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'U ~ 

'\.J "J ::: flll"' EJ m1-u 1 ~'\.J "i':iV)n Ll'lt.J ~·~v~'U 1il 

(tv) -~\ilm 'l1 ~~ ~·u·e;~~te:J'UltJvi'.:J n~-rl'\.J"i ':i'Vln 11ilm~B1 V1 u 'v'l~m~e.l'Yii'i~V115L·duL&iv1n'\.J 
' 

L~B 1 VltJ 'il1 fl ~1\JU'l:::L 'VlP1llleJ\l '\.J"J:m~P11 'VltJ Ll'ULLV'i:ud~~'\JtJ'Wtu1v1'1 1 nml.l L~IVh 'l ~'\.J':i"JVln~.:J'Ve:J'IJu L(P)E.JL~ tl ~'U~ 
' v • 

&lO.bn 

mCJ1 umn~rhvnJ \il vi'-m~,Jlll 'U'U8 .. ~ ~",_,-r~>r<J:5~'\.Jv~mh:Ji'um"i~'Wim~'U tl v~m~ 8 n~B-l';.)1nf~BBn'Vi11-l~ ur~1 
I \> 

\J ':i::: num1~'U<U'8L6'\'WBYltJVi uf.l:::crr'iiY1\111ru1 L~EJ n~ 8-11 v1•uV~1<U'A"J1llL~tJWitJ5u (i11iJ) "i1lJ~~-r'iJ:;Y1:u1':l ru11.XL tJue:lvi'~ 
" .. 

~lU lil lJ.Jd::; b U t.J'\.J fl"i :mn-1 f1T:i 1'1~-l~ 1v1'J tJ nl"i ~~~::S tl~,V:~'l·m64::: Ill 'i'\.J~'V\1 wr ~ l'lfll fl-r\5 ' ... 

&lO.~ ~-lWJI'l~ .:J1'U~'Vltvl:u:mm'lJL ~lJ L~lJL~tl'U 1'lJ 'Vi~ 8 oUun1V\JI'l1 'ULL '\.J1.J~~f.lJlV1e:JoV tl\11'11:'1-l 

tm~u'v'I1.T~~ v 1 ~L Du 1 '\.Jml.lm1l.l ~~u'lrf.l.:J~h1.Tn'I1UBCJ m"J 6'1-:J6'1(P) (n1~) 
" ' 



C9lo.r.f 1 'U fl 'HW~ Lv mn~ ll'ULIVl1EJ l'il fl?1 1 ';lD'l~nll'l ';l 1fi1B •~fl'VI';l8U n~U lJfll 1l.J<U'>'~"v1~mLcJ~n'\.J 
~~ 'Ll oU'il ~G1'\.J€l-;;J ~ v1 v.:JtJDD'~~ 1l.Jrh1\1-;;J5 tJ'UtJ~~',:Jw) 1'1 f1'1ii: -;;JQ't.JrK~n~ 'n'l ~m B l utJ~ ~1'1 Lb(l ~ ~tJtJ~:i emi'Ll e:ihJiJ~'VI0 
\J d..J , \I 

L~tlfl~tJ,:JA1Li~1tJ L1'11 b'r~l.JL~lJ 

(.9)0. t> -;J~"v111'1B'l-;;J tJ';j!:flll"l t:m~ n n l'JoJI'I~B1 -umrurivltJil\1111111tJ~~8tJ•iiub?1tJD -;;J:;L1EJn1v,:J 
" 

~1 L~tJ"v11tJ11'11 ~1floJ~"v1ll'lh) rl 

(l.o:J) :i'lm'lm:;v\'!v1Li1~m~ru:;~~tJ{J m~tJB~'utJ~ n1';l ~·l'l~'il"v1~B~11111L.J nl';iAI'l L~vn :iJ 
" 

t:.J(ltJ'i ~ LtJ'UU~ll.Jnu "v1~viii'i'JU hi'L~tJnL.J~~'.J·um?t'Llv'J 1EJ 5'\.J "v1~v<U'I'l"lJl 1-l rn'ibL'u ~i'Llmh ~ lU'\.Ju';l'il.J v~1e:J?~l.Jt!'ill.Jfl~J 
" 

nL.J ~~ '\.J·um?J 'Llm ·w~'Ll ~1eWD1"v11JTvi1 'Ufll'iL~1...1m1m "v1~u?ieri1m~v11m'i'VI-;;J~ I'! ~'U 1~ 11...1 fll'i b?l1..1in11'1l 
" ' 

(<t') mci151...1luvhou B-JliiimnL.J (C9l) (~J) "v11B (rn) ~nl.J~n1 "v1~JI'l1unDm:;'VI'n~ ~~vBn 

Vlll.J fl lll.J 1 '\.J fl D"v1l.J 1£J l1 rll EJ flT'ioJI>l~BoJVI oJ 1~ bb(l ~ f1 1';l'U~VI1 'l ,;( ?lv~ f11A ~ Ji 

i) 10). nl"aD~U~\911:UflD'VI1.l1£Jbbfl :: "a :: b Uti U 

1 '\.J';j:;wh.:J'i:; tJ~n!;1·l m'i~B ~8u{im;;~uD~1M'Um':iAI'lL~ un1V1\ U'I...I~'IJ11'J vlv -.'ltJ n,J~ ~n:w 
" " ~ 

i) lrl. nt';l'lh :: Lil'U e.J iil m-atJljU~,:J l'U 'lJ f.l~ ~tJ':i :: flf.JUfl 11 

oJ-.'l'VIl(;) ?.1m-am1-l~J ~n1-atJi'h)ii\ ,:J'l\.ILL~lL'~~ \1\91ll.J~ruru·l'Uu-.'lc:f~'W -ire:JL?.1.JBv1lML.J nl'i d..J v v 'V 



,, 
I'J ru (;lfl't~HU~lY'I"' I :;; 'U e:J'li'J1 

Insu lin glargine (O)ooi U/ml."V'I..!IIil bTl ml. Injection 

h-!!'YHJ'l'U16'11Wa~fl1'ly;'U~ 61 el1lJl BVl'l~ fl1'lW'U~!;l <5'-:J'Vlllile:J'Um1"VEi1'U 

<9l :Umn Insulin ~lar~ine <9looiU/rnl.'1J'I.J1\fi bTl ml. Injection 

l:J fH1J61~D~V(l1 'IJ 
' 

b .0, I.U'I.J~~~'.im~f.l 1r.:'IJ ·D:1\J'1m;ffB1?J 'L:~-iij~ ;1w<itJ5.A 

®.lv '\.h:::mruvi'·mlihcn insulin slarginc ®oo ILJ/ml \J'~ll'll>l'.i Q'1 n1l 

' 

b.bTl Ud'l'l1 W11'U'I.J~'\.J':i~\J I'J10iiiU':i11"1'linb ~triUll l.J'U p. en fill vv~·iJ1oif,hw1u'IJ·lnrni211181J"il~i'lJ Llf.I:::Ud'i'ilifru'I1'Je:J-:J rY'I.J 
, ' '\J \J ~ 

' v . 

;UeW1 l"JmJd::;nmJ~·ltn;i·l A'Omf.l:::mlli6L'i -1 -~{·u r;.J~(f) 1\J~'WD'ltl lG1'VVle.Ji'J(<>l llG1::: ~C1'1J'Vl~lDL'W 
v ' 

0 0.1 'l t/ 1 IV ILl 4' .no"'"' C:::: 0.' 1 ~~ 1 :v 0/ of ..:::.1 '} 

\>llTUC.ll 'J'iJtJ'l'I'U\ill \l'I.J'U'LJ'U'l 'i'JJW.J'I'l 66!;1;:;·; Sf11'5lf1'U'i f1'H'l~J1 'lUfJl-1'Uiill'J'I.J'U\J'U 'i'i \JJH'.J'l1 nJ fWf Jl'U'i'i ~ b U'VlfliWliJl IJG"1'1il'UIJ 
' ' ' 

Jll'IJ'I.J:::m'.i <Dmh .:n4m;~ fl.:J'.i ~'<J~mrm~B~l'I.JU'i::: mnJt1r-n?.1At:'illbf.l~f'n1:l.J Lb 'i "~ l'I.J~t. B'lfJ bbfl tbfl'U~~J~\>1 
ill ' <lJ" ~ 

- ~J ru'Vlflih~L v:m;:;61~J~l'Vl~\J~-IYILi\wn 
' \i 

:iJ •ue:lfrJ'liJbloJ.:ib~e:HJ~\illfbF i ~·il(U'vW£] k>-c::t, eJ,j f'l'WL!CH~t.J0 bl i:'l~·y,~m~t.J-:Jfl' l'lbl'UWV\J (avoid 
\ " 

rn.~ eij":wiJ~'Vl1'l b'VlflUA 

r-H.'Ifn':l\>l'i'J~~·hrr·n~ v1rltUfrrv-nthAt J \9r l :l.J Fin1shed product specifi cat ion bJ.~::; Drug subs tance specificat ion ~ 
ehl~.:!~ 'inLJl ~··u(i\' ~~\JQ~JUI.iilrn nL.; ~i-:J 1~"iWI'\Il:::;b iJ EJ\JAu~ i1Jflr!W''l nJ:::; n-:i':lllnl':l fJ1V!1) Lbfl~ t1 'l f1'5 ~'\li';l'N~11B'l'it'lJ61'1l \~.:J1Ln~-'lJ 

' 

gl ._WJ.£Ln i s.b _p..r..od u~_t ~J}c_c;i.fic:;_;;tt i Qn 

A ru":w'I1~'Vl1-:J b 'VlflUfl USP~ 
·-~A~~- -

(9) . '\.J~mruli'htn?.lfiqJ 

h Ident ifi cation 

m. Zinc 

c{ Product related 

Substances 

cr. Limit of hish 

Molecular vvei~ht 

Proteins 

~). pH 

. ~cr - <9lOct % or Insulin glargine Units/ml ' ~cr - MO<t % of Insulin glargine Units/ml 

~';ll~~iU ~';ll~~'lU 

l£Jo··<t.o mcg/ml bM-mbTlrncg/01oounits of insu l in glarqine 

-Any individua l insulin glargine related ·Unspc:c:ific:cl impurity: NMT o.ct' % 

substance: Nf\..',·1 o.Q': % -Tota l impurities: N1\I1T lv.o % 

, -1-otal insulin glc-ll'gine relz1ted substance: 

I Nl 1·1· . 1 • v , l!:J.o u;b 
f--
i NMl o.ct 0AJ f\Jiv\T o.m% 

b"J. Bacterial endotoxins ' WvH ~o USP Endotoxin Uni t ',/c0oo USrJ NMT ~o IU o( Endotoxin per <9loo '-u'it s 

~ Sterility 

r.-<. Particulate matter 

: Insulin Glargine Uni ts of Insulin Glarginc 

j (?]11 '\1 ~ TU 

i \>l'J'J'l~TU 

<9lo . Extractable volume \>l':il'\JWI'I.J 



.I USP Ci.'lfl 

. c;;<<S:.o-<9Joct.oo/o on the anhydrous basi s o r 

· d ried basis 

tv. Ident ification 

Nfv1T o.~o% 

(( Product related Substance: -/\ny ir KJ ividual insul.in qli:lrginc rela ted 

substance: !-J I\.'r i o.<.t % 

- I ota l insulin gla rq ine re lated substance: 

NMT ®.<t% 

ct .Limit of hiqh Nr·Jil o.m% 

molecular wei~ht proteins 

b. Bacterial endotoxins f\iiv',T &>o USP Endotoxin Units/rn g of 
I 

lnsul irl ~largine 

h'1i .Microbial enumeration Tes ts The tot <-ll bacterial count: ~~ MT n1oo cfu/g 

and rests for specified 

m i c r oor~anisms 

~-Wate r NMT ~.o% 

r;;<!.. Loss on drying (rrnw Dru~:; 

substance contains wate r 

NMT &)o.o% 

and other volatile sotvents) 

'\11-J_}.!JkYI.~- " mruv~\Jc;)Vl::. b UtJ'UbL~.;jnl';ill'U (waive) nTJ\'-i~'J'l~ D'Ll hATl~ 1A'n tJ rn-s'l~l 'l Vf~'Ubl~\i1 ~le:Jfl(l'l';i'Vl~n.~·:u 
~.:i n~1l~hH\J r:Juii&\J)-:; u 

' 
- Dru'S substance speci fi cat ion 1l'il1';ifUT\11nlu1lAJ1~Y'~rl~ ~~J fiii1 druq substance v1'1ulu 

lbA/1::;'~ drw> substance 'U8-"Jr:ieJ~(;)tJ 1fl1b ~~'l1..l m]'ll 1~uu\J'Vl~ -:J ~'l~nt".ivl'il;:Jlbm1:-; ,~ m'\JVln 
~ ~ ~ , 

< < ~ 'I 
~:-J1;1ntilin 'l\!l lf1 Tl~Vlf'Jn.!Ji TI-~Wl tfJ1J>UmlJ Finish product specifica tion b l 61~ Finish substance 

S peci fica tion 1.1'1 n b.f. ~,'11 \ill~\mD'\..1 t&ltJ'l n\.t ;';j~'lJ{:;] (Yi'\11:::; l ~j fJ'U ~ m·h1.Jn -:!1'U A tU~ f1 'J 'Jl! f1"1 'l erl'VlT:lll~ ~t.l '1 f1':i~Vl 'l -J ;J 

i:I1Lil'Jt\J~~'IJ 
' 

m cUA t;W;~ :W U~Vl'l..:J l VJ;.I'j ri'"lJ€1-:il'Jl'Vl-~e:rJ'\11 ~ l~U ~tlf.J-:1 C~ bb1'W eJ 'l vnhJI>;':i >1\<i'l:l.Jffi ·~WI tJ1'Uli'l\J ".i ~ill !'lltlY'It:; f1 'i ruB 1.:1 e.:: , . '\) 

b.fi~'Uifh~'\J 1>11~J'\.J'J::,n -lrlli'J:;'\~'ll-1G'il5TH1J?I'U c~B-:1 'J:;'\Jiihntn mJ\.JvTIVI:J..i'h~:J..ifll1 Vl~eJ Bl'I D'I(f}1lJ In house 
' ' 

Specification lbi;l::; 1vH'i.JVl~; b UcJ'W (N).( f\JC) fi\ll 'H~J11 .V~hW"ilucl:Wu&h·nn VlfruAi:ilu'l Wl'i r.lJ5·u ' 1

1 
1 V1;ff1~rY~J\91rlf.J 

" . . 



b~u uh~u ., 
~ b6'l 'L.J B'a 1 1'11 ~eJ ~~'L.J~ 1 b 'L.J 1.f1TW ~18 ~B fl 6'!1 'fW~ell.J 6l ~ 'i 1 tJ:tiu~fJ ~'U 'iCJ'l btl fl6'1 1 'i b~ tJ~:ti e) TU 1\l 'i1 t161 ~ b~tl~~'l ~ 
'IJ 'U 

c.). l'i1b 'i.J ibufH'ITJ nT:il~~1.Jf.J~ r~·w1~'UYI~ b 'iJ ~J'L.J(;h ~1.J :m ~el~TYIU1 t/l w.J':i~ b Ylf"ll 'VlULb6"1::: J·1 Lb'll-:l (declare) bL 'Vt~ ·lw~;;; 
19> .G'l 11.J(\'·w)r~ fl11;ff'L.!YI~b'U ~'U\ih~tJ~n ('Vlu l!J 'Ylt.un YlcJ .c.:' "')·m\iin":i~lJ) 

@).@) G) 'l umr~~dJm.n~e-.J~ (i\1 'kl't.l'i:;b 'Vll"l'l 'YltJ 'Vtl.Jl~J~.:J \~tJ .l<:J 

<il .c.).\!:1 lun·H'iJ~btJucnuwu·u~'tlrnmti"l'U'i'i\1 'Vll.Jlt.JG·~ YlEJ. m 
' •l ~d fl 0 "' ' <::t' 

Gl .<il .m L'L.Jfl'H\J'Vlb u'L.! tJ'1trH'UT\li fl vl'l 'l'lh :;;b'Vlf'! v~:l.J1t.it:1·1 'Vlt.J (-.: 
v ' 

1 0 ~:1 al Cl !.1 ...:. 0 ,1 i.l 

(9).\.<J 't.WI1'!Jf'!'IJ1JVi~b 'U cJ'L.!Ef1 Ylc.l. G)/tL r,~ 'lle.l.:J EJ1'Vlbi1'L.!'i1'llA 'i VmJlJ'i1~Hl~LeltJI'1 V'l'1JeJ fl1'ifiTUA~J rl (lJ.f1TW'1JeJ ~ 
' ' 

r.,:~V~if(t.!o/il)'l'1~~;ffm0~bUtJ'U \finished p ro duct specificatio n) bb~~·~vrh'\.1'Ufil~rum'I-~'U'il·:J'11)1~~lJ (drug 

Subs tance spec ificat ion) i1'i fW~B~'i:5 Vil1 ~nTH '\.J~cJ'Ubb Ull.:J ~~nt '1Jb Yi ~Jb~l.J <J~I>l cNbb 'U'U bf.lll?ll'.i rl'l b 'kl l Jll'tW 'l Ej 
'\J 

fl l 'i'VElbbfll."'.. (fJ.<t') ~·wrYCJ~ fin ished product spcci ficat ior1 bW ~/'Vl~ u d ru ~ ';ubstance speci fication 

1~u'Vmbm'lJriuu1\~'th~n·J r-'"h~rnvlYlrni'il~n-vl'luun~ bb~:;hiLnu 'tl i.'J DJ ')".JlJ~~rn M'\.J 'l ~m (fl'i1fll 

€h~ n Wl'eru mi 
l.<J. Ltlf15W~\J":i i'l 'llJl \il'i '11'Unl'l eJ~ ~1L i ... 

io.® mt1J~t.J1t:J~I)1b't.!':i~l¥1M1f0 u 
~t:..~ ~ 1)1 (1] B.:JiJ bun~ 1 <i'J'U'iB.:Jm r: '~ ~l'U m ".i eJ ~~'~ tn\9\ i:W'Vl~'n Ln '\J"rl bbr1 dEn '1 'i{~~ilw rn <i t:..1 ~ \i1 u '1 PIC/S 
" .u 

(Pha rmaceu t ical Inspection Co-operation Scheme) LvHJmJltJ.:Jl'L.! PIC/S participatin g duthor ities 

'Vl~ v:i.J Lf.lf1(11 ~ ~u ".i e; .:Jm 111 'l]'nJ n '1 1 ~J ~ 111 u ·wl'l:wv. i\' n bn W'~~ u"~:;m rn-a~~l tJ rn'l e.J ~ 1)1 tJ -~~u u ~ ~ltT n.:Jl'UI'I ru~ n ".i 'l~ rn'l 
ul V11 'i Lbf1 :; tJ 1 m :-;'Yl ':i ':J 1 "16TH'..i~'l.J ~ .:J rh'Vl , JI'l~U L(;J u iJm1:ue~ eJ 1'11'1 fl1J -.1 Lbll~Vf li1 b VlfJ:i.Jtl\Jv.i\' n l n rw-,1 uf1::;15 n 1 1~ ~ 

' 
1~fl1".ie.J~Ii'ltJI PIC/S 'luVI:lJ'WIFJi~L~'Ue:l'lllf.J mj\;~l~I'W11m tl't. J fl'l'i\il'il\Jf.1eJ'Ub(j'ICJ:i.JeJ"nlT~(U TeN fi'll'U'tJ':itnl f'1 

' 
'\.J".J::; nJv1".il rn5 L~f1Vi'~eJun~ 

ltl .l!J n'jruVib fJu fnu·lb ~h\Jl n'Ji l.:)1.J'.i::;b Vlf'l 

e:ie-.J ~ lilC>l e:J.:l:i.J b D mn Thmm.J1e>i ':i \5 1~ me; eJ ~ \I! CJ l i)11JJ'Vltl n bf1 ru.ri bb(1 ::;:'JE nl1~9il 'kl n l'j eJ ~ ()) EJ1 G M P 
" ... 
VI~ B GMP/PICs (Pharmaceutica l inspection Co operatio11 Science) blilE.J'VlUlt.h'mJ PIC/S 

Part ic i patin~ authorities Vl·~·t.l GMP clc-a rcJrKc o'Ltl~l~(;l 1)11J.J~f:J'tJnTJ~'j'i ~ ~4 El'JL filc.JiJ e-J ~nwrme:;.:J~.:l 

l'L.!'t I ".i::: tY1Y'1LI'lfJ1.J ) :; fi')(11'5'H'l'1 ~] l~n'Vl'i CJ\jn~ 11~h-l 1nu~~ ~ fJIPI;liYl lbA·m~ nJ ~l.1 
' 

~-r. l E1nt:l'1'i fHUin"''l'UB-:JtJ'l¢1 b,1'UB'ilrn (~hu·unY1t:n tJ) 
' 

rn c;1 e.Jfifll';l(;111\li b l·l"a 'l:-;~1 r1b1JJl1 ~'1c.J~~JlfiJ~~EJ 'l 'G11 b~v·nJ 'lJB.:l~~e.J~()l (Cert ifica t iort of analys is of fin ished 
~ \1 'V 

fJ roduct) 1~i~cn~~ .:ll.tJ w;1-·EJfjl.:l 
:;r1.lv c.Jf1nl 'iV1Yl\ll bl"ld'1:::itli')rumvrr(;l~{;hJ'Uem1'x 1~·1fi'rtJ (Cert ification of analys1s of Drug 

• ' v 

Substance) Vit ~J1 "tJfl1'J e-J ~(;\cJ'1~U~~f1-:Jl tJuiidr: 1Jn\~,..:J"JE'l~r~~\11EJ'1Lb(;1:::r~~J ~(;)'Jr.m&h.~ 
'I 'V \J q 

m. m bel n~l'5Vl~DVI~, n31 TU ~'U Cki Pll1l.iiriJ"v~'U G"J:::Vlll.:liu m-ae~ ~(;)'!J fl.:lll'l ~~'tJ'1JB..:JI'i'1 ci l ~lA 'IJ ( Oru ~ 

Subst ance) ·iJu rn .l!J fl'U~'l.lfl'l'Je..J~VI'IJeJ.:JeJ~i~lJl't.u'VJW1~1 . ~~".i'\J (F inished p roduct) .Vv rn <il 
' " 

~Tl ct 1un 'iru;~·'U"v1 :-;b'iJCJUl 'W 'l flfl'h b lJ ;):;;tf:J -J :iJh~.'UlJ1'1Y·i> .. htJ ~J~1fl'l'j~fl'l::n Lor· ~ tE:rrn stability 
cf~ Q ~ 1 Cll 1 1.1 4/ ,, \.1 .. , D '"" V 

\JlldJWJ'L.! b Y~~l.\;1:\..J 'kl'\tl;;~ 'U EJ'WJ1:U'1 1.1.~1\·l.:J bb~::: ,\9 ".i'U nl':l l;'\l 'L.! ~tm 'U".iB-1 u~Jm·n~i ;.,J' I fl e..JlJe) r:~l:V'V tl.:J'\., ':l't:JVi ,, 
rn.cf 1wml'J:J1JVi~biJtJ'LH.T\.J'iJUi'll ~ tJ \J~ ~u-:J:ihhm.nTI'i~ l~J F-J 1.'1fl l'J~moJ lA1l:lJf'1 .:l {;)l'(J1J..:JfJlV"n:U ·~ 

t ul ~dJbiii~ llJV1:; b {jfJUEJ'1 :U1Lbi:Wl .:l bb~::; hW'Urm" ~m~oj'lJ'iu .:lbvnr~·l':i ~·l n e:liJ Eh~1\l'Vm't/~ 1.~Vl 
'" 

i.l i.l ' :IJ ' ' v ' v ~ J !:;, ~ ... 
c[ (j) r--lb?I1W".i1 fll lfi1J.:lf;'1-J7 'lmnnn:wl ~cn.:J'\Jf.JL w v.u·w1J'i'i\Jmu•;rl 'li.:)b'u'UC<:lbb'Vl 'Wbb6Wt ~ 

" ' 
1 '1tJG1 ::; b8 EJI'11(1)rwuf-J-u vl'il-J~ rhvrU\111 LJVi"J'Ut:r'lt"W~:i.I'LQi '*l hJ'iJl..:J '''kl , 



<t. ni'J'I.J'i~nuflrurnv~ t.l'l~~\l:t.:eru ( ~~Giii1~Vi'l rm T'i m-:;~'l.nbtri'lJ) 
<f.Gl ~-~~&1~:WBUfllB~i'Jmu1 m~1l.iueJVf1ll &1 fJ 'tJ'\J~lnl\.J~~.:l:WrJU 

' 
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