Anexa nr. 22 Pompa de infuzie (perfuzor), cu seringa (caracteristici de baza), Cod 130600

Specificarea tehnica solicitata

Specificarea tehnica deplina ofertata, model S300
(Medima/Polonia)

Pompa de infuzie (perfuzor) cu seringd (caracteristici de baza)

Cod 130600

Descriere Perfuzor cu seringé este un dispozitiv care permite
administrarea intravenoasa a fluidelor medicale

cu o acuratete ridicata.

Parametrul Specificatia

Caracteristici generale Tipul Cu un canal

Display LCD

posibilitatea de ajustare a luminozitatii

Miner incorporat da

Display Date afisate Viteza de infuzie da

Volumul de infuzie da

Timpul de infuzie da

Timpul pina la final de infuzie da

Marimea seringei da

Nivelul de ocluzie da

Rata KVO da

Data, ora da

Nivelul de incarcare a baterii da

Evenimente da

Alarme da

Proprietatile pompei Rata fluxului diapazonul 0.1 - 999ml/h
Pasul de incrementare 0.1 mL/h

Dozarea bolusului Incrementarea 0.1 - 1200 ml/h

Rata KVO 0.1 - 3 ml/h

Acuratetea <2%

Compatibil cu toate marimile de seringi solicitate produse
de diferiti producatori min. 8 producatori, cu

prezentarea listei de producatori

Posibilitate de adaugare a noilor tipuri de seringi in
biblioteca da

Seringi acceptate 5, 10, 20, 30, 50, 60

Detectare automata a seringei da

Nivelul presiunei de ocluzie maxime min. 4 nivele
Protectie la patrunderea lichidelor in dispozitiv minim P24
Moduri de infuzie Rata de perfuzie da

Dozarea in timp da

Modul crescétor si descrescator da

Alarme si indicatori Ocluzie da

Eroare de sistem da

Seringd goala da

Perfuzia pe sfirsite da

Baterie descarcata da

Alarma sonord Volum reglabil Da

Buton mod silentios da

Jurnalul de evidenta Evenimente stocate Butoane apasate da
Coduri de eroare da

Alarme da

Medicamente injectate da

Cantitatea infuzata da

Setari da

Bolus solicitat da

Ahmént,area Retea e1eCtrlCBié%glyéiggeglgydaeaicovschi Tudor
Baterie internd Reincarcabilael2023.07.03 15:48:46 EEST
Timp de operare > 5 h la 555@%@);¥&g%?&3ignamre
Accesorii incluse separat pentru fiecare pompa procurata
Suport sistem de fixare a pompei de stativul de infuzie da

Pompa de infuzie (perfuzor) cu seringa (caracteristici de baza)
Descriere Perfuzor cu seringé este un dispozitiv care permite
administrarea intravenoasa a fluidelor medicale

cu o acuratete ridicata.

Parametrul Specificatia

Caracteristici generale Tipul Cu un canal — pag.1 S300 SYRINGE
INFUSION PUMP Technical Specification.

Color Display Touchscreen - pag.1 S300 SYRINGE INFUSION
PUMP Technical Specification.

posibilitatea de ajustare a luminozitatii

Miner incorporat da - pag.1 S300 SYRINGE INFUSION PUMP
Technical Specification.

Display Date afisate Viteza de infuzie da - pag.1 S300 SYRINGE
INFUSION PUMP Technical Specification.

Volumul de infuzie da - pag.1 S300 SYRINGE INFUSION PUMP
Technical Specification.

Timpul de infuzie da - pag.1 S300 SYRINGE INFUSION PUMP
Technical Specification.

Timpul pina la final de infuzie da - pag.1 S300 SYRINGE
INFUSION PUMP Technical Specification.

Mirimea seringei da - pag.1 S300 SYRINGE INFUSION PUMP
Technical Specificaition.

Nivelul de ocluzie da - pag.1 S300 SYRINGE INFUSION PUMP
Technical Specification.

Rata KVO da - pag.1 S300 SYRINGE INFUSION PUMP
Technical Specification.

Data, ora da - pag.1 S300 SYRINGE INFUSION PUMP Technical
Specification.

Nivelul de incarcare a baterii da - pag.1 S300 SYRINGE
INFUSION PUMP Technical Specification.

Evenimente da - pag.1 S300 SYRINGE INFUSION PUMP
Technical Specification.

Alarme da - pag.1 S300 SYRINGE INFUSION PUMP Technical
Specification.

Proprietatile pompei Rata fluxului diapazonul 0.01 — 2000

ml/h

Pasul de incrementare 0.1 mL/h

Dozarea bolusului Incrementarea 0.01 - 2000 ml/h - pag.1 S300
SYRINGE INFUSION PUMP Technical Specification.
Rata KVO 0.1 - 3 ml/h

Acuratetea = 2% - pag.1 S300 SYRINGE INFUSION PUMP
Technical Specification.
Compatibil cu toate marimile de seringi solicitate produse de

diferiti producatori - Medima Modular Infusion System,
Syringe pumps

Posibilitate de adaugare a noilor tipuri de seringi in
biblioteca da - Medima Modular Infusion System, Syringe
pumps

Seringi acceptate in diapazonul: 2-60ml - Medima Modular
Infusion System, Syringe pumps

Detectare automata a seringei: da - Medima Modular
Infusion System, Syringe pumps

Nivelul presiunei de ocluzie 12 nivele - Medima Modular
Infusion System, Syringe pumps

Fotegtie la patrunderea lichidelor in dispozitiv: Class 11, CF type,

16 ofile, Rampup/Ramp-down; TCI module (option) - pag.1 S300

SYRINGE INFUSION PUMP Technical Specification.
Dozarea in timp da




Seringi 50 ml 100 buc.
Circuite circuit de interconectare a seringei 100 buc.

Modul crescator si descrescator da

Alarme si indicatori Ocluzie da - pag.1 S300 SYRINGE
INFUSION PUMP Technical Specification.
Eroare de sistem da

Seringa goala da

Perfuzia pe sfirsite da

Baterie descarcata da — extras din User Manual.

Alarma sonora Volum reglabil Da

Buton mod silentios da

Jurnalul de evidenta Evenimente stocate Butoane apasate da
Coduri de eroare da

Alarme da - pag.1 S300 SYRINGE INFUSION PUMP Technical
Specification.

Medicamente injectate da

Cantitatea infuzata da

Setari da - extras din User Manual.

Bolus solicitat da

Alimentarea Retea electricd 100 — 230 V AC - Medima
Modular Infusion System, Syringe pumps

Baterie internd Reincarcabilad da - Medima Modular Infusion
System, Syringe pumps

Timp de operare 30h la 5 mL/h - Medima Modular Infusion
System, Syringe pumps

Accesorii incluse separat pentru fiecare pompé procurata:
Suport sistem de fixare a pompei de stativul de infuzie da
Seringi 50 ml 100 buc. - da

Circuite circuit de interconectare a seringei 100 buc. - da




8 INFORMATION DISPLAYED IN TURNED OFF MODE

When pump is turned off and not powered from an external power source then
display of the pump is always blank with exceptions as follows:

= Stand-by function is active.
= Pump needs to be operated by a user.

When pump is connected to AC or DC power then display of the pump looks as
follows:

Anesthesiology

After pressing additional functions button on the alphanumeric keyboard
then menu with following functions will be available:

Standby History

Technical
Review

Settings

Device

Info Owner

= Standby — reminder about a stopped infusion. Time is counted down and
after finish ‘End of Standby’ alarm will be displayed.

= History — allows reading information of all infusions started on the pump.
= Settings — enables date, time, backlight and touchscreen parameters setting.

= Technical review — provides information about planned ‘Next inspection’
and/or ‘Next hospital inspection’ date.

= Device info — gives information about the pump: identification, software ID,
drug library, configuration ID and license.

= QOwner — data about proprietor of the pump. It can be uploaded by the
Medima Configurator software.

= Battery information — gives information about percentage value of battery
charge level, time to full battery discharge, time needed for full battery
charge and displays list of active battery reminders (see section 14).

= Service — details about an authorised service.
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S300 SYRINGE INFUSION PUMP

Technical specification

Automatic syringe detection and installation
3.2” high contrast and resolution colour display
Touchscreen

Mobile phone like alphanumeric keyboard

Safe and easy interface

Fast start of infusion

Enteral feeding

Built-in power supply, handle, pole clamp
Titration with soft or hard limits

Highly advanced alarm system

Security mode protected by passwords
Day and night modes

Automatic pump firmware, configuration and drug library
update without infusion interruption

= HL7 protocol connectivity with PDMS/HIS

Drug Library

Safe and ready to use list of drug dosing procedures
CCA drug dosing procedures

CCA pump configuration

Up to 40 CCAs, up to 40 drug categories, up to 5000
dosing procedures

Up to 10 fixed (predefined) and 1 variable (user defined)

concentrations for each drug dosing procedure
Default values for selected parameters

Soft and hard limits of several infusion parameters
Drug labelling

2 levels of advisory notes

Upload of a drug library without infusion interruption

SYRINGE SIZES

=2-60ml

= All major brands available

= Other syringes to be calibrated according to
customer needs

FLOW RATE

0.01-2000 ml/h

= 0.01 - 99.99 ml/h with 0.01 ml/h increments
= 100 - 999.9 ml/h with 0.1 ml/h increments
= 1000 - 2000 ml/h with 1 ml/h increments

INFUSION VOLUME, TIME

0.1 -20000 ml; 1 min - 200 h
INFUSION ACCURACY

+ 2% according to EN 60601-2-24
BOLUS, INITIAL BOLUS

= Rate: 0.01 - 2000 ml/h
= Volume: 0.1 - 60 ml
= Automatic and manual bolus

OCCLUSION
12 levels (75 — 900 mmHg)
UNITS

ng, ug, mg, g, mL, L, pEq, meq, Eq, miy, 1U,
kiU, mlE, IE, kIE, mmol, mol, cal, kcal, J, kJ / --
, kg, m? / min, h, 24h

INFUSION MODES

Continuous, Intermittent, Profile,
up/Ramp-down; TCI module (option)
ALARMS

3 levels of alarms including pre-alarms.
Additionally, reminders and warnings.

HISTORY INFUSION
Min. 2000 records of full infusions
POWER SUPPLY

= 100 - 240 VAC, max. 20VA
= 12.4-15.5VDC, max. 1A

BATTERY

= Ni-MH. Work time: 30 h @ 5 ml/h
= Full recharge time: 90% < 3 h; 100% <5 h

DIMENSIONS, WEIGHT

= 365 x 115 x 204 (W x H x D)
= Max. 2.27 kg

CLASSIFICATION
Class Il, CF type, Defibrillation proof, IP22
SAFETY STANDARDS

EN 60601-1, EN 60601-1-2, EN 60601-1-8,
EN 60601-2-24, EN 1789, MDD93/42/EEC-IIb

medima c €

Medima Sp. Z o.0.
Al. Jerozolimskie 200, 02-486 Warsaw, Poland

Phone: +48 22 313 22 66, fax. +48 22 313 22 69 10 1 1
e-mail: sales@medima.pl

www.medima.pl
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EC CERTIFICATE

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding (4)

No. 5-871-200-1911

The NEOEMKI National Medical Device Conformity Assessment and Certification LLC,
certifies that the manufacturer:
MEDIMA Sp. z o. o. -
AL Jerozolimskie 200 m e I m a
02-486 Warsaw
Poland
for the products / product categories:
Syringe infusion pumps
Volumetric infusion pumps
Docking stations for infusion pumps
Infusion sets

Medical software

applies a quality system which meets the requirements of Directive 93/42/EEC concerning medical
devices, Annex II.

Registry number of the related audit report: NE/1038/2020

This certificate is valid until 2024-05-26 supposed that the results of the regular yearly surveillance
audits are satisfactory.

Issued by NEOEMKI LLC as a Notified Body with identification number 1011.
This certificate is valid only with the attachment.

Issue: 2

First issued by the Directorate of Device Testing and Clinical Engineering (EMKI) on 20 November 2019.

Budapest, 2020-08-05

EMKI 2528

The authenticity and validity of the certificate are verifiable at NEOEMKI LLC.

neoEMKI Nemzeti Orvostechnikai Eszkdz MegfelelGségértékel§ és Tanusitd Kft.
neoEMKI National Medical Device Conformity Assessment and Certification LLC.

&
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H-1097 Budapest, Albert Florian at 3/A, tel: +36 20 268 75 95, e-mail: cert@emki.hu e I I i
www.emki.hu



ATTACHMENT TO EC CERTIFICATE

Additional information for Certificate 5-871-200-1911

The certificate is valid for the following manufacturing site:

MEDIMA Sp. zo. 0.
Al Jerozolimskie 200
02-486 Warsaw
Poland

The certificate is valid for the following models:

Syringe infusion pumps:
S$100, S200, S300, S300 PCA

Volumetric infusion pumps:
P, P1, P2, P100, P200, P300

Docking stations for infusion pumps:
DS302, DS304, DS306, DS308

Infusion sets:
Medima Line S
Medima Line L
Medima Line B
Medima Line

Medical software:
Medima User ToolBox
Medima Service ToolBox
MedimaNet

Issue: 2

First issued: 2019-11-20

neoEMKI Nemzeti Orvostechnikai Eszkdz Megfelel&ségértékeld és Tanusito Kft.
neoEMKI National Medical Device Conformity Assessment and Certification LLC.

H-1097 Budapest, Albert Florian Gt 3/A, tel: +36 20 268 75 95, e-mail: cert@emki.hu
www.emki.hu
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EC Declaration of Conformity

MANUFACTURER: MEDIMA Sp. z o0.0.
Al. Jerozolimskie 200
02-486 Warsaw, Poland

MEDICAL PRODUCTS: Syringe Infusion Pumps
Models: S100, S200, S300, S300 PCA

CLASSIFICATION: Class lIb, Active Devices - Rule 11,
according to Annex IX MDD 93/42/EEC
Non-sterile device

We hereby declare that the above mentioned devices comply with the Essential Requirements and
provisions of the Medical Devices Directive 93/42/EEC with subsequent changes.

Product marked with the CE mark. Conformity assessment procedure has been carried out
according to Annex Il to mentioned above Directive under surveillance by Notified Body No. 1011:
neoEMKI National Medical Device Conformity Assessment and Certification LLC.

EC certificate according to Annex Il section 3 of Council Directive 93/42/EEC with subsequent
changes: No. 5-871-200-1911.

Referenced standards that have been applied:
1) EN 60601-1:2006
)  EN60601-1-2:2015
) EN 60601-2-24:2015
) EN 60601-1-8:2007
) EN 60601-1-8:2007/A11:2017
6) EN 62304:2006+AC:2008
7) EN 62366:2008
8) EN 1789:2007+A1:2010
9) EN 1041:2008+A1:2013
10) ENISO 14971:2012
11) ENISO 15223-1:2016

AW N

Certificate of Quality Management System compliance with the requirements of standard
EN ISO 13485:2016: No. 4-510-135-1911.

Warsaw August 31, 2020

DZCE 214 of Medima Sp. zo0.0.

MEDIMA Sp. z o0.0.
Al. Jerozolimskie 200, 02-486 Warsaw, Poland
Tel. +48 22 313 22 66, Fax. +48 22 313 22 69
E-mail: medima@medima.pl, www.medima.pl
VAT Registration No: PL 5222709842, Local Court in Warsaw Registered No: 0000201189



MedimaNet

network software

medima

medima

Medima Sp. z 0.0.
Al. Jerozolimskie 200, 02-486 Warsaw, Poland
tel. +48 (22) 313 22 66 fax. +48 (22) 313 22 69
email: medima@medima.pl

www.medima.pl

Technical specifications

medima

Medima Modular Infusion System

MedimaNet provides information about infusions out
across the Care Unit or even by individual pumps and
automatically transfers it to PDMS/HIS.

Centralized alarm system indicates pumps currently
in active operation requiring intervention. Remaining
infusion time list indicates incoming events.

Patient’s infusion screen shows all the details
of the actual therapy.

Configurable charts and reports allow statistical
analysis of completed infusions and assist with
implementation of new DERS technologies.

Syringe pumps

Flow rates

0.01-2000 ml/h

Syringe types

2-50/60 ml of all world known brands, automatic type recognition, other syringes may be calibrated according to customer needs

Flow rate accuracy

+2% in accordance with EN 60601-2-24

Operation modes

ml/min, mi/h, ml/24h

ng, ug, mg, g, UEg, mEg, Eg, mlU, IU, kIU, mlIE, IE, kIE, mmol, mol, cal, kcal, J, kJ Units/kg, Ib, in2, m2/ min, h, 24h
continuous, intermittent and profile (24 cycles) infusion

TPN mode

PCA/PCEA mode

TCI/TIVA mode *

Occlusion pressure detection

12 levels, 50 mmHg - 900 mmHg, automatic reduction of occlusion bolus

Drug library (S300 only)

6000 drug protocols, 40 Care Units, 40 categories
Soft and hard limits, advisory notes, alarm priority, security level, max syringe size,
additional pump configuration parameters for each drug and care unit

Additional functions

Colour display, touch screen

Automatic syringe fixation, improper syringe fixation alarm

Infusion parameters protected by password with two levels of protection
Fast keypad lock

History log with minimum 2000 entries, each containing event date and time
Night mode

Connectivity to hospital information system (HIS) via MedimaNet software
Automatic configuration by Medima ToolBox or MedimaNet software

Power supply

100 - 230V AC, 12-15V DC, internal battery NiMh, 30h - 5ml/h, 4.5 hour to full charge

Weight Less than 2.2 kg
Classification Protective Class Il, type CF, defibrillation proof, IP 22
Compliance EN 60601-1, EN 60601-1-2, EN 60601-2-24, EN-1789, MDD 93/42/EEC - Il b

Volumetric pumps

Flow rates

0.1-1200 ml/h

IV set

PVC DEHP-free, with automatic free flow protection

Flow rate accuracy

+5% in accordance with EN 60601-2-24 (with Medima Line IV sets)

Operation modes

ml/min, mi/h, ml/24h

ng, ug, mg, g, UEg, mEg, Eg, mlU, IU, kIU, mlIE, IE, kIE, mmol, mol, cal, kcal, J, kJ Units/kg, Ib, in2, m2/ min, h, 24h
continuous, intermittent and profile (24 cycles) infusion

TPN mode

PCA mode

TCI/TIVA mode *

Occlusion pressure detection

12 levels, 50 mmHg - 900 mmHg, automatic reduction of occlusion bolus

Drug library (P300 only)

6000 drug protocols, 40 Care Units, 40 categories
Soft and hard limits, advisory notes, alarm priority, security level, additional pump configuration parameters for each drug and care unit

Additional functions

Colour display, touch screen

Infusion parameters protected by password with two levels of protection
Fast keypad lock

History log with minimum 2000 entries, each containing event date and time
Night mode

Connectivity to hospital information system (HIS) via MedimaNet software
Automatic configuration by Medima ToolBox or MedimaNet software

Power supply

100 - 230V AC, 12-15 V DC, internal battery NiMh, 15h - 25ml/h, 4.5 hour to full charge

Weight Less than 2.1 kg
Classification Protective Class II, type CF, defibrillation proof, IP 22
Compliance EN 60601-1, EN 60601-1-2, EN 60601-2-24, EN-1789, MDD 93/42/EEC - Il b
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Infusion systems have never been so easy

Simple and intuitive operation
Colour display with touch screen
State-of-the-art precision infusions



Medima Modular Infusion System

Medima infusion systems — versatile and flexible
solutions, tailored to the individual needs of hospitals
and clinics. Multiple pumps and docking stations with
software designed to cover all Critical Care Areas. -
edima
Straightforward and intuitive interface using colour
touch screen technology spells an end to complicated
and hard-to-reach menus. Touch the selected element
on the screen and the pump is ready for programming.
Quick and safe to change the infusion rate, VTBI,
occlusion pressure or start other pump functions.
Infusion systems have never before been so easy.
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Numeric keyboard combined with unique security H)}I)})}}))”})HH)}”}}””)””

features protects against errors whilst providing the
quickest and safest way to enter infusion parameters.

i
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Leading edge Medima drug library. Possibility

to create one shared library for an entire hospital

divided into separate lists for each Care Unit. Drug

library synchronization via MedimaNet to all Medima medima 4 9 4
pumps without infusion interruption. One file for all ' ' PR O
Care Units ensures real time up-to-date library.
All individual Care Unit lists are accessible for use
at the point of care. » ‘ R
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Drug dosing procedures contain not only recommended
infusion parameters, soft and hard limits, but also other
data including alarm priority, recommended and maximal
syringe size, advisory notice/warning, security level
and password. The same procedures can be used for
both syringe and volumetric pumps.

Automatic syringe fixation system with inherent size
recognition, intelligent system of occlusion and air in line
detection are some of the most important infusion safety
features of Medima pumps.

ABC  DEF

Unrivalled infusion accuracy and continuity, even at Alarm !\
extremely low flow rates, from 0.01 ml/h for syringe \TBldose

©
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pumps and 0.1 ml/h for volumetric pumps. 0 done ¢ X
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Medima volumetric pumps are unique mechanisms ensuring
high accuracy even in the long term, 96-hour infusions and
the protection of blood during transfusions. Medima Line [V
sets are equipped with Free Flow Protection Clamps and made
of DEHP-free materials.

Medima docking stations ensure quick and easy creation
of comprehensive infusion therapies at the patient’s bedside.
Bright light signals informing about pump status are visible
from considerable distance.
medima
Network software MedimaNet provides information about
infusions out across the Care Unit or even by individual pumps ¥
and automatically transfers it to PDMS/HIS. Installed on a single 25 0O muh
computer (or server), it works with any workstation with

standard browser. Centralized alarm system indicates pumps
currently in active operation requiring intervention. Remaining
infusion time list indicates incoming events. Configurable charts
and reports allow statistical analysis of completed infusions and
assist with implementation of new DERS technologies.

Syringe pumps

medima

Volumetric pumps

S100

¢ Infusion in ml/h
* Flow rates 0.01 - 2000 ml/h
* Min. syringe size 2 ml

$200

* S100 capabilities
¢ Infusion in all popular units
¢ Continuous infusion, Intermittent infusion, Profile infusion

S300

* 5200 capabilities
* Drug library (DERS)

S300PCA

* S300 capabilities
* PCA infusion

S300TCl
* S300 capabilities.
* TCl infusion

P100

¢ Infusion in ml/h

¢ Flow rates 0.1 - 1200 ml/h

¢ DEHP - free sets with Free Flow Protection Clamps

P200

* P100 capabilities
* Infusion in all popular units
¢ Continuous infusion, Intermittent infusion, Profile infusion

P300

* P200 capabilities
* Drug library (DERS)

P300PCA

* P300 capabilities
* PCA infusion

P300TClI
* P300 capabilities.
* TCl infusion

Docking Stations
DS100

* Available models for 2/4/6/8 pumps

* Automatic Power supply

* DS102A/DS102AC - docking stations
for two pumps installation in ambulances

DS200
* DS100 capabililities
* Light signals informing about pump status

DS300

* DS200 capabilities
¢ Ethernet, WiFi, USB

Light status signals:
I - INFUSION
- STOP
I - ALARM LOW PRIORITY
I - ALARM HIGH PRIORITY




Anexa nr. 1

La Procedurile administrative pentru notificarea

dispozitivelor medicale care detin marcajul CE

NOTIFICARE

Citre Agentia Medicamentului

si Dispozitivelor Medicale

pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale

nr. 01 din 20.06.2023

Solicitantul ,,GBG-MLD” SRL, cu sediul in mun. Chisindu, str. Albisoara 64/2, tel./fax: 022 54 73 73, e-
mail officel@gbg.md, solicit respectuos finregistrarea in Registrul de stat al dispozitivelor medicale a

urmatoarelor categorii si tipuri de dispozitive medicale ale producétorului MEDIMA SP. z 0.0. pentru
itroducerea si punerea la dispozitie pe piatd a urmétoarelor produse:

Nr. Denumire: Modele: UDI-DI:

1 Volumetric Infusion Pump: P100 UDI-DI: 05907677200298
P200 UDI-DI: 05907677200304
P300 UDI-DI: 05907677200311

2 Syringe Infusion Pump: S100 UDI-DI: 05907677200328
S$200 UDI-DI: 05907677200335
S300 UDI-DI: 05907677200342
S300 PCA UDI-DI: 05907677200359

Docking station for infusion

3 pumps: DS302W UDI-DI: 5907677200748
DS302DW UDI-DI: 5907677201134
DS304W UDI-DI: 5907677200755
DS306W UDI-DI: 5907677200762
DS308W UDI-DI: 5907677200779

Docking station for infusion

4 pumps: DS302 UDI-DI: 5907677200366
DS302D UDI-DI: 5907677200731
DS304 UDI-DI: 5907677200373
DS306 UDI-DI: 5907677200380
DS308 UDI-DI: 5907677200397
Medima Service

5 Medical software: ToolBox UDI-DI: 05907677200519
Medima User ToolBox  UDI-DI: 05907677200502
MedimaNet UDI-DI: 05907677200526




Se anexeaza urmitoarele acte:

Notificarea pentru inregistrarea dispozitivelor medicale,
Declaratia pe proprie rdspundere;

Declaratia de conformitate,

Scrisoarea de Autorizare,

Certificat CE.
7 7 9 /" _—
Data )Z"(]ﬂ : ‘/é[ Semn_é‘tura

Tabelul de receptionare a notificirii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre
solicitant)

Comentarii cu privire la acceptul/refuzul

receptiondrii notificérii, inclusiv motivul /
refuzului ol

Data/nr. de ordine atribuit notificarii de catre

© 7
Agentie (in cazul acceptdrii receptionarii) //'> 2 C? }g fDL//t 9 L L6 IO

Numele, prenumele, functia persoanei

responsabile de receptionarea dosarului 6"704/\ /_ejlzofh, r@loj lﬁﬂm(
Ie N v

Semndtura persoanei responsabile
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