ORDIN DE PLATA NR.: 1784 TIP.DOC. 1
DATA EMITERII1:13 ianuarie 2023

PLATITI: 23100-00 LEI: Douazeci si Trei Mii Una Suta
lei 00 bani

PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN
MLD™ S.R.L. MD95MLO00000002251429243

CODUL FISCAL :1010600028048 7/

PRESTATORUL PLATITOR CODUL BANCI1
BC""MoldindconbankS_A. suc."Invest'" Chisinau -MOLDMD2X329

BENEFICIAR (R) IMSP CFM Ba CONTUL DE PLATI/CODUL 1BAN
Iti MD63MLO00000002251921512
CODUL FISCAL :1003602150710 /

PRESTATORUL BENEFICIAR CODUL BANCI1
BC"Moldindconbank™S_A. -MOLDMD2X
DESTINATIA PLATII:Pentru garantia pentru: TIPUL TRANSFERULUI
oferta la procedura de achizi?ie public: NORMAL/ZURGENT =N
a nr. ocds-b3wdpl-MD-1672043606614 din :
16.01.2023 :
: L.S.
CODUL TRANZACTIEI:OOlE
DATA PRIMIRI1:13/01/72023 - SEMNATURILE
DATA EXECUTARII: - EMITENTULUI

CONDUCATOR:Web Poiata Vitalie
MI1GYwYJKoZ I hveNAQcCol IGYDCCBIACAQEXCzAJIBgUrDgMCGgUAMASGCSqGSI1b3:
DQEHAaCCBGwwggRoM I I DUKADAgGECAhNHAACj b1 1rgFksQOG4AAAAAKNUMAOGCSQG:
S1b3DQEBCWUAMC Ix I1DAeBgNVBAMTFONFUIQXLUNBLU1vbGRpbmRjb251 YW5rMB4X :
DT IXMDEyODExMzgwNVoXDT I OMDEyODEXNDgwNVowgZ8xCzAJBgNVBAYTAK1EMRAW
YDVQQ I EwdNb2xkb3ZhMREwDWYDVQQHEwWhDaG I zaWs5hd TEWMBQGALUEChMNQm I v

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr
M1 1GZwYJKoZ IhveNAQcCol IGWDCCBIQCAQEXCzAJIBgUrDgMCGgUAMASGCSqGSIb3:
DQEHAaCCBHAwggRsMI1 I DVKADAgECAhNHAAC j cahRKgbJeg8QAAAAAKNXMAOGCSAG:
S1b3DQEBCWUAMC I x 1 DAeBgNVBAMTFONFU IQXLUNBLU1VbGRpbmRjb25i YWSrMB4X:
DT IXMDEyODExMzkxOFoXDT I OMDEyODEXNDkxOFowgaMxCzAJBgNVBAYTAKL1EMRAw
YDVQQ I EwdNb2xkb3ZhMREwDwWYDVQQHEwhDaG 1 zaW5hd TEWMBQGALUEChMNQmIv

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI

Digitally signed by Poiata Vitalie
Date: 2023.01.13 16:29:53 EET
Reason: MoldSign Signature
Location: Moldova




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

CC 04 AE

CERTIFICAT
privind lipsa sau existenta restantelor fata de bugetul public national
Nr- 1 A2300046 din 1 03012023

1. Destinatia / Hasnauenue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Undopmarms o HaJIOTONJIaTeNbIUKE

Denumirea Codul fiscal / Numirul de identificare
HaumeHoBanue DuckanbHbIi k0a / UneHTHGHKAIHOHHDIIH HOMEp
BIOSISTEM MLD S.R.L. 1010600028048

Adresa sediului de bazi (strada, numirul) Codul - Denumirea localititii

AJZpec 0CHOBHOTO MECTOPACHIONOKEHHS (ynuua, Homep) Kon - HaumeHoBaHue HaceneHHOro MyHKTa

Albisoara nr.16 bl.1 of.7 0150-SEC.RISCANI —l

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

[ToxrBepskaenue OTCYTCTBHS WM HATHYMS HEZOMMKH COTIACHO JAHHBIX NudopmannonHoit aBToMaTH3HPOBaHHOM
CHCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/ Ha JaTy

BBIJIaYH ITaHHOMW CTIPaBKM HEIOMMKa TIepe]] HAlIHOHAIBHBIM MyOIMYHBIM GIOKETOM COCTABJISET:
0,00 lei/neii.

4. Valabil pini la / eiictBurenen o 18.01.2023

{HEN HAJIOTOBOIA CITy>KOBI

gl 16,

Digitally signed by Stoicov Ana
3 . . . Date: 2023.01.04 11:35:01 EET
Sef interimar DDF Riscani Reason: MoldSign Signature

Functia/Tlomkuocts Locatlon: Moldova Semnitura/Tloanucs

STOICOV Ana

Numele si prenumele/®amusus u ums

L.§/ M.IL

Executor: GOJAN Claudia

Numele §i prenumele/®amums 1 ums

Este extras din Sistemul Informational al SFS SIA ,,Contul curent al contribuabilului”// 03.01.2023 ora 14:34:15
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (0,00)




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



C1S—-AL-L1373-66602580

mindray

Biosistem-mld SRL
Albisoara 16/1 ap.7
Chisinau, Moldova
tel.+ 373 22 808-719 / 808 - 517
fax.+ 373 22 808-519
2" April 2021
LETTER OF AUTHORIZATION

To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., manufacturer of BC-20s, BC-30s,
BC-5000, BC-5150, BC-5300, BC-5310 CRP, BC-5380, BC-5390 CRP, BC-6000, BC-6200,
BC-6800, BC-6800 Plus, BS-230, BS-240Pro, BS-430, BS-800, BS-2000M with relevant
reagents and consumables (“Product(s)”), hereby certify that we authorize Biosistem-mld
SRL, with business office at Albisoara 16/1 ap.7, Chisinau, Moldova (“You”) as our distributor
to import, distribute, register, and do the Sanitary Registration of the Products in Moldova
(“Territory™).

This Letter of Authorization is valid from the date of issuance to December 31, 2023. Mindray
reserves the right to terminate the authorization upon fifteen (15) days written notice without
any compensation to You.

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

Best regards,

Sales Manager of Sales and Marketing Division, CIS
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, PR. China

Tel: +86 755 81888998

Fax: +86 755 26582680

Website: www.mindray.com



Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12" Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

DECLARATION OF CONFORMITY

To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., located at Mindray
Building, Keji 12" Road South, Hi-tech Industrial Park, Nan-shan, 518057, Shenzhen, P.
R. China, hereby confirm that:

We herewith declare that the products listed in Attachment I meet the provisions of
the Directive 98/79/EC on In Vitro Diagnostic Medical Devices. The conformity

assessment route is according to 98/79/EC Annex III (not includes Section 6).

Product Category(ies): Clinical Chemistry and Hematology Analyzers, Eliza washer,Eliza
reader,Urine Analyzer, Chemiluminescence Immunoassay Analyzer,
Reagents for Hematology Analyzer Analyzer,
Reagents for Clinical Chemistry, Reagents for Chemiluminescence

Immunoassay Analyzer,Urinalysis reagent strips.

Products: Attachment I

_We hereby certify that the forgoing is a true and accurate statement.

Place, Date Of Issue : Shenzhen, 2016-03-21
. -
FLAWN
|
Signatory name: Chuanbin Tan

signatory title: Technical Regulation Manager
Shenzhen Mindray Bio-Medical Electronies Co., Ltd.
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P, R. China

Tel: +86 75526582888

Fax: +86 755 26582500

ATTACHMENT I

Product Name

Product Model

Accessories

Auto Hematology Analyzer

BC-2300
BC-2100

~

M-23CFLLYSE
M-23D DILUENT
M-23E E-Z
CLEANSER

M-23P PROBE
CLEANSER

B30 Hematology
Control

S30 Hematology
Calibrator

SC-CAL PLUS
Hematology

Calibrator

BC-3D Hematology
Control

Auto Hematology Analyzer

BC-1800
BC-1900
BC-2900

~

-

M-18CFL LYSE
M-18D DILUENT
M-18R RINSE

M-18E E-Z
CLEANSER

M-18P PROBE
CLEANSER

B30 Hematology
Control

530 Hematology
Calibrator

BC-3D  Hematology
Control

SC-CAL PLUS
Hematology
Calibrator

Auto Hematology Analyzer

BC-3000 Plus

M-30D DILUENT
M-30R RINSE
M-30CFL LYSE
M-30E E-Z
CLEANSER

M-30P PROBE
CLEANSER

B30 Hematology
Control

830 Hematology
Calibrator

SC-CAL PLUS
Hematology

Calibrator

BC-3D  Hematology
Control

Auto Hematology Analyzer

BC-3200
BC-3200CT

~

M-30D DILUENT
M-30R RINSE

Page 2 of 21




Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R, China

Tel: +86 755 26582888

Fax: +86 755 26582500

M-30CFL LYSE
M-30E E-Z
CLEANSER

M-30P PROBE
CLEANSER

B30 Hematology
Control

830 Hematology
Calibrator

SC-CAL PLUS
Hematology
Calibrator

BC-3D Hematology
Control

Auto Hematology Analyzer BC-5500 . | M-50D DILUENT
BC-5200 M-50LH LYSE
M-50LEO(I)LYSE
M-S0LEO(IDLYSE
M-50LBA LYSE
M-50 CLEANSER
M-50P PROBE
CLEANSER

BC-5D  Hematology
Control

CBC-5DMR
Hematology Control
SC-CAL PLUS
Hematology
Calibrator

S50 Calibrator

B35 Hematology
Control

SC-CAL PLUS
Hematology
Calibrator

BC-5D Hematology
Calibrator

Auto Hematology Analyzer BC-5300 . | M-53LEO())LYSE
BC-5100 M-53LEO(INHLYSE
M-53LH LYSE
M-53D DILUENT
M-53 CLEANSER
M-53pP PROBE
CLEANSER

850 Calibrator

B35 Hematology
Control

SC-CAL ...PLUS
Hematology
Calibrator

BC-5D Hematology
Calibrator
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Auto Hematology Analyzer BC-5380 . M-53LEO(DLYSE
BC-5180 M-53LEG(IDLYSE
M-53LH LYSE
M-53D DILUENT
M-53 CLEANSER
M-53P PROBE
CLEANSER

850 Calibrator

B55 Hematology
Control

SC-CAL PLUS
Hematology
Calibrator

BC-5D Hematology
Calibrator

Auto Hematology Analyzer BC-2800 . | M-18CFLLYSE
BC-2600 M-18D DILUENT
M-18R RINSE

M-18E E-Z
CLEANSER

M-18P PROBE
CLEANSER

B30 Hematology
Control

S30 Hematology
Calibrator

SC-CAL PLUS
Hematology
Calibrator

BC-3D Hematology
Control

Auto Hematology Analyzer BC-3600. M-30D DILUENT
BC-3300 M-30CFL LYSE
e-s00eT ?’dli?(’)%RéIIfSENSER
BC-3600CT

B30 Hematology
Control

S30 Hematology
Calibrator

Auto Hematology Analyzer BC-5800 . | M-58LEO() LYSE
BC-5600 M-58LEQ(T) LYSE
M-58LH LYSE
M-58LBALYSE
M-58DDILUENT
PROBE CLEANSER
850 Calibrator

B55 ... . Hematology
Control

SC-CAL PLUS
Hematology
Calibrator

BC-5D  Hematology
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Calibrator

Auto Hematology Analyzer BC-6600 . | M-68DR DILUENT
BC-6800 M-68DS DILUENT
M-681LD LYSE
M-68LN LYSE
M-68LB LYSE
M-68LH LYSE
M-68FN DYE
M-68FR DYE
M-68FD DYE
PROBE CLEANSER
BC-6D  Hematology
control

BC-NRBC
Hematology Control
BC-RET Hematology
Control

SC-CAL PLUS
Hematology
Calibrator

Auto Hematology Analyzer BC-5310 M-53D DILUENT
M-53LEO( ] )LYSE
M-53LEO(IT) LYSE
M-53LH LYSE
M-53P PROBE
CLEANSER

S50 Calibrator

B55 Hematology
Control

Auto Hematology Analyzer BC-5390 M-53D DILUENT
M-53LEOQ( ] ) LYSE
M-53LEO(1I) LYSE
M-533LH LYSE
M-53P PROBE
CLEANSER

850 Calibrator

B35S Hematology
Control

Auto Hematology Analyzer BC-5150 «~ | M-52D DILUENT
BC-5000 M-52DIFF LYSE
M-52LH LYSE
PROBE CLEANSER
S50 Calibrator
B55 Hematology
Control
BC-5D  Hematology
control
SC-CAL PLUS
Hematology
Calibrator
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Shenzhen Mindray Bio-Medical Electromics
Co., Ltd.

Keji 12" Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Urine Analyzer

UA-66. UA-600. | Urinalysis reagent
UA-600T strips

Auto Hematology Analyzer

BC-20s. BC-21s. | M-30D DILUENT
BC-30s. BC-31s | M-30CFL LYSE
PROBE CLEANSER
B30 Hematology
Control

S30 Hematology
Calibrator

Auto Hematology Analyzer

BC-5390 CRP M-53D DILUENT
BC-5180 CRP M-5 LEO(I) LYSE
M-5 LEO(II) LYSE
M-53 LHLYSE
LCLYSE

Probe Cleanser

850 Calibrator

B55 Hematology
Control

C-reactive Protein
Control

C-reactive Protein
(CRP) Calibrator
C-reactive Protein
(CRP} Kit (Latex
Immunoturbidimetric
Method)

Auto Sample Processing System

CAL 8000 /

Auto Slide Maker & Stainer

SC-120 M-68DS DILUENT
PROBE CLEANSE

Automated Glycohemoglobin Analyzer

H50 Analytical Column
H50P Eluent A

Eluent B

Hemolysis Solution
M-30P PROBE

CLEANSER
Hemoglobin  Alc
Control
Hemoglobin Alc
Calibrator

Flow Cytometer BriCyte EG Sheath Fluid
Cleaning Solution

Lysing Solution / /

CD3-FITC/CD8-PE/CD45-PerCP/CD4-APC / !

Reagent

CD3-FITC/CD16+56-PE/CD45-PerCP/CD19-APC

Reagent

HILA-B27 Reagent

| Chemistry Analyzer ‘BS-300, BS-320 |ISE Module,

4-channel (No
consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode

Page 6 of 21



Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12" Road South, Hi-tech Industrial Park,
Shenzhen 518057, P, R, China

Tel: +86 755 26582888

Fax: +86 755 26582500

Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality
Control Kit

Tri-Level Quality
Control Kit

Chemistry Analyzer BS-400. BS-420. | ISE Module,
BS-480. BS-490 | 4-chamnel (No
consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality
Control Kit

Tri-Level Quality
Control Kit

CD80 detergent
Reaction cuvette
Mindray reagent
bottles

Bar code module
Drainage unit

Water supply unit

Chemistry Analyzer Perfect plus ISE Module,
4-¢hannel (No
consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality
Control Kit
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12" Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Tri-Level Quality
Control Kit

CD80 detergent
Reaction cuvette
Mindray reagent
bottles

Bar code module
Drainage unit

Water supply unit

Chemistry Analyzer BS-380. BS-390 | ISE Module,
4-channel (No
consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Elecirode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 m]
Urine Diluent, 500 ml
Bi-Level Quality
Control Kit

Tri-Level Quality
Control Kit

CD8Q detergent
Reaction cuvette
Mindray reagent
bottles

Bar code module
‘Water supply unit

Chemistry Analyzer BS-350. BS-330 | ISE Module,
4-channel (No
consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level. - Quality
Control Kit

Tri-Level Quality
Control Kit

Reaction cuvette
Mindray reagent
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R, China

Tel: +86 755 26582888

Fax: +86 755 26582500

bhottles
Bar code module

Semi-auto Chemistry Analyzer BA-88A /

Chemistry Analyzer BS-120. BS-130. | ISE Module,
BS-180. BS-190 | 4-channel (No
consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality

Control Kit

Tri-Level Quality
Control Kit

Reaction cuvelte
Mindray reagent
bottles

Bar code module

Chemistry Analyzer BS-200. BS-220 | ISE Module,
4-channel (No
consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 m]
Urine Diluent, 500 ml
Bi-Level Quality
Control Kit

Tri-Level Quality
Control Kit

Reaction cuvette
Mindray reagent
bottles

-| Bar code module

Chemistry Analyzer BS-230. BS8-240 | ISE Module,
4-channel (No
consumables)

Sodium Electrode
Potassium Electrode
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Shenzhen Mindray Bio-Medical Electronics
Co., Lid.

Keji 12" Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality

Control Kit

Tri-Level Quality
Control Kit

Reaction cuvette
Mindray reagent
bottles

Bar code module

Chemistry Analyzer BS-430. BS-450 | ISE Module,
4-channel (No
consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality

Control Kit

Tri-Level Quality
Control Kit

Reaction cuvette
Mindray reagent
bottles

Bar code module

Chemistry Analyzer BS-200E/BS-220E | ISE Module,
BS-330E/BS-350E | 4-channel (No
consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode -
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 25 ml
Urine Diluent, 500 m!
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Bi-Level Quality

Control Kit

Tri-Level Quality
Control Kit

Reaction cuvette
Mindray reagent
bottles

Bar code module

Microplate reader

MR-96A /

Microplate washer

MW-12A /

Chemistry Analyzer

BS-800. BS-820. | ISE module

BS-800M . | MR Na electrode

BS-820M . | MRK electrode

BS-1800.BS-1800 MR Cl electrode

plus MR reference
electrode

MR Serum Standard

MR Urine Standard

MR Urine Quality

Control

MR Buffer Solution

MR Detergent

Solution

MR Na/K  Check

Solution

Built-in

sample/reagent bar

code reader

External Air Pump

Water Supply Unit

Remote Maintenance

System (RMS)

Chemistry Analyzer

BS-2000 « | ISE module
RBS-2000M MR Na electrode
BS-2200 MR Klel;ectrotjf

MR Cl electrode
BS-2200M MR reference
electrode
MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Bufifer Solution
MR Detergent
Solution
MR Na/K  Check
Solution
Built-in
sample/reagent  bar
code reader
External Air Pump
Water Supply Unit
Remote Maintenance
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

System (RMS)

Chemistry Analyzer BS§-600. BS-620 | ISE Module,
4-channel (No
consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality
Control Kit

Tri-Level Quality
Control Kit

CD80 detergent
Reaction cuvette
Mindray reagent
bottles

Bar code module
Drainage unit

Water supply unit
External vacuum
pump unit

Chemiluminescence Immunoassay Analyzer CL-2000i . | Hand-held bar code

CL-22001 reader

External vacuum
pump

External air pump
Waler supply module

Chemiluminescence Immunoassay Analyzer CL-1000i Built-in sample bar
code reader

Built-in reagent bar
code reader
Reaction cuvettes.
Waste container

Chemiluminescence Immunoassay Analyzer CL.-1200d Built-in sample bar
code reader

Built-in reagent bar
code reader
Hand-held bar code
reader

Reaction cuvettes.
Waste container

a-Amylase (0-AMY) Kit (JFCC Method) | r Y A

Aspartate Aminotransferase (AST) Kit (IFCC
Method)
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Gatnma-Glutamyliransferase (GGT) Kit (Szasz / /
Method /IFCC stand.)
Lactate Dehydrogenase (LDH) Kit (IFCC / /
Method )
Alanine Aminotransferase (ALT) Kit (IFCC / /
Method)
C-Reactive Protein Kit{Turbidimetry Method) / /
Apolipoprotein B Kit (Turbidimetry Method) / /
Apolipoprotein Al Kit (Turbidimetry Method) / /
Triglycerides Kit(GPO-POD Method) / /
Bilirubin Total Kit(DSA Method) / /
Creatinine Kit(Modified Jaffe Method) / !
Albumin Kit(Bromcresol Green Method) / /
Bilirubin Direct Kit{DSA Method) / /
Total Protein Kit(Biuret Method) / /
Magnesium Kit(Xylidyl Blue Method) / /
a-Hydroxybutyrate Dehydrogenase Kit(DGKC / J
Method)
Total Cholesterol kit{ CHOD-POD Method) / /
Alkaline Phosphatase Kit(IFCC Modified Method) / /
Uréa Kit(Urease-GLDH,UV Method) ~ 7~ ~ / !
Uric Acid Kit(Uricase-peroxidase Method) / /
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Shenzhen Mindray Bie-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Glucose Kit (GOD-POD Method) / /
Phosphorus Kit(Phosphomolybdate Method) / /
Calcium Kit(Arsenazo III Method) / /
Lipoprotein{a) Kit(Turbidimetry Method) / /
Complement C3 Kit(Turbidimeiry Method) / /
Complement C4 Kit{Turbidimetry Method) / /
Immunoglobulin M Kit(Turbidimetry Method) !/ /
Immunoglobulin G Kit(Turbidimetry Method) / /
Prealbumin Kit(Turibidimetry Method) / /
Glucose Kit (HK Method) / /
Immunoglobulin A Kit{Turbidimetry Method) / /
Bilirubin Total Kit{VOX Method) / /
Creatine Kinase Kit(IFCC Method) / /
Total Bile Acids Kit{Enzymatic Cycling assay) / /
Creatinine Kit(Sarcosine Oxidase Method) / /
HDL-Cholesterol kit(Direct Method) / /
Biiubin Diret Ki(VOX Method) ! /
LDL-Cholesterol Kit(Direct Method) / /
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12" Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Creatine Kinase-MB Kit(IFCC Method) / /
HDL&LDL Cholesterol Control P / /
Prealbumin Control N&P / /
Lipids Calibrator !/ /
Specific Proteins Calibrator / /
Multi Sera Calibrator / /
CK-MB Calibrator / /
Lipoprotein{a) Calibrator / /
Multi Control Sera N / /
Multi Control Sera P

Prealbumin Calibrator ! /
Lipoprotein(a) Control N&P / /
Lipids Control N / /
Lipids Control P

CK-MB Control N / /
CK-MB Control P

Specific Proteins Control N / /
Specific Proteins Control P

Cholinesterase(CHE) Kit {DGKC Method) / I
Carbon Dioxide (CO2) Kit (Enzymic Method) / /
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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Iron (Fe) Kit (Colorimetric Assay) / /
Froctosamine (FUN) Kit(Colorimetric Assay) / !
Antibodies Against Streptolysin O
Kit{Particle-enhanced Immunoturbidimetric Assay / /
Method
Homocysteine Kit{(Enzymatic Assay Method) / !
Rheumatoid Factor Kit(Particle-enhanced / /
Immunoturbidimetric Assay Method)
Lipase Kit{Enzymatic Colorimetric Assay Method) / /
Hemoglobin Alc Kit (Enzymatic Assay Method) / /
Unsaturated Iron Binding Capacity (UIBC) Kit / /
(Colorimetric Method)
Microalbuimn (MALB) Kit / /
Ferritin (FER) Kit / /
Transferrin (TRF) Kit / /
TRF Calibrator ! /
TRF Control / !
FER Calibrator / /
Multimmun Control / /
MALB Calibrator / /
MALB Control / /
UIBC Control / /
UIBC Calibrator / /
u-L-Fucosidase Kit (CNPF method) / /
5-Nucleotidase Kit (Enzymatic Colorimetric / /
Method)

Page 16 of 21



Shenzhen Mindray Bio-Medical Electrenics
Co., Ltd.

Keji 12™ Road South, Hi-tech Industrial Park,
Shenzhen 518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

Adenosine De.amin:ase Kit {(Enzymatic / /
Colorimetric Method)

Cystatin C Kit (Turbidimetry Method) / /

B2-Microglobulin Kit (Turbidimetry Method) / /

5°-NT Calibrator / /

5°-NT Control / /

ADA Control / /

ADA Calibrator / /

AFU Control / /

ASO Calibrator ! /

CysC Calibrator !/ /

CysC Control / /

HbA 1c Calibrator / /

HCY Calibrator / /

HS-CRP Calibrator / /

RF Calibrator / !

TBA Control / /

aso Calibrator !/ /

Free Triiodothyronine (CLIA) / /

Free Thyroxine (CLIA) / /

Total Triiodothyronine (CLIA) / /

Total Thyroxine (CLIA) / /

Thyroid-stimulating Hormone (CLIA) / /

Follicle Stimulating Hormone (CLIA) / /

Luteinizing Hormone (CLIA)D / /

Prolactin (CLIA) / /

Estradiol (CLIA) / /

-~ Estriol (CLIA) / /

Testosterone (CLIA) / /

Progesterone (CLIA) / /

Total B Human Chorionic Gonadotropin (CLIA) / /
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Tel: +86 755 26582888
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Free T3 Calibrators / !/

Free T4 Calibrators / !

Total T3 Calibrators / /

Total T4 Calibrators / /

TSH Calibrators / /

FSH Calibrators / /

LH Calibrators / /

Prolactin Calibrators / /
Estradiol Calibrators / /

Estriol Calibrators / /
Testosterone Calibrators / /
Progesterone Calibrators / /

Total HCG Calibrators / /
Thyroid Functior Multi Control / /
Reproductive Hormone Multi Control / /
Carcinoembryonic Antigen (CLIA) / /
Alpha-fetoprotein (CLIA) / /
Cancer Antigen 125 (CLIA) / /
Cancer Antigen 15-3 (CLIAD / /
Carbohydrate Antigen 19-9 (CLIA) / /
CEA Calibrators / /

AFP Calibrators / /

CA125 Calibrators / /

CA15-3 Calibrators / /

CA19-9 Calibrators / /

Ferritin Calibrators / /

Wash Buffer / /

Substrate solution / /
Antistreptolysin “.O’.’ Kit .(A_SO 1) / /

{Latex Immunoturbidimetric Method)
~ Antistreptolysin “O” Calibrator / o
ASO/CRP/RF Triple Control / /
Cystatin C K%'t l(CysQ I / /
(Latex Immunoturbidimetric Method)
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Cystatin C Calibrator / /

Cystatin C Control / /

Full Range C-Reactive Protein Kit J /
(Latex Immunoturbidimetric Method)

C-reactive Protein Calibrator / /
Rheumatoid Factor Kit (RF II) / /
(Immunoturbidimetric Method)

Rheumatoid Factor Calibrator / /
B 2-Microglobulin Kit ( B 2-MG II) / /
(Latex Immunoturbidimetric Method)
B 2-Microglobulin Control / /
B 2-Microglobulin Calibrator (for Serum) / !
B 2-Microglobulin Calibrator (for Urine) / /
D-Dimer kit (Particle-enhanced / /
Immunoturbidimetric Assay Method)
Angiotensin Converting Enzyme (ACE) Kit / /
(Enzymatic Colorimetric Assay Method)
Retinol Binding Protein (RBP} Kit
(Particle-enhanced Immunoturbidimetric Assay !/ /
Method)
Glucose-6-Phosphate Dehydrogenase (G6PD) Kit / /
{(UV Enzymatic Method)
Myoglobin (MYO) Kit {Particle-enhanced / /
Immunoturbidimetric Assay Method)
Immunoglobubin E (IgE) Kit (Particle-enhanced / /
Immunoturbidimetric Assay Method)
8 -Hydroxybutyrate (B-JIB) Kit (Enzymatic / /
Colorimetric Method)
High Sensitivity C-reaction Protein Kit
(Particle-enhanced Immunoturbidimetric Assay
Method)
HbAlc control N
HbAlc control P
Rheumatism Control N
Rheumatism Control P
HCY Control N
HCY Contrel P
FUN Control P
£-2-MG Control --
D-Dimer Calibrator / !
ACE Calibrator / /
RBP Calibrator / /
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MYO Calibrator / /

I[gE Calibrator / /

B -HB Calibrator / /
D-Dimer Control / /

ACE Control / /

RBP Control / /

G6PD Control / /

B -HB Control / /

Sample Processing System SPL 1000 /
Troponin [(CLIA} / /
Troponin | Calibrators / /
B-type natriuretic peptide(CLIA) / /
BNP Calibrators / /
Myoglobin{CLIA}) / /

MYO Calibrators / /
Creatine kinase MB(CLIA) / /
CK-MB Calibrators / /
Thyroglobulin{(CLIA) / /
Thyroglebulin Calibrators / /
Antibody to thyroglobulin(CLIA) J /
Anti-Tg Calibrators / /
Antibody to thyroid peroxidase{(CLIA) / /
Anti-TPO Calibrators / /
Insulin(CLIA) / /

Insulin Calibrators / /
C-Peptide(CLIA) J /
C-Peptide Calibrators / /
Cortisol{CLIA) / /

qutisol Calibrators / /

- Dehydroepiandrosterone sulfate{(CLIA) E /
DHEA-S Calibrators / /
Adrenocorticotropic hormone(CLIA) / /
ACTH Calibrators / /
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Cardiac Marker Multi Control J /
Thyroid Function Multi Control / J
Immunoassay Multi Control / /
ACTH Control / /
Anti-thyroid Antibodies Control / /
System Detection Solution / /
System Wash Solution / /
ClinChem Multi Control / /
Sample Diluent
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BioSystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
e-mail:biosystems@biosystems.es www.biosystems-sa.com



‘ Certiﬁcate TUVRheinland

‘ Quality Management System
EN ISO 13485:2016

Registration No.: SX 16957791

‘ Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona

' Spain

Scope: Design and development, production, distribution and servicing
of instruments and reagents for clinical diagnostic.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfill
management system is subject to yearly surveillance.

Report No.: 92648791-40
Effective date: 2022-12-12 0 J“
Expiry date: 2025-12-12 ] / b )
Issue date: 2022-12-12 VI
N Jarostaw Pyclik
= TUV Rheinland LGA Products GmbH
« DAKKkS Tillystrafle 2 - 90431 Nirnberg - Germany
. Deutsthe

= Akkreditierungsstelle
D-ZM-14163-01-02 1/2

7M20h 04.08 ®  TUV, TUEV and TUY are registered trademarks. Utilisation and application requites prior approval.




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1695779-1

Organization: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

i ®
TUVRheinland

The scope of certification includes the following additional sites:

No. Facility

101 BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

/02 BIOSYSTEMS S.A.
Poligono Industrial Can Tapioles
Naves 12, 13, 21, 22
08010, Montcada i Reixac — Barcelona,

Spain
Report No.: 92648791-40
Effective date: 2022-12-12
Expiry date: 2025-12-12
Issue date: 2022-12-12
(( DAKKS
L Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

10030 h 0408 ®  TOV, TUEV and TUY are registered trademarks. Utilisation and application requires prior approval.

Scope

Design and development, production,
distribution and servicing of instruments
and reagents for clinical diagnostic.

Labelling and assembling of reagents,
warehousing and shipment of instruments
and reagents for clinical diagnostic.

eoﬂ‘.

. Jarostaw. Py
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nirnberg - Germany

2/2




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No. 01 100 6696
No. Location

/01 BIOSYSTEMS S.A.

Costa Brava 30

ISO 9001:2015

08030 Barcelona

Spain

/02 BIOSYSTEMS, S.A.
Pol. Ind. Can Tapiolas
Naves 12, 13, 21y 22

08110 Montcada i Reixac (Barcelona)

Spain

Wwww.tuv.com

2022-12-15

Scope

Design, development, manufacture,
distribution, installation and service of
instruments and reagents for:

- Clinical diagnostics.

- Agri-food analysis.

- Veterinary diagnostics.

Reagent labelling and assembly.
Storage of raw materials for instruments,
instruments and reagents for:

- Clinical diagnostics.

- Agri-food analysis.

- Veterinary diagnostics.

Dispatched of stored product.

bod

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 6696

Certificate Holder: BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

including the locations according to annex

Scope: Design, development, manufacture, distribution, installation and
service of instruments and reagents for:
- Clinical diagnostics.
- Agri-food analysis.
- Veterinary diagnostics.
Reagent labelling and assembly.
Storage of raw materials for instruments, instruments and reagents
for:
- Clinical diagnostics.
- Agri-food analysis.
- Veterinary diagnostics.
Dispatched of stored product.

Proof has been furnished by means of an audit that the
requirements of 1ISO 9001:2015 are met.

Validity: The certificate is valid from 2022-12-19 until 2025-12-18.
First certification 1996

2022-12-15 @L\

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KoIn

OF MULT
‘p‘"ﬂp
- Je
(A
P 'y %3

Coppssanu s
NITIoN ARRAN!

Deutsche A TUVRheInIand@
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0-ZM-16031.01.00 Precisely Right.
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