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

Catre Agentia Medicamentului
si Dispozitivelor Medicale

i NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr.

Solicitantul Labromed Laborator SRL, cu sediul str. Trandafirilor, 15, Chisinau,
(adresa)

tel./fax: (022) 000 824, e-mail labromed.laborator@gmail.com,
solicit inregistrarea in Reglstrul de stat al dispozitivelor medicale a urmatoarelor categorii si tlpun de
dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a:

ACCESORIU PENTRU ECG, model Cable Fukuda ME 10-lead cable and leads, Banana

4.0mm AHA U269-61BA

ACCESORIU PENTRU ECG, model Cable Fukuda ME 10-lead cable and leads, Banana 4.0mm |EC
U269-61BE

ACCESORIU PENTRU ECG, model Cable Fukuda ME 10-lead cable and leads, Din 3.0mm, AHA
U269-61DA

ACCESORIU PENTRU ECG, model Cable Fukuda ME 10-lead cable and leads, Din 3.0mm,IEC
U269-61DE

ACCESORIU PENTRU ECG SHuSrr BIE e MW 10-1ead || |

leads, Snap,AHA U269-

B61SA Reason: MoldSign Signature

ACCESORIU PENTRU EC&Gos#iiopieYodonte Fuk ME 10-Iead
61SE MOLDOVA EUROPEANA

ACCESORIU PENTRU ECG, model Cable Fukuda ME 10-lead cable and leads, Clip,AHA U269-
61CA

ACCESORIU PENTRU ECG, model Cable Fukuda ME 10-lead cable and leads, Clip,IEC U269-
‘61CE

ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Banana 4.0mm,AHA U202-
11BA

ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Banana 4.0mm,IEC U202-
11BE

ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Din 3.0mm, AHA U202-
11DA

ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Din 3 0Omm.IEC U202-11DE
ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Snap AHA U202-11SA
ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Snap,|[EC U202-11SE
ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Clip,AHA U202-11CA
ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Clip,IEC U202-11CE =
ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Banana 4.0mm,AHA U202-
21BA

ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Banana 4.0mm, IEC U202-
21BE

ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Din 3.0mm,AHA U202-
21DA .

ACCESORIUPENTRU ECG, model Cable GE 10-lead cable and leads, Din 3.0mm,|IEC U202-21DE
ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Snap,AHA U202-21SA
ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Snap,IEC U202-21SE
ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Clip,AHA U202-21CA
ACCESORIU PENTRU ECG, model Cable GE 10-lead cable and leads, Clip,|IEC. U202-21CE
ACCESORIU PENTRU ECG, mode! Cable HDMI 10-lead cable and leads. Banana 4 DETESEA
U242-11BA o R
ACCESORIU PENTRU ECG,
U242-11BE

ACCESORIU PENTRU ECG,
11DA

i fi leads, Snap,IEC U269-
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ACCESORIU PENTRU ECG,
U242-11DE

ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
4.0mm,AHA U227-11BA
ACCESORIU PENTRU ECG,
4.0mm,|EC U227-11BE
ACCESORIU PENTRU ECG,
3 0mm AHA U227-11DA
ACCESORIU PENTRU ECG,
3.0mm,|IEC U227-11DE
ACCESORIU PENTRU ECG,
U227-118A

ACCESORIU PENTRU ECG,
U227-11SE

ACCESORIU PENTRU ECG,
U227-11CA

ACCESORIU PENTRU ECG,
U227-11CE

ACCESORIU PENTRU ECG,
4.0mm,AHA U254-11BA
ACCESORIU PENTRU ECG,
4.0mm,|IEC U254-11BE
ACCESORIU PENTRU ECG,
U254-11DA

ACCESORIU PENTRU ECG,
U254-11DE

ACCESORIU PENTRU ECG,
U254-11SA

ACCESORIU PENTRU ECG,

_11SE

ACCESORIU PENTRU ECG,
11CA

ACCESORIU PENTRU ECG,
11CE

ACCESORIU PENTRU ECG,
4. 0mm,AHA U254-21BA
ACCESORIU PENTRU ECG,
4.0mm,IEC U254-21BE
ACCESORIU PENTRU ECG,
U254-21DA

ACCESORIU PENTRU ECG,
U254-21DE

ACCESORIU PENTRU ECG,
U254-21SA

ACCESORIU PENTRU ECG,
21SE

ACCESORIU PENTRU ECG,
21CA :

ACCESORIU PENTRU ECG,
21CE

ACCESORIU PENTRU ECG,
U229-11BA

ACCESORIU PENTRU ECG,
U229-11BE

ACCESORIU PENTRU ECG,
U229-11DA

ACCESORIU PENTRU ECG,
U229-11DE

ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,

modei Cadle HDM! 10-lead cable and leads, Din 3.0mm,IEC

modei Canie HDIMI 10-iead cable and leads, Snap, AHA U242-11SA
mode. Cacle HDMI 10-lead cable and leads, Snap,IEC U242-11SE
model Caple HDMI 10-lead cable and leads, Clip, AHA U242-11CA
model Cable HDMI 10-lead cable and leads, Clip IEC U242-11CE
model Cable Hellige/Siemens 10-lead cable and leads, Banana

model Cable Heilige/Siemens 10-lead cable and leads, Banana

modei Cable Hellige/Siemens 10-lead cable and leads, Din

model Cable Hellige/Siemens 71 0-lead cable and leads, Din

mode! Cable Hellige/Siemens 10-lead cable and leads, Snap AHA
modei Cable Hellige/Siemens 10-lead cable and leads, Snap,l?c
model Cable Hellige/Siemens 10-lead cable and leads, Clip, AHA
model Cable Hellige/Siemens 10-lead cable and leads, Clip,IEC
model Cable KENZ PC-109 10-lea¥ cable and leads, Banana

model Cable KENZ PC-109 10-lead cable and leads, Banana

model Cable KENZ PC-109 10-lead cable and leads, Din 3.0mm,AHA
model Cable KENZ PC-109 10-lead cable and leads, Din 3.0mm,|EC
model Cable KENZ PC-109 10-lead cable and leads, Snap,AHA

model Cable KENZ PC-109 10-lead cable and leads, Snap,|IEC U254-
model Cable KENZ PC-109 10-lead cable and leads, Clip, AHA U254-
model Cable KENZ PC-109 10-lead cable and leads, Clip,IEC U254-
model Cable KENZ PC-104 10-lead cable and leads, Banana
mode! Cable KENZ PC-104 10-lead cable and leads, Banana

mode! Cable KENZ PC-104 10-lead cable and leads, Din 3.0mm,AHA
model Cable KENZ PC-104 10-lead cable and leads, Din 3.0mm,IEC
model Cable KENZ PC-104 10-lead cable and leads, Snap AHA

model Cable KENZ PC-104 10-lead cable and leads, Snap,IEC U254-
mode| Cable KENZ PC-104 10-lead cable and leads, Clip, AHA U254-
model Cable KENZ PC-104 10-lead cable and leads, Clip,IEC U254-

mode! Cable Kontron10-lead cable and leads, Banana 4.0mm,AHA

model Cable Kontron 10-lead cable and leads, Banana 4/0mm |[EC

model Cable Kontron 10-lead cable and leads, Soaf;
model Cable Kontron 10-lead cable and leads, Snaf,



C

ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,

mode: Cabie Kontron 10-lead cable and leads, Clip,AHA U229-11CA
mode! Czgia Kontron 10-lead cable and leads, Clip,JEC U229-11CE
mode Cascle iiedtronic Physio-Control 10-lead cable and leads,

Banana 4. 0mm AHA U273-11BA .

ACCESORIU PENTRU ECG,

mogs Czciz Neatronic Physio-Control 10-lead cable and leads,

Banana 4.0mm,|EC U273-11BE

ACCESORIU PENTRU ECG,
3.0mm,AHA U273-11DA
ACCESORIU PENTRU ECG,
3.0mm,|IEC U273-11DE
ACCESORIU PENTRU ECG,
Snap,AHA U273-11SA
ACCESORIU PENTRU ECG,
Snap |IEC U273-11SE
ACCESORIU PENTRU ECG,
Clip.AHA U273-11CA
ACCESORIU PENTRU ECG,
Clip |IEC U273-11CE
ACCESORIU PENTRU ECG,
U203-11BA

ACCESORIU PENTRU ECG,
U203-11BE

ACCESORIU PENTRU ECG,
U203-11DA

ACCESORIU PENTRU ECG,
U203-11DE

ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
U203-21BA

ACCESORIU PENTRU ECG,
U203-21BE

ACCESORIU PENTRU ECG,
U203-21DA

ACCESORIU PENTRU ECG,
U203-21DE

ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
U203-31BA

ACCESORIU PENTRU ECG,
U203-31BE . |
ACCESORIU PENTRU ECG,
U203-31DA

ACCESORIU PENTRU ECG,
U203-31DE

ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
U257-11BA

ACCESORIU PENTRU ECG,
U257-11BE

ACCESORIU PENTRU ECG,
U257-11DA

moge! Cacie Medtronic Physio-Control 10-lead cable and leads, Din

modei Casie Medtronic Physio-Control 10-lead cable and leads, Din

moge! Cacle lieatronic Physio-Control 10-lead cable and leads,
modei Cable iMedtronic Physio-Control 10-lead cable and leads,
model Cable Medtronic Physio-Control 10-lead cable and leads,
model Cable Mindray10-lead cable and leads, Banana 4.0mm AHA
mode! Caole Minaray 10-lead cable and leads, Banana 4.0mm,IEC
model Cable Mindray 10-lead cakle and leads, Din 3.0mm,AHA
model Cable Mindray 10-lead cable and leads, Din 3.0mm,IEC

model Cable Mindray 10-lead cable and leads, Snap, AHA U203-115A
model Cable Mindray 10-lead cable and leads, Snap,IEC U203-11SE
model Cable Mindray 10-lead cable and leads, Clip AHA U203-11CA
model Cable Mindray 10-lead cable and leads, Clip,IEC U203-11CE
model Cable Mindray10-lead cable and leads, Banana 4.0mm,AHA
model Cable Mindray 10-lead cable and leads, Banana 4.0mm,|EC
model Cable Mindray 10-lead cable and leads, Din 3.0mm,AHA
mode! Cable Mindray 10-lead cable and leads, Din 3.0mm,IEC

model Cable Mindray 10-lead cable and leads, Snap. AHA U203-215A
model Cable Mindray 10-lead cable and leads, Snap,|IEC U203-21SE
model Cable Mindray 10-lead cable and leads, Clip,AHA U203-21CA

model Cable Mindray 10-lead cable and leads, Clip IEC U203-21CE
mode! Cable Mindray10-lead cable and leads, Banana 4 Omm AHA

model Cable Mindray 10-lead cable and leads. Banana 4.0mm,‘IEC
mode! Cable Mindray 10-lead cable and leads, Din 3.0mm,AHA
model Cable Mindray 10-lead cable and leads, Din 3.0mm,IEC

model Cable Mindray 10-lead cable and leads, Snap AHA U203-315A
model Cable Mindray 10-lead cable and leads, Snap,IEC U203-31SE
model Cable Mindray 10-lead cable and leads, Ciip AHA U203-31CA

mode! Cable Mindray 10-lead cable and leads, Clip.|IEC U203-31CE
model Cable Mortara 10-lead cable and ieads, Banana 4.0mm AHA




»

ACCESORIU PENTRU ECG,
U257-11DE

ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
U257-21BA

ACCESORIU PENTRU ECG,
U257-21BE

ACCESORIU PENTRU ECG,
U257-21DA

ACCESORIU PENTRU ECG,
U257-21DE

ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
ACCESORIU PENTRU ECG,
4.0mm,AHA U205-11BA
ACCESORIU PENTRU ECG,
4.0mm,IEC U205-11BE
ACCESORIU PENTRU ECG,
U205-11DA

ACCESORIU PENTRU ECG,
U205-11DE

ACCESORIU PENTRU ECG,
115A

ACCESORIU PENTRU ECG,

“118SE

ACCESORIU PENTRU ECG,
11CA

ACCESORIU PENTRU ECG,
11CE

ACCESORIU PENTRU ECG,
4.0mm,AHA U205-21BA
ACCESORIU PENTRU ECG,
4.0mm IEC U205-21BE
ACCESORIU PENTRU ECG,
U205-21DA :
ACCESORIU PENTRU ECG,
U205-21DE

ACCESORIU PENTRU ECG,
21SA

ACCESORIU PENTRU ECG,
21SE

ACCESORIU PENTRU ECG,
21CA

ACCESORIU PENTRU ECG,
21CE

ACCESORIU PENTRU ECG,
4.0mm,AHA U205-31BA
ACCESORIU PENTRU ECG,
4.0mm,IEC U205-31BE
ACCESORIU PENTRU ECG,
U205-31DA

model Caliie Mortara 10-lead cable and leads, Din 3.0mm,|EC
model Gghle Mortara 10-lead cable and leads, Snap,AHA U257-11SA
model Cable Mortara 10-lead cable and leads, Snap,|IEC U257-11SE
model Cable Mortara 10-lead cable and leads, Clip, AHA U257-11CA
modei Cable Mortara 10-lead cable and leads, ClipIEC U257-11CE
model Cable Mortara 10-lead cable and leads, Banana 4.0mm,AHA
model Cable Mortara 10-lead cable and leads, Banana 4.0mm,IEC
mode} Cable Mortara 10-lead cable and leads, Din 3.0mm,AHA

model Cable Mortara 10-lead cable and leads, Din 3.0mm,IEC

model Cable Mortara 10-lead cable and leads, Snap,AHA U257-21SA
model Cable Mortara 10-lead cable and leads, Snap,|IEC U257-21SE
model Cable Mortara 10-lead cable and leads, Clip,AHA U257-21CA

model Cable Mortara 10-lead cable and leads, Clip,|IEC U257-21CE
model Cable Nihon Kohden 10-lead cable and leads, Banana

.
model Cable Nihon Kohden 10-lead cable and leads, Banana

model Cable Nihon Kohden 10-lead cable and leads, Din 3.0mm,AHA
model Cable Nihon Kohden 10-lead cable and leads, Din 3.0mm,IEC

model Cable Nihon Kohden 10-lead cable and leads, Snap,AHA U205-
model Cable Nihon Kohden 10-lead cable and leads, Snap,IEC U205-
model Cable Nihor Kohden 10-lead cable and leads, Clip, AHA U205-
model Cable Nihon Kohden 10-lead cable and leads, Clip,IEC U205-

model Cable Nihon Kohden10-lead cable and leads, Banana

model Cable Nihon Kohden 10-lead cable and leads, Banana

model Cable Nihon Kohden 10-lead cable and leads, Din 3.0mm,AHA

model Cable Nihon Kohden 10-lead cable and leads, Din 3.0mm,IEC

model Cable Nihon Kohden 10-lead cable and leads, Snap, AHA U205-

mode| Cable Nihon Kohden10-lead cable and leads, Snap,IEC U205-

model Cable Nihon Kohden 10-lead cable and leads, Clip,AHA U205-

model Cable Nihon Kohden 10-lead cable and |zads, Clip,IEC U205-




¢+ ACCESORIU PENTRU E(fG, model Cable Nthon Kohden 10-lead cable and leads, Din 3.0mm,IEC
U205-31DE

+ ACCESORIU PENTRU ECG, mO(Hthlﬂlon Kohden 10-lead cable and leads, Snap, AHA U205-
31SA

* ACCESORIU PENTRU ECG, model Cable Nihon Kohden 10-lead cable and leads, Snap,IEC
U205-31SE

« ACCESORIU PENTRU ECG, model Cable Nihon Kohden 10-lead cable and leads, Clip,AHA U205-
31CA

¢ ACCESORIU PENTRU ECG, model Cable Nihon Kohden 10-lead cable and leads, Clip,IEC U205-
31CE

Se anexeaza urmatoarele acte:
a) declaratia de conformitate CE emisa de producator pentru dispozitivul medlcal fabricat;
b) certificatul de conformitate ISO 13485 vaiabil pentru d s;.oz}e@‘r_ﬁnmt , dupa caz;

¢) actul prin care producatorul isi desemneaza reprezenta, Nt o

Data 12.12.2023 Semifsiig:

Tabelul de receptionare a notifigat|
(se completeaza de cétre Agentie in momentul cepu
' Comentarii cu privire la acceptul/refuzul
receptionarii notificarii, inclusiv motivul

| refuzului 1. _ o & woewell o | .
‘ Data/nr. de ordine atribuit notificarii de
catre Agentie (in cazul acceptarii
r'\clacegtllonarn) - o //2’ 32‘/ . ”&ﬂ 1'? /2. 2023 |
umele, prenumele, unctia persoanei
responsabile de receptionarea dosarului ’Zeo /7[( y“é arl /g’””’f’”“?

| Semnatura persoanei responsabile o B - LKeonkt
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