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+  Uriin kutusu {izerinde belirtilen son kullanma tarihi getikten Uretic/ 0344 - -
® sonra kullanmayiniz. ﬂf:gg}acmwr Onayl Giivenlik Tek steril
o Tek kulanim i¢indir. Kuruluy/ Isareti Dikkat: | bariyer sistemi/
7 *  Tek dozluk flakon zarar gordiiyse kullanmayniz. Notified Body i“;l.la”t':“‘ i’l}li;'g"'lerster ;lin
+  Oda sicakhiginda muhafaza ediniz. s‘:zllc’l’:z;uz;/ e
*  Bagka bir goz {iriinii daha kullantyorsaniz iki uygulama Safety Sign
F U I O N arasinda 5 dakika bekleyiniz. Aftention: retain
® +  Kullanilmamus iiriinii folyo torbasinda muhafaza ediniz. instructions for use
*  Buiriin tekrar kullanilamaz, bu nedenle ilk uygulamadan
UD (“4 oo D l sonra hemen atilmalidr. @ @
¥ OZ am aSl *  Bu iiriin koruyucu madde igermez, bu nedenle goz getk’lfl y - ) — .
enfeksiyonlarina yol agabilecek olan kontaminasyonu 6nlemek Af:tnhsolr?e i fger ‘l’mb"l"l K‘l‘,”“”m” y i(ombme'stmyql
i¢in agildiktan sonra derhal kullamlmalidir. Repres efztativ " asart " Z’. t’matf”’ vg’;%rti;cs et
+  Eger goziiniizde agr, gérmede degisiklik, devam eden I‘;Z);;lazgzas‘:mz / Oizpil’ilgl/ steriligtsyon/
kizariklik veya tahrig olusursa veya durumunuz kétiilesirse Do not usJ; Refge;r t0 Combined signal
{iriinii kullanmay1 birakiniz ve doktorunuza danisiniz if package instruction barrier system
Kullanim Amaci ve Endikasyonlar *  Gegici olarak gdrme bulaniklasmasina neden olabileceginden ilsl;jama ed | manual/booklet | 4nd aseptic
OPTIVE Fusion® UD, goz yiizeyini kayganlastirmak ve araba siirme veya makine kullanma becerilerinde azalmaya or opened | sterilization (for
nemlendirmek icin kullamlir ve Kuru Goz Hastaligi (KGH) ya neden olabilir. Hastalar araba veya makine kullanmadan once space reasons)
da cevresel faktorlerin sebep oldugu kuruluk, tahris, yanma, goriisleri netlesinceye kadar beklemelidirler. >‘}’<
rahatsizlik ve/veya diger belirtilerin gegici olarak rahatlatilmasina. jgtenmeyen Yan Etkiler éL\
-‘./.arf,im%“ o}rvr}aya yoneliktir OPTIVE Fusion® UD klinik calismalari ve pazarlama sonrast Ithalatet/ Tek Son Kullanma | Giines isigandan
Uriin Ig:erlg} - ' o , deneyimleri vasitastyla asagida siralanan kalinti (rezidiiel) riskler Importer kl!”ammllk/ Tarihi (YYYY- koruyunuz/
OPTIVE Fusion® UD’nin karton kutusu igerisinde, folyo ile belirlenmistir: Single Use AA-GGveya | Keep away from
paketlenmis plastik flakonlar ve bir kullanma talimati bulunmaktadir. + Ggzde tahris, konjonktival hiperemi, gozde kizariklik, gézde YYYY-A4)/ sunlight
OPTIVE Fusion® UD gozeltisi %0,5 sodyum oo yabanci madde hissi, goz kapaginda eritem, blefarit, gozde E%%‘e{ DD
karboksimetilseliiloz, %1,0 gliserin, %0,1 sodyum hiyaliironat, normal olmayan his, goz agrist, gormede bulaniklik, punktat (]V YYYYMM
levokarnitin, eritritol, sodyum laktat, potasyum kloriir, kalsiyum keratit, diffiiz lamellar keratit, gzde kagmnt1 0 -MY)
lorir dihidrat, magnezyum kloriir hekzahidrat, saf suve pH  Giziin iist yiizeyinde hasar MD [LOT| [STERILE|A|
ayarlamas i¢in hidroklorik asit veya sodyum hidroksit igerir. Talimatl Tibbi Cihaz/ | Parti Aseptik
Urlin herhangi bir koruyucu i¢ermez. a 1;1;3 ar . . Uretici Kullanma . - Numarast/ Sterilizasyon/
o *  Flakonun bozulmanus oldugundan emin olunuz Taimaicin | Medical Device | 720 Aseptic
Klinik Faydz_llar 1 : 5 +  Tamamen agabilmek i¢in flakondaki kapag biikiiniiz web sitesi/ Sterilization
OPTIVE Fusion® UD, Kuru Goz Hastaligt (KGH) ya da gevresel «  Etkilenen goze/gozlere gerektikce 1 veya 2 damla damlatimz Manufacturer’s
faktorlerin sebep oldugu kuruluk, tahris, yanma, rahatsizlik «  Kullamlmamis flakonlari orijinal kutusunda saklayimniz IFU website __
ve/veya diger belirtilere karst aninda rahatlama saglar. «  Kullamlmanns flakonlari torbasmin iginde saklayiniz
Uriin Etkileri «  Kalan gozeltiyi ve flakonu kullandiktan sonra uygun Uriin Kodu/ v ( Tekil Cihaz
OPTIVE Fusion® UD: sekilde atmz Product Code | Tekrar sterilize | Uretim Tarihi | Taumlayici
*  Gozdeki rahatsizlik hissini, g6z kurulugunu ve gozde tahrisi azaltir »  Eger ameliyat sonrasinda kullanilacaksa (6rn. LASIK etmeyiniz/ (YYYY-AA-GG |(01) Cihaz
*  Kuru goz hastaliginin klinik belirtilerini ve gdzyast filminin ameliyatini takiben), goz doktorunuzun talimatlarima uyunuz Do not veya YYYY- Tanimlayica
stabilitesini iyilestirir *  Her bir kullanilmams iriin veya atik malzeme yerel resterilise I;f)m”tet"f g% }S)g:; ti No
OPTIVE Fusion® UD, genel olarak goz yiizeyinde kullanim igin mevzuata uygun sekilde imha edilmelidir. Imha i¢in 6zel W‘;ﬁ%ffl AL;Iﬂ-el) D | Kullanma Tarihi
giivenlidir ve gerekli oldukgca -iki damlatma arasinda herhangi bir gereklilikler yoktur. or YYYY-MM) |(YYAAGG)/
minimum zaman aralif1 olmaksizin- tekrar tekrar kullanilabilir. = Raporlama Unique Device
OPTIVE Fusion® UD, tiim kontakt lens tipleriyle gegimlidir Uriinle ilgisi oldugundan siiphelenilen herhangi bir yan etkiyi Igf"t’ fer
(yumusak ve gaz-gegirgen sert kontakt lensler). ) _ Safety. Turkey(@abbvie.com adresine ve iiriinle ilgili advers olaylart gde)nti f:ice
OPTIVE Fusion® UD, koruyucu igermez, hassas gozlere sahip  “Tirkiye flag ve Tibbi Cihaz Kurumu”na (TITCK) bildiriniz. (10) Lot number
hastalar tarafindan iyi tolere edilir ve ameliyat sonrasinda Takdim Sekli (17) Expiry date
hastalarca kullanilabilir (6rn. LASIK g6z ameliyatini takiben). (YYMMDD)

Hedef Hasta Popiilasyonu ve Amaclanan Kullamcilar

OPTIVE Fusion® UD gozde kuruluk, tahris, yanma, rahatsizlik
ve/veya diger kuru goz belirtilerine sahip kisiler tarafindan

kullanilmas1 amaclanan ve re¢

ctesiz satilabilen bir goz tirlintidiir

OPTIVE Fusion® UD karton kutusu,

0,4 mL’lik 30 adet tek doz flakon

(folyo torba igerisinde) ve bir kullanma talimati igerecek sekilde sunulur.
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ve uriintin uygulanmast i¢in herhangi bir egitim gerektirmez. ALLERGAN SALES, LLC, " INTERNATIONAL LIMITED .

Uriin igin, kontrendikasyonlar kisminda belirtilen hastalar %ﬁ%ﬁ%ﬁgﬁ 2e ’ g%giﬁ%%g]?]u;gﬁss gﬁg&iﬁﬂu
haricinde, tedavi edilen hedef popiilasyonla ilgili herhangi bir O Tyt T . . P INSTRUCTIONS FOR USE
kisitlama yoktur. Ancak, pediyatrik hastalar i¢in giivenlilik Amerika Birlegik Devletleri  Dublin 17, D17 E400, Irlanda )

ve etkililigi gdsterilmemistir. Uriiniin hamilelik ve emzirme Verli thalater: O tlve
déneminde insanlarda kullanimina dair herhangi bir spesifik A%{')Vie T?billaicill.aglar San. ve Tic. Lid. $t

calisma verisi bulunmamaktadir. AbbVie Logistcs B.V. Barbaros Mah. Begonya Sk. F U I O N®

Kontrendikasyonlar (Uriiniin kullamlmamasi gereken durumlar)
OPTIVE Fusion® UD, bu iiriiniin icerig¢indeki herhangi

bir bilesene karsi agir1 duyar
kullanilmamahdir.

Uyarilar ve Onlemler
* (ozeltlyl yutmayimz.

lilg1 olan hastalarda

+  Kontaminasyonu ve muhtemel bir goz yaralanmasini

onlemek i¢in, flakonun ucunu higbir yiizeyle temas

ettirmeyiniz ve goziiniize dogrudan temasindan kagininiz.

*  Cocuklarm erigemeyecegi

yerlerde saklayiniz.
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INSTRUCTIONS FOR USE

UD EYE DROP

may experience dryness, irritation
other dry eye symptoms and does
application.

burning, discomfort and/or any
not require specific training for

The device has no restrictions on the target treated population,

except the one listed in the Contra

indications. However, safety

and effectiveness have not been demonstrated in pediatric patients.
There are no specific study data on the use of the products during

pregnancy and lactation in humans.

Contraindications

OPTIVE FUSION™ UD Eye Drop is contraindicated in

patients with hypersensitivity to

Warnings and Precautions
* Do not swallow solution.

any ingredients in this product.

+ To avoid contamination or possible eye injury, do not touch vial
tip on any surface, and avoid direct contact with the eye.

o

ALLERGAN SALES, LLC,
2525 Dupont Drive,
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Keen.out-of the.reach.of.children Y o ™
- Keep out-of the reach of children. wabrs
Intended Purpose and Indlcatlons. . . Do not use if solution changes color or becomes cloudy. k t @ STERILE| A |) (srefize @) MD //‘It
OPTIVE FUSION™ UD Eye Drop is intended to lubricate and Do not use after expiry date marked on the product. 0344 s

hydrate the surface of the eye(s) and is indicated to help provide
temporary relief of dryness, irritation, burning, discomfort

and/or any other symptoms caused by dry eye disease (DED) or
environmental factors.

Contents of the packaging
OPTIVE FUSION™ UD Eye Draop is packaged within a plastic vial,
flow wrapped (foil pouched), with an insert, and then in a card carton.
OPTIVE FUSION™ UD Eye Drop solution contains sodium
carboxymethylcellulose 0.5%, glycerin 1.0%, sodium hyaluronate
0.1%, levocarnitine, erythritol, sodium lactate, potassium chloride,
calcium chloride dihydrate, magnesium chloride hexahydrate,
purified water and hydrochloric acid or sodium hydroxide for pH
adjustment. Product does not contain any preservatives.

Clinical Benefits
OPTIVE FUSION™ UD Eye Drop provides instant soothing

relief of the feeling of dryness, irritation, burning, discomfort

For single use only.

Do not use if the unit dose via
Store at room temperature
Allow 5 minutes between the
ophthalmic products.

+ Keep unused product in pouch.

*  This product is not intended ta

lis damaged

administration of other

be re-used and should be

discarded immediately after initial use.

*  This product is preservative fr

ee and should be used

immediately after opening to avoid contamination which could

result in eye infections.
* Discontinue use and consult a

doctor if you experience eye

pain, changes in vision, continued redness or irritation of the

eye, or if the condition worsers

* May cause transient blurring of vision which may impair the

and/or any other symptoms caused by dry eye disease (DED) or
environmental factors.

Performance Characteristics
OPTIVE FUSION™ UD Eye Drop can:

+ Reduce eye discomfort, eye dryness and eye irritation

+ Improve clinical signs of dry eye disease and tear film stability

OPTIVE FUSION™ UD Eye Drop is safe for use on the ocular
surface in general and can be used repeatedly as needed, without
any minimal time interval between two instillations.

OPTIVE FUSION™ UD Eye Drop is compatible with all types of
lens materials (soft and rigid gas-permeable contact lenses).
OPTIVE FUSION™ UD Eye Drop is free of preservatives and
well tolerated by patients with sensitive eyes and can be used by
post-operative users (e.g. following LASIK surgery).

Target Patient Population and Intended Users

OPTIVE FUSION™ UD Eye Drop is an over-the-counter (OTC)
ophthalmic product that is intended to be used by lay persons who

ability to drive or operate mac
until their vision has cleared b

Undesirable Side-Effects

hines. The patient should wait
efore driving or using machinery.

OPTIVE FUSION™ UD Eye Drop clinical studies and post-
marketing experience have identified the following residual risks:

* Eye irritation, Conjunctival hyperaemia, Eye redness, Foreign
body sensation in eye, Erythema of eyelid, Blepharitis,
Abnormal sensation in eye, Eye pain, Vision blurred, Punctate
keratitis, Diffuse lamellar keratitis, Eye pruritus

*  Superficial injury of the eye
Directions
»  Ensure the vial is intact

To open completely twist off t
Place 1 or 2 drops in the affec

Store unused vials in the pouc

he tab
ed eye(s) as needed

Store unused vials in the original carton

h

+Discard any remaining solutio
propetly after use

+ Ifused for post-operative care
it is recommended for the pati
instructions.

*  Any unused product or waste
accordance with local regulati
disposal.

Reporting

Report any suspected product rela
Safety. Turkey(@abbvie.com and re
Turkish Medicines and Medical D

How supplied

OPTIVE FUSION™ UD Eye Dro
unit dose vials, and each carton co
wrapped (foil pouched), and an in

;- and dispose of the container

(e.g., following LASIK surgery),
ent to follow their eye doctor’s

material should be disposed of in
on. No special requirements for

ted adverse reaction to
port product related events to
evices Agency.

p is supplied in 30 pack of 0.4 mL
ntains vials of the product, flow
sert with instructions for use.
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