
Anexa nr. 1

La Procedurile administrative pentru notificarea
dispozitivelor medicale care delin marcajul CE

Cdtre Agentia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pe n t ru ot re s i st ra ri;, j;:?i'J:["J T ;;", gr I e or R e s i st ru I d e stat

nr.

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

tel./fax: (022\ OOO 824, e-mail
solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmdtoarelor categorii
dispozitive medicale pentru introducerea 9i punerea la dispozitie pe piatd a:

Mangeta de perfuzie sub presiune, model 500 ml reutilizabile 43.018.00.013

Se anexeazd urmdtoarele acte:
a) declaralia de conformitate CE emisd de producdtor pentru dispozitivul medical fabricat;

Data 28.08.2023 Semndtu

g t puri de

Tabelul de receptionare a
(se coppleteazd de cdtre Agentie in momentul notificarii de cdtre solicitant)

notificirii
depunerii

Comentarii cu privire la acceptul/refuzul
recepliondrii notificdrii, inclusiv motivul
refuzului
Data/nr. de ordine atribuit notificdrii de
cdtre Agenlie (in cazul acceptdrii
receptiondrii)
Numele, prenumele, functia persoanei
responsabile de reception area dosarului
Semndtura persoanei responsabile

Drgitally signcd by Ernrice v Alcrandr
Datc 202-3 0ll 27 I 7 0l 52 EES.I'
Rcuson M0ldSlcn Srglraturc
Loeutrttn Moldova



Solicitant: Labromed Laboratgr sRL. cu sediur str.

declar pe proprie r5spundere, cunosc6nd prevederire art. 35 2L, codul penal al
Republicii Moldova cu privire la falsul in declara!ii, cE documentele gi datele furnizate
pentru notificarea dispozitivurui medicar: r

' Mangeta de peduzie sub presiune, model 500 ml reutilizabile 43 01g.o0 013

Digitally signcd by Errrriccv Alcrandr
Date: 2()23.08.27 | 7:04:39 EIS I

Sunt autentice 9i corespund realit;tii.

Numele, prenLtmele gi functia

i ra t i v e, u n r, uo lol,1, lJ ; 
"1"dispozitivelor medicare care detin marcajut cE

c5tre Agenfia Medicamentului si Dispozitive Medicale

Rcason: MoldSign Sisnarurc
Location Mold&a



NNN DAHLHAUSEN'
EU-KONFORMITATSfnftAnUNG gemoB Verordnung (EU) 2O1t /745

EU Declorolion of Conformity occ. Regulotion (Ei zOtz/lls
wir, P. J. Dohlhousen & co. GmbH, Emil-Hoffmonn-Str.53, 5ogg6 K6ln, erkloren hiermiteigenverontwortlich, doss unsere nochfolgend genonnten Medizinprodukte denAnforderungen der verordnung (EU) 20 17 17 45 ubeitvtedizinprodukte entsprechen:
We, P. o. GmbH, Emil_Hoffmonn_Str. 53, 50996 Cologne, herebydeclor ponsibility that the medical devices des cribed hereofterore in provisions of fhe Regutotion (EU) 2Ot7/745 on medicai.-deyices:

Unser Quolitotsmonogementsystem entspricht den Anforderungen der DIN EN lso13485:20,l6'und ist von einer okkreditierten lertifizierstelle (rUv ;UD t"duct ServiceGmbH) zertifiziert.

our Quolity Monogement syslem meels fhe requiremenls of the D/N FN /so13485:2016 ond is certified by on occredited certification bodv luv Suo pio aiuctService GmbH)

Hiermit erkloren wir, doss wir fur die Erstellung dieser EU-Konformitotserklorung dieolleinige Vero ntwortu ng trogen.

Diese Erklorung ist gultig bis zum 26.01 .2026. /This decloroiion n volid untit 26.0t.2026.

K6ln / Cologne, 30.05.2023 P. J. Dqhlhousen & Co. Gm

We hereby declore thot we ere
D eclorotion of C onf ormity.

Digitally signed by Ermicev Alcxandr
Dare: 2023.09 zl 1l .os.o5 EES.I
Rcason: MoldSign Signaturc
Location: Moldo-va

solely responsib/e for the preparotion of fhis EU

Petro Hordt
Leitung QM/RA
Monoger QM/RA

P. J. Dohlhousen & co. GmbH . Emil-Hoffmonn-str. 53 . 50996 Koln
Tet: +49 (0) 2236 3913_O . Fox: +49 (b) 2236 3gt3_t09

info@dohlhousen.oe . www.dohlhousen.de o

Produkt

Product

Druc kinfusionsmo nsc heite,
wiederverwendboren
Pressure infusion culf , reusoble
43.O IB.OOK trT:

Klossifizierung gemoB Anhong Vlll
C/ossific otion occ. to Annex Vllt:

Klosse I

C/oss I "
34342lMonschetteW KB

Bosic
Bosic

UDI-DI:
UDI-DI:

Einmolige Registrieru ngsn u mmelS R t.l ; :
Sing/e Registrofion Number /SRNI:

D E-MF-000006352

Anhong ll

Annex ll &
&
ilt

v errqnren gemos vo (EU) 2017 /7 45:
Procedure occJo RFG (EU) 2Ot7/745:

Germony
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NNN-DAHLHAUSEN-

17.03.2023

To Authorities ip the Republic of Moldovo,

Letfer of Aufhorizqtion

We,

F.J. Dqhlhqusen & Co. GmbH
Ernil- Hoffmonn-Str. 53
50?96 Cologne
Germony .

declare ond confirm thot

lobromi+d Lqborotor SRL

fiscof . 
code 1 0l 2600001177

with registered otfice 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 Moldovq'

This outhorizotion is volid for2 (two) yeors from the dote of issue.

Dohllrousen & Co. GmbH

Digitally signcd b1' [,rnriccv Alexandr
Date. 2023.0lt.27 l7 07'09 EEST
Reason: MoldSign Signaturc
l.ocation: T\4oldova

Director Internotionol Soles



Back

REF

43.018.00.012

43 019 00 012

REF

43 018 00 013

43.019.00.013

Capacity

500 ml

1.000 ml

Capacity

500 ml

l.OOO ml

Pressure Infusion Cuffs

The safe press can be used for liquid bags up to 5OO resp.
1.000 ml filling volume. lt consists of one cuff with
integrated bag holder, one connecting tube with manometer
and one pumpball. The cuff is used for pressure-supported
inf usions and transf usions.

Sterile:

PU

20 pcs

2o Pcs

Pressure Infusion Cuffs,'ieusable

The safe press can be used for liquid bags up to 5OO resp,
1.000 ml filling volume. lt consists of one cuff with
integrated bag holder, one connecting tube with manometer
and one pumpball with outlet valve. The cuff is used for
pressure-supported infusions and transfusions. The cuff rs

reusable,

Allergenic potential: Latex-free

PU

6 pcs

6 pcs

Digitally signed by Ermicev Alexandr
Date: 2023.08.27 | 7:08: 50 EEST
Rcason: MoldSign Signaturc
t.ocition: Moldo-va
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