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Denumirea autorititii de licentiere Camera de Licentiere

Denumirea, forma juridicd de organizare, sediul Societatea cu Raspundere Limitata
(adresa juridicd) a titularului de licenta "BIOSISTEM MLD" '

~ Data gi numdrul certificatului de - ,
. inregistrare de stat a titularului de licentd 12.08.2010 MD 0101250

Numdrul de inregistrare

a intreprinderii sau IDNO 1010600028048

Codul fiscal

Genul de activitate, integral sau partial, - * Importul, comercializarea, asistenfa tehniga’
pentru a carui desfasurare se elibereazd licenta si reparatia dispozitivelor medicale *

o Data eliberarii licentei 4 octombrie 2010
% yeReperfectatd: 1)19.10.2012:2)14.05.2014
b

Valabila pina la 4 octombrie 2015

- Prelungita pina la: 03.10.2020

Semndtura conducidtorului
autoritdtii de licentiere




BC “MOLDINDCONBANK” S.A.
Filiala “Invest”

Republica Moldova, MD-2068 Pecrrybmika Monzosa, MD-2068
mun. Chiginau, bd. Moscovei, 14/1 Data 1 L, lAN 2016 myH. Knmumy, 6ya. Mockoseit, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 / / 7 Ten. : (373-22) 43-44-81, 43-46-24
Fax :(373-22) 43-44-22 Nr. ﬂ Z 9Z - / ﬂ ”/ ‘jo P daxc : (373-22) 43-44-22
cod: MOLDMD2X329 ' ' koa: MOLDMD2X329

Filiala ,,Invest” BC ,,Moldindconbank” SA confirmé existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (c¢/f 1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

i
. nit [ .
Director JC Nina Turcan
SRR PR
& ' [ A :

Nina Balmus

Ex. Diana Brinza
Tel. 43-45-96
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. REPUBLICA ¥ MOLDOVA

GERTIFICAT
BE IWREGISTRARE

Societatea cu Rispundere Limitati "BIOSISTEM MLD"
— ESTE INREGISTRATA LA-CAMERA INREGISTRARII DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii

12.08.2010
Data eliberarii ==

Svirepova Ludmila, registrator

" Funclia, numele, prenumele persoanei
care a eliberal certificatul

MD 0101250
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,CAMERA INREGISTRARII DE STAT” I.s.

Sectia fonduri speciale si informatii curente

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 14419 din 11.07.2016

Denumirea completa: Societatea cu Raspundere Limitati «BIOSISTEM MLD».
Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Riispundere Limitata.
Numarul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisiniiu, Republica Moldova.
Modul de constituire: nou creata.
Obiectul principal de activitate:
1 Activitatea farmaceutica;
2 Importul, fabricarea, comercializarea, asistenta tehnica si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de catre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intretinerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE, IDNP 0983103892591,
Asociati:
1. POIATA VITALIE , IDNP 0983103892591
cota 1803.60 lei, ce constituie 33,4 %
2. NASEDCHIN ALEXANDR , IDNP 2002001070747
cota 1798.20 lei, ce constituie 33,3 %
3. KOJEVNIKOV DMITRII, IDNP 0972305012362
cota 1798.20 lei, ce constituie 33,3 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzatorilor individuali si confirméd datele din
Registrul de stat la data de: 11.07.2016.

%{2{/ e

Specialist principal azari Aliona

tel. 022-266-252

Date cu caracter personal. Detinétor: i.S. ,Camera [nregistrarii de Stat”, NUID (numir de identificare unic) 0000151-001



BIOSISTEM-MLD S.R.L.

¢/f 1010600028048; adresa: or. Chisindu, str. Albisoara 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




Anexa nr.7.2 la Instructiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
Nr. | A2003771 din | 13022020

1. Destinatia / Haznauenue

[Pentru participarea la proceduri de achizitii publice l

2. Date despre contribuabil / Undopmauns o nanoronnatensLu1ke

Denumirea Codul fiscal / Numiirul de identificare
Hanmenobanne ®uckanbhpifi k0a / HaewTHdHkaunoHublii HomMep
[BIOSISTEM MLD S.RL. [1010600028048 ]
Adresa scdiului de bazi (strada, numiirul) Codul - Denumirea localitdtii

Anpec 0CHOBHOTO MecTopacnonoxchua (yanua, omep) Koa - HansmeHoBaHHe HACEAEHHOrO My HKTA

[Albisoara nr.16 bl.1 of.7 [0150-SEC.RISCANI |

3. Atestarea lipsei sau existentei restangelor conform datelor Sistemului Informational Automatizat /
[NonTBepsKACHHE OTCYTCTBHS HIH HAJMHA HEJOUMKH COIJIaCHO AaHHbIX MH(OopMauHOHHOH aBTOMaTH3HPOBAHHOM
CHCTEMBbI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha naty
BbIJIAYM JAHHOMH CIPABKH HEJOMMKA Mepell HAMOHANBHBIM My GIHYHBIM GIOJUKETOM COCTABNIAET:
0,00 lei/nei.

4. Valabil pini la / Heficteutenen no 28.02.2020

5. Autentificarea Serviciului Fiscal de Stat / [ToaTsep

Sef DDF Riscani

a DGAF mun.Chisinau Ana STOICOV
Funcjia/Toranocts Numele §i prenumele/@asuins it i
LM
Claudia GOJA
Executor:

Numele yi prenumele Qaviing i

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 13.02.2020 ora 11:49:52
cu aplicarea prevederilor pct, 82-83 Ordin IFPS nr,400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (1,34)




EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60131743 0001

Report No.: 10042449 010

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

Products: In-vitro diagnostic Medical Devices for self-testing
(see attachment for products included)
Replaces Approval, Registration Nc.: HL 60088590 0001
Expiry Date: 2023-09-17

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and a

verification of manufactured products according to section 6 is required.

Effective Date: 2018-10-19

Date: 2018-10-19

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.

10/020d 04.08 ® TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



N ®
TUVRheinland

TOV Rheinland Sl - £
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: HL 60131743 0001
Report No.: 10042449 010
Manufacturer: Bioptik Technology, Inc.
No. 188, Jhonghua South Road
Gongguan Village
Jhunan Township
Miaoli County, 35057
Taiwan
Products:

- Blood Glucose Monitoring Systems

- Blood Cholesterol Monitoring Systems

- Hemoglobin Monitoring Systems

- Blood Triglyceride Monitoring System

- Blood Glucose/Uric Acid Monitoring Systems

- Blood Glucose/Cholesterol Monitoring Systems

- Blood Glucose/Hemoglobin Monitoring System

- Blood Glucose/Cholesterol/Uric Acid Monitoring Systems

- Blood Glucose/Cholesterol/Hemoglobin Monitoring Systems

- Blood Glucose/Cholesterol/Triglyceride Monitoring Systems

- Blood Glucose/Cholesterol/Uric Acid/Hemoglobin
Monitoring System

- Blood Glucose/Cholesterol/Uric Acid/Hemoglobin/
Triglyceride Monitoring Systems

- Blood Pressure/Glucose/Cholesterol Monitoring Systems
(assessment limited to Glucose/Cholesterol Monitoring)

Date: 2018-10-19

10/020d 04.08 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



. ®
TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

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

has established and applies a quality management system for medical devices
for the following scope:

Design and development, manufacture and distribution of
Medical devices
(see attachment for products included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-10-19
Certificate Registration No.: SX 60131746 0001
An audit was performed. Report No.: 50145079 001

This Certificate is valid until; 2021-09-17

Certification Body

- Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-10-19

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax: +49 221 806-3935 e-mail cert-validity@de tuv.com http://www.tuv.com/safety

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.



. ®
TUVRheinland

TUV Rheiniand T = 1
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60131746 0001
Report No.: 50145079 001
Organization: Bioptik Technology, Inc.
No. 188, Jhonghua South Road
Gongguan Village
Jhunan Township
Miaoli County, 35057
Taiwan
Scope: Products:

- In vitro diagnostic medical devices used in blood analytes
anc blood glucose monitoring including meter, test strips
and control solutions for self-testing, near patient/point
of care.

- Blood Pressure/Glucose/Cholesterol Monitoring System
(assessment limited to Blood Pressure Monitoring)

Certification Body

(DAkks

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2018-10-19

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



w ®
TUVRheinland

Certificate

3 The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

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

has established and applies a quality management system
for the following scope:

Design and Development, Manufacture and Distribution
of in vitro diagnostic for self-testing
(see attachment for products included)

Proof has been furnished that the requirements specified in

EN ISO 9001:2008

are fulfilled. The quality management system is subject to yearly surveillance.

Certificate Registration No.: SY 60089707 0001

An audit was performed. Report No.: 10042449 001

This Certificate is valid until: 17.09.2018
Certification Body
AR,
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TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://iwww.tuv.com/safety

10/020d 04.08 @

TUV, TUEV and TUV are ragistered trademarks, Utilisation and application requires prior approval




Attachment to
Registration No.:
Report No.:

Organization:

Scope:

Date: 2014-03-13

3 ®
TUVRheinland

TUV Rheinland it

LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SY 60089707 0001
10042449 002

Bioptik

Technology, Inc.

No. 188, Jhonghua South Road
Gongguan Village

Jhunan

Township

Miaoli County, 35057

Taiwan

Products:

- Blood
- Blood

Glucose Monitoring Systems
Cholesterol Monitoring Systems

- Hemoglobin Monitoring Systems

- Blood
- Blood
- Blood
- Blood
- Blood
- Blood

Glucose/Uric Acid Monitoring Systems
Glucose/Cholesterol Monitoring Systems
Glucose/Hemoglobin Monitoring Systems
Glucose/Cholesterol /Uric Acid Monitoring Systems
Glucose/Cholesterol /Hemoglobin Monitoring Systems
Glucose/Cholesterol/Uric Acid/Hemoglobin

Monitoring System

- Blood

Pressure/Glucose/ Cholesterol Monitoring Systems

(Monitoring System is including meter, strip and control
solution)

10/020d 0408 ®  TUV. TUEV and TUV are registared trademarks. Utilisation and appiication requires prior approval




GIMA S.p.A. EXPORT DIVISION
Via Marconi, 1 G I M A tel. +39 02 953854209/221/225
20060 Gessate (MI)  Italy fax +39 02 95380056

www.gimaitaly.com export@gimaitaly.com

Gessate, 7 February 2012

CONFORMITY OF GIMA PRODUCTS

According to the annex VIl 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 lla and llb 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

LSV

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




CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa ltalia Holding Srl

Via Cadriano, 23

40057 Granarolo dell’Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
www.kiwacermet.it

C=ERM=T

10164 - A

Reg. Number Valid From
First issue date 2012-10-15 Last change date
Valid Until 2021-10-14 IAF Sector

Quality Management System Certificate

ISO 9001:2015

kiwa

2018-10-01

2018-10-01

29

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI EN ISO 9001:2015 for the following

products/services:

Trade, packaging and service of medical devices (MD), in vitro diagnostic
products (IVD), personal protective equipments (PPE), biocides, veterinary

items, medical accessories furniture and aids

Chief Operating Officer
Giampiero Belcredi

The maintaining of the certification is subject to annual surveillance and dependent on the observance of

Kiwa Cermet Italia contractual requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia
Certified Sites

- Via Marconi, 1 20060 Gessate ( Ml ) ltalia

(AP ACCREDIA TS

SGQ N® 007A
SGA N° 0100
PRD N° 0698
FSM N® 0041
PRS N° 089C



CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,
soggetta all’attivita di
direzione e coordinamento di
Kiwa ltalia Holding Srl

Via Cadriano, 23

40057 Granarolo dell’Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: inffo@kiwacermet.it
www.kiwacermet.it

C=ERM=T

kiwa

2018-10-01

Reg. Number 10164 - M Valid From

First issue date 2012-10-15 2018-10-01

Last change date

valid until 2021-10-14

Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

Is in compliance with the standard UNI CEIl EN ISO 13485:2016 for the following
products/services:

Trade, packaging and service of: medical devices (MD), in vitro diagnostic products
(IVD), medical accessories, furniture and aids,

Chief Operating Officer
Giampiero Belcredi

The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

Refer to quality manual for details of exclusion of UNI CEI EN ISO 13485:2016 requirements.

This certificate is composed of 1 page.

GIMA S.p.A.

Registered Headquarters

- Via Grossi, 2 20121 Milano ltalia

Certified Sites

- Via Marconi, 1 20060 Gessate ( Ml ) ltalia

SGQ N® 007A

ACCREDIA R Ne 0898
’ PRD N° 069B
INTE (TALIANO D4 ACCRIDITAMENTO » FSM N® 0041

PRS N° 089C
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