EC CERTIFICATE

AT SERTIFIKA

According to Annex Il of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II'ye gére

Full Quality Assurance System
‘Tam Kalite Giivencesi

Certificate Number: 2195-MED-1921201
Sertifika Numarasi

Manufacturer: Ormed Grup Medikal Turizm Saghk Hizmetleri San. ve Tic. Ltd. Sti.
Uretici Macun Mah. 177 Cad. 19 H/7 Yenimahalle Ankara TURKIYE

Product(s): (1) Sterile Bone Cement

Uriin(ler) (1) Steril Kemik Cimentosu
(2) Sterile Bone Cement with Antibiotic
(2) Steril Antibiyotikli Kemik Cimentosu
(3) Steriie Spacer with Antibiotic
(3) Steril Antibiyotikli Aralayici

Model(s): Product models are given on the second page.
Model(ler) Uriin modelleri ikinci sayfada belirtilmistir.

Reference Report No: MM0731-P001-R01, MM0731-P001-R02, MM0731-P001-R03
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex Il (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concerned with securing and maintaining safe conditions of the respective product(s) and
conforms to the provisions of this Directive. The approved quality system is subject to survelliance pursuant to Annex II, Section 5 of
Directive 93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s). For class | devices
with sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing
and maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is
restricted to the aspects of manufacture concerned with the conformity of the devices with metrological requirements

2195 kimlik numarah Onaylanmis Kurulug Szutest, yukarida belirtilen treticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK Il(madde
4 harig) madde 3'ine gére bir kalite yénetim sistemi uyguladigini, bu ydnetim sisteminin yénetmeligin sadece bahsi gecen {iriiniin
tiretiminin glivenlik kogullarini sadlama ve devam ettirme ile ilgili gereklililerin kargiadigini beyan eder. Onaylanan bu kalite yonetim
sistemi, 93/42/AT Tibbi Cihaz Yénetmeligi EK I, Madde 5'e gbre periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.

Uretici, driinlerinin tasanminda ve Yapisinda gerceklestirdiGi Gnemli degigikiikleri Szutest'e bildirmek zorundadir. Steril
kondisyondaki siif | drilnler igin kalite yénetim sistemi degerigndirmesi dretimin steril kondisyonun saglanmasi ve korunmasiyla
limitlidir. Olgtim fonksiyonlu stnif | driinfer icin Kalite yénetim sistemi degeriendirmesi iretimin cihazlarnn metrolojik sartlara uyumunu
saglamasiyla limitlicir. - b &
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Issue Date/Yaym Tarihi: 2019-07-31 o kiye BALKAN
Deputy General Manager
Genel Mid(r Yardimcisi

SZUTEST UYGUNLUK DEGERLENDIRMEASS.
TatlisuMahallesi, AkiFinan Sk. No11 Umraniye 34774 ISTANBUL / TURKIVE

Szutest.com.tr




Certificate Number: 2195-MED-1921201
Sertifika Numaras

F:roduct Models:
Urin Modelleri

(1) Sterile Bone Cement / Steril Kemik Cimentosu

.

OGM1 20 Standard Viscosity Bone Cement OGM 1 20 Standart Viskoziteli Kemik Gimentosu

OGM3 20 Low Viscosity Bone Cement OGM 3 20 Dasiik Viskoziteli Kemik Cimentosu
OGM1 40 Standard Viscosity Bone Cement OGM1 40 Standard Viskozite Kemik Cimentosu
OGM3 40 Low Viscosity Bone Cement OGM3 40 Dugiik Vizkoziteli Kemik Cimentosu
| OGM1 60 Standard Viscosity Bone Cement OGM1 60 Standard Vizkoziteli Kemik Cimantosu
OGM3 60 Low Viscosity Bone Cement OGM3 60 Diglik Vizkoziteli Kemik Gimentosu
OGM VTB 12,5 Vertebroplasty Bone Cement OGM VTB 12,5 Vertebroplasti Kemik Gimentosu
| OGM VTB 15 Vertebroplasty Bone Cement OGM VTB 15 Vertebroplasti Kemik Gimentosu
OGM VTB 20 Vertebroplasty Bone Cement OGM VTB 20 Vertebroplasti Kemik Cimentosu
OGM VTB 25 Vertebroplasty Bone Cement OGM VTB 25 Vertebroplasti Kemik Cimentosu

(2) Sterile Bone Cement with Antibiotic / Steril Antibiyotikli Kemik Cimentosu

OGM1A 20 Standard Viscosity Bone Cement with GENTA OGM1A 20 Standart Vizkoziteli Gentamisinli Kemik Cimentosu

: OGM3A 20 Low Viscosity Bone Cement with GENTA OGMB3A 20 Dusuk Vizkoziteli Gentamisinli Kemik Cimentosu
l OGM1A 40 Standard Viscosity Bone Cement with GENTA  OGM1A 40 Standart Vizkoziteli Gentamisin/i Kemik Cimentosu
OGMBA 40 Low Viscosity Bone Cement with GENTA OGM3A 40 Dasik Vizkoziteli Gentamisinii Kemik Cimentosu
é OGM1A 60 Standard Viscosity Bone Cement with GENTA OGM1A 60 Standart Vizkoziteli Gentamisinli Kemik Gimentosu
| OGM3A 60 Low Viscosity Bone Cement with GENTA OGM3A 60 Disgiik Vizkoziteli Gentamisinli Kemik Cimentosu

(3) Sterile Spacer with Antibiotic / Steri/ Antibiyotikli Aralayici

: OGM Hip Spacer with GENTA Short (®48) OGM Kalga Aralayici Gentamisinli Kisa 465G
' OGM Hip Spacer with GENTA Short (P52) OGM Kalga Aralayici Gentamisinli Kisa 525G
' OGM Hip Spacer with GENTA Short (®56) OGM Kalga Aralayici Gentamisinli Kisa 565G
‘ OGM Hip Spacer with GENTA Short (PE0) OGM Kalga Aralayici Gentamisinli Kisa 60SG
OGM Hip Spacer with GENTA Long (948) OGM Kalga Aralayici Gentamisinli Uzun 48LG
’ OGM Hip Spacer with GENTA Long (®52) CGM Kalga Aralayict Gentamisinli Uzun 52LG
OGM Hip Spacer with GENTA Long ($56) .. OGM Kalga Aralayici Gentamisinli Uzun 561G
, OGM Hip Spacer with GENTA Long ($60) ‘Qgi\([_stga Aralayici Gentamisinli Uzun 60LG
' OGM Knee Spacer with GENTA Small ($56) AW éﬁﬁm Aralayici Gentamisinli 56
OGM Knee Spacer with GENTA Medium (®66) /=~ OGM Diz Arélayici Gentamisinli 66
: OGM Knee Spacer with GENTA Large ($76) / OGWM Diz Araléyici Gentamisinii 76

OGM Knee Spacer with GENTA X-Large(®86) QGM Diz Ar?iapcr Gentamisinli 86

OGM Shoulder Spacer with GENTA OGM Omuz/Aralayici Gentamisinii

SZUTEST UYGUNLUK DEGERLENDIRME A S.
Tatlisu Mahallesi, Akif inarn k. No:1 Umraniye 34774 ISTANBUL / TURKIVE

Szutest.com.tr



EC DESIGN EXAMINATION CERTIFICATE

AT TASARIM INCELEME SERTIFIKASI

According to Annex Il, Section 4 of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek Il, Bélim 4'e gére

Certificate Number: 2195-MED-1921201-D01

Sertifika Numarasi

Manufacturer: Ormed Grup Medikal Turizm Saghk Hizmetleri Sal_'l. ve Tic. Ltd. Sti.
Uretici Macun Mah. 177 Cad. 19 H/7 Yenimahalle Ankara TURKIYE

Product(s): Sterile Bone Cement with Antibiotic
Uriin(ler) Steril Antibiyotikli Kemik Cimentosu

Model(s): Product models are given on the second page.
Model(ler) Uriin modelleri ikinci sayfada belirtilmistir.

Reference Report No: MMO0731-P001-R01, MM0731-P001-R02
Referans Rapor No

Issued by Szutest, Notified Body 2185, this document certifies that the design documentation of the mentioned product complies
with Annex Il, Section 4 of the 93/42/EEC Medical Devices Directive.
The manufacturer is subject to EC surveillance in accordance with Annex I, Section 5 of 83/42/EEC Medical Devices Directive

and unannounced audits.

2195 kimlik numarali Onaylanmis Kurulus Szutest tarafindan yayinlanan bu dokiman yukarida belitilen Ordntin tasanm
dokdmanlarinin 93/42/AT Tibbi Cihaz Y6netmeliginin Ek I, B6lim 4'e u ygunlugunu sertifikalandirmaktadir.
Uretici 93/42/AT Tibbi Cihaz Yénetmelidi Ek Il, B&ldm 5 ine gbre gézetim denetimlerine ve habersiz saha denstimlerine tabidir.

This EC Design Examination Certificate is valid till 2024-05-26.
Bu AT Tasanim Inceleme Sertifikast 2024-05-26 tarihine kadar gegeriidir.

Issue Date/Yayin Tarihi: 2019-07-31 b kiye BALKAN
/& Deputy General Manager
Genel Miidtir Yardimeis:

SZUTEST UYGUNLUK DEGERLENDIRME A S.
Tatlisu Mahallesh, Akififnan Ski ot Umranive 24774 ISTANBUL / TURKIVE

Szutest.com.tr




Certificate Number: 2195-MED-1921201-D01

Sertifika Numarasi

Product Models:
Uriin Modelleri

Sterile Bone Cement with Antibiotic
Steril Antibiyotikli Kemik Cimentosu

OGM1A 20 Standard Viscosity Bone Cement with GENTA
OGM3A 20 Low Viscosity Bone Cement with GENTA
OGM1A 40 Standard Viscosity Bone Cement with GENTA
OGMB3A 40 Low Viscosity Bone Cement with GENTA
OGM1A 60 Standard Viscosity Bone Cement with GENTA

OGMB3A 60 Low Viscosity Bone Cement with GENTA

OGM1A 20 Standeart Vizkoziteli Gentamisinli Kemik Cimentosu
OGM3A 20 Dasik Vizkoziteli Gentamisinli Kemik Gimentosu
OGM1A 40 Standart Vizkoziteli Gentamisinli Kemik Gimentosu
OGMB3A 40 DOsiik Vizkoziteli Gentamisinli Kemik Cimentosu
OGM1A 60 Standart Vizkoziteli Gentamisinli Kemik Cimentosu

OGMB3A 60 Dagik Vizkoziteli Gentamisinli Kemik Cimentosu

SZUTEST UYGUNLUK DEGERLENDIRME A S.
Tatlisu Mahallesi, Akif Inan Sk. Noil Umranive 24774 ISTANBUL / TURKIVE

Szutest.com.tr




EC DESIGN EXAMINATION CERTIFICATE

AT TASARIM INCELEME SERTIFIKASI

According to Annex Il, Section 4 of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yonetmeligi Ek II, Bélim 4’e gore

Certificate Number: 2195-MED-1921201-D02
Sertifika Numarasi

Manufacturer: Ormed Grup Medikal Turizm Saghk Hizmetleri San. ve Tic. Ltd. Sti.
Uretici Macun Mah. 177 Cad. 19 H/7 Yenimahalle Ankara TURKIYE

Product(s): Sterile Spacer with Antibiotic
Urdn(ler) Steril Antibiyotikli Aralayici

Model(s): Product models are given on the second page.
Model(ler) Uriin modelleri ikinci sayfada belirtilmistir.

Reference Report No: MMO0731-P001-R01, MM0731-P001-R02
Referans Rapor No

Issued by Szutest, Notified Body 2195, this document certifies that the design documentation of the mentioned product complies

with Annex Il, Section 4 of the 93/42/EEC Medical Devices Directive.
The manufacturer is subject to EC survelllance in accordance with Annex Il, Section 5 of 93/42/EEC Medical Devices Directive

and unannounced audits,

2195 kimlik numarali Onaylanmis Kurulus Szutest tarafindan yaymnlanan bu dokiman yukarida belitilen Griinin tasanm
dokdmaniarinin 93/42/AT Tibbi Cihaz Yonetmeliginin Ek Il, B6I0m 4'e uygunlugunu sertifikalandirmakitadir.
Uretici 93/42/AT Tibbi Cihaz Yénetmeligi Ek I, B6liim 5' ine gore gbzetim denetimlerine ve habersiz saha denetimlerine tabidir,

This EC Design Examination Certificate is valid till 2024-05-26.
Bu AT Tasanim Inceleme Sertifikasi 2024-05-26 tarihine kadar gegerlidir.

Issue Date/Yayin Tarihi: 2019-07-31 2 Rtikiye BALKAN
Deputy General Manager
Genel Miidtr Yardimcisi

SZUTEST UYGUNLUK DEGERLENDIRME A.S,
TatlistMatiallesi, Akifinan Sk. No:1 Uniranlye 34774 ISTANBUL / TURKIVE

— e R Plitest.comutr



Certificate Number: 2195-MED-1921201-D02

Sertifika Numarasi

F:roduct Models:
Uriin Modelleri

Sterile Spacer with Antibiotic
Steril Antibiyotikli Aralayici

OGM Hip Spacer with GENTA Short ($48) OGM Kalga Aralayici Gentamisinli Kisa 485G
OGM Hip Spacer with GENTA Short (952) OGM Kalga Aralayici Gentamisinli Kisa 52SG
OGM Hip Spacer with GENTA Short ($56) OGM Kalga Aralayici Gentamisinli Kisa 56SG
OGM Hip Spacer with GENTA Short ($60) OGM Kalga Aralayici Gentamisinli Kisa 60SG
OGM Hip Spacer with GENTA Long (48) OGM Kalga Aralayict Gentamisinli Uzun 48LG
OGM Hip Spacer with GENTA Long (®52) OGM Kalga Aralayici Gentamisinli Uzun 521G
OGM Hip Spacer with GENTA Long (©56) OGM Kalga Aralayici Gentamisinli Uzun 561G
OGM Hip Spacer with GENTA Long ($60) OGM Kalga Aralayici Gentamisinli Uzun 60LG

OGM Knee Spacer with GENTA Small (®56) OGM Diz Aralayici Gentamisinli 56
OGM Knee Spacer with GENTA Medium (066) OGM Diz Aralayici Gentamisinli 66

OGM Knee Spacer with GENTA Large ($76) OGM Diz Aralayici Gentamisinli 76

OGM Knee Spacer with GENTA X-Large(®86) OGM Diz Aralayici Gentamisinli 86
OGM Shoulder Spacer with GENTA OGM Omuz Aralayici Gentamisinli

SZUTEST UYGUNLUK DEGERLENDIRME A S,

Tathsu Mahalles), AkiF nan sk N1 Omraniye 2477 ISTANBULY TURKIYE

S SRR e Szutest.com.tr
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