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KULLANMA KILAVUZU

1. Tanm
ENDOTRAKFAL TUP, oral veya nazal entiibasyon igin
tasarlanmis, Magill egrisi, balon, sisirme ¢izgisi, pilot balon
ve tek yonli ek valf ile polivinil klortirden yapilmig steril,
tek kullanimiik tibbi cihazlardr. ENDOTRAKEAL TUP'Gn tam
uzunluguna bir radyoopak hat dahil edilmistir. Entibasyonu
kolaylastirmak icin yeterli baslangic sertligine sahip, dogas
geredi hastanin viicut sicakligindaki solunum  sistemine
uyan ve minimum travma saglayan isiya duyarli materyaller
secilmistir. Her ENDOTRAKEAL TUP, kullanicinin ~tiipii
uzunlamasina kesmesini saglamak i¢in gevsek bir sekilde
monte edilmis 15 mm’lik bir konektor ile paketlenmigtir.
SPIRALLI ENDOTRAKEAL TUP dizayn geregji kisaltil

konekttrleri sabittir. Oral entiibasyonu kolaylagtirmak igin bir
stile saglanir.

Yiksek hacimli-diigik basingh balon tasarimi ile genis bir
ylizey alani Uzerinde esit basing dagiimi saglayarak soluk
borusu dokulart Uizerindeki baskiyi azaltrr. Yiksek kaliteli valfi
ile stirekli balon biitinligu saglar.

Biz  “ENDOTRAKEAL  TUP” terimini
ENDOTRAKEAL TUP, RAE ENDOTRAKEAL TUP, SPIRALLI
ENDOTRAKEAL TUP'ii igerecek sekilde kullanacagiz. Aksi
takdirde ilgili modelden bahsedilecektir.

Stile, trakeal tiipln trakeaya girmesini kolaylastirmak icin
endotrakeal tiplerle birlikte kullanilabilir.

2. Sorumluluk Reddi

ENDOTRAKEAL TUP, kullanim talimatianinda belirtilenler
disinda kullaniimak Uzere tasarlanmamistir. Deneyimsizlik
veya yanlis kullanimdan kaynaklanan sorunlardan (retici
sorumlu degildir.

3. Teknik Ozellikler
Spiralli
Boyut ID mm 0D mm
3.0 30 53
35 35 58
40 40 6.3
45 45 6.8
5.0 5.0 73
55 55 78
6.0 6.0 84
6.5 6.5 9.0
7.0 7.0 96
75 75 10.2
8.0 8.0 10.8
85 85 1.3
9.0 9.0 1.9
95 95 124

Standart
Boyut ID mm 0D mm

20 20 3.0

25 25 38

30 30 45

35 35 52

4.0 40 59

4.5 45 6.5

5.0 5.0 71

55 55 77

6.0 6.0 84

ve 6.5 6.5 9.1
7.0 7.0 9.8
75 75 10.3

8.0 8.0 1
85 85 14
9.0 9.0 12.0
BICAKCILAR 95 95 126
10.0 10.0 13.3

4. Calgma Mekanizmasi

ENDOTRAKEAL TUP, hastanin hava yolunun sekline uyum
saglayarak caligir, bdylece viicut sicakligindaki travmay! en
aza indirir ve solunum fonksiyonunu srdirmek icin oral ve
nazal entiibasyon saglar. Trakeaya yerlestirilmesi, gazlarin
veya buharlarin trakeaya ve trakeadan iletiimesine izin verir.

5. Kullanim Amaci

ENDOTRAKEAL TUPLER, oral veya nazal entiibasyon igin
tasarlanmis ve hastalarin gaz veya buharlan trakeaya ve
trakeadan iletmek icin hava yolu yonetimi icin tasarlanmis
steril, tek kullanimlik tibbi cihazlardrr. Endotrakeal tip
tutucusu, tlpi yerine sabitlemek icin tasarlanmistir. Stile,
ENDOTRAKEAL TUP'(in trakeaya sokulmasini kolaylastirmak
icin tasarlanmigtir.  Entibasyon Stile  kullanimi,  saglik
profesyonellerinin stile kullaniminin ENDOTRAKEAL TUP'{in
daha kolay entlibasyonunu kolaylastiracagi  sonucuna
varmas! durumunda endikedir.

6. Hedef Kullanici

ENDOTRAKEAL TUP, egitimli saglik personeli tarafindan
kullaniimak Uzere tasarlanmigtir.

7. Hedef Gevre
ENDOTRAKEAL TUP, hastalarin oral veya nazal hava yolu
yonetimi gerektiren tibbi durumlarda kullanilabilir.



8. Hedef Hasta Popiilasyonu
Cihaz tiim yas gruplarinda kullaniimaktadir.

9. Aksesuarlar ve Diger Cihazlar Hakkinda Bilgi
Entiibasyon stilesi ve Endotrakeal tlp tutucu aksesuar olarak
ENDOTRAKEAL TUP ile birlikte kullanilabilir. Endotrakeal
tlp tutucusu, tlpt yerine sabitiemek igin tasarlanmigtir. Bir
poliamid tutucu ve hipoalerjenik, arkasi yapiskanii tabandan
olugur. ENDOTRAKEAL TUP'i kolayca yerlestirmek icin PVC
ve Aliminyumdan yapilmig bir stile kullanilir. Kullanima
hazir model olarak ENDOTRAKEAL TUP icerisine yerlestirilir.
Alternatif olarak, ayn olarak da kullanilabilir ve saglanabilir.
ENDOTRAKEAL TUP, balonlu modelleri sisirmek igin siringa ile
birlikte kullanir.

10. Malzeme
Polivinil Klortr (PVC), polipropilen (PP), paslanmaz celik,
alliminyum (sadece stiletli model igin).

11. Endikasyon
ENDOTRAKEAL TUPLER oral veya nazal entiibasyon icin endikedir
ve hastalarin hava yolu yonetimi icin tasarlanmistr.

12. Kontrendikasyon

e Cihaz, su bilesenlerden herhangi birine karsi asir
duyarliigi oldugu bilinen hastalarda kullaniimamalidir:
PVC, PP ve paslanmaz celik.
Cihazin hemen yakininda bir LAZER veya elektrocerrahi
aktif elektrot kullanimini icerecek prosedirlerde
ENDOTRAKEAL TUPLERIN Kullanimi kontrendikedir.
Isin veya elektrotun tiip ile temasi, ¢zellikle oksijenle
zenginlestirilmis veya azot oksit igeren kangimlarin
varli§inda, tiiptin zararli termal etkilerle hizll yanmasina
ve hidroklorik asit dahil olmak tizere asindirici ve toksik
yanma (riinlerinin yayllmasina neden olabilir.
Yabanci cisimler nedeniyle hastanin hava yolunun
tikanmasi.

Uyan!

Endotrakeal Ttip (ETT) ile lazer veya elektrocerrahi
aktif elektrot kullanilmasi kaginilmaz oldugu
durumlarda, tlipiin tutusmasi ve hava yolu
yangini riski yliksektir.

Bu gibi durumlarda, dogrudan lazer maruziyetini
azaltmak icin ETT, yansitici metal bant veyal
muslin ile korunmalidir. ETT'nin tutusmasi veya
hasar gérmesi olasiigi nedeniyle, ameliyat
odasinda her zaman yedek entiibasyon ekipmani
hazir bulunmalidir.

AN\
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13. Artik Riskler

Bicakcilar Risk Yonetimi Ekibi tarafindan gerceklestirilen risk
analizine gore, fayda-risk oranini olumsuz etkilemeyecek
sekilde kalan risk mimkiin oldugu kadar azaltimistrr.

14. Kullanim Onerileri

o Steril ENDOTRAKEAL TUP'(i koruyucu ambalajindan
cikarin
Balon ve sisirme sisteminin bittinligint kontrol edin.
Balonu bir luer uclu srnga ile sisirin. Sizinti kontroli.
Sinngay! tekrar takin ve balonu tamamen sondrin.
Standart ENDOTRAKEAL TUPLERIN kullanimi sirasinda
yanlislikla bagdlantinin kesilmesini 6nlemek igin 15
mm’lik konektdrii ENDOTRAKEAL TUP’e sikica takin ve
solunum devresine veya aksesuarlara sikica baglayin.
STANDART ~ ENDOTRAKEAL  TUPLER igin, tiipii
uzunlamasina kesin, entibasyondan once takill 15
mm'lik konektrii ¢ikarin ve uzunlamasina kesin.
15 mm'lik konekiéri ENDOTRAKEAL TUP'e tekrar
takin.
Su anda kabul edilen entiibasyon teknigini kullanin.
Entiibasyondan sonra, etkili bir sizdirmazlik saglamak
icin balonu minimum miktarda hava ile sisirin.
Sinngayi valften ¢ikarin.
Nefes seslerini stetoskop ile dinleyin ve ENDOTRAKEAL
TUP’Gn  dogru  yerlestirildigini ve uygun akciger
ventilasyonunu dogrulayin. Sizint icin gisirme sistemini
kontrol edin. Balon basinci rutin olarak izlenmeli ve
ayarlanmalidir.
Ekstiibe etmeden dnce balonu stndiirtin.
Su anda kabul edilen tibbi teknikleri kullanarak hastay
ekstiibe edin.
SPIRALLI  ENDOTRAKEAL TUPLER icin, hastanin
endotrakeal tlpiin takviye spirallerini 1sirabilecegi
ve dizlestirebilecedi durumlarda, bir 1sirma blogu
kullaniimas énerilir.

15. Uyarilar

Stilenin ENDOTRAKEAL TUP’iin hasta ucundan veya
Murphy géziinden disari ¢lkmadigindan emin olun.
Yapiskan bant-cilt temas alerjik reaksiyonlara neden
olabilir.

Kullanmadan 6nce Griinde hasar olup olmadigini kontrol
edin. Uriinde hasar (6rn. bikiilme, bilkilme, bozulma
veya kesik) kullanim sirasinda akisin engellenmesine
veya kesintiye ugramasina neden olabilir ve riin
performansi etkilenebilir. Hasarli tiriinleri kullanmayiniz.
Ambalaj hasarliysa, cihazin sterilitesi tehlikeye girmis
olabilir.

o islem sirasinda aseptik teknikler kullanin.



e Calisma srasinda her zaman yedek bir Urln
bulunmalidir.

Derzlerde sizinti olup olmadigini dikkatlice kontrol edin.
Yerlestirme sirasinda bir ayrima/tikanma varsa Urtinii
dedistirin.

STANDART ~ ENDOTRAKEAL ~ TUPLER igin, tiip
uzunlugunu  keserken, hava sizintisini / tikanmasini
onlemek icin sisirme hatt ile tiip arasindaki baglantidan
kacinin.

Standart boruyu uzunlamasina keserken, 15 mm'lik
konektor, distal olacak sekilde yeniden takilmamalidir.
konektoriin ucu, sisirme hatti ile ana gévde arasindaki
baglantinin  yakinindadrr. ENDOTRAKEAL TUP. Bu
meydana gelirse, sisirme sisteminde tikanma veya
sizinti meydana gelebilir.

Entiibasyondan 6nce ENDOTRAKEAL TUP liimeni sabir
agisindan kontrol edilmelidir.

Kullanicr, hava yolunun uzunlugu da dahil olmak (izere
anatomik degisiklikler icin uyariimalidir. Glivenmek CM
mezuniyet belirtecleri, higbir durumda, uzman Klinik
kararinin yerini almamalidir. STANDART ENDOTRAKEAL
TUPLER icin, kirpma tnceden kesilmis  indikatoriin
altinda meydana gelirse uzman Klinik yargisi da
kullaniimalidir (Oral; Burun).

Entlibasyondan sonra, yanlislikla pozisyon degisikligini
onlemek icin ENDOTRAKEAL TUP dogru bir sekilde
sabitlenmelidir.

Entiibasyondan sonra bir hastanin pozisyonu veya tiip
replasmani degistiginde, bunu dogrulamak onemlidir. Ttip
pozisyonu dogru kalir. Bagin asiri esnemesi (ceneden
g0gse) veya basin hareket etmesi gerekir.Entiibasyondan
sonra hasta (6r. lateral veya ylzistl pozisyona)
beklenmelidi, ENDOTRAKEAL TUP'in  pozisyonunu
kontrol etmeniz 6nerilir.

Her bir hasta icin uygun boyutta ENDOTRAKEAL TOP
seciminde uzman klinik grtis uygulanmalidir.
Entlibasyon ve eksttibasyon kabul gdrmis glincel tibbi
tekniklere gore yapiimalidir.

ENDOTRAKEAL TUP entiibasyondan 6nce yaglanirsa,
kayganlastiricinin tiip limenine girmedigini ve tikamadigini
dogrulamak onemlidir, boylece ventilasyonu onler veya
balone zarar verir.

Yanlislikla baglantinin kesilmesine katkida bulunabilecegjinden,
15 mm'lik yerlestirmeyi kolaylastirmak icin kayganlastirici
kullanmayin.

ENDOTRAKEAL TUP liimeninin kabuklanmasini en
aza indirmek ve trakeal mukozal hasan dnlemek igin
yeterince nemlendirilmis hava kullaniimalidir.
ENDOTRAKEAL TUP liimen agikhigini saglamak igin
diizenli aspirasyon yapiimalidir, ENDOTRAKEAL TUP'i
rutin olarak kontrol edin ve patentli bir hava yolunu

korumak icin gerektigi gibi degistirin.

Urlin kullanim siiresi, standart isletme prosedirlerine
ve mevcut yerel standartlara gére belirlenmelidir.
Genellikle Klinik olarak gerekli gdriildigiinde driintin
degistirilmesi dnerilir.

Kullanici, capraz bulasma risklerine karsi gerekli
onlemleri almalidir.

Kullanici, hasta/iitincti sahislarla ilgili risklere karsi
gerekli 6nlemleri almalidir.

ENDOTRAKEAL TUP tek kullanimlik ve sadece tek
hastada kullanim igin Uretilmistir: cihaz viicut sivilar,
swvilar veya gazlarla temas eder.

Cihazin yeniden sterilizasyonu riin - performansini
olumsuz etkileyebilir. Bu nedenle, digerlerinde yeniden
kullanin. Hastalar ¢apraz kontaminasyon, enfeksiyon ve
sepsise neden olabilir. Yeniden sterilize etmeyin.

© (ihaz lateks malzeme (dogal kauguk) icermez.

Balonla ilgili Uyarilar:

Entiibasyon éncesi ENDOTRAKEAL TUP balon sisirme
sistemi kontrol edilmelidir. Bu sistemde herhangi bir
kusur gériilirse ENDOTRAKEAL TUP kullanimamalidir.
Balonun tek basina “hissederek” veya dlclilen miktarda
hava kullanilarak sisirilmesi 6nerilmez, ¢linkii direng
sisirme sirasinda givenilmez bir kilavuzdur. Azot oksit
karisiminin, oksijenin veya havanin difiizjonu balon
hacmini ve basincini artirabilir veya azaltabilir. Balon ici
basincl, bir basing 6lgim cihazi ile yakindan izlenmelidir.
Balonu agin sisirmeyin. Normalde, balon basinci 25 cm
H20'yu gegmemelidir. Asin enflasyon trakeal hasara,
balonun yirtiimasina ve ardindan sénmeye veya hava
yolu tikanikligina yol acabilecek balon distorsiyonuna
neden olabilir.

Lidokain topikal aerosol kullanimi, PVC balonlarde
igne deliklerinin olusumu ile iliskilendirilmistir. Balon
sizintilarini énlemeye yardimei olmak igin bu maddeyi
kullanirken uzman klinik goris kullanilmalidir.
Entibasyon yollari igindeki cesitli kemik anatomik
yapilari (6rn. digler, konkalar) veya herhangi bir
keskin ylizeylere sahip entlibasyon aletleri, balon
biittinligtiniin korunmasi igin bir tehdit olusturur.
Entlibasyon sirasinda, ince duvarliya zarar vermemek
icin Gzen gosterilmelidir. Hastayr ekstiibasyon ve
yeniden entlibasyon travmasina maruz birakma
ihtiyacl. Balon hasar gormtigse, tip kullanimamalidir.
Tpl  yeniden konumlandirmadan énce balonu
sondurtn. Balon sigirilmis durumdayken tiiptin hareket
etmesi, olasi tibbi miidahale gerektiren veya balonun
hasar gérmesine neden olan hastanin yaralanmasina
neden olabilir.



© Sinngalar, ti¢ musluklar veya diger cihazlar sisirme
valfine uzun siire takili birakilmamalidir.

© Keskin kenarlardan kacinarak balonu hasardan
koruyun

 Entlibasyon sirasinda bulagici solunum aerosollerinin
bulasma riskini en aza indirmek icin kisisel koruyucu
ekipman (N95 solunum cihazi, yiiz siperi, g6z siperi, su
gecirmez 6nliik) kullaniimasi onerilir.

16. Advers Olaylar ve Komplikasyonlar

Asa§idaki advers reaksiyonlarin entibasyon prosedrd,
entiibasyon stiresi ve ardindan ekstiibasyon prosediir(i
sirasinda  ENDOTRAKEAL TUPLERIN kullanimi ile  iligkil
oldugu  bildirilmistir. Listeleme sirasi alfabetiktir ve sikiigi
veya siddeti gdstermez: aritenoid kikirdak vokal srecinin
asinmasl; kikirdak nekrozu; agustos bocegi olusumu; olim
de dahil olmak (izere ventilasyon yapilmamasinin sonuglari;
perikondriyumda hasar; tiim glottik alani istila eden
yogun veya yaygin fibroz gelisimi; amfizem; endobronsiyal
aspirasyon;  endobronsiyal  entiibasyon  (hipoksemi);
endotrakeobrongiyal aspirasyon; burun kanamasi; 6zofagus
entiibasyonu (mide siskinligi; farenksin ekskore edilmis
zarlari; goz travmasi; fibrin birikimi; subglottik ag olusumu;
servikal kolonun kinlmasi-luksasyonu (spinal yaralanma);
kikirdak pargalanmas; glottik ddem (supraglottik, subglottik,
retroaritenoidal); i¢ aritenoid alanin granilomu; enfeksiyonlar
(larenjit, ~sinlizit, apse, solunum yolu enfeksiyonu);
iltihaplanma; aralikl afoni ve tekrarlayan bogaz agrisi;
laringeal fibrozis, laringeal grandlomlar ve polipler; girtlak
tikanikiigi; laringeal darlik; girtlak Ulserleri; laringotrakheal
zarlar ve aglan; membrandz glottik tikanikiik; membrandz
trakeobronsit; epiglotisin hafif ddemi; mukozal dokilme;
hipoglossal ve / veya lingual sinirlerin parezi; trakeanin
delinmesi; Pnomotoraks; trakeal duvarin skar dokusu ile
degistiriimesi; solunum tikanikiigi; retrobulbar - kanama;
retrofaringeal apse; retrofaringeal diseksiyon; trakeanin
yirtiimas; bogaz agrisi; Disfaji; burun deligi darligi; stridor;
subglottik aniiler sikatrisyel stenoz; submukozal kanama;
girtlagin submukoz delinmesi; ylizeysel epitel asinmasi;
yutulan tiip; ses tellerinin  sinesisi; dis travmasi; doku
yaniklari; trakeal kanama; trakeal darlk; dudaklara, dile,
yutaklara, buruna, soluk borusuna, glottis, damak, bademcik
vb. travmalar; larinks ve trakeanin travmatik lezyonlari;
dudaklarin, agzin, farenksin lseri; aritenoid ilserleri; ve ses
teli tikaniklig, felg ve dlserasyonlar.”

17. Paketleme ve Tagima

ENDOTRAKEAL TUP birincil paketi, terminal olarak sterilize
edilmig tibbi cihazlar icin ambalajlamaya uygun fim ve
kagittan olusur.

18. Beklenen Klinik Faydalar

ENDOTRAKEAL TUP, hastalarda gazlarin veya buhararin soluk
borusuna ve trakeadan gegmesine izin vererek, hastanin hava
yolu sekline uyum saglayarak ve viicut sicakliginda travmay!
en aza indirerek solunum fonksiyonunu sirdiirmek igin oral
ve nazal entiibasyon saglar. Tasarim, calisma icin yeterli
sertligi saglar ve 1siya dayanikiidir.

19. Performans Gereksinimleri ve Sinirlamalari
Uriin kullanim  siresi, standart igletme prosedirlerine ve
mevcut yerel standartlara gore belirlenmelidir. Genellikle
Klinik olarak gerekli goriildiginde (riiniin degistirimesi
dnerilir. Stile ucu, yerlestirme sirasinda yalnizca gegici sreli
temasa sahiptir.

20. Cihazin imha Edilmesi
Urtin kontamine tibbi atik olarak atilmalidir.

21. Ciddi Olayla ilgili Bildirim

Cihaz ile ilgili olarak meydana gelecek her tirli ciddi olay,
Bicakcilar'a ve kullanicinin ve/veya hastanin yerlesik oldugu
Uye Devletin ilgili yetkili makamina bildirilmelidir.

22. Temel UDI-DI
Endotrakeal Tiipler: 8695476DP550000SZ
Entibasyon Stile: 8695476DP550B0O0VN

23. Raf Omrii
Cihazin raf 6mrii 5 yildir.

24. Depolama

Cihaz, orijinal ambalajinda 5°C - 35°C arasinda bir sicaklikta
saklanmalidir. Giines 1sigina dogrudan maruz kalmaktan
koruyun. Uygun saklama kosullar altinda, cihaz etikette
belirtilen son kullanma tarihine kadar kullanilabilir.
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CeNDINSTRUCTIONS FOR USE

1. Description

ENDOTRACHEAL TUBES are sterile, single use medical
devices made of polyvinyl chloride with a Magill curve,
cuff, inflation line, pilot balloon and one way check valve,
designed for oral or nasal intubation. A radiopaque line is
incorporated into the full length of the ENDOTRACHEAL
TUBE. Thermosensitive materials with sufficient initial
rigidity to facilitate intubation have been selected which
by nature conforms to the individual patient's respiratory
tract at body temperature ensuring minimum trauma. Each
ENDOTRACHEAL TUBE is packed with a loosely assembled
15 mm connector to enable the user to cut the tube to length.
REINFORCED ENDOTRACHEAL TUBES cannot be shortened
by design and their connectors are fixed. A stylet is provided
to facilitate oral intubation.

With high volume-low pressure cuff design, it provides even
pressure distribution over a large surface area, reducing
pressure on the tissues of the trachea. It provides continual
cuff integrity with its high-quality valve.

We will use the term “ENDOTRACHEAL TUBE” to include
BICAKCILAR ENDOTRACHEAL TUBE, RAE ENDOTRACHEAL
TUBE, REINFORCED ENDOTRACHEAL TUBE. Otherwise, the
concerned model will be mentioned.

The stylet can be used with endotracheal tubes to facilitate

the introduction of the tracheal tube into the trachea.

2. Disclaimer of Liability

ENDOTRACHEAL TUBE is not intended for use other than
indicated in the instructions for use. The manufacturer is
not responsible for problems arising from inexperience or

improper use.

3. Technical Specification
Reinforced
Size ID mm 0D mm
30 30 53
35 35 58
4.0 4.0 6.3
45 45 638
50 50 73
55 55 7.8
6.0 6.0 84
65 65 9.0
7.0 7.0 96
75 75 102
8.0 80 108
85 85 1.3
9.0 9.0 11.9
95 95 124

Standard
Size ID mm OD mm
20 20 3.0
25 25 38
30 30 45
35 35 52
4.0 40 59
4.5 45 6.5
5.0 5.0 71
55 55 77
6.0 6.0 84
6.5 6.5 9.1
7.0 7.0 9.8
75 75 10.3
8.0 8.0 1
85 85 14
9.0 9.0 12.0
95 95 12.6
10.0 10.0 13.3
4. Mode of Action

The ENDOTRACHEAL TUBE works by adapting to the shape
of the patient’s airway, thus minimizing trauma at body
temperature, and providing oral and nasal intubation in order
to maintain respiratory function. Insertion into the trachea
allows to convey gases or vapors to and from the trachea.

5. Intended Use

ENDOTRACHEAL TUBES are sterile, single use medical
devices designed for oral or nasal intubation and intended for
airway management of patients to convey gases or vapors to
and from the trachea. Endotracheal tube holder is designed to
secure the tube in place. The stylet is intended to facilitate the
introduction of the ENDOTRACHEAL TUBE into the trachea.
Intubation Stylet use is indicated if healthcare professionals
conclude that use of the stylet will facilitate easier intubation
of the ENDOTRACHEAL TUBE.

6. Intended User

The ENDOTRACHEAL TUBE is designed for use by trained
health personnel.

7. Intended Environment

The ENDOTRACHEAL TUBE can be used in medical
conditions requiring either oral or nasally airway management
of patients.



8. Intended Patient Population
The device is used in all age groups.

9. Information on Accessories and Other Devices
Intubation stylet and Endotracheal tube holder can be used
with the ENDOTRACHEAL TUBE as accessories. Endotracheal
tube holder is designed to secure the tube in place. It
consists of polyamide holder and hypoallergenic, adhesive-
backed base. A stylet, made of PVC and Aluminum, is used
to insert the ENDOTRACHEAL TUBE easily. It is inserted
within the ENDOTRACHEAL TUBE as ready to use model.
Alternatively, it can be used and provided separately as well.
The ENDOTRACHEAL TUBE is used with a syringe to inflate
cuff models.

10. Material

Polyvinyl chloride (PVC), polypropylene (PP), stainless steel,
aluminum (only for with stylet model).

11. Indications

ENDOTRACHEAL TUBES are indicated for oral or nasal
intubation and intended for airway management of patients.

12. Contraindications

* The device should not be used in patients with known
hypersensitivity to any of these components: PVC, PP,
and stainless steel.
Use of ENDOTRACHEAL TUBES in procedures which
will involve the use of a LASER or an electrosurgical
active electrode in the immediate area of the device
is contraindicated. Contact of the beam or electrode
with the tube, especially in the presence of oxygen-
enriched or nitrous oxide containing mixtures could
result in rapid combustion of the tube with harmful
thermal effects and with emission of corrosive and
toxic combustion products including hydrochloric acid.
* Obstruction of the patient's airway due to foreign objects.

Warning!

When the use of an endotracheal tube (ETT)
is unavoidable using laser and electrosurgical
active electrode, there is a high risk of tube
ignition and airway fire.

In such cases, the ETT must be protected with
reflective metal tape or muslin to reduce direct
laser exposure. Due to the possibility of ETT
ignition or damage, backup intubation equipment
must be immediately available in the operating
room at all times.

13. Residual Risk

According to the risk analysis carried out by the Bigakcilar
Risk Management Team, the residual risk has been reduced
to be as far as possible without adversely affecting the
benefit-risk ratio.

14. Recommendations for Use

® Remove the sterile ENDOTRACHEAL TUBE from its

protective package.

* Check the integrity of the cuff and inflation system.
Inflate the cuff with a luer tip syringe. Control for leaks.
Reinsert the syringe and completely deflate the cuff.
Insert the 15 mm connector into the ENDOTRACHEAL
TUBE firmly and connect to the breathing circuit or
accessories tightly, to prevent accidental disconnection
during use of standard ENDOTRACHEAL TUBES.

For STANDARD ENDOTRACHEAL TUBES, cut the tube
to length, remove the fitted 15 mm connector before
the intubation and cut at length.

Reinsert the 15 mm connector into the ENDOTRACHEAL
TUBE.

Use currently accepted intubation technique.

After intubation, inflate the cuff with the minimum
amount of air to provide an effective seal.

Remove the syringe from the valve.

Auscultate breath sounds and verify correct placement
of the ENDOTRACHEAL TUBE and proper lung
ventilation. Control the inflation system for leaks. Cuff
pressure should be monitored and adjusted routinely.
Deflate the cuff before extubation.

Extubate the patient using currently accepted medical
techniques.

For REINFORCED ENDOTRACHEAL TUBES, in
cases where the patient may bite down and flatten
the endotracheal tube’s reinforcing spirals, it is
recommended to use a bite block.

15. Warnings

Make sure the stylet does not protrude from patient
end or Murphy eye of the ENDOTRACHEAL TUBE.
Adhesive tape-skin contact may result in allergic
reactions.

Inspect the product for damage prior to use. Damage
to the product (i.e., kink crimps, distortions, or cuts)
may result in obstruction or disruption of flow during
use and product performance may be affected. Do not
use damaged product.

If the packaging is damaged, do not use as sterility of
the device may have been compromised.

Use aseptic techniques during the procedure.



A spare product must always be available during
operation.

Carefully check joints for leakage. Change the product
if there is a separation/plugging during insertion.

For STANDARD ENDOTRACHEAL TUBES, when cutting
tube length, avoid the joint between the inflation line
and the tube to prevent air leak/blockage.

When cutting the standard tube to length, the 15 mm
connector should not be re-inserted so that the distal
tip of the connector is in the proximity of the joint
between the inflation line and the main body of the
ENDOTRACHEAL TUBE. If this occurs, then blockage or
leakage of the inflation system could result.

Prior to intubation, the ENDOTRACHEAL TUBE lumen
should be checked for patency.

The user should be alerted for anatomical variations
including the length of the airway. Reliance on the
cm graduation markers should not, in any case,
be substituted for expert clinical judgement. For
STANDARD ENDOTRACHEAL TUBES, expert clinical
judgement should also be used if cropping occurs
below the precut indicator (Oral; Nasal).

After intubation, the ENDOTRACHEAL TUBE should be
fixed accurately to prevent inadvertent position change.
When a patient’s position or the tube replacement is
altered after intubation, it is essential to verify that the
tube position remains correct. Should extreme flexing
(chin-to-chest) of the head or movement of the patient
(e.g., to the lateral or prone position) be anticipated
after intubation, it is recommended to check position
of the ENDOTRACHEAL TUBE.

Expert clinical judgement should be exercised in the
selection of the appropriate size ENDOTRACHEAL TUBE
for each individual patient

Intubation and extubation should be performed
following current accepted medical techniques.

If the ENDOTRACHEAL TUBE is lubricated prior to
intubation, it is essential to verify that lubricant does not
enter and occlude the tube lumen, thereby preventing
ventilation or causing damage to the cuff.

Do not use lubricants to ease 15mm insertion as it may
contribute to accidental disconnection.

Adequately humidified air should be used to minimize
encrustation of the ENDOTRACHEAL TUBE lumen and
prevent tracheal mucosal damage.

Regular suctioning must be performed to assume
ENDOTRACHEAL TUBE lumen patency. Check the
ENDOTRACHEAL TUBE routinely and replace as
required to maintain a patent airway.

Duration of product use should be determined
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according to the standard operating procedures and
current local standards. It is generally recommended to
replace the product when clinically deemed necessary.
The user should take the necessary precautions
against cross contamination risks.

The user should take the necessary precautions
against risks related to the patient/third parties.

The ENDOTRACHEAL TUBE is produced for single use
and for single patient use only: the device comes in
contact with body fluids, liquids, or gases.
Re-sterilization of the device may negatively affect the
product performance. Therefore, reuse on other
patients may cause cross-contamination, infection, and
sepsis. Do not resterilize.

The device does not contain latex material (natural rubber).

Cuff Related Warnings:

Prior to intubation, ENDOTRACHEAL TUBE cuff inflation
system should be checked. The ENDOTRACHEAL
TUBE should not be used if any defect in this system
is observed.

Inflation of the cuff by “feel” alone or by using a
measured amount of air is not recommended, since
resistance is an unreliable guide during inflation.
Diffusion of the nitrous oxide mixture, oxygen, or air
may either increase or decrease the cuff volume and
pressure. The intracuff pressure should be closely
monitored with a pressure measuring device.

Do not overinflate the cuff. Ordinarily, the cuff pressure
should not exceed 25 cm H,0. Over inflation can
result in tracheal damage, rupture of the cuff with
subsequent deflation, or cuff distortion which may lead
to airway blockage.

The use of lidocaine topical aerosol has been
associated with the formation of pinholes in PVC cuffs.
Expert clinical judgement must be used when using
this substance, to help prevent cuff leaks.

Various bony anatomical structures (e.g., teeth,
turbinates) within the intubation routes or any
intubation tools with sharp surfaces present a threat to
maintaining cuff integrity.

During intubation, care must be taken to avoid
damaging the thin-walled which would create the need
to subject the patient to the trauma of extubation and
re-intubation. If the cuff is damaged, the tube should
not be used.

Deflate the cuff prior to repositioning the tube.
Movement of the tube, with the cuff inflated, could
result in patient injury, requiring possible medical
intervention or damage to the cuff.



* Syringes, three-way stopcocks, or other devices should
not be left inserted in the inflation valve for extended
periods of time.

* Protect cuff from damage by avoiding sharp edges.

e Use of personal protective equipment (N95 respirator,
face shield, eye shield, water-proof gown) is
recommended to minimize the risk of transmission of
infectious respiratory aerosols during intubation

16. Adverse Events and Complications

The following adverse reactions have been reported to
be associated with the use of ENDOTRACHEAL TUBES
during the intubation procedure, the intubation period and
subsequently the extubation procedure. The order of listing
is alphabetical and does not indicate frequency or severity:
abrasion of the arytenoid cartilage vocal process; cartilage
necrosis; cicatrix formation; consequences of failure to
ventilate including death; damage to the perichondrium;
development of dense or diffuse fibrosis invading the
entire glottic area; emphysema; endobronchial aspiration;
endobronchial intubation (hypoxemia); endotracheobronchial
aspiration;  epistaxis; esophageal intubation (stomach
distension; excoriated membranes of the pharynx; eye
trauma; fibrin deposition; formation of subglottic web;
fracture-luxation of cervical column (spinal injury);
fragmentation of cartilage; glottic edema (supraglottic,
subglottic, retroarytenoidal); granuloma of the inner arytenoid
area; infections (laryngitis, sinusitis, abscess, respiratory tract
infection); inflammation; intermittent aphonia and recurrent
sore throat; laryngeal fibrosis, laryngeal granulomas and
polyps; laryngeal obstruction; laryngeal stenosis; laryngeal
ulcers; laryngotracheal membranes and webs; membranous
glottic congestion; membranous tracheobronchitis; mild
edema of the epiglottis; mucosal sloughing; paresis of the
hypoglossal and/or lingual nerves; perforation of the trachea;
pneumothorax; replacement of the tracheal wall with scar
tissue; respiratory obstruction; retrobulbar hemorrhage;
retropharyngeal abscess; retropharyngeal dissection; rupture
of the trachea; sore throat; dysphagia; stricture of nostril;
stridor; subglottic annular cicatricial stenosis; submucosal
hemorrhage; submucous puncture of the larynx; superficial
epithelial abrasion; swallowed tube; synechia of the vocal
cords; teeth trauma; tissue burns; tracheal bleeding; tracheal
stenosis; trauma to lips, tongue, pharynx, nose, trachea,
glottis, palate, tonsil, etc.; traumatic lesions of the larynx
and trachea; ulceration of the lips, mouth, pharynx; ulcers
of the arytenoid; and vocal cord congestion, paralysis, and
ulcerations.”

17. Packaging and Transportation
ENDOTRACHEAL TUBE primary pack consists of film and
paper, suitable for packaging for terminally sterilized medical
devices.

18. Expected Clinical Benefits

ENDOTRACHEAL TUBE provides oral and nasal intubation to
maintain respiratory function in patients by allowing gases
or vapors to convey to and from the trachea, adapting to
the patient’s airway shape and minimizing trauma at body
temperature. The design ensures sufficient hardness for
functioning and is heat tolerant.

19. Performance Requirements and Limitations
Duration of product use should be determined according
to the standard operating procedures and current local
standards. It is generally recommended to replace the
product when clinically deemed necessary. The stylet tip only
has transient contact during the insertion.

20. Disposal of The Device
The device should be discarded as contaminated medical
waste.

21. Notice Regarding Serious Incident

Any serious incident that will occur in relation to the device
should be reported to Bigakcilar and the correspondent
competent authority of the Member State in which the user
and/or patient is established.

22. Basic UDI-DI
Endotracheal Tubes: 8695476DP550000SZ
Intubation Stylet: 8695476DP550B00VN

23. Shelf Life
The shelf life of the device is 5 years.

24. Storage

The device is recommended to be kept in its original
packaging and stored at a temperature between 5°C - 35°C
until use. Protect from direct exposure to sunlight. Under
proper storage conditions, the device may be used up to the
expiry date indicated on the label.
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- Refernas numarasi
- Catalogue number

- Lot numarasi
- Batch code

- Uretim tarini
- Date of manufacture

- Son kullanma tarihi
- Use-by date/ expiration date

- Uretici
- Manufacturer

- Tibbi cihaz
- Medical device

Etilen oksit kullanilarak sterilize
edilmistir

- Sterilized using ethylene oxide

- Tekrar kullanmayiniz
-Do not re-use

O

c € 0044

- Tekrar steril etmeyiniz
- Do not resterilize

- Tekil cihaz tanimlayicisi
- Unique device identifier

- Paket hasarliysa kullanmayiniz

ve kullanim talimatlarina bakiniz

-Do not use if package is

damaged and consult instruction
for use

- Tek steril bariyer sistemi
- Single sterile barrier system

- TOV NORD tarafindan CE

sertifikall

- CE certified by TUV NORD.

- Kullanim talimatlarina bakiniz
- Consult instructions for use
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- Glin I1g1gindan koruyunuz
- Keep away from sunlight

- Kuru yerde muhafaza ediniz

-Keep dry

35°C
5°C

- Sicaklik limiti
- Temperature limit

- Dikkat
- Caution

RADIO-OPAQUE -

Uriin radyo opaktir

- The product is radio opaque
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TIBBi CIHAZLAR SANAYi VE TICARET A.S.

Fabrika — Genel Merkez / Factory — Headquarters
(Teknik Servis / Technical Service)

Osmangazi Mahallesi, Gazi Caddesi, No: 21

Esenyurt 34522 istanbul, Trkiye

T:+90212 689 02 20

E : info@kocmedical.com

Marmara Bélge / Marmara Region

Unalan Mahallesi, Cagjla Sokak, Gamlica is Merkezi, B Blok, No:11
Uskiidar 34700 istanbul, Tirkiye

T: +90 216 285 05 00

E: info@kocmedical.com

www.bicakcilar.com
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