




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
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: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 

 
 

 





CE 
EC DECLARATION OF CONFORMITY 

Apacor Limited declares that the devices listed below conform to the relevant provisions of 

the EC Council Directive In Vitro Diagnostic Devices Directive 98/79/EC dated 27 October 1998. 

This compliance has been properly documented using checklist created from Annex Ill 

excluding point 6 of the Directive, linked to all supporting Technical Documentation. 

Apacor Limited has a Quality Management System in place, which complies with ISO 13485 

(Certificate Number GB18/873854) regulations and agrees to develop, implement and 

maintain the Quality Management System to ensure continued adequacy and efficacy. 

PRODUCT DESCRIPTION 

MIDI PARASEP 

MIDI PARASEP SF 

MINI PARASEP 

MINI PARASEP SF 

MAXI PARASEP 

30ML TRANSPORT VIALS 

CLEAN VIAL 

PRODUCT CODE 

145000,145300,145400,145500, 

145501,145650,145750,249200 

149900, 149910, 149920, 149931, 

149932,149650,149750,249300 

146000,146200,146300, 146400, 

146500,146501,146650,146750, 

248200 

148800,148900,148910,148920, 

148931,148932,148935,148980, 

148650, 148750, 248930,108000,180880, 

108810,108900,108910,108920,108931, 

108932,108935 

147001 

148998,249400,249420 

149970 

EDMS CODE CATEGORY 

15051090 Other Parasitology 

15051090 Other Parasitology 

15051090 Other Parasitology 

15051090 Other Parasitology 

15051090 Other Parasitology 

15051090 Other Parasitology 

15051090 Other Parasitology 

This Declaration of Conformity is signed below, certifying these requirements have been met. 

'­

Janet MacKenzie 

General Manager 

15 September 2018  

tMI Apacor Limited, Unit 5 S<;lpphire Centre, Fishponds Road, Wokingham, RG41 2QL, Engl<:lnd

































Polish Centre for Testing and Cerification 469 Puławska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl

No J - 2670/4/2020

This is to certify that:

TÜRKLAB Tibbi Mal. San. Tic. A.Ş.
ITOB 10017 Sokak No: 2,

Tekeli - Menderes İzmir / Turkey
and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 9001:2015
in the following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:

rapid tests intended for self-testing and for professional use,
reagents and reagent products for blood grouping

(gel cards and red blood cells reagents) and ECG electrodes
The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above

This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:

from 22.12.2020 to 21.12.2023

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

Member of the Board



Page 1 of 1

Polish Centre for Testing and Cerification 469 Puławska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl

ANNEX TO THE CERTIFICATE

VALID ONLY IN CONNECTIONWITH THE CERTIFICATE

No J - 2670/4/2020
This is to certify that the following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes İzmir / Turkey

in the following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:

reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),

professional use IVD tests and ECG electrodes

meets the requirements of the standard listed on the certificate

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

Member of the Board











Polish Centre for Testing and Cerification 469 Puławska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl

No M - 56/4/2020

This is to certify that:

TÜRKLAB Tibbi Mal. San. Tic. A.Ş
ITOB 10017 Sokak No: 2,

Tekeli - Menderes İzmir / Turkey
and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 13485:2016
in the following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:

rapid tests intended for self-testing and for professional use,
reagents and reagent products for blood grouping

(gel cards and red blood cellsreagents) and ECG electrodes
The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above

This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:

from 22.12.2020 to 21.12.2023

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

Member of the Board
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Polish Centre for Testing and Cerification 469 Puławska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl

ANNEX TO THE CERTIFICATE

VALID ONLY IN CONNECTIONWITH THE CERTIFICATE

No M - 56/4/2020
This is to certify that the following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes İzmir / Turkey

in the following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:

reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),

professional use IVD tests and ECG electrodes

meets the requirements of the standard listed on the certificate

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

Member of the Board











C E R T I F I C A T E
No. QS5 044751 0140 Rev. 02

Page 1 of 4
Date of Issue: 2020-08-20

Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Certificate Holder: Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.
Mindray Building
Keji 12th Road South
High-Tech Industrial Park
Nanshan
518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: See Page 2 for Overall Scope Statement.

Standard(s): ISO 9001:2015

The Certification Body of TÜV SÜD America Inc. certifies that the company mentioned above has established and is 
maintaining a quality management system that meets the requirements of the listed standards.

Report No.: SH2005501

Effective Date: 2020-08-12

Expiry Date: 2023-06-30

http://www.tuvsud.com/


C E R T I F I C A T E
No. QS5 044751 0140 Rev. 02

Page 2 of 4
Date of Issue: 2020-08-20

Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Overall Scope Statement Design and Development, Production and 
Distribution of Medical Electronic Equipment 
(including Patient Monitor and Accessories, Vital 
Signs Monitor, Center Monitoring System, Telemetry 
Monitoring System, Pulse Oximeter, Temperature 
Probe, Flow Sensor, Ambulatory Blood Pressure 
Monitor, Defibrillator / Monitor and Accessories, 
Electrocardiograph, Anesthesia Machine and 
Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment 
and Accessories, Digital Radiography System, 
Radiography System, Hematology Analyzer, Clinical 
Chemistry Analyzer, Urine Analyzer, Microplate 
Reader, Microplate Washer for In-Vitro Diagnostic 
Use, Chemiluminescence Immunossay Analyzer, 
Flow Cytometer, (Auto) Sample Processing System, 
Auto Slide Maker and Stainer, Glycohemoglobin 
Analyzer, Specific Protein Analyzer), Reagents for 
Hematology Analyzer, Reagents for Clinical 
Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents 
for Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for 
Glycohemoglobin Analyzer, Disposable Anesthesia 
Mask, Reusable Anesthesia Mask, Respiratory Mask, 
Disposable Breathing Circuit, Reusable Breathing 
Circuit, Heat and Moisture Exchanger, Filter, 
Breathing Bag

http://www.tuvsud.com/


C E R T I F I C A T E
No. QS5 044751 0140 Rev. 02

Page 3 of 4
Date of Issue: 2020-08-20

Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
 Mindray Building, Keji 12th Road South, High-Tech 

Industrial Park, Nanshan, 518057, Shenzhen, 
PEOPLE’S REPUBLIC OF CHINA

  
Facility Scopes:
 

Design and Development, Production and Distribution of 
Medical Electronic Equipment (including Patient Monitor 
and Accessories, Vital Signs Monitor, Center Monitoring 
System, Telemetry Monitoring System, Pulse Oximeter, 
Temperature Probe, Flow Sensor, Ambulatory Blood 
Pressure Monitor, Defibrillator / Monitor and 
Accessories, Electrocardiograph,  Anesthesia Machine 
and Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment and 
Accessories, Digital Radiography System, Radiography 
System, Hematology Analyzer, Clinical Chemistry 
Analyzer, Urine Analyzer, Microplate Reader, Microplate 
Washer for In-Vitro Diagnostic Use, Chemiluminescence 
Immunossay Analyzer, Flow Cytometer, (Auto) Sample 
Processing System, Auto Slide Maker and Stainer, 
Glycohemoglobin Analyzer, Specific Protein Analyzer), 
Reagents for Hematology Analyzer, Reagents for 
Clinical Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents for 
Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for Glycohemoglobin 
Analyzer, Disposable Anesthesia Mask, Reusable 
Anesthesia Mask, Respiratory Mask, Disposable 
Breathing Circuit, Reusable Breathing Circuit, Heat and 
Moisture Exchanger, Filter, Breathing Bag

  
  

http://www.tuvsud.com/
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Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Facility(ies) Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
 1203 Nanhuan Avenue, Guangming District, 518106 

Shenzhen, PEOPLE’S REPUBLIC OF CHINA
  
Facility Scopes:
 
 

Design and Development, Production and Distribution of 
Medical Electronic Equipment (including Patient Monitor 
and Accessories, Vital Signs Monitor, Center Monitoring 
System, Telemetry Monitoring System, Pulse Oximeter, 
Temperature Probe, Flow Sensor, Ambulatory Blood 
Pressure Monitor , Defibrillator / Monitor and 
Accessories, Electrocardiograph,  Anesthesia Machine 
and Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment and 
Accessories, Digital Radiography System, Radiography 
System, Hematology Analyzer, Clinical Chemistry 
Analyzer, Urine Analyzer, Microplate Reader, Microplate 
Washer for In-Vitro Diagnostic Use, Chemiluminescence 
Immunossay Analyzer, Flow Cytometer, (Auto) Sample 
Processing System, Auto Slide Maker and Stainer, 
Glycohemoglobin Analyzer, Specific Protein Analyzer), 
Reagents for Hematology Analyzer, Reagents for 
Clinical Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents for 
Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for Glycohemoglobin 
Analyzer, Disposable Anesthesia Mask, Reusable 
Anesthesia Mask, Respiratory Mask, Disposable 
Breathing Circuit, Reusable Breathing Circuit, Heat and 
Moisture Exchanger, Filter, Breathing Bag

http://www.tuvsud.com/
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