To whom this may concern

3%t D:a_"(e:fﬁl'\'/larch 18, 2019 Letter of Authorization

'"Av'ahtor' Perfarmance Materials Poland S.A., feg. No. 0000010108 |who is an established

mariufacturer|of Hematology- Reagents, Stams Controls and Calibrators and products for
Histology locgted at:

‘Sowiriskiego 11
44-101 Gliwic
Poland

N )

Ihére‘With g_:onfirms-that'

- I.LM Global Blomarketlng Group Moldova S.R.L
Republic of Moldova
“-MD-2001, Chisinau-
Tighinastr. 65, 607 office
Tel (373 22 ) 849 120, 549 121
Fax (‘373 22 ) 547 373 |

Lis authonzed to act as our dlstrlbutor for our hematologyfhlstology reagents and controls
~(Producis) in Moldova :
N |
We declare that we WI|| supply the Products for the needs of tenders
We declare that we will supply the Products for tenders with warranty as per the Avantor
- General Conditions of Sale.

Furthermore |.M Global Biomarketing Group is duly entitled to:

* Register, promote, offer, negotiate prices and sell our Prpducts in Moldova:

e ©carry out the required product training of the medical and technical personnel who will use
“these produycts.

Thé product specialists of |.M Global Biomarketing Group | hdve been [duly trained and are
qualified for providing all services in regards to consulting, sales, maihtenance and training.

In all the above activitie’s IM Global Biomarketing Group is acting in its own name and on its
own account. '

This- authorlzan 3]y Ietter is valid until about 1 year after date.

: Avantor Perfornnance Materlals S A |

Poland

s
\E'\\';:Q\Q%Q(ob
Tl
. .Hvan den Berg,| - i :
- Marketing. Product Manager Diagnostics




R “has been! mdlted qn'

Awarded

'f; ntor Performa

as Ce mﬁcamm ce

ICE

valid yrns): 14 September 2021

Gertiicate Nimber: - PLOOBBTS:

find satisfactory operation of 1he o;gammfzorl rMs

254904 00

/Jg 'r/5e wgrmzmizaﬂ

| m!m 15 S'e'i;tember)‘i20‘1‘8‘1"""3

naiement Systeny,

/ t@;ﬁbx scope of'this mg&;m {md the ﬂpp{emb:/riy of the .WMgmm' 1‘)’!/6’!2/ neqmmmﬂn :

1850

MANAGING QIR ADDRESS: [%u!;‘.su Ve l’uiska;Sp e, ul
FICE ADDRESS Bures Vosie Pilaka S 00, 1, Migsa)

HEMICAL PRODUCTS |
: :NOBLEI .
EMICAL [SERVICES. e

ICAL PRODUCTS INCLUDING |
$ AND HIGH PURITY Q()LVPNTSL

D CHEMICALS. HIGH

<>Ci£:1

~SYSTEMEW

babowea 5, 02796 Watsagws, Datband;

7 AC 081
nical Manager o
|
Warsz ‘.Mi;«n(l . I

terials Po»!and S A.

P:lum Eentium
. AKRESYTACJI

DE[I]TI"IR ABJA

cQHZﬂBIANM




£1

[OpE 30050 0FFe 7 - 59 uiN
IWhog O FEID0I L]
o L 00-£98% D811 MDY O - eI EeN
i sommy TUUE LYEL TR ey
T 0001 Z58¢E O i BIAD |
_xEc wocm| oSz 2814 NO XM midih
TF [ U2H maloPAD |
W 00 DOS0'GLFE =
005 00-0LFE BULT nIBNAD)
s DO-LISE
3T O00TTIE] 33 ND MO I wleAD
B "
_ 37 o5e G aENAD 10100 AT
11 OGS 30050 2862 93 ND -£S8 miorW0 egnzg mc:Wa
2 = T TRy o
._wul 3d005¢ 062 VSV 0| { o7 L
San00L 81FE PERECPNG LS 3
E, SO SIE oy 8102 "5z Kienuer
— = — H __” ﬁmﬂw : BiFND SMOEQY wlefD il o PO R
m R T i 5 R i o i _
ST Tor 00-025F] 564 ND 019 nBWAD PUBIOd "S0IMID
TOT 045 y
95
BA —i% :
=T =t _ .
_h mwm wma_.om BIVE! Buppew 37 e Je8q YoM pus joaIsy B1EP U] JSYE 10 U gﬁﬁ:o Ad 1@y ey uo
15 n@oﬂa aue ﬁ@s puUB SAOCE paqliasep $80iAap “mc,_uw_._._ Al 84} (12 105 plien S| UoHEIERSP SIUL
T PR et D (o7 : conmhm_mu._xwmsawﬁsm
102 e = 7 18100 D3/6./86 PAIDBIA CAI SULID {| XSUUY 0°6 151 PUE y 1517 10 12 1ou aue Syonpoid BuL -
101 Gd0L06 SBvE 'Sa01A2(] [BOIPapy S1SOUBEIC OIA U| Bul jo Bubiiew 37 JO) 9iSeq BU} S| UOREIEIIBp SILL
02 OIEE| “O00ZI0GSLLS wiPiiG)| ‘Piepueis S8veL 0S| 1o Siuswelnba) 5Y) pue 53/64/86 BAlDAQ Seaineq [Eipay oisoubelg
102 0Z06'2ese 000F-00ZE WESYS/ wy PN QA U] BYE m Adwoes wﬁﬁ e LT UM pajage| aje jsi peysene ul psucuaw sjuabeey
309 2c0206' /852 oo upmigh uc_;oﬁ A Soop ARy
0z i S
102 040206 £8v] N PTG} - pURIOS
= LB . OIS ‘LOk-p
»ﬁ v
- REL oy - W h . _ @engiloBansumos’ . ¢
= e ag e e A Tl |.N.E.Cw. .ﬂ-—a__m e E— TS L T i T
REIEE _— —— s - =55 = : 18 paiese; o ur onsoubeip o) spnpoid
En =_ !u__.___a ¥ pug sjuabeal mcum‘ﬁﬁwﬁ_cmE uo:w.mnm_mm UB'SIOUM V'S nrm,_cm S[EUSIE SOUBULLIONS .&.Em_.&
— sau 0By wemia) :
- Hd¥ a:Pinia}
ST - 005 DY mPiniO
SIoEqY wpinyal -
i e TG m_\n&z__m Ay h.«__.Eou:du jo uoREIRPA. o S
. Z2 wpiig| 3 . Ml
& e COCTEEL ZEBY L

TS T L et e

s1anpoud paysews 39 051y ponposd soyeg iy

B T B

O

e g AN LA

L s

JIOJUDAD /D

M 0L

£ il OEHsMeg
Lr_cr\»_.u. U..:i.nmu .m.:u_ou LULU»?& aUDULIC; Lt ASYADAY T



£iE It
T5 50108 GO5E < : .
e 340006 5068 naJBBIORIN
15e 34005z SoBe
102 0206 6E6E]
T01 IF0L0G EE6E
02 40206 o6t
J.w % mzmmmwmnmm AM %) 90AuSDIBUILIO S palayng A %01
ot DLOB EEBE
s Dd000S EERE
T 000L teee
BLEEZ L 2L U0CE B9gE mzﬁxa._ A w x_EmU
e A
gy TEIUZEITIEIE HINA _§Eo TS
OE BBOE/BH9E HI1 D84 Peanpay 5a/m
IWHEXS ¥ SNIEA PEPUSIXT -OAU0G 18/oiEld
ez LSPRISGTESSrE] HiN/T 100000 iG-S
. WoEXxg §EEE H¥ZENFepE oMU NOan) -
...... —————L— = — e e e T TOTEIEoreiearE] = xﬂﬂﬂﬂqt_adu
M. N0 % ALl » W5z ECPEICLPIbTE] N 1
T3 7
“E Mv HIN 104100 ya-e
W5e
— WG5exg :w szf._xé&uﬂwﬂﬁl
. WGZxy e
P RTITT o  m— ; - T HINTieR0e seisiiaiedg
: “s8d — - - : Bl —
e S T e e i A% i} 340005 THYE| : %g
0050 £88E ; " : : i 0oL _ £ z ,_.nm.m Snid E_._ae.l_oEm
00502885 ] i E_umﬁaﬁ 1 : T . 30001 7568
~ 155z061280l : SN T 00-298¢E S5 ;
5090'126E _ ..,é.ﬁs . 15 i - 00288E BIXT  UBSID0N]
D050 Le6E] . _ oz SR ;
— e . S 3 6005 208¢ _ : :
o e T e, i oL Sd00LD Z06E]___ GO mUBBI00I
d00Szesse| . TR 2 :
= GE noejospiedeg ] - T - —
- 3J000L'95SE] : el i ;  iEs :I.!..II..._.M....u T e |Wa.m“%nnmwm:.:l:..||..I:..§.:n§mo¢
e e e 7 3 Ee s I R - T S : —0DOLS8IE ] TSI e
34000LSegE| - P i . - : : R 00-G06¢| w UBAIOCI]
Sd00ST¥esE|. 3 : : 75 006¢ ;
SdoooLveseE] R b s —wo0s EELNE
“B0SZ SoET) | g T Rl S 90IE
T O0ObSSEel. o - PEAUHSENE : 15 €9LE)
2 n_nmﬂl.m”hwm T = = . L L . = 07 — ;
— cgw.mkmn|miww. { ST e e e : P = § SRR s
00GZ 0180 ——— : : : . . T L OJ000% 6562]_ g 08
: 0000288 i et e R 4 I ) 5 ~ 0do00S S2ve — eskone] -
. 150818 98%E] . . U B o T G by : 000G BSAE] 551] NG 000ZI008E 15 w15
I : 2 T eswain 3 R T : - Odooos essz] : 2815 NOAGRA wIBWAD
R ooaprgegele Bt s e == i Iy Tt AR S000LSBYE ] - : A NN WIS
Sd00Sz 0088 iy e e . ] ot E Sk ~ S3000F o
~_adooorooss) - .| o HOHOONA-UIso3 I ; B SRR T : Go-ggrel ; §uzu=_mz§.a.§u,
i N e TR e R LR N i e S S : . Tt = Sd000L pare] RN adsAD)
‘emsyoed . | sequnupnpors. | . . . Jonpoig Rk : B e Saumnipneold PNpoid

s1anpoud pasew 33 40) 3sit «o:vmhn ﬁxwﬁ..ﬁw.. b m.—u:uoa PayIeW 33 10) 181 Jonpoid sayeg ) p



Heme-taiagy Ana!yze

a TRAINING |

orocovici

C%Iobal Bfmnqustlng Grnup

s{r Tlghinhs% of.so:r s R e |

zim c:msinai. Moldau A

i '-_:-litlabs-igit'té,rsd_e;i a Tays training on goods manufactured ar distribuied b
April 1240 — Aprl 13th, 2012 K,

(RO T s S e

: Dfeventet* The querfamzs

Plama ﬂaﬁe 13, 04&012

i e
\._}‘ali.'i"

[ e NSl i > | T g #

@ Benesphera' | ACANTOR

R rmm_& AATRINALS

o
BE e




~+ used in combination with CyMet* BS CN Free.

_ GANTOR

PEARORMANCE MATEHIALS

Diluid* Erma

' Diluid* Erma is a specially filtered, non-sterile blood diluting fluid for use in cell
_counting and sizing. \
The reagent is designed for automated instrumentation, capaple to monitor a three-
_ part WBC differential, based on the aperture impedance pringiple and electronically
_adjusted to joperate at an osmolality of 330 * 20 mOsm/kg. Diluid* Erma should be

' ngmgg,: gn“ d p[ingl iple _
The'reagent is used to dilute whole blood prior to counting and sizing of RBC, PLT
and WBC. Content of the reagent maintains stability of RBC,|PLT and WBC during

counting.

o Q_Q_n_te_u_t,_D luid* Erma is water based and contains:
. NaCl; Na,SQy, procaine HCI and preservatives in an inorganig buffer compound.

!![ " ! I'-

i Hérm_f_ul?if swallowed. Avoid contact with eyes, skin and clothing.

Me_anﬂ_s_tgbiﬁm;piluidf Erma is etable for three years at 18-30°C.

_ There are np visible detenoratlons othervwse the reagent shouldn’t give optimised
. The reagent can be used ‘through out shelf life, giving optimised

. No guarantees to reagent performance iare given after the expiry date.
\ |
i ) | \

Diluid*:Erma should be used undiluted according to mstrumert manufacturer's -
instructions for use and should be connected as listed in the Qperators manual.
Reagent may be usedLWIth Hypochlonte 0.5% or DetectoTerge BS as a cleaning
agent: Furthermore reagent may be used with next lysing reagents: with CyMet* BS
CN Free.
REF 3459.9020 Diluid* Erma . 20 litres cubitainer

& T__rademark- of Avant%rw‘ Performance f\/lateriéls - Deventer -+ The Netherlands

A de

Avanton™ Performance Materials
“ Teugseweg 20 — 7418 AM Deventer — The Metherlands
Tel: +37 (0)570 687500
The devices as mentloned in this sheet comply with the
InVitro Diagnostic Me‘dmal De'wce D|recttve 98I7T9EG

VERSION:|2011-08-12
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Descriere
-~ CyMet BS3 ¢
numararea i
probelor deri
Reagentul es
‘WBC, bazat
asemenea pe
fie utilizat 1
differehtial.

Prmcmlul de|

CN Free este o solutie de lizare, nesterild, filtrata i
dimensionarea celulelor de singe. Destinate pentf

vate din corpul uman
ste fabricat pentru- instrumente automate capah

ntru a analiza hemoglobina prin mérurarea optica
h-combinatie cu Diluent III Diff la analizatorul

CyMet BS3 CN Fr

I

rd. CyM

pe principiul de impendantd de aperlu‘

lucru

‘Reactivul este utilizat inainte de a misura si a dimensiona prob

proba RBC p
‘modifici WE
Continut
Cymet BS3 ¢

etilen-alchil-

Avertiziri si
Nocivin caz

Pistarea si st

entru a elibera hemo globlna inainte de a o analiza
3C pentru numdrare si dimensionare.

,N free este bazat pe api si confine compusl cuate
alcool.

misuri de precautie
de inchitire, Evitai contactul cu ochii, pielea si in]

abilitate.

CyMet BS3 (

_In‘dicat.ii de d

"N Free este stabil pentru doi ani la temperatura d

eteriorare.

‘Nu exista d
optimizata. R

Instructiuni d

eteriordri vizibile, .in® caz contrar; reactivul nu
leactivul poate fi utilizat pe tot parcursul termenu
mantei reactivului, dupa expirarea termenului de g

e folosire.

- CyMet BS3
~-analizatorulu
‘operatorului.

Dimensiuni ¢

CN Free| trebuie ‘utilizat nediluat, In conform
| hematologic si trebuie si fie conectate dupa
Reagentul poate fi utililizat cu reactivul Diluid III
I

utie

REF. 2982.01

Marcd : Avar

e
T
i

Awantor
Tel +34
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“The dev

00 PE CyMet BS3 CN Free
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- The Metherlands §

s 18-30C.

1 conditii speciale, utilizata pentru
u utilizare in vitro, in examinarea

ile s& monitorizeze diferentierea

let BS3 CN Free este folosit de
.. CyMet BS3 CN Free trebuie si

hematologic BeneSphera 3 part

A WB_C. Reagentul s‘tror:n'fi:l»i'z%saz‘.é

prin masurarea opticé, si

i .M

. o o
rnari de amoniu si un poli-oxi-

\bracimintea.

ar trebui si atingd perforrnanta
ui/de garantie. Nu existd g,arantle
aranpc

[
tate cu instructia de utiliz‘bre a
cum este enumerat in marualul
Diff
500 mililitri cutie
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Descriere
DetectoTerg
curdtarea cel
curatarea par
pentru exami
‘In utilizarea
fiecare anali

_.Principiul de

TOR

= BS este un lichid de curiitare nesteril, filtrat in cq

C‘F' Mﬁ‘?ﬁ#ﬂ_ﬁ\ﬂ.ﬁ ;

DetectoTerge BS

ulelor de sange. Produsul este fabricat pentru ins
tilor diluante ale singelui In echipament. Este d
narea probelor derivate din corpul uman.

zilnica solufia DetectoTerge trebuie-sa fie coneg

lueru

Reagentul es
_de celulddin
40 Solutla este-i

tuburi. Aces

- reagentului i1

Confinut
DetectoTerge

- conservanti i

Avertizari si

te utilizat pentru a curata p

artile d1luate de singe, 1

mstrument
izotonica’ sl contme componentl act1v1 pentru ¢ ind
la. contlne de asemenea un colorant verde, ind
1aceste\tu ur1 ' ‘ [ s

BS este bazat pe apa si contine: Po!y-oxy-ethyler
ntr-un tampon comus anorganic.

masuri de DI'CCEUIUG L

Nocivin ¢az

Péstarea si st

de 1ngh1t1re Evitati contactul cu ochii, p1elea si in]

abilitate.

Solutia Deteg

Indicutiided

eteriorare. |

toTerge BS este stabild timp de trei anl law temperd

Nu existda d

optimizata. R

asupra perfor

Instructiuni d

steriordri v121b11e 4n caz contrar, reactivul nu
eactivul poate fi. utilizat pe tot parcursul termenu
mantei reactivului; dupa expirarea termenului de g

e folosire.

DeterctoTerg
analizatorulu

operatorului. |

Dimensiuni @

e BS trebuie utilizat nediluat, in “conformita
i hematologic si trebuie sd fie conectate dupa

utie

REF. 2970.0900 PE '
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nditii speciale, utilizat péntrlfl
[rumente automate, capabil pentru
pstinat pentru a fi utilizat in vitro

htat pé:rmahent la analizator| Intre

73, DetectoTerge curifa de singe canalul de aspiratie. DetectoTerge trebuie ‘Fé fie

i _ht_ilizat‘ la analizatorul hematologic BeneSphera 3 part.

fhainte de a elimina fragmentele

|
eparta celulele sangume ramase in

fensiv, care permite Vlzuallzarea
3 T5m 1

3 l\.‘

je-alkyl-alcohol, NaCl, Na2§04

\bricamintea.

tura de 18-30C.

LAt
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lui: de garantie. Nu ex1sta garant1e

ar antle
i

te cu instructia de utilizare a
cum este enumerat in manualul
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Intended
Hypochlomte 0.5% |s‘a specrally filtered, non-sterile|cieaning fl

~of cell cou
The reage
_tocleanb

S'ur'nmag and erncipl

The reage

the instrurnent.

- Content |

-_ Hypochlo

= Sodium h pochlorrte (0 5% actrve chIorlne) and poly—oxy ethyle

Warnlnq nd- recautrons

AV, f\N"rore

RMANCE MAETEFRIALS

Hypochlorite 0.5%

use
nters.

nt is designed for semi- auton‘1ated and automated in
ood dllutmb parts of the instrument. -

nt is used to clean blood diluting parts prror to remoy

ite 0. 5%\ is water based and contams

Harmful if

Storage and stabrlltv

Hypochlorijf

Indication

te 0 5 % is stable for one year at 18- 30°C
‘ .

S of deterroratron _ 1

There are
performan
performan

Instructlons for use

no visible deteriorations; otherwise the reagent shou
ce. '_I'he reagent can be used through out shelf life, g
ce. No guaranteeé to reagent performance are giver

Hypochlor
instruction
Reagent

" Pack size|

REF 3917
REF 39817

te 0.5% should be used undlluted according to instry
for use and should be connected as listed in the O
ay be used with all kinds of Diluids* and CyMet's*.

1000 Hypachlorite 0.5% 1 liter bottle
5000 Hypochlorite 0.5% 5 liter bottle

* Tradem;

Tel:
The
In Vit
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“ Avanior™ Perforrnari ce Matenals
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swallowed Avoid contact with eyes, skm and clothing.

lid for use in cleaning
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e cell fragments from
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Idn’t give optimised
iving optimised
after the expiry date.

iment manufacturer’s
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- Boem zauHmepecosatitbiM nuyam

' ABTOPU3aLMOHHOE NMUCBLMO

HaCTOFILu,HM Mbl, komnanus «HELENA LABORATORIES (UK) Ltd», Toprytou.téﬂf KaK
.«HELENA BIOSCIENCES EUROPEY, ¢ LeHTpankHbIM odmecom no agpecy: Queensway
South, Team. Valley Trading Estate, Gateshead, Tyhe & Wear, NEI OSD,

BenMKOSPHTBHMH NoATBEPXKAAET, YTO:

Komnanusa ""GBG-MLD" SRL, pecny6nuka Mongosa, r. Knwunés, MD-2001, ynuua
ChisinauTighina, noM 65, odbuc 607 ABMSIOTCH YNONHOMOYEHHLIMY AVICTpI/I6I:I-OT0paMl/I
~Becel npoaykuuu Komnanum «HELENA BIOSCIENCES EUROPE» Ha Tepputopun

- Pecny6nuku Monpaosa u aBTopmsoBaHa NPUHUMAaTkL y4acTue BO BCEX TEHAEPaX:

Komnanuu "GBG-MLD" SRL UMeeT NpaBo MMNOPTA, NPOABIRKEHUS U NPOAAXH
- BblLLE NEpelncreHHom NPOAYKUMY Ha TepPPUTOPUM Pecny6nuku!Mongosa.

Hacrosiee nucsmo gelctautensHo ao 31 aekabpsa 2020 roga. ‘ 1 o

Tara: 22!01!?020

Phone
Email:.

Hslena Blasclences Eumpé
@helena-biosciences.com

Queensway South, Tearm \’ﬂleyTradmg Estate, = Tel +44 (C)j191 482 8440  Iinfo@l
! Gateshaad Tyne and Wear, NEH 08D, UnltedKingdom Fax +44 (O)191 482 8442 . www helena-blosclences.com

: mammmmmmumnmm“uw Registarsd [n Bngland: 1796207 150 18485




Declaration of Conformity

elena

Blosclences Europs

HL-7- 0511 DC DOI 2013/08 (3)

In Application of the Council Directive 98/79/EC on t

the laws

Devices & CE marking.

Declaratio

Requirements and Annex lll (EC Declaration of GCor
to 5. The below listed products are not classifie

sections 2

AorB. A

of the Member States relating to In Vitro

n of conformance to applicable sections of

ccess to the appropriate technical files will be

he approximation of
Diagnostic Medical

|

|
Annex | - Essential
formity) imposed by
d Under Annex Il Lists
made available to the

appropriate body in the event this is required.
Product Description pMDN
Code Classification Code
|
5376 Clauss Fibrinogen 100 55997
5376H Clauss Fibrinogen 100 55997
|, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.
Full Name:| M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 05 Aug 2013
{ 1 3 —
Tel +44 (0)191 482 844() Helena Biosciencep Europe
Fax +44 (0)]191 482 8442 Queensway South| Team Valley Trading Estate,
info@helenabiosciences.¢om - Galeshead, Tyne gnd Wear, NE11 0SD,

www.helena-

biosciences.com United Kingdom




il eﬁ_epq;\bem
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24.12.2019 |

HA DKCKAONBHOE MPABO MPOAANU

O6Luecrao c OFpCJHI/I‘-IeHHOVI oTBeTCTBEHHOCTLIO «ME/
Poccvm MOCKBO ya.Bo
npomsBoAMTeAb peareHToB AAs TpaHcdyanoAorin (Lioanii
- [€HEePAALHOrO Ampelqépq Bukroposa H.A.- ocbmuncmbHo
cbvpma IM «GBG- MLDB» SRL , pacroAOXeHHAs Mo aApecy :
TurnHa , 65, ocb 607 , Pecnybavka Moasos
M AUCTPUBLIOTOPOM (QBTOPU3OBAHHLIM AVAEPOM) BCE
bonasoacTsa OO0 «MEAVUKAOH» Ha Bcel T4
/lonsoBA,

KuwunHés, yAa.
OOUUNAAbHBI
- NPOAYKUMM M
Pecriybanku |

- IM «GBG-
NPOABUXEHE
hupmor  Q
IM «GBG+
«MeAUKAOH»
~AGVICTBOBATS |
 BCe TeppUTa

<idp
MEBJHKHOH
l2/2i?6 Mocksa, boraHnieckas ya, 35 , 1\ (495) 231-2272,

OO0 «MEAMK/\OH» B Pecnybanke Moaaosa.

|B HACTHBIX U- TocyaapctseHHbix TeHAepax 1 T
KAK OOULIMAABHBIN NPEACTABUTEAD cbmprl O

000 «M
POAYKLMIO, 11

e- mall Medmionc(‘)modwk)ne ru

9160? Plc 40702810038040106975 8 NAO Chey
1027700153766

CBUAETEABCTBO

LGHW-IeCKO‘;I 35, OI'PH 1027700153

MLD» SRL umeer npcmo HO PACNPOCTPAHE
[pew\cmy] Q TAIOKE NOAASPXKKY MPOAYKLIMY,

-MLD» SRL  MMeeT NpdBo YHacTBOBATL OT UM

punt Pecybankin Moaaosa

BAPII(AOH» pClCI'IpOCTpC!HS!eT CBOW MNOAHBIE T CIF
POAGHHYIO hrpmMOIE

«MeAVKAOH>

IM «GBG-MLD» SRL |.

000 "MeaHKaoH"

(499) 502-12-14

b6aHK r.Mockea, K/C

KMo 51203590 OrPH

WKAOH» 127276
5766 - :

\OHOB) B AULE
YAOCTOBEPSIET, YTO
MD-2001 r

0, SIBASISTCS]

sppUTOPUU

HWe (peaansaumi),
BbINyCKOeMoun

1eHn chupmbl QOO
eM CaMbIM
OO0 «MeankaoH» Ha

DAHTUN HA

I.A.Buktopos
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({ LOAMKAOHbBI  Autu-A, AuTi-B ¥ ARTU-AB)
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Cepusiz 282211

OKII: 935816

Copen: 1 HosGps 2020 ¢

Eaunnrina: 100 ma

e Ve

o0 ‘.\\\\Q wkrotr”

SOTORMNEC YT v 35 TN (493) 2312272 (4993 502-1214
MACNOPT-CEPTUPUKAT NPOUIBCAUTEAY
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( UOAUKACHB!  Antu-A | AHTH-B v AHTM-AB)
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aocobEoCTs QITAKTUHOL Y © BowTROoUMTOM roynnet Q) | Cogreercraye? |
| | ATTADTIRC L3 HQ PACCROCTw ] |
| ._.uTEDOL_\_.nm Al 1 B € coomsaercreyiowimme |
UoAMKACHOMYU  AGAXHT  NOSSWISCS 2| Copreetcrsyer

| no3anee 10 CeK. NCCAE CMELUMBAHMSA 1:32-1: 64

T TTWD  LOAMKAGHO  OHTA-A & pEoKLin
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_Agreement" rev.0117 valid until 31-Dec-2020, with possnbillt\,

Dia.Pro
Diagnoshc

BioProbes

'DIA.

-- __-Le.i:ter of Authoriza

We, “Dna Pro Dlagnostlc Bioprobes S.r.l." located at Via G.
Giovanni (Mllan) 20099,.Italy, authorize

- GLOBAL BIOMARKETING GROUP ~ MOLDOVA
Str. Tighina 65, Oficiu 607
~ MD-2001 CHISINAU
REP. MOLDOVA -

as our e}ccl_usive'distribuitor for the territory of the Repub
in various tenders with Dia,Pro ELISA products.

We, Dia.Pfo"- Diagnostic Bioprobes S.r.l shall supply our distrib
GROUP -~ MOLDOVA SRL with all products in strict compliance
between both partles for ar{ additional period.

Dla Pro D|agnost|c Bloprobes S. rl will ‘grant the supply of al

natural expiry, of which a documental proof has to be provide
GLOBAL BIOMARKETING GROUP - MOLDOVA SRL.

Sincerely yours, | N |13

1gstic Bioprobes S.r.l. |
. DIA.PRO.
0¢_BIAGNOSTIC BIOPROBES S

Date: Milan}

tion

Carducci, Nr. 27 - Sesto San

SRL

lic of Moldova, to participate

utor GLOBAL BIC)MARKE'ﬂING

Wlth the existing "Distribution

' of renewal upon agreement
| |

| awarded tenders until their

1 to Dia.Pro by the distribltor

31-January-2018

- DIA.PRO Diagnostic Bioprobes S.r.l,
: Sede legale e lab.: Via G.Carducci, 27 ~ 20099 Sesto S.Giova
Tel +39 02 27007161/6450 « Fax +39 02 44386771 « hitp./iwww.diapro.

ani (MI) — Italia _
t « E-mail: info@diapro.it

Capitale sociale €50.000,00 1.V. - P.IVA: 11924660159 - Rep. Imp. 1192460159 - REA 1509959




IDIA, | Dia.Pro
IPRO | Diagnostic

il % ot

o i
S HER

-

Rio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER
|

DIA PRO|DIAGNOSTIC BIOPROBES S.R L.
VIA G. CARDUCCI NP 27 — 20099 SESTO 5AN
GIOVANNI (MILANQ) - I[TALY

PRODUCT

SAGIULTI

HBs Ag one Version ULTRA
CODES: SAGIULTRA.CE (192 tests)

SAGIULTRA |CE.480 (480 tests)
SAGLULTRAICE.960 (960 tests)
SAGIULTRA.CE.DB (192 tests)

LAICE.96 (96 tests)

CLASSIFICATION

ANNEX IT - LIST A

ANNEX IV

CONFORMITY ASSES$MENT ROUTE

WE HEREBY DECLARE ’I‘HA’E THE ABOV
PRODUCT MEETS THE PROYISIONS Or’
DIRECTIVE 98/79/EC

L MENTIONED
'HE COUNCIL

FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY

AEMPS —1n° 0318

(LC) CERTIFICATE(S)

e FULL QUALITY ASSURANCE SYSTEM N°

2003 1210388 CT (i

except Section IV) ¢f the Directive 98/79/EC),

RELEASED BY EC

o DESIGN CERTIFICATE N° 2008 12 0588 ED
RELEASED BY E( NOTIFIED BODY N° 0318

o UNE EN ISO 13483 N° 2013 11 0039 EN,
RELEASED BY E(¢ NOTIFIED BODY N° 0318

1accordance with Annex IV -+

: NOTIFIBD BODY N° (0318

PLACE & DATE OF FIRST ISSUE

MILANO - DECEMBI

R 2008

PLACE & DATE OF CURRENT
EMISSION |

SESTO SAN GIOVAN

NI (MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

o d

Rev, | 12/2013

DIA.PRO Dfagnostic Bioprofies S.r.l.
Sede legale e labh.: Via G.Carducci, 27 - 20099 Sesfo S.Giovg
Tel. +39 02 2700716/1/6450 « Fax +39 02 26007726 « hitpi//www.diapro
Capitale sociale €50.000,00 L.V. — P.IVA: 11924660159 -~ Reg. Imp, 11924¢

nni (M) - talia
it «|[E-mail: info@diapro.t
60169 ~ REA 1509959




IDIA, | Dia.Pro

PRO | Diagnostic
s e (001 I IE, | (I .
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER ' DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
| VIA G, CARDUCCI NP 27 - 20099 SESTO SAN

| GIOVANNI (MILANQ) — ITALY

PRODUCT HBs Ab
CODE: SAB.CE (96 |lests)

CLASSIFICATION ANNEXII - LIST A
CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE HEREBY DECLARE THA"I;‘ THE ABOVE MENTIONED
PRODUCT MEETS THE PROV‘ISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC

FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY | AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY A SSURANCE SYSTEM N°

2003 12 0388 CT (i1 accordance with Annex IV -
except Section 1V) ¢ fft;he Directive 98/79/EC),
RELEASED BY E( NOTIFIED BODY N° 0318
o DESIGN CERTIFICATE N°©2003 12 0390 ED
RELEASED BY E(f NOTIFIED BODY N° 0318 i
o UNE EN ISO 13484 N° 2013 11 0039 EN, |
RELEASED BY E(¢ NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013 !
EMISSION | |
SIGNATURE |

Legal Representative i
Dr.ssa Fiorenza Scozzesi

Rev: | 1272013

A N T

DIA.PRO Diagnostic Bioprohes S.r1.1.
Sede legale e lah.: Via G.Carducci, 27 — 20099 Sesto S.Giovgnni( (M) - italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « hitpi/iwww.diaprolit + E-mail: info@diapro.it
Capitale sociale €60.000,00 LV. - P.IVA; 119246601;59 — Reg, Imp. 11924460159 — REA 1509859




EC DECLARATION OF C(

[

Dia.Pro
Diagnostic
Bio Probes

)NFORMITY

MANUFACTURER DIA PRO DIAGNOS[TIC BIOPROBES S.R.L.
VIA G, CARDUCCI Nf 27 -~ 20099 SESTO SAN

B GIOVANNI (MILANO) - ITALY

PRODUCT HBc Ab
CODE: BCAB.CE (96 tests)

CLASSIFICATION ANNEX I — LIST A

CONFORMITY ASSESSMENT ROUTE

ANNEX 1V

WE HEREBY DECLARE THAT THE ABOV]
PRODUCT MEETS THE PROVISIONS OF )
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEY

[ MENTIONED
"HE COUNCIL

ICES.

NOTIFIED BODY

AEMPS —n° 0318

(EC) CERTIFICATE(S) |

o FULL QUALITY A

2003 12 0388 CT (i
except Section IV) g
RELEASED BY EC
DESIGN CERTIFIC
RELEASED BY EC
UNE EN/|ISO 13485

SSURANCE SYSTEM N°
aé(}ordance with Annex 1V —
f the Directive 98/79/EC),
NOTIFIED BODY N° 0318
ATE N° 2003 12 0391 ED
NOTIFIED BODY N° 0318
N? 2013 11 0039 EN,

RELEASED BY EC|NOTIFIED BODY N° 0318

PLACE & DATE, OF FIR

ST ISSUE

MILANO ~ JANUARY

2004 |

PLACE & DATE OF CURRENT

EMISSION

SESTO SAN GIOVANNI (MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

YHIA 3 Iy
% 45 Y

DERGHROSTICANDPROBES

[ Rev: [ 1272013

AR ARET e rmra e e r—

DIA.PRO Diagnostic Bioprobes S.rl.
Sede legale| e lab.. Via G.Carducci, 27 — 20099 Seslo S.Giova

i (MI) — ltalia

Tel. +39 02 27007161/6450 » Fax +39 02 26007726 » hitp:/fwww.diapro.if « E-mail: info@diapro.it
Capllale sociale €50.000,00 |.V. ~ P.IVA: 11924660159 — Reg. Imp. 11924660159 - REA 1509959
|




|

| |
Dia.Pro
— e, ‘
Diagnostic |
Bio Probes |
|

i

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
V1A G. CARDUCCINf 2}5 - 20099 SESTO SAN
GIOVANNI (MILANG) - ITALY
PRODUCT : HCV Ab
CODES: CVAB.CE (192 tests)
CVAB.CE.96 (96 tests)
CVAB.CE.480 (480 tests)
CVAB.CE.960 (960 tests)
CVAB.CE.IPB (192 tests)
CLASSIFICATION ANNEX I -LISTA| |
CONFORMITY ASSESSMENT ROUTE |[ANNEX IV - ;

: \
WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF lﬁF COUNCIL
DIRECTIVE 98/79/LC N
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS - n° 0318
(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (if accordance with Annex 1V -
except Section 1V) ¢f the Directive 98/79/EC),
RELEASED BY E( NOTIFIED BODY N° 0318
o DESIGN CERTIFI(‘AH‘E N° 2003 12 0392 ED
RELEASED BY E(t NOTIFIED BODY N° 0318 -
o UNE EN ISO 13484 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FI1 [';{ST ISSUE MILANO - JANUARY] 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI/(MI) - DECEMBER 2013 |
EMISSION e | |
SIGNATURE | ]
Legal Representative A R /

MARNOET)

Dr.ssa Fiorenza Scozzesi

[T [ 12073 |

DIA.PRO Diagnostic Biopropes S.r.l.
Sede legale e lah.: Via G.Carduccei, 27 — 20099 Sesto S.Giovgnni (Mi) — ltalia
Tel. +39 02 27007 161/6450 + Fax +39 02 26007726 » hitpi//www.diaprofil + E-mail: info@diapro.it
Capitale sociale €60.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 - REA 1509959




Dia.Pro
Diagnostic
Bio Probes

EC DECLARATION OF C(

MANUFACTURER DIA PRODIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI NF 27 -- 20099 SESTO SAN
o) SIOVANNI (MILANQ) - ITALY
PRODUCT HDV Ab |
CODE: DAB.CE (96|tésts)
|
CLASSIFICATION ANNEX 1T - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX IV |

WE HEREBY DECLARE THAT THE ABOV
PRODUCT MEETS THE PROVISIONS OF '
DIRECTIVE 98/79/EC

E MENTIONED
HE COUNCIL

FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —nP 0318

(EC) CERTIFICATE(S)
2003 12 0388 CT (i
except Section IV) ¢
RELEASED BY E(

e FULL QUALITY ASSURANCE SYSTEM N°

)| a‘ccordance with Annex 1V —

ftihe Directive 98/79/EC),
L NOTIFIED BODY N? 0318

DESIGN CERTIFICATE N° 2003 12 0393 ED

RELEASED BY EC
UNE EN ISO 13483

NOTIFIED BODY N° 0318
N° 2013 11 0039 EN,

| | RELEASED BY E( NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — i]ANUAR\

2004

PLACE & DATE OF CURRENT
LEMISSION

SESTO SAN GIOVAN

NI{MI) - DECEMBER 2013

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

EBEFL
i

MAGRGSIE

[Rewr [ 122077 ]

sy

DIA.PRO Diagnostic Bioprobes S.r.l.

|
Sede lsgale e lab.; Via G.Carducci, 27 - 20098 Sesto S.Giavanni (Ml) - Italia

Tel. +39 02 27007161/6450 + Fax +39 02 26007726 + hilpl/iwww.diapro

i !E-mai/.‘ info@diapro.it

Capitale saciale €50.000,00 V. - P.JVA: 11924660159 - Reg. Imp. 119246601;59 - REA 1509959

INFORMITY




NDVATEC

i tMMUNmAGmnaTch GMEH

|
NovaTes Immundiagnostica @ik
WaldstraBe 23 Ab |
63128 Dietzenbach, (:efmany

; J : : joodl Tel: +43(0)6074/4876-0 |
GBC: MDL SRL | o Fax;+49(0)6074/4876-291

- Global Blomarketang Group : il E-Mail; info@NovaTec-ID.cont
: Moldova 0 SR i Internet: www.NovaTec-1D.com

65 Tighina Str., office 607
MD-2001 Chlsmau |
Republic of Moldova

- November 18" 2019

- To whomever it may concern

By hereby, we Novaﬁec lmmundlagnostlca GmbH Waldctrar&e 23 AB, 63128

Dietzenbach, Germany, declare that GBG-MDL SRL Globaf Biomarketing Group

Moldova, 65 Tnghma S‘ér office 607, MD-2001 Chlelnau Republic of Moldova

is our authorized dlstnbutor demgnated by us to promote, to register, to distribute
and to represent our products in the terrltory of the\Repubilc of Moldova.

) Thls declaration is vahd until December 31”‘ 2020 bnless terminated by either party
before the date of explratlon ,

With best regards

i UND!&E%IOSTICJ\ GmbH

: MM
- General Manager MO AR 2 AG
83128/ Dietzenbach, Germany

(n,scf BHE thrung: £ ; Deutsche: Bank Sparkasse Langan-Seligenstac:
iritta-Maria Duu"n“fmn Berlic: [ BlZ 50070024 BLZ 50652124
Kto.-Nr, 0106120 Rlo-Nr, 5124 300

| : :
dnd(l:req? teJ HHH Oﬁer‘ba( t T?OJJ i BiG: DEUTDEDBFRA | BIC: HELADEFISLS,. 5 ‘
e 3 . - me i BAN: DF 20 5607 0024 0010 GT?D 0o [T IBAN: DE 405085 21240005 1243 O‘U
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Date: 22-01-20

“To Whom It May Concern
~ Letter of'Authorisation

i 'T_i'iis is to confirm that GBG-MLD SRL of str. Ti'ghinaf 65, of 607
Republic of Moldova is an-authorised distributor for Lorne Lab
Moldova.

- GBG-MLD SRL is authorised to.present proposals, offer quotat
- and participate in tender number 18/0003 for the National Blog

I\/I

LAB ORATORIES

N 2001, Chlsmau,
Jrﬁtorles lelted m

fions, accept orders
d Transfusion Center

; ’ror products on behalf of Lorne Labo;atories Limlted This authorisation is valid until

31, 12.2021,

The'U_nderézigned_herqwith states that the above is true and cor

ORNE L ALORA!O RS L

l.%mt‘l Cutbush Park industria
Danehill

Lower Earley

Berkshlr-e Aace AUt

it o| WErimertewnt

IanJ &
g\(\]g |rector

Mana

And duly authorised to :sign this Authorisation.on behalf of Lorne La

Lorne Laborato)

Unit 1 Cutbush Park Indup
Danehill, L

Berkshire [RG6 4UT Unite

rect.

iTED

Estale

ies Limited

trial Estate

pwer Earley

d Kingdom

|
|
l
|

boratories Limited

TeI +44 O] 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www,lornelabs.com

No. 04540797, VAT No, 808 3655 66

150 134852601 150 9K (2008 d office

M .

. Registerad fn

ks



i Lorne Laboratorle's Ltd
' Umt 1 thbush Park Industrial Estate

_-IVBerkshlre RGG 4UT UNITE D KINGDOM |

*
1

_ UL LLC®(UL) |ssues thls cert Iflcate to the Firm named above, stem A

- andfin ling itin compllanc=w1th

. 15013485:2016
EN SO 13485: Izo16

i
|

rfter assessing the Firm'’s quallty sy
il
I
I

' -The manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro

e dlagn_.o_stlc serology test kit

|
&2
Authorized Hy

| s

Michael J. Wmdler, P.E.
Manager of Global Regulatory Service
Distinguished Member of the Technical St
UL Life and Health Sciences
ULLLC

Check Certificate
Status: hers

hff

1

1

e | e £
i FlIe Number e Start Date June 26,;2018

‘ A12241 ; Cyc
. 5o Cert|f|cate 1458.180626 Eﬂfedtive Date lune 26;5._'2018
' Inltlal Issue " June 26, 2018 Expiry Date  May 22, 2020

Thls quallty system registration
servlces as speatled in the scope
represents that it will maintain

and remains the &)roperty of UL

. 00-MB-50043 Issue 15.0

o AN BT

15 Bl e

f-“"
i

is included in'UL's Directory of Registered Firms and appl
e of registration from the address(es) shown above, By
ts registration in accordance with the applicable requirer
LLC.

No

UL :jand the UL logo are trade|

es to the provision of goods and/or
suance of this certificate the firm
hents. This certificate is not transferable

ULLLC
333 Pfingsten Roaél
rthbrook, IL 60062-2096
| USA s

marks of Underwriters Laboratories InLc © 2011.-




DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

(I LORNE

LABORATORILES

RPR Carbon kit |044150A
044500A
MANUFACTURER

Name |

Lorne Laboratories

Address

Unit 1 Cutbush Park Industrial
Danehill

Lower Earley
Berks, RG6 4UT

Estate

Country

United Kingdom

| hereby declare that the products listed above comply wil
requirements and provisions of Directive 98/79/EC of the

| i
MEAI\ﬁs OF CONFORMITY

\
h {he essential

European

Parliament and of the Council (also S| 2002 No.618 which transposes the

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

=

-—i-"---'-

Eddy Velthuis
Technical Director

=
=
-

<8

[}

File No A12048;
190 11485:2000; 150 90BITE006

Lorne Laborato

Unit1 Cuitbush Park Inqustrial Estate
Danehill|Loyver Earley
Berkshire RG6 4UT Unjted Kingdom

Registered officelas

Tel: +44 (0) 118 921 2#64
Fax; +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.cem;

ries Limited

aliove Registered in England No, 04546797, VAT Ne. &I\#J 655 G6
|




| | .
LORNE LABORATORIES LTD.
|GREAT BRITAIN

SYPHILIS SEROLOGY KIT
DIRECTIONS FOR USE

RPR CARBON KIT: For Detection Of Syphilis.
SUMMARY

At|one time, syphilis was a major medical|disease with a |host of
different manifestations transmitted primarily| through sexual contact.
The advent of penicillin in 1843 changed this. The etiologic agent of
syphilis is Treponema pallidum, a spiral bacterium (spirochete). The
spirochete causes some damage to the heart and the liver, releasing
some tissue fragments. The patient's immune system produces
anlibodies, called reagins, against these fragments. There are two
different techniques for the detection of syphilis. TPHA tests, which
detect antibodies to Treponemal pallidum, and non-treponemal
serologic tests, which detect Reagin in infected people.

PRINCIPLE

When used by the recommended technigues, the reagent will
agglutinate (clump) in the presence of reagin. No agglutination
usually indicates the absence of reagin (see Limitations).

KIT DESCRIPTION

Lorme RPR Carbon Kit Is a non-treponemal serologic test for the
detection of syphilis, The RPR Carbon Antigen contains micro
particulate carbon, which aids in the microscopic reading of results.
All the reagents are supplied at oplimum dilution for use with all
recommended technigues without the need for further dilution or
addition. For lot reference number and expiry date see Vial Labels.

STORAGE

Do not freeze. Reagent vials should be storad at 2 - 8°C on receipt.
Prolonged storage at temperatures outside his range may result in
accelerated loss of reagent reactivity.

SPECIMEN COLLECTION

Specimens should be drawn with or without anticoagulant using an
aseptic phlebotomy technique. If testing is delayed specimens can
be stored at 2-8°C for 7 days or for up to 3 months at or below
—-20°C. Specimens must be free from bacterial contamination, fibrin,
haemolysis and lipaemia. | | |

| | |

1. | The kit is for in vitro diagnostic use only.

2, | Do not use kit past expiration date (see Vial and Box Labels).

3. | Protective clothing should be worn when handling the reagents,
such as disposable gloves and a Iaborafmry coat,

4. No known tests can guarantee products derived from human or
animal sources are free from infectious agents. Care must be
taken in the use and disposal of each vial and its contents.

5. RPR Positive Control: H319 - Causes serious eye irritation.
Follow the precautionary statement given in the 5DS.

PRECAUTIONS

DISPOSAL OF KIT REAGENT AND DEALING WITH SPILLAGES

For information on disposal of kit reagent and decontamination of a
spillage site see Material Safety Data Sheets, available on reguesl.

CONTROLS AND ADVICE

1. Itis recommended the RPR Positive and Negative Controls be
tested in parallel with each batch of tesis. Tesls must be
considered invalid if controls do not show expected results.

2. | Shake all the reagents well before use to ensure homogeneity.

3. Do notinterchange components between different kits.

4. The circles on the agglutination cards should never be touched
with fingers, as this may invalidate the test results.

5. Use of kit and interpretdtion of results must be carried out by
properly trained and qualified personnel in accordance with the
requirements of country where reagenty are in use.

6. The user must the determine suitability of the kit for use in
other techniques.

Document reference number: PI0O44A

KIT COMPONENTS PROVIDED

=
—

=

NoO T W TN T
— =

RPR Carbon Ant
a | lipid compley
phosphate buffer

iger! (Red Label): Carbon particles coated with

(éardlohpm lecithin and cholesterol) in

20 mmoI/L pH 7.0 containing a preservalive.

RPR Positive Cq ntral (Red cap): Artificial serum with réagln

titer > 1/4.

RPR Negative C
preservative
Dispensing bottle|
Dispensing Need

bntrol (Blue cap): Animal serum contain‘ng a

(1 x2ml).
e (x1).

Disposable agglutination slides.

Plastic stirrers.

MATERIALS AND EQUIFMENT NOT SUPPLIED

)
)

c)
|

ow—

|
QUALITATIVE TECH

1.

2.

INTERPRETATION O

31_

2.

Pipette capable gf accurately delivering 50 p!

Mechanical rotati

9 g/L saline soluil:m.‘ :

ng t‘pble capable of rotating at 80-100 rpm.

IQPE

Allow the reagents{ and samples to reach room temperature; The

sensitivity of the test may be reduced at low temperatures.

Place 50 pL of thg

Negative controls |
Swirl the RPR-ca
dropper assembly
the micropipette.

sémple and one drop of each Positiveg and

nto|separate circles on the slide test.
tbon reagent gently before using. Invert the
and press gently to remove air bubbles from

Place the micropigette in a vertical position and perpendicular to
the| slide, and add ong drop (20 pL) of this reagent next to the

Mix the drops wi
surface of the circl

samples to be leled

h a stirrer, spreading them over the ¢nt|re
¢ Llse ditferent stirrers for each sample

Place the slide or{ a mechanical rotating table at 80-100 rlp.m.

for |8 min. False p

bsitive results could appear if the test is|read

after more than 8 minutes.

Reactive: Visibir
{

canstitutes a pos

of the test procedure, indicates the presence of reagin.

Weak-Reactive:

periphery of the t
within the accept
the presence of r

|
F QPALITATIVE RESULTS

égglutination (medium to large clumps)
ive result and within the accepted limitations
Weak agglutination (small clumps) around the
est area constitutes a weak positive resuli and
ed I|m|tat|ons of the test procedure, |nd|¢ates
zagin.

Negative: No agglutination constitutes a negative resulf and

within the accept
the absence of r

d limitations of the test procedure, indicates
agin.

SEMI QUANTITATIVE TéCHNIQUE

it

a.

4.

The semi-quantit

as the quantitative

g/l. saline solutioj
Make doubling di

htive test can be performed in the same way
technique using dilutions of the serunm in 9
.

utions of specimen as follows;

Dilution Serum Saline
1/2 100 pl undiluted serum 100 pl
114 100 gl 1/2 diluted serum 100 pl
1/8 100 pl 1/4 diluted serum 100 pl
116 100 pl 1/8 diluted serum 100 pl

Test the specimen dilutions in the same way as for the
quantitative techrlique above, 1
Read the test and note the last positive dilution series,

STABILITY OF THE REACTIONS

Slide tests should be
period [to avoid the
incorrectly interpreted

Document issue number: 4/01/2017

nterpreted straight after the 8-minute rotating
possibility that a negative result may be
bs positive due to drying of the reagent.
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LIMITATIONS

1. RPR carbon test Is non-specific for syphilis. All Reactive
samples should be relested with trepopemic methods such as
TPHA and FTA-Abs to confirm the results.

2./ A Non Reactive result by itself does not exclude a diaghosis of
syphilis. Clinical diagnosis should not be made on fndlngs of a
single test resull, but| should Integrate both chmcal and
laboratory data.

3. False positive results have been reporied in diseases such as
infectious mononuclecsis, viral pneumonia, toxoplasmosis,
pregnancy and autoimmune diseases,

4. | Bilirubin (s 20 mg/dL), hemoglobin (s 10 g/L) and lipids (< 10
g/L), do not interfers. Rheumatoid factors (= 300 IU/mL),
interfere, Other substances may interfere®.

5. False positive or negative results may glso occur due to;

a)  Not expelling air from end of neadle

b) Not maintaining dispensing bottle and needle in a vertical
position when dispensing the antigen.

c) When transferring the specimen from the collecting tube
some of the speclm‘en being drawn up in to the teat

d) Contamination of test materials |

e) Improper storage of test materials or omission of reagents

f)y  Deviation from the rjeoommended technigues

SPECIFIC PERFORMANCE CHARACTERISTICS

1. The kit has been characterised by all the procedures
mentioned in the Recommended Technlques

2. Prior to release, each Iot of Lorne RPR|Syphilis Kit is tested by
the Recommiended Techmques to ensure suitable reactivity.

3. The reagent sensitivity is calibrated against the “"Human
Reactive Serum” from the CDC (Centres for Disease Cantrol)
and comparable to the RPR reagent from Becton Dickinson.

4. | Prozone effect: No prozone effect was detected up to titers

>1/128.

Diaghostic sensitivity: 100%

6. Diagnostic specificity: 100 %.

o

DISCLAIMER

1.| The user is responsible for the performance of the kit by any
method other than those mentioned (in the Recommended
Techniques.

2.| Any deviations should be validated prior to use using
established laboratory prfocedures.

BIBLIOGRAPHY

1.| George P. Schimid. Current Opinion|in Infectious Diseases
1994; 7: 34-40.

2.| Sandra A Larsen et al. Clinical Microbiology Reviews 1995; 8
(1): 1-21.

3. Sandra Larsen et al, A manual of Test for Syphilis American
Public Health Association 1990: 1-192,

4. Joseph Earle Moore et al. Gastrointestinal Haemorrhage 1952;
150(5): 467-473.

5. Young DS. Effects of drugs on clinical laboratory test, 4th ed.
AACC Press, 1995,

AVAILABLE KIT SIZES

Kit Size Catalogue Number
150 Tests Per Kit 044150A
500 Tests Per Kit D44500A

For the availability of other sizes, please contact:

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

England

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

Document reference number: PI044A
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o , Declaration of Conformity '
| rg Monpbind Inc, Page: 1 0of 5

DECLARATION OF CONFORMITY

1)  Manufacturer (vame, department): Mo;Lobind Inc. ‘
Address: 100 North Pointe, LAKE FéREST, CA 926311. UNITED STATES

and

2) European authorized;regresentative: CEpartner4U BV,

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

(on product labels printed as:
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS, www.cepartnerdu.eu)

3) Product(s) (name, type or model/batch number, efc.).

Immunoassay profducts;
ELISA,

CLIA,

Control,

Instruments . (see appendix)

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

 Title | Document No.
In vitro Diagnostic Medical Devices Directive _ 98/79/EC

5) Additional information (conformity pracedure, Notified Body, CE certificate, Registration nr., etc.).

Conformity assessment procedure for CE marking: /n \:/itro Diagnostic Me(%ical Device Directive,
!
Annex Il |

|
Registration nr. : NL- CA002-22758 and NL- CA002-22762

|
Lake Forest, USA; 2013-09-16 P(Shaa‘v le,

! ol
Tony Shatola; QA Directar, Monobind Inc.
|

(Place & date of issue (yyyy-mm-dd)) (name; function and signature of m ;fadfurer)
#g’ﬂ
Maarn, NL; 2013-09-16 i o

; V4 \
Olga Teirlinck; Consultanf, CEpartner4dU BV

(Place & date of issue (yyyy-mm-dd)) (name, function and s:'pnarure of authorizad representative)

Declarat{on form: Standard 1ISO/IEC 17050-1:20101
vs, 2011-X
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ltemit

AccuBind®

Appendix

ftemit

Acculite®| lem#t QSure®

ften#
Instrum

Date: 2013-09-16

-irst date aof

Device types ELISA CLIA ot il EDMS lcode E.marking
Microwells:  Microwells

Thyroid |

Total Triidothyronine (1T3) Test Systern || 125-300 175-300 12104.01.05.00 | Low 2005-11-11
Free Triidothyronine (fT3) Test Stystem 1325-300 1375-300 12104.01.01.00 | Low 2005-11-11
_T-r'wro)'tine (tT4) Test System 225-300 275-300 12104.01.07.00 | Low 2005-11-11
Free Thyroxine (fT4) Test System 1225-300 1275-300 12.04.01.02.00 | Low 2005-11-11
Thyrotropin (TSH) Test System | 325-300 375-300 12104.01.11.00 | Low 2005-11-11
Rapid TSH Test System l 6025-300 6075-300 12104.01.11.00 | Low 2010-06-29
T3-Uptake (T3U) Test System | 525-300 575-300 12]04.01.06.00 | Low 2005-11-11
Thyroxine-Binding Globulin (TBG) Test System 3525-300 3575-300 12104.01.09.00 | Low 2005-11-11
Thyroglobulin (Tg) Test System 2225-300 2275-300 12104.01.08.00 | Low 2005-11-11
Total Thyroxine (tT4), Total Triidothyronine (tT3) '

& Thyroid Stimulating Hormone (TSH) Thyroid 8025-300 8075-300 12.04,01.01.00 | Low 2005-11-11
Panel|(VAST) Test System

Total Triidothyronine (tT3 SBS) Test System 8125-300 8175-300 12/04.01.01.00 | Low 2010-06-29
Total Thyroxine (tT4 SBS) Test System 8225-300 8275-300 12104.01.01.00 | Low 2010-06-29
Free 'l;'hyroxine (fT4), Free Triiodothyronine

(fT3) & Thyroid Stimulating Hormone Free 7025-300 7075-300 12.04.01.01.00 | Low 2010-06-29
Thyroid Panel (VAST) Test System

Neonatal Thyroid & Genetics '

Neonatal TSH (N-TSH) Test System 3425-300 3475-300 12.04.01.90.00 | Low 2005-11-1 1__
Neonatal (N-T4) Thyroxine Test System 2625-300 2675-300 12:04,01.12.00 | Low 2005-11-11
T\Jeonatal 170HP (N-170HP) Test System 5525-300 5575-300 12.05.01.07 Low | 2008-02-01
Neonatal TBG (N-TBG) Test Systam 8925-300 8975-300 12.04.01.09.00 | Low | 2013-09-16
Autolmmune Thyraid !

Anti-Thyroglobulin (Anti-Tg) Test System || 1025-300 1075-300 12.10.03.04.00 | Low .2005—1 1-11
Anti-Thyroperoxidase (Anti-TPO) Test System | 1125-300 1175-300 12.10.03.01.00 | Low 2005-11-11
Fertility & Prenatal

Luteinizing Hormone (LH) Test System || ©625-300 675-300 12.05.01.05.00 | Low 2005-11-11
Faolicle Stimulating Hormone (FSH) Test System : 425-300 475-300 12.05.01.04.00 | Low 2005-11-11
Prolaclin Hormone (PRL) Test System 725-300 775-300 12.05.01.08.00 | Low 2005-11-11
g;oslgitln Hormone Seguential (PRLs) Test 6025-300 6075-300 12.05.01.08.00 | Low 2005-11-11
2;;};;“;3“ Chofiahic Goriadotapir (hGG) Test B25-300 | B75-300 12.06,02.05,00 | Low | 2005-11-11 |
E;j]‘;: E("F:X(ihé’;'ggfh%ogfﬁzgf‘g:f;i’r"ded | ss25:300 || 8875-300 12,06,02.05.00 | Low | 2013-08-16
Rapid B-Human Chorionic Gonadgptropin (Rapid | 3325-300 12.06.02.05.00 | Low | 2005-11-11
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et
AccuBind®
ELISA

ftemit
Acculite®
CLIA

ftemit QSure®

Instrum
Control en

EDMS code

| Microwells  Microwells
-hCG) Test System
Human Chorionic Gonadotropin (WCG) , Human |
Prolactin (hPRL), Human Luteinizing Hormone T 8 12 0 6-08-24
(hLH), Follicle Stimulating Hormone (FSH) BASG0N0 || BStmelniy 05.01.90.00 | Fow, | 0GE08
Fertility Panel (VAST) Test System
Alpha-Fetoprotein (AFP), Human|Chorionic
Gonadotropin ( hCG ), Unconjugated Estiol (u- 8525-300 8575-300 12.05.01.90.00 | Low 2010-06-29
E3) Triple Screen (VAST) Test S)Jstam
Pregnancy Associated Plasma Protein - A | o (odF
(PAPP-A) Test System 7925-300 | 7975-300 12105.02.10.00 | Low | 2013-09-16
Steroid | |
Cortisol Test System | 3625-300 3675-300 12/06.02.04.00 | Low 2005-11-11
DHEA-S Test System 5125-300 5175-300 12:05.01.02.00 | Low 2010-06-29
Dehydroepiandrosterone (DHEA) Test System 7425-300 7475-300 12:05.01.02.00 | Low | 2011-09-26
Estradiol (E2) Test System 4925-300 4975-300 12,05.01.03.00 Low 2010-06-28
Unconjugated Estiol (u-E3) Test System 5025-300 5075-300 12,05.02,02,00 | Low | 2010-06-29
Progesterone Test System | 4825-300 4875-300 12105.01.06.00 | Low | 2010-06-29
gj:tgrf,mm“e Ringing Globulin (SHBG) Test 9125300 | 9175-300 12/05.01.09.00 | Low | 2013-09-16
Testosterone Test System | 3725-300 3775-300 12,05.01.10.00 | Low | :2007-11-01
Free Testosterone Test System 5325-300 5375-300 12,05.01.10.00 | Low | 2010-06-29
170-OH Progesterone Test System 5225-300 5275-300 12,05.01.07.00 | Low | 2010-08-29
17a-OH Progesterone - S| Test S*stam 8925-300 8975-300 12.05.01.07.00 | Low 2010-10-18
Growth & Eone Metabolism |
Growllh Hormone (hGH) Test Syat'em 1725-300 1775-300 12.06,04.02,00 | Low | 2005-11-11
Parathyroid Hormone (PTH) Test System 9225-300 9275-300 12,06.03.13.00 | Low 2011-09-26
é;‘st'g:quywlﬂmln G tytaminEiy Tedt 7725-300 7775-300 12.06.03.10.00 | Low 2011-09-26
Diabetes
Insulin Test System 2425-300 2475-300 12.06.01.03.00 | Low | 2005-11-11
Rapid 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 | 2005-11-11
Insulin - C-Peptide (VAST) 7325-300 7375-300 12.06.01.03.00 | Low 2005-11-11
Cardiac Markers i
CK-MB Test System 2925-300 2975-300 12.13.01.02.00 | Low | 2005-11-11
Troponin | (¢Tnl) Test System 3825-300 3875-300 12.13.01.07.00 | Low 2005-11-11
Digoxin (DIG) Test System 925-300 975-300 12.08.01.01.00 | Low | 2005-11-11
High Sensitivity CRP (hs-CRP) Test System 3125-300 3175-300 12.13.01.90.00 | Low 2005-11-11
Myoglobin Test System 3225-300 3275-300 12.13.01.05.00 | Low 2005-11-11
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ftem#

AccuBind®

ELISA

Microwells

ftermit

Acculite®

CLIA

Microwells

Control

ftemit

Itemtt QSure®  |pbihim

ent

EDMS cade

Risk
Class

irst date of
E-marking

15/01.04.03.00

Anti-H. Pylori IgG Test System 1425-300 1475-300 Low | 2005-11-11
Anti-H. Pylori IgM Test System 1525-300 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 ! i !

AlphaiFetoprotein (AFP) Test System 1925-300 1975-300 12103.90.01.00 | Low | 2005-11-11
CA-125 Test System 3025-300 3075-300 12/03.01.06.00 | Low | 2005-11-11
CA 15-3 Test System 5625-300 5675-300 12103.01.02.00 | Low 2010-06-29
CA -19-9 Test System 3825-300 3975-300 12103.01.03.00 | Low 2005-11-11
Carciroembryonic Antigen (CEA) Test System 1825-300 1875-300 12/03.01.31.00 | Low | 2005-11-11
Next Generation Carcinoembryonic Antigen 4625-300 4675300 12103.01.31.00 | Low | 2010-06-20
(CEA)‘Test System | |

(FELB:C%)S%“{‘E;‘:Q:” §harionic ;Gc’”ado"o'oi" 2025-300 | 2075-300 12103.01.90.00 | Low | 2005-11-11
Allergy & Anemia I :

Ferritin Test System 2825-300 2875-300 12107,01.02.00 | Low 2005-11-11
Folate Test System 7525-300 7575-300 12/07.01.03.00 | Low 2010-06-29
Immunoglohbulin E (IgE) Test Systgm 2525-300 2575-300 12/02.01.02.00 | Low 2005-11-11
g;zf::::-rrin Sy RrsiPer (STT) L= 8625-300 8675-300 12.07.01.06.00 | Low | 2010-06-29
Vitamin B-12 (B12) Test System 7625-300 7675-300 12.07,02,04,00 | Low 2011-09-26
Folate, Vitamin B-12 (VAST) Test| System 7825-300 7875-300 12107.01.00.00 | Low 2013-09-16
Miscellaneous Controls . i

Anti-Thyroglobulin (Anti-Tg), Anti-

Thyroperoxidase (Anti-TPO) Control — Positive AIT-101 12.50,01.16.00 | Low | 2010-06-29
& Negative

High Level Fertility Control — Single Level —

Progesterone, Estradiol, Hurman Chorionic FC-300 12.50.01.16.00 | Low | 2010-06-29
Gonadotropin |

Maternal Control - Tri Level - Human Charienic '

Me-0)
Estriol

Thyroglobulin (Tg) Control — Tri Level TG-BOQ 12.50.01.16.00 | Low | 2010-06-29
H. Pylbri IgG Control — Positive & Negative HPy-1gG-300 12.50.01.16.00 | Low | 2010-06-29
H. Pylori IgM Control — Positive & Negative HPy-lgM-300 12.60.01.16.00 | Low | 2013-09-16
H. Pylori IgA Control — Positive & Negative HPy-1gA-300 12.50.01.16.00 | Low | 2013-09-16
Teiypgis Bindinglipmebyi) (T2 Gl Gpkol=-Tr- TBG-300 12.50.01.16.00 | Low | 2013-09-16
Miscellaneous lnslruments | ;

Autoplex ELISA & CLIA Analyzer INOOB 21.02.10.01 Low 2010-06-29
Autoplex Generation 2 ELISA & CLIA Analyzer INODB-2 || 21.02.10.01 Low | 2013-09-16
Lumax CLIA Analyzer INOO1 21.02.10.01 Low | 2006-08-24
Neo-Lumax CLIA Analyzer INO10 21.02.10.01 Low 2011-09-28
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Device lypes o 1eA CLA ey
Microwells ~ Microwells

ltemit ltemit

lte
AccuBind®  Acculite® | lem# QSure® norim

mit

ent

EDMS code

Impulse 2 CLIA Analyzer INODS 21.02.10.01 Low 2006-08-24
Impulse 3 CLIA Analyzer INODO7 21.02.10.01 Low 2010-06-29
LumaxB6 CLIA Analyzer INOO4 || 21.02.10.01 | Low | 2007-03-01 |
LuMatic CLIA Analyzer INOD8 21.,02,10.01 Low 201 1-09-26-
Eldex 3.8 ELISA Analyzer INDO3 21.02.10.01 Low | 2007-09-10
Neo-Eldex ELISA Analzyer IN0OY 21.02,10.01 Low | 2011-09-26
PrisMAtic ELISA Analyzer INO13 21.02.10.01 Low 2013-09-16
Plate Washer Microplate Washer INOO2 21.02.10.01 Low 2010-06-29




Monobind, Inc.

#

F QUALITY |
& 18056012000 103
% NSAI Certitiad | NSAT Certifled

DECLARATION OF CONFORMITY

Product Family TOTAL AND FREE PROSTATE SPECIFIC

ANTIGEN (PSA and FPSA)

Specific Product Details
Product Description ' Item # Item # EDMS Code GMDN | GMDN | Risk Class
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/ListB
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/ List B
Manufacturer
Name Monobind Inc.
Address 100 North Pointe, Lake Forest, CA|92630
Country United States

Representative

Name CEpartner4lJ BY,

Address Esdoornlaan 13, 3951DB Maarn
Country The Netherlands

Telephone +31 (0)6 - 516.536.26

Notified Bod ‘ |

Name | NSAI

Body ID Numper 0050

CECert# | 304.1006

Registratjon # NL-CA002-2011-23306
Means of Conformity

Monobind Inc. declares that the product listed is in conformity with the Anne

l\/, IVD Type List B essential

requirements and provisions of Council Directive: 98/79/EC
And is in conformance with the following standards:
EN 13612-—2002 EN 980-2008 ISO 1497112009

150 18113:2009 E[\il 13641:2002

Under the principles of ISO‘ 13485:2003

Signature

Place and date

Signhature

AShatl

Name Tony Shatola

Title

EN 13640:2002

Monobind Inc. O¢tober 28, 2011

QA Director

IOOLNorth Pointe Drive

Lake Forest, California 92630 USA Fax:+1.949.951.3539

Phohe: +1.949.951.2665

www.monobind.com
info@monobincl.cpm
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Quahty System Approval C
In Vltro Dlagnostlc Medical Devices Di

| The Nat:oua.’ Standards Authority afh eland as a du
Notlf éd Body, (identification number 0050), for the purposes of t
(I:p Vitro Diagnostics Medical Devices) Regulations (S.1.

APPROVES THE QUALITY SYSTEM APPI

- Monobind Inc.

100 North Pointe Drive
Lake Forest
CA 92630
USA

F"or the Pmduct Famdy

Total and Free Prostate Spec1ﬁc Antlgen (PSA aj
chemllummescent immunoassay (CLIA) and e
| (ELISA) and control

| GMDN Code: 54664, 54669

On the .ba.s"rs of examination under the requirements of Annex IV, S¢
The use of the NSAI Notified Body identification number 0050 in cos
Conformance for this product is hereby autho

Signed:

ertificate
rectlve 98/7 9/EC

ly éieu lgnated

e European Communities

No. 304 of 2001)
IED BY

1d Free PSA) IVD, kit,
nZyme immunoassay

ction 3 of Directive 98/79/EC,
ijunction with CE Malkmg of
rized. : ?

Registration Nuniber 304.1006
Original Registra‘tlon 28 Octpber 2011
Last Amended on‘ 10 | July 2018
i Remams valid unt 11 27 Octpber 2022
! éﬂ‘{,}%&% 4},&@;’1 A ;{?‘3
|

il Approved by:
Geraldine Larkin . -

Cﬁ‘icf Execulive Olficer, NSAJ

Approved by:
Susan Murply
TEuropgan Medical Device (f

[
.
L

vali

T]ns certlf'catt. remains
product range and oper ational ‘locatlons included within|the scope of th

5 _Deta]ls ofthe ;

current

il |
) Nahona] Stan_(lards Authority of Ire}and
+
' Cert-120: ECQS (IVD) NL A4 (6)

d on condition that the A‘pproved Quality'System is maintained

1 Swift Square, Nor thwood, §

Iperatinns Munager

in an adequate and efficacious manuer.
54 ’lppl oval can be obtained from NSAI

Santry, Dublin 9, Ireland.
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