ORDIN DE PLATA NR.: 646 TIP.DOC. 1
DATA EMITERII:19 martie 2021

PLATITI: 1100-00 LEI: Una Mie Una Suta 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) Institultul CONTUL DE PLATI/CODUL IBAN
de Medicina Urgenta IMSP MD55VI022510300000002MDL

CODUL FISCAL :1003600152606 /

PRESTATORUL BENEFICIAR CODUL BANCITI:

B.C."VICTORIABANK"S.A. :VICBMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI
oferta la procedura de achizitie nr. oc: NORMAL/URGENT :N:
ds-b3wdpl-MD-1614257789302 din 19.03.202: :
1
L.S

CODUL TRANZACTIEI:001:
DATA PRIMIRII:19/03/2021 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKoZIhvcNAQcCoIIGVDCCBI1ACAQEXCzAIJBgUrDgMCGgUAMASGCSgGSIb:

DQEHAaCCBGwwggROMIIDUKADAgGECAhRNHAAC bilrgFksQO0G4AAAAAKNUMAOGCSq:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLUl1vbGRpbmRjb251YW5rMB4 :

DT IxMDEyODExMzgwNVoXDTIOMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAKIEMRA :
gYDVQQIEwdNb2xkb3ZhMREWDwYDVQQHEWhDaGlzaW5hdTEWMBQGA 1 UEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZwYJKoZIhvcNAQcCoIIGWDCCBIQCAQExXCzAIJBgUrDgMCGgUAMASGCSGSIb3:
DOEHAaCCBHAWgGRsMIIDVKADAGECAhNHAAC) cahRKgbJeg8QAAAAAKNXMAOGCSG :
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULIQxXLUNBLUlVvbGRpbmRjb251YW5rMB4X @
DTIxXMDEyODExMzkxOFoXDTIOMDEyODExNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEWdNb2xkb3ZhMREWDWYDVQQHEWhDaGlzaWS5hdTEWMBQGA1UEChMNQm1v

L.S. (semnatura electronica)

CONDUCATOR: Digitally signed by Poiata Vitalie
(semnatura manuddte:)2021.03.18 17:42:11 EET

CONTABIL-SEF: Reason: MoldSign Signature

(semnatura manda%gl)lon' vVioldova

SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.




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

v g ";, L= = o P =
—— g — AR gl e
= d‘“ ) D @ ‘
NP >\



,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




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.
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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.
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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,
%,
1";-\:?:;‘ < ‘a»'%‘ \
[ &/
f 3| é‘fﬁ‘"",m*
l{ i\ 'T'U‘J,“\'heznhz?lf. /
Date 14.01.2014 \ I\ ———
o e

. /- -\E:u

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




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: 210601 Blood Glucose Meter

1170 01 01 00 Glucose Test Strips
1170 01 50 00 Calibrators and Controls

IVDD-Classification: 98/79/EC, Annex 11, List B, Self-testing device
Standards Applied:

1. ENISO 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. ENISO 17511: 2003, In vitro diagnostic medical devices- Measurement of quantities

in biological samples - Metrological traceability of values assigned to calibrators and
control materials.

1/2
DOC(G ET-101) std 2021 signed



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
TUV 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.

Mok . Bb. o501 &L M/é/

Place, Date of issue Carlos Wu, C.E.O.
Bioptik Technology, Inc.

2/2
DOC(G ET-101) std 2021 signed
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