
A.nexa 1 trlectrocardiograf cu 3 canale cu interpretare z MAC 600

Descrier.e: Electlocardioglafcu 3 canale, care inr-egistreazd, printeazd 9i/sau interpreteazd

sau mai rrulte derivalii sirnultan cLr display color

Tip pacient: adult, pediatlic si neonatal

Numfuul de canale de procesale: 3

Configula{ia: Poftabil
Derivaliile:

Tip inregistrale; auto gi nanual
Sensivitatea: 2.5, 5, 10, 20 mm,/urv

Semnal de calibrare: da

Gama de flecvenfd:
De filtrare: musculare. de lrecventd inatt6, de frecven{d joasd, de re}ea 50 Hz

Impendanla de intrale: >10 M Ohrn cu fi'egventa de i0 Hz

lndicator deconectare electrod acustic sau vizual: da

Imprirnant6:
Tenlicd, incorporatd
Mdrimea hifiiei: > 80 mm
Sd se indice numele delivaliei printate: da

Yite:za de inscriere: 5,12.5.25 si 50 mrn/s

Derivaiiile inscrise: ninim 12

Nurndrul de derivatii inscrise sirnultan: 3

Display:
grafic, color
Diagonala: > 4.0 inch
Tip: TFT LCD
Rezolutia: 480 x 212
Nurndrul de deriva{ii afigate simultan: 12

Posibilitatea transrniterii datelor la un sistem de management al datelor EKG: pfin f,rr (sd se

transmitere);
Date pacient: Nume, ID, virsta, sex, greutate, indlfimea;

Mdsurdli: PR, PQ, QT, QTC, P, QRS, T, HR;
Inte.rfafa cle control: Limbile prezente obligatoriu: Romina, Rusa si engleza

Identificarea aritmiei: da

Interpretarea: da

Timpul interpretdrii: minim l0 s

Alimentarea- 220 Y, 50 Hz
Baterie internd- reincdrcabild
Timp operare autonomd; >5 h fara printare dar cu anliza si monitoring pe display i >

ritrnului cu viteza 25mml s.

Proteclie clefibrilator-da
Indicatori vizuali:

contact slab sau lipsd de contact
status sistem
deconectare alimentare retea

baterie descdrcat6

Accesorii standard:
Cablu pacient cu set de electrozi pectorali de tip pard (6 buc.) Ei membranari de tip cleqte

Hifl.ie termic6- 1 bucata,
Gef de contact- 250 gr.

Geantd pentlu transportare - 1 unit.

ECF de la o sjn

ilaice

hdd

(4 buc.) I sef'

Termenul de sarantie 24 luni
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ECG orro lsis frequetrcA:

Dr,'.o1;;'h;i.-;t;.

t.itic electt occrrdiogrc;ph 10 lencjrrvire, 12-lerrC slmrtltcLneorls lcqu siiion wiih progrOmnrOl)le

n"-qr.-tig lj-gg-gcc,A.dvGPrs^i'f"'ta!Egf!l-9*iq: 

- 

-+ -- - 

-
12 leccl onolqsis

s 0 0 
_. 

qryl.,t1:.--. o! 9 
(_t p t t 

_ _

2 000 somples/second/chonneL

ECG on--ci [een prevlew
On-scTeen preview of ocquired 1O-ser:ond ICG wcrveform ond opiionol 12SL

inter pretotton
rerrent rd

Acou rsrttc n m00--l Pre ocqursition or post-ocquisition, provide 10 seconds of instontoneous ECG cqu srtrorl

onqe: AC Differentiol t 5mV, DC offset +300 mV

Resolutro

Frequenc

4 BB pVILSB @ 500 sps

I esponse: 3dB@0O1to150Hz

LO!^i CUI- ff frequencg: OO1 Hz, O.O2 l'z 016 l'zorA32 lz (-:i dB limits)

Hiqh cut- ff frequencg Configuroble ot20 N2,40 Hz, 100 Hz or 150 Hz

H gh cut ff fr_oqu€tncU Confrguroble oI2a l'2,40 l12, 100 )r 150 l lz

Adoptrve AC filter 47 Hzto 53 Hzwhen setto 5OHz, 57 tlzto 63 Hzwhen setto 60 Hz

Common rorle rejection. >1OO dB (with AC frlter switched on)

Input impgdonce: 'l OMQ @ 1O H,z, defibr illoror protected

Potient I Ko{l e: <10 UA

quisition functions
Disconnected leod detection except RL, excessive AC noise, boseline wonder
ond muscle tremor messoges

ieort ro meter -JO to 3OO BPM +10%: or t5 BPM, whichever is greoter Heort rotes outside this

displo ged

.onge will not

Qinrf-r rn me ess thon 7 seconds

Support pcrlient informotion:
Potient lD, secondorg lD, oge, dote of birth, gender
Alphonumeric entrg in T9 tgpe for pol,ient lD ond secondorg lD'

i)i:i$ieU

DwG,u tJ-"
Displog r lsolution: 480X272 pixels with scrolling woveform

Displog c )ta
Hecrt rote, pctient lO, clock, botterg prower indicotor, woveforms, leod lobels, I

filter settings, worning messoges, informotion messoges, prompts 12-leods s

noarl rtatrt nr

ondclrd displc

Writer teqhnologg Thermol dot orrog

Writer sp ^^.1. 5,I2 5,25, & 50 mm/s

Number f trr:ces: 3 leods + 1 rhgthm or 3 leods: user selectoble

Writer se hsitivit!/qo in 2 5, 5, 10, 20,LAl5 {sp it colibrotion) mnr/mV

Writer sp eecr 0ccufocrl: :t5a/o

Wrrter or irplitude cccur-crctl: x5%

Wrrter re: iotu t on l-lorizontol 40 dots/nrm @ 25 mm/s, 8 dots/rnm vertlcol

Pn nor ir I 'thermol Z-fold perforcted, BO rnm width, 280 sheets/pock Roll popet 15 7 m

I ilp-o. lgpe l'4ernbrone kegboord witlr tocti e feedbock

RF ET III 
'I 

F -(r IIOCe Records crnd prints 12-leod resting ECC]s wiilr 1O-secotrd durotion cs c stcncicr d feoture

Hookup dv or Provides visuol indicction of signcl quclitg

Multi lor luoqe suDporl Supports 16 lcnqucges

.. r.' . it. .

Meosurerlnent. I Supports Ineosu[ement with Morquette 1251. ECG Anclgsis Progrom

f4 eosu I

rnttrrnT( t
i oncl

Sr,rpports meosurement ond interprel-otiorr with Morquette 12SL ECG Anolgsts rrog rclm

Colot Color displcA



rxTernctl oge i(fr -n,rl/uu l-L(Js In exl errrol nTer'r ., Y

TTcnsmts n tCG dotcl trcnsmissio'r vlo seticl ccblr:

XML- forn rt ECG storcge in XlYl- iormci

PDF forrrr t ECG storcqe in PDF formot

MUSEU Ci lrrforrr:otion SUstem Compctib e

Seriol col ECG trcnsmission to lrlUSE Cordiologgt Infttrnrction SVStefil

Seriol ccL ei ECG tronsmission in XML fortnct

SD ccrd rr rterfo ce: Compotible with MUSE v7

SD cord i tertoce: Compotible with Cordiosoft V6 51

:p'ii*r':*ti

FCG stor ge formcrt
GE storooe [ormol for MUSE ond Cord.oSo'1.

XM! storoge formot
PDF storoge formot

PDF frle n me formct:
User-corifiguroble file ncme, which includes potieni lD, secondorg lD, dote of
ECG recordinq dote ond time

rth

Thermol 'inter report formots

1rbU25s
4 b9 2 5s + 1 rhgtlrm leod
4bg3s
4 bg 1Os

Autorhgthm (10-second ECG dotcr for 3 leods)
Printing of 4 bg 1Os or Autorhgthm for obnormol FCG

Continuous 3-chonnel rhgthm

PDF
(A4

repo
formc

formot

4 bg 2.5s
4 bg 2.5s + 1 rhgthm leod
2bg5s
2 bg 5s + 1 rhgthm leod
2 bg 5s @ 50mm/s
4 bg 1Os
Ar rtnrhr rihm /1 2-landl

es

IEC/AHA
10-leod
Electrode
Cnr rntrr t-,

Z-fold onr
Electrode

:cdwire ond electrode odootor sets {user-selectoble)
otient coble (user-selectoble reploceoble leods or frxed leods cobles)
; (disposoble or reusoble, user-selectoblel
nee ifie nnrlrer rnrdc

I Roll poper
creqm z5u ml/IUoe

Power su PU Externol AC/DC odoptor or botterg operotion

xternol rdoptor Specificotions

put vol tqe: 100 to 240 VAC +10%

pul cur ent Moximum 0.64 @ 90 VAC, 0 34 @ 240 VAC

put freq u en cu: 50 to 60 Nz + 3Hz

Output vr It n r'e' IZV + 5Yo

Rnttprr t S recificctions

Botterq tgpe: Reploceoble ond rechorqeoble, Lithiunr lon

Botteru c rpocrtg

7 2V tgpicol, 225 AH xI)%
360 minutes of continuolts operction without recording or
250 ECGs in 2 5 X 4 formot ot 25 mm/S ond 10 mm/mV or
100 minutes continuous rhgthm print ot 25 mmlS ond 10 mm/mv

Rntton i a rnrn o iirre Approximotelg 3 hours from totol dischorge {with displog off)

Heiqht: Bl mm

widrh: 263 nrm

2OB mm

Weight 1 2 Kg incl botterg, without poper

'ECG in PDF formot is not supported in Russion longucgestoroge



-15'C to 50"Ctoroge:

25o/olo 95% RH non-c

?5%lo 95% RH non-condenstng

Pressi;re

700 to 1060 hPA

500 to 1060 hPA

pe CF defibrillotor proof
1 Medicol Electrical Equipment, port 1: Generol Requirements for Sofetg

2.2 No. 601 1 Generol Requirenrents for Sofetg
for Council Directive 93l42lEEC concerning medicol devices

-1 Generol Requirements for Sofetg
-1-1 Generol Requirements for Scfetg Medicol Electricol sgstems
-2-25 Porticulor Requirements for the Sofetg of Flectrocordiogrophs
-2-51 Porticulor Requirements for Sofetg, including essenticl performcnce, of recording ond onolgzing

chonnel electrocordiogrophs
-1-2 Generol Requirements for Sofetu Electromognetic Compotibilitg
-1-4 Generol Requirements for Sofetg - Progrommoble electricol medicol sgstems

-1-6 Gelerol Requirements for bosiclofetg ond essentiol performonce - Collqtercrl Stondord: Usobi

ble AAMI EC-11 requirements ond AAt'41 EC 13 {Clouse 4.2.7 onlg)
Edition 2 0

Closs ll, t
uL 60601
CAN/CSA
CE mor
rEc 6060
IEC 6060
IEC 6060
rEC 6060
ond multi
tEC 6060
rEc 6060
IEC 6060
Meets o

I 111 FleihL;r6, {ioirncng
f l. +4S ['6i. ,35+;1 ) o lnx +.{9 ?61 {i543 23]

w\.'rw,Jsf : ecli i.h cil I s.i:* r'll

@2010 Generol Electric ComPong All rights

Generol Electric Compong right to moke

in specificotiorrs ond feotures sl herern, or

productdescribed ot ong time nohce or

Contoct Uour GE Representolive for mosL currenr

GE ond GE Monoqrom ore

ComponU

of Generol

i\4AC ord !lorquette ond lvluSE

Generol Electric ComponU

I 251, cordiosoft ond HookUp

cenerol Electric ComponU

GE Heolthcore, o division ot

EMEA 2050698-002/0210
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I\nd d i.ni..qA fit 6

Notified Bo{y N" 0459

Fabrigant (nom et adresse) I Manufacturer (name and address)

D6but <ie validit6 I Effective date r June 8n, 2018 (included)
Valable jusqu'au t Expiry date ; June 71h,2021(included)

82OO WEST TOWER AVENUE
MILWAUKEE, WISCONSIN 53223. USA

Cat6gbrie du(des) dispositif(sl / Device(s) category
Equipements de cardiologie et systdmes de surveillance de patients

$ystdmes de surveillance clinique et systdmes de t6lSm6trie m6dlcale
Baie de cath6tSrisme et/ou d'dlectrophysiologie

Moniteurs cardiaques et leurE accegsoires
Moniteurs de surveillance patient

Systdmes d'6lectrocardiographie et de surveillance de patients
Voir addsndum

Cardiolagy equipment and patient monitoring sysfe/ns
Clinical Monitoring Systems and Med ical Te le metry Sysfems

Cat h e te ri zation an d/or El e ctro p h ys iology I ab Sysfem
Cardiology monitors and accessonbs

Patient monitors
He ctrocardiographs and patient mon itoring sysfems

est conforme aux exigenc€s de l'annexe ll excluant le point 4 de la Directiive 93/42ICEE.
LNHG certifies tllat, on the basis of fhe resu/fs contained ln the file referenced P178961-2, the
design, and final tnspecflon - of medical devlces listed here aboved complies with the

g3i/42/EEC, annex ll excluding section 4.

du pn6sent certificat est soumise i une verification p6riodique ou impr6vue.
of the ceftificafe is sub.lect fo periodic or unexpacted verification.

caux €nurn6r6s

ATTESTATISN/ GERIIFICATE NO 755(}
Detivrda & Faris le 1u' juir6 2018,
lssuedrn Paris on June ftt. 2Q18

ATTE$ fiSru Gf; d EC CERTIFICATE
Approbatlon du $y*tdme Connplet d'Assurance Qualit6 / Appraval of full Quality Assurance Sy'sfem

ANNEXE !l excluant le point 4 DirecUve g3l4zlCEE relative aux dltposltife m6dicaux
ANNEX Il excluding sectlon 4 DIRECTIVE S3/42/EEC concerning medicaldevices
Pour Jes disposltlfe de classe lll, un certlflcate CE de conception est requls

For ciass lll deuicss, a EC design cetlificate is required

GE MEDICAL SYSTEMS INFORMATIOI{ TECHNOLOGIES, INq
A General Electric Company, patt of the GE H ealthcare organization
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Glasse'du Dtul

Patient mcnitor, eentral unEt Gentral Station (CSC$) tBb

Fatlent monltor module, multiparameter Failent Data Modul€ (PDM) t!b

Fmtie $t $lcarie#ra$S sy$t*xmJ g*nern$ pl's.Esioiogy' *$ttgte pat$ent B85S tEb

Patienf monttor, multEparerneter eag ltb

PaEEent exl*gtfttclr, multipersg$eter 840 ilb

Patient Monitor, multiparameter 8105 Itb

Patient Monitor, multiparemeter Bl25 ilb

Patient Monltor, multlparameter CARESCAPE ONE ilr,

'Iransportable phplologlc monltoring system V'GO fib

Patient monitor , central unit CIC Fro ilb

Telemetry systern, electrocardiograph &pexP ro Telemetry Syttem ilb

Gl[nical monltorln g $yst€ms Unlty Network lD ilb

*p rd Eau Caf hetar$aatFcet r*o rx ltcri n g c*yst**'t, eardi qc

eleetrcr: fitts6slo8.r* analFle sw?eatt
Maclab tb
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Cardlo!-ab ilb

Candiao Sst$re€erieotEcn men['{sring sysc€mr Sen*lax
eleetro*?rrs$slersv a$'Fatwis swts*lt

ComboLab ilb

*ardia* Satl"r e$erizaii 6n ffi *Flit6ri s: * s${stem, Ga rdia*
electreof:vsholcsv a$sfl ysi* syst*txt

Special Lab l|b

Electrocardiog raph, Holter analper Mars lla

Electrocardlograph, Holter analyeer Mars SPA lla
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Enfenpretive rnu3tFehannel elec€rocardE*grxpit [dAC $S0 l*a

lnfoEnFnetirae rnultishannel slectroeandEegraph mAe 6s8 lla

Enf.erpretive mru[tlchann*1 electnocardlog raph n4A* YU36* E!a

Stress exerc&s€ mcnitening $y$t€ffi, cardla* Gaee Eta
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Efeetrade Pair Responder i*{ernoi 203024S-G01 $Ihr

Contact Paddle, lnternal, Adult 38401 31 9 EFh

Gontact Paddle, Internal, Child, 1 Palr 3840'! 320 iih

Gontact Paddle, Internal, Infant, 1 Palr 3840',tr321 {*h

ldentification du site couvert et des activitds /
ldentificatian of location and activities

CHNOLOGIES, I}IC . 82OO WEST TOWER A

e march6

Desigrl, manufacture and final control
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imita elorii de mdsurare admisd in intervalul:

la 5 - 20 mmHg + I -2,}mmHg;
la20-60 mmHg+l-!0%o;

impul de mdsurare 3-5 secunde;
imentafea 3- V;

ie - AAA;
umf,rul de cicluri de mdsurare pe un set de batert

90-100 grame;

imensiuni totale 170 X25x20 mm.

ermenul de garantie 24luni

f, nu mai mic de 1500,
I



TexrruqecKoe 3aAaH1,1.e Ha ToHoMeTp BHyTpIIrJIa3HOro AaBJI
' BeKo IIn+poBofi uoprau'rBHllfi TfAq-O1

ToHorr,rerp BHyTprrfna3Hofo AaBJTeHLrfl qepe3 BeKo uztpponofr llopraTl4

TfAu-01 "|IPA" npeAHa3r{ar{eH Anr r{3\4epeHrr.s rrcrldHHoro BHyrpilfna3Hofo 4aBneHlr.q (

y 4erefr 14 B3pocnblx 6e: npulaeHeHl4.{ aHecre3l4l4.

1. fizana:oH r43MepeHr.{r BfA c qn$ponuvr oro6paNenuer,t na Alacfrlee or

60 nrna Dr. cr.
itp.a"n AorrycKaeMofr norpeurHocrrr r43MepeHlrfl Bf[ n AIaaIIa3oHe or 5 fro 20 nna

{ 2 nrru pr. cl'., a B nkraila3oHe or 20 rc 60{ 2 nrru pr. cl'., a B nkraila3oHe or 20 rc 60

2. Bpevu oAHofo L{3MepeHlr.fl Bf,{, c,

3. llpu orKJIoHeHIrI{ ToHoMerpa or Bep

rfpeprreucrufi snyr<onoil clrrna:r. 3nyxoeoil
Beprr4Kanu Ha yrnbl MeHee 3o u 6o:ree 50".

HIIq q

HI,II4

fA)

Ao

,/rl

a

VT

OT

4. B KoMrrneKTe r.rMeeTc.s TecT-ycTpofrcrno (sa4arur4r ilaBneH6s.)

pa6orocnoco6nocru roHoMerpa.
5. flo elerrpo6esonacHocTll ToHoMeTp cooTBeTcTByer rpe6oeauuqM fO(

r{ BbrrroJII{eH rro crerleHr4 3aulr.rrbl r434envg. runa B c BHyrpeHHIlM ucroqHlrKoM rI

6. Hanpxn<eHlre 3JIeKTpofIrrraHI4t, B - 3.

7 . Tun 3JreMeHra rrzrraqurs. - CR2032
8. Tox norpe6:renvfl,MA, He 6olee - 1.

9. Kolr.rqecrBo rlr,rKnoB rz3MepeHr4s Fra oAHoM gJIeMeHTe rrl|r'IalJnfl-, He MeHe

1 0 . tr4n r e erc s. uH rLrKar\r4fl p a3p flla 3 JI e M eHTa rrur aHvr s..

1 1. Cpe4Huft cpon cnyx6tr, JIer, He uesee - 5.

12. l'a6apurHbre pa3Mepbl, MM, ue 6olee - 173,5 x 25,5 x 19,5 "

13. Macca, r, He 6olee - 89, 6es sJIeMeHTa nvtrauus - 75.

14. llonepxa ToHoMeTpa ocyrqecTBJlteTc.tr oAIIH pa3 B IoA B cooTBeTcTBI
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Ynaxoera
T
I
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1 6. fapanrufiHoe o6clyxunaHue 24 Mectuut.

1 7. llocrrapanrraitHoe o6c:ryxueaHue.
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Issued T0:

on the babis of our exarnination of the quality assurance system under the requirements of Council Directive
g3l4zlEEC,, Annex V. The quality assurance system meets the requirements of the directive. For the pl{cing on the

netic field
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EC Certificate Production Quality Assur
Directive 93l42lEEC on Medical Devices, Annex V

cE 577L20

Joint Stock Cornpany "Ryazan State
Instrument-Making EnterPrise"
32, Seminarskaya Str.
390000, Ryazan
Russian Federation

In respect of:

ManufaCture, final inspection and test of intraocular pressure tonometers and ma$
therapy devices,
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Directivd 93l4L|EEC on Medical Devices, Annex V
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Russian Federation
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dnexa 3.Dulap de sterilizare GP-40MO

Descriere: Ster.ilizator: cu aer uscat destinat sterilizhrii intrumentelor medicale cu consctruclie int

ihox.

$pec ifi cali a: Ventila{ie for\atd, controlatd electl'ot.ttc'

Qonstrucfie interioard -o!el inox.

donstructie exterioat'd cu acoperire anticoroziv[

$.egimuri de sterilizare plogramabile.

Srotec{ie la supraincdlzire analogical digitald.

Alarma vizuald. Volumul 40 l.

bu*".u sterilizatorului-Sa menlind steril instrumentele in interiorul camerei, sd nu fie orificii cu

dxterior.

Temperatura-s0 - 200'C.

dbaterea temperaturd nu mai mare de 3oC.

$etarea timpului 1 - 999 milrl

dbatere timp.S 1 min.

fimp de incdlzire pind la 180"C.S48 min

$.egirn de sterilizare prestabilite: 180'C,/60 min ; 160"C/150 min; 120"C145 min

fimpul de rdcire < 35 min, pind la 75"C

Deconectare de avariere la temperatura205 - 235"C-

fipul de funclionare fbr[ intrerupere 16 ore.

Rafturi 2, din o{el inox.

ferinte de alimentare l,are\eata electricd: 200-240V,50 Hz'

termenul de garantie 24 luni

ioard din o

es direct



dnexa 4. Dulap de sterilizare GP-80MO

Descriere: Sterilizator cu aef uscat destinat sterilizdtii intrulnentelor medicale cu consctrucfie inte

ihox.

$peci fi calia: Venti laf i e foriat6, contro I at[ electront c'

Qonstruc{ie interioard -o{el inox.

0onstructie exterioald cu acoperire anticorozivd.

$.egimuri de sterilizare programabile.

froteclie la supraincdlzire analogical digital['

^,A.lama vizuald.

iVolumul 80 l. Camera sterilizatorului-

$d rnentind steril instrumentele in interiorul camerei, sd nu fie orificii cu acces direct la exterior'

flemperatura-s0 - 200'C.

Abaterea temperaturd nu mai mare de 3oC.

$etarea timpului I - 999 min.

,$.batere timp.< 1 min.

fimp de incdlzire pind la 180'C.< 55 min

Negim de sterilizare prestabilite: 180"c,/60 min ; 160'c/150 min; 120'c145 min

fimpul de rdcire 50 min, pind la 75"C.

Deconectare de avariere la temperatura205 - 235"C.

flipul de funclionare fbri intrerupere 16 ore'

Rafturi 2, din o{el inox.

Cerinle de alimentare la releaua electricS: 200-240Y, 50 Hz

femenul de garantie 24 luni

ioald din
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e mici de probA. Centrifuga este livratd cu rotol

licalii tn medicind. Poate fi utilizatd cu o serie de

aptoarelor. Adaptoare pentru eprubete de colecta

ml

I eprubete

o rnici de probd. Centrifuga este livratd cu rotor

licalii tn medicind. Poate fi utilizatd cu o serie de

unghiular

a singelui
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meniioned stqndqrd wqs verified by on oudit:

EN l5O I3485:20 I6
The license of certificction is sub[ect to surveillance by MEDCERT'

ThEs ee#lficete is ve[id esnf6$: S9 June 2O2T

Report No.: 3654FSl5F
Process No.: GS -3654

ERT Certificolion Body
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r 20,I
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IUJ

No.: 3Cerlificqte
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r 80803
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herewiih confirms thqt the €ompcny

Andnecs *€efF6cBt Gm"rhFf & €o" KG
F6B"erenstro$$e ??
78532 Yufffif;mgera

Gernrcr^ay

hos infroduced, opplies and moiirfsins o QuolityAssuronce System

for ihe producfs / product cotegories:

€entrfifuges for sepcxrafion o# hlsod cormpornents
fen *rsmsfusiost ptsrposes

The complionce of the Quclity Assursnce System with the below menfioned

requiremerris of ihe €clcrrTeil Eireetive 93/42{EEC was veri{ied by cn oudii:

Annex ll excluding seciion 4

The license qf certificqtion is subiecl to surveillqnce by MEDCERT.

This certifBccte is vo$id unti{: S9 June 2&2e

MEDCERT fdenti

, rl"xK**.,r=sei
Yr.'f4.',. ,.-'<

F *?'K

Report No.: 3654FS15,F
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xa 6.Analizator llematologic automat 3Diff Emerald Cell Dyn
I Specificafia

cianuri)sistenr inchis. Sistem inchis careutilizeaza doar 3 reactivi:diluent,

posibilitate de inchidere programata si inchidere manuala;

Cititol de cod de bate extern, in echipare standard

Intretlnere zilnica si saptaminala: ZERO

mai outin de o interventie service/an

liza, cleaner (reactivul de

de analizd- 3 diff. CD Emerald arclabazatehnologie impedanta electronica pentru diferentierea si PLT si

mar total si spectrofotometrie.

de cur[{ire- automatd.

nala automata. Avantaj:
Mentananta este automata. intrelinerea zilnicI este procedur6 automat6 Ei

Pfocedurile de intretinere sunt memorate in soft-ul aparatului si pot fi prin
nerea

pentru

W-CV

USB pentru

arametri determinafi gi calculafi:
UBC RBC HGB HCT MCV MCH MCHC PLT LYM# MID# GRAN# LYM% MID% GRAN% RDW-SD

ia laboratorului.

DW-CV MPV PCT
itate (probe/ori)- Procesare 60 probe/ora

luarea- automatd
tfigaj graphic. Da, monitor color cu touch screen

.p.it*nie- incorporatd. Aparatul este dotat cu imprimata matriceala sau inkjet cu buffer de memorie si

istem ID pacient d4 posibilitate date demografice

r datalog numeric
o identificare alfanumerica a pacientului PID
r identificare alfdrrumerica a probei SID
o data/ora
o nume pacient
r hemoleucograma 3-part diff
r sistem de flag si alerta

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

histogramelor- da
datelor- da

ibrarea- automatd
istograme: WBC- repartizarea leucocitelor dupE volum
lC - repartizarea eritrocitelor dupd volum
T - repartizarea trombocitelor dupd volum

$area pp ecran a tuturor datelor histograme rezultate grafice rezultale din arhiv[ date de service

Afigarea rezultatelor pe imprimantd - Da -Aparatul are capacitateade a accesa si printa datele in orice

posibilitate de printare automata si legare la o imprimanta externa

Raportul tiparit ( printat) cuprinde:
imitele de refelinta cu atentionari ( flag) pentru valorile care depasesc limitele stabilite;

Are trei sisteme de unitati de masura: USA ( Standard) , Sistem de Unitati Internationale

( SI), SI modificat- mod in mrnol

'ermenul de garantie 24 lunt
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Anexa T.Analuator biohimic semi-automat Stat Fax 1904+

bomeniul liniaritatii de mdsurale: Minim 0,00-3,00 unitdli de densitate opticd (A)

,\curatefea fotometrului : +l- (l% din citire + 0,005 A)

Stabilitate Varia{ia zero nu este tnai mare de 0,005 A (timp de 8 ore)

Furs[ de lumind: Tungsten lampd cu sigulan{e

Lungimi de undd standard: 340, 405,450, 505,545 si 630 nm;

Prelevarea de probe:

polumul eprubetei: 12mm

Volumul minim - tub (12 mm) I ml.

Volumul minim - Cuvetd 400gL.

fmprimanta integrate termica.

Aficaj ....................... LCD

fastaturd 16 cheie. membrand cu buzunare.

Carcasa ignifuga qi o[el.

llermenul de garantie 24 luni
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Q Powererd from the lltat Fax'Chemistry
l\nalyzer.

o Keyboard selectable read volume frotl
250m1to 500 mL.

4 Software controllecl with user pronrpts.

d lrrternal extra-quiet vacuunl pump,

+ All cables and contrec;tors included.

ffi€striiht*t*c$ fuy;

*lu,rr€ AW,\RtNt:,STIl-llr.]()L()(,Y, lnc. PO Box I67(), PalrrCiii,, FL i-199| i,77)'t litlr r)5!1|) iaxi77)) ltll' i-i02')

fro,,,,r€ u,r,[r. httpr/twilir,r,,awa-c-tc,r:lr at)rrr r.'r-trail: inio@aivart-itlci.l ctltt.t

(.< tsl {:.J.fr:'r-:fir <' } >i 1 f }r-'.5rirJl )

o Elir;hromatic optical system with
six wavelengths including 340nm.

s Pre-programmed calculations for
botlr kinetic and endpoint assays.

4 Twelve-stration 37'C incubation block
and temperrature-controlled read cell

+ Eersiy to use with step-bY-steP
prornpting and built-in thermal printer
with grapl-rics capability

4 L-arr3e, non-volatile memory to store
more than 50 curves and test parameters.

{,Jtltiorrs &". Ar ('b'cst}t'ie5

+' tRr;rji-(lheck" to monitor accuracy,
linearity, and repeatability of l3tat Fax"
Chermistry Analyzer.



$tdt Faxu 'l $04 Shemistry Analyaer $pe*i
Photometric

Lineat| Measurement Range:
Photoinetric Accuracy:
Stabilifiy:
Light pource:
Standfrd Wavelengths:

Filter fype:
Tube pize:
Minimum sample volume:

Electronic
DisplQy:
Printer:
KeybQard:
Powef Requirements:

Software

Mosquitot is conrpatible w'ith

with metal base.
s 10 lbs;.(4.5k91).

21mL.
1cm.
Surgical grade stainless.
1mm Pyrex.

12V DCl}.7 Afrom analYzer'
Silicone pinch tYPe.
Piezoresistive brid ge tYPe.

Better than 0.25" Hg.
Self contained.
Stainless conductivitY Probe.

1900 series chemistry analyzers with 12mm rout.rcl reacl celi m;rnufa

Awareness TechnologY, lrrc.

0.0 to 2.5 Absorbance units (A).
+l- (1% of the reading + 0.0054).
Drift of no more than 0.0054 in 8 hours/bichromatic.
Tungsten lamp with lamp saver feature'
340,4O5,450, 505, 545 and 600nm.
(alternate filters available from 340 to 700nm)
IAD hardcoat intederence, 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 AGi 50"6.0H2 (switch selectaQle).

cell i.t:ii,l,,-i

/\^^+-^t tt r^-J, ,l

11.

.\n,trrr!'.\ l1'rlilr]l,lg\ itA(rlti!llit).i!:lfLlla'n.]lrg( 1ll[liIl(']ilill1i1{'llil'rlllrl'11(( ritlf i'l'll\r-:lliillll':r-r\'{)rllrll"

f)r)t ii,il l.t.< Mr,rlel litLrrlr-)4irrl,.,.i\/'l tiOrl



Certificate Number:

9362-7

lnitial Certification

March28,2O12

Certificate lssue Date:

March2T,2018

Certificate Expiry

Match27,202L

President

Intertek Testing Services

1829, 32nd avenue, Lach

Ca na da



Awareness Technologyo fnc.

Declaration of Conform ity

Product identification
Stat-Fax@, Chemistry Analyzer
P1904

Manufacturer
Awareness Technology, Ina.
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

Product name :

Model/Type .

Name :

Address :

Country :

Representative:
Name :

Address :

CoUntry :

tel:
faxl

Avlare>ness Technology, lnc. declares that the product listed is in
the Anne.x lll, essential requirements and provisions of Council Directive:

9Ul9/EC

An( is in conformance with the following standards:

EN 61326-1 / EN 55022
EN 61010-1

Signature
Plape and Date:

sigFature :

Name l

Awaneness TechnoloEy, Inc,

Steve Andrus
Quality Manager

Chris
Com



Anexa 8. Reflecometru URYXXON @ Relax:

Garacteristici

. Eenzi de testale: URYXXON @ Stick 10

. Capacitate: 50 teste/ h
r Memorie instrurnent de 200 rezultatele testelor de pacien{i, inclusiv nume sau ID-ul pacientu

o Interfata lJtilizator: ecran tactil, alfanumeric, protectie cu pat'old

. Computer: Interfata USB pentru conectarea la PC-ul alternativ, interfata RS232 pentru co

2, interfatapentru conectarea tastaturii si / sau cititor de coduri de bare

. Cerinte de alimentare: 110-240 V AC,, automate de operare, alirnentat cu baterie (op!ional),

o Dimensiuni (AxLxI): 20x16x7.5 cm
o Greutate: 0.7 kg (fbrh baterii Ei alimentare)
. Operare: Interval de temperaturS: 5-40"C, gama de umiditate: 20-80% umiditate relativd, filrd
. Calibrare: automata,auto-calibrare
. Termenul de garantie 24 luni

Ia PC si

6AA

condensare,

PS/

i
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ertifdcate
T'he C.ertifE*atistr EodV of

Rheimland LGA Fr*ci#e{s Grnb4-f

i,i:rr ri;i'r

* i.C-t

h*r*by eertifies tlr*i lhe organieation

tVlash ageR & KG
t\$ *'t-E\le tr-

5?3$S DLlren
Deutsct'lla*d

ha* *:u,rbiish*ci and appiies a quality ftanagement sy-:t*m for nredlcal devices

fot th* fnll*wing s$op€:

DlscriPt{on see attechrns{tt

Froofhgsb*enfurnishedthattherequiremerrtsspecifiedin

Cerlifitatian BsdY

Dipf.-lng, $

fi

ruv n*lelniand LGA Fr*d*ets Gnthhf - Titlystra8e 2'$$431 ftiiirr*b
Tel *4g221 00$-l3iJ 635 t4922'! 8eh-3939 ";-mail;cert-validi1}@detrivtami"ttp:lA$'1'{{Xu'r''crflJ$efev

Ehl *SS 1 3495:20 1 6

are fulfilled. The qi.:*lity fiiensg6flnent syst*m is suhjeci tr: yearly surveillance-

Effeetive Date: 2018-08-?1

*ertificate Registiation $lo.; $X 6012$407 0001

An audit was performed. Report Nc.: 212&54?2 003

This C*dificate is vatid irntil: 203il-05-28

kks
Dt u lsche
Akkt*ditj eruilBsstell$
$-:[.{-14169-01-$:

Date 2018*08-31
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medical test $erlFs arid reflecLameters for evaluati
and products fcr hioanalytical sampJ'e preparabion'

SiLes included:

- Val-encienner str. 11

5?355 Diiren, GermanY
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EC Declaration of
nrocedure for EC declaration was established according to the

full quality assurance system according to EN ISO 900'l:2008

Name of manufacturer

Ad d ress:

cdnfirm that the following reflectometer for professional use

Name of product:

Reference number:
'Type:

Registration number:

is manufactured in compliance with the European Directive 98l79lEC.

MACHEREY-NAGI=L GmbH & co KG Neumann-Neander-Str 6-8

Tl''"
d

Amtsgericht Dqren, l-tRA 1 164
sgedcht Dr:iren HRB 526
haflerin:
D0ren
I

52355 D0ren GermanY
: DE122271751

Deutsche Bank AG, Diiren
Postbank Kiiln
CommeEbank Dtiren
Sparkasse Dijrcn

Ust -ldNr
Banken:

FiliraLiorl
Filiration

Rapid Tesis
Schr'relliesl.e

Vvater Analysis
\ ,iasseranaiyti k

ChronratogEphy
Chrilrnatognplrje

c€

Conformity

MACHEREY-NAGEL GmbH & Co. KG

MACHEREY-NAGEL GmbH & Co. KG

Neumann-Neander-Strasse 6-8
D - 52355 Dueren
Germany

URYXXON@ ReIax

930 88

URINE MULTI-CONSTITUENT TEST

EDMS 11-70-02-02-00

DE/CA2 1 /MAC H EREYi2OO3/1 1 /IVD/O

Dueren, 27.08 2014

rm rty

IVD directive 98l79lEC on lhe basis of
and EN ISO 13485:2012+lc'.20j2.

I

1'

(ew
i.A. Markus Meusel (OAM, Reg Affairs)

fel . +492421 969-0 Fax:

(BLZ 395 700 61) 8020786
(BLZ 37O 1o0 s0) 2275e502
(BLZ 3S5 400 s2) 4370300
(BLZ 395 50',1 10) 42300608

TRIPS



UnYxxoN@ Relax

URYXXONU Relax - automated

fnstrument memory

lntedace

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, bu

health care professionals and patients'
URYXXON@Relax readings eliminate the subjectivi
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,

ITechnical data and ordering information

tTest strips URYXXoN@stick 10

papacity 50 strips/h

Polver requin:ments

Dinnensions

We,ight

Operation

Re1'erence

200 patient test results including rrame or patient

User: Touch scre€|n display, alphanurneric input,
password protection,
Computer: USB interface for connection to PC

alternatively RS232 interface for connection to PC

and PS/2 interface for connection r:f keyboard
and/or barcode reader

LIO-240 V AC, automatic,
Battery powered operation (optional) with 6

AA batteries

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

Weight: 710 g (1 90 lb)
(without batteries; and power supply)

Temperature ran!le: 5-40 oC (41 oF-104 oF),

Hurnidity range: 2-0-8006 relative lrumidity,
no nco ndensi ng,
Calibration : autornatic, self-calibrating

93088



nexa 9 Microscop biologic, XSZ-PW207

\Iizualizarea capului: Microscop biologic cu cap binocular seidentopf, interval de reglare

48:lSmm. rotire 360 o a tubului ocular cu inclinare la 30 "

i interpupi

0cular: WFl0X;
$.evolver- pentru 4 obiective, Click-stop;
Obiective: Obiective Plan Achromat: 4x, 10x, 40x, 100></Ulei,

f reapta :miscare mecanica dub la: 1 4}mmXl 32mrnl7 5 mmX4 5 mm

f'oclsare:Ajustarecoaxial asprasi fina,Distantadefocusare30mtl ,Intervaldefocusare0.00
Condensator: Abbe Brightfield cu diafragma 1,25, cu diafragrrd iris Ei filtt'u.

iluminalie: Lampdcu halogen 6Y I 20W sau LED 3W, luminozitatea reglabila

,fl.ccesorii standade: Lampa 6Vl20W-1buc; filtru albastru -1 buc'ulei de imersie -1 buc;

Accesorii optionale: cap trinocular; set contrast defaza (10x,20x,40x, 100x); Condensator de c

$au ulei);

inchis (
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QUALITV MANAGEMENT SYS ry1":":l'

CERTIFICATE
Certificate l{o' GSl'8SQ3281 2R0S/3302

We herebY certifY that

t{ingbe ProWay CIptEcs & Eleetronics
Unified Social Ciedit Code: 9'!330212573S7706XW

\to.301 Jingu Middle Road (west), Yfnzhou Disirict, Ningbo city, Zhejiang Province, c

bY reason of its

Qual itY [Vlanagement $Ystem
has been awarded this certiflcate for complianco with the standard

GB/T 19C01-2016 / ISO 9001:2015
TheQua|ityManagementSyslenrApp|iesinthefol|owingarea:

' Production and Seniice After Sales of Microscopes

certified since; March29,2$18 Va|id from: Ilfiareh?9,2o13 v3|id unti|l trilarcft*8'

After a surueillance cycle, the ce{ificate is valid only lvhen used together with an Acceptance Notice of Surveillance Audit
'" 'Pleese 

access !tuww'cqc coln'cn tor checKing valldity o{ the certificate'

This certif:cate and its retevant information can qUery in the website of CertinGation and Accreditation Admini$tfation of the

Republic of China ( www-cnca'gov'cn)'

T SYSTEi4

d bY: WaEs Kejiao

CF{ EhtA Q&iALITV CERTE F$CAT$G?'i CEI{TRE
Sccrion 9, No.l88, Nunsitluan(the Sollth i::ourth Iling Ror.l) Xilu(Werit ttord). Bcijing 10{X)l{)'C'htnlt

http:'ryuw'u'uqc (on) rll 
, , ,::...-::.-....; *... .. :, , -

-,.,1,.. : .i.e- ils$1034'



CERTIFICATE ', t.ti,
\Ll'

einland

of
Low Volt*ge

ffieg&stratior"r FS*":

Report N*.:

ConformEty
DErectf,ve 2014/35/EU

AN 59347784 S003

'l{$7G5948 002

Flolder

This
Technical
t{}sted
Vo!tage
an* does
a$tho
Afinex I

-l:.SZ PLr if6
)i3I' Flf ii rr 5

?1.; .in50al-:
{Pta).I^u'a.,/l

;,Z-?tt;:q1
..L i:i li - :r-;') 12 (l 

-i

],.1 - i: i{,5 i t.) ll i;'-'

t\iimgbo FroWay Cpt$cs 8i Electronics
Go., l-td^
N*.30'{ Jir*gu E\fi6d*te Road{weet}"
Ylgrzh*u Envestrr'le*t & BusEmess
of f\linEbo
3"8 51 04
P.R. Chis-na

(Biological MisroscoPe)

li;i ; t;^r 1,1 .: ): 
-L-l !t; Pl! I i.i 9

ii;1-:':,1:,-la Pin-Bii2;0lj
!-'l'; - j:l11! i tli iii Cr, |.1 - :rrlJ;l;'r il

Sel-:af lic.: La".
Rem"-.r.lr: E.ef=.v to test rE:rcri: I4?ilft943 8'1-aOZ fo:: oet-a'i

icate qf conf*rmity is based on En evaluaticn sf 6 sftri-Nple sf the above mentirined p

Report an6 rlocuntantation are at the Licence l-iolder's ctisp*sal, This is {o certify thaReport and rlocuntantation are at the Lrce$c€ tlolcer s $aspssal' !illli rs Lt'! (;tttlttY r

rple is (x eonformity with Amraex I of Souncll Direciiive 2{}14't39ftU, referred tr; {,s
irective. T'his sertificate doas not ia*ply asss$$rnent of the senies-pneduction of the

not perrni{ the use of a TLiV E}"rei:':tand rnark of c*nfern-:ity Tt':e hclder of tlre cerl

the'
ILOW

t.! u:i{} ttris certific*te in cennelctio$ 'tr",i{h the Ee de*l;;ratiq:n o{ coni'ormit}* accofdii'!g

o{ ttre Directive.

Certificaticn Scdy

"Jianzh*ng [Vico

einland LGA Froducts Gsr:bH TltlystraBe 2 - 9043'E fil{irnruv
CE marlcing may b9 usad. if ati relevdnt and effsctive EC Bi:retiltes ate compliad
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