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A1aBAEoTE MPOOEKTIKA QUTEG TIG 08NYIEG XPNONG — TTEPIEXOUV ONHUAVTIKEG TTANPOPOPIES VIO TOV TPOTIO XProNG AUTOU
TOU TIPOIOVTOG. EAQV €XETE OMOIEGONTIOTE EPWTNOELC, PWTIOTE TOV EMAYYENUATIA UYEIQG GAG-TOV (POPIOKOTION0 O, TOV
Ylatpo 006 A EMKOWVWVAOTE padi pac.

BAUSCH #LOMB

UArtelac Complete Drops

UvOeon: 0,24% VANOUPOVIKS VATPIO, KAPROUEPES, YAUKEPIVN, AmSIKO cUOTATIKOG, USPOEEISIO Tou vaTpiou Kat VWP

yla evéoipa

Mpoopi{opevn xprion: NIMavTiko o@OoAUIKO SidAupa

Tieivau to Artelac Complete Drops;

To Artelac Complete Drops ivat éva adla@avég SIGAUPA 0@OaAUKWY OTayOVwVY, TToU TTEPIEXEL 0,24% UOAOUPOVIKO

08U (WG UAAOUPOVIKS VATPIO), KAPBOHEPES, YAUKEPIVN, Eval MISIKG GuOTATIKG, USPOEEISIO TOL VaTpiou Kat LSWP yial

evéolpa.

Iél €§\§7\1YP€'VT1 0oUVOeoT Tou gpgavilel Idlaitepa VPNAR avoxry, KABWE Sev TIEPIEXEL CUVTNPENTIKA KAl PUOIOTIKA
loAOpaTa.

O1 0BaNUIKEG OTAYOVES TTOPEXOVTAL OE €Val CUOTNHA TTOAMATAWY §OCEWV XWpig cuvtnpntikd (PFMD), To omoio eivat

TTO EVXENOTO KAl ACPANEC. To TIPOIOV PITOpPEL VA XPNCIUOTTOINDEL WG KAl 6 UAVEG LETA TNV TIPWTN XPHOoN.

‘Evéei€n xpriong: To Artelac Complete Drops gival éva AmmavTikd o@Oaipikd SidAupia KATEAANAO Kal yia TIG TPEIG

OTIBASEC TNG SAKPUIKAG HEUBPAVNG TO OTTOI0 EVUSATWVEL TNV 0POAAUIKN EMPAVELD dTaV TIapaTnpeital EnpopOalpia.

Méte mpénel va xpnotpomoioete 1o Artelac Complete Drops;

To Artelac Complete Drops eivat i51Kd OXESIAOEVO WOTE VOl TTAPAUEVEL OTNV EMPAVELD TOU HATIOU Ka €TOL va

TIPOOPEPEL EVLAATWON YIA AUEDT KAt HAKPAG SIAPKELG AvaKOU@IoN amd Ta ouprtwpata EnpogBalpiag. Eivat éva

KATEMNAO TIPOIGV Yial GAOUG GOOUG UTTOPEPOLV A0 IO OEPA CUMITTWHATWY ENPo@BaAuiag, Tiwe KOTIWON, OTPEG,

aioBnpa Eévou owpatog, aioBnpa Kavoou ry/kat dakpuppola.

H &npopbapia mpokaeitat amd

- €€WTEPIKOUE TTOPAYOVTEC, OTIWG N TIAPATETAREVN XN 0N UTTOAOYLOTH, O KAIUATIOUAG, N Béppavorn, 0 Kamvog Twv
TOlydpwy, KaBwg Kat ot Suvatoi AvePOL O EEWTEPIKOUE XWPOUG, I/KAL N XPON PAKWY EMTAPAG.

- GAN\OUG TTOPAYOVTEG, OTIWE OPICUEVA PAPHAKA (AVTICUNNTTTIKA XATTA, QVTUOTARIVIKE, B-OVAOTOAEIG,
avTIOTTAoUWAIKA Kat SloupnTIKA) i KATToLeG aoBEéveleg Tou TIAi{ouV PONO 0TV AVATTTUEN 0PBOAUIKAG EnpdTNTAC.

Méoo cuyva kat yia moco kapd mpémnel va xpnotpomoleite 1o Artelac Complete Drops;

Evotaha€te pia otaydva Artelac Complete Drops oto pdtt oag 6tav VIWOETE TNV avaykn. Mmopeite va 1o xpnolpomnoleite

KAOe Pépa kal 600 OUXVA BENETE. Agv UTIGPXEL TIEPIOPIOHOC WG TIPOG TN SIAPKELD XProNG TOU.

Mwg pnopeite va xpnotpomoinoete 1o Artelac Complete Drops;

—
O KaTOXUpWHEVOG U SIMAwHA EUPEDTTEXVIOG UNXAVIOHOG avTAiag Tou Artelac Complete Drops emtpénel oTo Sidhupa I—
OTAYOVWV VA NV TIEPIEXEL CLUVTNPNTIKA.

levikn onpeiwon: MAOVETE Ta xépla oag v armd KABE Xprion. ATTOPEVYETE TNV EMAPH) TOU PUYXOUG TOU GIANSIOU pe —
Ta SAXTUNG 0OG 1) Ta HATIOL OO, YIa VOl ATOTPEPETE omoladnmoTe moavi POAUVON Tou SIAAUHATOC 1) TPAUUATIOHOUG
oTa paTtia.
1. Mpw amnd kABe xprion, APAPECTE TO TIPOOTATEUTIKO
e ~ K&Auppa amd Ty Aken Tou GLaNIGIOL e IEPITTPOPIKT
Kivnon.
2.Mpooo gn' Mptv amé v mpwTn Xprion Kat v To
@LOAISI0 OeV €xEl XPNOIUOTIONOEL YA KATIOLO XPOVIKO
didotnua:
STPEPTE TO PIONISIO HE TO AKPO TIPOG TA KATW Kall MECTE
EMAVENNUHEVA TOV UNXAVIOHO TNG AVTAIOG PéKPL Va
ameAeuBepwOel pia otayova.
3. Kpatote 10 QLoAibIo 6mwg umodekvUETaL:
TomoBEeTAOTE ToV AVTIXEIPA 0aG OTO EPYOVOLIKO OTrpIyHa
QVTIXELPQ KOl KAEIOTE TO KATW gspoc pe Ta SAXTUAG oo,
 —— Mpémnel va TomoBeTroete SU0 SAXTUAA OTO KATW PEPOG
— Tou @LoNSiou.
p— 4. TpYPTe To PLONSIO pE TNV dKPN TIPOG TA KATW.
| — leipeTe ENAPPWG TO KEPAN Gag P0G Ta Tiow. TpaPr&te
— AmoAA TIPOG TA KATW TO KATW BAEPAPO pE Eva SAYXTUNO
jr— Tou eNeUBEPOU XEPIOU GG KAl KPATHOTE TO PIONISIO OE
K&Betn B€on mAvw amod To PdT 0ag, OTwg amnekoviCetat.
Méote amald Tov pnxaviopod avTAiog Tautdxpova, yia va
EPAPHOVETE 1A OTAYOVO OTO HATL
3TN ouvé &(EIC( KAEIOTE TO PATI 00G KA TIEPIOTPEYTE TO WOTE
va amwBEei n otaydva o OAOKANEN TNV EMPAVEIQ TOU
\3 ) \4 ) pauob oag.
APEOWG PETA TN XPrON, amoTvAETe TUXOV UToAeiupata
SIAAUHATOC KAl EMAVATOTTOBETIOTE TO KATIAKL OTO OTEYVO TIAEOV OKPOOTOMIO TOU QlaNiiou.
N6yw Tou oxeSlacpou Tou PIaNSiou, 0To PLONSIO TTAPAPEVEL LIKPH TTOCOTNTA SIOAUMOTOG. QOTO00, O AVAPEPOUEVOS
OyKog MApwong Mmopei va agaipebei mAnpwg amod to glalidio.
Méte Sev mpénel va xpnotpomnoteite 1o Artelac’ Complete Drops;
Mnv xpnotporoleite autd To TPOoIdV €4V EXETE UTIEPELAICONGIA OE KATIOLO OO TOl GUCTATIKA TOU.
TNHAVTIKEG TTANPOPOPIES OXETIKA UE TN Xprion Tou Artelac Complete Drops: r—
+  Tomikég avTiSPAoEIC UTIEPEVAITONTIAG £XOUV AvaePBel  +  APAIPEDTTE TOUG PAKOUG EMAPNG TPV Ao T XPron. —
n9A0 onavia. H eepangia Ba TipéTiEL va 6’lGK(')TITSl"Cll o€ « TePIUEVETE TTEPITIOU 15 AETTTA TIPIV XPNOIOTIOOETE r—
TETOIEC TIEQUTTRIOEIC. Edv aioBavBeite emipiovn Evox_?\’r]on KAMO10 GANO TTPOIGV YIa Tal ATIAL ) TIPWV —
1) peBIOYO, OTOLATNOTE VA XONOYIOTIOLEITE TO TIPOIOV EMAVATOTTOOETHOETE TOUG PAKOUG ETTAPNG.
53; &té;g%céuhsursas TOV YI0TPO 0OG I TOV EMayyeAuatia ATIOPEITE TO PIANSIO 6 LAVEC LETA TO GVOLyLa.
+ AuTO TO TIPOIOV UTTOPEI VA TIPOKAAETEL TIPOOWPIVA r’:l/lq Hn xpr]clpono’lslral usro_l"lrnv r)pspopnwa hn§n§-
BoMr} 6pacn petd Ty evotdAaén, pe mbavr apvnTikn . n\)/\)((sanIMOHOlslrs TO TIPOIdV, EQV N CUOKELODIA 1} TO
EMITIWON 0TNV 081YNCN OXNHATWV i OTO XEIPIOHUS LB i (e Elongeal i i i
HNXQVAATWV. - To Artelac Complete Drops Bpioketal g €va Hmoukah
« Mnv ayyiCete TNV EMPAVEIA TWV HOTIWV PE TO pUYXOG REROS 1’1)\aogu§aKp'sgr] ey unoppuvgl “ Ka;anoeouv
TOU PIONISIOU YIa VOl ATTOTPEPETE TUXOV TPAUMATIOHO TNG gCto I”IK%G rrcul K:' Dlv D qc(pu{laq. )\r]ousvt.oc, ©
EMPAVELOG TWV HOTIWV i HOALVON TOU SIGAVHATOG. anc’?r?gl G%mp Ce L IOPSIRENE VAP COETARL RO
«  Mnv ayyiCete Tnv akpn Tou laldiou pe Ta SEXTUNG oag AT ‘o . Bl b &
yla va anotpépete omoladrmote mbavrj pdAuvon Tou 0 RSOl el LAy el er el Lo e
SlahvpiaToc, TIou §w elval sl§u<a smal§suusva. ’
= . MO\ avolxTei, unv polpaleoTe To PIaNSIo e Kavévav + Mepaonic B e O O
— ao. xpenotpomoindei amoé eykuoug, OnAalouoeg kat maidid.
_- +  H un mPOGEKTIKA XPron Tou PoidvTog Adyw pn - Ewvmo n)‘\]'& L (’JVTllJET(.UTll’(El EnpogBatuia, .
— TAPNONG TwV 08NV gival MOAVS va €xEl WG CUVETTEI guuBou e CUNCICORIYXCHICILICHCHIOEEE
va yYNOTPriOEL T TIPOIdV armo To xépL 0ag Kat va HIGVIRCOMICITCECRICE
—

TIPOKONEDEI TPAUHATIOUO OTO HATL.

Mwg va amobnkevoete 1o Artelac’ Complete Drops;
Duldooetal og Beppokpacia amod +1 éwg +25 °C.

Andppupn: To Tipoidv mpémel va amopplpOei CULPWVA e TOUG TOTTIKOUG KAVOVIOHOUG.

KaBe ooapd mepiotatikd mou oxeTieTal pe To ooy Tpér
apxn.

€1 VO OVOPEPETAL OTOV KATAOKEVAOTH KAl TNV appodia

To Artelac Complete Drops Siatifetal o€ cuokevaoieg 0PBOAUIKWY oTaydvwy Twv 10 ml.

To Artelac Complete Drops SiatiBetat €mmiong o€ MPAKTIKES

Ene€riynon cupolwv

AMTTOUAEG piag 6ong Xwpig ouvtnpnTikd (SDU).

ATIOOTEIPWONKE XPNOILOTOIWVTAG
TEXVIKEG AONTITIKAG EMEEEPYaoiag
Kat cuokevdaletal o€ éva eviaio
QATOOTEIPWHEVO CUCTAHA GPAYHOU

Gremda)

Mmopei va xpnotpomotnBei éwg Kat 6 Hrveg
UETA TO TIPWTO Avolyua

N

Mnv xpnotorolgite To poidy, v n

®

ouokeuaoia 1 To PLaAiSio £xouv umooTei BAABN

TupBouleuTeite TIG 0Snyieg xpriong

+25°C ‘Oplo Bepuokpaciag

i

Hpepopnvia Méng

Mpoooyr (oupBouleuTeite TIc 0dnyieg xprong
ONUAVTIKES IPOEISOTOINTIKES TANPOPOPIES)

ElLSR=

yia latpotexvoloyiko mpoiov

Kwdikog maptidag

-
H
= >

Hpepopnvia Kataokeurg

5

Kataokevaotrg

E

Dr. Gerhard Mann chem.-pharm. Fabrik GmbH
Brunsbiitteler Damm 165/173
13581 Berlin, leppavia

Movadiko avayvwploTIKO GUGKEURG

GTIN(01) avayvwploTIKO GUOKEURG

EXP(17) npepopnvia Méng (Hopen: eeppnn)
LOT(10) aptBudg maptidag

A€10AdynoN cUpHOPEWONG pe Tov Eupwmaikd
Kavoviopo latpoteyvohoyikwv Mpoidvtwy

c E 0483

Trjpa CE pe apiBud Kowomoinpévou opyaviopol
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Please read these instructions for use carefully — they contain important information on how to use this product. If
you have any questions, please ask your healthcare professional-your pharmacist, your doctor or contact us.

BAUSCH #LOMB

UArtelac Complete Drops

Composition: 0.24% sodium hyaluronate, carbomer, glycerol, lipid component, sodium hydroxide and
water for injection
Intended use: eye lubricant

What is Artelac Complete Drops?

Artelac Complete Drops is an opaque eye drop solution which contains 0.24% hyaluronic acid (as sodium
hyaluronate), carbomer, glycerol, a lipid component, sodium hydroxide and water for injection.

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

The eye drops are presented in a preservative free multi-dose system (PFMD), which is easier to use and safe. Once
opened, it can be used for 6 months.

Indication for use:

Artelac Complete Drops is an eye lubricant that supports all three layers of the tear film to improve the moistening
of the ocular surface in the presence of dry eye sensation.

When you should use Artelac Complete Drops?

Artelac Complete Drops is designed to remain on the surface of the eye providing intensive moisturization for

immediate, long-lasting symptom relief. It is a suitable product for those suffering from a range of symptoms of dry

eyes, such as tired, stressed, gritty, burning and/or tearing eyes.

Dry eyes are caused (or exacerbated) by

- external factors, like extensive computer use, air conditioning, heating, cigarette smoke, as well as windy
outdoor environments and/or wearing contact lenses.

- other factors, like certain drugs (such as the contraceptive pill, antihistamines, betablockers,
gntispasmodics and diuretics) or certain diseases which may play a role in the development of ocular

ryness.

How often and how long should you use Artelac Complete Drops?
Instill one drop of Artelac Complete Drops into the eye as the need arises. You can use it every day and as often as you
want. There is no limit in the duration of use.

How to use Artelac Complete Drops?

The patented pump mechanism of Artelac Complete Drops allows the drop solution to be preservative free.
General note: Wash your hands before each use. Avoid contact of the tip of the bottle with your fingers or your eyes
~N to prevent any possible contamination of the solution or
eye injuries.

1. Before each use, remove the translucent white
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
repeatedly the pump mechanism 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 your fingers. Two
fingers should be placed on the bottom of the bottle.
4. Point the bottle with the tip downwards. Lean back
slightly your head. Gently pull your lower eyelid down
with a finger of your free hand, hold the bottle in a
vertical position over your eyes as shown. Press gently
the pump mechanism together to apply one drop into
the eye.

Close your eye afterwards and blink to optimally spread the drop on the surface of your eye.
Immediately after use, shake-off any possible residual drops 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 removed from the bottle.

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

Important information about using Artelac Complete Drops:

« Local hypersensitivity reactions have been very - Remove contact lenses before usage.
rarely reported. Treatment should be discontinued . \Wait approximately 15 minutes before using another
in such cases. If you experience persistent eye product or before replacing contact lenses.

discomfort or irritation, stop using the productand . pjscard the medical device after 6 months once
consult your doctor or healthcare professional. opened.

« This product may cause temporary blurred vision | pg not use after the use-by date.

after instillation which can have negative impact Do not use if the package o bottle is damaged.

on driving vehicles or operating machinery. Artelac C lete D ] Il olasti
« Do not touch the eye surface with the tip of the ~ ° rtelac Complete Drops contains small plastic

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.

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

parts that could be swallowed by small children.
Danger of suffocation. Therefore, Artelac
Complete Drops should be kept out of reach of
children.

« 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.

- If your child is experiencing dry eyes, consult a
doctor before using an eye lubricant.

How to store Artelac Complete Drops?

Store at a temperature between +1 to +25°C.

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

Every serious incident that has occurred in relation to the product should be reported to the manufacturer and the
competent authority.

Presentation:

Artelac Complete Drops is available in packs of 10 ml eye drops.

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

Explanation of symbols

Sterilized using aseptic processing
techniques and packaged in a single
sterile barrier system.

Can be used for 6 months after first opening

Gremdla)

®

+25°C

A

Do not use if package or bottle is damaged Consult instructions for use

Temperature limit Use-by date

+1°

S

Caution (consult instructions for use for important Medical Device

cautionary information)

Eea) & | EN

Batch code Date of manufacture

,_
o
=1

B

Manufacturer Unique Device Identification
Dr. Gerhard Mann chem.-pharm. Fabrik GmbH
Brunsbiitteler Damm 165/173

13581 Berlin, Germany

GTIN(01) device identification
EXP(17) use-by-date (format: yymmdd)
LOT(10) lot number

0
c € 0483

European Medical Device Conformity Assessment

CE mark with notified body number

Artelac Complete Drops, “I999EU-06"; national revision date (2023-05)
®/™ are trademarks of Bausch & Lomb Incorporated or its affiliates
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