
LORNE
LARORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 031 1 00A

has been classified as non List A, non List B (Directive gg/7glEC, Annex ll)
and complies with the essential requiremenrts and provisions of Directive
98l79lEc of the European parliament and of the council (also sl 2oo2
No'618 which transposes the requirements of Directive oarolec;.

and is in conformity with the national standards transposing harmonised
standards:

. BS EN 980:2008

. BS EN ISO 13485:2012

. BS EN 1301 2:2002

. BS EN 13640:2002

. BS EN 13641:2002

. BS EN ISO 14921:2012

. BS EN ISO 19113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex lll of Directive g8/79lEC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2.016.

RQgis(crodoflircas,1bova Aegisteredii;nBln[d{o 0n510?q7 \,{l N4 tiLl! jrr5SLr

Lorne Laboratories Lirnited
Unit 1 Cutbush park Industrial Estate

Danehill, Lower Earley
Berkshire RG64UT United Kingdom



LORI{tr
LABORATORIES

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 8501 00A

n List B (Directive 9gl79lEC, Annex ll)
rements and provisions of Directive
t and of the Council (also Sl 2002
ments of Directive 99179/EC).

and is in conformity with the national standards transposing harmonised
standards:

. BS EN 980:2009

. BS EN ISO 13485:2012. BS EN 13612:2002

. BS EN 13640:2002

. BS EN 13641:2002

. BS EN tSO 14911:2012. BS EN ISO 19113, parts 1&2

The conformity assessment procedure per.formed was in accordance withAnnex lll of Directive 9g/79lEC.

This declaration of conformity is issued under the sole responsibility of LorneLaboratories Ltd and is valid from 13 April 2016.

Eddy Velthuis
Technical Director

Lorne Laboratories Limited
Unit 1 Cutbush park IndUstrial Estate

Danehill, Lower Earley
Berkshire RG6 4UT United Kingdom

T

Fax:

Email: in

www. tornelabs.comFll, No Al224ti
lso tg8*20br

Kegistared offso 0s abova RcAistcrod in lf,gland t!D. |],iS4079? 1,,AT No tiij[ jrjsi Ui



LORNE
LABORATORIES

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Gatalogue number
RF Latex kit 8301 00A

n List B (Directive 98lTglEC, Annex ll)
rements and provisions of Directive
t and of the Council (also Sl 2OO2

ents of Directive 98/79lEC).

and is in conformity with the national standards transposing harmonisedstandards:

. BS EN 980:2008

. BS EN ISO 13485:2012. BS EN 13612:2002

. BS EN 13640:2002

. BS EN 13641:2A02

. BS EN tSO 149't1:2012. BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance withAnnex lll of Directive 98/79lEC.

This declaration of conformity is issued under the sole responsibility of LorneLaboratories Ltd and is validirom 13 April 2016.

Eddy Velthuis
Technical Director

Lorne Laboratories Limited
Unit 1 Cutbush park Industrial Estate

Danehill, Lower Earley
Berkshire RG6 4UT Unitect Kingdom

Fax'. +44 (0) r rB 086 4518
Emaih info@lornelabs,com
www, [ornelabs,comrll, NoAltl{ ti

Rsgistarod olficc os abovc, tlcBistorod in fngland No. 04540?9? !,AI No i0[:65i !r
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
TPHA Microtitre plate kit 0431 00A

MANUFACTURER

Name Lorne Laboratories
Address Unit 1 Cutbush Park lndustrial gstate

Danehill
Lower Earley
Berks, RGO 4UT

Country United Kingdonr

MEANS OF CONFORMITY

I hereby declare that the products risted ab've compry with the essential
requirements and provisions of Directive gElTglEC orine European
Parliament and of the councir (also sl 2002 No.61g which transposes the
req u irements of Directive 9g/ZglEC).

This declaration is valid from 17 May 2015.

Eddy Velthuis
Technical Director

Lorne Laboratories Linrited
Unit 1 Cutbush park Industrial Estate

Danehill, Lower Earley
Berkshire RG6 4UT United Kingdom

Fa\.: +44 (0) 118 9S6 4s18
Ern aill info@lornela bs.corr
www.lornelabs.co m

Re8istlrcd office ns abovp. Regishrrccl rD Englnnd Nc 04.140Iq7 Vit Na 8i{ 1615 (..



Declaration of Conformity
2013-09 DoC MB v08

Page: 1 of 5

(see appendix)

uitro Diagnostic Medical Devices Directive

1) Manufacturer (Name, departmenU: Monobind
ress: 100 North pointe, LAKE FOREST,

Inc.

CA 92630. UNITED STATES

Eurooean authorized representative: GEpartner4U BV,
\ddress: EsooonruleeN 13,3gslDB Mennn, THe NeTuERLANDs;
on product labels printed as:

U , EsDooRNunru 13,3gS1DB MMRN, Tne NernEnlANDs, *uvw,cepartner4u.eu)

PfOdUCI(S) @ame, type or modet/batch number, etc.)i

Additional information (conformity procedure, Notified Body, cE ceftificate, Resistration nr., etc.)l

assessment procedure for CE marking: ln vitro Diagnostic Medical Device Directive,

tration nr. : NL- CAOO2-22758 and NL- CA002.22762

e Forest, USA; 2013-09-16

& date of issue (yyyy-mm-dd))

rn, NL; 2013-09-16

As_hh!*
Tony Shatola;'QR Director, Monobind Inc.
(name; funlctioin' aid signature of

Olga Teirlinck; Consultant, CE
(name; lU4atiqF,and signature of authorized

& date of issue (yyyy-mm-dd))

Declaration form:



De c I a ration of Co nfo rm itv
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2013-09-16

Fertility & Prenatal

Total Trii{othyronine (tT3) Test System 12.04.01 .05.00 2005-1 1 ^1 1

ine (fT3) 'fest Stystem 12.04.01.01 00 2005-1 1 -1 1

(tT4) Test f]ystem
12.04.01.07.00 2005^1 1 -1 1

Free Thyrfxlne (fT4) Test System
12.04.01 .02.00 2005-1 1 -1 1

(TSll) Test System
12.04.01.11.00 2005-1 1 -1 1

12.04.01 .11 .00
(T3U) Test System

12.04.01.06.00 2005-11^11
Thyroxine-Binding Globulin (TBG) Test System '12.04.01 .09.00 2005-1 1-1 1

(Tg) Test System
12.04.01,08.00 2005-1 1 -1 1

) (tT4), Total Triidothyronine (tT3)
ulating Horntone (TSH) Thyroro

T) Test {iystem 12.04,01.01.00 2005^1 1 ^1 1

yronine (tT3 SBS) Test System 12.04.01 .01 .00
Total T xine (tT4 SiBS)Test System '12.04.01.01 00

TT Ihl!*il? (fr4), Free'lriiodothyronine
(fT3) & Th5l,roid Stimulating Hormone Free
Thyroid Panel (VAS1-) Tes;t System

12.04.01.0'1.00 20 1 0-06-29

Neonatal Thyroid & Genetics

(N-TSH) Test System
12.04.01 .90,00 2005-1 1-1 1

T4) Thyroxine Test System
12.04.01 .12.00 2005-1 1^1 1

(N-170FlP) Test System 12.05,01.07
(N-TBG) Test System

12,04,01.09.00 201 3-09-1 6

(Anti-Tg) Test System
12,'10,03 04,00

(Anti-l'PO) Test Sysrem 1 175.300 12.'10,03,01,00 2005-11-1 't

(LH) Test System '12.05.01,05.00
F:olicle StimUlating Hormone (FSH) Test System

12.05.0'1 .04.00 2005-1 1 -1 1

3;:',i"J" 
Hormone sequential (PRLs) rest

B-Human Chorionic Gonadotropjn (hCG) Test

12.05.01 .08.00 2005-1 1 -1 1

12.05.0'1 .08.00 2005-1 1 -1 1

2005..1 1-1 1
'12,05,02.05,00

Range (Ext. Range hCG) Test System 1 2.05,02.05,00

12,05.02.05,00



D e cl a ratio n of Co nfo rm itv
2013-09 DoC IVB vO8

Pana' ? nf (| 9y\/. v v| v

Gonadotropin (hCG) , Human
Human l-uteinizing Hormone

Stimulating Hormone (FSH)
(VAST) Test System

,pin ( hCG ), Unconjugated Estiol (u-
Screen (VAST) fest System

12.05.01.90 00

Pregnancy Associated plasma protein _ A
(PAPP-A) Test Systenl 12.05.02.10.00 201 3-09-1 6

12.06.02.04,00 2005-1 1 -1 1

(DHEA) Test System
12.05,01.02.00

12.05.01.02.00
Estradiol (!2) Test System

12.05.01 .03.00 2010-06-29
Estiol (u-E3) Test System

12.05.01 .06.00
Binding Globulin (SHBG) Tesl

12.05.01.09.00 20 1 3-09-1 6
Testosterohe Test Systenr

1 2.05.01 .1 0 00 2007 -1 1-01

1 2.05,01 ,'1 0.00 20 1 0-06-29

12.05.01.07,00

12.05.0't .07,00 2010-10^18

Growth & lBone Metabolism

2005-1 1 -1 1

201 I 09-2(i

201 1 -09-26

(hGH) Tes;t Sysrem
12.06 04.02 00

Hormone (PTH) Test System

in D3 (Vitamin D3) Test
12,06.03,1s,00

1 2.06.03,1 0.00

12,06.01,03,00
Rapid Insulin Tr:st System

12.06.01 .03.00 2010.06-29

12.06.01 .01 .00 2005-1 1-1 1

12.06.01.03.00 2005-1 1 -1 1

Cardiac Markers

2005-1 1 -1 1

2005.11-11

2AO5-1 1 -1 1

CK-MB Teqt Systern
12.13.01.02.00

Tnl) Test System
1 2, 13.01 .07,00

12.08,01.01,00
CRP (hs;-CRP) Test System

12.'13,01.90.00

1 2.1 3,01 .05,00



Decl arati<tn of Co nform itv
2013-09 DoC MB v08

Page: 4 of 5

Anti-H. Pylori lgG Test System
15.01.04.03.00 2005-1 1 -1 1

lgM Test System '15.01.04.03.00 2005-1 1 -1 1

2005-1 1 -1 1
15.01.04,03.00

(Af:P)Test System
12.03.90.01 .00 2005-1 1 -1 1

12.03.01 .06.00 2005-1 1 -1 1

12.03.01.02.00 ?q!Iq?g
2005-1 1 -1 1

CA -19-9 fest System
12.03.01 .03.00

Antigen (CEA) Test System 12.03.01 .31 .00 2005-1 1 ^1 1

12,03.01.31,00

12,03,01.90,00 2005^1 1 -1 1

2005 11-11

20 1 0-0ri-29

12.07.01.02,00

12.07.01.03,00
E (lgEi) Test System

12.02.01.02,00 2005-11-1 1

Soluble tReceptor (sTfR) Test
12.07.01 .06.00 2010-06-29

2 (1312) Test System
12.07.02.04.00 201 t-09-26

B-12 (VAST) Tesl Sysrem '12.07.01.00.00

Anti--thyroglobulin (Anti-Tgr), Anti_
(Anti-IPO) Control - positive

12 50.01 16.00

eflility Control - Single Level -
12.50.01 .1 6.00

- Tri Level - Human Chorionic
Free Beta Human Chorionic

Subunit, Alpha Feta protein, 1 2.50.01 .1 6,00

l-.|. Pylori lgG Control - positive & Negative

(Tg) Control .- Tri Level
12.50.01 . 1 6,00

12.50.01 .16.00
Control -- Positive & Negative

1 2,50.01 .1 6.00
'12.50,01 16.00

Globulin (TBG) Control - Tri-
12.50.01 ,16.00 2013-09-16

2 ELISA & CLIA Analyzer
21 .02.10.01

2_1 .02.10.01

21.02.10.01

2.1 ,02.10

2010-06-29

2013.09-1ri
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21.O2,10.01

21,02.10.01

21 .O2.10.01 2011-09-2_6

21.02.10.01

21.O2.10.O1

21.02.10.O1

21.02.10.01



EC DECLARATION OF CONFORMITY

ical devices.

Other devices (all devices except Annex ll and
self-testing devices)

Annex lll (not including section 6).

ZAO "Vector-Best"
Address: AHC, Koltsovo,
Novosibirsk Region, 630559, Russia,
Iel. +7 (383) 363 20 60,
Fax: +7 (383) 363 35 55

Bioron GmbH,

Rheinhorsts;tr, 1 8, D-6707 1

Ludwigshafen, Germany.
191.' +49 (0) 621 5720 915,
fax: +49 (0) 621 5720 916

Murat Khusainov
General Director ZAO

Da[e: 2013/04t12

ZAO'rVector-Best"

Page I ol'4EC Declaration of confonnitv

IAO "Vector'Best" hereby ensures under own responsibility and declares that the products
li$ted on pages 2-4are in conformitywith applicable provisions and fulfillthe essential



I

/ECTOR

s-&:t-t:^ ZAO (Yeator-Best"
Rev, 0l

'P,{E{PlJ-t- EC Declaration of conlbnnity Page2 ot I i

N Product name ldentification data REF

1 Vectohep A-lgM ELISA ki! for determination of lgM to hepatitis A
virus u-u,5cz

2. Vectohep A-lgG ELISA kit for quantitative and qualitative
determination of lgG to hepatitis A virus D-0362

J Vectohep TTV-lgG ELISA kit for determination of lgG to TT virus D-0802

4 Vectohep E-lgG ELfSA kit for determination of lgG to hepatitis E
vjrus Lr- tuco

Vectohep E.lgM ELISA kit for determination of lgM to hepatitis E
VITUS L/- tucd

Vectohep G-tgG ELISA kit for determination of lgG to hepatitis G
VITUS D-1252

LymeBest lgG ELISA kit for determination of lgG to infectious
borreliosis agents D-l452

I LymeBest-lgM ELISA kit for determination of lgM to infectious
borreliosis agents D-1454

RecombiBest antipallidum-l gG ELISA kit for determination of lgG to Treponema
pallidum D-'1852

RecombiBest antipallidum-
total antibodies

ELISA kit for determination of total antibodies to
Treponema pallidum u- t oco

11
RecombiBest antipallidum-
lgM

ELISA kit for determination of lgM to Treponema
pallidum D-1858

12
RecombiBest aniipallidum-
total antibodies

ELISA kit for determination of total antibodies to
Treponema pallidum D-1857 i

VectoHSV-1,2 - lgG ELISA kit for determination of lgG to herpes simplex
virus types 1 and2 D-2152

14. VdctoHSV - lgM ELISA kit for determination of lgM to herpes simplex
virus types 1 and 2 D-2154

15 VectoHHV-8 - tgG ELISA kit for deteimination of lgG to human herpes
virus type 8 D-2160

16 VectoHHV-G - lgG ELISA kit for determination of lgG to human nerpes
virus type 6 D-2166

17.
Ureaplasma urealyticum -
lgG:ElA-BIST

ELISA kit for determination of lgG to Ureaplasma
urealyticum antigens D-2254

18 U reaplasma urealyticum -
lsA-ElA-BEST

ELISA kit for determination of lgA to Ureaprasma
urealyticum antigens u-1256

19 VectoParotitis-lgG ELISA kit for determination of lgG to parotitis virus D-2602
20. VectoParotitis-lgM ELISA kit for determination of lgM to parotitis vi I 04

21 Toxoca ra-l g G-E lA- B EST ELISA kit for determination of lgG to
antigens

22.
Opisthoichiasis - | gG-EIA-
BEST

ELISA kit for determination of lgG to opist
antigens

23 Echinococcus-l g G-ElA-BEST ELISA kit for determination of lgG to Echr i'I.



VECTOR
EE!t:i-ia

ZAO rrVector-Best"
Rev 0t

EC Declaration of confonnity Page 3 ol'4

antigens

4 Ascarid-lgG-ElA-BEST ELISA kit for determination of lgG to Ascaris
lumbricoides D-3452

5 Lamb lia-antibodies-ElA-B EST ELISA kit for determination of lgG, lgM and lgA to
Lamblia antibodies u-Jc3z

Lamblia-lgM-ElA-BEST ELISA kit for determination of lgM to Lambtia
antibodies D-3554

Lamblia-antigen-ElA-B EST ELISA kit for determination of Lamblia antigen D-3556

8 Helicobacter pylori-CagA-
antigen-ElA-BEST

ELISA kit for determination of total antibodies to
CagA Helicobacter pylori D-3752

TSH.EIA-BEST ELISA kit for determination of concentration of
thyroid-stim ulatin g hormone x-3952

n T3 total-ElA-BEST ELISA kit for determination of concentration of total
triiodothyronine x-3954

1. T4 total-ElA-BEST ELISA kit for determination of concentration of total
thyroxine x-3956

2. Anti-TPO-ElA-BEST ELISA kit fclr determinaiion of antibodv
con centration to thyroperoxida se x-3968

PAPP-A-EIA-BEST ELISA kit for determination of concentration of
pregnancy-associated plasma protein A D-4160 i

Aa
Mycoplasma hominis-lgG-
EIA-BEST

ELISA kit for determination of lgG to Mycoplasma
hominis D-4352

5
Mycoplasma hominis-lgA-ElA-
BEST

ELTSA kit for determination of lgA to Mycoplasma
hominis

Iu-r+Jcb i
I

Mycoplasma pneumoniae-
lsG-EIA-BEST

ELISA kit for determination of lgG to Mycoplasma
pneumoniae D-4362

Mycoplasma pneumoniae-
lsM-ElA-BEST

ELISA kit for determination of lgM to Mycoplasma
pneumoniae D-4366

t. Vectocrimean-CHF-lgG ELISA kit for determination of lgG to Crimean-
Congo hemorrhagic fever virus D-5052

2 Vectocrimean-CHF-lgM ELISA kit for determination of lgM to Crimean-
Congo hemorrhagic fever virus D-5054

4 CEA-EIA-BEST ELISA kit for determination of concentration of
carcinoembryonic antigen r-8454 

I

4 AFP-EIA-BEST ELISA kit for determination of concentration of
Alpha-Fetal Protein T-84s6

4t CA-125-EIA-BEST ELISA kit for determination of concentration of
oncomarker CA-125 T-8466 i

4 CA 1g-g.EIA-BEST ELISA kit for determination of concentration of CA
19-9 T-8470

4 CA 15-3-EIA-BEST ELISA kit for determination of concentrati
oncomarker CA 15-3

4 NSE-EIA-BEST ELISA kit for determination of concentr
neuron specific enolase



I /ECTOR ZAO'6Vector-Bestt' Rev. 0l

EC Declaration of conformitv Page 4 of4

4 Ferritin-ElA'BEST ELISA kit for determination of concentration of
ferritin

T-8552

4 lgE total-ElA-BEST
ELISA kit for determination of concentration of total
lgE

A-8660

4 lgG total-ElA-BEST ELISA kit for determination of concentration of total
IgG

A-UOOI

4 lgM total-ElA-BEST ELISA kit for determination of concentration of total
lgM

A-8664

lgA total-ElA-BEST
ELISA klt for determination of concentration of total
lgA

A-8666

G am ma-l nterferon-ElA-BEST ELISA kit for determination of concentration of
gamma-interferon A-8752

I nterleukin e-4-ElA- B EST ELISA kit for determination of concentration of
lnterleukine-4

A-4754

5 Alpha.TNF-ElA-BEST ELISA kit for determination of concentration of
alpha-tumor necrosis factor

A-8756

tr Al p ha-l nterfe ron-E lA- BEST ELISA kit for determination of concentration of
alpha-interferon

A-8758

5 I nterleukine-6-E lA-B EST ELISA kit for determination of concentration of
Interleukine-6

4-8768 I

6
I nterleu kine-2-ElA- B EST

ELISA kit for determination of concentration of
Interleukine-2

A-8772

Procalcitonin-ElA-B EST
ELISA kit for determination of concentration of
procalcitonin

A-9004

NTpToBNP-ElA-BEST ELISA kit for determination of concentration of N-
terminal prohormone of brain natriuretic peptide A-9102

E Troponin l-ElA-BEST ELISA kit for determination of concentration of
troponin I

A-9106



mdc medical device certification GmbH
yAocToBepreT, ilro Ha npeAnpuF.:|rA/|

BEKTOT

AO <Bexrop-Eecr>
630559, Hoeocu 6upcxan o6nacru, p.fl . Konsqoeo,

Hayuno-npo't3Bo4crBeHH an 3oHa, Kopnyc 36, x. 211,
Poccyrficxan Oegepaqhfl

c npox3BoACTBeHHblM,| nnou{aAKaMU COrrracHo nphnoxeHr ro x Geprr,r $r xary
npilMeHhrensHo x o6nactru

npoeKTHpoBaHt,te H paspa6orxa, npou3Bo.qcrBo u peanh3aqtaf,
MeAu qfi Hcrux usgenuil in -vitro Ar.l.arHocrnKu

(nqP, hOA,6roxunana)

6stna eeegeHa il nprlMeHFercfl

CUCTE MA YN PABII E II IAF KALI E CTBO M

l-lpose4enuaff npoBepKa ctlcreMbr ynpaBneHils KaqecrBoM noKa3afla.
qro AaHHafi cilcreMa coorBercrByer rpe6oaaHusM craHAapra:

EN ISO 13485

Vlspenun MeAhqhHcKt4e - Cucrevst MeHeAXMeHra KaqecrBa _
Perynr,rpyror4tae cilcreMHbte tpe6oeaH H c

llN ISO 13485:2016 + 49;261 1; - ISO 13485:201 6

,!ara est4avu
Cpox gericrern go

PerucrpaqronHurrZ Ns
Or.rer Ns

lUryrrapr, l-epvaHuR

2018-07-13
2020-07-03
t 1213100017
Pl 8-00489-1 1 7996
2018-07-13





on Hnf, 14q n ou
lt

KJIOH., c bt Mr4 co ePO
BKJI B HCn HU btx

lu GTA
qecKrx

Bbt, noflilrn 14 Llo Hbl n
KflO nb

ooo "Me.4uKroH" co3AaHo B 1999 r" u flBrrflercfl o,qHr4M vrs Tpex Kpy11Hb1;1
Pocczficrnx [poI43BoAnletefi, uonnofi rraHeJrr{ peareHToB Errfl onpeAeJreHr4t
rpyrrrloBofi rrpuua4lexHocrlr KpoBrd n pesyc-$aKropa -A,AI,AoI,B,AB, !,E,c,e.c. u
Kerrrt.
ocuoeHoft rleJrbrc uanefi pa6orrr flBlrflercfl c"alxenne KJr.rHr4Ko-Ar4arHocrr4r{ecKr4x
na6oparopuft 6olruzq lr wan4uit. ileperruBaaufl KpoBr4 peareHraMr.r ilrr
TI4rIkIpoBaHI'L[ rpyrrrr KpoBI4 LI pe3yc $axropa,a raKixe BceMr4 HeofixoArzMbrMa nJrserofi pa6orrr pacxoAHbrMrr MarepvraJraMl.
{nx pacQacoBKLI peareHroB Havru s 1999 roAy BnepBbre [pLrMeHeH br rrlracrur{oBbre
QJraKoHbI-KaIIeJrbHI4qbI, qro He roJrbKo y.4o6no l^rrx pa6orbr B laSoparopw , Ho 14

I4CKJITOT{aer 3arpt3HeHze peareHToB, BOI3MOXHOe npz r4cllonb3oBaHuvr rrr4rreroK,
Teuepr oroMy rrpr4Mepy rocJreAoB aJru uApyu4e poccuficrcae KoM[aHr4r4.

Ka'recrso HaIIrLfx peafeHToB flBlrflercflo6ulenpasHaHHbrM. ouu ziraeror BbrcoKyro
aKTI4BHocrr u cra6ulbHocrb , qro Aocrl{raerc.fi TrrlareJrbHbrM BHyrpeHHeM KoHTponeM
I4 KoHTponeM co cropoHbl yrrorlHoMoqeHHbrx opraHr43auui,t , u qacrHocrr4,
Mocrconcxofi fCfIK.

Ece nnanuletur,
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y.l(i; i"l*:r;ia g'*ti#rr r:f #rl yri f'o;.mity

EC Declaration of Conformitv for ln-vitro D iiao nostir:
Prod u cts

'fhrr procedure for EC declaration of colformity was establislted on the basis of a full quality assurancet system
ac<;ording to El\ {SO 9001 :2008 and EN ISO 13485;2012+Atr:2012 according to the IVD directlve gBlTglF-C
Annex lV, excerpt chapters 4 and 6.

FI\.tr
nncHEney-NAGEt- GmbH & co. KG

MAOHEREY-NAGEL Gmbll & Co KG
Ne umann-Neander,:$trasse 6-B
D - 92355 Dueren
Germany

Wer

Name of manufac(urer

Address: !

coirfirm that the following test sirips fqr proiesSignat use

Name of prodilct

Medi-Test Giucose PN
Medi-Test Glucose
Medi-Test Glucoso 3
Medi-Test Glucose/Keton
Medi:Test Protein 2
[/edi-Test Keton
Medi-Test Nitrit
Medi-Test Cornbi 2
Medi-Test Urbi
'MediJest Combi 3
Medl-Test Combi 3A
Medi-Test Combi 5
Medi-Test Conlbi 5N
Medi-Test Combi 55
Medi-Test Combi 6
Medi-Test Combi64
Medi,Test Combi 7
Medi-Test Combi 7L
Medi-Test Combl,SL
Medi-Test Combl 9
Medi-Test Conrbi 10
Medi-Test Combi 10L
Medi-Test Combi 10 SGL
Medi-Test URYXXON Stick 10
Medi-Test Combill
Medi-fest M ikrbalbum in

Reference nurnbers

93017; 930965
93001;93024
93003; 93020
93020; 93025
93004; 93027
e3005; 93028
930061 93029
93015;93037
93!12
93050
93007t s3030
93009; 93032
ia^nF. 

^^^^^YOUJO; VJUJO
oan6E

930'18;93078
s301t; 93034
93010;93022
s303 1

9302'l
oln4 4 . oinrrl
oqnEr\

93058; 93079
93067; 93077
93068; 930872
93060; 930871
930874

r.1 Afi f i*H€,Vihi6nEL *rn * tr g
DF/ nxenralionall

TeJ.: +49 24 2j SOS-0
F6x: +a9 24 2l 969-tg9
E.nrail: inlo'dmn,nei.oom

+ t{S" }l=i.rivnn;*:E;;A+"6'tr "4.H. 6?l$!.$fa. ! .,fJrrftrjny

CH: FB:

l'el.i +41 6238e5600 lbt: +33389682?68
Fax: +4 I 62 388'Eg 05 Faxi +3g AgB f I ZO Bg
E"mallr sale0-chGrnn-nel,corn E-mail: sates.fr@nn-net,conr

Tel.: +1 €a S2l
Fax: +1 484 821 1

,.qsff::
E,mail: soles-vs6'mn-ne
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' r4t"il"I 77191873 t | Ol-plz 1037739078970
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{:arc/uu'r, (49 5)7 4 1 -25 -1 9 ;

: rldr. (499)7E0-1)7'48J84.

' It+neil: agar@Bgat,ru, http:ii1,wvw,lgat.ru

: IIACIIOFT
tlaEop p€afEH'r'$E J{Jtlr ollpcqqTrsens rciror'flocuHn s KpoEH

reMdrfl o6uH ff nur| HAE6llt M€ToAoM

i <<Frnroruo6nrr-AfATn

| {e oo <',,P. x 5 un)

l7l2!t0918 ,{ino rarnycxa, 09 2018 lo,ceH lro 10,2020
Kbru.rrecreo ua6opoo r cepxn 50000
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CISQ is a member of

G rtt* 6** t tw)
g **i{

fl E FEAilAnOf, dcmTlF cATp{ NiloRk
www.lqne t-corlitica llon.co m

lQNet, tha asrociatlon of thg vtor]d's first closs

$dllldtlon bodls, ls thc largeat p.ovider ol manaqcment
Systeil Ce.tlficauon in the wo.ld,

IQNet Is composed offrore Ihdn 30 bodies and counts
over ISO subsldtarleq dll over lhe glotu

CERTIFICAIO n,

CERTIFICAIE No,
4264141C

SI OERTIFICA CHE II. SISTEMA OI GESTIONE PER LA QUALITA DI

WE HEREBY CERTIFY THAT'ftIE OUALIW MANAGEMENI SYSTEM OPERATED BY

KIMA S,R.L.
UNITA oPEMTIVE ]OPERATIVE UNITS

Via Lednardo Da Vinci, 22 - Zona Industriale Tognana ,- 35028 Piove di Sacco (PD)
Italia

E coNFoR[/E ALLA NORI/A / /S /A/ COMPLIANCE WITH f HE STANDARD

uNf EN lso 900*2415
Slstema di Gestione per la Qualiti / Quality Management Sysfem

PER'LE SEGUENTIRNIVTA ITQR THE FOLI-OWNG ACI/V/I/ES

EA:29

tti delGruppo: kit diagnostici,
icoli in plastica per laboratorio analisi,
eterminato e aghi sterili.

nostiq kits, culture ntedia for microbiology,
ptasti( disposab/e labware, test tubes with predetermined \/acuum and sterile needles.

Rilerirsi alla docum€ill&ione del gislema di GesLiofle por la nilaliti eTiendale rier l'aoolicablliii dei i€qlisiti d€lla norma di riletimenLo'"-R;ril;;ffi;;:i;il;';ii;;;u;;,ity'ik:n;;s;:;;il ioretireicestandardlquiements.

sisl6rni di gestjode" e al (elativo Scherna speciiico.

at conPa\y na1agery?nl syslems" aDd Epecilic Schene
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ITALCERT

CERTIFICATO NO 5O5SGQO3

Sistema

CERTI F ICA TE N ",5 05 S GQOS

Si certifica che il

this is to c'ertifu that

Gestione per la Qualit)
Quality Manaqement Systetn

messo in atto.da
, implentented by

NUOVA APTACA S.r.l.

. " '. . .via Monte'Bianco,4: lT;10900 MONZA (MB)

a tl, i i,::jf:-tte alla norrna
is ht cornpliaici rtith the'standdrcl

...,,

.':
Gestione d.ella,fabbricazione ed immissione'in-commercio di tamponi sterili
per il prelievo.,di,pampioni b-iologici in orifiZi naturali e i'n ambito chiru'rgico,

Prooettazione e fa i di er laboratori di analisi..Comm ed i ici invitro,

Alaipagc'ment of the,ntitan cing o4 the rnarket af sterile tampon.s for sanrpling of biolog/cal speclmens
in itatural qrl{ice anc! esjgn and ntanufacturing of dlagnottlc mecltcal dev'ice,s for labrsratorir:s

of analys:is: Markdtiitg ctf rnedical antt diagnostic devices in vitro. Maketing of laboratary artlcles

,il'presenie certliicato d..9olygetto al rispetto delle €ondizioni ital:ilitr: dai Regoianrentipei la certitl.rzione irr vigora applicabili
..: :'
In caso di discoidanza tra le lihgue utilizzate nella iiadqzigne d9l'id1tenuto dei presente certificato, fare rilerirnenlo alla linqua it

fi.l:esofdEcrepancybe|||ecnthe|angua9e5use:din'th.'xtlis|,iiiono|t|tetti't|enlo[thEfdi|ita||'p|cas.'

' .- . ,. - .,,1'AMIVINISTRATORE DELEGATO

Flist lssue Date. ITALCERt

2011n0-30

sGQ N! 0234 PnO N' l2:q
sq N. ozm lsP N.0758
rfls N' 09?c

: : llembro dtOll A.cndl dl buluo tucono*trDstrto EA, IAF e llac' i' SnAatu4oliltl6dndllActllut l\tqnhtuAg,Nnrenb

llfAtCERT S,r.l; I Vtale Sar.ca, 336:i20126 Milano (Ml) | tet. +39 02661048i/6 | fax. +39 0266101479 | www,italcert.it I italcertsrl@legalmail.it

di

uata flr Prtma tmlst; one

fitst 
lsiue Date

1998-07-23

Settore IAF 14 - 29

Data cli Rinnovo
Renoffal Dale

2017 -10-30

{$$'



ITALCERT

CERTIFICATO NO 5O5DMO4

Sistema

CFRTIFICATE N" 505DMO4

Si certifica che il
this is lo certify that

Gestione per la Qualit)
Q ua I i ty A4 a n a ge ln e n t Syt ten

messo in.atto da
inplementecl by

di

NUOVA APTACA S.r,l.
. -t.. .-. 1..' . ;;. ;: , ,

.Via lVonte Blanco, 4- lT 20900 MONZA (MB)

nella Sede Opr:rativa di '

Regione Monfofte, 30 - lT'14053 CANELLI (AT)

.. ,., . '.i, .. is.in cotnplianr.e.with..the.staitdatd . I

:

uNr cEl EN rso 1348s-2A12 (lSO 1348s-2003)

ncr i qpnrronti Processi
concelrtirtg the following ,lirtds of hocesses

Gestipne della:fabbricazione e immissione in commercio di tamponi sterili

per.it prelievo'di campioni bioloEici in orifizi naturali e in ambito chirurgico.

tivil,medici e diagnost[ci in vitro,
of sterile tampons far sampllng of biologrc:al specrlntcns tln

of diagnostic medical device's for analysis labr.tratories.

diagnosl'ic devices in vitra,

ll presente Certificato d soggetto:ai:iispetto delle,condizigni ltabilile dai Regoldmenti perla corlificazione ln vigore applicabili

L"$M M IN ISTR,ATO RE DEL EGATO
tVlANA6:lNG DIRECfOR

C*Fvt
' i Dr. Ing. Robert,: Cusoli,to

Data di Prima Emissione ITALCERT

First lssuL' Date |\A:LCERT

2011.10-30

, sGQ No 0234 PRD N. l22B
' I .. 5G No 0200 lsP N. 075f

. tRs x. o97c.': : gf;:[:"i:flLi;F::ii|'.1]'jil",1#'ff;:]i[,"j*/lj'F' 'u\c

lVialeSarca, 3:,6:20126Milano(Ml) ltel. +39 0266104876lfax. +39 026610147g lwww.italcert,itlitalcertsrl@legalmail,it

di analisi,

RE *D.?\... 4

Data di p, mu fris or.
' Fit.t lssue Date .

'fu''o'o ,

Data di Rinnovo
Renewal Date

2017-10-30

T LCERTSTI-
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Anexa l-

Specifi catire telnnici completati

Model: HoICARD CR-07
Produciltor: Aspel
Trra: Polonia.
Holter monitoring de tensiune arterial5:
Sistem de mdsurare a tensiunii arteiale;
Diapazonul de misurare:

Specifcatia deplini solicitati Specifi catie Completatl
Holtr
arteri

: de TANI (tensiunea
[d neinvazivd)

1 buc. Da - 1 buc.

Set n anieti trei mdrimi 1 set. Da3mdrimi -1set
Acur
inclu

ulatoare reincdrcabile 1 set (2 buc) Da-1set

Curei
cone(

ua El geanta pentru
tareala pacient

I set. Da- 1 set

Soft r

neces

ios

e analizd, conform
tdlilor descrise mai

I buc.
Da- 1 buc

Soft de achizitii a datelor cu posibilitatea:
Inreg strarea a numelui si prenumelui pacientului; DA
Posit litatea de citire a datelor de pe Holter; DA
Posit litatea de salvare a investigatiilor; DA
Posit
histot

litatea de formare a raportului cu grafice,
rame si tabel;

DA

Posib
direct

litate de descriere a concluziei de cdtre medic
in raport;

DA

Confi t\Jrarea intervalului de mdsurare; DA
Posib
formr

litatea oplional de convertare a raportului in
; Excel ti XML; DA

Posib
datek

litatea oplional de transmitere de transmitere a

r cdtre un server local:
DA

Anali :a pacientului tip adult sau cooil. DA

Tenslunea sistolicd 60110---2501260 mmLIs DA60- 260
Tensiunea diastoUcE 40150---2101220 mmllp DA 40 -220
Tens rnea medie 50-260 mmHs 0 - 300 mmHg
Ritm :ardiac 3 5 I 40 -240 1260 bdtdi pe minut 20-240 bdtdi oe minut
Alimr >ntarea baterie 2 baterii NiMH. reincdrcabile tip

AA: 1.2V>:1500/1550 mAh:
DA

Dime rsiunile i 0X 1 0x4 cm 9 ( aproximativ) DA
Greu ltea 200 sr (aproxinLativ) DA
Tip n Lcient: Adult/copil DA Adult
Displ
timpr
eroril

:i pentru vizualizarca
lui de monitorizare qi a
)r

oplional Inclus

Butoi
disno

ne pentru controlul
:itivului

a/



Descriele:

Sistemul este compus din inregistrator HoICARD CR-07 si software HoICARD ABPM.

HoICARD CR-07 ABPM Software

Software-ul ofera usurinta rnvtilizare simplificand managementul bazei de date de pacienti,
precum si a registrului de examinari. Permite compilarea de examen e, dar si efectuare a analizei
rezultate'lor care contin, printre altele, urmertoarele :

. valori rnaxime si minime

. domeniul de aplicare QU, LQ median, in<tricatorii principali

. prezentari grafice si tabelare arezultatelorr examinarilor
' masurearea si inregistrareamediei tensiurrii sistolice si distolice, presiunii arteriale si frecventa
ritmului cardiac

' statistici valabile pentru intregul examen si pentru fiecare perioada masurata
' descriere individuala a evenimentelor adatgate optional de catre utilizator
' eliminaLrea in mod automat a masuratorilor incoreccte si arezultatelor inresistrate intr-un
format taLbelar
. rapoarte in format PDF

Recorder digital HoICARD CR-07
pentru monitorizare (pana la 5 zile de monitorizare continua a tensiunii arteriale si a pulsului

metoda oscilometrica) pe terrnen lung a tensiunii arterrale.

Principalele caracteristici
. Pana Ia.500 de masuratori
. Monitorizare continuapanala 5 zile a pres;iunii arteriale si
. Pana la 6 activitati de masurare
. Modul de neonatologie
. Ceas inl.ern
. Tastatula functionala
. Buton F)VENIMENT

prin

a frecventei pulsului



. Timp nelimitat de memorare

. Indicator pentru baterie descarcata

Specificatii:

Recorder HoICARD CR-07

Masuratori: < 500

Ecran LCD

Conexiuni: USB

Domeniu tensiune artefiala: 0 - 300mmHe

Rata pulsului - domeniul: 20 -24A bpm/min.

Rata pulsului - preorzrai s%

Functii speciale Afisarea masuratorilor pe ecran I
Masuratori la cerere I ldentifrcarea
masuratorii incorecte / Repetare
automata masuratori

Dimensiuni: 90 x36x93mm

Greutate: 200 g.



Certifi cate
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Certificate Registr. l{o,
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ASPEL S.A.
os, Sienkiewicza 33
32-080 Zabierzow
PoNand

Design and deverlo pment, rn an ufactu re, d istribution, i n sta I laiion
and servicing of active medieal devices for vital functions
nroniloring and related accessortes

Proof has been furnished by mBans sf an audit that the
requirements of EN ISO 9001:2015 are met.
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Frodu ts:

EG Certificate
BEnectfve g3l42lgFG Affirlex !8, excluding $ection 4

Full Quality Assurailce $ystem
futredical Devlces

RagEstration No": f'lD 60099755 000X

Report No.; 26i300262 S01

ASPEL S,A"
os. H, Sienkiewicza 33
32-080 Zabierz6w
Poland

(see attachflent for proclucLs included)

RepLaces gpproval, Registrabion No.: HD 60028s01 000L

f'tlV Rheinland LGA Products Grnrbl'f - Tlllystna8e 2 - 9043'! Ntinnberg

TUV Rheintand LGA Products Gmbfl is a Notified Body according
cencerning medical devices with the irlentification n



fE,nVRneinlaFct

TUV Rhetnland
LGA Froduets GrnbFl

Tillystraf$e 2, 90431 Niirnberg

Doc- 1/1, Rev.1

HD 6009s755 0001
2S3$S282 905

ASPEL S.A,
os. H. $ienkiewicza 33
32-880 Zabierz6w
Poland

- Ylult'ichannel El-eetrocardiographs with pulseoximetry Module* Fhysiologic Monitoring Systems, Stress Erer:cise, ----Pulmonary, ErgospiromeLers fduf)

2S18-03-2$
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has esiablished and applies a quality manag€meni syslem for medical devices
for ihe following scope:

Pesig"tr and developrnent, ,
installation and servicinc

for vital functiorrs monitoii s

Gertificate
The Geftifieatisn Eodv of

TtiV nn*lnland LGA Pruducfs Gmbl-l

hereby certifies that the organization

ASPEL S.A.
as" l'1, $ienkfiewicza 33

32-S80 Zabierzow
Poland

Proof has been furnished thai the requirernenis epecified in

Certification Bodv

TUV Rheinland l-GA Products GmbH - TillystraBe 2 - 90
Tel.: r49 221 806-1371 Fax-, +49 221 806-3335 e-rnail:cert-validily@de tuv.conn http:fw.*rr,tuv cc

EN ISO 13485:201G

are fulfifled. The quality managernent system is subject to yearly suryei{lance.

Fffecllve Date: 2018-02-09

Certificate Registratlon No.: SX 60127049 0001

An audit was performed. Report No.; 26300262 005

This Ceftificate is valid until: 2021-A2-08

a,
I[ DAKKSrt 

Deutsche
AkkreditierungsstellE
D"ZM-14169,01-02

Date 2018-02-CI9



Anexa 2

Specifica{ie tehnici completati

Model: LIIXOR CHAIR (23006 i 23005)rlarr\ \luuvv I 2owwJ)

Producf,tor: GIMA
Tara: Italia
X'otoliu Oto-Rino-Laringologic tip mecanic

Specifcatia deplinl solicitatd Specifi catie Completatl

e;

segment picioare qi spate;
pentru br at/ mdnd, (detaq abi 1) ;

fotoliu 180-360 srade:
rt pentru oap addugdtor formd (pernd)-

oplr
Gre maximd 160-170 kg (pacient);

DA Ajusta pentru indllimea 56 cm-75 cm
cu ajutorul pedalei;
DA Lungimea totald 175 cm;
DA Ldlimea 85 cm;
DA Acoperit cu material uqor lavabil,
suportd detergenli qi solulii de
dezinfectare;'
DA Salteaintegrat6 pe fiecare segment in
parte;
DA Reglarea segment picioare qi spate;
DA Suport pentru bra[lmitnd (detaqabil);
DARotirea fotoliu 360 grade;
DA Suport pentru cap addugdtor formd
(pernd)-oplional;
DA Greutateamaximd 170 kg (pacient);
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DECLARATION OF CONFORMITY:

ITALIAN DIVISION

gima@gimaitaly.com
EXPORT DIVISION

export@gimaitaly. com

Device descriplion Reference #
LUXOR CHAIR - mechanical - whiter 28005

LUXOR CHAIR - mechanical- blue 28006

PODOLOGY MECHANICAL CHAIR - wfrite 28020

25/061201s

GIMA S.p.A.

Direttore Generole
Dr. Giulio Monzoni

Capital €364.000,00V.A.T.(lVA) RegistrationNo 1I00734640154-Registeredinltaly: R.EAMi477226
Reg. lmp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 - 20121 Milano



OR CHAIR - mechanical - blue

C 28006

Electrical and mechanical chairs

I pc'

I

No medical device

Ca

Uni of sale:

Min m order:

8023279280067

Specifications:

LUXOR CHAIR - mechanical - blue

Chair can move up and down and rotate 3600.
Backrest and footrest are adjustable,

. Size: 185 x 85 x h 56-75 cm

. Net weight: 72 kg

. Max load: 170 kg

A. Via Marconi, I - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax +39 02 35380056



Gima S.p,A. - Via Marconi, 1 - 20060 Gessate (Ml) ltaly
ltalia: tef . 1 99 400 401 - f ax 1 99 400 403
Export:tel. +39 0295385420912211225 fax +39 08 95380056
gima@ gimaitaly.com - export @ gimaiialy.com

p{RS$:fS5:ShlAL MgSICAL pRSi}UtT$ wnw"gimalta$y'.e*m

Gima S.p.A.
Via Marconi, 1

20060 Gessate (Ml) ltaly

N

N
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A

B

M6 self-locking nut

Cross-shaped
coiled screw M6"35

Back rest supporting bar

Cross-shaped
coiled :;crew M5*8



c

D

c

M6 self-locking nut

Cross-shaped coiled screw M5*8



Hf'{GLlSl"{

Gaution:
. Pav attention not to body parts moving and/or rotating

components.

' The chair must be used under good stability conditions. The chair must rest
on a flat sudace.
Keep chair still while moving patient on and off of chair because it could
fall over.
Do not allow patient to climb on chair from back side.

WARRAINTY GONDITIONS
atulations for purchasing a GIMA product.This product meets high qualitative standards

as regards the material and the production. The warranty is valid for. 12 months from
the of supply of GIMA. During the period of validity of the warranty, GIMA will repair
A replace free of charge all the defected parts due to production reasons. Labor costs

personnel traveling expenses and packaging nrct included. All components subject to wear
included in the warranty. The repair or replacement per-formed during the warranty

shall not extend the warranty. The warranty is void in the following cases: repairs
rmed by unauthorized personnel or with non-original spare parts, defects caused

egligence or incorrect use. GIMA cannot be held responsible for malfunctioning
ic devicesor software due to outside agents such as: voltage changes,
netic elds, radio interferences, etc. The warranty is void if the above regulations

observed and if the serial code (if available) has been removed, cancelled
nged.

defected products must be returned

by
on
ele,
are
or(
The

ucts sent to GIMA will be rejected.
only to the dealer the product was purchased from.



Italia

CERTIFICATO

Per l'Organismo di Certificazione
For the Certification Elody

'TUV ltalia S.r.l,,

SGQ N. O49A

Membrc d4li Ac@rdi di Mutuo Ri@noscimenb
A lf elhc

Nr. 50 100 5990/8 - Rev.006

Si attestia che / This is to certifv that

IL S;ISTEMA QUALITA DI
THE QUALITY SYS-IEM OF

Ft\ZZlNl S.r.l.

SEDE LEGALE E OPI]RATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE.

STRADA STATAL.E PADANA SU PERIORE 317
tT - 20090 vtMoDRONE (Mt)

E CONFORIVE AI REOUISITI DELLA NORN/A

HAS BEE:N F OUND TO COMPLY WITH l'HE REQUIREI4ENTS Ol:

UNI CEI E:N ISO 13485.2A16
Srsreur Quertrn - Dtspostlvt MEDtcALI
QuRlrrv Systevs - Me otcnr DEVtcES

Qursro cERTtFtcATo E vALtDo pER l- sEGUENTE cAMpo Dt AppltcMtoNE
THIS cER IIFICATE IS VALID FioR THE FOL.LoWING ScoPE

VEDI ALLEGATO 1

SEE ANNEX 1

Validitd A/alidity

Dal / From:

Al / To:

2018-10-01

2021-06-14

Slgnatory of il.IAF and IUC Mutuat .f
RmsniubnAsemenrs ,/ / f, I 

' o >l a-_ Data emissione / Printing Date*: e t-:P-
,/ Andrea Coscia

'/DirettoreDiviSioneBusinessAssUfanceAZU|o-|U-U|

PRIMA CERTIFIcAZtoNE / FIRsT CERTIF

DATA DI SCADENZA DELL'ULTIMO CICLO DI CE

EXPIRATION DATE OF THE LAST CERTIF

"LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA
GESTIONE AzIENDALE CON

THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON 'I'HE ANNUAL
COMPANY'S MANAGEMENT SYSTEM AF

TtiV ttatia S.r.l.. Gruppo TUV SUs . Via Carducci 125, Pal.23. 20099 Sesro San Giovanni{Ml}. ltalia. www.tuv.ir Ttry@



ALLEGATO 1 AL CERTIFICATO NR 50 100 5990/8 - Rev.006
ANNEX 1 TO OERTIFICATE NO 50 100 5990/8 - Rev.006

paginaldillpagelofl

THE CERTIFICATE N 50 100 5990/8 - Rev.006 lS VALID FOR THE FOLLOW|NG SCOpr: 
::

Progettazione, gestione della tabbricazione, immissione in commercio e assistenza
post vendita di dispositivi
attivi per terapia intensiva

respirazione (aerosol) e I

fabbricazione. immissione
non

endo
la ri

strumenti chirurgic
ospedalieri ed ambula

accessori, stetoscop
Gestione della progeit bricazione, immissione in commercio e

(termometri)

De,sign, manufacturing management, trade and after sales service of active surgical
devices (suction pumps), non-active devices for intensive care (manual sucti6n

pumps), active devi
Management of design e

devices with a measu
devices for anesthesi

breathing, anesth

t

anesthesia, emergency and intensive care (acceSsories for breathing and
anesthesia, dressings and accessories for withdrawals), active devices for

.positioning and patient trans tables) , active devices for respiration
(breathing accessories), activ sinfection and sterilization (sterilizers),
active devices for monitoring blood pressure monitors), ilevices foi

electrosurgery, stimulation imulators), non active devices with a
measuri n g function (thermometers)

Per I'Organismo di Certi A/alidity

20 1 8-1 0-01

2021-06-14

Date

Membro degliAcmrdi di Muluo Riconoscimento
EA. lff e lLAc
Signatory of il, IAF€nd ILAC MuLual
RsqniUon Agreemenls

For th.e Certification Body
'l-UV ltalia S.r.l.

"L-o- Ct
201 8-1 0-01

PRrMA CERTFTCAZToNE / FrRST CERTtFtcATtoN: 2006
DATA DI SCADENZA DELL,ULTIT/Io cjcLo DI CERTIFICMIoNE: 2018 -06-14

EXPIRATIoN DATE oF THE LAST oERTIFICATIoN cYcLE 2018-06-14
"LA vALrDrrA DEL PRESENTE cERrrFrcAr" E 

3g?6"^lillt tsigEsr;t!ffJ":El?0"!Tl*lrrrfE:' 
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flFii,vB"r'^\lE=#!ilYtt"3YFil1F!l[?t"u*I-.VuKt9*tt" ^ND 

oN rHE coruPLErE REVTEw oF

IUV ftatia S.r.l. ' Gruppo TUV SiiD rVia Carducci 125, Pal.23 . 20099 Sesto San Giovanni [Mll .Italia t.www.ruu:it TuV@
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l* FAZZIN I i'iit?.#';'oi)ior'00eiiv**o)Rof'JirrT

Yl Yor r Heclth is our Aim i?::,{r?:::,o;i::.,,

I /01/2017 Vimodr ne

'AZZINl S.R.L dichioro che le lompode descritte qui di seguito

AZZINI S.R.L. declore thot fie lomps listed here below

TAIVIPADA / LAMP

ARTICOLO/ARTICLE coDlcE /coDE
LAMPADA ,/ IAMP 02.737.00
LAMPADA / LAMP 02.738.00

cui questo clichiorozione si riferisce / to which lhis declorotion refers:

ono conformi olle prescrizioni dello Direttivo Bosso Tensione 2006/95/CEE,

otisfy the requirements of the low volioge directive ,2006/95/CEE, ond modi{icoiions

Dich Ce lompodo pog

AV

DICI-IIARAZIONE CE DI CONFORMITA'
TC T}ICI.ARATION OF C()NFORMITV

DIRETTIVA BASSA TENS:ONE
LOW VOTTAGE D;RECTIOVI

t/1



,1liiu, O 50rn

tl

it

fiftililftt DfiA/ D0ililtts IE{fllltoljts

|'lglllnhnsily/lntensililuminzuse 40000|ux@j0mr
i0lot hmmofurc / Iemodroturc dc rnrrhrrr 700|,1 

0(tolor hmperoture / Iernproture de rodeur 1000 
ol(

tleod di,rmeter / 0iom0tre tOh I 20 mm120 mm

1300 tln300 tln

d:;
idlllr exnnliilolion
,,' 

,;,r!ihve p0ds

pt;r,,ili 1.,g1 51r;5

"::niioge 
iies pcrlies

rfrlill

liii!iu,@5Ctrn

ril;'ll
40 rr;;rr

,'i,i :l , ,, ,i
' 

: ,' ;i1 ' 
a'. 

:tt

i,lte r,lli] 5

ysloble 0m. Ihe obsefl(e of UV or infrored in
slanles sleel base vnlh 5 x 050 nrrn. roslors.

02.724,00

F ttD f XAilllllAill0l'l UhlP

ttU exominolion lightwfth diustobh ora supplirdon plosfic bose wift 5 mstors.

E UilPiD'i)fi[4INIID
Lompe d'exomen [[D over broi rr4globle fournisur une bose en plosfique ovec 5 roulefles.

fitlillt0L OAIA/ D0ilt{tts lt(lililouts

ti$tlntensity/lntensitilumineuse 20000|ux@Jftm
(olu hmpetoture /lenrodtoture de cruleur 7000 

ol(

60 mm

660hr

30,000 h

1m.265t/.50/60flz

/!t/x I 2

02.7 44.00

EI ttD tXIlllNATl0N UIUP

ttD *ominalion lighlwifir odiustobleornl supplied on plosfic hse with 5 mslors.

|r tA/'tPiO'ixAilltNti0
tonrp d'elomen ttD ovec bros rdgloile fourni surune bme en plosilque aver 5 roubiles.

:: rti jtIJ:iltidi tlv0(

2.42

clr(-(g U UIULILI ,./1

30 000 fi

t?tzW n/fiHl



'lexHuqecKoe 3aAaHrre Ha ror{oMe'rp BHyrprrrJra3Horo AaBJTeHI{fl rrepe3 BeKo

qnQponofi roprarrrBnrlfi TfAq-03

1. Touonaerp BHyrpr4rJra3Horo 1aBronr4s. qepe3 BeKo qzQpoeoft uoprarnnHufi
TfAU-0!t [peAHa3HarreH 2^nfl r43MepeHzrr roHoMerpl4qecKofo rlo Marnarony
Brryrpr4r.rra3Horo AaBJreHzx (Bf[) y 4ereft r,r B3pocJrblx 6es rpl4MeHeHvrfl. ar'ecre3vrv.

2. {uauasou rr3MepeHr{r roHoMerprrqecKoro Bf[ uo Maxrarcoey cocraBJr.rer or 5

lo 63 MM pr. cr. llpe4en 4ouyclcaeuofi rrorpellrHocrl4 IrcMepeHI4rI cocraBr-ser r 2

MM pr.cl. flppr rr3MepeH]nf,x B Ar4arra3oHe or' 5 rc 26 MM pr.cr. BKJIroqrreJIbHo I{ + 10%
- Bbrrrre 2.6 tvrtpr.cr.

3. llponepr<a pa6orocuoco6nocru roHoMerpa npol{3BoAl4Tc'a

AaBJreHAfl, BXOA.TTUeM B KOMIIJIeKT TOHOMe'tpA, [pI4 gTOM Ha AkICnJree

3HaqeHr4e recroeofi BeJrr4qr4Hbr (26 + 2) wvr pr.cr.
4. llo elerrpo6esonacHocrr{ ToHoMerp coorBercrByer rpe6onanulna

M3K 6A6U-l-2010 u BhrrroJrHeH rro crerreHr4 3aIrII4TbI v3/lelrur runa B

Ha 3aAaTqI4Ke

oro6paxaerc.r

|OCT P

c BrryrpeHHr4M

I4CTOqHU KOM III4TAHLUI.

5. 3,ner<rponzrraHvre or AByx oJreMeFrroB rrvraHns. o6unu HarIp-alKeHLIeM 3 B.
Cnuxeu.ae HarrpfiKeHr4rr oJreKTporrurranufl. lo 2,55 B u unxe rru4vrlgpyerc.n B BI4Ae

c[MBora "IJ".
6. Torc norpelrenkrr ne 6onee 2 rvrA.

7. Cpe4nuft cpoK cJry)K6rr ne NfeHee 5 ler.
8. fa6aprarHbre pa3Mepbr roHoMerpa (des Syrnxpa 14 salarrrr4Ka AaBJIeHux) ne 6onee

176 x26 x20 wl
9. M[acca roHoMerpa c 3JreMeHTaMrz rtrrraHvr He 6onee 105 r., 6es gJreMeHToB

rvrrannfl. ne 6onee 65 r. (6es Syrrr pa kr3ar,utqurca 4aueuux).
10. ToHovrerp o6ecue.rzsaer 5000 rIr4KJroB r43MepeHI4rI 6es 3aMeHbr sJreMeHToB

ilIITAHIlIfi.
11. filpanrraftHoe cpoK oKcnlryararryrv roHoMerpa 12 tirLecrrr\eB co AHfl rrpoAarKvr, ecilvr

rHoe He yKa3aHo B AoroBope (ronrparre).

Kouurer<rHocrb rrocraBKl4 ToHoMerpa

Hazl,reHoeaHue
Tonorue'rp BHyrpI4rJIa3Horo AaBJIeHzTI rlepe3 BeKo IlIz$ponofi
rroprarrrBHHfi Tf!q-03
Vcrnoficrso x Ho crrz I zanar.tux AaBJIeHI4-g

3neuenr gn uraHLrA VARTA AAA 1.5 V
KoBolcrBo fro oKcfIJIV ural!;vvr rlacrr I
KOBOIICTBO IIO SKCN llul{acrs 2

Vnaxoerca

Tonorr,rvrp n Qyrnape yflaKoBblBaerc,fi B coorBercrB
5 0 4 4 4 -9 2 pI KoMrIJreKTa KoHcrpyxtop cxoft Ao KyMeHTaIIITI4 rlp

TpaHcrloprHyro rapy, B Koropyro BKJIaAhIBaerct yrlaKoeoqHrrfi r

OCT
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