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AIRWAY MANAGEMENT

02 Humidifier

Pre-filled Humidifier with Disposable Humidifier Adapter Sterile Water for
Inhalation, USP

The product is intended to humidify a patient's airway
during oxygen administration, preventing drying and
irritation of the respiratory mucosa.

Features

- Adaptor with an incorporated 5 PSI pressure-relief
valve to insure a safe functioning

- Audible alarm to alert about flow restriction or
occlusion of humidifier or tubing

- Incorporated tube with micro holes across the base
to produce small bubbles, creating water vapours for
active humidification.

- Quiet operation

Ordering Information

Reorder Description Units / Case
Code
0352 350ml prefilled Humidifier Bottle plus adapter with 5 PSI pressure-relief valve 20
and audible alarm
0552 550ml prefilled Humidifier Bottle plus adapter with 5 PSI pressure-relief valve 12

and audible alarm
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[ Pre-filled Humidifier with
Disposable Humidifier Adapter
Sterile Water for Inhalation, USP

m Humidificateur Pré-rempli avec
Adaptateur Jetable

Eau stérile pour inhalation, USP

m Vorgefiillter Atemluftbefeuchter
mit Abnehmbarem Befeuchteradapter
Steriles Wasser zur Inhalation gemaB USP

m Umidificatore Preriempito
con Adattatore monouso dell’'umidificatore
Acqua Sterile per Inalazione USP

m Humidificador Prellenado con
Adaptador de Humidificador desechable
Agua Estéril para Inhalacion USP

m Humidificador Pré-Enchido com
Adaptador de Humidificador Descartavel
Agua Esterilizada para Inalagao, USP

m Voorgevulde bevochtiger met
bevochtigeradapter voor eenmalig gebruik
Steriel water voor inademing, USP

m Forfylld fuktare med
Fuktaradapter for engangsbruk
Sterilt vatten for inandning, USP

m Forfyldt fugter med engangsadapter
Sterilt Vand til Inhalation, USP

st Manufacturer:

Smiths Medical ASD, Inc.
330 Corporate Woods Parkway
Vernon Hills, IL 60061 USA

Tel: 1 800 258 5361 (US/CA)
Tel: +1 614 210 7300

Smiths Medical International, Ltd.
1500 Eureka Park, Lower Pemberton
Ashford, Kent, TN25 4BF, UK

Tel: +44 (0)1233 722100

www.smiths-medical.com
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m Espariol

HUMIDIFICADOR PRELLENADO CON ADAPTADOR
DE HUMIDIFICADOR DESECHABLE

AGUA ESTERIL PARA INHALACION USP

Estas instrucciones contienen informacion importante para el uso seguro del
producto. Lea todas estas instrucciones de uso, incluidas las advertencias y
precauciones, antes de utilizar este producto. Si no se siguen correctamente

m English
PRE-FILLED HUMIDIFIER WITH DISPOSABLE HUMIDIFIER ADAPTER
STERILE WATER FOR INHALATION, USP

m Francais
HUMIDIFICATEUR PRE-REMPLI AVEC ADAPTATEUR JETABLE
EAU STERILE POUR INHALATION, USP

m Deutsch

BEFEUCHTERADAPTER
STERILES WASSER ZUR INHALATION GEMAR USP

These instructions contain important information for safe use of the product.
Read the entire contents of these Instructions For Use, including Warnings
and Cautions, before using this product. Failure to properly follow warnings,
cal.tl’tions and instructions could result in death or serious injury to the patient
and/or cl

IS INSERT SHEET TO ALL PRODUCT LOCATIONS.

1. DESCRIPTION:

Disposable, single patient use Respiratory Therapy Bottle with Humidifier
Adapter. The disposable humidifier adapter is provided non-sterile. The internal
contents of the bottle are sterile unless opened or damaged.

2. INDICATIONS FOR USE:

The product is intended to humidify a patient’s oxygen flow during oxygen
administration and is intended for single patient use in Respiratory Therapy.

3. CONTRAINDICATONS:

None known.

4. WARNINGS:

4.1 These products are intended for inhalation only, not for parenteral use or for
injections or in preparations to be used for injection. Incorrect use can result in
patient injury.

4.2 This product is intended for single patient use. Discard unused water. Failure to
do so may result in patient injury.

4.3 Ensure all connections are secure. Failure to do so may result in inadequate
oxygen flow to the patient.

5. CAUTIONS:

5.1 Federal (U.S.A.) Law restricts this device to sale by or on the order of a physician.

5.2 Do not use if the product or container is opened or damaged.

5.3 Avoid excessive heat or freezing as this may damage the bottle and result in
leaking.

5.4 Follow standard infection control procedures as specified by the Centers for
Disease Control and Prevention (USA) or local equivalent.

5.5 Do Not Reuse: Medical devices require specific material characteristics to
perform as intended. These characteristics have been verified for single use
only. Any attempt to re-process the device for subsequent re-use may adversely
affect the integrity of the device or lead to deterioration in performance.

6. SET-UP AND USE:

6.1 Snap off the outlet port trigger from the bottle and discard (do not twist off).

6.2 Attach the adapter to the inlet of the bottle. Check for secure fit before
attaching the oxygen nut to flow meter.

6.3 Attach to flow meter. Set flow rate to 4 [pm and verify airflow through outlet
port of the bottle.

6.4 Confirm the alarm function prior to use. Leaving the flow rate at 4 Ipm, occlude
the outlet port of the bottle and listen for an audible alarm to sound.

6.5 Attach oxygen tubing to small bore outlet port on bottle.

6.6 Adjust flow rate as directed by physician.

6.7 Discard unused portions upon completion of therapy.

7. STORAGE AND HANDLING:

7.1 Dispose of this product in a safe manner according to local guidelines for disposal of
contaminated waste.

7.2 Store at room temperature. Avoid freezing or excessive heat.

Portex design mark and Smiths Medical design mark are trademarks of Smiths
Medical. The symbol ® indicates the trademark is registered in the U.S. Patent and
Trademark Office and certain other countries.

© 2015 Smiths Medical. All rights reserved

Rx

ONLY

Caution - Do Not Reuse - Not made with natural rubber latex « Do not use if package
is damaged - Sterilised using aseptic processing techniques « Do not resterilize «
Non-pyrogenic - Caution: Federal (U.S.A.) law restricts this device to sale by or on
the order of a physician « Catalogue Number « Batch Code « Use by « Quantity « Keep
away from sunlight « Keep dry « Manufacturer « Authorised Representative in the
European Community
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m Portugués
HUMIDIFICADOR PRE-ENCHIDO COM ADAPTADOR DE HUMIDIFICADOR
DESCARTAVEL

AGUA ESTERILIZADA PARA INALAGAO, USP

Estas instrucdes contém informacdes importantes para uma utilizagdo
segura do produto Leia na |ntegra estas instrugdes de utilizagao, incluindo

Ce mode d’emploi contient des informations importantes pour l'utilisation
sans danger du produit. Lire l'intégralité du contenu de ce mode d’emploi,
y compris les averti t:
non respect des averti:
d’entrainer la mort ou des lésions graves au patient et/ou au médecin.

REMARQUE : DISTRIBUER CETTE NOTICE A TOUS
LES SITES D'UTILISATION DU PRODUIT.

et préc

avant d'utiliser le produit. Le
des précauti

et du mode d’emploi risque

1. DESCRIPTION:
Flacon jetable pour thérapie respiratoire, destiné a une utilisation par un
seul patient, avec adaptateur pour humidificateur. L'adaptateur jetable pour
humidificateur est livré non stérile. Le contenu interne du flacon est stérile, sauf
en cas d'ouverture ou d'endommagement.

2. MODED’EMPLOI:

Le produit est destiné a humidifier le flux d'oxygéne chez un patient lors d'une
administration d'oxygéne, et il est prévu pour une utilisation par un seul patient
soumis a une thérapie respiratoire.

3. CONTRE-INDICATIONS :

Aucune connue.

4. MISES EN GARDE :

4.1 Ces produits sont uniquement destinés a l'inhalation et ne peuvent faire l'objet
d’une utilisation parentérale ou étre utilisés pour des injections ou dans des
préparations destinées a étre injectées. Une utilisation inappropriée peut
entrainer des |ésions.

4.2 Ceproduit est destiné a une utilisation par un seul patient. Jeter I'eau inutilisée.
Tout défaut d'observation de cette consigne peut résulter en une Iésion du
patient.

4.3 S'assurer que tous les raccordements sont sécurisés. Tout défaut d'observation
de cette consigne peut résulter en un flux d'oxygéne innapproprié.

5. PRECAUTIONS:

5.1 Lalégislation fédérale américaine n‘autorise la vente de ce dispositif que sur
prescription médicale.

5.2 Ne pas utiliser si le produit ou le conteneur est ouvert ou endommagé.

5.3 Eviter les températures excessivement faibles ou élevées, celles-ci pouvant
endommager le flacon et entrainer une fuite.

5.4 Suivre les procédures standard de prévention des infections spécifiées par
le Centers for Disease Control and Prevention (Etats-Unis) ou son équivalent
dans votre pays.

5.5 Ne pas réutiliser: Les dispositifs médicaux requiérent des caractéristiques
matérielles spécifiques pour étre utilisés comme prévu. Ces caractéristiques ont
été avérées uniquement en cas d'usage unique. Toute tentative de retraitement
du dispositif en vue d’une réutilisation peut gravement compromettre son
intégrité ou ses performances.

6. MONTAGE ET UTILISATION :

6.1 Rompre la détente de l'orifice de sortie du flacon et mettre au rebut (ne pas
dévisser).

6.2 Raccorder I'adaptateur a l'orifice d’admission du flacon. Vérifier qu'il est
correctement fixé avant de relier I'écrou-oxygéne au débitmetre.

6.3 Fixer au débitmetre. Régler le débit sur 4 L/min et vérifier I'écoulement d'air a
travers l'orifice de sortie du flacon.

6.4 Confirmer le bon fonctionnement de I'alarme avant I'utilisation. Le débit étant
toujours réglé sur 4 L/min, boucher l'orifice de sortie du flacon et écouter si une
alarme sonore se fait entendre.

6.5 Raccorder le tuyau a oxygéne au petit orifice de décharge du flacon.

6.6 Ajuster le débit selon les consignes du médecin.

6.7 Une fois le traitement terminé, éliminer le produit inutilisé.

7. STOCKAGE ET MANIPULATION:

7.1 Ce produit doit étre éliminé avec beaucoup de soin et conformément aux directives
locales sur les déchets médicaux contaminés.

7.2 Stocker & température ambiante. Eviter les températures excessivement faibles

ou élevées.

Les marques de conception Portex et Smiths Medical sont des marques
commerciales de Smiths Medical. Le symbole ® indique que cette marque est
enregistrée aupres du Bureau des brevets et marques de commerce des Etats-Unis
ainsi que dans certains autres pays.

© 2015 Smiths Medical. Tous droits réservés

Attention « Ne pas réutiliser » Fabriqué sans latex naturel (caoutchouc) « Ne pas utiliser si
I'emballage est endommagé - Stérilisé en utilisant des techniques aseptisées - Ne pas
restériliser - Non pyrogéne - Attention : La |égislation fédérale américaine n'autorise
la vente de ce produit que sur prescription médicale - Numéro de catalogue - Numéro
delot - Utiliser avant le - Quantité «Teniral'abri de la lumiére du soleil - Conserver au
sec - Fabricant - Mandataire dans la Communauté européenne

m Nederlands

VOORGEVULDE BEVOCHTIGER MET BEVOCHTIGERADAPTER VOOR EENMALIG
GEBRUIK

STERIEL WATER VOOR INADEMING, USP

Deze instructies bevatten helangruke |nformat|e voor veilig gebruik van het

product. Lees deze gebr jzing

| door, met |nbegr|p van de

1 d

las advertencias, las precauciones y las instrucciones, podrian provocarse la

muerte o lesiones serias al paciente y/o al clinico.
NOTA: DISTRIBUYA ESTE PROSPECTO EN TODOS LOS
LUGARES EN LOS QUE SE UTILICE EL PRODUCTO.

DESCRIPCION:

as adverténcias e as precaugodes, antes de utilizar este produto. A nao
observancia das adverténcias, precaugbes e instrugdes pode resultar na

morte ou lesdes graves do doente e/ou médico.

waarschuwingen en voorzorg dit product in gebruik
wordt genomen. Als waarschuwmgen, voorzorgsmaatregelen en instructies

niet in acht worden genomen kan dat leiden tot overlijden of ernstig letsel

NOTA: DISTRIBUA ESTE FOLHETO INFORMATIVO A TODOS
0S5 LOCAIS ONDE O PRODUTO E UTILIZADO.

van de patiént en/of de arts.
OPMERKING: VERSPREID DIT INFORMATIEBLAD OP ALLE PLAATSEN
WAAR HET PRODUCT WORDT GEBRUIKT.

Diese Anleitung enthilt wichtige Informationen zur sicheren Anwendung
des Produkts _Die Gebrauchsanleltung einschlieBlich aller Warn- und
Vorsi dig durchl bevor das Produkt verwendet
wird. Nlchtbeachtung der Anleltungen und der Warn- und Vorsichtshinweise
kann zu schweren Verletzungen und zum Tod des Patienten und/oder des
Arztes fiihren.

HINWEIS: DIESE PACKUNGSBEILAGE AN ALLEPRODUKTSTELLEN WEITERLEITEN.

1. BESCHREIBUNG:

Atemtherapie-Einwedflasche zur Verwendung an einem Patienten; mit
Befeuchteradapter. Der Einweg-Befeuchteradapter wird nicht steril geliefert.
Der interne Inhalt der Flasche ist steril, solange sie nicht beschadigt ist oder
gedffnet wurde.

2. GEBRAUCHSHINWEISE:

Dieses Produkt dient zum Befeuchten des Sauerstoffflusses eines Patienten
wahrend der Sauerstoffverabreichung und ist zum Gebrauch an einem
Patienten fiir die Atemtherapie bestimmt.

3. GEGENANZEIGEN:

Keine bekannt.

4. WARNHINWEISE:

4.1 Diese Produkte sind ausschlieBlich zur Inhalation bestimmt und nicht
zur parenteralen Verabreichung, fiir Injektionen oder zur Herstellung von
Injektionspraparaten geeignet. Inkorrekte Anwendung kann zu Verletzungen des
Patienten fiihren.

4.2 Dieses Produkt ist fiir den Gebrauch bei einem einzigen Patienten bestimmt.
Entsorgen Sie das nicht verwendete Wasser. Eine Unterlassung dieser
Vorsichtsmanahme kann zu Verletzungen des Patienten fiihren.

4.3 Stellen Sie sicher, dass alle Anschlisse dicht sind. Eine Unterlassung dieser
VorsichtsmaBnahme kann zu einer unzureichenden Sauerstoffversorgung des
Patienten flihren.

5. VORSICHTSMASSNAHMEN:

5.1 Inden USA darf dieses Produkt nach den gesetzlichen Vorschriften nur durch
einen Arzt oder auf arztliche Verschreibung abgegeben werden.

5.2 Inhalt bei beschadigtem oder getffnetem Produkt oder Behaltnis nicht
verwenden.

5.3 UbermaRige Hitze und ein Gefrieren des Produkts vermeiden, da diese zu
Schéden an den Behaltnissen und zu Undichtigkeit fihren kénnen.

5.4 Die lblichen Verfahren zur Verhttung von Infektionen der Centers for
Disease Control and Prevention (USA) bzw. die entsprechenden, 6rtlich
geltenden Richtlinien beachten.

5.5 Nicht zur Wiederverwendung: Medizinische Produkte erfordern bestimmte
Materialeigenschaften, um ihre vorgesehene Funktion erfillen zu kénnen.
Diese Eigenschaften wurden nur fiir eine einmalige Anwendung validiert. Jeder
Versuch der Wiederaufbereitung fiir weitere Anwendungen kann die Integritat
des Produktes beeintrachtigen oder zu einer schlechteren Funktion fiihren.

6. EINRICHTUNG UND GEBRAUCH:

6.1 Brechen Sie den Hahn der Auslasséffnung von der Flasche ab und entsorgen Sie
ihn (drehen Sie ihn nicht ab).

6.2 Befestigen Sie den Adapter an der Flaschenéffnung. Uberpriifen Sie die
Dichtigkeit der Anschliisse und befestigen Sie dann den Sauerstoffanschluss am
Durchflussmesser.

6.3 Befestigen Sie ihn am Durchflussmesser. Stellen Sie die Durchflussrate auf
41/Min. ein und tberpriifen Sie den Luftstrom durch die Auslasséffnung der
Flasche.

6.4 Uberpriifen Sie die Alarmfunktion vor der Anwendung. Behalten Sie die
Durchflussrate von 4 I/Min. bei und verschlieBen Sie die Auslassoffnung der
Flasche. Achten Sie darauf, ob ein akustischer Alarm ertont.

6.5 SchlieBen Sie den Sauerstoffschlauch am Anschlussstutzen der Flasche an.

6.6 Stellen Sie die vom Arzt vorgegebene Durchflussrate ein.

6.7 Entsorgen Sie die eventuell verbliebenen Restmenge nach Abschluss der
Therapie.

7. AUFBEWAHRUNG UND HANDHABUNG:

7.1 Dieses Produkt muss mit groBer Sorgfalt und entsprechend den lokalen Vorschriften
fiir kontaminierten Abfall entsorgt werden.

7.2 Bei Umgebungstemperatur lagern. Hitze und Temperaturen unter dem
Gefrierpunkt vermeiden.

Die Bildmarken Portex und Smiths Medical sind Warenzeichen von Smiths Medical.
Das Symbol ® bedeutet, dass die Marke beim Patent- und Warenzeichenamt der
USA und einiger anderer Léander eingetragen ist.

© 2015 Smiths Medical. Alle Rechte vorbehalten

Vorsicht - Nicht zur Wiederverwendung « Nicht mit Latex aus Naturkautschuk
hergestellt « Inhalt bei beschadigter Verpackung nicht verwenden « Unter
Verwendung aseptischer Techniken sterilisiert « Nicht resterilisieren «
Pyrogenfrei « Vorsicht: In den USA darf dieses Produkt nach den gesetzlichen
Vorschriften nur durch einen Arzt oder auf arztliche Verschreibung
abgegeben werden - Bestellnummer - Chargenbezeichnung - Verwendbar bis
« Menge - Vor Sonneneinstrahlung schiitzen « Trocken aufbewahren « Hersteller «
Bevollméchtigter in der Europaischen Gemeinschaft

m Svenska

FORFYLLD FUKTARE MED FUKTARADAPTER FOR ENGANGSBRUK
STERILT VATTEN FOR INANDNING, USP

Dessa instruktioner innehaller viktig information for en siker anvidndning
av produkten. Las hela bruksanvisningen, inklusive varningar och
for5|kt|ghetsatgarder innan du anvinder denna produkt. Fdljs inte

varni forsikti der och instruktioner kan det leda till allvarliga

personskador eller till att patienten och/eller lakaren avlider.
OBS: DENNA BIPACKSEDEL SKA FINNAS PA ALLA PLATSER DAR PRODUKTEN FINNS.

1. BESKRIVNING:
Flaska for andningsbehandling med fuktaradapter, av engangstyp for en

m Italiano

UMIDIFICATORE PRERIEMPITO CON ADATTATORE MONOUSO
ACQUA STERILE PER INALAZIONE USP

Le presenti istruzioni contengono importanti informazioni per l'uso del
prodotto in sicurezza. Prima dell’'uso del presente prodotto, leggere per
intero le presenti istruzioni per I'uso, incluse le avvertenze e le precauzioni. La
mancata osservanza delle avvertenze, delle precauzioni e delle istruzioni puo
provocare gravi lesioni o il decesso del paziente e/o del medico.

NOTA: DISTRIBUIRE QUESTO FOGLIETTO ILLUSTRATIVO IN TUTTE LE POSTAZIONI
IN CUI SI USA IL PRODOTTO.

1. DESCRIZIONE:

Flacone per terapia respiratoria monouso per un solo paziente con adattatore
per umidificatore. L'adattatore per umidificatore monouso é fornito non sterile.
Il contenuto del flacone é sterile, a meno che esso non sia aperto

o danneggiato.

2. INDICAZIONIPER L'USO:

Il prodotto & destinato all'umidificazione del flusso di ossigeno del paziente
durante la somministrazione di ossigeno ed ¢ inteso per I'uso su un solo
paziente in terapia respiratoria.

3. CONTROINDICAZIONI:

Non ci sono controindicazioni note.

4. AVVERTENZE:

4.1 Questi prodotti sono intesi solo per I'inalazione e non per I'uso parenterale, per
iniezioni o per preparazioni da utilizzarsi in iniezioni. L'uso errato puo causare
lesioni al paziente.

4.2 Questo prodotto & previsto per 'uso con un solo paziente. Smaltire I'acqua non
usata. In caso contrario, si potrebbero causare lesioni al paziente.

4.3 Accertarsi che tutti i collegamenti siano correttamente effettuati. In caso
contrario, il flusso di ossigeno al paziente potrebbe essere inadeguato.

5. AVVISI:

5.1 Lalegge federale degli Stati Uniti limita la vendita di questo dispositivo ai
medici o su prescrizione medica.

5.2 Non utilizzare se il prodotto o il contenitore sono aperti o danneggiati.

5.3 Evitareil calore o il freddo eccessivi poiché potrebbero danneggiare il flacone
con conseguente perdita del contenuto.

5.4 Attenersi alle procedure standard di prevenzione delle infezioni, come
indicato dai Centers for Disease Control and Prevention degli Stati Uniti o da
un ente locale equivalente.

5.5 Non riutilizzare: Per funzionare correttamente, i dispositivi medici devono
rispondere a caratteristiche specifiche del materiale. Queste caratteristiche
sono state verificate esclusivamente nel caso di singolo utilizzo del dispositivo.
Qualsiasi tentativo di riprocessare il dispositivo per il riutilizzo successivo puo
alterare in maniera avversa l'integrita del dispositivo stesso o condurre a un
deterioramento delle prestazioni.

6. PREPARAZIONE E USO:

6.1 Aprire a scatto il trigger del foro di uscita del flacone e smaltirlo (non ruotare).

6.2 Collegare I'adattatore all'ingresso del flacone. Controllare che sia correttamente
inserito prima di collegare il dado per ossigeno al flussometro.

6.3 Fissare il flussometro. Impostare il misuratore di flusso a 4 I/m e verificare il
flusso dell'aria attraverso il foro di uscita del flacone.

6.4 Verificare la funzione dell'allarme prima dell’'uso. Lasciando il flusso a 4 I/m,
occludere il foro di uscita del flacone ed ascoltare se viene emesso un allarme
acustico.

6.5 Collegare il tubo dell'ossigeno al piccolo foro di uscita sul flacone.

6.6 Regolare la portata come indicato dal medico.

6.7 Gettare le quantita non utilizzata al termine della terapia.

7. CONSERVAZIONE E MANIPOLAZIONE:

7.1 Smaltire il prodotto in modo sicuro in ottemperanza alle linee guida nazionali in
materia di smaltimento dei rifiuti contaminati.

7.2 Conservare a temperatura ambiente. Evitare il freddo o il caldo eccessivi.

I marchi di design Portex e Smiths Medical sono marchi di fabbrica di Smiths
Medical. Il simbolo ® indica che il marchio di fabbrica & depositato presso l'ufficio
brevetti e marchi degli Stati Uniti d’America e di altri Paesi.

© 2015 Smiths Medical. Tutti i diritti riservati

Attenzione « Non riutilizzare - Prodotto senza lattice di gomma naturale « Non utilizzare
se la confezione & danneggiata - Sterilizzato mediante tecniche asettiche « Non
risterilizzare - Prodotto apirogeno - Attenzione - La legge federale (U.S.A.) limita la
vendita di questo dispositivo ai medici o su prescrizione medica - Numero di catalogo
+ Codice del lotto - Utilizzare entro - Quantita - Tenere lontano dalla luce del sole «
Conservare a temperatura ambiente « Fabbricante - Mandatario per la Comunita
Europea

m Dansk

FORFYLDT FUGTER MED ENGANGSADAPTER
STERILT VAND TIL INHALATION, USP

Denne brug: indehold wgtlge plysninger mht. sikker del

af produktet. Lees hele indholdet af br g isni herunder Advarsler
og Forholdsregler, for dette produkt anvendes. Manglende overholdelse af
Advarsler, Forholdsregler og Instruktioner kan udszette patienten og/eller

klinikeren for alvorlig skade eller ded.
BEM/RK: UDLEVER DENNE INDL/AGSSEDDEL ALLE STEDER,
HVOR PRODUKTET ANVENDES.

1. BESKRIVELSE:

. . . . 1. DESCRICAO: patient. Fuktaradaptern av engéngstyp levereras icke-steril. Flaskans innehall &r Engangsflaske til respirationsterapi med adapter til fugter beregnet til én
Botella de terapia respiratoria desechable para uso en un solo paciente con Garrafa de terapia respiratéria com adaptador de humidificador, descartével, 1. BESCHRLVING: sterilt om flaskan inte har &ppnats eller skadats. patient. Engangsadapteren til fugteren leveres usteril. Flaskens indhold er sterilt,
adaPta_df” de hurpl_(lilglcador. El.gda.ptadorgeIhubmldllilicador dleiechable 3L para utilizacdo num Unico doente. O adaptador de humidificador descartavel é Adembhalingstherapiefles met bevochtigeradapter voor eenmalig gebruik bij 2. INDIKATIONER FOR ANVANDNING: med mindre den er blevet &bnet eller beskadiget.
::;;::f;oraarl;?ef:;eo"e.stéc;:r:zIa.o TR SRR A e fornec1dopao esgerltllzadoci o %O"S’Udo da garrafa esté esterilizado, excepto se a eZTe\Fj:::jenDté?:hiiV;sgg%eer?](iz?stize\lr?e()lrte:anTZIégfe:;uIle(rmoc;?tbre‘;ec;:tc;nzl _ Produkten &r avsedd att befukta en patients syrgasflode vid syrgastillférsel och 2. BRUGSANVISNING:
3 N SICACOONES DEDED: mesmaestiveraberta.ou dantficada 9 » - tenzl] geop gais: ar avsedd att anvandas for en enda patient vid andningsbehandling. Produktet er beregnet til fugtning af patientens iltflow under iltbehandling og
M R o . i _ 2. INDICACOES DE UTILIZACAO: 2. GEBRUIKSAANWUZING: 3. KONTRAINDIKATIONER: er beregnet til respirationsterapi til én patient.
5' produlctogstg (_i|sene_xsio(§)ara humldlﬁcar el flujo de °X‘9|e"° del paciente 0 produto foi concebido para humidificar o fluxo de oxigénio de um doente Het product s bedoeld voor het bevochtigen van de zuurstoftogy9§r naar een mf ej kand. 3. KONTRAINDIKATIONER:
urante la administracion de oxigeno, y para uso en un solo paciente en terapia durante a administracéo de oxigénio, destinando-se a ser utilizado num tnico patiént tijdens zuurstoftoediening, en is bedoeld voor gebruik bij één patiént ) Ingen keridte:
respiratoria. doente em terapia respiratoria. tijdens ademhalingstherapie. 4 VABNINGAR: . . : . - ) X
3. CONTRAINDICACIONES: ) 4.1 Dessa produkter ar endast avsedda for inandning, ej for att anvandas 4. ADVARSLER:
SONTRAINDILACIONES: 3. CONTRA-INDICACOES: 3. CONTRA-INDICATIES: It ell iniekti Il fstbaredelss foi attanvandasts 41 Di diktarer ke bi t til inhalation, ikke til teral b lleri
Ninguna conocida, e . parenteralt eller som injektioner eller som forberedelse for att anvandas for iy isse produkter er kun beregnet til inhalation, ikke til parenteral brug eller i
4. ADVERTENCIAS: < 4 injektion. Felaktig anvéndning kan leda till att patienten skadas. blandinger, der skal injiceres. Forkert brug kan medfgre skader pa patienten.
A S o e ) . » 4. ADVERTENCIAS: 4. WAARSCHUWINGEN: 4.2 Denna produkt ar avsedd for enpatientbruk. Kassera oanvant vatten. Det kan 42 Produktet er beregnet til brugtil én patient. Bortskaf ubrugt vand. | modsat fald
4.1 E§tos pljoduct_os estan dlsenad_os sélo para mhalacnc_)n, no para uso pérentera| 4.1 Estes produtos destinam-se apenas a inalagéo, ndo a utilizacao parenteral 4.1 Deze producten zijn uitsluitend bedoeld voor inademing, niet voor parenteraal annars leda till patientskador. kan det medfere skader pa patienten.
ni para inyecciones o preparaciones utilizadas para inyeccion. El uso incorrecto ou para injeccdes, nem em preparacdes a serem utilizadas para injeccao. A gebruik of voor injecties of in preparaten die gebruikt worden voor injecties. 4.3 Setill att alla anslutningar ar stadiga. Det kan annars leda till att patienten for 43 Kontrollér, at alle samlinger er teette. | modsat fald kan det medfare
puede causar lesiones en el paciente. ) B utilizacao incorrecta pode resultar em lesées no doente. Onjuist gebruik kan leiden tot letsel bij de patiént. otillréckligt syrgasflode. utilstreekkelig ilttilfersel til patienten.
42 :55‘9 P:Odl.icm eSdPafa uso en \:n §°|0 paC|e||1te. QESSChe el agua no utilizada. De 42 Este produto destina-se a ser utilizado num tnico doente. Elimine qualquer 42 Dit product is bedoeld voor gebruik bij slechts één patiént. Gooi ongebruikt 5. FORSIKTIGHETSATGARDER: FORSIGTIG:
O contrario, pueden causarse lesiones en el paciente. 4 a ili a anci i water weg. Als u dit niet doet, kan dit leiden tot letsel bij de patiént. . .. 2 e 2 " : i 2
43 Comprucbe q_ue toda§ e co_nexiones on segl_Jras. De lo contrario, puede laegslgae::z :glg\at:jl A nao observancia deste procedimento pode resultar em 98 s ervo%)r ditalleannsiuiiyemelety vastgemaskt z;jn. A’Ts u dit niet doet, 5.1 ;r/\lllg‘:af:eederal lagstiftning (USA) far denna produkt endast séljas av eller pa order 5.1. Ien::\:;glliglezr:jei::zr;k lovgivning mé dette produkt kun szlges af en leege
i :;:g::’;lgxo de:oxigeno inadecuadoal paclente. 43 Certifique-se .de que todas as ligagbes estéo b.em apertadas. A "_EOVOF’SE’VE‘"C'E‘ kan dit leiden tot onvoldoende zuurstoftoevoer naar de patiént. 5.2 Anvind inte produkten om den eller behallaren har 6ppnats eller skadats. 5.2 Maikke bruges, hvis produktet eller beholderen er blevet abnet eller
. PRECAUCION: ) deste procedimento pode resultar num fluxo inadequado de oxigénio para o 5. LETOP: 5.3 Far ej utsattas for h6g varme eller minusgrader eftersom detta kan skada flaskan beskadiget.
51 Lasleyes fe(:!erélfes de EE.UU. restringen la venta de este dispositivo a un médico doente. 5.1 Krachtens de nationale wetgeving (van de V.S.) mag dit product uitsluitend door och orsaka lackage. 5.3 Undga kraftig varme eller nedfrysning. Det kan beskadige flasken og gare den
o por prescripcién facultativa. . ) 5. PRECAUCOES: of op voorschrift van een arts worden verkocht. 54 Folj generella atgarder mot smittspridning fran Center for Disease Control uteet.
5.2 N°_ lo utilice si el pr.oducto oel envase estan abiertos o darjados. 5.1 Aleifederal dos E.U.A. restringe a venda deste dispositivo a médicos ou 5.2 Niet gebruiken als het product of de verpakking geopend of beschadigd is. and Prevention (USA) eller motsvarande lokala bestimmelser. 54 Folg standardprocedurerne for smittekontrol, som defineret af Centers for
53 Evite el calor excesivo y la congelacion, ya que pueden daiiar la botella mediante receita médica. 5.3 Extreme hitte of bevriezing vermijden, omdat de fles hierdoor beschadigd kan 5.5 Farinte ateranvandas: Medicintekniska utrustningar kraver specifika Disease Control and Prevention (USA) eller af et tilsvarende lokalt organ.
provocando fugas. 5.2 Nao utilize se o produto ou o recipiente estiverem abertos ou danificados. raken en dit kan leiden tot lekken. egenskaper hos materialet for att de ska fungera sdsom avsett. Dessa 5.5 Ma ikke genanvendes: Medicinsk udstyr kraever specifikke materialeegenskaber
5.4 Sigalos procedimientos estandar para la prevencion de infecciones 5.3 Evite o calor excessivo ou a congelacao, dado que isto pode danificar a garrafa e 5.4 Volg de standaard infectiebeheersingsprocedures zoals gespecificeerd door egenskaper har endast verifierats fér engangsbruk. Varje férsok att upparbeta for at fungere som tilsigtet. Disse egenskaber er kun kontrolleret til
ESP?CiﬁCEdOS por los Centers for Disease Control and Prevention (EE.UU.) o su resultar em fugas. het Amerikaanse Center for Disease Control and Prevention of uw plaatselijke utrustningen for efterféljande ateranvéndning kan férorsaka skador pa engangsbrug. Ethvert forseg pé at behandle udstyret til efterfelgende genbrug
equivalente local. 5.4 Efectue os procedimentos de controlo de infec¢es conforme especificados instantie. utrustningen eller leda till férsamrad funktion. kan pavirke perfekt tilstand af udstyret negativt eller medfere forringet
5.5 No reutilizar: El material de los dispositivos médicos debe reunir caracteristicas pelos Centros de Controlo e Prevencao de Doencas (EUA) ou o seu 5.5 Niet opnieuw gebruiken: Voor een beoogde werking moeten medische 6. FORBEREDELSER OCH ANVANDNING: funktionsevne.
especificas para funcionar como es debido. Dichas caracteristicas inicamente se equivalente a nivel local. hulpmiddelen over specifieke materiaaleigenschappen beschikken. Deze 6.1 Bryt bort utioppsportens utlgsare fran flaskan och kassera den (vrid inte). 6. KLARGORING OG BRUG:
han verificado para un solo uso. Cualquier intento de reprocesar el dispositivo 5.5 Nao reutilizar: E necessario que determinadas caracteristicas do material de eigenschappen zijn na verificatie alleen voor eenmalig gebruik geschikt 6.2 Anslut adaptern till flaskans inlopp. Kontrollera att allt sitter stadigt innan 6.1 Knaek udgangstilslutningens udleser af flasken, og bortskaf den (drej den ikke).
para su ulterior reutilizacion puede afectar negativamente a la integridad del dispositivos médicos tenham o desempenho pretendido. Estas caracteristicas verklaard. Probeer niet het hulpmiddel opnieuw te bewerken met hergebruik syrgasmuttern ansluts till flodesmataren. 6.2 Seetadapteren pa flaskens indgangshul. Kontrollér, at den sidder fast, for
mismo o dar lugar a fallos en su funcionamiento. foram validadas para uma utilizagao Unica. Qualquer tentativa de reprocessar als doel. Zulke pogingen kunnen een ongunstige invioed op de integriteit 6.3 Sétt fast den pa fldesmétaren. Stall in flodeshastigheten pa 4 Ipm och verifiera iltmatrikken szttes pa flowmaleren.
6. INSTALACIONY USO: o dispositivo para subsequente reutilizagio pode afectar adversamente a van het hulpmiddel hebben of kunnen een verslechterde werking van het luftflsdet genom utloppsporten pé flaskan. 6.3 Fastger flowméleren. Indstil flowhastigheden til 4 [pm, og kontrollér luftflowet
6.1 Desenganche el gatillo del puerto de salida de la botella y deséchelo (no lo integridade do dispositivo ou levar a alteragao do seu desempenho. hulpmiddel veroorzaken. 6.4 Kontrollera att larmet fungerar fére anvandning. Lat flodeshastigheten vara kvar gennem flaskens udgangstilslutning.
retire girando). 6. MONTAGEM E UTILIZACAO: 6. OPSTELLING EN GEBRUIK: pé 4 Ipm, tépp till flaskans utloppsport och lyssna om du hor ett ljudlarm. 6.4 Bekraeftinden brug, at alarmen fungerer. Lad flowhastigheden sta pa 4 Ipm,
6.2 Fije el adaptador a la entrada de la botella. Compruebe que la adaptacion es 6.1 Quebre a patilha da porta de saida da garrafa e elimine-a (ndo a rode para a 6.1 Breek de dop van uitgangspoort van de fles en werp deze weg (draai deze er 6.5 Anslut syrgasslangen till flaskans utlopp med liten diameter. blokér flaskens udgangstilslutning, og afvent, at der lyder en alarm.
segura antes de fijar la tuerca de oxigeno al flujémetro. remover). niet af). 6.6 Justera flodeshastigheten enligt lakarens anvisningar. 6.5 Setiltslangerne pé flaskens lille afgangshul.
6.3 Conecte el flujometro. Establezca la velocidad de flujo a 4 Ipm y verifique el flujo 6.2 Encaixe o adaptador a entrada da garrafa. Verifique se estd bem encaixado 6.2 Bevestig de adapter aan de opening van de fles. Controleer of de aansluiting 6.7 Kassera ej anvdnda delar nar behandlingen &r klar. 6.6 Stil flowhastigheden som ordineret af leegen.
de aire a través del puerto de salida de la botella. antes de roscar a porca do oxigénio no fluxémetro. stevig is voordat u de zuurstofaansluiting aan de stromingsmeter bevestigt. 7. FORVARING OCH HANTERING: 6.7 Kassér ubrugte portioner, nar behandlingen er afsluttet.
6.4 Confirme que la alarma funciona antes de usarlo. Dejando la velocidad de flujo 6.3 Encaixe no fluxémetro. Defina a taxa de fluxo para 4 Iom e verifique o fluxo de ar 6.3 Bevestig de aansluiting aan de stromingsmeter. Stel de stroomsnelheid in op 4 7.1 Kassera denna produkt pa ett sakert satt enligt lokala bestimmelser for kassering av 7. OPBEVARING OG HANDTERING:
en 4 Ipm, tape el puerto de salida de la botella y escuche si se emite una alarma através da porta de saida da garrafa. o Ipm en controleer de luchtstroom door de uitgangpoort van de fles. kontaminerat avfall. 7.1 Bortskaf dette produkt pa sikker vis, i henhold til de lokale forskrifter for bortskaffelse
sonora. 6.4 Confirme a funcao de alarme antes da respectiva utilizacdo. Com a taxa de fluxo 6.4 Controlger de alarmfunctie Yoor het gebruik. Slult_de uitgangspoort van de fles 7.2 Férvara produkten vid rumstemperatur. Produkten far ej utséttas for af kontamineret medicinsk affald.
6.5 Fije el tubo de oxigeno al puerto de salida de diametro pequerio de la botella. definida para 4 Ipm, obstrua a porta de saida da garrafa e escute para verificar af, terwijl u de stroomsnelheid op 4 lpm laat, en luister of u een alarmsignaal minusgrader eller hdg varme. 7.2 Opbevares ved rumtemperatur. Undgé nedfrysning eller kraftig varme.
6.6 Ajuste la velocidad de flujo como lo indique el médico. se é emitido um alarme sonoro. hoort.
6.7 Descarte la solucion no utilizada al terminar la terapia. 6.5 Ligue o tubo de oxigénio a porta de saida, equipada com um pequeno orificio, 6.5 Bevestig de zuurstofslang aan de kleine uitgangspoort op de fles. ) R ) . ) o . . ) . .
7. CoNSERVAGONY MANPULACON cogarat R S ST et g S L e ol )
7.1 Deseche este producto de manera segura y de acuerdo con los reglamentos locales 66 Ajustea veIOCIdNade ‘fe ﬂu.x.o conforn’}e indicado E)elo medlcg. 6.7 Goginlet:gebrulkte porties na aflaop van:de behandeling weg, amerikanska patent- c;cli,registreringsverket ochivissaandra Iénger. almgrrii;n?l!e psateeml-coad vg:re‘moaeerkekia?;eongai vvizsr:r:rf:l'reelaii:lree.gls rerethos e
para eliminacién de residuos contaminados. 6.7 Elimine as porgdes ndo utilizadas apés a conclusdo da terapia. 7. OPSLAG EN BEHANDELING: 201 ) X & ) ) )
7.2 Guardelo a temperatura ambiente. Evite la congelacion y el calor excesivo. 7. ARMAZENAMENTO E MANUSEAMENTO: 7.1 Het product moet op veilige wijze en in overeenstemming met de plaatselijke el2015:5miths MedicalMed ensamiatt ©.2015 Smiths Medical. Alle fettigheder forbeholdes
7.1 Elimine este produto de uma forma segura, de acordo com as directrizes locais para a voorschriften voor besmettelijk afval worden afgevoerd.
L e . . eliminacéo de residuos contaminados. 7.2 Bewaren bij kamertemperatuur. Bevriezing of extreme hitte vermijden.
La marca de diseho Portex y la marca de disefio Smiths Medical son marcas 7.2 Armazene a temperatura ambiente. Evite a congelagao ou o calor excessivo. 5\15 & @ @ @ - M ONLY

comerciales de Smiths Medical. El simbolo ® indica que la marca comercial esta
registrada en la Oficina de Patentes y Marcas de EE.UU. y en ciertos otros paises.

© 2015 Smiths Medical. Todos los derechos reservados

A@@@-@% ONLY
2 1 X+ uall [ecTrer]

Precaucion - No reutilizar - Fabricado sin latex de caucho natural - No utilizar si el envase
esta danado - Esterilizado utilizando técnicas asépticas - No reesterilizar - Apirogeno
« Precaucion: Las leyes federales de EE.UU. restringen la venta de este dispositivo a un
meédico o por prescripcion facultativa - Nimero de catélogo - Codigo de lote - Fecha de
caducidad - Cantidad - Manténgase lejos de laluzsolar - Manténgase en lugar seco «
Fabricante - Representante autorizado en la Comunidad Europea

De Portex- en Smiths Medical-ontwerpmerken zijn handelsmerken van Smiths
Medical. Het symbool ® geeft aan dat het handelsmerk bij het Amerikaanse patenten-
en handelsmerkenkantoor en in bepaalde andere landen gedeponeerd is.

© 2015 Smiths Medical. Alle rechten voorbehouden

&@@@-Konw
2 1 2K+ uall [ecTrer]

Let op - Niet opnieuw gebruiken - Niet gemaakt met natuurlijke rubberlatex » Niet
gebruiken indien de verpakking beschadigd is - Gesteriliseerd met aseptische
verwerkingstechnieken Niet opnieuw steriliseren - Niet-pyrogeen - Let op: Krachtens
de nationale wetgeving (van de VS) mag dit product uitsluitend door of op voorschrift
van een arts worden verkocht - Catalogusnummer - Batchcode « Te gebruiken voor «
Aantal - Verwijderd houden van zonlicht - Droog houden - Fabrikant - Gemachtigde
in de Europese Gemeenschap

As marcas de design Portex e Smiths Medical sao marcas comerciais da Smiths
Medical. O simbolo ® indica que € uma marca registada na Reparticdo de Registo
de Patentes dos E.U.A. e noutros paises.

© 2015 Smiths Medical. Todos os direitos reservados

Forsiktighet - Far inte ateranvéandas « Inte gjord med naturgummilatex « Fér inte
anvandas om férpackningen &r skadad « Steriliserad med anvéndning av aseptiska
behandlingstekniker « Far ej omsteriliseras « Icke-pyrogen « Forsiktighet: Enligt
amerikansk federal lagstiftning far denna produkt endast séljas av eller p& order av
lékare - Katalognummer « Batchkod « Anvand fore « Kvantitet « Skyddas fran solljus «
Forvaras torrt « Tillverkare « Auktoriserad representant i Europeiska gemenskapen

Forsigtig - Ma ikke genanvendes - kke fremstillet af naturgummilatex - Mé ikke anvendes,
hvis emballagen er beskadiget - Sterilisér ved brug af aseptiske behandlingsteknikker
Mé ikke resteriliseres - Ikke pyrogen - Forsigtig: Ifalge amerikansk lov ma dette produkt
kun saelges af eller pa ordination af en leege « Katalognummer « Batchkode « Anvendes
inden « Antal - Md ikke udsaettes for sollys - Opbevares tort - Fabrikant - Repraesentant
i det Europaeiske Faellesskab

Precaucao - Nao reutilizar « Nao fabricado com latex de borracha natural
« Néo utilizar se a embalagem estiver danificada - Esterilizado utilizando
técnicas assépticas « Nao reesterilizar « Apirogénico - Precaugao: A lei federal
dos EUA restringe a venda deste dispositivo a médicos ou mediante receita
médica + Nimero de catalogo - Cédigo de série - Utilizar até « Quantidade
- Manterafastado daluzsolar - Manter seco - Fabricante - Mandatario na Comunidade
Europeia
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 661325

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

S M J/‘e-\.'.

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2017-06-28 Date: 2017-06-28 Expiry Date: 2022-06-27

..making excellence a habit’
Page 1 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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Certificate No: CE 661325

] T L 4

By Royal Charter

Certificate Scope:

The design, development and manufacture of sterile:

Breathing Systems, Drainage Devices, Feeding Devices, Filtration Devices for Breathing
Circuits, Infusion Disposables, Intubation Systems, Obstetrics and Gynaecology Sampling
Devices, Oxygen and Humidity Management Devices, Pressure Monitoring Accessories,
Resuscitation Devices, Suction Catheters, Tracheostomy Tubes, Vascular Access Devices

The design, development and manufacture of non-sterile:

Breathing Systems, Intubation Systems, Resuscitation Devices, Gynecologic Pessaries,
Tracheostomy Tubes, Oxygen and Humidity Management Devices

First Issued: 2017-06-28 Date: 2017-06-28 Expiry Date: 2022-06-27

..making excellence a habit’
Page 2 of 2

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Brightwake Limited Manufacture
Lowmoor Business Park

Kirkby-in-Ashfield

Nottinghamshire

NG17 71Z

United Kingdom

GaleMed Corporation Manufacture
No. 87, Li-Gong 2nd Road

Wu-Jia

YILAN 268

Taiwan

GE Medical Manufacture
Pollards Wood

Nightingales Lane

Chalfont Saint Giles

HP8 4SP

United Kingdom

..making excellence a habit’

Page 1 of 9

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied
Koo Medical Equipment (Shanghai) Manufacture
Co., Ltd

100 Zhongde Road

Dakun Industrial Park
Songjiang, Shanghai 201614
China

Pentair Filtration Solutions Crucial Supplier
1350 Hammond Road

St. Paul

Minnesota

55110

USA

Quadrant EPP Belgium N.V. Manufacture
Industriepark Noord

Robert Tavernierlaan 2

Tielt

8700

Belgium

..making excellence a habit’

Page 2 of 9

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied
Smiths Healthcare Manufacturing Manufacture
SA de CV

Avenida Calidad No.4

Parque, Industrial Internacional
Tijuana

22425

Mexico

Smiths Healthcare Manufacturing Manufacture
SA de CV

Carretera Miguel Aleman Km 21.7

Parque Industrial Monterrey

Apodaca

Nuevo Leodn

66603

Mexico

..making excellence a habit’

Page 3 of 9

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28
Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Smiths Medical ASD Inc. Manufacture
10 Bowman Dr.

Keene

New Hampshire

03431

USA

Smiths Medical ASD Inc. Manufacture
1265 Grey Fox Road

St Paul

Minnesota

55112

USA

Smiths Medical ASD Inc. Manufacture
201 West Queen St.,

Southington

Connecticut

06489

USA

..making excellence a habit’

Page 4 of 9

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Smiths Medical ASD Inc. Manufacture
6250 Shier Rings Road

Dublin

Ohio

43016

USA

Smiths Medical ASD Inc. Distribution
9124 Polk Lane, Suite 101

Olive Branch

Mississippi

38654

USA

Smiths Medical Czech Republic a.s. Manufacture
Olomoucka 306
753 01 Hranice
Czech Republic

..making excellence a habit’

Page 5 of 9

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Smiths Medical Gary Manufacture
5700 W 23rd Ave

Gary

Indiana

46406

USA

Smiths Medical International Ltd Manufacture
52 Grayshill Rd

Cumbernauld

Glasgow

G68 9HQ

United Kingdom

Smiths Medical International Distribution
Nijmegen

Bijsterhuizen 22-08

6604 LD Wijchen

The Netherlands

..making excellence a habit’
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied
Smiths Medical Italia Srl Packaging

Via della Stazione, 2

Latina Scalo

04100

Italy

Sterigenics Belgium ETO Sterilization

(Petit-Rechain) SA

Zoning Industriel de Petit-Rechain
Avenue Andre Ernst 21

B-4800 Verviers

Belgium

Sterigenics UK Limited ETO Sterilization
Cotes Park Estate

Somercotes

Alfreton

DE55 4NJ

United Kingdom

..making excellence a habit’
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

Sterigenics US, LLC Gamma Sterilization
344 Bonnie Circle

Corona

California

92880

USA

Sterigenics, LLC Gamma Sterilization
1700 College Blvd.

West Memphis

Arkansas

72301

USA

Sterilization Services of ETO Sterilization
Tennessee, Inc

2396 Florida Street

Memphis

Tennessee 38109

USA

..making excellence a habit’
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Subcontractor: Service(s) supplied

STERIS ISOMEDIX Services, Inc ETO Sterilization
7685 Saint Andrews Avenue

San Diego

California 92154

USA

UPG Manufacture
Avenida La Cuspide #1

Parque Industrial Tecnomex

Del. Playas de Tijuana

Tijuana

Baja California

22700

Mexico

Velcro USA Inc. Crucial Supplier
95 Sundial Avenue

Manchester

New Hampshire

03103-7206

USA

..making excellence a habit’
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 661325
Date: 2017-06-28

Issued To: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
United Kingdom

Date Reference Action
Number

8603100 First issue. Transferred from another Notified Body.
8603169 Certificate renewal.

Current

..making excellence a habit’
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



Certificat CE - Sistem Integral de Asigurare a
Calitatii

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Nr. CE 661325

Titular: Smiths Medical International Ltd.

Boundary Road
Hythe

Kent

CT21 6JL
Marea Britanie

Obiect:

Consultati pagina cu obiectul certificatului.

pe baza examinarii noastre a sistemului de asigurare a calitatii conform cerintelor Directivei Consiliului 93/42/CEE,
Anexa Il excluzand Sectiunea 4. Sistemul de asigurare a calitatii indeplineste cerintele Directivei. Pentru lansarea
pe piata a produselor din clasa Ill este necesar certificatul mentionat in Anexa Il, Sectiunea 4.

Pentru si in numele BSI, organ de certificare in acceptiunea sus-mentionatei Directive (Organ de certificare cu
numarul 0086):

Stewart Brain, Sef compartiment conformitate si risc
Dispozitive medicale

Prima editie: 2017-06-28 Data: 2017-06-28 Data expirarii: 2022-06-27

Pagina 1 din 2

Valabilitatea prezentului certificat este conditionata de mentinerea sistemului nde calitate la cerintele Directivei dovedita de organul de certificare care
supravegheaza compania. Prezenta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte on in numele companiei care detine
prezentul certificat, cu exceptia unui acord contrar, incheiat cu BSI.

Prezentul certificat a fost redactat electronic si este conditionat de respectarea caietului de sarcini. II.’ FRUL g R,

fI a2 %
Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI L = MusuroIA ~\
Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 in 389 Chiswick High Road, Londra W4 4AL, UK. A /"" II"_‘;‘_ HTRELA “

membra a grupului BSI. \
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Certificat nr.:. CE 661325

Obiectul certificatului:

Proiectarea, dezvoltarea si fabricatia produselor sterile:

Sisteme de respiratie, Dispozitive de drenaj, Dispozitive de nutritie, Dispozitive de filtrare
pentru Circuite respiratorii, Consumabile pentru perfuzii, Sisteme de intubatie, Dispozitive de
prelevare a probelor pentru obstetrica si ginecologie, Dispozitive de gestionare a oxigenului
si umiditatii, Accesorii de control al presiunii, Dispozitive de resuscitare, Catetere de
absorbtie, Tuburi de traheostomie, Dispozitive de acces vascular

Proiectarea, dezvoltarea si fabricatia de produse nesterile:

Sisteme de respiratie, Sisteme de intubatie, Dispozitive de resuscitare, Supozitoare
vaginale, Tuburi de traheostomie, Dispozitive de gestionare a oxigenului si umiditatii

Prima editie: 2017-06-28 Data: 2017-06-28 Data expirarii: 2022-06-27

Pagina 2 of 2

Valabilitatea prezentului certificat este conditionata de mentinerea sistemului nde calitate la cerintele Directivei dovedita de organul de certificare care

supravegheaza compania. Prezenta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte on in numele companiei care detine FEINL %
prezentul certificat, cu exceptia unui acord contrar, incheiat cu BSI. ." : : “\.
Prezentul certificat a fost redactat electronic si este conditionat de respectarea caietului de sarcini. i =3 MUSUROIA o I"I
et [ MUSUROT
|4 IREL ]
Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI i/-"” £l \"| “ _-F"* e )
Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 in 389 Chiswick High Road, Londra W4 4AL, UK. A 1 '-fl'____, 1;: oy e

membra a grupului BSI.
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Certificat CE - Sistem Integral de Asigurare a

Calitatii

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Lista subcontractantilor majori

Recunoscuti ca participanti la prestatiile aferente produsului certificat prin:

Certificat nr.: CE 661325
Data: 2017-06-28

Titular: Smiths Medical International Ltd.

Boundary Road
Hythe

Kent

CT21 6JL
Marea Britanie

Subcontractant:

Servicii prestate

Brightwake Limited
Lowmoor Business Park
Kirkby-in-Ashfield
Nottinghamshire

NG17 7JZ

Marea Britanie

Fabricatie

GaleMed Corporation

Nr. 87, Li-Gong 2nd Road
Wu-Jia

YILAN 268

Taiwan

Fabricatie

GE Medical
Pollards Wood
Nightingales Lane
Chalfont Saint Giles
HP8 4SP

Marea Britanie

Pagina 1 din 9

Fabricatie

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI
Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 in 389 Chiswick High Road, Londra W4 4AL, UK. A

membra a grupului BSI.
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Certificat CE - Sistem Integral de Asigurare a

Calitatii

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Lista subcontractantilor majori

Recunoscuti ca participanti la prestatiile aferente produsului certificat prin:

Certificat nr.: CE 661325
Data: 2017-06-28

Titular: Smiths Medical International Ltd.

Boundary Road
Hythe

Kent

CT21 6JL
Marea Britanie

Subcontractant:

Servicii prestate

Koo Medical Equipment (Shanghai)

Co., Ltd
100 Zhongde Road
Dakun Industrial Park

Songjiang, Shanghai 201614

China

Fabricatie

Pentair Filtration Solutions
1350 Hammond Road

St. Paul

Minnesota

55110

USA

Furnizor crucial

Quadrant EPP Belgium N.V.

Industriepark Noord
Robert Tavernierlaan 2
Tielt

8700

Belgia

Pagina 2 din 9

Fabricatie

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI
Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 in 389 Chiswick High Road, Londra W4 4AL, UK. A

membra a grupului BSI.
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Certificat CE - Sistem Integral de Asigurare a

Calitatii

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Lista subcontractantilor majori

Recunoscuti ca participanti la prestatiile aferente produsului certificat prin:

Certificat nr.: CE 661325
Data: 2017-06-28

Titular: Smiths Medical International Ltd.

Boundary Road

Hythe
Kent
CT21 6JL

Marea Britanie

Subcontractant:

Servicii prestate

Smiths Healthcare Manufacturing
SA de CV

Avenida Calidad Nr.4

Parque, Industrial Internacional
Tijuana

22425

Mexic

Fabricatie

Smiths Healthcare Manufacturing
SA de CV

Carretera Miguel Aleman Km 21.7
Parque Industrial Monterrey
Apodaca

Nuevo Leén

66603

Mexic

Pagina 3 din 9

Fabricatie

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI
Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 in 389 Chiswick High Road, Londra W4 4AL, UK. A

membra a grupului BSI.
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Certificat CE - Sistem Integral de Asigurare a
Calitati

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Lista subcontractantilor majori

Recunoscuti ca participanti la prestatiile aferente produsului certificat prin:

Certificat nr.: CE 661325
Data: 2017-06-28

Titular: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
Marea Britanie

Subcontractant: Servicii prestate

Smiths Medical ASD Inc. Fabricatie
10 Bowman Dr.

Keene

New Hampshire

03431

USA

Smiths Medical ASD Inc. Fabricatie
1265 Grey Fox Road

St Paul

Minnesota

55112

USA

Smiths Medical ASD Inc. Fabricatie
201 West Queen St.,

Southington

Connecticut

06489

USA

Pagina 4 din 9

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI !

Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 in 389 Chiswick High Road, Londra W4 4AL, UK. A
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Certificat CE - Sistem Integral de Asigurare a
Calitati

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Lista subcontractantilor majori

Recunoscuti ca participanti la prestatiile aferente produsului certificat prin:

Certificat nr.: CE 661325
Data: 2017-06-28

Titular: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
Marea Britanie

Subcontractant: Servicii prestate

Smiths Medical ASD Inc. Fabricatie
6250 Shier Rings Road

Dublin

Ohio

43016

USA

Smiths Medical ASD Inc. Distributie
9124 Polk Lane, Suite 101

Olive Branch

Mississippi

38654

USA

Smiths Medical Republica Ceha a.s. Fabricatie
Olomouckéa 306
753 01 Hranice

Republica Ceha

Pagina 5 din 9

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI i
Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 in 389 Chiswick High Road, Londra W4 4AL, UK. A U
membra a grupului BSI. e i \'I


happypets
Stamp


Certificat CE - Sistem Integral de Asigurare a
Calitati

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Lista subcontractantilor majori

Recunoscuti ca participanti la prestatiile aferente produsului certificat prin:

Certificat nr.: CE 661325
Data: 2017-06-28

Titular: Smiths Medical International Ltd.
Boundary Road
Hythe
Kent
CT21 6JL
Marea Britanie

Subcontractant: Servicii prestate

Smiths Medical Gary Fabricatie
5700 W 23rd Ave

Gary

Indiana

46406

USA

Smiths Medical International Ltd Fabricatie
52 Grayshill Rd

Cumbernauld

Glasgow

G68 9HQ

Marea Britanie

Smiths Medical International Distributie
Nijmegen

Bijsterhuizen 22-08

6604 LD Wijchen

Olanda

Pagina 6 din 9

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI o
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Certificat CE - Sistem Integral de Asigurare a
Calitati

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Lista subcontractantilor majori

Recunoscuti ca participanti la prestatiile aferente produsului certificat prin:

Certificat nr.: CE 661325
Data: 2017-06-28

Titular: Smiths Medical International Ltd.

Boundary Road
Hythe

Kent

CT21 6JL
Marea Britanie

Subcontractant: Servicii prestate
Smiths Medical Italia Srl Ambalare

Via della Stazione, 2

Latina Scalo

04100

Italia

Sterigenics Belgium Sterilizare ETO

(Petit-Rechain) SA

Zoning Industriel de Petit-Rechain
Avenue Andre Ernst 21

B-4800 Verviers

Belgium

Sterigenics UK Limited Sterilizare ETO
Cotes Park Estate

Somercotes

Alfreton

DE55 4NJ

Marea Britanie

Pagina 7 din 9

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI f i
Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 in 389 Chiswick High Road, Londra W4 4AL, UK. A i
membra a grupului BSI. .r"'t



happypets
Stamp


Certificat CE - Sistem Integral de Asigurare a
Calitati

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Lista subcontractantilor majori

Recunoscuti ca participanti la prestatiile aferente produsului certificat prin:

Certificat nr.: CE 661325
Data: 2017-06-28

Titular: Smiths Medical International Ltd.

Boundary Road
Hythe

Kent

CT21 6JL
Marea Britanie

Subcontractant: Servicii prestate

Sterigenics US, LLC Sterilizare cu raze gamma
344 Bonnie Circle

Corona

California

92880

USA

Sterigenics, LLC Sterilizare cu raze gamma
1700 College Blvd.

West Memphis

Arkansas

72301

USA

Sterilization Services of Sterilizare ETO
Tennessee, Inc
2396 Florida Street

Memphis
Tennessee 38109
USA
Pagina 8 din 9 )

!
Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI l(_’_.--"_ ""-'-_ A
Assurance UK Limited, inregistrata in Anglia sub numarul 7805321 in 389 Chiswick High Road, Londra W4 4AL, UK. A f \"I

membra a grupului BSI. s “'« ‘u


happypets
Stamp


Certificat CE - Sistem Integral de Asigurare a
Calitati

Directiva 93/42/CEE privind dispozitivele medicale, Anexa Il excluzand Sectiunea 4

Lista subcontractantilor majori

Recunoscuti ca participanti la prestatiile aferente produsului certificat prin:

Certificat nr.: CE 661325
Data: 2017-06-28

Titular: Smiths Medical International Ltd.

Boundary Road
Hythe

Kent

CT21 6JL
Marea Britanie

Subcontractant: Servicii prestate

STERIS ISOMEDIX Services, Inc Sterilizare ETO
7685 Saint Andrews Avenue

San Diego

California 92154

USA

UPG Fabricatie
Avenida La Cuspide #1

Parque Industrial Tecnomex

Del. Playas de Tijuana

Tijuana

Baja California

22700

Mexic

Velcro USA Inc. Furnizor crucial
95 Sundial Avenue

Manchester

New Hampshire

03103-7206

USA

Pagina 9 din 9

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI =3 MLIED
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Subsemnata MUSUROIA MIRELA, traducator autorizat de Ministerul Justitiei, certific exactitatea
acestei traducerii cu textul inscrisului original in limba engleza, ce a fost vizat de mine.
Traducator autorizat
Nr. 2769/2015
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Prin prezenta se certifios faptul c3 smtemu! de .'maﬁégémé;t - gg.,;"t;ﬁ,?=_a|l_: ol
SMITHS MEDICAL INTERNATIONAL LIMITED
Boundary Road, Hythe, Kent, CT216JL, UK

a fost evaluat si inregistrat de AMTAC Certification Services Limited ca fiind conform cerintelor:

EN ISO 13485:2012

Sistemul de management al calitatii este aplicabil pentru:

Proiectarea:

Sistemelor de Respirat, Dispozitivelor de Drenaj, Dispozitivelor de Alimentare, i 3
Dispozitivelor de Filtrare, Infuzoare de Unica Folosinta, Sisteme de Intubare, Dispozitive "
5 c;i__e\;'dbsfétricag Ginecologie, Dispozitive de Management al Oxigenului si Umiditatii,

Di Eo Itive de Monitorizare a Presiunii, Dispozitive Mecanice de Respiratie, Dispozitive
- de Resuscita Catetere Suctiune, Tuburi Traheotomie, Dispozitive Acces Vascular,
Catetere Cardio Toracice si Comprese Chirurgicale

o Pozitii Suplimentare: ' '

- Resurse Umane si Pregatire Profesionalad, Transport, Cerere Planificare, Supraveghere
. Post Piat3, Cunoasterea Pietei, E-Business, Servicii Client International, Dezvolatre
Atacerg, Inregistrari, Finante, Wallace Women's Healthcare

o =
S -

~ Certificat Numar: Initial Data 053-01 B
 Certificarii: Dat Efectiva 20 Octombrie 2005
Certificat: : | 23lulie 2016
Data Expirarii Certificatului: 22 lulie 2019

sf

: _Brian Johnsoné %

. AMTAG Certification Services Limited, Milton Keynes, UK :

‘Acest certificat este proprietatea AMTAC Certification Services Lid

“r.

in emiterea acestui certificat, Intertek nu-si asuma nicio raspundere faia de alta Parte in afara de Client, i ceasta, numal in conformitate

cu Acordul de Certificare agreat, Validitatea acestui certificat depinde de past de cétre organizaie a sist lui in conformitate cu cerintele
Intertek pentru sistemele de cerificare. Validitales poate fi confirmatd prin email la certificate validation@intertek com sau prin scanarea codului din
dreapta cu un, AMTAC Certification Services Limited este definutd de AMTAC Certification Services Holdings Limited, care este o sucursald
definuté integral de Intertek UK Holdings Limited. AMTAC Certification Services Limited este un organism acreditat inregistrat la UKAS cu numérul

e fata de nicio parte, alta decat Clientul, si aceasta
numai_in conformitate cu Termenii si Condifile agreate. Certificatul ramane proprietatea Intertek, céreia §i trebuie returnat la cerere.

“
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