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INSTRUCTIONS FOR USE

PRODUCT NAME
Solutions viscoelastic for intraocular use: Eyefill® H.D..

Type of medical device in accordance with the nomenclature classification of medical devices -
250870

COMPLETNESS OF DELIVERY

Viscoelastic solution for cataract surgery Eyefill® H.D.:

1.Syringe with viscoelastic Eyefill® H.D. solution (2.5 ml solution volume) -1 pc.
2. Cannula- 1pc.

3. Instructions for the use of a medical device - 1 pc.

INFORMATION ABOUT MANUFACTURER AND REPRESENTATIVE:
Valeant Med Sp. z 0.0., POLAND

ul. Ryzowa 31, 02-495 Warsawa, POLAND

Teh +48 22 578 16 00/ Fax +48 22 578 16 18

Manufacturing site of the medical device:

1 CROMA-PJIARMA GmbH, industriezeilc 6, 2100 Leobendorf, AUSTRIA.

2. Sierimedix Ltd, Thornhill Road, North Moons Moat, Reddiich, Worcestershire, B9S 9ND,
UNITED KINGDOM.

Authorized representative of the manufacturer in the RF:

Bausch Flealth, Limited Liability Company (Bausch Health LLC)
31 ShabolovkaSU”d. 5, Moscow, 115162, Russia

Phone: +7 (495) 51&8-79; +7 (985) 795-60-34

INTENDED USE OF THE MEDICAL DEVICE: Solutions viscoelastic for intraocular use:
Eyefill® H.D. are intended for use in cataract surgery as an adjunct and during funduscopy and
gonioscopy, as Well as used as a contact fluid for diagnostic and therapeutic contact lenses.

It protects the intraocular tissues and prevents adhesions and synechiae formation during the procedure.

APPEARANCE:

Eyefill® H.D. - one ready-to-use syringe contains 2.5 ml of HPMC saline solution (pH 6.8-7.6). | ml
of the solution contains 20 mg (2%) HPMC, disodium hydrogen phosphate dodecahydrate, sodium
dihydrogen phosphate dihydrate, sodium chloride and water for injection. The product is delivered in
a sterile form and is intended for single use.

The osmolarity of the human tear film of the eye in good condition is between 285-300 mOsml/1.
Osmolarity of the artificial tears is between 270 - 320 mOsmol/kg (Starazolin), 267 (Blink Contacts).
In case of the Dry Eye Syndrome it could increase to 360 mOsml/I Taking into account these values
it could be stated that osmolality of all Eyefill products is close to this value. The accepted ranges of
this parameter for particular products are as following:

. Eyefill H.D. - 265 - 300 mOsmol/kg.

COMPOSITION:
It is possible to use solutions as contact fluids when applying lenses and using solutions not only for
cataract removal operations, but also for funduscopy and gonioscopy.
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ROUTE OF ADMINISTRATION AND DOSES:

Eyefill® H.D. - the product is administered using a narrow cannula with a blunt tip. The osmolality of
the solution is 265-300 mOsmol/kg, the viscosity is approximately 3,200 MPa at a shear rate of § sec™
(T=25°C). The product’s amount required depends on the type of surgical procedure.

» The difference between the dynamic viscosity data given in the final specification and the

instructions is due to the difference in measurement time. In the specification, the viscosity is
measured at 5 s-1, and in the instructions, the value is specified at a time of 0.1 s-1.

NCIPLE OF OPERATION:
¢ product provides transparency to the mechanical field during diagnostic and therapeutic intraocular
ocedures. Due to its special viscoelastic properties, the product creates and maintains the surgical
Space (including a constant depth of the anterior chamber), protects the corneal endothelium during the
surgical procedure, and allows tissue structures to be displaced with less risk of injuring them. At the
end of the intervention, the product must be carefully removed by irrigation and aspiration.

INSTRUCTIONS ON CORRECT ADMINISTRATION OF THE PRODUCT:
- Hold the Luer lock adapter as shown in fig. 1

ol 2]
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- To remove the tip, turn fig. 2 and carefully pull it fig. 3

! By following the instructions above, you can prevent air bubbles.

- Hold the syringe as shown in fig. 4 .
Jo o

- Firmly insert the attached cannula as shown in fig.5 (! do not use other cannulas).
- Secure the cannula by tuming it clockwise fig. 6
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FUSTASTRONA
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! You hold the syringe correctly if the backstop opens back towards the hand in which it is located.
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ELASTTICITY

Elasticity of the finished product has been determined using an Anton Paar MCR101
Rheometer. Rheological measurement parameters were as follows:

*Measuring System: cone/plate 50 mm [, 50 um sample thickness

*Frequency Test performed: (oscillation) for absolute complex viscosity and
clasticity

*Deformation: constant at 1%

*Frequency: ramp log from = 628 - 0.1 s-1, 24 measuring points

sTemperature: 25 °C

Determination of the elasticity is described in document A_QC_TM_SOP_009.
Figure 7 shows the elastic modulus G* and the viscous modulus G** versus the
oscillation frequency (both logarithmic scale) of HPMC 2%.

figure 7 Elastic modulus G* and viscous modulus G** versus osciilation of 704001

Elasticity of HPMC 2% (Batch 704001)

Cross-over 195 Hz / G'»G™ s 217.400 mPe
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Figure 7 presents the elasticitiy (= 100 x [G*/(G’+G’")]) versus the oscillation frequency
of HPMC 2%.

figure 8 Elasticity of 704001
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other components of the solution. The product is not indicated for intraarticular use or as a dermal
filler. Sodium hyaluronate is not compatible with quaternary ammonium compounds such as
bcnzalkonium chloride solution. Therefore, product containing sodium hyaluronate should not come
into contact with surgical instruments rinsed in such solutions, and with ophthalmic devices, which
contain ammonium compounds as a preservative. No interactions with other substances were found.

ADVERSE REACTIONS AND SIDE EFFFXTS:

When using viscoelastic agents with sodium hyaluronate, there have been cases of increased intraocular
pressure (IOP) after surgery. Usually, IOP rises temporarily: it peaks 4 to 7 hours after surgery and
returns to normal after a few days. However, since the maximum can exceed 30 mmHg, IOP should be
monitored. Measures to reduce IOP may be required, especially for patients with outflow activation
disorders. An isolated case of severe anaphylaxis has been reported with the use of HPMC. Inadvertent
injection of OVD into corneal stroma may result in irreversible corneal opacification. Use of excessive
volume, applying excessive force during injection or mishandling of the cannula can result in iris
damage, posterior capsular rupture. Other rare postoperative reactions including ocular inflammation
and/or infection, toxic anterior segment syndrome (TASS), viscoelastic precipitates on the IOL surface,
and corneal oedema or decompensation have been reported with the use of OVD.

WARNINGS:

I'he use of the product in pregnant or lactating women, as well as in children under 18, has not been
studied. Reuse of the product may result in infection of the patient or user. Do not use if the sterile
barrier (blister pack) is opened or damaged. Do not use the syringe if its tip has been opened, pushed,
damaged or is missing into the sterile barrier (blister pack). Refrigerated product should be allowed to
reach room temperature prior to use. Use immediately after opening. Do not inject too much product
into the eye. The product must be injected slowly. Avoid injecting into the corneal stroma.

INFORMATION ON THE PRESENCE OF ANY MATERIALS OF ANIMAL AND (OR)
HUMAN ORIGIN IN THE MEDICAL DEVICE FOR HUMAN USE: No animal materials were

used in the manufacture of the product or as raw materials. There are no pharmaceutical additives in
the product.
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rfven though the presented products contain substances described in the European and Polish
fftarraacopoeia, these substances are not used in accordance with their pharmaceuticai mechanism of
action. Sodium chloride is used as a buffer component to achieve greater stability of the product. It is
not used to compensate for the concentration of chlorides and/or sodium in the human body and to
maintain homeostasis. Sodium hyaluronate is used for mechanical/physical purposes, such as
protecting tissues during surgery. Pharmacological advantages are not stated.
Since the drugs that are part of all Eyefillt® products are used not because of their pharmacological
Lion, but because of their physical / mechanical properties, they are classified in this case as raw
Li-dt"tends/components of medical devices. The Technical File contains information about the role of
"'cetoporienis, and for this reason they are not classified/considered/listed in the Technical Files.

»RMATION ABOUT POTENTIAL CONSUMER: The product should only be used by

lie surgeons.
w

STERILIZATION: The product is sterilized by steam with the use of a sterile barrier (blister
packaging). The product is intended for single use and cannot be re-sterilized after use.

Information about the method of cannula sterilization is indicated on the folding box and on the cannula
label.

- Sterilization with the use of ethylene oxide.
Below is an image ofthe label attached to the cannula:

I r 1" N

STORAGE CONDITIONS:
Eyefill® H.D. - <25 °C, protect against light and freezing

TRANSPORT CONDITIONS:
Our stability studies confirm the following acceptable conditions for short-term periods (for example,

Name of products Maximum elevated temperature and duration

Eyefill® H.D. 40 - 7days

SHELF LIFE: Do not use after expiry of the shelf life.

LEGEND

Table |
A Caution! Refer to the instructions for use.
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PACKAGING:

DISPOSAL:

Dispose of these solutions in the same way as other medical waste, such as ncedles and injection tubes
or metal surgical instruments in a medical facility. Do not allow the infection to spread outside the
facility or to pollute the environment.

Viscoelastic solutions after use are classified as medical waste of class B and are subject to disposal
according to SanPiN 2.1.3684 - 21.

%JJN
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REQUIREMENTS FOR ENVIRONMENTAL PROTECTION:

The product does not harm people and the environment when used, transported, and stored following
the requirements of the operating documentation,

o

Vuleint Moo b 2 5.0,
ul. Ry2ow 31,4 @i \arseawn
wh 1482570 1600
fax: +822878 168 f
NIP: 525-15-55-703 REGON: 012279659
9

vé-v:
S

&000 LIPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU =u
R




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



KANCELARIANOTARIALNA
Mariusz S”iczynxki - notartusz
Hubert Perycz - nolatiusz

Spéikt Cywtlna
U2-6y? Wamiwa. ui. JRaymowakiego 34

tel. 22 549 65 1J0. tue 22 2i)J S5 4i.

Repertorium A nr '~A"03 /2022

Ja. notariusz Mariusz Soczyfiski, prowadz”cy kancelari® notarialn™ w
Warszawie przy ulicy Wincentego Rzymowskiego nr 34, poswiadezam
zgodnosc niniejszego odpisu z okazanym w mojej kancclarii dokumentem.—

PobranQ:--------=-==-mnmmmmemmmem e e
- taks? notarialnq za sporz”dzenie poswiadezenia na podstawie 8§ 13 pkt 2
rozporzgdzenia Ministra Sprawiedliwosci z dnia 28 czenvea 2004 roku w
sprawie maksynialnych stawek taksy notarialnej (Dz.U. Nr 148, poz. 1564 z
POzN. ZM.) W KWOCIE 28,00 Z1......ccveeiieieceeecee e e
- podatek od towarow i uslug na podstawie an. 41 ust. 1w zw. z ait. 146a pkt
1 ustawy 7. dnia 11 marca 2004 roku o podatku od towarow i uslug (Dz.U. Nr
54, poz. 535 z pdzn. zm.Jw kwocie 6,44 zl wedlug slawki 23 (dwadziescia
ti-zy) % od kwoty poprzedzajiiccj taksy notarialngj........c.ccccovvvvviiieiieiiecieeen,

Warszawa, dnia dzicsigtego lulego dwajy”iijce dwudziesj*go drugiego
(10.02.2022) roku
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MHCTPYKUUNWN TMONPUMEHEHNIO
<l Tamn: KOMNA>

HAVMMEHOBAHWME TIPOAYKTA: PacTBop BWCKO3MAaCTUYHbIA ANs  WMHTPAOKY/SIPHOro
npumMeHeHunsa Eyefill® H.D.

Bug mMeauMuUMHCKOro v3fennsi B COOTBETCTBUM C HOMEHKMATYPHON KnacCuMKaLmeid MeamyLMHCKIX
u3nenwmii - 250870

KOMMNEKTHOCTb MOCTABKMU
PacTBOp BMCKO3M1aCTUYHbIA Ans Xmpyprm katapakTbl Eyefill® H.D.:

1 LLnpwy, ¢ BACOKO31acTUYHbIM pacTBopoM Eyefill® H.D. (obbem pactBopa 2,5 mi1)- 1w,
2. KaHions - 1.
3. VIHCTpyKUMA N0 NPUMEHEHNIO MEAWLIMHCKOIO M3fenusa - 1.

CBEAEHWA O MPOWU3BOAUTENE U MPELACTABUTENE:
Valeant Med Sp. Z 0.0., POLAND (BaneaHt Meg Cn. 3 0.0., NosbLua)
ul. Ryiowa 31,02-495 Warsawa, POLAND

Ten..:+48 22 578 16 00 ®akc:+48 22 578 16 18

MecTo nNpon3BoACTBa MEAULIMHCKOIO U3AeNus;

1 CROMA-PHARMA GmbH, Industriezeile 6, 2100 Leobendorf, AUSTRIA.

2. Sterimedix Ltd, Thornhill Road, North Moons Moat, Redditch, Worcestershire, B98 9ND, UNITED
KING-DOM.

YNO/HOMOYEHHbIA NPeACTaBuTeNb NPOU3BOAUTENSA Ha TeppuTopun Pd:

OO6LLECTBO C OrpaHMYEHHON OTBETCTBEHHOCTbLIO «bayLl Xenc»» (OO0 «bayLu Xenc»»)
115162, Poccus, r. Mocksa, yn. LLlabonoska, gom 31, ctp. 5

Ten.: +7 (495) 510-28-79; +7 (985) 795-60-34

HA3HAYEHUWE MELNLWHCKOIO N3AENNA:
PacTBOp BWCKO3M1aCTUYHBLIA A1 Xupyprim  Katapaktbl: Eyefill ® H.D. npegHasHayeH ans
NCMOMb30BaHNA B XUPYPrMM KaTapakTbl B KayecTBe BCMOMOrarteflbHoro Cpefctsa W BOBpems
(DYHLYCKOMUN W TOHMOCKOMUM, a Takke MPUMEHSETCS B KayeCcTBe KOHTaKTHOM XXMAKOCTW AN
[MAarHoCTUYECKUX U TepaneBTUYECKNUX KOHTaKTHbIX JIMH3.

NMOKA3AHWA

BO3MOXHO MCMO/Mb30BaTb PacTBOPbl B KAa4ecTBE KOHTAKTHbIX KUAKOCTEM MpW MPUMEHEHWM JIMH3 W
1CMO/b30BaHNM PACTBOPOB MNP MPOBEAEHUM He TOMbKO Omepaumid Mo yaaneHUo KaTapakTbl, HO 1 Mpu
(hyHAYCCKOMMM 1 FOH1OCKOMMM.

OMUCAHWE:
Eyefill® H,D, — 0avH 0A4HOPa30BbI LLMPWL, COAEPXUT 2,5 M (h13MoNormyeckoro pacteopa MiML,
(pH 6,8-7,6). 1 mn pactBopa cogepxut 20 mr (2%) MIMLL, HaTpusa rugpodocdaT fodekaruapar,
aurnapat auruaporeHgocgara HaTpys, XI0pUA HaTPUs 1 Body A1 UHBbeKUMIA. MpoayKT NnocTaBnseTcs
B CTEPWILHOM BUAE U NpeAHasHayeH 415 04HOPA30BOro MCMosb30BaHUS.

OCMO/ISIPHOCTL C/IE3HON M/IEHKN YEe/IOBEYECKOrO r/la3a B XOPOLUEM COCTOSiHUM cocTasnisieT 285-300
MOcMonb/N. OCMONAPHOCTL UCKYCCTBEHHOW cresbl cocTaBnseT 270-320 MOcmonb/kr (CTapas3osnuH),
267 (bnnHk KoHTakTe). B cnyyae cvHApOMa CyXO0ro r/iasa oHa MOXET yBenimumeatses 0 360 mOcm/n.
C YyYeTOM 3TUX 3HAYEHWIN MOXKHO KOHCTaTMpOBaTb, YTO OCMO/ISANILHOCTb BCeX NpoaykToB Eyefill 6rm3ka
K 3TOMy 3HaueHuto. JlonycTuMble [AManasoHbl 3TOr0 MapameTpa A8 KOHKPETHLIX MPOLYKTOB,
CneflyroLme:

e Eyefill H.D. — 265-300 mOcmonb/Kr

<nopgnucano=>

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



‘BeTI HO. — cpenHaAsa MOJIEKYNIAPHaS Macca  pPeonormyeckoro KOMMOHEHTa
rmapokcunponuameTunuenntonosa coctasnseT 500 000 fanbTOH.

COCTAB: T1pofyKT COCTOMT M3 KOresmBHOro, CTePWUSIbHOTO, BWCKO3/M1aCTMYHOrO, MpPO3payvHoro,
N30TOHNYECKOro pacTBopa A/1 MHTPAOKYNAPHOrO BBEAEHUS, YNaKOBAHHOTO B FOTOBbIE K MPUMEHEHUIO
CTEK/SHHbIE LINPULbI C OAHON CTEPUNIbHON KaHKONel 419 BUCKO3NACTUYHbIX pacTBOPOB.

METO/ BBEAEHVA N AO3bl:
EyelT® H.O. — npoAyKT BBOAUTCA C NMOMOLLbHO y3|<017| KaHIOMN C TYNbIM KOHYMKOM. OCMO/ISANILHOCTb

pacTBopa cocTtasseT 265-300 MOCMO/b/KI, BA3KOCTb COCTaBNsSeT, NpubnmsutensHo, 3200 mIa npu
ckopoctn capura 5 ¢ (T=25°C). HeobxoaymMoe KOMMYeCTBO MPOAYKTa 3aBUCUT OT Tuna
XMPYPryuyvecKoli npoLeaypbl.

Ha 06paTHOI CTOPOHE KaXKaoW CTpaHULbI:
<LLItamn: lycTaa cTpaHnua>

Ha kaxxgon ctpaHuue: <Meyatsb:
MAPNYLL COYNHBLCKI
HOTAPNYC
*]*

B BAPLLIABE>
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PasHMUa MeX[y [daHHbIMW AMHAMWYECKON BSA3KOCTW, MPUBEAEHHbIMA B OKOHYaTe/IbHOM
crieumguKaLmm 1 MHCTPYKLMAX, CBSA3aHa C pasHULEN BO BpeMeHW v3mepeHns. B crieupmdmkaumm
BA3KOCTb M3MEPSETCA Npu BPeMeHN 5 C™, a B UHCTPYKLMW 3HaYeHVe YKa3biBaeTca npu BpemeHn 0,1
c-.

MPYHLN AEMCTBUS:

MpoayKT 06ecneyumBaeT MPO3PaYHOCTb MEXAHWYECKOrO MOMsS BO BPeEMS AMArHOCTMYECKUX W
TepaneBTUYeCKMX rMasHbIX npoueayp. bnarogaps cBoMM 0co6bIM BA3KOYNPYrM CBOACTBaM, MPOAYKT
CO3aeT U MOAAEPKMBAET XMPYPrMyeckoe MPOCTPAHCTBO (BK/KOYAs NOCTOSHHYHO T/y6uHY nepeaHeit
Kamepbl), 3alliLLi@eT 3HAOTENMIA POroBuvLbl BO BPEMS XMPYPryyeckoi Npouedypbl M M0O3BOMSET
CMeLLATb TKaHeBble CTPYKTYPbl C MEHbLUMM PUCKOM WX MOBPEXAEHWS. B KOHLEe BMeLlaTeNbCcTBa
Heo6X0AVMO TLUATENLHO YA/ MTb MPOAYKT MyTeM MppUraLmm 1 acrmpawym.

NMHCTPYKLUMW no MPABW/IbHOMY BBEAEH/IO MNMPOAYKTA:
- [epxwTe aganTep ¢ 3aMKoM JT03pa, Kak MoKasaHo Ha puc. 1

- YT0ObI CHATb HAKOHEYHWK, MOBEPHUTE purC.2 1 OCTOPOXKHO MOTSHWTE 3a HEro puc. 3
“I /N\
.I-I | *13\T

I BbINONHEHVE NPUBEAEHHBIX BbILLIE MHCTPYKLW NO3BOMSET NPEA0TBPATUTL 06pa3oBaHe BO3AYLLHbIX
My3bIPbKOB.

- AepuTe LWNpUL, Kak MoKaszaHo Ha puc. 4

IMNOTHO BCTaBbTE NpUaraeMyto KaHonto puc. 5 (! He UCMoNb3yiiTe Apyrie KaHiomnm)
3aKpenuTe KaHHo/H NMOBEPHYB €€ M0 YacoBOVi CTPE/Ke puc.6

I Bbl fiepK1Te LUNPUL, MPaBU/bHO, €C/M OrpaHMuMTENlb 06PaTHOrO X0Aa OTKPbIBAeTCs Hasaf B
HanpaBNeHNy PyKK, B KOTOPOIA OH HaXOAWTCS.

<nojgnucaHo>
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YMNPYTroCTb MEAVUMNHCKOIO N3AENNA

YnpyrocTb roToBOro npodykra 6biia onpegeneHa ¢ NoMoLpto peomeTpa AHTOHa lMaapa MCK101.
MapameTpbl PeosIOrMYECKNX M3MEPEHNIA CiefyHoLLME:

* Cuctema m3mepeHUst: KOHyc/nnacTrHkKa 50 MM B AvameTpe, To/LWMHA obpasua: 50 MK,

* lcnbITaHre Ha YacTOTY BbIMOMHEHO: (KonebaHue) Ans abCoMOTHOW KOMM/IEKCHON BA3KOCTM
W yNpyrocTu

o [lechopmauysi: KOHCTaHTay npu 1%
» YacToTa: NMHeHbIN norapugm 13 = 628 - Ofc
* Temneparypa: 25 °c

, 24 TOUKN n3MepeHns

Ha puic.7 nokasaH moaynb ynpyroct O’ n moaynb BA3KOCTU C” MO CPaBHEHMIO C YaCTOTON KonebaHwii
(o6a - Ha norapugmmyeckoin Lwkane) MML, 2%.
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TnC. 7. MokazaH Mogy/b ynpyroct O’ 1 Mmoaynb BA3KOCTM O M0 CPaBHEHMIO C YaCTOTON KosiebaHms
704001.

Ha puc. 8 nokaszaHa ynpyrocts (= 100 x [0/(0° + O”)]) no cpaBHEHMIO € YacTOTON KonebaHuiA MML,
2%.

MPOTVBOMOKA3AHMA 1 BOSMOXXHBIE NMPOTUBOAEVICTBUS:

Me o LMHCKOe M3fenne HeMb3s Ha3HavaTh nauveHTam ¢ anneprveid Ha ML, wnm gpyrvie KOMMIOHEHTb!
pacTBopa. [1poAyKT He MOKasaH A1 BHYTPUCYCTaBHOrO MPUYMEHEHVSI WIN B KayecTBe AepMaslbHOro
(unnepa.

HEXENTATENbHBIE PEAKUWA N TMOBOYHbBIE P PEKTbI:
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LLPY  MCMOMb30BaHUM BUCKO3/TACTUKOB C TMaJlypoOHATOM HaTpusi OTMeYeHbl C/ly4Yau TOBbILLIEHNS
BHYTpUrnasHoro AasneHuns (BIrA) nocne onepauyn. ObbiuHO BIMJ, NOBbILAETCA BPEMEHHO: AOCTUraeT
n1ka yepes 4-7 4acoB Moc/ie orepalyn 1 BO3BPALLAETCA K HOPME Yepe3 HeCcKO/bKO AHell. OfHako,
MOCKO/bKY MakCUMyM MOXET MpeBbicMTb 30 MM PT.CT., Heobxoaumo otcnexxusats B4, MoryT
noTpeboBaTLCA Mepbl Mo CHYXKeHUIO BIT], 0COBeHHO AN NauyeHTOB C HapyLLEHEM aKTUBaLMN OTTOKa.
MosblweHne B[, MOXeT ObiTb BbI3BAHO CHWXKEHVMEM BOAHOIO OTTOKA BCeAcTBve 6/0Kafbl
TpabekynsapHoin ceTku.  CoobLanock 06 M30/MPOBaHHOM Crlyvae TSHKeNol aHaunakcum npu
ncnonb3osaHU bIPMC. HenpegHamepeHHas MHbeKums OVD B CTPOMY POroBULIbI MOXKET MPUBECTU K
HeobpaTMMOMy MOMYTHEHMIO POroBULbI. LICNONb30BaHMe Ype3MepHOro obbemMa, Ype3MepHoe ycunme
BO BPEMS MHBEKLMN WIN HENpaBuibHOe OOpaLlieHVe C KaHHe MOXET MPUBECTU K MOBPEXAEHMIO
pafy>kHO 060/104KK, PaspbIBY 3aAHel Karcysbl. CoobLanock 0 ApYrnx peakmMx nocneonepaumoHHbIX
peakumnsax, BK/KOYas BOCMaieHWe U / WM WMHMEKUMIO T1a3a, CUHAPOM TOKCUYECKOro MepefHero
cermeHTa (TASS), BA3Koynpyrve npeumnurarbl Ha nosepxHoctn NOJT 1 0TeK WM AeKOMMeHcauuo
porosuLbl Npu ncrons3osaHun OVD.

MPEAYNPEXOEHNSA:

MprMeHeHVe NPoAyKTa Y GepEMEHHBIX WM KOPMSILLMX YKEHLLWH, a Takke y aeTeld 40 18 neT mn3yyeHo
He 6bl10. TpPOAYKT NpeaHa3HayeH [Ans OAHOPa30BOr0 WCMOMb30BaHUA, W €ro Henb3d MOBTOPHO
CTepunn3oBaTb NOCMe WCMO/b30BaHUA. [MOBTOPHOE WMCMOMb30BaHME MPOAYKTa MOXET MPUBECTU K
3apaXeHn0 nauyieHTa WK nonb3osatens. He Mcnonb3yinte B Ciyyae BCKPbITUS WM MOBPEXAEHNS
cTepunbHoro Gapbepa (6/IMCTEPHON YNakoBKKM). He 1cnonb30BaTb NOCIe UCTEYEHUA CPOKa FOAHOCTU.
He ncnonb3yinTe WApUL, €CM ero HAKOHEYHVK Bbl OTKPbIT, CABMHYT, MOBPEXAEH WM OTCYTCTBYET B
cTepuibHOM 6Gapbepe (6nMCTepHONM YMakoBke). [leped MCMONb30BaHUEM OX/TKAEHHOMY MPOAYKTY
HeobXoaMMOo AaTb HarpeTbCst 40 KOMHATHOM Temnepatypbl. cnonb3yiite cpasy nocne BCKpbITMS. He
BBOAMTE B [N1a3 C/IMLLKOM 60/bLLON 06beM npogykTa. [poayKT HYy>KHO BBOAUTL MefaneHHo. Cneayet
n3beraTb BBEAEHUSA B CTPOMY POrOBULIbI.

ycnosma nNPMMEHEHNA:

BuckoanactnuHblli pacteop Eyefill® gns xvpyprumn katapakTbl BHYTPUIIA3HOrO MPUMEHEHUS - 3TO
MEAULWHCKUA  pacTBOp,  MNpeAHasHayeHHbIn AN BHYTPUINa3HOrO  BBEAEHWS BO  Bpems
0(hTa/IbMONIOrMYECKNX  OMepaLMini - Ha MepegHeM W 3agHEM  CermeHTax rnasa. OH  3aulaet
BHYTPUINa3Hy0 TKaHb M NPeAoTBpaLLaeT CMMnaHne CUHEXMIA BO BPEMS NPOLIeaypbI.

B yacTHOCTW, 3TOT MeAVLIMHCKWIA PaCTBOP MOXET:

- CO30aBaTh ¥ NOAAEPXKMBATb NPOCTPAHCTBO /11 XMPYPrMYecKmnxX BMeLLaTenbCTB (Hanpumep, riy6boko B
nepeaHeli kamepe);

- 3aLUMTUTb BHYTPUINa3Hble TKaHW, B TOM YMC/e SHAOTENMIA POroBMLbI, BO BPEMS OnepaLiuu;

- NMO3BONAKOT MArKO MepemeLLaTh U YAePXKVBaTb TKaHEBbIE CTPYKTYPbl C MEHbLUMM PUCKOM, HE Bbi3blBas
TpaBM (HanpyMep, B C/ly4vae BbINaAeHUs pafdy>KHO 060/104KN).

Xupyprvsi KatapakTbl BHYTPUIMA3HOTO NPUMEHEHMS - NpoLeaypa, KOTopas pPeann3yroTcs B YCMOBUSIX
OnepaLMoHHOIA.

NH®OPMALUMA O HA/TMYI B MEOVILUVHCKOM USOENNW NEKAPCTBEHHOIO CPEACTBA
ana  MEQVUMHCKOIO  MPUMEHEHWA, MATEPUAJIOB JXMBOTHOIO W (W1N)
UE/TIOBEYECKOIO TPOUNCXOXAEHNA: B paccmatpuBaemoe MeAVLMHCKOE  U3denve  He
BK/IHOUEHbI /IEKAPCTBEHHbIE CyOCTaHLMKW. JleKapCTBeHHble Mpenapatbl 418 NepesoBOin Tepanun He
MPUMEHSIOTCA B KauecTBe WCXOAHbIX MaTepuanoB WM B MPOU3BOACTBE MEAVLMHCKUX W3LENNiA,
OXBaTbIBaeMbIX rpynnoi npogykumu Eyefill®.

HecmoTps Ha TO, YTO MpeACTaBfeHHbIE U3LeNNs COLepXaT BeLUEeCTBa, OnucaHHble B EBPONEVickoi un
[MosbCKON (hapmakoresx, 3TN BELLECTBa He WCMOMb3YHTCA B COOTBETCTBUM C WX (hapMaLieBTUYECKUM
MEXaHM3MOM [eiCTBYS. HaTpus Xiopug WCnosb3yeTca B KayecTBe KOMMOHeHTa Oydepa na
[OCTVKeHUSA BosbLUE CTabWUNbHOCTY 13aenns. OH He UCMOMb3YeTCA /1 KOMMEHCAUUM KOHLIEHTpaLmm
XNIOPUZOB W/MNN HATPYA B OpPraH13Me YesioBeka v ANis NoaaepKaH!s romeocTasa. Harpus ruanypoHar
CMOMb3YeTCA /19 MEXaHNYECKMX/(PU3NYECKUX Lierel, TakmX Kak 3alimTa TKaHein BO BpemMs orepaLyn.
Papmakoornyeckvie NPenMyLLECTBa He 3asB/1eHbI.
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10CKOmbKy NleKapCTBeHHble CPeACTBa, BXOASALLME B COCTaB BCeX NPOAYKTOB EyeAH®, nucnosnb3ytotcs He
B3 UX (HapMako/IOrMyYecKoro [AencTBus, a m3-3a WX (PM3NYECKNUX/MEXaHUYECKMX CBOWCTB, OHW
KNaccMuLUMpYHOTCS B 3TOM C/lyYae Kak Cblpbe/KOMMOHEHTbI MeAULMHCKUX M3LenuniA. B TexHUYecKoMm
(haline cogepXKuUTC MHOPMaUUs O POM 3TUX KOMMOHEHTOB, W MO 3TOW MPUYMHE OHWU He
KnaccuuumMpytoTCs/He paccMaTpuBaroTCs/He NepeumncnatoTcs B TeEXHUYeCKuX taiinax 41 npoayKTos
EyelMA® Kak nekapCTBeHHbIe CpeacTsa.

<noanucaHo>
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1POPMALIMA O MOTEHUWMANIBHOM TMOTPEBUTEJE: TMMpoAyKT [O/MKEH WCMOMb30BATLCA
VbKO XMPYprammn-odhTasibMosioramu.

'EPUNTN3ALNA: TpoayKT CcTepunv3oBaH MapoM C WCMO/b30BaHWEM CTEPUILHOIO 6Gapbepa
(6nucTepHolA ynakoBkK). MpogyKT npefHasHaveH 15 04HOPA30BOro UCMO/b30BaHUA U He MOLNEXMNT
'NOBTOPHOI CTepuM3aLmmn nocne NpUMeHeHNs
VHhopmMaums o MeTofe CTepUM3aLmMn KaH/IN YKa3aHa Ha CK1aHON KOPOOKe M Ha 3TUKETKE KaHKOMN.

Il Oannula | STERILE EO

- CTepUM3aLms OKCKOM STUMEHA.

Hwxe npeacrasieHo I/I306pa)KEHI/Ie ITUKETKMN, I'IpVIKpEI'II'IGHHOVI K KaHKone:

YCNOBUA XPAHEHNA:
EyeiN® H.O. - <25 ®C, XxpaH1Tb B 3aLL{MLLEHHOM OT CBETA MECTe, He 3aMOpPaXkmBaTb.

YCNoBNA TPAHCIMOPTPOBKW:
Haww uccnegoBaHus CTabUnbHOCTY  MOATBEPXKAANOT  CMeAylolmMe MpuemMiemMble  YCNoBus  Ans
KPaTKOCPOYHbIX NEpPUOAO0B (Hampumep, TPaHCMOPTUPOBKA) 683 OTPULIATENLHOTO BAVSIHAS HA Ka4ecTBO

HasBaHWe MeAULMHCKOrO M3Aenus MakcuManbHasi MoBbILLEHHas TeMnepaTypa v
MPOACIKUTENBHOCTb
Eyefill® H.D. 40 °C - 7 fiHeiA

CPOK rOHOCTW: He ncnonb3yiiTe nocne OKOHYaHWs CPpOKa rofHOCTM.

MAPKVPOBKA:

Ha o6uiyto ynakosky Eyefill® H.D HaHeceHa HMxenepeumcneHHas nHhopmaums:
- HaVMeHOBaHVEe NPON3BOANTENSA, aApeca MECT NMPOU3BOLACTB
- HAVMeHOBaHVe MeAVLMHCKOro n3genus

-LOT

- COCTaB YMNakoBKN MeAVLNHCKOro n3genms

- CPOK rofiHOCTK

- CUMBON «He cofepXUT naTeKke»

- CMMBON «He 1Cnob30BaTh NMOBTOPHO»

- CUMBO/ «He 1CMosb30BaTh NPU NMOBPEXAEHNUN YNAKOBKU»
- CUMBON «bepeyb OT COMHEYHbIX NyYein»

‘ cumBon «bepeyb OT Bnarm»

- CUMBOS «He CTepnnn3oBaThb NOBTOPHO»

- cumBon «CrieflyiTe MHCTPYKLMKX NO 3KCMNlyaTauum»

- UH(hopmaumsa 0 EBponeiickoM COOTBETCTBUM

- LUTPUX-KOA

- cumMBON «CTepunmnsaumsa NapoM nUam Cyxmm Xapom»

<WTamn; BaneaHt Meg Cn. 3 0.0. (Valeant Med Sp. z.0.0.) <lHTamn: MpeacTaBUTeNb OTAENA MEHEAXKMeHTa KauyecTa
yn. Poixosa 31, 02-495 Bapwasa <nojnucaHo>
Ten.; +48 22 578 16 00 MarnbeuHa Jliuc>
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imsos «CTepunmsaumna aTUIEHOKCUA0M
1ynakoBKy C LUMPULEM HAHECeHa HyKenepeuncieHHas nHgopmaums:
fevvBon «CTepunnsatms napom Uam CyxXmm Xapom»
/cuvBon «He Mcnonb3oBaTh MOBTOPHO»
'‘MVBOI1 «He 1cnonb30BaThb NPY NOBPEXAEHNN YNAaKOBKM»

Ha wnpwy, HaHeceHa HKenepeuncneHHas HhopmaLums:
- HaMMeHOBaHMe NPOV3BOAUTENS

- HaMMeHOBaHWe MeMLIMHCKOro n3aenns

-LOT

- 06BbEM

- CPOK rOfIHOCTM

- MHopmauus o EBponeinckom cooTBETCTBUN

Ha ynakoBKy C KaHIO/1eil HaHeCEHa HUKENEPeUnCeHHas MHQopMaums:
- HaMeHOBaHWe NPOU3BOANTENA, aAPEC NPOM3BOAMTENSA

- HaMMEeHOBaHVe MeAULIMHCKOr0 1U3fenus

-LOT

- CPOK rofjHOCTH

- CMMBON «He 1cnosb30BaTb NOBTOPHO»

- CMMBO/ «He 1cnonb30BaTh NPY NOBPEXAEHUM YNaKOBKIN»
- CUMBON «bepeyb OT CONMHEYHbIX Nyyeins

- cMMBON «bepeyb OT Bnarm»

- MHhopMmaLms o EBponeiickom COOTBETCTBUM

- HaAnuchb ANa O4HOKPATHOrO MCMO0/b30BaHUA

- cumBon «CTepuamsauns aTUIEHOKCUA0M

MapKnpoBKa TpaHCMOPTHOM YNaKOBKMW:

Ha TpaHcnopTHyto ynakosky Eyefill® H.D HaHeceHa HvKenepeuncieHHas HpopMaums:
- HavmeHoBaHMe MeuLMHCKOro n3aenns

- ApTukyn

- Ycnosua XpaHeHus

- Howmep lMapTum

- Konnuectso

- CpoK rogHoctu

- WTpux-Kogpl

YCJTIOBHbIE OBO3HAYEHWA
Tabnuua |

A OcTopoXKHO! OBPATUTECH K MHCTPYKLM MO MPUMEHEHMIO.

CE Cumeon CE Ha AaHHOM MPOAYKTe YKa3bIBaeT Ha TO, YTO OH MPOLLIE/T MPOBEPKY Y COOTBETCTBYET
nonoXxeHmam Aupektvebl 93/42/EEC «O MeAVUMHCKUX N3LEMMSAX».

al [MpownsBoauTesb
[LOtl  CepuiAHbIA HOMEp.

LLI He 1cnonb3oBath Npy NOBPEXKAEHUN YaKOBKM

1 »A [Mpenen Temnepatypbl

<Kpyrnaga ne4yaTb> <noAnucaHo>

<WTamn: BaneaHT Meg Cn. 3 0.0. (Valeant Med Sp. z.0.0.) <W Tamn; MpeacTtaBuTenb 0TAeNa MeHef)KMeHTa KayecTa
yn. PbnkoBa 31, 02-495 Bapliasa <rlognncaHo>
Ten.; +48 22 578 16 00 ManbBuHa Sinc>
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bepeyb OT COMHEYHOr o CBeTa.
/ # | py3 cneayeT 6epeyb OT Harpesa U 3aLLyLLATb OT MPSAMOro MornagaHys CONHEYHbIX /yYel.

/O H CM. MHCTPYKLMM MO MPUMEHEHMIO

/ [JepxaTtb cyxvm.
(D He 1Cronb30BaTb MOBTOPHO
_______ =S, T —

Crepunmsauma napom

Crepunmsaupms sTUIeHOKCAOM

He cTepunnm3oBathb NMoBTOPHO

»

He coaepxuT narekca

Vicnone3oBath [0

CTepunbHBbIlA LWNPWL, 4115 0HOPA30BOr0 MCMONb30BaHWS

PreM Synxfej

Cmuda CTepunbHaa KaHonIa ana 04HOpPasoBoro MUCnosb30BaHuA

YTAKOBKA:

EYEFIU'H.O.
N«*

TPAHCIMOPTHASA YMNAKOBKA:
Pa3Mepbl TPAaHCMOPTHOW KOpPobKM 56,8 X 39 x 41,2 cm (£10%)
B KapTOHHYHO KOPO6KY noMeLleHo 182 ynakoBKM MeAULMHCKOro U3genus.

YTUNN3ALNSA:

YTUIn3npyiTe 3T pacTBOPbI aHAIOMMYHO APYTUM MEAULMHCKUM OTX04aM, TaKUM Kak Wr/ibl U TPyOKu
AN UHBEKLMIA NN METUITMYECKME XUPYPIrUYECKNE MHCTPYMEHTbI B MEAULMHCKOM yupexxaeHunn. He
[OMNYyCKainTe pacnpocTpaHeHUs MHMEeKUMM 3a Npegenbl YUPeXAeHWs UK 3arpA3HEHUS OKPYKatoLLel
cpefpl.

PacTBOpbI BUCKO3M1aCTMYHbIE MOC/E UCMO/b30BaHNA OTHOCATCA K MeAMUMHCKMM O0TXodaM Knacca b u
nognexxar ytununsaumm cornacHo CaHlNluH 2.1.3684-21.

TPEEOBAHUA K OXPAHE OKPYXXAIOLLIEN CPEAbI:

<111tamn: BaneaHt Meg Cn. 3 0.0. (Valeant Med Sp. z.0.0.) <lHTamn: MpejcTaBuTenb 0TAeNa MEHeJ)KMeHTa KayecTBa
yn. {"DKoea 31, 02-495 13apwiaBa <nognmcaHo>
Ten.: +48 22 578 16 00 ManbBuHa Jine>

o 140 92 578 16 18
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Te CY4YeToM COBMIOMEHNS TPEBOBAHWIA SKCMTyaTaLMOHHO AOKYMEHTALIMM NPY UCMO/b30BaHNM,
ANOPTUPOBKU M XpaHEeHNM He 0Ka3blBaeT HEraTMBHOMO BO3AECTBIS Ha YesloBEKA U OKPYIKAIOLLYHO

<Wvamn: BaneaHt Meg Cn. 30.0. (Valeant Med Sp. z.0.0.) <l Tamlil: MpeacTaBuTeNb OTAENA MEHEAXMeTa KayecTBa
yn. Poixosa 31,02-495 Bapliasa <noanucaHo>
Ten.: +48 22 578 16 00 ManbBuHa Jinc>
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<WTtamn: HOTAPUANIbHAA KOHTOPA
MapuyT CounHbcky (Marhisz Soczynski) ~
HOTapuyc
Xy6ept Mepuu (Hubert Pervez) - HoTapuyc
MpocToe ToBapuLWecTso
02-697 Bapwasa, yn. >)KXumosckoro 34

Ten. +22 549 65 00, chakc +22 203 55 46>
PeecTp A X0 1709/2022
1, Hotapuyc Mapuywt CounHbcky (Mariusz Soczynski), ynpasnstoLmiA HoTapuasibHOW KOHTOPOWA B
BapLuaBe, pacrnonoXxeHHoin Ha ynuue BuHceHTa XXumosckoro (Wincentego Rzymowskiego) 34,
MOATBEPXKAAK0, YTO JaHHAA KOMWs COOTBETCTBYET OPUTNHa/Y, NPeabsB/IEHHOMY MHE B MOEM OCe.
B3bICKaHO: ----------------------- e e
- BO3HarpaxaeHvie HoTapuyca B COOTBETCTBMM C 8§13 n. 2 MoCTaHOB/IEHWMA MUHUCTPA HOCTULMW OT
28 moHs 2004 1. «O MakCUMa/IbHbIX CTaBKax HOTapuasibHbIX COOpOoB» (3aKOHOAATE bHbIA BECTHUK
No148, no3. 1564 B nocneaHein peaakummn) B pasmepe 28,00 3M0TbIX-=-============n=n=nmnmmmmmmmmmmmm-
- Ha/1or Ha TOBapbl 1 YCNYrn cornacHo CT. 41 a63. 1B coyeTaHun co cT. 146a n. 13akoHa oT 11 mapTta
2004 r. «O Hanore Ha ToBapbl M ycnyrm» (3akoHoAaTe NbHbIA BECTHMK XEB4, no3. 535, B nocneaHel
pegakumn) B pasmepe 6,44 3n0TbIX MO cTaBke 23 (ABaduatb Tpu) % OT YKa3aHHOW Bbille CyMMbI
BO3HarpaXKaeHUsA HOTaPUYCa.---=-==================mmmmmmmm- = e e e e e e
BapLuaBa, BoCbMOe (peBpasis e ThiCAYM ABafuaTh BToporo roga (8 qespans 2022 roga).---------

<MMeuatb: MAPYLL COUYNHBCKW
HOTAPUYC

B BAPLLUABE>

<nognucaHo>
Mapuyww CounHbekm (Marww52 8oc2yn$kl)

HOTapuyc

MepeBoA C aHIMMIACKOTO U MOMIbCKOTO A3bIKOB Ha PYCCKMIA A3blK BbINOMHEH NepeBoAYMKoM KonbacoBoli
TaTbsiHON BacunbeBHOM

WAL
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Poccuiickaa degepaums
["opop Mocksa
MAaTHaguaToro espans ABe ThiCAYM ABajLaTb BTOPOro roga

A, AnexvH EBreHuii BnagumupoBud, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
NOA/IMHHOCTL Nognucy nepeesogunka Konbacosol TaTbsHbl BacuibeBHbI.

Mognuce chenaHa B MOeM MPUCYTCTBUN.

JlnyHoCTb NofnucasLlero JOKYMEHT YCTaHOB/EHaA.

3apeructpuposaHo B peectpe: Ne 57/171-H/77-2022-4-1971.

YnnayeHo 3a coBepLUeHMe HOTapuasibHoro geictams: 400 py6. 00 kon.

y? 4D

-08;

Poccuitckasa ®eaepauuns
["opoa MockBa

MaTHaguaToro gespans ABe ThiCAYM ABajLaTb BTOPOro roga

A, AnexuH EBreHuin BnagumupoBud, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
BEPHOCTb KOMWUW C NPeACcTaBNeHHOro MHe JOKYMEHTa.

3aperucTpup” Ne 57/171-H/77-2022-4-1972.
YnnayeHo”a ,cos'e0 a/bHoro feinctems: 1560 py6. 00 kor.
E.B.AnexuH
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