
Апехй

Citre
Agenlia Medicamentului
gi Dispozitivelor Medicale

I\OTIFICARE

pentru inregistrarea dispozitivelor medicale in Registrul de stat

а1 dispozitivelor medicale

пr. 2 din 04J2202з

Solicitantul Oxivit Med SRL, cu sediul mun.Chisinau. MD-2020. Stradela

Studentilor. бЬ, tel./fax: +37368781З33_, e-mail oxivit.medical@g ,

solicit inregistrarea in Registrul de stat al dispozitivelor medicale а чrmйtоаrеlоr

categorii 9i tipuri de dispozitive medicale pentru introducerea 9i рuпеrеа la
dispozilie ре рiа!й а:

1 Proteze pentru articula}ii:
- MUTARSФ Нumеrus System

se апехеаzй urmйtоаrеlе acte:

Declaratie ре proprie rйsрuпdеrе

сЕ certificate
Declaratie de conformitate
Scrisoare de imputernicire

Dlta 04lt2l202З

Tabelul de rесер{iопаrе а notificйrii
(se completeazб de сёtrе Agentie iп momentul depunerii notificйrii de сбtrе solicitant)

Comentarii cu privire 1а acceptul/refuzul
rесер{iопйrii notificirii, inclusiv motivul
refuzului Ь,/
Data/nr. de ordine atribuit notificбrii de сбtrе

Agentie (in cazul acceptйrii rесерli!цёЦi)
'j'-, 

п?, У2. zr>> ЗИ'f/97
Numele, prenumele, func{ia persoanei
responsabile de receptionarea dosarului

/!*Z-,1 ..%.o',- .A.n,',-e
Sеmпйturа persoanei responsabile 75i



 

 

 

We, implantcast GmbH, based in Germany, 21614 Buxtehude, Lüneburger Shanze 26,   

                                      (manufacturer)                                                                              (address) 

 
assign  OXIVIT-MED SRL, based in Republic of Moldova, mun. Chisinau, MD-2020, str-la. Studentilor 6B,          

(authorized representative)                        (address) 

               

as authorized representative in correspondence with the conditions of directive 93/42/EEC, 98/79/EEC or 

90/385/EEC. 

We declare that the company mentioned above is authorized to register, notify, renew or modify the 

registration of medical devices on the territory of the Republic of Moldova, and to perform Essential Duties 

required by Law No. 102  09.06.2017 regarding medical devices. 
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Certification. Medical Only. 

EU Quality Management System Certificate 

The Notified Body 

MEDCERT Zertifi:z:ierungs- und Prufungsgesellschaft fur die Medi:z:in GmbH 
Pilatuspool 2 - 20355 Hamburg - Germany 

herewith certifi es that the company 

implantcast GmbH 
Luneburger Schan:z:e 26 
21614 Buxtehude 
Germany 

SRN DE-MF-000010002 

with locations representative listed in the appendix 

has introduced, applies and maintains a quality management system for the medica l 
devices/groups of medical devices listed in the appendix. 

The compliance of thi s quality management system to the requirements of the 
Regulation (EU} 2017 / 745 on medical devices was verified by assessment according to: 

Annex IX Chapter I 

Any applicable limitations of this certification for certain medical devices are included in the 
appendix. This certification is subject to surveillance by MEDCERT. 

Effective date: 
Expiry date: 

Report No.: 
Procedure No.: 
Certificate No.: 

Preceding certificate No.: 
Preceding certificate do~te_·_ ... 
Identification of ch ges: 

Hamburg, 2 

2022- 10-06 
2026-01-02 

7092AU14F 
QS -7092 
7092GB448221006 

7092GB448220824 

The certificate is only valid when provided entirely with all of its pages. 
To verify the validity of this certificate, contact info@medcert.de. 

MEDCERT Notified Body Identification Number: 0482 

Form 820111 EN/ Rev. 3 / 2022.06.07 

* * * * Beoannt durcii/Dr1signated by * Zentralstelle der Lander ~ 
--k a:L411!!! "· • fur Gesundheitsschutz l 

..A. -===~ J-... be1 Arzne1m1tte-ln ur1d :i 
R --k.;,. ..,_ ~'r "'ji( )(' Medizinprodukten ~ 

x x ,.,. BS-MDR-096 
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Certification. Medical Only. 

Appendix of EU Quality Management System Certificate 
Procedure No.: QS - 7092 
Certificate No. : 7092GB44822 l 006 

Locations in the scope of certification 

implantcast GmbH 
Luneburger Schanze 26 
2161 4 Buxtehude 
Germany 

implantcast GmbH 
Alter Postweg 1 Ob 
21614 Buxtehude 
Germany 

This appendix is integral part of lhe above-referenced certificate. 
The certificate is only val id when provided entirely with all of its pages. 
To verify the validity of this certificate, contact info@medcert.de. 

MEDCERT Notified Body Identification Number: 0482 

Form 820111 EN/ Rev. 3 / 2022.06.07 

*.,},* 
*•Le * 
**** 

Benannt durc:11/0 esignated by 

Zentralstelle dcr Lander t 
fUr Gesundheitsschutz :i: 

bei Arzneimttteln und 1 
Medizinprodukten ~ 

BS-MDR-096 
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Certification. Medical Only. 

Appendix of EU Quality Management System Certificate 
Procedure No.: QS - 7092 
Certificate No. : 7092GB44822 1006 

Class I medical devices 

For class I med ical devices placed on the market in sterile cond ition (doss Is), the audit of the quality management system 
was limited to the aspects relating to establishing, securing and maintaining sterile conditions. 

For class I medical devices that are reusable surgica l instruments (class Ir), the aud it of the quality management system was 
limited to the aspects relating to the reuse of the device, in particular cleaning, disinfection, sterili sation, maintenance and 
functional testing , and the related instructions for use. 

Category 

MDN 1208 

Medica l devices/ groups of medical devices 
Sterile Systems and procedure packs 
Non-active non-implantable instruments 

This appendix is integral part of the above-referenced certificate. 
The certificate is only valid when provided entirely with all of its pages. 
To verify the validity of this certificate, contact info@medcert.de. 

MEDCERT Notified Body Identification Number: 0482 

Form 820111 EN/ Rev. 3 / 2022.06.07 

Class 
Is 
Ir 

Benunnt durct1/Designated by 

Zentralstelle der Lander ~ 
fur Gesundheitsschutz i 

bei Arzne!mftteln wld ~ 
Medizinprodukten ~ 

BS-MDR-096 
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Certification. Medical Only. 

Appendix of EU Quality Management System Certificate 
Procedure No.: QS - 7092 
Certificate No.: 7092GB44822 l 006 

Class Ila medical devices 

Category 

MDN 1208 
MDN 1208 
MDN 1208 

MDN 1208 

MDN 1208 
MDN 1208 
MDN 1208 

EM DN code 

L091 l 99 
Zl 2 1305 
L091001 

L030199 

L091201 
Zl21390 
L091 l 02 

Medical devices/ groups of medical devices 

Orthopaedi c prosthetics instruments, reusa ble - other 
Motorised orthopaedic surgery system instruments 
Instruments for insertion and extraction of materi a ls for 
osteosynthesis, reusable 
General surgery surgical cannulas and handpieces, 
reusable - other 
Orthopaedic surgery rasps, reusable 
Various orthopaedic and traumatology instruments 
Orthopaedic prostheses reamers and burs, reusable 

This appendix is integral part of the above-referenced certificate. * ** * Benannt durci,JDesignated by * * Zentralstelle der Lander ~ 
,"- .:Llll!!! • fur Gesundheitsschutz l 

The certificate is only valid when provided entirely with all of its pages. 
To verify the validity of this certificate, contact info@medcert.de. 

MEDCERT Notified Body Identification Number: 0482 

Form 820111 EN/ Rev. 3 / 2022.06.07 

H ~==~ 
1
"'>( bet Arzne!ml:..t~ln und ;i * * 1 >t Medizinprodukten ~ * * *"' BS-MDR-096 
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ME'%1n® 
Certification. Medical Only. 

Appendix of EU Quality Management System Certificate 
Procedure No.: QS - 7092 
Certifi cate No.: 7092GB448221006 

Class Ill custom-made implantable medical devices 

Category 
MDN 1102 

Medical devices/ groups of medical devices 
Non-active osteo- and orthopaed ic implants 

Thi s appendix is integral part of the above-referenced certificate. 
The certificate is only valid when provided entirely with all of its pages. 
To verify the validity of this certificate, contact info@medcert.de. 

MEDCERT Notified Body Identification Number: 0482 

Form 820111 EN/ Rev. 3 / 2022.06.07 

** 
: •Lt; * 
***** 

Bemmnt durch/Designated by 

Zentralstelle der Lander ~ 
fur Gesundheitsschutz f 

bei Arzneimitteln und ~ 
Medizinprodukten ~ 

BS-MDR-096 
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ME~ ERT® 
Certification. Medical Only. 

Appendix of EU Quality Management System Certificate 
Procedure No .: QS - 7092 
Certificate No.: 7092GB448221006 

Class Ill medical devices 

For placing an the market af class Ill medical devices covered by this certifica te, an addi tional 
EU Technical Documentation Assessment Certificate according to Annex IX Chapter II of 
Reg ulation (EU) 201 7 /7 45 is required, which a lso conta ins the exact determina tion of medical devices covered by 
certification. 

Category 

MDN 1102 
Medical devices/ groups of medical devices 

Non-active osteo- and orthopaedic implants 

This appendix is integral part of the above-referenced certificate. 
The certificate is only valid when provided entirely with all of its pages. 
To verify the validity of this certificate, contact info@medcert.de. 

MEDCERT Notified Body Identification Number: 0482 

Form 820111 EN/ Rev. 3 / 2022 .06.07 

C3enannt durci1/Designat~c1 by 

Zentralstelle der Lander ~ 
fur Gesundheitsschutz t' 

bei Arzncimttteln und ~ 
Medizinprodukten ~ 

BS-MDR-096 
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DNV 

EU Technical Documentation 
Assessment Certificate 
Certificate no.: 
13266GB450221104 

This is to certify that: 

Final assessment report no.: 
13266AU11F 

Effective date: 
2022-11-04 

Medical devices listed on the following pages 

Manufactured by: 

implantcast GmbH 
Luneburger Schanze 26, 21614 Buxtehude, Germany 

SRN : DE-MF-000010002 

Have been assessed and found to comply with respect to: 

Expiry date: 
2027-11-03 

Technical Documentation Assessment as described in Annex IX 
Chapter II of Regulation (EU) 2017/745 on Medical Devices 

Any applicable limitations for certain medical devices are included in the following list or recorded 
in the final assessment report. This certificate assumes that DNV MEDCERT has to be informed 
about any changes of the assessed device. Changes need further approval by DNV MEDCERT. 

For conditions or for limitations to the validity refer to the relevant final assessment report. 
Examinations and tests performed, e. g. reference to relevant common specifications, 
harmonised standards, test reports and audit report(s) , are recorded in the relevant reports . For 
placing on the market of the medical devices covered by this certificate, an additional EU Quality 
Management System Certificate according to Annex IX Chapter I of Regulation (EU) 2017 /7 45 is 
required . 

Place and date: 
Hamburg, 2022-11 -04 

The certificate is only valid when provided entirely with 
all of its pages. To verify the vailidity of this certificate, 
contact info@medcert .de 

Benannt durch/Designated by 

Zentralstelle der Lander ~ 
rnr Gesundheilsschulz i 

bci Arzneimittcln und :; 
Medizinproduklen ~ 

BS- MDR-096 

Lack of fulfilment of conditions as set out in the Certifica tion Agreement may render this Certifica te invalid. 

For the issuing of ice-. ---
DNV MEDCl;RT GmbH - Notifie ody 0482 
Pilatuspo ( 2, 20355 Hamburg,,,.. ermany 

82011 3 EN Rev 4 2022.10.17 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prufungsgesellschaft fur die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert .com, www.dnv.com 

Page 1 of 15 



DNV 
Certificate no.: 13266GB450221104 
Place and date: Hamburg, 2022-11-04 

Products covered by th is certificate 

Class Ill 
Basic UDI -DI 4048844M UTHUAXLD2UNCNM 
Intended purpose Axle intended to serve as a connection between the ulnar component and the MUTARS® Distal Humerus. 

Model {REF#) I Device name 

52510001 I MUTARS® axle for dist. humerus HD 

Class Ill 
Basic UDI -D1 4048844M UTH UAX LDTI NB N65 
Intended purpose Axle intended to serve as a connection between the ulnar component and the MUTARS® Distal Humerus. 

Model {REF#) I Device name 

52500001N I MUTARS® axle for dist. humerus TiNbN 

Class Ill 
Basic UDI-D1 4048844MUTHUAXLDUNCMG 
Intended purpose Axle intended to serve as a connection between the ulnar component and the MUTARS® Distal Humeru s. 

Model {REF#) I Device name 

52500001 I MUTARS® axle for dist. humerus 

Class Ill 
Basic UDI-DI 4048844M UTH U CAPITI N FQ 
Intended purpose Cap that is combined wi th the MUTARS® Humerus Head intended to replace the humeral head in case of a reverse shou lder 

prosthesis. 

Model {REF#) Device name 

52101000 MUTARS® humerus cap invers TiN 

52101005 MUTARS® humerus cap invers +5 mm TiN 

52101010 MUTARS® humerus cap invers +10 mm TiN 

Class Ill 
Basic UDI-DI 4048844M UTH UCAPTI N FZ 
Intended purpose Cap that is combined with the MUTARS® Humerus Head intended to replace the humeral head. 

Model {REF#) Device name 

52100000 MUTARS® humerus cap small TiN 

52100005 MUTARS® humerus cap medium TiN 

52100010 MUTARS® humerus cap large TiN 

Class Ill 
Basic UDI-DI 4048844M UTH UCO LFTCP JX 
Intended purpose Modular stem collar for the MUTARS® Humeru s Stem Type A Modular intended to enable bone ingrowth. 

Model {REF#) Device name 

52420018 MUTARS® EPORE® HA collar humerus with flange 18mm 

52420019 MUTARS® EPORE® HA collar humerus with flange 19mm 

52420020 MUTARS® EPORE® HA collar humerus with flange 20mm 

52420021 MUTARS® EPORE® HA collar humerus with flange 21mm 

52420022 MUTARS® EPORE® HA collar humerus with flange 22mm 

52420023 MUTARS® EPORE® HA collar humerus with flange 23mm 

52420024 MUTARS® EPORE® HA collar humerus with flange 24mm 

Lack of fulfi lment of ccnditions as set out in the Certification Agreement may render th is Certifica te invalid. 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Pr0fungsgesellschaft fu r die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0,www.med-cert.ccm,www.dnv.com 

82011 3 EN Rev 4 2022.10.17 

Page 2 of 15 



DNV 
Certificate no.: 13266GB450221104 
Place and date: Hamburg, 2022-11-04 

Class Ill 
Basic UDI-DI 4048844M UTHUCOL TCPKH 
Intended purpose Modular stem collar for the MUTARS® Humerus Stem Type A Modular intended to enable bone ingrowth. 

Model (REF#) Device name 

52410018 MUTARS® EPORE® HA collar humerus 18mm 

52410019 MUTARS® EPORE® HA collar humerus 19mm 

52410020 MUTARS® EPORE® HA collar humerus 20mm 

52410021 MUTARS® EPORE® HA collar humerus 21mm 

52410022 MUTARS® EPORE® HA co llar humeru s 22mm 

52410023 MUTARS® EPORE® HA collar humerus 23mm 

52410024 MUTARS® EPORE® HA collar humerus 24mm 

Class Ill 
Basic UDI-DI 4048844MUTHUCONPUNCN7 
Intended purpose Humerus Connecting Part intended for extraosseous length adjustment in the area of the proximal and dista l humerus for the 

bridging of bone defects in cases where a proximal or distal humerus replacement component is used. The MUTARS® 
Humeru s Connection Part may also be used when a total humerus replacement, total elbow replacement or proximal ulna 
replacement is required. 

Model (REF#) Device name 

5221008001 MUTARS® humerus connecting part distal 80mm 

5221008002 MUTARS® humerus connecting part prox. 80mm 

Class Ill 
Basic UDI-DI 4048844MUTHUDH230UNCXQ 
Intended purpose Hinged elbow joint component intended to replace the dista l part of the humerus in a distal humeru s replacement or proximal 

ulna replacement. 

Model (REF#) I Device name 

5251230001 I MUTARS® dist. humerus HD 30mm 

Class Ill 
Basic UDI-DI 4048844M UTH U DH250U N CYE 
Intended purpose Hinged elbow joint component intended to replace the distal part of the humeru s in a distal humeru s replacement, total elbow 

replacement or total humerus replacement. 

Model (REF#) I Device name 

5251000001 I MUTARS® dist. humerus HD 50mm 

Class Ill 
Basic UDI-DI 4048844M UTH U DH30U NC46 
Intended purpose Hinged elbow joint component intended to replace the distal part of the humeru s in a distal humerus replacement or proximal 

ulna replacement. 

Model (REF#) I Device name 

5250230001 I MUTARS® dist. humerus M6 30mm part 1 

Class Ill 
Basic UDI-DI 4048844MUTHUDH50TINBNBA 
Intended purpose Hinged elbow joint component intended to replace the distal part of the humeru s in a distal humerus replacement, total elbow 

replacement or total humerus replacement. 

Model (REF#) I Device name 

5250000000N I MUTARS® dist. humerus 50mm TiNbN 

Lack of fulfi lment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820113 EN Rev 4 2022.10. 17 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prufungsgesellschaft fur die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com 

Page 3 of 15 



DNV 
Certificate no.: 13266GB450221104 
Place and date: Hamburg, 2022-11-04 

Class Ill 
Basic UDI -DI 4048844M UTH U DH50UNC4U 
Intended purpose Hinged elbow joint component intended to replace the distal part of the humerus in a distal humerus replacement, total elbow 

replacement or total humerus replacement. 

Model (REF#) I Device name 

5250000000 I MUTARS® dist. humerus 50mm 

Class Ill 
Basic UDI-DI 4048844MUTHUENDPUNCKE 
Intended purpose Humeru s End Piece used in rare cases of bone tumors and bone metastases in which no full extremity preserving surgery can 

be carried out . The end piece can serve to prosthetically preserve a terminal humeral or ulnar stump in cases of a part or total 
humeru s replacement, total elbow replacement or proximal ulna replacement. 

Model (REF#) I Device name 

52200001 I MUTARS® humerus end piece 20mm 

Class Ill 
Basic UDI-D1 4048844MUTHUEXTPUNCUY 
Intended purpose Humerus Extension Piece intended for extraosseous length adjustment in the area of the proximal and distal humerus for the 

bridging of bone defects in cases where a proximal or distal humerus replacement component is used. The extension piece 
may also be used when a total humerus replacement, total elbow replacement or proximal ulna replacement component is 
required . 

Model (REF#) Device name 

52200020 MUTARS® humerus extension piece 20mm 

52200040 MUTARS® humerus extension piece 40mm 

52200060 MUTARS® humerus extension piece 60mm 

Class Ill 
Basic UDI-D1 4048844MUTHUGLENUNCKK 
Intended purpose Glenosphere intended to replace the glenoid surface in case of a reverse total shoulder replacement. 

Model (REF#) I Device name 

52101002 I MUTARS® glenosphere 40mm symmetric 

Class Ill 
Basic UDI-DI 4048844M UTHUGLRHACLK5 
Intended purpose Glenoid component intended for cementless fi xation to replace the natural glenoid by combination with the MUTARS® 

Glenosphere for a reverse MUTARS® Humerus replacement. 

Model (REF#) I Device name 

38004001 I glenoid cementless sz. 3 round 

Class Ill 
Basic UDI-DI 4048844MUTHUGLUNCCDMA 
Intended purpose Glenoid component for cemented fixation intended to replace the natural glenoid. 

Model (REF#) Device name 

38030032 AGILON® PE-glenoid cemented sz. 2 

38030036 AGILON® PE-glenoid cemented sz. 3 

38030040 AGILON® PE-glenoid cemented sz. 4 

Class Ill 
Basic UDI-DI 4048844MUTHUHEADUNCDP 
Intended purpose Component that is combined with the MUTARS® Humerus Cap or MUTARS® Humerus Cap Inverse intended to replace the 

proximal part of the humerus or the total humerus. 

Model (REF#) I Device name 

5200000000 I MUTARS® humerus head 50 mm 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 82011 3 EN Rev 4 2022. 10.17 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Pr0fungsgesellschaft tor die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com 

Page 4 of 15 



DNV 
Certificate no.: 13266GB450221 104 
Place and date: Hamburg , 2022-1 1-04 

Class Ill 
Basic UDI -DI 4048844MUTHUHSSUNCQT 
Intended purpose Screw intended to secure the MUTARS® Humerus Screw. 

Model (REF#) I Device name 

52000099 [ MUTARS® humerus safety screw 

Class Ill 
Basic UDI-DI 4048844MUTHUHSUNCU6 
Intended purpose Screw intended to join components of the MUTARS® Humerus System. 

Model (REF#) Device name 

52300015 MUTARS® humerus screw M8x15 mm 

52300035 MUTARS® humerus screw M8x35 mm 

52300055 MUTARS® humerus screw M8x55 mm 

52300075 MUTARS® humerus screw M8x75 mm 

Class Ill 
Basic UDI-DI 4048844MUTHULSDUNCP6 
Intended purpose Screw intended to secure the MUTARS® Axle. 

Model (REF#) I Device name 

52500003 [ MUTARS® locking screw for dist. humerus 

Class Ill 
Basic UDI-DI 4048844MUTHUPEFCSTDKR 
Intended purpose PE Bearing intended to be used in combination with the MUTARS® Distal Humerus HD 30mm or 50mm to act as one of the 

bearing surfaces of the hinged elbow system besides the MUTARS® Ulnar Component HD or MUTARS® Proximal Ulna HD. 

Model (REF#) I Device name 

52510002 I PE bearing FC 

Class Ill 
Basic UDI-DI 4048844MUTHUPESCSTDQ8 
Intended purpose PE Bearing intended to be used in combination with the MUTARS® Distal Humerus HD 30mm or 50mm to act as one of the 

bearing surfaces of the hinged elbow system besides the MUTARS® Ulnar Component HD or MUTARS® Proximal Ulna HD. 

Model (REF#) I Device name 

52510003 I PE bearing SC 

Class Ill 
Basic UDI-DI 4048844MUTHUREDUNCLS 
Intended purpose Humerus Reducer intended for extraosseous length adjustment in cases of a total humerus 

replacement to enable a connection between the MUTARS® Humerus Head and the Distal 
Humerus. 

Model (REF#) Device name 

52210000 MUTARS® humerus reducer 10mm 

52210100 MUTARS® humerus reducer 100mm 

Class Ill 
Basic UDI-DI 4048844MUTHUSCONPUNCZ6 
Intended purpose Screw intended to connect the MUTARS® Humerus Connecting Part Proximal to the MUTARS® Humerus Connecting Part 

Distal. 

Model (REF#) [ Device name 

52210099 I MUTARS® humerus screw for connecting part 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820113 EN Rev4 2022.10.17 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prufungsgesellschafl fur die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com 

Page 5 of 15 



DNV 
Certificate no.: 13266GB4502211 04 
Place and date: Hamburg, 2022-11-04 

Class Ill 
Bas ic UDI-DI 4048844MUTHUSDSW5UNCYQ 
Intended purpose Screw intended to join components of the MUTARS® Distal Humerus. 

Model (REF#) Device name 

52300125 MUTARS® screw for dist. humerus M6x12.5mm SW5 

52300200 MUTARS® screw for dist. humerus M6x20mm SW5 

52300225 MUTARS® screw for dist. humerus M6x22.5mm SW5 

52300250 MUTARS® screw for dist. humerus M6x25mm SW5 

52300275 MUTARS® screw for dist. humerus M6x27.5mm SW5 

52300300 MUTARS® screw for dist. humerus M6x30mm SW5 

Class Ill 
Basic UDI-D1 4048844MUTHUSSD30UNCMG 
Intended purpose Screw intended to secure the MUTARS® Screw for Distal Humerus. 

Model (REF#) I Device name 

52000097 I MUTARS® safety screw for distal humerus 30mm SW5 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate inval id. 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Pr0fungsgesellschaft fur die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com , www.dnv.com 

820113 EN Rev 4 2022.10.17 

Page 6 of 15 



DNV 
Certificate no.: 13266GB450221104 
Place and date: Hamburg, 2022-11-04 

Class Ill 
Basic UDI -DI 4048844MUTHUSTAMTINCDDY 
Intended purpose Stem for cemented fixation intended to be used in combination with the MUTARS® EPORE® HA Collar Humerus for a 

diaphyseal anchorage of the shoulder or elbow joint replacement in the humeru s and ulna respectively. 

Model (REF#) Device name 

52440708N MUTARS® humerus stem type A modular cemented 8175mm TiN 

52440709N MUTARS® humeru s stem type A modular cemented 9175mm TiN 

52440710N MUTARS® humerus stem type A modular cemented 10175mm TiN 

52440711N MUTARS® humerus stem type A modular cemented 11175mm TiN 

52440712N MUTARS® humerus stem type A modular cemented 12175mm TiN 

52440713N MUTARS® humerus stem type A modular cemented 13175mm TiN 

52440714N MUTARS® humerus stem type A modular cemented 14175mm TiN 

52440715N MUTARS® humerus stem type A modular cemented 15175mm TiN 

52440716N MUTARS® humerus stem type A modular cemented 16175mm TiN 

52441008N MUTARS® humerus stem type A modular cemented 81100mm TiN 

52441009N MUTARS® humerus stem type A modular cemented 91100mm TiN 

52441010N MUTARS® humerus stem type A modular cemented 101100mm TiN 

52441011N MUTARS® humerus stem type A modular cemented 111100mm TiN 

52441012N MUTARS® humerus stem type A modular cemented 121100mm TiN 

52441013N MUTARS® humerus stem type A modular cemented 131100mm TiN 

52441014N MUTARS® humerus stem type A modular cemented 141100mm TiN 

52441015N MUTARS® humerus stem type A modular cemented 151100mm TiN 

52441016N MUTARS® humerus stem type A modular cemented 161100mm TiN 

52441508N MUTARS® humerus stem type A modular cemented 81150mm TiN 

52441509N MUTARS® humerus stem type A modular cemented 91150mm TiN 

52441510N MUTARS® humerus stem type A modular cemented 101150mm TiN 

52441511N MUTARS® humerus stem type A modular cemented 111150mm TiN 

52441512N M UT ARS® humerus stem type A modular cemented 121150mm TiN 

52441513N MUTARS® humerus stem type A modular cemented 131150mm TiN 

52441514N MUTARS® humerus stem type A modular cemented 141150mm TiN 

52441515N MUTARS® humerus stem type A modular cemented 151150mm TiN 

52441516N MUTARS® humerus stem type A modular cemented 161150mm TiN 

Lack of fulfilmenl of conditions as set out in the Certification Agreement may render th is Certificate invalid. 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Pr0fungsgesellschaft fur die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, IV\Wt.dnv.com 

82011 3 EN Rev 4 2022.10.17 
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DNV 
Certificate no.: 13266GB450221104 
Place and date: Hamburg, 2022-11-04 

Class Ill 
Basic UDI-DI 4048844MUTHUSTAMUNCCDDP 
Intended purpose Stem for cemented fixation intended to be used in combination with the MUTARS® EPORE® HA Collar Humerus for a 

diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and ulna respectively. 

Model (REF#) Device name 

52440708 MUTARS® humerus stem type A modular cemented 8175mm 

52440709 MUTARS® humerus stem type A modular cemented 9175mm 

52440710 MUTARS® humerus stem type A modular cemented 10175mm 

52440711 MUTARS® humerus stem type A modular cemented 11175mm 

52440712 MUTARS® humerus stem type A modular cemented 12175mm 

52440713 M UT ARS® humerus stem type A modular cemented 13175mm 

5244071 4 MUTARS® humerus stem type A modular cemented 14175mm 

52440715 MUTARS® humerus stem type A modular cemented 15175mm 

52440716 MUTARS® humerus stem type A modular cemented 16175mm 

52441008 MUTARS® humerus stem type A modular cemented 81100mm 

52441009 MUTARS® humerus stem type A modular cemented 91100mm 

52441010 MUTARS® humerus stem type A modular cemented 101100mm 

52441011 MUTARS® humerus stem type A modular cemented 111100mm 

52441012 M UTARS® humerus stem type A modular cemented 12/100mm 

52441013 MUTARS® humerus stem type A modular cemented 131100mm 

52441014 MUTARS® humerus stem type A modular cemented 141100mm 

52441015 MUTARS® humerus stem type A modular cemented 151100mm 

52441016 MUTARS® humerus stem type A modular cemented 161100mm 

52441508 MUTARS® humerus stem type A modular cemented 81150mm 

52441509 MUTARS® humerus stem type A modular cemented 91150mm 

52441510 M UTARS® humerus stem type A modular cemented 101150mm 

52441511 MUTARS® humerus stem type A modular cemented 111150mm 

52441512 MUTARS® humerus stem type A modular cemented 121150mm 

52441513 M UT ARS® humerus stem type A modular cemented 131150mm 

52441514 M UT ARS® humerus stem type A modular cemented 141150mm 

52441515 MUTARS® humerus stem type A modular cemented 151150mm 

52441516 MUTARS® humerus stem type A modular cemented 161150mm 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifiz ierungs- und Pr0fungsgesellschafl fur die Medizin GmbH) 
Pi latuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com 

820113 EN Rev 4 2022.10.17 
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DNV 
Certificate no.: 13266GB450221104 
Place and date: Hamburg, 2022-11-04 

Class Ill 
Basic UDI -D1 4048844MUTHUSTAMUNCCLE7 
Intended purpose Stem for cementless fixation intended to be used in combination with the MUTARS® EPORE® HA Collar Humerus for a 

diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and ulna respectively . 

Model (REF#) Device name 

52470707 MUTARS® humerus stem type A modular cementless 7175mm 

52470708 MUTARS® humerus stem type A modular cementless 8175mm 

52470709 MUTARS® humerus stem type A modular cementless 9175mm 

52470710 MUTARS® humeru s stem type A modular cementless 10175mm 

52470711 MUTARS® humerus stem type A modular cementless 11175mm 

52470712 MUTARS® humerus stem type A modular cementless 12175mm 

52470713 MUTARS® humerus stem type A modular cementless 13175mm 

52470714 MUTARS® humerus stem type A modular cementless 14175mm 

52470715 MUTARS® humerus stem type A modular cementless 15175mm 

52470716 MUTARS® humerus stem type A modular cementless 16175mm 

52471007 MUTARS® humerus stem type A modular cementless 71100mm 

52471008 MUTARS® humerus stem type A modular cementless 81100mm 

52471009 MUTARS® humerus stem type A modular cementless 91100mm 

52471010 MUTARS® humerus stem type A modular cementless 101100mm 

52471011 MUTARS® humerus stem type A modular cementless 11/100mm 

52471012 M UT ARS® humerus stem type A modular cementless 12/100mm 

52471013 MUTARS® humerus stem type A modular cementless 131100mm 

52471014 MUTARS® humerus stem type A modular cementless 141100mm 

52471015 MUTARS® humerus stem type A modular cementless 151100mm 

52471016 MUTARS® humerus stem type A modular cementless 161100mm 

52471507 MUTARS® humerus stem type A modular cementless 71150mm 

52471508 MUTARS® humerus stem type A modular cementless 81150mm 

52471509 MUTARS® humerus stem type A modular cementless 91150mm 

52471510 M UT ARS® humerus stem type A modular cementless 10/150mm 

52471511 M UT ARS® humerus stem type A modular cementless 111150mm 

52471512 MUTARS® humerus stem type A modular cementless 121150mm 

52471513 MUTARS® humerus stem type A modular cementless 13/150mm 

52471514 MUTARS® humerus stem type A modular cementless 141150mm 

52471515 M UT ARS® humerus stem type A modular cementless 151150mm 

52471516 MUTARS® humerus stem type A modular cementless 161150mm 

Class Ill 
Basic UDI-DI 4048844MUTHUSTHACDP5 
Intended purpose Stem for cemented fixation intended for a diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and 

ulna respectively. 

Model (REF#) Device name 

52490408 MUTARS® humerus stem cemented with HA collar 8/75 mm 

52490409 MUTARS® humerus stem cemented with HA collar 9/75 mm 

52490410 MUTARS® humerus stem cemented with HA collar 10/75 mm 

52490411 MUTARS® humerus stem cemented with HA collar 11/75 mm 

52490412 MUTARS® humerus stem cemented with HA collar 12/75 mm 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certifica te invalid. 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prufungsgesellschafl fur die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cerl.com, www.dnv.com 

82011 3 EN Rev 4 2022.10.17 
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DNV 
Certificate no.: 13266GB4502211 04 
Place and date: Hamburg, 2022-11-04 

Class Ill 
Bas ic UDI-DI 4048844MUTHUSTHACLPM 
Intended purpose Stem for cementless fixa tion intended for a diaphyseal anchorage of the shou lder or elbow joint replacement in the humerus 

and ulna respectively. 

Model (REF#) Device name 

52400807 MUTARS® humeru s stem cementless 7175mm HA 

52400808 MUTARS® humerus stem cementless 8175mm HA 

52400809 MUTARS® humerus stem cementless 9175mm HA 

52400810 MUTARS® humerus stem cementless 10175mm HA 

52400811 MUTARS® humerus stem cementless 11175mm HA 

52400812 MUTARS® humerus stem cementless 12175mm HA 

52400813 MUTARS® humerus stem cementless 13175mm HA 

52400814 MUTARS® humerus stem cementless 14175mm HA 

52400815 MUTARS® humerus stem cementless 15175mm HA 

52400816 MUTARS® humerus stem cementless 16175mm HA 

52400817 MUTARS® humerus stem cementless 17175mm HA 

Class Ill 
Basic UDI-DI 4048844MUTHUSTOP2UNC4M 
Intended purpose Ulna Stop HD intended to be used in combination with the MUTARS® Distal Humerus HD 30mm and 50mm in order to prevent 

hyperextension of the elbow joint. 

Model (REF#) I Device name 

52511100 I MUTARS® ulna stop HD 

Class Ill 
Basic UDI-DI 4048844MUTHUSTOPUNCZ3 
Intended purpose Ulna Stop intended to be used in combination with the MUTARS® Distal Humerus 30mm and 50mm in order to prevent 

hyperextension of the elbow joint. 

Model (REF#) I Device name 

52501100 I MUTARS® ulna stop 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid . 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prufungsgesel lschaft !Or die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv. com 

820113 EN Rev 4 2022.10.17 
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DNV 
Certificate no.: 13266GB450221104 
Place and date: Hamburg, 2022-11 -04 

Class Ill 
Bas ic UDI-DI 4048844M UTHUSTTINCDX7 
Intended purpose Stem for cemented fixation intended for a diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and 

ulna respectively. 

Model (REF#) Device name 

52400408N MUTARS® humerus stem cemented 8/75 mm TiN 

52400409N MUTARS® humerus stem cemented 9/75 mm TiN 

52400410N MUTARS® humerus stem cemented 10/75 mm TiN 

52400411N M UT ARS® humeru s stem cemented 11 /75 mm TiN 

52400412N MUTARS® humerus stem cemented 12/75 mm TiN 

52400413N MUTARS® humerus stem cemented 13175mm TiN 

52400414N MUTARS® humerus stem cemented 14175mm TiN 

52400415N MUTARS® humerus stem cemented 15175mm TiN 

52400416N MUTARS® humerus stem cemented 16175mm TiN 

52401008N MUTARS® humerus stem cemented 81100mm TiN 

52401009N MUTARS® humerus stem cemented 91100mm TiN 

52401010N MUTARS® humerus stem cemented 101100mm TiN 

52401011N MUTARS® humerus stem cemented 111100mm TiN 

52401012N MUTARS® humerus stem cemented 121100mm TiN 

52401013N MUTARS® humerus stem cemented 131100mm TiN 

52401014N MUTARS® humerus stem cemented 141100mm TiN 

52401015N MUTARS® humerus stem cemented 151100mm TiN 

52401016N MUTARS® humerus stem cemented 161100mm TiN 

52401508N MUTARS® humerus stem cemented 8/150mm TiN 

52401509N MUTARS® humerus stem cemented 91150mm TiN 

52401510N MUTARS® humerus stem cemented 101150mm TiN 

52401511N MUTARS® humerus stem cemented 111150mm TiN 

52401512N MUTARS® humerus stem cemented 121150mm TiN 

52401513N MUTARS® humerus stem cemented 131150mm TiN 

52401514N MUTARS® humerus stem cemented 141150mm TiN 

52401515N MUTARS® humerus stem cemented 151150mm TiN 

52401516N MUTARS® humerus stem cemented 161150mm TiN 

Lack of fulfilment of conditions as set out in the Certification Agreement may render th is Certificate invalid. 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und PrOfungsgesellschafl fur die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com 

82011 3 EN Rev 4 2022.10.17 
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DNV 
Certificate no. : 13266GB450221104 
Place and date: Hamburg, 2022-11-04 

Class Ill 
Basic UDI-DI 4048844MUTHUSTUNCCD\/WV 
Intended purpose Stem for cemented fi xation intended for a diaphysea l anchorage of the shoulder or elbow joint replacement in the humerus and 

ulna respectively. 

Model (REF#) Device name 

52400408 MUTARS® humeru s stem cemented 8/75 mm 

52400409 MUTARS® humeru s stem cemented 9/75 mm 

52400410 MUTARS® humeru s stem cemented 10/75 mm 

52400411 MUTARS® humerus stem cemented 11/75 mm 

52400412 MUTARS® humerus stem cemented 12/75 mm 

52400413 MUTARS® humerus stem cemented 13175mm 

52400414 MUTARS® humerus stem cemented 14175mm 

52400415 MUTARS® humerus stem cemented 15175mm 

52400416 MUTARS® humerus stem cemented 16175mm 

52401008 MUTARS® humerus stem cemented 81100mm 

52401009 MUTARS® humerus stem cemented 91100mm 

52401010 MUTARS® humerus stem cemented 101100mm 

52401011 MUTARS® humerus stem cemented 111100mm 

52401012 MUTARS® humerus stem cemented 121100mm 

52401013 MUTARS® humerus stem cemented 131100mm 

52401014 MUTARS® humerus stem cemented 141100mm 

52401015 MUTARS® humerus stem cemented 151100mm 

52401016 MUTARS® humerus stem cemented 161100mm 

52401508 MUTARS® humerus stem cemented 81150mm 

52401509 MUTARS® humerus stem cemented 91150mm 

52401510 MUTARS® humerus stem cemented 101150mm 

52401511 MUTARS® humerus stem cemented 111150mm 

52401512 MUTARS® humerus stem cemented 121150mm 

52401513 MUTARS® humerus stem cemented 131150mm 

52401514 MUTARS® humerus stem cemented 141150mm 

52401515 MUTARS® humerus stem cemented 151150mm 

52401516 MUTARS® humerus stem cemented 161150mm 

Lack of fulfilment of conditions as set out in the Certifica tion Agreement may render this Certi ficate invalid. 

NOTIFIEO BOOY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prufungsgesellschart tor die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert .com, www.dnv.com 

82011 3 EN Rev 4 2022.10.17 
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DNV 
Certificate no.: 13266GB450221104 
Place and date: Hamburg , 2022-11-04 

Class Ill 
Bas ic UDI-DI 4048844M UTH U STUN CCLX E 
Intended purpose Stem for cementless fixation intended for a diaphyseal anchorage of the shou lder or elbow joint replacement in the humerus 

and ulna respectively. 

Model (REF#) Device name 

52400707 MUTARS® humerus stem cementless 7175mm 

52400708 MUTARS® humerus stem cementless 8175mm 

52400709 MUTARS® humerus stem cementless 9175mm 

52400710 MUTARS® humerus stem cementless 10175mm 

52400711 MUTARS® humeru s stem cementless 11175mm 

52400712 MUTARS® humeru s stem cementless 12175mm 

52400713 MUTARS® humeru s stem cementless 13175mm 

52400714 MUTARS® humerus stem cementless 14175mm 

52400715 MUTARS® humeru s stem cementless 15175mm 

52400716 MUTARS® humeru s stem cementless 16175mm 

5240071 7 MUTARS® humerus stem cementless 17175mm 

Class Ill 
Basic UDI-DI 4048844M UTH U UA2CPHAC LM E 
Intended purpose Hinged elbow joint component intended to serve as cementless osseous anchorage in the ulna in case of a distal or total 

humeru s replacement. 

Model (REF#) Device name 

52501040 MUTARS® ulnar component HD cementless right 

52501045 MUTARS® ulnar component HD cementless left 

Class Ill 
Basic UDI-DI 4048844MUTHUUACPHACLPR 
Intended purpose Hinged elbow joint component intended to serve as cementless osseous anchorage in the ulna in case of a distal or total 

humerus replacement. 

Model (REF#) Device name 

52501015 MUTARS® ulna anchorage cementless left cpTi/HA 

52501020 MUTARS® ulna anchorage cementless right cpTi/HA 

Class Ill 
Basic UDI-DI 4048844MUTHUUATINBNCL9H 
Intended purpose Hinged elbow joint component intended to serve as cementless osseous anchorage in the ulna in case of a distal or total 

humerus replacement. 

Model (REF#) Device name 

52501015N MUTARS® ulna anchorage cementless left TiNbN 

52501020N MUTARS® ulna anchorage cementless right TiNbN 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certifica le invalid. 820113 EN Rev 4 2022 .10.17 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Pr0fungsgesellschaft fur die Medizin GmbH) 
Pi latuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, w,vw.med-cert.com, www.dnv.com 
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DNV 
Certificate no.: 13266GB450221 104 
Place and date: Hamburg, 2022-11 -04 

Class Ill 
Basic UDI-DI 4048844MUTH UUC2UNCCDM6 
Intended purpose Hinged elbow joint component intended to serve as cemented osseous anchorage in the ulna in case of a distal or total 

humerus replacement. 

Model (REF#) Devi ce name 

52510070 MUTARS® ulnar component HD cemented 70mm right 

52510100 MUTARS® ulnar component HD cemented 100mm right 

52510130 MUTARS® ulnar component HD cemented 130mm right 

52515070 MUTARS® ulnar component HD cemented 70mm left 

52515100 MUTARS® ulnar component HD cemented 100mm left 

52515130 MUTARS® ulnar component HD cemented 130mm left 

Class Ill 
Basic UDI-DI 4048844MUTHUUCIITINCD7X 
Intended purpose Hinged elbow joint component intended to serve as cemented osseous anchorage in the ulna in case of a distal or total 

humerus replacement. 

Model (REF#) Device name 

52510070N MUTARS® ulnar component HD cemented 70mm right TiN 

52510100N MUTARS® ulnar component HD cemented 100mm right TiN 

52510130N MUTARS® ulnar component HD cemented 130mm right TiN 

52515070N MUTARS® ulnar component HD cemented 70mm left TiN 

52515100N MUTARS® ulnar component HD cemented 100mm left TiN 

52515130N MUTARS® ulnar component HD cemented 130mm left TiN 

Class Ill 
Basic UDI-DI 4048844MUTHUUCTINBNCDA7 
Intended purpose Hinged elbow joint component intended to serve as cemented osseous anchorage in the ulna in case of a dista l or total 

humerus replacement. 

Model (REF#) Device name 

52505070N MUTARS® ulnar component cemented 70mm left TiNbN 

52500070N MUTARS® ulnar component cemented 70mm right TiNbN 

52505100N MUTARS® ulnar component cemented 100mm left TiNbN 

52500100N MUTARS® ulnar component cemented 100mm right TiNbN 

Class Ill 
Basic UDI-DI 4048844MUTHUUCUNCCDR3 
Intended purpose Hinged elbow joint component intended to serve as cemented osseous anchorage in the ulna in case of a dista l or total 

humerus replacement. 

Model (REF#) Device name 

52505070 MUTARS® ulnar component cemented 70mm left 

52500070 MUTARS® ulnar component cemented 70mm right 

52505100 MUTARS® ulnar component cemented 100mm left 

52500100 M UT ARS® ulnar component cemented 100mm right 

Class Ill 
Basic UDI-DI 4048844M UTHU U LNA2TI NTY 
Intended purpose Hinged elbow joint component intended to replace the part of the proximal ulna in a proximal ulna replacement or total elbow 

replacement. 

Model (REF#) I Device name 

5251003001N I MUTARS® prox. ulna HD TiN 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 82011 3 EN Rev 4 2022.10.17 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zerti fizierungs- und Prufungsgesellschafl fur die Medizin GmbH) 
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert .com, www.dnv.com 

Page 14 of 15 



DNV 
Certificate no.: 13266GB450221104 
Place and date: Hamburg, 2022-11 -04 

Class Ill 
Basic UDI-DI 4048844MUTHUULNA2UNCTW 
Intended purpose Hinged elbow joint component intended to replace the part of the proximal ulna in a proximal ulna replacement or total elbow 

replacement. 

Model (REF#) I Device name 

5251003001 I MUTARS® prox. ulna HD 

Class Ill 
Basic UDI-DI 4048844M UTH U U LNAU NCT9 
Intended purpose Hinged elbow joint component intended to replace the part of the proximal ulna in a proximal ulna replacement or total elbow 

replacement. 

Model (REF#) I Device name 

5250003000 I MUTARS® prox. ulna 

Lack of fulfilmenl of condilions as sel oul in !he Cerlificalion Agreement may render !his Certificate invalid. 

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prufungsgesellschafl fur die Medizin GmbH) 
Pilaluspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com 

82011 3 EN Rev 4 2022.10.17 
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Nr.

Numărul de 

catalog 

(referință)*

Denumire generică (denumirea dispozitivului), Modelul Denumire 

comercială 

(brand)*

Cod 

GMDN*

1 52400707 52400707 MUTARS® humerus stem cementless 7/75mm  MUTARS® P 48090

2 52400708 52400708 MUTARS® humerus stem cementless 8/75mm  MUTARS® P 48090

3 52400709 52400709 MUTARS® humerus stem cementless 9/75mm  MUTARS® P 48090

4 52400710 52400710 MUTARS® humerus stem cementless 10/75mm  MUTARS® P 48090

5 52400711 52400711 MUTARS® humerus stem cementless 11/75mm  MUTARS® P 48090

6 52400712 52400712 MUTARS® humerus stem cementless 12/75mm  MUTARS® P 48090

7 52400713 52400713 MUTARS® humerus stem cementless 13/75mm  MUTARS® P 48090

8 52400714 52400714 MUTARS® humerus stem cementless 14/75mm  MUTARS® P 48090

9 52400715 52400715 MUTARS® humerus stem cementless 15/75mm  MUTARS® P 48090

10 52400716 52400716 MUTARS® humerus stem cementless 16/75mm  MUTARS® P 48090

11 52400717 52400717 MUTARS® humerus stem cementless 17/75mm  MUTARS® P 48090

12 52400807 52400807 MUTARS® humerus stem cementless 7/75mm HA  MUTARS® P 48090

13 52400808 52400808 MUTARS® humerus stem cementless 8/75mm HA  MUTARS® P 48090

14 52400809 52400809 MUTARS® humerus stem cementless 9/75mm HA  MUTARS® P 48090

15 52400810 52400810 MUTARS® humerus stem cementless 10/75mm HA  MUTARS® P 48090

16 52400811 52400811 MUTARS® humerus stem cementless 11/75mm HA  MUTARS® P 48090

17 52400812 52400812 MUTARS® humerus stem cementless 12/75mm HA  MUTARS® P 48090

18 52400813 52400813 MUTARS® humerus stem cementless 13/75mm HA  MUTARS® P 48090

19 52400814 52400814 MUTARS® humerus stem cementless 14/75mm HA  MUTARS® P 48090

20 52400815 52400815 MUTARS® humerus stem cementless 15/75mm HA  MUTARS® P 48090

21 52400816 52400816 MUTARS® humerus stem cementless 16/75mm HA  MUTARS® P 48090

22 52400817 52400817 MUTARS® humerus stem cementless 17/75mm HA  MUTARS® P 48090

23 52400408 52400408 MUTARS® humerus stem cemented 8/75mm  MUTARS® P34197

24 52400409 52400409 MUTARS® humerus stem cemented 9/75mm  MUTARS® P34197

25 52400410 52400410 MUTARS® humerus stem cemented 10/75mm  MUTARS® P34197

26 52400411 52400411 MUTARS® humerus stem cemented 11/75mm  MUTARS® P34197

27 52400412 52400412 MUTARS® humerus stem cemented 12/75mm  MUTARS® P34197

28 52400413 52400413 MUTARS® humerus stem cemented 13/75mm  MUTARS® P34197

29 52400414 52400414 MUTARS® humerus stem cemented 14/75mm  MUTARS® P34197

30 52400415 52400415 MUTARS® humerus stem cemented 15/75mm  MUTARS® P34197

31 52400416 52400416 MUTARS® humerus stem cemented 16/75mm  MUTARS® P34197

32 52401008 52401008 MUTARS® humerus stem cemented  8/100mm  MUTARS® P34197

33 52401009 52401009 MUTARS® humerus stem cemented 9/100mm  MUTARS® P34197

34 52401010 52401010 MUTARS® humerus stem cemented 10/100mm  MUTARS® P34197

35 52401011 52401011 MUTARS® humerus stem cemented 11/100mm  MUTARS® P34197

36 52401012 52401012 MUTARS® humerus stem cemented 12/100mm  MUTARS® P34197

37 52401013 52401013 MUTARS® humerus stem cemented 13/100mm  MUTARS® P34197

38 52401014 52401014 MUTARS® humerus stem cemented 14/100mm  MUTARS® P34197

39 52401015 52401015 MUTARS® humerus stem cemented 15/100mm  MUTARS® P34197

40 52401016 52401016 MUTARS® humerus stem cemented 16/100mm  MUTARS® P34197

41 52401508 52401508 MUTARS® humerus stem cemented 8/150mm  MUTARS® P34197

42 52401509 52401509 MUTARS® humerus stem cemented 9/150mm  MUTARS® P34197

43 52401510 52401510 MUTARS® humerus stem cemented 10/150mm  MUTARS® P34197

44 52401511 52401511 MUTARS® humerus stem cemented 11/150mm  MUTARS® P34197

45 52401512 52401512 MUTARS® humerus stem cemented 12/150mm  MUTARS® P34197

46 52401513 52401513 MUTARS® humerus stem cemented 13/150mm  MUTARS® P34197

47 52401514 52401514 MUTARS® humerus stem cemented 14/150mm  MUTARS® P34197

48 52401515 52401515 MUTARS® humerus stem cemented 15/150mm  MUTARS® P34197

49 52401516 52401516 MUTARS® humerus stem cemented 16/150mm  MUTARS® P34197

50 52500000 52500000 MUTARS® dist. humerus 50mm incl. axle, safety screw and 2 locking screws  MUTARS® P40124

51 52500004 52500004 MUTARS® accessories for dist. humerus: axle, counter- and locking screws  MUTARS® P40124

52 52510000 52510000 MUTARS® dist. Humerus HD 50mm incl. axle, safety screw and 2 locking screws  MUTARS® P40124

53 52502300 52502300 MUTARS® dist. humerus 30mm incl. axle, covers and safety screw  MUTARS® P40124

54 52512300 52512300 MUTARS® dist. humerus HD 30mm incl. axle, covers and safety screw  MUTARS® P40124

55 52300125 52300125 MUTARS® screw for dist. humerus M6x12.5mm SW5  MUTARS® P40124

56 52300200 52300200 MUTARS® screw for dist. humerus M6x20mm SW5  MUTARS® P40124

57 52300225 52300225 MUTARS® screw for dist. humerus M6x22.5mm SW5  MUTARS® P40124

58 52300250 52300250 MUTARS® screw for dist. humerus M6x25mm SW5  MUTARS® P40124

59 52300275 52300275 MUTARS® screw for dist. humerus M6x27.5mm SW5  MUTARS® P40124

60 52300300 52300300 MUTARS® screw for dist. humerus M6x30mm SW5  MUTARS® P40124

61 52501015 52501015 MUTARS® ulna anchorage cementless left cpTi/HA  MUTARS® P40124

62 52501020 52501020 MUTARS® ulna anchorage cementless right cpTi/HA  MUTARS® P40124

63 52501040 52501040 MUTARS® ulnar component HD cementless right  MUTARS® P40124

64 52501045 52501045 MUTARS® ulnar component HD cementless left  MUTARS® P40124

65 52505070 52505070 MUTARS® ulnar component cemented 70mm left  MUTARS® P40124

66 52505100 52505100 MUTARS® ulnar component cemented 100mm left  MUTARS® P40124

67 52500070 52500070 MUTARS® ulnar component cemented 70mm right  MUTARS® P40124



68 52500100 52500100 MUTARS® ulnar component cemented 100mm right  MUTARS® P40124

69 52500030 52500030 MUTARS® prox. ulna incl. safety screw  MUTARS® P40124

70 52510030 52510030 MUTARS® prox. ulna HD incl. safety screw  MUTARS® P40124

71 52501100 52501100 MUTARS® ulna stop  MUTARS® P40124

72 52200020 52200020 MUTARS® humerus extension piece 20mm  MUTARS® P40124

73 52200040 52200040 MUTARS® humerus extension piece 40mm  MUTARS® P40124

74 52200060 52200060 MUTARS® humerus extension piece 60mm  MUTARS® P40124

75 52210080 52210080 MUTARS® humerus connecting part 80mm  MUTARS® P40124

76 52300015 52300015 MUTARS® humerus screw M8x15mm  MUTARS® P40124

77 52300035 52300035 MUTARS® humerus screw M8x35mm  MUTARS® P40124

78 52300055 52300055 MUTARS® humerus screw M8x55mm  MUTARS® P40124

79 52300075 52300075 MUTARS® humerus screw M8x75mm  MUTARS® P40124

80 52000000 52000000 MUTARS® humerus head 50mm incl. safety screw  MUTARS® P40124

81 52000099 52000099 MUTARS® humerus safety screw  MUTARS® P40124

82 52100000 52100000 MUTARS® humerus cap small TiN  MUTARS® P40124

83 52100005 52100005 MUTARS® humerus cap medium TiN  MUTARS® P40124

84 52100010 52100010 MUTARS® humerus cap large TiN  MUTARS® P40124

85 52101000 52101000 MUTARS® humerus cap invers TiN  MUTARS® P40124

86 52101002 52101002 MUTARS® glenosphere symmetric 40mm  MUTARS® P40124

87 52210000 52210000 MUTARS® humerus reducer 10mm  MUTARS® P40124

88 52210099 52210099 MUTARS® humerus screw for connecting part  MUTARS® P40124

89 52210100 52210100 MUTARS® humerus reducer 100mm  MUTARS® P40124

90 52300815 52300815 MUTARS® screw for dist. humerus 30mm length: 15mm  MUTARS® P40124

91 52301815 52301815 MUTARS® screw for dist. humerus M6x15mm  MUTARS® P40124

92 52301820 52301820 MUTARS® screw for dist. humerus M6x20mm  MUTARS® P40124

93 52301825 52301825 MUTARS® screw for dist. humerus M6x25mm  MUTARS® P40124

94 52301830 52301830 MUTARS® screw for dist. humerus M6x30mm  MUTARS® P40124

95 52500001 52500001 MUTARS® axle for dist. humerus  MUTARS® P40124

96 52500003 52500003 MUTARS® locking screw for dist. humerus  MUTARS® P40124

97 52500030 52500030 MUTARS® prox. ulna incl. safety screw  MUTARS® P40124



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: _ Oxivit Med SRL _______, cu sediul ______ mun.Chisinau, MD-

2020, Stradela Studentilor, 6b,    

declar pe proprie răspundere, cunoscând prevederile art. 3521, Codul Penal al 

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

pentru notificarea  dispozitivului medical: 

1 Proteze pentru articulații: 
- MUTARS® Humerus System 
 
Sunt autentice și corespund realității. 

 
 
 
 
 
 

       Numele, prenumele şi funcţia                                      Semnătura ___________ 
             
       Kojevnikov Dmitrii, director 

 
Data _04/12/2023__ 
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