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INSTRUCTION FOR USE
OF MEDICAL DEVICE

Akreos Single Use Insertion Device

Design facility:
Bausch & Lomb Incorporated, USA

1400 North Goodman Street Rochester, NY 14609, USA

Manufacturer:
1400 North Goodman Street Rochester, NY 14609, USA lNpon3BoauTenb:
Bausch & Lomb Incorporated, USA

1400 North Goodman Street Rochester, NY 14609, USA

Authorized Representative of Manufacturer:
LLC VALEANT

Shabolovka St. 31, Bid. 5, Moscow, 115162, Russia

The legal entity addressed to whom the registration certificate can he issued
LLC VALEANT

Shabolovka St. 31, Bid. 5, Moscow, 115162, Russia

Addresses of manufacturing facility of medical device:
1. 1400 North Goodman Street Rochester, NY 14609. USA
1 21 Park Place Blvd. N. Clearwater. FL 33759, USA
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DESCRIPTION AND THE DESIGN OF MEDICAL DEVICE

The Akreos Single Use Insertion device system consists of syringe shaped tube (includes lens
loading deck and lens cap), plunger, and transition cell. The syringe tube and transition cell are
made of polypropylene material. The plunger is made of polyphthalamide material. The Akreos
Insertion Device is sterilized by ethylene oxide (EO).

The Akreos Single-Use Insertion Device is used for folding and delivering the Bausch + Lomb
Akreos Advanced Optics Aspheric IOL into the eye during cataract surgery. The inserter consists
of a syringe-shaped body a transition cell and is molded out of polypropylene resin. The primary

components are the transition cell, the body, insert, and plunger. The Akreos Single-Use Insertion
Device is a sterile, disposable, single-use device.

Plunger

Sprxng

Fig. 1. Akreos Single Use Insertion Device. Photo.

MATERIALS USED IN MEDICAL DEVICE CONSTRUCTION AND ITS COMPONENTS

Akreos Single Use Insertion Device (and therefore each part of Akreos Single Use Insertion
Device) is sterile and sterilized hy Ethylene Oxide (SAL (Sterility Assurance Level) is 10™).

All the parts of Akreos Single Use Insertion Device have direct or indirect contact with human

body (internal damaged tissues or/ and organs) hy viscoelastic or balanced sault solution.

Tube/Body, Transition cell, Plunger: Basell PF531 homopolymer compounded with
Pationic 901 additive

Plunger: Amodel A1240L NT Polyphthalamide

O-ring:

70 durometer silicone, red colored (the mark and composition of the material is highly
confidential, this information is confirmed by the Letter of Confidentiality from the
Manufacturer)
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Spring:
Stainless Steel 302;

Fe base

C 0.15% Max
Cr 17-19%
Ni 8-10 %

Si 1.0% Max

Mo 1.0 % Max
Mn 2.0 % Max
P 0.045 % Max
S 0.03 % Max)

The blister package has only direct contact with the skin of medical personnel if the
medical personnel woks without gloves:

The lid: Tyvek ®
The tray: PETG Eastar Copolyester 6763
The conjuction of the lid and tray is thermos

The ink on the lid of the package: the mark and composition of the material is highly
confidential, this information is confirmed by the Letter of Confidentiality from the
Manufacturer

THE MAIN GUARANTEED CHARACTERISTICS OF MEDICAL PRODUCT

The main overall dimensions of the medical device (of its main parts) are introduced in
the drawings and extracts of the drawings below, all the dimensions are introduced in
millimeters:

Fig. 2. Body and transition deck
(extract from the Manufacturer drawing, the dimension are introduced in millimeters)

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



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



INDICATIONS

The Akreos™ Single Use Insertion Device is used for folding and delivering the Bausch & Lomb
one-piece Akreos™ Advanced Optics Aspheric Lens into the eye. The device provides a small
tubular pathway in which the Akreos Advanced Optics Aspheric Lens can be placed into the eye
with one continuous forward motion.

The Akreos Single Use Insertion Device should only be used with the Bausch & Lomb Akreos
Advanced Optics Aspheric Lens from 0 to 30 diopters in power.

CONTRAINDICATIONS
There are no contraindications for theAkreos Single Use Insertion Device.

ADVERSE EVENTS

IOL haptic and/or optic damage.

Anaphylactic Shock.

Microbial Infection.

Posterior Capsule Rupture.

Corneal Endothelium Damage.

Zonules, Torn, Weakened.

Elevated Intraocular Pressure.

Enlarged Incision Size/ Inadvertent Tissue Damage.
Surgical Procedure Impact, Delay (<30 min).

©CoOND>PAPWN

Adverse reaction reporting

Adverse reactions and/or potentially sight-threatening complications that maybe reasonably
regarded as Akreos Single Use Insertion Device related and that were not previously expected in
nature, severity or degree of incidence should be reported to your customer service affiliate.

INSTRUCTIONS FOR USE
1 Open the package using standard sterile procedures. Place contents onto the sterile field.

2. Fill the rectangular end of the transition cell with approximately 0.2 mL of a Bausch &
Lomb viscoelastic, using the line as a guide (Fig. 5).
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6. Align the key on the lens cap with the slot in the transition cell (Fig. 8). Push together with a
/ firm motion until the tube with the cap and transition cell snap together (Fig. 9).
Viscoelastic material will flow and fill both the lens chamber and the transition cell. Once
assembled, pull on the transition cell to verify that it cannot be separated from the
tube.

Fig. 9.

7. Fill the distal end of the device with viscoelastic material or balanced salt solution to reduce
the possibility of introducing air pockets into the eye during implantation.

8. The lens is now ready to be delivered. Turn the device over, so that the bevel is face down,
and insert the beveled portion of the transition cell through the incision in the eye. When the
tip is positioned, apply continuous uniform forward motion to the plunger. A slow smooth
forward motion of the plunger is essential for proper transition of the lens into position.
Reverse movement of the plunger may result in the loss of the control of the lens or damage
to the lens. Continue forward motion until the lens is fully expressed from the tip.

9. The edge of the unfolded lens may remain engaged in the plunger fork until it is released
into the eye. To disengage the lens, release pressure on the plunger end allowing it to retract
into the tip.

10. Discard the device after use.

OPERATING CONDITIONS
The device must only be used at adequate facilities by a healthcare professional after training on
this device.

Ambient Operating conditions Temperature: 21 - 24 (21) °C
Humidity: 30-60 % (30% to 60% Relative)
The velocity of air motion: not more than 0,2 meters per second
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STORAGE AND TRANSPORTATION CONDITIONS

Store and transport the Akreos Single Use Insertion Device sterile sealed package at the following
conditions:

Ambient Storage/Transport conditions Temperature: +15 - +30 °C
Humidity: 30-70 % (30% to 70% Relative)

SAFETY REQUIREMENTS (INCLUDING SAFETY METHODS AND TOOLS)

Store and transport the Akreos Single Use Insertion Device sterile sealed package at the following
conditions:

Ambient Storage/Transport conditions Temperature: +15 - +30 °C
Humidity: 30-70 % (30% to 70% Relative)

Contents are sterile unless package is opened or damaged. Do not resterilize. Do not reuse. The
device is for Single use only. Discontinue lens delivery if excessive force is needed to advance the
plunger and lens.

CAUTION: Federal Law (USA) restricts this device to sale by, or on the order of, a physician.

SURGICAL PROCEDURE

Proper surgical technique is the responsibility of the individual surgeon. Surgeons must *
determine the suitability of any particular procedure based upon their medical training and
experience.

WARRANTY

Bausch & Lomb Incorporated warrants that the Akreos Single Use Insertion Device, when
delivered, will conform to the manufacturer’s then current version of the published specifications
for such Akreos Single Use Insertion Device in all material respects and shall be free from defects
in material or workmanship for a period equal to the Akreos Single Use Insertion Device expiration
date.

Bausch & Lomb Incorporated warrants that the Akreos Single Use Insertion Device, when
delivered, will conform to the manufacturer’s then current version of the published specifications
for such Akreos Single Use Insertion Device in all material respects and shall be free from defects
in material or workmanship for a period equal to the Akreos Single Use Insertion Device expiration
date.

Bausch & Lomb Incorporated excludes all other warranties, whether expressed, implied or by
operation of law or otherwise, including but not limited to any implied warranties of
merchantability or fitness for a particular purpose. Bausch & Lomb Incorporated shall not be
liable for any incidental, consequential or exemplary loss, damage or expense, directly or
indirectly arising from the use of the Akreos Single Use Insertion Device even if Bausch &
Lomb Incorporated has been advised of the possibility of such loss, damage or expense.
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RETURN POLICY

Bausch + Lomb will, within the return period as specified on your invoice, from the date of invoice, accept
return of this product for a full refund less any handling and shipping charges incurred by Bausch + Lomb.
Customer must call their local Bausch + Lomb customer service representative to request a Return Good
Authorization prior to expiration of the return period. It is the Customer’s responsibility to properly pack all
items being returned.

Please call +1-800-338-2020 for the authorized product return and detailed information obtaining.
The Authorized Representative of Bausch + Lomb in Russia:

LLC VALEANT

Shabolovka St. 31, Bid. 5, Moscow, 115162, Russia
Tel.: +7 495 510 2879, fax: +7 495 510 2879

Office. RU@valeant.com

ADVERSE REACTION REPORTING

Adverse reactions and/or potentially sight-threatening complications that maybe reasonably
regarded as Akreos Single Use Insertion Device related and that were not previously expected in
nature, severity or degree of incidence should be reported to your customer service affiliate.

The Authorized Representative of Bausch + Lomb in Russia:

LLC VALEANT

Shabolovka St. 31, Bid. 5, Moscow, 115162, Russia
Tel.: +7 495 510 2879, fax: +7 495 510 2879

Office. RU@valeant.com

SEVICE INFORMATION

Bausch & Lomb Incorporated warrants that the Akreos Single Use Insertion Device, when
delivered, will conform to the manufacturer’s then current version of the published specifications
for such Akreos Single Use Insertion Device in all material respects and shall be free from defects
in material or workmanship for a period equal to the Akreos Single Use Insertion Device expiration
date.

REQUIREMENTS FOR THE RECYCLING (THE PROTECTION OF THE
ENVIRONMENT IN THE APPLICATION OF MEDICAL PRODUCTS)

Akreos Single Use Insertion Device after its using is classified as a class B of waste (according
Russian Legislation) and should be disposed according to SanPin 2.1.2790-10 (“Sanitary rules and
norms #2.1.7.2790-10).
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PACKAGING AND LABELING INFORMATION

/ On the package and label of Akreos Single Use Insertion Device the following symbols are used:

AONLY

This device is for sale and use by or on the order of a physician

EC REP

|"+30°C Authorized
N Representative in the <
+1SC - European

For single use only Temperature Community Use until date
@ Manafacturer is a Io* 0\
Do not use if the member of “Green Caution! See
package is damaged dot” instruction for use!
Do not resterilize
REF STERILE EO
Articul (Reference LOT Sterile (sterilized by
number) Lot Ethylene Oxide) Manufacturer

Fig. 8. The symbols used on the package and label.

Each Akreos Single Use Insertion Device in individual blister package is packaged in carton
package.
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MHCTPYKUWA NMONPUMEHEHWIO
MEAVNUWMNHCKOIO U3AENTUNA

«/IHCTPYMEHT XMPYPrUYECKI 0 TaIbMOMONMYECKUIA ANSt UMMNJTAHTaLMN
NHTPAOKY/SIPHBIX JIAH3;

Akreos Single Use Insertion Deyice («Akpeoc CUHIN KO3 VHcepLUH AnBaiic»)»

PaspaboTuuk:
Bayw aHg JTom6 NHkopnopeiTes, CLUA/ Bausch & Lomb Incorporated, USA

1400 HopT I'yaman CTpuT, Pouectep, Hbto-Mopk 14609, CLLA / 1400 North Goodman Street
Rochester, NY 14609, USA

MpounsBoanTenb:
Bayw aHg JTom6 MHkopnopeiiTes, CLUA/ Bausch & Lomb Incorporated, USA

1400 Hopt MN'yaman CtpuT, Pouectep, Hbto-Vopk 14609, CLUA / 1400 North Goodman Street
Rochester, NY 14609, USA

YNONHOMO4Y€EHHbIN NpeAcTaBUTeNb MPOM3BOANTENSA:
O6LecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbLIO «BAJTEAHT»

Poccua, 115162, r. Mocksa, yn. LLla6onoeka, 4. 31, cTp. 5
Ten.: +7 495 510 2879 fo6. 5164, dakc: +7 495 510 2879, Ten. mob.: +7 985 153 1511
tatiana.kozlova@valeant.com. tatiana.smimova@valeant.com

KOpunanyeckoe N1LO, Ha UMSE KOTOPOr0 MOXET ObITh BblaHO PermcTpaLynoHHoe

YAOCTOBEpeEHNE
O6LecTBO C OrpaHUYeHHOW OTBETCTBEHHOCTbI0 «BAJTEAHT»

Poccusa, 115162, r. Mocksa, yn. LLlabonoBka, a. 31, cTp. 5
Ten.: +7 495 510 2879 po6. 5164, thakc: +7 495 510 2879, Ten. mo6.: +7 985 153 1511

tatiana.kozlova@,valeant.com. tatiana. smimova@,valeant.com

ALpec MecT Npon3BOACTBA MEAUNLMHCKOIO N3JeNns:
1. 1400 North Goodman Street Rochester. NY 14609. USA (1400 HopTt 'yamaH CTpuT.

PouecTtep. Hblo-Mopk 14609. CLLAK
2. 21 Park Place Blvd. N. Clearwater. FL 33759. USA (21 Mapk Mnelic bynesap. HopT

Knupyotep. ®nopuga 33759. CLLUAT
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BnucTtepHasn
yrnakoBKa

FrAPAHTUPOBAHHDBLIE NMPON3BOAUTENNEM 3HAYEHUA OCHOBHbIX

OKpalLeHHbIN CMNMKOH, Mapka 70 durometer

(«70 propomeTp»)

KpacuTenb: KpacHbIil, MapKa 1 cocTas -
3aKpbiTas MHQopmMauuns (NoATBEPXKAEHNE
NMUCbMOM MPOU3BOAUTENS)

MpyxunHa:
HepxasetoLas cTanb, Mapka 302 (cocTas:
Ee OCHOBa

C 0.15 % Max
Cr 17-19%

Ni 8-10%

Si 1.0% Max
Mo 1.0% Max
Mn 2.0 % Max

P 0.045 % Max
S 0.03 % Max)

J10TOK:

HEOKpaLLUEeHHbIA MOANITUNEHTINKO/Ib-
Tepedptanar (MAT®P), mapka Eastar
Copolyester 6763 («McTap Kononuactep
6763»);

Kpbiwka:

HeOKpalleHHas faMUHUPOBaHHas bymara,
mapka Tyvek ® («TaiBeKk»);

Haanucb Ha KpbILLKe:

yepHUia: Mapka u cocTaB - 3aKpblTas
NH(popmauua (NOATBEPXKAEHNE MUCbMOM
npou3BoanTens);

CoeAnHeHME N0TKA U KPbILWKMU:
TepMocBapka

N3penne,
KpaTKoBpeme
HHO
KOHTaKTUpYHo
Lee ¢ KoXen
MeAULUHCKOT
0 nepcoHana
B C/lyuae,
ecnu ToT
paboTaet 6e3
nepyaTok.

CrepunsHo
(cTepunuszauns
3TUNEH-
OKCUAOM);
YPOBEHb
obecneyeHus
gTepMﬂbHOCTM 10

MAPAMETPOB, XAPAKTEPUCTUK (CBONCTB) MEANLIMHCKOIO U3AENNA

OCHOBHbIe rabapuTHbIe pasMmepbl MeAULMHCKOIO MU3aesinsa (ero OCHOBHbIX YacTel)
NPUBELEHbI HMXXe Ha BblAepXXKax N3 OPUTNHANIbHbIX YepTeXXeil Nponu3BOAMTENSA, BCe
pasmepbl Ha BblepXXKax 13 YepTexel Npon3BoANTeNSA NPUBELEHbI B MUNIMMETpaxX:
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He BbiBNEHO  NPOTUBOMNOKa3aHWii  Ans  NpuMeHeHMs  VIHCTpyMeHTa  XMPYpruyeckoro
0(hTaNbMONOrMYEeCKOro AN UMMAaHTauuyM WHTPaoKynapHbiX nuMH3: Akreos Single Use Insertion
v Device («Akpeoc CuHrn KO3 VHcepLwH AuBaiic»).

MOBOYHbLIE ABNEHWNA

1. MospexaeHne NHTPaOKYNAPHOW NNH3bI (KaK COBCTBEHHO INH3bI - ONTUYECKOrO 3/1eMEHTa, TaK U
OMOpPHOM YacTh (ranTU4ecKoi) Namn ranTukm).

AHa@UNaKTUYECKNIA LLIOK.

bakTepunanbHoe 3apakeHue.

MoBpexaeHne Karncynbl XpycTannkal pa3pbiB 3aHei Kancyibl XpycTanmka.

MMoBpexaeHne aHA0TEeNNA POroBULLbI riasa.

30Hy”bI, pa3pbiBbl, 0CNabneHne TKaHel rnasa.

lMoBbIWEHNE BHYTPUINA3HOIO AaBNeHuUs.

YBenuyeHne pasmepa paspesa gnd mmnnaHtauum WOJ1/ HenpegHaMepeHHOe NOBpeXeHue
TKaHel rnasa.

9. YBennueHve 4NUTENbHOCTU XUPYPruyecKom npoLesypsl, 3agepxka 4o 30 MUHYT.

©NOOAWN

COOBWEHWA O*HEXEJTATE/IbHbIX PEAKLUWMNAX

WNH(popmaumsa o0 HexenaTeNbHbIX peakuusax WU/Mam noTeHUManbHbIX OCNOXHEHUAX, YrpoXaroLwmnx
noTeper 3peHWs, KOTOpble MOryT 6blTb 060CHOBAHHO CBf3aHbl C MPUMEHEHMEM WIHCTpyMmeHTa
XNPYPruyeckoro oprasbMoNOrnyeckoro Ans MMnaaHTauum MHTPaokynsapHoelX nuH3: Akreos Single
Use Insertion Device («Akpeoc CwuHrn KO3 WHcepwH [uBaiic»), U KOTOpble He ABNAKTCA
OXMLAEMbIMU C TOYKM 3PEHUSA NMPOUCXOXAEHUA, CTeneHn THXKECTU WAW YacTOTbl CNYYAEMOCTH,
JOMKHaA coobwartbcs B OTaen no pabote € KAMEHTaMW MECTHOro nojpasfjeneHns KOomnaHuu-
npoussoaunTens (NpescTaBuTeNss KOMNaHMM-NPon3BoAUTENS).

MPABUVNA SKCIMNAYATAUUN

1. OTKpoWTe ynakoBKy B COOTBETCTBMM CO CTaHAAPTHLIMMW NpoLesypaMm coXpaHeHUs
cTepunbHOCTU. NoMecTUTe COAEPXKMMOE YMaKOBKN B CTEPUSIbHYIO 30HY.

2. 3anonHuTe NPAMOYrO/bHbIA  HOCUK MNEpPexofHOoW  A4YeliKM  BUCKO3NACTUKOM
npoussogctea Bausch & Lomb B 06beme npuban3nTenbHO 2 M, NO NHUK, Kak
nokasaHo Ha PucyHke 5.

NNHNA Ana 3anosiHeHUA
nepexogHon A4YENKN
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. Bospmure HHcTpymeHnT xupypruvecknif oQTanbMONOTHYeCKAH A HMMIUIAHTAIHH
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6. COBMECTMTE K/IHOY Ha KpPbILKe 3arpy304HO KaMepbl CO CIOTOM Ha MepexofHOol a4elike
(PvcyHok 8). CBUHbTE UX MO HanpasieHUO APYT K APYrY Pe3KUMm ABUXKEHUEM, MOoKa
KOpPMyC MHXXeKTOopa BMeCcTe 3arpy304HON Kamepol C KPbILWKOM U nepexofHas syeiika He
3alenkHyTcs gpyr ¢ gpyrom (PucyHok 9). BuckoanacTuUK 3anonHUT 3arpy304Hyto
Kamepy u nepexofHyt sueiiky. Kak TONbKO OHW COeAMHATCHA ApYr C APYrom,
NOTAHWTE Ha cebs MepexoAHYyH fA4YeiKy, 4Tobbl yb6eanTbCA B TOM, YTO OHa He
OTAEINTCA OT KOpMyca MHXeKTopa C 3arpy304Hoi Kamepoii.

PucyHok 8. PucyHok 9.

7. 3anofiHNTe AUCTaNbHbIN KOHEL, yCTPOMCTBA BUCKO3NACTUKOM 1n cbanaHCMpoBaHHbIM
CONEeBbIM pPacTBOPOM, 4TOObl YMEHbLWWUTb PUCK MONajaHUs B rfla3 BO3AYLUHbIX
ny3bipeli BO BPpeMS UMMNaHTauum.

8. JlnH3a rotoBa K umnnaHtayuu. NoBepHUTE YCTPOKCTBO TakMM 06pa3omM, 4TOo6bl ero
3a0CTPEHHbIA KOHYCO00Opa3HbIil KOHEL, CMOTPeN BHU3, 1 BBEAUTE 3a0CTPEHHbIN KOHeL,
nepexoaHol suelikn yepe3 paspe3 B rnas. Korga KOHUYMK OyAeT pasMellleH B ero
No3nUMU, HEMPEPbIBHBIM OAHOPOAHBIM NOCTYNaTe/lbHbIM ABVMKEHWEM MPOTONKHUTE
nayHxep sneped. Msarkoe noctynaTesibHOe [ABUXEHME MyHXepa Heobxo4umo Ans
NpaBMIbLHOIO Nepexoja MH3bI B ee No3uunio. ObpaTtHoe ABMKEHME NAYHXepa MOXeT
NMPMBECTU K MOTEpe KOHTPONS Haj /IMH30A WAKU ee NOBPexAeHuto. HenpepbiBHO
ABUraiiTe NAyHXep Brepes 40 Tex MOp, NOKa IMH3a NOIHOCTbIO He BbICBOOOAUTCA U3
KOHYMKa YCTPOMCTBA.

9. KOHYMK pa3BepHYTOW NMH3bl MOXET OCTaTbCA 3aXBaYeHHbIM «BUIKON» NAyHXepa [0
TeX Mnop, noka NuMH3a He OyaeT BbICBOOOXAeHA BHYTpW rnasa. Ans Toro, 4tobsbl
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BbICBOOOANTL NNH3Y, 0CNabbTe faB/IEHWNE Ha MNYHXep, YTO NO3BOINT eMy BTAHYTbCS
B HAKOHEYHWK YCTPOICTBA.
10. YTunusnpyiite ycTpoONCTBO NOC/E UCMOb30BaHMS.

YCNOBUA SKCMNNYATALNN
B ycnoBusx onepayyoHHbIX 3a710B IEYEOHbIX YUPEXAEHWUIA TONbKO KBaMPULMPOBAHHbLIM
MeAULMHCKAM NepcoHanom.

Knumatnyeckue napameTpbl Ans aKCnayaTaumm:

[onyctumas TemnepaTtypa Bo3gyxa OTHOCUTENbHAsA BNaXHOCTb  CKOPOCTb ABUXKEHMSA BO3AyXa
(pacuetHasn), °C BO34yxa, % m/c, He 6onee
21-24 (21) 30-60 0,2

XPAHEHWE N TPAHCIMNOPTUPOBKA

XpaHUTb W TPaHCNOPTUPOBATb CTEPW/IbHYIO 3arneyaTaHHYH YNakoBKy C WHCTpyMeHTOM
XUPYPruyecknm oMTasbMONIOTMYECKUM A9 UMMIaHTaLUN UHTPAOKYNAPHbIX NuH3: Akreos Single
Use Insertion Device («Akpeoc CuHrn KO3 MHcepwH Ausaiic») cnegyeT npy TemnepaTtype He BbMne
+30°CurHe HMxKe+15°C.

He nopBepraTb BO3[EWCTBUIO IKCTPEMA/IbHbIX TemnepaTtyp WM BNAXHOCTW, a TakXe BO3ZeiCTBUIO
NMPAMbIX COMHEYHbIX Ny4ei.

CofepXXnMoe YMNakKoBKW ABNAETCA CTEPU/IbHBIM [0 TexX Mop, MOoKa yrnakoBka He Oypet
BCKpbITa, AN He OyfeT HapyLleHa ee Le/oCTHOCTb. Y CTPOMCTBO He NOANEXUT MOBTOPHOM
cTepmnunsaummn. Y CTpoCTBO He NpeHa3HayeHo ANA NOBTOPHOIO UCMO/b30BAHUS.

MEPbI MPEAOCTOPOXHOCTW

XpaHuTe CTEPWIbHYK  3areyataHHyl  YynakoBKY C  VIHCTPYMEHTOM  XUPYPrUYECKUM
opTanbMONOrNYECKUM 419 UMMNAHTaLUN MHTPAoKYyNApHbIX nuH3: Akreos Single Use Insertion
Device («Akpeoc CuHrn KO3 NHcepwH AuBaic») npu Temnepatype He Bbiwe +30°C 1 He HMXe
+15°C. Cofep>XXnumoe ynakoBKW ABNAETCA CTepu/ibHbIM [0 Tex Mnop, noka ynakoeBka He 6ypner
BCKpbITa, WM He OyAeT HapyllueHa ee LefoCTHOCTb. YCTPOWCTBO He MOANEXUT MNOBTOPHOM
cTepunusaymn. YCTPOWCTBO He MpefHa3HavyeHO A1 NOBTOPHOrO WCMOMb30BaHMA. Ecnu Bbl
MoYyBCTBOBA/N, YTO A1 NPOABMXEHUSA MAYHXepa W NINH3bI Briepes TpebyeTca LONONHUTEIbHOE
ycunue, npekpaTnTe BBeLEHWE NINH3bI N UCNO/b30BaHWe YCTPOMCTBA.

MNPEAYNPEXAEHWE: B cootBeTcTBUN ¢ PepepanbHbiM 3akoHOM CLUA, faHHOe yCTPOWCTBO
MOXEeT ObITb NPOAAHO TOJMILKO Bpayy MM Mo 3akasy Bpaya.

XNPYPITMYECKAA MPOLUEAYPA

OTBETCTBEHHOCTb 3a MPaBU/IbLHOCTb MPOBEAEHUS XMPYPruyeckoil npoueaypbl HeceT XUpypr,
NPOBOAAWMIA onepaynto. Xupypr MOXeT OnpeaennTb, NOAXOAWT N €ro MauyueHTy Ta UM WMHas
XMpypruyeckas npoLesypa, 0CHOBbIBassCb Ha COBCTBEHHOM OMbITe ¥ NPO(ECCUOHANbHbIX 3HAHUSIX.

rapaHTmn MHble o6saA3aTenbcTBaA U orpaHmdyeHmne orBeTcrTBeHHOCTMHN

KomnaHus Bausch & Lomb Incorporated rapaHTUpyeT, 4TO MOCTaBfieHHbIF WHCTPYMEHT
XUPYPrnyecKUin oTasibMONOrMUYECKUA A1 UMNIaHTauMn NHTPaoKYNAPHbIX NNUH3: AKreos
Single Use Insertion Device («Akpeoc CuHrn KO3 NHcepwH AuBalic»), a Takxxe BCe MaTtepuarbl,
13 KOTOPbIX M3rOTOB/IEHbI 3TOT MHCTPYMEHT, OyaeT (6yAyT) COOTBETCTBOBATb AENCTBYHOLL e BepcUn
cneyudurkaymm nponssoanTens And VNIHCTpymMeHTa XMpyprnyeckoro optasibMos10rM4eckoro ans
uMnaaHTaumunm MHTpPaokynapHbix nMH3: Akreos Single Use Insertion Device («Akpeoc CUHIN
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FO3 NHcepwH [nBanc»), n He 6yAyT UMeTb KaKMX-M60 [Le(heKTOB C TOYKM 3pEeHUs KavecTBa
marepuana v U3rotoB/eHUs, B Te4eHNe BCEro CpoKa roqHOCTM JaHHOI0 MHCTPYMeHTa.

KomnaHus Bausch & Lomb Incorporated He HeceT HUKaKMX WHbIX (OPM OTBETCTBEHHOCTU,
BbIP@XXEHHON WNM NoApa3ymMeBaeMoi B CU/Y 3aKOHa WM Ha MHbIX OCHOBaHMUAX, BK/OYas N06ble
nofpasyMeBaeMble rapaHTUM rOTOBHOCTU A1 NPOLAXMW WU COOTBETCTBUSA OMpPefeNeHHbIM Lenam,
HO He OrpaHnyYmnBasChL MU,

KomnaHna Bausch & Lomb Incorporated He HeceT OTBETCTBEHHOCTb 3a /t0Oble CnyyaliHble,
KOCBEHHbIE UM TUMWUYHbIE NOTEPU, MOBPEXAEHUA UW 3aTPaThl, NPAMO WU KOCBEHHO CBfI3aHHbIE C
npuMeHeHneM WHCTpyMeHTa XUPYPruvyeckoro ogTasibMO/IOrMYeckoro Anf MMMaaHTaumm
MHTPaoKynapHbixX NnH3: Akreos Single Use Insertion Device («Akpeoc CuHrn KO3 UNHcepLiH
[vBaiic»), gaxe B cnyvae, ecnm kKomnauus Bausch & Lomb Incorporated 6bina yBegomieHa o
BO3MOXHOCTW NOLOGHbIX NOTEPb, MOBPEXAEHUI UK 3aTpar.

MOPALOK BO3BPATA TOBAPA

Jliobomy wn3genuio, BO3BpalleHHOMY KomnaHuu Bausch & Lomb Incorporated, [o/KeH ObITb
NPUCBOEH HOMep CaHKLMOHMPOBAHHOIO BO3BpaTa NpoAyKLMK.

MMo3soHUTE No Homepy 1-800-338-2020 Ana caHKUMOHMPOBaHMA BO3BpaTa NPOAYKLUNN M NONYyYeHus
noApo6HOI NMH(OopMaL MM No JaHHOMY BOMpocCy.

3a npegenamu CLUA, noxanyiicta, cBsxutecb ¢ OTgenom no paboTe C K/AMEHTAMWU MECTHOTO
noapasgenieHns KoMnaHum.

YNONMHOMOYEHHbIN NpeAcTaBUTeNlb NPON3BOANTENSA:
O6LecTBO C OrpaHNYEHHOM OTBETCTBEHHOCTbI0O «BAJTEAHT»
Poccug, 115162, r. Mocksa, yn. LLlabonoska, 4. 31, cTp. 5
Ten.: +7 495 510 2879, dakc: +7 495 510 2879

Office. RU@valeant.com

COOBLWEHWA O HEXXENNTATENBbHbBIX PEAKUWNAX

NHpopmauma o0 HeXxenaTenbHbIX peakuuax W/uav noTeHUUaNbHbIX OCNOXHEHUAX, YrpoXarLnx
noTepeil 3peHUs, KOTOpble MOryT OblTb OGOCHOBAHHO CBA3aHbl C MNpUMeHeHWeM WHCTpyMeHTa
XUPYPruyeckoro orasbMONIOTMYECKOro A8 UMMNIaHTaLMM MHTPAoKYyNApHbIX NuH3: Akreos Single
Use Insertion Device («Akpeoc CuHrn HO3 WHcepwH [uBaic»), U KOTOpPble He ABNAOTCS
OXWNAaeMbIMU C TOYKU 3PEHUA MPOUCXOXAEHUSA, CTEeneHn THXECTM WAM 4acTOTbl CNYYAEMOCTH,
[0/MKHa coobwatbea B OTAen no paboTe ¢ KNVEHTaMU MECTHOTO nogpasjesieHns KOMnaHuu.

YNONHOMOYEHHbI NpefcTaBuUTeb MPOU3BOAUTENSA:
O6LecTBO C OrpaHNUYEHHON OTBETCTBEHHOCTbIO «BATEAHT»
Poccua, 115162, r. MockBa, yn. LWa6onoska, 4. 31, ctp. 5

Ten.: +7 495 510 2879, (pakc: +7 495 510 2879
Office.RU@valeant.com

CBEAEHNA O TEXHNWYECKOM OBCNY>XXWBAHWA

Komnanus Bausch & Lomb Incorporated rapaHTupyeT, 4TO MNOCTaBNEHHbIA WHCTPYMEHT
XUPYPruyeckKnini opTanbMOIOrNYeCKUA AN UMNIaHTaLUM MHTPAOKYIAPHbIX NNMH3: AKreos
Single Use Insertion Device («Akpeoc CuHrn KO3 NHcepwH Ausalic»), a Takxxe BCe MaTtepuarbl,
M3 KOTOPbIX M3rOTOBNEH 3TOT MHCTPYMeHT, 6yaeT (6y4yT) COOTBETCTBOBATb AEMCTBYIOLLEN BEpEUn
cneyudurkaumm nponssoanTens Ang MNIHCTpyMeHTa XMpPYpPruyeckoro oprasbMo0rM4eckoro ans
uMmnaaHTaunum MHTPaokynapHbix NMH3: Akreos Single Use Insertion Device («Akpeoc CUHIN

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



KO3 WHcepwH AuBaic»), n He ByaeT MMeTb KakKuMX-NnM60 Ae(eKTOB C TOYKM 3pEHMsA KayecTBa
maTtepuana v N3roToB/ieHUs, B TeYeHNe BCero CpoKa roAHOCTN JaHHOT0 MHCTPYMEHTA.

CBEAEHWNA Ob YTUNTN3ALNUN N YHNUTOXEHUNU
Ncnonb3oBaHHbI  IHCTPYMEHT  XUMPYPruyveckuin - opTasbMONOrMYeCcKMin AN MMNJaHTaumm
NHTpaoKynapHbiX nnH3: Akreos Single Use Insertion Device («Akpeoc CwuHrn HO3 WHcepH

[nBaiic» 0THOCMTCS K Knaccy MeAMLUHCKUX OTXOA0B Knacca b 1 mognexuT yTuam3aLmm cornacHo
CaHlwnH 2.1.7.2790-10.

CBEAEHP1A O MAPKVNPOBKE, ¥YNMAKOBKE

Ha ynakoBke N MapKuUpoBKe (3TUKETKe) VIHCTpyMeHTa XUPYpPruyeckoro ohtanbMoIorM4yeckoro Ans
nMNNaHTaunm MHTPaoKynsapHbliX NMH3: Akreos Single Use Insertion Device («Akpeoc CuHrn KO3
WNHcepwH [uBainc») MOryT UCNOJIb30BaTLCS C/eaytoLLmMe yCNoBHble 0603HaYeHUS:

anIMeHFITb TONIbKO MO HasHa4YeHUKO Bpaya

Mn~+30“C
YN0NNOMOYEHHblIl
o
+15°G-4 NpeAcTaBUTENb B
He ucnonb3osarb TemnepaTypHblii Esponeiickom 2
MOBTOPHO fAnanasoH cooblLecTse VMcnonb3osatb Ao
BHumaHwue!
He vcnonb3oBars, MponssoanTens - Obpatntbes K
eC/in yrakoBKa YfieH NporpamMmmbl WHCTPYKLUUK MO
He ctepununsosatb noBpexaeHa «3enéHas TouKa» akcnnyaraumm!
MOBTOPHO
anT CrtepunsHo
A"HOMegji~crajior? Alom” nota AnijieibOKCiwoMAAANjngoiUBOflinn

PucyHok 10. YcnoBHble 0603HaYEHNA HA YNAKOBKE N MAapPKUPOBKE (3TUKETKE).

TakXe MOXeT Ucnonb3oBarTbca mapkuposka CE - MapKuMpoBKa 0 COOTBETCTBUU U3e/INsA OCHOBHbLIM
Tpe6oBaHMAM gupekTuB EC 1 rapmOHU3NPOBaHHbLIM CTaH4apTaM EBpoOneickoro corosa.

Kaxablii IHCTPYMEHT XUPYpPruvecknii ohTasibMOIOrMYecKnin Ang UMnaaHTaunm NHTPaoKynspHbIX
nnH3: Akreos Single Use Insertion Device («Akpeoc CuHrn KO3 NHcepluH AnBaiic») ynakoBbliBaeTCs
B MHAMBUAYaNIbHYIO BIMCTEPHYIO YNAaKOBKY.

WNHCTPYMEHT XUPYPruyecknii oTasbMONIOrNYeCKUiA AN UMNAAHTALUU WUHTPAOKYNAPHbLIX JINH3:
Akreos Single Use Insertion Device («Akpeoc CuHrn KO3 MHcepwH [uBaiic») B MHANBUAYANbHOM
6/1MCTepHON ynakoBKe yNaKoBbIBAETCA B MHAMBUAYa/IbHYO KapTOHHYHO YNakKoBKY.
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Norotnn BAUSCH+LOMB
1400 Hopt N'yamax Ctput PouecTep,
Hbto-Mopk 4609 (585) 3386000

www.bausch.com

A, N3abenb b. Nledhe6Bpe, HACTOAWMM KNAHYCb (MU NOLATBEPXKAAKD), UTO NpuUnaraeMblii
LOKYMEHT VIHCTPYKLUMSA MO NPUMEHEHUIO MEAULNHCKOTO U3Lenuns «IHCTpYMeHT
XUPYpPruyecknii ohTanbMonornyecknini Ana UMNaHTaLmMm MHTPaoKynapHbIX MH3: Akreos
Single Use Insertion Device («Akpeoc CuHrn KO3 VHcepwH AuBaiic») - SBAAeTCA NOANNHHBIM
1 BEPHBIM.

01 noHa 2017 T.
[arta
/Mopnuce/

WN3abenb b. Nlethebspe,
Buue-npe3ngeHT oThena HOpMaTUBHO-NPABOBOro o6ecrnevyeHmns

Bausch&Lomb Incorporated

LWtat Heto-Oxxepcu ;
Okpyr Comepcer

MognucaHo v CKPenaeHo NpucAroin (Mnv NOLTBEPXKAEHO) B MOEM MPUCYTCTBUMN CErOAHS, 1 NIOHS
2017 r., W3abenb b. NlechebBpe, NMYHOCTb KOTOPOM MHOK YCTaHOB/IEHA Ha OCHOBAHWM
y6efnTenbHbIX 40Ka3aTe/bCTB.

Inodnuchl

Mopnuce HoTapuyca

/WTamn: KpucTuH A. XHaTKO

JnyeHsna Ne 50001786

HoTapuyc, wraT Hoelo-I>Kepcu

Cpok peicTBus nuueH3un: 1o 13 asrycTa 2019r./

/TucHeHasn neyaTb: KpucTuH A. XHaTko* LUTaT Hbto-I>kepen* HoTapuyc* Cpok fedcTBuS
nmueH3un: go 13 asrycTa 2019r./
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HOro TekcTa cfenaH MHOI, nepesogumkoM MamefosbiM TUMypoM [>KaBaHLLVPOBUYEM.

>
Poccuiickas degepauns

"opog Mocksa

BocbMOro mMHA [Be ThicAYN CeMHaALLATOro roga

[, Akumos Mne6 Bopricosiy, HOTapuyc ropoga MockBbl, CBUAETENLCTBYH NOLIMHHOCT b NOANMCH
nepesoayvka Mamegosa Tumypa [>KaBaHLLMPOBUYA.

[Mognuck chenaHa B MOEM MPUCY TCTBUM.

JIM4HOCTb NoANMCaBLLIETO JOKYMEHT YCTaHOB/EHA.

O nownmHbI(Mo Tapudy): 100py6.
'T NPaBOBOro N TeXHWMYECKOro XxapakTepa: 200 pyo.

*

Bcero npom;ypOBaHo, MPPHLLEPOBAHO
Y CKPEN/IeHO neyaTbio nmcT(a)(os) JhM L’

HoTapnyc
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