OPOTOIMPAPUNYHECKUE N3OBPAXEHUA

MEANLWHCKOIroO U3AENNA

AHANN3ATOP ABTOMATWYECKUI ANA ONPEAENEHNA
CKOPOCTU OCEAAHWNSA 3PUTPOLIUTOB (CO3) ROLLER 20,
MOJE/Ib ROLLER 20 PN C MPUHAANEXHOCTAMMU

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



®oT10 1. AHanmM3aTop aBTOMaTUYECKUIN Ans onpeaeneHns CKOpoCTu ocefaHus
aputpountoB (CO3) ROLLER 20, mogens ROLLER 20 PN ¢ npuHaaneXxHocTamm

(Hymepauns NpUHaANEXHOCTER COrnacHoO NepeyHto).
& 000 LIUPMM 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



®0T0 2 AHaNM3aToOpP aBTOMATMYECKNIA ANt onpefeneHnss CKOPOCTH 0CeAaHus

& 000 uMPMu@ﬁﬁéamﬁﬁéTw?vWthlgz\nﬁv’r?A}Jzﬁ@ LLER 20, mogen> ROLLER 20 PN. Bug cnepegu.



®oT0 3 AHannM3aTop aBTOMaTUYeCKUA A4N18 onpefesieHnss CKOPOCTU ocefaHus
aputpountos (CO3) ROLLER 20, mogens ROLLER 20 PN. Bug c3aan.
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Ja

él,& RO L L E R 20 {01)0 8056040 14034 5

REF S| R20-PN A
s R202278PN2 qai
2022-04-20 o

115/230 V- 50/60 Hz 115/150VA mli

“A3- (x2) T2A L 250V 5x20mm 16 kg

(for USA and Canada 115 VAC only) w  Dimension* (IiW iH)
24x39x46 cm

(pour USA et Canada seulement a 115CAV)
~"ONIY (USA)

AHfax Srl
via Marano. 30 * 33046 IVD )
mJ NIM1S <UO) * ITALY Made in ITALY

T

®oT0 4. OpurnHanbHaa 3TUKeTKa Ha aHanmn3aTope.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



—j AHanusaTop aBTOMAaTMYeCcKuii ans onpeaeneHus

Ak[  ckopocTu ocepaHus aplatpounto0 (CO3)  ir/ri
-J ROLLER 20, mogenb ROLLER 20 PN VIZJ
ReEg Ne no katanory SI R20-PN CI:

CepuiiHbIn HoMep: R202278PN2

2022-04-22 CpenaHo B NTanuu
PY NedC3 2010/06240 o1 XXXXX

AnelaponutaHme~116/230 B,5(V60 'y, 11519D BA
Armdpakc C.p.n. FOp.aapec Armdpakc C p i e
Brvia MepaHo, 30,33045 Bwa lMNetpapka, 2/1,35020

m 1 Hummc (YD), Ntanusa MonbBepapa (M4), Ntanus

YMO/IMOMOYBHMbIA npsacTBUKrens MOrOrOBUMBIA B P®- OO0 'AnndBK™
125367, r. MockBa, yn. Nabpuyesckoro, A.b. K 1, KomHaTa 4-6,21-22, St
nom 1 «f7(496)-644-6&-66, Info.rusBIBQBIlIfax.com

®oT0 5. JonoNHUTeNbHAA PyCCKOA3bIYHAA 3TUKETKA Ha aHanmM3aTope.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



®oT10 6. Kabenb nutaHus.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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®oT10 7. PesepByap ANnA NPOMbIBKU.
& 000 LIUPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU

Wash tank
R6servoir de lavage

Min level 100ml

It Is recommended to fill

the wash tank before readiing the
black line level

Niveau minimum 100 ml

On recommande de remplir avec
de I'eau distillSe avant de rejoindre
le niveau Indigu” par la ligne



®oT0 8. PesepByap 419 OTXOAO0B.
& 000 LIUPMM 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Bio Hazard
Risque biologique

Max level 350nd

It is rBoormmended the repiacermenl
of the waste tank at the reaching
to the black line level

Niveau maximum 350 ml.

On recommande le remplaocement
du rteervoirquand on reJolnt

ie niveau Indiqud paria Hgne nok

S1205801
Waste tank
Reservoir de coUt
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®oT10 9, Tepmobymara B pynoHe.
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®oT1o 10. lNpenoxpaHuTenu.
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@®oT10 11. YHuBepcabHaa cMapT-KapTa Ha 1000 TecToB.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Ilr



S1195.904 o
SR UNIVERSAL CARD ;-

4000 credits
OO Alifax Russia *
TEST1 family analyzers "

doT0 12. YHUMBepcanbHaa cmapT-KapTa Ha 4000 TecToB.

& 000 LMPMM (2] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU
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S1195.910
SR UNIVERSAL CARD 1

000 credits
OO0 Alifax Russia

TEST1 family analyzers
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@®oT0 13. YHuMBepcanbHaa cmapT-kapTta Ha 10000 TecToB.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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S1195.920
SR UNIVERSAL CARD |

K

O0O0 Alifax Russia =~

TEST1 family analyzers

®oT0 14. YHMBepcanbHaA cmapT-kapTa Ha 20000 TecToB.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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dot0o 15. Ctunyc.
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doT1o 16. AganTep 4na neanaTpUyecKux npodupok
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USKK
M ANIiIJAILOKIISO

MANIMXITKNT®"?

MANDAI- OO IISIIAKIO
MODF D'F.MPI Ol

rerl”™~"7.Exknn;<'>pl>n

roller 20PN

Sty

®oT0 17. PyKOBOACTBO MO 3KCMyaTaumm Ha 31eKTpoHHOM HocuTesne (CD-aumcke)
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EU DECLARATION OF CONFORMITY

Code ESR.0eCO.SIR20PN.ROLLEN20.2-0.EN 2022 0S-26

The Manufacturer

Manufacturer Nome/Reqistered trade Name ALIFAX S.R.L

Address Vio Mcrano 30
33045 NIMIS (UD)
ITALY

declares on his own responsibility thot the following device:

Product Name and Product Code ROLLER 20 [ SI R20-PN

intended Purpose ROLLER 20 Is on In vitro diagnostic automotic onalyzer for the
guantitative determination of Erythrocyte Scdimentotlon Rote (ESR) in
human blood samples with EOTA from adult ond pediatric patients with
suspected
inflammation.
ROLLER 20 provides results to Inform clinical monagement for serious
and non-scrious conditions that require further diognostic Investigations
and evaluation of the clinical status.
The physicion performs his/her expert evoluotion on the informotion
provided by the anolyzer thonks to his/ her professional knowledge,
competence and skills as per the local law.

Basic UDI-DI 805604014S1R20.195.804DA

Risk Class Class A. according to IVDR 746/2017.

complies with the General Safety ond Performance Requirements of the Regulation 747017 related to the InVitro
Diagnostic Medical Devices (IVDR).

We dedore also thot the device hos been designed ond monufoctured in conformity to die below;

Harmonised Standords  ENISO 13485:2016 All:2021: Medical devices - Quality monagement systems -
Requirements for regulatory purposes
EN ISO 14971:2019; Medical devices - Application of risk monagement to medicol
devices
EN ISO 15223-1:2021: Medical devices — Symbols to be used with medical device
labels, labelling and informotion to be supplied
EN ISO 18113 -1:2011: In vitro diagnostic medical devices - Information supplied
by the monufacturer (labelling)
EN ISO 18113 -3:2011: Information supplied by the manufacturer (labelling) - Port
3; In vitro diagnostic Instruments for professional use
EN 62304:2006+Al1:2015: Medical device software - Software life cycle processes

Technical Standards IEC 62366-1:2015: Applicotion of usobility engineering to medicol devices
IEC TR 62366-2:2016: Guidance on the applicotion of usability engineering to
medical device
IEC 61326-1:2012: |[EC 61326-2-6:2012: Electrical equipment for measurement,
control and laboratory use - EMC requirements
IEC 61010-1:2001: [EC 61010-2-101:2002: Safety requirements for
electrical equipment for measurement, control, ond iaborotory use

Other Directive 2015/863/EU (RoHS3)

The device has been CE Morked as IVO Medicol Device according to Article 48 (10) of Reg. 746/2017 (IVDR).

OPGT0130-Ed IRev !+ 2022-03 30 Pag Idi2
Entered m Podova eocnponte« register ot the n 04337640280 Comparry sock 10000000 enbrety depewted
Comporty wnh Stogie porti>erond subiected to direction er>d coordtrtotion of AMox Koide>g $ pA
CCopyoght 2022. Oocumenio tegreto non divutgobile o terei d>propnetd esdusrva dt AUEAX Sr | Ogru d ntio r.tervoto
~Copyright 2022 Tbs documentit cxdutrve property of ALIFAX SjJ conlkknobl and not freety diKiosobie ADitgnts retitved

MhnTn 12 MNovnanaiia e
& 000 LMPMK (@] INFO@CIRMI.RU @WWW.GUSZI]RAVNADZUR.RUQOTBeTCTBMﬂ'



\ Aln INSTALLATION REPORT
for ROLLER 20 - SI R20-PN

P¥ 20 Sffvciitr »inco JOii t/H

Dear Distributor,

You are kindly requested to fill-in this form during the installation and return a copy within one month
since the Installation to:

export.tech@atlfax.com

Allfax S.r.l.

Via Merano 30 - 33045 NImls <UD) « Italy
Tel. +F39-0432-547454

Fax: +39-0432-547378

IMPORTANT NOTES:

Warranty expires 12 months nftor Iho Installation dato written on the present Installation
Report duly filled In all Its parts and rolurnod to Alifax If a copy of the report Is not received
back within one month, warranty will bo Invalidated

It is Your responsibility to verity that lho device is properly Installed and operates correctly

and safely by filling this Installation report and to keep such installation reports together vrilh
the related tests performed.

DISTRIBUTOR: COUNTRY:
INSTALLATION SITE: INSTALLATION DATE:
INSTRUMENT: O ROLLER 20- St R20-PN SERIAL NUMBER:

SOFTWARE VERSION (please see the print out):

This document is divided In two parts: the installation report module (part one) containing

installation qualirtcatlon and operative qualification checklist and the installation procedure; the
first one must be returned to manufacturer.

* Installation module as well as check list MUST be sent back to manufacturer by email

Please register at httD://www.aUfax.com/ in order to obtain the latest version of the USER MANUAL
and SERVICE MANUAL related to the software version installed on the instrument.

®oT0 19. MHcTannsaumoHHas gopma.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



FASCICOLO APPARECCHtO (Device history record)

ROLLER20PN2 s.n. R202278PN2
PPRImm f'nnv flcKrich" 'Re\ 4 2(UH

norma EUROPEA STANDARD;
EUROPEAN STANDARD

PROVE ELETTRICHE INDIVIDUAL) St |APPARECCH

ELECTRICAL ROUTINE TESTS ON EC y|pMENTS IEC 61010-1:2010 Annex F

Stumento utilizzato per to mlsu re:

1 : p— Aitri standard: CAN/CSA-C22 2 No 61010-1
Test instrurnent id Ollier sld CAN/CSA-C22 2 No 61010-2-081
ULGI010.1
Conformila’
TESTS @ 230 Vac Egizmg:g? Rang}ig‘} ntctr:grl]toezlono Valoro misuril_too Compliance
P! ¢} Measured vatli SIVos NO/No
A >Condizioni amblcnlali Tomporalura 15-35'C. 25*C
Environmental conditions Umidita’ < 75% 41 %Rh X
8 « Conduttore dl protcziono Ohm 01 .
PE Continuity test al25A <0. 46 mOtim X
C « Rlgldita* dielettrica 2220 Vdc
Dielectnc sirenghi for 2 sec. <10 mA HIA X
D ¢ Resistcnxa di isolamento Ohm
Insulating resistance At 500 Vac > 2 Mohm 40.96 MOhm X
Esito prova X
Routine Test result
al | Vai ) Conformita’
Parametro Range dl accettazlonc aiore misurato Compliance
TESTS @115 Vac'
Parameter Accept range Measured value Stives NO“No
A « Condizioni ambientall Temperatura 1S-35'C. 25 *C X
Environmental conditions Umidila' <75% 41% Rh
B « Conduttore di protezione Ohm <0.1 mOhm
PE Continuity test at25A !
C +Rigidita’ dielettrica 2220 Vdc <10 mA N/A
Dielectric strenght for 2 sec.
D - Resistenza di isolamento Ohm >2 MOhm MOhm
Insulating resistance At 500 Vac
Esito prova
Routine Test resuft

*Test previsti solo per strumenti dotati di circuito di alimentazlone a 115 Vac diverso da queilo a
230 Vac e selezionabile tramite cambia-tenslone manuale: Testi (S| 195.2xx) e Roller 20 (SI R20-LC).

* Test are mandatory only for instruments with 115Vac power supply circuit different from 230 Vac one and
selectable by manual power selector: Testi (SI 195.2xx) and Roller 20 (SI R20-LC).

Data 28104/2022
Dale

Matrico

la 69 Operatoro PanarelU Gabriele
Operator

Register rfo.

L

ALIFAX Sri - Manufacturing Plant - via Merano 30 - 33045 NIMIS (UD) ltaly

@®oT10 20. TeCT 3NeKTPUUYECKMX NapaMeTpoB.
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FASCICOLOAPpPARcgruTp”
DEVICE HISTORY RECORD ~

s.nSaig"aggai™Commessa Wb Order).5«a.

DESCRiaONE
BOARD NANe

SCHEOA ALIMENTATORE
Power Switching board

SCHEDA INTERFACCIA UTENTE
User Interface Board

GRUPPO CPS (lato emottltoro)
CPS e3rovp (emitter side)

N*2PZ

(no. 2pcsl
SCHEOA ANALOGICA
Analogical Board

N*2PZ
(no. 2 DCY)

SCHEDA CONTROLLO ROBOTICA
Motor Control Board

SCHEDA COMnH1CA2IObIE
(Communication Board

GRUPPO SIRMGA
Syringe Groip

SCHEDA DUAL CPS CONTROLLER
Dual (CPS Controller Board

SCHEDA SENSORIPOSI230NE
SIRINGA MANUALS (10PN/20 PN)
Manual Syringe position sensor Board
(only10PN/20 PN)

SMART CARD READER

0a05.05.03 M «2n

Data PRD (Pp

CERTIFICATO DI COLUUDO ROLLER20PN

jolteT20PN PINALTEST REPORT

CODICE
MATRICOLA
PART CODE SERIAL NUMBER
HSRW-IS*
4011 /
205,001 NoB\.rcc\b
mz05.5002 W N | I LU LU L
1B2055002*5499 M2055002*5488
205.011 .
L filsof
205.002 00Z0t"ZtoOSo
205,003 COSDSZzzoOliz
M20S.02.00
205.017
205.010
G205.006 o2fuyorw 5°r.

E~"ARATURA CPS
CPS Calibration

COLLAUDI

~R OV A DI FUNZIONAMENTO OPERATIVO

NOTE

Vertnea”dsk)
Revision Che*

VoriRca rovislo
Revision Che

Vodficaro”slc
Revision Che

Veilflca™"sic
Revision Che

Verflica®dsic
Revi*nChe

Verifica revisk
Revision Che

VeriGea révisk
Revision Chd

EL
Veriftca revisk
Revision Ch(

k

Verifica revisl
Revision Cbl

'[BINSEH mENTO E VALUTAZIONE DEI CORRETTI PARAMETRI DI SETU
Setup default parameters check

NOTE f
SICER

Approvalo dal Responsablle Produzlone Strumenti (Inslrument?

oronvrieht 2021. Documcnto scgreto non divulgal

M»:.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

rih'TtanainO"c MO ZT. PWMA/SIgnalure_

cf AHPAY Ur |

CHE T1AT11ICONTROUI INTERNISONO STATI SUPERATI CON ESTTO POS
CERTFY THAT ALL INTERNAL CHECKS WERE POSITIVELY PASSED

lan

bUc a icrzt. di propricli esclusivadi A L I

@®oT10 21. CepTUdWKaT BbIXOAHOI0 KOHTPONA KaYecTsa.

d//uyllo?/

U:<i0:30

ROLLER 20 Plus Nffdir
nio-o0s.opf.oo

niO.UI-0S.00C

o ftor V. 2021 !1:Vi:22

e SM 7278

fiuuc MT

HPINTFIMNCF

IMPNING: 30000
KRINTENANCE COUNTHA: 0
washing tirv: &

PRINT DURING ANALYSIS: ON
PRINT EXPANDED TEXT: ON

2 CPS On Board: ON
MEC G» Board: CFF
Pediatric sanoles:
Test Mode: OFF

I ER - 200
| Clobal count ESR: 0

ntOHOT 05.000

Dec 01 2020 13:00:54
HiKing cycles: 200
HiMing speed: nediun
flutonatic sanple ul: 175
Manual sanple ul: 100
Steps UP:

Steps up wash: 4500
Tube offset: -14

Syr fast: OF
Centrifugation cycles: 30

O

INTERNAL CIRCUIT
N10ANA03.100
Hay 31 2013 17:52:25

REFERENCE: EOT/
BY EDIA:  1.4456
HI: 1.4476
HF2: 1.4435
OFFSETI:  -?7.32
QFFSET2: -75.59
3/.0 (3/)

Wit not ok: 2
T.100 SEMSI: 3815
T.100 SENS2: 3834
T.100 STOP: 3802
QAC SENSI: 509
DAC SEKS2: 476
QAC STOP: 509

EXTERNAL CIRCUIT
R10hnNA-03.100
Hay 31 2013 17:52:25
REFERENXE: EOTA
BY EOTA:  1.4335
HFI:  1.4362

HF2: 1.4308
OFFSETI:  -94.15
OFFSET2: -71.34
37.1 (37)

tiash not ok: 1
T.100 SENSI: 3795
T.100 SENS2: 3796
T.100 STOP: 3806
QAC SENSI: 506
QAC SENS2: 491
one STOP: 412

R10H-04.028
Aug 08 2018 08:43:53
RS232: ND HUSL
Uistruneiii: 1
ru’inglO: QN
MCK ON
QAYER

: OF
TIMEQUT UABT: 2
MAX AMEMPTS: 3
Do on tineout: ON
6 paraneters: OFF
Curve paraneters: OFF
Send kinetic: OFF

000 ftltfax Russia
<10000153)

Old code (0k99)

Exp old 31/12/19

SH To Disable: OFF

Credit from Old Card: Z000QO
Uer*ion Of2-DIDO

N2



d0oT0 22. YNaKoOBOYHbLIN NIACT.
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' INNOVATION

/
INMOVATIMH -
N4> IKAOVALTI
"EE e "« MOVATIOH
N
roller 20 cc
® SIROPN oS A(«»'
[H] R0278PHHR2
« ,.4
fIRMWAM VIHSION: K-AQ pS CI.T (e,) P
OeSTINATION: OO0 AUFAX
lelr =1.r iN**7"*»
K Ce€ h:
aoaumaoMy  afpuctom agaoauOa Tyl
T m

VMUmM @HROLER 20, knn RALER20AMN T

LI IREF]  Ninoei SiR2(H>N
U li QUM kvip RAZZIERN2 -4
PYN*«a 201004240 O XXX rea
MRIHOReTH ip
IEiIIISHDb:: corge T
* 5]
),%)".1*. 1.<m%£t>f(“*mmo*.ri¥; Whie* «LUMM
1 .

SKB3 MG ren! -

®doT0 23. BHelHAs/TpaHCNOPTHAsA YrakoBKa.
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m/V\

AL

FA CE wp

ROLLER 20
ALY
REF  SIR20-PN D U ;ElyforUSmarket
SN R202278PN2

m20*C/-4*f-n

9S%

FIRMWARE VERSION: ~/<0. 0S.0Q'C C&)

DESTINATION: OOO ALIFAX uDI
1 B AWo« S /I o MU
Mfrom» M « IXMS 2022 04-20 0 Joaw s
NMfUOI-ITAIV }M)) L|2.|2%2>?>2
AL

FA C€ IVD

A-BIVeEaTop aBTOVEIVMECKAA [A ONPEIR BHV/R GKOPOCT QORpH/M

spmpoyes (@09 ROLLER 20, mopb ROLLER 20 PN 15
REF  Nero k3r. SIR20-PN

SN aquisin Hong R202278PN2 20+C -»

PY N90C3 2010706240 o1 XXXX roga

MPEAHA3HAYEH A/1A:

m Anundm Cph. PJ

B13 Map3no, 30-33045 AJIE4  2022-04-20 UbDI
HEE HAwC YL UTAME |

YNO/LLOHO4EHHb I MPCAA00UTO b Npoto3oauTesis e Pd

All

000 « A/IUBAKCE. Anpec: 125367, r. MocMm, Y. TIGHEAQC0MO. a 5. k. |, kohh.a-S, 010510 wam i
21%22,3->T, MOH |, TonedoH # 7 (495) 544-50*55, TT0.ryv* opAVIAK coT 21 wanT$2
y

@010 24. MapK1poBKa BHELLHE/TPaHCNOPTHOW YNaKoBKW.
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