
Апеха пr. 7

La Рrосеdчrilе аdmiпistrаtivе репtrч поtifiсаrеа
dispozitivelor medicale саrе dе|iп mаrсаjul СЕ

СЁtге Agentia Medicamentului
gi Dispozitivelor Medicale

репtrч Тпrеgistгаr". ОlllJjГr'SЁГi"О'.аlе Тп Registrul de stat
al dispozitive|oг medicale

пr. 2 din 29.11.2о23

So|icitantul SRL "Oxivit-med", cu sediul mчп. Chisinau, MD-2O2O, str-la
(adresa)

Studentilor бВ, tel./fax : О79954795, e-mail oxivit.medical@qmail.com,
solicit Тпrеgistrаrеа Тп Registгul de stat al dispozitivelor medicale а чrmёtоаrеlоr
саtеgоrii 9i tiрчri de dispozitive medicale репtrч iпtrоduсеrеа 9i рuпеrеа la dispozilie
ре рiа!Ё а:

1. Intrumente medicale

se апехеаzё чrmЁtоаrеlе acte:
а) declaratia de conformitate СЕ еmisЁ de рrоdчсёtоr;
ь) certificatul de conformitate СЕ :

с) Actul prin саrе producatorul isi desemneaza reprezentantul;

Data 29.11.202З Sem

ТаЬеlчl de rесер}iопаrе а поtifiсёrii
(se completeazЁ de сЁtrе Agenlie iп mоmепtu| dерчпеrii поtifiсёrii de сЁtrе

solicitant)

Соmепtаrii cu рriчirе la
acceptu l/rеfчzчl rесер!iопЁ rii
поtifiсЁгii, inclusiv motivul rеfчzчlчi

!eup{
Data/nr. de оrdiпе atribuit поtifiсЁrii
de сЁtrе Agen}ie (Тп cazul ассерtЁrii Цz,g/ уч 

"Д'п 
2g,//.?j?з

Numele, рдепчmеlе, funclia
persoanei rеsропsаЬilе de

rеа dоsагчlчi
!* о /е У"Z'аип, В,'о/Ц/)

sеmпЁtчrа реrsоапеi rеsропsаьilе



 

 

 

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. 

 

 

 

 

 

 

 

 

 



 
 
 
 
 
 
 
 
 
Manufacturer: 
 
 
 
 

 

 
Medical Device(s): 
 
 
 
Intended Use: 
 
 

 

REF Number(s): 
 
 
Classification: 
 
 
 
 
Standard(s) applied: 
 
EN ISO 13485 

 

 
EN ISO 14971 
 
 
 
 
 
EN ISO 10993-1 
 
 
 
EN ISO 16061 

 

 
 
EN ISO 17664 

 

 

 

EU Declaration of Conformity  
 
 
 
 
 
implantcast GmbH  
Lüneburger Schanze 26  
21614 Buxtehude  
Germany 

 

Instruments 
 

 

 
Reusable surgical instruments used for implantation an 
orthopaedic prosthesis. 
 
 
REF-Numbers see Attachment I - I 
 
 

Class I 
 
(Council Directive 93/42/EEC, Annex IX, rule 6) 
 
 

 

Medical devices - Quality management systems - 
Requirements for regulatory purposes 
 
 
Medical devices - Application of risk management to 
medical devices Biological evaluation of medical devices – 
Part 1: Evaluation and testing  
 
 
Instrumentation for use in association with non-active 
surgical implants - General requirements 
 
 
Sterilization of medical devices - Information to be provided 
by the manufacturer for the processing of resterilizable 
medical devices 
 
 
Medical devices – Application of usability engineering to 
medical devices 
 
 
 
 
 
 
 
 
 
 

 



 

EU Declaration of Conformity 

 
 
 
 
 
 
 

 

We declare under our sole responsibility that the medical devices listed in the attachment(s) are in 

conformity with the essential requirements of Annex I of Council Directive 93/42/EEC and have 

undergone the conformity assessment procedure according to Annex VII of Council Directive 

93/42/EEC. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Identification:  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Buxtehude, 25.09.2020 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

i.V. Juliane Höppner  
Place, date 

 
Head of Regulatory Affairs 
 



 
 

 
 
 
 
 
 

Attachment I 
  

REF Name 
GMDN 

79996715 MUTARS® RS ES container 2   44742 

79996716 MUTARS® RS ES container 3 44742 

79996721 MUTARS® RS broach container 44742 

79996722 MUTARS® RS broach container 150mm 44742 

79996723 MUTARS® RS broach container 200mm 44742 

79996724 MUTARS® RS trial stem container 44742 

79996725 MUTARS® RS trial stem cemented container* 44742 

79996726 MUTARS® RS trial stem 120mm cemented container* 44742 

79996727 MUTARS® RS trial stem container 150mm + 200mm 44742 

79996731 MUTARS® RS trial stem container 250mm 44742 

79997000           flexible reamer nitinol container      44742 

79609999 ic-bipolar head container 44742 

02201081 EcoFit® 2M container I 44742 

02201082 EcoFit® 2M container II 44742 

79990060 ic-cerclage container 44742 

79995712 MUTARS® basic container 44742 

79997701 MUTARS® trial container 44742 

79997744 MUTARS® prox. femur RS trial container 44742 

79997745 MUTARS® Prox. Femur trial container 44742 

7999-5723 MUTARS® GenuX® femur container 44742 

7999-5722 MUTARS® Genux® femur container 44742 

7999-5734 MUTARS® proximal tibia container  44742 

7999-5735 MUTARS® rigid drills container 44742 

79995150 MUTARS® distal humerus container 44742 

79995151 MUTARS® distal humerus left container 44742 

79995152 MUTARS® distal humerus right container 44742 

79995200 MUTARS® humerus container 44742 

79995201 MUTARS® humerus invers container 44742 

79995202 MUTARS® humerus trial container 44742 

79995203 
MUTARS® distal humerus 30mm for M6 long fit 
container 

44742 

79995204 MUTARS® distal humerus 30mm container 44742 

79995205 MUTARS® proximal ulna container 44742 

79995208 MUTARS® distal humerus 30mm for M6 container 44742 

79995210 MUTARS® humerus container 14-16mm 44742 

 
 
 
 
 
 
 
 
 
 



 

 
 

 
 
Attachment II 

 

 

REF Name 
GMDN 

79993831 AGILON® basic container 44742 

79993832 AGILON® drill container 44742 

79993833 AGILON® trial stem container 44742 

79993834 AGILON® omarthrosis container       44742 

79993816 AGILON® retractor container 44742 

79993819 AGILON® CTA trial cap container 44742 

79993822 AGILON® retentive inverse trial cap container 44742 

79993836 AGILON® glenoid cemented sz. 2-4 container 44742 

79993837 AGILON® glenoid cementless sz. 2-4 container 44742 

79993838 AGILON® glenoid cementless inverse sz. 2-4 container 44742 

79997043 EcoFit® easy lock Container 44742 

02200036 EcoFit EPORE Container 44742 



Nr.
Numărul de 

catalog 
(referință)*

Denumire generică (denumirea dispozitivului) Denumire 
comercială 

(brand)*

Cod 
GMDN*

1 .02201081 EcoFit® 2M container I EcoFit® 44742
2 .02201082 EcoFit® 2M container II EcoFit® 44742
3 79990060 ic-cerclage container 44742
4 79995712 MUTARS® basic container MUTARS® 44742
5 79997701 MUTARS® trial container MUTARS® 44742
6 79997744 MUTARS® prox. femur RS trial container MUTARS® 44742
7 79997745 MUTARS® Prox. Femur trial container MUTARS® 44742
8 79995712  MUTARS® basic container MUTARS® 44742
9 79995834  MUTARS® proximal tibia container MUTARS® 44742

10 79995821  MUTARS® distal femur MK basic container MUTARS® 44742 Lot 2
11 79995836  MUTARS® proximal tibia MK trial container MUTARS® 44742
12 79997701  MUTARS® trial container MUTARS® 44742
13 79995150 MUTARS® distal humerus container MUTARS® 44742
14 79995151 MUTARS® distal humerus left container MUTARS® 44742
15 79995152 MUTARS® distal humerus right container MUTARS® 44742
16 79995200 MUTARS® humerus container MUTARS® 44742
17 79995201 MUTARS® humerus invers container MUTARS® 44742
18 79995202 MUTARS® humerus trial container MUTARS® 44742
19 79995203 MUTARS® distal humerus 30mm for M6 long fit container MUTARS® 44742
20 79995204 MUTARS® distal humerus 30mm container MUTARS® 44742
21 79995205 MUTARS® proximal ulna container MUTARS® 44742
22 79995208 MUTARS® distal humerus 30mm for M6 container MUTARS® 44742
23 79995210 MUTARS® humerus container 14-16mm MUTARS® 44742

Lot 3

Lot 1



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: SRL "Oxivit-med", cu sediul mun. Chisinau, MD-2020, str-la 

Studentilor 6B,                                                                                (adresa) 
    

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. Intrumente medicale  
 

Sunt autentice și corespund realității. 

        Dmitrii Kojevnikov, Director 
Numele, prenumele şi funcţia                                      Semnătura ___________ 

 
Data 08.12.2023 
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