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Napakahovpe SlaPaote mPOTEKTIKA AUTES TIC 0dnYyieC XprRong — mepLEYOLY oNPavTkéC MAnpo@opieg yia Ty opbij xprion autol
TOU TIPOi6VTOC. EQV £xeTe €PWTATELC, PWTAOTE TOV YAPUAKOTIONS GG, TOV YIATPO 0aC ) EMKOWWVAOTE Padi pa.

BAUSCH+LOMB

UArtelac’ Ectoin’ Drops

ZovBeon: 0,24% vahoupovikd €0 (w¢ vahoupovikd vatplo), 2% Ectoin®, ywptodxo vérplo, udpoéeidio Tou vatpiou (ya poByton

70U pH) Kat vepo yia evéotpa

Npophendpevn Xpron: Yoo eIk Bepaneia kat TPOANYN Twy CUUTTWATWY TG aMEPYIKIC EMmeQUKiTISac, avakoipion
epeBioPEvwY paTw amo AeyHoVY Kat KATampabvTikr Aimaven Twv HaTiev.

Tugivar vo Artelac Ectoin® Drops;
To Artelac Ectoin® Drops €ivai éva latpotexvohoyikd mpoiov mou mepiéxel Ectoin®, éva guotkd KUTTapo-TipooTaTeuTiKo poplo

pe 1010TNTEC Peiwong TG pAeypovAg kat pepBpavo-oTadepomoinTike 1516TnTES Kal uaAoupovikd 08U, £va GUOIKO PopLo Tou
avakouiCel o pari xdpn ata LAPOPa Kat aTabepomoinTikd yapakTpLoTikd Tov. Aev mepiéxet pubpiotukd dtahdpata.

H mponypévn a0vBean tou dlabéretmohd uPnAr avekTikTTa Kabwg eivat amalaypévn amd ouvTnpnTika.

"Evbeién xprong: To Artelac Ectoin® Drops elvai éva 1a6tovo didhupa opBaliikav ataybvay, miou pmopet va xpnatpomotnBei yia
0 Bepameia kat v MPOANYN TwV CUPITWHATAV TS ENOXIKRAG Kal XpOVIac aMEPYIKNC EMmeQUKITIOAG ou opeleTat.y. otn yopn,
T AKAPEX GKOVIG, TO TPiX WA Twv {Wav, T HoUXAA KA. ZUMITTGHaTa OMw, To aiobnpa kvnopou, 0 epebiopdg, n epuBpdtnTa Twy
0BV Kat N dakplppola mopolv va pelwBolv amoteheopatikd. H katampaivrikn Aimaven Toug Ba odnyrnoeL oe avakolion,
aKOHa Kat Tov epediopevawv o@Baluav amd eAeypovr. To Artelac Ectoin® Drops pietcvel v Aeypovr Tou emmeukoTa eartiag
XNUIKGV-QUOIKWY £PEBIOUATWY PEOW [N QapUAKEVTIKAG dpdong.
Mote mpémet va xpnowporowoete 1o Artelac Ectoin® Drops;
To Artelac Ectoin® Drops ataBeporolei T guatki dakpuiki otoiBdda e d0o pomoug: To ahoupovikd of0 €xel Betikn dpdon oto
vddmvo orEd)ua ¢ kat 1o Ectoin® evduvapiwvel To Nmiko otpwpa . Autog o Sittdg Tpémog dpdong mpootatelel Tov opBaluo

arno T¢ ent

Aapeic emppoéc Twv alepyloydvwv ootV kaBwe kat ANwv e§wyevav mapayovwy Kat umoatnpilel T dladikagia

avamhaong Tov epebiopiévou kai evaioBntou emme@ukota. To Artelac Ectoin® Drops dev mepiéxel ouvinpnika kat ivai katdMnho

Y10 XPi0TEC PAKV EMAPRC KaL Y1a

dtopa e evaiodnta pdmia.

Mdco ouxvd Kat yia mooo kaipo mpémet va ypropomnoiite to Artelac Ectoin® Drops;

Evotaaée 1-2 otayovec amd 1o Artelac Ectoin® Drops otov 0pBalpd oag pohic aisbavBeite Ty avdykn. Mmopeite va to
Xpnotomoteite o€ kabnueptvi Baon kar 6o ouyvd To emBupicite. Aev umdpyel mepLOPIORGC 0T SidpKela XpRong.

Mw¢ va xpnowponoujoete to Artelac Ectoin® Drops;
0 katoyupwpévog e Simwpia eupeattexviag pnyaviopdg avhiag Tov Artelac Ectoin® Drops emtpénmel m pn xprion 6uvTnpnTIKGV 010
1dupa tou prahibiou, av kat evdexopévwg va dlagépet amd Ta Glaliia mou xpnotpomnotoate oo mapeAdov.

Teviki} onpeiwon: Movere ta yépla oag mpv and kabe xprion. Amouyete T emagr Tou puyxoug Tou grahidiou pie Ta dayTuld
00¢ 1 Ta paria oag, yia va amo@evyBei omotadrmote mbavr LoAuvon Tou SIaAUHATOC 1} TPAUPATIOOC TWV HATIV 0aC.

1. Npw amd kdBe xprion, apalpéeTe T0 MPOGTATEVTIKG KAAUPUA amd Ty akpn Tov elahidiov

€ TIEPIOTPOPIKI Kivon.

2. NMpoooxn! Mptv amé tnv mpwn Xprion Kat €dv To @lahidio dev éxel
Xpnotpomon&i yia kamoto Ypoviko Siactnpa:
YtpéyTte 10 PLaAibLO i TO AKPO TPOC Ta KATW Kal TTEOTE EMAVEIANHUEVA TOV HNXAVIGHO
NG avThiag péxpt va ameheuBepwei pia otayova.

3. Kpatote To glahidio 6mu¢ umodeikvoetal:
TomoBeToTe Tov QVTiXEPA 0C 0TO £PYOVOUIKO GTHPLYHA AVTiXEIPA Kat TEPIKAEIOTE TO
Kato pépog pe Ta dayxtuld oag. Mpémet va tomoBeTioeTe SU0 dAXTUNA 0TO KATW PEPOG TOU

olahidiov.

4. TtpéYte 10 QLahidlo e T Akpn mPog Ta KATw. NeipeTe To KeQAM 00¢ ENAQPWE TPOG Ta
miow. TpaPréte amahd 1o kdtw BAEPapo mpo¢ Ta KATw pe éva ddyTuho Tou eENelBepou
Xeptov oa¢. Kpatrjote To gladidio o kabetn B¢on mdvw amd To pdtt 6ag, 6mug
umodetkvuetal. Méote amahd tov pnxaviopé avthiag, yia va ameheubepwBei pia otayova

070 pdrl.

TN ouvéxela, KNeioTe To pdTt oag Kat avolyokheioTe To woTe va amwBei n atayéva oe OAGKANPN T EMPAVELT TOU PATIO 00,
5. Apéowc petd xg \0n, anotvdgTe Txov urtoleippata SaNUHOTOG Kat EMavATonoBETHOTE T KATTKI 0T0 0Teyv6 Théov
L

QAKPOOTOHIO TOU QLaAidiov.

Aoyw Tov ayedlacpou Tou eraidiou, pia pikpry mosdtnTa dlahdpatog mapapével a1o @lahidio. Qotéao, 0 avagepopEevog OyKog
m\Npwong pmopei va agaipedei eviehwg amo 1o @lahidto.

Ndte dev mpémet va xpnoipomoujoete 1o Artelac Ectoin® Drops
Mn xpnotpomoteite auto To mpoidv edv £xete umepevalabnaia o€ omolodnmoTE amd Ta GUETATIKA.

Inpavrikéc mAnpopopiEC OYETIKA PE T
- Tomkéc avuibpaoeic umepevaiodnoiag €youv avagepBei mov omavia. H Bepareia Ba mpénelva LOKOMTETAN O¢ TETOLEG MEPUTTWELC.
« Edv awoBavBeite eniplovn evoxAnon 1 epebiopd, oTapathoTe va xpnotpomoleite To mPoidv Kat oupBOUAEUTEITE TV YIaTPO 60,

« NdBete umdyn 6L IpWY am6 TV MPWTN Xprion i petd amd pia mepiodo pn xprong, Eiva anapaitnt n apyki Sladikaia

non tou Artelac Ectoin® Drops

GvtAnong Tou tahibiov. Katd my dvtnon tou dtahdpatog, mpémetva Kpatdte To GIaNidLo |ie To OTayOVOLIETPIKO pUYXOS TTPOG Ta KATG.
« Autd to mpoidv pmopei va mpokahéoel mpocwpivd Bohr dpacn petd v evatdhadn, pe mBavr apvnTIKK ENimTwon oty
001jynon OXNHUATWY 1} TOV XEIPLOUO HNXaVNHATV.
« Mnv ayyiCete T em@avela Twv patiov pe To piyxog Tou @Lalidiou yia va anotpéPete TuxOV TPAUHATIONS TNG EM@Avelag Twy
patwv i poAvven Tou Stahdpartog.
« Mnv ayyiCete v dxpn Tou @lahidiou e Ta §axTuAd oag yia va amotpéete omotadrjmote mbav) poAuvon tou Stahupatog.
« Mo avouytei, pnv potpddeate to gLahidio pe kavévav dAho.
« H pn mpoaextikn xprion Tou mpoidvtog Adyw pn Tpnang Twv odnylwy ivat mBavo va éxel wg ouvémela va YNOTprioel To Tpoiov
QMo TO YEPL KA VO TIPOKANEGEL TPAVPATIONO 0TO PaTL 00,
« Metd v epappoyn amotivagte Tuydv umoleippata Slahuparo.
« Neppévete mepimou 15 Nemtd mpiv XpnolpomoIoeTe Karmolo GMo mpoi6v yia Ta pda.

« Amoppilte T0 LaTPOTEXVONOYIKG TIPOTOV 6 IrjVEC LETA TO Avolypa.

+ Na pnv ypnotpomoleitat petd my «npepopnvia gne».

« Mnv xpnotpomoteite To mpoidv, e4v 1) cuokevaoia 1y 1o @lahidio £ouv KataoTpagei.

« To Artelac Ectoin® Drops mepiéyel pikpd maotikd pépn (mpooTateuTiko Kd)\u;\lua) Tou pmopolv va katamoBolv amd pikpd
maidd. Kivbuvog aspuéiag. Emopévwe, to Artelac Ectoin® Drops mpémet va guAd

A00€Tal PaKpLa amo matdid.

« Artelac Ectoin® Drops €ivai katdMnho yia xprion pe pahakoig kat 6kAnpolg gakols emagn.

« Autd To mpoiiv pmopei va xpnotponoindei amo dtopa mou ev eivar e01kd ekmadeupéva.

« Bdoertwv dlaBeaipnv dedopévay, To mpoidv pmopei va ypnatpononei amd eykuoug, OnAd{ouoeq yuvaikes kai madid.

« Edv 1o mudi oac avriperwmiCel EnpopBadyiia, cupBouleuteite Evav yiaTpo PWY XpNOIHOTOIOETE KAMOL0 ATTavTIKO yid Ta pda.
Nw¢ va amoBnkevoete To Artelac Ectoin® Drops; Ouhdooetar o€ Beppokpaoia amd 2 éwg 25 °C

Anoppun: To mpoidv mpémel va amopplpBei GOPPWVA i TOUC TOMKOE KAVOVIGHOUC.

KdBe ooPapd mepiatatiko mou oxeTiCeTal jie T mpoiov MPEMEL VA QVAPEPETAL OTOV KATAGKEVAOTH Kal TV appodia apy.
Tvokevagia: To Artelac Ectoin® Drops Satifetat o€ ouokevaoieg mou mepiéxouy 10 ml o@BaAuK@Y oTayovwy.

To Artelac Ectoin® Drops dlarifetal emiong o€ mpaktikég apmoUheg piag doong (SDU) xwpic ouvtnpntikd.

Eneériynon oupBolwv

AnoatelpwBnke XpnolpomolwvTag
M , TEYVIKEC GO[]HTIK)I(]% enecepyaoiag
Kataokevaotng Kal 0uokevdeTal o€ éva eviaio

Dr. Gerhard Mann QAMOOTEIPWHEVO 0VOTNHA GpayHoy
oo o

abrik Gm ¢ Opto Beppokpaoia

Brunshiitteler 2°c/ﬂ/ PoTEpHoKpaotaC

Damm 165/173

13581 Berlin Mnv xpnotpomolite To Tpoidv, edv
Feppavia  0UOKeVaaia 1 To Piahidlo £xouv

1K N @

LOT

urootei BAGPN

Mnopei va ypnotpomonei éwg kat
6 HIVES JUETA TO TIPWTO AvOlypa

YupBouheureite Tic 0dnyieg xpriong
Huepopmvia Méng

Kodwog maptidag

Movadiko avayvwploTKO GUGKEVIG
GTIN (01) avayvwpioTikd ouakeurc
EXP (17) nuepopnvia Aéng (open: eeppnn)
LOT (10) apiBpog mapridag

latpotexvohoyIKo Tpoiov

A Mpoaoyr (oupBoueuteite T 08nyieg
xgr’]unc Y10 ONUAVTIKEG TIPOELGOTOINTIKEC

mAnpogopieq)
&I Hpepopnvia kataokeurg

C € 0483

A&10Adynon uppOpeaNG L Tov
Evpwnaikd Kavoviopd latpoteyvohoyikwv
Mpoidvtwv

2npa CE pe aptBué koworoinjiévou
0pyaviopod

Hpepopnvia ékdoong: Artelac Ectoin® Drops, “1228EU-04", éBviki npepopnvia avadewpnong (2023-09)

To Ectoin® eivar epmopikd or]ua ¢ Bitop AG. Ohot ot G\ot 6pot mou pépouv Toug ekbéTe /™ amoteholy pmoplka
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Please carefully read these instructions for use — they contain important information on how to use this product. If you
have any questions, please ask your pharmacist, doctor or contact us.

BAUSCH+LOMB

LArtelac’ Ectoin’ Drops

Composition: 0.24% hyaluronic acid (as sodium hyaluronate), 2% Ectoin®, sodium chloride, sodium hydroxide (for pH
adjustment) and water for injection

Intended use: Supportive treatment and prevention of symptoms of allergic conjunctivitis, relief of inflammatory-irritated
eyes and soothing eye lubrication

What is Artelac Ectoin® Drops?

Artelac Ectoin® Drogs is a Medical Device which contains Ectoin®, a natural cell-protective molecule with inflammation-
reducing and membrane stabilizing properties and hyaluronic acid, a natural molecule which comforts the eye by its high
water-binding and stabilizing characteristics. It is free of buffers.

The advanced formulation possesses a very high tolerability, as it is free of preservatives.

Indication for use: Artelac Ectoin® Drops is an isotonic eye drop solution which can be used to treat and prevent symptoms
of seasonal and perennial allergic conjunctivitis caused by pollen, dust mites, animal hair or mold, etc. Symptoms, such

as itchy, irritate(f red or watery eyes will be reduced effectively; their soothing lubrication will result in relief, even of
inflammatory-irritated eyes. Artelac Ectoin® Drops reduces the inflammation of the conjunctiva due to chemical-physical
stimuli via non-pharmaceutical action.

When you should use Artelac Ectoin® Drops?

Artelac Ectoin® Drops stabilizes the natural tear film in two ways: hyaluronic acid has a positive impact on the aqueous phase
and Ectoin® strengithens the I(iipid phase. This dual mode of action protects the ?/e against the harmful influences of allergens
and other external factors and supports the regeneration process of the irritated and sensitive conjunctiva. Artelac Ectoin®
Drops is free of preservatives and suitable for wearers of contact lenses and those with sensitive eyes.

How often and how long should you use Artelac Ectoin® Drops?

Instill 1-2 drop of Artelac Ectoin® Drops into the eye as needed. You can use it every day and as often as you want. There is no
limit to the duration of use.

How to use Artelac Ectoin® Drops?

The patented pump mechanism of Artelac Ectoin® Drops allows the drop solution to be preservative free, but it may not look
like other drop bottles you have used in the past.

General note: Wash your hands before each use. Avoid contact of the tip of the bottle with your fingers or your eyes to
prevent any possible contamination of the solution or eye injuries.

1. Before each use, remove the protective cap from the tip of the bottle with a rotating
movement.

2. Attention! Before first use and if the bottle has not been used for a while:
Point the bottle with the tip downwards and press the pump mechanism repeatedly
until a drop is released.

3. Hold the bottle as indicated:

— Place your thumb on the ergonomic thumb support and enclose the lower part with
N your fingers. Two fingers should be placed on the bottom of the bottle.
3 —
( \ 4. Point the bottle with the tip downwards. Lean your head back slightly. Gently pull
your lower eyelid down with a finger of your free hand. Hold the bottle in a vertical
\ position over your eye as shown. Gently press the pump mechanism to apply one

o drop into the eye.

4

Close your eye after instillation and blink to optimally spread the drop across the surface of your eye.

Sﬁ Inkl)meldiately after use, shake-off any possible residual drops from the bottle and replace the protective cap on the tip of
the bottle.

Due to the bottle design, a small amount of solution remains in the bottle. However, the specified filling volume will be
completely dispensed from the bottle.

When you should not use Artelac Ectoin® Drops
Do not use this product if you are hypersensitive to any of the ingredients.

Important information about using Artelac Ectoin® Drops

« Local hypersensitivity reactions have been very rarely reported. Treatment should be discontinued in such cases.

«Ifyou experience persistent discomfort or irritation, stop using the product and consult your doctor.

« Please note that prior to the first usage or after a period of non-usage, an initial pumping of the bottle pump mechanism
is necessary. By pumping the solution, the bottle should be kept with the dropper tip down.

« This product may cause temporary blurred vision after instillation which can have a negative impact on driving vehicles or
operating machines.

. D]Q EOt t(iuch the eye surface with the tip of the bottle to prevent any possible injury of the eye surface or contamination
of the solution.

« Do not touch the tip of the bottle with your fingers to prevent any possible contamination of the solution.

« Once opened, do not share the bottle with anyone else.

« (areless handling of the product contrary to the instructions for use could result in slipping of the product from the hand
and may cause eye injury.

« Shake-off any possible residual drops from the bottle after application.

- Wait approximately 15 minutes before using another eye product.

« Discard the medical device after 6 months once opened.

« Do not use after the “use-by-date”.

« Do not use if the package or bottle is damaged.

«Artelac Ectoin® Drops contains small plastic parts (protection cap) that could be swallowed by small children. Danger of
suffocation. Therefore, Artelac Ectoin® Drops should be kept out of reach of children.

«Artelac Ectoin® Drops is suitable for use with soft and rigid contact lenses.

«This device can be used by lay persons not specifically trained.

« Based on current knowledge, the product can be used for pregnant, breastfeeding women and children.

« Ifyour child is experiencing dry eyes, consult a doctor before using an eye lubricant.

How to store Artelac Ectoin® Drops: Store at a temperature between 2 - 25°C

Disposal: The product must be disposed of in accordance with local regulations.

Eve;\y serious incident that occurs in relation to the product should be reported to the manufacturer and the competent

authority.

Presentation: Artelac Ectoin® Drops is available in packs of 10 ml eye drops.

Artelac Ectoin® Drops is available in convenient, preservative free single dose units (SDU) as well.

Explanation of Symbols

Sterilized using aseptic processing Unique Device Identification
M [sTerILE A]) techniques an paq‘liagedin GTIN (01) device identification
Manufacturer asingle sterile barrier system. EXP (17) use-by-date (format: yymmdd)
chgé(;;erheluqr;irMann LOT (10) lot number
Fabrik GmbH - % Temperature limit [MD] Medical Device
Brunsbi1jt6t§=.}%r7 ; zsc/i[ P MD]
amm
13581 Berlin @ Do not use if package or bottle is A Caution (consult instructions for use for
Germany damaged important cautionary information)
an be used for 6 months after first ate of manufacture
&~ (anbeused for 6 months after fi Date of manuf
opening
[Ii] Consult instructions for use c € 0483
European Medical Device Conformity
g Use-by date Assessment
CE mark with notified body number

LoT| Batchcode

Date of issue: Artelac Ectoin® Drops, “I228EU-04"; national revision date (2023-09)
Ectoin® is a trademark of Bitop AG. All other ®/™ are trademarks of Bausch & Lomb Incorporated or its affiliates
© 2023 Bausch & Lomb Incorporated or its affiliates P1GRO6 43156PB228/3-GR

P1GR06_43156PB228-3-GR_ArtelacEctoinDRP_MDO_10_171023_03.indd 2 17/10/2023 9:11 AM



