
Anexa nr. 1

La Procedurile administrative pentru notificarea
dispozitivelor medicale care delin marcajul CE

Cdtre Agenlia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale.in Registrul de stat

a I di spozitivelorrnedicale

Solicitantul Labromed Laborator SRL, cu sediul str Trandafirilo,t, '!5,.Qhis,in"ay.

(adresa)

solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmitoarelor categorii gi tipuri de
dispozitive medicale pentru introducerea si punerea la dispozitie pe piati a:

. INSTRUMENT CHIRURGICAL, model Retractor abdominal tip RICARD, Numai cadru
RU 475g-1 1 b

. INSTRUMENT CHIRURGICAL, model Retractor abdominal tip RICARD, Balda centrala,
80x90 mm RU 4758-32

. INSTRUMENT CHIRURGICAL, model Retractor abdominal tip RICARD, Lame laterale,
60x80mm RU 4758-21

Se anexeazd urmitoarele acte:
a) declaratia de conformitate CE emisd de producitor pentru dispozitivul medical fabricat;
b) certificatul de conformitate CE valabil pentru dispozitivele fabft
c) actul prin care producdtorul isi desemneazd reprezentant

Data 21 .09.2023

Tabelul de recep[ionare a noti
(se completeazd de cdtre Agentie in momentul depun tre solicitant)

u nc Y

REPUa

Comentarii cu privire la acceptul/refuzul
receptiondrii notificirii, inclusiv motivul
refuzului
Data/nr. de ordine atribuit notificdrii de
citre Agentie (in cazul acceptirii
receptiondrii
Numele, prenumele, functia persoanei
responsabile de reception area dosarului
Semnitura persoanei responsabile'



Anexa nr, 2

LaProceduri|eadministrativepentrunotificarea
dispozitivelormedica|ecarede|inmarcajulCE

c;tre Agenlia Medicamentului 9i Dispozitive Medicale

Soricitant: Labrom.ed r"?borator gBL. cu sediur str. Traqdafirilor. 1,5,' chisinap'

decrar pe proprie rbspundere, cunoscand prevederile art' 352L, codul Penal al

Republicii Moldova cu privire la falsul in declaralii, c5 do.cumentele 9i datele furnizate

pentru notificarea dispozitivului medical:

. INSTRUMENT CHIRURGICAL, model Retractor abdominal tip RlcARD', Numai cadru

. R'r+luru#*T cHrRuRGrcAL, modet Retractor abdominal tip RlcARD, Balda centrala'

80x90 mm RU 4758-32
. INSTRUMENT CHIRURGICAL, model Retractor abdominal tip RICARD' Lame laterale'

60x80mm RU 4758-21

Sunt autentice 9i corespund realitSlii'

Ermicev Alexandr Director
Numele, Prenumele 9i functia

1 .09,2023

o



AECAUSF WF ()ARE

08.12.2020

Datum

Konformitetserkldru ng I Declaration of conformity

RUDOLF Medical GmbH + CO. KG

Zollerstrasse 1

78567 Fridingen / Germany

wir erkliiren hiermit in alleiniger Verantwortury, g?:9^ULs-ere Medizinprodukte der Gruppe

,,selbsthattende Retraktoren,, iie rorgt g;mrR it guqz EWG, Anhang lX ktassifiziert wurden

Weherewithdeqtarebyourownresponsibility,thatourMedicatDeyicesretatedtotheProductGroup
..self Retaining Relractors" have been c/assified according MDD 93/42/EEC' Annex lX'

Bezeich nung / DescriPtion Rule / Regel Closs / Klosse t) M 0N S- code / u roo us' rt r -

13-390Wundhaken, selbstsPerrend / A

Spreizer, RiPPe / SPreoders, Rib 7 A 1.3-709

u nd unter Berricksichtigung fol gend er Richtli nie g-qfertigt wurden :

have been ^"oui"tur"a 
uiaerToniideration of fotlowing Council Directive'

EG'Richtl i n ie 931 4?|EWG

European Medical Device Directive 93/42/EEC, annex lx

geristeten pro nform mit delgrundresenden Anforderungen des Anhang I der EG'Richtlinie 93/42IEWG

somfi mit ( (ozgz gekennzeichnet und von uns in Verkehr gebracht.

The listed products are conformatto theessenfia/ requirements of the Medbal Device Directive 93/4?IEEC Annex I

and are therefore ptaced into market wffh \ | oZgl by us'

Das Konformitdtsbewertungsverfahren wurde unter Beteiligung der DQS Medizinprodukte GmbH' August-schanz- StraRe 21'

60433 Frankfurt am tutain,-drriiin6"J g;mal EG RL ggl4ztEwc, Anhang ll durchgefuhrt'

The conformity assessment has been perlormed under attendance by DQS Medizinprodukte GmbH, August-schanz'stral3e 21'

60433FrankfurtamMain,GermanyaccordingtoMDD$lAEEC'Annexll

RUDOTF Medical GmbH + Co KG

Zollerstr 1, 76567 Fridingen' Germany
1.1 +49 7463 9956-0, Fax +49 7463 9956-56

sales@ruclolf-med com, www rudolf-med com

1t1
USt lD-Nr : DE194017986
Amtsgericht Stuttgart HRA 450920

SteuernummEn 210E3/01 1 09

Personlich haftender Gesellschafter' RUDOLF GrnbH

Amtsgericht Stuttgart HRB 749104

Sitz der Gesellschafi.: Fridingen
Geschdftsfiihrer: Ulrich Rudolf



(Full quality assurance system)

This is to certify that the company

RUDOLF Medical GmbH + Go. KG
Zollerstrasse 1

78567 Fridingen
Germany

has implemented and maintains a full quality assurance system which applies to the'products
at every stage from design to final controls.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex ll - excluding Section 4 of Corincil Directive g3/42]EEC
concerning medical devices

with respect to the following medical devices:

Non-active intruments (MD 0106), Non-active orthopaedic implants (MD O2O2), Non-active
functional implants (MD 0203) and Active surgicat devices (tvlD 1 104)
according annex.

The manufacturer is subject to surveillance according to Annex ll, Section 5. The CE marking
with the Notified Body ldentification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex ll, Section 4 is required
for class lll devices covered by this certificate The certificate is in the case of class l(s) devices
(l(s) = class I products placed on the market in sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions The certificate is in
the case of class l(m) devices (l(m) = class I devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.

Certificate registration no. 4g2S7O MR2

Certificate unique lD 170702227

Effective date 2018-11-21

Expiry date

Frankfurt am Main

DQS Medizinprodukte GmbH

EC.CERTIFICATE

2023-11-20

2018-11-21

,/
,/ /{4,(.c-' a----

Sigrid Uhlemann
Managing Director

August-Schanz-StraFe 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medicat.devices@dqs-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive g3t42tEEC
concerning medical devices with the ldentification Number 0297.

rft

Dr Thomas Feldmann
Head of Certification Bodv
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Annex to certificate
Certificate registration No.: 492576 MR2
Certificate u nique-l D : 1 7 07 02227
Effective dat e: 2018-1 1 -21

RUDOLF Medical GmbH + Go. KG
Zollerstrasse 1

78567 Fridingen
Germany

Device family

lm plants for orthopedics
and traumatology:

HF generators and
Instruments for Open and
Minimally Invasive Surgery:

Device

Suction / irrigation units for Minimally Invasive Surgery
CO2 insufflators for laparoscopy and hysteroscopy
lrrigation units for arthroscopy
Rigid endoscopes for arthroscopy, cystoscopy,
hysteroscopy, laparoscop)4 nephroscopy,
neuroendoscopy, otoscopy, resectoscopy,
sinuscopy, thoracoscopy, ureterorenoscopy,
ventriculoscopy, and microdisectomy
Saw blades for bone surgery
Self-retai ni ng retractorS
Endoscope element, sheath / trocar

Drillwire. Kirschner
Bone nails, Steinmann

Electro surgical electrode holder
Electro surgical return electrode
Electro surgical biopsy forceps
Electro surgical electrodes
HF-electro surgical unit with foot switch
Bipolar / monopolar scissors
Bipolar / monopolar forceps
Electro surgical suction tip
Resectoscopes
Endoscopic snares
Retrieval baskets

Class

lla
lla
lla
lla

lla
lla
lla

ilb
ilb

ilb
ilb
ilb
ilb
ilb
ilb
ilb
ilb
ilb
ilb
ilb

This annex is only valid in connection with the above-mentioned certificate. 2t2



AECAUSE WE CANE

RUD-Q!lllgdiQal GtIbH + Co KG Zqlle1911 1 78567 Fridin'1e4- Gqlmpnl

TO WHOM IT MAY CONCERN

Fridingen, Sth December 2022

AUTHORIZATION LETTER

o. KG, Zollerstr. 1,78567 Fridingen, Germany, manufacturer and

instruments and equipment,
thorized the comPanY

Labromed. Laborator SRL (fiscal code 1 01 26000 01177), with registered office at

Str.CuzaVoda30/1,Chisinau,MD2060,Repub|icofMoldova

to represent our company in the Republic of Moldova and therefore

-. to represent the interests of our company beforg. at.necessary state authorities, state bodies

and institutions for testing, registration and certification of products manufactured/distributed

bY RUDOLF Medical GmbH + Co' KG'

- to cbrry out the discussions relating to testing and registration of products

manufactured/distributeJ by RUDOLF Medical GmbH + Co' KG'

- to submit all necessary documents to state authorities/bodies and institutions'

- to introduce amendments and addendum inserts to documents, after prior written approval

by RUDoLF Medicat cmon + co. KG, t; give explanations, to submit additional information'

- to obtain all necessary documents for and in the name of RUDoLF Medical GmbH + co' KQ

- to receive the Registration certificates (electronic or hard copies on paper) for and in the

name of RUDOtf frleOical GmbH + Co' KG'

This Letter of Authorization is valid until December 31st' 2023 and will be renewed automaticallY for
+ Co. KG or Labromed

il-p.Jii'oj'on"* vl"i, ii not cancelled blr either RUDoLF mbH

Laborator SRL.

RUDOLF Medical GmbH + Co' KG

ilian Rudolf
Sales Director

RUDOLF Medical GmbH + Co KG
Fri
6-0 6-56

'cci com

111
USt lD'Nr DE194017986
Amtsgericht Stuttgarl HRA 450920

Steuernutllmer: 21 083/01 1 09

Personlich haftender Gesellschafter RUDOLF GmbH

Amtsgericht Stuttgart HRB 749104

SiE der Gesellschaft: Fridingen
Geschiiftsfirhrer. Ulrich Rudolf
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