Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr. 6 din 11.07.2023

Solicitantul FCPC DataControl S.R.L., cu sediul in or. Chisindu, str. N. Testemitanu
17/6, tel./fax: 022-273712, e-mail: contact@datacontrol.md
solicit Tnregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor
categorii si tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie pe

piata a:
1) ASAHI
CHIKAI
WAIN-CKI-200

WAIN-CKI-200-RC
WAIN-CKI-200-BS
WAIN-CKI-200-BA

Se anexeaza urmatoarele acte:
1) Declaratie de Conformitate, din 12.07.2013;
2) Certificarte CE no. 2107788CE24 din 01.05.2019.

3) Actul prin care producatorul isi desemneaza reprezentantul din 08.07.2021

Data 11.07.2023 Semnatura

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

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului
Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Grabazei Alexandru
Date: 2023.10.13 15:41:52 EEST
Reason: MoldSign Signature

Location: Moldova
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ASAHI INTECC CO., LTD.
3-100 Akatsuki-cho,
Seto, Aichi 489-0071
Japan

06-Jul-23

Notified Body Confirmation Letter
Reference: EU2023-607/647139

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation (EU) 2023/607 amending Regulations (EU)
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices

This letter confirms that, BSI Group The Netherlands B.V., a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 2797 on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a
written agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer:

ASAHI INTECC CO., LTD.
3-100 Akatsuki-cho,
Seto, Aichi 489-0071
Japan

SRN Number: JP-MF-000010199

The devices covered by the formal application and the written agreement mentioned above are identified in
the Tables below. Table 1 identifies the devices for which an MDR application has been received, written
agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR
application has been received and a written agreement concluded, but the NB has not yet taken the
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
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withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the
date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a Member State
had granted a derogation or exemption from the applicable conformity assessment procedure in
accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the
relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:

e 26 May 2026 for Class III custom-made implantable devices

e 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class IIb devices, Class Ila, Class I devices placed on the market in
sterile condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class I devices that qualify as re-usable surgical instruments)

On behalf of BSI Group The Netherlands B.V.,

Firmato digitalmente da

el T Q0 Benedetta Romanelli

Data: 2023.07.06
11:55:32 +02'00'

Benedetta Romanelli
BSI Scheme Manager

BSI Group The Netherlands B.V. bsigroup.com Page 2 of 3
Say Building bsigroup.nl
John M. Keynesplein 9, 1066 EP T: +31 20 346 0780 SUSTAINABLE

DEVELOPMENT

w,
A

Amsterdam, The Netherlands

Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com



bsi.

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic MDR Device classification If the MDR device is a MDD/AIMDD Certificate
UDI-DI (under MDR (as proposed by the substitute device, Reference(s) of the
application) manufacturer and verified | identification of the devices under MDR
at the pre-application corresponding application, and the NB
stage) MDD/AIMDD device Identification
N/A | N/A N/A | N/A

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic MDR Device classification If the MDR device is a MDD/AIMDD Certificate
UDI-DI (under MDR (as proposed by the substitute device, Reference(s) of the devices
application) manufacturer and verified | identification of the under MDR application, and
at the pre-application corresponding the NB Identification
stage) MDD/AIMDD device
FUBUKI Neurovascular | Class III N/A FQA: 2107788CE23 05-Jul-2023
GIBEIERIEES, DE: 2107788DE19 05-Jul-2023
NB DEKRA — 0344
Neurovascular Guide Class III N/A FQA: 2107788CE16 01-Oct-2022
Wire

Confirmation Letter Revision History

DE: 2107788DE14 01-Oct-2022
NB DEKRA — 0344

Date Action

2023/07/06 Initial issue
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WECcmeD

str. Gheorghe Bratianu nr. 30, sector 1
011413, Bucuresti, Romania
tel/fax 021 - 211.48.49, 021 - 212.37.38

email: office@tecmed.ro

SCRISOARE DE AUTORIZARE
E23.128 / 02.06.2023

Subscrisa SC.TECMED SRL, RO1578232, 140/2946/1992, cu sediul social in Str. Dr. Grigore Mora
34, sector 1, Bucuresti, Romania 01188 si punct de lucru Str. Gheorghe Bratianu nr.30, parter,
sector 1, Bucuresti, Romania 011413, "FURNIZOR DISPOZITVE MEDICALE”,

Prin prezenta reinnoim ca “"SUB-DISTRIBUITOR": FCPC “DataControl” SRL cu sediul in Str. N.
Testemitanu nr.17/6, scara 2, MD-2025, Chisinau, Republica Moldova, autorizat sa inregistreze,
sa re-inregistreze sau sa aduca modificari inregistrarilor, sa comercializeze si sa promoze
urmatoarele dispozitive cu marcaj CE, conform Contractului de Sub-distributie E55 nr. din
15.06.2019 si Anexele in vigoare:

Portofoliul neurovascular ( INR & IVR ) al producatorului ASAHI INTECC, Japonia

Prin prezenta FCPC "DataControl” SRL este autorizata sa inregistreze dispozitivele sus-numite la
autoritatile competente conform legislatiei in vigoare in Republica Moldova. Certificatele de
inregistrare vor fi emise in numele SC. TECMED SRL, conform documentelor de calitate emise de
producatorul MICROVENTION.

Prezenta scrisoare de Autorizare este valabila pentru o perioada de 24 de luni de la data semnarii
acestuyi document, daca nu este revocata intre timp de catre una dintre parti.

a Co
\0\0 KA

£ G
S TECMED &
S.R.L.

Gheorghe Diaconu,

ADMINISTATOR — Director General
SC. TECMED SRL

TECMED SRL
Sediu social : Bucuresti, Str. Grigore Mora nr.34, sector 1 Cont BCR Sector 1 — RO44 RNCB 0072 0497 1273 0001
Inregistrat la Registrul Comertului Bucuresti : J 40/2946/1992 Cod fiscal : RO 1578232; Capital social : 20.000 lei



Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: FCPC DataControl S.R.L., cu sediul in or. Chisindu, str. N. Testemitanu
17/6

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al
Republicii Moldova cu privire la falsul in declaratii, ca documentele si datele furnizate

pentru notificarea dispozitivului medical:
1) ASAHI
CHIKAI

WAIN-CKI-200

WAIN-CKI-200-RC
WAIN-CKI-200-BS
WAIN-CKI-200-BA

Se anexeaza urmatoarele acte:
1) Declaratie de Conformitate, din 12.07.2013;
2) Certificarte CE no. 2107788CE24 din 01.05.2019.

3) Actul prin care producatorul isi desemneaza reprezentantul din 08.07.2021

Sunt autentice si corespund realitatii.

Numele, prenumele si functia Semnatura

Grabazei Alexandru, director general. Data 11.07.2023
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