
Anexa nr. 1 
La Procedurile administrative pentru  notificarea 
  dispozitivelor medicale care dețin marcajul CE 

        
Către  Agenţia  Medicamentului  

        şi Dispozitivelor Medicale  
 

NOTIFICARE 
pentru înregistrarea dispozitivelor medicale în Registrul de stat  

al dispozitivelor medicale  
nr. 3 din 11.07.2023 

 
Solicitantul FCPC DataControl S.R.L., cu sediul în or. Chișinău, str. N. Testemițanu 

17/6,  tel./fax: 022-273712, e-mail: contact@datacontrol.md 
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: 
 

1) Asahi Fubuki 

WAIN-FBK-6A 
WAIN-FBK-6AH 
WAIN-FBK-6S 
WAIN-FBK-6A80 
WAIN-FBK-6A80H 
WAIN-FBK-6S80 
WAIN-FBK-6AL 
WAIN-FBK-6ALH 
WAIN-FBK-6SL 
WAIN-FBK-6A110 
WAIN-FBK-6A110H 
WAIN-FBK-6S110 
WAIN-FBK-7A 
WAIN-FBK-7AH 
WAIN-FBK-7S 
WAIN-FBK-7A80 
WAIN-FBK-7A80H 
WAIN-FBK-7S80 
WAIN-FBK-7AL 
WAIN-FBK-7ALH 
WAIN-FBK-7SL 
WAIN-FBK-7A110 
WAIN-FBK-7A110H 
WAIN-FBK-7S110 
WAIN-FBK-8S 
WAIN-FBK-8S80 
WAIN-FBK-8SL 
WAIN-FBK-8S110 
WAIN-FBK-4-120 
WAIN-FBK-4-125 
WAIN-FBK-4-130 
WAIN-FBK-4AD 
WAIN-FBK-4ADH 
WAIN-FBK-4SD 
WAIN-FBK-4AD80 
WAIN-FBK-4AD80H 



WAIN-FBK-4SD80 
WAIN-FBK-4ADL 
WAIN-FBK-4ADLH 
WAIN-FBK-4SDL 
WAIN-FBK-4AD110 
WAIN-FBK-4AD110H 

WAIN-FBK-4SD110 
WAIN-FBK-5AD 
WAIN-FBK-5ADH 
WAIN-FBK-5SD 
WAIN-FBK-5AD80 
WAIN-FBK-5AD80H 
WAIN-FBK-5SD80 
WAIN-FBK-5ADL 
WAIN-FBK-5ADLH 
WAIN-FBK-5SDL 
WAIN-FBK-5AD110 
WAIN-FBK-5AD110H 

WAIN-FBK-5SD110 
WAIN-FBK-6SD 
WAIN-FBK-6SD80 
WAIN-FBK-6SDL 
WAIN-FBK-6SD110 
 

 
Se anexează următoarele acte: 

1) Declarație de Conformitate, din 05.11.2015; 
2) Certificarte CE no. 2107788CE24 din 01.05.2019. 
3) Actul prin care producătorul își desemnează reprezentantul din 08.07.2021 

 
 
Data 11.07.2023                                                Semnătura ___________  
 

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: FCPC DataControl S.R.L., cu sediul în or. Chișinău, str. N. Testemițanu 

17/6   

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) Asahi Fubuki 

WAIN-FBK-6A 
WAIN-FBK-6AH 
WAIN-FBK-6S 
WAIN-FBK-6A80 
WAIN-FBK-6A80H 
WAIN-FBK-6S80 
WAIN-FBK-6AL 
WAIN-FBK-6ALH 
WAIN-FBK-6SL 
WAIN-FBK-6A110 
WAIN-FBK-6A110H 
WAIN-FBK-6S110 
WAIN-FBK-7A 
WAIN-FBK-7AH 
WAIN-FBK-7S 
WAIN-FBK-7A80 
WAIN-FBK-7A80H 
WAIN-FBK-7S80 
WAIN-FBK-7AL 
WAIN-FBK-7ALH 
WAIN-FBK-7SL 
WAIN-FBK-7A110 
WAIN-FBK-7A110H 
WAIN-FBK-7S110 
WAIN-FBK-8S 
WAIN-FBK-8S80 
WAIN-FBK-8SL 
WAIN-FBK-8S110 
WAIN-FBK-4-120 
WAIN-FBK-4-125 
WAIN-FBK-4-130 



WAIN-FBK-4AD 
WAIN-FBK-4ADH 
WAIN-FBK-4SD 
WAIN-FBK-4AD80 
WAIN-FBK-4AD80H 
WAIN-FBK-4SD80 
WAIN-FBK-4ADL 
WAIN-FBK-4ADLH 
WAIN-FBK-4SDL 
WAIN-FBK-4AD110 
WAIN-FBK-4AD110H 

WAIN-FBK-4SD110 
WAIN-FBK-5AD 
WAIN-FBK-5ADH 
WAIN-FBK-5SD 
WAIN-FBK-5AD80 
WAIN-FBK-5AD80H 
WAIN-FBK-5SD80 
WAIN-FBK-5ADL 
WAIN-FBK-5ADLH 
WAIN-FBK-5SDL 
WAIN-FBK-5AD110 
WAIN-FBK-5AD110H 

WAIN-FBK-5SD110 
WAIN-FBK-6SD 
WAIN-FBK-6SD80 
WAIN-FBK-6SDL 
WAIN-FBK-6SD110 
 

 
Se anexează următoarele acte: 

1) Declarație de Conformitate, din 05.11.2015; 
2) Certificarte CE no. 2107788CE24 din 01.05.2019. 
3) Actul prin care producătorul își desemnează reprezentantul din 08.07.2021 

Sunt autentice și corespund realității. 

 
 
 
 
 
 

Numele, prenumele şi funcţia                                      Semnătura ___________ 
 

      Grabazei Alexandru, director general. Data 11.07.2023 
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Table 1. Catalog Number of ASAHI FUBUKI 043 Distal Support System 

 

Product Catalog No. Tip Shape Distal 
Catheter 

Effective Length 

ASAHI 
FUBUKI 
043 (4.2Fr) 

WAIN-FBK-4-120

STRAIGHT － 

120cm 
WAIN-FBK-4-125 125cm 

WAIN-FBK-4-130 130cm 
 
 
 

Table 2. Catalog Number of ASAHI FUBUKI Neurovascular Guide Catheter 
 

Product Catalog No. Tip Shape Distal 
Catheter 

Effective Length 

ASAHI 
FUBUKI 
6Fr 

 

WAIN-FBK-6S80 

STRAIGHT 

－ 

80cm 
WAIN-FBK-6S 90cm 

WAIN-FBK-6SL 100cm 
WAIN-FBK-6S11
0

110cm 

WAIN-FBK-6A80 

ANGLED 

80cm 

WAIN-FBK-6A 90cm 

WAIN-FBK-6AL 100cm 
WAIN-FBK-6A11
0

110cm 
WAIN-FBK-6A80
H

ANGLED STIFF 

80cm 

WAIN-FBK-6AH 90cm 

WAIN-FBK-6ALH 100cm 
WAIN-FBK-6A11
0H

110cm 

ASAHI 
FUBUKI 
7Fr 

 

WAIN-FBK-7S80 

STRAIGHT 

－ 

80cm 

WAIN-FBK-7S 90cm 

WAIN-FBK-7SL 100cm 
WAIN-FBK-7S11
0

110cm 

WAIN-FBK-7A80 

ANGLED 

80cm 

WAIN-FBK-7A 90cm 

WAIN-FBK-7AL 100cm 
WAIN-FBK-7A11
0

110cm 
WAIN-FBK-7A80
H

ANGLED STIFF 

80cm 

WAIN-FBK-7AH 90cm 

WAIN-FBK-7ALH 100cm 
WAIN-FBK-7A11
0H

110cm 

ASAHI 
FUBUKI 
8Fr 

WAIN-FBK-8S80 

STRAIGHT - 

80cm 

WAIN-FBK-8S 90cm 

WAIN-FBK-8SL 100cm 
WAIN-FBK-8S11
0

110cm 
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Table 3. Catalog Number of ASAHI FUBUKI Neurovascular Guide Catheter Dilator Kit 

 

Product Catalog No. Tip Shape Distal
Catheter 

Effective Length 

ASAHI 
FUBUKI 
Dilator Kit 
4Fr 

WAIN-FBK-4SD80  

STRAIGHT

－ 

80cm 
WAIN-FBK-4SD  90cm 

WAIN-FBK-4SDL  100cm 

WAIN-FBK-4SD110 110cm 

WAIN-FBK-4AD80  

ANGLED 

80cm 

WAIN-FBK-4AD  90cm 

WAIN-FBK-4ADL  100cm 

WAIN-FBK-4AD110 110cm 

WAIN-FBK-4AD80H 

ANGLED STIFF

80cm 

WAIN-FBK-4ADH  90cm 

WAIN-FBK-4ADLH  100cm 

WAIN-FBK-4AD110H 110cm 

ASAHI 
FUBUKI 
Dilator Kit 
5Fr 

WAIN-FBK-5SD80 

STRAIGHT

－ 

80cm 

WAIN-FBK-5SD 90cm 

WAIN-FBK-5SDL 100cm 

WAIN-FBK-5SD110 110cm 

WAIN-FBK-5AD80 

ANGLED 

80cm 

WAIN-FBK-5AD 90cm 

WAIN-FBK-5ADL 100cm 

WAIN-FBK-5AD110 110cm 

WAIN-FBK-5AD80H 

ANGLED STIFF

80cm 

WAIN-FBK-5ADH 90cm 

WAIN-FBK-5ADLH 100cm 

WAIN-FBK-5AD110H 110cm 

ASAHI 
FUBUKI 
Dilator Kit 
6Fr 

WAIN-FBK-6SD80 

STRAIGHT - 

80cm 

WAIN-FBK-6SD 90cm 

WAIN-FBK-6SDL 100cm 

WAIN-FBK-6SD110 110cm 
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Table 4: Applied harmonized standards (QA-Related Standards) 

 

Standard Reference  Title 

EN ISO 13485:2012 
AC: 2012 

ISO 13485:2003 
Cor1: 2009 

Medical devices -- Quality management systems -- Requirements for regulatory 
purposes  

EC Directive 
93/42/EEC:1993 
     Amd1:1998 
     Amd2:2000 
     Amd3:2002 
     Amd4:2003 
     Amd5:2007 

Medical Devices Directive  (2007)  

 
 

Table 5: Applied harmonized standards (Product related standards） 
 

Standard Reference  Title 

EN 556-1:2001 
AC: 2006 

Sterilization of medical devices  -  Requirements for medical devices to be 
designated "STERILE"- Part 1: Requirements for terminally sterilized medical 
devices 

Amendment/Corrigendum  

EN ISO 15223-1: 2012 
ISO 15223-1: 2012 

Medical devices- Symbols to be used with medical device labels, labeling and 
information to be supplied –Part 1: General requirements  

EN 980:2008 Graphical Symbols for Use in the Labeling of Medical Devices  

EN 1041:2008 
Amd1:2013 

Information Supplied by the Manufacturer with Medical Devices  

EN 20594-1:1993 
AC: 1996 
A1: 1997 

ISO 594-1:1986 

Conical fittings with a 6% (Luer) taper for syringes, needles and certain other 
medical equipment - Part 1: General requirements 

EN 1707: 1996 
ISO 594-2:1998 

Conical fittings with a 6% (Luer) taper for syringes, needles and certain other 
medical equipment - Lock fittings 

EN 62366:2008 Medical devices – Application of usability engineering to medical devices  

EN ISO 10555-1:2013 
ISO 10555-1:2013 

Intravascular catheters - Sterile and single-use catheters - Part 1: General 
requirements  

 
EN 13868: 2002 Catheters. Test methods for kinking of single lumen catheters and medical tubing

EN ISO 10993-1: 2009 
AC: 2010 

ISO 10993-1: 2009 
Cor1: 2010 

Biological evaluation of medical devices – Part 1: Evaluation and testing  
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Standard Reference  Title 

EN ISO 10993-2: 2006 
ISO 10993-2: 2006 

Biological evaluation of medical devices - Part 2: Animal welfare requirements  

EN ISO 10993-4: 2009 
ISO 10993-4: 2002 

Amd 1: 2006 

Biological evaluation of medical devices – Part 4: Selection of tests for
interactions with blood 

AMENDMENT 1 

EN ISO 10993-5: 2009 
ISO 10993-5: 2009 

Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity  

EN ISO 10993-7: 2008 
  AC:2009 
ISO 10993-7: 2008 
  Cor1: 2009 

Biological evaluation of medical devices – Part 7: Ethylene oxide sterilization 
residuals  

EN ISO 10993-10: 2013 
ISO 10993-10: 2010 

Biological evaluation of medical devices – Part 10: Tests for irritation and 
sensitization  

EN ISO 10993-11: 2009 
ISO 10993-11: 2006 

Biological evaluation of medical devices – Part 11: Tests for systemic toxicity  

EN ISO 10993-12: 2012 
ISO 10993-12: 2012 

Biological Evaluation of Medical Devices - Part 12: Sample Preparation and 
Reference Materials  

EN ISO 11135: 2014 
ISO 11135: 2014 

Sterilization of health care products -Ethylene oxide -Part 1: Requirements for 
development, validation and routine control of a sterilization process for medical 
devices 

EN ISO 11138-1: 2006 
ISO 11138-1: 2006 

Sterilization of health care products -- Biological indicators -- Part 1: General 
requirements  

EN ISO 11138-2: 2009 
ISO 11138-2: 2006 

Sterilization of health care products -- Biological indicators -- Part 2: Biological 
indicators for ethylene oxide sterilization processes  

EN ISO 11607-1: 2009 
  Amd1:2014 
ISO 11607-1: 2006 
  Amd1:2014 

Packaging for terminally sterilized medical devices Part 1: Requirements for 
materials, sterile barrier systems and packaging systems  

EN ISO 11607-2: 2006 
  Amd1:2014 
ISO 11607-2: 2006 
  Amd1:2014 

Packaging for terminally sterilized medical devices Part 2: Validation requirements 
for forming, sealing and assembly processes  

EN ISO 14698-1: 2003 
ISO 14698-1: 2003 

Cleanrooms and associated controlled environments - Biocontamination control - 
Part 1: General principles and methods  

EN ISO 14698-2: 2003 
AC:2006 

ISO 14698-2: 2003 
Cor1:2004 

Cleanrooms and associated controlled environments - Biocontamination 
control - Part 2: Evaluation and interpretation of biocontamination data  
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Standard Reference  Title 

EN ISO 11737-1: 2006 
  AC: 2009 
ISO 11737-1: 2006 

Cor1: 2007 

Sterilization of medical devices – Microbiological methods – 
Part 1: Estimation of population of microorganisms on products 

Corrigendum 1 

EN ISO 11737-2: 2009 
ISO 11737-2: 2009 

Sterilization of medical devices – Microbiological methods -- Part 2: Tests of 
sterility performed in the validation of a sterilization process  

EN ISO 14155: 2011 
AC: 2011 

ISO 14155: 2011 
Cor1: 2011 

Clinical investigation of medical devices for human subjects – Good clinical 
practice  

EN ISO 14161: 2009 
ISO 14161: 2009 

Sterilization of Health Care Products - Biological Indicators - Guidance for the 
Selection, Use and Interpretation of Results  

EN ISO 14644-1: 1999 
ISO 14644-1: 1999 

Cleanrooms and Associated Controlled Environments - Part 1: Classification of Air 
Cleanliness  

EN ISO 14644-2: 2000 
ISO 14644-2: 2000 

Cleanrooms and Associated Controlled Environments - Part 2: Specifications for 
Testing and Monitoring to Prove Continued Compliance with ISO 14644-1  

EN ISO 14644-3: 2005 
ISO 14644-3: 2005 

Cleanrooms and associated controlled environments - Part 3: Test methods  

EN ISO 14971: 2012 
ISO 14971: 2007 

Medical device – Application of risk management to medical devices  

MEDDEV. 2.12-1: 2013 GUIDELINES ON A MEDICAL DEVICE VIGILANCE SYSTEM 

MEDDEV.2.12-2: 2012 POST MARKET CLINICAL FOLLOW-UP STUDIES  

MEDDEV. 2.7.1: 2009 
EVALUATION OF CLINICAL DATA: 
A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES  
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