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~~~nl~l~~~~lUl~~~l~l~Al~ 


b~eJ~ bb'Wl'Vll~ n1~vhb'O'W n1~ ~t(mnruo/i 15n1~ bb~~ b~eJ'W1<tJ 


bM~lnm)~~D~~~n1~l«)~1'W~'W~cJ 1H\AmlU1~~~l~l~Al~
, 

b~eJ1Vin1~v\'lb1J'W~l'W<tJeJ~Aru~m~~ nw;u~mJ~~~1~~~mU1~~~l~l~Al~ b'u'W1~(9n~ 
bb'Wd'Vll~n1~v\'lb1J'Wn1~1'W~~~U~ln~ Aru~m~~n1~'il~ CJD~ ~~n1 ~l«)~1'W~'W'lj81~~~mU1~~~l~l~Al~, 
~~~oUeJ nl~'W(7)bMmnu bMm nUn1~bb~~~~Aru~m~~ n1~'<il~ ~ li ~~~n1~l«)tJ1'W~'W'lj81l'~~(91eJ1~tY. , 


'"' 
<tJeJ @) 

Aru~m~~n1~'il~~D~~~n1~1«)~1'W~'W'lj81~'1~mU1~~~l~l~Al~", 
oiJeJ 10 ~~~n1~ffiVi~~~1oUu~r1u~~bb~l'W~(7) 'il lnl'W1J~~n1~bu'WI9i''Wl~ ~~~n1~ ~~eJfh~~~'W 

1(7)~nl~'W(7)1l'ml11'W~~~ n1~tY ~~8~~'il~<U(7)~~eJ bbcJ'In'U~ 1~n1~tY 1Vi1 oiJ~1~n1~UUUtYbb 'Vl'W 

oiJeJ m 1'W~~~n1~'lf 
~m~f1~ 11 ~ 'Vm lU1~~~1~11Al~ 

~m~f1~ ~el'1'Wd~n1~'1 bb~~Aru~m1~n11U~~111~~~mU1~ 
'U 

~~1~11Al~ 

"n111«)tJ1'W~'W'lj8" ~mtJf1~ m~tn 'W n11r;n'ljl1«)~eJ~1~bU'W1~UUb~eJ1~1J1m~~, 

fn l~ ~~ Ln(7)'illnnl~n1~1I11~ 8UAA~~~l(7)~m~ bb~~
'U , 

l(7)crilew 11~~~n'll1~bu~'W m'WoiJeJ~~ l~(7)~~(9l1T;U
"" 'IJ , 

Jlr1(7)~~~ btYm~8~~eJ~11~'WDm~~1(7)~1J1'illn, 
~1~ n1 tJ<tJ eJ~UAA~~ eJ1'il ~~u f1~lJ1 bb~~ n1~r;n'ljl1«)~ , , 
Itim'll~~~~eJ~l'W~~~ neJu<tJeJwlJ~~~'W'lj8 bb~~(9\l ~eJ'W, 
dd If a:I I If If 

'Yl lJ b'll~~~1eJ~1'W~1~ neJu<tJ eJ~ b'll~ ~<tJ eJ~~'W'Ij~, 
11~8~J11~ bb~~1Vi~m~Adlml~f1~n11~eJum~ 

'\J 

Q..I If Q..I If Q..I Q..I 6' 

n11~Wll'1jru'Vll~6'1~A~m6'1(9l1 n11'Vl(7)~eJ~bJl~'llJlru'l'l 

bA~eJ~~mb~'Vl8 n11~n'ljlD~1~'ll1~<tJeJ~1~A 
n11?i~b~~~~<tJm~ n11{JeJ~n'Wl~A n11r;n'ljl'Vll~, 
~j':ll'Vlm ~lbA~ ~m51'Vlm n11(9leJU~'WeJ~l9ieJ 

n1':l:rn'ljl'Vll'1J11'Wn1mA~ ~(9l1'VlmVlm~1I11I9ieJUAA~, 
"n1':l~1J':leJ~'il~~D':l':l~n1':l1«)t.11'WUU,'lj~ " ~m~f1~ n1':l~Aru~m':l~n1':lY1'ill':lrul 

'il~~D':l':l~n1':ll«)~1'W~'W'lj8 '1 lJ1eJ'WiI~bb~~1 Vi, , 
n1':l~U':leJ~lA':l~n1':ll«)~ l(7)~fht1~f1~~t(nn1~bAl~~ 

~AA~ (Respect for persons) ~t(n~~~':l~1~'llL1 

(Ben efit ) bb~~~~nAdl~~~D':l':l~ (Justice) b~eJ~~l~, 
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ml:W~~tl~1.Jllfl11'Vhfl111~m tJ1.J1UV11:WVl~f) 
~~tJu11:W~1.J~I'U ~~':)I'Ufl111~m~B~B1~

'" 
66~g;B16'116'1dJI'I11~~Uf)11r1:W1'l1B':)~ ~ , 

11 ':) ~tJ1 Ul~:WVl16'1111'11:W 

Vim tJ~'l 1'1 ru~ m1:W n W~~tJu11:Wfl111~tJ1'U:W'U93~U1~~16'11,()1, 
66~~/VI~B I'lrug;m1:Wfl11U~Vll1 

"l'Irug;m1:Wfl11"il~tJu11:Wfl111~tJU1~~16'11'Ul" VI:WltJ~':) I'lru~m1:Wfl11"il~tJu11:W 

n111~tJ11.J:W1.J93~U1g;~l?11'U1 .fl1tJ1'U11.:)~tJ1U1~, 
:WVl1 6'1111'1 1:W 

"m1:Wfl11U1~~1" VI:WltJ~.:) e:rVl".i':)Al1n~~ill'ldl:w1I'1dl:w'll'1'U1ru~1'Ufl111~tJ 
'" 'I II 'U v 

11.J 6'll'Ul1'(jl~'\i1J'U 'l VI~mtJ'U ~Vl1':)~ rul~Jl1 tJ'UB f) 

1 1.:)~tJ1U1~ vllV1th~~"ill1rul"il~tJu11:Wfl111~tJ 
'UB'llA 1,:) fl111~tJ 66~~ 6.ul~'d:lJ n11U1~'(j:W~"ill1rul, 
11'11,:) n111 ~tJV11:W~ 1'1 ru~ f) 11:W f) 11 n lVi 'U ~ 

"m1:Wfl116'1:WVlU" VI:WltJ~.:) e:rVl1 ':)l'Irul~Viill'lr.l1:w1I'1dl:w'll'11.Jlru~1'Un111~tJ
\J <t , 'U QJ 

11.J m'Ul1'Ul~~J1.J 'l VI~mtJ1.J~Vl1.:)~rul~Jl1tJ1.JB f) 

1HYH.J1U1~ vllV1til~~"ill1rul"il~tJu11:Wfl111~tJ 
'UB':)1m'l n111~tJ 66~~6.ulU1g;'(j:W~"ill1rul1m.:) n111~tJ, 
m:wVil'lru~m1:Wfl11nlV1'U~ 

Vim tJ~.:) 6hJn':)1'U A ru~ m1:Wfl11"il~ tJ u11:Wfl111~tJ1'U:W'U93~, 
b1.:)~tJ1Ul ~:WVll?1111'11:W 

VlmtJ~.:) 11'l'j':) fl11~e:rl~m6~~/VI~Bl'lru~e:rl~tJ ~'U66'1'UB'UB~U 
" " 

fl11~ "ill 1rul~11.J "il~tJu11:W"il1 f)1'I ru~m1:W n11 

"il~ tJ u11:Wn111~tJ1'U:W1.J93~ 11'l~tJlul~:WVllm11'11:W, 
6~B1iXfl11~u1B.:)nB'U6~:wv116tJ'U'l1'Ul~tJ 1~m?1'UB 
1m'lfl111~m6~g; 6Bn6'l11~'U 'l ~ 6~tJl.uB.:)m:w~ 
l'lru~ m1:W n11~"ill1rul"il~tJu11:Wfl111~tJ1'U:W'U93~, 
nlV1'U~ 6~BU1~nBUfl11~"ill1rul 

VI:WltJ~':) UI'II'I~e:rilVltil~~U~~'UBUv116tJ'U11'11':)n111~tJ, " 
11.J:W1.J93~~i1.:)tl~11':)'V'ltJ1U1~:WVl16'111m:w Vl1mrf)1~tJ, 
"ill f)Jl1 CJ1.JB f)~ilm 1:WU1~6'I':) A"il~v116tJ1.J fl111~tJ 

11'l'V'ltJ1Ul~:WVl16'1111'11:W 1'Umru~ile:rl~tJVlmtJl'I1.J 
" 

VI~B1m'ln111~tJ1'U:W'U93~~1~~h6tJ'Ufl111'U6'lm'U~, 
1~tJVlmm6~':) 1iXVI:lJ1tJI'Id1:w~.:)1X1Vl-Wll'1ru~e:r1~tJ~il

" rll'Ul"ilI'ldUI'I:W66~~ nltlU11'1 1':)fl111~tJ1'U:W'U93~J'U, , 
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'Vl~m'~tJ,:mm~l~-:Jbn(91
v 

"m?11?1dJrl';i~bU11::;'U1-:J/elB'Llile:JtJ (Vulnerable Subjects)" 'VlmtJ~-:J 1~1'11'1£1'1t-:Jme.J 
f,ln-une.J-:J 'v1~Bf,ln{j'U'\J-:Jr1'U1~b~1~I~nl11~CJ1il 
\J 1J v 

11?18~lCJ ilICJml~'v11-:Jl1e.J::;1il~'UU1::;lCJ"tllJe.Jlnnl1 

b~1~I~nl11~CJ 1:Wl1e.J::;?1~b'v1(91?1~t:-J~'v1~DhJ n\i11~, 
d ~ vd 2.1 I .:::.. V IV 

'v11m 'Ll tJVl(91 B'U (91 n~-:Jb"tll11~nl11e.JtJb~11::;bm-:Jnm 
\J 

11 \l ::;f,l nn~'Llbbn~-:Je.Jl ner~iJel1'W1e.J bWUD nl1 
1J '\J 

'v11nui) bi:15 'LlBne.Jlnd8-:J11~~-:J~UI tJ'It-:J bD'Ll111'1 

vthj?11m';lf,l~mn1~'v11tJ'(JlI?11il erUltJ 1 'Ll?1m'LlI'1'Ll"tl';ll 
'\J 

1'1 'Ll V1 n-:Jl'Ll'v1~BI'1'Lltnml'Ll erUltJ 1 'Llf111::;umQ'Ll
'\J , 

~'~ 1 v'Ll5"tl'Lln~~UBtJer~1:wiJ~Bcim~tJ erd~B'Ll 
, '1 \I \I 'U 

erB'VW~ erbtJ11 bb~::;er~1:W?11~1';lf,l1~nl';l~'LltJB~
\J '\J \J 

ill cWl'LlbD -:J1il 

"bl'1~miJBVll-:Jnl';lbb~Vl8 (Medical device)" 'v1mtJ~-:J Bumruvh~'Wfll1I?1bb(;l
'\J, 

?1'(Jm~ 1I?1tJbu'Vn::;b~Bnl11ihiYtJ'v1~D~m~n111'1, 
';l 1~ fi-:Jn wul'\Jl?1mnl1 bb~::;~m~ ?1~';l';lf,lm~

'\J 

"~B~~1'111~~1J" 
'U 

'v1dJ18fi-:J ~B~~'v11B l?1I?1\9l1-:J 61 'It-:J~l?1b\i1~tJ~1111?1c.lerl~c.l 
'\.I 'I I \I 

er?1'l1'U?1'Ll'Ll 
'U 'I 

nl11~tJ b~BU';l::;nB'Unl';l~e.Jl';lrulVl'Um'Ll 
'uB-:Jl'1ru::;m';l~nl';l~~tJ511~ nl11~tJ1'Ll~'Ll~8, 
1:Wl1e.J::;U';l1 n!J 1 'Ll~u'(JD-:JmtJ~n~rueln~1'v1~B 

1l?1tn le.Jl ';ll~ fi-:J~eJ~~Vl ~I-:J bVlfl'W1'11Vl tJ11'l11?1(91~
'\J 

nl ';l b-:J 'Ll ~El~~~I'Ll'UI'1I'1~ bn tn~eJ-:J nmil'~l-:J 
'\J , 

~lI'1D'U bb Vl'Ll b~'Llb~ eJ'Ll bb~ ::;~Vl5U1::; ltJ"tlti 

'1'Llnl 1U1::;"tl~ bb\9l~::;I'1~-:J, 
"tJ~ U';l::;18"tltiVl'UoilEl'Ll 'v1~D nl1-rrl?1n'Llbbvl \l ~,mU1::;l tJ"tl ti (Conflict of Interest) 

'v1m v fi\l nl1~'l1nl~tJ'v11Bm1~nl1iJ~I'Ll1ilb~8 
n'Ulm-:Jnl';ll~tJ '!'Ll1:Wl1e.J::;bD'Ll1'Ll'jUbb'U'U~bD'Ll

'\J 

~ll~'Ll b-U 'Ll nl';lbD'Ll~U~n~l nl'jbD'Ller~I~Vl'Ll'v1~eJ
'\J , 

~BI'1';lB-:J~'Ll 'v11B1il~'Uu'j::;l v"tltiI'1D'UbbVl'Ll 'It-:J?11~1';lf,l, 
~~1 bUmh'LlI'Llb~'Ll1~ b<t1'Ll nl'j1~~'U b~'Ll?1'l1'U?1'Ll'Ll, 
1~~I~U';l::; "tl,~l"tl lnl'j 'v11B~~lJ'Lll'v1~BmllJb~tn~m 
~b~mu bb'U'U1~1<t1~lb~'Ll b<t1'Ll ml~b~vl~eJ-:JVl1-:J 

1J 

?11tJb~BI?1 'v1~Bnl';l?1mi:1 'v1~Bml~~~~w5 bb~::;/'v1~B 

Bl'1iil~I'Ll1l11 b<t1'Ll me.J118~u~n~1 'v1~eJiJ~I'Ll';h~ 
Vln5B~'l'Ll-:Jl'Lll~tJ b~'Ll m';l~nl1?1eJ'Ulm-:J~l-:J 
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.ueJ rt nl'i bb\9l.:J ~.:Jflru~ n':i'iJJ nl'i'J~ tJli'i'uJnl'ii~tJlWJ'U'tj~
, 
th~ li1'U fI ru ~ n':i'iJJ nl 'i'J~ tJ li'i 'iJJ nl'il ~tJ1'W3J 'U 'tjtJ bi:1 'UeJ'i1 tJ~ eJ fI ru ~ n 'i'iJJ nl 'i "1, 

\9IeJ~U~'Vl1'i b~'EJ~ 'J1'iru1bb\9l.:J~.:J ~.:Jth~ n'EJU~1 tJ1J'i~li1'U 'i'EJ.:J'lh~li1'U fI ru~ n'i'iJJnl'i n':i'iJJ nl 'ith~~1 
'U 

n':i'iJJnl'ii:1JJ'VlU n':i'iJJnl'i tJ 'i~~1i:11'lJ1 brl'lJ1'Unl'i bbrl~~'1i1mrl'lJ1'Unl'i mJJ~'U(91'EJ'Uwi'EJ1tJ .Q
, 'U , 

~tJ'i~'1JJJfI ru~'Yl1.:J1'U1'1J1 n1'i bbrl~nn1 ~tJ 'i1JJt:i.:J~b~ tJ1.um ?l'i'i'Vl1 bbrl~ bbwi.:J~.:J 
, 	 'U 

fI ru~'Yl1.:J1'U ~1.:J15~1 bD'U nl':i JJ 1m~1'U'J~tJli'i'iJJnl 'i1 ~tJ1'UJJ'U'tj~ 1~(J:W
~ , 

'im ~el1'U1 ~nl 'i "1 ~1'UYr\9lJ'U 1'i~UUU~nl 'i bbrl ~i:1ilml 'U'UU ~nl 'i i:1'lJillV'l
'U 	 , , 

bU'UtJ'i~li1'U fi ru~'Yl1.:J1'U 'Yl1Vl.u1~ (91 ':i 1'J?l'EJUflrui:1JJ'I'T, ~ bbrl~fI11JJ b'VlJJ1~i:1JJ 
'lJ'EJ.:J~'Vl 'i.:JfI ru1 ~~-rU nl'i bi:1 'U eJ'i1 tJ ~mU'U tJ 'i~li1'U 'i'EJ.:J tJ 'i~li1 'U f1ru~ n'i 'iJJnl'i 

'U 	 " 

n'i'iJJnl'itJ'i~~1 n':i'iJJnl'ii:1lJ'VlU n'i'iJJnl'i tJ 'i~~1i:11'lJ1 brl'lJ1'Unl'i, 
bbrl~~'li1tJ brl'lJ1'U nl 'i b ~ eJ1~~tJ ':i ~'tJ JJ~ 'J1'i ru11 ~f111JJb~'U'1J'EJuri'EJ'Uth bi:1'U'EJ

'U , 	 , 

~eJflru~~U~'Vl1'i b~'EJ~'J1':i ru1bbl'i .:J ~.:J~ 'EJltJ 
'U 

rt. \v 	 n'i ru bb~.:J ~.:Jflf.:J bb 'i mX1Vl.u1Vl,j1~.:J1'UfI1'i bu'U~A~b~'EJntJ'i~li1'Ufi ru~ n 'i'iJJ nl'i 
'U 

'J~ tJli'i'iJJ nl'i1 ~tJ1'UJJ'U'tj tJ/ tJ 'i ~li1'Ubu 'U~i:1'i 'i'Vl1 'i'EJ.:J tJ 'i~li1'U brl'lJ1 "1 
, 'U 

bbrl~f1ru~ n':i'iJJ nl'i~.:J'VlJJ~/?! JJfI'i~1 tJ(91'Ub'EJ.:J 1~tJ:W11 'i~ nl 'i tJ 5'I'T~'Vl.u1~ \v tJ 

rt.m 11 'i~ 'lJ 'EJ.:Jflru~ n'i'iJJ nl'i'J~tJli'i'iJJ nl'il~tJ1'UJJ'U'tjcJ"1 f1ru~ n'i'iJJ nl'i'J~ tJli'i'iJJ nl'i, 
1~tJ1'UJJ'U'tjtJ "1 :W11'i~ nl 'i~1'i.:J~1 bb 'Vl,j.:JfI 'i11rl~ \v tJ n':i'iJJ nl 'i'J~tJo'i'iJJnl'il~tJ, 
1'UJJ 'U,'tj~~~'U1?11bbVl,j.:J(911m1'i~ :W~'VlE~ 'l~1~-ru nl'ibb~.:J~.:J1~B n 

rt.rt f1ru~n':i'iJJnl'i 'l~~emiJ 'Ur:r:Wflru ?lJJu~#I.:J.Q
'U , 

rt.rt.<9l bu'U~~:WfI11JJm~'Vl iln~.:JfI11JJ~1Aru'lJm'l~ tJo'i'iJJ nl'il~tJ1'UJJ'U'tjtJ
'U 	 v , 

rt.rt.l!:l bU'U~:WfI11JJ~fI11JJ-li1'Ulru~1'Unl 'i1~tJ1'U?l1'lJ1~ b~ tJ1oU'EJ.:J b'li'U bb V'l'Vl tJ 
'U 'U v 

bJl?f'1Jn'i V'l tJ1U1rl b 'Vl flDfi nl'i bb V'l'Vl tJ nl 'ibbV'l 'Vl tJbb~'Ul 'Vl tJ ilm1.:JflJJ 1"11 ?! (91 { 

ilnn{] VlJJ1tJ iln?! ~&1 '1~ '1 

rt.rt.m fI ru~ n'i'iJJ nl'i'J~ tJ o 'i 'i3J n1 'i1 ~tJ1'UJJ'U'tjcJ rX'EJ.:J ~1'Unl'i 'EJU'iJJ, 
~1'UVl~n'J~tJO'i'iJJ f11 'i'Yl1i~tJ1'UJJ'U'tjcJ bbrl~/Vl~'EJ ICH GCP, 

<­

mh.:Ju'EJtJtJrl~ <9l f1-r.:J 

oU'EJ ct 'Vl~mnru.nnl'i tJ 5'I'T~1'Unl'i~.:Jlf1'i.:Jnl'il~m~'EJ-runl'i~'J1'iru1 
ct.<9l bU'Ulfl'i.:Jnl'i1~~~.:J~hD'Unl'il~ tJ uflrlln':iilltJ1'U1'i.:JV'lmU1rlJJVl1?!1'ifl1JJbbrl~, 

b fl~ 'EJ <U 1 tJ 'lJ'EJ19.X'Yl1b~'EJ.:J'lJ'EJ-ru nl'i?tilu ?!'U'U'Vl~eJ tJ n b lWol10'i'iJJ b -UtJJJ bu'Urll ~ , 
~n'tjrueJn'tj'i b?l'U 'EJ ~el1'U1~nl'i1 'iWW1U 1rlJJ'Vl1(\1 'ifl1JJ 

'U 

ct. \v 	b u'U lm.:Jnl'il~~~~1 bD'Unl'i1~~'Vl,j1~.:J1'U~'U ~.:J'lJ'EJfl11JJ~1JJ:W'EJb.:JV'lmUlrl 

JJ'Vl1i:11 'i fI1JJ 19.X'W'J 1 'iru 1 ~1'U 'J~ tJ o'i 'i JJ 

ct.m 	nl'i b(\'U'EJlA'i.:Jn1'il~m~eJ'lJ'EJ-runl'i~'J1'iru1'J1n1 'i.:JV'lmU1rlJJ'Vl1(\1'ifl1JJ 

lfl'i.:Jnl'il ~tJ'J ~~eJ.:J:W"n'tjru~ #I.:J.Q 
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ct.m.Gl ~~~€I'JbUt! nl';jl~CJ~hjo(j'~~ €lnDVl:w1CJ rrl1:W~'J'U b~CJ'U~€lCJ bb61~~61'B';i';i:W 
eJt!~'U €I'JU';i~'iJ1 '(jt! 

2.J dV '::'V t.-I .::lI. V~ <:::I <:::I V 0 

ct.m. b ~~V1€1'J:W 'W m~ CJ b b61~ [:,J ';il:lJ1 ~CJ Vl b~ CJ'J~€I bb61 ~:Wrn1mAl1:W'iJ1'W1ru 
'U 'U 

b t! bb~61~~l'U l~~~vhm';il~CJ b Ut!€I ~1'J~ ~1:W 1';it;1~~'J ~ 6l~ bb61~ ~61 b~ CJ 
'U 

" eJ'Wm~ bil~~l n m';il~CJ'Yln it!V1€1'W, 
ct. m. m ~1~CJVl~€lA ru~ ~1~CJ'il ~ ~€I 'J:rJmv'1-r'U €It! ru1V1bVlU';i~ n €I'Ul'iJ1~~ b l'iJm';i:W 

~ 'U \I 'l v 

~bu'W1VlCJ~I:W€l~ v'11 CJ eJ~ 1 'JLJ€lCJ Gl At! bb61~~~~mbUt!~-r'U~~'iJ€l1J 
" 'U 

m';i\91 bb61-rm~nb'W mru~bn\91 eJt!V1';i1 CJ bbn~~t!CJeJ:W1VlVl\9161 €I '1 mru~ bUt! 
'U 'U 

lA';i'Jm';i~l:W 

ct.<t. lA';i'Jm';il~CJ~~W1hY1~1';iru1A~'Jbb';in (Submission for Initial Review) 

ct.<t.Gl m';il~CJVl1'JA~Dn 

ct. <t.b m';il~CJVl1'Ji1'JA:Wl"11a (91 4/ :W 1t!'tlCJ1Vl CJ1, 
ct.ct lA';i'Jm';il~CJ~6'11:W1';it;1'UeJ-rumJ-W'l1';iru1bb'U'U b~1 (Expedited Research) 

ct.ct.Gl m';il~CJU';i~bJlVl Retrospective study/Medical record review/ 

Case report 

ct. ct. b m ';il ~CJ ~ f1 mj1 \911 €I ~1'1 Vl1'J~1 Jl1~~ bVl~ €I~1 n'J1t! 'U~m ';iVl~eJ 
lA';i'Jm';il~CJ~t! 

ct. ct. m m ';il ~CJ Vi:rJ m ';iVlTU'W Vl n.u€I V! n61 '1 ~1:W nt! ';i~ wi 1'1 ~Vl~mu'W, 
.u€l '0 bVlU';i~'B1t!Aru~m';i:wm';i~~CJ'B';i';i:W n1';il~CJ1t!:wt!1j~ bUt!~-rn1j1m';ibVI bUt!1UV11:W 

, 'U 
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