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1. narrufiornr: gor.iror-oolon:vonrndoldlunr:drr.ire-nril6u!raudndaorrrfiarl#rfrJ.:o):nd'on:von
tvv

Yqp.Jtaqstofl:stn I rye :yno!ri:iJ
? I d a d - n'

I. lou dltfl'ln llflU:JtUoutylll l0 :l! Single pieces Foldable IOL il'rUrl t ri'U

2. Balancd salt solution,Uutq 500 ml. dT .tlt 1 0.t

3. Sodium chondroitin sulfate and Sodium hyaluronate , Sodium hyaluronate iiru.lu I rygr

4. Ophthalmic Disposable Krife iiruu I o-u

:JE [U dlJl]9le]lrJ U 0n tY ufi

z.t raudufl-lnrrfiururfiofirurYrl'Ifr r[l.r single pieces Foldable rol,
2.1.1 c-n! s : t{ju Singte pieces Foldable IOL

Optic Size

Optic Type

Angle

Length

Value SRK

Alrterior Chamber Depth

Refractive Index

Special Feature

6.0 MM.

Anterior Asymmetric Biconvex

0 Degree

13.0 mm.

1 18.7

5,2 0

L55

Foldable IOL

Acrylate and methacrylate Coplymer

High Refractive Index

UV Chromophore

Modifield -L Shape

6.0-30.0 D

Posterior Aspheric Surface with negative spherical

aberation

2. qald'n!suyloyny

Power Range

Special Feature

2.1.2 niud !3:
2.1.2.1 L(lu Singre piece Foldable IoL vuFrfi ar r:n -,,ld', drorniaq Acryric y'r-n

,l
....... . ...fy- ....... . :rt run::rnr , frl vly . .. ni:Ln-: (,i,'!., . n::rr1r:
lurforlrn:ai l:rumhny I 1ur,ror3 rlty#u; (utarlydn: fildrrurri)



Hydrophobic Acrylic n^o Acrylate and methacrylate Coplymer il

niocompatibility d6
4d 4t a tY

2.1.2.2 ldud Opric Sur.Lce rilL Po'rerior Asphenc li1"lrinafll5lfl9 Spherical Aherration

2.1.2.3 rdudfi Rfracrive tndex qi ltn yfinllxrr{nirll rirni t ur u (power) ffrvilti'u

2.1.2.4 fir drrnu #rfl u ufrocl ou g1"rr (square Edge t lldbfi n t:l-er fr )t dlren" tl#r{Ju

fi lr u r tl rdo o F, n r: rintv'u o I t tRl tl3 i'l 011 otl lau d

2.1.2.5 fi UV chromophore flor'iur,rr uv ,{'qor l{rJlo

2.1.2.6 ri1ufl1:;1ll o{ olno {rin 1:011.J1: llos u1l: sl1lfldfi;$ olil; al (FDA)

:.t.z.l r{luzuFniifl.,q{ro t :crrsa?i1 ou.!n' q1:rJ rJ:rrnafir]u vSoL:: r q'htu

2,2 Balancd salt solution {u191 500 ml.

)-
2.2.1 fiodl:iiy (Generic Name) : Balancd salt solution

2.2.2 qruii'n!flrvt 0.1 u1 (Proiluct Description)

2.2.2.1 dl1'{xaloiuT (Classification) : Intraocular lnigating Solution

z.z.z.z atuth--nol l{Iflff (Composition and Vehicle) : Sodium Chloride 0 64% ,

Potassium Chloride 0.075%, Calcium Chloride 0 048% , Magnesium Chloride

0.03% , Sodium Acetate 0.39% , Sodium Citrate 0.i7% , Sodium Hydroxide

and /or Hydrochloric acid to adjust pH and water lor injection

2.2.2.3 5iu!! (Dosage Form) : lntraocular Irigating Solution 500 ml'

2.2.3 E€uctutG1,1l{ tndsn 4frfl (Shorl Description of Clinical Pharmacology of the Product)

2.2.3.1 lioil ild (Indication.) , ldryv#rr (trrigate):vv'jtllilfl1:t'ilsl-quoiFll

2,2.3.2 fll5oonqrB ' rirolri'n': u{l drr,,ri,wn come a : vv'jrdrnr: p'irdo qrvdrlrfioor

rioufiovdr cauterization ttav ins t axlqa tiflll tflfi'l#frtl rqrn comea

? 2.3.:l ftn{1.ir6ul ' hiff

z.z.z.+ fle&:rll& , \rifi specific Contraindication

94
2.2.4 \loq,

2.2.4I Lfhlrigation Solution fitv tcd '[unl:scdlstrusdrnl: l'ilri'er9l t

2,2.4.2;fl!rntr?.liildul#nilcomea:vl-r-il{fl1:r'irqt-el ttovfnsranll'{ln61o i

Comeal endothelium Cell 'lo1

2.2.4.3 fllxlT:6luedrl16oo:vt'irln1)-lilarrzuat'irei'n rrnvriounr:drlrilrfi oq1d'

2.2.5 nlYuY:l::1 :Plastic Bag sfr9 INERTA 101 co-ex Polyolefin hlm

......... ....s.*......r:yrrun::rnr , 0l Wil,..,.n::,.,,r: .tfu ........n::!i,r'

t , -., - -.4 -.- ^"^.^.{..^..^^"1.(utltnulnifl: l:tumit'lt'lv I rurli)lr \E:J11 I {U11d1 rX6l1a: l',',ltJ }"1rrl"l1lu )



2.2.6 1U1n!5:1'UO{Ul (Unit Quantity) : 1u191 500 ml.

2.2.7 rilu zuAari'ru"lir o{l: elrfldn :-gorrl3flr ql:l 11:rmeflr]u v?o :snre'l u

Sodium chondroitin sulfate and Sodium hyaluronate, Sodium hyaluronate

i-
2,3.1 Bodl@ (Generic name) : Sodium chondroitin sulfate and Sodium hyaluronate,

Sodium hyaluronate

2.3.2 a-fl! iuv.l]o{ ul (Product descriplion)

2.3.2.1 ii11'!xn1o.iu1 : Sterile Viscoelastic solution

2.3.2.2 dlul:sn(lt11ttrnfi tComposirion and \ehicle), lu t ntiotl::.nold:u

n'rur z vnoordo
;

- 1.ic0911 t rl:snoldru - Sodium chondroitin sulfate 40 mg.

- Sodium hyaluronate 30 mg.

;,
- Ynoqfl 2 !)-vn0!01U - Sodium hyaluronate 10.0 mg.

2.3.3 q€udxrr6vl{rn d'Yi u1

I I q' a9\
2.3.1.1 ljoll'l [5 : lsryx8'Lufll: ln"'o1!riru Anterior segment :1 fi{ Cataract

extraction llag Intraocular lens implantation lFrufnul:vfi'!n'1]:Jn*n1o l

Chamber tla i:] n{Jo{ Comeal endothelium rrnvrdordoo^u1 lldv eii ia! I

Normal position 1o.i Vitreous face p1'10

2.3.3.2 nl:ooflfllli : Sodium chondroitin sulfate ltdt Sodium hyaluronate

fiqtuoldGr. tu rnfirrnsfrlRn dn #runiu lFruovzuo:JniurfJu Viscoetasric solurion

ia
rl.L Dynamic viscosity d.l ttdsfi Coatability fr6 aur:orJnflo{ Comeal

endothelium lrn g ;a u t : v r,l'! fl xr lJ fi flfl 0 i Chamber fl n o q n l : r^i r do t ra v ril inl l
Normal position lo.i Vitreous face gittl

2.3.3.3 r.lddl{16u{ : 'hifi

z.:.:.+ {o#rrld : h'fl

2.J.4 1u rFl1]::11olUl , ."nnrvnool::,;luSrerile.Non-pyrogeniclgruv,roeff tfi'uur9,

r::lhlrioon'jr 0.50 mt, unvraood z fituror:: l hjrioun'jr 0.5s ml. rniu:J

oqlu Dispo"able syringe wirh a rhreaded lu.r,ip 10r,fi Sterile 2'Cauge

Disposable , Bent , Blunt tip cannula rgli utlttunotnnlu

11rrer (Dosage), fioulrriolqnorrri':uv rirrdofnur:vq"'ln':rrdnror chamber

^ !c,
q lXi1l5 L lfuT 9lu 1fl l:

/
..............s:/...........i:vrrun::rnm C' Y4...,...fl)-)-r.rflT:

( uxinurn:oi l:ourinlrv ) ( utori rltgriu )

.lrl'rt { ......n:i nT:

iursarrqdn: firdrrnrd)



< e d j o ayv 9\ I a ud
2.J.5 nl:ln1l)^nU I : lfl114otuYn 2'C - 8 "C n01-JUl]Jl lYn!zu!1U Fl011J l00fl0lnfllUU

rr'lifi quuqfr #o':odx#ofl :o urfi v3o6n'ir

z.:.0 rflu zufinn-ruq{cror :srreav ir or:Li nr ul:rl rl:vrrsfiilu viorj:vnrelru

2.4 Ophthalmic Disposable Knife
A-

2.4.1 "todltliu (Generic name) : ophthalmic Disposable Kaife

2.4.2 qiuii'n!ius

z.+.2.r r{luhfiFr Srit Kdre darrr:nrrmw^irrurao16onr'kiiruluarrilolular^irde

lMj Near clear comeal incision 3o Clear comeal inclsion

z.+.2.2 r{jufiorJ,i ro,,y n:.,.rfie,1#n:v r16e :vrtrr rDispo,abter lrio:rrirr tir rni ur ri rri t

ogluto ril: rao rnrfio

z.+.2. t 1rl fi Fr lir d'r o a,r, u,u a,du6 fi n r u.: o : v v'i x l n r u fi n ri'! d'r !,fr'r av er r n

lunr:dr wound incision 1lfinfifrrd'ru (satin surface ) rdooqnr:av#ou

lld.inlnndo{ Microscope

2.4.2.4 fin'r:Jnl rrnnr:Lr: ndrl#uzun ffrurqn{rsrnlo6fi lsdrl#rj n r u phaco tip

rqirhJlurrzuo r.iror-q 1d'1a o6

z.+.u.s riud'rlird':u Polysullonare plasric d'rn:*il*trl'o llfrBFr rlrExrnr:lad'ou1yr

'ld'iru ilun :riliolllnr:vir1#rl: reornrdoloui6 Autoclave

2.4.3 fl1:1J: i 1 :!::11UrOr :reOrnrdO

z.+.+ ,rioilrld,1drilu1!fiq1unr:drp.irsr-qe{on:vonri'':undurfiornrr:.16ar

z.+.s r{J u zu fi n niruqi.u o r l : s rfl eav f o o mS n r s l : :l rJ : y nr efi { u nS o rl : y ur s'hr u

(n.rdo)................... ......q.Y. ...... .. .......1:vtrun::rnr:
/s

( ur l t Frl-J tn I l:t1.r111.\1!3)

4.
1.r 1U[[M1U91UrEnr:

-./

^ n NiL,,
(d1ryo)...........................1.......:.......................fl:)-:Jfll)-

L
( uri0r: l_liu 1.r )

1,',ttJ11 llA'l6lt1lt1\6n1U1fl rnl:

.d ,,
,n,fiu,,,,....{fi!1.... ........... . ..nii rr:

1 ursarrq6r.r: fiu(rrnrd)
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