
Anexa nr. 7

La Procedurile administrative pentru notificarea
dispozitivelor medicale care defin marcajul CE

CEtre Agentia Medicamentului
gi DisPozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale

nr. 2808/Ldin 28.08 .2023

Solicitantul FCPC ,,DataControl" S.R.L., cu sediul mun. ChiginHu, str' N'
Testemifanu, L716, tel./fax: 022 27 37 L2, e-mail: contact@datacontrol.md, solicit
inregistrarea in Registrul de stat al dispozitivelor medicale a urm5toarelor categorii 9i tipuri
de dispozitive medi-cale pentru introducerea 9i punerea la dispozilie pe pia!5 a:

Product: Microscope

STEREOBLIIE
iScope IS.1 152-(E)PL(PHXi)
iScope IS.1 153-(E)PL(PHXi)
iScope IS.1 154-(E)PL(PHXi)
iScope IS.1 156-(E)PL(PHXi)
iScope IS.1 158-(E)PL(PHXi)
rs.3 I s2-(f )PL(F)(i)+/LG&LB
rs 3 r s3-(E)PL(F)(i)+/LG&LB
rs.3 1 54-(E)PL(FXi)+1LG&LB
rs.3 1 56-(E)PL(FXi)+/LG&LB
rs.3 I 58-(E)PL(F)(i)+/LG&LB
rs.1052-PLMi
IS.1O53-PLMi
IS.1O54-PLMi
rs.1056-PLMi
IS.1058-PLMi .

iScope IS.1 1s2-(E)PL(FXi)/Dr(i)
iScope Is. I I 53-(E)PL(FXi)/DF(D
iScope Is. I I s4-(f, )PL(F)(i)/DF(D
iScope Is.1 158-(E)PL(FXD/DF(i)
rs. 10s2-(E)PLPOL(RXi)
rs. I 0s4-(E)PLPOL(R)(i)
rs. 1 056-(E)PLPOL(R)(i)
Is. 1 058-(E)PLPOIT(RXi)
rs.1052-PLAi
IS.1O53-PLAi
rs.1054-PLAi
rs.1056-PLAi
rs.1058-PLAi



Se anexeaz5 urm5toarele acte:

1. Declaralie de Conformitate CE

2. Actul prin care producEtorul igi desemneazd reprezentantul
3. Declaralie pe propria rEspundere.

Data 28,O8.2023 Semn

Tabelul de receplionare a notific5rii
(se completeaz5 de c6tre Agenlie in momentul depunerii notific6rii de c6tre solicitant)

Comentarii cu privire la
acceptu l/refuzu I receplionE rii
notificErii, inclusiv motivul refuzului
Data/nr. de ordine atribuit notificErii
de c5tre Agenfie (in cazul accept5rii
receDttonafll)
Numele, prenumele, funclia
persoanei responsabile de
receptionarea dosarului
Semnttura persoanei responsabile



Cdtre
Agenfia Medicamentului
gi Dispozitivelor Medicale

DECLARATIE PE PROPRru RASpUNDERE

Solicitantul F.C.P.C. "DataControl" S.R.L., cu sediul in mun. ChiqinIu, str. N. Testemifanu

1716, tel.lfax 022 27 37 12, e-mail: co{rtac-t@,dat-Acontrol.rnd,

declar pe proprie rlspundere, cunoscind prevederile art.352r, Codul Penal al republicii Moldova

cu privir- la falsul in declarafii, cd documentele qi datele furnizate pentru notificarea

dispozitivului medical:

Product: Microscope
Model:
STEREOBLUE
iScope IS. 1 152-(E)PL(PHXi)
iScope IS.1 153-(E)PL(PHXi)
iScope IS. 1 154-(E)PL(PHXi)
iScope IS. 1 156-(E)PL(PHXi)
iScope IS. 1 158-(E)PL(PHXi)
rs.3 1 s2-(E)PL(FXi)+/LG&LB
rs.3 1 s3-(E)PL(rXi)+/LG&LB
rs.3 1 s4-(E)PL(F )(i)+/LG&LB
rs.3 1 s6-(E)PL(FXi)+/LG&LB
rs.3 1 s8-(E)PLGXi)+/LG&LB
IS.1O52-PLMi
IS.1O53-PLMi
IS.1054-PLMi
IS.1O56-PLMi
IS.1O58-PLMi
iScope IS. 1 152-(E)PL(FXi)/DF(i)
iScope IS.1 1s3-(E)PL(rXi)/DF(i)
iScope Is.1 1s4-(E)PL(F)(i)/DF(i)
iScope IS.1 1s8-(E)PL(r)O/DF(i)
rs. 1 0s2-(E)PLPOL(RXi)
rs. 10s4-(E)PLPOL(RXi)
rs. 10s6-(E)PLPOL(RXi)
rs. 1 0s8-(E)PLPOL(RXi)
rs.1052-PLAi
IS.1O53-PLAi
rs.1054-PLAi
IS.1056-PLAi
IS.1O58.PLAi

Sunt autentice qi corespund realiti{ii
Alexandru Gr ab azei, director Semndtura

Data: 28.08.2023



@eursmf,x
DISTRIBUTOR AUTHORIZATION

Date:3oth March,2023

WHEREAS:

We Euromex Microscopen BV, who are official manufacturer, suppliers and wholeselers of

Euromex microscopes, digital cameras and accessories, having facilities at Papenkamp 20,6836 BD

Arnhem, The Netherlands

Hereby authorize:

F.C.P.C. "DataControl" S.R.L.,

L7/6, N.Testimiteanu street,
MD-2025, Chiginau, Republic of Moldova

As representative in correspondence with the conditions if directive93/42/EEC,98/79/EECto
register to the local authorities and 90/385/EEC to deliver, obtain clearance, import, distribute,

sell, market, participate in tenders and promote the above-mentioned products to the territory of

Moldova

We hereby guarantee the quality and performance of the offered products and, provides

DataContiot S.n.f for said products the completion of liabilities deriving contract, in terms of
assembly and commissioning services, as well as those of maintenance and technical assistance.

The Authorization has a validity ofone year starting from the date ofits issuance,

Yours sincerely,

Euromex MicroscoPen B'V'
PaoenktrnrP 20 6836 BI)

Arnhem - the l'letherlands
-tel,: +3X {t)}26 3?3 22 11

lnfa@eurolnq'ccm - vlwc,$ulomax'cglll

Anna Montoliu
Area Sales Manager
EUROMEX microscopen BV

Euromex Mlcroscop€n BV, papenkamp20,6836 BD Arnhem, P.O.Box41616803 EDArnhem,The Netherlands. I T+31 (O)26323 22 11 | F +31(0) 26323 2833 I intb@euromex'coln

The Netherlands I Spain wwl,g.SuFomex,cam



@euromgx

((

EU Declaration of conformity EU Conformiteitsverklaring
EU Konformitiitserkldrung D6claration UE de conformit6
Declaraci6n UE de conformidad Dichiarazione UE diconformiti

EUROMEX microscoPen BV
PaPenkamP 20

6836 BD Arnhem, THE NETHERLANDS

iscope ts.1152t3t4t6/8-(E)pL(pHXi), rs.3152/3/4/6/8-(E)PL(FXi)+/LG&L8,1S.1052/3/4/6/8'PLMi
iscope ts.11s2t3t4tg-tE)pltr)(tyirrliy, Is.ros2t2t4t6tB-(EIPLPoL(RXi), ts.105213t4/6/8-PLAi

micror.op"./microscopen/Mikroskop/microscopes/microscopios/microscopi

Declares under its sole responsabilty
that the following products:
Erkl6rt, unter alleini gen Verantwortung
dass die folgende Produkte:
Declaramos bajo la exclusiva responsabilidad
que los suguintes Productos:

are in conformity with the provisions of
the following European Directives:

den folgenden Bestimmungen der
europaischen Richtlinien entsprechen:

cumplen con las siguientes disposiciones
de las directivas europeas:

EMC-directive
Low voltage directive
RoHS-directive ll
RoHS-directive lll

assessed using following applicable
European Harmonised Standards:

nach folgenden geltenden europiiischen
harmonisierten Normen bewertet:

evaluados utilizando los siguientes
est5ndares europeos armonizados:

EN 61326-1

EN 61010-1

tEc 62321-3l41516t7l8

EN 62471

2014-30-EU (Electromagneticcompatibility)
2014-35-EU (Electricalequipment))
2011-65-EU (Restriction of Hazardous substances)
2015-863-EU (Restriction of Hazardous substances)

Verklaart onder zijn eigen verantwoordelijkheid
dat de volgende Producten:
D6clare sous sa seule responsabilit6
que les produits suivants:
Dichiara sotto la sua esclusiva responsabilitd
che i seguenti prodotti:

in overeenstemming zijn met de bepalingen
van de volgende Europese richtlijnen:

sont en conformit6s avec les
directives Europ6enne suivantes:

sono conformi alle seguenti
disposizioni delle direttive europee:

beoordeeld aan de hand van de toepasselijke
Europese geharmoniseerde normen :

6valu6s selon les normes
europ6ennes adoPt6es

valutato utilizzando i seguenti
armonizzati europei

Electrical equipment for measurement, control and

Assessment of electrical and electronic products with
to the restriction of hazardous substances (ROHS)

Photobiological safety of lamps and lamp systems and LEDs

The product herewith complies with the requirements of the European directives and harmonized

standards and carries the CE-marking accordingly

lng. Vanherle R. - CE Compliance manager
Arhnem 01.11.2021

laboratory use - EMC requirements
Safety requirements for electrical equipment for
measurement, control, and laboratory use (Low

euromex microscoPen bv
P.O. Box 4161 , 6803 ED Arnhem, The Netherlands T +31(0)26 323 22 11 F +31 (0)26 323 28 33

www.eurqmex.com VAT NL 005 919 9BIJ B 01 Registered Arnhem 09032574
P;rpenkampatnp 20, 6836 BD Anihem

info@euromex.com



@eur-omex

((

EU Declaration of conformitY
EU Konformitiitserkldrung
Declaraci6n UE de conformidad

STEREOBLUE
microscopes/microscopen/Mikroskop/microscopes/microscopios/microscopi

The product herewith complies with the requirements of the European directives and harmonized

standards and carries the -marking accordingly

EU Conform iteitsverklari ng
D6claration UE de conformit6
Dichiarazione UE di conformiti

Declares under its sole responsabilty
that the following products:
Erkliirt, unter alleinigen Verantwortung
dass die folgende Produkte:
Declaramos bajo la exclusiva responsabilidad
que los suguintes productos:

are in conformity with the provisions of
the following European Directives:

den folgenden Bestimmungen der
europiiischen Richtlinien entsprechen:

cumplen con las siguientes disposiciones
de las directivas europeas:

EUROMEX microscoPen BV
PaPenkamP 20

6836 BD Arnhem, THE NETHERLANDS

2014-30-EU
2014-35-EU
2011-65-EU

Verklaart onder zijn eigen verantwoordelijkheid
dat de volgende producten:
D6clare sous sa seule responsabilitd
que les produits suivants:
Dichiara sotto la sua esclusiva responsabiliti
che i seguenti prodotti:

in overeenstemming z'rjn met de bepalingen
van de volgende Europese richtlijnen:

sont en conformit6s avec les
directives Europ6enne suivantes:

sono conformi alle seguenti
disposizioni delle direttive europee:

(electromagnetic compatibility)
(electrical equipment))
(Restriction of Hazardous substances)

beoordeeld aan de hand van de toepassel'tjke
Europese geharmoniseerde normen:

6valu6s selon les normes harmonis6es
europ6ennes adopt6es suivantes:

EMC-directive
Low voltage directive
RoHS-directive ll

assessed using following applicable
European Harmonised Standards:

nach folgenden geltenden europiiischen
harmonisierten Normen bewertet:

evaluados utilizando los siguientes
estSndares europeos armonizados :

EN 61326-1:2013

EN 61010-1:2010

|Ec62321-3

Vanherle R.
Product Compliance Manager

valutato utilizzando i seguenti
arm onizzati eu ro pei applicabili,

/:i
Electrical equipment for measurement, control and i'.

laboratory use - EMC requirements
Safety requirements for electrical equipment for
measurement, control, and laboratory use (Low
Assessment of electrical and electronic products with
to the restriction of hazardous substances (ROHS-ll)

19

t

apenkilmpamp 20, 6836 BD Arnhem
info@euromex.cgm

euromex microscopen bv
P.O. Box4161, 6803 ED Arnhem, The Netlrerlands
www.eurofnex.com VAT NL 005 919 9SB B 01

T +31(0)26 32322 11 F +31(0)26 3232833
Registered Arnhem 0903257 4
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