
Anexa nr. 1
La Procedurire administrative pentru notificarea

dispozitiveror medicare care de(in marcajut cE

Citre Agenlia Medicamentului
g,i Dispozitivelor Medicale

NOTIFICARE
pentru Tnregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale
nr.

tel./fax: (,0?2\ oQO 824, e-ma (adresa)

sof icit inregistraPa in Regist le a urmitoareror categorii gi ilpuri dedispozitive medicale pentiu i ie pe piati a:

. SArmd de ghidare, model 10 Fg 44.000.00.001. SArmd de ghidare, model 12 Fg 44.OOO.OO.O12. SArmd de ghidare, model 14 Fg 44.OOO.OO.O14

Se anexeazd urmitoarele acte.
a) declaralia de conformitate cE emisd 

_de 
producdtor pentru dispozitivul rne

:l :*ll'::l'11:-'""r"rmjlate,Q! uar"oii pJ;;, dispozitivere rabricate, duoe,c) actul prin care producdtorul isi desemne i={r"i5i"rir.irr. ,.

Data |7.0g.2023 Semndtura

Tabelul de receplionare a notificirii
(se completeazi de cdtre Agen{ie in momentul depunerii notificirii de citre solicitant)

Comentarii cu
receptionirii n

Data/nr. deordineffi
citre Agen{ie (in cazuf acceptdrii
receptionirii)



Anexa nr, 2

La Procedurile administrative pentru notificarea

dispozitivelor medicale care delin marcaiul cE

C5tre Agenlia Medicamentului 9i Dispozitive Medicale

Solicitant: Labromed Laborator SRL. cu sediul str. TranCafirilor. 15, Chisin.au,

declar pe proprie rispundere, cunoscAnd prevederile art. g52L, codul Penal al

Republicii Moldova cu privire la falsul in declaralii, cd documentele si datele furnizate

pentru notificarea dispozitivului medical: r

. SArmi de ghidare, model 10 Fg 44'000'00'001

. SArmi de ghidare, model 12F944'000'00'012

. SArmd de ghidare, model 14 Fg 44'000'00'014

Sunt autentice 9i corespund realitS|ii'

, Ermicev Alexandr' Director,
Numele, Prenumele 9i functia

Data 17.09,2023
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NNN DAHLHAUSEN'
EG-KoNFoRMTTATSERKLARUNG gemoB Richtlini e 93/ 42lEWG

ECDec|orotionofConformi|vocc.toDirectiveg3/42/EEc

wir, p. J. Dohrhousen & co. GmbH, Emir-Hoffmonn-str.53,509g6 Koln, erklcrren hiermit

eigenveronTworilich, dqss unsere nochforgend genonnten Medizinprodukte den

A nforderungen der Richfline 93 I 421 EWG uber Medizinprodu kte entsprechen :

We, P. J. Dohlhausen & Co' GmbH' Emit- 53' 50996 Cologne' hereby

declare underour so/e responsibility fhot the es described hereofter ore in

conformity with the provisions of the Directive medico/ devices:

Die Erklorung bosiert ouf dem EG-Zertifikot, dos von dertuv SuD Product Service GmbH'

Ridlerstr.65, go33g Munchen (Benonnte stelle Nr.0123), in ubereinstimmung mit der

Richlinie 93l421EWG uber Medizinprodukte ousgestellt wurde (Zertifikot-Nr. Gl 0.l5692

0502 Rev. 01).

The dec lorotion is bosed on the EC-Certificofe issued by the TUV sud Product service

GmbH; Ridlerstr. 65,8033g Munich (notified body no. 0123), in occordonce wifh fhe

Council Directive 93/421EEC concerning medico/ devices (Certificote No. Gl 015692

0502 Rev. 0ll.

Unser euoritotsmonogementsystem entspricht den Anforderungen der DIN EN lso

13485:2016 und ist von einer okkreditierten TerIifizierstellt (TUV SUo Product Service

GmbH) zertifiziert.

our Quo tity Monogement sysfem meets the requngT."lJ:.of the D/N EN ISO 13485:2016

ond is certified ay"on occredif ed certificotion body IUv suo producf service GmbH)'

Hiermit erkloren wir, doss wir f ur die Erstellung dieser EG-Konf ormitotserklorung die

olleinige Verontwortung trogen

we hereby dec/ore fhot we ere so/e/y responsib/e for the preporotion of this EC

Declorotion of Conf ormitY.

Diese Erklorung ist gultig bls zum 25.05.2024. lThis declorotion is volid until 26'

K6ln / Cologne, 05.05.2021 P. J. Dohlhousen & Co. G

F.fua*
Petro Hordt

Leitung QM/RA
Monoger QM/RA

P. J. Dohlhousen & co. GmbH . Emil-Hoffmonn-Str. 53 ' 50996 Koln ' Germony

1sl; +49 (Ol 2236 3913-O ' Fox: +a9 (0) 22363913-109
info@dohlhousen.de' www.bohlhousen.de

funrungsstob fur Endotrocheqltubus
Guide wire f or endotrocheol tubesProdukt:

Product.
44.000.00.001;
44.000.00.005;
44.000.00.012,
44.000.00.014
Anhong tt ohne (4)

Annex lt excluding (4)
Verfohren gemoB RL 93 I 42/EWG:
procedure occ. to MDD 93142IEEC:
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Full Quality Assurance System
Directive 93/42IEEC on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lla. llb or lll)

No, Gl 015692 0502 Rev. 01

EC Certificate

Manufacturer:

Report No.:

Valid from:
Valid until:

PrOdUCt Category(ies)' Sterile and non-sterile medical devices including- medical disposables for anaesthesia, surgery,
intensive care and ward equipment (class lla and llb)
as well as spinal needles (cl#s lll)

P. J. Dahlhausen & Co. GmbH
Ernil-Hoffmann-Str 53
50996 Koln
GERMANY

71 3163695+71 31 75772

2020-07-1 3
2024-05-26

n

x
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(/)

F

Tl're Certification Body of TUV SUD Product Service GntbH declar.es that the aforerrentroned
manufacturer has implemented a quallty assurance system for design. manufacture and final
inspection of the respectrve devices / device categories in accordance with MDD Annex ll.
This quality a'ssurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marl<eting of class lll devices an additional Annex ll (4) certificate rs

mandatory. See also notes overleaf.
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Date, 2024-47-13

Christoph Dicks
Head of Certification/Notified

Page 1 cf 2
TUV SUD Product Senvrce GmbH rs Notrfled Body wrth rdentrfrcatron no 0123

TUV SUD Product Service GmbH . Certification Body . Ridlerstra8e 65 . 80339 Munich - Germany
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EC Gertificate
Full Ouality Assurance SYstem

Directive SZtqUeEC on Medical Devices IMDD), Annex ll excludtng (4)

(Devices in Class lla, llb or lll)

No. G1 015592 0502 Rev. 01

Medical Fevices class lla

Products / Product GrouPs;

Sterile autological blood transfusion systems

Fitters
Sterile transfuston devices
Silicone resPiratory tubes

Sterile scalpels and scalpel blades

Sterile redorr bottles
Sterile suction tubes
Sterile suction kits
Sterile wound drainage sYstems
Sterile arterial embolectomy catheters

Humidtfiers
Artificial noses

Sterile catheters and accessorles
Sterile trocar and thoracic catheters

Oxygen theraPY accessories
Accessories for resPiration
ldenty loops

Sterile Dermal BiosPsY Punch

Faecal Management SYstem

Medical DeVices class llb

Products / Product GrouPs:

Drsposable electrosurg ical pencils

Disposable neutral electrodes

Balloon catheter
Defibrillation electrodes

Medlcal Devices class lll

Spinal needles

?STtltT2proou.r service GrnbH rs Norified Body with identificatron no. 0123

TUV SUD product Service GmbH . Certification BodV . RrdlerstraBe 65'80339 Munich 'Germany
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NNN DAHLHAUSEN.U

t7.Q3.2Q23

To Authorities in the Republic of Moldovo.

Leffer of Authorizqtion

We,

F.J. Dohlhousen & Co. GmbH
Emil-Hoffmqnn-Str. 53
50996 Cologne
Germony

declore ond confirm thot

lobromed lqborotor SRI
fiscof code I 0l 2600 OA117t
with registered office ot
str. Cuzo Vodo 3O/l
Chisinou, MD 2060
Repubfic of Mbldovq

is our for our d is currently outhorized to sell, ottend tenders,regisi quthor ed products in the Republic of Moldovo.rhis o n is vori ,""" il,i ;# oot. of issue.

Dohlhqusen & Co. GmbH

t

:

. :;o

Direcior lnternotioncl Soles



Back

Guide Wire

Guide Wire for endotracheal tubes'

Sterile: Yes

44.000.00.001

44.000.00.012

44.000.00.014

1O CH

12 CH

14 CH

200 pcs

200 pcs

2OO pcs

l-20 02-03t2019
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