
EC CERTIFICATE 
AT SERT/Fl KA 

According to Annex II of the Directive 93/42/EEC on Medical Devices 
93142/A T T1bbi Cihaz Yonetmeligi Ek //'ye gore 

Manufacturer: 
Oretici 

Product(s): 
OriJn(ler) 

Reference Report No: 
Referans Rapor No 

Full Quality Assurance System 
Tam Kalite GOvencesi 

Certificate Number: 2195-MED-1404201 
Sertifika Numaras1 

TRiA SPiNE MEDiKAL LTD. $Ti. 
Head Office/Merkez: 1551 . Sok. No:35 /33 lvedik OSB Yenimahalle ANKARA 
Factory/Fabrika: 1551 . Sok. No:35 /21 lvedik OSB Yenimahalle ANKARA 

Sterile LorX® Peek Cage System 
Steril LorX® Peek Kafes Sistemi 
Sterile LorX® Cervical Oise Prothesis 
Steril LorX® Servikal Disk Protezi 
Non Sterile PS® MINI Occipito-Cervico-Thoracic System 
Steril Olmayan PS® MINI Occipito-Cervico-Thoracic Sistemi 
Non Sterile PS® Cannulated Screw System 
Steril Olmayan PS® KanO/IO Vida Sistemi 
Non Sterile PS® Spine System 
Steril O/mayan PS® Spinal Sistem 
Non Sterile SPINE-S® Spine System 
Steril Olmayan SPINE-S® Spinal Sistem 
Non Sterile X-PS® Thoraco-Lumbar System 
Steril Olmayan X-PS® Torako-Lomber Sistem 

MM0572-P002-R01 , MM0572-P002-R02 

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system 
according to Annex II (excluding section 4), Section 3 of the directive 93142/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 
confonns to the provisions of this Directive. The approved quality system is subject to surveillance 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). 

2195 kimlik numara/1 Onaylanm1$ Kurulu§ Szutest, yukanda bellrtilen Oreticinin 93142/AT T1bbi Cihaz Y6netmeligi EK l/(madde 
4 han·r;; madde 3 'une gore bir kalite yonetim sistemi uyguled1(J1m, bu yonetim sisteminin y6netmeligin sadece bahsi gefen aranan 
Dretiminin gOvenlik ko§ul/anm sa~lama ve devam ettirme Ile ilgili gerekliliklerin ka~1/ad1(J1m beyan eder. Onaylanan bu kalite yanelim 
sistemi, 93142/AT T1bbi Cihaz Y6netmeligi EK II, Madde 5'e gore periyodik olarak g6zetime ve habersiz saha denetimlerine tabidir. 

Oretici. OrOnlerinin tasarrmmda ve yap1smda gerr;ekle§firdi{Ji Onemll degi§iklikleri Szutest'e bildfrmek zorundad1r. _____ __ 

Issue Date/Yaym Tarihi: 2014-02-11 
Revision No./ Revizyon No.: 
Revision Date/ Revizyon Tarihi: 
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SQS as a conformity assessment body identification  
number 1250 herewith certifies the company 

Spineart SA
Chemin du Pré-Fleuri 3
1228 Plan-les-Ouates
Switzerland

the use of a quality assurance system in its design,  
development, manufacturing and distribution which  
fulfills the requirements set out in:

ANNEX II	 Directive 93/42/EEC (without section 4)

This approval is based on the result of the report dated  
September 18, 2017.

The scope of validity covers the products

Sterile and non sterile spine implants

The following CE label can be applied to the products 
mentioned in the Appendix of this certificate

CE 1250

A condition for the validity of this certificate  
is a regular examination in accordance  
with Annex II.5 of the Directive 93/42/EEC.

R. Glauser, CEO SQS

EC-Certificate

Swiss Association for Quality and  
Management Systems SQS
Bernstrasse 103, CH-3052 Zollikofen
Issue date: October 8, 2017

This SQS Certificate is valid up to  
and including October 7, 2020
Registration number 33159
Approved Medical Responsible:  
September 25, 2017

K. Schulze, Medical Responsible

Page 1 of 2 Swiss MadeTrusted Cert
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ANNEX II	 Directive 93/42/EEC (without section 4)

This Appendix is valid only in connection  
with the following certificate:

Registration Number 33159
Validity from October 8, 2017 up to and including October 7, 2020

This approval includes the following Medical Devices:

Class IIb
TRYPTIK® 2 C-Plate Anterior Cervical Plate System and the associated instrumentation
Cervical cage MOSAIKca range
Cervical cage modular MOSAIKmc, MOSAIKmp, MOSAIKcs range
Cervical plate MOSAIKpl range
Lumbar osteosynthesis ELLIPSE range
Lumbar osteosynthesis ROMEO range and associated instrumentation ROMEO2  
and ROMEO2 MIS
Lumbar cage DYNAMIKpo range
Lumbar cage DYNAMIKan range
Lumbar cage JULIETpo range
Lumbar cage JULIETan range
JULIET®LL and JULIET®LL-T lateral lumbar cage range and the associated instrumentation
Cervical disc prosthesis BAGUERAc range
Intersomatic cervical cage TRYPTIKca, TRYPTIKcc and the associated instrumentation  
TRYPTIKin
Intersomatic cervical modular cage TRYPTIKmc, modular plate TRYPTIKmp  
and cervical screw TRYPTIKcs
Cervical plate TRYPTIKpl
Disc prosthesis BAGUERA L and the associated instrumentation
Intersomatic lumbar cage DYNAMIKtl and the associated instrumentation
Intersomatic lumbar cage JULIETtl and the associated instrumentation
Cervical Staple TRYPTIK lamina and the associated instrumentation
Cervical cage SCARLET® AC-T range and the associated instrumentation
TRYPTIKca pre-filled cage range
TRYPTIKcc pre-filled cage range
TRYPTIKmc pre-filled cage range
DYNAMIKpo pre-filled cage range 
DYNAMIKan pre-filled cage range
DYNAMIKtl pre-filled cage range
JULIETpo pre-filled cage range 
JULIETan pre-filled cage range
JULIETtl pre-filled cage range
JULIETol pre-filled cage range
SCARLET® AC-T pre-filled cage ranges
Intersomatic Lumbar Cage JULIET ol and the associated instrumentation
Posterior axial device ROMEO2 PAD range and the associated instrumentation
Intersomatic lumbar cage JULIET Ti PO
Intersomatic lumbar cage JULIET Ti OL
Intersomatic lumbar cage JULIET Ti TL

Class IIa
Single use surgical instruments STERILE packaged
Vertebral body elevation TEKTONA instrumentation range

Appendix issue date: October 8, 2017

Appendix to the EC-Certificate

Page 2 of 2 Swiss MadeTrusted Cert
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Certificate
SQS herewith certifies that the company named below has a management system which meets the 
requirements of the standard specified below.

Spineart SA
Chemin du Pré-Fleuri 3
1228 Plan-les-Ouates
Switzerland

Scope of certification

According to appendix

Field of activity

Design, manufacturing and sales of sterile  
and non-sterile spine medical devices

Normative base

EN ISO 13485:2016	 Medical devices –
	 Quality Management System

Validity 03. 10. 2017 – 02. 10. 2020 Reg. no. H31786
Issue 27. 06. 2018

X. Edelmann, President SQS R. Glauser, CEO SQS

Swiss Made

Swiss Association for Quality and 
Management Systems SQS
Bernstrasse 103, 3052 Zollikofen, Switzerland

sqs.ch
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Appendix

Central Function Field of activity Scope(s) Norm / Revision Reg. no. Validity

Spineart SA
Chemin du Pré-Fleuri 3
1228 Plan-les-Ouates
Switzerland

Design, manufacturing and sales of 
sterile and non-sterile spine medical 
devices

19 EN ISO 13485:2016 H31786 03. 10. 2017
02. 10. 2020

Locations Field of activity Scope(s) Norm / Revision Reg. no. Validity

Alpes CN SAS
Bâtiment ABC3
Archamps Technopole
80, Rue Douglas Engelbart
74160 ARCHAMPS
France

Control, assembly, cleaning and  
packaging of Spineart Medical Devices 
in clean room

19 EN ISO 13485:2016 H31786 27. 06. 2018
02. 10. 2020

SLI SAS
Bâtiment ABC3
Archamps Technopole
80, Rue Douglas Engelbart
74160 ARCHAMPS
France

Maintenance activity of Spineart  
instrumentation, logistic and storage 
management of Spineart Medical 
Devices

19 EN ISO 13485:2016 H31786 27. 06. 2018
02. 10. 2020

X. Edelmann, President SQS R. Glauser, CEO SQS

Swiss Made

Swiss Association for Quality and 
Management Systems SQS
Bernstrasse 103, 3052 Zollikofen, Swiss

Page 2 of 2
Reg.-no. H31786
Issue 27. 06. 2018

sqs.ch

Spineart SA
Chemin du Pré-Fleuri 3
1228 Plan-les-Ouates
Switzerland



EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4)

[Devices in class Ila, llh or In)

No. G1 15 09 58603 048

Manufacturer: aap Biomaterials GmbH
Lagerstrasse 11-15
64807 Dieburg
GERMANY

Facilityiies): aap Biomaterials GmbH
Lagerstrasse1i-15,64807 Dieburg, GERMANY

aap Biomalerials GmbH
Nordring 29, 64807 Dieburg‘ GERMANY

Product Mixing and delivery devices for bone cements
Categoryfies): and sterile accessories (class Ila)

bone substitute materials (class ill)
and bone cements (class lib + class it!)

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system tordesrgn‘ manufacture and final

Product Servrce

lnspectrun of the respective devrces I device categories in accordance with MDD Annex Hi This

quality assurance system conforms to the requirements of this Directive and is subject to
periodical sun/alliance, For marketing of class Ill devices an additional Annex ll (4) certificate is

mandatory, See also notes everleaf.

Report No; 7i 3061786

Valid from: 2015-1024
Valid until: 2020-10423

ill—J?

Date, ZO‘l 5-09-29
Hans-Hemer Junker

TUV SUD Product Servrce GmbH is Notified Body with identification no 0123

Pagel oil

lUV SUD ProductServr’ce [5"sz [crtrivrmstellc , Rldlersrrar’ie 85 80333 Mu’nclren Germany
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August-Schanz-Straße 21, 60433 Frankfurt am Main, 
Tel. +49 (0) 69 95427-300, medical.devices@dqs-med.de  
 
DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC 
concerning medical devices with the Identification Number 0297. 
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EC-CERTIFICATE 
(Full quality assurance system) 

This is to certify that the company 
 

 

HumanTech Spine GmbH 
 

Gewerbestrasse 5 
71144 Steinenbronn 
Germany 

has implemented and maintains a full quality assurance system which applies to the products 
at every stage from design to final controls. 
 
Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, 
it was verified that the management system fulfills the requirements of 
 
Annex II – excluding Section 4 of Council Directive 93/42/EEC 
concerning medical devices 
 
with respect to the following medical devices: 

Cervical Plate Screw Fixation System 
Spinal Screw Rod Fixation System 
Anterior Cervical Interbody Devices 
Lumbar Interbody Devices 
Cement Applicator 
Vertebral Body Replacement Devices 

class IIb 
class IIa and IIb 
class IIa and IIb 
class IIb 
class IIa 
class IIb 

The manufacturer is subject to surveillance according to Annex II, Section 5. The CE marking 
with the Notified Body Identification Number (0297) may be affixed on the devices listed in the  
certificate. An EC Design Examination Certificate according to Annex II, Section 4 is required 
for class III devices covered by this certificate. The certificate is in the case of class I(s) devices  
(I(s) = class I products placed on the market in sterile conditions) limited to the aspects of 
manufacture concerned with securing and maintaining sterile conditions. The certificate is in 
the case of class I(m) devices (I(m) = class I devices with a measuring function) limited to the 
aspects of manufacture concerned with the conformity of the products with the metrological 
requirements. 
 
Certificate registration no. 

Certificate unique ID 

Effective date 

Expiry date 

Frankfurt am Main 

540287 MR2 

170727894 

2018-11-01 

2023-10-31 

2018-11-01 

 

DQS Medizinprodukte GmbH 
 

   
Sigrid Uhlemann 
Managing Director  

Dr. Thomas Feldmann 
Head of Certification Body  

 
 

mailto:medical.devices@dqs-med.de
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Management System Certificate
Certificate No. MD-QMS/91/R/1933

This is to certify that

Survey No. 212, Plot No. 6, Nr. Patidar Plastic, Nh-8b, 
Veraval (Shapar) – 360 024, Dist. Rajkot, Gujarat, India

has been found to conform to the requirements of 
Medical Devices - Quality Management System Standard :

ISO 13485:2016

This certificate is valid for the following scope :

Design, Manufacture & Supply of Orthopedic Implants, 
Spinal Implant & related Instruments.

 

 

 

    
Authorised Signatory

Samay Surgicals

Accreditation Body : ACCREDITATION SERVICE FOR CERTIFYING BODIES (EUROPE) Ltd.
6, Ferris Place, Bournemouth, Dorset, BH8 0AU, United Kingdom. 

www.ascb.co.uk

This Certificate is valid when confirmed by data listed in the International Register of Quality Assessed Organisations <www.irqao.org>.
Further clarification regarding the scope of this certificate and the applicability of ISO 13485:2016 requirements may be obtained by consulting the certified organization.

 Lack of fulfillment of conditions as set out in the Certification Agreement may render this certificate invalid.

Zenith Quality Assessors Pvt. Ltd. 
(Management System Certification Division, MSCD002)

306, 4th Floor, Sai Apex, Near Datta Mandir, Viman Nagar, Pune - 411 014, Maharashtra, India.
www.zenith-worldwide.com

 thInitial Certification  :      20  August, 2011        
thRe-certification        :      20  August, 2017
th

Valid until                :      19  August, 2020

C/ASCB/MDQMS16/00/121216 (Cl.8.2)
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