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ФОТОГРАФИЧЕСКИЕ ИЗОБРАЖЕНИЯ

М ЕДИЦИНСКОГО ИЗДЕЛИЯ

АНАЛИЗАТОР АВТОМАТИЧЕСКИЙ ДЛЯ ОПРЕДЕЛЕНИЯ  

СКОРОСТИ ОСЕДАНИЯ ЭРИТРОЦИТОВ (СОЭ) ROLLER 20, 

МОДЕЛЬ ROLLER 20 PN С ПРИНАДЛЕЖ НОСТЯМИ



Фото 1. Анализатор автоматический для определения скорости оседания 
эритроцитов (СОЭ) ROLLER 20, модель ROLLER 20 PN с принадлежностями 
(нумерация принадлежностей согласно перечню).
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Фото 2 Анализатор автоматический для определения скорости оседания 
эритроцитов (СОЭ) ROLLER 20, модель ROLLER 20 PN. Вид спереди.
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Фото 3 Анализатор автоматический для определения скорости оседания 
эритроцитов (СОЭ) ROLLER 20, модель ROLLER 20 PN. Вид сзади.
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ROLLER 20
SI R20-PN 
R202278PN2 
2022-04-20

115/230 V - 50/60 Hz 115/150VA 
- ^ 3 -  (x2) T2A L 250V 5x20mm
(for USA and Canada 115 VAC only)
(pour USA et Canada seulement a 115CAV)

mJ

{01)0  8056040 14034 5

AHfax S r I
via M arano. 30 * 33046  
NIM1S <UO) * ITALY C€ IVD

A .
□ a i

^  I

l i

■li
16 kg

w Dim ension* ( liW iH )
24x39x46 cm

^ O N IY  (USA)
Made in ITALY

-r :•

Фото 4. Оригинальная этикетка на анализаторе.
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REF

—j Анализатор автоматический для определения 
/  скорости оседания эр14троцито0 (СОЭ) ir^ r i  
-J  ROLLER 20. модель ROLLER 20 PN VlZJ

CC
ROLLER 20, модель 

№ no каталогу SI R20-PN

Серийный номер: R202278PN2

2022-04 -22  Сделано в Италии
РУ №ФСЗ 2010/06240 от ХХХХХ

m i

Элв1аропитанив~11б/230 B,5(V60 Гц, 11S/19D ВА
Алифакс С.р.л. Юр.адрес Алифакс С р л •
Виа Мерано, 30,33045 Виа Петрарка, 2/1,35020 
Нимис (УД), Италия Польверара (ПД), Италия

УПОЛМОМОЧвНМЫЙ првдствиигвпь И9ГОГОВИГВПЯ в РФ- ООО'Алифвк^ 
125367, г. Москва, ул. Габричевского, д.Б. к. 1, комната 4-6,21-22, S^t, 
пом 1 •f7(496)-644-6&-66, lnfo.rusBlBQBllfax.com

Фото 5. Дополнительная русскоязычная этикетка на анализаторе.
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Фото 6. Кабель питания.
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W ash tank  
R 6servoir 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 Indiqu^ par la ligne

Фото 7. Резервуар для промывки.
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Bio Hazard 
Risque biologique

Max level 350nd
It is rBoommended the repiacemenl 
of the waste tank at the reaching 
to the black line level
Niveau maximum 350 ml.
On recommande le remplaoement 
du rteervoirquand on reJoInt 
ie niveau Indlqud paria Hgne nok

SI205801 
Waste tank 
Reservoir de coUt

Фото 8. Резервуар для отходов.
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Фото 9, Термобумага в рулоне.
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Фото 10. Предохранители.
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Фото 11. Универсальная смарт-карта на 1000 тестов.
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Фото 12. Универсальная смарт-карта на 4000 тестов.
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ESR UNIVERSAL CARD 1Ф10000 credits 
ООО A lifax  Russia

TEST1 family analyzers
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Фото 13. Универсальная смарт-карта на 10000 тестов.
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S1195.920
ESR UNIVERSAL CARD IФ20000 credits 
OOO A lifax  Russia

TEST1 family analyzers
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Фото 14. Универсальная смарт-карта на 20000 тестов.
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Фото 15. Стилус.
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Фото 16. Адаптер для педиатрических пробирок
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Фото 17. Руководство по эксплуатации на электронном носителе (CD-диске)



EU DECLARATION OF CONFORMITY

C ode E S R .O e C O .S IR 2 0 P N .R O L L E n 2 0 .2 -0 .E N 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 

quantitative 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 805604014SIR20.195.804DA
Risk Class Class A. according to IVDR 746/2017.

complies with the General Safety ond Performance Requirements of the Regulation 7 4 ^ 0 1 7  related to the In Vitro 
Diagnostic Medical Devices (IVDR).

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

Harmonised Standords EN ISO 13485:2016 A ll: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+Al:2015: Medical device software - Software life cycle processes

Technical Standards lEC 62366-1:2015: Applicotion of usobility engineering to medicol devices 
lEC TR 62366-2:2016: Guidance on the applicotion of usability engineering to 
medical device
lEC 61326-1:2012: lEC 61326-2-6:2012: Electrical equipment for measurement, 
control and laboratory use - EMC requirements 
lEC 61010-1:2001: lEC 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).

O P G T 0 1 3 0 -E d  IR e v  ! •  2 0 2 2 -0 3  30
Entered m Podova eocnponte« register ot the n 043Э7640280 Comparry яоск 10000000 enbrety depewted 

Comporty wnh Stogie porti>er ond subiected to direction er>d coordtrtotion of AMox Koide>g $ pA 
CCopyoght 2022. Oocumenio tegreto non divutgobile о terei d> propnetd esdusrva dt AUEAX Sr I Ogru d ntio r.tervoto 

^Copyright 2022 Tbs document it  cxdutrve property of ALIFAX Sj J сопГккпоЫ and not freety diKiosobie AD itgnts re^itved

P a g  l d i 2

Фото 18. Декларация соответствия.
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\ AL
FA? INSTALLATION REPORT

for ROLLER 20 -  SI R20-PN
ЙР¥ 2 0 Sffvcii^r »inc0 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 NImIs <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 Iho 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: □  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.

Фото 19. Инсталляционная форма.
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FASCICO LO  APPARECCHtO (Device history record) 

R O LLE R 20P N 2 s.n. R202278PN2

PROVE ELETTRICHE INDIVIDUAL) St 
ELECTRICAL ROUTINE TESTS ON EC

JGLIAPPARECCHt
UIPMENTS

PPRlmm
n o r m a  EUROPEA STANDARD; 
EUROPEAN STANDARD

f'nnv flcKrich^ ’Re\ 4 2(UH

lEC 61010-1:2010 Annex F

Stumento utilizzato per to mlsu 
Test instrurnent id

re:
STC01 Aitri standard: 

Ollier sId
CAN/CSA-C22 2 No 61010-1 
CAN/CSA-C22 2 No 61010-2-081 
ULGI010.1

TESTS @ 230 Vac Poromolro
Paramelof

Range dl nccoltozlono 
Accept range

Valoro misuri 
Measured vat

to
liO

Conformila' 
Compliance 

Sl/Yos NO/No
A > Condizioni amblcnlali 
Environmental conditions

Tomporalura
Umidita'

1 5 -3 5 ’C. 
< 75%

25 *C 
41 %Rh X

8 • Conduttore dl protcziono 
PE Continuity test

Ohm
al25A <0.1 46 mOtim X

C • Rlgldita* dielettrica 
Dielectnc sirenghi

2220 Vdc 
for 2 sec. < 10 mA HIA X

D • Resistcnxa di isolamento 
Insulating resistance

Ohm
At 500 Vac > 2 MOhm 40.96 MOhm X

Esito prova 
Routine Test result X

TESTS @ 115 Vac' Parametro
Parameter

Range dl accettazlonc 
Accept range

Vaiore misurato 
Measured value

Conformita’
Compliance

St/Yes NO."No

A • Condizioni ambientall 
Environmental conditions

Temperatura
Umidila'

1S -35 ’ C.
<75%

25 *C
4 l% R h X

В • Conduttore di protezione 
PE Continuity test

Ohm 
at 25 A <0.1 mOhm

C • Rigidita' dielettrica 
Dielectric strenght

2220 Vdc 
for 2 sec. <10 mA N/A

D • Resistenza di isolamento 
Insulating resistance

Ohm
At 500 Vac > 2 MOhm MOhm

Esito prova 
Routine Test resuft

* Test previsti solo per strum enti dotati d i c ircu ito  di alimentazlone a 115 Vac diverso da queilo a
230 Vac e selezionabile tram ite cambia-tenslone manuale: Testi (SI 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 28Ю4/2022 
Dale

Matricola 69
Register rfo.

Operatoro PanarelU Gabriele 
Operator

L

ALIFAX S r i  -  Manufacturing Plant -  via Merano 30 -  33045 NIMIS (UD) Italy

Фото 20. Тест электрических параметров.
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F A S C lC O L O A P p A R c g ru T p ^ --------------------------------—
DEVICE H ISTORY RECO RD  ^  Oa05.05.03 П « 2л

s.nSaiĝ aggaî Commessa Uob 0rder).5«a. Data PRD (Pp

CERTIFICATO Dl COLUUDO ROLLER20PN
jolteT20PN PINAL TEST REPORT

DESCRiaONE 
BOARD NA№ CODICE 

PART CODE MATRICOLA 
SERIAL NUMBER

NOTE

SCHEOA ALIMENT ATORE 
Power Switching board

HSRW-IIS*
4011 /

1

/

SCHEDA INTERFACCIA UTENTE 
User Interface Board 205.001 \̂ов̂ .гсс\ъ Vertnea^dsk) 

Revision Che*

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

N *2 P Z
(no. 2pcs1

M205.50.02 .
1
■ n i l  ШШШ
32055002*5499 M2055002*5488

ЧVoriRca rovislo 
Revision Che

SCHEOA ANALOGICA
Analogical Board

N *2 P Z
(no. 2 DCS)

205.011 llLfilsof Vodflca ro^slc 
Revision Che

SCHEDA CONTROLLO ROBOTICA 
Motor Control Board 205.002 O O Z O t^ Z to O S o Veil f lc a ^ ^  sic 

Revision Che

SCHEDA С0МиН1СА2ЮЫЕ 
(Communication Board 205,003 C O S D S Z Z o O liZ Verflica^dsic

R evi^nChe

GRUPPO SIRMGA 
Syringe Groip

M20S.02.00 Verifica revisk 
Revision Che

SCHEDA DUAL CPS CONTROLLER 
Dual (CPS Controller Board 205.017

s;
VeriGca revisk 
Revision Chd

___ _ |
SCHEDA SENSORIP0SI230NE 
SIRINGA MANUALS (10PN/20 PN) 
Manual Syringe position sensor Board 
(only10PN/20 PN)

205.010
EL

Veriftca revisk 
Revision Ch(

SMART CARD READER G205.006 о 2 £ ц о г ю 5 ^ г .
k.

Verifica revisl 
Revision СЫ

E^ARATURA CPS 
CPS Calibration

COLLAUDI ^ R O V A  DI FUNZIONAMENTO OPERATIVO

'[3JNSErI m ENTO E VALUTAZIONE DEI CORRETTl PARAMETRI Dl SETU 
Setup default parameters check

NOTE f CHE Т1ЯТ11 CONTROUl INTERNISONO ST ATI SUPERATI CON ESTTO POS
SI CER CERTFY THAT ALL INTERNAL CHECKS WERE POSITIVELY PASSED

Approvalo da l Responsablle Produzlone Strumenti ( In s lru m e n t^

rih'TtJnainO^/c^tOZT. PWMA/Slgnalure_

Ian

oronvrieht 2021. Documcnto scgreto non divulgabUc a icrzt. di propricli esclusiva di A L I ^  
W l  'П»:. c f  ДНРД Y Ч r I '

d//uy//o?/
U:<i0:30
ROLLER 20 Plus Nffdl^
nio-os.opf.oo

niO.UI-OS.OOC 
• ftor V  2021 !1:Vi:22 
e SM: 7278 
fiUlUG: ПГГ 
HPlNTflMNCf 
IMPNING: 30000 
KRINTENANCE COUNTEfl: 0 
washing t irv»: G5 
PRINT DURING ANALYSIS: ON 
PRINT EXPANDED TEXT: ON 
2 CPS On Board: ON 
MEC Of» Board: OFF 
Pediatric  sanoles: OFF 
Test Mode: OFF

I  ESR - 200
I Clobal count ESR: 0

ntOHOT 05.000 
Dec 01 2020 13:00:54 
HiKing cycles: 200 
HiMing speed: nediun 
flutonatic sanple u l: 175 
Manual sanple u l: 100 
Steps UP: 3500 
Steps up wash: 4500 
Tube o ffse t: -14 
Syr fa s t: OFF 
Centrifugation cycles: 30

INTERNAL CIRCUIT 
N10ANA-03.100 
Hay 31 2013 17:52:25 
REFERENCE: EOTA 
ВУ EDIA: 1.4456 
НГ1: 1.4476 
HF2 : 1.4435 
OFFSETI: -?7.32 
QFFSET2: - 75.59 
3 /.0  ( 3/ )
Wdsit not ok: 2 
T.100 SEMSI: 3815 
T.100 SENS2 : 3834 
T.100 STOP: 3802 
OAC SENSI: 509 
DAC SEKS2: 476 
OAC STOP: 509

EXTERNAL CIRCUIT 
R10hNA-03.100 
Hay 31 2013 17:52:25 
REFEREhXE: EOTA 
BY EOTA: 1.4335 
HFl: 1.4362 
HF2: 1.4308 
OFFSETI: -94.15 
0FFSET2: -71.34 
37.1 ( 37) 
tiash not ok: 1 
T.100 SENSI: 3795 
T.100 SENS2: 3796 
T.100 STOP: 3806 
OAC SENSI: 506 
OAC SENS2: 491 
one STOP: 412

R10C0H-04.028 
Aug 08 2018 08:43:53 
RS232: N0 HUS1 
Uistruneiii: 1 
ru^^inglO: ON 
ЙСК: ON 
OAYER
PRQTOCOLL: OFF 
TIMEOUT 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: ZOOOQO 
Uer*ion Of2-DIDO

Фото 21. Сертификат выходного контроля качества. ^ 2



Фото 22. Упаковочный лист.
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Фото 23. Внешняя/транспортная упаковка.
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ROLLER 20
SIR20-PN 
R202278PN2

REF

к 4̂ ^

С€ IVD

D U (̂ONLY
Only for US market

SN

FIRMWARE VERSION: ^/<0. OS.OQ'C CGh) 
DESTINATION: OOO ALIFAX
--------- 1 ■ AWo« S / l

Mfron» M • IXMS 
NMfUOl-iTAlV

2022 04-20

■ 2 0 * C /-4 * f - ^

9S%

UDI
0 9oaw MU s

И) 220420 
}:) Ш27»>2

AL
FA C€ IVD

Анализатор автоматический для определения скорости оседания

эритроцитов (СОЭ) ROLLER 20, морь ROLLER 20 PN 
№ по кзг. SIR20-PN 
Серийный ноткр R202278PN2

REF
SN

РУ N90C3 2010/06240 от ХХХХ года 

ПРЕДНАЗНАЧЕН ДЛЯ:
■  А л и ф м  С р ^ .  PJ

виз Мэрзпо, 30-33045 АЛ£4 2022-04-20 
■ ■ ■  НИМИС (УД) ИТАЛИЯ I ”  I

□ 5

•20 * С - ^

A ll
FA UDI

Уло/шоноченный прсдаооитоль лроюзодителя •  РФ:
ООО • АЛИФАКС*. Адрес: 125367, г. Мосмм, ул. ГдбричвАОсого. а 5. к. I, kohh.a-S, 
2 1 *22,3->т, ПОН. I, толефон ♦ 7 (495) 544-50*55, тГо.гуи^офАИАк сот  

Ч________________ _______________________________________________

|И̂ ^0105«>10 чаи i  
1211 шлит$2

Фото 24. Маркировка внешней/транспортной упаковки.
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в данном документе


