
----------------------------------------------------------------: 

ORDIN DE PLATA NR.: 615                              TIP.DOC. 1 : 

                                DATA EMITERII:25 februarie 2021 : 

================================================================: 

PLATITI: 800-00           LEI: Opt Sute lei 00 bani             : 

                                                                : 

                                                                : 

================================================================: 

PLATITOR:  (R) "BIOSISTEM     CONTUL DE PLATI/CODUL IBAN        : 

MLD" S.R.L.                   MD95ML000000002251429243          : 

                              CODUL FISCAL :1010600028048  /    : 

                                                                : 

                                                                : 

================================================================: 

PRESTATORUL PLATITOR                                CODUL BANCII: 

BC"Moldindconbank"S.A. suc."Invest" Chisinau        :MOLDMD2X329: 

================================================================: 

BENEFICIAR (R) IMSP Spital    CONTUL DE PLATI/CODUL IBAN        : 

ul Clinic Municipal Sfinta Tr MD22ML000000000225166614          : 

eime                          CODUL FISCAL :1003600152592 /     : 

                                                                : 

                                                                :               

================================================================: 

PRESTATORUL BENEFICIAR                              CODUL BANCII: 

BC"Moldindconbank"S.A.                              :MOLDMD2X   : 

================================================================: 

DESTINATIA PLATII:Pentru garantia pentru:   TIPUL TRANSFERULUI  : 

 oferta la licitatia publica nr. 2103645:      NORMAL/URGENT  :N: 

1 din 27.02.2021                        :                       : 

                                        :                       : 

                                        :                       : 

                                        :               L.S.    : 

========================================: ___________           : 

                   CODUL TRANZACTIEI:001: ___________           : 

        DATA PRIMIRII:25/02/2021        : SEMNATURILE           : 

      DATA EXECUTARII:25/02/2021 16:54:0: EMITENTULUI           : 

                                        :-----------------------:  

CONDUCATOR:Web Poiata Vitalie                                   : 

 MIIGYwYJKoZIhvcNAQcCoIIGVDCCBlACAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb: 

 

DQEHAaCCBGwwggRoMIIDUKADAgECAhNHAACjbi1rgFksQ0G4AAAAAKNuMA0GCSq: 

 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4: 

 

DTIxMDEyODExMzgwNVoXDTI0MDEyODExNDgwNVowgZ8xCzAJBgNVBAYTAk1EMRA: 

gYDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQml  : 

________________________________________________________________: 

                        (semnatura electronica)                 : 

CONTABIL-SEF:Web Nasedchin Alexandr                             : 

MIIGZwYJKoZIhvcNAQcCoIIGWDCCBlQCAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb3: 

DQEHAaCCBHAwggRsMIIDVKADAgECAhNHAACjcahRKqbJeg8QAAAAAKNxMA0GCSqG: 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4X: 

DTIxMDEyODExMzkxOFoXDTI0MDEyODExNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAw: 

YDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQmlv  : 

________________________________________________________________: 

L.S.                    (semnatura electronica)                 : 

CONDUCATOR:            _________________________________________:          

                        (semnatura manuala)                     : 

CONTABIL-SEF:          _________________________________________:          

________________        (semnatura manuala)                     :  

SEMNATURA PRESTATORUL       L.S.                                : 

                                        :-----------------------: 

MOTIVUL REFUZULUI                       :      L.S.             : 

----------------------------------------------------------------: 

 









 
c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 16/1 of.7 
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 
 

 
 
 

Lista fondatorilor Biosistem-mld SRL 
 
 
 
 

Nr. Nume, Prenume IDNP 

1. Vitalie Poiata 0983103892591 

2. Alexandru Nasedchin 2002001070747 

3. Dmitrii Kojevnikov 0972305012362 
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DECLARATION OF CONFORMITY 
 

Manufacturer： Bioptik Technology, Inc. 
 No.188, Jhonghua South Road, Gongguan Village, 
 Jhunan Township, Miaoli County, 35057 Taiwan 
 

Authorized Representative： MT Promedt Consulting GmbH 
 Altenhofstrasse 80  
 66386 St. Ingbert 
 Germany 
Medical Device： 
Product Group:  EasyTouch G Blood Glucose Monitoring System 
                 - EasyTouch G Blood Glucose Test Meter 
 (ET-101) 
                 - EasyTouch Blood Glucose Test Strips (SG119)  
 - EasyTouch Glucose Control Solution (CG101)                             
  
EDMA Code:    21 06 01   Blood Glucose Meter   
 11 70 01 01 00 Glucose Test Strips 
 11 70 01 50 00 Calibrators and Controls 
 
IVDD-Classification:   98/79/EC, Annex II, List B, Self-testing device 
Standards Applied: 

1. EN ISO 15197: 2015, In vitro diagnostic test systems-Requirements for blood glucose 
monitoring systems for self-testing in managing diabetes mellitus (ISO 15197: 2013). 

2. EN ISO 14971: 2012, Medical devices-Application of risk management to medical 
devices. 

3. EN ISO 13485: 2016/AC: 2016, Medical devices-Quality management systems - 
Requirements for regulatory purposes. 

4. EN 60601-1-2: 2015, Medical electrical equipment - Part 1-2: General requirements for 
basic safety and essential performance - Collateral  

5. EN 61010-1: 2010, Safety requirements for electrical equipment for measurement, 
control and laboratory use-part 1: General requirements. 

6. EN 61010-2-101: 2017, Safety requirements for electrical equipment for measurement, 
control and laboratory use. Particular requirements for in vitro diagnostic (IVD) 
medical equipment. 

7. EN 61326-1: 2013, Electrical equipment for measurement, control and laboratory 
use-EMC requirements. General requirements 

8. EN 61326-2-6: 2013, Electrical equipment for measurement, control and laboratory 
use-EMC requirements. Particular requirements. In vitro diagnostic (IVD) medical 
equipment 

9. EN ISO 17511: 2003, In vitro diagnostic medical devices- Measurement of quantities 
in biological samples - Metrological traceability of values assigned to calibrators and 
control materials. 
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10. EN 13612: 2002/AC: 2002, Performance evaluation of in vitro diagnostic medical 
devices. 

11. EN ISO 23640: 2015, In vitro diagnostic medical devices - Evaluation of stability of in 
vitro diagnostic reagents (ISO 23640:2011) 

12. EN 13532: 2002, General requirements for in vitro diagnostic medical devices for 
self-testing. 

13. EN 62304: 2006/AC: 2008, Medical device software-Software life cycle processes. 
14. EN 62366-1: 2015, Medical device-Application of usability engineering to medical 

devices 
15. EN ISO 18113-1: 2011 In vitro diagnostic medical devices - Information supplied by 

the manufacturer (labelling) - Part 1: Terms, definitions and general requirements (ISO 
18113-1: 2009) 

16. EN ISO 18113-2: 2011, In vitro diagnostic medical devices - Information supplied by 
the manufacturer (labelling) - Part 2: In vitro diagnostic reagents for professional use 

17. EN ISO 18113-3: 2011, In vitro diagnostic medical devices - Information supplied by 
the manufacturer (labelling) - Part 3: In vitro diagnostic instruments for professional 
use 

18. EN ISO 18113-4: 2011, In vitro diagnostic medical devices - Information supplied by 
the manufacturer (labelling) - Part 4: In vitro diagnostic reagents for self-testing 

19. EN ISO 18113-5: 2011, In vitro diagnostic medical devices - Information supplied by 
the manufacturer (labelling) - Part 5: In vitro diagnostic instruments for self-testing 

20. EN ISO 15223-1:2016, Medical devices -- Symbols to be used with medical device 
labels, labelling and information to be supplied -- Part 1: General requirements. 

 
 
The undersigned hereby declares that the medical device as specified above conforms with the 
essential requirements listed in the Annex I of the 98/79/EC 
 
This declaration of conformity is based on the IVDD 98/79/EC Annex IV and is supported by a 
TÜV Rheinland LGA Products GmbH Annex IV Certificate, with reference to articles 1 and 3 of 
the IVDD. 

Certificate No.: HL 60149810 0001 
Issue date: 2020-12-04 

 Expiry date: 2023-09-17 
 

This Declaration of conformity is valid in connection with the release document for the respective 
batch of produced devices. 
 

The above mentioned declaration of conformity is exclusively under the responsibility of  
 

Bioptik Technology, Inc. 
 
 

   
Place, Date of issue  Carlos Wu, C.E.O. 

Bioptik Technology, Inc. 
 


	40a66034352488de63661225d2e87eec261c8f10e39ca99b267a89642f69866f.pdf
	MergedFile
	ISO 9001-SY 60089707 0001_20140114
	SY 60089707 att_20140313
	Medical Device：
	This declaration of conformity is based on the IVDD 98/79/EC Annex IV and is supported by a TÜV Rheinland LGA Products GmbH Annex IV Certificate, with reference to articles 1 and 3 of the IVDD.



		2021-02-25T17:17:38+0200
	Moldova
	MoldSign Signature




