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JINH3a NHTpaoKynsapHasa ANA 3aAHel Kamepbl rnasa
ncesgodaknyHaa enVista® toric, mogenb MX60ET, B
BapuaHTax nmcnonHeHusa / Intraocular lens for the posterior
chamber of the eye pseudophakic enVista® toric, model
MX60ET, in execution options

HanmeHoBaHMe MeaULMHCKOIO
n3genus

JNInH3a nHTpaokynapHas NS 3afHeil Kamepbl rnasa
ncespodaknyHasa enVista® tone, mogens MX60ET, B
BapuaHTax WCMONHEHNA: CPEepUYEecKnin 3KBUBANEHT
oT +6.0 gntp. go +30.0 antp. ¢ warom 0.5 aRTp.;
umnuHgpuyeckaa cuna: +1.25 antp., +1,50 /aaTp.,
+2.00 gntp., +2.50 gntp., +3.00 antp., +3.50-anTp.,
+4.25 pntp., +5.00 gntp., +5.75 gnTp.;
B COCTaBe:
- ®aKOH C WUHTPAOKY/NAPHON NNH30M B, MakeTe ANA
TPaHCMOPTUPOBKK - 1 WIT,;
- IHCTPYKUMA MO NpUMeHeHuto - 1 WT;

MmnnaHTauMoHHaa  peructpauyoHHas  Kapra
nauyuMeHta- 1wr,;
- CTUKepbl 418 NpocieXmnsaHua - 8-LUT.
Janee: JlvHza WHTpaoKynapHas, /mH3a enVista tone,

VHTpaoKynapHas nuH3a enVista, VOJT, mH3a, nsgenve.

NHhopmaums o npoussoguTene

OTBETCTBEHHbI NPON3BOANTENL U pa3paboTumk:
bayw aHg JTom6 NHKopnopeiates, CLUA,
Bausch & Lomb Incorporated, 1400 North Goodman
Street, Rochester, NY 14609, USA
MecTO npoussoacTBa:
Bausch & Lomb Incorporated, 21 N. Park Place Blvd.,
Clearwater, FL 33759, USA (CLLUA).

OnucaHve nsgenusa
LlenbHaa rugpoobHas akpwuioBas Topuyeckas
WHTpaoKynapHag- nuH3a enVista  (Topuyeckas
NHTPaoKynsapHas nnH3a enVista) 6bina paspaboTaHa
AN 3aMeHbl “XpyCTanmMkKa rnasa Yy B3POCAbIX
NaumneHToB, Y- KOTOPbIX 6blN yaaneH XpycTanuk c
KaTapaKTol,
Topuueckas) NHTpaoKynsapHas NnH3a enVista nveet
ac(hepMyeckyro OMTWUKY, KoTopas co3faHa 6e3
chepuyeckoin abeppauyun 6Gnarogapsi;{BCTPOEHHOW
3anaTeHToBaHHOW  cepmyeckoin j-abeppayUoOHHO-
HeilTpanbHON ONTUYECKOWN KOHCTPYKLMU, KOTOpas He
BANSET Ha npeAonepaunoHHbIN npogunb
chepuyeckoid  abeppauum  poroBuubl.  ONTMKa

Bayw aHa Jlom6 NHKopnopeiiTen, 1400 Hopc N'yamaH
CtpuTt, PouecTep, Hbro-l7|opK 14609, CWLWA /7Bausch &
Lomb Incorporated, 1400 North Goodman ‘Street,
Rochester, NY 14609, USA
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Medical device name

Intraocular lens for the posterior chamber of
the eye pseudophakic enVista® toric, model
MXG60ET, in execution-_options: spherical
equivalent from +6.0 D=to +30.0 D in 0.5 D
increments; cylinder power: +1.25 D, +1.50 D,
+2.00 D, +2.50 D, +3.00 D, +3.50 D, +4.25 D,
+5.00 D, +5.75 D;

in delivery set with;

- Pouch for transportation with a lens in a vial
- 1pc,;

- Instructions foruse - 1pc.;

- Implant registration patient card - 1pc,;

- Self-adhesive labels - 8 pcs.
Next: Intraocular lens, lens enVista toric, intraocular
lens enVista, 10OL, lens, device.

Information on the manufacturer

Le2al'manufacturer and developer:

Bausch & Lomb Incorporated, USA

1400 North Goodman Street Rochester, NY

14609 USA

Manufacturins site:

Bausch & Lomb Incorporated, 21 N. Park

Place Blvd., Clearwater, FL-33759, USA
Device description

The enVista one-piece: hydrophobic acrylic

toric intraocular lens (enVista toric IOL) was

developed to replace‘the natural crystalline

lens in adult patientsin whom the cataractous

lens has been remoyed.

The enVista toric’TOL has an aspheric optic

that is designed=to be free of spherical

aberration through the incorporation of a

proprietary spherical aberration-neutral optic

design that does not influence the pre-surgical

corneal spherical aberration profile. The optic

is designed with the SureEdge™™, posterior

squared step edge to provide a 360-degree



JInH3a MHTpaokynapHas ANsa 3agHel Kamepbl rnasa
ncesgodaknyHasa enVista® toric, mogenb MX60ET, B
BapuaHTax ncnonaHeHuns /Intraocular lens for the posterior
chamber of the eye pseudophakic enVista® toric, model
MXG60ET, in execution options

CNpoeKkTMpOBaHa TakMM 06pa3oM, 4TOOblI 3afHAA

HeCcKoLleHHas npsmMas KpoMKa SureEdge”™"»
obecrneymsana 360-rpagycHyto 3sawuty ot [M3K.
Topuyeckas WHTpPaoKynspHaa /uMH3a  enVista
MCNONb3yeT ranTUYecKuii 3anemeHT Accuset* ¢
LUVPOKOW, MOZEePHU3NPOBAHHOM C-o6pa3Holi
NeTneBO KOHCTPYKLMEA UK ONTUKO-ranTU4ecknm
CMelleHMeM  Ans  YAyYlWeHUd  KOHTakTa. W

CTabUNbHOCTN BHYTPWU KancynapHoro mewuka. MeTku
Ha 3afHel ocu umnuHapa o603HayalT MepupuaH c
MWUHMMaNbHOW  ONTWYecKoW  cunoii. (Matepman
enVista, BXoAsLWMiA B cocTaB onTuKy TruSight™, 6bin
OLLeHEH Ha OTCyTCTBME GMKOBaHMA U YECTONYNBOCTb

K uapanuHam. WHTerpupoBaHHas /) TEXHONOT s
StableFlex'A'» obecneynBaet MOBbILLIEHHYO
NNacTUYHOCTb  NIMH3bl,  obneryag  yCTaHOBKY,

NPeBOCXOAHbIA KOHTPONb 3a BBEAEHWEM JINH3blI W
3(hheKTMBHOE ONTUYECKOe BOCCTAHOB/IEHWE Mocne
nmnaaHTauum.

Pusnyeckme xapakKrepucTuKu

TOpI/I'—IECKOI‘/JI I/IHTpaOKy]'IFIpHor/'I JINH3bI

Bayw 3HA lom6 VMIHKopnopeiTen, 1400 Hopc FN'yamaH
CTtput, PouecTep, Hbl0-|7|0pK 14609, CWLWA /Bausch &

Lomb Incorporated, 1400 North Goodman 'Street,
Rochester, NY 14609, USA

Bepcusa 04 /version 04

PCO barrier. The enVista toric IOL employs
an AccuseF'~ haptic with a broad, modified C-
loop design and optic-hapticoffset to facilitate
improved contact and stability within the
capsular bag. The posterior located cylinder
axis marks denote the meridian with the lowest
power. The enVista material that makes up the
TruSighfr*~ optic has'“ been assessed for
glistening-free capacity and scratch resistance.
Incorporated StableRlex'* technology allows
for enhanced lensycompliance for ease of
loading, premium control through lens
delivery, and/ ‘efficient optical recovery
following implantation.

Physical characteristics of enVista
toric IOL model MX60ET

enVista mogean MX60ET

Martepuvan nnH3bl /

ranTuyeckoro
anemeHTa /
Lens / Haptic
Material

XapaKTepuCTUKM
matepvana /
Material
Characteristics
Twun/ cnna
onTuKmn /

Optic Type?
Powers

OnTnyeckan
cuna uanuHapa -
MI0CKOCTb
NHTPAOKY NSIPHOM
nuH3bl / Cylinder
Powers (CYL) -
IOL Plane

MuApodo6HbIN akpun (rmapokcuatuamMeTakpunat (HEMA)-nonu(3TMAEHI NNKONb)-
(heHnnoBbIn atmp akpunat (PEGPEA) - cTMPONOBbLIA CONONUMEP; CLUNTBIN C
OUMETAKpWUAATOM STUNEHTInKons) /

Hydrophobic acrylic (hydroxyethyl-methacrylate (HEMA)-polyethylene glycol phenyl
ether acrylate (poly(EG)PEA)-styrene copolymer, crosslinked with-ethylene glycol
dimethacrylate)

KoadmumeHT npenomnenns:) £:54 npun 22°C /
Index Of Refraction: 1.54 @ 22@C

Acepunueckas / ot +6.0 go-+30.0 guonTpun ¢ warom B 0.5 guoentpun
(SE - cthepurueckuin akBuBaneHT) /

Aspheric / +6.0 to +30.0-Diopters in 0.5 Diopter increments

(SE - Spherical Equivalent)

125 150 2.00 2.50 3.00 350 425 5.00 5.75
anTp. / grp. /- Cgrp. /o gop. / ammp. /[ gmp./  pnTp./ gmp./  gnTp./
D D D D D D D D D



NINH3a UHTpaoKynspHas ANnsA 3agHel Kamepbl rnasa
ncesgodaknyHan enVista® toric, mogenbs MX60ET, B
BapuaHTax ucnosiHeHus / Intraocular lens for the posterior
chamber of the eye pseudophakic enVista® toric, model
MXG60ET, in execution options

Bayw 3HA Jlom6 MHKopnopeiiTen, 1400 Hopc N'yamaH
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OnTunyeckasn cmna

0.90 1.06 1.40 1.76 2.11 2.45 2.98 3.50 4.03
unnnHgpa - antp./ pntp./ antp. / antp. / antp./ antp. / antp.  gnIp./ antp./
poroBuYHast D D D D D D /D D D
NA0CKOCTb/

Cylinder Powers
(CYL) - Comeal

Plane

Pa3wvepb! / [vameTp onTnyeckon Yactn: 6.0;mm; obwmin grametp: 12.5 mv;lrantuyeckuii yron: 0®
Dimensions / Body Diameter: 6.0 mm; Overall Diameter: 12.5 mm; Haptic Angle: 0°

KoathdhmumeHT YnbTpaduonetoBasa Yactb crekTpa: Y (363) 4159 UHTPAOKYISPHOI IMH3bI Ha
CNeKTpasibHoro +20.0 grontpun

nponyckaHus / Cwm. puc. 1, rae Ha rpadmke mo ocu abeumce X oTobpaxkeHa AavHa BOSHbI (HM), a Mo
Spectral ocv opamnHaT Y - % nponycKaHus; Ha rpadike CpaBHUBaeTCA KpmBas MpornycKaHus

Transmittance NMH3bI enVista ¢ XpycTanmMkom rnasa 53-neTHero YenoBeka.

A = +20 gronTpuii nuA3kl enVista, a B = xpycTanuk rnasa53-1eTHero YenoBeka.
MPUMEUYAHWE: B:3aBUCMOCTU OT MeTOAa M3Meperns 3HaueHNa NponycKaHnsa
maTepuana UHTPaOKYAAPHOW IMH3bI MOTYT HE3HAYMTE/IbHO OTNYATLCS.

CnipaBoyHble mMarepuanbl: [laHHble 0 xpyctanmke-53-neTHero yenoseka, Boettner,
E.A. n Woiter, J. R, Transmission ofthe Ocular Media”, Investigative Ophthalmology,
1:776-783, 1962/

Ultraviolet: UV<(363) for +20.0 diopter IOL

See figure 1 with chart’s X value = Wavelength~(hm) and Y value = % Transmittance;
chart compares, the transmittance curve of an/enVista Lens to a 53 Year Old Human
Lens.

A* + 20 Digpter enVista Lens and B = 53 Year Old Human Lens.

NOTE: Light transmittance values for an IOL"material may vary slightly depending on
the method of measurement.

Reference: 53 year old human lens data from Boettner, E.A. and Waiter, J. R.,
“Transmission of the Ocular Media,” Investigative Ophthalmology, 1:776-783, 1962

HasHauyeHve Intended purpose
LlenbHas ., rugpoobHas akpunoBas ~Topuuyeckas The one-piece-hydrophobic acrylic toric IOL is
WHTpaokKynapHas /NMH3a nokasaHa gas nepuyHoit indicated for.primary implantation in the

MMNMaHTaUUM B KancynsipHblii MeWOoK rnasa Yy
B3POC/IbIX MALMEHTOB AN KOPPEeKUUW 3peHus npu

a(baKI/IVI N POroBu4YHOM acturmMmaTmsme.

capsular bag of the eye in adult patients for
visual correction of aphakia and comeal
astigmatism.



hN(

JInH3a MHTpaokynapHas ANa 3aaHeli Kamepbl rnasa
ncesaodakmnyHasa enVista® toric, mogenb MX60ET, B
BapuaHTax ucnosiHeHus / Intraocular lens for the posterior
chamber of the eye pseudophakic enVista® toric, model
MX60ET, in execution options

NokaszaHnA K NPUMEHEHUIO

LlenbHas rugpoobHas akpuioBas Topuyeckas
NHTPaoKynapHas nuH3a enVista (mogens MXG60ET)
nokasaHa [ANnd  NEepBMYHON  MMNNaHTauuMmM B
KancynspHblii MeLWOK rnasa y B3pOC/bIX NauveHTOB
A5 KOpPeKuun 3peHus npu aakmum v poroBuYHOM
acTurMatmMame nocne ypaneHus xpycrtaamka  c
KaTapakTol ANs YNy4yleHUs HECKOPPEKTUPOBAHHOTO
3peHus Baasb.

[MpoTmMBONOKasaHUA
He cyuwiecTByeT M3BECTHbIX MPOTMBOMOKAa3aHUn Ans
npumeHeHnsa NOJ1 enVista.

MMpenynpexxaeHns
Bpauw, oueHuBaroLue LlenecoobpasHoCTb
UMNAaHTauumn NNH3bl B NHO60M W3/ MEPEUYNCNEHHbIX
HUXe CflyyaeB, AO/DKHbl OLEHWUTb ™ BCE PUCKKM W
npenmyLLecTsa.
1 Peungmeupyrowiee BblpaXeHHOe
nepesHero WA 3afiHero CerMeHTa nau yBewur.
2. Hannuve y nayueHTa WHTPAOKYNSAPHOA NUH3bI
MOXET B/IMATb Ha BO3MOXHOCTb HabNOLeHUS,
ONArHOCTUKN WAW  NedeHwns. 3a60n1eBaHUn  3afHEro
CermeHTa.
3. 3aTpygHeHWs XUPYPIMYECcKOro xapakrtepa npu

BOoCnaneHune

3KCTpaKUMM  KaTapakTel, CMNOCOOHbIE MOBbLICUTb
BEPOATHOCTb OCAOXHEHWI (Hanpumep,
HenpekpaLlarLweroga-KpoBOTEYEH NS, 3HAUNTENIbHOFQ
NnoBpexXaeHus pagy>Hoimn 060/104KW,
HEKOHTPO/IMPYEMOFO  MOBLILWEHHOTO  [aBNEHUS,
3HaYMTeNbHOro nponanca nnm yTpaThl
CTEK/0BUAHOT Q. TENA).

4. [ethopmauus rnasa B pe3ynbTaTe . paHee

NnepeHecéHHo TpaBMbl UNN AedeKT pasBUTWSA, Npu
KOTOPOM TMpaBWUIbHOE YyepXXaHue WHTPaOKynspHON
NINH3bl HEBO3MOXHO.

5. ®aKTOpbI; CNOCOOHbIE NMPUBECTU K MOBPEXAEHUNIO
3HAOTEINA BO BPEMSA UMNAAHTALMUN.

6. Bo3MOXXHad MUKPOOHaA NHPeKLUS:

7. MaTtonoruna Kak 3afHein Kancynbl, Tak ¥ NOSCKOB Y
nauveHTa  [enalT  HEBO3MOXHbIM  yAepXaHue
WNHTPAOKY/IAPHOW NINH3bI.

Bayw aHp lom6 MHKopnopeiiTeq, 1400 Hopc NyamaH
CTtput, PouecTep, Hblo-I7I0pK 14609, CLUA /Bausch &

Lomb Incorporated, 1400 North Goodman ‘Street,
Rochester, NY 14609, USA
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Indications

The enVista one-piece hydrophobic acrylic
toric IOL (Model MX60ET) is indicated for
primary implantation in thelcapsular bag ofthe
eye in adult patients for ‘visual correction of
aphakia and corneal astigmatism following
removal of a cataractous-lens for improved
uncorrected distance vision.

Contraindications
There are no known contraindications for the
enVista IOLs.

Warnings

Physicians considering lens implantation
under any -of the following circumstances
should weigh'the potential risk/benefit ratio:
1. Recurrent severe anterior or posterior
segment inflammation or uveitis.
2. Patients in whom the intraocular lens may
affect-the ability to observe, diagnose;-or treat
posterior segment diseases,
3. /Surgical difficulties at the time-of cataract
extraction, which might increase the potential
for complications (e.g., persistent bleeding,
significant iris damage, uncontrolled positive
pressure, or significant vitreous prolapse or
loss).
4. A distorted eye due to-previous trauma or
developmental defect iny which appropriate
support of the IOL is not possible.
5. Circumstances that'would result in damage
to the endothelium during implantation.
6. Suspected microbial infection.
7. Patients in whom neither the posterior
capsule nor zonules are intact enough to
provide support.
8. Rotation ofenVista toric IOL away from the
intended axis> can reduce their astigmatic
correction. Misalignment greater than 30° may
increase postoperative refractive cylinder. If
necessary, lens positioning should occur prior



JInH3a UHTpaokysipHasa ANAa 3ajHel Kamepsbl rnasa
ncesgodaknyHan enVista® toric, mogenb MX60ET, B
BapuaHTax ncnonHeHus /Intraocular lens for the posterior
chamber of the eye pseudophakic enVista® toric, model
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8. TMoBOPOT TOPMYECKOW WHTPAOKYNAPHOW JINH3bI
enVista B CTOPOHY OT HaMEYeHHON OCU MOXeT
YMEHbLINTb KOppeKuuto actmrmartmama.
HecoBmeulleHune 6osnee yem Ha 30° MOXET yBEIUYUTD
NnocneonepauMoHHbIl  ped)pakLyMOHHbIA  LUINHAP.
Mpw Heobxo4MMOoCTH cnepyet BbIMO/HATb
pasMellleHre NUH3bI nepef (GuOpPo3oM Kancysbsy u
NHKancynaymnen xpycranmka.

Mepbl NPeaoCTOPOXKHOCTH
L 3anpewyaertcsa BbINO/HATH NMOBTOPHYIO
CTEPUNN3aLNIO  NIMH3bI, MOCKO/IbKY 3TQ. MOXeT
NPUBECTUN K HEXenaTeNbHbIM NOGOYHbLIM AReKTam.
2. 3anpeuiaeTcd MCNonb3oBaHWe W3AeNus, ecnu ero
CTEPUNBHOCTbL WAN KavyeCTBO MOTYT ObiTh HapyLUeHbl
BC/NefACTBUe NMOBPEXAEHHON yMaKoBKu nm
NPU3HaKOB yTeYkn (Hanpumep, NOTEPN uspacTeopa
ans XpaHeHus nnm FEVETE CO0/NIeBOM
KpucTaniusauum).
3. Paspelwaetrca  cMauuBaTb
WHTPAOKYNAPHYK JIMH3Y TOABKO
oydepHoM CO/IeBOM nnu
(h13M0N0TMYECKOM pacTBOpE.
4. 3anpelwiaetca XpaHUTb. MH3Y Npu TemnepaTtype
Boiwe 43 °C wmam Hwxke >0 °C. He ponyckaetcs
aBTOKNaBMPOBaHWe MHTPAOKYNAPHON NINH3bI.
5. 3anpelaeTcs NMOBTOPHOE WCMO/Ib30BAHWE JINH3bI.

M NPOMbIBATb
B CTEPU/IbHOM
CTEPUNbHOM

Nun3a npegHasHayeHa ans NOCTOSAHHOW
nMmnnantauun.  CTepunbHOCTb M Hafdnexalyee
(hYHKLMOHMPOBAHWNE BeMMNNIaHTUPOBAHHOW NNH3bIHE
rapaHTMpyTCH.

6. besomacHoCcTb' M 3PHEKTUBHOCTb TOPUYECKONA
WHTPAOKYNAPHOM  NuH3bl  enVista  He ~/ bbina
noaTBepXeHa y nauneHToB c paHee
CyLLeCcTBOBABLIMMYU opTasIbMONOLUYECKUMU
3aboneBaHUAMM " NHTpaonepatnoHHbIMM

OCNOXHEHUsSMN (CM. HWXe). [Mepen vMAAAHTaUMeR
NNH3bI OAYUEHTY C OAHUM WU HECKONBKUMU TaKUMMU
3abonesaHnAMM XUPYPr  [BOSIKEH npoBecTy
TwaTenbHoe o6cnefoBaHMe U NPOKECCUOHANbHO
OLUEHWUTb BCE PUCKM W NPEMMYLLECTBA, CBS3aHHbIE C
onepauuein. Bpaun, paccmaTpuBarollne Bonpoc 06

Bayw 3HA Jlom6 WHKopnopeiiTen, 1400 Hopc N'yamaH
CtpuT, PoyecTep, Hbro—l7|0pK 14609, CLUA /Bausch &
Lomb Incorporated, 1400 North Goodman Street,
Rochester. NY 14609, USA
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to capsule fibrosis and lens encapsulation.

Precautions
1. Do not attempt to resterilize the lens as this
can produce undesirable side effects,
2. Do not use if'product sterility or quality is
thought to be compromised due to damaged
packaging or signs of leakage (such as the loss
of saline storage solution, or the presence of
salt crystallization).
3. Do not soak or rinse the intraocular lens with
any solution other than sterile balanced salt
solution or sterile normal saline.
4. Donaot store the lens at a temperature.greater
than 43°C or lower than 0°C. Do not-autoclave
thesintraocular lens.
5. Do not re-use the lens. It is intended for
permanent implantation. If explanted, sterility
and proper fianction cannot be_ assured.
6. The safety and effectiveness,of the enVista
toric IOL have not been_substantiated
patients with pre-existing (ocular conditions
and intraoperative complications (see below).
Careful preoperative evaluation and sound
clinical judgment should be used by the
surgeon to decide the benefit/risk ratio before
implanting a lens in-a-patient with one or more
of these conditions: Physicians considering
lens implantation “in such patients should
explore the use of alternative methods of
aphakic  correction and consider lens
implantation sonly if alternatives are deemed
unsatisfactory in meeting the needs of the
patient.
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MMNAAHTALMMN fINH3bl Y TaKUX MayMeHTOB, AO/KHbI
M3y4ynTb MCNONb30BaHWE afbTePHATUBHbLIX METOAOB
KOppeKuMmn aakmm 1 paccMaTtpuBaTb MMMAAHTALUIO
XpycTanuka TONbKO B C/lyyae, ecfin CYMTaeTcs, 4uTo
anbTepHATUBHbIE BapuaHThbl He BbIMONHAT
TpeboBaHMA NaymeHTa.

Mepen onepaumeii

* 3ab0neBaHMA ceTYaTKN UM NPeapacnofioXEHHOCTb
K 3ab0neBaHUsIM CeTYaTKW, Mpeablyyliee oTCADEHME
ceTyaTKu WAM  nponudgepaTnBHas AnabeTuueckas
peTmHonaTus B aHamHese nnéo
NPeapacrnonoXeHHOCTb K HUM,  AN§-~ KOTOPbIX
byayuiee fedeHne MOXEeT ObiTb YXYAWEHO BBUAY
MMNaHTauMm XpycTanumka.

* AMbnmonusa

e KnuHnyeckn Txénaa AUCTPOPMA porosumubl
(Hanpumep, dykca)
. KaTapakTa, 06ycnoBneHHas KpacHyXol,

BPOX/EHHasA, TpaBMaTUYecKasn.Um1 0C/MoXXHEHHAA

* UpesBbluyallHO Menkas MepefHAs Kamepa He u3-3a
yBe/IMYEHHON KaTapakTbl

e Peunausupytouiee BOCMNaneHWe MepeaHero wmn
3aflHero cerMeHtTa HeW3BECTHOW 3TUONOTUN WK
no6oe 3abonieBaHue, Bbi3biBaroLLee BOCNaNNTENIbHYO
peakuuto rnasa (Hanpumep, NPUT UAN YBEUT).

* AHUpNAnA
» HeoBackynapusayua.pagy>Hoin 060104KK
. Cnaykoma (HekoHTpONIMpyemas nau

KOHTpO/Mpyemas MegnukamMmeHTamm)

* MukpogpTanbMua Nan MakpopTanibmMus

* ATpohmsa 3pUTEALHOIO HepBa

* Mpeablgywag TpaHcNNaHTaLua porosuLbl,

* Odranbmonormyeckne 3abosieBaHUA B aHaMHese,
KOTOpble  MOTYT  HeraTMBHO  OTpasUTbCAd  Ha
CTabUNbHOCTM MMNIaHTaTa.

Bo Bpema onepaumn

* MexaHuyeckre Uan XMpypruyeckue MaHunynauum,
Heob6Xxo4uMble ANS YBEMYEHMNA 3payka

 [1oTeps CTEKNOBMAHOIO Tena (3Ha4ynTenbHas)

» KpoBoTeueHune B nepefHein kamepe (3Ha4YNTeNbHOE)
* HeKOHTpOIMpyeMoe NOBbILWEHHOE UHTPAOKYNSPHOE
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Before Surgery

« Retinal conditions or predisposition to retinal
conditions, previous history of, or a
predisposition to, retinal detachment or
proliferative diabetic retinopathy, in which
future treatment may be’ compromised by
implanting this lens.

« Amblyopia

e Clinically severe .corneal dystrophy (e.g.,
Fuchs?)

* Rubella, congenital, traumatic or complicated
cataracts

» Extremely shallow anterior chamber, not due
to swollen cataract

* Recurrent, anterior or posterior segment
inflammation of unknown etiology, or any
disease producing an inflammatory reaction in
the eye (e.g. iritis or uveitis).

* Aniridia

* Iris neovascularization

e Glaucoma (uncontrolled or controlled with
medication)

» Microphthalmos or macrophthalmos

+ Optic nerve atrophy

« Previous comeal transplant

» Pre-existing ocular conditions which may
negatively impact stability ofthe implant.
During Surgery

* Mechanical or surgical manipulation required
to enlarge the pupil

* Vitreous loss (significant)

» Anterior chamber bleeding (significant)

« Uncontrollable positive intraocular pressure
e Complications inswhich the I0OL stability
could be compromised

7. Patients withspreoperative problems such as
comeal endothelial disease, abnormal cornea,
macular degeneration, retinal degeneration,
glaucoma, and chronic drug miosis may not
achieve the visual acuity of patients without
such problems. The physician must determine



JInH3a HTpaokynapHas ANa 3agHeli kKamepbl rnasa
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AaBreHune
OCNnoXHeHns,  KOTOpble  MOTYT
CTabUNbHOCTb NHTPAOKYIAPHOMN NNH3bI
7. MNauneHTbl C NpegonepaunoHHbIMK npobiemMamu,
Hanpumep 3HAOTeNManbHbIM 3aboneBaHMeEM
pOroBuULbl, aHOMaNMAMU POrOBULLbI, MaKyNspHON
JereHepaumeii, gereHepaumein cetTyaTky, rnaykKomol
N XPOHUYECKUM CYXXEHUeM 3payka Nnof BO3AeicTBmem
npenapaTtoB, MOFyT He AOCTUYb TaKOMN >Xe OCTPOThI
3peHus, KOTOPOI LOCTUTAlOT NaLMeHTbI, He UMEKLLNe
Takux npobnem. Mpu HanMumm Takux 3aboneBaHuit
Bpay [O/DKEH ONpefennuTb NPevMyLLecTBa;  KOTopble
MPUHECET MMNNaHTaLns XpyCTanunka.

yXyaWnTb

8. [ns vMNnaHTauuum WHTPAOKYNSPHON  NUH3bI
TpebyeTcs BbICOKUI/ YpOBeHb MacTepCTBa XMpypra.
Mpexae uem MbITaTbCS MMNNaHTUPOBaTb

WHTPAOKYNAPHbIE IMH3bI, XMPYPT A4OMKeH Habnaatb
MHOTOYNCNEHHbIE MNNaHTaLmmn i
accucTmpoBaTb MpU TakuMX OMEPauMaX W yCrnewHo
BbINOMHUTL OAHY UK 60/ee Npodeayp UMMINaHTaLum
WHTPAOKYNAPHbIX JINH3.

9. Heo6x0aUMO 6bITb BHUMATENbHBIMU NPU CHATUK
BCEro BMWCKO3/MacTUKa € nepegHein un  3afdHen
MOBEPXHOCTEN NIMH3bl, YTOObI CBECTU K MUHUMYMY
BEPOSATHOCTb NOBOPOTA4IUH3bl M3-3a HEMPaBUIbHOIO
BbIPaBHMBaHNA TOPUYECKON MHTPAOKYNSPHON /TIMH3bI

enVista OTHOCUTE[IEHO HamMe4yeHHOA ocu
pasmeLleHuns.

10. Ha apheKTUBHOCTb MMMAHTALUN TOPUYECKOW
NNH3bI  MPUM  YMEHbLUEHUN nocneonepaLnoHHOro
acTurMaTn3mMa BAUAIOT MHOTME (haKTOpbl, B TOM H4iCe
cregytouyme:

o CrTeneHb <HECOOTBETCTBUS MeXAY BeAUYUHON

nocneonepaytMoHHOro poroBMYHOr0 acTUrMarusma u
3P (HEKTUBHOW “ONTUYECKOW CUNOK WMHTPAOKYNSAPHOMN
NINH3bI B-POFOBUYHON MNOCKOCTHU.

* HecoBMeLLEHNE HAMEYEHHOr0 OCEBOFQ:MO/I0XKEHUA

n OKOHYaTebHO 0CeBOIA opueHTayunn
WHTPAOKYNAPHOI NNH3bI,
. OwmnbKa npu NPOrHO3MpPOBaHUM ocu

nocneonepaunmoHHOro poroBu4YHOro uwnanmHpa w
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the benefits to be derived from lens
implantation when such conditiens exist.
8. A high level of surgical skillis required for
intraocular lens implantation. The surgeon
should have observed /and/or assisted
numerous implantationsand successfully
completed one or more_courses on intraocular
lens implantation before attempting to implant
intraocular lenses.

9. Care should be taken to
viscoelastic from/the anterior and posterior
surfaces ofthe lens,to minimize the possibility
of lens rotation, causing misalignment of
enVista toricIOL from the intended axis
placement.
10. Effectiveness of implanting a toric lens in
reducing postoperative astigmatism is affected
by manyfactors, including the following:
* The “degree of mismatch between the
postoperative magnitude of «_corneal
astigmatism and effective IOL power in the
comeal plane.
» Misalignment between the intended axial
position and final IOL axial orientation.
e JError in prediction of the-postoperative
comeal cylinder axis and jpower. Error in
prediction of cylinder axis is‘greatest for lower
levels of preoperative comeal astigmatism.
» Manufacturing variation.in'power and axis
markings can influence intended correction.

remove all
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onTMYeckoin cunbl. OwmnbKa Npu MPOrHO3MPOBaHUN

OCU LUNMHAPa ABNAETCA MaKCUMANIbHOW AN HUXHUX

YPOBHel npesfonepaymoHHOro POroBUYHOIO

acTmrmartumsma.

* MNpon3BOACTBEHHOE OTKNOHEHWE ONTUYECKOW CUNbI

M MeTOK Ha OCW MOryT BAMATb Ha HaMeYeHHYH

KOppeKLuio.

3asABrieHMe 0 NOBTOPHOM WMCMNO/1b30BAHWN
MeANMUNHCKOIO U3genns

B cnyuae nepepaboTkM  wu/unu NOBTOPHOrO

NCMNONb30BaHMA JAHHOTO U34enns, Komnauns Bausch

+ Lomb He MOXeT rapalTupoBaTtb

(hYHKLMOHANbHOCTb, CTPYKTYPY Martepuana, YucToty

nm CTEPU/IBHOCTb n3genus. MoBTOpHOE
NCMO/Ib30BAHME  MOXEeT MpUBECTW. 'K  60NesHu,
NHeKLnn n/mnn TpaBme naLueHTa nnu

nonb3oBaTeNns, a B WUCKNOYUTENIbHBIX Clyyasx - K
cMepTun. [laHHbI NPOAYKT MapKUpPOBaH Kak «u3genue
OIHOPA30BOr0 MPUMEHEHUN»; 3TO 03HAYaeT, YTO €ro
MOXHO MCNO/b30BaTh TOMbKO(OAWMH pa3 AN OAHOrO
naymeHTa.

HeXxenatenbHble peakumn
PacnpoCTpaHEHHOCTb HeXenaTenbHbIX SBAEHWUIA BO
Bpems K/IMHNYeCKOro nccnefoBaHus
npuvpaBHUBaNacb K MX:spacnpocTpaHéHHOCTU cpeau
KOHTPOJIbHOW rpynnbl/B.MCTOPNYECKOM Ccpe3e («CeTka

FDA») nnm 6sma MeHbLLe. Topunyeckas
NHTPaoKynsipHas NNH3a enVista
NPOAEMOHCTPMpPOBaaa Tpebyembiii YpOBEHbL
6e30MacHOCTM [0+ CPaBHEHWUIO C KOHTPO/bHOW

WNHTPAOKY/IAPHOM JIMH30M U KOHTPONbHON Fpyrfol B
ncropuyeckom: paspese (cMm. ISO 11979-7 SPE) 6e3
YBE/IMYEHNSA HACTOTbl WU TAXKECTU HeXenaTeNbHbIX
agneHnin (HA) no cpaBHEHWIO C KOHTPONbHOW
WHTPAOKYASPHON  NWH30M ©n  6e3 .CepbesHbIX
HexxenaTenbHbIX ABneHnin (CM4) B paccMaTpnBaeMom
rnasy.«B uenom, B xofe LaHHOr0O WCCAENOBaHUA He
Ob1/10 “BbISBNEHO HWKAKUX Npo6/ieM,=CBA3aHHbIX C
TOPUYECKUMU WHTPAOKYNSAPHBIMU NMH3amMKu. Kak u
npu n060K [pyro XuMpypruyveckom npouenype,
nveetcs (hakTop pucka. MoTeHumManbHble
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Medical devicesre-use statement

If this product is reprocessed and/or re-used,
Bausch + Lomb-" cannot guarantee the
functionality, material structure, or cleanliness
or sterility of the-product. Re-use could lead to
illness, infection and/or injury to the patient or
user and, in‘extreme incidents, death. This
product is{labeled as ‘single-use’ which is
defined as-a device intended to be used once
only forja.single patient.

Adverse events
The-incidence of adverse events experienced
during the clinical trial was comparable to or
lower than the incidence reported in the
historic control (“FDA grid’) population. The
enVista toric IOL demonstrated favorable
safety compared with the Control IOL and the
historical control (cf ISO 11979-7 SPE)
population, with no increase in incidence or
severity of adverse events (AEs) compared
with the Control I0L\and no serious adverse
events (SAEs) in the’/study eye. Overall, no
safety signals were-associated with the toric
IOLs during thisstudy. As with any surgical
procedure, risk §is involved. Potential adverse
events accompanying cataract or implant
surgery may include, but are not limited to, the
following: corneal endothelial damage,
infection (endophthalmitis), retinal
detachment, vitritis, cystoid macular edema,
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ncesgodaknyHana enVista® toric, mogenb MX60ET, B
BapuaHTax ucnosiHeHusa / Intraocular lens for the posterior
chamber of the eye pseudophakic enVista® toric, model
MX60ET, in execution options

OCNOXHEHWSA, CONPOBOXAaKLlinMe XUpypruyeckoe
NneyeHne KatapakTbl WAW  MMMAaHTaUWo, MOryT
BK/KOYaTh, noOMUMO npoyero, cnegyrouue:
3HA0TeNnanbHOe MOBPEeXeHVe POroBuLbl, MH(EKL NS
(sHOO(PTaNbMUT), OTC/MOEHME CeTYyaTKKU, BUTPUT,
KUCTO3HbIA MaKynsapHbliA OTEK, OTEK PpOrosuubl,
3paykoBbIii  6/710K, BOCNaseHWe PeCHUYHOro Tena,
BbiMaZeHNe  pagy>XHol  060104KW,  TUMORUOH,
npexogawas WAM MOCTOSHHaA rnaykoma, (0c¢Tpas
JEeKOMNeHcaumns poroBuLbl, TOKCUYECKUA CUHLPOM
nepegHero cermeHta (TCMC) wn  BTOpUYHOe
XUpypruyeckoe BMeLIaTeNbCTBO. BTopuyHble
XUpypruyeckre BMeLIaTeNbCTBA BKAOYaOT B Cebs,
NMOMWMO MNPOYEro, cregyrowime: peno3nyma NH3bI,
3amMeHa NINH3bI, acnupayns CTeKI0BUAHOIO Tena uu
NPULIKTOMUSA NpPU 3paykoBOM 610Ke, 3aKMBMEeHMe
paHbl U NeYeHne OTC0eHUS CeTHaTKMN.

BbI60p 1 pa3meLleHne TOPNYECKON

NHTPaoKYNAPHOM NNH3bI enVista
Ons  onpegeneHns uenesorol 06bEMa Koppekuuu
acTurmaTmama BMECTO  daHHbIX  MpesoMaeHns
Heobxo4nMo MCNoJib30BaTh [aHHble
(hoTooTanbMOMETPUN N~ BUoMeTpun. Pasmep nu
MECTOMNOJ/IOXKEHNEe pa3pesa; BAMAIOT Ha BENYUHY
nocneonepaymMoHHOro pOroBUYHOro0 acturmarusMa u
ero COOTBETCTBYHOL Y -0Cb. PeKOMeHAYyeTCH, YTOO6bI

XVPYPr1  BbINOMHSAW  HACTPOWKy  3Ha4eHwi
BO3HMKLIEro B pe3yfibTaTe Onepauuy PoroBMYHOFO
acturmMatusma  Mcxoas M3 UHAUBWUAYanbHO

XUPYPrnyecKoin METOANKM M NPOLL/bIX Pe3ynbTaToB.
[Ons o6nervyeHus=Bbi6opa UHTPAOKYNAPHON NNHBEI W

pasmelieHna (0eum komnaHua Bausch + ““Lomb
npefocTaBnser.” Be6-MHCTPYMEHT  COOCTBEHHOM
pa3paboTku L ) ana  Xupypros - TOpUYeCcKmnii
KanbKynatop enVista
(http://envista.toriccalculator.com). B/ _/'kauecTBe

BBOAHbIX. [laHHbIX A1 TOPUYECKOro KafibKynstopa
enVista_ Mcnonb3yTCcs npegonepaunoHHbie faHHbIe
(hoTooTanbMoOMeTpUU 7 o6uomeTtpun,
MeCcTOMON0XeHMe paspesa, cthepnueckasn
3KBMBANEHTHass ONTUYECKas Cuna WMHTPAOKYNSPHOW
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comeal edema, pupillary block, cyclitic
membrane, iris prolapse, hypapyon, transient
or persistent glaucoma, /acute comeal
decompensation, toxie anterior segment
syndrome (TASS), and secondary surgical
intervention. Secondary surgical interventions
include, but are not “limited to: lens
repositioning, lens eplacement, vitreous
aspiration or iridectomy for pupillary block,
wound leak repair/~and retinal detachment
repair.

Selection and placement of
enVista toric IOL
Keratometry and biometry data should be used
in place ofrefractive data to determine targeted
amount of astigmatism correction: Incision
size. and location influence ~amount of
postoperative comeal astigmatism and its
respective axis. It is recommended that
surgeons customize their surgically induced
comeal astigmatism values’ based upon
individual surgical technigue’and past results.
To facilitate IOL selectioniand axis placement,
Bausch + Lomb provides a web-based
proprietary tool, the enVista toric Calculator
(http://envista,toriccalculator.com) for the
surgeon.  Preoperative  keratometry and
biometry data, incision location, spherical
equivalent IOL .power, and the surgeon’s
estimated  surgically  induced comeal
astigmatism are-used as inputs for the enVista
toric Calculator. These inputs are used to
determine the axis of placement in the eye and
the predicted residual refractive astigmatism
for up to three different enVista toric IOL

10
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NNH3bl v MpegnonaraeMblii XMpyprom BO3HMKILWIA B
pe3ynbTaTe OMepauuum pPOroBUYHbLIA acTUIrMaTU3M.
9TM  BBOAHble  [aHHble  WCMOMb3YKTCA  ANS
onpeAeneHns  OCM  pasMelleHWs B rnasy U
MPOrHO3MPYeMOro OCTaTOYHOTO pedpakLUOHHOro
acTMrmMatusma Ans MakCUMyM TPEX pasHbIX Mojaenei

TOPUYECKNX WHTPAOKYNApHbIX NMH3 enVista, “B
rnasax C HU3KUMWU  YPOBHAMU  POTrOBUYHOIO
acturmatmsma NPOrHO3MPYeMblii OCTaTOHHbI

pepakUMOHHbIA acTurmaTnam NS UMNaasFaymm
TOPMYECKON WMHTPAOKYNApHOW NuH3bl enVista) byaet
oTobpaxaTbCAd A9 OUEHKU XUPYProm -C Lenblo
onpegenexHus KNIMHWYEeCKN 3HaYMMoro
npenMmylLecTsa UMnNiaHTauum TOPUYeECKOWA
WHTPAOKYNAPHOW nNuH3bl. [lepes XWpYpruyeckum
BMeLLaTe/NbCTBOM Ha OMepupyeMoMm ‘raasy cregyet
BbIMONHUTL CNeAYHOLWYI0 pa3MeTKy: Korga nauueHT
Haxo4WUTCA B BEPTUKANbHOM CUAAYEM MONOXKEHWUMN,
Heo6X0AUMO TOYHO pa3MeTUTE 5, MONOXEHWE Ha
ABeHajuatb W/MAM WecTb YacoB C MNOMOWbH T-
pasmMeTuyMKa, pasmeTymka Onepupyemoro yuactka
KOXWU nnn pasmMeTo4YHOro KapaHjalua,
npegHa3HauYeHHoro ans NCMonb30BaHUA B
oTanbmonorun. MNMpu cNoAb30BaHUN JaHHbIX METOK
B KayeCTBE KOHTPOJIbHBIX. TOYEK pa3MeTymK OcCu
MOXET MCMO0/b30BaTLCA _HENOCPEACTBEHHO A0 WX BO
BpeMsa onepauun Ans‘.pasMeTky OCK pasMeLLeHus
NUH3bl. BBOAHbIE faHHble, NONYYEHHbIE C MOMOLLbHY
TOPMYECKOro  Kanbkynatopa  enVista, MOryT
MCNONb30BATLCA A4/19 ONpeAeNeHns ONTUManbHOR OCK
pasmelleHns. MeTKM Ha TOPUYECKO OCK Ha ONTUKO-
ranTU4ecKoM CcOefMHEHUN 0603HaYal0T HYJIEBOWA
MepuanaH TOPWUYECKON WHTPAOKYNSPHOW “AMH3bI
enVista v npeactaBnAaldT €060 BOOGPaXKaeMyto
NNHUIO NAKCOCh LnMAnHApa. Mocne BCTaBKU AIUH3bI B
KancynbHbili MeWwoK He06X0ANMO TOYHO COBMECTUTH
MeTKMN Ha'9CN Ha TOPUYECKOW UHTPAOKYNAPHON NNH3e
enVista C~0TMEYEHHOW OCbH pa3melleHns NH3bI.
HeobxoaMmo npocneanTb 3a Tem, 4ToObl YyAanuTb
BECb BMCKO3NacTUK M3 KancynbHOro mewka. locne
yhaneHus  BUCKO3NMaCTUKa  W/MAWM - HamnoNHeHus
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models. In eyes with low levelsiof corneal
astigmatism, the predicted residual refractive
astigmatism for implantation/ef the enVista
toric IOL will be displayed for evaluation by
the surgeon to determine) the clinically
meaningful benefit of implanting a toric IOL.
Prior to surgery the operative eye should be
marked in the following“manner: With the
patient sitting upright, precisely mark the
twelve o’clock and/or-the six o’clock position
with a T marker, a(surgical skin marker, or a
marking pencil indicated for ophthalmic use.
Using these marks ‘as reference points, an axis
marker can be used immediately prior to or
during surgery to mark the axis of lens
placement. Jdnput from the enVista toric
calculator ¢an be used to determine optimal
axis of placement. Toric axis markings at the
haptic-opticjunction identify the flat meridian
of the -enVista toric IOL and represent an
imaginary line of the plus cylinder axis. After
the lens is inserted in the capsular bag,
precisely align the axis markings on the
enVista toric IOL with the marked-axis of lens
placement. Be sure to remove all-viscoelastic
from the capsular bag. Reconfirm proper
alignment of the enVista toric-fOL following
viscoelastic removal and/or /inflation of the
capsular bag at the end of-the surgical case.
Residual viscoelastic and/or over-inflation of
the bag may cause lens rotation away from the
intended axis of placement. Deviation from the
intended axis of placement may compromise
effectiveness  of (astigmatic  correction.
Inaccurate astigmatism measurements, errors
in comeal markings, inaccurate placement of
the enVista toric>lOL axis during surgery,
unanticipated surgically induced changes in
the cornea, or physical rotation ofthe lens after
implantation may also limit the desired effect
of the toric IOL on correction of comeal

11
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KancynbHOro MewllKa nepenpoBepbTe Hagnexatliee
COBMeLLeHNEe TOPUYECKON WHTPAOKYNAPHOWA JNINH3bI
enVista B  KOHUe onepauun.  OCTaToOYHbIN
BUCKO3/1aCTUK U/MNKN Ype3MepHOoe 3ano/IHeHVEe MeLlKa
MOryT cTaTb NPUYMHOK NOBOPOTA JINH3bI B CTOPOHY OT
HamMeyeHHON ocu pasMewieHns. OTK/IOHEHWe OoT
HaMeYeHHOW oOcu pasMelleHns MOXeT oKasaTb
HeraTMBHOe  BO3[eiCTBMe  Ha  3(M(MEKTUBHOCTb
KOoppeKkuMn acturmatusMa. HeTouHble W3MEpeHus
acTurmMatvMama, OWMOKM B POrOBUYHBLIX “METKaXx,
HernpaBWNbHOE  pa3MelleHWe  OCU  TOPUYECKOM
WHTPaOKYNAPHOW NnH3bI enVista BO BpeMg-onepawuu,
HernpeaBuAeHHble  BO3HUKWME B “ pe3yfbTare
onepauum WU3MEHeHWs POroBuLbl WU/ PUINYECKNT
MOBOPOT /IMH3bl MOCNe WMMIaHTaLWK._TaKxe MoryT
OrpaHMunNTbL Xenaemblih  3(eKT ‘0T TOopMUecKom
WHTPaOKYNAPHON NINH3bI npu KoppeKuuu
POroBMYHOrO actTurmaTusama.

PacueT onTUYeCKOW-CIbl NINH3bI
npeanaraemasa KoHctaHTa-A: 119.1
(onTnyeckas GrmomeTpus)
PekomeHfOBaHHas KOHETaHTa A 119.1
npegHasHayeHa [ANS  WU3MEPEHUS OCEeBOW  [/IUHBI,
MONyYeHHOW C MOMOLLbLID JONTUYECKOW BMOMeTpUN.
[na n3mepeHns 0CeBOR-[NNHbI C MOMOLLbIO APYrUX
MeTo/0B (Hanpumep, anniaHaunoHHoe
CKaHMpoBaHMe B A=peXxunme) 006bI4HO TpebyeTcs
Apyras KOHCTaHTa //WMH3bl. [laHHOe 4UCNO CNYXWUT

TO/IbKO OpPUMEeHTMPOM W OCHOBaHO Ha OueHke
KNUHNYECKNX NaHHbIX, MONMYYEHHbIX C
ncnonb3oBaHneM 5 1OL Master, OnTuyeckaa=‘cuna

MMNNAHTUPYEMON NUH3bI JO/MKHA OblTb ONpeAeneHa
BpayoMm A0 Omepauuu.

YKasaHns no NpUMeEHeHUIQ
1 Meped— MMNnaHTaunein OCMOTPUTE “YMaKOBKY
NNH3bI, YTOObI ONpeaennTb eé TUM, ONTUYECKYH0 CUy
N KOHQULYpauuto.
2. OTKpoWTe nakeT Ansa TPaHCNOPTUPOBKM U B
CTEPUIIbHBIX YCNOBUAX U3BIEKUTE (DIAKOH.
3. CHMMUTE KPbILWKY C (h1aKoHa.
4. OCTOPOXHO 3axBaTWB MWHLETOM C TrlagKumm

Bayw 3HA Jlom6 MHKkopnopeiiTen, 1400 Hopc NyamaH
CTpuT, PouecTep, Hblo-Mopk 14609, CLUA /Bausch &

Lomb Incorporated, 1400 North Goodman Street,
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astigmatism.

Calculation of lens power suggested
A-constant: 119.1 (optical biometry)

The_recommended A-Constant of 119.1 is
intended for use with axial length
measurements obtained by optical biometry.
Use of axial length measurements by other
techniques (e.g. Applanation/ A-scan) will
normally require a different.lens constant. This
number is a guideline only=and is based on an
evaluation of clinical data.obtained using the
IOL Master. The physician should determine
preoperatively the power of the lens to be
implanted.

Directions for use
implanting, examine the lens
type, power, and proper

1. Prior to
package for
configuration.
2. Open the peel pouch and remove the vial in
a sterile environment.

3. Remove the lid from the vial.

4. With a pair of smooth forceps, remove the

12



JINH3a HTpaoKynapHas ANA 3aAHel Kamepbl rnasa
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chamber of the eye pseudophakic enVista® toric, model
MXG60ET, in execution options

rybkamy ranTUYeckyt 4acTb, W3BNEKUTE JIMH3Y W3
(h1lakoHa.

5. Mpomolite BCHO NNH3Y CTepPUNbHbLIM
cbanaHCMpOBAHHbLIM  COJIEBbIM  PacTBOPOM  UMU
CTEPUNIbBHBIM (PU3MOMOTNYECKMM PacTBOPOM.

6. BH/UMaTENIbHO OCMOTPUTE NINH3Y, YTOObI YbeanTbCA
B OTCYTCTBUM Ha Heil NOCTOPOHHUX YacTul,. OueHnTe

ONTUYECKME TMOBEPXHOCTU JIMH3bI Ha RAPEAMET
OTCYTCTBUA UHbIX AE(EKTOB.
7. JINH3Y MOXHO nNOrpysuTb B CTEPUSIbHBIN

cbanaHCUMPOBaHHbIN CONEBOIN pacTBOP A0 FOTOBHOCTM
K UMNaaHTauum.

8. [lna cmas3Ky CMCTEMbl [OCTaBKM MNpwW-yCTaHOBKe
NWH3bI  CneayeT  WUCMONb30BaTb  BMEKO31aCTMKU
Amvisc™**", Amvisc' " Plus nnn OcnCoal T\,

9. Bausch + Lomb pekomeHAYeT. UCMOMb30BaTh
0406peHHYt0 Bausch + Lomb cuctemy focTaBku.

10. MOXHO NCcNo/sib30BaTh pasnnyHble
XNPYpruyeckne npoueaypsbl, (A, XUPypr AOMKeH
BblOpaTb Hambonee nNOAXOASHIYIO npouesypy Ans

nayveHTa. [Mepes onepayuern XUpypru  AOMKHbI
y6eanTbCs B HaNUYMM HEOOXOAUMBIX [Nd Hee
WHCTPYMEHTOB.

OnuncaHve NpPUHaLIEXHOCTEN,
MEAVNLMHCKNX VU3LEANiA NN N3aenunii, He
ABNALLNXCHA-MEANLNHCKNMU, HO
NpeayCcMOTPEHHBIX 47151 UCMONb30BaHWA B
KOMOMHaUWUN ¢ 3asBIEHHbIM
MEAUUNHCKMM N3aennem

enVista toric
COBMeCTUMble

Ana  .MmMnnaHTaymm NNH3bI
NCMoNb3yHTCH cnegytwouue
MeANLNHCKNE U3LeNns:

1. HXXeKTOop AN BBEAEHUA WHTPAOKYNAPHBIX NINH3,
INJ100, PermcrtpaunoHHoe ypocToBepeHue -Ne P3H
2020/10023;

2. Cncrema uHxektopHas Bausch +(Lomb BLIS,

PerncrpauynoHHoe Y[ OCTOBEPEHUE Ne P3H
2017/6619;

3. Bwuckonportektop Amvisc, Amvisc Plus ¢
YCTPONCTBOM 418  BBefeHMs. PerncrpauuoHHoe

Bayw 3HA Jlom6 NHKopnopeliTen, 1400 Hopc N'yamaH
CTpuT, PouecTep, Hblo-Mopk 14609, CLLUA /Bausch &
Lomb Incorporated, 1400 North Goodman, Street,
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lens from the vial by gently grasping the lens
haptic.

5. Rinse the entire lens with=sterile balanced
salt solution or sterile normal saline.

6. Examine the lens thoroughly to ensure
particles have not become attached to it, and
examine the lens optical~surfaces for other
defects.

7. The lens may be soaked in sterile balanced
salt solution until ready for implantation.

8. AmviscM", Amyisc™ Plus, or OcuCoalT*
viscoelastic should’ be used for lubrication of
the delivery system when inserting the lens.

9. Bausch +5-Lomb recommends using a
Bausch + Lomb approved delivery system.

10. There are various surgical procedures that
can be utilized, and the surgeon should select a
procedure_that is appropriate for the patient.
Surgeonsy/ should verify that appropriate
instrumentation is available prior to surgery.

Description of accessories; medical
devices or products that are not
medical, but intended for use in
combination with the declared

medical device

The following compatible medical devices are
used for implantation'efthe enVista toric lens:
1 Injector for! ‘introducing intraocular

lenses, INJIOO, ~ Registration certificate
NeRZN 2020/10023;

2. Injection.system Bausch + Lomb BLIS,
Registration certificate No RZN 2017/6619;

3. Viscoprotector Amvisc, Amvisc Plus
with an insertion device, Registration
certificate Ne FSZ 2007/00147;
Viscoprotector "OCUCOAT" complete with
an insertion device. Registration Certificate

13



JInH3a UHTpaoKy/sipHasa 4NN 3ajHel Kamepbl rnasa
ncesgodaknyHaa enVista® toric, mogenb MX60ET, B
BapumaHTax ncnonHeHus /Intraocular lens for the posterior
chamber of the eye pseudophakic enVista® toric, model
MXG60ET, in execution options

yaocToBepeHme Ne dC3 2007/00147;

4. BuckonpoTtektop «OKYKOAT» (OCUCOAT) B

YCTPOWCTBOM AN BBefAeHUs,
yAOCTOBepeHue Ne ®C3

KOMMeKTe C
PerncrpaumoHHoe
2011/09915.

0630p KITMHNYECKNX Vlccne,CI,OBaHVIVI
Pe3ynbTaTbl KNMHUYECKUX UCCe[0BaHNI MO3BOASAIOT
YBEPEHHO YTBEPXAaTb, YTO WHTPAOKYNApPHaf-JINH3a
Mogenu MX60T  asnsetcs 6esonacHou n
3(h(heKTMBHONM AN KOPPEKLMM 3peHns npu afakmm n
POrOBMYHOM acturmatusMe nocsie  3KCTpakuuu
KaTapakTbl.
[aHHble rOBOPAT B M0/b3Y CYLECTBEHHOIO CHKEHNUA
AVNONTPUIA B LUANHAPE U CHVWKEHUS B a6CONIOTHOM
UMnmMHape, POTaUMOHHON CTAaOUNLHOCGTU NUH3bI U
YNyULeHNs KakK MaKCUMasibHOW «©CTPOTbl 3peHuns
BAaNb C KOpPPeKUMen, TaK n 6e3 “KeppeKkuumn mnocne
UMNAaHTaLMM TOPUYECKON WHTPAOKYNAPHOW JINH3bI
enVista.
MapoobHas akpunoBasd WHTPaAOKynsapHasa JfMH3a
enVista mogenn MX60 dABASeTCA MCXOLHOW ANd
nMH3bl  mogenn  MXG60ET.  [nd  KAMHWUYECKOro
nccnegosaHus enVista MX60 Bce ucnbiTyemble npu
KOMMJ/IEKCHOM  aHanu3e-; . 6e3onacHoCTM  npoLwu
OLEHKY Ha 6/IMKOBaHWE WMHTPAOKYNAPHOW NUH3bI BO
BpemMs BM3UTOB no ¢opme 3 1 opme 4. bnnkoeaHue
WHTPAOKYNAPHOW NNH3bl OLEHMBANOCL C MOMOLLbIO
PETPOMNIIOMUHALMOHHOMN LLLeNIeBOI NaMnbl, BO BpeMS
oCMOTpa ucnonb3oBanacb oTorpauyeckas LIKana
OLleHOK, YyKa3aHHas B npoTtokone. Llkana OUEHOK
cocTtofna w3 CcAeaylowWwmx feneHnin (B nopsake
yBennyeHusa), «HeT, oueHka 0 (cnegbl), oueHka’l, 2, 3
unm  4». OTCyTCcTBME OIMKOBAHMA  KakKOre-nm6o
YPOBHA OTMEYanoCb Yy BCEX MALMEHTOB .BO° BpeMs
KaXxgoro ( BuM3MTa B pamKax  K/MHWYeCcKoro
nccrefoBaHus.
PesynbTaTbl KIMHWYECKOr0 UCCAeA0BaHNA

enVista MX60T

KnnHuyeckoe nccnefoBaHue TOPUYECKON

WHTPaoKynapHo  nuMH3bl  enVista B  CLUA
nposogunocs ¢ yyactmem 191 wucnbityemoro (191

Bayw 3HA lom6 NHKopnopeiiTea, 1400 Hopc N'ygmaH
CtpuTt, PouecTep, Hblo-l7|op|< 14609, CWLUA /Bausch &

Lomb Incorporated, 1400 North Goodman, Street,
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Ne FSZ 2011/09915.

Overview of clinical studies
The results of the clinical study provide
reasonable assurance ‘that the Model MX60T
IOL is safe and gffective for the visual
correction of aphakia)and comeal astigmatism
following cataract'extraction.
The data support, a significant dioptric
reduction in cylinder and reduction in absolute
cylinder, rotational stability of the lens, and
improvement. of both best corrected and
uncorrected visual acuity at distance following
implantation of the enVista toric IOL.
The enVista hydrophobic acrylic intraocular
lens, Model MX60, is the parent lens of the
MXG60ET. For the enVista MX60Q “¢linical
study,. all subjects in the safety analysis set
were-evaluated for IOL glistenings-at Form 3
and Form 4 visits, IOL glistenings were
evaluated via retroillumination_“slit lamp
examination utilizing a photographic grading
scale provided in the protocel: The grading
scale consisted of (in order of severity), “none,
grade 0 (trace), grade 1,02, 3, or 4.” No
glistenings of any grade were reported for any
subject at any visit in therelinical study.

enVista MX60T clinical trial study

results
The US clinical trial of the enVista toric
intraocular lens was conducted in 191 subjects
(191 eyes). The dioptric power range was 16.0
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JInH3a UHTpaoKysspHasa 18 3ajHel Kamepbl rnasa
ncesgodaknyHaa enVista® toric, mogenbs MX60ET, B
BapuaHTax ucnosiHeHusa /intraocular lens for the posterior
chamber of the eye pseudophakic enVista® toric, model
MX60ET, in execution options

rnas). lnanasoH nNpenoMnsoLWwen cnabl coCTaBNsN oT
16.0 go 27.0 4NTpP. C UNNMHAPMYECKON pedpaKLumeli B
NAOCKOCTM nuH3bl 1.25, 2.00 u 2.75 antp. And
MX60T.

KoMMNNeKT nocTaBKu
NHTpaokynapHasa nuH3a enVista (mogens MX60ET)
YNaKoBbIBAETCA B MOTPEOUTENLCKYHO  YNakoBKY,
cofepxalyyto:

1 CTepunbHbIR  (nakoH € (U3MONOTUYECKUM
pactsopoM 0.9 % M NUH30I BHYTPW, yNakoBaHHbIN B
nakeTt A48 TPaHCMNOPTUPOBKM - 1 wWT;

2. VIHCTPYKLMIO NO NPUMEHeHuto - 1 Wwig;

3. VIMnnaHTauMoOHHYI PerucTpalyoHHYI0
nauueHTa - 1wWT,;

4. CTuKepbl 418 NPOCNeXNBaHuA - 8 1T.

Ycnosua aKcnyaTalmu
JInH3a MHTPaOoOKY/ApHaa ABNAeTCA MMITNaHTUPYEMbIM
MeAWMUWHCKUM un3gennem W RAPeAHasHavyeHa [Ana
MCMoNb30BaHNA BO BHYTPEHHeIi epese opraHuama.

Cpok akcnnyataumu
NnHza npegHasHayeHa
UMMAaHTaLuum.

,EI,aTa NCTEYEHNA CPOKa rogHoCcTu
Cpok rogHocTu 3 roga.
CTepunbHOCTb  rapaHTMpyeTcs npuM  OTCYTCTBUM
NnoBpeXaeHns U BCKPbITUA naketa. HaHecéHHas Ha
yNakoBKY fata UCTEYEHMS CPpoKa rofiHOCTU ABNSETCH
AaToi ncTeveHus CpoKa CTEPUNBLHOCTH.
MmnnaHTauma AWH3bI NOCNe  yKa3aHHOW  AaThbl
NCTEYEHUNS CPOKa CTEPUILHOCTM HE AONYCKAEeTCs.
[aTta W3roToBAEHWS W faTa WUCTEYEeHUs ,Cpoka
rOAHOCTW  YyKas3blBaeTcad Ha  MNOTPeBGMTENLCKOWA
ynakoBske B opmate FIrrr-mMmM-44.
OTUET 0 HeXXeNnaTe/lbHbIX ABEHUAX

O HexXepaTenbHbIX SBAEHUAX W/MAW OCABGXHEHUSX,
NMOTEHUMAAbHO YrpoOXalLWMX 3pPeHUtd,  KoTopble
MOrYT \CYMTaTbCA CBA3aHHbIMW C WEN0/b30BAHNEM
NINH3bl W KOTOPble paHee He OXWUAanucb Mo UX
XapakTepy, BbIpaXXeHHOCTU WM 4acToTe, cregyet
coobuwlate B Kopnopauyumto Bausch & Lomb

KapTy

ans NOCTOSIHHO

Bayw 3HA Tlom6 NHkopnopeiiTen, 1400 Hopc NyamaH
CtpuT, PouecTep, Hbro—l7I0pK 14609, CLUA /Bausch &
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to 27.0 D with cylindrical powers at the lens
plane of 1.25 D, 2.00 D, and 2.75 D for the
MX60T.

How supplied
The enVista 10L (Model MXG60ET) is
packaged in a consumerpackaging containing:
1. sterile vial with saline  solution 0.9% and a
lens inside in a pouch for transportation - 1
pc.;
2. Instructions foruse - 1pc.;
3. Implant registration patient card - 1pc,;
4. Self-adhesive._labels - 8 pcs.

Terms of use
Intraocular"lens is an implantable medical
device and. intended to be used in the body's
internalienvironment.

Lifetime
It is.intended for permanent implantation.

Expiration date
Shelf life 3 years.
Sterility is guaranteed unless“the pouch is
damaged or opened. The expiration date on the
lens package is the sterility: expiration date.
This lens should not belimplanted after the
indicated sterility expiration date.
The date of manufacture and the expiration
date is indicated on the_customer packaging in
the YYYY-MM-DD format.

Adverse-event reporting
Adverse events. ‘and/or potentially sight-
threatening complications that may be
regarded as <lens related and that were not
previously expected in nature, severity or
degree of incidence should be reported to
Bausch & Lomb Incorporated. This
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NIVH3a nHTpaokynspHas Ans 3agHel Kamepsbl rnasa
ncespoakmyHas enVista® toric, mogenbs MX60ET, B
BapuaHTax ncnonHeHuns /Intraocular lens for the posterior
chamber of the eye pseudophakic enVista® toric, model
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Incorporated. laHHas MHoOpmaL A 3anpallnBaeTcs y
BCEX XWPYProB A8 perncrpaymm  BO3MOXHbIX
A0/ITOCPOYHbIX ahekTOB UMnnaHTaunm
WHTPAOKYNAPHbIX NINH3.

Bpayam pekomeHayeTca coo6LwaTh 0 TaKUX ABNEHNAX
ANd NOMOWM Npu MAEHTUPUKaLUM BO3HMKAKOLW WX
WA NOTeHUMaNnbHbIX Mpobnem, CBA3AHHBLIXY C
WHTPAOKYNAPHbIMU NUH3aMW. [laHHble npo6nemMbl
MOTYT OTHOCUTbCA K KOHKPETHOW MapTuu NNH3 uau
MOryT  CBWAETeNbCTBOBaTb O  AOJTOCPOYHbIX
a(pekTax, CBA3AHHbLIX C AaHHbIMW JMH3AMU WK
WHTPAOKYNAPHLIMY JINH3aMW B Lie/IOM.

Ecnv  npobnema  BO3HMKNA  Ha “ TEppUTOPUMK
Poccuiickoi depepaynu, obpainTech K
YNonnoMo4YeHHOMY FlpeacTaBuTento

MponzsoanTens (CM. B KOHLE UHCTRYKLINK).
Pernctpauna naymeHToB U OTHET
ViMnnaHTayuMoHHas perncTpaLmoHHas KapTa
nauueHTa, BK/KOYEHHas B KOMIIEKT, AO/MKHa ObITb
nepejaHa nagueHTy B KayecTse
ohmymanbHOro LOKYMEHTFa 0 nposeaeHuUn
nmnnaHTaumMm U NpeabaBnaTb  ee  NpU BCeX
nocnegylwmx obpaweHusax’ K opransMonoram uam
onTukam. B uMMIaHTaALMQHHYIO PEerucTpaumoHHY0

3arno/IHeHa W

KapTy nauueHTa HeOGXO4MMO BHECTW AaHHble
nayueHTa, a MOTOM HakNeuTb Ha Hee CTUKep ANs
npocneXxmBaHus c NAEHTUDUKALNOHHOJA

WH(opMaLmnein 06 nMrnaHTaTe.

[TapaHTUMHbIe 0643aTeNbCTBA
MpounssoanTenb TapaHTMPYeT COOTBETCTBME JAHHOMO
MeLULMHCKOro n3genmns 3anB/IeHHbIM
XapakTepucTukam B Mpedeniax COXpaHeHMWs. Cpoka
rogHOCTW, =APWM YyCNoBMM, 4TO cob/HodatoTcs
Tpe6oBaHms Npon3BOANTENS, yKa3aHHble B
NHCTPYKLMK-TIO NPUMEHEHUIO.

Mpon3BoguTeNnb He HeceT OTBETCTBEHHOCTM 3a
MOBPEXAEHNA WM HECYACTHbIE C/y4Yal,” Bbi3BaHHbIE
HenpasWUNbHON 3KcnyaTauueln w3geams, no BUHe

nonb3oBateneii WAM  BHEWHWUX HenpeLBUAEHHbIX
cuUTyauui.
FapaHTUMHBLIA CPOK XpaHeHUs (CPOK TOAHOCTK)

Bayw aHpg lom6 NHKopnopeinTen, 1400 Hopc N'yamaH
CTtpuT, PouecTep, Hbro-l7|opK 14609, CWWA /Bausch &
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information is being requested from all
surgeons in order to document potential long-
term effects of intraocular lens,implantation.
Physicians are encouraged jto report these
events in order to aid in identifying emerging
or potential problems with’intraocular lenses.
These problems may be-related to a specific lot
of lenses or may be indicative of long-term
effects associated with these lenses or with
IOLs in general.

If the problem({/occurs in the Russian
Federation, please contact the Authorized
Representative (0f the Manufacturer (see the
end of the instructions).

Patient registration and reporting
The patient Implant Registration Card
included.in the set must be completed and
given'to the patient as an official doecument
certifying the implantation and “must be
presented at all subsequent =visits to
ophthalmologists or opticians.

The patient's Implant Registration“Card must
be filled with the patient’s details and then a
self-adhesive  label  with/\ ythe implant
identification information must be placed on it.

Warranty

The manufacturer guarantees the compliance
of this medical device to the declared
characteristics within, the limits of the
preservation of the“shelf life (the period of
preservation of its sterility), provided that the
manufacturer’s requirements specified in the
instructions forase are complied with.

The manufacturer is not responsible for
damage or accidents caused by improper use of
the product, due to the fault ofusers or external
unforeseen situations.

The guaranteed shelf life (shelf life) is 3 years.
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Symbols and abbreviations list
Tonbko no peuenty (CLUA) /Prescription only (USA)

CtepunusoBaHo paguauueii / Sterilized using irradiation

Mpegen TemnepaTypsl / Temperature limit

BuumaHue / Caution

O3HaKOMbTeCb C MHCTPYKLMEN NO MPUMEHEHUIO UIN 3AEKTPOHHON MHCTPYKLMEN
no npumeHeHnto / Consult instructions for use or consult electronic instructions
for use

He ncnonb3oBatb NOBTOpHO / Do not re-use

He cTepunusoBatk-oBTopHO / DO not resterilize

He ncnonb3yiiTe, ecnv yrnakoBKa NoBpeXaeHa, v obpatutecb K MHCTPYKUUN NO
npumeHeHnto/ Do not use if package is damaged and consult instructions for use

3enéHasa Touka / Green dot

MpownssoauTens / Manufacturer

YNonHOMOYeHHbI npeAcTaBuTeNns B EBponeiickom coobuiecTtse / EBponeiickom
cotose./ Authorized representative in the European Community/Européan Union
Homep CE / CE number

AuonTtpus / Diopter

Cthepuueckunin akBuBaneHT / Spherical Equivalent
Lvnuuapudeckas cuna / Cylinder Power

LunameTp ontuuyeckoin yactu ZOptic Body Diameter
O6wwii anameTtp / Overall Diameter

Mpepnaraemas A-KoHctaHTa/ Suggested A-Constant
Y nbTpaguonetosas Yactb enektpa / Ultraviolet
3aaHsas kamepa / Posterior'chamber

CepuiiHblii Homep / Serial number

Wcnonb3oBath f0...//Use-by date

Kog naptum / Lot:code

HaTa nsrotosneHus / Date of manufacture

Homep no katanory / Catalogue number
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JInH3a nHTpaokynapHas ANs 3agHel Kamepbl rnasa
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YCNoBUsi XpaHeHMs1 U TPAHCNOPTUPOBKY

XpaHUTb N TpaHCNoOPTUPOBaTL Npu Temnepatype 0°C
Ao +43°C.
MopsaoK 1 YCNoBUA YTUN3ALUK WU
YHUUTOXEHUA MeANLMHCKOro mU3geus

JINH3bI HEO6XOANMO YTUNN3NPOBATb B COOTBETCTBUNU
C rurmeHnYeckmmuy TpebosaHmamMn CaHlnmny.2.1.3684-
21 «CaHUTapHO-3anuaeMuonornyeckme TpeboeaHmna K
COLEPXaHUI0 TEpPPUTOPUIA TOPOACKUX ‘U’ CENbCKUX
NoCeNeHni, K BOAHbIM 06beKTaM, NUTLEBOI BOAE W
NMUTbEBOMY BOLOCHaBXEHWIO, aTMOC(epHOMY
BO3A4YXY, noysam, XUNbIM NMOMELLEHNAM,
aKcnyaTayMm Npou3BOACTBEHHBIX, ~00LLECTBEHHbIX
noMeLLeHN, opraHusauuu " NpoBeAEHUNIO
CaHUTapHO-NPOTUBOINULEMUYECKUX
(NpounakTUYecKnx) MeponpusTUin», NPUHATLIMK B
Poccuiickoi depepaymn.
N3genns, wuMeBlWIME KOHTAKT C KPOBb  w/unu
APYTUMU BMONOTNYECKUMUKUAKOCTAMK, Mogexar
yTUAN3aunm U/Mnm yHUUYTOXeHuno cornacHo CanlMuH
2.1.3684- 21 no knaccy'B.
Hencnonb3oBaHHble M3Aenns (He NMeBLUME KOHTaKTa
C KPOBbIO U/MNN ¢ 6UOAOTMYECKUMM XKUAKOCTAMM), B
T.4. C WCTEKWMM ~CPOKOM TOLHOCTU, MNoOANexar
yTUAn3aunm U/nam yHNUYToXeHuo cornacHo CaHMuH
2.1.3684- 21 no knaccy A.

Peknamauus
B cnyyae BO3HUKHOBEHWS BOMPOCOB, CBA3AHHBLIX C
Ka4yeCTBOM MEAIMLMHCKOIO wu3genus, Heobxo4MMO
obpaTtuTbCo no cnepyrouemy agpecy K
YNONHOMOYEHHOMY lMpeacTaBUTENIO
MpounssoauTensa B Poccuiickoin deaepaynu.
000 «bayw Xenc», Poccusa, 115093, .
yn. TlaBnosckasa, 4. 7, c1p. L
Ten./akc: + 7 495 510 2879
Email: Russia.Claims@ bausch.com

Mocksa,

nomewy. 1H,
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Storage and transpartation
conditions

Store and transport at temperatures from 0°C
to +43"C.

Procedure and conditions for the
disposal or destruction of a medical

device
Lenses must be disposed of in accordance with
the hygienic requirements of SanPin 2.1.3684-
21 “Sanitary, and epidemiological
requirements for.the maintenance of territories
of urban and rural settlements, water bodies,
drinking water and drinking water supply,
atmospheric_air, soil, residential premises,
operation “of industrial and public premises,
organization and implementation of sanitary
and anti-epidemic (preventive) measures”
adoptediin the Russian Federation.
Products that have come into contact with
blood and / or other biological fluids should be
dispose of and / or destroyed in-accordance
with SanPin 2.1.3684-21 class B:
Unused products (without contaet with blood
and / or body fluids), inch (Expired in life,
subject to dispose of and.//or destruction in
accordance with SanPin 2.1.3684-21 class A.

Reclamation
In case of any questions related to the quality
of the medical device, please contact the
Authorized Representative of the
Manufacturer in the Russian Federation at the
following address:
«Bausch Health» LLC, Pavlovskaya St. 7,
bldg. 1, premises IN, Moscow, 115093,
Russia, tel./fax: + 7 495 510 2879
Email: Russia.Claims@bausch.com
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1400 Hope MynwmiiH, CTpH1,

BA U S C H -+ L O M B PouecTep, Hbto-Mopk 14609, CLLIA
585J38.6000

See better. Live better. WWw.bauseh.com

MHCTpYKUMS N0 NPUMEHEHNIO

JInH3a MHTpaoKyNsapHasa /19 3afHei Kamepbl rnasa nceBgotakuyHas
enVista® toric, mogenis MXG60ET, B BapmaHTax UCMO/HEHUA

OTBETCTBEHHbI NpousBoanTenb: bayww aHg flomb Hkopnoperites, CLLA

«YTBEPXAAKO »

Baylli 3HA Tom6 NHKopnopeiiTeq
OonkKHOCTb

I'Ipe,qCTaBMTenb Nno AOBEPEHHOCTMN
Nmsa

Mapucca JaHHa (Marissa Danna)
<nognucaHo> 09 okTA6ps 2024 roga
Mognuck

M.M.
«AeHb» Mmecal (yudpamm)

OtuunanbHoe paspeLueHre peryampyoLmx opraHos
«Bayw 3A4N/1om6 VHKopnopeiitea»

(Bausch & Lomb Incorporated) .

1400 Hopc MyamaH CtpuT, Pouectep, Hbto-/1opk.14609
(1400 North Goodman Street, Rochester, NY 14609)

LTaT Hblo-I>kepcu

Okpyr FOHWOH

MoanucaHo MyaocToBEPEHO (NOATBEP>KAEHO) B MOEM MpUCYTCTBUM cerogHs, 09 oKTabps
2024 ropa, Mapuccart flaHHol (Marissa Danna), c-ipeAbsBieHneM LOCTaT OYHbIX
[0Ka3aTeNnbCTB AAYA0CTOBEPEHUSA MMYHOCT U AAaHHOTO(-bIX) nuua (nnw).

<nofnucaHo>
Mognucb HOTapuyca

<lWramn: MAYNA KO3MO
Hotapuyc, wrat Heto-repcu
CpOK OelACTBUSA NOSTHOMOUMIA UCTEKaET
08 mona 2029 roga>

«lMoaTBEpXKAako TOYHOCTb, MPAaBUILHOCTL ¥ TlepeBos, Ha PYCCKUIA S3bIK>

2024
RU 1518



Poccuiickaa ®egepaums
Nopog MockBa
[dBajuaTth AeBATOr0 OKTAGPA ABe ThiCAYU ABajLaTb YEeTBEPTOro roga

A, AnexuH EBreHunii Bnagumumposuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO
NOAMMHHOCTL nognucu nepesofumka VICKycHbiX AMutpua AnekcaHaposuya.

Mognuck caenaHa B MOeM NMPUCYTCTBUN.

JInyHocTb NnognucaBlUEro AOKYMEHT YCTaHOB/IeHa.

3aperucTpupoBaHo B peectpe; Ne 57/171-H/77-2024-17-510.

YnnayeHo 3a coBeplleHMe HoTapuanbHoro gelicteusa: 400 py6. 00 kon.

E.B.AnexuH

B/;iOnpGU!H-:=XJKO,

re-emboLLTYer(-ams)



