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Instructions for use

for the Russian Federation

version 2

770, Rue Alfred Nobel, Immeuble le Nobel, 34000
Montpellier. France

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

119,2
118,8
6,0 mm
11,0 mm
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
~000lo4Ilso0D 10300
+15 10Dto+25 000 +0 400
+2510010+3000D I0SO0
>+30 000 HOOD
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Ophthalmic kit for cataract surgery Instructions for use

LUXSMAR*C* YELLOW intraocular lens for the Russian Federation
. version 2
Cutting Edge SAS, France 770, Rue Alfred Nobel, immeuble le Nobel, 34000

Montpellier, France

PACKAGING / STERILIZATION:

The LuxSmart™ 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. 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 box 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 IOL;

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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lophthalmic kit for cataract surgery Instructions for use

1LUXSMARr« YELLOW intraocular lens for the Russian Federation
version 2
Cutting Edge SAS, France 770, Rue Alfred Nobel, Immeuble le Nobel, 34000

Montpellier. France

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

[Tot] Lot

Manufacturer

f —
: A-CoDStaot (esc)
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Instructions for use

for the Russian Federation

version 2

770. Rue Alfred Nobel, Immeuble le Nobel, 34000

mDptithalmic kit for cataract surgery
ftUXSMART™ YELLOW intraocular lens

1Cutting Edge SAS. France

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*60op othTeikMOnon(<M«KUA AfM NT*P**Tbl <Ol XMpypruv, @M pM HTaX

Hcnonmuw c LUXSMART™*.  cocram:

1) Inmm nktpmcynupHm LUXSKURT* YELLOW.

2) CMcT*IM nectamMmu ANn uMnaavTanmm MMTpeonynsipmMbix immu (Accu]*ct Pre
ognepmMmemn).

9) tiliripyilPH AO ApHbl>H111H>e.

Ynmoma oofepxmt | npegaarpynenHyto MKTpokyn*puy« /mHay 1u XEMARTA YELLOW ¢
nmnxcmropom CTtepsinbiM.

Cvna AMH3bl, He«Mp cepun, 0GU|MA guameTp U esTUHaAMUA “MameTp - ycaaaubl na
ysiaxoma.

[JaTy npenamMfCcT™M 1 faty UCTeUYeHUs CPOKa reMocTi CM Haynasioma

CpoK roAHOCTM: 9rofa C fiatbl UyoToeneMui

XpaHute npy KOMHATMOA TeMnepatype XpaHuTb a MefocTyTMEM [j M [ileTea HacTe

PVNI oT r

MpeunmogHTanb: CuMnp EPpe SAS. 770. Rue AJPad Nobel. Wwneubla La Nobel. 94000
Mortpelller. Franca | KanmHr 3am CAC. 770. Pro Anbthpes HoOw» NunHabnb fla Hobenb
94000 MoHnense, paHumns

Mecrte npoaaacpcraa: Cudng EOpe Maoo«ac«To 8AS. SO0 Rue Max Planck. 91070
Iﬁ\l]:ﬁ)g\ﬁrance/ Katmr 3au Manyda> [ypvur CAC. SOOPro Mak NMamk 31070 Nabaxk

YnonHonoueHublii NpegcTaBuTens npenmMogutens a Po: 000 *bayw Xanc*. Poccus
110102. Mockae. yn LWaOonoeca g 91.ctp 6.7an *7(490) 010-20-70.
WWWhayechheaRh com

Ynonmemeyenmblll npagctaantens npomxaogutens a P6: 000 bayw Xanc*. 220073 r
MuHck, yn Onblieaotoro.s 22 o 22 ten «370(17)30774-22
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Hb6op oMTanbMOMOTMYECKUA AN KaTapaKTa/lbHOM VHChYKLMS ans npyMeHeHNs

rwcypram AN poccuinckoii degepaummn
L ow nHtpaokynapHads LUXSMART™ YELLOW Bepcud 2
|KatrHr 3pxk CAC» dpaHums / Cutting Edge SAS, 770, Pio Anbtpes Hobenb, Mmm66nb N6 Hobenb, 34000
France MoHnense. ®paHuns / 770, Rue Alfred Nobel, Immeuble le

Nobel, 34000 Montpellier, France

BAUSCH+LOMB

WMHCTPYKUMS AN NPUMEHEHNS

Habop opTanbmMoornyecknin gns KatapakTasibHOWM XUpYyprim

B BapuaHTe ncnosHeHna LUXSMART™

«KATTWUHT 30XK»
MmmCorb 1C Hobenb
770 pto Anbhpes Hobenb. 34000 MO(LULLIIBbE
Ten.: (33) (0)5 62 24 64 64 - dakc. (33) (0)5 62 24 64 66
AO ynpoLLUeHHOro TVMNa, ycTaaHbli KanuTtas - 286 309 eBpo © o
o HactosilwHm B, Hwkenognucaslumiicst  1k(O!A
PerHcrpalLtoHHbIA Homep B TOpProBo-NpoHULLIEHHON peecTpe Iknotl. S4.LAJ
r. MoHnenbe 800 783 2 8 4 opraHwauuH B BC/nnatc.!bbkka (1knotl.54.L"Jv Hotapuyc B Kommyne
' HIC. FR 43 800 783 284 ’ KACI TAHE-TOJILLAH (Or-I"apoLw»), yaoocToBepsito
AC. H MOATBEPXJAld, YTO WMeOLlaBca Ha  3TOM
JOKYMeHTe lIofMHCh MPHHANLOKKT T-Ke

YTBEPXKAEHO; o ;
’ AH 4 W, ($miL'jn<!.9.QNAQIif'X 1 6
<nopgnucaHo=> 28 I/”'Oﬂﬂ 2022 r cl0O B Moe(hf n;)|/|chTere(|_|2H Q 11211 Dbina nocrasnera

KBeTBHe-TornoTtaH. 2Sutons 2022T.

CaHpgpvH BOHALLI

<Kpyrnas neyars: beHya CAJIEC. HoTapuyc B KomMmyHe KACIAHH-TOIKXIAH
«KATTUHT 3)KCAC» o
PykoBoguTeNb 0TAeNa KavecTsa M 0TAeNa

HOPMaTMBHO-MPaBOBOIo PErynMpoBaHnA <noanmMcaHo>
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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 Anbthpeg Hobenb, mmebnb n6 Hobens.
34000 MoHnenbe, ®paHuua /770, Rue Alfred Nobel.
Immeuble le Nobel, 34000 Montpellier. France

ACOEPNUYPXKAA NNH3A
Mogens LuxSmartM/

LUXSMARTAY)

(KenTas npeABapuTeNbHO 3arpyXXeHHas ruapodo6Has /NUH3a

LUXSMART™, B cocTtaBe: 1 JlnH3a nHTpaokynspHas LUXSMART™ YELLOW 2. Cuctema
MOCTaBKW /1 UMMIaHTaLUM UHTPAOKYNAPHbIX NMH3 (Accuject Pro ogHopa3oBsas) 3. MIHCTpyKuma no

MPUMEHEHNIO

OMMCAHNE:

WHTpaokynsipHasa nuH3a (MOJ) LuxSmartM" npeactaBnseT cO60i MOHOMMTHYH 3afHEKAMEPHYHO
WOJ, nornowatrowyto ynbTpaduonetosoe (Y®) wusnyyeHue, npefHasHayYeHHYH A1 3aMeHbl
€CTECTBEHHOWN NMH3bl XpyCTannKa y MCceBA0thakMUHbIX B3POC/bIX MNaumeHToB. MOJT LuKSmart"™*/
MMeeT acepuyeckyto OnTUKY. JIMH3a CTepunbHa W CKIagblBaeTcAa nepef BBeAeHWEM B rfas H
MMNNaHTaUyen B KancCynsipHbli MeLoK. [peaBapuTenibHO 3arpy)keHHas WHTPaoKynspHas fMH3a
LuxSmart™ nocTaBnseTcs ¢ CUCTEMO focTaBKM Accuject Pro, obecrneumBarolleil 6ECKOHTAKTHYHO

[0CTaBKY NIMH3bI B KarCysipHbI MELLIOK.

ON3NYECKNE XAPAKTEPNCTUKW:
MaTepuasn NnH3bI "M6KMIn TMAPOGOBHLIA COMOIMMeEp akpuna,
cofiepXaLunii nornoTuTenb Y ®-n3nyyeHns un
XpOMO®op, (UbTPYHOLLUIA CUHWIA CBET.
Achepunyeckas

1,540

dopma NoBepxHOCTU OMNTUKN
WHpaekc pepakumm B rnasy npu 35 °C
CnekTpa/ibHbIA KOIPPULNEHT NPONYCKaHUS 10 % npwn 396,7 M ans +20,0 auonTpwii

A-KOHCTaHTaA:

OnTtnyeckas 6uometpus, SRIC/T 119,2
AnnnaHaynoHHoe 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 gnonTpwnia ¢ warom 1,0 gnonTtpumn

+10,50 go +34,00 gnonTpwii ¢ warom 0,5 gnonTtpum
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iB60p ohTaNnbMONOrnyeckuii 4na KatapaktanibHoOM VHCTpYyKUMS AN NpUMeHeHust

Knpyprum Ansa poccuiickoin depepauum
m/InH3a nHTpaokynapHasa LUXSMART™ YELLOW Bepcua 2
TKattnHr 3k CAC. dpaHuus /Cutting Edge SAS, 770. Pro Anbthpepg Hobenb, mméEGb n6 Hobenb,
| France 34000 MoHnenbe, ®paHuusa /770, Rue Alfred Nobel,

Immeuble le Nobel. 34000 Montpeliier. France

OvionTpuiHblii pag 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 Opgo +30,00 D +0,50 D

> +30,00 D +1,00 D

MOKA3AHNA:
3afHeKamepHasi NIMH3a MoKasaHa [/1 BU3yasbHOW KOPPeKUMM adakui y B3POC/bIX MALMEHTOB C
[00MepaLyoHHbIM POrOBUYHBLIM acTUIMaTM3MOM (MNK Ge3 Hero), BOSHUKLLVM B pe3y/bTaTe yaaneHus

KaTapaKTHOro XpycTanuka. JIMH3bl NpenHasHayenbl 415 UMNAaHTaUun B Kancy/bHbIA MELLIOK.

PEXWVM PABOTHI:
MO LuxSmart™, pa3melleHHass B KancynspHOM MeLLKe, AeNCTBYET Kak npenomnstollas cpeaa c

LieNbio KOppPeKLmn adakmi.

MPOTUBOMOKA3AHWA N MPEAOCTEPEXEHWA:

MpoTMBONOKa3aHus

C BpayeBbHOI TOUKM 3peHNsI, MPK NHOGOM M3 CNeAyHOLLMX 06CTOATENLCTB (HO HC OFpaHNYMBasCh 3TUM)
CNeflyeT OLEHMBATb COOTHOLUEHME MOTEHUMANbHBIX PUCKOB W MPEVMMYLLECTB: HCMOA/AAtOLLEEcs
KOHTPO/O TMOBbILIEHHOE BHYTPUINa3Hoe [aBneHue (rnaykoma); peLvavBUpPYIOLLEe  TsHKenoe
BOCMafieHVe MepeHero WM 3afHEro CEermMeHTa WM YBEWT; MaLMeHTbl, Y KOTopbix WOJT MoxeT
MOBMMATb Ha CMOCOGHOCTb HabntoaaTb, AMArHOCTUPOBATb WM eunTb 3a60NeBaHNs 3afHEro
CErmMeHTa; XMPYpruyeckue TPYAHOCTM C MOBbILEHMEM MOTeHUMana Ans OCMOXHEHWI (TakuMxX Kak
MOCTOSIHHOE KPOBOTEUEHME, CYLLECTBEHHOE MOBPEX/EHNE paay>KHOV 060/104KM, HEKOHTPOIMPYEMOE
MONOXWTENbHOE [aBNIEHNE WM CYLLECTBEHHbIA Nponanc Wam noTeps CTEKNOBWAHOIO Tena u ap.);
AethopMauyst rnasa BCMeACTBME NpeaLlecTBOBaBLUEN TpaBMbl MW AedeKTa pa3BUTUS, B pe3ynbTaTte
KOTOpbIX Hagnexaulas gumkcaums VOJ1 cTaHOBUTCA HEBO3MOXKHOI; 06CTOATENLCTBA, KOTOPbIE MOTYT
MPUBECTN K [IOBPEXAEHWNIO 3HAOTENMS B MPOLIECCe MMMNIAHTALIMM; NALMEHTbI, Y KOTOPbIX HU 3afHSS
Kamepa, H/ NOSICOK HeA0CTaTOYHO Lefbl AT obecneyeHns UKcauum; Nofo3peHne Ha MUKPOBHYHO

VH(peKLmto.
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m(=60p OPTaILMONOrMYECKINI ANA KaTapaKTa/lbHOM NHCTpYKUMS ONns NpUMeEHeHus

LLUMPYPIn NS poccuiickon deaepaumm
1lvHaa nHtpaokynapHas LUXSMART™ YELLOW Bepcus 2
f KartmHr 3mk CAC. ®paHuus /Cutting Edge SAS, 770, Pro Anbthpeg Hobenb, MIMm661b ne HoGens,
| France 34000 MoHnenbe, ®paHumna /770, Rue Alfred Nobel,

Immeuble le Nobel. 34000 Montpellier, France

B03MOXHbIe HeXefnaTe/ibHble ABEHUA

Kak v npu 11060M XMpypruyeckoM BMeLLaTe/IbCTBe, MMEET MeCTO pUCK. [NOTeHUManbHbIE OCIOXHEHWS
XVPYPrUYecKoro fiedeHnss KatapakTbl MOMYT BK/IKOYaTb, HO HE OrpaHU4YMBaTbLCS CRefYLWUM: pUCK
BOCMA/IEHNS UM MHPULMPOBaHWS B pe3ynbTaTe HeXenaTeNbHOM peakuun Ha MaTepuanbl, BXoasaLme
B COCTaB JIMH3bl; OC/IOXKHEHWSA, TMOTEHUMA/IbHO CBfi3aHHble C NPOLEeAYpPon  MMMNIaHTauum
WHTPaOKY/APHbIX /IMH3, BK/IKOYas: MOMYTHEHUE 3aJHeR Kancy bl (BTOPMYHAA KaTapakTa), BocnasieHue
(MpVBOLMKANT, 3pavykoBas/UMKIUTHaA MembpaHa, BOCMaseHWe CTEeKN0BUAHOMO Tena, LUCTOUAHBIN
MaKy/IipHbIA  OTEK, TOKCWYHbLIA CUHAPOM MNepefHero CermMeHTa...), KOpHealbHOe MOBpeXaeHue
3HAoTeNNs, 3HAOPTANbMUT, OTC/MIOEHME CeTYaTKW, OTEK POroBuLbl, 3aKyrmopka 3padyka, nponanc
pafy>XHo/ 0060/104KM, TUMOMWOH, rNaykKoMma, MpocayvBaHWe paHbl, rugema, aTpopus pagy>kKHOW
060/104KM, Nponanc CTeKN0BMAHOrO Tena, CMeweHne Wi HaknoH NOJ1, onTuyeckue Hanétbl wim
NOMYTHEHWSA, OTOMECKM W BTOPUYHbIE XMPYPruyeckne BMeLLaTeNbCTBa (Takue Kak YCTpaHeHue
npocayMBaHUA paHbl, acnupauns CTEKOBUAHOIO Tena, MPUA3KroMus, nepeycraHoBKa WM 3aMeHa

MO/, penapauus 0TCNOEHUS CETYATKM K ap.).
MpepynpexaeHuns

WOJT cnefyer umnnaHTMpoBaTb B COOTBETCTBUWM CO CMEAYHOLIUMM yKasaHUAMW. HenpasuibHOe
MCNO/Mb30BaHVE MOXET Y(poXKaTb 3L40POBbIO NalueHTa.

He ucnonb3oBatb WOJ1, CTEPUNbHOCTb WM KA4ecTBO KOTOPOM HAxXOAATCS MOfJ COMHEHMEM B
pe3ynbTaTe NOBPeXXaeHUs YNakoBKU.

He nbiTainTecb BUAOM3MEHATL UN NepesesbiBaTb YCTPOMNCTBO UM €r0 KOMMOHEHTDI.

He ncnonb3oBath Noc/e UCTEYEHUS CPOKA FOAHOCTN.

He ncnonb3oBatb 6e3 BUCKO3/1aCTUHCCKOro pacTeopa.

He ncnonb3oBatb NOBTOPHO. [MOBTOPHOE MCMNO/b30BaHNE MOXET YrpoXKaTb 340POBbIO MalMeHTa.

He ctepunusyiite MOJ1 NOBTOPHO, MOCKOMbKY 3TO MOXET MPUBECTM K HEXenaTefbHbIM NO60YHbIM
ahheksam.

He MMNNaHTUPYiiTe NMH3Y B NEPeiHION KaMepy WM B LMNMAPHYH 60po3ay.
MEPbI MPEAOCTOPOXHOCTW:

 XpaHUTb NPW KOMHATHOI TemnepaType. M36eratb XpaHeHUs Npu TemnepaType Hke 5 °C 1 Bbllle

45°C. He fonycKatb 3aMOpaXKnBaHus.
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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. UmMmB6Gnb 16 Hobesb.
France 34000 MoHnenbe, ®paHums /770. Rue Alfred Nobel.

Immeuble le Nobel, 34000 Montpellier, France

* MOM W WUCNOMb3yeMbli BUCKO3MaCTUYECKNIA PacTBOpP Mepes MpOBeLeHVWEM XUPYPruYeckoro
BMeLLIaTeNbCTBa [JO/MKHbI XPaHWUTbCA B TeyeHWe Mo KpaviHei mepe 30 MUHYT npu Temnepatype
MUHUMYM 20RC.

 na MNNaHTauuy UHTPAOKYNAPHBIX IMH3 HEOOXOAMM BbICOKWIA YPOBEHb XMPYPIrUYECKUX HABbIKOB.
Mpexxae Yem NpUCTYNaTb K UMNAAHTaUUM UHTPAOKYNAPHbIX IMH3, XUPYPr LO/DKEH MPOWTW MOHbINA
Kypc 006y4eHus.

* [epen BCKPbITMEM 3aLMTHON YMNaKOBKW W WHAMBUAYaIbHON0 CTEPUILHOIO MNakeTa/6/MCTepHON
YMNakoBKW cnefyeT nposepuTb Mogenb VOJT, eé onTuYecKyo Culy 1 CPOK rofAHOCTH.

» CTepunbHOCTb M3AENUA rapaHTUPYeTCs TOIbKO MpY COBMOAEHNN LeIOCTHOCTU UHAMBUAYaIbHOTO
CTEPU/ILHOTO MakeTa.

o ObpawlarbCs € NIMH30/ cnefyeT OCTOPOXKHO, YTOObI M36eXaTb NOBPEXAEHWUA MOBEPXHOCTU WK
ranTuku.

 CnepyeT TwatensbHo npombiTe VIO neped nmnnaHTauueid. He 3amaunsatb 1 He npombiBaTe O/ B
Kaknx-nnbo Lpyrux pactsopax, Kpome CTepPU/IbHOro cbanaHCMpPOBaHHOIO COMEBOro pacTBopa.

* [pn ypaneHnn BUCKO3MACTUKA C NepefHen 1 3afHein NMOBePXHOCTEN NNH3bI NOC/e UMMNIaHTauun B
KarcynapHbIN MeLoK criefyeT cobnofaTb OCTOPOXHOCTb.

* CrneflyeT HafleXXHO Y6e4uTbCs, YTO IMH3a MOMIHOCTLI0 MMMNIAHTUPOBaHa B KancyNspHbIA MeLLOK.

* B cnyyae npoBefieHVs 3afHel Kancy0TOMUM C MOMOLLIbHO Nla3epa Ha UTTPUR-aItoOMUHWUEBOM FpaHaTe
(YAG-na3zepa), HeobxoanmMo ob6ecrneunTb (POKYCMPOBKY Nyva nasepa HECKONMbKO No3agu 3afHei

Karcynbl.

YMNAKOBKA N CTEPUNUN3ALUNA:

NOJT LuxSmart™ nHansuayanbHo ynakoBaHa M npefBapuTesisHO YCTaHOB/IeHa B CUCTEMY A0CTaBKM
Accuject Pro B 61MCTepHOI ynakoBke. Bce Mogenn nocTaBnsloTcA B CyXOM BuAe, W WX cnegyet
OTKpPbIBaTb B CTEPU/IbHBIX YCNOBUAX. 18 obecnedeHuns otcnexusaemocT NOJ1 KapTOHHas Kopobka
CHabXkeHa KapTOYKOM MauueHTa M CamMOK/IEKLWMMUCA 3TUKETKaMU. Bce mogenm cTepunmsyroTcs

OKCMAIOM 3TUNEHaA.

YKA3AHNA MO NCIMOJIb3SOBAHUIO:
1 [lepen onepaTVBHbIM BMELLIATE/NILCTBOM Bpay [O/MKEH ONPeAennTb ONTUYECKYH CUNY JINH3bI,
NoAnexallein UMnaaHTauumn, MeToaoM BblUMCNEHMS. PeKoMeHA0BaHHbIE 3HAYeHMSt MOCTOSHHbIX A,

YKa3aHHbIE Ha KapTOHHOI7I K0p06Ke C IMH30W, ABNAKOTCA OPUNEHTUPOBOYHBIMMW.
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LLIabop odtansMonormyeckuii 4nsi KatapaktaibHOW NHCTpyKUMS ana npuMeHeHns

LMpyprum Ans poccuiickoii degepaunm
m/lMH3a nHTpaokynapHas LUXSMARTAM YELLOW Bepcus 2
f KattuHr 9ax CAC. ®dpaHums /Cutting Edge SAS, 770, Pto Anbthpeg Hobenb, UMmebnb n6 Hobenb,
[ France 34000 MoHnenbe, ®paHuus / 770, Rue Alfred Nobel,

immeuble le Nobel. 34000 Montpellier. France

2. Mepen umnnaHTaumen cnefyeT oCMOTPeTb YNakoBky VIOJ1 1 BbIACHUTL €€ MOfeNlb, ONTUYECKYHO
CWny, CPOK rofHOCTU N HAL/IEXALLYH0 KOH(UIypaLuio.

3. OTKpbITb KapTOHHYKH KOPOOGKY W OCMOTPETb CTEPU/IN30BAHHYIO O/IMCTEPHYIO YMaKOBKY,
COZlepXKalLlyt0 MHBEKLIMOHHYIO CUCTeMyY. Y 6eanTech, UTO COLEPXMMOE He NOBPexaeHo. YbeanTech B
TOM, YTO MHAOPMALMA Ha ITUKETKE 6BNNMCTEPHOW YNAaKOBKM COOTBETCTBYET MH(OPMALMM Ha BHELLHEN
KOPOOGOYHON YNakKoBKE M Ha CaMOK/IEALLMXCA ITUKeTKax. BCKpbITb OANCTEPHYHO YMakoBKY TaKuM
06pa3om, 4To6bl YCTP<)IACTBO OCTaNI0Ch B CTEPU/IBHOM TOfIe.

4. OCMOTpeTb YC3pOMCTBO M Y6eauTbCs, YTO OHO He NOBPeXAeHo. JIMH3y crefyeT TLlaTesbHO
MPOMbITb C6aNaHCUPOBAHHBLIM COMEBLIM PACTBOPOM MYTEM OMOJSIACKMBAHMA Yepe3 KOHUMK KapTpuaxka
(puc, 1) 1 ¢ KoHUa 3arpy3o4Hoi kKamepsbl (puc. 2). Mogoxante B TedeHme 30 CeKyHA,

NHCTpYKUMM O TOM, Kak MOIHOCTbIO MOArOTOBWUTH YCTPOWCTBO K MMIMIAHTALMKU, HE MpUKacasach K
nosepxHocT VIOJ1, cMOTpuUTE Ha NpuaraeMbiX pUCYyHKax:

PucyHok 3. HaHecTn [OCTaTO4YHOE KO/MMYECTBO BMCKO3/1aCTMKA Yepe3 KOHUYMK KapTpuaKa.
Y6ennTbCs, YTO BUCKO3MACTUK LIE/IMKOM 3aro/IHNT KOHUMK UHXeKTopa. MopoxaaTte 30 CeKyHA.
PUCYHOK 4. 3aKpbITb KPbUbILLKW 3arpy304HON Kamepsbl. Mpy cpabaTbiBaHUM MexaHu3Ma (puKcalum ¢
3aLLenKoi NIMH3a HafEXHO (PUKCUPYETCS Ha MecTe.

5. BbINONHUTb UHXEKLMIO NIMH3bI B MakCMMa/lbHO KpaTyavillee BpeMsi Noc/fie MoHOW MOArOTOBKM
NAH3bI.

6. BBECTN KOHUMK KapTpuaKa B pa3pe3 C HaK/IOHOM HaKOHEYHVKa MHXXEKTOPa, 06paLlBHHbIM K riasy
nauyeHTa. MNpoao/HKNTL, OCTOPOXHO, HO HEMPepPbIBHO HaXXMMas Ha MOPLLUEHb, A0 YCTaHOBKM NINH3bI B
KancynspHbliA MeLLOK.

7. YTUNU3NPYWTE NHXXEKTOP MOC/E NPUMEHEHNS.

8. JInH3y cnefyeT UMMNaHTUPOBaTb TaK, YTOOblI Ce MepefHsAs MOBEPXHOCTb 6blna obpalleHa K
nepesHein nosepxHOCTY rnasa. OpueHTaums VIOJT MoxeT 6biTb NpoBepeHa BU3yaibHbIM OCMOTPOM
ranTvku. Kak nokasaHo Ha pucyHke 5, Korja rantuyeckume BCTaBKM PacnonoxXXeHbl BBepXy crpasa (J1)

1 BHU3Y cnesa (B), NepeHsis CTOPOHA NIMH3bI 06pallieHa K HabnogaTesto.
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LLI6Gop othTabMONOrMYeCcKnin st KatapaKTa/ibHO VIHCTPYKUWS ANt NPUMEHEHNSI

Brpyprum Ans poccuiickoii defepaunm
|WH3a nHTpaokynapHaa LUXSMART™ YELLOW Bepcus 2
XattnHr 3mk CAC. dpaHumsa /Cutting Edge SAS. 770, Pro Anbthpen Hobenb. Mimmebnb ne Hobenb,
France 34000 MoHnenbe, ®paHumsa /770, Rue Alfred Nobel,

Immeuble le Nobel, 34000 Montpellier. France

puc. 1 puc. 2 puc. 3

CnepyeT MCcnonb30BaTb TONbKO PAacTBOP BUCKO3MacTMKa HU3KOW WM cpeaHein BA3KocTu. Cneayet
MCNOMb30BaTb TOMbKO WMHBLEKLUMOHHYHO CUCTEMY, MNpPefOCTaB/IEHHYD BMECTe C nNpeaBapuUTenbHO
3arpy>KeHHOM MH30iM LuxSmart™.

B0O3MOXHO nNpoBefeHVE Pa3INYHbIX XUPYPruyecKMX BMELLATENbCTB, M XMPYPr AO0/MKEH BbIGPaThb
npouesypy, NOAXOAALLYO A1 NauueHTa.

O nto6bIX CEPbE3HbIX MHLUMAEHTAX, CBA3aHHbIX C YCTPOMNCTBOM, CNefyeT YBeJOMNSATb NPOU3BOANTENS

1 KOMMETEHTHbLIA rocy,qapCTBeHHbM opraH, B KOTOPOM 3aperncTpnpoBaH nosib3oBatesib.

YTUITN3ALUNA:

YTunusaumsa uHxektopa gns seefeHns WNOJ1 fo/mkHa NPOBOAUTLCA B COOTBETCTBUM C MECTHbIM
3aKOHOJAaTeNIbCTBOM 0 MEAMLUMHCKMX OTX0AaX, XapaKTepU3YHLWMXCA PUCKOM WH(MLMPOBAHUS.
WHxxekTop ang mmnnaHtaumm MOJT nocne Ncnonb3oBaHUS KnaccuuumpyeTcs Kak Knacc 0TxooB b

N [JO/MKEH ObITb YTUNN3MPOBaH B COOTBETCTBUN ¢ CaHlMnH 2.1.3684-21.

YCNOoBUNA XPAHEHNA N TPAHCITOPTNPOBKIA
Ycnosusa TpaHCNOPTUPOBKN:

[nanasoH Temnepatypsbl oT -10°C go +40°C 1 oTHOCKTeNbHaA BAaXHOCTb OT 85% [0 90 %.
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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, Mimmebnb ne Hobenb,
France 34000 MoHnenbe, ®paHuma /770, Rue Alfred Nobel,

Immeuble le Nobel. 34000 Montpellier. France

Ycnosusa xpaHeHus:
XpaHuUTb NP KOMHATHOWN TemnepaType. M3beratb xpaHeHWUs npu Temnepatype Hke 5°C 1 Bbllle
4A5RC. He gonyckartb 3aMOpaknBaHus.

CPOKropgHocTH
3 roga.

CPOK CJ1YXBbl:

O M>eaHa3HayeHbl 4151 NOCTOSHHON MMMNaHTaLMK.

CMBOI/IbI:

YSMART - Ha3BaHue mogenu

D - AvonTpusa

1 mm (N mm) - O6wuii gnameTp

6 mm (6 MM) - ONTUYECKUIA fruameTp
¢ T - O6wmin gnametp
¢ B- OnTuyeckuin gnameTp

| S\

CepuiiHbIi HOMEp

J Vcnonb3oBatb A0

Homep no Katasnory

cO

[laTa nponsBoacTBa

Not
[NpownssogunTenb

A-Constant (est) A-KOHCTaHTa

CTtepununsaumsa ¢ NnpuMeHeHeM 3TUNeHOKCHUaa

He ncnonb3oBaTh NpU NMOBPEXAEHNN YNAKOBKY
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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 Anbthpen Hobenb, imm6616 Ne Hobensb,
France 34000 MoHnenbe, ®paHuma /770, Rue Alfred Nobel,

Immeuble le Nobel, 34000 Montpellier. France

He ncnonb3oBatb NOBTOPHO

He cTepunnsosaTb NOBTOPHO

J TemnepaTypa XpaHeHus OT +5RC

T Mepes npuMeHeHeM crieyeT 03HaKOMUTBLCS C MHCTPYKLMEN N0 MPUMEHEHMIO

CC cec HOMEpPOM MPOBEPAIOLLETO YUPEXAEeHNSA - NOATBEPXKAAeT 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 Anbpes Hobenb, MIMmébnb né Hobenb, 34000 MoHNensbe, dpaHums

OPrAHM3AUNA, YNONHOMOYEHHAA HA [MPUHATWUE TNMPETEH3VW OT
MOTPEBUTENEN:

OO0 «bayL Xenc»,

Poccus, 115162, r. Mocksa, yn. LLlabonoska, 4. 31, cTp. 5

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

XapaicrepiicTHKH Accuject Pro

BHYTpeHHWIA AnaMeTp rofoBKM HaKOHEYHMKA KapTpumpka 1,38 + 0,05 mm

BHeLUHWIA AgnameTp HaKOHEeYHMKa KapTpuapka 1,66 + 0,05 mm
Yron cpe3a HakOHeYyHuKa 45 + 2°

O6Lwas agnMHa 151 + 0,1 Mm
[nunHa 3arpy304HOR Kamepbl 185+ 1mm
LLInpuHa 3arpy3o4Hoii kamepbl (1) 13.53 £ 0.04 mm
[OnvHa Kopnyca 95.77 + 0.05 mm
LLinpuHa Kopnyca (1) 35.025 £ 0,03 mm
LLinpuHa Kopnyca (2) 8.046 + 0.03 mm
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/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)

[nnHa CUNMKOHOBOr0 HAaKOHEYHMKA
LLInpnHa C1IMKOHOBOTO HaKOHeYHMKa (1)
LLInpnHa CUAMKOHOBOIO HakoHeYHuKa (2)
[OnvHa HakoHeYyHMKa KapTpuaxa
LLInpnHa HakoHeuHnKa kapTpumxka (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, IMmB6nbL 16 Hobenb,

34000 MoHnesnbe, ®paHums 1770, Rue Alfred Nobel,

Immeuble le Nobel. 34000 Montpellier. 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+ 22N

M @
) WWWWW@ﬁMWMF&

«

i//l M svpyiw Mye nurpaoaytpurio imof lUXSM Aim * YEUOW e

C«m AL, nowp ca™™Vm.

aniatip = phtwiwmi* <MUYTp * ylW Mbl M

A*Ty<>pouna«oiinvmatysetaiMmmdo»r«lAHeen>em Haynmm>

Cposi raguoeTa: 3 ragsa e fatbl saretcansimvs

XMMTDb Mpsi MoMMaT>OA raunapaTtypsa X4a v Irtb a Hagocryrmom Ans garafl macts
ry

oT

Mpassaag|rT|u»:~ mung EfAps SAS. 770. Rue ANead Nabal. Inmaubia La NoOai. MOOO

Worapsafar Pranea/Kattam3aaCAC 770
34000 MoHnanm. gpm«an

Anadpag Hosanb Hwa&wAiHoOww

MaeTa apmn aogetas: CuRtng Edpa MM fadurmo SA8.000 Tbl UatMNm [ . 31070
LaMga. Franca ~Karmuvr 3am Manydmmypsiur CAC 600 Mo Mak M nm 31070 No6sa

Ppanum

YaanunomaanasnslO apajetsaaraT apesaacmurtans a [*: 000 *6ayw Xane* Poocas
115101 neam.yn LWasonoaw g 3T.CTp 0. twi *7 (400) 810-30-70.

aam bauacMMoOh com

YaansaomoaansnblO ApajetaanaTtank apakaaagatana s PS: 000 *bsrw Xanc*. 230073 r
yn Onkwaacagro. i 23 od 33.1pn »3M (17) 307-44-33

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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 gectems: 400 py6. 00 kon.
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instructions for use

for the Russian Federation

vereion 2

770, Rue Alfred Nobei, immeubie le Nobel, 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 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
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

Optical biometry, SRK/T 119,2
Applanation A-scan, SRK/T 118,8
Body Diameter 6,0 mm
Overall Diameter 11,0 mm
Haptic Angle 0’

Optical Power
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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 AND WARNINGS:

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 is not 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 to device materials; complications usually associated with intraocular lens implantation
including: Posterior capsule opacification (secondary cataract), inflammation (iridocyclitis,
pupillary/cyclitic membrane, vitreous inflammation, CME, TASS...), 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 surgical intervention (such as but not limited
to wound leak repair, vitreous aspiration, iridectomy, IOL repositioning or replacement and retinal

detachment repair, etc.).
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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

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 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 box 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 1OL:

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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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

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
D
R
b
«
M
© ND N B
FIG. 5 FIG. 6

Only viscoelastic solution of low to medium viscosity should be used. Only the injection 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 that is appropriate for the patient.

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

authority of the 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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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

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:

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)
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Ha6op 0(*)TaﬂbM0]10FVI‘-IeCKI/II7I ons KaTapaKTaﬂbHOVI MHCprKU'Mﬂ 4NA NMPpUMeHeHuns
AN poccuinckoli degepaunm

XVpyprum
Miow nkrpaokynapHa* LUXGOOD™ YELLOW Bepcua 2
KartHHr 3px CAC, PpaHuua / Cutting Edge SAS, 770, Pio Anbtpes Hobenb, MMmC6/b N6 Hobesnb, 340(FO
France MoHnenbe, ®paHuusa / 770, Rue Alfred Nobel. Irameuble le

Nobel, 34000 McMitpeUier, Fnrace

BAUSCH-FLOMB

WMHCTPYKUUS NS NMPUMEHEHUS

Habop othTa/ibMONOrnMyecKuii Ana KatapakKTaslbHON XUpYyprnu

B BapunaHTe ucnosHeHna LUXGOOD™

«KATTUHI 30K»
Vmmnabns M Hobenb
770 pto Anbthpes Hobenb. 34000 MONLLESTbH
Ten.; (33) (0)5 62 24 64 64 - dakc: (33) (0)5 62 24 64 66

AO yigxMucHHoro Tuna, ycTaBHbIiA Kanntas - 286 309 eBpo HacriMiuHM 5. HkenognucasLumiics:
Wi;FHCTPaumoHHb I HoMep B TOProBo-MPoMbILLIIEHHOM PeecTpe HOTapuyc B KOMMyHe
r MoHnenbe 800 783 284 HsopraHusaummn B HC/nnatenbLumka KACTAHE-TO/I03AH (Or-IapoHH). yA0CToBepsito

HAC: FR43 800 783 284 M MOATaEPXKAalo, YTO WMEoLascsl Ha  3ToM
OKYMEHTE MOANMCb MPUHALIEXUT r-ace.
yTBep)quHO: fl'l (IftyJ JJ. ) P H 6bln1a NocTaa.TeHa
<nognucaHo> 28 NHKOJ1A 2022 T.. CIO B MOEM MPHCYTCTAUH.

KacTaHe-TonosaH. 28 Q12022 T.

CaHp,pI/IH BOHALL K] E>eH)a CAJIEC KACT AHH-TOJ103/TH
< . , -

KATTVHI 3 A)K CAC» “ E)_yrrgng:e)::aTb ja HOTapuyc B KOMMYHe

PyKoBOAMTENb OT/ENA KaYecTBa 1 OTAeNa

HOPMATVBHO-MPABOBOIO PEry/IMPOBaHMS! JHCTN>
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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 Anbthpes Hobenb. Ummebnb n6 Hoberb.
34000 MoHnenbe. ®paHums /770, Rue Alfred Nobel,
Immeuble le Nobel. 34000 Montpellier. France

ACOEPNYECKAA TIMH3A

LuxGoodN'N* 1T1lnpocobHaa nMH3a

Mopenb

LUXGOODM)

(xkentaa npeABapuUTeNbHO  3arpyXeHHas

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

NPUMEHEHUIO.

OMNMMCAHWE:

WHTpaokynspHas nuH3a (LNOJ) l.uxGood™ npefctaBnseT coboii MOHONUTHYHO 3aAMEKAMEPHYHO
MO, nornowatow>10 ynbTpadumonetosoe (Y®) usnyyeHve, npegHa3HayeHHY0 [0S 3aMeHbl
eCTeCTBEHHOW /IMH3bI XpyCTa/IMKa y NceBaotakMyHbIX B3pOCbIX nayneHToB. O LuxGood™ nmeet
acthepnyeckyto onTuky. JInH3a cTepunbHa 1 CKIaAbIBAETCA Mepes BBEAEHNEM B [/1a3 Y UMMNaHTaLMei
B KancynspHbll MewokK. [lpeaBapuTeNnbHO 3arpy)XeHHas WHTpaokynspHas nuH3a LuxGood™
MOCTaB/IAETCA C CUCTEMOM [ocTaBkM Accuject Pro, obecrieyvBarolein 6eCKOHTaKTHYHO [OCTaBKY

NINH3bI B KarncynspHblli MELLIOK.

PUNSNYECKUE XAPAKTEPUCTUKN:
Martepvan NnH3bI MMBKMiIA TMapodOo6HbIA CONOMMEP aKpuna,
cofepXaluin nornoTuTenb Y ®-nsnyyeHus u
XpuModop. GUNLTPYIOLMIA CUHWIA CBET.
Achepnyeckas

1,540

dopma NOBEPXHOCTU ONTUKMN
MHpekc pepakumm B rnasy npm 35 °C
CnekTpanbHbIi KO3(MLMEHT NPOMYCKaHNs 10 % npu 396,7 HM ansa +20,0 auonTpuii

A-KOHCTaHTa:

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

OnTuyeckas cuna

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

119,2
118,8
6,0 MM
11,0 mm
0°
+0,00 go +10,00 gnonTpwii ¢ 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. imm66nb6 ne Hobens.
France 34000 MoHnenbe, ®paHuma /770, Rue Alfred Nobel.

Immeubie le Nobel, 34000 Montpeltier. France
- .- CueuHpukaubia -\
[VonTpuiiHbIA psg Jonycku
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 NIMH*" nokasaHa fANsi BU3ya/lbHOM KOPPeKuMy adakun y B3POC/bIX MaLMEHTOB C
[00MepaLyOHHbIM POroBUYHLIM acTUrMaTU3MoM (MK Ge3 Hero), BO3HMKLLVM B pe3y/nbTaTe yaaneHus

KaTapaKTHOro XpycTanuka. JInH3bl npeaHa3HaueHbl Ans UMMNAaHTaLMK B Kancy/bHbIlA MELLOK.

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

Lie/Tbl0 KOpPeKUmmn adhakumu.

MPOTUBOMOKASAHNA N NMPEAOCTEPEXEHWA:

Mpo31BOMOKa3aHMS

C BpaueGHOIi TOUKM 3peHNs, Npu l0GOM 13 CeAyHoLMX 06CTOATENbCTB (HO HE OrpaHUYMBaAsCh 3TVM)
CneflyeT OLEHMBAaTb COOTHOLLIEHME MOTEHLMANbHBIX PUCKOB M MPEUMYLLECTB: Hemoaaatolleecs
KOHTPOMIO MOBbILIEHHOE BHYTPWUI/Aa3HOe [aBneHve (FNaykoma); peuuavBupytlollee  TSXKenoe
BOCMa/ieHNe NepeaHero WM 3afHero CerMeHTa Wiy YBEWT; MauMeHTbl, Y KoTopbiXx WOJT MoxeT
MOBNMATL Ha CMOCOGHOCTb HabMoAaThb, AMAMOCTUPOBATb WM NeYnTb 3a00MeBaHMS 3a[HEro
CerMeHTa: XMPYpruyeckne TPYAHOCTU C MOBbILUEHMEM MOTEHUMana Ans OCNOXHEHU (Takux Kak
MOCTOSIHHOE KPOBOTEUeHUE, CYLLIECTBEHHOE NMOBPEX/eHNe Pay>KHON 060/104KM, HEKOHTPONMPYEMOe
MONOXWUTENbHOE AaB/IEHNE WM CYLLECTBEHHbI Nponanc Uan noteps CTEKNOBUAHOIO Tena v ap.);
Aedopmaums rnasa BCNeACTBUE MpefLIecTBOBaBLUEl TpaBMbl WK fedeKTa pasBuTUs, B pesynbTaTe
KOTOpbIX Hafnexatas gukcauus MOJT CTaHOBUTCS HEBO3MOXHOIA; 06CTOSTENLCTBA, KOTOpPble MOTYT
MPVUBECTU K MOBPEX/EHWIO SHAOTENNS B MPOLIECCE MMNNAHTALMM; NALMEHTbI, Y KOTOPbIX HU 3afHSs
Kamepa, HU MOSICOK HEeA0CTaTOUHO Liefbl As o6ecrneveHns UKcauumn; nofo3peHne Ha MUKPOBHYHO

NHDEKLUMIO.
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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, Mimmebns ne Hobensb.
France 34000 MoHnenbe, ®paHuusa /770, Rue Alfred Nobel,

Immeuble le Nobel. 34000 Montpellier. France

B03MOXHble HeXxenatenbHble ABIEHUA

Kak 1 npy 1to60M XMpypruyeckom BMeLLaTe/IbCTBe, MMEeT MeCTO puCK. MoTeHUnaIbHble 0CI0XKHEHNA
XMUPYPrnyeckoro fieyeHna KatapakTbl MOTYT BK/KOYaTb, HO HE OrpaHMyMBaTLCA CNeAyHoLWMM: PUCK
BOCNa/IeHVst UM MHDMUMPOBaHNSA B pe3ysibTaTe HeXenaTe/lbHOW peakumu Ha MaTepuansbl, BXoasLme
B COCTaB J/IMH3bl, OCMIOXHEHMS, MOTEHUMANbHO CBfA3aHHble C MNPOLeAYypPOn  MMMNaHTauun
VH TPAOKYNAPHbIX NINH3, BK/KOYasA: MOMYTHEHWE 3a[Heil Kancy bl (BTOPMYHAA KatapakTa), BocnasieHue
(MPHAOUMKANT, 3pavykoBas/UMKNM3Has MembpaHa, BOCNasieHWe CTeKN0BMAHOMO Tena, LMCTOUAHbIIA
MaKynspHbli OTCK, TOKCWMYHbIA CWMHAPOM MEpPeAHero CermeHTa...), KOpPHea/lbHOe MOBPeXAeHne
3HAOTENNA, 3HAOMTANILMUT, OTC/IOEHWE CeTyaTKW, OTEK POroBuLbl, 3aKyrnopka 3payka, nponarc
pady>kHOW 060M104YKM, TUMOMNUOH, FNaykoMa, MpocaymBaHME paHbl, rudema, aTpodus pamy>kHOM
000/104KK, MPONanc CTEKNOBW/LIONO Tena, CMeWeHne nnm HaknoH WOJ1, onTuYeckmne HanéTbl Um
MOMYTHEHUS, OTOMECKM W BTOPUYHbIE XMPYPruveckrMe BMellaTenbCTBa (TakuMe Kak yCTpaHeHue
npocaynmBaHNa paHbl, acnmpaumns CTeKNOBUAHOrO Tena, UPUAIKTOMUA, nepeycTaHOBKA WM 3aMeHa

NOJ. penapaums OTCMOEHNA ceTyaTKu 1 ap.).
MpefoynpexaeHus

MO cnepyeT MMNNaHTMPOBaTb B COOTBETCTBUWM CO CNefyoWMMU YKasaHUAMW. HenpasuibHoe
NCMOMb30BaHNE MOXKET YrpoXaTb 340P0BbI0 NauueHTa.

He wcnonb3oBatb WOJ1, CTepuabHOCTb WM KayecTBO KOTOPOM HaxOAATCA MNoj COMHEHMEM B
pe3ynbTare NoBpPeXAeHUs YNakoBKU.

He nbiTaliTecb BUAOU3MEHATL WX NepesenbiBaTb YCTPOWCTBO UM €0 KOMMOHEHTI.

He ncnonb3oBaTh NOC/e UCTEYEHUS CPOKA FOAHOCTH.

He ncnonb3oBaTb 6€3 BUCKO3/1aCTUYECKOro pacTsBopa.

He ncnonb3oBatb NOBTOPHO. [OBTOPHOE MCMOMb30BaHNE MOXET YrpoXaTb 30POBbLI0 NaLMeHTa.

He ctepunusyiite NOJT NOBTOPHO, NMOCKO/bKY 3TO MOXET MPUBECTU K HeXXenaTeslbHbIM NMO60YHbIM
apexTam.

He MMNNaHTUpYiiTe NMH3Y B NEpPeaHIO Kamepy W B LAMapHyto 60po3ay.

MEPbI MPEJOCTOPOXHOCTMW:
» XpaHUTb NPU KOMHAaTHOI TemnepaType. V36eraTb XpaHeHus npy TemnepaType HUkKe 5 X 1 Bbille

45*C. He gonyckaTtb 3aMOpaXnBaHuA.
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/Habop ohTanbMONorM4ecKnin 4ns KatapaktaibHON VIHCTPYKUMS ANs NpUMEHEHNS

XUpyprum ANna poccuiickon degepamm
JInH3a nHTpaokynapHaa LUXGOOD™ YELLOW Bepcua 2
KartuHr 3mk CAC, ®paHums /Cutting Edge SAS. 770. Pro Anbthpef Hobenb, Vimme6ns ne Hobensb,
France 34000 MoHnense, ®paHuusa /770, Rue Alfred Nobel,

immeuble le Nobel. 34000 Montpeliier. France

* MO W WUCMOMb3YEMbIA BUCKO3NACTUYECKUIA pacTBOpP neped MPOBEAEHUEM XWUPYPrUYecKoro
BMeLLaTeNbCTBa [O/KHbI XPaHUTLCA B TeyeHWe Mo KpalHelr Mepe 30 MUHYT npu Temnepatype
MUHUMYM 20RC.

o 1A MNNaHTaLMM MHTPAOKYNAPHBIX NIMH3 HEOOXOAMM BbICOKMIA YPOBEHb XMPYPrUYECKMX HaBbIKOB.
Mpexze Y4emM NPUCTYNaTb K UMMIAHTaUMM UHTPAOKYNAPHBIX NNH3, XUPYPT JO/HKEH MPOATU MOJHBbIIA
Kypc 006yyeHms.

* lMepes BCKPbITUEM 3aLUMTHON YMaKOBKM W WHAMBUAYaSIbHOrO CTEPWUILHOIO MakeTa/6/MCcTepHOM
YMNakoBKW cnefyeTt nNpoBepuTb Mogenb MIOJI. e onTUYEeCKyHo CUTy U CPOK FOAHOCTH.

» CTepubHOCTb M3AeNnsi rapaHTUPYETCA TONbKO NP COBMOAEHNN LeNOCTHOCTU UHAMBUAYANbHOMX)
CTEPWUNBLHOIO MakeTa.

» ObpaLaTbCa C NIMH30M CnefyeT OCTOPOXKHO, YTOObI M36eXaTb MOBPEXAEHWI MOBEPXHOCTU WK
ranTuKu.

» Cnepyet TwaTebHO NpombITh VOJT nepeg nMmnnaHTauueid. He 3amaumBaTh U He npoMbiBaTb VIOJ1 B
KaKnx-nn6o Apyrux pactsopax, KpoMe CTepusibHOro cbasaHCMpoBaHHOIO COIEBOr0O pacTBopa.

* [py yganeHnn BMCKO3NaCTNKa C NepefHei 1 3a4Hell NOBEPXHOCTEN NIMH3bI NOC/e UMMNaHTauum B
KancyapHbIi MeLOoK cneayeT co6/104aTh OCTOPOXKHOCTb.

» CneflyeT HafeXXHo y6enTbCs, YTO NIMH3a MNONHOCTLIO UMMNIAHTMPOBAHA B KamncCynspHbIA MELLOK.

* B cnyyae npoBeieHNs 3aiHel KancyoTOMUM C MOMOLLbHO Na3epa Ha UTTPU-alIloOMUHMEBOM FpaHaTe
(YAG-nasepa), Heobxogmmo obecneuntb (DOKYCMPOBKY fy4ya Na3epa HECKOMbKO M03aau 3afHel

Kancy/bl.

YIMNAKOBKA 1 CTEPUJTN3AUNA:

MO LuxCood™" nHaneBnayanbHO ynakoBaHa v npeaBapuTenibHO YCTaHOBIEHA B CUCTEMY [0CTaBKuU
Accuject Pro B 6/iMcTepHO yrnakoBKe. Bce Mogenu MoCTaBistOTCA B CYXOM BuUAe, U WX cnepyet
OTKpPbIBaTb B CTEPWU/IbHBLIX YCNOBUAX. 19 obecneyeHuns otcnexusaemoct NOJ1 kapToHHas KOpobKa

CHabXXeHa KapTO‘-IKOVI nagmeHTa n CaMOKNeWNMNCA 3TUKETKaMN.

YKA3SAHWA MO NCIMOJIb3SOBAHUIO:
1 Tlepen onepaTvBHbIM BMELIATENbCTBOM Bpay A0/KEH OMPeAenMTb ONTUYECKYHO CUNY JIMH3bI,
Mof/iexallieil mnaaHTaumum, MeTo40M BblYMCNEHMS. PeKOMEH0BaHHbIE 3Ha4YeHUs MOCTOAHHbLIX A,

YKa3aHHbIE Ha KapTOHHOVI KOpOﬁKe C NMH30M, ABNAKOTCS OPUNEHTUNPOBOYHLIMN.
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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 Anbthpepa Hobenb. mme6nb 6 Hobenb,
France 34000 MoHnenbe, ®paHums /770, Rue Alfred Nobel,

Immeuble le Nobel. 34000 Montpellier, France

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

3. OTKpbITb KapTOHHYKO KOPOOKY W OCMOTPETb CTEPU/IN30BaHHYI O/IMCTEPHYIO YMaKOBKY,
COZEP>KALLYI0 UHBEKLMOHHYIO CUCTEMY. Y 6eMTech, YTO COLEPXKMMOE He NOBPEeXeHo. YbeamTech B
TOM, YTO MH(OpMaLMA Ha 3TUKETKe 6/IMCTEPHO YNakOBKM COOTBETCTBYET MH(OPMAaLMN Ha BHELLUHEN
KOPOOGOYHON YMAaKOBKE M Ha CaMOK/EALLMXCA ITUKETKaX. BCKPbITb G/IMCTEPHYIO YMAKOBKY Takum
06pa3om, 4To6bl YCTPOMCTBO OCTANIOCh B CTEPUILHOM MOSE.

4. OCMOTpeTb YCTPOWCTBO M Y6eAMTbCH, YTO OHO He MOBPEeXAeHO. JIMH3Y cnefyeT TLlaTesbHO
MPOMbITb COaTAHCMPOBAHHBIM COJIEBLIM PACTBOPOM MyTEM OMOACKMBAHUA Yepe3 KOHUMK KapTpuaka
(puc. 1) n ¢ KoHua 3arpy304Hoin kamepbl (puc. 2). MogoxanTte B TedeHne 30 CEKYHA.

WHCTpYKUMM O TOM, Kak MOMHOCTbIO MOArOTOBUTL YCTPOMCTBO K UMMMAHTALMKW, He MpuKacasach K
nosepxHocTtn OJ1, cMOTpUTE Ha NpuUiaraembiX PUCYHKax:

PucyHok 3. HaHecTu [OCTaTOYHOE KO/IMYECTBO BMCKO3MACTUKA Yepe3 KOHYMK KapTpuaKa.
Y6eanTbCs, YTO BUCKO3/1aCTUK LIE/IMKOM 3aro/IHUT KOHUMK UHXeKTopa. Mopoxaate 30 ceKyHA.
PUCYHOK 4. 3aKpbITb KPbI/bILLKK 3arpy304Hoi Kamepbl. [Npn cpabatbiBaHUM MexaHU3Ma (hmkcaumm ¢
3alLe/IKON NIMH3a HAEXHO PUKCMPYeTCS Ha MecTe.

5. BbINOMHUTb MHXEKLMIO NIMH3bI B MaKCMMa/lbHO KpaTtuaiillee Bpems Mocse MoSHOM MOArOTOBKM
NNH3bI.

6. BBECTM KOHUMK KapTpuaKa B paspes C HaKIOHOM HaKOHEYHVKa MHXXeKTopa, 06palléHHbIM K rnasy
nauuyeHTa. Mpoao/HKUTL, OCTOPOXHO, HO HEMPEPLIBHO HaXKUMas Ha MOPLUEHb, 10 YCTaHOBKW INH3bI B
KarcynspHbIA MeLLOK.

7. YTUIN3NPYIATE NHXXEKTOP NOC/e NPUMEHEHNS.

8. JInH3y cnegyeT UMMNNAHTMPOBAaTb TakK, UTOObI ee nepefHss MOBEPXHOCTb Oblna obpalleHa K
nepefHeli noBepxHocTn rnasa. OpueHTaumns MIOJT MOXeT 6bITb MPOBepeHa BU3yasibHbIM OCMOTPOM
rantuky. Kak nokasaHo Ha pycyHke 5, Korfa ranTuyeckrie BCTaBKU PacrosioXXeHbl BBepXy crnipasa (A)

1 BHU3Y cnesa (B), nepeHss CTOpoHa MH3bI 0bpalleHa K Habnogartento.
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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 Anbhpe Hobenb, Mimmébns nB Hoberb,
France 34000 MoHnenbe, ®paHums /770, Rue Alfred Nobel.

Immeuble le Nobel. 34000 Montpellier, France

puc. 1 puc. 2 puc. 3

W X x D m mM M [@Om

puc. 5 puc. 6

CnepyeT MCnonb30BaTbh TO/IbKO PacTBOP BUCKO3MAaCTMKa HWU3KOWA WMAM cpefHei BaskocTtu. Crepyet
MCNOMb30BaTb TONIbKO WHBEKLMOHHYKO CUCTEMY, MPEOCTaB/IEHHYO BMeCTe C npeaBapuTesibHO
3arpy>keHHou nmH3on LuxGood”.

B03MOXHO NpoBefeHMe PasINYHbIX XUPYPrMYeCKMX BMeLIaTeNlbCTB, U XMPYPr LO/DKEH Bbl6paTbh
npoueaypy, NOAXOAALLYI0 AN NaumeHTa.

O No6bIX Cepbe3HbIX UHLMAEHTAX, CBA3aHHbLIX C YCTPOMNCTBOM, CNnefyeT YBeAOMIATL NPOU3BOAUTENS

1 KOMMETEHTHBIV rocyaapCTBEHHbIV OpraH, B KOTOPIOM 3aperucTpupoBaH Mnosb30BaTeslb.

YTUNN3ALUNA:

YTnnusauma uHxektopa ana seegeHna WOJ1 ponxkHa NpoBOAUTLCA B COOTBETCTBUM C MECTHbIM
3aKOHOAATeNIbCTBOM O MeAMLUMHCKUX OTX0[ax, XapaKTepusyrLMXCA PUCKOM WHDOULMPOBAHNS.
VHxekTop ans umnnaHTaummn MIOJ1 nocne ncnonb3oBaHUS KnacCcugmumpyeTcs Kak Knacc oTxo4os b

N 0OKEH ObITb YTUAN3MPOBAH B COOTBETCTBUM ¢ CanlluH 2.1.3684-21.

YCNoBUNA XPAHEHNA N TPAHCIOPTUPOBKM
Ycnosust TpaHCnopTUPOBKK:

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

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



THa6op ohTanbMONOrMYecKnii 4ns KatapakTaibHOM VIHCTpYKUMA NS NpUMeHeHUs

Ixvipyprum ANs poccuiickoit degepaumn
JInHuza nHtpaokynapHaa LUXGOOD™ YELLOW Bepcus 2
KattuHr 3pk CAC, dpaHums /Cutting Edge SAS, 770. Pro Anbthpeg Hobenb, Vimmebnb n6 Hobenb,
France 34000 MoHnenbe, PpaHuma /770, Rue Alfred Nobel.

Immeuble le Nobel. 34000 Montpellier. France

YcnoBusa xpaHeHus:

XpaHuTb NPy KOMHaTHOM Temnepatype. V36eratb xpaHeHWs npu TeMnepaTtype Hke 5BRC 1 BbiLle
45®C. He gonyckaTtb 3amopaXuBaHus.

CPOKropgHocTMH
3 roga.

CPOK CJ/1YXBbl:

NOJ1 npefHa3HayeHbl ANSi NOCTOSHHON UMMaHTaUuN.

CMBOI/bI:

YGOOD - Ha3saHue mogenu

D*“ OnonTtpusa

11 mm (11 mm) - O6wwmin amameTp

6 mm (6 mm) - ONTUYECKUIA AnameTp
CepuiiHbIi Homep

. Vicnonb3oBsathb Ao

IREH

Homep no Katanoiy

cil

[laTa npou3BoAcTBa

[I-I-I Not

mJ lNponssoauTens

A'Constant (est)
A-KOHCTaHTa

CTtepunusauma ¢ NpUMeHEHEM 3TUIEHOKCKAA

He ncnonb30Bath Npy NOBPEXAEHUMN YMAKOBKN
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1Ha6op oghTaNbMONOrMUYECKnil ANs KaTapaKTaibHO VIHCTPYKLMS AN NPUMEHEHNS

XVpyprim ANs poccuiickoii depepaunn

. TNvHza nHTpaokynspHas LUXGOOD™ YELLOW Bepcua 2

I KartuHr 3k CAC. ®paHums /Cutting Edge SAS, 770, Pro Anbthpep Hobenb. imme6bnb ne Hobeno,
/ 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 MHCTPYKLel Mo NPYMEHEHUIO

C C CE c HoMepom npoBepsitoLLero yUpeskaeHus - MOATBEPKAAET COOTBETCTBIE C HOpMamu EC

/ \ OcToptokHO! ObpaTUTECh K MHCTPYKLMMW MO MPUMEHEHUIO

Cutting Edge SAS, 770, Rue Alfred Nobel, Immeuble le Nobel, 34000 Montpellier, France /
KattuHr 3mk CAC, 770, Pro Anbpes Hobenb, Mmm66b né Hobenb. 34000 MoHnenbe, ®paHums

OPFAHU3ALWMA, YMNONHOMOYEHHAA HA TMPUHATUE MPETEH3UWA OT
MOTPEEUTENEW:

OO0 «bayLu Xenc»,

Poccus, 115162, r. Mocksa, yn. LLla6onoBka, a. 31, cTp. 5

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

Xapaktepuctukn Accuject Pro

BHYTpPEHHWIN AMaMeTp ro/IOBKN HaKOHEYHMKa KapTpumka 1,38 + 0,05 mMm

BHeLHWIT AnaMeTp HaKOHeYHMKa KapTpuapka 1,66 + 0,05 mm
Yron cpe3a HaKOHeYHMKa 45 +2°

O6wwasa anvHa 151 +0,1 mm
[NnHa 3arpy304HOl Kamepbl 185+ 1mm
LLInpnHa 3arpy3o4Hoin kamepbl (1) 13.53 £ 0.04 mm
OnnHa Kopnyca 95.77 £0.05 mm
LLInpnHa Kopnyca (1) 35.025 + 0.03 mm
N3unpuHa Kopniyca (2) 8.046 £ 0.03 mm
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t Habop ohranbMonorMyeckuin ana KatapaxtanbHoOW
/ xupyprum
JInH3a nHTpaokynapHaa LUXGOOD” YELLOW
Karmumr 3mk CAC. dpaHums /Cutting Edge SAS,
France

JnnHa MopLuHa

LivpuHa MopuuHsa (1)

LLinpuHa MopLuHsa (2)

LLinpmHa Mopuns (3)

AnnHa CUNMKOHOBOMO HaKOHeYHMKa
LLInpnHa CMNMKOHOBOIO HakoHeYHuKa (1)
LLInprHa CMAMKOHOBOIO HAKOHEYHMKA (2)
JnnHa HakoHeyHMKa KapTpuaka
LLInpmHa HakoHeyHMKa kapTpuapka (1)
LLInprHa HakoHeYHMKa KapTpuaxka (2)

Ycunve HaxkaTua Ha nopLueHb

CTuKep 4N KapTOHHOW ynakoBku LuxGood”

NHCTpyKUMa ans NpyMeHeHns

NS poccuiickoii degepaunm

Bepcus 2

770. Pro Anbthpep Hobenb. Mimmebns N6 Hobenb.

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

Immeuble )e Nobel. 34000 Montpellier. France

106.88 + 0.05 mm
14.927 +0.07 Mm
5.483 + 0.03 mm
1.755 £0.03 mMm
10.05 + 0.05 mMm
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£2.2N e

H*6op opTanMMNONT«N|« 4 T MUTApMIMbIO™* M pypr— o tirntim r

weaawiKUMi: LUXOOOO”* « cocTM™:

1)/IMHU MMTPMCYTpUM LUXOOOO** YELLOW.

1) CUCTMM »N T aMm1 418 MMANa>«n|«ia UMTPLOTYNAPHbDK rwHs (Siccd a PTa

BAMEP«>«Ma).
9) ML ] LML 5O NpMMNWMW

ynavnom coiispaon 1 mp W ifpr— iiiyio MTpsAocynspwy, VHM LLXOO00»** YELLOW e

WCMWTopoM CTepsanbso.

CuM AfumM1, AMMP e*pM. 06«|uK AMMATP B onTe*cCcM« AMMATP - YM*Mw M

O*1lynpomlsaoieTMAMTYNCT«Y*MMCpoOUryy«cnlc« Mmynaom

CpM roAuoctm™; 3 nms ¢ o«Tbl MTOtoanwM

XPYN *»*« N «@K)atamn»patyp« Xp*H»rTfc*icaoayfweiiat»a. TwiM»cT*

Mposiw a— TWW: Ct<infl EBpa $A8. I'70. Kne Mfrwl Nobtf. InwMubto L* Nobal MOLL

34000 MoHnanm. ®pamps!

thcn apoamoACTM: CuB”™g EOp* UMX4K(uring SAS, 600 Rutbu, pu«* stem
, K™ 3«t CAC. «0 Pt,

rbonVeivwsiptes T Twilbnp<w N imnantPH:ooo onve—

* « «p S.n«

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

< (tfflcetcueiccchy
n 19
-A
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Pocculickaa ®egepayns
["opon MockBa
BToporo aBsrycTta ABe Thica4M ABajLaTb BTOPOro roga

A, AnexvwH EBreHuii BnagumupoBuy, HoTapuyc ropoga MOCKBbl, CBUAETENbCTBYIO

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 coBepLleHne HoTapuanbHoro gernctaums: 400 py6. 00 kon.

_E»BMncxuH_

Boero rpoLLHyoeaHD,
MPOHYVIEP0G™ M (XperreHo
o !j mcauw)
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