
 

         Agenţia Medicamentului  

         şi Dispozitivelor Medicale  

 

NOTIFICARE 
 

pentru înregistrarea dispozitivelor medicale în Registrul de stat  

al dispozitivelor medicale  
 

nr.        din 29.09.2023 

 

Solicitantul Ortofix SRL, cu sediul mun. Chisinau str. Mt. Gurie Grosu 15/4,  

tel./fax: 295-845, e-mail ortofix.moldova@gmail.com, 

solicit înregistrarea în Registrul de stat al dispozitivelor medicale a următoarelor 

categorii şi tipuri de dispozitive medicale pentru introducerea și punerea la 

dispoziție pe piață a: 

 

Spineart Spinal instruments 

 

 

A Se anexează următoarele acte: 

 

contract de reprezentanta, 

CE Spineart 

DOC Spineart 

 

Data 29.09.2023                                                  Bolocan Vasile  

 
 

Tabelul de recepționare a notificării 
(se completează de către Agenție în momentul depunerii notificării de către solicitant) 
 

Comentarii cu privire la acceptul/refuzul 

recepționării notificării, inclusiv motivul 

refuzului 

 

Data/nr. de ordine atribuit notificării de către 

Agenție (în cazul acceptării recepționării) 

 

Numele, prenumele, funcția persoanei 

responsabile de recepționarea dosarului 

 

Semnătura persoanei responsabile  

 



Anexa nr. 2 

La Procedurile administrative pentru  notificarea 

  dispozitivelor medicale care dețin marcajul CE 

 

 

Către Agenția Medicamentului și Dispozitive Medicale 

 

 

DECLARAŢIE PE PROPRIE RĂSPUNDERE 

 

 

 

 

Solicitant: Ortofix SRL, cu sediul mun. Chisinau, str Mitropolit Gurie Grosu 15/4,    

declar pe proprie răspundere, cunoscând prevederile art. 352
1

, Codul Penal al 

Republicii Moldova cu privire la falsul în declaraţii, că documentele și datele furnizate 

pentru notificarea  dispozitivului medical: 

 

Spineart Spinal instruments ; 
_____________________________________ ; 

 

Sunt autentice și corespund realității. 

 

 

 

 

 

Vasile Bolocan, director                                      

      29.09.2023 

 

 



Numarul de catalog Denumire Denumirea comModelul Tip dispozitiv Cod GMDN

CDP-BX 10 00-N Vertebral prosthesis set Baguera Instrumente ortopedice L0999

SCA-BX 40 01-N Intervertebral cage set Scarlet Instrumente ortopedice L0999

OTO-BX 10 01-N MIS retractor set Otelo MIS Instrumente ortopedice L0915

ELL-BX 10 00-N Spinal fixation set ROMEO 2 Instrumente ortopedice L0999

TLF-IN 20 00-N Spinal rod cutter Instrumente ortopedice L091002



EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters I and III 
(Class I Devices in sterile condition, with measuring function or reusable surgical instruments)
No. G11 005546 0005 Rev. 00

Page 1 of 3
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Spineart SA
3 Chemin du Pré-Fleuri
1228 Plan les Ouates
SWITZERLAND

SRN Manufacturer: Not available at issuance date of this certificate

Authorized
Representative:

ALPES CN SAS
Rue Douglas Engelbart , 80 Bâtiment ABC3 - Archamps 
Technopole, 74160 Archamps, FRANCE

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has 
established, documented and implemented a quality management system as described in 
Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories 
covered by the quality management system are described on the following page(s). 
The Report referenced below summarises the result of the assessment and includes reference to 
relevant CS, harmonized standards and test reports. The conformity assessment has been carried 
out according to Annex IX Chapter I and III of this regulation with a positive result. As applicable the 
involvement of the notified body is limited to the aspects relating to:
- establishing, securing and maintaining sterile conditions, 
- conformity of the devices with the metrological requirements,
- reuse of the device, in particular cleaning, disinfection, sterilization, maintenance and functional 
testing and the related instructions for use.
The certified quality management system is subject to periodical surveillance by TÜV SÜD Product 
Service GmbH. All applicable requirements of the testing and certification regulation of TÜV SÜD 
Group have to be complied with. 
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G11 005546 0005 Rev. 00 

Report No.: 1672807ITA 

Valid from: 2021-06-29
Valid until: 2026-06-28

Christoph Dicks
Issue date: 2021-06-29 Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:G11%20005546%200005%20Rev.%2000
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Classification: I
Device Group: L0312 - TROCARS (not in category A)
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L0315 - DISSECTORS, GENERAL SURGERY
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L0901 - BONE SPOONS AND CURETTES
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L0902 - ELEVATORS, ORTHOPAEDIC SURGERY
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L0903 - MALLETS, ORTHOPAEDIC SURGERY
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L090401 - OSTEOTOMES, ORTHOPAEDIC SURGERY
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L091001 - INSTRUMENTS FOR INSERTION AND EXTRACTION 

OF OSTEOSYNTHESIS DEVICES
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L091002 - INSTRUMENTS FOR OSTEOSYNTHESIS DEVICES, 

PREPARATION
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L091099 - OSTEOSYNTHESIS INSTRUMENTS, REUSABLE - 

OTHERS
Device Properties: MDS 1006 - Reusable surgical instruments
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
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Classification: I
Device Group: L091101 - ORTHOPAEDIC PROSTHESES EXTRACTORS
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L091104 - ORTHOPAEDIC PROSTHESES POSITIONERS
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L091199 - ORTHOPAEDIC PROSTHESES INSTRUMENTS, 

REUSABLE - OTHERS
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L091201 - RASPATORIES, ORTHOPAEDIC SURGERY
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L091302 - ORTHOPAEDIC RONGEURS
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L0915 - ORTHOPAEDIC SURGERY DILATORS AND 

RETRACTORS
Device Properties: MDS 1006 - Reusable surgical instruments

Classification: I
Device Group: L0999 - ORTHOPAEDIC INSTRUMENTS - OTHERS
Device Properties: MDS 1006 - Reusable surgical instruments

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

/
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We, SPINEART SA, Chemin du Pré-Fleuri 3, 1228 PLAN-LES-OUATES, Switzerland, SRN CH-

MF-000015664 

 
 
Declare under our sole responsibility that the products: 
 

Surgical Reusable Instrumentation 

 

Intended purpose: preparation of the surgical site, preparation of the implant site, 
insertion/positioning/fixation of the implant and removal of the implant during spinal surgical 
procedures 
 

Are designed, developed, manufactured and distributed in accordance with a QMS that is conform to the 
EN ISO 13485 standard as well as to other standards or regulatory documents as mentioned in the Design 
History Files n°12, 14, 16, 18, 24, 30, 32, 33, 49, 50, 52, 54, 59, 60, 61, 62, 64, 65, 66, 69, 73, 74, 76, 77, 79, 
82, 83, 87 and 999. Common specifications list is in Annex. 
 

In conformity with the European Regulation 2017/745 related to Medical Devices,  
 

• Instrumentation, Class Ir in accordance with Annex IX, classification accordingly to Annex VIII rule 
6 (2nd indent),  

 
Authorized Representative: Alpes CN SAS, rue Douglas Engelbart 80, Abc3 Technopole Archamps, 74160 
Archamps, France, SRN FR-AR-000013241 
 
 
 

Based on the CE certificate n° G11 005546 0005 
Rev. 00 issued by the notified body: 
 

TÜV SÜD Product Service GmbH 
Ridlerstraβe 65 

80339 München, Germany 
Under registration number :  
 

CE 0123 

 
Plan-les-Ouates, September 14th, 2023  
 

Person Responsible for Regulatory Compliance 
M. Xavier de Buchère 

On behalf of Spineart SA 
 

 
 
 
 
 
 
 
 
This declaration of conformity is valid until: June 28th, 2026  
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Reference Description Classification 

Acc. to 

2017/745 

EMDN code Basic UDI-DI 

BAGUERA ® C

CDP-IN 00 01-N IMPLANT HOLDER Class Ir L091104 1764045086SRI00REUSIN1R3E

CDP-IN 00 02-N EXTRACTOR Class Ir L091101 1764045086SRI00REUSIN1R3E

CDP-IN 00 03-N PUSHER Class Ir L091104 1764045086SRI00REUSIN1R3E

CDP-IN 00 04-N DISTRACTION FORCEPS Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 30 01-N SCREWDRIVER FOR PINS Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 30 02-N NUT FOR PINS Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 30 12-N PIN Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 30 14-N PIN Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 30 16-N PIN Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 30 18-N PIN Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 40 12-N PIN Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 40 14-N PIN Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 40 16-N PIN Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 40 18-N PIN Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-IN 50 00-N ARTICULATED CERVICAL DISTRACTOR Class Ir L091199 1764045086SRI00REUSIN1R3E

CDP-BX 10 00-N         BAGUERA C FULL SET                                                  Class Ir                      L0999                         1764045086SRI00REUSIN1R3E

BAGUERA ® L

CDP-IN 50 02-N ARTICULATED CASPAR DISTRACTOR LEFT Class Ir L091199 1764045086SRI00REUSIN1R3E

LIN-00 00 02-N INTERSOMATIC DISTRACTOR Class Ir L091199 1764045086SRI00REUSIN1R3E

LIN-00 00 05-N EXTRACTION MALLET Class Ir L091101 1764045086SRI00REUSIN1R3E

LIN-00 00 07-N SPREADER Class Ir L091199 1764045086SRI00REUSIN1R3E

LIN-00 22 08-N FORK Class Ir L091199 1764045086SRI00REUSIN1R3E

CURE ACP

700-405-RF AO QUICK CONNECT HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E

700-400-00 DRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E

700-410-05 SINGLE BARREL DRILL GUIDE - FIXED Class Ir L091099 1764045086SRI00REUSIN1R3E

700-430-10 DRILL L10 Class Ir L091099 1764045086SRI00REUSIN1R3E

700-430-12 DRILL L12 Class Ir L091099 1764045086SRI00REUSIN1R3E

700-430-14 DRILL L14 Class Ir L091099 1764045086SRI00REUSIN1R3E

700-430-16 DRILL L16 Class Ir L091099 1764045086SRI00REUSIN1R3E

700-430-18 DRILL L18 Class Ir L091099 1764045086SRI00REUSIN1R3E

700-430-20 DRILL L20 Class Ir L091099 1764045086SRI00REUSIN1R3E

700-455-00 THREADED FIXATION TACK Class Ir L091099 1764045086SRI00REUSIN1R3E

700-460-00 SHEATHED AWL Class Ir L091099 1764045086SRI00REUSIN1R3E

700-461-00 AWL SHEATH - FIXED Class Ir L091099 1764045086SRI00REUSIN1R3E

1000-412-00 DOUBLE BARREL DRILL GUIDE 2 - FIXED Class Ir L091099 1764045086SRI00REUSIN1R3E

1000-420-00 SINGLE BARREL DRILL GUIDE 2 - VARIABLE Class Ir L091099 1764045086SRI00REUSIN1R3E

1000-422-00 DOUBLE BARREL DRILL GUIDE 2 - VARIABLE Class Ir L091099 1764045086SRI00REUSIN1R3E

1000-462-00 AWL SHEATH  2 - VARIABLE Class Ir L091099 1764045086SRI00REUSIN1R3E

1000-475-00 PLATE BENDER 2 Class Ir L091002 1764045086SRI00REUSIN1R3E

DISC PREP ®

JUL-IN 03 00-N BONE FUNNEL Class Ir L091001 1764045086SRI00REUSIN1R3E

JUL-IN 04 00-N PLUNGER Class Ir L091001 1764045086SRI00REUSIN1R3E

JULIET ®

JUL-IN 00 08-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E

JUL-IN 00 09-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E

JUL-IN 00 10-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E

JUL-IN 00 11-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E

JUL-IN 00 12-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E

JUL-IN 00 13-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E

ORTOFIX
Highlight
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JUL-IN 00 14-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E 

JUL-IN 01 00-N COMPACTION BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

JUL-IN 01 07-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E 

JUL-IN 14 00-N COMPACTOR Class Ir L091001 1764045086SRI00REUSIN1R3E 

SPE-IN 01 89-N CURETTE Class Ir L0901 1764045086SRI00REUSIN1R3E 

JULIET ® LL 

HAN-SI MH ST-N STRAIGHT HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI MH TE-N T-HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

JLL-IN 00 01-N BAYONETED PENFIELD #4, TOE IN Class Ir L0315 1764045086SRI00REUSIN1R3E 

JLL-IN 00 02-N BAYONETED PENFIELD #4, TOE OUT Class Ir L0315 1764045086SRI00REUSIN1R3E 

JLL-IN 00 03-N BAYONETED BLADE HOLDER Class Ir L0315 1764045086SRI00REUSIN1R3E 

JLL-IN 01 01-N FLAT COBB 17MM Class Ir L0902 1764045086SRI00REUSIN1R3E 

JLL-IN 01 02-N UP ANGLE FLAT COBB 17MM Class Ir L0902 1764045086SRI00REUSIN1R3E 

JLL-IN 01 03-N FLAT COBB 21MM  Class Ir L0902 1764045086SRI00REUSIN1R3E 

JLL-IN 01 04-N UP ANGLE COBB 17MM Class Ir L0902 1764045086SRI00REUSIN1R3E 

JLL-IN 01 05-N DOWN ANGLE COBB 17MM Class Ir L0902 1764045086SRI00REUSIN1R3E 

JLL-IN 02 01-N RASP  Class Ir L091201 1764045086SRI00REUSIN1R3E 

JLL-IN 02 02-N ANGLED RASP  Class Ir L091201 1764045086SRI00REUSIN1R3E 

JLL-IN 03 01-N RING CURETTE Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 03 02-N ANGLED RING CURETTE  Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 03 03-N CUP CURETTE STRAIGHT  Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 03 04-N CUP CURETTE UP   Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 03 05-N CUP CURETTE DOWN  Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 04 01-N BOX CUTTER 4X17MM Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 04 02-N BOX CUTTER 6X17MM Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 04 03-N BOX CUTTER 8X17MM Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 04 04-N ANGLED BOX CUTTER 4X17MM Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 04 05-N ANGLED BOX CUTTER 6X17MM Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 04 06-N ANGLED BOX CUTTER 8X17MM Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 05 01-N OSTEOTOME 5X17MM Class Ir L090401 1764045086SRI00REUSIN1R3E 

JLL-IN 05 02-N CURVED OSTEOTOME 5X17MM Class Ir L090401 1764045086SRI00REUSIN1R3E 

JLL-IN 06 08-N PADDLE SHAVER 8 Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 06 10-N PADDLE SHAVER 10 Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 06 12-N PADDLE SHAVER 12 Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 06 14-N PADDLE SHAVER 14 Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 06 16-N PADDLE SHAVER 16 Class Ir L0901 1764045086SRI00REUSIN1R3E 

JLL-IN 07 01-N INSERTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

JLL-IN 07 02-N ANGLED INSERTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

JLL-IN 08 01-N COMPACTION BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

JLL-IN 08 08-N PADDLE DISTRACTOR 8 Class Ir L091099 1764045086SRI00REUSIN1R3E 

JLL-IN 08 10-N PADDLE DISTRACTOR 10 Class Ir L091099 1764045086SRI00REUSIN1R3E 

JLL-IN 08 12-N PADDLE DISTRACTOR 12 Class Ir L091099 1764045086SRI00REUSIN1R3E 

JLL-IN 08 14-N PADDLE DISTRACTOR 14 Class Ir L091099 1764045086SRI00REUSIN1R3E 

JLL-IN 08 16-N PADDLE DISTRACTOR 16 Class Ir L091099 1764045086SRI00REUSIN1R3E 

JLL-IN 08 18-N PADDLE DISTRACTOR 18 Class Ir L091099 1764045086SRI00REUSIN1R3E 

JLL-IN 09 01-N IMPLANT SINGLE SLIDE Class Ir L091001 1764045086SRI00REUSIN1R3E 

JLL-IN 09 02-N IMPLANT DOUBLE SLIDE Class Ir L091001 1764045086SRI00REUSIN1R3E 

JLL-IN 10 04-N DISC DILATOR 4X17MM Class Ir L0915 1764045086SRI00REUSIN1R3E 

JLL-IN 10 06-N DISC DILATOR 6X17MM Class Ir L0915 1764045086SRI00REUSIN1R3E 

JLL-IN 11 01-N STRAIGHT IMPACTOR Class Ir L0903 1764045086SRI00REUSIN1R3E 

JLL-IN 11 02-N ANGULATED IMPACTOR Class Ir L0903 1764045086SRI00REUSIN1R3E 

JLL-IN 12 00-N SLAP HAMMER Class Ir L0903 1764045086SRI00REUSIN1R3E 

JLL-IN 38 00-N CAGE + PLATE INSERTER  Class Ir L091001 1764045086SRI00REUSIN1R3E 

JLL-IN 38 01-N ANGLED CAGE + PLATE INSERTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

JLL-IN 39 00-N PLATE & COUNTER PLATE HOLDER  Class Ir L091001 1764045086SRI00REUSIN1R3E 
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JLL-IN 40 00-N SCREWDRIVER T15 - AO Class Ir L091001 1764045086SRI00REUSIN1R3E 

JLL-IN 41 00-N K-WIRE Ø1.6 - L:400 MM Class Ir L091099 1764045086SRI00REUSIN1R3E 

JLL-IN 42 00-N HEXAGONAL HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

JLL-IN 43 00-N PUSHER Class Ir L0903 1764045086SRI00REUSIN1R3E 

JLL-IN 43 01-N ANGLED PUSHER Class Ir L0903 1764045086SRI00REUSIN1R3E 

JLL-IN 44 00-N BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

JLL-IN 45 00-N SMALL SCREWDRIVER T15 Class Ir L091001 1764045086SRI00REUSIN1R3E 

JUL-IN 06 00-N CUP CURETTE - #3 - STRAIGHT Class Ir L0901 1764045086SRI00REUSIN1R3E 

JUL-IN 06 01-N CUP CURETTE - #3 - DOWN ANGLED Class Ir L0901 1764045086SRI00REUSIN1R3E 

JUL-IN 10 01-N LATERAL IMPLANT ANGLED INSERTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

JUL-IN 12 00-N LATERAL SLIDES ASSEMBLY Class Ir L091001 1764045086SRI00REUSIN1R3E 

JUL-IN 13 05-N SLAP HAMMER ATTACHMENT Class Ir L0999 1764045086SRI00REUSIN1R3E 

SPE-IN 01 56-N LATERAL PADDLE DISTRACTOR H08 Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 57-N LATERAL PADDLE DISTRACTOR H10 Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 58-N LATERAL PADDLE DISTRACTOR H12 Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 59-N LATERAL PADDLE DISTRACTOR H14 Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 60-N LATERAL PADDLE DISTRACTOR H16 Class Ir L091099 1764045086SRI00REUSIN1R3E 

JULIET ® OL 

JUL-IN 15 00-N CURETTE Class Ir L0901 1764045086SRI00REUSIN1R3E 

JUL-IO 00 01-N IMPLANT HOLDER MICRO Class Ir L091001 1764045086SRI00REUSIN1R3E 

SPE-IN 01 54-N FLAT COBB Class Ir L0902 1764045086SRI00REUSIN1R3E 

JULIET ® PO 

DYN-IP 00 01-N IMPLANT HOLDER PO Class Ir L091001 1764045086SRI00REUSIN1R3E 

DYN-IP 00 05-N NERVE ROOT RETRACTOR Class Ir L0915 1764045086SRI00REUSIN1R3E 

JUL-IN 00 05-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

JUL-IN 00 06-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

JUL-IN 00 07-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 91-N PADDLE SHAVER H07 Class Ir L0901 1764045086SRI00REUSIN1R3E 

SPE-IN 01 92-N PADDLE SHAVER H08 Class Ir L0901 1764045086SRI00REUSIN1R3E 

SPE-IN 01 93-N PADDLE SHAVER H10 Class Ir L0901 1764045086SRI00REUSIN1R3E 

SPE-IN 01 94-N PADDLE SHAVER H12 Class Ir L0901 1764045086SRI00REUSIN1R3E 

SPE-IN 01 95-N PADDLE SHAVER H14 Class Ir L0901 1764045086SRI00REUSIN1R3E 

JULIET ® TL 

DYN-IT 00 01-N MULTIAXIAL IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

DYN-IT 00 02-N CURETTE Class Ir L0901 1764045086SRI00REUSIN1R3E 

DYN-IT 00 04-N INTERLAMINA DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

DYN-IT 01 01-N IMPLANT HOLDER SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

DYN-IT 01 02-N IMPLANT HOLDER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

DYN-IT 01 03-N IMPLANT HOLDER HANDLE Class Ir L091001 1764045086SRI00REUSIN1R3E 

JUL-IN 16 00-N CURETTE Class Ir L0901 1764045086SRI00REUSIN1R3E 

JUL-IN 17 00-N PUSHER Class Ir L0903 1764045086SRI00REUSIN1R3E 

JULIET® AN 

DYN-IA 00 03-N EXTRACTION MALLET Class Ir L0903 1764045086SRI00REUSIN1R3E 

JULIET® Ti 

JIR-IN 00 01-N INSERT/ROTATE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

JIR-IN 00 02-N INSERT/ROTATE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

JUT-IN 00 01-N COMPACTION BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SPE-IN 01 83-N IMPLANT HOLDER MICRO Class Ir L091001 1764045086SRI00REUSIN1R3E 

PERLA ® 

CPF-IN 01 00-N BONE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 02 00-N PROBE Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 02 01-N PEDICLE PROBE CURVED  Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 03 00-N FEELER Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 08 00-N ADJUSTABLE DRILL Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 09 00-N DRILL GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 
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CPF-IN 10 00-N ADJUSTABLE DRILL GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 11 03-N TAP Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 11 04-N TAP Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 11 35-N TAP Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 12 00-N DRIVER T15 Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 13 00-N DRIVER T20 Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 13 01-N SETSCREW HOLDER DOUBLE T20 Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 13 02-N DRIVER T20 SOLID  Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 14 00-N DRIVER HEXA Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 15 00-N HOOK HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 16 00-N HOOK PREPARER Class Ir L091201 1764045086SRI00REUSIN1R3E 

CPF-IN 17 00-N PUSHER Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 18 00-N HEAD ALIGNER Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 19 00-N ROD HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 20 00-N ROCKER Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 21 0A-N REDUCER  Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 21 0B-N REDUCER  Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 21 0C-N REDUCER  Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 22 00-N SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 22 01-N SCREWDRIVER SLEEVE Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 22 02-N SCREWDRIVER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 22 03-N SCREWDRIVER HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

CPF-IN 22 04-N SPEED SCREWDRIVER SLEEVE Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 22 09-N PERLA LOCKING SCREWDRIVER SLEEVE Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 23 00-N COUNTER TORQUE Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 24 0L-N SAGITTAL BENDER LEFT Class Ir L091002 1764045086SRI00REUSIN1R3E 

CPF-IN 24 0R-N SAGITTAL BENDER RIGHT Class Ir L091002 1764045086SRI00REUSIN1R3E 

CPF-IN 25 0L-N CORONAL BENDER LEFT Class Ir L091002 1764045086SRI00REUSIN1R3E 

CPF-IN 25 0R-N CORONAL BENDER RIGHT Class Ir L091002 1764045086SRI00REUSIN1R3E 

CPF-IN 28 00-N ROD CUTTER Class Ir L091002 1764045086SRI00REUSIN1R3E 

CPF-IN 29 00-N ROD BENDER Class Ir L091002 1764045086SRI00REUSIN1R3E 

CPF-IN 31 00-N DISTRACTION FORCEPS Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 32 00-N COMPRESSION FORCEPS Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 34 00-N ROD GRIPPER Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 36 00-N CC SLEEVE Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 37 00-N PERSUADER Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 50 00-N U-JOINT OCCIPITAL TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 50 10-N U-JOINT OCCIPITAL ANGLED SLEEVE Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 51 00-N STRAIGHT OCCIPITAL DRILL ⌀3.2 Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 51 10-N U-JOINT OCCIPITAL DRILL ⌀3.2 Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 52 10-N STRAIGHT OCCIPITAL TAP ⌀4,2 Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 52 20-N U-JOINT OCCIPITAL TAP ⌀4.2 Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 53 00-N OCCIPITAL DRILL GUIDE L6 & L8 Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 53 10-N OCCIPITAL DRILL GUIDE L10 & L12 Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 53 20-N OCCIPITAL DRILL GUIDE L14 & L16 Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 54 00-N OCCIPITAL PLATE HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 55 00-N OCCIPITAL PLATE BENDER - HOLDER Class Ir L091002 1764045086SRI00REUSIN1R3E 

CPF-IN 55 10-N OCCIPITAL PLATE BENDER Class Ir L091002 1764045086SRI00REUSIN1R3E 

CPF-IN 56 00-N STRAIGHT OCCIPITAL SCREWDRIVER T15 Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 56 10-N U-JOINT OCCIPITAL SCREWDRIVER T15 Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 56 20-N U-JOINT OCCIPITAL TIGHTENER T20 Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 56 30-N OCCIPITAL COUNTER TORQUE Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 56 40-N 
OCCIPITAL COUNTER TORQUE FOR 

ADJUSTABLE ROD 
Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 62 00-N K-WIRE - BLUNT TIP Class Ir L091099 1764045086SRI00REUSIN1R3E 
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CPF-IN 63 00-N SCREWDRIVER - CANNULATED Class Ir L091001 1764045086SRI00REUSIN1R3E 

CPF-IN 64 04-N TAP Ø4,0 – CANNULATED Class Ir L091099 1764045086SRI00REUSIN1R3E 

CPF-IN 64 35-N TAP Ø3,5 – CANNULATED Class Ir L091099 1764045086SRI00REUSIN1R3E 

HAN-RA AO 20-N STRAIGHT HANDLE RATCHET AO Ø20 Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI AO 26-N 2.6 TORQUE LIMITING HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

SPE-IN 01 62-N SPEED SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SPE-IN 01 86-N TAP  Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 87-N TAP  Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 88-N TAP  Class Ir L091099 1764045086SRI00REUSIN1R3E 

PERLA ® NAV 

NAV-IN 20 02-N ADJUSTABLE NAV.DRILL GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

PERLA® TL 

HAN-SB RF ST-N STRAIGHT HANDLE RATCHET Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SB RF TE-N T-HANDLE RATCHET Class Ir L0999 1764045086SRI00REUSIN1R3E 

TLF-IN 00 00-N  BONE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 00 10-N PEDICLE SOUNDER Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 01 10-N PROBE - CURVED Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 01 20-N PROBE SMALL - CURVED Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 01 30-N PROBE BLUNT - STRAIGHT Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 01 40-N PROBE SQUARE - CURVED Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 01 50-N PROBE SQUARE - STRAIGHT Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 10-N TAP Ø10 (Ø10.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 40-N TAP Ø4 (Ø4.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 45-N TAP Ø4.5 (Ø5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 50-N TAP Ø5 (Ø5.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 55-N TAP Ø5.5 (Ø6 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 60-N TAP Ø6 (Ø6.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 65-N TAP Ø6.5 (Ø7 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 70-N TAP Ø7 (Ø7.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 80-N TAP Ø8 (Ø8.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 02 90-N TAP Ø9 (Ø9.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 03 00-N T25 SCREWDRIVER SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 03 10-N SCREWDRIVER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 03 20-N SCREWDRIVER SLEEVE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 03 30-N SCREWDRIVER SHAFT MS-PS Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 03 40-N SCREWDRIVER SHAFT SS Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 03 50-N SCREWDRIVER UNIVERSAL SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 03 60-N SCREWDRIVER PROTECTION SLEEVE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 04 00-N ROD BENDER Class Ir L091002 1764045086SRI00REUSIN1R3E 

TLF-IN 04 01-N ROD BENDER Class Ir L091002 1764045086SRI00REUSIN1R3E 

TLF-IN 04 10-N ROD BENDER EXTENSION  Class Ir L091002 1764045086SRI00REUSIN1R3E 

TLF-IN 04 20-N ROCKER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 04 30-N ROD PUSHER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 04 40-N DEROTATION FORCEPS Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 04 50-N ROD HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 05 00-N SETSCREW TUBE Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 05 10-N SETSCREW HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 05 20-N SETSCREW TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 05 30-N COUNTER TORQUE Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 05 35-N 

COUNTER TORQUE - ROD CONNECTOR 

ADAPTOR 

Class Ir 

L091099 

1764045086SRI00REUSIN1R3E 

TLF-IN 05 40-N FINAL TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 05 41-N FINAL TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 05 42-N FINAL TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 05 50-N SETSCREW HOLDER DOUBLE Class Ir L091001 1764045086SRI00REUSIN1R3E 
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TLF-IN 06 00-N PARALLEL COMPRESSOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 06 10-N END TIP 1 - STRAIGHT Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 06 20-N END TIP 2 - STRAIGHT Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 06 30-N END TIP 3 - OFFSET Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 06 40-N END TIP 4 - OFFSET Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 06 50-N PARALLEL DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 07 00-N COMPRESSOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 07 10-N DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 07 50-N ARTICULATED DISTRACTOR - FIXED ARM Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 07 51-N ARTICULATED DISTRACTOR - MOBILE ARM Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 07 60-N ARTICULATED DISTRACTOR- LEFT END TIP Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 07 61-N ARTICULATED DISTRACTOR - RIGHT END TIP Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 08 00-N HEAD ALIGNER Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 08 20-N CROSS CONNECTOR TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 08 30-N HOOK HOLDER / TAB BREAKER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 09 10-N PERSUADER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 11 00-N DRILL Ø3.1 Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 11 20-N BALL REAMER Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 11 30-N GUIDED REAMER Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 12 45-N CORTICAL TAP Ø4.5 (Ø4.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 12 50-N CORTICAL TAP Ø5.0 (Ø5.0 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 12 55-N CORTICAL TAP Ø5.5 (Ø5.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 12 60-N CORTICAL TAP Ø6.0 (Ø6.0 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 12 65-N CORTICAL TAP Ø6.5 (Ø6.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 12 75-N CORTICAL TAP Ø7.5 (Ø7.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 13 10-N CORTICAL SCREWDRIVER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 13 20-N CORTICAL SCREWDRIVER SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 14 00-N CLIPPING BASE Class Ir L091002 1764045086SRI00REUSIN1R3E 

TLF-IN 14 10-N HEAD CLIPPER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 14 20-N HEAD CLIPPER SHAFT STANDARD Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 14 30-N HEAD CLIPPER SHAFT REDUCTION Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 15 10-N SAGITTAL BENDER - RIGHT Class Ir L091002 1764045086SRI00REUSIN1R3E 

TLF-IN 15 20-N SAGITTAL BENDER - LEFT Class Ir L091002 1764045086SRI00REUSIN1R3E 

TLF-IN 15 30-N CORONAL BENDER - RIGHT Class Ir L091002 1764045086SRI00REUSIN1R3E 

TLF-IN 15 40-N CORONAL BENDER - LEFT Class Ir L091002 1764045086SRI00REUSIN1R3E 

TLF-IN 16 00-N REDUCER – PUSHER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 16 10-N REDUCER – TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 16 20-N REDUCER – UNILATERAL TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 16 90-N REDUCER – RESCUE DISCONNECTOR Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 17 00-N REDUCER – STRAIGHT HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

TLF-IN 17 10-N REDUCER – T-HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

TLF-IN 17 20-N REDUCER – HEXA CONNECTOR Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 18 00-N REDUCER LINK - HOOK RING Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 18 10-N REDUCER LINK - RING Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 18 18-N REDUCER LINK - ROD L180 Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 18 25-N REDUCER LINK - ROD L250 Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 18 30-N REDUCER LINK - ROD L300 Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 18 35-N REDUCER LINK - ROD L350 Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 18 40-N REDUCER LINK - ROD L400 Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 18 50-N REDUCER LINK - ROD L500 Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 19 00-N J-HOOK Class Ir L091099 1764045086SRI00REUSIN1R3E 

TLF-IN 19 10-N HOOK PUSHER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 19 20-N HOOK RANGE REMINDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 20 00-N ROD CUTTER Class Ir L091002 1764045086SRI00REUSIN1R3E 

TLF-IN 20 10-N ROD CUTTER – TABLE TOP ADAPTOR Class Ir L091002 1764045086SRI00REUSIN1R3E 
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TLF-IN 23 10-N LOCKING SCREWDRIVER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 23 30-N LOCKING SCREWDRIVER SHAFT MS-PS Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 23 40-N LOCKING SCREWDRIVER SHAFT SS Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 26 10-N REDUCER - TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 26 20-N REDUCER – UNILATERAL TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 33 10-N SHORT SCREWDRIVER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 33 20-N SHORT SCREWDRIVER SLEEVE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 33 30-N SHORT SCREWDRIVER SHAFT MS-PS Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 33 40-N SHORT SCREWDRIVER SHAFT SS Class Ir L091001 1764045086SRI00REUSIN1R3E 

TLF-IN 33 50-N SHORT UNIVERSAL SCREWDRIVER SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 09 00-N ALIGNMENT GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

PERLA® TL NAV 

NAV-IN 35 10-N PERLA TL NAV. CORTICAL SCREWDRIVER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

NAV-IN 35 46-N PERLA TL NAV. ADJUSTABLE DRILL GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

PERLA® TL MIS 

MPF-IN 01 00-N CANNULATED SCREWDRIVER SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 02 00-N XTAB SCREWDRIVER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 03 00-N ROD INSERTER 90° PASSING Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 03 01-N ROD INSERTER 90° - INNER SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 03 10-N ROD INSERTER 90° NON PASSING Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 04 00-N TROCAR AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 04 01-N TROCAR HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

MPF-IN 04 02-N NEEDLE CAP Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 05 00-N DILATOR TUBE #1 - A Class Ir L0915 1764045086SRI00REUSIN1R3E 

MPF-IN 05 01-N DILATOR TUBE #1 - B Class Ir L0915 1764045086SRI00REUSIN1R3E 

MPF-IN 06 01-N DILATOR TUBE #2 SERRATED  Class Ir L0915 1764045086SRI00REUSIN1R3E 

MPF-IN 06 10-N DILATOR TUBE #2 - PUSHER Class Ir L0915 1764045086SRI00REUSIN1R3E 

MPF-IN 07 00-N PROTECTIVE CANNULA Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 08 00-N ALIGNMENT GUIDE MIS Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 10 00-N XTAB SCREW RING Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 12 00-N K-WIRE BLUNT Ø1.6 NITINOL Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 12 02-N K-WIRE BLUNT Ø1.6 STAINLESS STEEL Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 13 00-N K-WIRE IMPACTOR Class Ir L0903 1764045086SRI00REUSIN1R3E 

MPF-IN 14 00-N XTAB SCREW SLEEVE Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 15 00-N PERSUADER Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 15 01-N PERSUADER KNOB Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 16 50-N CANNULATED TAP (Ø 5.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 16 60-N CANNULATED TAP (Ø 6.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 16 70-N CANNULATED TAP (Ø 7.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 16 80-N CANNULATED TAP (Ø 8.5 SCREW) Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 17 00-N XTAB BREAKER Class Ir L091002 1764045086SRI00REUSIN1R3E 

MPF-IN 18 00-N STABILIZER  Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 19 00-N SETSCREW TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 20 00-N PEDICLE PROBE  Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 23 00-N ROD INSERTER PERCUTANEOUS Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 26 00-N COUNTER TORQUE Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 27 00-N RECOVERY CENTERING GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 28 00-N RECOVERY TUBE Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 29 00-N RECOVERY RELEASE TUBE Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 30 00-N XTAB HEAD CLIPPER  Class Ir L0999 1764045086SRI00REUSIN1R3E 

MPF-IN 31 00-N XTAB HEAD CLIPPER SHAFT Class Ir L0999 1764045086SRI00REUSIN1R3E 

MPF-IN 32 00-N K-WIRELESS TUBE Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 33 00-N MODULAR SCREW BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 34 00-N SCREW ADJUSTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

MPF-IN 35 00-N K-WIRE TUBE Class Ir L091099 1764045086SRI00REUSIN1R3E 
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MPF-IN 36 00-N SCREW ATTACHMENT OTELO MIS Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 36 10-N SCREW ATTACHMENT ROMEO2 MIS Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 36 20-N SCREW ATTACHMENT THOMPSON - RIGHT Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 36 21-N SCREW ATTACHMENT THOMPSON - LEFT Class Ir L091099 1764045086SRI00REUSIN1R3E 

MPF-IN 38 00-N COUNTER TORQUE HANDLE Class Ir L091099 1764045086SRI00REUSIN1R3E 

ROMEO® 2 

ELL-IN 00 05-N ROCKER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 00 07-N DISTRACTION FORCEPS Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 08-N COMPRESSION FORCEPS Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 09-N ROD BENDER Class Ir L091002 1764045086SRI00REUSIN1R3E 

ELL-IN 00 13-N CURETTE Class Ir L0901 1764045086SRI00REUSIN1R3E 

ELL-IN 00 21-N SCREW DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 24-N MARKER RIGHT Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 25-N MARKER LEFT Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 26-N SAGITTAL BENDER LEFT Class Ir L091002 1764045086SRI00REUSIN1R3E 

ELL-IN 00 27-N CORONAL BENDER LEFT Class Ir L091002 1764045086SRI00REUSIN1R3E 

ELL-IN 00 29-N PEDICLE PREPARER Class Ir L091201 1764045086SRI00REUSIN1R3E 

ELL-IN 00 30-N LAMINA PREPARER Class Ir L091201 1764045086SRI00REUSIN1R3E 

ELL-IN 00 31-N HOOK HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 00 32-N HOOK PUSHER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 00 33-N HEXAGONAL WRENCH Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 00 34-N REDUCER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 00 36-N 3.5 TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 39-N ROD PUSHER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 00 40-N J-HOOK Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 43-N TAB BREAKER Class Ir L091002 1764045086SRI00REUSIN1R3E 

ELL-IN 00 45-N DRILL GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 46-N ADJUSTABLE DRILL GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 47-N DRILL Ø3.2 Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 49-N FINAL TIGHTENER 13 HEXAGON Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 50-N FINAL TIGHTENER 13 HEXALOBE Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 00 51-N ROD GRIPPER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 00 52-N DEROTATION FORCEPS Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 01 02-N PEDICLE SOUNDER Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 01 03-N SCREWDRIVER SHAFT PS Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 01 04-N IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 01 07-N PARALLEL DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 01 08-N PARALLEL COMPRESSOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 01 10-N SETSCREW HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 01 11-N COUNTER TORQUE Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 01 15-N SETSCREW TUBE Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 01 16-N SCREWDRIVER SHAFT SS Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 01 18-N DEROTATION FORCEPS Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 01 19-N ROD PERSUADER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 01 20-N SCREWDRIVER SHAFT MS Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 01 23-N PEDICLE PROBE SMALL Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 01 26-N SAGITTAL BENDER RIGHT Class Ir L091002 1764045086SRI00REUSIN1R3E 

ELL-IN 01 27-N CORONAL BENDER RIGHT Class Ir L091002 1764045086SRI00REUSIN1R3E 

ELL-IN 01 31-N HOOK HOLDER LATERAL  Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 01 34-N REDUCER T-HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

ELL-IN 02 01-N BONE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 02 08-N STRAIGHT ENDTIP Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 02 10-N SETSCREW HOLDER DOUBLE Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 02 11-N COUNTER TORQUE Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 02 22-N PEDICLE PROBE Class Ir L091099 1764045086SRI00REUSIN1R3E 
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ELL-IN 02 23-N PEDICLE PROBE SMALL Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 02 24-N PEDICLE PROBE STRAIGHT Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 02 25-N PEDICLE PROBE LENKE CURVED Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 02 26-N PEDICLE PROBE LENKE STRAIGHT Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 02 31-N HOOK HOLDER AXIAL Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 03 06-N DYNAMOMETRIC TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 03 08-N OFFSET ENDTIP Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 03 10-N SETSCREW HOLDER W Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 03 11-N COUNTER TORQUE Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 03 19-N PERSUADER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 04 06-N SETSCREW TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 04 08-N LONG STRAIGHT ENDTIP - RIGHT Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 05 03-N SCREWDRIVER SHAFT PS Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 05 06-N FINAL TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 05 08-N LONG STRAIGHT ENDTIP - LEFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 05 10-N SETSCREW HOLDER H Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 06 03-N LOCKING SCREWDRIVER SHAFT PS  Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 06 08-N LONG OFFSET ENDTIP - RIGHT Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 06 10-N LONG SETSCREW HOLDER H Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 06 16-N LOCKING SCREWDRIVER SHAFT SS Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 06 20-N LOCKING SCREWDRIVER SHAFT MS  Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 07 06-N SETSCREW TIGHTENER Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 07 08-N LONG OFFSET ENDTIP - LEFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 08 06-N FINAL TIGHTENER  Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 10 34-N REDUCER QR Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 12 01-N BONE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 20 03-N SCREWDRIVER SLEEVE Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 20 34-N QR REDUCER Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 21 03-N SCREWDRIVER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 21 34-N QR REDUCER LINK Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 22 03-N LOCKING SCREWDRIVER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 22 34-N QR REDUCER LINK - BRIDGE Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 23 34-N RIBAC Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 31 34-N QR REDUCER - OUTER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 32 34-N QR REDUCER - INNER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-IN 33 34-N QR REDUCER - HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

ELL-IN 40 30-N TAP Ø 4 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 45 30-N TAP Ø 4.5 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 50 30-N TAP Ø5 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 55 30-N TAP Ø 5.5 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 60 30-N TAP Ø6 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 65 30-N TAP Ø 6.5 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

ELL-IN 75 30-N TAP Ø 7.5 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

HAN-SI MD ST-N STRAIGHT HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI MD TE-N T-HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI RA ST-N STRAIGHT RATCHETING HANDLE  Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI RA SX-N STRAIGHT RATCHETING HANDLE / XL Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI RA TE-N RATCHETING T-HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI RF ST-N FINE PITCH STRAIGHT RATCHETING HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI RF TE-N FINE PITCH RATCHETING T-HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI SH ST-N MODULAR STRAIGHT HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SS SH 01-N SLAP HAMMER Class Ir L0903 1764045086SRI00REUSIN1R3E 

HAN-SS SH 02-N IMPACTOR CAP Class Ir L0903 1764045086SRI00REUSIN1R3E 

HAN-SS TY 14-N QR REDUCER T-HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

SPE-IN 00 97-N IN-LINE PERSUADER Class Ir L091001 1764045086SRI00REUSIN1R3E 
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SPE-IN 01 31-N L-OSTEOTOME 12*12 Class Ir L090401 1764045086SRI00REUSIN1R3E 

SPE-IN 01 32-N STRAIGHT OSTEOTOME 1*12 Class Ir L090401 1764045086SRI00REUSIN1R3E 

SPE-IN 01 72-N LONG SCREWDRIVER SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

ELL-BX 10 00-N          ROMEO® FULL SET                                                       Class Ir                      L0999                         1764045086SRI00REUSIN1R3E 

ROMEO® 2 MIS

MIS-IN 02 00-N K-WIRE BLUNT Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 03 10-N TROCAR 3 IN 1 - AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 03 13-N TROCAR 3 IN 1 - STICK Class Ir L0312 1764045086SRI00REUSIN1R3E 

MIS-IN 03 14-N TROCAR 3 IN 1 -  T-HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

MIS-IN 03 15-N TROCAR 3 IN 1 -  NEEDLE Class Ir L0312 1764045086SRI00REUSIN1R3E 

MIS-IN 03 16-N TROCAR 3 IN 1 -  TI STICK Class Ir L0312 1764045086SRI00REUSIN1R3E 

MIS-IN 04 00-N DILATOR TUBE # 2  Class Ir L0915 1764045086SRI00REUSIN1R3E 

MIS-IN 05 00-N DILATOR TUBE # 3 Class Ir L0915 1764045086SRI00REUSIN1R3E 

MIS-IN 06 02-N DILATOR TUBE # 4 SERRATED Class Ir L0915 1764045086SRI00REUSIN1R3E 

MIS-IN 06 06-N DILATOR TUBE 4 PUSHER Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 17 01-N CLIPPING TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 19 03-N CLIPPING TUBE OPEN Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 19 04-N CLIPPING TUBE OPEN Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 21 00-N PERSUADER Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 26 00-N RELEASE TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 28 01-N UNIVERSAL TUBE  Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 29 00-N STABILIZER Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 30 00-N K WIRE TUBE  Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 33 01-N SCREWDRIVER SHAFT PS CANNULATED  Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 34 00-N PEDICLE PROBE  Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 35 02-N ROD INSERTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 38 00-N K WIRE IMPACTOR Class Ir L0903 1764045086SRI00REUSIN1R3E 

MIS-IN 39 00-N DILATOR TUBE # 5 Class Ir L0915 1764045086SRI00REUSIN1R3E 

MIS-IN 40 01-N PERCUTANEOUS ROD HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

MIS-IN 41 00-N COMPRESSION FORCEPS Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 42 00-N DISTRACTION FORCEPS Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 45 00-N CENTERING GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 47 05-N CANNULATED TAP Ø 4.5 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 47 06-N CANNULATED TAP Ø 5.5 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 47 07-N CANNULATED TAP Ø 6.5 X 30 Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 49 00-N UNCLIPPER SLEEVE Class Ir L0999 1764045086SRI00REUSIN1R3E 

MIS-IN 51 00-N INCISION TEMPLATE Class Ir L091099 1764045086SRI00REUSIN1R3E 

MIS-IN 52 10-N TROCAR HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

MIS-IN 52 11-N NEEDLE CAP Class Ir L0903 1764045086SRI00REUSIN1R3E 

MIS-IN 52 12-N TROCAR NEEDLE Class Ir L0312 1764045086SRI00REUSIN1R3E 

MIS-IN 52 13-N TROCAR AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

ROMEO® 2 NAV

NAV-IN 10 02-N NAV. SCREWDRIVER SLEEVE Class Ir L091001 1764045086SRI00REUSIN1R3E 

ROMEO® 2 PAD

PAD-IN 01 00-N SPINOUS PROCESS PREPARER Class Ir L091201 1764045086SRI00REUSIN1R3E 

PAD-IN 03 00-N IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

PAD-IN 04 00-N COMPACTION BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

PAD-IN 05 00-N COMPACTOR Class Ir L091001 1764045086SRI00REUSIN1R3E 

PAD-IN 06 00-N COMPRESSION FORCEPS Class Ir L091099 1764045086SRI00REUSIN1R3E 

PAD-IN 07 00-N REVISION SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

PAD-IN 08 00-N CURETTE Class Ir L0901 1764045086SRI00REUSIN1R3E 

PAD-IN 10 00-N LOCKING PLATE INSERTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

PAD-IN 11 00-N MULTIAXIAL PLATE INSERTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

PAD-IN 12 00-N SPINOUS PROCESS COMPRESSION FORCEPS Class Ir L091099 1764045086SRI00REUSIN1R3E 

PAD-IN 13 00-N ANGULATED COMPRESSION FORCEPS  Class Ir L091099 1764045086SRI00REUSIN1R3E

ORTOFIX
Highlight



 

EU DECLARATION OF 
CONFORMITY 

DoC-
TDSRI 

 

Form 4 of WI-09-09-MDR Rev 5  Page 12 sur 15 

PAD-IN 14 00-N PLATE ADJUSTER  Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCARLET ® 

SCA-IC 03 00-N IMPLANT HOLDER TUBE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 03 05-N IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 03 06-N IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 03 07-N IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 03 08-N IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 03 09-N IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 03 10-N IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 04 00-N COMPACTION BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 05 00-N STRAIGHT SQUARE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IC 05 01-N ANGLED SQUARE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IC 06 00-N STRAIGHT SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 06 01-N ANGLED SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 07 00-N SCREWDRIVER FOR PINS Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 08 00-N EXTRACTOR Class Ir L091101 1764045086SRI00REUSIN1R3E 

SCA-IC 09 00-N STRAIGHT DRILL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IC 10 00-N ANGLED DRILL Class Ir L091099 1764045086SRI00REUSIN1R3E 

HAN-SI AO 08-N AO HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI DY 13-N 

AO CONNECTION DYNAMOMETRIC HANDLE 

1.3NM 

Class Ir 

L0999 

1764045086SRI00REUSIN1R3E 

SCA-IN 01 00-N 

DISTRACTOR PARALLEL INTERSOMATIC 

ENDTIP 

Class Ir 

L091099 

1764045086SRI00REUSIN1R3E 

SCARLET ® AC-T 

SCA-IC 11 05-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 11 06-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 11 07-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 11 08-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 11 09-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 11 10-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 12 05-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 12 06-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 12 07-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 12 08-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 12 09-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 12 10-N LOW-PROFILE IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IC 13 00-N STRAIGHT CUTTING SQUARE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IC 13 01-N ANGLED CUTTING SQUARE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCARLET® AL-T 

HAN-SI AO PA-N TORQUE LIMITING HANDLE (1NM) Class Ir L0999 1764045086SRI00REUSIN1R3E 

HAN-SI MH SM-N STRAIGHT HANDLE (HUDSON CONNECTION) Class Ir L0999 1764045086SRI00REUSIN1R3E 

SCA-IN 01 01-N IMPLANT HOLDER SMALL/MEDIUM Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 01 02-N IMPLANT HOLDER SMALL/MEDIUM Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 01 03-N IMPLANT HOLDER SMALL/MEDIUM Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 01 04-N IMPLANT HOLDER SMALL/MEDIUM Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 02 00-N IMPLANT HOLDER LARGE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 02 01-N IMPLANT HOLDER LARGE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 02 02-N IMPLANT HOLDER LARGE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 02 03-N IMPLANT HOLDER LARGE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 03 00-N LATERAL IMPLANT HOLDER SMALL/MEDIUM Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 03 01-N LATERAL IMPLANT HOLDER SMALL/MEDIUM Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 03 02-N LATERAL IMPLANT HOLDER SMALL/MEDIUM Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 03 03-N LATERAL IMPLANT HOLDER SMALL/MEDIUM Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 04 00-N LATERAL IMPLANT HOLDER LARGE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 04 01-N LATERAL IMPLANT HOLDER LARGE Class Ir L091001 1764045086SRI00REUSIN1R3E 
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SCA-IN 04 02-N LATERAL IMPLANT HOLDER LARGE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 04 03-N LATERAL IMPLANT HOLDER LARGE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 05 00-N TRIAL INSERTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 06 00-N CAMLOCKER DRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 07 00-N COMPACTION BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 08 00-N RASP, STRAIGHT, 14MM Class Ir L091201 1764045086SRI00REUSIN1R3E 

SCA-IN 09 00-N STRAIGHT RING CURETTE, 11MM Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 09 01-N ANGLED RING CURETTE, 11MM Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 09 02-N STRAIGHT RING CURETTE Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 09 03-N ANGLED RING CURETTE Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 10 01-N COBB, 25MM, 10° UP Class Ir L0902 1764045086SRI00REUSIN1R3E 

SCA-IN 10 02-N FLAT COBB, 30MM Class Ir L0902 1764045086SRI00REUSIN1R3E 

SCA-IN 11 00-N CUP CURETTE, STRAIGHT, SIZE “0” Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 11 01-N CUP CURETTE, ANGLED DOWN, SIZE “0” Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 12 00-N CUP CURETTE, STRAIGHT, SIZE “2” Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 12 01-N CUP CURETTE, ANGLED DOWN, SIZE “2” Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 13 00-N LEKSELL DOUBLE-ACTION RONGEUR, 8MM Class Ir L091302 1764045086SRI00REUSIN1R3E 

SCA-IN 14 08-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 14 10-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 14 12-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 14 14-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 14 16-N DISC SHAVER Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 15 00-N PADDLE DISTRACTOR HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 15 07-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 15 08-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 15 09-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 15 10-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 15 11-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 15 12-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 15 13-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 15 14-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 15 15-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 15 16-N PADDLE DISTRACTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 16 00-N LATERAL IMPLANT HOLDER SCREW M4X0.7 Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 17 00-N HUDSON CONNECTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-IN 18 00-N THREADED SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 19 00-N COMPACTOR Class Ir L091001 1764045086SRI00REUSIN1R3E 

SCA-IN 24 00-N CUP CURETTE, STRAIGHT, SIZE “4” Class Ir L0901 1764045086SRI00REUSIN1R3E 

SCA-IN 24 01-N CUP CURETTE, ANGLED DOWN, SIZE “4” Class Ir L0901 1764045086SRI00REUSIN1R3E 

SJT-IN 01 00-N STRAIGHT SQUARE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SJT-IN 01 01-N ANGLED SQUARE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SJT-IN 01 03-N STRAIGHT SQUARE AWL LIGHT Class Ir L091099 1764045086SRI00REUSIN1R3E 

SJT-IN 02 00-N  STRAIGHT DRILL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SJT-IN 02 01-N U-JOINT DRILL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SJT-IN 03 00-N STRAIGHT SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SJT-IN 03 01-N U-JOINT SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SJT-IN 03 02-N REVISION SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SJT-IN 04 00-N SCREW LOADER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SJT-IN 05 00-N U-JOINT GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

SCA-BX 40 01-N        SCARLET AL-T CAGE INSTRUMENTS SET                    Class Ir                      L0999                         1764045086SRI00REUSIN1R3E 

SPECIAL

SPE-IN 00 05-N SQUARE AWL BAYONETED Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 00 06-N SCREW HEAD ORIENTATOR BAYONETED Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 00 08-N HUDSON ADAPTOR Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 00 10-N FLIP DRILL GUIDE , Ø 3.2 X 30 / 35 MM Class Ir L091099 1764045086SRI00REUSIN1R3E

ORTOFIX
Highlight



 

EU DECLARATION OF 
CONFORMITY 

DoC-
TDSRI 

 

Form 4 of WI-09-09-MDR Rev 5  Page 14 sur 15 

SPE-IN 00 32-N IMPACTOR Class Ir L0903 1764045086SRI00REUSIN1R3E 

SPE-IN 00 33-N PEDICLE SOUNDER Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 00 36-N SETSCREW TUBE H Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 00 38-N VARIABLE ENDTIP ROD HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

SPE-IN 00 51-N L-OSTEOTOME Class Ir L090401 1764045086SRI00REUSIN1R3E 

SPE-IN 00 52-N STRAIGHT OSTEOTOME Class Ir L090401 1764045086SRI00REUSIN1R3E 

SPE-IN 00 68-N IMPLANT HOLDER MICRO Class Ir L091001 1764045086SRI00REUSIN1R3E 

SPE-IN 00 69-N IMPLANT HOLDER H Class Ir L091001 1764045086SRI00REUSIN1R3E 

SPE-IN 00 76-N TROCAR 3 IN 1- LONG TIP AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 42-N RIBAC R Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 43-N RIBAC L  Class Ir L091099 1764045086SRI00REUSIN1R3E 

SPE-IN 01 55-N SCREWDRIVER SHAFT PS STRAIGHT Class Ir L091001 1764045086SRI00REUSIN1R3E 

SPE-IN 01 61-N PLUNGER Class Ir L091001 1764045086SRI00REUSIN1R3E 

OTELO® MIS

OTO-BX 10 01-N       OTELO MIS RETRACTOR                                              Class Ir                        L0915                        1764045086SRI00REUSIN1R3E 

TRYPTIK®

MOS-IN 00 01-N BONE AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

MOS-IN 00 02-N IMPLANT HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

MOS-IN 00 03-N SCREWDRIVER 2.5 Class Ir L091001 1764045086SRI00REUSIN1R3E 

MOS-IN 00 05-N COMPACTOR BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

MOS-IN 00 10-N REVISION SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRYPTIK® Ti

TRY-IN 50 00-N IMPLANT HOLDER SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 50 01-N IMPLANT HOLDER Class Ir L0999 1764045086SRI00REUSIN1R3E 

TRY-IN 50 02-N IMPLANT HOLDER WITH STOP Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 51 00-N HANDLE SHAFT Class Ir L0999 1764045086SRI00REUSIN1R3E 

TRY-IN 51 02-N SILICONE HANDLE Class Ir L0999 1764045086SRI00REUSIN1R3E 

TRY-IN 52 00-N COMPACTOR Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 53 00-N COMPACTION BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 54 00-N EXTRACTION MALLET  Class Ir L0903 1764045086SRI00REUSIN1R3E 

TRYPTIK®2 C-Plate

TRY-IN 10 05-N ADS GUIDE FIXED 0° Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRY-IN 10 06-N ADS GUIDE FIXED 15° Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRY-IN 11 00-N SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 11 01-N REVISION SCREWDRIVER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 12 00-N AWL Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRY-IN 13 12-N DRILL BIT Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRY-IN 13 14-N DRILL BIT Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRY-IN 13 16-N DRILL BIT Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRY-IN 14 00-N PIN INSERTER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 14 01-N PIN INSERTER, INNER SHAFT Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 15 00-N TEMPORARY END PIN Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRY-IN 15 01-N TEMPORARY HOLE PIN Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRY-IN 16 00-N PLATE BENDER Class Ir L091002 1764045086SRI00REUSIN1R3E 

TRY-IN 18 00-N BAYONETED PLATE HOLDER Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 19 00-N DRILL GUIDE Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRY-IN 21 00-N SCREW BASE Class Ir L091001 1764045086SRI00REUSIN1R3E 

TRY-IN 22 00-N DRILL GUIDE, FIXED, 15° Class Ir L091099 1764045086SRI00REUSIN1R3E 

TRYPTIK®CC

TRY-IN 01 00-N COMPACTOR Class Ir L091001 1764045086SRI00REUSIN1R3E
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Annex to the Declaration of Conformity  

Surgical Reusable Instrumentation 

List of common specifications 

 

No common specification applicable. 
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DISTRIBUTION AGREEMENT 

  
 

 
BETWEEN THE UNDERSIGNED: 

 

 
Spineart SA, a limited liability company having its head offices located 3 Chemin du Pré-Fleuri; 

1228 Plan-les-Ouates; Switzerland, registered with the Commercial and Trade Register of 
Geneva under the federal number CH-660-1013005-1,  

 

Represented by Mr. Stéphane Mugnier 
 

Hereinafter referred to as “Spineart SA”; 
ON THE FIRST HAND, 

 
AND: 

ORTOFIX, a corporation having its head offices located at Str Mt Gurie Grosu 15/4 2028 Chisinau; 

Moldova represented by Roman Bolocan duly authorized for the present purposes, 
 

Hereinafter referred to as the “Distributor”; 
ON THE SECOND HAND, 

 

Hereinafter referred to individually as a “Party” and collectively as the “Parties”, 
 

 
THE FOLLOWING HAS PREVIOUSLY BEEN DECLARED: 

 
Spineart SA is specialized in the designing, manufacturing and marketing of medical devices for 

the spinal surgery. Being the owner or exclusive user of a certain number of patents and brands, 

Spineart SA distributes its products in Switzerland and abroad under its trademark Spineart SA 
and other brands depending on the products. 

 
This exploitation requires the respect of international standards such as EC markings according 

to European Directive 93/42 and the ISO certification 9001:2008 and ISO 13485:2003, specially 

qualified staff and logistic means (including but not limited to: place of storage, transportation, 
product follow-up devices) specially adapted. 

 
It has become necessary to organize the marketing of these products within a network of 

distributors combining these qualities. The implementation of such network is indispensable for 
the development of products which themselves necessitate specific marketing methods in 

accordance with quality requirements in the medical sector. 

 
Consequently, Spineart SA has decided to entrust the exclusive distribution of certain products to 

specialized distributors who will be in charge of selling the products in a given territory. 
 

The Distributor is specialized in the sale of medical devices, notably implants devised for surgery 

of the spine. As a result of this activity, it possesses a specially qualified staff and logistic means 
(including but not limited to: place of storage, transportation, product follow-up tools) specially 

adapted. Some documentation describing the activity of the Distributor is attached in Appendix 
6. 

 

After being informed of the mutual obligations of the Parties, the Distributor wishes to obtain the 
title of exclusive distributor of Spineart SA products. In return Spineart SA wishes to grant such 

title to the Distributor. 
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Therefore, the Parties have agreed to develop their relationships on the basis of the terms of the 

Contract, pursuant to the terms and conditions set forth in the Contract. 
 

IT HAS THEREFORE BEEN AGREED ON THE FOLLOWING: 
 

Definitions: 

 
1. “Brands” shall mean the brands, trademarks, names of Products including Spineart SA 

corporate identity symbols (logos) registered with accredited national and international 
bodies such as INPI and OMPI as well as any other names used by Spineart SA; 

2. “Client(s)” shall mean a surgeon or an hospital as well as a clinic, private or public, 

including any sub distributor or wholesaler; 
3. “Contract” shall mean this Distribution Agreement and its Appendices; 

4. “Intellectual Property” shall mean the intellectual property rights on patents, 
brands, product names, designs, models held by Spineart SA relative to Products; 

5. “Product(s)” shall mean finished one or several products manufactured and/or 
commercialized by Spineart SA as listed in Appendix 1 (the list of Products); this 

Appendix 1 does not include all the products manufactured, marketed and 

commercialized by Spineart SA, and nothing herein shall be construed to require 
Spineart SA to sell such other products to Distributor; 

6. “Sub-distributor(s)” shall refer to any Sub-distributor to whom Distributor is entitled 
to entrust the distribution of Products according to the provisions of the Contract; 

7. “Territory” shall mean the geographical zone covered by the Contract as described 

in Appendix 2. 
 

 
Article 1 Purpose 

 
The Contract shall define the general conditions of the collaboration between the Parties and 

more particularly, the supplying conditions of Products to Distributor by Spineart SA, the 

distribution, the marketing, the commercialization, the promotion of Products in the Territory and 
the mutual obligations of the Parties in the carrying out of the Contract. 

 
 

Article 2 Appointment – Assigning of rights – relations between the Parties 

 
2.1 Spineart SA hereby assigns to Distributor, subject to the terms and conditions of the 

Contract, the exclusive right to market and sell the Products to the Clients in the Territory, 
eventually through Sub-distributors in the conditions set forth in the Contract. Subject to 

the terms of this Contract, such modification to “Territory” or to the list of Products will 
be the object of a written amendment to the Contract. 

 

The Distributor shall obtain supplies under the Spineart SA trademark exclusively from 
Spineart SA for the purchase of Products that it shall market and sell to the Clients in the 

Territory. 
 

The Distributor shall respect the exclusivity assigned by Spineart SA to other distributors 

and shall refrain from developing outside the Territory an active sales policy through any 
means whatsoever, through advertising or promotional actions, through the Internet or 

through the establishment of a sales point. Subject to the terms of this Contract, 
Spineart SA agrees not to directly or indirectly or through third parties other than the 

Distributor, sell the Products in the Territory. 

 
In the case where Distributor is contacted directly by a customer situated outside the 

Territory, in absence of any doorstep selling, he should immediately inform Spineart SA. 
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Except for these products listed in Appendix 8, Distributor undertakes, for himself and on 
behalf of its Sub-distributors, to distribute no other products potentially competing 

Products,  
 

More generally, the other products marketed by the Distributor shall not harm the 

marketing of Products. 
 

Spineart SA may, from time to time, make any changes in the composition, nature and 
labeling of any Product as it shall deem necessary or desirable, or, at any time, delete or 

cease to sell any Product from the list of Product. Such deletion of any Product shall not 

be interpreted by the Distributor as termination, even partial, of the Contract. Spineart SA 
undertakes to notify the Distributor of any changes in or deletion of the Products at least 

(six) 6 months in advance.  
 

Spineart SA may also commercialize or sell in the Territory, directly or with another 
distributor, any other product which is not on the list of Products, as well as offer the 

Distributor to sell such other products, being understood this offer cannot be construed 

as an obligation for neither Spineart SA to sell such other products to Distributor nor for 
the Distributor to purchase and sell such other products. If and when the Parties agree 

on sale of such new products, those shall be added to the list of the Products pursuant 
to a written agreement to be concluded between the Parties to that effect.  

 

Distributor acknowledges and agrees that Spineart SA may give or sell Products directly 
to Clients or customers in the Territory only for special activities such as clinical trials, 

product evaluation, or product development.  
 

2.2 Spineart SA also grants Distributor, who accepts, a license, for the duration of the 
Contract, to utilize the Brands on the Territory for the promotion, distribution and sale of 

Products. 

 
2.3 The exclusivity is granted by the Contract as far as the Distributor can attain the 

objectives set between the Parties; thus, also pursuant to article 5.4, in the case where 
the Minimum half year turnover has not been attained Spineart SA may terminate said 

exclusivity, upon two (2) weeks prior notice to the Distributor. 

 
If the Minimum half year turnover has not been attained by the Distributor Spineart SA 

may instead modify the Territory and/or the list of Products upon 2 weeks prior notice to 
the Distributor. 

 
2.4 The Distributor will buy and sell the Products under its own name and on its own account. 

The Contract cannot be assimilated to a “relation d’agent” or an employment contract 

between the Parties. 
 

Subject to the provision of article 10.6, it is agreed that Distributor shall be entitled to 
entrust the distribution of the Products in parts of the Territory to one or more Sub-

distributors, provided that each said Sub-distributor is bound up with all the obligations 

applicable to and the undertakings taken by the Distributor, as if the considered Sub-
distributor had signed the Contract as Distributor, except for the provisions of article 3 

here under. 
 

Thereby, Distributor will endorse the responsibility to collect a contractual undertaking 

from each Sub-distributor to conform to the provisions of the Contract, and to provide 
the Sub-distributor with a copy of the Contract duly annexed to say contractual 

undertaking. 
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Distributor shall report upon Spineart SA’s request the identities and the description of 
the territory, the resources and the activities of the Sub-distributors. This reporting shall 

be updated annually when Parties shall meet to define the objectives in terms of Minimum 
half year turnover to be attained for the coming year, according to article 5.4 here under. 

 

Spineart SA shall be entitled, within a one (1) month period as from the receipt of said 
reporting, to refuse any contemplated sub-distributor other than the Sub-distributor 

whose title is given above among the parties to the Contract. In such a case, Distributor 
shall refrain to entrust such sub-distributor with the distribution of any of the Products. 

 

The Distributor shall defend by any means Spineart SA from any prejudice Spineart SA 
could suffer from any non-conformity to the Contract imputable to any Sub-distributor. 

 
Any Sub-distributor shall be directly liable towards Spineart SA according to any obligation 

or undertaking taken by Distributor in the Contract. It is agreed that Spineart SA shall be 
entitled to present claims or sue directly any Sub-distributor who does not conform to 

the provisions of the Contract. 

 
The Products delivered shall always be paid by Distributor to Spineart SA notwithstanding 

the Distributor’s choice to call on Sub-distributors, Spineart SA undertakes to refrain from 
accepting direct orders from Sub-distributors, provided that Distributor conforms to the 

provision of the Contract and notably set forth in articles 5 and 10. 

 
 

Article 3 Duration 
 

The Contract will enter into effect on the Signature date of the Contract and shall remain in effect 
until the 31st of December 2022. However, during the first year, it can be freely terminated by 

either party subject to a notice period of seventy-five (75) days. 

 
At the end of this period, the Contract will be renewed by tacit agreement for successive two-

years periods except in case of termination to be freely notified by either of the Parties by 
registered letter with record of receipt ninety (90) days before the date of renewal. Such 

notification entails automatically the termination of the exclusivity granted to the Distributor on 

the Territory. 
 

The Contract can also be terminated pursuant to the provisions of article 10 and also at any time 
if the Distributor does not comply with the Minimum half year turnover provided herein after, 

pursuant to articles 2.3, 5.3, 5.4 and 10.2. 
 

 

Article 4 Purchase – Sale and resale of the Products 
 

4.1 The orders shall be registered and processed according to the terms and conditions of 
the Contract as well as the general sale conditions of Spineart SA. The general conditions 

of the Distributor will not be binding as against Spineart SA. Any modification of the terms 

and conditions of the Contract by Spineart SA as well as of its general sales conditions 
will be effective for any future orders, thirty (30) days after their notification to the 

Distributor. 
 

4.2 Distributor shall provide to Spineart SA a six (6) month advance sales forecast, at the end 

of each calendar quarter. 
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4.3 Distributor agrees to pass all orders to Spineart SA in writing. The latter will provide an 

acknowledgment of receipt of each order six (6) business days at the latest following 
receipt of same. When exceeding an amount of 30’000 Euros (Thirty Thousand Euros) 

per order, Spineart SA may request for particular guarantees of payment from the 
Distributor. When an order is confirmed, Spineart SA shall make its best efforts to process 

and deliver the Products within a delay of six (6) weeks as from receipt of the order. Said 

delays are for indication purposes only and Spineart SA shall not be responsible for loss 
or damage suffered by the Distributor or any third party as a result of delays in delivery 

of accepted orders. 
 

No accepted and confirmed purchase orders shall be modified or cancelled by both 

Parties, including cases of deletion of certain Products. 
 

4.4 The Parties to the Contract hereby agree that the applicable prices shall be the 
Spineart SA prices in force the day of the order. Said prices are attached in Appendix 1 

of the Contract. Prices shall be reasonably updated by the Parties on anniversary dates 
of the Contract. Except case described here after, prices should not exceed an increase 

of 3% per annum. Such update shall be made at the latest on each 30th of September. 

Price update should be applicable on anniversary dates of the Contract. Notwithstanding 
the above, should the production costs increase more than 10% over a six (6) months 

period, the Products prices shall be reasonably updated by the Parties at their earliest 
convenience. 

Previous prices shall remain into force until an agreement is reached. Parties shall procure 

their best efforts to find this agreement. 
 

4.5 The Products are billed Ex Works (EXW). 
 

4.6 The entirety of the risks incurred by the Products is transferred to the Distributor (or its 
Sub-distributors) upon delivery of said Products to the forwarding agent (EXW). The 

Distributor shall be responsible for securing the insurance to cover risk of loss to the 

Products during shipment. 
 

4.7 Invoices are issued and payments are made in Euros, and pursuant to the conditions 
mentioned on the invoice. The amount of the invoices and their payments are to be 

considered without set-off or counterclaim and free and clear of and without deduction 

for any other charges of any kind. The Products prices do not include insurance, freight, 
customs duties, taxes and other similar charges, which shall be the responsibility of the 

Distributor. All exchange, interest, banking collection and other charges shall be at the 
Distributor's expense. 

 
4.8 For the first order, the minimum amount and the payment terms are specified in clause 

5.3. For subsequent orders payment conditions are 100% before delivery.. The execution 

of orders is therefore subject to the payment conditions by the Distributor. 
 

The decision of Products delivery postponement by Spineart SA shall not require prior 
written notification to the Distributor. However, Spineart SA agrees to notify the 

Distributor of such a decision by no later than six (6) business days following its first 

rejection of supply.  
 

4.9 The transfer of title to the Distributor of Products delivered is subject to the effective 
payment of the whole price, in principal, interest and accessory, within the agreed term. 

 

In case of non-payment on the agreed settlement date and two days after unsuccessfully 
serving notice, Spineart SA may request immediate restitution of Products at the 

Distributor’s expense. 
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4.10 The Distributor (or its Sub-distributors) shall be free to set his own resale prices of 
Products on the Territory. Said prices should be competitive and respect the legislation 

in force. However, Spineart SA may provide the Distributor with a sample pricelist, which 
applies in the Territory and complies with the reputation and market positioning of the 

Products. In the case the Distributor call on Sub-distributor(s), the Distributor shall ensure 

that the resale prices practiced by the Sub-distributor(s) comply with these requirements.  
  

 
Article 5 Overall obligations of the Distributor 

 

5.1 The Distributor agrees to take the necessary steps to register, apply for, obtain and 
maintain fully administrative or other authorizations or licenses necessary to import, 

export, promote, market, use and sell the Products on the Territory. The Distributor shall 
be solely responsible for respecting the legislation in force on the Territory with regard 

to the importation, exportation, promotion, marketing, distribution, commercialization, or 
use of Products. This commitment concerns notably markings of the Products or their 

packaging, or translations in language of end customer. 

 
5.2 In this respect, the Distributor agrees to identify one or further individuals in its 

organization (or its Sub-distributors) who is knowledgeable of regulatory requirements 
applicable to the Products in the Territory and who will serve as primary contacts for 

regulatory matters, including filing of requested license or authorizations, obtaining and 

maintaining, as applicable, such regulatory approvals for the Products in the Territory. 
 

 The registration of administrative authorizations shall be recorded in the name of 
Spineart SA, except when absolutely impossible under applicable law. 

 
Regardless of the Distributor (or one of its Sub-distributors) being the holder of the 

administrative authorizations of Products due to requirements under applicable law, the 

beneficial owner of such authorizations shall be exclusively Spineart SA and in any event 
the Distributor hereby renounces irrevocably, for himself and on behalf of any of its Sub-

distributors, to make any personal usage of them, renting them out free or for 
compensation, or loaning or licensing them, except for the utilization he will make of said 

authorizations throughout the term of the Contract. Upon the expiration, cancellation, or 

termination of this Contract, if the Distributor (or one of its Sub-distributors) has 
registered any authorizations on its name, he shall take all necessary and reasonable 

actions to transfer and deliver such registrations, approvals and/or licenses (including 
any Product names, trade names and trademarks) to Spineart SA, to the extent that this 

is permissible under applicable law, at no cost to Spineart SA.  
 

The Parties will work together in good faith in duly and timely providing relevant 

documentation for the completing of application files to the relevant authorities in the 
Territory in view of obtaining the regulatory approvals for the Products in the Territory. 

 
The Distributor (and its Sub-distributors) shall not make any representation or filing with 

respect to any Product to any government or regulatory agency without first obtaining 

Spineart SA’s prior written approval. The Distributor shall provide Spineart SA with a 
follow-up of the procedures in the Territory, and notify Spineart SA of all permits; 

approvals and registrations obtained by it and shall provide Spineart SA with copies of all 
material documents related thereto. 

 

The Distributor undertakes irrevocably, for himself and on behalf of any of its Sub-
distributors, not to do anything that could harm the obtaining of administrative or 
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regulatory authorizations or the maintaining of administrative or regulatory authorizations 

by Spineart SA. 
 

 
5.3 The Distributor hereby makes the irrevocable commitment, for the year 2021, (and on 

the assumption that the Contract will remain in force following the first year), 2022 to 

order and pay a minimum quantity of Products from Spineart SA corresponding to the 
Minimum half year turnover requirements, as mentioned in Appendix 3. The first half 

year period during which this minimum requirement is applicable shall begin on the latest 
1st of February 2021.  

 

On the assumption that the Contract will remain in force at the time, for the year 2022 
and the following years, the Parties shall meet at the latest on the 30th of September of 

each year, and for the first time on September 30, 2022, to define the objectives in terms 
of Minimum half year turnover to be attained for the coming year.  

 
In case where half year amounts of paid orders by the Distributor to Spineart SA is inferior 

to the Minimum half year turnover described in Appendix 3, Spineart SA will be in a 

position to take the following decision: 
- terminate the Contract in accordance with provisions contained in Article 10.2; 

- decide, with a two (2) weeks’ notice, that Distributor’s exclusive right to distribute 
the Products in the Territory shall become non-exclusive and Spineart SA shall be 

entitled to appoint one or more non-exclusive distributors of the Products in the 

Territory at any time after the effective date of delivery of such notice; 
- decide, with a two (2) weeks’ notice, to modify the list of Products and/or the 

Territory. 
5.4 The Distributor (and its Sub-distributors) shall store the Products according to quality 

standards required by the technical nature of said Products and by the standards of 
preservation of Products, as they are specified notably in Appendix 4. 

 

 Distributor shall also guarantee a constant control of the quality of the Products in its 
possession (or of its Sub-distributors), as from delivery of the Products, and the 

preservation enabling to maintain the characteristics of origin of Products. 
 

 Distributor will inform Spineart SA within 2 days of defaults it may find that could affect 

delivered Products. 
 

5.5 The Distributor (and its Sub-distributors) will respect marketing standards of Spineart SA. 
Furthermore the Distributor (and its Sub-distributors) will market the Products within an 

environment and organization corresponding to the technical requirements of the 
Products and the image of Spineart SA. 

 

The Distributor shall be responsible to market and promote the sales of the Products in 
the Territory and to process within the best delays the orders of Products or requests 

from Clients or prospects in the Territory. 
 

The Distributor's requirements concerning the promotion shall include, but shall not be 

limited to, creating and distributing brochures, promoting the Products at conferences 
and exhibitions in the Territory, inciting sales representatives to sell the Products, and 

advertising the products in various forms of media. 
 

At the beginning of each calendar year, Distributor and Spineart SA shall mutually agree 

on the sales promotion activities of the Distributor.  
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Any element of promotion or publicity developed by Distributor, in accordance with 

Spineart SA requirements, should be approved in writing by Spineart SA before use. 
 

The entirety of promotional events will be at the Distributors expense, unless otherwise 
agreed by Spineart SA in writing. 

 

The Distributor (and its Sub-distributors) shall sell the Products under the brand and in 
the packaging of Spineart SA. Distributor shall inform Spineart SA of the legal 

requirement concerning the information to be mentioned on the Products, the packaging 
and/or the notice of use or care, in the Territory. 

 

Distributor shall not pass on to the Clients a guarantee or warranty or any instruction for 
the use or care of the Products not expressly set out in the Contract as well as in the 

notice of use to be given by Spineart SA to the Distributor for the respective Product. 
 

5.6 The Distributor will order enough Products from Spineart SA in order to maintain a 
permanent and sufficient level of inventories to satisfy at all times and without delay 

customer orders in the Territory. 

 
5.7 Through the duration of the Contract the Distributor (and its Sub-distributors) should not 

manufacture or have manufactured for its own account or for third parties, products 
dedicated to spine surgery, directly or indirectly, that would compete with the Products 

manufactured or sold by Spineart SA. 

 
Through the duration of the Contract and after its termination, the Distributor (and its 

Sub-distributors) should not manufacture or have manufactured for its own account or 
for third parties, identical products to the Products and to other products manufactured 

or sold by Spineart SA. 
 

Through the duration of the Contract, the Distributor (and its Sub-distributors) should 

not manufacture or have manufactured for its own account or for third parties, represent 
or sell in the Territory, products dedicated to spine surgery other than the Products and 

other than the products manufactured or sold by Spineart SA, except for the products 
listed in Appendix 8. 

 

The Distributor (and its Sub-distributors) makes the commitment not to open a branch 
or warehouse for the sale of the Products outside the Territory. Any sales carried out at 

the Distributor’s initiative (or its Sub-distributors’) to a buyer outside of the Territory will 
result in penalties as of right due by Distributor immediately payable to Spineart SA 

amounting to five (5) times the price of the Products sold by Distributor pursuant to this 
Contract. 

 

5.8 The Distributor shall protect the interests of Spineart SA in the Territory and will in 
particular provide Spineart SA with all available information necessary to acquire a good 

knowledge of the market and the Territory, yet without being obliged to conduct or have 
made independent market researches solely upon the request of Spineart SA. The 

Distributor shall regularly inform Spineart SA of its activities (and its Sub-distributors’) 

and shall provide the latter with a balance sheet on a monthly basis of activities connected 
to the marketing and sale of the Products pursuant to the standards provided in Appendix 

5. It will furthermore inform Spineart SA of any changes that may occur in its financial 
situation, or in the property, control or management of its company. 

 

Distributor agrees that upon a minimum fifteen (15) days notice from Spineart SA, 
representatives of Spineart SA shall, during normal business hours, be permitted to visit 

all locations where Distributor (or its Sub-distributors) maintains inventory of Products to 
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conduct a quality assurance audit. In case of disagreement between the Parties in 

connection with the Contract, Spineart SA shall also have the right during reasonable 
business hours, to inspect the books and records of Distributor (or its Sub-distributors’), 

which are used in connection with the sale of Products, including all complaint 
documentation. Spineart SA acknowledges that the business of the Distributor (or some 

of its Sub-distributors) comprises not only sale of Products thus the Distributor (and its 

Sub-distributors) shall refrain from disclosing certain information or books and accounts 
due to its confidentiality undertakings vis-à-vis third parties. 

 
5.9 Distributor shall maintain throughout the Territory an adequate sales force, that has been 

properly trained on the use of the Products. Distributor shall also provide any and all 

necessary and appropriate customer liaison services with respect to the Products to 
Clients in the Territory. Distributor shall promptly respond to any customer complaints or 

comments concerning the performance of the Products and shall promptly advise 
Spineart SA of all Product complaints.  

 
5.10 Distributor shall not sell the Products to any other third parties than the Clients or Sub-

distributors. The Distributor or any Sub-distributor is authorized to use the services of 

secondary Sub-distributors in the Territory provided that Spineart SA has been informed 
as stated in article 2.4 and has not refused the contemplated Sub-distributor.  

 
5.11 For the duration of the Contract and after its termination, the Distributor (and its Sub-

distributors) shall keep confidential and will not disclose to third parties any information 

concerning Spineart SA, the Contract, the conception and manufacturing of the Products 
and more generally any information that could be damaging to Spineart SA. 

5.12 The Distributor (and its Sub-distributors) shall, as an independent merchant, take out all 
the necessary insurances for the exercise of its activity and notably insurance covering 

the consequences of its civil liability for marketing the Products on the Territory. For 
avoidance of doubt, existence of such insurance does not relieve Spineart SA from its 

obligations in relation to consumer direct claims that are strictly related to the 

manufacturing of the Products. 
 

5.13 Distributor, and any Sub-distributor, shall pass on to Distributor's Clients the limitation of 
liability set forth in clause 6.4. 

 

5.14 Distributor shall indemnify, defend and hold Spineart SA harmless against all claims, 
liabilities, costs and expenses (including the reasonable and documented fees of 

attorneys and other professionals) incurred by, or threatened against, Spineart SA in 
connection with any representation or warranty by Distributor inconsistent with the 

foregoing limited warranty and disclaimer and publications of Spineart SA concerning the 
Products. 

 

5.15 Distributor shall promptly notify Spineart SA if it becomes aware of counterfeit Products 
in the Territory and outside, or elsewhere outside the Territory. Distributor covenants 

and agrees not to purchase any counterfeit products of the Products and shall not sell in 
the Territory products, which may be counterfeit products of the Products. 

 

5.16 Distributor represents and warrants to Spineart SA the following: 
- Distributor is a company lawfully incorporated and duly registered; 

- Distributor is not bankrupt;  

- Distributor has full power and authority to enter into and perform the Contract and 

nothing prevent the latter to sell the Products in accordance with the Contract. The 

Contract constitutes binding obligations on the Distributor in accordance with its 

terms; 
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- The representations contained in the Contract as well as the information provided to 

Spineart SA is true and correct. 

 

In the event one of the here above mentioned statements turns out to be inaccurate or 
wrong, Spineart SA should be entitled to terminate the Contract without further notice, 

according to the conditions set forth in article 10.2. 
 

 

Article 6 Overall obligations of Spineart SA 
 

6.1 Spineart SA shall make its best efforts to supply and deliver the Products in conformance 
with their conditions of delivery, provided that the orders have been addressed by 

Distributor to Spineart SA at least six (6) weeks before the expected date of delivery. 

 
6.2 For Products purchased by Distributor through the first order (i.e. article 5.3), Spineart SA 

accepts to exchange such Products with other Products of the same range but of different 
size, within the (six) 6 months following the delivery of the first order by Spineart SA. 

 
6.3 Spineart SA shall regularly inform Distributor about the most recent technical 

characteristics of all of the Products. Furthermore, Spineart SA, on demand and expenses 

of Distributor, shall deliver to sale and marketing staff of Distributor the information 
necessary for the correct execution of their assignments without however substituting or 

replacing them on the Territory. 
 

Spineart SA shall provide Distributor with marketing and technical assistance and free 

Product samples as it may be agreed by Parties each year.  
 

Spineart SA shall provide Products launch Training to Distributor’s personnel as set forth 
in the marketing program specified in Appendix 7. 

 
6.4 Spineart SA shall guarantee that all the Products are in conformance with their technical 

characteristics and notably that they have been manufactured under directive 93/42/CEE 

standards. This guarantee is granted for five (5) years as from the manufacturing date, 
provided that such Product is used in accordance with the instructions enclosed therewith 

and maintained in the package provided by Spineart SA. This warranty is contingent upon 
proper warehousing, shipment and use of Products in accordance with the instructions 

enclosed therewith. 

 
Distributor shall have to verify if Products or their packaging have not been prejudiced 

during their transportation or linked to their delivery to the Distributor, within ten (10) 
days as from Distributor’s customs clearance of the Products. 

 
The Distributor shall return without delay any Product he considers as defective, at 

Spineart SA expense. Such expenses shall be reimbursed to the Spineart SA in the event 

the relevant Product were not defective or in the event the defect were attributable to the 
Distributor, notably if he disregarded the Spineart SA’s directives concerning the handling, 

stocking, packaging or use of the Products. 
 

In case of defaults recorded by Spineart SA, which is attributable to it, the guarantee 

granted by Spineart SA would be strictly limited, to its own choice, to either replace any 
defective Product or refund an invoiced purchase price to the Distributor, via a credit note 

off settable against a future order from Distributor. 
 

To activate this guarantee, the Distributor shall send any claims concerning the faulty 

Products, i.e. everything that does not meet the relevant Products technical specifications, 
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by registered mail to Spineart SA with record of receipt within fifteen (15) days as from 

discovery of default. 
 

Failure by Distributor to give notice of any damage caused to Products or their packaging 
during their transportation, within ten (10) days as from their delivery to Distributor, as 

well as failure by Distributor to give notice of any defective or damaged Product or their 

packaging, not linked to their transportation, within fifteen (15) days as from discovery of 
such defect, shall be deemed a waiver, by Distributor, of Spineart SA’s obligations as stated 

herein. 
 

In any case, any guarantee or liability of Spineart SA is excluded if Distributor has failed 

to comply with its obligations under the Contract and particularly the Appendix 4, in terms 
of respect of quality and technical characteristics of the Products, as well as of the 

regulation on the Territory concerning the Product.  
 

6.5 EXCEPT FOR THE LIMITED WARRANTIES PROVIDED IN ARTICLE 6.4 AND ARTICLE 7.9 
OF THE CONTRACT, SPINEART SA GRANTS NO OTHER WARRANTIES OR CONDITIONS, 

EXPRESS OR IMPLIED, BY STATUTE, IN ANY COMMUNICATION WITH DISTRIBUTOR, 

SUB-DISTRIBUTORS OR CUSTOMERS, OR OTHERWISE REGARDING THE PRODUCTS, 
THEIR FITNESS FOR ANY PURPOSE, THEIR QUALITY, OR THEIR MERCHANTABILITY. 

SPINEART SA SHALL IN NO EVENT BE LIABLE FOR ANY INDIRECT, INCIDENTAL OR 
CONSEQUENTIAL DAMAGES, INCLUDING WITHOUT LIMITATION LOST REVENUES OR 

PROFITS, WHETHER A CLAIM FOR SUCH DAMAGES IS BASED UPON WARRANTY, 

CONTRACT, TORT, COMMON LAW, STATUTE OR OTHERWISE. 
 

 
Article 7 Intellectual Property 

 
7.1 The Distributor (and its Sub-distributors) acknowledges the exclusive intellectual property 

rights of Spineart SA attached to patents, brands, logos, corporate names, designs, models 

and methods of presentation and marketing of the Products on the Territory and in the 
rest of the world (hereafter “Intellectual Property”) and shall refrain from doing anything 

or having something done that would lead to challenge or jeopardize the above in any 
manner whatsoever. 

 

7.2 The Distributor (nor its Sub-distributors) will not acquire any Intellectual Property rights as 
a result of the signature or the execution of the Contract other than the utilization right 

described in article 2.3 and may not put forward or present itself to third parties as 
possessing any property rights. 

 
7.3 The Distributor (and its Sub-distributors) agrees to use Brands whenever necessary for the 

purposes of the Contract. Distributor may, throughout the duration of the Contract, 

indicate on its letterhead and in its publicities that it is an authorized Distributor of 
Spineart SA Products on the Territory and may, in this capacity, use Spineart SA’s 

corporate identification symbols in its publicities and promotional material of Products. The 
Distributor (and its Sub-distributors) may not under any circumstances use the Brand, 

corporate identification symbol or Spineart SA name for the promotion, proposals or sales 

of other products it may market. 
 

7.4 The Distributor agrees irrevocably, for himself and on behalf of its Sub-distributors, not to 
undertake or have undertaken by third parties, any formality aiming at obtaining the 

deposit of any element of Intellectual Property for the Territory or in rest of the world. 
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7.5 The Distributor agrees to inform Spineart SA within 2 days of any unfair practices, of any 

nature whatsoever, on Intellectual Property on the Territory or in the rest of the world or 
any acts that would affect the Products and Spineart SA. 

 
7.6 The Distributor agrees to provide all reasonable assistance that Spineart SA may 

reasonably request to preserve its rights connected to Intellectual Property matters, 

notably information detained by the Distributor or that it may receive through legal ways 
concerning the promotion, purchase, sale and resale of products illegally competing with 

Products in the Territory. 
 

7.7 The Distributor is not authorized to take legal action against third parties for unfair 

practices on Intellectual Property matters or Spineart SA without the latter’s prior written 
approval. 

 
7.8 Spineart SA reserves the right to initiate any legal action before the courts or administrative 

bodies in the Territory and in the rest of the world necessary for the respect of Intellectual 
Property and rights of Spineart SA. 

 

7.9 Spineart SA represents and warrants that the Intellectual Property is not infringing any 
third party’s rights and also undertakes to indemnify and hold harmless the Distributor 

against all losses and damages the latter may incur as a result of a definitive court decision 
obtained by a third party relating to infringement of such third party’s rights by the 

Intellectual Property. 
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Article 8 Quality, archiving and traceability  

 
8.1 The Parties agree to use an archiving system of their choice for the conservation of 

documents and quality recordings including notably purchase orders, reception and 
delivery forms, batch numbers and identity of corresponding Clients for a period of twenty 

(20) years. Should Distributor sub-contract archiving of its information it shall remain sole 

responsible for the purposes of the Contract and applicable legislation. 
 

8.2 The Distributor shall ensure proper traceability of the Products to the health care 
institutions in the Territory. The Distributor shall take necessary steps to ensure the 

collection of information allowing establishment of a link between batch numbers of the 

Products and the patients in health care institutions. 
 

8.3 If necessary, the Parties agree to provide evidence as to their capacity to ensure that they 
are in conformance with obligations set out in paragraphs 8.1 and 8.2. 

 
8.4 More generally, the Parties shall respect the standards of quality required by the technical 

specificities of the Products as well as the standards set forth in Appendix 4. 

 
The requirements concerning the records of the Products sold shall enable Spineart SA to 

conduct an effective recall of Products in the Territory.  
 

In the event of a recall of any of the Products required by Spineart SA, Distributor will 

cooperate with Spineart SA at the expense of the latter in effecting such recall, at no other 
costs than the reasonable costs effectively supported by Distributor relating to such recall. 

In all others cases of recall, costs will be supported by Distributor. 
 

 
Article 9 Force Majeure 

 

In the case where one of the Parties to the Contract finds it impossible, for reasons of Force 
Majeure, and notably in case of unavailability of usual means of transport, unavailability of raw 

materials, natural disasters, fire, flooding and in general all circumstances or situations which are 
beyond the control of the Parties, to comply in full or in part with obligations of the Contract, 

these obligations shall be suspended for a period equal to, but not exceeding, the length of the 

hindrance resulting from them.  
 

The Party affected by an effect of Force Majeure will inform without delay the other Party and 
will provide all details concerning this event. The Party shall not therefore be held liable for any 

delay and/or impossibility in executing its obligations. 
 

However, should the suspension foreseen by the preceding paragraph exceed a period of six (6) 

months, one or the other of the Parties may notify the other Party of the termination of the 
contract as of right. 

 
Spineart SA may in any event appoint, as from the day the event of Force Majeure occurs, for a 

period equal to that of the Force Majeure event another non-exclusive distributor to ensure 

distribution of the Products in the Territory or for direct sale of Products in the Territory.  
 

 
Article 10 Termination 

 

10.1 In case of non fulfillment, total or partial, by either of the Parties of its obligations and 
notably those set out in articles 2, 4, 5, 6, 7 and 8 above, the other Party shall summon 

it by registered letter with record of receipt, to comply. 
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If the Party to whom the letter of summons is directed does not comply within 15 days 
following the date of receipt of such summons, and cannot justify its non-compliance by 

a case of Force Majeure, the other Party may, if it so wishes, terminate as of right the 
Contract by a termination letter sent to the faulty Party without it being necessary to 

send any further instructions or to appeal to any jurisdiction whatsoever. 

 
In this regard, Distributor shall monitor the activities of Sub-distributors to ensure the 

respect of the Contract by the latter(s).  
 

In case of non fulfillment, total or partial, by any Sub-distributor of the obligations set 

forth in the Contract and notably those set out in articles 2, 4, 5, 6, 7 and 8 above, the 
Distributor shall summon the faulty Sub-distributor, by registered letter with record of 

receipt, to comply.  
 

If the faulty Sub-distributor to whom the letter of summons is directed does not comply 
within fifteen (15) days following the date of receipt of such summons, the Distributor 

shall terminate as of right any relationship with the faulty Sub-distributor, without any 

prejudice to Distributor’s obligation to warrants jointly and severally Spineart SA from any 
damages the latter could suffer from. 

 
10.2 However, Spineart SA may notably terminate the Contract as of right, without previous 

notice, if one of the following events occurs: 

• Distributor does not comply with the Minimum half year turnover provided in article 

5.3; 

• In the event one of the statements set forth in articles 5.16 and Appendix 6 turns out 
to be inaccurate or wrong; 

• In the event of any breach or failure by the Distributor or any Sub-distributor of any 

article of the Contract arising out of its negligence, fraud, bad faith or willful 
misconduct; 

• In the event Distributor or Sub-distributors causes the loss by Spineart SA or itself of 

its authorizations or licenses to market in the Territory, or should it otherwise 
deliberately break the laws in force regarding the Products in the Territory or more 

generally gravely compromises the commercial image of Spineart SA. 

 
10.3 The Contract being concluded intuitu personae, in case of major change in the situation 

of one of the Parties, such as notably the reduction of guaranties and sureties, default 
on payments, the opening of a collective bankruptcy procedure, amicable or judicial 

liquidation, cessation of activity, modification in the majority of the share capital of 

Distributor when, as a result of such modification, the majority shareholder is a 
competitor or anyone reasonably considered by Spineart SA as presenting risks 

concerning the products commercialization or Spineart SA’s Intellectual Property 
protection, or the undersigned Sub-distributor, the amicable or forced transfer (to third 

parties – not intra-group transfers) of the entire or partial business or of an intellectual 
Property right concerning a Product, the devolution of assets by inheritance, and 

notwithstanding the execution of all contractual obligations, the Contract may be 

terminated by the other Party fifteen (15) days after it has notified its intention to 
terminate the Contract. 

 

10.4 Except termination cases set forth in articles 3, 10.1, 10.2 and 10.3, Spineart SA shall be 

entitled to terminate the Contract, with a written notice, by registered letter with record 

of receipt, of two (2) months if sent during the second year, three (3) months if sent 

during the third year, and four (4) months if sent during the fourth and following years.  
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In such a case, Spineart SA undertakes to buy, upon first request from the Distributor, 

the remaining Products, in whole or in part, owned by the Distributor. Said Products shall 
be bought by Spineart SA for the initial purchasing price of the Products (taxes excluded) 

decreased of the following applicable percentage: 
- Sterile implants: 20% per annum, as of the second year of storage by the 

Distributor or any third party; 

- Instruments: 33% per annum of storage by the Distributor or any third party; 
- Non sterile implants in closed pouch: 20% per annum, as of the second year of 

storage by the Distributor or any third party; 
- Non sterile implants in its original status in opened pouch or without pouch, and 

implants of a previous generation (i.e. replaced by new generation products) and 

no longer manufactured by Spineart SA for more than 3 months: 100%. 
 

For the implementation of the above-mentioned buyback of the Products by Spineart SA, 
the Distributor shall provide to Spineart SA a complete inventory of Products in 

Distributor’s possession. 
 

10.5 As from the notification of a termination letter based on, but not limited to, articles 3, 

10.1 to 10.3 herein above, Distributor’s exclusive right to distribute the Products in the 
Territory shall become non-exclusive and Spineart SA shall be entitled to appoint one or 

more non-exclusive distributors of the Products in the Territory to take effect at any time 
as from the effective date of delivery of such notice. For the avoidance of doubt, the 

present paragraph shall apply to any notice period when applicable, except when the 

notification of a termination letter is based on paragraph 1 of Article 3 herein above, 
where in such case Distributor’s exclusive right to distribute the Products in the Territory 

shall become non-exclusive as from the expiry of the seventy-five (75) days notice period 
provided by the above mentioned article. 

 
10.6 As from the notification of a termination letter based on an event of default (i.e. pursuant 

to articles 10.1 to 10.3 herein above), the Distributor shall be obliged to pay Spineart SA 

the balance of all of its unpaid bills on day of their due date. 
 

In such a case, the Distributor (and its Sub-distributors) shall cease, as from notification 
of said termination, using the brands, corporate identity symbol and name of Spineart SA 

immediately and shall (pursuant to the instructions which will be provided to Distributor) 

return to Spineart SA all and any Product and return all documents, information or 
material remitted with respect to the implementation of the Contract. Distributor warrants 

to Spineart SA that any Sub-distributor shall cease, as from notification of said 
termination, using the brands, corporate identity symbol and name of Spineart SA in the 

same conditions. 
 

The previous paragraphs shall take effect at the end of the notice period, when 

applicable, in any case where a termination letter is not based on an event of default. 
 

10.7 The termination of the Contract, for any case whatsoever, shall imply, automatically and 
without further notice or notification, the termination of any relationships between the 

Distributor and its Sub-distributors in respect of the Contract. In any case, Sub-

distributors shall not be entitled to bring claims against Spineart SA.  
 

Distributor shall not be entitled to, and waives its rights to, any termination compensation 
or consequential damages or indemnity even for potential loss of goodwill, loss of profits, 

for potential costs of re-establishment or of replacement of its business nor any other 

expenses or rights relating to its business developed or established on the bases of this 
Contract or to its termination. Distributor recognizes that the prices of the Products allow 

obtaining a margin on resale prices to its clients, which cover its expenditures. 
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Distributor irrevocably undertakes to guaranty Spineart SA from any direct or indirect 
damaging consequences supported by the latter in respect of any claim brought by any 

Sub-distributor, agent or employee, and Spineart SA shall be entitled to claim to 
Distributor any compensation of such consequences. 

 

Distributor agrees to indemnify and hold Spineart SA harmless from any consequences, 
losses, damages, amounts, costs and expenses incurred by Spineart SA as a result of a 

breach by the Distributor of articles 2, 5, 7, 8 or 11. 

 
Any of the Parties agrees to indemnify and hold the other Party harmless from any 

consequences, losses, damages, amounts, costs and expenses suffered by the latter as 
a result of a breach of this Contract by a Party arising out of its negligence, fraud, bad 

faith or willful misconduct. 

 
 

Article 11 Transfer or cession 
 

The Contract is concluded “intuitu personae” and the Distributor may not transfer or hand 

over all or part of the latter nor its rights or contractual obligations without the prior 
written consent of Spineart SA. 

 
In the case where Spineart SA is bought over or party to a merger agreement, 

Spineart SA will pursue the Contract until expiry of its term. In the aforementioned case, 

the Distributor will also pursue the Contract until the expiry of its term, unless the party 
acquiring or merging with Spineart SA is causing the Distributor or Sub-distributor a 

breach of a non-compete obligation to which it is subject to vis-à-vis third parties. 
 

In the case where Spineart SA transfers or hands over Intellectual Property rights of one 
or more of the Products or its entire or partial part of its assets to a third party during 

the period of validity of the Contract, Spineart SA shall have the possibility of denouncing 

the Contract at any time subject to a notice period of six (6) months according to the 
provisions of article 10. 

 
 

Article 12 Miscellaneous provisions 

 
12.1 Non disclosure 

 
Each Party hereto shall strictly maintain and shall cause its officers, directors, employees, 

agents and Sub-distributors to so maintain, the confidentiality of any trade secrets, know-
how, customer lists, financial information or other proprietary information of the other 

Party which is not a matter of public knowledge at the time of its disclosure to such Party 

(together, the "Confidential Information") both during the term of the Contract and for 
five (5) years thereafter, until such time as that Confidential Information becomes a 

matter of public knowledge through no act or omission of such Party or its officers, 
directors, employees, agents and Sub-distributors. For purposes hereof, Confidential 

Information shall not include information disclosed by one Party to the other Party which 

such other Party can establish (a) was known by the other Party or any of its divisions, 
subsidiaries or affiliates prior to the date thereof, except in the case of information 

previously supplied to Distributor by Spineart SA; (b) was received by the other Party 
from a third party having the lawful right to disclose such information; (c) was developed 

by the other Party without the benefit of the Information; or (d) entered the public 

domain through no fault of the other Party. Neither Party shall use or permit to be used 
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