TREHAPAN ®
‘Preservatlve and phosphate free sterile eye drops
Koruyucu ve fosfat icermeyen steril g6z damlasi
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INSTRUCTION FOR USE ‘
egenerative

What are TREHAPAN® eye drops? Thanks to the unique combination of three active substances:
Fodium hyaluronate, trehalose and D-panthenol, TREHAPAN® eye drops provide intense hydration of ‘

he eyes and supports the regeneration of the protective barrier on the surface of eye. TREHAPAN®
provides long-lasting comfort meaning they need to be used less frequently.

[ozlerde'yanma veya yorgunluk gibi belirtilerin eslik etfigi rahatsizlik durumlaninda kullanimalidir: 1
« 1sitmali veya klimali odalarda kuru hava, uzun siireli ekran kullanimi, uzun siire televizyon izleme

eya sigara dumani; - gz yiizeyinin mekanik tahrisi, ornegin kontakt lens kullanimi; + gozyast filminin
;algllanma ve goz yiizeyinde diizgiin dagilim siireclerine miidahale eden cerrahi prosediirler (lazer
olanlar dahil).

TREHAPAN® g6z damlasinin aktif bilesenleri nasil aligir?

Sodyum hiyaliironat: Goziin vitreus cismi de dahil olmak iizere insan viicudunda dogal olarak ‘
lusan bir polisakkarittir ve genellikle yiiksek oranda nemlendirici bir madde olarak bilinir. Hyaluronik
asidin mukoadhezif ozellikleri, preparatin goz yiizeyine daha iyi yapismasini saglayarak kornea
Epitelinin daha hizli iyilesmesine katkida bulunurken, viskoelastik ozellikleri sayesinde géz kirpma ‘
irasinda ok daha yava yikanan gozyas! filminin stabilitesini artinr.

« Trehaloz: Bitkiler, bcekler, mantarlar ve bakteriler gibi bircok canli organizmada dogal olarak
fulunan, glikoz birimlerinden olusan indirgen olmayan bir disakkarittir. Anhydrobiosis (neredeyse ‘

amamen dehidrasyon) ile ilgili stres altinda hayatta kalmanin Gnemli bir bileseni olarak
an|m|anm|§t|r Gilcli koruyucu gzellikleri nedeniyle trehaloz, digerlerinin yani sira kuru gz
bir sonucu olan gz yiizeyinin dehidrasyonu ile iliskili stresi onleyen bir madde olarak

What are TREHAPAN® eye drops used for? TREHAPAN® eye drops are indicated for moderate or
evere dry eye, providing intense hydration of the eyes and supporting the regeneration of the ‘
rotective barrier on the surface of eye. They accelerate the regeneration of the surface structures of the

eye after surgery.

hen should | use TREHAPAN® eye drops? TREHAPAN® drops should be used in conditions of ‘
iscomfort, accompanied by symptoms such as: eye dryness, burning or tired eyes, which may be
caused by: « dry air in heated or air-conditioned rooms, prolonged screen use, watching television for
long periods or cigarette smoke; - mechanical irritation of the eye surface, e.g. from wearing contact
lenses; « surgical procedures (including laser ones) that interfere with the processes of secretion and ‘
proper distribution of the tear film on the surface of the eye.
low do the active ingredients of TREHAPAN® eye drops work?

€Sodlum Iyaluronate: anaturally occurring polysaccharide in the human body, including the ‘
itreous bo !of the eye, is commonly known as a highly moisturising substance. The mucoadhesive

properties of hyaluronic acid ensure better adhesion of the preparation to the eye surface, which

fontributes to faster healing of the comeal epithelium, while thanks to the viscoelastic properties, it
ncreases the stability of the tear film, which is washed out much slower during blinking.

« Trehalose: is a non-reducing disaccharide composed of glucose units, naturally occurring in many
iving organisms such as plants, insects, fungi and bacteria. It has been identified as a key component of
urvival under stress related to anhydrobiosis (almost complete dehydration). Due to its strong ‘

protective properties, trehalose has been used in ophthalmological preparations as a substance

Freventing the stress associated with dehydration of the eye surface, which s a consequence of, among

thers, dry eye syndrome.

D-panthenol: is an alcohol analog of pantothenic acid, also called pantothenate or vitamin B5, which
is a water soluble vitamin. Due to its hygroscopic properties and the ability to retain moisture, the
topi(al application of D-panthenol may improve hydration, the effect of which is related to the ability to
egenerate the protective barrier.

Who are TREHAPAN® eye drops intended for? TREHAPAN® eye drops are intended for adults.

low often should TREHAPAN® eye drops be used? TREHAPAN® eye drops can be used daily,
{:I(Iuding with all types of contact lenses, as the drops do not contain any preservatives. It is
recommended to apply one drop into the conjunctival sac of the eye 3-4 times a day. You can apply
more often if needed.

low to use TREHAPAN® eye drops? TREHAPAN® eye drops are for external use only to be applied to ‘
he conjunctival sac of the eye.

When TREHAPAN® eye drops are contraindicated?
t Do not use in the case of hypersensitivity to any of its components. ‘

Do not use i you are allergic to the ingredients.

What do TREHAPAN® eye drops contain? Sodium hyaluronate 0.15% , trehalose 3%, D-panthenol
E'%, sodium chloride, highly purified water.
low to store TREHAPAN® eye drops?
« Keep out of sight and reach of children.
t Keep away from sources of heat. ‘
Storeina dry place at a temperature of 5°C to 35°C.
«Donot use the product after the expiration date printed on the package.
tThe shelf life of the product is 3 months after first opening the container. ‘

1 month treatment following the recommended dosing. Discard the bottle 3 months after first
opening.

Discard any unused solution. ‘

larings and precautions:

« The preparation is intended for external use only.

[ Do not use if package is damaged. ‘
l\fevel touch your eye or any other surface with the tip of the dropper, this may contaminate the

solution.

In the case of using other ophthalmic solutions should wait at least 15 minutes before the application
F)f TREHAPAN® eye drops. ‘
« The preparation should be administered last.

The reusable medical device should be used by one patient.

eporting medical incidents or adverse reactions: If you get any side effects, please tell your ‘
doctor, pharmacist or nurse.
ﬁackage: Bottle of 10ml in carton unit box.

ate of instruction preparation: June 2023 ‘

Fﬂ KULLANIM TALIMATI \
ejeneratif

TREHAPAN® gdz damlasi nedir? Sodyum hiyaliironat, trehaloz ve D-pantenol olmak iizere ii¢ aktif
twaddenin benzersiz kombinasyonu sayesinde TREHAPAN® g6z damlasi gdzlerin yogun bir sekilde
emlendirilmesini saglar ve goz yiizeyindeki koruyucu bariyerin yenilenmesini destekler. TREHAPAN®
uzun siireli konfor saglar, anlam bozuklugu diizeltilmelidir.

[{REHAPAN@ goz damlast ne igin kullamlir? TREHAPAN® goz damlasi orta veya siddetli goz ‘
urulugunda endikedir, gdzlerin yogun sekilde nemlendirilmesini saglar ve goz yiizeyindeki koruyucu
bariyerin yenilenmesini destekler. Ameliyat sonrasi gdziin yiizey yapilariin yenilenmesini hizlandirrlar.
TREHAPAN® gdz damlasini ne zaman kullanmaliyim? TREHAPAN® damla, goz kurulugu, |

t)ftalmolouk preparatlarda kullanilmigtir, ‘
D-pantenol: Pantotenik asidin alkol analogudur, pantotenat veya BS vitamini olarak da adlandirilir
ve suda ¢oziinen bir vitamindir. Higroskopik ozellikleri ve nemi tutma kabiliyeti nedeniyle,
-pantenoliin topikal uygulamast hidrasyonu iyilestirebilir, bunun etkisi koruyucu bariyeri yeniden
ﬁlu§turma kabiliyetiyle ilgilidir. ‘
TREHAPAN® gdz damlast kimler icindir? TREHAPAN® gbz damlasi yetiskinlere yoneliktir.
TREHAPAN® gdz damlasi ne siklikta kullamimalidir? TREHAPAN® g6z damlasi herhangi bir
koruyucu madde icermediginden, her tiir kontakt lensle birlikte giinliik olarak kullanilabilir. Giinde 3-4
ez goziin konjonktival kesesine bir damla uygulanmasi dnerilir. Gerekirse daha sik uygulayabilirsiniz.
TREHAPAN® ?61 damlasi nasil kullanilir? TREHAPAN® goz damlasi sadece gdziin konjonktival
!;esesine uygulanmak iizere harici kullanim igindir. ‘
REHAPAN® goz damlasi ne zaman kontrendikedir?
« Bilesenlerinden herhangi birine karsi asin duyarlilik durumunda kullanmayiniz.
icerigindeki maddelere karsi alerjiniz varsa kullanmayiniz.
REHAPAN® gdz damlasi ne igerir? Sodyum hiyaliironat %0.15, trehaloz %3, D-pantenol %2,
sodyum Klorir, yiiksek oranda saflagtnimig su.
PREHAPAN@ goz damlasi nasil saklanir? ‘
Cocuklarin gdremeyecedi ve erisemeyecedi yerlerde saklayimiz.
«Ist kaynaklarindan uzak tutunuz.
t Kuru bir yerde 5°Cila 35°C sicaklikta saklayiniz. ‘
Ambalajdaki son kullanma tarihinden sonra iiriinii kullanmayiniz.
« Uriiniin raf mrii, kabm ilk aglimasindan sonra 3 aydr.
t Tavsiye edilen dozu takiben 1 aylik tedavi. Siseyi ilk agistan 3 ay sonra atin. ‘
Kullamiimamig ¢ozeltiyi atin.
Uyarilar ve 6nlemler:
t Preparat sadece harici kullanim iin tasarlanmigtr. ‘
Ambalaj hasar gormiigse kullanmayiniz.
+ Damlaligin ucuyla asla gdziiniize veya baska bir yiizeye dokunmayin, bu soliisyonu kontamine

ebilir
f Diger oftalmik soliisyonlarin kullaniimasi durumunda, TREHAPAN® g6z damlasi uygulanmadan dnce ‘
en az 15 dakika beklenmelidir.
[ Preparat en son uygulanmalidir. ‘
Yeniden kullanilabilir tibbi cihaz bir hasta tarafindan kullaniimaidir.
Tibbi olaylarin veya advers reaksiyonlarin raporlanmasi: Eger herhangi bir yan etki ile
arsilagirsaniz doktorunuzu, eczacinizi veya hemsirenizi bilgilendiriniz.
r’aket: Karton kutu icinde 10m/'lik sise. ‘

Talimat hazirlama tarihi: Haziran 2023

Importer in Turkey/ithalatg: ‘
BMED llag Mustafa Kemal Mah. 2136. Sok. No: 3 Kapi No: 6 - 06530
‘ Ankara, Tiirkiye - www.bmed.com.tr ‘
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Local Responsible person:

HONG KONG MEDICINE INTERNATIONAL
TRADING LIMITED

Address: ROOM 40 BLK C 8/F EETEAE

FOU WAH INDUSTRIAL BUILDING 1510165
10-16 PUN SHAN ST TSUEN WAN sk

NT ZEiE.

Phone: 8526935 8221 Ui 852 6935 B2t
Wuzhou Drug International Trading Limited
Travessa Da Central Termica EEERRIRRE

No. 22 Edificio Hantec R/C"A)" 2RI ERE A
Macau 8Py

Phone: 853 6685 9662 EE5E: 853 6685 9662
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wash hands th

EI' 1) Prior to administering the
cap and apply into the conjunctival sac of the eye. Do not touch the surface of the eye
with dropper tip. 3) Tilt your head back slightly. 4) Hold the bottle face down
(vertically). 5) Pull your lower eyelid down slightly, pressing the bottle, squeeze one
drop into the conjunctival sac. 6) Close your eyelids and spread a drop across the eye
surface by blinking. 7) Repeat the same activities for the other eye. 8) Put the protective
cap on the dropper after use. During applying, be careful not to touch the surface of the
eye and eyelid with the tip of the dropper. 9) After applying the drops, do not rinse the
surface of the eye with water or any other liquid. 10) Remember that a few seconds maJ
pass between the squeezing of the bottle and the flow of the drop in. Do not apply too
much pressure. 11) Before closing, point the bottle with the applicator downwards and

1
2
@ shake vigorously, without touching the tip of the dropper, in order to remove the ‘
3-4-5
Y

ghly. 2) Remove the ‘

remaining drops. Wait a moment before putting the cap on for the bottle to vent.

1) Preparati uygulamadan dnce ellerinizi iyice yikaymn. 2) Kapagi gikarin ve goziin
konjonktival kesesine uygulaymn. Damlalik ucu ile goz yiizeyine dokunmayin. 3) Basinizi ‘
hafifce geriye dogru egin. 4) Siseyi yiizii asagi bakacak sekilde (dikey olarak) tutun.

5) Alt goz kapaginizt hafifce asagi gekin, siseye bastirin ve konjonktival keseye bir damla
sikin. 6) CGoz kapaklarinizi kapatin ve goz kirparak bir damlayi goz yiizeyine yaym. ‘
7) Ayniislemleri diger goz icin de tekrarlayin. 8) Kullandiktan sonra koruyucu kapagt
damlalik izerine takin. Uygulama sirasinda damlaligin ucunun géz yiizeyine ve goz

6-7 kapagina degmemesine dikkat ediniz. 9) Damlayi uyguladiktan sonra goz yiizeyini su
veya baska bir swvi ile durulamaymniz. 10) Sisenin sikilmasi ile damlanin iceri akmasi ‘

arasinda birkag saniye gecebilecegini (ok fazla basing uygul 1)

Kapatmadan dnce, kalan damlalan gikarmak icin siseyi aplikatorle birlikte asagi dogru

tutun ve damlaligin ucuna dokunmadan kuvvetlice calkalaym. Sisenin havalanmasi igin ‘

-9-10-1
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SUPROBION Sp. zo.0., Sp. k.
ul. Kietczowska 2 55-095 Mirkow,
Polonia/ Polonya.

kapagi takmadan 6nce bir siire bekleyin.
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VISUfarma B.V., Amstelplein 1, 1096 HA, Amsterdam,
Netherlands/Hollanda.
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