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EU-Konformitatserklarung
EU Declaration of Conformity

Hiermit erklaren wir, dass die hier genannten Produkte den relevanten Anforderungen der
Verordnung (EU) 2017/746 Uber in vitro Diagnostika (IVD) entsprechen und gemaR dem zum
Zeitpunkt der Ausstellung gultigen Qualitdtsmanagementsystem hergestellt und freigegeben

sind.

We herewith declare that the products mentioned in this document are in conformity with the
relevant requirements of regulation (EU) 2017/746 on in-vitro diagnostics (IVD) and are
manufactured and released according to the provisions of the quality management system in

force on the date of issue of this Declaration.

1DPH XQG $GUHVVH GHV +HO¥3BHAQODKBUYV &R

1DPH DQG DGGUHVV RI

P D Q & DUAMVWHGEHANYV WIL PEUH FKW

(LQPDHOEBJLVWULHUXQJVQXRPHU
6LQJOH 5HILVWUDWLRQ 1XPEHU

'HU REHQ JHQDQQWH +HUVWHOOHU WUIJW GLH DOOHLQLJH 9HUDQW

.RQIRUPLWIWVHUNOIUXQJ
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KgZklhyshthdeZjbjZfg Imidhkhqg_ghih"mdil]h\Zjyl gZ ijbeh bfbl_

babkd\Zgby gz j _lezf_gl 2K azZ bg \bljh "bZ]ghklbggbl_f ~bpbgkdb
b q_ dtf fhf _glZ gZ balhl\yg_ gZ gZklhysby “hdmf_gi*bfjijhlbal_~ gb b
ktleZzkgh \Zeb”~gZlZ kbkl_fZ aZ mijzZ\e_gb_ gZ dZqg_kl\hlh

Prohla dljeme  é@produkty uvedené v tomto prohli &ni jsou ve shod s p $lu &ymi po &adavky
na zeni (EU) 2017/746 o zdravotnickych prost edcich in vitro diagnostic (IVD) a & byly
vyrobeny a uvedeny na trh v souladu se systémem zeni kvality platnym v okam dku vydani
tohoto prohl i &ni.

GZbf_gh\Zgb_ b Z"j_k gZ ijhba\h"b8$6B7('7$* &R.*

-PPQDGUHBUREFH 6DUVWHGWVWWUPEUHFKW
MgbdZe g j_]bkljZpbhg6glghf_|j ( 0)
-HG LbQHUHJLNMVIMD K5 1

=hj_ihkhg_gbyl ijhba\h”bl_e ~_deZzZjbjz bapyeh gZ k\hy hil]lh\hjghkl ~ZzZ
gZklhyszlz ~_deZjzZpby az kt\f_klbfhkl

=DY\GQW R K B WHARKHIDRV KR B R G S F5Y® YeOpPQ Ye HX Y H GHAY RE F H

GZbf_gh\Zgb_ gZ ijh*mdlz QZrb az ijh[b azZ kbkl_fb azZz zZgZz
li]lJHWEURENX 9]JRUNRYQLFH SUR DQDO\WLFN
Ghf_j gZ Zjlbdm¥UREN X <" $QQH]

;Za®B',', =iINODG,8", 9L] $QQH]

lj_"9ZagZq_gb_ Dhgl_cg_j aZ ijh[b

OpHO l1iGREDP JRUHN

DezZk tGD $

MqZklb_ gZ ghlbnbpbjZgby hj]: Gyfz
hp_gy\Zg_lh gZ kthI\_IkI\b_1Ih
OpDVW QRWLILNRYDQp RVRE &iGQp

VKRG\
H[hagZq_gb_gZ k_jlbnbdzlZ G_ _ ijbeh bfh
= QN F H U WALXL N 1 H O BRa&W

ljbeh™ _gb ijhp_~mjb aZ hp_gy\
kthi\_IklI\b_1lh (8 $QQHY ,,
3RXALWi PHWRGD SRVRX]HQt

FZjdbjh\dig?® = QN & (

GZk_e_gh fyklt Gxf[j_ol >ZI1Z’DWXP

OtVWR 1 PEUHFKW <Zeb”ghkl 3*@DWQGR\

lh™ibk 'U 6WHIIHQ /DQGH'U .HUVWLQ :HXVWH

3RGSLV &RQIRUPLW\ $VVHVVPI 5HVSRQVLEOH SHUVRQ $UWLFOH 0
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Hermed erkleerer vi, at de her naevnte produkter er fremstillet og godkendt i henhold til de
relevante krav i forordning (EU) 2017/746 om medicinsk udstyr til in vitro-diagnostik og i henhold
til det kvalitetsstyringssystem, der er geeldende pa tidspunktet for udstedelsen.
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9DUHQXPRHUE! ') 2 " 6H $QQH]
JUXQGBIHQGBH ', 1B, U $QQH[
$QYHQGHOVHVIRUPNO B3U{YHEHKROGHU
E)" $!' 1" a$0 /0 .2
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Por la presente, declaramos que los productos mencionados en este documento cumplen con
los requisitos especificos de reglamento (UE) 2017/746 sobre diagndéstico in vitro y se fabrican y
se ponen en circulacion de acuerdo con las disposiciones del sistema de gestion de calidad en
vigor en la fecha de emision de esta declaracion.

Kéesolevaga deklareerime, et siin nimetatud tooted vastavad kOigi asjakohastele nduetele
maérus (EL) 2017/746 milles kasitletakse in vitro diagnostikameditsiiniseadmeid on toodetud ja
heaks kiidetud vastavalt véljastamise hetkel kehtivale Kvaliteedijuhtimissiisteem.

1RPEUH \ GLUHFFLYQ GHO IBENEAFDRQHH &R
7TRRWMD QLPL MD DDGUHVV6DUVWHGWVWWPEUHFKW

1~-PHUR GH WQLIARNUR "( 0)
8QLNDDOQH UHJLVWUHHULPLVQXPEHU 651

(O IDEULFDQWH PHQFLRQDGR HV HO ~QLFR UHVSRQVDEOH GH OD HPL\
&RQIRUPLGDG

$OQOWXG YDVWDYXVGHNODUDWVLRRQL YIOMDVWDPLVHWRRWMODY XE DLC

1RPEUH GHO SURGXFWR 9DVRV GH PXHVWUDV SDUD VLVW
7RRWH QLPL $QDO++VLVeVWHHPLGH SURRYLND
1~-PHUR GH SURGXFWR R JUXS 9HU $QQH]

$UWLNOL QU 9W $QQH]

8',', EIVLFRKS', ',

8VR SUHYLVWR &RQWHQHGRU GH PXHVWUDYV
.DVXWXVDOD 3RMHPQLN QD SUYENL

&ODVH .0ODVV $

2UJDQLVPR QRWLILFDGR LPS( 1LQJXQR
HYDOXDFLYQ GH OD FRQIRUPI
7HDYLWDWXG DVXWXVH RVDO (L
YDVWDYXVKLQGDPLVHO

,GHQWLILFDFLYQ GHO FHUWLI 1R VH DSOLFD
6HUWL I WNKIMIXLY PIUN (L NRKDOGDWD

3URFHGLPLHQWR GH HYDOXDI
FRQIRUPLGDG DSOLFDGR (8 $QQHY ,,

.RKDOGDWXG YDVWDYXVKLQG
ODUFDGR&GRIUJLV

IXIJDIRKW 1-PEUHFKW JHEFKDXXSIHY

JHFKD GH YHQFLPL
.HKWLY NXQL

JLUPD 'U 6WHIIHQ /DQGHU 'U .HUVWLQ :HXVWH
$OONLUL &RQIRUPLW\ $VVHVVPHQ 5HVSRQVLEOH SHUVRQ $UWLFOH 0'5 ,9
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Par la présente nous déclarons que les produits mentionnés dans ce document correspondent
aux exigences relatives au réglement (UE) 2017/746 pour les dispositifs de diagnostic in vitro et
gu'ils sont fabriqués et commercialisés conformément aux dispositions du systéme de gestion de
la qualité en vigueur a la date d'émission de la présente déclaration.

Ovime izjavljujemo da navedeni proizvodi ispunjavaju relevantne zahtjeve uredbe (EU) 2017/746
o in vitro dijagnostLpLP SURL]JYRGLPD WH GD VH SURL]JYRGH L SXaWDMX X SUF
za nadzor kvalitete koji je na snazi u trenutku izdavanja ove Izjave.

1RP HW DGEXHMMHILFDQW 6$567('7 $* &R .*
1DJLY L DGUHVD SURL]YRYyDPDUVWHGWVWUWPEUHFKW

I1XPpUR G HQUHJLVWUHPHQW BQLTXH 651
-HGLQVWYHQL UHJLVWUDFLMVNL EURM 651

/H IDEULFDQW VXVPHQWLRQQp MWL VWHOR® WGHY ERQYWHE GIF GLHUDWLRQ G
&RQIRUPLWp

3UHWKRGQR QDYHGHQL SURL]YRYDIGEMBQ®H MK HR GIMONRUBQY XINODGQF

1RP GX SURGXLW &RXSHV G pFKDQWLOORQV SRXU
1D]JLY SURL]YRGD 2JOHGQH pD&H |D VXVWDYH DQDC

1XPpUR SURGXLW RX JURXSH 9RLU $QQH]
DUWLNOD 9LGL $QQH]
,8',' GH EDYWQRYQL 8",

'HVWLQDWLRQ PpGLFDOH 5pFLSLHQW SRXU pFKDQWLOORQ\
1DPMHQD 6SUHPQLN ]D X]JRUDN
&ODVV.KODVD $

2UJDQLVPH QRWLILp LPSOLTX 5LHQ
O pYDOXDWLRQ GH OD FRQIRL
6XGMHORYDQMH LPHQRYDQRJ 1H
RFMHQMLYDQMX VXNODGQRV\

,/GHQWLILFAHWMWRQLGERW GpOLY 1RQ DSSOLFDEOH
2]QDND FHUWLILNDWD 1LMH SULPMHQMLYR

BURFpPGXUH G pYDOXDWLRQ G
DSSOLTXpH (8 $QQH® ,,
S3ULPLMHQMHQL SRVWXSDN R

ODUTXDJH.GRIUJILV

/ILHX RKW 1+PEUHFKW '‘DWHXXSIHY
'DWH G H[SLHWDWILLR

6LIJIQDWX 'U 6WHIIHQ /DQGHU 'U .HUVWLQ :HXVWH
$OONLUL &RQIRUPLW\ $VVHVVPHQ 5HVSRQVLEOH SHUVRQ $UWLFOH 0'5 ,9
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Ezennel kijelentjik, hogy az itt megnevezett termék (EU) 2017/746 rendelete az in vitro

GLDJQRV]IWLND HVIN|]INU O pV D NLiOOtWiV -HOSGRQWNpPpED QU Id Q GYyQNH
szerint gyartott és jovahagyott.

Con la presente dichiariamo che i prodotti qui indicati soddisfano i requisiti pertinenti del

regolamento (UE) 2017/746 relativo ai dispositivi medico-diagnostici in vitro e sono fabbricati e

approvati in conformita al sistemadi JHVWLRQH GHOOD TXDOLWj Q YLIRUH DO PRPHQC
guesto documento.

$ J\iUWy QHYH pV FtPH 6$567('7 $* &R .*
1RPH H LQGLUL]]JR GHO S U RGDXWAMRIEHN VW U 1+PEUHFKW

(J\HGL UHJLV]WUIFLYV V]iP '65)
1XPHUR JIVWHD]LRQH XQLFR 651

$ PHJIHOHO VpJL Q\LODWNR]DW NLDGiVD D IHQW PHJQHYH]HWW J\iUWy

,O SURGXWWRUH VRSUD HYBOQRNVWYRD VUHMV SRV ELRQW j G3HO®M® SUHVH(
GLFKLDUD]JLRQH GL FRQIRUPLW,|j

7HUPpPN QHYH OLQWDNHO\KHN HOHP] UHQGV]H
1RPISURGRWWR 5HFLSLHQWL SHU VLVWHPL GL D
&LNNV]iRRGLFH DUW liVG $QQH]

$ODSYHW, 88'!, GL EDVH 9HGHUH $QQH]
&pOPHJIKDWIiUR]iV OLQWDWDUWIO\

'HVWLQD]KRQH G &RQWHQLWRUH FDPSLRQH
2V]WiO&ODVVH $

$ EHMHOHQWHWW V]HUYH] 1LQFV
PHJIHOHO VpJ pUWpPNHOpV
&RLQYROJLPRQIWRIGHORD 1HVVXQR
QRWLILFDWR QHOOD YDOX
FRQIRUPLW|

$ WDQ~VtWYiQ\ MHOH 1HP DONDOPD]KDWy
&RQWUDVVHJIJQR GHO FHUW 1RQ DSSOLFDELOH

$ONDOPD]RWW PHIWHDHID p

HOMiUIV (8 $QQH9 ,,
BURFHGXUD GL YDOXWDI]LF
XWLOL]]DWD

&(MHO|OPWFKLR &(

+HO\ 1-PEUHFKW 'iTWXP'DWD
/IRFDOLV eUYpQ\HVVpJ OHMIU

$0itUiIV 'U 6WHIIHQ /DQGI 'U .HUVWLQ :HXVWH
JLUPD &RQIRUPLW\ $VVHVVP 5HVSRQVLEOH SHUVRQ $UWLFOH 0'5

7/ 13



ALXR GRNXPHQWX SDWYLUWLQDPH NDG MDPH QXURG\WRYV SULHPRQ;V
GiO LQ YLWUR GLDJQRVWLNRYV PHGLFLQRV SULHWDLVD QXVWDW\W
SDIJDPLQWRYV LU LAOHLVWRY SIIDIRMNHQULDNQQW\GHNNYDOUGWIRMYVUIVWHP

$U 4R DSOLHFLQ—P ND &@HLW QRU—G WLH L]VWU—G—MXPL DWELOVW
YLWUR GLDJQRVWLNDYV PHGLF QLVNDM—P LHU FeP SUDV E—P XQ LU UI
LIVQLHJADQDV GMVIRNER MSONDLEW—WHV S—UYDOG EDV VLVWePX

*DPLQWRMR SDYDGLQLPDV LU DGYHeMOVI $* &R .*
5DARW—MD QRVDXNXPV XQ DGUMWWHIVWHGWVWUPEUHFKW

8QLNDOXVLYV UHJLVWUDFLMRY QXP®ULV 651
8QLN—ODLYV UHSLV®BIL—FLMDV QXPXUYV

aL DWLWLNWLHY GHNODUDFLMD LAGXRWD WLN SLUPLDX QXURG\WR JD
,HSULHN& QRU—G WDLV UDAaRW—MV X]“%“HPDV SLOQX DWELOG EX SDU ¢

BULHPRQjV SDYDGLQLPDV $QDOL]iV VLVWHPD LQGDL
,JVWU—G—MXPD QRVDXNXPV $QDO JHV VLVW+PX WYHUWQHV
*DPLQILWR3UHFHYV 1U au $QQH]
%D]LQLV,83DPDWD,8", 6NDW $QQH]

1XPDW\WD SDVNLUWLYV 0jJLQLR WDOS\NOD
3DUHG]*WDLV OLHWRMXPYV 3DUDXJD NRQWHLQHUYV
.ODV.ODVH $

IRWLILNXRWRVLRYV 3VWDLJR 1;UD
DWOLBWLYWNWLHY YHUWLOQL
3LOQYDURW—V LHVW—GHV L 1DY
DWELOVW EDV L]Y*UW+aDQ—

6HUWLILNDWR aHQNODV IHWDLN\WLQD
6HUWLILN—WD LGHQWLILN—I 1DY SLHP*URMDPV

7DLN\WD DWLWLNWLHV YHUW
,JPDQWRWDLY DWELOVSW RPN (8 $QQHY ,,

&( AHQN®ODRDU: -+ MXPV

9LHWD 1-PEUHFKW 'DWD 'DWXPV
*DOLRMD LNL 'HU™J

3bubabVv 'U 6WHIIHQ /DQGH 'U .HUVWLQ :HXVWH
3DUDNVW &RQIRUPLW\ $VVHVVPHI 5HVSRQVLEOH SHUVRQ $UWLFOH 0
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Hierbij verklaren wij dat de hier genoemde producten voldoen aan de relevante eisen van
verordening (EU) 2017/746 betreffende medische hulpmiddelen voor in-vitrodiagnostiek en
volgens het op het moment van afgifte geldige kwaliteitsmanagementsysteem zijn vervaardigd
en goedgekeurd.

Vi erkleerer herved at de nevnte produktene oppfyller de relevante kravene i forordning (EU)
2017/746 for in vitro diagnostikk og at de er produsert og godkjent etter det
kvalitetsstyringssystem som er gyldig pa utstedelsestidspunktet.

1DDP HQ DGUHV YDQ GH IDBS$EEDQWS* &R
1DYQ RJ DGUHYV VHHOWIH®D SURGXWWHGWVWIPPEUHFKW

(HQPDOLJ UHJLVWUDWLHQXRPHU 651
(QJDQUWJILVWUHULQJVQXPPHU 651

9RRU GH DIJLIWH YDQ GH]H FRQIRUPLWHLWVYHUNODULQJ LV XLWVO
YHUDQWZRRUGHOLMN

3URGXVHQWRQHIMORUWKDU DOHQH DQVYDU IRU XWVWHGHOVHQ DY GHQ

BURGXFWQDDP ORQVWHUEHNHUYV YRRU DQD!
BURGXNWQDYQ (NVHPSHONRSSHU IRU DQDO
SUWLNHMOQUNNHOQU =LH $QQH]

%DVLF'8' *UXQQODJ 8", 6H$SQQH]

%HRRJG JHEUXLN Monsterpot

7TLOWHQNW EUXN Pravebeholder

.ODVVH $

%HWURNNHQKHLG YDQ GH DDQ *HI®
ELM GH FRQIRUPLWHLWVEHRRI
'HOWDNHOVH DY WHNQLVN NR( ,QJHQ
YHGU{UHQGH VDPVYDUVYXUGH

.HQPHUN YBRUWIWLFDDW 1LHW WRHSDVEDDU
6HUWLILNDWQXPPHU ,NNH DNWXHOW

7RHJHSDVWH
FRQIRUPLWHLWVEHRRUGHOLQ. (8 $QQHY ,,
$QYHQGW VDPVYDUVYXUGHULC

&(PDUNHWGK®HUNH

30DDWYV 1-PEUHFKW 'DWXP'DWR
6WHG *HOGLJ WRW

+DQGWHNHC 'U 6WHIIHQ /DQGIF 'U .HUVWLQ :HXVWH
8QGHUVNUL &RQIRUPLW\ $VVHVVPI 5HVSRQVLEOH SHUVRQ $UWLFOH 0
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I1LQLHMV]\P R ZLDGF]DP\ *H Z\PLHQLRQH Z W\P GRNXPHQFLH SURGXNW
Z\PDJDQLDPL UR]JSRU] GJHQLD 8¢ Z VSUDZLH GLDJQRVW\NL L
wytwarzane i dopuszczane do obrotu ] JRGQLH ] VIVWHPHP |]DU] GIDQLD MDNR FL REI
w momencie wydania.

Declaramos, pelo presente documento, que o0s produtos aqui mencionados cumprem oS
requisitos relevantes de regulamento (UE) 2017/746 relativo aos dispositivos médicos de
diagnostico in vitro e que foram fabricados e aprovados em conformidade com o sistema de
garantia da qualidade valido na data da emisséo desta declaragéo.

1D]ZDDIGUHY SURGXFHQWD 6%$567('7 $* &R
1RPH HHQGHUHOR GR IDEUEPDOYWHGWVWIFPPEUHFKW

1LHSRZWDU]DOQ\ QXPHU UHMAYWUDF\MQ\ 651
1~-PHUR GH UHJLVWR ~QLFR 651

‘\PLHQLRQ\ SRZ\*HM SURGXFHQW SRQRVL Z\a F]Q RGSRZLHG]LDOQR
GHNODUDFML ]JJRGQR FL

2 IDEULFDQWH VXSUDPHQBEHRGRQR MEANNXKNFIDOH H[FOXVLYD SHOD HPLV
GHFODUDomR GH FRQIRUPLGDGH

1D]ZD SURGXNW X 3RMHPQLNL QD SUYENL GR V\
DQDOLW\F]Q\FK

1RPH GR SURGXWR 9DVRV SDUD VLVWHPDV GH D¢

1U DUW ? GH UHIHUrQFLD 3DWU] $QQH]

%DVLF'8',8"',', EIVLFR 9LGH $QQH]

3UJHZLG]LDQH ]JDVWRVRZDQLt 3BRMHPQLN QD SUYENL

)LQDOLGDGH SUHYLVWD 5HFLSLHQWH GH DPRVWUDYV

.ODV&ODVVH $

8G]LD4A MHGQRVWNL RRILENF %UDN
JJRGQR FL

3DUWLFLSDomR GR RUJDQLVP 1HQKXP
DYDOLDomR GD FRQIRUPLGDG

2]QDF]HQLH FHUW\ILNDWX 1LH GRW\F]\
ODUFDomR GR FHUWLILFDGR 1mR DSOLFiYHO

=DVWRVRZDQD SURFHGXUD R
BURFHVVR GH DYDOLDomR GD (8 $QQH9 ,,
DSOLFDGR

=QDN QDUFDomR &(

OLHMVFRZF 1+PEUHFKW 'DWD
/REDO ‘D*QH GR 9i0LG
3RGSLV 'U 6WHIIHQ /DQGHL 'U .HUVWLQ :HXVWH

$VVLQDW &RQIRUPLW\ $VVHVVPHC 5HVSRQVLEOH SHUVRE ,9$8UWLFOH
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'"HFODU P SULQ SUH]JHQWD F SURGXVHOH PHQ LRQDWH DLFL vQGH!
UHJXODPHQWXO 8( SULYLQG GLVSR]JLWLYHOH PadHfedtFDOH SHQW
IDEULFDWH L HOLEHUDWH vQ FRQIRUPLWDWH FX VLVWHPXO GH PD(
HOLEHU ULL

7éPWR Y\KODVXMHPH A4H WX XYHGHQpPp YEUREN\ VS DM~ SUtVOXaQp
2017/746 o diagnostickych zdravotnickych poméckach in vitro a boli vyrobené a vydané v stlade
VR VA\VWpPRP ULDGHQLD NYDOLW\ SODWQéP Y pDVH Y\GDQLD

1XPHOH L DGUHVD SURGXF6WRAII{XOXE* &R .*
OHQR D DGUHVD YEUREFX ©6DUVWHGWVWU 1-PEUHFKW

1XP U XQLF GH VQUHJLVWUDUB)651
-HGQRUD]JRYp UHJLVWUDpPQp ptVOR 651

BURGXF WRUXO PHQ LRQDW PDL VXV v L DVXP U VSXQGHUHD H[FOX
GHFODUD LL GH FRQIRUPLWDWH

9\4&8LH XYHGHQé YEUREFD QHVLH YEKUDGQ~ ]JRGSRYHGQRV" ]D Y\GDQL

"HQXP LUMHMGXVXOXL 5HFLSLHQWH SHQWUX VLVWH
1i]RY YEURENX 1iGRE\ SUH DQDO\WLFNp V\VW
1U DUWLFRO y Y@URENX $ VH YHGHD $QQH]

8',', GH ED] =iNOD@GQ¢é 8", BRJUL $QQH]

BWLOL]DUHD SUHY ]XW 5HFLSLHQW SHQWUX SUREH
OpHO SRX&LWLD 1iIGREDYQRUN\

&ODVLHGD $

,PSOLFDUHD RUJDQLVPXOXL ( 1LFL XQXO
HYDOXDUHD FRQIRUPLW LL

OpDV" QRWLILNRYDQpKR RUJi 4LDGQH
SRVXG]RYDQt JKRG\

ODUFD GH FHUWLILFDUH 1X VH DSOLF
2]QDPHQLH FHUWLILNiWX 1HXSODW XMH VD
BURFHGXUWIDGKDUH D FRQIRUI

(8 $QQHY ,,
8SODWQHQé& SRVWXS SRVXG]F
ODUFDMX®@BEEND &(
IRF 1+PEUHFKW 'DWD 'iWXP
OLHVWR 9DODELO SkQ OD

6HPQ WXU 'U 6WHIIHQ /DQGH 'U .HUVWLQ :HXVWH
3RGSLV &RQIRUPLW\ $VVHVVPHI 5HVSRQVLEOH SHUVRQ S$UWLFOH (

11/ 13



Izjavljamo, da navedeni izdelki izpolnjujejo ustrezne zahteve Uredbe (EU) 2017/746 o in vitro
GLDJQRVWLPQLK LIGHONLK WHU GD VR SURL]YHGHQL LQ GDQL QD WUJ
YHOMDYQLP Y pDVX LIGDMH WH L]MDYH

Vi forklarar att de produkter som det hanvisas till har uppfyller de relevanta kraven i férordning
(EVU) 2017/746 om medicintekniska produkter for in vitro-diagnostik och att de har tillverkats och
godkants enligt det kvalitetssystem som géllde vid den tidpunkten.

,PH LQ QDVORY SURL]YDMDOG$D®67('7 $* &R
7TLOOYHUNDUHQVY QDPQ RFK6DGVWWHGWYVWU 1-PEUHFKW

(QRWQD UHJLVWUVND &WH Y'l{ON D
(QINQJVUHJIJLVWUHULQJVQXPPHU 651

2GJRYRUQRVW ]D L]JGDMR WH L]MDWHKXRQWRNJORGQRVOLYERWIQL SURL]YDI
7LOOYHUNDUHQ RYDQ DQVYDUDU KHOW I|U XWJLYQLQJHQ DY GHQ KIU

,PH LJGHOND 30RYLOD ]D DQDOL]JQH VLVWF
3URGXNWQDPQ JUO I|U DQDO\VV\VWHP

aw ,]JGHMOMLNHOQXPPHU *OHMWH $QQH]

2VQRBQL, *UXQGOIJIDQGH 8' 6H $QQH]

BUHGYLGHQL QDPHQ 3RVRGD ]D Y]RUFH

$YVHGG DQYIQGQLQJ %HKNOODUH I|[U SURYH[HPSOI
5DJUHGDVV $

BRGHORYDQMH SULJODAHQHJ 1L
XJRWDYOMDQMX VNODGQRVW
$QPIOW RUJDQ VREMGHMWOQJIH ,QJHQ
DY |[YHUHQVVWIPPHOVH

2]QDND FHUWLILNDWD 6H QH XSRUDEOMD
&HUWLILNDWPIUNQLQJ ,QWH WLOOIPSOLJW
8SRUDEOMHQ SRVWRSHN XJR'

(8 $QQH9 ,,
OHWRG VRP DQYIQGHV I[|U DW
IYHUHQVVWIPPHOVHQ
2]QDND &(
&(PIUNQLQJ
.UDM 1+PEUHFKW ‘DWXP
30DWYV 9HOMD GR JIOOH
3RGSLV 'U 6WHIIHQ /DQGH 'U .HUVWLQ :HXVWH

6LJQDWXU &RQIRUPLW\ $VVHVVPHI 5HVSRQVLEOH SHUVRQ $UWLFOH  (
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Basic UDI -Dl: 4038917SARTD02400U69
REF:

55.1578
55.1579
55.476.061
57.477.500
55.526.053
65.649
65.649011
65.718
68.752
73.641
73.641.010
73.641.011
73.641.012
73.641.106
73.646
73.646.011
73.650.500
73.663
73.666
73.667

2UVBODFH 1<«PEUHFKW '‘DWXPDWH

8QWHUVFK '"UBWHIIHQ /DQGHUHU 'U .HUVWLQ :HXVWH
6LIJQDWXU &RQIRUPLW\ $VVHVVPHQW 5HVSRQVLEOH SHUVRQ $UWLFOH
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