Anexa nr. 1
La Procedurile administrative pentru notificarea

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

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat al dispozitivelor medicale
nr. 60/05 din 03.05.2023

Solicitantul, ”EM'gm'e” SRL, cu sediul social in: mun. Chisindu, str. Drumul Viilor

nr. 30/2, ap. (of.) 54, adresa : §): giné 5 : 3
tel./fax: (022) 23-21-33, (022) 66-72-86, e—mall info@akson.md, solicitd inregistrarea in Registrul de

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

introducerea §i punerea la dispozitie pe piati a:

- Unit Car — Richard Wolf

Se anexeazd urmitoarele acte:
- Declaratia pe proprie rispundere (RO) — 1 (una) fil.
- Declaratia de conformitate (EN/DE) — 20 (douizeci) file.
- Certificatul de conformitate EC (EN) — 3 (trei) file.
- Certificatul de conformitate ISO 13485 (EN) — 2 (dous) file.
- Actul prin care producitorul isi desemneaz} reprezentantul (EN) — 1 (una) fil3.

- Lista dispozitivelor medicale solicitate spre notificare (RO) — 3 (trei) ,;anhu%

LSPUND 2
= % 5'.% >

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

Data 03.05.2023

(se completeazi de citre Agentie in momentul depunerii notificrii de citre solicitant)

Comentarii cu privire la acceptul/refuzul
receptiondrii notificdrii, inclusiv motivul
refuzului

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

Numele, prenumele, functia persoanei

responsabile de receptionarea dosarului

Semnitura persoanei responsabile

Digitally signed by Ghereg Victor
Date: 2023.06.11 10:50:24 EEST
Reason: MoldSign Signature
Location: Moldova




Anexa nr. 2
La Procedurile administrative pentru notificarea

dispozitivelor medicale care detin marcajul CE

Citre: AGENTIA MEDICAMENTULUI $I DISPOZITIVE MEDICALE

DECLARATIE PE PROPRIE RASPUNDERE

Solicitantul: ’Endo-Chirurgie” SRL, cu sediul mun. Chisingu, str. Drumul Viilor, nr. 30/2,
ap. (of.) 54, adresa postald: mun. Chisindu, str. Megterul Manole, nr. 9, declari pe proprie

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

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

- Unit Car — Richard Wolf.

Sunt autentice §i corespund realititii.

Dubalari Pavel, jurisconsult




RICHRARD

WOLF

Original - EU-Konformitatserkldrung nach Verordnung (EU) 2017/745 iiber Medizinprodukte

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

Wir
Richard Wolf GmbH

Pforzheimer Strafle 32
75438 Knitthngen

Deutschland
SRN: DE-MF-000007048

erkiaren n allermger Verantwoartung, dass das/die
Medizinprodukt(e) allen anwendbaren Anforderungen der
Verordnung (EU} 2017/745 Giber Medizinprodukte entspricht
und wir die alleinige Verantwortung fur die Ausstellung dieser
Konformildtserklarung tragen

Konformititshewertungsverfahren nach]
Artikel 52 Abs. 7. Salz 1 der Verordnung (EEU] 2017/745

Gultigkeitsdauer / 13.12.2025

Valichty

Ort und Datum der
Ausstellung /
Flace and date of
Issue

Knittlingen. 19.07.2021

Datum / Date

Bereichsieitung Forschung und
Entwicklung /
Vice-President Research and

Development:

Abtelungsleitung Zulassung
Regulatory Affairs /

zf‘f_’g)?. 2027

0L of - 2024

Cireclor Global Regulatory Affairs

Bereichsleitung Qualitat und
Regulatarik /

Vice Prasident Global Quality
Assurance and Regulatory Affays

We

Richard Wolf GmbH
Pfarzhemmer Stralle 32
75438 Knittlingen

Germany
SRN: DE-MF-000007048

tleclare under our sole responsibility that the medical devicess
meet the provisions of the Regulation EU 2017/745 oa medical
devices and that we are solely responsible for issuing this
Declaration of Conformity

Confaormity assessment procedure according to;

Arlicle 52 (7) sentence 1 of the Regulation EU 2017/745 on
medical devices

Unterschrift / Signature:

Jens Rennert

po bt

Ute&éetner

Wulf Bruno

900,005a

DE/EN



WOLF(%)

Produktliste | Product List

Materiainummer/Typ Produkt- und Handelsname Risikokiasse
Material numbet/Type Proriuct and trade name Risk class
856525812 LOGIC HD KAMERAKOPF GREEN |

LOGIC HD CAMERA HEAD GREEN

Basis UDI-DI / 405520708102019-0028787HZ
Basic UDI-DI:

Verwendungszweck Intended use

Die Produkte dienen zur Umwandiung eines vom Endoskop The products serve to convert an image of the inside of the
erzeugten Bildes des Korperinneren in ein elektronisches patient’s hody generated by an endoscope inta an electronic
Signal fur die Weiterleitung an den Kamera Controller sowie signial which is fed into the camera control unit, and to optically
zum oplischen Filtern des Anregunaslichts im Rahmen des filter the excitation light apphed in the fluorescence imaging

Diagnoseverfahren Fluoreszenzhildgebunghit Tt thagnostic procedure ICG.

900,0052a : o thge it 3 DE/EN




wWoLF*)

Original - EU-Konformitétserkldrung nach Verordnung (EU) 2017/745 iiber Medizinprodukte
Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Wir

Richard Wolf GmbH
Pforzheimer Strale 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 tiber Medizinprodukte entspricht
und wir die alleinige Verantwortung fiir die Ausstellung dieser
Konformitétserklarung tragen

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

Gultigkeitsdauer / 13.12.2025

Validity:

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

Knittlingen, 21.02.2022

Datum / Date:
Bereichsleitung Forschung und

We

Richard Wolf GmbH
Pforzheimer Stralle 32
75438 Knittlingen

Germany
SRN: DE-MF-000007048

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

Conformity assessment procedure according to:

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

Unterschrift / Signature:

—

Entwicklung / ™~ 2 25> e By e
Vice-President Research and &l o< o e L5 / it E—
Development. Jens Rennert
Abteilungsleitung Zulassung (: rd
Regulatory Affairs / 4 “5 Ja .
Director Global Regulatory Affairs: (Aol 4 . G~
Ute G[piner
Bereichsleitung Qualitat und . i
Regulatorik / - / A/
Vice President Global Quality / ,///'
Assurance and Regulatory Affairs: Wulf Brunow T
900,0183 / Geide/Page 1 voniof 2 DE/ EN

© Richard Wolf GmibH - P10FO0208 AD4
d L apen sowia | W3 und Mitteitung lhres Inhalles sind unzul sowedt nicht g
This documeriation may not'be capied nor may is contents be passed an and commercially uliized, unless expressly agraed otharwise




WOLF(#)

Produktliste / Product List

Materialnummer/Typ Produkt- und Handelsname Risikoklasse
Material number/Type Product and trade name Risk class
32116011 GERATEWAGEN |

UNIT CART
32116012 GERATEWAGEN BASIS-ELEK. 100-120VAC |

UNIT CART BASE ELECTR. 100-120VAC
32116014 GERATEWAGEN BASIS-ELEK. 220-240VAC I

UNIT CART BASE ELECTR. 220-240VAC

Basis UDI-DI / 405520711062019-0028609EX

Basic UDI-DI:

Verwendungszweck intended use

Die Wagen werden zur Lagerung und zum Transport van The products are used for the storage and transport of
elektromedizinischen Geraten verwendet. Dabei schaffen sie electromedical devices. They pravide a safe mobile workstation
eine sichere und mabile Arbeitsstation fir elektromedizinische for electromedical devices.

Gerite.

900,0183 Beite/ Fage 2 von/of 2 DE/EN

Wi W

@ Richard Woll GmbH — P1OFO02S A4
lbgung dieser Untdrlsgen savie g g ihres Inhattes sind , soweil nicht
This documentalion may not be copied nor may 45 confents be passed on snd Iy uliized, unioss agreed ath




WOLF)

Original - EU-Konformitétserklidrung nach Verordnung (EU) 2017/745 iiber Medizinprodukte
Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Wir

Richard Wolf GmbH
Pforzheimer Stralte 32
75438 Knittlingen

Deutschland
SRN: DE-MF-000007048

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

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

Gultigkeitsdauer / 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

2UDP. CoD2

We

Richard Wolf GmbH
Pforzheimer Strafie 32
75438 Knittlingen

Germany
SRN: DE-MF-000007048

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

Conformity assessment procedure according to:

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

Unterschrift / Signature:

S~

T it

Development.

Abteilungsleitung Zulassung
Regulatory Affairs /
Director Global Regulatory Affairs:

CA. 0L 2002

Jens Rennert
7

Ute Greiner
Bereichsleitung Qualitat und S I z
Regulatorik / =l = / _)
Vice President Global Quality 27,02. 20 "/—////ﬂ
Assurance and Regulatory Affairs: Wulf Brunow <~
\
900,0208 Sedn/Page 1 vonlol 2 DE /EN

© Richard Waoll GmbH - P10FO028 AD4

sowie \

g thres Inhalles snd

. sawsst nichi ausdrucklich

digser | wntf {
hwsammnohvrmayw!:acwwmyw;mmumxumm ialy utihzed, uniess axp agreed



wWoLF#)

Produktliste / Product List
MaterialnummerTyp Produkt- und Handelsname Risikoklasse
Material number/Type Product and trade name Risk class
32116013 GERATEWAGEN PREMIUM-ELEK. 100-120VAC 1
UNIT CART PREMIUM-ELEC. 100-120VAC
32116015 GERATEWAGEN PREMIUM-ELEK.220-230VAC |
UNIT CART PREMIUM-ELEC. 220-230VAC
Basis UDI-DI / 4055207 11062019-0028611EJ
Basic UDI-DI:
Verwendungszweck Intended use
Die Produkte dienen zur Lagerung und zum Transport von The products are used for the storage and transport of
elektromedizinischen Geréten und ermdglichen durch electromedical devices and thanks to their electrical safety

elektrische Sicherheitsmechanismen eine elektrisch geswherle mechanisms allow electrically safe use of medical devices in

Verwendung von Medizingeraten in rdumlicher Nhe.

900,020a

Seits ! Page 2 vaniof 2 DE!EN

Gﬁlcm W‘d! GmbH - PI0FO028 AD4

Ihres Inhaltes sind g, sowall nicht
Mmmmmhewmmyuwshnummmd whilized, uniess ly agread ofh




woLF(?)

Original - EU-Konformitatserkldrung nach Verordnung (EU) 2017/745 iiber Medizinprodukte
Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Wir

Richard Wolf GmbH
Pfarzheimer Strafie 32
75438 Knittlingen

Deuischland
SRN: DE-MF-000007048

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

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

Giiltigkeitsdauer / 13.12.2025

Validity:

Ort und Datum der Knittlingen 19.07.2021
Ausstellung /
Place and date of

1881

Datum / Date:
Bereuchsleitung Forschung und
Entwicklung / Y 072 o2 (
Vice-President Research and Z‘af) (’/’2 z ‘92

Development:

Abtelungsleitung Zulassung
Regulatory Affairs /
Directar Glohal Regufatory Affairs

We

Richard Wolf GmbH
Pforzheimer Strale 32
75438 Knittlingen

Germany
SRN: DE-MF-000007048

declare under our sale responsibility that the medical devicerss
meef the provisions of the Regulation EU 2017/745 on medical
devices and thal we are solely responstble for Issuing this
Declaration of Conformity

Conformity assessment procedure according to:

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

Unterschrift / Signature:

Ty /%‘/

Jens Rennert

L. Goé

Bereichsleitung Qualitat und
Requlatorik /
Vice Fresident Global Quality

Ute Gpéiner

Assurance and Regulatory Affairs/

Wulf Brunow

900,050a

TR RUNE Sener Untaplagen sawie Ve
#ii dncumentalan mayp il 69 copicd noe =ay ts

DE/EN




WOLF#)

Produktliste / Product List

Materialnummer/Typ Produkt- und Handelsname Risikoklasse

Material number/Type Product and trade name Risk class

5514101 PERFORMANCE HD KAMERA CONTROLLER I
PERFORMANCE HD CAMERA CONTROLLER

5521101 FLEX HD KAMERA CONTROLLER |
FLEX HD CAMERA CONTROLLER

5522101 D KAMERA CONTROLLER |
D CAMERA CONTROLLER

5525101 LOGIC HD KAMERA CONTROLLER I
LOGIC HD CAMERA CONTROLLER

5525105 LOGIC HD KAMERA CONTROLLER |
LOGIC HD CAMERA CONTROLLER

5525106 LOGIC HD KAMERA CONTROLLER |
LOGIC HD CAMERA CONTROLLER

5526107 LOGIC HD KAMERA CONTROLLER I
LOGIC HD CAMERA CONTROLLER

5525108 LOGIC HD KAMERA CONTROLLER I
LOGIC HD CAMERA CONTROLLER

5525201 Loblc HD LITE KAMERA CONTROLLER |
LOGIC HD LITE CAMERA CONTROLLER

5525301 LOGIC 4K KAMERA CONTROLLER [
LOGIC 4K CAMERA CONTROLLER

Basis UDI-DI / 4055207240720 19-001 7684N6
Basic UDI-DF. |

Verwendungszweck Intended use

Die Produkte dienen zur Darstellung des uber ein s
flexibles Endoskop erzeugten Bildes des Korp :.!“" ERE
2

/)

The products serve to display an image of the mside of the
body generated via a rigid or flexible endoscope

900,050a DE/EN

weraeifaltigung dieser Unler PR R
Thta ominnwin may celes CUpied R iy




WoLF)

Original - EU-Konformititserklirung nach Verordnung (EU) 2017/745 iiber Medizinprodukte
Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Widir
Richard Wolf GmbH

Pforzheimer Stralle 32
75438 Knittlingen

Deutschland
SRN: DE-MF-000007048

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

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

Gultigkeitsdauer / 13.12.2025

Valichty:

Orl und Datum der Knittlingen. 18.07.2021
Aussteliung /
Place and date of

issue:
Datum / Date:

28 0. Zozr

Bereichsleitung Forschung und
Entwicklung /

Vice-President Research and
Development:

Abteilungsleitung Zulassung
Regulatory Affairs /
Director Global Regulatory Affairs:

C)T‘rZ‘ Ok b A

We

Richard Wolf GmbH
Pforzheimer Strafle 32
75438 Knitllingen

Germany
SRN: DE-MF-000007048

declare under our sole responsibility that the medical device/s
meet the pravisions of the Regufation EU 2017/745 on medical
devices and that we are solely responsible for isstuing this
Declaration of Conformty

Canformity assessment procedure according to:

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

Unterschrift / Signature:

Sy P

Jens Rennert

£ (ot

Bereichsleitung Qualitat und
Regulatorik /

Vice President Global Quality
Assurance and Regulatory Affairs; o

Ute Grginer
30.03 2021 A7 g )
el Wulf Brun

900,053a

DE/EN



Produktliste / Product List

WOLF/?)

Materialnummer/Typ Produkt- und Handelsname Risikoklasse
Material number/Type uct and trade name Risk class
5514901 PERFORMANCE KAMERAKOPF KABEL 4M |
PERFORMANCE CAMERA HEAD CABLE 4M
5514961 PERFORMANCE KAMERAKOPF KABEL 4M |
PERFORMANCE CAMERA HEAD CABLE 4M
5521902 FLEX HD KAMERAKOPF KABEL 2,5M |
FLEX HD CAMERA HEAD CABLE 2,5M
5525933 LOGIC HD PENDUAL-KAMERAKOPF KABEL 3M |
LOGIC HD PENDUAL CAMERA HEAD CABLE 3M
85525902 LOGIC HD KAMERAKOPF KABEL 3M |
LOGIC HD CAMERA HEAD CABLE 3M
85525922 LOGIC HD KAMERAKOPF KABEL 3M |
LOGIC HD CAMERA HEAD CABLE 3M
85525942 LOGIC 4K KAMERAKOPF |
LOGIC 4K CAMERA HEAD
Basis UDI-DI / 405520724072019-0017775NA
Basic UDI-DI:
Verwendungszweck Intended use

Die Produkte dienen zur Umwandlung eines vom Endoskop
erzeugten Bildes des Kérperinneren in ein elekf onisEies

The products serve to convert an image of the inside of the
patient's body generated by an endoscope into an electronic
signal which is fed to the camera control unit.

900,053a

Seite/Page 2 won/of 2 DE I EN

D Richard Welf GmbH - P10FO028 AD4

g digser L 50WIB g und Mitls Ihres Inhaltes sind unzulassig. soweit nicht ausdruckiich zugestanden
This doguime mvraun nmynmhe coped rar rm;yu's corHems be passed on and Iy utivzed, hless exp agraed




woLF?)

Original - EU-Konformitatserkldrung nach Verordnung (EU) 2017/745 iiber Medizinprodukte
Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

VWir
Richard Wolf GmbH

Pforzheimer Strafle 32
75438 Knittlingen

Deuischiand
SRN' DE-MF-000007048

erklaren in alleiniger Verantwortung, dass das/die
Medizinproduki(e} allen anwendbaren Anforderungen der
Verordnung (EU) 2017/745 uber Medizinprodukte entspricht
und wir die alleinige Verantwortung fur die Aussteliung dieser
Konformitatserkldrung tragen

Kanformitiatsbewertungsverfahren nachi
Artikel 52 Abs. 7. Satz 1 der Verordnung (EU) 2017/745

Gultigkettsdauer / 13.12.2025

Valichity:

Ort und Datum der Knittlingen, 19.07.2021
Ausstellung /
Place and date of

ISsus

Datum / Date:

Bereichsieitung Forschung und
Entwickiung /
Vice-Fresident Reseaich and

29.02.202¢

Development:

Abteilungsleitung Zulassung
Requlatory Affairs /

Ot of wiA

Direclor Global Regulatory Affains

Bereichsleitung Qualitat und
Regulatorik /

3p.27 2027

Vice Fresident Global Quality

We

Richard Wolf GmbH
Pfarzheimer Straflle 32
75438 Knittimgen

Germany
SRN: DE-MF-000007048

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

Conformity assessment procedure according to:

Article 52 (7) senfence 1 of the Regulation EU 2017/745 on
medical devices

Unterschnift / Signature

- i D

Jens Rennert

L Ge

Uie Greiner

Wulf Brunow #

900,055a

i DE /EN




Produktliste | Product List

WOLF(%)

Materialnummer/Typ Produkt- und Handelsname Risikoklasse
Material numbet/Type Froduct and trade name Risk class
56525833 L.OGIC HD PENDUAL-KAMERAKOPF BLUE |

LOGIC HD PENDUAL CAMERA HEAD BLUE
Basis UDI-DI / 405520724072019-0017879NP

Basic UDI-DI

Verwendungszweck

Die Produkte dignen zur Umwandiung eines vom Endoskop
erzeugten Bildes des Korperinneren in ein elektronisches
Signal fur die Weiterleitung an den Kamera Controller sowie
zum optischen Filtern des blauen Anregungslichts im Rahmen
des Diagnoseverfahren Photodynamische Diagnose PDD.

Intended use

The products serve to convert an image of the inside of the
patient's body generated by an endoscape into an electromc
signal which is fed to the camera control unit and to optically
filter the biue excitation light within the scape of the PDD
{photodynamic diagnose) diagnostic pracedure

900,055a

ser Unleflagan savis Vo

1 My Rt B apded noe

DE/EN



FRICHRRD

WOLF

Original - EU-Konformitétserkldrung nach Verordnung (EU) 2017/745 iiber Medizinprodukte
|
Translation - EC-Conformity D;eciaration according to Regulation (EU) 2017/745 on medical devices

Wir
Richard Wolf GmbH

Pforzheimer Strafle 32
75438 Knitthingen

Deutschland
SRN: DE-MF-000007048

erklaren in alleiniger Verantwartung, dass das/die
Medizinproduktie) allen anwendbaren Anfarderungen der
Verordnung (EU) 2017/745 uber Medizinprodukte entspricht
und wir die alleinige Verantwortung fiir die husstellung dieser
Konformitatserklarung tragen

Konformititsbewertungsverfahren nach;
Artikel 52 Abs. 7. Satz 1 der Verordnung (EU) 2017/745

Gultigkeitsdauer / 13.12.2025

Valiclity:

Ort und Datum der
Ausstellung /
Place and date of
Issue

Knittlingen. 19.07.2021

Datum / Dale:

Bereichsleitung Forschung und
Entwickiung /
Vice-President Research and

2807 @227

Development

Abteilungsleitung Zulassung
Regulatory Affairs /
Diractor Global Regulatory Affairs

0LOF. 2024

Bereichsleitung Qualitat und
Regulatorik /

Vice Fresident Global Quality
Assurance and Regulalory Affairs

We

Richard Wolf GmbH
Plorzheimer Strafie 32
75438 Knittlingen

Germany
SEN: DE-MF-000007048

declare under our sole responsibility that the medical devicess
meef the pravisions of the Regulation EU 20174745 on medical
devices and that we are solely responsible for issuing this
Dectaration of Confonnity

Conformity assessment procedure according to:

Article 52 (7) sentence 1 of the Requiation EU 2017/745 an
medical devices

Unterschrift / Signature.

Rt gl

Jens Rennert

L. (s«

Ute Greiner

900,056a

DE / EN




Produktliste / Product List

WOLF%)

i.

Materialnummen/Typ Produkt- und Handelsname Risikoklasse
Material number/Type P%duct and irade name Risk class
5165001 LICHTQUELLE LED BLUE I
U;GHT SOQURCE LED BLUE
Basis UDI-Dt / 4055207251020/19-0017725FN
Basic UDI-DI:
Verwendungszweck Intended use

Die Produkte dienen zur Bereitstellung von Weifslicht und

Blaulicht fur diagnostische
speziell in der Endoskapie,

und therapeutische Anwendungen

The praducts serve to provide white light and blue light for
diagnostic and therapeutic applications particularly in
endoscopy

900,056a

DE/EN



woLF?)

Original - EU-Konformitétserkldrung nach Verordnung (EU) 2017/745 iiber 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
Medizinproduki(e) allen anwendbaren Anforderungen der
Verordnung (EU) 2017/745 uber Medizinprodukte entspricht
und wir die alleinige Verantwortung fiir die Ausstellung dieser
Konformitdtserklarung tragen |

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

Gultgkeiisdauer / 13.12.2025

Validity:

Ort und Datum der
Ausstellung /
Flace and date of
155Ue

Knitthingen. 19.07.2021

Datum / Date:
Bereichsleitung Forschung und
Entwicklung / ’ZT" 0.) ) '-
Vice-Prasident Research and |3 %)2/
Development: [

Abteilungsleitung Zulassung
Regulatory Affairs / £ 9| Y
Director Global Regulatory Affairs Ud : OJ :

Bereichsleitung Qualitat und
Regulatork /

Vice Fresident Global Quality
Assurance and Regulatory Affairs.

We

Richard Wolf GmbH
Fforzheuner Stralle 32
75438 Kmtthingen

Germany
SRN: DE-MF-000007048

declare under our sole responsibility that the medical devicess
meel the provisions of the Regulation EU 2017/745 on medical
devices and that we are solely responsible for 1ssuing this
Declaration of Conformity

Confarmity assessment procedure according to:

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

Unterschrift / Signaiure

Jens Rennert

b Gy

Ut Greiner !
/ o /\v
Wulf Brunow

900,057a
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DE /EN



WOLF %)

Produktliste / Product List

Matenalnummer/Typ Pradukt- und Handelsname Risikoklasse
Material number/Typs Product and trade name Risk class
5165002 LIGHTQUELLE LED GREEN |

LIGHT SOURCE LED GREEN

Basis UDI-DI / 405520725102019-0028045FB

Basic UDI-DI

Verwendungszweck intended use

Die Produkte dienen zur Beretstellung van Weillicht und nah- The producis serve to provide white light andl near-infrared hight
infrarotem Licht fur diagnostische und therapeutische for diagnastic and therapeutic applications particularly i
Anwendungen speziell in der Endogkopie. eNaoSCopy.

900,057a Seds (fage < vinter DE/EN
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Original - EU-Konformitétserkldrung nach Verordnung (EU) 2017/745 (iber Medizinprodukte
Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Wir
Richard Wolf GmbH

Pforzheimer Strafe 32
75438 Knittlingen

Deutschland
SRN: DE-MF-000007048

erkldaren in alleiniger Verantwortung, dass das/die
Medizinprodukt(e)} allen anwendbaren Anforderungen der
Verardnung (EU) 2017/745 Uber Medizinprodukte entspricht
und wir die alleinige Verantwortung fir die Ausstellung dieser
Konfarmitatserklarung tragen

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

Gultigkeitsdauer / 13.12.2025

Valicity:

Ort und Datum der Knittlingen. 19.07.2021
Ausstellung /
Place and date of

ISSUE:

Datum / Date:

28.07. o2/

Bereichsleitung Forschung und
Entwicklung /

Vice-Fresident Research and
Development:

Abteilungsleitung Zulassung
Regulatory Affairs /
Diractor Global Regulatory Affairs

02 0% 2024

Bereichsleitung Qualitat und

Regulatorik / ”
Vice President Global Quat SERE Lo +20.07. 2021
= ,"4.,!; )

e
Assurance and Regu, ;-‘f:“‘f >

We

Richard Wolf GmbH
Fforzheimer Stralie 32
75438 Knittlingen

Germany
SRN: DE-MF-000007048

declare under our sole responsibility that the medical device/s
meet the provisions of the Regulation EU 2017/745 on medical
davices and that we are solely responsible for 1ssuing this
Declaration of Conformity

Conformity assessment procedure according to:

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

Unterschrift / Signature:

L;{_, < /2/?/

Jens Rennert

L, G

Ute Greiner

.ﬁ/ ‘.,/)

Wulf Brunow,

900,066a

A1 AEREr UTtaragen Eovia Ve
S Wy AT D8 Copicd R

DE/EN
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Produktliste / Product List

Materialnummer/Typ Produkt- und Handelsname Risikoklasse
Material number/Type Product and trade name Risk class
5160001 LICHTQUELLE LED 1.1 76W |
LIGHT SOURCE LED 1.1 76W
5161001 LICHTQUELLE LED 1.2 76W |
LIGHT SOURCE LED 1.2 76W
5163001 LICHTQUELLE LED 2.1 80W I
LIGHT SOURCE LED 2.1 sBoW
5164001 LICHTQUELLE LED 2.2 80w |
LIGHT SOURCE LED 2.2 sow
5166001 LICHTQUELLE FLEX LED 42w |
LIGHT SOURCE FLEX LED 42w

Basis UDI-DI / 405520727052019-0017664PT
Basic UDI-DI:

Verwendungszweck Intended use

The products serve to emit light in the visual range to illuminate
the inside of the patient's hodly.

Die Produkte dienen zur Lichtabgabe im sichthareRB

die Ausleuchtung des Kérperinneren. A

900,0663 Seite { Page 2 vonlof 2 DE ’ EN

& Richard Wolf GmbH - P10FO029 Al4
ielfa dieser L | sowie ung und Mitteilung ihres Inhaltes sind unzulissiy. soweit nicht ausdriicklich zugestanden
This documentation may nof be copied nor may ifs contents ba passed on and utlized, unless ax; agread otherwise




WOLF*)

Original - EU-Konformitatserkldrung nach Verordnung (EU) 2017/745 iiber Medizinprodukte
Translation - EC-Conformity Declaration according to Regulation (EU) 2017/745 on medical devices

Wir

Richard Wolf GmbH
Pfarzheimer Stralke 32
75438 Knittlingen

Deutschland
SRN: DE-MF-000007048

erkldren in alleiniger Verantwortung, dass das/die
Medizinproduki(e) allen anwendbaren Anfarderungen der
Verordnung (EU) 2017/745 Uber Medizinprodukte entspricht
und wir die alleinige Verantwortung fur die Ausstellung dieser
Konfermitatserklarung tragen

Konformititshewertungsverfahren nach;
Artikel 52 Abs, 7, Satz 1 der Verardnung (EL) 2017/745

Glltigkeitsdauer / 13.12.2025

Valihity:

Ort und Datum der
Ausstellung /
Place and date of
1S§ue

Knittlingen. 19.07.2021

Datum / Date

Bereichsleitung Forschung und |
Entwickiung / > 2
Vice-Fresident Research and Z"'Z»’ (P? L Q?/

Deveiopment.

Abteilunasleitung Zulassung
Regulatory Affairs /
Direclor Global Regulatory Affairs

Ot 0%. loed

Bereichsietung Qualitat und
Regulatorik /
Vice Fresident Global Qualiyf
Assurance and Regulatongidra

We

Richard Wolf GmbH
Plorzheiner Strafle 32
75438 Knittimgen

Germany
SRN: DE-MF-000007048

declare under our sole responsibility that the medical device/s
meet the provisions of the Regulation EU 2017/745 on medical
devices and that we are solely responsibla for 1ssuing this
Declaration of Conformity

Conformity assessment procedure according to:

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

Unterschrift / Signattire

i L

Jens Rennert

/@ / <
oy,

Wuif Brunow

900,124a ’ s
| e

M GESET LIDIEHAgEn Bgun Vane
BT Y AU BE CERCY O N
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Produktliste / Product List

Materialnummer/T Yp Produkt- und Handelsname Rigikoklasse
Material numbst/Type uct and trade name Risk class
5531001 EPIC 3DHD KAMERA SYSTEM |

EF'R:*,J 3DHD CAMERA SYSTEM

Basis UDI-DI / 405520727052019-00285820QA
Basic UDI-DI:

Verwendungszweck | Intended use
Die Produkle dienen zur Darstellung des tiber|ein starres oder The products serve to visualize the image of the inside of the
flexibles Steresendoskop erzeugten Bildes des Korperinneren. body generated via rigid or flexible stereo endoscope

900,124a DE/EN
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EC CERTIFICATE

for the Quality Assurance System

Pforzheimer StraRe 32 ?‘5438
Certified !ncanon- :"
Pforzheimer S:raBa 32 ?5438 Km

mmg;e', Germany

applies a quality assurance system arx:omimg to the Dlrectwe 93;'42;EEC Annex Il fof the medical —_——
devices listed in the annex. The approval is based on the restlt-of the re-certification audit report o ==
50593-27-00, the decision dated 2020-04-01 and is. anly vahd m cunnec{!on with the successful j
performance of the annual survblllance audus.

This certificate is valid from 2_02'_0 -04-01 10'2024-05-26
Registration No.: 50593-16-05 |

. k!
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& ¥ Wt o Benaant durch/Designatad by

. R | * Yo Zentraistelle der Langier
- 4 i P -. 5 fur Gesundhatssohut;
} =] 2 DEKRA | ® »E‘—.L“é R Ak ibid 3
! w ko1 Medizaprodukten 2
RR DB ‘( P 5 K ZLG-BS-295.10.02
y BERRA -} Ruth Delbe -Bayer :

DEKRA Certification GmbH Stuttgarl 2020-04-01
Notified Body ID-number: 0‘124:

DEKRA Certificanion GmbH * Handwsrkstrale 15 * D-70585 Stutgar * www.okekra-certification de
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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.

Class Il a:

® & & & & & & & & & 0 @

DEKRA Certification GmbH * Hanchn.‘erhstraﬂe 15" D-70586 Stutigart * weaw. dskra-certification.de

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

Basic endotracheal tube, reusable
Basic roller pump

Baone cutting forceps

Bone graft funnel

Bronchoscopy tube

Cannulated surgical drill bit, reusable
Endoscope assembly adaptor
Endoscope sheath, reusable

Flexible flbreoptlc nasopharyngoscﬁpe /
Flexible fibreoptic: urgterorenoscopé.. s
Flexible video bmnchosco ! musab}e '

Haemorrhmd ligator " -
High-pressure medlcal gas tubmg
Laparoscopic access cannula reusabl ¢
Laparoscopic multi-instrument access ‘port, reusable:
Laparoscopic multi- mstrum:em access pon single—usa
Laser fibre f e _
Line-powered surgical powertool system motor e ==
Medical air low pressure tubing - i = P~
Microbial medical gas flfterh sterile, smgle use -

Operating room audiovisual data/device management system apphcaﬂon saﬁware

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 Iaryngoscche, reusable

Pags 1cf2




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:

lass I b:

%

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

TISS ue morcellation system

Uterine probe

Generalfmulllple sunglcal cllode Laser syste
Hysteroscopic irrigation/ méufﬂa’tmn syste__
Laparoscopic insufflator | /
Laser lithotripsy system |~~~ : =
Operating room audiovisual daiafdewce managementsystem pp icatior
Piezoelectric lithotripsy system Z = 4
Soft-tissue/mesh anchor, non- bloabsorbable
Ultrasonic lithotripsy system =
Electromechanical onhopaedlc extracorporeal shock wave the rapy system

Ruth De!be‘k Bayer
DEKRA Certification GmbH, Sluttgart 2020-04-01
Notified Body ID-number: 0124

DEKRA Certification GmbH * Handw erk.,tral'ie 16" D-70585 Stuttgart * www dekra-certification.de

Page 2cf 2




CERTIFICATE

EN ISO 13485:2016

DEKRA Certification GmbH hereby certifies that the organizatibn-

Richard Wolf GmbH

Scope of certification: ; P :
b Design and development, production, distribution; installation and service of systems;, active medical
devices (sterile, non-sterile), non-active medical devices (sterile, non-sterile) for human medicine, in
particular for endoscopy and extracorporeal shockwave application. : A
Design and development, production, and distribution of non-active implants in urology and surgery
as well as accessories for prod;essing (cleaning, disinfection, sterilization) TR,

Certified location: . 57
Pforzheimer StraBe 32, 75438 Knittingen, 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%

Akkreditierungsstelle
D-ZM-16029-08-00

. 3 (( DAKKS
HEKR : .. @{' > D ( Deutsche
-y Ruth Delbeck-Bayer

DEKRA Certification GmbH, Stuttgart, 2021-11-29

DEKRA Certification GmbH * HandwerkstraBe 15 * D-70565 Stuttgart * www.dekra.de/audits 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 Walf GmbH ReuchlinstraBe 10-11 Manufacture of flexible and rigid
10553 Berlin endoscopes
Germany

Qe [

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

DEKRA Certification GmbH * Handwerkstraffe 15 * D-70565 Stuttgart * www.dekra de/audits page 2 von 2



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 HRICHARD WOLF

GmbH N S
75438 KNITTLINGEN 2y
paesltsC /‘fM Lk
Jiirgen Steinbeck Volker Maute
.~ Co-CEQ Vice President Sales, Service & Markefing

Richard Wolf GmbH  Pforzheimer StraRe 32 75438 Knittingen, Germany ~ Tel.: +48 7043 35-0  Fax: +40 7043 35-4300
info@richard-wolf.com www.richard-wolf.com Handelsregister/Trade Register: Mannheim HRB 510031
Geschiftsfuhrer/Managing Directors: Jiirgen Pfab, Jirgen Steinbeck
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S.C. “Endo-Chirurgie” S,R L.
Codul fiscal: 1009600033242 o E N Do
Adresa postal4: mun, Chlﬁﬂiﬂ,I str. Mesterul Manole nr, 9,
Telefon/Fax: (022) 23-21-33, (022) 66-72-86
E-mail: info@akson.md
T ——————

NR. 163/09 din 05/09/2022

IMPUTERNICIRE

Subscrisa, "Endo-Chirurgie” SRL, cu sediul in Republica Moldova, mun. Chisiniu, str.
Drumul Viilor, nr. 30/2, ap. (of) 54, MD-2021, IDNO:; 1009600033242, reprezentati de
GHEREG Vietor, in calitate de administrator, prin prezenta il imputernicesc pe domnul
DUBALARI Pavel, IDNP 2001003326049, angajat in cadrul companiei in calitate de

toate formalititile necesare in rdport 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 opozabili atAt mie cat si tertilor.

Oﬁcedtiopuaﬁunenemenﬁmatae:qxrmdarnecesuﬁ!ndepﬁniﬁiprezenmlui
mandat va avea acordul meu.

Imputernicirea este valabild pinj 1a data de 31.1 2.2023.




		2023-06-11T10:50:24+0300
	Moldova
	MoldSign Signature




