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Dehydrated culture medium
Rev, 0 - 3'd Ed. 20114

Page 1 of 1

ENDO AGAR
Mediunr for coliforms confirmat

TYPIcAL FOBMULA (S/)
Peptone 10.0

Lactose 1 0.0
DipotassiurnPhosphate 3.5
Agar 15.0
Sodium Sulphite 2,5
Basic Fuchsin 0.5
Final pH ='7.5 + 0.2 at 25 "C,

DIBECTIONS

colonies, against the pink to colorless mediuln.

OUALITY CONTROL
Dehydratecl medium
Appearancr:: f ree-flowir]9, homogeneous.
Color: medium purple.
Prepared medium
Appearancr:: opalescerit with precipitates.
Color: pink.

REFERENCES

test,

Suspend 41 .5 g of powber in 1 liter of distilled or deionizpd water. Heat to boiling with frequent and careful overturnings until

completedissolution.Arltoclaveat121 .Cfoil5minute$.Evenlydispersetheprecipitatewhendispensing'Useimmecllately.

DESCRIPTION
ENDO AGAR is used for confirming the prcl;ence of c;olitornrs or(Janrsms.

TECHNIQLIE
For the confirnration of presurnptive tosts with liquid nredia, subcrtlture tubtls showing gas, or acid and g;rs fornration, onto an

Endo Agar plate. Incubate at 36 t 1 "Clor 24 hours. [.actose fernrenting coliforms (e.g. E, r;o/r) give rise lo dr:ep rcd cctlorries

which color ihe surrounding nrediunr ernd possess a golden metalllc sheen, Non-lactose ft,rrmenters form colorlrlss; transltLcenl

lncubation r:onditions: 36 t 1 'C tor 24 + 2 hours.
Microorganism ATCC Growth
Staphylococcus aureus 25923 markedly to complelely inhibited
Escherichiet coli tJu 25922 good
Salmonellatyphimuriun;1 14028 good

PERFORMANCE AND LIMITATIONS
lf the medium is to be used the same day it i! rehydrate{, it does not need to be autoclaved. Boil to

dispensing into plates,
dissolve

Characteristics

red colonies w / green metallic
colorless to pink colonies

STORAGE
The powder is very hygl.oscopic: store the pgwder at 10f30 'C, in a dry environment, in its; original container tightly closed and

use it before the expiry date on the label or Until signs of deterioration or contamination are evident. The medium should be

used the dery it is prepaied: if it is necessary store in the dark at 2-8'C for no rnore than 3 days.

-<\
?

Product REF Y/
ENDO AGAB (12.0 t) 61 0020 500 g

ENDO AGAR (2.4 r) 620020 100 g

TABLE OF SYMBOLS

@ Barchcocio
Caurion, consult
acc0rnpRny;iJg do{ urren19 I I tvlarrr,tacturcr

\F7 conto,ns sufllcicnl

f/ tor -{r'r, rosts

i' !z--

I

Ka:oP a\,,iay Ifoil
[eell 5ou rDe

f i;;',l,l"J-' ? Frugile .

hailcilo wilh circ fi usc bvr {l Tlrnpor,luro

b lirnirarion

LIOFILCHEM s.r.l.

1 , llndo, S. (1904), Uber cin Verf ahrr;nzurn Nachweis ddr Typhus;bacillen. Centr. E,akt,, Abt 1 , Orig, 35:1(t9-1 10.

2. American Public.l-lealth Associatiorr.(19Zti). Standard methods for the examination of water and wastclwater, 14th ed,

PRESEN]ATION

Via Scozia, Zona Ind,le - 64026, Rose{o D,A. (TE) - ITALY
Phone +390858930745 flax+390898930330
Website: www.liofilchem.net E-mail: liofllcherm@liofilchem.rret
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KilllA s.

Via Leonardo

Slstema di Gestione per la QualitA / Que

PER LE SEG.UENTI ATTIVfA / FOR THE

EA:29

Commerrcializzazione di P

plastic di Yare, test tuUes Wtm

Jzione del Sistema di Geslione perla Oua

honlalion ol lhe Quali(y Managelrenl Sys

ll presente cedifcab e soggsttoal Iispetlo dBl doaumento lclM "Repolamenl0 per la.ct

fhe use am ne iidityo/Oa cenirtare s/riitsalo ty ihe requircmuts othe lClM docunenl "Rul6lol

4264141c

PER LA OUALITA DI

SYSIEM OPERAIED EY

WITH IHE STANDARD

1:2015
Managemenl SYstem

ACTIVTTIES

Gruppo: kit diagnostici,
plastica Per laboratorio analisi,

nato e aghi sterili.

kits, aultttre media for microbiology,
vacuum and.sterile: needles,

iapplicabilits delieiuisiti dBllb dorma di riterimento.

applicatiori lo reference slandad rcqotenenls

dei sislemi di o8btione" e al relativoSchema speciiirc.
,lioa ol conp .a1iy nanagernerl syslents' and s7 ecifrc Schene

c€rlifKazion€ di cui al pres6nte cerlillcalo'

indirizo €"ma.il inlo@icim.jL
6llon slatus relEiftd lo in lhis iorlilicate,

iif@him.it.

Dala di soadenza

Exlhitlg dale

1710112022

San Giovanti (Ml)

CISQ is a member of

* f f'r* ,*--\
n,,,'f{
fi E NIEF{Arlox{ dffi nnc^ruN €wRk

wwlv.lqne Foe riificallon 
'co 

m

tQvet! thenssocletbn ofthe worltl's lirst class

caftltlcdllon bodlet. ls thc larEast Dtovidar ol managdntent

Svstem ceilfiiaUon tn thc world'

IQNot ]s conposed of ilore thsn 30 bodles dnd couats

ovar t50 snbsldtarl.s .ll ov'r lhe glotu

CISQ i la Feder6zione ltaliana dl organismi di

Certlficazlone del slsteml dl gestlone azlehdole

CISQ ls lhe llaliao Federetlon of ntanagPnlenl
sistem Ce r tl fic q ti a n B o d i e s

.L.
I'VE U.NIIS

ognana - 35028 Piove di Sacco (PD)

Dab emis$ione

Flrsl issue

1810112007

Enrissione corrente

Culent lssue

1810112019

Piazza Don Enrico M:iPelli, 75

s6Q No qa4A

l"lembro degti Alltordi dl Miltuo Rlcfnosclmen[o eA, lAF e ILAC

slqnatoF df EA, IAF aDil lLAc Ha'ltal Resognltlon Agreements

s,p.l
- 20099

F-l
ol

Uo
o



* $ *****
n "-i{

CERTIFICATO n

CERTIFICAfE No,

I cERTlFlcA cHE lL slsrqMA Dl PER LA QUALITA Di

.WE HEREBY CERTIFY THAT THE AIALITY SYSTEM OPERATED BY

KIMA S. L.
unrA oeen4irvr I

- Zona lndUstriale T h?r'ro : 35028 Piove di S'acco (PD)

Italia

4.it"65l4lc

Via Leonardo DaVin cii22

UN/IS

W]TH THE STANDARD

Data di scadenza
F-xpitkg date

17t0112022

San Giovanni (tull)

provptte con vuoto PrPdetermi e aghi sterili,

Tracting of the productg of the GrouB: dipgnostic
plastic disposable labwEre, test tubes with predel

BitenFi alla docurbntBzion6 d6l Sistema 0i Geslione.per la QualiH aziendt)le

Fteler lo the dwnenlation gl U,e Qualily Managenutl lyslen ki delails

Dala 0missione
Frrsf issue

18t0112007

F
N
O

o
D

Piazza Don Enrico

s6Q No 004 A

Membro degll Accordl dl Muhlo Rlconoicimento EA, IAF e lLAe

Siqnatory of EA, [Al: and ltAC t"tutual Aecognltlon Agreements

E CONFORME ALLA NoRI/A / /s tN aoMPLtt

UiNI CEI EN lso 1

Emissione corrente

Curren[ issue

18tQ1t2019

M S.p,A.
1t/5-.29qry
\flW.rctm.tt

5:2016

Slstema cji Gestione per la QUalita i Syslein

priR rr sre uewrATTrvttA iFoR rHE ACTIVITIES

EA:29

Commerciia lizzaziane di prodotti del
terreni di coltura per microbiologia, qrticoli in

ruppo: kit diagnostici,
tica per laboratorio analisi,

culture media for microbiologY,
vacLtLtm and sterile needles.

l'applicabiliG dei requisit dells norflE'di riferimanlo;

n nli i dli o n l;c r el e n nce sl u il a r d requ i re k e n I s

della cerlilicazione di cui al presonLe csrtificato

a.nrail info@tcim,it

slal|.| rc[ened la in lhis cedilicale,

Gl$Q is a member of

ffif;

ff E IMENM}IOilAI CERTIFICAION NEMFT

www,lqnet-cortlflcation com

IQN9I/ the associatlon ol the eorld'n ftsl .lass

carilIlE.lton bodleE, Is the laryEsl providPr of managemenl

systen Certllicatlon in lho woild.

IQNet ls aomP1sad ol more ahan 30 bodter tnd counts

over I50 stb,ldlarlas all ovu thc gloDe

CtsQ a la Federazione lLaliana di orgafllsmi di

Cerllfleazlone del slsteml dl gestlone azlendale,
clSQ is the ltellan Federatlon ol management

svsted certificatiotl qod le s.

Pef informuiofli

Fbl

m.clsq.com



5SGQO30
03

S iste rn a .l

NUOVA nprncA s"r.l.

Via Monte Biattco, 4_ lT 20900 MONZA (MB)

nella Sede C)perativa di
0stetatitte Llnit

Regione Monfortb, 30 - lT 14053 CANELLI (AT)

. d corlforme alla norma
is it r:otitp/iance t,tith thb standarrJ

:

tso 9Q01-201s (lso 9001'201s)

per I sequcntl Hrocess!
' 

concerLting lht'follor'ving kitd.s ot'Proces:st's 1

Gestione della:fabbricdzione ed immissione in commer:cio di tamponi sterili
l' ' I f' l! ,l -

of analysls: Marketinq of rnedibal antl diatgnostic,tgnostt'c devices ln vitra, Marketing of lal.torato4t artlcle's.

UNI EN

orifizi naturali e.in ambito chirurgico,

medico diagnostici per laboratori di analisi.

:ivi medici e diagnostici'in vitrc,
i articoli da" labbratorio

of sterile iqrnpons ftiy sampltng r>f broloqical :;pecinens
turlng of dialTnost:ic medlcal devices for lahoratories

ll preserlte ceriificato 6 soggctto al rispetto clellc cotrdizioni sfabilite dai Regolamenti per la cettillcazione in vigore Eii ti i-1;,'

,l Vlale Sarca, 336::20126 Milano

s6Q N. O23A PnD No l2a0
5G{ R. 020t) I$P N.075e
Ing H.0r7C

f1emurc deql Adcordl dl lluLuo rucoiloscltranto EA, IAF e llic
stgn.tory./ 4t Itr nnil njc Mril.lAcqilhbn Aq,eeilren6

!TAtCERT

Gqstione per
(7 u a lity Ma na ll e n €n t S yste n

mpss;o in atto da
inplententc'tl L;y.

la Qualit)

2020-10-29

ITALCERT S.r.I; {Ml) | tel. +pS OeOOIO+aZO I fax, +39 0266101419 | www.italcert it I italcertsrl@legalmail.it
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2i NroHn 2018 - 31 a8rYCra 2n2l

H a crOq u.lnfV y4qcro eep fl eTcg, .]rro Cr,r CrQ U ia M e HeAXM e Hra O p ra H n3an\V1V i

AO <<TEPMO OH1UEP CA[ENTVO]4K>)'
Ky6rHr:xar, A,7,3, rhrep A, rofnyc 1, dan<r-flerep6vpr, PoccvttZcxan Oe4epaqrn'

L96240

fl ph3HaFra coorBercrayrcqei craHAapry :

9OO1:2O15
6urra
rso

Hacrosu..ttt it ceqtuilurar Aeilctalr?leH Ane cneAyiorqefi o6racrn:
npOH3BOACriaO AO3AT9POB nl rf rrovHblx H cnEqnAIbHoro
AHATHOCTHT{ECKOTO nnACThKA.

Mecro 14 Ailrd:
MocKBa, :21 HloHc 2018
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VEC OR

AO Vector-Bee

Bioron GmbH
Addreqs: Rheinhorststr
621 5720 916

Date: 2017l1U:A

European attthortzed representative

ector-Best llev.

Dcclara(ion ol',:ouI'urrni ty

toN oF c

responsibility and declares that 1;he products listed
on pages 2,3 aire in conformit/with applicable provisions and fulfill the essential requirementson pages 2'3 ajre in conformitywith appliGable provislons ano tullllllne essentrlal requrremenlS
of Annex I Directive 98/79/EC df 27 Octdber 1998 regarding in vitro diagnostic fqledical devices,

Other devices (all devices except Ann es)- :.

In vitro dtagnostic medical devices, Information

, defirritions and general requirements, ln vttro

15223-1;20'12 (Symbols to be' ttsed with medical
pplied); EN ISO 13485'.2012+AC.2012 (Medical

ents for regulatory purposes); EN 136'12.2002

ical devices); EN 23640:2013 (ln vitro diagnostrc

agnostic reagents); EN 13641:12002 (Elitttination or

gnostio reagents)i EN ISO 121971:20'12 (Medica

devices, {nnlication of risk management to medical devices)

Conformiiv asscssmenl Procequre,

Annex lll (not including section 6).

M.atufadqel
AO \/r:ninr-Raci

Address: 630559, Koltsovo, Novdsibirsk R$gion, Research and Production area, building 36 office
211, Russian Federation, tel. +7 (383) 336+73-46,tel.lfax +7 (383) 332-67-49

I 915 fax:5720 (

i
fl
il

\

VC

)+49 (0

t,q

€

Valid until: 2o22lo7 lo3
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Ver:tohep A-lgM

Ver:tohep A-lgG

Gr"h"p rif tgG

RecombiBest antipallidum-
lgN/'l

ELISA kit for determination of lgG to infeclious

?_od,oi,t agents

ldentification data

ELISA fiit tor determination of lgM to heRatitis El 
D-10s8

ELISA kit for determination of lgG to hepatitis G
virus

D-'1452 I

ELISA kit tor determination of lgG to Treponema
D- 1 852

pallidu

RecombiBest antipallidum-
total antibodibs

ELISA kit for determination of total antibodir-'s to

Trepondma pallidum

ELISA i<it tor determination of lgM to Treponenra i

pallidurrit

R" 
""'" 

;, B".t' unli p" I i o r t- ELISA kit for determination of total antibodies to

:total antiboriibs a pallidum

VectoHSV-1,2 - lgG
ELISA lkit f'or determination of IgG to herpes sirnplex n ")rtrt
virus tvbesi 1 and2

VectoHSV - lgM
ELISA ttit for determination of lgM to herpes sirnplex

D-".2154
virus tvDes 1 and 2

ELISA kit for determination of lgG to human l'1i3rpes
D-:2160

virus type I
ELISA kit for determination of lgG to human harpes

D,2'166
virus type 6

ELISA kit for deiermination of lgM to infeciious
borreliosis agents

ELISA kit for determination of lgG to Ureaplasma

D-1454 j

D-1857 i

D-',2254
urealytipum antigens

ELISA kit for determination of lgA to Ureaplasma D-2258
urealytipunn antigens

ELISA krt 1'or determination of lgG to parotitis vtrus

ELISA kit for determination of lgM to parotitis virus u-zov+

grsn--lat rori"t*t*.l"tb^ "i lgc tt toxocara
D-2752

ELsl1ilt", .ltt"ttt"ti* "r 
lgc t" 

"p"1h"tthi;ti; a
, ct irlanilg

3. lVer:tohep TTV-I

o-l*,t"**[o

D-'1252Ver:tohep G-lOG_

LyrneBest-lgG

LyrneBest-lgM

Re oombiBest antipallidum-l gQ

VectoHHV-8 - lgG

VectoHHV-6 - lgG

uiii"pnrn r *""Vtrc*l -..
lgG-ElA-BEST

1A j Ureaplasma urealyticum -" 
l lgl'-ElA-BEST

VectoParotitis-lgG

VectoParot{:!M

To xocara- | gG-ElA-B EST

Opisthorchiasis - | gG-ElA-
BEST

ELISAEchi no coccrl s- | g G- E lA- B EST it for rletermination of lgG to Echinoco



t,
LC

ItL<

Ar; ca rid- | g G- E. lA- B EST

Mlycoplasma hominis-l gG-
-r A h-67

[,rlycoplasma hom ini s-l gA- EIA-
pLv I

lvlycoplasm a pneLlmonlae-
leG-ElA-BEST

'.
V'ectocrimean - CHF -'lgG

!'ectocrimdan - CHF - lgM

A ---TL,tr'A.trIA-DtrD I

AFP-ElA-BETST

OA-125-EIA-BEST

CA ,19-9-EIA-BEST

OA ,15.3-EIA.BEST

I'lSE-ElA-EEST

l1AO'oVbctor-Best"

EC Declaratiqbn of conforrnity I Palic 3 ol'4Palic 3 oi 4

lff-fSn kit for determination ol lgG to 'Arscaris I, o-=qsz

determination of concentration of

thyroid-stimulating hormone

ELISA kit for determination of concentration cf total I X-395d
triiodofhyronine

ELISA kit fon determination of lgA to Mycoplasrna I D-4358
homiriis

ELISA kit for determination of lgG to Mycoplar;ma I 0-4362 
i

pneumonra? __ I

kit for determ
ia antibodies

kit for dete
dtes

ELISA
Lambli

tr,LIDA
antibo(

D-3552

D-3554

to

.

and lgA

o Larnbl

lgM

gMt

lnGrY- 
'

"fl

of

on

ination

rrninati

lvlycoplasma pneumonlae-
lgM-ElA-BES;T

ELIS,+ kit for determination of lgM to Mycoplasma I D-4366 ]

pneullotriae
-zuSn-Lit 

f,x-t C.t"tminulon of lgG to Ctimean- D-5052

H elicobacter Pyl ori-CagA-
antigen-ElA-EIEST

T:3 total-ElA-BEST

T,4 total-ElA-BEST

Anti-TPO-ElA-BEST

PAPP-A.EIA.BEST

oncoinarker CA '15-3
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March 26,?Otg

'l-o whom it may concern:

llerewith, we Monobind Inc.J 1^00 N. Ppinte

100 North Pointe Drive
L,ake Forest, CA 92630

TEL 949,95'1,2665
FAX 949 951.353S

Dr., Lake Forest, CA 92630 USA, do confirm that "GBG-

AUTHOR ZAT ON LETTER

MLD';SRL wi MD:2001, str. Tighina 65, office 607, is the

exclusive dis LIA products and accessories in Moldova. IM

Global Biom supply our products, to contract for their

delivery and

This authorization is valid until 31 March,

On behalf qf the Monobind Ing.

Alicia.Jerome Volkov
l'larketing Director & Corporatp Officer

2020.

Moirobind Inc.
1 3485 Certified Cornpany
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Declaration of ConformitY

HL-7-0664DC DOI 201 5/08 (1)

In Appf ication of the Cpuncil Directive 98l79lEC on the approxirnation of

the iaws of the Member Statep relating to /n Vitro Diagnostic, Medical
Devices & CE marking.

Declaration of conformance to lpplicable sections of Annex I Essential

[]eouirements and Annbx lll (dC Declaration of Conformity) imposed by

,,".tionr 2 to 5. The below listed products are not classifiecl under Annex ll Lists

l\ or B. Access to the appropriatp technical files will be made available to the

appropriate body in the efent this ls required'

Product
0ode

!i267L

Description

Thromboplastin L

devic;es registered
id Directives.

GMDN
Classification Code

55983

against the above GMDNl, the unQersigned declare that th{
Olassif ication Code conforms to the sa

[:ull Namei M.J. Stephe4son

{}ig ned:

'fel +44 (0)191 4828440
l=ax +44 (0)151 482 8442

inf o@ helenei-biosciences. conr

www.helenaibiosciences.com

Title: Managing Dti

Date: 06 Aug 2015

Helena Biosciences Europe

Queensway iSouth, '[eant Valley Trrading Estate,

Gateshead, 
-fyne and Wear, NE1 1 OSD,

United Kingdom
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LORNE
LARORAIORIIJS

Ec orcfnnnTloru or coruronutrY

and comblies with the essential requirernents and provisions of Directive
gSlTglEC clf the Europedn Parliarhent and of the Council (also Sl 200j2

No.618 vf,t''icf' transposep the reqilirements of Directive 98l79lEC).

Lorne Laboratories Ltd declares that ther followirrg in vitro diagnostic rc.agent:

Product nan e Catalogue number

ASO Latex k t 031'100A

has been classified as n )n ListAl non List B (Directive 98/79iEC, Anrrex ll)

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

r BS EN 980:2008
. BS EN ISO 13485.2012
. BS EN '136'12:2002

. BS EN '13640:20Q2

. BS EN 13641:2002
a

a

BS EN ISO 14971:2012
BS EN ISO 18113, parts 1S2

Annex lll of Directive 98i79/EC.
l

This deciaration of confqrmity is igsued under the sole responsi
Laboratqries Ltd and is valid from 13 April 2016.

:"rQi

Eddy Velthuis
Technicdl Director

--. t;,-lz-.t hd, IfUrll/l
r!\ -Ll{l,,.:. I

\ylxv lir_.r:-"i I

.it0

ISO i]105 ?owilSO S1 ?008

Lorne Laboratories Lim ited

Unit 1 Cutbush Park Industrial Estate

Danehilt, Lower Earley

Berkshire RG6 4UT United Kingdotn

RejEistercd oflice xn nbove lilfRistered ir

1gl; +44 (0) 118 921 2264

Fax: +44 {0) 118 986 4518

Emal[; info@lornelabs.com

www lo rnetabs.co m

trr{,lir1(lflo Dn5ntr?1)lj t'Af Nr. b !: th '(,Ir



bor ic r,eagent:

Lorne L.aboratories Limited

Unit 1 Cutbush Park lndustrial Estato

Danehilt, Lower Fertey

Berkshire RG6 4UT United Kingdont

LORNE
LAt]OIlA'IORII-'S

Tcli +44 (o) 1rs gzr zze,l

Fax: +44 (O) r1B 9B6i 45Iil
Irnail: i nfo(Dlorn gla bs,cont

www lorneIa bs.com

has beerlr classified as nbn ListAi non List B (Directive98l79lEC, Annex ll)
and complies with the edsential r$quirernents and provisions of Directive
ggftgftC of the Europedn Parliailrent and of the Council (also Sl 2002

Lorne La

Eddy Velthuis
Technicdl Director

. BS EN 980:2008

. BS EN ISO 1348$:2012

. BS EN 13612:2042

. BS EN 13640:2002

. BS EN 13641:20Q2

No.61B Which transposes the reqf-rirements of Directive 9Bl7glEC).

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

. BS EN ISO 14971:2012 i

. BS EN ISO 1811Q, parts 1&2

| ,i, ilW'llvi
ItrxA\ |

t ll l:ri
{4?6

ISO iS6! !0C1: ISO tDrlilo08

Catalogue number

Registcred ollico ne.lbov(, RcBi3tofcd ir fildlntrd {0, D45'10?r? v/\) Nc iicil -i6::5 6!



EC DECLARATION OF CONFORMITY

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

Ciatalogue number

has beeh classified ut n!n ListA, non L.istB (Directive98179lEC, Annex ll)
and cotlplies with the ed;sential rbquirements and provisions of Directive
98l79lEC of the European Parliar'nent and of the Council (also Sl 2002
No.618 wl'rich transposes the requirements of Directive 9817llEC).

and is in conformity with the natidnal stanrjards transposing harmonised
standards:

Lorne l-aboratories Limited

Unit l Cutbush Park lndustrial Estate

Danehitl, t-ower Earley

Berkshlre RG64UT United Kingdom

LORi{tr
LAI]ORATOR ILiS

Tet; +44 (0) 118 92i 2264

Fax: +44 (0) 118 9BG 45r8

E mail: i rtfo@lornola[rs cotr
www.lorneIa bs. com

ros:

BS EN 980:2008
BS EN ISO '1348p.2012

BS EN 13612:2042
BS EN 13640:2042
BS EN 13641:2obz
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Eddy Velthuis
Technical Director
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Requ

Aor

Tel

Fax

on of the 9ouncil
f,the Meniber Sta
iE marking.

relating to In. Vitro Diagnostic li/ledical
98l79lEC on the approximation of

0f conformance tol
ents ,and Annex lll C Declaration of Conformity) imposed by

are not classified under Annex ll Lists

applicable sections of Annex | - Essential

e technical files will be made available to the
is reouired.

Descripfion

Routine Control N

declare that derrices registeredr against
conforms to the Directives.

GMDN
Classification Code'

30590

Helena Biosciences Europe

Queensway South, Team Valley Tradittg Estate,

Gateshead, Tyne and Wear, NE11 OSD,

United Kingdgm

: M.J. Stephpnson

(h,il

(0)191 4e2 8440

(0)191 4828442
-bios ci e nbes; com

+4



Declaration of Gonforrmity

rc 98l79lEC on the aPProximation of
tinE to ln Vitro Diagnostic A/ledical

Declaration'of confornlance to applicable sections of Annex l - Er;sential
Requirernents and Annex lll (EC; Declaration of Conformity) imposed by

s are not classified under Annex ll Listss are not classified under Annex ll Lists
nrcal files will be made available to the
rired.

HL-7- 0:ll38 DC DOI 20l3il 0 (6)

Produ0t
Code

51 87

Description

Routine Control A

GMDN
Classification Code

30590

devices registered against the
Directives.

-\:.-
4e'': \2)

,t

Full Nahe:

(h,il

Tel +at (0)191 4828440
Fax +44 (0)1 91 482 8442

info@hef ena-biosciences.com

www. helbn ir-biosciences. com

Date: 31''

Helena Biosciences Europe

Queensway South, Team Valley Trading Estale,

Gateshead, Tyne and Wear, NE1 1 0SD,

United Kingdorn



Deolaration of GonformitY

HL-7- 0135 DC DOI 20r3/r0 (6)

Statds refating to In ,Vitro Diagnostic [itledical
DevicQs & CE marking.

aole sections of Annex | - Essential
claration of Conformity) imposed'by
s are not classified under Annex ll Lists
nical files will be made availabler to the
rired,

Produot
Gode

51 83

Descripfion

Full Name: M.J. Stephenson

Signedl

Tel +a{(0)191 4828440
Fax +44 (0)191 4828442
info@ hele na-bioscie nces. com

www. helpna-bioscie nces. com

Routine pontrol SA

(h,il

GMDN
Classilication Code

30590

aoainst the above GMDN

Title: Managing Direr:tor

Date: 31"t October

l, the Lndersigned decldre that the devices registered
Classifibation Code confofms to the $aid Eirectives.

llelena Biosclences E

Queensway South, Team V

Gateshead, Tyne and Wear,

United Kingdom
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ITALIANO

DESCRIZIONE:
COACiULASE TEST d oostituito da plasmt;r di ccrniglitt Iiofilo con

L'.t)-lA (Ac;ido E tilen-diamnrino-tetra-acetico ), util izzato per la

dctetminazioncr dell'enzima coagulasi prodotto da Staphylococcu:;
aureu.s.

CONTENUTO DELLE CONFE,ZION I

Ciascuna conferzione contiene :

. ii flaconi contenenti 4 rnl- di plasma di cotriglio

. I foglio di istruzioni

PRODOTTI NE:GESSARI NOI\l CONTENUTI
. Phyr;iological Solution (cod. :20095)
.lSrairr Hearl Infusion Broth (cod 20104)

PRINCIPIO DE,L METODO
La coagulasi prodotta da Stapl'tylococcus aureus agisce sul
fibrinogeno trasformandolo in fibrina. La re;irzione avviene itt

assenza di calc;io che viene chelato dall' ED-IA.

PI{OCEDURA DEI- TE$T
. Prelevare un flacone di COA,GULASE I'EST dalla confezione e

ricostituire asettlcamente con 4 mL di
Physiologica Solution (r;od. 20095),

. Allestire una coltura in Brain Heart Infusion Brotfr (cod. 2010F)
prelevando una o piir colonie da terreni selettivi per l' isolamenk)
di StaphylococcL.rs atrreus ed incubare a 36 t 1"C per 4-6 orp.

. In una provella sterile mescolare 0.5 mL di CO+GULASE TEST
con 0.5 mL di brodocoltttra ed incubare
a 36 t 1'C Der 1-2-4-8-24 ote.

INTERPRETAZION E DEI RISU LTATI
. Verificare la formazione di un coagulo, eventLralmente utilizzSndo

un'ansa sterle, Non incubare oltre le 24 ore perch6 possond

Pladma di conl'iglio tiofilo per il test della coagulasi

Etr Numero di catalogo

I utilizzarer entro A
\ l-imiti di temperatura

PRECAUZIONI
ll prodotto, COAGULASE TEST, non d classificato conle pericoloso

ai sensi della legislazione vigente, ne contiene sos[anze noolve In

concentraz.ioni 21o/.i non richiede pertantrr la disponibllitr) della

Scheda di Sicurezza.
COAGULASE TEST d un dispositivo molrouso da usare solo per

uso diagnostico in vitro, e destinato ad un ambito professionale e;

deve essere usato in laboratorio da operatori adeguatantente
addestrati, con metodi approvati di asepsi e di sicurezza nei

confronti degli agenti patogeni.

CONSERVAZIONE
Conservare COAGULASE TEST a 2-8 "C nella sua conlezione
originale. Non conservare vicino a fonti di calore ed evitare
eccessive variazioni di temperatura. In queste condizioni
COAGULASE TEST d valido fino alla data di scadenza indicata in

etichetta. Non utilizzare oltre questa data Eliminare se vi sono

segni di deterioramento.

ELIMINAZIONE DEL MATERIALE USAT'O
Doool'utilizzazione COAGULASE TEST ed il mateliale venuto a

contatto con il carnpione devono essere clecontaminati e smaltiti in
accordo con le te{lniche in uso in laboratc,rio per la

decontaminazione e lo srnaltimento di marteriale potenzialmente

infetto.

BIBLIOGRAFIA
. W.E. Kloos and J.H. Jotgensen "Staphy'lococci" p. 143-153.

In E.H. Lennette, A. Balows, W.J. Haus;ler Jr', H.J Shadomy
M.anualof Clinic;al Microbiology. 4'h Editlon, American Society for
Microbiology, Washington, D.C. 1985.

Dispositivo medico
diagnostico in vlr'o @ Non riutilizzareverificarsi fenomeni di fil:rinolisi Eq

CONTROLLO QUALITA'
Ogni lotto di COAGULASE if EST d sottoposto ai controllo qualitd
utilizzando i seguenti microrganismi di riferimento:

Fragile, maneggiare con
cura

Atterrzione, verlere le
islruzioni per l'uso

I tlol=ItcHEM@ s.r.l,
g 

64020 Roseto degti Abruzzi (Te) ttaty

I Tel. +39.08589gd24s - pax +39.0858930330 www.lidfilchem,net liofilchem(Dliofilchem.n-e-t

PRESENTAZIONE

TABELLA DEI SIMBOLI

r =z Contenuto sufficiente per
V <n> saggi

16 05 2011



DESCRIPTION
COAGULASE'IEST is constituted by lyophilic rabbit plasrna
containing ED-fA (Ethylenediztminetetraar:etic Acid) used for thr:

detection of coagulase enzyme produced by StAphylococcu,s
aureus.

CC}NTENT OF HE PACKAGE:S
Each package t;ontains :

. 5 vials contairring 4 mL of rabbit plasma

. 1 instruction sheet

] ENGLISH

COAGULASE TEST
Lyotphilic citrite rabktit plasma for coagulase test

PRECAUTIONS
COAGULASE TEST cannot be classifiecl as being hazardous

according to the r:urrent legislation, nor does it contain harmful

substances in concentrations > 1%. lt lherefore does; not require a

Safety Data Sheet to be available.
COAGULASE TEST is a disposable device to be used rlnly for

diaS;nostic use in vitro.lt must be used in the laboratory by properly

trained personnel, using approved aseptic and safety methods for

handling pathogenic agents.

STORAGE
Store COAGULASE TEST at2-8"C in the origitral packaging Kccp

awiry frorn sources of heat and avoid excessive change:; in

temoerature. In such conditions, COAGI'ILASE TEST will remain

valid until the expiry date indicated on the label. Do not trse beyond

that date. Elirninate without using if there are signs cf deterioratiotr

DISPOSAL OF I,.ISED MATERIAL
After use, COAGULASE TEST and mate,rial that has come into

contact with the sample rnust be decontaminated and disposed of in

accordatrce with the techniques used in the laboratory for
decontamination and disposal of potentially infected material.

BIBLIOGRAPHY
. W.E, Kloos and J.H. Jorgensen "StaphVlococci" p. 143-153,

lrr E.H. Lennette, A. Balows, W.J. Haur;ler,Jr., H J. Shadomy
lVlanual o[-Q-[n!:al Microbioloqv. 4rh Edition, American {iociety for
Microbiology, Washington, D C, 1985.
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