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Catalogue Numbers: ZY6320

Injector Series: Salient CT Contrast Injector P2
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Rubber Seal

Shelf Life: 5 years from date of sterilisation
Primary Packaging: Polystyrene tray with Tyvek® lid

Secondary Packaging: Cardboard shipper box (50 pery/ir -
Sterilization Method: Ethylene Oxide (EtO)

Latex Free
Phthalate Free

Maximum Permissible Working Pressure: 385psi

Santoprene TPV 181-55med MSDS
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FISA TEHNICA
Denumire produs: Seringa Salient 190 ml si tub de umplere rapida
Numar de catalog: ZY6320

Seria injectorului: Injector contrast Salient CT

ma . o [

_____ . Lk
Umnits in mmn
Element] Componentd Material Fisa de date
1 Piston Policarbonat makrolon 2458-01000 Informatii produs
Fisa de date ISO
2 Capac cauciuc Santopren TPV 181-55med MSDS
3 Cilindru seringa Eastman PET MNO52 MSDS
4 Capac antipraf Polipropilena Huntsman P5SM4K-046 | Date materiale
5 Tub de umplere rapida | Polietilena de joasa densitate Dow Date materiale
#9931 MSDS
Termen de valabilitate: 5 ani de la data sterilizarii
Ambalaj primar: Tava din polistiren avand capac Tyvek®
Ambalaj secundar: Cutie din carton pentru expeditie (cate 5 0)
Metoda de sterilizare: Iradiatie IMAXEON PTY LTD

Nu contine latex UNIT 1, 38-46 SOUTH STREET

Nu contine ftalat RYDALMERE 2116
Presiunea maxima de utilizare: 385 psi NSW AUSTRALIA

PH: +612 8845 4999
PS080002-05




Subsemnata COJOCARU ALINA I0ANA traducitor autorizat de Ministerul Justitiei cu nr. 20086,
certific exactitatea traducerii cu textul inscrisului original din limba engleza in limba romana.
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Catalog No. | Description Imaxeon Pty Ltd
ZY6320 Salient Syringe 190mi and quick fill tube d Unit 1, 38-46 South Street
ZY6321 Salient Syringe 180ml and spike R e 21t
ZY6322 Salient Syringe 200ml and quick fill tube T +61-2-8845-4999 ;
= : F: +61-2-8845-4936 '
ZY6323 Salient Syringe 200ml and spike W RTeBon:com
ZY6324 Salient Syringe 200ml and spike
150cm 300 psi coiled tube set ~ single MDSS GmbH
: N
ZY6325 Salient Syringe 200m! and quick fil tube Soigabandt A\
150cm 300 psi coiled fube set — single gfii;z:l:nnwer \'\) \
ZY5151 150cm 300 psi coiled tube set — single %‘
2Y5152 150cm 300 psi coiled tube sat — dual
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Introduction:

Read the information cordsined in this section. Understanding the
Information will assist you In operating the device in a safe manner.
Important Safety Notice: This device Is inlended to be ysed by
Individuals with adequate training and experience In diagnostic
imaging studies.

Intended Use: The of this | arg d to ba
used in the celivery of contrast media or saline. They are indicated
for single-use on ona paflent oniy with IMAXEON Sallent Injec-
tors, The transfer set is imtended for use for one container of media
only, and must be di fed when the tainer b empty,
or after six kours, whichever comes first. Refer to the media manu-
facturer's instructions for use for additional indications,
Contraindications: These devices are not intended for multiple
patient uee, drug infusion, ehomotherapy, or any other uss for
which ihe device Is not indicated,

Restricted Sale: Rx Only

¥ Warnings

* Al embolization can cause death or serious injury to
the patient. Do not connect a patient to the infector until all
trapped air has been cleared from the syringe and fuid path.
Carefully read the instructions for leading and the use of Fiui-
Dots® incicators to reducs the chance of air embolism,

*  Biological contamination can result from reusing dispos-
able items or failure to follow aseptic technigue. Proparly
discard disposable iiems after use, or if there i any possibility
that contamination may have occurred,

*  Syringe starility will be compromised, and patisnt infec-
tion may result, if the plunger Is removed from the sy-
ringe, Do not remeve the plunger to fill the syringe.

* Bacterlal contamination can occur if syringes are used

English

*  Refer ia the Injector Operation Manuzt for further instructions.
NOTE: To minimize bubbles when losding a syringe through a
transfer sat, do not exceed & reverse load rate of 7 musec,
Installing & Syringe

Insert the syringe untfl It snaps Into place, The piston automatically
engages the plunger, 2nd advances it ko the front of the syringe.
Operaiar vigilanee and care, coupled with 2 sel procedure, is es-
sential fo minimizing the possbility of an air embolism. Point tha
infector head up during loading. Point the injector head down dur
ing an Injection.

To help avoid an alr injection, IMAXEQON syringes are equippad
with FlulDots® indicators

FluiDots indicators should be

observed as part of an arm-
ing procedure, When the Flu-
iDots® ara viewad through
an empty syringe, the dots Empty Fited

zppear as small narrow ellip-
ses. When viewed through a
full syringa, the dots become larger, almost round.

To minmize air smbolization risks, ensure that one operalor is des-
ignated the responsibility of filling tha syrings(s). Do not change
operatars during the precadure. If an operator charge must ooour,
ensure that the new operator verifiea that the fiuld path is purged
of air,

Loading and Priming a Syringe Using a Quick Fill Tube (QFT)
The syringe can be loaded manually or automatically on the Sali-
ent injector. See the Salient Cperation Maneal for more detaiied

6. Remove QFT. Connect the dispoeable tubing set,
7. Faliow the Instruciions in the section "Connector Tube Instal-
fation.”

8. Prass Naxt button to set the injection paramaters

Note: Patency chack threugh aspiration using the infector is not
pessible when using a check vaive on the end of the conneclor
tube. IF aspiration iz N the check valtve from the
connector wbe and direclly connect the connector tube to the
catheter.

Filling with Spike
Prepare the botfle or bag of contrast and/or flushing salution. Push
the bottle or bag onto the spike until the seal s punctured

Removing a Syringe(s)

1. Disconnest the disposeble tubing set from the vascular entry
device. The disposable tubing set does not need to be discon-
nected from the syringe.

2. Rotate the syringe approximately 144 tum counter-clockwise
and gently pull the syrings out of the injector head, discarding
the syrings with disposable tubing set.

Nota: Once the syringa is removed from the injector, the piston will

automatically retract.

Note: In arder 1o remove the syringe, the last pistan motion must

be in the forward direction, which iz typieal if you eannot remove

the syringe, press the “Back” button until the #il scresn is dis-

played, press the retract butten, then repeat Step 2.

Connactor Tube Installation
1. Ensure all air iz purged from the syringe,

instructions.

" - I Laadi

1a store contrast media. Use lsaded syringes i i
Discard unused loaded syringes.

*  Patient or operator injury may result if packege is opened
or damaged, or if damaged components are used. Visually
inspect contents and packege before each use.

= Patient or operator injury may result from contrast madia
leaks or tubing ruptures. Ensure that the fluid path is open;
do not exceed pressures identified on the front of the package.
Use of greater pressures or occlusions in the fiid path may
result in leaks or ruptures.

*  Pationt injury could result if syringe Is not properly en-
gaged. Do net load or inject unless the syrings s properly
engaged,

¥

F.Cautions

*  Component damage or leaks may occur i not installed prop-
ery. Ensure all connestions are secure; do not overtighten,
This will help minimize leaks, disconnection. and companent
damage.

ZYE320: Spritze 190 ml und Quick Fill Tube

ZYB321: Spritze 150 ml und Fiilidorn

ZYE322: Spritze 200 mi und Quick Fill Tube

ZY8323: Spritze 200 ml und Filidorn

ZY6324; Spritzs 200 ml und Filidorn, 150 cm 300 psi Spirals-
chlsuch, elizeln

ZYE325: Spritze 200 ml und Quick Fill Tube, 450 em 300 pei Spi-
ralschiauch, einzein

ZYE151; 150 cm 300 psi Spiralschlauch, einzaln

£Y5152; 150 cm 300 psi Spiralschiauch, doppait

Einflihrung:

1. Install @ new syringe.
2. install the QFT onto the end of the syringe, /4 turn to 1/2 tumn
meximun. Do not install with excessive force.
Insart the QFT info the fluld scurce and fill the syringe wilh
fhuid, using the load buttons,
4. Expel air.
5. Remove OFT. Connect the disposatle tubing set.
6. Foliow the Instructions in the section “Connattor Tube instal-
iation,”
Salient Integral Autoload with a QFT:
. Install e new syrings.

b

Select the syringe on the fill screen and prass the "Aute” Fill

b
2
tab
3. Install a QFT onle the end of the syringe, 174 turn to 1/2 fumn
maximum. Da not install with excessive force.
4. Insert the QFT into the fluid source and press the start
on the "Auta” Fill tab.
5. Expelair

Deutsch

= Es kann zu Verletzungen des Paticnten kon
Spritze nicht richtig angebrachi fst, Nur

__ wenn die Spritze korrekt angebracht ist

" Vorsichtshinweise

*  Beschadigungen oder Lecks kiinnen suftretan, wanhe
tion nicht sac 4 wird. Sicherstelief vz
Verbindungen fest sitzen; nicht 21 fest anziehan Dadurct
Lecks, Ablrennung von Verbindungen und Kempenentenk
auf ein Minimum beschrankt.

= Weiters Anwelsungen sind der Injekior-Badi

2 R the ool tor tube from the package. Remove the
dust covers on the luer fitlings. Atlach the conneclor tube to
the syringe, 1/4 tum to 1/2 tum maximum. Do not instail with
exvessive force.

3. Ensure that the connector uer fiting is securad to the tip of the
syringe and verify that the tubing is not kinked or obstructed.,

If you are using 2 connector tube with

T-connector, attach the straight portion of the

T-connector to the conlrast (Syringe A) and the o

exlension lo the saline (Syringe B). lthe Tcon-  © | ¢

naclor is connactad to Syringe B, priming vall not ; 4

completely fill the connector lubing.

4. Ensure all air is purged.

8, Rotata the injector head downward.

& Connoct to the patient and press ARM,

7. The injettor will ask for CHECK FOR AIR.

o
g}’]

(QFT - -Qultkvl-“ill-Tuhs:- mit 1/4 bis maximai 1/2
g am Ende der Spritze befestigen. Keine Gawalt an-

R8__zate Furien drticken.
S Spritze entiiften.
7. OFT enth Pen Einweg-Pati schl itz
2 Anwet A Instaliation der Anschi

Lesan Sie disu1 Abschiilt auimerksam durch. Ein gutes

der darin enthaltenen Informationen hitft ihnen beim sich Batriab
des Gerals,

Wichtiger Sicherheitsvermerk: Dieses Gersl isl zur Verwendung

¥ Um éina g Iu . baim Fiillen einer
Spritze eine RickRillungsrate von T mb's nicht Dberschraiten
Anbringen giner Spritze

9 Testo Start dricken.
Hinweis: Refindal sich am Enda des Verbindungsschlsuches ein
Rickschlagventil, ist die Durchgéngigkeitsprifung durch Aspiration

- H 4L £ et b i Salich a Aaoiali
durch Personen vorgesehen, dig iber entsprachands Ausbiidung und Die Spritze einfihren, bis sie dinrastat Der Kolben greilt automatisch mmn muss :::p}a n-mm il vom \?;.nlh e S
Erfahrung mit dizgnostischen Tomographie-Studien verigen, in den Kolbenkopf em und schiebt diesen in der Spritze nach vome .y, ) trd Gee Vibind Mauch ditekt an dan Kathate
Verwendungszweck: Der Inhalt dieser Packung ist zum Fillen von  (bei den melsien Modell ) Zum Redy des Vol urdder  aaneechiogsen werden,
poird in eine Sprize vargesshen. Das  Grofe der wahrend des Fullesss In die Sprize elngerogenen Luf- Fisligerat (FOlidorn)

Produkt et hlioRlich zum ef ligen Geb mit IMAXEON b wird ain Fllseigkeltzsat 0 von IMAXEON emplohian. Die Flasche oder don Beutel mit Kentrastmittel undioder die Sptil-
Salimt 1t bel einem F ! weitere - Es ist von grofter Wichlighell, dass der Bediener Sorgfalt und Vorsicht isung vorbersiten. Dis Flasche oder den Beutel auf des Fillgerst
Indhsionan Simd d Cate  Mirsles 1o b nd cas vorgeschr genau befolgh, um 45 sepiabon, bis dis Dichiung durchetochen wird.
dis Kochsalzitsung zu entnehmen, Risiko einer Luflembolie zu mini Der Injektorkopt 1985 Entfarnen von Spritzen
Hontraindikationen: Diesa Produlte eind nicht zum Gobrauch bei  Fiiiens nach osan fichten, Injekiorkopf wihrend einer Injektion 1. Den Eirweg-Schisuchsatz vom vaskuliren Zugangsgerst sb-

h Pat 2ur Infusion von Arznei fiar Gy It nach unfen richtan hmen. Dar Elnweg-Schi muss nicht von der Sprize
oder fr andsre nicht best A : b pritzen von IMAXEON sind mit FlulDols® boener W
Beschriinkter Verkauf: Verschreil i um das Injizieren von Luft zu i i ersin
A Warnhinwsise vermeiden. Diese  FluiDots- 2 E’:S'm?" i L;:':‘}.'""g 9‘“;%‘_”'5:?9&" ;m
+  Eine Luftambali kann s \ gen bzw.  Markierungen saiiten waihrend == O men mit dem Eimveg-Schlauthsatz.

zum Tod des Patienten flihren. Der Patont darf erst an den  des  Akfivierungsp Hinwalat Nachdem die Spritza aus dom Injektor entfert wurds, fan
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Seringi si Tuburi de racordare

INSTRUCTIUNI DE UTILIZARE
Nr. de catalog Descriere
ZT6320 Seringa Salient 190ml si tub cu umplere rapida
ZT6321 Seringa Salient 190ml si ac
ZT6322 Seringi Salient 200ml si tub cu umplere rapid
ZT6323 Seringd Salient 200ml si ac
7T6324 Seringd Salient 200ml si ac
150cm_300psi set de tuburi spiralate - unic
ZT6325 Seringd 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
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
E- Schiffgraben 41
Hanovra 30175
Germania

©Drepturi de autor MN090001-11 Data Rev. 23-mai-2013
Imaxeon Pty Ltd. Toate drepturile rezervate.
Imaxeon® si FluiDots® sunt mérci inregistrate.

Simbol Ro: Descriere .

@ Atentie, consultati instructiunile insotitoare.

e, “ i) Nepirogcn ic .
@) sammvaes] | Nu utilizati daca ambalajul este deschis sau avariat

o) Numai de unic folosinti
| Data fabricirii / Sterilizirii
B Utilizati pana la data de




[i57] Numir lot

_| Numir de catalog
[srmaz o] | Sterilizat cu oxid de etilena
Fari latex

C€., [ Indica faptul ci dispozitivul este conform o
' cerinfelor Directivei curopene privind
dispozitivele medicale 93/42/CEE

{wnema] Avertisment — Vi indica circumstantele care ar
putea rezulta in raniri sau moartea pacientului sau
operatorului.

[ Atentionare — V3 indici circumstantele care ar

putea determina avarierea dispozitivului.

Roménj

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

Notd importanti de securitate: Acest dispozitiv este destinat utilizirii de citre persoane cu
instruire adecvati si experientd in studiile legate de diagnosticul imagistic.

Indicafii de utilizare: Continutul acestui ambalaj este destinat utilizirii in administrarea
mediului de contrast sau solutiei saline. Aceste dispozitive sunt indicate pentru unici folosingi
doar cu injectoarele IMAXEON Salient. Setul de transfer este destinat utilizérii cu un singur
recipient de mediu de contrast, §i trebuie indepiartat cand se goleste 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 nu sunt destinate utilizdrilor multiple, injectdrii de
medicamente, chimioterapiei sau altor utilizzri nespecificate.

Vénzare restrictionatii: Exclusiv Rx

44\ Avertiziri

Embolizarea aerului poate cauza decesul sau rinirea grava a pacientului. Nu conectati
pacientul la injector pini cand nu atl scos tot aerul blocat in seringd sau calea de injectare.
Citifi cu atentie instructiunile pentru incércarea §i utilizarea indicatorilor FuiDots® pentru a
reduce riscul embolismului cu aer.,

Reutilizarea articolelor de unici folosinti sau nerespectarea tehnicii aseptice poate duce la
contaminare biologica. Eliminati in mod adecvat articolele, dupi utilizare sau daci existi

posibilitatea unei contaminari.




Caracterul steri] al seringii va fi compromis, putand fi infectat pacientul, daca se indepiirteazi
tija seringii. Nu indepértati tija pentru a umple seringa.

Poate apirea contaminarea bacteriand, dac seringile sunt utilizate pentru depozitarea
mediului de contrast. Utilizati imediat seringile incarcate. Eliminati seringile incircate gi
neutilizate.

Poate apérea rinirea pacientului sau a operatorului, daci ambalajul este deschis sau deteriorat,
sau daca se utilizeazi componente deteriorate. [nspectati vizual confinutul §i ambalajul inainte
de fiecare utilizare.

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

Pacientul poate fi ranit daci seringa nu este corect cuplati. Nu incércati sau injectati daci
seringa nu este corect cuplati.

Poate apirea deteriorarca componentelor sau scurgeri, dac3 instalarea nu este adecvati.
Asigurati-vé ci toate conectirile sunt fixe; nu strangeti excesiv. Acest lucru va contribui la
reducerea scurgerilor, deconectirii si deterioririi componentelor.

Consultafi manualul de operare al injectorului pentru instructiuni suplimentare.

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

Instalarea seringii;

Inserati seringa pani la auzirea unui clic i fixarea in locas. Pistonul actioneaza automat tija si
avanscazd spre partea frontala a seringii. Vigilenta si grija operatorului, impreuns cu o
proceduri stabilitd, sunt esentiale pentru reducerea la minim a posibilitdtii unui embolism cu
aer. Indreptati capul injectorului in sus, in timpul incarcarii. Indreptati capul injectorului in

Jos, 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 cind

Fluidots® sunt vizualizate printr-o seringd goald, punctele apar ca mici elipse inguste. Cand
sunt vizualizate printt-o sering pling, punctele se miresc, devenind aproape rotunde.




= O

Seringé Goala Sering3 Plina

Pentru a reduce la minim riscul de embolizare a aerului, asigurati-vi ¢ un singur operator
este insércinat cu umplerea seringilor. Nu schimbati operatorii in timpul procedurii. Daci este
necesara o schimbare, asigurati-vi ci noul operator verifica faptul ¢z nu mai existi aer in

calea de injectare.

Incircarea si amorsarea unei seringi utilizAind un tub cu umplere rapida (TUR)

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

Inciéircarea manual a Salient:

1. Instalati o seringi nous.

2. Instalati TUR pe capatul seringii, cu o rotatie intre 1/4 si 1/2. Nu utilizati forts
excesiva,

3. Introduceti TUR in sursa lichidului $i umpleti seringa cu acesta, utilizind butoanele de
incércare.

4. Eliminati aerul.
5. Indeprtati TUR. Conectati setul de tuburi de unicy folosing.

6. Respectati instructiunile din sectiunea “Instalarea tubului conector.”

incércarea completd automata a Salient cu un TUR:

—

Instalati o seringi nous.
Selectati seringa pe ecranul de umplere §i apasati fila de “Auto” Fill

Instalati TUR pe capatul seringii, cu o rotatie intre 1/4 si 1/2. Nu utilizati fort3
excesivi,

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

Indepirtagi TUR. Conectafi setul de tuburi de unic folosinti.
Respectati instructiunile din sectiunea "Instalarea tubului conector.”
Apésati butonul Next pentru definirea parametrilor de injectare.

2

bl U




Noti: Verificarea permeabilitiitii prin aspiratie cu ajutorul injectorului, nu este posibili cand
se utilizeaza o supapi de verificare pe capitul tubului conector. Daci 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 solutie de clitire. Apasati sticla sau
punga pe ac, pana la perforarea sigiliului.

Tndepﬁ:tarea seringii

1. Deconectati setul de tuburi de unici folosint de la dispozitivul vascular de insertie.
Setul nu trebuie deconectat de [a seringd.

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.

Notii: Odat indepirtati seringa de pe injector, pistonul va retrage automat.

Nota: Pentru a indepirta seringa, ultima deplasare a pistonului va fi pe directia inainte, aspect
tipic. Dacd nu puteti indepirta seringa, apasati butonul “Back™ pani ce se afiseazii ecranul de
umplere, apésati butonul de retragere, apoi repetati Pasul 2.

Instalarea tubului conector

1. Asigurati eliminarea completi a aerului din seringa.

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

3. Asigurafi fixarea conectorului tip luer pe varful seringii i verificati ca tubul sd nu fie
indoit sau blocat.

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

4. Asigurati eliminarea complets a aerului.
5. Rotiti capul injectorului in jos.

6. Conectati la pacient §i apisati ARM.

7. Injectorul va solicita CHECK FOR AIR.




Subsemnata MOLDOVAN IOANA, traducitor autorizat de Ministerul

Justitiei cu nr 32798, certific.exactitatea traducerii cu textul nscrisului in
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IMAXEON

EC DECLARATION OF CONFORMITY

Imaxeon Pty Lid
Unit 1, 38-46 South St
Rydalmere NSW 2116 AUSTRALIA

With our Autliciized 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)
DC009s Salient Contrast Injector Single | 80005- 57999 | lib/Rule 11 | *
DC0O08D Salient Contrast Injector Dual 201016 . *
DCO09SW | Salient Contrast Injector Single Wireless | 80142- . *
201130
DCO09DW | Salient Contrast Injector Dual Wireless 80191- % ¥
_ 201144
VP0O1 MEDRAD Vistron Plus Contrast Injector | 150002 | * M
VPOO1i MEDRAD Vistron Plus Select Contrast | 150038 i *
Injector
ZY6023 Klikfit with QF T, 150cm extension tube 153215 15286 | lla/Rule 2
150-EF-Q 150-EF-Q Syringe and QFT 310001
ZY8320 190mL. Syringe with QFT (tray) 310117
ZYB321 190mL Syringe with Spike (tray) 121021
Z2Y6322 180mL Syringe with QFT (pouch) 150202
ZY6323 180mL Syringe with Spike (pouch) 151812
ZY6324 190mL Syringe, Spike and Single LPCT 150229
_| {pcuch)
ZY6325 190mL Syringe, QFT and Single LPCT 153013
{pouch)
ZY5151 150cm Extension Tube Single 310180 44685
ZY5152 150cm Extension Tube T-Connector 310181
Z2Y5154 150cm Y Extension Tube with Dual 181801
Check Valves

DECLARATION:

Imaxeon Pty Lt declares that the above mentioned products meet all applicable requirements of the European Council
Directive 83/42/EEC (as amended by 2007/47/EC) and 2006/42/EC including:

* Annexll, Cizuse 3 - EC DECLARATION OF CONFORMITY (Full Quality Assurance System)
= The essential health and safety requirements for Medical Devices in Annex |

The above mentioned products marked * conform to the Directive 2011/65/EU Annex VI Restriction of Hazardous
Substances (RoHE2) for electronic components and hardware, and Directive 2014/53/EU for Radio Equipment (RED).




IMAXECH

The above mentioned products:

* do not incorporate, 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 not incorporate, as an integral part, a substance or a human blood derivative referred to in section 7.4 of Annex
| of Directive 93/42/EEC as amended by 2007/47/EC: and
are o' anufactured utilizing tissues of animal origin as referred to in Commission Directive 2003/32/EC;

¢ are i colformity 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 mest the requirements specified in Article 4,

The quality system concerning the above mentioned product types has been evaluated by BSI (2787) utilizing the
conformity assessment procedure identified in Annex il, 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, :

A, . * - ’ /‘ 1 /?- 620

" Anhua Hu
Regulatory Affairs Manager Date




Traducere din limba englezi

IMAXESH
DECLARATIE DE CONFORMITATE CE

Subscrisa:
Imaxeon Pty 1.td
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

odel \Denumirea produsului nceputul GMDN  |Clasa / RoHS2 [RED
marcajului Norma
CE (serie, lot)
DC009S __[Injector simplu de agent de contrast Salient 80005- 57999 b/ *
DCO09D _|Injector dublu de agent de contrast Salient 201016 Norma 11 f*
DCO009SW |Injector simplu de agent de contrast fara fir 80142-201130 § ¥
Salient
DCO09DW |Iniector dublu de agent de contrast fara fir Salient|80191-201 144 pr “
IVP0O1 Injector de agent de contrast MEDRAD Vistron 150002 * "‘
VPOO1i injector de agent de contrast MEDRAD Vistron 150038 N *
Plus Select

ZY6023  Klikfit cu QFT, tub de extensie de 150 cm 153215 15286 ITa/Norma 2

150-EF-Q [Seringa i 50-EF-Q 3i QFT 310001

£Y6320  Seringa de 190 ml cu QFT (tavd) 310117

Y6321 Seringa de 190 rai cu varf (tava) 127021

Y6322  ISeringd de 190 ml cu QFT (nunga) 150202

ZY6323  Seringi de 190 ml cu vérf (punga) 151812

£Y6324  Seringd de 190 ml, varf si LPCT simplu (pungd) |150229

7Y 6325 (Seringd de 190 ml, QFT si LPCT simplu (pungd) (153013

ZY5151  Tub de extensie 150 cm simplu 310180 44685

ZY5152 _ (Conector in_T pentru tub de extensie 150 cm 310181

ZY5154  Tub de extensie in Y de 150 cm cu valvede 181801

{ retinere duble |
DECLARATIE.

Imaxeon Piy Ltd declari 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)
o Cerinfele esengiale privind sinitatea si siguranta pentru dispozitivele medicale din Anexa I

Produsele de mzi sus marcate cu * sunt conforme cu Anexa VI din Directiva 2011/65/UE Restrictii
de utilizare a anumitor substante periculoase in componente electronice si hardware (RoHS) si cu

Directiva 2014/53/UE privind echipamentele radio (RED).



Produsele mentionate mai sus:

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

. nu incorporeazi, ca parte integrants, o substantd sau un derivat din singe uman mentionat in
sectiunea 7.4 din Anexa I la Directiva 93/42/CEE modificats prin Directiva 2007/47/CE; si

. nu sunt fabricate utilizand tesuturi de origine animala, astfel cum se mentioneazi 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
electrice si electronice si s-a demonstrat ci indeplinesc cerintele specificate in art. 4.

Sistemul de calitare referitor la ti puriie de produse mentionate mai sus a fost evaluat de o organizatie
europeana teria acreditatd de guvern.

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

Prezentul certificat este valabil pentru produsele fabricate specificate incepand cu numerele limiti
enumerate 1 tabelul de maj sus.

Semnditurd indescifrabild 19 Noiembrie 2020
Anhua Hu
Director activiidi de regiementare Data




Subsemnata COJOCARU ALINA IOANA traducstor autorizat de Ministerul Justitiei cu nr. 20086,
certific exactitatea traducerii cu textul inscrisului original din limba engleza in limba roman3.




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
Unit 1
38-46 South Street
Rydalmere
New South Wales
2116
Australia

In respect of:

Design and manufacture of contrast media injector system, line-powered, multiphase; sterile
injection syringe and sterile radiographic procedure tubing.

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 2797):

chw\ C_ ol

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 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 andfor 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, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,
A member of BSI Group of Companies.




Traducere din limba englezi

Certificat CE

Sistem Complet de Asigurare a Calititii
Directiva 93/42/CEE privind Dispozitivele Medicale (MDD), Anexa I1 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 excluzand capitolul 4. Sistemul de asigurare a calitatii
indeplineste cerintele directivei, Pentru plasarea pe piatd a produselor din clasa IIT este necesar
un certificat tip Anexa Il capitolul 4.

Pentru si in numele BSI. agentie notificati a Directivei ante-mentionata (agentie notificati nr.
2797):

Semnatura indescifrabila
Gary E Slack — Vice Presedinte Senior Dispozitive Medicale

Emis pentru prima dati la: 20.01.2015 Data: 03.03.2020 Dati expirare: 26,05.2024




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




bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

-

By Royal Charter

This is to certify that; Bayer Medical Care Inc.
Also doing business as Medrad, Inc.
1 Bayer Drive
Indianola
Pennsylvania
15051-0780
USA

Holds Certificate No: FM 543437

and operates a Quality Management System which complies with the requi
following scope:

Design, development, manufacture and distribution of va
disposable syringes, sterile disposable administration
management software and infusion pump systems. 3&,
systems. Installation and service of vascular injection s
management software, infusion pump systems, and vit:

For and on behalf of BSI:

Gary E Slack, Senior Vice Presiden

Original Registration Date: 3008-11-26 Date: 2021-09-13
Latest Revigion Data: 2021-09-01 Expiry Date: 2024-09-12

Page: 1 of 2

N

.making excellence a habit’

This certificate remaing the property of BST snd shiall be returmned immediately upon request. -
An electronic cerfificate can be authenticated online. Printed copies can be validsted at ww.bgigmup.camgcixentbsrectory

Tobe read in conjunction with the seape sbave or the attached appendix.

Americas Headauarters: BSI Group America Inc., 12050 Worldgate Drive, Suite 808, Herndon, VA 20170-6007 USA
A Membar of the BST Groun of Comnanies.




Certificate No: FM 543437

Location

Registered Activities

Bayer Medical Care Inc,

Also doing business as Medrad, Inc.

1 Bayer Drive
Indianola
Perinsylvania
15051-0780
USA

Design, development, manufacture and distribution of
vascular injection systems, sterile disposable syringes, sterile
disposable administration sets, radiation and caontrast dose
management software and infusion pump systems,
Remanufacturing of vascular injection systems, Instaliation
and service of vascular injection systems; radiation and
contrast dose mahagement software, infusion pump Systems,
and vital signs mionitors.

Bayer Medical Care Inic.
625 Alpha Drive
Pittsburgh

Pennsylvania

15238

USA

Manufacture, remanufacture, distribution, installation, and.
service of vascular injection systems, radlation ang cortrast’
dose management software, infusion pump systems, and. -~
vital signs monitors. L s

Bayer Medical Care Inc.
150 Victory Road
Saxonburg
Pennsylvania

16056

USA

Original Registration Date: 2008-11-26
Latest Revision Date: 2021-09-01

This certificate remains the property of BSI and shall be returned
An electronic certificate can be authenficated
To ba read in sstdunchion with the scope sha

Americas Headquarters; Bsi Group Ams
A Member of the BSI Group of Companies,

Manufacture of disposab
administration sets

Effective Dater 2021-09-13
Expiry Date; 2024-09-12

Page: 2 of 2

immediately upon reguest, .
onling. Printed copies ean be validated at wiwbsigroup.com/ClientDirectory
e or the attachad appandiy,

tica Int., 12950 Worldgate Drive, Sulte 800, Herndon, VA 36170-6607 LSA




bsi.

SISTEM DE MANAGEMENT AL CALITATII - ISO 13485:2016

By Roval Charter
Certificat de inregistrare

Se certificd prin prezentul certificat ¢a: Bayer Medical Care Inc.
Sub denumirea comerciald de Medrad, Inc.
1 Bayer Drive
Indianola
Pennsylvania
15051-06780
SUA
Detine certificatul nr. FM 543437

si aplicz‘xl un Sistem de management al calititii care respects cerintele standardului ISO 13485:2016 pentru
urmitorul domeniu de aplicare:

Proiectarea, dezvoltarca, fabricarea ¢i distribuirea de sisterne de injectie vasculari, seringi sterile de unici
folosintd, seturi sterile de unics folosints pentru administrare, software pentru administrarea radiatiilor si a dozei
substaniei de contrast si sisteme de pompa de perfuzie. Refabricarea sistemelor de injectii vaseulare. Instalarea
§i intretinerea sistemeclor de injectii vasculare, software pentru administrarea radiafiilor i a dozei substaniei de
contrast, sisteme de pompi de perfurie 3i monitoare pentru semne vitale.

Pentry gi in numele BSI: Semmitturd indescifrabili
Gary E SLack, Vicepregedinte executiv — Dispozitive medicale

Data inregistrarii initiale: 26.11.2008 Data intrérii in vigoare: 13.09.202
Data yltimei revizii: 01.09.2021 Data expirdrii: 12.09.2024

Pagina 1din 2
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Acest certificat riméne proprietatea BSI ¢l trebuie Mapalat imediat la corere. Un Sortificat
www,bsigroup.camifClientDirectory 3
A se citi Impreuni cu domeniyl de mal sus s3u anexa’ alsturats.
sedlu America: BSI Group merica Inc., 12950 Worldgate Drive, Sulte 800, Harndon, VA 20170-6607 SUA
Membru &l Grupului de companii BSL

electronic poate fi autentificat online. Copiife tipdrite pot £ validate ta




Traducere din limba englezd

Certificat nr.: FM 543437

Locul Activitdti Inregistrate

Bayer Medical Care Inc. Proiectarca, dezvoltarca, fabricarea i distribuirea de

| Sub denumirea comerciald de Medrad, Inc. | sisteme de injectie vasculari, seringi sterile de unici

1 Bayer Drive folosintd, seturi sterile de unici folosind pentru

Indiancla administrare, software pentru administrarea radiatiilor si a

Pennsylvania dozei substantei de contrast §i sisterhe de pompd de

15051-0780 perfuzic.

SUA Refabricarea sistemelor de injectii vasculare. Instalarea si
Intretinerea sistemelor de injectii vasculare, software pentru
administrarca radiatiilor si a dozei substantei de contrast,
sisteme de pompld de petfuzie si monitoare pentru semne
vitale. |

Bayer Medical Care Inc. Fabricarea, ~refabricarea, distribuirea,  instalarea si

625 Alpha Drive intretinerea sistemelor de injectii vasculare, software pentru

Pittsburgh administrarea radiatiilor §i a dozei substantei de contrast,

Pennsylvania sisteme de pompi de perfuzie si monitoare pentru semne

15238 vitale.

SUA v

Bayer Medical Care Inc. Fabricarea de seringi de unicd folosinti §i seturi de

150 Victory Road administrare de unici folosinta,

Saxonburg

Pennsylvania

16056

SUA

Data integistearii initiale: 26.11,2008
Data ultimei revizii: 01.09,2021

Data intréirii in vigoare: 13.09.202
Data expiririi: 12.09.2024

Fagina 2 din 2




Traducere din limba englezd

Subsemnata, BUMBACEL MONICA traducdtor autorizat peniru limba Engleza, in temeinl autorizatiei nr.
37756, cliberatd de Ministerul Justitiei, certific exactitatea traducerii efectuate din limba englezd in limba
romana, ci textul prezentat a fost tradus in intregime si cd prin traducere, nscrisului nu i-au fost denaturate
conginutul §i sensul




Troducere din limba englezé

Acest certificat rémane proprietatsa BSI s trabuie apoiat imediat & cerere. Un certificat slectronic poate i autentificat onling. Copitle fipsrite pot & validate I
‘www,bsigroup.comlﬂienti)irectpry

A se citf Impreuns. cu domeniul de maj 5us say aneva alsturats,

Sediu Americs! BST Group merica Ing., 12950 Worldgate Drive; Sulte 800, Hemdon, YA 20170-6007 SUA

Membrut al Geupiill de sompant; BT,




o s, MINISTERUL SANATATII
& % AGENTIA NATIONALA A MEDICAMENTULUI
3 4}5 @ £ S| A DISPOZITIVELOR MEDICALE DIN ROMANIA
g ;E\ Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
3 & Tel: +4021-317.11.00
% & Fax: +4021-316.34.97
% anmomr 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
sanatatil, republicatd, cu modificarile si completédrile ulterioare si in baza documentatiei

inaintate, Agentia Nationald a Medicamentului si a Dispozitivelor Medicale din Roménia
avizeaza functionarea operatorului economic:

LUMAMED HEALTH & CARE SRL
cu sediul social si punct de lucru in Bucuresti, str. Horei, nr. 5bis, corp A, ap.1, sector 2,

pentru activitafi de:

import dispozitive medicale | DA | NY

distributie dispozitive medicale | DA | N&

instalare si/sau mentenanti dispozitive medicale | DA | NU

Categoriile si grupele de dispozitive medicale pentru care se executd lucrari de instalare

si/sau mentenantd sunt urmétoarele:

- electromecanice (injectomate substante de contrast).

Unitatea este distribuitor/importator al producétorilor:

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

SHENZHEN SEACROWN ELECTROMECHANICAL CO., LTD.|CHINA
ZHEJIANG REHAN MEDICAL MANUFACTURING CO LTD |CHINA




wlsia . e
%&w@ %@%‘ MINISTERUL SANATATII
&

o AGENTIA NATIONALF\ A MEDICAMENTULUI
g§ 4;) @ % S| A DISPOZITIVELOR MEDICALE DIN ROMANIA
% % Str. Av. Sanétescu nr. 48, sector 1, 011478 Bucuresti
“% & Tel: +4021-317.11.00

%% J@@“ Fax: +4021-316.34.97
% anvomr WWW.anm.ro

Unitatea este reprezentant autorizat in Uniunea Europeand al producitorului:

Nu este cazul.

Orice modificare a conditiilor stabilite prin reglementirile 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 péni la 05.07.2024

PRESEDINTE

Agentia Nationalid a Medicamentului si a

Dispozitivelor Medicale din Roménia

e




Maastricht, 3 Augisst 2021

LETTER OF AUTHORIZATION

Herewith, we Bayer Medical Care B

! : : -Avenue Céramique 27, 6221 KV
Maastricht, the Netherlands, Reg. Nr

8745718, The Netherlands, Eurcpean

Authorized Representative of the manufacturer Bayer Medical Care Ine., 1
0780, United. States of Amer‘igg,», S
A - ;

B

Bayer Drive, Indiansia, PA. 15051
herebydeclare that

G Lumamed Health8Care SRL
8tr. Horel, nr. 5lils

Bueauresti, Sector 2

Romiania

Is the official autherized Bayer Medical Care Distributor for Sales, Distribution,
Installation, Technical Servics; and Support of all Bayer Medizal Care medical
equi pment /systems in the lerritory of Romania and Maldova iheluding aft
‘associated disposables and sparé parts.

SC Lumarmed Health&Care SRL may participate itself of further authorize local
wholesalers to participate in tehiders regarding afl Bayer Medical Care medical
equipment/systems.

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

For and on behalf of Bayer Medical Gare B V.

s Faithfuly,

Andreas Mohr
Managing Director

Bayer Medioat Gare B.Y.
Avenue Céramioue 27
8221 KV Maastriont

The Netherands

i o Tel #3143 3685600
TFi: +31 43 358 7553 Fax  +31 43 3658508

E-mall; andreas mokr@baver con

Pharmaceuticals Division

Bayer Medical Gare B\
Avenng Céramique 27
NL-8221 KV Maastricht

Tel: 31 (0)453 358 8600
Fax: +34 (0)43 365 6596
Esmait: hmeby@bayer.com
vasarradiclogy bayer.sdin

BvK nr. 58745718

VAT NL8531.65.766,8.01
Beutsche Bank A,
Amsterdarn o
IBAN BILOSDEUT0265 151244
Swift DELITNL2A.

W radinlogy vayse.com

RESTRICTED




Traducere din limba englezd

Maastricht, 3 August 2021

Scrisoare de autorizare

Subserisa, 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 in 1 Bayer Drive, Indianola, PA 15051-0780, S.U.A., aducem la cunogtinga prin prezenta

cd,

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

Roménia

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 Lumarmed 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 stim3,

Andreas Mohr

Director General

Tel +31 43 358 7553

E-mail :andreas.mohr(@bayer.com




Subsemnata COJOCARU ALINA IOANA traducdtor autorizat de Ministerul Justitiei cu nr. 20086,

certific exactitatea traducerii cu textul inscrisului original din limba engleza in limba roman,
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acreditat pentru

CER?_IF‘IE&RE
g | Qﬁf:" A >
2 RAD CERT SR EN I80/CEI 17021.1:2015
i R AD C E RT CERTIFICAT DE ACREDITARE
Smenhox e ORGANISM DE CERTIFICARE "
CERTIFICAT
Nr. 690 C

Prin prezentul certificat se atesta ca

LUMAMED HEALTH&CARE S.R.L.

Sediu social: Str. Horei Nr. 5bis, Corp A, Ap. 1, Sector 2, Bucuresti, Romania

Efectueaza activitati in domeniul :

° 4690 - Comert cu ridicata nespecializat (comert cu
echipamente medicale ) .

are implementat si mentine un sistem de management al calitatii in conformitate cu
cerintele standardului

SR EN ISO 9001 : 2015

Certificatul este valabil pana la: 28.08.2026
Data emiterii initiale: 29.08.2014
Data recertificare nr. 3: 29.08.2023

«Valabilitatea prezentului certificat este conditionata de supravegherile periodice anuale si de
reevaluarea completa a sistemului de management cu o periodicitate stabilita {3 ani). Valabilitatea
acestui certificat se poate verifica la RAD CERT. Prezentul certificat nu exonereaza organizatia

certificata de responsabilitatea ce ii revine pentru mentinerea sistemului de management la nivelul
calitativ eertificat.

VIZA SUPRAVEGHERE VIZA SUPRAVEGHERE

AUGUST/2024 AUGUST/2025

Director General /") X \.
Fiz. Felician Nechifor/ 7 4 A /T \/

RAD CERT S.R.L. - Bucuresti, Str. Mircea Voda nr. 44, Bloé‘r;'h? , SECIQRS/
Tel : +40 21 3208001 Fax +40 21 3208002 Website: www.radcert.ro E-| ilf radegri@gmail.com

| F RUC 08.011 Ed./Rev. 8/0 |
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