
Anexa nr. 1

La Procedurile administrative pentru notificarea
dispozitivelor medicale care delin marcajul CE

Citre Agentia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentrq inregistrarca dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale

f f',

Solicitantul L_?Qromed Laborqtgr S,R.l-, cu sediul
(adresa)

tel./fax: Q2?\ 0,00.8?4, e-mail ,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmdtoarelor categorii gi tipu.ri de
dispozitive medicale pentru introducerea 9i punerea la dispozitie pe piati a:

. Sistem de aspiralie inchis, model 14 CH 43.004.57.14Q

. Sistem de aspiratie inchis, model 16 CH 43.004.57.160

Se anexeazd urmitoarele 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
recepliondrii notificirii, inclusiv motivul
refuzului
Data/nr. de ordine atribuit notificirii de
citre Agentie (in cazul acceptdiii
receptionirii)
Numele, prenumele, funclia persoanei
responsabile de reception area dosarului ffi
Semndtura persoanei resoonsabile 7'piffi"lv\



Anexa nr, 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care defin marcajul CE

$5tre Agenfia Medicamentului 9i Dispozitive Medicale

pEpL i R TIE, PF PRoPRIF,RASPTINpERE

Solicitant: Labroryre.d Laborator S.BJ.., cu sediul str. T[andpflrilg.r, 1.5, Qhjsjnau,,

declar pe proprie r5spundere, cunosc6nd prevederile art. 3521, Codul Penal al

Republicii Moldova cu privire la falsul in declaratii, cb documentele Si datele furnizate

pentru notificarea dispozitivului medical :

. Sistem de aspiralie inchis, model 14 CH 43.004.57.140

. Sistem de aspira(ie inchis, model 16 CH 43.004.57.160

Sunt autentice gi corespund realititii.

Erqicgv.,Alexandr. Di,re.ctor:, - , ,. ,.

Numele, prenumele gi functia

\t,4/^+' -r. tS.9,s..rV^s-- -{\ E?vAl-s- rt't -- UO:ff-'-- .n:o^^ \fo-



EG-KONFORMITATSERKTARUNG gemoB Richtlinie 93/ 42/EWG
EC Declorolion of Conformity ctcc. fo Directive 93/42/EEC '

Wir, P. J. Dqhlhousen & Co. GmbH, Emil-Hoffmonn-Str.53,50996 Koln, erklqren hiermit
eigenverontwortlich, doss unsere nochfolgend genonnten Medizinprodukte den
Anforderungen der Richtline 93l, UEwG uber Medizinprodukte entsprechen :

We, P. J. Dohlhousen & Co. GmbH, Emil-Hoffmonn-Sfr. 53, 50996 Cologne, hereby
dec/ore under our so/e responsibility thot the medico/ devices described hereofter ore in
conformity with the provisions of the Direcfive 93/42lEEC on medicoldevices:

Die Erklorung bosiert ouf dem EG-Zertifikot, dos von der TUV SUD Product Service GmbH,
Ridlerstr.55,80339 Munchen (Benonnte Stelle Nr.0123), in Ubbreinstimmung mit der
Richtlinie 93142/EwG uber Medizinprodukte ousgestellt wurde (Zertifikot-Nr. G1 015692
0502 Rev. 01).

Ihe decloration is bosed on the EC-Certificote issued by the ILiV Sud Product Service
GmbH, Rid/ersfr. 65,80339 Munich (notified body no.0123), in occordonce with fhe
Counci/ Directive 93/42lEEC concerning medico/ devices (Certificote No. Gl 015692
0502 Rev. 0ll.

Unser Quolitotsmonogementsystem entspricht den Anforderungen der DIN EN ISO

13485:2Olt und ist von einer okkreditierten TerIifizierstelle (TUV SUO Product Service
GmbH) zertifiziert.

Our Quolity Monogemenf Sysfem meefs fhe requirements of the D/N EN /SO 13485:2016
ond is certified by on occredited certificotion body IAV SUD Product Service GmbH).

Hiermit erkloren wir, doss wir f ur die Erstellung dieser EG-Konf ormitotserklorung die
olleinige Verontwortung trogen.

We hereby declore thot we ore solely responsib/e for the preporotion of this EC
Declorotion of Conf ormity.

Diese Erklorung ist gultig bis zum 26.05.2024. llhis dec/orolion is vo/id until 26.05.2

Koln / Co/ogne, 13.09 .2021 P. J. Dohlhousen & Co. Gm

f.X*"t*
Petro Hordt

Leitung QM/RA
Monoger QM/RA

P. J. Dohlhousen & Co. GmbH . Emil-Hoffmonn-Str.53 . 50996 Koln . Germony
Tel: +49 (0) 2236 3913-0 . Fox: +49 (0) 22363913-109

nfo@idohlhouserr.de . www.dohlhousen.oe

l;:
r*fr

Produkt:
Product:

Geschlossenes A bso ugsystem
C/osed suction sysfem

REF:

Verfohren gemoB RL 931 42/EWG:
Procedure occ. fo MDD 93/42IEEC:

Anhong ll ohne (4) "
Annex ll excluding (4)
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EC Certificate

lVlan ufactu rer:

Report No.:

Valid from:
Vatid until:

Sterile and non-sterile medical devices including

P ro d u ct C ate g o ry ( le s ) : ;'il',t"T l;t.;'i. b I es ro r a n a est h es i a' s u rs e ry'
r -----r ^ar,inrnont (class lla and llb)il;J;:il""1'#;;;"; equipmen-t (crass rra and

". 
**ff as spinal needles (class tll)

P. J. Dahlhausen & Co' GmbH
Emil-Hoffmann-Str 53

50996 Koln
GERMANY

71 3163695+? 1 31 75772

2020-07-1 3

2024-a5-26

rleaf

Date, 2020-07-13

ChristoPh Dicks

Head of Certification/Notified

?IVJJJ?roor"t secvrce GmbH rs Notified Bodv wrth rdentrfrcation no 0123

Tuv suD product servrce GnrbH . cerritication Body . Rrdrerstra*e 65' 80339 Munich ' Germany

cnl
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EC Certificate
Full QualitY Assurance SYstem

Directive g3l4z6;C on Medical Devices (MDD). Annex ll excludrng (4)

(Devices in Class lla, ltb cr lll)

No. G1 015692 0502 Rev. 01

Medical Dwices class lla

Froducts / Product GrouPs:

Sterile autologlcal blood transfuston systems

Filters
Sterrle transfuston devtces
S ilicone resPtratory tubes

Sterrle scalpels and scalpel blades

Sterile redon bottles
Sterile suction tubes
Stenle suction kits
Sterlle wound drainage sYstems
Sterile arterial embolectomy catheters

Humidtfiers
Artificial noses

Sterile catheters and accessorles

Sterile trocar and thoracic catheters

. Oxygen theraPY accessorles
Accessortes for resPrratron
ldenty loops

Sterile' Dermal BiosPsY Pttnch

Faecal Management SYstem

Medical Devices class llb

Products / Product GrouPs:

Disposable electrosurgical pencils

Disposable neutral electrodes

Balloon catheter
Defibri ltation electrodes

frrledical Devices class lll

Spinal needles

Page 2 of 2
fUV S0O Product Service GmbH is Notified Body with identr1catron no' 0123

TUV SUD product Service GmbH . Certification Bodv . RlcllerstraBe 65 'E0339 Munrch ' Germany T{JVE



NNWDAHLHAUSEN*

17 .83.2023

To Authorities in the Republic of Moldovo,

Letier of Authorizotion

We,

P.J. Dohlhousen & Co. GmbH
Emil-Hotfmonn-Str. 53
509?6 Cologne
Germony 

.

declore ond confirm thot

Lobromed Lsborotor SRI

fiscof code I 0l 2600iOOl 177

with registered office qt
str. Cuzo Vodo 30/1
Chisinou, MD 2060
Republic oi Moldovq

is our distributor for our products ond is currently outhorized to sell, ottend tenders,

register to locql outhorities mentioned products in the Republic of Moldovo.

This qutholizotion is volid f or 2 (two) yeors from the dote of issue.

Dohlhousen & Co. GmbH
!.r ; : :" .."." {""'.,i,
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OptiFlo 72 h safeclean, 56 cm

Closed Endotracheal Suction System safeclean with lockable 
irrigation chamber, with the possibility of cleaning the 
catheter without lavage, hence without respiration inter-
ruption. The catheter is isolated from the trachea with  
triple-swivel and vac control.

Application area: Adult

Total length: 56 cm

Duration of time: 72 h

Material: Main components: ABS, PP, 
NBR-white, K-Resin, PU, PVC, PC

Sterile: Yes

REF Outer diameter PU

43.004.57.100 10 CH 60 pcs

43.004.57.120 12 CH 60 pcs

43.004.57.140 14 CH 60 pcs

43.004.57.160 16 CH 60 pcs

OptiFlo 72 h safeclean, 62 cm

Closed Endotracheal Suction System safeclean with lockable 
irrigation chamber, with the possibility of cleaning the 
catheter without lavage, hence without respiration inter-
ruption. The catheter is isolated from the trachea with  
triple-swivel and vac control.

Application area: Adult

Total length: 62 cm

Duration of time: 72 h

Material: Main components: ABS, PP, 
NBR-white, K-Resin, PU, PVC, PC

Sterile: Yes

REF Outer diameter PU

43.004.57.142 14 CH 60 pcs

43.004.57.162 16 CH 60 pcs
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