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ABTOMATMHECKAS MOYeBas CTaHLMA
LabUMat 2 + UriSed® 3 PRO

URISED 3 PRO

- d LabUMat <

—

LabUMat 2 — aBTomMaTnyeckuin aHanm3aTop PU3NKO-XUMUHECKMX CBONCTB MOUM, UCMOMNb3YHOLLIM
MEeTO OTpaKaTeNbHON (POTOMETPUM 1N NPAMOE U3MEPEHME (PUBNHECKMX MAaPaMETPOB.

UriSed® 3 PRO — aBTOMaTU4eCcKnin aHanm3aTop ocagka Mo4u, UCMOb3YHOLLMNA
KOMOUHALIMIO CBETNOMNONBHOM 1 (ha30BO-KOHTPACTHON MUKPOCKOTMN.

VIHTerpaums B eayHbIn KOMMAEKC ABYX aHANN3aTOPOB NO3BOMAET BbIMOMHUTL CTaHOAAPTU3MPOBAHHOE MCCAeaoBaHe
B OHOM Mpobe Bcex nokasatenen OBLLEKNHUHYECKOrO aHanmn3a Moum ¢ PopMUPOBaHMEM eONHOIO OTHETA.

> MponsBoauTebHOCTL A0 240 TECTOB B Yac » PeaynbTarthl UCCNEA0BaHNSA B ONTUMASIEHOM BULE
(B MONSIX 3pEHUS], B MKJ1, B «KpecTax»)

P OTCYTCTBME XUOKUX PEareHTOB 1 KaMbpaTopoB » EnmHospemMerHas 3arpyska no 100 npob
» Hactpoiika BbI6OPOHHON OTMpaBku Npobhbl P AsTOMaTVHecKuin aHanms 6onee 30 napameTpos
Ha aHanM3 ocagka B 06pasue

» MepekpecTHasa nposepka pesysibtatos (CrossCheck)

UriSed® 3 PRO LabUMat 2

SpUTPOLTLI BakTepum-nanoyku BunmpybuH pH
TNenkoynTbl Lpoxokun YpobunmHoreH HutpuTsl
CKONNeHVsa NENKOLINTOB Cnusb KeToHbI NenkounTbl
"ManMHoBble LNAMHAPSI Cnepmato3ongpl AckopbuHoBas KucnoTa YoenbHbili BeC
[Natonorn4eckue UMnMHAPBbI Kpuctanbl [ntoko3a LiBeT
[Mnockuin anuTenmin MoHormgpar okcanara Kanbums Benok (ansbymuH) MyTHOCTb
Hennockun anutenuin [urvppat okcanara KabLis Kposb

BakTepum MoueBas kucnoTa

BakTepunm-Kokkn Tpunensthocdar



HeTbipe Wwara K noJiyyYeHuo peaynbrara
77 Elektronika

3arpyauTe TeCT-NoN0CKN YCTaHOBUTE KIOBETBI YcTaHoBuUTE CTaHdapTHble  [onyyuTe pesynsrtar
NpPOoBUPKN Ha sKpaHe

BO3MOXXHOCTM (Da30BO-KOHTPACTHOW MKDOCKOMM
UriSed® 3 PRO

Da30BO-KOHTPACTHAA MUKPOCKOMMS
NPENOCTaBAAET HOBbIE BOZMOXXHOCTU
BU3yanMsaLm Moponorin Jaxe
MPO3pPaqHbIX SNIEMEHTOB 0CaaKa.

UriSed 3 PRO otmevaeT npobbl

C NMOJO3PEHMEM Ha TOMEPYNSPHYIO
remMaTypuio Npu 0BHapy»XeHuN
cpean apuTpounToB =30 %

TeHel apUTPOLMTOB U/ =5 %
aKaHTOLIMTOB.

[emaTtypus SBASETCH OCHOBHbIM
CUHAPOMOM 3aboneBaHun
MOYEBbIBOAALLMX MyTEN N MOYeEK.
Pa30B0O-KOHTPACTHAasA MUKDOCKOMUS
npennaraeT HaumyyLwni noxonq,

K OLieHKe MOopd0oorum 3puUTPOLINTOB,
YTO MO3BOSISIET ONPEAENUTD
NOKaM3aLmo KPOBOTEHEHMS.

|_|03TOMy CpaBOBO-KOHTpaCTHaﬂ MUKPOCKOIMA pekoMeHgoBaHa rnpun nccnegoBaHn ocagka Mo4n
1 obsi3aTenbHa npwm o6Hapy>KeH|/||/| ,D.I/ICMOpCbeIX SPUTPOUNTOB MeXOYHaPOOHbIM pyKOBO,D,CTBOM1.

" European Urinalysis Guideline, p.23, European Confederation of Laboratory Medicine, 2000



ABTOMATMYECKAA MOYEBasS CTaHLYA B KOHUNypaLm
LabUMat 2 + UriSed® 3 PRO + UriSed® 3 PRO (Cascade)

e e— — > MponssoauTensHOCTL A0 240 TecToB
| B 4ac npu 100% MmUKpOCKONUN ocaaxa

URISED 3 PRO

» OpHOBPEMEHHO B paboTe MOryT HaxOOUTHCH
00 300 npob (30 wraTnBoB)

» HenpepbiBHas gosarpyska npob

LabUMat <

» [1Ba pacxofHbIx MaTepriana, NpospaqHas
CTOMMOCTb OAHOr0 aHanMaa

U T =

ri—
J

UriSed® 3 PRO LabUMat 2

ﬂ > AsTOMAaTVHECKUi aHanms no 13 napamerpam

URISED 3 PRO

P MakcumasnbHas Mpon3BOaUTENbHOCTb
0o 130 TecToB B Hac

» MporsBoanTENbHOCTL A0 240 TECTOB B Yac

P ABTOMATUHYECKUN MOOCHET U pacrpeneneHme
3N1eMEHTOB ocafka rno 18 knaccam P BcTpoeHHbIl 610K A9 USMEPEHUs (U3NHECKIE

napameTpOB (yaesbHbll BEC 1 MyTHOCTb)
— > CeetnononbHoe, (hasoBo-KOHTPacTHOE —"—-
F | N KOMOVHVPOBaHHOE N306parkeHve g > [IBycTOpOHHEe noaxsodeHmne K LIS
> BbIBo[, pe3y/bTaToB UCCeO0BaHVsa B eAVMHALAX
N3MEPEHNSE: B MOSAX 3PEHVISA, B MKJ1, B «<KpECTax»

LabUMat €

UriSed® 3 PRO +
UriSed® 3 PRO

> MponssoauTebHOCTL A0 240 TECTOB B Yac = AN P VBEMYEHHbI CPOK MOAHOCTM

PacxogHble maTepuarnbl

URISED 3 PRO

URISED 3 PRO

» Camoe adheKTrBHOE peLLeHie P Y06HBIN MEHEIPKMEHT
no npownasogutensHocTy nNpn 100 %
MVKPOCKOMUW ocanka

P O6beanHeHre Y4epes CoeaVHUTE TbHbIA
610K AN napannenbHOro nepeaKeHNs
[0 20 WwTaTMBOB C Npobrpkamm

600 ktoBeT




Creuydrkamm

LabUMat 2 + UriSed® 3 PRO + UriSed® 3 PRO (Cascade)

OCHOBHbIEe XapaKTepUCTUKN
[pon3BoguTENsEHOCTL
EnvHoBpemeHHas 3arpyska
ABTOMAaTNYECKOE OOHAPYXKEHNE

1 o depeHLpPOBKa S1EMEHTOB
ocagka Mo4u

ABTOMATNYECKOE OMNpeaeneHme
PUNBNKO-XUMNHECKINX NapaMETPOB

TexHonorns

[ofayYeHHbIE N30BPaKEHNS
CunTblBaTENDb LUTPUX-KOOOB
MNpuHTEP

VHTepdenc

Jmc

Lo 240 TecTOB B 4ac
[o 300 npob

SputpounTbl, JlernkounTbl, CKOMNEHNS NENKOLIMTOB, [ManMHOBbIE
UmnnHapsl, Natonorndeckmne umnnHapsbl, Nnockun snnutenni,
Hennockuin snutenuin, baktepun, BakTepumn-kokku, Baktepum-
nanoyku, dpoxokn, Cnusb, Cnepmartosonasl, Kpuctannb!, MoHorvapat
okcanarta kanbuys, durrapat okcanata kanbuus, MoveBas Kucnora,
Tpunensgocdar

BunnpybuH, YpobunmHoreH, KeToHbl, ACKOpOMHOBast KUCOTa,
[ntoko3sa, benok (ansbymuH), Kposb, pH, Hutputsl, JlekoumTsl,
YpaeneHbeI Bec, LiBeT, MyTHOCTb

OTparkaTenbHas POTOMETPUSA, MPSMOE U3MePeHME DN3NHECKIX
napameTpOB.

ABTOMaTN4YECKAA MYKPOCKOMNS 11 06paboTKa N306padKeHi

B OHOPa30BOM KIOBETE

dPa30BO-KOHTPACTHOE, CBETIONOBHOE 1 KOMOUHUPOBAHHOE
BcTpoerHbin

OnupoHanbHbIN, BHELLUHWIA (MoakitoHaeTcs K 1K)

USB, LAN, RS232

[BycTOpOHHEE Noakto4eHve, LIS2-A2 nnn HL7

MbI ocTaBnsiemM 3a cobow MnpaBoO M3MEHATb CI'IeLI,MCDI/IKaLI,I/Il/I 6e3 npegBapuTenbHOro yBegomMJieHA.

URISED®, 77 Elektronika Kft.® aBnstoTcsa 3aperncTprpoBaHHbIMM TOBaPHBIMI 3HaKamm Ha Tepputopumn PO.

.‘ Mepauka lMNpopakT

OdvumaneHbii auctpubstoTop: MEOVKA MPOLAKT
yn. LLlepemeTbeBckas, 85, ctp. 5, Mocksa, 129075
Ten.: +7 (495) 787-44-01, chakc. +7 (495) 787-44-01
news@medicaproduct.ru, www.e77.ru




Certificate

This Certificate recognizes

Mr. Stefan Dumitras

as a LabUMat 2, LabUReader 2 Plus,
UriSed 3, UriSed 3 PRO and UriSed mini
Specialist
after having successfully completed the

Service Training Program

between 24" - 28" February, 2020.

pag v Py

Maté Harsing 77 Elektronika K ft. Mihaly Magyar
Instructor Budapest, Hungary Service Manager




Ce rtlfl Cate TUVRheinIar(?d

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1006099-1

Organization: 77 Elektronika Miszeripari Kft.
Fehérvari ut 98.
1116 Budapest
Hungary

Scope: Design and development, production, distribution, installation and servicing
of blood glucose measuring systems, urine analyzers and rapid test
readers, including related consumables.

The Certification Body of TUV Rheiniand LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard are fulfié
management system is subject to yearly surveillance.

Report No.: 93389457-30
Effective date: 2022-11-18
Expiry date: 2025-11-17
Issue date: 2022-11-09

" Rafat Byczkowski
: TUV Rheinland LGA Products GmbH
« DAKKS TillystraBe 2 - 90431 Nirnberg - Germany

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 1/2

- i

e

10/020h 0408 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1006099-1

- ®
TUVRheinland

Organization: 77 Elektronika Mlszeripari Kft.

Fehérvari ut 98.

1116 Budapest
Hungary

The scope of certification includes the following additional sites:

No. Facility

/01 Elektronika Mdszeripari Kft.
Fehérvari ut 98.
1116 Budapest
Hungary

/02 77 Elektronika Miszeripari Kft.
Telephely
Sztregova utca 1
1116 Budapest

Hungary
Report No.: 93389457-30
Effective date: 2022-11-18
Expiry date: 2025-11-17
Issue date: 2022-11-09
(( DAKKS

Deutsche
" Akkreditierungsstelle
D-ZM-14169-01-02

Scope

Design and development, production,
distribution, installation and servicing.

Manufacture and warehouse of blood
glucose measuring systems, urine analyzers,
related consumables and parts.
Manufacturing of SMT technology.

" Rafat Byczkowski
TUV Rheinland LGA Products GmbH
TillystralRe 2 - 90431 Nirnberg - Germany

2/2

10/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard 1SO 9001:2015

Certificate Registr.No. 01 100 2024081

Certificate Holder: 77 Elektronika Miiszeripari Kft.
Fehérvari ut 98.
1116 Budapest
Hungary
77 ELEKTRONIKA
Site:
1116 Budapest, Sztregova u. 1.

Scope: design, development, manufacturing, sales and service of in vitro
diagnostic (IVD) medical devices and veterinary devices.

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 06.10.2021 until 05.10.2024.

06.10.2021 /&J%A

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KdIn

WWW.tuv.com (( DAklla(eiche A TUVRheinland®
et Precisely Right.



EC Certificate TOVRheiniand

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1006099-1

Manufacturer: 77 Elektronika Mdszeripari Kft.
Fehérvari at 98.
1116 Budapest
Hungary

Products: In-vitro Diagnostic Medical Devices for self-testing and for professional use:

- SensoCard blood glucose meter

- SensoCard Plus blood glucose meter
- SensoCard Test Strips

- CareSens control solutions

- SensolLite Nova blood glucose meter

- SensoL.ite Nova Plus blood glucose meter
- SensolLite Nova Test Strips

- CareSens control solutions

- GlucoTalk blood glucose meter
- GlucoTalk Test Strips
- GlucoTalk control solutions

Replaces EC Certificate Registration No. HL 60147430 0001

The Notified Body hereby declares that the requirements of Annex 1V, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex |V, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design-examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 93387425-40

Effective date: 2022-05-24

Expiry date: 2025-03-02

Issue date: 2022-05-24 Z

. Rafat Byczkowski
TUV Rheinland LGA Products GmbH
Tillystraf’e 2 - 90431 Nirnberg - Germany

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.
Page 1 of 2

O

10/020h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
3 "



= ®
TUVRheinland

EC Certificate

Fuil Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1006099-1

Manufacturer: 77 Elektronika MUiszeripari Kft.
Fehérvari ut 98.
1116 Budapest

Hungary

The scope of certification includes the following additional sites:

No. Location

/01 77 Elektronika MUszeripari Kift.

Fehérvari ut 98.
1116 Budapest
Hungary

/02 77 Elektronika Mlszeripari Kft.

Sztregova Ut 7.
1116 Budapest
Hungary

/03 77 Elektronika MUszeripari Kft.

Sztregova Gt 1.
1116 Budapest

Hungary
Report No.: 93387425-40
Effective date: 2022-05-24
Expiry date: 2025-03-02
Issue date: 2022-05-24

Product groups manufactured

Activity: Design and development,
distribution, installation and servicing

of In-vitro diagnostic medical devices

for self-testing and for professional use
(blood glucose monitoring systems, urine
analyzers).

Activity: Activities related to manufacture
of IVDs.

Activity: Activities related to inspection,
warehousing and final packaging of IVDs.

y Rafat Byczkowski
TUV Rheinland LGA Products GmbH
TillystraBe 2 - 90431 Nirnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.

Page 2 of 2

T0/020h 04.08 ®  TOV, TUEV and TUV are registerad trademarks. Utilisation and application requires prior approval.
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