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m1n1nu1?1 bb"1m1\?\'1biJ'Um11~t11 'LI11'U9S8'1JB~11V111'Vl t11GYt1 '<il1m'U 1~bn'U6'fB~M'Ub i'.J'U~-iht1 b"1'1J1'Um1n1Ji' 

\I 'i '\) ill 

v ~ 2.1 v di ~I vd-:::i v d 
fl1111fl11~'V11~flru1~m11 (@) bb"1~ (®) l?leJ~Fl\?lb"1eJfl"il1flb u'U~'V111fl1111~f\111Jb6lltl1'111'l) 

1 'U6'f1'1J116ll1~~"i111ru11~mr'U 

-iiB @o 111~bb~~m1~'U"il1flm1\?\'11~1'11bbV1t1~'1JB~Aru~m111m11?1111-iJB ~ 1~tl1-iJB b '1fB G'JI bb"1~ 

-iiei ~ m Hfu~fi'u 11?1t1ei'41"111 

-iiei (9)(9) Mru~m111m1u~V111 ile51'U1"i!V1u1~ ~~~ei1 ud 

(C9l) n1nu1?1 bb"1 m1\?\'1 b 'W'U'1JB.:iV1t11 t1~1m~t11nu"il~t1u1111 m11~t11 'U11'U9381 ~ b i'.J'LI1 ul?l111fli1 V1mt1 
" ' ':..! 

.::I V CV V .::!::I .J d d V 

1~b'Utl'U 'lJBrnfl'U 'V!1eJ1111?11fl11eJ'U'Vlbfltl1'1JeJ~ 

(®) n1V1'U1?1 bb 'U1'V11~tl~u~~ b~ t11'1f B~ nu m1u~V111'1JB~ V!'l.b t1~1'U b ~ei m1u~m1 bb"1~6'fi!U6'f'4'U m1 

1~ t11 'LI11'U93811?1 t1eieim i'.J'Uu1~ml"111V111'V1t.11GYt1 
' 
c i;n) b6'f'Uei bb~~ ~~ bb"1~ '1ei 1?1'1ei'Ufl1111fl11"i1~t1u1111fl111~ t11'U11'U9S8u1~"i11m '1J 1161!1~eieiufl11u~ 

' "' 
/(~) b6'f'Uelbb~~~~ ... 



(CS:.) b?f'l.JeJ bbt'i..:J~..:J bb61 ~f;leJ~f;I ffU flUJ~ m'1:l.Jfl116'f:l.JU'V11 'l.J flW~ m'1:l.Jfl11"'il~CJifi1:l.J fl11l~ CJ1 'l.J:l.J'l..!'136 
' 

U1~"iJ16'f16il1l6U11'iBBTin11U~ 

(&) 1 ~m1fo1B..:J'\lffa hl~U1B..:J"'il~CJ5';i';i:l.J6ilB-:J 1m..:im11~CJ1 'l.J:l.J'l..!'136 iJr\'1i..:i1 ~'VlU'Vl'J'l.J ~u~..:i Vl~B 
' 

CJ m~nm11~m1~u1B..:i1fl1..:i m1vfllJulju~m:1.Jn{]V1:1.J1CJV1~BmM1~1'l.Jm11~CJ1 'l.J:l.J'4'136 ~~1'l.Jm1w"'il11ru1 
"'il1nflru~m1:1.Jm1 

(b) 1 ~rhu~mn bb61~ b?f'l..!Bm1:1.J b ~'l.Jbbnflru~m1:1.J m1"'il~CJn11:1.Jm11~ CJ 1 'l.J:1.J'l.J'l36u1~"il1?!16il1i6U1 
' 

(G'}}) 11CJ..:J1'l.Jt~ .. J61fl11~1b'll'l.J-:J1'l.Jb?f'l.JBl'iBG'!Jl1:l.JVl1l'VlCJ1~CJb~B'Vl11U 
(~) bbM-:J~..:JflW~fl';j';j:l.Jfl1';jVl~Bflru~vh..:i1'l.Jb~BUljU~VIU1~M1:l.J~flru~n11:l.Jfl1';iU~V111:l.JBUVl:l.J1CJ 
(~) rl1 nu~~ M1:l.J bb61 ~U1~ bi.J'l.J 1f11..:J fl11l~CJ~~1'l.J fl11~U1B-:l"'il~ CJ511:l.J fl11l~CJ1 'l.J:l.J'4'136 bb~'J 

b ~m 'iJ'l.Jm1ueJ..:in'l.J 1:1.J"l ~bn~uruV11~1'l.J"'il~CJn11:1.Jm11~ CJ:ff 'l.J 1 'l.J1~V111..:im1~1 b 'U'l.Jm11~ CJ"'il'l.Ji'l.J?f~ 1fl1..:im1 ... ' 
(C9>o) u1~6U1G1:1.J'W''l.JTibb61~ bb 'l..!~'1111~m1:1.J~~1'l.J"'il~CJn11:1.Ji~CJ1 'l.J:l.J'l..!'136 

~ ' 
(C9>C9>) ulju~V!U1~~'l.J'l m:l.l~?fil1:l.JVl1l'V1CJ1~CJ:l.JBUVl:l.J1CJ 

oUB (9)\v 'l.JBn"'il1ffeJ1'l.J1"'ilVIU1~6iJB-:Jflru~m1:l.Jfl1';iM1:l.JoUB ~ (C9>) bb61~ (Iv) 1~ilB1'l.J1"'ilVIU1vlb~:l.Jb~:l.J 
~-:il'iB1uU 

(C9>) unuB..:i~vi6m1:1.JU61B~fiCJ bb61~~n~P1~6iJB-:J~ b 'iJ'l.Jm?f1?f~fl11 'l.Jfl111~CJ b ~B "'il~CJn11:1.Jm1i~CJ 
1'1.J:l.J'l..!'136 

' 
(Iv) w"'il11ru1fl11:1.J6UBUn11:1.J~1'l.J"'il~CJn11:1.Jm1i~CJ 1 'l.J:l.J'l..!'136 b ~m?f'l.JB 1 ~flru~m1:1.Jm1u~V111-rmB..:i 

. ' 
~U1B-:J1~CJilb~B'l.J16il Vl~BhJ-rmB-:J 

(rn) w"'il11ru1viuvi1'l.J ~u~..:i Vl~BCJm~n 1fl1..:im11~CJ~1lJulju~m:1.JmM1~1'l.Jm11~CJ1 'l.J:l.J'4136 
Q ~ 

M1:l.Jfl'J1:1.JbVl'l.J6iJB..:Jf1ru~n11:1.Jm1rnV111 

(cs:.) bbl'i..:J~..:JflW~B'4m1:l.Jfl1';iVl~BflW~vl1..:J1'l.J b~Bulju~-:J1'l.JM1:l.Jfl'J1:l.JbVl:l.J1~6'f:l.J 
(&) 11CJ..:J1'l.J~61fl11UljU~..:J1'l.J~Bflru~m1:l.Jfl1';jU~V11';iU';i~"i)1VJnll 

(b) ulju~VIU1~~'l.J '1 M1:l.Jvlflru~m1:l.Jfl11U~Vl11:l.JBUVl:l.J1CJ 

'1113.J'J~ 611 

m-a\J-a~oqa.J 

oUB C9)Q1 flru~m1:1.Jm1u~V11'Hb61~flru~m1:1.Jn1'a "'il ~~~ 1 ~il m1u1~6U:l.JB~1-:i?f~1 bG'l:l.JB 1t?wilm1 
' U1~6U1'61:l.l'W''l.JTIM111..:J b 1611 rl1Vl'l.J~ b lJ~~U 1m-:Jfl11~ l'i'B-:i fl11~'l.J6iJB-ru fl11W"'il11ru1-ru1B-:J6iJB-:J bb~61 ~1BU fl11 

U';i~°U:l.J 1'1.JU';i~'ll:l.J bb61~';i1 CJ-:11'l.J~61fl11W"'il11W11 ~Ufl611n';i6{JeJ-:J:l.JVl1l'VlCJ1~CJ'Vl';i1U b~CJvi''J~-:1 tl'l.J 
' ' ' 

oUB C9>CS:. m1u1~'ll:1.Jflru~m1:1.Jm1u~V111 bb61~ flru~ m1:1.Jm11 ~'111-U'Bu-:1 fi'u:1.JV11ivi CJ1~CJnTi-&~'l.JTI 
' ' 

11~1CJ m1u1~6U:1.JM11:1.JV11iviCJ1~CJ vtf"l. iv&&~ :1.J11-ii'u..:ifi'u 1~CJB'l.Jb61:l.J 
' ' 

oUB C9>& mrum1?f1u:1.J~ 1~u1~n1m'iJm~?f1U:l.J~b~CJ-:1G'l1'l..!mn6ilB-:J~u1~6U:l.J 11:1.J~-:1-U'm?f'l..!mb'l.J~ 
q \I , q 

-='.I ~-='.I "' "' ,Jf 
"'il1n'Vlu1~6U:l.J :l.JM'Vlu1~6U:l.J :l.J~..:J'l.J 

' ' 
(C9>) ~U';jeJ..:J 

(®) ~U';iB-:1 bbl'ibbm6ilb~nUBCJm:l.JoUBb?f'l.JBbb'l.J~ mCJ1m~CJ~b'J611~rl1Vl'l.J~ 
(rn) bbm 6iJ bb61~'111 b -U1w"'il11ru11 VI~ 

/(CS:.) 6iJBoUB~61 ... 



(<t) "lleloLJel~m~m~lJ 
(~) 1~-r'U'ael-!l 

'Vl3J11il er 
n1':i~1Lil'WnT~'W1i11':iru11fl':i.:Jn1':i1"5't1 

oLJel (9) ti LA'a-!lfl1'ai~ CJ~~el-:i~1'Um'a-rmel-:Jfl1TVllil1'at1n'il1CJ'B'a'a1lfl1'ai~ CJ b 'U1l'U'136 1~ bbri 
' 

(<9>) 1m-:im'ai~CJ~~1V1'W'11m-:im'ai~m lJ'U 11flfifl'l31'Vl~el'U A611m"llel-!llJ'Vl1i'Vl CJ1~CJ zj-:i~1 b ii'Wfl1'a 
' 

.fl1CJ b 'UlJ'Vl1l'Vl CJ1~ CJ 'Vl~el~1 b ii'Ufl1'ab 'U6'1tl1'U~~'U'UelfllJ'Vl1l'VlCJ1~CJ 
(lo) 1m-:i m 'ai~ CJzj-:i~1vr'W'11m-:i m'ai~ CJ b ll'U'U A A61m CJ'U el fllJV11i'Vl m~ CJ bb61 ~ 'Vl~elmlil ~1'U m'a-rmel-:i 

' 
Iii 1 fl AW~ n'a'alJ fl 1'alil1CJ'B'a'a3Jfl1 'al~ CJb 'U 11'1.J '136lil1fl'Vl't.hCJ'l1'U ~'U '1-:i tl ~ bb~1 bb~lJ 1~1bii'Ufl1'a.f11 CJb 'U 

' 
lJ'Vl1l'VlCJ1~CJ 'Vl~el b otloLJellJ61Vl~el~-:Ja-:J l'\'a11il~1-!l., ~'a~'U ~-!ll1i'1'UAA61~ b lJ'Ub~1"1Jel'loLJellJ61'Vl~H~-:Ja-:Jl'\'a11il 1~ 

'U I 'I , 'U 

lil~~el-:i1~-r'Um'ael'4~~1 '!Xb oLJ'1lJ1v11m'ai~CJ1'W6'1t11'U~~1-:i1 mCJ1 'UlJV11i'VlCJ1~CJlil1fl elBfl1'a'U~'Vl~el~~1~-r'U 
lJel'U'VllJ1CJ bb61~1il ~~el.:i~11 flfifl'l31Vl~el~ Am m"llel-!l1l'Vl1i'Vl CJ1~CJ b lJ'U~~1lJi~ CJ ~tJ~fl'l31 'Vl~el ~'Vl'a-:J~ru1~i~ CJ 

fimm"l 'WAW~i~CJ 
'IJ 

mrubA 1-!l fl1'al~CJ 1'11lJ (lo) 1~ ~1'U fl1'a'Yllil11W1 fl11-r'U1el-:Jlil1 CJ'B1'alJl~ CJ b 'UlJ'U'l361i11 fl'Vl1J1 CJ-!J1'U~'U 
' 

'1-:inlil bb~1 1~!X el-:J"ll el 1111-Vl1i111ru1-r'U'ael-:Jlil1 fl A ru~m1lJ fl1'alil1 CJ'B11lJ fl111~CJ1 'U lJ'W'l36tJw~16'11"LJ1i'1l1 
' bb~1 'IXA ru~ m 1lJ fl1 'a'U1vr11-Vl1i11'a ru1 b61 CJ cl1'U m MA 1-:i m'ai ~CJ~ E!-:i 1~ ~ 1'U m'a'Yllil 11 ru1 m'a-r'U 'ael-:Jlil1 CJ'B'a 'a11 

1~ CJ b 'UlJ'U'l361i11flV11l1 CJ.:i1'UIX'Wii1.:in~ 1 'IX~1 b ii'Wm11'11lJ~'Ul'lel'Ul'l1lJtJfl~"llel-:JlJV11i'Vlt11~ CJ 
' 

oUel (9)gil ~fl'l3W~"lleN 1m-:im'a1~CJ~!Xel-:i~1'Um'a-rme:i-:ilil1CJLi'a1lJl~CJ1 'UlJ'U'l361~bbri 
' 

( <9>) m'ai~ CJ'\111-:i fi~ii n~-:i b ~ CJ1 n'U CJ1Vl~el bA~e:i-:iiJ el'\111-:i m 1 bb vrn 6 
(Jo) fl1'al~CJ b~CJ1tl'U fl111'\'a11ilbb61~fl1';j-rfl'l31'\111-!l-r-:i~i'V1CJ1 
(r;n) m1i~m~CJ1nLJi6m'a~111i'~lJ'U'l36 

' 
(<§:'.) fl1'al~CJm oti~-:ia-:il'\'a11il~1-:i'1 1il1n~1-:imCJlJ'4'l36 
(~) fl1'afifl'l31l~ CJlil1fl b1'1l1~ bu CJ'W~i6m1bR'UoLJellJ61!Xe:i-:i~m1lJ b ~e:i111CJ-:i bb61~~~61m~'Vl'U~€l'UAA61 

'IJ ' 

(b) fl1'al~CJ'Vl1-!l'a~'U1~l'V1CJ1 

(gi1) m1i~CJm 'IX'U1m1~1'U6'1"1lm'l"l bb61~~'Ul'le:i'Um1~1bii'Um'ai~CJ~~61m~'Vl'U~el6'1"1Jm'\"la1'U'UAA61 
' ' ' 

v111 '!Xbn~m1lJ b~CJ-:i~lil~\J flY1e:i-:i~el-:il'l11lfl!JV1m CJ 

(~) m1i~CJ'Vl1-:iii1-:iA11m6'11'1{ 11'U'l3CJ\3116'11'1{V1~el=i5l'li'VlCJ1 ~~1bii'Um1611111il G1lJm'l3ru m'aii1'-:ibfll'l 
' 

'l"ltj ~ fl11lJ oLJel~61Vl1~ b U~ b~ CJ l1J €l6'11Li1'aW~ bb61 ~ b lJ'Ua'J'U~ AA61 

(~) m11~CJ~'U 1'11lJ~Aru~m1lJfl1'a'U1V111V1~el11V11i'VlCJ1~CJn1V1'U~ 

oLJel (9)~ fl1'a'Yllil1'aW1 bA1-!lfl11i~m ~€l"llelfl1';i-r'U';iel-!llil1CJLi'a111l~CJ b 'U11'4'136~ GTl ~Ubb'U'U b~bbri 
(<9>) fl1'a'Yllil11W1 bA'a'lfl1'al~CJLb'U'Ub~111'lJbb'U'U (Full review) 

'IJ 

(lo) m1-Vl1i111ru11A'a-!lfl11l~mb'U'Ub~1 (Expedited review) 

(r;n) fl1'a'Yllil1'aW11il1CJLi'a'a11fl11l~mb'U'UCJflb1'W (Exemption review) 

1,X ~ 1CJb61"1J 1 'U fl11 'Vl Iii 11 W1bbCJfltJ1 ~ b.f1 'Vl bA'a-!l fl11l ~CJ~ ~'U"ll e:i-r'U'ael-!l lil 1 CJ Li'a111l ~ CJb 'UlJ'U '136 
' ' 

\11111A111lb 'U1'a1AVl~-!l ~-:icl-:i b~e:i-:i 1 'IXAru~rn'a1lfl1'a'Yllil1'aW1 



<ifeJ ®~ bfli~m1i~CJ~ilm1~"il11ru1"il~CJliiid.ll~CJb '\.Jd.l'\.J~tJ bb'U'Ub~mtlbb'U'U (Full review) "ilt~eJ~ 
' " ~1'\.J fl11~"il11U!1 fl~'\.J meJ~ fl111'U 1€J~"il~CJ'511d.ll~ CJb '\.Jd.l'\.J~tJ'1J eN fl rut niid.I fl11 fl eJ'\.J ;;J~ b ~fl Ult fl iid.I fl11 

' 
'U1Vl11~1b\l'Um11'U1€J~"il1CJu11iii~CJ~ei1 tl 

-Uei lvo 1m~m1i~CJ~?111111'11~1'Ufl11~"il11ru1 "il1CJu11d.li~CJ1 'Wd.1"4~tJ bb 'U'U b ~1 (Expedited 

review) 1 ~flrutm1iim1'U~Vl11~"il11ru1m1fo1eN"il~CJu11iii~CJ1 '\.Jd.l'\.J~tJ 1i;i CJ1:iJ~ei~~1'\.J m1Vl"i111ru1 
' 

fl~'WmeJ~m1-r'U1eJ~"il~CJu11iii~CJ1 'Wd.l'W~tJ'1JeJ~flrutm1ii m1nei'W 1i;iCJiJWCJt rnnVl"il11ru11:i.lbn'\.J i;no i''W 
' V IV .Jd ~ ~ Q.J 

'\.J'Ubbl?ld'\.J'V1CJ'\.Jb?l'\.J€J bfli~fl111"ilCJ 

1m~m1i~CJ bb 'U'U b ~1 mm11mb ifl"ilt~eJ~iJ~fl~rut15~1 b il'Wm1i~t1ilfl11ii b~t1~UeiCJ~ei~-r'Um1 
i~CJ'Vl~ei1:i.lbn'Wm1m~CJ~U€Jt1 (Minimal risk) fiei ilm1m~t1~1:i.lmfln-;hm1m~CJ~b'W~i{;ltl1t~11''W bb61tb<il1 

Vl~fl bflru6l'i bb61tb~fl'W1'1Jbflru6l'ie:i~1~ue:iCJ<iJ€J1i;i<if e:iwd~ ~~~€) 1 u-d' 
( ) 

<=f """" .. ..,j .. ..,j ..,j ~ <V I 1-1~ 
® fl1'~1'31fl~1 ~61'V11~fl61'\.Jfl'1J€J~CJ1Vl1€Jbf\1€J~d.1€J bd.1€J{;11~\;11d.lb~€J'\.J b'1Ji;J~\;1€J u'\.J 

(fl) m1Pl fl~1 b~ t11 n'UCJ1~1:iJ1 "1iCJ11 Vl:i.l bb61t 1~1'Ue:i'\.Jru1{;1'V11~ m1f11 bb~'d 1i;i CJm1i~CJ,!'\.J 
' u 

"ilt~e:i~ 1:i.Jil~61v\'11 ~b 'Viiim1ii b~CJ~Vl~e:i61i;i1t~'Um1ii b~CJ~~ tieiii-r'U 1~'1le:i~m,!'W 
() 

.,...,.,J.., d .. .J, 'l'.:'l" """.,., 
'1J fl111"ilCJbflCJ1fl'U bf\1€J~d.1€J'V1~1'\.Jfl11€J"4q.)1{;1 b Vl b 'll'V11~ fl11fl1b1tl'U1€JCJbb611 

(lv) m1m1"il'Vl~m"il1tb~eJ~"il1fltlmCJ-d'1 ~'WbVi'1 Vl Vl~eJ"il1m~m~e:ii;i ~b<il161l1t1~~.Q 
" 

(fl) fl11{;111"il'Vl~m"il1tb~eJ~"il1fl~~il~'1lm'l'l~ 1:iJ~~m1.fi bb61tiltl1wufl~i'11:iJU'e:itifl11 cro 
nb61fl-rii ~~.Q tl1mrub~e:i~~b"il1tmti1 '\.J1tt1tb1611 ~ ~tli;i1~ b~e:i11iinmb~'J"ilt~e:i~1:i.lbn'W crcro iJ61~~m 
bb61t"ilt~e:i~1:iJb"il1tb~€J(;ld.11flfll1 \v fl~~~e:i~tli;i1~ 

( ) 
.,, "" d .,,; ~ ~. I"" "" .,J 'l 

'1l m 1 {;111"il'Vl1€Jb"il1t b61e:ii;i"il1 m~ fl fl61e:J'\.J1 bb61 t bi;J fl 'V1~'\.Ju1111 ru b61 e:i i;J'Vl b "il1t .f11 CJ b '\.J 

1tt1tnm ~ ~tli;i1~dfo11iin'Wbb~11ilt~e:i~1:i.lbn'W cto il61~~m Vl~e:i m iJ61~~{;11~e:iJ1wi1flM1~ilwJ1m\J'W 
fi161fl-rii bb61t"ilt~e:i~b"il1t1:i.lbn'\.J iv fl~~~e:i~tli;i1~ 

b 1'W bb~ 1fl1 ~ m1i~ CJ~il m1 b "il1t b~e:ii;i 1~ CJ~e:i~ 1 <if tl~m rub~e:i~~m fl fll 1Vl~e:i ~ fl11~1 t'UH 1:iJ 
' 

?11d.111'1'1J€J-r'Ufl11~"il11U!1 bfli~fl11l~CJ bb 'U'Ub ~d 1~ bb61t"ilt~ei~ci~ bfl1~fl11l'<il'CJ b ~€J'1J€J-r'Ufl11~"il11U!1 
1fl1~m11-<ilmb'U'Ub~d.11tlbb'U'U (Full review) 

" 
(m) m1bn'U:il'Uci1'U~1~mvrl1Vl-rm1'Wi~t11i;it11:i.l1-if15m1G'l1~cl1boif11 tl1 'W~1~fl1tl (Noninvasive) 

b"li'U m1Mi;i~ii Mi;Jb~'U 1i'~'W~~1~bb~1 Vl~e:i~'\.J~~1b'i'.J'U~e:i~'1e:im~e:im1-rfl~1 bn'U?111l°i'i;i'Vl~~ b"li'W b'Vl~e:i 
~"il"il11t t:l?1?111t J1mt1 1fl~61€JflM1Vl~~fl61€Ji;J tl1fli1bdei~~J1fli1bb{;lflb'\.J'1Jrutfl61eJ~ b61!61~mt~~bbfld.I 

"" "" "' .,J .,,; 'l " • I '.21 ~I " 
Vl1€J~'J'Vl'\.J~'Vlbfl'U"il1flfl11 b'llflumruu1CJ b u'\.J\;l'\.J 

' (~) m1bn'Uoifm.J61~1:iJ1i'15m1G'l1~cl1b-iJ11 tl1 'W~1~mt1 b"ll'W fl11{;111"ilfl~'W1 vh~1~1h fl~'W1 vl'Vh 
?ld.1€J~ fl~'\.Jfl11d.1~€J'\.J Electroretinography m1iil"ilut1hfl1i;JCJfl11Q1CJ.f11'1'l Infrared, Doppler blood 

flow, Echocardiography m1tlG'ie:iCJ'l'l~~~1'W~1:iJ111mnm-U1~~1~fl1CJ b"ll'W fl11Q1CJ.f11'1'l Magnetic 
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( 'lJ) €11Vl11tT'Wtl1~fle:J'U 1 tl~1t1G11'Utl1~fl€l'U'llel.:!€11Vl11 (Food ingredients) ~iltl~111ruel~ 
1 m~ l'lu~tl'1ell91.fiCJ\Pl111-if e:in1V1'W 191'll el.:iV1iJ1 t1.:i1 'W~ bM m-if e:i.:i 
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