@UANo 00ny1v Xpriong
HYLOPAN® Lipo

HYLOPAN® Lipo
0pBahyikég araydveg pe Yahoupovikd Ndpio -
Ae€Enavbevoin - Ainidia

NEPIFPA®H
To HYLOPAN® Lipo €ival idiaitepa KatGAAnAo
VIO EVIOTIKA oupnTwpanki Bepaneia Twv noAd
Enpadv Kai eniong, Twv xpoviwg Enpav, peBi-
opévwv opBalywv. DpoviiCel kai evudativel
mv opBaAyIKn enipAvela Kal avakoupilel and
Ta OUPMTGVATA TV ENP@Y 0pBaAU@Y (GUVOpOp0
sicca, 6nwe epeBiopéva, KOKKIVA, KVNO@AN,
Uypa i/kal NOAU uaioBnta pdna 11 opBaAuIkn
emipdveia) oxnparifoviag éva IEWO0ENOTIKG
Kai BIauyEG NpooTareuTIKG @I\ oTov €vaioBn-
0 KepaToeldN XwpiG va GANOIOVETaI N OMMIKA
anddoon. Autd enmuyXaveral PEow G UPnArg
IKavomniag déopeuang vepou and 1o UaAoupo-
VIKG VTpIO Nou NepIéxeral, 1o GAag varpiou Tou
UaAoupoviKoU 0&€oc, To onoio Eniong Bpiokeral
€K TG PUOEWG 0To UOAOEIBES awpa Tou 0pBal-
joU, pera€l GMwv. EninAéov, 1o HYLOPAN®
Lipo nepiéxel npopmapivn BS (AegnavBevoin),
n oroia €xel T duvardna va deopetel uynAi no-
admna vepouU, va evudaTvel Kal va ppovTiel Tov
0gpBaAu6 and m pia pepid kai and v GMn Pepid,
Unoompigl 1o UGAOUPOVIKO VATPIO va ouyKpaTel
MV uypaoia. EnnpooBéiwg, 1o HYLOPAN® Lipo
nepiéxel eniong Brrapivn A, Brapivn E, puopo-
Nnidia, kapBopepég kar yAukepivn. O1 avrioger-
Swnkég Brrapivn A kai Brapivn E anorpénouv
TOV OXNPaTop6 EAEUBEPWV PIZOV KI €Tal Gpouv
()G MPOCTATEUTIKO OUMMAOKO TWV KUTApWV TG
eMQavelag Twv ogBaAuwv. Ta ewopoNnidia,
nou AapBdvovrai ané puoiko €Aaio abyiag, uno-
oTnpiZouv T avay£vvnen g GUOIKAG NimidIkig
onadag Tou GakpuikoU uypoU. To KapPOUEPES
Kal n YAukepivn odnyoUv oe uyndrepo IEDOEG
TV 0pBaAUIK@V arayovav Ki €rol eEaopanilouv
peyahUrepo xpévo diamipnong Twv arayévwv
omv opBauIKi em@aveia. Aut n €1dIkn oUv-
Beon 0BaNUIKAV oTaYOVWY LE T NPoavage-
pépeva ouotankd npootateUel Kal EVUBATAVE!
mv opBauIkA emdvela, Pe anoréeopa v
aioBnm kai pakpdg diapkeiag avakoUgion and
0 QUUMTOUATA TV ENPAV Kal Xpoviwg Enpav
0pBaAua@v. To HYLOPAN® Lipo Bon8d anore-
\eopanikd amv avakoUion and eVOXANOEIS Mou
OXeTidovTal pe:
® unxaviki  Karanévnon, n.x. and m xphon
OKANP@Y N paNaKAV GaKQV enagnig, i kard
 JIGPKEID OPBAAUIKAV SiayVwoTKwv diadl-
KaoIov
* nepiBaMovTIKA Karanévnan, n.x. Ayw KA-
JamopioU, avéyou, Waxoug, Enpdttag N agpa
LoAuapévou, ané Tov Kanve Tou Tolyapou yia
napdderyua
 karanovnpéva pdma, n.x. Aoyw epyaciag orov
unoloylom, O€ HIKPOOKOMIa Kal Kard T didp-
Kela / 1 perd ané noAUwpn odrynon
* qioBnon KOKKwV ApoU
* XproN OPICHEVIV QOPUAKWY
* Ligiwon napaywync dakplwv Adyw nhikiag
* aMepyloyova Onwg n yupn, ol TPIXEQ Twv
{@wv, n okGvN KAN.
To xwpig ouvmpnnkd HYLOPAN® Lipo eival
eniong KaAd avekTé Kard T Jakpoxpdvia xprion.
To HYLOPAN® Lipo civai kardMnho yia xpri-
OTEG PaKWV ENaEng. O1 pakoi nagng Oev Xper-
GleTal va agpaipolvial Katg v pappoyn Twv
OPBAAUIKGOV OTayOVWV.
EOAPMOrH
Anokdyre €vav nepiékn piag d6ong. BeBaiwBei-
T€ 0T 0 KGBE NEPIEKTNG piag BN eivar ABIKTOG
(1). Na va avoiéere Tov nepiékn piag doong,

oTpiyte 1o €ninedo Gkpo (unv To TpaBdre) (2).
Tipere 1o kepAN oag Aiyo npog 1a niow, Konagre
npog 10 Ndvew, TPaBnére anald 1o karw PAépapo
UakpiG and 1o pan kai evoraAGére 1-2 orayoveg
010V OGKO TOU EMINEQUKTA Tou 0pBalpoy 3-5
@opég v npépa (3). KAeiote Ta pdma oag apya
IO va ENMPEYETE TV ouméuopmn Karavopn 1ou
uvpou amv oq)eu)\ulxn smmavsm
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Edv n evoxhnon enidevwBei i dev BeNTwBEi,
oupBouAeuTeite Tov/ v opBahyiaTpd oag!

MOPOH
Neukd yoAakT@OES, o1eipo 0PBOAUIKO yOAG-
KIwpa.

LYNOEZH

Yahoupovik varpio, deEnavBevoAn, pwogoNini-
dia, éMaio adyiag, Brapivn E, Brapivn A, eAdikd
0EU, yYAukepivn, KAPBOUEPES, KITPIKG OEU, evéat-
1o Udwp.

METEBH LYIKEYAZIAZ

Epnopikég povadeg: Mepiéxteg piag d6ong
1x0.4ml/2x0.4ml/5x0.4ml/20x0.4 ml
/30x0.4ml/50x0.4ml.

Evdéxeral va unv Kukho@opoUv 6AEG 01 CUOKEU-
aoieg.

NPO®YNAZEIZ KAI POEIAOMOIHZEIX

* Mn xpnolyonolite 1o Npoi6v 4v o nepié-
KIng piag d6ong / ahoupivévia oUOKeUa-
oia (pakeAiokog) eival KaTeaTPaPEVOG.

o Mnv ayyiceTe 10 pdr e Tov NEPIEKTN Piag
d6ang.

* Mn XpnaolPonoIEiTe 10 Npoidv eav eiote al-
AEPYIKOi 0€ KGNOIO anG Ta oUGTATIKA.

* Y& noAU ondvieg NEPINTOCEIS, N Epappoyn
TwV 0pBAAUIKOV TaYOVWY Pnopei va npo-
Kahéoel epeBiopd o€ oAU evaiobnToug
0pBalpoug 1 ota BAépapa. O1 napakdrw
oiatapaxég evOEXETal va oupBolv: epu-
Bpdrnta, névog, aioBnua kavoou, T00U-
Eipo, Kvnopog, npngipo, aioBnpa EEvou
owparog.

* Mn xpnalyonolgiral 10 Npoiov o€ JoAUouE-
VOUG 1 TpauaTiopévoug 0pBaipoug.

« Tia pia xprian pévo. Eneidn 1o HYLOPAN®
Lipo dev nepiéxer auvinpnrikd, kabe S1dAu-
a nou Gev XpNaIKONOIETal aPETWG HETATO
Gvolypa, npénel va anoppinteral.

* EQv xpnaiponoigite eniong GAAeC opBal-
HIKEG oTay6veg / o@Balpikh ahoign, ne-
pipévere nepinou 15 Aentd. To HYLOPAN®
Lipo npénel va xpnaoigonoigitar navia
TeNeutaio.

* Mnopei va eueavioTei npoowpive Bapnw-
ua yia oUvTopo xpoviké didotnya perd tnv
epappoyn. AnoguyeTe v odAynan, 10 Xel-
PIOO PNXAVNUATWY Kal NEPIPEVETE PEXPI
va anokaraoTaBei n kavovikn 6paon.

* Mn xpnoiponoleite T 0pBaMUIKES aTayo-
VEG VIO NEPICOOTEPO ANO 3 PAVEG PETA TO
@volypaTou pakeAiokou yia np@rn gopd.

* Mn xpnaiponolgite T 0pBaAUIKEG oTayo-
VEG HETG TNV npepopnvia ARENg v onoia
unopeite va Bpeire oe kABe nepIEKT piag
00ong, oe KGBe aloupvévia cuokeuaaia
(pakeAioko) kal o€ KGBE KouTi GUOKEUQ-
oiag.

 To HYLOPAN® Lipo Bpiokeral o€ pikpoUg
nAQOTIKOUG NEPIEKTES TOUG 0MOioUG PNopei
va karaniouv pikpd naidid. Luvenag, Kpa-
TAOTE T0 NPOIOV Pakpid and naidid.

Y€ nePiNTwon nou oupBei copapad nepiota-
TIKG KaTA TN Xpron autol Tou 1aTPOTEXVO-
AoyikoU npoidviog, i wg anotéAeapa g
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XPAONC TOU, NAPAKAAW VO TO AVAQEPETE
0TOV NOPAOKEUAOTA Kal 0T appodieg
apxé.
ANOBHKEYZIH
Ouhdooere otoug 2° C £wg 25° C. Mnv karayu-
xete. Mpoorarelote T0Ug NEPIEKTES piag 66ang
ané 1o ewg PUAGoooVIAC Toug Péoa omv ahou-
JIVEVIa 0UGKEUaOia (PaKENIOKOG) Eaa aTo KouTi
OUOKeuaoiag.

EMEZHIHZH EIKONIAION

LOT| ApiBudg napridag
E Hupepopnvia Anéng
@ Hpepopnvia napaywyng

AnooTelpwBnKe pe xpron Gon-
NTWV TEXVIKGOV EneEepyaaiag
Movo gUaTnpa oteipou

OPaypoU PE NPOOTATEUTIKA
0UOKEUaOia aTo EEWTEPIKG

TupBoueureite Tig 0dnyieg
xpiong

‘Opio Beppokpaciag Kkai Beppo-
Kpaoia anoBikeuong

OuAdEre 1o npoidv pakpid and 1o
nAigké QWG, MPOOTATEUCTE TOV
nepIEKTN piag d6ong/pakehioko
ané 10 pwg pUAGooovTAag Tov oTnv
aPXIKNA OUOKEUaaia
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Ma pia xprion pévo

Mn xpnoigonoleite TIg opBaAyI-
KEC OTAYOVEG YIO NEPIOOOTEPO
and 3 priveg perd 1o Gvorypa g
aloupivéviag ouokeuaciag (pa-
keMioKoG) yia np@rn popd

Mn xpnaiponolgite 10 NPoidv v
N oUoKeuaoia €xel unoatei Znpid
(nepiékIng  piag  600NG/paKe-
Niokog) Kkal oupBoUAeuTEiTE TIG
0dnyieg xpriang
larpotexvoAoyiko npoidv

Movadikd avayvwploTiKe
TEXVOAOYIKOU Npoi6vTog

Napackeuaotig
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Alavopéag
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TApavon ce = oUPBOAC TG EAEU-
Bepng EjINOPEUOIPGTNTAG OTNV

0483  EE pe évdeign tou epnAekdpevou
KOIVOMoINPEVOU 0pyaviopoU
M NapaoKeuaoTic:
Penta Arzneimittel GmbH
WerksstraBe 3

92551 Stulln, leppavia

Aiavopéag yia Tnv EAAGda kai
Tnv Konpo:

Zwitter Pharmaceuticals E.I.E.
Newo. MeviéAng 34-36

152 34 XaAdvopi, ENNGDa

T: 4302106821098

E: zwitter@zwitter.gr

W: www.zwitter.gr

Ap. [E.MH: 004014401000
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Instructions for use
HYLOPAN® Lipo

DESCRIPTION

HYLOPAN® Lipo is especially suitable for
the intensive symptomatic treatment of
very dry and also chronically dry, irritated
eyes. It cares for and moisturises the ocular
surface and alleviates the symptoms of dry
eyes (sicca syndrome, such as irritated,
red, itchy, watery and/or very sensitive
eyes or ocular surface) by forming a
viscoelastic and clear protective film on
the sensitive cornea without impairing
visual performance. This is achieved by the
high water-binding capacity of the sodium
hyaluronate contained, the sodium salt of
hyaluronic acid, which also occurs naturally
in the vitreous body of the eye, among
other things. In addition, HYLOPAN® Lipo
contains provitamin B5 (Dexpanthenal),
which has the ability to bind a high quantity
of water, moisturizes and cares the eye,
on the one hand, and on the other hand,
supports the sodium hyaluronate to hold
moisture.  Furthermore, ~ HYLOPAN®
Lipo also contains vitamin A, vitamin E,
phospholipids, carbomer and glycerine.
The antioxidants vitamin A and vitamin E
prevent the formation of free radicals and
thus actas a protective complex for the cells
on the surface of the eye.

Phospholipids, obtained from natural soya
oil, support the regeneration of the natural
lipid layer of the tear fluid. Carbomer and
glycerine lead to a higher viscosity of the
eye drops and thus ensure a longer retention
time of the drops on the eye surface. This
special eye drops composition with the
above-mentioned ingredients protects and
moisturises the surface of the eye, thereby
noticeably and long-lastingly alleviating the
symptoms of dry and chronically dry eyes.

HYLOPAN® Lipo effectively help with

discomforts associated with:

* mechanical stress, e.g. during wearing
of hard or soft contact lenses, or during
ophthalmic diagnostic procedures

 environmental stress, e.g. induced by air
conditioning, wind, coldness, dryness
or air polluted by cigarette smoke for
example

e strained eyes, e.g. work on the computer,
microscopes and during/after long car
journeys

 sand grain feeling

« use of certain medicines

« decreasing tear production with age

e allergens such as pollen, animal hair,
dust, etc.

Preservative-free  HYLOPAN® Lipo is
also well-tolerated during long-term use.
HYLOPAN® Lipo is suitable for contact
lenses wearers. The contact lenses do not
have to be removed during the application
of the eye drops.

APPLICATION

Detach one single dose container. Make
sure that each single dose container
is intact (1). To open the single dose
container, twist off the flat end (do not

pull) (2). Tilt your head back a little, look
upwards and gently pull the lower eyelid
away from the eye and instill 1-2 drops in
the conjunctival sac of the eye 3-5 times
daily (3). Close your eyes slowly to allow
an even distribution of the liquid on the eye
surface.
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If the discomfort gets worse or does

not improve, please consult your
ophthalmologist!

FORMULATION

Milky white, sterile eye drop-emulsion.
COMPOSITION

Sodium  hyaluronate,  dexpanthenol,

phospholipid, soy oil, vitamin E, vitamin A,
oleic acid, glycerol, carbomer, citric acid,
water for injections.

PACKAGE SIZES

Commercial units: Single dose containers
1x0.4ml/2x0.4ml/5x0.4ml/20x0.4ml/
30x0.4ml/50x0.4ml

Not all pack sizes may be marketed.

PRECAUTIONS AND WARNINGS

* Do not use the product if single dose
container/foil packaging (pouch) is
damaged.

* Do not touch the eye with the single dose
container.

» Do not use if you are allergic to any of the
ingredients.

* In very rare cases, the use of the eye
drops may cause irritation in very
sensitive eyes or eye lids. The following
disorders may occur: redness, pain,
burning, stinging, itching, swelling,
foreign body sensation.

* Do not use in infected or injured eyes.

e For single use only; as HYLOPAN®
Lipo does not contain preservatives,
any solution not used immediately after
opening, should be discarded.

o If you also use other eye drops / eye
ointment, wait about 15 minutes.
HYLOPAN® Lipo should always be used
last.

* Temporary blurring for a brief period may
be experienced after application; avoid
driving, operating machinery and wait
until normal vision is restored.

* Do not use the eye drops for longer than
3 months after opening the pouch for the
first time.

* Do not use the eye drops beyond the
expiry date which you can find on each
single dose container, on each foil
packaging (pouch) and on each folding
box.

« HYLOPAN® Lipo is filled into small
plastic containers which could be
swallowed by small children. Therefore,
please keep the product out of the reach
of children.

* In case a serious incident has occurred
during the use of this medical device or
as a result of its use, please report it to
the manufacturer and the competent
authority.

STORAGE

Store at 2° C to 25° C. Do not freeze.
Protect from light by storing the single dose
containers in the foil packaging (pouches)
in the folding box.

EXPLANATION OF THE ICONS
Batch code

Expiry date

Date of manufacture

Sterilized using aseptic process-
ing techniques

... Single sterile barrier system
with protective packaging
outside

Consult instructions for use

Temperature limit and storage
temperature

Keep away from sunlight, store
the (single dose container/
pouch) protected from light in
the original folding box
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For one single use only

Do not use the eye drops for lon-
ger than 3 months after opening
the foil packaging (pouch) for the
first time

Do not use if package is dam-
aged (single dose container/
pouch) and consult instructions
for use

Medical device
Unique device identifier

Manufacturer

RLEE ® MM ®

Distributor

£R
=

CE marking = symbol of free
marketability in the EU with
indication of the involved
Notified Body
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Manufacturer:

Penta Arzneimittel GmbH
WerksstraBe 3

92551 Stulln, Teppavia

E

Distributor for Greece and
Cyprus:

Zwitter Pharmaceuticals Ltd.
34-36 Pentelis Ave.

152 34 Chalandri, Athens
GREECE

T:+30210 6821098

E: zwitter@zwitter.gr

W: www.zwitter.gr
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