ST

SR

SR
R et
AR

B

S




Imm WWW.imaxeon.com

TECHNICAL DATA SHEET

Product Name: 150cm 300psi coiled tube set single
Catalogue Numbers: ZY5151
Injector Series: Salient CT Contrast Injector

5 Assembly Tube Coiled 60” (150cm) | vl
3 Flexible Tube g3 Medlcal grade PVC DEHP free

;iLuerr \hrgm Palycarbonata :
- Dustcap: Virgin Palvpmviene

-Luer Flttmg, Femaie """ h ‘_.

Luer: Virgin Polycarbonate
Dustcap Virgin Pofyprovlene

i H‘_%';.Cycichexannne

Shelf Life: 5 years from date of sterilisation 9 Imaxeon Pty Ltd
Primary Packaging: Tyvek® pouch \»& ;’;‘L iLr'nzifziSfSUth Street
Secondary Packaging: Cardboard shipper box (50 per) / ";Q NSW Australia
Sterilization Method: Ethylene Oxide (EtO) % : Ph: +612 8845 4999
Internal volume: 2.7ml PS090002-03

Latex Free \\§

Phthalate Free
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FISA TEHNICA

Denumire produs: set tub spiralat simplu 150 cm 300 psi

Numar de catalog: ZY5151

Seria injectorului: Injector contrast Salient CT

_Element

Componenta*

Material

5 Ansamblu tub spiralat 60" (150cm)

3 Tub flexibil

PVC medical fara DEHP

1 Conector Luer, Female cu capac antipraf Male

Luer: Policarbonat steril
Capac antipraf: Polipropilena sterila

2 Conector Luer, Male cu capac antipraf Female

Luer: Policarbonat steril

Capac antipraf: Polipropilena sterila

4 [Solvent

Ciclohexanona

Termen de valabilitate: 5 ani de la data sterilizarii

Ambalaj primar: Punga Tyvek®

Ambalaj secundar: Cutie din carton pentru expeditie (cate 50)

Metoda de sterilizare: Oxid de etilena (EtO), Iradiatie

Volum interior: 2.7 ml
Nu contine latex

Nu contine ftalat

e

Imaxeon Pty Ltd
Unit 1, 38-46 South Street

.. Rydalemere 2116
«\\‘NSW Australia
aé}‘ Ph: +612 8845 4999

PS090002-03




Subsemnata COJOCARU ALINA IOANA traducitor autorizat de Ministerul Justitiei cu nr. 20086,
certific exactitatea traducerii cu textul inscrisului original din limba engleza in limba romana.




IMAXEON
SALIENT

Contrast Injection Systern
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Syringe and Connector Tuhing
INSTRUCTIONS FOR USE

Catalog Ne. | Description
ZYB320 Salient Syringe 190mi and quick fill tube
Y8321 Salient Syringe 190m| and spike
ZYB6322 Salient Syringe 200mi and quick fill tube
ZY6323 Salient Syringe 200mi and spike
ZY¥B324 Salient Syringe 200ml and spike
150cm 300 psi coiled tube set — single
ZY8325 Salient Syringe 200m| and quick fill tube
150cm 300 psi coiled tube set - single
ZY5151 150cm 300 psi coiled tube set ~ single
25152 150cm 300 psi coiled tube set - dual

©Copyright MNOS0001-11 Rev Date 23-May-2013
Imaxeon Pty Ltd. All Rights Reserved.

Imaxeon® and FluiDots® are registerad trademarks.

Language
English
Deutsch
Frangals
Italiano
EAViKG
Svenska
Nederiands
Dansk
Norsk
Portugués
Espafiol
B3
Eillsep sz
bernraporu

Srpski
Potski
Tiitkga
Magyar
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Imaxeon Pty Lid
Unit 1, 38-46 South Street
Rydalmere NSW 2116

Australia

T. +61-2-8845-4999

F: +61-2-8845-4936
W www.imaxeon.com

MDSS GmbH

Schiffgraben 41
30175 Hannover
Germany
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Introduction:

Raad the infarmalion contained in this section. Underslanding the
information will assist you in operating the device in a safe manner.
Important Safety Notice: This device is intended to be usad by
Individuals with adequate (raining and expsrience in diagnostic
imaging studies.

Intended Use: The contents of this package are intended to ba
used in tha celivary of contrast media or sgline, They are indicated
for single-Uuse on one patient only with IMAXEON Salient Injec-
tors. The transfor set is intended for use for one conlainer of media
only, and must be discarded when the container becomes empty,
or after six hours, whichever comss first, Refer to the media manu-
fecturer's instructions for use for additional indications.
Gontraindications: These devices are not intended for multiple
patlent use, drup infusion, chemotherapy, or any other use for
which the device is not indicated.

Restricted Sale: Ry Cnly

. Warnings

= Air embolization can cause death or serious injury to
the patient. Do not connect a patient to the injector unlil ail
trepped alr has been clearad from e syringe and fluid path.
Corefully read the instructions for loading and the use.of Fiut-
Dots® indicators te reduce the chance of air embolism.

»  Biological contamination can result from reusing dispos-
able items or failure to follow aseptic technique, Proparly
discard digposable items after use, or If there is any possiblfity
that contaminalivn may have ocourred,

= SByringe sterility will be compromised, and patient infec-
tion may result, If the plunger is removed from the sy-
ringe. Do noi remaova the plunger te fill the syringe.

* Bacterial gontamination can occur if syringes are used
to store contrast media, Use joadsd syringes immediately,
Diseard unused loaded syringes.

*  Pationt or operator injury may result if package is openecd
oF damaged, or if damaged components are used. Visually
Jinspect contents and package before each use.

= Patient or operator injury may result from contrast media
lesks or tubing ruptures. Ensure that the fluid path is open;
do not excesd pressures identified on the front of the package.
Use of greater pressures or occluslons in the fluid path may
vesult In laaks or ruplures.

= Patient injury could result if syringe is not properiy en-
gaged. Do not load or inject unless the syringa Is propery
engagad,

JAiCautions

+  Component damage or leaks may occur if not installed prop-
erty. Ensure all connections are secure; do nat overtighten.
This will help minimize leaks, disconnection, and compongnt
-damage.

ZY6320: Spritze 190 ml und Gulck Fill Tube

Z¥8321: Spritze 180 m| und Fiilidern

ZYB322: Spritze 200 mi und Quick Fill Tube

ZY6323: Spritze 200 ml und Fulidorn

ZY6324; Spritze 200 mi und Falldorn, 150 cm 300 psi Spirals
chlauch, elizeln

2Y6325: Spritze 200 ml und Quick Fill Tube, 150 cm 300 ps! Spi-
ralschiauch, einzeln

ZY5151: 150 cm 300 psi Spiralschiauch, einzein

ZY¥5152; 150 cm 300 pei Spiralschiauch, doppeit

Einfihrung:

Lesen Sie diesen Absehntt auimerksam durch, Ein gutes Verstindnis
der darin enthattenen Informationen hilft Innen beim sicheren Belrish
des Gerifs,

Wichtiger Sicherheitsvermerk: Dieses Gerdl ist zur Venwendung
duich Personen vergesehen, die iber entsprechende Ausbildunyg und
Ertahrung mit diagnostischen Tomographie-Studisn verfGgen,
Verwendungszweck: Der Inhalt digser Packung ist zum Fillen von
Kontrastmiiel oder Kochsalzitsung in eine Spritze vargasehen. Das
Produkt ist ausschileRlich zum sinmaligen Gebrauch mit IMAXEON
Salient Injektoren bai einem einzigen Patisaten vorgesehen. Welfara

English

= Referto the Injector Gperation Manusi for further inglructions.
NOTE: To minimize bubbles when loading a syringe through a
transfer set, do not exceed a reverse load rate of 7 mlisec,
Instaliing a Syringe

Insert the syringe until It snaps into piace. The piston automatically
engages the plunger, and advances it t the front of the syringe.
Operator vigilance and care, coupled with a set procedure, is as-
sential to minimizing the possilily of an air embolism. Point the
Injector head up during leading, Point the injector heed down dur-
ing an injaction,

To help aveld an alr infection, IMAXEON syringes are aquippad
with Fiuilots® indicalors,
FiuiDots Indicators should be

chserved as part of an arm- i
ing procedure, When the Fiu- D
Dots® are viewed theough

ah emply syringe, the dots Empty Filled

appear as small narrow ellip-
ses, When viewed threugh a
full syringe, the dols become larger, alimost round.

“To-minimize air embolization risks, ensure thal one operator is des-
ignated the responsibility of filing the syringe(s). Do not change
operators during the precadura. If an operator change muet oeedr,
ensure that the new operator verifies that the fivid path is purged

of air.

Loading and Priming a Syringe Using a Guick Fill Tube {(GFT}
The syringe can be loaded manually or automatically on the Sali-
ent injector. See the Salient Operation Manual for more detailed
instructions,

Salient Manual Loading:

1. Install @ new syringe,

2. Install the QFT onfo the end of the syringe, 1/4 turn to 4/2 turn
maximum, Do not instell with excessive force,

3. insert the QFT info the fluld source end Tl the syringe with
fluid, using the load buttons,

4. Expeizic

£ Remove QFT. Connect the disposable tubing set.

8. Follow the insfructions in the section "Connettor Tube Instal-

lation.”

Salient Integral Autoload with a QF T:

1. Instell @ new syringe.

2, Seloct the syrings on the fill screen and pross the “Auto”™ Filt
tab

3. Install a QFT onto the énd of the syringe. 114 turn ta 1/2 lum
maximum. Do not install with excessive force.

4. Insert the QFT info the fluid source and press the stanbg_um.m

ot {he “Auta” Fill tab, -
5. Expsiair cold

Deutsch

= Es kann zu Verletzungen des Patienten kol
Spritze nicht richtly angebracht ist, Nur fille
wenn die Spritze korreki angebracht ist,
i Vorsichtshinweise
+  Beschadigungen ader Lecks kiinnen auftreten, wenlyji
Tion picht sachgeman durchyefihet wird, Sichorstellely g
Verhindungen fest sitzen; nichtzu fest anziehen. Dadurch

auf ein Minimism beschrinki.
= Welters. Anweisungen sind der Injektor-Bedienungsanis

enineheen:
HINWEIS: Um eine Biasenbildung zu minkmieren, beim Fiiten einer
Spritze sine Rickfilllungsrats van 7 mi‘s nicht iiberschraiten
Anbringen einer Spritze
Die Spritze einfuhren, bis sie einrastet. Ber Kolben greift automatisch
in den Kolbenkopf ein urid schiebt dissen in der Spritze nach vome
(bel den meisten Modellen). Zum Reduzieren des Volumens und der
Gm&e der wﬂhrend aes Fiillens in die Spritze eingezegenen Lufi-

wird ein F1 egerdt von IMAXEGN empfohien.

Es st von graftter Wichtigkelt, dass der Bediener Sorgfelt und Vorsicht

sind der lleitung fir das Kor

die Kochsalzidsung zu enfnahmen.
Kontraindikationen: Diese Produkis sind nicht zum Gebrauch bei
mahreren Patienten, zur Infusion von Arznelmittels, fir Chemotheraple
ader fir andera nicht besﬂmmungsgamﬂfiu Anwendungen bestimmt.
Beschriinkter Verlcauf: Vs flichtig
& MWarmhinweise
*  Eine Luftembolisation kann zu
zum Tod des Patienten filhren. Der Pavent darf erst an den
Injektor angeschlossen werden, wenn samiliche Lufl aus der
Spritze und dar Infusisssulpitung entfernt wurde. Um das Ristke
giner Luftembolie 2u reduzieren, die Gebraushsanweisungsn zur
lnsla\l;erung und Anwendung deor FiulDote® Indikatoren {falls

vorhanden) sorglaiti d
+  Durch Wieder dung von Ei riikeln bzw. Micht-
2 L kann o5 zu biclogischen
K i Ei ikel milssen nach dem

Gebrauch bzw. falis eine Méglichkeit bestoht, dase eine Komami-
nation voriegt, ordnungsgemai entsorgt wertien.

+  Falis der Kotben aus der Spritze entfernt wird, wird dle Ste-
rilitat der Spritze beeintrdchtigt. Dies kann zu siher Infektion
des Patianten fihren. Den Kolben zum Fillen der Sprilze nicht
entfernen.

* Wenn 5 zum Aufb von K ittal ver-
wendet werden, kann es 2u einer bakleriellen Kontamination
kemmen. Gefllite Spritzen sofort verwenden. Lnbenutzie gefik

ite Spritzen wegwerfen.
= Bel gedfh brw. bescl Verp g oder bei Vers
wendung Jter K Patienten oder

Bediener verletzt werden. Inhalf und Packung vor Jedem Ge-
brauch einer Sichtkontrelle untsrziehen,

@ Bei Konlrastmitislieoks gder elnem Bersten des Schlaushs
kiinnen Patienten und Bediener verletzt werden. Sichertel
len, dass die Zuleltung durchgéngig ist. Die auf der Packunge-
vorderseite angegebenen Druckwerte dirfen nicht dberachritien
warden. Bei Anwendung héherer Driicke bzw, bai Verslorfungan
in der Zuleitung kénnen Lecks ader Risse auftreten.

und das vorgeschisbene Verfahren genau befolgt, um das
Risiko einer Luftermbolie zu minimieren, Den Injekiorkopf wiihrend des
Fiillens nach oben richien. Den Injektorkopf wihrend einer Injektion
nach untsa richlen

Spritzen vor IMAXEON sind mit FluiDots® Merkierungen ausgestattet,
um das Injizleren von Luft zu

vermeiden. Diesa FiuiDote-

Markiorungan sollten wishrend
des  Aklivierungsprozesses i
Ubsarwacht warden. Wenn eine

FluibotsMarkierung  dusch Leore Gaftillte

@ing laere Sprilze bechachist

wird, sehen die Markiemngen wie schmale Eflpsen avs. Wenn die
Spritze voll ist, sehen die Markistungen gréflar und fast rund ads.
Zaumn Minimlaren des Risikos einer Luftembolie sicherstellen, dass
ain und gerselbe Bediener Ur oas Fulien der Spritze(n) verantwortich
ist. Wihrend des Verfabrens sollte der Bediener nichl gewechsalt
warden, Wern ein Bedienerwechsel durchgefihrt werden muss, sich-
ersteflen, dass der neue Bediener die Infusionszuleitung Gberpriift und
atwaige Luftblaschen antfernt.

Filllan und Entliiftan einer Spritze mit edor einer Quick Fill Tubs

Die Spritze kann manuelt oder am Salient Injektor autoratisch gefiilit

worden. Wallare Anwaisungan hierzu sind dor Saliont Badienungsen-

leitung zu eninehmen.

Manuelles Flillen des Gerdtes:

1. Neus Spritza eingetzan,

2. Schnelfiisiab (QFT - Quick-Fii-Tube) mit 1/4 bis maximal 1/2
Umdrehung am Ende der Spritze belestigen. Kains Gewalt an-

wenden,

3. QFT in die Filessigkaltsquells einfihren und die Spritze mit Hilfe
der Fulikntple fhlien.

4. Spritze enfiiften.

5. QFT entfemnen, Den Enwag-Pat lentenschiauch amchﬂaﬂeﬂ

6. Anwelsungen im Abschnitt installation der
bsfolpen.

inteariertes automatisches Fiillen des Gerhites mit QFT:

4, Remove QFT. Connect the disposable tubing set.

7. Foliow the instructions in the section “Connector Tube |nstal-
fation *

8. Press Next button to sat the injection paramaters

Note: Patency check through aspiration using the injector is not

possible when using a check valve on the end of the connecior

tfube. if mepiration iz important, remove the check valve from the

connector tube and direstly connect the connestor lbe to the

catheter,

Filling with Spike

Propare the bottle or bag of contrast and/or flushing solution. Push

the bottie or bag onto the spike until the seal is punctured.

Rﬁmomg a Syringe{s}

Disconnect the disposable tubing set from the vascular antry
device. The disposable tubing set does not need to be discon-
nected from the syringe.

2. Rotale the syringe approximately 174 tum counter-clockwise
and gently pull the syringe out of the injector head, discerding
the syringe with disposable tubing set,

Hote: Once tha syrnge is removed from the injector, the plston will

automatically retract.

Note: in orger to remove the syringe, the last piston motion must

ba in the forward direction, which is typical. If you cannot remove

the sytinge, press the ‘Back” button until the fil screen s dis-

played, press the retract bulten. then repest Step 2.

Connactor Tube installation

1. Ensure all alr is purged from the-syringe.

2. Remove the connector tube from the package. Remove the
dust cavers on the fuer fittings. Attach the conpector tube to
the syinge. 1/4 tumn 1o 1/2 m maximum. Do not install with
excessive force,

3. Ensure that the connector luer fitting Is secured to the tip of the
syringe andg verify that the tubing is not kinked or obstrucied,

If you are using = conneclor tube with

T-connecior, atfach Lhe siraight porlion of the

T-connector to the contrast (Syringe A) and the -

extension (o the saline (Syrings B). Ii the T-con- |

nector iz connactad to Syringe 8, priming will not

cormpletely il the connector tubing,

4. Ensure all air is purged.

& Rotata the injector head downward. g TR

B Connect to the patient and press ARM.

7. Theinjector will ask for CHECK FOR AIR.
Al

Nk W

i Em lieli SPE'I'TGI'I

Spritze entititen.
? QFT entfornen, Den Einweg-Lali hisuct i
& AIMEISIEI’!QIH im Abschnitt Insranaim der Anscrtussselmnu“
[gcan

. ‘ram Start dricken,

Hinweis: Befindet sich am Ende des Verbindungsschlauches eit
Rilokschlagventil, (st dle Durchgéngigkeitsprifung durch Aspiration
it dem Handknopf des injeklors nicht miglich. Sollte eine Aspiration
wichtig sein, muss das Rlckschiagventil vom verbindungsschiauch
abgenommen unc der Verbindungsschiatich direkt an den Kathater
angeschlossen werden,

Fﬂﬂguﬁ{( {Fillldorn)

Flasche oder den Beute! mit Kontrastmittel undfoder die Splil-
wsung vorbereiten. Dig Flasche oder den Deutel aul das Flllgeral
achieben, bis dis Dichtung durchstochen wird
Entfernen von Spritzen
1. Den Einweg-Schisuchsatz vom vaskuldren Zugangsgeral abw

rehmen Der Einweg-Gchlauchsatz muss nicht von der Spritze
shgenommen werdan
2. Die Spritze um ¢a. 1/4 Drahung gegen den Uhrzeigersinn drahen
und iohlig aus dem inj rkopf ziehen. Die Spritze zusam-
men mit dem Elnweg-Schlauchsatz entsorgen.
Hirwveis: Nachdem die Sprize aus dem Injektor entfernt wurde, fanr
der Kolben aulomatisch zurlick .
Hinwels: Zum Entfernen der Spritze muss die l2izte Kolbenbewegung
vorwéns sein, was normalenveise der Fall isi. Falls die Spritze nicht
entferst werden kann, dén manuglian Knopf des Injeltorkopfs um ca
aine Drehung verwars drahen. dann Schritt 2 wigderhalen.

der A il

Anschlussieitung aus der Verpackung entashmen und den

Sicherstellen, dass die Spritze volisténdig entiaiet ist,

Staubschutz von den Luer-Anschiilssen entfernen. Den An

schiussschiauch mit 1/4 Drehung (maximal $/2 Drehung) auf der

Spritze montieren. Nicht mit groem Krafteufwand befastigen.

4. Slcherstellen, dass der Luetanschiuss der Anschiussieilung an
der Spritzenapiize befestigh ist und der Schiauch nicht abgeknickd
oder biockiert ist.

Failis eine Anschiussieitung mit T-Anschiuss Dew

nutzt wird, den geraden Tail das T-Anschlusses

an das Kontastmittel (Spritze A) und die Ver-  {

fangerung an die Kochsaltidsung (Spritze B) . }j

anschieflen, Falle der T-Anschluss an dip Spritze ! & E

A

@y

*
£

B angeschlossen it wird die Anschlussigitung 4
dun.'.h des Entiliften nicht vollstandia gefuit. ey

Sicherstalien, dass afe Lufirickstinds en- B
ternt wurdén.

4. Den Injektorkopf nach unten drehen,

7. Den Patienten anschlielen und die Taste Luff enffernt* driicken.
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Seringi si Tuburi de racordare
INSTRUCTIUNI DE UTILIZARE

Nr. de catalog Descriere
ZT6320 Seringa Salient 190ml si tub cu umplere rapidi
ZT6321 Seringd Salient 190ml si ac
2716322 Sering# Salient 200m! si tub cu umplere rapida
ZT6323 Seringd Salient 200ml si ac
ZT6324 Seringi Salient 200ml i ac
150cm 300psi set de tuburi spiralate - unic
ZT6325 Sering Salient 200ml si tub cu umplere rapida
150cm_300psi set de tuburi spiralate - unic
ZT5151 150cm_300psi set de tuburi spiralate - unic
ZT5152 150cm_300psi set de tuburi spiralate - dublu
d Imaxeon Pty Ltd
Unit 1, 38-46 South Street
Rydalere NSW 2116
Australia

T: +61-2-8845-4999

F: +61-2-8845-4936

W: www.imaxeon.com
{REP] MDSS GmbH

Schiffgraben 41

Hanovra 30175

Germania

©Drepturi de autor MNG90001-11 Data Rev. 23-mai-2013
Imaxeon Pty Ltd. Toate drepturile rezervate.
Imaxeon® gi FluiDots® sunt mérei inregistrate.

Simbol Ro: Deseriere -
Atentie, consultati instructiunile insotitoare.

Nepirogenic
Nu utilizati dacd ambalajul este deschis sau avariat

Numai de unica folosinta
Data fabricirii / Sterilizéirii
Y Utilizati pani la data de




[isi] Numdr lot

[ Numar de catalog
[srmETas] Sterilizat cu oxid de etilend
| Lavex] Fari latex

CE... Indicd faptul cd dispozitivul este conform
cerintelor Directivei europene privind

dispozitivele medicale 93/42/CEE

[wsnemona] Avertisment — V3 indic# circumstantele care ar
putea rezulta In réniri sau moartea pacientului sau
operatorului.

[Eabviaa Atentionare — Vi indici circumstantele care ar

putea determina avarierea dispozitivului.

Roména

Introducere: Cititi informatiile din aceasti sectiune. Infelegerea acestora vi va ajuta si utilizati
produsul in siguranti.

Nota importantd de securitate: Acest dispozitiv este destinat utilizirii de citre persoane cu

instruire adecvati i experients in studiile legate de diagnosticul imagistic.

Indicatii de utilizare: Continutul acestui ambalaj este destinat utilizarii in administrarea
mediului de contrast sau solutiei saline. Aceste dispozitive sunt indicate pentru unic folosingi
doar cu injectoarele IMAXEON Salient. Setul de transfer este destinat utilizarii cu un singur
recipient de mediu de contrast, si trebuie indepartat cand se golegte recipientul, sau dupi sase
ore, oricare din acestea survine mai intai. Consultati instructiunile de utilizare ale
producitorului mediului de contrast pentru indicatii aditionale.

Contraindicatii: Aceste dispozitive nuy sunt destinate utilizdrilor multiple, injectirii de
medicamente, chimioterapiei sau altor utiliziri nespecificate.

Vénzare restrictionati: Exclusiv Rx

/?\ Avertizari

Embolizarea aerului poate cauza decesul sau rinirea grava a pacientului. Nu conectati
pacientul la injector péna cand nu afi scos tot aerul blocat in seringé sau calea de injectare.
Citifi cu atentie instructiunile pentru Incircarea si utilizarea indicatorilor FuiDots® pentru a
reduce riscul embolismului cu aer,

Reutilizarea articolelor de unica folosint sau nerespectarea tehnicii aseptice poate duce la
contaminare biologica. Eliminati in mod adecvat articolele, dupa utilizare sau daci existd
posibilitatea unei contaminari.




Caracterul steril al seringii va fi compromis, putdnd fi infectat pacientul, daci se indepéirteazi
tija seringii. Nu indepirtati tija pentru a umple seringa.

Poate apiirea contaminarea bacteriand, daci seringile sunt utilizate pentru depozitarea
mediului de contrast. Utilizati imediat seringile incdrcate. Eliminati seringile Inciircate si
neutilizate.

Poate apdrea rinirea pacientuhii sau a operatorului, daci ambalajul este deschis sau deteriorat,

sau dacd s utilizeazd componente deteriorate, Inspectati vizual continutul §i ambalajul inainte
de fiecare utilizare.

Scurgerile de mediu de contrast sau fisurile tuburilor pot cauza ranirea pacientului sau
operatorului. Asigurati-vi ci este deschisi calea de injectare; nu depisiti presiunile
identificate pe partea frontald a ambalajului. Utilizarea unor presiuni excesive sau blocajele pe
calea de injectare poate duce Ia scurgeri sau la fisurarea tubului conector.

Pacientul poate fi rinit daci seringa nu este corect cuplatd. Nu incércati sau injectati daca
seringa nu este corect cuplati.

ﬂ\ Atentiondri

Poate apdrea deteriorarea componentelor sau scurgeri, daci instalarea nu este adecvati.
Asigurati-vi cii toate conectirile sunt fixe; nu stringeti excesiv. Acest lucru va contribui la
reducerea scurgerilor, deconectirii si deterioririi componentelor.

Consultati manualul de operare al injectorului pentru instructiuni suplimentare.

NOTA: Pentru a reduce formarea de bule, la inciircarea unei seringi prin setul de transfer, nu
depasiti un debit de incircare prin tragere de 7ml/sec.

Instalarea seringii:

Inserati seringa pand la auzirea unui clic si fixarea in locas. Pistonul actioneazi automat tija si
avanseazd spre partea frontald a seringii. Vigilenta si grija operatorului, impreuni cu o
procedura stabilitd, sunt esentiale pentru reducerea la minim a posibilitatii unui embolism cu
aer. Indreptati capul injectorului in sus, in timpul incarcarii. Indreptati capul injectorului in
Jjos, in timpul injectirii.

Pentru a contribui la evitarea injectirii de aer, seringile IMAXEON sunt dotate cu indicatori
FluiDots®. Indicatorii FluiDots se vor considera parte a procedurii de armare. Atunci cénd
Fluidots® sunt vizualizate printr-o sering goala, punctele apar ca mici elipse inguste. Cand
sunt vizualizate printr-o seringd pling, punctele se miresc, devenind aproape rotunde.




Sering3 Goali Seringd Plin&

Pentru a reduce la minim riscul de embolizare a aerului, asigurati-va c& un singur operator
este insdrcinat cu umplerea seringilor. Nu schimbati operatorii in timpul procedurii. Daci este
necesard o schimbare, asigurati-va ci noul operator verifici faptul ca nu mai existii aer in
calea de injectare.

Incircarea si amorsarea unei seringi utilizénd un tub cu umplere rapidd (TUR)

Seringa se poate incérca manual say automat pe injectorul Salient. Consultati manualul de
operare Salient pentru instructiuni detaliate.

Incércarea manuali a Salient:

L.

6.

Instalati o seringi noui.

Instalati TUR pe capitul seringii, cu o rotatic intre 1/4 si 1/2. Nu utilizati forfa
excesivi,

Introduceti TUR in sursa lichidului si umpleti seringa cu acesta, utilizdnd butoanele de
incércare.

Eliminati aerul.
Indepirtati TUR. Conectati setul de tuburi de unica folosinti.

Respectati instructiunile din sectiunea "Instalarea tubului conector.”

Inciéircarea complet automati a Salient cu un TUR:

L
2.
3

ol

Instalati o seringi noud.
Selectati seringa pe ecranul de umplere si apdsati fila de "Auto” Fill

Instalati TUR pe capitul seringii, cu o rotatie ntre 1/4 si 1/2. Nu utilizati forta

excesivi,

Introduceti TUR in sursa lichidului si apasati butonul de start de pe fila ”Auto” Fill.

Eliminati aerul.

Indepartafi TUR. Conectati setul de tuburi de unici folosinti.

Respectati instructiunile din sectiunea “Instalarea tubului conector.” \
Apdsati butonul Next pentru definirea parametrilor de injectare. |




Noté: Verificarea permeabilititii prin aspiratie cu ajutorul injectorului, nu este posibils cind
se utilizeazi o supapi de verificare pe capitul tubului conector. Daca aspiratia este important,
indepartati supapa de verificare de pe tubul conector si conectati-l direct la cateter.

Umplere cu ac

Pregatiti sticla sau punga cu mediu de contrast si/sau solutic de clitire, Apisati sticla sau
punga pe ac, pani la perforarea sigiliului.

Indepirtarea seringii

1. Deconectati setul de tuburi de unici folosinta de la dispozitivul vascular de insertie.
Setul nu trebuie deconectat de la seringi.
2. Rotiti seringa aproximativ 1/4 rotatii in sens invers acelor de ceasornic si trageti usor

seringa afard din capul injectorului, aruncénd seringa si setul de tuburi de unici
folosinta.

Noti: Odata indepiirtatd seringa de pe injector, pistonul va retrage automat.

Noté: Pentru a indepirta seringa, ultima deplasare a pistonului va fi pe directia inainte, aspect
tipic. Dacd nu puteti indepérta seringa, apéisati butonul “Back” pani ce se afiseazi ecranul de
umplere, apésati butonul de retragere, apoi repetati Pasul 2.

Instalarea tubului conector

1. Asigurati eliminarea completd a aerului din seringi.

2. Scoateti tubul conector din ambalaj, indepartand protectiile impotriva prafului de pe
conectorii tip luer. Atasati tubul conector la serings, prin 1/4 — 1/2 rotatii. Nu utilizati
fortd excesiva.

3. Asigurati fixarea conectorului tip luer pe vérful seringii si verificati ca tubul si nu fie
indoit sau blocat.

Daci utilizati un tub conector cu racord in T, atasati portiunea dreapts a racordului in T la
mediul de contrast (seringa A) iar prelungirea la solutia salini (seringa B). Daci racordul in T
este conectat la seringa B, amorsarea nu va umple complet tubul conector.

4. Asigurati eliminarea completd a aerujui.
5. Rotiti capul injectorului 1n jos.

6. Conectati la pacient si apasati ARM.

7. Injectoru] va solicita CHECK FOR AIR.




Subsemnata MOLDOVAN IQANA, traducitor autorizat de Ministerul
Justitiei cu nr 32798, certific.exactitatea traducerii cu textul Tnscrisului in

original din limba engleza in limba romana.




IMAXEON

EC DECLARATION OF CONFORMITY

Imaxeon Pty Lid
Unit 4, 38-46 South St
Rydalmere NSW 2116 AUSTRALIA

With our Authiciized EC Representative:
Bayer Medical Care B.V.
Avenue Céramique 27
6221 KV Maastricht

The Netherlands
IMAXEON PTY LTD
PRODUCT/PRODUCT FAMILY LIST INFORMATION
Model | Product Name Start of GMDN | Class/Rule | RoHS2 | RED
. CE Mark
(S/N, Lot)
DC009Ss Salient Contrast Injector Single 80005~ 57999 | lib/Rule 11 [*
DC00gD Salient Contrast Injector Dual 201016 ; *
DCO09SW | Salient Contrast Injector Single Wireless | 80142- 5 =
201130
DCO09DW | Salient Contrast Injector Dual Wireless 80191- * *
201144
VP00 MEDRAD Vistron Plus Contrast Injector 150002 . *
VP00 MEDRAD Vistron Plus Select Contrast | 150038 = .
. Injector
ZYB6023 Klikfit with QFT, 150cm extension tube 163215 15286 | lla/Rule 2
150-EF-Q 150-EF-Q Syringe and QFT 310001
ZYB320 190mL Syringe with QFT (tray) 310117
ZY6321 190mL Syringe with Spike (tray) 121021
ZYB§322 190mL Syringe with QFT (pouch) 150202
ZY6323 190mL Syringe with Spike (pouch) 151812
ZY8324 190mL Syringe, Spike and Single LPCT 150229
_..{nouch)
ZY6325 190ml Syringe, QFT and Single LPCT 153013
{pouch)
ZY5151 150em Extension Tube Single 310180 44685
Y5152 150cm Extension Tube T-Connector 310131
ZY5154 150cm Y Extension Tube with Dual 181801
Check Valves

DECLARATION:

Imaxeon Pty L4 declares that the above mentioned products meet all applicable requirements of the European Council
Directive 93/42/EEC (as amended by 2007/47/EC) and 2006/42/EC including:

*  Annex ll, Ciause 3 - EC DECLARATION OF CONFORMITY (Full Quality Assurance System)
o The essentiai health and safety requirements for Medical Devices in Annex |

The above mentioned preducts marked * conform to the Directive 2011/65/EU Annex VI Restriction of Hazardous
Substances (RoHS2) for electronic components and hardware, and Directive 2014/53/EU for Radio Equipment (RED).




The above mentioned products; -

* do notincorporate, as an integral part, a substance which, if used separately, may be considered to be a medicinal
product as defined in Article 1 of Directive 2001/83/EC;

= do notincorporate, as an integral part, a substance or a human blood derivative referred to in section 7.4 of Annex
I of Directive 93/42/EEC as amended by 2007/47/EC: and

¢ are i anufactured utilizing tissues of animal origin as referred to in Commission Directive 2003/32/EC;

@ are w conformity with Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment and have been
demonstrated to meet the requirements specified in Article 4.

The quality systern concerning the above mentioned product types has been evaluated by BSI (2797) utilizing the
conformity assessment procedure identified in Annex I, Clause 3 of EU 93/42/EEC as amended by 2007/47/EC and
certified on CE 623418 and MD 623422,

The CE marking has been affixed on the device according to article 17 of the EC Directive, 93/42/EEC as amended by
2007/47/EC. ’

st ftin ! T/J 9 /z. 020

" Anhua Hu
Regulatory Affairs Manager Date




Traducere din limba englezd

IMAXEDN
DECLARATIE DE CONFORMITATE CE

Subscrisa:
Imaxeon Pty Ltd
Unit 1, 38-46 South St
Rydalmere NSW 2116 AUSTRALIA

Cu reprezentant autorizat CE:
Bayer Medical Care B.V.
Avenue Ceramique 27
6221 KV Maastricht
The Netherlands

INFORMATII PRIVIND LISTA DE PRODUSE/FAMILIILE
DE PRODUSE IMAXEON PTY LTD

Model  |\Denumirea produsului incepurul  |GMDN |Clasa/  |RoHS2 [RED
marcajului \Norma
CE (serie, lot)

DCO09S  |Injector simplu de agent de contrast Salient 180005~ 57999 [1b/

DCO09D  |Injector dublu de agent de contrast Salient 201016 INorma 11

DCO0SSW |[njector simphi de agent de contrast fara fir 80142-201130 e *

Salient
DCO09DW [Iniector dublu de agent de contrast fari fir Salient|80191-201144 i u
VP01 Injector de agent de contrast MEDRAD Vistron [150002 * i
VPOO1i injector de agent de contrast MEDRAD Vistron [150038 * b
Plus Select

2Y6023  [Klikfit cu QFT, tub de extensie de 150 ¢cm 153215 15286 ITa/Norma 2

150-EF-Q [Seringa 150-EF-Q si QFT 310001

ZY6320  Seringi de 190 il cu OF T (tavd) 310117

2Y6321  |Seringd ds 190 ral cu varf (tavd) 121021

Y6322  |Seringd de 190 ml cu QFT (pung#) 150202

ZY6323  Seringh de 190 ml cu vérf (pungd) 151812

ZY6324  [Seringi de 190 ml, varf i LPCT simplu (pungd) [150229

7Y6325  [Seringa de 190 mi, QFT si LPCT simplu (pung3) 153013

ZY5151  Tub de extensie 150 cm simplu 310180 44685

ZY5152  IConector in T nentru tub de extensie 150 cm 310181

ZY5154  |Tub de extensie in Y de 150 cm cu valve de 181801

| retinere duble
DECLARATIE:

Imaxeon Piy Ltd declark cd produsele mentionate mai sus Indeplinesc toate cerintele aplicabile ale
Directivei 93/42/CEE a Consiliului European (modificata prin Directivele 2007/47/CE) si
2006/42/CE., inclusiv:
e Anexall, Clauza 3 - DECLARATIA DE CONFORMITATE CE (Sistem complet de asigurare
a calitatii)

e Cerinfele esentiale privind sdnidtatea i siguranta pentru dispozitivele medicale din Anexa I

Produsele de mai sus marcate cu * sunt conforme cu Anexa VI din Directiva 2011/65/UE Restrictii
de utilizare a anumitor substanfe periculoase In componente electronice si hardware (RoHS) si cu
Directiva 2014/53/UE privind echipamentele radio (RED).



Produsele menjionate mai sus:

. nu incorporeaza, ca parte integrantdi, o substanid care, daci este utilizatd separat, poate fi
consideratd a fi un produs medicamentos, astfel cum este definit la art. 1 din Directiva
2001/83/CE;

. nu incorporeazs, ca parte integranté, o substant sau un derivat din sdnge uman mentionat in
sectiunea 7.4 din Anexa I la Directiva 93/42/CEE modificata prin Directiva 2007/47/CE; si

. nu sunt fabricate utilizind tesuturi de origine animala, astfel cum se mentioneaza in Directiva
2003/32/CE (1) a Comisiei

. sunt in conformitate cu Directiva 2011/65/UE a Parlamentului si Consiliului European din 8

tunie 2011 privind restrictia utilizarii unor anumite substante periculoase in echipamentele
elecirice st electronice si s-a demonstrat cé indeplinesc cerintele specificate in art. 4.

Sistemul de calitate referitor la tipurile de produse mentionate mai sus a fost evaluat de o organizatie
europeand teryd acreditata de guvern.

Marcajul CE a fost aplicat pe dispozitiv in conformitate cu art. 17 din Directiva CE 93/42/CEE, astfel
cum a fost modificatd prin Directiva 2007/47/CE.

Prezentul ceriificat este valabil pentru produsele fabricate specificate ncepand cu numerele limita
enumerate in ‘abelul de maj sus.

Semnditura indescifrabils 19 Noiembrie 2020
Anhua Hu

Director acuivitir de regiementare Data




Subsemnata COJOCARU ALINA IOANA traducétor autorizat de Ministerul Justitiei cu nr. 20086,
certific exactitatea traducerii cu textul inscrisului original din limba engleza in limba romans.




EC Certificate - Full Quality Assurance System

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

No. CE 623418

Issued To: Imaxeon Pty Ltd
Unitl
38-46 South Street
Rydalmere
New South Wales
2116
Australia

In respect of:

Design and manufacture of contrast media injector system, lma-puwared multiphase- sterlie R

injection syringe and sterile radiographic procedure tubing. =

on the basis of our examination of the quality assurance system under the reqwrements of Councll 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 4cert|ﬁ£:ate is reqtsired $ :

For and on behalf of BSI, a Notified Body for the above Directive (Naﬁﬁed Body"ébéumber 2797): -

o C_ et ¢

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2015-01-20 Date: 2020-03-03 Expiry Date: 2024-05-26

.making excellence a habit”
Page 1 of 2

Validity of this certificate is conditional on the guality 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
namead 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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Nethetands B.W. reaistered in The Nethedands under 33264284,



Traducere din limba englezi

Certificat CE
Sistem Complet de Asigurare a Calititii
Directiva 93/42/CEE privind Dispozitivele Medicale (MDD), Anexa II firi (4)

Nr. CE 623418

Emis catre: Imaxeon Pty Ltd.
Unit 1
38-46 South Street.
Rydalmere
New South Wales
2116
Australia

Cu privire la:
Proiectarea si productia de sisteme multifaza de injectare cu substanta de contrast, seringi
sterile pentru injectare si intubare radiografica sterila.

pe baza examindrii noastre a sistemului de asigurare a calitatii sub cerintele Directivei
Consiliului 93/42/CEE, Anexa Il excluzind capitolul 4. Sistemul de asigurare a calitatii
indeplineste cerinfele directivei. Pentru plasarea pe piatd a produselor din clasa [11 este necesar
un certificat tip Anexa Il capitolul 4.

Pentru si in numele BSI, agentie notificatd a Directivei ante-mentionatd (agentie notificati nr.
27197

Semnatura indescifrabila
Gary E Slack — Vice Presedinte Senior Dispozitive Medicale

Emis pentru prima daté la: 20.01.2015 Data: 03.03.2020 Dati expirare: 26.05.2024




Subsemnata COJOCARU ALINA IOANA traducdtor autorizat de Ministerul Justitiei cu nr. 20086,
certific exactitatea traducerii cu textul inscrisului original din limba engleza tn limba romana.




bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Imaxeon Pty Ltd
Unit 1
38-46 South Street
Rydalmere
New South Wales
2116
Australia

Holds Certificate Number: MD 623422

and operates a Quality Management System which complies with the reqmrements of ISO 13485 2016 & EN ISO
13485:2016 for the following scope:

Design and Development, Production, Distribution of Contrast Medfa Injector Systems Sterlle
Injection Syringes and Radiographic Tubing.

\/M Jf&-\.«.

For and on behalf of BSI: . e
Stewart Brain, Head of Compllance& Rlsk Medlcat Dewces Tl S

Original Registration Date: 2015-01-09 Effective Date: 2019~10~04
Latest Revision Date: 2019-09-30 Expiry Date: 2022-10-03
& ] \ Page: 1 of 1
V = \,!k Y i‘g
UKAS I il i y S
MR Saovl 0 .making excellence a habit!

This certificate was Issued electronically and remains the property of BSE and is bound by the conditions of contiact.
An electronic certificate can be suthenticated online.
Printed coples can be validated at www.bsigroup,.conyClientDirectory

Information and Centact: BSI, Kitemnark Court, Davy Avenue, Knowlhill, Milten Keynes MKS 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 Mombar of the BT Grovin of Cominanion



bsi.

Certificat de inregistrare

By Royal Charter
SISTEM DE MANAGEMENT AL CALITK.'!T[ —1SO 13485:2016 si EN 1SO 13485:2016

Acesta certificd faptul cd  : Imaxeon Pty Ltd
Unitatea 1
38-46 South Street
Rydalmere
New South Wales
2116

Australia

Detine numarul de certificat : MD 623422

Si opereaza un Sistem de Management al Calitiitii care se afli in concordanti cu cerintele ISO
13485:2016 si EN ISO 13485:2016 in urmétorul scop:

Proiectare si dezvoltare, productie, distributie pentru sisteme media de injectie, seringi sterile
pentru injectii si intubare radiografici sterila.

Pentru si in numele BSI : semndturd indescifrabild

Stewart Brain, Director Risc & Contormitate — Dispozitive Medicale

inregistrare originala : 09/01/2015 Data intrarii in vigoare: 04/10/2019
Data ultimei revizuiri: 30/09/2019 Data expirarii: 03/10/2022

UKAS A

- s \

Pagina 1 din 1 M i u
;\:“l‘ ‘ L I\

Acest certificat a fost emis electrenic si rdmane proprietatea BSI si este legat de conditiile contractuale h ' \ \ -& \
Un certificat electronic poate fi autentificat online. ey . )
Copii printate pot fi validate la www.bsigroup.com/ClientQirectory ) AY

Informatii si contact : BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, Tel : +44 845 080 9000
BSI Assurance UK Limited, Tnregistrat in Marea Britanie cu numdarul 7805321 la 389 Chiswich High road, London W4 4Al, Uk.
Membru al grupului de companii BSL.




Subsemnata COJOCARU ALINA IOANA traducdtor autorizat de Ministerul Justitiei cu nr. 20086,
certific exactitatea traducerii cu textul inscrisului original din limba engleza in limba roméana.

J ﬁt
3 J
Acest certificat a fost emis electronic si réméne proprietatea BSI si este legat de conditiile contractuale x l‘ }K
Un certificat electronic poate fi autentificat online. | W \y! A b
Copil printate pot fi validate la www.bsigroup.com/ClientDirectory \ N | ™

Informatji si contact : BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, Tel ; +44 845 080 9000

BSI Assurance UK Limited, inregistrat in Marea Britanie cu numarul 7805321 |a 389 Chiswich High road, London W4 4Al, Uk,
Membru al grupului de companii BSI.



TABEL DETALII PRODUCATOR

Nr. crt. Informatii solicitate Réspuns
1 Denumire producdtor Imaxeon Pty Ltd
2 Tara de resedintd a producdtorului— | Australia, PO Box 150, Rydalmere
Adresa postald BC, NSW 2116
3 Tara / adresa/ unitétii de productie Australia, Unit 1, 38-46 South St
Rydalmere NSW 2116
4 Pagina web (dacad este disponibild) www.imaxeon.com
State membre UE unde Toate statele
5 produsul/produsele este/sunt
comercializat(e)
Sistemul Calitéitii TUV SUD GmbH
- Standard aplicat PS040001 si PS080001
6
- Activitdti acoperite de standard Anexa 2, Sectiunea 3 aplicata
- Organismul de certificare
Declaratie sau autorizatie Declaratie de conformitate
- Numele semnatarului Alwyn Reyho!ds
F i

- Pozitia in compania producdtoare

Managing Director

- Contact (telefon /fax/e-mail)

info@imaxeon.com

SC LUMAMED HEALTH&CARE SRL
CURARIU ROXANA




Maastricht, 3 August 2021

LETTER OF AUTHORIZATION

Herewith, we Bayer Medical Care B.V., Avenue Céramique 27, 6221 KV
Maastricht, the Netherlands, Reg. Nr 58745718, The Netherlands, European
Authorized Representative of the manufacturer Bayer Medical Care Inc., 1

Bayer Drive, Indianoia, PA. 15051-0780, United States of America;do ..

P

hereby declare that

SC Lumarned Health&Care SRL

Str. Horel, nr. 5bis

Bucuresti, Sector 2

Romania

is the official authorized Bayer Medical Care Distributor for Sales, Distribution,
Installation, Technical Service, and Support of all Bayer Medical Care medical
equi pment /systems in the territory of Romania and Moldova including all
associated disposables and spare parts.

8C Lumamed Health&Care SRL may participate itself or further authorize local
wholesalers to participate in tenders regarding all Bayer Medical Care medical

equipment/systems.

The present Letter of Authorization is valid until 28 February 2024.

For and on behalf of Bayer Medical Care B.V.,

Yotis Faithfully,
i Q\X Bayer Medical Care B.V.
Andreas Mohr Avenue Céramigue 27

G221 KV Maastricht

The Netherlands

Tel +31 43 3585600
Fax +31 43 3656598

h@a‘naging Director

Tel: +31 43 358 7553
E-mall: andreas mohr@baver.com

Pharmaceuticals Division

Bayer Medical Care B.V.
Avenue Céramique 27
NL-8221 KV Maastricht

Tel.: +31 (0)43 358 6600
Fax: 431 (0)43 365 6508
E-mail: bebv@bayer.com
www.radiclogy.bayer.com

KvK nr. /58745718

VAT NL8531.63.765.B.01
Deutsche Bank AG,
Amstardam

IBAN MLO3DEUT0265181254
Swift DEUTNL2A,

www, radisloty. bayer.com




Traducere din limba englezd

Maastricht, 3 August 2021

Scrisoare de autorizare

Subscrisa, Bayer Medical Care B.V., cu sediul in Avenue Ceramique 27, 6221 KV Maastricht,
Olanda, Nr. Inreg. 58745718, reprezentant autorizat in Europa al companiei Bayer Medical Care Inc.,
cu sediul n 1 Bayer Drive, Indianola, PA 15051-0780, S.U.A., aducem la cunostin{d prin prezenta
cé,

Lumamed Health&Care SRL,
Str. Horei nr. 5 bis,
Bucuresti, Sector 2,

Romaénia

Este distribuitorul autorizat al Bayer Medical Care, pentru vanzare, distributie, instalare, service si
suport tehnic al echipamentelor/sistemelor Bayer Medical Care pe teritoriul Romaniei si Republicii
Moldova inclusiv al tuturor consumabilelor si pieselor de schimb asociate.

SC Lumamed Health&Care SRL poate participa sau autoriza alti distribuitori locali sa participe in
licitatii privitoare la toate echipamentele/sistemele Bayer Medical Care.

Prezenta Scrisoare de Autorizare este valabila pana la 28 Februarie 2024
Pentru si in numele Bayer Medical Care B.V.
Cu stima,

Andreas Mohr

Director General

Tel +31 — 43 358 7553 \ TN gV b

E-mail :andreas.mohr(@bayer.com
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"‘%—a MINISTERUL SANATATII
R AGENTIA NATIONALA A MEDICAMENTULUI

/ ﬁ\ % $! A DISPOZITIVELOR MEDICALE DIN ROMANIA

] Str. Av. Sénatescu nr. 48, sector 1, 011478 Bucuresti

1 4 & Tel: +4021-317.11.00
:%2.& W “ﬁﬁ\’ Fax: +4021-316.34.97
% anmomp WWW.anm.ro.

AVIZ DE FUNCTIONARE
Nr. 5804 din 06.07.2021

In conformitate cu art. 926 din Legea nr. 95/2006 privind reforma in domeniul
sandtéii, republicatd, cu modificarile si completirile ulterioare §i in baza documentatiei
inaintate, Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Romania
avizeaza functionarea operatorului economic:

LUMAMED HEALTH & CARE SRL

cu sediul social §i punct de lueru in Bucuresti, str. Horei, nr. 5bis, corp A, ap.1, sector 2,

pentru activitati de:

import dispozitive medicale | DA | Nu A M
- “I.‘.}&‘

distributie dispozitive medicale | DA | MU

instalare gi/sau mentenantd dispozitive medicale | DA | NU

Categoriile gi grupele de dispozitive medicale pentru care se executd lucriiri de instalare
si/sau mentenantd sunt urmdtoarele:

- electromecanice (injectomate substante de confrast).

Unitatea este distribuitor/importator al produciitorilor:

Nume producator " Tara
BAYER MEDICAL CARE INC. S.LLA.
COLENTA LABORTECHNIK GMBH & CO.KG AUSTRIA
IMAXEON PTY.LTD. AUSTRALIA

SHENZHEN SEACROWN ELECTROMECHANICAL CO., LTD.|[CHINA
ZHEJIANG REHAN MEDICA_L MANUFACTURING COLTD [CHINA




| MINISTERUL SANATATI

AGENTIA NATIONALA A MEDICAMENTULUI

~ §1 A DISPOZITIVELOR MEDICALE DIN ROMANIA
Str. Av. Sénédtescu nr. 48, sector 1, 011478 Bucuresti
Tel: +4021-317.11.00

Fax: +4021-316.34.97

Www.anm.ro

Unitatea este reprezentant autorizat in Uniunea Europeand al producitorului:

Nu este cazul.

Orice modificare a condiiilor stabilite prin reglementarile Agentiei Nationale a
Medicamentului si a Dispozitivelor Medicale din Roménia care au stat la baza avizarii atrage
anularea prezentului aviz de functionare.

Avizare initiald la data 09.01.2019

Valabil pini la 05.07.2024

PRESEDINTE
Agentia Nationald a Medicamentului si a

Dispozitivelor Medicale din Roménia
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CERTIFICARE
w g
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D CERT SR EN Iso[ii 1?:21‘-1:2015
CERTIFICAT DE ACREDITARE

ORGANISM DE CERTIFICARE s 097

CERTIFICAT
Nr. 690 C

Prin prezentul certificat se atesta ca

LU’MAMED HEALTH&CARE S.R.L.

Se&iulscﬁalz ':St&*.i'ﬁntei Nr. 5bis, Corp A, Ap. 1, Sector 2, Bucuresti, Romania

 Efectucaza activitati in domeniul ;

s b 4»693 Comart cu riﬂicata nespecializat (comert cu echipamente
m@dicale} Fy ; ‘

are implementat si meﬂtime un sistem de management al calitatii in conformitate cu
cerintele standardilui

SR EN ISO 9001 : 2015

i certiﬁ:. ; tuiestevahbil pana la. : 28.08.2023
- Data itéﬁi iﬂiﬁale ; ' 29.08.2014
3 écertifi 29.08.2020

prezentu .mﬁiﬂmt este condlﬁm:ata de supravegherile periodice anuale si de
leta o sistemutui de management cu o periodicitate stabilita (3 ani). Valabilitatea
? . 5¢ poate verifica la RAD CERT. Prezentul certificat nu exonereaza organizotia
@ «Mapmahiﬁmteu «ce i revine pentru mentinerea sistemului de management la nivelul
2 mma:., .

VIZA SUPRAVEGHERE | VIZA SUPRAVEGHERE
AUGUST/2021 1 T AUGUST/ 2022
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