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HaumeHoBaHHE MeITHIHHCKOIO
H31CJIHHA

ya/ly
Medical device ﬁ"me
(O

JIunsa untpaokynspras enVista™, monens MX60E,
B BapHaHTaX MCIOJHEHHS: ONTHYECKas CHJIA OT
0.0 anTp. 1o + 34.0 antp.: ot 0.0 anTp. a0 +9.0 AnTp.
¢ warom 1.0 anrp., ot +10.0 antp. 1o +30.0 antp. ¢
waroM 0.5 antp. u or +31.0 antp. go +34.0 a@%p ¢
warom 1.0 anrp.; AL

B COCTaBe: J

- ®aKkoH ¢ HHTPAOKYJISPHOW JIMH30i B né@re Ui
TPAHCIIOPTHPOBKH — | mT.; @)
- Muctpykuus no npumenennio — 1 wr.; O)

- WMmuiaHTauMoHHas  perucTpaiu
namuenTa — 1 mr.;

- Ctukepsl s npociexuBaHus — 8 .

Kaprta

Intraocular lens enVista™, el MX60E, in
execution options: optic p from 0.0 D to
+9.0 D in 1.0 D incremerits; from +10.0 D to
+30.0 D in 0.5 D incremédts and from +31.0 D
to +34.0 D in 1.0 D incféments;

in delivery set with:
- Pouch for transpo

-1pc,;
’ ) @
- Instructions for — 1 pc.;

- Implant registrafion patient card — 1 pc.;
. Self-adhesiv@els — 8 pes.

n with a lens in a vial

Next: Intraoc lens, lens enVista, intraocular lens

Hanee: Jlunsza UHMPAOKYIAPHAS, wsa  enVista, | enVista, IOL, , device.
unmpaoxyaspuas aunza enVista, HOJI, m@, uzoenue.
S
Undopmanus o npo§0nme.ue Infofmation on the manufacturer
=~ (@a)

Omeemcmeennblil npouseoo0u u paspabomyux:
bayw suz Jlom6 Mnkoprniopeii CILIA,

Bausch & Lomb lncorporat@MOO North Goodman

Legal %ﬂ ufacturer and developer:
Bauschi& Lomb Incorporated,

140@0rth Goodman Street Ro@tet, NY

Street, Rochester, NY 14609, USA 14609 USA A°
Mecmo npoussoocmea: @ufacturing site:
Bausch & Lomb Incorp , 21 N. Park Place Blvd., usch & Lomb Incorporat 1 N. Park
Clearwater, FL 33759, USA (CIIIA). @iaace Blvd., Clearwater, FL 33759, USA
}&Tyaqenue %”ﬁ Intended ,ﬁ\%je
Vs =

JInusza npenHaszna JUISl BU3YaJTbHOM Koppexl@
apakuu y B3pOCABIX NALMEHTOB, Y KOTOPBIX
yAaneH KaTapakTalbHbI  XpYCTATHK  METOJOM
IKCTpaKancy. il KCTpAKIMH KaTapakThl, (lhnsa
npennaauaqel@ﬁum pasMelneHHss B KancysibHOM
MellIKe. IS

The lens is intended for 1€ visual correction of
aphakia in adult patients in whom the
cataractous lens has been removed by an
extracapsular cataract'éxtraction method. The
lens is intended for@cement in the capsular

bag. /\/

N =)
ﬁOnucanue usgenns  (y

Dev@description

HHW&OK@H&X mn3za (MOJT) enVi - 9TO

HEeJIbH ajiHEKaMepHas HMHTPAOKYyJIAPHas JIHH3a,
norJio mas ynbrpaduoner, pazpaboraHHas s
3aM NPHPOAHOIO  XPYCTAIH y  B3pOCIBIX
NalHENTOB, Y KOTOPLIX ObLI ynaj;@L KaTapaKTHBIH

XpYCTaJIUK. « W
UOJI enVista umeer acepuyeckylo ONTHKY M

The enVista™ 4atraocular lens (IOL) is a
single-piece -violet absorbing posterior
chamber intrageular lens developed to replace
the natural crystalline lens in adult patients in
whom the cataractous lens has been removed.
The enVista IOL has an aspheric optic and is

designed to be free of spherical aberration.
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paspaboTana TakuM 0Opa3oM, 4TO B HEH OTCYTCTBYET
cepuueckas abepparius.

3;%

DuzHyecKHe XapaKTePHCTHKH

Physical characferistics
ﬁ

Marepuan aun3bl /

MmapodobHbIii  akpuIoBbIH MaTepuan HEMA-PEGPEA-cmpm conosimumep,

Twun onTHuyeckom

Actepuyeckas /

ranTHYecKoro CLUMTbIH INMETAKPHIATOM STHIEHIIIHKONS /
3s1eMeHTa / Hydrophobic Acrylic HEMA-PEGPEA-styrene copolymer, cmsmked
Lens / Haptic with ethylene glycol dimethacrylate @
Material Q
Xapakrepuctukn | KoapuumenT npesnomie 1.535 npu 22°C/ ng
Matepuana / Index of Refraction: 1.5 o 32°C (29)
Material
Characteristics @ f@

G

O

yacTH / Aspheric
Optic Type (% ?&JQ'
Ontuueckas cuna | ot 0.0 antp. no +340-antp. (ot 0.0 antp. a0 +9.0 nn@ ¢ warom 1.0 antp., ot +10.0
/ Optic Powers antp. no +30.0 AIIFP. € WaroM 0.5 anTp. n ot +31.@1Tp. 10 +34.0 anTp. ¢ warom
1.0 anp.) /
from 0.0 D to‘@ D (from 0.0 Dto+9.0 Din 1 increments, +10.0 D to +30.0 D
in 0.5 D incr ts, and +31.0 D to +34.0 D in L.0 D increments)
Pa3mepsi / Jlnametp Z@cxoﬁ yacTh: 6.0 Mm; ob1mii nerp: 12.5 mm; rantuyeckuii yroa: 0°
Dimensions / Body Di r: 6.0 mm; Overall Diameter: 125 mm; Haptic Angle: 0°
2‘::;:2:';”‘3 2 noauux otBepcTHs / 2 position hoI
Position holes @) @ g
O61em pacTBopa
U1 XpaHEHHs BO O O AN
¢nakone / 2.90 @’/ 2.90 ml @ @
Volume of storage @ ~ @

solution in the vial

as 20

o &

Koadppuumenr
CNEKTPaIbHOrO
nponyckauus /
Spectral

Transmittance @

X

s
N,
{

S
O
S

364 nanomerpa ans HOJI +

Yﬁ'padmoner 10% nponyckaHus.
e X = JUIHHA BOJIHBI (HM),

. puc. 1 ¢ rpadukom, rae 3H
MyCKaHus; Ha rpadHKe Npus 0 CpaBHEHHE KPHBOI Mporyc
X60 ¢ xpycTanukoM 53-1eTHEEQ HeoBeKa.
A = nuH3a enVista MX60 Ha +@uuom‘pnﬁ, B = xpycranuk 53-
' IPUMEYAHUE. 3nauenus BeAH4HHbBI NPONYCKaHUs CBETA Ma

- \y
HE3HAYMTENbHOMN CTENEeHH 3aBHEETh OT METO/1a H3MEPEHHUS.
Ccbinka: JlaHHble O XpyCTAiM

JIHOTITPHH
auenne Y = %
s iMH3bl enVista

€ro 4esioBeKa.
anom UOJI moryT B

53-nerxero yenoseka, Boettner; E.A. and Welter, J.R.,

UV (364): 10% transmittanee for +20.0 diopter IOL /\z

See figure 1 with chart’ L, value = Wavelength (nm) an alue = % Transmittance;
chart compares the t Ansmittance curve of an enVista 8%0 Lens to a 53 Year Old
Human Lens. &S

A =+ 20 Diopter enVista MX60 Lens and B= 53 Y d Human Lens.

NOTE: Light trans nce values for an IOL material-may vary slightly depending on
the method of me ment.

Reference: 53 old human lens data from ettner, E.A. and Welter, J.R.,

hthalmology, 1:776-783, 1962.

“Transmission of'the Ocular Media. “Investigativ

- .
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IMoka3zaHus K npHMeHeHRI0

[lokazano «k
MMIUIAHTALMK C LEJbI0 BH3YyallbH
3peHus npu adakuu y B3pOCIbIX
NAalMEHTOB, Y KOTOPbIX ObuI yn@l KaTapaKTHBIN
xpycranuk. JIunza npenuama%na%m pa3MelleHus B
KarncyJbHOM MeIIKe. NS

NMPUMEHEHHIO  JUIL Unepaulmoﬁ
KOPPEKIIHH

Indicated for/primary implantation for the
visual correction of aphakia in adult patients in
whom the a@ractous lens has been removed.
The lens dsintended for placement in the
capsular bag

Nae

ﬂponmono@mm

égj Contraindications

He CYHIECTBYCT H3BCCTHBIX THUBOIIOKA3aHUI IS

Th € no known contraindicati@ for the

npumenenus UOJI enVista. enVista IOLs. &S
ﬂpenynpg%aenna KL\U Warnings -

Bpaunu, OLICHMBAIO uesecoobpastocts | Physicians  considering lens “implantation

MUMIUIAHTALMKA JIMH3BI Oom u3 nepequcneﬂublx@%@der any of the followin @cumstances

HWXKE  ciyyaeB, JOSUKHBI  NPOAHAJIM3MPOBAT 910111(1 weigh the potential ﬁémeﬁt ratio:

COOTHOLICHHE n LIHAJILHOTO pHCKa é 1. Recurrent severe ante@'\gr or posterior

MPEUMY LIIECTB. ) segment inflammation or uvgitis.

1. PeunauBupy € BBbIP@KEHHOE Bocnana§ 2. Patients in whom the intraocular lens may

NEPEHEro Uiy 3
2. Hanuume y
BO3MOXHOCTb

€ro OTpe3Ka WM YBEHT. )

nenra UOJI moxer NOBJIMATE HA
aG/IOJIeHHs,  AMAarHOCTHKM/ ~ WK
JICYEHHUs 3a6q.’@ aHU i 0

3a]IHEro o a. @

3. 3amy@mﬂ XHPYPru4ecKoro xap@pa npu
SKCTpaKiMy) KaTapakThi, cnoco6m>l@ OBBICHTh
BEPOST b OCJIOXKHEHUH anpumep,
HeNpeKPAIIAloNIerocs KpoBoTeYeHNs, BifaunTebHOro
OB eHHs paty KHOM o06on0uKku,
HEKOHTPOJIMPYEMOTO  TMOJIOKHUTEILHOTO  JIaBJICHMUS,
3HAYUTETHLHOTO npornarca " owm yTpaTsbl

affect the ability to obs
posterior segment dis

3. Surgical difficulti¢s-at the time of cataract
extraction, which t increase the potential
for complicationsC(e.g., persistent bleeding,
significant iris ge, uncontrolled positive
pressure, or significant vitreous prolapse or

, diagnose, or treat
S.

loss).
4. A distort e due to previous trauma or
developme defect in which appropriate

support of the IOL is not possible.
5. Circumstances that would result in damage
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CTEKJIOBH/IHOTO TEJa).

4. Jlebpopmanms riasa pesyjbTare paHee
MEPEHECEHHON TpaBMbl WM Ae(eKT pa3BUTHS, IPH
KOoTOpoM npasuiibHOE yaepxaaue MOJI HeBo3moxkHO.

B

to the endothelium during implantation.

6. Suspected microbial infecti@

7. Patients in whom neitliep the posterior
capsule nor zonules are it act enough to

o,

5. ®akTopbl, cnocoOHbIE NMPUBECTH K MOBPEXACHHIO | provide support. o
9HJIOTENINS BO BPEMS HMIUIAHTALIHH.
6. Ilorenumanbuas MUKpoOHas HHpeKLus. ]
7. Tlaronorus Kak 3ajHeii KancyJibl, Tak W CBHOK y Q
NanMeHTa 1e1al0T HEBO3MOXKHBIM y/IepiKaH JI. JQ
Mepsi npenoc'ropomuocru@ Prﬁgfutions
1. He BmmonusiiTe NOBTOpHYIO cTepwin3aunio | 1. Do not attemp@esteﬁlize the lens as this
JIHH3BL,  TIOCKOJBKY ~9TO  MOXET MpHBecTH K | can produce un ble side effects.
HeKenaTeabHbIM M0004HbIM 3¢ dekTam .
2. He ucnionb3yiite, €C/IM CTEPHIBHOCT M Ka4eCTBO
NpoAyKTa  MOryr  ObiTb  HAapyWi€Hbl  BBHIY

NOBPEX/JICHHONH YNMAKOBKH HIIH n@'ﬂama yTEUKH
(HanpuMep, noTepy (u3pacTBopa fUiSl XpaHeHH s HIH
HAJTHYKS COJIEBOH KPHCTAILIH3

3. Paspemaercs cmauuBaTh pomeiBate  MOJI

TOJIBKO B CTEpPWIbHOM Oy, OM COJIEBOM HJIH
CTEPHJILHOM (pu3HOIOTHYEC acTBOpeE.

4. He nonyckaercs xpanenne VIOJI npu temneparype
Gonee 43 g 5 JIOITYCKAETCH

3AMOPAXHUBAHMUE. ([ He
asToksaBupoBanue MO
5. He nonyckaetcs noBTOpPHOE HCTIONIL30BAHHE HOII&
JIunza npe/iHa3HayeHa Juis MOCTOSIHH
MMIUIAHTALAH. C@Hnbﬂocrb H  Haiexa
dyHKIHOHMpPOBaHKE JIENMIIIAHTHPOBAHHOM JHH3
rapaHTHpyeTcs. )
6. Beaonacuom@ s dextusocts UOJI enV
Gbuta  TOATBEpK/IEHA y TMalHEeHTOB C .paHee
oransmonor KUMH

H HHTpaonepau@HHuMu

mH (cMm. Huke). Ilepen um@mamdeﬁ

Q‘ HHUM HJIH

J0NMyCKaeTcs

HC

Oonee X 3aboneBaHuii Xupypr 10 (!7-) MPOBECTH
TmaTeﬁe obcnenoBanue M npcuoaanbuo
oue BCE PHCKH H MPEHMYIIEOTBa, CBSA3aHHbIE C
onep%;z;eﬁ. Bpaun, paccmarpuBaioiiiye Borpoc 00
WMIUIAHTAIMH  XPYCTATHKa® y * TAKHX NaIMeHTOB,

2. Do not use=if product sterility or quality is
thought to be”¢ompromised due to damaged
packaging orsigns of leakage (such as the loss
of saline s c@ge solution, or the presence of
salt cryst tion).

3.Don or rinse the intraocular lens with

any solution other than sterile balanced salt

solution/or sterile normal saline.
4. Do not store the lens at a temperature greater
than +43°C. DO NOT FREEZé Do not

asglave the intraocular lens.  \.°
Do not reuse the lens. It i€ intended for
anent implantation. If ex@ed, sterility
"and proper function cannot bé-assured.
L'6. The safety and effectiveness of the enVista
IOL have not been substantiated in patients
with preexisting ocul@ry conditions and
intraoperative compli ns (see below).
Careful preoperative luation and sound
clinical judgment should be used by the
surgeon to decide the benefit/risk ratio before
implanting a lens in & patient with one or more
of these conditionS. Physicians considering
lens implantation. in such patients should
explore the “of alternative methods of
aphakic tion and consider lens
implantationonly if alternatives are deemed
unsatisfactory in meeting the needs of the
patient.

JIOJKHBI H3YYHTbH HCHOJIB30BAHHE AJIbTEPHATHBHBIX

7. If this product is reprocessed and/or re-used,
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METOJOB KOPpeKUHH adakuh M paccMaTpHBaTh
HMIUTAHTALMIO XPYCTAJIMKA TOJBLKO B Cllydyae, eclid
CYMTAETC, YTO aAIbTEPHATHBHBIE BAPHAHTHI HE
BBITNOJIHAT TpeOOBaHMS MAllHEHTA.

7. Ilpu  nepepaboTke  W/MIHM  MOBTOPHOM
HCIIOJBL30BAaHHH  JIAHHOTO  MPOJYKTa  KOMITAHHUS
Bausch & Lomb He Moxer rapaHTHpoBaTh €ro
(GYHKIHOHATBHBIX ~ BO3MOXHOCTEH,  CTP phI
Marepuara  WaAM  crepuibHocTH. [l pHOE
HCMIONB30BAaHUE TPOAYKTa MOXKET TPHBECTH K
3a6071€BaHMIO, HHPEKIIMHA H/AITH NOJTyYeHHIO) TPaBMBbI
MAlMEHTa WM MONG30BATENs H, B (WEKOTOPBIX
ciydasx, K cMepTH. JlaHHbIH NpogyKT MapKupoBaH
KaKk “H3JIeNHe OJIHOpPa30BOro IpH HUA, 9TO
03HAYaeT, YTO €ro MOXKHO UCIOJIL30BAFH TOJIBKO OJIHH
pas Juisi OJIHOTO NALUEHTA. @

Ilepen onepaumeii (U

* 3aboneBaHUs CETYATKH HIIH npa%acnonoxeﬂﬂocrb
K 3a00JIeBaHMAM CETYATKH, II yliee OTCI0CHHE
CeTYaTKH MM Tponudepa as  auaberuyeckas
peTHHONATHs B HE3e mbo
[PEAPacioNOKEHHOCTh K @mm, Ul KOTOpPBIX
Gyayiiee JeyeHHe MOXeT ObITh YXyIIIEHO BBHAIY
HMIUIAHTALMH xpyc*ra.rlm@

* AMOnnonus @

Kiunnyeckn Tﬂ)lﬁﬁ.‘l aucTpodus poroauuh@

(nanpumep, @yxkca) ;
Kpacuyx$

. Karapaxra, CJIOBJIEHHAS
BPOJXK/ICHHAs!, TPABMATHYECKAs HIIH OCJI0KHEHHAs!

* UpesBbluaitHo @Kas nepe/iHsas KaMepa He W3<3a
YBEJIHYEHHOH K@parm,l ’
. Peunnnsum@uee BOCIMAJICHHE Tepe/IHe
3a/{HEr0  OTp e3KOB  HEM3BECTHOH HTHOJIOT
0 a}me. BBI3BIBAIOIIEE BOCT

(nampumep, HPHT Wi yBeHT)

HITH
WITH
JIbHYIO

ACKY IspH3aI|s paayxKHon 060

(HEKOHTPOIHP
pyemasi MeIMKaMeHTaMi .@
kpodransMus w MakpodTaTEMus
* ATpodus 3puTENBHOTO HEpBa

H
HITH

Bausch & Lomb cannot @arantee the
functionality, material structur@,jor cleanliness
or sterility of the product. Re~use could lead to
illness, infection and/or injury to the patient or
user and, in extreme i ents, death. This
product is labeled as ‘Single use’ which is
defined as a device intéhded to be used once

only for a single pati

Before Surgery

* Retinal conditions CE)\)?predisposition to retinal
conditions, preyious history of, or a
predisposition retinal detachment or
proliferative etic retinopathy, in which
future trea may be compromised by
implanting this lens.

* Amblyopia

* Clinica evere corneal dystrophy (e.g.,
Fuchs’)

. Rubel@@congenital, traumatic or complicated
catara

. Ex@ely shallow anterior chamlS not due
to s‘%llen cataract

S

» (Recurrent anterior or postegr segment

ifflammation of unknown etiglogy, or any
ease producing an inﬂamm@' reaction in

ge eye (e.g. iritis or uveitis). £_"

s Aniridia

« Iris neovascularization /\/

* Glaucoma (uncontrollngor controlled with

medication) @

* Microphthalmos or m&rophthalmos

* Optic nerve atrophy:

* Previous corneal t@plant

* Pre-existing oc conditions which may

negatively impa bility of the implant.
During Surgery..

* Mechanical irgical manipulation required
to enlarge the pupil

* Vitreous | significant)

* Anterior ber bleeding (significant)

» Uncontrollable positive intraocular pressure

* Complications in which the IOL stability

* [lepeHeceHHasi poroBUYHasi TPAHCILIAHTALIAS
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* O¢ranemonornyeckue 3abosieBaHUsi B aHaMHE3e,
KOTOpbIE ~ MOTYT  HETaTHBHO  OTpa3sHTbCs  Ha
cTabMJIBHOCTh MMILJIAHTATA

Bo Bpemsi onepanun

* MexaHH4ecKHe HIIM XUPYPruyecKue MaHUITy ISLHH,
HeoOXO/IMMBbIE IS YBEJIHUEHHS 3padka

* [Toreps cTeKI0BHAHOrO TeJia (3HAYHTEbHAS )

* KpoBoTeuenue B nepejineit kamepe (3HaunTefibHOE)
* HekoHTponupyemMoe noBbIIEHHOE HHTPAO pHoe
JIaBJICHHE

* OcnoxHeHHe, KOTOpble MOTyT (YXyAIIMTHL

crabunbaocts MOJT

8. [MaumenTsl ¢ MpeonepalMOHHBIMH fipobieMamu,
Harnpumep 9HI0TETHATBHBIM OJIeBaHHEM
POrOBHUIIbI, AHOMAIWAMH POTOBHIIbL,.~ MAKyJISPHOM
JiereHepaiueit, jieresepanueii ce U, TJIayKOMO#H
H XPOHHYECKHM CyKEHHEM 3payka fio71 Bo3ieHcTBIeM
npenaparoB, MOTYT He nocm%@mﬁ ke OCTPOTHI
3peHHs, KOTOPOH JOCTUTAIOT MAHEHThI, HE MMEIOLIHE
Takux npobaem. [1pn Hammuny-Takux 3aboneBanuit
Bpay JIOJUKEH OMpECIUTh I yIIEeCcTBa, KOTOpbIE
NpPUHECET UMIUIAHTALHS XP HKa.

9. Jlns wMmiaHTanun  (MHTPAOKYIAPHON  JIHH3BI
TpebyeTcs BBICOKHI YPQBEHE MacTepcTBa XHpYpra.
Xupypr J10/DKeH Ha@oaarb MHOTOYHCJICHHBIE

could be compromised o~

8. Patients with preoperative problems such as
corneal endothelial disease, Qormal cornea,
macular degeneration, retinal degeneration,
glaucoma, and chronic miosis may not
achieve the visual acuit@)f patients without
such problems. The phygician must determine
the benefits to deerived from lens
implantation when s@onditions exist.

9. A high level of surgical skill is required for
intraocular lens lantation. The surgeon
should have ed and/or assisted in
numerous i tations and successfully
completed o more courses on intraocular
lens implantation before attempting to implant
intraocular fénses.

i y surgical procedure, there is
ed. Potential complications
ing cataract or implant surgery may

incluc@but are not limited to the following:
com@ endothelial ~ damage, _ infection
(endEhthalmitis), retinal detach , Vitritis,

:@id macular edema, corneal edema,
illary block, cyclitic m@brane, iris

lapse, hypopyon, transient Jjor persistent

UMIUIAHTalMH U (M CCHUCTHPOBAThb IpH mu@} aucoma, and secondary surgical
OnepaumsX M YCIELIHD BbINOJIHATL OAHY MM Oosee{ intervention. Secondary surgical interventions
npoueaAyp HMMILI n  MOJI, npexne qek include, but are not ited to: lens
NBITATHCS HMILIAHTHPOBATH HHTPAOKYJISPHBIE JIMH3BI. | repositioning,

a

10. Kak # npu.JnoGoii apyroii XHpypruueckoii

npoueaype, nm@@cx (axTop pucka. HOTCHHH&%&HC
OCJIOKHEHHS, @onymmymmﬂe XHPYPrHYeCKHM
onepauusiM NP/ KaTapakTe WM UMIUIAHTAllHH, MOTYT
BKJIIOYATH HE OrpaHHYMBAasAChH nepey HHBIM)
MOBpEXK/ICHHE JHAOTENHs (PPTOBHIIBI,

UHGHIH we  (dHA0(TAILMHUT), Qrcnoerme
ceTyar, BUTPHT, KHCTO3HBIH Maky. B OTEK,
OTEK oii ofomouku rmaza, 3p BBIH OJIOK,
U 00104YKH, BbINAZEHHE P W, THITONTHOH,
BpPEMEHHAs WIIH MMOCTOSHHAS T7layKOMa W BTOPHYHOE
XHpypruyeckoe BMeINaTtenbCTRO. Bropuunbie

XHPYPru4eCKue BMEIIaTCIbCTBA MOI’y'i", B YaCTHOCTH,

lens replacement, vi@eus aspiration or
iridectomy for pupilla%v block, wound leak
repair, and retinal detachment repair.

11. Care should @taken to remove all
viscoelastic from @\é anterior and posterior

surfaces of the Ieg

S

&
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BKJIIOYATh: 3aMEHY JIMH3bl, MOBTOPHYK) YCTaHOBKY
JIUH3bL, ACMHUpALHIO CTEKJIOBHIHOIO Tejla WM
HUPUIDKTOMHS B ClIyyae 3padykoBoro 010ka, jJeyeHHe
3aTEKOB [PH PaHaX U JICYCHHE OTCIOCHHS CETYATKH.
11. Heobxoaumo ObITb BHHUMATC/IBHBIMH NpPH
yIaJICHHH BCEr0 BUCKO3J1IAaCTUKA C NIepeIHeN U 3a/IHEl
MOBEPXHOCTEH JIMH3BI.

MoTenunanbubie ocaokuenns /U
INo6ounbie 2pdexTh

Potential complica

IloBpexnenune SHJI0TETHS BHIIBI,
uHpuumpoBaue  (AHAO0PTANTBEMHUT), oTCIIOeHME
CeTYaTKH, BUTPHUT, KHCTO3HBIA Makyll 11 OTeK,
OTEéK poroBoil 000n0YKHM riaza, 3pa bIii  OJIOK,

IMKITHT 000JI0YKH, BbITIA/ICHHE pany@. THITOTTHOH,

BPEMEHHAsA WIIM TOCTOSHHAs riaykdma, rudema,
MHUKpPOOHBIH KepaTHT, TepMH4Yec NOBPEX/JIEHHE
POTOBHIIbI, TIEPEAHHH YBEHT, CH u / ¢ubpun B
3pauke, AHAOPTAIBMHUT: H WOHHBIH MK

CTCPHJIbHBIH, CHHAPOM TOKC KOro IOpaKeHHs
MEepeHero OoTpe3Ka ma3ponanc pajyKHOM
0007104KH, MOATEKaAHHE pOMy'meHue 3a/iHel
KarcyJibl, NOBPEX/ICHHE TallTHYECKOH / ONTHYECKOH
yactu UOJI, neuenrpaums” UOJI / naknon HOJL,
o0pa3zoBaHHe TOMYTHEH oTnoxeHu# / nobenenus

/  TrIMCTEHHHra B JI, Henmpekpaiaioueec
KPOBOTEUECHHE, 3 TEJILHOE MIOBPEXKACHH
paty KHOM 000104KH, HEKOHTPOJIApYeM

IMOJIOKHTEJILHOE na@uue, 3HAYHUTEJILHOIO MPOJI
HJIH yTpaTta CT@BHAHOF O T€lla U BTOPH
I

Corneal endothehal damage, infection
(endophthalmitis@tinal detachment, vitritis,
cystoid maculdr) edema, corneal edema,
pupillary bl@ cyclitic membrane, iris
prolapse, hypopyon, transient or persistent

glaucoma, hema, microbial Kkeratitis,
corneal al injury, anterior uveitis,
synechia in in pupil, endophthalmitis:
infectious)or sterile, toxic anterior segment

syndr@, iris prolapsed, wound leak,
post capsule  opacification, IOL
hap@ptic damage, IOL decentra,g?n / 1OL
tilt IOL  opacities/deposifs/whitening
/glistenings, persistent bleeding&bsigniﬁcant
,i& damage, uncontrolled posit'@pressure, or
~§ignificant vitreous prolapse loss, and

§ewndm surgical intervent@;
(O
<

XHPYPru4ecKoe B aTECJILCTBO. )
I\@auum neHcTBHS @ Mode Q%ﬁction

NOJI enVist albIBAIOTCS M pasMeliaioTcs B
3a/iHeH KaMePe I71a3a 10cie yAaleHus KaTapakTHOro

xpycmnmc@ 0;

enVista IOL’s are intended to be folded and
placed in the posterior chamber of the eye after

the cataractous @fystalline lens has been
removed. &©

2 Q
fAHH3BI

E@eT ONTHYECKOH CHJIbI

Calculation of lens power

Pexoméuilyemas KOHCTAaHTa A, aHHas Ha
m@ﬁ YNaKOBKE JIHH3BI, Mp HayeHa s
HC 30BaHWs C M3MEPEHHSAMM- JUIHHBI  OCH,

JOCTHIAEMbIMH C TIOMOIIBK) OIITHYECKOH OHOMETPHH.
Jlnst u3MepeHus OceBOM [UIMHBI C NOMOIIBIO APYrUX

The recomménded A-constant listed on the
lens carton ismtended for use with axial length
measurem obtained by optical biometry.
Use of axial length measurements by other

techniques (e.g. Applanation A-scan) will
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METO/I0B (Hanpumep, aniaHallmOHHOE
CKaHHpoBaHue B A-pexume) oObuHO Tpebyercs
JApyras KOHCTaHTa JIMH3bl. DTO 3HAYEHHE CIIYXKHT
TOJLKO OpPHEHTHPOM H OCHOBAaHO Ha OIlIEHKe
KJIMHHYECKHX JIAHHBIX, MOJTyYeHHBIX c
ucnoab3oBanueM stanonHoi MOJL.

OnTtuyeckas Cujla UMIUIAHTHPYEMO# JIMH3BI J0JKHA
GbITH OMNpejesieHa BpadyoM Jo omnepaunun. Metosi
pacueTa ONTHYECKOH CHIBI JIMH3BI OMNH I B
CIIEYIOUHX 1Ty DIMKausX: o;

* Hoffer KJ. The Hoffer Q formula: a congparison of

theoretic and regression formulas, Journal-of Cataract
and Refractive Surgery Vol. 19, pp. 700-712, 1993;
ERRATA, Vol. 20, pp. 677, 1994.

* Holladay JT, Musgrove KH, Prager"TC, Lewis JW,
Chandler TY, Ruiz RS. A three @ system for

refining intraocular lens power cal ions. Journal of
Cataract and Refractive Surgery,@bl. 14, pp. 17-24,
1988.

* Norrby NES. Unfortunate l-ﬁepancies, Letter to
the Editor and Reply by ay JT. Journal of
Cataract and Refractive Surg@, Vol. 24, pp. 433-434,
1998. @)

* Olsen T, Olesen H, im K, and Corydon L.
Prediction of pseudophakic anterior chamber depth
with the newer IOL c@llation formulas. Journal o
Cataract and Refractive'Surgery, Vol. 18, pp. 280-2 8%
1992.

* Retzlaff JA, Sand@@)& Kraff MC. Developmen@f
the SRK/T intrao@nr lens implant power calcul@n

formula. Journ Cataract and Refractive S%&ry,
Vol. 16, pp. §340, 1990; ERRATA, Vol) 16,
pp. 528, 1990.7~ L

* Haigis W: The Haigis Formula. In: Intrageular lens

power cal tions. H. John Shammas , Slack
Incorpor Thorofare, NJ, USA, pp. 39-57, 2004.
@

~Surgery, Vol. 18, pp. 280-2

normally require a different lenﬁnstant. This
number is a guideline only andis based on an
evaluation of clinical data o@ned using the
IOL Master.
The physician should det e preoperatively
the power of the lens tgybe implanted. Lens
power calculation methéds are described in the
following references: Q
* Hoffer KJ. The “Hoffer Q formula: a
comparison of th@retic and regression
formulas, Journal 'of Cataract and Refractive
Surgery Vol. pp- 700-712, 1993;
ERRATA, V , pp. 677, 1994,
* Holladay J usgrove KH, Prager TC,
Lewis JW, Chandler TY, Ruiz RS. A three-part
system for@@ﬁning intraocular lens power
calculations:y Journal of Cataract and
RefractiyeRurgery, Vol. 14, pp. 17-24, 1988.
. NorrNES. Unfortunate Discrepancies,
Letter/4o;the Editor and Reply by Holladay JT.
Jourriali of Cataract and Refractive Surgery,
Vol:23, pp. 433-434, 1998.
* Qlsen T, Olesen H, Thim K, and Corydon L.
l@diction of pseudophakic anterior chamber
th with the newer I calculation
rmulas. Journal of Cataract @nd Refractive
1992.
* Retzlaff JA, Sander , Kraff MC.
Development of the S intraocular lens
implant power calculatign=formula. Journal of
Cataract and Refractive Surgery, Vol. 16,
pp. 333-340, 1990@RRATA, Vol. 16,
pp. 528, 1990.
* Haigis W: Tﬁ\/ Haigis Formula. In:
Intraocular lens er calculations. H. John
Shammas  (eds), Slack Incorporated,
Thorofare, NJ, USA, pp. 39-57, 2004.

sO

Ka3aHHﬂ no npuMeH%ﬁ;’o @ecﬁons for use
1. Mepex HMIIaHTauMeli ocM Te ynakoBky | 1. Prior t§mplanting, examine the lens
JMH3BI, 4TOOBI ONpEeIeANTH €€ THII, ONTHYECKYIO cuily | package for type, power, and proper
H KOH(QHI'Ypalmio. - configuration.

2. OrtkpoiiTe mnaker Jyisi TPaHCIIOPTHPOBKH M B

2. Open the peel pouch and remove the vial in
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CTEPHJIBHBIX YCIIOBHSAX M3BJICKHTE (DJIAKOH.

3. Otkpoiite ¢nakoH.

4. OcCTOpOXHO 3aXBaTHMB MHHLETOM C TJIAJAKUMH
OpaHIIaMu ranTHYeCKyIO YacTb, H3BJIEKUTE JIMH3Y U3
¢pnakona.

o [Ipomoiite BCIO  JIMH3Y CTEPHJILHBIM
cOaJlaHCHPOBAHHBIM  COJIEBBIM  PacTBOPOM  MJIH
CTEPHJIbHBIM (PH3HOTIOTHYECKUM PACTBOPOM.

6. BuumaresibHO OCMOTPHUTE JIMH3Y, YTOOBI y ThCA
B OTCYTCTBHH Ha HEil OCTOPOHHHUX YacTHIl/DNeHnTe
ONTHYECKHE [OBEPXHOCTH JIMH3bI Ha( Wipeamer
OTCYTCTBHS HHBIX J1e(DEKTOB.

7. JluH3y MOXKHO TOTPY3HTh
cOanaHCHpOBaHHBIN COJIEBOH pacTBOP
K MMIUIAHTALHH.

8. Jlns cMa3ku CHCTEMBI JIOCTaBKH KEKTOpa IpH
YCTaHOBKE  JIMH3bI  ClEAyeT(|j HCNob30BaTh
BHCKODJIACTHKH Amvisc, Amvisc @s i OcuCoat.
9. Bausch + Lomb pekome HCIIOJIB30BaTh
on06pennyio Bausch + Lom CTemy JIOCTaBKH /
HHIKEKTOp.

10. MoxHo ucnon@)san, pa3H4HbIe
XHpYpruyeckue Tpoueaypbl, H XHPYpPr AOJDKEH
BeIOpaTh Hambonee MOAXO/ALLYIO [POLEAYPY A
nauuenTa. Xupypru ao@-lu yOeauThCsl B HAIMYHH
HEOOXOIMMBIX JUIsl OT1 HHM HHCTPYMEHTOB.

B ‘cTepuibHBIH
OTOBHOCTH

a sterile environment. ,f?

3. Remove the lid from the vidl;y

4. With a pair of smooth foreeps, remove the
lens from the vial by gent asping the lens
haptic. o

5. Rinse the entire lens@th sterile balanced
salt solution or sterile nofial saline.

6. Examine the lensthoroughly to ensure
particles have not b e attached to it, and
examine the lens @) ical surfaces for other
defects.

7. The lens mayoaked in sterile balanced
salt solution untiliready for implantation.

8. Amvisc, 3 visc Plus, or OcuCoat
viscoelastic should be used for lubrication of
the delive stem / injector when inserting
the lens. &

9. Bau + Lomb recommends using a
Bausc Lomb approved delivery system /
inject

10. There are various surgical proc%xres that
can% utilized, and the surgeon sh& select a
précedure that is appropriate for.the patient.
S@eons should verify that™)appropriate

@trumentation is available prigito surgery.
D N

Onucanue APHHALIEKHOCTEI,
MeIHUHHCKAX W3enii nan u3nennii, n
SIBJISTIOLL MeHUHHCKHMH, HO ()
MpPexyCMOTPEHHBIX A5 HCNOIL30BAHNE. B
Komﬁauuu ¢ 3asBaeHHbiM O

MeAMHHCKHM H3Je/THeM A

devices or produc at are not
medical, but intended for use in
combination with the declared

medic@ievice
O

S%g Description of accesg&es, medical

3 —d
uml JMH3bl enVista ucm@symwx

CJICYIOLIHE COBMECTHMBIE ME/IHLIMHCKHE @enm]:
1. Unxe D JUISl BBEJACHHS MHTPAOKYJl blx JIMH3,
INJ10 IUCTPALlMOHHOE Y/I0CTOBE ('7’ Ne P3H

Ma UHKeKTOpHas Bausc @Lomb BLIS,
PAllMOHHOE  YJIOCTOBEPEHHE Ne  P3H
2017/6619; <

3. Buckonporektop Amvisc, Amvisc Plus ¢

ible medical devices are
of the enVista lens:

r introducing intraocular

Registration certificate

The following co
used for implant
1. Injector
lenses, INJI
Ne RZN 2020/10023:

2. Injection system Bausch + Lomb BLIS,
Registration certificate Ne RZN 2017/6619;

3. Viscoprotector Amvisc, Amvisc Plus
with an insertion device, Registration

10
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YCTPOHCTBOM /Uit  BBejleHHs, PerucrtpanmonHoe
yaocroseperue Ne ®C3 2007/00147;

4. Buckonporektrop «OKYKOAT» (OCUCOAT) B
KOMIUIEKTE €  YCTPOMCTBOM  JIsi  BBEJCHHS,
Peructpanonnoe  ynocrosepenne  Ne  @C3
2011/09915.

certificate No FSZ 2007/00147; 5~
Viscoprotector "OCUCOAT"@mplete with
an insertion device, Regist@m Certificate
Ne FSZ 2011/09915.

O

O
Q

00630p KJIHHHYECKHX HCC/Ie10BAHMI

Overview of clibical studies

KnuHuyeckue HccieoBaHHS npoaonunncli@’anﬂ
uenbHbIx MOJI enVista (mogens MX60) u HBIX
tpexkoMmnonenTHbIX MOJI xact X-60 (Mone@ -60).
Pe3yibTaThi KIHHHYECKHX HCCIe0BaHMi HO3BOISIOT
yBepenHo ytBepikaath, uyro HMOJI moxenn MX60
apnsgercs OesomacHo u  adde o  and
KOPpPEKIMH 3peHHs TNpH adakuu, @onnenuoﬁ
9KCTPAKIUEH KaTapakThl.

JU1st KIMHHYECKOro HCCIIE0BAHUS e@‘ﬁ'sta MX60 Bce
KOMILIEKCHOM

UCTIBITYEMBIE npu aHajim3e
6e30MacHOCTH MPOLLTH OLEHKY mukoBanue MOJ1
BO BpeMs BH3MTOB 1O (op 3 u dopme 4.

bnukosanne WOJI ouenH Cb C TOMOIIBIO
PETPOHJLTIOMHHAIITHOHHOM 111 il 1aMIIBI, BO BpeMs
OCMOTpa HCIOJIb30BalIACh orpaduyeckas 1kKana

OLICHOK, yKa3aHHas B np&xone. [llkana oueHok
cocTosia M3 ClHeAylowiy AeneHuii (B nopsike

Clinical studies have been conducted on the
enVista single-piec (model MX60) and
the parent xact X-&% three-piece IOL (model
X-60). The results. 0f clinical investigations
provide reasonal sturance that the Model

MX60 IOL is and effective for the visual
correction of" japhakia following cataract
extraction.

asta MX60 clinical study, all
subjects he safety analysis set were
evaluat IOL glistenings at Form 3 and
Form 4(visits. IOL glistenings were evaluated
via T lumination slit lamp examination
utili a photographic gradi scale
provided in the protocol. The gxﬁg scale

8@5(& of (in order of severity), *none, grade
ace), grade 1, 2, 3, or 4.” No(glistenings of

For the e

yBEJIHYEHHUs ), «HeT, ouenka 0 (cneabt), oueHka 1, 2, grade were reported for any.subject at any
3 wm 4». Otcyrer GaukoBanus Kakoro-mu6o visit in the clinical study. 4.
YPOBHS yKa3bIBaJIOCh BCEX MALMEHTOB BO BPeM |- /\%})
Ka)J10r0 Busma@a pamMKax  KJIHHHYECK b
uccnenoBanus. () £ (O

KoMH/IEKT NOCTABKH jg How s ied
UuTpaokynsipH JIHH3a ynaxoauaae*rc@ B | The IOL is packaged 1@@ consumer packaging
norpeduTenbe YNaKOBKY, CO/ICpXKaLIyIO: @ containing: S
- Crepunp ¢dnakoH ¢ ¢usnonordyeckum | - Sterile vial with }@.e solution 0.9% and a
pacTBOpoOM % 1 JIMH30# BHYTpPH, ynakoBaHHbli B | lens inside in a po@g for transportation —1 pc.;
naxer Juis CHOPTHPOBKH — 1 1WT.; - Instructions for ise — 1 pc.;

- MeTpyKIpio o npuMeHeHH:o — 1 un@)Q

- Hm TALMOHHY 1O pemcrpaun%mo Kapry
nauuedra — | wr.; @

< C@m JUISl POCTIEKUBAHUS — 8@

- Implant regis a%ibn patient card — 1 pc.;
- Self-adhesiv els — 8 pes.

Yci10BHS IKCIIYATALHH

Terms of use

JIuH3a MHTPAOKYIspHas SABJIACTCH UMIUIAHTHPYEMbIM

Intraocular lens is an implantable medical

11
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MEIMIIHHCKAM H3JIeTIHEM M TpeJHa3HadeHa Jyis
MCIIOJIL30BaHMs BO BHYTPEHHEH cpejie OpraHu3ma.

ans
device and intended to be usedyin the body's
internal environment. (O

Cpok 3xcnayarauuun Lifetime\@,
Jlunza npeHa3Ha4YeHa Juist nocrosHuoi | It is intended for permane@lplantation.
HMIUJIAHTAlLlHH. @
Cpok roasocTu Expirati‘@date

Cpok roasocTs 3 roja.
CTepHIBHOCTb  rapaHTHPYETCs IpH orc&@nun
TOBPEXKACHUS WM BCKPLITHS MaKeTa. Haueé)@aﬂ Ha
YNaKOBKY JlaTa HCTEYEHHs CpoKa romioc:@memn

Jartoii UCTEYCHMSI cpoka CTEePH/ILHOCTH.
Wmmnadraumss  JMH3BL  10Cie  yKa3s M jartel
HCTEYCHHS CPOKA CTEPHJILHOCTH HE JI0 aercsl.

Jlara wM3roToBieHMsT M Jara uc@eﬂm cpoka
FOJHOCTH  yKa3biBaeTcsi Ha  neTpeOHTeNbCKOM
ynakoBke B ¢popmare [TTT-MM-/I

YU

-2

Shelf life 3 years.
Sterility is guarante

nless the pouch is
damaged or opened.(The expiration date on the
lens package is

sterility expiration date.
This lens shoul t be implanted after the
indicated sterili

piration date.
The date of facture and the expiration
date is indicafed on the customer packaging in
the YYYY-@/I-DD format.

OT4éT 0 HexeNaTe/IbHb BJICHHHAX

@erse event reporting

O HexenaTeIbHBIX SBICHHSIX @7& OCJIOKHEHHSX,
MOTEHUHATBHO yrpoxcaxoumx@peumo, KOTOpbIE
MOTYT CYMTATbCS CBSI3aHHb C HCIOJIb30BAHHEM
JIMH3bl M KOTOpbI€ paHee (He OXHIAIHCh 110 HX
XapaKTepy, BBHIPAKCHHOCTH yHIM HACTOTE, ClejyeT
coobmare B kopnopauuio Bausch & Lomb
Incorporated. Jlannas nngOpManms 3anpaiBaeTcs y

BCEX XHPYpros Meruc*rpaunu BO3MO)KHbD@
JI0JITOCPOYHBIX (exToB umnnaurauu%

HHTPAOKYJISIPHBIX J1 %
Bpauam pekomenyercst coobiaTh 0 TAKHX SBJIEH

AL TIOMOLIM 11 neHTHOUKAIMH BO3HUKAIOMLHAX
WIH TNOTeHUHAIbHBIX mnpobieM, cBs3aH c
HHTPAOKYJISIPH mun3amu.  Jlanneie  npoGiemsl
MOTyT OTHOC K KOHKPETHOH MapTHH n@ HITH
MOTYT  CBEJIETENbCTBOBaTh O  JIOAT YHBIX

3(bd)ex‘rax,§ﬂ3annblx C JIAHHBIMH JIH
HHTPAOKYSISIPHEIMH THH3AMH B LIETIOM.
(/teppuTopun

H HIIH

Ecmu OnemMa  BO3HMKIA  Ha

Poccu i Denrepanu, 00 TECh K
Yo, rﬁqoqeuuomy (IpecTasutemno
ﬂpe%onmem (cM. B KOHIIE HHC @ VIH).

Adversg.—events and/or potentially sight-
threat complications that may be
reg as lens related and that were not

pre@lsly expected in nature, seVerity or
de@e of incidence should be_reported to

@sch & Lomb Incorpgrated. This
information is being requ from all
?rgeons in order to document potential long-
“term effects of intraocular lefisjimplantation.
Physicians are encoura e@\ﬂo report these
events in order to aid in identifying emerging
or potential problems witly intraocular lenses.
These problems may be'r¢lated to a specific lot
of lenses or may be (indicative of long-term
effects associated these lenses or with
IOLs in general.

If the problem®ccurs in the Russian
Federation, ple@ contact the Authorized
Representative«of the Manufacturer (see the
end of the instructions).

12
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Bayw 3HpA llom6 UHkopnopentepn, 1400 Hope MNyamax
Crpur, Povyectep, Hbto-Mopk 14609, CLLIA / Bausch &

Lomb Incorporated, 1400 North Goodman Street,
Rochester, NY 14609, USA |~

-
Bepcun 03 / version 03
S
3
Perncrpanusi nauHeHTOB H OTYET Patient registration andjreporting
Wmnnantanuonnas perucTpanmoHHas kapta | The patient Implant Re tion Card
NalMeHTa, BKIIOYEHHAss B KOMIUIEKT, Ao/bkHa ObITh | included in the set must mpleted and

3alojIHEHAa W TepeJaHa TNalMeHTY B KayecTe
opuuMaNBHOrO  JIOKYMEHTa O  TPOBEJCHHH
HMIUIQHTAllMH W TPEIbABIATH €€ INpH  BCex
NoCHAeAyOIMUX o0paleHnsX K oTaibMoioraM Wi

given to the patient as ar@ icial document
certifying the implanta@n and must be
presented at all subSequent visits to
ophthalmologists or op@ans.

ONTHKaM. B MMIIaHTAUMOHHYIO perucTpail yio | The patient's Implan istration Card must
Kapry MnauMeHTa HeoOXOAMMO BHECTH.) Hele | be filled with the p. t's details and then a
NAUMEHTa, @ MOTOM HAKIEHTb HA Hee CTAKEp AU self-adhesive  label with the implant
NPOCIIeKUBAHHUS c unentudukaitionnoii | identification inftion must be placed on it.
uHdopmaumeii 06 umnIanrare. @)

Texymui peMOHT H Texunézkoe
00cJy)KHBAHHE ™~

Current ir and maintenance
O

~il

Henpumenumo.

Not applicable.

lNapanTniinbie 065!33@!)(?83

% Warranty

[IponsBoaurens rapanTupyer COOTBETCTBHE JAHHOTO
MEIMLIHHCKOTO M3/1EJINS 3asiBJICHHBIM
XapaKTepucTUKaM B npenencoxpaﬂeﬂns CpoKa
rOAHOCTH, [pH YCIOBHH... ¥TO colioaawTcs
TpeOOBaHUS  NPOU3BOAH yKa3aHHble B
HHCTPYKIHH 110 npumeuen@.

[IpousBoaurens He H@r OTBETCTBEHHOCTH 3a
MOBPEKIACHUS HIIH Hec@rmﬂe CJlyyau, BbI3BaHHbIE
HENpaBHJILHOM JKCN
noJib3oBarenei un%aﬂeumux HENpeaBU/ICHH
CUTYaLHi.
lapanTnitnblii  cpOK XpaHeHHs (CPOK ToH
cocTasisier 3 ro

4

b;

G

alued u3aenus, 1o BHH@

=

The m turer guarantees the compliance
of thi edical device to the declared
chara tics within the limits of the

presérvation of the shelf life (the_period of
pre@ation of its sterility), provided that the
manufacturer’s requirements spgﬁed in the

i@"uctions for use are complied with.
e manufacturer is not nsible for
ga‘mage or accidents caused b§.ifnproper use of
“the product, due to the fault sers or external

unforeseen situations.
The guaranteed shelf life

@e]f life) is 3 years.

W —
N

O Campoubl o

N
Syt&?ﬂs

Tonbko no peuen@TﬁClﬂA) / Prescription only (%\)

5 Y CTepunmoaaHo@mauueﬁ / Sterilized using il@ﬂation
S a5
Jf Q IIpenen TeMH@pbl / Temperature limit @
O @ A

BHuManune @Qﬁltion

5

) “ ~
O3HakoMbTech ¢ HHCTPYKUHEH [0 NPHMEHEHHIO HIH 3JeKTPOHHOI
MHCTPYKIHEl 10 MPUMEHEHHIO / Consult instructions for use or consult
electronic instructions for use

13




Bayw 3HA oMb UHkopnopenTen, 1400 Hope MN'yaman

Nun3a nHTpaokynsipHas enVista™, mogens MX60E, Cr
™ put, Pouectep, Huio-Mopk 14609, CLUA / Bausch &
B BapuaHTax ucnonHenms / Intraocular lens enVista™, Lomb Incorporated, 1400 North Goodman Street,

model MX60E, in execution options

Rochester, NY 14609, USA /-

@%
Bepcus 03 / version 03 ,&'

He ucnonb3oBars noropHo / Do not re-use

He crepuimzoBath nosTopHo / Do not resterilize

=
F
Q
X

He wucnonb3yiite, eci¥ yNakoBKa TNOBPEXIEHa, H-—-0OpaTHTeCh K
MHCTPYKIMU 10 npuMenenuto / Do not use if package e is damaged and

consult instructions for use
3enénas Touka / Gregn dot -
(O Q
N /aa
[TponsBouTensb /Z@nufacturer @g

(@)

I @R ®

REP

N

YII0JIHOMOYEHHBH NPe/ICTABHTEI B EBpOﬂCﬁQM coobmectse /
Esponeiickom€oto3e / Authorized representa@ n the European

(eB) wm / or OB

Community/&opean Union Q)
c € 4y Homep CE % number g

I[uom‘pug)iopter
Optic uim / or Optic y

(U =
Jnametp ontuyeckoii ena / Optic Biameter
N O

Length wn /or Length & ~2
O6iunii tnametp / Overall Diame
(@T) unu /or T m U ~
PC 3ajiss kamepa / Posterior chamber [N
SN Cepuitnbit Homep / Serial nur%i’ AN
U _ O
g @b CIoJIb30BaTh J0... / Use-bg@'ate @)
E: | 5
Kon maptun / Lot code
or] -, I N
6 Jlara wsrotoienns / Dite of manufacture O
m[' s @) Y
REF @ Howmep no xma.rrory»&atalogue number §
# § Homep monenu / el number %U
@ Y HUKaJIbHBII uﬁudmxamp uszenus / Uniqufﬁvice identifier
~ y ~7
o) Q O

s

ch XpaHeHHus H Tpancngﬁposxu Storage.dnd transportation
conditions

@

XpawuTh W TPAHCTIOPTHPOBAT np@emneparype ot | Store and l?@port at temperatures from 0°C

0°C mo +43°C. Hzberath BbICOKMX Temmneparyp | to +43°C.

void high temperatures (> 43°C).

(> 43 °C). He 3amopaxunBaTh. * ) Do not freeze.
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INun3aa unTpaokynapHas enVista™, mogens MX60E,
B BapuaHTax ucnonHenus / Intraocular lens enVista™,
model MX60E, in execution options

Bayw ang Ilom6 Uxkopnopeiten, 1400 Hopc MN'yamax
Crpur, Poyectep, Heto-Mopk 14609, CLUA / Bausch &
Lomb Incorporated, 1400 North Goodman Street,

Rochester, NY 14609, USA [~

)
Bepcus 03 / version 03 §

ay

TpebGoBanus oxpaHbl OKpysKalomei
cpeabl, NOPSIAOK H YCJIOBHS YTH/IH3ALUHH
HJIH YHHYTOXKEHH S

Environmental requi@{nents,
procedure and conditions for
disposal or destriretion

JInn3bl HEOOXOMMO YTHIH3HPOBATh B COOTBETCTBHU
¢ rurueHuyeckuMu TpeboBanusMu Canllun 2.1.3684-
21 «CaHuTapHO-21MIEMHOIOTHYECKHE TPeOOBaHUS K
COJEPXKAHUIO TEPPHTOPHH TOPOJACKMX H CEBbCKHX
[IOCEJICHUH, K BOJAHBIM 00bEKTaM, INUTHLEBOH/BOJE U
[TUTHEBOMY BO/JI0CHAOKEHHIO, mmo@@uomy
BO3IyXY, 1oYBam, HKHJIIBIM HO@CHMM,
IKCIUTyaTallHH TPOM3BOACTBEHHBIX, OOIIECTBEHHbIX
NOMEILEHHIH,  OpraHu3aluuu M @)BC}ICHH[O
CaHMTApHO-NIPOTHBODNHICMHYECKHX ()
(npodunaKTHYECKUX) MCpOﬂpHﬁTHﬁ)z@pHHﬂTbIMH B
Poccuiickoit ®enepanuu. 0

HU3nenusa, wuMeBIIME KOHTAKT @poamo u/nim
JIPYTUMH OMOJIOTHYECKHUMH KU MU, TOJUIekKaT
YTHIIW3ALHH W/WIIH YHUYUTOKEH rnacHo Canllun
2.1.3684-21 no knaccy b. &
Heucnons3zoBaHHble H3/1ETH HUMEBIIHE KOHTAKTa
C KPOBBIO H/HITH C 6nonorw@xnmn KHJIKOCTSIMH), B
C HUCTEKIIHM CpOK FOAHOCTH, MOJUIekKaT
YTHIIH3ALMH W/HIH YHHYTOXKeHHIo cornacHo Canllun
2.1.3684-21 no knaccy A~

T.M.

Lenses must be disposed of in accordance with
the hygienic requirement@ SanPin 2.1.3684-
21 “Sanitary and epidemiological
requirements for the tenance of territories
of urban and rural ents, water bodies,
drinking water and nking water supply,
atmospheric air, @il, residential premises,
operation of ind@ial and public premises,
organization an@mplementation of sanitary
and anti-epi (preventive) measures”
adopted in thé Russian Federation.
Products that) have come into contact with
blood and £or other biological fluids should be
dispose d / or destroyed in accordance
with SafiPin 2.1.3684-21 class B.
Unus oducts (without contact with blood
Q body fluids), incl. Expired in life,
sub jee to dispose of and / or de@lction in
aC@rdance with SanPin 2.1 .3684-’%& class A.
AN

S fs,

‘:wr.:
o

Pe@mauuﬂ 1A

)

Reclamati%ﬁj)

B ciyuae BO3HHKHOBEHHS! BONPOCOB, CBS3aHHBIX %
KauecTBOM ME/IHIL Oro H3Jenus, HeoOXOIUM
obpaTuThes n@ crelylomeMy  azpecy
YnoaHoMoueHH Hpezxcmnm@ﬁlo
[TponsBoautensB Poccuiickoit Penepanuu: J&
000 «Baym )@», Poccus, 115093, r. MocKga, BH.

Tep. r. MyfmwmanbHbE  OKpyr JlaHMAGBCKHil,
ya1. Tlasnoéekas, a. 7, ctp. 1, no@ 1H,
Ten./daxc:7 495 510 2879 ®

O

Email: RQa.Claims@bausch.com

)
CIn case of any questions rel@d to the quality

e contact the
ve of the
Federation at the

of the medical device,
Authorized Represe
Manufacturer in the R
following address:
«Bausch Healthy L Pavlovskaya St. 7,
bldg. 1, premises 7HN, int. ter. Danilovsky
Municipal Distric oscow, 115093, Russia,
tel./fax: + 7 495 540 2879

Email: Russia. s(@bausch.com

I,
X

N
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Pocceuiickasn ®exepauns
Fopoa Mocksa §
IllecToro mapra ABe ThICAYM ABAANATEL NATOIO 1012 @

S, Anexun Esrenuit BriaaumupoBHy, HOTapuyc ropozaa Mocxai@ CBHJIETEIILCTRYIO
MOJJTHHHOCTD MOAMHUCH nepeBoaunka Bopobresoit Kpuctunsr Cepreesusl.
IToamuce caenana B MOEM MPHCYTCTBHH. @
JInunocTe noAnMcaBIIero TOKyYMEHT YCTaHOBJIEHA. '%Q
o

3apeructpuposano B peectpe: Ne §7/171-0/77-2025-4-1947. @)

YiulaueHo 3a coBepuieHne HotapuaisHoro aeiicrsusi: 400 pyo. @on.
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