Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
nr.

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

tel./fax: (022) 000 824, e-mail Iabromed.laborator@qmail.com,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor categorii si tipuri de
dispozitive medicale pentru introducerea si punerea |a dispozitie pe piata a:

*  S&rma de ghidare, model 10 Fg 44.000.00.001
* S&rma de ghidare, model 12 Fg 44.000.00.012
* Séarma de ghidare, model 14 Fg 44.000.00.014

Se anexeaza urmatoarele acte: P
a) declaratia de conformitate CE emis3 de producator pentru dispozitivul meq{i:‘g}
b) certificatul de conformitate CE valabil pentru dispozitivele fabricate, dups, aE s
¢) actul prin care productorul isi desemneaza reprezentantul. s B

Data 1~7.09.2023 Semnéatura

Tabelul de receptionare a notificrii
(se completeaz de catre Agentie in momentul depunerii notificarii de catre

Comentarii cu privire la acceptul/refuzul
receptionarii notificarii, inclusiv motivul
refuzului

Data/nr. de ordine atribuit notificarii de
catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia persoanei
responsabile de receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Ermicev Alexandr
Da%e: 2g23.09.12 17:21:17 EEST
Reason: MoldSign Signature
Location: Moldova




Anexa nr. 2
- | a Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

w

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: Labromed Laborator SRL, cu sediul str. Trandafirilor, 15, Chisinau,

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al
Republicii Moldova cu privire |a falsul in declaratii, c& documentele si datele furnizate

pentru notificarea dispozitivului medical: 4

e Sarma de ghidare, model 10 Fg 44.000.00.001
e Sarma de ghidare, model 12 Fg 44.000.00.012
e Sarma de ghidare, model 14 Fg 44.000.00.014

Sunt autentice si corespund realitatii.

Ermicev Alexandr, Director N
Numele, prenumele si functia Semnd&tur.

Data 17.09.2023



EG-KONFORMITATSERKLARUNG gemdaB Richtlinie 93/42/EWG
EC Declaration of Conformity acc. to Directive 93/42/EEC

Wir,. P. J. Dahlhausen & Co. GmbH, Emil-Hoffmann-Str. 53, 50996 Kdin, erkiaren hiermit
eigenverantwortlich, dass unsere nachfolgend genannten Medizinprodukte den
Anforderungen der Richtline 93/42/EWG Uber Medizinprodukte entsprechen:

We, P. J. Dahlhausen & Co. GmbH, Emil-Hoffmann-Str. 53, 50996 Cologne, hereby
declare under our sole responsibility that the medical devices described hereafter are in
conformity with the provisions of the Directive 93/42/EEC on medical devices:

| Produkt: FUhrungsstab fUr Endotrachealtubus
Product: Guide wire for endotracheal tubes
REF: 44.000.00.001;
44.000.00.006;
44.000.00.012; . ‘
44.000.00.014 sl
Verfahren gemaB RL 93/42/EWG: Anhang Il ohne (4) ‘
Procedure acc. to MDD 93/42/EEC: Annex Il excluding (4) ‘

Die Erkiérung basiert auf dem EG-Zertifikat, das von der 70V SUD Product Service GmbH,
Ridlerstr. 65, 80339 MUnchen (Benannte Stelle Nr. 01 23), in Ubereinstimmung mit der
Richtlinie 93/42/EWG Uber Medizinprodukte ausgestellt wurde (Zertifikat-Nr. G1 015692
0502 Rev. 01).

The declaration is based on the EC-Certificate issued by the TUV Sud Product Service
GmbH: Ridlerstr. 65, 80339 Munich (notified body no. 0123), in accordance with the
Council Directive 93/42/EEC concerning medical devices (Certificate No. G1 015692
0502 Rev. 01).

Unser Qualitditsmanagementsystem entspricht den Anforderungen der DIN EN SO
13485:2016 und ist von einer akkreditierten Zertifizierstelle (TUV SUD Product Service
GmbH) zerfifiziert.

Our Quality Management System meets the requirem'ents”of the DIN EN ISO 13485:2016
and is certified by an accredited certification body (TUV SUD Product Service GmbH).

Hiermit erkldren wir, dass wir fUr die Erstellung dieser EG-KonformitatserkiGrung die
alleinige Verantwortung tragen.

We hereby declare that we are solely responsible for the preparation of this EC
Declaration of Conformity.

Kéln / Cologne, 05.05.2021 P J. Dahlhausen & Co. Grfb

7 Yoyt

Petra Hardt
Leitung QM/RA
Manager QM/RA
P. J. Dahihausen & Co. GmbH « Emil-Hoffmann-Str. 53 50996 KOIn « Germany
Tel: +49 (0) 2236 3913-0 « Fax: +49 (0) 2236 3913-109
info@dahlhausen.de » www.dahlhausen.de
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla. Ilb or i)

No. G1 015692 0502 Rev. 01

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

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 (cldss lll)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a guality assurance system for design. manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |l.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class |ll devices an additional Annex il (4) certificate 1s
mandatory. See also notes overleaf.

Report No.: 713163695+713175772
Valid from: 2020-07-13

Valid until: 2024-05-26

Date, 2020-07-13

C@.‘L\/

Christoph Dicks

Page 1¢f2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body - Ridlerstralle 65 + 80338 Munich - Germany

®



EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex ll excluding (4)
(Devices in Class lia, Il or Hi)

No. G1 015692 0502 Rev. 01

Medical Devices class lla

Products / Product Groups:

Sterile autological blood transfusion systems
Filters

Sterile transfusion devices

Silicone respiratory tubes

Sterile scalpels and scalpel blades .
Sterile redon bottles

Sterile suction tubes

Sterile suction kits

Sterile wound drainage systems

Sterile arterial embolectomy catheters

Humidifiers
Artificial noses

Sterile catheters and accessortes
Sterile trocar and theracic catheters

Oxygen therapy accessories
Accessories for respiration
ldenty loops

Sterile Dermal Biospsy Punch
Faecal Management System
Medical Devices class lib

Products / Product Groups:

Disposable electrosurgical pencils
Disposable neutral electrodes

Balloon catheter
Defibrillation electrodes

Medical Devices class lil

Spinal needies

Page 2 of 2
TUV SUD Product Service GmbH 1s Notified Body with identification no. 0123

TUV SUD Product Service Gmbt - Certification Bady - Ridlerstrale 65 + 80339 Munich « Germany




395 DAHLHAUSEN®

17.03.2023

To Authorities in the Republic of Moldova,
Letter of Authorization

We,

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

50996 Cologne

Germany

declare and confirm that

Labromed Laborator SRL ‘
fiscal code 1012600001177
with registered office at
str. Cuza Voda 30/1
Chisinau, MD 2040
Republic of Moldova

is our distributor for our products and is currently authorized to sell, attend tenders,
register o local authorities mentioned products in the Republic of Moldova.
This authorization is valid for 2 (two) years from the date of issue.

Dahlhausen & Co. GmbH

4
£,
4

o
F b

Jutta Dorenberg
Director International Sales




Back

Guide Wire

Guide Wire for endotracheal tubes.

Sterile: Yes
REF ~ Outer diameter PU
- 44-000.00.006 6.CH m,
44.000.00.001 10 CH 200 pcs
44.000.00.012 12 CH 200 pcs
44.000.00.014 14 CH ] 200 pcs

1-20 ’ 02-03/2019



		2023-09-12T17:21:17+0300
	Moldova
	MoldSign Signature




