
Anexa nr. 1

La Procedurile administrative pentru notificarea

dispozitivelor medicale Qare delin marcaiul CE

Cdtre Agentia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale

4,f ,

Solicitantul"Labr,gfned,l.ab.grqtpr,SR,L, cu sediul slf. Trqndqfililp,f, 11,f,," Qh.ipinqu.
(adresa)

tel./fax: Q24 q,qO B?4, e-mail
solicit inregistrarea Tn Registrul de stat al dispozitivelor medicale a urmdtoarelor categorii gi tipuri de
dispozitive medicale pentru introducerea gi punerea la dispozitie pe piatd a:

. ManQeta de perfuzie sub presiune, model 500 ml reutilizabile 43.018.00.013

. ManQeta de perfuzie sub presiune, model 1000 ml reutilizabile 43.019.00,013

a)
b)
c)

Data 17.09.2023

Tabelul de recepfionare a

(se completeazi de citre Agenlie in momentul

Semnitur

notificirii
depunerii notificirii de cdtre solicitant)

Comentarii cu privire la acceptul/refuzul
receplionirii notificdrii, inclusiv motivul
refuzului
Data/nr. de ordine atribuit notificirii de
cdtre Agentie (in cazul acceptirii
receptiondrii)
Numele, prenumele, funclia persoanei
responsabile de reception area dosarului
Semndtura persoanei responsabile



Anexa nr, 2
La Procedurile administrative pentru notificarea' dispozitivelor medicale care delin marcajut cE

c5tre Agenf ia Medicamentului gi Dispozitive Medicale

Solicitant: cu sediul

declar pe proprie r5spundere, cunosc6nd prevederile art. 3s21, codul penal al
Republicii Moldova cu privire la falsul in declaralii, cb documentele si datele furnizate
pentru notificarea dispozitivului medical:

' Mangeta de perfuzie sub presiune, model 500 ml reutilizabile 43.01'g.oo.o13
o Mangeta de perfuzie sub presiune, model 1000 ml reutilizabile 43.01g.00.013

autentice 9i corespund realitilii.

Numele, prenumele gi func[ia

Data 17,09.2023



N.N DAHLHAUSEN'

EU-KoNFoRMtTArsrnrtAnuNG gemoB Verordnung (EU) 2017 /745

EU Dec loiotion of conformity occ. Regulof ion (EU) 2017 /745

Wir,P.J.Doh|housen&Co.GmbH,Emi|-Hoffmonn-Str'53,50995K6|n,erk|orenhiermit
eigenverontworilich, doss unsere nochforgend genonnten Medizinprodukte den

Anforderungen der Verordnung (EU) 2017 17 45 uber Medizinprodukte entsprechen:

we, p. J. Dahthou.sen & co. GmbH, Emit-Hoffmonn-sfr. 53, 50996 Co/ogne, hereby

dec/ore under our sole responsibitity thot the medicol devices described hereofter

are in conformity with fhe provisions of the Regu/otion (EU) 2Q171745 on medico/

devices:

Unser euolitotsmonogementsystem entspricht den Anforderungen der DIN EN lso
.l3485:20l6.und ist von einer okkreditierten Zertifizierstelle (TUV SUD Product Service

GmbH) zertifiziert.

our euotity Manogement Sysfem meets the reqvirements of the D/N EN /SO

t34BS:2016 ond rs cerfified by on occre lited certificotion body IJv SUD Product

Service GmbH)

Hiermit erkloren wir, doss wir fur die Erstellung dieser EU-Konformitotserklorung die

olleinige Verontwortung trogen.

we hereby declare that we are so/e/y responsib/e for the preporotion of this EU

Declorotion of Conf ormitY.

Diese Erklorung ist gultig bis zum 26.01 .2Q26. I This declarotion is valid until

K6ln I Cologne, 30.05.2023 P. J. Dohlhousen & Co. Gm

Petro Hordt
Leitung QM/RA
Manager QM /RA

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

1sl;+49(O)22363913-O'Fox:+a9(0)22363913-109
info@dohlhouserr.deow'dohlhousen'de

Druckinfusionsmo nschette,
wiederverwendboren
Pressure infusion cuff , reL/qob/e

Prod u kt:

Product.
43.0I B.O0.0l 3; 43.01 f 00.01 3

Klosse I

C/oss /

Klossifizierung gemoB Anhong Vlll:

C/ossific otion occ. to Annex Vlll:
34342lMonschetf bWKBBosic UDI-Dl:

Bosic UDI-DI:
DE-MF-000006357Er'.rmd'ge Registrierungsnummer (SRN) :

Sing/e Regislrofio@
Anhong ll & lll

Annex ll & lll
Veltotrren gemoB VO (EU) 2017 17 45

Procedure occ. fo REG (EU) 20171745t



I{ DAKKS11 
Deutsche
Akkred itie r u ngsstelle
D-ZM- 11321-01-OO

Certificate
No. Q5 015692 0507 Rev. 01

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Product Servtrle

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

P. J. Dahlhausen & Co. GmbH
Emil-Hoffmann-Str. 53, 50996 K6ln, GERMANY

See Scope of Certificate

Design and development, manufacturing and
distribution of Non-active, Non-implantable medical
devices for anaesthesia, emergency and intensive care
Design and development, manufacturing and distribution of
Non-active sterile autological blood transfusion systems,
Non-active blood collection systems, gas insufflation sets,
Heidelberg extension, infusion controllers, infusion
connectors, transfer spikes, sterile dermal biopsy punch,
safety scalpel, scalpel, blades for scalpels, skin staplers

EN ISO 13485'.2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(lSO 13485:2016)
DIN EN ISO 13485:2016

The Ceftification Body of TUV SUD Product Service GmbH certifies that the company mentioned

above has established and is maintaining a quality management system, which meets the '
requirements of the listed standard(s). All applicable requirements of the testing and certification

or details and certif

lli'H r? --'"

Vaf id rrom : 2023-01-27 l(iUf; t

Date, 2023-01-27 Christoph Dicks

Head of Certification/Notified Body

Page 1 of 1

TUV SUD Product Service GmbH . Certification Body . RidlerstraBe 65'' 80339 Munich 'Germany

,J

TTJV@



17.Q3.2023

To Authorities in the Republic of Moldovq,

Letfer of Authorizqtion

We,

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

declore ond confirm thot

Lobromed Loborqtor SRL

fiscql code I 0l 2600901177
with registered otfice ot
str. Cuzo Vodo 30/1
Chisinou, MD 2060
Repubtic of Moldovq

is our distributor for our products ond is currenily outhorized to sell,

register to locol outhorities mentioned.products in the Republic of

This outhorizotion is volid for2 (trn,o) yeors from the dote of issue'

Dohthousen & Co. GmbH

\

;'";;' t''+

Director lnternqtionol Soles

NNW DAHLHAUSEN-

ottend tenders,
Moldovo.



gack

REF

43.018.00.01 2

43 019.00.012

REF

43.0 i 8.00.01 3

43.019.00.013

Capacity

5OO ml

1.000 ml

Capacity

500 ml

1.000 ml

Pressure Infusion Cuffs

The safe press can be used for liquid bags up to 500 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 nnc

20 ncs

Pressure Infusion, Cuffs, reusable

The safe press can be used for liquid bags up to 500 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 ls

reu sa b le.

Allergenic potential: Latex-free

PU

6 nnc

6 pcs

02-03t20L9 8-55
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