Anexa nr. 1
La Procedurile administrative pentru notificarea

dispozitivelor medicale care detin marcajul CE
Citre: Agentia Medicamentului i Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat al dispozitivelor medicale
nr. 59/05 din 03.05.2023

Solicitantul, "Endo-Chirurgie” SRL, cu sediul social in: mun. Chisindu, str. Drumul Viilor,

nr. 30/2, ap. (of.) 54, adresa postal¥ (de corespondentd): mun. Chigindu, str. Mesterul Manole, nr. 9,

tel./fax: (022) 23-21-33, (022) 66-72-86, e—mail: info@akson.md, soliciti inregistrarea in Registrul de
stat al dispozitivelor medicale a urmitoarelor categorii si tipuri de dispozitive medicale pentru

introducerea si punerea la dispozitie pe piati a:

- Insuflator CO2 — Richard Wolf

Se anexeazd urmitoarele acte:
- Declaratia pe proprie rdspundere (RO) - 1 (una) fils.
- Declaratia de conformitate (EN/DE) — 10 (zece) file.
- Certificatul de conformitate EC (EN) — 3 (trei) file.
- Certificatul de conformitate ISO 13485 (EN) - 2 (dousd) file.
= Actul prin care producitorul isi desemneazi reprezentantul (EN) - 1 (una) fili.
- Lista dispozitivelor medicale solicitate spre notificare (RO) — 2 doud) fi

- Copia imputernicirii (RO) - 1 (una) fila.

Data 03.05.2023

(se completeazi de citre Agentie in momentul depunerii notificirii de citresolicitant)
Comentarii cu privire la acceptul/refuzul :
receptiondrii notificirii, inclusiv motivul
refuzului

Data/nr. de ordine atribuit notificirii de
cdtre Agentie (in cazul acceptirii
receptiondrii)

Numele, prenumele, functia persoanei

responsabile de receptionarea dosarului

Semnitura persoanei responsabile




Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care detin marcajul CE

Cétre: AGENTIA MEDICAMENTULUI $I DISPOZITIVE MEDICALE

DE E PRI E
Solicitantul: "Endo-Chirurgie” SRL, cu sediul mun. Chisiniu, str. Drumul Viilor, nr. 30/2,

ap. (of.) 54, adresa pogtald: mun. Chiginiu, str. Mesterul Manole, nr. 9, declari pe proprie

rdspundere, cunoscind prevederile art. 3521, Codul Penal al Republicii Moldova cu privire la

falsul in declaratii, cd documentele si datele furnizate pentru notificarea dispozitivelor medicale:
- Insuflator CO2 — Richard Wolf

Sunt autentice §i corespund realititii.

Dubalari Pavel, jurisconsult




RICHRRD (5
WOLF#)
Konformitidtserkldrung nach

Richtlinie 93/42/EWG fiir Medizinprodukte

Conformity Declaration according to
Medical Device Directive 93/42/EEC

Wir We

RICHARD WOLF GMBH RICHARD WOLF GMBH
Pforzheimer Strafle 32 Pforzheimer Stralle 32
75438 Knittlingen 75438 Knittlingen
Deutschland Germany

erklaren in alleiniger Verantwortung, dass das/die
Medizinprodukt/e

declare under our sole responsibility that the
medical device/s

Bezeichnung:
MOTORHANDGRIFF MAX. 6000U/MIN

Typ:

designation:
MOTOR HANDPIECE MAX. 6000RPM

type:

8564.021

allen anwendbaren Anforderungen der Richtlinie
93/42/EWG Uber Medizinprodukte entspricht.

Konformitatsbewertungsverfahren Anhang:

G 1l aln, alv,

Dies ist erkennbar an der nachfolgend aufge-
fuhrten CE Kennzeichnung des Produkts und /
oder der dem Produkt beigefiigten Informationen.

o |CE|/ ce€

Gultigkeitsdauer / Validity: 2024-05-26

meets all applicable requirements of the Medical
Device Directive 93/42/EEC.

Conformity assessment procedure annex:
av, awvi, a vl

This is visible by one of the following CE markings
on the product and / or the enclosed information.

C€ / C€o124

0124

DEKRA Certification GmbH
Handwerkstralte 15, 70565 Stuttgart

Ort und Datum der Ausstellung:

Bereichsleitung

Forschung und Entwicklung
Vice-President

Research and Development

Knittlingen, 2020-07-16

Abteilungsleitung Zulassung
Regulatory Affairs

Senior Director Global
Regulatory Affairs

: /7 O 2. 2020 J. Rennert (‘7%—-"“ /?‘; ",;,./_‘-«—
,/{é 0 7 a‘%QQ A. Volker 7“ {)Q'éﬁu

Abteilungsleitung
QM & QA
Director

QM & QA

@ W i

£ 7 W. Brunow

Name Unterschrift / Signature

424,001e /

Woidersete

POBFOUS0 E1Y

Richard Woll GimbH
Venvielfaligung deser Unteragen sowie Verserung und Mitedung ihies Inhaltes sind unzulassig. soweil nichl ausdrckbich sutpestanden
Thus documentation may not he copied 8of may A5 contents be passed on and commercially utlzed unless expressly agreed otheness



RICHARD
WOLF(%)
Konformitatserkldrung nach

Richtlinie 93/42/EWG fiir Medizinprodukte

Conformity Declaration according to
Medical Device Directive 93/42/EEC

Wir We

RICHARD WOLF GMBH RICHARD WOLF GMBH
Pforzheimer Strale 32 Pforzheimer Stral3e 32
75438 Knittlingen 75438 Knittlingen
Deutschland Germany

erklaren in alleiniger Verantwortung, dass das/die
Medizinprodukt/e

declare under our sole responsibility that the
medical device/s

Bezeichnung:
* siehe Anlage
Typ:
2235001 2235021

designation:
* see attached list
type:
2235601 2235621

allen anwendbaren Anforderungen der Richtlinie
93/42/EWG uber Medizinprodukte entspricht.

Konformitatsbewertungsverfahren Anhang:

G411, a i, alv,

Dies ist erkennbar an der nachfolgend aufge-
fuhrten CE Kennzeichnung des Produkts und /
oder der dem Produkt beigefugten Informationen.

C€|/ ce

O

Gultigkeitsdauer / Validity: 2024-05-26

meets all applicable requirements of the Medical
Device Directive 93/42/EEC.
Conformity assessment procedure annex:

av, awvi, avi

This is visible by one of the following CE markings
on the product and / or the enclosed information.

Ce| CE€ o2

0124

DEKRA Certification GmbH
HandwerkstralRe 15, 70565 Stuttgart

x

Ort und Datum der Ausstellung:

Bereichsleitung

Forschung und Entwicklung

Vice-President . .
Research and Development : ()y. /6. 27020

_ Knittlingen, 2020-05-15 _

J. Rennert

Abteilungsleitung Zulassung
Regulatory Affairs

Senior Director Global
Regulatory Affairs

- O A0, koo

A. Volker

Abteilungsleitung . :
QM&QA <5 s
Director

Vordersede

503,021f
 Richard Wolf GmibH
Warvieifaligy estrUnleflagen sowie Verwertung und Milteitung ihres Inhaltes sind unzulassig, soweit nicht ausdricklich zugesianden
i Cumentalion may not be coped nor may its coments be passed on and eommercially ulilized, unless expressly agroed otherwise

POBFOO30EN



Typ/Type/ Bezeichnung | Designation | Désignation Designacion

Modeéle/Tipo

2235001 INSUFFLATO | INSUFFLAT |INSUFFLATEU |INSUFLADOR 45
R 45 BASIC OR 45 BASIC | R 45 BASIC BASIC CAUDAL
FR 45L/MIN FR 45L/MIN | DEBIT 45L/MIN | 45L/MIN

2235021 INSUFFLATO | INSUFFLAT |INSUFFLATEU |[INSUFLADOR 45
R 45 HEAT FR | OR 45 HEAT | R 45 HEAT HEAT CAUDAL
45L/MIN FR 45L/MIN | DEBIT 45L/MIN | 45L/MIN

2235601 INSUFFLATO | INSUFFLAT |INSUFFLATEU |[INSUFLADOR 45
R 45 BASIC OR 45 BASIC | R 45 BASIC BASIC CAUDAL
FR 45L/MIN FR 45L/MIN | DEBIT 45L/MIN | 45L/MIN

2235621 INSUFFLATO | INSUFFLAT |INSUFFLATEU |INSUFLADOR 45
R 45 HEAT FR | OR 45 HEAT | R 45 HEAT HEAT CAUDAL
ZSEINVAN, FR45L/MIN | DEBIT 45L/MIN | 45L/MIN

503,021f

No se permite |a reprod,
Mo @ ilo fprod) quesio

Sauf aulorsation explicite, les dnm_lmen_l_s techniques ne dowent

Rucksele
< Richard Wolf GrbH

&tre ni copi
1]

de esta

i la ¥ i 50
né e di

ies ni exploités ni mis en crnulation
. 5i eflo no se hubiera concedido expresamente en olro sentida
il i

POBFOO30 E11

56 non ne & state




RICHRARD P
WOLF(%)
Konformitdtserklarung nach

Richtlinie 93/42/EWG fiir Medizinprodukte

Conformity Declaration according to
Medical Device Directive 93/42/EEC

Wir We
RICHARD WOLF GMBH RICHARD WOLF GMBH
Pforzheimer Stralte 32 Pforzheimer Stralle 32

75438 Knittlingen
Deutschland

erklaren in alleiniger VVerantwortung, dass das/die
Medizinprodukt/e

75438 Knittlingen
Germany

declare under our sole responsibility that the
medical device/s

Bezeichnung:
INSUFFLATOR 45 EVAC FR 45L/MIN
INSUFFLATOR 45 EVAC + HEAT FR 45L/MIN
INSUFFLATOR 45 EVAC FR 45L/MIN
INSUFFLATOR 45 EVAC + HEAT FR 45L/MIN

Typ:
2235011

2235031

designation:
INSUFFLATOR 45 EVAC FR 45L/MIN
INSUFFLATOR 45 EVAC + HEAT FR 45L/MIN
INSUFFLATOR 45 EVAC FR 45L/MIN
INSUFFLATOR 45 EVAC + HEAT FR 45L/MIN

type:
2235611 2235631

allen anwendbaren Anforderungen der Richtlinie
93/42/EWG uber Medizinprodukte entspricht.

Konformitatsbewertungsverfahren Anhang:

=1, a i, aiv,

Dies ist erkennbar an der nachfolgend aufge-
fuhrten CE Kennzeichnung des Produkts und /
oder der dem Produkt beigefugten Informationen.

C€|/ ce

m

Glltigkeitsdauer / Validity: 2024-05-26

meets all applicable requirements of the Medical
Device Directive 93/42/EEC.
Conformity assessment procedure annex:

av, m RV/H awvi

This is visible by one of the following CE markings
on the product and / or the enclosed information.

Ce| C€or24

0124

DEKRA Certification GmbH
Handwerkstrale 15, 70565 Stuttgart

Ort und Datum der Ausstellung:

Bereichsleitung
Forschung und Entwicklung
Vice-President

Knittlingen, 2020-09-30

L

Research and Development OF 40 892> J Rennert

Abteilungsleitung Zulassung

Regulatory Affairs 7 f <
Senior Director Global i | /f
Regulatory Affairs 07. A0. 2o A Vélker J,,, ' (/ 5'{:6 O

Director
QM & QA

Datum / Date

52 20 ZXOW. Brunow

Unterschrift / Signature

Name

503,022f

Vorderseds
Rn:nara Woll GmbH

Vervifaltigung dieser | Sowie Vi

This,

POBFOO30 E11

g ihres Inhattes sid unzubissig, sowed nicht

{imentation may fiol be copied ror may its ¢ c.orlunts be passed an and commercially ullized, unless expressly agseeu olherwise



RICHRARD v
WOLF(%)
Konformititserkldrung nach

Richtlinie 93/42/EWG fiir Medizinprodukte

Conformity Declaration according to
Medical Device Directive 93/42/EEC

Wir We
RICHARD WOLF GMBH RICHARD WOLF GMBH
Pforzheimer Strafle 32 Pforzheimer Strafie 32
75438 Knittlingen 75438 Knittlingen
Deutschland Germany
erkldren in alleiniger Verantwortung, dass das/die declare under our sole responsibility that the
Medizinprodukt/e medical device/s
Bezeichnung: designation:
MOTOR CONTROL UNIT 2303 MOTOR CONTROL UNIT 2303
MOTOR CONTROL UNIT 2303 MOTOR CONTROL UNIT 2303
Typ: type:
B 1 2303.001 2303.011
allen anwendbaren Anforderungen der Richtlinie  meets all applicable requirements of the Medical
93/42/EWG uber Medizinprodukte entspricht. Device Directive 93/42/EEC.
Konformitatsbewertungsverfahren Anhang: Conformily assessment procedure annex:
Ga I, a i, aiv, av, a i, awvi

Dies ist erkennbar an der nachfolgend aufge-
fahrten CE Kennzeichnung des Produkts und /
oder der dem Produkt beigefigten Informationen.

o [CE|/ ¢ce€ @ |CEl/ C€orie

0124

DEKRA Certification GmbH
Handwerkstralte 15, 70565 Stutigart

This is visible by one of the following CE markings
on the product and / or the enclosed information.

Gultigkeitsdauer / Validity: 2024-05-26

Ort und Datum der Ausstellung:  Knittlingen, 2020-05-18

Bereichsleitung
Forschung und Entwickiung

Vice-President i . - ! > -
Research and Development : & CC . D20 J. Rennert & / g e

Abteilungsleitung Zulassung

Regulatory Affairs 2
Senior Director Global j f
Regulatory Affairs : /(f: 05, OZQ}&) .. A Volker .

-

Name Unterschrift / Signature

504,0059 / l Vaedeisee PORFOU0 B4

Richan Wil Gmad
VenseHaigunyg deese: \-'uzell_ﬂ;«- Sewie Vermerungd ungd Mdisdung sha 24 4l un2ubiat i, sowed nlehl susdruckich sugestanden
The gecunertaion may nol(be cabwed nor may 13 eoninds be DasTed o0 A 80 me e ockay iz, unliys exVes ity agraed MRenG




RICHRRD (5
WOLF%)
Konformitatserklarung nach

Richtlinie 93/42/EWG fiir Medizinprodukte

Conformity Declaration according to
Medical Device Directive 93/42/EEC

Wir

RICHARD WOLF GMBH
Pforzheimer Strale 32
75438 Knittlingen

Deutschland

erklaren in alleiniger Verantwortung, dass das/die
Medizinprodukt/e

We

RICHARD WOLF GMBH
Pforzheimer Stralle 32
75438 Knittlingen

Germany

declare under our sole responsibility that the
medical device/s

Bezeichnung: designation:
SAUGPUMPE SUCTION PUMP
Typ: type:
2208001
allen anwendbaren Anforderungen der Richtlinie ~ meets all applicable requirements of the Medical
93/42/EWG uber Medizinprodukte entspricht. Device Directive 93/42/EEC.

Konformitatsbewertungsverfahren Anhang:
B 1l, a i, aw,

Dies ist erkennbar an der nachfolgend aufge-
fuhrten CE Kennzeichnung des Produkts und /
oder der dem Produkt beigefugten Informationen.

C€|/ ce

)

Guiltigkeitsdauer / Validity: 2024-05-26

Conformity assessment procedure annex:
av, awvi, awvi

This is visible by one of the following CE markings
on the product and / or the enclosed information.

cel. C€ o124

0124

DEKRA Certification GmbH
Handwerkstralle 15, 70565 Stuttgart

Ort und Datum der Ausstellung:

Bereichsleitung

Forschung und Entwicklung
Vice-President

Research and Development

: OS5 0C. oo

Knittiingen, 20200526

~,

C

J. Rennert %

/,t ) 7

Abteilungsleitung Zulassung
Regulatory Affairs

Senior Director Global
Regulatory Affairs

- D4 06.40ds

A. Volker W,, (jgj%

Abteilungsleitung __

0L 06 20D w1 v /:/%)
P

Datum / Date

WS

Name Unterschrift / Signature

505,026¢

=

Verviealtigung dieser U Sowie g ungd

Vorderseie
i Richard Wall GmbH

POBFOD30 E44

ihres Inhalles sind unzulissig, sowel nicht ausdrucklich rugestanden

This documentation may nol be copied nor may ts contents be passed on and commercially utiized, unless expressly agreed otherwise



RICHRARD
WOLF%)
Konformitédtserkldrung nach

Richtlinie 93/42/EWG fiir Medizinprodukte

Conformity Declaration according to
Medical Device Directive 93/42/EEC

Wir We

RICHARD WOLF GMBH RICHARD WOLF GMBH

Pforzheimer Strafle 32 Pforzheimer Strae 32

75438 Knittlingen 75438 Knittlingen

Deutschiand Germany

erklaren in alleiniger Verantwortung, dass das/die declare under our sole responsibility that the
Medizinprodukt/e medical device/s

Bezeichnung: : designation:

* siche Anlage * see attached list

Typ: type:

2216001 4171223 4171224 4171225 8171223
allen anwendbaren Anforderungen der Richtlinie  meets all applicable requirements of the Medical
93/42/EWG Uber Medizinprodukte entspricht. Device Directive 93/42/EEC.
Konformitétsbewertungsverfahren Anhang: Conformity assessment procedure annex:

B, an, al, av, awv, awvi

Dies ist erkennbar an der nachfolgend aufge-
fuhrten CE Kennzeichnung des Produkts und /
oder der dem Produkt beigefiigten Informationen.

a C€ / ce £3) <€ /(€u1z4

D124

This is visible by one of the following CE markings
on the product and / or the enclosed information.

DEKRA Certification GmbH
Handwerkstra3e 15, 70565 Stuttgart
Gultigkeitsdauer / Validity: 2024-05-26

Bereichsleitung

Forschung und Entwicklung

Vice-President _ S x »
Research and Development : [ J <~ 7:~ >~ J.Rennert LT R

[t L

Abteilungsleitung Zulassung
Regulatory Affairs

Senior Director Global U
Regulatory Affairs I pdf 05'-929020 A. Vélker ﬂ . Q'E.QO

Abteilungsleitung
QM & QA 55
Director
QM & QA

L0 20D e LS D

&/s/Datum / Date Name Unterschrift / Signature

505,0279 _ / ' Rm\r:ﬁ::.:“m POBFO030 E11

Brvi gung diesar gen sowie \ g und ihres Inhaltes sind unzuldssig, sowedt nicht ausdricklich zugestanden
This decumentation may not be copied nor may its contents be passed on and commercially utilized, unless expressly agreed otherwise




Typ! type/ | Bezeichnung designation désignation denominazione | designacién

Modele/

tipo

2216001 LAP SAUG- LAP POMPE POMPA DI BOMBA DE
SPULPUMPE SUCT/IRRIG. D'IRRIG./ASPIR. | ASPIRAZIONE/l | SUC./IRRIG. DE

PUMP LAP RRIGAZIONE LAP
LAP

4171223 SPULSCHLAUCH | IRRIGATION SET DE TUBES SET TUBI SET DE TUBOS
SET MIT TUBE SET D'IR.A.BR.D.PER | FLESS. IRRIG. DE IRRIG.
ANSTECHDORN || SPIKE L 3M CAGE L 3M CON PERFOR, ESPINA L 3M
L 3M L 3M

4171224 SPULSCHLAUCH | IRRIGATION SET DE TUBES SET DI TUBI SET DE TUBOS
SET MIT CARE- TUBE SET D'IRIG. CARE- CON CARE- DE IRRIG. CARE-
LOCK L 3M CARE LOCK L LOCK L 3Mm LOCK LOCK L 3M

3M

4171225 SAUG- SUCTION/IRRI | SET DE TUBES SET TUBI SET DE TUBOS
SPULSCHLAUCH | GATION TUBE | D'ASPIR/IRRIG. | FLESS. SUCJ/IRRIG. L. 3M
SETL 3M SETL 3M L 3M ASPIR/IRRIG. L

3M

8171223 SPULSCHLAUCH || IRRIGATION SET DE TUBES SET TUBI SET DE TUBOS
SET MIT TUBE SET D'IR.A.BR.D.PER | FLESS. IRRIG. DE IRRIG. ESPINA
ANSTECHDORN | SPIKE CAGE CON PERFOR.

505,027¢ Ruckseita POBFO030 E11
© Richard Woll GmbH
Sauf autarisation explicile, l9s documents techniques na doivent &tre ni copiés, ni axplodés ni mis en circulabon
No se permite la ion de esta ian nila ¥ ion de su , 8i 8o no sa hublera concedid

Hon &

questo d né

il 5@ non ne & stato

o expresamente en otro senlido
il




RICHRARD
WO
Konformitatserklarung nach

Richtlinie 93/42/EWG fiir Medizinprodukte

Conformity Declaration according to
Medical Device Directive 93/42/EEC

Wir We

RICHARD WOLF GMBH RICHARD WOLF GMBH

Pforzheimer Strafle 32 Pforzheimer Strafie 32

75438 Knittlingen 75438 Knittlingen

Deutschland Gemmany

erkldren in alleiniger Verantwortung, dass das/die declare under our sole responsibitity that the
Medizinprodukt/e medical device/s

Bezeichnung: designation:

SPULPUMPE FUR HYS/ URO/ LAP IRRIGATION PUMP FOR HYS/ URO / LAP
BILANZIERUNGSMODUL FLUID MONITORING MODUL
SPULPUMPE FUR HYS/ URO/ LAP IRRIGATION PUMP FOR HYS! URO/ LAP

Typ: type:

2225001 2225023 2225601
allen anwendbaren Anforderungen der Richtlinie  meels all applicable requirements of the Medical
93/42/EWG uber Medizinprodukte entspricht. Device Directive 93/42/EEC.
Konformitdtsbewertungsverfahren Anhang: Conformily assessment procedure annex:

B, aim, aiv, ov, ovl, awi

Dies ist erkennbar an der nachfolgend aufge- ot ot ; ;
fahrten CE Kennzeichnung des Produkts und/ | /S iS Visible by one of the following CE markings

oder der dem Produkt beigefugten Informationen.  ©" the product and / or the enclosed information.

m CG / (€ X ce / (€0124

0124

DEKRA Certification GmbH
HandwerkstraRe 15, 70565 Stuttgart

Gultigkeitsdauer / Validity: 2024-05-26

Ort und Datum der Ausstellung:  Knittlingen, 2020-05-15

Bereichsleitung
Forschung und Entwicklung

Vice-President e s i i Zé__,
Research and Development : (. &7 - 2020 Rennert oo (

Abteilungsleitung Zulassung
Regulatory Affairs

Senior Director Global #
Reguiatory Affairs : /.@; 9\;; sbolo A. Voiker Tr; 1 9@.‘0
7 v

QM&QA S/ IR _

Director [, . 4 ; _

QM & QA OOS \ 8" 0L 2040 vy srunow // ,//ép\)
X 5

~Datum / Date Name Unterschrift / Signature

505.030f Vordonaite POBFOD30 EN

0 Aichaerd Wolf Garbb
Ververabrg BgEn sowst Vorwertow ynd Mitsshng ires Inhalive Lind U Aowek e ety ugataban
Thia May not by SO nof May s Bontents Be B3580E G A0 COmTAIOTY UbITE], LIWAS ETHEItY agteed olherems




RICHRARD (5
WOLF(%)
Konformitidtserkldrung nach

Richtlinie 93/42/EWG fiir Medizinprodukte

Conformity Declaration according to
Medical Device Directive 93/42/EEC

Wir We
RICHARD WOLF GMBH RICHARD WOLF GMBH
Pforzheimer Stralle 32 Pforzheimer Strale 32
75438 Knittlingen 75438 Knittlingen
Deutschland Germany
erklaren in alleiniger Verantwortung, dass das/die  declare under our sole responsibility that the
Medizinprodukt/e medical device/s
Bezeichnung: designation:
INSUFFLATIONS-SCHLAUCHSET L 2,7M INSUFFLATION TUBE SET L 2.7M
Typ: type:
4170.501
allen anwendbaren Anforderungen der Richtlinie  meets all applicable requirements of the Medical
93/42/EWG Uber Medizinprodukte entspricht. Device Directive 93/42/EEC.
Konformitdtsbewertungsverfahren Anhang: Conformity assessment procedure annex:
=, a, alv, av, awvi, awvi

Dies ist erkennbar an der nachfolgend aufge-
flhrten CE Kennzeichnung des Produkts und /
oder der dem Produkt beigefugten Informationen.

) <€ / C€ = C€ / ceo1z4

0124

This is visible by one of the following CE markings
on the product and / or the enclosed information.

DEKRA Certification GmbH
Handwerkstral3e 15, 70565 Stuttgart
Gultigkeitsdauer / Validity: 2024-05-26

Bereichsleitung

Forschung und Entwicklung

Vice-President >_/
[ =

= - = .
Research and Development : /9 (Y e Co J. Rennert b / AR

Abteilungsleitung Zulassung
Regulatory Affairs

I s
Senior Director Global ‘ ) | An
Regulatory Affairs ; 9{ ‘ 06 ' oéoé? A. Vélker W (/r@'éé(;

QM & QA 2 ;
Director 5 R e e
QM & QA /7 | N0, 6. 2020 W. Brunow ,J“///,_/_'};f;ZI\H/ il
lum / Date Name Unterschrift / Signature
DN\ /e 100540 -
51 5,01 2e Vorderselte POBFON30 E11

@ Richard Wolf GmbH
" dieser Unledagen sowle g und ihres Inhaltes sind sowsil nicht
This documentation may nol be copled nar may its conlents be passed on and commercially utilized, unless expressly agreed otherwise




EC CERTIFICATE

for the Quality Assurance System

z

o /;, 7

according the Dlrectlve 9'3/42/ EE u

'-BEKHA Cenlhcattorfamgf; certrﬁes,,mat the’ cc Lh

e El
S J,

applies a quality assurance systpm accordlng to the I_)lrectlve 93/42/EEC Annex |l for the medical
devices listed in the annex. The approval is based or the result-of. the re-camhcaimn audut feport no,
50593-Z7-00, the decision dated 2020-04-01 and is. cnly Valtdj ]

performance of the:annual suruétllance_gudﬂs. =
This certificate is valid from 2&2?-04-01 1o ,2024-(_]{5—.25 '

Registration No.: 50593-16-05

% e " 4 Benaant durchiDesignated by
Zentralstelle dar Landsr 2

* 1

R fir Gasundheitsschutz =
x == * bei Arzneimitteln und £
¥ Medizaprodukten =

® % ** ZLG-BS-295.10.02

Ruth Delbe yor ==
DEKRA Certification GmbH Stuttgart; 2020-04-01
Notified Bedy ID-number: 0124
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Annex to the EC Certificate No. 50593-1 6-05

Valid from 2020-04-01 to 2024-05-26
Revision status of the annex: 0 dated 2020-04-01 e

Devices/device categories included in the certificate:

Class I s: !

For the products listed below, review of the Quality Assurance System refers exclusively to aspects of
manufacture concerned with securing and maintaining sterile conditions.

e  Endoscopic suction valve, single-use, sterile
e  Suction system filter, plume particulate
»  Suctionfirrigation tubing, single use

Class Il a:

»  Basic endotracheal tube, reusable

»  Basic roller pump

¢  Bone cutting forceps

*  Bone graft funnel

¢  Bronchoscopy tube

«  Cannulated surgical drill bit, reusable

* Endoscope assembly adaptor P

*  Endoscope sheath, reusable 2o r 2 ,,r
»  Endoscopic electrosurgical handp g%&}leéirpyg, i 0

»  Endoscopic electrosurgical, ha/ndp‘ 3 @lgE}mcjs;}@ :
+  Endoscopic insufflation tub JIOES ,_q% g:lse ;’j;;:;’
L]

Endoscopic insufflation ttb ngée}. stefile Teusable” -~
Flexible fibreoptic cys)ourethmsﬁupej/ 7 “/::;:’-f;i, =
Flexible fibreoptic h sterqscopg’/// },,’,',:' ;ﬁf{fﬁi’j :

Flexible f;breopllc naéo’phaﬁmgcseopeg »;/5 ; if: 2
o

.
\_

=
e

Flexible hbrsoptlc uretarpre} § a/ef/ L
Flexible video bron ,h, 080 gafe,ﬁﬂsa le.- 7 "f/_’;‘_-;,{-'/,ff
Flexible video cystoscope; folisabls”

Flexible video Ureteratenoscopa, 1 /e ’b
Fluted surgical drill bit, e a&fe ,/,
General- purpose er{doscq[i _: /

.

Haemorrhmd-ligato
High-pressure medlcalbgasdubm
Laparoscopic acce as canny r'Ia /

Laparoscopic mu[tl mstrumpm access porlri_ ingle
Laser fibre | 7z
Line-powered surgical powgr mol system moto
Medical air low pressure lublng .
Microbial medical gas fllter|stenle single- usg L
Operating room audiovisual daiafdewce managemem system application software
Orthopaedic bur, reusable |
Orthopaedic bur, single-use
Resectoscope I
Rigid bronchoscope

Rigid cystourethroscope
Rigid endoscope telescope
Rigid endoscopic grasping forceps, reusable
Rigid optical hysteroscope
Rigid intubation laryngoscope, reusable

DEKRA Certification GmbH * HandwerkstraBe 15 * D-70565 Stuttgart * www.dekra-certification.de
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Annex to the EC Certificate No. 50593-1 6-05

Valid from 2020-04-01 to 2024-05-26

Revision status of the annex: 0 dated 2020-04-01 - g "

Devices/device categories included in the certificate:

il

Rigid mediastinoscope

Rigid nephroscope

Rigid optical laparoscope

Rigid ureterorenoscope

Spinal needle, single-use

Spring-loaded pneumoperitoneum needle, reusable

Surgical drill guide, reusable

Surgical fluid/smoke waste management system suction unit

Surgical guilloting

Surgical irrigation tubing set, reusable

Surgical irrigation tubing set, single-use

Surgical irrigation/aspiration handpiece, reusable

Surgical irrigation/aspiration tubing set

Surgical power tool system control unit, line- pcwem:{

Tissue extraction bag

Tissue morcellation system s, s ;

Tissue morcellation system hand;u ece; lme* pewemd_ o
o e

Uterine manipulator cervical gupﬂransiliumlna‘fdr,

Uterine manipulator, reusaﬁleg’ P /,,’ 7 :

Uterine probe s,

Class Il b:

[ ]
m
@©
2
o
7]
c
=
=]
=3
»
%
‘3
NieN
D
A

Endoscopic elecﬁrﬂsurgncal dle tr o
Endoscopic eleptrostrgical slectrods c;?inalar” s;n)gleyuse stqpte
Endoscaopic elecirosurglcal 'har)dp gt ,iect qdé; njbnopplaf‘* mus )
Endoscopic elactmsurgl al elec roda, n‘}’o opofar,,mﬂg e se;v =
Endoscopic glecirasurgical ha,nd :éce}ejecf Gdé; ﬁipggar reﬁ'séﬁje
Endoscopic electrosurgical handplece eiectm&e’ﬁmanapﬂiar,,
Endoscopic elecirosurgical bandplece elecirodé Non o‘p’ lat,
General/multiple surgica pde Laser system Z
Hysteroscopic lmgatlonflnsmtﬂatmn' 5y8
Laparoscopic insufflator
Laser lithotripsy system =
Operating room audlowsua! data}dewcg managemsm system appli
Piezoelectric htholnpsy systpm o
Soft-tissue/mesh anchor, non- bmabsorbable
Ultrasonic lithotripsy syslerr. A s
Electromechanical orthopasdic extra_c_orpc')real sht:r'c_k wave therapy system

Ruth Delbelk-aaw‘r"""*"
DEKRA Certification GmbH, Stuttgart, 2020-04-01
Notified Body ID-number: 0124
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EN ISO 13485:2016

DEKRA Certification GmbH hereby certifies that the organi;at_it)n L i f

Richard WolfGmbH 7 7} il
o 2 / f,!

Scope of certification:

Design and development, productlon d*S‘tI‘ibUthﬂ mstaltaﬁon and serwce of systems actwe- medtcal
devices (sterile, non-sterile), non- act.n.fe medmal dewces (sterlle non-sterile) for human medlmne |n
particular for endoscopy and extracorporeal shockwave applicatlon

Design and development, productlon ‘and. dlstrlbutlon of non-active: |mplanls in urology and surgery

as well as accessories for proqessmg (cleanmg, dlsmiect:on stenhzatron}

Certified location: %
Pforzheimer StraBe 32, 75438 Knitlingen, Germany

(further locations see annex)

has established and maintains a quality management system according to the above mentioned
standard. The conformity was adduced with audit report no. 50593-R2-00.

Certificate registration no.: 50593-14-02  Certificate valid from: 2021-11-29
Validity of previous certificate: 2021-11-28 Certificate valid to: 2024-11-28

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16029-08-00

Ruth Delbeck-Bayer
DEKRA Certification GmbH, Stuttgart, 2021-11-29

ety DEKRA Certification GmbH * HandwerkstraBe 15 * D-70585 Stuttaart * www.dekra.de/audite page 1 of 2




Annex to the Certificate No. 50593-14-02
Revision status: 0
valid from 2021-11-29 to 2024-11-28

The following locations / companies belong to the certificate above:

Headquarter Certified location Scope of certification
Richard Wolf GmbH Pforzheimer StraBe 32 see page 1
75438 Knittlingen
Germany
at the following locations / at the companies at the Scope of certification
following locations _
1. | Richard Wolf GmbH ReuchlinstraBe 10-11 Manufacture of flexible and rigid
10553 Berlin endoscopes
Germany

O [

Ruth Delbeck-Bayer
DEKRA Certification GmbH, Stuttgart, 2021-11-29
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WoLF/4)

TO WHOM IT MAY CONCERN
spirit of excellence

Knittlingen, December 19", 2022

AUTHORIZATION LETTER

We, Richard Wolf GmbH, Pforzheimer Str. 32, 75438 Knittlingen, Germany, a manufacturer and
supplier of Medical Endoscopic Equipment, duly organized under the laws of Germany, hereby declare
that the company

Endo-Chirurgie LTD

9 Mesterul Manole str., MD-2023
Chisinau

REPUBLIC OF MOLDOVA

is authorized to sell and distribute Richard Wolf Medical Endoscopic Equipment, except Spine Surgery
Systems, in the territory of Moldova. The above company is also entitled to participate at related public
tenders for the stated products.

Furthermore, the company is able to organize the commissioning, functional testing as well as warranty

and post-warranty service procedure for the related products in cooperation with and on behalf of the
Richard Wolf GmbH.

We hereby grant our full warranty for the Richard Wolf Medical Endoscopic Equipment offered by the
above firm in accordance with our General Terms and Conditions of Business.

This authorization is effective immediately and valid until December 31, 2023.

Yours faithfully

RICHARD WOLF GMBH RIGH?EHWOLF
m
75438 KNITTLUINGEN

Jiirgen Steinbeck Volker Maute
~Co-CEQ Vice President Sales, Service & Marketing

Richard Wolf GmbH  Pforzheimer StraRe 32 75438 Knittlingen, Germany ~ Tel.: +49 7043 35-0  Fax: +49 7043 35-4300
info@richard-wolf.com  www.richard-wolf.com Handelsregister/Trade Register: Mannheim HRB 510031
Geschéftsfilhrer/Managing Directors: Jurgen Pfab, Jurgen Steinbeck
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$.C. “Endo-Chirurgie” SR L.
Codul fiscal: 1009600033242 , 0 E N
Adresa postal¥: mun. Chigingu, str. Mesterul Manole nr, 9.
Telefon/Fax: (022) 23-21-33, (022) 66-72-86
E-mail: info@akson.md
e S —

NR. 163/09 din 05/09/2022

IMPUTERNICIRE

Subscrisa, "Endo~Chirurgie” SRL, cu sediul in Republica Moldova, mun, Chisinfu, str.
Drumul Viilor, nr. 30/2, ap. (of) 54, MD-2021, IDNO: 1009600033242, reprezentati de

GHEREG Victor, in calitate de administrator, prin prezenta il imputernicesc pe domnul
DUBALARI Pavel, IDNP 2001003326049, angajat in cadrul companiei in calitate de

jurisconsult, pentru ca in numele meu si in contul societdtii sus mentionate sj indeplineasci
toate formalititile necesare in TAport cu persoanele fizice, juridice, autoritatilor statului,
inclusiv Agentia Medicamentului si Dispozitivelor Medicale din Republica Moldova, in

vederea efectuirii tuturor actiunilor necesare in cadrul procedurilor de inregistrare (notificare)
a dispozitivelor medicale, semnitura sa fiindu-mi opozabilj atit mie cat si tertilor.

Digitally signed by Ghereg Victor
Da%e: 2023.06.11 10:49:33 EEST
Reason: MoldSign Signature
Location: Moldova
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