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JInH3a MHTpaoKynsapHasa achepuyeckas ¢ yny4dlleHHON
onTukoii Akreos”, B BapuaHTax ucnonHenus /Intraocular
aspheric lens with improved optics Akreos™,
in execution options

HanmeHoBaHMe MegULLIMHCKOTO

n3genns
JNInHza NHTPaOoKYApHas actepunyeckas c
ynydweHHon onTtuko Akreos™, B BapuaHTax
NCMOSTHEHWS:

L Akreos™ Advanced Optics Aspheric Lens,
ontuyeckasa cuna ot 0.0 gnTp. go +9.0 ANTp, C LWarom
1.0 gntp., ot +10.0 gntp. o +30.0 AnTp. C,Wwarom
0.5.4nTp., B cOCTaBge:

1. ®nakoH C UHTPAOKY/NAPHON NMH30M B NakeTe Ans
TPaHCMNOPTUPOBKY - 11WT.;

2. IHCTpYKUMS No NpuMeHeHunto - 1wt

3. VmnnaHTauMoHHas perncTtpaumoHHas Kapta
nayueHTa - 1wr,

4. CTVKepbl 415 NPOCNeXNBaHUA - 8 T,

Il Akreos™ AO Micro Incision  Lens,

onTtuyeckasa cuna ot 0.0 gnTp. o +9,0.4nTp. C Lwarom
1.0 gnTp., ot +10.0 gnTp. Ao +30;0- 4NTp. C LWarom
0.5.4nTp., B cocTase:

1. ®nakoH ¢ MHTPAOKYNAPHOW /IMH30 B NakeTe 4/
TPaHCMOPTUPOBKK - 1T,

2. VIHCTPYKUMA No NpMMeHeHuto - 1w,

3.  VmnnaHTauMoHHas permMcTpauMoHHaa  KapTa
nauymeHTa- 1wr,;

4. CTVKepbl ANa NpocneXXuBaHma - 8 LWT.

[Hanee: NnH3a VMHTPaoKyApHas, NH3a Akreos,

WHTpaokynsapHasa nuH3a Akreys, O/, Akpeoc, NOJT Akreos,
Adapt AO, MI60, nMH3a, n3genve.

NHpopmauma o nponssognTerne
OTBeTCTBEHHbIV NPON3BOAMTENb M pa3padboTUnK:
bayw 3HA JTom6 MHKopnopeiTeq, CLUA,

Bausch & Lomb Incodporated, 1400 North Goodman
Street, Rochester, NY 14609, USA

MecTo0 Npon3BEACTBA:

1. Bausch & “komb Incodorated, 21 N. Park Place
Blvd., Clearwater, FL 33759, USA (CLUA).

2. Valeant.Med Sp. z o0.0., ul. Ryzowa 31; 02-495
Warszawa, Poland (MosnbLia),

Ha3HauyeHue

3agHekamepHble WOJ1  Akreos mokasaHbl [ns
NepBUYHOM MMNNaHTaUMM cgOro._ B Kancy/bHbli
MELLOK rnasa, A5 KOppeKuun 3peHust npu aakum y
B3POC/IbIX nauMeHToB nocrne yhaneHus
KaTapakTa/lbHOro Xpycrasimka.

Bayw aHg Jlom6 MHKopnopenTen, 1400 Hopc NyamaH
CTpuT, PouecTep, Hblo-Mopk 14609, CLUA /Bausch &

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

Bepcusa 2.1 /version 2.1

Medical device:name

Intraocular aspheric lens withiimproved optics
Akreos™*, in execution options:

l. Akreos™™ Advanced Optics Aspheric
Lens, optic powers from_0.0 D to +9.0 D in
1.0 D increments, from +10.0 D to +30.0 D in
0.5.D increments, in delivery set with:

1. A vial with a lens in-pouch for transportation
-1 pc,;

2. Instructions for.use - 1pc.;

3. Implant registration patient card - 1pc.;

4. Self-adhesive-labels - 8 pcs.

. Akreos™~AQO Micro Incision Lens
optic powersfrom 0.0 D to +9.0 D in 1.0 D
increments,/from +10.0 D to +30.0 D in 0.5 D
increments,. in delivery set with:

1. A vial with'a lens in pouch for transportation
-1 pc,;

2. Instructions for use - 1pc.;

3. Implant registration patient card - 1pc.;

4. Self-adhesive labels - 8 pcs.
Next:Intraocular lens, lens Akreos, Intraocular lens
Akreos, IOL, Akreos, IOL Akreos. Adapt AQ, MI160, lens,
device.

Information on the manufacturer
Le2al manufacturer and developer:
Bausch & Lomb Incodorated,
1400 North Goodman Street Rochester, NY
14609 USA
Manufacturing site:
1. Bausch & Lomb:Incogorated, 21 N. Park
Place Blvd., Clearwater, FL 33759, USA.
2. Valeant Med Sp. z o.0., ul. Ryzowa 31,
02-495 Warszawa, Poland,

Intended use

Akreos Posterior Chamber IOLs is intended
for adult patients requiring replacement of a
cataractous lens for the visual correction of
aphakia and who are not contraindicated,
regardless of ethnicity or gender.
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OnwucaHve usgennsa Device description
"mbkas NHTPAOKyNsipHas nnH3a  Akreos™”™  The Akreos”™ flexible intraoctlar lens (IOL) is
npeAcTaBifAeT COO0M LeMbHYI NIMH3Y, BbIpe3aHHy a single-piece lens cut from a hydrophilic
U3  ruapodPunLHOro  akpuioBoro — cononvmepa, acrylic copolymer that contains a UV absorber.
cofiep>kallero nornoTuTeNs yabTpaguosneTa. The overall length varies~according to 0L
O6Lwasa AVHA UHTPAOKYNAPHOW NNH3bI BapbUPYeTCa  power.
B COOTBETCTBMM C OMTUYECKON CUION NINH3bI. €ocTaB The composition and characteristics of the
W XapaKTepUCTUKN MHTPAOKYNApHOM NnH3bl Akreos Akreos IOLs are specified in the table below.
yKaszaHbl B TabnuLe Huxe.

P U3NYeCKUE XapaKTEPUCTUKU Physical characteristics
Martepuan / MmapodmnbHbIA akpuA,, nornowgarowmii Y@ / UV-absorbing hydrophilic acrylic
Material
XapakTepucTukn  KoadmupmeHT npesomneHns: 1.458 npu 35 °C / Index-of Refraction: 1.458 @ 35°C
marepvana /
Material

Characteristics
Tun / OnTnyeckas
cunal

Optic Type/
Powers

Jnamvetp
OMTUYECKOM YacTu
/ Optic Body
Diameter

O6wmii grameTp /
Overall Diameter

No3nuUMoHHbIE
orteepctus /
Position holes

O6bem pacTeopa
BO (hnakoHe /
Volume of
solution in the.vial
OpvieHTauus
NnH3bI/ Lens
Orientation

KoathdumumeHt
CreKrpaibHoro
nporyckaHms /
Spectral
Transmittance

[BosikoBbInykaaa actepuyeckas / ot 0.0 gntp=go +30.0 gntp. (ot 0.0 gnTp. Ao
+9.0 gnTp. c.warom 1.0 gntp. v ot +10.0 gnTp. A0 +30.0 gnTp. ¢ warom 0.5 antp.) /
Biconvex Aspheric / 0.0 D to +30.0 D (0.0 D to +9.0 D in 10 D increments and
+10.0 D10 +30.0 D in 0.5 D increments)

Adapt AQ:-6.2 mm (o1 0.0 fo +9.0 gniTp.); 6:0.Mm (oT +10.0 go +30.0 anTp.) /

MI60: 6:2-mm (o1 0.0 go +15.0 antp.); 6.0'Mm (oT +15.5 fo +22.0 anTp.); 5:6 MM (OT
+22.5 po,+30.0 gntp.) /

Adapt AO: 6.2 mm (0.0 to +9.0 D); 6.0/mm (+10.0 to +30.0 D) / MI60: 6:2mm (0.0 to
+15.0D); 6.0 mm (+15.5 to +22.0 D); 5.6 mm (+22.5 to +30.0 D)

11.0.mm (ot 0.0 go +15.0 antp.), 10.7 Mm (oT +15.5 go +22.0 gntp.), 105 Mm (0T +22.5
00./+30.0 gntp.) / 11.0 mm (0.0~to +15.0 D), 10.7 mm (+155 to +22.0 D),
105 mm (+22.5 to +30.0 D)

Adapt AO: 4 No3MUMOHHbLIX 0TBEPCTUA / 4 position holes

MI160: He npumeHumo / not applicable

12.70- 13.70 M1/ 12.70 - 18:70 ml

Adapt AO 1 MI60 MMeOT-3/1eMeHTbI, KOTOpble MOTYT MCMO/IB30BATLCA /11 MPOBEPKU
MpaBWbHOW OpYeHTaUM” NMH3bI B a3y (MepefHsas CTOpPOHa NMH3bI obpalleHa K
nepesHeli CTOPOHe I1a3a), KOrAa a/leMeHTbl Harnpas/eHbl.B BEPXHIOK NpaByto CTOPOHY
(A) 1 HWKHIOI NeBYO-€TOpOHY (B). Cm. Puc. 4 ana Adapt AO un Puc. 5 ans MIGO. /
Adapt AO and MI60.have features that can be used to verify the correct lens orientation
in the eye (anterior side of lens facing anterior side of eye) when features are oriented
top right (A) and bettom left (B). See Fig.4 for Adapt-AO and Fig.5 for MI60.
YnbTpadmosneToBas YacTb CreKTpa: ybTpauroneT(362) 419 MHTPAOKYIAPHON SINH3bI
Ha +20,0 gronTpumn Cm. Puc. 0, rae 3HayeHvie X Ha guarpavme = 4/iHa BO/HbI (HM), a
3HaueHure Y = % Koa(hmLmMeHTa NponycKaHus.

NMPUMEYAHWE. B 3aBUCMMOCTW OT MeTofa W3MEepeHWsl 3Ha4yeHus nponycKaHua
marepuana UH(PaOoKyNAPHON SIMH3bI MOTYT HE3HAUUTE/IbHO OT/IYATLCA. /
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Ultraviolet: UV (362) for +20.0 diopter IOL
See Fig.O with chart’s X value = Wavelength (hm) and Y value = % Transmittance
NOTE: Light transmittance values for an IOL material may vary slightly depending on

the method of measurement.

NMoka3aHUa K MPUMEHEHNI0
3afiHekamepHasa fMH3a Akreos MokasaHa And
MepPBUYHON WUMMNAHTAUUW B Kamncy/bHbIA MeLLIOK
rnasa CTPOro [1s KOPPEKLWM atakuu y B3POC/bIX
nauveHToB  MOCME = YAaNeHUs  KaTapakTHOro
XpyCTanuka.

KnuHnyeckue npenmyuiectsea
3agHeKamepHble MHTPaoOKyNApHble NMH3blI  AKreos
pa3paboTaHbl C_ YETbIPEXTOUYEYHOM ranTUUYEcKOW
(hukcaumeinr ong-€TabUNbHOCTU W LEHTPUPOBAHNSA B
KancynbHOM MeLLIKe, 4TOoObI obecrneunTb
npefckasyemMble pedpakuuoHHble pe3ynbTathl 1A
BCEX B3POC/bIX NaLWEHTOB C KaTtapakToi. B mosenax
Akreos Adapt AO 1 M160 ncnosb3yeTca FTEXHONOr s
Advance'..Optic, paspaboTaHHas AN( YCTpaHeHNS
abeppauwit, € LUefbl0  YNyYlleHUs ™ KayecTsa
N306paXeHns, COXpPaHEeHWUS HEKOTOPOW  CTeneHu
rny6uHbl Pe3KoCcTU W 6ONblUed YETONYMBOCTU K
CMeLLeHNo fiH3bl. OHKM pa3paboTaHbl C 3afHUM
6apbepom € MPAMOYrofbHbIM Kpaem Ha 360°, 4yToObI
CHM3UTb YacTOTy MOMYTHEHWUS 3afHeil Kancysbl.

Indications
The Akreos posterior chamber lens:is indicated
for'primary implantation in the capsular bag of
the eye strictly for the visual-correction of
aphakia in adult patients following removal of
cataractous lens.
Clinical Benegfits

The Akreos Posterior -.Chamber IOLs are
designed with four-point” haptic fixation for
stability and centration’in the capsular bag, to
provide predictablerefractive outcomes for all
adult cataract patients. Akreos Adapt AO and
MI60 models have the Advance Optic
technology designed to be free of aberration to
improve image.quality, preserve some degree
of depth of field and be more tolerant to lens
misalignment.=They are designed with a 360°
square-edge posterior barrier to reduce the
incidence of PCO. Akreos Adapt AO and
Akreos M160 models lenses allow for insertion
in 1.8 mm wounds.



fr JluH3a nHTpaokynsapHasa acpepunyeckas c yay4lleHHOM’
/ontunkoii Akreos”, B BapmaHTax ncnonHeHus / Intraocular
/ aspheric lens with improved optics Akreos™,

1 in execution options

NuHsbl mopgenein Akreos Adapt AO n Akreos MI60
MO>XHO BBOAWTbL B pa3pesbl AnaMeTpom 1,8 mMm.

MpoTMBONOKasaHnA
MmnnaHTaums He pekoMeHAyeTcsa B TexX Cnydvasx,
€CN  WHTPAOKYyNApHas JIMH3a MOXET YXYAWMUTb
CyLLecTBYylOLLee COCTOSIHME, MOBAUATb HAa [MarHo3
MW NevyeHne naTonorum nnbo npeacTaBnsiThb YFPO3y
Ans  3peHus nauymeHTa. K TakuM  COCTOSIHUAM
OTHOCATCH: HEeKOHTpPOMpyemas rayKoma,
KpacHyllHas  KaTapakTa, OTC/I0eHMe ~CeTYaTKu,
aTpotma  pafy>XHor 060M104YKK, MUKPODTaNnbMUS,
pasBuTue XPOHNYECKMX NH(eKLM rnasa,
3H[OTeNNaNbHas anctpodus porosuubl,
nepuonepayymoHHble OCMOXHEHUS (Take Kak noTeps
CTEKNIOBMAHOrO Tena, KPOBOW3NMSHWE U T.4.),
npeasuAanMble nocieonepaunoHHbIE. OCNOXKHEHNS.

MoTeHUMaNbHblE OCNOXHeEHUS /

Mo6oYHble ahPeKThI

Kak »n npu 7060l OpyFon  XUpPYpruyveckom
npoueaype, umeetcs (pakTop pucka. MoTeHUMa bHble
OCNOXHEHWs, COMpoBOXAAloLlMe onepauuio  No
yONeHU0 KaTapakTbl WAKS UMMNaHTaUuo, MOoryT
BK/1HOYATb, noOMUMO npoyero, cnepytoLee:
NoBPeXXaeHne 3HA0TENUS POroBULLbl, OTEK POroBMLbl,
OCTPYHO [EeKOMMeHcaUwno porosulbl, BOCMNaieHnNe
(nepegHWiA yBeWUT, BUTPUT, KUCTO3HBIA MaKyNspHbIMA
OTeK, LMKIUTUYECKYt0 MeMbOpaHy, TOKCUYECKW
CUHAPOM NepeaHEro cermeHta rnasa, WHMEKUMO
(3HZohTanbMUT, “EUNONUOH)), OTC/IONKY CeTYaTKW,
3paykoBblii  6M10K;» Nponanc pagy>Ho 060104KMN,
yNoWweHne nepefHen Kamepbl, TPaAH3UTOPHY WK
MEPCUCTMPYIOWYIO TNlayKOMY, AeLeHTpauunto/HakIoH
WHTPAOKYNAPHOIN NNH3bI, OTNOXEeHNA/NOMYTHeH WS/

3anoTeBaHue Ha NHTPAOKYNAPHOM NNH3e
(cvnnkKoHOBOE Macno, 0CO6EHHO NPU UCAOAb30BaHUM
B XUPYPTMYECKOM JIeYEHUN OTCNOMKWA CeTyaTKw,
BO3MOXXHOE MpuUAMNaHne NHTPAOKYNSPHbIX NTNH3 MpW
KacaHwu K 3afHeli Kancyne), aHoMain pedpakuum,

NMOMYTHEHMe  33fHE  Kancynbl,  BTOPUYHYIO
Kanbungukaymo (M1 NOMYTHEHWE) U BTOPUYHOE
XUpypruyeckoe BMeLLaTe/NbCTBO. BTopnyHble

Bayw aHpg Jlom6 NHkopnopeiiTen, 1400 Hopc NygmaH
CtpuTt, PouecTep, Hbro-I7I0pK 14609, CLUA /Bausch &
Lomb Incorporated, 1400 North Goodman- Street,

Rochester, NY 14609, USA
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Contraindications
Implantation is not advisable when the 10L
may aggravate an existing-condition, interfere
with the diagnosis orjthe treatment of a
pathology, or present @ risk to the sight of the
patient. These conditions are: uncontrolled

glaucoma, rubeotic cataract, retinal
detachment, atrophy of  the iris,
microphthalmia, “~developing chronic eye

infections, endothelial comeal dystrophy, peri-
operative complications (such as vitreous loss,
hemorrhage), = foreseeable  post-operative
complications.

Potential complications / Side effects

As with any surgical procedure, there is risk
invalved. Potential complications
accompanying cataract or implant surgery may
include, but are not limited to, the following:
comeal endothelial damage, comeal edema,
acute comeal decompensation,_inflammation
(anterior uveitis, vitritis, €ystoid macular
edema (CME), cyclitic ;membrane, toxic
anterior segment syndrome-(TASS), infection
(endophthalmitis, hypopyon), retinal
detachment, pupillary ‘block, iris prolapse,
anterior chamber flattening, transient or
persistent glaucoma; “1OL decentration/tilt,
IOL deposits/opacities/precipitates (Silicone
oil, particularly when used in the surgical
treatment of detached retina, may stick to IOLs
if the posterior capsule is not intact), refractive
errors, posterier-capsule opacification (PCO),
secondary calcification (or opacification) and
secondary surgical intervention. Secondary
surgical interventions include, but are not
limited to: lens repositioning, lens
replacement, vitreous aspiration or iridectomy
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XNpyprnyeckne BmellaTenbCTBa BKAKOYaKOT B cebs,
NOMKMO TMpoYyero, cneaywouimne: penosnumna NH3bI,
3aM€eHa JIH3bI, acnunpauna CTEKNOBMAHOIO Tena Unn
NPUOSKTOMUA Npu 3pav4KOBOM 6/10Ke, 3aXMBNEHWE
paHbl U neyeHne OTCAO0EHUA CeTyaTKW, BTOPUYHOE
NMOMYTHEHME.

Mepbl MpesoCcTOPOXKHOCTHU
XpaHuTb npu Temnepatype oT O °C go 45/°C. He
3amopaxusatb. M36eraTb BbICOKMX TemmepaTyp
(> 45 °C). bepeyb OT Bnarm N COMHEYHbIX NyYel.
Mepes OTKPbITEM OCMOTPUTE YNAKOBKY U (D1aKOH Ha
Hannume NPU3HaKOB MOBPEXAEHUA, KOTOpble MOryT

MOBMUATbL Ha CTEPWUNbHOCTb U3fgenus.) B cnydae
MOBPEXAEHNs  He NCNonb3yiiTe nsgenue.
NHTPaoKynsipHyt0 NMH3Y CnefyeT - Ucnonb3oBaTb
cpasy  mocne  OTKPbITWS,  YTQObI n36exarb

NPUANNAHUA YacTuL, K Hell BO BPeMS MaHUNyNALUNA.
Mpexae 4eM BCKPbIBaTb 3aWUTHYIO YMNakoBKY W
WHAVBUAYANIbHBIA  CTEPUSIbHBIA®  MakeT,  cnegyeT
MPOBEPUTb MOfENlb  WHTPAOKYJAPHOW fIMH3bI, ee
ONTUYECKYH CUY U CPOK FOAHOCTU. CTepUIbHOCTb
WHTPAOKYNAPHON NINH3bI (FapaHTUPYeTCs TO/IbKO B
TOM C/iy4yae, ecnv WHAMBUAYaNbHbIA CTEPUNbHbIV
MakeT He BCKPbIT U He ROBpexaeH. Mepen BCTaBKOi
NNH3Y  cnefyeT TWATeflbHO OCMOTPeTb, YTOObI
ybeanTbCs, 4YTO YacTvlbl He MPUIUNIM BO BpPeEMSA
MaHunynauuia.  Ecin NpoBOANTCH 3aaHAd
Kancynotomus YAG=nasepom, ybegmTtecb B TOM, HTO
nasepHblii  Nly4 /€OKyCUpOBaH HEMHOro Mo3aau
3afHeld  Kancy/bl.  3anpewjaeTcs  BbINOMHATb
MOBTOPHYKO CTEPUIN3ALMIO NINH3bI, MOCKONLKY 3TO
MOXeT TMPUBEECTM K HeXenaTe/lbHbIM  MOGOYHbLIM
ahpekTam. 3ampelaeTca NOBTOPHOE UCMOAL30BaHME
WHTPaOKYAaPHbIX NNH3. JIMH3a npejHa3HadeHa Ans
MOCTOSHHOW  vMnnaHTauun.  CTepusibHOCTb U
Hag/iexatuee (hYHKLUOHNPOBaHVE
AeVMNAaHTUPOBAHHOM NIMH3bI He rapanTupyetcs. Ans
CMa3Ku. CUCTeMbl [OCTaBKM MNpW _BCTaBKe JINH3bI
cnegyeT MCMo/Mb30BaTb  BWCKO3MACTUKM  AmVisc,
Amvisc Plus wmm OcuCoat. Bausch + Lomb
PEKOMeHyeT MCNoNb30BaTh Of06peHHY0 Bausch +
Lomb cuctemy poctaskm  (MPUMEYAHUE:

Bayw 3HA Jlom6 MHKopnopeiiTen, 1400 Hopc NygmaH
CtpuTt, PouecTep, Hbro—l7|opK 14609, CLUA | Bausch &
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for pupillary block, wound leak repair, and
retinal  detachment  repair,  secondary
opacification.

Precautions
Store and transport at temperatures from 0°C
to +45°C. Do not freeze. Avoid high
temperatures (> 45°C). Keep dry. Keep away
from sunlight. Priar to opening, inspect vial
pouch and vial for signs of damage that may
affect integrity. of-device sterility. If damaged,
do not use.~The IOL should be used
immediately after opening to avoid particles
adhering to:the lens during handling. The IOL
model, its.power and expiration date should be
verified -~before opening the protective
packaging and before opening the individual
sterilespouch. Sterility ofthe IOL is guaranteed
only ifthe individual sterile pouch hasnot been
opened or damaged. Prior to insertion, the lens
should be carefully examined to ensure that
particles have not adhered during handling. If
a YAG laser posterior capsulotomy is
performed, ensure that the"laser beam is
focused slightly behind the posterior capsule.
Do not attempt to resterilize-the lens as this can
produce undesirable side-effects. Do not re-use
the IOL. It is intended for permanent
implantation. If explanted, sterility and proper
function cannot be“assured. Amvisc, Amvisc
Plus, or OcuCoat yiscoelastic should be used
for lubrication of’the delivery system when
inserting the .<lens. Bausch + Lomb
recommends using a Bausch + Lomb approved
delivery systemr (NOTE: Please refer to the
Directions forUse with the delivery system for
additional -information). The patient should
meet with the surgeon soon after surgery to
confirm proper placement of the lens. A high
level of surgical skill is required for intraocular
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[ONONHUTENbHYO MHAOPMaLMIO CM. B IHCTPYKLMK
Mo MPWMEHEHUID CUCTEMbl [OCTaBKW.) [laumeHT
[O/MKEH BCTPETUTLCA C XUPYProM BCKOpe nocne

onepayun,  4ToObl  MPOBEPUTb  MPaBUILHOCTb
YCTaHOBKM NINH3bI. Ans MMANaHTaumm
WHTPAOKY/NAPHON  NIMH3bI  TpebyeTca  BbICOKWIA

YpOBeHb MacTepcTBa xupypra. lNpexae 4yem nbirarbca
MMNNAHTUPOBATb WHTPAOKYNSAPHbIE JIMH3bI, XNpPYypr
[O/MKEH HabMo4aTb MHOMOYMC/IEHHbIE UMITAGHTALUN
n/vnn - accucTMpoBatb MpU  TakUX Onepaumsax u
YCMNeLWHOo BbIMOMHUTL OfHY WM 6Gonee Tipoueayp
UMNIaHTaLMMU MHTPAOKYNAPHbIX INHS.

PacyeT ONTUYECKOWN CUMbI TTNH3bI

PekomeHpyemasa A-KOHCTaHTa:

118,5 (Adapt AO) /119,11 (M160)
(onTuyeckasa 6uomeTpus)
PekomeH[0BaHHaA KOHCTaHTa A.MpefHa3HayeHa ans
N3MEPEHNS OCEBOI ANMNHBI, MOAYYEHHOM C MOMOLLbIO
OMTMYeCKOn OGuomeTpun. [As, U3MEPeHUs OCEBON
O/MHBI C MOMOLLbIO APYrMX-MeTof4oB (Hanpumep,
annnaHaunoHHOe CKaHMpOoBaHWe B  A-pexume)
00bIYHO TpebyeTcs Apyras KOHCTaHTa INH3bI. [JaHHOoe
YUCNIO CNYXXUT TONIbKO PPUEHTMPOM U OCHOBaHO Ha
OUEHKe  K/MHMYECKMX “JaHHbIX, MNOJIyYeHHbIX C
ncnosnb3oBaHnem I0L ~Master. OnTuyeckaa cwuia
NMMNaHTUPYEMON NUH3bI LO/IKHA OblTb OnpejeneHa

BPayoMm [0 OonepaLiuu.

YKasaHUs N0 NCMO/Ib30BaHUIO
OTKpONTe  KapTOHHYK KOPOOKY W  U3BNEKUTE
CTEPUIN30BaHHLIM MaKeT, cofepXKalui ¢nakoH ¢
NNH30M. Tlepel’ OTKPbITUEM OCMOTPUTE YIAKOBKY
(bnakoHa Ha--HaimuMe TMpPU3HAKOB MOBPEXAEHNS,
KOTOpble MOTYT MOBANATHL HA CTEPWUIbHOCTEM3AENNS.
B cnyyae MOBpeXAeHUs He WCMONb3ynTe’ nsgenve.
[MocTeneHHO OTAenUTe MakeT ANS BbICBOOOXAEHUSA
(hnakoHa-C NMH30/ B CTepuibHOe nofe;~OcmoTpuTe
(hNakQH ™~ Ha Hanuume MPU3HaAKOB ( MOBPEXAeHUS,
KOTOpbIe MOrYT MOBANATb Ha CTEPUABHOCTb MU3AeNus.
B cnyyae noBpeXAeHWs He WUCMONb3yWTe W3genve.
Mpexae YeM BCKpbIBaTb (DNakOH C  JIMH30M,
OKOHYaTe/IbHO NPOBEPbTE UHTPAOKYIAPHYIO JINH3Y W

Bayw sHa Jlom6 MHkopnopeiiTen, 1400 Hopc N'yamaH
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lens implantation. The surgeon. should have
observed and/or assisted~-in numerous
implantations and successfully completed one
or more courses on'_intraocular lens
implantation before attempting to implant
intraocular lenses.

Calculation of lens power
Suggested A-Constant:
118.5 (Adapt AO)/ 119.1 (M160)
(optical biometry)

The recommended A-Constant is intended for
use withbaxial length measurements obtained
by optical biometry. Use of axial length
measurements by other techniques (e.g.,
Applanation A-scan) will normally require a
different lens constant. This number is a
guideline only and is based on an evaluation of
clinical data obtained using the 10L Master.
The physician should determine preoperatively
the power of the lens to be implanted.

Directions for use

Open the carton and<remove the sterilized
pouch containing the: lens vial. Prior to
opening, inspect wvial pouch for signs of
damage that may paffect integrity of device
sterility. If damaged, do not use. Gradually
peel the pouch apart to release the lens vial
onto the sterile field. Inspect vial for signs of
damage that .may affect integrity of device
sterility. 1f_damaged, do not use. Before
opening the'lens vial, make a final check ofthe
IOL and its power.

(Please refer to the enclosed figures):

FIG. 1 Hold the vial in one hand, with the
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(onTkoii Akreos™, B BapuaHTax ncnonHeHus / Intraocular

aspheric lens with improved optics Akreos™,
in execution options

ee OMTUYECKYIO Cuy.

(Cm. BNOXeHHble gnarpammel):

PUC. 1 YpepxuBainTe (nakoH B OAHON pYKe,
pa3BepHYB €ro TaK, 4YTOObl YLIKO KPbIWKN U3
(honbrn 6bIN0 HanpaBneHo Ha Bac. lMpu 3TOM
OONMbLWOW  nNanew  Pyku  NpuxuMmaite K
YNNOLEHHOW CTOpOHe (hakoHa. 3axBaTuTe
YWKO KPbIWKN M3 (ONbIM U CHUMWUIE ee,
OTKpbIBas JOCTYN K fepXXaTeso, HaXxoAswemycs
BHYTPM (PnakoHa.

PUC. 2. OCTOpPOXHO W3B/EeKUTe [JepXatenb Wu3
(hnakoHa.

PUC. 3. PasBepHuTe fepxaTenb Tak, YTobbl Kpyrnoe
OTBEPCTME B  3alMTHOM  KpbllKe  6bI10
pacnonoxeHo cepxy. Kpenko<Bo3bmMUTECH 3a
BbICTYNalOWNA  A3bIYOK  3aLWUTHON  KPbILLKY
nofjasblle OT fepXaTensa W, U3rnbas ee BBepx,
CHUMUTE KPbILLKY C AepxKaTess,

3Bneknte fIMH3Y, Nerko , 3axBaTvB MUHLETOM
ONTUYECKNI 3NIEMEHT BO/b ocu 6-12
BOOOpaXkaeMoro 4acoeoro guepbnara 1 MoTAHYB
BBepX.  WHTpaokynsapHag- . /IMH3a,  3axBayeHHas

nMHUeTOM, 6yaeT ob6palleHa nepefiHeli CTOPOHOM
KBEpXy. BHMMaTenbHO OCMOTPUTE IMH3Y U MPOMONiTE
ee CTEPWUNbHBLIM CONEBbIM” PacTBOPOM. [N BBeAEHMS
3TOW  NWH3blI  CNefyeT  WUCMOoNb30BaTb  TOMbKQ
YTBEPXKAEHHbIE N ~QA00OPEHHbIE  MHCTPYMEHTHI.
MPUMEYAHWME. [OoN0oNHUTENbHYO WH(OPMaLmo
CM. B IHCTPYKLMIA-NIO NPUMEHEHWIO MHCTPYMEHTA AN
BBEEHWNS WHTPAOKYNSAPHOW /INH3bI.

OnucaHne NpUHaNeXHOCTEN,
MeANUWMHCKNX WU3LeNNA UNN N3Leani,
He ABASAOLULNXCA MegULUHCKUMM, HO

NpefyCMOTPEHHbIX 419 UCMO/IB30BaHUSA
B KOMOMHAL MW C 3a8AB/IEHHbLIM
MeANLUMHCKNUM n3genuem

Mogenb nxkekTop4-Injector
/Madel
Adapt AO - VIHCTpYMEHT XVpypritiecKuii

O(hTa/IbMONIOTUYECKNIA 1
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pull-tab of the foil lid pointing towards
you. Your thumb should be pressed
against the flattened Side of the vial’s
profile. Grasp the pull-tab of the foil lid
and peel the foil lid-away from you to
expose the holder inside the vial.
FIG. 2: Carefully lift the holder out of the vial.
FIG. 3: Position the holder so that the circular
hole on top of_the protective cover is
facing up. Remove the protective cover by
grasping the Jexposed tab, bending it
upward, away from the holder and pulling
it off.
Remove the ‘lens from the holder by gently
grasping the optic along the 6 to 12 o’clock
axis with forceps and pulling upwards. The
IOL willCbe anterior side up in the forceps.
Examine_the lens closely and rinse with sterile
balanced” salt solution. Only insertion
instruments that have been validated and
approved for use with this lens should-be used.
NOTE; Please refer to the directions for use
with the insertion instrument for additional
information.

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

medical device

BuckonpotekTop / Viscoprotector

- BuckonpotekTop Amvisc, Amvisc Plus

VMMTaHTaUW ¢ yCTPOCTBOM /19 BBefieHus, PY Ne ®C3

VHTPaOKyNApHbIX finH3: Akreos Single Use  2007/00147 / Viscoprotector Amvisc, Amvisc



JIH3a HTpaokKynsipHasi acpepuyeckasi ¢ ynyudlleHHoml
/ontukoiit Akreos™, B BapmaHTax ucnonHeHus /Intraocular
aspheric lens with improved optics Akreos™,

in execution options

Insertion Device ("Akpeoc CuHrn KO3
WHcepwH Aveaiic™), PY Ne P3H 2018/7270 /
Surgical ophthalmic instrument for intraocular
lens implantation Akreos Single Use Insertion
Device, RC Ne RZN 2018/7270;

- NixekTop ond BBEAEHUA WHTPAOKY/APHbLIX
NnH3, INJ100, PY Ne P3H 2020/10023 / Injector
for introducing intraocular lenses, INJIOO, RC
Ne RZN 2020/10023

WHCTpymMeHT XVPYPINYECKUIA
O()Ta/IbMONOTNYECKNIA  ANA  UMIIAHTaLMK
WNHTPAOKY/NAPHbIX NNH3 VISCOJECT

("BUCKOKEKT™), PY Ne P3H 2013/175 /
Surgical ophthalmic instrument. for intraocular
lens implantation VISCOJECT, RC Ne RZN

Bayw sva Jlom6 NHKopnopeiiTen, 1400 Hopc NyamaH
Ctput, PouecTep, Hblo-l7lopK 14609, CLLWA /Bausch &
Lomb Incorporated, 1400 North Goodman Street,

Rochester, NY 14609, USA

Bepcusa 2.1 /version 2.1

Plus with insertion device,“RC Ne FSZ
2007/00147
BuickonpoTekTop "OKYKOAT"

(OCUCOAT) B KOMJEKTE, C YCTPOCTBOM
[ns BeefieHus, PY Ne.®C3 2011/09915 /
Viscoprotector "OCUCOAT" complete with
insertion device, RC Ne-PSZ 2011/09915

2013/175
VIHCTpYMEHT

0(hTa/IbMONOT YECKUIA

VIHTPaOoKY/IAPHbIX

MI60
il
NNH3

2013/175

O630p KAMHNYECKWX nccnegoBaHnim
Bblim  npoBefeHbl  KAUHWYECKWe  UCCNef0BaHus
Le/IbHbIX UHTPAOKY/APHBIX IMH3 AKreos. Pe3ynbTarhl
K/IMHUYECKMX UCCNefoBaHnii NO3BONAKOT YBepPeHHO
yTBEPXKAaTb, UTO WHTPAOKYNApHble NMH3bI Akreas
ABNAOTCA 6e30nacHbIMM U 3NMPEKTUBHLIMU  AAS
KOppeKLuMn 3peHus npu adakmm, 06YCNOBNEHHON
IKCTpakuuen katapakTbl. Ha 4-6-mecsiyHOM BuU3UTE
CKOpPPEKTUpPOBaHHas OCTpPOTa 3peHUs Ha [afbHeM
paccTtosiHum 6biia 20/40 unm Bbiwe y 96,2 %_(Akreos
M160; n = 125) ny 93,8 % (Akreos Adapt AO;
n=113).

OTYET 0 HeXeslaTes/IbHbIX ABIEHUAX
O HexenatefbHbIX ABNEHUAX W/WAN QCAOKHEHUSX,
MOTEHUMAAbHO  YIPOXAKOLWMX  3PEHUID,  KOTOpble
MOFYT-/CUMTaTbCA CBA3AHHbLIMU C WCHO0/Ib30BaHNEM
NINH3BL U KOTOpble paHee He OXWUAanucb Mo KX
XapakTepy, BbIPaXEHHOCTU WM 4acToTe, crepyet
coobwarb B Kopnopauyuto Bausch & Lomb
Incodorated. [laHHas nHMopmauus 3anpawinBaeTcs y

XMPYPruyecKuii
VMMN/IaHTaLmMK
VISCOJECT
("BUCKOKEKT™), PY*Ne P3H 2013/175 /
Surgical ophthalmic instrument for intraocular
lens implantation VISCOJECT, RC Ne RZN

- Buckonpatektop Amvisc, Amvisc Plus
C YCTpoicTBOM ans BBefeHus, PY Ne ®C3
2007/00147/Viscoprotector Amvisc, Amvisc
Plus with insertion device, RC >9 FSZ
2007/00147

BuckonpoTekTop "OKYKOAT"
(OCUCOAT) B KOMM/IEKTe C YCTPOMCTBOM
Ansi BBefeHMs, PY Ne ®C3 2011/09915 /
Viscoprotector "OCUCOAT" complete with
insertion device, RC >PFSZ 2011/09915

Overview of clinical studies
Clinical studies have been conducted on the
Akreos single-piece I0OLs. The results of
clinical investigations provide reasonable
assurance that the Akreos/IOLs are safe and
effective for the visual carrection of aphakia
following cataract extraction. At 4-6M Visit
CDVA was 20/40 or better in 96.2% (Akreos
MI160; n* 125) and in;93.8% (Akreos Adapt
AO; n=113).

Adverse_Event Reporting
Adverse events- and/or potentially sight-
threatening ©omplications that may be
regarded as-lens related and that were not
previously —expected in nature, severity or
degree of incidence should be reported to
Bausch & Lomb Incogorated. This
information is being requested from all



'"MH3a MHTpaoKynspHasa achepuyeckas ¢ ysyylleHHOMN
KO Akreos™, B BapuaHTax ucnosnHeHus /Intraocular
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BO3MOXXHbIX
nMmnnaHTaynn

BCEX XWPYpros [Ans perucrpayuu
[LONTOCPOYHbBIX adpexToB
NHTPaOKYNAPHbIX INH3.

Bpayam pekomeHAyeTca coobLiaTb 0 TaKMX ABEHNUAX
ONA NOMOLM MpU UAEHTUPUKALUM BO3HUKAKOLWMNX
WM NOTeHUMaNbHbIX  MNPo6MeM, CBA3aHHbIX C
NHTPAOKYNAPHbIMU  NIMH3aMKU.  [laHHble NpPoBAEMbI
MOTYT OTHOCUTbCA K KOHKPETHOW NapTuUM NUH3 Un
MOTyT  CBMWAETENIbCTBOBATb O  [0/ITOCPOYHBIX
ahheKTax, CBSI3aHHbLIX C JaHHbIMW JIMH3AMW WIN
WNHTPAOKYNAPHLIMU NINH3aMU B LLE/IOM.

Ecnv  npobnema  BO3HMK/IA  Ha ,TeppuTOpuUM
Poccuiickol depnepaunu, obpatmTechb K
YTNONHOMOYEHHOMY [lpeactaButento

Mpown3soauTens (CM. B KOHLLE UHCTPYKLUN).
KoMniekT noctaBKU
WHTpaokynspHas NINH3a  YMAaKOBbLIBAETCA B

NnoTPebUTENbLCKYHO YNAKOBKY, COAEPXKaLLYHO:

- CTepWNbHbIA  (PNakoH €O~ CHanaHCUPOBaHHbLIM

COMIEBbLIM PACTBOPOM M NIMH30W BHYTPW, YNaKOBaHHbI

B MakeTe 415 TPaHCMOPTUPOBKN - 1 LT.;

- IHCTpYKUMA no npuMeHeHuto - 1 wr.;
MMnnaHTaunoHHas ~perncTpaLnoHHas

naymeHrta-1wr,

- CTUKepbl ANg npocneXunsaHns - 8 L.

YcnoBug akcnnyartayum

JInH3a MHTpaoKynapHasa ABNSETCA UMNIAHTUPYEMbIM

MeAVLUMHCKAM  W3OeNneM W npefHasHayeHa s

MCNONb30BaHNS BO_BHYTPEHHEN cpefie opraHu3mMa.

Cpok akcnnyaTtaumm

KapTa

JNnH3a npeagHasHayeHa ans MOCTOSHHOM
UMNNaHTaLmK;
CpokK rogHocTu
Cpok rogHocTn 3 roga.
CTepu/ibHOCTb  rapaHTUpyeTcd  Npw /5 OTCYTCTBUK

NOBPEXKAEHNS UM BCKPbITUS NakeTa. HaHec&HHas Ha
yNaKoBKY AaTa UCTEeUYEHWs1 CPOKa roAHOCTU ABNSIETCS
AaTol ncTeveHus cpoka CTEPUNBHOCTM.
MMnnaHTaums NMH3bI  NOCNe  YKasaHHOW  AaTbl
NCTEYEHWSI CPOKa CTEPUIbHOCTM He AOMYCKaeTCs.

[laTa W3roToBNEHMS W fAaTa WCTEYEHMst CpokKa

Bayw sxa Jlom6 WHKopnopeiiTen, 1400 Hopc NyamaH
CtpuTt, PouecTep, Hbro-l7|op|< 14609, CWUA /Bausch &

Lomb Incorporated, 1400 North Goodman;Street,
Rochester, NY 14609, USA
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surgeons in order to document potential long-
term effects of intraocular lens.implantation.
Physicians are encouraged.-to report these
events in order to aid in identifying emerging
or potential problems with-intraocular lenses.
These problems may be related to a specific lot
of lenses or may be gindicative of long-term
effects associated with~these lenses or with
IOLs in general.

If the problem Joccurs in the Russian
Federation, please¥ contact the Authorized
Representative of the Manufacturer (see the
end of the instructions).

How supplied
The IOL‘is/packaged in a consumer packaging
containing:
- sterile-vial with balanced salt solution and a
lens incise in a pouch for transportation -1 pc.;
- Instructions for use - 1pc.;
- Implant registration patient card - .1 pc.;
- Self-adhesive labels - 8 pcs.

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

Lifetime
It is intended for permanent implantation.

Expiration date
Shelflife 3 years.
Sterility is guaranteed unless the pouch is
damaged or opened. The expiration date on the
lens package'is the sterility expiration date.
This lens should not be implanted after the
indicated sterility expiration date.
The date of manufacture and the expiration
date is indicated on the customer packaging in

10



[MvH3a HTpaokynspHas acthepnyeckas ¢ yny4lleHHOM
rukoni Akreos™, B BapuaHTax ucnonHeHus /Intraocular
aspheric lens with improved optics Akreos™,
in execution options

rOOQHOCTM  yKas3blBaeTCi  Ha  MOTPebUTENbCKOM
ynakoBke B hopmate I'rr-MM-AL.

Perncrtpayuna naumeHToB N OTYET
MmnnaHTauMoHHas permcTpauvoHHas KapTa
nauueHTa, BK/IKOYEHHAs B KOMIMJ/EKT, AO/HKHA ObITb
3anofiHeHa W nepefaHa nauueHTy B KadyecTse
ouLmansHoOro OOKYMeHTa 0 npoBedeHnn
MMNAaHTauMnm M NpeabsBaATb  ee  MPU - BCeX
nocnegytowmx obpawleHuax K otanbmongraMm wmam
onTvKaMm. B uMMMNaHTaUMOHHYK PerncTpaloHHyo
KapTy naumeHTa Heob6XOAUMMO BHECTM [aHHble
nauueHTa, a MOTOM HaKNeWTb Ha Hees CTUKEp A4S
npoc/exueaHus c NOEHTUUKALNOHHOM
NH(opmMaLmein 06 umnnaHTaTe.

TeKyWNin peMOHT N TeEXHUUECKOe

o6cnyXXmnBaHue
HenpumeHumo.
MfapaHTUNHbIE 065A3aTeNbCTBA

Mpon3BoauTens rapaHTUPYeT.CO0TBeTCTBME JAHHOIO

MeANLMHCKOr0 N3 aeAns 3asiB/IEHHbIM
XapaKTepuCcTKaM B MNpedenax COXPaHeHWs Cpoka

rofHOCT, NpW  YCNOBWM, 4TO cobNKOAAtOTCS
Tpe6oOBaHMS  MNPOM3BOAUTENS,  YKasaHHble B
VHCTPYKLIMK MO NMPUMEHEHNIO.

Mpon3BOAMTENb He “HECeT OTBETCTBEHHOCTW 3a

MOBPEXAEHNA WIN HECYACTHbIE C/lydau, Bbl3BaHHble
HenpasW/IbHOW 3KCRJIyaTauueil usgenus, o BUHE
nonb3oBaTenel WAM  BHELHWUX HenpefBUAEHHbIX
CUTYyaLmiA.
[apaHTUiiHbIA ‘CPOK XpaHeHUs (CPOK T[OJHOCTW)
cocTasnseT 3 roga.

CnMBObI N COKpaLleHunsa,

NCHO0JIb3YEMbIE Ha 3TUKETKE

system

Bayw snvpg Jlom6 MHKopnopeiiTen, 1400 Hopc N'yamaH
CTpuT, PouecTep, Hblo-Mopk 14609, CLUA /Bausch &
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the YYYY-MM-DD format.

Patient registration and reporting
The patient Implant Registration Card
included in the set must:-be completed and
given to the patient asran official document
certifying the implantation and must be
presented at all ‘subsequent visits to
ophthalmologists or opticians.

The patient's Implant Registration Card must
be filled with the-patient's details and then a
self-adhesive _label with the implant
identification information must be placed on it.

Current repair and maintenance

Not applicable.

Warranty
The manufacturer guarantees the compliance
of this medical device to the- declared
characteristics within the limits, of the
preservation of the shelf life (the period of
preservation of its sterility), provided that the
manufacturer’s requirements specified in the
instructions for use are complied with.
The manufacturer is not, responsible for
damage or accidents caused by improper use of
the product, due to the fault of users or external
unforeseen situations.
The guaranteed shelf life (shelf life) is 3 years.

Symbols and abbreviations
usedon labeling

Tonbko nopeuenty (CLUA) / Prescription.only (USA)
Crepunusauusa napom / Sterilized using-Steam

[BoinHasA cTepunbHas 6apbepHas cuctema / Double sterile barrier

11
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1

A

D
Length (OT) wm/orOT
Optic (0B) wm/or0B

2
Bl

LOT

EC Jrep

nJ

C € ####

&
f

MD
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Mpegen Temnepatypbl / Temperature limit

BHumaHue / Caution

O3HaKOMbTECH C MHCTPYKLUMEV MO NPUMEHEHWNIO U 3IEKTPOHHO
MHCTPYKLMen no npumeHeHuto / Consult instructions for use or
consult electronicinstructions for use

He ncnonb3oBaTk.1oBTOPHO / DO not re-use

He cTepunu3oBarb noBTopHO / Do not resterilize

3enéHas Toyka / Green dot

OvnonTpus/ Diopter

O6wuir-gnameTp / Total diameter
OnameTtp ontuyeckoro Tena / Optictbody diameter

enonb3oBath f0... / Use-by date

Hata narotosnenus / Date of manufacture

Serial number / CepuiiHblii Homep
Kop naptum / Lot code

YNOMHOMOYEHHBIN NpeacTaBuTens B EBponelickoM coobuiectse /
EBponeiickom coto3se / Authorized representative in the European
Community/European-Union

Mpounssoautens / Manufacturer

CtpaHa npousBogctsa, [ata nsrotosneHuns / Country of manufacture,
Date of manufacture

Howmep CE / CE number

He ncnonb3ylite, ecnv ynakoBka NoBpexaeHa,  obpatuTech K
MHCTPYKUMW RO npumerenunio /Do not use ifpackage is damaged and
consult instructions for use

Bepeub ot/Barm /Keep dry

Bepeyb 0T conHeuHbix nyyeli /Keep away from sunlight

MegmuuHckoe usgenve /Medical device

12
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YNONMHOMOYeHHbIA npeacTasuTens B LLBeuapun / Authorised

OueHka cootBeTcTBUA Benukobputanmm / UK Conformity Assessed

MegutmMHcKoe yupexaeHve unv spay./ Health care centre or doctor

CH REP . . i
representative in Switzerland
WmnopTép / Importer
UK
cn
XXX
UDI YHuKanbHblii ngeHtndmkatop nsgenus / Unique-device identifier
REF Homep no katanory / Catalogue number
" Homep mogenn / Model number
PC 3aaHas kamepa / Posterior chamber
UV YnbTpagmnonetosas yactb crnekTpa / Ultraviolet
) NaoeHmnuprkaumsa nauveHTa / Patient identification
_
o +
Oata nmnnaHTtaymm / Date of implantation
Ll
WHhopMauoHHbI Be6-cainT gna naumeHTos / Patient information
website
uDI YHuKanbHbI naeHtTugukatop nsgenms / Unique device identifier

YCnoBus XpaHeHUs 1 TPAHCNOPTUPOBKM

XpaHUTb 1 TPaHCMOPTUPOBAaTL NPU TemnepaType oT
O°C po 45 °C. He-3amopaxwmBaTb. 136eraTb BbICOKNX
Temnepatyp (> 45 °C). bepeyb OT Bnarn n CONHEYHbIX
nyyen.

Tpeb6oBaHNA 0OXpaHbl OKPY>XXato el
cpeabl, NOPAAJOK N yCN0oBUA yTUNKU3ALNN
NN YHUUTOXEHNA
JINH3bI HEOBX0AMMO YTUNN3NPOBATL B COQTBETCTBUM
C rurneAnyeckmmm TpedosaHnamu Canlivin 2.1.3684-
21 «CaHNTapHO-3NNAEMMNOSIOrMYecKue TpeboBaHUs K
COAEPXaHNI0 TEepPPUTOPUIA TOPOACKUX WU CeNbCKUX
MOCENEeHNI, K BOAHbIM 0ObeKTaM, MUTLEBOW BOLe W
NMATLEBOMY BOAOCHa6XeHUI0, aTMOC(epHOMY
BO34YXY, noysam, XWUNbIM MOMeLLeHUsAM,

Storage and transportation
conditions

Store and transport at temperatures from 0°C
to +45"C. Do not freeze. Avoid high
temperatures (> 45°C):Keep dry. Keep away
from sunlight.

Environmental requirements,

procedure/and conditions for

disposal“or destruction
Lenses must be‘disposed of in accordance with
the hygienic requirements of SanPin 2.1.3684-
21 “Sanitary and epidemiological
requirements.for the maintenance of territories
of urban and rural settlements, water bodies,
drinking water and drinking water supply,
atmospheric air, soil, residential premises.
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//1vH3a MHTpaoKynsapHas acepuyeckasa ¢ yNyyleHHO’

rmkon Akreos™, B BapuaHTax ncnosHeHnusa /lIntraocular

aspheric lens with Improved optics Akreos" ™,
In execution options

aKcnayaTaumMmM MPOU3BOACTBEHHbIX, OOLLECTBEHHbIX
MOMeLLeHWN, opraHusauunu 7 NPOBeLEHNIO
CaHUTapHO-NPOTUBOANNLEMUNYECKUX
(NpornakTUYECKNX) MEPONPUATUIA», NPUHATHIMU B
Poccuiickoin degepaumn.

N3genna, wuMeBLUIME KOHTAaKT C  KPOBbHO  W/Mu
APYTMU BMOMOTUYECKUMU YKUAKOCTAMM, MOAAEXaT
YTUAN3ALUN UM YHUUTOXeHUO cornacHo CaHlMuH
2.1.3684-21 no knaccy b.

Hewncnonb3oBaHHble U3genus (He MMeBLLME KOHTaKTa
C KPOBbIO M/Unn ¢ 6MONOrNYECKUMU XULKOCTAMK), B
T.4. C WCTEKWMWM CPOKOM TFOAHOCTW;- MOANexar
YTUAN3ALUN U/UNN YHUUTOXEHUIO corfacHo CaHluH
2.1.3684-21 no knaccy A.

Peknamauyunsa
B cnyyae BO3HWMKHOBEHWS BOMPOCOB, CBA3AHHbLIX C

KauecTBOM MeAMLMHCKOro W3Aenus, Heo6XoAMmo
o6paTUThCA MO Cnedylouwlemy  aapecy K
Y NoNHOMOUYeHHOMY MpeacTaBUTeNto

Mpoussogutens B Poccuiickan;®enepaumn:

00O «bayw Xenc», Poccugd, 115093, r. Mocksa,
BH. Tep. . MyHMUMNaIbHbIA OKPYr [aHWNOBCKWIA,
yn. TlaBnoscKad, 4. . CcTp. 1, nomew,. 1H,
Ten./thakc: + 7 495 510 2879

Email: Russia.Claims@bausch.com

Bayw snva Jlom6 WHKopnopeiiTen, 1400 Hopc NyamaH
CTpuT, PouecTep, Hblo-Mopk 14609, CLUA /Bausch &
Lomb Incorporated, 1400 North Goodman- Street,
Rochester, NY 14609, USA

Bepcusa 2.1 /version 2.1

operation of industrial and public premises,
organization and implementation of sanitary
and anti-epidemic (preventive) measures”
adopted in the Russian Federation.

Products that have come.into contact with
blood and / or other biological fluids should be
dispose of and / or destroyed in accordance
with SanPin 2.1.3684-21 class B.

Unused products (without contact with blood
and / or body fluids), incl. Expired in life,
subject to dispose of and / or destruction in
accordance with-SanPin 2.1.3684-21 class A.

Reclamation
In case of.any questions related to the quality
of the medical device, please contact the
Authorized Representative of the
Manufacturer in the Russian Federation at the
following address:
«Bausch Health» LLC, Pavlovskaya St. 7,
bldg. 1, premises IN, int. ter. Danilovsky
Municipal District, Moscow, 115093, Russia,
tel./fax: + 7 495 510 2879
Email: Russia.Claims@bausch.com
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MW H3a MHTpaoKynsipHasi acpepuyeckas c yydleHHOn

Bayw swg Jlom6 MHkopnopeliTten, 1400 Hopc NyamaH

ATWUkoit Akreos™, B BapuaHTax ucrnosHeHus /Intraocular Ctput, PouecTep, Hblo-Mopk 14609, CLUA /Bausch &

aspheric lens with improved optics Akreos™,
in execution options

Lomb Incorporated, 1400 North Goodm treet,
Rochester, NY 14609, USA

sepcua 2.1 /version 2.1 @

@
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BAUSVH v LwWMB rdmm%%ﬁ}l

See better. Live better. »J b

MHCTPYKLUMSA NO MPUMEHEHUIO

JInH3a MHTpaokynsapHas achepuyeckas ¢ ynydleHHON oNnTUKON-AKreos™,
B BapuaHTax UCMNOJIHEHUA

OTBETCTBEHHbIN Npou3BoanTeNb: Baywl.aHa.Jlomb MHkopnopeiTes, CLLUA

«YTBEP)KIAKO»

Bayw sHa/lom6 MHKopriopeliTea
JOMKHOCTb

MpeacTasnTenb NO JOBEPEHHOCTH
Nma

Mapwucca laHHa (Marissa Danna)
<noanucaHo> 24 thespans 2025 roga
Mognuck

MM.
«JleHb» MecsL, (Lmdpamm)

OdHLUHaNbHOE paspew eHne perynmpyownx opraHos
«bayw 3Ha Jlom6 MHkopnopeiiTen»

(Bausch & Lomb Incorporated)

1400 Hopc Fyaman CTpuT, 1buccTep, Holo>Wopk 14609
(1400 North Goodman Street, Rochester, NY 14609)

LTaT Hblo-d>kepcn ?

OKpyr 3ccekc

MoagnuncaHo nygocT 0BepeHO (MOATBEP>KAEHO) B MOEM NPUCYTCTBUM CErOfHA, 2+
2025 roga, Mapwuccon laHHor (Marissa Danna); ¢ npeabsiBneHnemM JOCTaTOUHBIX
[0Ka3aTeNbCTB AN YA0CT 0BEPEHUSA NMNYHOCT U JaHHOro(-bIxX) nuua ().

<nognucaHo>
Mognucb HOTapuyca

<Wramn: KAMAKLWW NAPEX
AnuyeH3na Ne 50222559
Hotapuyc, wrtaTt Hero-A>xxepcu
Cpok - AelicTBMS NOMTHOMO4YUI ncTekaeT,
03 unioHA 2029 ropa>

«MopTBEPXKAAD TOUHOCTb, MPABUNLHOCTELM NEPEBO] HAa PYCCKUIT A3bIK»

2025
RU_1854



Pocculickas ®epepayus
"opog Mocksa
[BeHajuartoro mapTa ABe ThicAYM ABajLUaTb NATOro roga

A, MbIrbilw Onbra HWKoNaeBHa, BPEMEHHO UCMOMHAKOLWMIA 0653aHHOCTU HOTapuyca ropoja
MockBbl  AnexuHa EBreHva BnagumupoBuuya, CBUAETENLCTBYHO  NOAJUHHOCTL  MOANUCK
nepesofymka BopobbeBoil KpuctuHbl CepreesHoi.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTbL NofAnuncaBLUEro JOKYMEHT YCTaHOB/IEHA.

3aperuncTpupoBaHo B peectpe: Ne 57/171-H/77-2025-4-2121.

YnnayeHo 3a coBepLleHNe HOoTapuanbHOro genctansa: 400 py6. 00-kon.

Ly’

Bceto MpowHyposaHo,
NpOHyMepOoBaHO v CKPenneHo

neyatbto 1

Hvb/kIMoc «e«



