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\J 

"lllL-ihml~>~EJYll-lL~v 1 'UL~'UY11-'l~:i:L~u1 Ylm~w.H.i LL~:-;"'IlJl'ifl~~ ~t}-Jnwru'U'U M(;ll&.J i~-r lil.J'tJI'l~·:h nTm".i:;Y'l1l 
\J .., 

fl lJL.!l A:W '\.J 'i:; nlf'l n1v.1..1~ ~t'U'U m~'U u<d 1 L thnJ'Vl tJ \J~(;l D-1'\.J filli) 11ruJ n nv.ln crh•i'1 EJ m ".i ~ ~ L?l ~:.J mwn ru'll EJ'\..Ill 
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vi'-1u 
I . ' t,.. 

( &l) Lb'~.:l fl l 'i~~v, ~ m!-1 ~.:l'U ti~Vl'B CJ'~l tJ ~'\'~n ~ Tl b'lJl:l.n 'il '1 n~ 1-l'li'i ~ b Vl Y'lvi tl f1'ilJ L'if lVil 

illEJL'U ~ l'U -Ju~~L1.1'1i 'l'U~t~'lJ1 EJ Gt-l 'vl~B~B'UeJ.:J'illf1~1.:J'\.J".i~LY11'1 b'J'ULLvi LU 1..!'1 J 1J ,1~-r\i:W'U(;)~'llfl l''.ifl'l:::Vl'll.:Jri:Unf'1lJ 
\1 "' 

i.J'i~nlf'l fJnl.l'UL.Xu'i".iVJn 1~m~1l~'U hi' 

(tv) ~~m'i h1~~'11e.J~~~·B'lJltJ~-ln~llU'i'iVJn 1~m~u1 YlEJ v,~m~vYiiJ~Y15L'1itn~ t:1nu 

t1B 1 'VlEJ \JlflviWJ 'i::: LYlf'llJlEJ~'lh::: L 'Vlf'll 'VlEJ l.l'tJI.L~'il :::"lJi'-ruv'\.Jfl i\(;1\Jlfl fl'ilJ L~lvll 't ~'U':i 'i'Vlii~~'UB·n1'U 101 m~v~U~ 
'•:; ' 

n1'1iL~v 1 'VlEJ ~~\l:::~B.:J hWuil'Urul(;lL'U'UJw)mjU"l".i'VlmJ B.:J~-lL~B~'U v,~m U'U'tJD.:J~1~J:wuVJ~ll fll'i m:::'Vl':il.:Jfll..J'lJlAlJ 
" L' , ., 

&lO.m 

mEJL'lJLJ(ll~n1'vl'U~ i!.:J'i:::u 111 t~.rrv ~ ~'lWJt>l\!~~uv,~n·J'i~n\J m'i~'lJ·um;;1'lJB v,~m~tJn~eJ~'illn~eJeJnv,-J.,~e.J~l 
' \: 

'\.J'i~nl.!fll".i ~ 'U 'V'ilb&'l\JeJ-ii'.JVl L Li:\:::€11\J~'ili'H'Jll.~ rJ n~ i.N'l ~·u~ 1ifAl l6..d~tJ'vll tJ~'U (tl1:\j) 'l ';:i.n7r.:J\1::1~'ilTmn 1.Xb tl'tJ~~ ~ 
" .. 

-.11 '1.J \illlJ'i ~ L \J tJU fl'i ~Yl ".i'l ~ nl 'iAGi'l ·il~·l (J n 1'i ~~<iJe.r~\>'1 ·,ll~ ~~~~ fll'iU~V. l".i 1~~\il.fl '!A-r\i 
.. IIi ' 

G'lo.<.<:: ~~v,·r~~-.l 'l'lJ~'V!B~'il!mn·l·u~ v~lJLiiim~B'lJ 1'V Vl~e:~'l! Bnlwu~ 1 i.m uD~fl!fl!l'v1~B'lJ u(ilnfl~ 

~mlJ 'lJV!'lJ'l ~eJ 1.XL U'lJ 1 UM1lJA1llJ b~'lJ"lJB.:i~1'l'W'n,nw0um'i,~'l~r1 ( (lliJ) 
" ' 

G'lo.cf: 1 t~mru~ bvn~T~ bb'tJ u vhtJ l vn~l".i'\.J"i:;mmlmBL~ nVJ".iBiJ n~d iJmllJ~o~v.~-e:mii-ln'lJ 
e~~'tJ-u'mmJv\1~~ CJ.:)\Jn'IJ~mlJFh1\1'iluEJ'UEJ'l~.:JVI1A A'liu'iltl'rJ vr~ n~11l ~~ m tJ'lJ,~~~ bb~:;erd,tum?l'IJ u hliJ~~~iS 
'IJ ':....1 ~ '0 

L~EJnfv.:JfllloU~lEJL~ i b.filJL~hJ 

G'lo.o ~-lw'J~e:n'il\h:::mf'iEJn~~nm'i~\fl~·il'l'tJn".iruMB hJi11~· L\flcJ~~·~u'l!m~'IJ B <J::dtJn~eN 
" 

~~L~ tJ 'v1ltllV11 'ill n~-.l'vllli1hi'l~ 

(co)) ~~w)l•1bJlr.l~\J m"J ~~G'l'i'iL1'lJ~'il~ 1m 'Ufll'i ~\?I~B'vl~ v~h~~\J~V~i;'i'i1LL~1l.J ~ Yit.J.:J 

'.'W~\l::: vhm'i~~~tJA~.:J-d'!ilv 1 \J 
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iJm"l m~vi' 'JVi ~1J1tl n'l:!ru~~u'W-t mi.1'W €rVi·uw~ r-m ~·\il ~uV11 B-i1L~~1J rn'i r1'1i1 ~~ v n iJ 

~ 

i:-J (1'\..h~ lfJ"'JtJ~ 'll.Jtl'W V1~BlJ~ 1t.J 1i!\~ t!tllJ ~~'WoVC:lb i1'LIWi ·w~lJ V1~8 '1.JI>l'UT1 ~ fl'1':i L''U<lif'We; ~l-1 ~{hJ Li':i"i JJ VI~ e:J?I:W t!e.llJtl\l 
" 

nu e:J~ 'W -iJ'iJL ~ 'WeWi tJ~\1 Vl~'i:li~l',j 'thvi1 'Wfll~ b~'tleJ'ilfil Vl~mi e:Jlln"J~VhrmYi 'il~C.l~'W 11'l'l 'W nl';J b~1'W8Y1Al 
~ , 

(<s:J n"ltU~'Wh.J'Itll'Wtl.:JL~~nn'u (Gl) (l"l) Vl~tl (m) \i1l lJ ~flTv'I'W\i111Jn~fl";i~VIT1 ~ ~·:!Btlf1 
~nd.JAl l lJ 1 'W n n 'VIm tJ l l~l cJ m1·~ ~~~ v·~·vl ~ 'J 'l \l~:; rr1 ·; '\J~Vilw"f 6-IV'i fl 'irl-r 10 

"~ , 61 

~ ~ . n1':itl ~.J~mlJn~'Vl1l1mb61 ~1~Lu vu 

'l m~w:l1.:J'i::. mmm fl"':i~tl e:i8'W-iim~'tHJ~M-ru tll':iA\il•~ vn1 ViL tJ'W e:i'V ltJoJe:J <J '\J ii.J~ t>l11l 
~ ~ ~ 

Vl~mmuo/i~n~VIlnmLm:'i ~l i1tJul~n-m'I.J(j11lili1mA~-1A-r\i1 

~ 1o. n'l':itl ':i ~ Lih.J~ 61fl1'i'IJ~u~ .:J1'\.J 'Ve:J .:J~'\h~ n ilun l 'i 

~.:Jw)t'l "1lJT'imh:.JnrnaJ5.Jiii ,n'W•L~1l~~~'ilr,J l lJi1'1!'1!'l 'VB-1~~'\.J'V€J L~ 'WeJVi'l~~\J nl'i 

At'l ~~ tJ n'l Vi L U'W e:i'Vl t.1 L ¢. e:nlll.l 1tJ 'i ~ dJ 'Wt.Jfl m ·nJ n~-.l 'l'W 'L eN::itJ "i:; ne:J urn 1 
" :..J " 

'lr-.1 ti '~l ne:Ji!'U ·1iu •?J ',J u\~lWI1',1 n 11 f1'\i1 L~ i.l n h je.J l'W ~n ru•v1Vi rh'I-'I'W <;J 'il~: f1 n ·~::. ru rn1 ~'W'Vel ~?1'\J u 
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Vl~m·h~ClJ ()J l nu~~wr<;J 11~l A ';il1 
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Insulin Aspart rno%+ Protami nated insulin Aspart m!oo/o.~oo IU/ml injection in rn ml 

'h..:JV'It.J1'U1&Wl'l:t:nl'l oW "l..~!;l el1 bJHJ ~ 'l ::: nl'loW"l..~ r;, <5'-:J'VIl~~'U6l'll "l.. 5TU 

~ . 1lm.n Insulin Aspart rno%+ Protaminat ed insulin A spa rt w o % ,{Q) oo IU/ml 

injection in rn ml 

ID. r~ru6'11Ju0Jf1hl -.,.·- .. 

!v (9) TUbb'lJ 'lJ 
" 

!v .!v ~l'W 'll '.l :::nmJ 

b1Jw . .ml1 LL 'lll'U ~::: mJ'W'th l fl 'vl m ~B ~'lJTJ'~'U 1.'11v.-rua~ 
. I " .., 
u'.l:::nmJ~'WiillC.J1 Insulin Aspa rt •no% bb1;1::: Protam inated insulin Aspart m!o% 

( eJtirnlJ'U <;rur.J) hwiJrnllJL'U:l.J11u Gloo ILJ/rnl 

'U1'l\llum'I.1'U:::'U'.l'J'OJmo\>i'll':i112l"il l m~eJ'11i1~LLfTI 1.H:mm hT' ml ~i.J1·if~l:w11.J insulin , ' 

pen 1~mh\l L v.m:::"':w 

- ')::;1.J~tltJ1'VI~B~tlfl 'l 'll"ll ~ -J'U\J'J:t:f1B 'U iill (J l i.'llAruLbfl :::flTllJ lL ':i-l L(l'lJ~t.J~Iil 1\.Jt.J~(>l , ~ 

~ . ' 
CVC>, ~ ::I V 'Vd O<!.~ C:.:..~ 4.!:1. 

l 'U~t!tlltJ bfl'UVl:::L'UEJ'U(>l'l'J"t.H.Il bbC1::: \1leJ-.ilJ AlL\Iltl'Uf1l''Hf1'UV1€!CU'VIfllJ \!:)-c::; €]\H'll 
, ' " 

L 'llfl b~tJi.'lbl'iJ~Wilt!'U'U'U'i'.l'OJ!i' ru•n 
' ' . 

- 'lJ'Uill'lJ'U::;'lJ',j')OJtil ',j::;'iJ~B!:Jl'VI~ tl~Bnl':ifll ~l'W"t.b-:t:f1fl'ULLfl:::'lJ'Ul~fl11lJ LL '.l\l'lJtl-ltJl ' . 
Lf;1 '1J 'V1::: b UEJU\1\'l-r'Ut.Jl Lfl'U~t.J~\11 1\J~t.J~\91 Lbf;1:.d'tJi'Wtn~lH~ L 'OJ'U 

m. i"JCU6'1lJU~Vll.:jk'}'.Le~ 

t.Jf;1f1l '.l l'l':i l \llb fl ':i'l:t: 'lll'\bUJl'lYH~ u1'll ~l ' llJ f ini shecJ pmcJuct specification ~Lfl~ Drug substance 

specification ~D'l\1 B..:J\!1 nbi) ir'll vh~'u ~U'U b&i en n 'W ~\lM\1 ~) '\-1~ L 'iJ tJ 'Uiii mhu f1\ll'W fl rut m~:l.J n-'1 'J tllV.l'i Lb~ ~ l 'I 

m ~ 'V11 1\I ?ll 51 ':i ru ~ '1 J ~ \l tfbfl~'l1\i\'l -r'U~1-tf-51\l ~\IIXfl\lL uuo.u'U~ L Vi EJ'U b vi1v. ·~ t1 1 'VI:l.in·i 1 n ':i d1hi L Yim.J b vil LLiii L U'W 1 tJ 
' 

m,@ Fini sh_product spec ificatiQn (.,),(;,) 
' RCU6'llJU~V11.:! b VlR1i A 

................... 1- ..................... _ ... .. 

'll~ m ru ~ 1 f.mh·~-LlJ : ~<t.o <;;1o<t'.o% of the LA of Insulin 

\9. Identification 

m. pH 

ct. Bacterial endotoxins 

! ct. Sterility 

Nlv\ r 0o LU/GlOO InSulin aspart un its 

; \il~-E~lt! 
·--

b. Zinc content 

1111. limit of high molecular weight 

protein s 

c::; _ Insulin aspart in solution 

~- Related substance s 

• Glb cto-l!:J\!:J.G0'o ~S/®oo insulin un its 

l f\HvH G) . G'lo/o 

l -Bl<:Jc::;isoAsp insul in aspart : NMT Gl.c::;% 

' -De samido insulin aspart : NMT l<D.•no/o 

-Insulin aspart related impurities : NMT Gl.~% 
ORoo~-··-- ~ ' 

Glo.Microscopy tes t (Shape and size of mT\J ~ .. rn.J 

[. -- - ~r.r>!a~) 

<"(! 

~---· 
J.:y~ 
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, ' 

..... d .:::( " Sol Qo 4' 'l 1 ""' Vll.JIEJbVI~ - fl 'HUYl'l\iiV1~b't.JCJ'Ubb"'lf1TlbJ'W (wa ive) fl'l'i\ll'i'"l'J~D'\.JJbr~':i1:::V!':i"Wf1'l'i ~ WJ'W~b~~~btlf1"1'i 

Vl~mil'U#i'.:Jmi11ffiJ1~umn1~r.1'1tJ 
~ , 

- Drug substance specification vl~l ':if:\.JT\n nluibA':i1~,'1Je:J ,,~eJ~(;! dru~ substance Vl~€)lu 

~hrl'n~VI dru15 substance 'lJv.:ir:lt:-J ~~l~n~·-~ b~v·nJ otf'UlviuUUV!~-'1 ~~lJfll".i(i]':iT;;JllA':il~,fl':iUV!n 
' 'U \J ., 

Vfl'ilt~Virhvt'w~ 

b]eru 1"lJ~'U "] 
G). ~l b 'UI.fll'\"l~lt.JL€Jmn '";i f11'ilJ1-ruD'Ufilliil~'lJVl~ b Ut.J'U~li''UCJ lb ~8~1wJ1 CJ 1 'Uth~ b V1 f'l 1 Y1 t.J bb(l:::~l bb~'l(decla re) , ~ 

LLVI~.:JCJ~(;) 

(9) . (9) 1u~h·1f:l~m~~uV1::mj!'.J'W~Thm1 (Ylt.J tv YJU .::n YlcJ~ LLfi'·mvimru) 

Gl.Gl.G) 'l'Wmf.lJ~bflum~r--J~I>lhnh~; b"r1f'lhlfJ Vl~ntJCi~ Y1!'.J.lv 

Gl.Gl.b 'l 1..1m L11~L tJ'Wt.nU1b'Ul b ~elnl'Jbb'lJ~\J~'i~ Vll.JlfJi'i-.1 YltJ. ~n 
C9l.G) •n 'l'Wmru~LDuc.n'Llwih~~nvh.:~th:::bYJrt VI:J.JltJ~"l Wj .c;r' 

Gl.lv 1 UA1'UB~'\.JYJ:mjuuc.n Yl£J .(9)/8.(9) 'Ue:J.:Jt.J1,~b,1'WB'ilA1 Yl~ v:tJ'iltJt'l:::L8u~«·J •ue:Jm'ifll1JrUJArumv1'lJB.:J ' . ',, 
e.J~Cfli\\u.vi(II'1:J.J~iU'UvJ:;LiJcJ'W (finished product specification) bb~:-; .Um11VIw~~ru.nT•t-i'lle:l.:Jllf;~~u 

(drug subs tanc<~ specification) m t;~)~e:J~'i:::Vll-.lf1l'ib '\.J~tJ'tJbl t.J t'l .m r)l'IJ b ~:J.Jb~:J.J'.J:::ril tl'lbb 'WUb B!l~l'i 
l'11b'UI.fllY1CiltJn·1'i'1J~mnl'?J (cut) :J.JI'l"l{B:J.J finished product specificat ion bb~~/V!~CJ dru~ 

substance specificalion 

b. beJ n ;;11 'i i'u 'ieJ .:~ :l.JIIi1 -a \i1\J m 'ie..J ~ li1 m ... 
\o ,(O) mru~tJ1e..J~{i11 \Jth~b Ylf11 YltJ 

~CJ ~ \11 riJ e:J .:)lJ b €l n ~'1'i 'Tu 'ie)"l:l.JI li\ 'i 15 "l'U n I 'i ~i'\(;)ti 'Hi11l.JVI~ n bfl Cl.J"'~ bbG'l :::16 flT':i~~1 \Jfn'i i.J~ (;) t.1 l PI CIS " ... 
Pharrnaceutica\ Inspection Co-operation Scheme) l~HJVIU"W'li'\.J PIC/S participating 

authorities VI~ EJlJb"v n ~ Ti ~\J 'ieJ.:)l!ll'l 'i!j l'W m ".i w ~~~1 tJ'1(;11:J.JVl~ n bn ru<Yi u~ :::1§ n 11~~~ 'U n l'j eJ ~I'l tJl'"lHJ.:J 

~lirnnuAru:;; m·m m'i eJ"IV,I'ibb(;l:::CJI n".i:::Vl'il-.l,nl51'iru"'1l ~.:~nlVl'wvl:ff·u hwiJrnl:W61€J~rl~ B~bbfl::: , 
Yl~b Yl m..HlUVI~ nbf1f.l.l'rlLLt'l~lG f1T:i~~ 'Uf1T~r;.J~Ii1 CJ1 PI CIS 'l \JVI:l.Jd~tn~b(l\Je.J'1JltJQtfU~li:l\i1!ill~J':iDUfll':i , 
\ll':il~~DU 

l§J.l£l mru~ b th.Jt~1t!Wv1'11n lih\l'I..J':i:: b 'VlA 

r:l ~ ~~'~ ~0.:1iJ b 8 n~ 1 "J-r'\J 'i B ~ m\il ':J"fjl'lJ m':l t:.J~(i]f.JII'll:Wt-1~ n Ln ru<Yi bht1~16 m1vim 1.1 n 1 'i ~J ~ 1-1 CJ -, PI CIS 
'J ... 

Pharmaceutical inspection Co-o~1erat icn Science) hmw.Lnnu PIC/S part icipating 

authori ties m'J·u~ - ~~~wnmmJnl''.llii':ii~C11JU 

ro.b€Jf1;;11'aRrum'W'Vfl .:~ tJ 1Vi b6l\J€J'J1Al (~1 b mm'W bi1tJ ) . 
m .Gl ~Zlfl1'J{i]'il'oill bA':i'1 ~VlAL1..1fliV~eJ~IilJlCU<iitnJll~ ~'i'\.J'V€J 'l e:it:J~I'l (Certifi cation of analysis of Finished 

, " " 
product) l'U~'\.JCJ'1 ~~,JbU'U~1uc.h\l . , 

~11.\v r.J~f1"l':i{i]'i')'Jl br'1':ii::;Vlf)CUf11'1'ilV1(l~'\J~u8\llil?fmhA'!:',! (Cert ification of analysis of Dru~ substancci 

.ffi '111 u n 1 ':ir.J ~{i"l ul'~'U~?i .:J b uui1 €J ~ 1-:J\~~·v u.:~~ r-J ~ ~>1 t 1 bb~::: cJC-1 ~~\ill~'~ o~\u 
1 \J \.1 , 

m. m btl n (;1 1 ':J"VI ~ BVI ~ f1151'\.JU uc!urn l:J.J~'l.lv"l\JG ~~wi·1~ ~'Urn ~e.J ~111'1! B'lll'l r1ii1U'Uel~~l EJ l~'lfl ru (Dr uo 
o.l , '\ ,, ~ 

substance) .Uu o1.b nu~\Jrn':le-J~I.91'~€J'lf;J~I'lnru'f1ul?l1b~~':it.J (Finished product) -iJ1.1 m.C9l , ~ 

m.Cit' 1 m~6J;'JuYJ~LUCJ'\.JE.J"1:l.JllJinn11 l!J tJ ~:~cili.J.:)lJG"i'lL'U 'l.fllYJCil!'.Je-Jflfll':i~m.n Long Lerrn stabi lity 

til 1:w~~'\.JL ~lJbMlJ'l m1~ b UEJWJ l:J.Jl bb?(V) ,; lb>l:; hH\1 m 'i~~u I:J.J-ru ':i e:J\l L n mn 'i;v 'i n&J~ ei'l~J 1'J'U €m;~~'V1 
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rn.ct 'lumru~'U 'Vl ~boU~'UfJil.Jitl1:JE.Iflll \v \J \J~~8.:JlJrllb1Jirr1Y.I~ISI:-H1fn'Jfifrt:l'lrYJl:!.Jr1.:Jt?l'l'U8~tJll'ill..J~ 
~'\.J b ~:w l&i:IJ 1 'U'Vl~l ucnJtJ'1lJ'I ll i:lv1~ Llfld~{·~·unl'i E1 ·l'Ul:IJ1'u'ieN bvn" l'i\J'l neJ'iJe:hw1\J~ltl.:JU1~Vl 

" 
rn. b ~ ~ e:J'l\J1 flb U'U tJ1vlvJ'8,,11~11 1 EJfltJ'\.J 1-if v1 v·m'U'ULB ni:l l 'i L l f111'1 ~Al 1 lJfl-l~l 'Ue:J-ltJ1mt.JV!~.:JnTm~fl l t.J 

bl'l~b~v \1 1 -!lvll 8 'n'iJivh 'V!l.ll~ ?llJ~1JJ1'H! L'li1nLJ~l8 11~l 'UAJ1:1J L 'V:IJ-iJ'UviH n'Ue:i'Ul tJ bbfl~vl'i:l.:JbbMl~ 
" 11CJ~~ L B u~~~ ~ eJ ~flA B~nu.UmJ "11Jb B n611'J rhl'u en 

'" 
rn.b"' fl'inl LU'Utn~1:1J1'liEn~'WLL'U'U ~v..'l:iJ'Vlclfi~1'UD':i~fl'i:lU~llf.J l~ -iJf.l v1'-wie:JhJ-d 

m.(;')/.(9) il11cN1'Ufll':i (aim·nniTYlrlCie:J\Jftl1:1.J1l'UB>l811ileJ l~ em '\.JI"lVh~; tJvi'lu bl ':i ;J l6G"l~ 1a\-j\J rn'J(i)~m·1 
' 

1 'Ull'H111Vl l.:: nl";i Lb "''IVI ~.yl b ~ 8 ~ vlJl bb(;l :;t:J 61 n1 'J fdin'\~JllJLJ'i ~~VlBfl W~ hiv) B fJ fll1 nl 'i~ fl~1'U 11.:J 

tn~'ULL'Uu 'V!'iJeJ iJ'J1c.Jnwmi'im~1m':iVl(i1~€l'UAJi l..l 1l·ue-mnAm ~mL'\.Jf!VJL 'icJ~";l'U U 1.:: 
' 

b lJ~ !J'U b Vi uulJ ':i~ ~ 'V1BJY1 t''l nu tJ I~'Lm uuvftv11u fll 'i~~ lJ 'ifl 'U l 'l'l f1l 'J Vl 1.J fll'i bbi~'Vl ~~ l ~tl ~e:J1vi' 
rn.b'~.l!J il11tJ.:J1'Utll':ii'i m~1Vl1-.lr1~~i.Jrwi m;ffvVl1 ·1'i~'U'UU':i~'1l'Vl ( CNS Infect ions) LL6"1:; 1a\1·um'i 

~\~JJvi1 'W'J 11 (11 ':i'I-11-:J n1 ':iLL 'IN'¥1 ~vl L;fi v ~a 1vi' LLfl~C-Jfl nl':i fl\ m~1iJlJ ':i ~ ~'VlG mv; m 'i 1 m~nl:UI'le:~ E.J n1 'l 

fl '1'i flimn'UB.Ju1~'WLL U"lJ_ 'Vl'i e:J il'l1E.J.:J1'UflT'5~ n~1 'V11'lr1~unwim;gv.vn.:J'J:;'LJ'lJ'\.J<J:;~~-,Vl ( CN s 
Infect ions) 1.\J~ E.J'UL Vit.Ju '\.J 'l~~ ¥1Gm~r)u lii~'ULL'U'\.JvlhW'U n11~vhrvfl u·n1 ~1'iVl1-1nTm 'Y~ 'Vlclvl 
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