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Anexa itr. 1

La Procedu'ile adminis;trative pentru riotifrcarea
clispozrtiv'etior rrrctclicaie cere detirt narcaiul CE

Catre Agen[ia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentru inregislrarea ciispozitivelor medicale in Registrul de stat

al disoozitivelor medicale

Solicitantul LabrorneC l-aboratcr SFIL, cu sediul str Trandafir-ilor, 15. Chisinau,
(adresa)

a urnra[oarelor categorii
^^ ^;^+x -,.Ps Prclr.<, c1 .

de
tel /fax: (024 00A 824, e-rnail @r(tDqmail.com,
solicit inregistrarea irt Registrul de stat ai cispozitivelor rnedicale.
dispozitive medicale perrtru rntroclucerea sr punerea la dispozitie

ACCESORIU PENTRU ECiG, rrrodel

leadwires,Snap,AHA U301 -1 3SA

ACCIESORI U PEI'..lTRU L.C,G, rrrociel

lei.ldwires,Snap, I EC U301 -1 3SE

ACCESORIU PENTRU ECG, nrodel
leadwires,Clip,AHr\ U3'0 1- i 3CA

Nornral i-CG Cairle (6 pin) lJ-lead ECIG Cable with

[.lornral f:CG Cable (6 pirr)

Normal ECG Cable (6 pin)

ll-lead ECG Cable with
t

3-lead ECG Cable with

ACCESORIU PENTRU ECG, nrodel Nornral ECG Ca:rle (6 pin) 3-lead ECG Cablewith
leadwires,Clip,lEC U301 -1 3CE

A'JCESORIU Pt-flTRU ECG, rnodi:l

leadwires,Snap,AHA U301 -1 5SA

ACC;ESORIU PEf\l-fUU ECG, rnodei
leadwires,Snap, I EC tJ30 1 -1 5SE

ACCESORIU PEf.iTltU ECG, tnodel
lead wires, Clip,Ail,A U30 1 - 1 5CA

ACCESORIU PENTIiU tClG, trrociei

leadwires,Clip, lE:C U3O1 -1 5(.lE

ACCESORI LJ PEI'\ll-RU t-CG. nroclel

I'lcrnral ECG Caille

I'Jorntal ECG Cable

PENTRU t-.CG, nroc-iel

PENTRU ECG, rnorjel

PENTI?,U ECG, model

PElil It[] EClCi, rnocrel

PEiil-RU [- (. (i, n'rociei

PE lll-Rt.r i:c.: G, m,.lciei

iri:|Jl-tRU ECG, t'ttociel

i)ENl-RLJ EC"G, nrooel

(6 pin) S-lead ECG Cafrle with

(6 pin) 5-lead ECG Cable with

(6 pin) 5-lc.ad ECG Cable with

(6 pin) 5-leard t(lG Cable witir

3-lead ECG Cable with leadwires,Clip,lFC

3-lead ECG Cable wiih leacjwires Snap,Al-lA

5-lead ECG Cable with leadwires,Snap,iEC

5-lead FCCt Cable with leadwires,Clrp,AFIA

5-lead ECG Cable wi,l: lcadrvires,Ciip,iEC

3-lead ECG Cabte wirf, leadwires,Snap,AHA

3-lead ECG

l:;-lc.ad ECG

Cable iryitl'r

Nornral ECG Cable

l',iorn rerl Er-iG Cairle

tr,1 nAl6^A
U JU:'- I J)I\

ACCESORI U

u309-135E
ACCESORI U

u:i09-13cA
I\CCESORIU
ui09-13CE
ACC ESORI U

u 309-1 5SA

AOCESORITJ

u309-15SE ,

ACC ESOIIIU
1J309-1sCA

,q(:JC ESORI U

u 309-1 5CE

/\CC ESOFTI U

u309-23SA
ACCESOFiIU

u309-23*sE
ACC)ESOF{IU

u309-23CA

tjiolight( 12 pirr) 3-lead ECG Cable with leadwires,Snap,Al-i/,

Pi:t\l-RU ECG, nrodel Bioligltt(i2 pin) 3-lead ECG Cable with leadwires,Snap,lEC

Pt-:t\ll'li,LJ I-CG, nroCel Bioliglrt(12 pin) 3-lead ECG Cable with lead'wires Ciip,At-lA

tsrolight('i2 pin)

t3iolrght( 12 pin)

E3iolight(1 2 pin)

t3roligirt('i 2 prn)

ti rolir;fit('i ll itrr r )

[riolight('ll,l prrr)

Biolight(12 otn)

Biolighti i 2 pil)
OflVl \iei
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i-%N-^ 

t"'t 
-.,{:t)

/a^1.,1^



ACC ESORI U

u309-23CE
ACCESORIU
u309-25SA
A()CESORIU
u 309-2 5S E

ACC ESORI U

u 309-25CA

ACC ESORI U

u309-25CE
O ACCESORI U

u323-13SA

PENI-ItLJ

PE NI-R LJ

PE NTR IJ

PENTI]U

PENITRU

PEI\JTI][J

ECG, tnoclel

ECIG, model

t-ctG,

f: ('c

leadwires, Clip,IEC

leadwires, S n ap, i\l-iA

leadwires, Snap,IEC

rnocrei trclight( 2 ;r;r) !j-lead ECG cable with leadr,vires,clip,AHA

ECG, nrodel Biolight(i2 pin) S-lead EcG cable with leadwires,clip,lEc

ECG, nrodei Bionei (g pin) 3-lead ECG cable v,,,ithr leadvrires,snap,AtJA

pin) 3-lead ECG Cable with teacJwires,Snap,Al.JA

f.iirr) 3-lead ECG Cable will-r jeaciv,rires,snap,lEC

pin) 3-lead ECG Cable with jeadwires,Clip,AHA

pin) 3-lead ECG Cable with ie;:idr,vires,Clip IEC |.i323_

pin)5-lead ECG Cable with leadwires,snap AHA

Biolight(i 2 pin) 3-tead ECG Cabte wrth

Biolight(12 pin) S-tead ECG Cabte wittr

t3;oligirt( ;2 pin) 5-lead ECG Catrle with

AilcESoRlu PEf'lrRU ECG, nroclei Bionei i,3:in) il-lead ECG {rable witfr leadwires,snap,lEC u323-1:iSE

ACCESottlu PEI'lriiu t-cG' rttoctel Bronei rB prrr) 3-iead EcG caole witir leadwires,clip,AHA u323-13CA

ACCESORIU PE|'JTRU ECG, model Bionet (B pin) 3-lead ECG cablewith leadwires,clip,lEc u323-13CE

ACCESoRIU PEi'lrRU ECG, nrodel Bionei (8 pin)S-lead ECG cable with leacjwires,snap,AHA
u323-15SA
Ar')cESoRlL-,| Pt=t'iTRLi Lc'G, tltociei Btonei (ii prn) 5-le'ad ECG cable'uriilr leaijvyires,snap,iEC U323-'ltjsI
ACCESoRIU PEI'il-fll'J LCIG, rrrociel tjionet (8 pin) 5-lead ECG cable with ieadrvires,ctip,AHA u323-1SCA

ACCESORIU PENTRU ECG, ntodel Bionet (B pin) S-lead ECG cabte with leacjvrires,ctip,lEC u323-15CE

ACCESORIU PENTRU ECG, nrodel Uionet (.12
u 323-23SA
A.lC)ESORIU PElrrTttU ECG, rrrocJel Broner (1.1,1
ll.)^4

U JIJ-IJ5L

A'iCjESORIU ptrt\|-llU ECG, nrodel E3ionei (12
u323-23CA
ACCESO lU PEI',Jl-flU t_CG, nrocJel Bioncr (12
23CE

A:)CESORIU PENITRU F:C]G, MOC]CI t]iONCI (12
u323-25SA
A(:lcESoRlu PENr-lRLi F,cG, nrocier []roner (i2r pin) 5-read
I l,\A4u JIJ-255t

ECG Cable with jeadwires,Snap,lEC

ACCESoRIU PENTRU ECG, ntodel Bionet (12 pin) 5-lead ECG cablewith ieadwires,clip,AliA
U323-25CA 

YY" ee' vrry'^r rt1 
,ACCESoRIU Ptrt'll-RLJ ECG, ntodel Bionei (.12pin) 5-lead EcG cablewiih re';;rdwires,clip IEC u323-2i;CE

ACc)ESoRlu PENTRLI ECG, nrodel i3iosys(6 pin) 3-lead ECG cable with leaiJvrrires,Snap,AHA
u343-13SA
ACCESoRIU PENTUU ECG, tttodel t3iosys(6 pin) 3-lead ECG cable wi1-r lead,r,,ires,snap,lEC tJ34-?-l JSF
ACCESORIU PENfllu ECG, nrodel Biosys(6 pin) 3-lead EcG cable with leaciwires,clip,AHA u343-
1 3CA

ACCESORIU ')Efrl-l1U LcG, moclel tiiosys(6 pir.r) 3-lead ECG cablewith leacjwires,clip,lEC u343-,13CE

ACCESORIU Pt_f.jl'liU f:CG, nroclel tiros;us(6 pin)ii_iead ECG
1f;SA

ACCESoRIU prar'rTRU EC.G, rroi:ier tiiosys(6 pin) 5-read EcG
1'JSE

ACCESORIU PEI''JTRU LCIG, rroder Biosys(6 pir) s-read ECG
15C,A

3ilble

Cable



A,)C)ESORI[J Pi-t'il-ftU ECG, nrocJei Eiosvs(0 pin) 5-lead ECG Cable-with leacJwires,Clip,lEC U3,i3-
|:)\-tr

ACC;ESORIU PENI-ffiU EC:Ci, rl]ociel Eiuker(12 pirr) 3 lead EC(.1 Cable witir leecwires,snap AHA
u324-13SA
ACCESOtIlU PENTIiU ECG, nrodei Bi'uker(12 pin) 3-lead ECG Cable wilir leadwires,Snap,lEC
u324-135E
ACCESORILJ PENTRLJ [C]G, nrodel Bruker(12 pin) 3-lead ECG Cable with leadwires,Clip,Al-1A
u324-13CA
AOCESORIU PENTRU [-C,Cj, rtrocel E]ruker'( 2 pin) 3-iead ECG lablewirlr leadwires,Clip,lECU324-
IJUtr,

ACCESORIU i']ENTRU ECG, nrociel t3ruker(i2 piti) 5-lead Ea(i Cable with leadwires,Snap,AHA
u324-15.SA

ACCESORIU irEt',lTRU ECG, nrociel Bruker(i2 pin) S-lead ECG Cablewith leadwires,Snap IEC

u324-155E
ACCESORIU iTENITRU t-CG, rnodel Bruker(12 pin) S-lead ECG Cable with leaidwires,Clip,Al-lA
u 324-1 5CA

ACCESORIU Pf:ttiTF.U t-CG, nror.iel Bruker.(i2 pin) 5-lead ECG Cablewirir leadwires,Clip,lEC U324-
Ii)Utr,

ACCIESORIU PENTIIU ECG, rnodel CrrticareqCSt,r(6 pin) 3-ieal ECG Cacle iviih
leadwires,Snac,Al lA Lr3 I 2-i 3SA
ACCESORIU PENTRU ECG, nrodel Criticare(Csl)(6 pin) 3-leaci ECG'Cable with leadwires,snap,lEC
u312-1 35E
ACCESORIU PUI'iTRU ECG, nrodel Criticare(CSl)(6 pin) 3-leaci ECG Caple witn leadwires Clip AHA
LJ'i12-1 3CA

ACCESORILJ iTENTRLJ t.ClG, nrodel Criticare((lSil)(er;.iirr) 3-leacr ECG Cai-rle u:itn leadiryires Clip,lEC
u312-1 3CE

ACCESORIU PEI'ITRLJ L-CG, model CriticarelCSt)(6 pin) 5-lead ECG Cai:le witlr
leadwires,Snap,AllA U3 1 2-1 5SA

ACCESORIU PEI\ITRU ECG, rnodel Criticare(CSl)(6 pin) S-lead ECG Cable with leadwires,snap,lEC
u312-155E
ACCESORIU PEI'ITRU F-CG, nrodel Criticare((lSl)(6 pin) S-lead ECG Car:le with leadwires,Clip,AHA
u312-1sCA
Ai.lCESOFilU Pirt'JTUU ECG, rnodel Criticerre=(OSii)(6 pin) 5-lead ECG Cai-'le'n,itir leadwires,Clip,lEC
u312-15cE
ACCESORIU i)Et'll-llu t-CG, rnoclel Creative16 pin) 3-lead ECG Caole witir leadwires,Snap,AHA
u310-13SA
ACCESORIU PENTRU t-CG, ntodel Creative(G pin) 3-lead ECG Cable with ieadvrires,snap,lEC)
u310-135E
ACCESORITJ PENTRU t-:ClG, tttodel Creati"re'tO pin) 3-lead ECG Cable with ieadwires,Clip AFlh
u310-13CA
ACCESORILJ PEI\iTl-lU ECG, rrrodel (ireati,.re(6 r:rri) 3-lc'aci EC'3 Cablewrif'r ieaciwires,Clip IEC U310:
4 r) r\ r
| ti\, L-

ACCESORIU I']ENTRU ECG, ntodel Creative(G pin) S-lead ECG Cable with leadwires,Snap,AHA
u310-15SA ,1

ACCESORIIJ'PEt'.J-f RIJ ECIG, rnodel Creati're(6 pin) S-lead ECG Cable with le :iciwires,Snap,lEC
u310-155E
AIICESORIU PEf ITIRU [ClG, rr.roc]ei Creative(6 pin) S-lead ECG Cable wrth leaclwires,Clip,Al.-lA
U i1O-1 sCA
ACCESORIU PEI'JTltU t-CG, nrodel Creativelti lrn) 5-lead ECG Cable uuiih ieadwires,Clip IEC U31Cr-

lriCE
ACCESORIU PENTRU ECG, rnodel Corpuls(11 pin) 4-lead ECG Cable with
U384-14SA
ACCESORIU P1:lttl-ltU ECIG, rnodel Corpuls('1 1 pin) .1-lead ECG Caole with lea

U 384-1 4SE
ACCESORILJ PFNI-RU t-CjG, rnociel Corpulsrl t pin) .1-lead Ei)G Cao
u384-14CA



a)
b)
c)

ACCESORIU PENTRU ECG, model Corpuls(1i pin) 4-lead ECG Cable with leadwires,Clip.lEC
u384-14CE
ACCESORIU PENTRU ECG, model Corpuls(11 pin) 6-lead ECG Cable with leadwires,Snap,AHA
u384-16SA
ACCESORIU PENTRU ECG, model Corpu'|s111 pin) 6-lead ECG Cable with leadwires,snap,lEC
u384-1658
ACCESORIU PENTRU ECG, rrtodel Corpuls('1 1 pin) O-lead ECG Caole with leadwires,Clip,AHA
u384-16CA
ACCESORIU PENTRU ECG, rttodel Corpuls(11 pin) 6-lead ECG Cable wrth leadwires,Clip,lEC
U3B4-16CE '
ACCESORIU PENTRU t-CG, ntodel Colin(6 pin) 3-lead ECG Cablewith leadwires,Snap,AHA U341-
1 3SA

ACCESORIU PENTRU ECG, model Colin(6 pin) 3-lead ECG Cable with leadwires,snap,lEC U341-
13SE 6

ACCESORIU PENTRU ECG, ntodel Colin(6 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,lEC U341-
13CE

ACCESORIU PENTRU ECG, model Colin(6 pin) S-lead ECG Cablewith leadvrires,snap,At.lA U341-
15S,A

ACCESORIU PENTRU ECG, model Colin(6 pin) S-lead ECG Cablewith leadwires,snap,lEC U341-
1I]SE

ACCESORIU PENTRU ECG, model Colin(6 pin) S-lead ECG Cable with leadwires,Clip,AHA U341-
1SCA

ACCESORIU PENTRU ECG, model Colin(6 pin) S-lead ECG Cabl€with leadwires,Clip,lEC U341-
1sCE

Se anex eaze urmdtoarele acte:
declaratia de conformitate CE enlisa de producator pentru dispozitivul medical fabricat;

actul prin care producitorul isi desemneazd,reprezentan

Data 10.01 .2024 Sem

Tabelul de recepfionare a no
_ (s_q c<ryp!e-!e_ ?Zi_99_c:elrq AgAtlie_ if 4_gllrpll {e
Coilentarii cu privire la acceptul/refuz.ul 

I

receptioniirii notificdrii, inclusiv nrotivul
refuzului
oaiiTnl oe oior ne aiiibuliliotit rcaii;-oe
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