Anexa nr. 1
La Procedurile administrative pentru notificarea

dispozitivelor medicale care detin marcajul CE

Digitally signed by Dubalari Pavel
Date: 2023.09.21 13:13:27 EEST
Reason: MoldSign Signature

Reason: Mol e Citre: Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat al dispozitivelor medicale
nr. 90/09 din 21.09.2023

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

nr. 30/2, ap. (of.) 54, adresa postali (de corespondenti): mun. Chisiniu, str. Mesterul Manole, nr. 9,
tel./fax: (022) 23-21-33, (022) 66-72-86, e—mail: info@akson.md, solicitd inregistrarea in Registrul

de stat al dispozitivelor medicale a urmdtoarelor categorii si tipuri de dispozitive medicale pentru

introducerea si punerea la dispozitie pe piata a:

- Instrumente chirurgicale pentru interventii Endourologice— Richard Wolf.

- Instrumente pentru interventii chirurgicale Laparoscopice — Richard Wolf.

Se anexeazd urmitoarele acte:
- Declaratia pe proprie raspundere (RO) — 1 (una) fila.
- Declaratia de conformitate (EN/DE) — 17 (saptesprezece) file.
- Certificatul de conformitate ISO 13485/EC (EN) — 7 (sapte) file.
- Actul prin care producatorul isi desemneazi reprezentantul (EN) — 1 (una) fila.

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

Data 21.09.2023 Semnatura

Dubalari Pavel, jurisconsult

Tabelul de receptionare a notificirii

(se completeazd de citre Agentie in momentul depunerii notificérii de citre solicitant)

Comentarii cu privire la acceptul/refuzul
receptiondrii notificarii, inclusiv motivul

refuzului

Data/nr. de ordine atribuit notificdrii de
citre Agentie (in cazul acceptarii

receptiondrii)

Numele, prenumele, functia persoanei

responsabile de receptionarea dosarului

Semnitura persoanei responsabile



mailto:info@akson.md

Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care detin marcajul CE

Catre: AGENTIA MEDICAMENTULUI $I DISPOZITIVE MEDICALE

DECLARATIE PE PROPRIE RASPUNDERE

Solicitantul: ’Endo—Chirurgie” SRL, cu sediul mun. Chisindu, str. Drumul Viilor, nr. 30/2,

ap. (of.) 54, adresa postali: mun. Chisindu, str. Mesterul Manole, nr. 9, declard pe proprie

raspundere, cunoscand prevederile art. 3521, Codul Penal al Republicii Moldova cu privire la

falsul in declaratii, cd documentele si datele furnizate pentru notificarea dispozitivelor medicale:

- Instrumente chirurgicale pentru interventii Endourologice— Richard Wolf.

- Instrumente pentru interventii chirurgicale Laparoscopice — Richard Wolf.

Sunt autentice si corespund realititii.

Dubalari Pavel, jurisconsult Semndtura

Data 21.09.2023



RICHRRD

WOLEZ)

Konformitatserklarung nach
Richtlinie 93/42/EWG fiir Medizinprodukte

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

Wir
RICHARD WOLF GMBH

Pforzheimer Stralle 32
75438 Knittlingen

Deutschland

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

We

RICHARD WOLF GMBH
Pforzheimer Stral3e 32
75438 Knittlingen

Germany

declare under our sole responsibility that the
medical device/s

Bezeichnung:
INNENSCHAFT FUR RESEKTOSKOP 22CH
INNENSCHAFT FUR RESEKTOSKOP 24CH
AURENSCHAFT FUR RESEKTOSKOP 24CH
AURENSCHAFT FUR RESEKTOSKOP 26CH

Typ:
8675322 8675324

designation:
INTERNAL SHEATH RESECTOSCOPE 22FR
INTERNAL SHEATH RESECTOSCOPE 24FR
OUTER SHEATH RESECTOSCOPE 24FR
OUTER SHEATH RESECTOSCOPE 26FR

type:
8675424 8675426

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

Konformitatsbewertungsverfahren Anhang:

X, a i, atv,

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

C€|/ ce

0

Gultigkeitsdauer / Validity: 2024-05-26

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

ayv, avi, awvil

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

C€ / <€o124

0124

DEKRA Certification GmbH
Handwerkstralle 15, 70565 Stuttgart

Ort und Datum der Ausstellung:

Knittlingen, 2020-06-02

Bereichsleitung
Forschung und Entwicklung

Vice-President =2 oo . / / = =

Research and Development . (5. (¢ 2020 J. Rennert (et (Cp £~

Abteilungsleitung Zulassung

Regulatory Affairs ¥

Senior Director Global i( 9/6&

Regulatory Affairs : (9( { Oé P‘éﬂb A. Volker &

Abteilungsleitung

QM & QA \

Director _ - P o

QM & QA Ap. ( {020 W. Brunow S f P
Datum / Date Name Unterschrift / Signature

412,072e

Vorderseite

P0O8FO030 E11

© Richard Wolf GmbH
Vervielfaltigung dieser Unterlagen sowie Verwertung und Mitteilung ihres Inhaltes sind unzuléssig, soweit nicht ausdriicklich zugestanden
This documentation may not be copied nor may its contents be passed on and commercially utilized, unless expressly agreed otherwise



CUBLF®

Original - EU-Konformitétserklarung nach Verordnung (EU) 2017/745 uber Medizinprodukte

Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Wir
Richard Wolf GmbH

Pforzheimer StralRe 32
75438 Knittlingen

Deutschland
SRN: DE-MF-000007048

erklaren in alleiniger Verantwortung, dass das/die
Medizinprodukt(e) allen anwendbaren Anforderungen der
Verordnung (EU) 2017/745 (ber Medizinprodukte entspricht
und wir die alleinige Verantwortung fur die Ausstellung dieser
Konformitatserklarung tragen

Konformitatsbewertungsverfahren nach:
Artikel 52 Abs. 7, Satz ! der Verordnung (EU) 2017/745

Glltigkeitsdauer/ 13.12.2025

Validity:

Ort und Datum der
Ausstellung /
Place and date of
issue:

Knittlingen, 21.02.2022

Datum / Date:

Bereichsleitung Forschung und
Entwicklung /

Vice-President Research and
Development:

?(. 07

Abteilungsleitung Zulassung
Regulatory Affairs /

. ) K.tL Zozz.
Director Global Regulatory Affairs:

Bereichsleitung Qualitat und
Regulatorik /

Vice President Global Quality
Assurance and Regulatory Affairs:

900,014a

21 C2. ZG12-

We

Richard Wolf GmbH
Pforzheimer Stral3e 32
75438 Knittlingen

Germany
SRN: DE-MF-000007048

declare under our sole responsibility that the medical device/s
meet the provisions ofthe Regulation EU 2017/745 on medical
devices and that we are solely responsible forissuing this
Declaration of Conformity

Conformity assessment procedure according to:

Article 52 (7) sentence 1 ofthe Regulation EU 2017/745 on
medical devices

Unterschrift / Signature:

Jens Rennert

Ute Greiner

Wulf Brunow

Seite/Page 1 von/of 2 D E/EN

© Richard Wolf GmbH - P10F0029 A04
Vervielfaltigung dieser Unterlagen sowie Verwertung und Mitteilung ihres Inhaltes sind unzulassig, soweit nicht ausdriicklich zugestanden
This documentation may not be copied normay its contents be passed on and commercially utilized, unless expressly agreed otherwise



Produktliste / Product List

Materialnummer/Typ
Material number/Type

Produkt- und Handelsname
Product and trade name

8676342 VERBINDUNGSTEIL FUR RESEKTOSKOP 24CH
CONNECTING PART RESECTOSCOPE 24FR

8676343 VERBINDUNGSTEIL FUR RESEKTOSKOP 26CH
CONNECTING PART RESECTOSCOPE 26FR

8654.3642 VERBINDUNGSTEIL FUR RESEKTOSKOP 22.5CH
CONNECTING PART RESECTOSCOPE 22.5FR

8654.3742 VERBINDUNGSTEIL FUR RESEKTOSKOP 24CH
CONNECTING PART RESECTOSCOPE 24FR

8654.3842 VERBINDUNGSTEIL FUR RESEKTOSKOP 26CH
CONNECTING PART RESECTOSCOPE 26FR

Basis UDI-DI / 405520711032019-0028403AE

Basic UDI-DI:

Verwendungszweck Intended use

Die Produkte dienen zum Anschluss des Resektoskop-
Innenschafts am Arbeitselement und ermdglichen somit das

Einfuhren von Hilfsinstrumenten.

900,014a

instruments.

Seite/ Page 2 vonlof 2

© Richard Wolf GmbH - P10F0029 A04

Risikoklasse
Risk class

!

Vervielfaltigung dieser Unterlagen sowie Verwertung und Mitteilung ihres Inhaltes sind unzulassig, soweit nicht ausdriicklich zugestanden

This documentation may not be copied nor may its contents be passed on and commercially utilized, unless expressly agreed otherwise

The products are used for connecting the resectoscope sheath
to the working element thus allowing the insertion of auxiliary

DE/EN



RICHRARD

WOLE®)

Konformitatserklarung nach

Richtlinie 93/42/EWG

fiir Medizinprodukte

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

Wir
RICHARD WOLF GMBH

Pforzheimer StralRe 32
75438 Knittlingen

Deutschland

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

We

RICHARD WOLF GMBH
Pforzheimer Stral3e 32
75438 Knittlingen

Germany

declare under our sole responsibility that the
medical device/s

Bezeichnung:
SCHAFT FUR URETHROTOM 20,5CH
AURENSCHAFT FUR URETHROTOM 20,5CH

Typ:
8667.011

designation:
SHEATH FOR URETHROTOME 20.5FR
OUTER SHEATH FOR URETHROTOME 20.5FR
type:
8667.161

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

Konformitatsbewertungsverfahren Anhang:
Il a i, atv,

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

C€|/ ce€

0

Glltigkeitsdauer / Validity: 2024-05-26

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

av, avi, awvi

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

C€ / C€°124

0124

DEKRA Certification GmbH
Handwerkstrale 15, 70565 Stuttgart

Ort und Datum der Ausstellung:

Knittlingen, 2020-12-08

Bereichsleitung

Forschung und Entwicklung
Vice President

Research and Development

c
L

/02 2o 2

J. Rennert

Bereichsleitung

Qualitat und Regulatorik
Vice President Global
Quality Assurance and
Regulatory Affairs

Datum / Date

/f /] 7@/{? W. Brunow /’/L//%\)

Name Unterschrift / Signature

414,004e

Vorderseite

PO8FO030 E12

© Richard Wolf GmbH

Vervielfaltigung dieser Unterlagen sowie Verwertung und Mitteilung ihres Inhaltes sind

ig, soweit nicht

This documentation may not be copied nor may its contents be passed on and commercially utilized, unless expressly agreed otherwise



WOLF(%)

Konformitdatserklarung nach
Richtlinie 93/42/EWG fiir Medizinprodukte

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

Wir
RICHARD WOLF GMBH

Pforzheimer Strafle 32
75438 Knittlingen

Deutschland

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

We

RICHARD WOLF GMBH
Pforzheimer StralRe 32
75438 Knittlingen

Germany

declare under our sole responsibility that the
medical device/s

Bezeichnung:
OBTURATOR FUR URETHROTOM 20,5CH

Typ:

designation:
OBTURATOR FOR URETHROTOME 20.5FR

type:

8667.111

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

Konformitatsbewertungsverfahren Anhang:
ai, a i, aly,

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

= |CE|l/ C€

Gultigkeitsdauer / Validity: 2024-05-26

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

ayv, awvi, Vi

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

a C€ C€o124

0124

DEKRA Certification GmbH
HandwerkstraRe 15, 70565 Stuttgart

Ort und Datum der Ausstellung:

Knittlingen, 2021-02-16

Bereichsleitung

Forschung und Entwicklung
Vice President

Research and Development

/702 20‘_7(/ J. Rennert

(o2

Bereichsleitung

Qualitat und Regulatorik
Vice President Global
Quality Assurance and
Regulatory Affairs

/77’ ) z, ZL’Q:V// W. Brunow

7 4 =
// "/ ,
u ﬁ/‘?//%f«j

Datum / Date

P
Name Unterschrift / Signature

414,004b

Vorderseite

P08FO030 E12

© Richard Wolf GmbH

dieser

lagen sowie Verwertung und Mitteilung ihres Inhaltes sind unzulassig, soweit nicht ausdriicklich zugestanden

ThIS documentation may not be copied nor may its contents be passed on and commercially utilized, unless expressly agreed otherwise



richrrdnrn

CUDLF ~

Original - EU-Konformitatserklarung nach Verordnung (EU) 2017/745 uber Medizinprodukte

Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Wir
Richard Wolf GmbH

Pforzheimer Stralle 32
75438 Knittlingen

Deutschland
SRN: DE-MF-000007048

erklaren in alleiniger Verantwortung, dass das/die
Medizinprodukt(e) allen anwendbaren Anforderungen der
Verordnung (EU) 2017/745 Gber Medizinprodukte entspricht
und wir die alleinige Verantwortung fir die Ausstellung dieser
Konformitatserklarung tragen

Konformitatsbewertungsverfahren nach:
Artikel 52 Abs. 7, Satz 1 der Verordnung (EU) 2017/745

Gliltigkeitsdauer/ 13.12.2025

Validity:

Ort und Datum der
Ausstellung /
Place and date of
issue:

Knittlingen, 21.02.2022

Datum / Date:

Bereichsleitung Forschung und
Entwicklung /

Vice-President Research and
Development:

Abteilungsleitung Zulassung
Regulatory Affairs /
Director Global Regulatory Affairs:

Bereichsleitung Qualitat und
Regulatorik /

Vice President Global Quality
Assurance and Regulatory Affairs:

z/, r?. zo2z.

900,107a

27 62. 2u?2.

Seite/ Page 1 von/of 2

We

Richard Wolf GmbH
Pforzheimer Strafl3e 32
75438 Knittlingen

Germany
SRN: DE-MF-000007048

declare under our sole responsibility that the medical device/s
meet the provisions ofthe Regulation EU 2017/745 on medical
devices and that we are solely responsible forissuing this
Declaration of Conformity

Conformity assessment procedure according to:

Article 52 (7) sentence 1 ofthe Regulation EU 2017/745 on
medical devices

Unterschrift / Signature:
Jens Rennert
=2' (2N

Ute Greiner

Wulf Brunow

DE/EN

© Richard Wolf GmbH - P10F0029 A04
Vervielfaltigung dieser Unterlagen sowie Verwertung und Mitteilung ihres Inhaltes sind unzulassig, soweit nicht ausdriicklich zugestanden
This documentation may not be copied normay its contents be passed on and commercially utilized, unless expressly agreed otherwise



QJDLf®

Produktliste / Product List

Materialnummer/Typ Produkt- und Handelsname Risikoklasse
Material number/Type Product and trade name Risk class
8667.911 ARBEITSELEMENT URETHROTOM PASSIV 0/12° |

WORKING ELEMENT URETHRO PASSIVE 0/12°
8670.911 ARBEITSELEMENT URETHROTOM PASSIV 0°

WORKING ELEMENT URETHRO PASSIVE 0°
8693.914 ARBEITSELEMENT URETHROTOM PASSIV 0°

WORKING ELEMENT URETHRO PASSIVE 0°

Basis UDI-DI / 405520727052019-0018414P9
Basic UDI-DI:

Verwendungszweck Intended use

Die Produkte dienen zum Aufnehmen und Fixieren von Optiken The products serve to accomodate and secure telescopes and
und Strikturskalpellen, sowie zum kontrollierten Einbringen von stricture scalpels and to introduce stricture scalpels in sheaths

Strikturskalpellen in Schéfte. in a controlled manner.

Seite/ Page 2 vonlof 2 DE/EN

© Richard Wolf GmbH — P10F0029 A04
Vervielfaltigung dieser Unterlagen sowie Verwertung und Mitteilung ihres Inhaltes sind unzuléssig, soweit nicht ausdriicklich zugestanden
This documentation may not be copied nor may its contents be passed on and commercially utilized, unless expressly agreed otherwise

900,107a



RICHRARD
WOLF()
Konformitatserkldarung 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 StraRe 32 Pforzheimer Strafe 32
75438 Knittlingen 75438 Knitttingen
Deutschiand Germany
erkléren in alleiniger Verantwortung, dass das/die declare under our sole rasponsibility that the medical
Medizinprodukt/e device/s
Bezeichnung: designatlion:
SCHAFT FUR NEPHROSKOP 20.8CH SHEATH FOR NEPHROSCOPE 20.8FR
AMPLATZSCHAFT FUR NEPHROSKOP 24,3CH AMPLATZ SHEATH FOR NEPHROSCOPE 24.3FR
NEPHROSKOP 12° 20,8CH NL 224MM NEPHROSCOPE 12° 20.8FR WL 224MM
SPULANSATZ FUR NEPHROSKOP IRRIGATION ADAPTOR FOR NEPHROSCOPE
Typ: type:
8964.021 8964.041 8964.401 8964.711

allen anwendbaren Anforderungen der Richtlinie  meets alf applicable requirements of the Medical
93/42/EWG tiber Medizinprodukte entspricht. Device Directive 93/42/EEC.
Konformitatsbewertungsverfahren Anhang: Conformity assessment procedure annex:

X, ai, o, av, awv, owvi

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

0 <€ I CE€ = | CE|/ CE€ o2

0124

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

DEKRA Certification GmbH
HandwerkstrafRe 15, 70565 Stuttgart
Gultigkeitsdaver / Validity: 2024-05-26

Ort und Datum der Ausstellung:  Knittlingen, 2020-05-28

Bereichsleitung
Forschung und Entwicklung

Vice-President B - -//_g _
Research and Development : (/0. 0,7_ 2 ©C2¢0 J.Rennert - /
o

Abteilungsleitung Zulassung
Regulatory Affairs

Senior Director Global . (/WO
Regulatory Affairs g aZ f" 07- /Zm?a A. Vélker W

Abteilungsleitung

QM & QA o
Director Y . )
QM & QA : 0?70/ 2020 W. Brunow - 4///—/f"‘\ -
Datum / Date Name Unterschrift / Signature
443,0539 Vooarem P08FO030 E11

© Richard Wotl GmoH
Verviellaugung deser Untevidgen sawse Verwertung und Miseaung ihres tnhaltes ond unzuldssig. sawert cht ausdrechiich zugestanden
This dansTemaion may not be €006 nor May is conlonts be passad on and comvnarmiady vtikzed, uniess expressly agreed cthorwse



RICHRARD
WOLF?)
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 Strale 32 Pforzheimer Stral3e 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:
SCHAFT FUR NEPHROSKOP 24CH SHEATH FOR NEPHROSCOPE 24FR
NEPHROSKOP 20° 24CH NL 224MM NEPHROSCOPE 20° 24FR WL 224MM
NEPHROSKOP 20° 24CH NL 224MM NEPHROSCOPE 20° 24FR WL 224MM
Typ: type:
8965.041 8965.401 8965.411
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: Conformity assessment procedure annex:
X I, a i, aiv, ay, awvi, awvil

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

) C€ / C€ C€ / C€o124

0124

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

DEKRA Certification GmbH
HandwerkstralRe 15, 70565 Stuttgart

Gultigkeitsdauer / Validity: 2024-05-26

Ort und Datum der Ausstellung:  Knittlingen, 2020-05-27

Bereichsleitung
Forschung und Entwicklung

Vice-President o 7 / %
Research and Development 2 0. 07_ 2@2@ J. Rennert K -

Abteilungsleitung Zulassung
Regulatory Affairs

\
Senior Director Global j( d é’ g
Regulatory Affairs : / j . 97 J&Ob A. Vélker %

Abteilungsleitung
QM & QA o >

Director ; ,,’,7 P
QM & QA : 24.0F 202¢) W. Brunow A5 Z\

Datum / Date Name Unterschrift / Signature

443 y 0 1 69 Vorderseite P0O8FO030 E11

© Richard Wolf GmbH
Vervielfaltigung dieser Unterlagen sowie Verwertung und Mitteilung ihres Inhaltes sind unzuléssig, soweit nicht ausdriicklich zugestanden
This documentation may not be copied nor may its contents be passed on and commercially utilized, unless expressly agreed otherwise



WOLF%)

Konformitatserklarung nach
Richtlinie 93/42/EWG fiir Medizinprodukte

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

Wir
RICHARD WOLF GMBH

Pforzheimer Stral’e 32
75438 Knittlingen

Deutschland

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

We

RICHARD WOLF GMBH
Pforzheimer StralRe 32
75438 Khnittlingen

Germany

declare under our sole responsibility that the
medical device/s

Bezeichnung:
STARRE GREIFZANGE 10,5CH NL 340MM
STARRE GREIFZANGE 10,5CH NL 365MM

Typ:
8964.601

designation:
RIGID GRASP. FORCEPS 10.5FR WL 340MM
RIGID GRASP. FORCEPS 10.5FR WL 365MM

type:
8964.671

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

Konformitatsbewertungsverfahren Anhang:
ail, a i, alv,

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

C€|/ ce

Gultigkeitsdauer / Validity: 2024-05-26

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

ayv, a Vi, Vi

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

a C€ C€o124

0124

DEKRA Certification GmbH
HandwerkstralRe 15, 70565 Stuttgart

Ort und Datum der Ausstellung:

Knittlingen, 2021-02-23

Bereichsleitung
Forschung und Entwicklung

Vice President >/ > ™ - 4 /
Research and Development ¢ v.07 co () Rennert C / ) N
rlorergre
Bereichsleitung
Qualitat und Regulatorik y
Vice President Global e v
Quality Assurance and . o 4 / oA
Regulatory Affairs Oc:. 05,2027  W. Brunow ///L y e
Datum / Date Name Unterschrift / Signature

443,013b

Vorderseite

PO8FO030 E12

© Richard Wolf GmbH

dieser L

sowie Verwertung und Mitteilung ihres Inhaltes sind unzulassig, soweit nicht ausdriicklich zugestanden

Thns documentation may not be copied nor may its contents be passed on and commercially utilized, unless expressly agreed otherwise
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Signature Manifest

Document Number: TFD-140/EEC Revision: E
Title: Declaration of conformity - Swiss LithoClast 2 (R.Wolf)
All dates and times are in UTC+01:00.

PU URO_TFD

Author

MName/Signature Title Date Meaning/Reason
Coline Lahaye (CLH) 25 May 2021, 06:30:44 PM Approved

Update ERP

MName/Signature Title Date Meaning/Reason
Generic user Notificator . .
(NOTIFICATOR) 25 May 2021, 06:30:44 PM Email Sent
Coline Lahaye ({CLH) 25 May 2021, 06:30:44 PM Email Sent

448,007



OMNIA Srl - Via F. Delnevo, 190 sx - 43036 - Fidenza (Parma)

DICHIARAZIONE DI CONFORMITA’
EC - Declaration of Conformity

Omnia Srl dichiara sotto la propria responsabilita che i dispositivi appartenenti alla famiglia
We declare under our responsibility that the medical device belong to

Sistemi di aspirazione per chirurgia ed odontoiatrica - Suction system for dental surgery and dentistry

Sono classificati/are classified:

Prodotto/Product Classificazione/Classification

Sistemi di aspirazione per calcoli -Stonecatcher classificati in Classe I sterile secondo la regola 1
dell’Allegato IX alla Direttiva 93/42 /CEE (modificata e

32.F7085.00 (DT-059) <£RW 2295.510 aggiornata dalla Direttiva 2007/47/CE)

32.F7087.00 (DT-097) Class | sterile medical device according to rules 1

Directive 93/42/CEE (and subsequent updating with
Directive 2007/47/CEE) - Annex IX

e sono/ and are:

1)

2)

3)

descritti nel Fascicolo Tecnico FT04 e sono conformi alle specifiche della Direttiva 93/42/CEE
(modificata e aggiornata dalla Direttiva 2007 /47 /CE) - la documentazione e conservata presso
il fabbricante e a disposizione delle Autorita competenti e dell’Ente Notificato / described in
Technical File FT04 and they are in compliance with Directive 93/42/CEE (and subsequent
updating with Directive 2007/47/EC) - technical documentation are retained under the premises
of the Manufacturer at disposition of the Competent Authorities and Notified Body

certificati secondo Allegato VII e V della Direttiva 93/42/CEE (modificata e aggiornata dalla
Direttiva 2007/47/CE) CE 0546 Organismo Notificato CERTIQUALITY Via G.Giardino, 4 -
20123 Milano - certificato n® 12774/2 - Certified according to Annex VII e V Directive
93/42/CEE (and subsequent updating with Directive 2007/47/EC) - CE 0546 Notified Body
CERTIQUALITY- Via G.Giardino, 4 - 20123 Milano - certificate n®12774/2

conformi alle disposizioni dell’Allegato I della Direttiva 93/42/CEE modificata e aggiornata
dalla Direttiva 2007/47/CE - In compliance with Annex I Directive 93/42/CEE (updated with
Directive 2007/47/EC)

Fidenza, 19.12.2018

Legal Representative Roberto Cerioli
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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
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Annex to the Certificate No. 50593-14

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 certific
Richard Wolf GmbH Pforzheimer StraBe 32 see page 1
75438 Knittlingen
Germany

) i
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at the following locations / at the companies at the Scope of certific 5“4]“
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1. | Richard Wolf GmbH ReuchlinstraBe 10-11 / W’é/ﬁ%
10553 Berlin / /// 1l /// ‘\1‘»\1'
Germany ) /// //; HI\Q\:{.

|
77

—————

=
- v
—
—

="

D
T v
e
——
— p

e
——

S
Y

NS
_—
“

s
=
e

—
—_—
i

oy
——
e
S
L. Y, -
=
—

0
Ny
o
—
T

S
o
RS

N
Ty
S
TR
.
R
-
S

T
N
R
N
2N
N
X

N
s

\\\
NS
oS
o

S
X

\\\\\P‘\\

e
R
LR

o

o

Y

o
NN

X
N
NN
N
N

S

=

X
N
N

N
N
NN

N
N
N

NN

N

NN

=

N

)
N
NN
o
N

N

\

N
NN
\\\Q«\
NN

A

\
ﬁ\\

N\

N

/

“Z

N
N

N\
\

A

S Caicar .
o \‘%G\\

5

O/
gy el
Ruth Delbeck-Bayer

DEKRA Certification GmbH, Stuttgart, 2021-11-29
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EC CERTIFICAT

for the Quality Assurance Syster
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As a Notified Body of the European UmonDEKRA

Richard Wolf GmbH

Pforzheimer Stralie 32, 75438 Kmtﬂmgen,@:er any
Certified location: 2 :
Pforzheimer Strafe 32, 75438 Knittl ihgehl}”Géfma

applies a quality assurance system according to the Directive 93/42/EEC Annex Il for the medical

devices listed in the annex. The approval is based on the result of the re-certification audit report no.

50593-Z7-00, the decision dated 2020-04-01 and is only valid in connection with the successful
performance of the annual surveillance audits.

This certificate is valid from 2020-04-01 to 2024-05-26

Registration No.: 50593-16-05

> * * * * Benannt durchiDesignated by
* * Zentralstelle der Lander 3

* %Lé o forGesundhersschutz @

F ————| bei Arzneimitteln und 2
* * Medizinprodukten

** % ** ZLG-BS-295.10.02

DEKRA Certification GmbH Stuttgart; 2020-04-01
Notified Body ID-number: 0124

DEKRA Certification GmbH ™ Handwerkstralte 15 * D-70565 Stuttgart * www.dekra-certification.de

page 1 of 1
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D DEKRA

Annex to the EC Certificate No. 50593-16-05

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

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

Devices/device categories included in the certificate:

Class | 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.

Endoscopic suction valve, single-use, sterile
Suction system filter, plume particulate
Suction/irrigation tubing, single use

Class Il a:

....I..................................l.

Basic endotracheal tube, reusable

Basic roller pump

Bone cutting forceps

Bone graft funnel

Bronchoscopy tube

Cannulated surgical drill bit, reusable

Endoscope assembly adaptor

Endoscope sheath, reusable

Endoscopic electrosurgical handpiece/electrode, bipolar, reusable
Endoscopic electrosurgical handpiece/electrode, monopolar, reusable
Endoscopic insufflation tubing set, single-use
Endoscopic insufflation tubing set, sterile, reusable
Flexible fibreoptic cystourethroscope

Flexible fibreoptic hysteroscope

Flexible fibreoptic nasopharyngoscope

Flexible fibreoptic ureterorenoscope

Flexible video bronchoscope, reusable

Flexible video cystoscope, reusable

Flexible video ureterorenoscope, reusable

Fluted surgical drill bit, reusable

General-purpose endoscopic needle, reusable
General-purpose endoscopic needle, single-use
Haemorrhoid ligator

High-pressure medical gas tubing

Laparoscopic access cannula, reusable
Laparoscopic multi-instrument access port, reusable
Laparoscopic multi-instrument access port, single-use
Laser fibre

Line-powered surgical power tool system motor
Medical air low pressure tubing

Microbial medical gas filter, sterile, single-use
Operating room audiovisual data/device management system application software
Orthopaedic bur, reusable

Orthopaedic bur, single-use

Resectoscope

Rigid bronchoscope

Rigid cystourethroscope

Rigid endoscope telescope

Rigid endoscopic grasping forceps, reusable

Rigid optical hysteroscope

Rigid intubation laryngoscope, reusable

DEKRA Certification GmbH * Handwerkstralle 15 * D-70565 Stuttgart * www.dekra-certification.de

Page 10of 2



D DEKRA

Annex to the EC Certificate No. 50593-16-05

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

Devices/device categories included in the certificate:

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 guillotine

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-powered
Tissue extraction bag

Tissue morcellation system

Tissue morcellation system handpiece, line-powered
Uterine manipulator cervical cup/transilluminator
Uterine manipulator, reusable

Uterine probe

Class Il b:

Electrosurgical system generator

Endoscopic electrosurgical electrode, bipolar, reusable

Endoscopic electrosurgical electrode, bipolar, single-use, sterile
Endoscopic electrosurgical handpiece/electrode, monopolar, reusable
Endoscopic electrosurgical electrode, monopolar, single-use

Endoscopic electrosurgical handpiece/electrode, bipolar, reusable
Endoscopic electrosurgical handpiece/electrode, monopolar, reusable
Endoscopic electrosurgical handpiece/electrode, monopolar, single-use
General/multiple surgical diode Laser system

Hysteroscopic irrigation/insufflation system

Laparoscopic insufflator

Laser lithotripsy system

Operating room audiovisual data/device management system application software
Piezoelectric lithotripsy system

Soft-tissue/mesh anchor, non-bioabsorbable

Ultrasonic lithotripsy system

Electromechanical orthopaedic extracorporeal shock wave therapy system

® & & @ ® @& @ ® @ @ © ° o ° ° 9 @

ot

Ruth De|bel+<-Bayer‘”'*”
DEKRA Certification GmbH, Stuttgart, 2020-04-01
Notified Body ID-number: 0124

DEKRA Certification GmbH * Handwerkstralle 15 * D-70565 Stuttgart * www.dekra-certification.de
Page 2 of 2
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Certified Iocation:_.'_-_.-
Pforzheimer Straﬁe-'?.

applies a quality assurance system accordi'r_i;'g:'to theD|rectveg /4
devices listed in the annex. The approval is based on the result of the re-certificati
50593-2Z7-00, the decision dated 2020-04-01 and is only valid in connection with t
performance of the annual surveillance audits.

This certificate is valid from 2020-04-01 to 2024-05-26

Registration No.: 50593-17-04
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DEKRA Certification GmbH Stuttgart; 2020-04-01
Notified Body ID-number: 0124
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Annex to the EC Certificate No. 50593-

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

Devices/device categories included in the certificate:

Class | s:

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

e  Endoscope inflation bulb
s Proctoscope, single-use
e Rectoscope, single-use
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Ruth Delbelk-Bayer

DEKRA Certification GmbH, Stuttgart, 2020-04-01
Notified Body ID-number: 0124
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WOLF/)

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 ?!CH%HEI}MOLF
Mk

75438 KNITTLINGEN
P

,// L e -

et U
Jurgen Steinbeck Volker Maute

~Co-CEO Vice President Sales, Service & Marketing

Richard Wolf GmbH Pforzheimer Straie 32 75438 Knittlingen, Germany  Tel.: +49 7043 35-0 Fax: +49 7043 354300
info@richard-wolf.com www.richard-wolf.com Handelsregister/Trade Register: Mannheim HRB 510031
Geschéftsfilhrer/Managing Directors: Jirgen Pfab, Jurgen Steinbeck



S.C. “Endo—Chirurgie” S.R.L.
Codul fiscal: 1009600033242 0 E N D O
Adresa postali: mun. Chiginiu, str. Mesterual Manole nr., 9.
Telefon/Fax: (022) 23-21-33, (022) 66-72-86
E-mail: info@akson.md
e ————— - -

NR. 163/09 din 05/09/2022
IMPUTERNICIRE

Subscrisa, ”Endo—-Chirurgie” SRL, cu sediul in Republica Moldova, mun. Chisindu, 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 societitii sus mentionate si indeplineascy
toate formalititile necesare in raport cu persoanele fizice, juridice, autoritatilor statului,
inclusiv Agentia Medicamentului si Dispozitivelor Medicale din Republica Moldova, in
vederea efectulirii tuturor actiunilor necesare in cadrul procedurilor de inregistrare (notificare)
a dispozitivelor medicale, semnitura sa fiindu—mi opozabild atat mie cét si tertilor.

Orice alti operatiune nementionat expres dar necesard indeplinirii prezentului

mandat va avea acordul meu.

fmp_uternicirea este valabild pinj la data de 31.12.2023.

Administrator,
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