




























i1.:i11cJ6l::b0E.Jr,i"lleJ'Ub"lllW'!.leh'l.:J1'U:.:i1r11.:in11 (Terms of Reference : TOR)
1m .:i n11:5'r,i�eJ�'Ui11:u b 'Vim.1 beJeJeJ{� n eJ 1'U6'11EJ6'11'U 1r,icJhl�eJ.:ie-l1 �r,i

Navitor Transcatheter Heart valve Vision Technology Package i1'U1'U @ -qr,i

Co). fl11:l.JbU'U:l.J1 

b ti e:i -:i � 1 cJ -:i1'Uvie:i-:iu 5u� fl1 'J?11'WiX11-;;i bbl;'l ::;vtl;'l e:ir,i b� e:i r,i bi -:i 'V'l cJ 1'\J 1 l;'l u 1 'U bb � 1 ( e:i -:i ri fl 1 'J:w VI 1 '/J 'U)
'17b 'U'U!,le)-:J�r,ite:ii'UiX1 hb'Vlc.Jme:ie:ie:i1�fl�7'U?l7c.J?ll'U b(;)c.J 1lJ!,18-:J�11,1r,i Navitor Transcatheter Heart valve
Vision Technology Package '11'Ul'U ® �r,i b�e:i161J'Vl(;)bb'Vl'Ui'U1X11-;;ii1bbV1tl-:i Aortic 1vinu�Ulc.J�iJ.n11::;
i'UiX1hbe:ie:ie:i1�fl�U\?1'U.ff'Ui'Ubbi-:J (Severe Aortic Stenosis)

' 

kl. 1\IH'l'lh::6'1.:Jfl
' 

Iv.® b �e:i� r,ivt1i'UiX1 h b v1 c.J:IJbe:l e:ie:i{� fl� 7'U?l7 c.J?ll'U b(;) cJ 1lJ!,lm�7\,11?1 Navitor Transcatheter Heart
valve Vision Technology Package '1Ttn'Ll ® �r,i

Iv. l!J b �e) 1 vimiUD'\J�-:Jl'Ub 'U'U 11.Je:i �1-:ii'J,Jj::;�'V]fi.fll'V'l
ci.l.c:::t, 11d II 

m. flWG'l:l.J'U\91"lleJ.:J�f.J'U"llelb6'1'UeJ 
• 'IJ 

Iv.® i'Jm1:JJG'f1:JJ1'Jt11'11:JJfl!)Vl:lJ1!:J
l!J.l!J llJb'U'U'Uflfll;'J�:IJl;'l::;l;'llc.J
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lv.m 1lJe:i�'J::;vt11-:Jb�flfllilfl1i
'IJ 

l!J.c.:'. llJ b 'U'UUflfll;'Jzj-:Je)�'J::;vt11-:Jtl m::;�'U fl1i�'U'LJtlb?l'U8Vl�tlV11�tlJtlJ1flUVl1J1 c.J-:Jl'U'lJe)-:J,r\i l 1ilfl111vl1:W�
11j '\J 'IJ V V o:,J 

U';i::; fll 1'1 bt:-.1 cJ bb 'V'l11 'W 1::'U'U bA�tl'U1 c.J?l11?1'U b 'Vll'\'/Je)-:J fli:W'\J �; mn,:i
Iv.ct 1lJ b 'U'UUflfl1;1zj-:it1m::;'l.Jzje:i 1 -rt 'WU ru;11 c.Jzje:i��-:i-:i1'Ubbl;'l::; 1�bb 4-:i b1 c.J'Uzje:i 1 vi b 'U'U��-:i-:i1'U'/Je:i-:ivttl1 c.J-:J7'U

, 'U , Ill.I '\J 'U 

'lJe)-:J-r\i 1 'W';j::;'\_J'LJ bfl�e)'Ulc.J ?fl';i?f'Ub 'Vll'\'lJe)-:Jfli:W'IJ ru;fll;ll,:J zj,:i11:wi:i-:iu �'U f)f)i;j� ��-:J-:Jl'U b 'U'Wvi'U611'U��\;)fl1';j
� V , '\J , '\J 

fli';i:Wfl1';i��\?1fl1';i �U�Vlli �iJeJ7'U11il 1 'Ll fl1';ivl1 b 'U'Ll-:Jl'U 1 'Wnlil fl1';j'lJe)-:J'U�'UflAm!'U�1 cJ
'U 'U '\J , 

l!:i. b iJ A ru ?1:wu� bbl;'l::; 1lJi'l� fl�ru::;(,l e:i-:ivi1:wv11:w� Aru::; mi:w m1'U be.JU 1 cJ n11� i,ite:i � i,i41-:i bbl;'l::; n7i'U �vt11
�?1(;1.fl1fl,r\ifl1Vl'U\;11 'U';i1'/Jfllillil1'Ub 'Ufl�1

' - ' 

l!:i.b'll b 'U'U'U�'UflAl;'l �i'lm;Y1'lJ1c.J�?1i,i�,J1::;mm1A1fa� n'Vl1e:iu fl61\i1-:J fl�11
' 'IJ ' 

l!J.� 1lJ b 'U'U�iJ t:-.Ji;jU';i::; bc.J'/JtJ11 :w fl'U fl'U ��'U'LJe) b?l'U e)';i1 cJ �'U� b 'LJ1 �'U'LJe) b?l'U e) 1 vi bbfl b ';i-:J'V'l c.J1'\J1l;l '\J 1'U bb s/:i1
'IJ 'IJ 

( e:i-:iri m1:wvt1'/J'U) ru i''Wtli::;m mh::; mm1r11B b� fl'Vl "Je:iu fl61vt�e:i 1lJ b 'U'U� m::;V11 m ieJ'U b 'U'Ll m1'LJ1?1'lJ11-:i m1
'IJ 

bb 'U-:J'LJ'U';i1fl1e)�1-:J b 'U'U5'J';jj.J 1 'Wfl1';ib?\'Ue)';i1f11Af-:id
\v.c;,;'. 1lJ b u'W0�fo be:ifl�'Vl Bvt�e:i m 1:JJ �:JJ n'U zj,:im-;;iu5 b?l51lJ cJ e:i:JJ;ff 'UP111;11 'Vl cJ b 1'U bb� -r]'Ull;'l 'lJ e:i-:i��'Ll

ie:i b?l'Lle:i 1�i'lfi1i-:i?1l;'l::; be:lfl�'VlBbbl;'l::;m1:JJr1:JJ nm 'll'l.!11,!'U
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lv.®O ��'U'LJtlb?l'Ue)��'U'LJtlb?l'We:l 1 m,J bb UU'lJe),:J "n-;;i fl1';j';j'J:IJA7" �e:i-:ii'lmu?f:W'IJ�(i)-:Jd
'IJ 'IJ ' 

n-;;i fl1';i11:WA1��'U'LJe) b?l'Ue) � b 'LJ111:WA1'Vl fl i1 c.J';;)::; � e:i-:ii'lflW?l:W'IJ� f)';j'LJ !.ll'U m:w b1e:i'U l 'lJ�fl1Vl'U\?1 l 1
'IJ ' ' 

1 'W be) fl?lli b �ru'/Jl'U b 1'Ubb�1 'W mru n-;;i fl1';j';j'J:IJA1�iJ'LJe:lvlfli;j,:J ';j::;V111-:J� b 'LJ111:WA1 fl1Vl'U r,i 1 vi� b 'LJ111:WA111 cJ 1r,iu 'IJ 'IJ 

i1 c.JVl�-:J b 'U'U � b 'LJ 111:JJ A1VI� fl n-;;i fl 1 i11:WA1,i'U?l1:IJ1ifl 1 ,ff e-1 l;l,:J 1'U'lJe)-:J � b 'LJ 111:W A1VI� m1 cJ b� c.Jl b 'U'U fl e:i?1{1-:i
'IJ 'IJ 

'lJe:i-:i n-;;i m "J11 jJ ri' 1v1 �'Llie:i b?f 'U e:i

A ru::; m1:w m1n1vt'U m1 c.Jl;l::; b B cJ i,i A ru� fl�ru::; bUY11::; bbl;'l::; n1vt'Ll r,i i7 Al fll;'J 7-:J
 

r1ru� fl';j';jiJ m ':i fl7Vl'W m1 tJl;'l � b B tJ!?l A 
 
ru� n�ru� bt:ivn � bbl;'l � fl7Vl'W !?l';i7fl1 nl;'l 1-:i 
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'\J 

Jl1,.;eJ1 m�'U ., bbfl::: fl11 i�11:Jvt�,.h� bbJ11 vf bbn ��'U'LJ e)b�'U eJ�1� fu fl11r1vl b� e) fl 1 �\ U'U�'U1 l:J b� e) �'U1 l:J
I 'U 'U 'U 

1 � � � :lJ e) '\J � � 'U e) � 1 � A 1 '\J ll '1 'U \911 :lJ � � � 1 t e) 'U 11:J VI 1 e) 'LJ e) \,l fl fl � bu 'U VI ,1 � � e) bb fl ::: t 1 � 'V'l l:J 1 '\J 1 fl 'U 1 'U bb � '1
(mfim1:J.JV17'1l'U) 1�m11ilfo:J.JeJU��'Um 1 i\ .. fou{eJmbJ1

�- eJ\ll<a1fl1tlfu 

1 'Wmru��b�'Um7fl1 hi�1:J.J11fl�1b'U'U�1'U 1�\911:J.Jb1m.i 1 'U�f11Vl'Uvl 1 i1 'UbeJfl�71-d' �b�'Um7fl1'1:::\'1mb�l:J
'\J '\J 

flltH'u 1 'WeJm1{eJ1:Jfl::: o.l".Jo 'UeJ�11fl1fl1��'UeJ��cr� hJ1�{'1.J:J,Je)'IJ�eJ1'U

@ o. <a:::EJ::: nmfutJ<a:::fl'UA 'J1�-U1'avl'Un'V'l';iel-:J
'

� '/lm: m1 b�'Um1 Al :v :::\'1 eJ�-rrn.b::: n'U m1:J.J'/J'l 1 (il'IJ n'V'l � eJ�'U eJ� � �'U eJ��teJ b U'U b 1m c;,, u ,1 u i\' v11i11 fll 'U��
'\J ' '\J 

tB l�fu:J.J 0u ��'UB�vr�Vl:J.J v1l i'tv11:J ri fl \'1eJ�mul11'U\917jj�ru ru 1 1v11:Jn 11:J 1 'W ri'1V1'Um::: cJ::: L 1G'l1(ii'�fl� 11V11fl
'\J ., ., 

��'U eJ� m :J.J � ru ru 1-d'bi1 wu11v1u n 'V'l �eJ�Vl1eJ'LJ v1-t' eJ� eJ'U b � eJ�mlil 1 fl m 11 i�1'U m :J.J'U fl &i �'U7 cJ lil::: \'1 eJ,:rJ v1 m1
V V 'I \J 

•dei:J.Jbb'll:!JVl�e.lbbln•u 1 vfmJ1 't.!"li'1J"IT'l'rvfl•ctnTa1fi�(il•Hfo.Jffll:J 1 'L.l ml !'L.l i.1ui\'(il-.] lfl fo�1"11'Ubb��'17n��0 1�w hlfiv1
'\J '\J 

ri1 H�11:J 1v11vr�i'U

ri ru� fl'a'ajj m1 fll'Vl'W � 11 tJ1;1 � b B tJ � ri ru� n�ru� bb1;1 � n 1'\ll'W m1 r11 nm-:i 

1;1-:J'/lel 
d 

'W7-:J?l11el'a'\"l'a'aill Gll.fl'Ufl':ifli;1 'U'a�51'Wfl'a'ajjfl7'a ....................... . .................. .
d 

i;j-:J'/lel 'Wltll'l.flitl 'U1;11fl�1 
.d Q.) Q.) 

i;j-:J'/lel 'Ll7-:J?!11flt1Jt1Jl'a\91'W 
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11cJ1;t::bBcJ\91�ruin�ru::bu'V'l1:: 
i'Wi1 b'.il b 'VlmJber�rn{�m-hm11cJ�1'U b\91cJ 111�e1-:ie-h�\91 

Navitor Transcatheter Heart valve Vision Technology Package '11'U1'U @ 'q\91 

Hfrhv1fo �u1cJ�:wimii'1h�u 1'W�1bbVltJ-:Jbmrn1�n (Aortic Stenosis) �:Wfl17llb�cJ-:i?l-:i�e:inT;; 
� � 

�7\,l!?lb'U�tJ'Wimii'11'11ii'1cJm�u11.m1':i Conventional Open Heart Valve Replacement Surgery 

(9). i'Wv!1hb'VltJllv1'7'11nb�eJV!ll1.ii'1h11 (Bovine Pericardium) bbii'1v1'1n1':ib�Ub'UlflULm-:im1?1 
' 

(Stent) b'U'W�rn.1ru� Tri-leaflets 1'W(,17bbVltJ-:J Intra-annular leaflets 

l!:J. 'LJelUfl'W�!?l (NaviSeal™ cuff) 'U':i�neJUli11tJ ® �1'W �eJ 'LJeJU1'W (Inner cuff) bbl;'l� 'LJeJU'WeJn 

(outer cuff) 'Vl7'17n Fabric Polyethylene (PE I )  

m. 1m-:ifaVl� (Stent) 'Vl7'17nfaVl:: Nitinol bbl;'l� Nickel-Titanium Alloy �:w�ru?liJ'U�1'Wn7':i'LJtJ1tJ!,)1

Mrn-:i (�E::lr-E::Xf.JdrlJir I� µroperlies) mll1'.ibl�7'WnT'.i\Jl'.i1�b8ll81fl81il'JtJrl�'WbbllbVl�n 1 vJvh (MRI) 1tri' 

Ci:'.. :W'LJ'W1!?1�1-:J I b�eJfl11llb Vlll1�?1ll flU?l�':i�'LJeJ-:JVl1 h'LJeJ-:J�lh tJbb�i;'l�':i1tJ L!?l tJ:W'LJ'W1!?li-:ibb� ®m, 

®ct, ®ml, ®ii bbl;'l� met :Wl;'lfallm 

er. :w Radiopaque marker 'LJ'W7!?lb?l'W�71"1'Wtlnm-:i c:.i.cr lJl;'lfaiJ \,l':i b�U�!?lflU'LJeJui'W (Cuff) \,l':i-:J 
� 

�7bbVltJ-:J three commissure �':i�\?1U m :Wl;'l�\bll\,l':i'<il7n'LJeJU�7-:J'LJeJ-:JLA':i-:Jm!?l (Stent) b�eJ'1l1cJ1vf11-:i 

(,11bb VltJ-:Ji'WVl11 '1 b 'VltJll 1�eJ�1-:J bbll'W�1 

b. ':i�UU'U7�-:i�umru (FlexNav™ Delivery System) ?11ll1':imnun�u (re-sheathable) bbl;'l�

tlfu�7bbVltJ-:J (repositioned) 'LJe:i-:ii'Wvi'1h1�mnn11 ® r1#-:i b�e:i1vf?l7ll1':iflv1'7n7':i17-:J�7bbVltJ-:Ji'Wvi'1h 

b 'Vl tJll 1�eJ�1-:J bbll'W�1 

ITT!. ':i�UUiJ'i�-:i�tJmru (FlexNav™ Delivery System) 'LJ'W1!?1 c:.ii:s:'. bbl;'l� c:.ict b'IJ':i'W'/J ':i�UU'U1�-:J 

�tlmru?l7ll1':ifl1��1'WVll;'le)(91b�eJ!?lL�i-:ibb�'LJ'W1!?1 er :Wl;'l�bl]\,l';j �'WhJ bbl;'l�bfl�eJU\i11tJ?l1':i hydrophilic 

coating 

�- 1 'li6'17Vl1Ub tl� tJ'Wi'Wvi'1 h b'VltJll r;\'1bb VltJ-:JbeJeJeJ{� n�1tJ m�U1'Wn7':i'Vl7n7':i�1\,l!?l bb uu Minimally 

Invasive �7'WV17-:J Trans-femoral, Trans-subclavian, bbl;'l� Trans-axillary access 

ii. :WbVlAL'W fam'Wn7':i1JeJ-:Jfl'Wn7':ibn7�'LJeJ-:Jbbflm;tJll (Calcium) �i'WVl11'1b'VltJll �1tJn':i':ill15 Linx™ 

anti calcification technology 

c:.io. U':i':i'11'Wn�e:i -:itl':i71"1'17nbte:i '1
°
7'W1'W c:.i i'W L!?ltJ�7'Wn':i �U1'Wn7':i'U':i11"1'17nbte:i�1cJ?1 7':i 

' 

Glutaraldehyde, formaldehyde bbl;'l� ethanol 

c:.ic:.i. bu 'W t:-J � \,l il ru61'1�1�f u n 7 ';i1U ';jeJ-:J n 7 ';ieJ e:i n bb utJ bbl;'l � n 7';i t:-J � \,l �L�ll 1 \,l ';i\i"7'W r111iJtl l;'l e:i \91 il tJ \,l 7ll 

'U eJ f1
° 
1 Vl 'W !?11 'W ';i � b 'U tJ U 'U eJ 'U -:J fl U � 1 'W ll 1 \,l ';i 15" 1 'W t:-J � \,l [l ru 61'1 tJ L ';i 'U (European CE Mark) bbl;'l�  'U';i�bVll"l 

?IVl1\i"eJbll1n7 (US FDA) 
.,. 
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