
----------------------------------------------------------------: 
ORDIN DE PLATA NR.: 665                              TIP.DOC. 1 : 
                                DATA EMITERII:25 martie 2021    : 
================================================================: 
PLATITI: 1000-00          LEI: Una Mie 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 Balti     MD77ML000000002251821544          : 
                              CODUL FISCAL :1003602150732 /     : 
                                                                : 
                                                                :               
================================================================: 
PRESTATORUL BENEFICIAR                              CODUL BANCII: 
BC"Moldindconbank"S.A.                              :MOLDMD2X   : 
================================================================: 
DESTINATIA PLATII:Pentru garantia pentru:   TIPUL TRANSFERULUI  : 
 oferta la procedura de achizi?ie public:      NORMAL/URGENT  :N: 
a nr. ocds-b3wdp1-MD-1614340230185 din 3:                       : 
1.03.2021                               :                       : 
                                        :                       : 
                                        :               L.S.    : 
========================================: ___________           : 
                   CODUL TRANZACTIEI:001: ___________           : 
        DATA PRIMIRII:25/03/2021        : SEMNATURILE           : 
      DATA EXECUTARII:                  : 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 
 
 

 



 
Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;  

     Banca: BC "Moldindconbank" S.A. fil. Invest; Codul bancii: MOLDMD2X329;  
Adresa poştală a băncii: mun. Chişinău, bd. Moscovei, 14/1; 

 

adresa: str. Albișoara 16/1 of.7, MD-2001 Chișinău, Republica Moldova 
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.  

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

 
 

Scrisoare de informare 

 

 

Prin prezenta, SRL „Biosistem mld”, va informeaza ca conform “legii Nr. 160 din 22-07-2011 

privind reglementarea prin autorizare a activităţii de întreprinzător”, cu modificarile ulterior adoptate 

de parlamentul RM, Importul, comercializarea, asistenţa tehnică si reparaţia dispozitivelor medicale nu 

mai este activitate licentiata. Respectiv nu mai sunt eliberate licente pentru acest gen de activitate, iar 

licentele cu termenul de valabilitate expirat nu mai sunt prelungite. 

 

 

                           _______________Vitalie Poiata 

       L.Ş. 
 
 

 

 

 

 

 











 

                                                       
                                                                                                 

 

 

 

 

                                         
 

  
  

 DECLARATION OF CONFORMITY 
    

     

         Forlì, 18
th

 January 2018  

 

The devices named TOP TRACE & MEDISENSOR DISPOSABLE ELECTRODES 

FOR ECG (including models ST 50 RFI / RT 50 RFI & MEDISENSOR FS501-S) and 

the REUSABLE SUCTION CHEST AND CLAMP  ELECTRODES have been 

produced by the company Ceracarta Spa on the basis of the  essential requirements, see 

enclosure I of the directive 93/42/CEE, as prescribed in attachment VII of the above 

directive. 

 

The writing company Ceracarta Spa located in Via Secondo Casadei n° 14, 47122 Forlì, 

manufacturer of above listed DISPOSABLE & REUSABLE ELECTRODES declares 

under its own responsability that such devices  satisfy all the requirements  of directive 

93/42/CEE as amended by 2007/47/EC , about medical devices and in particular that: 

 

 the Dispositives in object satisfy the essential  requirements as in enclosure I of  

Directive 93/42/CEE; 

 

the Dispositives in object must be considered as belonging to Class I; 

 

 the manufacturer has prepared and keeps the technical files updated in accordance 

with enclosure VII, section 3 of the directive itself; 

 

 such documentation is available at the headquarters of  Ceracarta , for any reference 

by the  entitled bodies.  

 

Sincerely,  

 

                   
 

    

















Certificate
No. Q5 105557 0001 Rev. 00

Page 1 of 1
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Meril Endo Surgery Pvt. Ltd.
Third floor, E1- E3, Meril Park 
Survey No 135/2/B & 174/2, Muktanand Marg, Chala
396191 Vapi, Gujarat
INDIA

Facility(ies): Meril Endo Surgery Pvt. Ltd.
Third floor, E1- E3, Meril Park , Survey No 135/2/B & 174/2, 
Muktanand Marg, Chala, 396191 Vapi, Gujarat, INDIA

Meril Endo Surgery Pvt. Ltd
Type A-2, Shed No. 11, Survey No. 725/P, Phase – I, GIDC, 
396195 Vapi, Gujarat, INDIA

Meril Endo Surgery Pvt. Ltd
Plot No 688/10 & 11, Siddivinayak Industrial Estate, Somnath 
Road, 396210 Daman, INDIA

Certification Mark:

 
Scope of Certificate: Design, Development, Production, Testing, Storage, Sales and Distribution of 

Sterile / Non-sterile Endo Surgical Products e.g., Bulk and Finished Surgical 
Sutures, Polytetrafluroethylene Pledgets, Sutures with Polytetrafluroethylene 
Pledgets, Contraceptive Devices, Surgical Meshes, Mesh Fixation Devices, Bone 
Wax, Umbilical Cotton Tape, Surgical Kits, Surgical Staplers and Staples, 
Tourniquet Devices, Disposable Endoscopic Trocars, Ligating Clips, Surgical 
Haemostats, Skin Adhesives, Surgical Adhesives, Sealants & Surgical Needles”
 

Applied Standard(s): EN ISO 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned above has 
established and is maintaining a quality management system, which meets the requirements of the listed 
standard(s). See also notes overleaf.
Report No.: IND2019074
Valid from: 2020-03-30
Valid until: 2023-03-29

Date, 2020-03-30 Christoph Dicks
Head of Certification/Notified Body







 

EC Certificate 
Full Quality Assurance System 

Certificate No.:   Project No.:    Valid Until: 

  245506-2017-CE-IND-NA-PS Rev. 2.0   PRJC-499089-2014-MSL-IND    27 May 2024 

 

Place and Date: 

 
PROD 021 

Notified Body No.: 2460 

For: 

Høvik, 16 July 2019 DNV GL PRESAFE AS 
 

  
 

  
Cathrine Wisbech 
 
 

The Certificate has been digitally signed. 

See www.presafe.com/digital_signatures for more info 

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 

 

MSD-CO-078 Rev 2.0 DNV GL PRESAFE AS  -  Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA Page 1 of 4 

 
 
This is to certify that the quality system of: 
 

Meril Endo Surgery Pvt Ltd 
Third Floor, E1- E3, Meril Park, Survey No 135/2/B & 174/2, Muktanand Marg, 
Chala, Vapi, Gujarat, India - 396191 

 
 
For design, production and final product inspection/testing of:  
 

Sterile / non - sterile surgical sutures with and without needle 
 
 
 
Has been assessed with respect to:  
 

The conformity assessment procedure described in Annex II of 
Council Directive 93/42/EEC on Medical Devices, as amended 
 
and found to comply. 
 
 
 
Further details of the product(s) and conditions for certification are given overleaf. 

 

 



 

EC Certificate 
Full Quality Assurance System 

Certificate No.:   Project No.:    Valid Until: 

  245506-2017-CE-IND-NA-PS Rev. 2.0   PRJC-499089-2014-MSL-IND    27 May 2024 

 

 

MSD-CO-078 Rev 2.0 DNV GL PRESAFE AS  -  Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA Page 2 of 4 

 

Jurisdiction 

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om 
Medisinsk Utstyr” by the Norwegian Ministry of Health and Care Services. 
 
 

Certificate history: 

Revision Description Issue Date 

0.0 
Supersedes DNVGL (NB 0434) Certificate no: 151561-
2014-CE-IND-NA Rev 3.0 following transfer to notified body 
functions to DNV GL Nemko Presafe AS (NB 2460) 

2017-11-15 

1.0 Remove of Polypropylene Mesh 2018-01-08 

2.0 Recertification and reduction in scope 2019-07-16 

 

Products covered by this Certificate: 

Product Description Product Name Class 

Absorbable Sutures · Megasorb™ / Aspiron™ Polyglycolic acid  
Braided coated Polyglycolic acid suture 
 

· Mitsu™ / Aspiron™ Polyglactin 910 and 
Mitsu FST™ / Aspiron™ Polyglactin 910 
FST. Braided coated Poly (glycolide/l-
lactide) suture 

 

· Filaxyn™ / Aspiron™ Polydioxanone 
suture. Monofilament Poly (p-dioxanone) 
suture 
 

· Filapron™ / Aspiron™ Polyglecaprone 25 
suture. Monofilament poly (glycolide-co-
caprolactone) suture 

 

III* 

Non-Absorbable Sutures · Filaprop™ / Aspiron™ Polypropylene Blue 
Monofilament Polypropylene Suture 

III** 

 



 

EC Certificate 
Full Quality Assurance System 

Certificate No.:   Project No.:    Valid Until: 

  245506-2017-CE-IND-NA-PS Rev. 2.0   PRJC-499089-2014-MSL-IND    27 May 2024 

 

 

MSD-CO-078 Rev 2.0 DNV GL PRESAFE AS  -  Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA Page 3 of 4 

*Design assessment is covered by a separate EC-Design Examination Certificate No.: 245507-
2017-CE-IND-NA-PS Rev. 2 
**Design assessment is covered by a separate EC-Design Examination Certificate No.: 245508-
2017-CE-IND-NA-PS Rev. 2 

 

Sites covered by this certificate  

Site Name Address 

Meril Endo Surgery Pvt 
Ltd 

Third Floor, E1- E3, Meril Park, Survey No 135/2/B & 174/2, 
Muktanand Marg, Chala, Vapi, Gujarat, India - 396191 

EU Representative  

OBELIS S.A  

Bd. Général Wahis, 53, 1030 Brussels, Belgium. Tel: +32.2.732.59.54. Fax: +32.2.732.60.03  

E-mail: mail@obelis.net, www.obelis.net 



 

EC Certificate 
Full Quality Assurance System 

Certificate No.:   Project No.:    Valid Until: 

  245506-2017-CE-IND-NA-PS Rev. 2.0   PRJC-499089-2014-MSL-IND    27 May 2024 

 

 

MSD-CO-078 Rev 2.0 DNV GL PRESAFE AS  -  Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA Page 4 of 4 

 
Terms and conditions 

The certificate is subject to the following terms and conditions: 
§ Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a 

defect in his product(s), in accordance with directive 85/374/EEC, as amended, 
concerning liability of defective products. 

§ The certificate is only valid for the products and/or manufacturing premises listed above. 
§ The Manufacturer shall fulfil the obligations arising out of the quality system as approved 

and uphold it so that it remains adequate and efficient. 
§ The Manufacturer shall inform Presafe of any intended updating of the quality system 

and Presafe will assess the changes and decide if the certificate remains valid. 
§ Periodical audits will be held, in order to verify that the Manufacturer maintains and 

applies the quality system. Presafe reserves the right, on a spot basis or based on 
suspicion, to pay unannounced visits. 
 

The following may render this Certificate invalid: 
§ Changes in the quality system affecting production. 
§ Periodical audits not held within the allowed time window. 

 

Conformity declaration and marking of product 

When meeting with the terms and conditions above, the producer may draw up an EC 
declaration of conformity and legally affix the CE mark followed by the Notified Body 
identification number of Presafe. 

 
End of Certificate  

 







DEKRA Certification B.V.

2
drs. G.J. Zoetbrood

e
ing. A.A.M. Laan

Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

  

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-certification.com  Company registration 09085396

CERTIFICATE
Number: 2090418

The management system of the organization(s) and locations mentioned on the addendum belonging to:

Medtronic EMEA Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ  Heerlen
The Netherlands

including the implementation meets the requirements of the standard:

EN ISO 13485:2016
ISO 9001:2015
Scope:
Sales, order management, warehousing and distribution of medical devices. 
Including inventory management, regulatory affairs, post market surveillance, technical service, customer 
education and spine loaner operations

Certificate expiry date: 1 July 2021
Certificate effective date: 1 July 2018
Certified since: 1 July 2006

This certificate is valid for the organization(s) and/or locations mentioned on the addendum.
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ADDENDUM
To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ  Heerlen

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-certification.com  Company registration 09085396

Certified organization(s) and/or locations:
Different scope

Medtronic Portugal LDA-
Rua Tomas da Fonseca Torre E, 11 
piso
1600  Lisboa
Portugal

Sales, Order Management and distribution of medical devices 
including technical service and customer education.

Warehousing and distribution of medical devices, including spine 
loaner operations

Medtronic Italia S.p.A.
Via Varesina 162
20156  Milano
Italy

Sales, order management and distribution of medical devices. 
Including technical service and customer education.
Promotion, invoice and order management of medicinal 
products.

Medtronic Danmark A/S.
Arne Jacobsens Allé 17
2300  Kopenhagen
Denmark

Sales, order management and distribution of medical devices. 
Including technical service and customer education

Medtronic Medikal Teknoloji Ticaret Ltd 
Sti
Saray Mah. Esnaf Sk.
Akkom Ofis Park Laodik Plaza
Sitesi B Blok Apt: 2/8
00000  Umraniye - Istanbul
Turkey

Sales, order management and distribution of medical devices. 
Including technical service and customer education
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To certificate: 2090418
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T +31 88 96 83000  F +31 88 96 83100  www.dekra-certification.com  Company registration 09085396

Medtronic Africa (Pty) Ltd.
Waterfall Distribution Campus
CNR K101 and Bridal Veil Road
Waterfall Midrand
1685  Gauteng
South Africa

Sales, order management, warehousing and distribution of 
medical devices. Including technical service, customer education 
and spine loaner operations.

Medtronic Ibérica S.A.
Calle de María de Portugal, 11
28050  Madrid
Spain

Sales, order management, warehousing and distribution of 
medical devices. Including technical service, customer education 
and spine loaner operations.

Medtronic Romania SRL
Ploiesti 42-44, Building B, B2
Wing, 2nd floor, district 1
Baneasa Business & Technology Park
013696  Bucharest
Romania

Sales, order management and distribution of medical devices.
Including technical service and customer education.

Medtronic Norge AS
Martin Linges vei 25
1364  Fornebu
Norway

Sales, order management and distribution of medical devices. 
Including technical service and customer education.

Medtronic Portugal, LDA-
Avenida Gomes Pereira 61B
Benfica
1600  Lisboa
Portugal

Sales, Order Management and distribution of medical devices 
Including technical service and customer education.

Warehousing and distribution of medical devices, including spine 
loaner operations.
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To certificate: 2090418

The management system of the organization(s) and/or location(s) of:

Medtronic EMEA Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ  Heerlen

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-certification.com  Company registration 09085396

Medtronic Service & Repair CoE
C-Mill gebouw K
Jan Campertstraat 21-A
6416 SG  Heerlen

Service and repair of medical devices (excluding Imaging and 
Navigation products).

Medtronic Ibérica S.A.
Polígono Industrial La Garena
Calle Francisco Rabal 7
28806  Alcalá De Heneras, Madrid
Spain

Spine loaner operations.

Medtronic Ibérica S.A.
WTC Almeda Park
Placa de la Pau, s/n. Edificio 7, 3 piso
08940 Cornellà de Llobregat, Barcelona 
Spain

Warehousing and distribution of medical devices, including spine 
loaner operations

Medtronic France SAS
27/33 Quai Alphonse Le Gallo
92513  Boulogne-Billancourt
France

Sales, order management and distribution of medical devices. 
Including technical Service and customer education

Medtronic Trading NL B.V.
Larixplein 4
5616 VB  Eindhoven

Sales, order management and distribution of medical devices. 
Including technical service and customer education

Medtronic GmbH
Earl-Bakken-Platz 1
40670  Meerbusch
Germany

Distribution of medical Devices, medical equipment and related 
services.
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DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-certification.com  Company registration 09085396

Medtronic Osterreich GmbH
Milennium Tower, 20th floor
Handelskai 94-96
1200  Wien
Austria

Sales, order management, warehousing and distribution of 
medical devices. Including technical Service and customer 
education

Medtronic (Schweiz) AG
Talstrasse 9
3053  Munchenbuchsee
Switzerland

Sales, order management, warehousing and distribution of 
medical devices. Including technical Service and customer 
education

Medtronic Hellas S.A.
Avenue Kifisias 24 Building B
151 25  Marousi Pref. Attica
Greece

Sales, order management and distribution of medical devices. 
Including technical service and customer education.

Medtronic Serbia Ltd.
Bulevar Zorana Djindjica, 64a
11070  Belgrade
Serbia

Sales, order management and distribution of medical devices.

Medtronic Hungária Kft.
Bocskai út 134-146
Cépület 3. emelet
1113  Budapest
Hungary

Sales, order management and distribution of medical devices.
Including customer education.

Medtronic CCO SSC Warsaw
Polna 11
00-633  Warszawa
Poland

Order management of medical devices.
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Medtronic Finland Oy
Lentäjäntie 3
01530  Vantaa
Finland

Sales, order management and distribution of medical devices. 
Including technical service and customer education.

Medtronic AB
P.O. Box 1034
164 21  Kista
Sweden

Sales, order management and distribution of medical devices. 
Including technical service and customer education

Medtronic Trading Ltd.
10 Hamada Street
4673344  Herzlya
Israel

Import, sales, order management and distribution of medical 
devices. Including technical service and customer education

Addendum expiry date: 1 July 2021
Addendum effective date: 1 July 2018
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