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

ORDIN DE PLATA NR.: 1215                             TIP.DOC. 1 : 

                                DATA EMITERII:10 martie 2022    : 

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

PLATITI: 630-00           LEI: Sase Sute Treizeci lei 00 bani   : 

                                                                : 

                                                                : 

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

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

MLD" SRL                      MD95ML000000002251429243          : 

                              CODUL FISCAL :1010600028048  /    : 

                                                                : 

                                                                : 

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

PRESTATORUL PLATITOR                                CODUL BANCII: 

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

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

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

UL CLINIC MUNICIPAL "SFANTA T MD22ML000000000225166614          : 

REIME"                        CODUL FISCAL :1003600152592 /     : 

                                                                : 

                                                                :               

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

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-1644562976323 din 1:                       : 

4.03.2022                               :                       : 

                                        :                       : 

                                        :               L.S.    : 

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

                   CODUL TRANZACTIEI:001: ___________           : 

        DATA PRIMIRII:10/03/2022        : SEMNATURILE           : 

      DATA EXECUTARII:                  : EMITENTULUI           : 

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

CONDUCATOR:Web Poiata Vitalie                                   : 

MIIGYwYJKoZIhvcNAQcCoIIGVDCCBlACAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb3: 

DQEHAaCCBGwwggRoMIIDUKADAgECAhNHAACjbi1rgFksQ0G4AAAAAKNuMA0GCSqG: 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4X: 

DTIxMDEyODExMzgwNVoXDTI0MDEyODExNDgwNVowgZ8xCzAJBgNVBAYTAk1EMRAw: 

YDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQmlv  : 

________________________________________________________________: 

                        (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.             : 

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

 









I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare gi licenfiere a unitdlilor de drept

EXTRAS
din Registrul de stat al persoanelor juridice

nr.8506 din28.04.2021

Denumirea completil Societatea cu Rispundere Limitati dIOSISTEM MLI)>>.
Denumirea prescurtati: (dIOSISTEM MLD> S.R.L.
Forma juridici de organizare: societate cu Riispundere Limitattr.
Num6rul de identificare de stat gi codul fiscal: 101060002804g.
Data inregishnrii de stat: 12.08.2010.
Sediul: MD-2001, str. Albiqoara,l6ll,ap.(of.) 7, mun. chiqintru, Republica Moldova.
Obiectul principal de activitate:

1 Activitatea farmaceutici;
2Importul, fabricarea' comercializarea, asistenfa tehnictr gi (sau) reparafia dispozitivelor
medicale gi (sau) a opticii;
3 Acordarea asistenfei medicale de cltre institufiile medico-sanitare private;
4 Comerful cu ridicata al calculatoarelor, echipamentelor periferice qi software-ului;
5 intrefinerea gi repararea maginilor de birou qi a tehnicii de calcul;
6 Consultafii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.

Administrator: POIATA VITALIE,
Asociafi:

1. POIATA VITALIE 33,40 oh

2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVI\IKOV DMITRII 33,30 YO.

Prezentul extras este eliberat in temeiul art.
inregistrarea de stat a persoanelor juridice gi
Registrul de stat la data de: 28.04.2021.

34 alLegii nr.220-XYI din l9 octombrie 2007 privind
a intreprinzltorilor individuali 9i confiqnd datele din

er$
Specialist coordonator
tel.022-207-840

9{

:E

'f)w
Date cu cuacter personal. operator: I.p. "Agentia servicii publice" Io 0000059



 
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. Alexandr Nasedchin 2002001070747 

3. Dmitrii Kojevnikov 0972305012362 

 
 

 



GIMA S.p.A.  EXPORT DIVISION 
Via Marconi, 1  tel. +39 02 953854209/221/225 
20060 Gessate (MI) – Italy  fax +39 02 95380056 
www.gimaitaly.com  export@gimaitaly.com 

 
Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226 
Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 – 20121 Milano 

 

Gessate, 7 February 2012 

 

CONFORMITY OF GIMA PRODUCTS 
 

According to the annex VII of the Council Directive 93/42/EEC  

as amended by the European Directive 2007/47/EEC concerning medical devices 

 

GIMA declares that all medical devices illustrated on 

GIMA INTERNATIONAL CATALOGUE 

meet the provisions of the following Council Directive (when applicable) 

93/42/EEC AS AMENDED BY THE EUROPEAN DIRECTIVE 2007/47/EEC 

as below: 

A) For all products classified in CLASS I, we have in our company a technical file as 

required from annex VII, and it is available a certificate of conformity signed by the 

responsible inside the EU (generally GIMA). 

 

B) For all products in CLASS IIa and IIb it is available, or it will be available in one month,   

a declaration of conformity signed by an official European Notified Body or the ISO 

9002 certificate of the manufacturer.

 
 

 
 

 

GIMA S.p.A. 
Q.A. Department 
Nicola Manzoni 

 



 

 

 

 



 

 

 

 

 

 

 















 

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 
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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 
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*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 
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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  

 



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
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