Anexa 1 Flectrocardiograf cu 3 canale cu interpretare : MAC 600
Descriere: Electrocardiograf cu 3 canale, care Tnregistreaza, printeazd si/sau interpreteaza ECG de la o singura
sau mai multe derivatii simultan cu display color. ‘
Tip pacient: adult, pediatric si neonatal
Numirul de canale de procesare: 3
Configuratia: Portabil
Derivatiile:
Tip Inregistrare: auto si manual
Sensivitatea: 2.5, 5, 10, 20 mm/mv
Semnal de calibrare: da
Gama de frecventa:
De filtrare: musculare, de frecventa inaltd, de frecventa joasd, de retea 50 Hz
Impendanta de intrare: >10 M Ohm cu fregventa de 10 Hz
Fregventa de analiza ECG: >500 sps
Rata de esantionare digitala: 2000 esan/sec/canal
Posibilitatea de conectarea la calculator cu sofl specializat de la producator: Optional (sa prezinte denumirea
softului si brosura);
Convertarea in format PDF: Optional (sa se indice capacitatea de ubgradare pe aceasta pozitie in brosura):
Indicator deconectare electrod acustic sau vizual: da
Imprimanta:
Termicd, Incorporata
Marimea hirtiei: > 80 mm
S3 se indice numele derivatiei printate: da
Viteza de inscriere: 5, 12.5, 25 si 50 mm/s
Derivatiile inscrise: minim 12
Numirul de derivatii inscrise simultan: 3
Display:
grafic, color
Diagonala: > 4.0 inch
Tip: TFT LCD
Rezolutia: 480 x 272
Numirul de derivatii afisate simultan: 12
Posibilitatea transmiterii datelor la un sistem de management al datelor EKG: prin fir (s se indice interfata te
transmitere); F
Date pacient: Nume, 1D, virsta, sex, greutate, inaltimea; ‘
Misurdri: PR, PQ, QT, QTC, P, QRS, T, HR; ‘
Interfata de control: Limbile prezente obligatoriu: Romina, Rusa si engleza
Identificarea aritmiei: da
Interpretarea: da
Timpul interpretdrii: minim 10 s
Alimentarea- 220 V, 50 Hz
Baterie internd- reincircabild
Timp operare autonoma: >5 h fara printare dar cu anliza si monitoring pe display /> 1,3 h de printare continu a
ritmului cu viteza 25mm/s.
Protectie defibrilator-da
Indicatori vizuali:
contact slab sau lipsd de contact
status sistem
deconectare alimentare retea
baterie descarcatad

Accesorii standard:

Cablu pacient cu set de electrozi pectorali de tip para (6 buc.) si membranari de tip cleste (4 buc.) - 1 set;
Hirtie termica- 1 bucata;

Gel de contact- 250 gr.

Geantd pentru transportare - 1 unit.

Termenul de garantie 24 luni
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lead configuration

Microprocessor augmented outomatic electrocardiograph; 10-leadwire, 12+

ead simultaneous acquisition with pl;‘ogmmmoble

ECG interpretation;

Computerized measurements:

12-lead onalysis

509 somplg;}secorwq‘(sps)

Digital sor}npling rate:

2,000 somples/second/channie\

ECG on-screen preview,

On-screen preview of acquired 10-second £CG waveform and optional 12SL measurement and
interpretation

=]
Acquisition mode:

Pre-acquisition or post-acquisition, provide 10 seconds of instantoneous ECG acquisition

Dynamic range:

AC Differential + 5mV, DC offset 300 mV

Resolution:

4.88 pV/LSB @ 500 sps

Frequency response:

-3dB @ 0.01to 150 Hz

Low cut-off frequency:

0,01 Hz, 0.02 Hz, 0.16 Hz or 0,32 Hz [-3 dB limits)

High cut-off _frequencg:

Configurable ot 20 Hz, 40 Hz, 100 Hz or 150 Hz

High cut-off frequency:

Configurable at 20 Hz, 40 Hz, 100 Hz or 150 Hz

Adaptive AC filter-

47 Hz to 53 Hz when set to 50Hz, 57 Hz to 63 Hz when set to 60 Hz

Common mode rejection:

>100 dB {with AC filter switched on)

Input impedance:

>10MQ @ 10 Hz, defibrillator protected

Patient leakoge:

<10 pA

Special acquisition functions:

Disconnected lead detection except RL, excessive AC noise, baseline wander
and muscle tremor messages

Heart rate meter:

30 10 300 BPM £10% or +5 BPM, whichever is greater. Heart rates outside this range will not be
displayed

_Stort»up time:

Less than 7 seconds

Patlent Information

Supported patient information:

Patient 10, secondary 1D, age, date of birth, gender.
Alphanumeric entry in T9 type for patient ID and secondary ID.

LR P 3
LIBEHAY

| Display tg_‘;pe:

4.3 inch (110 mm) diagonal, TFT LCD with LED graphics backlit (color optional)

Display resolution:

480 X 272 pixels with scrolling waveform

Heart rate, patient 10, clock, battery power indicator, waveforms, lead labels, speed, gain and

Display dta: filter settings, warning messages, information messages, prompts, 12-leads standard display.
Writer technology: Thermal dot array ‘
Writer speed: 5,12.5, 25, & 50 mm/s

Number of traces:

3 leads + 1 rhythm or 3 leads; user selectable

Writer sensitivity/gain:

2.5, 5,10, 20, 10/5 {split calibration) mm/my

Writer spéed accuracy:

+5%

Writer amplitude accuracy:

+5%

Writer resolution:

Horizontal 40 dots/m_m @ 25 mm/s, 8 dots/rnm vertical

Paper type: Thermal, Z-fold perforated, 80 mm width, 280 sheets/pack. Roll paper 15,7 m.
Keyboard

_Tgpe: Type Membrane keyboard with tactile feedback
Software Standars

Resting ECG m oce_

| Records and prints 12-lead resting ECGs with 10-second duration as a standard feature

Provides visual indication of signal quaiity

_Hookup Advisor’

Supports 16 languages

Multi-languaoge support:

I
Measurement:

Supports measurement with Marquette 1251 ECG Analysis Program

Measurerment and
interpretation:

e

Supports measurerment and interpretation with Marquette 1250 ECG Analysis Program

Color:

Color display




External storage

T_rensmission
XML formaot:

-{'SD card)

ECG data transmission via serial cable

200 FCGs in external mernory

ECG storage in XML T’ormo_‘l

ECG storage in PDF format

PDF formot_ _

MUSE® Cardiclogy Information System Compatible

Serial cabie:

ECG transmission to MUSE Cardiology Information System

Serial cabile:

ECG transmission in XML format

SD card interface:

Compatible with MUSE v7

CardioSoft” interface

Compatible with Cardiosoft V6.51

SD card interface:

storage (oot

i

ECG storage format:

GE storage format for MUSE and CardioSoft.
XML storage format.
POF storage format.

PDF file name format:

User-configurable file name, which includes patient ID, secondary ID, date of birth, _
ECG recording date ond time

teport Formats

Thermal printer report formats

4 by 2.5s

4 by 2.5s + 1 rhythm lead

4by 3s

4 by 10s

Autorhythm (10-second ECG data for 3 leads)
Printing of 4 by 10s or Autorhythm for abnormal ECG
Continuous 3-channel rhythm

PDF report format

4by 2.5s

4 by 2.5s + 1 rhythm lead
2byss

2 by 5s + 1 rhythm lead

I formatk 2 by 55 @ 50mm/s
4by 10s
Autorhythm (12-lead)
Accessories

Country-specific power cords
Z-fold and Roll paper
Electrode cream 250 ml/tube

[EC/AHA leadwire and electrode adaptor sets {user-selectablel
10-lead patient cable (user-selectable replaceable leads or fixed leads cables]
Electrodes {disposable or reusable, user-selectable)

Electrical

Power supply:

‘ External AC/DC adaptor or battery operation

External Adaptor Specifications

Input voltage:

100 to 240 VAC +10%

[nput current:

Maximum 0.6A @ 90 VAC, 0.3A @ 240 VAC

[nput frequency:

50to 60 Hz + 3Hz

Output valtage:

12V +5%

Battery Specifications

Battery type:

Replaceable and rechargeable, Lithium lon

Battery capacity

7.2V typical, 2.25 AH £10%

360 minutes of cantinuous operation without recording or

250 ECGs in 2.5 X 4 format at 25 mm/S and 10 mm/mV or

100 minutes continuous rhythm print at 25 mm/S and 10 mm/mV.

Battery charge time:

F_Approximotelg 3 hours from total discharge {with display off}

Phusical $

ysical Specificatior
Height:

81 mm _
Width: 263 mm o )
Depth: - 208 mm -
Weight: 12 Kgincluding botterg, without poper_ R -

'ECG storage in POF format is not supported in Russian language.




Temperature

| 5°C to 40°C

TronzsporL,’stor.dge: -15°Cto 50°C i N
._Plumidilg_ _ ]
r_}perumu ) | 25% to 95% RH noﬁkoudensing

Transpor t/storage:; B 25% t0 95% RH non_—condensihg B
Pressure ]

Operating: 700 to 1060 hPA )
_Tmnsporlfster-czge_ 500 to 1060 hPA _

Fartificoting
ertiiiaLy

Class Il, tupe CF defibrillator proof

UL 60601-1 Medical Electrical Equipment, part 1: General Requirements for Safety
CAN/CSA £22.2 No. 601.1 General Requirements for Safety

CE marking for Council Directive 93/42/EEC concerning medical devices

IEC 60601-1 General Requirements for Safety

[EC 60601-1-1 General Requirements for Safety Medical Electrical systems

IEC 60601-2-25 Particular Requirements for the Safety of Electrocardiographs

and multi channel electrocardiographs
IEC 60601-1-2 General Requirements for Safety Electromagnetic Compatibility

Meets applicable AAMI EC-11 requirements and AAMI EC 13 (Clause 4.2.7 only}

IEC 60601-2-51 Particular Requirements for Safety, including essential performance, of recording and analyzing single channel

IEC 60601-1-4 General Requirements for Safety - Programmable electrical medical systems
IEC 60601-1-6 General Requirements for basic safety and essential performance - Collateral Standard: Usability-Edition 2.0

i""‘Q'i,%%"!Zi‘['w‘;_-__u[ o1 £
79111 Freiburg, Germany
?| +49 760 fiirjéo:’z e Fax +%9 761 qug 533

www.gehealihcare.com

GE imagination at wor K

©2010 General Electric Company - All rights reseryed

General Electric Company raserves the right to make shanges
in specifications and features shiawr herein, or diszontinue [he
product described at any time without notice or abligation

Cantact your GE Representative for the most current infarmation

GE and GE Monogram are trademarks of General Electnc
Company

MAC and Marquette and MUSE ore registered tradermarks of
General Electric Cormnpanu.

125L, CardioSoft and HookUp Advisar are trademarks of
General Electric Company

GE Healthcare, a division of General Electne Company

EMEA 2050698-002/0210
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_ : ATTESTATION/ CERTIFICATE N° 7550 rev. 16
Délivrée & Paris le 1° juin 2018
e i) 1Sy Issued in Paris on June 1% 2018
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CertificatioIJI
Médical-Santé
Notified BoFy N° 0459

ATTESTATION CE / EC CERTIFICATE

Approbatlon du Systéme Complet d'Assurance Qualité / Approvel of full Quality Assurance System
ANNEXE I excluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX If excluding section 4 DIRECTIVE 93/42/EEC concerning medical devices
Pour les disposltifs de classe i, un certificate CE de conception est requis
For class il devicas, a EC design cettificate is required

Fabricfant {(nom et adresse) / Manufacturer (name and address)

GE MEDICAL SYSTEMS INFORMATION TECHNOLOGIES, INC

A General Electric Company, part of the GE Healthcare organization

8200 WEST TOWER AVENUE
MILWAUKEE, WISCONSIN 53223 - USA

Catégorie du{des) dispositif(s) / Device(s) category
Equipements de cardiologie et systémes de surveillance de patients
Systémes de surveillance clinique et systémes de télémétrie médicale
Baie de cathétérisme etfou d*électrophysiologie
Moniteurs cardiaques et leurs accessoires
Moniteurs de surveillance patient
Systémes d’électrocardiographie et de surveillance de patients ‘

Voir addendum
Cardiology equipment and patient monitoring systems
Clinical Monitoring Systems and Medical Telemetry Systems
Catheterization and/or Electrophysiology lab System
Cardiology monitors and accessories
Patient monitors
Electrocardiographs and patient monitoring systems
See addendum

Le LNE/G-MED atteste qu'd l'examen des résultats figurant dans le rapport référencé P178961-2, le systéme
d'assurance qualité - pour la conception, la production et le contréle final - des dispositlfe médicaux énumérés
ci-dessus est conforme aux exigences de l'annexe Il excluant le point 4 de la Directive 93/42/CEE.

LNE/G-MED certifies that, on the basis of the resulfs contained in the file referenced P178961-2, the quality system - for
design, manufacturing, and final inspection - of medical devices listed here aboved complies with the requirements of the
Directive 93/42/EEC, annex Il excluding sectfon 4.

La validité du présent certificat est soumise & une verification périodique ou imprévue.
The validity of the certificate is subject to periodic or unexpected verification.

Début de validité / Effective date : June 8™, 2018 {included)
Valable\jusqu'au { Expiry date : June 7', 2021 (included)

On the behalf of the Certification Director

Béatrice LYS
G-MED Certification Technical Director
LNE ~ 7550 rev. 16
Renouvelle le certificat 7550-15
LLaboratoire national de métrologie et d’essais « Eablissement public & caractére industriel et commercial
LNE/G-MED = Qrganisme notifié n® 0459
I, rue Gaston Boissier - 75724 Paris Cedex 15 « Tél, : 01 40 43 37 00 = Fax : 01 40 43 37 37 « wwwine.fr « www.gmed.fr
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Certification
Médical-Santé

Addendum & Pattestation N° 7550 rev. 16
Addendum of the certificate N° 7550 rev. 16
Dossier / Fife N° P178861-2

Page 1 sur 3

Identification des dispositifs / Identification of devices

i g g ey e Prodult
| Déslgnation du dispositif / Praduct =
i Accessolras marquds CE Rof commierciale du dispositif
o Device desighation/ g ssenpery U code article messeem
i CE marked accessories & Davice commercial reference or
it ll Sl Lt e o I P Y, B ey it articr/s COQ‘@ ‘..M‘\,;_.,‘.T,."‘
Patient monitor, Central unit Central Station (CSCS) {151
Patient monltor module, multiparameter Patient Data Module (PDM) b
Batiant monitoring system, general physiciogy, single patlent Bes5d fib
Patient monitor, multiparameter B20 1]
Patlont monltor, multivparemeter B40 1]¢)
Batient Monitor, multiparameter B105 b
Patient Monitor, multiparameter B125 [+
Pstient Moniltor, multiparameter CARESCAPE ONE b
Transportable physiologic monitoring system V100 b
Patient monitor , central unit CiC Pro Ik
Telemetry system, electrocardiograph &pexPro Telemetry System b
Clinical monitoring systems Unity Network ID 1]+
Cardiac Catheterlzation monltoring system, Cardiac
MacLab llb
slactrophysiology analysis syslem
Cardiac ﬁathetenzaéffm mamiorm’g system, Cardiac CardioLab lib
giectrophysiclogy analysis system
Cardiac C’athaﬁenzatgﬁﬁ msm’i@s}ng system, Cardiag ComboLab b
electrophysiciogy analysis svstem
Cardiac Cathe&enzetion momtorm-g system, Cardiac Speclal Lab b
eisctrophysiclogy anslysis system
Electrocardiograph, Holter analyzer Mars ila
Electrocardiograph, Holter analyzer Mars SP4 lla

LNE/G-MED

0459

On the behalf of the Certification Director

i

LNE/G-MED « Organisme notiflé n® 045%

Béatrice LYS

G-MED Certification Technical Director

720 DM 0701-31 rev 5 du 28/07/2015
Labaratnire nationsl de métrolopie vt d'essals - fublissement public & caractive industriel et commercial

1. rue Gastan Bolssier - 75724 Paris Cedex 15 « Tl : 01 40 43 37 00 « Fax: 0§ 4043 37 37 - www.nefr « wwwamed.fr
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Addendum a Pattestation N° 7550 rev, 16
Addendum of the certificate N° 7550 rev. 16
Dossier / Fife i° P178861-2

Page 2 sur 3

Identlficatlon des disposmfs / Identification of devices
e —_—- Prodult
: E}ésigﬁaﬁ@h (m disgswiﬁf{ o Product e
Accessolres marqués CE 1 . Réf commarclate du di’siwsai Clasge du §3M
w Davice dosignation/ = = ou node article was g MD class m
OF merked sccessories Device commercial refwsnw ar %
~ereitins arfiale godly e
information system &aﬁv?are, application program, MUSE — SW Only fla
cardiclogy
Information system soft\ﬁfare, application program, CV Web iz
| cardiclogy
Ulnterpretive multichannel slestrocardiograph MAC 55080 fia
1 interprefive multichannel electrocardiograph MAC 5500 HD {E]
ECG Acquisition moduie CARE 14V2 s
ECG Acquisition module CAM HD Y
interpretive multichannel electrucardiograph MAC 3500 iz
Interpretive multichannel electrocardiograph MAC 2060 fis
interpretive muitichanne! electrocardiograph MAC 1800 Y
Interpretive multichanne! electrocardiograph MAG i s
interprative multichanne! electrocardiograph MAC 800 iz
Interpretive multichannet slactrocardiograph MAC 608 fia
interpretive multichannsl elseirocardiograph MAC VU360 ila
Siress exsrcise monitoring system, cardiac Case fia
Siress exercise monitoring aystem, cardise Cardiosoft/ C§ fla
Stress sxercise monitoring system, cardlae Cardiosoft /ICS WINE iia
Electrocardiograph, Electrodes Kiss ia

LNE/G-MED

04359

o

Lzbordtoire national de mé&m%@g%a ot d’pysals « feblidsament public ¥ caractire industriel et commerclal |

LthC;»NiEE) ~ Organisrae notifié n° 0459

|
On the behalf of the Cerjtificatibn Director
Béatrice LYS
G-MED Certification Technical Director
720 DM 07071-31 rev 5 du 28/07/2015

1, tue Gaston Boisster - 73724 Parls Cedex 15 o TE : 01 40 43 3700 » Fax : 01 40 43 37 37 « wwwinefr - wwwgmed.fr




Addendum 3 Pattestation N° 7550 rev. 16 Page 3surd
o S Addendum of the certificate N° 7550 rev. 16
Le pragriis, uoe postian & purtager Dossier / File N° P178961-2

Certification
Médical-Santé

Desrgriation du dispesitif |
Aonasspires marguss O

Electrode Pair Respondder internal

Contact Paddle, Internal, Adult

Contact Paddle, Internal, Child, 1 Palr 38401320 " tib

Contact Paddle, Internal, Infant, 1 Palr 38401321 iih

identification du site couvert et des activités /
Identification of location and aclivities

GE MEDICAL SYSTEMS INFORMATION TECHNOLOGIES, INC - 8200 WEST TOWER AVENUE -
MILWAUKEE, WISCONSIN 53223 - USA

Sidge social - responsable de la mise sur le marché

Conception, fabrication et contréle final

Headquarters — legal manufacturer

Designif manufacture and final control

LNE/G-MED 0459 ‘

| On the behalf of the Certification Director

| Béatrice LYS

! ; G-MED Certification Technical Director
ADD 1 720 DM 0701-31 rev 5 du 28/07/2015

Laboratoire national de métrologie e ¢’ es5ais « Fablssement public & caractére industriel et commerclal
LNE/G-MED + Organisme notifi€ n° 0459 !
1, rue Gaston Boissler - 75724 Paris Cedex 15 » Tél. : 41 40433700 « Fax : 01 40 433737 » wwwlne.fr ¢ wwwgmed.fr




Anexa 2. Tonometru ocular digital TGD-01

[_imita erorii de mésurare admisd in intervalul:

de la 5- 20 mmHg +/-2,0mmHg;

de 1a 20-60 mmHg+/-10%;

Timpul de masurare 3-5 secunde;

Alimentarea 3- V;

Baterie — AAA;

Numirul de cicluri de masurare pe un set de baterif, nu mai mic de 1500,
Greutatea 90-100 grame; '

Dimensiuni totale 170 X 25x 20 mm.

Termenul de garantie 24 luni




TexHuyeckoe 3aJfaHie HA TOHOMETP BHYTPHIJIA3HOI0 AaBJICHUA 1€PEl
“Beko nugposoii noprarupubid TI'Tu-01

! ToHOMETp  BHYTPUIJIA3HOIO  JABJICHUS — HEPE3  BCKO I (GpOBOH \ [IOPTaTUBHBIN
TTZIH 01 "IIPA" mpeqHasHa4ed Juisl W3MEPCHUST MCTHHHOI0 BHYTPUIIA3HOTO naenenns (BIT)
y IIE‘TCI/I 1 B3POCHBIX O€3 MPUMEHEHHUI aHECTE3UH. }

| . Jnanasor wmamepenus BIJ] ¢ 1mudpoBbIM OTOOpaXKeHHEM HA )mcpnee or 5 1o
60 MM pT. CT. \

| Ilpesen mormyckaeMoi MOrpelIHOCTH U3MEPEHUS BFZ[ B JHaIia3oHe oT 5 )ﬁo 20 MM PT.CT.
er 2 MM pT. cT., a B auanaszoHe ot 20 go 60 MM pT.cT. - * + 10 %.

2. Bpems omroro mmepenus BUJI, ¢, He bonee - 3.

! 3. [Ipy OTKJIOHEHHH TOHOMETPa OT BEPTHKAIM HA yron oT (4, 541.5)° mo (45+5)° 3ByUHT
f[pepLIBHCTbm 3BYKOBOM CHIHaN. 3BYKOBOM CHUTHAIl HE 3BYHHT IIPH OTKIIOHCHHH TOHOMETpa OT
BepTHKaNM Ha yribl Menee 3° u Gonee 50°.

! 4. B KOMIUIEKTE WMEETCS TeCT-yCTPOMCTBO (3aJaTuuK JIABNCHUSA) Ul IPOBEPKU
pa60Tocnoco6H00TH TOHOMETPA.

? 5. TIo 2J1eKTpo6e30IacHOCTH TOHOMETP COOTBETCTBYET TPEOOBAHMAM ['OCT P 50267.0-92
H BBIIIOIHEH [T0 CTEIEHN 3allUTEL U3JIeIus THIa B ¢ BHYTPEHHUM HCTOYHHUKOM ITUTAHMSI.

6. Hanpskenne anexrpountanus, B - 3.

7. Tun snementa muranns - CR2032

8. Tok moTpeGuenws, MA, He 6oiee - 1.

9. KonmuecTBO LMKIIOB H3MEPEHUs Ha OJHOM OJICMCHTE IIUTAaHUS, HE MCHEE - 1500.
10. UMeercst MEAMKANAS pa3psia dJICMCHTA IIATAHHS.
| 11. Cpemuunii cpok ciryOBbL, T, He MEHEE - 5.

12. T'aGapuTHBIE pasMepbl, MM, He Goiee - 173,5 x 25,5x 19,5.
13. Macca, 1, He Gonee — 89, Ge3 pjeMeHTa IUTAHHMS - /5.
14. TloBepka TOHOMETpPA OCYLIECTBIIACTCS OJMH pa3 B TOJ B COOTBETCTBHH C METOJIMKON
IIIOBepK[/I tooMmerpa BUPM.941329.003MII permonansibiM  LleHTpoM  CTaHAapTH3AMKE 1
METPOJIOTHH B YCTAHOBIEHHOM IIOPAZKE, @ CBEJICHUS O IIOBEPKE 3AHOCATCA B TabnMIy.

" 15. KOMIIIEKTHOCTD CpeICTBA U3MEPEHUH

Haumenoranue KommuecTBo, 1T,

TonomeTp BayTpurnasHoro nasiterus TIu-01 «[IPA» 1
Komnmax 1
YeTpoicTBO KOHTPOIIS PaboToCnocoOHOCTH 1
DJIEMEHT 3JIEKTPOIIUTAHUS 1
JIasepHblii AUCK ¢ YaeOHBIM QHILMOM 1
PyKoBOACTBO 110 OKCILTyaTaIUH 2 4acTh
[TamsiTka 10 OOPAITICHUIO 1
YrakoBka I
OtBepTKa 1
L_M__GTO'HHKa posepku BUPM 941329.003MI1 1

16. lapanrTtuiinoe ob6ctyxuBanue 24 MecsIa.
17. TloctrapantuiiHoe oOcIyXUBaHKE.
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By R;Jval C..har‘t?t;r
EC Certificate - Production Quality Assurance

Directive}93/42/EEC on Medical Devices, Annex V

No. ‘ CE 577120
Issued To: Joint Stock Company "Ryazan State
Instrument-Making Enterprise"
32, Seminarskaya Str.
390000, Ryazan
Russian Federation

In respecf; of:

Manufacture, final inspection and test of intraocular pressure tonometers and maQnetic field
therapy devices. ‘ ‘

Mpou3BOACTBO, BbIXOQHOI KOHTpOJib U TECTUPOBAHMNE TOHOMETPOB BHVTpMI'ﬂBBHOI'b ﬂaBJ'leHIJFH
1 annaparTos AnAa MarHUTHOM Tepanuu.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the plz‘ﬁcing on the
market off class IIb and class III products an Annex III certificate is required.

For and dn behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Albert RSossien, Regulatory Lead

First Issued: 2016-06-27 Date: 2019-02-07 Expiry Date: 2021-11-07

..making excellence a habit’
Page 1 of 1
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EC Certificate - Production Quality Assurance

Directive% 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognisdd as being involved. in services relating to the product covered by:

Certificate No: CE 577120
Date: 2019-02-07
Issued To: Joint Stock Company "Ryazan State

Instrument-Making Enterprise”
32, Seminarskaya Str.

390000, Ryazan

Russian Federation

Subcontractor: Service(s) supplied

"Kasimov Instrument-Making Enterprise"- Manufacture
-Branch "Ryazan State Instrument-

Making Enterprise"

3, Industrialnaya Str.

391300 Kasimov

Russian Federation

Tonom GmbH EU Representative
Mergelberg 115 A

48161 Minster

Germany

..making excellence a habit’

Page 1 of 1
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bsi.

By Royal Charter

EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 577120
Date: 2019-02-07
Issued To! Joint Stock Company "Ryazan State

Instrument-Making Enterprise”
32, Seminarskaya Str.

390000, Ryazan

Russian Federation

Date Reference Action
Number
27 June 2016 8536503 First issue. Transfer from another Notified Body.
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Anexa 3.Dulap de sterilizare GP-40MO
l

bescriere: Sterilizator cu aer uscat destinat sterilizarii intrumentelor medicale cu consctructie interioard din otel
inox.
Speciﬁca‘gia: Ventilatie fortatd, controlati electronic.
ﬁonstrucgie interioard -otel inox.
Constructie exterioard cu acoperire anticoroziv.
I;{egimuri de sterilizare programabile.
Hrotecgie la supraincalzire analogical digitala.
larma vizuala. Volumul 40 1.
Camera sterilizatorului-Sa mentina steril instrumentele in interiorul camerei, si nu fie orificii cu acces direct la
axterior.
"ermperatura-SO -200°C.
Abaterea temperaturd nu mai mare de 3°C.
ﬁetarea timpului 1 - 999 min.
z{\ba‘tere timp.< 1 min.
rmp de incilzire pind la 180°C.<48 min
egim de sterilizare prestabilite: 180°C,/60 min ; 160°C/150 min; 120°C/45 min
Timpul de ricire <35 min, pind la 75°C.
Deconectare de avariere la temperatura 205 - 235°C.
ipul de functionare férd intrerupere 16 ore.
;afturi 2, din otel inox.
?;erin’;e de alimentare la reteaua electrica: 200-240V, 50 Hz.
ermenul de garantie 24 luni ‘




Anexa 4. Dulap de sterilizare GP-80MO

[Descrlere Sterilizator cu aer uscat destinat sterilizarii intrumentelor medicale cu consctructie interioard din ofel
mox

$pemf catia: Ventilajie fortats, controlaté electronic.

¢onstruct|e interioard -otel inox.

d:onstructle exterioard cu acopetire anticoroziva.

P{eglmurl de sterilizare programabile.

]?rotectle la supraincalzire analogical digitald.

Alalma vizuala.

Volumul 80 1. Camera sterilizatorului-

$a mentini steril instrumentele In interiorul camerei, s& nu fie orificii cu acces direct la exterior.
Temperatura-50 - 200°C.

Abaterea temperaturd nu mai mare de 3°C.

Setarca timpului 1 - 999 min.

Abatere timp.< 1 min.

Tlmp de incilzire pind la 180°C.< 55 min

Reglm de sterilizare prestabilite: 180°C,/60 min ; 160°C/150 min; 120°C/45 min
Tlmpul de racire 50 min, pind la 75°C.

Deconectare de avariere la temperatura 205 - 235°C.

’Iipul de functionare fara Intrerupere 16 ore.

Rafturi 2, din otel inox.

Cerinfe de alimentare la refeaua electricd: 200-240V, 50 Hz

?Tennenul de garantie 24 luni
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CTepunn3atopsl BO3AYWHbIE NPEAHA3HAYEHbl 419 CTepnan3a-
UNN XMPYPTU4ECKUX UHCTPYMEHTOB, CTEKAAHHON MOCY/ibl U TEPMO-
cToikux wrpuues (¢ otMeTkoi 200°C) u urn k Hum. Ctepuausa-
TOpb! MOryT GbITh MCNONL30BAHLI AN /1€3UHOEKLIU U CYLWKY
MEOULUHCKNX N3aenun

WcnonHeHune

~ C ONOCPEAOBAHHLIM OXNAXAEHUEM CTEPUNUIYEMBIX USLENNi
BHYTOM Kamepbt,

- C €CTECTBEHHbIM OXNaXIeHWEeM CTEPWIN3YeMbIX W3Lenui
BHYTPU Kamepbi.

OCHOBHbIE CBOWCTBA

- B CTEPUAN3ATOPAX C ONOCPEOOBAHHBIM OXMAaXOEeHUEM
npUMeHdeTcd [OMONHWUTENbHAS BO3AYWHAs pybalwka BOKpyr
Kamepsbl, cUCTeMa oxnaxaeHus paboTaer Be3 nopayum XONO4HOro
BO3/IYXa Ha CTEPUNMU3YEMbIi MaTEepnan BHYTPU KaMEph!;

- 2BTOMATAYECKAR PErynuMpoBKa W NOALEPXaHWe Temne-
paTypbl;

- BCS HeoOxogumad uHopmauns 0 pexumax padoTel
BLIOpaHHOI nporpamme oToBpaxaeTca Ha UMGPOBOM aucriee

- BHEProHesaBMUCUMAR MaMATb ANS COXPAHEHUS MapameTpoB
no 10 nporpamm, KOTOPLIE MOXHO U3MEHATh W Bbi3biBaTh AN%
paboThl;

- PaBHOMEPHOE pacnpeneneHne TemnepaTypbl no obuemy
Kamepbl;

— 3MIEKTPOHHBIE MPOLECCOPHLIE BNOKW YNpasneHus WaroTas-
NMBAIOTCA HA BLICOKOKAYECTBEHHOM WMMOPTHOM 060pyAoOBaHNM
C UCNONb30BAHWEM TEXHONOMMM NOBEPXHOCTHOrO MOHTaxa,
Ha OCHOBE UMMNOPTHOW ANEMEHTHOI Baskl;

- CTEpUAN3aTophbl OCHALLEHbl BLICOKOKAYECTBEHHbLIMMU, HaOexX-
HbIMV 3JIEKTPOBEHTUNATOPAMM, YTO UCKIOYAET NONOMKM WU CBOLMT
K MWHUMYMYy 38aTpathl Ha rapaHTuilHOe u NOCRerapaHTuiiHoe
00CnyX1BaHue;

- YCTPOICTBO 3aWMUTH OT NEperpesa;

— COBPEMEHHbI On3aiiH;

- Manoe aHepronoTpedneHue

- Kamepa W BCe 3NEMEHTbI, KOHTAKTUPYIOWMNE CO CTEPUbHBIM
WHCTPYMEHTOM, BbLINOJHEHLI M3 KAYECTBEHHON HEPXABEIOWEen
cTanu.




| lHAMCHOBRHUE

nuem Kawepbl, n

I nGapuTHLie pasmepsl, (LUXTXB) mm, He Gonee
iy 1peHrye pasmepst, (LUxMxB) mMm, He Gonee
MowocTs, KBT, He Bonee

Micea, kr) He donee

Jiueaemble TeMRepaTypHble pexumel, ‘C
(\pems HATPEBa CTepUIM3aTopa Ao
mmnef;m‘(pbl +180°C, muH, He Bonee
JusiapaemMoe BPEMS BbIAEPXKKN, MUH

§pema oxnaxaeHnus 4o TemnepaTypobl

[ /5°C, muH, He Gonee*

AlbmaTlecKan 0CTaHOBKA NPOLECCA CTEPANN3ALUY

1npu OTKJ'Iq‘HeHVII/I TEMneparypbl 0T 3a1aHHON,

G, e 6ojee

/\uupmMHoie OTKNIOYEHWE CTepunudaropa

0l ceTh n‘ u neperpese B kamepe, 'C

[.ynuuecTBO NONOK CTAHLAPTHO&/MAKC., WT.

Hpams HeiﬂpepblBHOM paboThl B CYTKY, 4, HE Gonee
|B/T

rlnchwpo%amlble NPOrpamMMebl YCTaHOB/IEHHbIE Ha 38BOAS

lranue,

' r:repwnhsaTopbl c OI'IOCpe,D,OBaHHOVI CUCTEMON OXNaxaeHmns.

TEXHUYECKME XAPAKTEPMCTHKA

rn-10mMo

10
440x450x415
150x225x275

1,0

20

60...200

30
1...899

35

3

205...235
2 (4)
16
220/50

rn-20M0

20
625x450x415
330x220x275
1,3
21(24)*
60...200

35
1...999

35

3

205...235
2 (4)
16
220/50

rm-40M0

40
705x510x495
410x280x355

1,8

26(31)*
60...200

48
1...999

35

I+
[

205...235
2(4)
16
220/50

rr-80M0

80
815x580x595
520x350x455

2,0

37(43)*
60...200

55
1...999

3

205...235
2(4)
16
220/60

180°C/60MuH,160°C/150MuH,120°C/A5MuH, 85°C Ges oTCHETa BPEMEHU

KACUMOBCKMUIA MPUBOPHbBII 3ABOA |




DEAEPAABHAN CAVKBA 11O HAA3OPY B COEPE 3APABOOXPAHEHWA
{(POC3APABHAA3OP)

PETUCTPALUMOHHOE YAOCTOBEPEHHME
HA MEAMIMHCROE U3AENHE
or 15 mwona 2015 roja Ne ®OCP 2011/10267

Ha n:fummﬂcime H3AEne

Crepuastsarops Bozaymnbie I'-8 MO, I'l-10 MO, I'T1-20 MO, TTI-40 MO,
I'I1-80 MO no TY 9451-026-41457350-2011

Hacrosiige perncTpaiHoiHoe YAoCTOBEPEHHS BLIIAHO
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JEKJAPALMA O COOTBETCTBHH

Axiproneproe obmectro «l coyaapeTennbul Pasanckuit npy fiopueti sasoy (AO «I'PII3») .
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Anexa 5. Centrifuga EBA 200

Caracteristici generale: Centrifugd pentru volume mici de proba. Centrifuga este livrata cu rotor unghiular cu §
locuri pentru eprubete de 15 ml. Ideald pentru aplicatii in medicind. Poate fi utilizatd cu o serie de eprubete.
Utilizarea cu eprubete din sticla fara folosirea adaptoarelor. Adaptoare peniru eprubete de colectare a singelui sunt

disponibile la cerere.
Specificatii tehnice:

o Capacitate maximd Rotor unghiular 8 x 15 ml

o RPM max 6,000 min-1

e RCF Max 3461

o Dimensiuni (fx L x A) 228 x 262 x 352 mm

s Greutate Aproximativ 8 kg

o Rdicire Racire cu aer

o Rotor Inclus, rotor unghiular pentru 8 x 15 ml ¢prubete

Termenul de garantie 24 luni




BLOOD / URINALYS

i

=

Press ‘Start’ in
Case of Emergency

IS / PEDIATRIC

High-performance with built-in 8-place rotor,

gompact frame and all-metal containment
for added safety. Ideal for blood, urine and
pediatric|tubes. STAT, PPP and coag. in

minutes with the EBA 200 S model.

LMAX. CAPACITY |8x15mb
| MAX. RPM/RCF | 8,000/6,153
|
/’“\ QUIET OPERATION
(\f'"“.“ 9/ Quiet as & normal conversation,
~—" il not increase noise fevels of
conlribule o distractions,
i FIVE YEAR WARRANTY
Swe) Al Hettich centrifuges are

DIMS. (H

protected by our S-year warranty
IE.FId full technical support.
[

KWxD): 9.0" % 10.8" % 13.8"

£)

©

CENTRIFUGES

FUNCTIONAL DESIGN
Eagy to lift licd with front-facing
cortrol panel for effortless
interaction and programming.

FULLY CERTIFIED

Engineered and manu#actured in
a(}curdahc}e with all relevant safety
and production standards..

ENHANGED SAFETY

Seif-cloging, auto-locking lid with
steet latches. All-metal charmiber
providas reitforced security,

MADE IN GERMANY
German enginesred and
mantiaclured te be guied,
rellable and safe since 1904,

-5 hettweb.com/eba200

e

T

T G
i
|
|



HETTICH APPLICATION PACKAGES

G0 BLOOD TUBE PACKAGE - 8 200 2008 200 200 %
‘ Tube 8y, Volame (mi} Size (mm) 8P BGE PKG, NO. (EBA 209) PG, BO(EBA 200 8)
I8 16-5 13x 7% < B.I0G 2G4 - 2008L5008 2058L000E
i i 4-7 3x100 < 8,000
% '8 85-10 sx 100 <3,000
g 8 161125 £ 8,605
3% 785 mm, (8 Adus
EBA 200 PEDIATRIC TUBE PACKAGE - 8 200 2008 200 | 2008
<l Tube aty, Yolume {mi} Size (mm) RPM ﬂéF PKG. KO. {EBA 200) PKG. MO, (EBA 200 &)
(—1 i8 [ 107 x 38 2.2 3,83 2008LO06BS-PED 20SBLOCDR-PED
i Includes: {1} fuge (1} Built-i Angle Rat: Agaplers &5 mi
EBA 200 URINALYSES PACKAGE - 4
Tihe Uty Votums {mL} Size (mr) APM FRG. NO.
;"Lf 4 12 KOVA 17 x 102 < B G 2O0UBINALYSISS
e | 4 1 17x120 < B e

includes: (1}

EBA 200 CUSTOM PACKAGE !
- Supports over 18 application ceafigurations, please inquire for more information
! Tube types inciude: Standald, Blosd, Pediatiic, Uring. and Conical up fo 13 miL

N2

hettweb.com/eba200

COMIAL YL LOCAL TICH [REPI ENTATIVE [ LEAFAN MORE

Discover more saiutiotis on-line at hettweb.com Toll Free: 1{866) 370-4388 Email: info@h | -
@ 2016 Hettich Instruments, LP. All rights reserved Lt No. PS-EBA-200-£ Rev A 01-2018 LAB TECHNOLOGY
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Certificate

The Certification Body

MEDCERT Zertifizierungs- und Prijfungsgeselischaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

Andreas Hettich GmbH & Co. KG
Fohrenstrafie 12

78532 Tuttlingen

Germany

has introduced, applies and maintains a Quality Management System in the area of:

Design, production, final inspection and distribution of

¢ laboratory centrifuges

o centrifuges for separation of blood components for transfusion
purposes

» incubators

» related accessories

» spare parts

Respective service and support

The compliance of the Quality Management System with the requirements of the below
mentioned standard was verified by an audit:

EN ISO 13485:2016

The license of certification is subject to surveillance by MEDCERT.

This certificate is valid until: 09 June 20217

Report No.: 3654FS15F
Process No.: QS - 3654
Cerlificate No.: 3654GB445180803

|

4 %

Hamburg, O; ;ugust 2018 o
| ‘g | ::-.: i R
({ DAKKS
[/ = B . Deutsche
MEBCERT Certification Body Akkreditierungsstelle

{Markus Bianchi} D-ZM-19630-04-00
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EC-Certificate of Conformity

The Notified Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fir die Medizin GmbH
Pilatuspoel 2 — 20355 Hamburg — Germany

herewith confirms that the company

Andreas Hettich GmbH & Co. KG
Fohrenstrafie 12

78532 Tuttlingen

Germany

has infroduced, applies and maintains a Quality Assurance System
for the products / product categories:
Centrifuges for separation of blood components

for transfusion purposes

The compliance of the Quality Assurance System with the below mentioned
requirements of the Council Directive 93/42/EEC was verified by an audit:

Annex N excluding section 4

The license of certification is subject fo surveillance by MEDCERT.
This certificate is valid until: 09 June 2023

Report No.: 3654FS15F

Process No.: QS - 3651&‘1
Certificote No.: 3654GB410180803

11

Hamburg, 03;August 20 %8 MEDCERT Identification No.: 0482
’%\ | o % g, Banannl durchiDesignated by
\ ) e "a | Zenualstalle der Lander 3
) ~ . i . Tor Gesundhaitssohulz @
L} S — E—— A bel Arneimitteln und :
5 = ., Y Medizinprodukten &

MEDCERT Cerfification Body T gk 21685237.10.5

[Markus Bianchi)



Anexa 6.Analizator Hematologic automat 3Diff Emerald Cell Dyn

Parametrul Specificatia

I'ip sistem inchis. Sistem inchis care utilizeaza doar 3 reactivi:diluent, liza, cleaner (reactivul de liza este fara cianuri)
Are posibilitate de inchidere programata si inchidere manuala;

o  Cititor de cod de bare extern, in echipare standard

» Intretinere zilnica si saptaminala= ZERO

¢ mai putin de o interventie service/an

Metode de analiza- 3 diff. CD Emerald are la baza tehnologi¢ impedanta electronica pentru diferentierea RBC si PLT st WBC
numar total si spectrofotometrie.

Procedura de curatire- automatd. Mentananta este automata. Intretinerea zilnica este procedurd automata si intretinerea
saptamanala automata. Avantaj: Procedurile de intretinere sunt memorate in soft-ul aparatului si pot fi printate pentru
documentatia laboratorului.

Parametri determinati si calculati:
WBC RBC HGB HCT MCV MCH MCHC PLT LYM# MID# GRAN# LYM% MID% GRAN% RDW-SD RDW-CV PDW-SD

PDW-CV MPV PCT
(Capacitate (probe/ord)- Procesare 60 probe/ora
Diluarea- automatd '
Afisaj graphic. Da, monitor color cu touch screen :
Imprimanti- incorporatd. Aparatul este dotat cu imprimata matriceala sau inkjet cu buffer de memorie si port USB pentru
mprimanta.
Sistem ID pacient da, posibilitate date demografice
e  datalog numeric
identificare alfanumerica a pacientului PID
identificare alfanumerica a probei SID
data/ora
nume pacient
hemoleucograma 3-part diff
e sistem de flag si alerta

Introducerea datelor manual

I1iterfata PC da. Posibilitate de conectare la internet: (TCP/IP) si RS232.

Afisarea histogramelor- da

Stocarea datelor- da

Calibrarea- automatd

Histograme: WBC- repartizarea leucocitelor dupa volum

RBC - repartizarea eritrocitelor dupd volum

PLT- repartizarea trombocitelor dupid volum

Afisarea pe ecran a tuturor datelor histograme rezultate grafice rezultate din arhivi date de service

e  Afigarea rezultatelor pe imprimanti - Da -Aparatul are capacitatea de a accesa si printa datele in orice moment: Are
posibilitate de printare automata si legare la o imprimanta externa

e  Raportul tiparit ( printat) cuprinde:

Limitele de referinta cu atentionari ( flag) pentru valorile care depasesc limitele stabilite;

e Arec trei sisteme de unitati de masura: USA ( Standard) , Sistem de Unitati Internationale
( SI), SI modificat- mod in mmol

Termenul de garantie 24 luni
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Certificate Mdentification:

Legai Manufacturer’s Name:
Legal Manufacturer's Address:

% Declaration of Conformity

SC-091439
Abbat Laboratorics
~Diagnostics Division

'Ahhml I’ark,__!i. 60004 LISA

I,

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Cude B - C N -

Q9HI39-01 33476 CELL-DYN LEmerald Instrument Setldectared
Authorized European ABBOTT 1 =1 —

Representative
(Name and Address)

Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical
docamentafion
{Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

C2 Diagnostics,

Par¢ Luromedecine 11,

Rue de la Valsiere

34 099 - Montpeliicr, Cedex 5 France

Harmonized Standards

Listed in the Technical Documentation

W, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
C1 marking, conform with the applicable provisions of the EC Directive 98/79/EC of the Buropean Pariiament and

of ghe Council

of 27 Oclober 1998 on tn Vitro Diagnestic Medical Devices and Directive 201 1/65/EU of the

Furopean Parliament and of the Council ol 8 June 2011, as they are transposed into the laws of the imember states,
|

‘
'l’lais declaratinn is made in accordance with Annex 11l ol tie IVD Directive and is issued under the sole

respoasibility of the manufacturer.

Signature:

o~

Full Name: Kevin Rlch’ardmn

Signature:

Full Name: Rmemarse Lula

E’ué‘;ilim: Mdn'umr Su;}pimr Quamx Position: chuiatcr) A{faus l’roje«:l Manager
l)a;le of Approval: -7 5 FeaiE e g 44 Dateof Approval: «?{ k«i{ifﬁé‘ 4 f/f @ B

|
Dale Issued:

JUN 29 206

Sui‘am‘sedes:

(_.IL:IL]:DYN Fmerald Instrument
lung 2016

IRIS V6 (Feb 26, 2015)

\bbcm Sama < Eam

JuL el 2015

Place lssued:

Effective (Date or
Lot Number):

Declaration of Con

Ull'ﬂll‘

(RIS VT

im_ﬁc i
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1
Anexa 7.Analizator biohimic semi-automat Stat Fax 1904+
Domeniul liniaritatii de masurare: Minim 0,00-3,00 unitati de densitate opticd (A)
Acuratetea fotometrului ; +/- (1% din citire + 0,005 A)
Stabilitate Variatia zero nu este mai mare de 0,005 A (timp de 8 ore)

ursi de lumind: Tungsten lampa cu sigurante
Fungimi de unda standard: 340, 405, 450, 505,545 si 630 nm;

Prelevarea de probe:

Volumul eprubetei: 12mm

klolumul minim - tub (12 mm) 1 ml.
Volumul minim - Cuveta 400gL.
,tmprimanta integrate termica.

ATISA] oo LCD

fl"astaturé 16 cheie, membrand cu buzunare.
Carcasa ignifuga si otel.

Termenul de garantie 24 luni
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Features : MOS(_]Uitﬂﬂ Aspiration Flow Cell

= Bichromatic optical system with = Powered from the Stat Fax® Chemistry
six wavelengths including 340nm. Analyzer.

; = Pre-programmed calculations for = Keyboard selectable read volume from
both kinetic and endpoint assays. 250mL to 500 mL.

= Twelve-station 37°C incubation block = Software controlled with user prompts!

and temperature-controlled read cell.
= Internal extra-quiet vacuum pump.

= Easy to use with step-by-step
prlomptlng-'and bu'”‘!’.‘ thermal printer = All cables and connectors included.
with graphics capability.

= Large, non-volatile memory to store ( i . ‘s
more than 50 curves and test parameters. Distributed by:

.
CE
E - A
- 1} W A |
_3 2 § Wi
& | by sy i
: P
E | Nk LR e s Qe e e =
Options & Accessories el .
e ]
I+ G
b i
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= Redi-Check® to monitor accuracy,
linearity, and repeatability of Stat Fax® |

“ : Chemistry Analyzer.
L

FL 34991 (772) 283 6540 mx\/ 721283 5020

|
gxmfw AWARENESS TECHNOLOGY, Inc. PO Box 1679, Palm City,
Z web: Eth;J.,/:'vV\\\\f,._iv»Al\ot(_(ih.(ﬂm email:

Cost Effective by Design”

info@awaretech.com




Stat Fax® 1904 Chemistry Analyzer Specifications

‘ Photometric
Linear Measurement Range:
Photometric Accuracy:
Stability:

Light Bource:
Standard Wavelengths:

Filter JI'ype:
Tube Bize:
Minimium sample volume:

|
. Electronic
Disple‘ry:
Printer:
Keyboard:
Power Requirements:

- Software
Speed:
Calculation Modes:

Test Menu;

Other
Temperature:
Enclosure:
Dimenslons:
Certifications:

#B

| Cell = =3
Minimum aspiration volume:
Other Volume Options:
lluminated Volumes:
Equivalent Pathlength:

Cell Body:
Windows:
|
-~ Contro! Moduie
Power Input:
Valve:

Vacuum Sensor:
Vacuum Regulation:
Vacuum Pump:

Full Sensor:

:

:
e

i
i

:
i
S
ke

i

:

:

0.0 to 2.5 Absorbance units (A).

+/- (1% of the reading + 0.005A).

Drift of no more than 0.005A in 8 hours/bichromatic.
Tungsten lamp with lamp saver feature.

340, 405, 450, 505, 545 and 600nm.

(alternate filters available from 340 to 700nm)

IAD hardcoat interference, 10nm half bandpass.

12 mm round is standard.

1mL for 12mm round tube, 250mL with Mosquito accessory.

Alphanumeric, 16 character LCD.

Thermal dot matrix, 20 characters per line, plus graphics.
16-key, domed membrane switch, enunciating.

115V or 230V AC; 50-60Hz (switch selectable).

Reads, calculates and prints results - 3 seconds per tube.

Single point calibration by standard or factor, multipoint
calibration with point-to-point curve fit, rate by standard

or factor (batch or singly).

More than 60 open channels to store tests. Stores all parameters
including wavelengths, calculations, unit codes, linear and normal
ranges, rate timing, standard values, test names, and previous
standard curve.

37°C, block stays on, cell has on/off switch.

Painted flame-retardant ABS plastic cover with metal base.
Approx. 9x13.5x5in. (24x34x13cm) weighs 10 1bs.(4.5kg).
NRTL listed, CE mark.

i Mosquitd® Aspiration Flow Cell specifications

250mL at 7'Hg vacuum.
300, 350, 400, 450, 500mL.
21mL. =
1cm.

Surgical grade stainless.
1mm Pyrex.

12V DC/0.7A from analyzer.
Silicone pinch type.
Piezoresistive bridge type.
Better than 0.25” Hg.

Self contained.

Stainless conductivity probe.

}Mosquitosis compatible with 1300 series chemistry analyzers with 12mm round read cell manufaciured by

Awareness Technology, inc.

o o desion rmprovements

Athout notice di
3407

110 change speciicanons
Madel - 1904244




CERTIFICATE

This is to certify that the quality management system of:

Awareness Technology, Inc.

Main Site: 1935 SW Martin Highway
Palm City, Florida 34990 USA
Additional site: 2325 SW Martin Highway, Palm City, Florida 34990 USA

has been assessed by Intertek as conforming to the requirements of:

ISO 13485:2016

The quality management system is applicable to:

The design, development, manufacture and service of VDD General
Laboratary Instruments.

Additional site: Manufacturing, Quality Contral, Shipping and Service,

‘ntertek

Total Quality. Assured,

Certificate Number:
9362-7

Initial Certification Date:
March'28, 2012

Certificate Issue Date:
March 27, 2018

Certificate Expiry Date:
March 27, 2021

SCC Accredited
CH-MS

)

oCsm
Accrédité CCN_ ).,

~ el

CalinVioldovean

President

Intertek Testing Services WA Ltd.,

1829, 32nd avenue, Laching, OC, H&T 311,

Canada

in the lssuance of this cartificate, Intertek assumes nadiabllity te 8y party othier than to the Ciient, and thes only inaccardance witl the agresd upon Cermification Agreement This

certificate’s validity s subjert to the organzation maintaining their system in sccordance with nterek's requirements for systerms cerification, Validity may be confimned via emiali at

certificate validationi@intertek.com or by scanning the code to the nghtwith @ smartphone. The cartificate remans the property of intertel, to whom it rust bereturned upon

raguest

=
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Product name .
Madel/Type

Na%me
Address

Coiuntry

i
Representative:
Name
Address

Country
tel:
fax:

N\
ZINS

Awareness Technology, Inc.

Declaration of Conformity

Product identification

Stat-Fax®, Chemistry Analyzer

P1904

Manufacturer

Awareness Technology, Inc.

PO Drawer 1679
Palm City, Florida
USA

Authorized Representative in Europe

Emergo Europe
Molenstraat 15
2513 BH The Hague
The Netherlands
+31 70 345 8570
+31 70 346 7299

Means of Conformity

AWéreaness Technology, Inc. declares that the product listed is in conformity with
the Annex Ill, essential requirements and provisions of Council Directive:

98/79/EC

Anqi is in conformance with the following standards:

Place and Date:
|
Signature

Name

EN 61326-1/EN 55022
EN 61010-1

Signature

Awareness Technology, Inc.

éteve Andrus
Quality Manager

December 01,2003

Chris Mauer
Compliance Engineer




z‘r‘nexa 8. Reflecometru URYXXON ® Relax:

Caracteristici

-i Benzi de testare: URYXXON ® Stick 10
¢ Capacitate: 50 teste/ h
¢/ Memorie instrument de 200 rezultatele testelor de pacienti, inclusiv nume sau ID-ul pacientului
| [nterfata Utilizator: ecran tactil, alfanumeric, protectie cu parold
| Computer: Interfata USB pentru conectarea la PC-ul alternativ, interfata RS232 pentru conectarea la PC si PS/
| 2, interfata pentru conectarea tastaturii si / sau cititor de coduri de bare
| Cerinte de alimentare: 110-240 V AC,, automate de operare, alimentat cu baterie (optional), cu 6 AA baterii
¢/ Dimensiuni (AxLxI): 20x16x7.5 cm
o Greutate: 0.7 kg (fird baterii si alimentare)
e Operare: Interval de temperatura: 5-40°C, gama de umiditate: 20-80% umiditate relativé, fara condensare,
o Calibrare: automata, auto-calibrare
o Termenul de garantie 24 luni



TUVRHKe

Certificate

The Certification Body of
TV Rheinland LGA Products GmbH

hereby certifies that the organization

Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diiren
Deutschiand

has established and applies a quality management system for medical devices
for the foliowing scope:

Discription ses attachment

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-08-21
Certificate Registration No.. SX 80129407 0001
An audit was performed. Report No.. 212685422 003

This Certificate is valid until 2020-05-28
Certification Body

(( DAKKS

Deutsche |
Akkradiierungsstelie {
0-Zh-14169-01-02

7
i
/d

Date 2018-08-21 B &4

Oipk-Ing. S\gér};I"{éﬁ‘mz.nm

TUV Rheinland LGA Products GmbH - Tillystrale 2 - 90431 Nt’ifnberg

Tel +a9 221 S0B-1371 Fax: 48 221 808-3935 g-maltcert-validiiy@de v cam http: s fuv.comisalety

_Hgwg ¥

“rLngeiy




TUVRheinland

TUV Rheinland boc. 1/1, Rev.
LGA Preducts GmbH
TillystraRe 2, 90431 Nurnberg

Attachment to

Certificate

Registration No.: $X 60129407 0001
Report No.: 21265422 003

Organization: Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Dilren
Deutschland

Scope: Design and development, production and distribution of
medical test strips and reflectometers [oY evaluation
and products for bioanalytical sample preparation.

Sites included:

- Valencienner Str. 11
52355 Dlhren, Geyrmany

Activities: Distyibution, warehousing, manufacturing and
guality control of reflectometers, customer service

- Bahmnetr. 120
52355 Diren, Deutschland

Activities: Storage of raw materials and
intexrmediate products

Certification Body

{i DAKKS

Deytsche
Akkreditiorungsstelle
D-2m-14169-01-02

@i&‘tei 2018-08-21 -

! Dip_l . -|n§-;‘




BT

. MACHEREY-NAG

EC Declaration of Conformity |

T S R
e i

TR e ) |\ R
. e é‘t} J_F:]_._/_.,_,

Filiration Rapid Tests  Water Analysis - Chromatography - Hio.
Filiralion  Schinelitesle - Wasseranaiytik - Chromatographie - Bioan

i

The procedure for EC declaration was established according to the IVD directive 98/79/EC on the basis of
- a full quality assurance system according to EN 1SO 9001:2008 and EN ISO 13485:2012+AW‘C:2012.

Name of manufacturer

Address:

C€

MACHEREY-NAGEL GmbH & Co. KG

MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Strasse 6-8

D - 52355 Dueren

Germany

canfirm that the following reflectometer for professional use

Name of product:

Reference number:

Type:

Registration number:

is manufactured in compliance with the European Directive 98/79/EC.

URYXXON® Relax

930 88

URINE MULTI-CONSTITUENT TEST STRIPS
EDMS 11-70-02-02-00
DE/CA21/MACHEREY/2003/11/IVD/0005

Dueren, 27.08.2014

e (Conz

i.A. Markus Meusel (QAM, Reg. Affairs)

|
|
MACHEREY-NAGEL GmbH & Co_ KG - Neumann-Neander-Sir. 6-8 - 52355 Duren - Germany - Tel.: +49 24 21 969-0 - Fax: +48 24 21 989-198  E-mail info@mn-net com  www.mn-net.com

Amlsgericht Diiren, HRA 1164 Ust-ldNr: DE 122277751

BmbH singetragen beim Amitsgericht Diiren, HRB 626 Banken: Deulsche Bank AG, Diren  (BLZ 395 700 61) 8020786 {IBAN DEGBIGSTO06108020TEE00) (SWIFT-Code DEUTDEDK295)
Persanlich hafiends Gesslschafterin: Postbank Koin (BLZ 370 100 50) 22796-502  {|BAN DEN4370100500022T36502) (SWIFT-Code PENKDEFF)
MACHEREY-NAGEL GmbH, Diren Commerzbank Diren (BLZ 395 400 52) 4370300 {IBAN DEBS395400520437020000) (SWIFT-Code GCOBADEFFXXX)

Geschaftsfihrann: C. Wagner Sparkasse Diren

(BLZ 395 501 10) 423006808  (IBAN DESG395501100042300608) {SWIFT-Code SDUEDEIZXXX)




PRYXXON® Relax

JURYXXON“‘ Relax - automated urine analysis at the point of care

The URYXXON® Relax provides dependable urine
status results to detect early stages of many
diseases such as diabetes, kidney disease and
urinary tract infections. Instrument-read results
have long proven to be advantageous for both, busy
health care professionals and patients.
URYXXON®Relax readings eliminate the subjectivity
of visual colour interpretation. The comprehensive
interface options and the optimized printouts
minimize risks associated with manual
transcriptions. Reliable results can be obtained
virtually immediate at the point of care.

The URYXXON® Relax makes urine analysis simpler
and more reliable.

Technical data and orderlng information

Test strips ! URYXXON®Stick 10

Capacity 50 strips/h

Ihstrumént memory 200 patient test results including name or patient D
Interface User: Touch screen display, alphanumeric input,

password protection,

Computer: USB interface for connection to PC
alternatively RS232 interface for connection to PC
and PS/2 interface for connection of keyboard
and/or barcode reader

Power requirements 110-240 V AC, automatic,
Battery powered operation (optional) with 6
AA batteries

Dimensions Depth: 20 cm (8 inches)
Width: 16 cm (6 inches)
Height: 7.5 cm (3 inches)

Weight Weight: 710 g (1.90 Ib)
(without batteries and power supply)
Operation Temperature range: 5-40 °C (41 °F-104 °F),

Humidity range: 20-80% relative humidity,
noncondensing,
Calibration: automatic, self-calibrating

Reference 93088




Anexa 9 Microscop biologic, XSZ-PW207

Vizualizarea capului: Microscop biologic cu cap binocular seidentopf, interval de reglare distantei interpupiliare
8-75mm, rotire 360 ° a tubului ocular cu fnclinare la 30 °

Deular: WF10X;

Revolver- pentru 4 obiective, Click-stop;

Dbiective: Obiective Plan Achromat: 4x, 10x, 40x, 100x/Ulei,

Treapta ‘miscare mecanica dubla: 140mmX132mm/75mmX45mm

Focusare:Ajustare coaxial aspra si fina , Distanta de focusare 30mm , Interval de focusare 0.002mm
“ondensator: Abbe Brightfield cu diafragma 1,25, cu diafragma iris i filtru.

[luminatie: Lampa cu halogen 6V /20W sau LED 3W, luminozitatea reglabila

Accesorii standarte: Lampa 6V/20W-1 buc; filtru albastru -1 buc,ulei de imersie -1 buc;

Accesorii optionale: cap trinocular; set contrast de faza (10x, 20x, 40x, 100x); Condensator de camp inchis (uscat

$au ulei);




- mum..w .

Biological Microscope

L Biological microscope with seidentopf
Viewing binocular head,Interpupilary distance
Head adjustment range 48~75mm,360° rotation

of eyepiece tube with inclined at 30°
Eyepiece WE10X
Nosepiece Quadruple,Ciick-stap
Obiecti Achromatic objective:
[T 4x, 10x, 40x(s), 100x(s,oil)
Stage Double layers mechnical stage,
140mmX132mm/75mmX45mm
) Coaxial coarse and fine adjustment,
Focusing Focusing range 30mm,Focusing
interval 0.002Zmm
Condenser | Abbe NA=1.25 with iris diaphrame and filter
7 : 8V/20W halogen lamp, or 3W LED,
Hlumination adjustable brightness
“6V/20W spare |«
BGX1-20(1A) fuse
Standard halogen lamp (1A) fuse
* Blue filter *Immersion oil
Accessory * Instruction manual
Dust cover in English
Trinocular head
Optional
Phase contrast kit (10x, 20%, 40x,100x)
Accessory
Dark field condenser (dry or oil)




Certificate No. 00118Q32812R0S/3302

We hereby certify that
Ningbo ProWay Optics & Electronics Co.,Ltd.

Unified Social Credit Code: 9133021257367 708XW
No.301 Jingu Middle Road (west), Yinzhou District, Ningbo City, Zhejiang Province, China

by reason of its

Quality Management System
has been awarded this certificate for compliance with the standard

GB/T 19001-2016 / ISO 9001:2015

The Quality Management Systen Applies in the following area:

Production and Service After Sales of Microscopes

Cortified since: March 29,2018  Valid from: March 29, 2018 Valid until: March 28, 2021

a survelllance cycle, the cerfificate is valid only when used together with an Acceptance Notice of Surveillance Audit issued by CQC.

Please access www,ctc.com.cn for checking validity of the certificate.
rmation can query in the website of Cerlification and Accredilation Administration of the Peopie's

Republic of China { www.cnca.gov.cn).

Afler

This certificate and iis relevant info

sEEl T

- :grﬁ;{-ﬂu
e

#
MAMAGEMENT SYSTEM “
CHAS Goti-h Signed by: Wang Kejiae

-

T R LB e ST

CHINA QUALITY CERTIFICATION CENTRE

9, No. 188, Nunsihuan{the South Fourth Ring Road) Xilu(West Read), Beijing 100070,China

htip:dfwww cqe.com.en

Section

Q 0091034
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CERTIFICATE

TUVRheinland

of Conformity
Low Voltage Directive 2014/35/EU

Registration No.: AN 50347784 0001

Report No.: 14706948 €02
Holder: Ningbo ProWay Optics & Electronics
Co., Ltd.

No.301 Jingu Middle Road{west),
Yinzhou Investment & Business
of Ningbo

315104

P.R. China

Product: Microscope
{Biological Microscope}

identification:

Seatial No. 4 ooa.
Remark: Refer to test report 147869423 001-002 for details.

This certificate of conformity is based on an evaluation of & sample of the above mentioned product.
Technical Report and documentation are at the Licence Holder's disposal. This is to certify that the
tested sample is in conformity with Annex | of Council Directive 2014/3B/EU, referred to as the Low
Voltage Directive. This certificate doss not imply assessment of the series-production of the product
and does not permit the use of a TV Rheinland mark of conformity. The holder of the certificate is
authorized 1o use this certificate in connection with the EC declaration of conformity according to
Annex IV of the Directive.

Certification Body

Dats 15.06.2016

3%nzhen§lWao
TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

(€ The CE marking may be used. if all relevant and effective EC Diractives are complied with. (E
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