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WEFNRE—MRER EREEIRTHZBEEFE,

Bk
@ B 4
FERT 3R
R EHTE] : 00:01:00 % | Chhimmiss)
RMARRWELISH:
BRAE WMALRE &N5H)

372 IERRBRERK
THFEERE—NAFEENEHARE N SHESHNED.,
BEIRE AR ST A B TERERE SR AT S

o MNEBRLELEERE-—NERFNE,; NETHBEAZNIEREERTI — M EFUE
B EHE,

o ERFEFRGEFUEIFEENTHEREERTENNMLE,
BEFAEREHRIFRS .
HEFNEFBADIERBER G BT HAREEZIENRENSH.
IHERBERTHENEFTE TUKRSE UERREENER SFET BIT UG
BMAEAHENDE. SERFABFEZIN=AF ¥ 5 ¥ TEAHEEHE
Kz BT,
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3. FFlER

BRINBER T WESBREREATERBERTNRIAE, HN—BIWE (KH)
MW KEDE .
TEFRBREETUMERNEFNAE LAREREEL.
MREHFMITEREBPINWEFTE SEHRIRLTHN, WA LEREHIRRIC
HEMEHALEREER, EEEERTFERXTHRNEMAES. WRIHE
REEEHR VWTREEENESH,

MENEREW
IERBRERTTENERLEHNOT
1. R
2. RHY—E2 (CCE)
AERNCEN A 2 CEERATAEZENNELSR. EABRRARtEREAN
BRFAHNRTIF, EIFEREBERPLER—NE AEFARRTHER
290 kb

BHEPHEMD R TROTHREAIERERREMF:

F—NEET B ERFBERNE <G RAEUEAFTEELNEETE.
ERIEEIE FAUEZRNES R,

ERFFEEAE FATUEAFER, IRNEEHIR,

3.7.3 {EEBRK

ERFENNERER EREHMEARNEFNEAXNES. RETHEES
MR,
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®TECAN.

3.8  Magellan - ESHE

RTEFTRHEARRNENE L.

3.8.1 TEMARRUE
LAUTR 617 BATE 96 AR AT B AL VIR B L JME
1. MREBX T HISIFRIERE— 96 AR
2. BRIAESF 96 FLEARMY PR A AL 34T E
3. MAZTEMNNENSLE K.

ﬂ\.?. v BAdE 1
HES [C0S95£t] - Corning 95 Flat Transparent 7
ERER
% v BRE—FH 2
12 34 56 7 8 9101112 VHERER.
a
B
C
D
E
F
e
H(
Low ERE 3
i tFid
E: 450 v EW: [wmidt v
F =% B20 1
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& TECAN.
3. FFlER

3.82 EXZHRIEAE
LTI %887 96 ALBMIRME SCERFALEY) N REE SHFENE . BUNE
=N FEERRIL.
1. MRE X FRBIR®EE— 96 2R,
2. BRIAESF 96 AL MR FRB AL 1T IE,
aE P FRRN-BITME. AREEEENTEE ALET).
3. WAFTEMNNERE K.
4. BREA 2 MNREED B Hia ANER K.

-ﬁfv &K ] 1

ESM: [COS96£t] - Corning 86 Flat Transparent v| RN
ERIEE—E

% v WH—85 2

10 11 12 FEREE. ..

5353 il

hisE: 405 o v E: [ -

bow mxE 4
i frid
i 492 om v B |fFide v

B2E:

bow mxE 5
i #FiE
= 820 om v B s 3

2%
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3. FraER

383 REXZRAE
T 1359 96 ALAARE 2 AN E.
1. MRE N FHFIR R — A 96 ALBMAR.
2. ERH— A MEKLET B 2 HFEASSNEERRFIE .
3. fEX/ESREL: 50
4. ZANEER UEZEKNER): &EERASSAUERRIHA 22 308,
5. BHMAFT BN EREE LRHETE .

a
> v [-2ik ] 1
EEN [COS96£¢] - Corming 86 Flat Trensparent -
ERER—ES
% v B3 2
1 2 3 4 5 6 7 8 9101112 BEEE.
i (R
B
c
D
E
F
[}
H
G} v ZaWFEEH 3
iizE2 ZalEER
@ fEEFE T TR A= R
O FrEaE @ WfiE: |o0:0z:30 4 (hhimiss)
Onfi: ns
Lo wxE 4
i trid
il 492 - B [Hidt v
mE=T
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3. FFlER

384 fHNEMERFTE
Gt IR R R B RN ERREN TERE,
BEEMRBESH#NAERFU B WRESKFHRT. XLEEFUE 2R E—XEK2
T—MREEEI—MRETHZET %,
R —NEFTM B REHESHNRFT BB TIXAMNMEFI A 2B XK, XBEKRE
EE—IEFTBPENNSHEN FE-A (BiN) BFmEHBER,
THIRAMAE L AR NMNEEERENZSRES/RNE. HFEARNMREER
BB &8 T2 RUERFEFDE MEEXEBTRN—BoRFHE 29 E
REBFIREFTE . ROTERABSE:
1. #®: #l#0 Greiner 96 Flat Transparent
2. ZRMWEBNBEHE: 5
3. MFENKARARIE 1: 450 nm
4. WHENKAFRIE 2: 492 nm
IEREERNFEEERT AR

-
> v f=Zik ] 1
EEL [GRESG£L] - Greiner 95 Flat Transparent | [ TEERER. ..
EREAT—FEsY
& v BEH—B5 z

1 2 3 4 5 6 7 & 9 101112 FEERER. .

I g Mmoo D
T

@ - ZoMEET 3

1 Z =R
@ 1B = [ R £ = NEEkE

O FFERTE

b o e 4
EE g

- 450 om ~ B #wL w

&%

L ow EkE 5
i 1w
flE: 492 o v E: [iFide v

2E

FENE N ERUT IERRE:
96 A IMRFFE AL E B £1E 450 nm EAE, REE 492 nm £NE. FNRK
KENEEE 5 NZRNEBAP TR
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3. @A
BAE-/NBAEEFTEIZSNER/FINE WER LR EIERE. EER
FANEXEERFUEAABREGRRT. NZERRELERBBIRK. ITE
REERUNUTREEEDT:
»5{,/ - RAE 1
HEEL [GRE9BFt] - Greimer 96 Flat Transparent =
i 25 = 2 =
v BR—FH 2
N FEREE.. .
G} v ESMNEIBT 3
fi=z2 £ S EERR
[OFiT [ R £ SRR
O Frekafig
b - @ 1
i g
== v B [t
&%
I - @ 5
i oot
= & |fFide
[&%:
EWRTEREFR NE 450 nm EHE—PRXER 5 MEFTEABRAELES SNE;
WAERSE R, 1E 492 nm LTI KEL SN E,
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3. A

3.9 fi{biEse

AR

AKigg H BIZMENRUABREMEEAEHNREZA (BXiFE 851
4.4.2 MEMRE).

B ERE TR AIFREREGENEHE.
39.1 iRRNVE

RRE MRS LNLE (X8 HSAET 33 FHEER),
39.2 BERZE

BUOETETA 2 TR EREN R,
HNERBEENRTHEBRRNRARFEEN, T ERERFNATEIME,
HIRIERRI R B B2 BT — I E R B L, TS NEFTRARA KK
AR, TERAEIEE R F 7T E R % OD EREHE,
NEZBIMIRZE BESEN R IESURBEXRIESEZNEL.

{8 INFINITE 50 PLUS HENRIEXE .

FiFRAFERAET 4.4.3 HAR PAIRBLE BN AR, FHAFRBAR
AREBHREMR. BRTEANBARER NELRTELERE,
HEEHAC, URVEENMARSEFARNESIEE BANEERTESE
NXHFRRRNAEEZES.

B4R INFINITE F50 PLUS R %X ESFRAUEE A AL ARES THE BB A
EMERTE T 2N MR
ENEZBHGE R R B RAREBBRR AR LE,
BN E FIUREF

LEALERBRN ARERETBERNBINLERE LB K,
BHRELEERHEEASSBERTHEE S RFEHABRRERD,

2022-01
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& TECAN.
4. REINEE

4. R%¥IheE

41 REZIhEE

£ INFINITE F50 PLUS EATALUTRAENEER: K5, ZRMBHRIENE,

411  #IREDD

INFINITE F50 PLUS 86 72N E 2 BIE DI iR, iRt T ER 2 QN ERFZ H
&3, FH Magellan IREEFER,

IJ\/L\
T AREY, MR A PR A RS

INFINITE F50 PLUS H#Es11ER:

BHER BHRE BahaE
= 2.8 mm 12.3 Hz
E® 4.4 mm 9.2 Hz
& 4.4 mm 7.8 Hz
n 14.1 mm 2.0 Hz

4.2 wEHRR

TEERREHNAMt,

RSB RAT

WARE A58

AALWIE  fExsS
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4. ®REIhEE

RSERTHEHEZHRSER:

o HFAKE: IRZARER Magellan

o G BEBERZFHTLUNE

o L MEHTH

FERZFAMWER EATHRE USB w0, E8BIRF <M E BREE,

USB i 10

R IE S TapTx

BRI IR BV RER,

H#hE R4

. Tecan Austria GmbH |
aaal vrieseerose AN
A-5082 Grodig, Austria

MODEL INFINITE F50 PLUS
30183570 00

[SN] 2011000001 P 30VA

U,f 24V,DC

(] 20201103 produced n Austria

: [uoi] [wo] [ 2 C€ €8

(01)09120052071146(11)201103(21)2011000001

3XXXXXX.00

HERR (FlW: BSANERS ) TEEEGESEME L.
FERGEABEANMAENR ESAZXARE-—TNFEHFHA,

34
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4. REINEE

43 BRAENA

INFINITE F50 PLUS #REiiR e R iRME T 4 NEBEE KK (405, 450, 620
492 nm) WEBRTHENXE . TUARS S MEXAEEEX . BXTHAK
YD K 5 BB REAR A Tecan HER K,
PR SRR RN T AT RR S
BRI E BXRRE
1 405 nm
450 nm

2
3 620 nm
4 492 nm

5-8 ZERRX B

LR FR AT E A, B BB IR R B4R RLAY LB SRR E B IR A
RZTo

AR
<:;> BRFREFEXWFEAEE ESR 7.5.2 BSUEXF
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®TECAN.
4. REINEE

4.4 RERAE

THIRE TR INFINITE F50 PLUS T 3% = BRI A5 6

441 —BAE
B8 HE
FEBRHEA B R:
AEBERIR ENRBFER
100-240 V AC, 50/60 Hz, & K 1.2 A (B3I &R, I
230 1)
A, KBRS
24V DC (FEZH 1)
FHE FIER: L 12 VA
INFINITE F50 PLUS TR &K 30 VA
AR .  34.7 cm(13.66 inch)
E: 18.9 cm(7.44 inch)
&:  13.4cm(5.28 inch)
BEE 2.6 kg (BFERR)
MRRE:
T4k 15 °C & 35 °C (59 °F ZE 95 °F)
Trfik -30 °C £ 60 °C (-22 °F & 140 °F)
HEXRE 20 % ZE 80 %
AREE 2
BT E BERED
28 ZAEF 3IHFEER UTHRESEER,
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NERN%E

4. ZZIRE
¥ $S1E
T 7E Bt Al
BigK <15 %
R+ <20®
RESEE:
¥R 400 - 750 nm
NEBE:
400 - 750 nm 0-4.000 OD
PIE: 0.0001 OD

HWE: 450, 492 nm

0.000 - 2.000 OD
2.000 - 3.000 OD

BRZE: 450, 492 nm

0.000 - 2.000 OD
2.000 - 3.000 OD

£ M%: 450, 492 nm
0.000 - 2.000 OD
2.000 - 3.000 OD
BAKIER:
PRAER S S
AR RERE:

EXEHR:
1£ 50 % £ 4

FHiR:
TEHEO:

< (1.0 % + 0.010 OD)*
< (1.5 % + 0.010 OD)*

< (0.5 % + 0.005 OD)*
< (1.0 % + 0.005 OD)*

S1%
<£15%

EFERTHRKXF. —NEXFES
AREHSZ 8MNRAF.

IR + 2 nm

10+ 2 nm

LED

UsB1.1/2.0

FIEEZNIRZHURALE IEC 60950-1 EEFHARIRE - B2 B YA HbER

o

*NTFRETAHRNEERUE S+ LA OD E.
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4. ®REIhEE

®TECAN.

4.4.3

FEUTHRENMMEBEHKRIH(FER. CHE. UEM VI, SELZAHR) 96 FLHHR
¥R AT INFINITE F50 PLUS MR 3¢ 35 B R4
ANSI/SBS 1-2004; ANSI/SBS 2-2004; ANSI/SBS 3-2004; ANSI/SBS 4-2004

Ny

SRUERRAENMAR FTEEAST 15.2 MM BIAR.

&L mIBRT LB Y (M TER) F BfRERDERE 3 A seid A B B4
AR, HRBSERTRLEH, EDTFETF.

s
BREMARN, 55X —RKEFEMFHT B

A ALBVE Rz fsR - T2E

4.5

R M

AT %IZ%R2E INFINITE F50 PLUS #98] ik, 417 BA B S\ 3E:

o MIMENXFH

o EXFAKIE

o MTF INFINITE F50 R3I# MultiCheck™ #x
BEXIERRTELEREENEE BERREARMH Tecan HER K.

38
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®TECAN.

5. EEs

5. REEF

51  IT48
Pty
MREMEMER INFINITE F50 PLUS M2 T EREE %R, E8 @R RIS
Wi R RBERERH TECAN BEF XD,
AERBEXEZERSZNEEREXNASERETERENTE o
5.2 BRFE
£ INFINITE F50 PLUS £ #2 %] Magellan BEFR{UIZ HI 54 40 & Tk F 4% BiEs
HABRILZIE BRI 3
EHRHTEINEZ 8 HRTERRESEUBRIZZEBIEAREXERS,
h )
5.3 I4EIARE (0OQ)
AHATU TS A RIRE TEEBEHEERBHEBER,
REW AT BN ARE e AREFEANBRNBIRME TR,
JEBRIEE BN 1% 1R T B0 AR AR 1T AR, X OE BR T AR A AR E B L B
&R M,
53.1 ZERENR
SEREN AR EBRUMENEIRE SIELARE, &4, BEERS NISTH
BRI N TS M.
53.2 AR

MR A B FEES — BN AT HIRIRENERFLZ M,

B - TES R ZEHIRREE,

M TE Z B BARIRGHY OD BRI HE —PRFESBE +, $l: + 0.010 OD,

R OD EFREMEE M, N T RIE A PR FLAR

B A A RUR N E, AT H BR AR OD ERE Y S S R /N B A SR R E
Ao

2022-01
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5. maEd

®TECAN.

5.3.3

B

5.3.4

BEERNREEBE

WHEZTATRERZATBIAM, BUFERFEEMALR.

RA#FEAERH Orange G AREZHHWMAR, EB MNP EATERRENAR
DERB—RIIAFBE, BRXEAZEED 200y, BERIINHEOLE
3.00D BEIZA, REBKY 3 0D,EWMEMA 125 mg.I'* Orange G (Sigma, 5
5 07252), £ 492 nm BXAENMRZT REMNEBARED =R,
NEMNLITE:

» ¥ ODE

o FRAEERE

¥ 0.000 £ 2.000 OD

BN AERER H7E(0.5 % + 0.005 OD) Z [,
£/ 1.000 OD ¥E}F19 OD HItEHRABRFRE :
1.000 * 0.5 % + 0.005 = 0.010 OD

% 2.001 = 3,000 OD
FILWFRERE R Y (1.0 % + 0.005 OD)Z [H,

fEF 2.400 OD #EAN T OD EITER AR FRE :
2.400 * 1.0 % + 0.005 = 0.029 OD

E®HEF 3.000 0D

= F 3.000 OD HYiEEN AERE = BB E T EERIE.

AR MR

EFARKLRENNANEKETBEIERARNBRRIFITRE,

25 REURT AT R S8 B A 2L AR A TR

ERSZE AIERE 492 nm MEHK Orange G BRIFHBRERS,

BRERINEE 0.1 E3.00DBEZA. NKXF KLY 3 0D,EWERA 125 mg.It
Orange G (Sigma, 23|58 07252), X FEH AR K, %A A TRENBR.
AENERBHREN 200 pFEZHRP NEHRBEMNLERAZELH MR, N
AOBESBWIRE.

R ESAR, HMMER OD FHHEFH OD XIRENEERIS,

R EALBEMRERTESE R

ENANBERRFAFESFTHRAT R?=0.998,

aE
BT RET AR BETEAEL

40
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®TECAN.

6. BIFRPI

6.1 48

6. BRI

Magellan REIERE T Magellan HFEMTEX AN EHGH S ERFPER.
EEMEM ELISA 20 RBIXH4E L% Magellan Y B3 L%,

6.2 —HPRHI ERELISA

RERME NI Magellan FEOIRFEN—SH RO (EENIR), BRERH
1788 % 27 Magellan F AN R T BB H#ERE LT,

xE
@ £ Magellan R, R"EIXHBEFHEREFEIRP. XF Magellan Tracker,iXL
X4 HER NN BIERED, H X MESFR,

6.2.1 JARHXTEIER

E—NER IgM - FuiF N - ELISA WHIEEN X TESHAPEUATER: &

wE
1 2 3 4 5 6 7 8 9 10 11 12
A | BLK | C3 S1
B NC C4 S2
C | NC C4 S2
D | C1 C5 S3
E | C1 C5 S3
F C2 C6
G | C2 C6
H | C3 S1

BLK = ZE(1, NC = BB# 24, C1- C6 = AR (FA), S1-S... = # &
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6. RSB
W EA WAL
R 492 nm, L 620 nm AR,
£ AL A2 B IR UAR
PRt (bR ) R B
Ritem 1 5 UA/m
BtEm 2 10 UA/m
Rt 3 20 UA/m
Btk 4 40 UA/mI
RtEm 5 80 UA/mI
BHR 6 160 UA/m
ZARMAZE N RESBHNZEE (OD 492 - OD 620) » £WXLEQHEIHL
DALY 3:::E5 A
PURERZES: OER SV
IgM < 18 UA/mI RE M
18 UA/mI < IgM < 22 UA/m Bt
IgM = 22 UA/mI FEE
THEHHR AN ARSI 1IgM SREZLET 8 UA/MI
BiEsE
WE 2B /FEHFEREE M (THX) ARIENES K. RER. ZAHE.
PR, IgMIRE., IRREENL, FRHEMERMBIENERE.
S mRAMELLE RREN ASCH X,
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& TECAN.
6. Bif =4

6.2.2 BIBFX

EESIRNEED AFRRBAEH L TEE. TORREBEERDSHRG
WE £ QSRR HILE R B, ERFE,

Bk /AR i X

O#n
G F B

FL AR PE v | FTEMFE..

1 mtk Mame -~ T s

s

i | &

[ mm | [ «EE ity

2009 Tecan

WESH

RERTEE HANESBTHE,

W EHH - infinite F50

- o | | —
FikR
HEES [GRE9GEt] - Greiner 86 Flat Transparent .,| VFERER
ezt =5
‘ % b EO—35 ALHI2 2 ‘
‘ R 3

i 323 g

ri’w '7 - s 405 o v E _ﬁiﬂl v

-~ gfﬁ O#% 405

*, iR
I!;’ FLWME 2

G ESUERR

B ESUERNY

nE

& s

& AP

S S GHTR)

s

mHmEen

| ©2009 Tecan
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6. MARH

®TECAN.

ERERSE L EF 492 nm BRI ER K,620 nm #ERS K K.

Lo e g
i35 trid

we fww & [@E 9

E2 620 om -

REEZFNESHMEES ERRHBB/EA,

BB AREAE %)
O
@I&‘F&mﬁ@ -a =4
| AT %
]
ileoe 1 2 3 4 8§ 6 7 8 9 10 11 12
Z:' Wﬁt T
- petz 24 E
E
& =i
0 ©EESS:
0
@ Oz®
E
F
e
3
K E
Al
5
— F—%
© 2003 Tecan
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& TECAN.
6. Bif =4

BitH B/
EREEANG SN FEE L RER.

F e |

B SRR

1

4

I,
Eip
1 F.S

il

=T
) E=S:
. 3

2

. 4

EFRRRFAMED,EF BL (ZH).
EXBWAES BT 1 RE.

ERIFAES FEHEFELE,

KTl AL ZA R ALAERE,
KRERFER, Z AT AR ENIRRR R AR D,

AE
BEXEA, B ATEHETEN .

BEET A S B EAE FIE R AT IRE
TEFRIRRFAAE 3L NC(BRIEIRHI),

EEWARES BT 1 RE,

BIAREE £ B3ER,

£ BL TR, S HEEBIRE Cl. 7L B1 3| C1 FALIEIRIC,
REEFEIER, X LT AR RHRRFRRRIE,
BAERGKTE)SAEELA DL E G2, EAPEMFEFIEBFUATEE:
TEFRIRBFAAE P 1ER ST (W)

FEEWAES BT 1 RE,

ERIFAES EEESBNLIMBILE,

BES5H.

R3S F AT LMER 1D AR AR RS A

itk E R SBRER A TEMNNXEFRPRA—NEF. KBRFENES
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6. MARHI

®TECAN.

DEIRRTZE R, EEENAT FOEEANSD IDEAK, Rit EEHA
Ot TN RS R 8

ci

FRIBERNAEEERIR, MEAFRANFEEETIE ID 5 NEEH A FE
NEIAFMBRENEIAR, SREHEMIFRAFRE -, ERN AR BIAF
MENEIA,

PN BTk ﬂm ENEIAMID SFINEE KFREE),

LB EEEESBN 2.

£ ID EBEMERIARAEP EFEERKL,

REIEFET D1 E G2 AR HEFER.

p=3
BNTEEA: #£4 D1 G [ EAREEMENAR Hl, RAFREE

#l (Ctrl) 83N A2 B BHRLTEMmENAE G2,

BH .
ERMTHRSGR:
L ®
mmmmmmm 900% ] )
=
e | g
=
R, R S Sl
% BROBE
_ ENRRR R
9 ue [T
ks LS
i, e
TR =7
{RRE 4'_‘
R .
= L
= =[m
o fTERE @EEesa
3 canmun al || =
;ﬁ xE Eagem) O=%
] [ mmes | [ ames |
HikER
- % [b]
() «ER ] - 2

MNIEEQEREMARBNUERER EPAEZEN. RERERSH (Cr) BHR
il H12, AEE R EFZE A MARIRIC,

EA DB EED EAEATIER SM (Bm)o
EXBAED BT 1RE,
ERFAED ZREESBHN 2,

D SBENRE LALRFLED EREERHL, [QTRTEE. FREX
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®TECAN.

6. Bif
iR
EB OGRS AR NERABBED EHEERET —MNETURNFTRER... SUE X
Z= HHRE
FHINFERRERELEENZEAHR. RER. HINUTED:
BIRE 5 3]
(oo ) (Coox ) Ok
S Joae [za v [ =
@ i;’fgg’;ﬁ% E £x v | ATARENE (21 EER) MIEESES 3 v
VB, WEE, BHHE ﬁ
p— :
v || ‘
S| (-
Cpp—
F—5 IE
ERMABEETNEEREZEBE. NREEXZHELEIAT ZEAHIBNE
L EtEanNEwE N ZBHE (SRR EIRNBE).
EHZEAHEIBRNARNEFESHI x-BLLES x RRAT LM AREEBLL 2
WA 1 V=8 AN HREE,
BXRERNELFMIBENEZEEFEA,ES Magellan ERARB P,
ESNMMHPFETRUTER (RFI7L A5):
SM1.9 B RBES 1,
H@®IDS 9,
2/2 BASR 2 BAEKE 2,
x-BL1 & 1 IEEMNHEEE x-BL1 (HE&REGN) HBRRTFE 1 (MR
RE, BRE. SHhER).
2022-01
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6. RFARHI
RE | BRE | SHEEY
EREER NGERRTEEFRE, BRE, SHLENENKIESHHERE
A RIHE,
BAER 1 5 UA/mI
AR 2 10 UA/mI
Bt 3 20 UA/mI
BAER 4 40 UA/mI
B 5 80 UA/mI
BHER 6 160 UA/mI

BREEFRFAFIIRPIERET ST,

ERRFIIRD ERARA 1 HIFESIR, £ STL 1 HNKREES WART
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Declaration of Conformity

EU DECLARATION OF CONFORMITY
This declaration of conformity is issued under the sole responsibility of the manufacturer:
TECAN AUSTRIA GMBH, Untersbergstr. 1A, A-5082 Grodig, Austria

for the product:

Infinite F50

Part No.(or Cat. No.)  Model Configuration
30183570 INFINITE F50 PLUS -
Options: ---

GMDN or CND: 57862 Microplate reader VD, automated

Basic UDI-DI: 7640137481VS10080000AEC

Intended purpose:

The INFINITE F50 Plus is an automated 96-well microplate absorbance reader including Magellan
software for professional use in a laboratory for the measurement of light absorbance (optical
density) of homogeneous liquid media for in vitro diagnostic use.

The instrument is intended to be used primarily in in-vitro diagnostic analysis of samples from the
human body delivered from an user selected Enzyme-linked Assay (ELISA). The specific
diagnostic information and type of specimen is defined by the selected assay.

The Infinite FS0 Plus is intended for the measurement and the evaluation of qualitative semi-
quantitative, and quantitative Assays according to scheduled diagnostic parameters and instrument
specifications.

The product is intended for professional laboratory use by trained personnel. The product is not for
home or lay person use.

is in conformity with the provisions of the following European Directive(s) / Regulation when
installed in accordance with the installation instructions contained in the product documentation:

Regulation 2017/746 - IVD-R

on in vitro diagnostic devices
Classification: Class A according Rule 5 (b)
Conformity assessment procedure: Self Declaration

Directive 2006/42/EC

on machinery

Directive 2011/65/EU

on the restriction of the use of certain hazardous substances in electrical and electronic equipment (RoHS 2)
including Commission Delegated Directive (EU) 2015/863 (RoHS3) amending Annex |l to Directive 2011/65/EU)



and that the standards referenced below were taken in consideration:

EN 61010-2-101: 2017
Safety requirements for electrical equipment for measurement, control and laboratory use — Part 2-101:
Particular requirements for in vitro diagnostic (IVD) medical equipment.

EN 61326-2-6: 2013
Electrical equipment for measurement, control and laboratory use - EMC requirements - Part 2-6: Particular
requirements - In vitro diagnostic (IVD) medical equipment

EN 62304: 2006+A1:2015

Medical Device software — Software life cycle processes

EN 62366-1: 2015
Medical Device software — Application of usability engineering to medical devices

EN ISO 15223-1: 2016
Medical devices. Symbols to be used with medical device labels, labelling and information to be supplied.
General requirements

EN I1SO 18113-3: 2011

In vitro diagnostic medical devices -- Information supplied by the manufacturer (labelling) -- Part 3: In vitro
diagnostic instruments for

professional use

EN ISO 14971: 2019

Medical devices — Application of risk management to medical devices

EN ISO 12100: 2010

Safety of machinery - General principles for design - Risk assessment and risk reduction

EN IEC 63000: 2018
Technical documentation for the assessment of electrical and electronic products with respect to the restriction of
hazardous substances

Tecan Austria maintains a quality system certified to the following standards:
EN ISO 9001: 2015

Quality management systems — Requirements

EN I1SO 13485: 2016

Medical devices — quality Management Systems — Requirements for regulatory purposes
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