
~ ~ . 
riru6'ln~ru~ bu'W1~1a~m·mwv1t1 
' ' 
b6'l'U6lbbn1(?11bVim.1"11il~~~-wu1~ 

h.:i'Wt11u16'l~ei~'Vlei.:i ei11J1ei~m.1'Vlei.:i ~.:i'lll1'~b~ti.:i1'1111i 

G) . riru~n~ru~~11u 
' 

b um6'1'1.Jribbn'wrn Vim.J'll'W~~lJ~u 1~ 

kl . riru~n~ru~bu'W1 ~ 
' 

01. b U'\.Jb6'1'1.Jribbn1~rnVit1lJ'llt1~~u 1~'lll1~ single piece ~~1V1fu 1'11'U~\l~lJb6'l'Uri b ~ei'llfur11mt1m'UEJ\I 
ert:h t1~but1mV1ru V1«.:im'i~1lil~fmn t 'iri~eim~'1n 
" " u 

h e.J~(?l'11ffJ'1~'lll1~ Hydrophilic Acrylic copolymer ~lJ'11'i'11lJ1'i'1fl'i8\lbb'1\I Ultraviolet1~ 
m. Al A - Constant 0101~.o - 0101~.cr 

<9:'.. 111'1b6'l'U61° (Optic) :i'.ib~'U~1Y'l'LIEJnm\lhh.Jeit1n11 b .o jj6'l~blJm«m~mJ~bU'Ubb'U'Ub6'l'Liri'LI'LI (Biconvex) bb6'1~ 
" " 

bU'U Aspheric ~\1~1'\.JVl'l11bb6'1~~1'\.JVl«\l'UEl\lb6'1'\.Jri (optic) 

er. 'UEl'U~l'UVl«\l'UEl\I optic bU'\.Jbb'U'U mbo0 Posterior square - edgeb~86'l~n1'ibfi~ Posterior Capsule 

Opacification (PCO) 

b . «mmJ~'U1'UEl\lb6'l'U61°(Haptic)b U'Ubb'U'U <9:'. 'U1 bb6'l~bb~6'l~'U1:i'.i~1 t1«n'ljru~1\I~ b~Elf'111lJb'1~tl'i'Ufr.:Jb6'l 'Li ri 
LLn1(?11bV1t1lJ1'1.Jm 

ml. :i'.ir11'11tJ(?l1~\lbb~+o il\I +mo Diopters (D) '11lJl'i'1fn'!j1ertht11~ei~1\lfl'iEl'Uf'16'llJ 
" ' 

~- '11lJ1'i'11-tlnuli11u~b6'1'\.Jri (Disposable injector) ~:i'.i'U'l.Jl~'llmt1 'l.J'eit1n11V1~mvhnu iv .iv jj6'l~blJ(?l'i 
~. Mfom'ifmei\1'11nEJ\IAn1'i81Vl1'ibb6'l~tJ1'UEl\IU'i~L'VlY'11'Vlmb6'l~U'i~b'VlY'!~b'll (FDA Approved ) 

010. bU'Lie.J~(?lnrusri'Uei\l'll'i~L'VlY'ltJ b'll/bm;zlt1 
' 

611. b~eJ'Ub'U bu'W1 ~ 
01. L~ El~\llJEl'Ue.J~ (?l Jlt1JsriLb~1'U~~'V1'1 ~'UtJEllJ 1 ~LL6'lnLU~tJ'U POWER b6'l'l.JribL6'l~L6'1'1.Jri'll'1'i~ M 

' ,, 
tv. ~t1ri'1~ei\l:i'.imt11~'11eit1n11 10 L~eit11!ul11'\lbb~1''1.J~\llJEJU 

' 

C9l. 'U 1-:i'111~ 'i1mru hnmJ 
1v.m 'l~mm b~Bnr11 

bTl.'\.J1'1~11LfltUfl1 ~~fl,_;Y-l~fl~1 

.,; ~~ ~~ \.', °? ~'IVl1f'UJ lvcfbW: 

'1'1'1Jtl ......... .. .. ..... ... T ..... ... . .... .. ........ ........ .... ... ...... . ... ...... . 

.,; °'Jrll/ '1'1'1J€l ." "" .. " .... " .... , . " ." ...... ... .. . "" " .. "" ... ..... " .. .... ... ... " ." 

.,; (,J;v, ~U'I '1'1'1J€l ... ... ........................ .. .... .... .... .. .. ... ... .... ...... ............ . .. 



~ ~ ~ 

fl nrnn~ru:: bovn::1~ ~nTm 'V'l'VI tJ • • 
bi't'LI~ bui'1m bVimJ~b 'Vl~e.i.:i "llil~U3.l~u1~ 

hmtJ1U16'1\ltl3J'Vltl\I el11Jltl\lt13J'Vltl\I ~.:!'Vl'l~b ;JtJ.:i 1'Vl:i.J 

G) . f>1 Wim m.1::..t1 hJ 
(9). b U1.Jb'1'U~bbtl11'11b VitJl.1'1li'.i~Dl.l~'U 1~ '1JU~ bffW~~b"1 ~tl'lbb 'U'U ASPHERIC 

h 'U'U1~b'1'U~1~'UEJfl"1'l (Optic) t>.o mm. 

rn. 1'5~1vi-ru~1r;l~1?11'UA'U1-U~ e:im::~nVl~bb Vl'Ub'1~5'fil.1'1l1~ b ~e:i'lh tJ 1~fl'U1 <ifijnTrnti-:ib ~'Ub llm.J n~ 
ct. ~b vi~ti'l'Ue:J'lb'1'U~bU'U Filter 1~fl'U1-un~l.l~ijlJqim Retina 1~m'.1e:i-:in'U Blue Light ~ij'W'1-:i-:i1'U~'lbb6'1:: 

ij~'1n1::viul.l1nnull11'1Je:i-:iA'U1<ifn~l.ld , 
ct. Design Optic bb'U'U Aspheric b~tl'1~ Spherical Aberration ~-:i1~~'1'1ltJ~ Aberration Neutral 

ti. ?11l.11ifl Insert ~1'Ubb~'1~1r;l~'U'U1~ m.o mm. fatJ ti Injector bb'1:: Cartridge System 

kl . flruin~ru::bo'V'l1:: • 
(9). b U'Ub'1'U~'1liJ~Dl.l~u 1~i'bbuu SINGLE Pl ECE 

h vi'1b'1'U~ij~b"1~e:J\Jvl1~1fffo~ HYDROPHILIC 

rn. v11b'1'U~mi~1 'Ufl1'1l'U:: bb'U'U~EJ\J hJ1vl'mi~b?l~~'W~tllJb <if11 tJ1 'Uffi?ib'1'U~ 
' ' 

ct. 1'11b'1'U~t.b::ntiul'i'1tJtl1 tvt>o/o 

ct. ?11lJ1iflWIWl~'Ubb?l'l Ultraviolet (UV Blocker) 1::r;i'u'U'U1WJ'li1-:i ctmo nm 
\I 

ti. OPTIC bU'U Aspheric Design b~tl'1WI Spherical Aberration 1~~'1'1lU~ Aberration Neutral 

'111. vi'1b'1'U~ij1LJ~1\JbU'Ub'1?1otJ'U'U lv vl1'U (Biconvex) 
\I \I 

~- OPTIC ijb'1'U~1?\'UEJn"1\1'1J'U1WI t>.o mm. 
\I 

r;;<( . L'1'U~1~'Utlnm\Jb~tii1l.I Haptics u1::mru C9lhct mm. 

C9lo . ij?f1'UlA\1'1J1bU'U bb'U'U Double Haptics Modified C 

(9)(9) . '1Jv'Ub'1?1otJbU'Ubb'U'U SQUARE EDGE mt>o ti\1?11 

C9llv. A-Constant titJ1'U'li1-:i (9)(9)~.o 
\I 

C9lrn. Refractive Index titJ1'U'li1-:i C9l.cit> 
\I 

C9lct. 'U1b'1'U~vl1lJlJ1 'U'li1\J 0 ° nur;l1 b'1~ , 

c;i . 'W1~'111?1·nrrrn1 hnmJ 
l!J.'Wl~l"lmm L~einr\'1 

' 

' .. 
LL~'WVl 



-iv-

m. b~e.Ji.tb'llbQvn:: 
(9) . 1111 b'1'U'U'i1"ileJ v1 'U.fl1'1l'U~~iil'i'1 CJ'1leJ'l'Wm61~n ~uvi~i!n ml'Ubb'1~~1'Um1~1b :ff eJ bb'1:::m1"ileJCJ1 'Wn~eJ'I 

, 'U , , 'U 

h b~'iJ~'l~~Mnru'Vibb~l b'1'WG'iu1'l Power ~iimmnmn1ii~1b ll'U u~~'Vl "1CJ'iJiJ 1 ~bb'1nb tJ~ vu~~ Mnru'Vi~hJ 
i11vib?ivvi1m lJ'U'lJ'U1V1 Power ~(;)'iJ'I m1 bb'1~iimm'1'UG'ibn'U C9l u<ff 'U 1 tJ ' , 

m. bll'Ub'1'UG'i~~~M1'W'Vl1tJvhtJ mii~m vi~mm'Uv 
' 

Ci'.. ~11.J m1-rmeJ'l"il1nmnu'U'rmeJ'IArum'W'lJeJ'ltJ1::: b 'Vli'l~~~MVl~eJii CE Mark 
' " 

ct. 11'1 ~11.J m1'W"i111ru1'Vl V1'1eJ'l1 <ff bb'1 :::iiri rum'W~11'1-ru A11ii b i'.i'U 'lJ'iJ'U"il1 mb 'W'Vl tl 0 <ff bb6'11 

ll'1 'W1'W l!J bbt.i'W 

C9l . 'W1 .:im1~'i1 fl'HU hnm..1 
l!J. 'W1'll'l ll1f1'i bi'.ieJf1rl1 

' 

' .,j 
bLi:.J'WVl 

.. 
'1'l'1lfl ... ... ............... ... .... .. ..... ........ ................... .. ...... ........ . 



~ ~ ~ 

fl ru6'1n~ru:: buvn::1~ ~ nTm W'VIV • • 
6'11'rn ::mvl61n~m..1lvv16'1 b'H'U'VI G> .~% 

'U 

\v.© Sodium Hyaluronate bll 'U?f 11~i'l~ru?flJU~bll'U Cohesive Viscoelastic 'li-w1'Un11A~fn1lJ~n 
(maintain) 'liei~mwn~1'UVltJ1 (anterior chamber) bb"1 ::m~llb"1'U~ (capsular bao), bA~eJ'Ubb"1::tJnt1ei~ \I , , .:::> 

Liim~eJ (coat&protect tissue), hJblJ'U~~ hJvi11~Lnl'ln11eJnb?f1.J (nontoxic & non-inflame), n1:5'vieiein41EJ 

Lb"1:: l~vinfi'1~ Lb"1::i'l'li1~rhm1m::\11t1vi'1'Uei~m"11ll L"1n"1 Lvi1nu ©.tv-tv ~1'Ul'leJ"1vl'U 
' 

Iv.Iv bll'U Sodium Hyaluranate i'ltF~mrui.i'eit1n-i1V1~mvi1nu lvo lJ"1~n-rlJ/ o.~ct lJ"1. -©.o lJ"1. 

tv.m m1\lei~m::ueinal'lt11'W~eillH 
' 'IJ 

Iv.Ci'. i'l'li1~ri1 osmolality lvcto-ctoo lJ"1~blJ"1~einfan-rlJ 

iv .er iJ'li1 ~ri1rn1lJLlJ'Um l'I ~1~ b.~-b"ll.<i'. 

iv. b 1~i'lm1vivi'iill b .U1~11~ mti V11nmr~"il1nm1~1vi'vi iJ?111vinri'1~ 1 'W"1m1m1vi1 ~1~n1EJ\l::n1~l'leiein 
'IJ 'IJ 'IJ 

\11n"1m1m1mvn~ Trabecular Meshwork mti1'U b"lllv -8'1 fo~ 
'IJ 

lv.b"ll ?11m1ri 1 -ITT 'Umrihh ll'U~ei~~1vi'vi~eim::\lmb uu 1~b"1'U~ Vl~ei 1llL~b"1'U~bbn1vi1b Vi till , ~1vi'l'l~eJ~'U 

m. b~B'Ub'U bil 'l"l 1 :: 
m.<9l Lllm.J~vinru'Viu111"1\11m~ei hri 1~mH Autoclave 

m.lv blJ'U~'Ufl11VI~ 1~i'Jn11blJl'IVl~eJQl'l'U11'1 

m.m b ll'Ui:J~vinrusnm il~b ~tl~fl.r~ b~tl'J 
m.<i'. i:J~vin ru'Vi~b?f'UeJiJVI~ n\i1'U 1 ufobb "5'~11 tin11"1 ::bBt1l'li11b .U1 bA~ei~llmb 'WYIV (u uu u . \I . 'U.©) \11 n 

"' 
cl'1'11n~1'Uriru:: m1lJm1mV111bb"1:: t11 

m.ct iJV1u~~ei-rmei~n11lbfl11::-vi°Aru.fl1'Wi:J~VlDru'Vi\11n h~~1'U~i:J~Vl (Certificate of Analysis) Vl1~ 
' 'U 

nu i:J~vi n ru'Vi~i11lJ1LJ1:: neiu m1~\l 11ru1 

m. ';) i:J~vinru'Vi~b?f'Utlb ll'Ui:J~vinru'Vi~u1,;'Ylb ll'U~U1bi1 bb"1::b U'U~Yl'U~1VIU1tl 1vitim~ 
m.b"ll bll'U?f 11VIUl'l~iJm11m'ULJ1::bY11"1bi~1n-i1 ©o u 
m . ~ tlltl'Utl~i:J~Vlnru'Vii'lm tln11H~1'U1~-Ueitin-11 (9) tJ UU\11fffo~~lJeJU 

' ' 
m.c;;<( ?f1lJ11fl~~A'Ui:J~VlJlru•i'11~vinmru b'li'U LileJi:J~VlJlill'Vl1n '1VllJVltl1~ , VllJVltll~ , bnl'ln11b~tllJ?f.fl1'W 

nei'U n1V1'Ul'I VI~ ei i:J~ vinru'Vii'l m1um ~ei'U 

' ... 
LLC-J'UVl 

.. w'U~ ~ ~ ~-lVl1rllJ l!:ictb~ 

::zj: .................................... 1-~~< ........................................................................................... .. .. ( * v9rJ ~hrrirft '1-l'tlu .. ...... ..... ......... ......... ....... .......... ... .. .... ... .. .. .. .. ......... .. 

Fl ru~ m'j'l.Jfl 1'j' n1Vl'U ~Fl ru'1 f1'\;(\J~ Ltl'\'11 ~ , 
C9l . 'U1-lt'l11~h1mru hn'1l-l 

tv.'U1-ll'lmm L~einf11 
' 



., ., ' 
flru"n~ru::b1JW1::'",rnlilnTrnwv1EJ • • 

aTrn ::"1EJ1~b~EJ111vEJ1" b'H'U'Vl lrlo/o 
" 

" Gl . f111111>1B ·:Jn1'a 

b'1lb~m.J 1m.n~1'H'UV1 Iv% (Sodium hyaluronate) 

1r1 . 1'1>1"t.h::a-:if'l • 
b ~B 1-tlb U'U~1'i"v1~eJ~'Uci'1"v1f'LJn1'i~1~1il bU~CJ'Ub'1'U~b ViCJ:i.J 1 'W~th CJ b 'iA~eim::'1 n 

" 
611. ri1'U'll-a::nm.m" ::'U'U11ilf111bb -a -:i 

bU'U~1'i'1::'11CJ isotonic iJri1m1:i.JbU'Un'i(91-vl1\I (pH) 'i::"v1l1\I b .c::h11l.cf bb'1::ri1eiei~blJbb'1~~ 
(osmolality) 'i::"v1l1\I lvITTio-mmo :iJ'1~eiei~b:l.J'1~einfanf:i.J b(9JCJ1'U (9) :iJ'1~~\il'i 'UeJ\1~1'i'1::mCJ'tl'i::nm.Jvi'1CJ 

b'1lb~CJ:l.J hm1~hb'iV1 ~~\il'11nm::m'Un1'i"v1lJn (Fermentation) lvo .o :iJ'1~nf:i.J, b'1lb~CJ:l.Jf1'1vhv1, 1(9Jb'1fb~CJ:l.J 
·vfom vJ\il, b'1lb~CJ:l.J 1vi 1~ 1vi'ib'1'U'l"Jeim vJ\il, bblJ'UUV1B'1 bb'1::tl1ci'1"v1foCJ1ovi 

'LJ'i'i~1'U Syringe 'l"l~eJ:l.JOVl (Pre-filled syringe) 'U'U1V1 lvo :iJ'1~nf:i.J/<9l.o :iJ'1~~m 1'W'1leJ\l'LJ'i'i~Jlru6l'i' 
U'i1P1'11m~ei 

., ., ' 
cf. mCJ~'1\il.flru'Yl 

' 
eJ1CJ'UeJ\l~~\ilJlru6l'i'iJmCJn1'i1'ff\11'UhJ.JeiCJnl1 mb b~eJ'U tJU'11n1'U~G1\l:l.JeJU . , 

<9l.ITTi-<9l.~ ~1'UV11'U~'U 

ITTi.lv bblJ'UUVleJ'1 (Mannitol) ~b U'W'11'UU'i:: neiu -d1CJ1 'Wm'if m~nriru~:i.JU~'Uei.:i n1'i 1 "v1'1'UB\l b'1lb~ CJ :l.J 1~ • 
CJ1'1 b 'i b 'UV11 m::"v1l1\ln1'i~1~vi~eim::'1n bVlCJ 1-ff A~'Ub~CJ.:i~iJm1:i.J~~.:i (Phacoemuls ification) 

" " 
b'Ji.m iJ11ru~:l.JU~n1'i1"v1mbUU'ijbV1'1"1'11~~n (Pseudoplastic flow behavior) bV1CJ:i.JiJri1m1lJ"v1oWV1 

U'i::mru bo,ooo :iJ'1~Y-i1~f11'1l'U1Vi (mPas.) b~eJA1Bl>l'i1bQeJ'UeJ~~ o 

ITTi.~ 'LJ'i'i'1nru6l'i''i::uzjei~~\il.tlru6l'i' '11'U't.l'i::neium'i::ci'1ri'nm'1::A11mb 'i\l 1'W~~\il 1'Wi'WmCJ b'1'UVi~~1>1 , , u , 

bb'1:: b'1'Um ufo bb'1\l'i1CJn1'i'1::b~CJ(9111m.h-:iiV1b'1'U 

riru:::m'i:un1'in1V1'1.J~111ruti'm:Jru:::L;;ivn::: 

(9).'\.J1~m1Pi'i1mru 1wrn:u 

l!J .'\.J 1~i'ji11fl'i L~tlf1rl1 

i;n . '\.J1~~TJbf1ruf11 Yii1f1~'V'l~f1'\:J1 



-iv-

~ . <9) 1-tl'b?l1~1'1.Jm~tn'Ufl1'j'~1\?l~~nt?n~TUVl'W'1 (Anterior segment) b'li'U fl1'j'~1\?l~lii'e:im~-;;in, fl1'j'1~ 

b'1'U~bVlV~ (lntraocular Lens implantation), fl1'j'~1\?l~bU~V'\.Jm~'1n\il1 (Corneal transplantation 

surgery), bb'1~~1\?l~lii'ff~'U (Glaucoma filtering surgery) 

~.iv '1~fl1'j'bn~uBn1v1 (Interaction) J~vi11.:ibdm~e:i'j'tJLJ 11m~vi11.:im~tn'Un1J~1\?l~ 'li1vunue:i.:i 

bdm~e:imv1u'1nm b'li'\.J bdm~e:ili11u1u'Ue:i.:im~'1n\il1 (Corneal endothelium) ~tl1'1tinvhmm~e:i.:i'11n 
~ ~ 

bfl~e:i.:iile:i~1 m um~murn'j'~1\?l~ vi~e:i'11ne:iu~'1B?f'j'~~b n~<ff u 1 uJ~vi11.:imJ~1\?l~ , ~ 
~.m n1'j'?f{1.:ibb'1~fl.:J?f.fl1V1'1ie:i.:ivii!1JJ1u\il11 ~:i1A11~~n vh 1 ~?f1mJti~e:i.:ib ~uu1nru~vi1m'j'~1\?l~ 1111 

-u~ b '1'U1 uVJ n.ff u \ileJ'\.J'UeJ.:J n 1J ~1 \?l~ '1 n m~1 uvii!1 , ~ 

~.ct 'li1v bfl~tlUbfl~eJ.:J:iJmb'1~b'1~b Vlt!~rltl'U~'1~ 1~b .LJ11 LJ1 um.:im 

Tests Specifications 

Cbarncteristics 

Syringe filled with a viscous, clear and colourless liquid Complies 

ldeotificatiQm 

Sodium hyaluronate Complies 

Phosphates Complies 

Mannitol Complies 

~ 

Sodium hyaluronate <9l~.o - ivo.o mg/ml 

Mannitol ct.b'llo - ct.ctct mg/ml 

Tu.ill 

pH b.~ - b'll.ct 

Osmolality ivb'llo - mmo mOsm/kg 

Estractable volume (<9l.ivct ml syringes) ~ <9l.o ml/syr 

Dynamic viscosity at ivo °C and Y = 70.4 [1/s] > iv,ctoo mPa.s 

MicrQbiQlQgical test 

sterility Sterile 

Bacterial endotoxins (Chromogenic kinetic method) ~ o.iv EU/ml 

m.\J1~i:111P111.f1'Hu 1'in'1:w 

tv.i.rnf'lmm b~tinr11 

. kt b~ i'1.:JVl1fllJ lv<fb~ 

::~: .......... .... """""" """""""""'·"·12"·:···~";"""""""""""""""""····"··""""""'·""""" , 
d ~ '11./'f~ 

'1.:l'IJB ......... .... ...... .... .......... .. ...... .... .... .. ... .... ... ... ... ....... .... . 



- Q1 -

c:9lo. b~e:i'Whnavn~ 
c:9lo .c:9l bllw: . .J~viilru'YltJ11121:u1m ~e:i hrn1 off Autoclave 

c:9lo .lv bU'W~'Wr11hnJ 1~ilm1bUV1Vl~e:JQn'1m1 

c:9lo.m bU'W~~viilru"1vtl.vt~i\vfo-:iri~-:i b~m 
c:9lo.<i'. ilV1u-:i~e:i-rme:i-:im1vi11:uibA11~~Arumvm~viilru<f1:u1n11-:i-:i1'W ~~~vi (Certificate of Analysis) 

, '\J 

m-:i nu~~ vi tl'ru'f1~tl 1mtl1 ~ n e:iu mT1~:u 11ru1 

c:9lo.ct iJV1'1mn'W 1 ufobb~-:i11 tJ'1~b~tJvim1tl1b '1J1bA~e:i-:iilmvv-rv1 ~ (bb uu u. :u . 'Wc:9l) :u1mhwm1'W 
"' 

riru~ m1:J..J m1e:i 1V111 bb'1 ~ tJ1 

c:9lo . b ~~ vitl' ru'f1~ b?l'WeJlileJ-:i b U'W~~ vitl'ru'f1~u~,;'vi b U'W~tl 1b .rr1 bb'1~ b ll'W~ bb Vl'W~ 1V1oJ1tJ fa tJ vi1 -:i 

f'lru~m·rnm~n1wuviriru~n"1ru~Lilvn~ 

C9l.'L11.:iG"111?1~1ffHU hnm.i 

tv.'Ll1.:il'lmm b~einr11 
' 

'\J '\J 

.. ~~ JJ n:\11f'llJ ®ctb~ 
'1.:i'lJei ........... ... ............... I" .......... ............ ......................... . 

.. Pl./')./\/ 
'1.:i3ei .......................... ,;~~ ··· · ·Jt·~~··· ···· ········ ·· ·· · ·· 
'1.:i'lJei ............................. :v.: ... ............... .. ............... ......... . 


