~\,/\/ Portalul

Guvernamental
pentru afaceri

GUVERNUL

REPUBLICII MOLDOVA

R

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Din

o 11.05.2023

DATE DESPRE CONTRIBUABIL/MH®OPMALINA O HANOI OMNATENbLMKE

Codul fiscal/Numarul de identificare

duickanbHbIr Koa/VaeHTUGUKaLMOHHBIA HoMep Digitally signed by Poiata Vitalie

Date: 2023.05.12 09:53:49 EEST

1010600028048 Reason: MoldSign Signature
A Location: Moldova
Denumirea
HavMeHoBaHVe
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La data emiterii prezentului certificat restanta fata de bugetul public national constituie/Ha gaty
BblauM JaHHOW CrpaBKM, HEAOUMKa Nepef, HaLMOoHasbHbIM NyBINYHbIM GIOMKETOM COCTaBASET

0,01 lei/nei

VALABIL PANA LA/OENCTBUTENEH OO 26.05.2023

Prezentul certificat este eliberat in temeiul Art. 131, alin. (5°) din Codul fiscal nr. 1163/1997,
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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

CepTudukaT BbIrpyxeH ¢ MpasuTenscTaenHoro Moptana Mpeanpurnmarens (https://mcabinet.gov.md) 1
MOANMCaH 3NEKTPOHHOI MOANMCHIO Bnajienblia MOPTana W WMEeT TaKylo e IOpUAMHECKYIo Cuny, KaK u
[OKYMEHTbI, BbilaBaeMble Ha GyMare OpraHaMit HanoroBoM aMUHUCTPaLMM.

TMpoBepKy MOAMMHHOCTI BNEKTPOHHOI NOAMMCH MOKHO OCYLECTBTb Mo aapecy: https://msign.gov.md.




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
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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
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Ex. Diana Brinza
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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




Inscrita R.M. Barcelona, tomo 4.538, folio 127, hoja 48.411, libro 3.864, Seccion 2° N.LF. A08678823

BioSystems

REAGENTS & INSTRUMENTS

EC DECLARATION OF CONFORMITY

BioSystems S.A., a company placed in Costa Brava 30, 08030 Barcelona (Spain)
dedicated to the design, development and manufacturing of in vitro diagnostic medical
devices,

Hereby DECLARES

That the products stated in the annex of five (5) pages joined herewith, meet the
applicable provisions of the

Directive on in Vitro Diagnostic Medical Devices (98/79/EC)

under the specifications declared by BioSystems S.A.

It means that the products:

e complies with all applicable Essential Requirements as set out in the Annex I, and
its technical documentation is performed following the requirements of the Annex IlI

e is classified as Other Device (all devices except Annex Il and Self-Testing Devices),
that is why the Conformity Assessment follows the procedure stated in the Annex Il of
the Directive without the intervention of a Notified Body.

Barcelona, November 6" 2012

Dr. Antonio Elduque
Managing director
BioSystems S.A.
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® Cortified Management

System

= ENISO 5001
® ENISO 13435

Biosystems S.A. Costa Brava 30, 08030 Barcelona (Spain) Tel. +34-93 311 00 00 Fax +34-93 346 77 99
biosystems@biosystems.es www.biosystems.es



CLINICAL CHEMISTRY — BIOCHEMISTRY:

a-Amylase-Direct

a-Amylase-EPS
a-Amylase-Pancreatic

Acid Phosphatase (ACP)

Alanine Aminotransferase (ALT/GPT)
Albumin

Alkaline Phosphatase (ALP)-AMP
Alkaline Phosphatase (ALP)-DEA
AspartateAminotranferase (AST/GOT)
Bilirubin (direct)

Bilirubin (total and direct)

Bilirubin (total)

Calcium — Arsenazo

Calcium — MTB

Cholesterol

Cholesterol HDL

Cholesterol HDL direct

Cholesterol HDL Precipitating reagent
Cholesterol LDL direct

Cholesterol LDL Precipitating reagent
Cholinesterase (CHE)

Citrate

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine

Fructosamine

Fructose
g-Glutamyltransferase (g-GT)
Glucose

Iron — Chromazurol

Iron — Ferrozine

Iron Binding Capacity
Lactate Dehydrogenase (LDH)
Lactate Dehydrogenase (LDH) — IFCC
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Pyridoxal Phosphate
Triglycerides
Urea/BUN-Color
Urea/BUN-UV

Uric Acid

CLINICAL CHEMISTRY — TURBIDIMETRY::

a1-acid Glycoprotein
Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin (Il
Apolipoprotein A-1 (Apo A-1)
Apolipoprotein B (Apo B)
b2-Microglobulin
Complement Component C3
Complement Component C4

C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)
Ferritin

Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)
Prealbumin

Rheumatoid Factors (RF)
Transferrin

CLINICAL CHEMISTRY — MICROCOLUMN

CHROMATOGRAPHY:

17-Hydroxycorticosteroids

17-Ketosteroids

5-Aminolevulinic Acid (ALA) /
Porphobilinogen (PBG)

5-Hydroxyindoleacetic acid (5-HIAA)

Hemoglobin A1C
Hemoglobin A2
Metanephrines
Vanilmandelic Acid
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CLINICAL CHEMISTRY — STANDARDS and CALIBRATORS:

a-1-acid Glycoprotein Standard
Adenosine Deaminase (ADA) Standard
Albumin (Microalbuminuria) Standard
Anti-Streptolysin O (ASO) Standard
Antithrombin IIl Standard
Apolipoprotein A-l Standard
Apolipoprotein B Standard
b2-Microglobulin Standard

Bilirubin Standard

Biochemistry Calibrator

Biochemistry Calibrator (Human)

Cholesterol HDL/LDL Calibrator

CRP/CRP-hs Standard

Ferritin Standard

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Standard

Prealbumin Standard

Protein Calibrators

Protein (urine) Standard

Rheumatoid Factors (RF) Standard

CLINICAL CHEMISTRY - INSTRUMENTS:

A15
A25

BA400
BTS-350

CLINICAL CHEMISTRY — BIOCHEMISTRY — REAGENTS

AUTOMATED SYSTEMS:

a-Amylase-Direct

a-Amylase-Pancreatic

Adenosine Deaminase (ADA)

Alanine Aminotransferase (ALT/GPT)

Albumin

Alkaline Phosphatase (ALP)-AMP

Alkaline Phosphatase (ALP)-DEA

Aspartate Aminotransferase
(AST/GOT)

Bilirubin (direct)

Bilirubin (total)

Calcium-Arsenazo

Cholesterol

Cholesterol HDL direct

Cholesterol LDL direct

Creatine Kinase (CK)
Creatine Kinase-MB (CK-MB)
Creatinine
g-Glutamyltransferase (g-GT)
Glucose

Iron Ferrozine

Lactate dehydrogenase (LDH)
Lipase

Magnesium

Phosphorus

Protein (total)

Protein (urine)

Triglycerides

Urea/BUN UV

Uric acid
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CLINICAL CHEMISTRY — TURBIDIMETRY — REAGENTS

AUTOMATED SYSTEMS:

Albumin (Microalbuminuria)
Anti-Streptolysin O (ASO)
Antithrombin [lI

Complement Component C3
Complement Component C4
C-Reactive Protein (CRP)
C-Reactive Protein-hs (CRP-hs)

Ferritin

Hemoglobin A1C-Turbi (HbA1C-Turbi)
Immunoglobulin A (IgA)
Immunoglobulin G (IgG)
Immunoglobulin M (IgM)

Rheumatoid Factors (RF)

Transferrin

CLINICAL CHEMISTRY — INTERNAL QUALITY CONTROL.:

ADA Controls

Biochemistry Control Serum (Human) |
Biochemistry Control Serum (Human) Il
Biochemistry Control Serum |
Biochemistry Control Serum Il

CK-MB Control Serum

Control Urine

Fertility Biochemistry Control
Hemoglobin A1C Control (Elevated)

Hemoglobin A1C Control (Normal)
Hemoglobin A2 Control

Lipid Control Serum |

Lipid Control Serum Il

Protein Control Serum |

Protein Control Serum II
Rheumatoid Control Serum |
Rheumatoid Control Serum Il

AUTOIMMUNITY - IFA (IMMUNOFLUORESCENCE):

Anti-Adrenal Cortex Antibodies (AACA)
Anti-Endomysium Antibodies (AEA)
Anti-Islet Cell Antibodies (AICA)
Anti-Keratin Antibodies (AKA)
Anti-Mitochondrial Antibodies (AMA)
Anti-nDNA antibodies (nDNA)
Anti-Neutrophil Cytoplasmic Antibodies
(ANCA)
Anti-Nuclear Antibodies HEp-2 (ANA
HEp-2)
Anti-Nuclear Antibodies RL (ANA-RL)
Anti-Skin Antibodies (ASA)
Anti-Smooth Muscle Antibodies (ASMA)
Anti-Striated Muscle Antibodies
(AStMA)

Anti-Thyroid Antibodies (ATA)

Autoantibodies DUO-HEp2/ML (DUO-
HEp2/ML)

Autoantibodies MsK/MsS (AA-
MsK/MsS)

Autoantibodies MsL/MsK/MsS (AA-
MsL/MsK/MsS)

Autoantibodies RK/RS (AA-RK/RS)

Autoantibodies RL/RK/RS (AA-
RL/RK/RS)

Autoantibodies RL/RKm/RS (AA-
RL/RKm/RS)

Glomerular Basement Membrane
Antibodies (GBMA)
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AUTOIMMUNITY — ELISA:

ANA Screening

Anti-Annexin V IgG/IgM (ANX)

Anti-b2-Glycoprotein 1 IgG/IgM
(b2GP1)

Anti-Cardiolipin Antibodies (ACA-
lgG/Ig)

Anti-Centromere B Antibodies (CENP-
B)

Anti-Citrullinated Protein Antibodies
(ACPA)

Anti-Deamidated Gliadin Peptides IgA
(DGP IgA)

Anti-Deamidated Gliadin Peptides IgG
(DGP IgG)

Anti-dsDNA Antibodies

Anti-GBM Antibodies - EIA (GBM)

Anti-Gliadin Antibodies (AGA-IgG/IgA)

Anti-Histones Antibodies (HIST)

Anti-Insulin Antibodies (INS)

Anti-Jo1 Antibodies

Anti-M2 Antibodies (M2)

Anti-MPO Antibodies

Anti-Nucleosome Antibodies (NCL)

Anti-Phospholipid IgG/IgM (APLA)

Anti-PR3 Antibodies

Anti-Ribosomal P Antibodies (Rib P)

Anti-Scl70 Antibodies

Anti-Sm Antibodies

Anti-Sm/RNP Antibodies

Anti-SSA (Ro) Antibodies

Anti-SSB (La) Antibodies

Anti-Thyroglobulin Antibodies (Anti-Tg)

Anti-Thyroid Peroxidase Antibodies
(Anti-TPO)

Anti-tTransglutaminase IgA Antibodies
(Anti- tTG IgA)

Anti-tTransglutaminase IgG Antibodies
(Anti- tTG IgG)

ASCA-IgG/IgA (ASCA)

ENA 4-Profile

ENA 6-Screening

AUTOINMUNIDAD - INSTRUMENTOS:
AUTOIMMUNITY - INSTRUMENTS:

iPRO
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RAPID TESTS — LATEX AGGLUTINATION:

Anti-Streptolysin O (ASO) - Slide
C-Reactive Protein (CRP) - Slide

Rheumatoid factors (RF) - Slide

INFECTIOUS IMMUNOLOGY — SYPHILIS:

RPR-Carbon

TPHA

INFECTIOUS IMMUNOLOGY - FEBRILE ANTIGENS:

Febrile Serodiagnostics Multiscreening
Febrile Serodiagnostics Salmonella
Brucella abortus

Brucella abortus, Rose Bengal
Proteus Ox19

Salmonella paratyphi AH
Salmonella paratyphi AO
Salmonella paratyphi BH
Salmonella paratyphi BO
Salmonella paratyphi CH
Salmonella paratyphi CO
Salmonella typhi H

Salmonella typhi O

Brucella Positive Control

Proteus Positive Control
Salmonella Positive Control
Serology Negative Control
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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

DECLARATION OF CONFORMITY

To whom it may concern,

We, Shenzhen Mihdray 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 | 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 I11 (not includes Section 6).

Classification:  The device not in IVDD annex 1l and not for self
testing/performance evaluation
Product Category(ies): Clinical Chemistry Analyzer, Hematology Analyzei,
Microplate ~washer, Microplate reader, Urine Analyzer,
Chemiluminescence Immunoassay Analyzer, Reagents for
Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Reagents for Chemiluminescence Immunoassay

Analyzer,Urinalysis reagent strips.
Products: Attachment |

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrale 80, 20537 Hamburg, Germany

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

Place, Date Of Issue : Shenzhen, 2016-09-01

Signatory name: Chuanbin Tan

signatory fitle: Technical Regulation Manager
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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ATTACHMENT |

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

Product Name

Product Model

Accessories

Hematology Analyzer

BC-2300.
BC-2100

M-23CFL LYSE

M-23D DILUENT
M-23E E-Z CLEANSER
M-23P PROBE
CLEANSER

B30 Hematology Control
S§30 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
S30 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
S$30 Hematology
Calibrator

SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer

BC-3200.
BC-3200CT

M-30D DILUENT
M-30R RINSE
M-30CFL LYSE

M-30E E-Z CLEANSER
M-30P PROBE
CLEANSER
B30 Hematology
Control

$30 Hematology
Calibrator
SC-CAL PLUS
Hematology Calibrat
BC-3D Hematology //«
Control {/S/ Bl

Auto Hematology Analyzer

BC-5500.
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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

BC-5200 M-50LH LYSE
M-80LEO(I)LYSE
M-50LEO(II)LYSE
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

B55 Hematology
Control

SC-CAL PLUS
Hematology Calibrator
BC-5D Hematology

Calibrator
Auto Hematology Analyzer BC-5300, M-53LEQ(I)LYSE
BC-5100 M-53LEO(II)LYSE
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-5380. M-83LEO(I)LYSE
BC-5180 M-53LEO(II)LYSE
M-53LH LYSE

M-63D DILUENT
M-563 CLEANSER
M-563P PROBE
CLEANSER

S50 Calibrator

B55 Hematology
Control

SC-CAL PLUS
Hematology Calibrator
BC-5D Hematology
Calibrator

Auto Hematology Analyzer BC-2800. M-18CFL LYSE
BC-2600 M-18D DILUENT
M-18R RINSE
M-18E E-Z CLEANSER:
M-18P PROBE ;
CLEANSER

B30 Hematology
Control

830 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

SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology

Control
Auto Hematology Analyzer BC-3600. M-30D DILUENT
BC-3300. M-30CFL LYSE
BC-3300CT. M-30R RINSE
BC-3600CT PROBE CLEANSER
B30 Hematology
Control
S30 Hematology
Calibrator
Auto Hematology Analyzer BC-5800- M-58LEOQ(I) LYSE
BC-5600 M-68LEO(ll) LYSE
M-58LH LYSE

M-58LBALYSE
M-88DDILUENT
PROBE CLEANSER
S50 Calibrator

B55 Hematology
Control

SC-CAL PLUS
Hematology Calibrator
BC-5D Hematology
Calibrator

Auto Hematology Analyzer BC-6600. M-68DR DILUENT
BC-6800 M-68DS DILUENT
M-68LD 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
BR60 Hemalology
Control

Auto Hematology Analyzer BC-5310 M-53D DILUENT
M-83LEO( I ) LYSE
M-53LEO(II) LYSE <555¢
M-53LH LYSE

M-53P PROBE /.
CLEANSER /.
S50 Calibrator |3
B55 Hematology
Control \
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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-5390

M-53D DILUENT
M-53LEO( I ) LYSE
M-53LEO( 1) LYSE
M-53LH LYSE
M-53P PROBE
CLEANSER

S50 Calibrator

B55 Hematology
Controtl

Auto Hematology Analyzer

BC-5150.
BC-5000.
HM-500X

M-52D DILUENT
M-52DIFF LYSE
M-521LH LYSE
PROBE CLEANSER
S50 Calibrator

B55 Hematology
Control

BC-5D Hematology
control

SC-CAL PLUS
Hematology Calibrator

Urine Analyzer

UA-66. UA-600,
UA-600T

Urinalysis reagent strips

Auto Hematology Analyzer

HM-200X

BC-20s. BC-21s.
BC-30s. BC-31s,

M-30D DILUENT
M-30CFL LYSE
PROBE CLEANSER
B30 Hematology
Control

S30 Hematology
Calibrator

Auto Hematology Analyzer

BC-5390 CRP
BC-5180 CRP

M-53D DILUENT
M-5 LEO(I} LYSE
M-56 LEO(ll) LYSE
M-53 LH LYSE
LC LYSE

Probe Cleanser
S50 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
H50P

Analytical Column
Eluent A
Eluent B

M-30P PROBE
CLEANSER

Page S of 20




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

Hemoglobin A1c
Calibrator
Flow Cytometer BriCyte E6 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
HLA-B27 Reagent
Laboratory Data Management Software / /
Mindray labXpert Software / /
Specific Protein Analyzer CRP-M100 M-68DS Diluent
LC Lyse
CRP Cleanser
Probe Cleanser
Auto Hematology Analyzer BC-5120 M-52D DILUENT
BC-5130 M-62DIFF LYSE
BC-5140 M-52LH LYSE

PROBE CLEANSER

Chemistry Analyzer

BS-300. BS-320

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 mi
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit

Tri-Level Quality Control
Kit

Chemistry Analyzer

BS-400, BS-420

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, 5004k
Bi-Level Quality:&h
Kit
Tri-Level Quafity
Kit %
CD80 deterge l*
Reaction cuvetts

5

&
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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

Mindray reagent bottles
Bar code module

Drainage unit
Water supply unit

Chemistry Analyzer

Perfect plus

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

Chemistry Analyzer

BS-380. BS-390

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
Water supply unit

Chemistry Analyzer

BS-350. BS-330
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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

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

Semi-auto Chemistry Analyzer BA-88A /
Chemistry Analyzer BS-120. BS-130. | ISE Module, 4-channel
BS-180 (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 mi
Urine Diluent, 500 m|
Bi-Level Quality Control
Kit

Tri-Level Quality Control
Kit

Reaction cuvette
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 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit

Tri-Level Quality Control
Kit

Reaction cuvette

Chemistry Analyzer

BS-200E/BS-220E
BS-330E/BS-350E

ISE Module, 4-chali
(No consumables) ¥
Sodium Electrode
Potassium 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

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 mi
Bi-Level Quality Control
Kit

Tri-Level Quality Contro!
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. MR K electrode
MR ClI electrode
BIS'1800‘BS_1 800 | iR reference electrode
plus 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
BS-2000M. MR Na electrode
BS-2200. MR K electrode
BS-2200M MR Cl electrode

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/rea
bar code reader /
External Air Pumpy
Water Supply Un
Remote Maintenas
System (RMS)
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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

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

Chemistry Analyzer

BS-480. BS-490

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
Built-in sample/reagent
bar code reader
Remote management
system (RMS)

Water supply module
External air pump

Chemistry Analyzer

BS-430. BS-450.
BS-460

Sodium Elec e 82’05- g

Potassium EE rode ,
Chloride Elegtro Q
Reference El -‘:%a
Lithium Electrogé

3 k“}é
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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

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
Water supply unit
Probe clog detection
module

Chemistry Analyzer BS-230. BS-240 | 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

CDB80 detergent
Reaction cuvette
Mindray reagent bottles

Bar code
reader(optional)
Chemiluminescence Immunoassay Analyzer CL-2000i. Hand-held bar code
CL-2200i reader

External vacuum pump
Reaction cuvette

Waste Bin
Chemiluminescence Immunoassay Analyzer | CL-1000i. Built-in sample bar code
CL-1200i reader

Built-in reagent bar
code reader

Reaction cuvettes.
waste container

a-Amylase (a-AMY) 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

Aspartate Aminotransferase (AST) Kit (JFCC / /
Method)
Gamma-Glutamyltransferase (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 A1 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 / /
Method)
Total Cholesterol kit(CHOD-POD Method) / /
Alkaline Phosphatase Kit{IFCC Modified Method) | / / &Cﬁa%\\
Urea Kit(Urease-GLDH,UV Method) / /
Uric Acid Kit(Uricase-peroxidase 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

Glucose Kit (GOD-POD Method) / /
Phosphorus Kit(Phosphomolybdate Method) / /
Calcium Kit(Arsenazo Il Method) / /
Lipoprotein(a) Kit(Turbidimetry Method) / /
Complement C3 Kit(Turbidimetry 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) / /
Bilirubin Direct Kit(VOX Method) / /
LDL-Cholesterol Kit(Direct Method) / /
Creatine Kinase-MB Kit(IFCC Method) / | /
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Shenzhen Mindray Bio-Medical Electronics Co., Litd.
Keji 12" Road South, Hi-tech Industrial Park, Shenzhen
518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

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) / {
Carbon Dioxide (CO2) Kit (Enzymic Method) / /
Iron (Fe) Kit (Colorimetric Assay) / /
Fructosamine (FUN) Kit(Colorimetric Assay) / /
Antibodies Against Streptolysin O
Kit(Particle-enhanced Immunoturbidimetric Assay |/ /
Method
Homocysteine Kit(Enzymatic Assay Method) / / D T
STPTEA (‘U ?\\
Rheumatoid Factor Kit(Particle-enhanced / /
Immunoturbidimetric Assay 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

Lipase Kit(Enzymatic Colorimetric Assay Method) | / /
Hemoglobin A1c 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 / /
a-L-Fucosidase Kit (CNPF method) / /
5'-Nucleotidase Kit (Enzymatic Colorimetric / /
Method)

Adenosine Deaminase 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 / /
ASQO Calibrator / /
CysC 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

CysC Control / /
HbA1c Calibrator / /
HCY Calibrator / /
HS-CRP Calibrator / /
RF Calibrator / /
TBA Control / /
B2-MG Calibrator / /
B2-MG Control / /
Free Triiodothyronine (CLIA) / /
Free Thyroxine (CLIA) / /
Total Triiodothyronine (CLIA) / /
Total Thyroxine (CLIA) / /
Thyroid-stimulating Hormone (CLIA) / /
Follicle Stimulating Hormone (CLIA) / /
Luteinizing Hormone (CLIA) / /
Prolactin (CLIA) / /
Estradiol (CLIA) / /
Estriol (CLIA) / /
Testosterone (CLIA) / /
Progesterone (CLIA) / /
Total B Human Chorionic Gonadotropin (CLIA) / /
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 7 /
Progesterone Calibrators / /
Total B HCG Calibrators / /
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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

Thyroid Function Multi Control / /
Reproductive Multi Control / /
Carcinoembryonic Antigen (CLIA) / /
Alpha-fetoprotein (CLIA) / /
Cancer Antigen 125 (CLIA) / /
Cancer Antigen 15-3 (CLIA) / /
Carbohydrate Antigen 19-9 (CLIA) / /
CEA Calibrators / /
AFP Calibrators / /
CA125 Calibrators / /
CA15-3 Calibrators / /
CA19-9 Calibrators / /
Ferritin (CLIA) / /
Ferritin Calibrators / /
Wash Buffer / /
Substrate solution / /
Antistreptolysin “O” (ASO) Kit / /
(Latex Immunoturbidimetric Method)

Antistreptolysin “O” Calibrator / /
ASO/CRP/REF triple Control / /
Cystatin C (CysC)Kit (Latex Immunoturbidimetric

/ /

Method)

Cystatin C Calibrator / /
Cystatin C Control / /
Full Range C-Reactive Protein (FR-CRP) / /
Kit(Latex Immunoturbidimetric Method)

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

Rheumatoid Factor Calibrator / /
B2-Microglobulin (B2-MG) Kit / /
Latex Immunoturbidimetric Method)

B2-Microglobulin Control / /
B2-Microglobulin Calibrator (for Serum) / /
B2-Microglobulin Calibrator (for Urine) / /
D-Dimer kit {(Particle-enhanced / /
Immunoturbidimetric Assay Method)
Angiotensin Converting Enzyme (ACE) Kit / /

(Enzymatic Colorimetric Assay 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

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)
B-Hydroxybutyrate (8-HB) Kit (Enzymatic / /
Colorimetric Method)
High Sensitivity C-reaction Protein Kit

(Particle-enhanced Immunoturbidimetric Assay |/ /
Method)
HbA1c control N / /
HbA1c control P / /
Rheumatism Control N / /
Rheumatism Control P / /
HCY Control N / /
HCY Control P / /
FUN Control P / /
CO2 Control N / /
D-Dimer Calibrator { /
ACE Calibrator / /
RBP Calibrator / /
MYO Calibrator / /
IgE Calibrator / /
B-HB Calibrator / /
D-Dimer Control / /
ACE Control / /
RBP Control / /
G6PD Control / /
-HB Control / /
Sample Processing System SPL 1000 /
Troponin I(CLIA) / / I
Troponin | Calibrators / /
B-type natriuretic peptide(CLIA) / /
BNP Calibrators / /
Myoglobin(CLIA) / /
MYO Calibrators / /
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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(CLIA)

/ /
CK-MB Calibrators / /
Thyroglobulin(CLIA) / /
Thyroglobulin Calibrators / /
Antibody to thyroglobulin(CLIA) / /
Anti-Tg Calibrators / /
Antibody to thyroid peroxidase(CLIA) / /
Anti-TPO Calibrators / / o
Insulin(CLIA) / /
insulin Calibrators / /
C-Peptide(CLIA) / /
C-Peptide Calibrators / /
Cortisol(CLIA) / /
Cortisol Calibrators / /
Dehydroepiandrosterone sulfate(CLIA) / /
DHEA-S Calibrators / /
Adrenocorticotropic hormone(CLIA) / /
ACTH Calibrators / /
Cardiac Marker Multi Control / /
Thyroid Function Multi Control / /
Immunoassay Multi Control / /
ACTH Control / /
Anti-thyroid Antibodies Control / /
System Detection Solution / /
System Wash Solution / /
ClinChem Multi Control (level 1) / /
ClinChem Muliti Control (level 2)
Sample Diluent / /
HCY Control / /
Homocysteine (HCY) Kit (Enzymatic Cycling / /
Method)
Total Protein in Urine/CSF(TPUC) Kit (Pyrogallol / /
Red-Molybdate Method)
TPUC Control / /
25-OH-Vitamin D Total (CLIA) / /
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25-0OH-Vitamin D Total Calibrators / /
Parathyroid hormone (CLIA) / ;
PTH Calibrators / /
Calcitonin (CLIA) / /
Calcitonin Calibrators / /
Folate(CLIA) / /
Folate Calibrators / /
Vitamin B12(CLIA) / /
Vitamin B12 Calibrators / /
Metabolic Multi Control / /
Red Blood Cell Folate Releasing Reagent / /
Cancer Antigen 72-4 (CLIA) / /
Neuron-specific enolase (CLIA) / /
CYFRA 21-1 (CLIA) / /
Antibody to Treponema pallidum (CLIA) / /
CA72-4 Calibrators / /
Cyfra21-1 Calibrators / /
Anti-TP Calibrators / /
NSE Calibrators / /
Tumor Marker Multi Control / /
NSE Control / /
Anti-TP Control / /
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EC DECLARATION OF CONFORMITY

MINI PARASEP SF FAECAL CONCENTRATOR

Apacor Ltd declares that the devices listed below conform to the relevant
provisions of the EC Council Directive In Vitro Diagnostic Devices Directive
98/79/EC dated 27 October 1998. This compliance has been properly
documented using checklist created from Annex Ill excluding point 6 of the
Directive, linked to all supporting Technical Documentation.

MINI PARASEP SF CONCENTRATOR (148900)
Category: Other/General Device
CE Classification # 15051090

Apacor Ltd has a Quality System in place, which complies with ISO 9001 - 2008
regulations and agrees to develop, implement and maintain the Quality
Management System to ensure continued adequacy and efficacy. Certificate
Number GB96/8685.

This Declaration of Conformity is signed below, certifying these requirements
have been met.

\\
%t MacKkénzie

¢/"

General Manager — Apacor Limited

3" September 2014

u Apacor Ltd, Unit 5, The Sapphire Centre, Fishponds Rd, Wokingham, RG41 2QL, England




1

Representative :

Medical
Device :

c € Declaration of Conformity c €

According to the In Vitro Diagnostic Medical Devices Directive 98/79/EC

Manufacturer: Dirui Industrial Co., Ltd.
95 Yunhe Street New& High Tech. Development Zone
Changchun  Jilin 130012 P.R. China
Authorized Emergo Europe

The Netherlands

Molenstraat 15 2513 BH The Hague

Product Name:

Reagent strips for Urinalysis

IVDD-Classification: Professional use

Lot/batches/Serial mber, Type, Periods of manufacture

(where applicable)
DIRUI 1 ITEMS (GLU)
DIRUI 2 ITEMS (PRO,GLU)
DIRUI 3 ITEMS(PRO,PH,GLU)

DIRUI 4 ITEMS (PRO,PH.BLD,GLU)

DIRUI 1 ITEMS (KET)

DIRUI 1 ITEMS (PRO)
DIRUI 2 ITEMS( KET,GLU)

DIRUI 3 ITEMS (PRO, KET,GLU)
DIRUI 4 ITEMS (PRO,PH,SG,GLU)

DIRUI 5 ITEMS (PRO,PH, BLD,KET,GLU)

DIRUI 8 ITEMS DIRUI H8

DIRUI 9 ITEMS

DIRUI A10 DIRUI H10 DIRUI E10 DIRUIM10 DIRUI H10-800
DIRUI H11 DIRUI H11-MA  DIRUI H11-800

DIRUI H11-800MA DIRUI H12-800MA

DIRUI H13-Cr DIRUI H14-Ca

DIRUI H13-Cr (H-800)

DIRUI H14-Ca (H-800)

The undersigned hereby declares that the In Vitro Diagnostic medical device as
specified above conforms with the essential requirements listed in the Annex 1
of the European In Vitro Diagnostic Medical Device Directive 98/79/EC(IVDD)

This declaration of conformity is based on the European In
Vitro Diagnostic Medical Device Directive98/79/EC, Annex lIl.

Valid Since
May 9™ 2012
Changchun, China

(place and date of issue)

Yu Ge ZL0Uo—4 N\
Dirui Industrial

X IR

W\
N

Representative: - - -

S
(name and signaturé ergquivalent ~
marking of authorized person)




EU Declaration of Conformity

OSRAM

Document number:

Manufacturer or representative:

Address:

Brand name or trade mark:

Product type:

Product designation:

2016 / 9C1-3364256-EN-00
OSRAM GmbH

Marcel-Breuer-Str. 6
80807 Miinchen
Germany

OSRAM

Lamp controlgear
QUICKTRONIC

X See attached list

The designated product(s) is (are) in conformity with the relevant Union harmonisation legislation:

X

Low Voltage Directive:

EMC Directive:

2009/125/EC
and amendments

244/2009
and amendments

245/2009
and amendments

1194/2012
and amendments

2011/65/EU
and amendments

1999/5/EC
and amendments

2006/95/EC: Directive of the European Parliament and of the Council of 12 December 2006 on the
harmonisation of the laws of Member States relating to electrical equipment designed for use
within certain voltage limits (until 19.04.2016)

2014/35/EU: Directive of the European Parliament and of the Council of 26 February 2014 on the
harmonisation of the laws of the Member States relating to the making available on the market of
electrical equipment designed for use within certain voltage limits; Official Journal of the EU L96,
29/03/2014, p. 357-374 (from 20.4.2016)

2004/108/EC: Directive of the European Parliament and of the Council of 15 September 2004 on
the approximation of the laws of the Member States relating to electromagnetic compatibility
(until 19.04.2016)

2014/30/EU: Directive of the European Parliament and of the Council of 26 February 2014 on the
harmonisation of the laws of the Member States relating to electromagnetic compatibility; Official
Journal of the EU L96, 29/03/2014, p. 79-106 (from 20.4.2016)

Directive of the European Parliament and of the Council of 21 October 2009 establishing a
framework for the setting of ecodesign requirements for energy-related products

Commission Regulation (EC) implementing Directive 2005/32/EC of the European Parliament and
of the Council with regard to ecodesign requirements for non-directional household lamps

Commission Regulation (EC) implementing Directive 2005/32/EC of the European Parliament and
of the Council with regard to ecodesign requirements for fluorescent lamps without integrated
ballast, for high intensity discharge lamps, and for ballasts and luminaires able to operate such
lamps, and repealing Directive 2000/55/EC of the European Parliament and of the Council

Commission Regulation (EU) No 1194/2012 of 12 December 2012 implementing Directive
2009/125/EC of the European Parliament and of the Council with regard to ecodesign
requirements for directional lamps, light emitting diode lamps and related equipment

Directive of the European Parliament and of the Council of 8 June 2011 on the restriction of the
use of certain hazardous substances in electrical and electronic equipment; Official Journal of
the EU L174, 1/07/2011, p. 88-110

Directive of the European Parliament and of the Council of 9 March 1999 on radio equipment and
telecommunications terminal equipment and the mutual recognition of their conformity

Last two digits of the year in which the CE marking was affixed: 16

Place and date of signatures: Miinchen, 20.04.2016

/ﬁ Vaefff%/fﬂ—

uahty Management

Signatures:

Names:

EHS LAB 1
R

Mr. Alwin Veser

Quality Assurance

Mr. Bernhard Schemmel

Customer service contact: OSRAM GmbH, Steinermne Furt 62, 86167 Augsburg, Deutschland

This declaration of conformity is issued under the sole responsibility of the manufacturer or representative. It certifies
compliance with the indicated Directives, but implies no warranty of properties.

1051 04/2016

1/4

#PLP (V)

#715 #D.BIECHL

#ECL #CE declaration QUICKTRONIC

#2016-04-20 #

#RL-Released

9C1 3364256-EN-00



EU Declaration of Conformity
Annex
Document number: 2016 / 9C1-3364256-EN-00

The conformity of the designated product(s) with the provisions of the European Low Voltage
Directive is given by the compliance with the following European Standard(s) or other
specifications. If not elsewhere/otherwise indicated the edition/amendment as referenced below
applies.

X EN61347-1: Lamp controlgear — Part 1: General and safety requirements
2008 + A1:2011 + A2:2013

XI EN 61347-2-3: Lamp controlgear — Part 2-3: Particular requirements for a. c. and/or d. c.
2011 + Corr. 2011 supplied electronic ballasts for fluorescent lamps

The conformity of the designated product(s) with the provisions of the European EMC Directive is
given by the compliance with the following European Standard(s) or other specifications. If not
elsewhere/otherwise indicated the edition/amendment as referenced below applies.

X EN55015: Limits and methods of measurement of radio disturbance characteristics of
2013 electrical lighting and similar equipment
XI EN 61000-3-2: Electromagnetic compatibility (EMC) — Part 3-2: Limits — Limits for harmonic
2014 current emissions (equipment input current < 16 A per phase)
XI EN61000-3-3: Electromagnetic compatibility (EMC) — Part 3-3: Limits — Limitation of voltage
2013 changes, voltage fluctuations and flicker in public low voltage supply systems, for
equipment with rated current < 16 A per phase and not subjected to conditional
connection
XI EN 61547: Equipment for general lighting purposes — EMC immunity requirements
2009

The conformity of the designated product(s) with the provisions of the European Directive
2009/125/EC is given by the compliance with the following European Standard(s). If not
elsewhere/otherwise indicated the edition/amendment as referenced below applies.

XI EN 62442-1: 2011 Energy performance of lamp controlgear - Part 1: Controlgear for fluorescent
lamps - Method of measurement to determine the total input power of controlgear
circuits and the efficiency of the controlgear

The conformity of the designated product(s) with the provisions of the European Directive
2011/65/EU is given by the compliance with the following European Standard(s) or other
specifications. If not elsewhere/otherwise indicated the edition/amendment as referenced below
applies.

[0 EN 50581: 2012 Technical documentation for the assessment of electrical and electronic products
with respect to the restriction of hazardous substances

X  internal report
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EU Declaration of Conformity

Attached list

Document number:

2016 / 9C1-3364256-EN-00

QTi 1x14/24/21/39 Gl

QTi 1x28/54/35/49 GlI

QTi 2x14/24/21/39 Gl

QTi 2x28/54/35/49 GlI

QTi 1x/35/49/80 GlI

QTi 2x35/49/80 GlI

QTP5 1x49

QTP5 1x80

QTP5 1x14-35

QTP5 2x14-35

QTP5 2x49

QTPS5 3x14, 4x14

QTP-DL 1x18-24
QTP-DL 1x36-40
QTP-DL 2x18-24
QTP-DL 2x36-40
QTP-DL 1x55 Gli
QTP-DL 2x55 Gli
QTP-D/E 1x10-13

QTP-D/E 2x10-13

1051 04/2016

QTP-OPTIMAL 1x18-40
QTP-OPTIMAL 2x18-40
QTP-OPTIMAL 1x54-58

QTP-OPTIMAL 2x54-58

QTP-FC 1x55

QTP-M 1x26-42

QTP-M 2x26-32

QT-M 2x26-42/220-240 S

QT-FQ 2x80

QTP-T/E 1x26-42, 2x26

QTP-T/E 1x18, 2x18

QT-FIT 5/8 1x18-39
QT-FIT 5/8 2x18-39
QT-FIT 5/8 1x54-58

QT-FIT 5/8 2x54-58
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Declaration of Conformity
Attached list

Document number: 2016 / 9C1-3364256-EN-00

QT-FIT5 1x14-35
QT-FIT5 2x14-35
QT-FIT5 3x14, 4x14
QT-FIT5 1x49

QT-FIT5 2x49

QT-ECO 1x4-16/220-240 S
QT-ECO 1x4-16/220-240 L
QT-ECO 1x18-21/220-240 S
QT-ECO 2x5-11/220-240 S
QT-ECO 1x18-24/220-240 S
QT-ECO 1x18-24/220-240 L

QT-ECO 1x26/220-240 S

QT-COMBI 1x36/220-240
QT-COMBI 1x58/220-240
QT-ECO 1x18-24/220-240 LI

QT-ECO 1x4-16/220-240 LI

1051 04/2016

QT-FIT8 1x18
QT-FIT8 1x36
QT-FIT8 1x58-70
QT-FIT8 2x18
QT-FIT8 2x36
QT-FIT8 3x18, 4x18
QT-FIT8 3x36
QT-FIT8 2x58

QT-FIT8 2x58-70

QT ENDURA 70-100/120-240 S

QT ENDURA 100-150/120-240 S
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