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2292 Ophthalmic Gases
Oftalmik Gazlar
Company Name :  MMT MERAN MEDIKAL TEKNOLOJi KOLL. STi
Authorized Representative :  Cemil BAYTAS / General Manager
Address istanbul Trakya Serbest Bélgesi, Ferhatpasa SB Mah. Ali Riza Efendi Cad. No:
22/201 Catalca/ISTANBUL/TURKIYE
Phone :  +0212 786 6253
Web

www.merantip.com

Product Models:

Uriin Modelleri:

MMT BRAND MERAN BRAND URUN ADI

MMT MARKA e s PRODUCT NAME
SF6-10 M10 1000 Sf6 10 cc Sulfur hexafluoride
SF6-30 M10 1010 Sf6 30 cc Sulfur hexafluoride
SF6-50 M10 1020 Sf6 50 cc Sulfur hexafluoride
C3F8-10 M10 2000 C3f8 10 cc Octafluoropropane
C3F8-30 M10 2010 C3f8 30 cc Octafluoropropane
C3F8-50 M10 2020 C3f8 50 cc Octafluoropropane

Intended Use:

Kullanim Amaci:

Ophthalmic gases are categorized as Sulphur Hexafluoride(SF6) and Perfluoropropane
(Octafluoropropane(C3F8)) separately. A sterile plastic graduated syringes mounted with a sterilizing
0.22 um filter is connected to aluminum can where ophthalmic gas is kept. Opthalmic gases are used
in pars plana vitrectomy procedures where a retina hole or tear is repaired and act to provide a long-
term tamponade, or plug, of a retinal hole/tear and allows re-attachment of the retina to occur over
the following several days post-op.

Oftalmik gazlar ayri ayri Kiikiirt Heksafloriir(SF6) ve Perfloropropan (Octafloro-propan(C3F8)) olarak
siniflandirilir. Oftalmik gazin tutuldugu aliiminyum kutulara sterilize edici 0,22 um filtre takil steril plastik
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dereceli siringalar baglanir. Oftalmik gazlar, bir retina deligi veya yirtiginin onarildigi ve bir retina
deligi/yirtigi icin uzun siireli bir tamponat veya tikag olusturacak sekilde hareket ettigi ve asagidaki birkag
olayda retinanin yeniden baglanmasina izin verdigi pars plana vitrektomi prosediirlerinde ameliyat sonrasi
giinlerde kullanilir.

Product Images:
Uriin Resimleri:

MMT REF KODLARI MERAN REF KODLARI
SF6-10 M10 1000
SF6-30 M101010
SF6-50 M10 1020
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MMT REF KODLARI MERAN REF KODLARI
C3F8-10 M10 2000
C3F8-30 M10 2010
C3F8-50 M10 2020
Indications:
Endikasyonlar:

Indications of ophthalmic gases are given below:

Oftalmik gazlarin endikasyonlari asagida verilmistir:

e Retinal detachment with tears,

Yirtiklarla birlikte retina dekolmani,

e Retinal detachment without proliferation,

Proliferasyon olmaksizin retina dekolmani,

e Retinal detachment in cases of proliferative diabetic retinopathy (PDR),
Proliferatif diyabetik retinopati(PDR) durumlarinda retina dekolmani,
e Proliferative vitreoretinopathy (PVR),

Proliferatif vitreoretinopati (PVR),

e Traumatic retinal detachment,

Travmatik retina dekolmani,

e Idiopathic macular hole,

idiyopatik makula deligi,

e Endotamponade of the retina,

Retina endotamponati,
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Patient Population:

Hasta Popiilasyonu:

There are no restrictions on the patient population. The choice of appropriate patient is the
responsibility of the surgeon. However, the products are generally used in patients who will undergo
retinal detachment surgery.

Hasta popiilasyonunda herhangi bir kisitlama yoktur. Uygun hastanin se¢imi cerrahin sorumlulugundadir.
Ancak iiriinler genellikle retina dekolmani ameliyati olacak hastalarda kullaniimaktadir.

Contraindications:

Kontaendikasyonlar:

e Nitrogen protoxide anaesthesia should not be used when ophthalmic gases are injected.
Oftalmik gazlar enjekte edildiginde nitrojen protoksit anestezisi kullaniimamalidir.

e Ophthalmic gases should not be used in the areas other than ophthalmology.
Oftalmik gazlar, oftalmoloji disindaki alanlarda kullaniimamalidir.

e Inlarge retinal tears, small gas bubbles may pass into the subretinal space and expand the
detachment.

Biiyiik retina yirtiklarinda kiigiik gaz kabarciklari subretinal bosluga gegerek dekolmani genisletebilir.

¢ During gas injection with topical anesthesia, the patient should be informed immediately if the
image becomes gray and disappears, and arterial pulsation must be followed during the injection.

Topikal anestezi ile gaz enjeksiyonu sirasinda gériintii grilesir ve kaybolursa hastaya hemen bilgi verilmeli ve

enjeksiyon sirasinda arter nabzi takip edilmelidir.

e Central retinal artery occlusion may occur.

Santral retinal arter tikaniklhigi olusabilir.

e Potential side effects would be increase of intraocular pressure, glaucoma, lens opacities, bullous
keratopathies, subretinal gas, zonular dehiscence or phacodonesis, new and enlarged tears,
dislocation of IOL and must be considered by the surgeon with regards to the expected benefits.

Olasi yan etkiler goz ici basincinin artmasi, glokom, lens opasiteleri, biilléz keratopatiler, subretinal gaz,

zoniiler ayrilma veya fakodonez, yeni ve genislemis yirtiklar, GiL'in yerinden ¢ikmasi olabilir ve beklenen

faydalar agisindan cerrah tarafindan degerlendirilmelidir.

Side Effects:

Yan Etkiler:

The complications described in the literature are those linked to vitreo-retinal surgery and

particularly:

Literatiirde agiklanan komplikasyonlar, vitreo-retinal cerrahi ile baglantili olanlardir ve 6zellikle:

e It is known that it can cause Proliferative Vitreoretinopathy and new tear formation by causing
cortical vitreous compression on the retinal surface.

Retina yiizeyinde kortikal vitreus basisi olusturarak Proliferatif Vitreoretinopati ve yeni yirtik olusumuna

neden olabilecegi bilinmektedir.

o If people with large perfluorocarbon gas bubbles in the eye experience sudden drops in pressure
((elevation, travel by plane, diving with or without isobar caisson, hyperbar caisson treatment), it
causes the gas bubble to expand.
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Goézlerinde biiyiik perflorokarbon gaz kabarciklari olan kisilerde ani basing diisiisleri (yiikselme, ugakla
seyahat, izobar kesonlu veya izobarsiz dalis, hiperbar keson tedavisi) olursa gaz kabarciginin genislemesine
neden olur.

¢ The injection of ophthalmic gases may increase level of intraocular pressure.
Oftalmik gazlarin enjeksiyonu géz ici basincini artirabilir.

Product Users:

Uriin Kullanicilan:

The products should be used by experienced surgeons who are experienced in the surgical
technique.

Uriinler cerrahi teknikte deneyimli deneyimli cerrahlar tarafindan kullaniimalidir.

Surgical Technique:

Cerrahi Teknik:

There are a few issues that need to be considered in order to obtain and use the gas as pure as
possible. The first of these is the evacuation of the air of the syringe. For this purpose, pure gas can be
taken after the injector is filled once or twice and emptied out. After the gas is taken, it should be
used immediately. Otherwise, gas may leak out of the plastic injector by diffusion during standby.

It is extremely important to loosen all tractions before the liquid air exchange to be performed after
vitrectomy. Otherwise, air will escape under the retina during the air exchange and the retina will not
be soothed. The air under the retina is still evidence of traction. In this case, the fluid should be
switched to immediately and the retina should be mobilized by removing the tractions. Full liquid air
exchange is important for the formation of gas bubbles of sufficient size. For this reason, the fluids
accumulating in the posterior pole and under the retina should be aspirated repeatedly for at least 10
minutes from the beginning of the air exchange. If gas exchange will follow air exchange, gas
injection is started in a controlled manner after one of the sclerotomy sites is fully closed and the
other suture is passed, and when the air-gas mixture is used, the air in the eye is considered to be
completely replaced with gas.

Ensure that the central and peripheral vitreous is carefully removed before injecting the gas. During
gas injection, monitoring of correct pupillary irrigation and possible optic nerve compression is
essential; In these cases, the injection should be discontinued immediately.

Gazin miimkiin oldugunca saf olarak alinabilmesi ve kullanilabilmesi icin dikkat edilmesi gereken bir kag
husus vardir. Bunlardan birincisi sirngada bulunan havanin bosaltilmasidir. Bu amagla enjektor bir iki kez
doldurulup disari bosaltildiktan sonra saf gaz alinabilir. Gaz alindiktan sonra ise hemen kullaniimalidir. Aksi
takdirde bekleme sirasinda gaz plastik enjektérden disari dogru difiizyonla sizabilir.

Vitrektomi sonrasinda yapilacak sivi hava degisimi éncesinde tiim traksiyonlarin gevsetilmesi son derece
o6nemlidir. Aksi takdirde hava degisimi sirasinda retina altina hava kagacaktir ve retina yatismayacaktir.
Retina altindaki hava halen traksiyon oldugunun kanitidir. Bu durumda hemen siviya gegilmeli ve
traksiyonlar giderilerek retina hareketli hale getirilmelidir. Sivi hava degisiminin tam olarak yapilmasi yeterli
biiyiikliikte gaz habbecigi olusmasi agisindan 6nemlidir. Bu nedenle hava degisiminin baslangicindan itibaren
en az 10 dakika siireyle arka kutupta ve retina altinda biriken sivilar tekrar tekrar aspire edilmelidir. Hava
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degisimini gaz degisimi izleyecek ise, sklerotomi yerlerinden biri tam kapatilip, digerinin siitiirii gegildikten
sonra kontrollii olarak infiizyon kaniiliinden gaz enjeksiyonu yapilmaya baslanir ve hava-gaz karisimi
kullanildiginda géz igcindeki hava tamamen gaz ile degistirilmis olarak kabul edilir.

Gazi enjekte etmeden dnce santral ve perifer vitreusun dikkatli bir sekilde ¢ikarildigindan emin olun.
Gaz enjeksiyonu sirasinda, dogru pupiler irrigasyonun ve muhtemel optik sinir kompresyonunun izlenmesi
gereklidir; bu durumlarda enjeksiyon derhal kesilmelidir.

Physical Properties:

Fiziksel Ozellikler:
SF6 C3F8
Molecular Weight
146 g/mol 188.02 g/mol

Molekiiler Agirhk
Boiling Point

-64 °C -36.75 °C
Kaynama Noktasi
Vapor Pressure

21 bar 4.17 barat0°C

Buhar Basinci

Flammability Range in Air

Non-combustible

Non-combustible

Havada Yanicilik Araligi Yanici Degildir Yanici Degildir
Color Colorless Colorless
Renk Renksiz Renksiz
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INSTRUCTIONS FOR USE:

KULLANIM TALIMATI

It is necessary to prepare the mixture with air, before proceeding with the infusion procedure; this is
done directly in the syringe, by proceeding as follows:

e connect the filter to the syringe from the female luer inlet fitting side

o fit the filter on the aluminum can

e push the aluminum can to fill the syringe with a small amount of gas (approx. 5ml)
e empty the syringe and refill it with enough gas to cross the line marked as 20%
¢ push the plunger to position (1) at the suggested mixing value (20%), to expel any excess gas
e suck in the air, bringing the plunger to position (2) indicated by 100%
e never remove the filter from the syringe during these operations
e remove filter once the syringe is full and proceed to use.
infiizyon prosediiriine gegmeden énce karisimi hava ile hazirlamak gerekir; bu islem dogrudan siringanin
icinde asagidaki sekilde yapilir:
o filtreyi disi luer giris baglanti tarafindan siringaya baglayin
e filtreyi aliiminyum kutuya takin - siringayi az miktarda gazla (yaklasik 5 ml) doldurmak igin
aliiminyum kutuyu itin
e siringayi bosaltin ve %20 olarak isaretlenmis ¢izgiyi ge¢ecek kadar gazla yeniden doldurun
e fazla gazi digsari atmak icin 6nerilen karistirma degerinde (%20) pistonu (1) konumuna itin
e havayi emerek pistonu %100 ile gdsterilen konuma (2) getirin
e bu islemler sirasinda filtreyi asla siringadan ¢ikarmayin
e siringa doldugunda filtreyi ¢ikarin ve kullanmaya devam edin.

Sterility/Sterilization Method:

Sterilite/Sterilizasyon Metodu:

The products are sterilized with Ethylene Oxide gas and presented to the user as sterile.
Uriinler Etilen Oksit gazi ile sterilize edilerek steril olarak kullaniciya sunulmaktadir.

Single Use/Reusability Status:

Tek Kullanim/Yeniden Kullanilabilirlik Durumu:

The products are for single use only. There is absolutely no reusability.
Uriinler tek kullanimliktir. Tekrar kullanilabilirligi kesinlikle yoktur.
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Shelf Life:

Raf Omrii:

Shelf life of the product is determined as 4 years as a result of stability study.
Stabilite ¢alismasi sonucunda (iriiniin raf 6mrii 4 yil olarak belirlenmistir.

Duration of the Product in the Body:

Uriiniin Vuciitta Kalma Siiresi:

Ophthalmic gases may remain in eyes for 3 weeks. There is no need to perform an additional surgery
to remove ophthalmic gases.

Oftalmik gazlar gozlerde 3 hafta kalabilir. Oftalmik gazlarin uzaklastiriimasi igin ek bir ameliyat yapilmasina
gerek yoktur.

Product Storage and Shipping Conditions:

Uriin Saklama ve Sevkiyat Kosullari:

Protect the product against direct sunlight during shipment and storage.

Uriinii nakliye ve depolama sirasinda dogrudan giines 1sigina karsi koruyun.

Keep the product dry in any environment.

Uriinii her ortamda kuru tutun.

Store the products between 5 ° C and 35 ° C temperature and maximum 70% RH humidity.
Uriinleri 5°C ile 35°C sicaklik ve maksimum %70 bagil nem arasinda saklayiniz.
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A Warning and Precautions A

Uyarilar ve Onlemler

RR1 Do not use products with damaged packaging. Please send the damaged products to our company.
RR1 Ambalaji hasarli Girtinleri kullanmayiniz. Liitfen hasarli lriinleri firmamiza génderiniz.

RR2 In order for the operation to be performed safely and effectively, the user should consider the surgical
technique part specified in this user manual.

RR2 Ameliyatin giivenli ve etkin bir sekilde yapilabilmesi icin kullanici, bu kullanim kilavuzunda belirtilen
cerrahi teknik kismini dikkate almalidir.

RR3 Single use product; Do not reuse products. The product used in a patient should never be used on
another patient, even if it is used for a short time.

RR3 Tek kullanimlik iiriin; Uriinleri tekrar kullanmayin. Bir hastada kullanilan iiriin, kisa siireli de olsa
baska bir hastada kesinlikle kullaniimamalidir.

RR4 The product is packaged sterile. Do not sterile the product.

RR4 Uriin steril olarak paketlenmistir. Uriinii sterilize etmeyin.

RR5 Professionals should use the product.
RR5 Uriinii profesyoneller kullanmalidir.

RR6 Do not use the expired products.

RR6 Son kullanma tarihi ge¢cmis riinleri kullanmayiniz.

RR7 Do Not Expose to Direct Sunlight

RR7 Dogrudan glines isigina maruz birakmayiniz.

RR8 Products should not use for purposes other than specified in this user manual.
RR8 Uriinler, bu kullanim kilavuzunda belirtilen amaglar disinda kullaniimamalidir.
RR9 Pay attention to markings on the product labels.

RR9 Uriin etiketlerindeki isaretlere dikkat ediniz.

RR10 Keep Away From Contact With Water

Su ile temastan uzak tutunuz.

RR11 After injection of ophthalmic gases, a treatment against ocular hypertension should be established
when necessary and IOP Daily monitored.

RR11 Oftalmik gazlarin enjeksiyonundan sonra, gerektiginde okiiler hipertansiyona karsi bir tedavi
olusturulmali ve GiB Giinliik izlenmelidir.

RR12 Perform regular follow up of glaucoma patients or patients with IOP, the elderly patients and those
with diabetes.

RR12 Glokom hastalarinin veya GIB'li hastalarin, yasl hastalarin ve diyabetli hastalarin diizenli takibini
yapiniz.

RR13 Keep at the Specified Temperature Range
RR13 Belirlenmis sicaklik araliginda muhafaza ediniz.

RR14 Complications specified in this user manual may occur due to product. If complications occur, consult
your doctor immediately.

RR14 Uriine badh olarak bu kullanim kilavuzunda belirtilen komplikasyonlar meydana gelebilir.
Komplikasyonlar meydana gelirse, derhal doktorunuza danisin

RR15 Pay attention to markings on the product labels.
RR15 Uriin etiketlerindeki isaretlere dikkat ediniz.

Not: RRX — Residual Risk Number
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Medical Equipment Used with Products:
Uriinler ile Birlikte Kullanilan Medikal Ekipmanlar:
Opthalmic Gases are composed of the following components;
Oftalmik Gazlar asagidaki bilesenlerden olusur;
o Syringe,
Siringa
o High Flow Filter,
Yiiksek Akis Filtresi,
o Silicone Hose,
Silikon Hortum,
o Aluminum Can
Aliiminyum kutu

Following the Instructions for Use, luer-lock cannula should be attached to syringe for the injection of

ophthalmic gases.
Kullanim Talimatlarina gére, oftalmik gazlarin enjeksiyonu igin siringaya luer-lock kaniil takilmalidir.

Accessory:
Aksesuar:

The product does not have any accessories.
Uriinde herhangi bir aksesuar bulunmamaktadir.

Packaging, Labeling and Handling:

Paketleme, Etiketleme ve Tasima:

Packaging materials are manufactured according to EN ISO 11607-1 and EN 868-6 standard, tear,
puncture and high resistance to liquids, which maintains sterility is the long packaging material. It is
sealed with heat cut in desired dimensions. Leak-proof barrier allows the product to remain sterile.
Ambalaj malzemeleri EN ISO 11607-1 ve EN 868-6 standardina gére iiretilmis, yirtilma, delinme ve sivilara
karst yiiksek direngli, sterilitesini koruyan uzun ambalaj malzemesidir. istenilen élgiilerde isil kesim ile
kapatilir. Sizdirmaz bariyer, iiriiniin steril kalmasini saglar.
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OUTER BOX OF SF6 GAS OUTER BOX OF C3F8 BRAND
FOR MMT BRAND(YELLOW) GAS FOR MMT (RED)
MMT MARKASI iCiN SF6 GAZI MMT MARKASI iCiN SF6 GAZI
DIS AMBALAJI (SARI) DIS AMBALAJI (KIRMIZI)
OUTER BOX OF SF6 GAS OUTER BOX OF C3F8 BRAND
FOR MMT BRAND(YELLOW) GAS FOR MMT (RED)
MMT MARKASI iCiN SF6 GAZI MMT MARKASI iCiN SF6 GAZI
DIS AMBALAJI (SARI) DIS AMBALAJI (KIRMIZI)
i
94s

94S 948

UvHBWSY
UvHSWESY
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The packaging sample of our products in aluminum can is as seen in the photos below.
Alliminyum kutudaki (riinlerimizin ambalaj 6rnedi asagidaki fotograflarda gériildiigi gibidir.

Symbols Prepared According to EN 15223-1 Standard and Their Meanings
EN 15223-1 Standardina Gére Hazirlanan Semboller ve Anlamlari
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Symbols and Description
Semboller ve Agiklamalari

Brand logo
Marka logosu

Product Name
Uriin adi

Notified Body Number
Onaylanmig Kurulus Numarasi

See User Manual
Kullanim Kilavuzuna bakin

Should Be Used By An Expert
Bir Uzman Tarafindan Kullaniimalidir

Lot Number
Lot Numarasi

Country of Manufacture/Production Date
Uretim Ulkesi/Uretim Tarihi

Label Information
Etiket Bilgileri

Sterilized with Ethylene Oxide
Etilen Oksit ile steril edilmistir/Tek steril bariyer sistemi kullaniimistir

10

Single Use
Tek kullanimlik

11

Do Not Sterilize The Second Time
ikinci kez steril etmeyin

12

Do Not Expose to Direct Sunlight
Direkt giines 1sigina maruz birakmayin

13

Keep Away From Contact With Water
Su ile Temas Etmekten Uzak Durun

14

Keep at the Specified Temperature Range
Belirtilen Sicaklik Araliginda Tutun

15

Reference Number
Referans Numarasi

16

Unique Device ldentifier

Tekil Cihaz Tanimlayici

(01) Unique device identifier
(01) Benzersiz Cihaz Tanimlayicisi
(17) Expiration Date

(17) Son Kullanma Tarihi

(10) LOT Number

(10) LOT Numarasi

(30) Quantity

(30) Adet

17

Do Not Use if the Package is Damaged
Paket Hasarliysa Kullanmayin

18

Expiration Date
Son kullanma tarihi
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19 Keep at the Specified Humidity Range
Belirtilen Nem Araliginda Tutun

20 Medical Device
Medikal Cihaz

21 EU Representative information
AB Temsilcisi Bilgileri

22 §witzer|and Representative information
Isvigre Temsilcisi Bilgileri

23 IYIanufacturer Information
Uretici Bilgileri
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Symbols and Description
Semboller ve Aciklamalari

Brand logo
Marka Logosu

Product Name
Uriin adi

Notified Body Number
Onaylanmis Kurulus Numarasi

See User Manual
Kullanim Kilavuzuna bakin

Should Be Used By An Expert
Bir Uzman Tarafindan Kullaniimahdir

Lot Number
Lot Numarasi

Country of Manufacture/Production Date
Uretim Ulkesi/Uretim Tarihi

Label Information
Etiket Bilgileri

Sterilized with Ethylene Oxide
Etilen Oksit ile steril edilmistir

10

Single Use
Tek kullanimhik

11

Do Not Sterilize The Second Time
ikinci kez steril etmeyin

12

Do Not Expose to Direct Sunlight
Direkt giines isigina maruz birakmayin

13

Keep Away From Contact With Water
Su ile Temas Etmekten Uzak Durun

14

Keep at the Specified Temperature Range
Belirtilen Sicaklik Araliginda Tutun

15

Reference Number
Referans Numarasi

16

Unique Device Identifier

Tekil Cihaz Tanimlayici

(01) Unique device identifier
(01) Benzersiz Cihaz Tanimlayicisi
(17) Expiration Date

(17) Son Kullanma Tarihi

(10) LOT Number

(10) LOT Numarasi

(30) Quantity

(30) Adet

17

Do Not Use if the Package is Damaged
Paket Hasarliysa Kullanmayin

18

Expiration Date
Son kullanma tarihi

19

Keep at the Specified Humidity Range
Belirtilen Nem Araliginda Tutun
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20

Medical Device
Medikal Cihaz

21

EU Representative information
AB Temsilcisi Bilgileri

22

Switzerland Representative information
isvigre Temsilcisi Bilgileri

23

Manufacturer Information
Uretici Bilgileri




