
!"#$"%& '(! )$&*(!+%)&+(, (' ) -.+,+-). &!+). (, ) /"0+-+,). 1!(0$-& '(!
*$/), $%" &( &*" -(/1"&",& )$&*(!+&+"% ),0 '(! (1+,+(, (' &*" "&*+-%
-(//+&&""% +, &*" -(//$,+&2

!"# "$$%&%'( )*+,
!"#$ %& '$($)*)+, #-$ '$./$0# 1

!"#$ %& '$./$0# &%' )+&%'2"#)%+ #%

2"3$ )# *"4)5 1

!"#$ %& '$./$0# &%' "55)#)%+"4

)+&%'2"#)%+ 1
6'%/+50 &%' +%+ "(($7#"+($8

+$,"#)*$ %7)+)%+ 1❏

6)*$ 5"#$ 1

!"#$ %& *"4)5 "774)("#)%+ 1

!"#$ %& 0#"'# %& 7'%($5/'$ 1

!"#$ %& '$($)7# %& "55)#)%+"4 8 "2$+5$5

)+&%'2"#)%+ 1
9/#-%')0"#)%+8 7%0)#)*$ %7)+)%+ 1❏

6)*$ 5"#$1

:%27$#$+# "/#-%')#; '$,)0#'"#)%+ +/2<$' 1

=#-)(0 :%22)##$$ '$,)0#'"#)%+ +/2<$' 1

>)#-5'"?"4 %& "774)("#)%+ 1 ❏

6)*$ 5"#$ 1

-" .+ $%((+/ %0 .1 23+ '44(%&'02,
@-$ ./$0#)%+0 )+ #-)0 &%'2 &%' #-$ '$./$0# &%' "/#-%')0"#)%+ &'%2 #-$ :%27$#$+# 9/#-%')#; "'$ "40% '$4$*"+# &%' #-$
%7)+)%+ &'%2 "+ =#-)(0 :%22)##$$ A)# '$7'$0$+#0 2%5/4$ B %& #-$ &%'2 &%' "774;)+, #% "+ $#-)(0 (%22)##$$C "+5 ("+
<$ /0$5 "0 7"'# %& #-"# "774)("#)%+D E4$"0$ )+5)("#$ #-$ '$4$*"+# 7/'7%0$ )+ " <%F <$4%?D

!"#$"%& '(! )$&*(!+%)&+(, &( &*" -(/1"&",& )$&*(!+&23 ✓

)4 &!+). +0",&+'+-)&+(,

)45 /67869 %:;:6 <= >?<@? :?6 AB87<AA<C= <A 86<=D 7;E6 3 $,+&"0 F+,G0(/

9DG =/5'":@ +/2<$'B1 HIIJKIILJMNKMH

9DH I/44 #)#4$ %& #-$ #')"41
%;O6:P ;=E :CQ69;8<Q<:P CO @QCR<ECD96Q >?6= ;EE6E :C ;AR<9<= ;=E E<RP9<E;7CQ6 <= ?<D? 9<AS R;:<6=:A ><:?
96@6=: <A@?;67<@ A:9CS63 ; 9;=EC7<A6E @C=:9CQQ6E :9<;Q

9DJ K7%+0%'L0 7'%#%(%4 (%5$ +/2<$'G1 T5TUI

K7%+0%'L0 7'%#%(%4 *$'0)%+G1 54I

K7%+0%'L0 7'%#%(%4 5"#$G1 HIIVKIJKHM

9DM N"2$ %' "<<'$*)"#$5 #)#4$ %& #-$ #')"4 ?-$'$ "*")4"<4$1
&)!0+%

9DO PKQ:@N +/2<$'HR )& "*")4"<4$ 1

9DS P0 #-)0 " '$0/<2)00)%+ T ;$0 ❏ +% ✓

P& U$0R )+5)("#$ #-$ '$0/<2)00)%+ 4$##$'J 1 '<9A: AB87<AA<C=



B
977$+5 #-$ =/5'":@ +/2<$' (%+&)'2"#)%+ '$($)7#

G
9+; #'"+04"#)%+ %& #-$ 7'%#%(%4 0-%/45 <$ "00),+$5 #-$ 0"2$ 5"#$ "+5 *$'0)%+ "0 #-%0$ )+ #-$ %'),)+"4 5%(/2$+#D
H
P+#$'+"#)%+"4 K#"+5"'5 Q"+5%2)0$5 :%+#'%44$5 @')"4 N/2<$'D K7%+0%'0 2"; ?)0- #% /0$ "+ P+#$'+"#)%+"4 K#"+5"'5 Q"+5%2)0$5 :%+#'%44$5 @')"4 N/2<$'
APKQ:@NC #% )5$+#)&; #-$)' #')"4 )+ "55)#)%+ #% #-$ =/5'":@ +/2<$'V &%' )+0#"+($ )& #-$)' #')"4 )0 7"'# %& " 2/4#)+"#)%+"4 #')"4 ?)#- 0)#$0 %/#0)5$ #-$ :%22/+)#;D
@-$; ("+ %<#")+ #-$ +/2<$' "+5 ,/)5"+($ &'%2 #-$ :/''$+# :%+#'%44$5 @')"40 ?$<0)#$ -##7188???D(%+#'%44$5W#')"40D(%28)0'(#+ #% ?-)(- #-$'$ )0 " 4)+3 &'%2 #-$
=/5'":@ 5"#"<"0$ ?$<0)#$ -##7188???D$/5'"(#D$2$"D$/'%7"D$/D >-$+ "*")4"<4$ #-$; 0-%/45 7'%*)5$ )# )+ K$(#)%+ 9DO %& #-$ "774)("#)%+ &%'2D
J
I%' " '$0/<2)00)%+ &%44%?)+, 7'$*)%/0 ?)#-5'"?"4 %& "+ "774)("#)%+ %' /+&"*%/'"<4$ %7)+)%+ %& "+ $#-)(0 (%22)##$$R %' 7'$*)%/0 ?)#-5'"?"4 %& "+ "774)("#)%+
%' '$&/0"4 %& " '$./$0# <; #-$ (%27$#$+# "/#-%')#;R $+#$' " 4$##$' )+ #-$ 0$./$+($R 9 &%' &)'0# '$0/<2)00)%+R X &%' 0$(%+5R : &%' #-)'5 $# 0$.D



W4 +0",&+'+-)&+(, (' &*" %1(,%(! !"%1(,%+W." '(! &*" !"#$"%&

W45 %RC=AC9

XDBDB N"2$ %& %',"+)0"#)%+ 1 Y+)*$'0)#; %& N%##)+,-"2

XDBDG N"2$ %& #-$ 7$'0%+ #%
(%+#"(#1 E"/4 :"'#4$5,$

XDBDH 955'$00 1 Z)+,0 [$"5%? :"27/0R \$+#%+ \"+$

N%##)+,-"2

N6S GNQ

YNP@=! ZPN6!][

XDBDJ @$4$7-%+$ +/2<$' 1 ^BBM_MBMOS_
XDBDM I"F +/2<$' 1 ^BBM_MBHOHH
XDBDO $W2")41 7"/4D("'#4$5,$`+%##)+,-"2D"(D/3

XDH K#"#/0 %& #-$ 07%+0%' 1 XDHDB (%22$'()"4O❏ XDHDG +%+ (%22$'()"4 ✓

W4H .6D;Q 96R96A6=:;:<X6MCO :?6 ARC=AC9 <= :?6 -C77B=<:P OC9 :?6 RB9RCA6 CO :?<A :9<;Q A)& 5)&&$'$+# &'%2 #-$
07%+0%'C

XDGDB N"2$ %& %',"+)0"#)%+ 1

XDGDG N"2$ %& #-$ 7$'0%+ #%
(%+#"(#1

XDGDH 955'$00 1

XDGDJ @$4$7-%+$ +/2<$' 1
XDGDM I"F +/2<$' 1
XDGDO $W2")41

M
1 P+ "((%'5"+($ ?)#- "'#)(4$ B_ %& !)'$(#)*$ G^^B8G^8=:

O
1 9 (%22$'()"4 07%+0%' )0 " 7$'0%+ %' %',"+)0"#)%+ #-"# #"3$0 '$07%+0)<)4)#; &%' " #')"4 ?-)(- "# #-$ #)2$ %& #-$ "774)("#)%+ )0 7"'# %& #-$ 5$*$4%72$+#
7'%,'"22$ &%' " 2"'3$#)+, "/#-%')0"#)%+ %& " 2$5)()+"4 7'%5/(#D



-4 )11.+-),& +0",&+'+-)&+(,Y ZRQ6;A6 :<@S :?6 ;RR9CR9<;:6 8C[\

-45 !6]B6A: OC9 :?6 @C7R6:6=: ;B:?C9<:P ✓

:DBDB W K7%+0%' ❏

:DBDG W \$,"4 '$7'$0$+#"#)*$ %& #-$ 07%+0%' ❏

:DBDH W E$'0%+ %' %',"+)0"#)%+ "/#-%')0$5 <; #-$ 07%+0%' #% 2"3$ #-$
"774)("#)%+D ✓

:DBDJ :%274$#$ #-$ 5$#")40 %& #-$ "774)("+# <$4%? $*$+ )& #-$; "'$ 7'%*)5$5 $40$?-$'$ %+ #-$ &%'21

:DBDJDB ]',"+)0"#)%+ 1 Y+)*$'0)#; %& N%##)+,-"2

:DBDJDG N"2$ %& (%+#"(# 7$'0%+ 1 E-)4)7 X"#-

:DBDJDH 955'$00 1 :4)+)("4 K()$+($0 X/)45)+,R :)#; a%07)#"4R a/(3+"44 Q%"5

N%##)+,-"2

N6M BEX

:DBDJDJ @$4$7-%+$ +/2<$' 1 ^BBM bGHBSOM

:DBDJDM I"F +/2<$' 1 ^BBM bGHSBOS

:DBDJDO $W2")41 #)2%#-;D$+,4"+5`+%##)+,-"2D"(D/3

:DBDM Q$./$0# #% '$($)*$ "+ DF24 (%7; %& :@9 5"#" 1

:DBDMDB !% ;%/ ?"+# "+ DF24 &)4$ (%7; %& #-$ :@9 &%'2 5"#" 0"*$5 %+
=/5'":@ T ;$0 ❏ +% ✓

:DBDMDBDB P& U$0 7'%*)5$ #-$ $W2")4 "55'$00A$0C #% ?-)(- )# 0-%/45 <$ 0$+# A/7 #% M "55'$00$0C 1

:DBDMDBDG !% ;%/ ?"+# #% '$($)*$ #-)0 *)" 7"00?%'5 7'%#$(#$5 4)+3A0CS T ;$0 ❏ +% ✓

P& ;%/ "+0?$' N% #% ./$0#)%+ :DBDMDBDG #-$ DF24 &)4$ ?)44 <$ #'"+02)##$5 <; 4$00 0$(/'$ $W2")4 4)+3A0C

S
@-)0 '$./)'$0 " =/5'"\)+3 "((%/+#D AK$$ ???D$/5'"(#D$2$"D$/'%7"D$/C &%' 5$#")40C



04 +,'(!/)&+(, (, ")-* +/1

50$"#6'2%"0 "0 +'&3 7.)(8 4#"/)&29 .+$"#+ 2#%'(:*4+&%$%& "4+#'2%"0* ;.(%0/%0<= 2#%'( *4+&%$%& 4'&8'<%0< '0/ ('.+((%0<> *3")(/ .+
4#"?%/+/ %0 23%* *+&2%"0 $"# +'&3 %0?+*2%<'2%"0'( 6+/%&%0'( 4#"/)&2 ;5@A> .+%0< 2+*2+/ %0&()/%0< +'&3 &"64'#'2"# '0/ +'&3
4('&+."= %$ '44(%&'.(+B 5$ 23+ 2#%'( %* 4+#$"#6+/ C%23 *+?+#'( 4#"/)&2* )*+ +D2#' 4'<+* '0/ <%?+ +'&3 4#"/)&2 ' *+E)+02%'(
0)6.+# %0 FBGBGB 5$ 23+ 4#"/)&2 %* ' &"6.%0'2%"0 4#"/)&2 %0$"#6'2%"0 *3")(/ .+ <%?+0 $"# +'&3 '&2%?+ *).*2'0&+B

045 +/1 +0",&+'+-)&+(,

50/%&'2+ C3%&3 "$ 23+ $"(("C%0< %* /+*&#%.+/ .+("C= 23+0 #+4+'2 '* 0+&+**'#1 $"# +'&3 "$ 23+ 0)6.+#+/ 5@A* 2" .+
)*+/ %0 23+ 2#%'(;'**%<0 0)6.+#* $#"6 G:0>,

04545 &?<A 96O69A :C :?6 +/1 =B7869 3 EQB
0454H +/1 86<=D :6A:6E ✓

0454T +/1 BA6E ;A ; @C7R;9;:C9 ❏

$"# 4('&+." <" /%#+&2(1 2" FBH

04H %&)&$% (' &*" +/14 P& #-$ P[E -"0 " 2"'3$#)+, "/#-%')0"#)%+ )+ #-$ [$2<$' K#"#$ (%+($'+$5 <; #-)0
"774)("#)%+ </# #-$ #'"5$ +"2$ "+5 2"'3$#)+, "/#-%')0"#)%+ -%45$' "'$ +%# &)F$5 )+ #-$ 7'%#%(%4R ,% #% 0$(#)%+
!DGDGD

!DGDB a"0 #-$ P[E #% <$ /0$5 )+ #-$ #')"4 " 2"'3$#)+, "/#-%')0"#)%+ T ;$0 ❏ +% ❏
!DGDBDB P& ;$0 #% !DGDBR 07$()&; &%' #-$ 7'%5/(# #% <$ /0$5 )+ #-$ #')"4 1
!DGDBDBDB @'"5$ +"2$9

!DGDBDBDG N"2$ %& #-$ [9 -%45$'9

!DGDBDBDH [9 +/2<$' A)& [9 ,'"+#$5 <; " [$2<$' K#"#$C9

!DGDBDBDJ P0 #-$ P[E 2%5)&)$5 )+ '$4"#)%+ #% )#0 [9 T ;$0 ❏ +% ❏
!DGDBDBDJDB P& U$0R 74$"0$ 07$()&;
!DGDBDG >-)(- (%/+#'; ,'"+#$5 #-$ [9 T
!DGDBDGDB P0 #-)0 #-$ [$2<$' K#"#$ (%+($'+$5 ?)#- #-)0 "774)("#)%+ T ;$0 ❏ +% ❏
!DGDBDGDG P0 #-)0 "+%#-$' [$2<$' K#"#$ T ;$0 ❏ +% ❏



04H4H %<:B;:<C=A >?696 ;= +/1 :C 86 BA6E <= :?6 -& ?;A ; /) <= :?6 /% @C=@69=6E Y 8B: :?6 R9C:C@CQ
;QQC>A :?;: ;=P 89;=E CO :?6 +/1 ><:? ; /) <= :?;: /% 86 ;E7<=<A:696E :C :?6 :9<;Q AB8^6@:A ;=E <: <A =C:
RCAA<8Q6 :C @Q6;9QP <E6=:<OP :?6 +/1ZA\ <= ;EX;=@6 CO :?6 :9<;Q A:;9:

!DGDGDB P+ #-$ 7'%#%(%4R )0 #'$"#2$+# 5$&)+$5 %+4; <; "(#)*$ 0/<0#"+($ T

!DGDGDBDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDG P+ #-$ 7'%#%(%4R 5% #'$"#2$+# '$,)2$+0 "44%? 5)&&$'$+# (%2<)+"#)%+0 %& 2"'3$#$5
7'%5/(#0 /0$5 "((%'5)+, #% 4%("4 (4)+)("4 7'"(#)($ "# 0%2$ %' "44 )+*$0#),"#%' 0)#$0 )+ #-$ [K T

!DGDGDGDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDH @-$ 7'%5/(#0 #% <$ "52)+)0#$'$5 "0 P[E0 "'$ 5$&)+$5 "0 <$4%+,)+, #% "+ 9@: ,'%/79D

!DGDGDHDB P& U$0R ,)*$ #-$ 9@: ,'%/7 %& #-$ "774)("<4$ "/#-%')0$5 (%5$0 )+ #-$ 9@: (%5$ &)$45
A4$*$4 H %' #-$ 4$*$4 #-"# ("+ <$ 5$&)+$5C )+ !DHDH

;$0 ✓ +% ❏

!DGDGDJ ]#-$' 1 ;$0 ❏ +% ✓

!DGDGDJDB P& U$0R 74$"0$ 07$()&; 1

04H4T +/10 AB87<::6E 3

!DGDHDB I/44 P[E! ;$0 ❏ +% ✓

!DGDHDG K)274)&)$5 P[E!10D ;$0 ❏ +% ✓

!DGDHDH K/22"'; %& 7'%5/(# (-"'"(#$')0#)(0 AK2E:C %+4; ;$0 ❏ +% ✓

04H4M *;A :?6 BA6 CO :?6 +/1 866= R96X<CBAQP ;B:?C9<A6E <= ; @Q<=<@;Q :9<;Q @C=EB@:6E 8P :?6 ARC=AC9 <= :?6
-C77B=<:P _

;$0 ✓ +% ❏

!DGDJDB P& U$0R 07$()&; ?-)(- [$2<$' K#"#$0 1
YNP@=! ZPN6!][

04H4U *;A :?6 +/1 866= E6A<D=;:6E <= :?<A <=E<@;:<C= ;A ;= C9R?;= E9BD <= :?6 -C77B=<:P _
;$0 ❏ +% ✓



!DGDMDB P& ;$0R ,)*$ #-$ %'7-"+ 5'/, 5$0),+"#)%+ +/2<$'113

04H4L *;A :?6 +/1 866= :?6 AB8^6@: CO A@<6=:<O<@ ;EX<@6 96Q;:6E :C :?<A @Q<=<@;Q :9<;Q _ ;$0 ❏ +% ✓

!DGDODB P& U$0 #% !DGDO 74$"0$ )+5)("#$ 0%/'($ %& "5*)($ "+5 7'%*)5$ " (%7; )+ #-$ :@9 '$./$0# 1

!DGDODBDB I'%2 #-$ :a[E 12T ;$0 ❏ +% ❏

!DGDODBDG I'%2 " [K (%27$#$+# "/#-%')#; T ;$0 ❏ +% ❏

9 Available from the Summary of Product Characteristics

10 Provide justification for using simplified dossier in the covering letter.

11 According to the Community register on orphan medicinal products (Regulation (EC) n° 141/2000) :
http://pharmacos.eudra.org/F2/register/orphreg.htm

12 Committee for Medicinal Products for Human Use of the European Medicines Agency.



04T 0"%-!+1&+(, (' &*" +/1

04T45 19CEB@: =;76 >?696 ;RRQ<@;8Q613 3 907)')+

04T4H 19CEB@: @CE6 >?696 ;RRQ<@;8Q614 3

04T4T )&- @CE6Y <O COO<@<;QQP 96D<A:696E15 3 X^B9:^O

04T4M 1?;97;@6B:<@;Q OC97 ZBA6 A:;=E;9E :697A\ 3 @"<4$#

04T4U /;[<7B7 EB9;:<C= CO :96;:76=: CO ; AB8^6@: ;@@C9E<=D :C :?6 R9C:C@CQ 3

_^ 5";0 A#-$+ ?%/45 (%+#)+/$ "0 +%'2"4 #'$"#2$+# &%' 0#'%3$

04T4L /;[<7B7 ECA6 ;QQC>6E ZAR6@<OP 3 R69 E;P C9 :C:;Q ECA6` B=<:A ;=E 9CB:6 CO ;E7<=<A:9;:<C=\ 3

H^^2, 4%"5)+, 5%0$ #-$+ SM2, 5")4;

E$' 5"; %' #%#"4 5%0$ 1 E$' 5";

Y+)#0 1 SM2, 2, 2)44),'"2A0C

Q%/#$ %& "52)+)0#'"#)%+ 1 =+#$'"4 Y0$

04T4J !CB:6 CO ;E7<=<A:9;:<C= ZBA6 A:;=E;9E :697A\3 =+#$'"4 Y0$

]'"4 Y0$

04T4V ,;76 CO 6;@? ;@:<X6 AB8A:;=@6 Z+,, C9 R9CRCA6E +,, <O
;X;<Q;8Q6\ 3 907)')+

04T4N (:?69 ;X;<Q;8Q6 =;76 OC9 6;@? ;@:<X6 AB8A:;=@6 Z-)% 16 ,
@B996=: ARC=AC9 @CE6ZA\Y C:?69 E6A@9<R:<X6 =;76Y 6:@ 3 R9CX<E6
;QQ ;X;<Q;8Q6\ 3

W :9K M^SbG

W :/''$+# 07%+0%' (%5$A0C

W ]#-$' !$0(')7#)*$ +"2$ 9:=@U\K9\P:U\P: 9:P!

04T45I %:96=D:? ZAR6@<OP ;QQ A:96=D:?A :C 86 BA6E\ 3

!DHDB^DB W (%+($+#'"#)%+ /+)# 1 2, 2)44),'"2A0C

!DHDB^DG W (%+($+#'"#)%+ #;7$ Ac$F"(# +/2<$'dR c'"+,$dR c2%'$
#-"+d %' c/7 #%dCD '"+,$

!DHDB^DH W (%+($+#'"#)%+ +/2<$' 1 GM H^^



13 To be provided only where there is no tradename. This is the name routinely used by the sponsor to identify the IMP in the CT documentation
(protocol, IB...)

14 To be provided only where there is no tradename. This is the code designated by the sponsor which represents the name routinely used by
the sponsor to identify the product in the CT documentation. For example, a code may be used for combinations of drugs or drugs and devices..

15 Available from the Summary of Product Characteristics

16 Chemical Abstracts Service.



04T455 &PR6 CO +/1

0C6A :?6 +/1 @C=:;<= ;= ;@:<X6 AB8A:;=@6 3
!DHDBBDB W %& (-$2)("4 %'),)+ T ;$0 ✓ +% ❏

!DHDBBDG W %& <)%4%,)("4 8 <)%#$(-+%4%,)("4 %'),)+T17 ;$0 ❏ +% ✓

+A :?<A ;3
!DHDBBDH W :$44 #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDJ W 6$+$ #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDM W Q"5)%7-"'2"($/#)("4 2$5)()+"4 7'%5/(# T ;$0 ❏ +% ✓

!DHDBBDO W P22/+%4%,)("4 2$5)()+"4 7'%5/(# A0/(- "0 *"(()+$R
"44$',$+R )22/+$ 0$'/2CT ;$0 ❏ +% ✓

!DHDBBDS W E4"02" 5$')*$5 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDb W ]#-$' $F#'"(#)*$ 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBD_ W a$'<"4 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDB^ W a%2$%7"#-)( 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDBB W [$5)()+"4 7'%5/(# (%+#")+)+, ,$+$#)("44;
2%5)&)$5 %',"+)020T ;$0 ❏ +% ✓

●P& ;$0 #% !DHDBBDBB

■!DHDBBDBBDB a"0 #-$ "/#-%')0"#)%+ &%' (%+#")+$5 /0$ %'
'$4$"0$ <$$+ ,'"+#$5T ;$0 ❏ +% ❏

■!DHDBBDBBDG P0 )# 7$+5)+, T ;$0 ❏ +% ❏

!DHDBBDBG W 9+%#-$' #;7$ %& 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

●!DHDBBDBGDB P& ;$0R 07$()&; 1

17 Complete also sections D.4, and where applicable sections D.5 and D.6



04M4 W+(.(G+-). a W+(&"-*,(.(G+-). +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%
+,-.$0+,G b)--+,"%

04M45 &PR6 CO R9CEB@:

!DJDBDB W =F#'"(#)*$ ;$0 ❏ +% ❏

!DJDBDG W Q$(%2<)+"+# ;$0 ❏ +% ❏

!DJDBDH W e"(()+$ ;$0 ❏ +% ❏

!DJDBDJ W 6[] ;$0 ❏ +% ❏

!DJDBDM W E4"02" 5$')*$5 7'%5/(#0 ;$0 ❏ +% ❏

!DJDBDO W ]#-$'0 ;$0 ❏ +% ❏

!DJDBDODB P& %#-$'0R 07$()&; 1

04U %(/)&+- -".. &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-& Z,( G","&+-
/(0+'+-)&+(,\

04U45 (9<D<= CO @6QQA

!DMDBDB W 9/#%4%,%/0 ;$0 ❏ +% ❏

!DMDBDG W 944%,$+$)( ;$0 ❏ +% ❏

!DMDBDH W f$+%,$+$)( ;$0 ❏ +% ❏

!DMDBDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1



04U4H &PR6 CO @6QQA

!DMDGDB W K#$2 ($440 ;$0 ❏ +% ❏

!DMDGDG W !)&&$'$+#)"#$5 ($440 ;$0 ❏ +% ❏

!DMDGDGDB P& ;$0R 07$()&; #-$ #;7$ A$D,D 3$'"#)+%(;#$0R &)<'%<4"0#0R (-%+5'%(;#$0RgC 1

!DMDGDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DMDGDHDB P& %#-$'0R 07$()&; 1

04L4 G"," &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%

04L45 G6=6ZA\ CO <=:696A: 3

04L4H += X<XC D6=6 :?69;RP3 ❏

04L4T "[ X<XC D6=6 :?69;RP 3 ❏

04L4M &PR6 CO D6=6 :9;=AO69 R9CEB@:

!DODJDB W N/(4$)( "()5 A$D,D 74"02)5C 1 ;$0 ❏ +% ❏

P& ;$0R 07$()&;

!DODJDBDB W N"3$5 1 ;$0 ❏ +% ❏

!DODJDBDG W :%274$F$5 1 ;$0 ❏ +% ❏

!DODJDG W e)'"4 *$(#%' 1 ;$0 ❏ +% ❏

!DODJDGDB P& ;$0R 07$()&; #-$ #;7$ 1 "5$+%*)'/0R '$#'%*)'/0R 99eR g1

!DODJDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DODJDHDB P& %#-$'0R 07$()&; 1



04L4U G6=6:<@;QQP 7CE<O<6E @6QQA 3 ;$0 ❏ +% ❏

P& ;$0R 07$()&; %'),)+ %& #-$ ($440 1

!DODMDB W 9/#%4%,%/0 1 ;$0 ❏ +% ❏

!DODMDG W 944%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDH W f$+%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1

!DODMDJ W ]#-$' #;7$ %& ($440 A-$2"#%7%)$#)( 0#$2 ($440R
gC 1 ;$0 ❏ +% ❏

WP& U$0 07$()&; 1

04L4L -C776=:A C= =CX6Q ;AR6@:A CO D6=6 :?69;RP <=X6A:<D;:<C=;Q R9CEB@: <O ;=P ZO966 :6[:\ 3



045 +/1 +0",&+'+-)&+(,

50/%&'2+ C3%&3 "$ 23+ $"(("C%0< %* /+*&#%.+/ .+("C= 23+0 #+4+'2 '* 0+&+**'#1 $"# +'&3 "$ 23+ 0)6.+#+/ 5@A* 2" .+
)*+/ %0 23+ 2#%'(;'**%<0 0)6.+#* $#"6 G:0>,

04545 &?<A 96O69A :C :?6 +/1 =B7869 3 EQG
0454H +/1 86<=D :6A:6E ✓

0454T +/1 BA6E ;A ; @C7R;9;:C9 ❏

$"# 4('&+." <" /%#+&2(1 2" FBH

04H %&)&$% (' &*" +/14 P& #-$ P[E -"0 " 2"'3$#)+, "/#-%')0"#)%+ )+ #-$ [$2<$' K#"#$ (%+($'+$5 <; #-)0
"774)("#)%+ </# #-$ #'"5$ +"2$ "+5 2"'3$#)+, "/#-%')0"#)%+ -%45$' "'$ +%# &)F$5 )+ #-$ 7'%#%(%4R ,% #% 0$(#)%+
!DGDGD

!DGDB a"0 #-$ P[E #% <$ /0$5 )+ #-$ #')"4 " 2"'3$#)+, "/#-%')0"#)%+ T ;$0 ❏ +% ❏
!DGDBDB P& ;$0 #% !DGDBR 07$()&; &%' #-$ 7'%5/(# #% <$ /0$5 )+ #-$ #')"4 1
!DGDBDBDB @'"5$ +"2$9

!DGDBDBDG N"2$ %& #-$ [9 -%45$'9

!DGDBDBDH [9 +/2<$' A)& [9 ,'"+#$5 <; " [$2<$' K#"#$C9

!DGDBDBDJ P0 #-$ P[E 2%5)&)$5 )+ '$4"#)%+ #% )#0 [9 T ;$0 ❏ +% ❏
!DGDBDBDJDB P& U$0R 74$"0$ 07$()&;
!DGDBDG >-)(- (%/+#'; ,'"+#$5 #-$ [9 T
!DGDBDGDB P0 #-)0 #-$ [$2<$' K#"#$ (%+($'+$5 ?)#- #-)0 "774)("#)%+ T ;$0 ❏ +% ❏
!DGDBDGDG P0 #-)0 "+%#-$' [$2<$' K#"#$ T ;$0 ❏ +% ❏



04H4H %<:B;:<C=A >?696 ;= +/1 :C 86 BA6E <= :?6 -& ?;A ; /) <= :?6 /% @C=@69=6E Y 8B: :?6 R9C:C@CQ
;QQC>A :?;: ;=P 89;=E CO :?6 +/1 ><:? ; /) <= :?;: /% 86 ;E7<=<A:696E :C :?6 :9<;Q AB8^6@:A ;=E <: <A =C:
RCAA<8Q6 :C @Q6;9QP <E6=:<OP :?6 +/1ZA\ <= ;EX;=@6 CO :?6 :9<;Q A:;9:

!DGDGDB P+ #-$ 7'%#%(%4R )0 #'$"#2$+# 5$&)+$5 %+4; <; "(#)*$ 0/<0#"+($ T

!DGDGDBDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDG P+ #-$ 7'%#%(%4R 5% #'$"#2$+# '$,)2$+0 "44%? 5)&&$'$+# (%2<)+"#)%+0 %& 2"'3$#$5
7'%5/(#0 /0$5 "((%'5)+, #% 4%("4 (4)+)("4 7'"(#)($ "# 0%2$ %' "44 )+*$0#),"#%' 0)#$0 )+ #-$ [K T

!DGDGDGDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDH @-$ 7'%5/(#0 #% <$ "52)+)0#$'$5 "0 P[E0 "'$ 5$&)+$5 "0 <$4%+,)+, #% "+ 9@: ,'%/79D

!DGDGDHDB P& U$0R ,)*$ #-$ 9@: ,'%/7 %& #-$ "774)("<4$ "/#-%')0$5 (%5$0 )+ #-$ 9@: (%5$ &)$45
A4$*$4 H %' #-$ 4$*$4 #-"# ("+ <$ 5$&)+$5C )+ !DHDH

;$0 ✓ +% ❏

!DGDGDJ ]#-$' 1 ;$0 ❏ +% ✓

!DGDGDJDB P& U$0R 74$"0$ 07$()&; 1

04H4T +/10 AB87<::6E 3

!DGDHDB I/44 P[E! ;$0 ❏ +% ✓

!DGDHDG K)274)&)$5 P[E!10D ;$0 ❏ +% ✓

!DGDHDH K/22"'; %& 7'%5/(# (-"'"(#$')0#)(0 AK2E:C %+4; ;$0 ❏ +% ✓

04H4M *;A :?6 BA6 CO :?6 +/1 866= R96X<CBAQP ;B:?C9<A6E <= ; @Q<=<@;Q :9<;Q @C=EB@:6E 8P :?6 ARC=AC9 <= :?6
-C77B=<:P _

;$0 ✓ +% ❏

!DGDJDB P& U$0R 07$()&; ?-)(- [$2<$' K#"#$0 1
YNP@=! ZPN6!][

04H4U *;A :?6 +/1 866= E6A<D=;:6E <= :?<A <=E<@;:<C= ;A ;= C9R?;= E9BD <= :?6 -C77B=<:P _
;$0 ❏ +% ✓



!DGDMDB P& ;$0R ,)*$ #-$ %'7-"+ 5'/, 5$0),+"#)%+ +/2<$'113

04H4L *;A :?6 +/1 866= :?6 AB8^6@: CO A@<6=:<O<@ ;EX<@6 96Q;:6E :C :?<A @Q<=<@;Q :9<;Q _ ;$0 ❏ +% ✓

!DGDODB P& U$0 #% !DGDO 74$"0$ )+5)("#$ 0%/'($ %& "5*)($ "+5 7'%*)5$ " (%7; )+ #-$ :@9 '$./$0# 1

!DGDODBDB I'%2 #-$ :a[E 12T ;$0 ❏ +% ❏

!DGDODBDG I'%2 " [K (%27$#$+# "/#-%')#; T ;$0 ❏ +% ❏

9 Available from the Summary of Product Characteristics

10 Provide justification for using simplified dossier in the covering letter.

11 According to the Community register on orphan medicinal products (Regulation (EC) n° 141/2000) :
http://pharmacos.eudra.org/F2/register/orphreg.htm

12 Committee for Medicinal Products for Human Use of the European Medicines Agency.



04T 0"%-!+1&+(, (' &*" +/1

04T45 19CEB@: =;76 >?696 ;RRQ<@;8Q613 3 907)')+

04T4H 19CEB@: @CE6 >?696 ;RRQ<@;8Q614 3

04T4T )&- @CE6Y <O COO<@<;QQP 96D<A:696E15 3 X^B9:^O

04T4M 1?;97;@6B:<@;Q OC97 ZBA6 A:;=E;9E :697A\ 3 !)07$'0)<4$ @"<4$#

04T4U /;[<7B7 EB9;:<C= CO :96;:76=: CO ; AB8^6@: ;@@C9E<=D :C :?6 R9C:C@CQ 3

_^ 5";0 A#-$+ ?%/45 (%+#)+/$ "0 +%'2"4 #'$"#2$+# &%' 0#'%3$

04T4L /;[<7B7 ECA6 ;QQC>6E ZAR6@<OP 3 R69 E;P C9 :C:;Q ECA6` B=<:A ;=E 9CB:6 CO ;E7<=<A:9;:<C=\ 3

H^^2, 4%"5)+, 5%0$ #-$+ SM2, 5")4;

E$' 5"; %' #%#"4 5%0$ 1 E$' 5";

Y+)#0 1 SM2, 2, 2)44),'"2A0C

Q%/#$ %& "52)+)0#'"#)%+ 1 =+#$'"4 Y0$

04T4J !CB:6 CO ;E7<=<A:9;:<C= ZBA6 A:;=E;9E :697A\3 =+#$'"4 Y0$

]'"4 Y0$

04T4V ,;76 CO 6;@? ;@:<X6 AB8A:;=@6 Z+,, C9 R9CRCA6E +,, <O
;X;<Q;8Q6\ 3 907)')+

04T4N (:?69 ;X;<Q;8Q6 =;76 OC9 6;@? ;@:<X6 AB8A:;=@6 Z-)% 16 ,
@B996=: ARC=AC9 @CE6ZA\Y C:?69 E6A@9<R:<X6 =;76Y 6:@ 3 R9CX<E6
;QQ ;X;<Q;8Q6\ 3

W :9K M^SbG

W :/''$+# 07%+0%' (%5$A0C

W ]#-$' !$0(')7#)*$ +"2$ 9:=@U\K9\P:U\P: 9:P!

04T45I %:96=D:? ZAR6@<OP ;QQ A:96=D:?A :C 86 BA6E\ 3

!DHDB^DB W (%+($+#'"#)%+ /+)# 1 2, 2)44),'"2A0C

!DHDB^DG W (%+($+#'"#)%+ #;7$ Ac$F"(# +/2<$'dR c'"+,$dR c2%'$
#-"+d %' c/7 #%dCD '"+,$

!DHDB^DH W (%+($+#'"#)%+ +/2<$' 1 SM H^^



13 To be provided only where there is no tradename. This is the name routinely used by the sponsor to identify the IMP in the CT documentation
(protocol, IB...)

14 To be provided only where there is no tradename. This is the code designated by the sponsor which represents the name routinely used by
the sponsor to identify the product in the CT documentation. For example, a code may be used for combinations of drugs or drugs and devices..

15 Available from the Summary of Product Characteristics

16 Chemical Abstracts Service.



04T455 &PR6 CO +/1

0C6A :?6 +/1 @C=:;<= ;= ;@:<X6 AB8A:;=@6 3
!DHDBBDB W %& (-$2)("4 %'),)+ T ;$0 ✓ +% ❏

!DHDBBDG W %& <)%4%,)("4 8 <)%#$(-+%4%,)("4 %'),)+T17 ;$0 ❏ +% ✓

+A :?<A ;3
!DHDBBDH W :$44 #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDJ W 6$+$ #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDM W Q"5)%7-"'2"($/#)("4 2$5)()+"4 7'%5/(# T ;$0 ❏ +% ✓

!DHDBBDO W P22/+%4%,)("4 2$5)()+"4 7'%5/(# A0/(- "0 *"(()+$R
"44$',$+R )22/+$ 0$'/2CT ;$0 ❏ +% ✓

!DHDBBDS W E4"02" 5$')*$5 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDb W ]#-$' $F#'"(#)*$ 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBD_ W a$'<"4 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDB^ W a%2$%7"#-)( 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDBB W [$5)()+"4 7'%5/(# (%+#")+)+, ,$+$#)("44;
2%5)&)$5 %',"+)020T ;$0 ❏ +% ✓

●P& ;$0 #% !DHDBBDBB

■!DHDBBDBBDB a"0 #-$ "/#-%')0"#)%+ &%' (%+#")+$5 /0$ %'
'$4$"0$ <$$+ ,'"+#$5T ;$0 ❏ +% ❏

■!DHDBBDBBDG P0 )# 7$+5)+, T ;$0 ❏ +% ❏

!DHDBBDBG W 9+%#-$' #;7$ %& 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

●!DHDBBDBGDB P& ;$0R 07$()&; 1

17 Complete also sections D.4, and where applicable sections D.5 and D.6



04M4 W+(.(G+-). a W+(&"-*,(.(G+-). +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%
+,-.$0+,G b)--+,"%

04M45 &PR6 CO R9CEB@:

!DJDBDB W =F#'"(#)*$ ;$0 ❏ +% ❏

!DJDBDG W Q$(%2<)+"+# ;$0 ❏ +% ❏

!DJDBDH W e"(()+$ ;$0 ❏ +% ❏

!DJDBDJ W 6[] ;$0 ❏ +% ❏

!DJDBDM W E4"02" 5$')*$5 7'%5/(#0 ;$0 ❏ +% ❏

!DJDBDO W ]#-$'0 ;$0 ❏ +% ❏

!DJDBDODB P& %#-$'0R 07$()&; 1

04U %(/)&+- -".. &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-& Z,( G","&+-
/(0+'+-)&+(,\

04U45 (9<D<= CO @6QQA

!DMDBDB W 9/#%4%,%/0 ;$0 ❏ +% ❏

!DMDBDG W 944%,$+$)( ;$0 ❏ +% ❏

!DMDBDH W f$+%,$+$)( ;$0 ❏ +% ❏

!DMDBDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1



04U4H &PR6 CO @6QQA

!DMDGDB W K#$2 ($440 ;$0 ❏ +% ❏

!DMDGDG W !)&&$'$+#)"#$5 ($440 ;$0 ❏ +% ❏

!DMDGDGDB P& ;$0R 07$()&; #-$ #;7$ A$D,D 3$'"#)+%(;#$0R &)<'%<4"0#0R (-%+5'%(;#$0RgC 1

!DMDGDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DMDGDHDB P& %#-$'0R 07$()&; 1

04L4 G"," &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%

04L45 G6=6ZA\ CO <=:696A: 3

04L4H += X<XC D6=6 :?69;RP3 ❏

04L4T "[ X<XC D6=6 :?69;RP 3 ❏

04L4M &PR6 CO D6=6 :9;=AO69 R9CEB@:

!DODJDB W N/(4$)( "()5 A$D,D 74"02)5C 1 ;$0 ❏ +% ❏

P& ;$0R 07$()&;

!DODJDBDB W N"3$5 1 ;$0 ❏ +% ❏

!DODJDBDG W :%274$F$5 1 ;$0 ❏ +% ❏

!DODJDG W e)'"4 *$(#%' 1 ;$0 ❏ +% ❏

!DODJDGDB P& ;$0R 07$()&; #-$ #;7$ 1 "5$+%*)'/0R '$#'%*)'/0R 99eR g1

!DODJDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DODJDHDB P& %#-$'0R 07$()&; 1



04L4U G6=6:<@;QQP 7CE<O<6E @6QQA 3 ;$0 ❏ +% ❏

P& ;$0R 07$()&; %'),)+ %& #-$ ($440 1

!DODMDB W 9/#%4%,%/0 1 ;$0 ❏ +% ❏

!DODMDG W 944%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDH W f$+%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1

!DODMDJ W ]#-$' #;7$ %& ($440 A-$2"#%7%)$#)( 0#$2 ($440R
gC 1 ;$0 ❏ +% ❏

WP& U$0 07$()&; 1

04L4L -C776=:A C= =CX6Q ;AR6@:A CO D6=6 :?69;RP <=X6A:<D;:<C=;Q R9CEB@: <O ;=P ZO966 :6[:\ 3



045 +/1 +0",&+'+-)&+(,

50/%&'2+ C3%&3 "$ 23+ $"(("C%0< %* /+*&#%.+/ .+("C= 23+0 #+4+'2 '* 0+&+**'#1 $"# +'&3 "$ 23+ 0)6.+#+/ 5@A* 2" .+
)*+/ %0 23+ 2#%'(;'**%<0 0)6.+#* $#"6 G:0>,

04545 &?<A 96O69A :C :?6 +/1 =B7869 3 EQH
0454H +/1 86<=D :6A:6E ✓

0454T +/1 BA6E ;A ; @C7R;9;:C9 ❏

$"# 4('&+." <" /%#+&2(1 2" FBH

04H %&)&$% (' &*" +/14 P& #-$ P[E -"0 " 2"'3$#)+, "/#-%')0"#)%+ )+ #-$ [$2<$' K#"#$ (%+($'+$5 <; #-)0
"774)("#)%+ </# #-$ #'"5$ +"2$ "+5 2"'3$#)+, "/#-%')0"#)%+ -%45$' "'$ +%# &)F$5 )+ #-$ 7'%#%(%4R ,% #% 0$(#)%+
!DGDGD

!DGDB a"0 #-$ P[E #% <$ /0$5 )+ #-$ #')"4 " 2"'3$#)+, "/#-%')0"#)%+ T ;$0 ❏ +% ❏
!DGDBDB P& ;$0 #% !DGDBR 07$()&; &%' #-$ 7'%5/(# #% <$ /0$5 )+ #-$ #')"4 1
!DGDBDBDB @'"5$ +"2$9

!DGDBDBDG N"2$ %& #-$ [9 -%45$'9

!DGDBDBDH [9 +/2<$' A)& [9 ,'"+#$5 <; " [$2<$' K#"#$C9

!DGDBDBDJ P0 #-$ P[E 2%5)&)$5 )+ '$4"#)%+ #% )#0 [9 T ;$0 ❏ +% ❏
!DGDBDBDJDB P& U$0R 74$"0$ 07$()&;
!DGDBDG >-)(- (%/+#'; ,'"+#$5 #-$ [9 T
!DGDBDGDB P0 #-)0 #-$ [$2<$' K#"#$ (%+($'+$5 ?)#- #-)0 "774)("#)%+ T ;$0 ❏ +% ❏
!DGDBDGDG P0 #-)0 "+%#-$' [$2<$' K#"#$ T ;$0 ❏ +% ❏



04H4H %<:B;:<C=A >?696 ;= +/1 :C 86 BA6E <= :?6 -& ?;A ; /) <= :?6 /% @C=@69=6E Y 8B: :?6 R9C:C@CQ
;QQC>A :?;: ;=P 89;=E CO :?6 +/1 ><:? ; /) <= :?;: /% 86 ;E7<=<A:696E :C :?6 :9<;Q AB8^6@:A ;=E <: <A =C:
RCAA<8Q6 :C @Q6;9QP <E6=:<OP :?6 +/1ZA\ <= ;EX;=@6 CO :?6 :9<;Q A:;9:

!DGDGDB P+ #-$ 7'%#%(%4R )0 #'$"#2$+# 5$&)+$5 %+4; <; "(#)*$ 0/<0#"+($ T

!DGDGDBDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDG P+ #-$ 7'%#%(%4R 5% #'$"#2$+# '$,)2$+0 "44%? 5)&&$'$+# (%2<)+"#)%+0 %& 2"'3$#$5
7'%5/(#0 /0$5 "((%'5)+, #% 4%("4 (4)+)("4 7'"(#)($ "# 0%2$ %' "44 )+*$0#),"#%' 0)#$0 )+ #-$ [K T

!DGDGDGDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDH @-$ 7'%5/(#0 #% <$ "52)+)0#$'$5 "0 P[E0 "'$ 5$&)+$5 "0 <$4%+,)+, #% "+ 9@: ,'%/79D

!DGDGDHDB P& U$0R ,)*$ #-$ 9@: ,'%/7 %& #-$ "774)("<4$ "/#-%')0$5 (%5$0 )+ #-$ 9@: (%5$ &)$45
A4$*$4 H %' #-$ 4$*$4 #-"# ("+ <$ 5$&)+$5C )+ !DHDH

;$0 ✓ +% ❏

!DGDGDJ ]#-$' 1 ;$0 ❏ +% ✓

!DGDGDJDB P& U$0R 74$"0$ 07$()&; 1

04H4T +/10 AB87<::6E 3

!DGDHDB I/44 P[E! ;$0 ❏ +% ✓

!DGDHDG K)274)&)$5 P[E!10D ;$0 ❏ +% ✓

!DGDHDH K/22"'; %& 7'%5/(# (-"'"(#$')0#)(0 AK2E:C %+4; ;$0 ❏ +% ✓

04H4M *;A :?6 BA6 CO :?6 +/1 866= R96X<CBAQP ;B:?C9<A6E <= ; @Q<=<@;Q :9<;Q @C=EB@:6E 8P :?6 ARC=AC9 <= :?6
-C77B=<:P _

;$0 ✓ +% ❏

!DGDJDB P& U$0R 07$()&; ?-)(- [$2<$' K#"#$0 1
YNP@=! ZPN6!][

04H4U *;A :?6 +/1 866= E6A<D=;:6E <= :?<A <=E<@;:<C= ;A ;= C9R?;= E9BD <= :?6 -C77B=<:P _
;$0 ❏ +% ✓



!DGDMDB P& ;$0R ,)*$ #-$ %'7-"+ 5'/, 5$0),+"#)%+ +/2<$'113

04H4L *;A :?6 +/1 866= :?6 AB8^6@: CO A@<6=:<O<@ ;EX<@6 96Q;:6E :C :?<A @Q<=<@;Q :9<;Q _ ;$0 ❏ +% ✓

!DGDODB P& U$0 #% !DGDO 74$"0$ )+5)("#$ 0%/'($ %& "5*)($ "+5 7'%*)5$ " (%7; )+ #-$ :@9 '$./$0# 1

!DGDODBDB I'%2 #-$ :a[E 12T ;$0 ❏ +% ❏

!DGDODBDG I'%2 " [K (%27$#$+# "/#-%')#; T ;$0 ❏ +% ❏

9 Available from the Summary of Product Characteristics

10 Provide justification for using simplified dossier in the covering letter.

11 According to the Community register on orphan medicinal products (Regulation (EC) n° 141/2000) :
http://pharmacos.eudra.org/F2/register/orphreg.htm

12 Committee for Medicinal Products for Human Use of the European Medicines Agency.



04T 0"%-!+1&+(, (' &*" +/1

04T45 19CEB@: =;76 >?696 ;RRQ<@;8Q613 3 907)')+

04T4H 19CEB@: @CE6 >?696 ;RRQ<@;8Q614 3

04T4T )&- @CE6Y <O COO<@<;QQP 96D<A:696E15 3 X^B9:^O

04T4M 1?;97;@6B:<@;Q OC97 ZBA6 A:;=E;9E :697A\ 3 K/77%0)#%';

04T4U /;[<7B7 EB9;:<C= CO :96;:76=: CO ; AB8^6@: ;@@C9E<=D :C :?6 R9C:C@CQ 3

_^ 5";0 A#-$+ ?%/45 (%+#)+/$ "0 +%'2"4 #'$"#2$+# &%' 0#'%3$

04T4L /;[<7B7 ECA6 ;QQC>6E ZAR6@<OP 3 R69 E;P C9 :C:;Q ECA6` B=<:A ;=E 9CB:6 CO ;E7<=<A:9;:<C=\ 3

H^^2, 4%"5)+, 5%0$ #-$+ SM2, 5")4;

E$' 5"; %' #%#"4 5%0$ 1 E$' 5";

Y+)#0 1 SM2, 2, 2)44),'"2A0C

Q%/#$ %& "52)+)0#'"#)%+ 1 Q$(#"4 Y0$

04T4J !CB:6 CO ;E7<=<A:9;:<C= ZBA6 A:;=E;9E :697A\3 Q$(#"4 Y0$

04T4V ,;76 CO 6;@? ;@:<X6 AB8A:;=@6 Z+,, C9 R9CRCA6E +,, <O
;X;<Q;8Q6\ 3 907)')+

04T4N (:?69 ;X;<Q;8Q6 =;76 OC9 6;@? ;@:<X6 AB8A:;=@6 Z-)% 16 ,
@B996=: ARC=AC9 @CE6ZA\Y C:?69 E6A@9<R:<X6 =;76Y 6:@ 3 R9CX<E6
;QQ ;X;<Q;8Q6\ 3

W :9K M^SbG

W :/''$+# 07%+0%' (%5$A0C

W ]#-$' !$0(')7#)*$ +"2$ 9:=@U\K9\P:U\P: 9:P!

04T45I %:96=D:? ZAR6@<OP ;QQ A:96=D:?A :C 86 BA6E\ 3

!DHDB^DB W (%+($+#'"#)%+ /+)# 1 2, 2)44),'"2A0C

!DHDB^DG W (%+($+#'"#)%+ #;7$ Ac$F"(# +/2<$'dR c'"+,$dR c2%'$
#-"+d %' c/7 #%dCD '"+,$

!DHDB^DH W (%+($+#'"#)%+ +/2<$' 1 BM^ H^^



13 To be provided only where there is no tradename. This is the name routinely used by the sponsor to identify the IMP in the CT documentation
(protocol, IB...)

14 To be provided only where there is no tradename. This is the code designated by the sponsor which represents the name routinely used by
the sponsor to identify the product in the CT documentation. For example, a code may be used for combinations of drugs or drugs and devices..

15 Available from the Summary of Product Characteristics

16 Chemical Abstracts Service.



04T455 &PR6 CO +/1

0C6A :?6 +/1 @C=:;<= ;= ;@:<X6 AB8A:;=@6 3
!DHDBBDB W %& (-$2)("4 %'),)+ T ;$0 ✓ +% ❏

!DHDBBDG W %& <)%4%,)("4 8 <)%#$(-+%4%,)("4 %'),)+T17 ;$0 ❏ +% ✓

+A :?<A ;3
!DHDBBDH W :$44 #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDJ W 6$+$ #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDM W Q"5)%7-"'2"($/#)("4 2$5)()+"4 7'%5/(# T ;$0 ❏ +% ✓

!DHDBBDO W P22/+%4%,)("4 2$5)()+"4 7'%5/(# A0/(- "0 *"(()+$R
"44$',$+R )22/+$ 0$'/2CT ;$0 ❏ +% ✓

!DHDBBDS W E4"02" 5$')*$5 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDb W ]#-$' $F#'"(#)*$ 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBD_ W a$'<"4 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDB^ W a%2$%7"#-)( 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDBB W [$5)()+"4 7'%5/(# (%+#")+)+, ,$+$#)("44;
2%5)&)$5 %',"+)020T ;$0 ❏ +% ✓

●P& ;$0 #% !DHDBBDBB

■!DHDBBDBBDB a"0 #-$ "/#-%')0"#)%+ &%' (%+#")+$5 /0$ %'
'$4$"0$ <$$+ ,'"+#$5T ;$0 ❏ +% ❏

■!DHDBBDBBDG P0 )# 7$+5)+, T ;$0 ❏ +% ❏

!DHDBBDBG W 9+%#-$' #;7$ %& 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

●!DHDBBDBGDB P& ;$0R 07$()&; 1

17 Complete also sections D.4, and where applicable sections D.5 and D.6



04M4 W+(.(G+-). a W+(&"-*,(.(G+-). +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%
+,-.$0+,G b)--+,"%

04M45 &PR6 CO R9CEB@:

!DJDBDB W =F#'"(#)*$ ;$0 ❏ +% ❏

!DJDBDG W Q$(%2<)+"+# ;$0 ❏ +% ❏

!DJDBDH W e"(()+$ ;$0 ❏ +% ❏

!DJDBDJ W 6[] ;$0 ❏ +% ❏

!DJDBDM W E4"02" 5$')*$5 7'%5/(#0 ;$0 ❏ +% ❏

!DJDBDO W ]#-$'0 ;$0 ❏ +% ❏

!DJDBDODB P& %#-$'0R 07$()&; 1

04U %(/)&+- -".. &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-& Z,( G","&+-
/(0+'+-)&+(,\

04U45 (9<D<= CO @6QQA

!DMDBDB W 9/#%4%,%/0 ;$0 ❏ +% ❏

!DMDBDG W 944%,$+$)( ;$0 ❏ +% ❏

!DMDBDH W f$+%,$+$)( ;$0 ❏ +% ❏

!DMDBDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1



04U4H &PR6 CO @6QQA

!DMDGDB W K#$2 ($440 ;$0 ❏ +% ❏

!DMDGDG W !)&&$'$+#)"#$5 ($440 ;$0 ❏ +% ❏

!DMDGDGDB P& ;$0R 07$()&; #-$ #;7$ A$D,D 3$'"#)+%(;#$0R &)<'%<4"0#0R (-%+5'%(;#$0RgC 1

!DMDGDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DMDGDHDB P& %#-$'0R 07$()&; 1

04L4 G"," &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%

04L45 G6=6ZA\ CO <=:696A: 3

04L4H += X<XC D6=6 :?69;RP3 ❏

04L4T "[ X<XC D6=6 :?69;RP 3 ❏

04L4M &PR6 CO D6=6 :9;=AO69 R9CEB@:

!DODJDB W N/(4$)( "()5 A$D,D 74"02)5C 1 ;$0 ❏ +% ❏

P& ;$0R 07$()&;

!DODJDBDB W N"3$5 1 ;$0 ❏ +% ❏

!DODJDBDG W :%274$F$5 1 ;$0 ❏ +% ❏

!DODJDG W e)'"4 *$(#%' 1 ;$0 ❏ +% ❏

!DODJDGDB P& ;$0R 07$()&; #-$ #;7$ 1 "5$+%*)'/0R '$#'%*)'/0R 99eR g1

!DODJDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DODJDHDB P& %#-$'0R 07$()&; 1



04L4U G6=6:<@;QQP 7CE<O<6E @6QQA 3 ;$0 ❏ +% ❏

P& ;$0R 07$()&; %'),)+ %& #-$ ($440 1

!DODMDB W 9/#%4%,%/0 1 ;$0 ❏ +% ❏

!DODMDG W 944%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDH W f$+%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1

!DODMDJ W ]#-$' #;7$ %& ($440 A-$2"#%7%)$#)( 0#$2 ($440R
gC 1 ;$0 ❏ +% ❏

WP& U$0 07$()&; 1

04L4L -C776=:A C= =CX6Q ;AR6@:A CO D6=6 :?69;RP <=X6A:<D;:<C=;Q R9CEB@: <O ;=P ZO966 :6[:\ 3



045 +/1 +0",&+'+-)&+(,

50/%&'2+ C3%&3 "$ 23+ $"(("C%0< %* /+*&#%.+/ .+("C= 23+0 #+4+'2 '* 0+&+**'#1 $"# +'&3 "$ 23+ 0)6.+#+/ 5@A* 2" .+
)*+/ %0 23+ 2#%'(;'**%<0 0)6.+#* $#"6 G:0>,

04545 &?<A 96O69A :C :?6 +/1 =B7869 3 EQJ
0454H +/1 86<=D :6A:6E ✓

0454T +/1 BA6E ;A ; @C7R;9;:C9 ❏

$"# 4('&+." <" /%#+&2(1 2" FBH

04H %&)&$% (' &*" +/14 P& #-$ P[E -"0 " 2"'3$#)+, "/#-%')0"#)%+ )+ #-$ [$2<$' K#"#$ (%+($'+$5 <; #-)0
"774)("#)%+ </# #-$ #'"5$ +"2$ "+5 2"'3$#)+, "/#-%')0"#)%+ -%45$' "'$ +%# &)F$5 )+ #-$ 7'%#%(%4R ,% #% 0$(#)%+
!DGDGD

!DGDB a"0 #-$ P[E #% <$ /0$5 )+ #-$ #')"4 " 2"'3$#)+, "/#-%')0"#)%+ T ;$0 ❏ +% ❏
!DGDBDB P& ;$0 #% !DGDBR 07$()&; &%' #-$ 7'%5/(# #% <$ /0$5 )+ #-$ #')"4 1
!DGDBDBDB @'"5$ +"2$9

!DGDBDBDG N"2$ %& #-$ [9 -%45$'9

!DGDBDBDH [9 +/2<$' A)& [9 ,'"+#$5 <; " [$2<$' K#"#$C9

!DGDBDBDJ P0 #-$ P[E 2%5)&)$5 )+ '$4"#)%+ #% )#0 [9 T ;$0 ❏ +% ❏
!DGDBDBDJDB P& U$0R 74$"0$ 07$()&;
!DGDBDG >-)(- (%/+#'; ,'"+#$5 #-$ [9 T
!DGDBDGDB P0 #-)0 #-$ [$2<$' K#"#$ (%+($'+$5 ?)#- #-)0 "774)("#)%+ T ;$0 ❏ +% ❏
!DGDBDGDG P0 #-)0 "+%#-$' [$2<$' K#"#$ T ;$0 ❏ +% ❏



04H4H %<:B;:<C=A >?696 ;= +/1 :C 86 BA6E <= :?6 -& ?;A ; /) <= :?6 /% @C=@69=6E Y 8B: :?6 R9C:C@CQ
;QQC>A :?;: ;=P 89;=E CO :?6 +/1 ><:? ; /) <= :?;: /% 86 ;E7<=<A:696E :C :?6 :9<;Q AB8^6@:A ;=E <: <A =C:
RCAA<8Q6 :C @Q6;9QP <E6=:<OP :?6 +/1ZA\ <= ;EX;=@6 CO :?6 :9<;Q A:;9:

!DGDGDB P+ #-$ 7'%#%(%4R )0 #'$"#2$+# 5$&)+$5 %+4; <; "(#)*$ 0/<0#"+($ T

!DGDGDBDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDG P+ #-$ 7'%#%(%4R 5% #'$"#2$+# '$,)2$+0 "44%? 5)&&$'$+# (%2<)+"#)%+0 %& 2"'3$#$5
7'%5/(#0 /0$5 "((%'5)+, #% 4%("4 (4)+)("4 7'"(#)($ "# 0%2$ %' "44 )+*$0#),"#%' 0)#$0 )+ #-$ [K T

!DGDGDGDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDH @-$ 7'%5/(#0 #% <$ "52)+)0#$'$5 "0 P[E0 "'$ 5$&)+$5 "0 <$4%+,)+, #% "+ 9@: ,'%/79D

!DGDGDHDB P& U$0R ,)*$ #-$ 9@: ,'%/7 %& #-$ "774)("<4$ "/#-%')0$5 (%5$0 )+ #-$ 9@: (%5$ &)$45
A4$*$4 H %' #-$ 4$*$4 #-"# ("+ <$ 5$&)+$5C )+ !DHDH

;$0 ✓ +% ❏

!DGDGDJ ]#-$' 1 ;$0 ❏ +% ✓

!DGDGDJDB P& U$0R 74$"0$ 07$()&; 1

04H4T +/10 AB87<::6E 3

!DGDHDB I/44 P[E! ;$0 ❏ +% ✓

!DGDHDG K)274)&)$5 P[E!10D ;$0 ❏ +% ✓

!DGDHDH K/22"'; %& 7'%5/(# (-"'"(#$')0#)(0 AK2E:C %+4; ;$0 ❏ +% ✓

04H4M *;A :?6 BA6 CO :?6 +/1 866= R96X<CBAQP ;B:?C9<A6E <= ; @Q<=<@;Q :9<;Q @C=EB@:6E 8P :?6 ARC=AC9 <= :?6
-C77B=<:P _

;$0 ✓ +% ❏

!DGDJDB P& U$0R 07$()&; ?-)(- [$2<$' K#"#$0 1
YNP@=! ZPN6!][

04H4U *;A :?6 +/1 866= E6A<D=;:6E <= :?<A <=E<@;:<C= ;A ;= C9R?;= E9BD <= :?6 -C77B=<:P _
;$0 ❏ +% ✓



!DGDMDB P& ;$0R ,)*$ #-$ %'7-"+ 5'/, 5$0),+"#)%+ +/2<$'113

04H4L *;A :?6 +/1 866= :?6 AB8^6@: CO A@<6=:<O<@ ;EX<@6 96Q;:6E :C :?<A @Q<=<@;Q :9<;Q _ ;$0 ❏ +% ✓

!DGDODB P& U$0 #% !DGDO 74$"0$ )+5)("#$ 0%/'($ %& "5*)($ "+5 7'%*)5$ " (%7; )+ #-$ :@9 '$./$0# 1

!DGDODBDB I'%2 #-$ :a[E 12T ;$0 ❏ +% ❏

!DGDODBDG I'%2 " [K (%27$#$+# "/#-%')#; T ;$0 ❏ +% ❏

9 Available from the Summary of Product Characteristics

10 Provide justification for using simplified dossier in the covering letter.

11 According to the Community register on orphan medicinal products (Regulation (EC) n° 141/2000) :
http://pharmacos.eudra.org/F2/register/orphreg.htm

12 Committee for Medicinal Products for Human Use of the European Medicines Agency.



04T 0"%-!+1&+(, (' &*" +/1

04T45 19CEB@: =;76 >?696 ;RRQ<@;8Q613 3 !)7;')5"2%4$

04T4H 19CEB@: @CE6 >?696 ;RRQ<@;8Q614 3

04T4T )&- @CE6Y <O COO<@<;QQP 96D<A:696E15 3 X^B9:^S

04T4M 1?;97;@6B:<@;Q OC97 ZBA6 A:;=E;9E :697A\ 3 @"<4$#

04T4U /;[<7B7 EB9;:<C= CO :96;:76=: CO ; AB8^6@: ;@@C9E<=D :C :?6 R9C:C@CQ 3

_^ 5";0 A#-$+ #% (%+#)+/$ "0 +%'2"4 #'$"#2$+# &%' 0#'%3$C

04T4L /;[<7B7 ECA6 ;QQC>6E ZAR6@<OP 3 R69 E;P C9 :C:;Q ECA6` B=<:A ;=E 9CB:6 CO ;E7<=<A:9;:<C=\ 3

J^^2, AG^^2, <5C

E$' 5"; %' #%#"4 5%0$ 1 E$' 5";

Y+)#0 1 J^^ 2, 2)44),'"2A0C

Q%/#$ %& "52)+)0#'"#)%+ 1 =+#$'"4 Y0$

04T4J !CB:6 CO ;E7<=<A:9;:<C= ZBA6 A:;=E;9E :697A\3 =+#$'"4 Y0$

]'"4 Y0$

04T4V ,;76 CO 6;@? ;@:<X6 AB8A:;=@6 Z+,, C9 R9CRCA6E +,, <O
;X;<Q;8Q6\ 3 !PEUQP!9[]\=

04T4N (:?69 ;X;<Q;8Q6 =;76 OC9 6;@? ;@:<X6 AB8A:;=@6 Z-)% 16 ,
@B996=: ARC=AC9 @CE6ZA\Y C:?69 E6A@9<R:<X6 =;76Y 6:@ 3 R9CX<E6
;QQ ;X;<Q;8Q6\ 3

W :9K MbHGG

W :/''$+# 07%+0%' (%5$A0C

W ]#-$' !$0(')7#)*$ +"2$

04T45I %:96=D:? ZAR6@<OP ;QQ A:96=D:?A :C 86 BA6E\ 3

!DHDB^DB W (%+($+#'"#)%+ /+)# 1 2, 2)44),'"2A0C

!DHDB^DG W (%+($+#'"#)%+ #;7$ Ac$F"(# +/2<$'dR c'"+,$dR c2%'$
#-"+d %' c/7 #%dCD '"+,$

!DHDB^DH W (%+($+#'"#)%+ +/2<$' 1 GM B^^



13 To be provided only where there is no tradename. This is the name routinely used by the sponsor to identify the IMP in the CT documentation
(protocol, IB...)

14 To be provided only where there is no tradename. This is the code designated by the sponsor which represents the name routinely used by
the sponsor to identify the product in the CT documentation. For example, a code may be used for combinations of drugs or drugs and devices..

15 Available from the Summary of Product Characteristics

16 Chemical Abstracts Service.



04T455 &PR6 CO +/1

0C6A :?6 +/1 @C=:;<= ;= ;@:<X6 AB8A:;=@6 3
!DHDBBDB W %& (-$2)("4 %'),)+ T ;$0 ✓ +% ❏

!DHDBBDG W %& <)%4%,)("4 8 <)%#$(-+%4%,)("4 %'),)+T17 ;$0 ❏ +% ❏

+A :?<A ;3
!DHDBBDH W :$44 #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDJ W 6$+$ #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDM W Q"5)%7-"'2"($/#)("4 2$5)()+"4 7'%5/(# T ;$0 ❏ +% ✓

!DHDBBDO W P22/+%4%,)("4 2$5)()+"4 7'%5/(# A0/(- "0 *"(()+$R
"44$',$+R )22/+$ 0$'/2CT ;$0 ❏ +% ✓

!DHDBBDS W E4"02" 5$')*$5 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDb W ]#-$' $F#'"(#)*$ 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBD_ W a$'<"4 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDB^ W a%2$%7"#-)( 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDBB W [$5)()+"4 7'%5/(# (%+#")+)+, ,$+$#)("44;
2%5)&)$5 %',"+)020T ;$0 ❏ +% ✓

●P& ;$0 #% !DHDBBDBB

■!DHDBBDBBDB a"0 #-$ "/#-%')0"#)%+ &%' (%+#")+$5 /0$ %'
'$4$"0$ <$$+ ,'"+#$5T ;$0 ❏ +% ❏

■!DHDBBDBBDG P0 )# 7$+5)+, T ;$0 ❏ +% ❏

!DHDBBDBG W 9+%#-$' #;7$ %& 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

●!DHDBBDBGDB P& ;$0R 07$()&; 1

17 Complete also sections D.4, and where applicable sections D.5 and D.6



04M4 W+(.(G+-). a W+(&"-*,(.(G+-). +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%
+,-.$0+,G b)--+,"%

04M45 &PR6 CO R9CEB@:

!DJDBDB W =F#'"(#)*$ ;$0 ❏ +% ❏

!DJDBDG W Q$(%2<)+"+# ;$0 ❏ +% ❏

!DJDBDH W e"(()+$ ;$0 ❏ +% ❏

!DJDBDJ W 6[] ;$0 ❏ +% ❏

!DJDBDM W E4"02" 5$')*$5 7'%5/(#0 ;$0 ❏ +% ❏

!DJDBDO W ]#-$'0 ;$0 ❏ +% ❏

!DJDBDODB P& %#-$'0R 07$()&; 1

04U %(/)&+- -".. &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-& Z,( G","&+-
/(0+'+-)&+(,\

04U45 (9<D<= CO @6QQA

!DMDBDB W 9/#%4%,%/0 ;$0 ❏ +% ❏

!DMDBDG W 944%,$+$)( ;$0 ❏ +% ❏

!DMDBDH W f$+%,$+$)( ;$0 ❏ +% ❏

!DMDBDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1



04U4H &PR6 CO @6QQA

!DMDGDB W K#$2 ($440 ;$0 ❏ +% ❏

!DMDGDG W !)&&$'$+#)"#$5 ($440 ;$0 ❏ +% ❏

!DMDGDGDB P& ;$0R 07$()&; #-$ #;7$ A$D,D 3$'"#)+%(;#$0R &)<'%<4"0#0R (-%+5'%(;#$0RgC 1

!DMDGDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DMDGDHDB P& %#-$'0R 07$()&; 1

04L4 G"," &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%

04L45 G6=6ZA\ CO <=:696A: 3

04L4H += X<XC D6=6 :?69;RP3 ❏

04L4T "[ X<XC D6=6 :?69;RP 3 ❏

04L4M &PR6 CO D6=6 :9;=AO69 R9CEB@:

!DODJDB W N/(4$)( "()5 A$D,D 74"02)5C 1 ;$0 ❏ +% ❏

P& ;$0R 07$()&;

!DODJDBDB W N"3$5 1 ;$0 ❏ +% ❏

!DODJDBDG W :%274$F$5 1 ;$0 ❏ +% ❏

!DODJDG W e)'"4 *$(#%' 1 ;$0 ❏ +% ❏

!DODJDGDB P& ;$0R 07$()&; #-$ #;7$ 1 "5$+%*)'/0R '$#'%*)'/0R 99eR g1

!DODJDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DODJDHDB P& %#-$'0R 07$()&; 1



04L4U G6=6:<@;QQP 7CE<O<6E @6QQA 3 ;$0 ❏ +% ❏

P& ;$0R 07$()&; %'),)+ %& #-$ ($440 1

!DODMDB W 9/#%4%,%/0 1 ;$0 ❏ +% ❏

!DODMDG W 944%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDH W f$+%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1

!DODMDJ W ]#-$' #;7$ %& ($440 A-$2"#%7%)$#)( 0#$2 ($440R
gC 1 ;$0 ❏ +% ❏

WP& U$0 07$()&; 1

04L4L -C776=:A C= =CX6Q ;AR6@:A CO D6=6 :?69;RP <=X6A:<D;:<C=;Q R9CEB@: <O ;=P ZO966 :6[:\ 3



045 +/1 +0",&+'+-)&+(,

50/%&'2+ C3%&3 "$ 23+ $"(("C%0< %* /+*&#%.+/ .+("C= 23+0 #+4+'2 '* 0+&+**'#1 $"# +'&3 "$ 23+ 0)6.+#+/ 5@A* 2" .+
)*+/ %0 23+ 2#%'(;'**%<0 0)6.+#* $#"6 G:0>,

04545 &?<A 96O69A :C :?6 +/1 =B7869 3 EQM
0454H +/1 86<=D :6A:6E ✓

0454T +/1 BA6E ;A ; @C7R;9;:C9 ❏

$"# 4('&+." <" /%#+&2(1 2" FBH

04H %&)&$% (' &*" +/14 P& #-$ P[E -"0 " 2"'3$#)+, "/#-%')0"#)%+ )+ #-$ [$2<$' K#"#$ (%+($'+$5 <; #-)0
"774)("#)%+ </# #-$ #'"5$ +"2$ "+5 2"'3$#)+, "/#-%')0"#)%+ -%45$' "'$ +%# &)F$5 )+ #-$ 7'%#%(%4R ,% #% 0$(#)%+
!DGDGD

!DGDB a"0 #-$ P[E #% <$ /0$5 )+ #-$ #')"4 " 2"'3$#)+, "/#-%')0"#)%+ T ;$0 ❏ +% ❏
!DGDBDB P& ;$0 #% !DGDBR 07$()&; &%' #-$ 7'%5/(# #% <$ /0$5 )+ #-$ #')"4 1
!DGDBDBDB @'"5$ +"2$9

!DGDBDBDG N"2$ %& #-$ [9 -%45$'9

!DGDBDBDH [9 +/2<$' A)& [9 ,'"+#$5 <; " [$2<$' K#"#$C9

!DGDBDBDJ P0 #-$ P[E 2%5)&)$5 )+ '$4"#)%+ #% )#0 [9 T ;$0 ❏ +% ❏
!DGDBDBDJDB P& U$0R 74$"0$ 07$()&;
!DGDBDG >-)(- (%/+#'; ,'"+#$5 #-$ [9 T
!DGDBDGDB P0 #-)0 #-$ [$2<$' K#"#$ (%+($'+$5 ?)#- #-)0 "774)("#)%+ T ;$0 ❏ +% ❏
!DGDBDGDG P0 #-)0 "+%#-$' [$2<$' K#"#$ T ;$0 ❏ +% ❏



04H4H %<:B;:<C=A >?696 ;= +/1 :C 86 BA6E <= :?6 -& ?;A ; /) <= :?6 /% @C=@69=6E Y 8B: :?6 R9C:C@CQ
;QQC>A :?;: ;=P 89;=E CO :?6 +/1 ><:? ; /) <= :?;: /% 86 ;E7<=<A:696E :C :?6 :9<;Q AB8^6@:A ;=E <: <A =C:
RCAA<8Q6 :C @Q6;9QP <E6=:<OP :?6 +/1ZA\ <= ;EX;=@6 CO :?6 :9<;Q A:;9:

!DGDGDB P+ #-$ 7'%#%(%4R )0 #'$"#2$+# 5$&)+$5 %+4; <; "(#)*$ 0/<0#"+($ T

!DGDGDBDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDG P+ #-$ 7'%#%(%4R 5% #'$"#2$+# '$,)2$+0 "44%? 5)&&$'$+# (%2<)+"#)%+0 %& 2"'3$#$5
7'%5/(#0 /0$5 "((%'5)+, #% 4%("4 (4)+)("4 7'"(#)($ "# 0%2$ %' "44 )+*$0#),"#%' 0)#$0 )+ #-$ [K T

!DGDGDGDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDH @-$ 7'%5/(#0 #% <$ "52)+)0#$'$5 "0 P[E0 "'$ 5$&)+$5 "0 <$4%+,)+, #% "+ 9@: ,'%/79D

!DGDGDHDB P& U$0R ,)*$ #-$ 9@: ,'%/7 %& #-$ "774)("<4$ "/#-%')0$5 (%5$0 )+ #-$ 9@: (%5$ &)$45
A4$*$4 H %' #-$ 4$*$4 #-"# ("+ <$ 5$&)+$5C )+ !DHDH

;$0 ✓ +% ❏

!DGDGDJ ]#-$' 1 ;$0 ❏ +% ✓

!DGDGDJDB P& U$0R 74$"0$ 07$()&; 1

04H4T +/10 AB87<::6E 3

!DGDHDB I/44 P[E! ;$0 ❏ +% ✓

!DGDHDG K)274)&)$5 P[E!10D ;$0 ❏ +% ✓

!DGDHDH K/22"'; %& 7'%5/(# (-"'"(#$')0#)(0 AK2E:C %+4; ;$0 ❏ +% ✓

04H4M *;A :?6 BA6 CO :?6 +/1 866= R96X<CBAQP ;B:?C9<A6E <= ; @Q<=<@;Q :9<;Q @C=EB@:6E 8P :?6 ARC=AC9 <= :?6
-C77B=<:P _

;$0 ✓ +% ❏

!DGDJDB P& U$0R 07$()&; ?-)(- [$2<$' K#"#$0 1
YNP@=! ZPN6!][

04H4U *;A :?6 +/1 866= E6A<D=;:6E <= :?<A <=E<@;:<C= ;A ;= C9R?;= E9BD <= :?6 -C77B=<:P _
;$0 ❏ +% ✓



!DGDMDB P& ;$0R ,)*$ #-$ %'7-"+ 5'/, 5$0),+"#)%+ +/2<$'113

04H4L *;A :?6 +/1 866= :?6 AB8^6@: CO A@<6=:<O<@ ;EX<@6 96Q;:6E :C :?<A @Q<=<@;Q :9<;Q _ ;$0 ❏ +% ✓

!DGDODB P& U$0 #% !DGDO 74$"0$ )+5)("#$ 0%/'($ %& "5*)($ "+5 7'%*)5$ " (%7; )+ #-$ :@9 '$./$0# 1

!DGDODBDB I'%2 #-$ :a[E 12T ;$0 ❏ +% ❏

!DGDODBDG I'%2 " [K (%27$#$+# "/#-%')#; T ;$0 ❏ +% ❏

9 Available from the Summary of Product Characteristics

10 Provide justification for using simplified dossier in the covering letter.

11 According to the Community register on orphan medicinal products (Regulation (EC) n° 141/2000) :
http://pharmacos.eudra.org/F2/register/orphreg.htm

12 Committee for Medicinal Products for Human Use of the European Medicines Agency.



04T 0"%-!+1&+(, (' &*" +/1

04T45 19CEB@: =;76 >?696 ;RRQ<@;8Q613 3 !)7;')5"2%4$

04T4H 19CEB@: @CE6 >?696 ;RRQ<@;8Q614 3

04T4T )&- @CE6Y <O COO<@<;QQP 96D<A:696E15 3 X^B9:^S

04T4M 1?;97;@6B:<@;Q OC97 ZBA6 A:;=E;9E :697A\ 3 ]'"4 K/07$+0)%+

04T4U /;[<7B7 EB9;:<C= CO :96;:76=: CO ; AB8^6@: ;@@C9E<=D :C :?6 R9C:C@CQ 3

_^ 5";0 A#-$+ #% (%+#)+/$ "0 +%'2"4 #'$"#2$+# &%' 0#'%3$C

04T4L /;[<7B7 ECA6 ;QQC>6E ZAR6@<OP 3 R69 E;P C9 :C:;Q ECA6` B=<:A ;=E 9CB:6 CO ;E7<=<A:9;:<C=\ 3

GGM2, ASM2, #50C

E$' 5"; %' #%#"4 5%0$ 1 E$' 5";

Y+)#0 1 GGM 2, 2)44),'"2A0C

Q%/#$ %& "52)+)0#'"#)%+ 1 =+#$'"4 Y0$

04T4J !CB:6 CO ;E7<=<A:9;:<C= ZBA6 A:;=E;9E :697A\3 =+#$'"4 Y0$

]'"4 Y0$

04T4V ,;76 CO 6;@? ;@:<X6 AB8A:;=@6 Z+,, C9 R9CRCA6E +,, <O
;X;<Q;8Q6\ 3 !PEUQP!9[]\=

04T4N (:?69 ;X;<Q;8Q6 =;76 OC9 6;@? ;@:<X6 AB8A:;=@6 Z-)% 16 ,
@B996=: ARC=AC9 @CE6ZA\Y C:?69 E6A@9<R:<X6 =;76Y 6:@ 3 R9CX<E6
;QQ ;X;<Q;8Q6\ 3

W :9K MbHGG

W :/''$+# 07%+0%' (%5$A0C

W ]#-$' !$0(')7#)*$ +"2$

04T45I %:96=D:? ZAR6@<OP ;QQ A:96=D:?A :C 86 BA6E\ 3

!DHDB^DB W (%+($+#'"#)%+ /+)# 1 2,824 2)44),'"2A0C82)44)4)#'$

!DHDB^DG W (%+($+#'"#)%+ #;7$ Ac$F"(# +/2<$'dR c'"+,$dR c2%'$
#-"+d %' c/7 #%dCD $./"4

!DHDB^DH W (%+($+#'"#)%+ +/2<$' 1 B^



13 To be provided only where there is no tradename. This is the name routinely used by the sponsor to identify the IMP in the CT documentation
(protocol, IB...)

14 To be provided only where there is no tradename. This is the code designated by the sponsor which represents the name routinely used by
the sponsor to identify the product in the CT documentation. For example, a code may be used for combinations of drugs or drugs and devices..

15 Available from the Summary of Product Characteristics

16 Chemical Abstracts Service.



04T455 &PR6 CO +/1

0C6A :?6 +/1 @C=:;<= ;= ;@:<X6 AB8A:;=@6 3
!DHDBBDB W %& (-$2)("4 %'),)+ T ;$0 ✓ +% ❏

!DHDBBDG W %& <)%4%,)("4 8 <)%#$(-+%4%,)("4 %'),)+T17 ;$0 ❏ +% ❏

+A :?<A ;3
!DHDBBDH W :$44 #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDJ W 6$+$ #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDM W Q"5)%7-"'2"($/#)("4 2$5)()+"4 7'%5/(# T ;$0 ❏ +% ✓

!DHDBBDO W P22/+%4%,)("4 2$5)()+"4 7'%5/(# A0/(- "0 *"(()+$R
"44$',$+R )22/+$ 0$'/2CT ;$0 ❏ +% ✓

!DHDBBDS W E4"02" 5$')*$5 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDb W ]#-$' $F#'"(#)*$ 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBD_ W a$'<"4 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDB^ W a%2$%7"#-)( 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDBB W [$5)()+"4 7'%5/(# (%+#")+)+, ,$+$#)("44;
2%5)&)$5 %',"+)020T ;$0 ❏ +% ✓

●P& ;$0 #% !DHDBBDBB

■!DHDBBDBBDB a"0 #-$ "/#-%')0"#)%+ &%' (%+#")+$5 /0$ %'
'$4$"0$ <$$+ ,'"+#$5T ;$0 ❏ +% ❏

■!DHDBBDBBDG P0 )# 7$+5)+, T ;$0 ❏ +% ❏

!DHDBBDBG W 9+%#-$' #;7$ %& 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

●!DHDBBDBGDB P& ;$0R 07$()&; 1

17 Complete also sections D.4, and where applicable sections D.5 and D.6



04M4 W+(.(G+-). a W+(&"-*,(.(G+-). +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%
+,-.$0+,G b)--+,"%

04M45 &PR6 CO R9CEB@:

!DJDBDB W =F#'"(#)*$ ;$0 ❏ +% ❏

!DJDBDG W Q$(%2<)+"+# ;$0 ❏ +% ❏

!DJDBDH W e"(()+$ ;$0 ❏ +% ❏

!DJDBDJ W 6[] ;$0 ❏ +% ❏

!DJDBDM W E4"02" 5$')*$5 7'%5/(#0 ;$0 ❏ +% ❏

!DJDBDO W ]#-$'0 ;$0 ❏ +% ❏

!DJDBDODB P& %#-$'0R 07$()&; 1

04U %(/)&+- -".. &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-& Z,( G","&+-
/(0+'+-)&+(,\

04U45 (9<D<= CO @6QQA

!DMDBDB W 9/#%4%,%/0 ;$0 ❏ +% ❏

!DMDBDG W 944%,$+$)( ;$0 ❏ +% ❏

!DMDBDH W f$+%,$+$)( ;$0 ❏ +% ❏

!DMDBDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1



04U4H &PR6 CO @6QQA

!DMDGDB W K#$2 ($440 ;$0 ❏ +% ❏

!DMDGDG W !)&&$'$+#)"#$5 ($440 ;$0 ❏ +% ❏

!DMDGDGDB P& ;$0R 07$()&; #-$ #;7$ A$D,D 3$'"#)+%(;#$0R &)<'%<4"0#0R (-%+5'%(;#$0RgC 1

!DMDGDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DMDGDHDB P& %#-$'0R 07$()&; 1

04L4 G"," &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%

04L45 G6=6ZA\ CO <=:696A: 3

04L4H += X<XC D6=6 :?69;RP3 ❏

04L4T "[ X<XC D6=6 :?69;RP 3 ❏

04L4M &PR6 CO D6=6 :9;=AO69 R9CEB@:

!DODJDB W N/(4$)( "()5 A$D,D 74"02)5C 1 ;$0 ❏ +% ❏

P& ;$0R 07$()&;

!DODJDBDB W N"3$5 1 ;$0 ❏ +% ❏

!DODJDBDG W :%274$F$5 1 ;$0 ❏ +% ❏

!DODJDG W e)'"4 *$(#%' 1 ;$0 ❏ +% ❏

!DODJDGDB P& ;$0R 07$()&; #-$ #;7$ 1 "5$+%*)'/0R '$#'%*)'/0R 99eR g1

!DODJDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DODJDHDB P& %#-$'0R 07$()&; 1



04L4U G6=6:<@;QQP 7CE<O<6E @6QQA 3 ;$0 ❏ +% ❏

P& ;$0R 07$()&; %'),)+ %& #-$ ($440 1

!DODMDB W 9/#%4%,%/0 1 ;$0 ❏ +% ❏

!DODMDG W 944%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDH W f$+%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1

!DODMDJ W ]#-$' #;7$ %& ($440 A-$2"#%7%)$#)( 0#$2 ($440R
gC 1 ;$0 ❏ +% ❏

WP& U$0 07$()&; 1

04L4L -C776=:A C= =CX6Q ;AR6@:A CO D6=6 :?69;RP <=X6A:<D;:<C=;Q R9CEB@: <O ;=P ZO966 :6[:\ 3



045 +/1 +0",&+'+-)&+(,

50/%&'2+ C3%&3 "$ 23+ $"(("C%0< %* /+*&#%.+/ .+("C= 23+0 #+4+'2 '* 0+&+**'#1 $"# +'&3 "$ 23+ 0)6.+#+/ 5@A* 2" .+
)*+/ %0 23+ 2#%'(;'**%<0 0)6.+#* $#"6 G:0>,

04545 &?<A 96O69A :C :?6 +/1 =B7869 3 EQO
0454H +/1 86<=D :6A:6E ✓

0454T +/1 BA6E ;A ; @C7R;9;:C9 ❏

$"# 4('&+." <" /%#+&2(1 2" FBH

04H %&)&$% (' &*" +/14 P& #-$ P[E -"0 " 2"'3$#)+, "/#-%')0"#)%+ )+ #-$ [$2<$' K#"#$ (%+($'+$5 <; #-)0
"774)("#)%+ </# #-$ #'"5$ +"2$ "+5 2"'3$#)+, "/#-%')0"#)%+ -%45$' "'$ +%# &)F$5 )+ #-$ 7'%#%(%4R ,% #% 0$(#)%+
!DGDGD

!DGDB a"0 #-$ P[E #% <$ /0$5 )+ #-$ #')"4 " 2"'3$#)+, "/#-%')0"#)%+ T ;$0 ❏ +% ❏
!DGDBDB P& ;$0 #% !DGDBR 07$()&; &%' #-$ 7'%5/(# #% <$ /0$5 )+ #-$ #')"4 1
!DGDBDBDB @'"5$ +"2$9

!DGDBDBDG N"2$ %& #-$ [9 -%45$'9

!DGDBDBDH [9 +/2<$' A)& [9 ,'"+#$5 <; " [$2<$' K#"#$C9

!DGDBDBDJ P0 #-$ P[E 2%5)&)$5 )+ '$4"#)%+ #% )#0 [9 T ;$0 ❏ +% ❏
!DGDBDBDJDB P& U$0R 74$"0$ 07$()&;
!DGDBDG >-)(- (%/+#'; ,'"+#$5 #-$ [9 T
!DGDBDGDB P0 #-)0 #-$ [$2<$' K#"#$ (%+($'+$5 ?)#- #-)0 "774)("#)%+ T ;$0 ❏ +% ❏
!DGDBDGDG P0 #-)0 "+%#-$' [$2<$' K#"#$ T ;$0 ❏ +% ❏



04H4H %<:B;:<C=A >?696 ;= +/1 :C 86 BA6E <= :?6 -& ?;A ; /) <= :?6 /% @C=@69=6E Y 8B: :?6 R9C:C@CQ
;QQC>A :?;: ;=P 89;=E CO :?6 +/1 ><:? ; /) <= :?;: /% 86 ;E7<=<A:696E :C :?6 :9<;Q AB8^6@:A ;=E <: <A =C:
RCAA<8Q6 :C @Q6;9QP <E6=:<OP :?6 +/1ZA\ <= ;EX;=@6 CO :?6 :9<;Q A:;9:

!DGDGDB P+ #-$ 7'%#%(%4R )0 #'$"#2$+# 5$&)+$5 %+4; <; "(#)*$ 0/<0#"+($ T

!DGDGDBDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDG P+ #-$ 7'%#%(%4R 5% #'$"#2$+# '$,)2$+0 "44%? 5)&&$'$+# (%2<)+"#)%+0 %& 2"'3$#$5
7'%5/(#0 /0$5 "((%'5)+, #% 4%("4 (4)+)("4 7'"(#)($ "# 0%2$ %' "44 )+*$0#),"#%' 0)#$0 )+ #-$ [K T

!DGDGDGDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDH @-$ 7'%5/(#0 #% <$ "52)+)0#$'$5 "0 P[E0 "'$ 5$&)+$5 "0 <$4%+,)+, #% "+ 9@: ,'%/79D

!DGDGDHDB P& U$0R ,)*$ #-$ 9@: ,'%/7 %& #-$ "774)("<4$ "/#-%')0$5 (%5$0 )+ #-$ 9@: (%5$ &)$45
A4$*$4 H %' #-$ 4$*$4 #-"# ("+ <$ 5$&)+$5C )+ !DHDH

;$0 ✓ +% ❏

!DGDGDJ ]#-$' 1 ;$0 ❏ +% ✓

!DGDGDJDB P& U$0R 74$"0$ 07$()&; 1

04H4T +/10 AB87<::6E 3

!DGDHDB I/44 P[E! ;$0 ❏ +% ✓

!DGDHDG K)274)&)$5 P[E!10D ;$0 ❏ +% ✓

!DGDHDH K/22"'; %& 7'%5/(# (-"'"(#$')0#)(0 AK2E:C %+4; ;$0 ❏ +% ✓

04H4M *;A :?6 BA6 CO :?6 +/1 866= R96X<CBAQP ;B:?C9<A6E <= ; @Q<=<@;Q :9<;Q @C=EB@:6E 8P :?6 ARC=AC9 <= :?6
-C77B=<:P _

;$0 ✓ +% ❏

!DGDJDB P& U$0R 07$()&; ?-)(- [$2<$' K#"#$0 1
YNP@=! ZPN6!][

04H4U *;A :?6 +/1 866= E6A<D=;:6E <= :?<A <=E<@;:<C= ;A ;= C9R?;= E9BD <= :?6 -C77B=<:P _
;$0 ❏ +% ✓



!DGDMDB P& ;$0R ,)*$ #-$ %'7-"+ 5'/, 5$0),+"#)%+ +/2<$'113

04H4L *;A :?6 +/1 866= :?6 AB8^6@: CO A@<6=:<O<@ ;EX<@6 96Q;:6E :C :?<A @Q<=<@;Q :9<;Q _ ;$0 ❏ +% ✓

!DGDODB P& U$0 #% !DGDO 74$"0$ )+5)("#$ 0%/'($ %& "5*)($ "+5 7'%*)5$ " (%7; )+ #-$ :@9 '$./$0# 1

!DGDODBDB I'%2 #-$ :a[E 12T ;$0 ❏ +% ❏

!DGDODBDG I'%2 " [K (%27$#$+# "/#-%')#; T ;$0 ❏ +% ❏

9 Available from the Summary of Product Characteristics

10 Provide justification for using simplified dossier in the covering letter.

11 According to the Community register on orphan medicinal products (Regulation (EC) n° 141/2000) :
http://pharmacos.eudra.org/F2/register/orphreg.htm

12 Committee for Medicinal Products for Human Use of the European Medicines Agency.



04T 0"%-!+1&+(, (' &*" +/1

04T45 19CEB@: =;76 >?696 ;RRQ<@;8Q613 3 !)7;')5"2%4$

04T4H 19CEB@: @CE6 >?696 ;RRQ<@;8Q614 3

04T4T )&- @CE6Y <O COO<@<;QQP 96D<A:696E15 3 X^B9:^S

04T4M 1?;97;@6B:<@;Q OC97 ZBA6 A:;=E;9E :697A\ 3 K%&# :"70/4$

04T4U /;[<7B7 EB9;:<C= CO :96;:76=: CO ; AB8^6@: ;@@C9E<=D :C :?6 R9C:C@CQ 3

_^ 5";0 A#-$+ #% (%+#)+/$ "0 +%'2"4 #'$"#2$+# &%' 0#'%3$C

04T4L /;[<7B7 ECA6 ;QQC>6E ZAR6@<OP 3 R69 E;P C9 :C:;Q ECA6` B=<:A ;=E 9CB:6 CO ;E7<=<A:9;:<C=\ 3

J^^2, AG^^2, 2%5)&)$5 '$4$"0$ <5C

E$' 5"; %' #%#"4 5%0$ 1 E$' 5";

Y+)#0 1 GGM 2, 2)44),'"2A0C

Q%/#$ %& "52)+)0#'"#)%+ 1 ]'"4 Y0$

04T4J !CB:6 CO ;E7<=<A:9;:<C= ZBA6 A:;=E;9E :697A\3 ]'"4 Y0$

04T4V ,;76 CO 6;@? ;@:<X6 AB8A:;=@6 Z+,, C9 R9CRCA6E +,, <O
;X;<Q;8Q6\ 3 !PEUQP!9[]\=

04T4N (:?69 ;X;<Q;8Q6 =;76 OC9 6;@? ;@:<X6 AB8A:;=@6 Z-)% 16 ,
@B996=: ARC=AC9 @CE6ZA\Y C:?69 E6A@9<R:<X6 =;76Y 6:@ 3 R9CX<E6
;QQ ;X;<Q;8Q6\ 3

W :9K MbHGG

W :/''$+# 07%+0%' (%5$A0C

W ]#-$' !$0(')7#)*$ +"2$

04T45I %:96=D:? ZAR6@<OP ;QQ A:96=D:?A :C 86 BA6E\ 3

!DHDB^DB W (%+($+#'"#)%+ /+)# 1 2, 2)44),'"2A0C

!DHDB^DG W (%+($+#'"#)%+ #;7$ Ac$F"(# +/2<$'dR c'"+,$dR c2%'$
#-"+d %' c/7 #%dCD $./"4

!DHDB^DH W (%+($+#'"#)%+ +/2<$' 1 G^^2,



13 To be provided only where there is no tradename. This is the name routinely used by the sponsor to identify the IMP in the CT documentation
(protocol, IB...)

14 To be provided only where there is no tradename. This is the code designated by the sponsor which represents the name routinely used by
the sponsor to identify the product in the CT documentation. For example, a code may be used for combinations of drugs or drugs and devices..

15 Available from the Summary of Product Characteristics

16 Chemical Abstracts Service.



04T455 &PR6 CO +/1

0C6A :?6 +/1 @C=:;<= ;= ;@:<X6 AB8A:;=@6 3
!DHDBBDB W %& (-$2)("4 %'),)+ T ;$0 ✓ +% ❏

!DHDBBDG W %& <)%4%,)("4 8 <)%#$(-+%4%,)("4 %'),)+T17 ;$0 ❏ +% ❏

+A :?<A ;3
!DHDBBDH W :$44 #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDJ W 6$+$ #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDM W Q"5)%7-"'2"($/#)("4 2$5)()+"4 7'%5/(# T ;$0 ❏ +% ✓

!DHDBBDO W P22/+%4%,)("4 2$5)()+"4 7'%5/(# A0/(- "0 *"(()+$R
"44$',$+R )22/+$ 0$'/2CT ;$0 ❏ +% ✓

!DHDBBDS W E4"02" 5$')*$5 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDb W ]#-$' $F#'"(#)*$ 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBD_ W a$'<"4 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDB^ W a%2$%7"#-)( 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDBB W [$5)()+"4 7'%5/(# (%+#")+)+, ,$+$#)("44;
2%5)&)$5 %',"+)020T ;$0 ❏ +% ✓

●P& ;$0 #% !DHDBBDBB

■!DHDBBDBBDB a"0 #-$ "/#-%')0"#)%+ &%' (%+#")+$5 /0$ %'
'$4$"0$ <$$+ ,'"+#$5T ;$0 ❏ +% ❏

■!DHDBBDBBDG P0 )# 7$+5)+, T ;$0 ❏ +% ❏

!DHDBBDBG W 9+%#-$' #;7$ %& 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

●!DHDBBDBGDB P& ;$0R 07$()&; 1

17 Complete also sections D.4, and where applicable sections D.5 and D.6



04M4 W+(.(G+-). a W+(&"-*,(.(G+-). +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%
+,-.$0+,G b)--+,"%

04M45 &PR6 CO R9CEB@:

!DJDBDB W =F#'"(#)*$ ;$0 ❏ +% ❏

!DJDBDG W Q$(%2<)+"+# ;$0 ❏ +% ❏

!DJDBDH W e"(()+$ ;$0 ❏ +% ❏

!DJDBDJ W 6[] ;$0 ❏ +% ❏

!DJDBDM W E4"02" 5$')*$5 7'%5/(#0 ;$0 ❏ +% ❏

!DJDBDO W ]#-$'0 ;$0 ❏ +% ❏

!DJDBDODB P& %#-$'0R 07$()&; 1

04U %(/)&+- -".. &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-& Z,( G","&+-
/(0+'+-)&+(,\

04U45 (9<D<= CO @6QQA

!DMDBDB W 9/#%4%,%/0 ;$0 ❏ +% ❏

!DMDBDG W 944%,$+$)( ;$0 ❏ +% ❏

!DMDBDH W f$+%,$+$)( ;$0 ❏ +% ❏

!DMDBDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1



04U4H &PR6 CO @6QQA

!DMDGDB W K#$2 ($440 ;$0 ❏ +% ❏

!DMDGDG W !)&&$'$+#)"#$5 ($440 ;$0 ❏ +% ❏

!DMDGDGDB P& ;$0R 07$()&; #-$ #;7$ A$D,D 3$'"#)+%(;#$0R &)<'%<4"0#0R (-%+5'%(;#$0RgC 1

!DMDGDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DMDGDHDB P& %#-$'0R 07$()&; 1

04L4 G"," &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%

04L45 G6=6ZA\ CO <=:696A: 3

04L4H += X<XC D6=6 :?69;RP3 ❏

04L4T "[ X<XC D6=6 :?69;RP 3 ❏

04L4M &PR6 CO D6=6 :9;=AO69 R9CEB@:

!DODJDB W N/(4$)( "()5 A$D,D 74"02)5C 1 ;$0 ❏ +% ❏

P& ;$0R 07$()&;

!DODJDBDB W N"3$5 1 ;$0 ❏ +% ❏

!DODJDBDG W :%274$F$5 1 ;$0 ❏ +% ❏

!DODJDG W e)'"4 *$(#%' 1 ;$0 ❏ +% ❏

!DODJDGDB P& ;$0R 07$()&; #-$ #;7$ 1 "5$+%*)'/0R '$#'%*)'/0R 99eR g1

!DODJDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DODJDHDB P& %#-$'0R 07$()&; 1



04L4U G6=6:<@;QQP 7CE<O<6E @6QQA 3 ;$0 ❏ +% ❏

P& ;$0R 07$()&; %'),)+ %& #-$ ($440 1

!DODMDB W 9/#%4%,%/0 1 ;$0 ❏ +% ❏

!DODMDG W 944%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDH W f$+%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1

!DODMDJ W ]#-$' #;7$ %& ($440 A-$2"#%7%)$#)( 0#$2 ($440R
gC 1 ;$0 ❏ +% ❏

WP& U$0 07$()&; 1

04L4L -C776=:A C= =CX6Q ;AR6@:A CO D6=6 :?69;RP <=X6A:<D;:<C=;Q R9CEB@: <O ;=P ZO966 :6[:\ 3



045 +/1 +0",&+'+-)&+(,

50/%&'2+ C3%&3 "$ 23+ $"(("C%0< %* /+*&#%.+/ .+("C= 23+0 #+4+'2 '* 0+&+**'#1 $"# +'&3 "$ 23+ 0)6.+#+/ 5@A* 2" .+
)*+/ %0 23+ 2#%'(;'**%<0 0)6.+#* $#"6 G:0>,

04545 &?<A 96O69A :C :?6 +/1 =B7869 3 EQS
0454H +/1 86<=D :6A:6E ✓

0454T +/1 BA6E ;A ; @C7R;9;:C9 ❏

$"# 4('&+." <" /%#+&2(1 2" FBH

04H %&)&$% (' &*" +/14 P& #-$ P[E -"0 " 2"'3$#)+, "/#-%')0"#)%+ )+ #-$ [$2<$' K#"#$ (%+($'+$5 <; #-)0
"774)("#)%+ </# #-$ #'"5$ +"2$ "+5 2"'3$#)+, "/#-%')0"#)%+ -%45$' "'$ +%# &)F$5 )+ #-$ 7'%#%(%4R ,% #% 0$(#)%+
!DGDGD

!DGDB a"0 #-$ P[E #% <$ /0$5 )+ #-$ #')"4 " 2"'3$#)+, "/#-%')0"#)%+ T ;$0 ❏ +% ❏
!DGDBDB P& ;$0 #% !DGDBR 07$()&; &%' #-$ 7'%5/(# #% <$ /0$5 )+ #-$ #')"4 1
!DGDBDBDB @'"5$ +"2$9

!DGDBDBDG N"2$ %& #-$ [9 -%45$'9

!DGDBDBDH [9 +/2<$' A)& [9 ,'"+#$5 <; " [$2<$' K#"#$C9

!DGDBDBDJ P0 #-$ P[E 2%5)&)$5 )+ '$4"#)%+ #% )#0 [9 T ;$0 ❏ +% ❏
!DGDBDBDJDB P& U$0R 74$"0$ 07$()&;
!DGDBDG >-)(- (%/+#'; ,'"+#$5 #-$ [9 T
!DGDBDGDB P0 #-)0 #-$ [$2<$' K#"#$ (%+($'+$5 ?)#- #-)0 "774)("#)%+ T ;$0 ❏ +% ❏
!DGDBDGDG P0 #-)0 "+%#-$' [$2<$' K#"#$ T ;$0 ❏ +% ❏



04H4H %<:B;:<C=A >?696 ;= +/1 :C 86 BA6E <= :?6 -& ?;A ; /) <= :?6 /% @C=@69=6E Y 8B: :?6 R9C:C@CQ
;QQC>A :?;: ;=P 89;=E CO :?6 +/1 ><:? ; /) <= :?;: /% 86 ;E7<=<A:696E :C :?6 :9<;Q AB8^6@:A ;=E <: <A =C:
RCAA<8Q6 :C @Q6;9QP <E6=:<OP :?6 +/1ZA\ <= ;EX;=@6 CO :?6 :9<;Q A:;9:

!DGDGDB P+ #-$ 7'%#%(%4R )0 #'$"#2$+# 5$&)+$5 %+4; <; "(#)*$ 0/<0#"+($ T

!DGDGDBDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDG P+ #-$ 7'%#%(%4R 5% #'$"#2$+# '$,)2$+0 "44%? 5)&&$'$+# (%2<)+"#)%+0 %& 2"'3$#$5
7'%5/(#0 /0$5 "((%'5)+, #% 4%("4 (4)+)("4 7'"(#)($ "# 0%2$ %' "44 )+*$0#),"#%' 0)#$0 )+ #-$ [K T

!DGDGDGDB P& U$0R ,)*$ "(#)*$ 0/<0#"+($ )+ !DHDb %' !DHD_

;$0 ✓ +% ❏

!DGDGDH @-$ 7'%5/(#0 #% <$ "52)+)0#$'$5 "0 P[E0 "'$ 5$&)+$5 "0 <$4%+,)+, #% "+ 9@: ,'%/79D

!DGDGDHDB P& U$0R ,)*$ #-$ 9@: ,'%/7 %& #-$ "774)("<4$ "/#-%')0$5 (%5$0 )+ #-$ 9@: (%5$ &)$45
A4$*$4 H %' #-$ 4$*$4 #-"# ("+ <$ 5$&)+$5C )+ !DHDH

;$0 ✓ +% ❏

!DGDGDJ ]#-$' 1 ;$0 ❏ +% ✓

!DGDGDJDB P& U$0R 74$"0$ 07$()&; 1

04H4T +/10 AB87<::6E 3

!DGDHDB I/44 P[E! ;$0 ❏ +% ✓

!DGDHDG K)274)&)$5 P[E!10D ;$0 ❏ +% ✓

!DGDHDH K/22"'; %& 7'%5/(# (-"'"(#$')0#)(0 AK2E:C %+4; ;$0 ❏ +% ✓

04H4M *;A :?6 BA6 CO :?6 +/1 866= R96X<CBAQP ;B:?C9<A6E <= ; @Q<=<@;Q :9<;Q @C=EB@:6E 8P :?6 ARC=AC9 <= :?6
-C77B=<:P _

;$0 ✓ +% ❏

!DGDJDB P& U$0R 07$()&; ?-)(- [$2<$' K#"#$0 1
YNP@=! ZPN6!][

04H4U *;A :?6 +/1 866= E6A<D=;:6E <= :?<A <=E<@;:<C= ;A ;= C9R?;= E9BD <= :?6 -C77B=<:P _
;$0 ❏ +% ✓



!DGDMDB P& ;$0R ,)*$ #-$ %'7-"+ 5'/, 5$0),+"#)%+ +/2<$'113

04H4L *;A :?6 +/1 866= :?6 AB8^6@: CO A@<6=:<O<@ ;EX<@6 96Q;:6E :C :?<A @Q<=<@;Q :9<;Q _ ;$0 ❏ +% ✓

!DGDODB P& U$0 #% !DGDO 74$"0$ )+5)("#$ 0%/'($ %& "5*)($ "+5 7'%*)5$ " (%7; )+ #-$ :@9 '$./$0# 1

!DGDODBDB I'%2 #-$ :a[E 12T ;$0 ❏ +% ❏

!DGDODBDG I'%2 " [K (%27$#$+# "/#-%')#; T ;$0 ❏ +% ❏

9 Available from the Summary of Product Characteristics

10 Provide justification for using simplified dossier in the covering letter.

11 According to the Community register on orphan medicinal products (Regulation (EC) n° 141/2000) :
http://pharmacos.eudra.org/F2/register/orphreg.htm

12 Committee for Medicinal Products for Human Use of the European Medicines Agency.



04T 0"%-!+1&+(, (' &*" +/1

04T45 19CEB@: =;76 >?696 ;RRQ<@;8Q613 3 :4%7)5%,'$4

04T4H 19CEB@: @CE6 >?696 ;RRQ<@;8Q614 3

04T4T )&- @CE6Y <O COO<@<;QQP 96D<A:696E15 3 X^B9:^J

04T4M 1?;97;@6B:<@;Q OC97 ZBA6 A:;=E;9E :697A\ 3 @"<4$#

04T4U /;[<7B7 EB9;:<C= CO :96;:76=: CO ; AB8^6@: ;@@C9E<=D :C :?6 R9C:C@CQ 3

Gb

04T4L /;[<7B7 ECA6 ;QQC>6E ZAR6@<OP 3 R69 E;P C9 :C:;Q ECA6` B=<:A ;=E 9CB:6 CO ;E7<=<A:9;:<C=\ 3

H^^2, 4%"5)+, 5%0$ #-$+ SM2, 5")4;

E$' 5"; %' #%#"4 5%0$ 1 E$' 5";

Y+)#0 1 SM 2, 2)44),'"2A0C

Q%/#$ %& "52)+)0#'"#)%+ 1 =+#$'"4 Y0$

04T4J !CB:6 CO ;E7<=<A:9;:<C= ZBA6 A:;=E;9E :697A\3 =+#$'"4 Y0$

]'"4 Y0$

04T4V ,;76 CO 6;@? ;@:<X6 AB8A:;=@6 Z+,, C9 R9CRCA6E +,, <O
;X;<Q;8Q6\ 3 :\]EP!]6Q=\

04T4N (:?69 ;X;<Q;8Q6 =;76 OC9 6;@? ;@:<X6 AB8A:;=@6 Z-)% 16 ,
@B996=: ARC=AC9 @CE6ZA\Y C:?69 E6A@9<R:<X6 =;76Y 6:@ 3 R9CX<E6
;QQ ;X;<Q;8Q6\ 3

W :9K _JBbbbJb

W :/''$+# 07%+0%' (%5$A0C

W ]#-$' !$0(')7#)*$ +"2$

04T45I %:96=D:? ZAR6@<OP ;QQ A:96=D:?A :C 86 BA6E\ 3

!DHDB^DB W (%+($+#'"#)%+ /+)# 1 2, 2)44),'"2A0C

!DHDB^DG W (%+($+#'"#)%+ #;7$ Ac$F"(# +/2<$'dR c'"+,$dR c2%'$
#-"+d %' c/7 #%dCD $./"4

!DHDB^DH W (%+($+#'"#)%+ +/2<$' 1 SM



13 To be provided only where there is no tradename. This is the name routinely used by the sponsor to identify the IMP in the CT documentation
(protocol, IB...)

14 To be provided only where there is no tradename. This is the code designated by the sponsor which represents the name routinely used by
the sponsor to identify the product in the CT documentation. For example, a code may be used for combinations of drugs or drugs and devices..

15 Available from the Summary of Product Characteristics

16 Chemical Abstracts Service.



04T455 &PR6 CO +/1

0C6A :?6 +/1 @C=:;<= ;= ;@:<X6 AB8A:;=@6 3
!DHDBBDB W %& (-$2)("4 %'),)+ T ;$0 ✓ +% ❏

!DHDBBDG W %& <)%4%,)("4 8 <)%#$(-+%4%,)("4 %'),)+T17 ;$0 ❏ +% ❏

+A :?<A ;3
!DHDBBDH W :$44 #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDJ W 6$+$ #-$'"7; 2$5)()+"4 7'%5/(#T17 ;$0 ❏ +% ✓

!DHDBBDM W Q"5)%7-"'2"($/#)("4 2$5)()+"4 7'%5/(# T ;$0 ❏ +% ✓

!DHDBBDO W P22/+%4%,)("4 2$5)()+"4 7'%5/(# A0/(- "0 *"(()+$R
"44$',$+R )22/+$ 0$'/2CT ;$0 ❏ +% ✓

!DHDBBDS W E4"02" 5$')*$5 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDb W ]#-$' $F#'"(#)*$ 2$5)("4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBD_ W a$'<"4 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDB^ W a%2$%7"#-)( 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

!DHDBBDBB W [$5)()+"4 7'%5/(# (%+#")+)+, ,$+$#)("44;
2%5)&)$5 %',"+)020T ;$0 ❏ +% ✓

●P& ;$0 #% !DHDBBDBB

■!DHDBBDBBDB a"0 #-$ "/#-%')0"#)%+ &%' (%+#")+$5 /0$ %'
'$4$"0$ <$$+ ,'"+#$5T ;$0 ❏ +% ❏

■!DHDBBDBBDG P0 )# 7$+5)+, T ;$0 ❏ +% ❏

!DHDBBDBG W 9+%#-$' #;7$ %& 2$5)()+"4 7'%5/(#T ;$0 ❏ +% ✓

●!DHDBBDBGDB P& ;$0R 07$()&; 1

17 Complete also sections D.4, and where applicable sections D.5 and D.6



04M4 W+(.(G+-). a W+(&"-*,(.(G+-). +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%
+,-.$0+,G b)--+,"%

04M45 &PR6 CO R9CEB@:

!DJDBDB W =F#'"(#)*$ ;$0 ❏ +% ❏

!DJDBDG W Q$(%2<)+"+# ;$0 ❏ +% ❏

!DJDBDH W e"(()+$ ;$0 ❏ +% ❏

!DJDBDJ W 6[] ;$0 ❏ +% ❏

!DJDBDM W E4"02" 5$')*$5 7'%5/(#0 ;$0 ❏ +% ❏

!DJDBDO W ]#-$'0 ;$0 ❏ +% ❏

!DJDBDODB P& %#-$'0R 07$()&; 1

04U %(/)&+- -".. &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-& Z,( G","&+-
/(0+'+-)&+(,\

04U45 (9<D<= CO @6QQA

!DMDBDB W 9/#%4%,%/0 ;$0 ❏ +% ❏

!DMDBDG W 944%,$+$)( ;$0 ❏ +% ❏

!DMDBDH W f$+%,$+$)( ;$0 ❏ +% ❏

!DMDBDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1



04U4H &PR6 CO @6QQA

!DMDGDB W K#$2 ($440 ;$0 ❏ +% ❏

!DMDGDG W !)&&$'$+#)"#$5 ($440 ;$0 ❏ +% ❏

!DMDGDGDB P& ;$0R 07$()&; #-$ #;7$ A$D,D 3$'"#)+%(;#$0R &)<'%<4"0#0R (-%+5'%(;#$0RgC 1

!DMDGDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DMDGDHDB P& %#-$'0R 07$()&; 1

04L4 G"," &*"!)12 +,b"%&+G)&+(,). /"0+-+,). 1!(0$-&%

04L45 G6=6ZA\ CO <=:696A: 3

04L4H += X<XC D6=6 :?69;RP3 ❏

04L4T "[ X<XC D6=6 :?69;RP 3 ❏

04L4M &PR6 CO D6=6 :9;=AO69 R9CEB@:

!DODJDB W N/(4$)( "()5 A$D,D 74"02)5C 1 ;$0 ❏ +% ❏

P& ;$0R 07$()&;

!DODJDBDB W N"3$5 1 ;$0 ❏ +% ❏

!DODJDBDG W :%274$F$5 1 ;$0 ❏ +% ❏

!DODJDG W e)'"4 *$(#%' 1 ;$0 ❏ +% ❏

!DODJDGDB P& ;$0R 07$()&; #-$ #;7$ 1 "5$+%*)'/0R '$#'%*)'/0R 99eR g1

!DODJDH W ]#-$'0 1 ;$0 ❏ +% ❏

!DODJDHDB P& %#-$'0R 07$()&; 1



04L4U G6=6:<@;QQP 7CE<O<6E @6QQA 3 ;$0 ❏ +% ❏

P& ;$0R 07$()&; %'),)+ %& #-$ ($440 1

!DODMDB W 9/#%4%,%/0 1 ;$0 ❏ +% ❏

!DODMDG W 944%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDH W f$+%,$+$)( 1 ;$0 ❏ +% ❏

!DODMDHDB W P& ;$0R 07$()&; 07$()$0 %& %'),)+ 1

!DODMDJ W ]#-$' #;7$ %& ($440 A-$2"#%7%)$#)( 0#$2 ($440R
gC 1 ;$0 ❏ +% ❏

WP& U$0 07$()&; 1

04L4L -C776=:A C= =CX6Q ;AR6@:A CO D6=6 :?69;RP <=X6A:<D;:<C=;Q R9CEB@: <O ;=P ZO966 :6[:\ 3



04J +,'(!/)&+(, (, 1.)-"W( A)& '$4$*"+# '$7$"# "0 +$($00"';C

!DSDB P0 #-$'$ " 74"($<%1 ;$0 ❏ +% ✓

!DSDG @-)0 '$&$'0 #% E4"($<% +/2<$' ADDDDDDC

!DSDH E-"'2"($/#)("4 &%'2 1

!DSDJ Q%/#$ %& "52)+)0#'"#)%+ 1

!DSDM >-)(- P[E )0 )# " 74"($<% &%'T K7$()&; P[E N/2<$'A0C
&'%2 !DBDB

!DSDMDB :%27%0)#)%+R "7"'# &'%2 #-$ "(#)*$ 0/<0#"+($A0C 1

!DSDMDG W )0 )# %#-$'?)0$ )5$+#)("4 #% #-$ P[ET ;$0 ❏ +% ❏

!DSDMDGDBW )& +%#R 07$()&; 2"h%' )+,'$5)$+#0 1



04V %+&" c*"!" &*" #$).+'+"0 1"!%(, -"!&+'+"% W)&-* !".")%"18

-3%* *+&2%"0 %* /+/%&'2+/ 2" !"#"$%&' 5@A* %B+B 6+/%&%0'( 4#"/)&2* #'0/"6%*+/= 4'&8'<+/= ('.+((+/ '0/ &+#2%$%+/ $"#
)*+ %0 23+ &(%0%&'( 2#%'(B 5$ 23+#+ %* 6"#+ 23'0 "0+ *%2+ "# 6"#+ 23'0 "0+ 5@A %* &+#2%$%+/= )*+ +D2#' 4'<+* '0/ <%?+
+'&3 5@A %2* 0)6.+# $#"6 I+&2%"0 FBGBG "# FBHBJB 50 23+ &'*+ "$ 6)(2%4(+ *%2+* %0/%&'2+ 23+ 4#"/)&2 &+#2%$%+/ .1
+'&3 *%2+B

04V45 0C =C: O<QQ <= A6@:<C= V4H OC9 ;= +/1 :?;:3

● a"0 "+ [9 )+ #-$ =Y ;=E

● P0 0%/'($5 &'%2 #-$ =Y 2"'3$# ;=E

● P0 /0$5 )+ #-$ #')"4 ?)#-%/# 2%5)&)("#)%+ A$, +%# %*$'$+("70/4"#$5C ;=E

● @-$ 7"(3",)+, "+5 4"<$44)+, )0 ("'')$5 %/# &%' 4%("4 /0$ %+4; "0 7$' "'#)(4$ _DG %& #-$ !)'$(#)*$ G^^M8Gb8=: A6:E
!)'$(#)*$C

P& "44 #-$0$ (%+5)#)%+0 "'$ 2$# #)(3 ✓ "+5 4)0# #-$ +/2<$'A0C %& $"(- P[E )+(4/5)+, 74"($<% &'%2 0$(#)%+0 !DBDB
"+5 !DSDGD #% ?-)(- #-)0 "774)$0

EQB

EQG

EQH

EQJ

EQM

EQO

EQS

18In accordance with paragraph 38 of Annex 13 of Volume 4 of the Rules Governing Medical Products in the European Union



04V4H c?C <A 96ARC=A<8Q6 <= :?6 -C77B=<:P OC9 :?6 @69:<O<@;:<C= CO :?6 O<=<A?6E +/1 _ 3

&?<A A<:6 <A 96ARC=A<8Q6 OC9 @69:<O<@;:<C= CO ZQ<A: :?6 =B7869ZA\
CO 6;@? +/1 <=@QBE<=D RQ;@68C @C=@69=6E O9C7 A6@:<C=A 04545
;=E 04J4H\ 3

E4$"0$ #)(3 #-$ "77'%7')"#$ <%F1

!DbDGDB W ["+/&"(#/'$' ❏

!DbDGDG W P27%'#$' ❏

!DbDGDH N"2$ %& #-$
%',"+)0"#)%+ 1

!DbDGDHDB 955'$00 1

!DbDGDJ W 6)*$ #-$ 2"+/&"(#/')+, "/#-%')0"#)%+ +/2<$' 1

!DbDGDJDB P& +% "/#-%')0"#)%+R ,)*$ #-$ '$"0%+0 1

K3+#+ 23+ 4#"/)&2 /"+* 0"2 3'?+ ' @L %0 23+ MN .)2 %* *)44(%+/ %0 .)(8 '0/ $%0'( 4'&8'<%0< '0/ ('.+((%0< $"#
("&'( )*+ %* &'##%+/ ")2 %0 '&&"#/'0&+ C%23 '#2%&(+ OBJ "$ F%#+&2%?+ JPPQRJSRMTR;UTA F%#+&2%?+> 23+0 +02+# 23+
*%2+ C3+#+ 23+ 4#"/)&2 C'* $%0'((1 &+#2%$%+/ $"# #+(+'*+ .1 23+ V)'(%$%+/ A+#*"0 $"# )*+ %0 23+ &(%0%&'( 2#%'( '2
FBSBJ '."?+



"4 G","!). +,'(!/)&+(, (, &*" &!+).

@-$ 0$(#)%+ 0-%/45 <$ /0$5 #% 7'%*)5$ )+&%'2"#)%+ "<%/# #-$ ")20R 0(%7$ "+5 5$0),+ %& #-$ #')"4D >-$+ #-$ 7'%#%(%4
)+(4/5$0 " 0/<W0#/5; )+ #-$ [K (%+($'+$5 0$(#)%+ =DGDH 0-%/45 <$ (%274$#$5 7'%*)5)+, )+&%'2"#)%+ "<%/# #-$
0/<W0#/5;D @% )5$+#)&; )# (-$(3 #-$ 0/<W0#/5; )+ #-$ i]<h$(#)*$ %& #-$ #')"4i ./$0#)%+ <$4%?D
"45 /6E<@;Q @C=E<:<C= C9 E<A6;A6 B=E69 <=X6A:<D;:<C=

=DBDB K7$()&; #-$ 2$5)("4 (%+5)#)%+A0C #% <$ )+*$0#),"#$519 A&'$$ #$F#C 1

P0(-"$2)( 0#'%3$ "+5 @P9 A#'"+0)$+# )0(-"$2)( "##"(3C

=DBDG [$5!Q9 *$'0)%+R 4$*$4R #$'2 "+5 (4"00)&)("#)%+ (%5$ 20 A'$7$"# "0 +$($00"';C 1

e$'0)%+ \$*$4 :%5$ @$'2

_DB \\@ B^^JGGJJ K#'%3$

_DB \\@ B^^JJH_^ @'"+0)$+# )0(-"$2)( "##"(3

=DBDH P0 "+; %& #-$ (%+5)#)%+0 #% <$ 0#/5)$5 " '"'$ 5)0$"0$21 T ;$0 ✓ +% ❏

"4H (8^6@:<X6 CO :?6 :9<;Q

=DGDB [")+ %<h$(#)*$ 1

@% "00$00 #-$ 0"&$#; %& 0-%'#W#$'2 "52)+)0#'"#)%+ AB 2%+#-C %& #')74$ "+#)74"#$4$# #-$'"7; A"07)')+R 5)7;')5"2%4$
"+5 (4%7)5%,'$4C *$'0/0 0#"+5"'5 5/"4 #-$'"7; A"07)')+ "+5 5)7;')5"2%4$C )+ 7"#)$+#0 ?)#- *$'; '$($+# )0(-"$2)(
0#'%3$ %' @P9D

=DGDG K$(%+5"'; %<h$(#)*$0 1

BD @% &/'#-$' "00$00R )+ -),- ')03 7"#)$+#0 ?)#- 0#'%3$8@P9R ?-$#-$' #-$ "55)#)%+ %& : #% 9!1
)D P0 &$"0)<4$ #% "52)+)0#$' "(/#$4; "+5 #%4$'"<4$ #% #"3$ &%' B 2%+#-R
))D P0 0/7$')%' )+ '$07$(# %& 0/''%,"#$ 2"'3$'0 "00$00$5 "0 $2<%4) A?)#- #'"+0('"+)"4 5%774$'C "+5 74"#$4$# &/+(#)%+
)))D P27'%*$0 &/+(#)%+"4 %/#(%2$

GD @% "00$00 ?-$#-$' %'5)+"4 %/#(%2$0 "'$ 0/7$')%' #% <)+"'; $*$+#0

=DGDH P0 #-$'$ " 0/<W0#/5; T ;$0 ❏ +% ✓

=DGDHDB P& U$0R ,)*$ #-$ &/44 #)#4$R 5"#$ "+5 *$'0)%+ %& $"(- 0/<W0#/5; "+5 #-$)' '$4"#$5 %<h$(#)*$0 1

19
P+ #-$ ("0$ %& -$"4#-; *%4/+#$$' #')"4R #-$ )+#$+5$5 )+5)("#)%+ &%' #-$ 7'%5/(# /+5$' 5$*$4%72$+# 0-%/45 <$ 7'%*)5$5D



20
9774)("+#0 "'$ $+(%/'",$5 #% 7'%*)5$ #-$ [$5!Q9 4%?$' 4$*$4 #$'2 )& "774)("<4$ "+5 (4"00)&)("#)%+ (%5$D @-$0$ ("+ <$ "(($00$5 &'%2 #-$ =[=9 =/5'":@

?$<0)#$ A-##7188$/5'"(#D$2$"D$/'%7"D$/8C

21
E%)+#0 #% (%+0)5$' %+ #-$ ("4(/4"#)%+ "+5 '$7%'#)+, %& #-$ 7'$*"4$+($ %& " (%+5)#)%+ &%' ]'7-"+ 5'/, 5$0),+"#)%+ 1 :][8JHO8^B

A???D$2$"D$/'%7"D$/8-#208-/2"+8(%278%'7-""77D-#2C

"4T 19<=@<R;Q <=@QBA<C= @9<:69<; A4)0# #-$ 2%0# )27%'#"+#C

95/4#0 "# -),- ')03 %& '$(/''$+# )0(-"$2)( 0#'%3$1
BD 9(/#$ +%+W("'5)%$2<%4)( )0(-"$2)( 0#'%3$ AjJb -%/'0 %& %+0$#CV
GD 9(/#$ @P9 AjJb -%/'0 %& %+0$#C ?)#- %+$ %' 2%'$ %&1 ('$0($+5% @P9 AkB @P9 ?)#-)+ B ?$$3CR "+58%' "52)##$5
%+ 5/"4 "+#)74"#$4$# #-$'"7; A9!R 9:R :!CR "+58%' ?)#- "+ 9X:!G 0(%'$ kM A0#'%3$ '"#$ "# BH ?$$30kB^lCD

"4M 19<=@<R;Q 6[@QBA<C= @9<:69<; A4)0# #-$ 2%0# )27%'#"+#C

BD 9,$jJ^V
GD [%#%' ?$"3+$00 4"0#)+, jH^ 2)+/#$0 A7/'$ 0$+0%';R *$'#),% %' 5)mm)+$00R 07$$(- %' *)0/"4 5)0#/'<"+($
0;27#%20 ?)#-%/# ?$"3+$00 "'$ $F(4/5$5CV
HD E"#)$+#0 ?)#- (%+#'")+5)("#)%+0 #%R %' )+#%4$'"+($ %&R 9R : %' !V
JD E'$W2%'<)5 5$7$+5$+(; A2QKkHCV
MD N% $+#$'"4 "(($00V
OD E"'$+(-;2"4 -"$2%''-",)( #'"+0&%'2"#)%+ AEa P8PPCR 0/<"'"(-+%)5 -"$2%''-",$ %' %#-$' +%+ )0(-"$2)( ("/0$
&%' ?$"3+$00V
SD @P9 +%# &/4&)44)+, )+(4/0)%+ (')#$')"
bD !$&)+)#$ +$$5 &%'R %' (/''$+#4; %+ #')74$ "+#)74"#$4$# #-$'"7; %' "+#)(%",/4"#)%+V
_D P+5)("#)%+ &%'R %' '$($)*$5 A)+ 4"0# ?$$3CR #-'%2<%4;0)0V
B^D E'$0/2$5 ("'5)%$2<%4)( 0#'%3$ A$D,D 9IR '$($+# [PR %' %#-$' (%+5)#)%+0 +$$5 &%' "+#)(%",/4"#)%+CV
BBD K$*$'$ -),- XE AXEkBbM8BB^ 22a,CV
BGD X4$$5)+, ?)#-)+ B ;$"' A$D,D 7$7#)( /4($'R )+#'"($'$<'"4 -"$2%''-",$CV E4"++$5 0/',$'; 5/')+, H 2%+#-
&%44%?W/7 A$D,D ("'%#)5 $+5"'#$'$(#%2;CD
BHD :%+(%2)#"+# "(/#$ (%'%+"'; 0;+5'%2$V
BJD K#'%3$ 0$(%+5"'; #% " 7'%($5/'$ A$D,D ("'%#)5 %' (%'%+"'; )+#$'*$+#)%+CV
BMD E4"++$5 0/',$'; 5/')+, &)'0# 2%+#- 7%0# 0#'%3$ A$D,D ("'%#)5 $+5"'#$'$(#%2;CV
BOD :%2" A6:KjbC
BSD N%+W0#'%3$ 4)&$ $F7$(#"+(;jO 2%+#-0V
BbD !$2$+#)"
B_D E"'#)()7"#)%+ )+ "+%#-$' 5'/, #')"4 (%+(/''$+#4; %' ?)#-)+ H^ 5";0D AE"#)$+#0 2"; <$ '"+5%2)0$5 )+#%
%<0$'*"#)%+"4 0#/5)$0 %' +%+W5'/, #')"40C
G^D N%# "*")4"<4$ &%' &%44%?W/7 $D,D +% &)F$5 "55'$00R %*$'0$"0 *)0)#%'
GBD I$2"4$0 %& (-)45<$"')+, 7%#$+#)"4R 7'$,+"+(; %' <'$"0#&$$5)+,
nN%#$1 :4%7)5%,'$4 ?)44 <$ 0#%77$5 "'%/+5 7'%($5/'$0 #-"# <$(%2$ +$($00"'; "&#$' $+'%42$+#oD



"4U 19<7;9P 6=E RC<=:ZA\ 3

@-)0 0#"'#W/7 7-"0$ ?)44 "00$00 %'5)+"4 <4$$5)+, A&"#"482"h%'82)+%'8+%+$GOC "# HM 5";0 A$+5 %& #'$"#2$+#C "0
"5h/5)("#$5 <; "+ )+5$7$+5$+# <4)+5$5 7"+$4D

"4L %@CR6 CO :?6 :9<;Q p @)(3 "44 <%F$0 ?-$'$ "774)("<4$

=DODB W !)",+%0)0 ❏

=DODG W E'%7-;4"F)0 ❏

=DODH W @-$'"7; ✓

=DODJ W K"&$#; ✓

=DODM W =&&)("(; ✓

=DODO W E-"'2"(%3)+$#)( ❏

=DODS W E-"'2"(%5;+"2)( ❏

=DODb W X)%$./)*"4$+($ ❏

=DOD_ W !%0$ Q$07%+0$ ❏

=DODB^ W E-"'2"(%,$+$#)( ❏

=DODBB W E-"'2"(%,$+%2)( ❏

=DODBG W E-"'2"(%$(%+%2)( ❏

=DODBH W ]#-$'0 ❏

=DODBHDB P& %#-$'0R 07$()&; 1

"4J &9<;Q :PR622 ;=E R?;A6

=DSDB a/2"+ 7-"'2"(%4%,; AE-"0$ PC ;$0 ❏ +% ✓



P0 )#1

=DSDBDB I)'0# "52)+)0#'"#)%+ #% -/2"+0 ;$0 ❏ +% ✓

=DSDBDG X)%$./)*"4$+($ 0#/5; ;$0 ❏ +% ✓

=DSDBDH ]#-$' ;$0 ❏ +% ✓

=DSDBDHDB P& ]#-$'R 74$"0$ 07$()&; 1

=DSDG @-$'"7$/#)( $F74%'"#%'; AE-"0$ PP C ;$0 ❏ +% ✓

=DSDH @-$'"7$/#)( (%+&)'2"#%'; AE-"0$ PPPC ;$0 ✓ +% ❏

=DSDJ @-$'"7$/#)( /0$ AE-"0$ PeC ;$0 ❏ +% ✓

"4V 06A<D= CO :?6 :9<;Q

=DbDB :%+#'%44$5 1 ;$0 ✓ +% ❏

● P& ;$0R 07$()&); 1

=DbDBDG ]7$+ 1 ;$0 ✓ +% ❏

=DbDBDB Q"+5%2)0$5 1 ;$0 ✓ +% ❏

=DbDBDH K)+,4$ <4)+5 1 ;$0 ❏ +% ✓ =DbDBDJ !%/<4$ <4)+5 1 ;$0 ❏ +% ✓

=DbDBDM E"'"44$4 ,'%/7 1 ;$0 ✓ +% ❏ =DbDBDO :'%00 %*$' 1 ;$0 ❏ +% ✓

=DbDBDS ]#-$' 1 ;$0 ✓ +% ❏

=DbDBDSDB P& ;$0 #% %#-$'R
07$()&; 1 900$00%' <4)+5$5

=DbDG ● P& :%+#'%44$5 07$()&; #-$ (%27"'"#%' 1

=DbDGDB W ]#-$' 2$5)()+"4 7'%5/(#A0C ;$0 ✓ +% ❏

=DbDGDG W E4"($<% ;$0 ❏ +% ❏

=DbDGDH W ]#-$' ;$0 ❏ +% ❏

=DbDGDHDB P& ;$0 #% %#-$' 07$()&; 1

=DbDH K)+,4$ 0)#$ )+ #-$ [$2<$' K#"#$ (%+($'+$5 A0$$ "40% 0$(#)%+
6C 1 ;$0 ❏ +% ❏

=DbDJ [/4#)74$ 0)#$0 )+ #-$ [$2<$' K#"#$ (%+($'+$5 A0$$ "40%
0$(#)%+ 6C 1 ;$0 ✓ +% ❏

=DbDJDB N/2<$' %& 0)#$0 "+#)()7"#$5 )+ #-$ [$2<$' K#"#$
(%+($'+$5 1 G^

=DbDM [/4#)74$ [$2<$' K#"#$0 1 ;$0 ❏ +% ✓

=DbDMDB N/2<$' %& 0)#$0 "+#)()7"#$5 )+ #-$ :%22/+)#; 1



=DbDO !%$0 #-)0 #')"4 )+*%4*$ (%/+#')$0 %/#0)5$ #-$ =Y T ;$0 ❏ +% ✓

=DbDS !%$0 #-)0 #')"4 -"*$ " 5"#" 2%+)#%')+, (%22)##$$ T ;$0 ✓ +% ❏

22
@-$ 5$0(')7#)%+0 %& #-$ #')"4 #;7$0 7'%*)5$5 "'$ #-%0$ '$(%22$+5$5 )+ 7'$&$'$+($ #% E-"0$0D K$$ 7",$ M %& :%22/+)#; ,/)5$4)+$ :E[E8P:a8G_B8_MD @-$

5$*$4%72$+# %& " +$? )+5)("#)%+ "&#$' )+)#)"4 "77'%*"4 %& " 2$5)()+$ 0-%/45 <$ (%+0)5$'$5 "0 " +$? 5$*$4%72$+# 74"+D



"4V4V 06O<=<:<C= CO :?6 6=E CO :9<;Q ;=E ^BA:<O<@;:<C=Y <= :?6 @;A6 >?696 <: <A =C: :?6 Q;A: X<A<: CO :?6 Q;A:
AB8^6@: B=E69DC<=D :?6 :9<;Q 323

@-$ 4"0# *)0)# %& #-$ 4"0# 0/<h$(# /+5$',%)+, #-$ #')"4D @-)0 #')"4 AHM^ 0/<h$(#0C ?)44 &%'2 #-$ 0#"'#W/7 7-"0$ "+5 '/+
)+#% " 4"',$' #')"4 %& #-$ 0"2$ 5$0),+ %& /7 #% M^^^ 7"#)$+#0D K$7"'"#$ &/+5)+, "+5 '$,/4"#%'; "774)("#)%+0 ?)44 <$
2"5$ &%' #-)0D

"4V4N +=<:<;Q 6A:<7;:6 CO :?6 EB9;:<C= CO :?6 :9<;Q 24 ZP6;9AY 7C=:?A ;=E E;PA\3

=DbD_DB W )+ #-$ [K (%+($'+$5 H ;$"'0 2%+#-0 5";0

=DbD_DG W )+ "44 (%/+#')$0 (%+($'+$5 <; #-$ #')"4 H ;$"'0 2%+#-0 5";0

23
P& +%# 7'%*)5$5 )+ #-$ 7'%#%(%4

24
I'%2 #-$ B0# )+(4/0)%+ /+#)4 #-$ 4"0# *)0)# %& #-$ 4"0# 0/<h$(#



'4 1(1$.)&+(, (' &!+). %$Wd"-&%

'45 )D6 %R;=

IDBDB \$00 #-"+ Bb ;$"'0 ;$0 ❏ +% ✓

P& ;$0R 07$()&;1

IDBDBDB P+ Y#$'% ;$0 ❏ +% ❏

IDBDBDG E'$#$'2 N$?<%'+ P+&"+#0 A/7 #% ,$0#"#)%+"4 ",$ j HS
?$$30C ;$0 ❏ +% ❏

IDBDBDH N$?<%'+ A^WGS 5";0C ;$0 ❏ +% ❏

IDBDBDJ P+&"+# "+5 #%554$' AGb 5";0 W GH 2%+#-0C ;$0 ❏ +% ❏

IDBDBDM :-)45'$+ AGWBB ;$"'0C ;$0 ❏ +% ❏

IDBDBDO 95%4$0($+# ABGWBS ;$"'0C ;$0 ❏ +% ❏

IDBDG 95/4# ABbWOM ;$"'0C ;$0 ✓ +% ❏

IDBDH =45$'4; Ak OM ;$"'0C ;$0 ✓ +% ❏

'4H G6=E69

IDGDB I$2"4$ ;$0 ✓ +% ❏

IDGDH ["4$ ;$0 ✓ +% ❏

'4T G9CBR CO :9<;Q AB8^6@:A

IDHDB a$"4#-; *%4/+#$$'0 ;$0 ❏ +% ✓

IDHDG E"#)$+#0 ;$0 ✓ +% ❏

IDHDH K7$()&)( */4+$'"<4$ 7%7/4"#)%+0 ;$0 ✓ +% ❏

IDHDHDB W ?%2$+ %& (-)45 <$"')+, 7%#$+#)"4 ;$0 ❏ +% ✓

IDHDHDG W ?%2$+ %& (-)45<$"')+, 7%#$+#)"4 /0)+, (%+#'"($7#)%+ ;$0 ❏ +% ✓

IDHDHDH W 7'$,+"+# ?%2$+ ;$0 ❏ +% ✓

IDHDHDJ W +/'0)+, ?%2$+ ;$0 ❏ +% ✓

IDHDHDM W $2$',$+(; 0)#/"#)%+ ;$0 ❏ +% ✓

IDHDHDO W 0/<h$(#0 )+("7"<4$ %& ,)*)+, (%+0$+# 7$'0%+"44; ;$0 ✓ +% ❏

IDHDHDODB P& ;$0R 07$()&; 1

E"#)$+#0 ?)#- " 0#'%3$ "'$ %&#$+ )+("7"()#"#$5 #-'%/,- (%+&/0)%+R 5;07-"0)" %' (%2"D



IDHDHDS W %#-$'0 1 ;$0 ✓ +% ❏

IDHDHDSDB P& ;$0R 07$()&; 1

=45$'4; 7"#)$+#0

'4M 1Q;==6E =B7869 CO AB8^6@:A :C 86 <=@QBE6E 3

IDJDB W )+ #-$ [$2<$' K#"#$ 1HM^

IDJDG I%' " 2/4#)+"#)%+"4 #')"41

IDJDGDB W )+ #-$ :%22/+)#; 1

IDJDGDG W )+ #-$ ?-%4$ (4)+)("4 #')"4 1

'4U 1Q;=A OC9 :96;:76=: C9 @;96 ;O:69 ; AB8^6@: ?;A 6=E6E ?<Aa?69 R;9:<@<R;:<C= <= :?6 :9<;Q25+O <: <A E<OO696=:

O9C7 :?6 6[R6@:6E =C97;Q :96;:76=: CO :?;: @C=E<:<C=Y RQ6;A6 AR6@<OP ZO966 :6[:\ 3

25
P& +%# "4'$"5; 7'%*)5$5 )+ #-$ 7'%#%(%4



G4 -.+,+-). &!+). %+&"%a+,b"%&+G)&(!% +, &*" /"/W"! %&)&" -(,-"!,"0 W2 &*+%
!"#$"%&

G454 -CC9E<=;:<=D <=X6A:<D;:C9 (!)* +,-."/&#.*& .*"0-1 ;=E R9<=@<R;Q <=X6A:<D;:C9 (!)* $"#2-& /&#.*& .*"0-1

6DBDB "+5 6DBDG "+5 6DBDH
N"2$ 1 E-)4)7 X"#-

6DBDJ q/"4)&)("#)%+
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