Anexa tehnica, Lot 10

Model EBA 200

Parametri solicitati

Parametri oferiti

Centrifuga, de laborator (8-12 tuburi) Cod 150910
Descriere Centrifugele de laborator sunt destinate
pentru a centrifuga singele.

Parametrul Specificatia

Viteza de rotatie Minimala, rpm reglabila
Maximald, rpm > 6000

Setari setarea vitezei

Capacitatea Tipul tuburilor tuburi de 10 - 15 ml
Numarul de tuburi 8-12 tuburi

Timer Gama de timp 0 - >60 min

Incrementarea <1 min

Securitatea Blocarea capacului in timpul lucrului
da

Indicatori Indicarori vizual si acustic da
Debalansare da Pornire/oprire da

Capac deschis da

Display Digital da
Nivelul de zgomot <70 dB da

Fereastra, orificiu sau alt acces, necesar pentru
efectuarea procedurii de verificare periodica,
conform normelor si standartelor in viguare da

Centrifuga, de laborator (8 tuburi) Cod 150910
Descriere Centrifugele de laborator sunt destinate
pentru a centrifuga singele.

Parametrul Specificatia

Viteza de rotatie Minimala, rpm reglabila
Maximala, rpm 6000

Setari setarea vitezei

Capacitatea Tipul tuburilor tuburi de 10 - 15 ml
Numarul de tuburi 8 tuburi

Timer Gama de timp 0 - 99 min

Increment 1 min

Securitatea Blocarea capacului in timpul lucrului
da

Indicatori Indicarori vizual si acustic da
Debalansare da Pornire/oprire da

Capac deschis da

Display Digital da

Nivelul de zgomot 50 dB da

Fereastra, orificiu sau alt acces, necesar pentru
efectuarea procedurii de verificare periodica,
conform normelor si standartelor in vigoare da
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mdc medical device certification GmbH

certifies that

Aettichi-

Andreas Hettich GmbH & Co. KG
Fohrenstrasse 12
78532 Tuttlingen
Germany

for the scope

design, development, manufacturing, distribution and servicing of
laboratory centrifuges, centrifuges for separation of blood components for
transfusion purposes and microbiological incubators.

has introduced and applies a

Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2020-04-01
Valid until 2023-03-31
Registration no. D1459300001
Report no. P19-01336-156285
Stuttgart 2020-03-26

il dadee e Head of Certification Body

m C (( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00

mdc medical device certification GmbH
Kriegerstral3e 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de



A ettich-

Andreas Hettich GmbH & Co. KG | Postfach 260 | 78503 Tuttlingen | Germany Christian von der Griin

CUSTOMER INFORMATION +49 7461705 1318

christian.vondergruen@nhettichlab.com
www.hettichlab.com

TRANSITION PHASE - MDR 2017/745 AND IVDR 2017/746 Tuttlingen, 09.04.2020

Dear valued Customer,

Andreas Hettich GmbH & Co. KG as legal manufacturer is required to comply with EU Medical Device Regulation
2017/745 and EU In-Vitro Diagnostic Medical Device Regulation 2017/746 for the following medical devices / in
vitro diagnostic medical devices:

Medical Devices ROTO SILENTA 630 RS, ROTIXA 500 RS, ROTANTA
460; ROTANTA 460R, ROTANTA 460RC; ROTANTA
460RF

IVD Medical Devices | EBA 200; EBA 200S, EBA 270, EBA 280; EBA 280S,
MIKRO 220; MIKRO 220R, UNIVERSAL 320;
UNIVERSAL 320R, MIKRO 185, MIKRO 200; MIKRO
200R, ROTOFIX 32A, ROTINA 380; ROTINA 380R,
ROTINA 420; ROTINA 420R, HAEMATOKRIT 200;
HETTCUBE ff.

We started already our transition phase in the beginning of 2019 and are currently under implementation of the
new requirements.

Our current EN ISO 13485:2016 Certificate, MDSAP Cetrtificate and CE-Certificate MDD 93/42/EEC Annex ||
remains valid until the end of the transition phase for our in vitro diagnostic devices under IVDR 2017/746 until
26.05.2022 and for our medical devices under MDR 2017/745 until 26.05.2024.

We will publish the successful transition of our product portfolio on our web page as soon as available.

Mit freundlichen GriBen / Best regards,
Andreas Hettich GmbH & Co. KG

Christian von der Grin

ALLGO00104

Head of Regulatory & Quality Affairs

Andreas Hettich GmbH & Co. KG Personlich haftende Gesellschafter Kreditinstitut BIC IBAN

Fohrenstr. 12 | 78532 Tuttlingen | Germany Hettich Holding Beteiligungs- und Verwaltungs GmbH Commerzbank AG COBADEFFXXX  DE49 6944 0007 0155 5101 00
Amtsgericht Stuttgart | HRA 450063 Sitz Tuttlingen | Amtsgericht Stuttgart | HRB 451209 Kreissparkasse Tuttlingen SOLADES1TUT  DE49 6435 0070 0000 0029 29
Tel. +49 7461 705-0 Geschéftsfuhrer Klaus-Gunter Eberle Deutsche Bank AG Tuttingen DEUTDESS653  DE45 6537 0075 0213 2470 00

USt-idNr. DE 142 930 419 E-Mail info@hettichlab.com Volksbank Tuttlingen eG GENODES1TUT  DE41 6439 0130 0000 4790 04



SMALL CENTRIFUGES

EBA 200 1200 S

TOP PERFORMANCE FOR SMALL

LABORATORIES

The EBA 200 and EBA 200 S are practical, compact centrifuges
for small sample sizes. The high speed S model can deliver reliable
PPP results in 3 minutes or less. Included an 8-place fixed angle

rotor to hold standard blood and urine tubes up to 15 ml in capacity.

= HIGHLIGHTS

- max. RPM: 200 - 6,000 min -" | 8,000 min -’
Adjustable in increments of 10

- max. RCF: 3,461 | 6,153

- max. capacity: 8 x 15 ml

- small centrifuge including 8-place angle rotor

- compact design

- IvD-conform according to directive 98/79/EC

- maximum noise level of < 50 dB(A) | < 55 dB(A)

- impulse key for short cycle mode

- 2 individual acceleration and deceleration
stages

- easy operation with keypad

- | ROTOR
il NCLUDED

= FEATURES

plastic housing

metal lid

viewing port in the lid

one-hand lid lock

lid dropping protection

emergency lid lock release

light alloy chamber

brushless drive

error display

imbalance monitoring and switch-off
backlit panel with actual values of all
parameters

3 adjustable messages after completion of

the centrifugation run (audio + visual)




= TECHNICAL DATA

EBA 200 EBA 200 S
voltage ? 200240V 1 ~ 200-240V 1 ~
frequency 50 - 60 Hz 50 - 60 Hz
consumption 100 VA 160 VA
emission, immunity EN/IEC 61326-1, class B EN/IEC 61326-1, class B
max. capacity 8x15ml 8x15 ml
max. RPM 6,000 min’ 8,000 min”’
max. RCF 3,461 6,153
running time 1 - 99 min, oo Cpntinuous run, 1 - 99 min, oo cpntinuous run,
short cycle mode (impulse button) short cycle mode (impulse button)
dimensions (WxDxH) 261x353x228 mm 261x353x228 mm
weight approx. 9 kg approx. 11 kg
max. noise level <50 dB (A) < 55dB (A)
Cat. No. 1802
100-127V1 ~/50-60 Hz 1800-01 1802-01
emission, immunity FCC class B FCC class B
*) Other voltages on request.
= AVAILABLE ROTORS
ANGLE ROTORS angle max. RPM max. capacity Cat. No page

in-1
angle rotor, 8-place 33° 6éOOOOOOmn1|?n"I 8x15ml INCLUSIVE 3




= ANGLE ROTOR, 8-PLACE

\ =)
Rotor \\7/
max. RPM EBA 2001200 S 6,000min""| 8,000 min”'
max. RCF 3,461 16,153
max. capacity 8x15ml
run up / run down, braked in sec 17/12 1 37/17
angle 33°

Cat. No. INCLUSIVE

Vessels U U 1S E

capacity in ml 0.5 15 2 4 5 6 15 11-14 26-34 27-3 45-5 49 75-85 9-10 5

O xLinmm 10.7x36 11x38 11x38 10x88 12x75 12x82 17x100 8x66 13x65 11x66 11x92 13x90 15x92 16x92 17x59

max. RCF? EBA200 2,214 2173 2173 2,817 2,697 2,697 3,461 2,697 2697 2,697 3,461 3,461 3,461 3,461 2,576

max. RCF? EBA200S 3,935 3,864 3,864 5009 4794 4794 6153 4794 4794 4794 6,153 6,153 6,153 6,153 4,579

radius in mm 55 54 54 70 67 67 86 67 67 67 86 86 86 86 64
12) 12) 12) 12) 12)

Adapter — —

boring @ x L in mm 11x35 11x35 11x35 115x675 13.5x60 13.5x60 17.7x88 13.5x60 13.5x60 13.5x60 17.7x88 17.7x88 17.7x88 17.7x88 17x25
vessels per rotor

8 8 8 8 8 8 8 8 8 8 8 8 8 8 8

=

|
Vessels ﬂ ‘\»

capacity in ml 15 10 16-5 4-7 8 8.5-10 12

@ xLinmm 17x120 15x102 13x75 13x100 16x125 16x100 17x102
max. RCF? EBA200 3,461 3,461 2,697 3,461 3,461 3,461 3,461

max. RCF? EBA200S 6,153 6,153 4,794 6,163 6,163 6,163 6,153
radius in mm 86 86 86 86 86 86 86

Cat. No. - blood collection / urine tubes

1
e

Adapter I

boring @ x L in mm 17.7x88 17.7x88 13.5x60 13.5x79 17.7x88 17.7x88 17.7x88
vessels per rotor

4 8 8 8 4 8 4
Cat. No. [ - ]| - Josa-afoss] - | - | -

2)  Please note that the RCF values indicated refer only to rotor performance. The max. permissible RCF of tubes used should be verified with the individual manufacturers. The max.
RCF for glass tubes annotated with footnote 2) is 4,000.
12) For the EBA 200 only! Model EBA 200 S is supplied as standard with an adapter for these tubes.



= CERTIFICATIONS / REGISTRATIONS

Product certification: | Product registration: | Company certifications:
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Zertifiziertes
QM-System

$mdc

1SO 13485

= DOWNLOADS

., Operating Manual — EBA 200 | 200 S

., General Catalog

= DIMENSIONS - EBA 200 | 200 S

DS.0121-EN

Andreas Hettich GmbH & Co. KG
Fohrenstr. 12 info@hettichlab.com

D-78532 Tuttlingen Phone +49 7461 705-0 www.hettichlab.com

Germany



https://www.hettichlab.com/downloadcenter/Products/Manuals/EBA_200/AB1800DEENFRIT.pdf
https://www.hettichlab.com/downloadcenter/Products/Catalogs_Brochures/General-Catalog_EN.pdf
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