Anexa 21 la Formularul Specificatii tehnice

151100 Coagulometru semi automat

Specificatia tehnica deplina solicitata

Specificatia tehnica deplina ofertata, model
HELENA C-2 (nr. catalog C-2X) (HELENA
BIOSCIENCES EUROPE, Marea Britanie)

Coagulometru semi-automat

Cod 151110

Descriere Coagulometru semiautomat destinat pentru
testarea mostrelor preluate de la pacienti pentru
determinarea factorilor de coagulare a singelui.
Parametrul Specificatia

Configuratia Capacitatea sistemului > 2 probe simultan
Tip proba plasma obligatoriu

Teste:

APTT obligatoriu

FIB obligatoriu

PT obligatoriu

TT obligatoriu

Data management Display LCD sau LED
Imprimanta obligatoriu

Interfata PC obligatoriu

Interfata LIS obligatoriu

Cititor bar cod optional

Digitally signed by Ceaicovschi Tudor

Coagulometru semi-automat

Cod 151110

Descriere Coagulometru semiautomat destinat pentru
testarea mostrelor preluate de la pacienti pentru
determinarea factorilor de coagulare a singelui.
Parametrul Specificatia

Configuratia Capacitatea sistemului 2 probe simultan
Tip proba plasma obligatoriu

Teste:

APTT

FIB

PT

TT

Intrinsic Factor Deficiency
Extrinsic Factor Deficiency
ATII (Xa)

Protein-C

Protein-S

D-Dimer

DRVVT Screen

DRVVT Confirm

APC Resistance
Plasminogen

Heparin

Lupus

Data management Touchscreen Display
Imprimanta, da

Interfatd PC da

Interfata LIS da

Cititor bar cod optional
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Cuvette pre-warm

1, 2 or 4 channels

Speed and flexibility in a
compact, friendly format.

Key features

Flexible platform with 1, 2 or 4 channels

High-performance optical analysis with no
requirement for mechanical stirring

Sensitive detection with small sample volumes

High-resolution optical measurement, even with
only 75pL sample and reagent volume

User-friendly operation

Brand-new touchscreen workflow allows simple
programming and automatic start

Touchscreen
display

Ergonomic portable
form factor

Automatic optical adjustment

Ensures reliable results across all channels when
sample quality varies

Powerful connectivity

Patient and sample ID tracking with optional
external bar code scanner

High quality construction

Tried-and-tested analytical platform, designed and
manufactured in the EU

Learn more at www.c-series.com



Technical Specifications

Helena C-1 Helena C-2 Helena C-4
Optical measurement channels 1 2 4
Optical wavelength 405 nM (UV)
Automatic light level adjustment Y
Reagent/optic warming Y
Cuvette pre-warm 10x 20x 20x
Reagent pre-warm, 24mm 1x 1x 1x
Reagent pre-warm, 22mm 2x 2x 2x
Microtubes pre-warm 2% 2x 2%
Reagent stirrer N 1x 1x

Cuvettes Single, 75 pL; activated via www.c-series.com or TECAM software
Auto-start Yes, on reagent addition

Samples

Patient ID No Y Y
Double determination No Up to 200 results Up to 200 results
Whole-blood testing N

Assays

Dual reagent lots No Y Y

Global clotting assays

PT, aPTT, Fibrinogen, TT

Special clotting assays

Intrinsic and Extrinisic Factors

Chromogenic assays

AT, Protein C

Latex-enhanced assays

Auto D-Dimer (Blue)

Hardware Specifications

Display

4.3” (480x272 pixels) with capacitive touchscreen control

Multi-language

Y

Printer

Optional external printer (RS232)

Barcode scanner

Optional external 1D barcode scanner (RS232)

LIMS connectivity

Yes, via TECAM software

Dimensions

225 mm x 150 mm x 90 mm (L x W x H)

Power supply

Input 110-240V at 50-60 Hz; output 5V, 3.3A




C-Series
Semi-automated coagulometers

Single, dual and quad-channel analysis
N\




Our small analysers are big news.

Embracing intelligent detection and adopting the latest technology systems found
on the most sophisticated automated coagulation analysers, Helena Biosciences
introduces the new C-Series; a family of compact coagulation systems designed to
perform clotting, chromogenic and immunoturbidimetric assays on patient plasma.

This innovative addition to Helena Biosciences’ haemostasis portfolio consists of
single, dual and quad channel analysers, each providing precise detection; multi-
assay flexibility; auto-start sensors; micro volume sample handling; and software
analysis, for a complete, simple and cost effective laboratory solution.

Intelligent detection.

Responds reflexively to all sample states through autosense optics
guaranteeing true results without negative interferences from icteric or
lipaemic samples.

In-built clot detection algorithms generate precise results for all samples and
reagents at micro-volumes.

Low intra-assay and inter-assay CVs for all instruments in the normal and
pathological range.

PT, APTT CVs: <2%; FIB CV: <3%.

Smart system.

Auto-test start triggered by reagent addition.

Device prompts for correct sample handling and testing procedures.
Auto-flagging for critical samples that require further investigation.
Automatic ratio calculation for APC-R and DRVTT.

Instrument self-check and fault detection flagging for diagnostics and
trouble-shooting.

Integrates easily with bar-code scanner for automated patient ID and
intelligent data-management software.

Clever design.

Compact and convenient testing, providing results in a matter of seconds.
Temperature controlled unit for sample and reagent incubation.

Stir-bar and ball free reaction vessels are supplied as single and double
micro-cuvettes for fast and effective sample handling.

Very easy to maintain and clean, guaranteeing almost zero service
requirements and a long product life with optional and cost free updates.
Micro volume testing for excellent reagent savings and a low cost per test.




Simple settings, sophisticated functionality.

Wide range of options for personalised and optimum instrument preferences.
Programmable parameters for method optimisation, calibration controls and
auto-start sensitivity.

Range of selectable outputs and programmable calibration curves for
flexibility and security in analysis.

Result outputs in seconds, INR, %, ng/dL, g/L, mOD.

Simple test selection by numeric test input or scrollable menu options.
Reagent stir position with magnetic stir bar.

Five languages available: English; German; Italian; Spanish; and Portuguese.

Diagnostic software: TECAM SMART.

Designed for the analysis, control, management and storage of test results
generated by the C-1, C-2 and C-4.

Intuitive and user-friendly software platform with personalised settings.
Single-screen navigation displaying reaction curve and patient information.
Quantitative and graphical data for patient diagnosis and QC monitoring.
Interface for Laboratory Information and Management Systems (LIMS).

Reliable reagents are the perfect partner.

Manufactured and assayed in-house, Helena Biosciences offer a comprehensive
range of reagents, delivering cost effective and high quality products of proven
external and quality assured performance.

Helena C-1, C-2 and C-4
Prothrombin Time Thrombin Clotting Time Protein-C
(+/- Derived Fibrinogen) Intrinsic Factor Deficiency Protein-S
APTT Extrinsic Factor Deficiency D-Dimer
Fibrinogen ATIII (Xa)

Helena C-2 and C-4 only
DRVVT Screen APC Resistance Heparin
DRVVT Confirm Plasminogen Lupus

Contact the D-dimer manufacturing experts.

For further information on our D-dimer products, or to order a

= validation sample, please contact one of our dedicated product

specialists at




Small in size. Big in performance. The

\

Helena C-2
2 measuring channels.
On-board storage for up to 12 samples.
On-board storage for up to 3 reagents.
Duplicate cuvette reaction vessel.
On-screen results.
Double determination and mean value
generation.
5 calibration points per test method.
Optional printer and database
management system.
Stat profile for 2 different test methods.

Helena C-1
Single measuring channel.
On-board storage for up to 6 samples.
On-board storage for up to 2 reagents.
Single cuvette reaction vessels.
Double determination and mean value
generation.
On-screen results.
3 calibration points per test method.
Optional printer and database
management system.




ew C-Series sets new standards in its class.

Helena C-4
Four measuring channels.
On-board storage for up to 24 samples.
On-board storage for up to 3 reagents.
Duplicate cuvette reaction vessel.
On-screen results.
Double determination and mean value
generation.
5 calibration points per test method.
Optional printer and database
management system.
Stat profile for up to 4 different
test methods.




Helena Biosciences Europe
helena

EU Declaration of Conformity

Declaration of Conformity
for the Helena C-Series Instruments

Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017
concerning In Vitro Diagnostic Medical Devices

The undersigned, under their sole responsibility, declares that the products described in this
document meet the Council provisions that apply to them and the CE Mark may be affixed.

Helena C-Series Instruments
General Product Name:

Helena Biosciences Europe

Legal Manufacturer: (Name | Queensway South, Team Valley Trading Estate, Gateshead
on Label) Tyne and Wear, NE11 0SD

United Kingdom

SRN: Not yet acquired.
Basic UDI-DI: 505601300C-SERIESWV
Variants: As per Appendix Il (This document) — Product Listing/Schedule

The Helena C-Series, which consists of Helena C-1, Helena C-2 and
Helena C-4 is a family of in-vitro diagnostic semi-automated
coagulation analysers, for optical analysis of citrated plasma
samples. The Helena C-Series instruments are to be used in
conjunction with associated quantitative and qualitative Helena
Biosciences Europe haemostasis reagents and applications.
Designed for use by trained laboratory professionals in a clinical

Intended Purpose:

laboratory.
IVDR Classification: Class A [Rule 5b]
Notified Body: Not required
CE Certificate: Not applicable for Class A.
EU Authorised Advena Limited. Tower Business Centre, 2" FIr., Tower Street,
Representative: Swatar, BKR 4013 Malta.

EU Authorised

Representative SRN: MT-AR-000000234

Issuing of the Declaration of Conformity in accordance with Article
17 after drawing up the technical documentation in Annexes Il and

IVDR Assessment Route: Ill of the EU IVDR 2017/746.
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Helena Biosciences Europe

EU Declaration of Conformity

helena

Name CarolJ Sandercock

Position QA & Regulatory Affairs Associate Director/PRRC

Signed

Date Place Gateshead, UK

Who is the natural and legal person with responsibility for the design, manufacture, packaging and labelling before the device
is placed on the market under this manufacturer’s name regardless of whether these operations are carried out by the
manufacturer or on his behalf by a third party.

Appendix | — Applicable Standards

This present declaration is also in conformity with the following European standards and Common

Specifications (CS):

Standard/CS/Document Name

Description

2017/746

Regulation (EU) 2017/746 of the European Parliament and of the
Council of 5 April 2017 concerning In Vitro Diagnostic Medical
Devices

EN ISO 13485:2016+A11:2021

Medical Devices — Quality Management Systems — Requirements
for Regulatory Purposes

EN ISO 14971:2019+A11:2021

Medical Devices — Application of Risk Management to Medical
Devices

EN1SO 15223-1:2021

Medical devices. Symbols to be used with information to be
supplied by the manufacturer - General requirements

EN ISO 20417:2021

Medical devices. Information to be supplied by the manufacturer

EN1SO 18113-1:2011

In vitro diagnostic medical devices — Information supplied by the
manufacturer (labelling) — Part 1: Terms, definitions and
general requirements

EN 62366-1:2017

Medical Devices - Part 1: Application of Usability Engineering To
Medical Devices

2014/30/EC

Directive 2014/30/EC 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

EN 61326-1:2013

Electrical equipment for measurement, control and laboratory
use-EMC requirements Part 1: General requirements

EN 55011: 2009 + A1:2010

Limits and methods of measurement of radio disturbance
characteristics of industrial, scientific and medical (ISM)
radiofrequency equipment.

2014/35/EU

Low Voltage Equipment Directive

EN 61010-1:2010+AMD1:2016

Safety requirements for electrical equipment for measurement,
control, and laboratory use. General requirements

IEC 61010-2-101:2015

Safety requirements for electrical equipment for
measurement, control and laboratory use. Particular
requirements for in vitro diagnostic (IVD) medical equipment

IEC 61010-1:2010

Safety requirements for electrical equipment for measurement,
control, and laboratory use. General requirements

Il to 2011/65/EU

(EU) 2015/863 amending Annex

Commission Directive 2015/863 amending Directive of the
European Parliament and of the Council of 8 June 2011 on the

HL-13-DC-0008-EN
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Helena Biosciences Europe

EU Declaration of Con

formity

helena

restriction of the use of certain hazardous substances in electrical
and electronic equipment (RoHS 3)

EN IEC 63000:2018

Technical documentation for the assessment of electrical and
electronic products with respect to the restriction of hazardous

substances

Appendix Il - Product Listing/Schedule

Catalogue Number Device Description EMDN Code
/ UDI-DI
C-1x/ Helena C-1 W020202
5056013023036
C-2X/ Helena C-2 W020202
5056013022985
C-4X/ Helena C-4 W020202
5056013022992
Version History
Version Compiled by Date Description
1 C Sandercock 05May2022 Initial version
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REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

| BaeauTe TEKCT INIA NOMCKa... |

Denumire ~) Den.comerc. (v) Model ~

Nr. catalog ~v) Tara ~)  Producatorul @ Reprezentant (v Ordin v) Data

_

ANALIZATOR
SEMI-AUTOMAT HELENA

DMO000392673 PENTRU HELENA C-2 C-2X Marea Britanie BIOSCIENCES GBG-MLD 5.R.L. Rg04-000280
COAGULARE EURORE

28-11-2022
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