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EC-Declaration of Conformity
According to Directive 98/79/EC on in-vitro-diagnostic devices, Annexi [l
| 1 |
IManufacturer: nal von minden GmbH, Carl-Zeiss Str.12, 47445 M‘pers |

‘CIassifi¢ation' Other Products ‘

We herewith declare on our sole responsibility that él" batches of below mentioned In+
vitro-diagnostic devices are conform with the Essel|1t|al Requirements Annex | of thé
directive 98/79/EC of the European Parliament and of the Council of 27 October 1998
on in vitro diagnostic medical devices. The produ ts are suitable for the intended
apphcapon (only professional users). F

Relevant standards and guidelines are applied. | |

141000 NADAL® EARLY hCG Pregnancy‘ 153002; NADAL3® hCG Pregnancy TEST10 |
dipstick miU/ml — Urin/Serum |
141000 _$SL | NADAL® EARLY hCG Pregnancy 153003 NADAL® hCG 25 miU/min Dipstick |
dipstick 153003 SSL | NADAL® hCG 25 mlU/mln Dipstick |
141002 NADAL® . ) ; -
ADALYRCO|Rregnancy Test 22 161001 NADAL® hLH Ovulation rapid test |
mlU/ml dipstick ‘ I
® i . -
142000 NADAL® EARLY hCG 10 m]u/m| 161001__SS|.. NADAL® hLH Ovulatl‘on rdpld test |
cassette 162001 NADAL® hLH Ovulation rapid test |
142002 NADAL® hCG Pregnancy Cassette 162001 SSL | NADAL® hLH Ovulation rapid test
Test 25 mlU/ml ; 1 -
16400 NADAL® hLH O tion 30 mlU/ml
143003 NADAL® hCG Pregnancy Tests 10 1 Midstréarln vglation 30 /m f
mlU/ml dipstick ¥
165001 NADAL® hLH Ovulation 30
® i
143004 NADAL® hCG t 25 miU/m! dlpstlck miU/ dipstick ‘ '
143004_5SL | NADAL® hCG t 25 mlU/ml dipstick 165001 SSL | NADAL® hLH Ovulation 30 [
144001NF10 | NADAL® hCG Pregnhancy Test, | , mlU/mil dipstick I
Midstream 20 mlU/ml cassette 165002 NADAL® hLH Ovulation rapid tests |
151002 NADAL® hCG Pregnancy | (2,5mm) ,
151002SE NADAL® hCG Pregnancy rapid test 165003: NADAL® hLH Ovulation rapid test |
151003 NADAL® hCG Test 10m/U/ml 165003 _SSL | NADAL® hLH Ovulation rapid test
| Urin/Serum Dipstick 166001 NADAL® hLH Ovulation 30 miU/ml |
152000 NADAL® hCG Pregnancy 10 mlU/ml cassette i
cassette 172001 NADAL® FSH cassette |
152002 NADAL® hCG Pregnancy 25 mlU/ml 172001_SSL | NADAL® FSH cassette :
cassefte : :
S — !
152003 NADAL® hCG Pregnancy Test 20 200D | NAD/y: PSH casgetle
mlU/ml cassette S/P/W : 194002 NADAL® pH-Test,

| REV10 2017-03-24 |
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Ceni:f:iéé_i_e E510/816

EN ISO 13485:2016

For the f

i

Design, manufacture and sale of sterile and nonsterile medical devices |
for the collection, transport and conservation of biological samples for |
- clinical and IVD analysis. i

|
|
|

Distribution of non- actlve medical de\nces and in vitro diagnostic
‘medi al dewces.

Disefio, fabricacion y ¢ comerclallzacion de producto samtarios
estenles y no estériles: para la toma, transporte y conservacion de ok
bgicas para andlisis clinicos y de IVD.
sanitarios oactwosy producto sanitarios .
para diagnostico | in vitro. o N

Di'g,t_ri,l,_,lgggi_t?n}\_ e produc

This certificate s valid from 11 October 2019 untll 11 October 2022 |
and remains valid subject to satisfactory :sur-veill;ance audits. i

Re certification audit due before 10 September 2022
" lssue 9. Certified since 12 Cetaber 2010

Althorised by
o UKAS
- MANAGEMENT
SYSTEME
0005
368 Unifed Kingdom Ltd

Rossmore Business Park Elleamere Port' Cheshire CHB5 3EN- UK
1444 (0)151 350.6666. f+44 (6)151 350-660

Hcses 16485;_-201_5 o [
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Certificate ES 19!8644_(1,;01 156

DELTALAB, S.L

.. Plazade laVemeda, 1 -

- 08191 Rub, Barcelona|

has been assessed as part of the management systam 'Qf JELTALAB GROUP |
cortified organization as meetingjthe requirements of |

1S0 14001:2015

For the roII6Wing activities; |

Design, manufacture and sale of laboratory material for the collection,
transport and conservation of samples for microbiological, mol ular biology,
hematology, biochemistry, histology, microscopy and colorimetric analysis.
Commercialization of equipment for the storage of prepared samples,
cryogenic stored samples, general labware and industrial packages.
Commercialization of equipment and instrumentation for the laboratory,
diagnostic kits, healthcare products, cosmetics and food for

i special med|cal purposes.

in { frem the following sites

 Pol. Ind: La Liana, Plaza de la Verneda, 1 - 08191 Rubi (Barcelona)

Valid from

29 August 2019 until 29 August 2022
Isstie 1.

This decument is part of Certificate N°. ES19/66440.
The validity of this document is subject to the certificate.

Aulhorized by

AR Certlfication Managemeﬁt
Pyl (150 { i e .
SGS INTERNATIONAL CERTIFICATION SERVIGES IBERICA,S.AU.
CiTrespaderne, 29. 28042 Madrid. Espatia. -
34913138115 f 34913138102  www.sgs.com
Page 1 of 1! _
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7. TUBES AND MICROTUBES

Made of‘ borosﬂlcate or soda glass. ‘ ! |
The high quality of those tubes is reflected in the uniformity of their wall thickness and of their|diarmneter and|height
dimensions, |

Supplied in ;mall quarmllos per case for a more convenient use in laborat ry |

code Lotal rapamyl | 18 .lnty::*m —l “Q)s.&eﬁ;t, height 1 case case : L_‘Ea's:e_

boroI i s 4 ul 3N tube _ '__ Ul '_ : '_-: FOA i I_quantity | weight volume
Supplled in boxes (\1) » | _ i

901075 i 801015 4 8.20 9.75 75 | 0.60 4 x 250 3.60 010

. 90127‘5 4 80]]2]5 6 ..... 1020 ...1.1.60 | = sk 060 ! o = U.lm)

913100 | 813100 10 11.10 12.70 100 0.60 4% 250 5.90 0l024

9161(1)0 816100 15 13.95 15.75 100 0.60 | 4 x 250 9.10 GIGEY

91615;0 81;61!50 22 13,55 . 16.Q0 150 0.70 L 4x 250 13.60 U;.(M’J

| ¢ 816160 27 | 14.40 16.00 160 0.55 500 5.50 (SRohE:

9181$0 818150 28 . 15.00 18.00 150 0.85 2 x 250 7.30 U!_I.’Jsr'l

% 82@1150 34 17.20 20.00 150 I 0.85 100 1.92 {J_{)[Jb

i 82i02‘0b 47 17.15 - 19.25 200 I 0.85 250 6.30 U;.D?t}
Suppliecjl in trays (2) |

1 ‘ 80‘11]'51[ 6 10,10 . 11.60 75 0.50 500 . 1,89 r_ii,fli}‘l

139




AP FA'{A S A,

Regione Monforte, 30 -14053 Canalli {Asti) ITALY
Tl (+39) 0141 83.50.75 -IFax: [+39) 0141 83.52.92
T email info@uplaca.com
WWW.APRIACa,COM - WWW. }mcucpraca. it

PIVA: 00862050960 - Cod Fisc.: 07520900155 -REA A}lws 1167248

TO WHOM IT MAY CONCERN

—

Letter of Autharization |

We APTACA SPA , with head offices and plant located in | |

Regione Monforte nr 30

14053 Ganell; (At Italy

Confirm that the below Company :

Tighilna str.65, office 607

MD-2001,Chisinal,
R?public of Moldova

"GBG-MLD" S.R.L. |

}W"eb: Www.gbg . md
Ph.| +373 22 54 91 20

+373 22 54 91 21

Is authorized to prepare price quotations, advertising activi}ies warranty service, offers, to partegipate
in tenders dnd to sell our whale range of product on exc]fusi_[le basis iin the tenritory of MOLDAVIA.

_ ; |
This letter isivalid until 31./12 /2020 and ;m‘ayibe, prolonged by mutual agreement, |

ON BEHALF QF NUOVA APTACA S.R.L.

|

|

Veronica }:Fﬁ.ﬁRARI |
|

Export Manager !
|

ARP‘IACA SP
¢g. Monforte n.
Tel. 0141/835075 r.a. - Fa 0141/835292
14053 CANELLI (AT)
CF 07520900155 - PI. 00862050960
Cod, Unlvoeo: SUBM70N

Canidlli 25/31/2019
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CERTIFICATO N° 50

CERTIFICATE N°® 5051DM9'5

Si certifica che il |
this Is to certify that

Sistema di Gestione per

Quality Management 5yster

: \
messo in atto da |
" implemented by

NUOVA APTACA 5

Via Monte Bianco, 4 — 1T 20900 M(

nella Sede Operativa di

Operative Unit - ‘

Reglone Monforte 30T 140543 C

& conforme alla norr@na
is in compliance with the'standard

UNI CEI EN ISO 13485-2016 (I SO

per | seguenti Proce§55|
concerning the following kinds of Froce

Gestione della fabbricazione e immissione in co

per\ll prelievo di campioni biologici in orifizi natt
Progettajlonp e fabbr|ca2|one di dispositivi medlco\dl
\ - Commercializzazicne di dispositivi medici

Manngement\of manufacturing and placing on the market of sterile Yan

naiura or(ﬁce and in surgical field. Design and manufacturing of dla‘gno
\

| Marketing of medical and dfajnosuq de

b presente Certificato & soggetto al rlspetto delle condlzlom stabilite dai Rpgohmentl per la certificazione in vigore applicabill.

< Ihiz Lmll[cate shall salisfy the ;erum'/m established in the Rules (u the

In taso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presen
i1 cases of discrepancy between ihe languages use (/ nthe .lumlur.on of the content uf his

L AMMINISTRATORE DELEGA
MANAGING DIRECTOR

TR &

Dr. Ing: Roberto Cuso,lito

i

Data di Rmnouo
Renewal Daw

2017-10-30

HCCRECIAE

SO N 02N
Membro deg)l Accard! df Mutua Riconoscirnento EA, IAF |
Signatory of £4, IAF and ILAC Mulual Recegnition 4lgumm

ITALCERTSrI IVlale Sarca, 336 20126 Milano (M) | tel. +39 0266104876 | fax. +39

Data di Prima Emissione ITALCERT
' First fssue Date ITALCERT

2011-10-30

Data di Prima Em|55|cpne=
Eirst Iksue Date

2007-10-30

& ITALCERT

Ll
It i

|
5DMO5
|

la Qualita

S.r.l.
DNZA (MB)

ANELLI (AT).

13485-2016)

SEs

mmercio di tamponi sterili
irali e in ambito chirurgico.
agnostici per laboratori di analisi.
e diagnostici in vitro. '

pons for sampling of biological specimens in

stic medical devices J’or analysis laboratories.
ices in vitro:

artification in force applicobie.
e certificato, fare riferimento alla lingua italiana
eitificoie, phease refer 1o tha italiap langungs

=g -

|
Data di Scadenza
Expiration Date

2020410-29

Data di Delibera |
Deliberation Date’ |

J 2016-01-04

Lac |
{H

1266101479 | wwwitalcertit | ]talqertsrl@legaliinai\.ét
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& ITALCERT

CERTIFICATO N° 50.

CERTIFICATE N° 5055GQ04

Si certifica che |l
this is to certify that

Sistema di Gestione per
Quality Management Systerm

messo in atto da |
implemented by

APTACA S.p.A.

Via Monfe Bianco, 4 — IT 20900 iM(

nella Sede Operativa di|

Operative Unit |

Regione Monforte, 30 — IT 14053 C

& conforme alla norma
is ir: compliance with the standard

!
UNI EN 1SO 9001-2015 (ISO 9

per i seguenti Processi
concerning the following kinds of Proce

Gestione della fabbricazione ed immissione in co

per il prelievo di campioni biologici in orifizi natu
Progettazione e fabbricazione di dispositivi medico dia
Commercializzazione di dispositivi medici

_ Commercializzazione di articoli da
Mafj‘;agement“of the manufacturing and placing dn the market of .';l'erffle ta
- naturaljorifice and in surgical field. Design and manufacturing of did

of analysis. Marketing of medical and diagnostic devices iniw‘r.‘r

| Il presente Certificato é-soggetto al rispetto delle condizioni stabilite dai Regglame;

I 4 This Certificate shall satisfy the rcqt4fren1enls~c§_tai)/fs/ged inthe fules far the
In|caso di discordanza tra'le lingue utilizzate nella traduzione del contenuto del presen
in cases of discrepancy between the languages used in:the trarisiotion of the content of this

L'AMMINISTRATORE DELEGA
MANAGING DIRECTOR |

(el S QS

G Dr. Ing. Roberto C.usofljtp

Data di[Prima Emissione~*Data di Prima Emission,e,ITALCER'T

|
i , |
Fifst fssue Date. . - First Issue Date ITALCERT |
i A k |
1998-07-231 7+« - 2011-10-30 |

Settore IAF14- 29 |/

ACCREDIA

LTHTE (TALEAMD) D ACCREENEAMIENTER

! l
N1}
SGQ N 023A

Membro degll Accerd) df Mutuo Ricanoschmente £, (A & 1)
Signaloty of EA, IAF and HAC Nutual Recognttion Ajresmel

[TALCERT S.r, | Viale Sarca, 336 = 20126 Milano (M) | tel. +39 0266104876 | fax. +39

5SGQO4 ;

la Qualita ‘
|
i

DNZA (MB)

ANELLI (AT) . |

D01-2015)

RSES .
mmercio di tamponi sterili
rali e in ambito chirurgico.
gnostici-per laboratori di analisij
» diagnostici in vitro. '
laboratorio |
mpons for sampling af biological specr'J(nens n
1gnostic medical devices for loboratorigs

o. Marketing of laboratary articles. |

nti per la certificazione in vigore applicabili
eqlification in force applicobie,

te ceftificato, fare iiferimento alla lingua italiana
Sertificaio; pleasa refer to the tialian langimge

1o |
' N | |
Data di Modlifica Data di Eicadenza
Modified Date | E:q_af‘rtrn"m Date
2019-11-06 | 2020-10-29

|

i

|
e |
hits i

| |
0266101479 | www,italcert.it | ita]cerlsr!'@!ega{mélil.it
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CERTIFICATE

C@,GTJICPMKaT NO: ! Hara HAUANLHON CEPTUDUKALIAK:

SYRTHE-2009-AQ-MCW-FINAS 20 pekafipn 2000

MANAGEMENT SYSTEM

‘ JedcTerTencH:
| 21 MaHa 2018 - 31 asrycia 2021

HacTosalmm yaocTosepsAeTcs, HTo cucTema MeHedxMeHTa opraHu3alnmn:

AO «TEPMO ®UILEP CAMEHTUDUK»

Ky6uHckas, 4.73, nutep A, kopnyc 1, CaHKT-neTepﬁpr,: Poccuiickas depepauns,
196240 '

6bina NpU3HaHa cooTBETCTBYOUEN CTaHAapTY:! | |

1S0 9001:2015 '

Hactoawmi ceptudmkaT gencremTeneH ans cnepyloLlen obnactu: . .
NPOU3BO/CTBO JO3ATOPOB NMANETOYHBIX U CQELI.MAanOI'O i
OAUATHOCTUYECKOIO NMJTIACTUKA. |

07 BeINycKaWeEro odueca: ! i
DNV GL - Business Assurance 1
TpexnpyaHsli nepeynok 9, cTp. 2, Mocke
PoccunAckas Oegepaub?n

MecTo W gatal
Mocikea, 21 wiona 2018

. —

[
I

FINAS |2 Greohoe

Finnish Accreditation: Serviae Cepre# Mpy6un
5001 (EN ISONEC 17021) fpeacraguTent PYKOBOACLTBA
|

s, Finlatio, TEL L35S 10 207 4000

B [l0roBopa Ha cepTrgMKauio ASnaeT ganHeli Cepradukar peaehcTeuT
e RV GL BUSTRESS ASSURANCE FINLARD OY AB; Keilasatama' 5, 02150 Est




ﬁg Monobind Inc.

The Warlo Reseurca tor Diagnaestic Prodicts

March 26, 2019

AUTHORIZATION L|

To whom it may concern:

Herewith, we Monobind Inc., 100 N.:Pointe Dr., Lake Fc¢
MLD”SRL with its address: Republic of Moldova, Chisinad
exclusive distributor our AccuBind® ELISA and Acculite®
Global Biomarketing Group is authorized to promote an
delivery and take part in tenders with our products.

This authorization is valid until 31 March, 2020.

gy,

On behalf of the Monobind Inc. ASSGND e,
_ VRO %
L7 N JaP %ﬂ’i %
7 A - L
m_\%f.r‘i.lﬁ?.‘-‘-":;

Alicial Jerome Volkov
Marketing Director & Corporate Officer:

Monehind Inc

150 13485 Cerlified Company

7
100 North Pointe Drive
Lake Forest, CA 92630

TEL 949.981.2665
FAX 949.95|1 3639

ETTER |

rest, CA 92630 USA, ido confirm 'that|”GBG—
, MD-2001, str. Tighina 65, office 607, is the
CLIA products and accessories in Moldova. IM

d supply our products, to contract for their
|




| Q i I i | i : :_
Monobind Inc. A e SRS

S The Watld Resavies tar Diaghartic Bladudrn 0T e ' ' [
www.monobind.com
00 Nerth Pointe Drw%
ake Forest, CA 9283@

TEL 949.951.266.
FAX 949.951.3539

We, Monobind Inc. _ ’ |

[y

| § |
having a registrated office at: 100 North Pointe Dr. Lake Forest California, 32630 USA, asTign Global
‘ |
Biomarketing Group Moldova, having a registrated office at Str, Chisinau MD -2001, M Jldrva, as :
;authorlzéd representative in correspondence with the conditions I‘fdirective,; 98/79/EEC.| ‘
|

We declare that the company mentioned above is authaorized| to register, notify, renew or modify thH
|

i |
registration of medical devices on the territory of the Republic of Moldova. ‘

Place:100 North Pointe Lake Forest Ca, 92630 USA Date: 10/19/2017 ‘

Respectfully,

7«’5%’%23 -

Anthony Shatola
Quality Assurance Director
Monobingd Inc.

|

L ML T I
IS0 13485 & 15 it Company |
|
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DECLARATION OF CONFORMITY |

1) Manufacturer (vame, depantment: Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES ‘
and ' |
2)  European authorized representative: CEpartnerdl BV, | |

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS; | !
|

(on product labels printed as: | _
CEpartner4U , ESDOORNLAAN 13, 39510DB MAARN, THE NETHERLANDS. www.cepartnerdu.eu)
| 1

|
3) Prod g} Ct( ‘>_)_ (name, type or model/batch number, etc.).

|

! |
Immunoassay products; |
|

ELISA,
CLIA,
Control,
Instruments

(see appendix) |
i

4) The produci(s) described above is in conformity with: ‘

Title Document N&).
In vitro Diagnostic Medical Devices Directive 98/79/EC |
|

5) Additional information (Conformity procedure, Notified Body, CE |cerﬁﬁcare, Registration nr., etc.).
7 i |

Conformity assessment procedure for CE marking: /n vitro Diagnostic Medical Device Directive,

Annex Il
Registratioh nr. : NL- CA002-22758 and NL- CA002-22762

Ashahla

Lake Forest, USA; 2013-09-16 :
| !

Tony Shatola; A Director, Monobind Inc.
|

(Place & date of issue (yyyy-mm-dd)) (name; function and signature of maaufacturar) ‘ |
|
Mﬁw“'

Maarn, NL:; 2013-09-16

Olga Teirlinck; Consultant, CEpartrier4dU BV

(Piace & date of issue (yyyy-mm-dd)) (name; function and signature of authorized mpreser%taﬂ've) |
I | E

! |
Declaration form: Standard ISO/IEC 17050-1;2010

vs, 2011-X
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|
Appendix |

Date: 2013-09-16

List of devices.

ltem# Item#t | Itemit I

| Microwells Microwells | |
Thyr0|d I I i - L il et |
Toldl Irndothylonlne (tT3) Tesl System 125-300 175-300 12.?]4.01,05.0{1: Low 2005-11-'“
Free friidothyronine (ﬂ'3) Tast Stystem 1325-300 1375-300 12.04.01.01.00; Low | 2005-11-11
Thyroxine (IT4) Test System 225-300 275-300 12.04.01.07.00 | Low | 2005-11- 1
Free Thyroxine (fT4) Test Sysiem 1225-300 1275-300 12/04.01.02.00 | Low | 2005-11-11
Thyrotropin (TSH) Test Systern 325-300 375-300 12/04.01.11.00 | Low | 2005-11- 1
Rapid TSH Test System 6025-300 6075-300 12,04.01.11.00 | Low | 2010-06- 29
| T3-Uptake (T3U) Test System 525-300 575-300 12/04,01.06.00 | Low | 2005-11-11
Thyroxme -Binding Globulin (TBG) Test System 3525-300 3575-300 12,04.01 .09.0@ Low 2005-11—?1
Thyroglobulln (Tg) Test System 2225-300 2275-300 12.:04.01.08.0[? Low 200541-%11
Total Thyroxine (tT4), Total Triidothyronine (tT3) . . .
& Thyroid Stimulating Harmone (TSH) Thyraid 8025-300 8075-300 12/04.01.01.00 | |Low | 2005-11-11
Panc| (VAST) Test System | ' )
To al Triidothyronine (T3 SBS) Test System 8125-300 81756-300 12,04.01.01.00 | Low | 2010-06-29
Tolal Thyroxine (tT4 SBS) Test System §225-300 §275-300 12.0401.01.0(’;‘; Low 2010-06-?9
Free Thyroxine (fT4), Free Triiodothyronine .
(fT3) & Thyroid Stimulating Hormone Free 7025-300 7075-300 12.04.01.01.00 | Low 2010-06-b9

Thyroid Panel (VAST) Test System |
Neonatal Thyroid & Genefics . i '
Neonatal TSH (N-TSH) Test System 3425-300 3475-300 12.04.01.90.00 | ILow | 2005-171-11

Neonatal N-T4) Thyroxine Test System 2625-300 2675-300 12.,04.01.12.()@) [Low 2005-11-;11
Neona(al 170HP (N-170HP) Test System 5525-300 5575-300 1'2.05.01.07j Low ZGOB-DE-ID-‘I
Neonatal TBG (N-TBG) Test System 8925-300 8975-300 12.04.01 .09.0@) Low 2013-09-{16 |

Autolmmune Thyroid _ : |
Anti-Thyroglobulin (Anti<Tg) Test System 1025-300 1075-300 12.10.03.04.0b Low | 2005-1 1J;1\‘I
Anti-Thyroperoxidase (Anti-TFO) Test System 1125-300 1175-300 12.10.03.01.0:0 'tow | 2005-1141f1

fFertiIily & Prenatal

Lutom|2|ng Hormone (LH) Test System 625-300 675-300 12.05.01.05.00 | Low | 2005-1 1411
Fohrle Stlmulallng Hormone [FSH) Test System 425-300 476-300 12.05.01,04.00 | | Low 2005-1 1~!1 1
Pro\m tin Hormone (PRL) Test System 725-300 775-300 12.05.01.08.00 |  Low | 2005-1 1;131
Prolactin H s : - *'
S;c;a:mln ormone equentla\ (PRLs) Test 6025-300 6075-300 12.05.01.08.00 | Low | 2005-11:+11
B-H ch Gonadotr ' ‘
Sys:Jeman jorionic o?a otropin (hCG) Test 825.300 875-300 12.05.02.05.00 | Low 2'305'1%1:1
[

B-Human Chorlonlc Gonadotropin Extended
Range (Ext.Range hCG) Test System

Rapid B-Hurnan Choriohic Ganadotropin (Rapid 3325-300 12.05,02.05.!‘.!;0 Low 2005-11+11
| |

| !
8825-300 8875-300 12.05.02.05.00 | Low 2013-09H6
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Itemit
Acculite®
CLIA
Microwells

ftemit

Itemit QSure:l.lf_J

AccuBind®
Control ‘

ELISA
Microwells

Itemtt
Instrum
ent

[
EDHJS code

Risk

Class

First date of,

CE-marking

-hCG) Test S)stem | |
Humanl Chorionic Gonadbtropi.n.(f'lCG) , Human | .
';{f}'?)Ct'F”Ofl’l’geF'é)mﬁE’:t?n”qLﬁl}f}”;';‘]’;g (Eng”)‘c’”e §325-300 | 8375-300 12,05.01.90,00 | Low 2006-08-5?4
Fertility Pane| (VAST) Test System |
—;\I_p.iw;-Fetoprotein (AFP)f, Human Chorionic I |
Gonadotropin ( hCG ), Uncenjugated Estiol (u- B525-300 8575-300 12.05.01.90.00 Low 2010-06-29
_Ei) TAripIe Screen (VAST) Tesl System | | |
(F’gigg)a_rlxc)yT/;i:%CViztzgq R Bspairotein = A 7925-300 | 7975-300 12,05.02.10.00 | Low 2013-094; 6
Sterold | |
Corlisol Test Systern 3625-300 3675-300 12/06.02.04.00 | Low 2005-11-11
DHEA-S Test System | 5125-300 5175-300 12.05.01 .02.0d Low 2010-06-29
Dehydroepiandrosterone (DHEA) Test System 7425-300 7475-300 12,05.01 ‘02,0@ Low | 2011-09-26
| Estradiol (E2) Test System 4925300 | 4975-300 12,05.01.03.00 | Low | 2010-06-29
[ Unconjugated Estiol (u-E3) Test System 5026-300 | 5075-300 1205.02.02.00 | |Low | 2010-06-29
Eg?sterona Test System 4825-300 4876-300 12/05.01 .OE.D{j Low 2010~0E»:29
2;;[1)\;rmone Binding Gl‘obulln (SHBG) Tast 9125-300 9175-300 12/06.01.09.00 | Low 2013_09_{‘13
?’;bsterone Test System 3725-300 3775-300 12.05,01‘10,0(3 Low 2007-11-&)1
| Frec Testosterone Test BSystem 5325-300 5375-300 12/05.01 .10.0@ Low | 2010-086-29
[170.0H Progesterone Tést System 5225-300 | 5275-300 12/05.01,07.00 | Low | 2010-06-29
170-0H Progesterone - 51 Test System 9925-300 | 9975-300 12,06.01.07.00 | Low | 2010-10-18
Growth & Bone Metabolism | |
Growth Hormone (hGH) Test System 1725-300 1775-300 12,06.04.02.00 | Low | 2005-1 11
Parathyroid Hormone (PTH) Test System 9225-300 9275-300 12,06.03.13.00 | 'Low 201 1-09-'{25
éi';gg]roxy"i‘tami“ B3iMitsin B3) Test 7725-300 | 7775-300 12106.03.10.00 Low | 20110926
Diabetes I
M\Iﬂ Test System 2425-300 2475-300 12.06.01.03.00 | Low | 2005-1 1—i11
| Repid Insulin Test System 5825-300 12.06.01.03.00 | Low | 2010-06-29 |
C-Peptide Test System 2725-300 2775-300 12.06.01.01.00 | Low | 2005-1141f
Insuiln - C-Peptide (VAST) 7325-300 7375-300 12.06.01.03.00 | Low | 2005-11411 ]
Cardiac Markers
__C__EI\ZWB Test System 2925.300 | 2975-300 12.12,01.02.00 | | Low | 2008-11411
Troponin | (cTnl) Test System 3825-300 | 3875-300 12.13.01.07.00 | Low | 200511411
 Digoxin (DIG) Test System 925-300 975-300 12.08.01.01.00 | | Low | 200511411
ﬂ;h Sensitivity CRP (hs-CRP) Test System 3125-300 3175-300 12.13.01 .90.0:0 Low 2005-1 1-11'1
ﬂg)g_\obin Test System 3225-300 3275-300 12.13.0105.0!0 Low | 2008-11411
|
|
|
|
|
|
|
|
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Iteimit ltemit

ftemit

AccuBind®  Acculite® ltemtt QSure®  nstrum

ELISA i CLIA Control
Microwells Microwells

i

ent

| Risk  First date of
tDM;S codo Class CE;—rrrarkf'ng

Anti-H. Pylori 1gG Test System

1425-300 1475-300

16.01.04.03.00 | Low | 2005-11-11

Anti-H. Pylori IgM Test System

15256-300 1575-300

15.01.04.03.00 | Low | 2005-11-11

Anti-H. Pylori IgA Test System

1625-300 1675-300

15.01.04.03,00 | Low | 2005-11-11

Cancer Markers

Alpha-Fetoprctein (AFP) Test System
B = T

1925-300 1975-300

12.03.80.01.00 | Low | 2005-11-11

CA-125 Test System

3025-300 3075-300

12.03.01.06.00 | Low | 2006-11-11

CA 15-3 Test System

5625-300 5675-300

12.03.01.02.00 | Low | 2010-06-29

CA -19-9 Tesi System

3925-300 3975-300

12.03.01.03.00 | Low | 2005-11-11

Carc-iﬁoembryonic Antigen (CEA) Test System

1825-300 1875-300

12.03.01.31.00 | Low | 2005-11-11

Nex| Generation Carcinoembryonic Antigen
(CEA) Test System

4625-300 4675-300

12.f03.01.31.0c4 Low | 2010-06-29
|

Frec B-Subunit Human dhorionic Gonadotropin
(fBhCG) Test System

2025-300 2075-300

12/03.01.90.00 | Low | 2005-11-11
|

Allergy & Anemia

Ferritin Test System

2825-300 2875-300

12/07.01.02.00 | Low | 2005-11-

Folale Test System |

7525-300 7575-300

iz}

12.07.01.03.00 Low 2010-06-2

Immﬁnoglobulin E (IgE) Test System

2525-300 2575-300

12/02.01.02.00 | Low 2005-11-1

—_

Transferrin Soluble Receiptor (sTfR) Test
System

8625-300 8675-300

12.‘0?.01‘05.0(.; Low | 2010-06-29

Vitamin B-12 (B12) Test System

7625-300 7675-300

12/07.02.04.00 | Low | 2011-09-26

Folale, Vitamin B-12 (VAST) Test System

7825-300 7875-300

12,07.01.00.00 | Low | 2013-09-18

Miscellaneous Controls

Anti-Thyroglobulin (Anti-Tg), Anti-

& Negative

12.50.01“18.0& Low | 2010-06-

Levol

Thyroperoxidase (Anti-TPO) Control — Positive AlIT-101 2‘%
High Level Fertility Control — Single Level — i
Progesterone, Estradiol,[Human Chorionic FC-300 12,50.01.16.00 | Low [ 201 0-06-28
Gonadotropin i
Maternal Control — Tri Level - Human Chorionic | ‘
Gonadotropin, Free Beta Human Chorionic s : )

Gonadotropiri Subunit, Alpha Feta Protein, MC-300 2i60.01. 168 Low | 2010 06'2%
Estriol | N
Thyroglobulin (Tg) Control — Tri Level TG-300 12.50.01.16.00 | Low 2010-0&&!9
H. Pylori IgG Control — Hositive & Negative HPy-1gG-300 12.50.01 .16.qu} Low | 2010-06-20
H. Pylori IgM Control — Positive & Negative HPy—IgM-Sd}O 12.50.01.16.00 | Low 2013-09-16
H. FJy[ori IgA Control — Positive & Negative HF‘y-IgA—S{jO 12.60.01.16.00 | |Low | 2013-09-16
Thyroeid Binding Globulin (TBG) Control — Tri- TBG-300 12.50.01 .16.0? Low | 2013-0941 b

Miscellaneous Instruments

21.02.10.01 Low | 2010-06-29

_A_ut_oplex ELISA & CLIA Analyzer INODE

Et_oéiex Generation 2 ELISA & CLIA Analyzer INODB-2 | 21.02.10.01 Low 2013-{]9-51;6
Lumax CLIA Analyzer INOO1 21.02.10.01 Low 2006-08-24
Neo-l.umax CLIA Analyzer INO10D

21.02.10.01 Low 2011-09-26




2013-09 DoC_MB_v08

| N Declaration of Conformity _
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i_ ftemit [
Itemtt QSuUre®  nstrum b Risk || 'First date of
EDMS code Class | CE-marking

ftenit

; AccuBind®
Device lypes

i ELISA ! Control ent

Microwells Microwells | !

INOO5 | 21.02.10,01 Low | 2006-08-2

4
Eulse 3 CLIA Analyzer INOO7 21.02.10.01 Low 2010-06-29
[ Lum INOO4 | 21.02.10.01 || Low | 2007-03-01
8
0

Impulse 2 CLIA Analyzer

Lumax36 CLIA Analyzer
IN0OOB 21.02,10.01 Low | 2011-09-2

Lutdatic CLIA Analyzer
Eldex 2.8 ELISA Analyzer INOO3 21.02.10.01 Low 2007-08-1

Neo-£ldex ELISA Analzyer IN00S | 20.02.10.01 | | Low | 2011-00-26
IN013 | 21.02.10.01 || Low | 2013-09-18

PrisMAlic ELIGA Analyzer
Plate Washer Microplate Washer IN002 | 201.02.10.01 | | Low | 2010-06-29
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| QUALITY | DEVI E
Monobind, Inc. H NSAl Certifed | NSAIf;tlfied€

DECLARATION OF CQ)NFORMITY

Product Family TOTAL AND FREE PROSTATE SPECIFIC ANTIGEN (PSA and FPSA)

Specific Product Details
Product Description Item # Item # EDMS Code GMDN | GMDN | Risk Glass

1 ELISA CLIA ELISA | CLIA |

. Code | Code |

Total PSA Immunoassay 2125-300 | 2175-300 | 12.03.01.32.00 | 54664 | 54665 High/ List B
Free|PSA Immunoassay 2325-300 | 2375-300 | 12.03.01.33.00 ||54668 | 54669 | High/ List B
Cancer VAST Immunoassay | 8425-300 | 8475-300 12.03.01.32.00 ||54664 | 54665 High/ List B |
Multi/Ligand Control ML-300 ML-300 12.03.01.32.00 | 38207 38207 | High/ ListB

Manufacturer

Name Monobind Inc.

Address 100 North Pointe, Lake Forest, CA 92630

Country United States

Representative

Name CEpartner4U BV,

Address Esdoornlaan 13, 3951E§B Maarn

C;:ountry The Netherlands

Telephone +31 (0)6 — 516.536€.26

Notified Body

Name NSAI

Body ID Number 0050

CE Cert # 304.1006

Registration # NL-CA002-2011-23306

Means of Conformity |

Monoblnd Inc. declares that the product listed is in conformity with the Annex [V, IVD Type List B essential
reqmrements and provisions of Council Directive: 98/79/EC

And is ini conformance with the following standards:

EN 13612—2002 EN 980-2008 ISO 14971:2009
ISO 18113:2009 EN 13641:2002 EN 13640:2002

Under the principles of 1ISO 13485:2003

1 Signature
Place and date Monobind Inc. October 28, 2011
Signature A’Skahlo‘
Name | Tdny Shatola Title QA Director
|
100 North Pointe Drive ‘ Phone: +1.949.951.2665 | www.monobind.com

Lake Forest, California 92630 USA . Fax: +1.949.951.3539 info@monobind.com
|
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