
Anexa nr. 1

La Procedurile administrative pentru notificarea

dispozitivelor medicale care delin marcajul CE

Cdtre Agentia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale

lI'

Solicitantul Ljlbromed Labofator SR!, cu sediul
(adresa)

tel /fax: (0?2\ 000 824, e-mail labro ,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmdtoarelor categorii gi.tipuri de
dispozitive medicale pentru introducerea gi punerea la dispozilie pe pia!5 a:

. CATETER PENTRU CHIRURGIE VASCULAM. model Cateter de embolectomie 1 lumen

55.400.03.080
. CATETER PENTRU CHIRURGIE VASCUTARA, model Cateter de embolectomie 1 lumen

55.400.04.080
. CATETER PENTRU CHIRURGIE VASCULARA, model Cateter de embolectomie 1 lumen

55.400.05.080
. CAJETER PENTRU CHIRURGIE VASCULARA, model Cateter de embolectomie 1 lumen

55.400.06.080
. CATETER PENTRU CHIRURGIE VASCUI-ARA, model Cateter de embolectomie 1 lumen

55.400.07.080

Se anexeazd urmdtoarele acte:
a) declaratia de conformitate CE emisi de producitor pentru dispozitivul medical fabricat;
b) certificatul de conformitate CE valabil pentru dispozitivele fabricate, dupd caz',
c) actul prin care producitorul isi desemneazd reprezentantul.

Data 17.09.2023 Semnitura

Tabelul de recepfionare a notificirii
(se completeazd de citre Agentie in momentul depunerii notificirii de citre solicitant)

Comentarii cu privire la acceptul/refuzul
receptionirii notificirii, inclusiv motivul
refuzului
Datalnr. de ordine atribuit notificdrii de
cdtre Agenlie (in cazul acceptirii .,

receptiondrii 9 U_X trC.

Numele, prenumele, functia persoanei
responsabile de reception area dosarului
Semnitura oersoanei resoonsabile



Anexa nr. 2

La Procedurile administrative pentru notificarea

- dispozitivelor medicale care delin marcaiul cE

cStre Agenlia Medicamentului 9i Dispozitive Medicale

Solicitant: fahrgmec Laboratgr sRL. cu sediul str' Tfan4afirilqr' 1"9' 'Chis'inau'

declar pe proprie rispundere, cunoscdnd prevederile art. 352r, codul Penat al

Republicii Moldova cu privire la falsul in declaralii, c5 documentele 9i datele furnizate

pentru notificarea dispozitivului medical:

. CATETER pENTRu cHlRuRGlE vAscuLARA, model cabter de embolectomie 1 lumen

55.400.03.080
. CATETER PENTRU cHIRURGIE vAscuI-ARA, model cateter de embolectomie 1 lumen

55.400.04,080 ;.

. CATETER pENTRU cHIRURGIE vAscuLARA, modei cateter de embolectomie 1 lumen

55.400.05.080
. CATETER PENTRU CHIRURGIE VASCULAM' model Cateter de embolectomie 1 lumen

55.400.06.080
. CATETER PENTRU cHIRURGIE vAscuL.ARA, model cateter de embolectomie 1 lumen

'55.400.07.080

Sunt autentice 9i corespund realit6lii'

Ermicev AlexAndr Director
Numele, Prenumele 9i functia
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EG. KON FORMITATSERKLARU NG

EC Dec |orotion of ConformilY

DAHLHAUSEN'
gemoB Richflini e 93/ 42/EWG

occ. to Directive 93/42/EEC

Wir., P. J. Dclh|housen & Co' GmbH, Fmi|_Hoffmonn_S1r.53,509 en hiermii

eigenverontwortlich, cjoss unsere nochf olgen<l ge nOrrnte n ukte den

Anf orderungc-n cjer Rich Iline 93l42lFWG rlber Mec1rzinprociukte e

we, p. J. Dorr/irousen & Co. GmbH, Emil-Hoffmonn-sfr. 53, 50996 Co/ogne ' hereby

declare unc)er our so/e responsi bility fhat the mediccr/ c1evices cJescribed hereofter ore in

conformitv with the provisions of fhe Direcfive 93l42lf-EC on meclico/ devices:

55.000.02.04 0 - s5.000.07.080
0 - 55,400.07.080

Anhong ll ohne (4)

Annex ll excluding ft)

Diese Frklctrung ist bis z-um 26.05.2024. I
ul

Ihis dec/arotion is vo/irJ until 26'05'2024'

Koln / Coiogne, I 3.09 .2021 P. J. Dohlhouscn & Co.

? x**
Petro Hordt

Leitung QM/RA
Monager QMIRA

[)oirlfror.rsen & ccl. GmLrf'l . trnil-lloflnronn'Sir.53'50996 KOln'oernrOny

Tel:+49(O)22363913/')'Fox:+a?(O)2?363913109
inftl c.,-lol-rll-ir:tlset-r rJe' ***lciohlhousen'de

Sili kon-Ern bole ktomiekotheter
Si/icone Fmbo/ec tomY CatheterProclukt.

Product,

VertonrEn sG..B Rt eYTfttwo'.
Procedure occ. to MDD 93 la2IEEC:

Die Erkrorung bosiert cruf cjem FG-Zertifikot, cros uol I1?tTuV 
SUD product service GmbH,

Ricjlerstr. 65,g033g Mirnchen (Benonnte Stelle Nr. ol23), in uberbinstimmung mit der

Richtlinie 93142rcwG Lrbcr Meciizinprociukte ousgestellt wurclc (Zertif ikot-Nr' G I 015692

0502 Rev. 01 ).

The dec larotion is bosecl on rhe FC-Cetificote issuecj by the ruv sLid Product service

GmbH, Rid/erstr. 65, BO33g Munich (notified bocly no. ol23), in occordonce with the

Counc.ilt)irective93l42lEECConcerntnqrnedico/devices(CertificateNo'GlOl5692
0502 Rev.0ll

unser euorltcrtsmonogementsystem entspricht cjen Anforderungen cler DIN EN lso

13485.2016 und ist von erner okkreditierten /erlifizierstelle (TUV suo Product Service

GmbH ) zertif iziert.

our Quo lity Monogement sysle m meets the reQuire,yl,:li: of the D/N FN /so 13485:20t6

ond is certifiecl by csn accreclited certificofrbn body IUV SUD Prociucl Service GmbH)'

Hicrnnit erklcrren wir, cjoss wir fi)r cjie trstcllung clieser FG-Konformitcltserklcrrung cjic

olleinige Vero n iworiu ng trogen .

we hereby decrore thot we are so/e/y responsib/e for the prepararion of fhis Fc

Declarofion of Conf ormitY.
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F rrll Q u alitv Ass y:1tu^SJr:t?:
[.il::[?' YrffilE8ff'il'ilcar Devices (MDD)

l*

ml
F

ioJ')i;: i", Cr"''1"^ 
"1 ::'l'iil.ti' ;;;d z ssoz Rev' o1

Nlanutacturer:
P. J. Dahlhausen & Co' GmbH

Emit-Hoffmann-Str 
53

50996 Koln

GERMANY

' - :*^luding

EC Certificate

Report No':

Vatid from:
Vatid until:

2020-07-13

Annex ll excludrng (4)

71 3163695+7 1 31 75772

2020-07-1 3

2A24-a5-26

luv

Product Category(ies): il:l['1nd 
non-sterileme 

fi];medical d a lla and llb)

intensive .t;,;r t,tt'#il,H sprnar n'uqrss (ctass lll)
t

rleaf
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Date,
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of Certrfication/Notrfied

Paee 1 ct 2

ruvsuoProductSer.vrceGmbHrsNotifiedBodvwrthtdentrfrcatronno0l23

TUVSUDProductServtceGrntlH.Cert|ficationBody.RrdlerstraBe65.S033eMunich.Germany

TU
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EC Certificate
Full Quality Assurance SYstem
Directive gaiEZte gC orr Medical Devices (MDD), Annex ll excludrng (4)

(Devices in Class lla, tlb or lll)

No. G1 015692 0502 Rev. 01

Medical Devices slass lla

Products / Product GrouPs:

Sterile autologrcal blood transfuston systems

Filters
Sterrle transfuston devices
Silicone respiratory tubes

Ster"ile scalpels and scalpel blades
Sterile redon bottles
$terile suction tubes
Sterile suction kits
Sterile wound drainage sYstems
Sterile arterial embolectomy catheters

Humrdrfiers
Arlificial noses

Sterile catheters and accessories
Sterile trocar and thoracic catheters

.. Oxygen therapy accessortes
Accessortes for resPrration
ldenty loops

Sterilb Dermal BiosPsY Pttnch

Faecal Management SYstem

Medical Devices class llb

Products / Product GrouPs:

Disposable electrosurgical pencils

Disposable neutral electrodes

Balloon catheter
Defibri llation electrodes

Medical Devices class lll

Spinal needles

Page.2 of 2
TUV SUD product Service GmbH is Notified Body with identificatton no. 0123

TUV SUD product Service GmbH . Certification Body . Rldlerstra8e 65'80339 Muntch ' Germany

i'r 3C'tt-.i [itl-v,r.t.
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WWW DAHLHAUSENU'
ir i i.in;i:iti:!ri1-t1 ir.

17.Q3.2023

To Authorities in the Republic of Moldovo,

letler of Authorizotion

We,

P.J. Dohlhqusen & Co. GmbH
Emil-Hoffmonn-Str. 53
50996 Cologne
Germony 

.

declore ond confirm thot

lqbromed Ls bo-rqtor S RL

fiscol code 1 0l 2600iO01 177
with rbgistered office ot
str. Cuzo Vodo 30/l
Chisinou, MD 2060
Republic of Moldovq

is our distributor for our products ond is currently outhorized to sell, ottend tenders,
register to locol outhorities mentioned products in the Republic of Moldovo.
This outhorizotion is volid f or 2 (two) yeors from the dote of issue.

Dohlhousen & Co. GmbH

'\''
-.....'.."*"'..'

lrri nhJ\J I r rrJefQ

Director Internotionol Scles
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Embolectomy Catheters l-lumen

Embolectomy Catheter made of pure silicone. The guide

*H drain ts located in the catheter wall (coextruded gurde
drarn). Also usable as thrombectomy catheter. The cathe_

ters are colour coded and user and envrronmental f riendly
packed together with tip. The catheters are extruded with
barium sulphate and are x-ray negatrve.

Allergenic potential: I atex-f ree

Number l-lumen
(lumen):

Application area:

Curve style:

Material
(balloon):

Material
(catheter);

Arterra I

Atraumatlc

rSilicone, med. quality

Catheter body: Srlrcone, med.
qualrty, catheter reinforcing:

,. starnless steel wrre; proximal

connection : Polycarbonate/female

Luer-Lock; centi metre grad uation :

colour based on Silicone

Yes

Max. gas filling
volume (balloon) color codeREF

55.400.03 080

55.400.04 080

55.400 05 080

55.400 06.080

55 400.07.080

Total
lerigth

Outer
diameter

3CH

4 Ctl

5CH

6 Cr-]

iCH

Sterile:

Diameter
(unfold
balloon)

5mm

9mm

II mm

13 mm

l4 mm

O,l0 ml

0.50 ml

0. /5 ml

I.?5 ml

2.00 ml

Green

tied

Whrte

[J luc

Yellow

PU

lnn

'| ^-tpL

Ipc

lnn

lpc

80 cm

80 cm

80 cm

80 cm

BO cm

6-58
D2.03/'2r I')
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