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ManufaCturen:
Classifi0ation:

EC-Declaration of

A,ccording to Directive 98/79/EC on

nalvon minden GmbH
Other Products

in-vitro-di

We herewith declare on our sole reqponsibility
vitro-dihgnostic devices are conform with the
directive 98/79/EC of the Eur,opean Parliament
on in Vitro diagnostic medical deviaes. The I

application (only professional users)"

Relevant standards and guidelines are appliied'

141000 NADAL@ EARLY hCG PregnancY

d i ostick

141000 $SL NADAL@ EARLY hCG PregnancY

d i pstick

L4L002 NADAL@ hCG Pregnancy Test 25

mlU/mldipstick
142000 NADALo EARLY hCG 1Cl mlU/ml

ca ssette

L42002 NADAL@ hCG PregnancY Cassette

Test 25 mlU/ml
143003 NADAL@ hCG PregnancY Tests 10

mlU/ml dipstick

143004 NADAL@ hCG t 25 mlU/ml dipstick

r43004 SSL NADAL@ hCG t 25 mlU/ml diPstick

144001Nf10 NADALo hCG Pregnanr:y Test,

Midstream 20 mlU/ml cassette

151002 NADALo hCG Pregnancy

151002sE NADALo hCG Pregnancy rapid test

15 1003 NADAL@ hCG Test 10mlU/ml
unn/serum urpst|cK

15 2000 NADAL@ hCG Pregnanr:y 10 mlU/ml
cass ette

r52002 NADALo hCG Pregnanr:y 25 mlU/ml
cassette

152003 NADAL@ hCG Pregnancy Test 20

mlU/ml cassette S/P/W
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153002 NADAL'o l"rCG Pre

rnlU/ml - Urin/5
lnancy TEST iLO

ru rn

15300: NADAL l"rCG 25 mln Dipstick

153003 SSL NADAL,@ frCG 25 rltl/mln Dipstick

161,001 NADAllo frLH Ovr on rapid test

161001 _ssL NADALo hLH Ovt ation rapid test

15200: NADAL@ frLH Ovt ation rapid test

162001 SSL NADAIj@ hLH Ovt ation rapid test

16400: NADAlro hLH Ovt

Midstream
ation 30 mltJ/ml

16500 NADA|.;@ hLH Ovt

nrlU/ml dipstick
ation 30

16500 SSL NADA(@ hLH Ov

nrlU/ml dipstick
latf on 30

165;00: NADAllo hLH Ov
(2,5mm)

-+OL on rapid tests

16500: NADA o hLH Ov a on rapid lest

16500: 551 NADAI- @ hLH Ov a on rapid lest

16600 NIADA

c a sset

o hLH Ov

e

on 30 mll-J/ml

17200 NADA o [:SH cas et!e

t7200 SSL NlADAlj@ [:SH cas et!e

17200 N-10 N ADA o [:5H cas et!e

19400 I\ ADAI @ pH-Tesl

20tl-01J"24



manufacture and
collection, transport

Distribution of non.active,
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DELTALAI3; S.L:
Pol' Ind. [a t-lana i

, Pla;za de la Verneda, 'l

0B1tl1 Rubi, Barcelona

has been assessed as pat ol the management syslr:m of I)ELTALAB G|RoUP

certified orgailization as rreetng he requirentents ol

tSO 1400i1 :2015
For thi) following adivities;

In / frc'm the following sites

Pol. lnd. La Lllana, Plaza de la Verneda, 1 '081S1 Rubi (Barcelona)

29 August 2019 until '{9 Augusl' 2022
lssLre 1,

This document is parl of Certiiiciate \', ES19/t16440'

The validity of this clocument is subject t(r the cediflcate'

Gertllication Manilgetnent

SGS INTERNATIONAL CERTIFICATION $ERVI(iES IBERIC/\,'S'A'U.

CiTrespaderne, 29. 28042 Madrid' Espana'

t 349'l 3138115 f 34S11 3138102 $lw'sgs'com

Valid front

Page 1 of 1

This docwnertis I

lrryhgs &tsssill
limibhons qflial

4lhenfcity otUl

and.products/c€ri
otlltecqnlBn

Dlosequl€d t0 tie frrlesterLentol tho l9v



7. TUBES AND MICROTUB[:5

6;tn 611sicrns

supplicd in snrall quanl.ilies per case for a rnore convenierlt use in laboral

code codc! total cap.lcity O int' mm O ext' rrrn height
boro soda ml tube tube 'nrll

Madc of borosilicate of soda glass,

Thc hiqfr quality of those tubes is reflected in the uniformity of thelr ll thickness ]and of ir dlarncter an

case
we ight

case
qua ntity

supplie! !n boxes (1)

eo101s 8010;r5

901215 80il27s

913100 : 81F100

9161q0 r 8151110

e161io I 8151:50

: 8161160

e181To 8191150

8201150

8202,00

Supplied in trays (2)

801 17511

4

6

10

tl

22

27

28

34

41

6

8,20

10,20

1110

1 3.9 !t

13 5tt

14.40

15.00

17.21)

11 1ta

9.15

I 1.60

12.10

15.15

16 00

'1 5.00

1 8.00

20.00

19.25

0.60

0.60

0,60

0.60

070

055

0.8 5

085

085

0,5 0

4x250

4x250

4x250

4x250

4 x )-50

500

2x250

100

250

500

l5

l5
'100

100

150

160

150

150

200

75

3.60

4.50

590

9.1 0

13 60

550

/30

192

6,3 0

189

I r. | |0ettala0 i
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Letter of Authorizt

SPA, with head offices and plant locaterJ in

Refiione Monfqrte n

14f5'3 qanelti'( At') |

..GBG*MLD'' S,R.
Tt'ghi|na etr. 55 ; ofg

!D-2001;Chis
R$public of Mol

to prepare price quotation{, advertising activ

atnd to sell our whole range bf product on exc

isivalid until3L112 /?OZA and may be plolpnged

OF NUOVA APTAEA S,R.I.

lcelFSSRAR|

-t 4.053 C'

^ Fax: l+3Q) 0l

SCTV offers, to pa te

tLhe te ry of M0 VIA.

Re5Tione

0t

waI'ran

basis

tual ag n

L)4,spa
lA.sti)llAl,\'
8:) 52.?2

.com
, il

r;at the below Compan'y :

webi wwiv..gFg
Ph. +873 22 54

+313 22 54 91

t'ddili 2 frtl2o1s
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\.UllllllE ls u "l--'-'
Moi,ngerrtent of nictnufactu g on tertle lan

nalqrol orificd, unat in surqic 
-and 

of cliatgnr

of m nasticide

lu tit.s af disil?Pnnq' lralvefll thP hDqtnges tsttil.in llte iritsltilio\ o! lhe c<.tt.lettt

Data di Prima Emissitne:
. !:isr llsue Dete

Data di Prima Emissione ITALCERT' 
l-itsl lsste l)ote l.AL(.-FRI

2011'10':\0

CERTIFICATO NO 5'

Sistema

uNl cEl EN lso 1348s-2A16 (li

cancet n[no the follotutttq kincls of t

Geltiorie della fabbricazione e immissione in

per il prelievo di campioni biologici in orifizi ri

Progettalionr3 e fabbricazione di dispositivi medicoldi1r3 e fabbricazione di dispositivt medtcoiot

C.Omme'-ioli-zazinlg 6li dicnncifivi 61'1gf i6i

ll picsente Certificato d soggetto al rispetto delie condizioni stabilite dai

' .tltis Cctlftcote sh(tll sotis[t' llE nqo!.rdnel]ls eslfli'/i5l?eri ir llc Bu/'15

ln taso di discordanza tra le lihgue utilizzate nella traduzione del cotttenulo del

2007-10-30

i virl. srr.u, 336:-:20126 Milano (Ml) | tel. +39 0266104875 | fax.

ITALCE

5 Dt\,llll5
I

1ERT t F I CAT E N " s1:i D M cls

Si certifica cl'ret il

thrs ls to cettilY that

Gestione Pqr
Q u o lity M a n a g ent e.nt SYsteti

messo in atto da
: irtpletnented bY'

NUOVA APTACA
Via Monte Bianco, 4 - lT 20900 Mt

nella Sede OPerativa di
. OPeratitte Unit tt

Regione Monforte, 30 - lT 14051)

d conforme alla norrna
[s [t't cotnplictrtce with the slot'tclatd

per i seguenti Pro

per la certificazi' .
(irollb, irt fuce op,

certit cato, fare ti i

iltokt, plPute rc[el

).

Data di D r'z

. Dehberatk te

'' 2019-0 )

t66.1C11479 lvw ( .;t

L,AMndNis.rRnione PtL

Dr. Ing: Robefto Cuso

Data di
11'e ne\,V11

2011-10-

llenb.o deqll Accordl dl Mutuo Rlconosckneot! E/

'tgn.tory 
of EA, IAf ,Ad IUc4!t!dl B&qnQton



Maq

Settore AF'14 - 29

ITAI.CERT

t ITALCE

CERTIFICATO NO 5 SG
CERTIFICATE N"

Si certifica che il
this is to cettifY thot

Sistema Gestione P
Quality Nlonagerrtent SYs

messo in atto da
[ntplentented bY

di

NE{.LI

agemenliof tlte. manufacturinig and plncing on the market of :;ter

, naturctl ortfice uncl in surgical field' Desigln and mantfactu'irtg

In caso dl discordanza tra le liirgue utilizzate nella trbduzlone de.l conlenuto del

In costs i;l discrapntty bel\veen Ihe'lQDqu(OEs use,il ittlhc lrotislolian DI lh' cinlclll

Data di iljrirrra Emissioire

f ikt lsstre Darc.

,'tf,,se-ot-zs :',"

Sr

APTACA S,P.

Via Monte Bianco, 4 - lT 20900 NZ,A

nella Sede OPerartiv
t OPeratire Llnil

Reqione Monforte, 30 - lT 1

d conforme alla nor
is ;t-t cintpliance witll the stal

uNl EN lso 9001-2015 (tS

per i seguenti Pr

rcttcern[t1q ttte foltoutitrg klndr of

L'AMMINISTRATORE DEL

,va,vacllie DnEC'roR

L*{,;
Dr. Ing, Roberlo tl

Data di Prima Emissione'ITALCERT

. . First lssL)e Date ITALCH|f

2011-10-30

sGQ Nt 0t3 

^lstrbrD 
degll Accordl d1 fluluo Rl.ono!.hrnto fA'

stgnrLoi, d A, lM and luc ilrlurt RryntLIM I

ofr anolysis, Marketing of. medical and diagnqstic devices in l,4urketing of

.ll prr:sente'Certificato d'soggetto al rispetto delle condizionj stabjlile dai Rer

I I'his Cetlilicqk shill sttti\l\' llrt toquicl\aill\ ctto'litltctl ilt lltc fttilEs

i per la certiFicazione in

li e in {mbito
nostici per Iabo

diagnostici in v

laboratorio
s for santplinrl

ttc medicol

xt lorcc ttt,lx:Ibic,

certilicato, iare I

Dlnsa ralil to thE

Data di Modi

l\r'iale Sarca,336:20126 Milano (Ml) ltel, +39 0266104876 lfax' 1479 lwww,lta

io diitam

ens trl

Modifi?7 D.7.

2019-11-06





Ns003749t

06rqecrno c orPaxnqeIIHoil

(tsRx}rcHodNixo riL(I)

241520\ Po,scxn, Epnncxan o6.nacru'

(0arafl ,iccfi nil qqpt c trH lla)

EHH:3234007127

,/l,a'ra perxcrParryrnl 1 9-03-2019

(lprom Aeitcrsnr. lot IE 03-2022

Pyrcon oIIn re.rl o Pt-'aH a

no cepnrduttcaurnl

R

q

OE.UEPANbHOE Af EHTCTB O

fIO TEX.II4I{ECKOMY PtsIYJ1I.{POBAHHIO I'J MtiT

:nsrucrp^l{,Io}ulLlil H oMEP Pocc RU

opr H no ciiPTuol{KAUI4]4 ooo <f9]TIiCrl j

elrirrrnre losl?oBoxiHoFl cEPTI'IoI{

(EACAUDII) .

pErHcrPAIII4oIlHbII'i:I{oMEP Poqc Rq'3:1028 
|

w+tthietatg8oFpHr08774648e060-' ]

-lop",l"o.rrrfi qrrpec: 109028, Poccltt, r' Mocrna'

.crax 4, non. l , xorrl. 1 7. .

ie.oe,lotrt 8 (800) 1000-730, e-mail; inlb@car:arrdi

TB

P erncrp aqno-n trurii u orvr ep'){'u

orB,ercrBerl llocrbl0 <Mntl

241 52A, P'o t:cltfi , 6prtn cxan o6.nacru, Eplrn cxgii p allo nr' c'

(iolrgUltettul \41'et lillo[)

lrAcrosilIdl crp rr'ro[I{AT yA o

or._*o::fr. lllocc fiigarr, g,1i'A

irarl, p.1irA

P.flrtrr loorB
CilCTeirbl nrCseAxrrrettra MeAIIqlrIIcl(HX

nMxxtMeu, rpe6onanrr 85-2017 (ISO

MelleA'rli?tlgHT'A H{IrleCTBa. ttrg Alg rlelefi

nn6opaloptro,r-r trocyabt, rii, npnbopoe

ua6opo4 peafeHToB llrg in-vitro AEarrHocruxrl

a c orpgtlBqerlH
6) <!Ir{e.trna ltt
aHrnfl) npl{iuerlHT

a4neinHocreili, xP

(il otr r x. b)

(nonrrcL)

B.I{ flolo,unH

Kyp6arona

BbINOIHflEMbIX I]A6OT B TBETCTB14H C

OPIAI A NO CEPTI,IOHX cll cTEMbl
Hlcronulyfi cEeruo![KAT 06fl3blBAET 0PrAHH3Atll'l$ n0nAEP]t(!lBATb c0

NIIU'EYTIUHTIUIUH CTAHAAPTAMII, I{IO 6YAET HAXOAIITbDfl NOA KOH

gortoeonuHol,t caPTHoHKAtlt'lH."EAc AUDlT." h n0ATBEPXAATbCR nPh EX{Er0AHor0 H Hcn Kc) HTP OII 8



nk#*,q3e]wd '-M!"wwl*

MANAGEMENT
--.--r-r-r^ ,\ 

--C}ERTIFICATE
{:errJrbnrar N9: ,flara lauartuuori ceprrQhKatl/s1:

L96240

,uel( c
2l HtcHB

opra H

V
Pocctt

V o6n
c EqM

1fi 31

t)v,v1"

II4 K
xas O

bHor

paLlhq /

sbrnycKaloulefo
GL - Business As

A

ficxac @

6
FINAS
Fitrninh Acrrredilatit : Servi.Il

sool {EN lso/lEc J7o21l

i 4ii

y( r a 20ll]

rance

1, crp. 2, FlocK6q'



'100 Notlh
Lake Forelst,

TEL
FAX 949.

in Mold

.2665
3539

March 26,2019

AUTHORIZATION

To whotn it maY concern:

Herewith, we Monobind lnc., 100 N' Pointe Dr', Lake , cp,9 USA, confirm that GBG-

MLD'ISF|L with its address: Republic of Moldova, Chisi D-2Cr01, tr, Tiehi , office 607

exclu$ive rlistributor our AccuBind@ ELISA and Acculite@ prod

the
.IMand

proo
Global Biomarketing Group is authorized to promote

delivqry and take part in tenders with our products'

contretct their

This authorization is valid until 31 March, 2020'

MarkEting Director & Corporate Officer



having a fegistrated office at: 100 North Pointe Dr. Lake Forest

Aiomarkdting Group Moldova, having a registrated offlce at Stt

authorlzdd representative in correspondence with the cond

We decldre tlrat the company mentioned above is authorized

negistratipn of medical devices ofi the territory of the Republic

Place:100 North Pointe Lake Forest Ca,92630 USA Date: 10/1

RespectfUll'y,

/rchot,v fu' -
Anthony Shatola

Qua lity Assurir nce Director
Monobind Inr::.

ir'li,'lci:,ir;d :ll
i,"r l*,ii J( li:jf.l t:0ilt {_li:rij'1.;tJ
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Declaration of Page: I o!

UNITED S

I m;nu noasdaY Srroducts;

vifro Dihgnrcstic Medical Devices Directive

Manufaclurer (Name, deparlmeng: Monobind lnc'

ress: 100 lr,lorth Pointe, LAKE FOREST, CA 92630

Eurodean authorized representative:

: EsoooRNtAAN 13,3951D8 MeAnN, Tse Ner
product labelsi Printed as:
>artner4U , E$,DOoRNLMN 13, 395'1 DrB MMRN, THE NETHERLAN

PfOdlf Ct(l;il Oame, type or model/batch number, etc')"

Additionial information (conformitv procedure, Notified Bodv, cE

ty ass,essment procedure for CE marking: ln vitro

n nr, : NL- CAOO2'2275E and NL'CA002'22762

I.JSA; 2013-09-16

T\TES

)2

A

a

vs 2011-X

Tony Shatola;

(name; function and

Olga Teirlinck; sultiant, CEpartrler4U BV

(name; function and of authori4ed



Declaration of

Thyrol d

1-otal T rildothyronine (tT3) Tesl System

Frec I riidothyronine (fT3) Tesl Stystem

Thyroxine (tT,l) Test SYstent

Free I hyroxine (fT4) Tesl SYStem

Thyrotropin (l'SH) Test S,Ystenr

Rapid TSH Tost SYStem

T3-U ptake (T:3U ) Test SYstem

rlyl"lry-Blglgjtbrlin (rLlG) rest svstem

Thyroglobulin (Tg) Test SYstem

Total fhyroxitte (tT4), Total Triidothyronine (tT3)

& l.lryroid Stitnulating Hdrmon,: (TSH) Thyroid

Pano (VAST) Test System

Tota friidoth'yronine (tTl) SBSi) l'est System

-----_-Totdl lhyroxir]e (tT4 SBS) Test System

Free I'hyroxihe (fT4), Free 
-friiodothyronine

(fT3) & Thyrold Stinrulatifig llormone Free

Thvroid Panel (VASiT) Test System

Neonatal Thvroid & Geneticr;

Neonatal TSf

fl"""rtrf Of: i
Neonatal 1 TOHP

Neonatal TB(j

Autolmmunr) Thyroid

Anti-T'hyrogl5tbu lin

Anti'l-hyroperoxidase

Fertility & Pfenatal
2005-1 1 11 l

Lutcinizing Hormone (Llil) Test [lystem

Foliclo Stirnulating Hormone t,FSH) Test System

Pro aciin Flotmone (PRLL) Test System
2005-1 1 +1 I

Prolactin l-lotmone Seqr!entia (PRLs) Test 2t)05-11t1 1

Q\/af lm

2Do5-1 111 IB-Human Chorionic Gonacot'opin (hCG) Tesl

2c13-oef '16B-Human Chorionic Gonaclotropin Extended
Rango (Ext. RangE) hCC;) l'esit System

/N-TSH) Test S;vstem 3425-300 3475-300 1 04.01.90.C LOW 2005-1 1 -1

2625.300 267s-300
'l 04.01.12.C LOW 2005-1

fN-17CDHP)-fest Svstem 5525..300 5575-300 2.05.01.07 LO\,^/

(N-TBG) llerit System 8925-300 8975-300 I 04.01.09,C Low 201 3-09 11

(Anti-ito ) T,:st Svstem 1 025-300 1 075-300 12.1C.03.04.0 Low I 2oo5-1 1 11

(Anti-TFO) Test System 1 1 25-300 1 1 75-300 1 2.1 Cr.03.01 Low | 2oos-11111

icl B-Hurnan Chorionic Gonadotropin (Rapid
2005-11Fl1

2005-11-

^^-^ ^,. hL
zLt tu-uo-4q4.01 .01

12 0:;.01 .

12.0t;.01 04

12.04;.01 .

12.05.01.08

12.0tt.02.05.

12.0tt.02.05,

13-tl9-16



Declaration of Con

2005-1 1-

2013-09-il

6n.!.--l

51 75-300

05.01 .0 /

-hC(l) Test SYStem

Human Chorionic Gonadbtropin (hCG) ' Human

Stero d

Prolactin (hPFlL), Human Luteitrizing Hormone
(hLtl), Follicle Stimulating Honinone (FSH)

Ferlility Panel (VAS'|) Test fiiys'tem

Alpha-Fetoprc,tein (AFP), Hunran Chorionic
Gonadolropin ( hCG ), Uriconjr-rgated Estiol (u-

E3) Iriple Screen (VAST) T,ls[ System

Preonancv Associated Pfasmzr Protein - A
(PAl'l)-A) Tes;t SYstem

Cortisol Test rsystern

DHt.A-S Test System

(DHE:A) Test SYstem

Estrdrliol (E2) Test it}/.bt _
Unconjugateci Estiol (u-E3) Test System

Sex I lormone Binding Gl

syslf)m

Teslosierone Test SiYStem

Frec l'estost€)rone 
-f est Sysitern

rz" Off P.rSu.t".*f"."t Sl;tt"t
rz" on P.s"tf".;- Sti;;Gy.t".

Growth & Bone Metabolism

Growth Hormone

Parathyroid FIorm

25-l lydroxyvilamin
System

Diabctes

Insulin Test S)ystent

Raprcl lnsulin Test {iystem 
___

C-Peptide Test System

hsrl r - CPi,ptbe NE -

Cardiac Markers

CK'lvB Test System

Troponin | (cInl)Test SYst,+nt

Digoxin (DlG) Test SYStem

High Sensitivity CRP (hsi-CRP) Test System

Myoolobln Tost System

thGH) fest r!]vstem 1725-300 1 775-300 I ,06.04.02.0 LOW 2CA5-11

one (PTIH) T est System 9225-300 9275-300 1 ,06.03.13.0 LOW 2Cr1 1-09

D3 (litamin D3) Test 7725-300 7775-300
'121.06.03.10.C Low 201 1 -0e-2P

2005-1 1

201

2005-1 1..11 1

Low 2005-1 1.r1 1

12.1 3.01 .02.

12.13.01.O7.

12.08i.01.01

12.13i.01 ,

12.13i.01



lnfectious Dit;eases

Anti tl, Pylori 1gG Test Slslem

Anti ll Pylori gMTestSlstem

Ant I I Pylori tgA Te,st SYstem

Cancer Markt:rs

Alpha. Fetoprc,tein (AFP) ilest l:vstem

CA 125 Test {lystenl

CA 1 5-3 Tesi SYStem

CA 19-9 Tesl SYstetm

Carcinoembryonic A,ntigein (OE:A) Test System

Nexl Generation Carcinopmbn/orlio Antigen
(CEA) Test SYstem

fr"" gsrb*it fl|.,r""t in-lonic Gonadotropin
(fphCG) Test System

Aller gy & Ant>mia

Ferritin Test Siystent

Folale Test SYstem

lmn unoglobulin E (lgE)Test System

Trarsferrin Soluble Receptor (sTfR) Test
Syslttm

Vitamin B-12 (B12) Test SYs;term

Folatc, Vitam n B-1:Z (VAST) l-esl System

Miscellaneous Controls

Anti I hyroglobulin (Anti--fg), A'nti-

Thyr operoxidrrse (Anti-TPO) C;ontrol - Positive
& Nogative

High t-evel Ferlility Contrrol - Siingle Level -
Progeslerone, Estradiol, Human Chorionic
Gonadotropin

Matcrnal Control - Tri Level - llunran Chorionic
Gonadotropir, Free Beta Hunran Chorionic
Gonadotropir Subunit, Alpha Fela Protein,
Estriol

Thyroglobulin (Tg) t)ontrbl - Tri Level

H. t)ylori lgG Contrcl - Fositiv,: & Negative

H f 
)y ori lgM Contrrrl - Ff ositiv'e ll Negative

H. l']ylori lgA Control - Positive & Negative

Thyroid Binding Globulin (TBCi) Control - Tri-
Levol

M iscel laneo'us Instruments

Auto llex ELISiA & CLIA AnalYzt,r

Autoplex Generation 2 EL]lSA 8 Cl-lA Analyzer

Lumax CLIA l\nalyzer

Declaration of C Page: 4 o! b

2005-11-1

20115..1 1-1 1

12l,02.01 .

20 1 3-09-

1 o-06-fg

--- I
r o-or;-ff

--+
1 o-oo-ib

2i) 1 0-06-2Fl

20 1 3-09

201 3-09-1 [;

1r1i50.01.1

12.50.01.16

1 2.50.01 .16.

1 2.50.01 .'1 6.

1:r.50.01 .1 6.

12.50.01.16

1 2.50.01 .1 6,

21.02.10.01

21.02.10.01

21.02.10.01

21.02.10.O1

20tJ5.11-11

201

Neo^l umax CLIA Analyz€lr
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DECLARATION OF C( NFO MI
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{1i.7c0,
:4,.titJed

Product Family TOTAL AND FREE PROSTATE ;PECIFIC I N'IIGE and F A)

Product lDescriPtion ltem #
ELISA

Item #
CLIA

EDI S Gode GIVIDN

EI.-ISA

C<lde

G

c
c

VIDN

_lA
rde

Ftisk Qlass

Total PSI\ lmmunoassaY 2125-300 2175-300 12 3.0'1.32.00 J400+ boc l-ligh/ ist B

Free PSy'r lmmunoassaY 2325-300 2375-300 121 3.01.33.00 cz{ ooo 5t ,669 l-1 ghi it E|

Cander V,AST lmmunoassay 8425-300 8475-300 12 3.01 .32.00 cz{ oo+ bbc fi gh/ ;tB

Multi Ligand Control ML-300 ML-300 12 3,01 ,32.00 3ei207 t207 tl gh/ stB

M(

rel

Ar

PI

si

Ni

lVlanufacturer

Nlamer

$ddrerss
Qountry

ftepresentative

l'ilamr:r

ffddress
eountry

lelephone

l|otifiied Body
Nam,e

Eody lD Number

0E Ced #
Regir:;tration #

Monobind Inc.

100 North Pointe, Lake

United States

CEpartner4U BV,

Esdoornlaan 13,3951t
The Netherlands
+3'l (0)6 - 516.53€i 26

NSAI
0050
304.1 006

NL-CAO02-20 11-2330C

Means of ConformitY

rnobind Inc. declares that the product listed is in conformity

tuirements and provisions of Council Dirqctive:

d is in conl'ormance with the following standards:

EN 13612-2002 EN 980-2008

ISO 181 13:2009 EN 13641:2002

Under the principles of ISO 13485:2003

ace arid darte

Jnarure

lrne

Signature

Monobind Inc.

lat^"ntq
Tony Shatola

Forest, CA I

B Maarn

th the Annex
98179lE:.C

tso 1497'l:1
EN 13640:2

Oc

Ttr

o.iu

V, IVD T

009
t}it

rber 28,

QAI re(

Lis;t B es;sentii

)IOl

0.00 North Pointe Drive Phone: +

Lake Forest, California 926,10 USA Fax: +1.9

.949.95:1.2e

9.951.3539

www"nnonol
info@nronok

rf nd.com
rind.com
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