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all supply our distributor GLOBAL BICMAT
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ritory of the Republic of Moldova, to pa ci pate
u cts,
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., Lake Forest, CA 92630 USA, do confirrn that

, Chisinau, MD-2001, str. Tighina 65, office 607

cculite@ CLIA products and accessories in Moldr
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5.

Monobind Inc.
ISO 13+BS Certified Cornpany
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1)

and

2)

Addres
(on prod
L'E

3)

4)

Title

stic Medical Device Directive

NL- CA002-22758 and

2013-09-'16

(yyyy-mm-dd))

1 3-09-1 6

Qlga Teirlinck; Consultant, CEpartne14U BV

(nime; function and signature of authorized representative)

2013-09 DtoC MB

Declai ailolt of Conformity

NFORMITY

LAAN 13, 3951DB Ma.annru,ooRNLAAN 13, 3951QB Ma,arnru, iIHe NeTneRLANDS;
ls printed as:
sDooRNLAAN 13, 3951D8 Mnnnni TH! NETHERLANDS. www.cepartne14u.eu)

(name, type or model/batch number, etc.)'.

t Rroducts;

(see appendix)

(ngme; function and s:ignature of

F

l,

lc (yyyy-mm-dd))

Declaration form: Standard ISO/lEC 1 /050-1



Declar,ation of Conformity

List of

Fertility & lPrenatal

Lutcrnizing Hormone

Foliclc Stimulating

Prolar:lin Hrlrmone

Pro actin Hrlrmone S

Sysl€rnr

B-Huiran C;horionic

B-Human C;horionic
Rangrc (Ext, Range

20'13-09 DoC MB

Date: 2013-09-16

12.04.01 .05.00(tTl)) Test {3ystenr

3) fe:;t Stystem

n (TBG) Test System

Total Triidothyronine (tT3)
Hormotre riTSH) Thyroid
sternr

T:l SiE|{)) fest System

{iBlS) Te,st System

Free Triiodothyronine
Hornrone Free

12.04.01 .01 .00

12.04.01 .07.00l-hyroxine (tT4) Tes

12.04.01.02.00

12.04.01 .11.00Thyrotropin (TSH) T

12.04.01 .11.00Rapid TSH Test

l'3-Uptake (T3U)T

t hyroxine-l3inding

Thyroglobulin (Tg) T

Tot:rl fhyroxine (tT4

F'anr: (VASiT) Test

Total lriidothvroni

Total Thyroxine (tT

Free l-hyroxine (fT4
(tT3) & Thyroid
Thyroid Panel (VAS

1 2.04.01 .06.00

12.04.01.09.00

12.04.01.08.00

12.04 01 01.00

12.04 01 01 00

12.04.01.01.00

12.04.01 .01 .00

Neonatal (N-T4) Th

Neonalal TBG (N-T

Test Syr;tem

rne -[est 
Sys

3HP) Test 55

Test Sys;tem

1 2.04.01.90.00

TOHP) Test System

12.04.O1.12.00

12.05.01.07

12.04.01 .09.00

Anti l'hyroperoxidas

1-g)'Iest System 12.10,03.04.00

(Anti.TPO) Test System 12.10,03.01 .00

) Test liystem 12.05.01 .05.00

(FSiH) Test System 12.05.01.04.00

L) Tes1. S,y'stem 12,05 01.08 00

ial (PRLs) Tesl
12.05.01.08.00

onadolrr)pin (hCG) Tesl
12,05,02.05.00

'12.05.02.05.00

12.05.02.05.00Rapid B-Human



201 3-09

Declar,ation of Conform ity

Conisol Test System

t)Ht A-S Tr:st System

t)ehydroepiandrosterone (DllEA) Test Systenr

Estracliol (E2) Test System

Llnconjugaied Estiol (u-E3) l-ersl Systern

Frrogcsterone Test System

Sex I lormone Binding Globulin
Syst{)m

(SHBG) Tesl

Tesl(rsterone Test Sy:;tem

Frec I-estosterone Test {iystenr

17o OH Pnrgesterone Ters{ f}ystr:m

17o OH Prugesterone - Sll Te rst {iystenr

Growth & lBone Metabolisnn

GroMh Hormone (hGH) Tqs:lSystem

Parathyroicl Hornrone (PTFf) l-erst System

2S-flydroxyvitamin D3 (Vit4nrin Di3) Test
System

Diabetes

lnsu 11

Rapid

C-Pep

it00li- 11-

ito'10-0tj-

2101 1-09

2t01

2101

2l01Cr-O(l

2101 3i-09-

2).001"1

2t01C-06"

2101C{6

2:.010-10.

2011-05)

2011-09.

2005-1 1 .

20 1 0-06

200!t-11

Cardiac Markers

CK,lr,'l13 Te:st System

Troponin | (cTnl) Test Systern

9,9"1. (Dl9)r9'tryIgTl
Higlr Sensitivity CRP (ns-CR 

_l)

lvryoglobin fest Systern _

Pag;e: 3

-hC(l) Test

Hunran Chorionic Gonadotropin (hCG) , Human
Prolactin (hPRL), Human Luteinizing Hormone
(hLFl) Follicle Stimulating Honrn,cne (FSH)
F ertility Panel (VAST) Terst tiysli:m

Alpl)a-Fetoprotein (AFP), Hrrnirn Chorionic
()onadotropin ( hCG ), Unconiugated Estiol (u-
E3) Iriple lScreen (VAST) Test Siystem

Prognancy Associated Plasrrra Protein - A
(PAPf,-A) 'fest System

12.05.01 .90.00

12.05.01 .90.00

12,05,02.1 0.00

'12,05.01 .02.00

12.05.01 .02.00

12.05.01.03 00

12.05.02.02.00

12.05.01.06.00

12.05.01.09,00

12.05.01 .10.00

1 2.05.01 .1 0.00

12.05.01,07.00

12.06.04.02.00

12.06.03.13.00

12.06.01.03.00

12.06.0'1 .03.00

12.06.01.01 00

1 2.06.01 .03.00

12.13.01.02.00

1 2,1s,01 .07.00

12.08,01.01.00

12.13.01.90.00

12.1 3.0'1 .05.00

TesI System 2425-300 2475-300

Insulin Test Systern 5825-300

tide -fest Systern 2725-300 2775-300

C-Peptide (VAST) 7325-300 7375-300

2925-300 2975-300

3825-300 387'5-300

925-300 975-300

Test System 3'125-300 3 1 /5-300

3225-300 327 5-300



2013-09 DoC MB

De cl a rati o n of Co nfo rm itY

15.01 .04.03,00

15.01.04.03.00

12.03.90.01.00

'12.03.01.06.00

12.03.01.02.00

12.03.01.03.00

12.03.01 .31 .00

12.03.01.31.00

12.03.01 .90.00

12,07.01.02.00

12,07 01 03,00

12.02.01.02.00

12.07.01 .06.00

12.07.02.04.00

'12.07.01 .00.00

AtT-1t)1 1 2.50.01 ,16.00

12.50.01 .1 6.00

HPy-19G"300

HPy-lgM-300

HPy-19A,300

TBG-3OO

12.50,01.16.00

12.50.01.16.00

1 2.50.01 ,16.00

12.50 01 .16.00

1 2.50.01 .1 6,00

12.50,01.16.00

21.02.10.01

21 .02.10.01

21.02.10.01

21.02.10.01

lnfectious Diseases

Pylori lgG Test System

ll Pylori lgivl Test Siystenr

Ant I Pylori lgA Test System

Cancer Markers

Alpha Fetcrprotein (AFP) Test Svstem

CA 125 Test System

CA l5-3 Tesl System

CA 19-9 Test System

Carcinoembryonic Antigen (OEF,) Test System

Next Generation Carcinoembryonic Antigen
(CEA) Test System

Frec B-Subunit Human Chorionic Gonadotropin
(fphCG) Test System

Allergy & rMernia

Ferriiin Tes;l System

Folate Test System

ItrnrLrnoglobulin E (lgE) Test System

TrarrsfeTrin Soluble Receptor (sIfR) Iest
Systr)m

Vitamin B- I 2 (B 12) Test Systenr

Folatc, Vitermin B-12 (VAST) Tes;t System

Miscellaneous Controls

Anti I hyroglobulin (Anti-Tg),,\nti-
Thyr opero>r:idase (Anti-TPO) llDntrol - Positive
& Ne:gative

High Level Feftility Control - Sirr,lle Level -
Progesterone, Estradiol, Hunran Chorionic
Gonadotropin

Matornal Control - Tri Level - Human Chorionic
Cionadolropin, Free Beta Hunran Chorionic
Cionadotropin Subunit, Alpher Fe1.a Protein,
Estriol

Thyroglobulin (Tg) Control - I ri L-evel

H. f)ylori lgG Control --Positive 3i Negative

H f 
)ylori lgM Control - Positive 8, Negative

H. f)ylori lg,A Control - Positi!e & Negative

Thyrcid Binding Globulin (TB(3) Corrtrol - Tri-
Lev{)l

Miscellaneous Instruments

n*""f "t f LSn A CLn n*lyr,*
Autoplex Ge,neration 2 ELISA 8, CLIA Analvzer

Lumax CLIA, Analyzer

Neo-l- lrmax CLIA Analyzer



2013-09 DoC MB

of Conformit.y
Page: 5

21.o2.10.01lmpulse 2 CLl,{ Analyzer

21 .O2,10.O1

21.O2.10.O1

21.02.10.01LuMatic CLIA Analyzer

21.O2.10.O1Eldex3SEL|SAAnalfzer

Neo-Fldex llLlSA Analzyer 21.02.10.01

21.02.10.01

Plate Washer Microolate



M lnc.

DECLARATION OF C}ONFORMITY

Family TOTAL AND FREE ATE SPECIFIC ANTIGEN (PSA and SA)

Re

Na

Prod

MonobinC

requireme

And is in r

Place and

Signature

Name

Froduct Details

12.Oif .01.32.00

GMDN
ELISA
Code

Item #
EI-ISA

12.03.01.33.00
12.03.01.32.00
12.03.O1.32.00

ind Inc,

entative

100 f!orth Pointe, Lake F:orest, CA 92630

United States

crpeirtnef+u av,
Esdoornlaian 13, 3951DEi Maarn

The I'ilethdrlands
S

r\/

ne

Body

+31 (0)6 516.536.26

lD Number

NSAI

0050
304.1006

ion # NL-CAOO -2011-23306

Means Conformity

cleclares that the oroduct listed is in with the Annex lV, IVD Type List B
98179lECnd provisions of Councfl Directive:

ISO 14971 :2009
EN 13640:2002

October 28,2011

Title QA Director

ance with the followilO

EN 13612-2002 EN 980-2008
rso 181 13:2009 En r bO+t IZOOZ

Under the principles of ISO 13485:2003

otth Pointe Drive
iorest, California 92630 IIJSA

Phone: .t7.949.95t.2665

Fax: +1.949.951,3539
www.rnono com
info@ nrono0i .com
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