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EC-Uygunluk Sertifikasi 26 SUBAT 2020

Onaylanmis Kurulus

MEDCERT Zertifizierungs- und Priffungsgesellschaft fir die Medizin
GmbH Pilatuspool 2 — 20355 Hamburg — Germany

isbu belge ile agagidaki sirketin

Moller Medical GmbH
Wasserkuppenstrasse 29-31
36043 Fulda

Germany

asagida belirfilen Grlinler / Giriin kategorileri igin bir Kalite
Guvence Sistemi sundugu, uvyguladigi ve siirdiirdtgi tasdik olunur:

Ek 1'deki Tibbi Cihazlar

Kalite Giivence Sisteminin 93/42 /EEC Konsey Yonetmeliginde belirtilen > A\

sartlara uygunlugu denetim ile dogrulanmistir:

Ek 11, Bsliim 4 harig

Sertifikasyon lisanst MEDCERT tarafindan gozetim alindadir.
Bu serfifika 22 Nisan 2023 tarihine kadar gegerlidir.
Rapor No.: 7295FS04F

Siirec No.; QS - 7295 ASLININ AYNIDIR

Sertifika No.: 7295GB410181113

Bambirg, 13 Koy 2 (16 MEDCERT Kimlik No.: 0482
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Ek 1
EC-Uygunluk sertifikasi

Qs - 7295 2 6 SUBAT 2020

Bu ek yalnizca 7295GB410181113 numarali sertifika ile baglantli olarak gegerlidir.

. Likit drenaj cihazlari, ilgili steril tiip setleri ve modiil
yazilimi

« Ablasyon sogutma pompalary, ilgili sensorler, tiip
setleri ve modiil yazilimi

« Liposuction pompalar ve ilgili tip setleri

« Emme pompalari

1e Liposuction kaniilleri igin fitresimli stiriiciiler
.« Kan Kanighirma Tarhlari

« Biyopsi cihazlari, biyopsi kaniilleri, biyopsi kitleri

. Lokalizasyon igneleri ve kaniilleri

+ Vertebroplasti icin kaniiller ve uygulama sistemleri

« Kemik penetrasyon igneleri

» Liposuction ve Transfer Kaniilleri

» Vakum stenti

Hamburg, 13 Kasim 2018
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On sahifedeki fotokopinin

tarafima ibraz olunan asli ile
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Fulda, 20 Kasim 2018
[Imza]

Noter

Tasdik Serhi
5 Ekim 1961 tarihli Lahey Sézlesmesi

1969

[

Apostille

f
)

(Convention de La Haye du 5 octobre 1961)

1. Ulke: Federal Almanya Cumhuriyeti
Isbu resmi belge

2. Dr. Harald Hohmann tarafindan imzalanmistir.
imzalayanin sifati yazi Noter'dir

3.
4. Noter Dr. Harald Hohmann ASL'N'N AYN'D'P&

muhrani tagimaktadir.

Tasdik
5. Fulda'da 6. 16 Aralik 2019 tarihinde
™ 7. Bolge Mahkemesi Bagkani tarafindan
'8~ 91'E - 984/19 No. ile tasdik edilmistir.
9. Muhur/ Damga / Kase 10. imza
P B [imza]
‘ Dr. Liesching
1 : Eyalet Mahkemesi Bagkan Yardimcisi
[Mahdr] - '
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EC-Cerfificate of Conformity '%(6) S:‘JB?T ?02%

The Notified Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

Méller Medical GmbH |
Wasserkuppenstrasse 29-31
36043 Fulda

Germany

has infroduced, applies and mainiains a Quality Assurance System
for the products / product categories:

Medical devices as per attachment 1

The compliance of the Quality Assurance System with the below mentioned
requirements of the Council Directive 93/ 42/EEC was verified by an audit:

Annex Il excluding section 4

The license of certification is subject to surveillance by MEDCERT.

This ceriificate is valid until: 22 April 2023

Report No.: 7295FS04F
Process No.: QS - 7295

Cerfificate No.: 7295GB410181113 ASLININ AYNIDIR

Hambufg, 13 ember 2018 MEDCERT idenfification No.: 0482
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This iiachment s valid only in connection with certificate No: 7295GB410181113

« liquor drainage devices, associated sterile tube sets
| and modulsoftware
" o Ablation coolant pumps, associated sensors, tube sets

and modul-soffware
« Liposuction pumps and associated tube sets
e Suction pumps
« Vibration drives for liposuction cannulas ;
o Blood mixing scales
o Biopsy devices, biopsy cannulas, biopsy kits i
o Localization needles and -cannulas
« Cannulas and application systems for vertebroplasty
o Bone penetration needles
o Liposuction- and fransfer cannulas
e - Vacuum stent
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sl Apostille
. /—j';/% (Convention de La Haye du 5 octobre 1961)
: S
o - // // 1. Land: Bundesrepublik Deutschland
. { Diese notarielle Urkunde

2. ist unterschrieben von Dr. Harald Hohmann
“in seiner Eigenschaft als amtlich bestellter Notar
sie ist versehen mit dem Siegel/Stempel des
Notars Dr. Harald Hohmann
Bestitigt
5. in Fulda 6. am 16. Dezember 2019
7. durch den Prisidenten des Landgerichts
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