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MAPKWPOBKA MEAVNUNHCKOI'O USOE/TNA

FA AHanunsaTtop aBTomaTmuyeckmnll ona onpegeneHns ckopoctu ocegaHus saputpountoB (CO3I) TESTL

AL

BHYTPEHHAA MAPKNPOBKA AHAJIM3A TOPA

Mogesib, MeCcTomnosIoXKeHne
a) Mapkuposka mogenu TEST1 THL
Ha 3afHeli naHenu aHanm3aTopa

b) Mapknposka mogenun TEST1 BCE

Ha 3a,u,|-|e|7| naHenn aHannsaTtopa

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHIA W PETUCTPALIMI MEAHLMHCKWX H3ENHIA

Ob6pasewl, MapKUpoBKK (0puruHan)

m? TESTL THL .

LIl S1195.210/THL A

KL T1 XXXX 05
YYYY-MM-DD

1ie.23QV~ W.VOHZ 2»VA
N ISA | 250V Silomrv *2 lie

(h>rUSA*ndC«ficd«11SVAC only)
(peuP USA 1 C*nese «ulfnwflt * 1tSCAV) «$li$diieocm
NONIY <U9A|

IMUaB/l.
“quaiﬂw C=€ VD adem traLv

R
TEST1 BCE

REF S| 195.220/BCL
SH TIXXXX
YYYY-MM-DD

NB.330Y- BOMIOHX 29SVA _
N3 <esTHALa»v gtdn 41ko

(I<x USA end Cantda 11» VAC Mimy]|
USA «I Canada muMTan! a 115CAVI

WM CE VD iy

51

Kl

. «EXSaxeo cm

C HpHHaanexHoc! nmn mogenn TESTL THL/BCL/SDL/YDL/MDL

O6pasel, MapKMpPOBKMN (PYCCKUIA A3bIK)

---—- 4 AHanusatopaBTOMaTMYECKNAANS

FAjf onpepgeneHns CKOpOCTN oceaHns
....... < aputroumToB (COJ) TEST1

KatanoxxHblni Homep/mogens TEST1 S! 195 210/THL

s CepuitHblin Homep: TIXXXX

PY Ne®dC3 2006/02628 oT XXXX

AnektponutaHue 115/230 B. 50/60 'y, 225BA

(x2) TSA L 250V 5x20mMm  J,.*  OxLUXB 49x54x60 cm
ANMNPAKCC.p.1. Bec HeTTO 42 K1
Bua MeTtpapka, 2/1, 35020 QJl
Buna MepaHo, 30, 33045 Monbeepapa Maaysa, Ntanusa
Humwnc(Yanue), Ntanlla CpenaHo B Utanumn

YnorviovoseHHb I npeacTasytenb visrotosuTes BP- 000 ' Arvigdex
125367, r. Mockea, yn T 05 K 1, kovHara4-5,21-22.38r1.

nom 1 *7(496)-544-50-55 info russiaeelifax cot A TAT-MM-404

----4 AHanm3atop aBTOMaTUYeCKUn Ans
onpepaeneHna CKoOpocTtn oceaaHnA
spuTtPouLnTOB (COJ) TESTL

KatanoxkHbii Homep/mogens TEST1 Sl 195.220/BCL

" CepuiiHbii HoOMep: T1IXXXX

PY Ne®C3 2008/02628 oT XXXX
AnekTponuTtaHmne 115/230 B, 50/60 'y, 225BA
(X2)T5AL250V5x20MM | AxXLWXB 49x54x60 cm

ANMN®PAKCC.p.n. Bec HeTTO 47 Kr
Bua MeTtpapka, 2/1,35020 roil
Bua MepaHo, 30. 33045 MonbBepapa, Magys, Ntanna — -
Humunc (YguHe), Ntanusa CpenaHo B NTanun
YNorHOMOHeHHb I NpeactaBurests HxotoumlsBPO-000 "Avifec’  fTwnl
125367, 1. MockBa.yn [abpryeBcxoro.sb. U 1.kovHetad-5 2122, 33r. |
mov 1 #7(49%B5M-B05 into njssiae*!’l« co*” c~NOrmrT-MM-44,

MecTo nNpou3BoACcTBa.
AnlKpakc C.p.n.

FA

MecTo npousBogcTBa:
AnndakcC.p n.



¢) Mapkuposka mogenn TEST1 SDL Ha
3afHel naHenn aHanmsaropa

d) Mapknposka mogenn TEST1 YDL
Ha 3afjHeli NaHenn aHanm3aTopa

e) Mapkuposka mogenn TEST 1 MDL

Ha 3a,qu|‘/’| naHenn aHanmsartopa
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TESTl SDL ici; OM0eNOK uiu«

N S| 195.230/SDL
SN TIXXXX

YYYY-MM-DD

115<230V- 50.00HT 335V*

(1i3tT5AL3S0VSK20mm 47 kg
j(or USA and Canada 1>t VAC only] M
jpour USAet Canada MHjlefnenl * 11SCAV) i .AftiftAxMcm
»ivall | ~DNIY (USA)

IVD

stwnixni I'IW Uftde NerTALY

CE

TEST1 YDL

) 0 ftO5*Wi-* '4 1
M si 195.240/vDL A\
SN TIXXXX I'B
ro YYYY-MM-DD

11S-230V- fIOftCHi 228 VA
2] TSA L 25&V Sa30fiiin

(lor USA af>d Canada 145 VAC aniy)
<pMT USA X Canada aewlamanl * 115CAV]

IR L Ce VD

TEST1 MDL o0 1175

LIl s1 195.250/MDL /K-
SN TIXXXX

rS YYYY-MM-DD

115'aSOV- ftO-SOHI 235VA L]
(k2] TSAL 2MV ftaSOmn

4SaS4aMem

HOWT <USA)
Made in FTALY

47 kg
(lor USA afM Caawda 115 VAC onlyl
(pour USA at CaMda amAaTtaTta 115CAVI avxMIxftO cm
Iaau ai. AONIY (USA)

IVD

T CE

MAdfr in rTALY

— AHannsaTop aBTOMAaTUYECKMNA A4Ns
AL®/  onpefeneHns cKOPOCTY OCEAaHMS
3 apuTPOLMTOB (CO3) TEST1
REF KatanoxxHbin Homep/mogens TEST 1S! 195.230/SDL

sno - CepuiiHblil Homep: TIXXXX

PY Ned®dC3 2008/02628 o1 XXXX

dnekTponuTtaHue 115/230 B, 50/60 'y, 225BA

(X?) T5A L 250V 5x20Mm
MecTo npousBoacTBa:
Anvdakc C.p n

AxLWxB 49x54x60 cm

ANMTMPAKC C.p.n. Bec HeTTO 47 KI
Bua lMeTpapka, 2/1, 35020
Buna MepaHo, 30. 33045 MonbBepapa, Magys, Ntanms
Humne (Ygune), Utanns CpenaHo B Utanun

1C€
YronHovoseHHb VinpeacTeal«rensilrorosurersisPd-000" Anvdailec”
12S367. r Mocv. yn. T 0. 45 K 1 kovkartB4-5 21-22. 39T VD

vy TCH 1*7(496) V#5058 trforussineBltfBx cot MT-MM-44 Y

™ —J AHanusatopastomatuueckuii 419

AY onpegeneHns ckopocTu oceaaHus
3 apuTPouMTOB (COJ) TEST1L

KaTanoxHblii Homep/mogens TEST1 SI 195 240/YDL

" CepuiiHbli HoOmMep: TIXXXX

PY NedC3 2008/02628 ot XXXX
AnekTporknaHue 115/230 B. 50/60 'y, 225BA

(x2)T5AL250V5x20mm OxxB 49x54x60 cm “

MecTo npou3BoacTsa: ANMN®AKCC.p.n. Bec HeTTO. 47 K
Anudakc C.p n Buna MeTtpuka, 2/1, 35020
Bua MepaHo. 30. 33045 MonbBepapa. Magysa. Ntanna

Humwuc (YguHe). Utanua CpenaHo B Utanum
YnormvomoseHHb I MpeacTaBuTensyerotosuterst ePd-000’ o .
125367, r Mocu. yn. raOpyqeBsckoro, A5. «. 1 kovHare 4-521-22. 3-atr - | {yO |
nom 1 me7(496)-644-50-3h info russiaQBlifaxcoT ArAT-MM-401

— 1 AHanusatop aBTOMaTtum4yeckuin gns

file onpepgenenus ckopoctu ocesanus
______ > apuTPOLMTOB (COJ) TEST1

REF KatanoxkHbiii Homep/mogens TEST1 SI 195.250/MDL
sv. CepuitHblin Homep: T1XXXX

PY Ne®dC3 2008/02628 o1 XXXX
AnekTponln a*le 115/230 B. 50/60 Iy 225BA

(x2) T5A L 250V 5x20Mm AxLWxB 49x54x60 cm  *

MecTo npounssoacTea ANMNOAKC C.p.1.  Bec HeTTO 47 K
Anudakc C.p n Buna MeTtpapka, 2/1, 35020
Bua MepaHo. 30. 33045 Monbeepapa. NMaaysa, Ntanusa
Humuc (YguhHe), Utannsa CpaenaHo B Ntanuu

YnonHovoueHHb npeacTasuens varatosuress a Pe-000" Mdak
125367. 1. Mockea, yn. T 0,45 K 1 kovHara 4-521-22. 34r. IVD
nom 1 47(496)-544-50-55. info njssia™MifBX coT i1 -MM-040

1C€



MepegHaa aTukeTka TEST1 THL
Ha IML,EBOI CTOPOHE aHanmn3aTopa, Ha
MNacTUKOBOW KpbILLKe

2aY| THL

MepepHasa aTukeTka TEST1 BCL
Ha NMLEBOV CTOPOHE aHann3aTopa, Ha
NNacTUKOBOW KpbILLKE

FA)N BCL

MepenHas atuketka TEST! SDL
Ha NIMLEeBOI CTOPOHE aHanmn3aTopa, Ha
NNacTUKOBOW KpbILLKe

i PaY| SDL

MepepHas sTuketka TESTI YDL
Ha N1LEBOI CTOPOHe aHann3aTopa, Ha
NNacTUKOBOM KpbILLKe

PaY| YDL

MepeaHasa stuketka TESTI MDL
Ha NMLEBOV CTOPOHE aHanu3aTopa, Ha 1
NNacTUKOBOM KpbILLKe

PaY| MDL
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BHELLIHAS (TP/IHCHOPTHAST) MAPKVIPOBKA (via rpviviepe Mooerv TEST! THL)

AL
FA

TESTI TH-

REF  S1B210TH
SN TIxxx

MODEL: [X]THL ( ]JBCL {)SOL ( ISDL-S
I )YDL [ JMDL ( }XDL

FIRMWARE VERSION:
DESTINATION: CUSTOMER

AbfDK

y via MVO/10. 30 - 3304S YVYY-MM-DD

NeMIS IUO) - FALY

CE wo

AONLY
O a Only for US morket
|"6S-c/:
J 4T -A
80%

%

0%
UDI

|01] 0 BO56040 14151 9
(21)Ttx«

CE wo
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ABNV/EAITP SBIAVEIVHEAM A AT EH/A G00CI
QB TLYIE () TESTL MQEBTESTTH. [

Ll Naokar. S 1B210/TH.
Grvitbit OV TIXXX
PY NedC3 2008/02628 oT XXXX roga %

MPEAHASHAYEH ONA:
_____ ] = Anngiakc C.p.J.

FAX 30-33045 Frrr-Mv-A uDI

————— 1 HAMC y[) « ITATAA
YNonHOMOUeHHbIV NpeacTaBuUTelb NPon3BoauTens B Pd: (01) 0 8056040 14151 9
000 «AJINDPAKC», agpec: 125367, r, Mocksa, yn. NabpuyeBckoro, A.5. K.1, KOMH.4-5, Mi
21-22, 3-3T, MOH. 1, TenedoH +7 (495) 544-50-5, info.russia@ alifax.corn (21)TIXXX



0O0i ‘rbAKC
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doTorpadunyeckmne N3oopa>keHuns
MeaMLUMHCKOro nsaenns

AHarnimzaTtop aBToMaTnyecKnmn ans
onpeaeneHnsa CKOpocTn oceaaHuns
aputpoumnToB (CO3) TEST1 c
NPUHaONEXXHOCTAMMU

» g0

(o]lele]

(PerncTpaunoHHOe y10C T OBEPEHNE
o PC3 2008/02628 o1 17 uoHA 2021 roga)

«l
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@®oT0 1 AHanM3aTop aBTOMaTUYECKNIA A1 ONpeaesieHnst CKOPOCTU oceflaHns 3puTPOLMTOB
(CO3) TEST1 THL (0obwnii BUA)
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®0T0 2 AHaNM3aTOP aBTOMATUYECKWUI ANs onpeaeneHns CKOpPoCTU ocefaHus
aputpounToB (CO3) TEST1 THL (dhoTO MapKMpoBKN)
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1

PyKOBO/ICTBO NO 3KCr/TyaTaLmm

Nna:wmTop aBTOMaTUYECKNIA AN ONpejenieHms
cKopocTu oceawwn spuTpounTos (CO3J) TESTI ¢
NpUHALNEXXMOCT AMU

[elicTBMTEeNbHO A,M BCex Mogel/ieu

MNpumeHnmo K Bepcun 9.00X

Penakuwnsa gns Poccuiickoit ®egepaumm

Mpn6op ann npodeccHounnbioro mcllalbm>BaHull B 06.'lWCTH
In Vitro AnarnocrHkm

Cop=>rijjhi ® Alifax S.r.L
MHdopmaums B naHHOM pyKoBoAcCTBe sB-TsAcTcsA co6¢Ticiuraciwo ALIFAX. Bec npasa TawMLLEHbI.
HecaHKUVOHMPOBaHHOE KOMUPOBaHVe PyKOBOACTBA WM ero yacTel TanpeLlemMo
Toproas mapka TEST | >kusietcn cobetBeHHOCTbIO Alilax S.r.i.

®0T0 3 PYKOBOACTBO MO 3KCM/lyaTauumn Ha PYCCKOM Si3bIKe
@ 000 LHPMH [ INFO@CIRMLRU @ WWW.G0SIDRAVNADZOR RU



®0T0 4 PyKoBO/ACTBO MO 3aKCM/lyaTaLlnn Ha 3N1eKTPOHHOM HocuTene (CD-anckK)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



@010 5 PYKOBOACTBO MO 3KCMN/yaTaLlun Ha 3/IeKTPOHHOM HocuTene (hriell-KapTa)

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



FASCICOLO APPARECCHIO oiMOLMeaunf»i* )

08V1CE H15TOWY RfiCORD
TEST1 THLtBCL /SDL /YOU t MOL /XOL i HOL (SI 16S.2XX)
»-N. commeena (Job Ofdat), ~ ~ - 7~ DataPRD OX~r-lW

CORREOO 01 SERIE /PACKING UST

STRUMENTO MOOEUO

INSTRUMENT MOOEL U

LANOUAOC
B TEST1 an tS2XX

Corredo di serte / Packing tlst

E

N*2SIIKBOQRoiollCanaiermicarrhermalPap«rroi(»

N ‘2 SQINQ t Tardea oi isvago*oi Wash Tank

N *2 SGCISeOl Tanics tflkanco /WBtu Tank

N * 2 FoiibHI ¢ afimanUukjno TBA / Main koet 1SA

N * 1 CavQ AUmanlBZkKia/ Main cable plug

Cavo afimentailoo# partonailzzauv'ParBQnalliad rru coble
N’ 1 Ago a viva/ Ne«cte

O

w00 g

a N.* 1COM*nue4>oporBbvomuNelr9Lia/CDMultt*Ltn9i.ag«Op«reLvefnwbal(LangMgaaridvertion}
£SR_UM_~Snab_TEST1_SW -EN-eS-ir. bE-Ft' tM AA-TP CTd _

a ESR.IO0Q.SM95_TEST1: Modulo OilntlaUaiiorMi/inelaHalkM' Report

SOLO STRUMENTI SOL 4SDL INSTRUMENTS ONLY:
a N *4 Pettme rack SysrecA XN/ Syvnex XN rack ka”™op
O Note teenka n.* 2004 EN /TacbftICS not* n * 2G04 EH

SOLO STRUMENTI SDL PER PROVETTE SARSTEOT {SOL INSTRW.IENTS FOR SARS8TEDT TUBES ONLY:
O N.*4PttttnexSarstaail1X68/San)ledtllxtse9eaiiop
O Note tacnican.’2006 EN/Tecmcairtotan* 2006 EN

OlOblaraxktoa <fi ooalormtta CE / EC dadaraiien of eonfomity
OPROOTtOS; PrevQ tiatweba <Lroutm (Bedricai routinem s
Pag CergficMo d) Coltaudo / Final Teal roooil

Pag Packing Ufit/ThMdocurnanl

©» EE §

Compllatoio/Slgnature CoVLUI Data/Data

Approvato del Reoponaablle Prodwione StrvmtnU par rilaecloJli”li|l*nirfacturM Manager Approval

0*T*TM™M. /N AN3FfftkU<aignat>>atr— 1

Approvito da Atalcuraziona QualHO ( ApiP rayoi” Quafty Aaauranco)

Data (Oaiai Firma J’\t’\aSST" A

AUPAXSMI.
Ma Mermno 30 - 330*5 NIMI8 (UO)- ITALY

vtaPatranai- 35020 POLVERARA (PD)- ITALY Documents ayalabl* on; wwwaBfaxcom

T*L-~30000002000 a-eutil: IC!EfIIfItIULEfim
P104337040280

Allrit» «««d.

@070 6 ¥NakoBOYHbIN UCT (aHanm3aTop TESTI mogens THL)

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



\ AL INSTALLATION REPORT
FA for TEST1 Instruments

O«ar Distributor,

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

axporttech®alirax.com

Atifax S.M.

Via Merano 30 « 33045 Nimis (UO) e Itoly
Tol. «39-0432-197900

Fax: 47"39-0432-547378

IMPORTANT NOTES:
e Warranty expires 12 nionths aftoi the inslallauon date written on the present insiallaton
Report duty filled m aR its parts and relumed to Alifax If a copy of the report is not received
Pack within one month, warranty will be invalidated
* Itis Your responsibilify to verity that the device is pn”*hy Installed and operates correctly
and safely by fiwhg tois installation report and to keep such installation reports together wiNe
the related tests performed.

DISTRIBUTOR: COUNTRY;
INSTALLATION SITE: INSTALLATION DATE:
INSTRUMENT; DTESTI Model: SERIAL NUMBER;

SOFTWARE VERSION (please see the print OU);

TNs document is divided in two parts;, the installation report module (part one) containing
inataifation qualMcatJon and operative qualification r*eckHst and the instaHation procedure; the

first one must be returned to manufacturer.
e Installation module as well as che< list MUST be sent back to manufacturer by email

Please register at bttpyAvww.atffar.com/ in order to obtain the latest version of the USER MANUAL
and SERVICE MANUAL related to the software version installed on the insbument.

esHnoQ _sim TESTIM'Est‘ro Pag W12

®oT0 7 NIHCTau1IALMOHHAA hopma
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EU DECLARATION OF CONFORMITY

Code: PSP MECO SII952XX_TESn.3-0,EN Dote: 2022-05-258

The Manufacturer

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

Address

Via Merano 30
33045 NIMIS (UO)
ITALY

declores on his own responsibility that the following devices:

Product Name and Product Code TESTITHL SI 195.2104HK
TESTI BCL Sl 195.220/BCL
TESTI SDL Sl 195.230/SDL
TESTIYOL Sl 195.240/YDL
TESTI MDL Sl 195.250/MDL
TFSTI XDL Sl 195.260/XDL

Intended Purpose

Basic UDI-DI
Risk Class

TESTI is an In vitro diagnostic automatic analyzer for the quantitative
determinotion of Erythrocyte Sedimentation Rate (ESR) in human blood
samples with EDTA from adult and pediatric patients with suspected
inflammotion.

TESTI provides results to inform clinical monagement for serious and
non- serious conditions that require further diognostic investigations
and evaluation of the clinical status.

The physician performs his/her expert evaluation on the information
provided by the onalyzer thanks to his/ her professional knowledge,
comoetence and skills os per the local law.
805604014S1R20.195.804DA

Class A, according to IVDR 746/2017.

comply with the General Safety and Performance Requirements of the Regulation 746/2017 related to the In Vitro
Diagnostic Medical Devices (IVOR).

We declare also that the devices have been designed and manufactured in conformity to the below;

Harmonised Stondards

Technical Standards

EN ISO 13485:2016 All:2021: Medical devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 14971:2019: Medical devices = Application of risk management to medical
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: Invitro diagnostic medicol devices - Information supplied
by the manufacturer (labelling)

EN ISO 18113 -3:2011: Information supplied by the manufacturer (labelling) - Part
3: in vitro diagnostic instruments for professional use

EN 62304:2006+A1:2015: Medical device software - Software life cycle processes
IEC 62366-1:2015: Application of usability engineering to medical devices

IEC TR 62366-2:2016: Guidance on the application of usability engineering to
medical device

IEC 61326-1:2012 Electrical equipment for measurement, control and laboratory use
- EMC requirements

IEC 61326-2-6:2012: Electrical equipment for measurement, control ond laboratory
use - EMC requirements - Part 2-6: Particular requirements - Invitro diagnostic (IVD)
medical equipment

DPGTO0130- Ed. 1Rev. 1-2022-03-30 Pog.ldi2
Entered in Podovo companies register ot the n. 04337640280. ComponystocklO.000.000 entirely d ~sited
Comparty with single portnerand subjected to direction ond coordination of Alifox Holding S.pA
CCopyright 2022. Documento segreto non diviigabile a terzi, di proprietd esdusivo di ALIFAX S.rJ. Ogni diritto nservoto.
OCopyright 2022. This documentis exclusive property of ALIFAX SrJ, confidently and notfreely risdosable. Allrights reserved.

®oT0 8 [leknapauns cooTBETCTBUA
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®oT10 9 CepTUhMKaT BbIXOAHOI0 KOHTPONA KadecTsBa (aHanu3atop TEST1 mogens THL)
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®oT10 10 NoacTaBka nof LUTATUBbI
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®oT10 11 Pe3epByap 41A 0TX040B
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ESR UNIVERSAL CARD §

20000 credits 11
OO0 Alifax Russia ;\;$

S1195.910
ESR UNIVERSAL CARD J|
10000 credits gl

OO0O0O Alifax Russia ! 8

to
TEST1 famtiy analyze

S1195901

ESR UNIVERSAL CARD |
1000 credits "8%
OO0 Alifax Russia B85S

S
TEST1 family analyzers Vi/

S1195.904
ESR UNIVERSAL CARD |

4000 credits 3]
O0O0O Alifax Russia ;Lg

TEST1 fvntty analyzers

V-/

®oT10 12 CmapT-kaptbl TESTI Ha 1000/4000/10000/20000 TecToB
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®oTo 13 LWTaTne metannmyecknin Alifax (Tonbko gns TEST1 TbLL)
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@070 14 BHelLUHWI CKaHep WTpUX-Ko4oB (Tonbko ana TEST1 THL)
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doTo 15 KpblwKa-aganTep 418 npobupok Sarstedt Monovette (Tonbko gniga TEST1 THL)
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doT0o 16 npegoxpaHUTENn

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

th



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

doT10 17 Kabenb nutaHusa

w/



®oT0 18 CTapToBbIii HA6op TepMobyMaru B pysioHax
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®oT0 19 Pe3epByap 4N NMPOMbIBKU
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doT10 20 AHanm3aTop aBTOMaTUYECKUIA AN ONpefenieHNsA CKOPOCTU ocefaHns
sputpouymToB (CO3) TESTL BCL (obwmnii Bua)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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@®0T0 21 AHanM3aTop aBTOMaTUYECKUIA ANsi ONpeaeneHnst CKOPOCTU oceflaHus
aputpounToB (CO3) TEST1 BCL ((hoTO MapKMpoBKN)
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PYyKOBOACTBO MO TK ciiJiyaiauH H

AfULiuiamop aBTOMaTuNYeCcKnii aaa oapenenemmsi
ckopocTwu w-efauma jptimptfuumoe (CO3) TKST! ¢
npwiwancmerocTAALL

LelicTBNTENbHO ANna BCeX MOAenel

MNpumeHnmo K Bepcum 9.00X

Pepakuua ana Poccuiickoin degepaumm

Mpu6op Anbl PO CCCHOHaNbHOK NClloNbioHanT. B 06NBCTH
In Vitro gnw noctmkm

Copvright © Alifax Sf.l.
MHdpopmaLmsa B JaHHOM pPYKOBOZACTBE sABNseTcA cobctBeHHOCTLIO AU FA X. Bece npasa TawyLLeHbI.
MecaHKUVOHHPOBaHHOE KOMPOBaHHC PYKOEIOACTBA MM ero yacTteld TanpeLuemMo
ToproBas mapka TEST | saBnsetca co6ctBeHHOCTbIO Alifax S.r.l.

®0TO 22 PYKOBOACTBO MO 3KCMyaTaLun Ha PYCCKOM SI3bIKe
@ 000 UMPMH () INFO@CIRMIRU & WWW GOSZDRAVNADZOR RU
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®0T0 23 PyKOBOACTBO MO 3KCM/lyaTaLMmM Ha 9N1EKTPOHHOM HocuTene (CD-Aunck)
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PAS"CULU APPAKECCHIOH T---- —

device history record O »«.0e.oujn« 1,
TEST1 THL/BCL/SDL/Yni [iir.. ol
Dale PRD
AOpo DISERIE /PACKING LIST
TRUMENTO
AMSrRUMENT
UNGUA
0 TESTI S1195.2X X ML BCL UHQUAGE
a a

corredo dtsene /Packing list

Q N
Sti®” 0 0 Rotoli Cartaterm”™a/ Thermal Paper rdls
n N.*2
S$1205801 Tantwa di lavaggio/W ash Tank
s .
S1205801 Tanica d. scatico /W aste Tank
n N .2 P . .
' 1Fu5|b|I| di alimentazione T5A/ Main fuses T5A
a N’ Cavo Alimentazione / Main cable plug
o Cavo . ’ )
alimentazione personalizzato/Personalrzed mam cable
w N"lAgoavitelNeedle "
B N1 . _ . .
CD Manuale operabvo multilingua/ CD Multi-Language Operative manual (Language and version)
ESR'.UM7$I1957'reST175W.4A-0'< AM-X-gU -gLu-I"-fg.be.Pi-tT ESR-Cb-iiAAS-TEsTd- '/('2
w ESR

1QOQ_S!195_TESTI: Modulo di installazione / installation Report

SOLO STRUMENTI SDL /SDL INSTRUMENTS ONLY:
O N .'4 Pettine rack Sysmex XN/ Sywnex XN rack scallop

a Note tecnica n *2004 EN / Technical note n *2004 EN

SOLO STRUMENTI SDL PER PROVETTE SARSTEDT/ SDL INSTRUMENTS FOR SARSTEDT TUBES ONLY:
[m} N.* 4 Pettine XSarstedt 11X66/ Sarstedt 11x66 scallop

] Nota tecnican.'2006 EN / Technical note n ' 2006 EN

Oichiarazione di conformita CE J EC declaration of confonnrty
DPRDO0105: Prove ~ettriche di routine t Etectncat routine tests
Pag 6/9: Certiflcato di Cdlaudo / Final Test report

Pag 9/9: Paddng List/ This document

Compilatore/Signature CUI&'C™ Data/Date ?2Q?5

Approvato dal Responsabile Produzione Strumenti per rila™ Manufacturer Manager Approval

DATA/Pate Z {0 yz0 SS FIRMAraionatuf

Approvato da Assicurazione Quality ( Approved by &Eart@)
Data Cn Ftrma “Tatoi
AUFAX S.r.l. AUFAX S.r.l.
vU Petrarca 2rt m35020 POLVERARA(PO)-ITALY - via Merano 30 m33045 NIMIS (UO) - ITALY
Tel. 09 0490992000 e-mail: InfoOalifax.com M I Oocumenta available on: www.allfax.com

P104337640280

OCin-right 2022. Docuroemo segiwo non divulgabile a leizi, di proprieii csclusivadi AUFA X Sx 1. Ogni diritto riservaio.
OC<m>'nghl 2022. This document is exclusive property of ALIFAX S.r.l. confidential and not freely disciosable. All ri~is reserved.

@®0T0 25 ¥YNakoBo4HbI nUCT (aHanmsatop TESTI mogens BCL)
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\ AL INSTALLATION REPORT
FA for TEST1 Instruments

Dear Oistritoutor.

You are kindly requested to filHn this form during the installation and return a copy within one month
since the installation to:

exporttech@ «Iffax.com

Alifax S.r.l.

Via Marano 30 ~33046 NImis (LID). Italy
Tal. «394)432-197900

Fax: «394)432-647378

IMPORTANT NOTES;

e Warranty expires 12 months aftoi the installation data wnttan on the present 1n&lallaltan
Report duly filled m aB its paits and returned to Alifax If a copy of the report is not received
oack within one monto. warranty will be invalidated

e Itis Your responsibility to verity that the device Is property Installed and operates correctly
and safely by filling this instaitation report and to keep such installation reports together wiNe
the related tests performed.

DISTRIBUTOR: COUNTRY;
INSTALLATION SITE: INSTALLATION DATE:
INSTRUMENT: DTEST1 Model: SERIAL NUMBER;

SOFTWARE VERSION (please see the print out):

This document is divided In two parts; the installation report module (part one) corrtairurtg
installation qualification and operative qualification checklist and the instaHaiion procedure; the

first one must be returned to manufacturer.
e Installation n>odule as well as check list MUST be sent back to manufacturer by email

Please register at http:/Ain¥w.alltax.com/ in order to obtain the latest version of the USER MANUAL
and SERVICE MANUAL related to the software version installed on the instrument.

esK xjoq,shiVL.resr».34tfesr«?po

@®oT10 26 NHCTansaumMoHHas (J)opma
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EU DECLARATION OF CONFORMITY

Code: PSR DECO SI1952XX_TEST1 3-0-EN Date; 2022-05-25

The Manufacturer

Manufacturer Name/Reqlstered trade Name ALIFAX S.R.L.

Address

Via Merano 30
33045 NIMIS (UO)
ITALY

declares on his own responsibility that the following devices:

Product Name and Product Code TESTITHL Si 195.210/THL
TESTI BCL Sl 195.220/BCL
TESTI SDL SI 195.230/SDL
TESTI YDL Sl 195.240/YDL
TESTI MDL Sl 195.250/MDL
TESTI XDL S1 195.260/XDL

Intended Purpose

Basic UOI-DI
Risk Class

TESTI is an in vitro diagnostic automatic analyzer for the quantitative
determination of Erythrocyte Sedimentation Rate (ESR) in humon blood
samples with EDTA from odutt and pediatric patients with suspected
inflammation.

TESTI provides results to inform clinical management for serious and
non- serious conditions that require further diagnostic investigations
ond evaluation of the clinical status.

The physician performs his/her expert evaluation on the information
provided by the onalyzer thanks to his/ her professional knowledge,
competence and skills as per the local low.
805604014S1R20.195.804DA

Class A, according to IVOR 746/2017.

comply with the General Safety and Performance Requirements of the Regulation 746/2017 related to the In Vitro
Diagnostic Medical Devices (IVOR).

We declare also that the devices have been designed and manufactured In conformity to the below;

Harmonised Standards

Technical Standards

EN ISO 13485:2016 All:2021: Medical devices - Quality monagement systems -
Requirements for regulatory purposes

EN ISO 14971:2019: Medical devices - Application of risk management to medical
devices

EN I1SO 15223-1:2021; Medical devices — Symbols to be used with medical device
labels, lobelling and information to be supplied

EN ISO 18113 -1:2011: Invitro diagnostic medical devices - Information supplied

by the manufacturer (labelling)

EN ISO 18113 -3:2011: Information supplied by the manufacturer (labelling) - Part
3: In vitro diagnostic instruments for professional use

EN 62304:2006+A1:2015: Medical device software - Software life cycle processes
IEC 62366-1:2015: Application of usability engineering to medical devices

IEC TR 62366-2:2016: Guidance on the application of usability engineering to
medical device

IEC 61326-1:2012 Electrical equipment for measurement, control and laboratory use
- EMC requirements

IEC 61326-2-6:2012: Electrical equipment for measurement, control and laboratory
use - EMC requirements - Part 2-6: Particular requirements - In vitro diagnostic (IVD)
medical equipment

DPGTO0130 - Ed. 1Rev. | - 2022-03-30 Pog.ldi2

Entered in Padova companies register at the n. 04337640280. Company stock 10.000.000 entirely deposited.
Company with single partner and subjected to direction ond coordination of Alifox Holding S pA
OCopyright 2022. Documento segreto non divulgobile a lerzi, di proprieta esclusivo di ALIFAX S.rJ. Ogni diritto riservato.
©Copyright 2022. This document is exclusive property o<ALIFAX S.r.f, confidentiol and not freely disdosoble. All rights reserved.
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PASCICOLO APPARECCHIOZ~osMr
device history record D'MOSOBO]Ryl,‘

reSTI THL: BCL: SOL/YDL/MOIL\/>Y<n| /ur

HDL (Si 19S ?
commessa(Job O rd e rS| 4n .
- Data PRO egiZiWA

195 7YYt
147N

CERTIFICATO PI COLLAUDO rest1
rest1 - FINALTEST REPORT

! DESCRIZIONE

CODICE
; BOARD NAME PART CODE MATRICOLA Sigla Operat.
SERIAL NUMBER Operator
Lotto TELAIO
otto M195 1113 ~  ——===-=
Lotto PANNELLO COMANDI 195CcM2 00000 mm—m————
Lotto KIT FAST 195032  m======
Lotto ROTORE 195.031 ~Nob5jijozz 9/
Lotto TRASFORM ATORE 195.046
SCHEOA ALIMENTATORE | I I I e
PovYer supply board 195.005 i O f
195005*8942
SCHEOA CPU
CPU Board 195052
195052*0un2P
SCHEOA CPS-MC 61102.004
CPS-MC Board 61102004*457
SCHEOA SENS.RACK E HOME 195.009
Rack arvd Home Sensor Board
SCHEOA SERIALE 195.011
Serial Connectors Board /\"L/\re"/\
CARRELLO G195.001 fe
Carriage G19500Vv1687 y
told Nunbw
LETTORE INTERNO 01 ORTC1200-
CODICI A BARRE 1000
internal barcode reader Q22M43556

COLLAUDI/FINALTEST REPORT
TARATURA CPS-MC/ CPS-MC Calibration
PROVA 01 FUNZIONAMENTO OPERATIVO / Final Test
INSERIMENTO E VALUTAZIONE DEI CORRETTI PARAMETRI 01 SETUP /Setup default parameters check

SICBRTIFICA CKB TUTTIICOKTROLU INT6RNI 80NO 5TAT1 SUPBBAN COW ESITO MSITIVO
W t CERTIFY THAT «.L INTERNAL CHECKS WERE POSITWELV PASSED

Approvato dal Responsablle Produzione Strumentl *nugcturer Manager Approval

DATA/Date FIRMA/Slonature™"

CCop>Tighi 2022- Docuroento segreto non divulgabilc a lerzi, di proprieti esclusiva di ALIFAX S.r.l. Ogni diritto riserv/~o.
CCop)right 2022. This document is exclusive property of ALIFAX S.r.l, confidenlial and not freely disclosabie. All rights reserved.

doT10 28 CepTUdUKaT BbIXOAHOTO KOHTPONA KadecTBa (aHanmsatop CO3D TEST1
mogenb BCL)
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doT0 29 NoacTaBKa Noj LUTaTUBLI
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ESR UNIVERSAL CARD 8§

20000 credits |
O O0O Alifax Russia

TEST1 family anaJyzers

S1195.910
ESR UNIVERSAL CARD |
10000 credits

g
OO0 Alifax Russia
S1195901
ESR UNIVERSAL CARD |
1000 credits N
00O Alifax Russia &
TEST1 famtty analyzers W((
S1195.94

ESR UNIVERSAL CARD

I
4000 credits iIJ
OO0 Alifax Russia i

TEST1 family analyzsrs

S
i/

®oT10 31 CmapT-KapTbl TESTI Ha 1000/4000/10000/20000 TecToB
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doTo 32 WTatme Alifax gna TEST1 BCL (3en1eHblit)
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®oT10 34 CTapToBbIi HA6Op TepmMobyMaru B pysioHax
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®oTo 35 NMpegoxpaHuTenun
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®oT0 36 Pe3epByap A1 NPOMbIBKU
& 000 LUPMH [&7) INFO@CIRMIRU & WWW.GOSZORAVNADZOR RU



@doT0 37 AHanM3aTop aBTOMaTUYECKWIA ANst ONpeaeneHnss CKOPOCTU ocelaHus
aputpouunTtoB (COJ) TEST1 SDL (obwmii Bna)
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®oT0 38 AHa/IN3aTOP aBTOMATUYECKUIA AN ONpefesieHNsA CKOPOCTU
ocefaHuA aputpoumToB (CO3) TEST1 SDL (hoTo MapKMPOBKN)
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PyKOBO/CTBO MO 3KCr/TyaTaLmm

NWwnuwTop awToMaTUYECKNH 415 onpefeneHns
crnopocTu <H:egwium tpumpouuttwe {CO3J) TEST! ¢
NpUHAaLNe>KHOCTAMU

[eicTenTenbno ans Bcex Mogenen

MNpumeHnmo K Bepcum 9.00X

Pegakums gns Poccuiickoii deaepumnm

Q £ 4472

Mpun6op a;1i n{>od«ccll0llansiloro HCNnoNbBaHHN BOGANCTH
In Vitro gHarmoermku

Copyright © Alifax S.r.l =p
ViHchopmaLms B faHHOM PYKOBOZCTBE ALLHITTCA cO6CTBeHHOCTLIO A LIFA X. Mce npaBa vLMLLEHbI
({fecaHKUMOHMPOBaKHOE KOMUPOBaHVIE PYKOBOACTBA WM Er0 UrneTel TanpeLleHo.
Toprosas mMapka TEST | saBnsieTca co6creeHHOCTbIO Alitax S r.l.

PoT0 39 PyKOBOACTBO MO 3KCMyaTalnm Ha PyCCKOM A3bIKe
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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@®0T10 40 PYyKOBOACTBO MO 3KCM/lyaTauMn Ha a/ieKTPOHHOM HocuTene (CD-guck)
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@doT10 41 PyKOBOACTBO MO 3KCMyaTauum Ha 3NeKTPOHHOM HocuTene ((hnell-KapTa)
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FASCICOLO APPARECCHIO o<HosojojRwi.e

DEVICE HISTORY RECORD
TEST1 THL/BCL /SOL/YOL/MOL /XDL /HDL (S1196 2XX)

8.M.3>XX 37~_  commosso (Job Data PRD

CORREDO DI SERIE 1 PACKING LIST

S NSTRUMENT MODELLO LINGUA
MODEL LANGUAGE
THL BCL sDL YDL MoL XOL EN T
a TESTI SI 195.2XX
D D O O a D O 0

Corredo di serio 1Packing list

M N 2SH95800 Rotoli Carta termica / Thermal Paper rolls

LI Ne2S1205801 Tanica di lavaggio/Wash Tank

13 N+ 25J205801 Tanica di scarico /Waste Tank

M N*2Fusibiii d alimentazione T5A / Main fuses T5A

O Ne 1 Cavo Ahmentazione / Main cable plug

U cavo alimeniazione personalizzato/Personalized main cable

B N*1 Agoavita/Needle

B N* 1 CO Manuale operative mullilingua/ CD Multi-Language Operative manual (Language and version)

ESR_UM SI195 TESTLSW  «COA-/t-6/-gjl.E.S-iT-p»7-fe.bt:-Hi e”~RCC)-it>(0S -TECTU - 100.”4-CCA -A-4
£SR_1Q0Q_SI195 TEST1; Modulo di installazione/ installation Report

SOLO STRUMENTI SDL / SOL INSTRUMENTS ONLY;
B N*4 Pettine rack Sysmex XN / Sysmex XN rack scallop
0 Nota tecnica n.* 2004 EN / Technical note n* 2004 EN

SOLO STRUMENTI SDL PER PROVETTE SARSTEOT / SDL INSTRUMENTS FOR SARSTEDT TUBES ONLY:
0O N*4 Pettine X Sarstedt 11X66/ Sarstedt 11x66 scallop
O Nota tecnica n* 2006 EN / Technical note n* 2006 EN

Dichiarazione di conformitd CE / EC declaration of conformity
DPR00105; Prove eletlriche di routine / Electrical rouiine tests
Pag 8/9: Certificato di Collaudo / Final Test report

Pag 9/9: Packing List / This document

0o x 0O

Compilatore/Signature tj, Data/Pato o s 10 s1 Tau

Approvato dal Responsabile Produzione Slrumenti per rilpscio-finet*AManufacturer Manager Approval
DATA/Oalo FIRMA/SignaturT

Approvato da Assicurazione Quanta ( Approved b/~QualTly Assurance

Data O S Firma
i) ata) Slofiature
ALIFAXS.r.l. ALIFAX S.r.t.
via Petrarca 2/1 - 35020 POLVERARA (PD) - ITALY via Merano 30 - 33045 NIMIS (UD) - ITALY
Tel.+390490992000 o-mall: Info@aHfax.com D i .
ocuments available on; www.altfax.com
PI 04337640280
‘ ('opjfiyhi 2t)22. DiHiumemu scgrcio mm JiNiil”N;ihilce i icr/i. ili pn>priclj csdiisiv.i di JIL11-1X S.r.t. Ogni dirilto risennto,
Ad'op>right 2022.Tlii4diicumcni is exclu/ins; propclly of ALIFAX S r i. coiitidcnii.il :i.id not Irccly disclosahlc. All righb fca'rved.

dnTn 42 VnaknRoYHbI NCT (aHanm3aTop TESTI mogens SDL)
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\ AL INSTALLATION REPORT
FA forTESTI Instruments

D«ar Distributor,

You are kindly requested to Fill'in this form dwing the installation and retum a copy within one month
sirtce (he instsHetk>n to:

exporttech@alifax.com

Alifax S.r.1.

Via Merano 30 - 33045 NImls (UO) « Italy
Tel. «39-0432>197900

Fax: «39-0432-547378

IMPORTANT NOTES;

e Warranty expires 12 months aftet the inslullation dale written on the present 1nS(ava(ton
Report duly filled in all its parts and returned to Alifax If a copy of the report is not received
oack within one month, warranty will be invalidated

e Itis Your responsibility to verity that toe device Is properly installed and operates correctly
and safely by filKrtg this installation report and to keep such installation reports together with
the related tests performed.

DISTRIBUTOR: COUNTRY;
INSTALLATION SITE: INSTALLATION DATE:
INSTRUMENT; OTEST1 Model; SERIAL NUMBER;

SOFTWARE VERSION (please see the print out):

This document is divided in two parts: the installation report module (part orte) containing
Installation qualification arto operative qualification checkHst aix| the installation procedure; the

first one must be returned to manufacturer.
e Installation module as well as check list MUST be sent back to manufacturer by email

Please register at fettp\VANMww.afffax.com/ to order to obtain the latest version of the USER MANUAL
arkl SERVICE MANUAL related to the software version installed on the instrument.

BSfi «0q.S/IM _resrt.34r_fcsr*po AW12

®doT10 43 VHCTanNAuMoHHasa opma
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FA

EU DECLARATION OF CONFORMITY

Code: ESfi DECO.SI1952XX_TESri. 3-O.EN Dote: 2022-05-25

The Monufocturer:

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

Address

Via Merano 30
33045 NIMIS (UD)
ITALY

declares on his own responsibility that the following devices:

Product Name and Product Code TESTI THL SI1 195.2104Hb
TESTI BCL SI1 195.220/BCL
TESTI SDL Sl 195.230/SDL
TESTI YDL S1 195.240/YDL
TESTI MDL St 195.250/MDL
TESTI XDL Sl 195.260/XDL

Intended Purpose

Basic UDI-DI
Risk Class

TESTI is an in vitro diognostic automatic analyzer for the quantitative
determination of Erythrocyte Sedimentation Rate (ESR) in human blood
samples with EDTA from adult and pediatric patients with suspected
inflammation.

TESTI provides results to inform clinical monagement for serious and
non- serious conditions that require further diagnostic investigations
and evaluation of the clinical stotus.

The physician performs his/her expert evaluation on the information
provided by the analyzer thanks to his/ her professional knowledge,
competence and skills os per the local low.
805604014SIR20.195.804DA

Class A. according to IVOR 746/2017.

comply with the General Safety and Performance Requirements of the Regulation 746/2017 related to the In Vitro
Diagnostic Medical Devices (IVOR).

We declore also that the devices have been designed and manufactured in conformity to the below:

Harmonised Standards

Technical Standards

EN ISO 13485:2016 All:2021: Medical devices - Quality management systems -
Requirements for regulatory purposes

EN I1SO 14971:2019: Medical devices « Application of risk monagement to medical
devices

EN ISO 15223-1:2021: Medical devices — Symbols to be used with medical device
labels, labelling and information to be supplied

EN ISO 18113 -1:2011: Invitro diagnostic medical devices - Information supplied
by the manufacturer (labelling)

EN I1SO 18113 -3:2011: Information supplied by the manufacturer (labelling) - Part
3: Invitro diagnostic instruments for pmfessionol use

EN 62304:2006+A1:2015: Medical device software - Software life cycle processes
IEC 62366-1:2015: Applicotion of usability engineering to medical devices

IEC TR 62366-2:2016: Guidance on the application of usability engineering to
medical device

IEC 61326-1:2012 Electrical equipment for measurement, control and laboratory use
- EMC requirements

IEC 61326-2-6:2012: Electrical equipment for measurement, control and laboratory
use - EMC requirements - Part 2-6: Particular requirements - In vitro diagnostic (IVD)
medical equipment

DPGTO0130 - Ed. I Rev. 1- 2022-03-30 Pag. 1di2

Entered In Podova companies register at the n. 04337640280. Company stock 10.000.000 entirely deposited
Compony with single partner and subjected to direction ond coordimtion of Alifox Holding S.pA
OCopyright 2022. Oocumento segreto non divulgobile o terzi. di proprietd esclusiva di ALIFAX SxJ. Ogrit diritio risenroto.
CCopyright 2022. This documentis exclusive property of ALIFAX S/.l.confidentid ond not freely disdosoble. All rights reserved.
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FASCICOLO APPARECCHIO oiee.csoxcantyi.» ho 1#t
DEVICE HISTORY RECORD
TESTL THLI BCL/ SDL./ YDL/ MDLI XDL! HDL (SI 195 2XX)
commessa (Job Ord0r) &5£3 NjJ>N Data PRD
CERTIHCATO Dl COLLAUDO TEST1 TEST1 - ANAL TEST REPORT
MATRICOU COMPONENTI « INTERNAL PARTS SERIAL NUMBERS
DESCRIZIONE CODICE MATRICOLA Slgla Operau
BOARD NAMVE PART CODE SERIAL NUMBER Operator
Loltto TELAIO M19511.13
Lotio PANNELLO COMANDI 195042 o ___
Loito KIT FAST 195032 -
Lotto ROTORE %R 00 JerIneZz
Loito TRASFORMATORE 195046 M bi/zz
SCHEDA ALIMENTATORE
195005
Powser supply boany
y 195005*8869
ggUEDA CPU 195052
195052*01218
SCHEDA CPS-MC
CPS-MC Board G200V 01102004*406
SCHEDA SENS. RACK E HOVE
Rack and Home Sensor Board 195009
SCHEDA SERIALE
Serial Connectors Board 196011
195011*5744
CARREUO
Corriage (195001
0195001*1680
LETTORE INTERNO DI Sulal Nurber
CODIC! A BARRE ORTC1200- T
Intemal barcode reader ' G22VEER

COLLAUDI / FINAL TEST REPORT

TARATURA CPS-MC/ CPS-MC Cdlibration
PROVA DI FUN2IONANMENTO OPERATIVO/ Final Test
INSERIMENTO E VALUTA2IONE DEI CORRETTI PARAWETRI DI SETUP / Setup default parameters check

SI CERTINCA CHE TUHIICONTROLLI NSTERNeSONO STATISUPERATI CON ESITO POSIHVO
CERTIFY THAT ALL INTERNAL CHECKS WERE POSITIVELY PASSED

Approvato dal Responsabiie Produzione Strumenti / rer Manager Approval

DATA/Dato FIRMA/Signaturo

Ad\)pyrij:hl 2022. Docum

cmo svjtrclu non div ulji.ibiU a ter/i, ili pniprioi;i csdusi\j di AUI'AX S.r.l, Ojini diriuo riscrvato.
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PyKOBO/CTBO NO 3KCr/TyaTaLmm

Audtujamop awToMaTHUYeCKun ansa onpegeneHns
ckopocTu T-efwia >pumptmumoe (CO3) TICSTI ¢
NpUUaANEMCHOCT 14K

[eicTBMTeNbHO AlMBCeEX Mofeaei

NMpumeHUmo K Bepcun 9.00X

Penakumsa ana Poccuiickoii degepauym

Mpnbop O/ npoeccronanbnoro UCHOMbIOBAHHU B 061acTu
In Vitro gnarHoctmku

Copyright O Atifax S.r.l
MHdopmaupst 8 gaH1on pyKOBOJICTBE siLLsieTcsl CO6CTBCHHOCTbIO ALIFA X. Bec npam uMLMLLIEHbI
MecaHKMMomMmnpoaaHKoOC KONMpoBaHue pykoBoacTea unm ero saciefl TanpelyeHo
ToproBast Mapka TEST | aBnsietca cobeTBelutocTbio Alifax S.r.l.

doT0 56 PykoBoacTBO M 3KcnnyaTayumMm Ha PyCCKOM A3blKe
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FASCICOLO APPARECCHIO diis.osojozr#v 17

““A““['“I'“]] OeVICE HISTORY RECORD
FAX TESTI THL/BCL/SOL/YDL MOL 1XDL/ HDL (SI 195.2XX)
s.n. Td6Sfeb commessa (Job Order) Data PRD /Clo?J27.

CORREDO DI SERIE /PACKING LIST

STRUMENTO MODELLO LINGUA
INSTRUMENT MODEL LANOUAOE
THL eCL sDL yoL MDL XOL EN
B TESTL SI 195.2XX
D O O O O a

Corredo di serie /Packing list

N.* 2 S1195600 Rotoli Carta termica / Thermal Paper rolls
N.* 2 SI205801 Tanica di lavaggio/Wash Tank

N." 2 SI205S01 Tanica di scarico / Waste Tank

N.* 2 FusiMli di alimentazione ISA / Main fuses T5A

N.* 1 Covo Alimcnioeione / Main eabla plug

Cavo alimentazione peraonalizzalo/Personalized main cable
N * 1 Ago a vifn / Needle

S O0®" 9 @ o

N.* 1CD Manuale operativo multilingua / CD MuNe-Lar>guage Operative manual (Language and version)
ESR UM_SI195. TEST1 SW 3:.00C
IS ESR_1Q0Q_S1195 TEST1: Modulo di installazione / Installation Report

SOLO STRUMENTI SDL | SDL INSTRUMENTS ONLY:
O  N.*4 Pettine rack Sysmex XN/ Sysmex XN rack scallop
O  Nota tecnica n.* 2004 EN /Technicaj note n.* 2004 EN

SOLO STRUMENTI SDL PER PROVETTE 8ARSTEDT/ SDL INSTRUMENTS FOR SARSTEDT TUBES ONLY:
O N.*4 Petbne X Sarstedt 11X66 / Sarstedt 11x66 scallop
M Nnta tenninan *2006 FN /Technical note n.* ?00fi FN

D Dichiarazione di conformity CE /EC declaration of conformity

B) OPRDO0105: Prove Elettriche £EN61010-2-101:2002 AUegato F/Electrical roubne tests £EN61010-2-101:2002 AnnexF
E) Pag 6/9: Certificato di Collaudo / Firtal Test report

B Pag 9/9: Packing List/ This document

Compilatore/Signature OaU/Date 30]03) 10l
as”™ Wniril
DATA/Date FIRMA/SignalLure

Approvato da Assicurazione Qualita { Approved by Uuair

'( Date) (Slgnatund’
ALIPAX S.r.l. ALIFAX S.r.l.
via Petrarca 2/1 - 35020 POLVERARA (PO) - ITALY - via Merano 30 - 33045 NIMIS (UD) - ITALY
Tel. +39 0490992000 e-mail: Infoifliallfax.cQm I d Documents available on; www.alifax.com

P1 04337540280

CCopyright 2022 Dociimenio scftrcUi nun ilivulubiie a Icr/i. di proprictacsdusiva di IMP.J1X S.r.l. Ojpii dirittu riservato
ii<'opyri»lil 2022. This document is exclusive proper™ of ALIFAX S.r.l. cnnfldenlisl and inx fredv disdosablc. All rights reserved.
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\ AL INSTALLATION REPORT
FA for TEST1 Instruments

L 30>V*id «irtC* M M My «»
O*ar Distributor,

You are kiodly requested to filNn this form during the installation and return a copy within one n>arth
sirtce the installation to:

exporttech@alifax.com

Alifax S.r.l.

Via Merano 30 <33046 Nimis {UO) - Italy
Tel. «39-0432-197900

Fax: m*"39-0432'647378

IMPORTANT NOTES;
e Warranty expires 12 months after il>e iiislaliaNen date written on We present Insiallation

Report duly filled mall its parts and rtrtumed to Alifax If a copy of the report is net received
back within one month, warranty will be invalidated

e Itis Your responsibilify to verity that ttie device Is properly Irtstalled and operates correcUy
and safely by filling this installation report and to keep such installation reports together with
the related tests performed.

OfSTRIBUTOR: COUNTRY;
INSTALLATION SITE: INSTALLATION PATE:
INSTRUMENT; DTESTI Model, SERIAL NUMBER:

SOFTWARE VERSION (please see the print out);

This documerrt is divided in two parts: the installation report modide (part one) containing
instalfatlon qualification and operative qualification checklist and the instaHation procedure; the

first one must be returned to manufacturer.
e Instaltation nradule as well as check list MUST be sent back to manufacturer by email

Please register at hm:/A»fww.d!lfaxcom/ in order to obtain the latest version of the USER MANUAL
and SERVICE MANUAL related to the software version installed on the insbument.

ese «00Q W TES7L It thir<RO POOV2
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éALX” EU DECLARATION OF CONFORMITY

code: FRHbrco SI9B2XX TERI.30BN Dote 2022-05-25

The Monufacturer

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

Address Via Merano 30
33045 NIMiS (UD)
ITALY

dedores on his own responsibility that the following devices:

Product Name and Product Code TESTI THL SI 195.2109Hb
TESTI BCL Sl 195.220/BCL
TESTI SDL Sl 195.230/SDL
TESTIYDL Sl 195.240/YDL
TESTI MDL St 195.250/MDL
TESTI XDL S1 195.260/XDL
Intended Purpose TESTI is an in vitro diognostic outomatic anolyzer for the quantitative

determination of Erythrocyte Sedimentation Rate (ESR) in human blood
samples with EDTA from adult and pediatric patients with suspected
inflammation.
TESTI provides results to inform clinical management for serious and
non- serious conditions that require further diagnostic investigations
ond evaluation of the clinical status.
The physician performs his/her expert evaluation on the information
provided by the analyzer thanks to his/ her professional knowledge,
competence and skills as per the local law.

Basic UOi-DlI 805604014S1R20.195.804DA

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

comply with the General Safety and Performance Requirements of the Regulation 746/2017 related to the InVitro
Diagnostic Medical Devices fIVDR).

W e declare also that the devices have been designed and manufactured in conformity to the below:

Harmonised Standards EN ISO 13485:2016 All:2021: Medical devices - Quality monagement systems -
Requirements for regulatory purposes
EN ISO 14971:2019: Medical devices - Application of risk management to medical
devices
EN ISO 15223*1:2021: Medical devices — Symbols to be used with medico! device
labels, labelling and information to be supplied
EN ISO 18113 -1:2011: Invitro diagnostic medical devices - Information supplied
by the manufacturer (labelling)
EN I1SO 18113 -3:2011: Information supplied by the manufacturer (labelling) - Part
3: In vitro diagnostic instruments for professional use
EN 62304:2006+A1:2015: Medical device software - Software life cycle processes
Technical Standards IEC 62366-1:2015: Application of usability engineering to medical devices
IEC TR 62366-2:2016: Guidance on the application of usability engineering to
medical device
iEC 61326-1:2012 Electrical equipment for measurement, control and laboratory use
- EMC requirements
IEC 61326-2-6:2012: Electrical equipment for measurement, control and laboratory
use - EMC requirements - Part 2-6: Particular requirements - Invitro diagnostic (IVD)
medical equipment

DPGTO0130 - Ed. 1Rev. 1- 2022-03-30 Pag.ldi2

Entered in Podova componies register at the n. 04337640280. Company stock 10.000.000 entirely deposited.
Compony with single partner ot>d subjected to direction ond coordination of Alifox Holding S.pA
CCopyright 2022. D«umento segreto non divulgobile a terzi, di propriety eschjsivo di ALIFAX S.rJ. Ogni diritto nservato.
CCopyright 2022. This document is exciusive property of ALIFAX Sj .I, confidential ond notfreely disclosoble. All tights reserved.
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FASCICOLO APPARECCHIO oMWMQloar,y 17

DEVICE HISTORY RECORD
TEST1 THL/BCLSDL/YDL/MDL/XDL: HDL (SI 19S.2XX)

s.n. commessa {Job Order) Data PRD fk/ot/2L

CERTIFICATO DI COLLAUOO rest1 test: >FINAL TEST REPORT

MATRICOLA COMPONCNTI -INTERNAL PARTS SERIAL NUMBERS

OESCRiaONE CODICE MATRICOLA Sigla Operat
BOARD NAME PARTCODE SERIAL NUMBER Operator
Lotto TELAIO M195.11.13
Lotto PANNELLO COMANDI 195.042
Lotto KIT FAST 1032 ZJJSSL 3L
Lotto ROTORE 195.031
I An TBASPMPM 4 TOPE |0B.OVa JifS/lis___

3CHEDA AUMCNTATORE

Power supply board 195.005 SL
SCHEOACPU 195.052
CPU Board ‘ 195052*01401
SCHEOA CPS-MC 61102.003
CPS-MC Board ‘ A11N2MM.3*12017
SCHEOA SENS.RACK E HOME
Rack end Home Seroor Board 195.000 C C ‘H €G VOJJ&
SCHEDA SERIALE
Serial Connectors Board 195.011
CARRELLO 6195.001
Carriage 0195001*1310
LETTORE INTERNO 01 ORTC1200 told Nwnto
COOICI A BARRE too igiiiiiniii a1

Inieiriat barcode reader

COLLAUOI /FINAL TEST REPORT
. TARATURA CPS-MC/CPS-M C CtfWtaabon
. PROVA DI FUNZIONAMENTO OPERATIVO/ Final Test
. INSERIMENTO E VALLTTAZIONE OEICORRETTI PARAMETRIDI SETUP /Setup default param”era cleck

81CERT1RCAcHeTUTHICONTROUI INTCfUeSONO 9TATI SUPERAT1 CON ESITO AOSTTtVO
WE CERTIFY THAT ALL IHTERHAL CHECKS WERE POSmMVELV PASSED

Aoorovato dal Rosoonsabile Produzione StrumerittKlaoufactiirer Manaaer Approval

DATA/Date FIRMA/signat i€ AT |

t:('<”>righi 2032 Ducunicnto scgrciu non divulgahilc akTn. di propneia csclusiva di ALII-AX S r.l. Ogni diritto riacrvalo.
CC'upvrielii 2022. ThH doc4imcni is exclusive propLitv o fALIFAX S.r.l. confldeniiat and not tred v disckbable. All rightsreatTved.
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20000 credits |
OO0 Alifax Russia

TEST1 family ana)yz»n
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OO0 Alifax Russia

TEST1 family analyzers

S1195.901
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OO0 Alifax Russia Eﬁ

TCST1 family analyzers

KJ
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ESR UNIVERSAL CARD
4000 credits ]
O 000 Alifax Russia
TEST1 family analyzers 41/
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