
Anexa nr. 1

La Procedurile administrative pentru notificarea

dispozitivelor medicale care de(in marcaiul QE

Qdtre Agentia Medicamentului
gi Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat

al dispozitivelor medicale
hf., , ,

Solicitantul Labror:nqd.LFForatqr SB.L, cu sediul slr Trqnd,?firilgr. 15,.9hisin?u,
(adresa)

tel./fax: (022\ q00.824, e-mail
solicitin'eg|Stffi_Registruldestata|dispoziti|eaurmdtoare|orcategorii.-9itipuride
dispozitive medicale pentru introducerea 9i punerea la dispozitie pe piati a:

. TNSTRUMENT CHIRURGICAL, model Forcep de ligaturi RU 3328-18

. INSTRUMENT CHIRURGICAL, model Rectoscop RU Q598-15

. INSTRUMENT CHIRURGICAL, model Rectoscop RU 4543-00/33

. INSTRUMENT CHIRURGICAL, model Rectoscop RU 4554-00

. INSTRUMENT CHIRURGICAL, model Rectoscop RU 4554-01

Se anexeazd urmdtoarele acte:
a) declaratia de conformitate CE emisi de producitor pentru dispozitivul medical fabricat;

b) certificatul de conformitate DIN EN ISO 13485'.2016 valabil pentru dispozitivele fabricate, dupd

c)'actul prin care producdtorul Tsi desemneazd reprezenta

Dala 21.09.2023

Tabelul de recepfionare a

(se completeazd de citre Agentie Tn momentul de tre solicitant)

Comentarii cu privire la acceptul/refuzul
receptionirii notificdrii, inclusiv motivul
refuzului
Data/nr. de ordine atribuit notificirii de
citre Agenlie (in cazul acceptdiii

Numele, prenumele, funclia persoanei
responsabile de ionarea dosarului
Semnitura persoanei responsabile



Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care delin marcaiul CE

Cbtre Agenlia Medicamentului 9i Dispozitive Medicale

DEQLI B JIF ,PE PR9PRIE B-IFP.UNPERE

Solicitant: Labrgmgd l-ehor4or SRl-, cu sediul s,tr. .Tqandafirilot,.15. Chisinau,,

declar pe proprie rispundere, cunoscAnd prevederile art. 3521, Codul Penal al

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

pentru notificarea dispozitivului medical:

o INSTRUMENT CHIRURGICAL, model Forcep de ligaturi RU 3328-18
. INSTRUMENT CHIRURGICAL, model Rectoscop RU 6598-15
. INSTRUMENT CHIRURGICAL, model Rectoscop RU 4543-00/33
. INSTRUMENT CHIRURGICAL, model Rectoscop RU 4554-00
. INSTRUMENT CHIRURGICAL, model Rectoscop RU 4554-01

Sunt autentice 9i corespund realitilii.

Ermicev Alexandr, Director
Numele, prenumele gi functia

lg

1 .09, 202 3



EE.jAiJSE WE CAFE

Tel. +49 7463 9956-0, Fax +49 7463 9956-56
sales@rudolf-med.com, www. rudolf-med.com

Sitz der Gesellschaft: Frldlngen
;, GsschSftsfrihrer: Ulrich Rudolf

Konformitetserklerung / Declaration of Conformity

RUDOLF Medical GmbH + CO. KG

Zollerstrasse 1

78567 Fridingen / Germany

Wir erkldren hiermit in alleiniger Verantwortung, dass unsere Medizinprodukte der Gruppe
,,Chirurgische Instrumente" wie folgt gemd8 RL 93/42 EWG, Anhang lX klassifiziert wurden

We herewith declare by our own rasponsibility, that our Medical Devices ralated to the Product Group
,,Surgicallnstrumenls" have been classified according MDD 9Y42/EEC, Annox lX,

Amlsgoricht Stuttgart

9

UMDNS No /
UMDNS NT,

Descrlption Eezelchnung Category /
Kotegorie

Rule /
Regel

Class /
Klosse

10-174 Applicators, Clip Applikator, Qlip 09 o I

10-226 Atomlzers Zerstduber 09 5

10-s00 . Brushes Btrste 09 1

10-519 Burs' Bohrer o4 1

1 0-71 8 Catheters, Eustachian Katheter, Ohrtrompete 09 F

10-762 Catheters, Urethral Katheter, Harnrdhro 09 5

10-824 Chisels MeiBel 09 6

'10-829 Chisels, Orthopedic MellSel, orthopddisch 09 6

10-868 Clamps, Bulldog Klemme, Bulldog 0g 6

1 0-870 Clamp, haemorrhoidal Klemme, hdmorrhoidal 09 6

10-902 Clips, Drape Clip, Tuch 09 1

10-943 Collectors, Sputum SammelgefdR, Auswurf 09 1

11-084 Curets Kirette 09 6 I

1 1-1 60 Dental Hand Instruments D e n t al.H a nd i n stru m e nt 03 5 I

1 1-179 Dermatomes Dermalom 09 6 I

11-263 Dilators, Tracheal Dilatator. lracheal 09 6 I

11-266 Difator. uterine Dilatator, uterus 09 5 I

11-268 Dilators, Vascular Dilatator. vaskuldr 09 6 I

1 1-290 Dissectors Sezierer 09 6 I

11-291 Distractors Distraktor 09 6 I

1 1-504 Elevators Elevatorium 0g 0 I

1 1-587 Enucleators Enukleator 09 6 I

11-701 Files Feile 09 6

11-704 Filiforms Fadeninstrument 09 9 z,'"
11-710 Fllters Filter 05 !,* / .,)ot"l'--.1

:J:A

11-726 Fittings/Adapters Anschltsse/Adapler 09 /iiiis ^r*c
11-729 Fittings/Adapters, Luer A nsch/usse / Ada pt e r, Lue r- Loc k 09 ilri:
11-774 Forceps Zange 09

RUDOLF Medical GmbH + Co. KG
Zollerstr 1, 78567 Fridingen, Germany

't t4
USt. lD-Nr.: D819401 7986
Amtssericht Stuttaarl HRA 450920

^-!'.,'1,

\
Persdnlich hafronder Ge3€i
Amlsoaricht Strrttoed HR I

2"t#
Steuernummer: 2'1 083/01 | 09



EECAUSE WE CARF

UMDNS No /
UMDNS Nr.

Oescriptlon Eezelchnung Category /
Kotegorle

Rule /
Regel

Class /
Klosse

A<."\
l>;
iai
I ^-.D

11-775 Forceps, Biopsy Zange, Qiopsie 09 6

't1-797 Forceps, Tissue Zange, Gewebe 09 6

11-822 Gags Mun(sperre 09 5

I 1 -835 Carriers. Medical Device Ge r dte trdge r, M edi z i n gerdt 05 1

1 1-930 Guides. Drill Fiihrung, Bohrer 09 6

1 1-963 Headlights Stirnleuchte 04 1

12-028 Hooks HaRen 09 6

1 2-035 Hooks, Skin Haken, Haut 09 6

1 2-038 Hooks, Tracheal Haken. tracheal 09 6 I

12-236 Knife Holders Messerhalter 09 1 I

12-239 Knives Messer 09 6

12-240 Knives, Amputating Messer, Amputation 09 6 I

12-252 Knives, Scalpel Messer, Skalpell 09
,1

I

12-319 Lens Loops Sfarsch/lnge t 09 6 I

12-321 Lens Spoons Starl6ffel 09 6

12-340 Light Sources Lichtquelle 09 12

12-374 Lingual Palatal Bars Zungen-Gaumen-Spalel 09 5 I

12-421 Mallets Hammer 09 1 I

12-440 Markers Marker 09 1

12-547 Mirrors Spiege/ 09 1

12-549 Mirrors, Laryngeal Splegel laryngeal 09 5

12-726 Needle Holders Nadelhaller 09 6

12-729 Needles Nadel 09 1

12-844 Osteotomes Osteotom 09 6

12-986 Percussors Perkussionshammer 09 6

12-989

13-043

Perforators

Pinwheels

Pe fior atio nsi n stru m e nt

Sensrb/rtdlsmesse/

09

09

6

,|

13-117 Probes Sonde 09 6 I

13-228 Punches Stanze 09 6 I

13-230 Punches, Biopsy Stanze, Biopsie 09 6 I

1 3-2BB Rasps Raspe/ 09 6

1 3-368 Retainers Fixierung 09 1 I

13-373 Retractors Wundhaken 09 6 I

13-416 Rongeurs HohlmeiBelzange 09 6 t

13-447 Blades. Saw Klinge, Sdge 09 6 I

13-448 Saws Sdge 09 6 I

13-480 Scissors Scfiere 09 6

13-51 7 Screwdrivers. Bone Schraubendreher, Knochen 09 6

13-858 Supports Stiilze 09 1 "--J
1 3-630 Snares Schlingeninstrument 09

13-631 Snares, Polyp S CHIINGE/V/NS TRUM E N T, Pot y p 04 ft:\ ,.'\
13-644 Sounds, Uterine U nte r su chungssonde, Ule ru s 09 ,dY{'
13-645 Spatulas Spale/ 09 iZt{* ;

RUDOLF Medical GmbH + Co KG
Zollerstr 1, 70567 Fridingen, Germany
Tol. +49 7463 9956.0, Fax +49 7463 9956-36

214
USt lD-Nr: DE194017986
Amlsgericht Stuttgarl HflA 450920
SteuemummonZl 063/01 1 09

sales@rudolf-med com, www. rudolf-med.com Geschdft sfiihrer: U lrich Rudolt



6E CAU SE

Rule /
Regel

-C|ass /
Klosse

I

ll

CateBorY /
Kotegorle

DescriPtion

Soatulas' Lung'

Berclchnung

09

09

09

6

5

6Specula, Nasal
I

13-707 Spreaders 05
1

1 I

I

1 3-730 Sterilization Contai ners l- " I og
I or^rhnclrnn f

13-750 StethoscoPes

Stimulators, Auditory Stimulator, Gehdr

QAhne

09 1

13-764 09 6

I

13-827 Str ooers. Tendon
,P

tctr/r, Vene
09 6

ipper, Voin * --*]jg 1
I

1 3-828 Str 09

'13-936 svrinoes. Catheter
iPnEl l, Adtr rvr"'

il^bla',iF.-lnstf ument
09 6

Tonsillectomes

Traction Units

Ionst I

I

14-070

14-105

ry
09

tt,H
14-154

Trephines

Trocars
.r..g

Tubes. Rectal

09

"og

6

5

t

14-,227

14-238

09

09

1
I

Tubing

Tuning Forks

1
I

I

14-255
\rtlrrttrtvs--' --

Pinzette

Bougie, Harnrdhre

-:-..*-*-Klemme, sonstige

6

14-257

14-286

15-212

Tweezers

Ssugies; Urethral

-..:_--..--,ClamPs, Other

i Dilators. Other

5 I

1

6

I

I

IDilz
o^ncrifta

15-215 09 6

{'r*n ps,otner Langv' o(rrrr"vv
09 7

$-zzq

15-226

Guldes, Other
Funrullg' $vr roUvv

Mossor, sonstige
09 6 I

Knives, Other

Probes, Other

I Spatulas, Other

0e

09

6

Sonde, sonst'ge

^ r^r ^^aoliao

I

15-237
6

15-249
Jpaf(1tr Jvr terrVv

TuPfer, sonstlge

daitzo cnn.sliog

0g 1
I

15-252 Soonoes, Other 09

09

1

Syringes, Other I

15-256
.Jy,

^AirA EtAnloon. sonSligg
1

1 5-266 Shields, X-raY, Other )Uf lUlZ'owr tr''

u^t^t l^earnoli-sCh
09 1

Cables, FiberoPtic t

15-308 05 1

15-561 09 1

15-572 0:
09

6 I

15-s80 1

1 5-594 Racks 09 6

15-602 Specula

I_r1l:
LouPes

09 1 I

15-609

15-652

09 1 I

ILV rrs
09

09

09

6

15-670 ForcePs. Bone

ClamPs, Rectal

Elevators' Uterine

Applicators, other

Zange, Knocttst'

Klemme, reklal

,L^-:.,^ I tlarl

o _i
I

15-671 0

15-677
ElQVdtur tvt ", 

v'vr --

ApPlikator,sonstlge -*.
han

osz
15-689 0

15-741 RasPs, Bone ,'(AJPet' r\r rvv"Y'

NadeffAhrung

'" 6,*t zl\i
1 5-868 Needle Guides

ClamPs, Vascular

TF-2
Klemme, GefdlS

GmbH

1 5-882 tt v
RUDoLF Medisaln'lil . Co- KG

,, 7986

i HRA 45oe2o

i 3/ol 1os :zor 1d': 56-56 S.---
Tel u'r 

dcomsal om'



SE WE CARE

Eezeichnung

'*'--_-_
dip, Gefill

. .-t^.xiarlonf'l

Lategorv /
Kotegorle

Rule /
Regel

Ctass /
Klosse

DescrlPtlon

Clips, Vascular

ililpnrs no /
UMOAIS fYr' 10

09

6 I

16-028
6 I

1 6-052 Clios. Ligating
l/ll), ur ttv'
#
Oaheor rhc

09 6 I

Screws,=-*_
Obturators, EndoscoPtc

6 l

I

16-055 0s

1 6-1 55 09 6

1 6-268 ForcePs, Bipfttil9 LAItgct

ia cterre EndoskoPie 09 6 I

1 6-269 04 12

1 6-340 CastPutters, Electrtc
(rfpsD-i'go,

^ianrahhlA
09 6 I

16'429 Catheters, CholanglograPhY
Kanercr' vrtu'.,ny'vJ'

Dr ahl' Bi e gef or m' H \ 9*-.----
Gasflasche, mediz'inlsch

fe

09 o

16-444 npptiets' Cerclage' OrthoPed'tc 09 1

I

1646? lWit" Bending Dies' ENr 09

09

I

1&501 Mledlcal Gas CYllnders 1

16-633 09 1
I

1 6-767 09 1 I

16-771 t6*-
l6
ls

I

I

1 6-870

16-980 Probes, ArthroscoPY

Urethrotomes17-633 09 6 I

17-675 Rpproximators' Velsel lry

56-56
d.com

und unter Berucksichtigung lolgender' Richtlinie gefertigt wurden:

have been manuraaiirii'iiaii"oniiaa'arion-o/'tittoii',g 
Councit Directive:

o^d r Gesetlschafler: RUDOLF GmbH

" *,€5oilat ^--\:V
'.sFf_oo' ^$...\ h-z
"'<lvd
i;Hi:-,b1 -(lzt*7 -h., HCt

t"ht$r9"-tr !p"../,

'r#oilo' ^\
6e" ^$-.s



CERTIFICATE

This is to certify that the company

RUDOLF Medical GmbH + Co. KG
Zollerstrasse 1

78567 Fridingen
Germany

with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Managernent System.

Scope:
The development, manufacture, service and sale of surgical instruments, equipment and
following medical devices;
Suction systems, irrigation systems, insufflators, light sources, camera systems, image
storage/transmission systems, equipment trolleys, self retaining retractors, morcellator systems
with reusable blade attachments, HFsurgical e luipment. non-attive implants, sterilization
support systems and endoscopes.

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

DIN EN ISO 13485 
= 

201 6 + AC 
= 

Z01T-07
EN ISO 13485 :201 6 + AC :201G
fSO 13485 i 2016

Certificate registration no. 4925T6 Mp2O16

Certificate unique lD 170TT4649

Effective date 2021-07-16

, Expiry date 2024-07-15

Frankfurt am Main 2021-07-16

DQS Medizinprodukte GmbH

,/
{ /fu4,(-2,-.' /1 -

Dr. Thomas
Head of Certiflcation Body

DAKKS
Deutsche
Akkreditierungsstelle
D"2M.1602101_00

Sigrid Uhlemann
Managing Director

August-Schanz-StraBe Zi , 60433 Frankfurt am Main,
Tel +49 (0) 69 95427-300, medicat.devices@dqs_med.de

O

c
6
o

c1t2 :
o
O
s



Annex to certificate
certificate registration No. : 492576 MP2016

Certificate unique lD: 170774649
Effective date: 2021'07'16

RUDOLF Medical GmbH + Co' KG

Zollerstrasse 1

78567 Fridingen
GermanY

Location

537401
RUDOLF Medical GmbH + Co. KG

Produktion
Tuttlingerstr. 4
78567 Fridingen
Germany

537402
RUDOLF Medical GmbH + Co. KG

Verwaltung
Zollerstrasse 1

78567 Fridingen
GermanY

Scope

The development, manufacture, service and

sale of surgical instruments, equipment and

following medical devices;
Suctien systems, irrigation systems'

insufflators, light sources, camera systems,

im age storage/transm ission system s,

equipment trolleys, self retaining retractors'

morcellator sYstems
wlth reusable blade attachments' HFsurgical

equipment. non-active implants, sterilization

support sYstems and endoscopes'

The development, manufacture, service and

sale of surgical instruments, equipment and

following medical devices;
Suction systems, irrigation systems'
insufflators, light sources, camera systems,

image storage/transmission systems'

equiptent trolleys, self retaining retractors'

morcellator sYstems
with reusable blade attachments' HFsurgical

equipment. non-active implants, sterilization

support sYstems and endoscopes

This annex is only valid in connectibn with the above-mentioned certificate' 2t2



RUD-QIF-lgl.eriical GrnbH + Co KG Zqllemlf 'l 79567 Friditlen- G-ermany

TO WHOM IT MAY CONCERN

Fridingen, 5th December 2022

AUTHORIZATION LETTER
t

We RUDOLF Medical GmbH + Co. KG, Zollerstr. 1 ,78567 Fridingen, Germany, manufacturer and

distributor of high-quality surgical instruments and equipment,
herewith confirm that we have authorized the company

Labromed Laborator SRL (flscal code 1012600001177), with registered office at
Str. Cuza Voda 3011, Chisinau, MD2060, Republic of Moldova

to represent our company in the Republic of Moldova and therefore

- to represent the interests of our company before all necessary state authorities, state bodies
and institutions for testing, registration and certification of products manufactured/distributed
by RUDOLF Medical GmbH + Co. KG,

- to carry,out the discussions relating to testing and registration of products
manufactured/distributed 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 Medical GmbH + Co. KG, to give explanations, to submit additional information,

- to obtain all necessary documents for and in the name of RUDOLF Medical GmbH + Co. KG

- to receive the Registration Certificates (electronic or hard copies on paper) for and in the
name of RUDOLF Medical GmbH + Co. KG.

AECAUSE WE CARE

RUDOLF Medical GmbH + Co KG
Zollerstr 1, 78567 Fridingen, Germany
Tel +49 7463 9956-0, Fax t49 7463 9956-56
sales@rudolf-med.com, www rudolf-med com

111
USt lD-Nr DE194017986
Amtsgericht Stuttgart HRA 450920
Steuernunrmer: 210B3/01 109

renewed automatically for
+ Co. KG or Labromed

Personlich haftender Gesellschafter: RUDOLF GmbH
Anrtsgericht Stuttgarl HRB 749104
Sitz der Gesellschafl: Fridingen
Geschiiftsfirhrer. Ulrich Rudolf

This Letter of Authorization is valid until December 31st, 2023 and
the period of one year, if not cancelled by either RUDOLF Medical
Laborator SRL.

RUDOLF Medical GmbH + Co. KG

f'r,: ..

i. olf :

Sales Director

will be
GmbH
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