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BIOMERIEUX

With MINI VIDAS® your lab can carry out tests simply and quickly, in a self-contained, space-
saving unit. Its user-friendly Load & Go concept means your teams can process up to 36 tests
an hour. It also offers excellent reliability, with a MBTF (1) of over 1,100 days.

An improved Design for Increased User Comfort

e Streamline your workflow by optimizing test loading

e Increase user-friendliness for data entry and
reporting patient results

« Two independent 6-test sections 5 punktas
e Processing of different parameters simultaneously
e Packaging suite to different test volumes (30 or
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o Compact solution with integrated computer & printer

11 punktas
RELIABLE

e System robustness (MTBF® >1100 days)
o Single dose concept, ready-to-use reagents 1 punktas

60 tests) 7 punktas
e 100 parameters available ®

MINI VIDAS®

o Automated barcode identification Weight 40 kg (88 Ibs)
e Just Load & Go Voltage 100-240 VAC
= Electric Consumption 15-0.8A
— 1 Frequency 50-60 Hz
A oy g Power 150 Watts
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Discover the VIDAS
community and become

a member by registering on
www.myvidas.com

REAGENT STRIP

* SPR: Solid Phase Receptacle
(1) MTBF = Mean Time Between Failure
(2) Pending list of assay registered in a specific country
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VIDAS® - PROTOCOLS - UNITS



/ Protocols VIDAS® / mini VIDAS® / VIDAS 3® [c@-

Compatible assays

Parameter Sample volume Parameter Sample volume Parameter Sample volume Parameter Sample volume Parameter Sample volume
Code Code Code Code Code
200 pL VWF 100 pL | HIV5 00pL | HBS 150 L LYM 100 L
T4 200 pL PC 100 pL AHBS 200 pL LYG 100 pL
[TSH3 200p | [HCG 100 L ma " [LYGS 00l |
H H confirmation test
FER 100 L P24 200 pl VCAG 100 L
F13 100 L IgE 100 L P24 200 L | HBST sopl | ycam 100 L
FT4N 100 pL confirmation test
CORS ] AFP 100 pL l HCV 100 1L | EBNA 100 pL
100 I Si S I MSG 100 pL VITD 100 pL
ATPO 100 pL . MPG 100 pL HBCT 150 pL TES2 100 pL
ATG 100 UL AMH @ 200 UL VIG 100 UL HAVT 150 UL (a) = After sample processing
PRL 200 pl_ HBE 150 UL (b) = After dilution to obtain 15 IU/mL
EE 00l | RBM 100 pL HBL 150 L
LH 200 pL = H
FSH 200 L TX 125 L HBL® 150 pl
‘ DIG 100 pL ‘ 5 00 p ‘ ¢ 2| ‘ confirmation test
[CKMB B0l | LPRG 200pL | TXGA® 2 X100 pL HBET @ 150 pL
TXG 100 pL
[TNHS 000l | |CEAS 200 L XM 100 pL [HAvM oo |
199 200 pL RBG 100 UL
TNIU 200 L 125 200 4L B 0 EL
PBN2 200 pL TPSA 200 pL CMVG 100 L
GALS 200 pL FPSA 200 L CMVA 2 X100 L
PCT 200 pL
I I | 153 100 pL | HPY 100 pL
MYO 150 pL
GDH®@ 300 pL | CMVM 100 pL |
| DEX2 20pL | [cpAB® 300 L THBCM ool |

(/" Units VIDAS® / mini VIDAS® / VIDAS 3®

Only parameters for which results can be expressed in different units are given in this table.

Parameter Proposed Conversion Parameter  Proposed Conversion Parameter | Proposed Conversion Parameter | Proposed Conversion
Code VIDAS Unit | Factors Code VIDAS Unit | Factors Code VIDAS Unit | Factors Code VIDAS Unit | Factors
E2II mol/L pg/ml x 3.67 — pmol/L PRL Ul/mL 1ng 1#IRP=32 1 Ul CEAS ng/mL ng/mL x 1543 — mUl/mL ST kIU/L
pmol/ uuy g /
nmol/L pmOLx 0272 — pgfl pIU/mL Ing¥is=21pUl AMH*> | ng/mL pmol/L x 0.14 — ng/mL = | kUI/L
- | pg/mL ng/mL1IRP | 1 ngfm 3* (5= pmol/L | ng/mtx7.14—pmollL TSH mUIL
FT4 pg/m|_ pmol/L x 0.777 — pg/mL -> ng/ml- 3 S | 1524 ng/mL 1*IRP ng/dl- UIU/mI_
ng/dL pg/mLx 1.29 — pmol/L B2M pg/mL mg/L x 14 — Ul/mL FSH IU/L miU/L
ng/L Ul/mL Ul/mL x 0.071 = mg/L IH = [1J’]Illlj-/mL > pUlmL
ng/100 mL L%;“LL m{)VmL TSH3 | plU/mL
= | pmol/L KIU/L HAVT /L = | pUl/mL
T4 ug/L nmfl/LX°-777-'PI€(L > | mglL mlU/mL HBST miU/mL
ug/100 mL | V&L x129 = nmol/ AFP uglL UI{JLI i AHBS = | mUl/mL
pg/dL ng/mL ng/mL x 0.826 — Uy/mL = mU/m P24 = | pg/mlLAgP24 | 1pg/mL of P24 =365 pg/mL
= nmol/L pg/mL Ul/mL x 1.21 = ng/mlL HCG Ul/L pg/mL Ag VIH
FT3 pg/mL pmol/L x 0651 — Pg/lmL [U/mL - Inal/li/ mt CMVG AU/mL
ng/L pg/mL x 1.54 — pmol/L - UI/mL kU|/|_ > UA/mL
> pmol/L TNHS = | ng/L KIU/L RBG = | Ul/mL
T3 ng/mL nmol/L x 0.651 — pg/L pg/mL mUl/mL IU/mL
pg/L x 1.54 — nmol/L nmol/L x 0.781 — ng/mL
UZI{OO ml TNIU N Eg//[nl_ pic EQ}EVL ng/mL x 1.28 — nmol/L XG U/mL
Eg/dL PBN2 | pmollL > | ng/mL >
> PRG anI/L nmol/L x 0.3145 — ng/mL VWE Ul/mL
-> anVL pg/ml- > ng/mL ng/mL x 3.1796 — nmol/L PC [U/mL
PCT L
FER N Eg//th S5 ﬁgmL TES2 nmol/L | nmoliLx0288 — g/l > %
> | ng/mL ng/mL x 3.47 — nmol/L DEX2 pg/mL (FEU)
CORS nmol/L nmol/L x 0.362 — ng/mL MYO =>|pg/L ng/dL > | ng/mlL (FEU)
dL ng/mL x 2.76 — nmol/L ng/mL
ug/ IgE ul/mL HBCM | PEIU/mL
“g//l- ] VITD - ng/n'll/'-l_ > :1'};[/]!]1 FEU: Fibrinogen Equivalent Unit
=>| Ng/m nmo => Default Unit
GAL3 | ng/ml kUL

VIDAS® - PROTOCOLS - UNITS
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IMMUNOCHEMISTRY

\/VIDAS® / mini VIDAS® / VIDAS® 3: Parameters

N— Reference Sample R Sample Test validated using (TI:::::T:X Measurement Range
Ra nge Volume Pre-Treatment or Interpretation
Test Frequency
%&?ﬁgﬁ BRAHM.S PCT™ 30450 PCT 200l S1S1S2S2C1 Q2 28 days no Serum, Plasma (Hep,) @ 20 0.05 - 200 ng/mL
3 punktas NT-proBNP2 30458 PBN2 200 pL S1S1S5252C1 Q2| 28days no Serum, Plasma (Hep.) 20 15 - 25,000 pg/mL
Troponin | Ultra 30448 TNIU 200l | S1S1S2S52C1 Q2 | 28 days no Serum, Plasma (Hep.) 20 0.01 - 30 pg/L
Hs Troponin | © 415386 TNHS 200 pl S1S51S5252C1 Q2| 28days no Serum, Plasma (Hep) 20
CARDIAC Galectin-3 411191 GAL3 200 pL S151Cl 28 days no Serum, Plasma (Hep, EDTA) 20 3.3-100 ng/mlL
Myoglobin 30446 MYO 150 pL S151C 14 days no Serum, Plasma (Hep) 17 5 - 1,000 pg/L
CK-MB 30421 CKMB 250 pL S1S1Q1 14 days no Serum, Plasma (Hep. EDTA) 30 0.8 - 300 ng/mL
Digoxin 30603 DIG 100 pL S151S51C1 14 days no Serum, Plasma (Hep. EDTA) 20 0.2 -5 ng/mL
VENOUS D-Dimer Exclusion™ Il | 30455 DEX2 200 pL S1S1a1 Q@ 28 days no Plasma (cit) 20 45 - 10,000 ng/mL (FEU)
THROMBO- .
; - 0,
EMBOLISM / Protein C 30115 PC 100 pL Sts1a 14 days no Plasma (cit) 35 1-120 %
COAGULATION VWF 30436 VWF 100 pL S1S1Q1 14 days no Plasma (cit) 35 1-120 %
HAV IgM 30307 HAVM 100 pL sis1aQ@ 14 days no Serum, Plasma (epTa, Hep,) 60 Quaht_apve test N_egatwe,
Positive or Equivocal
Anti-HAV Total 30312 HAVT 150 L S1s1C1 Q@2 14 days no Serum, Plasma (epTa, Hep, it) 90 15 - 400 mIU/mL
HBs Ag Ultra ® 30315 | HBS+HBL = 150 L $151C1 Q2 14 days no Serum, Plasma (Hep) 60/ 90 Q“al'tatc')‘;epgfi’gv':egat“’e
Anti-HBsT Il 30318 AHBS 200 pL S1S1C1 @2 28 days yes® Serum, Plasma (Hep.) 60 3 - 500 mIU/mL
HEPATITES Qualitative test: Negative
Anti-HBc Total Il 30314 HBCT 150 pL Ssis1s1a1Q@ 14 days no Serum, Plasma (eoTa, Hep, Cit) 90 Positive or Eduivocal '
HBc IgM Il 30439 HBCM 100 pL S1s1C1 Q@2 14 days no Serum, Plasma (EnTA, Hep, Cit) 55 0 - 200 PEIU/mL
_ Qualitative test:
e I 005 | MEE_ | Mo | 1A | Mdes | o | cemPemaeniem | % . Negative or Posiive__
4 Qualitative test:
Anti-HCV 30308 HCV 100 pL S1s1C1 Q@ 28 days no Serum, Plasma (Hep.) 40 Negative or Positive
S15152S2C1 Ag and Ab qualitative
@ ! Ve
HIV DUO Ultra 30443 HIV5 200 pL O C3 14 days no Serum, Plasma (epTa, Hep) 120 test: Negative or Positive
HIV HIV DUO Quick 30447 HIV6 200 pL S1S1C1 Q2G5 14 days no Serum, Plasma (eoTA, Hep) @ 80 Quqlltatlve tesft.:
Negative or Positive
HIV P24 1O 30117 P24 200 pL S151C1 @2 14 days no Serum, Plasma (eDTA, Hep, Ox, Thrombin) 90 0 - 400 pg/mL of Ag P24
® Qualitative test: Negative,
Toxo IgM 30202 ™M 100 pL S1S1a1 Q@2 14 days no Serum © 40 Positive or Equivocal
Toxo IgG I 30210 TXG 100 pL S1s1C1 Q@2 14 days no Serum @, Plasma (EDTA, Hep.) 40 0- 300 IU/mL
” Qualitative test:
Toxo Competition 30211 TXC 125 L S151C1 @2 14 days no Serum, Plasma (EDTA, Hep.) 40 Negative or Positive
Avidity index (Al)
Toxo IgG o i ecton dsins bo
oxo g@) 30222 TXGA 2 x 100 pL aQ 14 days no Serum @, Plasma (EDTa, Hep, Git 40 P rore than 4 monthe-
Avidity An Al < than 03 does not enable a
recent infection to be differentiated
from a former infection.
Rub IgM 30214 | RBM 100 pL SISTCIQ | 14days no Serum go | Qualiative test: Negative,
ToRC Positive or Equivocal
Rub IgG I 30221 RBG 100 pL S151C1 @2 14 days no Serum, Plasma (eDTa, Hep.) 40 0 - 400 IU/mL
Qualitative test: Negative,
cmv Igvi 30205 CMVM 100 pL S1S1C1 Q@2 14 days no Serum 60 Positive or Equivocal
CMV 1gG 30204 CMVG 100 pL sista @ 14 days no Serum 40 0 - 400 AU/mL
Avidity index (Al
An Al 2\/ !).Sp.ils ]a s@ror)l(g(lndiZation
of a primary infection dating back
CMV IgG s 1 40 5 3 s -
Avidity I 413557 CMVA 2 x 100 pL CHCL 14 days no Serum 40 ation of 3 primany infediongdating
back less than 3 months.
An 0.40 <Al < 0.65 does not enable
to distinguish a recent infection
from a former infection.
Qualitative test: Negative,
EBV VCA IgM 30237 VCAM 100 pL S1s151a1 @2 28 days no Serum 40 Positive or Equivocal
EBV VCA/EA IgG 30236 | VCAG 100pL | SISISICIC2 | 28days no Serum gy | LBliETE i o)
Positive or Equivocal
Qualitative test: Negative,
___________________ EBVEBNAIRG | 30235 | EBNA | 100pL_ | SISVS1C1C@2 | 28days | mo | ______Seum _________ | __40___| positive.orEquivocal-- .
Qualitative test: Negative,
Lyme IgM 30319 LYM 100 pL S151C1 @2 28 days no Serum, Plasma (Hep.) 27 Positive or Equivocal
OTHER o ] .
Lyme IgG 30320 LYG 100 pL sista Q@ 28 days no Serum, Plasma (Hep,), /CSF 27 Qualitative test: Negative
SEROLOGIES or Positive
Qualitative test: Negative,
Measles IgG 30219 MSG 100 pL S1S1C1 Q@2 14 days no Serum 40 Positive or Equivocal
Mumps IgG 30218 | MPG 100 L $151C1 Q2 14 days no Serum yo | Qualiative test: Negative
Positive or Equivocal
o Qualitative test: Negative,
Varicella-Zoster IgG | 30217 VZG 100 pL S1s1a1 @ 14 days no Serum 40 Positive or Equivocal
H. pylori IgG 30192 HPY 100 pL sts1a @ 14 days no Serum, Plasma (epTa) 40 Quahpapve test Negatlve,
Positive or Equivocal
o Qualitative test:
®
ANTIGEN C. difficile GDH 30125 GDH 300 pL S1S1C1 Q@ 28 days yes Stool 50 e g
DETECTION C. difficile Qualitati : i
. @ ualitative test: Negative,
Toxin A%B 30118 CDAB 300 pL SISt Q@G 14 days yes @ Stool 75 Positive or Equivocal
AMH @ 417011 AMH 200 pL S1S1Q 28 days no Serum, Plasma ith, Hep.) 40 0.02 - 9 ng/mL
Estradiol Il 30431 B2l 200 pL Sts1s1 14 days no Serum, Plasma (Hep) 60 9 - 3,000 pg/mL
FSH 30407 FSH 200 pL S1S1Q 14 days no Serum, Plasma (Hep.) 40 0.1-110 mlU/mL
REPRODUCTION /  HCG 30405 HCG 100 pL NS 14 days no Serum, Plasma (Hep, EDTA) 30 2 - 1,500 miU/mL
FERTILITY LH 30406 LH 200 pL S151Cl 14 days no Serum, Plasma (Hep) 40 0.1 - 100 mlU/mL
Prolactin 30410 PRL 200 pL Sts1a 14 days no Serum, Plasma (Hep,) 40 0.5 - 200 ng/mL
Progesterone 30409 PRG 200 pL S1S151 Q1 14 days no Serum, Plasma (Hep., EDTA, Silicone, Gel) 45 0.25 - 80 ng/mL
Testosterone I 414320 TES2 100 pl S151C1 28 days no Serum, Plasma 40 0.05 to 13.50 ng/mL
TSH 30400 TSH 200 L S1S1C 14 days no Serum, Plasma (Hep, Beads, Gel) 40 0.05 - 60 plU/mL
TSH3 30441 TSH3 200 pL S1S152S2C1 C2 | 14 days no Serum, Plasma (Hep, Silicone, Gel) 80 0.005 - 100 plU/mL
FT3 30402 F13 100 pL S1S151 Q1 14 days no Serum, Plasma (Hep) 40 0.7 - 45 pmol/L
THYROID FT4 30459 FT4N 100 pL S1s1 14 days no serum, plasma (Hep, Silicone, Gel) 40 1-100 pmol/mL
T3 30403 T3 100 pL S1s151Q1 14 days no Serum, Plasma (Hep) 40 0.4 - 9 nmol/L
"""""""""" TATTTTTTTTTT T 30408 T TA 2000 U STSISTIGr [ T4days | no | Serum, Plasmacepy | 40 | 6-320nmoljl |
Anti-TPO 30461 ATPO 100 pL S1S1Q 28 days no Serum, Plasma (Hep., EDTA, Silicone, Gel) 25 0.8 - 1,000 IU/mL
Anti-Tg 30462 ATG 100 pL S1s1Q 28 days no Serum, Plasma 25 6.4 - 800 1U/mL
AFP 30413 AFP 100 L 5151 C1 14 days no SerL, s i T 30 0.5 - 400 1U/mL
Amniotic Fluid
TUMOUR CA 15-3° 30429 153 100 pL S151C1 14 days no Serum, Plasma (Hep, EDTA) 60 2 -400 U/mL
19-9 30427 199 200 p 151 C1 14 days no erum, Plasma (Hep, EDTA) 60 3-500 U/m
MARKERS CA 19-9™ L Ss1s1C d S Pl U/mL
CA 125 ™ 30426 125 200 pL S1s1Q 14 days no Serum, Plasma (Hep, EDTA) 60 4 - 600 U/mL
CEAS 30453 CEAS 200 pL S1S1C1 14 days no Serum, Plasma (Hep) 60 0.5 - 200 ng/mL
FPSA 30440 FPSA 200 pL S1s1Q 14 days no Serum, Plasma (Hep,, EDTA) 60 0.05 - 10 ng/mL
TPSA 30428 TPSA 200 pL S1S1C1 14 days no Serum, Plasma (Hep., EDTA) 60 0.07 - 100 ng/mL
ALLERGY Total IgE 30419 IgE 100 pL S151C1 14 days no Serum, Plasma (Lith, Hep., EDTA) 30 0.5 - 1,000 kIU/L
: . Serum, Plasma (Hep,, EDTA), i
Cortisol S 30451 CORS 100 pL S1S151 Q1 14 days yes (urine) >a-hour Urine 40 2 - 650 ng/mL
OTHERS Ferritin 30411 FER 100 pL S151C1 14 days no Serum, Plasma (Hep. EDTA) 30 1.5 - 1,200 ng/mL
B2 Microglobulin 30420 B2M 100 pL S1s1C1 Q@ 14 days yes (urine) Serum, Plasma (Hep, eo), Urine 40 0.004 - 4 mg/L
3 punktas ﬁte?lH IHIIE 30463 VITD 100 pL S151C1 28 days no Serum, Plasma (Lith., Hep.) 40 8.1-126 ng/mL

* HBL = long protocol

(c) = Some of these reagents have not yet obtained regulatory clearance in some countries. Please contact your local bioMérieux representative for further information and product availability.

Some references may vary according the country. Please contact your local bioMérieux representative for further information and product availability.
(d) = Not available in the following countries, regions and states: Armenia, Australia, Austria, Azerbaijan, Belarus, Belgium, Canada, Denmark, France, Germany, Hong-Kong, Ireland, Israel, ltaly, Japan, Kazakhstan, Kyrgyzstan, Lichtenstein, Moldavia, New Zealand, Portugal, Russia, Spain, Switzerland, Tajikistan, The
Netherlands, Turkey, Turkmenistan, United Kingdom.

(1) = Confirmation test available
(2) = See package insert

(3) = Inactivated or not 30 mins at 56°C
(4) = Double strips
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Benefit from bioMérieux’s experience .
with VIDAS® services, ensuring your lab’s
continued development

Instrument services
* Instant remote support service

« Extensive network of local subsidiaries and distributors:
skilled systems engineers and application specialists available wherever you are

Certification support and integrated quality control
« VIDAS validation package for your instrument and methodology
« Support in obtaining ISO 15189 certification

Online training
» Online training sessions complement VIDAS on-site service
« Continually develop your lab's skills and expertise

A worldwide VIDAS community

* The myvidas.com platform strengthens your expertise and makes

the most of your VIDAS solution Scan this code to get access to
» Share information and experiences with your VIDAS peers myvidas:comn and
the constant updated
information on
VIDAS assay solutions.

bioMérieux S.A.

69280 Marcy I'Etoile ,

France BIODME RIEUX
Tél. : +33 (0)4 78 87 20 00

Fax : +33 (0)4 78 87 20 90 -

www.biomerieux-diagnostics.com



Vertimas is angly kalbos

Mielas kliente,

Dekojame Jums, kad darbui laboratorijoje pasirinkote VIDAS® imunologiniy tyrimy sistema.

Sio laifko tikslas - pateikti Jums bioMerieux rekomendacijas dél kalibracijos ir kokybés
kontrolés atlikimo.

VIDAS® sistema apdoroja méginius laisvaja kreiptimi partijos reZime, naudojant vieno tyrimo
formatg (strypelis ir SPR antgalis), remiantis ELFA technologija, visiems analizés tipams:
serologiniai, imunocheminiai tyrimai, antigeny nustatymas ir industriné mikrobiologija.

Kiekvienam parametrui kalibracijg privaloma atlikti atidarius naujg rinkinj ir tam, kad kalibracine
kreivé biity atnaujinta. Pakartotinas kalibravimas turi buti atlickamas kas 14 arba 28 dienas
(priklausomai nuo tyrimo, zitirékite pakuotes informacinj lapelj).

Rinkinyje esancios kontrolés yra skirtos patvirtinti atlikta kalibracijg. Jas privaloma atlikti pradéjus
naudoti naujg rinkinj tam, kad bty patikrinta rinkinio reagenty kokybé.

Laikydamiesi $iy rekomendacijy uZtikrinsite, kad Jasy laboratorijos darbas atitinka bioMerieux
nurodymus.

Vis delto, galite nusistatyti savo kokybés kontrolés atlikimo daznj pagal savo laboratorijos tvarka,
remiantis rinkos analize. Rizikg kelianc¢iy priezasciy identifikavimui ir jy sprendimui (apmokymas,
procediros, kokybes kontrolés...) bioMerieux rekomenduoja naudoti Ishikawa diagrama.

Siuo klausimu esame pasiruose Jums padéti.

PraSome iSplatinti Sig informacija visam laboratorijos personalui ir i¥saugoti $io laisko kopija

archyvo dokumentuose bei persiysti $alims, kurioms Jiis galite tiekti $iuos produktus.

Dékojame, kad pritaikote $ias procediiras savo laboratorijoje. Iskilus klausimams arba jeigu Jums
reikia pagalbos, kreipkités j vietinj atstova.

Mes jsipareigojame Jums tiekti auk$¢iausios kokybés produktus ir paslaugas.
Dekojame, kad ir toliau pasitikite bioMerieux kompanija ir jos produktais.

/parasas/ /parasSas/

Gabriel Pedone Marie-Claude Bernard

Rinkodaros vadovas Produkty imunologiniams tyrimams vadovas

Imunologiniy tyrimy padalinys Atstovai Vidurio Rytuose/Afrikoje/Europoje
Tikslus .Hkummﬂr vertimas | lietuviy kalbg
Vertéjas (-a) &/ “'”2{/"/":’ v/ ,f//‘(f .
Data:__ ° (] A7 -0~ 5.»4‘;_
UAg Dian_ledic‘a | K// .
Moléty pl. 73, Vilnius } A
Lietuva =

Tel. 8 5279 0080
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MERIEUX
Marcy I'Etoile, September 20", 2013

Dear Customer,
You have chosen the VIDAS® system for your laboratory and we thank you for your confidence.

The aim of this letter is to give you the bioMérieux recommendations regarding calibration and
controls.

The VIDAS® system processes samples in random access and batch mode using a single test format
(strip and SPR) based on the Enzyme Linked Fluorescent Assay (ELFA) technology for all types of
analysis: serology, immunochemistry, antigen detection and industrial microbiology.

For each parameter, a calibration should be done at the opening of the kit and a recalibration every 14
or 28 days (depending on the assay, please refer to package insert) to readjust the calibration curve.

The purpose of the controls included in the kit is to validate calibrations. They should also be run
immediately after opening a new kit to ensure that reagent performances have not been altered.

Compliance with these recommendations allows your laboratory to be in line with bioMérieux
guidelines.

Nevertheless, you may adapt your quality control frequency according to your laboratory organisation
based on a risk analysis. bioMérieux recommends to use the Ishikawa diagram to identify causes likely
to present a risk and find the appropriate answer (training, procedures, quality controls ...).

We can help you in this approach.

Please distribute this information to all appropriate personnel in your laboratory, keep a copy in your
files, and forward it to other parties to whom you may have transferred our product.

We thank you for applying these procedures in your laboratory. If you have any questions or need
assistance, please contact your local bioMérieux representative.

We are committed to providing you with products, support and services of the highest quality.
Thank you for your continued confidence in bioMérieux and our products.

=

Gabriel Pedone Marie-Claude Bernard
Global Marketing Manager Product Manager ImmunoAssays
ImmunoAssay Unit Middle-East/ Africa/ Europe Distributors

BIODMERIEUX

Siege social : 69280 Marcy \’Etoilg—:- - France - Tél : 33 (0)4 78 87 20 00 - Fax : 33 (0)4 78 87 20 90 - www.biomerieux.com
BIOMERIEUX SA au capital de 12 029 370 € - RCS 673 620 399 Lyon

02110151



3 Sistemos aprasas ir pagrindines procediros

Prietaiso mini VIDAS®™ analizatorius aprasymas

3-1 pav. mini VIDAS® analizatorius

— darbinés bilsenos lemputé
— SPR®blokas

- juosteliy sekcija

juostelés paruodimo déklas
— Kklaviatdra ir ekranas

| o= T S I
i

Pastaba. Ankstesniy versijy prietaise mini VIDAS® analizatorius Juostelés paruosimo déklo gali nebati.

f DEMESIQ! Niekada nenaudokite kitokiy medZiagy, nei nurodé bioMérieux.

161150-637 - A 3-1 mini VIDAS®






THE VIDAS CONCEPT

1 patient, 1 test, 1 result

can be used 24/7, with over 100 references in single test format
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Some of these reagents have not
yet obtained regulatory clearance

in some countries. Please contact
your local bioMérieux representative
for further information and product
availability.

Please refer to your local and/or
international guidelines for the use of
biomarkers.
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Dear Customer,

The world of medicine is changing. Today, its focus has shifted from
diagnosing a pathology to assessing what is unique about each

patient. 2016
Launch of AMH*
The individual is always at the heart of the VIDAS® 2015
approach, yet its strength also lies in its exceptional Launch of VIDAS®
network of over 25,000 customers. Together, High sensitive Troponin |

the VIDAS global teams and network make up an 2014
impressive force, ready to embrace the new Launch of C. Difficile GDH
medical, scientific and economic realities of 2013

healthcare today. New heart failure marker Galectin 3.

_ _ Vitamin D is available in single test format
The VIDAS Solution will make an on VIDAS.

essential contribution to meeting 2007

the demands of a world where Launch of VIDAS® Procalcitonin assay,

controlling health expenditure the new reference for the diagnosis of

has become crucial and where, severe bacterial infection/sepsis.
as a result, diagnostics have 2004

taken on critical importance. First test cleared by the FDA for an exclusion claim:
VIDAS® D-Dimer Exclusion.

2001

New cardiac assay to identify cardiac conditions: Troponin 1.

1998
VIDAS® HIV DUO: first 4" advanced generation automated assay.

1995
Launch of VIDAS® D-Dimer, the gold standard assay for Deep Venous
Thrombosis and Pulmonary Embolism.

1994
VIDAS® HIV p24 Ag: first quantitative Ag detection assay in automated format.

1993
VIDAS® Toxoplasmosis Avidity: first assay for exclusion
of recent toxoplasmosis infection.

Your bioMérieux team

*VIDAS® AMH is not available in the following countries, states and regions: Armenia, Australia, Austria, Azerbaijan,
Belarus, Belgium, Canada, Denmark, France, Germany, Hong-Kong, Ireland, Israel, Italy, Japan, Kazakhstan, Kyrgyzstan,
Liechtenstein, Moldavia, New Zealand, Portugal, Russia, Spain, Switzerland, Tajikistan, The Netherlands, Turkey,
Turkmenistan, United Kingdom.

THE SINGLE TEST CONCEPT

The success of VIDAS is based on the robustness and reliability of its reagent design,
combined with its ready-to-use single test concept with ELFA* technology.

HOW IT WORKS The VIDAS principle is based on the interaction
of two elements: the coated SPR® (Solid Phase
Receptacle), containing antigens or antibodies, and
the Strip, made up of a series of wells containing
the correct amount of reagent necessary for the test.

CONFIDENCE IN RESULT High quality VIDAS reagents offer a dynamic
REPORTING AND Measurement range with proven accuracy and

COST MANAGEMENT performance, reducing unnecessary repeat tests.

All types of assays can be run simultaneously

8_9_10 punktai without any risk of contamination due to
absence of external washing solution, drains and
syringes for sample or reagent pipetting.

Each parameter has a single reference with reagent,
standard, control and diluent included in the kit.
Management is simple with minimum operator
handling and intervention.

* Enzyme Linked Fluorescent Assay.
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THE VIDAS" INSTRUMENTS RANGE

VIDAS instruments are bench-top automated immunoassay systems based on ELFA
technology. They offer your laboratory high quality, on demand test results for small

volume testing.

All VIDAS instruments are operational 24/7 and use the same reagent references.
They allow you to process several different parameters simultaneously, in both single
random access sample and batch test mode, for all types of analyses. Their unique design
guarantees that there is no inter-reagent or inter-sample contamination.

mini VIDAS

ooooooooooooooooooooooooooooooooooooooooo

SIMPLY RELIABLE

With mini VIDAS® your lab can carry out tests
simply and quickly, in a self-contained, space-
saving unit. Its user-friendly Load & Go concept
means your teams can process up to 36 tests
an hour. It also offers excellent reliability, with a
Mean Time Between Failures (MBTF) of over
1,100 days.

THE PIONEER

VIDAS® offers your lab simplicity
and productivity, with its loading
capacity of 30 tests. It will
enhance your workflow, allowing
you to handle batch series while
maintaining specific management
of emergency tests, thanks to its
five independent compartments.

VIDAS® also guarantees fast, reliable
results, processing up to 80 tests
per hour and offering a Mean Time
Between Failures (MTBF) of over
700 days.

ENHANCED
IN-LAB ORGANISATION

The VIDAS 3 system brings maximum peace
of mind to your lab. Flexible and fully automated, it
enables you to run up to 12 tests in 4 independent
sections with complete security, guaranteed
traceability and 24/7 access.

VIDAS 3 is designed with:
® [ntuitive software,
® Fully automated pipetor action.

VIDAS 3 ensures test security thanks to:
® Complete traceability of all actions,
® |ntegrated quality control management,

® Bi-directional Laboratory Information System
(LIS) connectivity.

VIDAS 3 is flexible with access at all times:

® Temperature-controlled loading bay,
27 samples, diluents and calibrators in
three separate racks,

® 4 independent test compartments of
3 tests each - Up to 36 tests per hour.



ACUTE CARE

High sensitive Troponin I, NT-proBNP, D-Dimer,
PCT, a unique test offer on a single device

Efficient and fast patient triage is essential in the Emergency Department, where
common symptoms like chest pain, shortness of breath and fever require rapid decisions
on hospitalization, investigations and treatment. !

Chest Pain I
o Shortness of Breath
Fever - Cough*

RESPIRATORY CARDIAC

. . HF ACS
Infectious Non-Infectious NT-proBNP

i

VIDAS® NT-proBNP2 VIDAS® High sensitive Troponin |

Bacterial Viral PE exclusion Others m
Procalcitonin m VIDAS® Galectin-3 VIDAS® CK-MB

VIDAS® VIDAS® Myoglobin
B.RAH.MS PCT™ D-Dimer Exclusion™ Il
VIDAS® Myoglobin

i

* Among the top-10 reasons for visiting an emergency department (National Hospital Ambulatory Medical Care Survey, 2011 Emergency Department Fact Sheet:
www.cdc.gov/nchs/ahcd/factsheets.htm).
HF: Heart Failure - ACS: Acute Coronary Syndrome - PE: Pulmonary Embolism

VIDAS® and its unique, comprehensive and user-friendly panel allows you to manage urgent
samples separately from routine activity and comply with the short turnaround time
required by such complex clinical situations. That means improved patient management
and less stress for doctors.

S Plasma (heparin) Plasma (citrate) Plasma (heparin) Plasma (heparin) Plasma (heparin, EDTA)
ample type
Serum Serum Serum Serum
20 min 20 min 20 min 20 min 20 min
Time to result (no warm-up period, | (no warm-up period, | (no warm-up period, | (no warm-up period, (no warm-up period,
load and start) load and start) load and start) load and start) load and start)

1. Wiler JL, Gentle C, Halfpenny JM, Heins A, Mehrotra A, Mikhail MG, Fite D. Optimizing emergency department front-end operations. Ann Emerg Med.
2010;55:142-160.e1.

SEPSIS

B.R.A.H.M.S PCT™
Guidance for Antibiotic therapy

When emergency teams suspect severe bacterial infection, sepsis or lower respiratory tract
infection (LRTI), early diagnosis is essential.

Procalcitonin (PCT) blood levels rise rapidly during bacterial infections. It has been
demonstrated that PCT helps to assess the severity of an infection and supports the
early recognition of sepsis. ' Procalcitonin has also been shown to be a valuable decision-
support tool for the initiation, continuation or cessation of antibiotic treatment.

The use of PCT to guide antibiotic therapy has been described in various clinical settings.
One example is the management of patients with community-acquired pneumonia (CAP)
in emergency departments:

-37% Reduction in Antibiotics use
Antibiotic use in CAP patients with (red) and without (grey) PCT guidance.

Adapted from Schuetz P et al. Clin Infect Dis. 2012;55:651-62.
100% 12
80%

60%

40%

Patients on antibiotics (%)
Mean antibiotics days
(o))
1

20%

L N
0%

Day0 | Day2 | Day4 | Day6 | Day 8 |Day 10 |Day 12 | Day 14 overall

M Control | 99% | 97% | 93% | 85% | 67% | 45% | 30% | 19% M Control 1.1

W PCT 90% | 84% | 68% | 48% | 30% | 19% | 12% | 7% W PCT 7

With PCT guidance, patients were treated for a mean of 7 days compared to 11.1 days in the control group,
indicating a reduction in antibiotic exposure of around 40% (Schuetz et al., 2012 2).

1. Bouadma L, Luyt CE, Tubach F et al. Use of procalcitonin to reduce patients’ exposure to antibiotics in intensive care units (PRORATA trial): a multicentre randomised
controlled trial. Lancet 2010;375 (9713 463-74).

2. Schuetz P, Briel M, Christ-Crain M et al. Procalcitonin to guide initiation and duration of antibiotic treatment in acute respiratory infections: an individual patient
data meta-analysis. Clin Infect Dis. 2012;55:651-662.

ACUTE CARE PANEL

B.R.A.H.M.S PCT™, D-Dimer Exclusion™ II,
High sensitive Troponin I, NT-proBNP2,
Galectin-3, CK-MB, Myoglobin, Digoxin

EMERGENCY



CARDIAC

A comprehensive approach
to cardiac patient management

ACUTE CORONARY SYNDROME (Acs)

@ VIDAS" High sensitive Troponin |

This assay is an aid in the diagnosis of myocardial infraction and in the risk stratification of patients

with symptoms suggestive of ACS with respect to relative risk of all-cause mortality and major ad-

verse cardiac events (MACE) consisting of Ml revascularization, at 30 days. VIDAS® High sensitive

Troponin | offers analytical and clinical performances in accordance with guidelines :

- QV=7%

- accelerated and validated algorithm for delivering a diagnosis in only 2 hours - safe rule-out and
accurate rule-in - of acute Myocardial Infarction (Non ST Elevation Myocardial Infarction) in the vast
majority (70%) of suspected chest pain patients.

Patients with suseected NSTEMI

AT PRESENTATION |'TO
Measurement of VIDAS HsTnl

>2ng/L <100 ng/L > 100 ng/L

RULE-OUT OBSERVATIONAL ZONE RULE-IN

AT 2 HOURS [T2h
Re-test VIDAS HsTnl
AnD 7] —— L—» Apm-

RULE-OUT OBSERVATIONAL ZONE RULE-IN

2-hour algorithm for rule-in and rule-out of acute NSTEMI "

HEART FAILURE (HF)

@ VIDAS® NT-proBNP2

Early diagnosis of heart failure is key to improving patient outcome. Natriuretic peptides
are recommended in intemational guidelines as a biomarker to rule out Heart Failure.

@ VIDAS® Galectin-3

Testing for elevated blood levels of galectin-3 allows an aid in diagnosis of chronic heart failure

patients and identifies those with a 2 to 3 times higher risk of re-hospitalization or mortality. 2

1. Eur Heart J. 2016; 37: 267-315.
2. Ponikowski P, et al. Eur Heart J. 2016 Jul 14;37(27):2129-200. 4. de Boer RA, et al. Ann Med. 2011;43:60-8.

/

[

CARDIAC PANEL
High sensitive Troponin I, NT-proBNP2,
Galectin-3, CK-MB, Myoglobin, Digoxin

3. Lok DJ, et al. Clin Res Cardiol. 2010,99:323-8. 5. Felker GM, et al. Circ Heart Fail. 2012;5:72-78.

VIDAS® D-Dimer EXCLUSION™ I
The reference to exclude VTE

Two key steps are essential for cost-efficient and safe exclusion of VTE.!?

Clinical assessment using validated pre-test probability (PTP) classifies patient risk for VTE >
and should be followed by D-Dimer testing using a validated high-sensitivity assay (= 97%).°

The VIDAS® D-Dimer test safely excludes outpatients with suspected VTE.

VIDAS® D-Dimer Exclusion™ Il with sensitivity
of > 999% (NPV* > 999%) allows the safe
exclusion of up to 50% of outpatients with
suspected VTE and reduces missed diagnoses.

VIDAS® D-Dimer has the most published

studies supporting it, including 7 prospective

outcome studies (>8,000 patients enrolled) . '
!

14444
It is widely considered to be the Gold '"N”\@ HH”"

(1w P
Standard and is FDA cleared for VTE exclusion. @ & l@

* Negative Predictive Value. Low risk Intermediate risk High risk

1. Righini M, et al. ) Thromb Haemost. 2007,5:1869-7.

2. Ten Cate-Hoek AJ, et al. J Thromb Haemost. 2005;3:2465-70.
3. Wells PS, et al. N Engl ) Med. 2003;349:1227-35.

4. Wells PS, et al. Thromb Haemost. 2000,83:416-20.

5.Le Gal G, et al. Ann Intern Med. 2006;144:165-71.

6. Wayne PA. CLSI document H59-A. Clinical and Laboratory Standards Institute, PA, USA, 2011.
7. Carrier M, et al. Thromb Haemost. 2009;101:886-92.

/
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Assay sensitivity and missed diagnoses
per 100 D-dimer screens

PATIENTS {without VTE §with VTE
MISSED DIAGNOSES  § Assay A (Se 99%) { Assay B (Se 95%) YAssay C (Se 88%)

D-Dimer is not recommended for exclusion in High PTP group

HEMOSTASIS PANEL
D-Dimer Exclusion™ I,
Protein C, VWF

EMERGENCY



Serenity throughout pregnancy

With the VIDAS® ToRC panel your lab has a complete solution for the screening and
diagnosis of Toxoplasmosis, Rubella and Cytomegalovirus infections in pregnant women
and newborns. This includes high performance CMV and toxoplasmosis IgG Avidity
assays which are of upmost importance to help distinguish between recent and past
infections if maternal IgM and I1gG are both positive during pregnancy.

@ VIDAS® CMV IgG AVIDITY II

Low High Avidity Index

Strong indication of 0.40 Borderline 0.65 Strong indication of a primary
a primary infection dating infection dating back more
back less than 3 months than 3 months

The VIDAS® CMV IgG Avidity assay correlates very well with the time from onset of infection.!

A study conducted to assess VIDAS® CMV IgG Avidity Il maturation kinetics on 135 sequential
samples from 31 patients' confirmed a very good correlation to clinical diagnosis.

17 No misclassification of
09 recent infection (< 3 months)
' [ J
0.8 * : P ) Y
07 . o ©® oo o ©® L4
4/The VIDAS assay was S0 T A S
the most regular, showing zos{ o #°%
the best correlation over = 047 ':r'."i I
; . . 0.3 ® ~&— No misclassification of
time from onset of infection. 12 | past infection (> 3 months)
No samp_lg was wrongly m-# *
m’SCIaSSIﬁed"II 9% 30 60 90 120 150 180 200 240 370 300 350 360

Time (days)

1. C. Vauloup-Fellous et al. Re-evaluation of the VIDAS® cytomegalovirus (CMV) 1gG avidity assay: determination of new cut-off values based on the study of kinetics
of CMV-IgG maturation. J Clin Virol 2013; 56(2): 118-23.

ToRC PANEL
Toxo: TOXO IgG I1, TOXO IgM,

TOXO Competition, TOXO IgG Avidity,
cvwv:  CMV IgG, CMV IgM, CMV IgG Avidity II,
RuBeLLA: RUB 1gG 11, RUB IgM

@ VIDAS® TOXO IgG AVIDITY 65%

80%

80%

Low High Avidity 0
Index
0.200 0.300 Strong indication of o]
. a primary infection dating oo
Borderline  back more than 4 months
3500 ]

300% —
VIDAS®  Technique A Technique B

Percentage of samples with high Toxoplasmosis 1gG
avidity values with different techniques?

The most important parameter required for a
Toxo IgG avidity assay is the ability to provide high
avidity values for past toxoplasmosis infection.? 4/ The VIDAS TOXO IgG Avidity
VIDAS® TOXO 1gG Avidity identifies more old had the best performance
infections than other commonly-used tests. for the diagnosis of latent

toxoplasmosis. 44

Villard, O., et al. Comparison of Four Commercially Available
Avidity Tests for Toxoplasma gondii-Specific IgG Antibodies.
(lin Vaccine Immunol, 2013; 20(2): 197-204.

2. Murat J-B., et al. Comparison of the VIDAS System and Two Recent Fully Automated As-
says for Diagnosis and Follow-Up of Toxoplasmosis in Pregnant Women and Newborns.
Clin Vaccine Immunol 2013;20(8):1203-12.

INFECTIOUS MONONUCLEOSIS

Reassuring when symptoms are unclear

The VIDAS® EBV panel consists of 4 EBV-specific
markers in 3 tests to establish the stage of infection:

- Absence of infection
-> Primary infection
-> Past infection

EBV PANEL

EBV VCA IgM,
EBV VCA/EA IgG,
EBV EBNA IgG

%
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Ensuring early diagnosis

The VIDAS® HIV panel is a combination of advanced 4" generation tests based on a
unique assay concept.

It offers one of the highest levels of sensitivity currently available, allowing earlier detection
of HIV infection and the confirmation of the presence of p24 Ag - just two weeks after
exposure to the virus. This rapid detection can make the difference in reducing transmis-
sion and allows clinicians to provide appropriate care as soon as possible.

anti-HIV
IgM

HIV RNA

viral spread

_/

local viral growth i-HIV 1gG

infection
- o
0 1 2 3 4 5 6 7 8 weeks
| «—— 1" generation
2" generation
- 3" generation
4" generation

ADVANCED 4" generation

HIV PANEL
HIV DUO Ultra, HIV DUO Quick,
HIV P24 11, HIV P24 1l Confirmation

HEPATITIS

Access to hepatitis profile made easy

Viral hepatitis infections are a major public health problem across the globe, affecting
hundreds of millions worldwide and killing some 1.4 million every year.!

The VIDAS® Hepatitis panel covers all the essential parameters for rapid and precise
differential diagnosis of HAV, HBV and HCV infections, supporting appropriate
treatment and enhanced patient care.

@ VIDAS® HBs Ag Ultra
Ultra sensitive test enabling to reduce the serological window and detect hidden infections.

High capacity for the detection of various mutants/variants in whole blood samples.>

@ VIDAS® Anti-HCV

Sensitive 3 generation assay that detects
all 6 HCV genotypes, ensuring clear and

Diagnostic Sensitivity (95% Confidence Interval)

HCV positive / HIV negative patients 100%

confident diagnosis of Hepatitis C, with results | =254 [98.56% - 1009%]
available in 40 minutes. HCV positive / HIV positive patients 98.36%
(n=61% [91.209% - 99.96%)

The solid performance of the VIDAS® anti-HCV | Hov positive / (HIV unknow) patients 100%

. . . . . =124 -
assay in clinical trials confirms the high level of | ©="% (9707 - 100%]

k Total population 99.77%
quality labs have come to expect from VIDAS, | @< 430n A

for complete peace of mind.

*1 patient who was not detected using Anti-HCV either had a low
antibody level or was not detected using equivalent method.

1. World Health Organisation, World Hepatitis Day Campaign 2013.
2. Servant-Delmas et al., Variable capacity of 13 hepatitis B virus surface antigen assays for the detection of HBsAg mutants in blood samples, Journal of Clinical
Virology, 53 (2012) 338-345.

HEPATITIS PANEL
HePATITIS A: HAV IgM, Anti-HAV Total
HePaTiTis B: HBs Ag Ultra, HBs Ag Ultra Confirmation,
Anti-HBs Total I, Anti-HBc Total II,
HBc IgM II, HBe/Anti-HBe
HepATITIS C: Anti-HCV
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LYME DISEASE

ooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Get the right diagnosis

Lyme Borreliosis is one of the world’s most common and rapidly spreading tick-borne
diseases.

The VIDAS® Lyme IgM and IgG panel allows your lab to establish a reliable serological
profile in just 27 minutes. It is an aid for rapid differential diagnosis and easier classification
of Lyme borreliosis. This ensures optimized patient treatment according to the stage of
infection and rational use of antibiotics.

The good specificity and sensitivity of the VIDAS® Lyme IgM and IgG panel mean it detects
all major pathogenic strains !, reducing the need for additional testing. Studies have
demonstrated the panel's good performance in areas with both high and low prevalence.

1. Borrelia burgdorferi sensu stricto, Borrelia afzeli, Borrelia garinii.

| ’ 4/Excellent specificity observed
with VIDAS Lyme IgG on sera
from low-endemic area. 4,

Dr. Olivier Péter, Valais Hospital - Central Institute Microbiology and

Infectious Diseases, Sion Partner organization of the National Reference
Center for Tick-Borne Diseases, Neuchatel, Switzerland

---------------------------------------------------------------------------

Non-invasive detection of H. pylori infection

The H. pylori bacteria is one of the most common causes of stomach ulcers and may
increase the risk of stomach cancer.

The VIDAS H. pylori 1gG test is a qualitative, non-invasive test providing results in just
40 minutes to aid diagnosis of H. pylori infection in symptomatic adults. Easy to perform,
with kits adapted to low volume testing, it detects anti-Helicobacter pylori 1gG antibodies
in human serum or plasma.

C. DIFFICILE

ooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooooo

Simplify diagnosis and outbreak
management through automation

Clostridium difficile accounts for up to 25% of cases of healthcare-associated diarrhea and
is the primary cause of antibiotic-associated colitis." Management of C. difficile infection
requires patient isolation, extensive treatment and often leads to a longer hospital stay.

Part of the comprehensive bioMérieux C. difficile solution, the VIDAS® C. difficile
automated panel rapidly gives you the information you need to help identify and contain
the spread of the infection during sporadic or epidemic outbreaks.

The VIDAS® C. difficile panel proposes a two-
step algorithm for the diagnosis of C. difficile
infection: the VIDAS® C. difficile GDH assay
provides highly sensitive screening of the
C. difficile antigen, glutamate dehydrogenase
(GDH) in stool specimens, followed by
confirmation of positive GDH samples with
VIDAS® C. difficile Toxin A & B.

Automated 2-step algorithm
FRESH STOOLS

(STEP 1]
VIDAS® GDH
. 4
positive

CULTURE *

_ a positive (STEP 2/

VIDAS® CDAB
C. difficile TOXIN DETECTION

1. Bartlett JG. Clinical Practice. Antibiotic-associated diarrhea. N Engl J Med. 2002,;346:334-349.

OTHER INFECTIOUS DISEASES ASSAYS
C. difficile GDH, C. difficile Toxin A & B

Lyme IgM, Lyme IgG,

H. pylori 1gG

Measles IgG, Mumps IgG, Varicella Zoster 1gG
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INFERTILITY MANAGEMENT

When nature needs a little help

Hormone measurements are essential to help in the correct diagnosis of the cause of
infertility and to monitor the progress of ovarian stimulation.

Infertile couple after

1 year of regular Hormone
unprotected intercourse measurements for
¢ INVESTIGATION
AMH, hCG, FSH, LH,
Investigation for diagnosis Prolactin, Estradiol, TSH

of the cause of infertility

| ,
\

Problem solved Ovarian stimulation
v\\/"tr}iwr:lt t?:f‘? ft(i);n Ob'ecttriiztrfrr\‘ltjltiple Hormone measurements
ove ta i uta ovjulation to obtain for MONITORING
reatmen of treatment

- o multiple oocytes
(i.e. natural cycle monitoring

for timed intercourse) Estradiol, Progesterone,

LH mainly
Oocytes retrieval
L
\i
IVF protocol Individualized
(IVF* or ICSI*¥) Patient Treatment

v
—| Embryo transfer |

*in vitro fertilization
** Intracytoplasmic Sperm Injection

FERTILITY PANEL
AMH, LH, FSH

Estradiol Il, Progesterone
Testosterone Il, Prolactin, hCG

@ The VIDAS® Fertility solution
makes testing simple for Fertility clinics

The VIDAS® Fertility panel is a convenient solution for on-site testing for the investigation
and treatment of infertility. It includes the key parameters in this field - LH, FSH,
Progesterone, Estradiol, Testosterone, Prolactin, hCG and now AMH*.

As an indicator of the ovarian follicle reserve, AMH is useful in different contexts all along
the reproductive lifespan in women:

- Personalization of infertility management (IVF/ART)

- Detection of ovarian dysfunction (Polycystic Ovary Syndrome, Premature ovarian failure....)
- Monitoring of ovarian damage further to surgery or gonadotoxic therapies

Tests for infectious diseases can also be performed on the same instrument:
HIV, Hepatitis, Toxoplasmosis, Rubella, Cytomegalovirus. This is important for prevention
both before and during pregnancy and to allow gamete storage.

Clinical evaluation of VIDAS® Estradiol and VIDAS® Progesterone has confirmed the

reliability of both assays for use in evaluating natural cycles and monitoring ovarian
superovulation':

4/ VIDAS E2 and PRG assays are precise
and sensitive tools for evaluating natural
cycles [...] and for monitoring ovarian
superovulation.” 44
1. E. Anckaert et al. Clinical Validation of a Fully Automated 17B3-Estradiol and Progesterone Assay (VIDAS®) for Use in Monitoring Assisted Reproduction Treatment. Clin
Chem Lab Med 2002; 40(8):824-831.

* VIDAS® AMH is not available in the following countries, states and regions: Amenia, Australia, Austria, Azerbaijan, Belarus, Belgium, Canada, Denmark, France, Germany, Hong-Kong, Ireland,
Israel, taly, Japan, Kazakhstan, Kyrgyzstan, Liechtenstein, Moldavia, New Zealand, Portugal, Russia, Spain, Switzerland, Tajikistan, The Netherlands, Turkey, Turkmenistan, United Kingdom.
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THYROID

Targeted treatment starts
with accurate profiling

The VIDAS® Thyroid panel includes all the
parameters your lab needs for more accurate,
rapid diagnosis and follow-up of thyroid
disorders. As well as the key TSH, FT4 and
FT3 assays, the panel now also includes
VIDAS® Anti-TPO and VIDAS® Anti-Tg tests,
which are important when further investigation
of thyroid dysfunction is required.

THYROID PANEL
TSH, T3, T4, FT3, FT4,
Anti-TPO, Anti-Tg

TUMOR MARKERS

Accurate monitoring
for better patient management

The VIDAS® range of tumor markers offers your lab a rapid, automated, and reliable solution
to meet your clinicians’ main requirements.

TUMOR MARKER PANEL
AFP, CEA (S), CA 15-3%, CA 19-9™,
CA 125 II™, FPSA, TPSA

ALLERGY

Knowing the cause helps bring relief

The VIDAS® TOTAL IgE assay is the first global screening step in diagnosis of allergic
diseases. A high concentration of IgE (adults > 150 kIU/L | children under 3 > 40 kIU/L,
then increasing to reach adult values at about 8 years old) indicates a high probability
of allergy.

ALLERGY PANEL
Total IgE

VITAMIN D TOTAL

Reach out for optimum wellness

VIDAS® 25 OH Vitamin D Total 120
detects both vitamin D2 and D3
for reliable results and is easy to use,
with no sample pretreatment. All

o
o
|

80

g
2 .
. e . 5 Poos A
reagents are included in a single strip £ oo AT R .
. . s . o S .
and have very good correlation with 5 RPN T a2 A
n T *
LC-MS/MS. B
S 201 Y “‘ N — Identity
3 — Passing & Bablok
0 T T T T T T
0 20 40 60 80 100 120

LC-MS/MS 25-OH Vitamin D (ng/mL)

OTHER ASSAYS
Vitamin D, B2 Microglobulin,
Cortisol S, Ferritin
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As a VIDAS® user, you can also benefit from a range of
services tailored to ensure your lab’s continued development.

Skilled system engineers and application specialists available wherever
your VIDAS® instrument is installed.

Our remote instrument support services provide you with immediate solutions
for VIDAS® and VIDAS® 3 instruments.

myQC Quality Control program gives you a large statistical potential for QC plan
assessment.

Our validation package includes all the documentation required to validate
your instrument.

Support provided to accompany you on your lab certification process.

Online training sessions complement VIDAS® on-site service, and offer continuous

improvement for your lab teams.

myQC SOLUTION!

Based on your lab risk analysis and quality control plan, internal Quality Control is essential to:
- sustain your quality management system,
- obtain and maintain ISO 15 189 certification

bioMérieux offers a complete solution: internal quality control and support with a single
point of contact for greater efficiency.

myQC CONTROL TEST KITS

‘/mYQC RO Utl ne + TM Name myQC Routine + TM myQC Cardiac myQC Specialty

TSH, TSH3, T4, FT4, T3, FT3,
Testosterone, Progesterone,

v"myQC Cardiac HCG, Ferrtin, Myoglobin, | g p p s peT,
Common R2 Microglobuli NT-proBNP, .
analytes 2 Microglobulin, AFP, LH, D-Dimer, High Anti-Tg,
FSH, Estradiol, Cortisol, FPSA, ' Anti-TPO

sensitive Troponin |

" myQC Specialty TRSA,gE, Prolacin, CEA

CA125,CA 199, CA 153

myQC SERVICES

---------------------------------------------------------------------------

In addition to standard customer support, myQC services are part of a global offer
designed by bioMérieux Performance Solutions™ with accreditation support through
method verification, QC analysis and e-learning.
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BIOMERIEUX

EU DECLARATION OF CONFORMITY

-1. Product model/product:
Ref. 410416 mini VIDAS®
Ref. 410417 VIDAS®

2. Name and address of the manufacturer or his authorised representative:

MANUFACTURER : bioMérieux S.A.
376 Chemin de 'Orme
69280 - MARCY L’ETOILE — FRANCE

3. This declaration of conformity is issued under the sole responsibility of the manufacturer.

4. Object of the declaration:
In Vitro Diagnostic Medical Device

5. The object of the declaration described above is in conformity with the relevant Union harmonisation

legislation(s):
Directive 2011/65/EU — RoHS

6. References to the relevant harmonised standards used or references to the other technical specifications in

relation to which conformity is declared:
EN 50581: 2012

7. Where applicable, the notified body:

8. Where applicable, description of accessories and components, including software, which allow the radio
equipment to operate as intended and covered by the EU declaration of conformity:

9. Additional information:
VIDAS Family RoHS II Implementation Summary Report: SV-VD008

Signed for and on behalf of: bioMérieux SA.

Place : Craponne
Date : July 22th, 2016 Name & position : Catherine Fritsch
Regulatory Affairs Director

Immunology Unit

Signature :

3
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bbarapcku (bg)

EC IEKJIAPALTMS 3A CLOTBETCTBUE

1. open Ha IPOAYKT/MPORYKT:

2. Haumenopauue u ajpec Ha PON3BOAHTENA UAH

Ha HEroBMst YIILIHOMOWICH NPENCTARKUTEN:

3.Hacrosimara nexnapauus 3a CbOTBETCTBHE &

¥3RancHa Ha OTFOBOPHOCTTA HA APOH3IBOAMTENA.

4 IIpenmer Ha nexnapaipuita (WIEHTHOUKALI Ha

CREKTPHYECKUTE CHOPBIKCHMS, TF03BOIABALTA

HPOCJCOIBAHCTO HM. Tosa Moxe Ha BKAKOYBA

AOCTATHYHO ACHO BETHO H306pa)xeﬂue, Korato

TOBA € HeDﬁXOILl/lMO, 33 Ila NO3BOJIH

Hnemucbuxaunna Ha EJISKTPHYECKUTE

CBOPBKEHHUS):

5.TpeAmMeTHT Ha AeiUiapauusTa, OIMCAH NIO-rope,

OTroBaps Ha CbOTBETHOTO 3aKOHOJATENICTBO Ha

CBr03a 38 XAPMOHN3ALS

6.ITo30BaBane HA M3NON3BAHUTE XapMOHM3UPanH y
| CTAHAAPTH HJIH NO30BaBAHE HA APYTH TEXHHYECKH

CHCHH(I)HKaqu/l, 10 OTHOLIEHHE Ha KOHUTO C&

Hexylapupa ChbOTBETCTBHE!

7. {2014/53/EU] [2014/30/EU] Koraro e

TPHIIOKHUMO, HOTPI(I)HL[HpaHHS(T Opras...

Deutsch (de)
EU-KONFORMITATSERKLARUNG

1. Produktmodell/Produkt:

2. Name und Anschrift des Herstellers oder seines
Bevollméchtigten:

3. Die alleinige Verantwortung fiir die Ausstellung
dieser Konformititserklarung trégt der Hersteller.

4. Gegenstand der Erklarung (Bezeichnung des
elektrischen Betriebsmittels zwecks
Riickverfolgbarkeit; sie kann eine hinreichend
deutliche Farbabbildung enthalten, wenn dies zur
Identifikation des elektrischen Betriebsmittels
notwendig ist.):

5. Der oben beschriebene Gegenstand der Erklirung
erfullt die einschigigen
Harmeonisierungsrechtsvorschriften der Union:

6. Angabe der einschligigen harmonisierten Normen,
die zugrunde gelegt wurden, oder Angabe der
anderen technischen Spezifikationen, in Bezug auf die
die Konformitat erklart wird:

7. [2014/53/EU} [2014/30/EU] Falls zutreffend —
Die notifizierte Stelle ... (Name, Kennnummer) hat
... (Beschreibung ihrer Mitwirkung) ... und folgende
EU-B prifbeschein 1t

(nanMeHOBaKWe, HOMEp). .. H3BBPUIN ... (C
Ha U3BBPHIEHOTO) ... M u3pane cepruduxata 3a EC
H3CHeABAHE HA TUIIA. ...

[2014/68/EU] Korato e uenecnobpasHo, ume, anpec
4 HOMEp Ha HOTH(ULMPAHUS OPraH, KoTO &
H3BBPLILT OLEHABAHETO Ha CHOTBETCIBHETO, 1
HOMEp Ha H3NANEHNs CePTH(UKAT, KaKTo 1
nio3oBasane Ha cepTudukara 3a EC nscnenpane na
THIIA ~ K Ha THIA AP MPORYKT,
cepTupukara 32 EC nacnensane va Tuna -
U3CNEIBaHe Ha MPOEKTA HA THIHA, CepTH(HKATA 32
EC nacnensase Ha NpoexTa i cepTuduKaTa 32
CBOTBETCTBHE.

8. [2014/53/EU] Korato € Ipiiioxumo, Onucanue
Ha NPHHANNEKHOCTATE i KOMIIOHEHTHTeE,
BKJIIOYHTENHO COTYEp, KOHTO IO3BONSIBAT Ha
PaIMOCBOPBIKEHHETO A3 PaGOTH IO NIPeAHA3HAYSHUE
u kouto ca obxpanaty or EC pexnapauusta 3a
CHOTBETCTBHE:

9. Nonsauurenna HHbopMALHA:

TloanucaHo 3a u OT UMETO Ha:

(MsCTO M HaTa Ha U3faBane):

(uMe, anbxuocT) (TIOAMHUC):

[2014/68/EU] Gegebenenfalls Name, Anschrift und
Nummer der notifizierten Stelle, die die
Konformitatsbewertung vorgenommen hat, Nummer
der ausgestellteh Bescheinigung und Verweis auf die
EU-Baumusterpriifbescheinigung (Baumuster), die
EU-B pritfbescheinigung (Entwur ),
die EU-Entwurfspriifbescheinigung oder die
Konformititsbescheinigung.

8. [2014/53/EU] Falls vorhanden — Beschreibung
des Zubehors und der Bestandteile einschlieBlich
Software, die den bestimmungsgeméBen Betrieb der
Funkanlage ermbglichen und von der EU-
Konformitatserklirung erfasst werden:

9. Zusatzangaben:

Unterzeichnet fiir und im Namen von:

(Ort und Datum der Ausstellung):

(Name, Funktion) (Unterschrift):

_ Signed for and on behalf of: ...

English (en)
EU DECLARATION OF CONFORMITY

1. Product model/product:

2. Name and address of the manufacturer or his
authorised representative:

3. This declaration of conformity is issued under the
sole responsibility of the manufacturer.

4. Object of the declaration (identification of electrical
equipment allowing traceability; it may include a
colour image of sufficient clarity where necessary for
the identification of the electrical equipment):

5. The object of the declaration described above is in
conformity with the relevant Union harmonisation
legislation:

6. References to the relevant harmonised standards
used or references to the other technical specifications
in relation to which conformity is declared:

7. [2014/53/EU] [2014/30/EU] Where applicable, the
notified body ... (name, number) ... performed ...
(description of intervention) ... and issued the EU-
type examination certificate: ...

[2014/68/EU] Where appropriate, the name, address
and number of the notified body which carried out the
conformity assessment and the number of the
certificate issued, and a reference to the EU-type
examination certificate — production type, EU-type
examination certificate — design type, EU design
examination certificate or certificate of conformity.

8. [2014/53/EU] Where applicable, description of
accessories and components, including software,
which allow the radio equipment to operate as
intended and covered by the EU declaration of
conformity:

9. Additional information:

(place and date of issue):
{name, function) (signature):

hrvatski (hr)

EU IZJAVA O SUKLADNOSTI

1. Uzorak proizvoda/proizvod:

2. Ime i adresa proizvodata ili njegovog ovlastenog
zastupnika:

3. Za izdavanje EU izjave o sukladnosti odgovoran je
iskljugivo proizvodat.

4. Predmet izjave (identifikacija elektritne opreme
koja omoguéava sljedivost. MoZe ukljudivati dovoljno
jasnu sliku u boji ako je potrebno za identifikaciju
elektri¢ne opreme).

5. Predmet navedene izjave u skladu je s.mjerodavnim
zakonodavstvom Unije o uskladivanju:

6. Pozivanja na relevantne primijenjene uskladene
norme ili pozivanja na druge tehnicke specifikacije u
vezi s kojima se izjavljuje sukladnost;

7. [2014/53/EU] [2014/30/EU] Prema potrebi,
prijavljeno tijelo ... (naziv, broj) ... provelo je ...
(opis intervencije) ... i izdalo potvrdu o EU
ispitivanju tipa: ...

[2014/68/EU] gdje je to primjereno, naziv, adresu
broj prijavljenog tijela koje je provelo ocjenu
sukladnosti te broj izdane potvide i upuéivanje na
potvrdu o EU-pregledu tipa — vrsti proizvodnje,
potvrdu o EU-pregledu tipa — vrsti projektiranja, EU-
potvrdu o pregledu projektiranja ili potvrdu o
sukladnosti.

8. [2014/53/EU] Prema potrebi, opis dodatne opreme
i sastavnica, ukljuéujudi softver, koji omoguéuju
normalan rad radijske opreme koji je obuhvacen EU
izjavom o sukladnosti:

9. Dodatne informacije:

Potpisano za i u ime:

{mijesto i dan izdavanja):

(ime, funkcija) (potpis):

CeStina (cs)

EU PROHLASEN] O SHODE

1. Model vyrobku/vyrobek:

2. Jméno a adresa vyrobce nebo jeho
zplnomocnéného zastupce:

3. Toto prohlaseni o shodé se vydava na vyhradni
odpovédnost vyrobee.

4. Predmét prohlaseni (identifikace elektrického
zafizeni umoZiiujici je zp&tng vysledovat, miZe
zahrnovat dostatedné zfetelné barevné vyobrazent, je-
1i to pro identifikaci daného elektrického zafizeni
nezbytné):

5. VySe popsany pfedmét prohladeni je ve shodg s
plislu$nymi harmoniza&nimi pravnimi pfedpisy Unie:
6. Odkazy na pislu§né harmonizované normy, které
byly pouzity, nebo na jiné technické specifikace, na
jejichz zakladé se shoda prohlasuje:

7. [2014/53/EU ] [2014/30/EU] PHpadng: oznameny
subjekt ... (nazev, ¢islo) ... provedl ... (popis
opatfeni) ... a vydal certifikat EU pfezkoueni typu:

[2014/68/EU] Pripadné nazev, adresa a &islo
ozndmeného subjektu, ktery proved! posouzeni
shody, a ¢islo vydaného certifikitu a odkaz na
certifikat EU prezkouSeni vyrobniho typu, certifikat
EU prezkouseni konstrukéniho typu, certifikat EU
piezkoumani navrhu nebo certifikat shody.

8. [2014/53/EU] V piislusnych pfipadech popis
prislu§enstvi a soudasti, vietnd softwaru, které
umoZiiuji zamy§lené fungovani radiového zatizeni v
souladu s EU prohlaSenim o shodé:

9.Dalsi informace:

Podepsano za a jménem:

(misto a datum vydani):

(iméno, funkce) (podpis):

eesti keel (et)
ELi VASTAVUSDEKLARATSIOON

1. Toote mudel/toode:

2. Tootja vbi tema volitatud esindaja nimi ja aadress:
3. Kaesolev vastavausdeklaratsioon on vilja antud
tootja ainuvastutusel.

4. Deklareeritav toode (elektriseadme
identifitseerimine, mis vbimaldab toodet jilgida,
vajaduse korral voib elektriseadme
identifitseerimiseks lisada piisavalt selge virvilise
kujutise):

5.Eelkirjeldatud deklareeritav toode on kooskélas
asjaomaste liidu ihtlustamisaktidega:

6. Viited kasutatud harmoneeritud standarditele voi
viited muudele tehnilistele spetsifikatsioonidele,
millele vastavust deklareeritakse:

7. [2014/53/EU] [2014/30/EU] Vajaduse korral:
teavitatud asutus ... (nimi, number) ... teostas ...
(tegevuse kirjeldus) ... ja andis vilja ELi
tiliibihindamistdendi: ...

[2014/68/EU] Asjakohasel juhul vastavushindamise
teostanud teavitatud asutuse nimi, aadress ja
identifitseerimisnumber ning vilja antud sertifikaadi
number, samuti viide ELi tiiibihindamissertifikaadile
{toote tiiiip), ELI tiiiibihindamissertifikaadife
(konstruktsioonitiiiip), ELi
konstruktsioonihindamissertifikaadile voi
vastavussertifikaadile.

8. [2014/53/EU] Vajaduse korral selliste tarvikute ja
osade, samuti tarkvara kirjeldus, mis véimaldavad
raadioseadet kasutada ettenshtud otstarbel ja
kooskalas ELi vastavusdeklaratsiooniga:

9. Lisateave: R

Alla kirjutanud (kelle poolt ja nimel):

(véljaandmise koht ja kuupdev):

{nimi, ametinimetus) (allkiri):

espaiiol (es)
DECLARACION UE DE CONFORMIDAD

1. Modelo de producto/producto:

2. Nombre y direccion del fabricante o de su
representante autorizado:

3. La presente declaracion de conformidad se expide
bajo la exclusiva responsabilidad del fabricante.

4. Objeto de la declaracion (identificacion del material
eléctrico que permita la trazabilidad. Podra incluir una
imagen en color de nitidez suficiente cuando resulte
necesario para permitir la identificacion del material
eléctrico):

5. El objeto de la declaracion descrita anteriormente
es conforme con la legislacién de armonizacion
pertinente de la Union:

6. Referencias a las normas armonizadas pertinentes
utilizadas, o referencias a las otras especificaciones
técnicas respecto a las cuales se declarala
conformidad:

7. {2014/53/EU] [2014/30/EU] Cuando proceda: El
organismo notificado ... (nombre, nimero) ... ha
efectuado ... (descripcion de la intervencion) ... y
expedido el certificado de examen UE de tipo: ...
[2014/68/EU] En su caso, el nombre, la direccion y el
nimero del organismo notificado que haya efectuado
la evaluacion de la conformidad y el niimero de
certificado expedido, y una referencia al certificado de
examen UE de tipo —tipo de produccion, al
certificado de examen UE de tipo— tipo de disefio, al
certificado de examen UE de disefio, o al certificado
de conformidad.

8. [2014/53/EU] Cuando proceda, descripcion de los
accesorios y componentes, incluido el software, que
permiten que el equipo radioeléctrico funcione como
estaba previsto y esté amparado por la declaracion
UE de conformidad:

9. Informacién adicional:

Firmado en nombre de:

(lugar y fecha de expedicion):

(nombre, cargo) (firma):

italiano (it)

DICHIARAZIONE DI CONFORMITA UE

1. Modello di prodotto/prodotto:

2. Nome e indirizzo del fabbricante o del suo
rappresentante autorizzato:

3. La presente dichiarazione di conformita & rilasciata
sotto la responsabilitd esclusiva del fabbricante.

4. Oggetto della dichiarazione (identificazione del
materiale elettrico che ne consenta la rintracciabilita;
pud comprendere un’immagine a colori di chiarezza
sufficiente se necessario per I'identificazione del
materiale elettrico):

5. L’oggetto della dichiarazione di cui sopra &
conforme alla pertinente normativa di armonizzazione
dell’Unione:

6. Riferimento alle pertinenti norme armonizzate
utilizzate o riferimenti alle altre specifiche tecniche in
relazione alle quali & dichiarata la conformita:

7. [2014/53/EU] [2014/30/EU] Se del caso,
'organismo notificato ... (denominazione, numero)
... ha effettuato ... (descrizione dellintervento) ... e
rilasciato il certificato di esame UE del tipo: ...
[2014/68/EU] Eventualmente, il nome, I'indirizzo e il
numero dell’organismo notificato che ha effettuato la
valutazione di conformita e il numero del certificato
rilasciato, nonché un riferimento al certificato di
esame UE del tipo - tipo di produzione, certificato di
esame UE del tipo, tipo di progetto, certificato di
esame UE del progetto o certificato di conformita.

8. [2014/53/EU] Se del caso, una descrizione degli
accessori e dei componenti inclusi nella dichiarazione
di conformita UE, compreso il software, che
consentono all'apparecchiatura radio di funzionare
come previsto:

9. Informazioni supplementari:

Firmato a nome e per conto di:

(luogo e data del rilascio):

(nome, funzione) (firma):

BIOME

RIEUX




EU-OVERENSSTEMMELSESERKLARING

1. Produktmodel/produkt:

2. Navn og adresse pa fabrikanten eller dennes
bemyndigede reprasentant:

3. Denne overensstemmelseserklering udstedes p
fabrikantens ansvar.

4. Erkleeringens genstand (identifikation af det
elektriske materiel, s& det kan spores; den kan
indeholde et farvebillede, der er tilstrekkelig klart,
hvis det er nodvendigt for at muliggere identifikation
af det elektriske materiel):

5. Genstanden for erkleringen, som beskrevet
ovenfor, eri over 1se med den rel
EU-harmoniseringslovgivning:

6. Referencer til de relevante anvendte harmoniserede
standarder eller til de andre tekniske specifikationer,
som der erklzeres overensstemmelse med:

7. [2014/53/EU] [2014/30/EU] Hvor det er relevant,
det bemyndigede organ ... (navn, nummer) har
foretaget ... (beskrivelse af aktiviteten) ... og udstedt
EU-typeafprevningsattest: ...

[2014/68/EU] Hvor det er relevant navn, adresse og
nummer pd det bemyndigede organ, der har foretaget
over 1 deringen, og et pa den
udstedte attest og en henvisning til EU-
typeafprevningsattesten — produktionstype, EU-
typeafpravningsattesten — konstruktionstype, EU-

it eller

konstruktionsafpr
overensstemmelsesattesten,
8. [2014/53/EU] I givet fald beskrivelse af tilbehar og
komponenter, herunder software, som fir
radioudstyret til at fungere efter hensigten og er
daekket af EU-over 1 klaeringen:

9. Supplerende oplysninger:

Underskrevet for og pa vegne af:

{udstedelsessted og -dato):

(navn, stilling) (underskrift):

sAAnvIKa (el)
AHAQEH TYMMOP®QSHS EE

1. Movtého npoiovrog / Tlpoiv:

2. Emavopio ka1 SiebBovon 100 KATAoKEVacTr 1 TOU
££0LOIOBOTIIEVOD AVTHPOCHTOL TOV:

3. H napovon SHiwon coppdpoweng exdideron pe
anokheloTiki] U8V TOL KATUCKEVAGTH.

4. Ztoyog mg Sflwong (Tavtonoinon
TAEKTPOAOYIKOD VAKOD 70V emrpénet TV
yvnhooéTTe pnopei va repidapBivel éyypapn
sikdva exapiovg Suubysag d6tav avtd eivar
arapeitTo Yo TV Tavtonoion Tov
TNAEKTPOAOYIKOD VAKOD):

5. O ot6y06 g SfiAncng 7oL mEPLYPaPETAL
TAPAmbve eival COUPWVOG HE T CYETIKY EVOGLAKH
vopobBeaia evappdviong:

6. Mveia TV GYETIKOV EVAPHLOVISREVOV TPOTHNOV
7oL yproionomBnKay N pvein TOV AOMOV TEXVIKOY
apodieypagdv oe oyton pe T omoieg dnidvetar 1
cvppdpeLon:

7. [2014/53/EU] [2014/30/EU] Onov éxet
EQUPHOY], O KOWOTOIPEVOG Opyavisuds ...
(ovopasio, apBuds) ... mpoypaTonoinee ...
(reprypagy] Ti1¢ mopépBaong) ... kot eédmoe to
motonomTikd eééraong thmov EE: ...

[2014/68/EU] Katd. nepinrawon, 6vopa, S1e06vvor
Ket ap1BpOG TOV KOVOTOIREVOD OPYAVIGHOD TTOU
Sievépymoe Tv aboAdynon TG SUPROPEOSTG Ko
ap1Blg TOL MGTONOMTICOV OV XOPTYHOTKE, Kabdg
K01 TUPATOUTY GTO MGTOMOMTIKG e&éraong THmon
EE — t0nog rapaymyhg, oto motorontikd eéétacng
wmov EE — tHnog oyediaong 1| oo motoromrid
CLUREPOOOTC,

8. [2014/53/EU] Onov &xet epappoyn, meptypagn
OV napekopevev ko efapmudrav,
cuuTEpMpBavopEVoD TOL AOYIGIIKOD, 7OV
EMTPENOVV oTOV pudoeEonhond va Aerrovpyel 6nmg
npofrénerar kon tov kehdrrovial and mm Sfiwon
CUPROPPWONG:

9. ZopmAnpopatikés TANpopopies:

Yroypugn i Aoyapioop6 xar ef ovopatog:

(zomog xar nuepopnvie Exdoong):

(6vopa, 6om) (uoypogh):

francais (17)
DECLARATION UE DE CONFORMITE

1. Modéle de produit/produit:

2. Nom et adresse du fabricant ou de son mandataire:
3. La présente déclaration de conformité est établie
sous la seule responsabilité du fabricant.

4. Objet de la déclaration (identification du matériel
électrique permettant sa tragabilité; si nécessaire, une
image couleur suffisamment claire peut étre jointe
pour identifier le matériel électrique):

5. L’objet de la déclaration décrit ci-dessus est
conforme a la législation d’harmonisation de I'Union
applicable:

6. Références des normes harmonisées pertinentes
appliquées ou des autres spécifications techniques par
rapport auxquelles la conformité est déclarée:

7. [2014/53/EU] [2014/30/EU] Sl y a lieu:
I'organisme notifié ... (nom, numéro) ... a réalisé ...
(description de l'intervention) ... et a délivré le
certificat d'examen UE de type: ...

[2014/68/EU] Le cas échéant, le nom, I’adresse et le
numéro de I’organisme notifié ayant effectué
’évaluation de conformité et le numéro de
T"attestation délivrée, et un renvoi & attestation
d’examen UE de type — type de fabrication, &
Pattestation d’examen UE de type — type de
conception, 4 Pattestation d’examen UE de la
conception ou au certificat de conformité.

8. [2014/53/EU} S'l y a lieu, description des
accessoires et des €léments (y compris logiciels) qui
permettent 4 I'équipement radioélectrique de
fonctionner selon sa destination et qui sont couverts
par la déclaration UE de conformité:

9. Informations complémentaires:

Signé par et au nom de:

(date et lieu d’établissement):

(nom, fonction) (signature):

ES ATBILSTIBAS DEKLARACIJA

1. Produkta modelis / produkts:

2. RaZotaja vai vipa pilnvarotd parstavja nosaukums
un adrese:

3. 81 atbilstibas deklaracija ir izdota vienigi uz
raZotdja atbildibu, ’

4. Deklaracijas prickSmets (elektroiekartas
identifikacija, kas nodroSina tas izsekojamibu,
vajadzibas gadjuma taja var iekjaut pietiekami
skaidru krasainu attély, lai elektroiekartu varétu
identificgt):

5. Ieprieks aprakstitais deklaricijas priek¥mets atbilst
attiecigajam Savienibas saskaposanas tiestbu aktam:
6. Atsauces uz attiecigajiem izmantotajiem
saskapotajiem standartiem vai uz citam tehniskajam
specifikacijam, attieciba uz ko tiek deklaréta
atbilstiba:

7. [2014/53/EU] [2014/30/EU] Attieciga gadijuma
pazipota struktiira ... (nosaukums, numurs) ... ir
veikusi ... (darbibas apraksts) ... un izdevusi ES tipa
parbaudes sertifikatu: ...

[2014/68/EU] Attieciga gadijuma — tas pazipotas
struktiiras nosaukums, adrese un numurs, kura veikusi
atbilstibas novertéSanu, un izsniegta sertifikata
numurs, un atsauce uz ES tipa parbaudes sertifikatu -
produkcijas tipu, ES tipa parbaudes sertifikatu -
projekta tipu, ES projekta parbaudes sertifikatu vai
atbilstibas sertifikatu.

8. {2014/53/EU] Attiecigi gadijumi paligiericu un
komponentu apraksts, ieskaitot programmatiiras
aprakstu, kas nodro§ina radioiekartas paredzéto
darbibu un uz ko attiecas ES atbilstibas deklaracija:
9. Papildu informacija:

Parakstits §adas personas varda:

(izdoSanas vieta un datums):

(vards, uzvards, amats) (paraksts):

ES ATITIKTIES DEKLARACUA

1. Gaminio modelis / gaminys:

2. Gamintojo arba jo jgaliotojo atstovo pavadinimas ir
adresas:

3. 8i atitikties deklaracija iSduota tik gamintojo
atsakomybe.

4. Deklaracijos objektas (elektros jrenginio
identifikaciniai duomenys, pagal kuriuos ji galima
atsekti, Gali biiti pateikiamas spalvotas atvaizdas,
prireikus pakankamai aiSkus, kad biity galima elektros
irenginj identifikuoti):

5. Pirmiau apraSytas deklaracijos objektas atitinka
susijusius derinamuosius Sgjungos teisés aktus:

6. Susijusiy taikyty darniyjy standarty nuorodos arba
kity techniniy specifikacijy, pagat kurias buvo
deklaruota atitiktis, nuorodos:

7. [2014/53/EU] [2014/30/EU] Kai taikytina,
notifikuotoji jstaiga ... (pavadinimas, numeris) ...
atliko ... (dalyvavimo procese apraSymas) ir i$dave
ES tipo tyrimo sertifikata: ...

[2014/68/EU] Tam tikrais atvejais atitikties jvertinimg
atlikusios notifikuotosios jstaigos pavadinimas, .
adresas ir numeris ir iduoto sertifikato numeris bei
nuoroda | ES tipo tyrimo sertifikats — produkcijos
tipas, ES tipo tyrimo sertifikatas — projekto tipas, ES
projekto tyrimo sertifikatg arba atitikties sertifikata.
8. [2014/53/EU] Kai taikytina, pagalbiniy jtaisy ir
komponenty, jskaitant programing jranga, kurie
leidZia radijo jrenginiams veikti pagal paskirtj ir yra
jtraukti | ES atitikties deklaracija, aprasas:

9. Papildoma informacija:

Uz kg ir kieno vardu pasiradyta:

(i§davimo data ir vieta):

(vardas ir pavarde, pareigos) (parafas):

EU-CONFORMITEITSVERKLARING

1. Product:

2. Naam en adres van de fabrikant of zijn
gemachtigde:

3. Deze conformiteitsverklaring wordt verstrekt onder
volledige verantwoordelijkheid van de fabrikant.

4. Voorwerp van de verklaring (beschrijving aan de
hand waarvan het elektrisch materiaal kan worden
getraceerd. Wanneer dat voor de identificatie van het
elektrisch apparaat noodzakelijk is, mag er een
voldoende duidelijke afbeelding in kleur worden
toegevoegd):

5. Het hierboven beschreven voorwerp is in
overeenstemming met de desbetreffende
harmonisatiewetgeving van de Unie:

6. Vermelding van de toegepaste relevante
geharmoniseerde normen of van de overige technische
specificaties waarop de conformiteitsverklaring
betrekking heeft:

7. [2014/53/EU] [2014/30/EU] (Indien van
toepassing) De aangemelde instantie ... (naam,
nummer) ... heeft een ... (beschrijving van de
werkzaamheden) ... uitgevoerd en het certificaat van
EU-typeonderzoek ... afgegeven:

[2014/68/EU] Indien van toepassing, naam, adres en
nummer van de aangemelde instantie die de
conformiteitsheoordeling heeft verricht en nummer
van het afgegeven certificaat, en een verwijzing naar
het certificaat van EU-typeonderzoek —
Productietype, het certificaat van EU-typeonderzoek
— Ontwerptype, het certificaat van EU-
ontwerponderzoek of het conformiteitscertificaat.

8. [2014/53/EU] Indien van toepassing, beschrijving
van de accessoires en onderdelen, met inbegrip van
software, die het mogelijk maken dat de
radioapparatuur functioneert zoals bedoeld en die
onder de EU-conformiteitsverklaring vallen:

9. Aanvullende informatie:

Ondertekend voor en namens:

(plaats en datum van afgifte):

{naam, functie) (handtekening):

Romand (ro)

DECLARATIA UE DE CONFORMITATE

1. Modelul de produs/produsul:

2. Denumirea §i adresa producitorului sau a
reprezentantului sdu autorizat:

3. Prezenta declaratie de conformitate este emis pe
raspunderea exclusivi a producatorului.

4. Obiectul declaratiei (identificarea echipamentului
electric permitind trasabilitatea; poate include, daca
este necesar, o imagine color, suficient de clara pentru
identificarea echipamentului electric):

5. Obiectul declaratiei descris mai sus este In
conformitate cu legislatia relevanta de armonizare a
Uniunit:

6. Trimiteri fa st armonizate rel

folosite sau trimiteri la celelalte specificatii tehnice in
legdturd cu care se declard conformitatea:

7. [2014/53/EU] [2014/30/EU] Dupi caz, organismul
notificat ... (denumire, numdr) ... a efectuat ...
(descrierea interventiei) si a emis certificatul de
examinare UE de tip: ...

" [2014/68/EU] Daci este cazul, denumirea, adresa si
numirul de telefon al organismului notificat care a
efectuat evaluarea de conformitate i numirul
certificatului eliberat si o trimitere la certificatul de
examinare UE de tip — tip de productie, la certificatul
de examinare UE de tip — tip de proiect, la
examinarea UE a proiectului sau la certificatul de
conformitate.

8. [2014/53/EU] Dupa caz, o descriere a accesoriilor
si componentelor, inclusiv a produselor software, care
permit echipamentelor radio s3 functioneze
corespunzitor §i care sunt incluse in declaratia de
conformitate:

9. Informatii suplimentare:

Semnat pentru §i in numele:

(locul i data emiterii):

{numele, functia) (semnitura):

Jardel

suomi (1)
EU-VAATIMUSTENMUKAISUUSVAKUUTUS
1. Tuotemalli/tuote:

1

2. Valmi tai sen nimi ja
osoite:
3. Tamd vaati kaisuusvakuutus on annettu

valmistajan yksinomaisella vastuulla.
4. Vakuutuksen kohde (jiljitettdvyyden mahdollistava
sihkolaitteen tunniste; voidaan liitta4 riittdvén terdvd
virikuva, jos se on tarpeen sihkolaitteen
tunnistamisekst):
5. Edelld kuvattu vakuutuksen kohde on asiaa
koskevan unionin yhdenmukaistamislainsaadannon
vaatimusten mukainen:
6. Viittaus niihin asiaankuuluviin
yhdenmukaistettuihin standardeihin, joita on kytetty,
tai viittaus muihin teknisiin eritelmiin, joiden
perusteella vaatimustenmukaisuusvakuutus on
annettu:
7. [2014/53/EU] [2014/30/EU] Tapauksen mukaan
ilmoitettu laitos ... {nimi, numero) ... suoritti ...
(toimenpiteen kuvaus) ... ja antoi EU-
tyyppitarkastustodistuksen: ...
[2014/68/EU] Tarvi i tkaisuud;
arviointimenettelyn suorittaneen ilmoitetun laitoksen
nimi, osoite ja numero seké annetun todistuksen
numero ja viittaus EU-tyyppitarkastustodistukseen —
tuotantotyyppi, EU tyyppitarkastustodistukseen —
suunnittelutyyppi, EU-

itel arkastustodistukseen tai

vaat Aisuuste
8. [2014/53/EU] Tapauksen mukaan kuvaus
lislaitteista ja osista, my6s ohjelmistoista, jotka
mahdollistavat radiolaitteen kayttStarkoituksen
mukaisen kéyton ja jotka EU-

kai kuutus kattaa:

vaati

9. Listietoja:

... puolesta allekirjoittanut
(antamispaikka ja -pAivama
(nimi,'tehtava) (allekirjoitus):

BIOME

RIEUX




magyar (hu)
EU-MEGFELELOSEGI NYILATKOZAT
1. Termékmodell/termek:
2. A gyart6 vagy meghatalmazott képvisel§jének neve
€és cime:
3. Ezt a megfelel6ségi nyilatkozatot a gyarté
kizarolagos feleldssége mellett adjék ki.
4. A nyilatkozat targya (az elektromos berendezés
azonositasa a nyomonkovethetdség biztositaséra; ez
adott esetben tartalmazhatja az elektromos
berendezésrol az annak felelé azonositasat
lehetvé tev szines fényképet is):
5. A fent ismertetett nyilatkozat targya megfelel a
vonatkoz6 unibs harmonizacids jogszabalyoknak:
6. Az alkalmazott harmonizalt szabvanyokra valod
hivatkozas vagy az azokra az egyéb miiszaki
leirasokra valo hivatkozas, amelyekkel kapcsolatban
megfeleldségi nyilatkozatot tettek.
7. [2014/53/EU] [2014/30/EU] A(2) ... (nevii,
szamu)... bejelentett szervezet adott esetben
elvégezte a(z) ... (a beavatkozas ismertetése) ..., és a
kovetkezé EU-tipusvizsgalati tanisitvanyt adta ki:
[{2014/68/EU] Adott esetben a megfeleldségértékelést
végzd bejelentett szervezet neve, cime és szama,
valamint a kibocsatott tansitvany szama, és
hivatkozas a gyartasi tipusra vonatkozé EU-
tipusvizsgalati tansitvanyra, a tervezési tipusra
vonatkozé EU-tipusvizsgalati taniisitvanyra, az EU-
tervvizsgalati taniisitvinyra vagy a megfeleléségi
tanisitvanyra.
8. [2014/53/EU] Adott esetben a tartozékok és
alkatrészek leirasa, ideértve a radidberendezés
rendeltetésszerii hasznalatat lehet6veé tévé és az EU-
megfeleldségi nyilatkozat hatélyiba tartozd
szoftvereket is:
9. Tovébbi informéciok:
A nyilatkozatot a nevében és megbizasabol irtak afa:
(a kiallitas helye és détuma):
(név, beosztas) (aldirs):

polski (pl)
DEKLARACJA ZGODNOSCI UE

1. Model produktu/produkt:

2. Nazwa i adres producenta lub jego upowaznionego
przedstawiciela:

3. Niniejsza deklaracja zgodno$ci wydana zostaje na
wylaczna odpowiedzialno$é producenta.

4. Przedmiot deklaracji (identyfikacja produktu
umozliwiajaca odtworzenie jego historii; moze
zawieraé obraz barwny wystarczajaco wyrazny, kiedy
konieczne jest zidentyfikowanie sprzetu
elektrycznego):

5. Wymieniony powyzej przedmiot niniejszej

EU VYHLASENIE O ZHODE

1. Typ vyrobku/vyrobok:

2. Meno a adresa vyrobeu alebo jeho
splnomocneného zastupeu:

3. Toto vyhlasenie o zhode sa vydava na vyhradni
zodpovednost vyrobeu.

4. Predmet vyhlasenia (identifikdcia elektrického
zariadenia umoZiiujiica vysledovatelnost’; v pripade
potreby mdZze obsahovat dostatoéne zrozumitelny
farebny obrazok, ktory umoZiiuje identifikiciu
elektrického zariadenia):

5. Uvedeny predmet vyhlasenia je v zhode s

deklaracji jest zgodny z odnosnymi v g
unijnego prawodawstwa harmonizacyjnego:

6. Odniesienia do odnosnych norm
zharmonizowanych, ktore zastosowano, lub do innych
specyfikacji technicznych, w stosunku do ktorych
deklarowana jest zgodno$é:

7. [2014/53/EU] [2014/30/EU] W stosownych
przypadkach, jednostka notyfikowana ... (nazwa,
numer) ... przeprowadzila ... (opis interwencji) ... i
wydata certyfikat badania typu UE: ...
[2014/68/EU} W stosownych przypadkach nazwa,
adres i numer jednostki notyfikowanej, ktora
przeprowadzita oceng zgodnosci, oraz numer
wydanego certyfikatu, a takze odniesienie do
certyfikatu badania typu UE - typu produkeji,
certyfikatu badania typu UE — typu projektu,
certyfikatu badania projektu UE lub certyfikatu
zgodnoscei. .

8. [2014/53/EU] W stosownych przypadkach, opis
elementow dodatkowych lub komponentow, w tym
oprogramowania, ktdre umozliwiajg dziatanie
urzadzenia radiowego zgodnie z przeznaczeniem i
ktdre sg objete deklaracja zgodnosei UE:

9. Informacje dodatkowe:

Podpisano w imieniu:

(miejsce i data wydania):

(imie i nazwisko, stanowisko) (podpis):

prislu§nymi harmonizacnymi pravnymi predpismi
Unie:

6. Odkazy na prisluné pouZité harmonizované normy
alebo odkazy na iné technické Specifikacie, v
stvislosti s ktorymi sa vyhlasuje zhoda:

7. [2014/53/EU] [2014/30/EU] Pripadne:
notifikovany organ ... (nazov, &islo) ... vykonal ...

(opis zsahu) ... a vydal certifikat EU skisky typu: ...

[2014/68/EU] V prislusnom pripade ndzov, adresa a
&islo notifikovaného organu, ktory vykonal postdenie
zhody a &islo vydaného certifikatu a odkaz na
certifikat EU skusky typu — vyrobny typ, certifikat
EU skisdky typu — navrh typu, EU certifikat o
presktimani navrhu alebo certifikat zhody.

8. [2014/53/EU] V prisludnych pripadoch opis
pristuienstva a komponentov vratane softvéru, ktoré
umoziiuja radiovému zariadeniu fungovat v silade so
zamy§lanym udelom, a na ktoré sa vztahuje EU
vyhlasenie o zhode:

9. Dopliiujuce informacie:

Podpisané za a v mene:

{miesto a datum vydania):

(meno, funkcia) (podpis):

svenska (sv)

EU-FORSAKRAN OM OVERENSSTAMMELSE

1. Produktrhodell/produkt:

2. Namn pé och adress till tillverkaren eller dennes
representant:

3. Denna forsikran om ¢verensstimmelse utfirdas pd
tillverkarens eget ansvar.

4. Foremal for forsakran (identifiera den elektriska
utrustningen s& att den kan spiras — den kan innehélla
en firgbild som #r si tydlig att det vid behov gér att
identifiera den elektriska utrustningen):

5. Foremélet for forsakran ovan Gverensstammer med
den relevanta harmoniserade unionslagstifiningen:

6. Hanvisningar till de relevanta harmoniserade
standarder som anvénts eller hinvisningar till de andra
tekniska specifikationer enligt vilka
overensstimmelsen forsikras:

7. [2014/53/EU] [2014/30/EU} I tillimpliga fall: det
anmilda organet ... (namn, nummer) ... har utfort ...
{beskrivning av dtgard) ... och utférdat EU-
typprovningsintyg: ...

[2014/68/EU] I forekommande fall, namn och adress
och nummer for det anmalda organ som har utfort
bedémni av Gverenssti Ise samt intygets
numiner, och en hinvisning till EU-typintyget —
produktionstyp, EU-typintyget — konstruktionstyp,
EU-intyget om konstruktionskontroll eller intyget om
Hverensstimmelse.

8. [2014/53/EU] 1 forekommande fall en beskrivning
av tillbehdr och komponenter, inklusive programvara,
som gor det mojligt for radioutrustningen att fungera
som avsett och som ticks av en EU-forsakran om
Sverensstimmelse:

9. Ytterligare information:

Undertecknat for:

(ort och datum)

{namn, befattning) (namnteckning)

DIKJARAZZJONI TAL-KONFORMITA TAL-UE
1. Il-prodott:

2. L-isem u l-indirizz tal-manifattur jew tar-
rapprezentant awtorizzat tieghu:

3. Din id-dikjarazzjoni ta’ konformita tinhareg taht ir-
responsabbilta unika tal-manifattur.

4. L-ghan tad-dikjarazzjoni (I-identifikazzjoni tat-
taghmir elettriku i tippermetti t-trac¢abbiltd; din tista’
tinkludi immagini bil-kulur ta’ ¢arezza suffi¢jenti meta
tkun mehtiega ghall-identifikazzjoni tat-taghmir
elettriku).

5. L-ghan tad-dikjarazzjoni deskritt hawn fug huwa
konformi mal-legislazzjoni ta’ armonizzazzjoni
rilevanti tal-Unjoni:

6. Ir-referenzi ghall-istandards armonizzati rilevanti li
ntuzaw jew ir-referenzi ghall-ispecifikazzjonijiet
teknici l-ofira li skonthom qed tigi ddikjarata I-
konformita:

7. [2014/53/EU} [2014/30/EU] Meta applikabbli, il-
korp notifikat ... (I-isem, in-numr) ... wettaq...
(deskrizzjoni tal-intervent) ... u hareg ic-Certifikat tal-
ezami tat-tip tal-UE: ...

[2014/68/EU] Fejn ikun xieraq, I-isem, kindirizz u n-
numru tal-korp notifikat li jkun wettaq il-valutazzjoni
tal-konformita u n-numru tac-certifikat mahrug, u
referenza ghac-certifikat tal-ezami tat-tip tal-UE - it-
tip ta’ produzzjoni, ic-certifikat tal-ezami tat-tip tal-
UE - it-tip ta’ disinn, i¢-certifikat ta” ezami ta” disinn
tal-UE jew ic-certifikat ta’-konformita.

8. [2014/53/EU] Fejn applikabbli, deskrizzjoni tal-
acéessorji u il-komponenti, inkluz is-softwer, li
jippermettu t-taghmir tar-radju jopera kif intiz u
koperti mid-dikjarazzjoni tal-konformit tal-UE:

9. Informazzjoni addizzjonali:

Iffirmata ghal u fisem:

(post u data tal-hrug). -

(isem, funzjoni) (firma):

portugués (pt)

DECLARACAQ UE DE CONFORMIDADE

1. Medelo do produto/produto:

2. Nome e enderego do fabricante ou do respetivo
mandatario:

3. A presente declaracfio de conformidade é emitida
sob a exclusiva responsabilidade do fabricante.

4. Objeto da declaragdo (identificagdo do material
elétrico que permita rastred-lo; se for necessario para
a identificagdo do material elétrico, pode incluir uma
imagem a cores suficientemente clara):

5. O objeto da declaragio acima descrito estd em
conformidade com a legistagdo de harmonizagio da
Unifio aplicavel:

6. Referéncias is normas harmonizadas aplicaveis
utilizadas ou a outras especificagdes técnicas em
relagdo s quais é declarada a conformidade:

7. [2014/53/EU] [2014/30/EU] Se aplicavel, o
organismo notificado: (nome, niimero)... efetuou...
(descrigdo da interveng@o)... e emitiu o certificado de
exame UE de tipo:...

[2014/68/EU] Se aplicavel, nome, enderego ¢ niimero
do organismo notificado que efetuou a avaliagio da
conformidade, assim como o niimero do certificado
emitido, e uma referéncia ao certificado de exame UE
de tipo — tipo de produgZo, ao certificado de exame
UE de tipo — tipo de projeto, ao certificado de exame
UE de projeto ou ao certificado de conformidade.

8. [2014/53/EU] Se aplicavel, descri¢do dos
acessorios e/ou componentes, incluindo o software,
que permitem que o equipamento de radio funcione
conforme o pretendido, abrangidos pela declaraggo
UE de conformidade:

9. InformagBes complementares:

Assinado por e em nome de:

(local e data de emissdo):

(nome, cargo) (assinatura):

slovenscina (sl)

1ZJAVA EU O SKLADNOSTI

1. Model proizvoda/proizvod:

2. Ime in naslov proizvajalca ali njegovega
pooblastenega zastopnika:

3. Ta izjava o skladnosti je izdana na lastno
odgovornost proizvajalca.

4. Predmet izjave (identifikacija elektritne opreme, ki
omogota sledljivost; lahko vkljuguje dovolj jasno
barvno sliko, kadar je to potrebno za identifikacijo
elektritne opreme):

5. Predmet navedene izjave je v skladu z ustrezno
zakonodajo Unije o harmonizaciji.

6. Sklicevanja na uporabljene relevantne
harmonizirane standarde ali sklicevanje na druge
tehni¢ne specifikacije v zvezi s katerimi je skladnost
deklarirana:

7. [2014/53/EU] [2014/30/EU] Po potrebi je
priglaSeni organ ... (ime, Stevilka) ... izvedel ... (opis
intervencije) ... in izdal certifikat o EU-pregledu tipa:

[2014/68/EU} Kadar je ustrezno, ime, naslov in
§tevilko priglaSenega organa, ki je opravil oceno
skladnosti, ter Stevilko izdanega certifikata, in
sklicevanje na certifikat o EU- pregledu tipa — tip
proizvodnje, certifikat o EU-pregledu tipa - tip
nadrtovanja, certifikat o EU-pregleda nacrta alt
certifikat o skladnosti,

8. [2014/53/EU] Po potrebi opise dodatne opreme in
komponent, vkljuéno s programsko opremo, ki
zagotavljajo namensko delovanje radijske opreme in
s0 zajeti v izjavi EU o skladnosti:

9. Dodatne informacije:

Podpisano za in v imemu:

{kraj in datum izdaje)

(ime, funkcija) (podpis)
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