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

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale Tn Registrui de stat
al dspozitivelor medicale
| —

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

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

ACCESORIU PENTRU ECG, model Normal £CG Cable (6 pin) 3-lead ECG Cable with
leadwires, Snap, AHA U301-138A

ACCESORIU PENTRU ECG, model Normal ECG Cable (6 pin) 3-lead ECG Cable with
leadwires,Snap,|EC U301-13SE .

ACCESORIU PENTRU ECG, model Normal ECG Cable (6 pin) 3-lead ECG Cable with
leadwires, Clip. AHA U301-13CA

ACCESORIU PENTRU ECG, model Normal ECG Cable (6 pin) 3-lead ECG Cable with
leadwires, Clip,IEC U301-13CE

ACCESORIU PENTRU ECG, model Nermal £CG Cable (6 pin) 5-lead ECG Cable with
leadwires Snap,AHA U301-158A

ACCESORIU PENTRU ECG, model Normal ECG Cable (6 pin) 5-lead ECG Cable with
leadwires, Snap,IEC U301-15SE

ACCESORIU PENTRU ECG, model Normal ECG Cable (6 pin) 5-lead ECG Cable with
leadwires, Clip. AHA U301-15CA

ACCESORIU PENTRU ECG, model Mornial ECG Cable (6 pin) 5-lead ECG Cable with
leadwires, Clip |&£C U301-15CE

ACCESORIU PENTRU ECG, model Biolight(12 pin) 3-lead ECG Cable with leadwires, Snap AHA
U309-13SA

ACCESORIU PENTRU ECG, model Biolight(12 pin) 3-lead ECG Cable with leadwires,Snap,|EC
U309-13SE

ACCESORIU PENTRU ECG, model Biolight(12 pin) 3-lead ECG Cable with leadwires, Clip, AHA
U308-13CA

ACCESORIU PENTRU ECG, model Biolight(12 pin) 3-lead ECG Cable with leadwires,Clip,IEC
U308-13CE o
ACCESORIU PENTRU ECG, model Biolight( 12 pin) &-lead ECG Cable with leadwires, Snap, AHA
U308-158A

ACCESORIU PENTRU ECG, model! Biolight(12 pin) 5-lead ECG Cable with leadwires,Snap,IEC
U309-15SE ,

ACCESORIU PENTRU ECG, model Biolight(12 oin) 6-lead ECG Cable with 1&351/ 'res.Clip,AHA
U309-15CA s Dlgltally 31gned by Ermicev Alexandr
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ACCESORIU PENTRU ECG, modiel EioliBeason: MoldSign Siggnaf€ G Cable wiil: i

U309-15CE ocation: Moldova
) e \MOLDOVA EUROPEANA | -,

ACCESORIU PEMTRU ECG, modei Biolight{ 77 pin) 3-lead ECG Cable with o'.- )

U309-235A

ACCESORIU RPENTRU ECG, model Biolight(12 pin) 3-lead ECG Cable with [zadwire

U309-238E
CCESORIU PENTRU ECG, model Biolight{12 nin} 3-lead ECG Cable #efead

U309-23CA L
&




ACCESORIU PENTRU ECG, model Biolight(*2 pin) 3-lead ECG Cable with leadwires, Clip,IEC
U309-23CE

ACCESORIU PENTRU ECG, model Biolight(12 pin) 5-lead ECG Cable with leadwires, Snap, AHA
U309-25S8A .

ACCESORIU PENTRU ECG, nioi- Biolight( 12 pin) 5-lead ECG Cable with leadwires,Snap, IEC
U309-25SE

ACCESORIU PENTRU ECG, moce! Biclight("2 pin) &-lead ECG Cable with leadwires, Clip, AHA
U308-25CA

ACCESORIU PENTRU ECG, model Biolight(12 pin) 5-lead ECG Cable with leadwires, Clip,IEC
U309-25CE

ACCESORIU PENTRU ECG, modei Bionet (8 vin) 3-lead ECG Cable with leadwires,Snap AHA
U323-13SA

ACCESORIU PENTRU ECC, modsi Bionat {3 nin) 3-lead ECG Cable with leadwires, Snap,IEC U323-
BSE ’

ACCESORIU PENTRU ECG, model Biona: (8 pin) S-lead ECG Cable with leadwires, Clip, AHA U323-
13CA

ACCESORIU PENTRU ECG, mode! Bionet (8 pin) 3-lead ECG Cable with leadwires, Clip,IEC U323-
I8EGE

ACCESORIU PENTRU ECG, mode! Bionet (8 pin)5-lead ECG Cable with leadwires,Snap, AHA
U323-15SA o

ACCESORIU PENTRU ECG, modal Eionat (2 pin) 5-lead ECG Cable with ieadwires,Snap,lEC U323-
158E

ACCESORIU PENTRU ECG, model Bionet (8 pin) 5-lead ECG Cable with leadwires, Clip, AHA U323-
15CA .

ACCESORIU PENTRU ECG, model Bionet (8 pin) 5-lead ECG Cable with leadwires,Clip,IEC U323-
15CE

ACCESORIU PENTRU ECG, model Bionat (12 pin) 3-lead ECG Cable with leadwires, Snap, AHA
U323-23SA

ACCESORIU PENTRU ECG, model Bionet (12 pin) 3-lead ECG Cable wilh ‘eadwires,Snap,|EC
U323-23SE

ACCESORIU PENTRU ECG, mode| Bionet (12 pin) 3-lead ECG Cable with leadwires, Clip, AHA
U323-23CA

ACCESORIU PENTRU ECG, model Bional (12 pin) 3-lead ECG Cable with leadwires, Clip [EC U323-
23CE '

ACCESORIU PENTRU ECG, mode! Bionet {12 pin)5-lead ECG Cable with leadwires,Snap, AHA
U323-258A

ACCESORIU PENTRU ECG, model Bionet {12 pin) 5-lead ECS Cable with leadwires, Snap,|EC
U323-25SE

ACCESORIU PENTRU ECG, model Bionet (12 pin) 5-lead ECG Cable with leadwires, Clip, AHA
U323-25CA -
ACCESORIU PENTRU ECG, model Bionet (12 pin) 5-lead ECG Cable with ‘'eadwires,Clip IEC U323-
25CE ’ '

ACCESORIU PENTRU ECG, model Biosys(6 pin) 3-lzad ECG Cable with leadwires.Snap, AHA
U343-13SA

ACCESORIU PENTRU ECG, model Biosys(6 pin) 3-lzad ECG Cable with leadwires,Snap,|IEC U343-
138E

ACCESORIU PENfRU ECG, model Biosys(6 pin) 3-lecad ECG Cable with leadwires, Clip, AHA U343-
13CA

ACCESORIU PENTRU ECG, mode! Biosys(6 pin) 3-lead ECG Cable with leadwires,Clip, IEC U343-
13CE J '
ACCESORIU PENTRU ECG, model Biosys(6 pini5-lead ECG Cable with ez

158A /
ACCESORIU PENTRU ECG, model Biosys(6 pin) 5-lead ECG Cable wiif leac res
158E 3
ACCESORIU PENTRU ECG, model Biosys(6 pin) 5-lead ECG Cable will 4
15CA 2




ACCESORIU PENTRU ECG,
15CE

ACCESORIU PENTRU ECG,
U324-13SA

ACCESORIU PENTRU ECG,
U324-13SE

ACCESORIU PENTRU ECG,
U324-13CA

ACCESORIU PENTRU ECG,
13CE

ACCESORIU PENTRU ECG,
U324-15SA

ACCESORIU PENTRU ECG,
U324-15SE ~

ACCESORIU PENTRU [ECG,
U324-15CA

ACCESORIU PENTRU ECG,
15CE

ACCESORIU PENTRU ECG,

modei Biosys(6 p}n> 5-|eéd ECG Cable with leadwires Clip, IEC U343-
model Eruker(72 pin) 3-lead ECG Cable with leadwires, Snap AHA
model Bruke:r(ﬁ2 pin) 3-lead ECG Cable with leadwires, Snap,|IEC
model Bruker(12 pin) 3-lead ECG Cable with leadwires,Clip, AHA
modeal Biuker(72 pin) 3-ilead ECG Cable with leadwires, Clip,IEC U324-
model Bruker(i2 pin) 5-lead ECG Cable with leadwires,Snap AHA
model Bruker(12 pin) 5-lead ECG Cable with leadwires,Snap,IEC
model Bruker(12 pin) 5-lead ECG Cable with leadwires,Clip,AHA
5-lead ECG Cable wilh leadwires,Clip,IEC U3;4-

modiel Bruker(®2 pin)

model Criticare(CSH(6 pin) 3-iead ECG Cable with

leadwires,Snap AHA Ui312-13SA

ACCESORIU PENTRU ECG,
U312-13SE
ACCESORIU PENTRU ECG,
J312-13CA
ACCESORIU PENTRU ECG,
U312-13CE
ACCESORIU PENTRU ECG,

model Criticare(CSI)(6 pin) 3-lead ECG"Cable with leadwires,Snap,|IEC
model Criticare(CSI)(6 pin) 3-lead ECG Cable with leadwires, Clip. AHA
mode! Criticare(CSI)(6 pin) 3-leac ECG Canle with leadwires Clip,IEC

model Criticare(CSI1)(8 pin) 5-lead ECG Cal:le with

leadwires,Snap,AHA U312-158A

ACCESORIU PENTRU ECG,
U312-158SE

ACCESORIU PENTRU ECG,
U312-15CA

ACCESORIU PENTRU ECG,
U312-15CE

ACCESORIU PENTRU ECG,
U310-13SA

ACCESORIU PENTRU ECG,
U310-13SE

ACCESORIU PENTRU ECG,
U310-13CA

ACCESORIU PENTRU ECG,
13CE :
ACCESORIU PENTRU ECG,
U310-15SA
ACCESORIU-PENTRU ECG,
U310-158E

ACCESORIU PENTRU ECG,
U319-15CA

ACCESORIU PENTRU ECG,
15CE

ACCESORIU PENTRU ECG,
U384-145A

ACCESORIU PENTRU ECG,
U384-14SE

ACCESORIU PENTRU ECG,
U384-14CA

model Criticare(CSI)(6 pin) 5-lead ECG Cable with teadwires, Snap IEC
mode] Criticare(CS!)(6 pin) 5-lead ECG Cable with leadwires Clip. AHA
model Criticare(CS81){(6 pin) 5-lead ECG Cable with leadwires,Clip,IEC
model Creative(6 pin) 3-lead ECG Cable with leadwires,Snap,AHA
model Creative(6 pin) 3-lead ECG Cable with leadwires,Snap, IEC
model Creativétﬁ pin) 3-lead ECG Cable with ieadwires,Clip AHA
modz! Creative(6 pin) 3-lead ECG Cable with leadwires,Clip,IEC uU310°”
model Creative(6 pin) 5-lead ECG Cable with leadwires,Snap, AHA
model Creﬂative(G pin) 5-lead ECG Cable with !eadwires,Sr:ap,lEC

mode! Creative(6 pin) 5-lead ECG Cable with teadwires,Clip, AHA

model Creative(6 p:n) &-lead ECG Cable with 'eadwires, Clip IEC U310-

model Corpuls¢11




ACCESORIU PENTRU ECG, model Corpuls(11 pin) 4-lead ECG Cable with leadwires,Clip.IEC

U384-14CE

¢ ACCESORIU PENTRU ECG, model Corpuls(11 pin) 6-lead ECG Cable with leadwires,Snap,AHA

U384-16SA .
ACCESORIU PENTRU ECG, model Corpuls(11 pin) 6-lead ECG Cable with leadwires, Snap,|[EC
U384-16SE
ACCESORIU PENTRU ECG, model Corpuls(11 pin) 6-lead ECG Canle with leadwires,Clip, AHA
U384-16CA
«  ACCESORIU PENTRU ECG, mode! Corpuls(11 pin) 6-lead ECG Cable with leadwires,Clip,|IEC
- U384-16CE .

¢ ACCESORIU PENTRU ECG, model Colin(6 pin) 3-lead ECG Cable with leadwires, Snap, AHA U341-
13SA
ACCESORIU PENTRU ECG, model Colin(6 pin) 3-lead ECG Cable with leadwires, Snap,IEC U341-
13SE .

+  ACCESORIU PENTRU ECG, model Colin(8 pin) 3-lead ECG Cable with leadwires, Clip, AHA U341-
13CA -
ACCESORIU PENTRU ECG, model Colin(6 pin) 3-lead ECG Cable with leadwires, Clip,|IEC U341-
13CE
ACCESORIU PENTRU ECG, model Colin(6 pin) 5-lead ECG Cable with leadwires, Snap, AHA U341-
15SA
ACCESORIU PENTRU ECG, model Colin(6 pin) 5-lead ECG Cable with leadwires,Snap,|lEC U341-
1I5SE

« ACCESORIU PENTRU ECG, model Colin(6 pin) 5-lead ECG Cable with leadwires, Clip, AHA U341-
15CA

« ACCESORIU PENTRU ECG, model Colin(6 pin) 5-lead ECG Cabl¢ with leadwires, Clip,|EC U341-
15CE

Se anexeaza urmatoarele acte:
a) declaratia de conformitate CE emiaé de producator pentru dispozitivul medical fabricat;
b) certificatul de conformitate ISO 13485 valabil pertru dispozitivee fabrica le, dupa caz

c) actul prin care producatorul isi desemneazé*reprezentantu};

f

Data 10.01.2024 Seml‘iatu 1

s
Tabelul de receptionare a no{ -(i\
(se completeaza de catre Agentie in moment' | de
| Comentarii cu privire la acceptul/refuzul 47T A
| receptionarii notificarii, inclusiv metivul #@ Py i e

’ C,Q/?}\' S

| refuzului

Data/nr. de ordine atribuit notificarii de

calre Agentie (in cazul acceptarii /L/feédg éﬁ}; %@/(}/W

receptionarii)

| Nu ‘6 :rr;r". ;-:_=(_, :,m’; .\.I JEE( ;Miu i . é @%o) W‘QgM/
responsabile de receptionarea dosaru|u ] : 7
Semnatura persoarei responsablle . /567/ ‘Cfief JDZ’% v%’%)f

:p“\-fi Sd d “L‘_:j",‘;}’lﬁlf":‘ solicitant)

Tl



		2025-10-08T10:33:50+0300
	Moldova
	MoldSign Signature




