
 

         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: 

 

MIKRON Spinal instruments 

 

 

A Se anexează următoarele acte: 

 

contract de reprezentanta, 

DOC MIKRON 

 

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: 

 

MIKRON Spinal instruments ; 
_____________________________________ ; 

 

Sunt autentice și corespund realității. 

 

 

 

 

 

Vasile Bolocan, director                                      

      29.09.2023 

 

 



Anexa nr.3

Numarul de catalog Denumire

Denumire

a 

comercial Modelul Tip dispozitiv Cod GMDN

MSPS00 Spinal fixation set Posterior universal spinal set instrumente ortopediceL0910

MSPD00 Spinal fixation set Pediatric spinal set instrumente ortopediceL0910

MMIS000  Spinal fixation set MIS derotation spinal set instrumente ortopediceL0910

MSAC00 Spinal fixation set Cervical plate set instrumente ortopediceL0910

MSCP00 Spinal fixation set Cervical cage set instrumente ortopediceL0910



      Declaration of Conformity 

D-33 DECLARATION OF CONFORMITY - 02 REV.03  (24.03.2019)

Manufacturer MİKRON MAKİNA SANAYİ VE TİCARET LİMİTED ŞİRKETİ  

Head office: İVEDİK OSB AĞAÇİŞLERİ SAN. SİT. 1372. SOK NO:31 OSTİM / YENİMAHALLE / ANKARA / TÜRKİYE 

Manufacturing Address:  DAĞYAKA MAH.DAĞYAKA CAD.NO38 KAHRAMANKAZAN ANKARA TÜRKİYE 

Products:  DESIGN, MANUFACTURE AND DISTRIBUTION OF SPINAL & TRAUMA IMPLANTS,  

 SURGICAL INSTRUMENTS AND GENERAL INSTRUMENTS 

Detailed product list is given in the attached list. 

Classification CLASS 1 

Certificate No:  ISO 02 848 1089 

Certificate date:  February 20, 2023 

Certificate expired date:  February 19, 2026 

We herewith declare that above mentioned products meet the provisions of the EN ISO 13485:2016 All supporting documentation is retained 
under our premises. 

Standards Applied  EN ISO 13485:2016, TS EN ISO 11607-1: 2017, TS EN ISO 11607-2: 2017, TS EN ISO 14971: 2013, TS EN ISO 
14630: 2013, TS 1980-1 EN 22768-1: 1995, TS EN ISO 10993-1: 2014, TS EN ISO 10993-3: 2015, TS EN ISO 10993-4: 2017, TS EN ISO 10993-6: 
2017, TS EN ISO 10993-7: 2010, TS EN ISO 10993-10: 2014, TS EN ISO 10993-11: 2018, TS EN ISO 10993-12:2013, TS EN ISO 10993-15:2010, TS EN 
ISO 10993-17:2013, TS EN ISO 10993-18:2010, TS EN ISO 14602: 2012, TS EN ISO 11737-1: 2018, TS EN ISO 11737-2: 2010, TS EN ISO 11135: 2014, 
TS EN 1041+A1: 2014, TS EN ISO 15223-1: 2016, MEDDEV 2.4/1, MDD/93/42/EEC, 2007/42/EC, 2001/83/EEC, MEDDEV 2.5/5, MEDDEV 2.7/1, 
MEDDEV 2.7/3, MEDDEV 2.7/4, MEDDEV 2.12/1, MEDDEV 2.12/2, , CE İşareti Yönetmeliği, ASTM F543 - 13e1, ASTM F2193 – 14, ASTM F 1798-13, 
ASTM F136 – 13, ASTM F1980 – 16, ASTM F382 – 14 

Notified Body           Medicert Uluslararası Ürün  ve Sistem Belgelendirme Ltd şti. 

Address: Tersane Mah Cemal Gürsel Cad No: 11/3 Halide Hnm. Apt. Karşıyaka / İzmir 

we declare that the products do not contain human blood derivatives, tissues of animal origin, phthalate and latex and do not emit radiation. 

Place, Date of Issue 

Name 

Title 

ANKARA, TÜRKİYE / 1.07.2023 

MUSTAFA EKİZ 

Company Manager 

Signature 
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ANNEX 

MSAC00 MIKRON MIRACH CERVICAL PLATE SET 

MSAC01 Cervical Plate Forcep Holder  

MSAC02 Bone Awl 

MSAC03 Cervical Plate Pin   

MSAC04 Cervical Plate Screw Driver 

MSAC05 Cervical Plate Screw Holder 

MSAC06 Pin Holder  

MSAC13 Cervical Plate Locker II 

MSAC08 Cervical Drill and Tap Guide 

MSAC09 Tap 3,0 mm 

MSAC10 Drill 2,5 mm 

MSAC11 Cervical Plate Bender  

MSAC12 Single-Barrel Guide 

MSAC07 Cervical Plate Locker I 

MSAC14 Implant Case For Plate 

MSCC00 MIKRON REGULUS CORPECTOMY SET 

MSCC01 Corpectomy Cage Inserter  

MSCC02 Corpectomy Nut Driver  

MSCC03 Corpectomy Nut Holder  

MSCC04 Cervical Corpectomy Cage Pusher  

MSCC05 Lumbar Compectomy Cage Pusher 

MSCC06 Cervical Corpectomy Cage Rotater  

MSCC07 Lumbar Corpectomy Cage Rotater  

MSCC08 Corpectomy Cage Length Measure  

MSCC09 Implant Case For Cervical Corpectomy 

MSCC10 Implant Case For Lumbar Corpectomy  

MSCA00 MIKRON AGENA CERVICAL PEEK CAGE 
SET 

MSCA01 Cervical Stand Alone Cage Holder 

MSCA02 Drill 2.5 mm 

MSCA03 Tap 2.7 mm 

MSCA04 Standalone cage screw holder  

MSCA05 Standalone cage screw driver 

MSCA06 Small Mallet  

MSCA07 Caspar Pin Holder  

MSCA08 Caspar Pin  

MSCA09 Cervical Caspar Retractor  

MSCA10 Cervical Pasp  

MSCA11 Cervical Trial 4 mm 

MSCA12 Cervical Trial 5 mm 

MSCA13 Cervical Trial 6 mm 

MSCA14 Cervical Trial 7 mm 

MSCA15 Cervical Trial 8 mm 

MSCA16 Implant Case  

MSCP00 MIKRON AGENA CERVICAL PEEK CAGE 
SET 

MSCP01 Cervical Peek Holder  

MSCP02 Cervical Bladed Peek Holder 
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MSCP03 Cervical Expandable Peek Cage Holder  

MSCP04 Small Mallet  

MSCP05 Caspar Pin Holder  

MSCP06 Caspar Pin  

MSCP07 Cervical Caspar Retractor  

MSCP08 Cervical Pasp  

MSCP09 Cervical Trial 4 mm  

MSCP10 Cervical Trial 5 mm  

MSCP11 Cervical Trial 6 mm 

MSCP12 Cervical Trial 7 mm 

MSCP13 Cervical Trial 8 mm 

MSPC00 MIKRON OMICRON POSTERIOR 
CERVICAL SET I/ II 

MSPC01 Cervical Bone Awl  

MSPC02 Cervical Probe Curved  

MSPC03 Cervical Probe Straight  

MSPC04 Drill 2,2x200 mm 

MSPC05 Drill 2,7x200 mm 

MSPC06 Tap 3,0 mm 

MSPC07 Tap 3,5 mm 

MSPC08 Drill Guide Tap Guide  

MSPC09 Cervical Feeler Curved  

MSPC10 Cervical Feeler Straight  

MSPC11 Cervical Polyaxial Screw Driver  

MSPC12 Cervical Set Screw Holder  

MSPC13 Handle Straight  

MSPC14 Final Set  Screw Driver Shaft  

MSPC15 Torque 3 Nm I type 

MSPC16 Torque 3 Nm Round  

MSPC17 Cervical Anti Torque  

MSPC18 Forcep Rod Holder 3,0mm 

MSPC19 Rod Pusher 3,0mm 

MSPC20 Rod Bender 3,0mm 

MSPC21 Rod Cutter 3,0 mm 

MSPC22 Rod Template 3,0 mm 

MSPC23 Cervical Persuader  

MSPC24 Small In-Situ Bender Left  

MSPC25 Small In-Situ Bender Right  

MSPC26 Cervical Compressor  

MSPC27 Cervical Distractor  

MSPC28 Cervical Transverse Link Holder 
Forceps 

MSPC29 Connector Nut Driver 2,5 

MSPC30 Occipital Plate Bender  

MSPC31 Occipital Plate Screw Holder  

MSPC32 Drill 2,2x150 mm Occipital  

MSPC33 Drill 2,7x150 mm Occipital  

MSPC34 Tap 3,0 mm Occipital  

MSPC35 Tap 3,5 mm Occipital  

MSPC36 Drill And Tap Guide Occipital  

MSPC37 Occipital Plate Screw Driver  

MSPC38 Implant Case For Cervical Screw  

MSPP00 MIKRON PEDIS POSTERIOR PEDIATRIC 
SET I/II 

MSPP01 Pedis Bone Awl 

MSPP02 Probe Straight Thinner  
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MSPP03 Probe Curved Thinner  

MSPP04 Marker  

MSPP05 Marker With Stopper 

MSPP06 Tap 3 mm  

MSPP07 Tap 4 mm  

MSPP08 Tap 5 mm  

MSPP09 Tap 6 mm  

MSPP10 Pedis Feeler Straight  

MSPP11 Pedis Feeler Curved 

MSPP12 T Handle  

MSPP13 Pedis Polyaxial Screw Driver  

MSPP14 Forcep Rod Holder  

MSPP15 Rod Pusher 5,0 

MSPP16 Pedis Set Screw Holder 5,0 

MSPP17 Pedis Set Screw Driver 5,0 

MSPP18 Torque 9 Nm 

MSPP19 Pedis Final Set Screw Driver Shaft   

MSPP20 Pedis Anti-Torque  

MSPP21 Rod Gripper  

MSPP22 Rocker 

MSPP23 Persuader  

MSPP24 4 Nm Torque  

MSPP25 Set Screw Driver For Connector  

MSPP26 Rod Bender  

MSPP27 Compressor  

MSPP28 Distractor  

MSPP29 Lysthesis Screw Cutter 

MSPP30 In-Situ Bender Right  

MSPP31 In-Situ Bender Left  

MSPP32 Mallet 

MSPP33 Rachet Handle T Type  

MSPP34 Rod Template  

MSPP35 Screw Tray  

MSPS00 MIKRON PROCYON / POLAR 
POSTERIOR SPINAL SET  

MSPS01 Bone Awl 

MSPS02 Probe Straight  

MSPS03 Probe Curved  

MSPS04 Marker  

MSPS05 Marker With Stopper  

MSPS06 Tap 4 mm  

MSPS07 Tap 5 mm  

MSPS08 Tap 6 mm  

MSPS09 Feeler Curved  

MSPS10 Feeler Straight  

MSPS11 T Handle  

MSPS12 Polyaxial Screw Driver  

MSPS13 Monoaxial Screw Driver  

MSPS14 Rod Holder Forceps  

MSPS15 Rod Pusher 

MSPS16 Set Screw Holder  

MSPS17 Set Screw Driver  

MSPS18 12 Nm Torque  

MSPS19 Final Set Screw Driver Shaft 6,0 

MSPS20 L Anti-Torque  

MSPS21 Rod Gripper  
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MSPS22 Rocker 

MSPS23 Rocker Forceps  

MSPS24 Persuader  

MSPS25 4 Nm Torque  

MSPS26 Transverse Nut Driver  

MSPS27 Rod Bender  

MSPS28 Compressor  

MSPS29 Distractor  

MSPS30 Lysthesis Screw Cutter 

MSPS31 In-Situ Bender Right  

MSPS32 In-Situ Bender Left  

MSPS33 Multiaxial Link Driver Shaft  

MSPS34 Mallet 

MSPS35 Handle  

MSPS36 Rod Template  

MSPS37 Screw Tray  

MSPT00 MIKRON CAPELLA PLIF SET    

MSPT01 Plif Cage Inserter  

MSPT02 Plif Expandable Inserter  

MSPT09 Plif Rasp  

MSPT20 Plif Trial 7 mm 

MSPT21 Plif Trial 8 mm 

MSPT22 Plif Trial 9 mm 

MSPT23 Plif Trial 10 mm 

MSPT24 Plif Trial 11 mm 

MSPT25 Plif Trial 12 mm 

MSTP00 MIKRON TUREIS TLIF SET    

MSPT03 Tlif Cage Inserter  

MSPT04 Tlif Cage Pusher 

MSPT05 Curette Straight  

MSPT06 Curette Left  

MSPT07 Curette Right  

MSPT08 Tlif Rasp  

MSPT10 Mallet Small  

MSPT12 T Handle  

MSPT13 I Handle  

MSPT11 Sliding Mallet  

MSPT14 Disc Shaver 7 mm 

MSPT15 Disc Shaver 8 mm 

MSPT16 Disc Shaver 9 mm 

MSPT17 Disc Shaver 10 mm 

MSPT18 Disc Shaver 11 mm 

MSPT19 Disc Shaver 12 mm 

MSPT26 Tlif Trial 7 mm 

MSPT27 Tlif Trial 8 mm 

MSPT28 Tlif Trial 9 mm 

MSPT29 Tlif Trial 10 mm 

MSPT30 Tlif Trial 11 mm 

MSPT31 Tlif Trial 12 mm 

MSUD00 MIKRON ESTELA INTERSPINOUS  SET  

MSUD01 Bending Plier Compressor  

MSUD02 Crimping Plier Distractor  

MSUD03 U Device Trial 8 mm 

MSUD04 U Device Trial 10 mm  

MSUD05 U Device Trial 12 mm  

MSUD06 U Device Trial 14 mm 
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MSUD07 U Device Trial 16 mm 

MSUD08 Mallet 

MSPS39 Rod Cutter  

MSPS40 Table Rod Cutter  

MSPS41 Persuader  

MSDP01 Cervical Disc Prosthesis Holder 

MSSS00  Mikron Scoliosis Set 

MSSS01  Reducer Clip Tower With Sleeve 

MSSS02                Derotation Tube  

MSSS03   Handle Connector 

MSSS04   Modular Handle Short For Reduction 
Screw  

MSSS05                Persuader 

MSSS06   Rod Gripper 

MSSS07                T Handle 

MSSS08   Arti T Handle 

MSSS09                Set Screw Driver 

MSSS10   En Bloc Connector 

MSSS11                Segment Connector 

MSSS12                Set Screw Holder 

MSSS13   Coronal Rod Bender Right  

MSSS14                 Coronal Rod Bender Left 

MMIS000               MIS SPINAL SET 

MMIS01                   Net Plate 

MMIS02                  Guide Wire Extractor 

MMIS03                   Puncture Pin 

MMIS04                   Minimally Invasive Guide 

MMIS05                   Adjusting Screwdriver 

MMIS06 Hard Probe 

MMIS07 Guide Wire (Ø 1.5) 

MMIS08 Compression Forcep 

MMIS09 Screw Inserter 

MMIS10 Screwdriver 

MMIS11 Open Awl 

MMIS12 Tap (Ø4.5) 

MMIS13 Tap (Ø5.0) 

MMIS14 Tap (Ø5.5) 

MMIS15 Tap (Ø6.0) 

MMIS16 Tap (Ø6.5) 

MMIS17 Tap (Ø7.0) 

MMIS18 Tap (Ø7.5) 

MMIS19 Refurbishment Screwdriver (T27) 

MMIS20 Final Screwdriver 

MMIS21 Single End Plug Screwdriver 

MMIS22 Parallel  

MMIS23 Counter Spanner 

MMIS24 Multilayer Sleeve (Ø5.8) 

MMIS25 Multilayer Sleeve (Ø9)  

MMIS26 Multilayer Sleeve (Ø12)  

MMIS27 Multilayer Sleeve (Ø15.2) 

MMIS28 Multilayer Sleeve (Ø18.5)  

MMIS29 Multilayer Sleeve (Ø21.8) 

MMIS30 Rod Holder (5.5)  

MMIS31 Unlocker 

MMIS32 Crossed Connecting Device (Short)  

MMIS33 Rod Bending Forcep 
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MMIS34 Parallel Connecting Device 

MMIS35 Torque T Handle 12Nm  

MMIS36 Curved Connecting Device  

MMIS37 Parallel Gauge 

MMIS38 Crossed Gauge 

MMIS39 Crossed Connecting Device (Long) 

MMIS40 Minimally Invasive Rod Insertion 
Device 

MMIS41 Continuous Self Breaking Screwdriver 

MMIS42 Quick Coupling Handel (T-shape)  

MMIS43 Distracting Forceps (Long) 

MMIS44 Distracting Forceps 

MMIS45 Mini Ratchet Handel 
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