
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. 1 din 14.07.2023 

Solicitantul SRL Biosistem mld, cu sediul str. Albișoara 16/1 of.7, or. Chișinău 
   (adresa) 

Tel./Fax: .+373-22-808517, +373-22-808719, fax +373-22-808519, e-mail 
biosistem.mld@gmail.com; info@biosistem-mld.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: 

1. Water Hyper/Hypothermia Blanket

Se anexează următoarele acte:
Declaraţie pe proprie răspundere 
CE certificate  
Declaratie de conformitate  
Scrisoare de imputernicire  

Data 14.07.2023           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 

mailto:info@biosistem-mld.com


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 Biosistem mld,  cu sediul str. Albișoara 16/1 of.7, or. Chișinău, 

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. Water Hyper/Hypothermia Blanket

Sunt autentice și corespund realității. 

Administrator: Poiata Vitalie        Semnătura ___________ 

Data 14.07.2023 
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Cincinnati Sub-Zero Products, LLC 
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The Netherlands 
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Hereby declares that the products listed below fall within Class llb and meet the provisions of the 
Medical Device Directive of the European Union, 93/42/ЕЕС , as last amended under Directive 
2007/42/ЕС . An examination of the Quality Management System has been carried out according 
to the conformity assessment procedure for CE-Marking in Annex 11 of the directive Ьу Notified 
Body DEKRA Certification B.V., Notified Body ЕС No. 0344. The CSZ Quality Management 
System complies with ISO13485:2003. 

Hereby declares that the products listed below аге compliant to RoHS Directive 2011 /65/EU of the 
European Parliament and the Council from 08/06/2011 оп restriction of the use of certain 
hazardous substances in electrical and electronic equipment (ЕЕЕ) . 

Product name Description 
Model 

CSZ Part # 
First date of 

number CE-marking 
Gelli-Roll lnfant 193Р 82197 2007-05 
Gelli-Roll Pediatric 194Р 82198 2007-05 
Gelli-Roll Adult 195Р 82199 2007-05 

(s1 l~ с,(/ 
Christina Miracle 

President Manager of Regulatory Compliance 

"Th is document may contain pictures , diagrams , legal descriptions of patented/ trademarked/ proprietary informat ion. 
It is not intended for use Ьу any unauthorized persons without CSZ written permission." 
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Applied standards in full or in part: 

Standard No. Title 

ISO 1 3485:2003 Quality Management Systems - Requirements for Regulatory Purposes 

ISO 10993-1 :2009 
Biological evaluation of medical devices - Part 1: Evaluation and testing 
within а risk manaqement process (ISO 10993-1 :2009) 

EN ISO 14971 :2012 Medical Devices - Appl ication fo Risk Management to Medical Devices 

EN 60601-1 -6:2010 Medical electrical equipment - Part 1-6: General requirements for basic 
safetv and essential performance - Collateral standard : UsaЬility . 

Medical Electrical Equ ipment - Part 2-35: Particular Requirements for the 
EN 80601 -2-35:2009 Basic Safety and Essential Performance of Heating Devices Using 

Blankets, Pads or Matresses and lntended for Heating in Medical Use 

1ST А 1 С :2001 
lnternational Shipping Standards - Non-Simulating lntegrity Performance 
Т est Procedure 

EN 980:2008 Svmbols for use in the labellinq of medical devices 
EN 1041 :2008 lnformation Supplied Ьу the Manufacturer of Medical Devices 

References: 

CE-Certificate Number: 66692СЕО4 

CSZ Tech File Number: CETF-193P 

&~fn~df;J,,cuж~ 
Manager of Regulatory Compliance 

"Th is document may contain pictures , diagrams , legal descriptions of patented/trademarked/proprietary information. 

It is not intended for use Ьу any unauthorized persons without CSZ written permission." 
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Document No .; DC-019 Rev. 3 

DoC Release Date. 7/21 /2016 Page 3 of 3 

Revision Histor 
Rev. 
No. 

Orig . 

1 

2 

3 

Revision Description 

lnitial declaration 

Updated DoC form revised template from 0622 .5 to 0622 .6, Added First Date of СЕ 
Marking column and dates ., Simplified the ISO 13485:2003 date , Updated standard 
ISO 14971 :2007 to ISO 14971 :2012 

Updated reference to BS EN ISO 14971 :2012 byadding the BS EN, Removed 
reference to MEDDEV 2.7.1 :2009 , Guidleines оп Medical Devices - Clinical 
Evaluation , Updated reference from BS EN 980 :2008 to ISO 15223-1 :2012 , 
Updated reference to BS EN 1041 :2008 Ьу adding АМ1 :2013 , Updated DoC 
template from 0.622 .6 to 0.622. 7 which added the RoHS compliance statement, 
Updated to include Manager of Regu latory Compliance 

Updated Manager of Regulatory compliance. Removed BS and IEC from standards. 

"This document may contain pictures , diagrams , legal descript ions of patented/ trademarked/ proprietary information. 
It is not intended for use Ьу any unauthorized persons without CSZ written permission." 
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