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 Paxc : (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 Nina Turcan

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96

Digitally signed by Poiata Vitalie
Date: 2023.08.02 12:07:01 EEST
Reason: MoldSign Signature
Location: Moldova




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




GUVERNUL °
REPUBLICII |T\I MLQJQNQNITD et
MO LDOVA -!O AL CETATEANULUI $I ANTREPRENORULUI

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr. Din
N9r 1032048 or 21.07.2023

o DATE DESPRE CONTRIBUABIL/MH®OPMALINA O HANOI OMMATENbLIMKE

Codul fiscal/Numarul de identificare
duickanbHbIi Koa/ViaeHTUGUKaLMOHHBI HoMep

1010600028048

Denumirea
HavmeHoBaHue

BIOSISTEM MLD S.R.L.

e ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI INFORMATIONAL
AUTOMATIZAT/I'IO,D,T_BEP)K,D,EHI/IE OTCYTCTBUA NN HAITMYNA HELLOUMKN COTTNIACHO JAHHbBIX
NHPOPMALMOHHOM ABTOMATU3MPOBAHHOW CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie/Ha gaty
BblJauM JaHHOW CrPaBKM, HEAOUMKa Nepef, HaLVoHabHbIM NyGINYHbIM GIOMKETOM COCTaBASET

0,00 lei/nei

e VALABIL PANA LA/OENCTBUTENEH OO 05.08.2023

Prezentul certificat este eliberat in temeiul Art. 131, alin. (5°) din Codul fiscal nr. 1163/1997,
in baza datelor furnizate de Serviciul Fiscal de Stat in Portalul Guvernamental al
Antreprenorului/CepTuduKkaT BblaH B COOTBETCTBUM CO CT. 131, . (53) Hanorosoro Kogekca
N21163/1997, Ha OCHOBaHUWM [aHHbIX, MPEeaOoCTaBNeHHbIX [OCYyQapCTBEHHOM HanoroBo
cnyx6om Ha MopTane lMpasuTenscTBa NpegnpuHMMaTens

Generat si semnat de Portalul Guvernamental al Antreprenorului (https://mcabinet.gov.md) la 21.07.2023 10:32:27

Prezentul certificat este semnat electronic in conformitate cu Legea nr. 124 din 19.05.2022 /
CepTnduKaT NoanmcaH 3NeKTPOHHOM NOAMNMChIo B COOTBETCTBUM ¢ 3akoHOM N2 124 oT 19.05.2022

Certificatul este descircat de pe Portalul Guvernamental al Antreprenorului (https://mcabinet.gov.md) si este
semnat electronic de catre posesorul acestui portal si are aceeasi valoare juridica ca si documentele eliberate
pe suport de hartie de cétre organele cu atributii de administrare fiscala.

Verificarea autenticitatii semnéturii electronice poate fi realizats la adresa: https://msign.gov.md.

CepTudukaT BbIrpyxeH ¢ MpasuTenscTaenHoro Moptana Mpeanpunnmarens (https://mcabinet.gov.md) u
MOANMCaH 3NEKTPOHHO MOAMKMCHIO Bnajienblia MOpTana W WMEET TaKylo e IOpUAMHECKYIo CUny, KaK u
[OKYMEHTb, BbllaBaeMble Ha GyMare OpraHaMin HanoroBoM aAMUHUCTPaLVM.

TpoBepKy MOAMMHHOCTI 3NEKTPOHHOI MOAMMCH MOKHO OCYLLECTBMTH Mo aapecy: https://msign.gov.md.




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
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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

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

Page 5 of 21



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
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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

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

Page 8 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

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)
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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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Shenzhen Mindray Bio-Medical Electronics
Co., Ltd.

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

Tel: +86 755 26582888

Fax: +86 755 26582500

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

Tel: +86 755 26582888

Fax: +86 755 26582500

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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Tel: +86 755 26582888
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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 / /

Page 20 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

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

Page 21 of 21



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
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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
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| 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
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é@e..

ttttt
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% %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
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