
Anexă 

 

         Către  

         Agenţia Medicamentului  

         şi Dispozitivelor Medicale  

 

NOTIFICARE 
 

pentru înregistrarea dispozitivelor medicale în Registrul de stat  

al dispozitivelor medicale  
 

nr. 30 din 17.09.2023 

 

Solicitantul Comerț-Magor S.R.L., cu sediul Moldova, mun. Chișinău 

MD2004, str. Bucuriei 1,  tel./fax: 022742200/022743931, e-mail  

veracojocaru@mail.ru, 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: 

 

Numarul 
de catalog 

Denumire Denumirea comerciala Modelul Clasa de risc Cod GMDN Producator 

ETH VM101 
Banda de fixare 
canula endotraheala 

Endotracheal Cannula 
Fixation Band 3cm x 55 cm Is, Rule I 35815 

MEDİKOKİM TIBBİ VE 
KİMYEVİ MALZEME SAN. VE 
TİC. LTD. ŞTİ. 

 

Se anexează următoarele acte: 
a) declarația de conformitate CE emisă de producător pentru dispozitivele fabricate 

b) certificatul de conformitate CE valabil pentru dispozitivele fabricate 

c) actul prin care producătorul își desemnează reprezentantul 

 

Data 26.06.2023                                                         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  
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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: Comerț-Magor S.R.L., cu sediul în  Moldova, mun. Chișinău 

MD2004, str. Bucuriei 1, 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  dispozitivelor medicale: 

Numarul 
de catalog 

Denumire Denumirea comerciala Modelul Clasa de risc Cod GMDN Producator 

ETH VM101 
Banda de fixare 
canula 
endotraheala 

Endotracheal Cannula 
Fixation Band 3cm x 55 cm Is, Rule I 35815 

MEDİKOKİM TIBBİ VE 
KİMYEVİ MALZEME SAN. VE 
TİC. LTD. ŞTİ. 

 

Sunt autentice și corespund realității. 

Administrator  Cojocaru Vladimir                                      Semnătura ___________ 

 

Data 17.09.2023 
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DECLARATION OF CONFORMITY 

 

 

Firm Name: MEDİKOKİM TIBBİ VE KİMYEVİ MALZEME SAN. VE TİC. LTD. ŞTİ. 

Head Office Address: İKİTELLİ O.S.B. DEMİRCİLER SAN. SİTESİ B7 BLOK NO:157  

BAŞAKŞEHİR 34306 –İSTANBUL TÜRKİYE 

Production and Storage Address: İKİTELLİ O.S.B. ESKİ TURGUT ÖZAL BULVARI MEHMET 

ÇAKICI İŞ MERKEZİ NO:17/701 BAŞAKŞEHİR / İSTANBUL 

 

Phone: 00 90 (212) 549 57 78   Fax: 00 90 (212) 549 57 79 

Web:  www.medikokim.com    E-posta: info@medikokim.com 

 

 

Products:    Fixation, Protection and Supporting Bands 

No Product Name Brand Name Model Name GMDN Code 

1 Adult Wrist Fixation Band FESTERMED ALH 2001 12102 

2 Adult Ankle Fixation Band FESTERMED ALH 2002 12094 

3 Adult Wrist and Ankle 

Fixation Band 

FESTERMED ALH 2004 12094 

4 Adult Leg Fixation Band FESTERMED ALH 2003 12094 

5 Adult Wrist and Ankle 

Fixation Band 

FESTERMED ALH 2006 12102-12094 

6 Adult Wrist and Ankle 

Fixation Band 

FESTERMED ALH 2007 12102-12094 

7 Adult Wrist Fixation Band - 

Dual 

FESTERMED TC 2009 12102 

8 Adult Wrist and Ankle 

Fixation Band 

FESTERMED ALH 2011 12102-12094 

9 Adult Wrist and Ankle 

Fixation Band 

FESTERMED ALH 2012 12102-12094 

10 Ear Pad Support Band DECKELMED EPH 7001 41232 

11 Ear Pad Support Band DECKELMED EPH 7002 41232 

12 Wrist Support Band FİXERBOARD LHC01 12102 

13 Wrist Support Band FİXERBOARD LHC02 12102 

14 Wrist Support Band FİXERBOARD LHC03 12102 

15 Wrist Support Band FİXERBOARD LHC04 12102 

16 Wrist Support Band FİXERBOARD LHC05 12102 

17 Wrist Support Band FİXERBOARD LHC06 12102 

mailto:info@medikokim.com
http://www.medikokim.com/
http://www.medikokim.com/
mailto:info@medikokim.com


 
 
 

 MEDİKOKİM TIBBİ KİMYEVİ SAN.TİC.LTD.ŞTİ. 
Demirciler Sanayi Sitesi B/7 Blok No:157 

  Başakşehir - Istanbul / TURKEY 
Phone  : +90 212 549 57 78 (Pbx) 

Fax  : +90 212 549 57 79 
info@medikokim.com  
www.medikokim.com 

TF.03.12  Rev. Date: 04.10.2022  Rev 13 

 

18 Wrist Support Band FİXERBOARD LHB01 12102 

19 Wrist Support Band FİXERBOARD LHB02 12102 

20 Wrist Support Band FİXERBOARD LHB03 12102 

21 Nasal Cannula Fixation 

Band 

NASOMED NTH 5001 36053 

22 Nasal Cannula Fixation Band NASOMED NTH 5002 36053 

23 Nasal Cannula Fixation Band NASOMED NTH 5001 TP 36053 

24 Phototerapy Eye Band SCHÜTZERMED PEB 301 30881 

25 Phototerapy Eye Band SCHÜTZERMED PEB 302 30881 

26 Phototerapy Eye Band SCHÜTZERMED PEB 303 30881 

27 Phototerapy Eye Band SCHÜTZERMED PEB STC 301 30881 

28 Phototerapy Eye Band SCHÜTZERMED PEB STC 302 30881 

29 Phototerapy Eye Band SCHÜTZERMED PEB STC 303 30881 

30 Phototerapy Eye Band SCHÜTZERMED PEB YT 301 30881 

31 Phototerapy Eye Band SCHÜTZERMED PEB YT 302 30881 

32 Phototerapy Eye Band SCHÜTZERMED PEB YT 303 30881 

33 Phototerapy Eye Band SCHÜTZERMED PEB TPD 301 30881 

34 Endotracheal Cannula 

Fixation Band 

STAENDERMED ETHCLPTP 35815 

35 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH CLPM101 35815 

36 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH CLPM102 35815 

37 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH SC 101 35815 

38 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH SCTP 35815 

39 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH SC 102 35815 

40 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH SCM201 35815 

41 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH SCM202 35815 

42 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH SCM203 35815 

43 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH VM101 35815 

44 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH VM102 35815 

45 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH 201 35815 

46 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH 202 35815 

47 Endotracheal Cannula 

Fixation Band 
STAENDERMED ETH 203 35815 

48 Endotracheal Cannula STAENDERMED ETH TP 35815  
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Fixation Band 

49 Nasal Tampon Support Band STOPPERMED NTH 01 36053 

50 Tracheal Cannula Fixation 

Band 

TRAEGERMED TCHS01 35752 

51 Tracheal Cannula Fixation 

Band 
TRAEGERMED TCHS02 35752 

52 Tracheal Cannula Fixation 

Band 
TRAEGERMED TCHS03 35752 

53 Tracheal Cannula Fixation 

Band 
TRAEGERMED TCH R 01 35752 

54 Tracheal Cannula Fixation 

Band 
TRAEGERMED TCH R 02 35752 

55 Tracheal Cannula Fixation 

Band 
TRAEGERMED TCH R 03 35752 

56 Tracheal Cannula Fixation 

Band 
TRAEGERMED TCHSTP 35752 

57 Tracheal Cannula Fixation 

Band 
TRAEGERMED TCH R TP 35752 

58 Adult Wrist Fixation Band TSM TSM UYESB 2001 12102 

59 Adult Ankle Fixation Band TSM TSM UYASB 2002 12094 

60 Adult Wrist Fixation Band TSM TSM YESB 2001 12102 

61 Adult Ankle Fixation Band TSM TSM YASB 2002 12094 

62 Adult Leg Fixation Band TSM TSM YBSB 2003 12102-12094 

63 Baby Wrist and Ankle 

Fixation Band 

TSM TSM UBEASB 3001 12102-12094 

64 Phototerapy Eye Band TSM TSM 301 30881 

65 Phototerapy Eye Band TSM TSM 302 30881 

66 Phototerapy Eye Band TSM TSM 303 30881 

67 Endotracheal Cannula 

Fixation Band 
TSM TSM ETT 102 35815 

68 Endotracheal Cannula 

Fixation Band 
TSM TSM ETT 101 35815 

69 Tracheal Cannula Fixation 

Band 
TSM TSM TKT 01 35752 

70 Tracheal Cannula Fixation 

Band 
TSM TSM 01 TP 35752 

71 Tracheal Cannula Fixation 

Band 
TSM TSM 02 TP 35752 

72 Tracheal Cannula Fixation 

Band 
TSM TSM 03 TP 35752 
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Classification:    93/42/AT Annex IX Rule 1, Class I Sterile 

 

Conformity Assessment:   Annex V 

 

ISO 13485:2016 EN ISO 9001:2015 EN ISO 11137-1/A2:2019 

EN ISO 14971:2019 EN ISO 10993-1:2020 EN ISO 11137-2:2015 

EN ISO 20417:2021 EN ISO 10993-4:2017 EN ISO 11607-1:2020 

EN ISO 15223-1: 2021 EN ISO 10993-5: 2009 EN ISO 11607-2:2020 

EN 556-1:2001/AC:2006 EN ISO 10993-10:2014 EN ISO 11737-1:2018 

EN ISO 29073-1:1992 EN ISO 10993-11: 2018 EN ISO 11737-2: 2020 

EN ISO 29073-3:1992 EN ISO 9073-2:1996 EN 1644-1:1997 

EN 17141:2020 EN ISO 14644 -1:2015 EN ISO 9073-4:2021 

ISO 9092:2019 EN ISO 14644 -2:2015 DIN 53923 

ASTM F 1980:2007(2011) EN ISO 14644-3:2019 ASTM F 1929:1998 

Meddev 2.4/1 rev.9(2010) ISO 14644 -4:2001 Meddev 2.12/1 rev.8(2013) 

Meddev 2.7/1 rev.4(2016) ISO 14644 -5:2004 (Ph. Eur.) 9th Edition 

ASTM-F 1886:2016 Meddev 2.12/2 rev.2(2012)  

 

 We here with declare that the manufacturing of the products meet the provisions of 93/42/AT 

Medical Device Regulations with its 2007/47/AT changes along with basic requirements and 

standards listed above. 

We also hereby declare that our products are; 

 • It does not contain a Combination of Pharmaceuticals and Medical Devices as stated in Article 1 of 

the 726/2004 regulation; 

 • It does not Contain Human Blood as stated in Annex I section 7.4 of the 93/42 EEC regulation added 

by the 2000/70/EC Regulation of the European Parliament and the Council, and 

 • Does not contain Animal Origin as specified in regulation 722/2012 EC and 2003/32/EC of the 

European Parliament and Council. 

We declare that it is supplied to the market and that all responsibility lies with the 

manufacturer. 
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Notified Body:     Turkish Standards Institution (TSE) 

Notified Body Address: Necatibey Cad. No:112 06100 

Bakanlıklar/ANKARA/TÜRKİYE 

Notified Body Numbers:   1783 

Number  

Certificate of Full Quality Assurance:  1783-MDD-082 /rev03 

Valid Until:     27.02.2023 

Certificate Issue Date:    27.02.2018    

Declaration Place:     İstanbul  

Declaration Date:                         04.10.2022 

 

                        Muhammed PEZÜK 

                      General Manager 
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