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MapakaAeioe va diaBaoeTe TPOOEKTIKG QUTEG TIG 00NYiEG — TEPIEXOUV GNUAVTIKEG TTANPOPOPIES YIai TN XPHON TOU TTPOIGVTOG.
Edv ExeTe 0mmoIEGBATIOTE EPWTATEIS, PWTATTE TOV YAPHAKOTIOIG 0OG, TOV YIATPG 0OG, TOV ETTaYYeApaTia Uyeiag Twy pamiwv oag f
ETMKOIVWVAOTE padi pag.

BAUSCH+LOMB

Recugel®

ZovBeon: 1. g opBahuikig yéAng epiéxel 50 mg degmavBevoAng (papuakeuTikr ouaia) kaBwg kai kapPopépn, EGETIKG divarpio,
udpoeidio Tou vaTpiou, UBWP YIa EVETIUA KaI KETPIPIBN WG GUVTNPENTIKO.

NpoBAemopevn xpron: MaxUpeuato SidAupa pe de&mavBevoAn yia tn BeAtiwan Tg Gypavang Tng mM@Aveiag Twv 0pBaAuwy
Kal TNV TPOGTACIA TWV UYIWV OQBaAUWY.

Eqappoyn Tou RECUGEL

To RECUGEL gpeokdpel kai avakougilel Toug opBaAuoUs. BeATiwver Tnv Gypavan Tg oBaAuikig m@dvelag av udpyel
aioBnan {npogBapiag, kauoou fj kOTwaNG Twv 0@BaAywy, Tou TpoKaAeiTal, yio Tapadelypa, 6Tav mapakoAouBeite TNAEGpaon
1} 61av epyddeate o€ uTrohoyiaTh yia TOANEG wpeg A Adyw Twv cuaTnpdTwy Béppavang fi kAipatiopou.

To RECUGEL mepiéxer Tnv ouaia deSmavBevoAn yia v mpooTtaoia Twv uyiwv o@Baluwv. H de§mavBevohn amotehei v
mpoBiTayivn Tg Piragivng BS.

Néoo ouyva kai yio woco didoTnpa emrpémeral n Xpron rou RECUGEL;

Evatahdgre 1-2 otaydveg opBauikAg yéAng RECUGEL aTo pari. Mmopei va xpnoipotoindei éwg kai 4 gopég Tv nuépa.
Aagalnig kai opBn xprion Tou RECUGEL:
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1. AQaipéaTe TO TTPOGTATEUTIKO KATTAKI 1O TNV dKpn Tou cwAnvdpiou Tpiv amd Tnv kabe xprion.

2. Teipete eha@pwg T0 KEQAAI oag TPOG Ta Tiow Kal TpapAgTe amahd o kdTw BAEPapd oag pe To dayTuAo Tou eAeUBEPOU XepIoU
006 Kal kpathaTe T0 owANVApIo kaBeTa TAvw aTd TO PATI 0ag Pe TO PUyXOG var DeiX Vel TTPOG Ta KATW. XTN GUVEXEID, TTIETTE
amaAG 10 GwANVApIO yia va EQAPUOCETE pia oTayova YEANG.
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3. EmavatomoBeteioTe 10 Kamaki 010 owAnvapio peTd amd kabe xprion.

KAeioTe 10 pdmi oag kar perakivijate Tov BoABS Tou patiol oag apyd ammd T pia TAeupd otV GAAN yia va e§aopakioeTe Tn

BEATIOTN EQappoyn TNG YEANG OTNV ETMQAVEIT TOU PaTIoU 0ag.

Note dev mpémer va Xpnoipomoleital to RECUGEL

Mnv xpnoipoToieiTe To TPOIGV av ExeTe UTIEPEUAIOBNTiC OE OTTOI0BATIOTE CUGTATIKG TOU.

Na pnv xpnoipotroleital Tautoxpova pe BepaTeia TG veupoTpoIikig keparitidag pe Oxervate.

Inpavrikég mAnpogopieg yia Tn xprion Tou RECUGEL

+ oAU omdvia €xouv avagepBei TomikéG avridpdoelg uTrepeuaiabnaiag. H Bepameia Tpémer va dlakdTTeTal o€ TETOIEG
TepIMTWOoEIG. Edv eppavioeTe emiyovn duogopia r epeBiouo, OTAPATATTE VO XPNOIMOTIOIEITE TO TPOIOV Kal GUPBOUAEUTEITE
TOV Y1076 00G.

+ Autd 10 TpoidV pTTOpEi va TpoKaAETEl TTPOCWPIVG HETG TNV evaTaAagn, BoAR dpaan n omoia PTTopE va EXEl apvnTIKEG
€MTTWOEIG 0TV 031 ynan oxnuaTwy fj aTN AEIToupyia pnyavav.

*+ Mnv akoupmare v em@aveia Tou patiod pe To pUyxXog Tou cwAnvdpiou yia va amoUyeTe mHAVO TpaUNaATIONS TG
ETIPAVEING TOU PaTIoU.

+ Amo@Uyete TV ETaQr Tou pUYXOUG Tou cwAnvdpiou pe Ta pdTia A Ta daxTUAG oag yia va amo@UyeTe TUXOV emiudAuvan g
yEANG.

+ Metd v TpWTN XPAON, NV HOIPACTEITE TO TIPOIGV e kavévav dAAo.

+ AgaipéaTe Toug pakoUg eTaghg TpIv aTd T Xprian Tou TPoIGVTOG.

+ Tepipévere mepimou 15 AeTTd TPIV XpNOIUOTIOIRGETE KATIOI0 GAAC TIPOIGV YIa Ta pdTIa ) ETAVATOTTOBETATETE TOUG Pakolg
£TMaQRg 0ag.

+ Mnv xpnoiporroleire peré v nuepopunvia Ajgng.

*+ Mnv xpnoipoToleite edv 1o cwAnvapio €xel uTroaTel BopA.

+ ToRECUGEL mepiéxel pikpd mAaoTikG pépn mou pmopei va karamoBolv amd pikpd maidid. Kivduvog aogugiag. Emopévwg,
10 RECUGEL Tpémel va uAdooeTal pakpid ammd maidid.

+ AutA n ouokeur] propei va xpnaipotoinBei amé un eidikoUg avBpwmoug Tou Oev eivar E1BIKG EKTTAIBEUUEVOI.

+ XupPouAeureite Tov yiaTpd TPIV aTd TN Xpron o€ Taudid, yKUOUg Kal BnAGlousES pnTEPES.

Mg va guhdooeral To RECUGEL;

Na guhdooetal o€ Beppokpaaia peragu +1 °C kar +25 °C.

AmoppiyTe T0 1aTpIKOTEXVOAOYIKG TIPOi6V 6 priveg petd To dvorypd Tou.

Amoppiyn:

To mpoi6v TpETel va ammoppiTITETal CUIQWVA PE TOUG TOTTIKOUG KAVOVIGHOUG.

K&Be cofapd mepiaTaTtikd mou GUVERN O€ OXEDN WE TO TIPOIGY TTPETTEI VA AVAPEPETAI GTOV KATAGKEUAOTH Kal TV apu6dia apyr.

H ouvorTiki ékBean yia v ac@dAeia kai Tnv KAIviKR emmidoon eival diaBéaiueg anv eupwaiki Baon dedopévwy yia
1aTpoTexvoloyikd mpoidva (EUDAMED): https://ec.europa.eu/tools/eudamed.
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Baoiké UDI: 4030571B030074
LuoKevaoia:
To RECUGEL diariberai o€ ouakevaaia owAnvapiou o@BaApikrg yéAng 10 g.

Eme¢nynon ouppoiwv

/H/+25 ¢ Opla Beppokpaaiag
+1°C

0

ATOOTEIPWONKE XPNOILOTIOIVTAG TEXVIKEG
aonTTIKAG EMEGEPYaaiag kal ouoKeudleTal oe
£V evIaio aToOTEIpWUEVO OUOTNHA Ppayuol

Mnv xpnoIoToIRCETE T0 TTPOIGV av N
OUOKEUQOIa EXEI KATAOTPAQEL.

Mpoooxn (cupBoukeuTeire TIg 0dnyieg
XPAONG yia GNPAVTIKEG TIPOEIBOTIOINTIKES
TANPoQopieg)

=
—

Kudikog mapTidac Huepopnvia Afgng
Metdgre T0 10TPIKOTEXVOAOYIKG TTPOIGV 6 priveg o
UETE T0 YOIy Tou. latpotexvoAoyIKG TTpoi6V
Mepiéxer pia @appakeuTiki ouaia

(epiéxer eEmavBevohn) YupBouAeuTEiTE TIG 0BNYiES XProNg

KataokevaoTrg

Dr. Gerhard Mann chem.-pharm. Fabrik GmbH
Brunsbiitteler Damm 165/173

13581 Berlin, Germany

Eupwraikr agioAdynan ouppéppuang
10TPOTEXVONOYIKWV OUCKEUWV

ZAuavon CE pe apiBud kovotoinuévou
opyaviouol

E ¢\

Huepopnvia Tapaywyng

L mEwnk®

Movadikég kwdIkOg avayvipiong GUTKEURS
GTIN (01) kwdikdg avayvwpiang

EXP (17) nuepopnviar Ajgng (Hopen: eeppnn)
LOT (10) apiBpdg maptidag

c E 0483

Hpepopnvia ékdoang:

RECUGEL, “I300EU-04”; (2023-04)
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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 pharmacist, your doctor, eye care professional or contact us.

BAUSCH+LOMB

Recugel®

Composition: 1 g of eye gel contains 50 mg of dexpanthenol (medicinal substance) as well as carbomer, disodium
edetate, sodium hydroxide, water for injection and cetrimide as preservative agent.

Intended use: Viscous solution with Dexpanthenol to improve the lubrication of the ocular surface and to protect
the healthy eye.

Application of RECUGEL

RECUGEL has a refreshing and soothing effect on the eyes. It improves the moistening of the ocular surface in
the presence of dry eye sensation, burning or tiredness of the eyes, caused, for instance, by watching television
for a long time or extensive VDU work, air from heating systems or air-conditioning.

RECUGEL contains the substance dexpanthenol for protection of healthy eyes. Dexpanthenol is the provitamin of
Vitamin B5.

How often and how long should you use RECUGEL?

Instill 1-2 gel drops of RECUGEL into the eye. It can be used up to 4 times daily.

Safe and correct use of RECUGEL
! @ ‘

1 N 3.

1. Remove the protective cap from the tip of the tube before each use.

2. Lean your head back slightly and pull your lower eyelid down slightly with a finger of your free hand and hold the
tube vertically above your eye with the nozzle pointing downwards. Then gently squeeze the tube to apply one
gel drop.

3. Replace the cap on the tube after each use.
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Close your eye and move your eyeball slowly from one side to the other to optimally spread the gel drop on the

surface of your eye.

When you should not use RECUGEL?

Do not use this product if you are hypersensitive to any of the ingredients.

Do not use with concurrent therapy of neurotrophic keratitis with Oxervate.

Important information about using RECUGEL

+ Local hypersensitivity reactions have been very rarely reported. Treatment should be discontinued in such
cases. If you experience persistent discomfort or irritation, stop using the product and consult your doctor.

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

+ Do not touch the eye surface with the tip of the tube to prevent any possible injury of the eye surface.

+ Avoid contact of the tip of the tube with your eye or your fingers to prevent any possible contamination of

the gel.

Once opened, do not share the tube with anyone else.

Remove contact lenses before usage.

Wait approximately 15 minutes before using another eye product or before replacing contact lenses.

Do not use after the use-by date.

Do not use if the tube is damaged.

RECUGEL contains small plastic parts that could be swallowed by small children. Danger of suffocation.

Therefore, RECUGEL should be kept out of reach of children.

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

+ Prior to use in children, during pregnancy and while nursing, consult a doctor before use.

How to store RECUGEL

Store the medical device in a temperature range of +1 °C to +25 °C.

Discard the medical device after 6 weeks once opened.

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.

The summary report of safety and clinical performance is available in the European database on medical devices

(EUDAMED): https://ec.europa.eu/tools/eudamed

Basic UDI: 4030571B030074

Presentation:
RECUGEL is available in packs of 10 g tubes.

Explanation of Symbols

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

J/+25 ¢ Temperature limit
+1°C

Batch code

Do not use if package or tube is
damaged

important cautionary information)

=
o
—

Use-by date

C Caution (consult instructions for use for

Discard the medical device 6 weeks

after first opening Medical Device

EIE] Consult instructions for use
@ Date of manufacture

Unique Device Identification

GTIN (01) device identification

EXP (17) use-by-date (format: yymmdd)
LOT (10) lot number

&

Contains a medicinal substance
(contains dexpanthenol)

@) @\

Manufacturer

Dr. Gerhard Mann chem.-pharm.
Fabrik GmbH

Brunsbiitteler Damm 165/173
13581 Berlin, Germany

European Medical Device Conformity
Assessment

ol
c € 0483

Date of issue: RECUGEL, “I300EU-04"; national revision date (2023-04)

©/™ are trademarks of Bausch & Lomb Incorporated or its affiliates
© 2023 Bausch & Lomb Incorporated or its affiliates
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