Zertifizierungsgesellschaft mbH

CE Sertifikasi

LGA InterCert GmbH — Medikal Cihazlarla ilgili EC Yonetmeligi'ne gore
Onaylanmis Kurulug 1275 — isbu belge ile agagidaki firmanin
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ollerMedical

Mbller Medical GmbH
WasserkuppenstraBBe 29-31
36043 Fulda
Germany

Ekte belirtilen medikal cihazlar kapsaminda

medikal teknoloji ve medikal analiz igin omurga implant sistemi, hassas mekanik ve elektronik
medikal cihazlar, birlestirme gurubu ve tek pargalar, steril tek kullanimhk Griinlerin

tasarim, Uretim ve son denetimi icin

Ek 11, B&lim (4) harig olmak tizere, 93/42/EEC Ydénetmeligi'ne gore,
Tam Kalite Giivence Sistemi’ni

uyguladigini tasdik eder.

LGA InterCert GmbH tarafindan gerceklestirilen belgelendirme denetiminde sirketin kurdugu kalite
sisteminin yukarida belirtilen yonetmelik gerekliliklerini tamamen yerine getirdigi gérulmugtar.
Gozetim, LGA InterCert tarafindan Ek I (5)’e gére gergeklestirilecektir.

Bu sertifika 30 Haziran 2016 tarihine kadar gegerlidir Denetim rapor no.: 1920801
Kayit no.: 1911833-006-000-001 Kayit tarihi : 25 Subat 2012

Nuremberg, 30 Mart 2012"

(imza var) (damga var)
Roland Gruber LGA InterCert Firma yandaki isareti ekte belirtilen

; ; i e C€1275
Medikal Cihazlar drinlerde kullanma hakkina sahiptir. e i

Belgelendirme Ofis Sefi

(*)ilk kayit 2 Temmuz 2011, Kayit no.: 1911833-006-000

LGA InterCert GmbH — Tillystr. 2 — 4T Nii ergﬁ%el +499 116 55-57 80
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It/ InterCert

— i Zertifizierungsgeseilschaft mbH

Moller Medical GmbH, Wasserkuppenstrafle 29-31, 36043 Fulda, Germany firmasinin
Sertifika Kayit no. 1911833-006-000 kapsaminda

1 Temmuz 2011 tarihinden 30 Haziran 2016 tarihine kadar gegerlidir. i 27 mm

No. | Uriin UMDNS —No. | Sinif

1. Pompalar 13-192 Ib
1. LiguoGuard boélim 1 referans listesine gore
2. Qiona bolim 2 referans listesine gore

2. Pompalar, Dolasim-Sivisi, Yerlesik Isi tumescence 17-647 lla
pompasi bolim 3 referans listesine gére

3. Liposuction kanulu igin vibrasyon stirtictisti bolim 3 * lla
referans listesine gore

4, Aspiratorler, Liposuction, Cerrahi aspiratér bolim 3 17-103 lla
referans listesine gore

5. Skala, Kan, Kan toplama karistiricisi béliim4 referans 13-459 lla
listesine gore

6. Tubing, Polyvinil Klorit, Steril tubing seti b6lim 9 14-247 lla
referans listesine gore

7 Kanul, Diger Vertebroplasti kaniil igne seti bolim 6 15-206 lla
referans listesine gore

8. Kandl, Liposuction, Liposuction kanlleri bolim 7 17-640 lla
referans listesine gore
Transfer kandilleri bélim 8 referans listesine gore

9. Steril Medikal igneleri, Biopsi igneleri bélim 5 referans . E}
listesine gore
Yerlestirme Teli bolim 13 referans listesine gore

10. | Direnaj Torbalari bolim 10 referans listesine gore 11-301 [s**
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Moller Medical GmbH, Wasserkuppenstralle 29-31, 36043 Fulda, Germany firmasinin
Sertifika Kayit no. 1911833-006-000 kapsaminda

1 Temmuz 2011 tarihinden 30 Haziran 2016 tarihine kadar gegerlidir.

No. Uriin UMDNS-No. Sinif

11. Internal omurga sabitleme sistemi * Iib
Bricon Seriflex Sistemi bolim 11 referans listesine
gore

12. Omurga fusyon kafesi * Itb

Bricon kafesleri bolim 12 referans listesine gore

*UMDNS numarasi mevcut degildir.

**Uretim basamaklari, sterilizasyon ve sterilligin strdirilebilirligi ile baglantih olarak
sinirlandirlmistir.

Ek No.9 pos. 2 (Prosediir No.: 1920835), No. 11 (Prosedir No.: 1920802) ve No. 12 (Prosedr
No.: 1920803) 30 Mart 2012; Kayit No.: 1911833-006-000-001

Nuremberg, 30 Mart 2012

(imza var) (damga var)
Roland Gruber LGA InterCert
Medikal Cihazlar

Belgelendirme Ofis Sefi




EC Certificate
The LGA InterCert GmbH ~ Notified Body 1275 according to the EC Directive concerning
medical devices — herewith confirms that the following

Moller Medical GmbH
Wasserkuppenstralle 29 - 31
36043 Fulda
Germany
applies a
Full Quality Assurance System
for the design, manufacture and final inspection of the medical devices
as specified in the enclosure within the scopes.

spine implant systerss, fine-mechanical and electronic medical devices, assembly groups and single parts,
sterle disposables for medical lechnology and medical analyzing

according to

Directive 93/42/EEC, Annex Il excluding (4).

in a certification audit carried out by LGA InterCert GmbH, evidence was furnished proving that the quality
system of the company fulllis the requirement of the above-mentioned directive,
The survelllance through the LOA InderCert GmbH is effectad according to Annex il {5).

This certificate s valld untl June 30, 2018 Audit report no 1820801
R@g;s%ramﬁ no. ﬁé 3-006-000-001 of Februgry 25, 2012
e
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Zertifizierungsgeselischaft mbH

Enclosure of the Certificate Registration no. 1911833-006-000 of the company
Moller Medical GmbH, WasserkuppenstraBe 29-31, 36043 Fulda, Germany

Period of Validity July 1, 2011 untit June 30, 2016

The above-mentioned certificate refers to the following medical devices:

7 KT AL

Product

UMDNS-No.

class

Pumps
1. LiguoGuard according to reference list point 1
2. Qiona according to reference list point 2

13-192

b

Pumps, Circulating-Fluid, Locaiized Heat
Tumescence pump according to reference list point 3

17-647

Vibration drive for liposuction cannulae according fo
reference list point 3

Aspirators, Liposuction
Surgery aspirator according lo reference list point 3

17-103

lia

Scales, Blood
Blood collection mixer according to reference list point 4

13-459

ila

Tubing. Polyviny! Chloride
Sterile tubing sets according to reference list point 8

14-247

Cannulae, Other

Vertebroplasty cannulae Needie Kit
according to reference list point 8

16-2086

Cannulae, Liposuction
Liposuction canulaes according fo reference listpoint 7
Transfer cannulae according to reference list point 8

17640

Sterile medical needles
Biopsy needles according to reference list point 5
Localization wire according to reference list point 13

10.

Drainage Bags
Drainage Bags according fo reference list point 10

o,

11-301

ish#
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Enclosure of the Certificate Registration no. 1911833-006-000 of the company
Méller Medical GmbH, Wasserkuppenstralle 29-31, 36043 Fulda, Germany

Period of Validity July 1, 2011 until June 30, 2016 e $27 mos 2012

The above-mentioned certificate refers to the following medical devices:

No. Product UMDNS-No.  class
11 internal sping! fixation system * b
Bricon Serifiex System according fo reference list point 11

12. Spinal fusion cage - b
Bricon cages according to reference list point 12

*Af present no UMDNS number is available

* restricted lo the manufacturing steps in connetction with steriization
and maintenance of sterlity

Supplement No. 8 pos 2 (Procedure-No. 19208381, No. 11 (Procedure-No.; 1820802 and
No.o 12 (Procedure-No. 1920803 of March 30, 2012, Registration No: 1911885-008-000-001
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