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I 1.1 Uriin Ad o mici integral Airwavli Silikon internal Nazal Splint 7600361-A kullanici yalnizca profesyonel cerrahlarla sinirlidir. Uriin hastane ortaminda o Genel olarak Splintler 5-10 giin b da kalabili ' perforasyon dahil nazal septal nekroz durumlari. e Bulasici partikillerden, tozdan, kirden, diger kimyasallardan, radyasyondan ve 21. BERTARAF sekilde kullanilabilmesi igin kullanicilarin kullanim konusunda bilgili olmasi E Tekli steril bariyer sistemi KNGMED MEDIKAL ELEKTRONIK SAGLIK HiZMETLERI VE KIMYASAL MADDELER
-4 Urun Adr- 24. TEMEL UDI BILGIST ..o 9 & Y P kullanilmaktadir. enetolarak splintier 5=t gun burunda katabiir: Sepsis, kanama, hematom, sinesi, enfeksiyon, perforasyon, agn, rahatsizlik, giiriltiiden uzak, givenlive sessiz bir ortama yerlestirilmelidir. Cihas tbbi stk olarak deferlendiriimel ve bu konudaki verel reatlasvont gerekmektedir. Cihazi bu kullanim talimatlarina uygun olarak kullanmak ve Katalog numarasi O ITHALAT VE iHRACAT TICARET LIMITED SIRKETI.
; . . . : X ’ : ihaz tibbi atik olarak degerlendirilmeli ve bu konudaki yerel regiilasyonlara ; 5 ; C s
L2Tarihge ..o integral Airwayli Silikon internal Nazal Splint iiriin gurubunu 1.2 Tarihge R . 6.1 Viicuttaki Uygulama Bolgesi mukozal kabuklanma, kusma, ayrilma ve gegiciisitsel dolgunluk riskleri. * Yer ve duvar kaplamalari yikanmaya dayanikli bakteriyostatik malzemeden gore bertaraf edilmelidirg v gulasy uhazml Taftar;mddurumuna ngle olup olmad|g||n| blghr‘l.emkek” uygula|y|c.||n|.?
1.3Genel Tanim .. .. .. i 4 X KNG Nasal Splint ilk olarak 2010 yilinda EZU (CE1041) tarafindan CE ile 3. URUNUN ENDIKASYONLARI . yapiimalidir. ’ sorumiulugundadir. KNG Medical, KN_GMED N?S"_i Splint’in kullanimiyla ilgili ) P . .
KULLANIM KILAVUZU 1.3.1 Cihazin Teknik zellikleri a temsil eden temel UDI numarast................ooooiiiiiiiiiiiieee 9 sertifikalandinimistir. Onaylanmis kurulus gecisi 24 Haziran 2019'da ) ] ] . o Uygulama Yeri: i¢ silikon nazal splint, dogrudan burun boslugu igerisine, zellikle e e * Ameliyathane duvar rengi kamasmay azaltan, relaks, yesil, bej, agik altin ya da . mesleki muhakeme veya uygulamadaki herhangi bir hatanin sonucu olarak veya CE isareti Dikkat Iletisim Bilgileri / Contact Information
.3.1 Cihazin Teknik Ozellikleri......._................................... internal Nazal Splint, burun ameliyati veya travma sonrasi kullanim igin endikedir. 22. BEKLENEN KLINIK FAYDALAR VE TALEPLER
i Gisi G plint, \ yatravma s ¢ ! : burun septumu (burun deliklerini ayiran kikirdak ve kemik yapi) boyunca 10. URUNUN RAF OMRU buz mavisi renklerde olmalidir. . bununla baglantili olarak ortaya ¢ikan dogrudan, dolayl, cezai veya diger zararlar 60
. . 25. UDIBILGISI - .o 9 tamamlanmig ve Urlin DNV Product Assurance AS (CE2460) tarafindan . A m
1.3.2 Etki Mekanizmasi.._...._........................................... 4 NinAat Septum operasyonlarindan sonra burun kemiklerini ve dokusunu hareketsiz hale L N L i i_statik bi i i Y icin acik veya zimni hicbir sorumluluk kabul etmez i
: . AU . belgelendirilmistir. etirerek kanamavi kontrol altina almak icin tasarlanmistir. Avrica. burun uygulanir. Silikon internal Nazal Splintlerinin raf mrii 5 yil olup, saklama kosullari * Zemin kaplamalari anti-statik bir malzeme ile kaplanmalidir. Zemin ve yizeyler KNGMED Nasal Splint'in beklenen klinik faydalari ve iddialari asagidaki gibidir: ginagikvey ¢ : Tasarim Uretim
1.3.3Malzemeler. ......................ooooii 4 Integral Airwayli Silikon Internal Nazal Splint UDI .................... 9 & stndam v " b ¢ b bl IS tYk ileoet Stabilizasyon: Burun septumunu her iki taraftan destekleyerek, yeni seklinin 0-50 (+-5°C) olarak belirlenmistir deterjan, suve mikrop éldiiriiciilerle sik temizlenebilecek yapida olmalidir. MD Depo
) ameliyatindan kaynaklanan yara dokusunun burun boslugunu tikayabilecegi U : : : : - i i ili ilmisti PG
1.3.4 Enstriimanlar (istege bagl). .. .4 26. SORUMLULUK REDDI - eeeemee e 10 Onaylanmis Kurulus DNV Product Assurance AS burunyigiyap|§|k||k\I/ar|n|da b‘nl\:emektedir 3Ug v & korunmasina ve dogru iyilesmesine yardimci olur. o _ . . * Ameliyathanelerde her ameliyathane icin ayri el ylkama alaninin olmasi KNGMED Nasal Splint, septum ameliyatlarindan sonra burun kemiklerini ve . Etilen oksit kullanilarak sterilize edilmistir Tibbi cihaz KNGMED MEDIKAL KNGMED MEDIKAL
2. KULLANIM AMAC - oo oo 5 27. GECERLILIK 10 . Veritasveien 3 1363 Hovik, NORWAY Uygularpa Oncesi: Bu“_m,'g'n_‘_jek', k.an p_'ht'lar'n' temlzleyln. Buruna _t(_)p'kél 11. STERILIZASYON TALIMATI enfeksiyondan korunmat.:la etklllls)lryontemdlr. dokusunu hareketsiz hale getirerek kikirdak septumu desteklemek, ameliyat 27. GECERLILIK Firma Adi ELEKTRONIK SAGLIK ELEKTRONIK SAGLIK
. " . . - QELERLILIR oo Onaylanmis Kurulus Adresi Phone: +47 67578800 . anestezik uygulayin. Splintin yiizeyini steril su veya salinle veya bir antibiyotik o Kullanilan lavabolar gelik ve derin olmalidir. . . )
Tibbi Cihazlar Yonetmeligi (AB) 2017/745 gore hazirlanmis ORIING i 3.1 int I Nazal Solint icin Hasta Secim Kriterleri G P . . " - . sonras 5dem ve hematom olusumunu énlemek ve kanamayi kontrol etmek igin HIZMETLERI VE KIMYASAL HIZMETLERI VE KIMYASAL
3. URUNUN ENDIKASYONLARI ......oooieeiiiiiiiiieeeeeeiee 5 98 SEMBOLLER e 10 Email: infodnvpa@dnv.com & Web: www.dnv.com -1 Internal Nazal Splint icin Hasta Secim Kriterleri kayganlastiriciyla islatarak yaglayin. Forseps veya parmaklarla tutarak splinti Uretimi yapilan Grlnlerin, Etilen Oksit sterilizasyon dongiisi KNG Medikal e Musluklar ve antiseptik soliisyon kaplari ayakli veya fotoselli ¢alisir durumda tasarlanmistir veya ameliyat sonrasi kullanihir. Ayrica, burun ameliyatindan Bu kullanim kilavuzunun yayinlanmasiyla birlikte 6nceki tiim versiyonlar gegersiz Tekrar sterilize etmeyin UDI MADDELER iTHALAT VE MADDELER iTHALAT VE
Kullanim Kilavuzu 4. URUNUN KONTRAENDIKASYONLARI oo 5 o Onaylanmis Kurulus Numarasi | (2460) 1. Ameliyat Sonrasi Hastalar: Septoplasti, rinoplasti veya turbinat ameliyati gibi burun kanali boyunca arkaya dogru tiim splint burun igine girene kadar nazikge tarafindan gergeklestiriimektedir. olmalidir. K W dok b boslug nkavabilecesi b - kilinir. KNGMED MEDIKAL ELEKTRONIK SAGLIK HIZMETLERI VE KiIMYASAL iHRACAT TICARET LIMITED IHRACAT TICARET LIMITED
. 29. URETICH BILGIST - 13 vianmis i i : i inin ivi ireci k + Kapilar temizden kirliye gegisi saglayacak sekilde tek ydnlii ve elektronik olarak aynakianan yara gokusunun burun bosiugunu fixayablriecesi burun il MADDELER ITHALAT VE IHRACAT TICARET LIMITED $IRKETi'nin her hakki saklid IRKETI iRKETI
3.1 internal Nazal Splint icin Hasta Secim Kriterleri .. ... ... 5 nazal cerrahiler geciren hastalar, silikon burun atellerinin iyilesme siirecinde sokun. . . . . . o o apiiar temizden kirliye gecisi saglayacak sekilde tek yonlu ve elektronik olara Kkl snl f: linik Veri Degerlendi $ nin her hakkisakhdir. A1 Ecargles of use ol ipmbiol 5710 “Uigus device identifier® S S
P ¢ ¢ . U, . L . i inti i i ildi Internal Nazal Splint tek kullanimlik ve EO ile sterilize edilen tibbi cihazdir. Uriin yapisikliklari da nler. (Ref: CER121150422 Klinik Veri Degerlendirme Raporu) i i
5. SUNUM 5 Yasal Uretici ------oooommonnooi 13 1.3 Genel T. sagladigi i¢ destek ve stabilizasyondan fayda gériirler. Bu hastalar, atellerin Uygulama Sonrast: Forseps ile splinti burundan nazikge cekin. Cikarirken cildi ! alsplin : calismalidir. oaret hasaries kull wl Lo Adres 29 Ekim Mah. 10007 k. _ 29 Ekim Mah. 10007 k. _
SSUNUM iletisim Bileileri 13 -3 Genel lanim sagladigi ek destek sayesinde iyilesme strecinde olusabilecek komplikasyon germeyin. Cihaziyerel protokole uygun olarak tibbi atik olarak atin. Ven'.‘;"e” sterlI!zle ed‘llzmizvetekrarkuIIa:lIIalumalz. il o . . . . . . aket hasarliysa kullanmayin ve kullanim % lriez Tekil Cihaz Tanimlayicisi No:26/B Menemen /IZMIR | No:26/B Menemen / IZMIR
6. KULLANIM TALIMATI 5 .5 ? BHEIT - - oovrerere e Nazal splint, burun igine yerlestirilen ve burun cerrahisi sonrasi burunun dogru riskini azaltir. Sterilizasyon is emiln e %100 EtO gazi kullaniimistir. Islem 37-54°C'de 16 saat 18. TEMAS YAPISI VE SURESI 23. CIHAZIN PERFORMANS OZELLIKLERI talimatlarina bakin. Telefon +90 232 8334262 +90 2328334262
6.1 Viicuttaki Uygulama BBIZESi. ... . ..ooooooooeooeeeeeee 6 30. CIDDI OLAYA iLISKIN BILDIRIM - eeeeeeeeeeeee e 13 pozisyonda iyilesmesine yardimci olan bir tibbi cihazdir. Genel olarak, burun 2. Nazal Yapisal Sorunlari Olan Hastalar: Nazal septum veya lateral nazal 7. Uyarilar boyunca gergeklesir. Genel olarak splintler 5-10 giin burunda kalabilir. ) o 3 ) 28. SEMBOLLER
I{ M E D ToUVANIAE oo 6 ameliyatlarinda, burun travmalarinda veya burun seklinin duizeltiimesi gereken duvarda diizeltmeleri cerrahi olarak yapilmis sapmalar, kiriklar veya diger yapisal « Uriinler tek kullammlik ve sterildir. Afnellyat.Sf)nravm burun kemiklerinin veya kikirdaklarin dogru pozisyonda et WEB www.kngmed.com
71 Snlemler 6 d.urumlarda kullanilir. Nazal ts,,f)hntler, cesitli arqaslarla kuIIan|Iab|Ier.1 (}e.§IF|I ér)ormalliklgre. sahip bir(J:Yler, postoperatif dénemde koreksiyonun korunmasi « Ambalaj hasarliysa kullanmayiniz. 12. HEDEF KULLANICI Integral Airwayli Silikon internal Nazal Splint icin Viicut Temasi Irz/lleskmt?s!nl salglamilf icin bt?lt.Jrun |<;|ne“|yerle§t|r||en splintler, bu dokularin sembol sembol Bashis Kirilabilir dikkatli tagiyiniz L L A LA T info@kngmed.com
. . . ’ i R t'lplerde ve materya“erde“OIablllr_ler' BUFUP .cerrahls.l %onrvaSI burun kemlklermm_ icin atellere ihtiyag duyabilirler. e Urtin Yeniden kullanilirsa enfeksiyomara veya ¢apraz kontaminasyona y0| acar. o . oL . EN ISO 10993-1:2020 Standardina gore degerlendirilmistir. areketinisiniriayarakimmobllizasyon saglar. E-Posta kurumsa|@kngmed'com
)XN&"’%W adrest » 8. RISK ANALIZI oo 6 ve/veya kikirdaklarin dogru pozisyonda iyilesmesini saglamak, burunun yeni 3. Nazal Adezyon Riski Yiiksek Olan Hastalar: Septum ve turbinatlar veya lateral « Sadece silikon hammaddesinden tiretilen bu irin rontgenile gortintiilenemez. Bu lrln yalnizca cerrahi konusunda egitimli Saglik Uzmanlari tarafindan ) N _ ) Kullarum talimatlarina bakin veva elektronik o
G VAN ETKILER oo 7 seklini desteklemek, 6dem ve sisligi azaltmak, dokularin korunmasina yardimei nazal duvar arasinda adezyon (skar dokusu) gelistirme riski artmis olan hastalar, « Goriintiileme icin MRI dnerilir kullaniimalidir. Cerrah uygulama sirasindaki islemleri kendi tip egitimi ve — Burun ameliyatlari sonrasi burunun yeni seklini korumak ve olusabilecek 6dem ll limat] bak v /f\ Giines 1sigindan uzak tutun QTY: XXX Pair Miktar
olmak, solunumu kolaylastirmak gibi amaglarla nazal splintler kullanilabilir. nazal atel kullanimi tavsiye edilebilir. Ateller, yiizeylerin birbirine yapismasini S ¢ o L ) tecriibesiyle degerlendirmelidir. EN 1SO 10993-1:2020 Standardina gére Viicut Temasi Yapisi ve sigligi azaltmakigin destek saglar. ullanim talimatlarina bakin \ $ 1318 .
10. URUNUN RAF OMRU - 7 ' : o ead L ,dY_ et » yuzey yapis » Uretim ve son kullanma tarihi ambalajin izerindedir. 30. CiDDi OLAYA iLiSKiN BiLDiRiM
o A azaltarak adezyon riskini distirebilir. . i, - N S . :
11. STERILIZASYON TALIMATI -...oeoimiiii i 7 1.3.1 Cihazin Teknik Ozellikleri 4.iyilesme Sorunlari Olanlar: Daha énceki nazal ameliyatlardan komplikasyonlar Yerel kurallara uygun olarak bertaraf ediniz. - Kategori Yuzey Tibbi Cihaz Hastalarin rahatlamasina ve iyilesme siirecine katkida bulunabilirler. Ozellikle L
) o ; il L d | lan birevler. silikon b * Kullanimdan hemen 6nce steril posetiaginiz. 13. HEDEFLENEN HASTA POPULASYONU ameliyat sonrasi sislikleri azaltarak solunumun kolaylasmasina yardimci G N ) | d lar ftalat i Avrupa Birligi'nde ve ayni dizenleyici rejime (Tibbi Cihazlar Hakkinda
12, HEDEF KULLANICE -.coiciiiiiii i 7 internal Nazal Splintleri silikon malzemeden Gretilmistir. Bazi Steril Silikon yagamig veya lyllesme surecinde soruniar yagamig olan bireyler, silikon burun « Uretim Tarihi ve Son Kullanma Tarihi paketin tizerindedir. Temas Bozulmus veya Sinirl yiizey olabilirler Uretici firma Kuru yerde muhafaza edin Hastayla temas eden pargalar ftalat icermez 2017/745/AB Yénetmeligi) sahip ilkelerde bulunan bir hasta/kullanici/iiciinci
13. HEDEFLENEN HASTA POPULASYONU .- oo 7 internal Nazal Splinti, ameliyat sonrasi blgeden nefes almayi saglamak igin hava atellerinin sagladig ek destekten fayda gorebilirler. ) « Beklenmeyen bir etki durumunda doktorunuza danisiniz. Yas 18 yas ve (zeri yas araligi ' taraf icin; bu cihazin kullanim sirasinda veya kullaniminin bir sonucu olarak ciddi
14. TIBBi DURUMLAR 7 yollari igerirken, digerleri yerlestirme ve gikarma kolayligi saglamak icin ayrilir. 5. Hastanin Toleransi ve Uyumu: Gereken siire boyunca, bu stire cerrahin e Urtinle ilgili bir sorunla karsilasirsaniz firmamizlailetisime geginiz. " Temas Siiresi B — Uzun siireli (>24 saatten 30 giine kadar) - ) . . bir ol q i litfen b retici lusal mak bildiri
o RBTEEREIVIEAR oo e e e Bazi tasarimlarda hassas dokulara siniis drenaji saglamak icin bircok perforasyon tavsiyesine bagli olarak bir hafta veya daha fazla olabilir, atelin varligini tolere Kilo Sinirlama yok Burun icindeki zarlari, dokulari ve ameliyat sonrasi olusabilecek kabuklanmalari Ir olay meydana gelirse, lutien bunu ureticye ve ulusal makaminiza biidirin.
inli i . X } ! .. & icin bi i ili Ureti ihi i Ciddi bir olayi bildirmek igin bu cihazin Ureticisinin iletisim bilgileri asagidaki
15. BIRLIKTE KULLANILAN CIHAZLAR ..o 7 mevcuttur. Digerleri cerrah veya hemsire tarafindan kesintiye ugratilabilir. Bu edebilecek ve postoperatif bakim talimatlarina uyacak hastalar. 7.1 Onlemler saglik Sorunu Septum cerrahisi sonrasi o o o o 6nlemekicin bir bariyer olusturabilirler. Uretim tarihi Sicaklik siniri Hastayla temas eden parcalar lateks icermez ‘bidir: Y ¢ 3 g 538
16. AKSESUAR LISTESI .7 Uiriin, 18 yas ve Ustii arasindaki yetiskin hastalar icin kullanilir. Uriinler, cocuklarin Bu driin icin 6nlemler gerekli degildir MDR, baska bir cihaza esdegerlik gosterilirken teknik, biyolojik ve klinik L . - g '
tedavisi icin veya hamile veya emziren kadinlarin tedavisi icin tasarlanmamistr. ce ae ae . ’ Uyruk Sinirlama yok ozelliklerin dikkate alinmasini gerektirir.1. Biyolojik esdegerlikle baglantili olarak, Burun gegitlerini agik tutarak, ameliyat sonrasi solunumu kolaylastirabilirler.
17, KULLANIM ORTAMI - 8 ilag ve biyolojik madde icermemektedir ' 4. URUNUN KONTRENDIKASYONLARI 8. RiSK ANALizi MDR, s6z konusu cihazin, esdeger cihazla ayni insan dokulari veya viicut sivilari ﬁ Oretici Uik % Nem simirlamasi Mistei Ad K NGMED VIEDIKAL ELEKI RONIK SAGLIK RIZMETLERT VE
. . g . o X . . . : . retici Ulke Ustei Adi : - X H
18. TEMAS YAPISI VE SURESI ---o-ooooooococo e 8 Bilinen herhangi bir kontrendikasyon yoktur. Cihazlarin patlama, yangin gibi riskleri yoktur. Cihazlar herhangi bir yanici madde 14. TIBBi DURUMLAR gi telmaskhz"ndbe olan ayni ”jalter_\’a”e“ veye madgz'elf' kg”ag”;?f'nl' ta'EF{Ede“ 24. TEMEL UDI BiLGisi TR SO ; Firma Adi | KIMYASAL MADDELER ITHALAT VE IHRACAT TICARET
URUNU . . ) .. . L olarak, bu, bozunma Uriinleri ve sizabilir maddeler de dahil olmak izere, . iMi i i
19. URUNUN CIKARTILMASI oo 8 1.3.2 Etki Mekanizmasi icermez. Kikirdak septum destegi gerektiren septum operasyonlarini igerir. " A . T LIMITED SIRKETI
. . . T . benzertirde ve temas sliresi ve maddelerin benzer salim 6zellikleriigin olmahdir. —
5. SUNUM
20. SAKLAMA KOSULLARI ..o 9 . - . Urlin herhangi bir nedenle kontamine olmussa ve steril 6zelligini kaybetmigse ; ) oL o : Son Kullanma Tarihi: Adres 29 Ekim Mah. 10007 Sk. No:26/B Menemen / iZMIR
21 BERTARAF 0 Zepltum operaslvolnll(arlndan scl)nra blurtlm bosllugunl: desteklemek igin burun Urin tek steril pakette 2 adet olarak paketlenmistir (6rmegin yere diisme) kullaniimamali ve yeni bir ambalajla degistirilmelidir L. . Integral Airwayli Silikon Internal Nazal Splint Girtin gurubunu temsil eden Son kullanma tarihi Tekrar kullanmayin Musteri Adresi
. A . Lo s BERIARAF oo osluguna Steril Silikon Internal Nazal Splinti yerlestirilir. : ' 15. BIRLIKTE KULLANILAN CIHAZLAR T temel UDI numarasi: 869994760NSBA Use by Date: Telefon +90232 8334262
(NGMED MEDIKAL ELEKTRONIK SAGLIK HiZMETLERI VE KiMYASAL . 80 adet steril paket de bir kutuda paketlenmistir. : 19. URUNUN CIKARTILMASI
MADDELER iTHALAT VE [HRACAT TICARET LIMITED SIRKETi 22. BEKLENEN KLINIK FAYDALAR VE TALEPLER 1.3.3 Malzemeler Septoplasti sonrasi burun tamponu yapisiklik, kanama, hematom ve septal Birlikte Kullanilan cihazlar bulunmamaktadir. et b : ’ - WEB www.kngmed.com
- '. i erforasyon gibi komplikasyonlari énler. Herhangi bir olumsuz durumda doktor Splinti steril bir ortamda eldivenle kavrayniz ve nazikce cekiniz. iLGiSi
29 Ekim Mah. 10007 Sk. No:26/B Menemen /iZMiR Uriinlin hammaddesi sivi silikondur. 6. KULLANIM TALIMATI Eontroluygeregklidir plikasy ’ & Yerel regiilasyonlara uygun olarak yerlestiriniz. 25. UDI BILGISI LOT Sira numarasi X Pirojenik olmayan Ep info@kngmed.com
‘ o i itede has * Burun igi flarda kalan kan pihtil izleyiniz. : i i - - -Posta
_ 1.3.4 Enstrimanlar (istege bagh) . B::z:a:ctlgd:(;/f:nt:srfez?ria malzan an pihtiiarini temizleyiniz KNGMED'in Risk Yénetimi Ekibi tarafindan gergeklestirilen risk analizi, artik riskin 16. AKSESUAR LISTESI . integral Airwayli Silikon internal Nazal Splint UDI: 8699947600361 kurumsal@kngmed.com
Uriine ait enstriiman bulunmamaktadir. P yapiniz. miimkiin olan en diisiik seviyede oldugunu belirlemistir. Herhangi bir aksesuar yoktur. MDCG 2020-5 Clinical Evaluation - Equivalence A guide for manufacturers and notified bodies
2 3 4 5 6 7 8 9 10 il 12 13
1. PRODUCT DESCRIPTION 2. INTENDED USE 6. DIRECTIONS FOR USE 8. RISK ANALYSIS 14. MEDICAL CONDITIONS
. . . : . 19. PRODUCT REMOVAL
g(a)tceNo . BF7UO7182§17 1.1 Product Name Intended use of internal nasal splints; To support the cartilaginous septum, to e Clear the blood clots on the side The devices have no risks such as explosion or fire. Devices do not include any Septum operations that require cartilaginous septum support. Grasp the splint with gloves in a sterile environment and pull it gently, 26. DISCLAIMER OF LIABILITY symbol symbol Title symbol symbol Title 29.MANUFACTURER INFORMATION
RevNo :07 Table of Contents product N oroduct Ref P prevent post-operative edema and hematoma formation. Splints allow post- * Make a topical anesthesia to the nose. flammable materials.If the product is contaminated for any reason and loses its 15. COMBINED DEVICES Dispose of in accordance with local regulations. Inord KNGMED Nasal Sli felv and Wi d ithth Legal Manufacturer
Rev Date - 13.03.2024 1. PRODUCT DESCRIPTION - o oo oo 17 22. EXPECTED CLINICAL BENEFITS AND CLAIMS - oo 22 roduct Name roduct Reference Code operative breathing through the airway. Intended user for nasal splint is * Fold the surface of the splint longitudinally by lubricating it with sterile sterile property (for example, falling on the floor), it should not be used and ) A Inorderto use asal Splint sately and correctly in accordance with the - R ) ) ; ) ) )
T 1.1 Product Name 17 23 PERFORMANCE CHARACTERISTICS OF THE DEVICE 2 silicone Internal Nasal Splint with Integral Airway 7600361-A restricted to professional surgeons only. The product is used in hospital water or saline or antibiotic lubricant (Silicone splints can be cut to size). N Id‘t); P | y dwith pie § & ’ There are no devices used together. 20. STORAGE CONDITIONS instructions ‘for Use, usirls must be knﬁwlzdg{aablfe about ;he" use: : |shthe E Catalog Number O Single sterile barrier system KNGMED MEDIKAL ELEKTRONIK SAGLIK HiZMETLERi VE KIMYASAL MADDELER
. . PERFORMANCE CHARACTERISTICS OF THE DEVICE ..o oo environment. « Gently place the splint alone the nasal canal posteriorly until the entire should be replaced with a new package. i practitioner’s responsibility to use the device in accordance with these iTHALAT VE IHRACAT TICARET LIMITED SIRKETI.
L2History ... 17 24. BASIC UDI INFORMATION - -+ oo oo 22 1.2 History splint\i/spin the nosz, ho|dinggit with a wedge gr finger. ! Nasal packing after septoplasty prevents complications such as adhesions, Therc:elgr-e rl;:sau.[c(e)sl:o‘:(!\sw ACCESSORIES COVERED E:)O:g:tesx?)fsztrc;rigdb:rt‘cl:ivi(:::tleil?g(l:;s C) temperature. instructions for use and to determine if the device is suited to the patient's . .
1.3 General Description ... 17 - . - . KNG Nasal Splint was initially CE-marked by EZU (CE1041) in 2010. * In general, the splint may remain in the nose for 5-10 days. bleeding, hematoma, and septal perforation. In case of any adverse situation, a ' : situation. KNG Medical accepts no liability, express or implied, and no .
INSTRUCTION MANUEL The basic UDI number representing the Silicone Internal Nasal Splint e . . 3. PRODUCT INDICATION responsibility for any direct, indirect, punitive or other damages arising as a . Caution Contact Information
1.3.1 Technical specifications of the device -.............................._. 17 A notified body transition was completed in 24 June, 2019, and the doctor's control is required. 17. USE ENVIRONMENT 21. DISPOSAL it of or i ion with . fessional iud ; CE Marking
; with Integral Airway product line .................ocooo 22 product was certificated by DNV Product Assurance AS (CE2460). The Internal Nasal Splint is indicated for use after a nasal surgery or trauma. After . - The risk analvsis carried out by the KNGMED'S Risk Management Team has Nasal splint is used in operating rooms. The operating rooms' features are listed The device must be treated as a medical waste and disposed of in accordance result of or in connection with any errors in professional judgement or practice 460 :
1.3.2Mode of action.................. 17 the septum operations in order to control bleeding by immobilizing bones and 6.1 Application Site in the Body ) Y : ] y. ) & below ’ with local regulations. relatedto the use of KNGMED Nasal Splint. Design Production
1.3.3Materials - oo 17 25. UDFINFORMATION ..o 22 e d Bod tissue of the nose. It also prevents intranasal adhesions, where scar tissue from Application Site: The int Lsil | solint is direct] lied within th determinedthatthe residual riskis as low as reasonably possible. ShOL;|d be located in a safe, quiet environment away from infectious particles -- M D Medical e Warehouse
i - N . Notified Body DNV Product A AS ) i ite: The internal silicone nasal splint is directly applied within the . 2 2 m sterilized usine ethvl id edica - -
1.3.4 Instruments (ophonal) ------------------------------------------------- 18 Silicone Internal Nasal Spllnt with Integral Airway UDI ... 22 - rol ue ssurance‘ nasal surgerycan blockthe nasal cavity. nasal cavity’ especia”y a|ong the nasal septum (the cart“age and bone structure dust, dirt, other Chemica|s, radiation and noise. 22. EXPECTED CLINICAL BENEFITS AND CLAIMS 27 VALIDITY ertiized using ethylene oxide KNGMED MED”SAL KNGMED MED”SAL
2. INTENDED USE 18 26. DISCLAIMER OF LIABILITY ..o 23 Notified Bodv Address peritasvelen 3 1363 Hovik, NORWAY that separates the nostrils). 9. ADVERSE REACTIONS « Floor and wall coverings should be made of wash-resistant bacteriostatic - 4 _ _ . ELEKTRONIK SAGLIK ELEKTRONIK SAGLIK
Instruction for Use is prepared according to Medical Devices Y iji_?-' _ Infecti ¢ istent bleedi dislod t of th ki material. The expected clinical benefits and claims of KNGMED Nasal Splint are as follows: o o ] ) ) C N HIZMETLERI VE KIMYASAL HIZMETLERI VE KIMYASAL
3. PRODUCT INDICATION oo oo 18 27 VALIDITY - oo 23 Email: infodnvpa@dnv.com & Web: www.dnv.com 3.1 Patient Selection Criteria for Silicone Nasal Splint nfection, recurrent or persistent bleeding, dislodgement of the packing ) ) Upon publication of this instruction for use, all previous versions are superseded. . ompany Name| \,ApDELER iTHALAT VE MADDELER iTHALAT VE
i : : ilization: i iding i itati i ; i ; e The wall color of operating room should be in colors that reduce glare, relax ) Do not resterilize uUDI : ; i ; ; i
Regulation (EU) 2017/745 . S, . " Stabilization: It supports the nasal septum from both sides, aiding in the necessitating medical attention, trauma to intranasal tissues and/or nasal septal perating glare, relax, | splint is desiened d el h All rights reserved by KNGMED MEDICAL ELECTRONIC HEALTH SERVICES AND iHRACAT TICARET LIMITED | IHRACAT TICARET LIMITED
3.1 Patient Selection Criteria for Silicone Nasal Splint ....................... 18 Notified Body Number (2460) - : . . ; U . : . L . ) beige. licht gold. orice bl KNGMED Nasal Splint is designed or used postoperatively to support the - A - A
28, SYMBOLS - - - e 23 1. Post-Surgical Patients: Patients who have undergone nasal surgeries like maintenance of its new shape and proper healing. necrosis including nasal septal perforation. green, beige, lightgold, orice blue. lagi . d dh f . CHEMICAL MATERIALS IMPORTALAT VE EXPORT TRADE LIMITED COMPANY. SIRKETI SIRKETI
4, PRODUCT CONTRAINDICATIONS . -« oo 18 59, MANUFACTURER INFORMATION 26 septoplasty, rhinoplasty, or turbinate surgery are primary candidates for silicone Sepsis, hemorrhage, hematoma, synechia, infection, perforation, pain, * Floor coverings should be covered with an antistatic material. Floors and ca:jt] aganL;sl)slepLgm, zreYe“t pgit-gpegatlvee edma} an imr?toma orgatlohn, el e b L 29 Ekim Mah. 10007 Sk. No:26/B | 29 Ekim Mah. 10007 Sk. No:26/B
5. PRESENTATION oo 18 S R R 1.3 General Description nasal splints. These patients benefit from the internal support and stabilization Before Application: Clear the blood clots in the nose. Apply a topical anesthetic discomfort, mucosal crusting, emesis, dehiscence, and temporary aural fullness surfaces should be in a structure that can be cleaned frequently with detergent, sgptlj;n(t)r;)erat?;nsmﬁ alz(;?rz\?er:tz::ia:ansj :;he:iisnusexh:rfszgfzsiu:;r;; Do not use if package is damaged and R Unique Device Identifier Address Menemen /IZMIR - TURKIYE | Menemen / iZMIR - TURKIVE
Legal Manufacturer- ... 26 ) that the splints provide during the healing process. to the nose. Lubricate the surface of the splint by wetting it with sterile water or risks. waterand germicides. : X ’ > : consult instructions for use (s msasanen
6. DIRECTIONS FORUSE ..o 19 ] Anasal splint is a medical device that is placed inside the nose and helps the nose saline or with an antibiotic lubricant. Holding it with forceps or fingers, gently * Having a separate hand washing area for each operating room in operating nasal surgery can block the nasal cavity. (Ref: CER121150422 Clinical Evaluation Telephone | +90 232 833 42 62 +90 23283342 62
6.1 Application Site inthe Body ..............oooiiii . 19 Contact INFOrMation .- -----coovroererecnnncii e 26 recover in the correct position after nasal surgery. It is generally used in nose 2. Patients with Nasal Structural Issues: Individuals with deviations, fractures, or insert the splint posteriorly along the nasal canal until the entire splint is in the 10. SHELF LIFE OF THE PRODUCT roomsis an effective method in preventing infection. Report) 28. SYMBOLS WEB www.kngmed.com
I{N M E D 7 WaMINGS ... oo 19 30. NOTICE REGARDING SERIOUS INCIDENT ... 26 surgeries, nasal traumas or situations where the shape of the nose needs to be other structural abnormalities of the nasal septum or lateral nasal wall that have nose. Shelf life of the Silicone Internal Nasal Splints is 5 years and the storage * The sinks used should be made of steel and deep. 23. PERFORMANCE CHARACTERISTICS OF THE DEVICE I Fragile, handle with care T .
7.1 Precautions 20 correcte‘d. Nasal splints comeina Yanety of types and materials that can be U§Ed been corrected surgically may require splints to maintain the correction during conditions are determined as 0-50 (+-5°C). e Faucets and antiseptic solution containers must be foot or photocell working. . Symbol Symbol Title (01101254567881011(11)200622117]240822(21)aB33B838 E-Mail info@kngmed.com
)XNG lliborin adress ’ PRI e fora variety of purposes. Nasal splints can be used for purposes such as ensuring the postoperative period. After Application: Gently pull the splint out of the nose with forceps. Do not * Doors should be one-way and electronically operating, providing transition Splints placed inside the nose to ensure that the nasal bones or cartilages heal in . kurumsal@kngmed.com
eI S RISKANALYSIS - oo 20 that the nasal bones and/or cartilages heal in the correct position after nose stretch the skin when removing. Dispose of the device as medical waste in 11. STERILIZATION INSTRUCTIONS from cleantodirty. the correct position after surgery provide immobilization by limiting the Consultinstructions for use or consult ;\.//\ QTY XXX P i i
9. ADVERSE REACTIONS ... 20 surgery, supporting the new shape of the nose, reducing edema and swelling, 3. High Risk of Nasal Adhesions: Patients who are at an increased risk of accordance with local protocol. ) . . N movement of these tissues. electronic instructions for use | Keep away from sunlight . air Quantity
; : iltat ; . ) . . KNG Medikal carries out an Ethylene Oxide sterilization cycle of the
10. SHELF LIFE OF THE PRODUCT 20 helping protect tissues, and facilitating breathing. developing adhesions (scar tissue) between the septum and the turbinates or ‘ dorod ¥ v 18. NATU_RE AND D_UBATION OF CONTACT 30. NOTICE REGARDING SERIOUS INCIDENT
. o . lateral nasal wall might be advised to use nasal splints. The splints can help keep manufactured products. In general, the splint may remain in the nose for 5-10 days. Provides support to maintain the new shape of the nose and reduce edema and .
11. STERILIZATION INSTRUCTIONS ... oo 20 1.3.1 Technical Specifications of the Device the surfaces apart to reduce the risk of adhesions. 7. Warnings Silicone Internal Nasal Splint with Integral Airway is a single use medical device Body Contact has been evaluated for Silicone Internal Nasal Splint with swelling that may occur after nose surgeries. Manufacturer = Keep dr Patient contact parts do not contain phthalate For a patient/user/third party in the European Union and in countries with an
12.INTENDED USER ..., 20 Internal Nasal Splints are made of silicone materials. Some contain airways to « The broducts are disposable and sterile and sterilized by EO. The product cannot be re-sterilized and reused. Integral Airway according to the EN ISO 10993-1:2020 Standard. P identical regulatory regime (Regulation 2017/745/EU on Medical Devices); if,
13. HEDEFLENEN HASTA POPULASYONU / INTENDED PATIENT POPULATION ... 20 allow breathing from the post-operative site, while others are split to provide 4. History of Poor Healing: Individuals with a history of poor healing or those " P o E o o 100% EtO gas was used in sterilization process. Process takes place at 37-54°C for They can contribute to the relief of patients and the healing process. They can during the use of this device or as a result of its use, a serious incident has
14. MEDICAL CONDITIONS ease of insertion and removal. In some designs, there are many perforations to whq have had compllca‘u.o.ns from previous nasal.surgerles may benefit from the t.Jhot usei t e pa? agln.g amaged. o 16 hours. Nature of Body Contact according to EN ISO 10993-1:2020 Standard help facilitate breathing, especially by reducing swelling after surgery. | | accurted, plgase rep§rt e e rer and. o your B autho.rity.
provide sinus drainage to sensitive tissues. Others may be interrupted by the additional support thatsilicone nasal splints provide. e Ifitisreuseditlead infections or cross contamination. Date of Manufacture Temperature limit Patient contact parts do not contain latex The contact information for the manufacturer of this device to report a serious
15. COMBINED DEVICES ... surgeon or nurse. This product is used for adult patients that are in between age « This product, which is made only of silicone raw material, cannot be displayed 12. INTENDED USER Category Surface Medical Device They can create a barrier to prevent the membranes, tissues inside the nose and incidentisas follows:
16. LIST OF ANY ACCESSORIES COVERED range of 18 and greater. Products was not designed for treatment of children or 5. Patient's Tolerance and Compliance: Patients who are willing and able to with x-ra * crusts that may occur after surgery.
not treatment of pregnant or nursing women. It does not contain drugs and tolerate the presence of the splint for the required duration, which can be a week ) . This Product should only be used by Healthcare Professionals trained in surgery. Contact Breached or compromised surface - —— - -
17 USEENVIRONMENT. .- oo 21 biological substances. or more, depending on the surgeon's advice. Compliance with postoperative * MRIis recomended forimaging. The Surgeon should evaluate the procedures during implementation in their They can facilitate postoperative breathing by keeping the nasal passages open. TR Country of Manufacturer % Humidity limitation Customer Name Company KNGMED MEDIKAL ELEKTRONIK SAGLIK HIZMETLERI VE
18. NATURE AND DURATION OF CONTACT ......ooiiiieeiiiiee e 21 careinstructions is crucial for the effectiveness of the splints. « The production and expiry dateis on the packaging. own medical education and experience Contact Duration | B — Prolonged (>24 h to 30 d) = Name E'mm%’\;ig"KAEgPELER ITHALAT VE IHRACAT TICARET
19. PRODUCT REMOVAL ... .ot 22 1.3.2 Mode of action e Dispose of in accordance with local regulations. 24. BASIC UDI INFORMATION —
20. STORAGE CONDITIONS ..o 22 Sterile Silicone Internal Nasal Splints are placed in the nasal cavity to support the 4. PRODUCT CONTRAINDICATIONS * Open the sterile pouch right before the use. 13. INTENDED PATIENT POPULATION MDR requires that technical, biological, and clinical characteristics are g son Kullanma Tarihiz |\, date @ Do not re-use Customer Adress Address 29 Ekim Mah. 10007 Sk. No:26/8 Menemen / iZMiR - TURKIVE
21. DISPOSAL nasal cavity after septum operations. There are no known contraindications « Production Date and Expiry Date are on the package. Ave A ranze of 18 and areater considered when demonstrating equivalence to another device. In connection The basic UDI number representing the Silicone Internal Nasal Splint with Use by Date: Telephone | +90 232 83342 62
. « In case of an unexpected effect, consult to your doctor. 8 g g g with biological equivalence, the MDR demands that the subject device uses the Integral Airwayproduct line: : 869994760NSBA WEB www.knemed.com
1.3.3 Materials 5. PRESENTATION « If encountered a problem with the product, contact our company. Weight No limitation same materials or substances in contact with the same human tissues or body ; Temee.
- is liquid sil : ' ' : , . » . N 25. UDI INFORMATION LOT Batch Code Non-pyrogenic info@kngmed.com
Raw material of the product is liquid silicone. : fluid th lentd Additionally, th t be f lar kind and . i @kng
. I The product is packaged as 2 pieces in one sterile package. . Health After Seprum Surgery for all adult patients ul 5.35 € equivalen (.ew.ce. itionally, this mus e forasimi ar. in a.n E-Mail kurumsal@kngmed.com
1.3.4 Instruments (optional) 80 sterile packages are also packed in a box. 7.1 Precautions ded forth ) Nationality No limitation duration of contact and similar release characteristics of substances, including Silicone Internal Nasal Splint with Integral Airway UDI:8699947600361|
There are no instruments for the product. Precautions are not needed for this product. degradation products and leachables.
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