue on ignition 

bn.tv Organic Impurities 

c:t. Water determination 

b . Optical Rotation 

b'll. Bacterial endotoxins 

C:S:.c:t-c:t.c:t 

NMT C9l .b'llc:t -USP endotoxin units/mg 

l'l'J1"il~1'U 

' 
1'111"il~1'U 

' d 'I 
l'l'J1"il~1'UI'11lJVl'J~1_J b'U finished product specification 

1'111"il~1'U 

~b'll.oo/o - C9loho o/o 

NMT o.C9lo/o 

l'l'J1"il~1'UI'lllJ~1~'41'U drug substance specification 

b'll.b'll - ~ .tv 

NMT hc:to/o 

-tvr:£o0 to -tvC9lc:ro on the anhydrous 

and solvent-free basis 

NMT C9l USP Endotoxin unit/mg of tigecycline 

tJ1~51'Ufl'J'JlJfl11 ... ... ................ ... . m1lJfl11 ~~ fl'J'Jljfl1'J 

('U1tJ~'UtJ\11'tltJtJ\Ifl) ('U1m)'UVJ'(l~ 'l"l~m.n) ('U1\I{;l'Jru 1~tJ~~) 
" ' ' 



Vl111t.Jb'VI~ , 
~'"JoU€1 Uniformity of dosage unit s 1~mJtJbtlf16'11'Hb6'f~~"nt.J~~b~CJ~~~f11~~·n"il1bfl~1~~ 

'llnniJ1~bb-.(]~~1t.J~~b~CJ~~bU'UI'l1b~'ll11t'W COA 

mru"il~Vl~bUCJ'Ubb4~m~bl'U (waive) m~m1"illbfl~1~~~1t.Jm~1~ 1~~'Ubb6'f~~VI~mn'W~~n~11 
"' 

~1~~tJ€1'U~~~'"JCJ , 
Drug substance specification ~"il1~tu1"il1f11tJ1bm1~~'1Jtl~~~~~ Drug substance Vl~t~1tJ 

lbfl~1~~ druo substance '1Jti~~~~~CJ1~1b~"ilTU QUtJ1~tHJtJVI~~ ~~~m~m'"J"illbm1~~m'U 
::. 'IJ 'IJ 

v i.l d 0 

Vl f1VI1'1J€1Vl f11VI'U ~ , 

(9). ~ b6'f'U m1m\il €1~ ~'U~1 b 'U1.f\1'V'I~1t.J b t1 nm ~ 'V'1~t111m t.J~ tl~tl~tJ ~€1~ btl f16'11~ 1~ t.1 ~~eJ1'U 1"il ~1 t.J~ ~ b~ t.1 ~ ~~d 
(9). C9l btlf16'11~f11~ 1~~tJ€1'U ru1~~'UVl~bU CJ'U~ 1~tJCJ1b ~ m) 1VIU1CJ 1 'UU~~b Vl~1 Vlt.J bb~~~1bb~~(declare)bb'VI~~~~ ~ , ..., 

(9).(9).(9) 1tJ~1fi'qJm~~'UVl~bUCJ'U~1~tJCJ1 (Vlt.J .Iv Vlt.J.m Vlt.J.~) bb~'"Jbb~mru, m~~~~1'W'\J~~bVl~1Vlt.J 
(V1111t.~Ci~ Vlt.J . ~v),m111 b .U1 b ~m U'Um~bb u~tJ~~"il(V1111t.~Ci~ Vlt.J .m), m111b'u1"il1n~1~'\J~~ b Vl~ (V1111t.~Ci~ Vlt.J .~) , 

1 0 11 ~ dll d ll .ej Q,J il 

(9).(9) . \v tJfl1'1Jti'1J'UVl~btJCJ'Ut.l1 Vlt.I.C9l Vl~€1 CJ.C9l '1Jti~CJ1Vlb6'f'Um1m 'V'I~tl11~1t.J~~btlt.J~V11'1Jtlf11~ 

fldtJf111fltu.f\1'V'I'1Jti~~~~Jl'rusv1~111~~'UVl~ b U CJ'U (finished product specification) mrumJ~~VI11~f11~ b U~ CJ'Ubb U~~ , , 'IJ 

bbm '1lb~11b~11"il~\ilt~~ bb 'UtJ btlf16'11~VI~tl~1b'U1.f\1'V'I~1t.Jf11~'1lmbm '1J (t.J .ct) 111'\AI~€111 finished product specification 

bb~~/VI~€1 Drug substance specification 1~t.J'llmbm'1lnt~'W1'W'\J~~m~'\J~~m~~1fl1Bb~f1Vl~tli'Jm~ bb~~ hld1'W 1v u 
ru1'W'\J~~n1~'\J~~n1~~1fl1Bb~nVl~t~i'Jn~ 

(9) . \v b t1 nm ~~tJ~€1~111 m:o1'U m ~~ ~ ~ t.J1 
"' 

C9l .'v.C9l mru~~~~t.J11 'UU~~bVl~1 Vlt.J ~~~~"il~\il€1~~~1b 'U1.f\1'V'I~1t.JVI1Y~~tl~tJ~€1~111m:01'Uf11~~~~ 
'IJ "' 

CJ1~111VI~mnrusv115m~~~~~~'Uf11~~~~CJ1 PIC/S (pharmaceutical Inspection Co-operation Scheme) 1~t.J 
VIU\l CJ~1'U PI CIS participating authorities Vl~€1~ btlf16'11~~tJ~€1~111m~1'Uf11~~~ ~ t.J1~111VI~ mnrusv1 bb~~15m~V1~ 

1 'U f11~~~ ~ CJ1'1J€1~~11J' f1~1'U fltu~ m~11 f11~€11VI1~ bb~ ~ CJ1 m~Vl~1~6'1151 ~tu6'1'1J ~~ fl 1VI'U ~~'U 1~ CJ~ fl11116'f€1 ~ fl ~€1~ bb~ ~ , 
VI~ b V1 t.JWltJVI~ mnrusv1 bb~ ~15m~~~1 'U m~~~ \91 t.J1 PI CIS 1 'UVI111~ m~b6'f'Uti'1J1 t.1 uUtJ~16'f ~m11~t1tJ f11~\91~1"il6'ftltJ , 
1~t.~~~~n1~~tJ~t~~5~1'W'\J~~n1~'\J~~n1~~11"11Bb~nVl~t~i'Jn~ 

(9).\v.\v mrub U'UCJ1111 b oU1"il1f1~1~U~~ b Vl~ ~~~ \91\ilti~~VIU~~€1~1 b 'U1.f\1'V'I~1CJVI1!~~€1~tJ~€1~1!1(9)~:01'U 
'IJ "' 

f11~~~\9lt.I1\91111VI~mnrusv115~~1 'Uf11~~~\9lt.J1 PI CIS (pharmaceutical Inspection Co-operation Scheme) 1~t.J 
VIU'"J CJ~1'U PI CIS participat ing authorities QUtJ~1~~\91111~tltJf11~\91~1"il6'ftltJ 1~ CJ~~~ f11~~tJ~€1~5~1'U'\J~~f11~ 

'\J~~mm1mBb~nVl~t~i'Jn~ Vl~t~mt.J\9l~t~~~'V'I bb~'"Jbb~mru , . 

C9l.m .C9l ~~m~m1"il1 bm1~'1-4fltu.f\1'V'I~~ \91 Jltusv1t.J1~1b ~"il~U'll€1~~~~~ (Certification of analysis 
, 'IJ 'IJ 

of finish product) 1'Wt.J11'U~~~bU'UI'l1€1~1~ 
C9l.m.lv ~~f11~~~1"il1bm1~~~rum'V'I1~~~tJ'1Jt1~1'11t.l1~1fl'IJ (Certification of analysis of drug 

substance) m m 'Uf11~~~(9) CJ1~'U~~~btl'UI'l1€1 ~1~~~'1J€1~~~~(9) CJ1bb~~~~~\911\9lt1~tJ 
. , \1 \1 , 

'\J~~li1'Um~11f11~ 000000000000 00 0000000000 m~11m~ 9-~ OOOOOO OO oo oo ooOOOOOOooOO - m~11m1 

('U1 ('U1~mru 1 u~~) , ('U1t.J~'Ut.J~ ht.~t.~~ri) 



® . 1'1Te:J~1'ltn 

®.® ~b?lt!eJ'nrn~Pl'e:~'l~'ll'l':re:J~l'ltneJ~l'l,J'e:m cr vials ~'l b ~t!l'll bb 'Vlt!bb?l~'l11V~~b~V~ 1~mu~ltl\9l1~~rhvtt!~ 1 t! 
~ . . 

vh.Ve:~ At\J?l~D~~l1 UoVl'l~Pl't~ 1 t!lt!~t!"lleJ'l b?lt!ml m 1~ v m V'1JeJ'l V1'1JeJ'l Lot. ~"ii ~ ~t!b?lt!mlm"ii~ rJl eJ'l~m m.!'U"i11 fl 
q . q 'I 

1t~~e.J~\9l 1jj~1flfll1 (9) tJ 1t~1t~u1~fll~11A1"1 
m. \PleJ'l~1t!f\11'Vl~?leJU\i)1t!f\1V.fl1'V'J.fl1V 1 t! 1 1'l'V'JV1U1~ 

CS:::. f\11U1~tl\JAru.fl1'V'J'1JeJ'ltn~~'l~eJU 
' 

cs:::.(9) eJ1V'1JeJ'lV1~~'l~eJu~Ple:~'l ~e.nv1jj~1flfll1 (9) tJ ,.ru"i11fl1t~~e.J~\9l 
' ' 

CS:::.® Vl'Vlfl'll ~~~'l~eJU "i1~\?leJ'l~'l~1 b t!1.fl1'V'J~1V 1 'U-r'U1eJ'le.J~ f\11\9l1l"i1l bf111~~tJ1'~t!~~'l~eJ'U'1JeJ'l~e.J~\9l 
' ' ~ 

bb~~ 1 Ul bm1~~l\9l11~U'1JeJ'l~e.J~\9ll\9l11~Um oVe.J~\91 Vl~t!~~'l~eJ'U 
'I "' q q 

CS:::. m 1 t! m ru~vn.h V11'1J f\11ovl1 f\11~~ l'lleJ ~l'l Vl~~'l~eJU b ~eJ~'l ml"iil bml~~fl ill.fll'V'J Vn.h m1'1J f\11"\1 ~ ovll 
' ' 

Vl,_r'l ~eJ ~eJ'l'1JeJ I'll eJ ~ l'l V 1 1~ V ~'1J1 V"ii ~ \Pl eJ'l~'l V 1 b ~~ ~ fl \911~~ 1\Jltl~W,h V 11'1l f\11~ 'l \91 1l "iil bfl'jl~~ bb~ ~bUt! 
~ 

~-ru~~'1leJ'Urh1oV'~1v1 t~fl11\9l1l"i1i bA11~~Aru.fl1'V'J 1 t~mru~'V'JUllm 1jjb~t! 1 U\9l1~Aru~m~ru~bu'V'J1~ mllv11'1Jm1 
~ ' ' < v 

'1JeJ?l'llt!~'Vl51jj-ru~"i111ru1m1b?lt!eJ11A1 v1191'lfl~1l'1JeJ'l~'1J1V bb~ ~/Vl~eJ~e.J~\91 1 t~A-r'l~eJ 1 u 
~ ~ 

cs:::.cs::: Vl1fi'V'J'Ul1V11'll1~~?1m'V'J'Vl1'l~~fl~ Vl~mA~ bU~ Vt!bb u~'l1 u Vl~eJ.fl1VVl~'lfl11~'l\9l1l"i1l bml~~ m\1 

'V'J'Ul1\9lflm\9l1Jj1t! 1 t!oVeJ 1~oVeJVl~'l u~~'Vl"ii~~Ple:~'l-ruf'lt~m Lot. 191-:Jfl~ll bb~~'IJ~ 1.Vb~t!V1 Lot. 1 Vljj~~1t!fl11\9l1l"i1 
A rum'V'J "iil fl?l mt~ ~ \91 1~.V eJ b'll . m m~u~~l ru~i 'l~m~'lVl~ ~ bb~ ~A ru~ m1~ m 1'1J eJ ?l'llt!~'Vl ~~ "i1 ~ v m~ fl ~ ruru 1"\1 ~~ eJ 

q • v v 

"i1~'1J1 (J~ovll nu'U ~~'Vl bb~ ~?11~1111 ~ ~~eJ (11"\11 fi'U~~'Vl~t! 1\i)~t!Vl 
CS:::.cf ~'1J1V"i1~\PleJ'l-ru b U~ Vt!tnb~eJ tn 1n~Vl~~eJ1V Vl~eJ b~eJ bfl~f\11b~eJ~?l.fl1'V'JrleJt! rl1Vlt!~ 

~ ' 
CS:::.b ~'1J1V"i1~\PleJ'l~'l~eJ'U 1 vfh'l'V'J(Jl'U1~.fl1V 1 t! ®<f lt! ,_r'U~'lbb~1(i)-ru 1 ui'l~eJ 

~ 

CS:::.b'll ~'1J1V~t!VeJ~ 1,X~~eJVflb~fl~filfil1rleJt!~filfil1"i1~~t!?l~ 1 t~mru~eJ 1 ud 
'U \J v v v v q 

cs:::.b'll. (9) b Ut!11vm1~~ m1Yl"il11ru11'l~meJeJfl"i11fiDtkJ~'1leJ'l1 1-:J'V'J tn'Ul~ 
CS:::.b'll . ® e.J ~ f\11-rm~n 1jj~ 1~ () ~t!cJt!e.J~ f\11 1oV"i11 flbb 'V'J'Vl6 m .Vm bb~~~Vl~ milt! ~t!cJt!'Vll'lf\11 bb 'V'J'Vl6 

~ "" 
Vl~eJ~11V'l1t! ADR eJ~1'l1t!bb 1'l 

' 
CS:::.b'll.m 'V'J'UUfilVll~ m~ru~1u bb U'U V1Vl~eJ.fl1'1ltl~'U11"i1 b Ut!?11 b Vl\91 11Xbi'l~m1~Am~ bfl~ Bt!'Vll'l m~ 

v \I q q 

~'le.J~m~'VlU~eJf\11-rm~l~'lh V 1~V~11 V'l1t!Ufi!Vl1"i11fl~ b~ VloVeJ'lnU f\11 1oV'm 
~ ., ~ 

cs::: . ~ l?le:~~~fl11?1,.r'U?l~t! sensitivity disc '1JB'll'llcn1~v 1jjfi~~~rh11Xn'U h'l'V'JV1'U1~\9l~eJ~m~~tkltkJ1 

cr. beJfl?111~t! 1 
tr.® 1t~mru~t!'Vl~bDVt!V1mt!1t!fll1 ® tJ "ii~~Pl'B'l~~1bt!1.fl1'V'J~1Ve.J~fl11~fi'\~1Long term stability 

\9l1~~~t~b ~~ b~~ 1 t~'Vl~ b 1J vt~m~lbb?l~'l 
cr.® 1 t~mru~t~'Vl~ b'u vt~m~1,J'e:~vn11 ® tJ "il~~Ple:~'l~~l b t~1m'V'J~1 ve.J~ m1~m~1m1~A'll'll'1JB'l V1\9l1~~~t~ 

b ~~b~~ 1 t~'Vl~bD vt~~l bb?l~'l bb~~ 1(i)-rum1~'lt!1~-ru1eJ'l beJfl?111"i11 n~~rl1t~1"i1'1leJ'l'U~~'Vl 
~ 

~~v 
··· ··· ······ ···· ·· ······ m1~f\11 

(t!1V~t!V'l hvv'lfi) 


