Drén s trokarem: Hrudni drendzni systémy

Uplny seznam prostiedk najdete v piiloze.

= Obecny popis
Drény s trokarem se pouzivaji k rychlé neoperacni pleuralni a hrudni drenazi. Umoziuji
bezpecnou a Gi¢innou penetraci s presnym umisténim. Jsou vybaveny trokarem s tupym hrotem
pro snadnou penetraci, umisténi a manipulaci.

Drény s trokarem (obr. 1) se skladaji z perforované hadicky a trokaru/jehly.

Obrazek 1: Katétr s trokarem

® Technické adaje

Tabulka 1: Popis ¢asti materialu.

Soucast Obchodni nazev materialu
Kanyla PVC
Konektor ABS

Nerezova ocel (8Fr, 10Fr, 12Fr, 16Fr)

Trokar

Hlinikova slitina (20Fr, 24Fr, 28Fr, 32Fr)
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=  Informace o kvalité a predpisech
Spole¢nost Biometrix Ltd. dodrzuje systém kvality ISO 13485:2016.

Postup posuzovani shody: PRILOHA 11, s vyjimkou 4, smérnice o zdravotnickych prosttedcich
93/42/EHS ve znéni smérnice 2007/47/ES.

Podle ptilohy IX MDD 93/42/EHS je toto zafizeni klasifikovano do tfidy Ila podle pravidla 7 —
,,Chirurgicky invazivni prostiedek pro kratkodobé pouziti®.

Katétry s trokarem (rozmér popsany v tabulce 1) jsou v souladu s normou ISO 20697:2018

a EN 1618:1997.

® Informace o biokompatibilité

Drény s trokarem byly testovany v souladu s normou ISO 10993 Biologické hodnoceni
zdravotnickych prostiedkd. Seznam testti biokompatibility — Tabulka 2

Tabulka 2: Testy biokompatibility

Testy biokompatibility

Cytotoxicita

Senzibilizace

Podrazdéni kize

Akutni systémova toxicita

Hemolyza

Studie implantace svalu

Mutace

= Skladovatelnost

Skladovatelnost drénil s trokarem je pét let.

= Popis baleni
1. Primarni obal: Potisténé pouzdro

- zdravotnicky papir 70 gsm
- vrstva 52 mic (PET 12/LLDPE 40)

2. Sekundarni obal: Karton, 20 ks v krabici.
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= Informace o sterilizaci

Drény s trokarem spolecnosti Biometrix Ltd jsou sterilizovany metodou EtO.
Proces sterilizace provadéji subdodavatelé sterilizace:

Subdodavatelé sterilizace maji osvéd¢eni podle ISO 13485. Piisobnost osvédceni je ,,Sluzba sterilizace
ethylenoxidem v souladu s normou ISO 11135:2014*

Kazdy rok se provadi revalidace procesu sterilizace EtO.

Zpravy z revalida¢nich testii potvrzuji dosaZzeni Girovné zajisténi sterility (SAL) 107, nepietrzité
opakovatelnosti procesu a souladu zbytkového EO a ECH s pfislusnymi pozadavky.
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Pfiloha

Ref. Popis
NN-0008 Hrudni drén - trokar, délka 20cm, vel. Ch08
NN-0010 Hrudni drén - trokar, délka 23cm, vel. Ch10
NN-0012 Hrudni drén - trokar, délka 23cm, vel. Ch12
NN-0016 Hrudni drén - trokar, délka 23cm, vel. Ch16
NN-0020 Hrudni drén - trokar, délka 39cm, vel. Ch20
NN-0024 Hrudni drén - trokar, délka 39cm, vel. Ch24
NN-0028 Hrudni drén - trokar, délka 39cm, vel. Ch28
NN-0032 Hrudni drén - trokar, délka 39cm, vel. Ch32




Trocar drain: Chest drainage systems

= General description

See Annex for full list of devices.

Trocar drains are used for rapid non-operative pleural and chest drainage. Allows
for safe and effective penetration with exact placement. They feature with blunt tip
trocar for easy penetration, placement and handling.

Trocar drains (Fig.1) comprised of the perforated tube and a trocar/needle.

Figure 1: Trocar catheter

= Technical specifications

Table 1: Material description by part.

Component Trade name of material
Cannula PVC
Connector ABS
Stainless steel (8Fr, 10Fr, 12Fr, 16Fr)
Trocar

Aluminum alloy (20Fr, 24Fr, 28Fr, 32Fr)
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» Quality and Regulatory information
Biometrix Ltd. Is in compliance with ISO 13485:2016 quality system.

Conformity assessment route: ANNEX Il, excluding 4, MDD 93/42/EEC as
amended by 2007/47/EC.

According to MDD 93/42/EEC Annex IX, this device is classified as class Ila per
rule 7 — "Surgically invasive device for short term us".

Trocar Catheters (dimensions described in Table 1) complies with SO 20697:2018
and EN 1618:1997.

= Biocompatibility information

Trocar drains have been tested in accordance with ISO 10993 Biological evaluation

of medical devices. List of biocompatibility test - Table 2

Table 2: Biocompatibility tests

Biocompatibility Tests

Cytotoxicity

Sensitization

Skin Irritation

Acute systemic toxicity

Hemolysis

Muscle implantation study

Mutation

= Shelf life

Trocar drains have a five year shelf life.

» Packaging description

1. Primary packaging: Printed pouch
- 70gsm medical grade paper
- Film 52mic (PET 12/LLDPE 40)
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2. Secondary packaging: Carton, 20 units per box.
= Sterilization information
Trocar drains of Biometrix Ltd are sterilized by EtO method.
The sterilization process is done by sterilization subcontractors:

Sterilization sub-contractors are 1ISO 13485 certified. The scope of the certificate is

“Ethylene oxide sterilization service in compliance with ISO 11135:2014”
The re-validation of EtO sterilization process is done annually.

The re-validation test reports confirm that Sterilization Assurance Level (SAL) of 107,
and the continuous repeatability of the process and the compliance of EO & ECH
residuals to the applicable requirements achieved.
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Annex

Reference Device Description
NN-0008 Trocar Catheter 20cm, Ch08
NN-0010 Trocar Catheter 23cm, Ch10
NN-0012 Trocar Catheter 23cm, Ch12
NN-0016 Trocar Catheter 23cm, Ch16
NN-0020 Trocar Catheter 39cm, Ch20
NN-0024 Trocar Catheter 39cm, Ch24
NN-0028 Trocar Catheter 39cm, Ch28

NN-0032

Trocar Catheter 39cm, Ch32




	TDS 1.03 Trocar drain
	TDS-Trocar drain



