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NASOPHARYNGEAL AIRWAY WITH FIXED FLANGE en

PLEASE READ ALL INSTRUCTIONS CAREFULLY BEFORE USE!

Product Description
Fixed Flange Nasopharyngeal Airways consist of a fixed flange and a tube.

The following Fixed Flange Nasopharyngeal Airways are not made with natural rubber

latex:

* Robertazzi Nasopharyngeal Airways (green, Mediprene material) — Product numbers
beginning with 1231 and 185410

« Robertazzi Nasopharyngeal Airway Kits (green, Mediprene material) — Product
numbers 1231 and 1232

« PVC Nasopharyngeal Airways (translucent, clear material) — Product number
beginning with 1233/125410

* PVC Nasopharyngeal Airway Kits (translucent, clear material) — Product numbers
1233 and 1234

Maximum duration of use for Nasopharyngeal Airway : up to 24 hours
Intended Use

To provide a patent airway for a patient with a blockage or potential blockage of the nasal
cavity or nasopharynx.

Contraindications

Traumatic brain injury or central facial fractures, basilar skull or cribriform fractures,
anticoagulant therapy, coagulation disorders, transphenoidal surgery, and new
postoperative rhinoplasty or septoplasty because it can cause tissue trauma or damage
the newly altered structural integrity of the surgical site.

Direction for Use

1) Lubricate the airway with a small amount of water soluble lubricant. Gently insert the
airway into nostril until the fixed flange rests against the nostril. Do not force. Gently
rotate the airway to ease entry. If insertion is not possible, apply the tube via the
contralateral nostril.

2) If a suction catheter is used through the central lumen of the nasopharyngeal airway,
ensure correct size and lubricate the outer surface of the suction catheter prior to
inserting it into the airway for mucous clearance/removing body fluids purpose.

Grasp the flange with one hand while inserting the suction tube with the other hand.
Caution: Avoid using strong force when introducing the suction catheter into the airway.

3) If face mask is used in conjunction with the nasopharyngeal airway, ensure fitting of
face mask does not press against or push the airway into the nostril.

A Warning

CAUTION:
- Do not force the system through the nose, should significant resistance exist.
- Do not attempt insertion where lesions or infection in the nose is observed.

@

Re-processing of medical devices intended for single use only may result in degraded
performance or a loss of functionality. Re-use of single use only medical devices may
result in exposure to viral, bacterial, fungal, or prionic pathogens. Validated cleaning
and sterilization methods and instructions for reprocessing to original specifications are
not available for these medical devices. This product is not designed to be cleaned,
disinfected, or sterilized.



Storage Instruction

Keep away from sunlight and keep dry. Do not use if the product sterilisation barrier or its
packaging is compromised.

Caution: Federal Law restricts this device to sale by or on the order of a physician.

(For USA and Canada only)

Explanation of important symbols and markings on the product label.
SIZE Product size

Ch. 1 Ch. = 1/3mm

Fr. 1 Fr.=1/3mm

1.D. Inner diameter

O.D. Outer diameter

Qty Quantity, Number of items

Qx@ Not made with natural rubber latex

"Green Dot" Package recycling

@ Do not use if package is damaged

@ [Ii] T /:ifi Rx Only

Sterilization method: see product label

STERILE[EQ]
STERILE[R |



NAZOFARYNGEALNIi DYCHACiI KANYLA S PEVNOU MANZETOU cs

PRED POUZITIM SI PECLIVE PRECTETE VSECHNY POKYNY.

Popis produktu
Nazofaryngealni dychaci kanyla s pevnou manZetou sestava z pevné manzety a kanyly.

Nasledujici nazofaryngealni dychaci kanyly s pevnou manzetou se nevyrabi z prirodniho

gumového kaucuku:

« Nazofaryngealni dychaci kanyly typ Robertazzi (zelené, material Mediprene) — €islovani
produktu zacina od 1231 a 185410

« Soupravy nazofaryngealnich dychacich kanyl typ Robertazzi (zelené, material

Mediprene) — €islovani produktu zacina od 1231 a 1232

Nazofaryngealni dychaci kanyly PVC (prihledny, &iry material) — &islovani produktt

zacina od 1233/125410

« Soupravy nazofaryngealnich dychacich kanyl PVC (pruhledny, &iry material) — Gislovani
produktu zacina od 1233 a 1234

Maximalni doba pouziti nasofaryngealni trubice: az 24 hodin
Zamyslené pouziti

K zajisténi prachodnosti dychacich cest u pacientl s obstrukci nebo potencialni obstrukci
nosni dutiny nebo nasofaryngu.

Kontraindikace

Trauma mozku nebo centralni oblicejové fraktury, fraktury baze lebni nebo os cribriforme,
antikoagulacni terapie, poruchy koagulace, transsfenoidalni chirurgicky zakrok a stav
¢erstvé po rinoplastice nebo septoplatice (zafizeni mize zpusobit poskozeni tkané nebo
narusit Cerstvé pozménénou struktralni integritu operacniho pole).

Pokyny k pouziti

1) Lubrikujte dychaci kanylu malym mnoZstvim lubrikantu rozpustného ve vodé. Jemné
zavedte kanylu do nozdry do Urovné, kdy se pevna manzeta neopre o nozdru.
Nepouzivejte hrubou silu. Dychaci kanylu jemné oto&te — usnadnite tim jeji zavedeni.
Pokud kanylu zavést nelze, pouzijte druhou nozdru.

2) Chcete-li pres centralni lumen nazofaryngealni dychaci kanyly zavést saci katétr,
ujistéte se nejdrive, Ze pouZivate spravnou velikost. Pokud budete odsavat hleny / télni
tekutiny, nezapomerite lubrikovat vnéjsi povrch saciho katétru.

Uchopte manZetu jednou rukou a druhou zavedte saci kanylu.

Upozornéni: Pii zavadéni saciho katétru do dychaci kanyly nepouzivejte nadmérnou silu.

3) Pri pouZiti oblicejové masky spolu s nazofaryngealni dychaci kanylou se ujistéte, Ze
uchytka masky netlaci do kanyly a Ze kanylu nezasouva dale do nozdry.

AVarovéni

UPOZORNENi:
- Narazite-li na vyznamnéjsi odpor, systém netlacte do nosu silou.
- Zafizeni se nepokousejte zavést, zjistite-li pfitomnost |ézi nebo infekce v nosni dutiné.

@

Opakované zpracovavani lékarskych zafizeni a vybaveni uréenych k jednorazovému
pouziti muzZe vést ke sniZeni uinnosti nebo ztraté funkénosti. Opakované pouZiti
lékarskych zafizeni a vybaveni uréenych pouze k jednorazovému pouziti mize vést k
vystavovani patogentim virt, bakterii, hub nebo priond. K témto lékafskym zafizenim
nejsou k dispozici ovérené metody Cisténi a sterilizace ani pokyny k opakovanému
zpracovani na pavodni specifikace. Tento vyrobek nebyl uréen k &isténi, dezinfekci
ani sterilizaci.
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Pokyny ke skladovani

Uchovavejte mimo slunecni svétlo a v suchu. NepouZivejte, pokud jsou sterilizaéni
bariéra produktu nebo obal poskozené.

Vysvétleni dulezitych symbolu a znaéek na stitku produktu.

SIZE Velikost produktu

Ch. 1 Ch. =1/3mm

Fr. 1 Fr.=1/3mm

I.D. Vnitini pramér

O.D. Vnéjsi pramér

Qty Mnozstvi, pocet polozek

Q}% PFi vyrobé nebyl pouzity prirodni gumovy kaucuk.
@ Nepouzivejte, pokud je obal poskozeny.

@ Recyklace obalu ,Green Dot*

[:EI T 2&% Rx Only

Zpusob sterilizace: viz Stitek produktu

STERILE[EO]
STERILE[ R |
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