ORDIN DE PLATA NR.: 796 TIP.DOC. 1
DATA EMITERII:17 iunie 2021

PLATITI: 1800-00 LEI: Una Mie Opt Sute 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) Serviciul M CONTUL DE PLATI/CODUL IBAN
edical al MAI MD25TRPCAAS518410A00578AA

CODUL FISCAL :1006601000783 /

PRESTATORUL BENEFICIAR CODUL BANCII:

Ministerul Finantelor - Trezoreria de Stat : TREZMD2X
DESTINATIA PLATII:/P102/1800,00 Pentru g: TIPUL TRANSFERULUI

arantia pentru oferta la procedura de ac: NORMAL/URGENT :N:
hizi?ie publica nr. ocds-b3wdpl-MD-16213: :
35452942 din 22.06.2021 :

CODUL TRANZACTIEI:101:
DATA PRIMIRII:17/06/2021 : SEMNATURILE
DATA EXECUTARII: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKoZIhveNAQcCoIIGVDCCBIACAQEXCZAJBgUrDgMCGgUAMASGCSQGSIb:

DQEHAaCCBGwwggRoMI IDUKADAgGECAhNHAACibilrgFksQO0G4AAAAAKNUMAOGCSg:
STb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLUlvbGRpbmRjb251YW5rMB4 :

DTIxMDEyODExMzgwNVoXDTIOMDEyODExXNDgwNVowgZ8xCzAJBgNVBAYTAKIEMRA :
gYDVQQIEWdNb2xkb3ZhMREwWDWYDVQOHEWhDaGlzaWShdTEWMBQGA1UEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MITIGZwYJK0ZIhvcNAQcCoIIGWDCCBIQCAQExCzAJBgUrDgMCGgUAMASGCSgGSIb3:
DQEHAaCCBHAwWggRsMIIDVKADAGECAKNHAAC)cahRKgbJeg8QAAAAAKNXMAOGCSgG:
STb3DQEBCWUAMCIxIDAeBgNVBAMTFONFUL1QxLUNBLUlVOGRpbmRjb251YW5rMB4X @
DTIxXMDEyODExMzkxOFoXDTIOMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwdNb2xkb3ZhMREwDWYDVQQHEwhDaGlzaWS5hdTEWMBQGA1UEChMNQmM1v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF: o ; : ot
(semnatura manuaDate: 2021.06.17 17:07:34 EEST

SEMNATURA PRESTATORUL L.S. Reason: MoldSign Signature
Location: Moldova

MOTIVUL REFUZULUI : L.S.




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

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul 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. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

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 intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, 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. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362




BIOSISTEM-MLD S.R.L.

Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;

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

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

privind reglementarea prin autorizare a activitatii de intreprinzdator”, cu modificarile ulterior adoptate

de parlamentul RM, Importul, comercializarea, asistenta tehnica si reparatia 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

adresa: str. Albisoara 16/1 of.7, MD-2001 Chisinau, Republica Moldova
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com



Anexa nr.7.2 1a Instrucfiunea
aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

CC04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fati de bugetul public national
N | A2109430 din 1 02.06.2021

1. Destinatia / Hasrauenne

Pentru participare la proceduri de achizitii publice

2. Date despre contribuabil / ropMaius o Haoromarensmxe

Denumirea Codul fiscal / Numiirul de identificare
HaumMeHoBaHHe OuckaneHbii ko / MneHTHdHKkauHoHHEIH HOMEp
|BIOSISTEM MLD S.R.L. | 1010600028048 |
Adresa sediului de bazi (strada, numiirul) Codul - Denumirea localititii

AJipec OCHOBHOTO MECTOPACIIOIOKEH!A (YL, HOMED) Kon - HaumenoBaHHE HACENEHHOTO ITYHKTA

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

3. Atestarea lipsei sau existentei restanfelor conform datelor Sistemului Informational Automatizat/

HO,I!TBCPDKJIGHHG OTCYTCTBHA HIIH HAITMYHA HEOOHMMKH COITIaCHO OaHHBIX HH(l)OpMaIIHOIﬂ{Oﬁ an’romamsnponanﬂoﬁ
CHCTEMEL

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha maty
BEIJIaYM JAHHOM CIIpaBKU HeJOMMKa Iepe]l HAlIHOHAIBHEIM ITyOIHYHEIM GIO/PKETOM COCTABIISET:
0,00 lei/meit.

4, Valabil pini la / Jeficreurenen ao 17.06.2021

5. Autentificarea Serviciului Fiscal de Stat/ ITonTep:xneHue

Sef DDF Riscani
a DGAT 'mun.Chisiniu

L.§/ MIL

executor: Svetlana Slonovscaia
Numele gi prenumele/danimis 1 ums

rica CAUS

mele §i prenumele/@anumitd 1 HNL

Semniitur;

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 02.06.2021 ora 8:04:37
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (2 404,55)




BIOSISTEM-MLD S.R.L.

Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;
Banca: BC "Moldindconbank" S.A. fil. Invest; Codul bancii: MOLDMD2X329;
Adresa postala a bancii: mun. Chisinau, bd. Moscovei, 14/1;

Catre Grupul de lucru pentru evaluarea
licitatiei publice Nr. ocds-b3wdp1-MD-1621335452942
din 12 iun 2021, 11:00 - 22 iun 2021, 11:00

din cadrul Serviciul medical al MAI

Declaratie

Prin prezenta, SRL ,,Biosistem-MLD”, declara:

ca livrarea la destinatar va avea loc cu respectarea conditiilor de pastrare si transportare a

produsului, prevazute de producator (temperatura, ermiticitate, etc.).

.....

- catermenul de valabilitate restant (la momentul livrarii) va constitui nu mai putin de 80% din

termenul total de valabilitate al produsului sau 12 luni/18 luni(conform specificatiei tehnice)

- ca garanteaza prin prin asumarea de raspundere financiara deplina in cazul defectiunilor
produse echipamentului beneficiarului cauzate de calitatea insuficienta a reagentii si

consumabilelor.

- cadispune de personal de specialitate propus pentru implementarea contractului conform

Formularului.

Poiata Vitalie

L.S.

adresa: str. Albisoara 16/1 of.7, MD-2001 Chisinau, Republica Moldova
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com



13.02.2020

MANUFACTURER’S AUTHORIZATION

We [TURKLAB Tibbi Malzemeler San. Ve Tic. A.S.] who are established and
reputable Manufacturers of [RAPID DIAGNOSTIC TEST Brand Name: Rapidan
Tester] having factories at [ITOB 10017 Sokak No: 2 Tekeli - Menderes - lzmir
— Turkey] do hereby authorize [Biosistem-mld SRL] located in: [Albisoara
16/1 ap.7, Chisinau, MOLDOVA] of Supplier/ Agent/ Distributor to submit a bid
in tenders, sales, subsequently negotiate and sign the Contract with you against
the Invitation Bids for the goods manufactured by us with in territory of
country MOLDOVA.

We hereby extend our full guarantee and warranty as per the General Conditions
of Contract for the goods offered for supply by the above firm against this

Invitation for Bids. This Letter is valid for 1 Year from issue date.

Dr. Sahin Yaglidere

TURKLAB TIBBi MALZEMELER SAN. ve TiC. A.S.
Headquarters / Factory | : ITOB 10017 Sokak No: 2 Tekeli - Menderes - lzmir / TURKEY
Factory Il : ITOB 10031 Sokak No: 15 Tekeli - Menderes - 1zmir / TURKEY
TEL: +90 232 376 80 81 FAX: +90 232 376 80 40 www.turklab.com.tr



EC DECLARATION OF CONFORMITY

in vitro Diagnostic Medical Devices in accordance with Directive 98/79/EC

Mahufacturer: Tarklab Tibbi Mal. San. ve Tic. A.S.

Headquarters / Manufacturing Side: ITOB 10017 Sokak No: 2 Tekeli - Menderes / lzmir - Turkey
Product: Fecal Occult Blood (FOB) Test

Brand: Rapidan® Tester, Toyo®, Info®, Labmen®

Classification: Professional Use IVD, 98/79/EC

Conformity Assessment Route: Annex Il

We, herewith declare that the above mentioned products meet the provisions of the Council Directive
98/79/EC for In-Vitro Diagnostic Medical Devices. All supporting documentation is retained under the

premises of the manufacturer.

Standards Applied: EN ISO 13485:2016
EN ISO 14971:2012
EN ISO 15223:2016
EN ISO 18113-1:2011
EN ISO 18113-2:2011
EN ISO 23640:2015
EN 13612:2002

Revision No:

Place, Date of Issue: Izmir, 08.03.2019

Signature Dr. Sahin Yaglidere, Md

2 MENDERES / iZMiR
TEL: 0 232 376 8D 8 jAX: 0 232 376 80 40
MEMNDEREI V.D/B74 207 &20%

DOC03/02
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SERTIFIKA

No. M -56/4/2020
isbu sertifika ile;
TURKLAB Tibbi Mal. San. Tic. A.S.
ITOB 10017 Sokak No:2, Tekeli-Menderes
izmir, Tiirkiye
ve sertifika ekinde listelenmis
Lokasyon
Asagidaki faaliyetler kapsaminda
EN ISO 13485:2016
ile uyumludur:
invitro tibhi cihazlarin tasarimi, gelistirilmesi, Giretimi, son kontrolii ve
dagitimi: kendi kendine test ve profesyonel kullanim igin tasarlanmig hizh
testler, kan gruplamasi icin reaktifler ve reaktif uriinleri (jel kartlari ve kirmizi
kan hiicreleri reaktifleri) ve EKG elektrotlari

Polonya Test veISertiﬁkasyon Merkezi tarafindan yiritilen denetim, yukaridaki kanitlari
saglamistir. Bu Sertifika, Kurulus tarafindan yukaridaki standarda uyulmasi kaydiyla

gecerliligini koruyacaktir.

Bu seftifikanin gecerlilik tarihi: 22.12.2020’den 21.12.2023’e kadar

Sozlesme Cergevesindd Diizenleme No0.2897/IM/4/2020
Sertifika kararinin tarihi: 14.10.2020
Sertifika, yetkili imzayi tasimaktadir.
Varsova, 15.10.2020

Anna  <<Elektronik imza>>
Malgorzata
Wyroba

Yonetim Kurulu Uyesi

POLONYA TEST VE SERTiFil#\svom MERKEZI 02-844 Varsova, 469 Pulawska Street, Tel: +48 22 46 45 200, e-posta: pcbc@pche.gov.pl

isbu belge ingilizce aslindan Tiirkge'ye tarafimdan aslina uygun olarak terclime edilmistir.
| herebycertifythatthisdopument has beentranslatedfromits English intoTurkishtrulyandcorrectlyby me.03.12.2020
T

~ e,

[EMINLI TERCUMAN

Z a1 rd
Q2 TORBALI 6 fiC

SE?E'!‘[“@ Ziéi-{!:?: I ‘;,_.w._: e . o
w [




CERTIFICATE

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

TURKLAB Tibbi Mal. San. Tic. A.S
ITOB 10017 Sokak No: 2,
Tekeli - Menderes izmir / Turkey

and .

4 Location |
; % % 7 %p 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 testsjintended for self-testing and for professional use,
reagents and reagent products for blood grouping
(gel cardsiand red blood cellsreagents) and ECG electrodes

The audit carried jout 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 Organizatjon.

This certificate is valid:
from 22.12.2020 to 21.12.2023

e

Issued under the Contrac No. 2897/JM/4/2020 TORBA,‘ | Bl
Date of certification deci§ion: 14.10.2020 S 18, MOTE“
Certificate bears a qualifigd signature. &fine ’:‘*/L?rw(
Warsaw, 15.10.2020 ‘ )
An na " Elektronicznie

podpisany przez Anna
ST N Pt e, Ma{ g orzata MatgorzataWyroba
<SCHO | oe | Data: 2020.10.16
O Wy]’Ob 09:00:16 +02'00"
Member of the Boar

PARTNER OF i
GRS &

CERTYFIKACIA

U sYsTEMOW
ZARZADZAMIA

AC 019 \
QMs |
|

Polish'Centre for Testing and Cerification 469 Putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pchc@pcbe.gov.pl
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} SERTIFiKA EKi

SADECE SERTIFiKA iLE BAGLANTILI OLARAK GECERLIDIR.
; No. M -56/4/2020

isbu sertifika@, asagida yer alan faaliyetler kapsamindaLokasyonun tasdiki icin hazirlanmistir:

Fabrika 2:ITOB 10031 Sokak No: 15,
Tekeli-Menderesizmir, Tiirkiye

invitro tibbi cihazlarin tasarimi, gelistirilmesi, tiretimi, son kontrolii ve
dagitimi: kan gruplamasi igin reaktifler ve reaktif iiriinleri (jel kartlari ve kirmizi
kan hiicreleri reaktifleri), profesyonel kullanim IVD testleri ve EKG elektrotlari

Sertifikada listelenen standardin gereksinimlerini kargilar.

sozlesme Cercevesinda Diizenleme No.2897/IM/4/2020
Sertifika kararinin tarihi: 14.10.2020
Sertifika, yetkili imzayi tagimaktadir.
Varsova, 15.10.2020

Anna  <<Elektronik imza>>
Malgorzata
Wyroba

Yonetim Kurulu Uyesi

POLONYA TEST VE SERTIFIKASYON MERKEZi 02-844 Varsova, 469 Pulawska Street, Tel: +48 22 46 45 200, e-posta: pcbe@pche.gov.pl

isbu belge ingilizce aslindan Tiirkce’ye tarafimdan ashina uygun olarak terctime edilmistir.
| herebycertifythatthisdopument has beentranslatedfromits English intoTurkishtrulyandcorrectlyby me.03.12.2020

SWORN TRANSLATOR / YEMINLI TERCUMAN
ERKAN ALTUNER




' ANNEX TO THE CERTIFICATE

VAI%ID ONLY IN CONNECTION WITH THE CERTIFICATE

",

S
s

Begn e’

G
&

| No M - 56/4/2020

This is to certify that the Following Location:

i

’}}5

|
|

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

in the Following scope of activities:

|

desigh, development, manufacturing, final control

d

reagents and reagent products for blood groupin

ptofessional use IVD tests and ECG electrodes

distribution of in vitro medical devices:
9
(gel cards and red blood cells reagents),

e §

TORB_AU 6. N@
Sefine i

meets the requirements of the standard listed on the certificate

TE

\vg -‘1 sl PR
fl?f:,;\f_ 3| R

Date of certification deci
Certificate bears a qualifi
Warsaw, 15.10.2020

Issued under the Contrac%i

PARTNER OF

LSRR R AT T €
£
é@e..

ttttt
p— TS o
e | ';% £ G
% %g
Bl

—Polish Centre for Tesiing and Cerification 459 putawska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pa

0. 2897/IM/4/2020
n: 14.10.2020
signature.

An na Elektronicznie
podpisahy przez Anna

Ma}g orzata Matgorzata Wyroba

. Data: 2020.10.16

Wyro ba 09:02:27 +02'00'
Member of the Board

Page 1 of 1

bc@pcbc.gov.pl
\
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM'

CERTIFICATE

No. QS6 044751 0135 Rev. 01

America

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:

1SO 13485

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

Standard(s): ISO 13485:2016
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Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.

E LS
s as

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website https://www.tuev-sued.de/product-testing/certificates

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

DUNS No: 65-467-1304
Effective Date: 2019-08-26
Expiry Date: 2021-10-23
Page 1 of 4

Date of Issue: 2019-11-25 ) 7ﬂ
[wﬂ Sndhan

( Dawn M. Tibodeau ) )
Manager, Certification Body MHS
TUV SUD America Inc. » 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com

ZERTIFIKAT & CERTIFICATE




US-Letter / 07.17

=
) <L
| G
|
e
oc
LL
IR 2
=]
Qa
1U
TH
-
] oo
Lbd
1
4
|
|
=
©
| S
-
[el=12
LLl
(&)
L 2
ol

"ZERTIFIKAT & CERTIFICATE & iZ:%

=

2p8

\ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Regulatory Requirements:

Page 2 of 4
Date of Issue: 2019-11-25

Audit/Certification Criteria

Australia
Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations SOR/98-282, Part 1

United States

-21 CFR Part 803
-21 CFR Part 806
-21 CFR Part 807
-21 CFR Part 820

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

Overall Scope Statement:

Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor and
Accessories (NIBP House, NIBP Cuff, Sensor Cables including
SPO2 Cable and Temperature Cable, SPO2 Sensor, ECG Cables
and Leadsets, Temperature Probe, Probe Cover), Vital Signs
Monitor, Center Monitoring System, Telemetry Monitoring
System, Pulse Oximeter, Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine and
Accessories (Vaporizer), Ventilator, Ultrasonic Diagnostic
Equipment, Ultrasonic Transducer, Hematology Analyzer,
Clinical Chemistry Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, Auto Sample
Processing System, Auto Slide Maker and Stainer;) Reagents
for Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassav Calibrators and Controls;
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit, Reusable
Breathing Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

G b

( Dawn M. Tibodeau ) )
Manager, Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 * Peabody, MA 01960 USA « www.tuvsud.com
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ZERTIFIKAT & CERTIFICATE o &

BrE

l MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Facility(ies):

Facility Scopes:

Page 3 of 4
Date of Issue: 2019-11-25

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

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

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

Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor and
Accessories (NIBP House, NIBP Cuff, Sensor Cables including
SPO2 Cable and Temperature Cable, SPO2 Sensor, ECG
Cables and Leadsets, Temperature Probe, Probe Cover),
Vital Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Defibrillator / Monitor
and Accessories, Electrocardiograph, Anesthesia Machine
and Accessories (Vaporizer), Ventilator, Ultrasonic Diagnostic
Equipment, Ultrasonic Transducer, Hematology Analyzer,
Clinical Chemistry Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, Auto Sample
Processing System, Auto Slide Maker and Stainer;) Reagents
for Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassav Calibrators and Controls;
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit, Reusable
Breathing Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

DUNS No: 65-467-1304

{n b

( Dawn M. Tibodeau )
Manager, Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com ®
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM'

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Page 4 of 4
Date of Issue: 2019-11-25

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106, Shenzhen
PEOPLE’S REPUBLIC OF CHINA

Production of Medical Electronic Equipment (including Patient
Monitor and Accessories (NIBP House, NIBP Cuff, Sensor
Cables including SPO2 Cable and Temperature Cable, SPO2
Sensor, ECG Cables and Leadsets, Temperature Probe, Probe
Cover), Vital Signs Monitor, Center Monitoring System,
Telemetry Monitoring System, Pulse Oximeter, Defibrillator /
Monitor and Accessories, Electrocardiograph, Anesthesia
Machine and Accessories (Vaporizer), Ventilator, Ultrasonic
Diagnostic Equipment, Ultrasonic Transducer, Hematology
Analyzer, Clinical Chemistry Analyzer, Microplate Reader,
Microplate Washer for In-Vitro Diagnostic Use,
Chemiluminescence Immunossay Analyzer, Flow Cytometer,
Auto Sample Processing System, Auto Slide Maker and
Stainer;) Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence Immunoassay
Reagents, Chemiluminescence Immunoassav Calibrators and
Controls; Disposable Anesthesia Mask, Reusable Anesthesia
Mask, Respiratory Mask, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger,
Filter, Breathing Bag

DUNS No: 54-459-5743

i

( Dawn M. Tibodeau )
Manager Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com
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=) Certificate Holder: Shenzhen Mindray Bio-Medical
< Electronics Co., Ltd.
w Mindray Building
e Keji 12th Road South
— High-Tech Industrial Park
- Nanshan
o 518057 Shenzhen
w PEOPLE'S REPUBLIC OF CHINA
L 4 Certification Mark:
—
<g
=z
=
o 1SO 9001
=
E Scope of Certificate: See Page 2 for Overall Scope Statement.
LLl
(&)
4
fHm
Ao
“lT
Ao
'IIIEt
!,3,,‘& Standard(s): 1ISO 9001:2015
4
The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
ll'l_-l maintaining a quality management system that meets the requirements of the listed standards.
g Report No.: SH2005501
L Effective Date: 2020-08-12
o
E Expiry Date: 2023-06-30
(&)
L 2
— Page 1 of 4
<< Date of Issue: 2020-08-20 [
=z e T
— MW@
(NN
|: Tina Israel
o Manager, US Certification Body,
T Medical and Health Services ®
N TUOV

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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No. QS5 044751 0140 Rev. 02

Overall Scope Statement

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

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

[
el
Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

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
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CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

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

Page 4 of 4
Date of Issue: 2020-08-20
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Tina Israel

Manager, US Certification Body,
Medical and Health Services
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CIS-DL-LI1373-66602186

Biosistem-mld SRL
Albisoara 16/1 ap.7
Chisinau, Moldova
tel.+ 373 22 808-719 / 808 - 517
fax.+ 373 22 808-519
February 23, 2021

LETTER OF DECLARATION

To whom it may concern,

We, Beijing Precil Instrument Co., Ltd., manufacturer of Auto Dynamic Erythrocyte
Sedimentation Rate (ESR) Monitor LBY-XC40B / LBY-XC20B (“Product(s)”), hereby
authorize Biosistem-mld SRL with business office at Albisoara 16/1 ap.7 Chisinau, Moldova
(“Biosistem-mld SRL”) to submit a bid, and subsequently negotiate and sign the contract
against Tender for the Product(s) in Moldova, and declare that:

The ESR Tubes Specification 8*120mm, 3,8% Sodium-Citrate, volume 1,6 ml, proposed within
the tender offer of Biosistem-mld SRL are compatible with the Product(s).

This declaration is valid from the date of issuance to conclusion of the tender project. Beijing
Precil Instrument Co., Ltd. reserves the right to terminate the authorization upon fifieen (15)
days written notice without any compensation to You.

Neither this Letter of declaration nor any further extension, will impose any obligation or grant
any rights regarding further distribution of the Produci(s), nor allow any party to seek
compensation for goodwill developed during the term of Letter of Authorization or any further
extension.

General Manager
Beijing Precil Instrument Co., Ltd.



]
CIS—AL-L 1373-13021291 m I n d"ay

To,
Biosistem-mld SRL
Albisoara 16/1 ap.7
Chisinau, R. Moldova
26.02.2019

MANUFACTURERS AUTHORIZATION

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., (""Mindray'") manufacturer of
Hematology analyzers, hereby authorize: Biosistem-mld SRL, with business office at
Albisoara 16/1 ap.7, Chisinau, Republic of Moldova, to submit bids and subsequently
negotiate and sign Contracts for reagents and consumables for all auto-hematology analyzers
supplied by company Biosistem-mld SRL.

The authorization period is valid one year from issue date and automatically renewable if no
termination letter is issued by either part.

Neither this Letter of Authorization nor any further extension, will impose any obligation or
grant any rights regarding further distribution of Product, nor allow any party to seek
compensation for goodwill developed during the term of Letter of Authorization or any

further extension.

Luan HaijTao
Deputy Manager of International Sales and Marketing System,
Commonwealth of Independent States

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY

BIO-MEDICAL ELECTRONICS CO., LTD.
Mindray Building, Keji 12th Road South,
High-tech Industrial Park, Nanshan,

Shenzhen 518057, P.R. China

Tel: +86 755 81888998

Fax: +86 755 26582680

Website: www.mindray.com



CIS-DL-L1373-66601931

mindray

December 29" 2020

LETTER OF DECLARATION

To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., ("Mindray") manufacturer of
Hematology analyzer BC-5150, do hereby declare that:

The following reagents:

o 105-004045-00 M-52D Diluent

o 105-003724-00 M-52DIFF Lyse

o 105-004307-00 M-52LH Lyse

° 105-002225-00 M-68 Probe Cleanser

e 105-003233-00 BC-5D High/Normal/Low/EN3m]*3

Are manufactured by our company exclusively for the use with the closed-system BC-5150
Hematology Analyzers. The usage of reagents is also described in the user manual of the
analyzer at the point: “2.7. Reagents, Controls and Calibrators”, page 2-12.

Sincerely yours,

——m.

SRR B P ——.

danager.of 8ales and Marketing Division, CIS & TUR
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

SHENZHEN MINDRAY

BIO-MEDICAL ELECTRONICS CO,, LTD.
Mindray Building, Keji 12th Road South,
High-tech Industrial Park, Nanshan,

Shenzhen 518057, P.R. China

Tel; +86 755 81888998

Fax: +86755 26582680

Website: www.mindray.com
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REGISTRATION NO. 04717Q10183RSM

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

Beijing Precil Instrument Co., Ltd.

Registered Address: 2F FEast 5 Building, Qunying Kkejiyuan, Shangdi
Information Base, Haidian District, Beijing 100085, P. R. China
Manufacturing Address: East of 2F,Building No.5,Qunying Science and
Technology Park,No.8 Chuangye Road, Shangdi Information Industry
Base, Haidian District, Beijing, China;  No. 5-6 West of 4F, Building

No.5, No.8 Shangdi Chuangye Road, Haidian District, Beijing,China

Has been assessed and conformed to the following standard(s)
GB/T 19001-2008 iat ISO 9001:2008

The certificate is valid for the following scope:

The Design, Development, Production and Service of Auto Coagulation
Analyzer, Auto Dynamic Erythrocyte Sedimentation Rate (ESR) Monitor ,
Semi-Auto Coagulation Analyzer , Auto Blood Rheometer, Semi-Auto Blood
Rheometer, Activated Partial Thromboplastin Time Kit(Clotting assay) ,
Fibrinogen Kit(Clotting assay) , Prothrombin Time Kit(Clotting assay) , Thrombin
Time Kit(Clotting assay) ,Quality Control Substance for Auto Blood Rheometer.

Date of issue: May 26, 2017
Date of expiry: September 15,2018

flns V3

General Manager: 7
<

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

A o E AT
EBREA
CNAS =
MANAGEMENT SYSTEM
Sl cnins cosrw
Note: This certificate will not be valid until the organization has been approved in the annual audits. The certificate
information are available on the website of the certification and accreditation administration of the People’s Republic of

China (www.cnca.gov.cn) or the website of CMD (www.cmdc.com.cn). Address: 5" floor of Zhong Lian building, No.jia88,
An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China Telephone: 010-62351993
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REGISTRATION NO. 04717Q10000190

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

Beijing Precil Instrument Co., Ltd.
Registered Address: 2F East 5 Building, Qunying kejiyuan, Shangdi Information
Base, Haidian District, Beijing 100085, P. R. China
Manufacturing Address: East of 2F,Building No.5,Qunying Science and
Technology Park,No.8 Chuangye Road, Shangdi Information Industry
Base, Haidian District, Beijing, China;  No. 5-6 West of 4F, Building
No.5, No.8 Shangdi Chuangye Road, Haidian District, Beijing,China

Has been assessed and conformed to the following standard(s)
YY/T 0287-2003 idt ISO 13485:2003

The certificate is valid for the following scope:

The Design, Development, Production and Service of Auto Coagulation
Analyzer, Auto Dynamic Erythrocyte Sedimentation Rate (ESR) Monitor ,
Semi-Auto Coagulation Analyzer , Auto Blood Rheometer, Semi-Auto Blood
Rheometer, Activated Partial Thromboplastin Time Kit(Clotting assay) ,
Fibrinogen Kit(Clotting assay) , Prothrombin Time Kit(Clotting assay) , Thrombin
Time Kit(Clotting assay) ,Quality Control Substance for Auto Blood Rheometer.

Date of issue: May 26, 2017
Date of expiry: March 01, 2019

General Manager: </

p, > &Y &.n

/ BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note: This certificate will not be valid until the organization has been approved in the annual audits. The certificate
information are available on the website of the certification and accreditation administration of the People’s Republic of
China (www.cnca.gov.cn) or the website of CMD (www.cmdc.com.cn). Address: 5" floor of Zhong Lian building, No.jia88,
An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China _Telephone: 010-62351993
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