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Ophthalmic kit for cataract surgery
LUXSMART™ YELLOW intraocular lens

Cutting Edge SAS, France

ASPHERIC LENS
Model LuxSmart™* (LLXSMART” yellow preloadcd hydrophobic lens)
LUXSMART™ consisting of: I. Intraocular lens LUXSMART™ YELLOW-2. Delivery system

for intraocular lens implantation (Accuject Pro disposable) 3. Instructions for use

DESCRIPTION: The LuxSmart™ intraocular lens (IOL) is a single-piece ultraviolet (UV)
absorbing posterior chamber IOL developed to replace the natural crystalline lens in pseudophakic
adult patients. The IOL has aspheric.optics. The lens is provided sterile.and is designed to be folded
prior to insertion in the eye and implantation in the capsular bag. The preloaded intraocular
LuxSmart™” lens is supplied with an Accuject Pro Delivery System-to provide a touch-free method

of delivery of the lens into the capsular bag.

PHYSICAL CHARACTERISTICS:
Lens / Haptic Material Foldable hydrophobic acrylic copolymer containing a

UV absorber and a blue light filtering chromophore.

Optic type Aspheric

Index of Refraction when in the eye at 35°C 1,540

Spectra! transmittance
A-Constant:

Optical biometry, SRK/T
Applanation A-scan, SRK/T
Body Diameter
Overall Diameter
Haptic Angle

Powers

10 % at 396,7 nanometers for +20,0 Diopter

119,2
118,8
6,0 mm
11,0mm
0
+0,00 D to +10,00-D with 1,0 D increment
+10,50 D to +34,00'D with 0,5 D increment

SpecWcAtion
Pow*f Range Tolerencee
~000lo44S00D 10300
+15 10Dto+25 000 +0 400
+2510010+3000D I0SO0

>+30 000 HOOD
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INDICATIONS:
The posterior chamber lens is indicated for the visual correction of aphakia with or without pre-
existing corneal astigmatism secondary to removal of a cataractous lens in @dult patients. These

devices are intended to be placed in the capsular bag.

MODE OF ACTION:

LuxSmart™ |OL positioned in the capsular bag acts as a refractive medium to correct aphakia.

CONTRA-INDICATIONS AND WARNINGS:

Contra-Indications

Physicians considering lens implantation in any of the following circumstances (but not limited
to) must weigh the potential risk/benefit ratio: uncontrolled positive pressure (glaucoma), recurrent
severe anterior or posterior ségment inflammation or uveitis; patients in whom the IOL may affect
the ability to observe, diagnose, or treat posterior segment diseases; surgical difficulties increasing
the potential for complicatiens (such as but not limited.to: persistent bleeding, significant iris
damage, uncontrolled positive pressure, or significant vitreous prolapse or loss); distorted eye due
to previous trauma or developmental defect in which appropriate support ofthe IOL is.not possible;
circumstances that would result in damage to the-endothelium during implantation; patients in
whom neither the pesterior capsule nor zonule are intact enough to provide support; suspected
microbial infection.

Possible adverse events

As with any surgical procedure, there is risk-involved. Potential complications of cataract surgery
may include;-but are not limited to the follewing: inflammation/infection patentially due to adverse
reaction to device materials; complications usually associated with intraocular lens implantation
including;” Posterior capsule opacification (secondary cataract), inflammation (iridocyclitis,
pupillary/cyclitic membrane, vitreousinflammation, CME, T ASS...);-corneal endothelial damage,
endophthalmitis, retinal detachment; comeal edema, pupillary block, iris prolapse, hypopyon,
glaucoma, wound leak, hyphema,.iris atrophy, vitreous prolapse, 10OL decentration or tilt, IOL
optic deposits or opacities, glistenings and secondary surgical intervention (such as but not limited
to wound leak repair, vitreous aspiration, iridectomy, IOL repeositioning or replacement and retinal

detachment repair, etc.).
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Warnings

The IOL must be implanted in accordance to the following instructions for uses improper use may
impose risk to the patient’s health.

Do not use if product sterility or quality is thought to be compromised due to\damaged packaging.
Do not attempt to modify or alter the device or any of its components.

Do not use after expiration date.

Do not use without viscoelastic solution.

Do not reuse. Reuse may impose serious risk to the patient’s health.

Do not resterilize as this can produce undesirable side effects.

Do not implant the lens in the anterior chamber or in the ciliary sulcus.

PRECAUTIONS:

* Store at room temperature./Avoid temperatures below 5°C and above 45°C. Do not freeze.

* The LuxSmart™” 0L and-the viscoelastic solution used should be stored for at least 30 min at
minimum 20®C before surgery.

* A high level of surgical skill is required to implant intraocular lenses. Surgeon should be fully
trained before attempting to implant intraocular lenses:

» The IOL model, its power and expiration date should be verified before opening-the protective
packaging and before opening the individual sterile-pouch/blister.

« Sterility of the device is guaranteed only ifithe individual sterile pouch/blister has not been
opened or damaged.

« Handle the/lens carefully to avoid surface or haptics damages.

» The IOL must be carefully rinsed prior tojimplantation. Do not soak or ‘rinse the IOL with any
solution other than sterile balanced salt’solution.

* Care should be taken to remove all viscoelastic from the anterior and posterior surfaces of the
lens after implantation in the capsularbag.

» Care should be taken to verify thatthe lens is fully implanted into-the capsular bag.

* Ifa YAG laser posterior capsulotomy is performed, assure that the laser beam is focused slightly

behind the posterior capsule.
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PACKAGING / STERILIZATION:

The LuxSmart™ |OL is individually package preloaded in an Accuject Pro delivery system in a
blister. All models are supplied dry and should be opened under sterile conditians. A patient card
and self-adhesive labels are supplied in the carton to provide traceability afthe IOL. All models

are sterilized by Ethylene Oxide.

DIRECTIONS FOR USE:

1. The physician should determine preoperatively the power of the lens to be implanted, using
calculation methods. The recommended A-constants listed on the lens carton are guidelines only.
2. Prior to implanting, examine the)lens package for model, power, expiration date and proper
configuration.

3. Open the carton and inspect the sterilized blister containing the lens and the injection system.
Make sure it is not damaged.‘Verify that the information on the blister label is consistent with the
information on the outer bex and the self-adhesive labels. Peel open the blister and transfer the
device onto the sterile field.

4. Inspect the device and make sure it is intact. The lens/should be rinsed thoroughly by flushing
balanced salt solution through the tip of the cartridge~(FIG. 1) and from the end.ofithe loading
chamber (FIG. 2). Wait for 30 seconds.

Please refer to the enclosed figures to fully prepare the device before implantation, taking care not
to touch the 10L;

FIG. 3: Apply:a generous amount of viscoelastic through the tip of the cartridge. Ensure that the
viscoelastic fully fills the injector tip. Wait for 30 seconds.

FIG. 4: Close the wings of the loading chamber. When the “click-lock’ mechanism is engaged,
the lens is'securely in place.

The lens-is ready for implantation.

5. Inject;the lens in the shortest possible time after fully preparing the lens.

6. Insert the cartridge tip in the incision with the bevel of the injector tip facing down to the
patient's eye. Proceed by pushing.the plunger forward smoothly but continuously until the lens is
delivered into the capsular bag.

7: Discard the injection device:

8. The lens is to be implanted with the anterior side of the lens facing up towards the anterior side

of the eye. The orientation of the IOL can be verified by visual inspection of the haptics. As
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illustrated in FIG. 5, when the haptic insertions are top right (A) and bottom‘left (B), you are
looking at the anterior side of the lens.

FIG. 1 FIG. 2 FIG. 3

Only viscoelastic solution of low to medium viscosity should be used. Only the-injection system
provided with the preloaded LuxSmart™ lens should be used.

There are various surgical procedures that can be utilized, and the surgeon should select a
procedure that-is,appropriate for the patient.

Any seriousiincident involving the device should be notified to the manufacturer and the competent

authority ofthe Member State where the user is established.

RECYCLING:

Dispesal of the injection system should be done in compliance with.the local regulation of waste
from health-care activities characterized by risk of infection.

After use, the injector for IOL implantation is classified as waste.class B and must be disposed of
in accordance with SanPin 2.1:3684-21.
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STORAGE AND TRANSPORTATION CONDITIONS:

Transportation conditions:

Temperature range from -10°C to + 40°C and relative humidity from 85% to 90%.
Storage conditions:

Store at room temperature. Avoid temperatures below 5®C and above 45°C." Do not freeze.

EXPIRY DATE:

3 years.

LIFETIME:
IOL is intended to be permanently, implanted in the body.

SYMBOLS:

YSMART - Model name
D - Diopter

11 mm - Overall diameter
6 mm - Optic diameter
®T - Overall diameter

® B - Optic diameter

Serial ’number

, Use before

[ref

Catalog number

Date of manufacture

[1ot] Lot

Manufacturer

f —
: A-CoDStaot (esc)



B | Storage temperature from*5°C

m You should read the-instructions for use before use

CC CE with the number.of the inspection institution ~confirms compliance with EU

regulations
X Carefully! Referto instructions for use

Cutting Edge SAS, 770, Rue Alfred Nobel, tmmeuble le Nobel, 34000 Montpellier, France
ORGANIZATION AUTHORIZED TO ACCEPT CLAIMS FROM CUSTOMERS:
Bausch Health~LLC, Shabolovka St. 31, Bid:-5, Moscow, 115162, Russia,

Tel.:+7-495-510-28-79.

Specifications of Accuject Pro

Inner,diameter at the head of the Cartridge tip 1.38 £ 0,05 mm
Outer tip diameter at the head of the Cartridge tip 1.66 = 0.05 mm
Angle at the head of the tip 45 £2°

Total length 151 £0.1 mm
Lenght of the Loading Chamber 185+ 1.0 mm
Width of the Loading chamber (1) 13,53 £ 0.04 mm

Lenght of the Handpiece 95.77 = 0.05 mm
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Width of the Handpiece (1)
Width of the Handpiece (2)
Lenght of the Plunger
Width of the Plunger (1)
Width of the Plunger (2)
Width of the Plunger (3)
Lenght of the Silicone tip
Width of the Silicone tip (1)
Width of the Silicone tip (2)
Lenght of the Cartridge tip

35.025 £ 0.03 mm
8.046 + 0.03 mm
106.88 + 0.05 mm
14.927 £0.07 mm
5.483 + 0.03 mm
1.755+0.03 mm
10.05 + 0.05'mm
2.348 + 0.04-mm
3.532 £ 0:04 mm
29.11 £.0.08 mm

Montpellier. Frar>ce

10.231-#0.04 mm
5.537.+£0.04 mm

Width of the Cartridge tip (1)
Width of the Cartridge tip (2)

Pressing force on the plunger:Injection force 20N + 22N

Carton sticker of LuxSmart™

H*60p oth TIKMOMOR(<SM«KUA AfM NT*P™**Tbl <Ol XMpypruuv, mMpMHTaXxX

Hcnonmuw c LUXSMART™*. = cocram:

1) Inmm nkTpmcyrmpHm LUXSKURT* YELLOW.

2) CMcT*IM necTtamu ANn umnaavTanmm nutpeonynsipmMbix immu (Accu]*ct Pre
ognepmMmemn).

9) tlliripy ilP/H AO ApHbl>H111H>e.

Ynmoma oofepkumt | npegsarpynenHyto MKTpoKyn*puy« /mHaylu XEMARTA YELLOW ¢
nmnxcmropomM CTtepsinbIM.

Cvna AMH3bl'He«p cepun, 0GU|MA guameTp U esTUHaMIiA “MameTp - ycaaaubl na
ysiaxomax

[JaTy npeamMfCcT™M 1 faTty UCTeUYEHUS CPOKa reMoCTi CM Hayfasioma

CpoK reAHOCTM: 9rofa C faTbl UyoToeneMui

XpaHuTe.npn KomHat1oA temneparype XpaHuTb a MefocTyTMeM [j M ieTea HacTte

PVNI oT r

MpeumogHTanb: CuMnp EPpe SAS. 770. Rue AJPad Nebel: Wiwneubla La Nobel. 94000
Mortpelller. Franca | KanmHr 3am CAC. 770. Pro Anbdipeg HoOw» WNunHabnb fla Hobenb
94000 MoHnense, paHumns

MecrTe npoaaacpcraa: Cudng EOpe Maoo«ac«T0:8AS. 'S00 Rue Max Planck. 91070
Iﬁ\l];ﬁ)g\ﬁrance/ Katmr 3au Manyda> |yomr CAC. SO0 Pro Mak Mamk 31070 Nabaxk

YRonHonoueHublit npefcTaButens npenmMogutens a P®: 000 *bayw Xanc*. Poccys
110102. Mockae. yn LWaOonoeca A 91.ctp 6, 1an *7 (490) 010-20-70.
WWhayechheaRh com

Ynonmemeyenmblll npagctaanTens npomxaegutens a P6: 000 bayw Xanc*. 220073 r
MuHck, yn Onblieaotoro.s 22 o 22 ten («370(17)30774-22
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VHCTPYKHMSA NS NPUMeEHEHNS

Habop opTanbmonornyecknin gns KatapakTasibHOW XUpyprim

B BapuaHTe ucnosHeHna LUXSMART ™

«KATTUHT 30XK>»
MmConb 11C Hobesb
770 pto Anbpes Hobenb. 34000 MO(LULLIIBbE
Ten.: (33) (0)5 62'24.64 64 - dakc. (33) (0)5 62 24 64 66
AO ynpoLUeHHOro Tifa, ycTaaHblii karmTan - 286 309 eBpo * o
o HactosilwHm B, Hwkenogfaucaswmiicss  1k(O!A
PerHcrpalLtoHHbI-HOMep B TOProBo-NMPOHULLINIEHHOW peecTpe (Iknotl. S4.LAJV Hovapuyc B Kommyre
r. Moxnesnbe 800 733 é 8F é 4%pgggL$§|éw2|g4B BC/nnarc.|bbkka KACITAHE-TOJILLIAH (Or-FapoLLi»), yA0cToBepsiio
AC. H TOATBEPXKAAD, YTO /MMelolaBca Ha  3TOM
YTBe EHO: JOKyMeHTe l_ro,c_;nHCL anHan_.ch(KT r-xe
PAHACHO; AH 4 W.($miL'jn<!.9.QNAQIif'X 1 6b11a noctasneHa
<nognuncaHo=> 28 I/”'Oﬂﬂ 2022 r CH0 B MOEM MpPUCYTereHH

KBeTBHe-TosoTaH. 2Sntons 20221
CaHpgpur BOHALLI
<Kpyrnas neyars: beHya CAJIEC  HoTapuyc B KomMmyHe KACIAHH-TOIKXIAH
«KATTUHI 3)KCAC» o
PyKOBO,U,I/ITerIb oTAena KavectBa 1 oTAena

HOPMaTMBHO-MPaBOBOIo PEry/nMpoBaHnA <noanmMcaHo>



mHabop ohTaNbMONOrMyecKuin AN KarapaktaibHol

EXVPYPrav

VlmHza nHTpaokynapHasd LUXSMART™ YELLOW
KartuHr 3k CAC, ®paHupms /Cutting Edge SAS,
France

NHCTpYKUMA 4N NpUMEHeHWs

Ansa poccuiickoii degepaunm

Bepcus 2

770, Pro Anbppes, Hobenb, immebas,n6 Hoberb.
34000 MoHnenbe, ®paHuua /770, Rue Alfred Nobel.
Immeuble le Nobel, 34000 Montpellier. France

ACOEPNUYPXKAA NNH3A
Mogens LuxSmartM/

LUXSMARTAY)

(KenTas npeABapuTeNbHO 3arpyXXeHHas ruapoho6Has NUH3a

LUXSMART™, B cocTtaBe: 1 JlnH3a nHTpaokynspHas LUXSMART™ YELLOW 2. Cuctema
MOCTaBKW /1 UMMIaHTaLUM UHTPAOKYNAPHbIX NMH3 (Accuject Pro ofHopa3oBas) 3. MIHCTpyKuma no

MPUMEHEHNIO

OMMCAHNE:

NHTpaokynspHaa nuH3a (MOJM) LuxSmart™ npeacTaBnsieT CO60M- MOHONUTHYIO 3afHeKaMepHYHo
MO, nornowarowyto ynbtpaguonerosoe (Y®P) usnyyeHve, ~fApegHasHAYeHHYO [1S  3aMeHbl
€CTECTBEHHOW /NNMH3bl XpyCTa/MKa. Y NnceBLoMaKMYHbIX B3pOC/biX' NauuveHToB. MO LuKSmart™*»
MMeeT ac(epuyeckyro ONTUKY. JINH3a cTepunbHa W CKNaAblBAETCA nepes BBefEeHWEM B rfa3 H
MMMNNaHTauven B KancynspHbliAMelloK. [MpefBapuTeNibHO 3arpy)XeHHas WHTPaoKynspHas vH3a
LuxSmart™ nocTaBnseTcs € ‘eUcTemMoin fgoctaBkn Accuject Pro, obecrneumBarolleil 6eCKOHTaKTHYH

[0CTaBKY NIMH3bI B KarcCysipHbIii MELLIOK.

OPN3NYECKNME XAPAKTEPNCTUKW:
MaTepuas JINH3bI FUBKMiIn TMAPOGOBHLIA COMOMMEP akpwna,
cofilep>xaLunii nornotuTenb Y ®-u3nyyeHns un

XpOMO®op, (UbTPYHOLLUA-CUHWIA CBET.

dopma NoBepxXHOCTU OMNTUKN
WHpoekc pedpakumm B rnasy npm 35 °C
CneKTpanbHbIA KOI(MULMEHT NPONYCKaHUs

A-KOHCTaHTaA:

Achepryeckas
1,540
10 % npw 396,7 HM ang+20,0 gnonTpuin

Onruyeckas 6uometpus, SRIC/T 119,2
AnnnadaynoHHoe A-ckaHupoBaHue, SRK/T 118,8
OnNTWYeCKnin fuameTp 6,0 Mm
O6wwin gnameTp 11,0 Mm
FanTUYecKuii yron 0°

OnTunyeckasa cuna

+0,00 go +10.00 gnonTpwii ¢ warom 1,0 gnonTtpum

+10,50 go +34,00 gnonTpwii ¢ warom 0,5 gnonTtpum
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Knpyprum Ansa poccuiickoin depepauum
m/InH3a nHTpaokynapHasa LUXSMART™ YELLOW Bepcua 2
TKattnHr 3k CAC. dpaHuus /Cutting Edge SAS, 770. Pro Anbthpepg Hobenb, MmEGL 16 Hobenb,
| France 34000 MoHnenbe, ®paHuusa /770, Rue Alfred Nobel,
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OvonTpuiiHel i pag Jonycku
oT +00,00 D go +15,00 D +0,30 D
oT +15,10 D go +25,00 D +0,40 D
0T+25,10 Ogo +30,00 D +0,50 D

> +30,00 D +1,00 D

MOKA3AHNA:
3afHeKamepHasi NIMH3a MoKasaHa /1 BU3yasbHOW KOpPeKUMM adhakuit y B3POC/bIX MALMEHTOB C
[,00MepaLyoHHbIM POrOBUYHBLIM aCTUFMATM3MOM (MNK Ge3 Hero), BOSHUKLLVM B pe3ynbTaTe yaaneHus

KaTapaKTHOro XpycTanuka. JIMH3bI“fpenHasHayenbl 415 UMNAaHTauyn B Kancy/bHbIA MELLIOK.

PEXWVM PABOTHI:
MO LuxSmart™, pa3melleHHas B Kancy/lspHOM MeLluke, AeNCTBYeT Kak npenomMmnsiowas cpega c

LieNbi0 KOpPeKLmn adakmi.

MPOTUBOMOKA3AHWUA N MPEAOCTEPEXEHWA:

MpoTMBONOKa3aHus

C BpayeBbHOI TOUKM 3PEHUS, NPK NHOGOM M3 CNeAyHOLINX 06CTOATENLCTB (HO HC OrpaHnyMBasiCh 3TUM)
CNneflyeT OLEHMBATb COOTHOLUEHME MOTEHUMANbHbIX PUCKOB W MPEVMMYLLECTB) HCMOAAAOLLEEcs
KOHTPO/O MOBbILIEHHOE BHYTPUrNMa3Hoe [aBfieHue (rnaykoma); peuuanBupytoLiee  TsHKenoe
BOCMafieHVe MepPefiHero WM 3afHero CermedTa WM YBEWT; MaLMeHTbl, Y KOTopbix WOJT MoxeT
MOBMMSATb Ha+.CMOCOGHOCTb HabntoaaTh, < AWarHoCTUPOBaTb WM NeYnThb. 3a60/1eBaHNs 3afHEro
CErmMeHTa; XUPYpPruyeckne TPYAHOCTM C FOBbILIEHMEM MOTeHUMana Ans OCMOXHEHW (TakMX Kak
MOCTOSHHOE KPOBOTEUEHME, CYLLECTBEHHOE MOBPEX/AEHVE paay>KHOV 0607104KM, HEKOHTPOIMPYEMOE
MONOXWTEAbHOE [aBNEHNE WM CYLLECTBEHHbLIA Nponanc Wam noTeps -CTEKNOBUAHOIO Tena u ap.);
Aethopmaliysi rnasa BCMeACTBME NpedlHecTBOBaBLUEN TPaBMbl MW Ae(eKTa pPa3BUTUSA, B pe3ynbTaTte
KOTOPbIX Hagnexaulas gukcaums YOS cTaHOBUTCA HEBO3MOXKHOIA; 06CTOATENLCTBA, KOTOPbIE MOTYT
MPUBECTN K [IOBPEX/AEHWNIO 3HAOTEMMIS B MPOLIECCe MMMN/IAHTALIMA; MALMEHTbI, Y KOTOPbIX HU 3afHSs
Kamepa, HY NOSICOK HeA0CTaTOYHO Lefbl AT obecneyeHus UKcauum; Nofo3peHne Ha MUKPOBHYHO

VH(peKLmto.
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B03MOXHbIe HeXefnaTe/ibHble ABEHUA

Kak v npu 11060M XMpypruyeckoM BMeLLaTe/IbCTBe, MMEET MeCTO pUCK. [NoTeHuMaabHbIE OCOXHEHWS
XVPYPruYecKoro fiedeHnss KatapakTbl MOMYT BK/IKOYaTb, HO HE OrpaHU4YMBaTbES CNeaYOWNM: PUCK
BOCMAIEHNS UM MHPULMPOBaHWS B pe3ynbTaTe HeXenaTeNbHOM peakuun Ha-Matepuanbl, BXoasLme
B COCTaB JIMH3bl; OC/IOXKHEHWSA, MOTEHUMA/IbHO CBfi3aHHble C NPOLEAYpPOn  MMMNIaHTauum
WHTPaOKY/APHbIX IMH3, BK/IKOYas: MOMYTHEHWUE 3aJHeR Kancy bl (BTOPMYHAS, KaTapakTa), BocnasieHue
(MpVBOLMKANT, 3pavykoBas/UMKIUTHas MeMbpaHa, BOCMaieHue CTEeKN0BWUAHOrO Tena, LUCTOUAHBIN
MaKy/IipHbIA  OTEK, TOKCWYHbLIA CUHAPOM NepefHero CermMeHTa...),- KOpHeasibHOe MOBpeXaeHue
3HAoTeNNs, 3HAOPTANbMUT, OTC/IOEHUE™ CETYaTKM, OTEK POroBuLbl, 3aKymopka 3payka, nponanc
pafy>XHo/ 0060/104KM, TUMOMWOH, FAayKoMa, MpocayvBaHWe paHbl, rugema, atpopus pagy>kHOW
060/104KM, Nponanc CTeKN0BUAHOFO-TeNa, CMeLeHe Wi HakneH, NOJ1, onTuyeckne Hanétbl Wm
NOMYTHEHWS, OTONECKM W BTOPWMUHbIE XMPYPruyeckne BMeLUaTenbCTBa (TakMe Kak YCTpaHeHue
npocayMBaHUA paHbl, acnupauus; CTEKIOBUAHOIO Tena, MPUAIKIOMUSA, NnepeycTaHOBKa WM 3aMeHa

MO/, penapauus 0TCNOEHUS CETHATKM K 4p.).
MpepynpexaeHuns

WOJT cnefyer umnnaHThpoBaTb B COOTBETCTBUWM CO “CAEAYHOLUMMM YKasaHUAMW. ‘HenpasBuibHoe
MCNOMb30BaHVE MOXET Y 0XaTb 3L40POBbIO NaLueHTa.

He ucnonb3oBatb WO, CTEPUNbHOCTb WM Ka4ecTBO KOTOPOM HAxXOAATCS MOf COMHEHMEM B
pe3ynbTaTe NOBPeXXAEHUs YNaKoBKU.

He nbiTainTecb BUAOM3MEHATL U NePesesbiBaThYCTPOMNCTBO UM er0 KOMMOHEHTbI.

He ncnonb3oBath MOC/e UCTEYEHUS CPOKA FOAHOCTN.

He ncnonb3oBaTs 6e3 BUCKO3/1aCTUHCCKOro pacTeopa.

He 1cnonb30BaTb NOBTOPHO. [MOBTOPHOE MCMO/b30BaHNE MOXET YrpoXKaTh 310POBbIO MalMeHTa.

He ctepunmnayiite NOJ1 NOBTOPHO, MOCKOJBKY 3TO MOXET MPUBECTM K-HEXenaTefbHbIM NO60YHbIM
ahheKsam.

He UMNAGHTUPYTe NMH3Y B NepefiHION-KaMepy WM B LIMNMAPHYH GOPO3AY.

MEPBLI'TIPEAOCTOPOXHOCTMW:
« XpaHUTb NpW KOMHATHOI TemriepaType. M36eratb XpaHeHUs ApW TemnepaType Hke 5 °C 1 Bbllle

45°C. He fonycKatb 3aMOpaXKnBaHus.



Hab6op odTanbMonornyeckuii Ansi KatapakraabHol VIHCTPYKLMSA 4NSt NPUMEHEHMS

Apypruu Ans poccuiickoli deaepaunmn
m/InH3a nHTpaokynapHasd LUXSMART™ YELLOW Bepcus 2
KartnHr 9k CAC. ®paHuma /Cutting Edge SAS, 770, Pro Anbthpes, Hobens. UMmB6G/L 16 Hobesb.
France 34000 MoHnenbe, ®paHums 7/ 770. Rue Alfred Nobel.

Immeuble le Nobel, 34000 Montpellier, France

* MON W WUCNOMb3yeMbli BUCKO3MaCTUYECKNIA PacTBOpP Mepes MpoBeLeHUEM. XUPYPrUYecKoro
BMeLLIaTeNbCTBa [JO/MKHbI XPaHWUTbCA B TeyeHWe Mo KpaviHeid mepe 30 MUHYT-Rpu Temnepatype
MUHUMYM 20RC.

 ina MNNaHTauuy UHTPAOKYNAPHBIX IMH3 HEOOXOAMM BbICOKWIA YPOBEHb XMPYPrMYECKMUX HABbIKOB.
Mpexxae Yem NpUCTYNaTb K UMMNAAHTaAUUU UHTPAOKYNISPHbIX IMH3, XUPYPr AO/MKEH MPONATU MOMHbIN
Kypc 006y4eHus.

* [Nepen BCKPbITUEM 3aLLMTHON YMNaKOBKU W WHAMBUAYaIbHOMO CTEPUMBHOIO nakeTa/6/MCTepHON
YMNakoBKW cnefyeT nposepuTb Mogenb VOJT, eé onTruyeckyto cuiy 1 CPOK rogHOCTU.

» CTepunbHOCTb M3AENNA rapaHTUPYeTCH TOIbKO MpY COBMOLEHNUN 4eIOCTHOCTU UHAUBUAYAIbHOTO
CTEPU/ILHOTO MakeTa.

o ObpawlarbCs € NIMH30M CcneayeT ‘OCTOPOXKHO, YTOObI M36eXaTh™ MOBPEXAEHNA MOBEPXHOCTN WK
ranTuku.

 CnepyeT TwatenbHoO npombiTh VO neped nmnnaHTauueid. He'samauneatb 1 He npombiBaTh O/ B
Kaknx-nnbo Lpyrux pactsopax, Kpome CTepU/IbHOro cbanaHenpoBaHHOIo COeBOro pacTeopa.

* [pn ypaneHnn BUCKO3NACTMKaA C NepefHen U 3afHein NMOBEPXHOCTEN NNH3bI NOC/e UMMNIaHTauun B
KarcynapHbIN MeLoK criedyer-cobnofaTb OCTOPOXHOCTb.

* CneflyeT HafleXXHO Y6e4UTbCs, UTO IMH3a MOIHOCTLI0 MMMIaHTUPOBaHa B KancyNspHbIA MeLLOK.

* B cnyyae npoBefieHVs. 3aHel Kancy10TOMUM C MOMOLbIO Na3epa Ha UTTPUR-aIloOMUHNEBOM FpaHaTe
(YAG-na3zepa), Heo6xoanMo ob6ecrneunTb (POKYCMPOBKY Nyva nasepa HECKONbKO -N03aau 3afHei

Karcynbl.

YMNAKOBKA UWCTEPUNUN3SALUNA:

NOJT LuxSmart® nHanBuayanbHo ynakoBaHa M npefBapuTesisHO yCTaHOBAeHA B CUCTEMY A0CTaBKM
Accuject Pro-B 61MCTepHOI ynakoBke. BceyMogenn nocTaBnsloTcA B CYXoM BuAae, WU WX cnegyet
OTKpPbIBaTb-B CTEPUbHBIX YCNoBUAX. 15 0becneyeHuns otcnexusaemocTn:NOJ1 KapTOHHas Kopobka
CHabXkeHa - KapTOuKOM nauueHTa M CaMOK/IEHLMMUCA 3TUKETKaMW. -Bce mogenm cTepunnsyroTcs

OKCWAOM 3TuneHa.

YKASAHNA MO NCIMOJIb3SOBAHUIO:
1.\ Mepen onepaTVBHbIM BMELLATENILCTBOM Bpay [0/KEH OMNPEAENUTb ONTUYECKYHO CUNY JINH3bI,
NoAnexallein UMnaaHTauumn, MeToaoM BblUMCNEHMS. PeKoMeHA0BaHHbIE 3HAYeHMSt MOCTOSHHbIX A,

YKa3aHHbIE Ha KapTOHHOI7I K0p06Ke C IMH30W, ABNAKOTCA OPUNEHTUPOBOYHBIMMW.



LLIabop odtansMonormyeckuii 4nsi KatapaktaibHOW NHCTpyKUMS ana npuMeHeHns

LLVPYPIn Ans poccuiickoii degepaunm
m/lMH3a nHTpaokynapHas LUXSMARTAM YELLOW Bepcus 2
f KattuHr 9ax CAC. ®dpaHums /Cutting Edge SAS, 770, Pro Anbhpeg Hobenb, mmebnsn6 Hob6enb,
[ France 34000 MoHnenbe, ®paHuus / 770, Rue Alfred Nobel,

immeuble le Nobel. 34000 Montpellier. France

2. Mepep nmnnaHTaumen cnefyet ocMoTpeTb ynakoBky NOJ1 1 BbISCHUTL €€ MOAENb, ONTUYECKYHO
CWUNy, CPOK rOLHOCTM U HAZNeXaLlyo KOHPUrypauuio.

3. OTKpblTb KapTOHHYK KOPOOKY W OCMOTPeTb CTEPU/IN30BAHHYHD O/IMCTEPHYIO YMaKOBKY,
COAEPXKaLLY MHBEKLMOHHYIO CUCTEMY. Y6eanTech, YTO COLEPXNMOe He NOBPeXaeHO. Ybeautech B
TOM, YTO UHOPMALMA Ha ITUKETKE BIMCTEPHOIN YNAaKOBKM COOTBETCTBYET UH(POPMAaLMN HA BHELLHEN
KOPOOGOYHON YNakoBKE M Ha CaMOK/IEALLMXEHA ITUKeTKax. BCKpbITb OANCTEPHYIO YMNaKOBKY TaKuM
06pa3oMm, YTOObI YCTP<)IACTBO OCTA/IOCh B)GCTEPUILHOM TOJIe.

4. OCMOTpeTb YC3pOMCTBO M Y6eAUTbCH; YTO OHO He MNOBPEXAeHO.,JIMH3y crefyeT TuLlaTeslbHO
MPOMbITb CHaNaHCMPOBAHHBIM COJIEBLIM PAaCcTBOPOM MyTEM OMOJIAaCKUBAHWSA Yepe3 KOHUYMK KapTpuakKa
(puc, 1) 1 ¢ KoHUa 3arpy3o4Hoi kKamepel (puc. 2). Mogoxante B TedeHne 30 CeKyHA,

NHCTpYKUMM 0 TOM, Kak MONHOCTBHY MOArOTOBUTL YCTPOMCTBO K UMMNaHTaLMKU, He npukacasch K
nosepxHocT VIOJ1, cMoTpuTE HaNpUaraeMbiX pUCyHKax:

PucyHok 3. HaHect [oCTaTOYHOE KONMYECTBO BUCKO3AACTMKA Yepe3 KOHYMK KapTpuaKa.
Y6eanTbCs, YTO BUCKO3MACTUK LLE/IMKOM 3amnO/IHUT KOHUMK uHKekTopa. Mogoxaats 30 cekyHa,
PUCYHOK 4. 3aKpbITb KPbIbILLIKM 3arpy304HO/ kamepsbl. Mpu-cpabaTbiBaHMN MeXaHU3Ma (ukcaLun ¢
3aLLeNIKOM NIMH3a HaAEXHO (NKCUPYeTCs Ha MecTe.

5. BbINONHUTb UHXEKLMIO NIMH3bl B MakCMMa/lbHO KpaTdavillee BpeMsi Noc/fie MoHOIA MoAroTOBKM
NAH3bI.

6. BBECTV KOHUMK KapTpuKa B paspe3 C HaK/OHOM HAKOHEUYHWKA MHXXEKTopa, 06patéHHbIM K rnasy
nauueHTa. MNpoao/MKUTL, OCTOPOXKHO, HO HENPEPLIBHO HaXKMMas Ha NOpPLLUEHb, [0 YCTaHOBKMN /INH3bI B
KancynspHbliA MeLoK.

7. YTUNU3NPYWATE MHXXEKTOP MOC/E NPUMEHEHUS,

8. JInH3y cnepyeT UMMNaHTUPOBATb Tak,, UYTOOblI Ce MepefHsAs MOBEPXHOCTb 6blna obpalleHa K
nepefHe NEBePXHocTM rnasa. OpueHTtauus NOJT MoXeT 6bITb NPOBEPEHa BM3yaslbHbIM OCMOTPOM
ranTuky. Kak rmokasaHo Ha pUCcyHKe 5, KO[Aa ranTuyeckre BCTaBKM PacrofioXeHbl BBepxy crnpasa (/1)

1 BHU3Y ¢/ieBa (B), NepeHss CTOPOHA AMH3bI 06pallieHa K HabnogaTesio.



LLI6Gop othTabMONOrMYeCcKnin st KatapaKTa/ibHO VIHCTPYKUWS ANt NPUMEHEHNSI

Brpyprum Ans poccuiickoii defepaunm
|WH3a nHTpaokynapHaa LUXSMART™ YELLOW Bepcus 2
XattuHr 3mpk CAC. ®dpaHuusa /Cutting Edge SAS. 770, Pro Anbthpen Hobenb. Ummebisie Hobenb,
France 34000 MoHnenbe, ®paHumsa /770, Rue Alfred Nobel,

Immeuble le Nobel, 34000 Montpellier. France

puc. 1 puc. 2 puc:. 3

CneayeT ucnonb3oBaTb TO/ILKO PaCTBOP BMCKO3/1AaCTUKA-HU3KON WK cpedHen BA3KocTU. Cnepyet
MCNOMb30BaTb TOMbKO WHBLEKLUMOHHYHO CUCTEMY, MNPeA0CTaB/eHHYHD BMeECTe C npeaBapuTenbHO
3arpy>KeHHOM NMH30iM LuxSmart™.

B0O3MOXHO NpoBeAeHWE” Pa3INYHbIX XUPYPruyecKuxX BMELLATENbCTB, M XMPYPT JA0/MKEH BbIGpaTh
npouesypy, NOAXOAALLYO AN NauyeHTa.

O NtobbIX CePbe3HBIX MHUMAEHTAX, CBA3AHHBIX CYCTPONCTBOM, ClefyeT YBeLOMISTb NPOU3BOANUTENS

N KOMMETEHTHbI A rocy,qapCTBeHHbM OpraH, B KOTOPOM 3apeErncTpmpoBaH Nnonb3oBaTesb.

YTUITN3ALUNA:

YTunusaums--uHxektopa gns seefeHnsa MOJ1T fo/mkHa NPOBOANTLCA B.COOTBETCTBUM C MECTHbIM
3aKOHOJaTe/IbCTBOM 0 MEAMLMHCKMX OTX0AaX, XapaKTepusyLWMXCs,/PUCKOM  UH(MLMPOBaHNS.
NHxxekTop ana mMmnnaHtaumm MOJ1 nocpe Ncnonb3oBaHUS KnacCuuaupyeTcs Kak Knacc 0TxooB b

N [JO/MKEH ObITb YTUNN3NPOBaH B COOTBETCTBUN C CaHlMnH 2.1.3684-21.

YEJN0BNA XPAHEHNA 1 TPAHCITOPTNPOBKIA
Ycnosusa TpaHCNOPTUPOBKN:

[nanasoH Temnepatypsbl oT -10°C go +40°C 1 oTHOCKTeNbHaA BAaXHOCTb OT 85% [0 90 %.



Aabop o(hTabMONOrMYecKunii 410 KatapakraibHOi VIHCTPYKUMS ANSt NpYMEHEHUS

ncvpyprum Ans poccuiickon depepaumm

J JInH3a nHtpaokynapHad LUXSMART™ YELLOW Bepcus 2
1 KartuHr 3mk CAC, ®paHuma /Cutting Edge SAS, 770, Pro Anbthpep Hobenb, Mmmesb ne Hobenb,
France 34000 MoHnenbe, ®paHuma /770, Rue Alfred Nobel,

Immeuble le Nobel. 34000 Mentpellier. France

Ycnosusa xpaHeHus:
XpaHuUTb NpY KOMHATHOW TemnepaType. M3beratb xpaHeHWUs npu Temnepatype-Hke 5°C 1 Bblille
4A5RC. He gonyckartb 3aMOpaknBaHus.

CPOKropgHocTH
3 roga.

CPOK CJ1YXBbl:

O M>eaHa3HayeHbl 415 NOCTOSHHON MMMNaHTaLMK.

CMBOI/IbI:

YSMART - Ha3BaHue mogenu

D - AvonTpusa

1 mm (N mm) - O6wuii gnameTp

6 mm (6 MM) - ONTUYECKNIA GUameTp
¢ T - O6wmin gnameTp
¢ B- OnTunyecknii gnameTp

| S\

CepuiiHbIA HOMep

J Vicnonb3oBaTk Ao

Howmep no-Katanory

cO

[laTa nponssoacTBa

Not
[NpoussoanTenb
A-Constant (est)

A-KOHCTaHTa

CTtepunusaumsa ¢ npuMeHeHeM 3TUNeHOKCUaa

He ncnonb3oBaTh NpU NMOBPEXAEHNN YNAKOBKY



Ta60p 0hTaNLMONOrMUYECKINIA AN KaTapaKTalbHOM VIHCTPYKUMS AN NpUMEHeHNs]

/xvpypriv Ans poccuiickoii egepaumm
MwuH3a nHtpaokynsapHasd LUXSMARTAM YELLOW Bepcua 2
KattuHr 3pk CAC, ®dpaHums / Cutting Edge SAS, 770, Pro Anbhpen Hobenb, mm66ab e Hobenb,
France 34000 MoHnenbe, PpaHuus /770, RueAlfred Nobel,

Immeuble le Nobel, 34000 Mentpellier. France

He ncnonb3oBatb NOBTOPHO

He cTepunnsosaTb NOBTOPHO

J TemnepaTypa XpaHeHus OT +5RC

T Mepen npumeHeHeM cregyeT 03HAKOMUTLCS C MHCTPYKLMeN [ NPUMEHEHMIO

CC cec HOMEpPOM MPOBEPAIOLLEr0.YUPEXAEHNSA - NOATBEPXKAAEeT COOTBETCTBME C HOpMamn EC
X OcTopoXkHO! O6paTUTECh K MHCTPYKLUMM NO NPUMEHEHNIO

Cutting Edge SAS, 770;:Rue Alfred Nobel, Immeuble'le Nobel, 34000 Montpellier, France /
KattuHr 3mk CAC, 770, Pro-Anbdpes Hobenb, MIMmébns n€-Hobenb, 34000 MoHnensbe, dpaHums

OPTAHN3ALUNA, YIMTOJIHOMOYEHHAA HA~ TPUHATWUE TMPETEH3UWN  OT
NOTPEBUTENEWN:

OO0 «bayL Xenc»,

Poccus, 115162, r. Mocksa, yn. LLlabonoska, 4. 31,¢Tp. 5

Ten.: +7-495-510-28-79

XapaicrepiicTHKH Accuject Pro

BHYTpeHHWIA AnamMeTp rofoBKM HaKOHeYHMKA KapTpympka 1,38 + 0,05 mm

BHeLUHWIA AnameTp HaKOHeYHMKa KapTpuaka 1,66 + 0,05-Mm
Yron cpe3a HakoHeyHuKa 45 + 2°

O6Laa aAnvHa 151 + 0,1’ Mm
[NHa 3arpy304HON Kamepbl 18,51 Mm
LLInpunHa 3arpy3o4Hori kamepbl (1) 1353+ 0.04 mm
HanHa Kopnyca 95.77 + 0.05 mm
LLinpuHa Kopnyca (1) 35.025 £ 0,03 mm

LLinpuHa Kopnyca (2) 8.046 + 0.03 mm



/Habop opTaibMONOrMyecKnii 4 KarapakranbHO
Ixvpyprum
UlnHza nHtpaokynsapHasa LUXSMART™ YELLOW

KattmHr 3mk CAC. ®paHuma /Cutting Edge SAS,
France

AnnHa MNopLuHs

LLInpuHa MopiuHs (1)

LLInpuHa MopLuHs (2)

LLInpuHa MopLuHs (3)

AnnHa CUNMKOHOBOIO HaKOHEUYHMKA
LLInpnHa CUIMKOHOBOIO HakoHeYHuKa (1)
LLInpnHa CUAMKOHOBOIO HaKoHeYHMKa) (2)
[OnvHa HakoHeYyHMKa KapTpuaxa
LLInpnHa HakoHeuHnKa KapTpumka (1)
LLInpnHa HakoHeYHMKa KapTpumka(2)

Ycunue HaXkatusa Ha nopLleHb

CTVKep ANs Kap FOHHOW yNaKoBKY
b
LT

WVHCTpYKUmA anst npyMeHeHnst

NS poccuiickoi depepaunm

BepcuaA 2

770. Pro Anbthpeg Hobenb, iImmBGIbL 16 Hobenb,

34000 MoHnesnbe, ®paHums 1770, Rue Alfred Nobel,

Immeuble le Nobel. 34000 Mentpellier. France

106.88 £+ 0.05 mm
14.927 £0.07 mm
5.483 + 0.03 mm
1.755 + 0.03 mm
10.05 + 0.05 mm
2.348 £ 0.04_mm
3.532 + 0,04'mm
29.11 £0,08 mm
10.231. +0.04 mm
5.537.£0.04 mm
20N+ 2.2 N
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Poccuitckaa depgepaumns
["opoa MockBa
BToporo aBrycTa ABe ThicsiuM ABaguaTb BTOPOro roga

A, AnexvH EBreHunini BnagmmupoBuu, HoTapuyc ropoga MOCKBbI,~ CBUAETENLCTBYHO
NOAJ/IMHHOCTL NoAnucK nepesogynka TapaH puHbl BOPUCOBHBI.

Mognuck caenaHa B MOEM MPUCYTCTBUMN.

JIn4HOCTb NOANMCABLUErO LOKYMEHT YCTAHOB/IEHA.

3apeructpupoBaHo B peectpe: No 57/171-H/77-2022-10-2599.

YnnayeHo 3a COBepLUEHMEe HOTapuanbHOro aectems: 400 py6. 00 kon.



Ophthalmic kit for cataract surgery Instructions for use

LUXGOOD™ YELLOW Intraocular lens for the Russian Federation
version 2
Cutting Edge SAS, France 770, Rue Alfred Nobel, Immeuble le Nobel, 34000

Montpellier. France

BAUSCH4 LOMB

Instructions for use

Ophthalmic kit for cataract;surgery in the following versions LUXGOOD™;

W\'i

CUTTING EDGE
Immeuble le Nobel
770 me AlfrechNobel, 34000 MONTPELLIER
TeL: (33) (0562 24 64 64 mFax (33) (0)562 24 64 66
SASaucapMI(k2353006uras e RCS Minipdiler 800733254

Ne TVA/VAT: FR 43 800 783 284 Je aoussigné. .NolairaasaocU
ACASTANET-TOLOSAN (Hte Gnj) Vertifre et atteste
Approved by: que la signature‘d-Oes”'s
6rnane bten de
qui a apposde'en ma p[esence
Castenet-Tolosan. [

28 K. 202
Sandrine BONACHE
CUTTING EDGE SAS
Quality and Regulatory Affairs Manager



instructions for use

for the Russian Federation

vereion 2

770, Rue Alfred Nobei, immeubie le'Nebel, 34000
Montpellier, France

Ophthalmic kit for cataract surgery
LUXGOOD™ YELLOW intraocular lens

Cutting Edge SAS, France

ASPHERIC LENS
Model LuxGood™" (LUXCOODM yellow prcloaded hydrophobic lens)

LUXGOOD™, consisting of: I. Intraocular lens LUXGOOD™ YELLOW 2( Delivery system for
intraocular lens implantation (Accuject Pro disposable) 3. Instructions for use

DESCRIPTION: The LuxGood™ intraocular lens (IOL) is a single-piece ultraviolet (UV)
absorbing posterior chamber IOL developed to replace the natural crystalline lens in pseudophakic
adult patients. The IOL has aspheric optics. The lens is provided sterile’and is designed to be folded
prior to insertion in the eye and implantation in the capsular bag. The preloaded intraocular
LuxGood™*" lens is supplied with @n Accuject Pro Delivery Systemito provide a touch-free method

of delivery of the lens into the capsular bag.

PHYSICAL CHARACTERISTICS:
Lens / Haptic Material Foldable hydrophobic acrylic copolymer containing a

UV absorber and a blue light filtering chromophore.

Optictype
Index of Refraction when in the eye at 35@C
Spectral transmittance

A-Constant:

Aspherfc
1,540
10 % at 396,7 nanometers for +20,0 Diopter

Opticalbiometry, SRK/T 119,2
Applanation A-scan, SRK/T 118,8
Body Diameter 6,0 mm
Overall Diameter 11,0mm
Haptic Angle 0)

Optical Power

+0,00 D to +10,00-D with 1,0 D increment
+10,50 D to +34/00 D with 0,5 D increment

Sp*clficBtk>n
Poww Rang* Totorancaa
+00.00 0 te-+15.000 10 300
+151004¢0+25000 +0400
+25100t0+30000 10 500

>+30000 HOOD



Ophthalmic kit for cataract surgery Instructions for use

LUXGOOD™ YELLOW intraocular lens for the Russian Federation
_ version 2
Cutting Edge SAS, France 770, Rue Alfred Nobel. Immeuble le‘Nobel, 34000

Montpellier, France

INDICATIONS:
The posterior chamber lens is indicated for the visual correction of aphakia with or without pre-
existing comeal astigmatism secondary to removal of a cataractous lens in‘adult patients. These

devices are intended to be placed in the capsular bag.

MODE OF ACTION:

LuxGood™ IOL positioned in the capsular bag acts as a refractive medium to correct aphakia.

CONTRA-INDICATIONS ANDIWARNINGS:

Contra-Indications

Physicians considering lens implantation in any of the following circumstances (but not limited
to) must weigh the potential risk~eneflt ratio: uncontrolled positive pressure (glaucoma), recurrent
severe anterior or posterior segment inflammation or uveitis; patients in whom the IOL may affect
the ability to observe, diagnose, or treat posterior segment diseases; surgical difficulties increasing
the potential for complications (such as but not limited to: persistent bleeding, significant iris
damage, uncontrolled.positive pressure, or significant vitreous prolapse or loss); distorted eye due
to previous trauma or developmental defect in which.appropriate support ofthe IOL.iSnot possible;
circumstances that‘would result in damage to the endothelium during implantation; patients in
whom neither the (posterior capsule nor zonule are intact enough to provide support; suspected
microbial infection.

Possible adverse events

As with any‘surgical procedure, there is risk_involved. Potential complications of cataract surgery
may include, but are not limited to the following: inflammation/infection.potentially due to adverse
reaction te-device materials; complications usually associated with intraocular lens implantation
including: Posterior capsule opacifieation (secondary cataract), “inflammation (iridocyclitis,
pupillary/cyclitic membrane, vitreous-inflammation, CME, TASS i), comeal endothelial damage,
endophthalmitis, retinal detachment, comeal edema, pupillary block, iris prolapse, hypopyon,
glaucoma, wound leak, hyphema,“iris atrophy, vitreous prolapse, IOL decentration or tilt, IOL
optic deposits or opacities, glistenings and secondary surgicalntervention (such as but not limited
to wound leak repair, vitreousaspiration, iridectomy, IOL repositioning or replacement and retinal

detachment repair, etc.).



Ophthalmic kit for cataract surgery Instructions for use

LUXGOOD™ YELLOW intraocular lens for the Russian Federation
) version 2
Cutting Edge SAS, France 770, Rue Alfred Nobel, Immeuble le‘Nobel, 34000

Montpellier. France

Warnings

The IOL must be implanted in accordance to the following instructions for use..Improper use may
impose risk to the patient’s health.

Do not use if product sterility or quality is thought to be compromised dueto damaged packaging.
Do not attempt to modify or alter the device or any of its components.

Do not use after expiration date.

Do not use without viscoelastic solution.

Do not reuse. Reuse may impose serious risk to the patient’s health.

Do not resterilize as this can produee undesirable side effects.

Do not implant the lens in the anterior chamber or in the ciliary sulcus.

PRECAUTIONS:

» Store at room temperature/Avoid temperatures below 5°C and above 45*C. Do not freeze.

* The LuxGood™ IOL and the viscoelastic solution used should be stored for at least 30 min at
minimum 20°C before surgery.

* A high level of surgical skill is required to implant_intraocular lenses. Surgeon should be fully
trained before attempting to implant intraocular lenses:

» The IOL model, its'power and expiration date should be verified before opening-the protective
packaging and before opening the individual sterile pouch/blister.

o Sterility of thedevice is guaranteed onlyifthe individual sterile pouch/blister has not been
opened or damaged.

 Handle the lens carefully to avoid surface-orhaptics damages.

» The IOL~must be carefully rinsed priorto implantation. Do not soak gr-rinse the IOL with any
solution/other than sterile balanced salt-solution.

» Care.should be taken to remove all “viscoelastic from the anterior-and posterior surfaces of the
lens after implantation in the capsular-bag.

» Care should be taken to verify that;the lens is fully implanted into‘the capsular bag.

«IfaYAG laser posterior capsulotomy is performed, assure that the laser beam is focused slightly

behind the posterior capsule.
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PACKAGING / STERILIZATION:

The LuxGood™ IOL is individually package preloaded in an Accuject Pro delivery system in a
blister. All models are supplied dry and should be opened under sterile conditions. A patient card
and self-adhesive labels are supplied in the carton to provide traceability of,the IOL. Alt models

are sterilized by Ethylene Oxide.

DIRECTIONS FOR USE:

1 The physician should determine preoperatively the power of the’lens to be implanted, using
calculation methods. TTie recommended A-constants listed on the lens carton are guidelines only.
2. Prior to implanting, examine the lens package for model, power, expiration date and proper
configuration.

3. Open the carton and inspect the sterilized blister containingthe lens and the injection system.
Make sure it is not damaged..Verify that the information on the blister label is consistent with the
information on the outer hox and the self-adhesive labels.)Peel open the blister and transfer the
device onto the sterile field.

4. Inspect the device .and make sure it is intact. The lens should be rinsed thoroughly by flushing
balanced salt solution-through the tip of the cartridge (FIG. 1) and from the end of the loading
chamber (FIG. 2). Wait for 30 seconds.

Please refer to the enclosed figures to fully prepare-the device before implantation, taking care not
to touch the 0L

FIG. 3: Apply-a generous amount of viscoelastic through the tip of the cartridge. Ensure that the
viscoelastic fully fills the injector tip. Wait:-for,30 seconds.

FIG. 4: Clase the wings of the loading chamber. When the “click-lock” ‘mechanism is engaged,
the lens is.securely in place.

The lens:is ready for implantation.

5. Inject the lens in the shortest possible time after fully preparing the lens.

6. Insert the cartridge tip in the incision with the bevel of the ‘injector tip facing down to the
patient's eye. Proceed by pushing-the plunger forward smoothly-but continuously until the lens is
delivered into the capsular bag:

7. Discard the injection device.

8. The lens is to be implanted with the anterior side of the lens facing up towards the anterior side

of the eye. The orientation of the IOL can be verified by visual inspection of the haptics. As
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illustrated in FIG. 5, when the haptic insertions are top right (A) and bottom/left (B), you are
looking at the anterior side of the lens.

FIG. FIG 2 FIG. 3
B
B
b>
«
M
© ND N B
FIG. 5 FIG. 6

Only viscoelastic solution of low to medium viscesity should be used. Only thetinjection system
provided with the-preloaded LuxGwkI™" lens should be used.

There are various surgical procedures that(Can be utilized, and the surgeon should select a
procedure thatuis appropriate for the patient.

Any serious-incident involving the device should be notified to the manufacturer and the competent

authority‘ofthe Member State where the user is established.

RECYCLING:

Disposal of the injection system should be done in compliance with/the local regulation of waste
from health-care activities characterized by risk of infection.

After use, the injector for IOL implantation is classified as waste-class B and must be disposed of
in accordance with SanPin 2.1,3684-21.
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STORAGE AND TRANSPORTATION CONDITIONS:

Transportation conditions:

Temperature range from -10°C to +40°C and relative humidity from 85% t0:90%.
Storage conditions:

Store at room temperature. Avoid temperatures below 5°C and above 45°C. Do not freeze.

EXPIRY DATE:

3 years.

LIFETIME:
IOL is intended to be permanently implanted in the body.

SYMBOLS:

YGOOD - Model name
D - Diopter

11 mm - Overall diameter
6 mm - Optic diameter
®T - Overall diameter

® B - Optic diameter

Serial;number

. Use before

Catalog number

cE|

Date of manufacture

N
(I Lot

mJ Manufacturer

A-Coastait (est)



Do not resterilize

n Storage temperature from-+58C

O 5 Y oushould read the-instructions for use before use

C€ CE with the number.of the inspection institution ~confirms compliance with EU
regulations

“  Carefully! Referto instructions for use

Cutting Edge SAS, 770, Rue Alfred Nobel, Immeuble le Nobel, 34000 Montpellier, France

ORGANIZATION AUTHORIZED TO ACCEPT CLAIMS FROM CUSTOMERS:
Bausch Health-kLC, Shabolovka St. 31, Bid..5, Moscow, 115162, Russia,
Tel.:+7-495-510-28-79.

Specifications of Accuject Pro

Inner-diameter at the head of the Cartridge tip 1.38 £ 0,05 mm
Outer tip diameter at the head of the, Cartridge tip 1.66 + 0,05 mm
Angle at the head of the tip 45 +£2°

Total length 151 £0:1 mm
Lenght of the Loading Chamber 185+ 1.0 mm
Width of the Loading chamber (1) 13,53 £0.04 mm

Lenght of the Handpiece 95.77 + 0.05 mm



Ophthalmic kit for cataract surgery
=LUXGOOD™ YELLOW intraocular lens

Cutting Edge SAS, France

Width of the Handpiece (1)
Width ofthe Handpiece (2)
Lenght of the Plunger

Width of the Plunger (1)
Width of the Plunger (2)
Width of the Plunger (3)
Lenght of the Silicone tip
Width of the Silicone tip (1)
Width of the Silicone tip (2)
Lenght of the Cartridge tip
Width of the Cartridge tip (1)
Width of the Cartridge tip (2)

770. Rue Alfred Nobel,

Instructions for use

for the Russian Federation

35.025 + 0.03 mm
8.046 = 0.03 mm
106.88 £ 0.05 mm
14.927 £0.07 mm
5.483 £0.03 mm
1.755 + 0.03 mm
10.05 £ 0.05-mm
2.348 + 0.04'mm
3.532 +0.04 mm
29.11 £0.08 mm
10.231°£0.04 mm
5.537 £0.04 mm

version 2

Immeuble le‘Nobel. 34000

Montpellier, France

Pressing force on the plunger Injection force 20N+2,2N

Carton sticker of LuxGood™'/?
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Ha6op O(pTaﬂbMOHOFMHeCKMVI ons KaTapaKTaﬂbHOVI MHCprKU'Mﬂ ANd-npUMeHeHns
NSt poccuiickoi degepaunm

XVpyprum
Miow nkrpaokynapHa* LUXGOOD™ YELLOW Bepcua 2
KartHHr 3px CAC, PpaHuua / Cutting Edge SAS, 770, Pro Anbpeg Hobenb, MMmC6nb 16/ Hobenb, 340(FO
France MoHnenbe, ®paHuusa / 770, Rue Alfred Nobel. Irameuble le

Nobel, 34000 McMitpeUier, Fnrace

BAUSCH-FLOMB

VHCTPYKUUSA ANS NMPUMEHEHUS

Habop othTalbMONOrMYeCKUiA ANS KaTapaKTa/lbHOW XUpyprnv

B BapunaHTe ncnosHeHna LUXGOOD™

«KATTUNHT 30K»
Wvabns M Hobenb
770 pto Anbthpen Hobenb. 34000 MONLESbH
Ten.; (33) (0)5 62 24:64 64 - dakc: (33) (0)5 62 24 64 66

AO yigxMucHHoro-TuMa, ycTaBHbIA Kanntas - 286 309 eBpo HacriMiuHM 5. HwkenogfiucasLumiics:
Wi; FHCTpaunoHHbIA-HOMep B TOProBo-MPoMbILLIIEHHOM PeecTpe HOTapuyC B KOMMYyHe
r MoHnenbe 800 783284 HsopraHusauyv B HC/nnaTenbLLmKa KACTAHE-TO/I03AH (Or-I"apoHH). yA0CToBepsito

HAC: FR43 800 783 284 M MOATaEPXKAalo, YTO /UMEIOIAsCS Ha  3TOM
OKYMEHTe MOoANMCb MPUHAGNEXUT r-ace.
yTBep)quHO: fl'l (IftyJ JJ. ) (%) H 6bln1a NocTaa.TeHa
<pofnvcaHo> 28 KOJ1A 2022 T. Cl0 B MOEM MpHCYTCTauH.

KacTaHe-TonosaH. 28 HO1H2022 .

CaHp,pl/lH BOHALLI K] E>eH)a CAJIEC KACT AHH-TOJ103/TH
< . , X

«KATTUHI 2 A)K CAC» “ E)_yrrgng:e)::aTb ja HOTapuyc B KOMMYHe

PyKOBOAMTENb OT/E/NA KaYecTBa U OTAENA

HOPMATVBHO-NPABOBOIO PEryMpoBaHis JHCTN>



Habop ogtaibMOonorMyeckuin ans KarapakraibHOM
XVpypram

JInH3a vHTpaokynapHada LUXGOOD™ YELLOW
KartuHr 9mpx CAC, dpaHums /Cutting Edge SAS,
France

NHCTpyKUmMA ana npumMeHeHns

Ansa pocculiickon degepaunm

Bepcua 2

770, Pro Anbhpeg Hobenb. Mimme6sb N6 Hobenb.
34000 MoHnenbe. ®paHums /770, Rue Alfred Nobel,
Immeuble le Nobel. 34000 Montpellier. France

ACOEPNYECKAA TIMH3A

LuxGood/N'/A* 1TlapocobHas nuH3a

Mopenb

LUXGOODM)

(xkentaa npeABapuUTeNbHO  3arpyXeHHas

LUXGOOD™ B cocTaBe: 1 JInH3a nHTpaokynsapHas LUXGOOD™ YELLOW,2. Cuctema noctaBku
ANA UMMNAaHTauuMm  MHTPaoKynsapHbiX NnH3  (Accuject Pro ogHopasoBas) 3. VIHCTpyKuus o

NPUMEHEHUIO.

OMNMMCAHWE:

WHTpaokynspHas nuH3a (LNOJ) l.uxGood™ npefctaBnseT co60i MOHONUTHYHO 3aAMEKAMEPHYHO
MO, nornowatow>10 ynbTpadmonetosoe (Y®) usnyyeHve,-MpegHa3HaYeHHY0 AN 3aMeHbl
eCTeCTBEHHOW /IMH3bI XpyCTa/MKa Yy RceBA0taKMYHbIX B3POCbIX AalneHToB. O LuxGood™ nmeeT
acthepnyeckyto onTuky. JInH3a CTepunbHa 1 CKNaAbIBAETCA MNepes BBeAeHNEM B [/1a3 1 UMNaHTaL e
B KancynspHbll MewoK. [peaBapuTeNnbHO 3arpy)XeHHas “MHTpaokynspHas nuH3a LuxGood™
MOCTaB/IAETCA C CUCTEMON AOCTaBKM Accuject Pro, obecreuviBatolein 6eCKOHTaKTHYHO [OCTaBKy

NINH3bI B KarncyNspHblli MeLLOK.

PUNSNYECKUE XAPAKTEPUCTUKN:
Martepuan NnH3bI Cn6Knin rnapodo6HbIA CONOMUMED akpuna,
cofepXaLuin nornoTuTenb Y ®-ngnyyeHus u
xpuMogop. GUNbTPYIOLLMIA CUHNIA CBET.
Achepnyeckas

1,540

dopma NoBEePXHOCTU ONTUKN
VHaekc pedpakuun B rnasy npu 35 °C
CnekTpanbHbIi 'KO3h(MLUMEHT NPOMYyCKaHUs 10 % npu 396,7 HM aas-+20,0 auonTpuii

A-KOHCTaHTa:

Onrunyeckas 6uometpus, SRK/I'
AnnnaHaumoHHoe A-ckaHuposaHue, SRK/T
OnTnYecknin gnametp
O6wuin fuameTp
ranTuyeckuii yron

OnTuyeckas cuna

119,2
118,8
6,0 MM
11,0 mm
0°
+0,00 go +10,00 auonTpwnii ¢ warom 1,0 gnonTpum

+10,50 go +34,00 guonTpuii ¢ warom 0,5 gnonTpum



ITHa6op ohTasbMONOTMUYECKINIA ANA KaTapaKTa/lbHOw VIHCTPYKLMS ANS NPUMEHeHNs!

/xvipyprim Ansa poccuiickoii degepaunn
JInH3a nHTpaokynapHaa LUXGOOD™ YELLOW Bepcua 2
KattnHr 3pk CAC. dpaHums /Cutting Edge SAS, 770. Pro Anbthpep Hobenb. Imm66146ne Hobens.
France 34000 MoHnenbe, ®paHuma /770, Rue Alfred Nobel.

Immeubie le Nobel, 34000 Montpeltier. France
- .- CueuHpukaubla ==\
[VonTpuiiHbIA psg Lonycku
ot +00,00 D go +15,00 D +0,30 D
ot +15,10 D go +25,00 D 0,40 D
ot +25,10 D go +30,00 D +0,50 D
>+30.00 D +1,00 D

NMOKA3AHNA:
3agHeKamepHas IMH*" nokasaHa [ANsi.BW3yasbHON KOpPeKumy adakiy y B3POC/bIX MaLMEHTOB C
[00MepaLyOHHbIM POroBUYHbLIM acTUrMaTaMoM (MK 6e3 Hero), BO3HMKLLIVM B pe3ynbTaTe yaaneHus

KaTapaKTHOro XpycTanuka. JInH3bl ApeaHa3HaueHbl Ans UMMNAaHTaLMN B Kancy/bHbIA MELLOK.

PEXWVM PABOTbI:
NON LuxGood™, pasmelleHHasi B Karcy/nspHOM MeLLKe, AECTBYeT KakK mpenomnstowas cpega c

Lie/Tbl0 KOpPeKUummn adhakunu.

MPOTUBOMOKASAHUA N NMPEOOCTEPEXEHWUA:

Mpo31BOMOKa3aHMS

C BpaueGHOIi TOUKM BPEHNS, NPU IOGOM 13 Ceayrotinx 06CToATeNbCTB (HO HE OrPaHNYMBAsACH 3TVM)
cneflyeT OLUEHMBaTh COOTHOLIEHME MOTEHLMANbHBIX PUCKOB M MPEeUMMYLLECTB: Hemoaaatolleecs
KOHTPO/MIO MOBBILLIEHHOE BHYTPUINas3Hoe [AaeneHve (FNaykoma); peuuavBrpylollee  TSXKEenoe
BOCMasieHNe NEPEAHEro WM 3afHero CerMedTa WM YBEWT; MauMeHTbl, Y- KOTopbiX WOJT MoxeT
MOBNMATL HACMOCOBHOCTL HABMIOAATh, “AMaNOCTUPOBAaTL WM NleUnTh: 3a00MEBaHNS 3a[HEr0
CerMeHTa: XWUpYpruyeckne TPYAHOCTU C TIOBbILUEHMEM MOTeHUMana [/ OCNOXHEHU (Takux Kak
MOCTOSIHHOE KPOBOTEUEHME, CYLLIECTBEHHOR NOBPEX/eHNe PaLy>KHON 06070UKM, HEKOHTPONMPYEMOE
MONOXWUTENbHOE AaBMIEHNE WM CYLLECTBEHHbI Nponanc Uan noteps -CTeKNOBUAHOIO Tena v ap.);
Aedopmalivg rnasa BCNeACTBUE MpefLlecTBOBaBLUEl TpaBMbl WK AedeKTa pasBuTUs, B pesynbTaTe
KOTOPBIX Hafnexalas gukcauus OJS CTaHOBUTCS HEBO3MOXHOIA; ©6CTOSTENbCTBA, KOTOPble MOTYT
MPUBECTN K MOBPEX/EHNIO SHAQTENS B MPOLIECCE MMNNAHTALMIA; NALMEHTbI, Y KOTOPbIX HU 3afHSss
Kamepa, HU MOSICOK HEeA0CTaTOUHO Liefbl A/s o6ecrnedeHns UKcauun; nofo3peHne Ha MUKPOBHYHO

NHDEKLUMIO.



Ha6op oranbMonormueckuii ansi K3rapaktanbHol VIHCTpYKUMA Anst NpYMeHeHUs!

XVpyprum 4nsa poccuiickoin Pefepaunm
JInH3a nHTpaokynapHaa LUXGCX)D™ YELLOW Bepcus 2
KatmuHr 3px CAC. dpaHums /Cutting Edge SAS, 770, Pto Anbthpep Hobenb, Mimvebabs' e Hobensb.
France 34000 MoHnenbe, PpaHums /770, Rue Alfred Nobel,

Immeuble le Nobel. 34000 Montpellier. France

B03MOXHbIe HeXenaTesbHble IBNeHUs

Kak 1 npu nto6oM XMPYprvyeckom BMeLaTe/IbCTBe, MMEET MECTO pUCK. MoTeHLMaAbHbIe OCOXHEHMS
XMPYPrUYEcKoro feYeHns KatapakTbl MOFYT BK/KOUYaTb, HO HE OrpaHWuYMBaTLCA CNEAYIOLLMM: PUCK
BOCMA/IEHNS UM UH(ULMPOBAHNS B pe3y/bTaTe HeXenaTeflbHON peakLun Ha maTtepuanbl, BXOAsLLME
B COCTaB /MH3bl; OCNOXHEHWUs, TMOTEHUMANLHO CBSI3aHHbIe C  MPOUEAYPOi  MMMNaHTaLUuUm
VH TPAOKYNSIPHBIX /INH3, BKNKOUas: NMOMYTHEHMUE 3aaHeli Karncy bl (BTOPUYHAST KaTapaKTa), BOCMaeHue
(MPHAOUMKANT, 3paykoBas/UMKIN3HAs MeMBpaHa, BOCMaNeHNe CTEKNOBMAHOIO Tena, LMCTOMAHbIN
MaKy/fSIpHbIA  OTCK, TOKCWYHbIA CUHAPOM MNepeaHero CermeHTa...), ~KOpHeaslbHoe MOoBpeXaeHe
3HA0TeNUs, HAOMTANbMUT, OTC/IOEHWE CETYATKM, OTEK POrOBMLbl. 3aKyropka 3pauka, Mmposarc
Pafly>kHO 060/104KM, TUMOMMUOH, FAayKoMa, MPOcayMBaHWE paHbt, rMgema, aTpohus paayXHo
060/104KKN, Mponanc CTEeKNOBW/LLOro-Tena, CMeLLeHne Wi HaknaH VIOJ1, onTuyeckne HanéTbl Unu
MOMYTHEHUsl, OTGMECKM W BTOPUYHbIE XMPYPrUYECKMe BMeLLATeNbCTBa (TakMe KaK YCTpaHeHue
npocayvBaHns paHbl, acnMpaLys;CTEKNOBUAHOIO Tena, MPUASKTOMMS, NepeycTaHoBKa MM 3aMeHa

NOJ1. penapaums OTCMOEHNUA CETHaTKN 1 ap.).
MpefoynpexaeHus

WO/ cnepgyeT MMNIaHTUPOBaTL B COOTBETCTBUM CO “CAEAYIOWUMW yKasaHUAMU. HenpasunbHoe
NCMO/b30BaHNE MOXKET YFPOXKaTb 3[40PO0BLIO MaLMeHTa.

He wucnonb3oBatb WIOJ, CTepunbHOCTb WM KavyeCTBO KOTOPOM HaxoasdTcs Mnog COMHEHWEM B
pe3ynbTare NoBpeXAEHNS YNakoBKU.

He nbiTaiiTecb BUAOU3MEHATL WX NepesenbiBaTb YCTPOUCTBO UM €r0 KOMMOHEHTLI.

He ncnonb3o0BaTh AOC/E UCTEYEHUS CPOKA FOAHOCTH.

He ncnonb3oBaTk 6e3 BUCKO3/1aCTUYECKOro pacTsopa.

He ncnonb3oBaTb NOBTOPHO. MMOBTOPHOE MCAOMbL30BaHME MOXKET YIrpoXKaThk 340P0BbLI0 NaLMeHTa.

He ctepunuayiite NOJT NOBTOPHO, NMOCKOALKY 3TO MOXET MPUBECTU K-Hexenate/lbHbIM NO60YHbIM
apexTam.

He UMRAGHTUPYIiTE NMH3Y B NepeaHiok_Kamepy Wnv B LnnapHyto 60po3ay.

MEPBIFTTPEOOCTOPOXHOCTW:
» XpaHUTb NP1 KOMHATHOI TeMAEpaType. V36eraTb XpaHeHus Apy TemnepaType HUkKe 5 X 1 Bbille

45*C. He gonyckaTtb 3aMOpaXnBaHuA.



/Habop ohTanbMONorM4ecKnin 4ns KatapaktaibHON VIHCTPYKUMS ANs NpUMEHEHNS

XUpyprum ANna poccuiickon degepamm
JInH3a nHTpaokynapHaa LUXGOOD™ YELLOW Bepcua 2
KartuHr 3mk CAC, ®paHuus /Cutting Edge SAS. 770. Pro Anbthpen Hobenb, IMMe6ie e Hobenb,
France 34000 MoHnense, ®paHuusa /770, Rue Alfred Nobel,

immeuble le Nobel. 34000 Montpeliier. France

* MO W WUCMOMb3YEMbIA BMCKO3NACTUYECKUIA pacTBOpP nepes MpPOBeAEHNEM FXMPYPruyecKoro
BMeLLaTeNbCTBa [O/KHbI XPaHUTLCA B TeyeHWe Mo KpalHelr Mepe 30 MUHYT ‘Apyv Temnepatype
MUHUMYM 20RC.

* [INA MNNaHTaLMM MHTPAOKYNAPHBIX NIMH3 HEOOXOAMM BbICOKMI YPOBEHb XUPYPrUYECKMX HaBbIKOB.
Mpexze Y4emM NPUCTYNaTb K MMMIAHTaUMN UHTPAOKYNAPHBIX NNH3, XUPYPr BO/HKEH MPOATU NOJHbIIA
Kypc 006yyeHms.

* [Mepes BCKPbITUEM 3aLUMTHON YMNaKOBKM™“N WHAMBUAYA/IbHOrO CTEPUABHOIO MakeTa/6/MCcTepHOM
YMNakoBKW CcnefyeT NpoBepuTb Mogenb MOJI. eé onTUYecKyto Culy 1 CPOK rOAHOCTHU.

» CTepubHOCTb M3AeNnsi rapaHTUPYETCH TONbKO Npu COBMOAEHNN LENOCTHOCTU UHAMBUAYANbHOMX)
CTEPWUNBLHOIO MakeTa.

» ObpaLaTbCa C NIMH30M CNefyeT-0CTOPOXKHO, YTOObI M36eXaTk TOBPeXAeHUA MOBEPXHOCTU WK
ranTuKu.

» Cnepyet TwatensHo npomblTe-OJT nepes umnnaHTaumein. He.3amaumsaTb 1 He npomMbiBath O/ B
KaKnx-nnbo Apyrux pacTsopax,.KpoMe CTepu/ibHOro cbasaHeupoBaHHOr0 COIEBOr0 pacTBopa.

* [py yganeHnn BUCKO3NacTKa C nepefHein 1 3a4Heldl NOBEPXHOCTEN NIMH3bI NOC/e UMMIaHTauum B
KancyapHbI MeLOK CnegyeT co6/104aTb OCTOPOXKHOCTS.

» CneflyeT HafeXXHo y6enTbCs, YTO NIMH3a NONHOCTLIO UMMNIAHTMPOBaHA B KamnCynspHbIA MeLLOK.

* B cnyyae npoBeieHNs 3aiHel KancynoToMUM C MOMOLLBIO na3epa Ha UTTPU-aIlOMURMEBOM FpaHaTe
(YAG-nasepa), HeobxoaMmo obecneuntb (DOKYCMPOBKY fy4ya Na3epa HECKO/IbKO- M03aan 3afHel

Kancy/bl.

YIMNAKOBKA W-CTEPUJTN3AUNA:

O LuxCood™*™ nHamemnayansHO ynakoBaHa 1 npefsapuTeNibHO YCTaHOBAEHA B CUCTEMY [0OCTaBKM
Accuject Pro“B 6/n1mMcTepHO yrnakoBKe. Bee Mogeny MoCTaBiSOTCA B CYXOM BuUAe, U WX cnepyet
OTKPbIBaTb_B/CTEPU/IbHBIX YCNOBUAX. Ong-06ecneyeHuns otcnexnsaemocTit OJ1 kapToHHas Kopobka

CHabXXeHa KapTO‘-IKOM nagneHTa N CaMOKMeoLWNMNCA 3TUKETKaMN.

YKASAHNA MO NCIMOJIbSOBAHWIO:
1 -~Flepen onepaTMBHLIM BMELLATEALCTBOM Bpay [O/MKEH OMPEAENNTb OMTUYECKYHD CUY JINH3bI,
nogsiexallein MMNIaHTaLum, METOAOM BbIUMCIEHNS. PEKOMEHAOBAHHbIE 3HAYEHUSI MOCTOSIHHbIX A,

YKa3aHHbIE Ha KapTOHHOVI K0p06Ke C NMH30M, ABNAKOTCS OPUNEHTUNPOBOYHLIMN.



1Ha6op othTanbMONOrMYecKnii 4nsi KatapakTaibHoM VIHCTPYKUMS ANsi NPYMEHEHMS

XVpyprum NS poccuiickoii degepaunn
JInH3a nHtpaokynapHaa LUXGOOD™ YELLOW Bepcus 2
KartuHr 3mpk CAC, ®paHums /Cutting Edge SAS, 770, Pro Anbthpea Hobenb. mme6nb n6 Hobenb,
France 34000 MoHnenbe, ®paHums /770, Rue-Alfred Nobel,

Immeuble le Nobel. 34000 Montpellier, France

2. MNepen vmnnaHTauuelr cnegyeT oCMOTPeTb ynakoBky VIOJT 1 BbISCHUTL €& MOAENb, ONTUYECKYHD
CWNY, CPOK rOAHOCTM W Haf1eXallyo KOH(Urypaumio.

3. OTKpbITb KapTOHHYK KOPOOKY W OCMOTPETb CTEPU/IN30BaHHYI O/IACTEPHYIO YMaKOBKY,
COZEPKALLYI0 UHBEKLMOHHYIO CUCTEMY. Y 6eMTech, YTO COLEPXKMMOE He NOBPEeXeHo. YbenmTech B
TOM, YTO MH(OpMaLMA Ha 3TUKETKe 6/IMCTEPHOI YNakOBKM COOTBETCTBYET UHOPMaLMN Ha BHELLHEN
KOPOOOYHON YNakoBKe M Ha CaMOK/EALUMXCA ITUKETKaxX. BCKPbITb GNUCTEPHYIO YNakKOBKY TaKuM
06pa3om, 4To6bI YCTPOMCTBO OCTANIOCh B CTEPUILHOM MOSeE.

4. OCMOTpeTb YCTPOWCTBO W Y6eauTbes, YTO OHO He MOBPeXAeHO. JIMH3Yy cnefyeT TLlaTeNbHO
MPOMbITb CHaTAHCMPOBAHHBIM COJIEBbLIM-PACTBOPOM MyTEM OMOMIACKMBAHUA Yepe3 KOHUMK KapTpuakKa
(puc. 1) n ¢ KoHua 3arpy304Hoin kamepsl (puc. 2). MogoxanTte B TedeHne 30 CeKyHA.

NHCTPYKLUMM O TOM, Kak MOMHOCTHH MOArOTOBUTL YCTPOMCTBO K-UMMMIaHTaLMKW, He MpuKacasacb K
nosepxHocTn MOJ1, cMOTpUTE Ha.MpunaraembiX PUCYHKax:

PucyHok 3. HaHecTu [0CTaTO4YHOE KO/IMYECTBO BWCKOMACTUKA Yepe3 KOHYMK KapTpuaKa.
Y6eanTbCs, YTO BUCKO3/1ACTUK LIENIMKOM 3aro/IHUT KOHYMK UHpKeKTopa. Mopoxaate 30 CeKyHA.
PUCYHOK 4. 3aKpbITb KPbINBILIKM 3arpy304Hoi Kamepbl. [pw cpabaTtbiBaHUM MexaHU3Ma hmkcaumm ¢
3alLe/IKON NIMH3a HAEXHO PUKCMPYeTCH Ha MecTe.

5. BbINOMHUTb MHXEKLMIO NIMH3bI B MaKCMMa/lbHO KpaTtHaiillee Bpems Moc/e MosHOW NoAroTOBKM
NNH3bI.

6. BBECTM KOHUMK KapTpuaxa B paspe3 C HaKIOHOM-HaKOHEYHVKa MHXXeKTopa, 06palliéHHbIM K rnasy
nauueHTa. Mpoao/KUTL, OCTOPOXHO, HO HEMPEPLIBHO HaXKUMas Ha MOpLUEHb, [0.YCTaHOBKW NINH3bI B
KarncynspHbIA MeLLOK.

7. YTUIN3NPYIATE MHXXEKTOP NOC/e NPUMEHEHNS:

8. JInH3y cnegyer UMNNaHTMPOBaTb TakK, YTOObl ee nepefHss MOBEPXHOCTb Oblna obpalleHa K
nepefHelt NOBEPXHOCTU rnasza. OpueHTauus MIOJT MOXeT 6bITb MPOBepeHa BMU3yasibHbIM OCMOTPOM
rantuky. Kak.nokasaHo Ha pycyHke 5, Karga ranTuyeckrie BCTaBKU PacfiiofoXeHbl BBepXy crnipasa (A)

1 BHU3Y cnesa (B), nepeaHss CTOpOHa JinH3bl 0bpalleHa K HabnoaaTtesto.



f Habop ohTanbmonornyeckuii gna KatapakranbHol WHCTpYKLMA ANA NPUMEHEHUSA

Vxupyprim AnA poccuiickoin deaepaumm
VlnH3a nHtpaokynapHaa LUXGOOD™ YELLOW Bepcuda 2
KartnHr 9k CAC, ®paHuus /Cutting Edge SAS. 770, Pro Anbhpeg Hobenb, imméEans nB Hoberb,
France 34000 MoHnenbe, ®paHumsa /770, Rue Alfred Nobel.

Immeuble le Nobel. 34000 Montpellier, France

puc. 1 pnc. 2 pue. 3

WX x D m m M [@Om

puc. 5 puc. 6

CnepyeT MCnonb30BaTb TOJbKO PacTBOP BUCKO3MAaCTUKa. MM3KOA MM cpefHeil BaskocTu. Crepyet
MCNOMb30BaTh TONbKO WHBEKLUMOHHYIO CUCTEMY, MPeJOCTaB/IEHHYI0 BMeCTe C npeaBapuTesibHO
3arpy>keHHou nnH3on LuxGood”.

B03MOXHO NpoBefeHne pasnnyHbIX XUPYPruyecKMX BMeLIaTeNlbCTB, U XMPYPL HO/MHKEH BblOpaTh
npoueaypy, NOAXOAALLYI0 AN NaLmeHTa.

O No6bIX Cepbe3HbIX UHLMAEHTAX, CBA3aHHbLIX CYCTPOMNCTBOM, CNnefyeT YBeAOMASTL NPOU3BOAUTENS

11 KOMMETEHTHBbIVA-FOCYJapCTBEHHBIV OpraH, B KOTOPIOM 3aperucTprupoBaH nosb30BaTesb.

YTUNTN3ALNA:

YTnnusauusa  uHxektopa ana ssegeHua. MOJ1 fonxkHa NpoBOAUTLCA. B-COOTBETCTBUN C MECTHbIM
3aKOHOAATENbCTBOM O MeAMLMHCKUX ~0TX0[4aX, XapaKTepusyroLWnXes PUCKOM WHHOULMPOBAHNS.
VHXekTop ans umnnaHTaummn VIOJ1 nocne ncnonb3oBaHUS KnacCUgMLMpPyeTca Kak Knacc 0Txo4os b

N 0OSKeH ObITb YTUAN3MPOBaH B COOTBETCTBUM ¢ CanlluH 2.1.3684-21.

YC/TOBUNA XPAHEHNA N TPAHCIOPTUPOBKU
Ycnosust TpaHCnopTUPOBKK:

Ownana3oH Temnepatypbl oT mO0°C fo +40°C 1 oTHOCUTENbHAA BNaXXKHOCTL 0T 85% A0 90 %.



THa6op ohTanbMONOrMYecKnii 4ns KatapakTaibHOM VIHCTpYKUMA NS NpUMeHeHUs

Ixvipyprum ANs poccuiickoit degepaumn
JInHuza nHtpaokynapHaa LUXGOOD™ YELLOW Bepcus 2
KartnHr 3mpk CAC, ®paHuma /Cutting Edge SAS, 770. Pro Anbthpep Hobenb, Mmmebak 16 Hobenb,
France 34000 MoHnenbe, PpaHuma /770, Rue Alfred Nobel.

Immeuble le Nobel. 34000 Montpellier. France

YcnoBusa xpaHeHus:

XpaHuTb NPy KOMHaTHOW Temnepatype. M36eratb xpaHeHWs npu TeMnepaTtype Hbke 5BRC 1 BbiLle
45®C. He gonyckaTtb 3amopaXuBaHus.

CPOKropgHocTMH
3 roga.

CPOK CJ/1YXBbl:

NOJ1 npefHa3HayeHbl ANsi NOCTOSSHHOM UMMNNaHTaLuN.

CMBOI/bI:

YGOOD - Ha3saHune mopgenu

D*“ OnonTtpusa

11 mm (11 mm) - O6wunin anameTp

6 mm (6 Mmm) - ONTUYeCKNiA-AnameTp
CepuiiHbIi HOMEP

. icnonb3oBatb o

IREH

Homep no-Katanoiy

cil

[laTa npoy3BoACTBa

[I-I-I ot

mJ lponssoanTens

A'Constant (est)
A-KOHCTaHTa

CTtepunusauma ¢ npUMeHeHEM 3TUIEHOKCKAA

He ncnonb30Bath Npy NOBPEXAEHUMN YMAKOBKN



1Hab6op ohTanbMoNOrMYeCKNin 4Na KaTapaKTanbHOW VIHCTpYKUMA 4Na NMPUMEHEHUSA

XVpyprim ANs poccuiickoii depepaunn

. TNvHza nHTpaokynspHas LUXGOOD™ YELLOW Bepcua 2

I KartuHr 3k CAC. ®paHums /Cutting Edge SAS, 770, Pro Anbthpep Hobenb. Mmmebnb ne Hobenb,
/ France 34000 MoHnenbe, ®paHuns /770, Rue-Alfred Nobel.

Immeuble le Nobel. 34000 Montpellier. France

He ncnonb3oBaTb NOBTOPHO
He cTepnnn3oBatb NOBTOPHO

n Temnepatypa XpaHeHusa oT +5RC

T Mepen NpYMeHEHMEM CNefyeT 03HAKOMUTLCS C MHCTPYKLYel NaApYMeHEHUIO

CC cEc HOMEPOM MPOBEPSAIOLLEr0 YUPeXAeHNs - MOATBEPXKAaeT COQTBETCTBME C HopMmammn EC
/ \ OcToptokHO! ObpaTUTECh K UHETPYKLMM MO MPUMEHEHUIO

Cutting Edge SAS, 770, Rue Alfred Nobel, Immeuble le Nobel, 34000 Montpellier, France /
Kattunr 3mk CAC, 770, Pro Ansthpes Hobenb, Mmmo6b né Hobens. 34000 MoHnenbe, PpaHums

OPFAHU3ALNA, YMNOAHOMOYEHHAA HA/SFAPUHATUE MPETEH3UWA  OT
MOTPEEUTENEW:

OO0 «bayLu Xenc»,

Poccus, 115162, r. Mocksa, yn. LLla6onoBka, . 31, CTp. 5

Ten.;+7-495-510-28-79

Xapaktepuctunkn.Accuject Pro

BHYTpeHHWIA/ AnaMeTp ro/IOBKN HaKOHEUYHUKa-KapTpumka 1,38 + 0,05 mMm

BHeLHWIT guaMeTp HaKOHeYHMKa KapTpuaxka 1,66 + 0,05 mm
Yron cpe3a-HaKOHeYHMKa 45 +2°

Obwwas gmHa 151 £0,1' Mm
[NnHa3arpy3o4HOl Kamepbl 185+ 1 mm
LLInpuHa 3arpy3o4Hoin kameps! (1) 13.53:+°0.04 Mm
OnnHa Kopnyca 95.77.+£0.05 mm
LLivprHa Kopnyca (1) 35.025 + 0.03 mm

N3unpuHa Kopniyca (2) 8.046 £ 0.03 mm



t Habop ohranbMonorMyeckuin ana KatapaxtanbHoOW
/ xupyprum

JInH3a nHTpaokynapHaa LUXGOOD” YELLOW
Karmumr 3mk CAC. dpaHums /Cutting Edge SAS,

NHCTpyKUMa ans NpyMeHeHns

NS poccuiickoii degepaunm

Bepcus 2

770. Pro Anbthpep Hobenb. Mimme6ab'n6 Hobenb.

France

JnnHa MopLuHa

LLnpwuHa MopLuHa
LLnpnHa MopLuHa

LLnpwuHa MNopLuHa

[nvHa CUNMKOHOBOMO HaKOHEYHMKA
LLInpnHa CMNMKOHOBOIO HaKoHeYHuKa (1)
LLInpnHa CUIMKOHOBOI0 HaKOHEeYHUKa (2)
JnnHa HakoHeyHMKa KapTpuaka
LLInpnHa HakoHeuHVKa KapTpuoxa (1)
LLInprvHa HakoHeYHNKa KapTpuaxKa(2)

Ycunve HaxkaTua Ha nopLueHb

34000 MoHnense, ®paHuma / 770. Rue-Alfred Nobel,

Immeuble )e Nobel. 34000 Montpellier. France

106.88 + 0.05 mm

) 14.927 £0.07 MM
2 5.483 + 0.03 MM
@3) 1.755 +0.03 MM

10.05 + 0.05 mm
2.348 + 0.04 mm
3.532 = 0,04 mm
29.11 £0708 mm
10.231. +0.04 Mm
5.537.20.04 mm
20N£2.2N

CTukep A4na KapTOHHOM ynakoBku LuxGood”

-A

H*Gop o TanMMAONT«N|« 4 T UTAPMTMbI KO * M pypr— o tirntim r
veaawiKUMi: LUXOO00”* « cocTM™:

1)Inun nntpmcytpum LUXOOOO** YELLOW.

1) CUCTMM BRT aMm1 N8 MMAna>«n|«ia UMTPLOTYNAPHAbDK rum3 (Siccd a PTa
BAMEP«>«Ma):

9) VL] JEVE 5O NpMMNWMW

ynavnom_comspaon 1 mp W ifpr— iiiyio mTpAocynspwy, AHM-LLIXO000»** YELLOW e
WcMWTopoM) CTepsanbso.

CuM asumM1, AMMP e*pM. 06«|uK AMMATP B ONTe*CCM« AMMATP - YM*Mw M

O*1lynpomlsaoieTMAMTYNCT«Y*MMCpoUryy«cnlc« Mymnaom
CpM roAuoctM™; 3 nmsa ¢ o«Tbl MTOtoanwM

XPY N *» * « N «@K)atamn»patyp« Xp*H»rTfc*icaoayfweiiat»a. TwiM»cT*
Mposiu a— TWW: Ct<infl EBpa $A8. I'70. Kne Mfrw| Nobtf. InwMubto L* Nobal MOLL

34000 MoHnanm. ®pamps!

tAcn apoamoACTM: CuB”™g EOp* UMX4K(uring'SAS, 600 Rutbu, pu«* stem
, K™ 3«t CAC..«0 Pt,

WirsonVetivwsiptes T Twilbp<w NimnantPH:ooo onve—
* « «p S.n«

Yrompsaraabl 6 aptacTfuTtWh iipotiwwitTtwi > PB; 000 noan ,
MuHe jm Onbimksaoro A 22.o¢ 23. Tm( *3r6 (17) 397.441~ *

< (tfflcetcueicccAy u c>
n 19
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Pocculickaa ®egepayns
["opon MockBa
BToporo aBsrycTta ABe Thica4M ABajLaTb BTOPOro roga

A, AnexuH EBreHmii BnagumupoBuu, HoTapuyc ropoga MOCKBbI, CBWAETENLCTBYH

NOANMHHOCTbL NOANUCU NepeBoAUnKa TapaH VpuHbl BOPMCOBHBI.
MoAnuch caenaHa B MOEM MPUCYTCTBUMN.
JINYHOCTb MOANMCABLUErO JOKYMEHT YCTaHOB/IEHA.

3aperucTtpuposaHo B peectpe: Ne 57/171-H/77-2022-10-2596.

YnnayeHo 3a coBepLleHUe HoTapuanbHoro gernctaums: 400 py6. Q0 kon.

_E»B2nexuH_

Boero mpouHyosaH0,
MPOHYVIEPG™ M (XperneHo
resrs0.'j mcauw)



